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OBACHHUTEJEH MEMOPAH/IYM

KOHTEKCT HA IPEJJIOKEHUETO
OcHoBaHMSA M LEJH HA NPEIJI0KEHHETO

3akononarenctBoro Ha EC B obnactra Ha (hapMaleBTUYHUTE MPOIYKTH Ch3IAIC
MPENOCTaBKU 3a pa3pelaBaHeTo Ha 0e30macHU, e(pUKaCHH U BHCOKOKAYECTBEHH
JIEKApCTBEHH TMPOAYKTH. J[OCTBIBT Ha MALUEHTUTE JO JIEKAPCTBEHH MPOAYKTH B
uenust EC u curypHoctra Ha gocTaBKkUTe 00ade OyaaT BCe MO-ToJiiMa 3arpUKEHOCT,
KOATO € OTpaseHa M B CKOPOINHMTE 3akiodeHus Ha CbBera' M pesomonuu Ha
Esponeiickus napnament?. Bce mo-cepuos3eH cTaBa M HpoOJeMbT ¢ HEJOCTUra Ha
JeKapcTBeHH NpoAykThu B MHOro abpxkaBu or EC/EUIIL. Ilocneaummre OT TO3U
HEJOCTUT BKJIFOYBAT IO-HUCKO KauyeCTBO HA JIEUEHHUETO, KOETO NAlUEHTUTE
MoJIyyaBaT, M TMO-TOJIIMAa TEXKECT BBPXY 3[PAaBHUTE CHCTEMH U MEIULIMHCKUTE
CHEIHAIMCTH, KOUTO TpsiOBa /Ja HaMepsAT U Ja OCUTYpAT aJTepHATUBHO JICYCHHE.
BrIpeku ye ¢hC 3aKOHOIATEIICTBOTO B 00JIacTTa Ha (hapMaIleBTHUHUTE MTPOIYKTH CE
Ch3[1aBAT PEryJaTOPHU CTUMYJIM 332 HMHOBALMM M PEryJaTOPHU HHCTPYMEHTU B
MOAKpena Ha HaBPEMEHHOTO M3/aBaHe Ha Pa3pellICHHs 32 MHOBATUBHH M OOCIIaBaIIH
Tepanuu, Te3W JIEKapCTBEHU IPOAYKTH HEBMHAru JOCTUraT [0 MalHUEeHTHUTE, a
paBHHMILIETO Ha H0cThI Ha nanueHTuTe B EC ce paznuyaga.

Hemo mnoBede, MHOBalMUTE HEBUMHArd ca HACOYEHH KbM HEYJOBICTBOPEHUTE
MEIUIMHCKY MOTPEOHOCTH M Ha I1a3apa ChIINECTBYBa HEe(hEKTUBHOCT, OCOOEHO IO
OTHOLICHHE Ha pa3pabOTBAaHETO HA aHTUMMKPOOHM CpEICTBa C KJIMHUYHO
npeauMCcTBO, KOHUTO MOrar Aga TIIOMOTHAT 3a CIpaBidHE C aHTI/IMI/IKp06HaTa
pe3ucTeHTHOCT. HaydHOTO M TEXHOJIOrMYHOTO pa3BUTHE U LU(POBU3ALUATA HE Ce
H3II0JI3BAT HAIIBJIHO, a B’B3Z[€I>'ICTBI/ICTO Ha JICKaAPCTBCHUTC MPOAYKTU BbPXY OKOJIHATA
cpeaa e npobieM, Ha KOWTO ciieiBa ja ce o0bpHe BHMMaHue. OCBeH TOBa camara
crcTeMa 3a M3/1aBaHe Ha pa3pelieHus: O MoIJIa Jia ce ONpOCTH, 3a a ObJE B KpakK C
peryiaaTopHaTa KOHKYpeHIMsS B CBeTOBeH Mamiald. dapmalieBTUYHATA CTpaTerus 3a
EBpona3 MNpeacTaB/IsABa HAJIOCTCH OTTOBOP HAa HACTOAINUTC NPCAN3BHUKATCIICTBA ITPEC/]
MOJIUTUKATa OTHOCHO (papMalleBTUYHUTE MPOAYKTH, KaTO 3aKOHOAATEIHUTE U
HE3aKOHOJaTCIIHUTEC I[CflCTBPI?I BSaI/IMOI[eI\/JICTBaT MMOMEXKAY CHU 3a IOCTUTAHCTO Ha
ofIaTta 1es Ha cTpaTerusara — Ja ce rapaHTupar pocraBkure B EC Ha Ge3omacHu
JICKApCTBCHU MNPOAYKTH Ha JOCTBIIHM HOCHHU W Jda CC IIOAIIOMOTHAT YCWIIMATA Ha
dapmanestuunata npomunuieHoct Ha EC B obmacTta Ha  umHoBamuuTe®.
[IpepasriexxgaHeTo Ha 3aKOHOJATEJICTBOTO B o0OJacTTa Ha (apMaleBTUYHUTE

3aknmroueHnss Ha CbBeTa OTHOCHO YKpeNnBaHETO Ha OanaHca BbB (apMaleBTHYHUTE CUCTEMH B
EBpomneiickus cpio3 u HeroBute appkaBu wieHkH (OB C 269, 23.7.2016 1., cTp. 31). 3akmoueHus Ha
CbBera OTHOCHO JOCTbIIA JIO JIEKAPCTBA U MEUIIMHCKH M3JeNUs 3a no-cuiieH u ycrouns EC, 2021/C
269 1/02 (OB C 2691, 7.7.2021 r., ctp. 3).

Pesomonuss Ha EBponelickus mapmameHT oT 2 mapTt 2017 r. oTHocHO BB3MOxkHocTtuTe Ha EC 3a
nojo0psiBaHe Ha jocTbia 10 MenukameHTn (2016/2057(INI), Pesonronus Ha EBponelickust mapiaMeHt
ot 17 centemBpu 2020 T. OTHOCHO HEAOCTHIa Ha JIEKapCTBa — KaK Ja C€ HaMepu pelIeHHE Ha
HOBOBB3HUKBa] rpodiem (2020/2071(INI).

CroOmenne Ha Komwucusra, @apmayesmuuna cmpameeus 3a Eepona (COM(2020) 761 final),
https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe_bg.

ITucmo 3a ompexensiHe Ha pecopa, U3MPATEHO OT mpeacenarens Ha Eponeiickata xomucust 1o Crena
Kupunakuny,

KOMHCap IO BBIIPOCHTE Ha 3/ApaBeona3sBaHETO M OE30MacHOCTTa Ha XpaHHUTE, mission-letter-stella-

kyriakides_en.pdf (europa.eu).



https://oeil.secure.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=bg&reference=2020/2071(INI)
https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe_bg
https://commissioners.ec.europa.eu/system/files/2022-11/mission-letter-stella-kyriakides_en.pdf
https://commissioners.ec.europa.eu/system/files/2022-11/mission-letter-stella-kyriakides_en.pdf
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MPOJYKTH € OT pellaBallo 3HAYCHHE 3a MOCTUTAHETO Ha Te3W Ieyd. MHoBanuure,
JOCTBIIBT U (PUHAHCOBATa JOCTBIIHOCT o0adye ce BIUSAAT M OT (DaKTOpPH H3BBH
oOxBaTa Ha TOBa 3aKOHOATEJCTBO, KAaTo HalpHMep JACHHOCTH B 00jacTra Ha
HAyYHUTE M3CJICIBAHUS W MHOBAIMUTE B CBETOBEH Mallad WU PEHICHHUS OTHOCHO
IIEHOOOPa3yBaHETO M BBH3CTAHOBSBAHETO HA PAa3XOJUTE HAa HAIMOHAIHO pPaBHHIIE.
ETo 3amo He Bcuuku mpobiemu mMorar na ObIaT peuieHd camo upe3 pedopmupane
Ha 3aKOHOJATEJCTBOTO. Bbmpekn ToBa 3akoHoiareiacTBoro Ha EC B obOiactra Ha
(dapMaleBTHUYHUTE TPOAYKTH MOXKE Ja Obae OnmarompusTcTBam W OOCAMHSBAII
(dakTop 3a WHOBALMUTE, JOCTHIA, (PMHAHCOBATA JOCTBIIHOCT M OIA3BaHETO Ha
OKOJTHATa cpeja.

[Ipemioxkenuero 3a mpepasriexaane Ha 3akoHonatencTBoto Ha EC B obnmactra Ha
(apMarieBTHYHUTE MPOIYKTH CE OCHOBAaBa Ha Be4e MOCTUTHATAaTa BHCOKA CTEICH Ha
3amMTa Ha OOMIECTBEHOTO 3[paBe M XapMOHM3AlWs IPH pa3peliaBaHeTO Ha
nekapcTBeHH mponayktu. OOmara men Ha pedopmara € Jga ce rapaHTupa, 4e
MAIMEHTUTE UMAT HABPEMEHEH U CIIPaBEIJIMB IOCTBII 10 JeKapcTBa HaBcsikbiae B EC.
Jlpyra men Ha MpeUIoKeHUETO € Ja Ce IMOBHIIM CHUTYPHOCTTA Ha JIOCTaBKHUTE H
HEJIOCTUI'BT JIa CE MPEOJOJIsIBa Ype3 KOHKPETHH MEPKH, BKIHOYHUTEIHO MO-CTPOTH
3aBJDKCHUSL 32 MPHUTEXKATEIUTE Ha pa3pelieHus] 3a THProBHA Ja yBEJOMSBAT 3a
MOTEHIMATHN WM JCHCTBUTEIIHU CIIyd4al Ha HEJAOCTHI W HM3TEIVIAHUS OT Tas3apa,
MpeKpaTsiBAHE W BPEMEHHO CHUpaHEe Ha MpeUIaraHeTo, MpeAd Ja Cce CTHTHE JI0
OYaKBaHO HApYIaBaHE HA HENPEKbCHATOCTTA HA JIOCTABKUTE HA JIAJICH JICKAPCTBEH
OpOAYKT Ha TMaszapa. 3a Ja ce TMOAKPEIST KOHKYPEHTOCIOCOOHOCTTa |
WHOBAIIMOHHUSAT MOTEHIMANl HA OTpachja B CBETOBEH Mamad, TpsAOBa Ja ce HaMepH
MPAaBUIHHUAT OalaHC MEXIy HPEIOCTaBIHETO HAa CTHUMYJM 32 WHOBAIMM, KAaTO CE
0o0ObpHE IMOBEYEC BHUMAHUE HA HEYJOBJICTBOPCHUTE MEIMIIMHCKU TOTPEOHOCTH, U
MEpKHTE 32 TapaHTHUpPaHE Ha JOCTHI M (PUHAHCOBA TOCTHITHOCT.

Pamkata Tpsi6Ba 1a ObAe ONpPOCTEHA, aJaTHpaHa KbM HAYYHUTE U TEXHOJIOTUYHUTE
IIPOMEHU M Jla JONpPHUHACA 33 HaMalsBaHE Ha BB3JICHCTBUETO Ha JIEKAPCTBEHUTE
NPOAYKTH BBPXY OKonHaTta cpeaa. llpeanmaranata pedopma e BceoOxBaTHa, HO
L[EJIEHACOUYEHA U € ChCPE0TOUEHA BbPXY pa3nopeaduTe, CBbP3aHU C IOCTUTAHETO Ha
crieln(pUIHUTE 1IEeJIH, 3aJeTHAIM B Hes; €TO 3all0 TS 00XBallla BCUYKHU pa3nopeadu, ¢
U3KJIIOYEHWE Ha OHEe3M, KOWTO C€ OTHACAT JI0 pekiaMara, (ammupuimupaHuTe
JEKapCTBEHH TPOAYKTH M XOMEONAaTHUYHUTE W TPaJULHMOHHUTE PACTUTEIHU
JIEKapCTBEHU MPOIYKTH.

[Topaau ToBa 1enuTe Ha MPEAJIOKEHUETO Ca CIECTHUTE:
Obuwu yenu

—  Jla ce rapaHTUpa BUCOKO PABHHUIIIE HA OOIECTBEHOTO 3]]paBe, KaTO Ce OCUTYPST
KauyecTBOTO, OE30MAaCHOCTTa U €(pUKACHOCTTA Ha JIEKAPCTBEHUTE MPOIYKTH 3a
nanuenTure B EC;

—  Jla ce XapMOHM3HMpa BTPEUIHUAT Ma3ap 110 OTHOIICHHE Ha Ha/130pa U KOHTPOJa
Ha JICKQpCTBEHHUTE TPOJIYKTH, KAKTO M 10 OTHOIIEHWE Ha TpaBaTa u
3a]IbJKEHUSATA HA KOMIIETEHTHUTE OPTaHy Ha AbP)KaBUTE WICHKH.

Cneyugpuunu yenu

— Ja C€ rapaHThpa, 4€ BCHUYKH IMAUCHTU HWMAT HABPEMCHCH W CIIPpaBCIJIMB
JOCTHI 10 O6e301acHu U ePeKTUBHU JIEKAPCTBA HA TOCTHITHU IIEHH HABCSKB/IC B
EC;
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- Jla C€ T0I00pH CUTYPHOCTTA Ha JJOCTABKUTE M J1a CE TapaHTHPA, Ye TAIUEHTUTE
BHHArd pasnoJjarar ¢ JeKapcTBa, He3aBUCUMO Kbje kuBesT B EC;

- Jla ce€ OCUTYPHU IIPUBJIEKATEIIHA CPE/la 32 HAyYHH M3CIIe/IBaHus, pa3paboTBaHe U
MPOU3BOJICTBO HA JIEKAPCTBEHHU NMPOAYKTH B EBpoma, KosTo OiarompusrcTsa
MHOBALMUTE U KOHKYPEHTOCIOCOOHOCTTA;

— Jla Ce HAMpaBsT JIEKapCcTBaTa MO-yCTOMYMBH OT €KOJIOTUYHA TJIeIHA TOYKa.

Benukn o0mu M cenuUYHM LMW, HW3J0XKEHUW I0-rope, Ce OTHAaciAT M 3a
JIEKapCTBEHHUTE MPOIYKTH 33 PEIKU 3a00JIIBaHUS U 3a NIeAUATPUIHA yroTpeoa.

CbriiacyBaHoOCT € AeiicTBAIMTE Pa3nopeadu B Ta3u 00J1aCT HA MOJIUTHKATA

JeticTBamoro 3akononatenctBo Ha EC B oOmacrra Ha (papmManieBTHUHUATE MPOAYKTH
BKJIIOYBA  KakTo oOmo, Taka ©  coenuduuHo  3akoHogarencrBo. C
Jupextupa 2001/83/EO  ma Esponeiickus mnapaament u  Ha ChbBera®
Pernament (EO) Ne 726/2004 na Epponeiickus napiaamenT u Ha Chpeta’ (Hapuyanu
3aeIHO ,,001110 3aKOHO/JATEJICTBO B 00JacTTa Ha (papMalleBTUYHUTE MPOAYKTH ) ce
YCTaHOBSIBAT PAa3MOpeaA0UTE, CBbP3aHU C pa3pellaBaHeTO Ha JIEKAPCTBEHU MPOAYKTH
U C U3UCKBAHMATA, NPUJIOKUMHU CJEJ HU3JaBaHE Ha pa3pelIeHUeTO, CXEMUTE 3a
MoJANoMarane Mpead H3/AaBaHe Ha pa3pelICeHUETO, PEeryJaTOpHUTE CTUMYIU 10
OTHOIIICHHWE Ha 3alldTaTa Ha JaHHUTE U [a3apHaTa 3aluTa, MPOU3BOACTBOTO U
JOCTaBKUTE, KAaKTO M pa3nopeaduTe, CBbp3aHU ¢ EBpomeiickaTa areHuus 1o
nekapcrBara (EMA). O0moTo 3aKOHOAATENICTBO B oOJiacTTa Ha (papMaIeBTUIHHUTE
MPOAYKTH C€ JONbJBAa OT CHEHU(PHUYHO 3aKOHOAATEICTBO IO OTHOILICHHE Ha
JICKApCTBEHHUTE MPOAYKTH 3a peaku 3adomsBanusa (Permament (EO) Ne 141/2000 —
,PernmamenT»T 3a INekapcTBaTa cupauu’), Ha JEKapCTBEHHTE HPOAYKTH 32
neauatpuyaa ynorpeba (Permament (EO) Ne 1901/2006 — ,,PernmaMeHTHT OTHOCHO
JeKapcTBEHUTE IIPOAYKTH 3a MeauaTpuuHa yrnoTpe6a®) um Ha nekapcTBeHUTE
npoaykTH 3a moaepHa Tepanus (Permament (EO) Ne 1394/2007 — PernameHTsT 3a
HHMT“g). [IpennaranoTo mpepasriexaaHe Ha 3aKOHOAATEICTBO B O0OlacTTa Ha
(hapMalleBTUYHUTE MPOAYKTH I1I€ CE ChbCTOU OT JIBE 3aKOHOJATEIIHU MPEI0KEHUS:

— HOBa JUPEKTUBA, C KOATO ce oTMeHAT M 3ameHsaT upextuna 2001/83/EO u
Jupextusa 2009/35/EO na Epponeiickus mapnament u Ha Cheeta'® u B kogTO

Hupextusa 2001/83/EO na Espomeiickus mapmamenT u Ha CwBerta or 6 HoemBpu 2001 T. 3a
YTBBpXJlaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JIEKapCTBEHH NPOJYKTH 3a XyMaHHa yrnoTpeda
(OB L 311, 28.11.2001 r., ctp. 67).

Pernament (EO) Ne 726/2004 na Espomneiickus mnapiament ¥ Ha CobBera ot 31 mapr 2004 r. 3a
yCTaHOBsSIBaHE Ha mpornenypu Ha OOIIHOCTTa 3a pa3pemaBaHe ¥ KOHTPOJI Ha JIEKapCTBEHU MPOAYKTH 3a
XyMaHHa ¥ BeTepHMHapHa ymoTpeba W 3a cb3laBaHe Ha EBpomelicka areHius o JekapcTBaTa
(OB L 136, 30.4.2004 r., cTp. 1).

Pernament (EO) Ne 141/2000 na Epomnelickusi mapiameHT U Ha CbBera oT 16 nekemspu 1999 . 3a
nekapctBata cuparm (OB L 18, 22.1.2000 r., cTp. 1);

Pernament (EO) Ne 1901/2006 na EBpomnelickus napiameHT n Ha CbBeta ot 12 nexemspu 2006 T.
OTHOCHO  JIGKapCTBEHUTE TMPOAYKTH 3a [eAMaTpudHa ymnorpedba © 3a HM3MEHEHHWEe Ha
Pernmament (EMO) Ne 1768/92, Qupextusa 2001/20/EO, dupextupa 2001/83/EO u Permament (EO) Ne
726/2004 (OB L 378, 27.12.2006 t., cTp. 1).

Pernament (EO) Ne 1394/2007 na Espomneiickus mapiament U Ha CbBera or 13 HoemBpu 2007 T.
OTHOCHO JIEKapCTBEHUTE MPOIYKTH 32 MOJIepHa Tepanus u 3a n3MeHenue Ha [upexrusa 2001/83/EO u
Pernmament (EO) Ne 726/2004 (OB L 324, 10.12.2007 r., ctp. 121).

Hupexrtusa 2009/35/EO na EBpomnetickus mapmameHT u Ha CwBeta oT 23 ampmn 2009 r. oTHOCHO
OI[BETUTEIIUTE, KOUTO MOTaT Aa ce J00aBiAT KbM JjekapctBenu npoayktu (OB L 109, 30.4.2009 r.,
ctp. 10).
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ce MHKOPIIOPHpAT OTHOCHMHUTE YacTH OT PermamMeHTa OTHOCHO JIEKapCTBEHHUTE
NPOAYKTH 3a neauarpuyta ynorpebda (Permament (EO) Ne 1901/2006);

- HOB PETJIaMEHT, C KOHTO ce oTMeHAT U 3aMeHAT Perimament (EO) Ne 726/2004 u
PernmamenthT 3a nexapctBata cupanu (Permament (EO) Ne 141/2000) u ce
oTMeHs PerinaMeHThT OTHOCHO JIEKAQpCTBEHUTE MPOAYKTH 3a MeAHaTpUYHA
ynotpeba (Permament (EO) Ne 1901/2006), karo ce HHKOpPHOpHUpAT
OTHOCHUMHTE YaCTH OT HErO.

OGenuusaBaneTo Ha PeriameHra 3a nekapcrBara cupand u PeriameHTa OTHOCHO
JICKapCTBEHUTE TPOAYKTH 3a MeIuaTpuyHa yrnorpeda ChC 3aKOHOAATEICTBOTO,
NPUWIOKUMO 332 BCHYKH JICKAPCTBEHU NPOIYKTH, II€ JaJie BB3MOXKHOCT 32
OIIPOCTSIBAHE U MO-TOJISIMA CHITIACYBAHOCT.

3a nexapCcTBEHUTE MPOAYKTH 3a PEIKU 3a00JsIBaHUS U 32 MEAMATPUYHA YIIOTpeda 1me
MpOabJDKAT Ja ce MpujaraT ChIIUTE pa3nopeadu KaTro 3a BCHYKU OCTaHAIH
JEKapCTBEHH MPOAYKTH IO OTHOIIEHHE Ha KadecTBOTO, 0Oe30macHOCTTa |
eduKacHOCTTa, IO C€ OTHAacs HalpuMep /A0 TMpoleaypuTe 3a H3JaBaHe Ha
paspelieHre 3a THProBus, (apmakoiormyHata OIUTETHOCT M HM3MCKBAHUATA 32
KauecTBO. 3a Te3W BHJOBE JICKAPCTBEHU MNPOAYKTH obaye IIe MpoIb/hKaTr 1a ce
npujaraT ¥ crienuUIHN U3MCKBaHUS, 32 J1a C€ TIOJIOMOTHE TSIXHOTO pa3paboTBaHe.
ToBa e Taka, 3amOTO Ma3apHUTE MEXaHU3MH CaMU MO cebe CH ce OKa3Bar
HEJOCTaTbUHU, 3a Ja CE€ CTUMYJHUpPAT HEOOXOAUMHUTE HAYYHOU3CJIEI0BATEIICKU
JIEHHOCTH M pa3pabOTBaHETO Ha JEKApCTBEHU MPOIYKTH 3a MeIuaTpuyHa yrnoTpeda u
3a MAIUeHTH, CTpajalld OT peaku 3abossBaHus. Te3W W3HCKBAaHUSA, KOHTO
MOHACTOSIIEM Ca ONpPEJEICHU B OTICIHU 3aKOHOJATENHU aKTOBE, Clie[Ba Ja ObaaT
MHTETPUPAHU B PETJIAMEHTA U B HACTOSINATA AUPEKTHBA, 32 J1a C€ OCUTYPH SICHOTA U
CHIJIAaCYBaHOCT Ha BCUYKU MEPKH, IPHUIIOKUMHU 32 T€3U JICKAPCTBEHU MTPOTYKTH.

CobriacyBaHoOCT ¢ APYrH moauTuku Ha Chio3a

3akonogarenctBoro Ha EC B oOnactra Ha (apManeBTUYHUTE MPOIYKTH, OMHCAHO
MO-TOpe, € TSACHO CBBP3aHO C HIKOJKO IPYrd 3akoHomarenHu akta Ha EC B Ta3m
obnact. C Pernamenta 3a kaunuuaute usnutsanus (Pernament (EC) Ne 536/2014)!!
ce Ch3/JaBaT MPEANOCTaBKU 3a Mo-e(pUKacHO 000psBaHE HA KIMHUYHU U3MUTBAHUS
B EC. C Pernament (EC) 2022/123'? ce ykpensa possta nHa Esponeiickara areHuus
Mo JIEKapCcTBaTa C IIeJl /1a C€ YJIECHU MpEeANpPHEeMaHeTO Ha KOOPAMHUPAHU JACUCTBUS
Ha paBHuIiieto Ha EC B 0TroBop Ha 37paBHU KPU3U. 3aKOHOJATEIHUAT aKT OTHOCHO
Takcute, AbkuMH Ha EMAD, nompumacs 3a oGesneuaBaHeTo Ha JOCTaTHYHO
¢buHaHcupane 3a gedHoctuTe Ha EMA, BKJIIOYMTETHO 32  CHOTBETHHUTE

Pernament (EC) Ne 536/2014 na EBporneiickust napnament u Ha CbBeta ot 16 anpun 2014 r. oTHOCHO
KIMHAYHUTE W3MHWTBAHUS Ha JIEKapCTBEHW MPOAYKTH 3a XyMaHHa ymoTpeba, W 3a OTMSIHAa Ha
Hupexrusa 2001/20/EO (OB L 158, 27.5.2014 ., ctp. 1).

Pernament (EC) 2022/123 na EBpomneiickus napiament u Ha CbBeta oT 25 stHyapu 2022 r. OTHOCHO
3acuneHa pons Ha EBpomnelickata areHmus 1o JeKkapcTBaTa B FOTOBHOCTTA 3a JEMCTBUS MpPU KpU3U U
yINPaBJIEHUETO HAa KPU3HU IO OTHOLIEHHWE Ha JIEKAPCTBEHUTE MNPOAYKTU U MEAUIUHCKHUTE W3JENus
(OB L 20,31.1.2022 r., ctp. 1).

Pernament (EO) Ne 297/95 na CeBeta or 10 deBpyapu 1995 r. OTHOCHO TakcuTe, ABIDKHMH Ha
EBpormelickata areHmusi 3a olleHKa Ha JiekapcTBeHuTe npoayktu U Permament (EC) Ne 658/2014 nHa
EBpomneiickus mapiameHT ¥ Ha ChBeTa OTHOCHO TakCHWTE, OBDKMMH Ha EBpormeiickara areHIms 1o
JIeKapcTBaTa 3a W3BBPIIBAHE HAa NEHHOCTH TO (apMakKoJOTHYHA OJWTEIHOCT IO OTHOIIEHWE Ha
JIEKapCTBEHUTE MPOIYKTH 3a XymanHa ynorpeba (OB L 35, 15.2.1995 r., c1p. 1).
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Bb3HArPAXJAEHUSI 3a HAUUOHAIIHUTE KOMIIETEHTHH OpPraHW 3a MpPHUHOCA UM KbM
W3IIBJIHEHUETO HA 3amaunte Ha EMA.

CrpuiecTBYBaT U Bpb3KU € peryiaropaute pamku Ha EC 3a apyru 3apaBHU POTYKTH.
3akoHoznarencrtBoto Ha EC OTHOCHO KpBBTa, THKAHUTE U KIeTKHTe'* e oT 3HaueHwue,
ThH KaTO HSAKOM BEUIECTBA OT YOBEIIKH MPOM3XOJ Ca H3XOJAHM MaTepuaau 3a
JleKapCcTBEHU NpoiayKTH. Perynaroprara pamka Ha EC 3a MemunuHCKMTe n3jenus’
CBILIO € OT 3HaYeHHe, Thii KaTo UMa MPOAYKTH, KOUTO MPEACTABISABAT KOMOMHALIMS
OT JIEKAPCTBEHU MPOIAYKTH U MEAUIIMHCKU U3/CIIUA.

lenure Ha mpennaraHata pedopmMa Ha 3aKOHOJATEJICTBOTO B oOOiacTra Ha
(hapMaleBTHYHUTE POAYKTH Ca B CHOTBETCTBHUE CHIIO TaKa C IEIUTE HA PEIUIIA T10-
UIMPOKHU IporpamMu U nHUMatuBy Ha EC Mo OTHOIIEHKE Ha MOJIUTHKATA.

[Io ce oTHacs 10 HAChpYaBAaHETO HA MHOBAIIMHUTE, TIOAKPEIIA 32 HAYYHHU U3CIICABAHUS
U 3a pa3pabOTBAaHETO Ha HOBM JIEKAPCTBEHM NPOIYKTH CE€ HPEJOCTaBsl KAaKTO I10
muans Ha ,,XopusoHT Espoma“'® — kmouosa mporpama 3a ¢uHaHCHpaHe Ha
Hay4YHUTE u3cneaBaHus U nHoBauuute B EC, Taka U MO JIMHUSA Ha €BPONENHCKUs I1aH
3a 6opba ¢ paka'’. OceeH ToBa MHOBalUKMTE BBB (DAPMALEBTHUHMS OTPAChI Ce
HachbpuaBaT 4Ype3 pPAMKHUTE OTHOCHO WHTEJEKTyalHaTa COOCTBEHOCT, OTHOCHO
MAaTeHTUTE CBIJIACHO HAIMOHAJTHOTO IATEHTHO 3aKOHOMATeNICTBO, EBpomeiickara
naTeHTHa KOHBEeHLUS U Cropa3yMeHHETO 3a CBbP3aHUTE C ThProBUATA ACIEKTH Ha
npaBaTa BbpXYy uHTenekryanHara coocrseHocT (TPUIIC), kakTo M OTHOCHO
cepTU(UKATUTE 3a JOMBIHUTENHA 3aKpuia cbhriaacHo Permamenta Ha EC oTHOCHO
cepTM(UKaTa 3a NONBIHMTENHA 3akpuia's. IlmawbT 3a jeiicTBue B o6nacTTa Ha
MHTENEKTYalHaTa cOOCTBEHOCT'® CBIVIACHO NPOMMILIEHATa CTpPATerds BKIIHOYBA
MOJIEpHU3MpaHE Ha CUCTeMara oT cepTuduxaTtu 3a JombiaHuTenHa 3akpuia (CI3).
Cwc C/13 HAKOM MaTEeHTHU IpaBa ce Pa3LIUpSBAT, 3a J1a CE 3alUTAT UHOBALMHUTE U J1a
ce KOMITIEHCHPAT BPEMEEMKUTE KIMHUYHH M3MUTBAHUS U MPOLEAYPH 3a M3/1aBaHE Ha
paspeuieHue 3a Tbproeus. Lo ce oTHacs 10 3a710BOJIIBAHETO HA HEYIOBJIETBOPEHU
MEIUIIMHCKH TOTpeOHOCTH B o00JacTTa Ha AaHTUMHUKpPOOHAaTa pE3UCTEHTHOCT,

Hupextusa 2002/98/EO na Epporneiickus napiaament u Ha Cheera or 27 stuyapu 2003 r. 3a onpeaessiae
Ha CTaHJApTHTE 3a KauyecTBO M O0E30MacHOCT INpH B3EMaHETO, AMArHOCTHKaTa, mpepadoTKara,
CHXPAaHEHHETO W Pa3IpEeAeIIHeTO Ha YOBEUIKAa KPBbB M KPBBHM CHCTAaBKM W 33 H3MEHEHHE Ha
Hupexrusa 2001/83/EO; Jupextusa 2004/23/EO na EBponetickus napiaameHT u Ha ChBeTa oT 31 MapT
2004 r. OTHOCHO YCTaHOBSBAHETO HA CTAHAAPTH 3a KAauyecTBO M OE30IIaCHOCT IpH JapsiBaHETO,
JIOCTaBSHETO, KOHTpOJIA, MPepadOTBAHETO, CBHXPAHSIBAHETO, CHXPAHEHHETO W pA3NpPEICIsIHETO Ha
yoBemmku Thkanu U kiretku (OB L 033, 8.2.2003 r., ctp. 30).

Pernamenr (EC) 2017/745 na Esponeiickust napmameHT u Ha CwBera ot S ampun 2017r. 3a
MEIMIMHCKUTE u3fenus, 3a u3MmeneHue Ha Jlupexkrusa 2001/83/EO, Pernament (EO) Ne 178/2002 u
Pernament (EO) Ne 1223/2009 u 3a ormsna Ha gupektuBu 90/385/EMMO u 93/42/EMIO na CobBera
(OB L 117, 5.5.2017 r., ctp. 1) u Pernament (EC) 2017/746 na EBponeiickus napiameHT u Ha CbBera
or Sampun 2017 r. 3a MEOUIMHCKUTE W3ACTHS 3a HHBUTPO JHATHOCTHKAa M 3a OTMsHA Ha
HupextuBa 98/79/EO u Pemenne 2010/227/EC na Komucusta (OB L 117, 5.5.2017 r., ctp. 176.)
Pernament (EC) 2021/695 na Eponeiickust napnamenT n Ha CoBeta ot 28 anpwit 2021 . 3a cb3aBaHe
Ha PaMKkoBara nporpama 3a Hay4HHU W3CJIEJIBAaHHSI U MHOBaluM ,, Xopu3oHT EBpona®, 3a onpenernsHe Ha
HEWHUTE TpaBWJia 3a Yyd4acTH€ W pa3pOCTpaHEHHWE Ha pe3ylTraTuTe M 3a OTMsHa Ha
permaments (EC) Ne 1290/2013 u (EC) Ne 1291/2013 (OB L 170, 12.5.2021 r., ctp. 1).

Cpobmenne Ha Komucusita, Eeponeticku naan 3a bopoa ¢ paka, COM(2021) 44 final.

Pernament (EO) Ne 469/2009 na EBponeiickus mapiaamenT u Ha CbBera oT 6 Mait 2009 r. oTHOCHO
cepTuduUKaTa 3a JOIBIHATEIHA 3aKpHia Ha JiekapcTBeHuTe npoxykt (OB L 152, 16.6.2009 r., cTp. 1).
Crobmenne Ha Komwucusrta, 3a makcumanno ononzomeopsaeane Ha nomenyuaia 3a unosayuu Ha EC.
IInan 3a Oeiicméue 6 obracmma HA UHMELEKMYAIHAMA cobcmeeHocm 8 NooKkpena Ha
eév3cmanogagarnemo u ycemouuusocmma na EC (COM(2020) 760 final).
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npeayiaraHata peopmMa Ha 3aKOHOIATEJICTBOTO B oOjlacTTa Ha (apMaleBTUUHUTE
MPOAYKTH IIe AONPHUHECEe 3a TOCTUTaHe Ha Ienute Ha EBporelickus mimaH 3a
neiictue ,,EnHO 37paBe’ cpely aHTUMHKpOOHaTa pe3ucteHTHOCT (AMP)?,

[Ilo ce oTHAcs 10 MOCTBIA A0 JIEKAPCTBEHHU MPOIYKTH, OCBEH 3aKOHOJATEIICTBOTO B
obnactra Ha (hapMaleBTUYHUTE MPOAYKTH, OT 3HAUEHHE Ca CHIO PAMKUTE OTHOCHO
MHTENEKTyalHaTa COOCTBEHOCT, PerinaMeHThT OTHOCHO OLIEHKaTa Ha 3JIpaBHUTE
texnonoruu (O3T) (Pernament (EC) 2021/2282 — ,,PernamMeHTsT oTHOCHO O3T*)?!
u JlupektuBaTa 3a npospaunoctTta (Jupextusa 89/105/EM0)*2. OcBen ue ¢ TaX ce
pa3mmpsiBa 0OXBaThT HA HAKOM MATCHTHH IPaBa, 3a Ja CE 3alIUTAT MHOBAIMHTE,
CA3 oxa3BaT BIMsAHUE BBPXY e(eKTa OT CpPOKOBETe Ha peryjaTopHa 3alluTa,
NPEABUJICHU B 3aKOHOJATEIICTBOTO OTHOCHO (hapMalleBTUYHUTE MTPOAYKTH, a OTTaM U
BbPXY HAaBJIHM3aHETO HA TEHEPUYHM M OWOMOAOOHM JIEKApCTBEHH NPOIYKTH H B
KpalilHa CMETKa — BBPXY JOCTHIIa HA MAIMEHTHUTE A0 JIEKAPCTBEHU IMPOAYKTU U
¢unancoBara gocrernHocT. ChrimacHo Permamenta otHocHo O3T HaumoHanHHUTE
opraau 3a O3T mie M3BBPIIBAT CHBMECTHU KIMHUYHHU OLICHKH, IPH KOUTO HOBHTE
JICKApCTBEHH TPOMYKTH CE€ CpPaBHSIBAT CHC CHIIECTBYBAIUTE. 1€3W CHBMECTHHU
KJIMHUYHY OIICHKH IIle TIOMOTHAT Ha JbP)KaBUTE WICHKH J1a B3€MAT I10-HaBPEMEHHU U
OCHOBAaHU Ha (paKTH PEIICHUS OTHOCHO IIEHOOOpa3yBaHETO W BH3CTAHOBSBAHETO Ha
pasxomure. 1 Hakpas, ¢ [lupekTrBaTa 3a Mpo3pavyHOCTTa Ce YPEXKIaT MPOLeTypHUTE
aclleKTH Ha pENICHHATAa Ha JbPKAaBUTE WICEHKH OTHOCHO IEHOOOpa3yBaHETO H
BBH3CTAHOBSBAHETO Ha Pa3Xxo/AuTe, HO TS HE OKa3Ba BIMSHUE BBHPXY PAaBHHIIETO Ha
[IEHHTE.

3a 51a ce NOBHIIM CHTYpHOCTTa Ha JOCTaBKUTE Ha JIEKApPCTBEHU MPOAYKTH,
npeuiaranata peopma Ha 3aKOHOAATEICTBOTO B 00NacTTa Ha (apMaleBTUYHHUTE
OPOAYKTH HMMa 3a Mel Ja Ce€ TMPEeoAoNIeaT CHCTEMHHST HEIOCTUT U
MpeIU3BUKATEIICTBATa Tpe] Bepurara Ha jaocrtaBkure. ETo 3amo ¢ mpemiaranara
pedopma ce JOMBJIBA U JOpPa3BUBA POJIATAa HA JAbPIKABUTE YWICHKH M HAa TEXHUTE
KOMITETCHTHH OpPTaHH, KaKTO € MPEJBHUICHO B Pa3IIMPsSBaHETO HAa MaHaaTta Ha EMA
(Permament (EC) 2022/123), xaTo 1enTa € Aa Ce OCUTYpPH JIOCTHII 0 JIEKapCTBEHH
MPOJYKTH OT KPUTHYHO 3HAYCHUE IO BpEeMe Ha 37[paBHH KPU3H U HEMIPEKHCHATOCT HA
JOCTaBKUTE Ha TakuBa MpoAykTH. C Hes ChIIO Taka ce JOMbJIBAa MHUCHATA Ha
EBporielickust opraH 3a TOTOBHOCT W pEaKIUs NMPU W3BBHPEIAHH 3]PABHU CHTYAIHH
Ja OCHTypsBa HAIMYUETO HA MEIUIIMHCKH MEpPKH 3a MPOTUBOJCHCTBHE MpPH
MOJTOTOBKATA 3a 3JpaBHU KPWU3H M 10 BpeMe Ha TakumBa Kpu3u. [lopagm ToBa
npenjarasata peopma Ha 3aKOHOAATEICTBOTO B 00JacTTa Ha (hapMalleBTHUHUTE
MIPOJYKTH € B CHOTBETCTBHUE C TMAKETa OT 3aKOHOAATEITHN WHUIIMATHBY, CBBP3aHU ChC

3ApaBHaTa CUTYPHOCT B PAMKHUTC Ha EBpOHeﬁCKHH 3ApaBCH C’bI-O323.
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Crobmenne Ha Komucusrta, Eeponeiicku naan 3a oeticmgue ,, EOno 30pase* cpewyy anmumuxpoonama
pesucmernmuocm (AMP), https://eur-lex.europa.eu/legal-
content/BG/TXT/?uri=celex%3A52017DC0339.

Pernament (EC) 2021/2282 na EBponeiickus mapinament u Ha CbBeta oT 15 nexemBpu 2021 1. OTHOCHO
OIICHKaTa Ha 3ApaBHUTE TEXHOJOrMH H 3a u3McHeHue Ha J[lupextuBa 2011/24/EC (OB L 458,
22.12.2021 r., ctp. 1)

Hupektusa 89/105/EMO na CwBera ot 21 nekemBpu 1988 r. OTHOCHO IPO3pavyHOCTTAa Ha MEPKHTE,
peryaupaiiy neHNTe Ha JIEKapCTBEHU MPOAYKTH 3a yroTpeda OT YOBeKa, M BKIIFOYBAHETO UM B 0OXBarta
Ha HAIMOHATHHUTE CUCTeMH 3a 3/paBHO ocurypsisane (OB L 40, 11.2.1989 r., cTp. 8).

EBpomneiickn 31paBeH ChIO3 — 3ammra Ha 3IpaBETO Ha EBPONEUIIMTE W KOJEKTHBEH OTIOBOpP Ha
TpPaHCTPAaHUYHH 3IPaBHU KPH3H,
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3a /1a ce OTrOBOPH Ha €KOJIOTMYHUTE MPEJU3BUKATENCTBA, C IpeaaraHaTa pegopma
Ha 3aKOHOJATEJICTBOTO B oOjactra Ha (papMaleBTUUYHUTE MPOIYKTH e Ce
TOJIKPENAT MHULMATABY B paMKuTe Ha EBpomneiickus senen nakt®*. Te BKmrouBar
mwiaHa 3a gaeiicteue Ha EC ,,KpM HyneBo 3aMmbpcsiBaHe Ha Bb3JyXa, Bojara U
noyBaTa‘ U mpepasriiexaHeTo Ha: 1) JlupekTuBara 3a Ipe4ucTBAHETO Ha I'PaJICKUTE
OTNaab4YHU BOAM>>, ii) JIUpeKTHBATa OTHOCHO EMHUCHHUTE OT MPOMHUILIEHOCTTa%S u iii)
CIMChKAa Ha 3aMbpPCUTEIMTE HA INOBBPXHOCTHUTE M INOJ3EMHHUTE BOAM CBIJTIACHO
PamkoBaTa aupextuBa 3a BoauTe’’ . [IpesioKeHHeTo ChIIo Taka € B ChOTBETCTBUE
ChC CTPATErHueckus NoAX0/ KbM (hapMaleBTHYHKUTE IPOLYKTH B OKOJIHATa cpea’s.

W nakpas, mo OTHOIICHHE HAa M3IMOJI3BAHETO HA 3JIPaBHU JAHHU, C EBPOMEUCKOTO
IPOCTPAHCTBO HA 3[PaBHHU JAHHU’® IIe CE& OCUI'YPH 0OIla paMKa MEXKJY JbP/KaBUTE
YJICHKH 32 JIOCTBII 10 BUCOKOKAYECTBEHH PEAHU 3/IpaBHU JTaHHH. ToBa 1€ HAChPUYU
HarpeIbka B HAyYHOU3CIIEA0BATENICKATa JEHHOCT U pa3padOTBAaHETO Ha JIEKAPCTBECHU
MPOAYKTH U 1€ MPEJOCTaBH HOBH MHCTPYMEHTH 32 (DapMaKoIOruyHa OIUTETHOCT U
CPaBHMTEIIHH KJIIMHUYHU OLIEHKHU. Upe3 ynecHsBaHEe Ha JOCTHIIA JI0 3/IPABHU JaHHH U
TAXHOTO HM3IOJI3BAHC [IBCTC HWHHIOMWATUBH, B3CTH 3aCAHO, MIIC OONpPUHECAT 3a
KOHKYPEHTOCIIOCOOHOCTTa W HWHOBAIIMOHHUS KamamuTeT Ha (apMareBTHYHATA
npomunuiesoct Ha EC.

ITPABHO OCHOBAHHME, CYBCUIAUAPHOCT U ITPOITIOPIHUOHAJIHOCT
IIpaBHO ocHOBaHMe

[Ipemnoxenunero ce ocHoBaBa Ha wieH 114, maparpad 1 u wien 168, maparpad 4,
OykBa B) ot [loroBopa 3a ¢pynkunonupanero Ha Espomnetickus cpro3 (JIDEC). Tosa e
B CHOTBETCTBUE C MPABHOTO OCHOBAaHWE HA CHILECTBYBAIIOTO 3aKOHOJATEICTBO Ha
EC B obnacrra Ha apmaneBtuanute npoayktu. Wien 114, maparpad 1 uma 3a men
Ch37aBaHeTO M (PYHKIMOHUpPAHETO HA BBTPEIIHUS Mazap, a uieH 168, maparpad 4,
OykBa B) ce OTHacs 10 YCTAaHOBSBAaHETO HAa BUCOKH CTAHIAPTH 32 KAayeCTBO H
0€30IacHOCT Ha JIEKapCTBEHUTE MPOIYKTH.

CyoOcuauapHocTt (Mpy HEM3KJIIOYHUTEIHA KOMIIETEHTHOCT)

O6IJ_II/ITC CTaHAapTHU 3a Ka4eCTBO, 0e30IMacHOCT U C(I)I/IKaCHOCT IIpru pa3peuIaBaHETO
Ha JICKAPCTBCHU IMPOAYKTU MPCACTABIABAT TPAHCTPAHUYCH BBIIPOC IO OTHOLICHUC
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life/european-health-union_bg

Cpoobuenne Ha Komucusita, Eeponetickusm 3enen nakm, COM(2019) 640 final.

Hupexrusa 91/271/EMO na CuBeta ot 21 maii 1991 r. 3a npeuncTBaHEeTO Ha TIPaJCKUTE OTMAJAbUHH
oy (OB L 135, 30.5.1991 r., ctp. 40).

Hupexrusa 2010/75/EC na Eeponeiickus napiameHnt n Ha CbBera oT 24 HoemBpu 2010 r. OTHOCHO
€MHUCHHTE OT MPOMHUIJICHOCTTa (KOMIUIEKCHO NPENOTBpATSBAHE W KOHTPOJ HA 3aMBPCSIBAHETO)
(OB L 334 17.12.2010 r., ctp. 17).

Hupextusa 2000/60/EO na Espomeiickus mnapnament u Ha CbBera or 23 oxtomBpu 2000T. 3a
yCTaHOBsIBAHE Ha paMKa 3a JeHcTBusATa Ha OOmHOCTTa B 00NacTTa Ha IIOJUTHUKATa 32 BOJAUTE
(OB L 327, 22.12.2000 r., ctp. 1) n dupexrusa 2013/39/EC na EBponeiickus napiaament u Ha CbBeTa
or 12 aBryct 2013 r. 3a m3menenue Ha aupektiBu 2000/60/EO n 2008/105/EO mo oTHomeHHE Ha
NIPUOPHUTETHUTE BellecTBa B oOmactra Ha monurtukara 3a Boxure (Tekct or 3Hauenme 3a EMII)
(OB L 226, 24.8.2013 ., cTp. 1).

Crparerndecku 1moaxoJ KbM (GpapMareBTHUHUTE MIPOJYKTH B OKOJIHATA CpeJia,
https://ec.europa.eu/environment/water/water-dangersub/pharmaceuticals.htm.

Cpobmenne Ha Kommcusita, Esponeticko npocmpancmeo Ha 30pagnu OaumHu: pazepvujane Ha
nomenyuana Ha 30pagHume danHu 3a xopama, nayuenmume u unosayuume (COM(2022)196 final).
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Ha OOIIECTBEHOTO 3/]paBe, KOWTO 3acsira BCUUKH JbP)KaBU YICHKH U CJIEJOBATEITHO
MoOke 1a Obae perynupan eeKTUBHO caMo Ha paBHumieto Ha EC. B peiictBusita cu
EC pa3uura cblo Taka Ha €JUHHUSA I1a3ap, 3a Ja MNOCTUTHE MO-CUJIHO Bb3CHCTBUE
[0 OTHOIIEHHE Ha JOCThIA J0 Oe30macHH, €PeKTHMBHU W (UHAHCOBO IOCTHITHU
JIEKAPCTBEHU MPOAYKTH U IO OTHOLIEHUE HA CUTYPHOCTTA Ha JIOCTABKUTE B LEIUS
EC. HexoopanHupaHuTe MEPKH OT CTpaHa Ha IbPXKABUTE WIEHKH MOXKE Ja JOBEAAT
710 HapyllaBaHEe Ha KOHKYPEHLMSTA U 10 NMPEUYKU Mpe]l ThProBUATA C JIEKAPCTBEHU
npoayktu B paMmkutre Ha EC, xouto ca or 3HaueHue 3a nenus EC, a cpmio Taka
BEPOATHO 1€ YBEIMYaT aJMHMHHUCTpaTHBHATa TEXECT 3a (apMaleBTUYHUTE
JIPYXKECTBA, KOUTO YE€CTO U3BBPIIBAT JEHHOCT B [IOBEYE OT €/IHA JbPKaBa YJICHKA.

OcBeH TOBa XapMOHU3UPAHUAT NOIX0]] Ha paBHuUIIeTo Ha EC mpenocTass mo-royism
IIOTEHLIMAJ 32 CTUMYJIM B MOJKpENa Ha MHOBALMUTE U 3a ChIVIACYBAaHU JAECHCTBUS C
1nen paspaboTBaHe Ha JIEKApPCTBEHUW IMPOAYKTH B OOJIACTH C HEYAOBIETBOPEHU
MEIULMHCKH MOTpeOHOoCTH. Helo moBeye: onpocTsBaHETO U PallOHAIM3UPAHETO HA
MpoLecCUTe B paMKHUTE Ha INpearaHata peopma ce odakBa Ja JoBedar [0
HaMaJIsIBaHe Ha aJMUHHCTpPATHUBHATA TEXKECT 3a APY’KECTBAaTa U OPraHUTE, a OTTaM U
1o mofoOpsiBaHe Ha e(EeKTUBHOCTTa M IpHBIIEKAaTEIHOCTTa Ha cuctemara Ha EC.
Pedopmara chiio Taka e OKake IMOJIOKUTEIHO BIUSHHE BBPXY KOHKYPEHTHOTO
(GyHKIIMOHMpaHE Ha Ta3apa upe3 LEJICHACOYEHH CTUMYJHU M JAPYTd MEPKH, KOUTO
yJIECHABAT PAaHHOTO HABIM3aHE Ha Ma3apa Ha TEHEPUYHM U OHONoIO0OHU
JIEKapCTBEHH MPOJIYKTH, KaTo MO TO3M HA4YMH IIE ce AOMpPHHECE 3a MoJ00psBaHe Ha
JOCThIIa HAa WAIMEHTHUTe M 3a (UHAHCOBaTa MAOCTBIIHOCT. BbIpekn ToBa C
npenjarasata peopma Ha 3aKOHOAATEICTBOTO B 00JacTTa Ha (apMaleBTUYHUTE
MIPOJAYKTH C€ 3a4MTa M3KIIOYUTENHATa KOMIETEHTHOCT Ha Abp)KABUTE UJIEHKHU IO
OTHOIICHHUE Ha MPEAOCTaBSIHETO HA 3[PaBHU YCIYTH, BKIIOYUTETHO IO OTHOIICHHE
Ha MOJINTUKUTE U PELICHUSITAa OTHOCHO LIEHOOOpPa3yBaHETO M BbH3CTAHOBSIBAHETO Ha
pasxojuTe.

IIponopuuoHagHOCT

NuunmatnBata HE HAAXBBPJIS HEOOXOAMMOTO 3a TOCTUTaHE Ha IIeNUTE Ha
pedbopmara. Ts OmaronmpusTCTBa IEHCTBUS Ha HAIMOHAIHO PABHUILE, KOUTO B
MPOTUBEH cly4yail He Ouxa OWiIM JOCTaThUHU 3a YAOBIETBOPUTEITHOTO TOCTUTAHE HA
TE3U LENH.

[IpyHIMOBPT Ha NPONMOPLUUOHATHOCT € OTpa3eH B CPAaBHEHMETO Ha DPA3JIMYHUTE
BapuaHTH, pas3rjiciaHu B OII€CHKaTa Ha BL3H€ﬁCTBH€TO. Taxka Harmpumep
KOMIIPOMHCHUTE MEX/y LIeTa J]a ce HachpyaT MHOBAMUTE (pa3paboTBaHETO HAa HOBU
JIEKapCTBEHH TPOAYKTH) M IENITa J1a Ce MOCTUTHE (PMHAHCOBA JOCTBITHOCT (KOETO
YeCTO CTaBa Upe3 KOHKYPEHIMS OT CTpaHa Ha FeHepHUYHU/OMONOJ00HM JIeKapCTBEHU
npoaykTH) ca HeuszOexHu. C pedopmaTa CTUMYIMTE c€ 3ama3BaT KaTo KIIIOYOB
eJIEMEHT 3a MHOBAIMM, HO T€ CE aJalTHpaT, 3a Jla Ce HacChpuu M Bb3HArpajau Io-
no0pe pa3paboTBaHETO HA MPOJIYKTH B 00JIACTH C HEYIOBJICTBOPEHU METUIIMHCKH
noTpeOHOCTH M J1a ce OTrOBOpU MO-700pe Ha HEOOXOJUMOCTTa OT HaBPEMEHEH
AOCTBIT HA MAMUECHTUTE 10 JICKAPCTBCHU IMPOAYKTH BbB BCHYKU ABPIKABU YJICHKH.

N300p Ha HHCTPYMeEHT

C nmpennaraHata  JAMpeKTHBa  C€  BBBEXKJAAT  MHOTO  HM3MEHEHUs  Ha
Hupextusa 2001/83/EO, kato ce MHKOpHOpHUpAT YacT OT ACWCTBAIIUTE pasnopeadu
n usMmeHenuss Ha Permament (EO) Ne 1901/2006. Ilopaau ToBa ce cuuta, ue
MOAXOMAUIMAT IpaB€H MHCTPYMEHT € HOBa JUPEKTHBAa 3a OTMsHA Ha
Hupextusa 2001/83/EO (a He nupekTuBa 3a U3MeHeHue) . JlupekTuBaTa octaBa Haii-
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no0puaT M300p Ha MPaBEeH HMHCTPYMEHT 3a W30ArBaHe Ha pPa3lOKbCAHOCTTAa Ha
HAIlMOHAJHOTO 3aKOHOJATEJICTBO OTHOCHO JIEKAPCTBEHMUTE IPOIYKTH 3a XyMaHHa
ynotpeba, KaTo ce uMa MpeABHJ, Y€ TO CE€ OCHOBaBa HAa CHUCTEMa OT HAIIMOHAIHU
paspelieHuss 3a THProBUSL M pa3pellieHus 3a ThproBus Ha pasHuiieTo Ha EC.
Hanmonanuute paspernienus ce U3/1aBat U yrnpapisiBaT Bb3 OCHOBA Ha HAIIMOHAIHUTE
3aKOHH, C KouTo ce mnpuiara mpaBoro Ha EC. Ilpum ouenkara Ha 00IIOTO
3aKOHOJATENICTBO B oOiacTTa Ha (apMaleBTUYHUTE MPOJYKTH HE Ce CTUTHA JI0
3aKJIIOYCHUETO, Y€ M300pbT Ha MPaBeH HHCTPYMEHT € JOBEN [0 CIeHu(pUYHU
po0JIeMU WU A0 MO-HUCKO paBHUILE HA XapMoHHU3anus. OCBEH TOBa OT CTAaHOBHILE
na mnardopmara REFIT?? or 2019 r. crana sicHO, 4e cpel JbpiKaBUTe UICHKH HE €
HaJUIe oAKpena 3a nmpeoopasyBaneto Ha Jupextuna 2001/83/EO B perinaMeHr.

PE3YJTATH OT HOCJTEABAIIUTE ONEHKH, KOHCYJITAIIUUTE CbC
SAUHTEPECOBAHUTE CTPAHU U OHEHKHUTE HA BBb3AEUCTBHETO

IlocaenBaium OIICHKI/I/HPOBepKI/I 3a NMPUTOAHOCT Ha JecTBAIOTO
3aKOHOIAaTEJICTBO

C ommexn Ha pedpopmara Ha OOIIOTO 3aKOHOJATEICTBO B 00JacTTa Ha
(bapManeBTHYHUTE TPOIYKTH OsiXa MPOBEICHU KOHCYJITAIMU ChC 3aMHTEPECOBAHUTE
CTpaHM KaTo dYacT OT MapaJeIHOTO W3BBPIIBAHEC HA OIECHKA M OICHKH Ha
BB3JICHCTBUETO HA OOIIOTO 3aKOHOJATEICTBO B 00JacTTa Ha (hapMalleBTUYHHTE
MPOAYKTH, KaKTO W Ha Periiamenra 3a jekapcTBaTa cupaiyd U PeriaMeHTa OTHOCHO
JleKapCTBEHUTE TIPOAYKTH 3a MeAuaTpuuHa ynorpeba’!.

Ilo otHOmEHHE Ha JICKAPCTBCHUTC TIPOAYKTU 3a PCAKHU 3a009BaHus U 3a
neauarpudHa YHOTpe6a Oerre HU3BbpPHICHA CbBMCCTHA OLICHKA Ha q)YHKI_II/IOHI/IpaHeTO

Ha J[BaTa 3aKOHOJATCITHHM aKTa W PE3yJNTaTHTEe OT Hes Osxa MyOJIuKyBaHH TIpe3
2020 r.3?

[lo oTHomieHHMe Ha OOLIOTO 3aKOHOJATEICTBO B obOyiacTTa Ha (apMalleBTUYHUTE
MPOJAYKTH OIleHKaTa Ha 3aKOHOJATEJICTBOTO IOKa3a, 4Ye TO MpOoIbKaBa Jda
CHOTBETCTBA Ha JBETE€ OOIIM IeJM: 3aluTa Ha OOIIECTBEHOTO 3/paBe u
XapMOHHM3MpaHEe Ha BBTPEUIHUS Ta3zap Ha JekapcTBeHute mnpoaykta B EC.
3aKOHO/IATEJICTBOTO JOTMPUHECE 3a TOCTUTaHE Ha IENUTEe Ha MPepasriekIaHeTO OT
2004 r., makap W HE B €JHAKBa CTENEH 3a BCUYKM uenu. llenra, cBbp3aHa c
rapaHTHpaHe Ha KadyeCTBOTO, 0e30macHOCTTa W e()UKACHOCTTa Ha JIEKApPCTBEHUTE
MPOJAYKTH, Oelle MOCTHUTHAaTa B HaW-TONSIMAa CTEMEeH, JO0KAaTO pe3yiATaTUTe IIo
OTHOIIICHWE Ha JIOCTHIIA Ha IMAIMEHTUTE 10 JICKAPCTBCHH IMPOIYKTH BHB BCHUKH
ObpxkaBu ujeHKu Osixa orpanuueHu. o ce oTHacs 1m0 rapaHTUpaHeTo Ha
KOHKYPEHTHOTO (DYHKIIMOHHMpaHE HA BHTPEUTHUS Ta3ap W MPHUBIICKATCITHOCTTa MY B
CBETOBEH Maiiad, epekThT Ha 3aKOHOJATENICTBOTO Oemie ymepeH. Ilpu orenkara
Oelle yCTaHOBEHO, Y€ MOCTIKEHUSITA WM HEJAOCTAThIUTE HA TIPEPA3TICKIAHETO OT
2004 r., 10 ce oTHACcs 10 HETOBUTE 11T, 3aBUCAT OT MHOT'O BHHIITHU (DAKTOPH U3BBHH

30

31
32

Ycumusara Ha EC 3a onpocTsiBaHe Ha 3aKOHOAATEICTBOTO — TOJIUIITHO U3CJICABAHE OTHOCHO TEXKECTTa
322019 r.,

https://commission.europa.cu/system/files/2020-08/annual_burden_survey 2019 4 digital.pdf.

Paboren nokymeHt Ha ciryxxOute Ha Komucusra, OneHka Ha Bb3AEHCTBHETO, IpHiIokeHue 5: O1eHka.
OneHka Ha 3aKOHOJATEIICTBOTO OTHOCHO JIEKAPCTBEHHUTE NPOAYKTH 3a PEeIKH 3a00isiBaHusl W 3a
TeMaTpuvIHa yrnorpeoa,
https://health.ec.europa.eu/medicinal-products/medicines-children/evaluation-medicines-rare-diseases-

and-children-legislation_en.
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o0xBaTa Ha 3aKOHOJATEJCTBOTO. Te BKJIIOYBAT HAYyYHOM3CIIECJOBATEICKUTE H
pa3BOMHM JEWHOCTH W  PA3MOJIOKEHUETO IO CBETa Ha KIbCTEpPUTE 3a
HAyYHOM3CIIEOBATENICKa U Pa3BOMHA JEHHOCT, HAIMOHAIHUTE PEHICHUS] OTHOCHO
1IEeHOOOpa3yBaHETO M BBH3CTAHOBSBAHETO HA PA3XOIHMTE, CTOMAHCKUTE PEIICHHS U
pa3Mepa Ha mazapa. GapmMaleBTUUHUAT OTPachi U pa3pabOTBAHETO HA JIEKAPCTBEHU
MPOAYKTA HMAT TJIOOAIHO U3MEPEHHE, HAYYHUTE H3CJICABAHUS U KIMHUYHUTE
W3MUTBAHUA, IPOBEKIAHN HA €MH KOHTUHEHT, ca B MOJKpEeNa Ha pa3paboTBaHETO U
pa3pellaBaHeTO Ha JICKAPCTBEHM IIPOMYKTHM HA IPYrM KOHTHHEHTH; BEPUIHUTE Ha
JIOCTaBKUTE M IMPOU3BOJCTBOTO HAa JIEKAPCTBEHHU MPOJIYKTH CHIIO HMMAT II0OATHO
n3Mmepenue. Hamune e MexayHapoAHO CBTPYAHMYECTBO 3a XapMOHHU3MpaHE Ha
M3HUCKBaHUSTA B TMOJKperna Ha pas3peliaBaHeTo, Hampumep MexayHapoaHaTa
KOH(EpeHIHsI TT0 XapMOHU3AIKS Ha TEXHUYCCKUTE U3MCKBAHUS MPH PETUCTPUPAHE
Ha JIeKapCTBEHH NPOAYKTH 32 XyMaHHa ynotpe6a’.

B ornenkara 0sxa yCTaHOBEHH OCHOBHHTE HEAOCTATHIIM, KOUTO HE ca OTCTPAHCHH B
J0CTaThbUHA CTENEH 4pe3 3aKOHOJATEJICTBOTO B oOiacTtra Ha (apMaleBTHUHUTE
MPOJYKTH, KaTO CHIICBPEMEHHO Ol OTYETEHO, Y€ T€ 3aBHUCST U OT (PaKTOPH U3BHH
HeroBus 00xBat. Te3u OCHOBHH HEJJOCTATBIIM Ca CIETHUTE:

- MCIHUIMHCKHUTC HOTp€6HOCTI/I Ha TMAalUCHTUTEC HC Ca YIAOBJICTBOPCHU B
JOCTaTb4yHa CTCIICH,

- (bl/IHaHCOBaTa AOCTBITHOCT HA JICKAPCTBCHUTC MPOAYKTU € MPCAU3BUKATCICTBO
3a 3APABHUTC CUCTCMMU;

— AOCTBIBT HA MAINUCHTUTE 0 JICKAPCTBCHU MPOAYKTHU HC € PABCH HABCAKDB/C B
EC;

— HEJOCTUIbT Ha JIEKAPCTBEHU MPOAYKTH € Bce Mo-royisam rnpobdiem B EC;

— KU3HEHUAT LUKBJ Ha JICKAPCTBEHUTE MPOAYKTH MOXKE J1a UMa OTPHULATEIHO
BB3/ICHCTBUE BbPXY OKOJIHATA CPEAa;

- peryilaropHarta CUCTEMa HE CC HpI/ICHOCO65{Ba JAO0CTAaTBb4YHO I[o6pe KbM
HHOBAIMUTE W B HAKOM CiIydan C€ Cb3JdaBa HCHY)XHA aJMUHHUCTpPATHBHA
TCXKCCT.

IIlo ce oTHacs [0 JIEKapCTBEHUTE TMPOAYKTH 3a pPEAKd 3a00isiBaHUS U 34
neAuaTpuyHa ymnoTpeba, OIEHKaTa IoOKa3a, 4e Karo IUI0 JBaTa crneuupuuHu
3aKOHOJATETHN aKTa ca MOCTUTHAJIM TOJIOKUTEIHU PE3yaTaTH, KaTo ca Ch3Jalu
MPENOCTaBKU 3a pa3pabOTBAaHETO Ha MOBEYE JIEKAPCTBEHU MPOJYKTU 3a TE3H JBE
Tpynu OT HaceleHueTo. B Hes o0aye Osixa yCTaHOBEHW W 3HAUYUMM HEIOCTATbBIIH,
KOUTO Ca CXOJIHM Ha YCTAaHOBEHMTE IO OTHOIIEHHE Ha OOLIOTO 3aKOHOAATENICTBO B
oOracTTa Ha (papMaleBTUYHUTE TPOTYKTH:

- MCIHUIMHCKHUTC HOTpe6HOCTI/I Ha MAaOUCHTHUTE C PCIAKU 3a00JIIBaHMS. U Ha
Acnara HE Ca YIOBJIIETBOPEHU B N1OCTAaThbYHA CTCIICH,

- (bI/IHaHCOBaTa JOCTBIIHOCT Ha JICKAPCTBCHUTC IMPOAYKTH € BCC IIO-TOJIAMO
MMpEeaAU3BUKATCIICTBO 3a 3PABHUTC CUCTEMHU,

— JOCTHIIBT HA MAIIMEHTUTE JI0 JICKAPCTBEHU MPOIYKTH HE € PaBEH HABCAKBJIC B
EC;

MexayHaponHa KOH(EPEHIMS [0 XapMOHM3AIUS — XapMOHM3aIllUs 3a 10-I00po  37pase,
https://www.ich.org/.
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—  peryjaropHaTa CHCTeMa HE C€ TMPHCIOCO0siBa OCTAThYHO J00pe KbM
HHOBAIMUTC W B HAKOU ClIydau CC Cb3JdBa HCHYKHA aJIMHWHUCTPATHBHA
TEXKECT.

KonchITamm ChC 3AMHTEPECOBAHUTE CTPAHNU

C ormen Ha pedopmara Ha OOINIOTO 3aKOHOAATEICTBO B o0jactta Ha
(dbapMaleBTHYHUTE MPOIYKTH 0sXa MPOBEICHN KOHCYITAIIUU ChC 3aMHTEPECOBAHUTE
CTpaHM KaTo YacT OT I[apajieIHOTO W3BBPIIBAaHE Ha OIEHKA M OIICHKa Ha
BB3/elcTBIEeT0 . 32 Tasu men Oellle U3rOTBEHA eIMHHA CTPATErUs 3a KOHCYNTAIUH,
BKJIIOYBAIA KOHCYJITaTUBHU JICHHOCTHU C TIOTJIEA Ha3ax v Hampea. Ts uMarie 3a med
na ce chOepaT MHEHHATA W TJICAHUTE TOYKM HA BCHYKH TPYIH 3aUHTCPECOBAHH
CTpaHM KaKTO 3a OIlCHKaTa Ha 3aKOHOJATEJIICTBOTO, Taka M 3a OICHKaTta Ha
BB3JICHCTBUETO HA PA3IMYHUTE BH3MOKHU BapUAHTU HA TIOJUTHKATA [0 OTHOIICHHE
Ha pedopmara.

B crparerusra 3a koHcynTanuu 0s1xa OnpeaeieHu CISAHUTE KIOUOBU MPUOPUTETHU
IPyNU 3aWHTEPECOBAHU CTPAHM: OOLICCTBEHOCTTA; OPraHU3allMH, MPEICTaBIISBAIIN
MAIMEHTUTE, MOTPEOUTENNTE U TPAXKIAAHCKOTO OOIIECTBO, aHTAXXHUPAHO B o0iacTTa
Ha OOIIECTBEHOTO 3/IpaBe M COIMATHHUTE BHIPOCH (OPraHU3aIllUM HA TPAXKITAHCKOTO
O0IIECTBO); MEAWIIMHCKH CHCIHAIMCTH W JOCTAaBYHMIIM Ha 3JPaBHO OOCITY)KBaHE;
W3CJICIOBATENH, TPEACTABUTEIN HA aKaJeMHYHUTE CPEAM W HAydHH JPYKECTBA
(akamemMuyHaTa  OOIMHOCT);  €KOJOTMYHM  OpraHW3auy;  QapManeBTHUYHATA
MPOMHUIIUICHOCT U HEHHHUTE TIPEACTAaBUTEIH.

B pamkuTe Ha pabOTHUS MPOLIEC MO OTHOILIEHUE HAa BbTPEIIHATA MOJIUTHKA, C KOWTO
0e moakperneHo mnpepasriaexaaHero, Komucusita cu cbrpyannuu ¢ EBpomnelickata
areHuus no jekapcrBata (EMA) um ¢ KOMIETEHTHUTE OpraHd Ha JbpiKaBUTE
ynenku (HKO), 3anuMaBaiu ce ¢ perasaMeHTUPaHETO Ha JIEKapCTBEHUTE MPOIYKTH.
W nBere yuacTBamM CTpaHM UIpasT KJIOYOBAa pOJisi B IPWIAraHeTo Ha
3aKOHOJATEJICTBOTO B 00JIaCTTa Ha (papMaleBTUUHUTE MPOIYKTH.

Nupopmanuara Oeme cbOpaHa ype3 KOHCYATalUH, MpoBeneHu Mexay 30 mapt
2021 r. n 25 anpun 2022 r. Te BxirouBaxa:

— oOpaTtHa MHpopMalusi OTHOCHO KOMOMHHUpaHaTa MbTHA KapTa Ha Komwucusra
3a OIIEHKa M I'bpBOHAuaJlHA OLIEHKa Ha Bb3AeWcTBUeTO (30 MapT—27 anpui
2021 r.);

- obmecTBeHa KoHcynranuss Ha Komucusta onnailn (28 centemMBpu—
21 nexemBpu 2021 r.);

—  LeJIeBUM TPOYYBAaHUS HA 3aMHTEPECOBAHUTE CTPAaHU C MYOJIMYHH OpraHu,
(dapmanieBTuHaTta npomMuiuieHoct, BkimountenHo MCII, akagemudyHUTE
cpeau, MPeJCTaBUTENN Ha TPaKIAaHCKOTO OOIIECTBO M IOCTaBYMIIM HA 3]IPaBHO
oOciyxBaHe (rpoyuBane) (16 HoemBpu 2021—14 snyapu 2022 1.);

— uHTepBioTa (2 nekemBpu 2021—31 suyapu 2022 1.);

— CeMHHap 3a BaJWJUpaHE Ha KOHCTaTallUMTE OT OLeHKara (ceMuHap 1) Ha
19 snyapm 2022 r.;

34

Paboren moxymenT Ha cnyxoure Ha Kommcusara, OrieHka Ha BB3JACHCTBHETO, NPHIOKECHHE 2:
KoHcynramus cbe 3anHTEpEecCOBaHUTE CTpaHH (0030peH TOKIaN).
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- CEMHHAp 3a BaIMIUpaHE HA KOHCTATal[MMTE OT OLEHKaTa Ha Bb3AECHCTBHETO
(cemuHap 2) Ha 25 anmpui 2022 1.

Beme mocturHar mupok KOHCEHCYC cpell 3aMHTEPECOBAHUTE CTPAHU, Y€ HACTOsALIaTa
¢dapMarieBTHYHa CHUCTEMa TapaHTUpa BHCOKO paBHHUIIE Ha Oe3omacHOCT Ha
MalUEeHTUTe, KOETO MOXKe Ja ObJie HaArpaJieHO C MpepasriekJaHeTo, 3a Ja ce
OTTOBOPM Ha HOBUTE NPEIU3BUKATENICTBA W Ja C€ IOA0OpPAT JOCTAaBKUTE Ha
O6e3omacHd ¥ (PUHAHCOBO JIOCTHIIHU JIEKAPCTBEHH MPOAYKTH, JOCTHIBT Ha
NAIlMeHTUTe ¥ WHOBALMUTE, OCOOCHO B 00]acTUTE, B KOUTO MEIUIIMHCKHUTE
MOTPEeOHOCTH Ha MalMEeHTUTE He ca yAoBiIeTBOpeHU. OOLIECTBEHOCTTa, MAllUEHTUTE
U OpraHU3alMUTe HAa IPaKJAHCKOTO OOIIECTBO M3pa3Mxa OYaKBaHHATA CH 32 PABEH
JOCTBI 10 UHOBATUBHO JieueHue B uenus EC, BKIIOUUTETHO 32 HEY/IOBICTBOPEHUTE
MEIULMHCKH TOTPEOHOCTH, KAaKTO M 3a HENpPEeKbCHATOCT Ha JOCTaBKUTE Ha
JIEKapCTBEHH TMPOIYKTH, OT KOUTO uMar Hyxzaa. I[lyOnuunute opranu u
MAIMEHTCKUTE OpPraHM3alliu ce 00sgBHXa 3a MPOMEHJIMBA NPOIBIDKUTEITHOCT 3a
HACTOAIIUTE OCHOBHU CTHUMYJIH, KaKTO € IMPEIBUJCHO B MPEANOYUTAHUS BapUaAHT.
[IpencraBurenute Ha (QapMaleBTUYHATA MPOMHUILICHOCT C€ MPOTHUBOIOCTABHXA Ha
BbBEXKIAHETO Ha TMPOMEHJIMBU CTHUMYJIM WJIM Ha CHbKpallaBaHETO Ha
CBIIECTBYBAIIUTE U TMOAKPENUXa BBHBEKIAHETO HA JOMBIHUTEIHU WIM HOBU
ctumynd. [IpencraBuTtenu Ha oTpachiia MogYepTaxa ChIl0 Taka HEOOXOAUMOCTTA OT
CTa0MJIHOCT Ha HACTOSAIATa IpaBHA paMKa M MPEIBUANMOCT Ha CTHMYJIHUTE.
EnemenTtuTe, CBbp3aHU C OKOJTHATA Cpe/ia, peryliaTopHaTa MoJKpena 3a HeThbPrOBCKH
OpraHu3ali 1 100aBSHETO HAa HOBH TEPANEBTHYHU IMOKA3aHUS 3a JIEKAPCTBEHUTE
MPOJIYKTH, KOUTO Ca BKJIIOYEHU B MPEANOYUTAHUS BApUAHT, OsfXa MOJKPENECHU OT
KJIFOYOBH 3aMHTEPECOBAHU CTPAHU, KATO JOCTABUMIUTE Ha 3/paBHO OOCIyXBaHe,
MPEICTAaBUTEINTE HA aKaJIEMUYHUTE CPEAU U EKOJIOTMYHUTE OPTaHU3alINH.

BbB BpBb3Ka ¢ IpepasriekKIaHEeTO Ha 3aKOHOAATEICTBOTO OTHOCHO JIEKAPCTBEHUTE
IPOAYKTH 3a IMeAuaTpuyHa ynorpeba M 3a peiaku 3abosisiBaHUs OsXa HpPOBEIEHU
CHelM(pUYHM KOHCYJITAllMM B KOHTEKCTa Ha I[polleaypaTa 3a OLEHKa Ha
BB3/JIHCTBHETO: O0IECTBEHAa KOHCYATalus, poBeaeHa ot 7 mait 1o 30 ronum 2021 r.
Ocgen toBa ot 21 rouu 10 30 ronu 2021 r. 6s1Xa NpoBeAEHU LIE€JIEBU MPOYUBAHUS,
BKJIFOYMTEIHO IMPOyYBaHE Ha Pa3XOAUTE KaKTO 3a (apMalleBTUYHHUTE JIPY)KECTBa,
Taka U 3a MyOJIMYHUTE OpPraHu (3aKbCHEJIM OTTOBOPH Ofxa MpueMaHW 0 Kpas Ha
centemBpu 2021 r. mopagu nATHaTa BakaHuusA). B kpas Ha toHum 2021 r. Gemie
IIpOBEJIeHa MOpeanla OT MHTEPBIOTAa C BCUUKH CHOTBETHHM I'PYIH 3aUHTEPECOBAHU
cTpaHu (myONWMYHM oOpraHu, (apmaneBTUYHATa MPOMHUIIIEHOCT, BKJIIOYHUTEIHO
MCII, akageMHMYHUTE Cpenu, MNPEACTaBUTEIN Ha TPaXIAHCKOTO OOIIECTBO H
JOCTaBUMIM Ha 3/paBHO O0OCIyXBaHe), a (OKyC TIpylnuTe ce CcpellHaxa Ha
23 ¢eBpyapu 2022 1., 3a 12 00CHAAT HAKOU OT OCHOBHHMTE BBIIPOCH Ha pedopmara.

Cpen 3aMHTEpecOBaHUTE CTpaHHM Oelle MOCTUTHAT IIMPOK KOHCEHCYC, Y€ JBaTa
3aKOHOJATETHN aKTa ca HMMalld MOJIOKHUTENeH e(deKT BbpXy pa3paboTBaHETO Ha
JIEKapCTBEHW TMPOJYKTU 3a MeAWaTpudHa yrnoTpeda M 3a JICUEHHETO Ha PelKd
3a0onaBaHus. Bbrnpeku ToBa, 10 ce oTHacs 10 PersiiaMeHTa OTHOCHO JIEKApCTBEHUTE
NPOAYKTH 3a MeauaTpuyHa yrnoTpeba, LsiiaTa HacTosIa CTPYKTypa Ha IUIaHa 3a
MeANaTPUYHO K3CIIEABaHE U YCIOBHETO, KOETO J1aBa Bb3MOXKHOCT 32 OCBOOOKIaBaHe
OT 3a/IBJDKCHUETO 32 U3TOTBSHE HA TAaKbB IUIaH, 051Xa CYETEHU 33 BH3MOXKHHU IPEUYKH
npen pa3pabOTBaHETO Ha HSIKOM MHOBATMBHU MPOJAYKTH. BcHuku 3amHTEpecoBaHU
CTpaHM IMoAYepTaxa, ue KakTo 3a JICKApCTBEHUTE MPOAYKTH 3a PEIKH 3a00JsBaHMS,
Taka M 3a JIGKQpCTBEHUTE MPOIYKTH 3a MeauaTpuuHa ynorpebda, ciefBa ga Obre
OKa3aHa TMo-100pa TOJKpena 3a pa3pabOTBaHETO Ha JIEKAPCTBEHH MPOAYKTH,
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MpelHa3HauYeHH 3a 3a/I0BOJIIBAHE HA HEYAOBJIETBOPEHU MEIULUHCKUA MOTPEOHOCTH
Ha mauueHturte. I[lyOnuuHUTE OpraHM ce 3acThlMXa 3a MPOMEHJIMB CPOK Ha
BAJIMJHOCT Ha M3KJIIOYUTEITHUTE THPTOBCKU IpaBa 3a JIGKAPCTBEHU NPOAYKTU 3a
penku 3a0oisiBaHUSA KaTO MHCTPYMEHT 3a I0-100p0 HacOuBaHE Ha JIEHHOCTHTE IO
pa3zpaboTBaHe B 00jacTH, B KOMTO HsMa HaluyHO jedeHue. IIpencraBurtenure Ha
¢dapMarieBTHYHaTa MPOMHIUIEHOCT C€ TPOTHUBONOCTaBHXa HAa BBBEXKIAHETO Ha
MIPOMEHJIMBU CTHUMYJIM MJIM Ha CHhKPAI[aBaHETO HAa CHIIECTBYBAIIUTE U IMOJKpENuxa
BBBEXKJAHETO Ha JONBJIHUTEIHM WiIM HOBU ctumyiau. Illo ce otHaca 1o
MpepasriiekJaHeTo Ha OOLI0TO 3aKOHOJATEJICTBO B 00siacTTa Ha (apMaleBTUYHUTE
MPOAYKTH, MPOMHIIUIEHOCTTa CHIIO MOJYEpTa HEOOXOAMMOCTTA OT CTaOMIIHOCT B
HaCTOAIIaTa MpaBHA paMKa U MPEIBUIUMOCT Ha CTUMYJIUTE.

® CLﬁnpaHe H U3MO0J3BAaHE HA EKCIICPTHU CTAHOBHILA

OcBeH OOIIMpPHUTE KOHCYATALMM CBhC 3aUHTEPECOBAHHUTE CTPAaHU, OIMCAHU B
MNpCAUITHUTE pa3aciiu, 0saxa MMPOBCACHU CIICAHUTC BbHIIHU IMPOYYBAHUA B IOAKPCIIA
Ha NapaJieTHOTO M3BBPIIBAaHE Ha OICHKA M OICHKAa Ha BB3JICHCTBHETO Ha OOIIOTO
3aKOHOAATEJICTBO B 00jacTTa Ha (apMalleBTUUHUTE NPOAYKTH U OLIEHKAaTa |
OLICHKATa Ha BB3JICHCTBUETO HA 3aKOHO/ATEIICTBOTO OTHOCHO JIEKapCTBAaTa CHpaly U
JIEKapCTBEHHUTE NMPOAYKTH 3a IeJUaTpU4Ha yIoTpeoda:

—  Ilpoyusane 6 nookpena Ha oyewKkama u OYEHKAMA HA Bb30eUCmEUemo Ha
00WOMO 3aKOHOOAMeNCme0 8 001acmma Ha gapmayesmuynume IPOOYKMu.
Hoxknao 3a oyenxa, Technopolis Group (2022 r.).

—  Ilpoyusane 6 nookpena Ha oyewkama u OYEHKAMA HA Bb30elcCmeuemo Ha
00WOMO 3aKOHOOAMeNIcCmeo 8 obaacmma Ha @apmayesmuyHume npooyKmu.
Jloknao 3a oyenxa na sv3oeticmeuemo, Technopolis Group (2022 1.).

— Iloocomesane na 3axonooamencmeomo 6 obracmma Ha Gapmayesmudnume
npodykmu 3a 0wvoeuwjemo — IlIpoyysane omHoCHO Hedocmuea HA l1eKapcmed,
Technopolis Group (2021 r.).

—  Ilpoyusane 6 nookpena na oyenxama na Peenamenma na EC 3a nexapcmsama
cupayu, Technopolis Group u Ecorys (2019 r.).

—  Ilpoyysane Ha UKOHOMUHECKOMO @b30elcmeue Ha cepmugukamume 3a
OONBIHUMENTHA 3aKpuia, cmumyaume u npedwvzcmeama 3a gbapzwaueemutmume
npeonpuamus ¢ Eepona, Copenhagen Economics (2018 .)

—  Ilpoyysane Ha uxoHomuyeckomo 6wv30eilicmeue Ha Peenamenma omuocho
Jlekapcmeenume npoOyKmu 3a neouampuuna ynompeoda, 6KIIOUUMENHO Ha
npeosudenume 6 He2o npeoumcmea u cmumyau, Technopolis Group u Ecorys
(2016 1.).

. OueHkn HA Bb3/1eliCTBHETO
Oobuwo 3aKono00amencmeo 6 odracmma Ha papmayesmuunume npoOyKmu

B oneHkara Ha BB3JIEHCTBHMETO C OIVIEJ Ha IPEPA3INIEKIAHETO Ha OOIIOTO
3aKOHOJIATEJICTBO B 00/IACTTa Ha (hapMalleBTHUYHUTE TPOAYKTH > 0fXa aHAIM3UPAHU
TpH BapHaHTa Ha noiutuka (A, b u B).

35 Paboren nokymeHT Ha ciyx6ure Ha Komucusara, OneHka Ha Bb3A€HCTBHETO.
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- BapI/IaHT A ce ocHOBaBa Ha HaCTOAIIOTO ITOJOXKCHHUE M LCIUTE CE€ ITOCTHUIAT
TJIaBHO 4YpE€3 HOBU CTUMYJIU.

- HpI/I BapUAHT b nenure ce mocturar Ype€3 MOBEYC 3aABJIKCHUA U HAA30DP.

— I[Ipu BapumanT B ce BB3mpuema mnonxon quid pro quo, MHpH  KOWUTO
MOJIOKUTEITHOTO TOBEJICHHE C€ BBh3HATPaKIaBa, a 3aJbJDKCHUSI CE Hajarat
caMo KOrarto HsMa aaTepHATUBH.

[Ipn BapuanT A ce 3ama3Ba HacTosIlaTa CHUCTEeMa Ha peryjlaTopHa 3alluTa Ha
WHOBATUBHUTE JIEKAPCTBEHU TMPOIAYKTH M C€ J00aBAT JONBIHUTEIHH YCIOBHHU
CpPOKOBE Ha 3amuTa. AHTUMHKPOOHHTE CpEACTBA C KIMHUYHO MPEIUMCTBO C€
[I0JI3BAaT OT IHPEXBBPIMMH Baydyepu 3a U3KIIOUMTEIHU IpaBa. 3ama3Bar ce
HACTOAIIUTE WM3UCKBAHUS OTHOCHO CUTYPHOCTTAa Ha JOCTaBKUTE (YBEJOMIJICHHE 3a
U3TEIVISIHE OT Ila3apa I[OHE JBa Mecela mpeasapurenHo). CrpliecTByBaluTe
M3HMCKBaHUS 32 OLIEHKAa Ha PHUCKa 32 OKOJHATa cpela MpoAb/hKaBaT Ja ce mpuiarar,
ChUYETaHU C JIOMBJIHUTEIHH 3aIBJKCHHUS 32 MPEI0CTaBIHE Ha WH(POPMAIIHSL.

[Tpu Bapuant b ce mpeaBmwxkIa NpOMEHJIMBA MPOJBIKUTETHOCT HAa CPOKOBETE Ha
perynaTopHa 3alluTa Ha JaHHUTE (pa3JelieHNn Ha CTAaHAAPTHU U YCIOBHH CPOKOBE).
JlpyxecTBara TpsiOBa WM Ja MUMAaT aHTHMUKPOOHO CPEICTBO B NPOAYKTOBaTa CU
rama, Wi J1a BHacSIT BHOCKH BBB (poH/ 3a hnHAHCHpaHe HAa pa3pabOTBaHETO HA HOBU
aHTUMHKpPOOHM cpezacTBa. JIpykecTBaTa ca 3aIb/DKEHHM Ja ITycKaT Ha Ia3apa B
IMOBCYCTO AbpPKaBU UYICHKU (BKJIIO‘-II/ITGJIHO Ha MAaJKHUTC Ha3ap1/1) JICKApCTBCHU
IPOAYKTH ¢ pa3pelueHue 3a ynorpebda B uenus EC u na npenocraBat uHdopmarus 3a
MOJy4YeHOTO TMyONM4yHO (QuHaHcHpaHe. Hacrosmmure W3HCKBaHHS OTHOCHO
CHT'YPHOCTTA Ha JOCTAaBKUTE CE€ 3ama3Bar U JPYXKeCTBaTa ca 33JbJDKCHH J1a OTIPABAT
MPE/UIOKEHUE 3a TPEXBBPIISIHE HA pa3pelIeHHeT0 UM 3a TBPrOBUS Ha JPYro
JPY>KECTBO Mpeau M3TErIsiHeTO OT mas3apa. OleHkaTa Ha pUCKa 3a OKOJHATa cpeja
BOJU J10 TOIIBJIHUTEIHA OTTOBOPHOCTH 3a APy >KECTBATA.

ITpu BapuanT B ce mpenBmxkia nmpoMeHIMBa MPOIBIDKUTETHOCT HA peryiaTopHara
3aluMTa Ha JaHHUTE (pa3/ieleHa Ha CTaHAApTHU U YCIOBHU CpPOKOBE), KaTO ce
noctura 6agaHc MEXy IPeJOCTaBsIHETO Ha MPUBJIEKATEIHU CTUMYJIU 32 MHOBAIMU U
MOJIKperaTa 3a HaBPEeMEHHHUS JOCTHII Ha MAIMEHTUTE JI0 JEKApCTBEHU MPOJYKTH B
nenuss EC. AHTUMUKpPOOHMTE cpelcTBa € KJIMHHUYHO NPEJUMCTBO MOraT Ja ce
I0JI3BAT OT MPEXBBPIMMH BaydepH 3a U3KIIOUMTEIHU IIpaBa MU ClIa3BaHE HAa CTPOTH
KpUTEpPUH 3a JONYCTUMOCT M YCJIOBMs 3a IIOJI3BAHE HAa Baydyepa, a MEpPKHUTE 3a
pazymMHa ynoTpeba AOMBIHUTEIHO JONPUHACAT 3a CIpaBsHE C AHTUMUKpOOHaTa
pesucteHTHOCT. OT IpUTEXaTEeIUTE Ha PAa3pelICHHUs 3a THPrOBUS CE€ M3HCKBAa A
rapaHTUpaT MPO3PauyHOCT MO OTHOIIEHWE Ha MYOJWYHOTO (HUHAHCUpAHE Ha
KJIMHUYHUTE M3NUTBaHUA. JlOKIaJiBaHETO Ha HEJOCTHUra c€ XapMOHM3Mpa, KaTo Ha
opranute Ha pasHuile EC ce cpoOmaBar camo ciaydauTe Ha CEpPHO3EH HEJOCTHT.
[IputexxaTennre Ha paspelIeHHETO 3a THPrOBHs CE€ 3aIbJDKaBaT Ja M3Ipalar
YBEJOMJICHHE 3a BB3MOXKEH HEJOCTUI IO-PaHO M Jla OTIPaBAT MNpPEJIOKEHHE 3a
IIPEXBBPIIIHE HA DPA3pelIEHUETO UM 3a TBHPrOBUS Ha JAPYro JAPYKECTBO Ipeau
U3TETJISIHETO OT mnasapa. M3McKBaHMsATAa OTHOCHO OIIEHKAaTa Ha pHCKa 3a OKOJHaTa
Cpeza u YCIOBHATA Ha ynorpeba cTtaBaT Mo-CTPOTH.

Bceuuku BapuaHTH ce JOMBIBAT OT HA0Op OT OOIIM €IeMEHTH, YUATO Il € Jla Ce
OMPOCTAT M PALMOHATIM3UPAT PETryJIaTOPHUTE MPOUEAYPH U J1a CE€ OCUTYpH
3aKOHO/IATEJICTBO, AJaNTHBHO KbM MPEIU3BUKATEIICTBAaTa Ha OBJCIIETO, KOETO Ja €
MPUTOJTHO KbM HOBUTE TE€XHOJIOTHUHU.
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[IpenmountanusaT BapuaHT c€ OCHOBaBa Ha BapHaHT B u BkiIouBa M oOmIuTE
€JIEMEHTH, CroMeHaTH mo-rope. IlpennmouyntaHusT BapuaHT Oelle CUeTeH 3a Haid-
no0bp u300p HAa TOJUTHKA, KAaTO C€ B3eMar MpeABuj crnenuduyHUTE IeNd Ha
IIpepasriekKJaHETO U UKOHOMHUYECKOTO, COLIMATTHOTO M €KOJIOTUYHOTO BB3JECHCTBHE
Ha [IpeJIaraHuTe MEPKHU.

Hpe[[HOLII/ITaHI/ISIT BapHaHT, B KOUTO ce NpeaABMIKAa BBBCKIAHCTO Ha IMPOMCHIIMBU
CTHMYJIM, € HKOHOMHYECKU €(DEKTHBEH HAYHMH 3a MOCTHTaHe Ha LEIHUTE, CBhP3aHHU C
mosoOpsiBaHe Ha JIOCTHIIA, 33J0BOJISIBAHE HA HEYJOBJICTBOPCHHUTE MEIUIIMHCKH
noTpeOHOCTH M (PMHAHCOBA JOCTBITHOCT 3a 3ApaBHUTE cucTeMu. OdakBa ce TOW Ja
JOBEJIe 10 yBeJlMuYaBaHe Ha jaocThna ¢ 15 %, koero o3HayaBa oiie 67 MHIMOHA
nymm, npeouBaBam B EC, 1a Morar mOTEHIIMAHO Jla C€ BB3IOJI3BAT OT HOB
JEKapCTBEH TMPOAYKT W Jia ca HalWie [OBeYe JIGKAPCTBEHU TPOAYKTH,
npeqHasHaueHW 32  3aJOBOJIIBAHE HA  HEYJOBJICTBOPCHUTE  MEAUIUHCKH
noTpeOHOCTH, Ha ChIlaTa LeHa 3a MyOJIMYHUTE IJIaTiH, KakTo aHec. OCBEH ToBa ce
OYaKBa JIPY)KECTBaTa W PETyJATOPHUTE OpraHu Ja peaju3upaT HKOHOMHUHU OT
MEXyCEeKTOPHUTE MEPKH, KOUTO IIE Ch3/1ahaT yCIOBUS 3a MO-100pa KOOpIAWHAIINA,
OIPOCTSIBAHE U YCKOPSIBAaHE HA PETYIaTOPHUTE MPOIIECH.

Cunra ce, ye MEpKHTE 3a CTUMYJHpaHe Ha pa3pabOTBAaHETO HAa AHTUMHKPOOHHU
Cpe/CTBa ¢ KJIMHUYHO MPEAUMCTBO IIIE TOBEIAT IO Pa3XOH 3a MYOJUYHUTE TUIATIH
Y TIPOM3BOUTEIINTE HA TCHEPUYHH JIEKAPCTBEHH MPOIYKTH, HO OMXa MOTIIH Ja ObIaT
e(PEKTUBHH CpEIly aHTHMHUKPOOHATa PE3UCTEHTHOCT, aKO C€ IMpHJIAraT MpH CTPOTH
YCIIOBHSI U MEPKH 32 pa3yMHa ynoTpebda. Te3u pazxoau TpsOBa 1a ce pa3riekaar u B
KOHTEKCTa Ha 3allaxata OT PE3UCTCHTHU OaKkTepuu W Ha TEKYUIUTE pPa3XOoju,
MIPaBEHU BCIICJCTBHE HA aHTUMUKPOOHATa PE3UCTEHTHOCT, BKIIFOUYMTEITHO CMBPTHHUTE
cllydau, pa3XxoJIMTe 3a 3/IpaBeora3BaHe U 3aryoara Ha MPOU3BOIUTEIIHOCT.

JpyxecTBara, NMPOU3BEXKAALIM OPUTMHAIHU JIEKAPCTBEHU MPOAYKTH, OuMXa HMMaiu
JOMBIHUTEITHN Pa3Xxo, HO U TMOJ3U OT CTUMYIUTE U OT OOBBP3aHOTO C YCIOBUS
IyCKaHe Ha Ia3zapa W KaTo ILsUI0 TEXHUTE MpojaxkOum Ouxa ce yBenumuuiau. Yact ot
YBEIIMUEHUTE DPa3Xoau ILIe ObJaT CBbpP3aHU C JOKJIAJBAHETO Ha HEJOCTHra. 3a
peryjJaTOpHATE OpraHdW W€ BB3HHUKHAT Pa3XO[H, CBBbP3aHU C H3INBIHCHHETO Ha
JONBJIIHUTETHU 337a4d B oOJacTTa Ha YOpPaBICHHETO Ha HEJIOCTHra, Io-
3ab00UeHaTa OLIEHKa HAa pUCKa 3a OKOJHATa cpela M MOo-rojsMaTa HaydHa U
perysatopHa NoJKpena npeau U31aBaHeTo Ha pa3pellieHue.

3axonooamencmeo omHoCcHO nNeKapcmeama cupayu u 1eKapcmeenume npooyKmu
3a neduampuuna ynompeoa

B omnenkara Ha BB3ACHCTBHETO OT MpEpas3riekIaHETO Ha 3aKOHOAATEICTBOTO
OTHOCHO Jlekapcmeama cupayu W JeKapCmeeHume HpoOYKmu 3ad Neouampuyta
ynompeba 0sxa aHAIM3WpaHU W TpU BapuaHTa Ha noiutuka (A, b u B) 3a Bceku
3aKOHOJATENeH akT. Pa3nmuyHuTe BapuaHTH Ha TMOJUTHKAa CE€ pa3jinyaBar I10
OTHOIIIEHWE Ha CTUMYJIUTE WIM TPEIUMCTBaTa, C KOUTO OHXa Cce€ TOJI3BAIH
JIEKapCTBEHUTE MPOAYKTH 3a peAKH 3a0oisiBaHHs W 3a MeauaTpuyHa yroTpeoda.
OcBeH TOBa Mpepas3riekIaHeTo Ie BKIOYBA MOpeAulia OT OOUM eleMEeHTH,
MPUCHCTBAIIN BbB BCUUKHU BapHaHTH.

[To oTHOLIEHNE HA JIEKAPCTBEHUTE MPOJAYKTH 33 peoKu 3a060/1516aHus TPy BapuaHT A
ce 3ana3Ba 10-roAMIIHMUAT CPOK Ha BAJUIHOCT HAa U3KIIOYUTEIHUTE ThPTOBCKU
mpaBa M ce 100aBs — KaTro JOMBIHUTEICH CTUMYJI — MPEXBBPJIMM Baydep 3a
peryiaTtopHa 3amiuTa 3a MPOIYKTH, MpeJHa3HAUYCHU 3a 3aJ0BOJISIBAHE HA OCOOEHO
3HAYMMH HEYJOBJICTBOPEHHU MEIUIIMHCKU MTOTPEOHOCTH Ha marueHTuTe. To3u Bayuep
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JaBa BB3MOXXHOCT CPOKBT Ha peryjiaTopHaTa 3amuTa Ja Oblie YABIDKEH C eHa
roguHa W MOXe Ja OBbJe MpOJaJeH Ha JAPYro APYKECTBO W J1a C€ M3MOJ3Ba 3a
MPOAYKT OT MPOAYKTOBaTa raMa Ha TOBa JAPYKECTBO.

IIpu Bapuant b Hacrosimuar 10-roguiieH cpok Ha BaIMIHOCT Ha U3KIIOYUTEIHUTE
THPIOBCKU IIpaBa Ce MPEMaxBa 3a BCUYKH JIEKAPCTBEHU IIPOAYKTH CUPALIH.

[Ipu Bapuant B ce mnpenBmxaa CpoKbT Ha BAIMAHOCT Ha M3KIIOUYUTEITHUTE
THPrOBCKU MpaBa J1a 0b1e npomersiuB — 10, 9 winu 5 roauHu, B 3aBUCUMOCT OT BUJA
Ha JICKapCTBEHHUS MPOAYKT CHpaK (ChOTBETHO 3a MNPOJYKTH, MpEIHA3HAUYCHH 3a
3aJI0BOJISIBAaHE HAa OCOOEHO 3HAuMMa HEYJOBJIETBOPEHA MEIUIIMHCKA MOTPEOHOCT,
HOBH aKTHBHH BEIIECTBA U 3a 3asBJICHUS 3a 100pe ycTaHOBeHa ynorpeba). Moxe na
Obae mpenocTaBeH ,,00Hyc™ moj (opMara Ha JOIMBJIHUTENIHO YIAbJDKaBaHE HA CPOKa
Ha BJIMJHOCT HAa M3KJIIOYUTEIHUTE THPrOBCKHU IpaBa C €1Ha FOJIMHA Bb3 OCHOBA Ha
JOCTBHITHOCTTA 32 MallMEHTUTE BB BCUUKU CHOTBETHH JIbpKABU YWICHKH, HO CaMoO 3a
MPOAYKTH, TIPEIHA3HAYECHH 32 3a/I0BOJISIBAHE HAa 0COOCHO 3HAUYMMa HEy/IOBJIETBOPEHA
MEIHIIMHCKA MOTPEOHOCT, ¥ 32 HOBU aKTHBHHU BELIECTBA.

Beuuky BapuaHTH ce JOIBJIBAT OT HA0Op OT OOLIM €JIEMEHTH, YUATO Led € Ja ce
ONPOCTAT M pPALMOHAIM3UPAT pEryJaTOpHUTE NPOLEAYpHM U Ja C€ OCUTYpHU
3aKOHO/IAaTEJICTBO, aIalITUBHO KbM IPEAN3BUKATEIICTBATa HA OBJCIIETO.

Bapuant B Gemie cueteH 3a Hail-100bp n300p Ha MOJIMTHKA, KATO C€ B3eMaT MpeIBU]
cneuu(UYHATE eI W HWKOHOMHYECKOTO W COLUMAIHOTO BB3JICHCTBHE Ha
npeularanute Mepku. OugakBa ce TO3M BapuUaHT Ja OCUrypH OanaHCUpaH
MIOJIOKUTEJIEH pE3yNITaT, JIONpPUHACAL] 3a I[OCTUIAHETO Ha 4YETHPUTE IEeNd Ha
npepasriaexaanero. Herosara e me 6b/e 1a ce peHacoyaT HHBECTULIMUTE U Ja ce
CTUMYJIMPAT UHOBALMUTE, OCOOEHO 110 OTHOLIEHHE Ha MPOIYKTH, IPEeJHA3HAYCHU 32
3aJJ0BOJIIBAHE HAa OCOOCHO 3HAYMMM HEYAOBJIETBOPEHU MEAMLIMHCKU MOTPEOHOCTH,
0e3 5a ce BB3MpENATCTBAa Pa3pabOTBAHETO HA APYTH JIEKAPCTBEHU NPOIYKTH 3a
penku 3a0onsBaHus. O4akBa ce ChIIO Taka MEPKHUTE, MPEABUICHH B TO3U BapUaHT,
na Mmojgo0psAT KOHKYPEHTOCIOCOOHOCTTa Ha (apMmalieBTUYHATa MPOMUIIUIEHOCT Ha
EC, Bxmountenno na MCII, u me noBeaar 1o Haii-nobpu pe3yaTaTd MO OTHOIIEHUE
Ha JOCThla Ha MalMeHTUTe (Mopagu: 1) BB3MOXKHOCTTA TIE€HEPUYHUTE W
O0MONO00HNUTE JIEKApCTBEHH MPOAYKTH Jla HAaBJIM3aT HA Ma3apa Mo-paHo, OTKOJIKOTO
MIOHACTOSIIEM U 11) MPEAJAraHOTO BbBEXKJAaHE Ha OOBBbpP3aH C YCIOBHUS JIOCTHII NPU
yIBJKABAHETO HA CpPOKa Ha BAJIMJHOCT HAa HU3KIIOYMTEIHUTE THPrOBCKH IIpaBa).
OcgeH ToBa OnarogapeHue Ha MO-I'bBKABUTE KPUTEPUU 3a M10-100p0 ONpEIesHEe Ha
penkuTe 3a00JsIBaHMsI 3aKOHOAATENICTBOTO 11I€ CTaHe MO-IPUCIOCOOMMO KbM HOBUTE
TEXHOJIOTUH U 1€ CE HaMaJIl a]MUHUCTPATUBHATA TEXKECT.

OOmmaT OanaHc Ha TOOUIIHUTE pa3Xogud U IMOJ3M, HW3YUCICHM IO TpyNu
3aMHTEPECOBAHU CTPAaHU 3a TO3M NPEANOYUTAH BAPUAHT B CpaBHEHHE C 0a30BUS
CIIeHapui, e: 662 MIUJIMOHA €BpO MKOHOMUHU Ha pa3xoiM 3a MyOIMYHHUTE IUIATIH OT
YCKOPEHOTO HaBIIM3aHE HA T'€HEPUYHU JICKAPCTBEHU MPOAYKTHU M 88 MHIIIMOHA €BPO
JOM'BJIHUTENTHA 1Te4asta 3a MPOU3BOIUTENUTE Ha TeHEPUYHH JICKAPCTBEHH MPOAYKTH.
OO1iecTBeHOCTTA 1I€ C€ BBH3MOI3Ba OT OIIE €JUH WIM JIBa JIGKAPCTBEHU MPOIYKTA,
IpeJHa3sHauYeHH 3a 33/I0BOJISIBAHE Ha OCOOCHO 3HAUYMMHU HEYIOBJIETBOPEHH
MEAUIIMHCKH TOTPEOHOCTH, M KaTo LSJI0 OT MO-IIMPOK U MO-OBbp3 AOCTHI 3a
naiuentute. bpyrHata 3ary0a Ha nevanba OT MO-paHHOTO HABJIM3aHE HAa FEHEPUYHU
JIEKapCTBEHM MPOJYKTH 3a JIpYyKecTBaTa, MPOU3BEKIAIl OPUTHHAIIHYU JIEKAPCTBEHU
IIPOAYKTH, ce oleHsABa Ha 640 MUIMOHA €BpO, HO CE€ OYaKBa TE3M JIPY)KECTBa 1A
pean3upaT UKOHOMHH OT MEXKJYCEKTOPHUTE MEPKH B OOIIOTO 3aKOHOAATEJICTBO B
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obnacTtTa Ha apMaIeBTUUYHUTE MPOAYKTH, KOUTO 1€ Ch3AaaT YCIOBHS 3a Mo-100pa
KOOpIUHAIIVS, OIIPOCTSIBAHE M YCKOPSBAHE HA PEryJIaTOPHUTE MPOIIECH.

[lo oTHomIeHMe Ha JIEKAPCTBEHUTE MNPOAYKTU 3a neouampuuna ynompeba TpU
BapHaHT A MIECTMECEYHOTO YAbDKaBaHE HA CPOKa Ha JeHCTBUE Ha ceprudukara 3a
nombiaHuTenHa 3akpuia (C/13) ce 3ama3Ba kaTo MpeIMMCTBO 32 BCUUYKU JIEKAPCTBEHH
IIPOJAYKTH ChC 3aBbpLICH IJIaH 3a neauatpuyHo uscnensane (I11M). Ocsen ToBa ce
n00aBs AOMBIHUTEIHO MPEIUMCTBO B I0JI3a HA MPOJYKTUTE, NMpeJHA3HAYCHH 3a
yIOBJICTBOPSIBAHE HA HEYIOBJIECTBOPEHH MEIAMIMHCKU MOTPEOHOCTH Ha nemara. To
e ce M3passiBa WIHM B JTOMBIHUTENIHO yIbJKaBaHe Ha cpoka Ha jaerictBue Ha CII3 ¢
ome 12 mecerna, win BbB Bayyep 3a peryjiaropHa 3ammura (CbC CPOK €Ha TOJuHa),
KOWTO MOKe Ja ObJe MpexXBbpJIEH Ha APYr HPOAYKT (€BEHTyaJlHO Ha JApYyro
IPY’KECTBO) CpeIlly 3alulalllaHE U JaBa BB3MOXKHOCT Ha IPOAYKTa, KOWTO IO
M0JIy4aBa, Ja ce BH3IMO0I3Ba OT YIBJDKEH CPOK Ha peryjJaTopHa 3allluTa Ha JaHHUTE (C
ome enHa ronuua). [lpu Bapuant b mpenumMcrBoTo 3a 3aBbpmBanHe Ha [N ce
npemMaxBa. 3aIbDKEHUETO Ha pa3paOdOTUYMIINTE Ha HOBU JIEKAPCTBEHU MPOIYKTU J1a
nostydat onobpenue or EMA 3a IIIIM m na v3mbiaHAT IUlaHa ce 3amasBa, HO 3a
HAlpaBeHHUTE JOMBIHUTEIHH Pa3Xxodu HIMa Jla ce MpenocTaBsAT npeaumctna. [Ipu
BapuaHT B, kakTo u gocera, IECTMECEUYHOTO yIbJKAaBaHE HA CPOKA Ha JIEWCTBHE HA
CI3 ocrtaBa OCHOBHOTO MPEIMMCTBO, MPEIOCTaBsIHO 3a 3aBbpuiBaHe Ha [IITH.
Benuky BapuaHTH ce JombjaBaT OT HAOOp OT OOLIM €JIEMEHTH, YHATO LEed € Jia ce
ONPOCTAT M pAIMOHATHM3UPAT PErylaTOpHUTE MPOLEAYpH U Ja CE€ OCUTYpH
3aKOHOJATEJICTBO, aJalITUBHO KbM IPEIN3BUKATEICTBAaTa HAa OBACIIETO.

Bapuanr B Gelie cueren 3a Hail-moObp U300p Ha MOJIUTHUKA, KATO C€ B3eMaT MPeaBU
CHCIM(PUIHATE eI W HWKOHOMHYECKOTO U COIHMAIHOTO BB3JCHCTBHEC HA
npennaranute Mepku. OuakBa ce BapuaHT B na nosene 1o yBennuaBaHe Ha Opost Ha
JIEKAPCTBEHUTE MPOAYKTH, OCOOCHO B O0JIACTUTE HA HEY/IOBJIECTBOPEHU MEIUIIMHCKU
MOTPEeOHOCTH Ha Jelara, KOUTO OM TpsAOBaio Ja JocTUraT 1o JAenara mo-0bpp3o,
OTKOJIKOTO TmoHacTosimieM. C HEro chII0 Taka IIe€ C€ TrapaHTUpa CIpaBejinuBa
BB3BPBIIAEMOCT HA WHBECTUIIMUTE Ha Pa3pabOTUUIIUTE Ha JIEKApCTBEHU MPOIYKTH,
KOUTO W3MBJIHABAT TPABHOTO 3aJbJDKEHHE 3a MPOYyYBAaHE Ha JIEKAPCTBECHUTE
MPOAYKTH TpHU Jela, KaKTO W HaMallgiBaHe Ha aJMHHHCTPATHBHHUTE pa3xo[u,
CBBP3aHHU C MPOIIEAYPUTE, MPOU3TUYAIIN OT TOBA 33 IbJDKCHHE.

OuakBa ce HOBUTE MEPKH 3a ONPOCTSIBAHE U HOBUTE 33bJLKECHUS (HAPUMEp TE3H,
CBBP3aHM C MEXaHM3Ma Ha JEHCTBHUE Ha JIEKAPCTBEHHS MPOAYKT) Ja JTOBEAAT IO
ChKpallaBaHe Ha BPEMETO 3a JOCTBHII O BEPCUU Ha JIEKaPCTBEHUTE MPOAYKTH 3a Jera
¢ 2—3roaMHM W A0 TOsiBaTa Ha OIIEe TPU HOBU JICKAPCTBEHU TMPOJYKTa 3a
neAuaTpuyHa ynorpeda TOAMIIHO B CPAaBHEHUE C M3XOJHOTO PaBHUIIE, KOETO OT
CBOSI CTpaHa IIe JIOHECEe OMBJIHUTEIHU MPEIUMCTBA 3a pa3padorunnute. Te3n HOBU
JIEKapCTBeHH MPOAYKTHU 3a MeauaTpuyHa ynorpeda Ime J10BeAaT Ha TOJUIIIHA OCHOBA
JI0 Pa3Xxoau 3a OOIIECTBEHOCTTa, KOMTO Ce€ OIEHsIBAT Ha 151 MuiroHa eBpo, T0KaTo
JIpYXEeCTBaTa, MPOU3BEXK AN OPUTHHAIHYU JIEKAPCTBEHHU MPOAYKTH, L€ pealnu3upaT
JOMbIHUTENHA OpyTHa mevanba B pasmep Ha 103 MuinoHa eBpo B 3aMsHa Ha
ycwiusTa cu. brarogapeHue Ha ONPOCTABAHETO HAa CXeMara OT MPEeAUMCTBA,
CBBp3aHa C MPOYYBAHETO HA JIEKAPCTBEHH MPOAYKTH 3a TEAHAaTpUyHA YyIoTpeda,
JIpYXEeCTBaTa, MPOU3BEKAAIIM T'€HEPUUYHHU JICKAPCTBEHU MPOAYKTH, LIE MOraT IOo-
JIECHO Jia MPOTHO3UPAT KOTa IIIe MOTaT Ja HaBJsA3aT Ha ma3apa.
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HpI/IFOIIHOCT H OIIPOCTSABAHEC HA 3AKOHOAATECJICTBOTO

[IpemyiaranuTe npepasriexaanus UMt 3a 11 Aa C€ ONMPOCTH peryiaTopHaTa paMka
u na ce noaoOpu HelHaTa e(EeKTHMBHOCT M e(pUKACHOCT, KOETO IIe JOBeae N0
HaMaJsiBaHe Ha aJMUHHUCTPATUBHHUTE pPAa3XOJd, IMPaBEHU OT JpyKecTBaTa U OT
KOMIIETEHTHUTE oOpraHu. [loBeueTo OT MpeIBHICHUTE MEPKH 1€ OKaXaT
BB3/ICHCTBME BBPXY OCHOBHUTE MPOLEAYpU 3a pa3pellaBaHe Ha JICKAPCTBEHUTE
MPOJYKTH U YIIPABICHUE HA KUZHEHUS UM LIUKbIL.

AJIMUHUCTPAaTUBHUTE Pa3XOAHW 3a KOMIIETEHTHUTE OpPraHu, 3a MPEANpPUATHITA U 32
IpYTd CHOTBETHU CYOEKTH IlI€ HaMmajesT IO JIBe€ OCHOBHU mpuyuHU. [IBpBO,
npoieaypure e O0bJaT palluoOHATU3UPAHU U YCKOPEHHU, HANpPUMEpP BBB BpPb3Ka C
MO/IHOBSIBAHETO HAa pa3pelIeHMsITa 32 THPrOBUA U BHACSIHETO HAa IPOMEHU WIIU
MPEXBBPIISIHETO HAa OTTOBOPHOCTTA 32 0003HAYAaBAaHETO HA JIEKApCTBAaTa CHUpAlX OT
Komucusta xbm EMA. Btopo, xoopaunauusta Ha EBpormeiickara perynatopHa
Mpexa 3a JIeKapcTBara Ie ce MojoOpH, HalpuMep IO OTHOIIEHHEe Ha paboTara Ha
paznuuHuTe KomuTeTn Ha EMA 1 B3auMOJIeHCTBUETO ChC CHOTBETHUTE PETYJIATOPHU
paMku. JIOBIHUTENIHO HaMalliBaHE Ha pa3XOJuTe 3a NPEANpUATHATa U 34
aJIMMHHUCTPATUBHUTE OpraHU c€ OuYakBa Jla ObJe MOCTUTHATO uype3 aJanTUpaHe Ha
peryijaTopHarta pamMka, 3a Jla MOXe€ B oOxBaTam Ja ObJaT BKJIIOYEHU HOBU
KOHIEMIMHN, KAaTo KIMHWUYHU HM3MUTBAHUS C aJalTHBEH [U3aiiH, MEXaHW3bM Ha
JeiicTBE Ha JaJeH JIEKapCTBEH MPOJYKT, M3II0JI3BaHE Ha JJ0Ka3aTeJICTBA OT
MpaKTUKaTa ¥ HOBU ()OpPMU Ha M3MOJI3BAHE HA 3[JpaBHU JaHHH.

3agpnbovyaBaHeTo Ha  OHMQpoBH3amMATAa 1€  YJIECHM  HMHTETPUPAHETO  Ha
perynatopHute cuctemMu U miaardopmu B uenust EC u e nonoMorse noBTOPHOTO
U3MON3BAaHE Ha JaHHM, KOETO CE O4YaKBa C TEYEHUE HA BPEMETO Ja NOBEAE IO
HaMaJsiBaHEe Ha Pa3XoJuTe 3a aAMMHUCTPATUBHMTE OpPraHu (BBIPEKH 4Ye MOXKE Ja
ObZie CBBP3aHO C IIBPBOHAYAIHHU €JHOKpPATHU pazxonu). Hampumep enexTpoHHOTO
[oJlaBaHe Ha JOKYMEHTH U HMHpopMmaius oT mpoMunuieHocTra 10 EBpomneiickara
areHIMs IO JIEKAPCTBATA U JO KOMIIETEHTHUTE OPraHM HA JbP)KABUTE YJICHKH IIE
JIOBEJIE 10 MKOHOMHHU Ha Pa3XOJM 3a MPOMHUIIEHOCTTAa. OCBEH TOBA NPEIBUIEHOTO
MpelocTaBsiHE Ha MHQOpManMs 3a NPOAYKTa B €JIEKTPOHEH BUJ (BMECTO upe3
JMCTOBKM Ha XapTHEH HOCHUTEN) Clie/Ba Ja JOBEJE ChIIO Taka JI0 HamMalsiBaHE Ha
aAMUHUCTPATUBHUTE Pa3XOJIH.

OuakBa ce NpeBUCHOTO ONPOCTSABAHE Ha MPOLEAYPUTE, MO-IIUPOKOTO U3IOJI3BAHE
Ha EeJIEKTPOHHH TPOLECH M HAMAaSIBAHETO HA aJMHHHUCTPAaTHUBHATA TEXECT aa Oble
or mnon3a Hai-eeue 3a MCII u HeTbproBckuTe CcyOeKTH, ydacTBalld B
pa3pabOTBaHETO HA JIEKAPCTBEHM MPOAYKTHU. Ipe/oskeHneTo ChIlo Taka UMa 3a 1ell
Jla ce ONTUMHU3Hpa peryjiaTopHara rnojkpena (HanpuMep HayyHUTe KOHCYJITAllUN) 3a
MCII u HeTBProBCKHTE OpraHM3alWH, KOETO MIe JOBEAE [0 JOIBIHUTEIHO
HaMaJlsiBaHe Ha aIMUHHCTPATUBHUTE Pa3Xxo/y 3a TE3H CTPaHHU.

Karo msamo ce owakBa mpeaBUACHUTE MEPKU 3a OMPOCTABAaHE W HaMallsBaHE Ha
TEXKEeCTTa Ja JIOBeJaT J0 HaMaliiBaHEe Ha pa3XOAUTe 3a MPEeANpUsTUITA, ThU KaTo
CHOTBETCTBAT Ha MOJXOJa HAa OTMSHA HA MPEAUIITHH TEKECTH TMPHU BHBEXKIAHE Ha
HoBU. [lo-criennanHo ce ouyakBa MpejiaraHuTe MPOLENYypU 33 PALlMOHATIM3UPAHE U
3acWJIeHaTa TOJKpena Ja JoBeAaT J0 MKOHOMHUHU Ha pa3xonau 3a ¢apmarieBTHYHATa
npomunuieHocT Ha EC.
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OcHoBHM npaBa

IIpemioxenuero nompuHacs 3a IMOCTUTAHETO HAa BHCOKA CTENEH Ha 3aKpuia Ha
YOBEIIKOTO 3ApaBe U CIENOBATEIHO € B CHOTBETCTBUE C wieH 35 or Xaprara Ha
OCHOBHMTE IIpaBa Ha EBponenckus Chro3.

OTPA’KEHME BBPXY BIOVKETA

OUHAHCOBOTO BB3JICHCTBHE € OTpPa3eHO B IMpaBHaTa (QUHAHCOBa OOOCHOBKA,
NPUIIOKEHA KbM TpeIocKeHHeTo 3a PernmamenT Ha EBponeiickust nmapiaMeHT U Ha
CsbBera 3a ycraHOBABaHE Ha mpoleaypu Ha Chio3a 3a pa3peliaBaHe W KOHTPOJ Ha
JICKApCTBEHH MPOJYKTH 32 XyMaHHa ynoTtpeda u Ha mpaBmiia OTHOCHO EBporneiickara
areHus 1o JekapcTBara, 3a wu3MeHeHue Ha Permament (EO) Ne 1394/2007 u
Pernament (EC) Ne 536/2014 wu 3a ortmsna Ha Permament (EO) Ne 726/2004,
Pernmament (EO) Ne 141/2000 u Pernament (EO) Ne 1901/2006.

APYI'M EJIEMEHTHU
IlnanoBe 3a U3NbJHEHHE U MEXaHU3MH 32 HA0/II0eHUE, OLICHKA U I0KJIA/IBAHe

Pa3zpaOoTBaHeTo Ha HOBHU JIEKAPCTBEHU MPOAYKTH € IbJIBI MpPOILEC, KOMTO MOXe Ja
otHeMe 10—15 rogunu. Ilopaau ToBa cTUMYIUTE M IPEUMCTBATa OKAa3BaT BIMSHUE
MHOT'0 TOJMHM CJI€]] JaTaTa Ha U3/1aBaHe Ha pa3pelieHueTo 3a Teprosus. [lonsara 3a
MAUMEHTUTE ChUIO TPsAOBa Ja ObJe M3MEpBaHA B PaMKHUTE Ha MEPUOJ OT MOHE 5—
10 ronvHM cien paspellaBaHETO Ha JaJeH JIEKapcTBeH mpoaykT. Kommcusra
Bb3HAMEpsBa /1a Ha0J10/1aBa CbOTBETHUTE MapaMeTpH, KOUTO J1aBaT Bb3MOKHOCT Ja
CE OLEHM HAIPENBKBT 10 NPEUIAraHUTe MEPKU C OIJIEJ IOCTUTaHETO HAa TEXHUTE
uenu. Ilo-ronsimata yact oT mokasarenuTe Bede ca chbOpaHu Ha paBHuile EMA.
Ocsen ToBa MapMaleBTUYHUAT KOMUTET>® 1ie mpeocTass GopyM 3a 00CHkIaHe Ha
BBIIPOCH, CBBP3aHU C TPAHCHOHUPAHETO M HAOIIOJEHUETO Ha HampeabKa.
Komucusara mie nokiazBa MEpUOJMYHO OTHOCHO HaOmojaeHuero. ChIabprkaTeliHa
OLICHKa Ha pe3ylTaTUTe OT NPEpasrIEJaHOTO 3aKOHOIATEICTBO MOXKE Ja ce
IIPEIBUIN €Ba Clie]] Hail-Malko 15 rogvHM OT KpailHMs CPOK 3a TPaHCIIOHUPAHETO

My.
OO0sicHMTEJIHU JOKYMEHTH (32 TUPEKTHBHUTE)

Cnen pemennero Ha Cobaa Ha EBpomneiickust cpio3 mo npeno Komwmcust/benrus
(meno C-543/17) nppxaBuTe WieHKH TpsiOBa Ja Mpuiarat KbM YBEIOMIICHUSTA CH 3a
HAIlMOHAJTHUTE MEPKH 3a TPAHCIOHMPAHE JOCTAThUHO SCHA U TOYHA MHpOpMaIus, B
KOSITO C€ MOCOYBa KOM DPA3MopendM OT JAaZieHa TUPEKTHBAa B KOU pa3mopendu oT
HAIMOHAJTHOTO 3aKOHOJATEICTBO c€ TpaHcnoHupaTr. ToBa TpsiOBa npa Obze
IIPEBUJIEHO 32 BCAKO 3aJbJDKEHHE, HE CaMO HAa PAaBHUILE WiIEH. AKO IbpXKaBUTE
YJIEHKHM Cla3BaT TOBAa 3aJbJDKEHHE, OT TIX 0 MPHUHIMII HSIMa Ja Ce M3UCKBa Ja
usnpamar Ha KoMucusita o0sICHUTEIHN JOKYMEHTH OTHOCHO TPAHCIIOHUPAHETO.

ITonpoOHO pa3sicHeHHe HA OTACJHUTE Pa3nopeadu HA NPeAJI0KEeHUeTOo

[Ipeuiaranoro  mpepasriexjaHe Ha 3aKOHOJATelICTBOTO B o0nacTra Ha
CbapMaHeBTI/I‘IHI/ITe IPOAYKTH C€ CBCTOHM OT MPECAJTIOKCHUEC 3a HOBAa JUPCKTHBA U
NPE/UIOKEHUE 3a HOB peryiaMeHT (BXK. MpeauIlnHus pasaen ,,ChriacyBaHOCT C
neiicTBamuTe pasnopeaOu B Ta3u 00JacT Ha MOJUTHKATAa®), KOUTO Ile 0OXBalaT

36

Pemenne na CoBera ot 20 Maii 1975 1. 3a ch3naBane Ha @apmanetuded komuteT (75/320/ENO).
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CBILIO JIEKapCTBaTa CUpal U MeJUaTPUIHHUTE JIeKapCTBEHU NpOoAYyKTU. Pasnopenoute
OTHOCHO JIEKapCcTBaTa CHpalMd ca BKJIIOYEHM B TpEIJaraHvsi periaMeHT.
[Ipouenypuute npaBuia, NPUIOKUMHU 32 TEIUATPUYHUTE JIEKAPCTBEHU MPOAYKTH, ca
BKIJIFOUEHU Hali-Beue B HOBUS PETJIAMEHT, HO 00I[aTa paMKa OTHOCHO pa3peliaBaHeTo
Ha Te3W NPOAYKTU U MPEIOCTAaBSIHETO Ha MPEJUMCTBA 3a TIX € 3ajierHajga B HOBaTa
nupektuBa. OCHOBHHUTE 00J1acTH, 00EKT Ha MpepasriiekIaHe ChIIIACHO MpeaaraHus
HOB pEIJIAMEHT, ca OOXBaHaTH B OOSCHUTEIHUS MEMOpaHIYM, MpPHUIPYKaBalll
IIPETIOKEHUETO 32 PETIIAMEHT.

ITpunoxenue Il kbM AMpEeKTHBaTa ChIbp)Ka HACTOSALIMS TEKCT Ha NpUiIoKeHHe l.
[Tpunoxenue Il me Obae aKkTyanu3upaHO C JAENETHpPAH akT. JlenerupaHusT akT e
ObJie PHET U 11Ie 3all0YHE Ja ce Mpuilara npeay KpailHus CpoK 3a TPaHCIIOHUPAaHE Ha
JUPEKTUBATA.

[lpennaranata fAupeKkTHBa BKJIIOYBA CIICAHUTE OCHOBHHM 00JacTH, OOEKT Ha
npepasriiexIaHe:

Hacvpuasane na unosayuume u na 0ocmwvna 00 JeKAPCMEEHU NPOOYKMU HA
00CMBbNHU YeHU — Cb30asane Ha 6aiancupana Gapmayesmuina ekocucmemda

C men na ce cb3AaAaT MPEANOCTaBKM 3a HHOBAalMM M Ja C€ HAChpyH
KOHKYPEHTOCIIOCOOHOCTTa Ha (apmareBTuynara npomunuieHoct Ha EC, u mo-
cnemmanio Ha MCII, pasmopenbure Ha mpepiaraHata ITUPEKTHBa ca BbB
B3aUMOJEHCTBHE C TE€3M Ha MpEeAJaraHus perylaMeHT. B ToBa OTHOIIEHHE ce
npeulara  OanaHcupaHa cucteMa oT ctumyiad. C  Hes ce Bb3HarpaxaaBaT
MHOBAIMUTE, OCOOCHO B O0JACTH C HEYNOBJICTBOPEHH MEAUIMHCKU MOTPEOHOCTH,
KOETO JONpPHUHACS 3a TOBAa HMHOBALMUTE Ja JOCTHraT J0 MAlMeHTHTE M Ja ce
nojobpsBa goctensT B neaus EC. 3a ga craHe perynaTopHarta CHCTEMa IO-
epekTBHA M MO-ONarompusATHa 3a WHOBAIlMMTE, C€ TpemIaraT MepKu 3a
OIPOCTSIBAaHE W paIlOHAIM3MpPAaHE Ha MPOIEIypUTE U 32 Ch3JaBaHE Ha I'bBKaBa U
OpHEHTUPaHA KbM OBJCIIECTO paMKa (BXK. ChIIO MEPKUTE B pasjeln ,,HamansaBane Ha
peryinaTopHaTa TeXeCT M OCUTypsiBaHEe Ha I'bBKaBa pETyjaTopHa paMKa B TOIKpera
Ha MHOBAIIMUTE U KOHKYPEHTOCIIOCOOHOCTTA™ 10-/10J1y U B MpeAJIaraHus perjaaMeHT).

Bweeoicoane na npomennusu cmumyiau, C8bP3AHU C pe2ylamopHaAma 3auuma Ha
OaHHUMeE U Bb3HAPANCOABAHE HA UHOBAYUUME 8 O00AACmU C HeYOO8IemEOpPeHU
MeOUYUHCKU nompeoHoCmU

Hacrosmusar crangapTeH CpoK Ha peryjaTopHa 3alluTa Ha JaHHUTE e Obae
HaMaJIeH OT OCeM Ha IIecT IOJWHU. BblIpeku ToBa TOH IIe OcTaHE KOHKYpPEHTEH,
KaTo ce HMa MpeABU] KakBO c€ Mmpemiara B JApyru pernoHu. OcBeH ToBa
MIPUTEKATEIIUTE HA pa3pelieHHs] 3a ThProBUs II€ C€ MOJI3BAaT OT AOIBIHUTEIHH
CPOKOBE Ha 3allUTa Ha JAaHHUTE (M3BBH CTAHJAPTHUTE LIECT TOAWHM), aKO IIyCKar
JIEKapCTBEHUTE NPOAYKTHU Ha Ia3apa BbB BCUUKHU JbpPXKaBU UICHKH, 0OXBaHAaTH OT
paspelieHneTo 3a ThproBus (+ IBE TOJUHM), aKO 3a/0BOJISIBAT HEYIOBJIETBOPEHU
MEAUIIMHCKH MOTPEeOHOCTH (+ IIecT Mecela), ako MPOBEXIAT CpPaBHUTEITHU
KIMHUYHU M3MMTBAaHUS (+ LIeCT Mecela) WM 3a JONBIHUTEIHO TEepareBTUYHO
nokazaHue (+ eJHa roJnHa).

VYabpmkaBaHe Ha CpoOKa Ha 3alllMTa Ha JJTAaHHHUTE 3a ITyCKaHETO Ha Ia3apa BbB BCUUKH
IbpXKABU WICHKH 1€ C€ MPEIOCTaBs, aKo JEKaPCTBEHUST MPOIYKT Ob/ie TOCTaBEH B
CBHOTBETCTBUE C MOTPEOHOCTUTE HA CHOTBETHUTE IAbP)KAaBU UJICHKH B CPOK OT JBE
TOJMHH OT U3JaBAaHETO Ha Pa3pelIeHUuETO 3a ThProBUsl (UM B CPOK OT TPHU T'OJAUHU B
ciyyait Ha MCII, cyOeKkTH ¢ HecTomaHCKa LeJ WK JIPY)KECTBA C OTPaHUYEH OIMUT B
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cuctemara Ha EC). /IbpkaBuTe WICHKH UMAT Bb3MOXKHOCT JIa OTMEHST YCIIOBUETO 3a
IyCKaHE Ha Ma3apa Ha CBOsI TEPUTOPUS 32 LEJIUTE Ha yIbKaBaHeTo. ToBa ce oyakBa
Hal-Beue KOraTo MyCKaHETO Ha Ia3apa B oNpezelsieHa IbpKaBa YWieHKa € 0OCKTUBHO
HEBB3MOXXHO WJIM KOTaTO Ca HAJHUIE CIECHHMAIHUA MPUYUHU, TOPAJIU KOUTO JIbprKaBa
YJIeHKa eJlaé MYCKAaHEeTO Ha Ma3zapa Ja ce U3BbPIIM MO-KbCcHO. OTMsHAaTa HE
O3HayaBa, Y€ JaJIcHa JIbp’KaBa WICHKAa HE MPOSBSIBA MHTEPEC KbM JIEKAPCTBEHMS
MPOIYKT U300110.

VYabmkaBaHe Ha CpoKa Ha 3alluTa Ha JAaHHUTE C L€l 3aJ0BOJsBaHE Ha
HEYJIOBJICTBOPEHH  MEAMIIMHCKH  MOTPeOHOCTHM 1€ Cc€ NPeaocTaBs,  aKo
JIEKAPCTBEHUAT MPOAYKT € MpEeJHA3HAUYeH 3a >KUBOTO3ACTPALIABALIO0 WU TEXKKO
MHBaJIUAU3Upalio 3a0oJisiBaHe, NpHU KOeTo 3a00JieBaeMOCTTa WM CMBPTHOCTTA
OCTaBaT BHUCOKM M ymorpebara Ha JIEKApCTBEHUS NPOAYKT BOAHM JO TAXHOTO
HaMalsiBaHe B 3Ha4YMMa CTeneH. Pa3nuyHuTe eleMEeHTH Ha TOBa OCHOBAaHO Ha
KpUTEPHUH OIPEICTICHUE 32 HEYJOBIECTBOPEHA MEIUIIMHCKA TOTPeOHOCT (Hampumep
3a00JABaHuUs, IPH KOUTO ,,3a00JI€BAEMOCTTA UM CMBPTHOCTTA OCTaBAT BUCOKU ) IIe
ObJaT JOIIBIHUTEITHO YTOYHEHU B aKTOBE 32 M3IBIHEHHE, KATO CE B3€ME MPEABH]I
Hay4yHUAT npuHoc Ha EMA, 3a na ce rapantupa, 4e MOHSATHUETO 3a HEyI0BIETBOpPEHA
MEIUIIMHCKA TOTPEOHOCT OTpa3siBa HAYYHOTO M TEXHOJOTUYHOTO pa3BUTHE U
HACTOAIIUTE TO3HAHMUA 3a 3a00JsBaHUATAa C HEJOCTAThbUYHO BBH3MOXKHOCTH 3a
JICYEHUE.

CpokbT Ha peryiraTopHa 3alldTa Ha JAHHUTE € IOCJeJBaH OT CPOK Ha Ia3apHa
3amuTa (IBE€ TOAMHM), KOWTO CBIJIACHO IIpejajaraHaTa JUpPEKTUBAa OCTaBa
HEMPOMEHEH B CPABHEHUE ChC ChIIECTBYBALUTE [IPABUJIA.

C nOmBJIHUTETHUTE YCIOBHU CPOKOBE Ha 3alllUTa CPOKHT HA pEryjaToOpHa 3alluTa
(3amuTa Ha JAaHHWTE W Ia3apHa 3alldTa) MOXE Ja JOCTHTHE 10 12 roguHu 3a
WHOBAaTUBHUTE JIEKApCTBa (aKO CJIe]] M3/1aBaHETO HA MbPBOHAYAIIHOTO pa3pelIeHHe 3a
THProBus Ob/1e 7J00ABEHO HOBO TEPANIEBTHYHO MTOKA3AHHME).

OcBeH TOBa 3a JEKapCTBEHM MPOAYKTH, IpeIHAa3HAYEHU 3a 3aJ0BOJISIBAHE Ha
HEYJIOBJIETBOPEHU MEIUIUHCKH TMOTPEOHOCTH, JApYyXecTBaTa Ile Ce MOoa3BaT OT
nojoOpeHa cxema 3a Hay4yHa W perynatopHa noakpena (,PRIME®), kakto u or
MEXaHM3MH 3a yCKopeHa oleHka. Cxemara 3a noxakpena PRIME me crumynupa
MHOBAIIMHUTE B 00JACTH C HEYIOBJIETBOPEHU MEIULIMHCKU MOTPEOHOCTH, 111€ IT03BOJIH
Ha (hapMalleBTUUHUTE JPYXKECTBa Jla YCKOpAT mpoleca Ha pa3paboTBaHe U IIe
Ch3JaJI€ NMPEANOCTABKH 3a IO-PAHEH JOCTHI HA MAUEHTUTE. Pa3InuHUTE €IEMEHTH
Ha TOBAa OCHOBAaHO HAa KPUTEPUU OIPEIEICHUE 3a HEYIOBJICTBOPEHA MEIULIMHCKA
notpedHOCT (Hampumep 3a0oJsiBaHUSA, NPU KOUTO ,,3a005IeBa€MOCTTa WM
CMBPTHOCTTA OCTaBaT BUCOKM') IIe OBJAT JAONBIHUTEIHO YTOYHEHH B aKTOBE 3a
M3ITBJIHEHHE, KaTO C€ B3€M€ MpeaBHj] HaydyHuUIT npuHoc Ha EMA, 3a nma ce
rapaHTupa, ye MOHATHETO 3a HEYIOBJIETBOPEHA MEIUIIMHCKA MOTPEOHOCT OTpa3siBa
Hay4YHOTO M TEXHOJOTUYHOTO Pa3BUTHE U HACTOSIIMTE MMO3HAHUS 3a 3a00JIIBaHUSATA C
HEJIOCTAaThYHO BB3MOXKHOCTH 32 JICUCHHUE.

To-20n5Ma KOHKYperyus nopaou NO-paHHomo HAGIU3AHe HA NA3apa HA 2eHEPUHHU U
OUONOO0OHU leKapCmeeHU NPOOYKMuU

OcBobOoxnaBanero ,bomap™ (koeTo pgaBa BB3MOXKHOCT Jla C€ H3BBHPIIBAT
W3CIeIBAHMS 32 [ETUTEe Ha MOCIEABAIIO PETyIaTOPHO OJ00peHHre Ha TEeHEPUYHU U
OMOMOJ00HM JIEKAPCTBEHU MPOAYKTH, JOKATO € B CHJIa TATEHTHT WU CEPTUDUKATHT
3a JIONBJHUTENHA 3aKpwia Ha pedepeHTHHs JIEKapCTBEH IMPOIYKT) Ie Obiae
pasmIMpeHo 1Mo oO0XBaT M IIE C€ OCHUTYPH XapMOHH3UPAHOTO MY IpHUJIaraHe BbHB
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BCHYKHU JbprkaBH wieHKH. OCBEH TOBa MPOIEIYPHUTE 3a pa3pellaBaHe Ha TeHEPUIHU
1 OMONOJOOHM JIEKapCTBEHU MPOAYKTH IIle OBJAT OMPOCTEHHU: MO MPaBHIO 32 TE3U
IPOJYKTH Beye HsAMA Jla Ce U3MCKBAT IUTAHOBE 32 YIIPaBJICHUE HA PUCKA, CIIE KaTo 3a
pedepeHTHHs JIeKapCTBEH MPOAYKT Beue MMa TakbB IUIaH. B3ammozamensemoctra
MEX1y OHOMOJOOHUTE JICKApCTBEHH IPOAYKTH M CHOTBETHHTE UM pedepeHTHU
JIEKapCTBEHH IPOAYKTU CBIIO C€ IpHU3HABa IO-100pe Bb3 OCHOBA HAa HATPYNAHHS
Hay4eH OIUT C TAaKWBa JIGKAPCTBEHU MPOAYKTH. OCBEH TOBa 3aKOHOAATEITHHAT aKT
MPEOCTaBs CTUMYJI 3a JoOaBsiHE Ha HOBH TE€PAIEBTUYHU MOKA3aHUs 32 JIEKAPCTBEHU
IPOJIYKTH C J0OaBeHa CTOMHOCT, KOMTO HE ca 3alIMTEHH OT HaTeHT. ToBa MOJKperns
WHOBAaLlMUTE W BOAM [0 TOSBAaTa HAa HOBH TEPANEBTUYHU IOKA3aHUS, KOHTO
OCUTYpsIBAT 3HAUUTEIHA KIMHUYHA TI0J3a B CPAaBHEHHE CBC ChHIIECTBYBAIINTE
Tepanuu. BieTu 3aenHO, T€3U MEPKHU ILIE yJIECHAT HO-PaHHOTO HaBJIM3aHE HA Ma3apa
Ha TEHEPUYHH U OMOMOJOOHM JIEKapCTBEHU MPOIYKTH, KaTO IO TO3W HAYHMH IIE Ce
YBEIMYM KOHKYPEHLUATA U 1€ CE JOMPHUHECE 3a MOCTUTAHE Ha LENIUTE, CBBP3aHU C
HachpyaBaHe Ha (PUHAHCOBATa AOCTBHITHOCT HA JIGKAPCTBEHUTE NMPOIYKTU M AOCTHIIA
Ha MMalueHTHUTE.

To-consama npo3paunocm OMHOCHO NPUHOCA HA NYOIUYHOMO (QuHaAHCUpaHe 3a
NOKpUBaHe Ha pasxooume 3a HAYyYHOU3C1e008aMeNCKA U PA38OUHA OeUHOCM

OT npuTexaTenuTe Ha pa3pellieHUs 3a ThProBHs ILE C€ HU3UCKBA Ja IyOJUKyBatr
TOKJIaJ], B KOWTO ce M30posiBa Iisiata mpska (PMHAHCOBA IOAKpEINa, IOJydyeHa OT
nyonMueH oOpraH WiIM OT oOpraH, (uUHAHCMpaH ¢ MYOJIMYHHM CpEACTBa, 3a
Hay4HOU3CIIE0BaTelIcKaTa AEHHOCT U pa3pabOTBAHETO HA JICKAPCTBEHUS MPOIYKT,
HE3aBHCUMO JIH TO € Owio ycrnemHo win He. Ta3u mHdopmanus me Obae JecHO
JIOCTBIIHA 32 OOIIECTBEHOCTTa Ha CIEUaTHa yeOCTpaHMIla HAa IpUTEXaTens Ha
pa3peIeHneTo 3a ThProBys M B 0a3ara JaHHM HAa BCUYKH JICKAPCTBEHU HMPOIYKTH 3a
XyMaHHa ynotpe0a, paspeuenu B EC. Ilo-ronsimaTa npo3paqHoCT [0 OTHOILIEHUE Ha
myOIMYHOTO (PMHAHCHpAHE 33 pa3pab0TBaHETO HA JIGKAPCTBEHU MPOIYKTH CE OYaKBa
Jla CIIOMOTHE 3a 3ala3BaHeTO WM MOJ0OpSBAaHETO Ha AOCTHIA 0 JIEKAPCTBEHU
NPOAYKTH Ha JOCTBITHH LIEHU.

Hamanaeane na 6wsoeticmeuemo Ha jiekapcmeeHume npoOyKmu 6bpxy OKOIHAMA
cpeda

[To-cTporuTe M3MCKBaHUS MO OTHOIIIEHHE Ha OIICHKATa Ha PUCKa 32 OKOJHATAa cpela
(OPOC) npu n3naBaHeTO HA pa3pelieHus 3a THPrOBUS 32 JIEKAPCTBEHH MPOTYKTH I1Ie
Hakapar (QapMalleBTUYHUTE JPYXKECTBa Ja OIEHABAaT W Ja OrpaHuYyaBaT
MOTEHIIMATHUTE HEOMAronpHUsITHH MOCIEANIIM 32 OKOJHATa cpela W OOIIECTBEHOTO
3apaBe. O6xBarbT Ha OPOC ce pasmupsiBa, 3a ga ObJaT BKIIOUEHU HOBH IEJIH Ha
OMa3BaHETO, KaTo HaNpuUMep pPHUCKOBETe, CBBP3aHU C aAHTHUMHKpOOHATa
PE3UCTEHTHOCT.

Hamansasane na pezyiamoprama mestcecm U ocucypiaeane Ha 2v8Kaea pecyiladnopHa
pamka e I’lOaerl’lCl HA uHosayuume u KOHKypeHWLOCI’ZOCO6HOC‘mma

HamansBaHnero Ha perynatopHatra TexecT Ie ObJe OCHUTYpEHO 4Ype3 MEpKu 3a
OTIPOCTSBaHE Ha PETyJaTOPHUTE MPOIeypy U o100psiBaHe Ha HU(poBu3anusara. Te
BKJIIOYBAT pa3noper0M OTHOCHO €JEKTPOHHOTO TIOJaBaHe Ha 3asBJICHUSA U
enekTpoHHaTta uMHpopmanus 3a npoaykra (ePl) mo oTHomeHue Ha paspeuieHHUTe
JIEKapCTBEHM MPOAYKTH, KaTO MOCIEAHOTO € Bb3MOXKHOCT, KOSTO AbP)KABUTE YWIEHKH
Morar jJa u3bepaT crope] CTEINEeHTa CH Ha FOTOBHOCT Ja 3aMEHST JINCTOBKaTa Ha
XapTueH HocuTeln. MepKkuTe 3a HaMallsiBaHE Ha pEryjJaTopHaTa TEXECT BKIKOYBAT U
IpeMaxBaHe Ha MOJHOBSIBAHETO M HA KJlay3aTa 3a M3THYaHE Ha CpoKa Ha JeiCTBHe.
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HamansBanero Ha agMHWHHUCTpAaTHBHATa TEKECT Ype3 MEpPKM 3a ONPOCTABAaHE U
nudpoBuzanys me 0bae oT noisa Hail-eue 3a MCII u cybekTuTe ¢ HeCcTOmaHCKa
IeJI, Y9acTBalIM B pa3pabOTBaHETO HA JICKAPCTBEHH NMPOAYKTH. Paznnunute Mepku
3a HaMaJsIBaHE Ha peryjaTopHara TEKECT LIe MOJ00pAT KOHKYPEHTOCIIOCOOHOCTTa
Ha (hapMareBTUYHUS OTPACHII.

AJnantupaHuTe paMKd ChC CIEHU(PHUYHU PETYIaTOPHU H3UCKBAHUS, ChOOPa3eHU C
XApaKTEepPUCTUKUTE MM METOAMTE, HPUCHILM HA ONpEIeNeHH, OCOOEHO HOBU
JICKapCTBEHH MPOAYKTH, II€ OCUTYpPAT I'bBKAaBAa M OPHUEHTHUPAaHA KbM OBICIIETO
peryJiaTopHa cpena, Karo ChIIEBPEMEHHO 1€ CE 3ala3aT ChbUICCTBYBALIUTE BUCOKHU
CTaH/IapTH 3a KauecTBO, Oe30macHoCT U epukacHocT. Te3n ananTupaHu paMKH MOKE
Jla c& OCHOBABaT HA PE3yJITaTUTE OT €KCIIEPUMEHTAIHATA HOPMATHUBHA Cpelia, KOATO
CE Cbh3/1aBa C IPEUIaraHusl PEerilaMeHT.

B npennaranata qupekTuBa ce MPEIBHKIAT MPAaBHIIA OTHOCHO NMPOAYKTUTE, KOUTO
npeaAcCTaBIsABaAT KOM6I/IHaI_II/I$I OT JICKApCTBCH HNPOAYKT U MCAULIMHCKO HU3JC/INEC, U CC
YTOYHsIBAa B3aUMOJEHCTBHETO C IpaBHATa paMKa 3a MEOULMHCKUTE u3nenus. Te3um
pasnopendou moo0psBaT MpaBHATA CUTYPHOCT U J1aBaT BH3MOXKHOCT Ja C€ 00XBaHAT
HapacTBalUTe WHOBAIMK B Ta3u oOiact. OCBeH TOBAa B3aMMOJEWCTBUETO CbHC
3aKOHOJIaTEJICTBOTO OTHOCHO BEIECTBaTa OT yoBemiku npousxon (,BUII®, kakto ca
onpezneneHu B Pernmamenta otHocHo BUII) ce u3scHsABa MONBIHUTENIHO C HOBO
ONpeleeHue 3a ,,JIEKapCTBEH INMpOAYKT, noiydeH or BUIIY, m ¢ BbBexkaaHeTo Ha
Bb3MOXXHOCT EMA na oTnpaBsi HAy4YHU NPENOPbKU OTHOCHO PEryJaTOPHHUS CTaTyC
Ha JICKaPCTBCHU NPOAYKTH B PAMKUTC Ha MPCAJIOKCHUA B PCTIIaMCHTAa MCXaHU3bM 3a
KinacupuKalusa ciel KOHCYNTalMs ChC CHOTBETHHUS PETyJaTOPEH OpraH OTHOCHO
BUII. C npemaranara qupeKkTHBa ChIIO TaKa C€ BbBEXKIAT MEPKHU 3a MOA00OpsBaHE
Ha MpPHUJIAraHeTo Ha M3KIIOYEHHUATa 3a JIeueOHHM 3aBeJeHHs IO OTHOIIEHUE Ha
JIEKAPCTBEHUTE NMPOAYKTH 32 MOJCPHA TEpaIusl.

CHeI_II/IaJ'IHI/ITe pa3nopez[61/1 OTHOCHO HOBHUTC TCXHOJOI'MH Ha nnachopMa37 me

YIIECHAT pa3paboTBaHETO U pa3pellaBaHETO Ha TaKWBa BUJOBE MHOBAIlMU B 110J13a Ha
MalUEeHTHTE.

Cneuuqbutmu MeEPKU, C8BP3AHU C KaYecmeomo U npou%‘odcmeomo

IlosiBaTa Ha HOBU TEpANEBTUYHU MOAXOAM, KOMTO CE€ XapaKTEPHU3UPAT HAIPUMEDP C
MHOT'O KpaThbK CPOK Ha TOJHOCT U KOUTO MOraT Jia ObJaT CUIHO NEepCOHAIN3UPAHH,
JaBaT BB3MOXKHOCT 3a JCLEHTPAIU3MpaHO MPOM3BOJICTBO U ymoTrpeba Ha
CHenu(pUYHM 3a TMalUeHTa JIeKapCTBEHM MpOoAyKTH. Te3um Moaenu Ha
JELEHTPAIU3UPAHO WIN NEPCOHAIN3UPAHO MPOU3BOACTBO HajlaraT OTKJIOHEHHE OT
CHILIECTBYBAILUTE PETYJIIATOPHU PaMKH, KOUTO ca MpeJHa3HAYEeHU J1a C€ OTTOBOPHU Ha
peryiaaTopHUTE OYaKBaHMS 3a MalaOHO HEHTpaTM3UpaHO IMpou3BojacTBo. HoBarta
IpaBHa paMKa BKJIIOYBA I'bBKAaB IOJXOJ, OCHOBAaH Ha pHUCKA, KOWTO Ie Jaje
BB3MOXHOCT 3a IMPOU3BOACTBOTO WJIM M3MHUTBAHETO HA IIMPOKA rama JIEKapCTBEHH
IPOAYKTH B HEIOCPEICTBEHA OJIU30CT A0 MALUEHTA.

37

Koraro ompemeneH  mpoiec/METOA  Ce  W3MON3BA 3@  TPOM3BOACTBOTO HA  CHEHU(DUYHO
WHAWBUAYAJIU3UPAHO JICUCHHUE, T.C. B JICKAPCTBCHUA IPOAYKT CE€ BHACAT KOPEKIHWHW BB3 OCHOBA Ha
XapaKTCPUCTUKUTE HA MMAUCHTA U IMIPUIHUHABAIIUA 38.6OJ'I5[BaHeTO IIaTOT'CH.
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2023/0132 (COD)
IIpenyioxenue 3a

JIAPEKTUBA HA EBPOIIEMCKUSA IAPJAMEHT U HA CHbBETA

oTtHOcHO Kozexca Ha Cbro3a 3a JlekapcTBeHUTe NPOAYKTH 32 XyMaHHA yNoTpeda u 3a

ormsina Ha {lupexkTuna 2001/83/EO u Aupextuna 2009/35/EO

(Texct ot 3HaueHue 3a EUII)

EBPOITEMCKUAT ITAPJTJAMEHT U CbBETHT HA EBPOIIEMCKMSA CBIO3,

KaTo B3exa mpensua JloroBopa 3a (yHKUMOHHMpaHeTo Ha EBpomeiickus cblo3, U II0-
cnenuanto wieH 114, maparpad 1 u unen 168, naparpad 4, Oyksa B) OT Hero,

KaTo B3€Xa MPEeIBU NPEMIOKEHUETO HAa EBponeiickaTa KOMHUCHS,

cJica npeaaBaHe Ha IIPOCKTA Ha 3aKOHOAATCIIHHA aKT Ha HAIIHOHAJIHUTC IMapJIaMCHTH,

KaTO B3€Xa NnpeaBua CTaHOBHUIICTO HA EBpOHeﬁCKHH HUKOHOMMYECCKH U COIINAJICH KOMUTET,

KaTO B3CXa IIPCABU CTAHOBHUILICTO HA Komurera Ha PETrHOHUTE,

B CbOTBETCTBUE C OOMKHOBEHATa 3aKOHOAATEIHA MPOLIEypa,

KaTO UMartT npeaBu, 4c:

(1)

(2)

O6moTo 3akoHogaTencTBo Ha Chio3a B obsacTTa Ha (hapMalleBTUUHUTE MPOIYKTH €
cb3lazeHo mpe3 1965r. ¢ aBe menu: oma3BaHe Ha OOIIECTBEHOTO 37paBe U
XapMOHHW3WpaHe Ha BBTPEIIHUS Ta3ap Ha JIEKApCTBEHH MpoAykTu. OTroraBa TO ce
pa3BU 3HAYUTEITHO, HO TE3U OOIIM IeJIM ca B OCHOBATa HAa BCUYKHU NpepasreKIaHMs.
3aKOHOMATENCTBOTO YpPeXk/Ja W3/1aBaHETO Ha Pa3pelIeHHs 3a THPrOBHS 33 BCHYKU
JIEKapCTBEHH MPOAYKTH 3a XyMaHHa yrnoTpeba, KaTo B HETO Ce ONpPEeIsAT YCIOBUATA U
IPOLEAYPUTE 32 TAXHOTO ITyCKaHE U MPOABIIKABAILO MpeuIaraHe Ha nasapa. OCHOBEH
NPUHIMI €, Y€ pa3pelleHne 3a ThProBUs Ce U3/1aBa CaMo 3a JIEKAPCTBEHU MPOAYKTH C
MOJOKUTETHO CBHOTHOIIEHHE TMOJN3a/PUCK ClIeA OIEHKAa Ha TAXHOTO KadecTBo,
0€301acHOCT U e(UKACHOCT.

Haii-ckopoIIHOTO LAJIOCTHO TpepasriiekJaHe Ha ToBa 3aKOHOJATEICTBO Oellre
u3bpiieHo Mexay 2001 u 2004 r., a BHocieacTBHE OsiXa MPUETH LEIEHACOUYEHU
aKTOBE 3a MpepasriiexaaHe, CBbpP3aHU C HAOIIOJAEHHETO cjel MojJydaBaHe Ha
paspemienue (apmakonornyHa OAWTENHOCT) U ¢ (ammuduIUpaHUTE JEKaApCTBEHU
NpOAYKTU. 3a u3MUHaIUTEe NodTd 20 rOJMHM OT MOCIEIHOTO  ISUIOCTHO
npepasriaexaane (GapMalneBTUUYHUAT OTPACH] C€ MPOMEHU M CTaHa MO-TJI00AIM3UpaH
KaKTO 10 OTHOULIEHHE Ha pa3pab0TBaHETO, TaKa U MO OTHOIIEHHE Ha MPOU3BOJICTBOTO.
Haykara u TeXHOJIOTHHTE CBHIIO c€ pa3BUXa ¢ Obp3u TeMIOBe. Bbrpeku ToBa Bee ome
CHILIECTBYBAT HEYJOBJIETBOPEHH MEIUIIMHCKU MOTPeOHOCTH, T.e. 3a0oJsBaHuUs, 3a
KOUTO HSIMa JIEKapCTBEHO JICYCHHE WJIM HAJIMYHOTO JICYEHUE HE BOAM JIO ONTHUMAIIHU
pe3ynratu. OcBeH TOBa HIKOM MAaIlMEHTH HE MOraT Ja c€ BB3MOJ3BaT OT WHOBAI[UUTE,
THI KaTo LIleHaTa Ha JEeKapCTBEHUTE MPOAYKTH HE € JOCThIIHA WIIM TE HE Ce IycKaT Ha
mazapa B ChOTBETHaTa AbpkaBa ujieHKa. Hamuile e u mo-ronsiMma OCBEJOMEHOCT 3a
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&)

(4)

(5)

(6)

(7)

(8)

BB3ICHCTBUETO HA JICKAPCTBEHUTE MIPOYKTH BBPXY OKOIHATa cpeaa. ChBCceM HACKOPO
nangemusata or COVID-19 noainoxu pamkara Ha TECT 32 yCTOMUHUBOCT.

Hacroamoro mpepasriexiaHe ce HM3BbpIIBA B H3NbiIHeHHWE Ha DapmaneBTHYHATA
crpareruss 3a EBpoma u MMa 3a Hen Ja ce HachpuaT HMHOBALMHUTE, OCOOCHO IIO
OTHOILICHHE Ha HEYJOBJICTBOPEHUTE MEIUIMHCKU MOTPEOHOCTH, KaTO ChLIEBPEMEHHO
C€ HaMalIAT pEeryJlaTOpHATa TEXKECT U BB3ACHUCTBUETO HA JIEKAPCTBEHUTE IIPOIYKTHU
BBpPXY OKOJIHATa Cpela, Ja C€ OCUTI'YpU IOCTBII Ha IAUEHTUTE 10 MHOBATUBHU U
YTBBPJICHH JIEKAPCTBEHH NPOAYKTH, KaTO c€ OObpHE CIHEIHMaTHO BHHMAaHUE Ha
[IOBUIIABAHETO HA CUT'YPHOCTTA Ha JOCTABKUTE U IIPEOJLOJIIBAHETO HA PUCKOBETE OT
HEJOCTUT IIPU OTYUTAHE HA IIPEIU3BUKATENICTBATA Ipe]] O-MaNKuTe nasapu Ha Cbro3a
U Ja ce chp3gane OanaHCMpaHa W KOHKYpEHTHAa CHCTEéMa, C KOATO ILIEHWTE Ha
JIEKAPCTBEHUTE IPOAYKTH C€ IOAABPKAT HA JOCTBIIHO PAaBHMILE 3a 3JPAaBHUTE
CUCTEMHU, KaTO CHILUEBPEMEHHO CE€ Bb3HAIPAXKAAaBAaT HHOBALIUUTE.

Hacrosmoro npepasriexjaHe € chCpeJOoTOYEHO BbpPXY paslopeaOuTe, CBbP3aHU C
MOCTUTAaHETO HA HEroBUTE CHENU(UYHM LIeTH; MOpajau TOBAa TO OOXBallla BCUYKHU
pasmopendu, ¢ U3KIOYSHUE Ha pa3nopeaduTe, OTHACAIM ce 10 (GanmudUIipaHuTe
JIEKapCTBEHH NPOAYKTH M JO XOMEONATHYHUTE U TPAAUIMOHHUTE PACTUTEIHU
JICKapCTBEHH NPOAYKTH. BbBIpexkn ToBa 3a TMO-TONsIMa SICHOTa € HEOOXOAUMO
Jupextusa 2001/83/EO na Esponeiickus napnamenT u Ha Cheera! 1a 6b1e 3aMeHeHa
c HoOBa mupektuBa. ET0 3amo pasmopendute OTHOCHO —(anmuduuupanurte
JIEKapCTBEHH MPOAYKTH W XOMEONATUYHUTE ¢ TPAJAULUOHHUTE PACTUTEIHU
JIEKapCTBEHM IPOJYKTH CE€ 3ala3BaT B HacTosllaTa JUPEKTHBa, 0€3 Ja ce IpOMEHs
TAXHOTO CBHIbpPXKAHUE B CpaBHEHHE C MNpeIuIIHUTEe XapMoHu3anuu. C orinen Ha
IIPOMEHUTE B YIpaBICHUETO Ha AreHuusra obaue KOMHUTETHT HO pacTUTEIHUTE
JIEKapCTBEHH MPOJIYKTH CE 3aMEHs ¢ pabOTHA rpyrma.

OcHoBHaTa 1ieJ Ha BCUYKHM IpaBWIIa, YpeXJIalld pa3peliaBaHETO, MPOU3BOJCTBOTO,
Ha/130pa, Pa3NpOCTPAaHEHUETO M yMoTpedara Ha JIEKapCTBEHH NMPOIYKTH, TpsOBa Ja
ObJe Oma3BaHETO Ha OOIECTBEHOTO 37paBe. Te3u MpaBuiia clie[jBa ChIIO Taka Ja
rapaHTupar cBOOOJHOTO JBM)KEHHE Ha JIEKAPCTBEHU NMPOJIYKTH M NMPEMaxBaHETO Ha
MIPEYKUTE MIPe]l THPrOBUATA C JIEKAPCTBEHH MPOJYKTHU 3a BCUUKH NanueHTu B Chio3a.

B perynatopHata pamka OTHOCHO ymnoTpebaTra Ha JIEKApCTBEHU NPOJYKTH CIe/IBa
CBILIO Taka Jla C€ OTYUTAT MOTPEOHOCTUTE HA MPEANPUATUATA BbB (apMalleBTUUHUS
OTpachll U THPrOBUATA C JEKApCTBEHM MPOAYKTH B pamkutTe Ha Cbro3a, 0e3 ma ce
3acTpallaBaT KadecTBOTO, O€30macHOCTTa U e(UKACHOCTTAa Ha JIEKapCTBEHUTE

MPOAYKTH.

EC m BcuukM HEroBu JIbpKaBU 4YJIEHKH Karo cTpaHu 1o KoHBeHIusATa Ha
Opranuzanuara Ha OO€TUHEHHTE HAIMU 3a MpaBaTa Ha XopaTra C YBpEeXKJaHUs ca
0oOBBp3aHU OT HEHMHHUTE pPa3nMopendy B paMKUTE Ha CBOsTa KOMIIETEHTHOCT. ToOBa
BKJIIOYUBA MPABOTO Ha JOCTHI A0 HMH(OpMAIHMs, KaKTO € MOCOoueHO B wieH 21, u
MPaBOTO Ha JIOCTHI 10 HAW-BHCOKHUS JIOCTHXUM CTaHJIApPT Ha 3[paBeomaszBaHe 0e3
JUCKPUMMHALIMS IO MPU3HAK HA YBPEKJIaHE, KAKTO € MOCOYEHO B WJIEeH 25.

C HACTOAIIOTO  MPEpas3riICKIaHE C€ 3arasBa I[MOCTUTHATOTO  PAaBHUIIC Ha
XapMOHU3alu4. Koraro ¢ HCOGXO,Z[I/IMO n uenec%06pa3Ho, C HCro ChIIO0 Taka CC

Hupextusa 2001/83/EO na EBpomnelickus mnapiamenT M Ha CbBera or 6 HoemBpu 2001 T. 32
YTBBp)KIaBaHEe Ha KojaeKc Ha OONIHOCTTa OTHOCHO JIEKapCTBEHM MPOAYKTH 3a XyMaHHa ymoTpeba
(OB L311,28.11.2001 r., ctp. 67).

25

BG



BG

)

(10)

HaMaJIsIBaT OCTABAIUTE Pa3jIMuMs, KaTO Ce YCTAHOBSBAT MpaBWiIa OTHOCHO HaJa30pa U
KOHTpOJa Ha JIEKapCTBEHHUTE MPOJYKTH W OTHOCHO IMpaBaTa W 3aJbDKCHUATA HA
KOMIICTCHTHUTE OPraHd Ha JIbP)KAaBUTE WICHKH 3a OCUTYpsSBaHE Ha CIIa3BaHETO Ha
HpaBHI/ITe N3HUCKBAHU. C orjieaq Ha HanyHaHI/DI OITUuT HpI/I HpI/IHaI‘aHeTO Ha
3aKoHOAATeNCTBOTO Ha Chro3a B o0JacTTa Ha (apMalneBTUYHUTE TPOAYKTH U
OIICHKaTa Ha HETroBOTO (YHKIMOHHMpAHE peryjJaTopHaTa paMka TpsOBa na Obae
aJanTupaHa KbM HAYYHHS W TEXHOJOTHYHHS HANpeIbK, HACTOSIIUTES Ia3apHU
YCIIOBUA 1 UKOHOMHNYECCKATa HeﬁCTBHTCHHOCT B C'LIO3a. Hay‘-IHOTO 1 TCXHOJIOTHYHOTO
pa3BUTHE CTUMYJIMpa WHOBAIIMMTE M Pa3paOOTBAHETO Ha JICKAPCTBEHH IPOJYKTH,
BKJIFOYMTEIIHO 3a TEPAIleBTHYHHM O0JIACTH, B KOUTO BCE OIlE MMa HEYIOBJICTBOPEHU
MEMIIMHCKH MMOTPEOHOCTH. 3a Ja ce M3BJIeUE I0JI3a OT TOBAa Pa3BUTHE, paMKaTa Ha
Cpr03a OTHOCHO (papMalleBTHYHHUTE MPOAYKTH Clie/[Ba Ja ObJie aJanTUpaHa Taka, 4ye Jia
OTroBaps Ha HAYYHH JOCTHIKCHHS KaTO TEHOMHKaTa M Ja MOXe Ja oOXBalia
aBaHTapJHH JICKAPCTBEHU IIPOJYKTH, HANpPHUMEpP IEPCOHAIU3MPAHUTE JICKApPCTBCHHU
MPOJAYKTH, U TpaHChOpMAIUATa B TEXHOJOTHUTE, KATO HAPUMED aHAJIM3a Ha JaHHU,
M (POBUTE HHCTPYMEHTH U M3TIOJ3BAHETO HAa M3KYCTBEH MHTEJICKT. ToBa amanTupane
JOTIPUHACS M 332 KOHKYPEHTOCIIOCOOHOCTTa Ha (hapMalleBTUYHATA MPOMHIIUICHOCT Ha
Cnlo3a.

JlekapcTBeHHTE MIPOAYKTH 32 PEIIKU 3a00JIIBAaHMS U 32 MEUaTpU4HA yIOoTpeda ciieiBa
Ja TOJ/UIeXKAT Ha CHIUTE YCIOBUS KAaTO BCEKH APYr JIEKApCTBEH MPOIYKT II0
OTHOIIEHHE Ha TSIXHOTO KayecTBO, OE30MACHOCT M €PUKACHOCT, HAIpUMEp L0 ce
OTHacs 70 MPOLEIYpUTE 3a M3/1aBaHE HA Pa3pelICHUs 3a ThPTrOBHSA, KaueCTBOTO U
U3UCKBaHUATA 3a (papMakoJoruyHa OauTeNHOCT. 3a TiIX obaye ce mpuiaraT u
cneun(UYHA M3UCKBAHMS, NPEABUA YHUKATHHTE WM XapaKTePUCTHKU. Te3u
M3UCKBaHMUs, KOUTO TIOHACTOSIIIEM Ca OIPECIICHN B OT/ACIHU 3aKOHOAATEIIHH aKTOBE,
crenBa na ObAaT MHTETpUpaHU B oOmIaTa MpaBHA paMKa OTHOCHO (papMalieBTUYHHUTE
NPOAYKTH, 3a Jia C€ TapaHTUpa SCHOTa U CBIVIACYBAHOCT HAa BCHUYKH MEPKH,
NPUJIOKUMH 33 TE3HW JIEKAapCTBEHH NpOoAyKTH. OCBEH TOBa, THH KaTo HIKOU
JIEKapCTBEHM TPOJYKTH, pa3pelleHu 3a ymnorpeba mHpu Jena, ca paspelieHd ot
Ibp)KaBUTE WICHKH, B HACTOSIIATA TUPEKTHUBA ClIe/IBa a OBb/IaT BKIFOUYECHH CIICIIUATHI
pasnopenou.

CucremaTa Ha 00IIOTO 3aKOHOAATEJICTBO B 00JIacTTa Ha (hapMalleBTUUHUTE NPOAYKTH,
ChCTOAIA c€ OT JUPEKTHBAa U pErjaMeHT, ClieiBa Jla Ce 3amasu, 3a Ja ce u30erHe
Pa3snoOKbCAaHOCTTA HA HALIMOHAIHOTO 3aKOHOJATEICTBO B 00JIACTTA HA JIEKApPCTBEHUTE
IPOAYKTH 3a XyMaHHa ymnoTpeba, KaTo ce MMa MpeABHJI, Y€ 3aKOHOJAATENICTBOTO Ce
OCHOBaBa Ha CHUCTE€Ma OT HAIMOHAJIHHU pa3pelIeHUs] 3a ThProBUS, W3/1aBaHU OT
Ibp)KaBUTE WIEHKHU, U OT paspemieHus 3a ThproBus Ha Cpro3za. Hanmonannute
paspeleHus 3a ThproBus Ha IbP’KaBUTE WIEHKH Ce U3/1aBaT U yIpaBisiBaT Bb3 OCHOBA
Ha HalMOHAJHOTO IIpaBO, C KOETO ce Mpwiara npaBoto Ha Cbpr3a OTHOCHO
¢bapmaneBTHuHNTE NTPOoAYKTH. [Ipn oleHkaTa Ha 00IIOTO 3aKOHOAATENCTBO B 00IacTTa
Ha (papMalleBTUYHUTE MPOAYKTH HE C€ CTUTHA A0 3aKIIOUEHHETO, 4e M300pBhT Ha
MpaBeH HWHCTPYMEHT € JoBeJl 0 chneuuuuHu npoOieMu WiIM A0 JuIcara Ha
xapMmoHu3aius. OCBeH ToBa OT cTaHOBHIIE Ha wiatdopmarta REFIT? ot 2019 r. crana
SCHO, Y€ Cpel AbP’KaBUTEC WICHKU HE € HaJIUIE MOAKperna 3a MpeoO0pa3yBaHETO Ha
Hupextusa 2001/83/EO B perinaMeHT.

Yenmusita Ha EC 3a onpoctsiBaHe Ha 3aKOHOJATEICTBOTO — TOMIITHO M3CJIE/[BAaHE OTHOCHO TEXKECTTa
322019 1.),
https://commission.europa.eu/system/files/2020-08/annual _burden_survey 2019 4 _digital.pdf.
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(11)

(12)

(13)

(14)

(15)

(16)

JlupekTuBara cieqBa 1a ObJe BbB B3aUMO/JICICTBUE C PEIVIAMEHTa, 3a J1a Ce Ch3Aaaar
MPEANOCTaBKM 32 WHOBAllMM W Ja C€ HAachpYd KOHKYPEHTOCIIOCOOHOCTTa Ha
dapmanieTnunara npomunuieHoct Ha EC, um mo-cnmenmumanmno Ha MCII. B ToBa
OTHOIICHHUE CE Mpeiyiara OajsaHCcupaHa CUCTEMa OT CTUMYJH, KOSTO Bb3HarpaxjaaBa
MHOBAIIMHUTE, 0COOCHO B OOJACTHTE C HEYAOBICTBOPEHU MEIULIMHCKH MOTPEOHOCTH,
KaKTO ¥ MHOBAIIMHUTE, KOUTO JOCTUTAT JI0 MAIIMCHTUTE U JIOIPHUHACAT 3a MOI00psiBaHe
Ha gocTbha B nenus Cpio3. 3a 1a cTaHe HOpMaTHBHATa ypenda mno-edeKTuBHA U TO-
OnmarompusiTHa 32 MHOBAIlMHUTE, IWPEKTHBAaTa MMa 3a IIeJl ChIIO Taka Ja ce HaMajH
aJIMMHHUCTpATUBHATA TEXKECT U JIa C€ OMPOCTAT MPOLEAYPUTE 3a MIPEANPUATHSITA.

Onpenenenusra u npuioxHoto noie Ha upekruna 2001/83/EO cnenBa nma Omaar
U3SCHEHHW, 3a Ja CE IMOCTUTHAT BHCOKH CTaHAAapTH 3a KayecTBO, OE30MacCHOCT H
e(pUKAaCHOCT Ha JIEKAPCTBEHUTE TMPOAYKTH M Ja Ce€ MPEOJOJICAT EBEHTYyaIHU
PEryJIaTopHU MPOIYCKH, IBJDKAIIN Ce Ha HAYYHOTO W TEXHOJOTMYHOTO pa3BUTHE, 0€3
Jla ce MPOMEHs O0IIMAT 00XBaT — HAIpUMEpP IO OTHOIIEHUE HA MPOJYKTUTE C MaTbK
00eM, TPOU3BOJCTBOTO B ,,00JHHYHATA CTasA" MM MMEPCOHAIN3UPAHUTE JICKAPCTBEHU
MIPOAYKTH, KOUTO HE Ca CBbP3aHH C IMPOMHMIILUICH MMPOU3BOCTBEH IPOIIEC.

3a na ce usberHe MyOiIMpaHETO HAa W3UCKBAHMSITA 3a JICKAPCTBEHHUTE MPOIYKTH B
HACTOSAIATa JUPEKTHBA W B perjiamMeHTa, OOMIUTE CTaHJApPTH IO OTHOIICHHWE Ha
KauecTBOTO, 0Oe30macHOCTTa U e(duKacHOCTTa Ha JIEKapCTBEHUTE MPOIYKTH,
YCTaHOBEHM B HACTOAIIATa JHPEKTHBA, CIEABa Ja Ce TMpWiIarar KakTo 3a
JIEKapCTBEHUTE MPOJYKTH, 00XBaHATH OT HALIMOHAIIHO pa3pellieHue 3a ThProBus, Taka
M 32 JICKApPCTBEHUTE TPOIYKTH, OOXBAHATH OT ICHTPAIM3UPAHO pa3pelIieHue 3a
ThproBusi. ETo 3amo u3McKBaHUsATAa 3a TOJaBaHE Ha 3asBJIICHHE 3a JIEKapCTBEH
MPOJYKT Ca BAJWJHH W B JIBaTa Cliydas; CHIIO Taka IMpaBWJIaTa OTHOCHO HayMHA Ha
oTIlycKaHe, HHpopMaIusITa 3a MPOayKTa, pErylaTopHara 3aluTa, paBuaaTa OTHOCHO
MPOU3BOJICTBOTO, JIOCTaBKaTa, pekiamMaTa W Haa30opa W JPYTd HAIWOHAIHH
W3HUCKBAHUS Cle[Ba Ja c€ MpuiaraT M 3a JICKQpCTBEHUTE MPOAYKTH, OOXBaHATH OT
[EHTPAIM3UPAHO Pa3pelIeHNE 32 ThPTrOBHSL.

Jlanu nazeH mpoAyKT Homaja B 00XBaTa Ha ONPEAETICHUETO 3a JIEKAPCTBEH MPOAYKT
TpsiOBa Ja ce IpeleHsBa 3a BCEKM OTAENEH Cilydail, KaTo ce B3eMaT NpeaBuj
¢dakTopuTe, MOCOYEHHM B HACTOsAIIATAa JUPEKTHBA, Karo Hampumep ¢opmara Ha
Mpe/ICTaBIHE Ha MPOJYKTa WM HEroBUTE (HapMaKOJOTUYHH, MMYHOJIOTMYHU WU
METa0OJIUTHU CBOUCTBA.

C nen na ce B3eMaT MpeIBUJI KaKTO MOsiBaTa HA HOBM TEpPaIlnu, Taka U HaApacTBALUAT
Opoii Ha Taka HapeYEeHUTE ,,FPAHUYHU" TPOJYKTH MEXY OTpachia Ha JIEKAPCTBEHUTE
MPOAYKTH U APYTU OTPACii, HSKOM OIpeNeieHHs] U Jeporauuu cieisa jaa Obaar
U3MEHEHM, 3a Jla ce M30erHe BCSIKaKBO CBMHEHHME OTHOCHO HPUIOKHMOTO
3akoHoAarencTBo. ChC chllaTa 1N, a UMEHHO J1a C€ U3SICHAT CUTYalUUuTe, IPU KOUTO
JalieH TPOJYKT IOMaja HambJIHO B 00XBaTa Ha OMNpEIENCHHETO 3a JIeKapCTBEH
MPOJYKT, KaTO CHUIEBPEMEHHO OTroBaps Ha OINpPEAENEHUETO 3a APYTU peryiupaHu
NPOAYKTH, C€ TMpHjaraT TMpaBWiaTa 3a JIEKAPCTBEHUTE MPOAYKTH CBIJIACHO
HacTosmaTa qupektuBa. OCBeH TOBa, 3a Jja ce rapaHTupa SCHOTaTa Ha MPHIOKUMUTE
IpaBuUja, € IeNechboOpa3HO ChHIIO0 Taka Ja ce MoJ00pH ChIVIACYBAaHOCTTA Ha
TEPMHUHOJIOTHATA, TI0J3BaHa B 3aKOHOJAATEICTBOTO B oOyiacTTa Ha (papMaleBTUYHHUTE
IIPOJYKTH, U J]a CE MIO0COYAT SICHO MPOAYKTUTE, KOUTO HE MOMAJAT B IPUIOKHOTO I10JIE
Ha HacTosaTa JUPEeKTHBA.

HoBoto ompenenenue 3a BemecTBo oT yoBemku npousxoxn (BUIl) B [Permamenta
otHOocHO BUII] o6xBama BCAKO BEMIECTBO, B3€TO OT YOBEIIKOTO TSJI0 10 KaKBBTO H J1a
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OMJI0 HaYMH, HE3aBUCHMO OT TOBA JaJIM ChABPKA KIETKHU, WM HE U Al OTroBaps Ha
OIpEAENEHUETO 3a ,,KPBB®, ,,TbKaH" WIH ,KJIETKA*, HallpUMep KbpMmarTa, 4YpeBHaTa
¢nopa u Bcsako apyro BUII, koero Moxe na ce mpuwiara mpu 4oBeka B Objelle.
BemecTBaTa OT YOBEIIKM MPOU3XOJ, Pa3iMYHU OT THKAaHU M KIETKH, MOraT Ja ce
MpEeBbPHAT B JICKAPCTBEHU MNPOAYyKTH, nmojaydeHu ot BUII, pazmuunu ot JIIMT,
koraro BUIl e momioxkeHO Ha NMPOMUIIEH MPOLEC, BKIKOYBAILL CUCTEMATH3ALMA,
BB3IPOU3BOAUMOCT U ONEpalyy, U3BbPIIBAHU PYTHUHHO WM HA NMAapTHIU, B PE3YJITAT
Ha KOUTO C€ M0JIy4aBa NPOAYKT CbC CTAaHAApTU3UpaH cbeTaB. KoraTo naneH mpouec ce
OTHAcsi [0 W3BIMYAHETO Ha akTUBHA cbcTaBka oT BUII, pasnmu4yHO OT ThbKaHW U
KJIETKH, WK 10 TpaHcopmupanero Ha BUII, paznuyHO OT ThKaHM U KIETKH, 4pe3
IIPOMsIHA Ha MPUCHINUTE My CBOMCTBA, TOBA CHUIO CJIEJBA [1a CE CUMTA 32 JIEKAPCTBEH
nponykr, nonydeH or BYIIL. Koraro magen mpouec ce oTHacss 4O KOHUEHTPHUPAHE,
OTIEJISIHE WM U30JIMPaHe Ha €JIEMEHTH IIPU IPUTOTBSIHETO Ha KPBBHU CHCTABKH, TOBA
HE CJIEJ[BA J1a C€ CUMTA 3a IPOMSHA Ha IPUCHIIUTE UM CBOICTBA.

3a na ce u30erHat cbMHEHHUs, 0€30MacCHOCTTAa U Ka4yeCTBOTO HA YOBELIKUTE OPTaHU,
IpelHa3HaYeHu  3a  TpPaHCIUIAHTalus, C€  peryiMpaT  €IMHCTBEHO  OT
Jupextusa 2010/53/EC na Epponeiickus napnament u Ha ChBera®, a 6e30macHOCTTa
1 KayecTBOTO Ha BEUIECTBATa OT YOBELIKU MPOU3XOJ, NPEJHA3HAYEHU 32 aCUCTHpaHa
PENpPOAYKIIUSA, C€ YpEeXIaT eAUHCTBEHO OT [Pernamenta otnHocHo BUII mnu, ako He e B
cuna, lupextusa 2004/23/EQO].

JlexapcTBeHHUTE IPOLYKTH 3a MOJEPHA TEPAIHs, KOUTO CE€ U3TOTBSAT 10 HHIAUBUAYAIHO
JIEKapCKO IPEeANKCaHKe 3a POLYKT 110 IOPBUYKA 3a ONPENEIICH NAUEHT 33 KOHKPETEH
ciiyyail, cb00pa3HO crenuUYHU CTaHJAPTH 3@ KA4eCTBO U CE€ M3MOJI3BAT B PAMKHUTE
Ha CblaTa JbpXKaBa 4JICHKAa B JIEYEOHO 3aBEJCHHME HA U3KIIOYMTEIHATA
npodecroHaiHa OTTOBOPHOCT Ha JieKap, clie/iBa Jja Ob/1aT U3KIUYEHHU OT IPUIIOKHOTO
[I0JIE HAa HAcTosIaTa AMPEKTHBA, KaTO B CBIIOTO BPEME Ce€ CIEIU Ja HE Ce 3acsrar
NpUIOKUMUTE TpaBwia Ha Chro3a 3a KayecTBO M 0€30MacHOCT (,,M3KIIOYEHHE 3a
nedyeOHU 3aBefeHHs ‘). ONUTHT MOKa3Ba, Y€ CHIIECTBYBAT TOJEMHU pa3IUyusi B
[IPUJIAraHeTo Ha U3KIIIOYEHHETO 3a JICUeOHU 3aBEICHHUS MEXy IbpKABUTE WICHKH. 3a
Jia ce MoA00pH NPUIAraHeToO Ha U3KIIOUYEHHUETO 3a JIe4eOHU 3aBECHUs, ¢ HAacTOosIIaTa
JMPEKTHBA CE€ BBBEXJAT MEPKHM 3a ChOMpaHe M JIOKJIaJBaHE Ha JaHHU, KAKTO U
€XKEroJIeH IperJie]] Ha Te3U JaHHU OT KOMIIETEHTHUTE OpPraHu U MyOJIMKYBaHETO UM OT
Arennusra B Xxpanunuie. OCBEH ToBa Bb3 OCHOBA Ha NPENOCTABEHUTE OT IbP/KABUTE
YIEHKM JaHHU ATreHIUsITa clefBa Ja NpeACTaBH JOKJIaj] 3a IpUIaraHeTo Ha
M3KIIIOYEHHETO 3a JieueOHU 3aBelleHHs, 3a Jla ce Mpoydyd Jaiu cieaBa na Obae
YCTAaHOBEHA aJalTHpaHa paMka 3a HiIKoum Mno-Manko cioxHu JIIIMT, kouto ca
pa3paboTeHH M ce M3ION3BaT MO CUjaTa Ha M3KIIOYEHHETO 3a JIeYeOHHU 3aBEJCHMS.
Koraro pa3spemenue 3a npousBoactBo u ynorpeda na JIIIMT, uznaneHo no cuiiara Ha
U3KIIIOYEHHE 3a JIeueOHU 3aBesieHHs], Ob/ie OTMEHEHO MOpaJHu ONAceHHUs, CBbP3aHU C
0€30MMacHOCTTa, CHOTBETHUTE KOMIIETEHTHH OpraHM CjelBa Ja YyBeIOMSBaT
KOMIIETEHTHUTE OpraHy Ha APYTUTE IbP/KAaBU WICHKH.

Hacrosimmata  gupektuBa  He  cleABa  Ja  3acAra  pasnopenoute  Ha
Jlupextusa 2013/59/Eppatom  Ha CbBera®, BKIIOUMTENHO II0 OTHONIEHME HA

Jupextusa 2010/45/EC na Espomneiickus mnapnamenT u Ha CobBera ot 7 tonmu 2010 . OTHOCHO
CTaH/IapTUTE 32 KayecTBO M OE30MacHOCT Ha YOBEIIKUTE OPTaHM, NMPEJHA3HAUYCHH 3a TPaHCIUIAHTAIHS
(OB L 207,6.8.2010 r., cTp. 14).

HupextuBa 2013/59/Espatom Ha ChBeTa oT 5 nekemBpu 2013 T. 3a onpenessiHe Ha OCHOBHH HOPMH Ha
6e30MMacHOCT 32 3alUTa CPelry ONacHOCTUTE, MPOU3THYAIIN OT U3JIaraHe Ha HOHW3MUPAIO JTbYCHHE U 32
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00OCHOBKaTa M ONTHMMU3HMPAHETO Ha 3alUTaTa Ha MALMEHTHTE M Ha JPYTUTE JHLA,
MOJUTOKEHN Ha MEAMLMHCKO OONbYBaHE C WOHM3MpAIlO JbueHHe. B cimyyail Ha
panuodapmaneBTUIM, U3MOJA3BaHU 3a Tepamnus, pa3pelleHusTa 3a TbProBHUS,
J03UpOBKaTa M IpaBUiaTa 3a IpWIaraHe TpsOBa MO-CIELHUATHO Ja OTroBapsT Ha
M3HCKBAHUATA HA MIOCOYCHATA JUPEKTHUBA, ChIVIACHO KOSATO OOIIbYBAHUATA HA LIEJICBU
o0eMH ce TUIaHUpaT HMHIUBUAYATHO M pe3yATaTHTE OT TIX C€ MPOBEpSABAT II0
HOJXOASI HAYMH, KaTO JO3UTE 3a HELEJEBUTE 00EMH M ThKAaHU C€ NOAAbpXKAT Ha
Hal-HUCKOTO Pa3yMHO IIOCTHMKMMO HHUBO M B CHOTBETCTBHUE C paguOTEparleBTUYHATA
11eJ1 Ha 00J’bUBAHETO.

B unTepec Ha 00IIECTBEHOTO 3/paBe MYCKAaHETO Ha JIEKApCTBEH IMPOJYKT Ha Ia3apa B
Cpro3a crmezBa Ja ce JOIyCKa caMoO KOTraTo 3a HEro € M3JaJeHO paspelieHHe 3a
THPrOBUSl U KOTAaTO HErOBOTO Ka4eCcTBO, 0€30MacHOCT M e(UKACHOCT ca goka3aHu. Ot
TOBa M3UCKBaHE 00aye ClieABa Ja ce MPEABHIM M3KIIOYEHHE B Cllydall Ha CIEIIHa
HEOOXOMMOCT OT IpWJIaraHe Ha JaJieH JIEKapCTBEH MPOIYKT, 3a Jla Ce OTTOBOPH HA
cienqupUYHUTe MOTPeOHOCTM Ha TAlMeHTa, WIM B CIy4all Ha TOTBBPICHO
PasnpoCTpaHCHUEC HA IMATOTCHHU, TOKCHUHU, XUMHUYCCKU arCHTU WM AApPpCHA paauvanusd,
KOMTO OMXa MOIJIM Ja MPUYUHAT Bpena. [lo-crenmanto, ¢ men 1a ce yIOBJIETBOPST
cneun(UYHA TMOTPEOHOCTH, Ha JbpKAaBUTE UICHKH ClieABa Ja OblIe JaneHa
BB3MOKHOCT J1a M3KJIIOYBAT OT pa3nopeOnTe Ha HACTOSIIATa TUPEKTHBA JEKapCTBEHH
MPOAYKTH, JOCTAaBEHH IO J00OpOCHhBECTHA M HE3asBEHAa IOPbYKA, HM3TOTBEHU B
CHOTBETCTBUE CBC CIENHM(UKAIMUTE HA YIBIHOMOIIEH MEIMLIMHCKH CHEHUATUCT U
IpeAHa3HAueHHU 3a yrnoTpeba OT OIpeseNeH MalKeHT Ha MpsSKaTa JUYHA OTTOBOPHOCT
Ha MEAMUMHCKUS crienuanucT. Ha appkaBuTe 4YiIGHKM Clie/iBa CHIIO Taka Ja ObJe
JaJieHa Bb3MOXHOCT J1a pa3pelaBaT BPEMEHHO Pa3NpPOCTPAHEHHETO HAa HEpa3pelleH
JeKapcTBEH TMPOAYKT B  OTrOBOP HA  TpENnojaraeMo WIM  IOTBBPIACHO
PasnpoCTpaHCHUEC HA IMATOTCHHU, TOKCUHH, XUMHUYCCKNU arCHTHU WUJIK AApCHA paauanusd,
BCSIKO OT KOUTO MOJKE J1a IPUYMHU BpeAa.

Pemenusra 3a n3gaBaHe Ha pa3pelleHue 3a THPrOBHS CIIEABA Ja Ce B3eMaT Bb3 OCHOBA
Ha OOEKTHMBHM Hay4YHU KpPUTEpUHM 3a KadecTBO, 0e30MacHOCT M e(UKACHOCT Ha
CBbOTBCTHHA JICKAPCTBCH IPOAYKT, KAaTO CC H3KIIOYBAT HKOHOMHUUYCCKH HIIM APYIrU
cboOpakeHus. Jlbp)kaBUTe wiIeHKH o0ade cliefBa Ja MoOraT IO M3KJIIOUEHHE Ja
3a0paHsBaT ynorpedara Ha JIEKApCTBEHH MPOAYKTH Ha CBOSATA TEPUTOPUSI.

JlaHHWTE ¥ JOKYMEHTUTE, KOWTO TpsAOBa 1a TMpUApPYKaBaT 3asABICHHETO 3a
paspenieHue 3a THProBUsS 3a JIEKAPCTBEH NPOJYKT, TOKa3BaT, Y€ TepareBTUYHATA
e(UKaCHOCT Ha MPOAYKTa UMa MIPEeBEC HaJl MOTCHIIMATHUTE pUcKoBe. ChOTHOIIICHHETO
T0J133/PUCK 32 BCUYKH JICKAPCTBEHU MPOYKTH III€ C€ OIICHSIBA MPH IMyCKAaHETO UM Ha
rnasapa ¥ MO BCAKO JIPyro BpeMe, KOraTo KOMIIETEHTHHMST OpraH CMETHE 3a
IO IX OJISIIIO.

Twit kaTo mMazapHUTE MEXaHU3MHU CaMH IO ce0e CH ce OKa3BaT HEeJl0CTAThYHH, 3a Jla ce
CTUMYJIHMpAaT HEOOXOAMMHUTE HAyYHM U3CJEIBaHHUS U  pa3pabOTBaHETO U
paspelaBaHeTo Ha JIEKApCTBEHU NPOAYKTH, MpeJHa3HaueHH 3a ymoTpebda cpen
JNETCKOTO HAceleHUE, € BBBEJEHA CHCTeMa OT 3aJb/DKCHHA, OT €JHa CTpaHa, U’
MIPEAUMCTBA U CTUMYIJIH, OT JApyra.

ETo 3amo 3a HOBU JeKapCTBEHHM MPOAYKTH U 3a pa3pabOTBAHETO Ha MeAWaTPUUHU
MOKa3aHMs Ha Beye pa3pelleH! JEKapCTBEHU MPOAYKTH, 00XBaHATH OT MATEHT WM OT

oTMsiHa Ha gupektuBu 89/618/Epatom, 90/641/Epatom, 96/29/Empatom, 97/43/EBpatoM U
2003/122/Esparom (OB L 13, 17.1.2014 r., ctp. 1);
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cepTHU(UKAT 3a JONBIHUTENIHA 3aKpUia, € HEOOXOIUMO /1a ce€ BbBEJEC M3HUCKBAHE 3a
NpPEJCTaBIHE Ha pE3YyITaTUTe OT HU3CIEIBAaHUATA Cpell JETCKOTO HacelieHHe B
ChOTBETCTBHUE C 0JJOOPEH IUIaH 3a MeIUaTPUUHO U3CIIEeIBAaHE WM Ha JI0Ka3aTeJICTBO, Ye
IPOAYKTHT € TOJTYYHII OCBOOOX/IaBaHE MIIM OTCPOYKAa B MOMEHTA Ha PETUCTPUPAHETO
Ha 3asBJICHUE 3a pa3pelIeHUe 3a ThPrOBUS WU HA 3asBJICHUE 3a HOBO TEPalleBTUYHO
MoKa3aHue, HOBa JIeKapcTBeHa (popMa MM HOB BT HA BBBEXKIAHE. 3a J1a ce u3berHe
obaue M3IaraHeTo Ha Jella Ha HEHYKXHM KJIMHUYHU M3OUTBAHUSA WIM IOpaau
€CTEeCTBOTO Ha JICKAPCTBEHHUTE MPOJYKTH, TOBA U3UCKBAHE CIICBA Jla HE Ce IpuJara 3a
TeHEPUYHH WM 32 10J00HU OMOJIOTMYHU JICKApCTBEHH MPOJIYKTHU U 3a JIEKAPCTBEHU
MPOAYKTH, pa3pelieHy 1o Mpoleaypara 3a 100pe ycTaHOBeHA MEULIMHCKA yroTpeoa,
HUTO 3@ XOMEONATHMYHU U TPAJULUOHHM DPACTUTEIHH JIEKApCTBEHU IPOAYKTH,
paspelieHd IO OMPOCTEHUTE TMPOLEAYPH 3a PErHCTpalus ChIIACHO HACTOAIIATa
JTUPEKTUBA.

C men na ce rapaHtupa, ye JAHHUTE B IOAKpPENa HA Pa3pelIeHUETO 3a ThPrOBUS
OTHOCHO YyIloTpebara MNpH Jela Ha MPOAYKT, KOHTO MOIJIEKH Ha paspelieHue
CBIJIACHO HACTOSIILIKS PETJIAMEHT, ca MPaBUIIHO pa3pabOTEeHH, KOMIIETEHTHUTE OpPraHu
cliefiBa J1a IpOBEpsBAT CHOTBETCTBHETO C OJOOpEHMs IUIAaH 3a MEeAUaTPUYHO
U3CieBaHe, KAKTO U BCUYKHM JOKYMEHTH 3a OCBOOOXK/aBaHE U OTCPOYKA Ha erama Ha
BaJIMJIUpaHe Ha 3asBJICHUATA 32 pa3pelleHne 3a ThProBHsl.

3a 1a ce Bb3HArpaJu CIa3BaHETO HA BCUUKH MEPKH, BKJIIOUYEHU B OJ00pEHUs IUIaH 3a
NeaTpUYHO U3CIIe[BaHe, aKo B HMH(OpPMaLUsATa 3a NPOAYKTH, OOXBAHATH OT
cepTU(UKAT 3a JONBIHUTEIHA 3aKpWiIa, ca BKIIOYEHW CHOTBETHH JaHHH 34
pe3yJITaTUTE OT NMPOBEACHUTE W3CIEABAHMs, CIEIBA Jja CE MPENOCTABH NPEAUMCTBO
noJi ¢hoopmMaTa Ha IIECTMECEYHO YAbJDKaBaHE HAa CpPOKa Ha JIEHCTBHE Ha cepThdHKara
3a JONBJIHUTENHA 3akpuia, cb3gaaeH ¢ [Permament (EO) Ne469/2009 nHa
Esponeiickus napnament u Ha Cheeta’ — CII, MOJIsI, 3aMeHeTe TIpenpaTkara ¢ HOBHs
MHCTPYMEHT, KOrato 0b/ie npHer].

Hsxonm naHHM W JOKYMEHTH, KOMTO OOMKHOBEHO TpsiOBa Ja ce TMOoJaBaT ChC
3afBJICHMETO 3a paspellieHHe 3a TBhProBUs, CJlelBa Ja HE CE€ HW3UCKBAT, aKo
JIEKApCTBEHHUAT TMPOJYKT € TeHEPHUYEH JIEKAPCTBEH NMPOIYKT WJIM TOJO0OCH Ha HEro
OMOJIOTMYEH JIeKapCTBEH MPOAYKT (OMOMoJ00eH JIeKapcTBeH NPOAYKT), KOHUTO €
paspernieH uinu € 6un paspemieH 3a ynorpeda B Crro3a. Kakto renepuunure, Taka u
OMOMOJO0HUTE JIEKAPCTBEHU MPOJYKTH Ca BaKHU 32 OCUTYPSBAHETO Ha JIOCTHI JI0
JIEKApCTBEHH MPOAYKTH 3a MO-IIMPOKAa Tpyna IalWMeHTH M 3a CH3/IaBaHETO Ha
KOHKYPEHTEH BBTpElIeH ma3ap. B chBMecTHa JAekiapamusi OpraHuTe Ha Ibp>KaBUTE
YJIEHKU MOTBBP/MXA, Y€ OMUTHT C 0J00peHuTe OMOMOIO00HN JIEKAapCTBEHU MPOAYKTH
npe3 mnociegHuTe 15 roguHM MOKas3Ba, Y€ T€ ca CPaBHUMHU [0 OTHOIICHHME Ha
eprKacHOCTTa, 0€30ITaCHOCTTa U IMYHOT€HHOCTTA C TeXHHs pepepeHTeH JeKapCTBEH
IPOAYKT M CJIEJOBATEIHO Ca B3aUMO3aMEHSEMHM M MOraT Jia C€ HM3I0JI3BaT BMECTO
pedepeHTHHST TTPOAYKT (WM 0OpaTHOTO) WIIM Jla C€ 3aMeCTBAT C JPYT JIEKAPCTBEH
MPOAYKT, KOUTO € OMoIo100eH Ha ChIIHs peepeHTeH IPOAYKT.

OnuThT MoOKa3Ba, 4ye € MPENopBUUTETHO Ja C€ YTOUHSAT MO-A00pe ciydyauTte, Mpu
KOUTO HE € HeoOXOAMMO Ja ce MPEACTaBAT pPEe3yNTaTH OT TOKCHUKOJOTHYHU U
(apMakoJOTUYHN TECTOBE WM KIMHUYHU M3CJIEIBaHUS 3a II0JlyuaBaHE Ha

Pernament (EO) Ne 469/2009 na EBponelickust mapiamenT u Ha CbBera or 6 mail 2009 r. OTHOCHO
cepTuduKara 3a IONBIHHUTENHA 3aKpmia Ha JekapcTBeHute npoxykru (OB L 152, 16.6.2009 r.,
ctp. 10).
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paspelieHne 3a JIEKapCTBEH NPOAYKT, TMOJAOOCH IO CHIIECTBO Ha BeYe pa3pelicH
MNPpOAYKT, KAaTO CC€ rapaHTHUpa, Y€ HMHOBATUBHUTC NPCANPUATHUA HC CC IOCTABAT B
HEeOJIaronpusATHO MOJIOKEHUE. 3a TE3U ONPENIEICHN KaTeTOPUH JICKAPCTBEHH MPOIYKTH
ChKpaTeHa IpolLeaypa JaBa Bb3MOXKHOCT Ha 3asiBUTEIIUTE Jia CE [M030BaBaT HA JaHHH,
MOJAJICHU OT TPEAMINTHM 3asABUTEIH, M CHOTBETHO Ja TMPEJACTaBAT CaMO HIKOU
CHCL[I/I(bI/I‘-IHI/I JAOKYMCHTH.

3a TreHepUYHUTE JIEKapCTBEHH TPOIYKTH TpsiOBa Ja Cce  JOKaKe Ccamo
€KBHBAJICHTHOCTTA HA TCHEPUYHHUS JIEKAPCTBEH MPOAYKT ¢ pedepeHTHHUS JICKAPCTBCH
NPOAYKT. 3a OMOJOTHMYHHUTE JICKAPCTBEHH NMPOIYKTH Ha KOMIICTEHTHHTE OpPraHU Ce
MPEJOCTaBAT CaMO PE3YJITaTUTE OT TECTOBETE M M3CIICABAHHUATA 32 CPABHUMOCT. 3a
XUOPHUTHHUTE JICKAPCTBEHU MPOJIYKTH, T.€. B CJIYYaUTe, KOTaTo JICKAPCTBEHUST MPOILYKT
HE rmomnajaa B 00xBaTa Ha ONMPEICIICHUETO 32 TCHEPUYCH JIEKAPCTBEH MPOIYKT WIH TPU
KOHTO MMa IPOMEHHU B KOHIICHTpAIMSTA, JIeKapcTBeHaTa (opMa, IbTS HA BHBEXKIaHE
WIM TEpalleBTUYHUTE MOKa3aHMsI B CPaBHEHHE C PePEPEHTHUS JEKAPCTBEH MPOAYKT,
pe3yATaTUTE OT MOJXOMANIMTE HEKIMHUYHU TECTOBE WJIM KIMHUYHU W3CIICIBAHHS CC
MPEJOCTaBAT, JOKOJIKOTO ca HEOOXOAWMH, 3a Ja C€ M3rpajd Hay4dHa BpB3Ka C
JAHHUTE, Ha KOWTO CE€ OCHOBaBa pa3pCIICHHETO 3a THProBUsA 3a pedepeHTHUs
nekapcTBeH mpoaykT. ChIIOTO ce oTHacs W 3a OWOXMOPHUIHUTE JICKApCTBEHU
MPOAYKTH, T.e. B CIy4aWTe Ha OMONOJOOCH JIEKAPCTBEH IMPOJYKT, MPHU KOWTO HMa
IIpOMCHHU B KOHLCHTpalNUATa, JICKAPCTBCHATA Q)opMa, II'bTA HaA BBBCKIAHC HWIN
TEpareBTUYHUTE TOKa3aHUsI B CPaBHCHUE C pPeepeHTHUsT OMOJOTHYCH JIEKapCTBEH
IIPOAYKT. B mocinenHuTe 1BE CUTyallud 4Ype3 HaydHaTa Bpb3Ka CE€ YCTAHOBSBA, 4e
AKTUBHOTO BEIIECTBO HA XMOpHUJ/A HE Ce pa3iiMuaBa 3HAYUTEIIHO MO CBOMTE CBOMCTBA
o OTHOWIEHHEe Ha Oe3omacHocTTa WM edukacHocTTa. Korato TO ce pasnmuaBa
3HAYUTEIHO 110 OTHOIICHHE HAa TE€3HM CBOMCTBA, 3asSBUTEIAT TPSAOBA Jla MOAAJE ITHIHO
3asBIICHHE.

B3emaHeTo Ha perynaTtopHU peLIeHHss OTHOCHO pa3pabOTBAHETO, Pa3pellaBaHETO U
HaJ30pa Ha JIEKapCTBEHU MPOAYKTH MOKe Ja ObJe MOAKPENEHO OT AOCTHII 10 3APaBHU
JIAaHHU W aHaJIM3 Ha TaKUBa JJaHHH, BKJIIIOUYUTEITHO OT MpaKTHKAaTa, T.€. 3[paBHU JaHHHU,
reHepUpaHu M3BbH 00XBaTa Ha KIMHUYHM HM3CIEJIBaHUSA, KOTaTo € Ieecho0pasHo.
KoMnieTeHTHUTE OpraHu ciefBa a MoraT Ja HM3IO0J3BaT TE3U JIaHHU, BKIFOUYHUTEIHO
Yype3 ONEepaTUBHO ChbBMECTUMaTa HHPPACTPYKTypa Ha €BPONEUCKOTO MPOCTPAHCTBO Ha
3JIpaBHU JIaHHHU.

C Hupextusa 2010/63/EC na Epponeiickus napiaament u Ha Cheta® ce ycraHoBsiBat
pasnopeOoM 3a 3alluTa Ha XKUBOTHUTE, U3IOJ3BaHU 3a HAYYHHU LIEJIH, Bb3 OCHOBA Ha
NPUHLMIINTE Ha 3aMecTBaHe, HaMmalsBaHe W oOJjexk4yaBaHe. Te3W NPUHLMIN Ha
3aMecTBaHe, HaMajsiBaHe M OOJeK4aBaHE Clie/Ba Ja Ce€ B3eMar I0J BHUMAaHUE BbB
BCHUYKH U3CJIEABAHMSI C U3MOI3BAHETO HA )KUBOTHH, Upe3 KOMTO ce Ha0aBs ChIIECTBEHA
uHpoOpMalUsg OTHOCHO KauyecTBOTO, Oe30MacHOCTTa M e(PUKACHOCTTa Ha JaJieH
JIEKAPCTBEH IPOJYKT, KOraTo € HAJIMIIE IO0JIaraHe Ha TPUKU U U3IIOJI3BAHE HA KUBH
KUBOTHM 3a HAay4HU LM, U M3CJIEJBAaHUATA CIIE[BA J1a C€ ONTHMM3HUpAT, 3a Ja ce
MOCTUTAT HAaW-yJOBJIETBOPUTEIHN pE3yATaTH C Hal-MaJIko Ha Opod >KUBOTHH.
[Iponienypute mpu TakoBa M3MMTBaHE ClieBa Ja ce pa3paboTBaT Taka, ue Ja ce
n30erHe MpUUYMHSABaHETO Ha OOJKa, CTpajgaHue, TUCTPEC WU TPAWHO YBpEXKIaHE Ha
KUBOTHUTE, MPU Clla3BaHe Ha Hainu4HUTe Hacoku Ha EMA u nHa MexnyHapoHara
KoH(pepeHIMsT 1o xapMmoHu3anus. [lo-crenuanHo 3asBUTENAT Ha paspelieHue 3a

Hupextusa 2010/63/EC na EBponeiickus mapiameHT u Ha CbBeta oT 22 centemBpu 2010 r. oTHOCHO
3aluTaTa Ha )KUBOTHHTE, M3M03Banu 3a HayuHu 1enm (OB L 276, 20.10.2010 r., ctp. 33).
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THPTOBHS W MPUTEKATEIAT HA PAa3pEIICHUE 32 THPrOBUS CIEABa J1a B3eMaT MPEABU]
npuHnunure, ycraHoseHu B Jupexrtuna 2010/63/EC, BKIIOYMTENHO, KOTaTo €
BB3MOJXKHO, J1a M3IO0J3BaT METOJOJOTHH C HOB TOJXOJ BMECTO HM3IUTBAHHS BBPXY
KUBOTHH. Te MOXe J1a BKIIOYBAT, HApeXl C JPYTroTO, CICTHOTO: in Vitro MOJeNH, KaTo
MUKPO(DHU3NOIOTHYHN CHCTEMH, BKIIOUHUTEITHO OpraHu BbpxXy uuil, (2D u 3D-) Mmoaenu
Ha KJICTHhYHH KYITYPH, OPTaHOWIU WM MOJEIH, Oa3upaHH Ha YOBEIIKH CTBOJIOBU
KJICTKH; HHCTPYMEHTH in silico umu moaxoau read-across.

CrnenBa na ObJaT BBBEJACHU MPOLEAYPH 32 YICCHSIBAHE HA ChbBMECTHUTE M3MUTBAHUS
BbPXY JKMBOTHH, KOraTo € BB3MOXHO, 3a J1a ce M30erHe HEeHYKHOTO AyOyiMpaHe Ha
VM3NUTBAHUA C OKUBM OKMBOTHHM, T[ONAJallM B  MPUJIOXKHOTO IIOJ€  Ha
HupextuBa 2010/63/EC. 3asButenure Ha pa3pelieHus 32 ThPTroOBUS U IMPUTEKATCIIUTE
Ha paspeleHus 3a THProBUs Clie/lBa Ja IojlaraT BCUYKH YCWJIMS 3a IOBTOPHO
U3IMOJI3BaHEe HA PE3YyITaTUTE OT U3CJIEIBAaHUS BbPXY )KUBOTHU U J1a MPABAT IIYOIUYHO
JOCTOSIHME PE3YJITaTUTEe OT U3CJIEABAHUS BBPXY JKMBOTHH. 3a 3asBICHUS 3a
paspellieHue 3a THhProBHs MO CbhKpaTeHaTa Mpollefypa 3asBUTEIUTE Clie[iBa Ja ce
M030BaBaT Ha CHOTBETHUTE W3CJICIBAHUS, MPOBEIACHU 3a pedepeHTHHs JEKapCTBEH

MIPOJIYKT.

[lo oTHOWIEHME Ha KIMHUYHUTE W3NUTBAHUSA HA JIEKAPCTBEHU IPOAYKTH,
IpeJHa3sHaueHM 3a pa3pellaBaHe B paMkute Ha Cbro3a, 0COOCHO KOraTo ce MpOBEXkAaT
n3BbH Cbl03a, IIpU OLICHKATa Ha 3asBJICHUETO 3a Pa3pelICHUE 3a ThbProBUs CleBa Ja
ce IPOBEPHU JalIM TE3U U3IMUTBAHUA Ca NPOBEIACHU B CbOTBETCTBUE C IPUHLUIIATE HA
no0paTa KIMHUYHA MPAKTHKA U C ETHYHHU W3UCKBAHUS, PABHOCTOWHU HA Pa3nopeaonuTe

na Pernament (EC) Ne 536/2014 na Esponeiickus napnament u Ha ChBera’.

CpiecTByBa BB3MOXKHOCT IPU OINPEAETICHHM OOCTOATENCTBA M IPU ClAa3BaHE Ha
crienupUYHN 3aIBJDKCHHS WM YCIIOBHS J1a C€ M3/1aBaT pa3pelieHus 3a ThProBHs IpU
OIIPEIETICHN YCIOBHS WM TPH H3BBHPEAHU OOCTOSITENCTBA. 3aKOHOAATEICTBOTO
cliefiBa J1a TO3BOJIABA NPHU CXOAHU OOCTOSITENCTBA JIEKAPCTBEHUTE INPOJYKTH ChC
CTaHJApTHO pa3pelieHre 3a THProBHsI 33 HOBHM TEPANCBTHYHHU IOKAa3aHHS Ja Ce
paspeliaBaT OpU OINpEJeNeHU YCIOBUS WM TNpPU HM3BBHPEAHU OOCTOSTEICTBA.
[IpoxykTuTe, paspemieHH TMPH ONPEACICHW YCIOBUS WM TIPH HM3BBHPEIHU
00CTOSITENCTBA, Ce/IBa 1O MPUHLUI Ja OTrOBapsAT Ha M3MCKBAHHUATA 3a CTAHIAPTHO
paspelieHre 3a ThProBysl, KaTo ce U3KII0YAT CIIeNu(DUIHNTE IEPOTAI[IH UITH YCIIOBHS,
MIOCOUYEHH B CHOTBETHOTO pa3pellieHHe 3a THPrOBUSA, M3/AZCHO IPH OIpe/eeHU
YCIIOBHSI MJTH TIPH U3BBHPEIHU OOCTOSTENICTBA, U TIOIeKAT Ha CIIEIMAJICH TIperiie/ Ha
U3IIBJIHEHUETO Ha HAJIOKEHWTE CHEelU(pUUHM YCIOBUS MM 3aabJDKeHUs. B TakuBa
CIlydad OCHOBAHUSTA 3a OTKa3 3a M3/[aBaHE HA pa3pelleHHe 3a ThPrOBHs CIeBa Ja ce
npuiarat mutatis mutandis.

C n3KIItOYeHHE Ha JIEKapCTBEHUTE NMPOIYKTH, 32 KOUTO Ce MpHJlara HeHTpalu3upaHaTa
mporenypa 3a UW3JaBaHe Ha pa3pelleHHe, YCTaHOBeHa ¢ [mpepaboTeHus
Pernament (EC) Ne 726/2004], pa3peuieHHETO 3a ThProBUs 3a JIEKAPCTBEH MPOJYKT
cliefiBa Jla C€ M3/1aBa OT KOMIIETEHTEH OpraH B e/lHa JbpXaBa WIEHKa. 3a Ja ce
n30erHe HeHyXHa aJMHHHMCTpaTHBHa U (PUHAHCOBA TEXECT 3a 3asBUTENUTE U 3a
KOMIIETEHTHUTE OpraHd, IbJIHA M 3aJbJ00OYEeHa OIleHKa Ha 3asgBICHHETO 3a
paspellaBaHe Ha JaJeH JIEKapCTBEH IMPOJIYKT CJelBa J1a C€ MpPaBH CaMO BEAHBXK.

Pernament (EC) Ne 536/2014 na Eponeiickus nmapiaament u Ha CbBerta ot 16 anpun 2014 r. oTHOCHO
KIMHAYHATE W3MWTBAHUS Ha JICKAPCTBEHM NPOAYKTH 3a XyMaHHa yIoTpeba, W 3a OTMSHa Ha

Tupextusa 2001/20/EO (OB L 158, 27.5.2014 r., cp. 1).
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[Topanu ToBa € IeIechOOpa3HO J1a Ce ONPECNIAT CIESIUAHN TPOICAYPH IO B3aUMHO
HpI/I3HaBaHe Ha HAIIWUOHAJIHHUTC pa3pemeHI/I51. OCBGH TOBa cCj€aBa Ia € BB3MOXKXHO
MapajeIHO TOJJaBaHe Ha €JHO M ChHINO 3asABJICHHE B HAKOJIKO JIbP)KABU WICHKH C IICIT
001112 OlIeHKa 10/ PHKOBOJICTBOTO Ha €/IHA OT 3aCETHATUTE IbPXKABH YWICHKH.

B pamkute Ha Te3u mpoueaypu ciie[Ba ChIo Taka J1a ObJaT ONpeaesieHd paBuia, 1o
KOUTO EBEHTYaJHH pA3HOTIACHS MEXAY KOMIICTCHTHUTE OpraHd Ha JIbPIKaBHUTE
YJIEHKH Ja C€ paspeliaBaT B KOOpPAMHAIIMOHHA TIpyla OTHOCHO JIEKapCTBEHUTE
NPOAYKTH TIO TpOoIeaypara II0 B3aUMHO TpHU3HABaHE U JEICHTpAIM3UpaHATA
npouenypa (,,KoopAMHAMOHHATa Tpymna*“) 6e3 HeompapaaHo 3abaBsHe. B ciyuail Ha
pasHoryiacue MeXIy IbpKAaBHTE YJICHKHM OTHOCHO KadeCTBOTO, OE€30MacHOCTTa M
eUKaCHOCTTa Ha JIEKAPCTBEHHs MPOJYKT, CJlelBa Ja C€ MPUCTBIM KbM HayyHa
OLIeHKa Ha IpobjeMa B ChOTBETCTBHE ChC CTaHAapTUTE Ha CbI03a, 3a J1a C€ CTUTHE J10
€IMHHO pEelIeHHEe, KOETO /1a € 3abJDKUTENIHO 32 3aCeTHATUTE AbpKaBU YICHKU. ToBa
pelieHne cienBa na ObJe MPUETO MO YCKOpEHa IMpOoIeaypa, KaTo ¢ce OCHTYpPH TSICHO
CBhTPYIHUYECTBO Mex 1y Komucusra u Abp>kaBUTe YICHKH.

B ompeneneHu ciydam Ha CEpPHO3HO pa3HOTJIAcHe, KOETO HE MOXe Ja Obje
paspelleHo, BhIIPOCHT ClieABa J1a ObJe pasrie/iaH Ha IMO-BUCOKO PaBHUIIE U Ja Oble
00EKT Ha HAyYHO CTAHOBHIIE OT CTpaHa Ha ATCHIUATA, KOETO BIIOCIEACTBHE J1a Obe
M3ITBIHCHO TIOCPEICTBOM perieHue Ha Komucusita.

3a mo-go0pa 3ammra Ha OOIIECTBEHOTO 3JpaBe W 3a Ja ce W30erHe HW3IHUIIHOTO
OyOlupaHe Ha YCHIWS TpPU Pa3TJICKIAHETO Ha 3asBICHHUATA 3a pa3pelieHue 3a
ThPTOBHA C JICKAPCTBCHU IMPOAYKTH, ABPKABUTC YJICHKHU CJICABA CHUCTECMATUYHO Oa
M3TOTBAT JIOKJIAJH 32 OIICHKA MO OTHOIIEHHE HA BCEKU Pa3pEIIeH OT TAX JIEKaPCTBEH
MPOJYKT U Ja T NMPEeACTaBIT IpU norckBaHe. OCBEH TOBA JIbP/KaBUTE WICHKH CIIE/IBA
Jla MOTaT Ja CIUpPAT Pa3riIeKIAHETO Ha 3asBJICHHE 3a pa3pelIiCHUE 3a IyCKaHe Ha
rma3apa Ha JIEKapCTBEH MPOIYKT, KOETO € B IPOIIeC Ha pas3riiexkaaHe OT Apyra JbpiKaBa
YJIeHKa, 3a J]a MOXKe Ja ObJie MPU3HATO PEIICHUETO, B3eTO OT Ta3u JApyra IbprKaBa
YJICHKA.

B HHTEPCC HAa BB3MOKHO Haﬁ—MHpOKHH AOCTBIT OO0 JICKAPCTBCHU NMPOAYKTHU AbpiKaBa
YWICHKA, KOATO MMa UHTEPEC Aa MOJTYy4Yr JOCTHII JO OIPCACICH JICKAPCTBCH MNPOAYKT,
3a KOHTO ce Hu3aaBa paspemicHue 10 JCUCHTpalIUu3vpaHaTa IIpoucaypa U 10
mnmpoucaypara mo B3aWMMHO IIpU3HABaHC, CJICABa Oa MOKE Ja C€ BKIKOYM B Ta3u

npoienypa.

3a ma ce yBeNMYM HAJMYHOCTTAa HA JIGKAPCTBEHM IMPOAYKTH, OCOOCHO Ha MAJKHTE
nasapu, clieiBa B CIy4auTe, KOraTo 3asBUTENISAT HE MCKa pa3pelleHue 3a JIeKapCTBEH
MPOAYKT B KOHTEKCTa Ha MpOIeaypaTa 1o B3aUMHO NpH3HABaHE B JaJieHa AbpiKaBa
YJIeHKa, Ta3W Abp)KaBa WICHKA Ja MOXE [0 OCHOBATEIHH NPUYMHU B MHTEpEC Ha
00IIECTBEHOTO 3/IpaBe Ja pa3peln MyCKaHeTo Ha Ma3apa Ha JISKapCTBEHHS MTPOITYKT.

IIpu reHepuyHUTE JIEKAPCTBEHU MPOAYKTH, 3a YHMHTO pedepeHTeH JIeKapCTBEH
MPOAYKT € HM3/aZCHO pa3pelieHHe 3a THProBHs 1O IMEHTpaIM3HpaHara IMpoIeaypa,
3asBUTENINTE Ha pa3pelleHns 3a ThProBHsl CIe/IBa J]a MOTaT Ja u30upar eHa OT JIBeTe
MpoIelypH TIpH ompeneneHn ycinosus. [Iporenypata mo B3auMHO TpHU3HaBaHE HITH
JelleHTpaIu3upaHara mpoleaypa ChIIO CleABa Ja OCTaHAT Ha PA3MOJIOKEHUE KaTo
BapHaHT 3a OIPE/IeNICHH JIEKAPCTBEHH MPOIYKTH, KOUTO MPEJICTABIISBAT TEPATIEBTUIHO
HOBOBBBE/IEHUE MJIM KOMTO Ca OT I0JI3a 3a OOIIECTBOTO MJIM 3a MalueHTuTe. Thil KaTo
TeHePUYHHTE JICKAPCTBA MPECTABISIBAT 3HAYMTEIHA YacT OT Ta3apa Ha JIEKapCTBEHU
NPOAYKTH, TOCTBIBT UM JI0 Ma3apa Ha Cblo3a cienBa Ja Obje yJIECHEH C Orje] Ha
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MPUAOOUTHS ONMUT, MOPaIX KOETO MPOIEeNypuTe 3a BKJIIOYBAHE HA APYTH 3acerHaTu
IbpKABU YJICHKU B Ta3u MpOIleiypa ciieaBa Aa ObJaT AOMBIHUTEIHO OMPOCTEHHU.

OnpocTsBaHETO Ha NPOLEAYPUTE HE ClelBa Ja OKa3Ba BB3JACHCTBHE BBPXY
CTaHJIaPTHUTE WJIM KAa4eCTBOTO HA HAYYHATA OIICHKA HA JICKAPCTBCHHUTE MPOYKTH, 32 Ja
Ce rapaHTHpaT Ka4eCTBOTO, OE30MaCHOCTTA U e()UKACHOCTTA, U TIOPAJHM TOBA CPOKBT 3a
M3rOTBSHE Ha HayYHA OIIEHKA Clie[Ba Aa ce 3anasu. [IpenBrmkaa ce o0adye HamalsBaHe
Ha OOIIMs CPOK Ha MpoLeaypaTa 3a U3JaBaHe Ha pa3pelieHue 3a Thbprosus oT 210 qHu
Ha 180 nHu.

JlbpkaBUTe UICHKH CleBa Ja OCUTYpSAT TNOAXOJAmo (UHAHCUpaHEe Ha
KOMIIETCHTHUTE OpraHuW 3a U3MbJIHEHHWE Ha 3aJadyuTe UM ChIJIJACHO HACTOSIIATa
nupektuBa u [npepasrienanus Pernament (EC) Ne 726/2004]. OcBeH ToBa AbpiKaBUTE
YICHKU CJIe/IBa Ja TapaHTUpaT, Y€ KOMIETEHTHUTE OpraHu MPEAOCTaBAT MOAXOSIIN
pecypcH 3a LieTuTe Ha TeXHHUs NMPUHOC KbM paboTaTta Ha AreHIusATa, KaTo ce B3eMa
MpEeABU]] OCHOBAHOTO Ha Pa3X0y Bb3HATPaXKICHHUE, KOETO MOJydyaBaT OT ATEHIUSATA.

o ce oTHacs 10 1OCThIIA IO JIEKAPCTBEHU NPOAYKTH, IIPU IPEAXOJHI U3MEHEHUS Ha
3akoHOJaTencTBOTO Ha Chi0o3a B oOsiacTTa Ha (hapManeBTHYHUTE MPOIYKTH TO3HU
BBIPOC Oellle pelleH, Ype3 MPeIBUKIAHETO Ha YCKOpeHa OLleHKa Ha 3asBJICHMSTA 3a
paspellieHre 3a ThbProBusl WK Ype3 NPEJOCTaBIHETO HAa Bb3MOKHOCT 3a JIEKapCTBEHU
IPOAYKTH 3a HEYAOBJIETBOPEHHM MEIUIMHCKUA IMOTPEOHOCTH JAa ObJaT H3AaBaHU
paspellieHuss 3a THProBHUs IpPU OINpPEAETICHH YCIOBHs. Bbopeku ye Te3u Mepku
YCKOpHXa pa3pellaBaHeTO Ha MHOBAaTUBHHU U OOelaBally Tepanum, Te3H JIEKapCTBEHU
MIPOJYKTH HEBUHATU JIOCTUTaT /10 MAllMEHTUTE U IOCTHIIBT Ha nauueHTuTe B Chro3a 10
JIEKapCTBEHM INPOAYKTU BCE OLIE HE € eAHaKbB. JloCTBIBT HAa NALMEHTUTE 0
JIEKapCTBEHM MPOJAYKTH 3aBHCHU OT MHOro Qakropu. Ilpurexarenure Ha pa3perieHus
3a TBPIrOBUS HE Ca 3aABJDKCHU Jla NpeaaraT JaJcH JIEKapCTBEH MPOLYKT Ha Iasapa
BbB BCHUYKM /Jbp)KaBM WIEHKHM; T€ MoraT Ja pemar jJa He mpeiaraT CBOUTE
JIEKapCTBEHM NPOAYKTH Ha Ia3apa B €HAa WIM NOBEYE IbPKaBU WICHKH WIH 1A TU
U3TErNIIT OT Hero. HanuoHamHUTE MOJIMTUKM OTHOCHO II€HOOOpa3yBaHETO U
BB3CTaHOBSIBAHETO HA Pa3XOAMTE, YHCICHOCTTA HA HACEJIEHUETO, OpraHM3alusaTa Ha
3/[paBHUTE CHUCTEMHM M HAIMOHAIHWUTE aJMUHHCTPATUBHU MpPOLEAYpPU ca JApYyrd
(bakTOopH, KOMUTO OKa3BaT BJIMSHUE BBPXY IYCKAaHETO Ha Iaszapa M JOCThIIa Ha
MAlUEHTUTE.

PemaBanero Ha mpobnemMa ¢ HepaBHUA JOCTHII Ha MAllMEHTUTE M (UHAHCOBATa
JIOCTBITHOCT Ha JIEKAPCTBEHUTE MPOAYKTH CE€ IMPEBbPHA B KIIOYOB IMPUOPUTET Ha
dapmanieBTUYHATA cTpaTerus 3a EBpora, KakTo ce mogyepraBa U B 3aKJIFOYEHUATA HA
CeBera®, m B pesomonus Ha EBponeiickus mnapnament’. Jbp)KaBuTe YIEHKH
MpHU30Baxa 3a MpepasriiekJaHe Ha MEXaHH3MHUTE U CTUMYIUTE 3a pa3padoTBaHE Ha
JIEKapCTBEHH MPOJYKTH, CHOOpa3eHH C PpABHULIETO HAa HEYJOBJIECTBOPEHUTE
MEIHUIIMHCKH TMOTPEOHOCTH, KAaTO CHIIEBPEMEHHO C€ TapaHTHpa yCTOMYMBOCTTa Ha
3/jpaBHAaTa CHUCTEMA, JOCTHIBT HA MNAUUECHTUTE W HAJIUYUETO Ha JIEKAPCTBEHU
MPOAYKTH HA TOCTBITHU LIEHU BbB BCUUKU JbPKABU YICHKH.

3akmroueHnst Ha CpBeTa OTHOCHO YKpeNBaHETO Ha OanaHca BBB (DapMaleBTHYHHATE CHUCTEMH B
EBporeiickns cpio3 u Herosure abpxkaBu wieHkd (OB C 269, 23.7.2016 r., ctp. 31). 3akimoyeHus Ha
CpBeTa OTHOCHO JAOCTBIA JO JIEKApCTBA M MEOULMHCKU H3A€NMa 3a IMo-cuieH u ycroinuus EC
(2021/C 269 1/02).

Pesomonns Ha EBpomelickus mapmameHT oT 2 mapT 2017 1. oTHOCHO BB3MoxHOcTHTE Ha EC 3a
nooOpsiBane Ha nocthia a0 MeaukameHTH (2016/2057(INI). Hemoctur Ha nexapctsa (2020/2071(INI).
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JlocThIbT Tmpenmnoiara ChIo Taka (pUHAHCOBA OCTHIIHOCT. B TOBa oOTHOIIEHHE B
3aKoHOAATeNCcTBOTO Ha Chro3a B 00/acTTa Ha (papMaIleBTUYHUTE MPOJYKTH CE 3aUUTa
KOMIIETEHTHOCTTa Ha IbpyKaBUTE WICHKH [0 OTHOILIEHHE Ha LEHOOOpa3yBaHETO U
BB3CTAHOBSIBAHETO Ha pa3zxoaute. To mma gombiBamy GyHKIIMH U HEToBaTa Il € Ja
Ce OKaxe IOJIOKUTEIHO BB3JCHCTBHE BBPXY (UHAHCOBATA JIOCTBIIHOCT U
YCTOWYMBOCTTA Ha 3IpaBHUTE CUCTEMHU C MEPKH, KOUTO MOJKPEIAT KOHKYPEHIIUTA OT
CTpaHa Ha T€HEPUYHU M OHOIOAO0OHM JieKapcTBeHU NponykTu. KoHkypeHuusara ot
CTpaHa Ha TEHEPUYHHM U OMOMOAOOHM JIEKAPCTBEHUM NPOAYKTH HAa CBOW pel Cle/iBa
CHILIO Taka Jia JAOBeJEe O YBEJIWYaBaHE Ha JOCTHIA HAa MAI[MUEHTUTE JI0 JIEKAPCTBEHU
MPOAYKTH.

3a 1a ce OCUT'YpH AMAIOr MEXKIY BCUUKU YYACTHHUIM B PAMKUTE Ha KU3HEHUS LIMKbBI
Ha JiekapcTBaTa, BbB (dapmaleBTUUHUS KOMHUTET C€ Clle[Ba Ja C€ IMpPOBEXIAT
JUCKYCHUM IO BBIIPOCH HA IOJIMTUKATA, CBbP3aHU C IMPWIATAHETO Ha IIpaBHUJIaTa
OTHOCHO YIBJKaBaHETO HA CPOKA HA PEryJIaTOpHAaTa 3alllUTa HA JaHHHUTE IIPU IIyCKaHE
Ha mnaszapa. Komucusta MoXe /a MOKaHM OpraHuTe, OTrOBapsIlM 3a OLEHKaTa Ha
3[IpaBHUTE TEXHOJIOTHH, mocoueHu B Pernmament (EC) 2021/2282, nnu HanmoHaIHUTE
OpraHu, OTTOBapsIIy 3a LIEHOOOpa3yBaHETO U Bb3CTAHOBSIBAHETO HA Pa3XOIMTE, aKo €
HE00X0/IMMO, 1a y4acTBaT B pa3uCKBaHusATa Ha DapMaleBTUIHUS KOMHUTET.

Brrpeku ue pemieHusTa 3a 11eHOOOpa3yBaHE M BH3CTAHOBABAHE HA Pa3XOAUTE ca OT
KOMIIETEHTHOCTTa Ha /JbP)KaBUTE UICHKH, BBHB DapmareBTHYHATa CTpaTerus 3a
EBpora 0Osixa o0O0sBeHM JEHCTBUS B TMOJKpeNna Ha CBHTPYAHUUYECTBOTO MEXKIY
Ibp)KaBUTE YICHKH C IIe7 NoJo0psBaHe Ha (UHaAHCOBaTa NOCTHIHOCT. Kommucusara
npeoOpa3yBa rpynara Ha HalMOHAIHUTE KOMIIETEHTHH OpraHd B o0jacTra Ha
1IeHOO00pa3yBaHETO M BH3CTAHOBSIBAHETO HA PA3XOJUTE W IUIATIHTE 32 OOIIECTBEHO
3npaseomnasBaHe (NCAPR) ot ad hoc dopym B mnatdopma 3a mOCTOSIHHO JOOPOBOIHO
ChTPYJIHUYECTBO C 1€l OOMEH Ha MH(OpMalus U Hail-1oOpu NPAaKTHUKH OTHOCHO
MOJIMTUKUTE 3a IIeHooOpa3yBaHe, TUIalllaHe U Bh3JlaraHe Ha OOIEeCTBEHU MOPBYKH, 3a
na ce moao0pu rMHAHCOBATa JOCTHITHOCT U pa3XxoHaTa €()eKTUBHOCT Ha JIEKapCTBaTa
U YCTOMYMBOCTTA Ha 3/paBHaTa cuctema. Komucusita ce aHraxxupa jJa 3acuid TOBa
CHTPYJIHUYECTBO U JOMBIHUTEIHO Ja MOAKpeNns oOMeHa Ha HHQpOpMalus Mexay
HAI[MOHATTHUTE OPTraHu, BKIFOYUTEIIHO OTHOCHO BB3JaraHeTo Ha OOIIECTBEHH MOPHUKU
3a JIEKapCTBa, KaTO ChIIEBPEMEHHO 3a4MTa HAITbJIHO KOMIIETEHTHOCTTA HA IbP’KaBUTE
4ylleHKH B Ta3u oOmact. Komucusara Moxke ChIIO Taka Ja MOKAaHU YICHOBETE Ha
NCAPR na ygactBaT B pa3uckBanusita Ha dapMalieBTHUHUSI KOMUTET 110 TEMU, KOUTO
MOraT Ja OKakaT BB3JCHCTBHE BBHPXY TMOJIUTHKUTE 3a IIEHOOOpa3yBaHE WIU
BB3CTAHOBSIBaHE Ha Pa3Xo0JUTe, KATO HAIIpUMEp CTUMYJIa 3a ITyCKaHe Ha a3apa.

CbBMECTHUTE OOIIECTBEHU IOPBHUYKHU, HE3aBUCHMO AU ce O0ABABAT B PAMKMTE Ha
€aHa JObpKaBa, WM MCXKAY HAKOJIKO IObpKaBHh, MOrar naa HO}IO6p$[T JOCTbhIIA,
(uHaHCOBAaTa JNOCTHIHOCT U CHUTYPHOCTTAa Ha JOCTaBKMTE HA JEKAPCTBa, OCOOEHO 3a
IMO-MAJIKUTC AbpPrKaBH. HBp)KaBI/ITe YICHKHW, KOUTO MMAT UHTECPEC KbM CHBMCECTHOTO
Bb3JlaraHe Ha OOIIECTBEHM MOPHYKM 3a JIeKapcTBa, MoraT Ja [OI3BaT
Jupextusa 2014/24/EC'°, B KoATO ce ompenenaT NpoIeAypHTe 3a 3aKylyBaHe,
NPUIIOKMMH 33 MyOnauuHu Kynysaud, CHopasyMeHHETO 3a ChbBMECTHO Bb3lIaraHe Ha
obliecTBeHH TOpbukH'' W mpemnoxenus npepasrienan ®uuancos pernament'?. Ilo

HupextuBa 2014/24/EC na EBpomeiickus mapmament u Ha CbBera ot 26 dgeBpyapu 2014 r. 3a
o0IecTBeHNTE MOPBYKHK ¥ 3a oTMstHA Ha [lupextuBa 2004/18/EO (OB L 94, 28.3.2014 r., cTp. 65).
Pernament (EC) 2022/2371 na EBpomneiickust mapaameHT 1 Ha ChBeTa oT 23 HoemBpu 2022 T. OTHOCHO
CEPHO3HUTE TPAHCTPAHWTHH 3aIUIaXH 3a 3/IpaBeTo U 3a oTMsiHa Ha Permenne Ne 1082/2013/EC.
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HCKaHe Ha JAbpXKaBUTe wWieHKH KoMuCHsITa MOXE Ja MojAroMara 3aMHTEPECOBAHUTE
Jbp)KaBU UICHKH, KaTO YJIECHSBAa KOOPAMHAIUATA, 3a Ja Ce JaJie Bb3MOXKHOCT 3a
JOCTBII JI0 JICKAPCTBEHU IMPOAYKTH 3a manueHTuTe B ChI03a, KAaKTO W 3a OOMEH Ha
nH(popMaIus, 0COOCHO 3a JIEKApCTBaTa 3a PEIKU U XPOHUYHU 3200 IsIBAaHUSI.

HeobGxonuMo € 1a ce yCTaHOBM OCHOBAaHO Ha KPUTEPUM OINpejeleHue 3a
,,HEYJIOBJIETBOpEHA MEIUIIMHCKAa MOTPEOHOCT™, 3a J1a ce CTUMYJIHpa pa3paboTBaHETO
Ha JIEKapCTBEHU NPOIYKTH B TEPANEBTUYHHM 00JACTH, B KOUTO IOHACTOSALIEM HsAMa
JOCTaThbUYHO BB3MOKHOCTH 3a JIEUEHUE. 3a Jla C€ rapaHTupa, 4ye IOHSITHETO 3a
HEYJIOBJIETBOPEHU MEJUIIMHCKU MOTPEOHOCTH OTpa3siBa HAYYHOTO M T€XHOJIOTMYHOTO
pa3BUTHE W HACTOALIUTE TO3HAHUS 3a 3a00JBAaHUATA C HEJOCTATHYHO BB3MOXKHOCTHU
3a JseyeHue, Komwmcusara crnenBa na onpelnend M akTyalu3upa, 4pe3 aKTOBE 3a
U3MBJIHEHUE U CJEJ HaydyHa OLEHKAa OT CTpaHa Ha ATreHLusATa, KPUTEpUUTE 3a
,»337I0BOJIUTENICH METOJ 3a AMArHOCTHKA, NMPO(UIAKTUKA WU JEUCHHUE™, KPUTEPUUTE
3a 3a00JI1BaHUs, NP KOUTO ,,3a00JIEBAEMOCTTAa WJIM CMBPTHOCTTA OCTaBaT BHCOKH,
KpUTEpPUHTE 32 ,,CbOTBETHA I'pyIa MalUEeHTH . AreHIuATa e ThpCcu UH(pOpMaLUs OT
LIMPOK KPBI' OpraHu WM OPTaHU3allU, YUSITO JEHHOCT € CBbp3aHa C )KU3HEHMSI LIMKbII
Ha JICKapCTBEHUTE NMPOLYKTH, B PAMKHUTE Ha NPOLECA HA KOHCYNTALUH, YCTAaHOBEH
cbriuacHo [mpepaborenuss Permament (EO) Ne 726/2004], u cbmo Taka mie B3ema
[IpEIBUJl HAyYHUTEC MHULIUATUBU Ha paBHUILETO Ha EC Wiaum Mexny Abp)KaBUTE YJICHKU,
CBbp3aHU C aHajiu3a Ha HCYIOBJICTBOPCHUTC MCIUIIMHCKH HOTpC6HOCTI/I, TCXKECTTa Ha
3a00JIIBaHUATa 332 OOIIECTBEHOTO 3[paBEeOINa3BaHE U OIPEICISIHETO Ha MPUOPUTETH 32
Hay4YHOM3CIICJOBAaTeICka M pa3BoiiHa neiftHoct. Kpurepumre 3a ,,HEyNOBIETBOPEHU
MEIUIMHCKH MOTPEOHOCTH MoraT BIIOCJIEJACTBUE Ja ObJaT HU3MOJI3BaHU OT
Ibp)KaBUTE YJIEHKH 3a OIpeJesisHe Ha CHeUu(UYHM TepareBTHYHU OOJIaCTH OT
UHTEpEC.

BknrouBaneTo Ha HOBH TCPANICBTUYHU IIOKA3aHUA KbM Pa3pCHICHU JICKAPCTBCHU
MNPOAYKTHU JOIIPpUHACA 3a JOCThIIa HAa HNAOUCHTHUTC 0 AOMNBJIHUTCIIHU TCpAlMUu H
Imopajau ToBa CJICABA Ja 6’5,[[6 CTUMYJINPAHO.

HpI/I MMoAaBaHECTO Ha 3adBJICHHUC 3a MbpPBOHAYAIHO pPaspClIiCHUC 3a TbProBHUA 3a
JICKApCTBCHU TIPOAYKTH, CbHAbpIKAIIKM HOBO aAKTHBHO BCIICCTBO, CJI€JiBa [a C€
CTUMYJIMpa NpCACTaBAHCTO Ha KIIMHUYHU U3MUTBAHUSA, KOUTO BKIIIOYBAT 3a CPABHCHHE
ChIICCTBYBAIIO JICUCHUEC, OCHOBAHO Ha (1)3.KTI/I, 3a a CC HAChP4YU I'CHCPUPAHCTO HaA
CPaBHUTCIHA KIMHUYHU JaHHU, KOUTO Ca OT 3HAYCHUEC U CbOTBECTHO MOrar Jia 6’I)I[aT B
noAKpeIia Ha IocjieABal OLICHKU Ha 3APAaBHUTC TCXHOJIOTUH U PCIICHHUA OTHOCHO
IIGHOO6paBYBaHeTO M Bb3CTAHOBABAHCTO HA PAa3XOAUTC OT ABPIKABUTEC YJIICHKH.

HpI/ITe)KaTeJ'I}IT Ha pa3pClICHUC 3a TbBPTOBHUA CJI€ABA [Ja OCUTYpH IIOAXOAAIa U
HCIMPEKLCHATA JOCTaBKa Ha AaJC€H JICKAPCTBCH HNPOAYKT IIPE3 MHCIHMA MY XH3HCH
IUKBII, HC3aBUCUMO JaJIkd TO3U JICKAPCTBCH MPOAYKT € o0XBaHAT OT CTUMYJ 3a
JOCTaBKa HUJIN HE.

Mukpo-, Mmankute u cpennute npeanpuatus (MCII), cyGekTuTe ¢ HecTomaHcKa el
WIH CyOEKTUTE ¢ OrpaHMYeH omuT B cucremara Ha Cbro3a cielBa Jla pasmnojaraT ¢
[IOBEYE BPEME 3a ITyCKAHE Ha I1a3apa Ha JIEKAPCTBEH MIPOAYKT B IbPKABUTE WICHKH, B
KOHUTO € BAJIMAHO Pa3pelIeHHETO 3a ThProBHsl, 3a Ja MOTaT Ja M0JIy4aT JOMbIHUTEIHA
peryiaaTopHa 3aliuTa Ha JaHHUTE.

COM(2022) 223 final.
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[Ipu mpuiaraHeTo Ha pa3nopenOWTe OTHOCHO CTHUMYJIMTE 3a ITyCKaHe Ha Ta3apa
MNPUTCKATCIIUTC Ha pa3pCHICHUA 3a THBPrOBUA U AbPIKABUTC UWICHKHU CJICABA Ja
MOJIOYKAT MAaKCUMAIIHU YCHIIMSI 32 IOCTHTaHEe Ha B3aMMHO JIOTOBOPEHA JOCTaBKa Ha
JICKApCTBCHU IMPOAYKTHU B CHOTBCTCTBUC C HOTpC6HOCTI/ITe Ha CbOTBCTHATA AbpiKaBa
qjieHKa, 0e3 HeomnpaBIaHO Ja 3a0aBAT WM BB3MPEISATCTBAT Jpyrata CTpaHa Ja ce
BB3I10JI3Ba OT IIpaBaTa CH 10 HACTOsIIATa JUPEKTHBRA.

JIbpkaBUTE WICHKH UMAT Bh3MOXKHOCT JIa OTMEHST YCIOBHETO 3a ITyCKaHEe Ha Ta3apa
Ha CBOsI TEPUTOPHS 3a ICJIUTE HA yIBIXKABAHETO HA CPOKa Ha 3alllUTa HAa JAHHUTE MPU
IyCcKaHe Ha ma3apa. ToBa MOXe Ja CTaHe Ype3 JeKIapalys 3a JIMICa Ha Bh3paKCHUS
3a yAbJDKaBaHE Ha CPOKa Ha peryliaTopHa 3alluTa Ha JaHHHUTEe. ToBa ce odakBa Haii-
BeYC B CHUTYaIMHTE, KOTATO IyCKAHETO Ha Ta3apa B ONpeelicHa JbpiKaBa WICHKA €
O6€KTI/IBHO HCBB3MOKXHO WJIM KOraToO Ca HaJIMIC CIICHHUAJIHHU NPUYUHU, ITIOpaJu KOUTO
IbprKaBa YICHKA XKellae IyCKaHeTO Ha Ta3apa Jia Ce U3BBPIIU MO-KbCHO.

I/IS[[aBaHeTO Ha JOKYMCHTHU OT ABbPXKABUTC HYICHKW OTHOCHO YABJZKaABAHCTO HAa CpOKa
Ha 3aluTa Ha JAHHUTC 3a HCJIUTC Ha AJOCTaBKaTa HA JICKAPCTBCHU IPOAYKTU BBHB
BCUYKH AbPXKaBU YICHKH, B KOUTO € BaJIUMAHO PA3pCIICHHUECTO 3a TbProBus, II0-
CIICHUAJIHO OTMsHATA Ha YCJIOBUATA 34 TAKOBAa YAbJDKABAHC, B HUKAKHB cnyqaﬁ HC
3acdra ImnpaBoMolMATa Ha AbPXKABUTC YICHKU 110 OTHOUICHMWEC Ha JO0CTaBKara,
OIPCACIIIHCTO Ha HCHUTC Ha JICKAPCTBCHUTC IIPOAYKTHU WM BKIIHOYBAHCTO UM B
oOxBaTa Ha HAallMOHAJTHUTC CXEMH 3a 3APaBHO OCUTYpPsABAHEC. I[’I)p)KaBI/ITe YJICHKH HE CC
OTKa3BaT OT Bb3MOXHOCTTA A4 IIOUCKAaT OCBO60)I(,I[aBaHe 1M JO0CTaBKa Ha CbOTBCTHHA
MNPpOAYKT BbB BCCKM MOMCHT IIPECAN, 110 BPEMEC HAa WJIK CJICH YAbJIDKABAHCTO HA CPOKaA 3a
3aluTa Ha JaHHUTC.

AnTepHATHUBEH HAYMH 3a JOKa3BaHE HA JJOCTABKHUTE € BKIIIOUBAHETO HA JICKAPCTBEHU
MPOAYKTH B TOJOKUTEIEH CIHCHK Ha JIEKAPCTBEHUTE MPOAYKTH, OOXBaHATH OT
HallMOHaJHaTa CHCTeMa 3a 3/paBHO  OCUTYpsIBAHE B  CHOTBETCTBHE C
Hupextusa 89/105/EMO. Cpbp3aHuTe C TOBa MPErOoBOpU MEXAY ApyXKecTBara W
J’bpKaBaTa WICHKa cJe/iBa J1a Ce BOJSAT 100pOCHBECTHO.

JIbpkaBa 4jeHKa, KOSTO CUMTa, 4Ye YCJIOBMATA 3a JOCTaBKa HE ca M3MBJIHEHU 3a
HeilHaTa TEepUTOpHWs, CleABa Ja TMPeICTaBd MOTHBHPAHO CTAHOBHINE 32
HEChOTBETCTBUE HAal-KbCHO B PaMKHTE Ha Ipouenypara Ha [IoCTOSHHHMS KOMHUTET 1O
JIEKapCTBEHHUTE MPOIYKTH 3a XyMaHHA YIOTpeOa 3a BHACSHE HAa MIPOMEHHU, CBBbp3aHa C
MPEJOCTaBSHETO Ha CbOTBETHUS CTUMYIL.

KoMmucusita u appkaBuTe WiIEHKHM cliefiBa HENPEKbCHATO Ja HaOII0JaBaT BCHUUKHU
JAaHHU WM M3BJICUYEHU TIOYKM OT IPWJIAraHETO Ha CHUCTEMara 3a CTUMYJH, 3a Ja
noJo0pAT MpUIAraHeTO Ha TE3M pPa3NopendH, BKIIOYMTEIHO Ype3 aKTOBE 3a
n3nbiaHeHne. Komucusara cienBa 1a CbCTaBU CIUCBHK HAa HAlMOHAJHUTE OPraHU 3a
KOHTAKT IO T€3U BBIIPOCH.

Koraro cboTBeTeH opran B Cbro3a € Ipe0CTaBUIl IPUHYAUTEIIECH JIMLEH3 32 CIIPaBsiHE
C U3BBHpE/IHA CUTYalus B 00acTTa Ha OOIIECTBEHOTO 3/]paBe, peryjaTopHara 3amura
Ha JIaHHUTE MOXE, aKO BCE OIIIE € B CHJIa, Ja MONpeyur Ha e(h)eKTUBHOTO M3IOJI3BaHE Ha
NPUHYAUTETHUS JHUIEH3, Thi KaTO BB3MPENATCTBA pa3pelllaBaHETO Ha TE€HEePUYHU
JIEKapCTBEHW IMPOAYKTH, a OTTaM — M JOCThIAa N0 JIEKApCTBEHH MPOIYKTH,
HeoOXOIMMU 3a TpeojloisiBaHe Ha Kpuzara. [lopagu Ta3u mpuurMHa JEMCTBHETO Ha
3anMTaTa Ha JaHHWTE U Ma3apHaTa 3alluTa clie/iBa Ja Ob/ie CIpsHO, KOraTo € u3/a/ieH
NPUHYAUTENEH JUIEH3 3a CHOpaBsHe C W3BBbHpPEAHA CHUTyalus B o00JacTTa Ha
o0mecTBeHOTO 31paBe. CrnMpaHeTo Ha ACWCTBUETO Ha peryiaTopHara 3alluTa Ha
JTAaHHUTE cJleaBa Ja ObJe pa3pelieHo caMO BbB Bpb3Ka C MPEAOCTaBEHUs
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MPUHYAUTEIICH JTUIEH3 U HeroBus OeHedunmep. CIupaHeTo Ha NEWCTBUETO ClIeBa J1a
O0bJie chOOpaA3EHO C IIeNITa, TEPUTOPHATHUS 00XBaT, MPOABIKHUTETHOCTTA U TIPeIMeTa
Ha MPeI0CTaBeHUS MPUHYIUTEIICH JIUIICH3.

CnupaHeTo Ha JAEHCTBUETO Ha peryjiaTopHaTa 3allUTa Ha JaHHUTE CJeIBa Ja Ce
MPEAOCTaBs CaMO 3a CpOKa Ha BAJUIHOCT HA NPUHYIUTEIHUS JULEH3. ,,ClIupaHe Ha
NEUCTBUETO Ha 3allldTaTa Ha JAaHHUTE M Ha I[a3apHaTa 3alluTa B Clyd4ad Ha
W3BBbHpEAHA CUTyalusi B 00JacTTa Ha OOLIECTBEHOTO 37paBe O3HA4YaBa, Y€ 3alluTaTa
Ha JAHHUWUTC U I1a3apHaTa 3alydTa HAMa Ja UMaT e(beKT 10 OTHOIICHHUEC Ha KOHKPCTHUA
JIMLIEH30I10IyYaTeNl Ha PUHYAUTEIHUS JIMIEH3, TOKaTo TOi € B cuina. Cineq u3Tudane
Ha CpOKa Ha BaJIUAHOCT Ha MNPUHYAUTCIIHUA JIMLUCH3 3allliTaTa Ha OAHHUTC H
razapHaTa 3aluTa BB30OHOBABAT jeiicTBUeTO cu. CrHHpaHeTO Ha JCHCTBHETO He
clie/iBa J1a BOJIY 10 yAbJDKaBaHE HA IIbPBOHAYAIHUS CPOK.

[TonacrosmieM € Bb3MOXKHO 3asBUTEINTE Ha Pa3pelICHUs 3a ThProBUs 3a TEHEPHYHH,
Ouonon00HU, XUOPUAHM W OMOXMOPHUIHHM JIEKAPCTBEHHW NPOAYKTH Ja IPOBEKIAT
W3CIIEABAaHUS M W3NUTBAHMA W Jia W3MBJIHABAT IOCJIEBAIINTE IPAKTHYECKH
M3UCKBAaHUS, HEOOXOAMMH 3a MONTyYaBaHE HA PEryJAaTOPHU OJ0OpeHHs 3a Te3U
JIEKapCTBEHH NPOAYKTH, IO BpEME HA CpOKa Ha JCHCTBHE Ha 3aKpuilaTa Ha IaTeHTa
wim Ha ceprudukara 3a nombiaauTenHa 3akpuia (C/13) Ha pedepentHus nekapcTBeH
IPOAYKT, Oe3 ToBa Ja ce cuuTa 3a HapyuleHue Ha nateHrta win Ha C/I[3. [Ipunaranero
Ha TOBAa OTPaHMYEHO M3KIIOUeHHE obade He e exHopoaHo B Cpro3a m — 3a ga ce
yJACCHH HABJIM3aHETO Ha TMa3apa Ha TEHEPUYHH, OWOMONOOHM, XHOPUIHU W
OMOXMOpPUAHN JIEKapCTBEHW TMPOJYKTH, KOUTO C€ OCHOBaBaT Ha pedepeHTeH
JIEKapCTBEH MPOJYKT — C€ CYHTa 32 HEOOXOAMMO Jla c€ M3SCHH HErOBHAT 00XBaT C
IeJT J]a Ce TapaHTUpPa XapMOHU3HUPAHO NMPUJIaraHe BbB BCHUKU JbP)KaBU WICHKH KaKTO
10 OTHOILICHUE HAa OeHeQHIIMEpUTEe, TaKa U IO OTHOLIEHUE HAa 00XBAaHATUTE JCHHOCTH.
W3kmouennero TpsiOBa aa ObJie OTpaHUYEHO 10 MPOBEXKIAHETO Ha HM3CIEIBAHUS U
M3MUTBaHMA U APYTH JE€HHOCTH, HEOOXOAMMHU 3a Mpolieca Ha PeryIaTopHo 0100peHue,
3a OIEHKaTa Ha 3[ApaBHHUTE TEXHOJIOTMM W 3a HWCKAaHMITAa 32 BBH3CTAHOBSBAaHE Ha
pa3xoauTe, BBIPEKM Y€ 3a TOBa MOXE Ja Ce HaJoXKU Ja ObAaT HU3BBbPLICHU
3HAUUTEITHO KOJIMYECTBO M3MUTBAHUS, 3a Ja C€ JIOKaXe HaJeXKIHO Mpon3BoiACTBO. 1o
BpeMe Ha CpOKa Ha JielicTBHe Ha 3akpuiara Ha nateHTa uian Ha C/I3 Ha pedepeHTHHS
JIEKApCTBEH TPOJIYKT KpaWHUTE JIEKapCTBEHH NPOIYKTH, IMOJNYYSHH 3a IIETUTE Ha
Ipolieca Ha peryaaTopHO 000peHHe, He MOJKE Jla Ce U3I0JI3BAT 32 ThPTrOBCKH LIEIH.

ToBa me nage BB3MOMKHOCT, Hapel C APYroro, Ja c€ IMPOBEXKAAT W3CIEABAHUSA B
MOJIKpena Ha 1eHOOOpa3yBaHETO M BB3CTAHOBSBAHETO HA Pa3XOAUTE, KaKTO M Ha
MIPOM3BOJICTBOTO WJIM 3aKyITyBaHETO Ha aKTMBHH BEILIECTBA, 3alIUTEHU C MAaTEHT, C L1eJ
Jla ce MOJY4M pa3pelIeHHE 3a ThProBUs NPE3 TO3U NEPHUO, KOETO Ile JOIPUHECE 3a
HAaBJIM3aHETO HA Ma3apa Ha FreHepUYHU U OMOMOI00HM JIEKAPCTBEHU MPOIYKTH OIIE OT
I'BPBUS JICH CJIe]] U3THYAHETO Ha CPOKa Ha JIeHCTBHE Ha 3aKpuilaTa Ha MAaTeHTa WK Ha
Ca3.

KoMmnerenTHuTE OpraHm cineaBa Ja OTKa3BaT BAJIMIMPAHETO HaA 3asBJICHHUE 3a
paspelieHne 3a ThProBHs, KOETO c€ [1030BaBa Ha JaHHM 3a pPe(EepeHTEH JIEKapCTBEH
IIPOJYKT, CAMO Ha OCHOBAHUSATA, [IOCOYEHH B HacTosALIaTa JUPEKTHBA. ChIOTO BaXXH U
3a BCSAKO pEUICHHE 3a M3JaBaHe, IPOMsHA, CIIUPAaHEe Ha JEHUCTBHUETO, OTPAHMYABAHE
WIM OTMSHA Ha pa3pelIeHHueTo 3a ThproBus. KOMIETEHTHHUTE OpraHu HE MOXE Ja
MOTUBHpPAT PEIICHHETO CU C APYTHM OCHOBaHHWA. [lo-crnenmanHo Te3u pelIeHHsl He
MOX€E J]a ce OCHOBaBaT Ha craTyca Ha mareHTa wiu Ha C/I3 Ha pedepeHTHUS
JIEKapCTBEH MPOIYKT.
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3a ma ce mpeomoiiee TPEAM3BUKATEICTBOTO, CBBP3aHO C aHTHMHUKpOOHarTa
PE3UCTEHTHOCT, aHTUMHKPOOHUTE CPEJICTBA ClIeJBa Ja CE OIAKOBAaT B KOJHYCCTBA,
KOUTO Ca MOJXOMSINY 33 TEPANeBTHYHUS ITUKBJ, ChOTBETCTBAI HA TO3U MPOIYKT, a
HAallUOHAJIHUTC IIpaBujia OTHOCHO aHTI/IMI/IKp06HI/ITe cpeacrBa, OTIYCKAHU 110
JICKapCKO TMpEANcanue, ce/iBa Ja TapaHTUpar, 4e Te ¢e OTIYCKAaT 10 HauyuH, KOHUTO
OTroBaps Ha KOJHYECTBATa, OMMCAHU B pEIeNTaTA.

IIpenocraBsHeTo Ha MHGOpPMALKA HA MEIUIMHCKUTE CIELUMAINCTH U Ha MalUEHTUTE
OTHOCHO MOJXOAsMIaTa ynorpeda, ChbXpaHEHHWE W H3XBBPISHE HAa AHTUMHUKPOOHU
CpEeZCTBA € CII0JIEIEHa OTTOBOPHOCT HAa IPUTEXKATEIINTE HA Pa3pellieHHsl 32 ThProBUs U
Ha JBbp)KaBUTE WICHKH, KOUTO CJIE/Ba J1a OCUTYPAT MOJIXOASIIA CUCTEMA 3a ChbOMUpaHe
Ha BCUYKU JIEKAPCTBEHU MPOTYKTH.

Brrpeku ue ¢ HacTosaTa JMPEKTUBA CE€ OrpaHUYaBa ynorpedara Ha aHTUMUKPOOHU
CpEeACTBA, KaTo Ce ONPEAEIAT HAKOU KaTerOpuu aHTUMUKPOOHH CpE/ICTBa, KOUTO Ja ce
OTIYCKaT 10 JIEKapCKO MpeANHCaHue [opagy HapacTBallaTa aHTHMUKPOOHA
pe3nucteHTHOCT B Chr03a, KOMIIETEHTHUTE OPraHM Ha AbPXKABUTE WICHKH CIIE[Ba J1a
OOMHCIST JONBJIHUTEIIHM MEPKH, HampuMep pa3liupsBaHe Ha CHHChKAa Ha
aHTUMUKpPOOHMTE  CPEICTBA, OTIYCKAaHM IO JICKApCKO MpeanucaHue, MU
3aIbJKUTEIHO U3BBPIIBAHE HA JMAarHOCTUYHM TECTOBE MpPEOu U3JaBaHE Ha
JIEKapCKOTO NpeAnucanue. KoMIeTeHTHUTE Opraiu Ha Abp>KaBUTE WICHKHU CIIeJBa J1a
OOMHCIAT TaKMBa JOMBIHUTEIHA MEPKH B 3aBUCUMOCT OT pPaBHHIIETO Ha
aHTUMUKPOOHA PE3UCTEHTHOCT Ha CBOSTa TEPUTOpPUS U IMOTPEOHOCTUTE Ha
MAUEHTUTE.

3aMBpCABAHETO HAa BOJUTE U IOYBHUTE C OCTAThIM OT (hapMaleBTHUUHU MPOJYKTH €
HOBOBB3HHUKBAI €KOJIOTUYEH MPOOJIEeM M CHIIECTBYBAT HAay4YHH JOKa3aTejicTBa, 4e
HQJIMYMETO Ha TaKUBa BELECTBA B OKOJHATa CpelJa B pe3yiaTaT Ha TAXHOTO
MIPOM3BOJICTBO, YNOTpeOa U U3XBBPJISHE MPEJCTABIIABA PUCK 32 OKOJIHATA Cpela U 3a
obmecTBeHOTO 3apaBe. OleHKaTa Ha 3aKOHOJATENICTBOTO TOKa3a, ye € HeoOXOJUMO
YKpeTiBaHe Ha ChIIECTBYBAIIUTE MEPKH, 3a J]a C€ HAMAJIM BH3/ICHCTBUETO HA KU3HEHHUS
LIUKBJI Ha JIEKapCTBEHUTE MPOJYKTH BBbPXY OKOJIHATA Cpela U OOLIECTBEHOTO 3/paBe.
MepkuTe ChIIIACHO HACTOSIIMS PErJIaMEHT JOMbIBAT OCHOBHOTO 3aKOHOJIATEJICTBO B
oblacTTa Ha OKOJIHATa cpeaa, Mo-chenuanHo PaMkoBaTa AMpeKTHBa 3a BOJAUTE
(2000/60/EQ"?), JlupexTupaTa OTHOCHO CTaHAAPTUTE 33 KAYECTBO HA OKOJIHATA cpesa
(2008/105/EQ'), MupexktuBaTa OTHOCHO mojg3eMHuTe Bomu (2006/118/EO'),
JlupekTuBaTa 3a NPEYMCTBAHETO HA TIpajcKuTe oTnaabunu Boxu (91/271/EMO'®),

Hupextusa 2000/60/EO na EBpomeiickus mapmamenT u Ha CwBeta oT 23 oktomBpu 2000T. 3a
yCTaHOBSIBAHE Ha paMKa 3a JeictBusta Ha OOmHOCTTa B OOjMacTTa Ha MOJUTHKATa 3a BOJIHTE
(OB L 327,22.12.2000 r., cTp. 1).

Hupextusa 2008/105/EO na EBpomeiickus mapmamenT u Ha CpBera or 16 mexemspu 2008 r. 3a
oTIpeNieNsIHe Ha CTaHAApTH 3a Ka4eCTBO HA OKOJIHATa cpela B 00NacTTa Ha TONHWTHKATa 3a BOAMTE, 3a
W3MEHEeHHe W TocieaBamia oOTMsHa Ha gupektuBm 82/176/EMO, 83/513/ENO, 84/156/ENO,
84/491/ENO, 86/280/EMO na CbBera m 3a n3menenue Ha Jlupexrusa 2000/60/EO na EBpomneiickus
napsiameHT u Ha CpBeta (OB L 348, 24.12.2008 r., cTp. 84).

Hupextusa 2006/118/EO na Epomneiickus napmamenT n Ha CbBera oT 12 nexkemBpu 2006 T. 32
Ona3BaHe Ha IIOJ3EMHUTE BOJM OT 3aMbpcsiBaHe M BiollaBaHe Ha cbcrosHuero uM (OB L 372,
27.12.2006 r., cTp. 19).

HupextuBa 91/271/EMIO Ha CwBera ot 21 maii 1991 r. 3a mpeyncTBaHETO HA TPAACKHUTE OTMAIbYHH
Boau (OB L 135, 30.5.1991 r., cTp. 40).
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JlupexTHBara 3a nuteitHata Boaa (2020/2184'7) u JlupekTuBaTa OTHOCHO €MHCHHUTE OT
npomunuieHoctra (2010/75/EC'®).

3asBiIEHUATA 32 pa3pelIeHNe 3a ThPrOBHS 3a JEKAPCTBEHH MPOAYKTH, IpPEIIaraHu B
Crlo3a, ciesiBa J1a BKJIIOYBAT OLIEHKA Ha pucka 3a okoaHata cpeaa (OPOC) u mepku 3a
HaMaJsiBaHE HA PHUCKA. AKO 3asBUTENAT HE MPEJICTaBU IThJIHA HIM JOCTaThYHO
000CHOBaHA OIIGHKAa Ha pPUCKAa 3a OKOJIHATAa cpeja WM HE INPEUIOKH MEpPKH 3a
HaMaJsiBaHE Ha PUCKA, 32 Jla CE OTTOBOPH B JIOCTaTh4YHA CTENEH HAa PHUCKOBETE,
YCTaHOBEHU B OLICHKATa Ha PUCKA 3a OKOJHATA CPEeZa, U3/1aBaHETO Ha pa3pellIcHUE 3a
THProBus ciensa aa 0bae otkazano. OPOC cnensa na ce akTyanusupa, Korato Obaar
HaJIMYHU HOBU JAaHHU WUJIKM 3HAHHA 3a CbOTBCTHUTC PUCKOBC.

3asBUTENNTE HA Pa3pelICHUs 32 THPTOBHS CJIE/Ba J1a B3eMaT IPEIBH/I IPOLICAYPUTE 32
OLIEHKa Ha pHCKa 3a OKOJHATa cpena, MpeIBUACHU B Apyru npaBHU pamku Ha EC,
KOUTO MOXE Jla CE MpHjiaraT 3a XUMUKAIUTE B 3aBUCHMOCT OT TsAXHara ymnorpeda. B
JOM'BIIHEHHE KbM HACTOSIIMS PETIAMEHT ChIIECTBYBAT YETUPHU OCHOBHH JJPYTH PAMKU:
1) 3a mpomunuienute xumukanu (REACH (Permament (EO) Ne 1907/2006); ii) 3a
ouommmute (Permament (EC) Ne 528/2012); iii) 3a mectumumute (Permament (EO)
Ne 1107/2009) u 1v) 3a BETEpUHAPHUTE JIEKApCTBEHH IPOIYKTH
(Permament (EC) 2019/6). B pamkute Ha 3enenuss nakt Komucusra npemioxu
MOJIXO/I, OCHOBAaH Ha MPUHIIMIIA ,,cTHO BEIIECTBO — €JIHA OIICHKA™ 10 OTHOIICHUE Ha
xuMuKanuTe'’, 3a 12 ce moBumM e(heKTUBHOCTTA HA CHCTEMATa 3a PETMCTPAlUs U 1a
Ce HAMAJIAT Pa3XOJUTE U HEHY)KHUTE U3ITUTBAHUS BbPXY )KUBOTHHU.

EMucuntre u U3XBBPISHETO HAa AHTUMUKPOOHHM CpEACTBAa B OKOJIHATa Cpena OT
IIPOM3BOJICTBEHUTE OOEKTHM MOraT Ja JOBelaT /10 aHTUMHKPOOHA PpPEe3MCTEHTHOCT
(AMP), kosiTo e mpoOieM B CBETOBEH Maliad, HE3aBUCUMO OT OT MSCTOTO Ha
emucuuTe M U3XBbpisHUATA. [lopagu ToBa 00xBarbT Ha OPOC cnensa na Obae
pasiupeH, 3a a ce 00XBaHe PUCKBT OT cesiekTupana AMP mipe3 1enust ®KU3HEeH HUKBIT
Ha aHTUMHUKPOOHUTE CPEJICTBA, BKIIOYUTEIHO POU3BOACTBOTO.

B npennoxeHueTo ca BKIIOYEHH CHILO pa3nopeaOH 3a OCHOBAH Ha pUCKA MOJIXOJ 1O
OTHOLIEHHE Ha 3aabipkeHusATa 3a OPOC Ha mpurexarenure Ha paspelieHus 3a
THproBus npeau okToMBpd 2005 . ¥ IO OTHOIIEHHE HA CH3AABAHETO HA CHCTEMA OT
MoHorpadpuu 3a OPOC 3a akTMBHM BelecTBa. Ta3u cuctema oT MoHorpaduu 3a
OPOC cnenBa na 6be Ha pas3oNOKEHHWE HA 3aABUTEIHTE, 3a J1a 51 U3MOJI3BAT MpHU
n3BbpuiBaHeTo Ha OPOC 3a HOBO 3asiBiIeHNE.

3a JiekapCTBEHUTE MPOYKTH, paszperieHu npeau okroMmepu 2005 r. 6e3 OPOC, crnensa
Ja ce BBBEIAT CIHELUUaTHM pasnopeAdu 3a Cch3gaBaHe Ha IMporpaMa 3a
MPUOPUTH3UPAHE, OCHOBAHO HA PHCKA, NMPHU IMOJABAHETO WIIU AKTyaJIM3UPAHETO Ha
OPOC ot cTpaHa Ha IpUTEKATENUTE HA Pa3pEIICHHUs 32 ThPTOBHSI.

Hupextura (EC) 2020/2184 na Eppomeiickuss mapmamenT n Ha CwBeta oT 16 mekemBpu 2020 T.
OTHOCHO Ka4eCTBOTO Ha BOJaTa, MpeJHa3HA4YeHa 3a KOHCyMaIus oT doBeka (mpepaborena) (OB L 435,
23.12.2020 r., ctp. 1).

Jupexrusa 2010/75/EC na EBpomneiickus napiameHT n Ha CbBera oT 24 HoemBpu 2010 r. OTHOCHO
E€MHCUHTE OT IPOMHUIIJICHOCTTa (KOMIUIEKCHO IIPEIOTBpaTsSBaHE M KOHTPOJ Ha 3aMBbpPCSIBAHETO)
(npepaboren Texcet) (OB L 334, 17.12.2010 r., ctp. 17).

Crobmenne Ha Komucusara no EBponelickus napnament, EBponeiickust cpBet, ChBera, EBponeiickus
MKOHOMHUYECKH M conuaneH komuteT W Komurera Ha peruonute, ,,EBponeicKusiT 3ejieH MakT®,

Bpiokeen (2019 r.) (COM(2019) 640 final).
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Kunep, Upnangusa, Manta u CeBepHa HWMpmanauss TpaguUMOHHO pa3dyuTaT Ha
JOCTaBKaTa Ha JIEKAPCTBEHU MPOAYKTH OT WJIH 1pe3 yacTu oT OOeIMHEHOTO KPaJICTBO,
pasnuunu ot CeBepHa Mpianaus. 3a na ce NpenoTBpaTi HENOCTUI'BT Ha JIEKapCTBEHU
NPOAYKTH U Ja C€ rapaHTHpa BHCOKA CTENEH Ha 3alluTa Ha OOIIECTBEHOTO 37paBe
cien orreryisiHeTo Ha O6ennHeHoTo kpayictBo Bennkobpurtanus u CeBepHa Upnanaus
ot EBporneiickus cbto3 u EBpomelickaTta 0OIIHOCT 32 aTOMHA €HEprusi, € He0OOXOIMMO
Ja ce MpeaBUAAT celn(UYHN AepOoralluu OT HACTOsIIaTa JUPEKTHUBA 110 OTHOIIEHUE
Ha JIEKapCTBEHUTE NPOAYKTH, nocTaBsiHu Ha Kunbwp, Wpnangus, Manta u CeBepHa
Wpnannus ot wim npe3 yactd or OOeAMHEHOTO KpajcTBO, pa3nuyHu oT CeepHa
Wpnangusa. C uen na ce rapaHTupa €JUHHO IpujaraHe Ha rnpaBoto Ha Cbro3a B
IbpKABUTE WICHKH, MPWIOKUMHTE Aeporauuu B Kunsp, Upnannua u Manra ciensa
na ObJaT caMO BPEMEHHH I10 XapakKTep.

3a ;ma ce rapaHTHpa, ye BCUYKM Jena B Cbro3a Iie MMaT JOCThI /10 JIEKAPCTBEHU
IPOJYKTH, pa3pelleHd KOHKPETHO 3a NeAnaTpuyHa yrnorpeda, ciieiBa Korato ogo0pex
IUIaH 3a MeJuaTpU4HO H3CIEJBAaHE € JOBEJl JI0 pa3pellaBaHe Ha MeAUaTPUYHO
IIOKa3aHMUE 3a MPOJYKT, KOMTO Bede ce Ipejjiara Ha nasapa 3a Jpyrd TepareBTHYHU
[IOKa3aHMs, MPUTESKATENAT Ha Pa3pelieHHeTO 3a ThProBus JAa ObJe 3aAbDKEH Ja
MyCHE MPOAYKTA Ha CBHIIUTE Ma3apu B CPOK OT JBE TOAMHHU OT JaTara Ha 0J00psBaHe
Ha MOKa3aHUETO.

B uHTEpec Ha 00MIEeCTBEHOTO 3/IpaBe € HEOOXOIMMO JIa Ce TapaHTUPA HEMPEKHCHATOTO
HaM4Yue Ha Oe30macHu W e(EeKTUBHHM JIGKAPCTBEHU MPOAYKTH, pa3pelieHH 3a
MeANaTPUIHA TIoKa3aHus. ETo 3amo, ako MpUTEKATENSIT Ha pa3pelieHre 3a ThProBus
Bb3HAMeEpsiBa Jla M3TCVIM TaKbB JIGKAPCTBEH NPOAYKT OT Ia3apa, clieBa Ja
CBIIIECTBYBAaT MEPKH, Taka 4e Ja Ce 3ama3d JOCThIBT Ha JCTCKOTO HACEJICHHE [0
BBIPOCHUS JIEKAPCTBEH MPOAYKT. 3a Ja ObJie MOCTUTHATA Ta3u Mei, ATCHIMATA
clieJIBa CBOCBPEMEHHO Ja OBbJe yBEAOMsBaHA 3a TMOJOOHW HAMEPEHHUs W Cie/Ba Ja
OTIOBECTSIBA TE3W HAMEPEHHUS MyOJIMIHO.

3a na ce u30erHe HEHY)XKHA aJIMHHHCTpaTHBHAa U (MHAHCOBA TEXKECT KaKTO 3a
NPUTEXKATEIIUTE Ha pPa3pelleHus] 3a ThProBUs, Taka W 3a KOMIIETEHTHUTE OpraHH,
cienBa Aa ObAaT BBBEIEHU HSAKOM MEPKHU 3a pallMOHAIM3alMs B CHOTBETCTBHE C
npuHIUna ,,1Mdpos no mnoapazoupane”. CrnenBa aa ObJe BBBEIEHO EJIEKTPOHHO
3asiBJICHUE 32 pa3pelleHue 3a ThbProBUs U 32 IPOMEHH B YCIOBUATA HA Pa3pELICHHETO
3a ThProBUSl.

ITo mpaBuyo He cienBa a ce pa3paboTBaT U MPEICTAaBST TUIAHOBE 3a yIpaBlieHHE Ha
pHUCKa 32 TEHEPUYHH U OMOTOJ00HH JIEKapCTBEHU MPOAYKTH, KaToO c€ UMa MPEIBU/I, Ue
3a pedepeHTHUS JIEKAPCTBEH MPOJYKT BeUe MMa TaKbB IUIAH, OCBEH B CHCHH(PUIHU
cllydad, KOTaTo clie/iBa Jia ce MpeACTaBU IJIaH 3a ynpaBlieHue Ha pucka. OcBeH TOBa
M0 TIPaBHJIO PAa3pEIICHUETO 3a THPTOBHS CIIEBA JIa CE M3/aBa 3a HEOTPAHUYCH CPOK;
0 M3KIIOYCHHE PEIICHHE 3a MOJHOBSIBAHE MOXKe J1a ObJie B3E€TO CaMO 10 OCHOBATEIIHU
MIPUYMHU, CBBP3aHU ¢ 0€30ITaCHOCTTA Ha JIGKAPCTBEHUS TIPOTYKT.

B cnydaii Ha puck 3a OOIIECTBEHOTO 3/paBe MPUTEKATEIAT HA Pa3pEUICHHETO 3a
THPrOBUS WJIM KOMIIETEHTHUTE OpraHd ClieJBa Ja MoraT Ja HajaraT CIeIIHA
OTrpaHHYEHUsS] BHB BPb3Ka ¢ 0€30MacHOCTTa WM e(UKACHOCTTA 1O CBOSI MHUIIMATHBA.
B TakbB cimydaii, korato ObJie 3ajeiicTBaHa MpoIleAypaTa Imo ce3upaHe, clie/Ba Jia ce
n30srBa TyONIMpaHe Ha OIICHKATaA.

C men ;ma ce OTroBOpHM Ha TMOTPEOHOCTUTE HAa MAIMEHTHTE, BCE MO-TOJISIM Opoid
WHOBATUBHU JIEKAPCTBEHU MPOJAYKTH C€ MOJyyaBaT OT JAPYTU MPOAYKTH WIH C€
KOM6I/IHI/IpaT C ApYyru nmpoaAyKTH, KOUTO MOXKE Jia C€ MMPOU3BCKIAAT UJIIU U3IMUTBAT U 1ad

41

BG



BG

(82)

(83)

(84)

(85)

ca perylvpaHH ChIJIaCHO MOBeuYe OT elHa MpaBHa pamka Ha Cbhro3a. HamzopsT Han
€IHU U ChUIM OOEKTH CHILO BCE IMO-YECTO CE OCHIIECTBSIBA OT OPraHH, Ch3JAaJEeHU
CBIJIACHO pa3NM4HM MpaBHU pamku Ha Cbro3a. 3a na ce rapantupa 0e30macHO U
e(pHUKaCHO MPOM3BOJICTBO U HAA30p HA TaKMBA MPOIYKTU U Jla CE Ch3Ja/aT yCIOBUSA 3a
MOAXOJAUIO JIOCTaBsiHE Ha MAI[MEHTUTE, € BaXKHO Jla C€ OCUTYPU ChIJIaCyBaHOCT.
ChriaacyBaHOCTTa M NMPUBEKIAHETO B CHOTBETCTBHE B JIOCTaThUHA CTEIEH MOTAT Aa
ObJaT OCUTYPEHH CaMO 4pe3 MOJXOJSII0 ChbTPYAHUYECTBO MpPH pa3paboTBAaHETO Ha
MPAKTUKUATE W TPHHIMIIATE, TMPUJIAraHU CBIJIACHO Pa3IMYHHUTE IMPAaBHU PaMKU Ha
Cpio3a. Ilopaau TOBa yCTaHOBSIBAHETO HA MOJXOSIIO CHTPYAHUYECTBO ClIe[Ba 1A
ObJie 3I0)KEHO B HAKOJIKO pa3nopendn Ha HACTOsIATa AUPEKTHBA, KaTO HApUMEp B
TE3H, 3acsramy KOHCYJNTallMUTe OTHOCHO Kiacu(HIMpaHETO, HaaA30pa WU
pa3paboTBaHETO HA HACOKHU.

3a IMPOAYKTUTE, KOHUTO IMIPEACTABIIABAT KOM6I/IHaI_[I/IH OT JICKAapCTBCH IPOAYKT U
MCIUIMHCKO H3JACIMEC, CIICABA Aa CC YTOYHHU IPUIOKHUMOCTTAa Ha JABCTC CHOTBCTHU
peryjlaTopHu paMK1 U J1a C€ OCUTYpHU INOAXOASAIIO B3aHMOHeﬁCTBHe MCKAY TAX. Tosa
CC OTHACd M 3a HNPOAYKTHTC, KOUTO IPCACTABIABAT KOM6I/IHaIII/IH OT MCIUIIMHCKHN
MNPpOAYKTHU U APYTI'U NPOAYKTH, Ppa3JIMIHU OT MCAUIIUHCKUTC U3JICIIN.

3a ;ma ce rapaHTupa, Y€ KOMIIETEHTHUTE OpPraHH paslojiarar ¢ Ipuiata MHpopManus,
HeoOXoIuMa 3a W3BBpIIBAHATA OT TAX OLIEHKA Ha ISUIOCTHU KOMOHMHAIIMHM OT
JIEKapCTBEH MPOAYKT U MEAUIIMHCKO U3/I€TINE WM OT JIEKAPCTBEH MPOAYKT U IPOAYKT,
pasiauyeH OT MEIULMHCKO M3JeNne, 3aIBUTEIAT Ha pa3pelieHrue 3a ThProBUs Cle/Ba
Jla TIpe/ICTaBs JaHHU, JOKa3Balu Oe3onacHaTa M eeKTHBHA yoTpeda Ha II0CTHATA
KOMOMHAIMsSI OT JIEKAPCTBEHUS MPOAYKT M MEAMIMHCKOTO W3AETUE WU OT
JIEKapCTBEHMSI POAYKT U APYrus NpoAyKT. KOMIIETEHTHUAT OpraH cieqBa ja OLeHsBa
CHOTHOILIEHUETO TOJ3a/pUCK HA I[UIOCTHATa KOMOMHAILIMSA, KaTO B3eMa MPEIBUI
YMECTHOCTTa Ha ymoTpebara Ha JIEKapCTBEHMsI MPOAYKT 33a€THO C MEIULMHCKOTO
W3JIeJINe U C JPYTUS MIPOIYKT.

3a ;ma ce rapaHTHpa, Y€ KOMIIETEHTHUTE OpPraHH paslojiarar ¢ Ipuiata HHGOopManus,
Heo0X0/1MMa 3a U3BBPIIBAHATA OT TAX OLIEHKA HA JIEKAPCTBEHU MPOAYKTH, U3MOI3BaHH
M3KIIIOUYUTETHO C MEAMIMHCKO H3Jenue (T.e. JIGKapCTBEHM NPOIYKTH, KOUTO Ce
IpeJularat B OMakoBKa 3a€IHO ¢ MEJUIIMHCKO U3/EINe UM KOUTO Ile ce yHoTpeOsBaT
C MEIWIMHCKO W3JeHe, MOCOYCHO B KpaTKaTa XapaKTepUCTHKa Ha TMPOJIYKTa),
3asBUTENIAT HA pa3pelleHUe 3a ThProBUs ClieABa Jla NpPEeACTaBs JaHHM, JOKa3Ballld
OesomacHaTta U eQeKTHBHa ynoTpeda Ha JIEKapCTBEHUS NPOAYKT, KaTO CE€ B3ema
IpeaBua ynotpedara My ¢ MEJUIIMHCKOTO u3aenue. KoMneTeHTHUAT opraH ciesisa aa
OLIEHU CHOTHOIIIEHHUETO I0JI33/PUCK HA JIEKAPCTBEHUS MPOAYKT, KATO B3EME MPEIBHI U
ynoTrpedara My ¢ MEAMLIUHCKOTO U3/IEIHE.

B nupexktuBara chIlo Taka ce MOSCHSBA, Y€ MEIULMHCKO H3JIENHe, KOETO € YacT OT
IUIOCTHA KOMOMHANMs, TpsiOBa Aa OTroBapsi Ha OOLIUTE M3MCKBAHUS 32 O€30MacHOCT
u JeictBue, ycraHoBeHHM B mnpuioxeHue I xvm Permament (EC) 2017/745 Ha
EBponeiickus mapnament u Ha Cbpera’’. MemuuuHCKO U3Jede, H3MON3BAHO
M3KJIIOUYUTETHO ¢ MEAMIIMHCKO W3JeHe, TpsiOBa /1a OTroBaps Ha BCUYKU W3UCKBaHUS

Ha Permament (EC) 2017/745. JlekapcTBeH TPONYKT, KOHTO C€ H3MOI3Ba

20

Pernament (EC) 2017/745 na Espomneiickust mapmameHT u Ha CbBera or 5 anpun 2017 r1. 3a
MEIUIUHCKUTE u3Aenus, 3a u3MeHeHne Ha JupekruBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Pernament (EO) Ne 1223/2009 u 3a otmsHa Ha aupektuBu 90/385/EMO m 93/42/EMIO na CoBera
(OBL117,5.5.2017 r., ctp. 1).
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M3KITIOYUTEITHO C METUIIMHCKO HW3JeNie, HO HiIMa CIOMAarareiHO JCHCTBHE CIIPSIMO
TOBa Ha MEIUIIMHCKOTO W3JeNue, cleABa Ja OTroBaps Ha W3HCKBaHHATA Ha
HacrosaTa JMpeKTUBa U Ha [mpepadborenus Permament (EO) Ne 726/2004], kato ce
B3eMa MpEeIBHUJ ynorpebara My C MEAMIIMHCKOTO Hu3Jenue, 0e3 Ja ce 3acsrar
cnenuduunute n3uckpanus Ha Permament (EC) 2017/745.

3a BCHYKM Te3W MPOAYKTH (ISJIOCTHH KOMOWHAIIMK OT JIEKAPCTBEH MPOAYKT U
MEIUIIMHCKO W3JeJINe, JICKAPCTBEHH TMPOJYKTH, H3MOI3BAHN H3KIFOUUTEIHO C
MEIUIIMHCKO U3JIeNIne, U KOMOMHAIIMK Ha JICKAPCTBEH MPOIYKT C MPOIYKT, Pa3InUCH
OT MEIMIIMHCKO H3[eJie) KOMIIETCHTHHIT OpraH CJIe[Ba ChIIO Taka Ja MOXeE Ja
MOWCKAa OT 3asBUTENS Ha pa3pelicHHe 3a THProBHsS Ja IMPEAOCTaBH BCSIKAKBa
HE0OX0/IMMa JOIBIHUTEIHA HHAOPMAILIHS, a 3asIBUTEIISAT HA Pa3pelICHUE 3a ThPTrOBHs
crnenBa na ObAe 3aJbJDKCH Jla NMpPEACTaBH IMOMCKaHaTa MH(OpManus. 3a JeKapCTBEH
NPOJIYKT, KOHTO C€ W3IMOJI3Ba HM3KIIOYMTEIIHO C MEIUIIMHCKO H37eIre, HO HAMa
CIIOMAraTesHO JCHCTBHE CIPSAMO TOBA HAa MEIUIIMHCKOTO H3JCIHEe, 3asSBHUTCISAT Ha
paspellicHre 3a THPrOBUS ChHIIO Taka CieABa Ja NPEACTaBs [0 HCKaHe Ha
KOMIICTCHTHHSI OpraH BCSKakBa JONBJIHUTEIHA HWHPOpPMAIKs, CBbp3aHa C
MEIUIIMHCKOTO H3JeJIMe, KaTo Ce B3eMa MPEIBUI yrmoTpebara My C JIEKapCTBCHHUS
HPOJYKT, KOATO € OT 3HAa4eHWE 3a HAOJIOJICHUETO Ha JICKAPCTBCHHUS MPOIYKT CIICI
nojy4aBaHe Ha paspelieHue, 0e3 aa ce 3acsrar CrenupUYHUTE H3UCKBAHHUSA Ha
[mpepaborenus Permament (EO) Ne 726/2004].

3a uAnoCcTHa KOMOMHAILMS OT JIEKApCTBEH MPOIYKT M MEIUIMHCKO M3JeNne, KaKTo U
3a KOMOWHAIIMHM OT JIEKAPCTBEH MPOIYKT M MPOIYKT, PA3IHUEH OT MEIUIIMHCKO
U3JIeNNe, TIPUTSKATEIST Ha PA3pPEIICHUETO 32 ThPrOBUS CIIE/IBA CHIIO Taka Ja HOCH
OTTOBOPHOCT 32 LEJHsI MPOAYKT, IO Ce OTHACS JI0 ChOTBETCTBHETO HA JIEKAPCTBEHUS
NPOAYKT C M3WCKBAaHMATA HA HACTOAIIATAa JUPSKTHBA © Ha [mpepaboTeHus
Pernament (EO) No 726/2004], wm cnexmBa JAa OCUTYpU KOOpAMHAIMATA Ha
MH(OPMALIMOHHHS TTOTOK MEXKIY OTpaciIuTe MO BpeMe Ha Mpoleaypara 1o OoleHsIBaHe
Y TI0 BpEME Ha KU3HCHUS IIUKBJI HA JICKAPCTBEHUS TIPOAYKT.

3a Aa CC€ rapaHTHpa KadeCTBOTO, Oe3omacHoCTTa U e(l)I/IKaCHOCTTa Ha JICKApCTBCHUS
IMPOAYKT Ha BCUYKHU €Tallkd OT NPOU3BOACTBOTO U PASHPOCTPAHCHUECTO, NPUTCIKATCIIAT
Ha paspCHICHUCTO 3a ThbProBus CJICABa J1da HOCH OTTOBOPHOCT, KOI'aTO € HeO6XOI[I/IMO,
3a MpOCICAABAHCTO HA AKTUBHOTO BEIICCTBO, ITIOMOIMHOTO BECHICCTBO HUJIM BCAKO APYTro
BCIICCTBO, KOCTO CC HU3IIOJ3BAa B IMPOU3BOACTBOTO Ha JICKAPCTBCHUA TIPOAYKT H €
npeaHa3HauCHoO Ja 6"I>I[€ 4acCT OT JICKApPCTBCHUS IMMPOAYKT HUJIM CC OUYAaKBa Aa NPUCHCTBA
B HCTO, HAIPpUMCED MPUMECH, IIPOAYKTU OT pasrpakaaHne Ui 3aMbPCUTCIIN.

B uHTepec Ha 00IIECTBEHOTO 3/IpaBe MPUTEKATEIUTE Ha pa3pelleHus 3a ThProBuUs
cleBa Ja MOraT Ja OCHUTYpST MPOCIEIUMOCTTAa Ha BCSKO BEIIECTBO, KOETO CE
U3MO0I3Ba B JIJICH JIEKapCTBEH MPOAYKT, MPEAHa3HAUYEHO € /a ObJe YacT OT HEro Wiu
CE O4YaKBa Ja IpPHUCHCTBA B HEro, Ha BCHUYKM €TalM OT IPOU3BOJACTBOTO U
PasMpoCTPaHEHUETO M Ja YCTAHOBST BCSKO (DPM3MUYECKO WM IOPUIUYECKO JUIE, OT
KOETO ca MM JOCTaBeHU Te3u BemlecTBa. [lopanu ToBa cienBa na ObAaT BbBEACHU
MpoLEAYypd W CHUCTEMH 3a IMpeAoCTaBsHE Ha Ta3d HH(QOpMalus, ako ToBa €
HEOO0XOJMMO ¢ OIJie] Ha KauyecTBOTO, O€30MacHOCTTa WM e(UKACHOCTTa Ha
JIEKapCTBEHUTE MPOIYKTH.

He moxe na ce otpeue, ye pazpaboTBaHeTO Ha (apMalleBTUYHH MPOJIYKTH € 00JacT, B
KOSATO HayKaTa M TEXHOJIOTMMTE HENpeKbCHATO ce pasBuBar. llpe3 mocnennHute
JIECETHIIETHS! Ce MOSIBUXA HOBH KaTErOpUH JEKapCTBEHU MPOIYKTH — OT OMOJIOTMYHH
u OMONOJOOHM JIEKapCTBEHH INPOAYKTH 10 JIEKAPCTBEHU NPOAYKTH 3a MOJEpHA
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Tepanus win B ObJerie ieueHue ¢ 6akrepruodaru. 3a Te3u KaTerOpuu MPOIYKTH MOXKE
B HJAKOHU CJlIydau Ja Ca H€O6XOI[I/IMI/I aZlaliTUpaHyu NIpaBuiia, 3a Ja C€ OTUYCTAT U3LAIO
TEXHUTE CHEeNU(UIHU XapaKTepUCTHKH. [lopaay Ta3w mpuyunMHaA €IHa OpUCHTHUpaHA
KbM OBJICIIETO MpaBHA paMKa CJIeBa Jja BKIOYBA pa3opea0u, KOUTO Ja IMO3BOJISBAT
TaKoOBa aJalTUpaHE IpPH CIa3BaHE HAa CTPOTH KPUTEPUU U CIEN TPEJAOCTaBSIHE Ha
npaBoMomuss Ha Komucusita Bb3 OCHOBA HAa HAyYHU CTAHOBHUIA OT CTpaHa Ha
EBpomneiickara areHIus 1o JeKapcTpara.

AnanTUpaHeTO MOXE Jla c€ M3pas3siBa B ajalTalys, [OBUIIABAHE, OTMSIHA WIH
OTJIaraHe Ha U3UCKBaHMs B CPABHEHUE CbC CTaHIAPTHUTE JICKAPCTBEHHU MPOIYKTH. To
MOJKE IO-CIIEMAIHO Ja BKJIIOYBA IPOMEHU B M3MCKBAaHUATA 3a JOCUETO 3a TaKUBa
JIEKapCTBEHU NPOAYKTH, HauMHA, IO KOWTO TSAXHOTO KauyecTBO, O€30MacHOCT M
e(HUKaCHOCT ce J0Ka3BaT OT 3asgBUTEIINTE, WM aJalTUPAHU U3UCKBAHUS 32 KOHTPOJ
Ha MPOU3BOJCTBOTO U 3a J0OPH NMPOU3BOACTBEHH NMPAKTHKH, KAKTO U JOIBIHUTEIHU
METOAM 3a KOHTPOJI MpeJu U IO BpEeME Ha MpPUIAraHeTo U ymnorpedara Ha
JIEKapCTBEHUTE MPONYKTH. Ajantauuure obade He cieiBa JAa HaJAXBBPIAT
HEOOXOJMMOTO 3a TIIOCTHTaHE Ha MeiTa 3a aJanTHpaHe KbM crenuduyHHuTe
XapaKTePUCTUKH Ha MPOTYKTUTE.

C men na ce MOBMIIM TOTOBHOCTTA M CIIOCOOHOCTTA 3a pearrpaHe IpH 3arjiaxu 3a
3[paBETO, MO-CIEIHATHO MOsBaTa HA AHTUMHKPOOHA PE3UCTEHTHOCT, aJaNTHPAHUTE
paMK{ MoraT Ja ObIaT OT 3HAa4YECHHUE 3a YJIECHABAaHE Ha Obp3aTa IMPOMSHA HAa ChCTaBa
Ha aHTUMHUKPOOHHTE CPENICTBA, 3a Ja Ce 3ama3u TAXHaTa epukacHocT. M3mon3Banero
Ha YTBBpPACHU IUIATOpMH OM CH3JAN0 YCIOBHA 33 €(PUKACHO M CBOEBPEMEHHO
alanTUpaHe Ha Te3U JICKApCTBEHH MPOAYKTH KbM KJIMHUYHUS KOHTEKCT.

3a na ce ONTHUMM3Mpa HU3IMOJI3BAHETO HA PECYpPCUTE KAaKTO 3a 3asBUTEJIIUTE Ha
paspelleHuss 3a ThProBUS, Taka W 3a KOMIIETEHTHHUTE OpraHu, W Ja ce u3zberHe
NyOnMpaHETO Ha OlLEHKAaTa Ha XUMUYHHMTE AKTHBHHM BEIIECTBA Ha JIEKAPCTBEHUTE
IIPONYKTH, 3asiBUTEIUTE HA pa3pelicHUus 3a TbProBUsA CleABa Ja MOrar Ja ce
[030BaBaT Ha CEPTHU(UKAT 32 OCHOBHA JOKYMEHTAIUsl HA aKTUBHO BEILECTBO WJIM Ha
MoHorpadus ot EBpomnelickata ¢papmakornes, BMECTO Jla IOJJaBaT ChOTBETHUTE JIaHHH,
KaKTO c€ M3UCKBa chriaacHo nmpuioxkenue II. Ceptudukar 3a OCHOBHA JIOKyMEHTalLUA
Ha aKTHBHO BEILIECTBO MOXKE J1a CE€ U3JaBa OT ATEHIIMATA, KOTaTO CbOTBETHUTE TaHHU
3a BBIIPOCHOTO aKTHBHO BEILIECTBO HE ca 00XBaHATH OT MoHorpadus ot EBpornelickara
¢dapmakones MM OT JApPYr cepTU(UKAT 32 OCHOBHA JIOKYMEHTAllUs Ha AaKTHBHO
BemectBo. Ha Komucusra cinenpa na 0bae NpegocTaBEeHO IIPABOMOLIMETO Ja
YCTaHOBM IIPOLIEIypa 3a €JUHHA OLEHKA Ha OCHOBHATa JOKYMEHTallUsd Ha aKTUBHO
BEIIECTBO. 3a J1a C€ ONTHUMM3HMpA JONBIHUTEIHO H3MOJI3BAaHETO HAa PECYpPCHUTE, Ha
Komucusra crneapa na Obe nMpe1ocTaBeHO MPABOMOLIMETO JIa pa3pely U3I0JI3BaHETO
Ha CXeMa 3a cepTU(UIUpaHEe U IO OTHOIIEHHWE HAa OCHOBHUTE JOKYMEHTAIMH 3a
JOIBJIHUTEIIHO KadyeCTBO, T.€. 3a AKTUBHM BEILECTBA, PA3IUYHU OT XUMHUYHUTE
AKTHBHHU BEIECTBA, WM 3a JIPYrM BEIIECTBA, MPUCHCTBAILM B JAJCH JIEKAPCTBEH
IIPOAYKT WJIM HM3IOI3BAHU B HErOBOTO INPOU3BOJCTBO, KAaKTO CE€ U3MCKBA CBHITIACHO
npuioxenue I, Hanpumep B ciydalli Ha HOBHM ITIOMOIIHM BEIIECTBA, aJIOBAHTH,
panuodapmManeBTUYHN MPEKYPCOPH U MEXJIMHHHU MPOAYKTH Ha aKTUBHOTO BEIIECTBO,
KOTraTo MEKIUHHUSAT MPOAYKT € XUMUYHO aKTUBHO BELIECTBO caM IO ce0e cU WU ce
U3II0JI3Ba BHB BPb3Ka ¢ OMOIOTHYHO BEIIECTBO.

Ot cphoOpaxkeHHs, CBBP3aHU C OOIIECTBEHOTO 3JpaBe M MNpaBHATa CHIVIACYBAHOCT,
KaKTO ¥ C OIJIe] Ha HAMAJIIBAaHETO Ha aJIMHHUCTPATUBHATA TEXKECT M MOA0OPSIBAHETO
Ha IMPEICKa3yeMOCTTa 3a MKOHOMHYECKHTE OINepaTopH, cjielBa Ja ce IpHiarar

44

BG



BG

(95)

(96)

97)

XapMOHHU3UpPaHU IIpaBWIA [0 OTHOLIEHWE HAa IMPOMEHUTE BBB BCHUYKH BHJIOBE
paspelieHus 3a ThProBUsl.

VYcnoBusATa Ha paspelleHue 3a THPrOBUSA 3a JaJEH JIEKapCTBEH MPOLYKT MOXKE Jia ce
IIPOMEHAT ClIeJl NMPENOCTABIHETO My. BBIpEKH 4e OCHOBHMTE €JIEMEHTH Ha JaJicHa
IIpOMsiHA ca yCTAaHOBEHHW B HacTosIlaTa AupekTuBa, Ha Kommucusara ciensa na 0b1e
IIPEIOCTABEHO IIPABOMOILMETO Ja JONBJIBA TE3U EJIEMEHTH, KaTO ONpEAcis APYru
HEOOXO/JMMH €JIEMEHTH, Jla aJanThpa CUcTeMara KbM HaydyHHs M TEXHOJOTHYHUS
HamnpeAbK, BKIIOYUTETHO IU(PPOBU3AIMATa, W Ja TrapaHTHpa, 4Ye ce u30srsa
HEHY)KHAaTa aJMMHUCTPATHBHA TEXKECT KAKTO 3a MPUTEKATEIUTE Ha PA3PELUCHUS 3a
THPrOBHUs, TaKa U 32 KOMIIETEHTHUTE OPraHu.

HayuHusT ¥ TEXHOJOTUYHUST HANPEAbK B aHAIN3a HA JaHHU U MH(GpacTpyKTypara 3a
JaHHU TPEAOCTaBsT LIEHHA MOJKpena 3a pa3padOTBAaHETO, pa3pelIaBaHeTo U Hau30pa
Ha JekapcTBeHuTe npoayktu. LludpoBara Tpancopmaius 3acerHa B3eMaHETO Ha
peryjaTopHU peIIeHHs, KOETO Beue Ce OCHOBaBa B IO-TOJsSIMA CTEMEH Ha JaHHU, U
YBEJIMYUM MHOTOKPATHO BB3MOKHOCTUTE Ha PEryJaTOPHUTE OpPraHd 3a JOCTHI 10
JaHHW TIpe3 IeNIMs KW3HEH I[HMKBJ Ha JICKapCTBEHHsI MPOIYKT. B Hacrosimara
JTUPEKTHBA CE OTYUTA KalalUTeThT HA KOMIIETEHTHUTE OPraHH Ha AbP)KaBUTE YICHKU
Ja TOoJy4yaBaT JOCThII M Ja aHAJIM3UpaAT JIaHHU, MPEJOCTaBEHW HE3aBUCHUMO OT
3asiBUTENsl HA pa3pelieHHe 3a THProBUS WIM OT MPHUTEXKATENS Ha Pa3pelIeHUEeTO 3a
THProBusi. Bb3 0OCHOBa Ha TOBa KOMITIETEHTHUTE OPTaHU Ha JbPKABUTE YWICHKHU CIIC/IBA
Jla ToeMaT MHUIIMATHBA 32 aKTyallu3MpaHe Ha KpaTKaTa XapaKTepUCTHKa Ha MPOAYKTa
MpU TIOsIBaTa HAa HOBM JIaHHM 3a €(PUKACHOCTTA WM O€30MaCHOCTTA, KOUTO OKa3BaT
BIIUSTHUE BbPXY ChOTHOIIEHUETO MOJI3a/PUCK HA AJICH JIEKaPCTBEH MPOJIYKT.

I[OCT’I)H’I)T A0 MHAWMBUAYAJIHMW JaHHWU 3a MAUCHTUTC OT KIMHHUYHU H3CJICABAHUA B
CTpYKTypupaH ¢opMmar, KOWTO JaBa BB3MOXKHOCT 3a CTaTUCTHYECKH aHAIW3, € OT
CBIIECTBEHO 3HAUEHHE, 32 Ja C€ MOMOTHE Ha PEryJaTOpHUTE OpraHu Ja paszdepar
MpEe/ICTAaBEHUTE JI0OKa3aTelcTBa M Ja C€ OCUTYpH HHQOpMAIMsS 3a B3eMaHETO Ha
peryIaTopHH PEUIeHHss OTHOCHO CHOTHOIICHHETO MOJ3a/pUCK HAa JAJCH JIEKAPCTBEH
MPOJYKT. BhBekIaHEeTO HA TakaBa BH3MOXKHOCT B 3aKOHO/ATEJICTBOTO € Ba)XXHO, 3a Ja
ce Ch3/lajarT JOIBIHHUTENHU TPEANOCTaBKA 3a OCHOBaHA Ha JaHHU OIICHKAa Ha
CHOTHOILIEHUETO TOJ3a/PUCK HAa BCUUKU €TamlM OT KU3HEHUS ITUKBJ Ha JIEKapCTBEHUS
npoxaykT. Ilopamu ToBa ¢ HacrosmaTa AUPEKTHBA CE€ MPEAOCTaBs MPAaBOMOIINME Ha
KOMITETEHTHUTE OPTaHU Ha JIbP’KaBUTE YWICHKH Jla U3UCKBAT TaKMBa IaHHU B PaMKHTE
Ha OIlEHKAaTa Ha 3asBJICHUS 3a IMbPBOHAYAIIHO pa3pelieHue 3a THPrOBUS H Ha
3asBJIGHHs 3a TIOCTEABAllld TPOMEHHW B paspemnieHue 3a Tbproeusd. [lopaau
YYBCTBUTCIIHUA XapaKTCp Ha 3APABHUTC OAaHHW KOMIICTCHTHHTC OpraHu CJICABaA Ia
OCUTYpSIBAT 3aIlIMTa Ha CBOUTE OMepaIuu 1o oOpabOTBaHETO UM M Ja TapaHTHpaT, ye
ce chma3BaT MPHHIOMIUTE 3a 3alldTa Ha JaHHUTE — 3aKOHOCHOOPA3HOCT,
JTO0OPOCHBECTHOCT U MPO3PAYHOCT, OTPAHUYABAHE B PAMKHUTE Ha IIeNTa, CBEXKIaHE Ha
JAHHUTC A0 MHUHUMYM, TOYHOCT, OIpaHHMYaBaHC Ha CBXPAaHCHHUETO, LAJIOCTHOCT H
noBeputeaHocT. Koraro 3a menure Ha HacTosIIaTa TUPEKTHUBA € HEOOXOAMMO Ja ce
00paboTBaT JIMUYHU JTaHHU, TOBA 00pabOTBaHE CJe/Ba Ja CE U3BBPIIBA B CHOTBETCTBUE
¢ nmpaBoTo Ha ChI03a OTHOCHO 3alllMTaTa Ha TUYHHUTE JaHHU. Besko oOpaboTBaHe Ha
JJUMYHAU JaHHW CBbIVIaCHO HaCToAllaTa MOUPCKTHBaAa CJI€aBa Ada C€ HU3BHpIIBA B
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crotBercTBHe ¢ pernamentu (EC) 2016/679°! u (EC) 2018/1725% na Epomneiickus
napjaMeHT 1 Ha CbBera.

[IpaBunara 3a ¢QapmakonoruuyHa OJUTETHOCT ca HEOOXOAMMM 3a 3alluTara Ha
OOIIECTBEHOTO 31paBe C IeJd Ja Cce IMpeJoTBpaTsBaT, OTKPHUBAT W OLEHSBAT
HEeXKeJIaHUTE PeaklUd KbM JIEKapCTBEHHUTE MPOJYKTH, IMyCHATH Ha ma3apa Ha Cbio3a,
ThI KaTO MBIHUAT NPOPUI HA OE30MACHOCT Ha JIEKAPCTBEHUTE MPOIYKTH MOXKE 1
CTaHE W3BECTEH €IMHCTBEHO CJIe]] KaTo MPOIYKTUTE Beue ca yCHATH Ha ma3apa.

3a nga ce rapanTHpa O€30MACHOCTTA Ha JIGKAPCTBEHHUTE INPOJYKTH, KOMTO Ca B
yrnoTpeda, € He0OX0JMMO CUCTEMHTE 3a apMaKosioruieH Haa30p B Chro3a MOCTOSHHO
Aa CC aJanTupar KbM HAYYHO-TCXHUUCCKHA HAITPECABK.

HCO6XOI[I/IMO € Ja C€ B3€MarT I10J BHUMAHUC IIPOMCHHUTEC, Bb3HHUKBAIIIM B PE3YJITAaT HA
MCXKAYyHapoaHaTa XapMOHU3alu-d Ha OIpcaciiCHusATA, TCPMHHOJIOTUATA n
TEXHOJOTHUYHOTO PAa3BUTHUC B obnacrtra Ha (bapMaKonoquHaTa 6,Z[I/ITCJ'IHOCT.

HapacTBamoro u3nosi3BaHe Ha €IEKTPOHHUTE MPEXH 3a MpeJaBaHe Ha WHPOpPMAIHs
OTHOCHO HEXEeJIaHW PEaKIMU KbM JIEKAPCTBEHU NMPOJYKTH, ThPTyBaHU Ha TEPUTOPUSTA
Ha Cplo3a, MMa 3a Len Ja JajJe Bb3MOKHOCT Ha KOMIIETEHTHUTE OpraHu 3a
€/IHOBpPEMEHEH 0OOMEH Ha MH(pOpMaLus.

B wunrepec Ha Cblo3a € J1a OCHTYpH ChIVIACYBAaHOCTTA Ha CHCTEMHUTE 32
(bapMakoJIornyHa OJUTEITHOCT 3a JICKAPCTBECHUTE MPOIYKTH, KOUTO Ca pa3peIleHH IO
LEHTpAIM3UPAHATA TPOLENypa, U Ha TE3U, KOMTO Ca Pa3pelieHH 110 IPYTH MPOLEIyPH.

IIpurexartenure Ha pa3pelIeHUE 3a ThbProBUsA CJIEABA 1a HOCAT OTTOBOPHOCT IO CBOS
WHUIIMATHBA 3a TeKymara (apMakoJIOTHYHAa OJWTEIHOCT MO OTHOIICHHE Ha
JIEKApCTBEHUTE NPOAYKTH, KOMTO IIyCKaT Ha Ia3apa.

VYnorpebara Ha OUBETUTENN B JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MEIUIMHA U
BbB BETEPUHAPHUTE JIEKAPCTBEHU MPOAYKTH T[IOHACTOSIIEM CE€ peryimpa oT
Jupextusa 2009/35/EO na Esponeiickus napnament u Ha ChBeTa’® M e orpaHuueHa
70 pa3pelieHuTe ouBeTuTenn B cboTBeTcTBHE ¢ Permament (EO) Ne 1333/2008 na
Esponeiickust napnament u Ha ChbBeTa OTHOCHO J0OaBKUTE B XpaHuTe>?, 3a KouTo ca
onpenenenn cnenuduxamu B Permament (EC) Ne 231/2012 wa Komucusta®. 3a
ynorpebara Ha MOMOIIHU BEUIECTBA, Pa3jIMUYHU OT OLBETUTEIUTE, B JIEKAPCTBEHUTE
MPOJYKTH Ce Mpuiarat npaBuiata Ha Cb03a OTHOCHO JIEKAPCTBEHHUTE MPOAYKTH U TS

21

22

23

24

25

Pernmament (EC) 2016/679 na EBpomeiickus mapinameHT U Ha CpBeta oT 27 ampun 2016 r. OTHOCHO
3aIIMTaTa Ha (PU3NYECKUTE JIMIA BbB BPb3Ka ¢ 00pabOTBaHETO HA JIMYHU JJAHHU U OTHOCHO CBOOOIHOTO
JIBIDKEHUE HA TaKWBa JAaHHH U 32 OTMsAHA Ha JJupektuBa 95/46/EO (OOmI periaMeHT OTHOCHO 3alUTaTa
Ha nanaute) (OB L 119, 4.5.2016 r., cTp. 1).

Pernament (EC) 2018/1725 na EBponeiickus napiaameHT 1 Ha CbBeTa oT 23 oktoMBpH 2018 T. OTHOCHO
3amraTta Ha (U3NYECKUTE JIUIAa BBB BPB3Ka ¢ 00pabOTBAaHETO HAa JUYHU NAaHHH OT MHCTUTYIUUTE,
opraHuTe, ciayx0ute u areHIuHATe Ha CHI03a U OTHOCHO CBOOOIHOTO JBMKCHHWE HA TaKWBA JAHHU W 3a
ormsiHa Ha Permament (EO) Ne 45/2001 u Pemenme Ne 1247/2002/EO (OB L 295, 21.11.2018 r.,
ctp. 39).

HupextuBa 2009/35/EO na Empomeiickus mapiameHT n Ha CbBera oT 23 ampuin 2009 r. OTHOCHO
OLIBETHUTENNTE, KOUTO Morar ja ce No0aBsAT KbM JiekapcTBeHH npoayktu (OB L 109, 30.4.2009 r.,
ctp. 10).

Pernament (EO) Ne 1333/2008 na EBpomneiickust mapnamenT U Ha CobBera ot 16 nexemBpu 2008 1.
oTHOCHO o6aBkute B xpanurte (OB L 354, 31.12.2008 ., cTp. 16).

Pernament (EC) Ne 231/2012 na Komucusita ot 9 mapt 2012 r. 3a onpezeinsiHe Ha crenU(UKAINA Ha
Jo0aBKMUTE B XpaHWTe, BKIOUeHH B crnuchuure B mpmioxenus I wm Il kem Permament (EO)
Ne 1333/2008 na EBpomnetickus mapnament u Ha Cpeera (OB L 83, 22.3.2012 r., cTp. 1).
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Ce OIEHSABA KaTO 4YacT OT OOIIOTO CHOTHOIICHWE IO0JI33a/pUCK Ha JAJCH JICKapCTBCH
MPOAYKT.

OnutsT NoKa3Ba, 4e € He0OXOAMMO /10 U3BECTHA CTEIEH Jla Ce 3ara3y NPUHLUIBT Ha
yrnoTpebara Ha OLBETHTENH, Pa3pelieHd KaTo J00aBKH B XpaHWUTE, B JIEKAPCTBEHUTE
npoayktH . Llenecbo0pa3Ho e obaue ChIlo Taka Jja ce NPeABUIM ClielalHa OL[eHKa Ha
ynorpedaTa Ha OLBETUTENIN B JIEKAPCTBEHUTE IMPOJYKTH, KOraTro JAajieHa J00aBKa B
XpaHuTe ObJe U3BaJieHa OT ycTaHOBeHUs B Chbro3a CIIUCHK HA JOOABKUTE B XPaHUTE.
ITopagu ToBa B TO3U KOHKpeTeH ciaydail EMA cnenBa 1a u3BbpIlIBa CBOsI OLIEHKA Ha
ynoTtpebara Ha CbOTBETHHSI OL[BETUTEII B JIEKAPCTBEHU IPOAYKTH, KaTo B3e€Me IpeIBU
craHoBulieTo Ha EOBX M OCHOBHHTE Hay4yHM JI0Ka3aTeJCTBA, KAKTO M BCSKAKBU
JOI'BJIHUTESTHY HAayYHHU J0Ka3aTesICTBA, M KaTo OOBbpHE CHEelMaTHO BHUMaHHME Ha
ynorpebaTa My B JiekapcTBeHU npoayktu. EMA cnenBa cblllo Taka Ja oTroBaps 3a
IIPOCJIECAABAHETO HA BCUYKU HAyYHHU JIOKA3aTeJICTBA OTHOCHO OLBETUTEIINTE, 3alla36HU
camMmo 3a cneuuduuHa ymnorpeba B JekapcTBeHM npoayktu. llopaau ToBa
HupextuBa 2009/35/EO cnensa ga 0b11e OTMEHEHA.

[Ilo ce oTHacst 1O HaA30pa M MHCIEKIUHTE, CJIEABA MPOHM3BOJACTBOTO W BHOCHT Ha
U3XOJHU MATePHAIN WM MEXKIUHHU MPOAYKTH, KAKTO M Ha (QYHKIIMOHAIHH TOMOIIHH
BEIECTBA, Jla MO/JIekKAT Ha HAOJIOJCHHE MOPaIM TAXHOTO CIIOMAraTeliHO NEeHCTBUE
CIIPSIMO aKTHBHOTO BEILIECTBO U BB3MOXKHOTO MM Bb3JCHCTBHE BBPXY KadeCTBOTO,
0e3omacHOCTTa M €(h)UKACHOCTTA Ha JIEKAPCTBEHUTE TPOILYKTH.

OcHoBHaTa 1M HAa  BCsAKa  pasmopeada  OTHOCHO — TPOM3BOJICTBOTO U
Pa3NpOCTPAaHCHUETO Ha JICKAPCTBEHHW TPOJYKTH ClenBa Ja ObJe OIMa3BaHETO Ha
OOIIIECTBEHOTO 3/]paBe.

CnenBa npa ce rapaHTHpa, Y€ HAA30pBT M KOHTPOIBT HAa MPOU3BOACTBOTO U
pa3NpOCTPAHEHUETO HA JIEKAPCTBEHUW TMPOAYKTH B IbpKaBUTE UICHKU C€
OCBILECTBSIBAT OT OQUIIMATHU TPEICTABUTEIIM HA KOMIETEHTHUS OpraH, KOWTO
OTrOBapsAT HAa MUHUMAITHUTE YCIIOBUS 32 KBaTU(UKAIIHS.

BB3MOKHO € 1a mMa ciydau, IpU KOUTO CE€ Hajara eTanuTe Ha IPOU3BOJICTBO WIH
M3MUTBaHE Ha JICKApCTBEHM MPOAYKTH Ja ObJaT OCHILECTBSIBAHM Ha MecTa B OJIM30CT
N0 TAIMEHTUTE, HApUMEp IPH JIEKapCTBEHUTE NPOAYKTH 3a MOJAEpPHA Tepamus ¢
KpaTbK CpPOK Ha TOAHOCT. B TakuBa ciiydyan MOXKe Ja C€ HAJOXM TE3U €Talld Ha
MIPOM3BOJICTBO WJIM M3MMTBAHE Ja ObJAT JAELEHTPAIU3UPAHHU U Ja C€ OCHILECTBABAT B
MHOT'0 00€KTH, 3a Ja ce JOCTUTHE /10 nauueHTure B 1enus Crio3. Koraro eranure Ha
IIPOU3BOJICTBO WJIM U3IUTBAHE Ca JICLEHTPAIU3UPAHHU, TE€ CIEABA J1a CE OCBIIECTBSABAT
Ha OTrOBOPHOCTTa HAa KBAIM(UIMPAHOTO JHUIE HA paslojlaranl ¢ pasperieHue
LEHTpaleH 00eKT. 3a JACIEHTPATU3UPAHUTE OOCKTH HE CIIeJ[Ba Jla CE U3MCKBA OTIEITHO
paspelieHue 3a MpOU3BOJCTBO, PA3IMYHO OT M3/J3JEHOTO HAa CHOTBETHHUS LEHTPAJICH
00eKT, HO Te cie/Ba Aa ObJIaT peruCTPUPAaHU OT KOMIIETEHTHHUSI OpPraH Ha JbprKaBaTa
YJIEHKA, B KOSITO € YCTAaHOBEH JICICHTPAIU3UPAHUAT 00eKT. B ciyuail Ha nekapcTBeHU
NPOAYKTH, CBHIBPXKAIIM, CBCTOSAIIMA CE€ WIM TOJXy4eHH OT aBTosiokHu BUII,
JeLIeHTpaIU3UpaHuTe 00EKTH TpsOBa Ja ObAAT PErHCTpUpPaHHU KaTo OOEKTH, B KOUTO
ce M3BBpIIBAT AEMHOCTH, CBbp3aHu ¢ BUII, ceriacHo ompeneneHueTro u mo pena Ha
[Permamenta otHOocHO BUII], m na mpurexkaBaT perucrpanus 3a ACHHOCTHTE IO
Iperyie]l U OIEHKA Ha JONYyCTUMOCTTa Ha JOHOPWUTE, W3CIICIBAHE HA JIOHOPHUTE H
coboupane Ha BUII niam camo 3a neifHocTHTE MO chOMpaHe B ciy4yail Ha MPOJYKTH,
MIPOM3BE/ICHH 32 aBTOJIO’KHA yIOTpeoa.

KauectBoTO Ha JICKAPCTBCHUTC MPOAYKTH, TPOU3BCACHU HJIM NPCIJIaraHu B Cmosa,
ciaeaBa aa 6’1)216 rapaHTUpaHoO 4YpE€3 U3MCKBAHCTO aKTUBHUTEC BCIICCTBA, NU3IIOJI3BAHU B

47

BG



BG

(111)

(112)

(113)

(114)

(115)

(116)

(117)

TEXHHUsI ChCTaB, J1a OTTOBAPSAT HA MPHHIMIINTE HA 100para MPOU3BOACTBEHA MPAKTHKA
[0 OTHOIICHWE Ha TE3W JIeKapcTBeHW MpoaykTH. Oka3Ba ce Heo0XoauMo Ja ce
YKpersT pasnopenoute Ha Cbro3a OTHOCHO WHCIICKIIMUATE U J1a C€ ChCTaBH 0asza JaHHU
Ha Cbl03a 3a pe3yaTaTUTe OT THX.

[IpoBepkara Ha CBHOTBETCTBHETO C TWPaBHUTE W3MCKBAaHHUA 33 MPOU3BOJICTBO,
pasrnpocTpaHeHne U yrnotpeda Ha JIEKAPCTBEHU MPOAYKTH OT CHOTBETHHTE CyOEKTH
Ype3 CUCTeMa 3a HaJ30p € OT OCHOBHO 3HAuYCHHE, 3a Jla Ce TapaHTupa e(HEeKTUBHOTO
MOCTUTAaHE Ha IICIMTE Ha HAcTosmara AWpeKkTuBa. llopaau TOoBa KOMIETCHTHHTE
OpraHd Ha JIbPXKABUTE WICHKW CIIEJiBA Jla WUMAT IPABOMOIIMETO Ja H3BBPIIBAT
WHCIEKIIMM Ha MSCTO WM JUCTAaHIIMOHHO KAaTO 4YacT OT CHUCTeMaTa 3a Haa30p Ha
BCHYKHM €Tald OT IPOW3BOJCTBOTO, pAa3lpPOCTPAHEHHETO W ymoTpebara Ha
JIEKapCTBCHH MPOJIYKTH WM aKTUBHU BEIIECTBA W Ja MOTaT Ja ce I030BaBaT Ha
pe3yATaTUTe OT MHCIEKIUUTE, U3BHPIIBAHU OT JIOBEPEHH KOMIIETCHTHU OpPTraHU Ha
TPETH IbpXKaBU. 3a Ja ce 3ama3d ¢EKTUBHOCTTA HA WHCIEKIUUTE, KOMIICTCHTHHUTE
OpraHu cjieJiBa Jja UMaT Bb3MOXHOCT Ja U3BBbPIIBAT ChBMECTHH MHCIICKIIUU U KOTaTo
€ Heo0X0IMMO, BHE3AITHH MHCIIEKIIHH.

KommerenTHHTE OpraHu cCjicJiBa Ja OIPCAC/IAT 4CCTOTAaTa Ha KOHTPOJIA, KaTO B3€Mar
npeaBua O4akKBaHUA PUCK K OYaKBaHaTa CTCIICH HAa U3II'bJIHCHHUEC Ha U3MCKBAHUATA ITIPU
Pa3IMuHU obcrogrencTea. To3u nmoaxod ciacaBa Ada Jaa€ BB3MOXHOCT Ha TC3H
KOMIICTCHTHHU OpraHyd Ada HacodBaT PECYpCHUTC TaM, KbIACTO CHIICCTBYBA HaAN-TOJISIM
PHUCK. B Hsakon CJIydan CUCTEMATa 34 HAA30p CJICABa Ia CC IIpujiara HE3aBUCUMO OT
PaBHUIICTO Ha PUCK WM HAJIWMYHUCTO Ha CBMHCHHUA 3a HCCBOTBCTCTBUEC, HAIIPUMCP
npean U31aBaHCTO Ha paspClICHUA 3a IIPOU3BOACTBO.

B pamkuTe Ha mpoueaypata 3a cepTuduIpaHe Ha TPUTOAHOCTTa HA MOHOTpaHuHUTe
Ha EBponeiickara Qapmakones EBponelcKusT aupekropaT MO KayecTBOTO Ha
JeKapcTBaTa U 3/IpaBeola3BaHeTo, ch3faneH oT Ceeera Ha EBpoma, nmposepsiBa upes
MHCIIEKIUU JalIi JaHHWUTE, IPEACTABEHU OT 3asBUTEIIA, IOTBBPKAABAT IIPUTOAHOCTTA
Ha MOHOTpauuTe 32 KOHTPOJ HA XUMUYHATA YUCTOTA, MUKPOOHOJIOTMYHOTO Ka4eCTBO
u pucka or TCE (ako e mnpunoxumo). Toil cbII0O Taka NpoBepsiBa Jalu
MIPOM3BOJICTBOTO CHOTBETCTBA Ha J0OpaTa MPOU3BOJCTBEHA NMPAKTUKA 32 aKTHBHUTE
BEIeCTBA. B 3aBUCHUMOCT OT pe3yaTaTa OT MHCIEKLUATa EBPONEUCKUAT TUPEKTOpaT
II0 Ka4yeCTBOTO Ha JIEKapCTBaTa W 3JpaBEONa3BAaHETO WIM Jbp)KaBaTa YJICHKA,
yJyacTBallla B MHCIEKIMTA, U3/1aBa CePTU(UKAT 32 CbOTBETCTBUE UM HECHOTBETCTBUE
¢ 1o0para NpoU3BOJCTBEHA IIPAKTHUKA.

Besko npeanpusTue, KOETO MPOU3BEXIa WU BHACS JEKApPCTBEHU MPOAYKTH, CIeIBa
JIa pasmonara ¢ MEXaHW3bM, KOWTO Ja JaBa BB3MOXKHOCT Jla C€ TapaHTUpa
CHOTBETCTBUETO HAa MH(OpMAIHATA, MPEAOCTaBEHA 3a JaJeH JEKapCTBEH MPOIYKT, C
0JIOOPEHHTE YCIIOBHS Ha yroTpeoa.

yCJIOBI/IHTa, KOHUTO YpCKAAT JOCTABAHCTO HA JICKAPCTBCHU MPOAYKTU Ha HACCIICHUCTO,
CJICABa J1a C€ XapMOHU3Upart.

3a Ta3u 1en BCAKO JHIIEe, KOETO MbTyBa B paMkuTe Ha ChI03a, UMa MPaBO Ja HOCH ChC
cebe cu 3a coOcTBeHa ymoTpeda pa3yMHO KOJHWYECTBO JIEKAPCTBEHH IMPOIYKTH,
npuaooutu mo 3akoHeH HauumH. CneaBa Ja € BB3MOXKHO CHIIO Taka JUIATa,
YCTaHOBEHHM B €/IHA Jbp)KaBa WICHKA, Ja TMOJy4aBaT OT Apyra Ibp)kaBa YIEHKa
pa3yMHO KOJIMUYECTBO JIEKAPCTBEHH MPOJIYKTH 32 COOCTBEHA ymoTpeoba.

[lo cunara Ha [mpepaborenusi Permament (EO) Ne 726/2004] Hsikom JekapcTBEHU
MPOAYKTH ca IMpeAMET Ha pa3pelieHue 3a Tbprosus Ha Cpio3a. BbB Bpb3ka ¢ ToBa €
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He00X0IMMO J1a ObJIC YCTAHOBEH HAYMHBT Ha OTIYCKAHE Ha JICKAPCTBEHUTE MPOIYKTH,
oOXBaHATH OT pa3pelieHue 3a Thbproeus Ha Chro3a. CreoBaTeIHO € BaXHO Ja ObaaT
OIpe/ie]icHu KPUTEPUH, Bb3 OCHOBAa Ha KOMTO Jia CE B3eMaT PEIICHHITa OT CTPaHa Ha
Crr03a.

[Topanu TOBa € menecb0Opa3HO J1a C€ XapMOHHM3UpAT OCHOBHHMTE IPUHIIMIIH,
MPUIOKKMMUA KbM HAauMHA Ha OTIYCKaHE HA JIEKApCTBEHU MPOJAYKTH B Chi03a WM B
ChOTBETHATA JbprKaBa YjeHKA, KaTo 3a OTIPaBHA TOYKA CE B3€MaT BEY€ YCTAHOBCHHTE
OpUHOHWIA B ToBa oTHomeHWe oT CwBera Ha EBpoma, xakro u paborata Mo
XapMOHM3AIUATA, U3BBPIIEHA B paMkuTe Ha OpraHuzamusata Ha 0O0CTUHEHUTE HAIUU
OTHOCHO TICUXOTPOIIHUTE WJIM YIOHBauuTe BellecTBa — EauMHHATA KOHBEHLUS Ha
OOH no yno#Bammute BemectBa OoT 1961 r. m KoHBeHlMsATa 3a MCUXOTPOIHHUTE
BemecTBa ot 1971 1.

MHoro onc€panyru, BKIIOYBaIlW ThbpTOBHA Ha €ApPO C JICKAPCTBCHU IIPOAYKTH, MOXE a
O6XBaHIaT CAHOBPCMCHHO HAKOJIKO ABPIKABU YJICHKHU.

Heo6xoaumo e 1a ce ynpaxHsBa KOHTPOJ BbpXY Lisfjara AUCTpUOYTOpPCKa Bepura 3a
JIEKapCTBEHU MPOAYKTM — OT IPOU3BOJCTBOTO MM OT BHoca B Cpio3a [0
JOCTAaBIHETO UM Ha HACEJIEHUETO — Taka 4e Jia Ce rapaHTupa, 4e T€ CE ChXPaHABaT,
TPaHCIOPTUPAT U C TAX ce OOpaBU MpHU MOAXOIALIM yciaoBUs. M3UCKBaHUATA, KOUTO
clIe[iBa Jja C€ IPUEMAT 3a Ta3| LIeJl, € YJIECHAT B 3HAUUTEIHA CTEIEH U3TEIVISIHETO Ha
ne(GeKTHH MPOIYKTH OT Ta3apa M e JafaT Bb3MOXHOCT 3a M0-e()eKTUBHU JIEHCTBUS
Cpelly JEKapCTBEHUTE NPOAYKTH C IIOJIIPABEH €TUKET.

Bcekn y4acTHHK B THProBHATa Ha €IpO C JIGKAPCTBEHM MPOAYKTH CJeaBa Ja
NpUTEkaBa CIEIHATHO paspeuieHue. dapmaneBTUTEe M JIMIATa, ONPABOMOIICHU A
JIOCTaBAT JIGKAPCTBCHU IMPOAYKTH HA HACEICHHETO, YHMATO JECHHOCT ce OrpaHM4aBa
caMo 10 TOBa, CielBa Ja ObJaT OCBOOOJEHM OT 3aJBIDKCHHETO 3a IMOJydaBaHEe Ha
TaKoOBa pa3pemieHue. 3a IeJUTe Ha KOHTPOJIAa Ha IslaTa JUCTPHOYTOpCKa BEepura 3a
JEKapCTBEHH TMPOAYKTH ob0aye € HeoOxXoauMo QapMmaneBTUTe | JIUIATa,
OIPAaBOMOIIICHN Jia JIOCTaBAT JICKAPCTBCHU IPOAYKTH HA HACEJICHUETO, J1a BOJIAT
JIOKyMEHTaIMs, B KOHWTO C€ OTpa3sBaT CHCIKATE C TOJIYYEHHTE JIEKapCTBEHU
MPOJIYKTH.

Pa3pemeHHeT0 3a TbpProBUA Tpf[6Ba Aa 6’5)16 npeaMeT Ha ONpEACIICHU OCHOBHU
HU3UCKBaHH, YUCTO CIIa3BaHC € OTrOBOPHOCT HAa CHLOTBETHATA AbpiKaBa YJICHKA, a
BCAKa AbprKaBa YJICHKA TpH6Ba Ja Mpu3HaBa paspClICcHuATa, U3AAJCHU OT OCTAaHAJIUTC
ABPIKABU YJICHKHU.

Hsaxonm nbpxkaBuM 4wI€HKHM HajgaraT Ha TBPrOBIUTE Ha €ApO, KOUTO JIOCTaBAT
JIEKapCTBEHH MPOAYKTH Ha (DapMalleBTUTE U Ha JIMIATa, ONMPABOMOIIECHU Ja IOCTaBAT
JIEKApCTBEHH MPOYKTH HA HACEJIEHUETO, ONPEICICHU 3aIbJKEHHS 3a U3BbPIIBAHE HA
oOmiecTBeHa ycinyra. JppkaBUTe YJIEHKM ClIe[[Ba Ja MoraT Ja HpoJb/DKaBaT [Ja
HajararT Te3M 3aJb/DKEHUS Ha THProBUUTE HA €Ip0, YCTAaHOBEHM Ha TIXHATa
tepuropus. Te cieaBa na UMaT Bb3MOXKHOCT Jla TM MPWJIAraT U MO OTHOIICHHE Ha
TBPrOBIIMTE HA €IpO B OCTAHAIUTE AbpPXKABU UJIEHKHU, IMPU YCIOBHE Y€ TE3U
3abJDKEHUSI HE Ca MO-CTPOTM OT HAJIOKEHUTE HA TEXHUTE THhPrOBLUM HAa €ApO U 4e
TaKUBa 3a/bJDKEHUS] MOTAT JIa C€ CYMTAT 3a ONpaBAaHM OT IJIeHA TOYKA Ha 3aluTara
Ha OOIIECTBEHOTO 3/IpaBe U ca MPONOPIMOHATHYU HA LEJIUTE Ha Ta3u 3alluTa.

CJ'ICI[Ba Ja €€ ONPCACIIAT IpaBUjla OTHOCHO HAYUMHUTE Ha MMPEACTABAHC HAa CTUKCTUTEC U
Ha JIMCTOBKUTC.
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Paznopendute, ¢ kKouTo ce ypexaa nHpopManusTa, mpeaoCcTaBsiHa Ha TOTPEOUTENHTE,
CJICABa Ja OCUTYpsABAT BHCOKO PAaBHUIIC HaA 3alldTa Ha HOTpeGI/ITeHI/ITe, TaKka 4€
JICKQpCTBEHHUTE TMPOJYKTH Jla MOTAT Ja C€ YIOTpeOsiBaT MPABWIIHO Bb3 OCHOBA Ha
n3ueprnarenHa u pazoupaema nHGopMaIusi.

T"pr‘OBI/IHTa C JICKApCTBEHU MNPOAYKTH, YHHUTO €THUKCTHU W JMCTOBKHU OTIrOBapsAT Ha
HU3UCKBAaHHATA Ha HaCToAllaTa MAOUPCKTUBA, HEC CJICABa Hda CC 3a6paH;IBa U1
BB3IPCIATCTBA IOPAaA OCHOBAaHUA, CBbpP3aHN C CTUKETHUTC UJIU JIUCTOBKHUTC.

N3noi3BaHeT0 Ha €IEKTPOHHU M TEXHOJOTMYHU BB3MOXKHOCTH, PAa3JIM4HUA OT
JUCTOBKUTE Ha XapTHEH HOCHUTEI, MOXKE Ja YJIECHH JAOCTbIIA 1O JIEKapCTBEHU
IIPOAYKTH U PaA3NpPOCTPAHCHUETO HA JICKAPCTBEHHM IPOAYKTH M CIl€[Ba BHHArU Ja
rapaHTHpa €JHaKBO WU I0-100p0 KayecTBO Ha MH(POPMaLUATA 32 BCHUKH NTAIIUEHTH B
CpaBHEHHE ¢ HH(POPMAIUATA 32 IPOAYKTA HA XapTUEH HOCHUTEI.

B npprkaBuTE WICHKH ce HAOMIOJaBaT pa3IMuHU paBHUIIA HAa MUGPOBA IPAMOTHOCT U
Ha J0CThIl 70 uHTEepHET. OCBEH TOBa MOTPEOHOCTUTE HA MAIMEHTHUTE M Ha
MEJIUIIMHCKUTE CICIHAIMCTH MOXE J1a ce pasnuuaBar. [lopaau ToBa € HE0OXOAUMO
IBbpKABUTE WICHKU Ja pasmoliaraT ¢hC CBOOOJA Ha TPEIEHKAa 0 OTHOIICHHWE Ha
MIPUEMaHEeTO Ha MEPKH, C KOUTO Jia C€ JaBa BB3MOXKHOCT 3a MPEIOCTaBSHE Ha
nH(pOpMaNKS 32 TPOAYKTA B CICKTPOHECH (OopMaT, KaTO CHIIEBPEMEHHO CE FrapaHTUpa,
4Ye HUKOW MalMeHT HsAMa Ja Objae mpeHeOperHar, OTYUTAT c€ MOTPEOHOCTUTE Ha
Pa3IMYHUATE BH3PACTOBH IPYIH M Pa3IMIHUTE PABHUIIA HA ITU(POBA IPAMOTHOCT CPE.l
HACEJICHHETO M C€ OCHUTypsiBa HAJIMYUMETO Ha JIECHO JOCThIIHA HH(pOpMalus 3a
MPOJIYKTa 3a BCUUKH MalMeHTH. JIbpKaBUTE YICHKHU CIEBa IMMOCTENEHHO Ja Pa3IIUPAT
BB3MOXKHOCTUTE 3a MperocTaBsiHe Ha HH(OpMamus 3a TPOAYKTa B EIEKTPOHEH
¢dbopMaT, Karo CHIICBPEMEHHO TapaHTUPAT IBIHOTO CHOTBETCTBHE C IpaBWIATa 3a
3allUTa Ha JIMYHUTE JaHHU U CE MPUABPKAT KbM XapPMOHU3MPAHUTE CTaHIAPTH,
paszpaborenu Ha paBHuIeTo Ha EC.

Koraro pnbpxkaBuTe YIEHKHM pellar, 4e JIMCTOBKaTa CleJBa IO IPHUHLMII Ja ce
MIPEIOCTaBsl CaMO B €JIEKTPOHEH (opmaT, T€ Cle[Ba ChIIO Taka Jla rapaHTHpaT, 4ue
BEepcUsl Ha JINCTOBKAaTa Ha XapTHEH HOCUTEN Ce MpelocTaBs MpH MOUCKBaHe U 0e3
JNONBJIIHATEIIHN pPa3XoAM 3a ManueHThTe. Te cineasa Ja TrapaHTHparT ChIo, 4e
uHpopmanuara B HudppoB ¢popmar e JECHO AOCThIIHA 32 BCUUKH MMALUEHTH, HAalpUMep
ype3 OTIeYaTBaHE Ha IU(PPOBO YeTUM OApKOJ HAa BHHIIHATA ONAKOBKAa Ha MPOAYKTA,
KOWTO J1a HacO4Ba MAllMEHTA KbM €JIEKTPOHHATA BEPCHS Ha JIMCTOBKATA.

M3mon3BaneTo Ha MHOTOE3WYHHW OINAKOBKH MOXKE Ja 6’]3)16 HHCTPYMCHT 34
OCUTYpsIBaHE Ha JIOCTBI JI0 JIEKAPCTBEHU NMPOJYKTHU, MO-CIEUATHO Ha MAJIKU Ha3apu
U Tpu U3BBHPEOHM CUTyaluu B oOjactra Ha oOuiecTBeHoTo 3apaBe. Koraro ce
M3I0JI3BaT MHOTOE3WYHU OINAKOBKH, JbPXKaBUTE WICHKHM MOTaT Ja pas3periar BbpXY
€TUKEeTa W B JINCTOBKaTa Ja ce moi3Ba odumumasien e3uk Ha Chio3a, KOWTO €
o01mopazoupaemM B JbprKaBUTE WICHKH, HA YMHTO MMazap ce Mpejajgara MHOTOe3MYHaTa
OTIaKOBKa.

3a ;ma ce rapaHTHUpa BUCOKA CTENEH Ha MPO3pPayHOCT Ha MyOJUYHATa MOJAKperna 3a
Hay4YHOU3CJIEJJ0BaTeNICKaTa JEMHOCT M Pa3pabOTBAaHETO Ha JIEKAPCTBEHU INPOIYKTH,
JIOKJIa/IBAHETO Ha MyOJMYHHUS MPHUHOC 3a pa3pabOTBaHETO HAa KOHKPETEH JIEKapCTBEH
IPOAYKT ciiefjBa Ja ObJle M3MCKBAaHE 3a BCHUYKHM JIeKapcTBa. bl kaTo obade Ha
NIPAaKTHKa € TPYIHO Ja Ce YCTAaHOBM MO KakbB HAUMH € Oujla oKa3zaHa MOJKperna 3a
JaieH MPOAYKT Ype3 MHCTPYMEHTH 3a HENpsKo MyOJIWYHO (UHAHCHpaHE, HallpUMep
JAHBbUYHU IPEAMMCTBA, 3aJbJDKEHUETO 3a JIOKJIAJBAaHE CieABa Ja C€ OTHACsS caMo J10
npsikata myonuyHa (UHAHCOBAa MOJKpeNa, KaTo HampuMmep Npeku Oe3Bb3MEe3IHU
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cpencTBa wiam goropopu. Ilopaam ToBa, 0e3 Ja ce 3acsraT IMpaBWIIaTa 3a 3allUuTa Ha
HOBepI/ITeHHI/ITC n JMYHUTC [OaHHU, pa3HOpeI[6I/IT€ Ha HacToduaTra I[I/IpeKTI/IBa
rapaHTUpAT MPO3PAYHOCT IO OTHOIICHHWE Ha BCsAKA NpsSKka (UHAHCOBA IOJKpEra,
HOHY“IeHa oT Hy6HI/I‘-IeH opraH NN HY6JII/ILIHa I/IHCTI/ITYHI/ISI 3a I/ISB’pr_IBaHe Ha
HAy4YHOM3CIICIOBATEIICKU JCHHOCTH | 3a pa3paboTBaHE HA JICKAPCTBEHH MTPOTYKTH.

3a ;ma ce rapaHTdpa TOYHOCTTa Ha WH(OpMAIUATA, OIMOBECTEHA ITyOJMYHO OT
MPUTEXKATENS HA Pa3pPElICHHETO 3a ThProBUs, 3asBeHaTa WH(opMarms TpsOBa aa e
00EKT Ha OJTUT OT HE3aBUCUM OJTUTOP.

C men na ce ocUrypu XapMOHU3HPAHO U MOCJIEOBATEIHO JAOKIaABaHe HA IMYOIUYHUS
MPUHOC 3a pa3pabOTBaHETO HA KOHKPETHH JIeKapcTBEHH MpoaykTu Komucusra ciensa
Jla MOXE Jla IpHeMa aKTOBE 3a HU3MbJIHEHHE 3a H3SICHSABAHE Ha MNPUHIUIHNTE U
¢dopmara, KbM KOUTO NPHUTEKATEIUTE Ha pa3pelIeHue 3a THPrOBUs CIIEABAa Ja CE
MPUABPKAT IPU JOKJIAABAHETO Ha Ta3u UH(OpMAIIHSL.

Hacrosmata nupexktuBa He 3acAra NpUIaraHeTO HAa MEPKUTE, MPUETH ChIIIACHO
Jupextusa 2006/114/EO na Epponeiickus napnament u Ha ChBeTa’® uimm chbriacHo
Jupextusa 2005/29/EO na Esponeiickus napiaament u Ha Cobpera®’. Ilopamu ToBa
pasnopendéuTe Ha HACcTOsIaTa IWPEKTUBA OTHOCHO peKJiaMaTa Ha JIeKapCTBEHU
MPOAYKTH CJelBa Ja C€ pas3riexJaT, Korato € yMecTHO, Karo lex specialis 1o
otHomrenue Ha Jupextusa 2005/29/EO.

Pexmnamara, 10pu Ha JIEKapCTBEHU MPOJIYKTH, OTIIyCKaHU 0€3 JIEKapCKO MpeAlUCcaHue,
Ou Morma Ja WMa OTPaXEHHE BBPXY OOLIECTBEHOTO 37ApaBe W Ja HapyllaBa
KOHKypeHnusaTa. 1o Ta3u npuumHa pekjamara Ha JEeKapCTBEHH MPOJIYKTH CIEIBa Ja
OTroBaps Ha OIpeJesieHn KpuTepun. Jlnnara, UMany npaso J1a mpeInucBaT, mpuiarat
WIHA JIOCTABST JICKAPCTBEHH NMPOJIYKTH, MOTAT MPABUIHO /Ia OLICHAT MpEICTaBeHaTa B
peknamaTa uHpopmanus OjarojapeHue Ha CBOMTE MO3HaHUs, 0Opa30oBaHUE U OIUT.
PexnamupaneTro Ha JIeKapCTBEHH MPOAYKTH Cpe[| JIHIAa, KOUTO HE Ca B CHCTOSHUE
HQ/IJIS)KHO Jla OLEHAT pHCKa, CBBP3aH C TIXHATa ymnoTrpeda, Moxe Ja J0Bene A0
HeTIpaBUJIHA YIOTpeOa MM CBPBXYNOTpeda Ha JICKapCTBEH MPOAYKT, a TOBA MOXKeE J1a
MMa BPEIHHM MOCIeANIH 3a 001iecTBeHOTO 3apase. [lopaau ToBa pekIaMHUpaHeTo cpel
HACEJIEHHETO Ha JIEKapCTBEHM IPOAYKTH, KOMTO C€ OTIYCKaT caMoO MO JIEKapCKO
npeanucadue, ciensa jaa Obae 3abpaHeHo. OcBeH ToBa cieiBa Ja ce 3a0paHu
0€e3ITaTHOTO Pa3NpPOCTPaHEHHE HA MOCTPH CPeJl HACEJICHNUETO C PEeKIIaMHa Iiell, KaKTO
U TEJIeBU3HMOHHOTO TMa3apyBaHe Ha JIEKapCTBEHM NPOAYKTH IO CMHChIa Ha
Jupextusa 2010/13/EC na Epponeiickus napnament u Ha Cheera®®. Crensa ja uma
BB3MOKHOCT TIpH CIIa3BaHE Ha HIKOM DPECTPUKTUBHHM YCIOBHSA Ja CE€ IMPEIOCTaBAT
Oe3IIaTHU MOCTPH Ha JIGKApPCTBEHHM TPOAYKTH HA JIMIA, WMalld TPaBO Ja TH
IPENUCBAT UM JOCTABAT, 32 Ja MOraT T Jia Ce€ 3alo3HasT ¢ HOBUTE MPOJIYKTH U Ja
MPUIOOHST OIHT TI0 OTHOIIICHHE Ha YIIoTpedarTa M.

26

27

28

Hupextusa 2006/114/EO na EBponeiickus napiamenT u Ha CpBera or 12 mekemBpu 2006 . OTHOCHO
3abmy>kaaBaiara u cpaBHuTenHata peknama (OB L 376, 27.12.2006 t., ctp. 21).

Hupextusa 2005/29/EO na EBpomelickus mapmamenT u Ha CwBera or 11 maii 2005 1. OoTHOCHO
HEJIOSUTHM THPTOBCKHM NMPAaKTUKH OT CTpaHa Ha THPrOBOH KBbM IOTPEOWTENN Ha BBTPEIIHUS Ia3ap U
n3MeHenne Ha Jupekrusa 84/450/EVIO Ha CwBera, dupextuBu 97/7/EO, 98/27/EO u 2002/65/EO Ha
EBporneiickns napiaament u Ha CeBera, u Permament (EO) Ne 2006/2004 na EBponeiickus mapiaamenT u
Ha CnbBera (,,JlupexTrBa 3a HeJosuTHU ThproBeku npaktuku) (OB L 149, 11.6.2005 1., cTp. 22).
Hupextusa 2010/13/EC  na Espomneiickus mnapiament u Ha CbBera ot 10wmapr 2010r. 3a
KOOPJMHHUPAHETO Ha HAKOM pa3ropendu, YCTAaHOBEHHM B 3aKOHH, IOJI3aKOHOBH W aIMHHHUCTPATHBHU
aKTOBE Ha JBP)KAaBUTE YICHKH, OTHACSINIHN CE J0 MPEIOCTaBSIHETO HA ayIN0-BU3YaIHH MEIUIHHH YCIyTH
(IupextuBa 3a aynuo-pu3yannute menuiiau yciayra) (OB L 095 15.4.2010 r., ctp. 1).
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Pexamara Ha JIeKapCTBEHH NMPOIYKTH CIIEABA J1a MMa 3a LEJI Pa3pOCTPaHCHUETO Ha
oOeKTHBHA M Oe3npucTpacTHa MHPOPMALUS 3a JIGKAPCTBEHUS MPOAYKT. 3a Tazu Leld
U3pUYHO ce 3abpaHsBa Ja c€ HM3ThKBAa B OTPHLATEICH CMHCHI APYT JIEKapCTBEH
MPOAYKT WM J1a C€ BHYILIABA, Y€ PEKIAMUPAHUSAT JEKAPCTBEH MPOIYKT MOXKE J1a ObJie
no-0e30maceH WM TMO-e(eKTHBEH OT APYr JIEKapCcTBeH Npoaykr. CpaBHsBaHE Ha
JIEKapCTBEHH IPOAYKTH ClEABAa Ja ce AOIycKa caMO aKo TakaBa HMH(popMmanus e
MOCOYECHA B KpaTKaTa XapaKTepUCTHKa Ha MpPOIYyKTa, KOHWTO ce pekiamupa. Tasum
3abpaHa 0OXBallla BCHYKU JIGKAPCTBEHU NMPOJYKTH, BKIIOYUTEITHO OHMOMONOOHUTE, U
nopagy ToBa OM OWJIO MOJABEXIAIIO B pekjamara Ja ce I0COouYBa, uye Onornono0eH
JICKapCTBEH MPOAYKT HE € B3aMMO3aMEHSIEM C OpPUTHHAIHUSA OMOJIOTUYEH JIEKapCTBEH
OPONYKT WM C JIpYr OMONMOJO0EH MPOAYKT OT CHUIMS OPUTMHAICH OWOJIOTHYEH
JexapcTBeH NpoAyKT. C JOMBIHUTENIHN CTPOTH MpaBWiIa OTHOCHO OTpULIATENTHATa H
CpaBHMTENIHATa peKJaMa Ha KOHKYPEHTHHM JIEKapCTBEHHM MPOAYKTH Ine Obaar
3a0paHeHH TBBPACHUS, KOWTO MOrar Ja 3a0ilyasT JMiaTa, MMalld IpaBo Ja
IPEANUCBAT, IPUJIaraT WA JOCTaBAT JIEKAPCTBEHHU MPOAYKTH.

Pasmpoctpanennero Ha wuH(OpMamus, KOSITO HachpuaBa 3aKyIyBaHETO Ha
JIEKapCTBEHU MPOAYKTH, CIIEBA Ja CE€ pas3riexk/aa B paMKUTE Ha IOHITUETO 3a peKiiaMa
Ha JICKQpCTBEHW MPOAYKTH IOPH KOraro Ta3u HH(pOpMalMs HE ce OTHacsi JI0
KOHKPETEH JIEKapCTBEH MPOAYKT, a O HEYTOUHEHH JIEKAPCTBEHU IIPOTYKTH.

Pexnamara Ha nexapcTBEHU MPOIYKTH Clie[iBa Aa € 00EKT Ha ChOTBETEH U €(DEKTUBEH
KOHTpoJ. B ToBa oOTHOWIEHWE cieaBa Ja ce uMaT NpPeaBU] MEXaHU3MHUTE 3a
HaOmoienue, ycranoBenu ¢ Jlupexktusa 2006/114/ENO.

MeauIMHCKUTE THPrOBCKU MPEACTABUTEIN WIpasT Ba)KHA POJii B MPOMOIMATA Ha
nekapcTBeHuTe mnpoayktu. [lopagu ToBa cienBa Ja KM ce HaloKaT HAKOU
3a]IbJKEHUS, U TO-CIEeNHUaTHO 3aAbDKCHUETO Ja MPEJCTaBsAT Ha MOCETEHOTO JIUIEe
KpaTKa XapaKTepUCTHKa Ha MIPOIYKTA.

WNHoBaTuBHUTE ,,KOMOMHMpAHU JIEKAPCTBEHU MPOAYKTU® U Jpyru pazpaboTeHH
JIEKapCTBEHM MPOJIYKTH Ca CIOKHU IO OTHOIIEHHWE Ha CBOSI ChCTaB U MPUIIOKEHHE.
ITopagu ToBa, OCBEH JIUIaTa, UMAIH IIPABO J1a MIPEANNCBAT JEKAPCTBEHH IPOAYKTH, €
Heo0X0IMMO U JUIIaTa, UMallly NpaBo Ja I'M Ipujarat, 1a 0bJar 3al03HaTH C BCUYKU
XapaKTepUCTUKH Ha TE3HM JICKapCTBEHH IMPOJYKTH, OCOOEHO C TAXHOTO O€30IMacHO
IIpUJIaraHe U yrnorpeda, BKIIOUUTEIHO ¢ U3YEpPIATEIHUTE YKa3aHUs 3a MallUeHTUTE. 3a
Ta3W LeJl HEChbMHEHO ce JOoIMycka HH(OpManusaTa 3a JIEKAPCTBEHUTE MPOJIYKTH,
OTIIyCKaHU M0 JIEKAPCKO MpeANnucaHue, 1a ObAe AOCTOSIHHME W Ha JuIaTa, UMallu
MIPaBo Jla TW Mpuiiarar.

.HI/IIIaTa, HUMalmu TI1paBo aa IMIPCANHCBAT, IIpHIaraT WK JOCTaBAT JICKAPCTBCHU
NPOAYKTH, CIE€lBa Ja pasnojaraT C HEYTpaJHM M OOCKTHUBHM H3TOYHHIM Ha
nH(popManys 3a JIEKapCTBEHUTE NPOAYKTH Ha Mazapa. 3aJbJDKEHUE Ha JIbp)KaBUTE
YJIeHKH 00ade e Ja B3eMaT BCHYKH HEOOXOIMMH MEPKHM 3a Ta3u 1€ B 3aBUCHUMOCT OT
crenu(pUIHUTE OOCTOATEICTBA.

C e ga CC rapaHTtupa, 4c I/IH(I)OpMaI_[I/IHTa OTHOCHO yHOTpC6aTa Ha JICKapCTBCHUTC
NpOAYKTHU IIpHU J€1a CE€ B3€Ma HAMJIC)KHO MPCABUIA KbM MOMCHTA Ha HM3JaBaHC Ha
Pa3spCICHUCTO 3a ThbPIroOBHs, 3a HOBU JICKAPCTBCHU NNPOAYKTHU U 3a pa3pa60TBaHeTo Ha
NEANATPUYIHN IMOKA3aHUA Ha BCYC Ppa3pCHICHU JICKAPCTBCHU IMPOAYKTH, 00XBaHATH OT
INaTCHT WX OT CepTI/I(I)I/IKaT 3a JOI'BJIHUTCIIHA 3aKpujia, € HCO6XO,Z[I/IMO Ja CC BBBCIC
HU3UCKBAHC 3a MpCACTAaBAHC Ha PpPE3YITATUTE OT MU3CIACABaAHHATA CpEa ACTCKOTO
HaCCJICHUC B CHOTBCTCTBHUEC C 0I[O6pCH IUIaH 34 MNEAUATPUYIHO H3CJIICABAHC WJIM Ha
A0Ka3aTeJICTBO, Y€ MPOAYKTHT € IMOJIYUIHII OCB060)I(JIaBaHe HJIM OTCPOYKa B MOMCHTA
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Ha PETUCTPUPAHETO Ha 3asBJCHHE 3a pa3pelleHre 3a ThProBHUS WIM Ha 3asBIICHUE 32
HOBO TEpAleBTUYHO IIOKa3aHWe, HOBa JieKapcTBeHa (opMa WIM HOB NIHT Ha
BbBeXxAaHe. C 1ies Ja ce rapantupa, 4ye JaHHUTE B MOJKpeIa Ha pa3pelieHHeTo 3a
TBPrOBUS OTHOCHO YymoTpedaTta Ha JaJeH MNPOAYKT NpU Jeua, ca MPaBUIHO
pa3paboTeHH, KOMIIETEHTHUTE OpraHd, OTTOBOPHU 3a pa3pelliaBaHETO Ha
JIEKapCTBEHMS MPOJYKT, CIIEBA Ja MPOBEPSIBAT ChOTBETCTBUETO C OJOOPEHUS IUIaH 3a
NeAUaTPUYHO M3CJIEJIBAaHE, KAKTO M BCHYKM JIOKYMEHTH 3a OCBOOOXJaBaHE U
OTCPOYKa, Ha eTara Ha BAJMAMPAHE Ha 3asiBIICHUATA 32 pa3pelIeHUe 32 ThPrOBUSl.

3a Ja ce IpenoCTaBy Ha MEIUIIMHCKUTE CIICHUATMCTH U Ha MAMEHTUTEe HHPOpMAaLus
3a Oe3omacHara U eQeKTHBHA yIOTpeda Ha JIEKAPCTBEHUTE MPOIYKTH CPeJl AETCKOTO
HacelieHUe, B KpaTKaTa XapaKTepHCTHKA Ha MPOJYKTa M aKO € YMECTHO, B JINCTOBKATa
cleqBa Jla ce BKIIOYM IOAXOAsAIa MH(OpMAIMs 3a pe3yaTaTHTe OT M3CIEIBAHUATA,
HPOBE/ICHH B CHOTBETCTBHUE C IUIAH 33 NEUATPHYHO M3CIIC/IBAHE, HE3aBHCUMO JIATH TE
ca B ITOJKpera Ha ynorpedara Ha JeKapCTBEHHs IPOAYKT IpH Jena, Wik He. CBeIeHus
3a OCBOOOJK/IABaHMWsTA CleABa CHUIO Ja ObIAT BKIKOYCHH B HHPOpManusLTa 3a
npoxaykra. Korato ca cna3eHr BCHYKHM MEPKH OT IJIaHA 33 MEAMATPUYHO M3CIICIBaHE,
To3u (aKT cieBa 1a ObJe OTpa3eH B Pa3pelICHUETO 32 ThPrOBHS U BIIOCIEACTBUE J1a
HIOCITY’KH KaTo OCHOBA 32 ITOJIy4aBaHe Ha IIPEANMCTBA OT JIPYKEeCTBaTa.

OTHOCHMMM JTaHHU U MH(OpMaIKs, cbOpaHy Ype3 KIMHUYHM U3CIICABAHUS, IPOBEIECHU
npend BbBeIAaHeTo B (Cbro3a Ha perjaMeHT 3a NEeAUaTPUYHUTE JIEKapCTBEHU
IOPOAYKTH W TIOJIyY€HH OT KOMIIETEHTHUTE OpraHu, cjlefjBa Ja Ce OLEeHsABaT 0Oe3
HEoNpaBJaHO 3a0aBsiHE M Ja c€ B3eMaT NPEIBUJ IpPU EBEHTYaJIHU IPOMEHU B
CBhIIECTBYBAILIUTE Pa3pELICHUs 32 ThPTrOBHSL.

C nen na ce rapaHTUpaT €HAKBU YCJIOBUS 32 U3I'BJIHEHUE HA HACTOSIINS PETJIAMEHT,
Ha Komucusita cnensa ga O6baaT mpeqocTaBeHU W3MBIHUTEIHU IpaBoMoInus. Te3u
mpaBoMoOIUs cieaBa nga ObaaT ympakHsBaHH B cboTBeTcTBHE ¢ Permament (EC)
Ne 182/2011 na EBponeiickus napnament u Ha Chera?’.

[Topanu HeoOXOaUMOCTTa OT HaMalsiBaHE Ha OOMIOTO BpeMe 3a O0J00psiBaHE Ha
JIEKapCTBEHUTE MPOAYKTH, CJIelIBa BpPEMETO Mexkay cTaHoBuileTo Ha Komutera mo
JICKQpCTBEHUTE TPOIYKTH 3a XyMaHHa YHoOTpeOa W OKOHYATEIHOTO pEIIeHHE Ha
Komucusita mo oTHOIIEHHE Ha HAIMOHAIHUTE pa3pelleHus 3a ThProBusi, 0COOEHO B
ciy4ail Ha ce3upane, aa ObJe CBEACHO M0 MPUHIUT 10 46 THU.

Bb3 ocHOoBa Ha craHoBuIEeTO HAa AreHuusata Komucusara ciensa na npueme pemieHue
10 CE3MPaHETO Ype3 aKTOBE 3a M3I'biHEeHUEe. B o6ocHoBanu cinyyan Komucusita Mmoxe
Jla BbPHE CTaHOBMILETO 3a JAONBJIHUTEIHO pas3rieXJaHe WIM J1a C€ OTKJIOHU B
pelIeHneTo CU  OT CcTraHoBHIEeTO Ha AreHuuara. Karo ce wuma npensua
HEOO0XOMMOCTTa JIEKAPCTBEHUTE MPOAYKTH Ja ObAaT MpeaocTaBsHHM OBp30 Ha
pasnoyioKeHUe Ha TMalMeHTUTe, CleaBa Ja ce OT4eTe, ue TMpeicenareisT Ha
[locTosIHHUST KOMHTET MO JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHa ymorpeba e
U3MO0M3Ba HanuyHuTe MexaHusmu cwriacHo Permament (EC) Ne 182/2011, u mo-
CHELMAIHO BB3MOYKHOCTTA Ja IOJIyYd CTAaHOBMILETO HAa KOMUTETHTE B IHCMEHA
mpoueaypa M B KpaTKU CpPOKOBE, KOUTO IO TPUHLUI HsIMa Ja HaJABHILIABaT
10 xanenapHu IHU.

29

Pernament (EC) Ne 182/2011 na EBpomneiickus napnameHnT u Ha CbBera oT 16 deBpyapu 2011 r. 3a
YCTaHOBSIBaHE Ha OOIIUTE NMPaBWJIA U MPUHIMIIK OTHOCHO PEla M YCIIOBHATA 3a KOHTPOJI OT CTpaHa Ha
JIbPIKABUTE YWICHKH BbPXY YIPKHIBAHETO HA M3IIBJIHUTEIHUTE IPABOMOILHS OT cTpaHa Ha Komucusta

(OB L 55,28.2.2011 ., ctp. 13).
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Ha Kommucusita cineasa na Obae MpemoCTaBEHO ITBIHOMOIIUETO Ja MpHUeMa BCHUYKH
HEe0oOXOIMMHU TIPOMEHU B TpuiokeHue | ¢ men ga ce oTdere HAyYHO-TEXHUYECKUST
HaIpeabK.

C uen JOMbIHEHHE WM WM3MEHEHHME Ha HSAKOM HECBUIECTBEHM €JIEMEHTH OT
Hacrosara AupekTiBa Ha KoMucusTa cinenBa na Obae A€IerupaHo MPaBOMOILUETO
na npuemMa aktoBe B choTBeTcTBUE C WwieH 290 ot JIOEC BBB Bpb3Ka C ONpeaeasiHETO
Ha IpoueaypaTa 3a pas3ljekIaHe Ha 3asiBICHMS 3a cepTH(HKAT 3a OCHOBHA
JOKYMEHTAIMsl HAa aKTUBHO BEILECTBO, 32 IyOJMKyBaHE Ha TakuWBa cepTudukaru, 3a
BHACsIHE HA MIPOMEHU B OCHOBHA JOKYMEHTAIIMsI Ha aKTUBHO BEILECTBO U B CBbP3aHUS
C Hesl cepTHU(UKAT, KaKTO M 3a JOCTBII JO OCHOBHATa JOKYMEHTAIMs HAa aKTHBHO
BEIIECTBO M JO JOKJIaJa 3a HellHaTa OLIEHKa; BbB Bpb3Ka C ONPEAEISIHETO Ha
OCHOBHUTE JOKYMEHTAallMM 3a JOIBIHUTEIHO KauecTBO C ILEJl IPENOoCTaBsSHE Ha
uHpopMalts 32 CbCTaBKa Ha JICKApCTBEH MPOJYKT, HAa IpOoIelypara 3a pa3riexaaHe
Ha 3asBIICHUS 3a CepTUPHUKAT 3a OCHOBHA JOKYMEHTAIMsi 3a KadyecTBO, 3a
nyOJIMKyBaHe Ha TakKMBa CepTU(HUKATH, 3a BHACAHE HA IIPOMEHM B OCHOBHA
JOKYMEHTAIMs 32 KaueCTBO U B CBbP3aHUs C Hesl cepTU(UKAT, KAaKTO U 3a JOCTHII J0
OCHOBHA JIOKyMEHTAallMs 3a Ka4YeCTBO U JI0 JIOKJIaJa 32 HeHaTa OLIEHKA; BbB BPb3Ka C
ONpEENHETO HAa CUTyallUMTE, B KOHUTO MOXE Ja CE€ M3UCKBAT IPOYyYBAHUS 3a
e(pUKacHOCT ciiej] IoJyyaBaHE Ha pa3pellleHHe; BbB BpPb3Ka C ONPENEISIHETO Ha
KAaTEropuuTe JEKApCTBEHU MPOAYKTH, 3a KOUTO MOXKeE J1a Ob/ie U3Ja/IeHO pa3pellieHue
3a TBProBHs, NOJISKANIO0 Ha CHEUU(UYHM 3aIbJDKCHHMsS, M YTOYHSIBAHETO Ha
MPOLEAYPUTE U U3MCKBAHUITA 3a W3/l1aBaHE HA TaKOBA pa3pelleHHE 3a ThProBUs U 3a
HEroBOTO TIOJHOBSBAaHE; BBbB Bpb3Ka C ONPEAEISIHETO Ha M3KIIOUEHUSATa 110
OTHOIIIEHHE Ha IIPOMEHUTE B YCIOBUATA HA Pa3pelICHUE 32 ThPIOBUs U KATETOPUUTE,
B KOMTO cCje[Ba Ja ce Kiacupuuupar Te, U BbB Bpb3Ka C YCTAaHOBSIBAHETO Ha
MIPOLIEYPH 32 Pas3riiek/1aHe Ha 3asBJICHUS 32 IPOMEHU B YCJIOBUATA HA pa3pelleHusTa
3a THPIrOBUs, KAKTO U BBB BPb3Ka C ONPEACISHETO Ha YCIOBHUATA U IPOLEAYPUTE 3a
CHTPYJIHUYECTBO C TPETU IbP>KAaBU U MEXAYHAPOIHU OpraHU3aMK IIPU Pas3TieKIaHe
Ha 3asBieHUs 3a TakuBa mnpoMmeHH. OT ocobeHa BaXHOCT € IO BpeMe Ha
noarorsurenHara cu pabora Komucusata pa mpoBene MOAXOISALIM KOHCYJITAlUH,
BKJIFOYMTEIHO Ha €KCIEPTHO PaBHHUIIE, U T€3M KOHCYNTAIUM Ja ObJaT MpOBEIEHU B
CBHOTBETCTBUE C MPUHIUIINTE, 3aJI0’)KEHN B MEXTyHHCTUTYIIMOHAIHOTO CIIOpa3yMeHue
or 13 anpun 2016r. 3a mo-106po 3akoHOTBOpuecTBO’. Ilo-cremuanHo, ¢ Iei
OCUTYpsIBAaHE Ha paBHO YdacTHE IpU MOJArOTOBKAaTa Ha JEJIETUPAHUTE aKTOBE,
EBpornelickusar napiaMeHT 1 CbBETHT NIOJy4aBaT BCUYKHU JOKYMEHTH €THOBPEMEHHO C
eKCIIEPTUTE OT IbP’KaBUTE WIEHKH, KATO TEXHUTE €KCIEPTH MOJIy4aBaT CUCTEMATHYHO
JOCTBI 1O 3acelaHusATa Ha ekcrnepTHuTe rpynu Ha Komwucwusara, 3aHMMaBamiy ce ¢
MIO/ITOTOBKATA Ha JIeJIETUPAHUTE aKTOBE.

Hacrosmara qupektuBa nMa 3a Lied Ja ce rapaHThpa MpaBoTO Ha JIOCTHII A0 3ApaBHA
HpOCbI/IJ'IaKTI/IKa U IIPpaBOTO Ja C€ IMOJ3BAaT MCAWIHWHCKU TPHXU HpPHU YCIOBHUATA,
YCTaHOBEHU OT HALIMOHAJIHUTE 3aKOHOJATENICTBA U IIPAKTUKH, KAKTO U J1a CE OCUTYpPHU
BUCOKA CTENEH Ha 3aKpWia Ha YOBEIIKOTO 3/paBe IpPU ONPEAEISIHETO U
OCBUIECTBSIBAHETO HA BCUYKU MOJUTUKU U AccTBUA Ha Cbro3a, KAKTO € MOCOYEHO B
wieH 35 ot XapTaTa Ha OCHOBHHTE ITpaBa Ha EBponeickus cpro3.

HOKOHKOTO HCJIUTC Ha HACTosAllaTa AUPCKTHBA, a4 HUMCHHO YCTAHOBABAHCTO Ha
ImpaBrjia OTHOCHO JICKAPCTBCHUTEC IPOAYKTH, C KOUTO C€ rapaHTHpa 3aliudrara Ha

30

OB L 123,12.5.2016 1., cTp. 1.
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O0IIECTBEHOTO 3/IpaBe M OMAa3BAaHETO HA OKOJHATA Cpena, KaKTO M (YHKIIHOHUPAHETO
Ha BBTPCHIHUA I1a3dap, HC MOraTr na 6’b,[[aT IIOCTUIHAaTH B JO0CTaTbdHa CTCIICH OT
Ibp’KaBUTE WICHKH, ThH KAaTO HAI[MOHAJIHWUTE IpaBWia Ouxa JOBENW 10 JIMICAa Ha
XapMOHHU3alud, HCPAaBCH AOCTHII HAa MAIUCHTUTEC N0 JICKAPCTBCHU IIPOAYKTH U IIPCUYKU
npea BBTPELIHMS T1a3ap, a Mopaay MOCIeUIUTEe CH Morar ja ObJaT MOCTUTHATH I10-
nobpe Ha paBHMILETO HAa Cpio3a, ChlO3bT MOXKE J1a IPUEME MEPKHU B ChOTBETCTBUE C
NpUHINIA HA CyOCHIMApHOCT, ypeneH B wieH 5 ot JloroBopa 3a EBpomeiickust cbio3.
B crpoTBeTrcTBHE C IOprUHIOHWIIA Ha MIPOHNOPHHUOHAIHOCT, YPCACH B CbIIUA YJICH,
HACTOAIIATa TUPEKTHBA HE HAIXBBPIIS HEOOXOJMMOTO 33 IOCTHT'aHE HA TE3HU IIETIH.

CeriacHo CpBMecTHaTa nojauTHuecka aexiapanus ot 28 cenremBpu 2011 r. Ha
IbPKABUTE WIEHKM M Ha KOMHMCHATA OTHOCHO OOSCHUTEIHUTE JIOKYMEHTH!
IbP)KaBUTE WICHKH Ca MOETH aHTa)XKMMEHT B OOOCHOBAaHM CiIydau Ja mpuiaraT KbM
ChOOILIIEHUETO 3a CBOMTE MEPKHM 3a TPAHCIOHHMPAHE €IUH MM IOBeYe IOKYMEHTH,
OOSICHSIBAIII BPB3KaTa MEXAY EIEMEHTHTE Ha JaJieHa JUPEKTUBA U ChOTBETCTBAIINTE
UM YacTU OT HallMOHAJHUTE MHCTPYMEHTH 3a TpaHcrmoHupane. Ilo oTHomeHue Ha
HacTofAlllaTa JAMPEKTHBA 3aKOHOJATENAT CMATa, Y€ NPEJOCTAaBIHETO Ha Te3u
JOKYMEHTH € 000CHOBAHO,

[TPUEXA HACTOAILIATA JUPEKTUBA:

I'nasa I:

IIpeaMeT, NPUJIOKHO 1MOJIE U ONPeAeIeHUsA

Ynen 1
IIpeomem u npunosicro none

C Hacrosimara AWPEKTHBA c€ YCTAaHOBSBAT MpaBWja 3a IyCKaHETO Ha TMa3apa,
MIPOM3BOJICTBOTO, BHOCA, W3HOCA, JOCTaBKaTa, pasnpoCcTpaHEeHUETO,
dapmakonoruyHata OAUTEITHOCT, KOHTPOJIA M yoTpebarTa Ha JIEKapCTBEHU POAYKTH
3a XyMaHHa yrnorpeoa.

Hacrosimiata nupekTHBa ce Tpwiara 3a JIGKapcTBEHM MPOAYKTH 3a XyMaHHa
yrorpe0a, IpeTHa3HauYeHH 3a ITyCKaHe Ha Ia3apa.

OcBeH 3a mHpoAyKTHTE, MOcOoYeHM B maparpad 2, rmasa XI ce mpuiara u 3a
U3XOJIHUTE MaTepual, aKTUBHUTE BEIIECTBA, TIOMOLIHUTE BEIIECTBA U MEKIUHHUTE

IPOAYKTH.

B cnywamrte, xoraTo, KaTo ce OTYETAT BCHYKH HETOBU XapaKTCPUCTUKHU, IAICH
MPOIYKT OTTOBAps €IHOBPEMEHHO Ha OMPEEICHUETO 32 ,,JIEKAPCTBEH MPOAYKT ¥ Ha
OTIPEeNIeICHUETO 3a MPOJYKT, OOXBAaHAT OT JPYr 3aKoHonaTeneH akT Ha Chro3a, U €
HAJINIIE TPOTUBOPEUUE MEXKIY HACTOSIIATa JUPEKTHBA U JIPYTH aKTOBE OT MPABOTO
Ha Cpr03a, MPEeMMCTBO UMAT pa3nopeonTe Ha HACTOSIIAaTa THPEKTHBA.

I[I/IpCKTI/IBaTa HC CC IIpuJiara 3a:

a)  JIGKapCTBEHU MPOAYKTH, MPUTOTBEHM B amNTeKa IO JICKAPCKO TMPEAMHCAHHUE 3a
OmpeJieieH MalUeHT (,,MarucTpaiHa peuenta);

OB C 369, 17.12.2011 r., ctp. 14.
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0) JIeKapCTBEH MPOAYKT, MPUTOTBEH B alTeKa B ChOTBETCTBHE ¢ (hapMakores u
npenHasHayeH Ja ObJe JOCTaBsSH MPSKO HA MAIMEHTHUTE, OOCIY>KBaHH OT
BBIIPOCHATA anTeka (,,apmakoneiina perenTa‘);

B)  U3MHTBAH JIEKAPCTBEH MPOAYKT CHIIACHO OMPEISICHUETO B WIEH 2, TOYKa 5 OT
Pernament (EC) Ne 536/2014.

B mnamnexxHo o0O0OCHOBaHM ciy4aW JIEKAPCTBEHUTE MPOAYKTH, IIOCOYCHH B
naparpad 5, OykBa a), Morar Ja ce€ MPHUTOTBAT MPEABAPUTEIHO OT amnTeka,
oOciyxBala jJeueOHo 3aBe/ieHUe, Bb3 OCHOBA Ha IPOTHO3HM JICKAPCKH MPEITHCAHUS
B PAMKHUTE Ha TOBA JIe4ueOHO 3aBEICHUE 3a CIIE/IBALIUTE CEJIEM JIHU.

JIbp)kaBUTe UICHKH NpeAnpHeMaT HEoOXOAMMUTE MEpKH, 3a Ja pa3BUBaAT
IPOM3BOJICTBOTO U yIMOTpebaTa Ha JCKAPCTBEHH MPOIYKTH, IMOJYyYSHH OT BEIIECTBA
OT YOBEIIKH MTPOU3X0JI, ChOpaHH upe3 J0OPOBOIHO O€3BB3ME3THO JapsBaHe.

Hacrosara JUPCKTHBA M BCHYKH PCTIAMCHTH, IIOCOUYCHHM B HCA, HC 3aciarar
MMpUjaIaraHeTo Ha HallMOHAJIHO 3aKOHOAATCJICTBO, KOCTO 336paH$IBa HJIM OorpaHn4aBa
yHOTpe6aTa Ha KOUTO U Ja € CHCI_[I/ICI)I/I‘IGH BHA BCHICCTBO OT YOBCIIKHU IIPOU3XO0I UIIU
JKHUBOTHHCKH KJICTKH, MU np0ﬂa>K6aTa, JoCTaBKaTra HJIM H3II0JI3BAHCTO Ha
JICKAPCTBCHU TIPOAYKTH, CBAbPIKAIIH, CBCTOAIIMU CC€ HIHN IOJIYYCHH OT TaKHUBa
JKMBOTHHCKHU KJICTKHU WJIM BCIICCTBA OT YOBCIIKU ITPOU3XOJd, HA OCHOBAHUSA, KOUTO HC
Ca pasriicgaiu B ropC€rioCoYCHOTO IIpaBO Ha Cnro3a. [[’bp)KaBI/ITe YJIICHKHU CLO6H_IaBaT
Ha KomMmucusta TEKCTOBETE Ha CBHOTBETHHTE aKTOBE OT HAIMOHAJIHOTO
3aKOHOOaTCJICTBO.

Pa3HOpeI[6I/ITC Ha HacCToAllaTa JUPCKTHBA HC 3acArar ImpaBoOMOINHATA HAa OPraHUTC
Ha JObPKAaBUTC UYICHKM HHUTO II0 OTHOHICHHMEC HaA OIPCACIIHCTO Ha HICHUTC Ha
JICKAPCTBCHUTC IMPOAYKTHU, HUTO IO OTHOIICHHEC HAa BKIIOYBAHCTO MM B oOxBaTa Ha
HAallMOHAJIHUTC  3APABHOOCUTYPUTCIIHU  CHUCTCMHU, Ha Oa3ara Ha 3ApaBHH,
HKOHOMHUYCCKH U COLIUAJTHU YCJIOBHA.

Hacrosimmata mupekTHBa He 3acsira MpHJIaraHeTo Ha HAIlMOHAIHO 3aKOHOJATEeJICTBO,
KOETO 3a0paHsBa WM OrpaHHYaBa CIIEJHOTO:

a) npoz[a>K6aTa, JOCTaBKaTa HIIN yrIOTpe6aTa Ha JICKApCTBCHU MPOAYKTH KaTO
KOHTpalUCITUBU UJIN MMPEAU3BHUKBALIN a6opT;

6) H3II0JI3BAHCTO Ha cneumbnqu BUJ BCHICCTBO OT YOBCHIKHU IMMPOHU3XOJ WA
JKUBOTHMHCKM KJIETKM Ha OCHOBAHWUA, KOHMTO HE€ Ca pasrjiciaHu B
TOpCIIOCOYCHOTO 3aKOHOAATEIICTBO Ha Cmosa;

B) mpojax0aTa, JOCTaBKaTa WJIM H3MOJI3BAHETO HA JIEKAPCTBEHM NPOAYKTH,
CHIBPKAIIH, ChbCTOALIN CE€ MM MOJYYEHHU OT TaKMBA KHUBOTUHCKH KIJIETKH MU
BEIIECTBA OT YOBEIIKM MPOU3XO0J, HA OCHOBaHUS, KOUTO HE ca Pas3rjielaHu B
rOpernoco4eHoTo npaso Ha Cbro3a.

Ynen 2

ﬂexapcmeeHu npodykmu 3a ManpHCl mepanus, U3coOmeeru no cuiama Ha UsKjirnldeHue 3a

aeuyeOHU 3a6e0eHus

Upes neporanus oT wieH 1, maparpad 1 camo HacCTOSIIMAT Wi€H ce Mpuiara 3a
JIEKapCTBEHH MPOJYKTH 32 MOJIEpPHA TEpaIusi, KOUTO CE U3TOTBAT MO WHIAUBUIYATHO
JIEKapCKO MPEANUCAaHUE 3a MPOAYKT MO IOPBbYKAa 3a ONPEACIICH IMAIlUEHT 3a
KOHKPETEH cllydaid, B ChOTBETCTBHUE C M3UCKBAHUATA, TOCOYCHHU B maparpad 3, u ce

56

BG



BG

W3MOJ3BaT B pPAMKUTE Ha ChIaTa IbpkKaBa YICHKAa B Jie4eOHO 3aBeleHUE Ha
M3KITIOUMTETHATA TTPO(EeCHOHAIHA OTTOBOPHOCT Ha JeKap (,,JIeKapCTBEHU MPOTYKTH
3a MOJIEpHA Tepamus, HW3rOTBEHW TI0 CHUJlaTa Ha M3KIIOYCHHE 3a JieueOHH
3aBEJICHUS ).

3a MpOU3BOJICTBOTO Ha JIEKAPCTBEH MPOJYKT 3a MOJEpHA Tepamus, U3FOTBEH IO
cHllaTa Ha U3KIIOYCHHWE 3a JIe4eOHM 3aBEJeHMs, C€ M3HCKBAa OJ00peHHE OT
KOMIIETEHTHHUSI OpraH Ha JbpXaBaTa 4WieHKa (,,0400peHHe Ha H3KIIOYeHHE 3a
ne4yeOHM 3aBeieHus ). JIbpKaBUTE WICHKH YBEIOMSIBAT ATEHIIMATA 32 BCSIKO TaKoBa
o/100peHue, KakTo U 3a MOoCcIeABAIY TPOMEHHU.

3asBICHUETO 3a OHOGPCHI/IG Ha HU3KIIOYCHHE 3a JICUCOHU 3aBCACHUA CC 1mogaBa A0
KOMIICTCHTHHA OpraH Ha JdbpKaBaTa 4YJICHKAa, B KOATO C€ HaMHpa J1Ie4eOHOTO
3aBCACHUC.

JIbprkaBuUTE WICHKU rapaHTHPAT, Ye JCKApCTBECHUTE MPOAYKTH 32 MOJCpHA Tepamus,
W3rOTBCHM 10 CHWJIaTa HAa W3KIIOUEHWE 3a JICUeOHW 3aBEJICHUS, OTrOBapsAT Ha
W3MCKBaHUs, PABHOCTOMHM Ha W3MCKBaHUsATA 3a 10Opa NMPOM3BOJICTBCHA MPAKTUKA U
3a MPOCIEIMMOCT Ha JIGKAPCTBEHUTE MPOIYKTH 3a MOJEPHA Tepamwus, MOCOYCHHU
CHOTBETHO B uneHoBe 5 u 15 or Permament (EO) Ne 1394/2007%2, kakto u Ha
W3HUCKBaHUS 3a (papmMakoysiormyHa OUTEITHOCT, PABHOCTOWHU Ha TE3W, MPEABUICHH
Ha paBHuIeTo Ha Chio3a chraacHo [npepaborenus Pernmament (EO) Ne 726/2004].

JIbpxkaBuTe WIEHKM rapaHTUpar, Y€ JAaHHUTE 3a ynorpebdara, Oe3omacHOCTTa U
e(HUKacCHOCTTa Ha JICKAPCTBEHHTE IMPOAYKTH 3a MOJAEPHA TEpamusi, M3TOTBEHH IIO
cHllaTa Ha M3KJIIOUEHHE 3a JIeYeOHH 3aBE/ICHUS, Ce ChOMpAT W JOKJIAIBAT OT
npuTeXarelis Ha OJOOpPEHHMETO Ha M3KIIOYEHHE 3a JieyeOHM 3aBelIeHHs Ha
KOMIICTCHTHHA OpradH Ha [AbpiXXaBaTa YJICHKa Hal-MaJKo BE€IHBXK TI'OJUIIHO.
KomnereHTHHAT opraH Ha JbprkaBara YjeHKa Mperyiex/aa Te3u JaHHU U MpOoBepsBa
CBHOTBCTCTBUCTO HaA JICKAPCTBCHHUTC IPOAYKTHU 3a MOJACPHA TCpalusd, U3roOTBECHU I10
cujlaTa Ha U3KIIOYEHUE 3a JIedeOHM 3aBelleHHs, C M3UCKBAHUATA, IOCOYEHHU B
naparpad 3.

AKo 0/100peHHEeTO Ha M3KIIIOYEHHE 3a JIeueOHM 3aBe/leHHUs] ObJie OTMEHEHO MOopaau
OIIaceHHs, CBbP3aHu ¢ 0€30MacCHOCTTa WM €(PUKACHOCTTA, KOMIETEHTHUST OpTraH Ha
bp)KaBUTE YJIEHKH, KOHTO € OJ00pWi H3KJIIOUEHHETO 3a JiIedueOHH 3aBe/leHus,
yBeIOMSsIBa ATEHIMATA U KOMIETEHTHUTE OPIaHU Ha IPYTUTE IbP>KaBU WIECHKHU.

KomnereHTHHAT opraH Ha Jbp)kaBaTa WIEHKa €XEroJHO NpefaBa Ha AreHUHUsATa
JAaHHUTE, CBbpP3aHU C yrnoTpedaTa, 6€30MacHOCTTa U e(pUKAaCHOCTTa Ha JIEKapCTBEH
IPOAYKT 32 MOJIEPHA TEpamusl, U3TOTBEH 10 CHJIaTa Ha OJ00peHHe Ha U3KII0UEHHE 3a
JIe4yeOHHn 3aBCACHUS. AFCHHI/IHTa, B CBTPYAHHUYCCTBO C KOMIICTCHTHHUTC OpPraHv Ha
JbprKaBUTE WieHKH u KoMucusTa, cb3/1aBa 1 MoIbpika XpaHUIIHUILE HA TE3U JTaHHU.

Kommucusra ImprueMa aKTOBEC 3a U3IIBJIIHECHUC C LEJT Ja CC OMMPEACIIN CICOHOTO!

a)  TOoAPOOHOCTUTE OTHOCHO 3asBIEHUETO 3a OJ0OpEHHE Ha H3KIIOYCHHE 3a
JedyeOHM 3aBelieHus, MOCOYeHOo B maparpad 1, BTOpa anuHes, BKIIOYUTEITHO
Jl0Ka3aTejcTBaTa 3a KayecTBOTO, Oe3omacHOCTTa M edukacHocTTa Ha
JIeKapCTBEHUTE MPOAYKTH 3a MOJEpHA Tepamus, W3rOTBEHM IO CHJIaTa Ha

Pernament (EO) Ne 1394/2007 na Espomeiickus mapiaament u Ha CobBeta ot 13 HoemBpu 2007 1.
OTHOCHO JIEKapCTBEHUTE MPOIYKTH 32 MOJepHa Tepanus u 3a n3MeHeHne Ha [lupextusa 2001/83/EO u
Pernament (EO) Ne 726/2004 (OB L 324, 10.12.2007 r., cTp. 1).
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M3KJIIOYEHUE 32 JICUeOHU 3aBEJICHUsI, KOUTO CE M3UCKBAT 3a OJJOOPEHUETO M 3a
MOCJIEABALLUTE IPOMEHHU;

0) dopmarbT 3a chbOMpaHe U JIOKJIaJIBAHE HAa JaHHUTE, TOCOYEHU B maparpad 4;

B)  yCIOBHUATA 32 OOMEH HAa 3HAHHUS MEXIY MPUTESKATEITUTE Ha ONOOpEHHE Ha
M3KIJIIOUEHUE 3a JIeYeOHU 3aBe/IeHUs] Ha TEPUTOPHITA HA €/IHA U ChIla IbpKaBa
YJICHKA WIHM B PA3JIMUHU JbP>KaBU YICHKU,

I)  YCIIOBUATA 32 M3TOTBSIHE M ynoTpeba Ha JEKapCTBEHM MPOAYKTH 3a MOJEpHA
Tepanusi 3a KOHKPETeH Cllyyail Mo cujaTa Ha U3KIIOYEHHE 3a JieuyeOHU
3aBeJICHUSI.

Te3n akToBe 3a M3NBIHEHUE CE IPUEMAT B CBOTBETCTBHE C IpolieaypaTa IO
pasriexaane, mocoueHa B wieH 214, maparpad 2.

ArennusTa npenoctaps Ha KoMmucusara nokian 3a NpUAOOUTHSI OIHT 110 OTHOIIEHUE
Ha 0JI00peHUATA HA U3KIFOUYCHUS 3a JICUeOHHU 3aBE/ICHHS Bb3 OCHOBA Ha MH(popMaIus
OT Ibp)KaBUTE WICHKH M HA JAaHHUTE, TocoueHu B maparpad 4. [IspBusT mokian ce
npencrass Tpu rogunu ciex [CII, mons, BbBenere narara = 18 Mecena cien garara
Ha BJIM3aHE B CHJIa HA HACTOSIIATa IUPEKTUBA| M HA BCEKHU MET TOJMHU CJIEe] TOBA.

Ynen 3
Hszknouenus npu onpedenenu oocmosmencmea

C men ga ce yaoBIETBOPST CHEHU(PUYHU MOTPEOHOCTH, IbpKaBa YICHKA MOXE J1a
W3KJIFOYM OT TIPHUIIOKHOTO TIOJIE Ha HACTOAIIATa JUPCKTUBA JIGKAPCTBEHU MPOIYKTH,
JIOCTAaBEHH I10 J0OPOCHBECTHA M HE3asiBEHA MOPHUKA, U3TOTBECHH B ChOTBETCTBUE ChC
crenupUKaAUUTE Ha YIIBIHOMOIICH MEIUIIUMHCKU CICIHAIMCT U MPEAHA3HAYCHHU 32
yrnotpeba OT orpeneseH MalrueHT Ha IpsKaTa JUYHA OTTOBOPHOCT HAa MEIULIUHCKUS
cnienuayivcT. B TakbB ciydait 006aue qbpiKaBUTE WICHKH HAChpYABAT MEAUIIMHCKUTE
CHEIHMAMCTH U MallMEeHTUTE Ja JOKJIaABaT JaHHU 3a 0e30MacHOCTTa Ha ymoTpebara
Ha TaKWBa MPOJYKTH Ha KOMIICTEHTHUS OPTaH HA JbpKaBaTa YWICHKA B ChOTBETCTBHE
¢ wieH 97.

3a aJlepreHHUuTe JIEKapCTBEHHU MPOJYKTH, JOCTaBSHU B CHOTBETCTBUE C HACTOSILIUSA
naparpag, KOMIIETEHTHUTE OpraHd Ha JAbp)KaBaTa 4WIEHKa MOTraT Ja HW3UCKBAT
MPEJICTaBIHETO HAa CbOTBETHA MH(POpMAIIHS ChIVIacHO npuioxenue II.

bes ma ce 3acsara unen 30 ot [mpepabotenust Permament (EO) Ne 726/2004],
IbpXKABUTE  WICHKM  MOTaT BPEeMEHHO Ja  paspemar ymorpebata U
pa3MpoCTPaHEHUETO Ha Hepa3pelleH JIeKapcTBeH MPOAYKT B OTrOBOp Ha
MpeIojiaraeMo WJIH TOTBBPJCHO pPa3lpOCTpaHEHWE Ha TATOTCHH, TOKCHHH,
XUMHUYECKH areHTH WM sSIIPeHa paJiualivs, BCIKO OT KOUTO MOXKE Jla MPUYMHU Bpea.

JbpxkaBuTe WIEHKH rapaHTUpaT, Y€ MpUTEXaTeIUTe Ha pa3pelieHus 3a ThProBus,
IIPOU3BOJUTENINTE U MEAULIMHCKUTE CIIELUAIMCTH HE MOAJIEKAT Ha IPaXJIaHCKa WIH
aJMMHHMCTpPATHUBHA OTTOBOPHOCT 3a MOCJEICTBUSA, MPOU3TUYALM OT yrnoTpedaTa Ha
JIEKapCTBEH MPOAYKT 3a LIEJIU, Pa3IMUHU OT pa3pelIeHUTE TEPANIEBTUYHY NIOKa3aHus,
WIM OT yrnoTpedaTa Ha Hepa3pelleH JIEKapCTBEH MPOJYKT, KOraTo TakaBa ynorpeda
ce MpenopbryBa WINM U3UCKBA OT KOMIIETEHTEH OpPraH B OTIOBOP Ha MPEAIOIAracMo
WIH TOTBBPJEHO pa3NpoCTpaHEeHUE Ha MaTOreHU, TOKCUHU, XUMUYECKH areHTH WIIN
SJpeHa pajualnus, BCIKO OT KOUTO MOXE Ja NMPUYUHM Bpeaa. Te3u pasmopendu ce
npujaraT HE3aBUCHUMO Jald € MH3AaJeHO HAMOHAIHO WIM LEHTPAIU3HPAHO
pa3peleHue 3a ThPrOBHU.
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OtroBopHOCTTa 3a Me(HEeKTHU MPOAYKTH, peasuacHa B [[dupextuBa 85/374/ENO na
Cwaera’® — CI1, MoJis, 3aMeHeTe npenpaTkara ¢ HoBus uHcTpymenT COM(2022) 495,
Koraro Objie pueT], He ce 3acdara oT naparpad 3.

Ynen 4
Onpeodenenus
3a nenwTe Ha HACTOAIIATA JUPEKTHBA CE MIPHJIATAT CICIHUTE ONPEICICHIS:

1) ,JexapcTBeH MpPOIYKT oO3HauaBa BCSKO BEIIECTBO MJIM KOMOMHAIUS OT
BELIECTBA, KOUTO OTTOBAPST HA IIOHE €HO OT CJIEIHUTE YCIOBHUS:

a)  BCSKO BEIIECTBO WJIM KOMOMHALMsA OT BELIECTBA, IPEJCTABEHU KaTo
NpUTEKABAIM CBOMCTBA 3a JIEKyBaHE WJIM MNpOQUIAKTHKA Ha
3a00JsIBaHMs IIPU XOPA; WK

0)  BCSIKO BEIISCTBO MJIM KOMOWHAIIMS OT BEIIECTBA, KOUTO MOrar jga Obaar
M3T0JI3BaHU WJIM TIPHJIaraHu Ha Xopa C 1€ Bb3CTaHOBSBaHE, KOPUTHPAHE
WIM TPOMsSHA Ha (PU3HUOJOTUYHHUTE (YHKIUU UYpe3 YIPaKHSBAHE Ha
(hapMaKoIOTUYHO, UMYHOJIOTUYHO WJIM METa0OJUTHO ACWCTBUE WIH C
11eJ1 ITOCTaBsHE Ha MEIUIMHCKA TUarHo3a;

2)  ,,BEIIECTBO‘ 03HAYaBa BCsIKa MaTepus, O€3 OrJie]l Ha MPOU3X0/1a M, KOWTO MOXKE
Ja Obae:

a) YOBCILIKKM, HAIIPpUMEP TbKAHHW MW KICTKH, YOBCHIKA KpPbB, YOBCIIKH
CCKPCTHU U YOBCIIKU KPBBHHU MMPOAYKTH,

6) JKUBOTHHCKH, HAIIPUMCEP LCIIN )XKUBOTHH, )KUBOTHUHCKH OpraHd U 4aCTH OT
TAX, XUBOTHHCKU TbKaHW W KIICTKH, JXUBOTHHCKU CCKPCTH, TOKCHUHH,
CKCTPAKTH, )KUBOTUHCKA KPBB U ) KUBOTHUHCKU KPBBHU IMIPOAYKTH,

B)  pacTUTEJEH, HallpuMep pPacTeHHs, BKIIOYUTEIHO BOJOPACIH, YACTH OT
pacTeHusl, paCTUTENTHU CEKPETU U €KCY/1aTH, EKCTPAKTH;

)  XHUMUYECKH, HAlpUMep €JIEMEHTH, NPUPOJHU XUMHUYHHU MaTepuad U
XUMUAYHH TPOAYKTH, IPepabOTEeHU U CUHTETUYHH;

)  MHKPOOpPraHU3MH, HapUMep OaKTepuu, BUPYCH U MPOTO30MU;
€)  I'bOU, BKIFOYUTEIIHO MUKPOT'BOU (IPOKIN);

3) ,,aKTMBHO BEIECTBO O3HayaBa BCSIKO BEIIECTBO HWJIM CMEC OT BEIIECTBA,
MpeHa3HaYeH!U 32 U3I0JI3BAHE MPU NMPOU3BOJICTBOTO HA JIEKAPCTBEH IMPOIYKT,
KOWUTO TPU H3IOJ3BAHETO CH B HETOBOTO IPOM3BOJCTBO C€ MPEBPHIIAT B
aKTHBHA CbCTaBKa Ha TO3M MPOAYKT, Mpe/Ha3HAUeHa 3a YIOpaKHsIBaHE Ha
(dhapMakoJIOTHYHO, HWMYHOJOTMYHO WM METabOIMTHO JEHCTBHE C IIeJ
BBH3CTAHOBSIBAHE, KOPUTUPAHE WM MPOMSIHA Ha (PU3NOIOTUYHU (PYHKIIMH WU
3a ITOCTaBsSHE Ha MEIUIIMHCKA THarHo3a;

4) ,,M3XOACH MaTCpI/IaJ'I“ O3Ha4YaBa BCCKHU MaTCpHrall, OT KOHTO ce IMPOU3BECIKIAA U
H3BJINYa aKTHUBHO BEUICCTBO,

HupexrtuBa 85/374/EVO Ha ChBeta ot 25 rormu 1985 r. 3a cOMmKkaBaHe Ha 3aKOHOBHTE, TI0JJ3aKOHOBHUTE
W aJIMHHHUCTPATHBHHUTE pa3nopenadu Ha Ibp)KAaBUTE UYJIEHKM OTHOCHO OTIOBOPHOCTTA 3a BpE.H,
npuanHeHH oT aedekT Ha ctoka (OB L 210, 7.8.1985 r., ctp. 29).
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5)

6)

7)

8)

9)

10)
11)

(12)

(13)

14)

15)

16)

17)

,IIOMOIIIHO BEIIECTBO O3Ha4yaBa BCSIKAa CHhCTaBKA Ha JIEKAPCTBEH MPOIYKT,
pa3iuyHa OT aKTUBHOTO BEILIECTBO;

,,(bYHKI_[I/IOHaJ'IHO IIOMOIIHO BCH_IGCTBO“ O3HadaBa IIOMOIIHO BCIIECCTBO, KOCTO
AO0IpHUHACH 3a UJIN Monmbnunpa JIENCTBUETO Ha JICKaAPCTBCH IMPOAYKT, WJIX UMa
criomMaraTeJIHo HeﬁCTBHe KbM HeﬁCTBHeTO Ha aKTUBHOTO BCIICCTBO, HO CaMO
o cede cu HaMa TCPAINICBTUYCH IIPUHOC;

,»JIEKAPCTBEH MPOIYKT 32 MOJIEPHA Tepalus 03HauaBa JCKapCTBEH MPOJIYKT 3a
MOJIEpHA Tepamnwsl ChIVIACHO OIpe/IeIICHUETO B wieH 2, nmaparpad 1, Oyksa a) ot
Pernament (EO) Ne 1394/2007;

»aJEPreHeH MPOAYKT  03HauaBa BCEKH JIEKAPCTBEH MPOYKT, MIpeAHA3HAYEH 32
uaeHTU(UIIMPAaHe W TTPEIU3BUKBAaHE HA CIICU(PUIHO U TPUIOOMTO U3MEHECHHE
Ha UMYHOJIOTUYHATA PeaKklus Ha JIaJIeH aJlepru3upal] areHr;

,, KOMIICTCHTHHA OpFaHI/I“ o3HauaBa Ar CHIHATA U KOMIICTCHTHUTC OpIaHM Ha
ABPIKABUTC YJIICHKH,

,AreHmusaTa“ o3HayaBa EBporieiickara areHius 1o jekapcTBara;

,,HEKIIMHIYHO/HEKIMHUYEH* O3HAauaBa W3CIEABAaHE WM TECT, IPOBEACHU
in vitro, in silico wim in chemico, Uiy in Vivo TECT NMpHU MWHIAWBUIH, PA3TUIHU
OT YOBEKa, BbB Bpb3Ka C MPOyYBaHE Ha OE30MACHOCTTAa U €(UKACHOCTTA Ha
JICKapCTBCH MPOAYKT. TakbB TECT MOXKE Jia BKIIOYBA IMPOCTH U CIIOKHU
KIEThYHU aHAM3M HA YOBCIIKK KJICTKH, MHKPO(U3HOIOTHYHUA CUCTEMH,
BKITIOYHMTEITHO ,,0pTaH BbPXY YHIT, KOMIIIOTBPHO MOJICIIHPAHE, APYTH METOIU
3a W3MWTBAaHE, OCHOBAHM HAa YOBEIIKATA WM HA pa3liMYHa OT YOBEIIKaTa
OMOJIOTHS, M U3ITUTBAHMS BHPXY )KUBOTHH,

»pedepeHTeH TeKapcTBeH MPOIYKT™ 03HAYaBa JICKAPCTBEH MPOAYKT, KOUTO €
paszpetiieH win € 6un pasperieH B Cbro3a ChIJIACHO YJIEH 5, B ChOTBETCTBHUE C
uJieH 6;

,,FEHEpUUEH JIEKApCTBEH MPOAYKT  0O3HayaBa JIEKAPCTBEH MPOAYKT, KOWUTO NMa
€IMH U ChL] KaueCTBEH M KOJMYECTBEH ChCTaB Ha AaKTUBHMUTE BEIIECTBA U
chllaTa JieKapcTBeHa (opMa KaTto peepeHTHUS JIEKapCTBEH MPOAYKT;

,OMOJIOTUYEH JIEKapCTBEH IMPOAYKT® O3HAauyaBa JIEKAPCTBEH IPOAYKT, YUETO
AKTUBHO BEILECTBO C€ MPOM3BEXK/JA OT OMOJIOTHYEH U3TOYHUK WM CE€ U3BIHYA
OT HEro M KOWTO MOpaad CBOSATa CJIOXKHOCT MOXKE Jla M3UCKBA 3a
OXapakTEpU3UPAaHETO My U 3@ ONPEACISHETO Ha HEroBOTO KadyeCTBO
KOMOMHAIMS OT (PU3HKO-XUMHUKO-OMOJIOTUYHYU U3MUTBAHUS, KAKTO U CTpaTeTrus
3a KOHTPOJ BbpPXY HETO;

»IIHCMO 32 JOCTBHII' O3Ha4aBa OPUTMHAJIEH JTOKYMEHT, TMOJAMNHCaH OT
MpUTEXKaTelsd Ha JAaHHUTE WM OT HETOB IIPEICTaBUTEIl, B KOMTO C€ OCOYBA, Ye
JAHHUTE MOTAT Jla C€ W3IMOJ3BaT B IOJ3a HAa TpPeTa CTpaHa OT KOMIETEHTEH
opranu win ot Komucusra 3a 1ienure Ha HacTosimaTa AMPEeKTUBA;

,»JEKapCTBEH TPOAYKT ¢ (UKCHUpaHA J030Ba KOMOWHAIMSA“ O3Ha4aBa
JIEKapCTBEH TMPOJYKT, CBhIbpPXKAIl KOMOWHAIMS OT aKTUBHU BEIIECTBA,
npeHa3HaueH Aa Obe MycHAT Ha Ta3apa KaTo CaMOCTOSTENIHA JIEKapCTBEHA
dopma;

,»MYJITHJICKApPCTBEHA OMAaKOBKa™“ O3HA4YaBa OIAKOBKA, KOSTO CHIbpXKA IMOBEUE
OT ©IWH JIeKapCTBEH MPOIYKT TOJ €AHO CBOOOAHO u30paHO HME U €
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18)

19)

20)

21)

22)

23)

24)

25)

26)

npe€aHasHadycHa 3a JICYHCHUC, IIPHU KOCTO OTACITHHUTC JICKAPCTBCHU IPOAYKTH,
CbAbpiXKallin C€ B OIlaKOBKaTa, CC Ipujarar 3a MCAULIMUMHCKH LICIIN
CAHOBPEMEHHO HJIHM ITOCJICA0BATCIIHO,

»panmodapMaleBTUK O3HAaYaBa BCEKH JIEKAPCTBEH MPOIYKT, KOWTO, Beue
rOTOB 32 ynoTpeda, ChIbprKa €ANH WU HAKOJIKO PaAUOHYKIIUIH (PaJ0aKTUBHU
M30TONH), BKJIFOUEHU B HETO C MEUIIMHCKA 11ET,;

»DAIMOHYKIIUJCH TeHepaTop® oO3HauaBa BCAKa CHUCTEMa, KOSTO BKIIOYBA
¢uKcupan MaTepeH pPagUOHYKIWA, OT KOHTO ce Tmojy4yaBa JbLICPEH
PaZIMOHYKIIN], KOMTO ce OTAeNs 4pe3 elyupaHe WM 4pe3 JIPYr METOA U ce
U3I10J13Ba B paarohapMaIeBTHK;

,»KAT® O3HayaBa BCEKH IIpernapaT, KOHTO TpsOBa Ja ce PEKOHCTUTYHpa WU
KOMOMHUpA C PAgUOHYKIHUIM B KpaiHUs paanodapManeBTUK, OOWKHOBEHO
HEIOCPEICTBEHO MIPEAU MPUIIATaHETO MY;

»DaIVMOHYKIMIEH IPEKypcop® O3HayaBa BCEKH Jpyr PaJAMOHYKIHUL,
OPOM3BEXKJAH 32 paMOaKTUBHO MapKUpaHe Ha JpYyro  BeLIECTBO
HENOCPEACTBEHO MIPEIU NIPUIIATaHe;

»AHTUMUKPOOHO CpEICTBO* O3HAa4YaBa BCEKH JIGKAPCTBEH MPOAYKT C TPSKO
NEHCTBHE BBPXY MHUKPOOPraHU3MHUTE, U3IMOJI3BAaH 3a JICUCHUE WIH
npoduIakTika Ha WHQEKIUUW Wi HWHPEKIHO3HH O0JIECTH, BKIIOYHTEITHO
AHTUOHMOTHIIHM, aHTUBUPYCHU TIpENIapaT U IPOTHBOTOMYHU CPE/CTBA;

,IJIOCTHA KOMOWMHALIMA OT JIEKQpPCTBEH MPOAYKT M MEAMIIMHCKO H3Jaenue’
O3HayaBa KOMOWHAIMS OT JICKAPCTBEH NPOAYKT M MEAMIIMHCKO W3JeIne
cbriacHo onpeaenenueto B Pernament (EC) 2017/745, npu kosiTo:

a) JBaTa €JEMEHTa CbCTaBIABAT ISUIOCTEH NPOAYKT M JEHCTBHETO Ha
JIEKapCTBEHMSI IIPOJYKT € OCHOBHO, a HE CIIOMAaraTelIHO CIIPSAMO TOBa Ha
MEAUIIMHCKOTO U3/eNue, Uiu

0) JeKapcTBeHHMST TPOAYKT € TMpelHa3HaueH Ja ce T[puiara upes
MEAUIMHCKOTO H3JeNIne W JBaTa €JeMEHTa ce IyCcKaT Ha Mas3apa Io
TaKbB HA4MWH, 4Ye o0Opa3yBaT eIUH ISJIOCTEH MPOIYKT, KOUTO €
MpeHa3HaueH M3KJIIOYMTETHO 3a yrnoTpeda B JajaeHaTa KOMOMHAIMS U
MIPU KOWTO METUITMHCKOTO U3JIENINEe HE € 32 MHOTOKpaTHa ynotpeoa;

,,KOMOMHMpAH JEKapCTBEH MPOAYKT 3a MOJEpHA Tepamus‘ o3HauaBa MPOAYKT
CchriaacHo ompeaeneHuero B uwieH 2 oTr Permament (EO) Ne 1394/2007,
BKJIFOYUTEIIHO KOTaTO JIEKAPCTBEH MPOIYKT 3a T€HHA Teparusl MpeICcTaBlisgBa
4yacT OT HETO;

,»JIEKaPCTBEH TPOIYKT, M3IMOJ3BAH W3KIIOYUTEIIHO C MEIUIMHCKO H3JAenue’,
03HayaBa JIEKapCTBEH MPOAYKT, KOMTO Ce MpejJiara B OakoBKa ¢ MEJAUIIMHCKO
W3JIeNIie WK 3a ymoTpeda C KOHKPETHO MEIUIIMHCKO H3JEINE CHIIACHO
onpeaenenueto B Permament (EC) 2017/745 u ToBa € moco4YeHO B KpaTkara
XapaKTEePUCTUKA Ha TTPOIYKTA;

,,KOMOUHAINS OT JIEKapCTBEH MPOAYKT M MPOIYKT, PA3IUUYE€H OT MEIUIIMHCKO
uzzenue,”“ o3HauaBa KOMOHMHAIMS OT JIEKApCTBEH NPOAYKT U MPOAYKT,
pasiiideH  OT MEIMIMHCKO M3/enue  (ChIVIAaCHO  OIpENEeNIeHHUETO B
Pernament (EC) 2017/745), npu xosITO ABaTa MpOJyKTa ca MpeJHa3HauYeHu 3a
ynrorpeba B JajneHaTa KOMOMHaUMs B CBHOTBETCTBHE C Kparkara
XapaKTepUCTHKA Ha MPOIYKTa;
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27)

28)

29)

30)

31)

,»AMYHOJIOTY€H JICKapCTBEH MPOAYKT  O3HAYaBa:
a)  BCsKa BaKCHMHA WIN aJE€preHEH NPOAYKT, WIH

0) BCEKHM JIEKApCTBEH MPOAYKT, CHCTOSII C€ OT TOKCHUHU WM CEPYMH,
M3MOJ3BaH C IeJd Ja C€ NpeIu3BUKAa IMAaCUBEH HMMYHHUTET WM Ja Ce
JUarHOCTULIMPA ChbCTOSIHUETO HA UMYHHUTETA;

,»BAKCMHA" O3HAaYaBa BCEKM JIEKAPCTBEH MPOAYKT, MpeaHa3HaueH Ja
npeIr3BUKa UMYHEH OTTOBOP 3a MPEJI0TBpATIBAHE U JICUCHHE HA 3a00JISIBaHuS,
OPUYMHEHU OT HMH(EKIMO3eH areHT, BKIIYMUTEIHO 3a MPO(QUIAKTHKA CIe]
€KCIIO3HIINS;

,»JIEKapCTBEH MPOAYKT 3a I'€HHa Tepamnus’ O3HadyaBa JIEKapCTBEH MPOAYKT, C
U3KJIIOYEHWE Ha BaKCUHUTE cpelly HH(PEeKIHo3HU 3a00isiBaHus, KOWTO
ChJIBPKa WM CE CbCTOM OT:

a) BCIICCTBO HJIN KOM6I/IH8.I_II/I$I OT BCHICCTBA, KOUTO Ca IIPCAHA3HAYCHU Ja
IMPOMCHAT I'CHOMAa Ha TIOCTOINPUCMHHUKA IO HAYWH, 3acArain] KOHKPCTHH
CCKBCHIMM, WJIHX KOHUTO CbAbpPKAT HIM C€ CbCTOAT OT KIICTKHU,
IMOAJIOKCHHU Ha TaKaBa IIpOMAHA,; UIIN

0) pexoMOMHAHTHA WJIM CUHTETHYHAa HYKJIEMHOBAa KHCEIWHA, M3IOJ3BaHA
IIpYM WIN IPWJIaraHa Ha Xopa C OrJie]] Ha PEryJHMpaHe, 3aMEeCTBaHE WIIU
no0aBsHE Ha T€HETHYHA IOCIIEOBATEIHOCT, KOSATO OCHIIECTBSIBA CBOS
edeKT upe3 TPAHCKPUIIIUS WU TPaHCIAIMS HA MPEXBHPIICHUTE
TEHETUYHU MATEPUANIM, UM KOSATO ChABPKA WIM CE€ CbCTOM OT KJIETKH,
MOJII0’KEHHU Ha TE€3U IPOMEHHU;

»JEKapCTBEH TMPOAYKT 3a Tepamusi CbC COMAaTUYHHM KIETKU O3HauaBa
OMOJIOTHYEH JIEKAPCTBEH MPOAYKT, KOUTO UMa CJIICTHUTE XapaKTEPUCTUKHU:

a) ChObpKA WIM CE€ CHbCTOM OT KJIETKHM WM TbKaHH, KOUTO ca OWiH
MTOJIJIO’KEHU Ha CHINECTBEHN MAaHUITYJIAI[UH, TaKa Y€ B TAX Ca MPOMEHEHU
OMOJOTMYHM  XApPaKTePUCTUKH,  (HU3HOJIOTHMYHU  (GYHKIUU  WUIU
CTPYKTYpHU CBOWMCTBa, pPEJIEBAHTHU 3a MPEABUICHOTO KIMHUIHO
MIPUIIOKEHUE, U C€ ChIbpPXKA WU C€ ChCTOM OT KIETKH WM ThKaHH,
KOWUTO B PCIMIIMCHTa W B JIOHOpa HE ca TpeAHa3HA4YeHH jJa ObJaar
W3MOI3BaHU 3a chlaTa(ure) ocHOBHA(M) GYHKIUA(H);

0) TpexacTaBs ce KaTO MPUTEKABAIIl CBOICTBA 32 JICUEHHE, TPEOTBPATIBaHE
WIM JTUATHOCTHIIMpaHE Ha 3a00liiBaHe WJIM CE€ H3MO0J3Ba MPU WU
mpujara Ha Xopa C TakaBa Ilenm  4pe3  (papMaKkoJIOrHYHOTO,
MMYHOJIOTHYHOTO WM METa0ONUTHOTO JEHCTBHE HAa HETOBUTE KIETKH
WM ThKaHU.

3a nenuTe Ha OyKBa a) MaHUMIYJIALUMUTE, U30POCHU B YACTHOCT B MpHIIOKeHHE |
kbM Permament (EO) Ne 1394/2007, He ce cuuTaT 3a ChIIECTBEHU
MaHMITyJIAIIH;

,»JIEKapCTBEH TMPOJYKT, MOJY4eH OT BEHIECTBO OT YOBEUIKH MPOU3XO,
pasiideH OT JIEKapCTBEH MpPOAYKT 3a MoOJAepHa Tepamusi™ (,JieKapcTBEH
nponykt, mnonydeH ot BUYIIL, pasmuuen ot JIIIMT®), o3nauaBa Bceku
JIEKapCTBEH MPOJYKT, KOHTO CBABP)KA, CbCTOM €€ OT WIH € IOIY4eH OT
BemiecTBO OT uoBemku mnpousxon (BYII) cermacHo onpenenenuero B
Pernament [Permamenta otHocHo BYII [CUII]], pa3znuyeH OT ThKaHH U
KJIETKU, KOMTO € ChC CTaH/IapTU3UPAH CHCTAB U € U3TOTBEH:
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32)

33)

34)

35)

36)

37)

38)

39)

a) 10 METOJl, CBbP3aH C MPOMHUIIUIEH MPOIIeC, KOWTO BKIIIOUBA 00EIMHSBAHE
Ha JIOHOPCKHSI MaTepHa; HIIN

0) upe3 mpoiiec, NpU KONTO ce M3BJIMYA AKTHBHA ChCTaBKa OT BEIIECTBO OT
YOBEIIKM MPOU3XOJ WM BEIIECTBOTO OT YOBEHIKA IIPOU3XOJ C€
TpaHcGopMupa Ype3 MPOMsHA Ha IPUCHIIUTE MY CBONCTBA;

,»IIJIaH 3a yIpaBJIeHHE Ha pHCKa‘ 03HayaBa MMOJPOOHO OINMCAaHHME Ha CHCTEMAaTa
3a yIpaBJIeHHE Ha PUCKA;

,»OLIEHKA Ha pHCKa 3a OKOJHAaTa cpena‘“ o3HauaBa OLICHKA HA PUCKOBETE 3a
OKOJIHAaTa CpeAa WIM Ha PUCKOBETE 3a OOLIECTBEHOTO 3/paBe, MOPOJIEHH OT
0CBOOOX/1aBaHETO Ha JIEKAPCTBEHUS MPOJYKT B OKOJHATA CpeJa B pe3yaTaT Ha
Heropara ymnorpeba M M3XBBpPJISHE, U ONpeAeIsiHE Ha MepKH 3a
IPEOTBPATsBaHE, OrpaHWYaBaHE M HaMaJsBaHE Ha TeE3U pPHUCKOBE. 3a
JIEKapCTBEH MPOJIYKT C AHTUMHUKPOOHO JAEHCTBHE OLEHKaTa Ha pHCKa 3a
OKOJHaTa cpeia oOXBallla CBIIO TaKa aHAJIW3 HA PUCKA OT CeJeKTHpaHa
AHTUMUKpOOHA PpE3UCTEHTHOCT B OKOJHATa CpeAa, Jb/DKalla ce Ha
IIPOU3BOJICTBOTO, YIOTpEOaTa U U3XBBPIISTHETO HA TO3U JIEKAPCTBEH MPOIYKT;

»AHTUMHUKPOOHAa  PE3UCTEHTHOCT O3HayaBa CHOCOOHOCTTa Ha  JaJieH
MHUKpPOOPTraHM3bM Jla OIENsiBa WM Ja C€ Pa3MHOXKaBa IPU HAIWYUETO Ha
AHTUMUKPOOHO CPEJICTBO B KOHLIEHTPALMs, KOATO OOMKHOBEHO € JI0CTaThuHa
Jla MTHXUOMpa WK Ja youe ToO3u MUKPOOPTraHU3bM;

»DHCKOBE, CBBp3aHH C yIoTpebaTa Ha JIEKApCTBEHUS NPOAYKT,” O3HAYaBa
BCEKHU PHUCK:

a) CBbp3aH C KadCCTBOTO, 0€30IacHOCTTa HJIH GQ)HKaCHOCTTa Ha
JICKApCTBCHUA MPOAYKT IO OTHOIICHUC HA 3IPABETO HA MAIUCHTUTE WUJIN
Ha 06H_IGCTBCHOTO 3ApPaBE;

0) OT HeXelaHW TNOCIEeNULU BBPXY OKOJHATa Cpela, NMPEeAU3BUKAHU OT
JIEKapCTBEHMS POIYKT;

B)  OT HEXEJaHU MOCJIEeINULIN BbPXY OOLIECTBEHOTO 3/IpaBe, IbJKAIIN CE Ha
OCBOOOKIaBaHETO Ha JIGKAPCTBEHHUS TMPOAYKT B OKOIHATa Cpena,
BKJTFOYMTEITHO aHTUMUKPOOHA PE3UCTEHTHOCT;

,OCHOBHAa HOKYMCHTAIIUA Ha aKTUBHO BCH.IGCTBO“ O3Ha4YaBa JOKYMCHT, KOMTO
CbAbpiKa HO}IpO6HO OIMMMCAaHUC Ha MPOU3BOJACTBCHHA IIPOLECC, KOHTPOJIA Ha
Ka4C€CTBOTO Io BpEMC Ha MMPOU3BOACTBOTO u BAJIMAUPAHCTO Ha
MMPONU3BOACTBCHUSA TIpoHEC WU € H3TOTBEH B OTACJICH JOKYMCHT OT
MPOU3BOAUTCIIAL HA AKTUBHOTO BCIICCTBO,

LIJIAaH 32  [eAuaTpu4yHO  M3CcleaBaHe  O3HayaBa  Iporpama  3a
Hay4YHOU3CIIEIOBATEICKA M Pa3BOMHU JIEMHOCTH, KOSTO MMa 3a IeJd Ja ce
rapaHtupa, 4ye ca cbOpaHM HEOOXOJUMHUTE JaHHU 3a ONpeNeNsHe Ha
YCIIOBUSATA, PU KOUTO JAJICH JEKApCTBEH MPOIYKT MOXKeE /1a Ob/ie pa3pelieH 3a
yrnotpe0a npu JedeHue cpes] IeTCKOTO HACeIeHUE;

,JJETCKO HaceJeHue“ O3HayaBa OHAa3M 4YacT OT HaCeJIEHMETO, KOATO € Ha
Bb3pacT ot 0 10 18 rogunwy;

,»JIEKapCKO TpeAnucaHue” O3HayaBa BCSIKO MPEANUCBaHE Ha JIEKApCTBEHU
MIPOJIYKTH OT CTpaHa Ha MPaBOCIOCOOEH MPO(ECHOHATUCT;
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40)

41)

42)

43)

44)

45)

46)

47)

48)

49)

50)

»3JI0ynoTpedba ¢ JIeKapCTBEHHM TPOAYKTU™ O3HauaBa IOCTOSIHHA  WIIU
eMM30IMYHA IpeHaMepeHa MPeKOMepHa yroTpeda Ha JeKapCTBeHH MPOAYKTH,
NpUIpYXKEeHa ¢ BpeAHU (PU3UUECKH UITU TICUXOJIOTUYECKH €PEeKTH;

,»CHOTHOIIIGHUE  MOJI3a/pUCK O3HAuaBa OIEHKA Ha  MOJIOXKUTEITHHUTE
TEpaNeBTHYHU Ce(PEKTH Ha JICKAPCTBCHHUS TPOJAYKT II0 OTHOIICHHE Ha
PHUCKOBETE, MOCOYCHH B TOUKa 35, OyKBa a);

,LIIPEACTABUTE]I Ha IPUTCKATCIIA Ha pPaspClICHUE 3a T’prOBI/IH“ O3Ha4dyaBa
JIMIECTO, OOMKHOBEHO H3BECTHO KaTO MECTEH npeaACTaBUTCII, KOCTO €
OmmpeaAcIICHO OT IPUTECKATCIIA Ha Ppa3pClICHUCTO 3a TbBProBUA Oda IO
MnpeacTassiBa B CbOTBETHATA AbprKaBa YJICHKA,

,»JIACTOBKA“ 03HauaBa MH(pOpMALUATA, [IPeJHA3HAYCHA 33 MOTPEOUTENS, KOSTO
IpUPYXkKaBa JIEKAPCTBEHUS IPOIYKT;

,,BBHIITHA OITAKOBKA“* 03HAuaBa ONMAKOBKAaTa, B KOSTO € IMOCTAaBEHA IIbpBUYHATA
OITaKOBKa;

»ITbpBUYHA OIIAKOBKA™ O3HAuaBa CbJ WM Jpyra (opMa Ha OIAaKOBKa B
HEINOCPE/ICTBEH KOHTAKT C JIEKAPCTBEHUS POIYKT;

,,eTI/IKeT“ O3Ha4daBa I/IH(1)OpMaI_II/I$ITa BBPXY IIbpBUYHATA OIIAKOBKAa HIIM BBPXY
BBHIITHATa OIIaKOBKaA,

,,HAMMEHOBAaHUE Ha JICKAPCTBCHHS MPOJYKT O3Ha4aBa HAMMEHOBAaHHUE, KOETO
MOXKe Ja ObJe CBOOOTHO W30paHO, KOETO Jla HEe MOXE Ja ce OOBbpKBa C
OOIIONPUETOTO HMME, MM OONIONPUETO WME WM HAyYHO HAUMCHOBAHHE,
MNPUAPYKCHO OT ThProBCKaTa MapKa UK OT HAMMCHOBAHUCTO HaA IMPUTCIKATCIIA
Ha pa3peuIeHUEeTo 3a ThProBHUS;

,,OOIIIONIPHETO UME™ O3HAYaBa MEXIYHAPOTHOTO HEMATEeHTHO HAMMEHOBAHUE,
npenopbyaHo oT (CBeToBHATa 3/ApaBHA OpraHu3alvs 3a JaJIeHO aKTUBHO
BEIIIECTBO;

,»KOHIICHTpAIlUsl Ha JIEKapCTBEHUS MPOAYKT oO3HA4YaBa CHABPKAHMETO Ha
AKTUBHM BEIIECTBA B ChCTaBa Ha JICKAPCTBEH TNPOAYKT, H3PA3CHO
KOJIMUECTBEHO 3a J030Ba €IMHHIIA, €AUHHMIIA 00eM WIM eJUHHIlA Maca B
3aBHCHUMOCT OT JIeKapcTBeHaTa (hopma;

»hanmupUIUpaH JeKapcTBEH MPOIYKT 03HauUaBa BCEKH JIEKAPCTBEH MPOIYKT,
IIpU KOWTO ca MPEeICTaBEH! HEBSIPHO:

a) HETroBaTa MACHTUYHOCT, BKIIIOYUTCIHO HETOBATa OIMAKOBKA M JaHHH Ha
CTUKCTA, HCTOBOTO HAMMCHOBAHHUC WM HETOBOTO CBbABPIKAHUE 110
OTHOIICHHUEC Ha KOATO WM OJa € OT HCETOBHUTC CBHCTAaBKH, BKIIOYHUTCIHO
IIOMOINHUTE BCIICCTBA, NJIW KOHOCHTpAMUATA Ha TE3U CbCTABKH,

6) HETOBUAT U3TOYHUK, BKIIFOYUTCIIHO HCTOBUAT IIPOU3BOAUTCI, AbpiKaBara,
B KOATO € IMMPOM3BCACH, AbpiKaBaTa Ha MPOU3XO WM IMPUTCKATCIIAT Ha
Pa3pCICHUCTO 3a ThbPT'OBUA C HCTO, UJIN

B) XpPOHOJOIruATa, BKIOYHUTCIHO 3alHUCHUTC W JOKYMCHTHTC, CBLP3aHU C
M3II0JI3BAHUTC KaHAJIN 3a III/ICTpI/I6y1_II/I$I;

ToBa onpe/iesieHre He BKITIOYBA HEMPEAHAMEPEHHU HEIOCTATHIN TI0 OTHOIIICHHE
Ha KaueCTBOTO U HE 3acsira HapyIICHUsATA HA MpaBaTa BbPXY WHTEJIEKTyaTHaTa
COOCTBEHOCT;
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51) ,u3BBHpegHA cHUTyalusi B oOJlacTTa Ha OOIIECTBEHOTO 3iApaBe’ O3HayaBa
U3BBHPE/IHA CUTyallus B o0JacTTa Ha OOIIECTBEHOTO 3[paBe, MpH3HATa Ha
paBHumero Ha Cbro3a oT crpaHa Ha Kowmwucusatra cbriacHo 4ieH 23,
naparpad 1 or Pernmament (EC) 2022/2371 na EBponeiickus mapiaMeHT U HA

CoBera’?;

52) ,,cyOekT, KOWTO HE W3BBpIIBAa HKOHOMHUYECKAa JEHHOCT* O3HadaBa BCSKO
IOPUAMYECKO WM (U3NYECKO JHUIE, KOETO HE H3BBPIIBA HKOHOMHYECKA
JEUHOCT U KOETO:

a)  He e NpeAnpusarue, HUTO € KOHTPOJIUPAHO OT NPEAINpUITHE; U

0) He e CKIIYWIO CIOpa3yMEHUs C HUKOE MPEAIpHUSTHE OTHOCHO
CIIOHCOPCTBOTO WJIM YYacTHETO B pa3pabOTBaHETO Ha JIEKapPCTBEHUS

TIPOJTYKT;
53) ,,MHKpO-, MQJIKH U CPEIHU MPEIIPUITUS 03HAUaBA MUKPO-, MAJKU U CPEIHH

OPEANPUSTHS CHIIIACHO omnpeneneHusTa B wieH 2 ot [Ipemopwka 2003/361/EC
na Komucnsira®>;

54) ,npomsHa® WM ,JOpOMsiHA B YCIOBUSATAa Ha paspelieHue 3a TbproBus’
03HA4aBa BCAKO U3MEHEHHUE Ha!

a)  ChAbpPXKAHMETO HA JIaHHUTE U JOKYMEHTHTE, IIOCOYEHU B UJIEH O,
naparpad 2, wieHoBe 9—14 u uieH 62 oT HacTosmlaTa AUPEKTUBA U B
npwiokenue I u nmpunoxkenue II kbM Hes, KakTo MU B WieH 6 OT
[mpepaborenust Pernament (EO) Ne 726/2004]; unu

0)  ycloBHATA Ha PEIICHHETO, C KOETO CE M3JaBa Pa3pelICHNue 3a ThPTrOBHUs C
JIEKapCTBEH TMPOAYKT, BKIIOUMTEIHO KpaTKaTa XapaKTEPUCTHKAa Ha
NPOAYKTAa W BCAKAKBH YCIOBHSA, 3aIb/DKEHUS WM OTPAaHHYCHHUSA,
3acArally pa3pelieHueTo 3a ThProBUs, WU NMPOMEHH B ChIbP)KAHUETO
Ha €TWKeTa WJIM Ha JIMCTOBKaTa, CBBP3aHM C TPOMEHU B Kparkara
XapaKTepUCTHKA Ha MPOJYKTa;

55) ,,mpoyuBaHe 3a 0€30IMaCHOCT Clie]] MOJy4YyaBaHE Ha pa3pelieHue’ o3HavyaBa
BCSKO MPOYYBAHE, CBBP3aHO C pa3pelIeH JIEKapCTBEH MPOAYKT, MTPOBEXKAAHO C
e Jla C€ YCTaHOBH, XapaKTepu3upa WU ONpeneiar KOJUYECTBEHO PUCKBT 10
OTHOIIIEHHE Ha 0E30MacHOCTTa, J1a C€ MOTBBPAU NMPOPHIBT Ha 0€30MaCHOCT Ha
JIEKapCTBEHUsI MPOAYKT WM Jla C€ NPELEHU e(PEeKTMBHOCTTAa HAa MEpKHUTE 3a
YIpaBJICHUE HA PUCKa;

56) ,,cuctema 3a (hapMakoJIOTUYHA OJUTEITHOCT  03HAYaBa CUCTEMA, U3TOJI3BaHa OT
MPUTEXKATENI Ha pa3pelieHueTo 3a THProBUS U OT ABPKABUTE UICHKH 32
HN3IIBJIHCHHUEC Ha 3aJa4YuTE W OTrOBOPHOCTHUTEC, OMNPCACIICHHW B TIJjlaBa IX, u
nmpelHa3HaueHa 3a OCHIIECTBSIBaHE Ha HaOMIOJeHHEe Ha Oe30macHOCTTa Ha
pa3peleHUTe JIEKAPCTBEHU MPOAYKTM M 3a OTKPUBAHE HA BCAKA MPOMsHA B
CBBP3aHOTO C TAX CHOTHOIICHHE MOJI3a/PUCK.

34

35

Pernament (EC) 2022/2371 na EBponeiickus napnamenT u Ha CbhBeta oT 23 HoemBpH 2022 T. OTHOCHO
CEpUO3HHUTE TPAHCTPAHWYHM 3aIUIaxXM 3a 3IpaBeTo W 3a oTMsHa Ha Pemenme Ne 1082/2013/EC
(OB L 314, 6.12.2022 r., cTp. 26).

IIpenoprka Ha Kommcusata ot 6 mait 2003 r. OTHOCHO OIpPENENCHUETO 33 MHKPO-, MAIKH U CPEIHU
npeanpusitusg (OB L 124, 20.5.2003 r., ctp. 36).
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(57)

58)

59)

60)

61)

62)

63)

64)

65)

66)

,,OCHOBHA JIOKyMEHTAaIlMs Ha cHUcTeMara 3a (apMakoIorHyHa OJUTENTHOCT
O3HauaBa MoApoOHO ONKCAaHKUE HAa cUCTeMaTa 3a (hapMaKOJIOTUYHA OIUTEITHOCT,
U3M0JI3BaHa OT IPUTEXATEIIs Ha Pa3peliCHUETO 3a ThProBUs MO OTHOIICHHE Ha
€/IMH WM TIOBEYE Pa3pelieHH JIEKapCTBEHH MPOIYKTH;

»CUCTEMa 3a YIpaBJIeHHE Ha pHcKa“ o3HauaBa HAOOp OT ACHHOCTH U
UHTEPBEHIIMM 32 (apMakoIOTWYHA OJUTETHOCT, NpEAHA3HAYCHH 32
YCTaHOBSIBAHE, XapaKTepH3WpaHe, MpPeNOoTBpaTsSBaHE WM CBEXIaHEe [0
MUHUMYM Ha PHUCKOBETE, CBBP3aHU C JIEKAPCTBEH IPOAYKT, BKIIIOUUTEIHO
OlleHKaTa Ha e()eKTUBHOCTTA Ha Te3U ACMHOCTH U WHTEPBEHIINH;

»HEXKEJIaHa JIeKapCTBEHA peakuus“ oO3HayaBa BCEKM HEONaronpusareH u
HENpeABUJICH OTTOBOP KbM JIEKAPCTBEH IPOAYKT;

,CCPHUO3HAa HCKCJIaHa JICKAPCTBCHA peaKHI/IH“ O3Ha4aBa HE)KCJIaHa JICKapCTBCHA
p€aKknusa, KOATO € CTaHajla IIpUYMHA 3a CMBPTCH H3XO[, HEIIOCPCACTBCHA
OMMaCHOCT 3a JKUBOTA, XOCHHUTAJIM3alUsA WJIM YABbJDKaBaHC CpOKa Ha
XOCIIMTaJIn3a1us, TpaﬁHH HJIM 3HAYUTCIIHU YBPCIKAAHUA WM UHBAJIUAWU3ALIUA,
HJIM BpOACHA aHOMaJius WK BPOJACH IIe(bCKT;

,HCOUdKBaHa HCXKCJIaHa  JICKAPpCTBCHA peaKI_II/IFI“ O3HadaBa  HCXKCJIaHa
JICKApPCTBCHA pPCaKIUd, YMHUTO XapPaKTCpP, TCKCCT HUJIU HU3XO0J HC CHOTBCTCTBAT
Ha KpaTKaTa XapaKTCpUCTUKA Ha IIPOAYKTa;

,»XOMEOIIaTUYEH JIEKapCTBEH MPOAYKT O3Ha4yaBa JIEKapCTBEH IPOAYKT,
IOPUTOTBEH OT XOMEONAaTUYHHU HM3TOYHUIM B CHOTBETCTBUE C XOMEOINATHYHA
IIPOM3BOJICTBEHA IpOLeAypa, onrcaHa B EBponeiickarta ¢papmakornes, uiu, Ipu
JMIIca Ha TakaBa, BbB (papMaKonenTe, opUIHAIHO U3M0I3BaHN KbM MOMEHTA B
bPKABUTE YICHKU;

,»TPAIUIIMOHEH pACTUTEIEH JIEKapCTBEH IPONYKT O3Ha4yaBa pacTUTEIIEH
JIEKapCTBEH MPOAYKT, KOWTO OTrOBaps Ha yCJIOBMSTA, ONpE/eleHH B wieH 134,

naparpad 1;

»DACTUTEJIEH JIEKApCTBEH MPOAYKT O3HayaBa JIEKAPCTBEH NPOAYKT, KOMUTO
ChAbpXAa KaTO AaKTHUBHU CBCTABKM CaMO €IHO WM I[I0BEYE pACTUTEITHU
BEIIECTBa, WJIM €IWH WIM IOBEYE PACTUTEIHU IpernapaTH, WIA €IHO WIH
MOBeYe TaKWBa PACTHTENHW BelIeCTBAa B KOMOMHAIMSA C €QUH WM TOBEue
pacTUTENHU Mpenaparu

,»PACTUTEIHO BEILIECTBO* O3HauaBa BCHUYKH PACTEHMs, YacTH OT pACTEHHS,
BOJIOpPACIH, I'bOH, JINIIEH, KOUTO Ca OCHOBHO IIEJH, HO CHIO W HAYYIICHHU WU
Haps3aHu, B HEOOpaOOTEHO CHCTOSIHME, OOMKHOBEHO B H3CYLIEH BHJ, HO
MOHSIKOTa W TIPECHH; HSIKOW EKCyIaTH, KOUTO He ca OWIM TOJUIOKEHH Ha
cneurduyHa oOpaboOTKa, CHIIO C€ OTHACAT KbM PACTUTEIHUTE BEIIECTBA.
PactuTenHuTe BemecTBa ce ONMpeessaT MPeru3HO Ype3 M3MOI3BaHaTa YacT Ha
pacTeHHMeTO0 M OOTaHWYECKOTO HAWMEHOBAHUE CBIJIACHO OMHOMHHAJIHATa
cuctema (po, BUJl, BApUETET U aBTOD);

,»PACTUTETHH TIperapaTi’ 03Ha4aBa MpernapaTy, MOMyuYeHU upe3 MojjiaraHe Ha
pacTUTETHM BelIecTBa Ha 00paboTKa, KaTo eKCTPaKIus, JeCTUJIAIs,
U3CTUCKBaHe,  (pakuMOHUpaHe,  MPEYUCTBAHE,  KOHIIGHTpAlMs WU
Q)epMeHTaum[, BKIIFOUUTEIIHO CTPUTHU WUJIK pasnpali€cHu paCTUTCIIHU BEIICCTBA,
TUHKTYpPHU, €KCTPAKTH, ETEPUYHH Maclia, TIOJyYeHU Ype3 MPEeCOBAHE COKOBE H
npepaboTeHN ECKYAaTH;
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67)

68)

69)

70)

,»CBOTBETCTBAL TPAJWLMOHEH PACTUTEJIECH JIEKAPCTBEH MPOAYKT O3Ha4aBa
TPAAUIMOHEH PACTUTEIICH JIEKAPCTBEH MPOAYKT, KOUTO ChIbpKa €IHU U ChIIU
AKTHBHU BEIIECTBA, HE3aBUCHMO OT MW3II0JI3BAHUTE IIOMOIIHU BELIECTBA,
nmpelHa3HayeH € 3a eJHa M ChIla WIM MOoA00Ha IIeNl, UMa pPABHOCTOWMHA
KOHIEHTpAIUsl U JO3UPOBKA U € ChC ChIIUS WIM MOAOOEH MbT HA BbBEXKIaHE
KaTo TPAIUIIMOHHUS PACTUTEJICH JIEKAPCTBEH MPOAYKT, 32 KOWTO ce MojaaBa
3as1BJICHUE;

,»THPrOBHsI Ha €IpO C JIEKAPCTBEHM IMPOAYKTU' O3HAuaBa BCUYKH JIEHHOCTH,
KOUTO C€ CBhCTOSAT B HabOaBsHE, CbXpaHEHHWE, JOCTaBKa WM HW3HOC Ha
JCKapCTBEHH NPOAYKTH, HE3aBUCMMO JalId C I[el mnedasda Wi He, C
M3KJIIOYEHUE Ha JIOCTAaBIHETO Ha JICKAPCTBEHU MPOIYKTH Ha HACEIICHHUETO.
Te3nm AEHHOCTH €€ OCBHLIECTBABAT C MPOU3BOJUTEIIUTE WIM C TEXHUTE
JIETIO3UTAPH, C BHOCUTEINTE, C IPYTHd ThPrOBIM HA €IpO WIH ¢ hapMarleBTUTE
n C Junara, HpI/ITe)KaBaHII/I pa3pemeHHe WJIn umamu HpaBO a OoCTaBsT
JIEKapCTBEHH MPOYKTH HAa HACEJIIEHUETO B ChOTBETHATA AbP)KaBa WICHKA.

,[IOCPEJIHUUECTBO B 00JIACTTa HA JIEKAPCTBEHUTE MPOAYKTU 03HaYaBa BCUUKU
JNeMHOCTH, CBBp3aHM C Mpojakdara MM 3aKyllyBaHETO Ha JIEKapCTBEHU
MNPOAYKTH, C M3KIIOYCHHC Ha TbhproBudTra Ha CAPO, KOWUTO HE BKIIIOYBAT
(bu3nUecKo AbpKaHe M KOUTO CE U3pa3siBaT B JOTOBapsIHE — HE3aBHCHUMO U OT
MUMETO Ha APYTO IOPUINIECKO HITH (PU3UUECKO JIHIIE;

»3aIbIDKEHIE 3a M3BBPIIBaHE Ha OOIIECTBEHAa Yyciyra™“ o3HayaBa Ja ce
rapaHTupa HENPEKbCHATO HAJIMYMETO HA MOAXOMSI] AaCOPTUMEHT OT
JIEKapCTBEHU NPOAYKTH, KOUTO OTrOBAapAT HA M3UCKBAHMUATA HA KOHKpPETHA
reorpad)cka TEpUTOPUs, KAKTO U Jia C€ OCUTYpsiBaT MCKAaHUTE JOCTAaBKU 3a
LsJ1aTa BIIPOCHA TEPUTOPHS B MHOT'O KPATKU CPOKOBE.

Ha Komucusita ce mpemocraBs mpaBOMOIIMETO Jla MpHUeMa JeJIeTHUpaHd aKTOBE B
CHOTBETCTBUE C WwieH 215, 3a 1a BHacs U3MEHEHHUs B ompejeneHusTa B naparpad 1,
Touku 2—6, 8, 14, 16—31 c orien Ha HAYYHO-TEXHUYECKHUS HAMPEIBK U KaTO B3eMa
NpeABUJ OIpeAeNeHusITa, JOrOBOpEHM Ha paBHuuleTo Ha Cbro3a U Ha
MEXIyHApOJHO paBHUIIE, O€3 Ja pa3mupsiBa 00XBaTa Ha ONpeACIICHUITA.

I'nmasa Il

H3uckBaHus 3a 3asiBJICHHUS 32 HANMOHAJIHU U HECHTPAJIU3UPAHHA

pa3pelieHus 3a TbProBus
PA3JET 1

OBl PA3IIOPE/IBU

Ynen 5

Pa3pemeHu}z 3a muvpcosusl

JlekapcTBeH MNpOAYKT ce IMyCKa Ha Ma3apa Ha Jbp)KaBa WIEHKa camMO KOrato €
W3/1aJICHO pa3pellieHne 3a ThProBUs OT KOMIIETEHTHUTE OPraHU HA Ibp>KaBa YJeHKA B
croTBeTCTBUE C riaBa Il (,,HarrmoHamHO pa3penieHne 3a THProBUs ) UM € U3/1aJICHO
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paspenieHue 3a TBProBUS B CHOTBETCTBUE C [mpepabotenus Permament (EO)
Ne 726/2004] (,,ueHTpanu3upaHO pa3perieHue 3a ThProBUs‘).

Korato e u3aaaeHO IMbpBOHAYAIHO pa3pellieHHe 3a ThProBHUS B CHOTBETCTBUE C
naparpag 1, 3a Bcska HOBOCT TMpH JIEKApCTBEHHS MPOAYKT, OOXBaHAT OT
pa3pelIeHneTo, KaTro JOIBJIHUTEIHH TEpaneBTUYHM IIOKAa3aHUs, KOHIEHTpAlUH,
JeKapcTBeHH (OpMH, IMBTHINA HA BbBEXJIaHE, (OpPMHU Ha MpENCTaBsHE, KAKTO U 3a
BCSIKAKBM IIPOMEHHU B Pa3peIlieHUETO 3a ThProBHs, ChIIO C€ M3JaBa pa3pelieHue B
CHOTBETCTBUE C maparpad 1 uiam Te ce BKIIOYBAT B IIBPBOHAYATTHOTO pa3peleHHe 3a
ThproBusi. Bcuuku Te3u paspelieHus 3a ThbProBUsl Ce CUMTAT 3a MPUHAIEKAIIN KbM
€IHO W CBHIIO OOIIO pa3pelieHue 3a THPrOBUA, IO-CIIEIHUATHO 3a IENUTe Ha
3asBJICHUATA 33 pa3pelICHMs 3a ThPrOBUS CBIJIACHO WiEeHOBE 9—12, BKIIOYMTEIHO
[I0 OTHOILLIEHHE Ha M3TUYAHETO HAa CpPOKa Ha peryjaTopHa 3allliTa Ha JAHHUTE 3a
3asBJICHUS, IIPU KOUTO C€ U3IMO0JI3Ba pePEPEHTEH JIEKAPCTBEH MPOJIYKT.

Ynen 6
Obwu U3UCKBAHUS 34 3AAGIEHUAMA 30 PA3PEUEHUSL 3A MbP2OBUSL

3a 1a ce mojyud pa3pelieHue 3a ThProBus, 0 CbOTBETHHS KOMIIETEHTEH OpraH ce
MoJilaBa EJIEKTPOHHO 3asBJICHHE 3a paspelieHue 3a THProBus B 001 Qopmar.
AreHnusTa npeaocTans To3u Gopmar ciies] KOHCYJATAUS C IbPKaBUTE YJICHKH.

3asiBJICHUETO 3a Pa3pelleHUe 3a THProBUS BKIIIOYBA JTAHHUTE U JOKYMEHTALUATA,
n30pOeHU B IIPUJIOKEHHE |, KOUTO ce MPEeACTaBAT B CbOTBETCTBUE C npuioxeHue 11.

JlokymentuTe U uHpOpMauuATa 3a pe3yiaTaTure OT (apMaleBTUYHUTE U
HEKJIMHUYHUTE TECTOBE U OT KIMHUYHUTE U3CJIEIBAHUS, TIOCOUYEHU B MPHIOKEHHUE |,
ce MmpuapyXaBaT OT MOAPOOHM O0O0OOLIEHUS B CBHOTBETCTBME C 4Wi€H 7 U OT
MOJIKpENsL He0OpaOOTEH! TaHHU.

Cucremara 3a YIpaBJICHUEC HAa PHUCKaA, [TIOCOYCHA B ITPUTIOKCHUC I, € IIPOIIOpIHUOHATIHA
Ha YCTAHOBCHHUTC W MOTCHIHUAIHUTEC PUCKOBE OT JICKAPCTBCHHA MNPOAYKT W HaA
HGO6XOI[I/IMOCTT3 OT JaHHM 3a 0e30ImacHOCTTa CJIC ITOJTy4YaBaHE HA pa3pClICHUC.

3asiBICHUETO 3a pa3pellieHHe 3a ThProBUS 3a JIEKAPCTBEH IPOJYKT, KOMTO HE €
paspenieH B Cpr03a KbM MOMEHTA Ha BJIM3aHE B CUJIa HAa HACTOALIATA AUPEKTUBA, U
3a HOBU TEPANeBTUYHU TOKa3aHUs, BKIIOYUTEIIHO TEIUATPUYHH TOKA3aHUs, HOBU
JeKapcTBeHH (OpMH, HOBU KOHIICHTPAIMM M HOBM MBTHUINA HA BBHBEXKIAHE Ha
paspelieHn JIeKapCTBEHU TMPOAYKTH, KOWTO Ca 3alllUTEHH CBhC CcepTHUdUKAT 3a
JIombIHUTENHA 3akpuia cbrimacHo [Permament (EO) Ne 469/2009 — CII, wmomns,
3aMEHEeTe TpemnparkaTa ¢ HOBUS MHCTPYMEHT, KOrato ObJEe MPHET| WK C TMAaTeHT,
KOHTO OTroBaps Ha YCIOBHSTA 3a H3/laBaHe Ha cepTUUKAT 3a JOMBIHHUTEITHA
3aKpujia, BKJIIOYBA €THO OT CJIEHUTE:

a)  pe3yiTaTHTe OT BCHYKU MPOBEIEHH M3CIEIBAaHUS M MOJIPOOHOCTH 3a IisiaTa
uHpopMalus, cbOpaHa B CHOTBETCTBHE C OJOOpEeH IUIaH 3a MeIUaTPUYHO
U3CIIE/IBAHE;

0) pemeHue Ha ATEHIUATA, C KOETO CE€ TIPEJOCTaBsi OCBOOOXIaBaHE Ha
KOHKpPETeH TPOAYKT ChIrilacHO uieH 75, maparpad 1 ot [mpepaborenus
Pernament (EO) Ne 726/2004];

B)  pelleHHe Ha ATEHIUATa, ¢ KOETO Ce MPEeocTaBsi OCBOOOXKIaBaHE Ha Kiac
JIEKapCTBEHW TMPOAYKTH CBIVIACHO 4ieH 75, maparpad 2 ot [mpepaboTeHus
Pernament (EO) Ne 726/2004];

68

BG



BG

)  pelieHue Ha ATEHIHATA, C KOETO C€ MPEAOCTaBsl OTCPOYKA ChITIACHO WieH 81
ot [mpepaborenus Pernament (EO) Ne 726/2004];

1)  peuieHHe Ha ATEHIMsTa, B3ETO ciell KOHcynaTanus ¢ Komucusita ChrilacHO
yiieH 83 ot [npepaborenust Permament (EO) Ne 726/2004], 3a BpemeHHa
Jieporais OT pasnopendara, mocoueHa B OyKBH a)—T) MMO-TOpe, B CIy4yal Ha
U3BBHPEIHH CUTYAIlMH B 00JIaCTTa HA 3PABETO.

JlokyMeHTuTe, NpeACTaBeHU ChIIAacHO OyKBU a)—T) , TOKpUBAT KyMYJIaTUBHO
BCUYKH MOJTPYIHU HA JETCKOTO HACEIEHUE.

Pasnopen6bure Ha maparpad 5 He ce mpuiarar 3a JIGKAPCTBEHH MPOIYKTH,
paspenieHu cwriiacHo uiaeHoe 9, 11, 13, unenoBe 125—141, u 3a nekapcTBeHU
MPOAYKTH, pa3pelieHu cbhriiacHO wieHoBe 10 m 12, KOMTO HE ca 3allUTEHU ChC
ceprudukar 3a HonbIHUTENHA 3akpuia cbrimacHo [Permament (EO) Ne 469/2009 —
CII, mons, 3aMeHeTe mpernparkaTa ¢ HOBUSI MHCTPYMEHT, KOrato ObJie MPUeT|, HUTO ¢
MaTeHT, KOWTO OTroBapsi Ha YCIOBHATa 3a H3JaBaHE Ha cepTUdUKAT 3a
JOMBIHUTENTHA 3aKPHIIa.

3asgBUTENAT HA pa3pelIeHHE 3a ThProBUS JOKa3Ba, Y€ MPH BCUYKU H3CIICBAHUS
BBPXY JKUBOTHH, NPOBEJICHU B MOJKpEIa Ha 3asBICHUETO, € MPUIOKEH MPUHIUIBT
Ha 3aMeCTBaHe, HaMaJsIBAaHE W OOJICKYaBaHE HA W3MHTBAHUATA BHPXY KUBOTHH 3a
Hay4yHU 11enu B cboTBeTcTBUE ¢ JJupextuna 2010/63/EC.

3agBUTEIAT HA paspCiCHUC 3a TbPIroBUA HEC IIPOBCIKAA UBIMUTBAHUA BbPXY JKUBOTHH,
adKO Ca HaJIMIEC 3aJ0BOJIUTCIIHU OT HAy4YHaA IJICJHA TOYKAa METOAU 3a U3IKUTBAHC oe3
H3I10JI3BaHC Ha JKNBOTHH.

Ynen 7
Excnepmna nposepxa

3agBUTENAT Ha pa3pelleHre 3a ThProBUs IapaHTUpPa, e MOJApoOHUTEe 0000IIeHNs,
MOCOYEHU B uJjieH 6, maparpad 3, ca M3rOTBEHM M MOJNHCAHU OT EKCIEPTH C
HeoOXo/uMaTa TeXHHYecKa WM MpodecroHalHa KBanudukauus, npead aa obaaT
IpEJICTAaBEH! Ha KOMIIETEHTHHUTE OpraHu. TexHHuYeckaTta WM NpodecrHoHaTHaTa
KBaJIM(HKALMA Ha eKCIIEPTUTE CE ONUCBA B KpaTKa aBToOnorpadus.

Excneprure, mocouenu B maparpad 1, oOOCHOBaBaT H3MOI3BAaHETO Ha Hay4Ha
JUTEepaTypa CbIVIACHO WieH 13 B CHOTBETCTBHE C H3MCKBAHUATA, YCTAHOBEHU B
npunoxenue II.

Ynen 8

Jlexapcmeenu npooykmu, npoussedenu uzevH Cvioza

I[’bp)i(aBI/ITe WICHKHU B3E€MAT BCUYKU MMOAXOAAIIN MCPKHU, 3a 1a OCUTYPAT:

a)

0)

TEXHUTEC KOMIICTCHTHHW OpraHd Ja M[OpOBCpPABAT Jdajld MOPOU3BOJUTCINUTE U
BHOCHUTCIIUTC Ha JICKAPCTBCHU TMPOAYKTHU, HABAILIK OT TPETU ObpKaBHU, Ca B
CBECTOAHUE J1a U3BBPIIBAT POU3BOJACTBO B CbOTBETCTBHUEC C JAHHUTEC, MPEAOCTABCHU
CbIJIACHO TMPHUIIOKCHUC I, WJIN [Oa YHOpaXXHABAT KOHTPOJ CbIVIACHO METOJUTE,
OIMMMCAaHU B JAHHUTEC, IpUApPYKaBallly 3asBJICHUCTO B CbOTBETCTBUEC C IPUITOKCHUC I,

KOMIICTCHTHUTC OpTraHd Ha ObpPKABUTC YICHKHW MOraT Ja pa3peliar Ha
MMPOU3BOAUTCIIUTE U HA BHOCUTCIIUTE HA JICKAPCTBCHU MMPOAYKTH, UABAIIINU OT TPECTHU
ABbpiKaBH, B OIlpaBAaHU CJIydYad [d Bb3JlaraT Ha TPCTH JIULA ONPCACIICHU CTAIl Ha
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MPOU3BOJICTBOTO WJIM OMpENETICHHU JCHCTBHS MO KOHTPOJ, IMOCOYEHH B OyKBa a); B
TaKMBa Clly4au IMPOBEPKUTE HA KOMIIETEHTHUTE OPTraHM C€ HM3BBPIIBAT ChHILO B
OTIPEIeNIEHOTO PEIIPUSITHE.

PA3JET 2

CHENU®UYHA U3UCKBAHMS 3A 3ASIBJIEHUSA 3A PASPELIEHUE 3A THPTOBUSI

IO CBKPATEHATA INPOLHEAYPA

Ynen 9
3asenenusn, omuacawu ce 00 eeHepuyHU 1eKapcmeeHu npooyKmu

Upes neporaius ot wieH 6, naparpad 2 ot 3asBUTEINS Ha pa3pelieHue 3a ThProBHs C
IFeHEpUYEH JIEKApCTBEH IMPOJYKT HE C€ M3MCKBA Jla MPEJOCTaBsl Ha KOMIIETEHTHUTE
OpraHH Pe3yiTaTUTe OT HEKJIMHUYHUTE TECTOBE M OT KIMHUYHUTE U3CIIEIBAHUS, aKO
€ JI0Ka3aHa €KBUBAJICHTHOCT HA TEHEPUYHHS JICKAPCTBEH MPOIYKT C pedepeHTHHS
JIEKapCTBEH MPOJYKT.

C men nmoka3BaHe Ha EKBHMBAJIEGHTHOCTTAa, IOcodeHa B maparpad 1, 3asBUTENAT
NpefcTaBd Ha KOMIIETEHTHUTE OpraHd U3CIEBaHMs 3a EKBUBAJEHTHOCT WM
00OCHOBKA 3allI0 HE ca IIPOBEJCHU TAKMBA M3CIEIBAHUS U JJOKa3Ba, Y€ FCHEPUUHUAT
JEKapCTBEH NPOAYKT OTroBapss Ha OTHOCUMHUTE KPHUTEpPHM, ONIpEICICHU B
CHOTBETHUTE MOJPOOHU HACOKHU.

[Taparpadg 1 ce npunara u ako pedepeHTHUAT JEKapCTBEH MPOAYKT He € Oui
paspellieH B IbpKaBaTa WIEHKA, B KOATO € MOJaJICHO 3asiBICHUETO 32 T'€HEPUYHUS
JIeKapCTBEH NMPOAYKT. B TakbB cilyuail 3aBUTENAT OCOYBA B 3asBJICHUETO UMETO Ha
IbpXKaBaTa WIEHKA, B KOATO € pa3pelleH Wiu € 0wl pasperieH pedepeHTHUSIT
JekapcTBeH MpoayKT. 1o nckaHe Ha KOMIIETEHTHUS OpraH Ha Jbp)KaBara WIEHKa, B
KOSITO € TMOJJa/IEHO 3asBJIEHUETO, KOMIIETEHTHUSIT OpraH Ha JApyraTa Abp)KaBa 4JeHKa
u3Mpala B CPOK J0 €IWH Mecel MOTBbpXKIEHHE, Y€ Pe(EepeHTHUST JeKapCTBEH
IPOAYKT € pa3pelleH Wi € OWI pa3pelieH, 3aeIHO C HETOBUSI IIbJIEH ChCTaB U aKoO €
HE00X0/IMMO, C BCAKa Jpyra OTHOCUMA JJOKYMEHTAaLUs.

Paznuunute nepopanHu nexkapcTBeHM (opMH C He3a0aBHO OCBOOOXKJaBaHE ce
CUMTAT 3a €IHa U ChIla JIEKapCTBEeHa Gopma.

Paznuunute comu, ectepu, €Tepu, U30MEPHU, CMECH Ha M30MEPH, KOMIUIEKCH WJIN
MPOU3BOJHU HA aKTHMBHO BEIIECTBO CE€ CUMUTAT 3a €JHO M ChIIO aKTHMBHO BEIIECTBO,
OCBEH aKO HE C€ pa3iMyaBaT 3HAYUTEIIHO II0 CBOUTE CBOWCTBA, CBBP3aHU C
Oe3omacHOCTTa WM epuKacHOCTTa. B TakuBa ciydam 3asBHTENSAT TMPEACTaBS
JTOTBJIHUTENTHA WH(OpMAIUs, 3a J1a JOKaXe, Y€ Pa3IudHUTE COJHU, €CTEPH, €TEpH,
M30MEpH, CMECH OT U30MEPH, KOMIUIEKCH WM IPOU3BOJIHUA Ha aKTUBHO BEIIECTBO HE
Ce pa3MYaBaT 3HAYUTEITHO 110 OTHOIIIEHUE Ha TE3U CBOWCTBA.

Koraro nma 3HaunTeHA pa3iuKa B CBOWCTBATa, MOCOUEHHU B maparpad 4, 3asBUTEISIT
MpEACTaBs JOMBIHUTENHA WH(QOpMalus, 3a Ja JoKaxe Oe30MacHOCTTa WIH
e(UKACHOCTTa Ha Pa3NUYHUTE COJH, €CTepHU, €TePH, U30MEPHU, CMECH OT HM30MEpH,
KOMIUJICKCHU WJIM MPOU3BOJHU HA Pa3pCHICHOTO aKTHBHO BCIICCTBO Ha pe(i)epeHTHI/m
JIEKapCTBEH MPOJYKT, B 3asiBJICHHUE ChraacHo wieH 10.
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Ynen 10
3asenenus, omuacsawu ce 00 XUOPUOHU JIeKaAPCMEeHU NPOOYKmMuU

B ciryuaii ye nekapCTBEHUST NMPOAYKT HE IMOMaaa B 00XBaTa Ha ONpPEeICHUETO 32 TeHEpUYeH
JIEKapCTBEH MPOAYKT WM MMa MPOMEHH B KOHLIEHTpAIMATA, JIEKapCTBEHaTa opma, BT Ha
BBBEXK/IAHE WIM TEPANeBTUYHUTE IOKAa3aHHs B CpPaBHEHHE C peQEepeHTHUs JIeKapCTBEH
IPOAYKT, pPE3yJITaTUTE OT MOAXOAIINTE HEKIWHUYHU TECTOBE WJIM KIMHUYHH HM3CIICABAHUS
Ce MPEAOCTaBAT Ha KOMIIETEHTHUTE OPTaHH, TOKOJIKOTO TOBa € He00X0IMMO, 3a Ja Ce U3rpaau
HaydyHa Bpb3Ka C JAHHUTE, HAa KOWUTO CE€ OCHOBaBa pa3pEeIICHHETO 3a TBPrOBHS 3a
pedepeHTHHS JIeKapCTBEH MPOAYKT, W Ja ce JOKaXe MNpOoQHIbT Ha OE30MacHOCT U
e(pUKaCHOCT Ha XUOPUAHHUS JIEKAPCTBEH MPOIYKT.

Ynen 11
3asenenus, omuacsawu ce 00 OUONOVDOOHU TeKAPCMEEHU NPOOYKIMU

3a OHMOJOTMYEH JIEKapCTBEH NPOAYKT, KOWTO € moaobeH Ha pedepeHTeH OuonoruueH
JIEKapCTBEH MPOAYKT (,,0M0MOJ00€H JIEKAPCTBEH MPOAYKT ), HA KOMIIETEHTHUTE OpPraHu ce
NPEJOCTABIT PE3YATATUTE OT MOAXOMSAIIM TECTOBE M M3CICIBAaHUS 33 CPAaBHUMOCT. BunbT n
KOJIMYECTBOTO HA JONBJIHUTEIHUTE JaHHU, KOUTO TpsiOBa Ja ce MPEHOCTaBAT, TpsiOBa aa
OTrOBapsIT Ha ChOTBETHUTE KPUTEPUH, NIOCOUCHH B mpuiioxeHue II, u Ha cBBbp3aHUTE C TIX
noapobHn Hacoku. He ce mpemoctaBsAT pe3ynTaTHTE OT APYrH TECTOBE M HM3CICABAHUS OT
JIOCUETO Ha pehepeHTHUS JIEKapCTBEH MPOYKT.

Ynen 12
3asenenus, omuacawu ce 00 OUOXUOPUOHU TeKAPCEEHU NPOOYKMU

B cimyqaii Ha Onoromo0eH JIekapcTBEH MPOIYKT, MTPH KOHTO MMa MMPOMEHH B KOHIICHTPALIUATA,
JekapcTBeHara Gopma, IbTA Ha BbBEX/JIAaHE WM TEPANEBTUUYHUTE MMOKa3aHHs B CPAaBHEHUE C
pedepeHTHHs OMOJIOTUYEH JIEKapCTBEH MPOAYKT (,,0MOXHOpHUJIEH JeKapCTBEH MPOIYKT ), Ha
KOMIIETEHTHUTE OpTaHU C€ MPEAOCTABAT pe3yJATaTUTe OT MOJIXOASIIM HEKIMHUYHU TECTOBE
WIM KIMHUYHU M3CJIEJBaHus, JTIOKOJKOTO TOBa € HEOOXOAMMO, 3a Ja C€ W3rpaaud HaydHa
Bpb3Ka C JaHHUTE, HA KOUTO C€ OCHOBaBa Pa3pelICHUETO 3a THProBUS 3a pedepeHTHHs
OMOJIOTMYEH JIEKAPCTBEH MPOAYKT, U Ja ce JoKaxe NnpomIbT Ha OE30MacHOCT WIIH
e(pUKaCHOCT Ha OMOMOAOOHNUS JIEKAPCTBEH MPOIYKT.

Ynen 13
3asenenus, ocnosanu Ha 6ubaUOSPAPCKU OAHHU

B ciydaii e 3a aKTHBHOTO BEIIECTBO Ha CHOTBETHHS JIEKAPCTBEH MPOAYKT HE € pa3perieH
WK He e Oun paspeuieH pedepeHTeH JIeKapcTBEH MPOIYKT, Ype3 Jeporanusi oT 4ieH 0,
naparpad 2 oT 3asBUTENS HE C€ M3MCKBA JIa MIPEJCTABS PE3YNTATUTE OT HEKIIMHUYHU TECTOBE
WIA KIMHUYHU W3CJIEABAHMSA, aKO MOXe Ja JIOKaXe, ue aKTUBHHUTE BellecTBa Ha
JIEKapCTBEHMSI TIPOJIYKT ca OUiM ¢ 10Ope yCTaHOBEHA MEAMIIMHCKA YIoTpeda B paMKHUTE Ha
Cp103a 3a chlaTa TeparneBTUYHa yrnorpeda U ¢hC ChIUIUS BT HAa BbBEXAAaHE B MPOIBIDKEHHIE
Ha TIOHE JIeCeT TOJWHM, C TpU3HATa €(PUKACHOCT W TMPUEMIIMBO paBHHIIE Ha O€301TacHOCT
CBIJIACHO YCIIOBUATA, OCOYEHHU B mpuiioxkenue II. B TakbB ciydail pe3yaTatute OT TECTOBE U
U3CIIE/IBAaHMS C€ 3aMEHAT C MoJAXojsimm Oubnuorpadcku AaHHU moj (opmara Ha HaydHA
JauTeparypa.
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Ynen 14
3asenenus, ocHoganu Ha cvaracue

Crnen u3gaBaHeToO Ha pa3pelleHUe 3a ThProBUS MPUTEKATENIAT My MOKE J1a Pa3pellu ¢ MUCMO
3a IOCTHI M3MOJI3BAHETO Ha IsIaTa JTOKyMEHTAalus, TocoueHa B wieH 6, maparpad 2, ¢ oryies
pas3riexaHeTo Ha MOCIEIBAIIM 3asBJICHHS, OTHACSIIN C€ 0 IPYTH JIEKapCTBEHH MPOAYKTH
ChC ChIIMSA Ka4€CTBEH M KOJMYECTBEH CHhCTaB MO OTHOIICHHE HA aKTUBHUTE BEIIECTBA U ChC
chlllaTa JiekapcTBeHa dopmMa.

PA3JET 3

CHENU®UYHA U3UCKBAHMS 3A 3ASIBJIEHUSA 3A OIPEJEJEHUA KATETOPUM
JEKAPCTBEHU NNPOAYKTHU

Ynen 15

Jlexapcmeen npodykm ¢ uxcupana 00306a KOMOUHAYUSL, MEXHOI0SUU HA NAAMPOPMA U
MYIMUIEeKapCmeeHUu OnaKo8Ku

l. Korato ToBa € 000CHOBaHO 3a TEpameBTUYHU IENH, MOXE Aa Oblae H3IaaeHO
paspelieHue 3a ThProBHs C JISKAPCTBEH MPOIYKT ¢ PUKCHpaHa 1030Ba KOMOUHAIINSI.

2. Koraro ToBa € 000CHOBaHO 3a TEPAIEBTHYHU IEJIH, IPU U3BBHPEIHUA 0OCTOSTEIICTBA
MOYXe Ja Objie U3AaJICHO Pa3pellicHUe 32 ThPrOBHs C JICKAPCTBEH MPOIYKT, ChCTOSIII
ce OT (UKCHpaH KOMIIOHEHT M IPOMEHJIMB KOMIIOHEHT, KOHTO € OIpe/eicH
NpeJBapUTEIIHO, 3a Ja C€ aTaKyBaT IIEJICHACOYEHO, KOrato € IeliechoOpasHo,
pa3MyHU BAapHAaHTH Ha WH(EKIMO3eH areHT WM, KOraTo € HeoOXOAWMo, Ja ce
IPUCIIOCOOU JIEKAPCTBEHUAT MPOAYKT KbM XapaKTEPUCTUKUTE HA OTJEJIEH MallueHT
WM Ipyna MaluueHTH (,,TeXHOJIOTUs Ha rniaaTgopma‘c).

38.}IBI/ITCJ'I, KOMTO BB3HAMCPABA Na MMOAAAC 3asBJICHUC 34 pA3pPCHICHUC 34 ThbPIrOBUA 34
TaKbB JICKAPCTBCH MPOAYKT, IMPCABAPHUTCIHO MHCKAa CbBITIACUE OT CBbOTBCTHUA
KOMIICTCHTCH OpraH 3a IOAAaBaAHCTO HA TaAKOBaA 3asBJICHHUC.

3. Korato ToBa € 000CHOBAaHO OT MPUYMHU B MHTEpEC Ha OOIIECTBEHOTO 3/paBe, W
KOTraTo aKTUBHHUTE BeIleCTBA HE Morar Ja ObJaT KOMOMHUpPAaHU B JIEKapCTBEH
HNPOAYKT ¢ (pUKCHpaHa J1030Ba KOMOMHAIMS, P U3BBHPEIHU OOCTOATEICTBA MOXKE
na ObJle U3/1aJIeHO pa3pelieHe 32 ThProBUs ¢ MYJITHIIEKapCTBEHA OMaKOBKa.

3asBHTEN, KONTO BH3HAMEPsIBa Jla T10/1a/1¢ 3asBJICHUE 3a pa3penieHue 3a ThProBus 3a
TaKbB JICKAPCTBEH IMPOAYKT, TPEIBAPUTETHO KCKAa ChIJIACHE OT CBHOTBETHUS
KOMIIETCHTECH OpraH 3a M0/IaBaHeTO Ha TAKOBA 3asBIICHHE.

Ynen 16
Paouoghapmayesmuyu

1. Pa3spemenne 3a ThproBus ce M3MCKBAa 3a PAJIUOHYKIUIHM I'€HEPATOpPH, KUTOBE U
PAIMOHYKJIUIHU IPEKYpPCOpU, OCBEH aKO T€ HE C€ M3IO0I3BaT Karo W3XOJEH
MaTepHal, aKTUBHO BELIECTBO WJIM MEXAMHEH MPOAYKT Ha paauodapmainieBTHIM,
00XBaHATH OT pa3pelIeHne 3a ThProBHs ChIVIACHO 4WIEH 5, nmaparpad 1.

2. He ce wu3uckea pa3spCiCHUC 3a TBHPIOBHUA 34 paI[I/IO(I)apMaL[eBTI/IK, HU3IOTBCH B
MOMCHTA Ha y1'[0Tp€6aTa MY OT JIMIEC UKW MHCTUTYIHUA, KOUTO CIIOPE HAUWMOHAIIHOTO
3aKOHOAATCJICTBO Ca OIPABOMOIICHU [a U3IMOJI3BAT TAaKbB paI[I/IO(I)apMaL[eBTI/IK B
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0JI00peHO JIeueOHO 3aBeJCHHWEe, CaMO OT Pa3pelieHH PaIHMOHYKIHIHU T€HEpaTOpH,
KATOBE WJIM PAJUOHYKIUJHU TPEKypCcOpH ChOOPAa3HO MHCTPYKLMHUTE Ha
IPOU3BOTUTEIIS.

Ynen 17
Anmumukpoonu cpeocmea

Koraro 3asBieHueTo 3a pasp€uicHuC 3a THProBusA CC€ OTHACA OO0 aHTI/IMI/IKp06H0
CpE€ACTBO, B AOIBJIHCHHUE KbM I/IH(i)OpMaHI/IHTa, IIOCOY€HA B YJICH 6, B HEro c¢€
CbAbpiKa CICAHOTO:

a) IUIaH 3a YOpaBJIeHHME Ha ynoTpeOaTa Ha aHTUMHMKPOOHHU CpEICTBa, KAaKTO €
IIOCOYEHO B IIpriIokeHue I;

0) omnucaHMe Ha CIELUAJIHUTE W3UCKBAHUS II0 OTHOILIEHHE Ha MHpOpMauusTa,
onucaHu B WwieH 69 n n30poeHu B npuiioxxeHue 1.

KomnereHTHHAT Oopran MOXKC Ja HaAJ0XHK 3aAbJDKCHHA Ha IIPUTCIKATCIIA Ha
Pa3spClICHUCTO 3a TbHProBUs, aKO YCTAaHOBH, Y€ MCPKUTC 3a HaMaJldBaHC Ha PHCKA,
CbAbpiKallu CC B IlJIaHA 3a YIIPABJICHUC Ha yHOTpe6aTa Ha aHTI/IMI/IKpO6HI/I CpeacTBa,
Ca HC3aJOBOJIUTCIIHHA.

[TputexxaTenar Ha pa3pelIeHHEeTO 3a TBHPrOBUS TapaHTHpa, uYe pa3MepbT Ha
OIIAKOBKAaTa Ha aHTUMUKPOOHOTO CPEJICTBO CHOTBETCTBA HA OOMYaliHaTa J103UPOBKA
U Ha oOnyaifHaTa MPOIBIKUTEIHOCT Ha JICUEHUETO.

Ynen 18
Lsnocmuu kombuHayuy om 1ekapcmeenu nPoOYKmu U MeOUYUHCKU U30eUs.

3a ISUIOCTHM KOMOMHALIMKM OT JIEKapCTBEH MPOAYKT U MEIULMHCKO U3JIeNHe
3asBUTENAT HA Pa3pelleHue 3a ThproBUs NpeCcTaBs JaHHM, JOKa3Bally Oe30macHara
u edekTuBHA ynorpeba Ha LAJIOCTHATA KOMOMHAIUMS OT JIEKAPCTBEH MNPOAYKT U
MEJULUHCKO U3JIEIE.

B pamkuTe Ha olleHKaTa Ha IUIOCTHaTa KOMOMHALMS OT JIEKApCTBEH MPOAYKT U
MEAMIMHCKO HU3JIEJINE B CHOTBETCTBUE C WIEH 29 KOMIIETEHTHUTE OPIaHU OLICHSBAT
CHOTHOILIEHUETO TO0JI3a/PUCK HA ISUIOCTHATa KOMOMHALIMA OT JIEKAPCTBEH MPOJIYKT U
MEIMIMHCKO M3/eNMe, KaTo B3eMaT NpeABHJ YMECTHOCTTa Ha ymoTpebata Ha
JEKapCTBEHUS IPOAYKT 3a€IHO ¢ MEIULIMHCKOTO U3JEIHE.

OtHocumuTe OOIM H3MCKBaHHSA 3a O€30MacHOCT W JeMcTBUE, YCTAHOBEHH B
npunoxkenue I xpm Pernament (EC) 2017/745, ce mpuiarat mo OTHOIIEHHME Ha
0e30MacHOCTTa W JEMCTBHETO HAa MEIUIMHCKOTO H3JIeNIhe, KOETO € YacT OT
IS7I0CTHATa KOMOMHAIUS OT JIEKApPCTBEH MPOAYKT U MEJAUIIMHCKO U3/IENHE.

3asBICHUETO 32 pa3pellieHre 32 ThProBHs 3a ISUIOCTHA KOMOMHAIUS OT JIEKapCTBEH
MPOAYKT U MCAUIHUHCKO H3ACIIME BKIOYBA JOKYMCHTUTC CBHIIACHO MPUITIOKCHUC II,
yJIOCTOBEPsBaIll CHOTBETCTBUETO HA MEJUIIMHCKOTO HM3/EIHe C OOLIUTE N3MCKBAHUS
3a 0e30IacHOCT W JeWCTBUE, MOCOYeHH B maparpad 2, BKIOYHMTETHO, KOraTo €
YMECTHO, JIOKJIaJ 32 OLIEHKa Ha CbOTBETCTBUETO OT HOTHU(ULIMPAH OpraH.

HpI/I OII€HKaTa Ha CbOTBCTHATa IAJOCTHA KOM6I/IHaHI/I${ OT JICKApPCTBCH IMPOAYKT U
MCIUIIUHCKO HU3CJINC KOMIICTCHTHUTC OpTraHW IPU3HABAT PE3YJITATUTEC OT OLCHKATA
Ha CHOTBETCTBHCTO HAa MCIHMIIMHCKOTO H3ACJIHUC, KOCTO € 4YaCT OT Ta3du LAJIOCTHA
KOM6I/IHaL[I/I$I, C 06IJ_[I/IT6 M3UCKBaHMS 3a 0€30IacHOCT U JIECTBUE CBHINIACHO
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npunoxenue I kpm Permament (EC) 2017/745, BKIIOUHTEIIHO, KOTaTO € YMECTHO,
pe3yiTaTUTe OT OLIEHKATa OT HOTH(PULIMPAH OpTaH.

[Tpu morickBaHe OT KOMIIETEHTHHUSI OPTaH 3asBUTEIAT Ha Pa3pelICHHETO 32 ThPTOBUS
MPEJICTaBs BCSKAaKBa JOMBJIHUTEIHA HWHPOpPMAIUs, CBBbp3aHa C MEAUIIMHCKOTO
U3JIeNiue, KOSATO € OT 3HAa4CHHE 3a OICHKaTa Ha CHhOTHOIICHUETO IOJ3a/pUCK Ha
[JI0CTHATA KOMOWHAITUS OT JICKAPCTBEH MPOAYKT U MEAUIIMHCKO U3/IeTUE, TOCOYCHA
B naparpad 1.

Ynen 19
Jlexapcmeenu npooykmu, u3non36anu UsKIOUYUMENIHO ¢ MeOUYUHCKO uzoeue

3a JeKapCTBEHM IPOIYKTH, W3MOI3BaHU HM3KIIOYUTEIHO C MEAULMHCKO H3JENIHE,
3asgBUTEISAT HA pa3pellieHue 3a ThProBUs MpeJCTaBs JaHHU, JOKa3Ballu Oe3o0macHaTa
U eeKTHBHA YIOTpeda Ha JeKapCTBEHHS MPOIYKT, KaTo B3eMa MpeaBU] yroTpedaTta
My ¢ MEAMIIMHCKOTO U3ZeIue.

B pamkure Ha olleHKaTa Ha JIEKAPCTBEHUS NPOAYKT, IOCOYEH B I'bpBaTa aJHMHEs, B
CbOTBETCTBUE C UIEH 29 KOMIIETEHTHUTE OpIraHU OLEHSBAT ChOTHOIIEHHETO
I0J13a/PUCK Ha JIEKAapCTBEHMS NPOIYKT, KaTO B3eMaT IPEIBUJA HEroBaTa ymnorpeda
3a€HO C MEIULIMHCKOTO U3JIeNINe.

3a JIeKapCTBEHU MPOAYKTH, H3IMOA3BaHU M3KIIOYUTETHO C MEAMIMHCKO H3JEIuE,
MEIUIIMHCKOTO  HW3JENWe  OTroBaps Ha  HM3WUCKBAHUATA,  OMNpEHCICHH B
Permament (EC) 2017/745.

3asgBICHUETO 32 pPa3pellieHUE 3a THProBUsA 3a JIEKAPCTBEH MPOAYKT, HM3IOJI3BAH
M3KJIIOUUTEIHO C  MEIMUMHCKO M3JeNiue, BKJIOYBA JIOKYMEHTH CBIJIACHO
npuioxenue I, ymoctoBepsiBalyM ChOTBETCTBHETO HAa MEIMIIMHCKOTO H3JENHUE C
o0muTe W3MCKBaHMS 3a O€30MacHOCT W JeHCTBHE, TOCOYeHW B maparpad 2,
BKJIFOUUTEJIHO, KOraTO € YMECTHO, JOKJaJ 3a OLIEHKa Ha CbOTBETCTBUETO OT
HOTU(UIIMPAH OPTaH.

ITpu omeHkara Ha JIEKapCTBEHUS MPOAYKT, MOCOYEH B maparpad 1, KOMIETEeHTHUSAT
OopraH NpU3HaBa pPE3YyITaTUTE OT OILIEHKaTa Ha ChOTBETCTBHETO HAa CHOTBETHOTO
MEIUIUHCKO U3JIeNue ¢ OOIINTEe U3MCKBaHUA 3a 0€30IacCHOCT U JIeHCTBHE CHIVIACHO
npunoxxenue I koM Pernament (EC) 2017/745, BKIIOYUTENHO, KOraTo € yYMECTHO,
pe3yiTaTuTe OT OLIEHKAaTa OT HOTU(ULIMPAH OpTaH.

[Tpu mouckBaHe OT KOMIIETEHTHHUS OpPraH 3asBUTENST Ha pa3pelleHue 3a ThpPrOBUS
npefcTaBsd BCAKAaKBa JONBIHUTEIHA HH(pOpMAIMs, CBbp3aHa C MEAMLUHCKOTO
u3JeNnue, KOSATO € OT 3HAa4eHUEe 3a OLICHKaTa Ha ChOTHOLIEHHWETO IOJI3a/pUCK Ha
JeKapCTBeHMUs TNPOIYKT, MOcodeH B maparpad 1, xaTo B3ema IpelBUi HEropara
ynoTpeda ¢ MEIUIIMHCKOTO U3/EIHeE.

AKO JIeHiCTBHETO Ha JIEKApCTBEHHUS MPOAYKT HE € CIOMAaraTeliHO CIpsSMO TOBa Ha
MEIUIITHCKOTO W3JeNINe, JIEKAPCTBEHUAT MPOIYKT OTroBaps Ha W3WUCKBaHUATA Ha
HacTosIaTa AUpekTHBa 1 Ha [npepaborenust Pernament (EO) Ne 726/2004], xato ce
B3eMa MpeaBuj yrnorpedara My ¢bC ChOTBETHOTO MEIMIMHCKO H3lenue, 0e3 aa ce
3acsrat cnenuduunute n3uckBanusg Ha Pernament (EC) 2017/745.

B To3m cnyqaﬁ IIprU TOHUCKBAHC OT KOMIICTCHTHHUTEC OpraHd 3asABUTCIIAT Ha
pa3p€iCcHUC 3a TbHProBUsA MNPCACTABA BCAKAKBA HOOI'BJIHUTCIIHA I/IH(bOpMaL[I/ISI,
CBbp3aHa C MCIHMIMHCKOTO M3ACIINE, KAaTO B3C€Ma IMPEABHJ HETOBATa y1'IOTp€6a C
JICKApPCTBCHUA MPOAYKT, KOATO € OT 3HAUCHUC 3a Ha6J'IIOIlCHI/ICTO Ha JICKapCTBCHUSA
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MPOJYKT CJIeJ ToJlydaBaHE Ha paspelieHue, 0e3 Ja ce 3acsarar CrenuuIHuTe
u3nckBanus Ha [mpepaborenus: Permament (EO) Ne 726/2004].

Ynen 20
Kombunayuu om nexapcmeenu npooykmu u npooyKmu, paziudHu om MeOuyuHCcKY uzoenus

1. 3a KOMOMHAIMM OT JIGKAPCTBEH NPOAYKT W MPOAYKT, Pa3IvueH OT METUIIMHCKO
u3JieNue, 3asSBUTEISAT Ha Pa3pellieHHe 3a ThProBUS MPECTaBsA JAHHH, JOKa3Balllu
Oe3omacHarta U epekTHUBHA yroTpeda Ha KOMOMHALMATA OT JIEKAPCTBEHUSI MPOAYKT U

JIpYrus MPOIYKT.

B pamkute Ha oleHKaTa Ha KOMOMHAIUSATa OT JIEKAPCTBEH MPOAYKT M MPOAYKT,
pazMyeH OT MEIUIIMHCKO HW3/IeNiue, B CHOTBETCTBHUE C WICH 29 KOMIETECHTHUST
OpraH OIICHABa CHOTHOLICHHETO II0JI3a/pUCK Ha KOMOHMHAIMSITa OT JIEKapCTBEH
NPOAYKT M MPOIYKT, PaA3JIMYE€H OT MEIULMHCKO H3IEIUE, KAaTo B3€Ma IPEIABUJL
yrnotpebara Ha JIEKapCTBEHUS MPOAYKT 3a€HO C APYTHUS TPOAYKT.

2. [Tpu nmouckBaHE OT KOMIETEHTHHS OPIaH 3asBUTENST Ha pa3pellieHUe 3a ThpProBUS
MpeJICTaBsl BCAKAKBa MOMBIHUTENHA WH(OpMaLUs, CBbp3aHa C MPOIYKTa, pa3inyeH
OT MEIMLMHCKO H3JIeNHe, KOATO € OT 3HAaueHHE 3a OLICHKaTa Ha ChOTHOILEHUETO
MOJI3a/pUCK HAa KOMOMHAIMATA OT JIGKAPCTBEH MPOAYKT U MPOAYKT, Pa3lIUyYeH OT
MEAMIMHCKO HW3JeJHe, KaTo B3eMa IMpeABHJ YMECTHOCTTa Ha ymnoTpebata Ha
JIEKapCTBEHUSI MPOJIYKT C MPOJIYyKTa, oco4yeH B maparpad 1.

PA3IET 4

CHENU®NYHA U3UCKBAHMS 3A TOCUETO

Ynen 21
IInau 3a ynpasnenue na pucka

Ot 3asgBUTENs Ha pa3pelleHue 3a THProBUSA 3a JIEKAPCTBEH IPOJYKT, IIOCOYEH B UJIECHOBE 9
u 11, He ce U3uCKBa Ja MPEACTaBs IJIaH 3a YIPABICHUE HA pUCKA M PE3IOME Ha TO3M ILJIaH,
IOpU ycJoBHE Y€ 3a pedepeHTHHs JIEKapCTBEH MPOJIYKT HE ChIIECTBYBAT JAOMBIHUTEIHU
MEpPKH 3a CBEXJaHE Ha PUCKa JJO MUHUMYM M Y€ pa3pelieHnueTo 3a ThproBus 3a pedepeHTHH
JIeKapCTBEH MPOAYKT HE € OMJI0 OTTErJIeHO Mpeiu MOAaBaHETO Ha 3asiBIICHUETO.

Ynen 22
Oyenka Ha pucka 3a OKOIHama cpeda u opyaa uHhopmayus 3a OKOIHAMa cpeoa

1. [Ipu m3roTBsHETO Ha OIIEHKAaTa Ha PHICKa 3a okosHarta cpena (,,OPOC*), kosTo ce
MpelcTaBs ChIIAcHO uieH 6, maparpad 2, 3asBUTENSAT B3eMa MPEIBUI HAyYHUTE
HACOKM OTHOCHO OIICHKATa Ha PHUCKAa 3a OKOJHATAa Cpe/a OT JIEKAPCTBEHHU MPOTYKTH
3a XyMaHHa ymotpeba, mocodeHu B maparpad 6, Win mpencTaBsi CBOGBPEMEHHO Ha
ATreHIMSATa WM, KOraTO € YMECTHO, Ha KOMIIETEHTHHUS OpraH Ha ChOTBETHaTa
AbpiKaBa YICHKA NPUYMHHUTEC 3a BCAKO OTKIIOHCHHE OT HAYYHUTC HACOKH. Koraro e
BB3MOXKHO, 3asBUTENAT B3ema mpensun cwinectByBammre OPOC, u3BbpiiBaHu
CBIIIACHO JPYTO 3aKOHOMATENCTBO Ha Chio3a.

2. B OPOC ce mocoyBa gamu JEKapCTBEHUAT MPOAYKT WM HAKOE OT HETOBHUTE
BEIIECTBA WU JPYTH ChCTaBKH € €THO OT CJICTHUTE BEIIECTBA ChITIACHO KPUTECPUHUTE
ot npuioxenue | kbMm Permament (EO) Ne 1272/2008:
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a)  ycroiuuBH, Onoakymynupamu u Tokcnunu (PBT);
0) MHOTO YCTOWYMBHU U MHOTO OMoakymynupamu (VPvB);

B)  YCTOWYMBH, TpeHOCMMH M Tokcu4yHH (PMT), MHOro yCTOWYHMBH W CHJIHO
npesocumu (VPvM);

HJIM Ca CHOAOKPUHHO aKTHBHU arCHTH.

SasButensar srrouBa B OPOC u Mepku 3a HamamnsiBaHE Ha PUCKa, 3a Ja ce n3bernar
WJIH, KOTaTO TOBa HE € B3MOJXKHO, JIa CE OTPaHMYaT EMUCHHUTE BbB Bb3]lyXa, BOjaTa U
moyBara  Ha  3aMBPCHUTEIUTE, n30poeHu B Hupexrusa 2000/60/EO,
Hupextuba 2006/118/EO, HdupextuBa 2008/105/EO  u  Hupextusa 2010/75/EC.
3agBUTENAT TPEACTaBs MOAPOOHO pa3zsCHEHHWE, 4Ye TMpeJUIlaraHuTe MEpKH 3a
HaMaJsiBaHE Ha PUCKA ca MOAXOJSIIM M JOCTAThUHU 3a CIIPaBSHE C yCTAHOBEHUTE
PHCKOBE 32 OKOJIHATa cpera.

OPOC 3a aHTUMHMKPOOHM CpeICcTBa BKIIIOUBA OIICHKA HA pPUCKA OT CENEKTHpaHa
AHTUMUKPOOHA PE3UCTEHTHOCT B OKOJIHATA CpejAa MOpaiu BB3ASHCTBUS OT IsijiaTa
MIPOM3BOJICTBEHA BEpHUra Ha JOCTaBKUTE B paMkuTe Ha Chbr03a U U3BBH HETO, KAKTO U
nopajy yrnorpedara u U3XBbPISIHETO HA aHTUMHUKPOOHOTO CPEJCTBO, KAaTO Ce B3eMaT
MpelBUJl, KOTaTO € YMECTHO, ChLIECTBYBALTUTE MEXKAYHAPOIHH CTaHAAPTH, B KOUTO
€ yCcTaHOBEHa Ipejrnonaraema Henericteaia konmentpamnus (PNEC), cneruduana 3a
AHTUOUOTULIUTE.

ATeHIUATa U3TOTBSI HAyYHU HACOKH B CHOTBETCTBHE ¢ WwicH 138 ot [mpepaboTeHus
Pernament (EO) Ne 726/2004], 3a 1a yTOYHH TE€XHUYECKUTE MOJIPOOHOCTH OTHOCHO
n3nckBanusaTa no otHomeHue Ha OPOC 3a nmekapcTBeHM MNPOAYKTH 3a XyMaHHA
ynotpeba. Koraro e menecho0pasHo, AreHIusTa ce KoHCynTupa ¢ EBpomneiickaTta
arenuus no xumukanure (ECHA), EBponeiickus opran 3a 0e30macHOCT Ha
xpanute (EOBX) u EBpomeiickara arenuus 3a okonHa cpena (EAOC) oTHocHO
U3TOTBSIHETO HA T€3HW HAyYHU HACOKH.

[Tputexkatenar Ha paspemeHueTo 3a Thproeus akryanusupa OPOC ¢ HoBa
uHpopMalusgs U s TpeaocTaBs 0e3 HeompaBIaHO 3a0aBsHE Ha CHOTBETHHUTE
KOMIIETEHTHH OpPraHu B ChOTBETCTBHE ¢ wieH 90, maparpad 2, ako ce MosiBU HOBa
uH(popMalys, OTHacAIIa ce O KPUTEPUUTE 3a OLEHKA, IOCOUYEHU B WiIEH 29, KoATO
O6u Moria Jia AoBeae N0 MpoMsiHa Ha 3akmoueHusTa Ha OPOC. Axtyanusanusita
oOxBalla BCsKa OTHOCMMa HHQoOpManus OT MOHUTOPHHIAa Ha OKOJHATa cpeja,
BKJIIOYMTEIHO MOHHUTOpUHTa cbrinacHo [lupektusa 2000/60/EO, oT uscnenBaHusita
3a €KOTOKCUYHOCT, OT HOBU WJIM aKTYaJIM3UPAHU OLIEHKH HA PUCKa CHIVIACHO JIPYTro
3akoHoJaTeNncTBO Ha ChI03a, KaKTO € MOCOYeHO B maparpad 1, KakTo M JaHHU 3a
€KCIO3MLIMATA Ha OKOJIHATA cpeJia.

3a OPOC, usbpmiBanu npeau [CII, mons, BbBenere narara = 18 Mmecena cien
JaTaTa Ha BIM3aHE B CHJIa HAa HACTOSIIATa JUPEKTHUBA], KOMIIETEHTHHUSAT OpTraH
M3HUCKBAa OT MPUTEXKATENsl Ha pa3pelieHHeTo 3a ThproBus ja akryanusupa OPOC,
aKO € YCTaHOBEHA JINTICBAIa WH(OpMaIUs 3a JIEeKApCTBEHHU POTYKTH, MMOTEHIIUATHO
BpEIHU 32 OKOJIHATA cpefa.

3a JEeKapCTBEHHUTE MPOAYKTH, MOCOYEHH B WICHOBE 9—12, Mpu M3roTBAHETO HAa
OPOC 3asButenar Moxe Ja ce I030B€ Ha IpoyuBaHMs BbB Bpb3ka ¢ OPOC,
MPOBEJCHH 3a peepeHTHUSI IEKAPCTBEH MPOIYKT.
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Ynen 23
OPOC 3a nekapcmeenu npooykmu, paspeuteru npeou 30 okmomepu 2005 2.

Ho [CII, mons, BbBenere narara = 30 Mecena ciej Jatrara Ha BJIM3aHE B CHJIa Ha
HacToslaTa JUPEKTUBA] ATEHIUATA, Clie]] KOHCYITAIUsl ¢ KOMIETEHTHUTE OpPraHu
Ha Jbp)KaBUTEe wieHKH, EBpomneiickara arenmus 1o xumukanute (ECHA),
EBponeiickus opran 3a 6e3onacHoct Ha xpanute (EObBX) u EBporneiickara areHus
3a okonHa cpeaa (EAOC), m3rorBs mporpama 3a OPOC, kosTo ce mnpeacTtaBs B
ChOTBETCTBUME C WIEH 22, 3a JICKAPCTBEHUTE MPOAYKTH, pa3pelieHu Mpeau
30 oxkromBpu 2005 r., kouto He ca Omnm obekT Ha OPOC u kouto AreHnusara e
ompenenuia KaTo MOTEHLIHMATHO BPEJAHH 32 OKOJIHATA Cpela B CHOTBETCTBHUE C
naparpad 2.

Ta3u porpama ce onoBecTsBa MyOJIUIHO OT ATCHIIHSITA.

AreHIUATa Ompeneis HAayYHUTE KPUTEPUU 3a HAOENSI3BAaHETO HA JIEKAPCTBEHHUTE
MPOJIYKTH KaTO MOTEHIIMATHO BPEIHM 32 OKOJIHATA CpeJia U 3a MPUOPUTHU3UPAHETO HA
OPOC 3a T4x, KaTo npujara OCHOBaH Ha pUCKa MOAXOJ. 3a Ta3u 1ed AreHuusTa
MOXKE Jla M3MUCKA OT MPUTEKATEIUTE HA pa3pelieHusi 3a ThProBUs Ja MPEAOCTaBSIT
OTHOCHMH JIaHHH WUJIU UH(GOPMAITHSI.

[TpurexxaTenure Ha pa3pellieHuss 3a TbpProBUS 3a JIEKApPCTBEHUTE MPOIYKTH,
Habensi3aHM B Tporpamarta, mnocodeHa B maparpad 1, mpenactaBst OPOC Ha
Arennusta. Pesynrature ot pasriexaanero Ha OPOC, BKIIOYUTENHO AAHHUTE,
MPEIOCTaBeHU OT MPUTEXKATENs] HAa pa3pelieHHueTo 3a THProBUS, CE€ OIMOBECTABAT
nyOIMYHO OT AreHuusra.

Koraro B mporpamara, mnocoueHa B maparpad 1, ca ompeneneHu HIKOJIKO
JICKAPCTBCHU IPOAYKTA, KOUTO CHABPXKAT €IHO W CHIIO aKTHMBHO BCIICCTBO U 34
KOMTO C€ O4YakBa Ja NOpaXJaT €IHd U ChIIM PUCKOBE 3a OKOJHATa Cpefa,
KOMIICTCHTHUTC OpraHd Ha ABbPKAaBUTC YICHKU WA AFGHHI/I?IT& HacbpyaBaT
INPUTEXKATEIINTE HAa pa3pellieHns 3a ThProBUs J1a IPOBEXKIAT ChbBMECTHU MIPOYUBAHMS
3a OPOC, 3a na ce cBemaT 1O MHUHHUMYM HEHY)KHOTO AyOJluMpaHe Ha JaHHU U
U3I0JI3BAHETO Ha KUBOTHHU.

Ynen 24

Cucmema om monoepaguu 3a OPOC 6v6 épv3ka ¢ oannume om OPOC 3a akmuenu

eewecmea

AreHnusTa, B CbTPYJHUYECTBO C KOMIETEHTHUTE OpraHM Ha JbP)KABUTE WICHKH,
ch3naBa cucrema 3a mperien Ha gaHHute or OPOC, ocHOBaHa Ha aKTHBHUTE
BemecTBa (,,MoHOrpaduu 3a OPOC®), 3a paspelieHuTe JIEKAPCTBEHU MPOAYKTH.
Monorpagusara 3a OPOC BkirouBa wuzdeprnaTtesneH HaOOp OT (U3MKOXUMHUYHU
JaHHU, JAHHU 3a chabaTa B OKOJHATa Cpela M JAaHHU 3a MOCIEIUIUTE BBPXY
OKOJIHATa cpe/ia, OCHOBAHU Ha OLIEHKA OT KOMIIETEHTEH OpraH.

Cp3naBanero Ha cuctemata or MoHorpaguu 3a OPOC ce ocHoBaBa Ha
NPUOPUTHU3MPAHE HAa AKTUBHUTE BEILIECTBA, OCHOBAHO Ha PUCKA.

[Tpu u3rorBsiHeTo Ha MoHorpadusra 3a OPOC, nocouyena B naparpad 1, AreHuusra
MO’K€ /1a M3McKa WH(OpMalus, TpOyuyBaHUs U JaHHU OT KOMIETEHTHUTE OPTaHU Ha
JbPKABUTE YICHKHU U OT MPUTEKATEIUTE HAa Pa3pELICHNs 3a ThPTOBUS.
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AreHnusiTa, B ChTPYJHUYECTBO C KOMIICTCHTHHTE OpPraHU Ha JIbP)KaBUTE YICHKH,
MPOBEXAAa MIIOTEH MPOEKT 3a JOKa3BaHE Ha KOHIICMIMATA Ha MOHOTpapuuTe 3a
OPOC, kotito TpsiOBa ga ObJe 3aBbPIICH B CPOK OT TPU TOJAMHH CJIE]] BIU3aHETO B
cuJia Ha HACTOAIATa JUPEKTUBA.

Ha Komucusara ce mpenocraBs mpaBOMOUIMETO Ja IpUEMa JACJIETUPAaHU aKTOBE B
CHOTBETCTBUE C 4ieH 215 ¥ BB3 OCHOBAa Ha pE3yIATaTUTE OT MWJIOTHHUSA MPOEKT 3a
JIOKa3BaHe Ha KOHLEMIUATA, OCOYeH B maparpad 4, 3a Ja JONBJIHU HACTOSIATa
JIMPEKTUBA, KATO YTOYHHU CIIETHOTO:

a)  ceabpkaHueTo u popmara Ha MmoHorpaduute 3a OPOC;
0) mpouenypure 3a MpUEMaHe U akTyanu3upane Ha Monorpaduute 3a OPOC;

B)  MpOIEIYpUTE 3a MPEIOCTaBsiHe Ha MH(OpMALUATA, POYYBAHUATA U JTAHHUTE,
MOCOYCHHU B maparpad 3;

I)  KpUTEPHUTE 3a NPUOPUTU3UpPAHE, OCHOBAaHO HA pHCKA, NpH moadopa u
IPUOPUTU3UPAHETO, TOCOUYEHO B naparpad 2;

n)  uznon3BaHeTro Ha MoHorpaduu 3a OPOC B KOHTEKCTa Ha HOBHU 3asBJIICHUS 3a
paspelieHre 3a ThproBus 3a JEKapCcTBeHM MpoaykTu B noakpena Ha OPOC 3a
TAX.

Ynen 25
Cepmughuxam 3a 0CHO8HA OOKYMeHmayus Ha AKMUBHO 8eUieCmeo

Bwmecto Aa mpeacTaBiAT CbOTBECTHUTC HAaHHH 3a XMMHUYHOTO AKTHMBHO BCHICCTBO Ha
JaJieH JICKQpCTBEH MPOAYKT, KOUTO C€ M3UCKBAT ChIVIacHO mpuioxenue II,
3asgBUTEINTE Ha pa3pelieHusi 3a THPTOBUS MOraT Ja Ce I030BaT Ha OCHOBHA
JIOKYMEHTAI[Usl HAa aKTUBHO BEIIECTBO, HA CEpTU(UKAT 32 OCHOBHA JOKYMEHTAIIUS Ha
AKTHUBHO BE€IICCTBO, HU3MaACH OT AFCHHI/ISITa B CBOTBCTCTBHUEC C HACTOAIIUA YJICH
(,,cepTudUKaT 3a OCHOBHA JOKYMEHTAllUs Ha AaKTUBHO BEIIECTBO®), WJIM Ha
cepruduKaT, TOTBHPKIABAII, Y€ KAYeCTBOTO Ha ChOTBETHOTO aKTUBHO BEIIECTBO CE€
KOHTPOJIMpa MO TMOJXOASIl HAa4MH B3 OCHOBA Ha CHOTBETHAaTa MOHOTpadus OT
EBponeiickara papmakormnes.

3agBUTENUTE HAa pa3peuieHud 3a TbHProBus Morar ga C€ IO030BaBaT Ha OCHOBHA
JOKYMCHTAIlMd Ha aKTHUBHO BCIICCTBO CaMO aKO HE CbHIICCTBYBaA CGpTI/I(i)I/IKaT 3a
CbllaTa OCHOBHA JOKYMCHTAIIUS HAa aKTUBHO BCIICCTBO.

CepTtudukarbT 3a OCHOBHA JIOKYMEHTAIlMs HA aKTUBHO BEIIECTBO MOXE Ja Objle
M3aJleH OT AreHuusTa B CIy4auTe, KOraro OTHOCHUMHUTE JAaHHU OTHOCHO
CHOTBETHOTO aKTHBHO BEIIECTBO BCE OIE HE ca OOXBaHATH OT MOHOTrpadus OT
EBpomeiickata Qapmakornes uiu OT cepTudHKAT 3a OCHOBHA JOKyMEHTAaIlUs Ha
aKTHUBHO BEIIECTBO.

3a 1a ce mosyyu cepTU(UKAT 32 OCHOBHA JIOKYMEHTAllMsl Ha aKTUBHO BEILECTBO, CE
nmojaBa 3asBICHUE 10 ATreHIuATa. 3asdBUTENSAT Ha cepTuduKar 3a OCHOBHA
JIOKYMEHTAIUsl Ha aKTUBHO BEIIECTBO JIOKa3Ba, Y€ ChOTBETHOTO AKTUBHO BEIIECTBO
BCe ollle He € oOxBaHato oT MoHorpadus ot EBpomeiickara ¢apmakornes Uiu ot
cepTU(HKAT 3a OCHOBHATAa JOKYMEHTAllUs Ha AKTUBHO BEIIECTBO. ATEHIHUATA
pasriiexaa 3asBICHHETO U B CiIy4al Ha TIOJIOKUTEIEH pe3yiaTaT u3jaBa
cepTudukaTa, Koiito e BamuiaeH B uenus Cpro3. B ciaydail Ha neHTpanu3upaHu
pa3penIeHus 3a THPTOBHS 3asBICHUETO 32 CEPTH(UKAT 32 OCHOBHA IOKYMEHTAIHS Ha
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aKTUBHO BEIIECTBO MOXE 1Oa ObJe MOJaJeHO KaTo 4YacT OT 3asBICHHETO 3a
paspenieHue 3a ThproBusi 3a CbOTBETHHS JIEKAPCTBEH MPOIYKT.

AreHuusATa Cb3/laBa XpPaHWIMILE HAa OCHOBHHUTE JOKYMEHTAllMM Ha aKTHUBHU
BEIIECTBA, HA JIOKJIAJWTE 32 OLIEHKA W Ha CEepTH(HKATUTE 3a TSIX U OCUTYpSBa
3alMTaTa Ha JJMYHUTE JaHHW. ATCHIMATA rapaHTHpa, Y€ KOMIETEHTHUTE OpraHu Ha
JbPKABUTE YWIECHKU UMAT JOCTBII 10 TOBA XPaHUJIMILE.

OcHoBHaTa TOKyMEHTAllMs Ha aKTUBHO BEILIECTBO U CePTU(PUKATHT 3a Hesl 00XBamiar
mstara  uHpOpMaIus, KOSTO C€ HM3UCKBA 32 AKTHBHOTO BEIIECTBO CBITIACHO
npunoxenue II.

[Tputexxarenar Ha cepTu(UKaTa 32 OCHOBHA JOKYMEHTALIMSI Ha aKTUBHO BEIIECTBO €
IPOM3BOIUTENAT Ha aKTUBHOTO BEILIECTBO.

[Tputexxatenat Ha cepTu(UKaTa 3a OCHOBHA JOKYMEHTAIUsl HA aKTUBHO BEIIECTBO
TEKYILO S aKTyallu3Upa C OrJIe] Ha HAYYHUS U TEXHOJIOTUYHUSA HANIPEAbK U BbBEXKIA
HEO0OXOUMHUTE IPOMEHHU, 32 /1a TapaHTHUpa, Y€ aKTUBHOTO BEILIECTBO CE€ IMPOU3BEXK/IA
U KOHTPOJIMPA B CbOTBETCTBUE C OOLIONPUETUTE HAYYHU METO/IH.

Ilo uckane Ha AreHIusiTa MMPOU3BOAUTCIIAT HAa BCLICCTBOTO, 3a KOCTO € IIOAAACHO
3asABJICHHUC 3a CCpTI/I(bI/IKaT 3d4 OCHOBHA NOKYMCHTalHWA Ha AaKTHBHO BCILICCTBO, WA
MPUTCIKATCIIAT Ha JOKYMCHTaUATA CC noAjiaraT Ha MHCIICKIWA € LCJI Aa C€ IMPOBCPU
I/IH(1)OpMaI_II/I$ITa, CbAbpIiKallla CC B 3ajBJICHUCTO WK B OCHOBHATa JOKYMCHTAIU Ha
AKTUBHO BC€IICCTBO, HJIIM TAXHOTO CBOTBECTCTBHC C 1{06p1/1Te IMPOHU3BOACTBCHU
IMPAKTHUKH 3a dAKTUBHH BCIICCTBA, IIOCOUYCHH B YICH 160.

AKO TPOU3BOJUTENAT HAa aKTUBHO BELIECTBO OTKaXKE Jla C€ TOJJIOXKM Ha TaKaBa
MHCIEKIUs, ATeHIIUATa MOXKE Ja OCTaBH 3asIBICHHUETO 3a cepTU(PUKAT 3a OCHOBHA
JIOKYMEHTAIMs Ha aKTUBHO BEIIECTBO 0€3 pasriekaaHe WK Jia TO IPeKpaTH.

AKo mpuTexaTensT Ha cepTH(HKaTa 3a OCHOBHAa JOKYMEHTAalMsl Ha AaKTHBHO
BEIIECTBO HE M3ITBJIHSBA 33AbJDKCHUATA, OoNlpeiesieHH B naparpadu 5 u 6, AreHuusita
MOXeE Jla crpe JAeHCTBHEeTO Ha cepTu(duKkara WIM Ja OTMEHH cepTu(dukara, a
KOMIIETEHTHUTE OpPraHU Ha JbpKaBUTE UYICHKM MOraT Ja OTMEHST WM Ja CIpaT
JIEHCTBUETO Ha PA3pEIICHUETO 3a ThPrOBUS 3a JEKAPCTBEHUS NPOAYKT, Ha KOETO CE
OCHOBAaBa TO3M CepTU(UKAT, UM Ja IpeIIpueMaT MEepKH 3a 3a0paHa Ha JOCTABSHETO
Ha JICKapCTBEHUsI MTPOYKT, 32 KOUTO C€ OTHACS TO3U CEPTUDHUKAT.

HpI/ITe}KaTeJ'If[T Ha paspClICHUCTO 3a ThProBus 3a JICKAPCTBCHUA NPOAYKT, U3JAACHO
Bb3 OCHOBa Ha CepTH(bHKaT 34 OCHOBHa HJOKYMCHTAallMd Ha AKTHBHO BCHICCTBO,
npoabJiKaBa 1a HOCH OTTOBOPHOCT 3a TO3U JICKAPCTBECH IMMPOAYKT.

Ha Komucusara ce mpenocraBsi IpaBOMOIIMETO Ja IpHUEMa JAEJIETHpaHU aKTOBE B
CBOTBETCTBHE C wieH 215, 3a Ja JONBJIHM HAcTOsIIATa JUPEKTHUBA, KATO YTOYHH
CIIEIHOTO:

a) IpaBWiIara, ypexXJalld CbIbpKaHUETO U Qopmara Ha 3asBICHHETO 3a
cepTU(UKAT 32 OCHOBHA JJOKYMEHTAIUS Ha aKTUBHO BEILECTBO;

0) TmpaBwiIata 3a pa3rTieXKAaHe Ha 3asiBIEHHE 3a cepTU(HUKAT 3a OCHOBHA
TOKYMEHTAIUsl Ha aKTUBHO BEUIECTBO U 3a U3JaBaHE Ha cepTU]UKaTa;

B) IpaBWjaTa 3a NpPEJOCTaBsHE Ha MyOJWYeH IOCThII 10 cepTudukarure 3a
OCHOBHA JIOKYMEHTAIIs Ha aKTUBHO BELIECTBO;

F) ImpaBujiaTa 3a BHACAHC Ha MPOMCHU B OCHOBHATa JOKYMCHTAIlMsA HAa aKTUBHO
BCIICCTBO U B CCpTI/I(I)I/IKaTa 3a HCA,
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,I[) mpaBujiaTa 3a AOCTBHII HAa KOMIICTCHTHHUTC OPraHW Ha ABPKABUTEC YJICHKHU I0
OCHOBHATa NOKYMCHTAIU HA aKTUBHO BCUICCTBO U N0 CBbP3aHUA C HCA NOKJIIAL
3a OLICHKA,

€)  IpaBWiIaTa 3a JOCTHII HA 3aABUTEIIMTE U HA MPUTEKATEIUTE HA pa3pelIeHUs 3a
THPTOBHsI, KOMUTO C€ M030BaBaT Ha CepTU(HKAT 32 OCHOBHA JOKYMCHTAIIUS Ha
aKTHBHO BEIIECTBO, JO OCHOBHATA JIOKYMEHTAIIMsI HA aKTUBHO BEIIECTBO U 0
JIOKJIaJa 3a OLlCHKA.

Ynen 26
Ocnoena 0okymenmayus 3a OONbIHUMENHO KA4eCmeo

BmecTto ma mpeactaBAT ChOTBETHUTE JAaHHH, KOUTO CE€ HW3UCKBAT CBIJIACHO
npuiokenue I, 3a akTUBHO BELIECTBO, Pa3IMYHO OT XMMHYHO aKTHBHO BEIECTBO,
WM 3a JPYTU BEIIECTBAa, MPUCHCTBAIIM B JaJ€H JIEKAPCTBEH MPOIYKT WIH
U3IMOJI3BAaHU B HETOBOTO IPOU3BOJICTBO, 3asSBUTEIHMTE HAa pa3pelieHusi 3a ThPrOBUS
MoraT Ja ce I030BaT Ha OCHOBHA JOKYMEHTAalUsl 3a JOIBJIHUTEIHO KauecTBO, Ha
ceptudukaT 3a OCHOBHA JOKYMEHTAIMs 3a AOMBJIHUTEIHO KauyeCTBO, M3JAICH OT
AreHIMSTA B CHOTBETCTBHE HACTOSIIMS WieH (,,cepTudHUKaT 3a OCHOBHA
JOKYMEHTAIUs 32 AOM'BJIHUTEIHO Ka4yecTBO ), UM Ha CepTHU(UKAT, MOTBBPKAABAII,
Ye KaueCTBOTO Ha TOBA BEIIECTBO C€ KOHTPOJUPA MO MOAXOIAI] HAYMH B3 OCHOBA
Ha CbOTBeTHaTa MoHorpadus ot EBponeiickata gpapmakomnes.

3agBUTEIUTE HA pasp€i€cHud 3a TbHProBusa Moratr Jga €€ 1o3oBaBaT Ha OCHOBHA
AOKYMCHTAIUA 3a JOII'BJIHUTCIIHO Ka4Y€CTBO CaMO aKO HE ChbIICCTBYBA CepTI/I(bI/IKaT 3a
C¢bliaTa OCHOBHA JOKYMCHTAaLUsA 3a JOITbJIHUTCIIHO Ka4CCTBO.

Unen 25, maparpadu 1—5, 7 u 8 ce npunarat mutadis mutandis 1 10 OTHOIIICHUE Ha
cepTU(UKaTa 32 OCHOBHATA JIOKyMEHTAINS 32 JIOITBIHUTEIHO KaueCTBO.

Ha Komucusara ce mpenocraBs IpaBOMOILIMETO Aa IPHEMa JIEIETHpPaHU aKTOBE B
ChOTBETCTBUE C 4jeH 215, 3a J1a JOMbJIHU HACTOSIIATa JUPEKTHBA, KaTO YTOYHH
CIIEIHOTO:

a) IpaBWiIara, ypeXJalld CbIbpKaHUETO U Qopmara Ha 3asBICHHUETO 3a
cepTU(HKAT 32 OCHOBHA JJOKYMEHTAIUS Ha aKTUBHO BEIIECTBO;

6) OCHOBHUTEC AJOKYMCHTALUU 3a JOIIBJIHHUTCIHO Ka4CCTBO, 3@ KOUTO MOXKE 1a CC
H3I10JI13Ba CepTI/I(I)I/IKaT, 3a Ada C€ MpeAOCTaBU KOHKPCTHA I/IH(I)OpMaI_[I/ISI 3a
KauC€CTBOTO Ha BCHICCTBO, MPHUCHCTBAIIO B AAaJCH JICKAPCTBCH MNPOAYKT HIIN
H3M0JI3BAHO B HCTOBOTO IIPOU3BOJACTBO;

B) TpaBWIaTa 3a pasliIekJaHe Ha 3asABIEHUS 3a NPENOCTaBSIHE Ha MyOIHMYEH
JOCTBI A0 CepTU(HUKATUTE 3a OCHOBHA JOKYMEHTAIUs 3a OMBIHUTEIHO
KauecTBO;

F) mpaBujiaTa 3a BbBBCKIAHC Ha NPOMCHHU B OCHOBHATa JOKYMCHTALUA 34
JOITBJIHUTECIIHO KQYE€CTBO U B CepTI/I(l)I/IKaTa;

I[) mpaBujiaTa 3a JOCTHBII Ha KOMIICTCHTHUTC OpraHHW Ha AbpiKaBaTa YJICHKA IO
OCHOBHAaTa JOKYMCHTaIHWA 3a JOIIBJIHUTCIHO Ka4€CTBO U 10 CBBHpP3aHUA C HEA
JOKJIaza 3a OICHKaA,

e) [mpaBujiaTa 3a AOCTBHII HA 3aABUTCIIMNTC U HA NIPUTCKATCIUTE HA pa3pCUICHUSA 3a
ThpProBHUsd, KOUTO CC IMO30BABAT Ha CCpTI/I(I)I/IKaT 34 OCHOBHA JOKYMCHTAlHWA 3a
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JOMBJIIHUTCIIHO Ka4Y€CTBO, OO OCHOBHATa AOKYMCHTAIMA 3a JOINBJIHUTCIIHO
Ka4dC€CTBO U O JOKJIaaa 3a OLICHKA.

Ilo mckane Ha AFCHHI/IHTa IMPOU3BOJUTCIIAT Ha BEIICCTBO, IMPUCHCTBAIO B JaJICH
JICKAPCTBCH HNPOAYKT HJIM HM3IIOJI3BAHO B HETOBOTO IPOU3BOACTBO, 3a KOCTO €
mogaacHoO 3asABJICHUC 3a CepTI/I(bI/IKaT 3a OCHOBHa OOKYMCHTAIMA 3a OOIBJIHUTCIIHO
KauCCTBO, HWJIM IMPUTCIKATCIIAAT HaA CepTI/I(l)I/IKaT 3a OCHOBHa JOKYMCHTalLlUsg 3a
JOMBJIHUTEIIHO KAa4YCCTBO CC€ IIoJJIaraT Ha HMHCICKOWA C INOEI1 Oa C€ IIPOBECPHU
I/IH(I)OpMaLII/ISITa, ChAbpiKalla CC B 3a4BJICHUCTO WJIM B OCHOBHATa JOKYMCHTALIUA 34
JOIIBJIHUTCIIHO Ka4YECTBO.

Axo MMPOU3BOAUTCIIAT Ha TOBa BCHICCTBO OTKaXXC Oa CC IIOAJIOXKM Ha TaKaBa
HNHCIICKIHA, AreHIIATa MOXE Ja OCTaBH 3asBJICHUCTO 3a CepTI/I(bI/IKaT 3a OCHOBHa
JOKYMCHTAMA 3a JOMIBJIHUTCIIHO KAYCCTBO oe3 PasrjicKaAane Ujin a ro rnmpeKparu.

Ynen 27
Tomowmnu sewecmea

3asBUTENAT TpeaocTaBs HH(OpManus 3a MOMOIIHUTE BEIIECTBA, M3MOJI3BAHU B
JIEKapCTBEHHUSI TMPOAYKT, B CBOTBETCTBHE C MW3UCKBAaHUATA, IIOCOYCHH B
npuinoxenue I1.

HOMOHIHI/ITG BCIICCTBA CC pa3rjicxkaar OT KOMIICTCHTHHUTC OpraHu KaTro 4YacT OT
JICKApCTBCHU IMTPOAYKT.

OHBGTI/ITCJII/I CC M3IIOJI3BAT B JICKAPCTBCHUTC IMPOAYKTH CaMO aKO C€a BKIIIOYCHHU B
CAHH OT CJICAHUTC CIIMCHIM:

a) cnuchka Ha Chro3a Ha paspenieHuTe A00aBKH B XpaHHWTe B TaOnmma 1 Ha
yact b ot npunoxenne Il kbm Pernmament (EO) Ne 1333/2008, kato otroBapsr
Ha KPpUTEPUUTE 32 UUCTOTA U cienudukanuute, onpenenenu B Pernament (EC)
Ne 231/2012 na Komucusira,

06) cmucbKa, u3rotBeH ot Komucusra ceriacHo naparpad 3.

Komucusita Moke @ M3rOTBH CIHCHK Ha OI[BETUTEIM, KOMTO Ca pa3pelIeHu 3a
ynotrpeba B JIEKApCTBEHH MPOAYKTH W Ca Pa3IUYHU OT BKIIOUECHUTE B CIHUCHKA Ha
Crplo3a Ha pa3pelieHuTe 100aBKU B XpaHUTE.

Koraro e npuinoxumo Bb3 OCHOBa Ha cTaHOBHILE HAa AreHnusaTa, Komucusara npuema
pelleHre Jald CBhOTBETHHUAT OLBETUTEN Ja Obae 1o0aBeH KbM CIHCBhKAa Ha
OLIBETUTEIUTE, pa3peIICHHU 3a yoTpeda B JIEKApCTBEHU MPOIYKTH, IIOCOYEH B IIbpBa
aJnHes..

Ougeruten Moxe 1a 0bje 100aBeH KbM CIHChKAa Ha OLBETUTEINTE, pa3pellieH:u 3a
yrnotpeba B JIEKapCTBEHH MPOAYKTH, CaMO KOraTo € OWJI M3BaJIeH OT CIHCHKa Ha
Cpr03a Ha pa3penieHuTe 100aBKH B XpPaHUTE.

Koraro ¢ YMECTHO, CIIMCBKBT Ha OHIBCTUTCIIUTC, Pa3pCUICHU 3a yHOTpe6a B
JICKAPCTBCHU IMPOAYKTHU, BKIIFOYBA KPUTCPUHU 3a YHUCTOTA, CHeHI/I(i)I/IKaHI/II/I HJIn
OTrpaHU4YCHUA, TPHUIIOKNMHU 34 BKIIFOYCHUTEC B TO3U CITUCHK OLBETUTCIIN.

COuChKBT Ha OLBETUTEIIUTE, PA3pEIICHH 3a yIoTpeda B JICKAPCTBEHU MPOIYKTH, CE
M3TrOTBA 4Ype3 aKTOBE 3a M3I'bJIHEHHE. Te3u aKkToBE 3a M3IBIHEHUE C€ MpUEeMaT B
CBOTBETCTBHE C IIPOILIeTypaTa Mo pa3riiexaane, mocodeHa B wieH 214, maparpad 2.
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AKO J1aJieH OI[BETUTEII, U3I0JI3BaH B JIEKApPCTBEH MPOJIYKT, ObA€ U3BAZACH OT CIIUCHKA
Ha Cpro3a Ha pa3peuieHuTe 100aBKU B XpaHUTE Bb3 OCHOBA Ha HAYYHOTO CTAHOBUIIIE
Ha EBpomneiickus opran 3a 6e3omacHoct Ha xpanute (EObX), Arennusra, o uckaHe
Ha KoMucusita nim no cBost UHUIMATHBA, 0€3 HEONPaBaaHO 3a0aBsHE U3/1aBa HAYYHO
CTaHOBHMILIE OTHOCHO H3MOJ3BAHETO HA CHOTBETHHS OI[BETHTEN B JICKAPCTBEHU
OPOAYKTH, KaTo B3ema Impensuj craHoBuiiero Ha EOBX, ako e oTHOcuMoO.
CranoBunieto Ha AreHuusita ce npueMa ot Komurera no JiekapcTBEHUTE MPOIYKTH
3a XyMaHHa yrnoTpeoa.

Arennusara m3npama Ha Komwucusta 6e3 HeompaBmaaHO 3a0aBsHE CBOETO HAyYHO
CTaHOBHIIIE OTHOCHO yIoTpeOaTa Ha OIBETUTEINS B JIEKAPCTBEHH MPOIYKTH 3a€HO C
JIOKJIaJ 3a OllEHKAaTA.

Bb3 ocHOBa Ha ctaHoBHIETO Ha AreHimsaTa Komucusra pemaBa 0e3 HEONpaBIaHO
3a0aBsiHE Al CHOTBETHHST OLBETUTEN MOXE Ja ObJe M3MOJ3BaH B JIEKApPCTBEHU
MPOJIYKTA M, KOraTo € MPUJIOKUMO, TO BKJIIOYBA B CHHCHhKAa Ha OI[BETUTEIUTE,
paszpelieHu 3a yrnorpeda B IeKapCTBEHHU MPOAYKTH, MOCOUEH B maparpad 3.

AKO maleH ouBeTHTeNl € Oui u3BaZeH OT cnuchka Ha Chio3a Ha pa3perieHUTe
n00aBKM B XpaHUTE MO MPUYMHU, KOUTO He u3MckBaT craHoBuile Ha EOBX,
Komucusita B3eMa pemieHue OTHOCHO H3IOJI3BAHETO HA CHOTBETHHS OIBETHTEN B
JICKApCTBCHH TPOJIYKTH M KOTaTo € MPHJIOKUMO, T'O BKIIIOYBA B CIHMCHhKa Ha
OIBETHTEIUTE, pa3peliecHu 3a ymorpeda B JICKAPCTBEHH MPOIYKTH, TIOCOYCH B
naparpad 3. B rtakuBa ciydan Kommcusita MOXe Ja TOMCKAa CTaHOBHILIETO Ha
AreHmusTA.

Onseruren, KoiTo e Ou 3aauyeH ot cnrcbka Ha Chro3a Ha pa3pelieHnuTe 100aBKU B
XpaHHUTE, MOXE Ja NMPOABDKH J1a CEe H3IO0J3Ba KAaTo OLBETUTEN B JIEKAPCTBEHU
OpOAYKTH, JokaTo KoMmucusta B3eme pellieHHe Jald Jia ro BKJIIOYM B CIIMCHKa Ha
OLIBETUTENINTE, pPa3pelIeHH 3a ymorpeda B JICKApCTBEHH MPOAYKTH, IOCOYEH B
naparpad 3.

[Taparpadu 2—6 ce mpunarat u 3a OIBETUTENWTE, W3MOJI3BAaHU BHB BETEPUHAPHHU
JEKapCTBEHH TNPOAYKTH CBIVIACHO OIpeJesieHueTo B ujleH 4, Toukal oT
Pernament (EC) 2019/6 na EBponeiickus napnament u Ha Chpera’®.

PA3AET 5

AJIAIITUPAHA U3UCKBAHMUSI 3A IOCUETO

Ynen 28

Aoanmupanu pamku nopaou Xapakmepucmukume uiu Memooume, NPUCbUU Ha

JlekapcmeeHus npooyKm

JlexapcTBeHuTe MPOAYKTH, N30poeHn B pmwioxeHue VII, mojiexar Ha cnernuduasau
HAay4YHU WA PEryJaTOPHU HU3UCKBAHUS MOPAIU XAPAKTEPUCTUKUTE WM METOAMTE,
MPUCHIIH HA JIEKAPCTBEHUSI MPOAYKT, KOTATO:

a) HC € Bb3MOXHO Jla CC HAIllpaBU aJACKBATHA OLCHKA Ha JICKAPCTBCHUSA IMPOIAYKT
HJIM Ha KaTC€ropusdaTa JCKApPpCTBECHU MMPOAYKTH B CHOTBETCTBUEC C IIPUITIOKUMUTEC

Pernament (EC) 2019/6 na EBpomeiickus napmament u Ha ChBera ot 11 mexemBpu 2018 r. oTHOCHO
BEeTepHUHAPHHTE JIEKAPCTBEHH NMPOIYKTH M 3a oTMsAHa Ha JJupextuna 2001/82/EO.
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M3MCKBAaHUS TIOpaJAM HAyyHH WIM PETyJaTOpPHU IpEeIU3BUKATENICTBA,
OPOM3TUYAINA OT XapPaKTEPUCTUKUTE WU METOAUTE, TMPUCHINA Ha
JIEKapCTBEHUS MIPOYKT; U

0) XapaKTepUCTUKUTE WU METOJUTE OKAa3BaT MOJIOKHUTEIHO BB3JEHCTBUE BBHPXY
KayecTBOTO, O€30MacHOCTTa U €(PUKACHOCTTA Ha JICKAPCTBEHUS MPOIYKT WIH
Ha KaTeropusra JICKapCTBEHU IPOAYKTH WJIM MMAT 3HAYUTEIIEH NPUHOC 3a
JIOCTBIIA HA MAMEHTUTE WM 33 TPUKUTE 3a TAX.

Ha Komucusra ce mpenocraBs mpaBOMOIIMETO Jla MpUeMa JeJIeTHpaHu aKTOBE B
ChOTBETCTBHE C wieH 215, 3a na BHacs u3MeHeHusa B npuioxenue VII ¢ men ma ce
0TYETE HAYYHO-TEXHUYECKUAT HAMPEIbK.

Ha Komucusara ce mpemocraBs mpaBOMOIIMETO Ja MpHEeMa JeJerHpaHd aKkTOBE B
CHOTBETCTBUE C WieH 215, 3a J1a HONMBJIHM HACTOSINATA JUPEKTUBA, KAaTO OMPEICIH
CJIETHOTO:

a)  ToApoOHU MpaBWIIa 33 U3IaBAaHETO HA Pa3pelIeHUE 3a THPTOBUS M KOHTPOJIA Ha
JIEKapCTBEHUTE MPOJYKTH, TOCOYCHH B maparpad 1;

0) TexHMuYeckaTa JOKYMEHTalus, KOSTO TpsiOBa Jna Oble mpelicTaBeHa oOT
3as{BUTEIMTE HAa PAa3peIICHUs 3a THPrOBHS 3a JIEKAPCTBEHUTE NPOIYKTH,
noco4eHu B nmaparpad 1.

[TonpoOHuTe mpaBmia, mocoueHu B naparpad 3, OykBa a), ca MPOMOPIHOHATHA Ha
ChbOTBETHUTE PUCK M Bb3AcHcTBHME. Te wmorar pga JoBenar A0 aJanTUpaHe,
MMOBHINIaBaHE, OTMSIHA MM OTJIaraHe Ha M3HUCKBaHuATa. Beska oTMSHA MM OTJIaraHe
Ce OrpaHudYaBa JO CTPOro HEOOXOJUMOTO, WPOMOPIHUOHATHO U  HAJICIKHO
000CHOBAaHO OT XapaKTEPUCTHKUTE WM METOJIUTE, NPHUCHIINM Ha JICKAPCTBEHUS
MPOJIYKT, U PEJOBHO C€ Mpepasriexkaa u oreHsBa. OCBeH MoJApOOHHUTE TpaBuIa,
nocoueHn B maparpad 3, OykBaa), ce mpuwiaraT W BCHUKH JApPYrd TpaBuia,
yCTaHOBeHI/I B HAcToOsAIIara I[I/IpeKTI/IBa.

Jlo mpuemaHeTO Ha MOAPOOHM TMpaBHia 3a CHENU(PUUHUTE JEKAPCTBEHU MPOIYKTH,
n3bpoenu B mpuiiokenue VII cbrimacHo maparpad 3, 3asBieHue 3a pa3pelieHue 3a
THPTrOBUSl 32 TAKMBA JIEKAPCTBEHHU MPOIAYKTH MOXKE Jia CE€ M0J1aBa B ChOTBETCTBUE C
yjeH 6, maparpad 2.

[Ipu npuemaHeTo Ha JAeNErMpaHUTE aKTOBE, IMOCOYEHH B HACTOSIMS YJIEH,
Komucusita B3ema mpeiBuj BCAKA HAIWYHA HWHPOpPMAIMS, MPOU3THUYANA OT
eKCIIepMEHTaTHa HOpPMaTUBHA Cpela, Ch3llaJieHa B ChOTBETCTBHE C WiieH 115 oT
[mpepabotenus Pernament (EO) Ne 726/2004].
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I'IABA 111

IIpouenypu 3a u31aBaHe HA HAIIMOHAJIHU Pa3pelleHus 3a

TbHProBus
PA3aE 1

OBIIU PA3IOPE/IBA

Ynen 29
Pazenescoane na 3assnenue 3a paspeuwienue 3a mvpeosus

[Ipu pasrmexgaHeTo Ha 3asgBIEHUE, IOJAJEHO B CHOTBETCTBHE C WiIeH 6 M
yieHoBe 9—14, KOMIETEHTHUAT OpraH Ha AbpKaBaTa WICHKA!

a) TpoBepsBa JaNM JAaHHUTE U JOKYMEHTHUTE, NPEACTaBeHM B IMOAKpena Ha
3asIBJICHUETO, CHOTBETCTBAT HAa WieH 6 u uineHoBe 9—I14 (,,Banuaupane™) u
Jlald ca CIa3eHU YCIOBMATA 3a M3/laBaHE Ha pa3pelleHHe 3a ThProBHUS,
IMOCOYEHH B WwieHOBe 43—45;

6)  MOXe Ja MOAJIOXKH JISKapCTBEHUs MPOIYKT, U3XOAHUTE MaTEPUANIX 32 HErO UIIH
HETOBHUTE ChCTABKH M aKO € HE0OXOAMMO, MEKIMHHU WIH JIPYTH ChCTaBKH, Ha
U3MUTBaHE B oQuUUanHa Jjabdoparopuss 3a KOHTPOJI Ha JEKapCTBEHHUTE
IPOAYKTH WIX B J1a00OpaTOpHsl, ONpeeieHa 3a 1ielTa OT AbpKaBaTa WICHKa, ¢
LIeJT J1a C€ YBEpH, Y€ METOJUTE 32 KOHTPOJI, U3II0JI3BaHU OT MPOU3BOJUTENS HA
JIEKapCTBEHUsI MPOJAYKT U ONKCAHU B JTAHHUTE, NPUJIpYyKaBallld 3asBIECHUETO
CBIJIACHO IIPUJIOKEHUE I, ca 3a70BONUTENHY;

B) MOXe, KOraTo € IeJechoOpa3Ho, Ja HW3HCKa OT 3asBUTENs Ja JOMBIHU
JaHHUTE, MPUAPYKaBallld 3asBICHHETO, IO OTHOIICHHWE Ha EIIEMEHTHTE,
IOCOYCHH B WIEH 6 U B ujicHOBE 9—14;

F) MOKC Ja pasrjicaa HAIUYHUTC OOIBJIHUTCIIHU OOKAa3aTCJICTBA U Ja B3EMC
PEICHHUE BB3 OCHOBA Ha TAX, HC3aBUCHUMO OT AAHHHUTEC, MNPEAOCTABECHU OT
3asBUTCIIA HAa PAa3pCUICHUC 34 ThbPTOBHA.

Koraro KOMIIETEHTHHSIT OpraH Ha Jbp)KaBaTa 4WICHKA C€ BBH3IMOJI3BAa OT
BB3MOXXHOCTTa, MOCOYEHA B MbpBa anuHes, OykBa B), CPOKOBETE, MPEIABUACHU B
yied 30, ciupaT a TeKaT A0 MOMEHTa, B KOWTO OBbJE MpeJocTaBeHa M3MCKBaHATA
JNOMBIHUTENHA WHQPOpMAIUA, WM 3a CpOKa, MPEJAOCTaBeH Ha 3asBUTENS 3a
Hpe}ICTaBSIHe Ha YCTHI/I NI MNCMCHHA O6$[CH€HI/I$I.

Koraro xoMmIleTCHTHHAT OpraH Ha ObpiKaBaTa YICHKA CUUTA, Y€ 3asgABJICHHCTO 3a
pasp€li€CHUC 3a THProBus € HCII'BJIHO WU CbABPXKA KPUTHUYHU HCAOCTATHIH, KOUTO
MOKC HOa IOoIIpeyaT Ha OICHKaTa Ha JICKAPCTBCHHUA IIPOAYKT, TOM yBEaAOMsBa
3asBUTCIIA 3a TOBA M OIIPEACIIA CPOK 3a MPEACTABAHC HA JIMIICBAIlaTa I/IH(i)OpMaHI/ISI n
JOKYMCHTAaI M. Axo 3agBHTEHAT HE NpeaACTaByu JIMIICBAIlaTa HH(bOpMaLII/IH n
JOKYMCHTAIMA B YKa3aHHA CPOK, 3aBJICHUCTO CC CUMUTA 3a OTTCIJICHO.

B cnyqaﬁ qC IpH pPas3rjiaCKAaHCTO Ha 3adBJICHUC 3a PA3pClICHHUC 3a TbBPrOBHUA
KOMIICTCHTHHUAT OpPraH Ha AbpiKaBaTa YJICHKA CUCTC, Y€ KaYCCTBOTO WJIM ITbJIHOTATa
Ha NIPpEACTABCHUTEC JaHHU HC Ca JOCTAThbYHHU, 3a J1a CC pas3riicia 3asaBJIICHHUCTO noxpaﬁ,
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pasrieXIaHeTo MOXKe J1a ObJe MpeKpaTeHo B pamkuTe Ha 90 THM OT BaTUIUPAHETO
Ha 3asIBJICHUETO.

KomnereHTHHAT oprad Ha AbpXXaBaTa YICHKa IIPEACTABA O606H.[CHI/IC Ha
HEAOCTAaThIUTE B IKCMEH BHI. Bb3 OCHOBA Ha TOBa KOMIICTCHTHHUST opraH Ha
AbpiKaBaTa 4YJICHKa YBEAOMsBA CBHOTBCTHO 3aidBUTCIA MW OIPEACIA CPOK 3a
OTCTpaHABAHC HAa HCAOCTATHIUTC. 3asBIICHHETO ce OCTaBs 0e3 pasricKaane, 10KaTo
3asABUTCIIAT HE OTCTpaHHW HEAOCTATBHIUTE. AKO 3agBHTEIISAT HE ycnee aa OTCTpaHU
TE€3W HCAOCTAThIMU B CPOKaA, YKa3aH OT KOMIICTCHTHUSA OpPraH Ha AbpiKaBaTa YICHKA,
3asBJICHHUCTO C€ CUUTA 3a OTTCIJICHO.

Ynen 30
Cpok 3a pazenesicoane Ha 3asa61eHUe 3a pazpeulenue 3a movpeosusl

JbpxKaBUTE YJICHKU MPEAIPUEMAT BCUUKU NOAXOIAIIM MEPKH, 33 J1a OCUTYPAT MpoLeaypara
M0 M3JaBaHe pa3pelleHre 3a ThProBUS 3a JEKAPCTBEHH MPOAYKTH Ja MPUKIIOYH B PAMKHUTE
Ha MakcumyM 180 AHM clieq MOJaBaHETO Ha BAJIMIHO 3asBJICHHE, CYUTAHO OT Jarara Ha
HErOBOTO BaJUIAUPAHE.

Ynen 31
Buooee npoyedypu npu nayuonanno paspeuwieHue 3a mopeosust

Haumonanuu paspemienusi 3a THProBUSI MOTaT Ja C€ MPEJOCTaBAT B CHOTBETCTBUE C
npolLeAypuTe, YCTaHOBEHH B wieH 32 (,,4MCTO HalMOHAlHA Mpoleaypa 3a H3/JaBaHE Ha
paspelnieHue 3a Thpropus ), B wieHose 33 u 34 (,,JeleHTpainu3upana mpoieaypa 3a u3gaBaHe
Ha HAI[MOHAJHO pa3pelleHue 3a ThProBus‘) uiu B wieHoBe 35 u 36 (,,mpoueaypa 1no B3auMHO
MpU3HABaHE HAa HAIIMOHAJIHO Pa3pEeIICHNE 3a ThPTOBUS ).

PA3AET 2

PA3PEIIEHMSA 3A THhPTOBUS, BAJIUIHU B EJHA-EJUHCTBEHA TP KABA
YJIEHKA

Ynen 32
Yucmo HayuonanHa npoyedypa 3a u30asane Ha paspeuleHue 3a mvpeosus

l. 3asiBIeHHE 3a pa3pelleHHe 3a ThProBUsl CHIVIACHO WIEH 6, maparpad 2 1Mo 4YucTo
HallMOHAJIHAaTa MpOLEeAypa 3a M3/1aBaHEe Ha pa3pelleHHe 3a ThProBHs Ce MOAaBa 10
KOMIIETEHTHHSI OpPraH B Ta3U JbpPrKaBa WIECHKA, B KOATO CE Mpujara pa3peluieHueTo 3a
THpProBU.

2. KoMIeTeHTHUAT OpraH B ChOTBETHATA IbPKaBa WIEHKA pasriiek]a 3asBICHHETO B
CBOTBETCTBHUE ¢ WwieHOBe 29 n 30 u u31aBa pa3peleHne 3a TbproBusi B CbOTBETCTBUE
¢ wieHoBe 43—45 u ¢ NpUIOKUMHUTE HAITMOHAIHU pa3nopeadu.

3. Pazpemenne 3a ThproBus, W3JaIeHO CHITIACHO YHUCTO HAIMOHAJIHATAa MPOLEAYpa 3a
W3JIaBaHE Ha pa3pelIeHHE 3a ThProBHs, € BaJUAHO CaMO B JbpiKaBaTa 4WIEHKa Ha
KOMIIETEHTHHSI OPT'aH, KOWTO IO € u3/all.
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PA3JIEN 3

PA3PEHIEHMS 3A THPIOBUS, BAJIUJIHU B HAKOJKO JbPKABU YWIEHKA

Ynen 33

Obxsam na deyenmpanuzupanama npoyedypa 3a u30asane Ha HAYUOHAIHO pa3peuleHue 3d
Mbp2osUsl

3asgBieHne 3a pasp€i€HUE 3a THPIroOBUA II0 ACHCHTpAIM3WpaHaTa IIpoucaypa 3a
H3J1aBAHC Ha HAIIMOHAIHO Pa3spClICHHUEC 3a TbProBUA B HAKOJKO ABbPIKaBU YJICHKHU I10
OTHOIICHHWEC HAa €AUWH M CbII JCKAPCTBCH IHNPOAYKT CC IIOJaBa A0 KOMIICTCHTHUTC
OpraHv B TC3U AbPIKABU YICHKH, B KOUTO CC IpHJIara paspCuiCHUCTO 3a TbProBuUs.

KomnereHTHUTE OpraHy B CbOTBETHUTE IbPYKaBH WIEHKH PA3IJIeKAAT 3asBICHUATA B
cboTBeTcTBUE C uieHoBe 29, 30 m 34 u um3naBaT paspelleHHE 3a TbProBUSA B
CBOTBETCTBUE C WieHOBE 43—45.

Koraro xommnerenTeH Ooprad Ha €aHa AbpKaBa YJICHKAa YCTAHOBH, Y€ 3a CbIIUA
JICKapCTBEH MPOJYKT C€ PA3IIICkKAa JPYro 3asBJICHUE 3a Pa3pEIICHUE 32 ThPTrOBHS OT
KOMIICTCHTHHA OpraH Ha JApyra AbpiKaBa UYWICHKA, KOMIICTCHTHUTC OpraHu Ha
ChOTBETHUTE JbP)KaBU WICHKU OTKA3BaT Jla pas3riiefar 3asBICHUETO U YBEAOMSBAT
3asBUTEJIS, Y€ C€ MpUIIarar pasmnopenoure, IocoueHu B wieHose 35 u 36.

Koraro koMreTeHTHUTE OpraHH Ha IbP>KaBUTE YWICHKU ObAAT YBEJOMEHH, 4€ ApYyra
JI'bprKaBa WICHKA € pa3pelinia JeKapCTBeH MPOIYKT, KOWTO € MPEAMET Ha 3asiBJICHUE
3a paspelieHue 3a THProBUS B CHOTBETHATa Ibp)KaBa WICHKA, T€ OTXBBPIIAT
3asIBJICHHETO, OCBCH aKO HE € MOJIaZICHO B ChOTBETCTBHE C PA3MOpea0UTE, MOCOUCHH
B wieHOBe 35 u 36.

PEBpGH_ICHI/IHTa 3a ThpPTroOBUA, MPEAOCTABCHHU IO ACLCHTpAJIMU3UpPAHATA IIpoucaypa 3a
HN3JIaBAHC HAa HAIMOHAIHO pa3pCUICHUC 3a ThbProBuid, Ca BAJIMAHU CaMO B ABPIKABUTEC
YJICHKH Ha KOMIICTCHTHUTC OpTraHH, KOUTO Ca ' U3JaJIN.

Ynen 34
Heyenmpanuzupana npoyedypa 3a u30asane Ha HAYUOHAIHU PA3PEUEHUsL 3a MbPOGUSL

C men na momy4yd HAIMOHAJIHO pa3pelleHHe 3a THProBHUS B HIKOJIKO JIbP’KaBU
YJIEHKH 3a JIEKapCTBEH MPOJYKT MO JELEHTPAIN3UpaHaTa Mpoueaypa 3a n3jiaBaHe Ha
HAI[MOHAJHO pa3pelIeHHe 3a TbProBUs, 3asBUTENAT [OJaBa 3asBICHHE 3a
pa3peleHue 3a ThProBHsl, OCHOBAaHO Ha MJEHTUYHO JOCHE, 10 KOMIIETEHTHHS OpraH
Ha u30paHaTa OT HEro AbprKaBa WIEHKa, 3a Ja ObJie M3rOTBEH JOKJAJ 3a OIlEHKa Ha
JeKapCTBeHHUs TMPOAYKT B CHOTBETCTBHE C wieH 43, maparpad 5 u na Obaar
NpepPUEeTH IEHCTBUS B ChOTBETCTBHE C HACTOALIMS pas3zen (,,pedepeHTHa abprkaBa
YJIEHKA M0 JEleHTpalIu3upaHaTa npoueaypa‘), KakTo U 10 KOMIETEHTHUTE OpraHH
Ha JIPyTUTe 3aCeTHATH IbPKaBU WICHKH.

3asBIECHUETO 32 Pa3peILICHHE 3a ThProBUs ChAbPHKA CIETHOTO:
a) JTAaHHUTE U JOKYMEHTHUTE, MIOCOYEHH B WIEH 6, B usieHOBe 9—14 u B wieH 62;
0) CIHUCHK Ha IbPKABUTE WICHKHU, 3ACETHATHU OT 3asBICHUETO.

3asBUTENAT YB€AOMABA BCHYKH KOMIICTCHTHHW OPraHW Ha BCUYKH JABPiKaBHU YJICHKHU
3a CBOCTO 3a4BJICHHUC B MOMCHTA Ha IOAABAHCTO MY. KomnereHTHHSAT OpraH Ha
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Ibp)KaBa WICHKAa MOXE Ja TMOWCKAa Ja BCTBIM B TpOIEAypara MO OCHOBAaTEIHHU
INpUIMHU B HHTCPEC HaA 06H_[€CTBGHOTO 3ApaBC W YBCIAOMABA 3adBUTCIA U
KOMIICTEHTHHS OpTraH Ha pe)epeHTHaTa JbpKaBa WICHKA IO JICICHTpaTU3upaHaTa
nporeaypa 3a CBOETO HMCKaHe B cpok oT 30 qHM OT jgarata Ha TOJaBaHE Ha
3asBJICHUETO. 3asBUTEIAT NPEAOCTaBsi 03 HEOlpaBIaHO 3a0aBsHE 3asBICHHETO Ha
KOMIICTCHTHUTC OpraHy Ha AbPKABUTC YJICHKHU, BCTHIIWIINA B IIpoLcaAypara.

B caywail ye mpu pasriiexaaHeTo Ha 3asBICHHE 3a paspelieHHue 3a ThProBHs
KOMIIETEHTHHUAT OpraH Ha pedepeHTHaTa JbpKaBa WICHKA 0 JEHEHTpalu3upaHaTa
npoueaypa cyere, 4e KayecTBOTO WJIM IBIHOTaTa Ha MPEJCTaBEeHUTE JaHHU HE ca
JIOCTaThYHH, 3a Ja Ce€ pas3riiea 3asBICHUETO JTOKpail, pa3riieKIaHeTO MOXKeE /1a Obie
npekpareHo B pamkute Ha 90 THU OT BaJUAMPAHETO Ha 3asBJICHUETO.

KomnieTeHTHHAT Ooprad Ha pedepeHTHATa AbprKaBa WICHKA M0 JICIEHTpaTu3upaHara
mporieypa npeacraBs 0000IIeHHEe Ha HEJOCTAaThIIMTE B TMCMEH BU. Bb3 ocHOBa Ha
TOBA KOMIICTCHTHHUSAT OpraH Ha pedepeHTHaTta JbpkKaBa WICHKA 110
JEeleHTpaTU3upaHaTa npoleiypa yBeIoMsIBa 3asiBUTEIS U KOMIIETEHTHUTE OpraHu Ha
3aCErHATUTE IbP>KABU WICHKHU U OMPEIENs CPOK 3a OTCTPaHSABAHE HA HEAOCTATHIIUTE.
3asgBICHUETO C€ OCTaBsig 0O€3 pasliiekIaHe, JOKATO 3asBUTEIAT HE OTCTPAHHU
HEJOCTaThLIMUTE. AKO 3aBUTEIIST HE yCIee Ja OTCTPAHU TE€3M HEIOCTAThIM B CPOKa,
yKa3aH OT KOMIIETEHTHUSI OpraH Ha pedepeHTHaTa Ibp)KaBa UJIEHKa IO
JeleHTpain3upaHaTa npoueaypa, 3asBICHUETO CE CUUTA 32 OTTEIJICHO.

KomnereHTHHAT OpraH Ha pe(bepeHTHaTa AbpiKaBa YJICHKA 110 ACLHCHTPAJIU3UpPaHATa
npoucaypa yBC€aoMsBa 3a TOBA KOMIICTCHTHUTC OpraHW Ha 3aCCrHATUTC AbpPiKaBU
YJICHKHU U 3as1BUTCIIA.

B cpok ot 120 aam ciex BanuaupaHe Ha 3asBICHUETO KOMIIETEHTHHUAT OpPraH Ha
pedepeHTHATa IbpKaBa YJICHKA MO JIeHEHTpadu3upaHara NpoIeaypa HU3TOTBs
JTOKJIaJ 32 OIICHKA, KpaTKa XapaKTepUCTUKA Ha MPOAYKTa, €TUKETA U JINCTOBKATa U TH
M3Mpallla Ha 3aCETHATUTE AbPKABU WICHKU U Ha 3asBUTEIIS.

B cpok ot 60 1HM OT moay4yaBaHETO Ha JIOKJIaJa 3a OlIEHKa KOMIIETEHTHUTE OpraHH
Ha 3acerHaTUTe MAbPKaBU WIEHKH OA00psABaT JOKJIajJa 3a OIEHKa, KpaTkaTta
XapaKTepUCTHUKAa Ha TMpOJYKTa, €THUKETa W JIMCTOBKaTa W YBEAOMSBAT 3a TOBa
KOMIIETEHTHHS OpraH Ha pedepeHTHaTa JbpkaBa WIEHKa 10 JIeleHTpalu3upaHaTa
npoueaypa. KommereHTHUSAT opraH Ha pedepeHTHaTa JbpiaBa YJICHKA IO
JELEHTpaIU3UpaHaTa Mpolelypa PperucTpupa CbIIaCMETO Ha BCHYKHM CTpaHH,
MPUKIIIOYBA MPOLIEypaTa U yBeIOMsIBa 3asBUTENS 3a TOBA.

B cpok ot 30 nHM cnen NOTBBbpKAABaHE HA CHITIACUETO KOMIIETEHTHUTE OpraHH Ha
BCUYKM 3aCE€rHaTH JIbP>KaBU WIEHKH, B KOMTO € MOJAJCHO 3asBIIEHHUE CBIJIACHO
naparpag 1, mpuemar pemieHue cbriaacHo wieHoBe 43—45 U B CHOTBETCTBHE C
0J100peHus JOKJIA]l 3a OLEHKA U ¢ KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTa, €TUKETa U
JMCTOBKATa, KAaKTO Ca OJ00pEHH.

PA3IE] 4

B3AMMHO ITPU3HABAHE HA HALIMOHAJIHU PA3PEIIIEHUS 3A THPTOBUS

Ynen 35

Obxsam Ha npoue@ypama no 63aUMHO NpUu3HA6aHe Ha HAYUOHAIHU paA3peulernusl 3a mvpco6us
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3asdBICHME 3a pa3pellleHHe 3a ThProBUS IO IpoLEeAypara MO B3aUMHO IPU3HABaHE Ha
HAI[MOHAJHO pa3pelleHue 3a TBhProBUs, HU3JAJACHO ChIVIACHO wieHoBe 43—45 u B
CBHOTBETCTBUE C YJIEH 32, ce IoJaBa /10 KOMIIETEHTHUTE OPraHu Ha APYrUTe IbpPKABU YIECHKU
110 pe/ia, yCTAaHOBEH B WiIEH 36.

BG

Ynen 36
Ilpoyedypa no 83aumno npuznagane Ha HAYUOHAIHU PA3PEULEHUS] 30 MBP2OGUS

3asBieHNE 3a B3aMMHO TPU3HABAaHE HA pa3pelIeHHE 3a THPrOBUS, H3/aJCHO
ChIJIaCHO WieHOBE 43—45 1 B CbOTBETCTBUE € WiIEH 32, B HAKOJIKO JIbP/KaBU YIEHKH
3a €OUMH M CBIJ JICKAPCTBEH IPOAYKT CE MOJaBa J0 KOMIIETCHTHHS OpraH Ha
Ibp)KaBaTa 4YJICHKA, M3Jajia PaspelIeHueTo 3a ThproBus (,pedepeHTHa IbpiKaBa
YJICHKA 3a Mpolelypara 0 B3aMMHO IpU3HaBaHe ), M 10 KOMIIETCHTHUTE OPTaHH Ha
3aCerHaTUTE Ibp)KaBU YICHKH, B KOMTO 3asBUTEIAT MCKA JIa MOJYYd HALMOHAIHO
pa3perieHne 3a ThPrOBHSL.

B 3asBiaeHmeTo ce BKIHOYBA CIOHCHK Ha ABPIKABUTC YICHKH, 3aCCrHaTh OT
3asBJICHUCTO.

KommerenTHuaT opran Ha pedepeHTHaTa AbpkaBa WICHKAa 3a IpoleaypaTa o
B3aUMHO IIPU3HABaHE OTXBBPIIA 3asBJICHHE 32 B3aMMHO NPU3HABAHE HA Pa3pelIcHUE
3a THPrOBUS 3a JIGKAPCTBEH NPOAYKT B CPOK OT €JHA TOJMHA OT W3JAaBAaHETO MY,
OCBEH aKO KOMIICTEHTHHUST OpraH Ha JIbp)KaBaTa WICHKA YBEJOMH KOMIETEHTHUS
opraH Ha pe)epeHTHaTa AbpXKaBa WICHKA 3a IPOLEAypaTa M0 B3aUMHO IpPU3HABaHE
3a CBOSI HHTEPEC KbM TO3H JICKAPCTBEH MPOIYKT.

3a$[BI/ITCJI$[T YBGI[OMSIBa KOMIICTCHTHUTC OpFaHI/I Ha BCHYKHU II"I)p)KaBI/I YJICHKHN 3a
CBOETO 3asBJICHHE B MOMEHTa Ha MoJaBaHeTO My. KOMIETEHTHHST opraH Ha
IbpXKaBa WICHKA MOXE Jia MOWCKAa Jla BCTHIIM B MPOIEAypara IO OCHOBATEITHU
NpPUYMHU B HHTEpPeC Ha OOIIECTBEHOTO 3JIpaBe M yBEIOMSBA 3asBUTEN W
KOMIICTCHTHHSI OpraH Ha pedepeHTHaTa IbpKaBa WICHKA 3a MpoIleaypara Io
B3aMIMHO MPH3HABAHE 32 CBOETO MCKaHe B cpok OoT 30 AHM OT JaTara Ha MojaBaHe Ha
3asBJICHUETO. 3asBUTEISAT MPEIOCTaBs Oe3 HEONMpaBIaHO 3a0aBsHE 3asBICHUETO Ha
KOMIETEHTHUTE OPTaHH Ha AbP)KaBUTE WICHKH, BCTHIIIIN B IPOIEAYypaTa.

Ilo wmckane Ha KOMIICTEHTHUTE Opraili Ha 3aCCrHATUTC AbpPiKaBHU YICHKU
IIPUTEXKATENAT Ha Pa3pEIICHUETO 3a THPrOBHsI MCKA OT KOMIIETEHTHMsI OpraH Ha
pedepeHTHaTa Ibp:KaBa 4IEHKAa 3a IpoleaypaTa IO B3aUMHO IpH3HABaHE Ja
aKTyalu3upa JOKJIaJa 3a OLEHKA, U3TOTBEH 3a JIEKAPCTBEHMsI NMPOIYKT, 3aCETHAT OT
3asdBJIeHHETO. B To3M cityuail pedepeHTHaTa AbpKaBa WIEHKA aKTyalu3upa J0KIajga
3a OLlEHKa B CpoKk OT 90 qHM ciex BalIMIUMPAHETO Ha 3asABICHHUETO. AKO
KOMIICTCHTHUTC OpPraHu Ha 3aCCrHATHUTC ABbPrKaBHU YJICHKH HC OTIIPABAT HMCKAHC 3a
aKTyalM3MpaHe Ha JIOKJIaja 3a OIeHKa, peepeHTHaTa Abp)kKaBa WICHKA MPEICTaBs
JTOKJIa/1a 3a OLIeHKa B CpoK OT 30 1HH.

B cpok ot 60 1HM OT MOIy4yaBaHETO Ha JIOKJIA/Aa 33 OLIEHKA KOMIIETEHTHUTE OpraHu
Ha 3aCerHaTUTE MAbPKaBU WIEHKH OA00psABaT JOKIaJa 3a OLEHKa, KpaTkaTa
XapakTepUCTHKa Ha TMPOJAYKTa, €THKeTa M JIMCTOBKAaTa M YyBEJOMSBAT 3a TOBA
KOMIIETEHTHHS OpraH Ha peepeHTHaTa IbpKaBa WieHKa.

KomnereHTHHAT opraH Ha pedepeHTHaTa Ibp)kaBa 4WICHKAa 3a Ipoleaypara Io
B3aMMHO IPU3HABAHE PErHCTPUpa CHIVIACHETO HAa BCUYKU CTpPaHU, IPUKIIOUBA
npoueaypara M yBeIOMsiBa 3asiBUTENs 3a ToBa. J[OKIaxbT 3a OLIEHKAa 3a€QHO C
KpaTKaTa XapaKTepUCTHKa Ha MpPOAYKTa, €THKeTa M JHCTOBKara, OJO0OpEHH OT
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KOMIIETEHTHHUSI OpraH Ha pedepeHTHaTa Ibp)KaBa 4WIEHKa 3a Mpoueaypara Io
B3aMIMHO TMpPU3HABaHE, C€ W3MpamaT Ha 3acerHaTUTe IbpKABU WIEHKH U Ha
3asiBUTEIIS.

B cpok ot 30 nHu cien MOTBbpPKIaBaHE HA ChIVIACMETO KOMIIETEHTHUTE OpPraH Ha
BCUYKM 3aCErHaTH JIbP>KaBU WIEHKH, B KOMTO € MOJAJCHO 3asBICHHE CBIJIACHO
naparpad 1, mpuemar pemieHHe ChIIacHO 4ieHoBEe 43—45 W B CHOTBETCTBHE C
0/100peHus AOKJIaJ 3a OLEHKA U C KpaTKaTa XapaKTepUCTUKa Ha POAYKTa, ETHKETa U
JMCTOBKATAa, KAKTO Ca OJ00pEHH.

PA3AET 5

KOOPJIMHUPAHE HA HAIIMOHAJTHUTE PA3PEIIEHUSA 3A THPTOBUSI

Ynen 37

Koopounayuonna epyna 3a deyenmpanuzupanama npoyedypa u 3a npoyeoypama no 63aumHo

npusHasane

Cp3naBa ce KOOpIMHAIMOHHA Tpyla 3a JeleHTpalu3upaHara Mpoueaypa U 3a
mpolieypara 1mo B3aMMHO Tpu3HaBaHe (,,KOOPAWHAIIMOHHA Tpyma‘) 3a CIEIHUTE
(138

a)  pasriexJaHe Ha BCSIKAKBU BBIIPOCH, CBBP3aHU C HAIIMOHAJIHO pa3pellieHue 3a
THProOBUSl C JIGKAPCTBEH MPOAYKT B JIB€ WJIM TOBEYE ABPKABH UICHKH B
CHOTBETCTBHUE C MPOLICAYPHUTE, ONPECICHHN B pa3aenu 3, 4 U 5 OT HacTosaTa
rjlaBa v B WieH 95;

0) pa3riexaaHe Ha BBIPOCH, CBBP3aHH C (hapMakoJIOTHYHATA OJUTEITHOCT IIO
OTHOIIEHHE Ha JIEKapCTBEHUTE TMPOIYKTH, OOXBaHATH OT HAIMOHATHUTE
paspenieHusi 3a ThProBus, B cboTBercTBHE C¢ wieHose 108, 110, 112, 116
ul21;

B)  pasMiex/aHe Ha BBIIPOCH, CBBP3aHU C IPOMEHH B HAIIMOHAJIHUTE pa3peleHus
3a ThProBus, B CbOTBETCTBHE ¢ wieH 93, maparpad 1.

3a U3BJIHEHUETO Ha CBOUTE 33Jauu 1o (hapMaKoJIOTHYHA OJUTETHOCT, MPEeABUICHH
B IbpBa ajuHes, OykBa 0), BKIIOUUTEIHO OJOOpSIBAHETO Ha CHUCTEMUTE 3a
ylpaBjJeHHE Ha pUCKa M  HAOMIOJEHHWETO Ha  TAXHaTa  e(EeKTUBHOCT,
KOOpJMHAIlMOHHATa Tpyla pa3yuTa Ha HayyHaTa OLIEHKa M NPENOpbKUTE Ha
Komurera 3a omeHka Ha pucka B obnacTta Ha (hapMakoJOrM4yHata OJUTETHOCT,
nocoueH B wieH 149 ot [mpepaborenust Pernament (EO) Ne 726/2004].

B koopauHamnmoHHaTa Tpyma ydacTBa IO €IUH MPEACTABUTEN OT BCSKA IbprKaBa
YJIeHKa, KOMTO c€ Ha3Ha4yaBa 3a CPOK OT TPH T'OJIMHU, KATO MAaHAATHT My MOXE J1a Ce
MOJHOBSABA. J[bpKaBUTE YJICHKHM MOTAT Ja Ha3HAayaT 3aMECTHHUK 32 MaHJaT OT TPH
TOIMHHA, KOWUTO MOXKE Ja Cc€ MOJHOBsBAa. UJIEHOBETE HA KOOpIWMHAIMOHHATA Tpyrma
MoraT Ja B3eMaT HEOOXOIMMHUTE OpraHM3allMOHHU MEpKH, 3a Ja Obaar
NpUAPYKaBaHU OT EKCIIEPTH.

HpI/I HU3IIBJIHCHUECTO Ha CBOUTC 3a/la4M YJICHOBCTC HAa KOOpJAMHAIMOHHATA Ipylia U
CKCIICPTUTE CC OCIaHAT Ha HAYYHUTEC W HOPMATUBHUTC HN3TOYHUIHM, C KOHTO
pa3nojaraT KOMIECTCHTHUTC OpraHu Ha ObPIKABUTE YJIICHKH. KommereHTHUAT opran
Ha BCJIKa AbprKaBa YICHKaA CJIICAU 3a CKCIICPTHOTO PAaBHUIIC HAa U3BHPIICHUTE OLICHKU

89

BG



BG

H nogrnomMara ,I[eﬁHOCTPITe Ha Ha3HAYCHUTC YJICHOBC Ha KOOpAWMHAIIMOHHATA I'pylia U
Ha CKCIICPTUTC.

[Io oTHOImIEHHME Ha MPO3PAUYHOCTTa U HE3AaBUCUMOCTTA Ha WIECHOBETE Ha
KOOpJMHAIIMOHHATa Tpyma ce mpuiara wied 147 ot [npepaboTeHus
Pernament (EO) Ne 726/2004].

Ar CHIIMATA ocurypsiBa CCKpeTapuara Ha  Tas3u KOOpJAWHAllUOHHA  Ipyma.
KOOpI[I/IHaI_II/IOHHaTa I'pylia U3roTBs CcOOCTBEH ImpoucaAypeH MnpaBUIHUK, KOWTO BiIM3a
B cumja cjiel IIoJoXuTenHo craHoBuile Ha Komucusara. Tosu MMpaBUJIHUK CC
OIIOBECCTsBA HY6J'II/I‘IHO.

M30bJIHUTETHUAT JUPEKTOp Ha ArEHUUATa WIM HEroB MPEJICTABUTEN U
npencraButenyd Ha Komucusta umar npaBo J1a MIPUCHCTBAT HA BCUUKHU 3ace/laHus Ha
KOOpPIMHAIIMOHHATA IpyIa.

UneHoBeTe Ha KOOpPJAMHAIMOHHATA Tpylla TapaHTUpaAT, Y€ € HAJIULE IMOAXOIALIA
KOOPJMHALIMS MEXIY 3aJayiTe Ha rpyrnara u paboraTta Ha KOMIETEHTHUTE OPraHu
Ha JbP)KABUTE UWICHKH, BKIIIOYUTEIHO KOHCYJITATUBHUTE OPraHH, AHTAKUPAHU C
pa3peleHusaTa 3a ThproBusl.

OcBeH ako B HacTosIara AUPCKTHBA HC € MPCABUACHO APYro, MPEACTABUTCIIUTC Ha
ABPIKABUTC UYICHKM B KOOpJAMHAOWMOHHATA TIpyla I1oJjarat BCHUYKH YCWIHA [a
MNOCTUTHAT CbhIJIACUC C KOHCCHCYC OTHOCHO ﬂeﬁCTBHeTO, KOCTO TpH6Ba Ja C€
npearnpueme. AKXO He € Bb3MOKHO Ja €€ MOCTUTHE KOHCCHCYC, IMPUCMa CC MMO3UIHATA
Ha MHO3HWHCTBOTO OT AbPXKABUTC YICHKHU, IPCACTABCHU B KOOpAWHAIITMOHHATA I'pYyIIa.

UneHoBeTe Ha KOOPJMHAIIMOHHATA IpyMa e 3a/JbJDKaBaT, JOPU CIIC/ MPEKPaTsIBaHEe
Ha cBoWMTe (DYHKIMH, Ja HE pa3KpuBaT HMHGOpPMAIMS, YUETO ECTECTBO H3HCKBA
3ama3BaHeTo Ha MpodecuoHaHa TalHa.

Ynen 38

PLZBJZM‘!CI@LZWH ce no3uyuu Ha Obpafcaeume YJIeHKU 6 paMKume Ha OeueHmpanus’upaHama

npoyeoypa uiu Ha npoyeodypama no 63aumMHo NPU3Hasane

AKO B Kpasi Ha Cpoka, ornpeiesieH B wieH 34, naparpad 6 unu B wien 36, maparpad 6,
MEXy TbpKaBUTE WIEHKHM MMa pa3HOIIacue OTHOCHO M3/aBAHETO Ha pa3pelleHue
3a THPrOBUSl HA OCHOBAHHE MOTEHIMAJICH CEPHO3€H PUCK 3a OOIIECTBEHOTO 3/paBe,
3acerHarata JbpXKaBa YJE€HKa, H3pa3uwia HechbIVlacue, MpeAcTaBs MOJPOOHO
0o0sICHEHHE TIO CIIOPHUTE BBIIPOCH M H3Jiara IMpUYUHHUTE 3a CBOATA MO3HULUA MPECH
pedepeHTHaTa IbpKaBa WIEHKA, MpeJ APYrUTe 3aCeTHATH Jbp)KABU WICHKU M IMpe.
3asBuTensd. CHOpHUTE BBIPOCH C€ OTHAcIT Oe3 HeompaBaaHO 3a0aBsiHE 3a
pasriexaaHe 10 KOOpIUHAIMOHHATA IPYIIa.

HOTeHHI/IaJ'IHI/ITe CCPHUO3HU PHUCKOBE 3a O6HI€CTB€HOTO 3ApaBc C€ OIpCACIAT B
HaCOKH, KOUTO Komucusra Tp}I6Ba Ja mpueMme.

Benuky 3acerHatv  Abp)kaBM WIEHKM B KOOpPAMHALIMOHHATA TpyMa, HW3pa3wiu
HeCchIJIacHe, NOJlaraT BCUYKM YCHJIMS, 3@ Ja IOCTUTHAT ChIVIACHE IO JIEHCTBUETO,
KOeTo TpsbBa Ja ce mpeanpueme. Te MperocTaBAT Ha 3asBUTENS Bb3MOXKHOCT Ja
u3pa3d CBOsSITA IJVIEAHA TOYKA, YCTHO HWIM mnHcMeHo. Ako no 60 nHu cien
CHhOOIIABAHETO HA CIIOPHUTE BBIIPOCHU IbP)KABUTE UICHKH MOCTUTHAT ChIJIACHE C
KOHCEHCYC, pedepeHTHaTa Ibp)kaBa WIEHKAa PErucTpupa ChIVIACHETO, MPUKIIOYBA
nporenypara M yBeAOMsBa 3asBHUTENs 3a ToBa. llpmiara ce mnpoueaypara,
npezBuieHa B wieH 34, naparpad 7 i B wieH 36, naparpag 8.
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4. Axko B pamkuTe Ha 60-THEBHUS CPOK, MpeIBHICH B maparpad 3, He Moxke na Obae
IIOCTUTHATO CIOPAa3yMEHUE C KOHCEHCYC, IO3MLIMATa Ha MHO3UHCTBOTO OT
IbpXKABUTE UICHKHU, MPEACTaBEeHW B KOOpAMHAIIMOHHATa rpymla, ce IpenaBa Ha
Komucusra, koATo npuiara npouenypara, npeaBuacHa B wieHoBe 41 u 42.

5. IIpu oOcrosTencrBaTa, mocodeHu B maparpad 4, IbpKaBUTE UJIEHKH, KOWTO ca
onoOpmIH JOKIaaa 3a OIEHKA, KpaTKaTra XapaKTepUCTUKA HA MPOAYKTa, ETUKETa H
JUCTOBKATa Ha pepepeHTHATa IbprKaBa WICHKA, MOTAT [0 WCKaHE Ha 3asBUTENS Ja
paspemiaTt JICKapCTBEHUS MPOAYKT, 0e3 Ja M3YakBaT pe3yirara OT MpoIlleayparta,
onpezeneHa B wieH 41. B TakbB ciydail M3JaJ€HOTO HALMOHAIHO pa3pelieHUe 3a
THPTOBUSI HE 3acsira pe3yJitaTta OT Ta3u Mpoleaypa.

Ynen 39
Ilpoyedypa no cezuparne npu paziuuasauju ce peuleHus Ha ObpiucaguUme YieHKU

AKO 3asIBIICHUATA 32 HALIMOHAIHO pa3pelleHHe 3a ThProBUs ca MOJaJeHU B CHOTBETCTBUE C
yieH 6 u wieHoBe 9—14 3a KOHKpETEeH JIEKApCTBEH MPOAYKT U aKO IbP)KABUTE WICHKU Ca
MpUeNu pa3uvaBallld C€ pEeUIeHHS [0 OTHOUICHHE Ha HalMOHAJIHOTO pa3pellieHue 3a
THpPrOBUs, BHACSHETO Ha MPOMEHH B HETO, CIIMPAHETO HA HETOBOTO JICHCTBHE WJIM OTMSHATa
My WJIM 110 OTHOIICHHUE Ha KpaTKaTa XapaKTepUCTHKa Ha MPOIyKTa, KOMIIETEHTHUST OpraH Ha
Ibp)KaBaTta wieHKa, KomMucusaTa nin mpuTeXaTelNsT Ha Pa3pelieHneTo 3a ThProBUsl MOTaT Ja
oTHecaT BbIpoca 70 KoMureTra mo jnekapcTBEHUTE MPOAYKTH 3a XyMaHHa yrnoTpeba ¢ 1enl
IpuJlaraHe Ha Ipoleaypara, npeaBuacHa B wieHoBe 41 u 42.

Ynen 40
XapmoHnu3zuparne na Kpamkama Xapaxmepucmuxka Ha npooykma

1. C nen na ce HaCHPUYU XAPMOHM3UPAHETO HA HALIMOHAIHUTE PA3PELICHUS 3a ThPrOBUS
3a JIEKapCTBEHU MPOAYKTH B Lenust Cbio3, KOMIIETEHTHUTE OPraHu Ha JIbpiKaBUTE
YWIEHKH €KEroHO M3IpaniaT Ha KOOpPAMHALMOHHATa Ipyna, Ioco4eHa B uieH 37,
COUCBHK Ha JIEKapCTBEHUTE NPOAYKTH, 3a KOUTO TpsAOBa Ja c€ U3rOTBU
XapMOHHM3MpaHa KpaTKa XapaKTepuCTHKa Ha MPOIYKTa.

2. KOOp)II/IHaHI/IOHHaTa rpymna U3roTBd CIMCbK Ha JICKAPCTBCHUTC IMPOAYKTH, 34 KOUTO
Tpf[6Ba Aa CC HU3IrOTBU XapMOHH3WPpaHa KpaTKa XapaKTCPUCTUKA HAa MPOAYKTa, KaTO
B3€Ma MPCABHUA MPCAJTOXKCHUATA HA KOMIICTCHTHUTEC OpraHM Ha BCUYKHW ABPIKABU
YJICHKHU, U U3lIpalia TO3U CIIMCHK Ha Komucusra.

3. KoMucusita WiaM KOMIIETEHTHHST OpraH Ha JIbpKaBa WICHKA, CBHIVIACYBaHO C
AreHuuaTa M Karo B3€Ma NpPEIBHJ CTAHOBMINATA HA 3aWHTEPECOBAHUTE CTPaHW,
MOJKE /1a OTHECE BBIIPOCa OTHOCHO XapMOHH3HUPAHETO Ha KpaTKaTa XapaKTepUCTHKa
Ha Te3W JIEKapCTBEHW MNpoAyKTh A0 Komurera mo JieKapCTBEHUTE MPOAYKTH 3a
XyMaHHa yrnoTpeda ¢ el NnpujiaraHe Ha mpoueaypara, npeaBueHa B wieHose 41 u
42.

Ynen 41

Hayuna oyenxa om Komumema no nekapcmeenume npooyKmu 3a XyMaHHa ynompeoa 6
npoyedypa no cesupaue

l. B pamkure Ha mnporeaypara, ycTaHOBEHa B HacTosus wieH, KoMuUTeThT Mo
JIEKapCTBEHUTE TMPOAYKTH 3a XyMaHHa ynorpeba, mocodeH B wWieH 148 ot
[mpepaborenust Permament (EO) Ne 726/2004], pasriexiga ChOTBETHHsI BBIPOC U
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W3rOTBS MOTHBHPAHO CTAHOBHIIE B CPOK OT 60 JHH OT JaraTa, Ha KOSTO BBIIPOCHT €
OWJI OTHECEH 10 HETO.

Bbnpeku ToBa, B ciaydaute, oTHeceHH 10 KomureTa 1o jekapcTBEHUTE MPOAYKTH 3a
XyMaHHa yrnoTtpeda B CboTBeTCTBUE C WieHoBe 39, 40 u 95, To3u cpok Moxe 1a Obae
yabipkeH oT KomuTera 1o jekapcTBEHUTE MPOAYKTH 33 XyMaHHA ymorpeda ¢ ome
90 nHu.

ITo npennoxenue Ha cBos npeacenarea KoMUTeTsT 1O JIeKapCTBEHUTE MPOJYKTH 3a
XyMaHHa yrnoTpeda MOXe J1a ONpeIeu MO-KpaThK CPOK.

3a pasriekaaHeTo Ha BbIpoca KOMUTETHT 10 JIEKAPCTBEHUTE MPOAYKTH 32 XyMaHHa
ynoTpeba onpeienst €IuH OT CBOMTE WICHOBE 3a JOKJIAAUUK. KOMUTETHT MOXe ChIIO
Taka Jla OmpeAess OTIENHU eKCIEePTH, KOUTO Aa r0 KOHCYJITHUPAT MO cleuupUUHU
BopIpocu. IIpu onpenensneTo Ha except KoMUTETHT 1O JIEKAPCTBEHUTE IPOAYKTU
3a XyMaHHa ynoTrpeba ompenens TEXHMTE 3aJaud M yKa3Ba Cpoka 3a
U3ITBIIHEHUETO UM.

ITpenu na npeacrtaBu cTaHOBUIIETO cd, KOMUTETHT 10 JIEKApCTBEHUTE MPOAYKTH 3a
XyMaHHa ynorpeba IMpenocTaBs Ha 3asBUTENS WM Ha MpUTEXKaTeds Ha
pa3pelIeHneTo 3a ThPrOBUS BB3MOXKHOCT Ja MpPEACTaBU OOSICHEHUS YCTHO WIIU
IIICMEHO B yKa3aH oT Komurera cpok.

Cranouuiero Ha Komurera no jekapcTBeHUTE MPOAYKTH 3a XyMaHHA ynotpeda ce
IpUAPYKaBa OT KpaTKa XapaKTepUCTHKA Ha MPOAYKTa, €ETUKETa U JINCTOBKATa.

Ako e HeoO6xoauMo, KOMUTETHT 1O JIeKapCTBEHUTE MPOIYKTH 32 XyMaHHA ynorpeda
MOYXE Jla TIOMCKa OT BCSIKO APYro JIMIE Ja MPeJoCTaBH HH(OpMAIHs, CBbp3aHa C
OTHECEHUS J0 HETO BBIPOC, WM J1a PELIH J1a IPOBee MyOIUYHO U3CTYIIBAHE.

Crnen KOHCyATamusl ChC 3aCeTHATUTE CTPAaHW ATCHIHATAa W3TOTBS TIPOIEAYPEH
MPaBUJIHUK 32 OPTaHU3UPAHETO M TPOBEXKAAHETO Ha MyONIMYHU HW3CIHYIIBAHUS B
ChOTBETCTBUE ¢ WieH 163 ot [mpepaborenus Pernament (EO) Ne 726/2004].

KoMuTeTsT Mo jexkapcTBEHHTE MPOIYKTH 3a XyMaHHa yHoTpeda MoXe Ja crpe
CpOKOBeTe, ocoueHu B naparpad 1, 3a ga naje Bb3MOKHOCT Ha 3asiBUTEJNS UM Ha
MPUTEKATEIS Ha Pa3pelIeHHETO 3a ThPrOBUS J]a U3TOTBU OO0SCHEHUATA.

AreHnusTa yBeoMsiBa 0€3 HEOIpaBIaHO 3a0aBsHE 3asBUTENS WM MPUTEKATENS Ha
pa3penieHueTo 3a ThpProBus, KOraTo B CTaHOBUIIETO Ha KomuTeTa no 1IeKapCTBEHUTE
MPOJIYKTH 32 XyMaHHa yrnoTpeda ce MocTaHOBsBa, Ue:

a)  3a’4BJICHUETO HE OTroBaps HAa KPUTEPUHMTE 3a M3/1aBaHE HA pa3pelleHue 3a
THPIOBHS;

0) mpeanoXkeHaTta OT 3asgBUTENS MM OT NpPUTEXKATENs Ha pa3pelIeHHeTo 3a
THProBUs KpaTKa XapaKTepHCTHKa Ha MPOAYKTa ChIJAacHO wieH 62 TpsbBa aa
ce€ U3MEHU, WU

B)  pa3pemIeHHEeTO 3a THPTOBHS TPSAOBA Ja ce M3/aje MPH ONPENENICHH YCIOBHS,
KOMTO C€ CUMTAT 3a ChLIECTBEHM 3a Oe3omacHOCTTa M eeKTHBHATa yrmoTpeda
Ha JICKApCTBEHHMS TPOMYKT, BKIIOYHMTEIHO OT TJexHa Todka Ha
dapmakosoruuHaTa OAUTEIHOCT;

r)  JIeHCTBUETO Ha pa3pelIeHUeTo 3a ThProBus TpsiOBa Ja ce crpe, B yCIOBUATA Ha
pa3perieHueTo TpsiOBa Jja ce BHeCAT MPOMEHH WITK TO TpsOBa Ja ce OTMEHHU;
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)  JIEKapCTBEHUST IMPOJIYKT OTroBapsl Ha YCJOBHSTA, MOCOYEHU B ujieH 83, 1o
OTHOILLICHUE HA JIEKAPCTBEHUTE MPOIYKTH, MPEAHA3HAUCHH 32 3a/I0BOJISIBAHE Ha
HEYJIOBJIETBOPEHA MEAUIIMHCKA MTOTPEOHOCT.

B cpok ot 12 nuu ciex noigydaBaHe Ha CTAHOBHIIETO 3asIBUTENSAT WM MPUTEKATEISAT
Ha pa3pelICeHUETO 3a THPrOBUS MOXKE Ja YBEIOMHM ATreHIMATa NHCMEHO 3a
HAMEPEHUETO CH J1a MOKUCKA PEPA3IIIekKIaHe Ha CTAHOBUILIETO. B TakbB ciydail TOH
mpescTaBs Ha AreHIUsATa NOJPOOHN OCHOBAHUS 3a MCKAHETO CU B CPOK OT 60 qHH
CJIe]1 IT0JIy4YaBaHE Ha CTAHOBHUILETO.

B cpok ot 60 nHu cien mojy4yaBaHE Ha OCHOBaHUSTA 3a MCKaHeTo KoMuTeThT 1o
JICKapCTBEHUTE MPOAYKTH 3a XyMaHHa yHoTpeba Mpepasriiexaa CTaHOBHUIIETO CH B
CBOTBETCTBHME ¢ uieH 12, maparpad 2, Tpera anuHes OT [npepaOOTeHHS
Permament (EO) Ne 726/2004]. MotuBute 3a 3akioueHueTo Ha Komurera crnen
pepasrekIaHeTo ce Mpuiarar KbM JIOKJIaJa 3a OILIeHKa, MOCOYEeH B ujieH 12,
naparpad 2, Tpera anuHest ot [mpepadorenus Permament (EO) Ne 726/2004].

AreHuusaTa MU3MOpalla OKOHYATEIHOTO CcTaHOBHILE Ha Komwurera mo jekapcTBEHUTE
MPOJYKTH 332 XyMaHHa ynorpeda 10 KOMIIETEHTHUTE OPTaHH Ha IbPKABUTE WICHKH,
1o Komucusara u 10 3asBUTEN WK MPUTEXKATENd HA Pa3pelICHUETO 32 ThProBUs B
cpok oT 12 gHuU cien mpUeMaHeTo My, 3a€IHO C JIOKJIaJd, B KOWTO ce€ OIHCBa
OIICHKATa Ha JIEKapCTBEHUsI MPOJIYKT U CE€ ITOCOYBAT MOTUBUTE 3a 3aKJIIOUYEHUETO Ha
Komurera.

Axo CTAaHOBHUIIICTO € B I10JI3a HA U3AABAHCTO HJIM Ha 3alla3BAaHCTO HA pa3pCUICHUCTO
3a TbProBusda 3a CbOTBCTHHA JICKAPCTBCH MPOAYKT, KbM OKOHYATCIHOTO CTAHOBHUIIC
CC Ipujiarart CJICAHUTC JOKYMCHTHU:

a)  KpaTKa XapaKTEepUCTHKA Ha MPOJIYKTa, KAKTO € MMOCOUYEHO B WieH 62;

6) mnoapoOHa HMH(OpMaIMsA 3a BCUYKH YCIIOBHS, 3acAralld pa3peleHHeTo 3a
THProBHs MO0 CMUCHIIA Ha naparpad 4, nbpBa anuHes, Oyksa B);

B)  NOAPOOHOCTH 3a €BEHTYaJHHU MPENOPBUYUTEIHN YCIOBHS WM OTPaHUYEHUS I10
OTHOLIEHHEe Ha Oe3omacHata M e(QeKkTuBHA ynorpeba Ha JIEKapCTBEHUS
TPOJTYKT;

I)  €TUKETHT U JIMCTOBKATA.

Ynen 42
Pewenue na Komucuama

B cpok or 12 gHu oT nosydyaBaHe Ha CTaHOBULIETO Ha KomuTeTa 1o jeKapCcTBEHUTE
MPOJYKTH 3a XyMaHHa ynoTpeba Komucusra npeacrass Ha [IocTOSHHHSI KOMUTET IO
JIeKapCTBEHUTE MPOJYKTH 32 XyMaHHa ynoTpeOa, mocoueH B uieH 214, maparpad 1,
MPOEKTOPEIIEHNE OTHOCHO 3asiBJICHHETO B3 OCHOBA Ha M3UCKBAHUATA, ONPE/IEICHH
B HacTOALIaTa JUPEKTUBA.

B HaAJIC)KHO 000CHOBaHHU cirydan Komucusara moxe na BbpHC CTAaHOBHUIIECTO Ha
Ar CHLUATA 34 JOIIBJIHUTCIIHO PA3TJICIKIAHC.

Koraro B MPOCKTOPCIICHUETO C€ MPCABUKIAA HN3JABAHCTO Ha Ppa3pCuIiCHUC 3a
ThpProBusd, B HCIro CC€ BKIKOYBAT HOKYMCHTUTC, NMOCOYUCHU B YJICH 41, naparpaq) 5,
BTOpa aJInHEs, UJIN MPEIIpaTKa KbM TAX.

Koraro mnpoekTopemeHneTo ce pasnuuaBa OT CTAHOBHMILETO Ha AreHIUATa,
Komucusita npeacrasst noapoOHO 00siCHEHNE Ha IPUYUHUTE 32 pa3IuuUsITa.
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Komucusita nsnpaimia npoekTopenieHueTo Ha KOMIIETEHTHUTE OPTaHy Ha JIbP>KaBUTE
YJICHKH Y Ha 3asSBUTEIS UM MPUTEXKATEIS Ha Pa3peIIeHUeTo 3a ThProBUsl.

B cpok or 12 guu cien nosydyaBaHe Ha CTaHOBMILETO Ha [IOCTOSHHMA KOMHTET IO
JIEKapCTBEHUTE MPOAYKTH 3a XyMaHHa ynorpeba Kommcusara mpruema OKOHYATEIHO
pELICHHE Ype3 aKTOBE 3a U3IIBIHEHUE.

Te3n akToBe 3a M3NBJIHEHUE CE IPUEMAT B CBHOTBETCTBHE C MpOIEAypara IIo
pasriexaane, mocoueHa B wieH 214, nmaparpadu 2 u 3.

Korato nwppkaBa uiieHKa NOBAUTHE BaXXHUM HOBM BBIPOCH OT HAYYHO WIH
TEXHUYECKO €CTEeCTBO, KOMTO He ca OWIM pa3riefaHd B MPEIOCTaBEHOTO OT
ArenmnusTta craHoBuine, Komucusita MOXe Ja BBpPHE 3asBICHHETO OOpaTHO Ha
AreHIMATa 3a JONBIHUTENIHO pasriexigaHe. B TakbB ciydail mnpouenypure,
npenBuieHu B maparpadu 1 u 2, 3amouBar Aa TeKaT OTHOBO CJIEJ TNOJy4daBaHE Ha
OTroBOpa Ha ATEHLIUSTA.

Pemenuero no naparpag 2 ce agpecupa 10 BCHUKH AbP>KaBH WIEHKH U CE Ipenpaiia
3a uHpoOpMalUsa O NPUTEXKATENsd WIM 3asBUTENSI HAa Pa3pelleHUueTO 3a ThpProBUS.
3acerHaTuTe IbpKaBU WICHKU U pedepeHTHATa qbp)kaBa WICHKA MpUEeMaT pelieHue
3a M3/1aBaHEe WM OTMSHA Ha Pa3pEIICHUETO 3a ThPrOBUS WIM MPOMEHSAT HErOBUTE
yCIIOBUS, aKO € He00X0JMMO, TaKa 4e J1a ce cho0pas3sAT ¢ pelIeHueTo 1o naparpad 2 B
cpok ot 30 nHu oT HoTU(dUUUpaHeTO My. B pemienuero 3a u3naBaHe, ciMpaHe Ha
NeMCTBUETO, OTMSIHA WJIM TPOMSHA Ha Pa3pelIeHHETO 3a THPrOBHS JbP)KABUTE
YJICHKH C€ [1030BaBaT HA PELICHUETO, IpUeTo chritacHo naparpad 2. Te unpopmupar
AreHnusTa 3a TOBA.

Koratro B o0xBara Ha 3amoyHarata IO wieH 95 mporenypa ca BKJIIOYEHHU
JIEKapCTBEHH MPOAYKTH, OOXBaHATH OT HEHTPAIU3UPAHO Pa3pEIICHUE 32 THPrOBUS
cbrylacHO uiieH 95, maparpad 2, Tpera anuHes, Komucusara mnpu HEoOXOIUMOCT
IpUeMa pelleHus 3a MpoMsiHa, CIUpaHe Ha [JEHCTBHETO WIM OTMSHAa Ha
paspelieHusATa 3a TBHPrOBUS WM OTKa3Ba IIOJAHOBABAHETO HAa CHOTBETHUTE
pa3peleHus 3a TbproBUsl B CbOTBETCTBUE C HACTOSLIMS YJICH.

PA3IET 6

PE3YJITATH OT PA3IJIEXKJIAHETO HA 3ASIBJEHUE 3A HAIIMOHAJIHO

PA3SPEILIEHHUE 3A ThPI'OBHUS

Ynen 43
H30asane na Hayuonanno paspeuierue 3a mvpeosust

KoraTo komneTeHTeH oprad Ha AbpKaBa WICHKA MU3/1aBa HALIMOHAIIHO pa3pelleHue 3a
THPTOBHsI, TOM MHPOpPMHUpA 3asABUTEIS HA Pa3pelICHUETO 3a THPTOBHS 3a KpaTKaTa
XapaKkTepUCTUKA HA MPOAYKTa, JTUCTOBKATA, €TUKETA, KAKTO U 3a BCHUUKH YCJIOBHS,
ONpeeieHn B CHOTBETCTBHME C WieHOBE 44 m 45, 3a€IHO C BCHUYKHA CPOKOBE 3a
M3MbJIHEHUE HA TE€3H YCIOBHUS.

Kommnerenraure OpraHy Ha ABPXKABUTE YWICHKHU IpCAnprueMaTr BCHYKHU HGO6XO)II/IMI/I
MCPKH, 3a a rapaHTHupar, 4ec I/IH(I)OpMaI_[I/IHTa, AaJcHa B KpaTKaTa XapaKTCPUCTHUKA Ha
MnpoaykTa, € B CbOTBECTCTBHUEC C Ta3u, MPHUETA NPU HU3JABAHCTO HAa HAIIMOHAIIHOTO
pa3pCiCHUC 3a TbProBUA UJIN BIIOCJICACTBHC.
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KoMrieTreHTHHTE OpraHd Ha JIbpPXKABUTE UJICHKH OIOBECTSABAT IMyOIMYHO 0e3
HeompaBJIaHo 3a0aBsiHE HAIIMOHAITHOTO pa3pellieHre 3a ThProBUs, 3a€IHO C KpaTKaTa
XapaKTEePUCTUKA Ha MPOIYKTA, TUCTOBKATA, KAKTO U BCUYKH YCJIOBHS, OTIPE/ICTICHU B
CBOTBETCTBHE C WieHOBE 44 1 45, M BCUUKH 3a1bIDKEHUS, HAaJ0KEHH BIIOCIEICTBUE B
CBOTBETCTBHE C WIEH 87, 3a€IHO ChC CPOKOBETE 3a M3ITbJIHEHUE HA TE3U YCIOBUS U
3aIbJIKEHUS, 32 BCEKH JICKAPCTBEH MPOJIYKT, 32 KOWTO ca U3JaJIH pa3pelieHue.

KommereHTHHAT OpraH Ha JIbp)KaBaTa 4WICHKA MOXE Ja pasriela HaTUYHUTE
JIOI'BJTHUTEITHH JIOKA3aTeIICTBA U JIa B3EME pPEIliCHHEe Bh3 OCHOBA Ha TAX, HE3aBHCUMO
OT JAHHUTE, MPEIOCTABEHH OT MPHUTEKATENsl Ha Pa3pelIeHueTo 3a ThproBus. Bb3
OCHOBa Ha TOBa KpaTKaTa XapaKTEPUCTHKAa Ha TMPOJYKTa C€ aKTyalu3Hupa, aKo
JOIIBJIHUTEITHUTE  JIOKA3aTeJCTBa OKa3BaT BIUSHHE BBPXY CHOTHOIICHUETO
10J132/pHUCK Ha JaJICH JICKapCTBEH MPOIYKT.

Komnerentaure OpraHl Ha AObpPKAaBUTC YJICHKHW H3IOTBAT AOKJIaJ 3a OLCHKa H
MpaBAT KOMCHTApH MO JOKYMCHTAUMATA OTHOCHO PE3YITATUTEC OT q)apMaIIGBTI/ItIHI/ITe
U HCKIIMHUYHHUTC TCCTOBC, KIIMHUYHUTC HU3CIICABAHUA, CUCTCMATA 3a YIIPABJICHUC Ha
PUCKa, OLICHKAaTa Ha PHCKa 3a OKOJHATa Cpcla U CUCTEMATa 3a (bapMaKonoquHa
6,Z[I/IT6J'IHOCT Ha CbOTBCTHUA JICKAPCTBCH IMMPOAYKT.

KommerenTHuTe OpraHu Ha IbPXKABUTE UJICHKH OIOBECTSBAT MyOnuyHO 0€3
HEOIpaBJaHo 3a0aBsiHe JIOKJIa/1a 3a OLIEHKA 3aelHO C MOTUBUTE 3a CTAHOBHUIIETO CH,
cllell KaTo 3ajiuyaT BesKa HMH(OpManus OT IIOBEPUTENHO TBPrOBCKO €CTECTBO.
OO6ocHOBKaTa ce MpeJCTaBst OT/IEIHO 3a BCAKO TEpareBTUYHO MIOKAa3aHUe, 3a KOETO ce
110/1aBa 3asBJICHUE.

OnoBecTeHUAT MYyOJIMYHO JOKJIAJ 3a OLIEHKA, [OCOYeH B maparpad 5, BKIIOYBA
pe3loMe, HalUCaHO Taka, 4Ye Ja € pa30dupacMo 3a IMIUpOKaTa OOLIECTBEHOCT.
Pe3tomeTo chabpika MO-CIELUANHO pa3jield, CBbpP3aH C YCIOBHUATA Ha ymoTpeda Ha
JIEKApCTBEHMS POIYKT.

Ynen 44
Hayuonanno paspewenue 3a mvpeosus npu onpeoenienu yciosus

Pa3pemeHHe 3a TbProBU: 3a JICKAPCTBCH IPOAYKT MOKE a 6’5,[[6 HU3JaACHO IMpU €THO
HJIK MOBEYEC OT CJICAHUTE YCIIOBHUSA:

a) Ja ce TIpeampueMar OINpeAeNieHd MEpPKHU 3a TapaHTHUpaHe Ha Oe3omacHara
ynorpeba Ha JIEKapCTBEHHS MPOAYKT, KOUTO J1a ObJaT BKIIOUYECHU B CUCTEMATa
3a yIpaBJICHUE HA PUCKA;

0) Jma ce mpoOBEeXIAT MPOYYBAHHWS 3a OE30MACHOCT CJie[l TOoJydaBaHE Ha
paspelieHue;

B)  JIa Cce Cma3BaT 3aJbJDKEHUS 32 PETUCTPUpAHE WU JOKJIA/IBaHE HA MOJI03UPaAHU
HEXKEJIaHU JIEKapCTBEHU pEaKLUHUH, KOWTO 3aIbJDKEHUS Ca IO-CTPOTd OT
MocoyeHuTe B riaBa [X;

I)  BCSKakKBM JAPYIH yCIOBHS WJIM OIPaHMYEHMS IO OTHOLICHHE Ha Oe3omacHaTa u
edekTHBHA yroTpeda Ha JIEKapCTBEHUSI IPOIYKT;

I[) HaJIM4YUC Ha aJICKBaTHa CUCTEMaA 3a (I)apMaKOJ'IOFI/I‘{Ha 6ILI/ITCJ'IHOCT;

€) Ja ce WU3BbpUIBAT MpOyuBaHMsS 3a e€(QUKACHOCT clie]| MOojJydyaBaHe Ha
pa3peleHue, Koraro ObaT yCTaHOBEHHU OMACEHUS, CBbP3aHU C HAKOU aCIEeKTH
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Ha e(uKacHOCTTa Ha JIEKAPCTBEHUS NPOAYKT, KOMUTO Morar Ja Objaar
OTCTPaHEHH CaMO CJIJ] KaTo JICKApCTBECHHUT MPOAYKT ObJie IyCHAT Ha 1a3apa;

)  3aJbJDKeHHe 3a 000CHOBaBaHE Ha KJIMHUYHATA MOJ3a Clie] Mojy4yaBaHE Ha
paspelieHue B ciay4yail Ha JIEKapCTBEHU NPOAYKTH, 3a KOWUTO ChLIECTBYBa
3HAYUTEJIHa HECUTYPHOCT IO OTHOIIEHHE Ha Bpb3KaTa Ha ajlTepHATHUBHUTE
KpailHU TOYKH 32 e(hUKACHOCT C OYAaKBAHUS 3[[PABCH PE3YJITAT, KOTaTO TOBA €
1enech00pa3Ho U OT 3HAUEHUE 33 ChbOTHOILIEHUETO TOJI3a/PUCK;

3)  Ja ce MpOoBEeXJaT NPOy4YBAHUS 3a OLEHKA Ha PHUCKA 3a OKOJHATa CpeAa Ciel
[OJIy4aBaHE Ha paspellieHHe M Ja ce CbOMparT JaHHM OT HAOJIIOJEHHE WU
uHpopMalus OTHOCHO YymoTpebara, Korato € HeoOXoaumo mJa ObaaT
JOI'BJIHUTENTHO ~ NIPOYYEHH YCTAHOBEHM PpHUCKOBE MJIM  ONAceHHs 3a
NOTCHIMATHY PHCKOBE 3a OKOJIHaTa Cpefa WM 3a OOIIECTBEHOTO 3JpasBe,
BKJIIOYMTEIHO AaHTUMHUKpPOOHATa PE3UCTEHTHOCT, ClIeA KaTo JIEKapCTBEHUSAT
IPOAYKT ObJie yCHAT Ha 1a3apa;

M) J1a ce TPOBEXKAAT TMPOYYBAHUS CJEN T[OJyd4aBaHE Ha pa3peuicHue 3a
nogoOpsiBane Ha Oe3zomacHata W edekTuBHa ynorpeba Ha JIEKapCTBEHUS
IPOJIYKT;

i) koraro e menechro0pa3Ho, Ja Ce M3BBPIIBAT CIEHU(UYIHHM 33 JICKAPCTBCHHS
NOPOAYKT NPOYYBaHHS 3a BaJIMIUpPaHE C LEJN Jia CE 3aMCHAT METOIHMTE 3a
KOHTPOJI, IIpU KOWUTO CC€ HUIIOJI3BAT KHUBOTHHU, C TaKWBa, IIPU KOHUTO HEC CC
U3I0JI3BAT )KUBOTHH.

3a1bIDKEHNETO 32 MPOBEKIAHE HA IPOYUYBAHMSA 32 €(PUKACHOCT CIIe]l M0JydaBaHe Ha
paspelnieHre, NOCOYeHO B ITbpBa ajMHes, OyKBa €), € OCHOBaBa Ha JICJIETUPAHUTE
aKTOBE, IPUETH ChIJIACHO 4WieH §8.

Koraro e HeoOXoaumo, B pa3pelieHUETO 3a THPrOBUS CE OIMpPEAesT CPOKOBE 3a
W3MBJIHEHNUE Ha YCIIOBUSITA, TIOCOUYEHHU B maparpad 1, mbpBa aquHesl.

Ynen 45
Hayuonanno pazpewenue 3a mvpeosus npu uzebHpeOHu 06cmosmencmea

ITpu 3BBHpPEAHN OOCTOATENCTBA, KOTAaTO B 3asBlIEHHE MO 4iieH 6 3a pa3pellieHue 3a
TBProBUSl C JIEKAapCTBEH NPOAYKT WWJIM B 3asBIE€HHE 1O wWieH 92 3a HOBO
TEpaneBTUYHO MOKa3aHHE KbM ChIIECTBYBAIIO Pa3pelIeHUe 3a ThPrOBUs, 3asIBUTEIAT
HE € B CBCTOSHHE Ja TMPEICTaBH H3UEpIIaTeIHM JaHHU 3a e(ukacHocTTa H
0€30I1acCHOCTTa Ha JIEKapCTBEHMs MPOIYKT MPH HOPMAJIHM YCIIOBHsS Ha ymorpeoa,
KOMIIETEHTHHAT OpPTaH Ha Jbp)KaBaTa WICHKAa MOXE, 4pe3 JIeporaius OT WieH 6, na
u3Jaze paspelieHre ChbINIAacCHO WieH 43 MpH cha3BaHe Ha CleUu(pUYHU YCIIOBUS,
KOTaTO Ca M3ITBJIHEHH CIICTHUTE N3UCKBAHUS:

a)  3aABUTENAT € JAO0Ka3ajl B JOCHETO Ha 3asBJICHUETO, Y€ ChILECTBYBAT OOEKTUBHU
Y IIPOBEPUMM NPHUUYMHU Ja HE MOXKE Ja IPEICTaBU M3YEPHATEIHU JTaHHH 3a
epuKacHOCTTa M 0e30MacHOCTTa Ha JEKapCTBEHHUS MPOAYKT NPH HOPMAJIHU
yCIOBHs Ha ynoTpeba Bb3 OCHOBA Ha €IHO OT OCHOBAHUATA, MOCOYEHU B
npuioxenue II;

0) C U3KIIOYCHHE Ha JaHHUTE, MTOCOYCHH B OyKBa a), JOCHETO Ha 3asBJICHUETO €
I'BJIHO M OTTOBApPSI HA BCUYKY U3MCKBAHMS HA HACTOAIIATA TUPEKTUBA;
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B) B PCIICHHWETO Ha KOMIICTCHTHUTE OPTraHU Ha JbP)KABUTE YICHKH Ca BKIIOUCHU
crnenuUYHA yCIOBHS, TO-CIEIMAIHO 3a Ja Ce TapaHTHpa 0e30MacHOCTTa Ha
JICKapCTBEHUSI MPOAYKT, KaKTO M 3a Ji|a C€ TapaHTHUpa, Y€ MPUTEKATEIAT Ha
Pa3peLICHUETO 3a ThPIOBUS YBEAOMSIBA KOMIIETEHTHUTE OPraHH Ha JIbPHKABUTE
YJICHKU 32 BCEKH WHIIUJCHT, CBBbpP3aH C ynoTpebdara My, U P HEOOXOAUMOCT
MpeanprueMa NoAXoAs M JEHCTBUSL.

3ama3BaHETO Ha Pa3pEIICHOTO HOBO TEPANeBTUYHO IMOKa3aHHE M BaJIMIHOCTTA Ha
HAIIMOHAJTHOTO pa3pelleHre 3a THhProBUsS ca OOBBP3aHM C HOBAaTa OICHKA Ha
yCIIOBUSITA, MOCOYEHW B maparpad 1, aBe TOAMHM cled JaTaTa, Ha KOATO €
pa3peleHo HOBOTO TEPAaleBTHYHO IIOKAa3aHHWE WM € W3JaJ€HO pa3pelIeHUETO 3a
THProBHS, a BIIOCJIEJICTBHE C OCHOBaHAa Ha PUCKAa YECTOTa, KOSATO C€ Omperess OT
KOMIIETEHTHUTE OpraHd Ha JIbp)KaBaTa 4YiICHKa U CE YTOUHSIBA B Pa3pelICHUETO 3a
THProBUSL.

Ta3u HOBa OIIEHKA C€ W3BBHPINBA BH3 OCHOBA HA 3asBIICHUE OT MPUTESKATEIS Ha
pa3peleHUeTO 3a ThPrOBHS 3a 3alla3BaHe Ha Pa3pelICHOTO HOBO TEPAIEeBTHYHO
MOKA3aHWE WM 32 MOJHOBSBAHE HA PAa3PCIICHUETO 32 THPrOBUS NPU WU3BBHPEIHH
00cTOATEICTBA.

Ynen 46
Banuonocm u noonossisane na paspeuienuemo 3a mopeosust

be3 na ce 3acsira maparpad 4, pa3penieHUETO 32 ThPrOBHs C JICKAPCTBEH MPOAYKT €
BaJIMJTHO 32 HEOTPAHHUYEH CPOK.

Upes aeporarus OT IbpBa AJIMHES HAIIMOHAIHO Pa3pelieHUe 32 ThPTOBHS, H3IaICHO
B ChOTBETCTBHE ¢ wieH 45, maparpad 1, € BajluJIHO 3a CPOK OT IET TOAWHU U
MOJ/IJIE)KH Ha TIOTHOBSIBAHE B CHOTBETCTBUE ¢ Taparpad 2.

qp63 Acporanusga OT IIbpBa aJIMHEA IMMPU H3JJdBAHCTO HAa HAIIMOHAJIHOTO PCHICHUC 3a
THProBusg KOMIICTCHTCH OpraH Ha AbpiKaBaTa 4JICHKAa MOXE J1a pCliu, 1Mo OOEKTHBHHU
N HaJJIC)KHO 000CHOBaHHU MNpUYIUHHU, CBBP3aHU C 0e30IMacHOCTTa Ha JICKApCTBCHUA
MMPOAYKT, Aa OrpaHHW4Yd CpPOKa Ha BaAJIUMAHOCT HAa HAOMWMOHAJIHOTO PA3pCIICHHUE 3a
ThproBusd 0 IICT T'OJAUHU.

[TputexxaTenar Ha pa3pelleHHeTO 3a THhProBHs MOXE Ja IMOojAaje 3asBICHHE 3a
MOJHOBSIBAHE Ha HALMOHAIHO pAa3pelleHHe 3a ThProBUs, H3JAJAECHO CHIJIACHO
naparpad 1, BTopa wim Tpera anuHes. TakoBa 3asBJICHHE c€ TOJaBa Hal-MajKo
JIEBET Mecela Npead HW3TUYaHETO Ha CpoKa Ha BAMJHOCT HAa HAIMOHAIHOTO
paspelieHre 3a ThproBusl.

Crnen kaTo 3asBICHHMETO 3a IOJHOBSIBaHE ObJE MOAAJCHO B PAaMKUTE Ha CpOKa,
npelBUJIEH B naparpad 2, HallMOHAIHOTO pa3pelieHre 3a ThProBUsI OCTaBa BaJIHJIHO,
JIOKaTO KOMIIETEHTHUST OpraH Ha Abp)KaBaTa WICHKA HE IPUEME PEILLICHUE.

KomnereHTHHST opraH Ha Abp)kaBaTa WiE€HKa MOXKE Ja IMOJHOBU HAIlMOHATHOTO
paspellieHue 3a ThProBUs Bb3 OCHOBA Ha IOBTOpPHA OLIEHKA HAa CBHOTHOIIEHUETO
non3a/puck. BenHbk NOAHOBEHO, pa3peIIeHUETO 3a THPrOBUS € BAIUAHO 3a
HEOTPaHUYEH CPOK.

Ynen 47

Omkas3 3a uzoasane Ha HAYUOHAIIHO pas3pelernue 3a movpco6ust
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HanmonanHo pa3pelieHue 3a TbproBUsl ce 0TKa3Ba, ako Clie]] MpOoBepKa Ha TaHHUTE U
JOKYMEHTHUTE, MIOCOYEHU B WiICH 6, M MPU Cla3BaHe Ha CreNu(DUIHUTE U3UCKBAHUS,
omnpezesieHu B wieHoBe 9—14, ce nmpueme, ye:

a)  CBHOTHOIICHHETO IOJI3a/PUCK HE CE CUMTA 3a OJArONpHsITHO;

0) 3agBUTENAT HE € JOKa3aJ 0 MOJIXOASN] HauMH WIM B JOCTaTh4YHA CTENEH
Ka4eCTBOTO, 0€30MacHOCTTa WK e(PUKACHOCTTA Ha JICKAPCTBEHUS MTPOAYKT;

B) Ka4C€CTBCHHUAT U KOJIMYCCTBCHUAT CbCTaB HE OTIOBAPAT Ha 3aABCHUTE,

F) OIICHKAaTa Ha pPHCKAa 3a OKOJHaTa Cpcaa € HCIbJIHA HWINW HCAOCTATHYHO
000CHOBaHA OT 3asBUTEJIS WU YCTAaHOBCHHUTEC B HEA PUCKOBE HE Ca pasrjicaaHu
B A0CTaTb4Ha CTCIICH OT 3asABHUTCIIA,

)  €TUKEThT W JIMCTOBKATA, MPEIJIOKEHU OT 3asBUTENS, HE ca B ChOTBETCTBHE C
rinasa VL

HarmonanHo pa3peiieHue 3a TbproBus ce 0TKa3Ba ChIIO TaKa, aKO HIKOU JaHHU WU
JIOKYMEHTH, MPEJICTABEHU B TMOJKPENa Ha 3asBJICHUETO, HE ChOTBETCTBAT HA WIEH 0,
naparpadu 1—o6 u unenore 9—14.

3asgBUTEIIAT HIIU MPUTECIKATCIIAT HAa Pa3pCIICHUCTO 3a THhProBUsA HOCHU OTTOBOPHOCT 3a
TOYHOCTTA Ha MPEACTAaBCHUTC JaHHU U TOKYMCHHU.

PA3AET 7

CHENU®UYHA U3UCKBAHMS 3A TIEJJUATPUYHHA JEKAPCTBEHHU TPOJAYKTH

Ynen 48
Cvomeemcmasue ¢ niana 3a neOUAmpu4HoO U3C1e08aHe

KoMneTeHTHUAT OpraH Ha Abp)KaBaTa YJIEHKA, 3a KOSATO € MOJAJEHO 3asBICHHUE 32
paspelieHue 3a ThbProBUs WIM 3a IPOMSAHA Ha pas3pellieHue 3a TbProBUsA CBIVIACHO
pasnopenduTte Ha HacTosmaTa iaBa wid Ha riasa VIII, mposepsiBa nanmu TO
OTroBaps Ha U3UCKBAHUATA, ONPE/IeNIeHH B wieH 6, maparpad 5.

Koraro 3asBneHHeTo € MOAafeHO B CHOTBETCTBHE C NPOLEAypaTa, IpEeABHICHA B
HacTosIaTa IaBa, pazaenu 3 u 4, npoBepkaTa Ha CbOTBETCTBUETO, BKIIIOUHMTEIHO,
KOTaTo € IeJIeCho0pa3HO, NCKAHETO HAa CTAHOBHILE OT ATEHIUSTA B ChOTBETCTBHUE C
naparpad 3, OykBa 0), ce U3BBpIIIBA OT peepeHTHaTa JbprkaBa UJIeHKa.

Ot Kommurera mo JekapCTBEHHWTE MPOJYKTH 3a XyMaHHa ynorpeba, MOCOYEH B
ynieH 148 ot [mpepaborenust Pernament (EO) Ne 726/2004], Mmoxxe na ObAe MOUCKAHO
Ja Jaje CTAaHOBHINETO CH NI W3CJICBAHUSTA, TPOBEICHH OT 3asBHTENS, Ca B
CHOTBETCTBUE C OJJOOPEHHUSI IJIaH 3a NEeAUATPUUHO U3CIICIBAHE, OMPEIeICH B WwieH 74
ot [mpepaborenus Pernmament (EO) Ne 726/2004], kakTo cienpa:

a)  OT 3asBUTENIA, IPEIH Ja M01ajie 3asiBJICHUE 3a pa3pelleHue 3a ThProBUs WU 3a
MpOMsTHA Ha pa3pelieHne 3a ThPTOBHSI;

6) OT KOMIICTCHTHHA OpraH Ha AbpiKaBaTa YJIICHKA, KOraTO BajluJAuvpa 3asABJICHUC
34 PaspCIICHUC 3a ThbPTOBUA WUJIK 3a IPOMsHA Ha pa3pClICHUEC 3a ThbPTrOBUs, KbM
KOCTO HC € IPUJIIOKCHO TaKOBA CTAHOBHUIIIC.

B cnyuaii Ha nckaHe B chOTBETCTBHE ¢ maparpad 3, OykBa a) 3asBUTENST HE MojaBa
3agBJICHUETO CH, J0KaTo KOMHUTETHT MO JeKapCTBEHUTE MPOJIYKTH 3a XyMaHHa
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ynotpeba He NMPEACTaBU CBOETO CTAHOBUIIE, KaTO KOMUE OT HEro ce mpujara KbM
3as1BJICHUETO.

JIbp)KaBUTE WICHKH HA/UIC)KHO B3e€MaT TMPEIBU CTAHOBHUINETO, H3rOTBEHO B
CHhOTBETCTBUE C maparpad 3.

Axo 1o BpEMC Ha HaydHaTa OLCHKAa Ha BaJIWJHO 3asABJICHUC 3a Pa3pClIICHHUC 3a
THProBusd WK 3a NPOMSAHA Ha pa3pClICHUC 3a TbProBUs KOMIICTCHTHUAT OpTraH Ha
AbpiKaBaTa YWICHKA 3aKI04YH, Y€ U3CJICABaHUsATa HE Ca B CbOTBETCTBUEC C OI[O6p€HI/IH
IJ1aH 3a NCAUATPHUYHO U3CJIICABAHC, JICKAPCTBCHUAT IMPOAYKT HE MOKC Ja CC I10JI3Ba
OT MMPpE€ANMCTBAaTa U CTUMYJIUTE, IPEABUACHHU B YJICH 86.

Ynen 49
Jlannu, uzeneuenu om nian 3a NEOUAMPUYHO U3CTEOBAHE

Koraro pa3pemienuero 3a TbproBus WM 3a MIPOMSIHA HA pa3pelieHue 3a ThProBusl ce
W3/1aBa B CbOTBETCTBHE C Pa3lopea0rTe Ha HACTOAIIATA TJIaBa WU C pa3lopeaonTe
Ha rimaBa VIII:

a)  pe3yJITaTHTE OT BCUYKU KJIMHUYHH M3CIICIBAHUS, IIPOBEJICHU B CHOTBETCTBUE C
0JI00pEH TIaH 3a MEeIUaTPUYHO M3CIIEABAHE, OCOYEH B WieH 6, maparpad S,
OykBa a), ce BKIIOYBAT B KpaTKara XapaKTePHCTUKAa HAa MPOAYKTa U aKO €
1eaechbo0pa3Ho, B JIMCTOBKATA, I

0)  BCSKO JIOTOBOPEHO OCBOOOKIaBaHe, OCOUEHO B wWieH 6, maparpad 5, OykBu 0)
M B), CC OTpa3sBa B KpaTKaTa XapaKTePUCTHKAa Ha MPOAyKTa M aKo €
1eJIeChOOpa3Ho, B JINCTOBKATA HA ChOTBETHHUS JICKAPCTBEH TPOIYKT.

AXO 3asBJICHUETO CHOTBETCTBA Ha BCUUKU MCPKH, CbABbPIKAIIA CC B OI[OGpCHI/Iﬂ IJ1aH
3a MNCIUATPUYHO H3CIICABAHC, MW aAKO KpaTKaTa XapaKTCPUCTHKAa Ha IMPOAYKTa
OoTpassdaBa pPE3YJITAaTUTE OT HUICICABAHUATA, MNPOBCACHU B CBOTBCTCTBHEC C TO3HU
0;[06peH IJIaH 3a NEAUATPUYIHO H3CICABAHC, KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa
YJICHKA BKIIIOYBA B paspClICHUCTO 3a TbProBUsA CTAHOBUIIEC, B KOECTO CC ITOCOYBA, Y€
3adABJICHUCTO CBHOTBCTCTBA Ha 0,HO6pCHI/IH U 3aBbpHICH IIJIaH 34 ICAHATPUYIHO
H3CJICABAaHC.

3asBIIEHHE 3a HOBM TEpANEBTHUYHU II0KA3aHUSA, BKIIOYUTEIHO IEJUATPUYHU
MOKAa3aHusl, HOBU JIEKAPCTBEHU (POpPMH, HOBH KOHIEHTPALlMM U HOBHM IbTHUILIA HA
BBBEXX/JJaHE HA JIEKAPCTBEHU MPOAYKTH, pa3pelieH! B ChOTBETCTBHUE C pa3nopenonute
Ha HacTosIIaTa rJ1aBa uiM pasnopenoure Ha riasa VIII u 3amuTtenu cbe cepruduxar
3a nombiHUTeNHa 3akpuia cbkriacHo [Permament (EO) Ne 469/2009 — CII, momns,
3aMEHEeTe M030BaBAHETO C HOBUS MHCTPYMEHT, Korato ObJe NpUET| WM C MATEeHT,
KOMTO OTroBapsi Ha YCJOBHATa 3a H3JaBaHe Ha cepTU(UKAT 3a JOIBIHUTEITHA
3aKkpuia, MoXke Ja ObJe TMOJaJeHO ChIJIACHO Mpolleaypara, IpeaBHIIEHA B
yiieHose 41 u 42.

[Iponenypara, mocoueHa B maparpad 3, ce orpaHuyaBa J0 OIICHKATa Ha KOHKPETHHS
pazzien OT KpaTKaTa XapakTepUCTHUKa Ha MPOAYKTA, B KOMTO ce BHACIT MPOMEHHU.
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I'naBa IV
Ha4yuH Ha oTiyCcKaHe

Ynen 50
Hauun na omnyckane na nexapcmeenume npooykmu

IIpu u3maBaHeTo Ha paspelleHHE 3a THProBUs M Bb3 OCHOBA Ha KPUTEPUUTE,
IIOCOYEHH B wWieH 51, KOMIIETEHTHUTE OpraHU ONPENENAT JIEKAapCTBEHHs IPOAYKT
CIOpe]l HAYMHA Ha OTIIyCKaHE, KaKTO CIIE/Ba:

a)  JIEKapCTBEH MPOJYKT, OTITYCKAH IO JIEKAPCKO MPEIMTUCAHUE, UITH
0)  JIeKapCTBEH MPOJYKT, OTIIYCKaH 03 JIEKapCKO MpeIucaHue.

KomnereHTHHTE OpraHM MoraTr Ja OIpEleNAT IOJKATErOPUM Ha JIEKAPCTBEHUTE
IIPOYKTH, KOWTO C€ OTIIYCKAaT IO JIEKapCKO IpeanucaHve. B TakbB ciydaid Te
OIIPEIENAT CICIHUTE HAYUHU Ha OTIIYCKAHE:

a)  JIEKapCTBEHM MPOAYKTH, OTIIYCKAaHHM [0 JIEKapCKO MpeANnucaHue, 3a
MHOT'OKpPAaTHO MJIM 332 €AHOKPATHO OTITYCKAHE;

0)  JIeKapCTBEHU MPOJYKTH, OTITYCKAHH MO CICIHAIIHO JICKAPCKO MPEIUCAHNE;

B)  JIGKapCTBEHU IMPOJIYKTH, OTIYCKAHU TI0 ,,0rPAHUYCHO" JIEKAPCKO TPEANUCAHHIE
c men ga OpAar ynorpeOsiBaHM €IMHCTBEHO B OIMPEICICHH CIICIUATH3UPAHU
o0Jactu.

Ynen 51
Jlexapcmeenu npodykmu, omnycKkauu no 1eKapcko npeonucanue
Jlexapcko mpeanucanue ce U3UCKBa 3a JICKapCTBEHU MPOAYKTH, KOUTO:

a) JOopW TMpHU MpaBWJIHA YHoTpeda MMa BEpPOATHOCT JAa JAOBeJaT A0 MpsKa WIH
HETpsiKa OMaCHOCT, aKO c€ ynoTpeOsBar 0e3 Jiekapcko HaOI0IeHUE;

6) 4Y€CTO U B MHOT'O rojisiMa CTCIICH CC YHOTpC6$IBaT HCIIPABUJIHO, B PE3YJITAT HA
KOCTO MMa BCPOATHOCT Ja NPCACTABIIABAT IPAKa WM HCIIPSIKa OIMMACHOCT 3a
YOBCIIKOTO 3ApPaBE;

B) CbAbpKAT BCIICCTBA WM IpClaparvu, 4YUATO AKTHBHOCT WM HCKCIIaHU
JICKAPCTBCHU PCAKIINU U3UCKBAT no—3am>n6oquo IIpOYYBAHE;

r)  OOMKHOBEHO Ce MPEANUCBAT OT JIEKap, 3a 1a ObAaT MpuilaraHu MapeHTepaIHo;
)  TpeACTaBIsBAaT aHTUMHKPOOHO CPENICTBO; HIIN

€)  CBhIBp)KAaT AaKTHBHO BEIIECTBO, KOETO € YCTOHYMBO, OHMOAKyMyIupamio |
TOKCHYHO, WJIM MHOT'O YCTOWYMBO U MHOT'O OMOaKyMYJIUpAIIO, HJIU YCTOWYHBO,
NPEHOCHMO M TOKCHUYHO, WJIM MHOTO YCTOWYHMBO W CHIJIHO TPEHOCHMO, W 32
KOETO CE€ M3MCKBA JIEKapCKO MpEeANUCaHHe ¢ IeNl Ja ce CBele A0 MUHHUMYM
PHCKBT 32 OKOJIHATA Cpea, OCBEH aKko ynorpedaTa Ha JEKapCTBEHHS MPOTYKT
1 0e30MacHOCTTa Ha MalMeHTa He U3UCKBAT JPYTo.

ll”bp)KaBI/ITe YICHKW MOrat Ja onmpeaciadaT JOIMBIHUTCIIHU YCIOBUSA 3a IPEAIIMCBAHETO
Ha aHTI/IMI/IKp06HI/I cpeacrtBa, Ha OrpaHu4YaBaT BaJIMAHOCTTA HaA JICKAPCKUTEC
npeanrucadud W MPECANMCAHUTE KOJIHYECTBA O HCO6XO)II/IMOTO 3a CBOTBETHOTO
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JICYCHUEC WM TCEpalud WKW Ja HM3HUCKBAT CHCHHATIHO JICKAPCKO IMPCANNCAHHUC HIIN
OrpaHUYCHO MPCANUCAHUC 3a OIIPCACIICHU aHTI/IMI/IKpO6HI/I JICKApCTBCHU MMPOAYKTH.

3. Korato ompenensar moakareropusra JIEKapcTBEHU MPOJYKTH, KOUTO CE€ OTITYCKAT IO
CIEIMAITHO JICKAPCKO MPEIIUCaHue, IbPKaBUTE WICHKH B3eMaT MPEIBUJ CICIHUTE
dakTopu:

a)  JIGKapCTBEHUST MPOAYKT ChIbpKa B HEOCBOOOJEHO KOJIMYECTBO BELIECTBO,
KJIacCU(UIIUPAHO KATO YIMOMBAILIO WUJIM MCUXOTPOITHO BEUIECTBO MO CMHUCHIA Ha
MEXIYHAPOJAHUTE KOHBEHIIUU;

0) u©Ma BepOSATHOCT MPH HEMpPaBHIIHA YIOTpeda JEKapCTBEHUST MPOIYKT Ja KpHe
3HAYUTEJICH PHUCK OT 3J70ynoTpeda, 1a J0Bee 10 MPUCTPACcTsABaHE WU Ja Obae
HENPABWIHO YHIOTpeOsBaH 3a HE3aKOHHHU LIEJIH; WU

B)  JICKAPCTBEHHSAT NPOAYKT CHIbpPIKA BEIIECTBO, KOETO IMOPATU CBOSTA HOBOCT
WIN TIOpaJid CBOICTBaTa CH MOXE, KaTo IMpena3Ha MspKa, Ja ce CYMTa 3a
MIPUHAJISKAIIO KbM TpyraTa BEIIeCTBa, MIOCOYCHHU B OYKBa a).

4. Koraro OIIPECACIIAT NOAKATETOpUATA JICKAPCTBCHU NNPOAYKTH, KOUTO CC OTITYCKAT IIO
OrpaHU4YCHO NPCANUCAHUC, TbPKABUTC WICHKHU B3€MAaT NPCABUI CICIHUTE Q)aKTOpI/II

a)  JICKapCTBEHMST MPOIYKT IMOpaaud CBOUTE (hapMalleBTHUHU XapaKTEPUCTUKH
WA HOBOCT, WJIM B MHTEpPEC Ha OOIIECTBEHOTO 3/paBe, € 3ama3eH 3a JICUeHHe,
KOETO MOJKeE Jla ce Impuiiara caMo B OOJIHUYHA cpeia;

0)  JeKapCTBEHHAT MPOAYKT CE yIOTpeOsBa 3a JICYCHUETO Ha 3a00sIBAaHUS, KOUTO
TpsAOBa Jna OBJAT IUArHOCTHIMPAHM B OOJHWUYHA Cpela WIM B JIeueOHU
3aBEJICHUS CBhC CHOTBETHUTE JTUATHOCTHYHU BBH3MOXKHOCTH, BBIPEKHA 4e
MPOBEXKIAHETO HA JICYCHHETO M IPOCIEIIBAHETO MOXE Jla CE HM3BBHPIIBAT
HABCSAKB/JIE IPYTaJIc;

B) JICKApCTBCHUAT IMPOAYKT € IIPCAHA3HAYCH 3a aM6ynaTopHo JJICYCHHUEC, HO
HEroBara y1'IOTp66a MOXKC Ja OOBCAC 0 CCPUO3HH HCKCEIIAHH JICKAPCTBCHU
pCaKkuunu, nmopaan KOETo CC HaJlara TOM Oa 6’]3,[[6 MNpeANrCBaH OT CICHHUAINCT U
JJCYCHHUCTO Ja NOAJIC)KH Ha CIICHHUAaJIHO Ha6J'IIOI[€HI/I€.

5. [Tpunaranero Ha maparpadu 1,3 n4 mMoxe na ObJe OTMEHEHO OT KOMIIETEHTEH
OpraH, KOWTO B3eMa IPEeABH]L CIIEAHOTO:

a)  MakcHMaiHaTa eIMHUYHA /1033, MaKCUMaHaTa JTHEBHA /1032, KOHIIEHTPAIIUsATA,
JekapcTBeHara (popMa, orpeiesieH! BUI0BE OMaKOBKa; WIIN

06) apyru oOCTOATENCTBA, CBP3aHM ¢ ynoTpedaTa, KOMTO TOH € onpenenn.

6. AKO KOMIIETEHTHUSAT OpraH He pa3/ess JeKapCTBEeHUTE NMPOJYKTH Ha MOJKATerOpuH,
KaKTo € rmocoueHo B uieH 50, maparpad 2, Toil Bce mak B3eMa MpeiBui KpUTEPHHTE,
ycTaHOBEHU B maparpadu 3 u 4, Korato pemniaBa Aaju JajieH JEKapCTBEH MPOAYKT Ja
ce KJlacu(pHIMpa KaTo JEeKapCTBEH MPOAYKT, OTIIYCKaH I10 JIEKapCKO MpeANrCaHHe.

Ynen 52
Jlexapcmeenu npodykmu, omnyckanu 6e3 1exapcko npeonucanue

JlexapcTBeHUTE NPOJYKTH, OTIIyCKaHH Oe€3 JIeKapCcKO MpelanucaHue, ca Te3d, KOUTO He
OTroBapAT Ha KPUTEPUUTE, ONPEEIICHH B ujieH S1.
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Ynen 53
Cnucvk Ha n1ekapcmeenume nPoOYKmu, OMnYCKAHU No 1eKapCcKo npeonucanue

Komnerentuure OpraHrl H3roTBAT CIHHUCBK Ha JICKAPCTBCHUTC IIPOAYKTH, OTIIYCKAHH IIO
JICKAPCKO NpCAINMMCAHUC HA TAXHATA TCPUTOPUA, KaTO ONPCACIIAT, aKO € HGO6XOI[I/IMO, TAXHaTra
KaTeropu:Aa 110 Ha4YMH Ha OTITYCKaHC. Te 0OHOBSBAT TO3U CIIUCHK CXKET'OHO.

Ynen 54
IIpomenu 6 Hauuna na omnyckane

KoraTto Ha BHUMaHMETO HAa KOMIIETEHTHUTE OpPTaHU ObJAaT MPEICTaBeHW HOBH JAHHH, TE TH
pasriaexaaT M ChbOTBETHO BHACAT IPOMEHM B HauMHA Ha OTIYCKaHE Ha JIEKapCTBEHUTE
IPOJYKTH, KaTo MpuiaraT KpUTepuuTe, n30poeHu B ujeH S1.

Ynen 55
3awuma na oanHume npu NPOMeHU 8 HAYUHA HA OMNYCKAHE

Koraro BB3 OcHOBa Ha Ba)XHM HEKJIMHWYHH TECTOBE WM KIMHUYHHU HU3CJICIBaHHUA CC
paspciiaBa MnmpomMsaHa B HaA4YWHA Ha OTIIYCKAaHC Ha JICKAPCTBCH NPOAYKT, B PAMKHUTC Ha €IHA
IorHa OT pa3pClIaBaHCTO Ha II'bpBOHAYAJIHATA ITPOMAHA KOMIICTCHTHUAT OpraH HiAMaA Jia CC
[mo30BaBa Ha PE3YJTATUTC OT TCE3W TCCTOBC WM HU3CICABAHUA IIPU PASITICKIAHCTO Ha
3a8BJICHUC, IMOAAACHO OT APYI 3adBUTCI HWJIM MNPUTCIKATCI Ha Ppa3pClICHUC 3a TbhbpProBUsd, 3a
IMpoMsHAa B HAUYWMHA Ha OTITYCKAHEC Ha CbIIOTO BCIICCTBO.

I'nmaBa V
3aab/KEeHNsA 1 OTTOBOPHOCT HA MPUTEKATEISI HA pa3peleHueTo
3a TBPrOBUS

Ynen 56
Obuwu 3a0va2ceHus:

1. [IpuTexarenaT Ha pa3pelIeHUETO 3a THPrOBUS OTTOBaps 3a NPEJIOCTaBSHETO Ha
masapa Ha JIEKapCTBEHHs IPOAYKT, OOXBaHAT OT H3IAICHOTO pa3pelieHHe 3a
ThproBus. ONpeAenssHeTO Ha MPEACTaBUTEN Ha MPHUTEXKATENs Ha Pa3pelIeHUueTo 3a
THProBHs HE 0CBOOOK/1aBa MPUTEKATEIS] OT HEroBaTa IOPHIMYECKa OTTOBOPHOCT.

2. [TputexkaTenar Ha pa3pelIeHUETO 3a THPrOBUS C JIEKAPCTBEH INPOIYKT, ITyCHAT Ha
nazapa B Jbp)KaBa WIEHKA, YBEJOMsIBA KOMIIETEHTHHMS OpraH Ha CBhOTBETHATa
J'bp)KaBa YJeHKa 3a JaraTa Ha JEHCTBUTEIHOTO MyCKaHE HA JIEKAPCTBEHUS MPOAYKT
Ha Ia3apa B Ta3W JbpXKaBa WICHKA, KaTo B3eMa IPEJBUJ PAa3IMYHUTE Pa3pelICHU
dbopmH Ha MpecTaBsHE.

3. [TputexxaTenar Ha pa3pelIeHUeTO 3a THProOBUS C JIEKAPCTBEH NMPOJYKT, IyCHAT Ha
naszapa B JIbpXaBa 4IEHKA, OCHUIypsiBA B pPaMKHMTE€ Ha CBOATa OTTOBOPHOCT
MOJIXOSAIIN M HEMPEKbCHATU JOCTABKHU Ha TO3M JIEKAPCTBEH MPOJYKT 33 ThPrOBIUTE
Ha €Jpo, allTeKUTE U JULIaTa, IPUTEkKABAIIKM Pa3pelIEHUE 1a JOCTABIT JEKAPCTBEHU
MPOJYKTH, TaKa 4Ye ce 3aJ0BOJISIBAT NOTPEOHOCTUTE Ha MAIMEHTUTE BbB BBIIPOCHATA
J'bp)KaBa YJIeHKa.

Pasnopen6ute 3a M3MBIHEHHWE HAa IbpBAa alliHEs clieiBA OCBEH TOBa Ja ObAar
000CHOBaHH OT CHOOpaKEHHsI 3a 3alUTa Ha OOIIEeCTBEHOTO 37ApaBe M Ja ca
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MPOMOPLMOHAIIHU CHPSIMO LIETa Ha Ta3W 3allUTa, B ChOTBETCTBHE C pas3loperouTe
Ha JloroBopa, Haii-Beue MO OTHOIICHHWE Ha CBOOOJHOTO IBWKCHHE HAa CTOKH H
KOHKYpPEHLHUSATA.

Ha Bcuykm ertamm oOT MMPOU3BOACTBOTO H TbHProBusTa MNPUTCKATCIIAT Ha
pa3pelIeHuEeTO 3a THPTOBHsI rapaHTHPa, Y€ U3XOIHUTEC MAaTepUAIM M ChCTaBKHTE Ha
JICKAPCTBEHHUTE MPOJYKTH, KAKTO U CAMHUTE JIEKAPCTBECHU NPOAYKTH OTTOBApsT Ha
W3MCKBaHUATA HA HACTOSINATA JUPEKTHBA M KOraTo € YMECTHO, Ha [mpepaboTeHus
Permament (EO) Ne 726/2004] m Ha npyrum aktoBe OT mpaBoTo Ha Chro3a, H
NPOBEPsIBA JaJIM TE€3U U3UCKBAHUS Ca U3ITBIHCHH.

[Tpu tsmocTHa KOMOWHAIUS OT JIEKAPCTBEH MPOIYKT U MEIUIIMHCKO H3CIUE U TIPH
KOMOWHAIIMM OT JICKAPCTBEH MPOAYKT M TPOAYKT, Pa3IHYeH OT MEIMIIMHCKO
U3JIeNHe, MPUTESIKATEISIT HA PA3PEUICHUETO 32 ThPrOBUS HOCH OTTOBOPHOCT 3a IENHS
NOPOAYKT, IO C€ OTHAcS JO CHOTBETCTBUETO Ha JIEKAPCTBEHUS NPOAYKT C
W3MCKBaHUATA  HA  HACTOSIIaTa  JUPEKTHBA W Ha  [mpepaboTeHus
Pernament (EO) Ne 726/2004].

[TputexkaTenar Ha pa3pelIeHUETO 3a ThProBUs € YCTaHOBEH B Chlo3a.

Koraro npurexarensT Ha pa3pelieHUeTo 3a THPrOBHs CUNTA MJIM MMa OCHOBaHHE Ja
CYHMTa, Y€ JIEKAPCTBEHUAT MPOYKT, KOMTO Mpesara Ha 1mas3apa, He € B CbOTBETCTBHE C
pa3pelIeHNeTO 3a THPrOBHS WMJIM C HACTOsIIaTa AMPEKTHBA U C [MpepadoTeHus
Pernament (EO) Ne 726/2004], Toit He3abaBHO mpeamnpueMa HEOOXOIUMHUTE
KOPEKTHBHU JICHCTBUS, 32 J]a IPUBEJIEC JIEKAPCTBEHUS IPOJYKT B ChOTBETCTBUE, 1 T'O
U3TETNIN WM Jla TO M33eMe, cropen ciaydasd. lIpurexarenar Ha paspelmeHHeTo 3a
THPTrOBH HE3a0AaBHO YBEIOMSBA 32 TOBA KOMIIETEHTHUTE OPTaHU M CHOTBETHHTE
TBPrOBLH.

HpI/I IOUCKBAHE TMPUTCKATCIAT HaA PA3PCIICHUCTO 3a TbHProBUSA NPECIAOCTABA Ha
KOMIICTCHTHH OPraHu Oe3miIaTHU MOCTPHU B AOCTAaTBhbYHU KOJIMYECTBA, 3a Jd MOXKEC J1a
CC U3BBPIIN KOHTPOJ HaA JICKAPCTBCHUTEC NPOAYKTH, KOUTO € IIYCHAJ Ha I1a3apa.

IIpn moWCKBaHE NPUTEKATENAT HA PA3PEIICHHETO 3a THPrOBHUS IPENOCTaBs HA
KOMIIETEHTHUTE OpraHM BCHYKM JaHHM, CBBP3aHM C o0ema Ha NpojaxOuTe Ha
JIEKAPCTBEHMS IPOJYKT, KAKTO M BCHUYKHM JaHHHU, C KOWTO paslojara, CBbp3aHu C
MPEANMCAHUTE KOJIMYECTBA.

Ynen 57
Omeosoprocm 3a doknaosane Ha nyoaudHama huHancoea NoOKpena

[TpurexxaTenaT Ha pa3pelIeHHeTO 3a ThProBUs JEKJIapHupa Ipe] oOLecTBEHOCTTa
BCSIKA TpsiKa (PMHAHCOBA IMOJKpENa, MOoJydyeHa OT MyOJHuYeH OpraH WM OT OpraH,
¢buHaHCUpaH C MYyOJUYHM CpPENCTBA, BBHB Bpb3KAa C HAYUYHOM3CIIEIOBATEJICKUTE
JNEMHOCTH U pa3pabdOTBAHETO Ha JIEKAPCTBEHHS MPOJYKT, 0OXBaHAT OT HALMOHAIHO
WIM LEHTPAJM3UPAHO pa3pellieHHe 3a ThpProBUs, HE3aBUCHMO OT MpaBHUS CYOEKT,
MOJIy4nJ1 MOAKpENnara.

B cpok or 30 nHu cnex M3aBaHETO HA PA3PEIICHHETO 3a ThPrOBUS HETOBUSAT
IIPUTEKATEIL:

a) M3TOTBS €JIEKTPOHEH JIOKJIAJl, B KOMTO C€ MOCOYBAT:

1)  pa3MepbT Ha TmoOJy4YeHaTa ¢UHAHCOBA TMOJKpena M Jarara Ha
MOJTy4aBaHETO W,
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11)  TyOIWYHHUAT OpraH WJIW OpPraHbT, (PMHAHCHUpAH C MYyOJUYHU CPEICTBA,
KOWTO € mpeocTaBmil (PMHAHCOBATa MOJIKpeEna, MOCOYeHa B MOATOYKA 1),

1il) TpaBHUAT CyOEKT, KOWTO € TMOJy4YyWs1 IMOJKpernara, I0COYeHa B
MOATOYKA 1);

6) rapaHTupa, 4€ CJICKTPOHHHUAT OOKJIaa € TOYCH U € OAWTHpaH OT HE3aBHCUM
BBHIICH OJUTOP,

B)  ONOBECTSBA €JICKTPOHHUS JOKJIAJ] MyOJIMYHO Upe3 creluaiia yeoCcTpaHuIa;

r) u3Mpamia eJIeKTPOHHATa XUIEPBPBh3Ka KBbM Ta3W yeOCTpaHWIAa Ha
KOMITETCHTHHS OpraH Ha JbprKaBaTa 4ieHKa WIH, KOraTo € IeJIechoOpa3Ho, Ha
Arennusra.

3a JCKAPCTBCHUTE IMPOAYKTH, pa3p€li€HU CbIJIaCHO HaCToAllaTa AJUPCKTHBA,
KOMIICTCHTHUAT OPraH Ha AbpiKaBaTa YJICHKA U3IIpalla CBOCBPEMCHHO CJIICKTPOHHATA
XHUIICPBPB3Ka HA AFGHHI/IHTa.

[TputexkaTenar Ha pa3pelIeHUETO 3a ThPrOBUS TEKYILO aKTyaJlu3upa €JIEKTPOHHATa
XUIEPBPB3KA U aKO € HEOOXOJMMO, aKTyalIu3upa J0KJa1a €KEeroIHo.

I[BpX(aBHTe WICHKHW MpcanpueMar IMnoaxondmu MCEpKH, 3a [Jda TapaHTHpar, 4c
NPUTEKATEIIAT Ha Pa3pelICHUETO 3a ThPrOBUS, YCTAHOBEH B TIXHATAa JbpiKaBa,
criasBa pasnopenoute Ha naparpadu 1, 2 u 4.

Komucusita MOXe J1a ipuemMa akTOBE 3a U3IIbIIHEHHE, 32 Ja ONPEICIH NPUHIIUITUTE U
dopmarta Ha mHPOpPMAIHIATA, KOSITO TPSAOBA Ja ce JOKJIAABa CHINIACHO maparpad 2.
Te3n akTOBe 3a W3IBIHCHHE C€ TPUEMAT B CHOTBETCTBHE C IpOIEAypara IO
pasrmiiexaane, mocodeHa B wieH 214, maparpad 2.

Ynen 58

Hpoazedwwocm Ha eewecmeama, U3noja36AaHU 6 npous’eodcmeomo Ha 1ekapcmeeru npodykmu

1.
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Koraro ¢ HeO6XOJII/IMO, MPUTECIKATCIIAIT Ha Pa3pCHICHUCTO 3a ThbProBUA OCUTYPsIBA
MNpocCiICANMOCTTa Ha JaACHO AKTUBHO BCHICCTBO, U3XOJACH MaTCpHajl, IMOMOIIHO
BCIIECCTBO MJIM HA BCAKO APYro BCIICCTBO, KOCTO € NMPCAHA3HAYUCHO [Ja HNPUCHCTBA
HJIM C€ OYaKBa Ja NpUCHCTBA B AAaJICH JICKAPCTBCH IMPOAYKT, HA BCHYKHU €TAll OT
MMPOU3BOACTBOTO U PA3NPOCTPAHCHUCTO.

[TputexxaTenar Ha pa3pelICHUETO 3a THProBUS pasloyiara ¢ BBb3MOXKHOCTH Ja
YCTAaHOBU BCSAKO (PU3UYECKO WM IOPUAMYECKO JIMIE, OT KOETO MY € JIOCTaBEHO
AaKTUBHO BEILECTBO, M3XOJIEH MaTepual, MOMOIIHO BELIECTBO WM BCAKO APYTo
BELIECTBO, KOETO € MPEJHA3HAYEHO Ja NPUCHCTBA WM CE OYaKBa Jia NPUCHCTBA B
JIa/IeH JIeKapCTBEH MPOIYKT.

[IpuTexarenar Ha pa3pelIeHUETO 3a ThPrOBHUS U HETOBUTE JOCTABUMIIA HA aKTUBHO
BEII[ECTBO, M3XOJIEH MaTepHall, IIOMOIIHO BEIIECTBO HJIM BCAKO IPYrO BEIIECTBO,
M3M0J3BaHO B IPOU3BOJACTBOTO Ha JIEKAPCTBEH MPOJYKT, pa3nojiaraT ChC CUCTEMH U
MPOIIeIyPH, KOUTO JIaBaT BH3MOKHOCT MH(pOpMaIMITa, ITOCOYeHa B maparpad 2, na
Ce IpeIoCTaBs MpPY MOMCKBAHE HA KOMIIETEHTHUTE OpraHHu.

[IpuTexaTenar Ha pa3peleHueTo 3a ThPTOBUSI U HETOBUTE JOCTABYMIIM pa3rojiaraT
ChbC CHCTEMH U TPOLEAYPH 3a YCTAHOBSIBAaHE HA JPYruUTe (UINYECKU WIH
IOpUIMYECKH JIMIIA, HA KOUTO Ca JIOCTaBEHUW MPOIYKTUTE, MOCOYECHH B maparpad 2.
[Tpu mouckBane Ta3zu HHPOPMAIIUS CE MPEIOCTaBsI HA KOMIIETEHTHUTE OpPraHu.
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Ynen 59
Ilyckane na nazapa Ha npoOyKmu ¢ neOUAMpUYHU ROKA3AHUS

Koraro JCKApCTBECHUTE IIPOAYKTH Ca paspCli€CHU C IMICAUATPUYHO IIOKa3aHUEC CIEA
3aBbpIIBAHC Ha 0):[06peH IUIaH 3a NCAUATPUYIHO HU3CICABAHC U TC3U JICKAPCTBCHU IMPOAYKTH
BC€YC Ca IMyCHATH Ha Iasapa C APYTIu TCpallCBTHYHHU IIOKa3aHHsSA, B CPOK OT ABEC I'OAMHU OT
Jarara, Ha KOATO € pa3pClICHO NEANATPUIHOTO IMMOKAa3aHUC, NPUTCKATCIIAT HAa Pa3pClICHUCTO
3a ThPIroBHUsA IIyCKa JICKAPCTBCHUA IIPOAYKT Ha I1a3dapa Ha BCUYKH AbpKaBHU YICHKH, B KOUTO
TOM BeUe € IMIyCHAT Ha I1a3apa, KaTo B3€Ma MpCABUI IICIUATPUIHOTO MY ITIOKa3aHHUC.

Te3u kpailHu CpOKOBE ce IOCOYBAT B PErHCTbp, KOWTO Ce KOOPAMHHUpPA OT ATreHUUSATa U €
yOJIMYHO JTOCTBIIEH.

Ynen 60
Ilpeycmanossasane Ha nyckanemo Ha nazapa Ha NeOUAMPUYHU JIeKAPCMEEeHU NPOOYKMU

AKO JIaJicH JICKapCTBEH MPOJYKT € Pa3pelICH 3a MeAUaTPUYHO MOKa3aHUEe U TIPUTESIKATEIAT Ha
pa3pemIeHneTo 3a ThPTOBHUS CE€ € BH3IOJI3BAI OT MPEAUMCTBA U CTUMYJIU CHITIACHO WieH 86 oT
HaCTOsIIATa JTMPEKTHBA WIH CBIJIACHO uiieH 93 oT [mpepaboTeHus
Permament (EO) Ne 726/2004], unnuTo CpOKOBE HA 3aIlUTa Ca M3TCKJIM, U aKO TIPHUTEKATCIISAT
Ha Pa3pelICHUETO 3a THProBHs Bbh3HAMEPsBa Ja NMPEYyCTAaHOBU IyCKAHETO Ha JICKAPCTBEHUS
NPOAYKT Ha Ta3apa, TOH MPEXBBPJISI Ha TpeTa CTPaHAa Pa3pelICHHETO 3a THPTrOBUS WU
paspelaBa Ha TpeTa CTpaHa, KOATO € 3asBWJIa HAMEPEHHETO CH Jia MPOIBIDKU Jia Tpejyiara
BBIIPOCHUS JICKAPCTBEH MPOAYKT Ha Ta3apa, Ja M3IMoji3Ba GapMaleBTUIHATA, HEKJIMHIUYHATA
U KIMHUYHATA JIOKyMEHTAIMs, ChAbpPIKAIlla CE€ B JOCHETO Ha JICKAPCTBCHHS TMPOIYKT BbH3
OCHOBa Ha wieH 14.

[TputexkaTenar Ha pa3pelIeHHETO 3a THProBUS YBEJOMsIBA KOMIIETEHTHUTE OpraHd 3a
HaMEpPEHHUETO CH Jla MPEyCTaHOBM ITyCKAHETO Ha JIEKAapCTBEHMs NPOAYKT Ha Ia3apa IOHE
JIBAaHAJIECET Mecela Mpeau MpeycTaHOBsIBaHETO. KOMIIETEHTHUTE OpraHM ONOBECTSABAT TOBA
yOJIMYHO.

Ynen 61
Omeosoprnocm Ha npumedxcamens Ha PaA3pPeULeHUemo 3a MvpPeosust

PEBpCH_ICHI/ICTO 3a ThpProBusa HC 3acidra rpaxJaHCKaTa W HAKa3aTCJIHATa OTTOBOPHOCT Ha
HETOBUS IIPUTCIKATECIIL.

I'naBa VI
Nupopmanus 3a NpoayKTa U €TUKET

Ynen 62
Kpamxka xapakxmepucmuka na npooykma

l. KpaTkarta xapakTepucTHka Ha TMpOAYKTa ChAbpKA JaHHWUTE, HU30pPOEHU B
IIpUJIOXKeHue V.

2. 3a paspelieHus 3a ThproBus chriiacHo wieHoBe 9 u 11 u 3a mocneaBamy NpoMeHU B
TaKMBa pa3pelieHUs 3a THPrOBUsA, AKO €JHO WJIM IOBEYE OT TEPANECBTUYHUTE
IMMOKa3aHus, HO3UPOBKUTE, JICKAPCTBCHUTC (1)OpMI/I, HAUMHUTE HA MNPUITOKCHUEC HIIU
MBTHINATA HA BhBEXKIAaHE, WK BCSIKA Jpyra yrnorpeda Ha JIeKapCTBEHUS MIPOAYKT BCE
ome ca oOXBaHATH OT MATEHTHO MPaBO WM OT CEpTU(PHUKAT 3a JOMBIHUTEITHA
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3aKpuja KbM MOMEHTa Ha IMyCcKaHe Ha Ia3apa Ha TeHEPUYHMS WM OHOIMOJ0OHUS
JIEKapCTBEH MPOAYKT, 3asBUTEIAT HA pa3pelieHHe 3a TeHepHUYeH WM OMomoo0eH
JIEKapCTBEH MPOJIYKT MOXKE Ja IMOMCKa Ta3u MH(pOpMalusg Ja He ce BKIIYBA B
HErOBOTO Pa3pellEeHUE 3a ThPrOBUS.

B kpaTkara XapakTepuCTMKa Ha BCHYKH JIEKAPCTBEHH IMPOJIYKTH CE€ BKIIIOYBA
CTaHAAapTCH TCKCT, C KOHUTO MCIUIIMHCKUTC CIICHUATIUCTU U3PUYHO CC IMPUKAHBAT 1a
JOKJIa[BaT BCSAKa MOJO3UpPaHa HEXellaHa JIeKapCTBEHA peakius B ChOTBETCTBHE C
HAI[MOHAJHATa CUCTEMa 3a JIOKJa/iBaHe, mocoueHa B wieH 106, maparpad 1. JlaBa ce
BB3MOKHOCT 3a pazMYHU HAYMHU Ha JOKJIAJBaHE, BKJIIOUYUTEIHO IO E€JIEKTPOHEH
BT, B ChOTBETCTBUE ¢ WieH 106, maparpad 1, Bropa anuHes.

Ynen 63
Obwu npunyuny OMHOCHO JTUCMOBKAMA
JluctoBkara e 3aJbJKUTENHA 32 JIGKAPCTBEHUTE MPOTYKTH.

JluctoBkaTta ce chcTaBs W odopms Taka, ye Jla € scHa M pa3dupacMa W Ja JaBa
BBH3MOKHOCT Ha MOTPEOUTENUTE Ja MPEAIpUueMar MOAXOISIIH JACUCTBUS, KOTaTo €
HCO6XOI[I/IMO C moMouITa Ha MECIUITUHCKHU CIICHUAJINCTHU.

JIbp)kaBUTe WIEHKM MOraT Ja pelar JIMCTOBKara Ja ObJe Ha pPa3MoIoKEHUE Ha
XapTHEH HOCHTEN WM B €JIeKTpOHEeH ¢opmar, win u asere. [Ipu numca Ha TakuBa
cneur(UYHM IpaBuiIa B JaJieHA Jbp’KaBa WIEHKAa B ONAKOBKAaTa Ha JIEKapPCTBEHUS
IPOAYKT CE MOCTaBs JIMCTOBKA HA JIEKAPCTBEHMSI IPOAYKT HAa XapTUEH HOCUTEN. AKO
JMCTOBKaTa € Ha pa3loJOXKEHHE caMO B eJeKTpOHeH Qopmar, cieaBa jna Obae
rapaHTUPaHO MPABOTO Ha MALMEHTA Jla TOJy4Yd IpU NOUCKBaHE OE€3IJIaTHO MEYaTHO
KOIME Ha JIMCTOBKATA U JIa ce OCUI'ypu MH(opMarusaTa B 1udpoB ¢popmar Ja € JeCHO
JOCTBITHA 32 BCUUKH MALUEHTH.

Upes neporammst ot mnaparpapu 1 M2 5HMCTOBKA HE c€ M3UCKBA, KOraTo
uH(poOpMaluaTa, M3UCKBaHa CbHIVIACHO wWiIeHOBE 64 u 73, ce mpeaocTaBs HANpaBo
BBbpPXY BbHIIIHATA ONIAKOBKA WJIM BbPXY IbPBUYHATA ONAKOBKA.

Ha Kommcusra ce nmpenocraBsi mpaBOMOIIMETO Ja MpHEMa JeJerHpaHd aKkTOBE B
CHOTBETCTBUE C wieH 215, 3a na usmeHu maparpad 3, KaTo BbBeIE 3aJbDKUTETHA
eJIEKTpPOHHA Bepcus Ha JINCTOBKaTa. B enerupanus akT ce yCTaHOBSBA U MIPaBOTO HA
ManueHTa Ja MOJy4Yd MpU MOMCKBaHE Oe3MIaTHO MEeYaTHO KOIKWe Ha JTUCTOBKAaTa.
Henerupanero Ha mpaBomotnus ce npuiara ot [CII, moins, BbBeeTe gaTata = MeT
TFOJIMHM, CUMTAHO OT 18 Mecema ciej jgaTaTa Ha BIM3aHE B CWJla Ha HAcTosaTa
JTUPEKTHUBA).

Komucusita mpuemMa akToBe 3a M3IIBIHEHHE B CBOTBETCTBHUE C Ipolieaypara IIo
pasriexjaaHe, mocoueHa B uieH 214, maparpad 2, 3a ycTaHOBsiBaHE Ha 00U
CTaH/JapTH 3a €JEKTPOHHATa BEPCHUsS HA JIMCTOBKATa, KpaTkaTa XapaKTEpUCTHKA Ha
MMpOAYKTa U €TUKETA, KATO B3€MaA NNPEABU HATUIHUTE TEXHOJIOTHH.

Koraro mmcroBkara ce npeaocrtaBd B CICKTPOHCH (I)OpMaT, CC TapaHTupa
HHIWBHUIYAJIHOTO IIPpaBO Ha HCIIPHUKOCHOBCHOCT HA JIMYHUSA KUBOT. TeXHOHOFI/IﬂTa,
qpe3 KOATO CC OCUTYpsABaA ONOCTHII A0 I/IH(I)OpMaI_II/IHTa, HC JOITyCKa YCTAaHOBSABAHC Ha
CaMOJIMYHOCTTAa WUJIM IPOCICAABAHE HA JIMIIaTa U HE CC U3II0JI3Ba 3a THPIrOBCKU LCJIA.

Ynen 64

Cvovporcanue Ha Tucmoskama
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JlucroBKaTa ce M3roTBsA B ChOTBETCTBHE C KpaTKaTa XapaKTEpUCTHKA HA MPOAYKTa,
nocoueHa B wieH 62, maparpad 1, v BKII04Ba JaHHUTE, N30pOeHU B IpuiiokeHue VI

3a BCHYKM JIEKAPCTBEHH MPOAYKTH C€ BKIIOYBA CTaHAAPTEH TEKCT, C KOWTO
NAlMEeHTUTEe W3PUYHO C€ MPUKAHBAT Ja JOKJIAJBAT BCsAKa MOJ03UpaHa HEXeIaHa
JIeKapCTBEHA peaklds Ha CBOs Jiekap, (papManeBT, MEAUIMHCKH CHEIUATUCT WU
MPSIKO B HAIIMOHAIHATA CHCTEMa 3a JIOKJIa/IBaHe, mocoueHa B wieH 106, maparpad 1,
KaTo C€ YTOYHSBAT Pa3JIMYHUTE HAIWYHU HAYMHU Ha JIOKJIa/BaHe (EJIEKTPOHHO
JOKJIaJIBaHe, MOIICHCKH aIpec WU IPYro) B choTBeTCcTBUE ¢ wieH 106, maparpad 1,
BTOpa aJIMHEA.

JIucroBkara OoTpassiBa pE3YyJITATUTC OT KOHCYJITAUUUTC C LCJICBU I'PYIIHU MAIUCHTH, 34
Ja C€ rapaHTupa, 4€ € 4€TjInBa, ICHA U JICCHA 3a I10JI3BaHC.

Ynen 65
CvOvpoicanue Ha OaHHUmMe 8bPXY emuKema

Bwpxy BBHIIHATA OMAKOBKA Ha JIEKAPCTBEHUTE MPOIYKTH WM, KOTATO HsAMa BHHIITHA
OIIaKOBKa, BbPXY IIbpPBUYHATA OIIAKOBKA, C U3KJIIOUEHHE Ha ONIAaKOBKaTa, I0COYEHA B
yiieH 66, maparpadgu 2 u 3, ce mocouBaT NAaHHHUTE BBPXY ETHKETa, M30pOCHU B
npunoxenue IV.

Ha Kommucusara ce npeaocCTaBsa IMpPaBOMOLIMECTO Ja IMpUCMa ACICTUpPaHU AaKTOBC B
CBOTBETCTBHE ¢ WjieH 215 3a CJIICAHOTO:

a) 3a U3MEHEHUE Ha CIUCbKAa C JIaHHUTE BBPXY €THKETa, YCTAaHOBEH B
npuioxenue IV ¢ nen ga ce ordere HaydyHUAT IPOrpec WM Ja CE€ B3eMar
IpeBUJ NOTPEOHOCTUTE HA MALIMEHTA;

6) 3a OTOII'bJIHCHUEC Ha ITPUITIOKCHUC IV, C KOCTO CC€ YCTAaHOBsABA CBKPATCH CIIMCBHK
Ha 3aABJDKUTCIHUTC JaHHU BbBPXY C€TUKCTA, KOWUTO C€ IIOCOYBAT BbBPXY
BBHIIIHATA OIIAKOBKA HA MHOT'OC3UYHHN OIIAKOBKH.

Ynen 66
Emuxemupane na oaucmepu unu Maiku nNbpeUYHU ONAKO8KU

Jannure, onpenenenu B npuioxenue [V, ce mocouBatr BbpXy MbPBUYHU OIAKOBKH,
pa3IMYHM OT OCOUEHUTE B maparpadu 2 u 3.

Bbpxy mbpBUYHUTE OMAKOBKH, KOUTO ca moja gopmarta Ha OJUCTEp U ca MOCTaBEHU
BbB BBHIIIHA OITAKOBKA, KOATO OTTOBAPs HAa N3UCKBAHUATA, YCTAHOBEHH B WICHOBE 65
u 73, ce mocouyBaT Hall-MaJIKO CIICAHHUTE JTaHHU:

a) HAaNMMCHOBAHUCTO HA JICKAPCTBCHUSA ITPOAYKT,

0) HaMMEHOBAHHMETO Ha MpUTEXaTells Ha pa3pelleHUeTO 3a THhProBHs, KOHTO
IycKa IpoJlyKTa Ha a3apa;

B)  Jarara Ha U3THYaHE HAa CPOKA HA TOJTHOCT;
r)  MapTUAHUAT HOMEP.

Bpry MAJIKUTC IIbPBUYHU OINMAKOBBYHH C€AUHHIH, [TPU KOUTO HE € BB3MOXHO Ja CE
MNOMECTAT HOAaHHUTC, OIPCACICHU B YJICHOBC 65 u 73, Cce IIOCOYBaT Hal-MajKo
CJIICAHUTC JaHHU:
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a)  HaMMEHOBAHHMETO Ha JIEKAPCTBEHHS MPOIYKT U aKo € HeoOXOIuMo, MBTAT Ha
BBBEK/IAHE;

0) HAYMHBT HA MPUIIOKEHUE;
B)  JaTara Ha U3TUYAHE Ha CPOKa HA TOJHOCT;
I)  TapTHIHUAT HOMED;

)  ChIBPXKAHHETO KaTo Maca, 00eM WU ¢IUHHUIIH.

Ynen 67
Tokaszamenu 3a bezonactocm

Bbpxy JiekapcTBEeHUTE MPOYKTH, OTITYCKAHU 110 JIGKAPCKO MPEIIHCaHUE, C€ HAHACIT
nokaszarejuTe 3a 0e30MacHOCT, MOCOUYEHH B MpHIIOKeHUe [V, OCBEH aKo MPOIyKTUTE
HE ca BKJIIIOYCHHU B CIIUCHK B CHOTBETCTBHUE C MpOIleypara, moco4eHa B maparpad 2,
BTOpa ajivHes, OykBa 0).

BbpXy jekapcTBEHHTE MPOAYKTH, OTIYCKaHH O€3 JIEKApCKO MpEANUCaHue, He ce
U3UCKBa Ja ObJaT HaHACSHU IOKa3aTelIuTe 3a O€30MacHOCT, MOCOYCHU B
npusioxenue [V, OCBeH ako MPOJIYKTUTE HE Ca BKIIFOUCHH TI0 M3KIIFOUEHHE B CIIUCHK
B ChOTBETCTBUE C MPOIIeIypaTa, ocoueHa B maparpad 2, Bropa anuHes, Oyksa 0).

Komucwusita mpreMa JiejerupaHi akTOBE B ChOTBETCTBHE C WieH 215, 3a J1a JOMbJIHH
npwiokenue [V, karo ycTaHOBH MOAPOOHHM TMpaBHJIa OTHOCHO ITOKA3aTEIHWTE 3a
0€30I1acHOCT.

B ACJICTUPAHUTEC AaKTOBC CC ITOCOYBAT:

a)  XapaKTepUCTUKUTE M TEXHUYECKUTE CHCHU(PHUKAIMA HA  YHUKAIHUS
uaeHTH()UKATOp Ha  [OKa3aTeluTe 3a  Oe30MacHOCT, T[OCOYCHH B
npusoxenue [V, KOWTo JaBa Bb3MOXKHOCT Jia C€ MPOBEPH aBTCHTUYHOCTTA Ha
JICKAPCTBCHUTC MMPOAYKTHU U Jia CC I/II[GHTI/I(l)I/IHI/IpaT OTACJIHUTE OIIaKOBKU,

0) chnuchIMTE, ChABPIKAIIN JIEKAPCTBEHUTE MPOAYKTU WIIM KaTETOPUH MPOIYKTH,
BBPXY KOUTO, B Cly4ail Ha JIEKapCTBEHHM NPOAYKTH, OTIYCKAHMU IO JIEKAPCKO
npenyucaHue, He ce ce HaHacAT MoKa3aTeauTe 3a Oe30MacHOCT, a B ciayvail Ha
JIEKapCTBEHU MPOJYKTH, OTIYCKaHU O€3 JIEKapCKO MpeaNucaHue, ce HaHACST
nokasaresuTe 3a 6e30IacHOCT, IOCOYEHH B puiioxeHue IV;

B)  Ipouenypute 3a yBenomsiBaHe Ha Komwucusra cbriacHo maparpad 4 u Obp3a
cucTeMa 3a OlLlEHKa U B3eMaHe Ha pelIeHHe BbB Bpb3Ka C T€3U YBEIOMJICHHS 3a
[eJUTE Ha MpujlaraHeTo Ha OykBa 0);

I)  pembT U yCIOBHATA 3a MPOBEPKA HA MOKa3aTeIuTe 3a Oe30MacHOCT, TOCOYCHH B
npunoxkenue [V, oT cTpaHa Ha TPOU3BOJMTENINTE, THPrOBIUTE HaA €Ipo,
dapmalieBTUTE W JIMIIATA, MPUTEKABAIIM Pa3pelieHUe WM UMAIld MpaBo Ja
JIOCTaBAT JIEKapCTBEHW TMPOAYKTH Ha HACEJIEHUETO, U OT CTpaHa Ha
KOMIIETEHTHUTE OpPTaHu;

)  pasnopeadu OTHOCHO CbH3JAaBaHETO, VYIPABICHUETO M JOCTHIIHOCTTa Ha
cucreMara OT XpaHWIMIIA, B KOUTO C€ ChAbpKa HH(GOpMAIHMs OTHOCHO
NOKa3aTenuTe 3a 0E30macHOCT, KOSATO JaBa BB3MOXKHOCT Jia C€ MpPOBEPH
ABTEHTUYHOCTTA U JIa C€ WACHTH(HUIUPAT JIEKAPCTBEHUTE MPOIYKTH, KAKTO €
MIPEABUICHO B MpUiIokeHue 1V.
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CnuchiuTe, TOCOYEHU BHB BTOpa ajuHesi, OykBa 0), c€ ChCTaBsiT, KaTo c€ B3eMa
OpeaBUA PHUCKBT OT ¢ammuduuupane, CBbp3aH CbC CHOTBETHUTE JICKAPCTBEHH
MPOJYKTH WM KaTErOPUM JICKAPCTBEHHM NMPOAYKTH. 3a Ta3W IeJ ce MpujiaraT Hai-
MAaJIKO CJICTHUTE KPUTCPHUU:

a)  LeHaTa ¥ 00eMbT Ha MPOIaXOUTE Ha JIEKAPCTBEHUS POAYKT;

6) OposAT M yecToTaTa Ha MPEAUIIHM CIy4dau Ha (anrmHuUIUpaHd JEKApCTBECHH
NPOIYKTH, PErHCTpuUpaHd B pamkuTe Ha Cblo3a M B TPETH IBPXKaBH, U
npoMsiHa B OpOs M 4eCTOTaTa Ha TaKKMBa CIlydya 0 MOMEHTA,

B)  crnenu(pUYHUTE XapaKTePUCTUKU Ha ChOTBETHUTE JIKAPCTBEHU MPOAYKTH;
I)  TeXecTTa Ha 3a00JSBAaHMATA, 32 YUETO JICUCHUE Ca TPEABHICHH;
)  JIpYT'" MOTEHIIMAIHU PUCKOBE 32 OOLIECTBEHOTO 3/IpaBe.

PenbT 1 ycnoBusta, IOCOYEHU BBB BTOpa ajuHes, OykBa 0), 1aBaT Bb3MOXHOCT Ja
ce MpOBEpU AaBTEHTUYHOCTTA HA BCSKA JOCTAaBEHa OIAKOBKA OT JIEKAPCTBEHUTE
IPOJIYKTH, BbPXY KOSATO Ca HAHECEHU IIOKAa3aTeIMTe 3a 0E30IacHOCT, MOCOYECHU B
npuioxenue IV, u B TAX ce ompenens o0XxBarbT Ha mpoBepkara. [lpu
YCTAaHOBSBAHETO Ha TE3W YCIOBUS M pEI Ce€ B3eMaT MPeABHJ CHELUPUUHUTE
XapakTEepUCTUKM HA BEPUTUTE Ha JIOCTAaBKUTE B JIbpXKABUTE WIEHKH U
HEOO0XOIMMOCTTa Jla C€ rapaHTHpa MPONOPLUUOHAIHO BB3JEHCTBHE HAa MEPKUTE 3a
IPOBEPKA BbPXY OIPECIIEHU YYaCTHULIM BbB BEPUTUTE HA JOCTABKUTE.

3a menuTe Ha BTOpa aluHes, OyKBa J) pa3xoJuTe 3a CHCTEMaTa OT XPaHWJIHIIA Ce
MoeMar OT MpPUTEXATeIUTe Ha pa3pelieHHs] 3a MPOU3BOJCTBO HA JIEKAPCTBEHH
IPOAYKTH, BbPXY KOUTO Ca HAHECEHU 10Ka3aTesu 3a 0€3011aCHOCT.

[Ipu mpuemaHeTo Ha JelEeTUpPAHUTE aKTOBe, MmocodeHu B maparpad 2, Komucusita
Ha/JIeXKHO B3€Ma MPe/IBU]I Hall-MaJIKoO Ha CJIEAHOTO:

a) 3aluTaTa Ha JIMYHUTEC JaHHU, IPCABUACHA B IIPABOTO HA C’bIO3a;

0) 3aKOHHMTE MHTEPECHU Ja C€ 3alUTH MHPOpMaIHs OT NOBEPUTETHO ThPrOBCKO
€CTECTBO;

B) COOCTBEHOCTTA B MOBCPUTCIIHOCTTA HA JAHHUTEC, MMOJTYYCHU YPE3 U3IOJI3BAHETO
Ha IIOKa3aTCIIuTC 3a 6C3OHaCHOCT; u

r)  pasxojHaTa e(EeKTUBHOCT HA MEPKUTE.

KomnerenTHuTre opraHu Ha JIbp)KaBUTE WIEHKH YyBenomsBaT Kowmucusita 3a
JIEKapCTBEHUTE MPOAYKTH, OTITYCKaHH 0e3 JIeKapCKO MpEeANUCaHue, KOUTO CIIOpen
TSX Cca U3JI0KEHU Ha pUCK OT pammuduiupane, u morar 1a nHbopmupar Komucusira
3a JIEKAPCTBEHW NPOIYKTH, 3a KOUTO CUUTAT, Y€ HE Ca HM3JIOKCHH Ha PHCK OT
dammudpunupane, B ChOTBETCTBUE C KPUTEPUUTE, TIOCOUYEHU B maparpad 2, BTOpa
anuHes1, OykBa 0).

3a menuTe Ha Bb3CTAHOBSBAHETO HA Pa3XOAUTE WU (hapMaKoIOTUYHATa OUTEITHOCT
IBPKAaBUTE WICHKM MOTaT Ja pa3mHpsaT oOXBaTa Ha MpUJIaraHe Ha YHUKATHHS
uaeHTU(HUKATOp, MOCOUYEH B mMpuioxkeHue [V, U 10 BCEKU JEKapCTBEH MPOJIYKT,
KOHTO ce€ OTHycKa IO JIEKapCcKo TMpeanucaHue WIM KONTO TO/UIeKH Ha
BH3CTAaHOBSIBAHE HA PA3XO/MTE.

3a OECJIMTC HAa BB3CTAHOBABAHCTO Ha Pa3xOJUTE, (l)apMaKOJ'IOFI/I‘IHaTa 6)II/ITeJ'IHOCT,
(I)apMaKOCHI/II[eMI/IOJ'IOFI/ISITa HJIN YABJDKABAHCTO HA CPOKA Ha 3alllUTa HA JAHHUTC IIPpU
IMYCKAaHCTO Ha Iasapa AbpXaBUTC YJICHKH MOrar Jga H3IO0JI3BarT I/IH(i)OpMaHI/IHTa,
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ChIBpPIKAIla Ce B CUCTEMAaTa OT XPaHMJIUIIA, TOCOYeHa B maparpad 2, BTopa ajquHes,
OykBa 1).

3a 1enuTe Ha OCUTYPSIBAHETO Ha 0€30MacHOCTTA Ha MALMEHTUTE IbPKABUTE YICHKH
Morar jJa pa3upaT oO0XBaTa Ha NpUJIaraHe Ha CPEICTBOTO CpPEUly MOJIpaBsHE,
MOCOYEHO B IpuiioxkeHue [V, u 10 Bceku Apyr JieKapCTBEH MPOAYKT.

Ynen 68

Emukxemupane u nucmoska ¢ uHcmpykyuu 3a paouoHykauoume u paouogapmayesmuyume

B nonbiHeHwe KbM mMpaBwiiaTa, YCTAHOBEHM B HACTOSIATa TJlaBa, BBHHIIHATA
KapTOHEHa OMNAaKOBKAa M CBABT HaA JIEKAPCTBEHUTE NPOAYKTH, ChIbpPKAIIH
PAAMOHYKIIUIM, CE€ ETUKETUpaT B CBOTBETCTBHE C pa3nopeAdUTe OTHOCHO
0e30MacHOTO TPAHCIOPTUpPaHE Ha pPaJUOAKTUBHU MaTepuaiy, YCTAHOBEHU OT
MexnynapoaHaTta areHiusi 3a atoMHa eHeprusi. OCBEH TOBa ETHUKETUPAHETO €
CcbhOOpPa3eHo ¢ pa3nopenduTe, mocoyeHu B nmaparpadu 2 u 3.

ETukeTpT BBpXY 3allUTHATa ONAKOBKAa ChAbP)KA JTAHHUTE, IOCOYEHU B 4JieH 65.
OcBeH TOBa BBPXY €THKETa Ha 3alllUTHAaTa ONAKOBKAa C€ pa3siCHABAT MOJPOOHO
KOJIOBETE, W3IOJI3BAaHU BBPXY (JIakOHA, U CE€ IOCOoYBaT, KOraro € Heo0XoIuMo,
KOJINYECTBOTO PAJAMOAKTUBHOCT 3a J103a WX 32 ()JIaKOH KbM [I0COUYEHO BpeMe U Jarta,
KaKTO ¥ OpOSAT Ha KallCyJUTe, WIM 3a TEYHOCTUTE — KOJIMYECTBOTO MUJIMJIMTPHU B
ChJa.

Bbpxy erukera Ha ¢u1akoH ce MOCOYBaA ClIeAHATa HHPOPMAIHS:

a) HAaUMCHOBAHUCTO WM KOABT HA JICKAPCTBCHUA IIPOAYKT, BKIIOYHUTCIHO
HAa3BaHUECTO WJIM XUMHWYHHA CUMBOJI HA paJUOHYKIIU /A,

0) uaeHTH(UKAIUATA HA MAPTHUIATA U JaTaTa Ha U3TUYAHE HA CPOKa Ha TOJIHOCT;
B)  MEXAYHapOIHHST CUMBOJ 3@ paJHOaKTUBHOCT;

)  HaUMEHOBAHUETO U a/IPECHT HA TPOUBOAUTEIS;

)  KOJUYECTBOTO PAJMOAKTHBHOCT, KAKTO € OMpeesieHO B maparpad 2.

KomnereHTHUAT opraH rapaHTupa, 4e B ONAKOBKaTa Ha paauodapMaleBTHINTE,
PAAVOHYKIIMJHUTE TCHCPATOPHU, PAAUOHYKIMAHHUTE KUTOBC WM PAAUOHYKIUMIAHUTC
IPEKypCOpU Ce IMOCTaBs JIMCTOBKA C MOJAPOOHM MHCTPYKIMHU. TeKCTHT Ha Ta3H
JUCTOBKA C€ M3rOTBA B CBHOTBETCTBUE ¢ ujieH 64, maparpag 1. OcBeH ToBa
JHMCTOBKAaTa ChIbp)Ka BCUYKM MpENa3sHH MEpKH, KOMTO TpsOBa Ja ce B3emar OT
noJI3Bareyid M OT IHaUuCHTAa II0 BpPEME HaA MPUTOTBAHCTO W MPUIAraHCTO Ha
JeKapCTBeHUS MPOAYKT, KAaKTO U CIELUUAIHU MpEeANna3Hu MepKH OTHOCHO
U3XBBPIISTHETO Ha OMAKOBKATa M HEU3IOI3BAHOTO M ChIbPIKAHHE.

Ynen 69
Cneyuantu usuckeanus 3a UHGopmayusi 34 AHMUMUKPOOHUMe cpedcmaa

[TputexxaTenaT Ha pas3pelIeHueTo 3a THProOBHs OCHIypsiBa HAJIMYUETO Ha
o0pa3oBaTelHU MaTepualld, 4Ype3 KOWTO MOXE Ja Ce OCHTYpH HHQOpMamus 3a
ynoTpebara Ha aHTUMHKPOOHOTO CpEACTBO, 33 MEAMLUHCKUTE CIEHUAIUCTH,
BKITIOYHTETHO Ype3 MEIWIIMHCKHA THPTOBCKHU TPEICTABUTEIH, KaKTO € MOCOYEHO B
yned 175, maparpad 1, OykBaB), OTHOCHO MOJIXOSIIOTO U3MOJ3BaHE Ha
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HHCTPYMCHTH 3a AWArHOCTHUKA, U3IMMUTBAHHUA WM APYrM AWMArHOCTUYHH ITOAXOOHU,
CBBbpP3aHU € MaTOIrCHUTC, PC3UCTCHTHU KbM aHTI/IMI/IKpO6HI/I cpeacTBa.

2. [lpuTexarenaT Ha paspelICHHETO 3a THPrOBHSA BKIIOYBA B OIIAKOBKaTa Ha
AHTUMHUKPOOHUTE CPEICTBA JOKYMEHT, KOMTO ChIbpiKa crenudpuiHa nHpopMaIus 3a
CHOTBETHHS JICKAPCTBEH MPOIYKT M C€ MPEJOCTaBs Ha MAIlMEHTa B JOIBIHCHUE KbM
JUCTOBKaTa Ha MponykTa (,,pum 3a mo-7o0pa ocBenoMeHOCT™), ¢ HHpopMaIus
OTHOCHO aHTHMHUKPOOHATa PE3UCTEHTHOCT M MOAXOJsIIaTa yrnoTpeda u u3XBbpIIsHE
Ha aHTUMHKPOOHOTO CPEJICTBO.

JIbpkaBUTE 4ICHKM MOrar Ja pemar (UIIbT 3a M0-J00pa OCBEIOMEHOCT Ja ce
IpeIoCTaBs Ha Pa3MoJIOKEHUE Ha XapTUCH HOCUTEN WM B €JICKTPOHEH (opmar, uiu
u nsere. [Ipu nurca Ha TakuBa crieNU(HUYHU MPaBUIA B JIaJICHA JIbpiKaBa WICHKA B
OMaKOBKAaTa Ha AaHTUMUKPOOHO CpEACTBO ce€ TmocTtaBs ¢um 3a mo-7o0pa
OCBEJJOMEHOCT Ha XapTUECH HOCUTEIL

3. TekcTsT Ha (umIa 3a M0-100pa OCBEJTOMEHOCT € B ChOTBETCTBHE C MpHiIokeHHe V1.

Ynen 70
Yemausocm

JlucroBKaTa W JAHHUTE BHPXY €THKETa, MIOCOYCHU B HACTOSIIATA IJIaBa, Ca YCTIUBH, SICHO
pazbupaeMu U HE3ATUYUMHU.

Ynen 71
Jlocmwvnrnocm 3a xopa ¢ yspescoanus

HanmMmeHoBaHMeTO Ha JEeKapCTBEHMs MNPOAYKT C€ HM3MKCBAa Ha ONAaKoBKaTa M C OpaiiioBa
a30yka. IlpurexarensT Ha pa3pelIeHHeTO 3a THPrOBUS TapaHTUpa, Y€ MPHU MOHCKBAHE OT
NAlUEHTCKH OpraHu3alMi JINCTOBKaTa, IIOCOYEHAa B 4ieH 63, ce mpenocraBs Ha
pasmnosiokKeHue BbB popMaTH, MOIXOAAIIN 32 JUIa C YBPEKIaHHs, BKIIFOUUTEIIHO HE3PAILIM U
CJ1a00BMK AN JIMLIA.

Ynen 72
H3uckeanus na 0vporcagume wieHKU NO OMHOWEHUE HA emuKema

1. HezaBucumo ot pasmopendoute Ha wieH 77 Ibp:KaBUTE WICHKH MOTaT Jla U3HUCKBAT
ynotpebata Ha omnpeneraeH! (GopMH Ha €TUKETUPAHE Ha JEKApPCTBEHUTE MPOAYKTH,
KOWTO JaBaT BH3MOXKHOCT JIa C€ YCTAaHOBH:

a) [CHATa Ha JICKapCTBCHUA IIPOAYKT,

0) ycioBusTa 32 BH3CTAHOBSIBAHE HA Pa3XOJWUTE OT OPraHM3ALMHUTE 32 COIMATHA
CUTYpPHOCT;

B)  IPaBHUSAT PEXKUM 3a JIOCTaBIHETO My Ha MalleHTa B ChOTBETCTBUE C riaBa [V;
I)  aBTEHTUYHOCTTA M WICHTU(UKAIUATA B CbOTBETCTBUE C WieH 67, maparpad 5.

2. 3a JeKapCTBEHHU MPOJYKTH, 32 KOWTO € W3/IaJICHO HEHTPATN3UPAHO pa3pelIeHHe 3a
THPTrOBUsI, KaKTO € IOCOYEHO B WIEH 5, MpU MPWIAraHeTO Ha HACTOALIUS 4JIEH
IBPKaBUTE YJIECHKH CIIa3BaT MOAPOOHUTE HACOKH, ITOCOYCHH B WieH /7.
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Ynen 73
Cumeonu u nukmozpamu

BpHiiHata omakoBKa M JIMCTOBKaTa MOraT Ja BKIIOYBAT CHUMBOJM WJIM IHUKTOIPaMH,
npeIHa3HaYeHH J]a ce M3SACHU OmpeeicHa nHpopMalus, mocoueHa B wieH 64, maparpad 1 u
B wieH 65, kakTo u jApyra uHboOpMaius, CbBMECTHMMAa C KpaTKaTra XapaKTepUCTHKa Ha
IPOAYKTa, KOSITO € II0JIE3HA 3a NAIMEeHTa, KaTO CE€ H3KJIIYBAT BCAKAKBU EJIEMEHTH OT
PEKJIaMHO €CTECTBO.

Ynen 74
H3uckeanus no omuouieHue Ha e3uyume

1. JlanHuTe BBPXY €THKeTa, n30poeHH B wieHoBe 64 u 65, ce u3nucBar Ha oduumanieH
€3UK WINM Ha Oo(UIMAIHUTE €3ULM Ha Jbp)KaBaTa WIEHKA, B KOSTO JIEKAPCTBEHUST
IPOAYKT C€ IIyCKa Ha 1a3apa, KaKTo ca ONPEIEJICHU OT Hes 3a LEeJINTE Ha HACTOosIaTa
JTUPEKTUBA.

2. [Taparpad 1 HEe BB3MpENsATCTBA U3MKUCBAHETO HA TE3W JAaHHH HA HAKOJKO €3WKa, IPH
YCJIOBUE Y€ Ha BCUUKU U3II0JI3BAHU €3ULIH CE U3IKUCBAT €IHU U CHILIU JaHHU.

3. JlucroBkara TpsiOBa na ObjAe ficHA M 4YETIUBA, HA OQUIMAIEH €3UK WIM Ha
ounmamHUTe €3MLM Ha Jbp)KaBaTa YiICHKA, B KOSTO JICKAPCTBEHUST MPOIYKT Ce
IIyCKa Ha Ia3apa, KakTo ca OIpE/IeIeHH OT Hes 3a IIEIUTE Ha HACTOsIIATa IUPEKTUBA.

4. KomnerenTHuTe OpraHM Ha JbpyKaBaTa WIEHKa MOraT ChLIO Taka Ja MpeJoCTaBsT
I'BJIHO MJIM YACTHUYHO OCBOOO0KJIaBaHE OT 3aJbJDKEHUETO €TUKETHT U JIMCTOBKATA J1a
ObJaT Ha opUUIMATICH €3UK WIM Ha OQUIMATHUTE €3ULM Ha JAbp)KaBaTa WICHKA, B
KOSITO JICKapCTBEHUAT MPOAYKT C€ IycKa Ha Ia3apa, KaKTo ca OIPENENICHU OT Hed 3a
L[eJIUTE Ha HAcTOsIIAaTa JUPeKTUBa. [IpyM MHOroe3MYHN OMaKOBKH IbPKABUTE UJICHKH
Morar Jja pa3penar BbpXy €THUKeTa U B JIICTOBKATa Jla Ce M0JI3Ba O(UIINAJIEH €3UK Ha
Cn103a, KOiTO € 001110pa3drpaeM B AbpKaBUTE WICHKH, Ha YMITO Ma3ap ce mpejyiara
MHOT0€3MYHAaTa OMAaKOBKa.

Ynen 75

0060609f6‘aa60H€, npedocmaeﬂHo om 0bp:)fca6ume YJ1eHKU, Onl U3UuCKearHuAima no OmHouierue
Ha emuKkema u aucmoexkama

[Tpu cma3BaHe Ha MEPKUTE, KOUTO CUUTAT 3a HEOOXOIMMH 3a OMa3BaHE Ha OOIIECTBEHOTO
311paBe, KOMIICTCHTHHUTC OpFaHI/I Ha JI’Bp)KaBI/ITe YJICHKU Mmorar aa Hpe)IOCTaBSIT
0CBOOOKaBaHe OT 3aBDKCHHUETO JIa C€ MOCOYBAT BbPXY €THKETa U B JINCTOBKATA JIAHHUTE,
M3UCKBAaHU MO 4JeHOBE 64 1 65, B CIIETHUTE CIIy4au:

a) KOTaTo JIGKAPCTBEHUST MPOAYKT HE € MpeJHa3HA4YeH Jga ObJe JOCTaBSH MPSKO Ha
MAIUeHTA,

0) KOraTo uMa Mpo0JIeMH M0 OTHOIIEHUE Ha HATMYHOCTTA Ha JIEKAPCTBEHUS MPOIYKT;

B) KOTraTo TPOCTPAHCTBOTO € OTPaHWYCHO TOpaJM pa3Mepa Ha ONAKOBKATa WM Ha
JUCTOBKATA WUJIM B CITy4yail HA MHOTOE3UYHH OMAKOBKH UJIH JIUCTOBKHU;

T) B KOHTEKCTa Ha M3BBbHPEHA CUTYyallHs B 00JaCTTa Ha OOIIECTBEHOTO 3/IPaBe;

1) 3a yJIeCHsIBaHE Ha JIOCTHIIA JI0 JEKAPCTBEHU MPOAYKTH B JIbPKABUTE UICHKHU.
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Ynen 76
Ooobpssane Ha uHpopmayuama gvpxy emukema u 8 TUCMOBKAMA

Koraro ce wucka paspCiCHUEC 3a TbProBHsdA, Ha OpPraHUTC, KOMIICTCHTHHU [a
pa3pfuiaBaT ThprosusTa, CC MNPCACTABAT CAWH WM IMOBCYC MAKCTAa HAa BBHIIHATA
OITAaKOBKAa W Ha IIbpBHYHATa OIIaKOBKa HaA JICKAPCTBCHUS IIPOAYKT, 3a€AHO C IIPOCKTA
Ha nucToBKara. Ha KoMIleTeHTHHS opraH €€ MpeACTaBAT ChIIO TaKa PE3YJITATUTC OT
OLCHABAHCTO, U3BbPIHIBAHO B CHbTPYAHHUYCCTBO C HECJICBUTE I'PYIIN MMAIITUCHTH.

KomMmnereHTHUAT Oopral OTKa3Ba pPa3spClICHHUC 3a TbPIOBHA, AKO CTHKCTHT WA
JIMCTOBKATa HC OTTOBApsAT Ha pa3n0pez[6I/ITe Ha HacTosdlaTra rjiaBa HWJIM aKO HE
CbOTBCTCTBAT HA JaHHUTC, H36p0€HI/I B KpaTKaTa XapaKTCPpHUCTHUKA Ha IIPOAYKTaA.

Beuuky npeniarany MpOMEHU B €THKETA MITM JINCTOBKAaTa, 00XBaHATH B HACTOSIIATA
rJlaBa, KOMTO HE ca CBBp3aHM C KpaTKara XapaKTepUCTHKAa Ha TMPOJYKTa, Ce
NPEJCTaBAT Ha KOMIICTEHTHUTE OpraHu. AKO KOMIICTEHTHHUTE OPraHH HE Bb3pas3siT
cpelly MpejyiokKeHaTa MpoMsiHa B CpoK OT 90 AHM OT BHACSIHE Ha KCKaHETO,
3asBUTEIIAT MOXE Jla BbBEJIC IPOMSHATA.

@DakThT, Ue KOMIIETEHTHHUSAT OpPraH HE OTKa3Ba Pa3pelleHHE 3a ThProBUs CHIIIACHO
naparpad 2 wid mpoMsHa B €THKETa WM JHCTOBKAaTa ChriaacHo maparpad 3, He
poMeHsi o0IaTa MpaBHA OTTOBOPHOCT HA TMPOM3BOAMTENS W Ha MPHUTEXKATCIs Ha
pa3perIeHueTo 3a ThProBHsL.

Ynen 77

Hacoxu omnocno oannume 6bpXy emuxkema

CJIG[[ KOHCYJITalUA € ObPXKABUTC YIICHKHW MW 3aCCTHATUTC CTpaHU Komucusara u3rorss u
HY6J'II/IKyBa l'IO)IpO6HI/I HaCOKH, KOUTO C€ OTHACAT IMO-CIICIHHUAIHO JO CICAHOTO!

a)

0)

dopMynupoBKaTa Ha OINpPENEICHHM CIEUUATHU MPEIyNpeKIeHUs 3a OIpe/leleHH
KaTeropHH JIEKapCTBEHU NPOAYKTH;

HeoOXoauMocTTa OT crhenupuyHa HHPOpMalMs 3a JIEKAPCTBEHU MPOIYKTH,
OTITyCKaHU 0€3 JIEKapCKO MpeANuCcaHue;

YCTJIIMBOCTTA HA JAHHUTC BbPXY €TUKETA U B JIMCTOBKATA,

METOAUTE 3a UACHTUQHUKAIMS W YCTaHOBSBAaHE Ha AaBTEHTUYHOCTTa Ha
JIEKApCTBEHUTE MPOAYKTH;

CIUCHhKa Ha TIOMOIIHUTE BEIIECTBA, KOWUTO TpsAOBa Aa OBAAT MOCOYEHU BBPXY
€TUKEeTa Ha JICKAPCTBEHUTE MPOJYKTH, M HAYWHA, 10 KOUTO TE3H ITOMOIITHYU BEIIeCTBA
TpsiOBa a 6baaT 0003HAUECHM;

XapMOHU3UPaHU pa3nopeadu 3a MpuiiaraHe Ha 4jieH 72.

Ynen 78

Ilyckane na nazapa na emuxkemupanu 1eKapcmeeHu npooyKmu

I[’Bp)KaBI/ITC YICHKHW HC MOraT aa 38.6paH$IBaT W Ja BB3NPCIAATCTBAT ITYCKAHCTO Ha I1a3dapa
Ha JICKAPCTBCHU IMPOAYKTHU Ha TIAXHA TCPUTOPHA Ha OCHOBAHHUA, CBBP3aHHU C CTHUKETA HIIN
JIMCTOBKATA, KOraToO TC OTTOBAPAT HAa U3MCKBAHUATA HA HACTOAIIATA I'JIaBa.
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Ynen 79

Hecna3zeane na uzuckeanusma no omHouleHue Ha emuxema u iuCmosKkama

Korato pasnopendure Ha HacTosIlara TjaBa HE C€ Cla3BaT M W3BECTHETO, BPBHYCHO HA
CHOTBETHHS TPUTEXKATE]l Ha pa3pelUICHUETO 3a ymorpebda, ocTaHe Oe3 TOCIEeACTBHS,
KOMIICTEHTHUTE OPraHy Ha JIbPYKABUTE WICHKU MOTAT Jla CIIpaT JeHCTBUETO Ha Pa3pelieHUETO
3a ThbPTOBHA, JOKATO CTUKCTHT U JIMCTOBKATA HA BBIIPOCHUSA JICKAPCTBCH INPOAYKT HC 6’bZ[aT
NPUBEJICHU B CHOTBETCTBUE C U3UCKBAHUATA HA HACTOSIIIATA IJ1aBa.

I'masa VII
PeryiaropHa 3amura, HeyJ10BJI€TBOPEHHU MeIMIIMHCKH

HOTpeﬁHOCTI/I N NIPpCAMMCTBA 3a NNCANATPUYHHUTCEC JICKAPCTBCHHU

NPOAYKTH

Ynen 80
Peeynamopnu oannu u nazapna 3awuma

JlanHuTe, MOCOYEHH B MPUIIOKEHHE [, MbpBOHAYAIHO MOJAJCHU C IIeJI MOJydaBaHe
Ha pa3pelleHue 3a THPrOBUS, HE C€ MOCOYBAT OT JPYT 3asBHUTEN 3a MOCIEBAIIO0
paspelieHre 3a THProBHUs J0 HW3THYAHE HA CPOKA, OMpPENETCH B CHOTBETCTBUE C
yiieH 81 (,,CcpOK Ha perynaTropHa 3alliuTa Ha JaHHUTE ).

JlekapcTBEH HPOIYKT, 3acerHaT OT IOCJIEIBAIlO pa3pelleHue 3a ThProBUA 110
naparpad 1, He ce Imycka Ha na3apa B IPOJbJDKEHUE HA JBE FOJUHM CJIe]] U3THYAHETO
Ha CbOTBETHUTE CPOKOBE Ha pEryjaTopHa 3allliTa Ha JaHHUTE, IOCOYEHU B WieH §1.

Upes neporammsi oT maparpad 1 ChOTBETHUAT MPHUTEKATEN Ha pa3pelIeHUETo 3a
THPTOBUSI MOXKE Ja MPEJOCTaBH Ha 3asBUTENIS Ha JPYro pa3pelieHue 3a ThProBUs
MKACMO 3a JOCTBI JO HETOBUTE JaHHU, MPEACTABEHU ChITIACHO IpHiiokeHue I, kakTo
€ MOCOY€EHO B wieH 14.

Upe3 neporauuss ot maparpadgu 1 u 2, koraro choTBeTeH opraH B Cbioza e
NPEJOCTaBWI MPUHYAUTENIEH JIMIEH3 Ha JaJieHa CTpaHa C Lell MpeoJojsBaHe Ha
U3BBHPEHA CUTYyallls B 00JacTTa Ha OOIIECTBEHOTO 37paBe, 3allluTaTa Ha JAHHUTE
U Ta3apHaTa 3alllUTa ce CIMpa 0 OTHOIIEHHE HA Ta3u CTPaHa, JOKOJIKOTO TOBA Ce
M3HUCKBA OT PUHYIUTEIHMS JIULEH3 U 332 HETOBUS CPOK Ha JIEHCTBUE.

CpoxbT Ha 3alIMTa Ha JAaHHWUTE, ONpenelneH B maparpad 1, ce mpuwiara u B
JbpP)KaBUTE WICHKHU, B KOUTO JICKAPCTBEHUST MPOIYKT HE € pa3pelleH WK Bede He €
paspeuieH.

Ynen 81
Cpokose Ha pezynamopua 3auuma Ha OaHHUme

CpoKbT Ha peryjiaTopHa 3alliTa Ha JaHHUTE € MIECT TOANHU OT JaTaTa, Ha KOSITO €
W3/1aJICHO Pa3pelIEHUETO 3a ThPTrOBUS 3a TO3U JIEKAPCTBEH MPOAYKT B ChOTBETCTBHE
¢ wieH 6, maparpad 2. 3a pa3penieHus 3a ThProBusi, KOUTO CrajaT KbM €IHO U CHIIO
00110 pa3pelieHne 3a ThProBHsl, CPOKBT 3a 3alllUTa HAa JAHHHUTE 3all04Ba Ja Te4e OT
JaTara, Ha KOSITO IbPBOHAYAIHOTO pa3pelieHre 3a ThproBus € nznazaeHo B Crio3a.

Cnen Hay4yHa OlLlEHKa OT ChOTBETHHUS KOMIIETEHTEH OpraH CpPOKbT Ha 3alluTa Ha
JaHHUTE, TOCOYEH B naparpad 1, ce yabikasa:
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a) ¢ 24 mecena, ako NMPUTEKATEIAT HA Pa3pelICHUETO 3a ThPrOBUS JOKaxke, 4ye
YCIIOBHATA, IIOCOYEHHU B wiieH 82, maparpad 1, ca M3IMbJIHEHU B PaMKHUTE Ha JIBE
TOJIMHU OT JaTaTa Ha M3JaBaHE HA Pa3pelICeHUETO 3a ThProBHUs WIN B PAMKUTE
Ha TpU TOAMHM OT Ta3M JaTa 3a CIEAHUTE CyOeKTHU:

1) MCII no cmuchia Ha [Tpenopbka 2003/361/EO na Komucusira,

il)  cyOeKkTH, KOUTO HE HW3BBPIIBAT MKOHOMHYECKa JAEHHOCT (,,cyOeKTH ¢
HECTONAaHCKa 1eJ™), u

i) mpeAnpusTHs, KOUTO KbM MOMEHTAa HAa H3JaBaHE Ha pa3pelieHUe 3a
THPrOBHUs Ca TOJYYHUIH HE MOBEUE OT MET IECHTPATU3UPAHU Pa3pEIICHHS
3a TbHProeusgs 3a CBHOTBCTHOTO MNPCANPUATHEC HIIU— B cnyqaﬁ Ha
NPEINpUsATHE, TPUHAIJISKAIIO KbM TpyIla — 3a rpymnara, OT KOSTO TO €
4acCT, OT Cb3AaBaHCTO HA NPCANPUATUCTO WJIM HaA I'pyliaTta, B 3aBUCUMOCT
OT TOBa KO€ OT JBETE CE € ChCTOSIIO TI0-PaHO;

0) C mecT mecena, ako 3asBUTENAT 3a pa3pelieHue 3a THPrOBHUS JIOKAKE KbM
MOMEHTa Ha I'bPBOHAYAIIHOTO 3asBJICHUE 3a pa3pelICHUE 3a THPrOBUS, 4e
JEKapCTBEHUAT  TPOMYKT €  TMpeaHasHaueH 3a  33J0BOJIsIBAaHE  Ha
HEYOBJIETBOPEHA MEUIIMHCKA TOTPEOHOCT, KAKTO € TOCOUEHO B WieH §3;

B) C IIECT Mecela 3a JIEKapCTBEHU MPOAYKTH, CBHIABPKAIIA HOBO AKTUBHO
BEIIIECTBO, KOTaTO B KJIMHUYHUTE U3IMUTBAHUS B IMOJKpEIa Ha ITbPBOHAYATHOTO
3asBJICHUE 32 Pa3pelIeHHE 3a ThPrOBHs CE€ M3MOJ3Ba MOIXO/AI] 1 OCHOBAH Ha
dakTH NMPOAYKT 3a CpaBHEHHE B CHOTBETCTBUE C HAYYHHTE KOHCYITAIIUU,
MPEAOCTABEHH OT ATCHIUSATA;

F) cl2 MCCCIla, KOIraTo I10 BPEMC Ha CpOKa Ha 3allliuTa Ha JAHHUTEC IIPUTCIKATCIIAT
Ha PpaspCHICHUCTO 3a TBPTOBHUA TIIOJYYHM PA3pCHICHUC 3a AOIBJIHUTCIHO
TCPAIICBTUYHO IIOKa3aHHWEC, 110 OTHOMICHHE Ha KOCTO € MPCACTABUIL
J0Ka3aTejiCTBa MW IMOAKPCIAIIM MOaHHW 3a 3HAYUTC/IHA KIIMHHWYHaA I10J13a B
CpaBHCHHEC CHC CHIICCTBYBAIIUTE TCPAIIUU.

B ciyuwaii Ha paspemieHre 3a ThPTOBHS MPH ONPENEICHN yCIOBUS, MPEIOCTABEHO B
choTBeTCTBUE ¢ wieH 19 ot [mpepaborenusi Permament (EO) Ne 726/2004],
YABIKABaHETO, TMOCOYEHO B ITbpBa ajuHes, OykBa 0), ce mpwiara caMo ako B
paMKUTE Ha YEeTUPH TOJUHHU OT M3/IaBaHETO Ha Pa3pEHICHUETO 3a THPrOBUS MPH
OTIpEIeJICH! YCIIOBHSI JIEKAPCTBEHHUAT TPOYKT € MOyYHII pa3perieHre 3a ThProBHs
B CHOTBETCTBUE c yiieH 19, naparpad 7 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004].

Y abmxaBaHeTo, TOCOUYEHO B MbpBa alluHes, OYKBa '), MOXe J1a ObJie MPeJoCTaBEHO
caMoO BEIHBK.

AreHIMATa ONpeAenss HaydHWTE HACOKH, MOCOYeHW B maparpad 2, Oyksa B), IO
OTHOIIICHHE Ha KPUTEPHUHTE 3a TpeJyIaraHe Ha MPOAYKT 32 CPAaBHEHUE TP KIIMHHIHO
U3MHUTBaHEe, KaTO B3eMa MPEIBU pe3yITaTUTe OT KoHCylaTanuute ¢ Komucusra u c
OpPTaHWTE WU CTPYKTYpUTE, yJacTBAIld B MEXaHMW3Ma 3a KOHCYJITAIMH, TOCOYEH B
ynieH 162 ot [mpepaborenus Pernament (EO) Ne 726/2004].

Ynen 82

Yovnorcasane na CpOKa Ha 3awuma Ha oanHume 3a JlekapcmeeHu npodykmu, docmassitu 6

Obpofcaeume YJleHKU
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VY bpmkaBaHETO Ha CpOKa Ha 3allldTa Ha JJAaHHWUTE, TOCOYEHO B wieH 81, maparpad 2,
mbpBa anuHes, OyKkBa a), c€ MPEIOCTaBs 0 OTHOIIEHUE Ha JICKAPCTBEHU MPOIYKTH
caMoO aKo Te€ ce IMyCKaT U JIOCTaBST HENPEKbCHATO BHB BEpUraTa Ha JIOCTaBKUTE B
JOCTAaThYHO KOJIHUYECCTBO U BbB q)OpMI/ITe Ha HpCACTaBsAHC, H€O6XOI[I/IMI/I 3a
MOKpPUBaHE Ha MOTPEOHOCTUTE Ha MAIMEHTUTE B AbPKABUTE WICHKH, B KOHUTO €
BaJIMTHO Pa3pPEIICHUETO 32 ThPrOBHUA.

Y apmKkaBaHeTo, IOCOYEHO B ITbpPBa aJIMHEs, CE Mpuiara 3a JeKapCTBEHU MPOIYKTH,
3a KOUTO € M3JaJIeHO LIEHTPAIIM3UPAHO PAa3pELICHUE 32 ThPIOBUs, KAKTO € IIOCOUYEHO
B WIEH 5, WIM 32 KOUTO € M3JaJIeHO HAIMOHAJIHO pa3pelieHHe 3a THProBUS IO
JeleHTpaIn3upaHaTa npoueaypa, Kakto € nocoueHo B riasa 11, paznmen 3.

3a 5a moJlydM YABJDKaBaHETO, MOCOYeHO B wieH 81, maparpad 2, mbpBa anuHes,
OykBa a), IPUTEXKATENAT Ha pa3peliCHUETO 3a THProBUs IOJaBa 3asBJICHUE 32
IPOMsIHA HA ChOTBETHOTO pa3pellieHue 3a ThPrOBHUSL.

3asBIEHUETO 3a MPOMsIHA ce MmojaBa Mexy 34 u 36 mecena ciej Aarara, Ha KOSTO €
U3/1aJICHO ITBPBOHAYATHOTO Pa3peIICHUE 32 ThPrOBUS, WIH 32 CYOEKTUTE, TOCOUYCHU
B wieH 81, nmaparpad 2, mppBa anuHes, OykBa a), Mexay 46 u 48 mecena ciex Ta3u
nara.

3asgBICHUETO 3a MpoMsHa CbAbPiKa JOKYMCHTALUA OT AbPKABUTC YJICHKU, B KOUTO €
BaJIMIHO Pa3pCUICHUCTO 3a ThbPrOBU:A. C Ta3un AOKYMCHTAallUs AbPKAaBUTC YJICHKU:

a)  IOTBbpPXJAaBaT, Y€ YyCIOBUSTA, IOCOYEHU B maparpad 1, ca M3NbIHEHH Ha
TSAXHATa TEPUTOPUS; MU

0)  OTMEHST yCIOBMSITA, IOCOYEHU B naparpad 1, Ha cBosiTa TEpUTOPHUS 3@ LIETUTE
Ha yIbJDKaBaHEToO.

[TonoxxurenHUTe pelieHus, NpUETH B CHOTBETCTBUE C WIEHOBE2 H 6 OT
Jupektusa 89/105/EMO?”  ma ChbBera, ce cyuTaT 3a PABHOCTOMHM Ha
MOTBBPKIEHUETO, TOCOYEHO B TpeTa ajinHesi, OykBa a).

3a ga modaydyd JIOKyMEHTalusTa, IOoco4YeHa B maparpad 2, Tpera aiuHe,
MPUTEXKATENAT Ha pa3pelieHUueTO 3a THhProBUsS OTIpPaBsl HCKaHE 10 ChOTBETHATa
IbpkaBa wieHKa. B cpok oT 60 I1HM OT UCKAHETO Ha MPUTEKATEINS] HA Pa3pPEIIEHUETO
3a THpPrOBUs JAbp)KaBaTa YJIEHKA H3/1aBa TMOTBBPXKIEHUE 332 CHOTBETCTBUE WM
MOTHBHPAHO CTAaHOBMILE 332 HECHOTBETCTBHE, WJIM KAaTO ANTEPHATUBA IPENOCTaBs
JIEKJIapanys 3a JIMICA Ha BB3paKEHUS 3a yIbJDKABAHE HA CPOKa Ha peryjaTopHa
3alUTa Ha JAaHHUTE ChITIACHO HACTOSLIMS YJIEH.

Axo AbpiKaBaTa YJICHKAa HC OTroBOpHM Ha 3asgABJICHUCTO Ha IIPUTCKATCIIA Ha
Pa3pCIICHUCTO 3a ThbProBUsA B paMKUTC Ha CPOKa, IMOCOYCH B naparpa(b 3, CC CUHUTa,
4c € nmpeaocCTtaBCHa ACKIIapalus 3a JIMIICAa Ha Bb3PaKCHU .

3a JeKapCTBEHU MPOJYKTH, 32 KOUTO € WU3AaJCHO LIEHTPATU3UPAHO pa3pelieHue 3a
ThproBusi, Komucusita mpoMeHs pa3perieHrueTo 3a ThPrOBHs ChIVIACHO WieH 47 OT
[mpepaborenust Permament (EO) Ne 726/2004], 3a 1a yAasIKA CpoKa HA 3alluTa Ha
JaHHUTE. 3a JIEKapCTBEHU MPOJIYKTH, 32 KOUTO € U3J1aJICHO pa3pelieHHe 3a ThProBHs
Mo JeLEHTpaIu3upaHaTa nIpoueaypa, KOMIETEHTHUTE OpTraHu Ha AbpPKABUTE YJICHKU

Hupextusa 89/105/EMO na CoBera or 21 nekemBpu 1988 r. OTHOCHO IPO3pavyHOCTTAa Ha MEPKHTE,
peryaupamy eHnTe Ha JISKapCTBEHH MPOIYKTH 3a yrorpebda OoT Y0BeKa, M BKIIOUBAHETO UM B 00XBaTa
Ha HAIlMOHAJIHUTE CUCTeMH 3a 3/paBHO ocurypssane (OB L 40, 11.2.1989 r., cTp. 8).
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IIPOMEHST Pa3pelIeHUEeTO 3a ThProBUs ChIVIACHO WiieH 92, 3a Ja yAbDKaT cpoka Ha
3aIIMTa Ha JaHHWUTE.

[IpencraBuTenuTe Ha Abp)KaBUTE WICHKM MoraT na mnouckar or Komwucusara na
00ChIM BBIPOCU, CBBP3aHU C MPAKTUYECKOTO IMpUJIaraHe Ha HACTOSIIUS YJICH, B
paMKWUTE€ Ha KOMHUTETa, Cb3laJeH ¢ Pemienue 75/320/EMO*® na CnBera
(,,DapmaneBtuunus  komuteT ). Komucusita Moxke Ja TOKaHM OpraHuTe,
OTroBapsilid  3a  OIlEHKaTa Ha  3JpaBHUTE  TEXHOJOTHH, IIOCOYECHH B
Permament (EC) 2021/2282, wiM  HAIMOHATHUTE OpraHd, OTrOBapslId  3a
1IeHO00pa3yBaHETO M BB3CTAHOBSIBAHETO HA pa3XOAWTE, akKo € HeoOXoaumo, 1a
ydacTBaT B pa3ucKBaHuATa Ha DapMarleBTUYHUS KOMUTET.

Bb3 ocHOBa Ha omuTa Ha JbpKABUTE WICHKM U Ha CHOTBETHUTE 3aMHTEPECOBAHU
ctpanun Komwucusita Moxke ga npuemMe MEpKA 3a M3IMBJIHEHHE BBB BpPB3Ka C
OPOLEAYPHUTE AacCHeKTH, OYepPTaHH B HACTOSAUIMS WIEH, M OTHACSIM Cc€ MO
ycloBusTa, mocodcHn B maparpad 1. Te3m akroBe 3a U3IMBIHCHHE CE TNpUEMaT B
CHOTBETCTBUE C MPOILIeTypaTa, mocoueHa B ujeH 214, naparpad 2.

Ynen 83

Jlexapcmeenu npooykmu, npeoHasHavyeHu 3a 3a0080JI518aHe HA HEYO0BIemE8OpeHd

MeOUYUHCKa nompeoHoCcm

Cunra CC, U€ HNaACH JICKAPCTBCH MNPOAYKT € IIPCAHA3HAYCH 3a 3aJO0BOJISIBAHC Ha
HCYAOBJICTBOPCHA MCAUIIMHCKA HOTpC6HOCT, AKO IIOHC €AHO OT TCPAIICBTUYHHUTC MY
IMOKa3aHusA € CBBP3aHO C KHUBOTO3aCTpallaBalmio HIHM TCEXKKO HWHBAIWAU3IHUPAIIO
3a00JBaHE U aKO Ca U3IThJIHCHU CJICOAHUTC YCIIOBUSA:

a) B Cplo3a HIMa pa3pCuiCH JICKApCTBCH MPOAYKT 34 TAKOBa 3a0019BaHe WU
3a00J1€BacMOCTTa WJIH CMBPTHOCTTA OCTaBaT BUCOKH, BBIIPCKH Y€ B Cnro3a ca
HAJIMIEC pa3pClICHU JICKAPCTBCHU NPOJAYKTHU 34 TOBA 3a60J’IHBaHe;

0) ymorpebara Ha JIEKapCTBEHHUS MPOAYKT BOJAM [0 3HAYMMO HaMalsiBaHE Ha
3a00JIeBa€MOCTTa MM CMBPTHOCTTA OT TOBa 3a0OJsiBaHE MpPH CHOTBETHATA
rpyma ImanueHTH.

OO0o3HaueHUTE JIEKAPCTBEHU NPOAYKTH CHpald, I[OCOYEeHHM B wieH 67 OT
[mpepaborenust Permament (EO) Ne 726/2004], ce cuurtaT 3a HpeqHA3HAYEHHU 3a
3aJI0BOJISIBAHE HA HEYJIOBJIETBOPEHA MEIUIIMHCKA NOTPEOHOCT.

Koraro AreHnmsTa nmpruemMa HaydYHU HACOKH 3a MPUJIATAaHETO HAa HACTOSIIHS YICH, TS
ce koHcyntupa ¢ Komucusita u ¢ opranure wim CTpyKTypuTe, MOCOYEHH B ujieH 162
ot [mpepaborenus Pernament (EO) Ne 726/2004].

Ynen 84

3au;uma Ha OaHHume 3a JlekapcmeeHu npodykmu C HO60 mepaneesmuino noxKkasarnue

Cpok Ha peryinaTopHa 3alluTa Ha JaHHUTE OT YETUPU TOJMHM C€ NPEAOCTaBs 3a
JIEKapCTBEH NPOAYKT IO OTHOIIEHHWE Ha HOBO TEPaNeBTHYHO IOKa3aHHE, KOETO
npeu ToBa He € 6uito pasperieHo B Chio3a, IpU YCIOBHE Ye:

38

Pemenne Ha CwBera ot 20 mait 1975r. 3a cwh3maBane Ha @apmaneBtndern komuteT (OB L 147,
9.6.1975 r., ctp. 23).
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a) ca MPOBCACHU OOCTAaTbYHO HCKIMHHWYHU WJIHW KIWMHUYHH HN3CICABAHHSA BLHB
BPB3Ka C TCPAINICBTUIHOTO MOKAa3aHUC, KOUTO IMOKAa3BaT, Y€ TO HOCHU 3HAYUTCIIHA
KIIMHHU4YHa I10J134, 1

0)  JIeKapCTBEHUSAT NPOJAYKT € pa3pelieH B ChOTBETCTBHE C ujieHOBE 9—I12 u
IpeIyd TOBa HE C€ € IMOJI3BAI ChC 3allUTa HAa JaHHUTE WM ca U3MHUHAIU
25 roIMHA OT W3/IaBaHETO HA IMbPBOHAYAIHOTO pPAa3pellieHHe 3a ThProBUs 3a
TO3U JIEKApCTBEH MPOAYKT.

2. CpoKbT Ha 3alIWTa HA TaHHUTE, TOCOYEH B maparpad 1, Mmoxe 1a Obe MpeIoCTaBeH
caMo BEIHBXK 32 JaJICH JICKAPCTBEH MPOIYKT.

3. I[To Bpeme Ha cpoka Ha 3amIUTa Ha JaHHUTE, TOCOYEH B maparpad 1, B paspemeHueTro
3a THProBUs C€ I0COYBA, Y€ JIEKAPCTBEHUAT IPOAYKT € ChILECTBYBAI JIEKAPCTBEH
IPOAYKT, paspemieH B Chio3a, 32 KOWTO € pa3pelieHo JOMbJIHUTETHO TePareBTUYHO
IIOKa3aHue.

Ynen 85
H3zKnrouenus om 3aKkpuiiama Ha npasama 6bpxy UHMeNeKmyaiHama coOCmeeHocm

[laTeHTHHTE TIpaBa WM CEePTH(PHUKATUTE 3a JOMBIHHUTENHA 3aKpWia ChIJIACHO
[Pernmament (EO) Ne 469/2009 — CII, monsi, 3aMeHeTe M030BaBaHETO C HOBHS MHCTPYMEHT,
KoraTo ObJie IPHUET| HE ce CUMTAT 3a HApYIIECHH, KOraTo peepeHTeH JIeKapCTBEH MPOAYKT ce
U3I0JI3BA 32 IEJIUTE Ha:

a) W3CJICIBAHNS, U3IIMTBAHKS U IPYTU JEHHOCTH, U3BBPLIBAHU 3a T€HEPUPAHE HA TaHHU
3a 1aJICHO 3asBJICHUE, BbB BPb3Ka ChC:

1)  paspemieHHe 3a TBPrOBUS C TCHEPUYHHU, OWOMOAOOHM, XHOPHUIHH WU
OMOXUOPUIHU JIEKAPCTBEHU MPOYKTH U 3a IMOCJIEABAIIY IPOMEHH B HETO,

11) OIEHKa Ha 3JpaBHUTE TEXHOJIOTMHM  CBIJIACHO  OINpPEAEICHUETO B
Pernament (EC) 2021/2282,

111) LeHOoOOpa3yBaHE U Bb3CTAHOBSIBAHE HA Pa3XOUTE;

6) HeﬁHOCTHTe, HU3BLPHIBAHU CAUHCTBCHO 3a LCJIUTC, ITOCOUYCHU B 6YKBa a), Morart aga
06XBaIIIaT IMOoAaBaHCTO Ha 3ad4BJICHHUC 3a pa3pCHICHUC 3a TbPrOBHUA W MPEAJIaraHeTo,
MMponu3BOACTBOTO, HpOI[a)I(6aTa, A0CTaBKaTa, CbXpPAaHCHUCTO, BHOCA, yHOTpe6aTa u
3aKYIMYBAHCTO HA MATCHTOBAHM! JICKAPCTBCHHU IMPOAYKTU WA IMPOLECH, BKIIFOUUTCIIHO
OT AOCTaBYHULIK TPCTU CTPAHU U JOCTABUUIIN HA YCIIYT'U.

ToBa u3kiItoueHHne He oOXBallla IMyCKaHETO Ha Ia3apa Ha JEKAapCTBEHU IPOAYKTH,
IIOJIyYEHU B PE3YJITaT HA TAKUBA JEHHOCTH.

Ynen 86
Ilpeoumcmea 3a neouampuyHume eKapcmeenu npooyKmu

l. KoraTo 3asBiieHHe 3a pa3pelleHHe 3a ThProBUS BKJIKOYBA PE3YJITATUTE OT BCUUYKH
U3CJIEeBaHMsI, TPOBEICHW B CBHOTBETCTBHE C OJOOpPEH IUIaH 3a MeIUaTphudHO
H3CJICABAHC, MPUTCKATCIIAT HA IMAaTCHTA WKW Ha CepTI/I(l)I/IKaTa 3a OOII'bJIHUTCIIHA
3aKpuiia UMa MpaBO Ha IIECTMECEYHO YABbJDKaBaHE Ha CPOKa, MOCOYEH B ujieH 13,
naparpapu 1 u2 or [Permament (EO) Ne469/2009 — CII, mons, 3ameHeTre
MI030BAaBAaHETO C HOBHSI HHCTPYMEHT, KOraTto 0bJie mpHuer].
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[IbpBata anuHes ce mpusara ChbUIO Taka, KOraTo 3aBbPUIBAHETO Ha 0JOOpEHUS IJIaH
3a NeAUaTpUYHO M3CIEABAHE HE JOBEIE [0 MH3/JaBaHE Ha paspellieHue 3a
NeAMATPUYHO TIOKa3aHUE, HO pE3ylITaTUTe OT MPOBEACHUTE U3CIECABAHUS Ca
OTpa3eHH B KpaTKaTa XapaKTepUCTHKA Ha MPOAYKTa M aKO € LelIechoOpa3Ho, B
JMCTOBKAaTa Ha ChbOTBETHUS JIEKAPCTBEH MPOAYKT.

3a menuTe Ha MpHIIaraHeTo Ha naparpad 1 B pa3penieHHeTo 3a ThProBusl ce BKIIOYBa
CTAHOBHIIETO, TIOCOYCHO B WieH 49, maparpad 2 oT HacrosIiaTa JUPSKTUBA WIH B
unen 90, maparpad 2 ot [mpepaborenus: Permament (EO) Ne 726/2004].

Koraro ce wusnomn3Bar mnpouenypute, yctaHoBeHu B riaBa I, pasmenu 3 wu 4,
IIECTMECEYHOTO yABbJDKaBaHEe Ha CPOKa, MOCOUeH B maparpad 1, ce mpeaocTasst camo
aKo MPOAYKTHT € pa3pellieH BbB BCUUKHU JAbP)KaBH WICHKH.

B cnywaii Ha 3asgBi€eHME 3a HOBM TEpAlEBTUYHU TOKa3aHUs, BKJIKOYUTEIHO
NeANaTPUYHU TOKa3aHUsl, HOBH JIEKApCTBEHU (OPMH, HOBU KOHI[EHTPALUU U HOBH
IBTHINA Ha BBBEXKJAHE HA Pa3pelIeHU JICKAPCTBEHU MPOJYKTH, KOUTO Ca 3alUTCHH
cbc cepTudUKAaT 3a JOMBIHUTENHAa 3akpuia cbriacHo [Permament (EO)
Ne 469/2009 — CII, mons, 3aMEHETe M030BAaBAHETO C HOBHSI MHCTPYMEHT, KOTaTO
ObJle mpHeT| WK C MaTeHT, OTTOBAPSAI] Ha YCIOBUSTA 32 H3JaBaHe Ha cepTU(UKAT 3a
JIOTBJIHUTENIHA 3aKpuja, B3 OCHOBA Ha KOWTO C€ pa3peliaBa HOBO NEAUATPUYHO
nokasanue, naparpadu 1,2 u 3 He ce mpuiaraT, ako 3asBUTENAT MOUCKA U TOTYYH
€IHOTOAMIIHO YAbJKaBaHE HAa CPOKA Ha Ma3apHa 3allluTa 3a ChOTBETHUS JIEKAPCTBEH
MPOJYKT HAa OCHOBaHHE, Y€ TOBA HOBO IMEJUATPUYHO MOKAa3aHHME HOCH 3HAYUTEIIHA
KIIMHUYHA 110J132 B CPAaBHEHHE ChC CHINECTBYBAIIUTE TEPAIHH, B CHOTBETCTBUE C
ynieH 81, maparpad 2, mbpBa anuHes, OykBa r).

I'nasa VIII
Mepku cjieq M31aBaHe HA pa3pelieHue 32 ThProBus

Ynen 87
Hanoowcenu npoyusanus cneo nonyuasane na paspeuierue

CJ'ICI[ N3JIaBAHCTO Ha pa3pCHICHUC 3a TbPrOBUA KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa
YICHKA MOXKC J1a 3aABJIKH NPUTECKATEIA Ha pa3pCUHICHUCTO 3a TbProOBUA:

a) Ja mpoBeJe MpoydBaHE 3a 0€30MacHOCT clie/l MOoJydyaBaHE Ha pa3perieHueTo,
aKo ca HaJWIe OIMAaceHWs OTHOCHO PHCKOBETE, CBBP3aHH C paspelieH
JIEKapCTBEH MPOAYKT. AKO €IHU U CBIIHM OMACEHHUsl Ce OTHACST 3a MOBEYE OT
€IMH JIGKapCTBEH NPOMYKT, Cie] KoHcynTanuu ¢ Komurera 3a oneHka Ha
pucka B objactra Ha ¢apMaKoIOTHYHATA OAUTEITHOCT, KOMIETEHTHUAT OpTraH
Ha Jbp)KaBaTa WICHKa HachpYaBa ChOTBETHHUTE MPUTESIKATEIM HA pa3peIICHUS
3a TBHProBUS Ja MpOBENaT CHBMECTHO INPOy4YBaHE 3a OE30MACHOCT CIej
MoJIy4yaBaHe Ha pa3pelieHreTo;

0) 1a mpoBene mpoyuBaHe 3a €UKACHOCT CJel MOoJyuaBaHE Ha pa3pelieHHeTo,
Korato pasOupaHero Ha 3a00JISIBAHETO WJIM KIMHUYHATA METOOJIOTHS
MOKa3BaT, Y€ MOXKE J]a € HeOOXOAUMO MPEAUIIHUTE OIEHKH Ha e(pUKACHOCTTA
na ObIaT mpepasriieflaHd 3HAYMTENTHO. 3aIb/DKEHHETO 3a IMPOBEXKIaHE Ha
nmpoyuBaHe 3a e(hUKACHOCT Clie]] MoJdydaBaHe Ha pa3pelIeHHeTo ce OCHOBaBa Ha
ACJIIETUPAHUTE aKTOBE, IIPUCTHU B CHbOTBETCTBUEC C YJICH 88, KaTO CBIICBPEMECHHO
ce B3eMaT MpeBU] HAYYHUTE HACOKH, TOCOYCHH B wieH 123;
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B) Ja TpoBelIe MpOydYBaHE 3a OICHKA Ha pHCKa 3a OKOJHATa cpena Clield
MoJlydaBaHEe Ha pa3pelIeHHeT0 M Ja chOepe JaHHU OT MOHUTOPUHT WIIH
uHpopManus 3a ynorpedara, ako ca HaJIUIIE OIMACEHHsI OTHOCHO PHCKOBETE 3a
OKOJIHAaTa cpenia MM OOIIECTBEHOTO 37paBe, BKIIOYUTEITHO aHTUMHUKPOOHATa
PE3UCTEHTHOCT, TPOM3TUYAIIM OT pa3pelieH JIGKAPCTBEH MPOIYKT WU
CBBP3aHO C HETO aKTUBHO BEIIECTBO.

AKO €IHM M CBIIM ONACEHUs CE OTHACAT 3a IOBEYE OT €IUH JICKapCTBEH
OPOAYKT, cJeA KOHCYITalUMM C ATEHLHUATa, KOMIETEHTHHMAT OpraH Ha
IbpKaBaTa YICHKa HachbpyaBa CbOTBETHUTE IPUTEXKATECIM Ha pa3pelIcHUs 3a
ThProBHs Ja IPOBEJAT CbBMECTHO IPOYYBAHE 3a OLICHKA HAa PUCKA 332 OKOJIHATA
cpena cief Mojy4aBaHe Ha pa3pelleHueTo.

Hanaranero Ha TakoBa 3aJb/DKEHHE ce 0OOCHOBaBa HAIJIEKHO M ce choOINaBa B
nucMeHa (opma, KaTo ce OCoYBaT LEIUTE U BpeMeBaTa paMKa 3a MpeJCTaBsIHETO U
MPOBEXKIAHETO HA IPOYUBAHETO.

KoMmneTeHTHHAT opraH Ha Jabp)KaBaTa WiIEHKAa IPENOCTaBs Ha IPUTEXATelns Ha
paspelieHrue 3a TBPrOBHs BB3MOXKHOCT Jla IIPEACTaBUM NHUCMEHUM KOMEHTapu B
OTTOBOP HA HAJIAraHETO HA 3aJbJDKEHUETO B PAMKUTE Ha CPOK, OIIPECIIEH OT OpraHa,
aKo IPUTEXKATENAT Ha pa3pellieHue 3a ThProBUsl IOMCKa TOBa B Cpok OT 30 AHM OT
[I0JIy4aBaHe Ha IMCMEHOTO YBEIOMIICHHUE 32 3aIbJDKCHUETO.

Bp3 ocHOBa Ha mnDHCMEHHUTE KOMCHTapu, IMIPCACTABCHHU OT MPUTCKATCII Ha
paspC€iCcHUC 3a TbproBusd, KOMIICTCHTHHUAT OPrad Ha AbprKaBaTa YICHKA OTMCHS WA
MOTBBPKAAaBa 3aIbJIZDKCHUCTO. Koraro xoMIneTeHTHUAT OopraH Ha AbpiKaBaTa YJICHKaA
NOTBBPAU 3aABJKCHUCTO, YCIIOBUSATA HA PA3pCHICHUCTO 3a ThbProBUdA CC IIPOMCHAT,
TaKa 4€ B TAX Ja 6’1)116 BKJIIOYCHO U 3aABJDKCHUETO, 4 CUCTEMATA 3a YIIPABJIICHHUC Ha
pUCKa CbOTBCTHO CC aKTyaJIn3Upa, KOraTo € I_ICJ'ICC'LO6pa3HO.

Ynen 88

,Z]eﬂezupcmu aKmoee OnHOCHO npoydsanuima 3a eqbuKClCHOCm cneo nojydyaeane Ha

paspeuierue

3a 5a ce ompeaensaT CUTYyallMuTe, B KOUTO MOXKE Ja C€ M3UCKBAT MPOYYBAHHS 3a
e(UKacHOCT cJieJ ToJlyuaBaHE Ha pa3pelieHHe ChIVIACHO 4WieHoBe 44 u 87,
Komucusita Moke 1a mpuema, OCpeICTBOM JEIETUPAHU aKTOBE B ChOTBETCTBHE C
yieH 215, Mepku 3a IOIIbIHEHUE Ha pa3nopenouTe Ha uieHoBe 44 u 87.

HpI/I MNPUCMAHCTO Ha TaKWBa [JCJICTUPAHHU AKTOBE Komucusra JeicTBa B
CbOTBETCTBHCE C pa3HOp€JI6I/IT€ Ha HacTodmara JUpPCKTHBA.

Ynen 89
Pecucmpupane na ycnosusama, cevpzanu ¢ paspeuienusi 3a mvpeoeus

[IpuTexarenar Ha pa3pelleHHe 32 ThProBUSl BKJIKOYBA BCHUUKHU YCIIOBHS, CBBP3aHU C
0e30macHOCTTa WM ePUKACHOCTTA, IOCOYEHU B wieHOBe 44, 45 u 87, B cucremara 3a
yIpaBJIeHUE Ha pUCKa.

HbpxaBute uieHKH WHPOpMUpAT ATEHIHITA 32 pa3pelIeHUsATa 3a ThPTOBHS, KOUTO
ca M3JaIM TpPU ONpPENENIEeHHW YCIOBUSl CbhIIacHO wWieHoBe 44 u 45, U 3a BCHUYKHU
3aIbJKEHHS, HATIO)KEH! B ChOTBETCTBHUE C UJicH 87.
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Ynen 90

AKmyanu3upaHe Ha paspeueruemo 3a mvpco6usl 666 6Pb3KA C HAYYHUA U MEXHOI0CUYHUA

Hanpeovk

Cnen wu3gaBaHeTO Ha pa3pelieHHe 3a ThProBus B CHOTBETCTBUE ¢ Tuiasa Il
MIPUTEXKATENAT HA PA3PELICHUETO 3a ThProBUS B3€Ma MPEABUL HAYYHO-TEXHUUYECKUS
HaIpeIbK MO OTHOLIEHWE HA METOIMUTE Ha MPOU3BOJCTBO U KOHTPOJ, IOCOUYECHHU B
3as1BJICHUETO 32 TOBA PA3PEIICHUE 32 ThPrOBUS, U BbBEXK/1A €BEHTYaTHO HAJIArauuTe
ca TMPOMEHHU, 3a Ja MOXKE JIEKQpCTBCHUAT NPOAYKT Jaa ObJe MPOU3BEKIAH H
KOHTPOJIMPAH upe3 OOMIONPUETUTE HAYYHH METO/IH.

Te3u IMPpOMCHH IOJJIC)KAT Ha 0;[06peHHe OT CTpaHa Ha KOMIICTCHTHHA OpraH Ha
CbOTBCTHATA JAbpiKaBa YJICHKA.

[IpuTexarenar Ha pa3pelIeHUETO 3a ThProBUs MPEOCTaBsi HA KOMIIETEHTHUSI OpraH
Ha Jbp)kaBaTa 4WieHka 0e3 HeolpaBaaHO 3a0aBsiHE BCSKAa HOBa MH(pOpMAaIUs, KOSTO
MOXE Ja JOBel€ A0 HM3MEHEHHE Ha JIaHHUTE WIM JOKYMEHTHUTE, TOCOYCHH B
yieHoBe 6, 9—13, 62, unen 41, naparpad 5, npunoxxenue [ wnm npunoxenwne 11.

[To-cenmanHO TNpHUTEXATEISIT Ha pa3pelIeHHeTO 3a THProBUs yBeAoMsiBa 0e3
HEoNpaBJaHO 3a0aBsiHE KOMIETEHTHHUS OpraH Ha JIbp)KaBaTa 4IEHKa 3a BCSKa
3a0paHa WM OrpaHUYEHHE, HAJOXKCHM Ha TPUTESKATEIS Ha pa3pelIeHHeTo 3a
THProBUS HJIM Ha CYOEKT, KOWTO € B JOTOBOPHU OTHOUICHHS C HEro, OT
KOMIIETEHTHUTE OpPTaHW Ha BCSKAa JIbp)KaBa, B KOSTO JICKAPCTBEHHST MPOIYKT CE
mpeiara Ha masapa, KakTo M 3a BcsiKa Japyra HoBa MH(opmanus, KOSTO MOXe Jia
OKa)Xe BIMSHUE BBPXY OIEHKaTa Ha TMOJ3UTE W PHUCKOBETE OT CHOTBETHHS
JeKapcTBeH MponaykT. MHdopmanmsTa BKIIOYBA KAKTO MOJOKUTEIHHUTE, Taka H
OTPHIIATEIIHUTE PE3YATaTH OT KIWHUYHU W3NUTBAHUS WIM JPYTH M3CICIABAHHS 32
BCUYKHM TEPAaNEeBTHYHH IMOKAa3aHUs U TPYNH OT HACENEHHETO, HE3aBUCHMO JalU ca
4acT OT pa3peuieHHeTo 3a THProBHs, KAaKTO M JaHHM OTHOCHO ymorpebaTa Ha
JIeKapCTBEHUs MPOAYKT, KOraTo Ta3| yrnorpeda € U3BbH yCIOBUATA HA Pa3peIIeHUETO
3a THPrOBUSI.

[TputexkaTenar Ha pa3pelleHHeTO 3a TBHProBHs TapaHTHpa, Y€ YCIOBHATA Ha
pa3pelIeHrneTo 3a ThProBUsl, BKIIFOUUTEIHO KpaTKaTa XapakTepUCTHKa Ha MPOAYKTa,
€THKETa U JINCTOBKATA, TEKYILO CE aKTyaJu3UpaT B CbOTBETCTBUE CbC CbBPEMEHHUTE
HAy4YHU MO3HAHUA, KaKTO U ChC 3aKJIIOUYEHHUATA OT OLEHKUTE U MPENOPBKUTE, KOUTO
ca OIOBECTEHU MYyOIMYHO TOCPEACTBOM €BPONEHCKHS HMHTEPHET MopTal 3a
JeKapcTBa, Ch3JaJ€H B CcbhoTBeTCTBUE ¢ ujeH 104 ot [mpepaboreHus
Pernament (EO) Ne 726/2004].

KomneTeHTHUAT opraH Ha Ibp’kaBaTa Wi€HKa MOXKE [0 BCSKO BpeMe Jia MOMCKa OT
IIPUTEXKATEIS Ha Pa3peLIEHUETO 3a ThProBUs Ja IPEICTaBU JaHHHU, KOUTO J1I0Ka3BarT,
4ye CBOTHOIIEHUETO IMOJ3a/pUcCK ocTaBa OnaronpusTHo. Ilpurexarenar Ha
pa3peleHNETO 32 THPrOBUS OTIOBapsl M34YEpPHATENIHO U B YKa3aHMsI CPOK Ha BCSIKO
TakoBa MckaHe. [IpurexarensT Ha pa3pelieHneTo 3a ThProBUsl OTTOBaps ChILO TaKka
M34YEPIIATEIHO U B YKa3aHUS CPOK Ha BCSKO MCKAHE Ha KOMIIETEHTEH OpraH OTHOCHO
MPUJIAraHeTo Ha BCUYKHM HAJOXKEHHW IPEAM TOBA MEPKH, BKIIIOUHUTEIHO MEpPKU 3a
CBEX/IaHE Ha PUCKA JJO MUHUMYM.

KoMrneTeHTHUAT opraH Ha JbpkaBaTa 4WIEHKa MOXKE J1a M3UCKa IO BCAKO BPEME OT
IIPUTEXKATEN] HAa PA3pELICHUETO 3a ThProBUs Ja MPEJOCTaBU KOIHKE OT OCHOBHATA
JOKyMEHTaIusl Ha cuctemara 3a (apmakosiornyHa OgutenHoct. [lpurexarenst Ha
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Pa3sp€IICHUCTO 3a ThbPTOBHA IMPEAOCTABA TOBA KOIIME HE ITO-KBCHO OT CEACM OTHHU CJIC
MoJiy4yaBaHC Ha UCKAHCTO.

HpI/ITe)KaTeJ'ISIT Ha pa3pC€IICHUCTO 3a THProBus OTTroBaps CHIIO TaKa U34YCPIIATCIHO U
B yKa3aHHd CPOK Ha BCAKO MCKAHC HAa KOMIICTCHTCH OpraH OTHOCHO HU3IIBJIHCHUCTO
Ha BCUYKH MCPKH, HAJTOXKCHU IIPEAN TOBA 110 OTHOIICHUC HAa PUCKOBETE 3a OKOJIHATa
cpcaa nuin O6H.ICCTB€HOTO 3ApaBC, BKIIOUUTCIIHO aHTI/IMI/IKpO6HaTa PE3UCTCHTHOCT.

Ynen 91
Axmyanusupane na niaHoseme 3a ynpasjieHue Ha pucka

[TpuTexaTenar Ha pa3perieHHUETO 3a ThPrOBHS C JIEKAPCTBEH MPOAYKT, MOCOYEH B
yieHoBe 9 u 11, npeacraBs Ha KOMIIETEHTHUTE OPraHM HA ChOTBETHUTE IbpPKaBU
YJIeHKM IUIaH 3a YIpaBJeHWEe Ha pHCKa M pe3loMe Ha TO3W IUIaH, KOTraTo
pa3pelieHrueTo 3a ThproBus 3a pedepeHTHUs JIEKAPCTBEH MPOAYKT € OTTETJIICHO, HO
pa3pelIeHueTo 3a ThProBUsl 3a JIEKAPCTBEHUS MPOAYKT, TOCOYEH B uiieHoBe 9 u 11, e
3aIa3eHo.

IInanbT 3a ynpaBieHHME HA PUCKAa U PE3IOMETO HA TO3U IUIAH C€ IIPEICTaBAT Ha
KOMIIETEHTHUTE OPraHd Ha ChOTBETHHUTE IbP)KAaBU UJIEHKU B paMkuTe Ha 60 qHU
cilel OTTEerJSIHETO Ha Pa3pelIeHUEeTO 3a ThProBHUs 3a pedepeHTHHs JIeKapCTBEH
IIPOJYKT ITOCPEICTBOM IIPOMSHA.

KoMmneTeHTHHUAT opraH Ha AbpikaBaTa WiIEHKa MOJXKE J1a HaJOXKU Ha MpUTEeXaTess Ha
paspelieHrue 3a THhProBUSl 3a JICKAPCTBEH MPOAYKT, MOCOYEH B ujieHOBe 9 u 11,
3aIbJDKEHUE J1a TPEJCTaBH IJIaH 3a YIpaBlieHHWE Ha PUCKA M Pe3lOME Ha TO3M ILIaH,
KOraro:

a)  ca HaJOXEHU JIONMBJIHUTEIIHU MEPKH 3a CBEXXJaHE Ha pUCKa A0 MUHHUMYM IO
OTHOILIEHHE Ha peepeHTHHSI IEKaPCTBEH MPOIYKT; HIIN

6) TOBa e 000CHOBAHO OT ChOOpaXkeHMs 3a (papmMakoIOruyHa GAUTEIHOCT.

B cnyuas, nocouen B maparpa¢ 2, OykBa a), IJIaHBT 3a YIpaBJICHHE HA PHUCKa Ce
ChIJIaCyBa C IJIaHAa 3a yIpaBJIeHUE Ha pUCKa 3a peepEeHTHHS JIeKapCTBEH MPOAYKT.

HanaraneTo Ha 3a1bKEeHHETO, TOCOUEHO B maparpad 3, ce 000CHOBaBa HAJIJIEKHO B
nucMeHa (opma, choOIIaBa ce Ha MPHUTEXKATENS HA Pa3pelIeHUETO 3a ThPTrOBUS U
BKJTIOYBA KpaHHUA CPOK 3a MPEJCTAaBSHE HA TUIaHA 3a YIpaBJIICHHWE HA PUCKA W HA
PE3IOMETO MOCPEICTBOM MPOMSIHA B YCIIOBHUSATA HA Pa3pEIICHUETO 32 ThPTrOBUSI.

Ynen 92
IIpomsana Ha paspeweHuemo 3a mvpeosus.

3asgBieHUE 3a MMPOMSIHA HA PA3PELICHHE 332 ThPrOBUS, BHECEHO OT IIPUTEXKATeNs Ha
pa3pelIeHneTo 3a THProBHs, C€ I0JlaBa IO EJNEKTPOHEH NbT BbB (HopMaTHTE,
MIPEIOCTaBEHN OT ATEHIMATA, OCBEH aKO ITPOMsIHATAa HE IPEICTABIIsABA aKTyaIN3alUs
OT CTpaHa Ha IpUTEXATENsd Ha PA3pEIICHUETO 3a ThPrOBUS HAa CBbpP3aHa C HErO
uH(popMalrs, ChbXpaHsBaHa B 0aza JaHHHU.

HpOMCHI/ITC Cce KHaCI/I(I)I/II_II/IpaT B pa3IMYHU KATCTOPUH B 3aBUCUMOCT OT CTCIICHTA Ha
pUCKa 3a O6H.[CCTBCHOTO 3ApaB€ U MOTCHIUAJIHOTO BB3JACHCTBUE BBPXY Ka4u€CTBOTO,
0e30MmacHOCTTa H C(I)I/IKaCHOCTTa Ha CBOTBCTHHUA JICKAPCTBCH TIPOAYKT. Te3u
KaTCropmuu Bapupar OT IIPOMEHU B YCJIIOBHATA HA Pa3pPCIICHUETO 3a ThbPrOBUs, KOUTO
HMaT HaW-rojsMO IOTEHLHMAJIHO BB3ACHCTBHE BBpPXY Kau€CTBOTO, 0e30ImacHOCTTa

122

BG



WM epUKaCHOCTTa Ha JIEKApCTBEHUS MPOIYKT, 0 MPOMEHHU, KOMTO HE OKa3Bar
BB3JICHCTBUE WM UMAT MUHUMATTHO BB3/ICHCTBUE BBPXY THX.

3. [Ipouexypure 3a pasriaexaaHe Ha 3asBICHHUATA 32 IPOMEHH ca MPOMOPIMOHAIHU Ha
CHOTBETHUTE PUCKOBE M Bb3JeHCTBHE. Te3u mpoleaypu Bapupar OT IpOLEaypH, IIPH
KOWTO IIPWIAraHETO € OIYCTHMMO EIMHCTBEHO Ciiell 0f00peHHe BB3 OCHOBAa Ha
ISUIOCTHA HAyyHa OIEHKA, A0 IPOLENypH, IpU KOUTO Ce€ JONycKa He3abaBHO
IpUJIaraHe M IOCJeIBAI0 YBEIOMSBAaHE Ha KOMIIETCHTHUS OpraH OT IPHTEXaTels
Ha pa3peuieHHeTo 3a THProBus. Te3um mpoueaypu MOXKe Ja BKIIOYBAT H
aKTyaJu3allMd OT CTpaHa Ha TNPUTEXKATeNs Ha pPa3pelIeHHEeTO 3a THPrOBHA Ha
CBBbp3aHa ¢ Hero HH(GopMaIys, ChbXpaHsBaHa B 0a3a TaHHHU.

4. Ha Komucusara ce mpemocraBs mpaBOMOIIMETO Ja MpHEeMa JeJerHpaHd aKkTOBE B
CHOTBETCTBUE C WieH 215, 3a J1a HONBJIHM HACTOSINATA JUPEKTUBA, KATO OMPEICIH
CJIETHOTO:

a)  KaTeropuuTe, IOCOYEHM B naparpad 2, B KOUTO c€ KJIaCU(PHUIMPAT IPOMEHUTE;

0) pedaa 3a pasmiexaaHe Ha 3asABJICHUS 3a IPOMEHH B YCJIOBHUATA Ha
paspenieHusTa 3a ThProBHSs, BKIIOUUTEIHO MPOLEAYPUTE 33 aKTyaTu3WpaHe
ype3 6a3a JTaHHH;

B) yCJIOBUsATA 3a IIOAABAHC HAa €AHO 3adABJICHHMC 3a IMOBCYC OT €AHA IpPOMAHA B
yCjoBUusAiTa Ha €IHO U CHIIO Pa3pCHICHUC 3a THProBUA MU 3a €AHA U Chbla
IIpOMsHA B YCJIOBUATA HA HAKOJIKO pa3pCUICHUA 3a ThbPrOBUs,

I)  IIOCOYBAHETO Ha OCBOOOXKJABaHMs OT MPOLEAYpUTE 3a BHACSHE Ha MPOMEHHU,
IpY KOUTO aKTyaIM3UpaHETO Ha HH(OpPMAIHTA B Pa3pELICHUETO 33 ThPrOBUS,
IIOCOYEHO B IIPWIIOKEHUE I, MOXKeE 1a ce U3BBPIIN HEIIOCPEIACTBEHO;

)  YCIOBUSATA W MPOLEIYPUTE 32 CHTPYAHUYECTBO C KOMIIETEHTHHTE OpraHd Ha
TPETH IbPKABU WU C MEXKIYHAPOJHU OpPTaHHM3AIMH MPH Pa3lJIeKTAHETO Ha
3asBJICHUS 32 MPOMEHHU B YCIIOBHSITA HA Pa3pEIIEHUETO 33 ThPTrOBUS.

Ynen 93

IIpomsana na paspewenuemo 3a mvp2osus 8 pamKume Ha OeYeHmpaIusupaHama npoyeoypa
U Ha npoyedypama no 83auMHO NPU3HABAHE

3asiBIeHHE 3a MPOMSHA HA pa3pelleHHe 3a ThProBHs, W3/1aJ€HO B CHOTBETCTBHUE C
pasnopenoure Ha riasalll, pasmenn3 wu4, ce momaBa OT mpHUTeXareias Ha
pa3pelIeHneTo 3a THProBHUsSl 10 BCUYKU IbpKABU UIEHKH, B KOUTO CHOTBETHHUSAT
JEKapCTBEH NPOAYKT Bede € paspemieH. Cpmoro ce mpwiara M KOTaro
I'bPBOHAYAIIHUTE pa3pelieHusi 3a ThProBUsS ca OWIM U3JaJACHU 4Ype3 OTJIEIHU

IPOLEAYPH.

2. B cnyuait Ha apOutpax nmpen Komucusara nporemypara, onpeaeieHa B ujieHoBe 41
n42, ce mpunara Mo aHaJIOrus 3a TPOMEHHUTE, BHECEHH B pa3pelICHUATa 3a
THpProBUs.

Ynen 94

HpOM}lHCl Ha paspeweruima 3a mvpcosusl 663 OCHOBA HA ne()uampulmu Uu3Cne08aHUs
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Bb3 ocHOBa Ha CHOTBETHUTE MEAMATPUYHHM KIWHHUYHU H3CICIBAaHUS, TOTYYCHU
cpriaacHo wieH 45, maparpad 1 or Pernmament (EO) Ne 1901/2006 na EBpomnetickust
napiaamedT U Ha CbBeTa’®, KOMIIETEHTHUTE OpPraHM HA JbP/KABUTE UIEHKH MOTaT
ChOTBETHO Ja BHECaT MPOMEHU B PA3PEUICHHETO 32 THPrOBHsS HA 3aCETHATHS
JICKapCTBEH MPOJYKT U JIa aKTyaJH3upaT KpaTkara XapaKTepUCTHKA U JIMCTOBKATa Ha
3acerHaTHs JeKapcTBeH NpoAykT. KommereHTHUTE opranu oOMeHSAT wH(opmamus
OTHOCHO TIPEJICTABEHUTE W3CJICIBAHMS M aKO € IIeJIechoOpPa3HO, OTHOCHO TEXHHUTE

nocjcauuu 3a CbOTBETHUTC Pa3spCUICHUA 3a ThPrOBH.

Hetinoctute mo maparpad 1 mpuKIOUBaT B CPOK OT MET roauuu, cuutaHo ot [CII,
MoJIs, BbBEJIETE Aarara = 18 Mecela ciie]] Aarata Ha BJIM3aHE B CUJIA HA HAcTOsIIaTa
JIUPEKTUBA].

Korato manmeH nexapcTBEH MPOAYKT € paspelieH ChIIacHO pa3nopenduTre Ha
rnaBa III B3 ocHOBa Ha WH(pOpMaNKATa, TOJYy4eHAa B CHOTBETCTBHE C 4ieH 91 or
[mpepaborenust  Permament (EO) Ne 726/2004], KOMIIETEHTHHUTE OpraHd  Ha
IbPXKABUTE WICHKHM MOTAaT CHhOTBETHO Ja BHECAaT MPOMEHHU B Pa3pelICHHETO 3a
THProBUSl CbC 3aCETHATHUsl JIEKAPCTBEH MPOAYKT M Ja aKTyalu3upar KparkaTa
XapaKTepUCTHKA Ha MPOJIYKTa U TUCTOBKATA.

JbpxaBuTe WieHKH 0OMEHAT MH(POpPMALUs OTHOCHO NPEJICTaBEHUTE U3CIIECBAHUS U
aKo e 1eaecbo0pa3Ho, OTHOCHO TEXHUTE MOCIIEANLIU 32 ChOTBETHUTE pa3pelLIeHus 3a
THPTOBHSI.

AreHnuATa KOOpaAUHUPa 0OMeHa Ha UH(OpMAIIHSL.

Ynen 95
Ilpoyedypa no cezupamne 6 unmepec na Cvroza

B xoHkpeTHHM cilydau, Korato ce 3acsrat uarepecure Ha Cbro3a, Ibp>KaBUTE WICHKH
wm Komucusra otHacsaT Benpoca 10 Komwurera mo jekapcTBEHHTE NMPOLYKTH 3a
XyMaHHa ynoTpeda ¢ LeJl IMpularaHe Ha IpoleaypaTa, yCTaHOBEHA B diieHOBE 41
u 42, npeau na ObJie B3€TO PELIeHUE MO 3asBJICHUE 3a M3/1aBaHEe Ha pa3pellieHue 3a
THProBUSl WJIM 3a CIHpaHe Ha JAEWCTBUETO WM 3a OTMSHA Ha pas3pelieHHe 3a
THPrOBUs, WM 3a BCSIKA Jpyra HeoOXoAMMa IMPOMsHA B pa3pelIeHUeTo 3a ThbProBusl.
JbpxaBute uneHkd 1 Komucusra HaJjIeKHO B3eMaT NPEIBU] BCUYKU HCKaHMS Ha
3asBUTEIS WIM Ha MIPUTEXKATENs HA pa3pellIeHUETO 32 ThPrOBUSl.

Korato ce3upaneTo mpou3THya OT OIlEHKa Ha JaHHHU, CBbP3aHH ¢ (hapMaKOJIOTHIHATA
OIUTETHOCT Ha pa3pellleH JEeKapCTBEH MPOJYKT, BBIPOCHT C€ Ipempaiia Jo
Komurera 3a oreHka Ha pucka B o0yiacTTa Ha (apMakoJOrHYHaTa OIUTETHOCT U
MOXe Ja ce mpuioxu uieH 115, maparpag 2. KomMuTeTsT 3a olleHKa Ha pHUCKa B
ob0nactra Ha (QapMakoJOTMYHATa OJUTETHOCT M3rOTBA MpernopbKa ChITIACHO
npolieypara, ycraHoBeHa B wieH 41. OkoHYaTenHaTa Impenopbka ce IMpernpaiia Ha
Komurera 1O JekapcTBEHHTE TMPOAYKTH 3a XyMaHHa yrnoTpeba WM Ha
KOOpJIMHAIIMOHHATA IpyMa, KakTo € IieJecho0pasHo, W ce IMpujiara npoueaypara,
yCTaHOBeHa B uieH 115.

39

Pernament (EO) Ne 1901/2006 na EBpomnelickus napiamenT n Ha CobBeta ot 12 nexemspu 2006 T.
OTHOCHO JIEKapCTBEHUTE IPOJYKTH 3a IefuMaTpu4yHa ymnorpeba M 32 HM3MEHEHHWEe Ha
Pernament (EMO) Ne 1768/92, Hupextusa 2001/20/EO, Hupextusa 2001/83/EO u
Pernament (EO) Ne 726/2004 (OB L 378, 27.12.2006 1., cTp. 1).
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KoraTo o6ave € M3IbJIHEH HAKOM OT KpuTepunTe, n30poeHu B wieH 114, maparpad 1,
ce mpuJiara npoueaypara, ycraHopeHa B wieHose 114, 115 u 116.

CroTBeTHaTa AbprKaBa YICHKa WA Komucwusra sicHO OIIPECACIIAT BBIIPOCA, KOHTO ce
OTHACAd 1O KOMHUTCTA 3a pa3rJICKAAHEC, U YBCAOMABAT 3asABUTCIIA UJIU IIPUTCIKATCIIA HA
Pa3sp€IICHUCTO 3a ThPIroBUs.

JbpKaBUTE WICHKU U 3asABUTEIAT WIM MPUTEKATEIAT HA pa3pelIcHUE 3a ThProBUs
IPEJOCTaBAT Ha KOMUTETA IsUlaTa HaJM4HA MHGOpMalKs, UMallla OTHOIIEHUE KbM
pasrieKIaHus BbIIPOC.

Koraro BBIIPOCHT, KOHUTO ce oOTHacA A0 KOMHUTETA, 3aciara aCOPTHMEHT OT
JICKAPCTBCHU IMPOAYKTHU HJINW TCPAINICBTUYCH KJIac, AFCHLII/IHTB. MOKC J1a OorpaHn4u
mnmpoucaypara 0 OonpeaAciI€H KOHKPETHHU YaCTHU OT Pa3pCIICHUCTO.

B takbB ciyyaii wien 93 ce mpuiara 3a T€3H JIGKAPCTBEHU MPOAYKTH CaMO aKo Te ca
00€eKT Ha IpoleAypUTE MO pa3pelaBane, nocoueHu B rnasa Il pasnenu 3 u 4.

Koraro o00xBarpT Ha mpoueaypara, 3allo4yHaTa [0 HACTOSALIMS WIEH, 3acsra
ACOPTHUMEHT OT JIEKaPCTBEHH MPOAYKTH UM TEparieBTUYEH KJIac, B HEsl C€ BKIIFOYBAT
M JICKapCTBEHUTE MPOAYKTH, OOXBaHATH OT IEHTPAIMU3UPAHO PaA3PEIICHHUE 3a
THProBUs, KOUTO CMagaT KbM IIOCOUYEHATA rpyla UM TeparieBTUYEH KJiac.

be3 na ce 3acsra naparpa¢ 1, koraro € HEOOXOAUMO CIENIHO JICHCTBUE 3a 3aIlUTa Ha
00I11eCTBEHOTO 3/IpaBe, BCAKA JbprKaBa WICHKA MOXe Ha BCEKHU €Tall OT MpoleaypaTa
Jla Crpe JEHCTBHETO Ha pa3pelieHHeTo 3a ThProBHsA W Ja 3a0paHu ynorpebaTa Ha
CbOTBETHHUS JIEKAPCTBEH IPOAYKT Ha CBOsATAa TEPUTOpPUSA N0 IPUEMAHETO Ha
OKOHYATEeJIIHOTO pemieHue. Ts yBegomsiBa Komucusita, AreHuusta u Jpyrure
IbPXKaBU WICHKU 33 NMPUYMHUTE 33 CBOECTO JAECHCTBHUE HE IO-KBCHO OT CIICIBALIMS
paboTeH JieH.

Korato B o6xBaTa Ha 3amodHaTa MO HACTOSIIUS WIEH MPOLEAYypa, ONpeJeNeH B
ChOTBETCTBUE C maparpad 2, ce BKIIOUBAT JIEKAPCTBEHU IMPOJIYKTH, 0OXBAHATU OT
LEHTPAJIU3UPaHoO paspelieHne 3a Tbhprosus 1o, Komucusta Moke, Korato e
HEOOXOIMMO CIIEHNIHO JEHCTBHE 3a 3alMTa Ha OOLIECTBEHOTO 3/paBe, Ja CIpe
NeMCTBUETO Ha paspelieHusTa 3a ThpProBus W Ja 3abpaHu ynorpebara Ha
CHOTBETHUTE JIEKAPCTBEHU MPOAYKTH Ha BCEKH €Tall OT MpollelypaTa 10 IPUEeMaHEeTOo
Ha OKOHUATENHO pemenue. Komucusra ysenqomsiBa AreHINATA U IbP/KABUTE WICHKH
3a IPUYMHUTE 3@ CBOETO JICHCTBHUE HE MTO-KBCHO CIIEBAILUS PAOOTEH JICH.

I'nmaa IX
DapMaKoJIOrH4HA OAUTEJTHOCT

PA3JET 1

OBl PA3IIOPE/IBU

Ynen 96
Cucmema 3a papmarxonocuuna 6OUMeIHOCm Ha ObPIHCABUME YTLEeHKU

JIbpkaBuTE WICHKH UMaT padoTemnia cucteMa 3a (hapMaKkoJIOTUIHA OJUTEITHOCT C IIeT
U3MBIHEHUE HA CBOUTE 3a7a4d MO (papMakoIoruyHa OJUTEITHOCT U Y4aCTHETO CH B
nerHoctute Ha Chro3a 1o papMakoorudHa OUTEITHOCT.
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Cuctemata 3a ¢apMakojJoTHYHA OIUTEITHOCT C€ U3MOJ3Ba 3a ChOMpaHe Ha
uH(pOpMaIlMs OTHOCHO PHCKOBETE OT JIEKAPCTBEHHUTE MPOIYKTH IO OTHOIICHHE Ha
3[IpaBETO Ha MAIMEHTUTE WM OOIIECTBEHOTO 3apaBe. [locoueHara mHpopmanus ce
OTHAcsA TMO-CIICMATHO JO0 HEXKEIaHUTe JIEKAPCTBEHW peakluu TpH XopaTta,
BB3HUKHAIM TPH YNOTpedara Ha JICKAPCTBEHHS IMPOJYKT CHIJIACHO YCJIOBUsATA Ha
pa3pelIeHneTo 3a THPrOBUS, KAKTO W TNpH yHorpeda H3BBH YCIOBHATAa Ha
pa3pelIeHNEeTO 32 THPTOBUS, M J0 HEXCIAHHUTE JICKAPCTBCHH PEaKIUU, CBBP3aHU C
npodecnoHaHa SKCIIO3UITHS.

Ype3 cucremara 3a (apMakoJIOTMYHa OAWUTENIHOCT, MOcoyeHa B mnaparpad 1,
Ibp)KaBUTE WICHKH NPaBAT HAay4dHA OIEHKA Ha IpsuIaTa MH(OpMarus, pasriiexaaT
BapUaHTUTE 3a CBEXJIAHETO JO0 MHUHMMYM U IpelOTBpaTIBAaHETO Ha pHUCKa U
npeanpuemMar Mpu HEOOXOIUMOCT pEryjlaTOpHO JEHCTBHE IO OTHOIIEHHE Ha
paspelIeHneTo 3a ThproBus. Te M3BBPIIBAT PEIOBEH OJUT HA CBOATA CHCTEMa 3a
¢dapmakosoruyHa OAWUTEIHOCT W MPH HEOOXOIUMOCT NpPEANpPUEMAT KOPHUTHUPAIIH
NEeNUCTBUSL.

Bceska AbpiKaBa 4YICHKA OIPCACId KOMIICTCHTCH OpraH 3a M3IBIHCHUCTO Ha
3aJ4a4UTC 110 (bapMalconoquHa 6III/IT6J'IHOCT.

Komucusita MoOXke Ja TIOMCKa OT JIbpP)KABUTE WICHKH Ja ydYacTBaT, IO
KOOpJMHAIMATa Ha ArCHIHATA, B  MEXIYHApOJHATA  XapMOHHM3ALUUA |
CTaHJapTH3alUsl Ha TEXHUYCCKHTE MEpPKH BBB Bpb3Ka ¢ (apMakoIoTHYHATA
OIUTEIHOCT.

Ynen 97

Omeogoprnocmu Ha Ovbparcagume UleHKU b8 8Pb3KA ¢ OeliHocmume no GapmaxoiocuyHa

ooumentocm
JIbpKaBUTE YICHKH:

a) B3€MAT BCHUYKHU MOAXOAAIM MCPKH, 3a AJa HAChpYAT MALIUCHTUTE, JICKAPUTC,
q)apMaL[eBTI/ITe H  Jpyrure MCIAUNHUHCKHU CIHCIUAIMCTH [Ja OOKJIaABaAT
MmoAgo3upaHu HEXKCIaHU JICKAPCTBCHU PCAKIMU Ha KOMIICTCHTHUSA OpraH Ha
AbpiKaBaTa YJICHKA, U MOT'aT Ja BKIIOYBAT B U3IIBJIHCHUCTO Ha TE3U 3ada4dU
opraHusaluu, nmpeacTraBjsaBalinl HOTp€6I/IT€J'[I/ITC, HNaIMUEHTUTC U MCIUIIMHCKHUTC
CliIcouaJaInuCTH, KOoraTto € LICJ'ICC'E>06pa3HO;

0)  ynecHsBaT JOKJIAJBAaHETO OT CTpaHa Ha MAllMEHTUTE Ype3 MPEJOCTaBsIHE Ha
anTepHaTUBHU (OPMHU 3a IOKJIa/IBaHE B JOMBIHEHUE KbM yeOhopMaTuTe ;

B) B3€MAaT BCHUYKHU ITOAXOISAITU MepKI/I, 3a aa nonyan TOYHU U HpOBCpI/IMI/I JaHHAU
3a HayyHaTa OIICHKA Ha JOKJIQJHWTE 3a IMOJ03UPaHU HEXKEIaHU JICKAPCTBEHU
peaKInu;

I)  TapaHTUpaT, Y€ Ha OOIIECTBEHOCTTa CBOEBPEMEHHO C€ IPENOCTaBs Ba)KHA
uH(poOpMallns 3a ONaceHHsl, CBbp3aHH C (papMakosoruyHaTa OAMTETHOCT IO
OTHOILIEHHE Ha ymnoTpebara Ha JaJeH JIeKapcTBEH MPOAYKT, dpe3
nyOIMKyBaHETO Ha TakaBa MH(GOpMalus Ha MHTEpHET MopTaja U upe3 APYyru
CpeZCTBa 3a OOLIECTBEHO OCBEIOMSIBAaHE IPU HEOOXOAUMOCT;

) TrapaHTdpar upe3 MeToJuTe Ha cbhbOMpaHe Ha HHPoOpMaIUs U KOrarto e
HE00X0/MMO, 4Ype3 MOcCieaBaIlyd ACUCTBUS MO JAOKJIAJUTEe 3a I0J03UpaHU
HE)KeJIaHU JIEKAPCTBEHU PEeaKlUM, Y€ ce MpPEeAIpueMaT BCHUYKHU MOIXOISIIN
MEpKH 32 SICHO UACHTU(HUIMPAHE Ha BCEKU OMOJIOTMYEH JIEKapCTBEH MPOAYKT,
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NpeNNUCBaH, OTIHYCKaH WM MpOJiaBaH Ha TsSIXHATa TEPUTOPHs, KOUTO €
NpeaAMET Ha JOKJIaj] 3a MOJO3UPAHU HEXKEJIaHW JIEKApCTBEHU PEaKlUH, KaTo
HA/JICKHO C€ OTYMTAT HAMMEHOBAHHUETO Ha JIEKAPCTBEHUSI IPOAYKT U HOMEPHT
Ha napTuaara.

3a menure Ha maparpad 1, OykBu a) W 1) Abp’KaBUTE UYICHKM MOraT Ja HajaraT
cnenuUYHA 3aAbJDKCHUS HA JIeKapuTe, (apMaleBTUTE U JIPYTUTE MEIUIUHCKH
CHCIHAIHCTH.

Ynen 98

enecupane om cmpana Ha 0vpaKcasa uieHKa Ha 3a0a4u no hapmaxkoiocudna 6OUmenHocm
l.

I[’bp)I(aBa YICHKAa MOXE Oa ACJICTHpa BCAKA 3aga4dad, KOATO M € BB3JI0KEHA CHITIACHO
HacTodlaTa rijiaBa, Ha JApyra Abp>KaBa YJICHKA, IIPU YCIOBUEC Y€ IIOCICAHATa € aajia
IMMCMEHOTO CH chriacue. Beska ABbpiKaBa YJICHKA MOXE Ia MPEACTaBIsABa HE IIOBCUC
OT €1Ha Apyra AbprKaBa YICHKA.

Jlenerupamiara appkaBa wieHKa HHGoOpMUpa mUCMEHO 3a nenerupanero Komucwusra,
AreHUUATa U BCUYKM JIPYTM JAbpXKaBU WICHKHU. Jlenerupainara abpxaBa WICHKa U
ATeHIHATa ONIOBECTSBAT IMyOJIMYHO CHOTBETHATA HH(DOpMAITHSL.

Ynen 99

Cucmema 3a papmakonocuuna 60umenrHOCm Ha npumedcamesl Ha paspeulenue 3a MmbpP2osusl

1.

BG

3a U3M'bJIHEHNE HA CBOMTE 3aJaui 1O (papMakoIOruyHa OAUTETHOCT MPUTEKATEIUTE
Ha pa3pelieHue 3a THProBUs MMArT paborema cuctema 3a (apmaxojgormyHa
OIMTEITHOCT, PABHOCTOWHA Ha CcHUCTeMaTa 3a (apMaKoJOTHYHA OIMTEITHOCT Ha
ChOTBETHATA JbpKaBa WICHKA, TocoYeHa B wieH 96, maparpad 1.

Upe3 cucremara 3a (QapMakoJOTH4Ha OJUTENHOCT, IocouyeHa B maparpad 96,
naparpad 1, npurexarenure Ha pa3pelIeHHE 3a ThProBUs MPaBsIT HaydHa OI[EHKA Ha
1s1ata MHQOpMaIus, pasriekaaT BapUaHTUTE 3a CBEKIAHETO 10 MUHHUMYM H
NPEeOTBPATABAHETO HAa PHUCKAa U MpeAnpueMaT MNpu HEOOXOJUMOCT MOIXOISIIN
MEPKHU.

HpI/ITe}KaTeJ'II/ITC Ha pa3pClICHUC 3a THProBusd M3BBPIIBAT PEAOBCH OJUT HAa CBOSATA
cucreMa 3a (l)apMaKonoquHa 6I[I/ITGJ'IHOCT. Te mocraBsAT OejeKKa OTHOCHO
OCHOBHUTEC KOHCTAaTalluk OT OAWTA B OCHOBHATA AOKYMCHTAIMd Ha CHCTEMAaTa 3a
(bapMaKonoquHa 6III/ITCJ'IHOCT U TapaHTupar, 4Y¢ BB3 OCHOBA HAa OAWUTHHUTC
KOHCTaTalluu CC U3Ir0TBA U IpuJiara NoAXO0AA1] IJIaH 3a KOPEKTUBHU )ICI\/’ICTBI/IH. CJ'ICI[
IAJIOCTHOTO UBIMBJIHCHUC Ha KOPCKTUBHUTC HeﬁCTBHH OelexKkaTa MOXKe Ja 6’52[6
3aJIM4YCHa.

Kato wact or cucremarta 3a (apmakojoruyHa OJMTEIHOCT MPHUTEKATEIUTE Ha
paspelieHue 3a ThProBHS:

a)  pasmolarat MOCTOSHHO M HEMPEKBhCHATO C JIMIE C MOAXOAIIa KBaTu(DUKAIIHs,
OTTOBApSIIO 3a hapMaKoIOorHIHaTa OTUTETHOCT;

0) moaxbpXKAT OCHOBHA JIOKyMEHTallUs Ha cucTemara 3a (hapMakoIoruyHa
OIUTETHOCT U Ja 5 MPEAOCTaBAT MPH MOUCKBaHE OT CTpaHa Ha KOMIIETEHTEH
Opras;

B) umar pa0oTelia cuUcTeMa 3a YIPaBJICHHWE HA PUCKA 33 BCEKH JICKAPCTBEH
TIPOJTYKT;
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r) HaOJIoJaBaT pe3yiTara OT MEPKUTE 3a CBEXKIAaHE Ha PHCKA 0 MUHHUMYM,
KOUTO CE€ ChAbpKAT B IUIaHA 32 YIPABICHUE HA pUCKa ChIJacHO 4ieH 21 unu
ca ONpEACICHH KaTo YCIOBUS Ha Pa3pelICeHUETO 3a THPrOBHUS CHITIACHO
yaeHOBe 44 1 45, U OT BCIKAKBU 3aJbJDKCHUS, HAJIOXKCHH B CHOTBETCTBHE C
iied 87,

1)  aKTyalM3Mpar CUCTeMara 3a yNpaBJICHHE Ha pPHUCKa W HaOJI0JaBaT JaHHHUTE
OTHOCHO (hapmakosormyHata OJUTEITHOCT, 3a Jia ONPENCIAT A ca HaJUIE
HOBH PHCKOBE, Al Ca HACTHITMJIM MPOMECHU B PUCKOBETE, KAKTO WM JajH ca
HAJTUIIE IPOMEHH B ChOTHOIICHUETO M0JI3a/PUCK HA JICKAPCTBEHUTE TPOTYKTH.

Kpanmudunupanoro nuiie, mocoueHo B naparpad 4, Oyksa a), mpeOuBaBa U U3BHPIIIBA
neitHocT B Chr03a, M € OTTOBOPHO 32 CH3JIaBAaHETO U MOIBPKAHETO HA CUCTEMAaTa 3a
dapmakonoruyna OaurenHocT. I[lpuTexaTensar Ha paspelieHHe 3a ThPrOBUSA
NpeOCTaBsl HA KOMIICTCHTHHS OpraH Ha JbpKaBaTa WICHKA U Ha ATEHIMATA UMETO
Y JIAaHHUTE 32 KOHTAKT HAa KBUTH(DHUIIMPAHOTO JIUTIE.

[To uckaHe Ha KOMIICTEHTHHS OpraH Ha Jbp)KaBa WICHKAa MPUTEKATEIAT Ha
paspemieHne 3a TBHPrOBUSL OMpEIeNs JHUIEe 3a KOHTAaKT II0 BBIPOCHUTE Ha
(dapMakosioruYHaTa OJUTETHOCT B Ta3W JbpKaBa 4WICHKA, KOETO JOKJIajBa Ha
KBTM(DUIIUPAHOTO JIUIIE, TOCOYCHO B maparpad 4, Oyksa a).

Ynen 100
Cucmema 3a ynpaenenue Ha pucka

Upes peporamusi ot wieH 99, maparpad 4, OykBaB) OT MNpUTEKATEIUTE Ha
paspelnieHus 3a Thproeus, uznaaenu npeau 21 ronu 2012 r., He ce U3MCKBa J1a UMaT
paboTella cucTema 3a ynpaBlieHUE Ha PUCKa 32 BCEKU JIEKAPCTBEH MPOIYKT.

KommereHTHUST OopraH Ha AbpiKaBa YICHKAa MOXKC Oda HAJIOKH Ha HNPUTCKATCII Ha
HAI[MOHAJHO pa3pelieHne 3a ThProBHs 3aIbDKEHUETO /1a UMa padoTela cucreMa 3a
yIpaBJICHHE Ha PUCKA, KAKTO € MOCOYeHO B wieH 99, maparpad 4, OykBa B), ako ca
HAJIMIIE OMACeHHs] OTHOCHO PUCKOBETE, 3acsArallld CHOTHOIICHHETO MOJ3a/pUCK Ha
pa3pelieH JeKapCTBEH NPOAYKT. B TO3M KOHTEKCT KOMIIETEHTHUST OpraH Ha
IbprKaBa 4JEHKa 3a/IbJKaBa ChIIO TaKa MPHUTEKATEN Ha pa3pelleHue 3a ThProBHs
Jla TIpE/ICTaBH TUIAH 32 yIpaBlICHHE Ha PHCKA 3a CHCTEMAaTa 3a yIpaBJIeHHE Ha PUCKa,
KOSITO CM#ATa Ja BbBE/IE 32 CbOTBETHUS JIEKAPCTBEH MPOAYKT.

HanaraneTo Ha 3a1bKEHHETO, TTOCOUEHO B maparpad 2, ce 000CHOBaBa HAJJICKHO U
ce choOmaBa B mucMeHa (opma, KaTo ce MocouyBar LETUTe U BpeMeBaTa paMKa 3a
NpEeJICTaBSIHETO Ha IJIaHa 32 YIpaBJIeHUE Ha PHCKA.

KoMneTeHTHHAT opraH Ha IbpkaBa 4IEHKAa IPENOCTaBsl HAa IPUTEKATENsd Ha
pa3penieHue 3a TBHProBHUsS BB3MOXKHOCT Ja NPEICTaBH IHCMEHHM KOMEHTAapu B
OTTOBOP HA HAJIAraHETO HA 3aJbJDKEHUETO B PAMKUTE HA CPOK, ONIPEICIIEH OT OpraHa,
aKO MPUTEXKATEIST Ha pa3pellieHre 32 ThbProBUs MTOMCKA TOBA B Cpok OT 30 nHU OT
II0JIy4aBaHEe Ha IMCMEHOTO YBEIOMIICHHUE 32 38 IbJKCHUETO.

Bb3 ocHOBa Ha mUCMEHUTE KOMEHTapH, MPEJACTaBeHH OT MpHUTeXkaTels Ha
paspelieHne 3a ThproBus, KOMIIETEHTHUAT OPTaH Ha Jbp)KaBaTa 4jeHKa OTMEHs WU
NOTBbPK/IaBa 3aAb/KeHHEeT0. Korato KOMIETeHTHUSAT OpraH Ha JbpikaBa 4JIeHKa
NOTBBPAM 3aIbJDKEHUETO, PAa3pEUICHHETO 3a THPrOBUA CE€ IPOMEHs, Taka 4e
MEpKHTE, KOUTO TpsAOBa Aa ce MpearnpreMaT KaTo 4yacT OT CUCTeMAaTa 3a ylpaBJICHUE
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Ha pHCKa, Ja OBJaT BKIIOYEHU KAaTO YCIOBHS 3a pa3pelieHHETO 3a THPTrOBUS,
MOCOYCHHU B wieH 44, OykBa a).

Ynen 101
Cpeocmea 3a Oetinocmume no hapmarxoiocuina OOUmenHocm

anaBneHHeTo Ha CpeacTtBara, MNOpC€IHasHA4YCHU 3a HeﬁHOCTH, CBbp3aHN C
(bapMaKonoquaTa 6I[I/ITGJIHOCT, CKCIIOATaIMATa Ha KOMYHUKAIIMOHHHU MPCIKH U
HaA30pHhT HaA Iasapa c€a I1oJ IOCTOSAHHHA KOHTPOJ Ha KOMIICTCHTHHUTC OpraHHu Ha
ABPIKABUTC YICHKHU, 3a Aa CC IapaHTHpa TAXHATA HEC3aBUCUMOCT IIPU U3IBJIHCHHUCTO
Ha TC3HU HeﬁHOCTH 10 q)apMaxonoquHa 6,I[I/IT6J'IHOCT.

[Taparpad 1 He BB3MpensaTCTBA KOMIIETCHTHUTE OPraHU Ha IbPKABUTE UICHKH Ja
HAYMCIIABAT TAKCU Ha MPUTEXKATEIUTE HA Pa3pelleHus 32 ThProBUs 3a U3BBPILBAHE
Ha JIeiHOCTH 10 (papmakojIormyHa OAMTENHOCT, MPU YCIOBHE Y€ HE3aBHCHMOCTTA
IpY U3BBPIIBAHETO HA TE3U JEMHOCTHU MO (apMakoJOrMyHa OAUTEIHOCT € CTPOro
rapaHTUpaHa.

PA3AET 2

ITPO3PAYHOCT U KOMYHUKAILIUS

Ynen 102
Hayuonanen unmepnem nopman

Besika nbpikaBa uieHKa Cb3JaBa M MOJIbP)KA HAIIMOHAJIEH WHTEPHET MOpTal 3a
JIEKapCTBaTa, KOMTO € CBbp3aH C €BPONEHCKUS MHTEPHET MOpTall 3a JIeKapcTBaTa,
Ch31a/ICH B ChOTBETCTBUE c yien 104 oT [mpepaboTenus
Pernament (EO) Ne 726/2004]. Upe3 HanMOHAIHUTE WHTEPHET TMOpPTAIM 32
JIEKapCTBaTa IbP>KABUTE YJICHKH MPABST MYOJIMYHO JOCTOSTHUE Hali-MaJIKO CJIEIHOTO:

a)  OOILEeCTBEHUTE JTOKJIAIM 3a OLIEHKA, 3a€/IHO C Pe3lOMe Ha Te3U JO0KJIaIu;
0)  KpaTKWUTe XapaKTEPUCTUKH HA MPOJYKTUTE U JIUCTOBKUTE;

B) pe3loMeTa Ha IUTAHOBETE 3a VIpaBlIeHHE HAa pHUCKAa 3a JIEKapCTBEHHUTE
MPOJIYKTH, OOXBaHATH OT HAIMOHAIIHO pa3pelieHue 3a THProBUS B
CBhOTBETCTBUE ¢ riana IlI;

r)  wuHQOpMAIMs OTHOCHO PAa3IMYHWTEC HAYWHU HA JIOKJIAQJBAHE Ha IOJIO3WPAHH
HEXeNIaHU JIEKapCTBEHU pEeaKklMyd Ha JIEKapCTBEHH MPOJIYKTH OT CTpaHa Ha
MEJWIIMHCKH CIIeUAIMCTA M IMAlMeHTH KBbM KOMITIETEHTHUTE OpraHW Ha
IbPKABUTE WICHKH, BKIIOYUTEIHO CTPYKTYpUpaHUTE GOPMYISIPH B UHTEPHET,
nocouenu B wieH 102 ot [mpepaborenus Pernmament (EO) Ne 726/2004].

Pestomerara, mocouenu B maparpad 2, OykBa B), BKIJIIOUBAT, KOraTo € YMECTHO,
ONMCAHNE HA IOIBJIHUTEIHUTE MEPKH 3a CBEXKAAHE HA PUCKA 10 MUHUMYM.

Ynen 103

Hy6ﬂuKy8¢lH€ HA oyenkama
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ATreHIMsATa ONOBECTSBa MyOJUYHO OKOHYATEIHUTE 3aKJIFOUEHUS! OT OLIEHKaTa, MPETNopbKUTE,
CTAHOBHUIIATa U PEILICHUSTA, MOCOYeHH B wieHoBe 107—116, upe3 eBpornercKkusi HHTEPHET
MopTaJ 3a JeKapcTBara.

Ynen 104
1lyonuunu cvobwerus

1. Bennara mom nputexaTenasT Ha pa3pellieHrue 32 ThProBUsl Bb3HAMEPsIBa J1a HaIlpaBu
nyoau4yHO choOIeHrne ¢ nH(opMaIys 3a OImaceHusl, CBbP3aHu ¢ (papMaKoJIOrHYHATA
OMUTETHOCT, 3acATally yrnoTpedaTa Ha JaJCH JICKAPCTBEH MPOMYKT, U MPU BCHYUKH
CIy4au B CBIIOTO BpeMe WJIM Mpeau Ja ObJe HampaBeHO MYyOJUYHOTO CHOOIICHUE,
TOH € JUTbKEH J1a YBEIOMU KOMIIETEHTHUTE OpraHdM Ha JIbp)KaBUTE UICHKH,
Arennugara u Komucusra.

2. [lputexxaTenar Ha pa3peuieHHe 3a THPrOBUS rapaHTHpa, 4de uHpopMamusaTa 3a
0O0IIeCTBEHOCTTA Ce MPECTaBst 0OEKTUBHO U HE € MOABEKIAIlA.

3. OcBeH ako 3amuraTta Ha OOIIECTBEHOTO 3ApaBe HE M3UCKBA Ja CE€ HAIpaBsT
HEOTJIOKHU IMYOJIMYHH CHOOIICHUS, AbpyKaBUTe WieHKH, AreHuusaTa u Komucusra ce
UHPOPMHpAT B3aMMHO HE MO-MaJKO OT 24 Yaca mpeau MyOJIMYHOTO CHOOIIEHHE C
uH(pOpMaIKs 3a OIACCHHUs, CBbP3aHH ¢ (apMaKoJIOTHYHATA OAUTEITHOCT.

4. 3a aKTHBHU BEIIECTBA, CHABPXKALIM CE B JIEKAPCTBEHU MPOJIYKTH, pa3pellieHU B
HoBe4e OT €JHa JIbp)KaBa WICHKA, ATEHIHMATA OTroBaps 3a KOOpIWHAIMATA Ha
CbOOIIEHUATA, CBBP3aHU C OE30MACHOCTTA, MEXKIY KOMIIETEHTHHUTE OpraHu Ha
Ibp’KaBUTE YWICHKHA U TPENoCTaBsi rpaUIM 32 CPOKOBETE, B KOUTO MH(OpMALUATA
Ja ObJie OIOBECTEHA ITYOIMYHO.

5. Ilox xoopauHanusTa Ha AreHUUATA IbPKABUTE WICHKHU I0JaraT BCUYKUA YCUIIMS B
paMKHTE Ha pa3yMHOTO Jia MOCTUTHAT ChIVIacHe MO OO0LI0 CHOOIIEHNE BbB BPb3Ka C
0e30MacHOCTTa Ha CHOTBETHUS JIEKAPCTBEH MPOIYKT U MO rpadHIMTe 32 HETOBOTO
pasnpoctpanenue. [lo uckane Ha AreHumsta KOMHTETHT 3a OIlEHKAa Ha pPHUCKa B
obnactta Ha ¢apMakolOTHUYHATa OAMTETHOCT MPENOCTaBsl KOHCYNTAlUS OTHOCHO
T€3W ChOOIICHUS, CBBP3aHu ¢ O€30MacHOCTTA.

6. Korato AreHuusTa Wiy KOMIIETEHTHUTE OpPraHH Ha IbpPKABUTE YJICHKH OMOBECTSIBAT
ny0nuyHO MHpoOpManuATa, nocoyeHa B naparpadu 2 u 3, BCHUKU JIMYHU JaHHU WU
JAHHU OT TOBEPUTENIHO THPIOBCKO €CTECTBO, C€ 3alM4aBaT, OCBEH aKO IMyOJUYHOTO
UM OIIOBECTSIBaHE € HE0OXO0AMMO 3a 3alUTaTa Ha O0IIECTBEHOTO 3/IpaBe.

PA3IET 3

PETMCTPUPAHE M JIOKJIAJIBAHE HA TIO/IO3UPAHU HEXKEJIAHU JJEKAPCTBEHH
PEAKLIIM

Ynen 105

PezucmpupaHe U OOKIa08aHe Ha nodosupaHu Hedice/lanu 1ekapcmeeru peakyuu om cmpana
Ha npumesicamellsl Ha paspeteruemo 3a mvpcoeus

1. HpI/ITe)KaTCJ'II/ITe Ha pa3pClICHUA 3a ThProBUA PETUCTPUPAT BCHUYKU NOAO3HUPAHU
HCXKCJIaHU JICKAPCTBCHU PCAaKIIUU B Cnio3a i B TPETU ABpPKABU, AOBCIACHU 10
TAXHOTO 3HAHUC, HC3aBHCUMO JdaJIM Ca JOKJIaABaHM CIIOHTAHHO OT IIAaIMCHTHU WA
MCIUIUHCKU CICHUAINCTU, WKW Ca HACTBIIMJIW B KOHTCKCTAa Ha IMPOYYBAHC CJICA
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MoJlyyaBaHE Ha paspellieHue, BKJIIOYUTENTHO IaHHHW, CBBbp3aHH C yrnoTpeba Ha
IPOAYKTA HE 1O IIpeIHAa3HAUEHUE.

IIputexxkarennTe Ha pa3peuieHUs] 3a THPrOBUS TApAHTUPAT, Y€ TE3U JOKJIAIU ca
JIOCTBITHYU B €IMHHA TOYKAa B pamMkuTe Ha Cbhro3a.

Upes nmeporaiusi OT IIbpBa alMHEs! MMOI03UPAHUTE HEKEIAHU JICKAPCTBEHU PEaKIIHH,
HACTHIIMIIM B KOHTEKCTa HA KJIMHUYHO W3IMUTBAHE, CE€ PETUCTPHUPAT U JOKIAJBAT B
crotBeTcTBUE ¢ Perimament (EC) Ne 536/2014.

IIpuTexarennre Ha paspelieHUs 3a THPrOBUS HE OTKa3BaT Ja B3e€MaT IIPEIBUJ
JOKJIaAu 3a IMOAO3MPAHM HEXKEIAaHU JICKApCTBEHU peaklUMH, II0Jy4YeHU II0
€JIEKTPOHEH BT WJIM IO KAaKBBTO M J]a € OWIIO IpYT MOJAXOASAI] HAYMH OT IMalueHTH
WU MEIAUIMHCKH CIIELIHAIIUCTH.

[TpuTtexatennTe Ha pa3pelieHUs 3a ThPrOBUs MO/IaBaT M0 EJICKTPOHEH MbT B Oa3zarta
JaHHU HW B Mpekara 3a o0paboTka Ha JaHHH, HocodeHd B wieH 101 ot
[mpepaborenust Permament (EO) Ne 726/2004] (,,0a3ara manam EudraVigilance®),
uH(opMaIKs 3a BCHYKH CEPUO3HU TMOJO03MPAHU HEXKEJIAHU JIEKAPCTBEHU pPEaKIIHH,
HacTbuiIu B Chblo3a WIK B TPETH IbP’KaBU, B CPOK OT 15 nHU ciep [eHs, B KOWTO
CHOTBETHHSAT MPHUTEKATEI HA pa3pellieHHe 3a ThPrOBHS € Y3Hall 3a ChOUTHETO.

[TputexxaTenuTe Ha pa3pelIeHUs 3a ThPrOBUS MO/IaBaT IO €JIEKTPOHEH MbT B Oa3zaTta
nanHu EudraVigilance nundopmanust 3a BCUYKHY MOI03UPaHH HEXKEIAHU JIEKapCTBEHH
peaKIym, KOUTO HE ca CepHO3HHU, HACTHIIIN B ChI03a WM B TPETU JbP)KaBU, B CPOK
or 90 1HM cien JACHSA, B KOHTO CHOTBETHHUAT NPUTESKATEN Ha pa3pelicHHe 3a
THPTrOBUS € y3HAJ 32 COUTHETO.

3a JeKapCTBEHM MPOAYKTH, KOUTO ChIbpP)KAT AKTUBHUTE BELIECTBA, IIOCOYEHU B
CHUCHbKa ¢ MyOJMKalMWTe, HaOMI0JaBaHW OT AreHIUsATa cbriaacHo wieH 105 ot
[mpepaborenusi Permament (EO) Ne 726/2004], mputexxkaTenure Ha pa3pelieHus 3a
THProBUs HE ca JUIBXHM Ja JokiajgBaT B ©Oasata jaHHu EudraVigilance
NOJIO3UPAHUTE HEKENaHU JIEKAPCTBEHU PpEaKLUH, BIUCAaHU B MyOJMKALUUTE OT
CIOHUCBbKA, HO CJleadaT Iiara JApyra MEIUWLUHCKa JHWTeparypa U JIOKJIajaBar
JOKYMEHTHPAHUTE B Hesl TIOJ03UPAHN HEXKEJIaH! JIEKAPCTBEHHU PEaKIMH.

[TpurexxaTenuTe HAa pa3pelicHHs] 3a THPrOBHS YCTAHOBSBAT MPOIEIYypU C IEI
noJlyuaBaHe Ha TOYHHM U MPOBEPUMHU JaHHU 3a Hay4yHATa OLEHKA Ha JOKIAIUTE 3a
MOJIO3MPAHK HEXKEJIAaHU JICKAPCTBCHH PEakiuu. Te ChIo Taka ChOMpar mocieaBalia
uH(pOpMaIlisg OTHOCHO T€3M JOKJIAIU M BBBEXKIAT aKTyalduzupaHata uH(opMaius B
6a3ara nanuu EudraVigilance.

HpI/ITe)KaTCJ'II/ITe Ha Pa3pelICHHU:A 3a ThProBusA CU ChTPYAHHUYAT C AFGHHI/IHTa ncC
KOMIICTCHTHUTEC OpPraHu Ha ObpPKABUTC YJIICHKH IIPU OTKPHUBAHCTO Ha JIy6JTPIpaHI/I
JOKJIaay 3a IOAO3HUPAHU HCKCIIAHU JICKAPCTBCHU PCAKIIUU.

HacrosmusT unen ce mpunara mutatis mutandis 3a TIPEANPUATHS, KOUTO JOCTaBSIT
JIEKapCTBEHH MPOJYKTH, YMOTpeOsSBaHU B CHOTBETCTBUE ¢ wieH 3, maparpadwu 1
Wi 2.

Ynen 106

PeeucmpupaHe u 0oKnaosane Ha nodosupauu Hediceslanu 1eKkapcmeeru peakyuu om cmpana

Ha c)bpofcaeume YlEeHKU
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Beska appikaBa uieHKa pEerMCTpupa BCUYKU TMOJIO3UPAHM HEXKENAaHU JIEKapCTBEHU
peaklMy, HACTHIIUIN Ha HEMHA TEPUTOPUSI, KOUTO ca JOBEACHU 10 HEHHOTO 3HAHHUE
OT MEIUIMHCKH CIEUUAINCTH M MalueHTH. ToBa BKJIIOYBA BCHUYKU pa3pelIeHH
JICKapCTBEHH MPOAYKTH H JICKAPCTBEHUTE MPOIYKTH, YIIOTPEOSIBaHU B ChOTBETCTBHE
¢ wieH 3, maparpad | wimm 2. [IppkaBUTE€ 4YJIEHKH BKIIOYBAT MAIlUCHTUTE |
MEIUIUHCKUTE CIIEHUANNCTH, IO 11eJIeChOOPa3HOCT, B MOCIIEABALIUTE ACHCTBUS BHB
Bpb3Ka C MOJYYEHHTE OT TAX JAOKIAJAU C OrJie[] Ha M3IBJIHEHHETO Ha uieH 97,
naparpad 1, OykBu B)  1).

I[”bp)KaBI/ITe YWICHKH rapaHTupar, 4€ AOKJIaAWTC 3a TaKMBa PCaKHW MOorar Jga C€
nogaBatr 4pe3 HAUUOHAIHUTC HMHTCPHCET MHOpTalin 3a JICKapCTBaTa WM IO APYTrU
Ha4YHWHU.

ITpu noknaau, MONy4eHU OT IPUTEXKATEN HA pa3pellieHUE 3a ThProBus, AbpKaBUTE
YIEHKHU, Ha YUATO TEPUTOPUS € Bb3HUKHAJA M10/I03UpaHaTa HEXKellaHa JIEKapCTBEHA
peakuus, MoraT Ja BKJIIOYAT IpUTEKaTeNsl Ha pa3pelieHHe 3a TBhProBUs B
HOCJeIBAIIUTE JIEHCTBUS BbB Bpb3Ka C JIOKJIAIUTE.

I[”bp)l(aBI/ITe YICHKU CH CbTpyAHHYAT C AI‘CHHI/ISITa U C IMPUTCKATCIUTC Ha
paspC€iCcHusA 3a TbProBUA IIPpU OTKPHBAHCTO Ha IIY6J'II/IpaHI/I JOKJIaau 3a IMOAO3UpPaHn
HCXKCJIaHU JICKAPCTBCHU PCAKIINU.

B cpok ot 15 qHu cien moiny4aBaHeToO Ha JOKJIAJAUTE OTHOCHO CEPUO3HH TOI03UPAHU
HEKEJIaHU JICKAPCTBCHHM PEaKIMU, IMOCOYeHU B maparpad 1, AbpKaBUTE WICHKH
MoJ1aBaT JAOKJIAJNTE MO eJIeKTPOHEH MbT B Oa3aTta nanHu EudraVigilance.

B cpok or 90 gum cnen mosydaBaHETO Ha JOKJIAgUTe, MOCOYCHM B maparpad 1,
IbpKaBUTE WICHKM NOAAaBaT JOKJIAJUTE OTHOCHO TIOJO3UPAHHM HEXKEIaHU
JICKapCTBEHH PEaKIIMH, KOUTO HE Ca CEPUO3HH, 10 €JIEKTPOHEH BT B 0a3ara TaHHU
EudraVigilance.

[TpuTexxaTennTe Ha pa3penIeHus 3a THPTOBUS HMAT JOCTHIT 0 JOKJIaIUTE, TOCOUCHH
B Hacrosmus naparpad, upe3 6azara nanau EudraVigilance.

JIbpkaBUTe WIGHKH TapaHTHpar, 4Ye MJOKJIaJuTe 3a TIOJ03UPAHN HEKEIaH!
JeKapCTBEHM DPEaKLMM, Bb3HUKHAIM B pe3yiTaT Ha IpEelIKH IMpH yrnoTpedara Ha
JIEKapCTBEHHS TPOIYKT, KOUTO Ca JOBEICHH JIO TSAXHO 3HAHHE, C€ MPEJOCTaBAT Ha
pasnosnoxeHue B Oazara nanHu EudraVigilance u Ha BCHMUKM OpraHu, CTpYKTYpH,
OpraHu3alliil WM WHCTUTYIMH, OTTOBOPHU 3a O€30MacHOCTTa Ha NAIMEHTHTE B
paMKHTe Ha ChOTBETHATa Jbp)kKaBa wWieHKa. J[bpikaBUTE YJIEHKH TapaHTUpaT ChIIO,
Ye OpraHuTe, OTTOBOPHHU 3a JIEKAPCTBEHUTE MPOAYKTH B PaMKHTE HAa CHOTBETHATA
J’bp)KaBa 4JieHKa, ca MH(OpPMHUpPAaHU 3a BCsKa MOJ03UMpaHA HEXKellaHa JIEKapCTBEHA
peaKius, TOBEJeHA 10 3HAHMETO Ha BCEKHW JPYTI OpraH B PaMKHTE Ha ChIIaTa
Ibp)KaBa uJeHKa. Te3d JOKJIaAM ce I0COYBAT MO TOJXOMAL] HAuYWH BbHB
dbopmymsipute no wied 102 ot [mpepadorenust Permament (EO) Ne 726/2004].

JIbpxaBuTe YIEHKM HE HallaraT Ha MPUTEXATeIUTE Ha pa3pelleHus 3a ThProBUS
HUKaKBU AJOIIBJIHHUTCIHH 3adbJDKCHHUA 3a JOKJIAABAHCTO Ha IMOAO3HWPAHU HEKCITIAaHU
JIEKapCTBEHH PEaKIMU, OCBEH aKO TOBA HE € OIMPaBJaHO MOPaIU MPUUUHU, CBHP3aHH
¢ AeHOCTHTE 1O (hapMaKOJIOTUYHA OTUTEITHOCT.
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PA3JET 4

ITEPUOIUYHU AKTYAJU3UPAHU JJOKJIAJM 3A BE3OITACHOCT

Ynen 107
Tlepuoouunu axmyanuzupanu 0ok1aou 3a 6e30nacHocm

[TputexkaTenuTe Ha pa3pellieHUs 3a ThProBUs I10/1aBaT B ATrEHIUATA MEPUOJIUYHU
aKTyaJIM3HpaHH JOKJIaaU 3a 0€30I1aCHOCT, ChbPIKALIIH:

a)  0000IeHus Ha TaHHHUTE, UMAIX OTHOLICHWE KbM CHOTHOILICHUETO I0JI3a/PUCK
Ha JICKapCTBEHUsA IPOAYKT, BKIIOYUTEIHO PE3YATATUTE OT BCHYKHU
IIPOYYBaHUsA, KATO C€ OTYUTA TAXHOTO MOTEHLUHUAIHOTO BB3JACUCTBUE BBPXY
pa3pelIeHUETO 3a ThProBus;

0) HaydYHa OIlEHKA HAa CHOTHOIICHUETO T0JI3a/pUCK HA JEKAPCTBEHUS MTPOAYKT;

B) BCUYKHM JAaHHH 3a obeMa Ha HpO,Z[a)K6I/ITe Ha JICKAapCTBCHUA IIPOAYKT H
BCSKAaKBU JaAHHHW, KOUTO Ca HAa Pa3IOJOKCHUC HA NPUTCIKATCIIA HAa pa3pClICHUC
3a TbpProBusda, CBbBP3aHU C HOPCAINHUCAHUTC KOJIMYCCTBA, BKIIOYHUTCIHO
HpI/I6JII/I3I/ITeJIHa OIICHKa Ha 4YHMCJICHOCTTAa Ha HACCICHHCTO, H3JI0KCHO Ha
BLSHeﬁCTBHCTO Ha JICKapCTBCHUA MPOAYKT.

B nannuTe, mpemocraBeHH B CHOTBETCTBHE C ITbpBa allnHes,, OyKBa B), ce MpaBU
pasrpaHUyYeHHE MEXAy NMpoJaxOouTe u odemMure, reHepupaHu B paMmkure Ha Cbro3a,
U T€3H, FreHeprupaHu u3BbH Chro3a.

Onuenkara, mocoueHa B naparpad 1, mppBa anunes, Oyksa 0), ce OCHOBaBa Ha BCHUKH
HAJUYHU JAHHU, BKIIOUYMUTEIHO JAHHUTE OT KJIMHUYHHM WM3MUTBAHMS, MPOBEICHU 3a
Hepa3pelIeH! TePareBTUYHU IT0KA3aHUs U TPYIIU OT HACEIEHUETO.

[TepuonuuHNTE aKTyalIM3UpaHU JOKIAAU 32 OE30MaCHOCT ce MOJaBaT 10 €JIEKTPOHEH
IbT.

AreHIuATa MPEIOCTaBs JOKIAIUTE, MOcoueHU B maparpad 1, Ha pasmosiokeHue Ha
KOMIETEHTHUTE OPTraHu Ha JbpXKaBUTE WICHKH, KAKTO M Ha uleHoBeTe Ha KomuTtera
3a OlLIEHKa Ha pucKa B o0jacTTa Ha (apMakojormyHara oaurenHocT, Ha Komurera
IO JICKAPCTBEHUTE MPOJYKTH 33 XyMaHHa ynoTpeba v Ha KOOpJAMHAIIMOHHATA TPyIIa,
upe3 XPaHWIHILETO, MOCOYEHO B yied 103 oT [mpepaboTenus
Pernament (EO) Ne 726/2004].

Upe3 peporamusi oT maparpad 1| mpuTexarenuTe Ha paspenieHus 3a THhProBUS C
JIEKapCTBEHHU NPOAYKTH, IIOCOUYEHU B 4WjeH 9 win B uieH 13, u npurexareiaure Ha
perucTpanus 3a JEKapCTBEHM IPOAYKTH, IOCOYEHM B wWieH 126 umm wieH 134,
naparpad 1, monaBar nepuoUYHMU aKTyaJTu3UpaHHU JOKJIAIU 3a O€30MacHOCT 3a Te3H
JIEKapCTBEHU MTPOIYKTH 10 KOMIIETEHTHUS OPTaH caMo B CJIEIHUTE CIIydau:

a) KOraTO TOBa 3aTBbJDKCHHE € 3aJI0)KeHO KaTo YCJIOBHE B pa3pelieHUETo 3a
THPTrOBUSI B CbOTBETCTBUE C WwieHOBE 44 unu 45; nunmn

6) IIPpU IMMOUCKBAHE OT KOMIICTCHTCH OPraH mopajau OonmacCHusA, CBbp3aHu C JaHHUTC
3a (bapMaKonoquHaTa 6III/ITGJ'IHOCT, WM TIopaJu JIMIICa Ha MNCPpUOAUYIHU
AKTyaJIM3WpaHu AOOKJIagu 3a 0€30IacHOCT BBB Bpb3Ka C AKTHUBHO BCHICCTBO
CJICO U3AaBaHCTO HA pa3pCUICHUCTO 3a ThProBUH.
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JlokmaguTe 3a OIEHKAa Ha NMEPUOAMYHHUTE aKTyaTM3MpaHU JOKJIAAW 3a 0e30MacHoCT,
MOCOYEHH B IIbpBa ajJMHEs, CE MpeAaBaT OT KOMIETEHTHUs opraH Ha Komutera 3a
OLICHKA Ha pUCKa B 00jacTTa Ha (papMakoJormyHaTa OJUTETHOCT, KOMTO MpereHsBa
Jany € HeoOXOIMM €IMHEH JOKJIaJl 32 OLIEHKA 32 BCHYKH pa3pelIeHus 32 ThProBUS
[0 OTHOUIEHHE Ha JICKApPCTBEHU MNPOAYKTH, CHIBP)KAIIM €THO M CHIIO AaKTUBHO
BEIIIECTBO, U YBEJOMSBA CHOTBETHO KOOpAMHAIMOHHATa rpyna win Komutera mo
JEKapCTBEHUTE MPOIYKTH 3a XyMaHHA yHoTpeOa ¢ I1e mpuiiaraHe Ha IpoLeaypHTe,
npeasuaeHu B wieH 108, maparpad 4 u unen 110.

Ynen 108
Yecmoma na nepuoouyHume aKmyaiusuparu 00K1aou 3a 6e30nacHocm

YecToTaTa Ha MMOIaBaHEe HA MIEPUOJUYHUTE aKTYAIM3UPAHH JTOKJIAIH 32 OE30MaCHOCT
Cce OIpe/eNisi B Pa3peIICHUETO 32 ThPrOBHSL.

I[aTI/ITe Ha ImoaaBaHC B CBOTBCTCTBHUC C OIIPCACICHATA 4YCCTOTAa CC M3UUCIIABAT OT
Jarara, Ha KOATO € U3JaZICHO pa3pCICHUCTO 3a TbProBUs.

[Iputexxarenure Ha pa3penieHus 3a ThbproBus, uzaaaeHu npeau 21 romm 2012 ., 3a
KOUTO YECTOTATa WIM JATUTE Ha MOJaBaHE HA MEPUOANYHH aKTyaIM3UpaHU JOKJIaIN
3a 0e30IacHOCT HE ca 3aJI0KEHU KaTo YCIOBHE B Pa3pelIeHHETO 3a ThpPrOBHS,
MOJIaBaT MEPHOANYHU aKTyaJU3UpaHU JOKIAaN 32 OS30MacHOCT B CHOTBETCTBHUE C
BTOpaTa ajuHes], JOKaTO APyra 4ecToTa Wil JPYTU JaTu Ha MOoJaBaHe Ha JAOKIAIUTe
He OBbJIaT 3aJI0’)KEHU B PA3PEIICHUETO 32 ThPrOBUS WJIM OMPEACIICHU B ChOTBETCTBUE
c maparpadu 4, 5, u 6.

[lepuoauuHuTe aKTyaqu3upaHUd JAOKIAAM 3a OE30MaCHOCT C€ MpEeACTaBAT Ha
KOMIIETEHTHUTE OPTaHH He3a0aBHO MPU MOUCKBAHE:

a)  KOraro JIeKapCTBEHHUAT MPOJIYKT BCE OLIE HE € IyCHAT Ha Ma3apa — Hal-MajKo
Ha BCEKH IIECT Mecella Clie]] U3/JaBAaHETO Ha PA3pEIICHUETO 3a ThPIOBHS U JI0
MyCKaHETOo Ha Masapa;

6)  KoraTo JEeKapCTBEHMAT MPOAYKT € IyCHAT Ha Ma3apa — Hal-MaJIko Ha BCEKH
HIECT Mecela Ipe3 IbPBUTE JABE TOJUHU CIEJ ITbPBOHAYAIHOTO IyCKaHE Ha
rasapa U BEAHBXK TOJMIIHO IIPe3 CIeABALUTE ABE I'OJUHHU, a CIEeJ TOBa Ha
WHTEpBaJ OT TPU TOAUHHU.

[Taparpad 2 ce mpwiara cbIIO Taka 3a JICKAPCTBECHHTE NPOAYKTH, KOUTO ca
paspelleHn caMo B eIHa IbprkaBa WICHKA U 32 KOMTO He ce npuiara naparpad 4.

Koraro nexapcTBeHUTE NPOAYKTH, IPEAMET HA PA3IMYHK Pa3pelleHus 3a ThpProBus,
ChABPKAT CHUIOTO AaKTHMBHO BEIIECTBO MJM ChlIaTa KOMOHMHAIMs OT aKTHBHU
BEIIIECTBA, YECTOTaTa MM JATUTE Ha IMOJaBaHe Ha MEPHOAMYHHUTE aKTyaTU3HpaHH
JIOKJIa/IX 32 O€30MacHOCT, MPOU3TUYALIM OT MpWJIaraHeTo Ha naparpagu 1 u 2, morar
na ObIaT M3MEHEHU M XapMOHU3MpPaHH, 3a J1a MOXe Ja ObJie M3BbpIIeHA €IMHHA
OlICHKa B KOHTEKCTa Ha Mpolelypa Ha IOJeNIsHE Ha paboTaTa BBB Bpb3Ka C
NEPUOJIMYHUS aKTyaTU3UpaH JOKJIaa 3a O€30MacHOCT U J1a ce omnpeaenan pedepeHTHa
nata Ha Cblo3a, OT KOSITO J1a Ce U3YKCIABAT JaTUTE HA MI0JJaBaHe.

XapMoHU3HpaHaTa YeCTOTa Ha TMOJAaBaHETO Ha JOKIAAUTEe U pedepeHTHaTa laTa Ha
Crpro3a mMorat ga ObJaT ompeneneHu, cien KoHcynaTamus ¢ Komurera 3a ornenka Ha
pucka B o0nactra Ha papMakoIoru4HaTa OJUTEIHOCT, OT €UH OT CICTHUTE OpraHHu:
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a)  Komwrera mo JiekapcTBeHUTE MPOAYKTH 32 XyMaHHa ymoTtpeba, KOraTo IOHE
€IHO OT pa3pelIeHUsITa 3a ThProBUS 3a JIEKAPCTBEHH MPOAYKTH, ChIABPKAIIN
CHOTBETHOTO AaKTHBHO BEIIECTBO, € TMPEIOCTaBEHO B CHOTBETCTBHE C
[EHTpadu3upaHara Mpoleaypa, MpeaBHIeHA B WieH 3 OT [mpepaboTeHus
Pernament (EO) Ne 726/2004];

0) KOOpIMHALIMOHHATA IPYIa, B CIy4aH, pa3IiyHU OT IOCOYCHHUTE B OyKBa a).

XapMOHHM3MpaHaTa 4eCTOTa 3a II0JJaBaHe Ha TOKJIAJNTE, ONPEEIcHa ChINIACHO IIbPBa
U BTOpa aJMHEs, CE€ ONOBECTsABAa NyOnHyHO OT AreHuusara. llpurtexarenure Ha
paspenicHusA 3a TBPrOBUS CBOTBETHO IIPEACTABAT 3asABJICHHE 3a IMPOMsAHA Ha
pa3penIeHueTo 3a ThProBusl.

3a nenute Ha nmaparpad 4 pedepentHara nara Ha Cpio3a 3a JIEKAPCTBEHHU MPOIYKTH,
CHABPKAIIM CHIIOTO AKTUBHO BEIIECTBO WJIM ChIaTa KOMOWHANUS OT aKTHBHHU
BEIIECTBA, € €/IHA OT CJICAHUTE:

a)  Jarara, Ha KOSITO € U3JaJ€HO I'bPBOTO pa3pelieHue 3a Tbprosus B Chro3a Ha
JIEKapCTBEHUSI TPOAYKT, CBHABPHKAI CHOTBETHOTO AKTHBHO BEIIECTBO WU
ChOTBETHATa KOMOWHAIIMS OT AKTUBHH BEIIECTBA;

0) ako jmaraTta, mocoueHa B OykBa a), He MOe J1a ObJle ycTaHOBEHA, Hali-paHHATa
OT M3BECTHHTE JaTH HA Pa3pelieHUsITa 3a THPrOBUS C JICKAPCTBEH MPOAYKT,
ChABPIKAI ChOTBETHOTO aKTHBHO BEIECTBO MJIM ChOTBETHATA KOMOHMHAIIHS OT
aKTHBHHU BEILECTBA.

[TputexxaTenuTe Ha pa3pelieHHs 3a ThProBHs MMaT MPaBO Ja MOAaBaT UCKAHUS 10
Komurera 1o JiekapCTBEHHMTE MPOAYKTH 3a XyMaHHa ymorpeba WM 10
KOOpJIMHAIIMOHHATA Ipyla, CIOpe] ciaydas, 3a onpeeisHe Ha pedepeHTHH JaTu Ha
Cplo3a UM 3a IpoMsiHA HAa YECTOTaTa Ha M0JIaBaHE HA MEPUOJANYHU aKTyalIUu3UpPaHU
JIOKJIa/IM 32 6€30IaCHOCT Ha €THO OT CJIEAHUTE OCHOBAHUS:

a)  IPUYHMHU, CBBP3aHH C OOIIECTBEHOTO 3/PaBe;
6) 3a1ace uzberHe ny0nupaHe Ha OLCHKa,
B)  3a]a ce IIOCTUTHE XapMOHH3AIMs Ha MK/ IyHAPOIHO PaBHUIIE.

Te3n wuckanusi ce mojaBaT B mucMeHa ¢opMa M ca HaUIeKHO OOOCHOBAHH.
KoMuTeThT 1O JICKapCTBEHHTE TPOAYKTH 3a XyMaHHa ymnorpeba wWiH
KOOpJMHAIIMOHHATa Tpymna, cliel MpoBekIaHe Ha KoHcynTtamus ¢ Komwurera 3a
OIlCHKAa Ha pHCKa B oOyiacTTa Ha (hapMakoJOoTHYHATa OJUTEITHOCT, OJ00psSBa WM
OTXBBPIIA T€3U UCKaHMs. Beska mpoMsiHa Ha JaTUTE WM YeCTOTaTa Ha MoJaBaHe Ha
NEPUOIMIHUTE aKTyAIM3UPaHH JIOKJIAIN 3a 0€30MacHOCT C€ OIOBECTSBA MYOIUYHO
ot Arennusra. [Ipurexarenure Ha pa3pemieHus 3a ThProBUsS CbOTBETHO MPEACTABST
3asBJICHHE 3a TIPOMSIHA Ha Pa3peICHUETO 3a ThPTOBHSL.

AI‘CHL[I/IHTa OIIOBECTsABA HY6HI/I‘{HO CIIMCBK Ha pe(l)epeHTHI/ITC JaThn Ha Cpio3a 1
YeCTOTaTa HAa NOJABAHEC HA MEPUOANYHUTE aKTyaJIU3UpPaHU JOKJIaIu 3a 0e30macHOCT
Ha CBPOHCﬁCKHﬂ HUHTCPHCT IMOPTAaJ 3a JICKapCTBaTa.

Bceska IMpoMsiHa Ha OAaTUTC Ha IIOoAaBaHC W Ha 4YeCTOTaTa Ha IMICPUOJUYHHUTC
aKTyaJM3upaHu JOKIAIH 3a O€30MacHOCT, OMPEICTICHH B pa3pelieHusITa 3a ThProBHs
B pe3yATaT Ha NpwWiaraHeTo Ha maparpadu 4, 5, u 6, mopaxaa JCUCTBHUE YETUPH
Mecella clie/l JaTara Ha MyOInKyBaHe, TOCOYeHa B TbpBa alluHes!.
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Ynen 109

Oyenka Ha nepuoouyHume aKmyanu3upanu 00KIaou 3a 6e30nacHocm

KoMmrereHTHHTE OpraHdM Ha Ibp)KaBaTa WICHKA OLICHSIBAT MEPUOAWYHUTE AKTYaIU3UPAHU
JOKJIaaAM 3a Oe30macHOCT, 3a Ja ONpenessT Jadd ca HajWie HOBH PHUCKOBE, Jald ca
HACTBIMJIM IPOMEHU B PHCKOBETE, KAKTO M JaJM Ca HAJKIE NMPOMEHH B CHOTHOIICHUETO
M0J133/PUCK HA JIEKAPCTBEHUTE MTPOILYKTH.

Ynen 110
Eounna oyenxa na nepuoouunume axmyanuzupanu 0OKiaou 3a 6e30nacHocm

Enuuna OlIGHKa Ha MEPUOJUYHHUTE aKTyalu3UpaHW JOKJIaau 3a Oe30IacHOCT ce
M3BBPILIBA 3a JIEKAPCTBEHU NPOJYKTH, Pa3pEIICHU B IOBEUYE OT €HA IbpKaBa
YJIeHKa, a B cllydauTe, mocodeHu B wieH 108, maparpadu 4, S u 6 — 3a BCHUYKHU
JIEKAPCTBEHU TPOJYKTH, KOUTO ChIBPKAT CHIIOTO AaKTUBHO BEIECTBO MJIM ChIaTa
KOMOHMHAIMS OT aKTUBHU BEILIECTBA U 32 KOMTO Ca YyCTAaHOBEHH pedepeHTHa JlaTa Ha
Cplo3a 1 yecToTa Ha EPUOJUYHNUTE aKTyaJIM3UpaHu J10KIa11 32 O€301MacHOCT.

Enunnara oneHka ce HU3BBbpHIBA OT:

a)  JbpKaBa WICHKA, OMpeJesieHa OT KOOpAMHAIIMOHHATa Tpyla, KOraro HHUTO
€/IHO OT CbOTBETHUTE Pa3pEUICHHS 32 ThPrOBHS HE € M3/IaJICHO B CbOTBETCTBUE
C ICHTpalM3upaHaTa Mpoleaypa, NMPEABHIACHA B wWieH 3 OoT [mpepaboTeHus
Pernament (EO) Ne 726/2004];

0) goximamuuk, ompexaeneH or Komwurera 3a oleHka Ha pucka B o0iacTra Ha
¢dapmakosornyHaTa OJMTENIHOCT, KOTraTO IIOHE €IHO OT ChOTBETHUTE
paspeuieHns 3a ThProBHA € W3JaJICHO B CHOTBETCTBUE C IIEHTpaIM3UpaHaTa
nporeaypa, npeIBUIeHA B yieH 3 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004].

[Ipu u3zbopa Ha AbpkaBa YJIEHKa B CHOTBETCTBHE C BTOpa aluHes, OykBa a)
KOOpJWHAallMOHHATa TIpyla B3E€Ma MNOPCABUI [daJIM HAKOA OdbpKaBa UYICHKA €
pedepeHTHa IbpXKaBa 4YIEHKa B CHOTBETCTBHE C pasmopendute Ha riasa Il
pasznenu 3 u 4.

JIbpxkaBaTa 4WIEHKAa WIM CbOTBETHO JOKIAAUYUKBT U3TOTBS JOKJIAA 32 OLEHKA B CPOK
oT 60 THU OT MOJIy4aBaHETO Ha MEPUOJANYHUS aKTyaJu3upaH J0KjIaj] 3a 0€301acHOCT
U TO M3MOpalia Ha ATEHIUSATa U Ha ChOTBETHUTE AbP)KaBU UJICHKH. ATEHLUsATa
U3Ipalla JoKJIaaa Ha MIPUTEKATeNs Ha Pa3pelIeHUETO 32 ThPrOBHUSL.

I[’bp)i(aBI/ITe WICHKA W IPUTCKATCIIT HA Pa3pCHICHUCTO 3a ThProBuUsd MOTraT Oa
MNpEaACTaBAT KOMCHTapH Ha AFGHHI/IS[T& M Ha OOKJIag4YWKa WKW AbprKaBaTa YICHKa B
CpOK OT 30 JHU OT NTOJIYU4aBaHCTO Ha AOKJIaaa 3a OLICHKA.

B cpok or 15 nmHuM oT monmyyaBaHe Ha KOMEHTapHTe, MOCOYEeHHM B maparpad 2,
JOKJIAAUYUKBT WK AbprKaBaTa WICHKA aKTyalu3upa JIOKJIaja 3a OIlEHKa, KaTo B3ema
MpEeJIBUJI BCUUKH MPEICTaBEHU KOMEHTapH, U ru npemnpaima Ha Komurera 3a oneHka
Ha pUCKa B o0nactra Ha (hapmakonoruyHata 6autenHocT. KoMuTeThT 3a OlleHKa Ha
pucka B oOyiactTa Ha (hapMakoJOTHUYHATA OJUTEITHOCT MpHUEeMa Ha CJEABAIIOTO CH
3acefaHue JOKJIala 3a OIEHKAa ChC MM 0e3 NOMBIHUTEIHM U3MEHEHHS U U3/aBa
npenopbka. B mpemopbkaTa ce moOcoYBaT pa3lidyaBalllUTe C€ TMO3HMIHUUA H
OCHOBaHUATAa 3a TiIX. ATEHIMATA BKJIIOUBA MPUETUS JOKJIAd 32 OLEHKa W
nmpenopbKaTa B XPaHWIMILETO, Ch3AaJeHO chriaacHo uwieH 103 ot [mpepaboteHus

136

BG



BG

Pernament (EO) Ne 726/2004], u ru mpemnpaiia Ha TPUTEXKATEs Ha pa3perieHUETO
3a ThPIrOBHUSL.

Ynen 111

Pezynamopro oeticmsue no omuowenue Ha nepuoOUdHUMe AKMYarusUpaHu 0OK1aou 3a
be3zonacHocm

Crnen oreHkara Ha MEPUOAWYHUTE AKTyaTM3HpPAHH JOKIATd 3a 0€30MacHOCT, TOCOYEHU B
wieH 107, KOMIOETEHTHUTE OpPraHu Ha JIbP’KaBUTE WICHKH MpPELeHSBAT Al € HEeO0OXOAUMO
HSIKaKBO JICMCTBHUE MO OTHOILIEHUE Ha Pa3pEeIICHUETO 32 ThPrOBHs 32 CbOTBETHUS JIEKAPCTBEH
OPOAYKT W 3ama3Bar, IPOMEHST, CHUpaT JCHCTBHETO WM OTMEHST pa3pelieHHeTo 3a
TBProBUsl, CIIOPE] CIIydasl.

Ynen 112

IIpoyeodypa 3a pecynamopno deticmeue no OmHouteHue Ha NepUOOUYHUmMe aKmyaiu3upanu
ooxiaou 3a 6e30nacHocm

l. B cnywaii Ha enuHHa OIEHKAa HA NEPUOJUYHUTE AaKTyaJIM3UPAHW JOKJIAIH 3a
Oe3omacHOCT B choTBeTcTBUE ¢ wieH 110, maparpad 1, B kosiTo ce mpenopbuBa
JICUCTBUE 110 OTHOIIEHUE HA IOBEYE OT €JHO PAa3pEUICHUE 3a ThProOBHS, KOETO HE
BKJIIOYBA LIEHTPAJU3UPAHO pa3pelieHue 3a TbpProBus, B Cpok oT 30 gAHM OT
IIOJIy4aBaHETO Ha JIOKJIAJa 3a OLEHKa, U3roTBEeH 0T KoMuTera 3a OLlEHKa Ha pHUCKa B
obnactTa Ha apMaKoJIOTHYHATA OUTEIHOCT, KOOPAUHALIMOHHATA TPYIa pasriiexaa
JOKJIaZa 3a OLIEHKAa M IIOCTHra ChbIJIACHE II0 MO3ULMS OTHOCHO 3aIla3BaHETO,
MpOMsiHATa, CIIMPAHETO Ha JCHCTBUETO WJIM OTMSHATa HA ChbOTBETHUTE Pa3pelICHUs
3a THProBUS, BKIIOYHTEITHO TpadrK 3a H3MIBIHEHUE HA ChIIaCyBaHATA TIO3UITHSI.

2. AKO B paMKHMTE Ha KOOpIMHALIMOHHATa IpyHa MpeACTaBeHUTE Ibp)KaBU UICHKU
IIOCTUTHAT CIOpPa3yMEHUE C KOHCEHCYC OTHOCHO JIEHCTBHETO, KOETO TpsiOBa na ce
IpeaIpueMa, MpeAce]aTeNIAT PErucTpupa CIOpasyMEHHETO M IO H3Ipalla Ha
IpUTEXKATEN Ha Pa3pelIeHUETO 32 ThProBUS U Ha Ibp’KaBUTE WIEHKU. JIbprKkaBUTE
YJICHKU TpeArpueMaT HeoOXOJUMHUTE MEpKU 3a 3ala3BaHe, NPOMsHA, CIIUpaHe Ha
JEHCTBUETO WM OTMsIHA Ha ChOTBETHUTE pa3pelIeHUs 3a ThPrOBUS B CbOTBETCTBUE C
rpaduka 3a U3MbJIHEHUE, IPEIBUIEH B CIIOPAa3yMEHUETO.

B cnydaii Ha mpomsiHa mpUTEXaTeNAT Ha pa3pellieHHeTo 3a ThProBUsS MOJaBa JI0
KOMIIETEHTHUTE OPraHM Ha JbP)KaBUTE WIECHKH MOIXOJSALIO 3asBJICHUE 3a MPOMSHA,
BKJIIOYBAIIO aKTyaJU3upaHa KpaTka XapaKTepUCTHKA Ha MPOJYKTa U aKTyalu3upaHa
JHMCTOBKA, B PAMKHTE Ha OompeaeeHns rpaduk 3a U3IbJIHEHHUE.

AKO He MoXe Ja ObjJe MOCTHTHATO CIIOpa3yMEHHE C KOHCEHCYC, MO3UIUATa Ha
MHO3MHCTBOTO OT AbPKABUTE YWICHKHU, IPEJACTABEHH B KOOPAMHALMOHHATA TPYyIIa, CE
npenaBa Ha KoMucusita, KosiTo mpuiiara npoueaypara, npeiBuaeHa B 4iieH 42.

Koraro cnopasymMeHHETO, MOCTMTHAaTO OT JIbpPXKABUTE YJIEHKU, NPEJCTABEHH B
KOOpJMHAIIMOHHATA TPyIia, WM MO3UIUATa HA MHO3UHCTBOTO OT JIbP>KaBUTE WICHKH
ce pasiuuaBa OT mHpenopbkara Ha KomwureTa 3a oljeHKa Ha pHucka B objacTra Ha
dapmakosmornyHara OAMTETHOCT, KOOpAMHALIMOHHATa TIpyna mpujara KbM
CIOpPa3yMEHHETO MJIM TO3UIHUATAa HAa MHO3ZMHCTBOTO IOJAPOOHO OOsICHEHHE Ha
Hay4YHHUTE OCHOBAHUS 3a Pa3IMUUATA, 3a€/IHO C IPErnopbKara.

3. B ciuywaii Ha eIMHHA OLEHKA Ha IIEPUOAWYHU aKTyaJIU3UpaHU JOKJIaaHu 3a
Oe3omacHocT B choTBeTcTBUE ¢ wieH 110, maparpad 1, B kosTO ce mpenopbuBa
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JEHCTBHE IO OTHOLICHHWE HA IIOBEYE OT €HO PA3PEUICHUE 32 THPrOBHUs, BKIHOYBAIIO
IIOHE €JIHO LIEHTPAJIM3UPAHO pa3pelleHHE 3a TbpProbus, B cpok oT 30 aHM OT
NoJy4aBaHeTO Ha Jokiana Ha Komurera 3a oleHka Ha pucka B oOsacTra Ha
¢dapmakomoruunata OaurenHocT KOMHTETHT MO JIEKApCTBEHUTE NPOAYKTH 3a
XyMaHHa yrnoTpeoda pasriexia JOKJIaaa U IpueMa CTaHOBUIIIE OTHOCHO 3aI1a3BaHEeTo,
IIPOMSIHATA, CIIUPAHETO Ha JIEHCTBUETO MM OTMSHATa Ha CbOTBETHUTE pa3peIICHUs
3a ThProOBUs, BKIIFOUMTEIHO IpaUK 32 U3II'BJIHEHHE HAa CTAHOBUIIIETO.

Korato cranoBumero Ha KoMmurera mo JIEKapCTBEHUTE IPOAYKTH 3a XyMaHHa
ynoTpeba, mocoueHo B maparpad 3, ce paznuuaBa oT npenopbkara Ha Komurera 3a
OIICHKa Ha pUCKa B oOyiacTTa Ha (apMakojorudHara OautenHocT, KOMUTETHT 1o
JICKApCTBEHHUTE TPOJYKTH 32 XyMaHHA ynorpeba mpuiara KbM CBOETO CTaHOBHIIES
noapoOHO OOsICHEHWE Ha HAyYHHTE OCHOBAHMSA 3a pa3W4MsiTa, 3aeIHO C
npenopbhKara.

B®b3 ocHoBa Ha craHoBuIIeTO Ha KoMuTeTa 1O JIeKapCTBEHUTE MIPOLYKTH 32 XyMaHHa
ynotpeba, mocoueHo B maparpad 3, Komucusita, upe3 akToBe 3a U3IbJIHEHUE!

a)  Tpuema peuieHue, YNUTO aapecaTH ca IbPKaBUTE WICHKH, OTHOCHO MEPKUTE,
KOUTO TpsAOBa Ja ce MpeanpueMar IO OTHOLICHHE Ha W3AaJeHUTE OT
JbPKABUTE WYJIEHKU pa3pellieHuss 3a TbhProBUS, KOWUTO ca IMPEIMET Ha
IpoLEAypaTa, IPEABUIAEHA B HACTOSALMUSA Pa3aeil; U

0) Koraro B CTAaHOBHUIIETO CE€ IIOCOYBA, Y€ € HEOOXOIUMO PETyJaTOPHO AEeHCTBHE
110 OTHOILICHME Ha PAa3pElICHUETO 33 ThPrOBUs, IPHEMa PEIICHHE 3a MPOMSIHA,
CIIMpAHE Ha JCHCTBUETO WJIM OTMSHA HA LIEHTPAIU3UPAHUTE pa3pelIcHUs 3a
THPTOBHS,—KOUTO Ca MpEJMET Ha MpoLeaypaTa, NpPEABHICHA B HACTOSIIUSI
paszern.

Unen 42 ce mpuiara mno OTHOIICHHE HA MPUEMAHETO Ha PEIIEHHUETO, MOCOYEHO B
naparpad 5, OykBa a), ¥ MO OTHOIIIEHWE HA HETOBOTO HU3IBIHEHUE OT IbP>KABHUTE
YIICHKH.

3a pemeHueTo, mocoueHo B maparpad 5, OykBa 0), ce mpuiara wieH 13 or
[mpepaborenust Permament (EO) Ne 726/2004]. Koraro Komucusita mpueme TakoBa
pelieHne, TS MOKE Jia MpUeMe U PelieHUe, YUUTO aapecaTd ca JbPKaBUTE YICHKHU
chriacHo uieH 55 ot [mpepaborenus Pernmament (EO) Ne 726/2004].

PA3IEJ 5

YCTAHOBSIBAHE HA CUTHAJIA

Ynen 113
Monumopune u ycmanogsigane Ha CUsHaIU

Ilo oTHOmIEHHME HaA JIEKAPCTBEHHUTE NPOIYKTH, pa3pelIEeHd B CBOTBETCTBUE C
rnasa III, xkomMmeTeHTHUTE OpraHu Ha IBPKABUTE WICHKU, B CHTPYIHHYECTBO C
AreHnusTa, IpeINpHUeMaT CIETHUTE MEPKHU:

a)  OCBLIECTBABAT MOHUTOPUHI Ha Pe3yJiTaTa OT MEPKHUTE 3a CBEXKJAHE Ha pUCKA
JI0 MUHUMYM, CHIBP)KAIlld C€ B TUIAHOBETE 3a YIpaBJICHUE HA PUCKA, U OT
M3MBJIHEHUETO Ha YCIIOBHSTA, MOCOYEHH B wieHOBe 44 um 45, U Ha BCUYKHU
3aIbJDKCHUS, HAJIOKEHH B CHOTBETCTBHE C WICH 87,

6) OLCHABAT aKTYyaJIU3alIMUTC HA CUCTEMATa 3a YIIPABJICHUC HAa PUCKA,
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B)  OCBIIECTBSABAT MOHUTOPUHT Ha NaHHUTE B Oa3ara nanHu EudraVigilance, 3a na
OHpeI[eJBIT aJIn ca HAJIUIICE HOBHU pI/ICKOBe, JaJix ca HACTBIINIIN HpOMeHI/I B
PUCKOBETEe, KAaKTO MW Jalh Te3d PHUCKOBE OKa3BaT BIHMSIHHE BBPXY
CHOTHOIIIEHUETO IMOJI3a/PHUCK.

KomurterhT 3a OllcHKa Ha pucka B oOjactra Ha (hapmakolormyHata OTUTEITHOCT
H3BbPIIBA IbPBOHAYAIHUA aHAJIUW3 U IMOAPCIKAA IO IMPUOPUTCT CUTHAJIUTC 3a HOBU
PHCKOBE, 33 PHUCKOBE, B KOHTO Ca HACTBIMIM IPOMEHH, WM 3a IMPOMEHH B
chOTHOLICHUETO moi3a/puck. Koraro KomuTerhT mnperneHu, 4e Moxe Ja ca
HEOOXOJMMU TIOCIICBAIIN JICHCTBHS, OICHKATa Ha TE€3M CHTHAIM U ChIJIaCyBaHETO
Ha €BCHTYaJHO IIOCJICABAIIO JCHCTBUE II0 OTHOULICHHWE HA pa3pEUICHUETO 3a
THPrOBUSI CE M3BBPILIBAT 1O rpaduK, CHOTBETCTBAIl HA 00XBaTa M CEPUO3HOCTTA HA
BBIIPOCA.

AreHIMsATa, KOMICTCHTHUTE OPraHU HAa IbP)KABUTE WICHKH M MPUTEKATEIAT Ha
pa3peuieHneTo 3a THProBuUs ce HHDOpPMUpPAT B3aMMHO, B Ciy4ail dYe ObaaT
YCTAaHOBCHU HOBH PUCKOBE, PUCKOBE, B KOUTO Ca HACTHITMINA POMEHH, HITH TPOMEHU
B ChOTHOIIICHUETO IOJI3a/PUCK.

JbpKaBUTE YIEHKU IapaHTHUpaT, 4€ IPUTEKATEIUTE Ha pa3pelIeHUs 3a ThpProBUsA
uH(popMupaT AreHuusATa 1 KOMIETEHTHUTE OPTaHU Ha JbpKABUTE YICHKH, B CIIydai
ye ObJIaT YCTAaHOBEHU HOBHM PUCKOBE, PUCKOBE, B KOUTO €A HACTBHIIWIN IPOMEHH, UIIH
IIPOMEHHU B CHOTHOIIEHUETO I0JI33/PHUCK.

PA3IET 6

CHEIIHA ITPOIEAYPA HA CBIO3A

Ynen 114
3aoeiicmeane na cnewnama npoyeoypa na Cviosa

Ha ocHoBanue Ha omaceHus, MPOM3THYAIIM OT OIIEHKaTa Ha JIaHHHU, CBBP3aHU C
JneHocTH 1o (apmakojoruyHa OIUTENHOCT, Ibp)kaBa wieHka uiu Komwucwusra,
criopej ciy4asi, 3aJelcTBa MpoLeAypara, INPEeIBUJCHA B HACTOAIIMA pas3aeln
(,cnmemHa mponenypa Ha Cpbro3a“), Karo yBeJAOMsBa APYTUTe IbpPXKaBH UJIEHKH,
Arennusta u Komucusira, koraro:

a)  oOMMHCIS criMpaHe Ha JeMCTBUETO WM OTMSIHA Ha pa3pelleHne 3a ThProBHs;
06) oOmucns 3a0paHa Ha MpeAJIaraHeTo Ha JIEKapCTBEH MPOJIYKT;
B)  OOMMHCIS OTKa3 3a MOJAHOBSIBAaHE Ha pa3pellieHHe 32 ThProBUs; WU

r) € yBeJIOMEHa OT TpHUTEeKATeNs Ha pa3peuieHHe 3a THhProBUs, UYe TOpaau
OITaceHHsI 110 OTHOIICHHE Ha 0€30MacHOCTTa, TOW € MPeyCTaHOBUII ITYCKAaHETO
Ha Ta3apa Ha JIEKapCTBEH MPOAYKT WIIH € MPEATNPUEIT TSHCTBUS 32 OTTETIISIHETO
Ha pa3pelieHue 3a THPIrOBUsA, WM BB3HAMEpsBa Jia MPEANpPUEME TaKWBa
NEHCTBUS, WM HE € MojJajl 3asBJICHHE 3a MOJHOBSIBaHE Ha pa3pelieHHue 3a
THPTOBUSI.

Ha ocHoBanue Ha omaceHus, NPOM3THYAIIM OT OLICHKaTa Ha JIaHHU, CBBP3aHU C
neiiHocTi 1Mo ¢apMakoJOrM4YHa OIUTENHOCT, JbpxkaBa wieHka uian Kommucusra,
criope] ciydas, uHGopMuUpa Ipyrure IbpKaBU WieHKH, AreHuusara u Komwucusra,
KOraTo CuMTa, 4e € Heo0X0oAUMO JoOaBsHE Ha HOBO MPOTHBOIIOKA3aHNE, HAMAJIIBaHe
Ha IpEenopbuBaHaTa [03a WM BBBEXKAAHE HA OrPaHMUYEHUE 3a TEPAlEBTUYHUTE
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MOKa3aHUsl Ha JIEKApCTBEH MPOAYyKT. B mHpopmanusTa ce omucBar OOMHUCISIHOTO
JEMCTBUE U IPUUMHUTE 32 HETO.

Korato cuura, ye € He0OOXOAUMO CIIEHIHO ACHCTBUE B HAKOW OT ClydauTe, IOCOYCHU
B IIbpBa aJIMHEd, JbpXkaBaTa uieHKa wiu Komwucusra, cropen ciydas, 3aaeicTBa
cremHara npouenypa Ha Cbro3a.

Koraro He e 3azelicTBaHa cnemHaTta npoueaypa Ha Cbro3a, 3a JIEKAPCTBEHUTE
MIPOJIYKTH, pa3pelieHn B ChOTBETCTBHUE ¢ pa3nopenoute Ha riasa I, pazaenu 3 u 4,
CIIy4asT ce JI0BEXa 10 3HAHUETO Ha KOOpAUHAIIMOHHATA rpyna.

Unen 95 ce npuiara, Korato ca 3aceriatu uHrepecute Ha Cbro3a.

Koraro e 3aneiicTBana creniHara npouenypa Ha Cbro3a, AreHiusTa npoBepsisa Jainu
OlaceHMsITa BbB Bpb3Ka ¢ 0E30MAaCHOCTTA Ca CBBP3aHU C JIEKApCTBEHM HPOAYKTH,
pa3MYHU OT JIEKAPCTBEHHS MPOJYKT, 32 KOWTO ce OTHACS HMHQOpMAIUATA, WA ca
o0ImM 3a BCHYKM JIEKAPCTBEHU MPOJAYKTH, CHAJAIM KbM ChLIaTa TIpyna WIU
TeparneBTUYEH KJac.

B ciydaii 4ye BBOPOCHUAT JIEKApCTBEH NPOAYKT € pa3pelieH B IOBeYe OT eJHa
Ibp)KaBa WiIeHKa, ATCHIUATA YBEAOMsBa 0e3 HeompaBaaHo 3a0aBsHE 3a/eHCTBATUS
cremHara npoueaypa Ha Cbro3a 3a pe3yiaTaTure OT Ta3M MPOBEpKa M ce mpuiaraT
npoueaypure, npeasuieHu B uieHose 115 u 116. B npotuBeH ciydail onaceHusTa
BbB Bpb3Ka C 0€30IIaCHOCTTA C€ pasMIekJaT OT ChOTBETHATa Ibp)KaBa YICHKA.
AreHIMsATa WM Ibp’KaBaTa YieHKa, CIIOpe]l Cilydasl, yBEAOMSsBA IIPUTEKATEINTE HA
paspeleHus 3a TbproBusl, Ye € 3aJIeliCTBaHa CliellHaTa npouenypa Ha Cpro3a.

be3 na ce 3acsarar pasnopenoute Ha maparpadu 1 u 2 u Ha uneHoBe 115 u 116, Beska
Ibp)KaBa WICHKA MOJXKE, KOraTo € HeoOXOIMMO CIICIIHO JCHCTBUE 3a Ola3BaHe Ha
OOIIECTBEHOTO 3.IpaBe, Ja CIpe JCHCTBUETO Ha Pa3pElICHHETO 3a THPTOBHS H Ja
3a0paHu ynorpebara Ha CbOTBETHHS JIGKAPCTBEH MPOAYKT HA CBOSTA TEPUTOPHUS IO
MIPUEMAHETO HAa OKOHYATEIIHOTO PEIICHUE B paMKHTE Ha CIIENTHATa Mpoleaypa Ha
Crpro3a. Ts yBenomsiBa Komucusita, AreHiusita U APYruTe AbpPKaBH YJICHKU 3a
NPUYHHATE 32 CBOETO JICHCTBHE HE IMO-KBCHO OT CIEIBAIINS PaOOTEH JIeH.

Komucusita MoXke Ha BCEKHM €Tal OT Mpoleaypara, nocoueHa B wieHose 115 u 116,
Jla TIOMCKa OT Jbp’KaBa YIEHKa, B KOATO € Pa3pellieH JIEKapCTBEHMST MPOAYKT, Aa
npeanpuemMe He3a6aBHO BPEMEHHU MEPKHU.

KoraTo o0xBaThT Ha mpolieypara, OnpeiesieH B ChOTBETCTBUE ¢ maparpadu 1 u 2,
BKJIIOUBA JICKAPCTBEHU MPOIYKTH, OOXBaHATH OT LEHTPATU3UPAHU pa3pelieHus 3a
Thproeusi, Komucusita Moke Ha BCEKH €Tam OT CIenrHara npoieaypa Ha Crro3a 1a
npeanprueMe He3a0aBHO BPEMEHHU MEPKU MO OTHOIICHHE Ha TEe3U pa3pelieHus 3a
THPTOBHSI.

I/IH(I)OpMaLII/ISITa, IIOCOYCHA B HACTOAIIMUA YJICH, MOXEC Ja C€ OTHaACia OO0 OTACIIHHU
JICKAPCTBCHU IMPOAYKTU WX OO0 ACOPTHUMEHT OT JICKAPCTBCHU NPOAYKTH, WJIHW OO0
TCPAINICBTUYCH KJIacC.

AKo ATeHnusATa yCTaHOBH, Y€ ONACEHUsATA BHB BPh3Ka C O€30MacHOCTTA ca CBbpP3aHU
C TIOBEYE JIEKAPCTBEHU MPOAYKTH, OTKOJIKOTO O ca 00XBaHATUTE OT MHQOpMAIIUITA,
WIM Y€ OIMACeHUsATa BbB BPb3Ka ¢ OE30MacCHOCTTa ca OOIIM 32 BCHUUKU JIEKAPCTBEHU
MPOJYKTH, CHAJallld KbM ChIIHUS ACOPTUMEHT WM TEpaleBTHUEH KJac, T4
pasupsBa CbOTBETHO 00XBaTa Ha IpoLeaAypaTa.

Koraro o00xBaThT Ha crelIHATa nponeaypa Ha Cplo3a 3acsra ACOPTUMCHT OT
JICKAPCTBCHU MPOAYKTHU HJINW TCPAINICBTHYCH KJIaC, B IpoHcaypara C€ BKIOYBAT U

140

BG



BG

JICKapCTBEHUTE TMPOJIYKTH, OOXBaHATH OT UEHTPAJU3UPAHOTO pa3pelieHue 3a
TBPTOBUS, KOUTO MPUHAAIEKAT KbM TO3U aCOPTHUMEHT WJIH KJIac.

KbM MoMeHTa Ha mpepocTaBsiHe Ha MHQOpMaIMATa, ocoueHa B maparpadu 1 u 2,
JI'bpKaBaTa YJeHKa MPEJOCTaBsi Ha Pa3lojoKeHUe Ha ATEHUHUSTA 1sU1aTa OTHOCHUMA
HayyHa MH(OpMalKA, ¢ KOSITO pasloyiara, KakTo U BCSKa OIEHKa, HallpaBeHa OT
JI'bpKaBaTa 4IeHKA.

Ynen 115
Hayuna oyenxa npu cnewna npoyedypa na Cvioza

Crnen monydyaBaHeTo Ha mH(poOpmarusATa, mocodyeHa B wieH 114, maparpadu 1 u 2,
AreHnusaTa 00sBSIBa MyOJIMYHO 33JCHCTBAHETO Ha CremHaTta mporeaypa Ha Crio3a
Ha €BPOIEUCKHS MHTEPHET MOpTal 3a JIeKapcTBaTa. Y CIOPETHO C TOBa IbpiKABUTE
YICHKM MOTaT Ja oOOsBIAT IMyOJMYHO 3aJeHCTBAHETO Ha MpoleaypaTa Ha
HAI[MOHAJHUTE CU MHTEPHET IMOPTAJH 3a JIeKapcTBaTa.

B o0sBiieHueTO ce mocodBa BBIPOCHT, BHECEH 3a pa3riekIaHe OT ATeHIusATa B
ChOTBETCTBUE C wieH 114, JeKapcTBEHHTE NPOAYKTH W KOTaTo € IIPHIIOKHMO,
3acerHaTUTe akKTHBHU BellecTBa. B Hero ce chappika nHPOpMaus OTHOCHO IPAaBOTO
Ha TIPUTEXKATEIUTE Ha Pa3peliCHHs 32 THPrOBUS, MEJUIMHCKHUTE CHCHUAINCTH U
O0IIECTBEHOCTTA Ja MoJaBaT B ATeHIUATa WHPOpPMALUs, UMaIla OTHOIICHHE KbM
npoueaypara, M ce IOCOYBa MO KakbB HAa4MH Ja ObJe IMoJaBaHa TakKaBa
UHpOpMAIIHSL.

KomuTeThT 32 olleHKa Ha pHCcKa B 0o0iacTTa Ha (apMakoioruyHata OJUTETHOCT
OLICHSIBA BBIIPOCA, BHECEH 3a pas3IiiekJaHe OT ATeHUMsSTa B CbOTBETCTBUE C
wien 114.  JlokmaguukpT, TOCOYeH B wieH 152 ot  [mpepaboreHus
Pernament (EO) Ne 726/2004], pabotu B TICHO CHTPYJHUYECTBO C JOKJIAI4MKa,
onpeneneH or Komurera mo jgekapcTBEHUTE MPOJYKTH 3a XyMaHHa ynorpeOa, U ¢
pedepeHTHaTa AbpikaBa YWiICHKa 32 CbOTBETHUTE JIEKAPCTBEHU MTPOIYKTH.

3a HCJIIMUTC HAa OLICHKATA, IIOCOYCHA B ITbpBA aJIMHEA, IPUTECKATCIIAT HA PA3PCHICHUCTO
3a TbProBUA MOXKEC aa NpeaACTaBu NNCMCHHU KOMCHTApH.

Koraro cnemHusT xapakTep Ha BbIIpoca Hailara ToBa, KoMHTeTHT 3a OlleHKa Ha
pucka B o0jacTTa Ha ¢apMakojIoruyHaTa OJIUTETHOCT MOXE Ja MpOBee MyOJInyHU
M3CTYIIBAHUS, KOTaTO CUMTa, Y€ TOBA € IIeIeChOOPa3HO M HAJUIEKHO 0OOCHOBAHO,
MO-CTEeNMAHO TI0 OTHOIIEHWE Ha 00XBaTa M CEPHO3HOCTTA HA OMNACEHUSITa BBHB
Bpb3Ka C Oe3omacHOCTTa. M3ciymiBaHusTa c€ MNPOBEXKIAT B CHOTBETCTBUE C
YCIIOBUSATA, OMPECIICHN OT ATEHIUATA, U Ce OOSBSIBAT Ha CBPOICHCKUS MHTCPHET
MopTa 3a JeKapcTBara. B 00SBIEHUETO ce OMpeNeNsaT YCIOBUATA 32 yUacTHe.

Crnen KOHCyATamusl ChC 3aCeTHATHUTE CTPAaHW ATCHIHATAa W3TOTBS TIPOICAYPEH
MPAaBUJIHUK 32 OPTaHU3UPAHETO M TPOBEXKIAHETO Ha MYOJMYHU HU3CTYHIBAHUS B
ChOTBETCTBUE ¢ WieH 163 ot [mpepaborenus Permament (EO) Ne 726/2004].

Koraro mnputexxaren Ha paspelieHHEe 3a TBPrOBUS HIW JAPYro JHIE, KOETO
BBh3HAMEPsBA Jla MPEJCTaBH MHPOpPMAITUs, pas3roiara ¢ MOBEpUTETHA HHPOpMaIws,
KOSITO UMa OTHOIIEHHE KbM pasrIeKIaHus B TPOIeaypaTa BhIIPOC, TOW/TO MOXKE J1a
MOWCKa pa3pelleHre J1a PeJICTaBu Te3W JaHHU Ha KomMuTeTa 3a OIleHKa Ha pHCKa B
obnactTra Ha ¢apMaKoJIOTHYHATA OJUTETHOCT, KaTo ObAe M3CIYIIaH(0) Ha 3aKPUTO
3aceaHue.
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B cpok ot 60 muu ot mpenctaBsHeTo Ha mHMopmarusaTa KoMuTeThT 3a OlleHKa Ha
pucka B obiactra Ha (apMakoJIOTHYHATa OJMTENIHOCT MpPaBU IMPENOpPbBKA, KaTo
II0COYBAa MOTHBHTE, HA KOUTO C€ OCHOBAaBa T, U OTUYHTA HA/JICKHO TEPANCBTUUHUS
edeKT Ha JIeKapCTBEHHs MPOIYKT. B mpemopbkara ce mocoyBar pasinyaBalluTe ce
HO3WIMM M OCHOBaHMATA 33 TAX. B chemHuM ciydan M MO HpeaoKeHHE Ha CBOS
npezncenaren KoMuteTsT 3a OlleHKa Ha prcka B oOiacTra Ha (apMakoJOTHYHATa
OIMTETHOCT MOXKE J1a Ce ChIJIacH Ha MO-KpaThK cpok. [Ipemopbkara BKIIOYBA €THO
WJIY TIOBEYE OT CIICAHHUTE 3aKIFOUCHUS:

a) HE C€ U3HCKBa AOIIBJIHUTCIIHA OLICHKA UJIN ,Z[GP'ICTBHG Ha paBHUIICTO Ha C’bIO3a;

0) mpuTeXaTeNsaT Ha pa3pellieHueTo 3a THProBUs CJeIBa [Ja U3BbPIIU
JOMBJIHUTENHA OLIEHKAa Ha JaHHUTE W Ja IpearnpueMe MOcCieBalll AeHCTBUS
BBbB BPb3Ka C PE3YJITATUTE OT HEs;

B)  IPUTEXKATENAT HAa pa3pelieHHeTo 3a ThProBUS ClleABa Ja CIIOHCOpHUpa
Ipoy4BaHe 3a 0€30IIaCHOCT CIIel M0JIy4aBaHE Ha Pa3pellleHue W J1a U3BBPIIU
HocjeBallla OLEHKa Ha Pe3y/ITaTUTe OT TOBA IPOYYBAHE;

I)  JIbp’KaBUTE WICHKHU WJIM MPUTEKATENAT HA Pa3pelICHUETO 3a ThProBuUsl cie/iBa
Jla IPWJIOKAT MEPKU 3a CBEKIAHETO HA PUCKA 10 MUHUMYM;

)  JCHCTBMETO Ha pa3pelIeHHWETO 3a ThProBUs clieBa Jaa Oble CHIPSHO,
pa3pelieHueTo 3a ThProBHs cjielBa Ja ObJ€ OTMEHEHO WM JAa He Obie
MOJHOBEHO;

€)  pa3pelIeHUeTO 3a ThProBUs clieABa J1a ObJe MPOMEHEHO.

3a uenute Ha maparpad 3, OykBar) B TpenopbKara Cce  OMPENeysT
NPENOPHUNUTEITHUTE MEPKU 32 CBEXKIAHE HA PHCKA O MHHUMYM W YCIIOBHSTA WU
OrpaHU4YCHHATA, KOUTO CJIC/Ba 1a 6’B)13T BKIIFOYCHHU B PA3pPCIICHHUCTO 3a ThpPIroOBHA,
BKIIFOUUTENHO TpaduK 3a U3MbIHEHHE.

3a nenute Ha maparpad 3, OykBa €), KOorato ce nmpernopbuBa MpoMsiHA WK J00aBIHE
Ha uWHpOpMaIus B KpaTKaTa XapaKTepUCTHKa Ha TPOAYKTa, B €THUKETa WIH B
JMCTOBKATa, B MPEMopbKaTa ce mpeaiara popMylInpoBKaTa Ha Ta3u MPOMEHEHA TN
nobaBeHa MHGpOpPMAIUS M C€ MOCOYBAa MSCTOTO, KBJETO TS Ja ObJe HaHeceHa B
KpaTKaTa XapaKTCPUCTHUKA Ha ITPOAYKTA, €CTUKECTA WJIN JIMCTOBKATA.

Ynen 116

Hoc;zedeau;u oelicmeus 6v8 6PB3KA C npenopvKume, HanpaeeHu 6 pamKume Ha cneunama

npoyeodypa na Cviosa

Koraro B o6xBara Ha cnenHara npouenypa Ha Cbro3a, onpesiesieH B ChOTBETCTBUE C
ynieH 114, maparpad 6, He € BKIIOYEHO IEHTPATU3UPAHO pa3pelIeHre 3a ThproBus, B
cpok oT 30 fHM OT MOJy4yaBaHETO Ha Mpenopbkara, u3rorBeHa ot Kommurera 3a
OllCHKa Ha pucka B obmacrra Ha  (¢apMakoJOTMYHATa  OJUTEITHOCT,
KOOpJMHAIIMOHHATa Tpyna pas3riex/ja MpenopbkaTta U MOCTUTa MO3UIMS OTHOCHO
3ara3BaHeTo, MPOMsHATa, CIIMPAHETO Ha JeHCTBHETO, OTMsHATa WM OTKasza 3a
MOJIHOBSIBAHE HAa CHOTBETHOTO pa3pellieHue 3a ThpPrOBHs, BKIIOUUTEIHO Tpaduk 3a
U3IIBJIHEHHE Ha JO0roBopeHara nmo3unusa. Korato e HeoOX0AUMO CIIENIHO IpUeMaHe
Ha MO3UIUATA, KOOPAWHAIIMOHHATA Ipyla MOXe Jia ce ChIVIaCH Ha MO-KPaThK CPOK
0 NIPEAJIOKEHNE Ha CBOS IIpesiceaared.
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AKO B paMKHTE€ Ha KOOpJIMHAIMOHHATa Tpyla MPEIACTABEHUTE IbP>KABU UICHKH
MOCTUTHAT CIIOPa3yMEHUE ¢ KOHCEHCYC OTHOCHO JEWCTBHETO, KOETO TpsiOBa 1a ce
npeanpueMa, MpeAcenaTeNIaT perucTpupa CrIopasyMEHHeTO M TO u3lpalia Ha
MpUTEXKATEIId Ha Pa3pelICHUETO 32 ThProBUS U HAa AbpP)KABUTE WICHKU. [IbpikaBuTe
YWICHKH MpearnprueMaT HeoOXOAMMHTE MEpPKU 3a 3ama3BaHe, IpOoMsiHa, CIHpaHe Ha
JIEMCTBUETO, OTMSIHA WJIM OTKa3 3a MOJIHOBSBAaHE HAa CHOTBETHOTO pa3pelleHuE 3a
THProBUS B CbOTBETCTBHE € IpaduKa 3a U3MbIHEHHE, IPEIBUJICH B CIIOPa3yMEHHETO.

B caywail Ha nocTurHato crnopa3yMeHME 3a IPOMsIHA IpUTEXATeNsAT Ha
pa3peleHueTo 3a THProBHs IMOAaBa 10 KOMIIETEHTHUTE OpraHU Ha IbpiKaBUTE
YJIEHKU CHOTBETHO 3asBJICHUE 3a IPOMsIHA, BKJIOYBAIIO akKTyajJu3uMpaHa KpaTka
XapaKTepUCTHKAa Ha TMPOAyKTa U aKTyalu3hpaHa JIMCTOBKA, B paMKHUTE Ha
orpeneNneHus TpaduK 3a U3IbIHEHHUE.

AKo He MoOXxe Ja 6’[;,[[6 IIOCTUTHATO CIIOPa3yMCHHE C KOHCCHCYC, IO3UIUATA Ha
MHO3HUHCTBOTO OT ABPIKABUTEC YJICHKHU, ITPEACTABCHH B KOOpAWHAIIMOHHATA I'pyma, CC
npcaaBa Ha KOMI/ICI/IHTa, KOATO IIpuJiara mnmpoueaypara, npeaABuJicHa B YWICH 42.

Koraro cmopa3ymMeHHeTo, IMOCTHTHATO OT IbP)KAaBUTE UJICHKH, TNPEIACTABCHH B
KOOpJMHAIIMOHHATA IPyIa, UK MO3UIHATa HA MHO3UHCTBOTO OT AbP)KABUTE WICHKH,
MPEJCTaBEHU B KOOPIWHAIIMOHHATA Tpyla, C€ pas3inyaBa OT IMpenopbkara Ha
KomuteTa 3a oleHka Ha pucka B oOnacTra Ha QapMakoJOrH4HaTa OJUTETHOCT,
KOOpJMHAIIMOHHATA Tpyla IMpuwiara KbM CIHOPAa3yMEHHETO WM TIO3WIHATAa Ha
MHO3UHCTBOTO MOAPOOHO OOSCHEHHWE Ha HAYYHHTE OCHOBAHHS 3a pa3IN4usiTa,
3ae]lHO C IIpernopbKaTa.

Korato B oOxBara Ha mpolieaypaTa, OINpPEIeNieH B CHOTBETCTBUE C wieH 114,
naparpad 6, € BKIIOYEHO MOHE €IHO IEHTPAJIM3UPAHO pa3peuieHrue 3a ThProBUS, B
cpok oT 30 mHM OT TMOJy4YaBaHETO Ha TMpenopbkara, M3roTBeHa oT Komwurera 3a
OIICHKAa Ha pucka B o0yiacTTa Ha (apMakoJoruyHaTa OauTenHOCT, KOMUTETHT 1O
JIeKapCTBEHHUTE MPOAYKTH 3a XyMaHHA yrnoTpeba pasriiexaa mpernopbkara u npuema
CTaHOBHIIIE OTHOCHO 3ara3BaHEeTO, MPOMSHATA, CIIUPAHETO HA JIEHCTBUETO, OTMSIHATA
WIK OTKa3a 3a MOJHOBSIBAHE HAa CHOTBETHOTO paspelieHue 3a Thpropus. Koraro e
HEOOXOJIUMO CIICITHO TIpUEMaHe Ha CTaHOBHIIETO, KOMHUTETHT MO JIEKAPCTBEHUTE
NPOAYKTH 3a XyMaHHa YMoTpeba MOXKe Ja ce ChIJacH Ha MO-KpaTbK CPOK IO
IPEeIO’KEHHE Ha CBOS TIPE/ICEAaTe.

Korato cranoBumero Ha Kowmurera mo JeKapcTBEHHUTE NPOIYKTH 3a XyMaHHa
yrnorpeba ce pasnuuaBa OT Ipernopbkara Ha KomuTera 3a OIGHKa Ha pHUCKA B
obOmactra Ha (apmakosjoruyHara OauTenHocT, KoMHTETBT MO JEeKapCTBEHUTE
OPOAYKTH 3a XyMaHHa ynorpeba mpuiara KbM CBOETO CTAHOBHIIE MOAPOOHO
00siCHEeHHE Ha HAyYHUTE OCHOBAHUS 32 PA3IMUHUATA, 3a€/IHO C IpernopbKara.

B®3 ocHoBa Ha craHoBHIIeTO Ha KoMuTeTa Mo ekapcTBEHUTE MPOIYKTH 3a XyMaHHa
ynotpeba, mocoueHo B naparpad 3, Komucusra, upe3 akToBe 3a U3IIbIHEHHE:

a)  TpuWema pelieHue, YUUTO aapecaT ca IbPKaBUTE WICHKH, OTHOCHO MEPKUTE,
KOUTO TpsAOBa Ja ce MpeanpueMar IO OTHOIIEHHE Ha W3AaJeHUTE OT
JIbPKABUTE WICHKH Pa3pelIeHusl 3a ThProBUs, KOUTO ca MPEIMET Ha CIelIHaTa
npouenypa Ha Cpro3a;

0) Korato B CTAaHOBHUIIETO CE€ MOCOYBA, Y€ € HEOOXOIMMO PETyJaTOPHO JeicTBHE
[0 OTHOLIEHHE Ha pa3pelIeHUeTo 3a ThProBUs, MPHEMa pellieHHe 3a MPOMSHA,
CIIMPAHETO Ha )IeﬁCTBHeTO, OTMsHa HWJIM OTKa3 3a IIOJHOBABAHC Ha
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[ECHTPAIM3UPAHUTE DPa3pelICHUs] 3a THPrOBUS, 3aCETHATH OT TPOIEaypara,
npeaBruacHa B HACTOAIIUA pa3aciI.

3a mpueMaHeTo Ha PEIICHHUETO, MOocoYeHo B maparpad 4, OykBa a), U 3a HETOBOTO
U3MBJIHEHUE OT IbPKaBUTE WICHKH, CE Mpujara wieH 42.

3a pemeHueTo, mocodyeHo B maparpad 4, OykBa 0), ce mpuiara wieH 13 or
[mpepabotenust Pernament (EO) Ne 726/2004]. Korato Komucusita nmpueme TakoBa
pelieHue, TS MOKe Jla IPHEME M pPeUIeHUe, YHUTO aJpecaTd ca AbP)KaBUTE WICHKU
chritacHo wieH 55 ot [mpepaborenus Pernament (EO) Ne 726/2004].

PA3IET 7

KOHTPO.I HA TPOYUBAHUSATA 3A BE3OITACHOCT CJIEJI TOJTYYABAHE HA
PA3PEHIEHUE

Ynen 117
Heunmepsenyuonannu npoyusanus 3a 6€30nacHocm cied NOLyYasane Ha paspeuletue

Hacrosimusar pasmen ce mnpuiara 3a HEMHTEPBEHIMOHAIHM MPOYYBAHHUS 3a
0e30MacHOCT clie]] MoJy4aBaHe Ha pa3pelieHre, KOUTO ca 3aloYyHaTH, PhKOBOACHU
Wi (pUHAHCUPAHH OT MPUTEKATENSI HA PA3pEIICHUETO 32 ThPrOBHS HA JOOPOBOJICH
MIPUHIUIT WK 10 CHJIaTa Ha 3aIbJDKCHUS, HAJOKEHU B CbOTBETCTBHE C WICHOBE 44
1 87, U KOUTO BKJIIOYBAT CHOMPAHETO Ha JAaHHU 3a O€30MaCHOCT OT MAIMEHTH WITU
MEIULMHCKHU CIIEINAIMCTH.

Hacrosimust paznen He 3acara M3MCKBaHUATA HA JbpXKaBUTE WieHKH U Ha Cbro3a 3a
rapaHTipaHe Ha  Ojaromoiy4ydeTo W  IpaBata Ha  y4acTHUIUTE B
HEMHTEPBEHLIMOHAIHM TPOy4YBaHUs 3a O€30MacHOCT cjel I0JlydaBaHE Ha
paspeleHue.

HpOyLIBaHI/IﬂTa HE CC MPOBECKAAT, KOraTo CbC CaMOTO UM IPOBCKIAHE CC HACHhPYaBa
yHOTpe6aTa Ha JaZICH JICKAPCTBCH IMPOAYKT.

3annan1aHeT0 Ha MECIUUOWHCKHUTC CIICHUAJIUCTU 3a Y4aCTHC B HCUHTCPBCHIMOHAIHU
Mpoy4yBaHud 3a 0e30IMacHOCT CJICH IIOJTy4aBaHC Ha pa3pClICHUC CC OrpaHHU4YaBa 10
KOMIICHCA 1A 3a U3Ppa3sXxOABAaHHUTEC BPEME U CPCACTBA.

KoMmmereHTHUAT OpraH Ha AbpiKaBaTa YJICHKA MOKC J1da U3UCKA OT IMPUTCKATCIIA Ha
PA3pCIICHUETO 3a ThbPTOBHA a MPEACTABU IIPOTOKOJIA U AOKJIAAWUTE 3a HAIPCAbKa Ha
KOMIICTCHTHUTC OpraHy Ha AbPiKABUTE YJICHKHU, B KOUTO CC MMPOBEIKAA ITPOYIBAHECTO.

[TputexxaTenar Ha pa3pelIeHHUEeTO 3a ThProBUS H3Mpalla OKOHYATENIHHUS JOKIaa OT
IIPOYYBAHETO HAa KOMIIETEHTHUTE OpraHd Ha JbP)KAaBUTE UWIEHKH, B KOUTO €
IIPOBE/IEHO U3CJIEBAHETO, B CPOK OT 12 Mecena OT MPUKIFOYBAHETO HA CbOMPAHETO
Ha JTaHHU.

[To BpemMe Ha MPOBEKIAHETO HA MPOYYBAHETO MPUTEKATEIAT Ha pa3pelIeHrueTo 3a
THPrOBUSl OCHILECTBSIBA MOHUTOPUHT HA T€HEPUPAHUTE JAHHU U OTUUTA BIUSHUETO
UM BBPXY CHOTHOILIEHUETO I0JI3a/pUCK Ha ChOTBETHUS JIEKAPCTBEH MPOAYKT.

Beska HoBa wuHGpopMmamus, KosATO OM Morjia Ja TMOBIMAE€ Ha OIEHKaTa Ha
CBOTHOLIEHUETO TMIOJI3a/PUCK Ha JIEKapCTBEHMs MPOJYKT, ce cbhoOllaBa Ha
KOMIIETEHTHUTE OPIaHU Ha JbprKaBaTa WIECHKA, B KOATO € Pa3pelIeH JEKapCTBEHUAT
IIPOJIYKT B CHOTBETCTBHUE C WiIeH 90.
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3a1bHKEHNETO, YCTAHOBEHO BHB BTOpA allMHEs], HE 3acsira WH(GOpMAIHsITa OTHOCHO
pe3ylaTaTuTe OT IMIPOYYBAHUATA, KOUTO IIPUTEKATEIIAT HA Pa3pELICHUETO 3a ThPrOBUs
NPeJOCTaBsl Ha PA3MOJIOKEHUE 4Ype3 IMEPHOJAWYHHTE aKTyaIu3upaHu IOKJIaIu 3a
0e30macHOCT, MpeBUIeH! B wieH 107.

Unenose 118—121 ce mpunaraT €IMHCTBEHO IO OTHOIIEHUE HA MPOYYBAHUATA,
Moco4eHH B maparpad 1, KOUTO ce U3BBPIIBAT [0 CHJIATa Ha 33 bJDKCHIE, HATIOKEHO
B CbOTBETCTBUE C WieH 44 unu 87.

Ynen 118

0O0obpenue Ha NPOMOKOJL 3a HEUHMEPBEHYUOHAHO NPOYUBAHEe 3a OE30NACHOCH Cle0
noxyuasame Ha paspeulenue

[Ipenu nmpoBexaaHeTo HAa MPOyYBaHE MPUTEKATEIAT Ha Pa3pPEIICHUETO 32 ThPrOBUS
IpeJicTaBsl MPOEKT Ha npoTokosn Ha KomuTeTa 3a oleHka Ha pucka B o0sacTra Ha
dapmakonornyHara OAUTETHOCT, OCBEH 32 MPOYUYBAaHHUS, KOUTO IIE CE MPOBEXKIAT
caMo B €/IHa JbprKaBa WICHKA, U3KMCKaJla IPOYYBAHETO B CHOTBETCTBUE C ujieH 87. 3a
TaKMBa MPOYYBAHUSA NPUTEKATENSAT HA PA3PEUICHHETO 32 THPrOBUS MPEACTaBA
IIPOEKT Ha MPOTOKOJ HAa KOMIIETEHTHMSI OpraH Ha JbprkaBaTa 4WIEHKa, B KOSATO Ce
MIPOBEX 1A IPOYYBAHETO.

B cpoxk or 60 nHM OT mpeAcTaBIHETO Ha MPOEKTa Ha IPOTOKOJ, I[OCOYEH B
naparpag 1, KOMIETEHTHUAT OpraH Ha JabpkaBaTa wieHka win KomurersT 3a
OLlIEHKa Ha pUCKa B 001acTTa Ha (hapMakoJOrMYHATa OJUTEITHOCT, CIIOpEeA Ciydasd,
u3/1aBa:

a)  THCMO, C KOETO Ce 0JI00psBa MPOEKTHT HA MIPOTOKOJ;

6) MMUCMO 3a BB3PAKCHHUE, B KOCTO l'IO)IpO6HO CC mu3jlarat OCHOBaAHHATA 3a
BB3PAKCHHUETO, KOraTo:

1)  cuuTa, Y€ MPOBEXKAAHETO Ha MPOYYBAHETO HachbpuaBa ymorpebara Ha
JIaJIeH JIEKapCTBEH MPOIYKT;

11) cyuTa, 4c JU3aliHBT Ha IMPOYYBAHETO HE OTTOBAps HA HCTOBUTC LICIIH,
niIn

B)  IHCMO, C KOETO MPUTEKATENIT Ha Pa3pelIeHUETO 32 ThProBUS C€ YBEIOM:IBA,
Ye TPOYYBAHETO HMMa XapakTep Ha KIWHUYHO W3IHUTBaHE, IOMAJAIlo0 B
npunoxxkHoTo none Ha Permament (EC) Ne 536/2014.

[Ipoy4yBaneTo MoOXe Ja 3alo4He EJAWHCTBEHO KOTaTo € H3[aJeHO MHCMEHO
0100peHue OT KOMIIETEHTHHUSI OpraH Ha JbpkaBaTa udjeHKa uiau oT Komwurtera 3a
OIICHKA Ha PUCKa B 001acTTa Ha (papMaKoJIOTHYHATa OAUTEITHOCT, CIIOPET CITydasl.

Koraro e wu3mameHo mucMo 3a 0J00peHHE Ha MPOEKTa Ha MPOTOKOJ, KAKTO €
nmocoueHo B maparpad 2, OykBa a), IPUTESKATEIAT Ha Pa3pEIICHHUETO 3a ThPTOBHS
U3Mpalia MpoToKoIa Ha KOMIETEHTHUTE OPTaHu Ha IbP>KaBUTE WICHKH, B KOUTO e
ce MpOBeXIa IPOYYBAHETO, W MOXKE CIIEJ] TOBAa Ja 3alloyHe NpPOYYBAHETO B
CBHOTBETCTBHUE C 0I00pPEHUS TPOTOKOJL.

Ynen 119

AKmyaﬂusupaHe HA NpOMOKOJl 3ad HEUHMEPBEHYUOHANIHO Npoy46daHne 3a bezonacrocm cneo
noJjiydyaeane Ha paspeuerue
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Crnen 3amo4yBaHETO HA NPOYYBAHE BCHUYKHM CHIINECTBEHHM HM3MEHEHUS B IMPOTOKOJA CE
MPENICTaBAT, MpeAn aa ObAaT MPHIOKEHU, Ha KOMIETCHTHHSI OpraH Ha JIbp)KaBaTa YICHKa
nin Ha Komurera 3a oreHka Ha pucka B oOnactra Ha (apMakoJOoTHYHATa OJMTEIIHOCT,
criopeq cirydas. KOMIETEeHTHUAT OpraH Ha Jbp:KaBaTa wieHka nwin KoMuTeTsT 3a OLeHKa Ha
pucka B o0jacTTa Ha hapMakoJIorHyHaTa OIUTEITHOCT, CIIOPE ClIydasi, OlICHsIBa U3MCHEHUSTA
U yBEIOMSBA TPUTEXKATENs Ha Pa3pEelICHUETO 3a THPTOBUS 3a CBOETO OJIOOpEHHE WU
Bb3pakeHue. Koraro € NpuiIoKUMO, MPUTEKATEISIT HAa Pa3pelIeHUETO 3a ThProBUs
YBEIOMSIBA IbPKABUTE WICHKH, B KOUTO CE IPOBEKIA ITPOYUYBAHETO.

Ynen 120

OxoHuamenen 00KIA0 OM HeUHMeP8EeHYUOHAHO NPOYUBane 3a Oe30nacHOCm cied
noiy4asane Ha pazpeuienue

l. [Tpu 3aBBpIIBaHETO HA MIPOYUYBAHETO, B CPOK OT 12 Mecela cie1 MpUKIIOYBAHETO HA
ChOMpaHETO Ha JaHHHM, HAa KOMIICTCHTHHS OpraH Ha JbplKaBaTa WICHKa WIM Ha
Komurera 3a omnenka Ha pucka B oOjacTTa Ha (papMakojiorMuHaTa OJMTEIHOCT CEe
NpeJICTaBs OKOHYATEJICH JIOKJIaJl, OCBEH aKO KOMIICTCHTHHST OpPraH Ha JbpikaBaTa
yieHka win KoMHTETBT 3a OlleHKa Ha prcka B objactra Ha (hapMakoJIOTHYHATA
OJIUTEITHOCT, CIIOPEJI CITydasi, € OTMEHHII ITMCMEHO TOBA U3HUCKBAHE.

2. [IpuTtexartenar Ha pa3pelIeHUETO 3a THPrOBHS NPELCHSIBA JaIH pPE3yJTaTUTE OT
MPOYUYBAHETO OKa3BaT BB3ICHCTBHE BBPXY Pa3pEUICHHETO 3a THPrOBUA M MPH
HEOOXOAMMOCT TMOJaBa NpeJ KOMIETCHTHUTE OpPraHd Ha IbpKaBUTE UJICHKU
3asBIICHUE 32 IPOMSHA Ha Pa3pelIeHUueTo 3a ThProBUsl.

3. BaCIlHO C OKOHYATCIIHUA OOKJIad OT IMPOYYBAHCTO HNPUTCKATCIAT HA Pa3pCIICHUCTO
3a TbpProBUA MNIPEACTaBd II0 CICKTPOHCH MIBT PE3IOME HA PEIYITATUTC OT
MMPOYYBAHCTO Ha KOMIICTCHTHUA OpraH Ha AbpiKaBaTa YJICHKA WJIM Ha Komurera 3a
OILICHKA Ha pUCKa B oOnactra Ha (I)apMaKOJ'IOFI/ILIHaTa 6,Z[I/IT6J'IHOCT.

Ynen 121

IIpenopwvku cned npedcmassaHemo na oKOHUamesner 00KIA0 Om HeUuHMmMepE8eHYUOHAIHO
npoyueane 3a 6e30nacHocm cieo noiy4asane Ha paspeuleHue

l. Bb3 ocHOBa Ha pe3yATaTUTE OT MPOYUYBAHETO U CIIE KOHCYJITALUS C IPUTEKATENSI Ha
paspenienuero 3a ThproBuss KoMmMuTeTBHT 3a OIleHKa Ha pucka B o0OlacTra Ha
dapmakonoruyHata OJUTENIHOCT MOXE Ja OTNpaBU MPENOPHKHU, 3acsArallu
pa3pelieHrneTo 3a ThProBUs, KaTo MOCOYM MOTHBUTE, Ha KOHUTO C€ OCHOBaBar. B
MPENOPBHKUTE CE TOCOUBAT PA3JIMYABALIUTE CE TO3ULIUUA U OCHOBAHUSATA 34 TAX.

2. KoraTo ce oTmpaBaT npenopbku 3a MPOMsIHA, CIIMpaHe Ha JEHCTBUETO WIM OTHEMAHE
Ha HAIUOHAJHO PAa3pELICHHUE 3a TBHPIrOBHs, IAbPKABUTE WICHKHU, MPEICTABCHU B
KOOPJIMHALIMOHHATA IPyIla, CE CIOopa3yMsBaT MO MO3MIMS MO BBIIPOCA, KATO B3€MaT
OpeaBU TIpenopbkara, rmocodeHa B maparpad 1, W BKJIIOYUBAT B Ta3W MO3ULUS
rpaduk 3a U3MbJIHEHUE.

AXO B paMKWTe Ha KOOpPAHMHAIIMOHHATA Tpyla MNPEICTaBEHHTE IbpPKaBU UWICHKU
IIOCTUTHAT CHOpa3yMeHHe C KOHCEHCYC OTHOCHO JICHCTBHETO, KOETO TpsiOBa 1a ce
npeArpruemMa, TpeACeNaTeNsaT PEerHucTpUpa CHOpa3yMEHHETO W TO H3lpamia Ha
MPUTEKATCIIA HAa Pa3pCIICHUCTO 3a ThbpTrOBHA W HA ABPKABUTE YJICHKHU. HLp)I(aBI/ITe
YJICHKH TpeArpueMarT HeoOXOAWMHUTE MEPKH, 3a Jia TPOMEHST, CIpar JEHCTBHUETO
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WIM OTMEHST ChOTBETHHUTE pa3pelleHus 3a ThProBHs B CbOTBETCTBHE C rpaduka 3a
U3MbJIHEHUE, IPEABUICH B CLIOPA3YMEHUETO.

B cnydaii Ha mocTUrHATO Criopa3yMeHHe 3a MPOMsIHA MIPUTEKATENAT Ha pa3pelieHue
3a THPrOBHs I0JIaBa 10 KOMIETEHTHUTE OPraHU Ha JIbP)KaBUTE YIEHKU ChOTBETHO
3asBJIEHUE 3a MPOMsHA, BKJIIOYBAILO aKTyaJU3WpaHa KpaTka XapaKTEepHUCTHUKA Ha
NPOAYKTa W aKTyalu3upaHa JIMCTOBKA, B PaMKHUTE Ha ONpeAeNieHHs Tpauk 3a
U3ITBIHEHUE.

Criopa3yMeHHETO c€ OTOBECTsBAa MYyOJUYHO HA EBPOINEHCKUS WHTEPHET MOpTaNI 3a
JeKapcTBaTa, Ch3JAaZeH B CboTBeTCTBHE ¢ wieH 104 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004].

AKO He MOXe Ja Obje MOCTHTHATO CIIOpa3yMEHHE C KOHCEHCYC, MO3UIUATa Ha
MHO3MHCTBOTO OT J'bP>KaBUTE WICHKH, MIPEACTABEHU B KOOPAMHAIIMOHHATA TPy, Ce
npenaBa Ha Komucusra, KosTo mpuiiara npoueaypara, npeiBuaeHa B uieH 42.

Korato cmopa3ymeHHeTo, MOCTHUTHATO OT JbPXKABUTE YJICHKH, NPEICTaBEHH B
KOOPJIMHAIIMOHHATA TPYIia, WIX MO3UIHMATAa HA MHO3HMHCTBOTO OT JABP)KaBUTE WICHKH
ce pasimuaBa OT mpenopbkara Ha KomuTeTa 3a OleHKa Ha pucka B oOiacTra Ha
(dapMakosoruyHaTa  OJMTENHOCT, KOOpJAWHAIIMOHHATA Tpyla npuiara KbM
CIOpPa3yMEHHETO WM TO3UIUATa Ha MHO3MHCTBOTO IOAPOOHO OOSICHEHHWE Ha
HAYYHHUTE OCHOBAHUS 3a Pa3IMyusiTa, 3a€/IHO C IPErnopbhKara.

PA3JIEN 8

M3I'bJAHEHUE, HACOKHU U TOKJAJIBAHE

Ynen 122

Mepku 3a usnvinenue, cbp3anu ¢ 0euHocmume no apmakoioeudHa 60uUmenIHocm

C uen xapMOHHM3MpaHE Ha M3MBIHEHHUETO Ha JeiHOoCTUTE MO (apMaKoJIOTHYHA
ONUTETHOCT, MPEBUCHA B HACTOSAIIATa TUPEKTHBA, KoMuCHsITa mprueMa MEpKH 3a
U3MBIHEHUE B CJEIHUTE 0O0JacTH, B KOUTO ca TPEIBUIACHH JEHHOCTH TIO
dbapmakoornyHa OJUTETHOCT ChriiacHO mpuiioxeHue I, unenose 96, 99, 100, 105—
107, 113, 118 u 120, xaTo onpexnens:

a)  ChABPKAHUETO U TpaBUiIaTa 3a MOJIbPKaHE Ha OCHOBHATA JIOKYMEHTAIIHMs HA
cuctemara 3a (apMakoioruuyHa OJWUTETHOCT OT TMpUTEXKaTeNns Ha
pa3pelieHrueTo 3a ThProBus;

0) MHMHHMMAJHUTE U3UMCKBAaHUS 3a CHCTEMara 3a KauyeCTBO NPHU H3IIBIHEHHETO Ha
neitHocTuTe 1Mo (papMakosoruyHa OJUTENHOCT OT KOMIIETEHTHUTE OpPraHu Ha
JbPKABUTE YICHKHU U OT MPUTEXKATENSA HA Pa3pEIIEHUETO 3a ThProBUS;

B)  IpaBWiIaTa OTHOCHO M3MOJ3BAHETO HAa MEXIYHApOJIHO IpHeTa TEPMUHOJIOTHS,
dopmMath W  CTaHHAPTH TPU UBMBIHEHHETO HA  JIEHHOCTHTE  TIO
bapmakosoruuHa O JUTETHOCT;

F) MHWHUMAJIHHUTC HU3HUCKBAHUA 34 MOHHUTOPHHI Ha OJAHHUTEC B Oasara JaHHH
EudraVigilance C IICJI Ja CC ONpCaACiIi aJIM Ca HAJIMIIC HOBU PHUCKOBC HUJIN OaJin
Ca HACTBIIMJIU ITPOMEHU B PUCKOBETE;
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n)  dopmaTa ¥ ChABPKAHUETO HA T0/IaBaHaTa 1O €JIEKTPOHEH BT HHMOpMAIUs 3a
MoAO3UpPAHU HCKCIIAaHU JICKAPCTBCHU PCAKIHUU OT ABPKABUTC YICHKU U OT
NPUTEKATEIIS HA Pa3pelICHUETO 3a ThPTrOBUS,

e) ¢opmara U CHABPKAHUETO HA EJIEKTPOHHUTE IEPUOJUYHU aAKTyaTH3UPaHU
JIOKJIa/IM 3a 0€30I1aCHOCT U Ha IUIAHOBETE 3a YIPABJICHHUE Ha PUCKa,

XK) (¢dopmMara Ha MPOTOKOIMUTE, pe3lOMEeTaTa M OKOHYATCIHUTE JOKIAaAd OT
NpOYYBaHMATA 3a OE30IACHOCT CJIE MTOJy4aBaHe Ha pa3pelcHHe.

2. [Ipn mpuemaHeTo Ha Te3W MEPKH C€ B3eMa NPEIBUJ H3BBbpIIeHaTa paboTa II0
XapMoHHu3alus B o0nactra Ha (apMakoioruyHata OJUTENHOCT Ha MEXIYyHApOHO
paBHuIle. Te3n MepKu ce mpuemMaT B CbOTBETCTBUE C peryjaTopHara IMpoLenypa,
npeaBucHa B wieH 214, naparpad 2.

Ynen 123
Hacoxu 3a ynecnussane na uzévpuisanemo Ha oetinocmume no hapmaxoiocudna 60umetHocm

AFGHHI/I?IT&, B CBbTPYAHHUYCCTBO C KOMIICTCHTHUTC OpraHyd Ha AbPKABUTC YJICHKU U C APYTI'U
3aMHTCPCCOBAHU CTpAaHU, U3I'OTBA:

a) HACOKHM OTHOCHO JOOpHTE MPAKTUKH B 00JIacTTa Ha apMaKkoIOTHIHATA OJUTEITHOCT
KaKTO 32 KOMIICTCHTHHUTE OpPraHM, Taka M 3a NPUTSKATCIUTEC Ha pa3pelIieHus 3a
ThpProBUs,

0) HAyYHH HACOKM OTHOCHO IIPOy4YBaHHsITa 3a €(QUKACHOCT Cle] IOoJydyaBaHe Ha
paspeuieHue.

Ynen 124

Jloxnaosane omnocho 3a0auume no hapmaxkoiocuina 6OUmMenIHocm

AreHuusTa NyOJMKyBa JIOKJIAJ 3a U3IBJIHEHMETO Ha 3ajauure Mo (papMakoIoruyHa
OMTEITHOCT OT ABPIKABUTE WICHKH U OT ATEHIMITAa Ha BCEKH TPU roguHH. [IbpBUST HOKIaR
ce ONOBecTsBa MyOJMYHO JO [TpW TOAMHHU CJel HayajHaTa JaTa Ha [puiaraHe Ha
npepaborenus Pernament (EO) Ne 726/2004].
I'naBa X
XOMeOnaTHYHHU JIEKAPCTBEHH NMPOAYKTH M TPAAUIUOHHHA

PACTUTE/IHH JJ€KAPCTBEHH NMPOAYKTH
PA3AET 1

CIEIUAJIHHA PASITIOPEIBU, TPUJIOKAMHU 3A XOMEOINTATUYHUTE
JIEKAPCTBEHU NMPOAYKTHU

Ynen 125
Pecucmpayus unu pazpewasane na xomeonamuunu 1eKapcmeeHu nPooyKmu

l. [bpKaBUTE YIEHKM TrapaHTHUPAT, Y€ XOMEOIATUYHUTE JIEKapCTBEHU IPOJYKTH,
IIPOM3BENIEHN U INyCHATH Ha mas3apa B Cbro3a, c€ PEruCTpUpaT B CHOTBETCTBHUE C
wieHoBe 126 u 127 unu ce paspemaBat B chOTBeTCTBHE C ujeH 133, maparpad 1,
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OCBEH KOraTO XOMEOMATUYHUST JIEKAPCTBEH MPOAYKT € OO0XBAaHAT OT PErucTpalus
WIM pa3pelieHue, U3aJeHO B CHOTBETCTBHE C HAIMOHAIHOTO 3aKOHOAATEJICTBO
npeau win Ha 31 gekemBpu 1993 1. B ciaydail Ha perucrtpaiuu ce mpujarat
pasnopenoure Ha rinasa I, pasnenu 3 u 4 u unen 38, naparpadu 1, 2 u 3.

JIbp)kaBUTE WIEHKHM YCTAaHOBSIBAT ONPOCTEHa IMpoLeAypa 3a perucrpanus Ha
XOMEONIaTUYHUTE JIEKAPCTBEHU MPOAYKTH, I0COUEHA B ujieH 126.

Ynen 126

Onpocmena npoyedypa 3a pecucmpayus Ha XoMeonamuyHu 1ekapcmeenu npooyKmu

Ha OIIPOCTCHA Ipoucaypa 3a pErucTpaiusd MmoAJICKAT XOMECOIIATUIHUTE JICKaPCTBCHU
IMPOAYKTHU, KOUTO OTTOBAPAT HA BCUUKU I/I36pO€HI/I Mo-10J1y YCJIOBUS:

a)  Ipuwiarar ce nNepopagHO WK BHHIIHO;

0) Ha eTHKeTa Ha JIEKAPCTBEHUS MPOJYKT WIU B CBbpP3aHATa C HETO WH(GOpMAIHS
HE € MI0COYCHO CIIEIM(PUIHO TepareBTHYHO TIOKA3aHHUE;

B) paspeacHu Cca B A0CTaTb4yHA CTCICH, 3a Ja CC rapaHTupa Oe30macHOCTTa Ha
JICKApPCTBCHU MTPOAYKT.

3a uenute Ha OyKBa B) JEKApCTBEHUAT MPOJYKT HE MOXKE J1a ChAbp)Ka MOBEYE OT
elHa JIECeTOXWIsIHA 4acT OT M3XOJHATa TUHKTypa, HUTO MOBEYE OT €IHa CTOTHA
YacT OT Haii-MajkaTa /1032, M3I0JI3BaHA B AJIONATHATA, HA AKTHBHHUTE BEIECTBA,
YUETO HaJM4Yhe B aJONaTUYeH JIEKapCTBEH MPOIYKT BOIU JO 3aJBbJDKCHHE 3a
Ipe/ICTaBsIHE Ha JIEKAPCKO MPENHCaHue.

Ha Komucusara ce mpemoctaBs mpaBOMOIIMETO Ja MpHEeMa JeJeTHpaHd aKTOBE B
CBOTBETCTBHE C WieH 215, 3a 1a BHacs U3MEHEHHUS B ITbpBa ajnuHes, OyKBa B) ¢ 1€
Jla C€ OTYETE HAYYHUST HAMPEIbK.

B MomenTa Ha perucTpanuiaTa AbpKaBUTC YJICHKU OMNPCACIIAT HaAUMHA Ha OTITYCKAaHC
Ha XOMCOITaTUIHHA JICKAPCTBCH IIPOAYKT.

Kputepuute u mnpouenypHuTe MpaBwia, NpeABuaeHd B wieH 1, maparpad 10,
Oyksa B), wieH 30, riasa IIl, pa3zmen 6, unenose 191, 195 u 204, ce mpumaraT Mo
aHaJOTHs 3a OINpOCTeHaTa TMpoleAypa 3a pErucTpanus Ha XOMEOMaTHYHU
JIEKAPCTBEHU MPOAYKTH, C H3KIIOUYEHHE Ha J0Ka3aTeJICTBOTO 3a TEparneBTUYHA
e(hUKacHOCT.

Ynen 127

H3uckeanus 3a 3as6nenue no onpocmernama npouedypa 3a pecucmpayus

3asgBiacHHE 110 OIIPOCTCHATa MHpoucaypa 3a perucTpauudsa MOXKE Hda O6XBaH_Ia cepusa OT
XOMCEOMATUYHU JICKAPCTBCHU MPOAYKTH, IMOJYYCHU OT €AWH U CHII XOMEOIMATUYCH N3TOUYHHUK
WM H3TOYHMHIIH. C ocil ga C€  JOoKaXXaT Hali-Beue (bapMaLIeBTPI‘IHOTO KaueCTBO H
XOMOI'€CHHOCTTa Ha IMPOU3ZBCACHUTEC MApPTUAMW OT CBOTBCTHUTC XOMCOIIATUYHH JICKAPCTBCHU
MMPOAYKTH B 3asBJICHUCTO CC BKIIFOYBA CJICAHOTO:

a)

HAyYHOTO HAMMEHOBAaHME WJIM JpYro HauMMEHOBaHHWe, (UIypHUpallo BbB
dapmakornesTa Ha XOMEONATHYHUS U3TOYHHUK WIIM U3TOUHUIIH, 3a€THO C Pa3IMYHHUTE
I'bTHUILA Ha BBBEXKJAHE, JIEKAPCTBEHH (POPMHU M CTENEH Ha pa3pek/iaHe, KOUTO Ce
perucTpupar;
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0)

JIOCHE, B KOCTO CE OIMCBA HAYMHBT Ha IMOJTyJYaBaHe W Ha KOHTPOJI HA XOMEOTaTHYHUS
M3TOYHUK WJIM M3TOYHUIM U c€ 00OCHOBaBa TAXHATA XOMEOIMATHYHA YMOTpeda Bb3
OCHOBA Ha Moxo is1a onodauorpadus;

JOKYMEHTAIUsl 32 MPOU3BOACTBOTO M KOHTpOJA 3a BCSKa JIeKapcTBeHa (opma U
OIMCaHNE HAa HAYMHA HA pa3pekJaHe U MOTEHIIUPaHE;

pa3penieHueTo 3a MPOU3BOJCTBO HAa CHOTBETHHUS XOMEOIMATUYEH JIEKapCTBEH
IIPOJYKT,

KOIUSI OT PErucTpallMi WIM pa3pellieHus, IMOJTYYEHU 3a CHIIUS XOMEONaTH4YeH
JICKapCTBEH MPOIYKT B IPYTH IbP>KaBU WICHKH;

CIWH WJIM TOBCYC MAKCTH HA BBHIIHATA OIIAKOBKA MW IIbpBHUYHATA OIIAKOBKA Ha
XOMEOMATUYHUTE JICKAPCTBCHU ITPOAYKTHU, KOUTO CC PETUCTPUPAT,

JaHHH OTHOCHO CTaOMIIHOCTTA HA XOMEOIIATHYHHMS JICKApCTBCH MMPOAYKT.

Ynen 128

Ilpunacane na deyenmpanuzupanama npoyeoypa u Ha npoyeoypama no 63auMHo NPU3HABAHe

no OMHOWEHUE Ha xomeonamudrume jleKkapcneeHu npodykmu

Unen 38, maparpadm 4 u 6, uneHoBe 39—42 u uien 95 He ce mpuiarar 3a
XOMEOaTUIHHUTE JIEKAPCTBEHHU NMPOAYKTH, TIOCOUYEHH B WieH 126.

I'maBa III, pasmenu 3—5 He ce mnpuiarar 3a XOMEONATHYHHUTE JIEKAPCTBEHH
MPOIYKTH, TOcOYeHH B wieH 133, maparpad 2.

Ynen 129

EmuKemupaHe HA Xomeonamuiynume JleKapcnieeHu npodykmu

XOMEOonaTUYHUTE JIEKAPCTBEHU NPOAYKTH, C H3KIIOYEHHE Ha IOCOYEHHUTE B ujieH 126,
naparpad 1, ce eTukeTupaTr B ChOTBETCTBUE C pa3nopenoute Ha rinasa VI u ce o0o3Hauasar,
KaTO BbPXY €TUKETUTE UM CE MI0COUYBA SICHO U YETJIMBO XOMEONIAaTUYHOTO UM ECTECTBO.

Ynen 130

Cneuuqbu!mu USUCK6AHUA 3a emUuKemupaHeno Ha onpedeﬂeHu xomeonamuvyrnu 1eKkapcmeeHu

npooyKmu

OcBeH u3pasa ,,XOMEONaTHYEH JIEKapCTBEH MPOAYKT®, BbPXY €THKETa M KOTaTo €
1enecbo0pa3Ho, B JIMCTOBKATa HA XOMEOINATHYHHUTE JIEKAPCTBEHU MPOAYKTH,
mocoueHn B uieH 126, maparpad 1, ce chappka cileaHaTa W HHKaKBa Apyra
uHpOpMaLs:

a) HAaYYHOTO HAMMCHOBAHUC HA XOMCOIIATUYHUA HU3TOYHHUK HIIHM H3TOYHHIH,
CJIEABAHO OT CTEIEHTa Ha pa3pekIaHe, KaTo C€ H3IO0J3BaT CHUMBOJM OT
nmoJi3BaHara (papMakoriesi B ChOTBETCTBHE C WjieH 4, Touka 62;

6) wuMe U ajgpec Ha TpUTEeXKATeNs Ha perucrpauusATa, a Koraro e
1enecb00pa3Ho — U Ha MPOU3BOUTEIS;

B)  HAayMH Ha MPWIOKEHHUE U aKO € HEOOXOIUMO, BT Ha BHBEKIAHE;
r)  JekapcTBeHa popma;

)  SICHO O3HQ4€H CPOK Ha TOJHOCT (Mecell, TO/INHA);
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€)  ChIbpKaHUE Ha ThProBcKaTa (hopma Ha MpEeICTaBsHE;
)  CICUHUATHH MPEANa3HA MEPKU PU ChXPaHEHHE, aKO MMa TaK1Ba,;

3)  CHEIUAIHO NPEIyNPEeKICHHUE BHB BPh3Ka C JICKAPCTBEHHS IPOJIYKT, aKO €
HEO0OXO0INMO;

¥) TMapTHJIEH HOMEp Ha IPOU3BOIUTEIS;
)  perucrpalnoHEH HOMED;

K) ,,XOMEONaTHYeH JIEKAPCTBEH TMPOAYKT 0e3 OJ00peHH TepareBTHYHH
IMOKAa3aHMs";

J)  TOpeaynpexkieHHe, ¢ KOETO MOTPEOUTENSAT ce ChBETBA J1a C€ KOHCYITHpA C
JIeKap, aKk0 CUMIITOMUTE MPOIbJIKABAT.

[Io oTHomieHWE Ha IbpBa aluHEs, OyKBa a), aKO XOMEOIATUYHHUSAT JICKAPCTBEH
MNPOAYKT € CBCTABCH OT ABAa WM IMOBCYC XOMCOIIATUYHW HN3TOYHHUKA, HAYYHUTC
HAVMCHOBAHMS Ha M3TOYHUIIMUTE BHPXY €TUKETa MOraT jJa ObJaT JAONBIHCHH ChC
CBO0OJIHO U30paHO UME.

2. HezaBucumo ot pasnopendute Ha maparpad | abpkaBUTE€ UIEHKH MoraT JAa
M3MCKBAT U3MO0JI3BAHETO HA ONPEEICH BUJ €TUKETH, B KOUTO CE I10COYBA:

a) [CHATa Ha XOMCOIIAaTUIHHS JICKAPCTBCH IIPOAYKT;

0) yclnoBUATa Ha BB3CTAHOBABAHE HA PAa3XOJUTE OT OpraHUTE 3a COIMaIHa

CUT'YPHOCT.
Ynen 131
Pexnama na xomeonamuunu nexapcmeenu npooykmu
1. I'maBa XIII ce mpuiara 3a BCHYKM XOMEOIIATUYHHU JIEKAPCTBEHH ITPOJYKTH.
2. Upes geporaums ot mnaparpad 1 winen 176, maparpap 1 He ce mnpumara 3a

JIEKapCTBEHUTE MPOAYKTH, TOCOUYEHHU B wieH 126, nmaparpad 1.

Bbopekn TOBa mpu pekIaMHpPaHETO Ha TaKUBa XOMEONATHYHHM JIEKapCTBEHH
OPOAYKTH MOXKE Ja C€ H3MOJ3Ba caMo HHpopmanusra, nmocoueHa B wieH 130,
naparpad 1.

Ynen 132
Obmen Ha uHpopmayus OMHOCHO XOMeonamuyHume J1eKkapcmeeru npooyKmu

JIbpkaBUTe WICHKH OOMEHAT TIOMEXIY CH Isutata wuHQOpMamms, HEoOXoauma 3a
rapaHTUpaHe Ha KaueCTBOTO U 0E30MaCHOCTTAa HA XOMEOMATUYHUTE JIEKAPCTBEHH MPOAYKTH,
MIPOM3BEJICHHU U Tpe/IaraHy Ha nazapa Ha Chro3a, U MO-CIEeIHATHO HH()OPMAIUATA, TIOCOYCHA
B wieHoBe 202 u 203.

Ynen 133
Jpyeu uzuckeanus 3a xomeonamuinume ieKapcmeeHu npooyKmu

l. 3a XOMEONaTUYHM JIEKapCTBEHU INPOJYKTH, Pa3IM4YHM OT ITOCOYEHHUTE B uieH 126,
naparpad 1, ce u3gaBa paspelieHue 3a TbproBusl B CbOTBETCTBHE € WieHOBE 6 U 9—
14 m ce mocTaBs €TUKET B ChOTBETCTBHE € I1aBa VI.
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2. Bcesika npprkaBa djieHKa MOXKE Ja BBBEXKIA WJIM Ja Mpujara Ha CBOSITa TEPUTOPUS
crnenuUYHA TpaBuiIa 332 HEKIMHUYHUTE TECTOBE M KIMHUYHUTE HM3CJICIBaHUS Ha
XOMEOIAaTUYHHU JIEKAPCTBEHU MPOAYKTH, Pa3JIMYHU OT IIOCOYCHUTE B UieH 126,
naparpad 1, ChbriaacHO MPUHIMIKUTE U CHeU(pUKATa HA XOMEOMAaTHYHATA MEIUITIHA,
MpaKTUKyBaHa B CbOTBETHATA JbprKaBa YJCHKA.

B To3m ciydaii cbOTBeTHaTa JbpKaBa uileHKa yseaoMsBa Komwucusara 3a
JeiicTBaluTe criequpUUHYU paBuia.

I'maBa IX ce mnpunara 3a BCHUYKM XOMEOIIATUYHU JICKAPCTBEHW IPOAYKTH, C
M3KJIIOYEHUE Ha IMOCOYeHHTE B WieH 126, maparpad 1. ['maa XI, rmasa XII, pazgen 1
u riaBa X1V ce npunarar 3a BCHYKM XOMEOIIaTUYHU JICKAPCTBEHU IIPOLYKTH.

PA3AET 2

CIENUAJHU PA3IIOPEIBU, TPUJIOKUMMU 3A TPAIUIIAOHHUTE PACTUTEJIHA
JIEKAPCTBEHU IMPOAYKTHU

Ynen 134

Onpocmena npoyedypa 3a pecucmpayus Ha MpaouyuoOHHU pacmumenu 1eKapCcmeeHu
npooyKkmu

Ha ompocrena mnpomenypa 3a peructpauus (,,peTUCTpallds Ha OCHOBaHHE
TpaJMLIMOHHA yNOTpeba“) moyiekaT paCTUTEIHUTE JIEKApCTBEHU MPOAYKTH, KOUTO
OTTOBapAT HA BCUYKH U30POCHHU I0-/10JTy YCIOBHUSA:

a) HMaT TCPAINICBTHYHU IMOKA3aHUSA, XAPAKTCPHU CAWMHCTBCHO 3a TPAAUIIHUOHHHUTC
pacTUTENHU JIEKapCTBEHH TMPOJYKTH, KOUTO TOpajud CBOS CbCTaB U
NPUJIOKEHUE ca MpeAHa3HAuYEHU U Ch3/a/IeHN 3a yrnoTpeda 6e3 HabaoJeHre OT
JieKap ¢ LeJ JUarHoCTHKA, Ha3HaYaBaHe WU MPOCieIiBaHe Ha JICYEHUETO;

0) mpenHa3HAuU€HU ca €IUHCTBEHO 3a MPUIIOKEHHE B OINpe/eleHa KOHLEHTPALUS
Y J03UPOBKA;

B)  IpeACTaBiIsABaT IpernapaTy 3a MNepopaTHO MPUIIOKEHUE, BHHIIHO MPUIOKEHHE
WU UHXAIIMPaHeE;

r) TepuoabT Ha TPAaUIMOHHA ymoTpeda, mocoueH B wieH 136, maparpad 1,
OyKBa B), € H3TEKBI,

1)  JaHHUTE 32 TPaJAWIMOHHATA ynorpeda Ha PaCTHUTEITHHS JIEKapCTBEH MPOIYKT,
nocoueH B wieH 136, maparpa¢ 1, OykBa B), ca 10CTaTbYHH.

JlanauTte 3a ymotpebara Ha JIEKapCTBEH MPOJYKT, IMOCOYEH B IIbpBa aJIMHES,
OykBa J), c€ CUMTaT 3a JOCTAaThYHHM, KOTaTO C€ JIOKa3Ba, Ye PACTUTCIHUST
JIEKapCTBEH TMPOAYKT HE € BPEACH MPH OINpeIeIeHUTEe YCIOBHS Ha ymorpeba u
dapmakosoruuHuTe ePekTH WM e(PUKACHOCTTa Ha PACTUTENHHUS JIEKapCTBEH
NPOAYKT, YCTAHOBEHM BH3 OCHOBA Ha IBJITOTOAMINHA yrorpeba W ONWT, ca
yOeauTeNHN.

2. HezaBucumo ot pasmnopendure Ha wieH 4, maparpad 1, Touka 64 HanuuueTo B
pacTUTENHUS JIEKapCTBEH MPOAYKT Ha BUTAMHHHU WJIM MUHEpAJH, YUATO O€30MacHOCT
€ HaJJIeXHO JOKYMEHTHpaHa, HE NpEeACTaBIsBa Ipedyka 3a perucrpauusta Ha
NpOAyKTa ChIiacHo maparpad 1, mpu mosoxkeHue 4ye JecTBUETO Ha BUTAMUHHUTE U
MHHCPAIUTEC € CIOoMaraTtejiHo CIIpIMO ﬂeﬁCTBHeTO Ha PpPaCTUTCIIHUTC AKTUBHU
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BEIIIECTBA [0 OTHOIIEHWE Ha KOHKPETHOTO(WTE) 3asBEHO(M) TepareBTHUHO(M)
nokazaHue(s).

Bwnpeku ToBa, B Cilydail uye KOMIIETEHTHHTE OPraHd IMpPEIEHST, Y€ pPacTUTEIEeH
JIEKapCTBEH MPOAYKT, KOMTO OTroBapsi Ha YCIOBHUSATA, ompenencHu B maparpad 1
(,,TPQAMLIMOHEH pACTUTENIEH JIEKapCTBEH TMPOIYKT®), IMOKpHUBAa KpPUTEpUUTE 3a
M3/1aBaHE HA HAIlMOHAJIHO pa3pellIeHUE 3a ThPrOBUs B CbOTBETCTBUE C WIEH 5 WM 3a
OMPOCTEHA PETUCTPALUs B ChOTBETCTBHE C WieH 126, pa3nopeaduTe Ha HACTOSIIUS
paszieln He ce mpuiiarar.

Ynen 135
Ilooasane na docue 3a mpaduyuoHen pacmumeneH J1eKapcmeer npooyKm

3asBUTENAT U MPUTESKATEISAT HA PETUCTPAIHS HA OCHOBAHHE TPATUIIMOHHA YIIOTpeda
ca ycranoBeHu B Chro3a.

C Oejl IOJiydaBaHEC Ha DpPErucrpaivsa Ha OCHOBAHUC TpaAUIMOHHA YHOTpe6a,
3aABUTCIIAT IMOoAdaBa 3adBJICHHUC OO0 KOMIICTCHTHHA OpraH Ha CbOTBETHATA AbpiKaBa
YJICHKA.

Ynen 136

H3uckeanus 3a 3asenenue 3a pecucmpayusl Ha OCHoearnue mpaduuuorma ynompe6a

3asBICHHUE 3a PErHCTpallds HA OCHOBaHME TPAJUIMOHHA YIOTpeba ce mpuapyx asa
OT:

a)  JaHHUTE U JOKYMEHTaIMsTa:
1) MOCOYEHHU B TOUKH 1, 2, 3, 5—9, 16 u 17 ot npunoxenue I,
11)  pe3ynraTuTe OT papMalleBTUYHUTE TECTOBE, TOCOYEHH B MPUIIOKEHHE I,

1i1) KpaTka XapaKTepUCTHKa Ha MPOJyKTa, 0€3 KIMHUYHUTE JAHHU, TIOCOYEHU
B IIPUJIOKEHHE V,

1v) 3a KoMOuHaIMM, mocoueHu B wieH 4, maparpa¢ 1, Touka 64 umu B
wieH 134, mnaparpad 2 — wuHpopmanusaTa, mnocoueHa B ujeH 134,
naparpad 1, mepBa anunes, OykBa ), CBbp3aHa CbC cCaMaTa KOMOMHALIUS;
aKo OT/EJHUTE aKTHBHM BELIECTBA HE ca JOCTaThYHO MO3HATH, JAHHUTE
ce OTHACHT U 32 THX;

0)  BCSKO HallMOHAJIHO pa3pellieHue 3a ThPrOBUS WM PErucTpalus, MOIy4eHHU OT
3asgBUTENS B Jpyra Abp’kKaBa YiICHKAa WIM B TPeTa JbpKaBa C LeJ MyCKaHe Ha
PACTHUTENHUS JEKapCTBEH MPOIYKT HA MMa3zapa, KaKTo M MOAPOOHOCTHU 3a BCSKO
peleHre 3a 0TKa3 3a W3JaBaHe Ha HAIlMOHAIHO pa3pelieHHe 3a ThProBUS MU
peructpamys, O0mto To B Chro3a WM B TPETa AbPKABa, 3a€HO C MOTHUBHTE 3a
TOBA PEILICHUE;

B) Oumbnmuorpad)cku JaHHW WM CTAaHOBHINA HA EKCIEPTH, KOUTO JIOKa3BaT, 4e
CHOTBETHUST PACTUTENICH JIEKAPCTBEH MNPOJAYKT WJIM CHOTBETCTBAIL Ha HETO
JIEKapCTBEH MPOAYKT € ¢ Hai-mManko 30-roauimHa MeIWIMHCKAa YHoTpeda
Mpe/IM JaTara Ha M0/IaBaHe Ha 3asBJIEHUETO, OT KOUTO Hall-Majiko 15 ronunu B
pamkute Ha Cbro3a;

r)  Oubmuorpadcku 0630p HA JAHHUTE OTHOCHO 0€30MAaCHOCTTa, MPUIPYKEHH OT
eKCIepTeH JOKJal, a MPH OTHPaBEHO JOIBIHUTEIIHO MCKaHE OT CTpaHa Ha
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KOMIIETEHTHHS OpTaH Ha JbprkaBaTa WIeHKa — JaHHHU, HeOOXOANMHU 3a OLIEHKa
Ha 0€30MacHOCTTa Ha PACTUTEIHHUS JIEKAPCTBEH MPOIYKT.

3a 1enuTe Ha IbpBA ajlMHes, OyKBa B), 10 UCKaHE Ha Ibp)KaBarTa WIEHKA, B KOATO €
HOJAJCHO 3asBJICHUETO 3a PErHCTpalis Ha OCHOBAHUE TPAJUIMOHHA YIOTpeoda,
paboTHaTa rpyna 1o pacTUTEIHHUTE JEKapCTBEHHU IPOAYKTH H3rOTBS CTAHOBHILE
OTHOCHO HAJIMYMETO Ha JOCTaThYHO JOKA3aTEJCTBA 3a JBJITOTrOJUINHATA YHOTpeda
Ha PACTUTENHUS JEKapCTBEH NPOAYKT WJIM Ha ChbOTBETCTBAILMS HA HETO PACTUTEIICH
JIEKapCTBEH IPOJYKT, KAKTO € IOCOYEHO B IIbpBa ajuHes, Oyksa B). [IbpkaBarta
YJIeHKa BHACsi CBOTBETHATa JOKYMEHTAallMs B MOAKpeNna Ha IpernpareHus 3a
pasriaekaaHe BIPOC.

3a menuTe Ha MbpBa aJIWHEs, OyKBaT), aKO OTJACIHUTE AKTUBHHM BEIIECTBA HE ca
JOCTaThYHO TO3HATH, JAHHHUTE, TIOCOUYCHU B MIbPBA alWHEs, OyKBa a), MOATOYKA 1V),
C€ OTHACAT U 3a THX.

IIpunoxenue Il ce npunara no aHajorus 3a JaHHUTE U JOKYMEHTHUTE, IIOCOYECHU B
I'bpBa ajluHes, OykBa a).

W3uckBaneTo Aa ce HOKaxe, 4e PaCTUTEIHUAT JIEKAPCTBEH MPOAYKT UMa Hail-MajKo
30-roguinHa MenMIMHCKAa yrmoTpeba, mocodueHo B maparpad 1, mbpBa anuHes,
OykBa B), € U3IBJIHEHO JIOPH KOTaTo Mpe/jiaraHeTo Ha MPOJAYKTA Ha Ia3apa He ce €
OCHOBaBaJi0 Ha KOHKPETHO pa3pellieHHe 3a ThProBus. 10 € WM3MBIHEHO M KOTaTo
6pO$IT WK KOJIMYECTBOTO Ha CHCTABKHUTC Ha PACTUTCIHHA JICKAPCTBCH IMPOAYKT €
HamaJieH(0) Ipe3 MOCOUYEHUs IEPUOI.

Koraro pactureaHusT JeKkapcTBEH MpOAYKT € Ouin B ymorpeba B Cbro3a B
NPOIBIDKEHHE HA TMO-MaJKO OT 15 roxwHH, HO MHAYe OTroBaps Ha YCIIOBHATA 3a
perucrpanysi Ha OCHOBaHME TpaJUIMOHHA YyIoTpeda chrioacHo mnaparpad 1,
KOMIIETEHTHHUAT OpraH Ha JIbpXKaBaTa 4JeHKa, B KOSATO € MOJa/JAEHO 3asBICHUETO 3a
perucTpanysi Ha OCHOBaHME TPAAWIMOHHA YHOTpeba, OTHAcs 3asBJICHHETO 32
TPaJULIMOHHMUS PACTUTENIEH JIEKapCTBEH MPOJYKT 3a pasriiexkaaHe oT paboTHara
rpynia IO pacTUTEIHUTE JIEKAPCTBEHU MPOAYKTH M IIPENCTaBd CBHOTBETHATA
JIOKYMEHTAIUs B HEroBa MOJAKpera.

PaboTHara rpyna mo pacTUTENHHUTE JEKapCTBEHHM IMPOAYKTH IpELEHsBA Jalu ca
CMHa3eHM JPYruTe KPUTEPUH 3a PETHCTpallls Ha OCHOBaHUE TPAJUIIMOHHA yHOoTpeoa,
NOCOYeHU B wieH 134, pa3nuyHu OT mHepuoAa Ha TpPagulMOHHA yrnorpeda. AKO
paboTHaTa Trpyma IO paCTUTEIIHUTE JICKApCTBEHH TMPOJAYKTH TpPELeHH, 4Ye €
BB3MOXKHO, TS M3roTBsi MoHorpaguss Ha Cblo3a 3a pacTeHUsiTa C MEIULMHCKA
ynoTpeba, KakTo € nocoueHo B wieH 141, maparpad 3, kosTO ce B3ema MpenBuj OT
KOMIIETEHTHHUSI OpTraH Ha Jbp)kaBaTa YJEHKAa MpPH B3€MaHETO HAa OKOHYATEIHOTO
peleHne 1o 3asBJICHUETO 32 PErHCcTpalus Ha OCHOBaHHME TPAJAULIMOHHA yroTpeoa.

Ynen 137

HpuﬂazaHe HAa npouedypama no 63AUMHO NPU3HABAHE NO ONHOUIEHUE HA mpaduquHHume

pacmumenHu 1eKapcmeenu npooyKmu

I'nasa III, pazgenu 3—>5 ce mpunarar o aHajaorus 3a PErUCTPALUUTE HA OCHOBaHME
TpaJWLMOHHA ynoTpeOa, U3JaieH! B ChOTBETCTBUE C WwieH 134, npu ycioBue ye:

a) e u3rorBeHa MoHorpagus Ha Cbhro3a 3a pacTeHUATa C MEJUIIMHCKA yrnoTpeda
cbriacHo uieH 141, naparpad 3; wiun
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0) TpPaIUIMOHHUAT PACTUTEJICH JICKAPCTBEH MPOAYKT € ChCTaBEH OT PACTHUTEITHH
BEIIECTBA, PACTUTEIHU MpemapaTd Wi KOMOWHAIUU OT TAX, BKIIOUYEHU B
CcHuchKa, IMocodeH B 4iieH 139.

3a TpaJAULMOHHUTE PACTUTEIHH JEKAPCTBEHU MPOIYKTH, KOUTO HE ca 00OXBaHATH OT
naparpad 1, mpu oLeHKa Ha 3adBICHMATA 32 PErHCTpalus Ha OCHOBaHUE
TpaaUIMOHHA yHnoTpeda KOMIIETEHTHHAT OpraH Ha BCSKa Jbp)KaBa UWICHKAa B3eMa
HAJUIE)KHO IPEABUJ PETUCTpALUMUTE, U31aJE€HU OT KOMIIETCHTHHMsS OpraH Ha Jpyra
J'bPKaBa YICHKA B CbOTBETCTBUE C HACTOSALIUA PA3Jel.

Ynen 138

Omkas3 3a pecucmpayus Ha MPAOUYUOHHU PACTUMENHU JIeKAPCMBEEHU NPOOYKmMu

Peructpanusita Ha OCHOBaHHE TPaJUIMOHHA YIIOTpeda ce 0TKa3Ba, aKoO 3asBICHUETO
HE OTroBaps Ha pasnopenoure Ha uieHose 134, 135 wim 136 unm ako € U3IMBJIHEHO
HSKOE OT CJIEJJHUTE YCIOBUS:

a) KauCCTBCHHUAT UJIM KOJIMYCCTBCHUAT CbCTAB HC OTIrOBapPs HA 3adBCHUS,

0) TepameBTHMYHUTE IIOKa3aHHUS HE OTroBapsT Ha YCJIOBUSTA, OIpPEACICHU B
ujieH 134;

B)  TPaAMLUMOHHHAT PACTUTEJICH JIGKAPCTBEH MPOJIYKT MOXE Aa ObJe BpPEICH Npu
HOpPMAaJIHH YCIJIOBUS Ha yIoTpeoa;

r)  JIaHHUTE OTHOCHO TPaJUIMOHHATa YMoTpeda ca HeIOCTaThYHH, OCOOCHO aKo
dapmakonornyanTe eekTH WiM e(UKACHOCTTA, YCTAHOBEHH BBH3 OCHOBA Ha
JBJITOTOJIUIITHA YIIOTpeOa U OIMUT, HE ca yOeAUTEITHY;

1)  (QapManeBTUYHOTO KauecTBO HE € J0Ka3aHO IO 3a/10BOJIMTENICH HAUMH.

Kommnerentaute OpTraHH Ha AbPIKABUTC YICHKU YBECAOMABAT 3asABUTCIIA, Komucusra
M BCCKM KOMIICTCHTCH OpPraH Ha JAbprKaBa 4JICHKA, KOMTO ITOMCKa, 3a BCAKO B3€TO OT
TIX PCHICHUC 34 OTKAa3 Ha PErucTrpanvsd Ha OCHOBAHUC TPAAULUMOHHA YHOTpe6a,
KaKTO W 3a MOTHBHTC 3a OTKas3sa.

Ynen 139

Cnucvk Ha pacmumeiiHume eewlecmea, pacmumejlnume npenapamu u KOM6uHal4uu om mAix
1.

Komucusita nmpuema akToBe 3a M3IIBIHEHHE C L€ YCTAaHOBSIBAHE HAa CIMCBHK Ha
PACTUTCIIHUTE BCUICCTBA, IpCIapaTt u KOM6I/IHaIII/II/I OT TAX, KOUTO aa C€ HU3II0JI3BAT
B TPAAULMOHHHU PACTUTEIIHU JICKAPCTBEHU NPOAYKTH, KaTO B3€Ma IPEABUJ IIPOEKTa
Ha CHHUCBKA, HU3TOTBEH OT pa60THaTa Irpynma 1O PpacCTUTCIHHUTE JICKAPCTBECHU
npoayKTU. Te3n akToBe 3a U3IIBIHEHUE CE NpUEMAaT B CbOTBETCTBUE C IpOLEAypaTa
o pasraexnaaHe, mnocoyeHa B uieH 214, mnaparpad 2. CHOuchbKbT ChAbpXKA
TEpPaNeBTUYHOTO IOKAa3aHUE, OIPECIICHaTa KOHIICHTPALKs U JO3UPOBKA U IBTS Ha
BBBCKIAHC Ha BCAKO PACTUTCIIHO BCHICCTBO, KAKTO M BCAKa Apyra I/IH(l)OpMaHI/ISI,
HeoOxonuMma 3a Oe3omacHara ymnorpeba Ha pacTUTENHOTO BELIECTBO  Karo
TPaZULIHOHEH PACTUTEIIEH JIEKAPCTBEH IIPOIYKT.

AKO 3asBJICHHETO 32 PETUCTPAIUs HA OCHOBAHHE TPAJAULIMOHHA YIIOTpeba ce oTHACs
3a PAaCTUTENHO BEIEeCTBO, Mpernapar Wi KOMOMHALMSA OT TX, ChIbpXKAllld Ce B
CIHCBKa, MocodeH B maparpad 1, maHHuTe, mocodeHu B uieH 136, maparpad 1,
OykBu 0), B) U T), He ce u3nuckBaT u wieH 138, maparpad 1, OykBu B) uT) He ce
npuiarar.
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AKO pacTUTEIHO BEUIeCTBO, Mperapar Wiu KOMOMWHalusg Beue He Qurypupa B
CIUCHKa, TMocoueH B maparpad 1, perucrpaumsTa chriacHo maparpad 2 Ha
pacTUTEITHH JIeKapCTBEHU MPOAYKTH, ChABPKAIIN TOBA BEIIECTBO, C& OTMEHS, OCBEH
ako B CpPOK OT TpH Mecela He ObJaT NPEJCTABCHH JTAaHHUTE U JOKYMEHTHTE,
nmocoueHu B wieH 136, maparpad 1.

Ynen 140
Jpyeu uzuckeanusi 3a mpaouyuonHume pacmumentu J1eKapCcmeeHu npooyKmu

Unen 1, maparpad 5, 6yksu a) u 0) u wien 1, naparpad 10, 6ykBa B), uneHoBe 6—38,
29, 30, 44, 46, 90, 155, unen 188, maparpadu 1 u 11, wrenose 191, 195, 196, 198,
uned 199, maparpad 2, wienose 202, 203 u 204 u rnasu IX u XI ot Hacrosmara
JupeKxTuBa, KakTo u Jupektusa 2003/94/EO* na Komucusra ce npunarat mutadis
mutandis 3a perucTpalyd Ha OCHOBAaHUE TPAJUIIMOHHA YIOTpeda, MPerIOCTABEHU
CBIJIACHO HACTOSIIHS pa3Jien.

B nombiHeHME KbM W3MCKBAaHMSATA, ONpeaesieHn B wieHoBe 63—66, 70—79 u B
npunoxkenue [V, BbpXy eTWkeTa W B JIMCTOBKAaTa Ha TPAJWLMOHEH PAaCTUTEIECH
JICKapCTBEH MPOIYKT e MOCOYBa, 4e:

a)  TPOAYKTHT MPEACTaBIsIBA TPAJULMOHEH PACTUTENIEH JIEKAPCTBEH HPOAYKT,
npelHa3HayeH 3a ynorpeba IMpH  I[OCOYEHOTO(MTE) TeparneBTUYHA(U)
noKa3aHue(s1) eAMHCTBEHO Bb3 OCHOBA Ha JIBJITOrOAMIIHATA MY yHoTpeOa; u

0) TOTpeOUTENAT cleaBa Ja Ce KOHCYIATHpA C JIeKap WU ¢ KBaTHU(PHUIHPAHO
MEIUIIUHCKO JIUIIEe, aKO CUMIITOMHTE MPObJDKaBaT Mo BpeMe Ha ymorpebaTa
Ha TpaguOUOHHUA PACTUTCIICH JICKAPCTBCH IIPOAYKT HJIM aKO C€ IIPOSABHU
HEOTOESI3aH B JIMCTOBKATA HEOIATOIIPUSATHH MOCIICTUIIH.

Bcesaka ABbpiKaBa YICHKA MOXKC [a IIOMCKa BBPXY C€THUKETA WM B JMCTOBKATa Aa CC
MMOoCOYBa CbIIO0 CCTCCTBOTO HA BBIIPOCHATA TPAAULIUOHHA YHOTpe6a.

B nmonmbiaHeHne kbM HM3UCKBaHMATA, mocoyeHH B raasa XIII, BbB Bcska pekiiama Ha
TPaJULIMOHEH PACTUTEJICH JEKAPCTBEH MPOAYKT, PETUCTPUPAH CHIIACHO HACTOSIIHS
paszen, ce IMocoYBa CIEAHOTO: TPAJUIIMOHEH pPACTUTENICH JICKAPCTBEH IPOJIYKT,
npelHa3HayeH 3a ynorpeda MpH MOCOYEHOTO(UTE) TepaneBTUYHO(M) ToKa3zaHue(s)
€IMHCTBEHO Bh3 OCHOBA Ha JIBJITOTOIHITHATA MYy yIIOTpeoa.

Ynen 141
Pabomna epyna no pacmumennume nexapcmeenu npooykmu

Cp3naBa ce paboTHa rpymna MO PACTHTETHUTE JIEKAPCTBEHU MPOIYKTH, KAKTO €
nocoueHo B uieH 142 ot [mpepaborenusi Permament (EO) Ne 726/2004]. PaboTHata
rpyna e 4act OT ATeHIUsATa U UMa CJIeTHATa KOMIIETEHTHOCT:

a)  II0 OTHOILICHHE Ha PETUCTPAIMUTE HA OCHOBAaHME TPAAULIMOHHA ynoTpeoda:

1) Jla U3MBJIIHSABA 33/IJa4nTe, IPOU3TUYAIIHY OT WwieH 136, maparpadu 1 u 3,

40

Jupextusa 2003/94/EO na Komucusra ot 8 oktompu 2003 . OTHOCHO YCTAHOBSIBaHE Ha NPHUHIMITY U
HAaCOKH 3a JJ0Opa NpOM3BOJICTBEHA NPAKTHKA 110 OTHOIICHHE Ha JICKAPCTBEHUTE MPOJIYKTH 32 XyMaHHA
ynoTpeba W HM3NHUTBAaHHUTE JEKAPCTBEHM MPOAYKTH 3a XyMmaHHa ymotpeba (OB L 262, 14.10.2003 r.,
cTp. 22).
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11)  Ja M3IIBJIHABA 33/Ia4UTe, MPOU3THYAIIHN OT uieH 137,

iil) /12 M3TOTBH IPOEKT 3a CIIMCHK HA PACTUTEIHUTE BEILECTBA, IpenapaTH u
KOMOWHAIIMKTE OT TAX, KAKTO € Moco4eHo B wieH 139, maparpad 1,

iv) nma wmsrorBa MoHorpaguu Ha Cpio3a 3a TPagUIMOHHHM PACTUTEIHHU
JIEKapCTBEHH MPOJIYKTH, KAKTO € 0CO4YeHo B maparpad 3;

0) 10 OTHOIIEHHE HA W3/IaBaHETO HA pa3pelleHUs 3a ThPrOBUs 32 PACTUTEIHU
JIEKapCTBEHU MPOJYKTH — J1a U3roTBsi MoHOrpadguu Ha Cblo3a 3a paCTUTEIHU
JIEKapCTBEHU IPOJIYKTH, KAKTO € II0COYeHO B naparpad 3;

B)  II0 OTHOIICHHE Ha ce3upaHeTo Ha AreHuusTa cbriacHo riasa Ill, pazmen 5 unun
yjieH 95 BBbB Bpb3Ka C TPAAUIIMOHHUTE PACTUTEIHU JIEKAPCTBEHU MPOJYKTH,
MOCO4YeHU B wieH 134 — na u3nbJHsIBaA 3aa4UTe, ONPEICIICHU B WieH 41;

r) KOrarto BBIIPOC, 3acsraml JAPYrd JIEKAPCTBEHH MPOAYKTH, ChIAbPHKAIIN
pacTUTETHH BEIIECTBA, PA3IMUHU OT JIEKAPCTBEHUTE MPOAYKTH C TPAIUIIMOHHA
ymorpeba, Obae oTHeceH a0 AreHmusara chriacHo riasa lIl, pasmen S wmm
yiieH 95 — 1a JaBa CTaHOBUINE OTHOCHO PACTHUTENHOTO BEIIECTBO, KOTaTo €
1eaechboopasHo.

[Tonxonsmiara koopauHaius ¢ Komurera mo jgexkapcTBeHUTE MPOAYKTH 32 XyMaHHA
yrnoTpeba ce OcUrypsiBa 4pe3 MpoLeaypa, KOSTO Ce OMpeness OT HU3ITBIHHUTEITHUS
TUPEKTOP Ha AreHIusATa B CBOTBETCTBHE ¢ wieH 145, maparpad 10 ot
[mpepabotenus Permament (EO) Ne 726/2004].

Bcesika AbpiKaBa YWICHKaA oIpeacisi CAMH 4JICH U €ANH 3aMCCTHHK B pa60THaTa rpymna
M0 PACTUTCIIHUTC JICKAPCTBCHU MPOAYKTH C MaHJAT TpHU I'OAWHH C BB3MOXKXHOCT 3a
IIOAHOBABAHC.

BaMeCTHI/IHI/ITe OpeaACTaBIABAT YJICHOBETC M TIJIaCyBaT OT TAXHO HME€ B TIAXHO
OTChCTBHUE. UIIEHOBETE U 3aMCCTHHUIIUTC CC I/I36I/IpaT B 3aBUCUMOCT OT (byHKI_[I/II/ITe u
onuTa ©WM IIpU OLCHABAHCTO Ha PACTUTCIHH JICKAPCTBCHU TMPOAYKTH U
MNpEaACTaBIABAT KOMIICTCHTHUTC OpTaHH Ha AbPKABUTC YWICHKHU.

UnenoBere Ha paboTHATA rpyma MO PACTUTEITHUTE JIEKAPCTBEHH MPOAYKTH MOTaT Ja
ObJaT NpUApyKaBaHU OT EKCIIEPTH B KOHKPETHU HAYYHH WM TEXHUYECKH 00JIacTH.

PabortHara rpyna no pacTuTeaHUTE JEKaPCTBEHH MPOIYKTH U3rOTBSI MOHOTpapuu Ha
Cpr03a 3a pacTUTEIHUTE JIEKAPCTBEHU IPOLYKTH BBB BPb3Ka CHC 3asBICHUATA,
MOJIaJICHN ChIJIACHO WiEH 13, KaKTo M 3a TPaAULIMOHHUTE PACTUTEIHH JIEKAPCTBEHU

IPOAYKTH.

Crnen u3rotBsHeTo UM MoHorpaduute Ha Cbhio3a 3a pacTeHUsITA C MEIUIIMHCKA
ynoTpeba ce B3eMaT NpeBUI OT KOMIIETEHTHUTE OpraHu Ha JbpP)KaBUTE YJICHKH MPU
pasriiex/aaHeTo Ha 3asBieHus. Jlo M3roTBsiHETO Ha TakaBa MoHorpadus Ha Cpro3a 3a
pacTeHusATa C MEIMIMHCKAa ynoTrpeba MOXXKe Ja ce MOJ3BaT JAPYrH MOJIXOISIIN
MoHOrpaduu, MyOIUKaIMKU WU TaHHU.

Crnen u3roTBsiHeTO Ha HOBa MOHorpagpus Ha Cblo3a 3a pacTeHHATa C MEIUIUHCKA
yrnorpe0a MpUTEKaTeISIT Ha pEerucTpanusiTa Ha OCHOBaHHE TPaJWLMOHHA ynoTpeda
npeleHsBa Jald € HeoOXOAMMO CHOTBETHO Ja C€ MPOMEHH PEeruCTPalMOHHOTO
nocue. IlpurexarensT Ha perucrpanusTa Ha OCHOBaHME TPAIUIIMOHHA YHoOTpeda
yBeJIOMsIBa KOMIIETEHTHHs OpraH Ha ChbOTBETHATa Jbp)KaBa YJeHKa 3a BCSKA TaKaBa
MIPOMSIHA.

W3roteenute MoHOrpaduu 3a pacTeHUsATa ¢ MEIUIIMHCKA yIIoTpeda ce myOIuKyBar.
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Paznopenoure Ha yieH 146, naparpadu 3—5 oT [mpepaboTenus
Pernament (EO) Ne 726/2004], npunoxxumu 3a paboTHaTa Tpymna, ce Mpuiarar 1o
aHAJOTUs U 32 pabOTHATA TPyIa MO PACTUTEIHHUTE JICKAPCTBEHHU MPOLYKTH.

PabGorHara rpyma 1O pacTUTENHUTE JIEKApCTBEHUW MPONYKTH M3TOTBSI CBOM
HpOLEeypEH MTPABUIIHUK.

I'naa XI
IIpou3BoaCcTBO M BHOC

PA3AET 1

ITPOU3BOJACTBO U BHOC HA JIEKAPCTBEHU NPOJYKTH

Ynen 142
Paspewenue 3a npouzsoocmeo

JbpxaBuTe WICHKU NpeAnprueMaT BCUYKU MOIXOASIIN MEPKH, 32 Ja TapaHTHpaT, 4ye
3a MPOU3BOJICTBOTO HA JICKAPCTBEHU IPOJYKTH HA TSIXHATa TEPUTOPHUS CE U3UCKBA
paszpeiieHue (,,pa3perieHue 3a Mpou3BOACTBO™). Pa3pelieHne 3a mpou3BOJICTBO Ce
M3MCKBA U aKO IIPOU3BE/ICHUTE JIEKAPCTBEHH MPOIYKTH ca MPEeIHAa3HAUEHU 32 U3HOC.

Pa3peH_IeHI/ICTO 3a MMPOU3BOACTBO, IMOCOYCHO B naparpacb 1, CC HM3HCKBA KaKTO 3a
AJIOCTHO, TaKa M 3a YaCTUYHO IMMPOM3BOACTBO, 4 CHIIO U 3a PA3JIMYHUTC IMMPOLICCH HA
pa3(1)aCOBaHe, OIIaKOBAaHC WJIN U3TOTBAHC Ha Q)opMaTa Ha IIpCcaACTaBAHC.

Upes neporaumsi oT maparpad 2 paspemieHHe 3a NPOU3BOJCTBO HE CE HM3UCKBA 3a
CIIETHOTO:

a) TOArOoTOBKa, pa3dacoBaHe, MPOMEHH B OIAKOBKAaTa WM BBB (opmarta Ha
MpeJCcTaBsHe, KOraTo Te3W TMPOILECH C€ U3BBPIIBAT EAMHCTBEHO C Iel
npojaxx6a Ha ApeOHO OT (hapMalleBTH B alITEKH, OTITYCKAIIH JICKAPCTBA, WIIK OT
JUIa, 3aKOHHO OMPABOMOIICHH B JbP)KaBUTE WIECHKHU Ja M3BBLPIIBAT TaKWBa
TPOIIECH. FITH

0)  JeueHTpaJM3MpaHU O0OEKTH, B KOUTO CE€ M3BBPIIBAT €TAll Ha MPOU3BOJICTBOTO
WIA W3MUTBAHETO TIOJ OTTOBOPHOCTTa HAa KBATM(PHIMPAHOTO JHIE Ha
LIEHTpaJleH 00eKT, mocoyeHo B wieH 151, maparpad 3.

Pa3pemenne 3a npous3BOACTBO Ce M3MCKBA M 33 BHOC HA JIEKAPCTBEHW IMPOIYKTH,
UJIBAIIM OT TPETHU IbPXKaBH B IbprKaBa UJICHKA.

Hacrosimata rimaBa, wien 195, maparpad 5 u unen 198 ce mpmutarat 3a BHOca Ha
JIEKAPCTBEHU MPOAYKTH OT TPETH IbP>KABH.

JbpxkaBuTe WIEHKM BbBEXJIAT HH(MOpPMalNMsITa OTHOCHO pa3pelieHUueTo 3a
MIPOU3BOJICTBO, MocoueHo B maparpad 1, B Oa3ata manHm Ha Chlo3a, TIOCOYEHA B
e 188, maparpad 15.

Ynen 143
H3uckeanus 3a paspeuwienue 3a npou3so0cmeo

3a Ja TOoJy4Yd paspClICHUC 3a IMPOU3BOACTBO, 3asABUTCIIAT IMOAABA 3asIBJICHUC I10
CJICKTPOHCH II'GT 10 KOMIICTCHTHUSA OPraH Ha CbOTBETHATA AbPiKaBa YJICHKA.
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3asBICHUETO ChIBPKA CACTHUTE TaHHHU:

a)  JIEKapCTBEHUTE NPOAYKTH, JIEKAPCTBEHUTE (OPMU U TPOU3BOJCTBEHUTE
olepaly, KOMTO IIE CEe TPOW3BEXKIAT, BHACSIT WM HM3BBPIIBAT, KAKTO H
MSICTOTO, KBJIETO I1I€ C€ M3BBPILBA JICHHOCTTA,

0)  0Ka3aTelICTBO, Y€ 3a IMPOM3BOJACTBOTO MJIM BHOCA HAa TOPENOCOYEHOTO
3asBUTEIIMTE UMAT Ha PA3IOJIOKEHUE MTOAXOAAIM U TOCTaTbYHH ITOMELIEHUS,
TEXHUYECKO O00OpyIBaHE M CHOPBKEHUS 3a KOHTPOJ, OTrOBapsIIM Ha
3aKOHOBUTE M3UCKBAHUS, KOUTO ChOTBETHATA AbpKaBa YJIEHKA € YCTaHOBUIA
[0 OTHOIIEHWE Ha IPOU3BOJACTBOTO, KOHTpPOJIA U CBXPaHABAHETO Ha
JIEKapCTBEHU IIPOJYKTH B ChOTBETCTBUE C UJIEH &;

B)  JIOKA3aTEIICTBO, Y€ 3asABUTCIUTC HMMaT Ha pa3lOJIOKEHHE TIIOHE €ITHO
KBTM(DUIIMPAHO JIUIIE TI0O CMUCHJIA HA WieH 151;

I)  TOSICHEHUE Jalu OOEKTHT € LEHTPAIHUAT OOEKT, OTTOBOPEH 3a Haa30pa Ha
JEHEHTpAIM3UPaHUTE OOCKTH.

2. 3assBUTEIIAT MMpeaoCTaBA 110 CJICKTPOHCH II'bT AAHHU B IIOJKPCIIa HA TOPCIIOCOUYCHOTO
B 3as4BJICHUCTO CH.

Ynen 144
U30asane na pazpeuienue 3a npou3so0Cmeo

1. O(bPII.[I/IaJ'IHI/ITe MMpCACTAaBUTCIIM Ha KOMIICTCHTHHUS OpraH Ha CbOTBETHATA AbpiKaBa
YICHKA U3BBPIIBAT MHCIICKIUSA, 3a Aa C€ YBEPAT B TOYHOCTTA HA JAaHHUTC, BKIIFOYCHU
B 3as41BJICHUCTO, IIOJaACHO B CbOTBCTCTBHUEC C YJIICH 143.

Koraro Tounocrtra Ha JaHHHUTC 6’13[[6 MNOTBBPJACHA B CbOTBCTCTBHUEC C IIbpBAa AJIMHEA U
HE IO0-KbCHO OT 90 AHW  CJIC T1I0JIy4aBaHEC Ha 3asgaBJICHUCTO, IMOJAACHO B
CbOTBETCTBHEC C YJICH 143, KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa 4YJICHKA U3aaBa WU
OTKa3Ba pa3pCHICHUC 3a IPOU3BOACTBO.

2. C uen na rapaHTUpa HAAJIEKHOTO MPEACTAaBSIHE HAa JaHHWUTE, IOCOUYEHU B wieH 143,
KOMIIETEHTHHUAT OpPraH Ha JAbp)KaBaTa 4YJIEHKAa MOXE Ja M3JIaJe pPa3pelieHHe 3a
IIPOU3BOJICTBO MPH ONPEIEIECHU YCIOBHS.

3a LEHTpalHUTE OOEKTH pa3pelIeHHeTO 3a MHPOM3BOJCTBO BKIIIOYBA MHUCMEHO
NOTBBPXKJICHUE 3a BCEKH JCLEHTpaJu3upaH OOEKT, Y€ MPOU3BOAUTENSAT Ha
JeKapCcTBeHHUs MpPOAYKT TpOBepsiBa CIAa3BaHETO Ha NPUHIMINTE Ha Jo0paTa
IIPOU3BOJICTBEHA MPAKTHUKA, TOCOUYEHH B WwieH 160, kaTo U3BBPILBA PEAOBHU OJUTH B
CchOTBeTCTBUE ¢ wieH 147, nmaparpa¢ 1, mbpBa anuHes, OykBa e).

3. Paspemennero 3a MPOM3BOACTBO Ce HpHIIara caMo 3a JIEKApCTBEHHUTE IPOIYKTH,
JeKapcTBEHUTE (OpMH, TIPOU3BOICTBEHUTE OIEPAIlMU M TIOMELICHUATA, TIOCOUYCHH B
3asBJICHUCTO, KaKTO U 3a MMOMCHICHUATA HAa CbOTBCTHUA LTCHTPAJICH 06eKT, KOrato B
JICEHTPaM3HpaHd OOEKTH, PETUCTPHpPaHW B CBOTBETCTBHE C wieH 148, ce
HU3BBPHIBAT ACHCHTPAIU3UPAHU )IeﬁHOCTH 110 IPOXU3BOJACTBO WUJIKM U3IMTUTBAHEC.

Ynen 145
IIpomenu 6 pazpeuterue 3a nPou3600CmMeo

AKO TIpUTEKATEIAT HA pa3pellieHne 3a MPOU3BOJICTBO MOMCKA MPOMSIHA B IaHHUTE, TOCOYEHHU
B wieH 143, maparpad 1, BTopa ajguHesi, KOMIIETCHTHHAT OpraH Ha JbprKaBaTa djleHKa U3MEHS
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pa3peIIeHUETO 3a MPOU3BOJCTBO HE MO-KbCHO OT 30 AHM OT MCKaHeTo. B M3KimtounTenHu
CIIy4ad TO3U CPOK MOKe Aa ObJie yabbKeH 10 90 aHw.

Ynen 146
Hckane 3a donvinumenua ungopmayus

KomnereHTHUAT OopraH Ha JbprkaBaTa WIEHKAa MOXE Jla M3UCKa OT 3asBHUTENs Jla IpPEeACTaBU
JOITBJIHUTENTHA UH(OpMAIHS 32 JaHHUTE, IPEJOCTaBeHU ChIiacHO wieH 143, maparpad 1, u
3a KBAIM(UIMPAHOTO JIMIE, HOCOYEHO B wieH 151; Koraro KOMIETEHTHHAT OpraH Ha
Ibp)KaBaTa WICHKa OTIIPaBH TaKOBa MCKaHE, CPOKOBETE, MOCOYeHU B wieH 144, maparpad 1,
BTOpa ajuHesd W B wieH 145, cnupar aa TekaT 10 MPEIOCTaBSHETO Ha JOIbJIHUTENHATa
uHpOpMaIHAL.

Ynen 147
3aovasxcenus na npumedsxcamelisi Ha pa3peuleHuemo 3a NPOU3800CME0
1. JbpkaBUTE YJIEHKM TapaHTUpaT, uYe MPUTSKATCIUTE Ha paspelieHus 3a
MIPOU3BOJICTBO:

a) pasmnoJsarar ¢ IICpCOHAl, KOHUTO OTroBapsd Ha 3aKOHOBHUTC HM3HWCKBAHMA,
JeifcTBaIy B AbpiKaBaTa YJICHKA, KaKTO 11O OTHOIICHUEC Ha IIPOU3BOACTBOTO,
TaKa U 10 OTHOIICHHWEC HAa KOHTPOJIA,

0)  U3XBBPJAT JIEKAPCTBEHUTE IMPOAYKTH, 32 KOUTO € U3JaJCHO pa3pelleHHe 3a
THPrOBUS, CaMO B CBOTBETCTBHE CbC 3aKOHOJATEJICTBOTO Ha Jbp)KaBUTE
YIEHKH;

B)  YBEAOMSBAT MPEABAPUTEIHO KOMIIETEHTHHUs OpraH Ha JIbprKaBaTa WIEHKa 3a
BCUYKH TIPOMEHH, KOUTO >KENasT Jla HANpaBsIT B JaHHUTE, MPEJOCTaBCHU B
CHOTBETCTBHUE C WiIcH 143;

r) paspemaBar Ha OQUIMAIHUTE IMPEACTAaBUTEIM Ha KOMIIETEHTHHS OpraH Ha
IbpKaBaTa 4J€HKA JOCTBII 10 BCAKO BpPEME 1O CBOUTE IOMELICHUA, U N0
MOMEIEHUATa Ha LIEHTPAHUS WIM Ha JElEeHTpalIu3UpaHus OOEKT, Korato B
JICLIEHTPAIU3UPaHN OOCKTH Ce M3BBPIIBAT JIEHHOCTH MO MPOU3BOACTBO WU
U3NUTBAHE, CBbP3aHHU C IIEHTPAJIEH 00EKT;

)  JlaBaT BB3MOXXHOCT Ha KBaTH(PHUIMpPAHUTE IWIA, MOCOUYeHUu B uieH 151, nma
W3MBJIHABAT  3aqBJDKEHUATa CH, KOrato € Ienecho0pa3sHo, U B
JNEeleHTpaTu3upanun O0eKTH, HampuMep KaTro TMPefoCTaBAT Ha TAXHO
Pa3noI0KeHHEe BCUYKH HEOOXOIMMH PECypCH;

C) cIria3Bar IMPUHIUIINUTEC Ha J:[06paTa MMpONU3BOACTBCHA IIpaKTUKa 3a
JICKAPCTBCHUTEC MPOAYKTHU BbB BCCKU CHOTBETCH 00EKT U IO BCIKO BpEMCE;

’K)  M3MOJ3BAT CaMO aKTHUBHU BEIECTBA, KOUTO Ca MPOU3BEACHU B CHOTBETCTBUE C
nobpata TIPOW3BOJCTBEHA TMPAKTHKAa 3a AaKTUBHHUTE BEIIECTBA U Ce
pa3mpoCTpaHsBaT B ChOTBETCTBUE C JOOPHUTE MUCTPUOYTOPCKU MPAKTHKHU 3a
AKTHBHUTE BEIIECTBA;

3)  yBenOMsBaT He3a0aBHO KOMIIETEHTHHS OpraH Ha JIbpXKaBaTa YJeHKa U
MpUTEXKaTeNls Ha pa3pellieHueTo 3a ThProBus, ako Mojy4yaT MHpopManus, ue
JIEKapCTBEHU MPOJYKTH, KOMTO MOMaaaT B 00XBaTa Ha TAXHOTO pa3pelieHue 3a
MPOU3BOJCTBO, ca GdamuupuuupaHd WIM HMa CbMHEHHA, Ye ca
danmmdumpanu, He3aBUCUMO OT HAYMHA Ha Pa3lPOCTPAHEHUETO UM;
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I/I) IMMPOBEPABAT JaJId IMMPOU3BOAUTCIIUTE, BHOCUTCIUTEC UIJIM ThbPrOBIUTE, OT KOUTO
oJiydyaBaT aKTUBHU BCHICCTBA, Ca PCTUCTPUPAHU OT KOMIICTCHTHUA OpTraH Ha
AbpiKaBaTa YJICHKA, B KOATO Ca YCTAHOBCHU, U

I>'I) MMPOBEPABAT ABTCHTHYHOCTTA M KAa4YCCTBOTO HAa AKTUBHUTC W HA IMOMOIIHHUTC
BEIICCTBA.

[To oTHOmIeHWE Ha MHpBa ajlivHEs, OyKBa B) KOMIIETCHTHHUSAT OpPraH Ha IbpKaBaTa
YJICHKA MPH BCHYKHU CIyYad C€ YBEIOMsBA HE3a0aBHO, aKO KBATU(DUIIUPAHOTO JIUIIE,
nocoyeHo B wieH 143, maparpad 1, OykBaB) m B wieH 151, Obae cMeHEHO
HEOYaKBaHO.

3a menure Ha OYKBHU €) W K) NPUTEKATEIUTE HA Pa3pelICHUs] 3a IMPOU3BOACTBO
IpOBEPSIBAT CIIA3BAaHETO Ha Jo0paTra NPOW3BOJICTBEHA IPAKTUKAa M Ha J00pHTE
TUCTPUOYTOPCKM TPAKTUKH OT CTpaHa CHOTBETHO Ha IPOU3BOAWTENSI W Ha
THPTOBIMTE HAa AKTHBHHU BEINECTBA, KAaTO M3BBPIIBAT IPOBEPKH B OOEKTHTE 3a
MMPOU3BOACTBO W TBHPIrOBHUA HaA MNPOU3ZBOAMTCII W Ha TBHPTOBUHUTC HA AKTUBHU
BemiecTBa. [IpurexxaTenure Ha paspelieHHMs 3a IPOU3BOJICTBO IPOBEPSBAT
CIIa3BaHETO CAaMOCTOSATENIHO WM Upe3 CyOeKT, fAeiicTBall OT TSIXHO UME IO CHJIaTa Ha
JIOTOBOP.

[TputexxaTenar Ha pa3pelIeHHETO 3a IPOU3BOJACTBO TapaHTHPA, Y€ IMOMOLIHHUTE
BEIIIECTBA ca MOAXOAIIM 3a ynorpeba B JIEKapCTBEHM MPOJYKTH, KaTO YCTaHOBSBa
HAJIMYMETO Ha IMOoAXojdlla J00pa IpPOU3BOJCTBEHA IPAKTHKAa Bb3 OCHOBA Ha
ounanHa OLEeHKa Ha PUCKA.

[TpuTexxaTenarT Ha pa3pelIeHHeTO 3a IMPOW3BOACTBO TapaHTHpa NPWIATAaHETO Ha
noaxojasdmara 1o0pa NPOU3BOJCTBEHA IPAKTHKA, YCTAHOBEHA B CBHOTBETCTBHE C
naparpad 2. [lpurexarensT Ha pa3pelIeHHETO 3a IPOU3BOACTBO JOKYMEHTHpPA
MEpKHTE, PEeIIPUETH B ChOTBETCTBUE C naparpadu 1 u 2.

Ynen 148
Ilpoyec na pecucmpayus u 6nucéare Ha OeYeHMpAIUUPanu 0beKmu

[TputexaTenaT Ha pa3pelieHueTo 3a TPOU3BOACTBO HA IEHTPATHUS OOEKT
perucTpupa BCHUYKH CBOM JICHEHTPAIU3UpPaHH OOEKTH B CBHOTBETCTBUE C
pasnopeaouTe Ha HACTOSIIUS YICH.

HpI/ITe)KaTCJ'IHT Ha Pa3spelICHUCTO 3a MPOU3BOJACTBO HA LICHTPATHUA 00EKT M3HMCKBa
OT KOMIICTCHTHUA OpraH Ha ObpiKaBaTa 4YJICHKA, B KOATO € YCTAaHOBCH
ACLHCHTPATIU3UPAHUAT O6CKT, Ja perucTprupa ACUCHTPAIIN3UPAHUA 00CKT.

[TputexaTelAT Ha pa3pelieHueTo 3a THPrOBHS MOXE Jia 3allovHe JCHHOCT B
NEeleHTpaTu3upanus O00eKT, CBBbp3aHa C [EHTpaTHUS OO0EKT, caMO KOTraTo
JENEHTPATM3UPAHUAT 00EKT € peructpupan B 6a3ara ganHu Ha Chio3a, MOCOYCHA B
ynieH 188, maparpad 15, 1 KOMIETEHTHUAT OpPraH Ha IbpKaBaTa WICHKA, B KOSITO C€
HaMupa ACTCHTPATM3UPAHUAT OOCKT, € Ch3/1all XHUIEPBpBh3Ka B 0azara JaHHU KbM
pa3pelieHueTo Ha CbOTBETHUS IIEHTPAJICH 00EKT.

KOMHeTeHTHI/IHT opraH Ha )11)p>1<aBaTa ‘-IJ'ICHKa, B KOATO (] YCTaHOBeH
JICIICHTPAM3UPAHUIT OOEKT, OTTOBapsl B ChOTBETCTBUE ¢ wWieH 188 3a Ham3opa Ha
HeﬁHOCTHTe 10 HpOI/I3BO}1CTBO u I/ISHHTBaHe, I/ISBT)pIHBaHI/I B }IeHeHTpaJ'II/I?;I/IpaHI/IfI
00EKT.
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3a menurte Ha maparpad 2 ImpUTEXKATENAT Ha pa3pelIeHHEeTO 3a MPOU3BOJICTBO Ha
[EHTpaTHUS 00eKT moaaBa GopMyIsIp 3a pEerucTpaius, KOUTO BKIIIOUBA HA-MaIKO
cienHaTa UHGOpMaIHs:

a)  HauMMEHOBaHWE WM (UpPMa M MOCTOSIHEH aJlpec Ha JACUEHTPATU3UPAHHUS OOCKT
U JI0Ka3aTeJICTBO 3a ycTaHOBsiBaHE B Cbl03a;

0) JIeKapCTBEHUTE MPOAYKTH, KOUTO MOJJIEKAT HA €Talu Ha MPOU3BOJICTBO WU
U3NUTBAHE B JCLEHTPATU3UPAHUS OOEKT, BKJIIOUUTEIHO JAEWHOCTUTE IIO
MPOM3BOJICTBO MJIM M3MUTBAaHE, KOWTO TpsOBa Ja Ce W3BBHPIIBAT 33 TE3H
JIEKapCTBEHU MPOIYKTH;

B) JaHHW OTHOCHO MOMCHICHUATA HAa ACUCHTPAIIU3UPAHUA 00EKT U TEXHUYECKOTO
06opyz[BaHe 3d U3BbPIIBAHC HA CbOTBCTHUTC HeﬁHOCTH;

r)  JIaHHUTE Ha Pa3pelIeHUETO 3a MPOU3BOJICTBO Ha IICHTPATHHS OOCKT;

1)  TMHCMEHOTO MOTBBPXKICHHE ChINIacHO uieH 144, maparpad 2, BTopa alvHes, 4e
MPOU3BOJAUTENSAT HaA JIGKAPCTBEHHS TMPOAYKT IIPOBEpPsiBA CIIA3BAHETO Ha
MPUHIIMIIUTE Ha J00paTa MPOM3BOJCTBEHA MpaKTHKa, MOcoYyeHW B uieH 160,
KaTo U3BBPILBA OJUTH.

KoMmneTeHTHHST opraH Ha JbpKaBaTa WICHKA, VIpaXKHSABAIla HaI30p BBPXY
JEICHTpATH3UpaHus OOEKT ChINIACHO maparpad 4, MOKe Ja peld Ja H3BBPIIU
MHCIEKIUs, KaKTO € rmocoyeHo B wieH 188, maparpad 1, mbpBa anunes, Oyksa a). B
TaKMBa CIIy4ad TO3W KOMIIETEHTEH OPTraH CH ChTPYIHUYU C KOMIIETCHTHHS OpraH Ha
I'bprKaBaTa YWiICHKa, OTTOBOPHA 33 HAA30pa Ha LIEHTPaIHUs 00EKT.

Crnen permcTpupaHeTo Ha JICHSHTPAIM3UPaHUs OOEKT ChIiacHO maparpad 2
NPUTEKATEIAT HA Pa3pEIICHHETO 3a MPOU3BOACTBO HAa LEHTPAIHUS OOEKT BITHCBA
PETHCTPUPAHUS JCICHTPAIM3UPAH OOEKT B PAa3pEHICHHETO 3a MPOU3BOACTBO Ha
HEHTPATHUS OOCKT.

KoMneTeHTHHAT OpraH Ha JbpKaBaTa 4IEHKa, YIPAXKHSIBALl HAI30p BBPXY
JelleHTpaIu3upanust 00eKT chriacHo nmaparpad 4, cu CbTPYAHUYHM CbC CbOTBETHUTE
OpraHu, OTTOBOPHM 3a HaJ30pa Ha JEWHOCTHUTE IO IPOU3BOACTBO WJIA HM3IUTBAHE
CBIJIACHO ApPYTU akToBe Ha Cbhr03a, 10 OTHOIICHHE Ha CIEAHOTO:

a)  JIGKapCTBEHU TPOJYKTH, MPOU3BEIEHU B JELEHTpAIM3UpaH OOEKT, YHUETO
M3NUTBAaHE WJIM [POU3BOACTBO BKIKOYBA M3IIOJ3BAaHE Ha CYpPOBUHH,
JIEKapCTBEHW NPOAYKTH, YPEIECHH CBIJIACHO JPYTH OTHOCHUMHU aKTOBE OT
npaBoto Ha CbI03a, WM JIEKAPCTBEHH MPOAYKTH, MpelHa3HayeHW Aa Obaat
KOMOWHHUPAHU C MEIUITUHCKH U3CIIHS;

0) Kkoratro ce WU3BBpIIBAT CHEUU(DUYHN JEHHOCTH TIO TPOU3BOACTBO WIH
W3MATBAaHE HA JICKAPCTBEHU TMPOJYKTH, CHABPKANIN, CHCTOSAIIM CE WU
MOJTy4eHU OT BEIIECTBA OT YOBEIIKM IPOU3XOJA, 3a KOHWTO C€ Ipujarar
CHeU(PUIHA JIEHHOCTH MO0 TPOM3BOJCTBO WM HM3MHUTBAaHE B pPAMKHTE Ha
JEIEHTPATH3UPaH OOEKT, 3a KOWTO € U3JaJICHO pa3pelieHHe H ChIIIACHO
[PernmamenTa otHocHO BYII].

Korato € ymecTHO, KOMIIETEHTHUTE OpraHW Ha JIbp)KaBaTa 4YJIEHKA, YINPaKHABAIIH
HAJ30p BBPXY MEHTPATHUTE U JEHEHTPATU3UPAHUTE OOCKTH, MOTaT Ja MO IbpXKaT
Bpb3Ka C KOMIIETEHTHHUSI OpraH Ha JbpKaBaTa 4JEHKa, OTTOBOPHA 3a HAaJ30pa Ha
pa3penIeHueTo 3a ThProBusl.
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Ynen 149
Vcnosus, cevpsanu c noxazamenume 3a bezonacnocm

ITokazaTenure 3a 6630HaCHOCT, IMOCOYCHHU B IIPUIIOKCHHUEC IV, HE CC IMpeMaxBaT, HUTO
CC 3aKpUBAT YaCTUYHO HUJIM U31AJI0, OCBCH AKO Ca U3II'bJIHCHU CICOAHUTEC YCIIOBHA:

a)  TPHUTEKATENSIT Ha pa3pelICHUEeTO 3a IMPOM3BOACTBO MPOBEPsBA, MPEIH
YaCTMYHO WJIM HambJIHO Jia INpeMaxHe WM 3aKpue I[OKa3aTeluTe 3a
0€30MacHOCT, aJIi ChOTBETHHSAT JICKAPCTBEH MPOJIYKT ¢ aBTCHTUYCH U JTAJIH HE
¢ OnJI moJnpaBeH;

0) mOpuTEe)aTEeNAT HA Pa3pEIIEHUETO 3a MPOU3BOACTBO U3IIBJIHABA W3UCKBAHUATA
Ha npuioxeHue [V, kaTto 3aMeHs Te3M IIOKa3aTenu 3a OE30MacHOCT C
HoKa3aTreau 3a 0e30MacHOCT, PAaBHOCTOMHM Ha TAX, L0 CE€ OTHAacs M0
BB3MOXHOCTTAa 3a IIPOBCPKa Ha ABTCHTHUYHOCTTA, I/IILGHTI/I(bI/IKaL[I/IH n
OCHUT'YpsIBAaHE Ha JOKA3aTeJICTBA 3a IOJIPABSHETO HA JICKAPCTBEHMSI IPOAYKT.
Ta3u 3aMsHa ce U3BBPILIBA, 0€3 1a ce OTBAaps MbPBUYHATA OIIAKOBKA.

IToka3zatenute 3a 6€30IaCHOCT C€ CUMTAT 3a paBHOCTOﬁHH, aKo:

1) OTroBapsAT Ha W3UCKBAHUATA, OINpPEAEICHU B JIEJIETHPAHUTE AaKTOBE,
MIPUETH B CHOTBETCTBUE C WieH 67, maparpad 2, u

i) ca cpmo TONKoBa €QEKTUBHH, IIO0 CE€ OTHAciS [0 IpPOBEpKara Ha
ABTCHTUYHOCTTA U HACHTU(HKALMATA HA JICKAPCTBEHUTE NPOIYKTH U
OCHTYPSIBAaHETO Ha JIOKA3aTEJICTBA 3a IOANPABSIHETO HA JICKAPCTBEHHUTE
TIPOSLYKTH;

B) 3aMsHaTa Ha IOKa3aTeJuTe 3a 0Ee30IacHOCT ce HU3BbpHIBA B CHOTBECTCTBUC C
MMpUJIOKUMaTa L[06pa IMPOU3BOACTBCHA ITPAKTHUKA 3a JICKAPCTBCHU MMPOAYKTHU; U

F) 3aMsgHAaTa Ha ITOKa3aTeJIUTe 3a 0€30IacHOCT MOJIC)KMW Ha HAA30p OT CTpaHa Ha
KOMIICTCHTHHS OpTaH Ha AbpiKaBaTa YICHKA.

[TputexxaTenuTe Ha pas3pelieHHus 3a IMPOHW3BOJICTBO, BKIIOYUTEIIHO TE3U, KOUTO
U3MBJIHSABAT JCHHOCTUTE, MOCOUEHU B maparpad 1, ce cuurtar 3a MPOU3BOIUTENN U
CJIETIOBATEITHO HOCAT OTIOBOPHOCT 33 BpPEOU B CIydauTe W TPU YCIOBHUSATA,
npensuaeHu B Jupextusa 85/374/EN0O.

Ynen 150
Tomenyuanno panuupuyupanu rexapcmeenu npooyKmu

Upes neporamus ot uieH 1, maparpad 2 u 6e3 nma ce 3acsira riasa XII, pazgen 1,
IBbPXKABUTE WICHKH TMpeArnpueMar HeoOXOIWMHUTE MEpKH, 3a Ja MPEAOTBPATIT
MyCKaHeTo B oOpallleHre Ha JICKApCTBEHU MPOAYKTH, KOUTO ca BhBeAcHH B Chio3a,
HO HE ca IpeJHa3HAYeHH 3a MyCKaHe Ha maszapa Ha Chio3a, KOraro uMa J0CTaThYHO
OCHOBaHUS 32 CbMHEHMSI, Y€ TE€3H NMPOIYKTH ca pammuuirpanu.

JIbpKaBuUTE YIEHKM OpraHu3uMpar Cpelmy C Y4acTHMETO Ha OpraHu3aluy Ha
NAlMEHTUTEe M Ha TMOTPEOUTENUTEe U aKo € HEOOXOAMMO — Ha CIYKUTEIH IO
NPaBONPUIIAraHETO Ha IbP)KaBUTE WIEHKH, C 1eJ ChOOIIAaBaHETO Ha MyOiIMyHa
uHpopMalnsa 3a JAEeWCTBUATA, MPEANpPHUETH B O0JIacTTa Ha NPEJOTBPATIBAHETO H
IpaBoNpUIIaraneTo 3a 6opba cpeury darmupUIMpaHEeTo Ha JIEKAPCTBEHHU MPOTYKTH.

C nmen ga ce ycTaHOBU KakBHM ca HEOOXOJAMMHTE MEpPKH, TIOCOUYEHHU B maparpad 1, Ha
Komucusita ce mnpenocraBs NMpaBOMOIIMETO J1a IpUEMa JAEIErMpaHd AaKTOBE B
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CBOTBETCTBHE C WieH 215, 3a ma mombyiHu naparpad 1, kaTo onpeaenu KpUTepuuTe,
KOHMTO TpsIOBa Ja ce B3eMar MpeBuI, U MPOBEPKUTE, KOUTO TPsiOBa /1a ce M3BBPILBAT,
OpU OlEHKaTa Ha MOTEHIUAIHO (anuuduIupaHuTe JeKapCTBEHU MPOIYKTH,
BbBeJICHU B Cbl03a, HO HENPEIHA3HAYEHU 3a IIyCKaHe Ha I[1a3apa.

Ynen 151
Hanuuue na keanuguyupano nuye

JIbprkaBUTE WICHKH MpEANpUEeMaT BCHYKH MOIXOISIIN MEPKH, 3a Ja TapaHTHpaT, de
NPUTEKATEIAT HAa pa3pelieHHe 3a TPOU3BOACTBO pasmojiara IOCTOSHHO H
HENPEKBbCHATO C IMOHE €IHO KBATM(HUIMPAHO JIUIE, MPECOMBABAIIO M H3BBHPIIBAIIO
nerHoct B Cbio3a, B ChOTBETCTBUE C YCIOBHUSATA, ONpEACIICHH B wieH 152, koeto
OTrOBaps MO-CIIEIUAITHO 33 U3IIBIHCHUETO Ha 33IbJDKCHUATA, TOCOYCHH B WwieH 153.

[Iputexaren Ha pa3pemieHNE 3a IPOU3BOJCTBO, KOWTO € (PU3NIECKO JHIE U OTrOBaps
B JIMYHO Ka4yecTBO Ha YCIOBMATA, ompenaeieHu B npuioxenue I, moxe na moeme
OTrOBOPHOCTTA, IIOCOY€EHa B naparpag 1.

Koraro paspemieHneTo 3a MpPOHW3BOACTBO CE€ MPENOCTaBd HA ILEHTPAJIEH OOEKT,
MOCOYCH B 3asBIICHUETO ChINIAaCHO WicH 144, maparpad 3, kBamuuUIUPaHOTO JUIIE,
nocoyeHo B maparpad 1, oTroBaps M 3a U3NBIHEHHETO HA 3aJbJDKEHUSATA,
omnpeneneHu B wieH 153, maparpad 4, 1Mo OTHOIICHHE HA JEHEHTPAIM3UPAHUTE
00€eKTH.

Ynen 152
Kesanupurayus na keanupuyupanomo nuye

JbpxkaBuTe WIEHKU TapaHTUpaT, Y€ KBATU(PUIMPAHOTO JIHUIIE, TOCOUYEHO B wieH 151,
OTroBapsl Ha YCJIOBUSATA 3a KBAJTU(HUKAIH, yCTaHOBEHH B rpuiioxkenue I11.

[TputexxaTenar Ha pa3pelieHUueTo 3a MPOU3BOJACTBO U KBATM(PHUIMPAHOTO JIMIIE
rapaHTupar, 4e MNpUIOOUTHUAT TPAKTHUECKH ONUT € TMOAXOJAIl 3a BHJOBETE
IPOAYKTH, KOUTO 11Ie ObAaT cepTuULUPaHH.

KoMneTeHTHHAT OpraH Ha JAbp)KaBaTa WIEHKA MOXE Ja YCTaHOBM MOJIXOISAIIU
aIMMHHMCTPAaTUBHU TMPOLENYypH, 3a Ja IMpoBEpH Jald KBaIM(UIKMpAHO JUIIE,
nocoueHo B naparpad 1, oTroBaps Ha yciaoBuUsTa, onpeseneHu B npuoxxenue 111

Ynen 153
Omeogoprocmu Ha KEANUGUYUPAHOMO Tuye

ll’bp)KaBI/ITe YICHKHU OpeArnpueMar BCUUKH MOAXOAAIIN MECPKH, 3a J1a rapaHTupar, 4e
Ipu CIla3BaHC Ha IMpOoHCAYPUTC, MOCOYCHU B UYJICH 154, u 0e3 Ja C€ 3acdrar
OTHOLICHUATA MY C TIIPUTCXKATCIA Ha paspClICHUECTO 3a IMPOU3BOACTBO,
KBaJ'II/I(I)I/II_II/IpaHOTO JIMIIEC, TIOCOYCHO B YJICH 151, HOCH OTTOBOPHOCT Ha CJICIH:

a)  3a JIGKapCTBEHU MPOIYKTH, MPOU3BEIECHN B PAMKHUTE Ha CbOTBETHUTE IbPKaBU
YIEHKH — Y€ BCSAKa MPOU3BOACTBEHA IMAPTHJA OT JIEKAPCTBEHU MPOAYKTH €
IIPOMU3BEJICHA U MPOBEPEHA B CHOTBETCTBUE CBHC 3AKOHUTE, JACUCTBAIIM B Ta3U
JbpKaBa 4YIEHKA, U B CHOTBETCTBUE C M3HUCKBAHUATA HA PA3PELICHUETO 3a
ThPrOBUS,
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0) 3a JeKapCTBEHH MPOJIYKTH, BHECEHH OT TPETH Ibp>KaBU, HE3aBUCHUMO JajiH ca
npousBesieHd B Chlo3a — Y€ BCSIKA MPOU3BOJICTBEHA MAPTUA € MpeMUHANA B
IbpKaBa WIEHKA IMpe3 MbJICH KAaueCTBEH aHalu3, Ipe3 KOJIWYECTBEH aHalu3
Hal-MaJKO Ha BCHMUKH aKTUBHHU BELIECTBA U MPE3 BCUUKU JIPYrd TECTOBE WJIU
MIPOBEPKH, HEOOXOIMMH, 3a J]a Ce rapaHTHpa KaueCTBOTO Ha JIEKApPCTBEHUTE
MPOJIYKTH B ChOTBETCTBUE C M3UCKBAHUSATA HA PA3PEIICHUETO 32 ThPTrOBUS.

3a neKapCTBEHW IPOAYKTH, IpeJHAa3HA4YeHH 3a IyckaHe Ha masapa Ha Cplo3a,
KBAJTM(HUIHUPAHOTO JIUIlEe, MOCOYeHO B wieH 151, rapanTtupa, 4ye mokKaszarenure 3a
0e30macHOCT, TOCOYeHH B puiiokeHne 1V, ca HaHeceH! BbPXY OIaKOBKaTa.

[TapTuauTe OT JIEKAPCTBEHM NIPOAYKTH, KOUTO Ca IPEMHHAIM IIpe3 KOHTpOIa,
IIOCOYEH B I'bpBa ayinHesi, OykBa 0), B AaJieHa JbprKaBa WIEHKa, c€ 0CBOOOXKaBaT OT
TO3M KOHTpPOJI, aKO c€ Ipelaral Ha Iasapa B JApyra JIbp)kaBa 4ICHKa U C€
OpUApYyKaBaT OT JOKJIAAU 32 KOHTPOJI, MOJIUCAHU OT KBATU(DUIUPAHOTO JIHLIE.

3a JeKapCTBEHM MPOYKTH, BHECEHU OT TpeTa Abpxkana, Korato Chlo3bT € NOCTUTHAI
HOJIXOAdIa JOrOBOPEHOCT C JbprkaBaTa HM3HOCUTEN, 3a Ja Ce€ TIapaHTupa, ue
IIPOM3BOJIUTENIAT MpHJIara CTaHAapTH 3a JoOpa IPOU3BOJCTBEHA IPAKTHKA, KOUTO ca
Hall-MaJIKO PaBHOCTOMHM Ha ycTaHOBEHHUTE OT Cbl03a, U Y€ KOHTPOJBT, [IOCOUEH B
naparpad 1, mepBa anuHes, OykBa 0), € H3BBPIIEH B JIbp)KaBaTa H3HOCHUTEI,
KBAIM(HULUMPAHOTO JMIE MOXe Ja Obae o0cBOOOJEHO OT OTIOBOPHOCT 3a
U3BBPIIBAHETO HA TO3U KOHTPOJL.

BBB BCUYKH Cilydau, U MO-CIEUATHO KOIaTo JICKapCTBEHUTE IIPOLYKTH C€ IIyCKaT 3a
npoaax0a, KBUTM(UIMPAHOTO JIMIIE YAOCTOBEPSIBA B PETUCTHP WIM B PaBHOCTOCH
dopmar, npeaBUACH 3a Ta3M 1ieJl, Y€ BCsKa MPOM3BOJCTBEHA MapTHUa OTroBaps Ha
pasnopen0OuTe Ha HACTOALIMS WICH; MOCOYCHHST PErHCThp WM PABHOCTOMHHAT
dopmar TeKyIlO ce aKTyaJlu3upa HpU M3BBPIIBAHE HA ONEpaly M OcTaBa Ha
pasnosiokeHne Ha OQUIUAIHWUTE NpPEJICTAaBUTENIM Ha KOMIIETEHTHHMsS OpraH Ha
Jbp)KaBaTa WIEHKa 3a IepHoja, OIpelesieH B pa3nopeaduTe Ha ChOTBETHATa
J'bPKaBa YJIEHKA, U BbB BCEKH CIIydaid ITOHE 32 MET TOJUHU.

3a nenute Ha wieH 151, naparpad 3 kBanuduUIUpPaHOTO JUIIE CHIO TaKa:

a)  ympaxHsiBa HAA30p, Taka Y€ JEHHOCTUTE MO MPOU3BOACTBO WM H3MUTBAaHE,
U3BBPIIBAHU B JICLICHTPATU3UPAHUTE O0EKTH, J1a ChOTBETCTBAT HA IMPUHIIUITUTE
Ha ChOTBETHUTE JIOOPH MPOU3BOJCTBEHU IMPAKTUKH, MOCOYEHU B ujieH 160, u
Ha pa3pelICHUETO 3a ThPrOBUS;

0) 1TpemocTaBs THUCMEHO TOTBBPXKICHUE, KAKTO € IIOCOYEeHO B uieH 144,
naparpad 2, BTopa anuHes;

B)  U3Mpalla yBEJOMJIEHHME Ha KOMIIETEHTHHUS OpraH Ha Jbp)KaBaTa 4YJI€HKa, B
KOSITO € YCTaHOBEH JCLEHTPATU3UPAHUIT O00CKT, ChC CIIUCHK HA MPOMEHMTE,
KOUTO Ca HACTBHIWIM MO OTHOUIEHHE HAa MHQOpMalUsiTa, NMpeAocTaBeHa BbHB
dbopmyIsipa 3a perucTparus, MojaAeH cbriacHo wieH 148, maparpag 5.

Bernukn mpoMeHH, KOMTO MOTAT Ja OKaKaT BB3JCHCTBHE BBHPXY KaueCTBOTO
Wi 0e30MaCHOCTTa Ha JICKAPCTBEHUTE MPOAYKTH, KOUTO C€ MPOU3BEKAAT WU
W3MUTBAT B JICHICHTpAIM3UpaHus OOEKT, TpsOBa ga ObAAT CHOOIIABaHU
He3a0aBHO.

Ha Komucusita ce mnpeaoctaBsd MNpaBOMONIMETO Ja IpUEME JACJIETHpaH akT B
CHOTBETCTBUE C WiieH 215, 3a Aa MOMBIHU MbpBa anuHes, OyKkBa B), KaTO YTOYHH
YBEJIOMJICHHETO, U3BBPIIIBAHO OT KBATU(DUIIMPAHOTO JIUTIE.
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Ynen 154
Kooexc 3a npoghecuonanna emuxa

1. I[’bp)KaBI/ITe YICHKHW rapaHTupar, 4€ 3aAbJDKCHHATA Ha KBaJ'II/I(l)I/II_II/IpaHI/ITe JId1a,
IIOCOYCHH B WiIeH 15 1, CC U3IIBJIHABAT, KAaTO IMPpUCMAT MOAXOJAIIN aAMUHUCTPATUBHU
MCPKHU WM 3adbJIZKaBaT TE3U JIMLa Ja Clia3BaT KOJACKC 3a HpO(i)CCI/IOHaJ'IHa CTHKaA.

2. JAbpxaBUTe YICHKU MOTaT Ja MPEIBUASIT BPEMEHHO OTCTPaHSBaHE OT JUThKHOCT Ha
KBATHUIIMpPAHO JMIle 1o uieH 151 mpu 3amouBaHe Ha aJAMHHUCTPATUBHU WIIH
JUCHHUITMHAPHU TPOLIEAYPU CPEIy HEro mopaau HEM3MbJIIHEHHUE Ha 3aIbJDKCHHSTA
My, IpeABUJICHH B WwieH 153.

Ynen 155
Cepmudghuxam 3a usHoc na rekapcmeer npooyKm

l. [To uckane Ha MPOU3BOAUTENIS, U3HOCUTENS MM KOMIIETEHTHUTE OpraHM Ha TpeTa
J'bp>KaBa BHOCHUTEN, JIbPXKABUTE WIEHKU YJIOCTOBEpsBAT, Y€ IMPOU3BOAUTENIAT Ha
JIEKapCTBEHUTE IMPOJIYKTH IpUTEXaBa paspelieHre 3a npou3BoicTBo. [lpu
U3/JaBaHETO HA TAaKUBA CEPTU(PUKATH JbP>KABUTE WICHKU:

a)  B3eMmaT IpelIBUJ OCHOBHHUTE aJMMHUCTPATUBHU pa3nopendu Ha CBeToBHaTa
3[paBHA OpraHu3alys;

0) 3a JIeKapCTBEHU IPOAYKTH, IPEIHA3HAYEHHM 3a H3HOC, KOUTO BeYe ca
pas3pelIeHn Ha TAXHA TEPUTOPUS — IPEACTABAT KpaTKaTa XapaKTepUCTHKA Ha
IPOJIYKTa, 0J00pPEHa OT TSIX B CHOTBETCTBHE C WieH 43.

2. Korato nmpou3BOIUTENAT HE NMpHUTEkaBa paspelleHue 3a ThProBUs, TOM MpeaCcTaBs
npeJl OpraHuTe, OTIFOBOPHM 3a M3/aBaHETO Ha cepTUdukarta no mnaparpad 1,
JEKJIapanus, B KOSTO C€ pa3siCHsIBA 3alll0 HE € HAJIMIIE Pa3peleHUE 3a ThPrOBUSL.

PA3JIE 2

ITPOU3BOJACTBO, BHOC U ThPI'OBUSA C AKTUBHU BEIIIECTBA

Ynen 156
Ilpouzeoocmeo na akmusHu eujecmaa

3a 1ennTe Ha HACTOSIIATa TUPEKTHUBA IPOU3BOICTBOTO HA aKTUBHU BEILECTBA, U3IIOI3BAaHU B
MIPOU3BOJCTBEHHUS MPOLIEC HA JIEKApPCTBEH MPOAYKT, BKJIIOYBA KAKTO MBJIHOTO, Taka M
YaCTUYHOTO NPOMU3BOJACTBO WM BHOC Ha aKTMBHO BELIECTBO M PA3JIUYHUTE IPOLIECH Ha
pa3dacoBaHe, OllakOBaHEe UM MPUTOTBsIHE Ha (hopMaTa Ha Mpe/CTaBsHE MIPEAU BIaraHeTo My
B JIEKAPCTBEH IPOJYKT, BKIIOUUTEIHO MOBTOPHO ONAKOBAaHE WJIM MOBTOPHO E€TUKETHPAHE,
KOUTO C€ U3BBPILBAT OT ThProBell Ha aKTHBHU BELIECTBA.

Ynen 157
Pecucmpayus na nocumenume, npouzgooumenume u mvpeosyume ¢ AKMUBHU 8eUjecmsd

1. BHOCI/ITeJ'II/ITe, MPOU3BOAUTCIINTEC W THProBOUTE C AKTHBHH BCHOIECCTBA, KOUTO Ca
YCTAaHOBCHU B C’BIOBa, peructpupar ﬂeﬁHOCTTa CHh NIpHU KOMIICTCHTHHA OpPraH Ha
AbpiKaBaTa YJICHKA, B KOATO Ca YCTAHOBCHH.
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DopMyIISIpBT 3a PETUCTPALUs, KOUTO C€ MOJaBa MO €JIEKTPOHEH ITbT, BKIIOYBA HaM-
MaJIKO clieiHaTa HHpOpMaIus:

a)  uMe WiH pupMa 1 MOCTOSTHEH aIpec;

0) AKTUBHUTE  BEUIECTBA, KOWUTO 1€ C€ BHACAT, [POU3BEKIAT WU
pa3npoCTpaHsIBaT;

B)  JaHHM 32 MOMEIICHUATA U TEXHUIECKOTO 000pyABaHe 3a JCHHOCTTA UM.

Jlunara, mocoyenn B maparpad 1, momaBar dopmynspa 3a perucTpanus Io
€JIEKTPOHEH IbT JO KOMIIETEHTHHS OpPraH Ha JbprKaBaTa wieHKa Hal-Manko 60 qHu
[pely IUIAaHWPAHOTO HAavyallo Ha JICHHOCTTa UM.

KoMmnieTeHTHHST OpraH Ha JbpkaBaTa WICHKa MOXE, Bb3 OCHOBA Ha OIICHKA Ha
pHCKa, J]a Pellu Ja U3BbPIIN UHCHEKIUA. AKO KOMIIETEHTHUAT OpraH Ha JbprKaBara
YJIeHKAa YBEJIOMH 3asBUTENSI B Cpok oT 60 mHU OT monydaBaHe Ha (opmyispa 3a
perucrtpanus, 4e me ObJe M3BBPIICHA MHCIEKIH, NeHHOCTTa HE 3aloyBa, Ipeau
KOMIIETCHTHHUST OPraH Ha Jbp)KaBaTa WiICHKA J1a € YBEJOMMUJI 3asIBUTEIIS, U€ MOXKE J1a
3armovHe JedHocT. AKO B Cpok OT 60 gHM OT MmoiydaBaHeTo Ha (dopmynspa 3a
perucCTpauyss KOMIICTCHTHHAT OpraH Ha ObpiKaBaTa UYWICHKAa HE € YBCAOMUII
3agBUTENS, 4ye IIe ObJie MU3BBPIICHA WHCHEKLHUS, 3asABUTENIAT MOXE Ja 3alovyHe
JIEUHOCTTA CH.

Jlunara, mocodyeHu B maparpad 1, usnpaiiar eXeroJH0 Ha KOMIIETCHTHHS OpraH Ha
Il'Bp)KaBaTa YJICHKA II0 eJIeKTpOHCH II'bT CIIUCBK C BCHYKH HACTBIIUINU HpOMCHI/I B
uHpOpManusTa, MperocTaBeHa BB (hopMyssipa 3a peructpaius. Bcuuku npomeHu,
KOUTO MOTaT Jia OKa)xaT BB3JICHCTBUE BHPXY KAdyeCTBOTO WIIM O€30MacHOCTTa Ha
AKTUBHHUTE BEILECTBA, KOMTO C€ MPOU3BEKIAT, BHACAT WM ThPryBar, TpsOBa 1a
OBJaT cHOOIEHN HE3a0aBHO.

KomnerenTHHAT opraH Ha JbpkaBaTa WIEHKa BbBEXJIa HHPOpMAIUATA,
Mpe0CTaBeHa B ChOTBETCTBUE ¢ maparpad 2, B 6a3zara nanuu Ha Cbro3a, TOCOYEHA B
yneH 188, maparpad 15.

Ynen 158
Yenosus 3a enoc na akmushu eewecmesa

JIbpkaBUTE WICHKU TNpeANpHeMaT MOIXOJIIIM MEpKH, 3a Ja TapaHTupar, de
MPOU3BOJICTBOTO, BHOCHT U THPrOBUSTA C AKTUBHU BEIIECTBA HA TSAXHA TEPUTOPHS,
BKJTFOUMTEITHO HA aKTUBHU BEIIECTBA, MPEIHA3HAYCHH 32 U3HOC, Ca B CHOTBETCTBHE C
NPUHIIMIIUTE Ha JoOpaTa MPOU3BOJCTBEHA MPAKTHKAa U JOOpUTE TUCTPUOYTOPCKH
MPAKTUKW 32 aKTUBHU BEIIECTBA, IMOCOYCHH B JICJICTHPAHHUTE aKTOBE, TPUETH B
CBOTBETCTBHE ¢ wieH 160.

AXTHUBHHI BEIIECTBA C€ BHACAT CaMO aKO Ca U3MBbJIHCHU CICAHUTE YCIIOBUA:

a)  aKTHBHHTE BEIIECTBA ca MPOU3BEACHU B ChOTBETCTBUE C MPUHIIUIHN HA JJoOpaTa
MPOU3BOACTBEHA TMpPaKTHKAa, KOUTO Ca Hall-MajlKOo pPAaBHOCTOMHU Ha
yctaHoBeHuTe B Cbhro3a chriiacHo wieH 160; u

0) aKTUBHMTE BEILECTBA Ca MPUAPYKEHU OT MUCMEHO MOTBBPKIACHUE, U3/1aJEHO
OT KOMIIETEHTHHsI OpraH Ha TpeTara JIbp>KaBa U3HOCUTEI, B KOETO €€ I10COYBa,
ye:

1)  TpUHOUNHATE Ha J00paTa NPOM3BOJCTBEHA MPAKTHKA, MPUIOKUMHU
CHPSIMO MPOM3BOACTBEHUSI OOEKT, B KOMTO ce MpOou3Bexk/aa M3HACSHOTO
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AKTHUBHO BEIIECTBO, Ca HAl-MaJKO PaBHOCTOMHM Ha YCTAaHOBEHUTE B
Cnr03a cpritacHo wieH 160,

11)  CHOTBETHHST IPOM3BOJCTBEH OOCEKT MOJJICKH HA PEIOBEH, CTPOT M
Mpo3padeH KOHTPOJ W B HEro ce npuiara eQeKTUBHO Jo0para
MIPOM3BOJICTBEHA MPAKTHKa, KAaTO TOBAa BKIIOYBA MHOTOKpPaTHH U
BHE3AITHA WHCIIEKIIMHU C [T J1a Ce rapaHTHpa 3alluTa Ha OOIIeCTBEHOTO
3/paBe, Hall-MaJIKO paBHOCTOMHA Ha Ta3u B Cblo3a, U

ili) B clIy4ali Ha KOHCTaTUPAHO HeCMa3BaHe WHQOpMAIMATA 3a TE3H
KOHCTaTallMK ce mpenoctaBsi 0e3 HeompaBaaHo 3abaBsHe Ha Chro3a OT
TpeTaTa Abp)KaBa H3HOCUTEI.

Ycnosusita, onpeaenenu B maparpad 2, Oyksa 0), He ce Ipuiarar, ako Jbp)kaBaTa
M3HOCHUTEII € BKJIIOUEHA B CIIMCHKA, TIOCOYEH B wieH 159, maparpad 2.

VYcnoBusra, omnpeneneHu B maparpad 2, OykBa 0), Morar aa ObIaT OTMEHEHU OT
BCEKM KOMIIETEHTCH OpraH Ha JbpkKaBa 4YICHKAa 3a CPOK, KOWTO HE HaJBHIIAaBa
BAIMTHOCTTA Ha cepTHdHKaTa 3a J00pa MPOWU3BOJACTBEHA NPAKTUKA, W3MAJICH B
cboTBeTCTBUE ¢ uiieH 188, maparpag 13, korato oOEKTHT, B KOMTO ce MpOU3BEXKAA
AKTUBHO BEIIECTBO 3a M3HOC, € OWJI MHCICKTHUPaH OT KOMIICTCHTHHUS OpraH Ha
Ibp)KaBa WIGHKa W € YCTaHOBEHO, Y€ OTroBaps Ha NPUHLIUINTE Ha ao0paTa
NPOM3BOJICTBEHA MIPAKTUKA, YCTAHOBEHH ChIIacHO wieH 160.

Ynen 159
Axmuenu eewjecmea, 8HeceHu Om mpemu ObpPICASU

ITo uckane Ha Tpera abpkaBa KoMucusita u3BbpIIBa OLICHKA Jaldu peryjiaTopHara
paMKa Ha Ta3u IbpKaBa, IPUIOKUMA 3a aKTUBHHUTE BEIIECTBA, U3HACSHU B ChI03a, U
CHOTBETHUTE M JIEMHOCTH 32 KOHTPOJI M MPABOIPHUIIAraHe OCUTYPSIBAaT PaBHUIIE HA
3aIMTa Ha OOIECTBEHOTO 3/JpaBe, PABHOCTOWHO Ha ToBa B Chio3a.

Omnenkara ce u3BbpIIBa MO/ opMara Ha Tperiie] Ha ChOTBETHATA JOKYMEHTAIHS,
IpeJCTaBeHa Mo €JIeKTPOHEH BT, U OCBEH aKO HE ChIIECTBYBAT JOTOBOPEHOCTH IO
wieH 153, maparpad 2, npuioXuMH 3a Ta3u 00J1acT Ha JEHHOCT, IOCOYEHaTa OLIeHKa
BKJIIOYBA MperJie]] Ha MACTO Ha peryjaTopHaTa CUCTEMa Ha TpeTaTa JbpiKaBa U aKo €
HeoOX0IMMO, HAOJIIOJCHHE Ha WHCIEKIMS Ha €IWH WIH IoBeue OOEeKTH 3a
IPOM3BOJICTBO Ha aKTHBHU BEILIECTBA B TPETaTa AbpKaBa.

Bb3 ocHoBa Ha orenkara, rnocoueHa B maparpad 1, Komucusta moxe na npuema
aKTOBE 3a U3IIBJIHEHHUE C 11eJ1 BKJIIOUBAHE Ha TPETaTa JIbpKaBa B CIUCHK U MpUJIaraHe
Ha WM3MCKBAaHHUATA, TIOCOYCHH BHB BTOpa ajivHesd. 1e3W aKkTOBE 3a M3IBIHEHUE CE
npuemMaT B ChOTBETCTBUE C MpoIlleaypara Mo pasriexjaHe, [ocoueHa B ujeH 214,
naparpad 2.

[lpu omenkata Ha TpeTtara IbpxkaBa cbryacHo maparpad 1 Komucusra Bzema
IPEJBUJ CIIEIHOTO:

a) ImpaBujiaTa 3a z[o6pa MMPOU3BOACTBCHA IIPAKTUKA HA Ta3WU AbpPrKaBa,

0) decroTaTa Ha WHCIICKIIMUTE 3a TMPOBEpPKAa Ha CIa3BaHETO Ha jgo0para
MIPOU3BOJICTBEHA MTPAKTHKA;

B)  e(deKTHMBHOCTTA Ha NMPHJIaraHeTo Ha Jo0paTa MPOU3BOICTBEHA IPAKTHKA;

r ) qyecToTara U 6’bp3I/IHaTa, C KOsATO TpeTaTa AbpiKaBa MPCAOCTABA I/IH(I)OpMaLII/I}I
3a IPOU3BOJUTEIN HA aKTUBHU BEUICCTBA, KOUTO HEC CIIa3BaT U3MCKBAaHUATA.
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3. Komucusita mpoBepsiBa peOBHO Jajdl ca M3INBJIHEHU YCIOBUATA, MOCOYCHH B
naparpad 1. [IppBara mpoBepka ce H3BBpPUIBA HE IMO-KBCHO OT 3 FOJUHH ClIET
BKJIIOUBAHETO Ha TpeTaTa AbpKaBa B CIIUCHKA, IOCOUEH B maparpad 2.

4. Komucusita u3BbpIBa OlleHKATa, MOcoUeHa B maparpad 1, u mpoBepkaTa, MocodeHa
B maparpad 3, B ChTPYAHMYECTBO C ATEHIMSATA U C KOMIIETEHTHUTE OpraHu Ha
J'bPKABUTE UJICHKHU.

PA3IET 3

ITPUHIOMIIN HA TOBPATA MPOU3BOJACTBEHA MPAKTUKA U HA TOGPUTE
JUCTPUBYTOPCKU ITPAKTUKH

Ynen 160
Ipasuna, npunosicumu 3a 1eKapcmeeHume npoOyKmu U 3a aAKMuHUme eeujecmed

Komucusita MOXe Ja mprieMa akToBe 3a U3IIBIIHEHHE B ChOTBETCTBUE C WwieH 214, maparpad 2,
3a J1a JOI'bJIHM HACTOSAIIATA IUPEKTUBA, KaTO ONpeIeIIu:

a) NPUHIUIATE HA J00paTa MPOU3BOJICTBEHA MPAKTHKA M Ha JOOPUTE TUCTPUOYTOPCKH
IIPAKTUKKA 33 JIEKAPCTBEHM IPOAYKTH, JONBIHEHH, KOTraro € YMECTHO, OT
cnenu(UYHN MEpKH, NPWIOKHMHU IMO-CHEIHATHO KbM JIeKapCcTBeHHTE (hopMmu,
JIEKapCTBEHUTE MPOLYKTH WJINA IPOU3BOJICTBEHUTE [EHHOCTH B CBOTBETCTBUE C
IPUHLIMIIATE Ha T0OPOTO MPOU3BOACTBO;

0) MPUHIIMIIATE Ha 1oOpaTa MPOU3BOJCTBEHA MIPAKTHKA U HA JOOPUTE TUCTPUOYTOPCKU
MIPAKTUKH 332 aKTUBHU BEIICCTBA.

Koraro e ymecTHO, T€3U IPUHIIUIN C€ OMPEAEIAT B ChOTBETCTBHE C MPUHIIUITUTE HA 00pUTE
MPaKTUKH, YCTAHOBEHHU CHIIACHO BCAKA JpyTa MpaBHa pamka Ha Cbhlo3a.

Ynen 161
Ilpasuna, npunoscumu 3a nomMowHUmMe 8euecmad

Ha Komucusita ce mnpenoctaBs MNpaBOMOIIMETO Ja IpUeMa JEJIEeTHUPaHU aKTOBE B
CHOTBETCTBME C uJjieH 215, 3a Ja JOMBIHM HACTOSIIATa JUPEKTHBA IO OTHOIICHHE Ha
oduIaTHaTa OllEHKa Ha PUCKa C IIeJ1 YCTAaHOBSABAaHE Ha MOIXOAIIaTa J00pa MPOU3BOICTBEHA
MpaKkTHUKa 3a TIOMOIIHUTE BEIIECTBA, ocoueHa B uieH 147, maparpad 2. [Ipu Ta3u oreHka Ha
pHCKa ce€ OTUMUTAT U3MCKBAHMATA U HA JAPYTU MOAXOISAIIN CUCTEMH 32 Ka4€CTBO, U3TOUYHUKBT
U MpeJHa3HAYEHUETO Ha MOMOILIHUTE BEIIECTBA, KAKTO M HEAOCTAThUM MO OTHOILIEHHWE HA
KaueCcTBOTO B MUHAJIOTO.
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I'nmaBa XII
Tohproeusi Ha ePO M NMPoOAAKDOA OT Pa3CTOAHUE

PA3JET 1

TBHPrOBUSA HA EJIPO U HIOCPEJHUYECTBO B OBJIACTTA HA JIEKAPCTBEHUTE

INPOAYKTH

Ynen 162
Tvpeosus na edpo ¢ nekapcmeenu npooyKmu

be3 na ce 3acsrar pasmopendute Ha WieH 5, Ibp)KaBUTE UWICHKH IMpearpuemMar
BCUYKH HEOOXOIUMHU NEUCTBHS, 3a Ja rapaHTUpaT, Y€ Ha TAXHATa TEPUTOPHUS CE
ThPryBa CamMoO C JIEKAPCTBEHU NPOAYKTHU, 3a KOUTO € M3AaJEHO paspelieHue 3a
THPTOBUSI B CbOTBETCTBHE C MPaBoTO Ha Chlo3a.

B cnyuail Ha TBpProBus Ha €4pO, BKIIOYUTEIHO CBbXPAaHEHUE, JIEKAPCTBEHUTE
IPOAYKTH ca OOXBaHATU OT LEHTPAJIU3UPAHO pa3pellieHue 3a ThProBHUsSl WIH OT
HalMOHAIHO pa3pelIeHUe 3a TbPrOBHUs.

Twproeunute, KOWTO BBb3HAMEPSBAT Ja BHECAT JIEKAPCTBEH IPOAYKT OT JApyra
Ibp’KaBa WICHKA, yBEAOMsBAT IPUTEXKATENsl Ha Pa3pelIeHUETO 3a THPrOBHUS M
KOMIIETCHTHHSI OpPTraH Ha JIbp)KaBaTa WICHKA, B KOATO III€ CE BHACS JIEKaPCTBEHUSAT
IIPOJIYKT, 32 HAMEPEHHUETO CH J1a BHECAT TO3H JIEKAPCTBEH MPOAYKT.

B cnyqaﬁ Ha JICKApCTBCHHU HNPOAYKTU 00XBaHATH OT HallMOHAJIHO Pa3pCHICHHUC 3a
ThProBusd, YBCAOMIICHUECTO OO0 KOMIICTCHTHUA OpraH Ha [AbpXKaBaTa 4YJICHKA,
IIOCOYCHO B naparpa(p 3, HE 3acidara AOIIBJIHUTCIIHUTC IHpOoUCAYypU, NMPCABUIACHU B
3aKOHOJAATCJICTBOTO Ha Ta3W MAbpiKaBa YICHKA, HHUTO TaKCHUTC, ABJDKMMU Ha
KOMIICTCHTHHS OpTaH Ha AbpiKaBaTa YICHKA 3a pa3ryIC)KJdaHC Ha YBEAOMIICHUCTO.

B cnydaii Ha nekapcTBEHU NPOAYKTH, OOXBAHATU OT LIEHTPAIU3UPAHO Pa3pelIeHHE
3a ThProBUs, ThPrOBELBT 110/1aBa CHIIOTO YBEAOMIIEHHE, TOCOUYEHO B naparpad 3, 10
AreHnusTa, KOSATO 1€ MMa 3a 3a/Jada Ja IPOBEpU CIA3BAHETO HA YCIOBHATA,
npeaBuieHd B npaBoTo Ha Cbro3a B 00JacTTa Ha JIEKAPCTBEHUTE MPOAYKTH U B
pa3pelIeHusATa 3a ThbpProBus. 3a Ta3u IpoBepKa Ha AreHIMsTa Ce 3aIiala Takca.

Ynen 163
Paspewenue 3a mvpeosus na edpo ¢ nekapcmeenu npooyKkmu

KoMneTeHTHHAT opraH Ha CBhOTBETHATa Jbp)KaBa YJIEHKAa NpearnpueMa BCUYKU
MOJIXOSIIM MEpPKH, 3a J1a TapaHTUpa, Y€ 3a ThProBHUATAa Ha €IpO C JICKAPCTBEHU
MPOAYKTU C€ MU3UCKBA PA3PELIEHUE 3a U3BBPIIBAHE HA JEHHOCT KAaTO THPIrOBEL Ha
€Ipo C JIEKapCTBEHHW TPOIYKTH (,,pa3pelieHne 3a ThProBuss Ha eapo™). B
Pa3peLICHUETO 3a THPrOBHUS Ha €IpO CE€ IOCOYBAT IOMEIICHHMATA, JICKAPCTBEHUTE
MPOAYKTH U ONEPALUMUTE MO ThPrOBUS HA €APO, 3a KOUTO TO € BATUIHO.

Korato numa, npurexaBamiy paspelleHHe WIM HMalld MpaBo Ja JOCTaBsT
JIEKapCTBEHH MPOIYKTH Ha HACEIEHHETO, MOTAT CHIVIACHO HAIIMOHATHOTO MPaBO 11
U3BBPIIBAT W THProBHA Ha €Apo, TE3W JHIA TMOAJIEKaT Ha pa3pelieHHero,
npenBuieHo B naparpad 1.
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Pazpemenuero 3a mpou3BOJICTBO, KOETO C€ M3MCKBA CHIVIACHO 4jieH 142, BKIIIOYBa
paspenieHue 3a ThpryBaHe Ha eIpo C JIEKAPCTBEHUTE MPOIYKTH, 32 KOUTO CE OTHACH.
Paspeniennero 3a TBProBuss Ha €IpO0 HE OCBOOOXKAaBa OT 3aJbDKEHUETO,
yCTaHOBEHO B wieH 142, na ce mpuTekaBa pa3pelieHre 3a MPOU3BOJCTBO U J1a Ce
CHa3Bar yYCIIOBHUSITA, OINpPEAEJICHHM B TOBAa OTHOILIEHHUE, JOpPU KOraTo CTOMaHCKaTa
JIEIHOCT, CBbpP3aHa ¢ IPOU3BOACTBOTO UM BHOCA, € BTOPOCTEIIEHHA.

KomneTeHTHUAT Oopran Ha ChOTBETHATa JIbp)KaBa WiICHKa BbBEXAa MHPOpMAIUITA,
CBbp3aHa C pa3pelIeHMsATa 3a THProBUs Ha €Apo, B 0Oa3ata naHHuM Ha Cblo3a,
nocoueHa B wieH 188, maparpad 15.

KoMIIETEHTHHMAT OpraH Ha Jbp:KaBaTa 4YiICHKA, U3Jaja pa3pelIeHUETO 3a ThPrOBHs
Ha €Ip0 3a IOMELICHMS, HaMHUpalld C€ Ha HEWHAaTa TEPUTOpHs, TapaHTHpa, 4e
KOHTPOJIbT Ha JIMLATA, IOJIYYWIM pa3pelieHue Aa W3BBbPIIBAT JACWHOCT KaTo
TBPIOBELl Ha €IpO Ha JIEKApCTBEHW IIPOAYKTH, U HHCIECKLUUUTE HA TEXHUTE
IIOMEIICHUS C€ U3BBPIIBAT C NOAXOMIIA YECTOTA.

KoMreTeHTHHAT opraH Ha Jbp)KaBaTa WiICHKA, M3/1aja pa3pelIeHueTO 3a ThPTOBH
Ha epo, CIupa JEHCTBUETO MY WJIM T'O OTMEHS, aKO YCJIOBHSTA 3a MPEAOCTaBIHETO
My, IOCOYEHHM B wieH 162, Beue He ca M3NBJIHEHU. B TakbB ciydail QbprkaBara
YJIeHKa YBEIOMsiBa 0O€3 HeompaBIaHO 3a0aBsHE JPYruTe IbpPKaBU UJICHKH U
Komucusra 3a ToBa.

Korato komIeTeHTEH OpraH Ha JAbpXKaBa 4YJI€HKA CYMTa, Y€ YCIOBHUATA 34
IIPEIOCTABSIHE Ha pa3pellieHue 3a ThProBHs Ha €po, IOCOYEHM B 4ieH 162, He ca
W3NBJIHEHNA 110 OTHOIIEHHWE HAa pa3pelieHue 3a THProBUS HA €4pO, U3JaJEHO OT
KOMIIETEHTHHS OpraH Ha Jpyra JAbpkKaBa WiICHKa, TOH yBeJOMsiBa 06€3 HEeONpaBAaHO
3a0aBsgHe Komucusita 1 KOMIETEHTHHSI OpraH Ha Jpyrara Abp)KaBa 4iI€HKa 3a TOBA.
KoMmneTeHTHHAT opraH Ha Jpyrara Abp)kKaBa WICHKa MpeArpueMa MEpPKUTE, KOUTO
cuMTa 3a HE0OX0AUMH, U yBeaoMsiBa KoMucusta 1 KOMIETEHTHUS OpraH Ha I'bpBaTa
IbpKaBa YJICHKA 3@ TE3U MEPKU U IPUYMHUTE 32 TAX.

Ynen 164
H3uckseanus 3a pazpewenue 3a movp2osust Ha eopo

3a 1a modydyar pa3pelleHue 3a ThbProBHs Ha €1po, 3asiBUTENIUTE MOoJaBaT 3asBICHHE
M0 €JIEKTPOHEH BT 0 KOMIETEHTHUS OpraH Ha ChOTBETHATA IbPKaBa YICHKA.

3asiBIEHNETO, TOCOYEHO B naparpad 1, BKiIro4Ba CIEIHUTE JAHHU:

a)  TOTBBPXKJEHHUE U JJOKA3aTeJICTBO, Y€ 3asABUTEIUTE Pa3Ioiarar ¢ MOAXOIAIN U
JIOCTaThbUYHM TIOMEUICHMs, MHCTAJallid W 00OpyABaHe, 3a Ja TrapaHTUpar
IIPaBUITHOTO CbXPAHEHUE U THPIyBaHE C JICKAPCTBEHUTE IIPOYKTH;

6) MOTBBPKACHUC U JOKA3aTCIICTBO, Y€ 3adABUTCIUTE pasmnoarart ¢ moaxoddaio
06yqu INepcoHal, U No-CriecuaJIHO C KBaHI/I(I)I/ILII/IpaHO Jane, onpeacicHoO 3a
OTTOBOpHO, KOHUTO OTTOBApPAT Ha yCJI0BHATA, MNpEABUICHN B
3aKOHOAATCJICTBOTO HAa CbOTBCTHATA AbPiKaBa YJICHKA,

B) AHTAXKUMEHT Ja U3IDBJIHABAT 3aAbJDKCHUATA, BB3JIOKEHH HWM CBhIJIACHO
pasnopenoure Ha wieH 166.

Ynen 165

H30asane na paspewienue 3a mvp2o6us Ha eopo
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Odunmanante npeacTaBUTENW HAa KOMIETCHTHHS OpraH Ha ChOTBETHATa IbprKaBa
YJIEHKAa W3BbPIIBAT WHCIEKIUSA, 3a Ja NOTBBPIAT TOYHOCTTa HA JaHHUTE,
MPEOCTAaBEHU ChIJIACHO 4jieH 164.

Koraro TounoctTa Ha HaHHUTE OBJC MOTBBPACHA B CHOTBETCTBHE C IIbPBA AJIMHES H
HE TMO-KbCcHO OT 90 AHM cien TMojJdydyaBaHEe Ha 3asBJICHHETO, IIOJAJICHO B
CHOTBETCTBUE C WiEH 164, KOMIETEHTHUAT OpPraH Ha JIbp)KaBaTa YWiICHKa U3/1aBa WIH
OTKa3Ba Pa3peIlIeHKE 3a ThProBUs Ha epo.

KoMrneTeHTHHSAT opraH Ha ChOTBETHATa JIbp)KaBa WICHKAa MOXE Ja HU3HCKa OT
3asgBUTENSl Jla TMPEAOCTaBU IO EJNEKTPOHEH MbT IsulaTa HHQpOpMAIUs OTHOCHO
JaHHUTE, HeOOXO0IMMa 3a M3/IaBaHe Ha pa3pelieHue 3a ThProBHUsS Ha e€Ipo. B TakbB
ClIy4ail CpoKbT, ompejeseH B maparpad 1, criupa na Tede 10 MPEJOCTaBIHETO Ha
W3HUCKaHATa JOIIBIHUTETHA HH(DOpMAIIHSL.

KomnereHTHUAT opraH Ha AbpkaBaTa WIEHKA MOXKE Ja M3AaJe paspellieHHe 3a
THProBUS Ha €IpO IPHU ONPEAEIECHU YCIOBHUS.

Pa3peH_ICHI/ICTO 3a TbProBUsA Ha €APO BaXKU CaMO 3d ITIOCOYCHUTEC B HEI'O ITOMCIICHUS.

Ynen 166
3aovasicenus na npumedicamelisi Ha pa3peuteHuemo 3a Mmvpeosusi Ha eopo

JBbpKaBUTE WICHKU rapaHTUPAT, Y€ NIPUTEKATEIUTE HA Pa3peLICHUs 3a ThProBUs Ha
enpo:

a)  pasmoyiaraT € II€PCOHAJ, KOWTO OTroBaps Ha 3aKOHOBUTE W3UCKBaHMS,
JeiicTBalllK B AbprKaBaTa YWICHKa, [0 OTHOIIEHUE HAa THProBUsITAa HA €pO;

0) pazpemaBar Ha OQUIMAIHUTE TMPEJICTABUTEIN HAa KOMIIETEHTHHUS OpPraH Ha
IbpKaBaTa 4IEHKA JOCTBII TIO BCSKO BpeME€ JO0 CBOHUTE TOMEIICHHS,
WHCTaJaIuu U 000opyaBaHe, TocoueHu B wieH 164, maparpad 2, Oyksa a);

B)  IMOJIy4aBaT, BKIIOYUTEIHO upe3 (PMHAHCOBHM TPAHCAKIIMH, CBOMTE JIOCTABKU Ha
JICKapCTBEHH TPOIYKTH CaMO OT JIMIA, KOUTO TPHUTEX,aBaT pa3pelieHue 3a
THproBus Ha enpo B Chl03a MU pa3pellieHre 3a MPOU3BOJCTBO, MOCOUYEHO B
e 163, maparpad 3;

I)  JOCTaBsT, BKJIIOYMUTEIHO Ype3 (UHAHCOBU TPAHCAKIMU, JIEKAPCTBEHU
IPOAYKTHU CaMO Ha JIMIa, KOUTO MPUTEKABAT pa3pelleHus 3a AUCTPUOYIHs Ha
eIpo WIM HMMaT paspelicHUEe WU IIpaBO Ja MPEJOCTABAT JIEKAPCTBEHU
IIPOJIYKTH Ha HACEJICHUETO;

)  yBepsBaT ce, 4e MOMyYeHHUTE JIEKAapCTBEHH MPOIYKTH He ca (ammmduimpanuy,
KaTo MPOBEpsBAT MOKa3aTeIUTE 32 OE30MaCHOCT BhPXY BHHIIIHATA OTIAKOBKA B
ChOTBETCTBUE C M3UCKBAHMSATA, ONPENIECICHU B JEIETUPAHUTE AKTOBE, MPUETH
CBIJIACHO WiieH 67, maparpad 2, BTopa ajquHes;

€)  pasmoJiarar ¢ IUIaH 3a JIEHCTBUE B M3BBHPEIHU CHUTYyallMHM, KOWTO rapaHTHpa
e(EKTUBHOTO M3IIBIIHEHHE Ha BCAKO M33€MBaHE OT Ia3apa, pa3lopelieHO OT
KOMIIETEHTHUTE OPTaHU WM U3BBPIIEHO B CHTPYAHUYECTBO C IIPOU3BOIUTENS
WIM TPUTEXKATENs Ha Pa3pelIeHUEeTO 3a ThProBUs 3a ChbOTBETHUS JIEKAPCTBEH

MPOAYKT;
K)  BOJIAT JTOKYMEHTAIWsA, B KOSITO C€ ChABPIKA HA-MAJIKO CieaHaTa nHpopMaIus

3a BCUYKHU JICKAPCTBCHU ITPOAYKTH, IMTOJYUCHHU, UBIIPATCHU UJIIN OCUT'YPCHU YPC3
MOCPECAHUYCCTBO:
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1) JaTaTa Ha TOJIydaBaHe, W3MpallaHe WKW  OCUTYpsiBaHE  upe3
IIOCPENHUYECTBO HA JIEKAPCTBEHUS IIPOAYKT,

1) HAMMEHOBAHUETO Ha JICKAPCTBEHUS MPOJIYKT,

i) KOJNWUYECTBOTO HAa JICKAPCTBEHHUS MPOIYKT, IOJYYCH, IOCTABEH WIH
OCUTYpEH 4Ype3 MOCPEAHUIECTBO,

V) HaMMEHOBAHMETO M aJPEChT Ha JOCTABUMKA HA JICKAPCTBEHHS MPOIYKT
WJIY Ha T0JIy4aTess, CIIOpe] ciaydas,

V)  HOMEPHT Ha MNapTUjaTa Ha JEKAPCTBEHUTE NPOJYKTH, IIOHE 3a
JICKApCTBCHHUTE MPOIYKTH, BbPXY KOHUTO Ca HAHECEHHU IMOKA3aTCIIUTE 3a
0€30I1aCHOCT, ITOCOYEHH B 4jIeH 67;

3)  HOAIBpPKAT JAOKYMEHTAIMsTa, MOCOoYeHa B OYKBa JK), Ha PasMoJIOXKEHHE Ha
KOMIIETEHTHUTE OpraHu Ha JbP)KaBUTE WICHKHU 3a LEJIUTE HAa MHCIEKUUUTE B
MPOIBIKEHHE Ha TIET TOJIUHMU;

M)  Ca3Bar NPUHIHINATE HA TOOpHUTE TUCTPUOYTOPCKH MPAKTUKHU 32 JICKAPCTBEHH
MPOJIYKTH, YCTAHOBEHU B WiieH 160;

W) TOmIBPKAT CHUCTEMa 3a KayeCTBO, B KOSATO CE€ OMPENEISIT OTTOBOPHOCTHTE,
MNpOLECUTe M MEpPKHUTE 3a YIpaBlIIEHWE HA pHUCKA, CBbP3aHU C TEXHUTE
JIEHHOCTH;

K)  He3a0aBHO yBeJIOMsBAT KOMIETEHTHHUS OpraH Ha JAbpKaBaTa WICHKa U KOraTo €
NPUI0KHUMO, TIPUTEKATENST HA PAa3pEelICeHUETO 32 THProBHS 32 JIEKAPCTBEHUTE
HPOJIYKTH, KOMTO Ca MOJYYMIH WM UM Ce TIpe/Iarar, 3a KOUTO ca YCTaHOBUIIH,
ye ca Gammuduupany Wik UMaT CbMHEHUS, 4e ca Gpanmupuuupany;

J)  OCUTYpSBAT MOCTOSHHO MOAXOJAIIA M HEMpeKbCHATA JIOCTaBKa HA J0CTaTh4eH
ACOPTHUMEHT OT JIEKapCTBEHM MPOJYKTH, 3a J]a C€ OTTOBOPH Ha M3UCKBAHUSTA
Ha oMpejieseH reorpadcku paifoH, U U3BBPIIBAT UCKAHUTE JIOCTABKU B Lisiara
My TEpUTOpPUS B pa3yMeH CpOK, KOWTO ce OoIpeaenass B HalHWOHAJIHOTO
3aKOHOJATEJICTBO;

M)  paboTAT B CHTPYAHMUECTBO C MIPUTEKATEIIUTE HA pa3pellieHus 3a ThbProBUs U C
KOMIICTCHTHUTE OpraHd Ha JbpXKAaBUTE€ YICHKM [0 CHTYpHOCTTa Ha
JIOCTaBKHTE.

Korato nekapcTBEHMSAT NPOAYKT € TOJYy4eH OT Jpyr ThProBel Ha enapo,
MPUTEKATEIIUTE HA pa3pelIeHus 32 ThProBUsS Ha €Ip0, KOUTO MOJydyaBaT MpOAyKTa,
MPOBEPSBAT A JIOCTABSIIUAT ThPrOBEIl HA €IpO CMa3Ba MPUHIIUIIKTE HAa JOOpUTE
JUCTpUOYTOPCKU MpakTUKU. ToBa BKJIIOUBA MPOBEPKA Jalld AOCTABALIUAT ThProBel]
Ha €Ip0 MpPUTEKaBa pa3pelieHUEe 3a ThProBUS HA €IpO WM pa3pellieHue 3a
MIPOU3BOICTBO, ITOCOYECHO B WieH 163, maparpad 3.

Koraro JICKAPCTBCHUAT NPOAYKT € IIOJIYYCH OT MNPOHU3BOAUTCII HJIIM BHOCHUTCII,
IMPUTCKATCIIMTEC Ha pa3pClICHUA 3a TbBProBUd Ha CApPO MPOBEpABAT OdaId
MPOU3BOAUTCIIAT UJIM BHOCUTCIIAT MPUTCIKABA PA3PCIICHUC 3a IIPOU3BOJACTBO.

KoraTo mekapcTBEHHSAT MPOIYKT € TMOJYYeH Upe3 MOCPEAHHYECTBO B 001acTTa Ha
JIEKAPCTBEHUTE MPOJYKTH, MPUTEKATEIUTE HA Pa3pelleHHs] 3a THPTOBUS Ha €ApOo
MPOBEPSIBAT JaIM JIMIETO, OCBIIECTBABAIIO IMOCPEAHUYECTBOTO, OTTOBaps Ha
M3HUCKBAHMATA, IOCOUYCHHU B wiieH 171.
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Ynen 167
3aovnoicenue 3a docmaska Ha 1eKapcmeeHu NPoOyKmu

[lo orHOmIeHHEe Ha JOCTaBKAaTa Ha JICKAPCTBEHU MPOAYKTH Ha ¢apMalleBTH U Ha
U, TPUTEXKABAIIM pPa3pelieHre WIM HUMalld IpaBO Ja JIOCTaBAT JIEKAPCTBEHU
NPOJAYKTH Ha HACENEHUETO, AbP)KaBUTE WIECHKM HE HajaraT Ha MpUTexaTeNs Ha
paspelleHue 3a ThbProBusl Ha €1po, U3/aJ€HO OT Apyra JAbp)KaBa WIEHKA, 0-CTPOTU
3aIBJDKEHUS, TO-CHEIHAIHO 3abJKEHHs 32 U3BBPIIBaHE Ha OOIIECTBEHa YCIyra,
OTKOJIKOTO TE€3HM, KOWTO HajaraT Ha JMIaTa, Ha KOWUTO CaMHMTE T€ ca HU3JalH
pas3peleHue 1a U3BbPIIBAT PAaBHOCTONHH JIEHHOCTH.

TbproBunTe Ha €1po Ha JEKAPCTBEH MPOAYKT, IIyCHAT HA I1a3apa B IbpKaBa WICHKa,
OCUTYpsSIBAT B PAMKUTE Ha CBOMTE OTIOBOPHOCTH MOAXOSIIM M HENPEeKbCHATH
JIOCTaBKM Ha TO3M JIEKapCTBEH NPOAYKT 3a aNTEKUTE W JIMLATa, MPUTEKaBaIlH
paspelieHue J1a JOCTaBAT JIEKapCTBEHW IPOAYKTH, Taka ue ce 3aJ0BOJIsABAT
NOTPEOHOCTUTE Ha NALMEHTUTE BbB BBIIPOCHATA IbpKaBa YJICHKA.

Pasnopen6ute 3a M3mbIHEHHE HA HACTOSIIMS WIEH ClellBa OCBEH TOBa Ja ObaaT
000CHOBAaHHU OT CBHOOpaXKEHHs 3a 3alluTa Ha OOIIECTBEHOTO 3/paBe U Ja ca
MPOMOPLUOHAIIHU CHPSIMO LIETAa HA Ta3W 3allUTa, B ChOTBETCTBHE C pa3NoOpenOunTe
Ha JloroBopa, Haii-Beue MO OTHOIICHHE HA CBOOOJHOTO JBIKEHHE HA CTOKH H
KOHKYPEHIUSATA.

Ynen 168
Hokymenmayus, npudpysicasawa 0ocmaseHume i1eKapcmeeHu npooyKmu

3a BCHYKH AOCTAaBKH HaA JICKAPCTBCHU IIPOAYKTHU HaA JIMLC, ITPUTCIKABAIIO PASPCIICHUC
WM HUMalo MOpaBoO Ja J0CTaBA JICKAPCTBCHHU IMPOAYKTU HA HACCICHUCTO B
CHOTBCTHATA AbpPiKaBa YICHKA, MNPUTCKABAIIUAT paspClICHHUEC TLHLProBEl Ha CApPO
Tpf[6Ba Aa MpHII0KU TOKYMCHT, KOMTO II03BOJISIBA JIa CE YCTAHOBHU CJICOHOTO:

a)  Jarara Ha JJOCTaBKa,
0) HaMMEHOBAHHETO M JIeKapcTBeHaTa (hopMa Ha JIEKapCTBEHUS MIPOAYKT;
B)  KOJHMYECTBOTO Ha JIOCTABCHHMSI JICKAPCTBECH MPOJIYKT;

F) HAUMCHOBAHUCTO U aApEChT HA NOCTABUYHKA Ha JICKAPCTBCHUA NPOAYKT U Ha
IMOJIy4aTeidi,

)  HOMEpBT Ha MapTHJaTa Ha JIEKApCTBEHUTE MPOAYKTH, MOHE 3a MPOIYKTHTE,
BBPXY KOUTO Ca HAHECEHU MOKa3aTeIuTe 3a 0€30acHOCT, IOCOYEHU B UJieH 67.

I[’Bp)i(aBI/ITe YICHKHU MpeanpueMar BCUYKU IMOAXOAAIIN MCPKH, 3a J1d TapaHTUPAT, Y€
Juanara, npuTreX)xaBally paspCliCcHHUEC WM MMalllu IIpaBO Ada JOCTaBAT JICKAPCTBCHU
MMPOAYKTHU Ha HACCJICHUCTO, Ca B CHCTOSAHUC Jda IPEHAOCTABAT I/IH(I)OpMaI_[I/I}I, KOATO
IMMO3BOJIABA Aa C€ IMpPOCICAU IIbTAT Ha Pas3lnpoCTPaHCHHUEC Ha BCCKHU JICKAPCTBCH

IPOAYKT.

Ynen 169

HCII/;UOHCUZHM U3UCKB8AHUS OMHOCHO mvbvpecosuima Ha edpo

Pasnopen6ute Ha HacTosaTa rjiaBa He BB3MPEMSITCTBAT MPUIAraHEeTO Ha MO-CTPOTH MEPKH,
YCTaHOBEHU OT AbpKaBUTE WICHKH, [10 OTHOLLIEHUE HA THPrOBUATA HA €APO C:
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YIOMBAIY WJIN ICUXOTPOITHY BEILIECTBA;
JIEKapCTBEHU IPOAYKTH, ITOIYYEHU OT KPBB;
UMYHOJIOTUYHU JICKAPCTBEHU IIPOAYKTH; U

pannodapMaIeBTUIIH.

Ynen 170

Tvpeosus na edpo 6 mpemu 0bpI*HCABU

[Ipu THProBus Ha €APO C JIEKAPCTBEHU MPOAYKTH B TPETH IbP)KABU HE Ce TpuiiaraT wieH 162
u uneH 166, maparpad 1, Oyksa B).

Koraro THProBUOUTE HA €APO AOCTABAT JICKAPCTBCHU IIPOAYKTHU Ha JIMLa B TPCTU AbPiKaBU, TC
rapaHTupar, 4€¢ JOCTABKUTC Ca CaMO 3a JIMId, KOUTO IIPUTEC)KABAT PA3PCHICHUC WA HUMAT
MpaBoO Ja I10JIydaBaT JICKAPCTBCHU IIPOAYKTH 3a THProBUs HaA AP0 WK 3a AOCTABSHC Ha
HACCJICHUCTO B CHOTBCTCTBUC C NPHUIIOKUMUTE IMPABHU U aIMUHUCTPATHBHU pa3n0pezl6n Ha
CbOTBCTHATA TPCTA AbprKaBa.

Uinien 168 ce npuiiara 3a JOCTaBIHETO HA JIEKAPCTBEHU MPOAYKTH Ha JIULA OT TPETH JAbPKaBHU,
KOWTO MPUTEkKABAT pa3pelieHHe WM MMaT MPaBO Ja JOCTABAT JICKAPCTBEHU NPOAYKTH Ha
HaCEeJIEHHETO.

Ynen 171
Ilocpeonuuecmeso 6 obracmma Ha iekapcmeenume npoOyKmu

Jlunara, ochIecTBSBAIIM OCPEIHUYECTBO B 00JIACTTa HA JIEKAPCTBEHUTE MPOIYKTH,
rapaHTHpar, 4e JICKapCTBEHU MPOJIYKTH, IPEAMET Ha MOCPEAHUIECTBO, Ca 0OXBaHATH
OT BaJIMJIHO Pa3pelICHUE 3a ThPrOBUS.

JIunara, OChLIECTBABALIN IOCPEAHUYECTBO B 00JIACTTA HA JIEKAPCTBEHUTE MIPOAYKTH,
pasmosiarar ¢ INOCTOSIHEH aJIpec U JaHHHU 3a KOHTAKT Ha TepuTtopusTa Ha Cpro3a, Taka
ye Jla ce rapaHTHpa TOYHOTO HAECHTU(ULMPAHE, MECTOIOJIOKEHNE, KOMYHUKAIUS U
Ha/30p Ha TAXHATa JEHHOCT OT CTpaHa Ha KOMIIETEHTHHUTE OpraHM Ha JAbP)KaBUTE
YWIEHKH.

3a mocpeAHNYECTBOTO B 00J1aCTTa HA JIEKAPCTBEHUTE MPOAYKTH Ce Mpuiarat mutatis
mutandis U3UCKBAHUATA, IPEABUACHU B WwieH 166, maparpad 1, Oyksu n)—ii).

[TocpeannuecTBO B 001acTTa HA JIEKAPCTBEHUTE MPOTYKTH MOXKE J1a C€ OCHIIECTBSBA
caMoO OT JIMI[a, KOUTO Ca PETUCTPUPAHU OT KOMIETCHTHUTE OPTaHH Ha JIbprKaBara
YlIeHKa, KBAETO € TEXHHUST MOCTOSHEH ajpec, MocodyeH B maparpad 1, Bropa amuHes.
3a ma ObOaT perucTpupaHu, TE3W JHUIA MPEAOCTaBIT HA KOMIIETCHTHHs OpraH IO
€IeKTPOHEH BT Hali-MaJKO CBOETO UMe, (hupMma U mocTosiHEH anapec. Te HezabaBHO
YBEJIOMSIBAT TIO €JIEKTPOHEH MHT KOMIIETCHTHHS OpPTraH Ha Jbp)KaBaTa WICHKa 3a
BCUYKHU TIPOMEHU B TSIX.

KomneTeHTHHAT opraH Ha Abp:KaBaTa 4jeHKa BOHCBa MH(OpMaluATa, MOCOYeHa B
'bpPBA aJIMHEs, B PETUCTBP, KOWTO € MYOJUYHO JOCTBIIEH.

[Ipunnunure, mocoyeHn B wieH 160, BKIIOYBAT CHEIUATHU Pa3lopeadd OTHOCHO
IIOCPETHUYECTBOTO.

175

BG



BG

3a U3BBPIIBAHETO HA WHCIEKLIMHUTE, MOCOYEHH B ujieH 188, oTromaps IabpkaBaTa
YJICHKA, B KOATO € PCTUCTPUPAHO JIUIECTO, OCHIICCTBABAIIO IMOCPCAHUYCCTBO B
o0JacTTa Ha JIEKAPCTBEHUTE MPOTYKTH.

AKO JnMIle, OCBUIECTBSIBAIO IMOCPEIHUYECTBO B 00JacTra Ha JIEKAPCTBEHUTE
OPOAYKTH, HE OTroBaps Ha HW3UCKBaHUATA, NPEABUACHU B HACTOSILIUSA YJICH,
KOMIIETEHTHHUSAT OpraH Ha JbpiKaBaTa WICHKAa MOXKE JIa PelId Ja 3ajJu4u TOBa JIHIIE
OT perucTbpa, nocoueH B maparpad 2. B TakbB ciydail KOMIETEHTHHUST OpraH Ha
JbprKaBaTa YiIEHKa YBEJOMsIBA JIMLIETO 3a TOBA.

PA3AET 2

ITPOJAXKBA OT PA3CTOSSHUE HA HIOTPEGUTEJIUTE

Ynen 172
Obwu u3uckeanus 3a npooaxcoa om pazcmosHue

be3 na ce 3acsira HaIMOHAJIIHOTO 3aKOHOAATEJICTBO, KOETO 3a0paHsBa MpeIaraHeTo
Ha JICKAPCTBEHU MPOJYKTH, OTIYCKAaHU IO JICKApCKO MPEIIICcaHue, 3a mpojaxoa ot
pa3CTosHUE Ha TOTPEOUTENUTE Ype3 YCIAYrH Ha WH(POPMAIMOHHOTO OOIIECTBO,
IbP)KaBUTE YICHKU TapaHTHpaT, uye Ha MOTPEOUTEIIUTE Ce MpeJiarar JIeKapCTBEHU
NPOAYKTH 32 MPOAaX0a OT Pa3CTOSHHE 4Ype3 YCIYTH CBITIACHO OIPENIEICHUETO B
Hupextusa (EC) 2015/1535 na Esponeiickus napmament u Ha Coberat!,
yCTaHOBSIBaIla TpOIEAypa 3a MpeaocTaBsHeTo Ha HH(opMmanus B cdepara Ha
TEXHUYECKUTE PETJIaMEHTH U TpPaBWIa OTHOCHO YCIYrHTE€ Ha WH(POPMALMOHHOTO

06III€CTBO, IIpH CICOAHUTEC YCIIOBHA:

a)  (u3MYeCKOTO WM IOPUIMYECKOTO IIMIE, KOETO TMpeiiara JIeKapCTBEHUTE
MPOJIYKTH, MPUTEkKABA Pa3pelIeHUe WM UMa MPaBo Ja JOCTaBs JIEKApCTBEHU
MPOJYKTH Ha OTPEOUTENHTE, BKIFOUUTETHO OT Pa3CTOSIHUE, B CHOTBETCTBUE C
HAI[MOHAJTHOTO 3aKOHOJATEJICTBO Ha JbplKaBaTa wWIEHKa, B KOSITO €
YCTaHOBEHO;

0) JMIeTO, MOCOYEHO B OYKBa a), € MPEAOCTABWIIO Ha JIbp)KaBaTa WICHKA, B KOSITO
€ YCTaHOBEHO, Hail-MaJKo cleHaTa nHpopMaIus:

1) uMe WM (pupMma 1 OCTOSIHEH aJjpec Ha MSCTOTO Ha JEHHOCT, OT KOETO ce
JOCTaBAT TE3U JIEKapCTBEHU IPOAYKTH,

11)  JaTata, Ha KOSATO € 3aloyHajla JeHOCTTa MO MpeajaraHeTo Ha
JIEKapCTBEHM MPOAYKTH 3a MpoJiak0a OT pa3CTOsHUE HA MOTpeOUTEeNnuTe
Yype3 yclIyrure Ha MHPOPMAIIMOHHOTO OOIIECTBO,

111) agpeca Ha yeOcaiiTa, M3MOJ3BaH 3a Ta3uW LeJd, U LAJaTa OTHOCHMA
uHpopManus, HeoOX0JMMa 3a UISHTHU(PHUIMPAHETO Ha TO3U yeOcailT,

1V)  aKo € MPUJIOKUMO — HayMHa Ha OTIIyCKaHe, B ChOTBETCTBHE C TaBa [V,
Ha JIGKApCTBEHUTE MPOAYKTH, MpeJUlaraHu 3a mpojaax0a oT pa3cTosHue
Ha NOTpeOUTEeNNTE Ype3 yCIyruTe Ha HHPOPMAIHOHHOTO OOLIECTBO.

41

Hupexrusa (EC) 2015/1535 na EBponeiickust mapnamenT u Ha CbBera or 9 cemremspu 20151,
yCTaHOBsIBallla MpOLEAypa 3a IpeJoCTaBiHETO Ha WHopManus B chepaTa HA TEXHHYECKUTE
periaMeHTH M MpaBHjla OTHOCHO YCIyTUTe Ha nHpopMannoHHOTO obmectBo (OB L 241, 17.9.2015 1.,

ctp. 1).
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Ta3u nadopmanus ce akTyaau3upa, Korato € 1einecboopasHo;

B)  JIEKAPCTBEHWUTE IPOAYKTU OTTrOBapsT Ha HM3HUCKBaHUATA Ha HAIMOHAJIHOTO
3aKOHOJIATEJICTBO HA JIbp)KaBaTa WIEHKA HA MECTOHA3HAUYCHHE B ChOTBETCTBHUE
¢ wieH 5, maparpad 1;

r) 0e3 ma ce 3aciaraT MU3MCKBAaHUATA 3a IIPEJOCTaBsiHE Ha HMHQOpManus,
omnpenenenn B Jupekrtusa 2000/31/EO na EBponeiickus mapiamMeHT M Ha
Cuera’?, yeOcallThT, Ha KOMTO ce MNpejiaraT JEeKapcTBEHUTE MPOLYKTH,
ChABpKA HAU-MAJIKO:

1)  JaHHUTE 32 KOHTAKT HA KOMIICTCHTHHUs OpraH Ha Ibp)KaBaTa YiICHKa WIIH
Ha OpraHa, Ha KOWTO € MpelIocTaBeHa nH(opmanusaTa chbriacHo Oyksa 0),

11)  XWmepBpb3Ka KbM MOCOUYEHHUS B WieH 174 yeOcalT Ha nbprkaBaTa WICHKA
Ha yCTaHOBSIBaHE,

i) oOmOTO JIOro, MOCOYECHO B WieH 173, mMOoCTaBEeHO HAa BHAMMO MSCTO Ha
BCsIKa CTpaHUIlA Ha yeOcaiTa, CBbp3aHa ¢ MPE/JIaraHeTo Ha JICKApCTBEHU
MIPOJYKTH 3a Mpoaaxoda OT pa3cTosiHue Ha notpedutenure. OO1I0TO J10TO
ChIIbPKa XHUIEPBPBH3Ka KbM 3amuca 3a JMIETO B CIUCHKA, MTOCOYCH B
unien 174, naparpad 1, Oyksa B).

JIbp>kaBUTE WIEHKH MOTaT Ja HajaraT yCJIOBHsS, OOOCHOBaHHM OT ChOOpaKEHHUs 3a
3aIIMTa Ha OOIECTBEHOTO 3/IpaBe, 3a J0CTaBKaTa Ha JAPeOHO Ha CBOSI TEPUTOPHUS Ha
JEKapCTBEHH MPOAYKTH 3a MpoAax0a OT pa3CTOSHHE Ha MOTPeOUTENHTe dYpe3
yCIyTuTe Ha HHPOPMAIIMOHHOTO OOIIECTBO.

bes na ce 3acarar dupextua 2000/31/EO u npeaBuieHUTE B HACTOSAIIMS pa3aei
U3MCKBaHUsS, IbPIKABUTE UICHKH IMPEANPUEMAT HEOOXOJAMMHTE MEpKH, 3a [Ja
rapaHTHpar, 4e JHIaTa, pa3IudHu OT MMOCOYCHHTE B maparpad 1, KouTo mpeaarat
JEKapCTBEHH MPOAYKTH 3a TpoJaxkba OT pa3CTOSHHE Ha MOTPEeOHTENUTEe |
U3BBpIIBAT JEHMHOCT Ha TAXHA TEPUTOpHUS, TMOJIekKAT Ha e(PEeKTUBHHU,
NPOMOPIMOHATHN M BB3MHUPALIH CAHKIIUH.

Ynen 173
H3zuckeanus 3a 0buwomo 1020

Cp3maBa ce 001110 JI0ro, KOETO € pasmno3HaBaeMo B 1enus Chio3 U KOETO B CHIIOTO
BpeMe IMO03BOJISIBA OIPEJENISHETO Ha JAbp)kKaBaTa WIEHKA, B KOSTO € YCTaHOBEHO
JUILETO, Ipe/aramo JeKapcTBEHH NPOAYKTH 3a mpoAakba OT pa3CTOSHUE Ha
norpedutenure. JIororo ce nmocraBs Ha BUAMMO MsCTO Ha yeOcaiToBeTe, Ha KOUTO
ce Ipeajarar JIEKapCTBEHW TMPOAYKTH 3a TMpojaaxda oOT pa3CTosHHE Ha
noTpeOUTENUTE B COTBETCTBHUE ¢ WieH 172, maparpag 1, OykBar).

C uen xapmMoHM3MpaHe Ha (YHKIMOHHMpaHETO Ha ToBa oOmio soro Kommcusra
MpUeMa akTOBE 3a U3II'bJIHEHUE OTHOCHO:

a)  TEXHMYECKUTE, eIEKTPOHHUTE U KPUNTOrpad)CKUTE M3UCKBAHUS 3a MPOBEpKa
Ha aBTEHTHUYHOCTTA Ha 00IIOTO JIOTO;

06) odopmMiaeHHETO Ha OOIIOTO JIOTO.

Jupextusa 2000/31/EO na EBponeiickus napnament n Ha CbBera otT 8 1oHu 2000 T. 32 HIKOU IPaBHU
aCTIeKTH Ha YCIyTUTe Ha WHPOPMAIMOHHOTO OOIIECTBO, W MO-CIEIMATHO HAa €JIEKTPOHHATa THPTOBHUS
Ha BbTperrHus nazap (Jupextusa 3a enekrponnara Teprosus) (OB L 178, 17.7.2000 r., ctp. 1).
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Koraro e HeoOXxoanMo, akTOBETE€ 3a M3MBJIHEHUE CE€ H3MEHST, KaTo ce B3eMa
MpeABU HAYYHO-TEXHUUYECKUAT HaNpeIbK. Te3u akToBe 3a U3M'BJIHEHHUE C€ MPUeMat
B CHOTBETCTBHUE C MIPOIIEypaTa, mocoueHa B wieH 214, maparpad 2.

Ynen 174
Hngpopmayus omnocno docmaskama om pascmosiHue Ha nompeodumenume
Bcesika npprkaBa uieHKa ch3aBa yeOcaiT, KOMTO ChAbpKa Hali-MaJIKoO:

a) uH(popmauus OTHOCHO HAIIMOHAIHOTO 3aKOHOAATEJICTBO, MPHJIOKHMO 32
IpeJlaraHeTo Ha JIGKAPCTBEHU NPOAYKTH 3a Mpojak0da OT pa3CTOSHUE Ha
NOoTpeOUTENTUTe 4Ype3  yCIyrure Ha  HMHQOPMAIMOHHOTO  OOIIECTBO,
BKIIFOUUTEIHO HWH(GOpMAaNus OTHOCHO (akTa, 4e MOXKE Jia CBIIECTBYBAT
pa3iauurs MEeXIy Ibp>KaBUTE WICHKH MO OTHOIIEHUE Ha KiacupuKaluuara Ha
JICKapCTBEHHUTE MPOIYKTH U HA YCIOBUATA 33 JJOCTABSIHETO HM;

06) wumH(bOpMaIUA OTHOCHO IIeJITa Ha OOIIOTO JIOTO;

B) CHHCBHK Ha JIMIATa, NpEJIaraily JIEKapCTBEHM IPOAYKTH 3a Ipojaaxda oT
pa3cTossHMEe Ha NOTPEOUTENIUTEe 4Ype3 YCIyruTe Ha HHGPOPMALMOHHOTO
o0LIECTBO B CBHOTBETCTBHE € wWieH 172, KakTO M aJpecuTe Ha TEXHUTE
yeOcaiiToBe;

r)  oOma nHpopMaKs OTHOCHO PUCKOBETE, CBbP3aHU C JICKAPCTBEHH NPOIYKTH,
JOCTaBIHM  HA  IOTPEOMTENMTE  HE3aKOHHO  4Ype3  yCIyruTe  Ha
UH(POPMALMOHHOTO OOIIECTBO.

To3u yebcaliT chabpika XUIEepBpb3Ka KbM yeOcaiiTa, mocodeH B nmaparpad 2.

AreHnusTa ch3/1aBa yeOcalT, Ha KOHUTO ce mpeaocTaBs nHGOpMaIUaTa, MOCOYeHa B
naparpad 1, mbpBa anunesi, 0ykBu 0) u '), UH(GOpPMAIHs 32 AKTOBETE OT MPABOTO Ha
Crpro3a, npunoxkuMu 3a ¢anmuuduuupaHd JIEKapCTBEHU TMPOAYKTH, KaKTO H
XUIEPBPB3KU KbM yeOcallTOBETE Ha Abp)KaBUTE WICHKH, TocoueHu B naparpad 1. Ha
yeOcaiiTa Ha AreHUUATa U3PUYHO CE€ IOCOYBa, Y€ yeOCaWTOBETE Ha Ibp)KAaBUTE
YJICHKH ChABPKAT MHPOpPMALUS 3a JIMIaTa, IPUTEKABAIIN pa3pelleHre WK UMalIH
paBO Jla JOCTaBAT JIEKAPCTBEHU NPOAYKTH upe3 IMpojax0da OT pa3CTOsHUE B
ChOTBETHATA JIbpXKaBa WICHKA.

Komucusita B ChTpyAHUYECTBO C KOMIIETEHTHUTE OpPraHU MPOBEX/1a WIK HachpyaBa
MH(POPMALIMOHHN KaMIIaHWU, HACOYEHU KbM IIUpPOKaTa OOIIECTBEHOCT, OTHOCHO
OMACHOCTUTE OT (ammuuUIUpaHUTE JIEKAPCTBEHU NPOAYKTU. Te3n KaMIaHUH
MOBMIIABAT OCBEJIOMEHOCTTAa Ha NMOTPEOUTENNTE OTHOCHO PUCKOBETE, CBBP3aHM C
JIEKapCTBEHUTE IMPOAYKTH, JOCTABIHU HE3aKOHHO 4pe3 MpoAax0da OT pa3CTOSIHHUE,
KaKTO U OTHOCHO ()yHKIIMOHMPAHETO Ha OOLIOTO JIOTO U yeOcalToBeTe, NOCOUEHH B
naparpadu 1 u 2.

I'nmasa XIII
Pexiaama

Ynen 175
Onpeoenenue 3a pekiama Ha 1eKapcmeenu npooyKmu

3a menuTe Ha HACTOAIIATA IJIaBa MOHATHUETO ,,peKjlaMa Ha JEKapCTBEHH NMPOJYKTH
BKJIIOYBA BCsKa Gopma Ha MHoOpManus MO JOMOBETE, aruTallMOHHA JEHHOCT WM
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CTUMYyJHMpaHe, TpeJHa3HAaueHH Ja HachbpyaBaT MPEINHCBAHETO, JOCTaBKaTa,
npoaaxoaTa WK ynorpedara Ha JEKapCTBEHU MPOJYKTH.

ToBa BKJIFOYBA TO-CIIEIIUATHO:
a)  peKiama Ha JIGKapCTBEHU MPOJIYKTH CpeJl HACEICHUETO;

0) pekiama Ha JIEKapCTBEHU MPOAYKTH Cpel JulaTa, UMalld MpaBo Ja TH
MpEeANUCBAT, MpUjiaraT Wik JOCTaBSIT;

B)  IOCEIIEHHs HAa MEAMLMHCKU THPrOBCKM IPEACTABUTENIN IPU JIMLATA, UMAIIX
IIPaBO Ja MPEANNUCBAT JEKApCTBEHU IPOIYKTH;

r)  MpeAocTaBsHE HAa MOCTPH Ha JIEKApCTBEHU MPOAYKTH;

)  T[peAocTaBsSHE HAa CTUMYJIHM C L€ IPEINMCBaHEe UM JOCTaBKa Ha JIEKAPCTBEHU
MPOAYKTH Ype3 MOJapbIH, MPEUI0KEeHHS UK OOeIIaHus 3a obyara uiu 60Hyc,
B TIapH WJIM B HATypa, OCBEH KOraTo COOCTBEHATa UM CTOMHOCT € MUHUMAJTHA,

e) CIIOHCOpHUPAHC Ha IMPOMOLMOHAJIHHU CPC€IIM, Ha KOHWTO IIPUCHCTBAT JIMIA,
HMaIllu MMpaBo Aa MpEANrCBAT UK JOCTABAT JICKAPCTBCHU IMPOAYKTH,

)K) CIIOHCOpHUpPAHC HAa HAYYHHU KOHI'PECHU, Ha KOUTO HNPUCHCTBAT JIMIA, HUMAIIU
mpaBo Ja ONpcAnuUcCBaT WKW JOCTABAT JICKAPCTBCHHU IMPOAYKTHU, U B YaCTHOCT
MNOEMaHC Ha IbTHUTEC PA3HOCKU U HOLIYBKH, CBbP3daHU C TAX;

3)  pekiiama, CBbp3aHa C JICKAPCTBEHH MPOAYKTH, KOATO HE C€ OTHacs 3a
KOHKPETHH JICKAPCTBEHH MPOIYKTH.

B Hacrosmara riaasa He ¢e BKIIIOYBA CIIEAHOTO!
a) CTUKCTUTC U JINCTOBKHUTC, KOUTO Ca IIPCAMCT HA paSHOpe,Z[6I/ITC Ha riaBa VI,

0) KOpEecHOHJEHIMs, €BEHTyaJlHO  NpuIpykaBaHa OT  MaTepuaid ¢
HEMPOMOIIMOHAJIEH XapaKkTep, HE0OX0AMMH, 3a J1a c€ OTTOBOPH Ha crenuduyeH
BBIIPOC OTHOCHO KOHKPETEH JIEKAPCTBEH MPOJIYKT;

B)  (QakTHuecKu HUHPOPMALMOHHU CHOOLICHUS U CIOPABOYHM MaTepHualy,
OTHACSIIM C€ HampuMep N0 TPOMEHH B OIAKOBKAaTa, MPEIYNPEKICHHUS 3a
HE)KEJIaHU JICKApCTBEHM PeaKkIMy KaTo YacT OT OOLIUTE Mpelna3Hu MEpKH BbB
BpB3Ka C JIEKapCTBaTa, ThPTOBCKH KaTaJO3M U 1IEHOBHU JIUCTH, NIPH yCIOBUE Ye
B TSIX HE C€ ChAbP)KaT TBBPJEHUS OTHOCHO MPOAYKTa;

r) uH@OpMaIMs 3a YOBELIKOTO 3]paBe WM 3a 3a00JsBaHUS, NIPH YCIOBHE Y€ B
Hesl HE ce CIIOMEHABAT, JOPU KOCBEHO, JIEKAPCTBEHU MPOIYKTH.

Ynen 176
Obwu paznopedbu OMHOCHO peKiamama Ha 1eKapcmeeHu npooyKmu

JbpxaBUTe WICHKH 3a0paHsBaT BCSKa peKiiamMa Ha JIEKQpPCTBEH MPOIYKT, 32 KOWTO
HE € U3/1aJICHO pa3pelleHue 3a ThPrOBHsL.

Bcewuky gactu Ha pPEKiIaMaTa Ha JICKAPpCTBEH IPOAYKT TpSI6Ba Ja CbOTBCTCTBAT HaA
JaHHUTC, H36p0€HI/I B KpaTKaTa XapaKTCPHUCTHUKA Ha IPOAYKTA.

Pexnamara Ha nekapCcTBEH NPOAYKT:

a) HachpuaBa pa3yMHaTa ymnoTpeba Ha JEKapCTBEHUS TNPOAYKT, KaTro Tro
npejcTaBs 00EKTUBHO, 0€3 J1a MpeyBenyaBa HETOBUTE CBOMCTBA;

0) e TouHa, MPOBEpUMA M HETIOABEIKIAIIIA.
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3alpansiBa ce Bcika (Qopma Ha pekiaMa, KOSTO KMMa 3a Ien Ja MpeicTaBu B
OTpHIIATEJIHA CBETJIMHA JIPYT JIEKAPCTBEH MPOAYKT. 3a0paHsaBa ce U peKiama, KOATO
BHYILIABA, Y€ J]a/ICH JIEKapCTBEH MPOIYKT € M0-0e30maceH Uiu no-e()eKTUBEH OT IpYT
JIEKapCTBEH MPOJYKT, OCBEH aKO B KpaTKaTa XapaKTEpHUCTHKA HAa MPOAYKTa HE ce
ChABPIKAT J0Ka3aTeJICTBA B MOJKPENa Ha TOBA.

Ynern 177
Oepanuuenust 3a pekiamama Ha 1eKapcmeeHu npooyKmu

JbpkaBuTe WICHKHM 3a0paHsABAT peKilamMara CpeJ HACEIeHHETO Ha JIEKapCTBEHU
IPOAYKTH, KOUTO:

a)  ce OTIIyCKaT caMo IO JIEKapCKO MpeANnucaHue B ChOTBETCTBUE ¢ TJaBa [V

0) chABpKAT BEIlIECTBA, KIACU(PUIUPAHU KATO MCHUXOTPOIHU WJIM YIOWBAIIU MO
CMHUCBHJIa Ha MEXKTYHAPOIHUTE KOHBEHITUH.

Cpenl HaceleHUETO MOXKE J1a C€ peKIaMUpar JIEKApCTBEHU MPOJYKTH, KOUTO MOPaIH
CBOSl CbCTaB M MPWIOKEHME Cca NpeJHa3HAYeHM M Ch3JaJCHU 3a ynorpeda 0e3
Hamecara Ha JIeKap C el JMarHoCTHKA, Ha3HayaBaHE WM NpOCJe[sBaHE Ha
JICYCHUETO, IPU KOHCYJITHPAHE CbC (PapMarIeBT, aKO € HEOOXOJUMO.

JbpxaBuTe 4JICHKM UMAT MpaBo Ja 3abpaHsSBaT Ha CBOSTAa TEPUTOPHs peKamara
Cpell HACEJIICHUETO Ha JICKApCTBEHU MPOAYKTH, UHUATO CTOMHOCT TMOJUICKHA HaA
BBH3CTAHOBSIBAHE.

3abpanata mo mnaparpad 1 He ce mnpwiara Npd KaMIIaHMM TI0 BaKCHHUpPAaHE,
NPOBSXKIAHH OT OTpachja MU OJOOPCHM OT KOMIICTCHTHHTE OPTaHH Ha JIbPIKaBUTE
YJIICHKMU.

3abpanata, nmocoueHa B maparpad 1, ce mpuiara, 6e3 ga ce 3acsra uieH 21 ot
Hupextusa 2010/13/EUO.

I[’bp)i(aBHTe YJIICHKHU 3a6paH;1BaT AUPEKTHOTO PA3SMPOCTPAHCHUC HaA JICKAPCTBCHU
MPOAYKTH CPCI HACCIICHHUETO OT CTpaHa Ha OTpachjia ¢ IPOMOUIMOHAIHU LEIH.

Ynen 178
Pexnama cpeo nacenenuemo

be3 ma ce 3acsara 4ieH 177, BCjKa PpPCEKJIIaMa Ha JICKAapCTBCH IIPOAYKT CpPEO
HaCCJICHUCTO:

a) ce dopmynHpa Taka, 4e Ja € SICHO, Y€ ChOOIIEHUETO € PEKJIaMHO, U Taka, 4e
MPOJYKTHT J1a € ICHO 0003HAYEH KaTo JIEKAPCTBO;

0)  BKJIIOYBA Haif-MaJKo clieAHaTa MH(pOpMaIus:

1) HAaUMEHOBAHMETO HAa JIEKApCTBEHUS NPOAYKT, KaKTO M OOIIONPUETOTO
HAauMEHOBAaHME, aKO MPOAYKTHT ChABPKA CAMO €IHO aKTUBHO BELIECTBO,

i1)  uHpopmanusTa, HEOOX0IMMA 3a MpaBUIHATA YIOTpeda Ha JIeKapCTBEHUs
MIPOJYKT,

111) M3pUYHA U SICHA MPEnopbKa Jla ce MPOoYeTaT BHUMATEIIHO UHCTPYKIIMHUTE
B JIMCTOBKATa WM HA BHHIIIHATA OMAKOBKA, B 3aBUCUMOCT OT CIIydasl.

JIbpxkaBuTe WIEHKM MOXE Ja pelaT, 4e ako € IpeJHa3HaueHa €JUHCTBEHO 3a
HaIOMHSHE, peKiaMaTa Ha JIEKapCTBEH NPOAYKT Cpell IIMpOKaTa OOIIECTBEHOCT
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MOJXeE, He3aBHCMMO OT maparpad 1, ma chabpka caMO HaWMEHOBAaHHETO Ha
JICKapCTBCHHS MPOJYKT WM Ha HETOBOTO AKTHBHO BEIECTBO, WJIM THProOBCKaTa
Mapka.

Ynen 179

Ozepanuuenus 3a pekiamama cpeo HaceieHuemo

Pexsiamata Ha neKapcTBEH MPOIYKT CPEJ HACEIEHUETO HE ChIbPKa KaKbBTO U Ja €
MaTepuai, KObTO:

a)

0)

Cb3JJaBa BIICYATIICHUCTO, Y€ HC € HGO6XOI[I/IMa MCIUIIMHCKA KOHCYJITallud HUJIN
XUpypTrudyecCKa orepanus, IMo-CIICHUaIHO 4Ype3 IpCjlaraHe Ha AuardHo3a WiIn
MpEenopbHYBAHC HA JICUCHUC I10 I10IIAaTa,

BHYIIIaBa, 4e €(eKTUTEe OT MprUeMa Ha JIEKapCTBEHUS MPOAYKT ca rapaHTHUPAHU,
HE ca IPUAPYKEHH OT HEXEJIaHH JICKAPCTBEHU PEAKIIMU WU ca MO-A00pH Uin
PaBHOCTOIHM Ha TE3U OT JAPYTO JICYSCHHUE UITH JIPYT JIEKAPCTBEH MPOAYKT;

BHYIIIaBa, Y€ 3]PaBETO Ha JIUIETO MOXKE Ja ObJie MOoI00pEHO Ype3 MPUEMaHETO
Ha JICKAPCTBEHHS TPOAYKT;

BHYIIIaBa, Y€ 3[PaBETO Ha JIMIETO OM MOIJO Aa ObAe 3acerHaro, ako He ce
nprema JeKapCTBEHUST IPOAYKT;

€ HACOYCH U3KIIOYHUTCIIHO HUJIM I'N'TaBHO KbM AC1A,

CC I1030BaBa Ha IIPCIIOPBbKA OT YUYCHU, MCAUIMHCKU CIICHHUAINCTHU WJIK JIMLA,
Pasiinddd OT MOCOYCHUTE, KOUTO IOpaaru CBOATA U3BCCTHOCT Onxa MOIJIH Ja
Hacbp4darT yHOTpe6aTa Ha JICKapCTBCHUTC IIPOAYKTH;

BHYILIABA, Y€ JIEKAPCTBEHUAT MPOJAYKT € XpaHa, KO3METHYEH MPOJYKT WU
Jpyra noTpeduTencka CToka;

BHyIlIaBa, 4e 0e30MacHOCTTa U €(UKACHOCTTa Ha JIEKaPCTBEHMsI MPOAYKT ce
J'bJKAT HA TOBA, Y€ MPOAYKTHT € IPUPOICH;

OM MOT'BJI JIa JIOBEJIC JI0 HEMPABUITHO CAMOCTOSITEITHO TTOCTABSIHE HA JIMArHO3a,
ThI KaTo ChIBpKAa OMUCAHHE WM TMOAPOOHO H3IIOKEHHE Ha HCTOpUS Ha
3a00JIsIBaHE;

CbAbpiKa TBBPACHHUA 34 BB3CTAHOBABAHC Ha 3ApPaBCTO, HNPCACTABCHU I10
HEMOAXO A1, IJTalICI WJIN ITOABCKAalll HAYUH,

H3M0J3Ba II0 HCEIOAXOIAI, INIalICIl MWK II0ABCKAAlll HAYHUH o6pa3H0
MNpeaACTaBsAHC HAa IIPOMEHU B YOBCIIKOTO TAJIO, IPUYUHCHU OT 3a00JI9BaHe HIIN
HapaHABaHC, WJIX OT B’B3,Z[CI>'ICTBI/ICTO Ha JICKApCTBCH IMPOAYKT BbBPXY
YOBCIIKOTO TAJIO MUJINX YaCTHU OT HETO.

3abpanata, mocoueHa B maparpag 1, OykBar), He ce mpuiara 3a KaMIIaHUUTE I10

BaKCUHUpaHe, MOCO4YeHH B uieH 177, maparpad 4.

Ynen 180

Pexnama cpeo nuya, umawu npago oa npeonuceam, npuiazam uiu 00CmMagsam 1eKapCcmeeHu

npoOyKmu

Besika pexiiama Ha JIeKapCTBEH MPOJIYKT CpeJ JIWIlA, UMAIX MPaBo Ja MPeanucBar,
MpUIaraT Win JOCTABST TaKUBA MPOTIYKTH, BKITFOUBA:
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a)  chlIecTBeHa HHQpOpMaIHsi, ChbBMECTMMa C KpaTkaTa XapaKTepUCTHKa Ha
MPOIYKTA;

0) HayMHa Ha OTIyCKaHE Ha JIEKAPCTBEHUS MPOIYKT.

I[’bp)I(aBI/ITe WICHKM MOT'aT CbIIO TakKa Ja H3UCKAT PpCeKIaMara Ja BKIIIOYBa
npoaaxHara HE€HA WJIM MIPCHOPpBUYUTCIHATA I[IE€HA HaA pPasIMdYHUTC (1)OpMI/I Ha
MNPpEACTaBsAHC, KAKTO U YCJIOBHUATA 3a Bb3CTAHOBABAHC HA pa3XOoJUTC OT OpPTraHUTC 3a
conraiHa CUI'YPHOCT.

[AbpxkaBUTe WICHKHM MOXE Jla peIlaT, Y€ aKo € MpeJHa3HaueHa E€IMHCTBEHO 3a
HAllOMHSIHE, peKJlaMaTa Ha JIeKapCTBEH NPOAYKT Cpell JIMIA, MMalld MpaBo Ja
NpEeANUCBAT, MpUararT Wik JOCTAaBSAT TAaKWBAa MPOJYKTH, MOXKE, HE3aBUCHUMO OT
naparpad 1, n1a cpabpxka camMO HAaMMEHOBAaHUETO HA JIGKAPCTBEHUS MPOIYKT WIH
HETOBOTO MEXKJIYHApPOJHO HEMATeHTHO HAaMMEHOBaHUE, KOraTo HMMa TakKoBa, WU
ThProBCcKaTa MapKa.

Ynen 181

Tlookpenawa 0okymenmayus, npuopyscasauia pexiamama cpeo 1uya, UmMawy npaso oa

npeonuceam, npura2am uiu 00Cmassam J1eKapcmeenu npooyKmu

Bcesika nokymMeHTanus, OTHacsIIIA ce JI0 JIEKAPCTBEH MPOIYKT, KOSTO CE MpejiaBa KaTo
4acT OT MPOMOIUATA HAa TO3H JIGKAPCTBEH MPOAYKT Cpel JIUIA, UMAIIH MPaBo Ja ro
NPE/IKUCBAT, MpUIaraT WIH JIOCTaBAT, BKIFOUBA HAM-MaJKo TaHHHUTE, W30POCHU B
wien 180, maparpad 1, m B Hes ce mocoyBa JaraTa, Ha KOSITO € ChCTaBEHA WIIU
pelaKTUpaHa 3a MMOCIE/ICH ITbT.

[{sutata mHGOpManus, ChIbpKalla ce B JOKyMEHTAIMATa, TocoueHa B maparpad 1, e
TOYHA, aKTyaJlHa, MPOBEpPUMa M JOCTaThUYHO IbJHA, 32 Ja JaJe Bb3MOXKHOCT Ha
HOJTydaTess 1a ChCTaBU CBOE COOCTBEHO MHEHHE 3a TepaleBTHYHATa CTOHHOCT Ha
CBHOTBETHHS JIEKAPCTBEH MPOJIYKT.

[{uTaTute, KakTo TAOMUMUUTE W JPYIUTE WIIOCTPATUBHU MaTepHald, B3€TH OT
MEIMIUHCKN CIUCaHWsA WJIM JPYI'M HaydHH pa3pabOTKu 3a HYXKIUTE Ha
JIOKYMEHTaIUsATa, IocoueHa B naparpad 1, ce Bb3Ipou3BeXAaT BIPHO U U3TOUHUKBT
ce UTUpa TOYHO.

Ynen 182
3aovaoicenus, cbp3anu ¢ MeOUYUHCKUME MbP2OBCKU NPedCmasument

MeauiuHCKUTE THhPrOBCKM MPEACTABUTENN IOJydyaBaT IMOAXOAAIIO0 OOydyeHHE OT
IPEIIPUATHETO, KOETO TH HAaeMa, U MPUTEXKABAT JOCTaThbYHO HAYYHM ITO3HAHHUS, 3a
Ja Morar Ja MpelocTaBAT BB3MOXKHO Hal-TOYHA M M'bJIHa HUHpoOpMaIus 3a
JeKapCTBEHUTE MPOAYKTH, KOUTO pekiamupar. MHpopmanusaTa, mpeaocraBsHa OT
MEIUINHCKUTE ThPrOBCKU MTPEACTABUTENH, € B CBOTBETCTBHE € WIEH 176.

IIpn BCSKO CBOE MOCEIIEHUE MEAULMHCKUTE THPrOBCKHU MPEACTABUTENN JaBaT WU
MPEIOCTABIT Ha Pa3MOJIOKEHHE Ha MOCETEHUTE JIMIA KpaTKa XapaKTEpUCTHUKA Ha
BCEKH JIEKAPCTBEH MPOJYKT, KOUTO MPEACTABAT, KAKTO M MOAPOOHOCTH OTHOCHO
[IeHaTa W YCJOBHUATA 3a BB3CTAHOBSIBAHE Ha pa3xoJuTe, MmocoyeHu B uieH 180,
naparpad 1, BTOpa anmHes, ako 3aKOHOJATEICTBOTO Ha JIbpXaBaTa WICHKa
ITO3BOJISIBA TOBA.
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3. MenuuuHCKUTE THPTOBCKH MPEICTaBUTENH MTPeaBaT Ha HAYYHUTE SKUITH, TIOCOYCHH
B wieH 187, maparpad 1, Bcsika wuHPOpMamus OTHOCHO ymoTpebara Ha
pEeKIIaMUpaHUTEe OT TAX JICKApPCTBEHH TPOJYKTH, Karo OOpBILIAT CIIEUATIHO
BHUMaHHE Ha €BEHTYAJIHH HEXEJIaHW JICKapCTBEHH PEAKIMHU, JOKJIAIBAaHU UM OT
JMIATa, KOUTO IOCEIIaBaT.

Ynen 183
IIpomoyust na nekapcmeenu nPoOYyKmu

1. IIpu mpomonus Ha JIEKapCTBEHU IIPOAYKTHU Cpel JIMLA, UMAIIH IIPABO J1a IIPEAIIUCBAT
WIA JIOCTaBAT TaKuWBa IPOJYKTH, HE c€ JONycKa Ha Te3d Juua Ja ObaaT
NPEJOCTaBsIHY, MpeAaraHd Win oOellaBaHd HUKAKBH MOJApBIH, MapHUYHH O0JIaru
win objaru B HaTypa, OCBEH aKO T€ ca C HHMCKAa CTOMHOCT M ca CBBpP3aHU C
YIPaKHSBAaHETO HA MEIULIMHCKA UIIH (papMalieBTU4HA ICHHOCT.

2. ['ocronpueMcTBOTO MO BpeME€ Ha NPOMOLMOHAIHM CBHOUTHS 3a HachbpuaBaHe Ha
IIPOJaXOUTE BUHATU € CTPOTO OTPAHUYEHO JI0 OCHOBHATA UM LI U He TpsiOBa aa ce
pasnpocTupa BbpXY JIMLA, pa3IMyHU OT JUIaTa, MMaIlM [PaBo J1a NpeAnucBaT Wiu
JIOCTaBAT JIEKaPCTBEHU MTPOTYKTH.

3. Jlumata, UMaIIM TPaBO Jla MPEANKUCBAT WU JIOCTABAT JICKAPCTBCHU MPOAYKTH, HE
MCKAT ¥ HE NMpUeMaT KaKBUTO U Ja € CTUMYJIU, 3a0paHeHH chriaacHo naparpad 1 umum
NpOTHBOpEYAIY Ha aparpad 2.

4. Paznopenbure Ha nmaparpadu 1, 2 1 3 He OKa3BaT BIMSHHE BHPXY CHIICCTBYBANIUTE
MEPKH WJIH ThPrOBCKAa MPAaKTUKa B JIbP)KABUTE YICHKH, OTHACAIIM CE€ JIO IICHH,
Map>KOBE M OTCTHITKH.

Ynen 184
T'ocmonpuemcmeo no epeme Ha HayyHU CbOUMUS

Pasnopenbute Ha unen 183, nmaparpa¢ 1 He BB3NPENATCTBAT OKa3BAaHETO HAa FOCTONPHEMCTBO,
NpSIKO WJIM KOCBEHO, [0 BpeMe Ha CBHOUTHUS C YMCTO MPO(ECHOHATHW W HAYYHU LENH.
Oxka3BaHETO HAa TOCTONIPUEMCTBO BUHArM CE OTPaHMYaBa CTPUKTHO 10 OCHOBHATA Hay4yHa LEN
Ha cbOuTHeTo. To He TpsAbOBa Aa ce pa3snpocTHpa BbPXY JULA, Pa3IMYHU OT JIMIATa, UMaIU
IPaBo Jia MPEANUCBAT WK JOCTABST JEKApCTBEHU MPOAYKTH.

Ynen 185
Ilpedocmassne Ha MOCMPU HA IeKAPCMBEEHU NPOOYKMU

1. besmratan MOCTPH Ha JICKAPCTBEHU MNPOAYKTHU CE€ MPEAOCTABAT B U3IKIIOYHUTCIHU
CIydan CaMO Ha JiMla, UMally IMpaBO Oa MpeANrCBAT TaKWBa HNPOAYKTH, U IIPU
CJICOIHUTE YCIIOBUS:

a) CXKCTOAHUAT 6p0171 Ha MOCTPUTC 3a BCCKH JICKAPCTBCH IPOAYKT, KOHUTO ce
OTITYCKa C JICKAPCKO MPEANNCaHnuEC, € OTpaHNYCH;

6) BCAKO MMPEAOCTAaBAHC Ha MOCTPHU CC U3BHPIIBA B OTTOBOP HA MUCMCHO HCKAHC
OT JMHaTra, HWMaly IpaBoO Ja MOpCANUCBAT WM OOCTAaBAT JICKAPCTBCHU
MMPOAYKTH, C IIOATINC U JaTa,

B) JIMIaTa, WMAaI¥d MPaBO Ja MPEJOCTABAT MOCTPH, TMOJIBPIKAT IOIXOJAIIA
CHCTEeMa 32 KOHTPOJI U OTYETHOCT;
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r)  BCSKa MOCTpa € He TO-ToyisiMa OT Hal-maikara (opMa Ha TpeACTaBsHE Ha
nasapa;

)  BCsKa MOCTpa € O3HaueHa C ,,0e3I[UIaTHa JIEKapCTBEHAa MOCTpa — Ja HE ce
npojaBa‘“ Wiy ¢ Apyra (popMyIupoBKa CbC CHIUS CMUCHIT;

€) BcAKa MOCTpa ce MpupykaBa OT KONUE Ha KpaTkaTa XapaKTepHUCTHUKa Ha
MPOJIYKTA;

) HE ce JOIyCKa TMPEeJOCTaBIHETO Ha MOCTPH Ha JIEKAPCTBEHH IMPOJYKTH,
ChIBPIKAIIHN BEIIECTBA, KIACH(PHUITMPAHU KATO MCUXOTPOITHU WIIH YIIOWBAIIH 110
CMUCHJIa Ha MEKIYHAPOTHUTE KOHBEHIIUH.

[To m3kmtoYeHne Oe3rIaTHU MOCTPH Ha JIEKAPCTBEHH MPOAYKTH, KOUTO C€ OTITYyCKaT
0e3 JIeKapcKo MpeANnrcaHue, MOXe Jla ce MPEAOCTaBAT U Ha JIMIA, UMAalllyd IPaBo J1a
T'H JOCTaBsT, IPU yCJIOBUsATa Ha maparpad 1.

JIbp)kaBUTe WIEHKM MoraT Ja IOCTaBAT WU JAONBJIHUTEIHM OTPAHUYEHUS BBPXY
pa3snpoOCTPaHEHUETO HA MOCTPH Ha OIPEEIICHH JIEKAPCTBEHN IIPOAYKTH.

Ynen 186

Ilpunacane na paznopedoume omHoCHO pekiamama om CMmpana Ha ObpHcasume 41eHKu

JIbprkaBUTE YWICHKH OCUTYPSBAT M3I0JI3BAHETO HA MOAXOAIIN U e()EKTUBHH METOIU
3a MOHUTOPHHI Ha peKJIaMaTa Ha JIGKAPCTBEHU NPOAYKTH. Te3u METOIH, KOUTO
MOYKE JIa C€ OCHOBaBaT Ha CUCTEMa 3a MPEJABAPUTEIICH KOHTPOJI, BbB BCHUKHU CIIy4au
BKJIIOYBAT IpaBHU pa3n0pen61/1, CbIJIACHO KOMUTO JIMIa WJIKM OpraHu3alvuv, UMallu
3aKOHCH MHTEpeC M0 HAIMOHAIHOTO TMPaBO Ja 3a0paHAT BCsAKAa peKiiama,
HECHhBMECTHMa C HACTOsIIIaTa TJlaBa, MOTaT Ja 3aBelaT Jell0 BbB BPh3Ka C TakaBa
peKiaMa WM J1a ce3UpaT KOMIIETEHTHHUS OpraH Ha Jbp)kaBaTa WIEHKa 3a TaKaBa
pexiiama ¢ 1en ga ObAe B3€TO pEIIeHHE Mo kajdaTta Wid Ja ObJe 3armo4HaTo
CHOTBETHO CHJCOHO MPON3BOACTBO.

CeprylacHO TNpaBHUTE pasnopendu, MocodeHu B maparpad 1, AbpiKaBUTE YIEHKH
IIPEIOCTABST HA CHAMIMILATA WIA HA KOMIIETEHTHUTE OPraHM HA IbP’KABUTE WICHKU
IIPABOMOIIIMS, KOUTO MM JIaBaT BBb3MOXKHOCT Ja IpeanpueMar n30poeHuTe Mo-a0iay
MEpKH, KOraTo CYMTAT 32 HEOOXOUMO, KaTO B3eMaT MPEBHUI HHTEPECUTE HAa BCUYKHU
3aCErHaTy CTPAHU, U MO-CHEIMATHO OOILECTBEHUSI UHTEPEC:

a) Jda pasnopeaiaT MPCYCTaHOBABAHCTO Ha 336J’Iy}KIlaBaH_IaTa peKilaMa HJIIM a4
3aro4yHar CbOTBCTHO C"I))IC6HO MMpOnU3BOACTBO 3a IMOCTAHOBSABAHC Ha
MMPEYyCTAHOBABAHCTO I‘/I; nin

0) ako 3a0my)kaaBaiaTa pekjiaMma Bce OIle He € MyOJuKyBaHa, HO MyOJIMKYBaHETO
€ TPENICTOSIIOo, a HalloKaT 3abpaHa WM Ja 3aloyHAT CHOTBETHO ChICOHO
MPOM3BOJICTBO 3a TOCTAHOBSIBaHE Ha 3a0paHa Ha MyOJIMKYBaHETO M.

JbpxkaBUTe YIEHKH NPEIOCTaBAT HAa ChAWINIIATA UM Ha KOMIIETEHTHUTE OPraHu Ha
JTBP’KaBUTE WICHKH MPABOMOIIIHATA, TOCOUYEHU B ITbPBa aJIMHEsI, OYKBU a) U 0), J0pH
0e3 MoKa3aTelCcTBO 3a JACWCTBUTENHa 3ary0a WM Bpela WM 3a YMHCHI WIH
HEOPEKHOCT OT CTpaHa Ha PEeKJIaMOJIaTes.

JIbprkaBUTE YWIEHKH pUeMaT pa3nopeaou 3a HajlaraHeTo M0 YCKOpeHa MpoLeaypa Ha
MEpKHUTE, IOCOYeHH B maparpad 2, KOUTO Morar Ja ObJaT BpPEMEHHU WIH
OKOHYATEJIHU.
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Besika mbprkaBa 4iieHKa periaBa Kosi OT JBETE Bh3MOXHOCTH, YCTAHOBEHH B ITbpBaTa
anuHes, 1a usbepe.

JIbpKaBUTE WICHKH MOTAT Ja MPEIOCTaBsIT Ha ChAWIMIIATA WIM HA KOMIIETCHTHUTE
OpraHd Ha AOBbPIKABUTC YICHKU IIpaBOMOIIUSA, KOUTO HM OaBaT BB3MOXHOCT [a
npeArnpreMar W30pOEHHTE MO-A0Ny JEWCTBHSL C  Orjie] OTCTpaHsABaHE Ha
IPOABIDKABAIMA €EeKT OT 3alilyXkJaBaliaTa peKiamMa, YUeTO MPEyCTAaHOBSIBAHE €
IOCTaHOBEHO C OKOHYATEITHO PeIICHHE:

a) Ja u3uckar Hy6JII/IKYBaHe Ha II'bJIHUAA TCKCT WJIKM HA 4aCTHU OT TOBA PCUICHUC BbB
(bopMa, KOATO CUHMTAT 3a IoAXoasmia,

0) 1a M3UCKAT CHIIO TaKa MyOJMKYBAHETO Ha OMPOBEPIKCHHUE.

[Taparpajgu 1—4 He wu3KIIOYBAT AOOPOBOJIHUS KOHTPOJI BBPXY peKilamara Ha
JIEKapCTBEHU MPOAYKTH OT CTpPaHAa Ha OPraHUTE 3a CaMOPEryJIUpaHe OpPraHu U
npuOATrBaHETO J0 TaKMBAa OPraHU, akKO OCBEH ChJICOHUTE WIH aIMHUHHCTPATHBHHUTE
IIPOM3BOJICTBA, IOCOYEHU B maparpad 1, ca Bb3MOKHU MPOU3BOACTBA MPE] TaKUBa
OpraHH.

Ynen 187

HpuﬂaeaHe Ha pa3n0ped6ume ONMHOCHO pexKilamama ont Cmparna Ha npumesicameiisl Ha

paspewtenuento 3a movpcoeust

HpI/ITe)KaTCJ'II/ITC Ha paspCliCHUA 3a TbHProBUA Cbhb3AaBaT B PAMKHUTC Ha CBOCTO
NpeaAnpuiATUC UKW OpraHu3anuy ¢ HECTOIMMAHCKa IEJ]I HAYUYCH CKMHII, KOMTO OTroBapAd
3a I/IH(bOpMaI_[I/IHTa OTHOCHO JICKAapCTBCHUTC NPOAYKTH, KOUTO ITYCKAT HA I1a3apa.

[TputexkaTenar Ha pa3pelIeHUETO 3a ThPrOBUS:

a) IbpXKU Ha pasloJNIOKEHHE WIM H3Mpalia Ha KOMIIETEHTHHTE OpraHH Ha
TBPKaBUTE YIEHKH WJIM HAa OpPraHu3alliuTe, OTTOBOPHHM 332 MOHUTOpPWHIA Ha
pekiaMara Ha JIEKapCTBEHU MPOAYKTH, KOIHE OT BCUUKHU PEKJIAMH, Ch3/1aJICHU
OT HETOBOTO TPEANPHUATHE WU OPTaHM3aIllMd C HECTOIMAaHCKa IIeJl, KaKTO M
OroJIeTHH, B KOWTO ce MOCOYBAT JIMIIATa, KbM KOUTO € HacOo4YeHa pekjamara,
HAYMHBT HA PA3NPOCTPAHEHHUE U JIaTaTa Ha IBPBOTO PA3MPOCTPAHEHNUE;

6) rapaHTHUpa, 9€ peKilaMaTa Ha JICKAPCTBCHU MPOAYKTHU OT CTpaHa HAa HCTOBOTO
npeanpuiaATuC HWJIM OpraHu3allii €  HECTOINMAHCKa OCJI  OTroBaps Ha
HU3HMCKBAHUATA HAa HACTOMAIIATA I'J1aBa,

B)  IIpoBepsiBa JalM THPrOBCKUTE IMPEACTABUTENM 3a JIEKApPCTBEHU MPOIYKTH,
HAeTH OT HEroBOTO MNPEANPUATHE WIM OpraHU3alMy C HECTOIIAHCKa LN, ca
MOIXOJANI0 00YYeHH M M3MBJIHABAT 3abKEHUATA, KOUTO Ca UM BB3JIOKEHU
cbriacHo wieH 182, maparpadu 2 u 3;

r)  ocurypsBa uHpopmaius 1 moArnoMara KOMIETCHTHUTE OPTaHd Ha JbP>KaBUTE
YWICHKU WJIM OpPraHM3alMHUTE, OTTOBOPHHM 3a MOHHUTOPMHIA Ha peKjiamara Ha
JIEKapCTBEHH TMPOAYKTH, KOraTO TOBAa CE€ M3MUCKBA 3a M3II'BJIHECHHUE HA TEXHUTE
OTTOBOPHOCTH;

)  rapaHTupa, Y€ peuleHHsTa, B3€TH OT KOMIIETEHTHHUTE OpPraHU Ha IbpiKaBUTE
YWICHKU WIKA OT OPraHU3alMuTe, OTTOBOPHU 3@ MOHUTOPHMHIA HAa peKJlaMara Ha
JIEKapCTBEHU MPOIYKTH, C€ U3II'BJIHABAT HE3a0aBHO U HAI'BJIHO.
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JIbpxaBuTe 4WiIEHKH He 3a0paHsSBAaT CbBMECTHUTE JACWHOCTH 3a TMPOMOLMUS Ha
JIEKAPCTBEH MPOJYKT OT CTpaHa Ha MPUTEKATENS Ha Pa3pelICHUETO 3a ThProBUS U
€IHO WJIM MTOBeYe APYKECTBA, ONPEACIICHU OT HETO.

I'naa X1V
Hanzop u KOHTpOJI

PA3AET 1

HA3op

Ynen 188
Cucmema 3a HA030p U UHCNEKYUU

KoMmneTeHTHHAT opraH Ha CHOTBETHATa Abp)KaBa WIEHKA, B CHTPYJHHYECTBO C
AreHIuATa U KOTaTO € YMECTHO, C APYTH AbPXKABU UJICHKU, FapaHTHPA CIIa3BaHETO
Ha TIpaBWjaTa Ha HAcTosIaTa JUPEKTHBA, a MMCEHHO MPHUHIMIIUTE Ha jJoOpara
MIPOM3BOJICTBEHA MPAKTUKA M Ha JOOpPUTE AMCTPUOYTOPCKU MPAKTHUKH, TIOCOUYCHHU B
yieHoBe 160 u 161.

3a LCJIWUTC HA IbpBa aJIMHCA KOMIICTCHTHHUAT OPradH Ha AbpiKaBaTa 4JICHKA pasioJara
CbC CUCTCMA 3a HA/I30pP, KOATO BKIIKOYBA CICIAHUTC MCPKHU:

a)  OOsIBEHM M KOTaTo € IeJIeCho0pa3HO, BHE3AIMHU UHCIICKIIUU Ha MSICTO;
0)  MHCIEKIUU OT Pa3CTOSHUE, KOTaTo € OIPaBJIaHO;
B)  MEpKH 3a KOHTPOJI Ha CbOTBETCTBUETO;

r)  eQpeKTHUBHM NOCIEBAIlM JEHCTBUS BBB Bpb3Ka C MEPKUTE, MOCOYEHH B
OykBH a), 0) U B).

KomnereHTHUTE OpraHu Ha ChOTBETHATa Abp’KaBa WIEHKA U ATeHIUsATa OOMEHST
uH(opMaIMsg OTHOCHO WHCIIEKIIMUTE, IMOCOYeHH B maparpad 1, BTOpa anuHes,
OykBHU a) 1 0), KOMTO ca IUTAHUPAHU WK ca OWJIM IPOBEECHU, U CU CHTPYAHHUYAT MIPH
KOOPJAWHUPAHETO HA TE3U MHCIEKITUH.

KoMneTeHTHUAT opraH Ha JbprKaBaTa YjeHKa rapaHTUpa, Y€ MEPKUTE, TOCOYEHHU B
naparpad 1, BTopa anuHesi, ce H3IIBIHABAT OT HETOBUTE O(UIIMATIHU TTPEACTABUTEINH:

a) C IOAXOAdIla YeCTOTa Bb3 OCHOBA Ha pPHUCKA, B TOMEIIEHUSATa MU IO
OTHOLIICHUE Ha }leﬁHOCTHTe Ha IPOU3SBOJUTCIUTEC Ha JICKAPCTBCHU IMPOAYKTH,
Hamupamu ce B Cplo3a WIM B TPETH ABP)KaBH, BKIIOYMTEIHO, KOraTto €
1enecbo00pa3Ho, B LIEHTPaNHUsA(Te) WK JIeUeHTpaIu3upanus(Tte) o0ekT(1) u B
MOMEIIEHUATa WK MO OTHOUIEHHWE Ha JIEMHOCTUTE Ha THPrOBIMTE HA €IpO C
JIEKapCTBEHH NPOIYKTH, Hamupanm ce B Cpro3a;

0) C moaxojsIla 4ecTOTa Bb3 OCHOBA Ha PUCKaA, B MOMEIICHUATA U BBB BPB3Ka C
JNEHHOCTHTE Ha TPOW3BOAMTEINTE HA AKTHBHH BEIIECTBAa, HAMHpAIIUd C€ B
Cpio3a WM B TPETH Ibp)KaBU, U B INOMEIIEHUSATa WIM MO OTHOLICHHE Ha
NEHHOCTHTE Ha BHOCHTEIMTE WJIM THPIOBIUTE C AaKTHBHH BEIIECTBA,
Hamupai ce B Cpro3a.

3a ga ompeienu MOAXOJAIlaTa 4YECTOTAa Bb3 OCHOBA HAa PHUCKA, IIOCOYCHA B
naparpad 3, OykBa 0), KOMIETEHTHHUAT OpPTaH Ha JbpKaBaTa WIEHKA MOXeE:
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a)  Ja pa3uMTa Ha JIOKJaJu OT MHCHIEKIUH, U3BHPILIECHU OT JOBEPEHH PEryIaTOpHU
opranu u3BbH Cbi03a;

0) 1a B3eme mpenaBux (hakTa, ye MPOU3BOAUTENAT HAa aKTUBHOTO BELIECTBO CE
HaMUpa B TpeTa IbpkaBa, BKJIIOYEHA B CIMCBbKA, [OCOYEH B ujeH 159,
naparpad 2.

Koraro KOMIETEHTHHST OpraH Ha JIbp)KaBaTa WICHKA CUETE 32 HEOOXOAMMO, IO-
CHEIMAJIHO KOTaTO MMa OCHOBAHMS Ja C€ CbMHSIBA, Y€ pa3nope0uTe Ha HAcTOsIIaTa
JTUPEKTHBA, BKIFOUYUTEIHO MIPUHIMITUTE HA T0O0paTa MPOU3BOJICTBEHA MTPAKTUKA M Ha
n00puTe TUCTPUOYTOPCKHU PAKTUKH, ITOcOYeHH B wieHoBe 160 u 161, He ce cma3sar,
TOW MOXKeE J1a BH3J0XKHU HA CBOM O(DHIIMATHU MPEJCTABUTEIH J1a UIIBIHIT MEPKUTE,
npenBujeHu B maparpad 1, BTopa ajivHes, B MOMEUICHUSATA WINA 110 OTHOIICHHE Ha
JIECUHOCTUTE:

a)  Ha MPOU3BOIMTEINTE WJIM BHOCUTEIIUTE HA JICKAPCTBEHH MPOIYKTH, KOUTO Ca
NOJajdu 3asBJICHUE 3a pa3pelICHHe 3a MNPOM3BOACTBO M BHOC, WJIM Ha
THPrOBIUTE HA €O, KOUTO Ca TOJaIU 3asBJICHUE 3a Pa3pelICHUE 32 ThPrOBUS
Ha eJpo;

06) Ha NPOM3BOJUTENIUTE HA AaKTMBHM BEILECTBA, KOUTO Ca MOAAIMU 3asBICHUE 3a
perucrpanusi, Wid B IPOU3BOJICTBEHUTE OOEKTH, 32 KOUTO € I0AAJIEHO
3as1BJICHUE 32 PErUCTPaLUs KaTo JAeLEHTPAIN3UPAHU O0CKTH;

B)  Ha IpUTEXATEJIUTE Ha pa3pellieHus 3a ThproBUsl;

r ) Ha ThProBUOUTC C JICKAPCTBCHU INMPOAYKTU HUJIM AKTHMBHHU BCILICCTBA, HAMUPAIIU
CC B TPCTU AbpPrKaBU;

,I[) Ha IIPOU3BOAUTCINTC Ha IIOMOIIHKU BCIICCTBA, (bYHKI_[I/IOHaJ'IHI/I IIOMOITHHA
BCIICCTBA, U3XOAHU MaTCpHaId WU MCKIWHHU MPOAYKTH, HaAMHpAIIHX CC Ha
TCPUTOPHUATA HA AbpPiKaBaTa YICHKA U B TPCTA AbpiKaBa,

e) Ha BHOCUTCIINTEC Ha IIOMOIIIHU BCIICCTBA, q)YHKHI/IOHaJ'IHI/I IIOMOIITHHN BEIICCTBA,
N3XOJHU MAaTCpHaAId NI MCKIAUHHU ITPOAYKTHU, HAMUPAIIIU CC HAa TCPUTOPUATA
Ha JbprKaBaTa 4YJICHKA,

) Ha JIMIA, OCHLIECTBABAILIM IMOCPEAHUYECTBO B OOJIACTTa Ha JIEKAPCTBEHUTE
IIPOJIYKTH, HAMHUPAIIM CE Ha TEPUTOPUATA HA IbprKaBaTa YJCHKA.

Mepxkute, mocoueHu B maparpad 1, BTopa anuHes, MOXe J1a ObAaT NPeAnpPUETH U O
HNCKaHC Ha KOMIICTCHTCH OpraH Ha AbpiKaBa YJICHKA, Komucusara nnu AFGHHI/ISITa, B
Cpl03a UM B TPETH ABPIKAaBH, WIH, KOTaTo € IeleCho0pa3Ho, KaTo ce MOUCKa OT
odpunmanHa abopaTopusi 3a KOHTPOJ Ha JIEKAPCTBEHUTE WPOIYKTH WU OT
naboparopus, onpeeieHa 3a Ta3u el OT AbpiKaBa WICHKa, 1a U3BBPIIU TECTOBE Ha
npoou.

Bcsaka AbpiKaBa YJICHKAa rapaHTHpa, 4€ O(bI/II_II/IaJ'IHI/ITC MNpEaACTAaBUTCIIN Ha HEHHUTE
KOMIICTCHTHH OpraHu Ca OIIPaBOMOIICHU W OT TAX CC€ M3WCKBA Ja W3BBPIIBAT €IHA
WK ITIOBCYEC OT CIICAHUTC ,[[eleOCTPIZ

a) Ja UWHCIEKTUpAT TMPOW3BOJCTBEHUTEC WM TBPIOBCKUTE OOCKTH Ha
IIPOU3BOJUTENINTE HA JIEKApCTBEHUW INPOAYKTH, AKTHUBHU BEILECTBA WU
IIOMOIIHMW BE€HOICCTBA, KAKTO W BCHYKH J'Ia60paTOpI/II/I, HU3II0JI3BaHU OT
IIPUTEXKATEIS HAa Pa3peIICHUETO 3a POU3BOJCTBO, 3a J1a U3BbPUIBAT IPOBEPKU
Y KOHTPOJI CBHIJIACHO YJIEH §;

187

BG



10.

11.

12.

13.

14.

15.

BG

0) ma B3eMar mpoOHW MO BpeMe Ha WHCIEKITUS WIIM JIa M3UCKBAT MPOOM KaTo YacT
OT MEpKUTe, TMOCOYeHM B maparpad 1, BTopa anuHes, BKIOYUTEIHO
CBIIECTBEHN KOHCYMAaTHBH 3a TECTBaHE WM PEAarceHTH, HEOOXOAUMHU 3a
U3BBPIIBAHETO HA HE3aBUCHMHU TeCTOBE B odunuanHa mpaboparopus 3a
KOHTPOJI Ha JICKAPCTBEHHWTE MPOJIYKTH WM B JIAOOPATOpHs, ONpENeieHa 3a
Ta3| LeJ OT AbPKaBa YICHKA,

B) Jla WHCIEKTUpAT IOMEUICHUATA, PETUCTPUTE, IOKYMEHTUTE M OCHOBHATA
JOKyMEHTAaIMsi Ha cucreMata 3a (apMakoJOTMYHA OJUTETHOCT Ha
NPUTEKATENISIT HA Pa3pelICHHETO 3a THhPrOBUS HIIM Ha BCSAKO TPEANPHSTHE,
HAeTO OT HEro 3a MU3BbPLIBAHE HA JCHHOCTUTE, ONMCAHU B I1aBa [X.

WNHucnekuute, mocoueHnu B maparpad 1, Bropa anunes, OykBu a) u 0), ce H3BBPIIBAT
B CbOTBETCTBUE C IPUHIUIINTE, TOCOYEHU B wieH 190.

Cnen Bcsika MHCIEKLHUs, W3BBbpLIEHA B CbOTBETCTBUE ¢ mnaparpa¢pu 3 u s,
KOMIIETEHTHUAT OpPTaH Ha JbprKaBaTa 4JE€HKa U3rOTBS JOKIAJl 3a CbOTBETCTBUETO HA
MHCIIEKTUPAHUTE MPOU3BOJCTBEHU JEMHOCTH ¢ JoOpara MPOM3BOJCTBEHA MpaKTHKa
U ¢ A00pute AUCTpUOYTOPCKU MPAKTUKH, IOocoueHU B wieHoBe 160 u 161, cnopen
ciyyasl.

KomneTeHTHUAT opraH Ha Abp:KaBaTa YiIeHKa, YUUTO OPUIMAIHU IPEICTAaBUTENN ca
U3BBPIIMIN UHCIEKIMUTE B ChOTBETCTBUE ¢ maparpadu 3 u 5, usnpaia npoekra Ha
CBOs JIOKJIaJl Ha IPOBEPSIBAHUS CYOEKT.

Hpezm MMPUEMAHCTO Ha AOKJIala KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa YJICHKaA AaBa
BB3MOKHOCT Ha IIPOBCPsABAHUA Cy6eKT Ja npeacTaBu KOMCHTApPHU.

be3 na ce 3acarar 10roBOpeHOCTHUTE, KOMTO MOXeE Ja ObJAT MOCTUTHATH MEXITY
Cplo3a U TpeTH IbpXkaBH, AbpkaBa wieHka, Komucuara wim AreHiusTa MOXe Jia
U3UCKa OT IIPOM3BOAMUTENI HA JIEKAPCTBEH NPOAYKT WM Ha AKTUBHO BEIIECTBO,
YCTaHOBEH B TpeTa JIbp>KaBa, Ja CE ITOJJIOKHM HA WHCIEKIMSA, KaKTO € ITOCOYEHO B
HACTOSIIIUS YJICH.

B CpOK oT 90 JHHU OT HpI/IKJ'II-O‘-IBaHeTO Ha UHCIICKIIWA, I/I3B”I)pHI€Ha B CBbOTBCTCTBHC C
naparpadu 3 u 5, KOMIETEeHTHUAT OpraH Ha ChOTBETHATA AbPKaBa WICHKA U3/1aBa Ha
MpOBEpsBaHUSl CyOeKT cepTH(HKAT 3a CHOTBETCTBHE C JoOpaTa MPOM3BOJICTBEHA
MpakTHUKa WM C A00pUTe TUCTPUOYTOPCKH MPAKTHKH, aKO PE3YyNTaThT OT Tas3H
IpOBEpKa IOKa3Ba, Y€ IPOBEPSIBAaHUAT CYyOEKT crna3Ba NPUHIUIUTE Ha Jo0para
MIPOM3BOJICTBEHA MPAKTHUKA WM HA JOOpUTE AUCTPUOYTOPCKU MPAKTUKU, TOCOUCHHU B
yiienoBe 160 u 161.

AKO pe3ynTaThT OT MHCHEKIHTA, U3BbPIIEHA B ChOTBETCTBUE ¢ maparpadu 3,4 u 5,
MOKa3Ba, Y€ TMPOBEPABAHMUIT CYOEKT HE Ccra3Ba MPUHIUINTE Ha Jo0para
POM3BOJICTBEHA MTPAKTHUKA UM HA JOOPUTE TUCTPHUOYTOPCKU MPAKTUKU, IOCOUYCHHU B
yieHoBe 160 n 161, KOMIIETEHTHHAT OpPraH Ha JIbpKaBaTa YICHKA U3aBa CTAHOBUIIE
3a HECbOTBETCTBHE.

KoMmeTeHTHHAT opraH Ha Jbp)kaBaTa 4YjeHKAa BBBEXKIA cepTUUKATUTE 3a Ao0pa
MIPOM3BOJICTBEHA MIPAKTHKA WIIH 32 JOOPH AUCTPUOYTOPCKHU MPAKTHUKU B CHOTBETHATA
6a3a ganHu Ha Chlo3a, ympaBisiBaHa OoT AreHnmsaTa oT uMeTo Ha Cphioza. ChriacHo
yiieH 157 KOMIETEeHTHHUAT OpPTraH Ha JbprKaBaTa YiICHKa BbBEXKIa B Ta3u 0aza JaHHU
n I/IH(i)OpMaHI/ISI OTHOCHO pPErucTpanusaTa Ha BHOCHUTCIUTE, INPOU3BOJUTCINTE U
THPTOBIIUTE C AaKTHBHH BEIIECTBA U HA JCUEHTPATU3UPAHUTE OOCKTH, U3BBPIIBAIIH
ACHCHTpAIU3UpPAaHU TPOU3BOJCTBCHU HeﬁHOCTH, BKIIIOYUTCIIHO XUIICPBPH3Ka B
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16.

17.

ChOTBETHATa 0a3a JaHHH KbM pa3pelICHHETO 3a IMPOU3BOJACTBO Ha IICHTPATHHS
00EKT.

AKo pe3ynTaTbT OT HHCHEKIMATA, W3BBPLIEHa B CHOTBETCTBUE C maparpad S,
[IOKa3Ba, Y€ IIPOBEPSABAHUAT CYOEKT HE crHa3Ba IPAaBHUTE W3UCKBAaHUS WIH
OpUHIUINTE Ha Jo0paTa MPOU3BOACTBEHA MpakTHKa WIM Ha  Jgo0pure
TUCTPUOYTOPCKU MPAKTUKH, MocoueHH B wieHoBe 160 u 161, unpopmanmsra ce
BBbBEX/a B 0a3ara gaHHU Ha Chlo3a, mocoyeHa B naparpad 15.

AKO pe3yiTaThT OT JEHHOCTTa, U3BBPIICHA B CHOTBETCTBUE ¢ maparpad 7, Oyksa B),
II0Ka3Ba, 4e MPHUTEKATEISAT HA PAa3PEIICHUETO 3a ThPrOBUs HE CIIa3Ba IpaBuiiaTta Ha
cucTemara 3a (papMakoJIOTHYHa OJUTEITHOCT, ONMMCAaHAa B OCHOBHATA JOKYMEHTAIIHs
Ha cucTeMarta 3a (papMakoJOrnvHa OJUTETHOCT U B riaBa [X, KOMIIETCHTHUSAT OpraH
Ha CBHOTBETHATAa Jbp)KaBa WICHKAa I'O YBEJOMSBA 3a HEJOCTATBIMTE M MY JaBa
BB3MOKHOCT JIa IIPEICTABU KOMEHTApH.

B To3u cnyuaii choTBETHATA IbpKaBa WICHKA YBEIOMSIBA IPYTUTE IbP’KaBH WICHKH,
Arennugara u Komucusra.

Korato e menecr00pa3Ho, CHOTBETHATa Jbp)KaBa WICHKA Mpeanpuema
HEOOXOAMMHUTE MEPKH, 3a Jla TapaHTUpa, Y€ MPUTEKATEIAT Ha pa3pelIeHUueTo 3a
THPTOBUSI TTOJICKU HA €(DEKTUBHU, MPONOPLUHUOHATHU U BB3MUPAITN CAHKIIUU, KAKTO
€ npeaBUIeHO B wieH 206.

Ynen 189
Cvompyonuuecmeo npu uncneKyuume

[To wickaHe Ha €IUH WM TOBEYE KOMIIETCHTHU OPTaHW MHCIEKIUHUTE, MOCOYEHHU B
yneH 188, maparpadu 3 u 5, MoraT ga ce U3BbPUIBAT OT OQUIMATHH IPEACTaBUTETN
Ha TOBeYE OT €JHa JbpiKaBa YICHKA 3aeIHO C WHCIIEKTOPUTE Ha ATEHIUATA B
CBhOTBETCTBUE C wieH 52, maparpad 2, 6yksa a) oT [npepabotenus Pernament (EO)
Ne 726/2004] (,,cbBMecTHaTa MHCIEKIUS ).

KomnereHTHHAT OopraH Ha Jdbp’KaBaTa 4YJICHKA, KOMTO nojiydaBa HWCKaHC 3a
CbBMCCTHA HHCIICKIUWA, MMOoJlara BCUYKHM BB3MOXHH YCUIIUA Ja MPUECME HCKAHCTO U
KOOpJAuHHNPA U ImoAltoMara CbBMCCTHATa UHCIICKIIUA, KOTaTO:

a) € IO0Ka3aHO WJIM UMa OCHOBATCIHHU NMPUYMHU Oa CC€ IMoA03upa, 4c I[CI\/'IHOCTI/ITG,
HU3BBPIIBAHU Ha TEPUTOPUATA Ha AbpiKaBaTa YICHKA, IOJY4YHIJIa HWCKAaHCTO,
npeacTrassiBaT pUCK 3a 0e30IacCHOCTTa U KaueCTBOTO B AbprKaBaTa 4JICHKA Ha
KOMIICTCHTHHS OpTraH, IONCKaJI CbBMCCTHATA NMHCIICKIIUSA

0) KOMIIETEHTHHWTE OpTraHM Ha JbpXKaBaTa 4YICHKA, ITOMCKaJla ChBMECTHATa
MHCIIEKIUS, UMAT HYXJa OT CHEUUaTU3UpaH TEXHUYECKU EKCIEePTEH OIUT,
HaJMYCH B IbprKaBaTa WICHKA, MOJy4Jnyia UICKaHEeTO 32 ChBMECTHA MHCTICKITNS,

B) KOMIICTCHTHUAT OpTraH Ha ObpiKaBaTa 4YICHKA, IMOJYy4YWJTIa HCKAHECTO, €
CbIJIaCCH, Y€ Ca HaJluliec ApPYrd OCHOBATCIHW IPUYWHHU, KAaTO HAIIPHUMEP
06yquHe Ha HWHCIICKTOPH, oOMEH Ha I[O6pI/I MMPAKTUKHU, 3a HPOBCIKIAAHC Ha
CbBMCCTHA MHCIICKII M.

Kommerentaute OopraHv, YydacTBalld B CbBMCCTHA HHCIICKIUA, CKJIKOYBAT
CIIOpa3yMCHUEC MPEAN UHCIICKIUATA, B KOCTO CC OIMPEACTIA Hal-MaJIko CJIICAHOTO:

a) 00XBaThbT U OcjiTa Ha CbBMCCTHAaTa MHCIICKIIMA
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06) poiuTe Ha y4acTBAIUTE MHCIIEKTOPH MO BpeMe Ha MHCIEKIUATa U CIe] Hed,
BKJIFOYUTEIIHO OMPEEITHETO Ha OPTraH, KOWTO Ja PhKOBOJIU MHCIEKIIMITA;

B) IIpaBoOMOINHATA U OTTOBOPHOCTUTE HA BCCKM KOMIICTCHTCH OpPraH.

Komnerentuure opraHv, YydacrBamid B CbBMCCTHATa HHCIICKIUA, IIOCMAT
AHIAXKMMEHT B TOBa CIOpPa3yMEHHUC Ja IpueMaT CBBMCCTHO PE3YJITaTUTE OT
HNHCIICKIHATA.

Koraro cmBMecTHaTa HHCIICKOWA CE€ IIPOBEXKIAa B €AHA OT AbpPKAaBUTC UYJICHKH,
KOMIICTCHTHHUAT OpraH, KOHTO PBKOBOAHW CBBMCCTHATA HHCIICKUUWA, rapaHTHpa, 4
CbBMCCTHAaTa HMHCICKOUA C€ M3BbpHIBA B CBOTBETCTBUC C HAIOWOHAJIHOTO
3aKOHOAATCJICTBO HA Ta3W AbprKaBa YICHKaA.

JIbprKaBUTE WICHKH MOTAT Ja pa3paboTAT MPOrpaMu 3a CbBMECTHU MHCIICKIINH, 32 J1a
YJICCHAT U3BBPIIBAHCTO HAa PYTUHHU CHBMCCTHH HWHCIICKIIUU. I[’bp)ICaBI/ITC YICHKU
MOraT Jia OCBIIECTBSIBAT TaKWBa MPOrpaMU IO CHJIaTa Ha CIIOPa3yMEHHE, KaKTO €
MOCOYCHO B maparpadu 2 u 3.

KoMmnereHTeH opran Ha JbpkaBa 4J€HKAa MOXE Ja MOHUCKA OT JIPyr KOMIIETEHTEH
OpraH Jia moeMe eHa OT HErOBHUTE WHCIICKIINH, TOcOYeHU B wicH 188, maparpadu 3
us.

HpyrusiT KOMIETEHTEH OpTraH Ha Ibp)KaBaTa WICHKa choOIIaBa B cpok oT 10 aHu Ha
OTIPABWINS MCKAHETO KOMIIETEHTEH OpraH JaJii IpUeMa MCKAHETO 3a U3BbPIIBAHE
Ha UHCIEKUusATa. B cnydail ye npueme, TO HOCH OTTOBOPHOCT KAaTO KOMIIETEHTEH
OpraH 3a U3BBPIIBAHETO HA MHCIICKIIUUTE ChIIIACHO HACTOSIIIMS pa3iell.

3a nenute Ha maparpad 6 MU KOraro MCKaHETO € MPUETO, OTHPABUIIMAT HUCKAHETO
KOMIICTEHTCH OpraH MpeIoCTaBs CBOCBPEMEHHO OTHOcMMara HHMOpMaIus,
H606XOI[I/IM3 3a HU3BBPHIBAHC HA HWHCIICKOMUATA, Ha KOMIICTCHTHUA OpraH Ha
I'bprKaBaTa YICHKa, KOWTO € MPUEN UCKAHETO.

Ynen 190
Hacoxu omnocro uncnexyuume

Komucusara moxe Ja nnprueMa aKTOBEC 3a U3IIBJIHCHUC 3a OIIPCACIIAHC HA IPUHIUIINTE,
IMPUITOKUMHU 3a:

a)  cucTemara 3a HaJ30p, mocoueHa B wieH 188, maparpad 1;
06) CBBMECTHMTE MHCIIEKLIMH, TOcOueHH B wieH 189, maparpad 1;

B) oOMmeHa Ha uH(pOpPMalMig U CHTPYAHUUECTBOTO INPU KOOPAWHHUPAHETO Ha
MHCIEKIUUTE B CUCTEMATA 3a HAaA30p MEXY IbP/KABUTE WIEHKH U ATEHLUATA;
"

I)  JOBEPEHU perysiaTopHH opraHu u3BbH Chblo3a.

AKTOBeTE 3a U3IIBJIHEHNE, TOCOYEHU B IIbpBa alluHEs, ce MpUeMar B ChOTBETCTBUE C
npolierypara, mocoueHa B uieH 214, naparpag 2.

JbpxkaBuTe WIEHKH, B CBHTPYAHMUYECTBO C ATEHIMsATa, ompeneisT Gopmara u
CBhIBP)KAHUETO Ha Ppa3pelIeHUETO 3a IPOU3BOJACTBO, IIOCOYEHO B wieH 142,
naparpad 1, Ha paspenieHHeTO 3a TBHProBUS Ha €Apo, IMOCOYEHO B uieH 163,
naparpad 1, Ha nokiaga, mocodeH B wieH 188, Ha ceptudukarute 3a m06pa
MPOU3BOJICTBEHA MpaKTUKa U Ha cepTUUKATUTEe 3a A00pU JUCTPUOYTOPCKH
NpPaKTUKH, TOCOYeHHU B wieH 188, maparpad 13.
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PA3JIET 2

KOHTPOT

Ynen 191
Koumpon na nexapcmesenume npooyxmu

JbpxkaBUTe YICHKU TMpeAnpreMaT BCUYKM MOAXOISAIIM MEpPKH, 3a Ja rapaHTupar, d4e
NPUTEXKATENIAT Ha paspelleHue 3a ThProBUsS C JIEKAPCTBEH TMPOAYKT, a KOraro e
1enecb00pa3Ho — U NPUTEXKATEIAT Ha Pa3pelIeHHEeTO 3a IPOU3BOJCTBO, IPEICTABIT
JTIOKA3aTeJICTBA 32 KOHTPOJIA, OCBHIIECTBEH BbPXY JIEKAPCTBEHUS NPOAYKT WJIM HETOBHUTE
ChCTaBKHM, KAaKTO M 3a KOHTpPOJA, OCBHIIECTBSIBAH HA PA3JIMYHUTE MEXKJIWHHU €Talmu OT
MIPOU3BOJICTBEHHS MPOIIEC, B ChOTBETCTBUE C METOAUTE, YCTAHOBEHHU B MpHIIOKeHue [.

Ynen 192
Ilpeocmassne nHa OOKIAOU 34 KOHMPOI 3A UMYHOIOSUYHUME JIeKAPCMBEHU NPOOYKMU

3a uenuTe Ha U3IBJIHEHHETO Ha wieH 191, abpxkaBuTe WIEHKHM Morar Ja H3UCKaT
IPOM3BOJUTENIUTE HAa HMYHOJOIMYHHU JIEKAPCTBEHM NPOAYKTH Jla MPEACTaBAT Ha TEXEH
KOMIIETEHTEH OpraH KONMs Ha BCHUYKM JOKJIAJd 3a KOHTPOJ, MOJANUCAHU OT
KBAJM(PHULHUPAHOTO JIMIE B CHOTBETCTBUE C wieH 153.

Ynen 193

Koumpon na napmuou na xonkpemen iexapcmeen npooykKm om Cmpanad Ha 0bpicasume
YeHKU

1. Koraro cuere 3a HeO6XOI[I/IMO C Oorjica Ha O6H.I€CTBCHOTO 3ApaBC, AbprKaBa YJICHKaA
MOKEC Ja U3UCKa OT MMPHUTEKATCIIA HAa PA3PCIICHUETO 3a THbProBUA C:

a) JKNBHU BAKCHHH,

0) UMMYyHOJOIMYHU JIEKQpCTBEHW NPOAYKTH, U3IMOJ3BAHU TMpU MTbpBUYHATA
MMYHH3alMs Ha KbpMaydeTa WIN APy PUCKOBH IPYIIH;

B) HMYHOJIOTUYHH JICKAPCTBCHU IIPOAYKTHU, H3IOJSBAHWM B HWMYHU3AIIUOHHUTC
porpaMu B 00JIacTTa Ha OOIIECTBEHOTO 3/1paBe;

)  HOBU MMYHOJIOTUYHH JIEKAPCTBEHU MPOAYKTH WM MUMYHOJIOTMYHU MPOAYKTH,
[IPOU3BEIECHU 110 HOBU WM IIPOMEHEHHM TEXHOJIOTMHU, WIM HOBH 3a HaJCH
MPOU3BOJIUTEN, MO BPEME Ha MPEXOAHUS MEpPUOJ]l, KOWTO OOMKHOBEHO ce
OIIpeliessl B Pa3peIICHUETO 3a ThPrOBUS;

Jla TIPEI0CTaBU MOCTPH OT BCSIKA MApTUJIa OT MPOIYKTa B HACUITHO CHCTOSTHUE WJIH OT
JIEKapCTBEHHsI MPOJYKT 3a M3CIIeBaHE B OpUIIMANIHA JTabopaTopus 3a KOHTPOJ Ha
JIEKapCTBEHHUTE MPOAYKTH WM B Jpyra J1abopaTropuisi, ONpesesieHa 3a Ta3u Ied OT
IbpKaBa 4YICHKA, Tpead IyCKaHeTo B oOpalieHue Ha Ia3apa, OCBEH aKo
KOMIIETEHTHHUAT OpraH Ha Jpyra Jbp)kaBa 4YJ€HKAa Beye € M3CJeABal BBIIPOCHATa
napTuaa U € O0SBWJI, Y€ TS CHOTBETCTBA Ha OJOOpPEHHUTE crenudukanui. B TakbB
ciayyall Jekjiapanusara 3a ChOTBETCTBUE, M3JaZieHa OT JApyra JAbpikaBa UJIeHKa, Ce
MpU3HaBa NPSKO. JIbp)KaBUTE YJICHKH TapaHTUpPAT, Y€ BCIKO TaKOBA W3CIICJIBAHE CE
M3BBPILIBA B CPOK OT 30 AHU OT NMOJIy4aBaHETO HA MOCTPUTE.
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Koraro ToBa e mpenBHuIeHO B 3aKOHOAATEJCTBOTO Ha JaJieHa JIbp)KaBa UJCHKA B
UHTEpeCc Ha OOIIECTBEHOTO 3/[paBe, KOMIIETEHTHUTE OpraHM Ha Jbp)KaBaTa 4YJCHKa
MoraT Ja M3HCKaT OT MpUTeXaTellsd Ha Pa3pelIeHHEeTO 3a ThProBHs C JIEKAPCTBEHU
IPOAYKTH, MOJIYYEHH OT 4YOBEUIKA KPbB WJIM YOBEUIKA IUIa3Ma, J1a MPEeJoCTaBU
MOCTPH OT BCSIKA MApPTUAA OT MPOJAYKTAa B HACUITHO ChCTOSIHUE WIIA OT JIeKapCTBEHUS
IOPOAYKT 32 U3CieBaHe B ouimanHa 1adoparopusi 3a KOHTPOJ Ha JIEKaApCTBEHUTE
OPOAYKTU WM B Jpyra JiabopaTopusi, ONpeieieHa 3a Ta3u 1ieJl OT AbprKaBa WICHKA,
npeay MycKaHeTo B CBOOOIHO oOpaiieHue, OCBEH aKO KOMIIETCHTHUTE OpraHd Ha
Ipyra Abp)kaBa WIEHKa Bedye ca M3CJeBall BhIIPOCHATA MapTHAa U ca OO0SBUIIM, Ue
TS CHOTBETCTBA HA 0/100peHnTe cnenudukanuu. JIbpKaBuTe WICHKA rapaHTHPAT, ue
BCAKO TaKoBa H3CIle[BaHE C€ M3BBHPIIBA B CPoK OT 60 AHM OT MOJy4yaBaHETO Ha
MOCTpPHUTE.

Ynen 194

Hpouecu 3d npucomesHe Ha J1eKkapcnieeHu npodykmu, NnoJIy4eHU ont 4oseulka Kpve uiu
yoeeulka niasma

JbprxaBUTe YJICHKH NpearprueMaT BCUYKH HEOOXOIMMU MEPKH, 3a Jia TapaHTHpaT, 4e
IIPOLECUTE HA IPOU3BOJCTBO U IIPEYMCTBAHE, U3IIOJI3BAHU IIPU IPUTOTBSHETO Ha
JIEKapCTBEHHU MPOAYKTH, IOJYYEHHM OT YOBEIIKAa KPbB WJIM YOBEUIKA IJIa3ma, ca
HAJUICKHO BaJMIMPAHU, OCUTYpsABAT IOBTOPSAEMOCT Ha MAPTUAUTE U TapaHTUPAT,
JIOKOJIKOTO TIO3BOJISIBA TEXHOJOTMYHOTO Pa3BUTHE, OTCHCTBHUETO Ha crenudpuyHa
BUPYCHA KOHTaMHUHAIUS.

3a Tazu eI IpOU3BOJUTCIIMTC YBECAOMABAT KOMIICTCHTHUTC OPraHu Ha ABPIKABUTC
YJICHKU 32 METOJa, M3MOJI3BaH 3a HaMalsiBAHE WJIM OTCTpPaHsIBaHE Ha MATOICHHU
BUpPYCHU, KOUTO MOrat ga 6’I)I[aT npeaagcHn 4pe3 JICKAPCTBCHU MPOAYKTH, IMOJTYYCHU
OT 4YOBENIKa KPbB WM 4YOBEIIKa IUia3Ma. KOMIETEHTHUST OopraH Ha JbpikaBaTa
YJIeHKa MOXKE JIa TMPEJIOCTaBU MOCTPU OT MPOJYKTA B HACHITHO ChCTOSHHE HIIH OT
JICKapCTBCHHUs TPOJIYKT 3a W3CICIBaHE B JIbpXKaBHA JIaOOpaTopusi WIH B
J1ab0opaTopus, ONpeeieHa 3a Ta3u Iell, KAKTO MPU Pa3riIeKIaHeTO Ha 3asBICHUETO
CBIJIACHO WieH 29, Taka U Clie/l U3/IaBaHEeTO Ha pa3pelleHe 32 ThPrOBUSI.

I'nmaBa XV
OrpaHu4yeHus1 OTHOCHO pa3pelieHUATa 3a ThbProBus

Ynen 195

CnupaHe Ha 0eﬁcm6uemo, OMMAHA UTIU NPOMAHA 6 YClo6UAmMa Ha paspeweruima 3a
mwvpecoeus

KoMmereHTHHTE OpraHu Ha AbPKaBUTE WICHKH WJIH, B CIy4all Ha IEHTPATH3UPaHO
paspeunieHue 3a Tbprousi, Komucusta coupar IEeWCTBHETO, Ja OTMEHAT WU Ja
MPOMEHST Pa3pelICeHUETO 32 ThPTrOBUS, aKO CE€ CUUTA, Y€ JICKAPCTBEHUST MPOAYKT €
BpEICH WM TMPU HEro IJMIICBAa TepaneBTUYHA €(PHUKACHOCT, Y€ CHOTHOIICHUETO
MOJI3a/pUCK HE € OJIaronmpusaTHO WM Y€ KaUYeCTBEHHT U KOJMYECTBEHUSAT ChCTaB HA
JIEKApCTBEHUS] MPOAYKT HE OTroBapsAT Ha 3asBeHuTe. Cuurta ce, ye JUICBA
TepaneBTUYHa €(pUKACHOCT, KOraTo C€ CTUTHE /10 3aKJIIOUEHUETO, e MpH yrnoTpedaTa
HAa JIGKAPCTBEHUS MPOAYKT HE MOTaT Ja ObJaT MOIyuYeH! TepareBTUIHH PE3yITaTH.

Kommerenraure OpraHv Ha AbPXKaBUTC YJIICHKH WJIU, B CJ'Iy‘-Iaﬁ Ha OCHTpAJIU3UPAHO
pa3pCiCHUC 3a ThproBus, Komucusara morar Ja crpar ,Z[GI>'ICTBI/ICTO, Ja OTMCHAT HUJIN
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Jla IPOMEHSAT pa3pelIeHHeTO 3a ThPrOBHs, aKO ObJIe YCTAaHOBEH CEPHO3EH PHUCK 3a
OKOJIHATa Cpejia WM 3a OOILIECTBEHOTO 37paBe, BbB BPH3Ka C KOWTO MPUTEKATEIIST
Ha pa3peuieHUEeTo 3a ThPTrOBHs HE € MPEIIPUEN JOCTAThYHA MEPKH.

JleiicTBUeTO Ha paspellieHHe 3a THProBUS ChHILO Taka MOXKE Ja Oble CIpSHO,
paspelIeHneTo Aa ce OTMEHM WM NPOMEHM M KOraro JaHHUTE B IOJKpena Ha
3asIBJICHUETO, IIPEIBUJICHU B UjieHOBE 6, 9—14 nnu B npunoxenust [—V, ca HeBepHU
WIN HE ca U3MEHEHHU B ChOTBETCTBHE ¢ wieH 90, WM KOraTo ycioBHATa, IOCOYEHH B
yiieHoBe 44, 45 u 87, He ca U3MBJIHEHU, WU KOTaTO KOHTPOJIBT, OCOYEH B wieH 191,
HE € OMJI OCBIIECTBEH.

[Taparpad 2 ce nmpuiara u B CllydyauTe, KOTaTO MPOHU3BOJCTBOTO Ha JICKAPCTBEHHS
OPOJAYKT HE Ce M3BBPIIBA B CHOTBETCTBUE C JAHHUTE, MPEIOCTABEHHU CHIJIACHO
npuwioxeHue [, wim Koraro KOHTPOJIBT HE CE€ OCBUIECTBABA B CHOTBETCTBHE C
METOJIUTE 33 KOHTPOJI, ONMCAHU ChIVIACHO MpUiIOkKeHue I.

KomnerenTHute opranu Ha AbpkaBaTa WieHKa WIM, B Cllydyail Ha LEHTPAIU3UPAHO
paspemieHue 3a THproBus, KomucusAra cnupar JEHMCTBUETO WM OTMEHSAT
pa3pelIeHneTo 3a ThProBHs 3a KaTeropus IpenapaTd WM 3a BCUUYKU Ipenaparw,
KOI'aTo HJIKOE OT U3UCKBAHHUATA, ONIPENEICHH B WieH 143, Beue HE € U3IBIHEHO.

Ynen 196
3abpana 3a docmaska unu uzmezisne Ha 1eKapCmeeH npooyKm om nazapa

be3 na ce 3acsrar MepkuTe, MPEIBHACHU B WieH 195, KOMIIETEHTHUTE OpPraHH Ha
IbPXKABUTE WIEHKM M B CIy4ail Ha IEHTPAIM3UPAHO pa3pelieHHe 3a ThProBus,
Komucusita mpennpuemMar BCUUKU LI€JIECHOOpa3HU CTHIIKH, 33 Ja TapaHTUpaT, 4e
JIOCTaBKaTa Ha JICKApCTBEH MPOAYKT ce 3a0paHsBa W JIEKAPCTBEHHST MPOAYKT Ce
U3TEIJIA OT I1a3apa, ako Ce CUuTa, ye:

a)  JEKapCTBEHUST MPOIYKT € BPEJICH;

0) JMIICBa TepaneBTUYHA €PUKACHOCT;

B)  CBHOTHOIICHUETO I0JI3a/PUCK HE € OIaronpUsITHO;

I)  Ka4eCTBEHUSAT U KOJMYCCTBCHHST ChCTaB HE OTTOBAPST HA 3asIBCHUTE;

)  KOHTPOJIBT BBPXY JIEKAPCTBEHUS MPOAYKT HIM BBPXY CBCTaBKUTE My H
KOHTPOJIBT MNpPU MEXKIAUHHMUS €Tal Ha IPOU3BOJICTBEHHUS MpOIEC HE ca
OCBUIECTBEHHM, WM aKO HE € H3MIBIHEHO HAKOE JpYro HU3HUCKBaHE WU
3abJDKEHUE, OTHACALIO CE O U3/1aBaHETO Ha PAa3pEIICHUETO 3a IPOU3BOJICTBO;
WIn

€)  YCTaHOBEH € CEpHO3€H PHUCK 3a OKOJIHATA CpeJa WK 33 OOILIECTBCHOTO 37paBe
4pe3 OKOJIHATa Cpe/ia, BbB BPh3Ka C KOMTO MPUTESIKATEIAT Ha Pa3pelICHUETO 3a
THProBusd HE € MPCANPUECT JOCTATbYHU MCPKH.

KomnereHTHUAT OpraH Ha AbpKaBaTa WiEHKA WM, B CIy4ail Ha LEHTPAIU3UPAHO
paspernieHue 3a Tbprosusi, Komucusta Moxxe fja orpaHuuy 3abpaHara 3a JOCTaBKa Ha
IPOAYKTA WIM HEFOBOTO U3TETJISIHE OT Ma3apa A0 CIIOPHUTE MAPTHUIH.

[Tpu M3BBbHpPEAHU OOCTOSATEICTBA B pAaMKUTE Ha MPEXOJEH MEPHOJ KOMIETECHTHHST
OpraH Ha JIbp)KaBaTa 4WICHKAa WJIH, B ClIy4all Ha LICHTPAIU3UPAHO paspelicHUe 3a
Teproeus, Komucusita Moxxke na paspelid JOCTaBSHETO Ha JIEKApCTBEH NIPOIYKT,
YUeTO JIOCTaBiAHE € OWIo 3a0paHeHO WIM KOWTO € OWi HM3TerjieH OT mas3apa B
ChOTBETCTBUE C naparpadu | u 2, Ha maleHTH, KOUTO BeYe ce JIEKYBAaT ¢ Hero.
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Ynen 197

Jlexapcmeenu npodykmu, 3a KOUMo Cbuecmsy8am coMHeHus 3a aruugduyupare, u
JleKapcmeeny npoo0yKmu, 3a KOUmo CbujeCmsysanm CbMHeHUs. 3a HeOOCmamvyu no
OmMHOWEeHUe HA KAYecm8omo

1. I[”bp)KaBI/ITe YWICHKHU pasnoJarat ¢bC CUCTEMA, KOATO MMa 3a LI Aa C€ INpEAOoTBpaTu
AOCTUIaHCTO [0 MNanuCHTa Ha JICKAPCTBCHU IIPOAYKTH, 3a KOUTO CBUIICCTBYBAT
CBbMHCHUS, Y€ Ca OIIACHHU 34 3JpaBECToO.

2. Cucremara, mocoyena B maparpad 1, oOxBamia monydaBaHeTo u 0OpaboTkara Ha
ChOOIICHHUST 3a JIGKAPCTBEHW TMPOJYKTH, 3a KOUTO ChHIICCTBYBaT CHMHEHHUS 3a
dammudpunupane, KakKTo U 3a JIEKAPCTBEHH TNPOAYKTH, 32 KOUTO CHIICCTBYBAT
CbMHEHUS 32 HEJOCTATBhIM 10 OTHOIICHHWE Ha KadyecTBOTO. CHcremara oOxBaiia
CHIIO M33€MBAHETO HA JIEKAPCTBCHH MPOJYKTH OT CTpaHa HAa MPHUTEKATCIUTE Ha
pa3pelieHus 3a ThProBUsl, MM U3TETJITHETO Ha JIGKAPCTBEHU MPOIYKTH OT Ia3apa 1o
PasnopeiKaAaHe Ha KOMIICTCHTHUTC OpraHd Ha AbPXKAaBUTC YJICHKU WUJIU, B cnyqaﬁ Ha
[EHTPAIM3UPAHO pa3pelieHue 3a ThproBus — Ha Komucusita OT BCHUKA ChOTBETHU
Y4aCTHHUIIKM BbB BE€pUIraTa Ha JOCTABKUTC KAKTO B PAMKHUTC Ha HOPMAJIHOTO pa60THO
BpeMe, Taka U u3BbH Hero. CucTemara MO3BOJsIBA CHINO Taka HM33€MBaHETO Ha
JICKAPCTBCHU IMPOAYKTH OT HAIUCHTUTC, KOUTO Ca IOJYYHIIM TaKHBa MNPOAYKTH,
KOTaTO € HEOOXOJMMO — ChC ChICHCTBUETO Ha MEIUIIUHCKUTE CIICIIUAIACTH.

3. AKO ChlIECTBYBa CbMHEHHUE, Y€ CHOTBETHHST JIEKAPCTBEH IPOJIYKT IpPE/CTaBiIsIBA
CEpUO3eH PHUCK 3a OOIIECTBEHOTO 3/paBe, KOMIETEHTHHST OpraH Ha JbpkaBaTa
YJIeHKa, B KOSTO NMPOAYKTHT € OWJ yCTAaHOBEH 3a I'bPBH IBbT, 0€3 HEONMpPaBIAHO
3a0aBsiHE M3Mpalla CIEIIHO HPEAYNpeXIeHHE 10 BCUYKH AbPKAaBU WICHKH U 10
BCUYKM YYAaCTHHULIM BbB BEpUraTa Ha JIOCTaBKUTE B Ta3W Jbp)KaBa 4JeHKa. AKO ce
CUMTa, Y€ TE3M JIEKapCTBEHU MPOAYKTH Ca JOCTUTHAIU IO NALUEHTUTE, B CPOK OT
24 4aca ce mpaBAT CHEMIHM MNYyOJIMYHU CHOOIIEHHS C L€l Te3U JEKapCTBEHU
OPOAYKTH Ja ObJaT u3TerieHn OoT nanueHtuTre. CbhoOLIeHHsATa ChIbpiKaT
JIOCTaTh4YHO MH(POpPMAIUs OTHOCHO ChbMHEHMSITA 3a HEJOCTATHIM 10 OTHOIIEHHE Ha
Ka4eCcTBOTO MJIH 3a (panmuduiipate u CBbp3aHUTE C TOBA PUCKOBE.

Ynen 198
Cnupane Ha deticmeuemo uiu OMMAHA HA paspeulerue 3a npou3800Cmeo

B nombiiHeHHE KBbM MEpPKHTE, TOCOYEHU B uiieH 196, KOMIETEHTHUSAT OpraH Ha JbpKaBara
YIEHKA MOXE Ja CIpe MPOU3BOACTBOTO WJIM BHOCA HA JIEKAPCTBEHU IMPOAYKTH, UABAILUA OT
TPETU IbPKABH, UM J1a CIIPE IEHCTBUETO WM Aa OTMEHH PAa3pElICHUETO 3a MPOU3BOJCTBO 32
KaTeropus MnpenapaTtd Wid 3a BCUUKH TperapaTt, KOraTo He ca CHa3eHU paslnopenduTe Ha
yiienose 144, 147, 153 u 191.

Ynen 199
Omkas3, cnupame Ha Oeticmauemo Uil OMMAHA 8 pAMKUMe Ha OUPeKmueama

1. Pa3pemeHHe 3a TbProBusd C JICKAPCTBCH IMPOAYKT HC MOXKC Oa 6’52[6 OTKa3aHO HJIH
OTMEHCHO, HHTO JIGI?ICTBI/IGTO My Ja 6’13)16 CIIpAHO, OCBCH Ha OCHOBAHHATA,
OMPCACIICHU B HACTOAIIATA TUPCKTHUBA.

2. He moxe Ja CC B3€Ma PCHICHUC 3a CIIMPAaHEC Ha IMPOHU3BOJACTBOTO HWJIM BHOCA Ha
JICKApPCTBCHU MPOAYKTHU, UABAIIN OT TPECTHU AbPIKABU, 3a 3a6paHa Ha JOoCTaBKaTa WJIn
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U3TETJITHE OT Ia3apa Ha JIGKapCTBEH MPOJIYKT, OCBEH HAa OCHOBAHMATA, TOCOYCHU B
uneH 195, naparpad 5 u B wien 196.

I'nmaBa XVI
OO0 pasnopendu

Ynen 200
Komnemenmnu opeanu na ovporcasume uienku

I[’bp)I(aBI/ITe YWICHKHW ONPCACIAT KOMIICTCHTHU OpraHyd, KOUTO MU3IBJIHABAT 3aJa4YUTC
I10 HaCcToAlIaTa JTUPECKTHUBA.

JIbpkaBUTE WICHKH TapaHTHPAT HAJTMYMETO Ha JOCTAThUHO (DMHAHCOBH CPEJICTBA 32
OCUTYpSIBAHE Ha MEPCOHAJA M Ha JIPYTHTE PECYPCH, HEOOXOIMMH Ha KOMIIETCHTHUTE
OpTaHM 3a W3BBPIIBAHETO HA JIEHHOCTUTE, KOUTO CE€ M3UCKBAT CHIJIACHO HACTOSIIATA
TUpeKTHBa U chriacHo [npepadotenust Permament (EO) Ne 726/2004].

KoMmnieTeHTHHTE OpraHd Ha JbPXKABUTE WICHKH CH CHTPYIHHYAT ITOMEXKIY CH U C
AreHumsta u KoMucusita mpu HM3IBIHCHHETO HA CBOUTE 3a/a4d  CHIJIACHO
HACTOsIIaTa AUPEKTHBA U chriacHo [mpepaborenust Permament (EO) Ne 726/2004],
3a Ja Cce rapaHTHpa TIPABWIHOTO TpPWIAraHe ¥ HaJIS)KHOTO H3IIbIHCHHUE.
KoMmnieTeHTHHTEe OpraHu Ha JbPKABHTE WICHKH CH TpeJaBaT B3aWMHO Isjara
HeoOxoauma nHGOopMaIus.

KomneTreHTHUAT opraH Ha Abp)KaBaTa WiEHKAa MOXKE Jja 00paboTBa JIMYHU JAHHU 3a
3JIpaBOCIIOBHOTO ChCTOSIHUE OT M3TOYHMLM, PA3JIIMYHU OT KJIMHUYHU U3CIIEBAHUS, B
HOJKpeIa Ha CBOMTE 3a7a4y B 00JIaCTTa Ha OOIIECTBEHOTO 3/1paBe, U MO-CHEIUAIHO
Ha OLIEHKaTa U HaOJII0JICHUETO Ha JIEKAPCTBEHUTE MPOAYKTH, C 1ieJl 10100psiBaHe Ha
HAJEKIHOCTTAa Ha Hay4yHaTa OLIEHKAa WJIM IPOBEpPKa Ha MPETEHIUUTE Ha 3asBUTEIIS
WJIM NIPUTEKATENS] HAa Pa3pELICHUETO 38 ThPIOBHS.

OOpaboTBaHETO HA JUYHU JAHHU CHIJIACHO HACTOSIATa AUPEKTHBA C€ U3BBHPILIBA B
crotBeTcTBUE ¢ Permament (EC) 2016/679 u Pernmament (EC) 2018/1725, cnopen
cirydasi.

Ynen 201
Cvmpyonuuecmeo ¢ opyeu opeanu

[Ipy mpuiaraHeTo Ha HACTOSIIATA JUPEKTUBA JAbPKABUTE UWICHKU TapaHTHpAT, 4ye
KOraTO BB3HUKHAT BBIIPOCH OTHOCHO PETYJATOPHHS CTaTyC Ha NaJieH JIEKapCTBEH
MPOJIYKT, CBbpP3aHU C Bpb3KaTa MY C BEIECTBA OT YOBEUIKM MPOU3XOJ, KAKTO €
nocoueHo B Permament (EC) Ne [Permamenta otHOocHo BUII], kommereHTHUTE
OpraHu Ha IbP>KABUTE WICHKHU C€ KOHCYJITHPAT ChC CbOTBETHUTE OPraHM, Ch3Aa/ICHU
CBIJIACHO NTOCOYEHHUS PErJIaMeHT.

[Ipy mpunaraHero Ha HacTofAlIaTa JUPEKTUBA JABPKABUTEC WICHKH IpeanpruemMar
HEOOXOJUMHUTE MEpKH, 3a Ja Cce TrapaHTupa ChTPYAHHUYECTBOTO MEXIY
KOMIIETEHTHUTE OPTaHH I10 JIEKAPCTBEHUTE MPOLYKTH U MUTHUYECKUTE OpTaHH.

Ynen 202

Obmen Ha uHgopmayus mexcoy 0vbpacagume 4ieHKU OMHOCHO PA3PEUeHUsma 3a

NPOU3BOOCMEO UNU 3a MBP2OBUSL HA €0PO C JIeKapCmMEeHu nPoOyKmu
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JbpxaBuTe WIEHKH NpeAnprueMaT BCUYKU MOIXOASIIN MEPKH, 3a J1a rapaHTUpar, ye
KOMIIETEHTHM OpPraHM Ha CHOTBETHUTE JIbP’KAaBU WICHKHU IIpelaBaT €IuH Ha JpyT
uH(popMaluaTa, HeoOXouMa 3a OCUTYpsiIBaHE Ha M3I'BJIHEHUETO HAa MU3HUCKBAHMSTA,
IIPEBUJICHU 10 OTHOUIEHHE HA pa3pellieHusATa, I0coueHu B wieHoBe 142 u 163, Ha
ceprudukaTuTe, MmocoueHn B wieH 188, maparpad 13 wnm Ha pazpemeHusTa 3a
THProBUSl.

IIpu mnonmydaBaHe Ha OOOCHOBAaHO HCKAaHE IbP)KaBUTE UICHKH H3MpaIaT II0
€JIeKTPOHEH IBT JIOKJIAUTE, MOCOYCHH B WieH 188, Ha KOMIETEHTHUTE OpraHd Ha
Jpyra JbprKaBa WICHKA WIK Ha ATCHIIHSITA.

3aKIOYeHUATa, HANpaBeHH B CHOTBETCTBHE ¢ wuieH 188, maparpad 13  wmm
naparpad 14, ca Bamuaau B nienusi Cbro3s.

B m3kmrounTenHu ciydam obade, ako MO NPUYHMHHU, CBBP3aHU C OOILIECTBEHOTO
31paBe, JajieHa Ibp)KaBa WICHKAa HE MOXKE Jla MPHEME 3aKII0YEHHSTA, HAlPaBeHU
clel M3BBbpILIBAHE Ha MHcHekius no uieH 188, maparpag 1, 14 yBenomsiBa 0e3
HeompaBiaHo 3a0aBsHe Komucusara u  AreHnusra. AreHUIUSTa yBeJIOMsBa
3aCCTrHATUTEC AbPKaBU YJICHKH.

Korato Komucusita 6b1€e yBeJOMEHa 3a TE€3HM Pa3IU4us B CTAHOBUINATA, TS MOXKE,
Clell KOHCYNTAallMM ChC 3aCErHAaTUTE IbP)KaBU WICHKH, /14 IIOMCKAa WHCIEKTOPBT,
U3BBPIINI IIbPBATa UHCIEKLMS, 1a U3BBPIIM HOBA MHCIEKLMS; UHCIIEKTOPBT MOXKE
ce NpuApyXkasa OT JAPYIW JABaMa MHCIEKTOPH OT ABP)KABH YICHKH, KOUTO HE ca
CTpaHa I10 Pa3HOIJIACHUETO.

Ynen 203

Hngopmayus omnocho 3abpana na docmaskama uiu Opy2o 0eucmeue 6b8 6Pb3Kd C

paspeulenue 3a mvpecoeus

Besika nppikaBa uieHka mpeanpueMa BCUYKU MOAXOJSIIN MEPKH, 3a J1a TapaHTUpa,
Ye pemieHusITa 32 M3/1aBaHe Ha pa3pelicHHe 3a ThPrOBHS, 332 OTKA3 WJIM OTMSHA Ha
paspelieHue 3a THProBUsA, 3a OTMsSHAa Ha peHIeHHe 3a OTKa3 MWJIM OTMSHa Ha
paspelnieHre 3a ThProBus, 3a 3a0paHa Ha JOCTAaBKaTa WM 3a U3TETIITHE Ha MPOTYKT
OT Ma3apa, 3aeIH0 C MOTUBUTE, HA KOUTO CE€ OCHOBABAT TE€3U PEIICHHs, C€ ChOOIIaBatT
Ha AreHiusTa 6€3 HeonpaBaaHo 3a0aBsHe.

B nombiHeHMe KbM yBEIOMIIEHHETO CbhIVIacCHO wieH 116 ot [mpepaboTeHus
Pernament (EO) Ne 726/2004] mnputexxaTesnaT Ha pa3pelIeHHEeTO 3a ThProBUs
Jeknapupa 0e3 HeollpaBJaHO 3a0aBsHE Jalu JEHCTBHETO, 3a KOETO € HalpaBeHO
yBEIIOMJICHHE, C€ TIPEANpUeMa Ha HAKOE OT OCHOBaHHATA, IOCOUEHH B WieH 195 mmm
B wieH 196, maparpad 1.

[IpuTexaTtenar Ha pa3penieHUETO 3a ThPrOBUsS OTHPABS YBEAOMIIEHUETO CHIIIACHO
naparpad 2 u B ciiydauTe, KOraTo JEHCTBHETO € MPEANPUETO B TPETA IbprKaBa U € Ha
HSIKO€ OT OCHOBAHHSATA, ITOCOYCHH B uieH 195 wim B unen 196, maparpad 1.

[TputexxaTenar Ha pa3pelIeHUeTo 3a ThProBHUs YBEIOMSABA ATEHIUATA U B CIIy4auTe,
KOrato JeHCTBHUETO, MOCOYEHO B maparpadu 2 win 3, € Npeanpuero Ha HAKOe OT
OCHOBAHMATA, MOCOYEHU B wieH 195 wiu B uien 196, naparpad 1.

ArennusTa mpenpaimia 0e3 HEompaBJaaHO 3a0aBsSHE YBEIOMJICHUSTA, TOJYYCHH B
CHOTBETCTBUE C maparpad 4, Ha BCHYKH IbP>KaBU WICHKH.
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JlbpxaBuTe UJICHKM TapaHTHpaT, 4e Ha CBeTOBHAaTa 3[paBHAa OpPraHU3alMsi ce
npefocTaBs 0e3 HeompaBaaHo 3abaBsgHE NOAXOAAMA HH(POpPMAIUS OTHOCHO
JeWCTBHUATA, MPEINPHETH ChIacHO maparpadu 1 M 2, KOMTO Morar Jga 3acerHar
3amUTara Ha o0IIeCTBEHOTO 3/IpaBe B TPETH JbP)KaBHU, C KOIHE JJO ATEHIHATA.

AreHIMATa MyOJUMKYyBa €XEroJHO CHUCHK Ha JIGKAPCTBEHUTE MPOAYKTH, 32 KOUTO
pa3peleHUeTo 3a ThProBUs € OTKa3aHO, OTMEHEHO WJIM JIEUCTBUETO MY € CIIPSHO B
Cpl03a, YMHUTO JOCTAaBKM ca 3a0paHeHH WM KOUTO ca H3TErVIeHH OT Tma3apa,
BKJIFOUUTEJIHO IPUYMHUTE 32 [10I00HO AEHCTBUE.

Ynen 204
Yeeoomseane 3a pewenuama, cévpzanu ¢ paspeuienuss 3a mvpeosus

Besko pemeHue, MOCOYEHO B HAcTosllaTa JUPEKTHBA, KOETO € B3€TO OT
KOMIIETEHTHUTE OpraHu Ha JaJieHa JbpKaBa WiICHKa, C€ MPUIAPYXKaBa OT MOAPOOHO
U3JTI0’)KEHUE Ha MOTHBUTE, HA KOUTO CE€ OCHOBABA.

3acernarara CTpaHa C€ YyBC€IOMABA 3a PCUHICHUCTO, KarTo M ce npeaocCTaBsa
I/IH(1)OpMaI_II/I${ 3a Cp€AcCTBaTa 3a IIpaBHA 3alluTa, C KOHUTO pasiiojara CbrJIaCHO
JIeHCTBAIOTO 3aKOHOAATCJICTBO, U 3a CPOKA, B KOHTO MOXKE Ja C€ MOJ3Ba OT TaKaBa
I[IpaBHa 3allruTa.

Pemenusita 3a u3gaBane WM OTMsSIHA Ha pa3pelieHUe 3a THPTOBHUS CE OMOBECTSBAT
myOIMYHO.

Ynen 205

Pa3pema6aHe HA JleKapCmeer I’lpOdme HA OCHOBAHUA, CE8bP3AHU C 06H4€CW18€H07’1’10 36]76166

[Tpu numnca Ha pa3pelieHue 3a ThProBHsl WM Ha MOJAJCHO 3asBJICHUE 3a JEKapCTBEH
IPOAYKT, paspelleH B Jpyra JIbp)kaBa wieHKa B cboTBeTcTBUE C 14n III, Beska
Ibp>KaBa YJICHKa MOXKE Ja paspell IyCKAaHETO Ha Ia3apa Ha TO3M JIEKapCTBEH
HPOAYKT 110 OCHOBATEJIHU MPUYMHU B HHTEPEC Ha OOIIECTBEHOTO 3/IpaBe.

KoraTto mppkaBa 4wieHKa ce MoJI3Ba OT Ta3h BB3MOXKHOCT, TS IPHEMa HEOOXOAUMUTE
MEpKH, 3a Jla rapaHTHpa CMa3BaHETO Ha M3UCKBAaHMITA Ha HACTOsAIIATa JUPEKTHBA,
mo-crnenuanio te3u, mocouyenu B riasu IV, VI, IX, XIII u XIV u B unen 206.
JIbprkaBuUTEe WIEHKM MoraT Ja pelart, ye wieH 74, nmaparpadu 1—3 He ce mpuiiarar
3a JIEKapCTBEHUTE MPOIYKTH, pa3pellieHu chIilacHo maparpag 1.

HpeI[I/I Aa U31ai€ TaKOBa pa3pCUICHUC 34 TbpTrOBHUA, AbprKaBaTa YJICHKA:

a)  yBeIOMsBa MPUTEKATENS HA Pa3pelIeHUETO 32 THPrOBHUS B JbpKaBaTa WICHKA,
B KOSTO CBOTBETHMUST JIEKAPCTBEH MPOJAYKT € pa3peuieH, OTHOCHO
MPEJJIOKEHUETO 3a U3/1aBaHe Ha pa3pelleHue 3a ThPTroBHs M0 HACTOSIIUS YWIEH
3a CbOTBETHHSI JIEKAPCTBEH MPOIYKT;

06) MoOXe Ja MOoMCKa OT KOMIIETEHTHHUS OpraH Ha Ta3u Jbp)KaBa 4IEHKa Ja
IpeCTaBy KOMM OT JIOKJIaJa 3a OIIeHKa, OcoueH B wieH 43, maparpad 5, u ot
pa3pelIeHNeTo 3a THProBHUsA, KOETO € B CWJIa 33 ChOTBETHHUS JIEKApPCTBEH
IPOAYKT. AKO € OTIPaBEHO TaKOBAa MCKAaHE, KOMIIETEHTHMST OpPraH Ha Ta3u
J’bp>KaBa WIEHKa INpenocTaBss B cpok oT 30 JHM OT MOJy4aBaHE HA UCKAHETO
KOIIME OT JIOKJAJa 3a OLEHKAa M OT Pa3pelliEeHUETO 32 ThbPrOBUA 32 CbOTBETHUS
JIEKapCTBEH MPOAYKT.
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4. Komucusita cb3naBa mMyOJIMYHO JOCTBIICH PETUCTBP Ha JICKAPCTBEHUTE MPOMYKTH,
pa3pemienu mo maparpad 1. JIspkaBute wieHkH yBenomsiBaT Komucusra, Kkorato ce
paspeniaBa JICKapCTBEH MPOAYKT WJIM JIECHCTBHETO HAa Pa3pelICHHETO MYy Ce CIHpa
chriaacHo maparpad 1, BKIIOUMTENIHO M 3a HAaUMEHOBAaHHMETO WM (upmara u
MIOCTOSIHHUSL aJpec Ha TPUTEKATENs Ha pa3pelieHHeTo 3a ThproBus. Komwucusita
CbOTBCTHO H3MCHA PCrucCTbpa Ha JICKAPCTBCHUTC IIPOAYKTHU W IMPEAOCTABA TO3U
PETUCTHP Ha pa3IoIoKEeHHE Ha yeOcaiiTa cH.

Ynen 206
Canxyuu

1. JIbpxKaBuTE UIEHKU YCTAHOBSIBAT MpaBUJaTa OTHOCHO CAHKIMHTE, IPUJIOKUMU IIPU
HapyIICHUs Ha HAIMOHAJIHU pa3nopendu, MpPUETH B CHOTBETCTBUE C HACTOsAIIATa
JUPEKTHBA, U B3eMaT BCUUKU MEPKHU, HEOOXOAUMHU 3a OCUTYPsIBAaHE HA IPUJIATaHETO
uM. Casknuure Tps6Ba na ObaaT epeKTHUBHU, MPOMOPIUOHATHU W BB3MHPAIIH.
JbpxaBuTe wieHKH He3a0aBHO yBeaoMsaBaT KomucusTa 3a Te3u IpaBuiia U MEPKU U
3a BCSIKO IOCJIEJIBAILO U3MEHEHHE, KOETO T 3acsra.

Te3u CaHKIMKU HEC Ca IIO-HUCKU OT MPHIIOKUMUTC 3a HAPYIICHHA HAa HALIMOHAJIHOTO
mpaBo € HO,Z[O6CH XapaKTEp U 3HAUYCHHC.

2. [TpaBuiiata, nocoueHu B mnaparpad 1, mbpBa ajnuHes, C€ OTHACST, Hapea C JIPYyroro,
JI0 CJIEAHOTO:

a)  I[POU3BOJCTBOTO, Pa3NpPOCTPAHEHUETO, IOCPEIHUUYECTBOTO, BHOCA U MU3HOCA HA
danmmumduuupaHn  JIeKapcTBEHU IPOAYKTH, KaKTO M mOpogaxbara oOT
pascTosiHue Ha GanmuuIMpany JIEKapcTBEHHU MPOJYKTH Ha MOTPEOUTENUTE;

0) Hecma3BaHe Ha pasmopealuTe, MPEABUACHM B HACTOSIIATAa JAUPEKTHBA, BBHB
BpB3Ka C MPOU3BOJICTBOTO, PA3MPOCTPAHEHUETO, BHOCA U M3HOCA HA aKTHBHU
BEILIECTBA;

B) HEecCla3BaHe Ha pasnopeaduTte, MPEABUICHU B HACTOSNIATa JIUPEKTHUBA, BHB
BpB3Ka C yroTpedaTa Ha MOMOIIIHH BEIECTBA;

T) HEecCla3BaHe Ha pasnopeaduTte, MPEABUICHU B HACTOSNIATa JIUPEKTHUBA, BHB
BpbB3Ka ¢ papMaKoJIOTUYHATA OIUTEITHOCT;

)  Heclla3BaHe Ha pasnopeaouTe, NPEIBUICHU B HAcTosIlaTa JUPEKTHBA, BbHB
Bpb3Ka ¢ pekjamara.

3. Korato e ymecTHO, caHKIIUUTE ca ChOOpPa3eHH C pUCKa 3a OOIIECTBEHOTO 3/PaBe,
nopoJieH oT (ammuduIrpaHeTo Ha JTEKapCTBEHH MPOTYKTH.

Ynen 207

Cvbupane Ha Heu3noa36aHU 1eKaAPCMEEHU NPOOYKMU UIU HA NeKAPCMEEHU NPOOYKMU C
U3MEKBIL CPOK HA 200HOCH

I[’Bp)i(aBI/ITC YJICHKHW OCUTYPSABAT HAJIUMYUCTO Ha HCOGXOI[I/IMI/ITC CHUCTCMHU 3a 01,61/1paHe Ha
JICKAPCTBCHU MMPOJAYKTH, KOUTO HE CC U3IMOJ3BaHU UJIU Ca C U3TCKDBJ CPOK HA T'OJHOCT.

Ynen 208

Hexnapayus 3a unmepecu
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3a 5a ce TrapaHTHpaT HE3aBUCHMOCTTAa M NPO3PAvyHOCTTA, IbPKABUTE UJIECHKHU
npeanpueMar HeoOXOJUMHUTE MEPKH WICHOBETE Ha IMEpCcOoHaja Ha KOMIETEHTHHS
OopraH, OTTOBOPHM 32 W3/IaBaHE Ha pA3PELICHUs, NOKIAAUUINTE U EKCIEPTHUTE,
MMall¥d OTHOUIEHME KbM H3/IaBaHETO Ha pa3pelleHMs] U KbM HAA30pa BBPXY
JICKapCTBEHUTE MPOJAYKTH, Ja HsAMAT (UHAHCOBU WJIM JIPYyI'M MHTEPECH BbHB
¢dapmarieBTUYHAaTa MPOMUIUICHOCT, KOUTO OMXa MOIJIM J1a MOBJIMAAT HA TSAXHATA
Oe3npuctpacTHOCT. Te3u Jnlia 1MojaBaT exerofHa Jaekjiapanus 3a (GUHAHCOBUTE CU
UHTEPECH.

OcBeH TOBa ABPKABUTC YICHKHU I'apaHTHpPAT, Y€ KOMIICTCHTHUAT OpraH OIIOBCCTABa
HY6JII/I‘IHO CBOA NPOUCAYPCH MPABUIHHUK U MPOUCAYPHUTC IMPABUIIHHUIIM HA CBOUTC
KOMHUTCTH, JHEBHUA PEA Ha CBOUTEC 3aCCHaHMsA M IIPOTOKOJIMTE OT TAX, 3a€AHO C
B3CTUTC PCUHICHUA, JAaHHU 3a TIJIaCyBaHHATA W MOTHUBUTC 3a TAX, BKIIFOYUTCIIHO
CTaHOBHIIIaTa HA MAJIIITMHCTBOTO.

I'naBa XVII
Cnenuannu pasnopendu orHocHo Kunsp, Upaanaus, Majra u
O0enuHEeHOTO KPAJICTBO 1O OTHOIIeHne HA CeBepna Upaanaus

Ynen 209

Pasnopeobu, omunacsawu ce 0o Obeounenomo kpaicmeo no omuouweHue na Cesepra
Upnanous

Upes meporamusi OT 4ieH 5 KOMIETEHTHUTEe opranu Ha OOeIUHEHOTO KPAaJICTBO IO
otHouieHue Ha CeBepHa Vprnannus Morar BpEMEHHO Ja paspellar JAOCTaBKUTE 3a
naiueHTH B CeBepHa Vpnanaus Ha JeKapcTBEH MPOYKT, Calall KbM KaTerOpHHTE,

IIOCOYEHU B qJieH 3, naparpadu 1 u?2 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004], ako ca U3MBIHEHW BCHYKH IOCOYEHH MO-JI0JIY
YCIIOBUS:

a) 32 CbOTBETHUS JIEKAPCTBEH MPOAYKT € M3Ja/IEHO pa3pelleHue 3a ThProBUs OT
KOMIETEeHTHUs opraH Ha OOeAMHEHOTO KpajlCcTBO 3a yacTH OT OOEeIMHEHOTO
KpaJICTBO, pazianuHu oT CeBepHa Upnanaus;

0)  CBOTBETHHSAT JIEKAPCTBEH MPOIYKT CE Mpejsara eIMHCTBEHO Ha MallUueHTH WU
KpailHu mnoTpebutenu Ha Teputopuara Ha CeepHa Hpnanaus u He ce
MPEIOCTaBs B HUKOS IbpKaBa UICHKA.

MakcuMaTHUSAT CPOK Ha BAJIMJHOCT HA BPEMCHHOTO pa3pCHICHUC € IIECT Mecela.

HezaBucumo oT omnpeaeneHus CpOK Ha BAJIUAHOCT BPEMEHHOTO pa3pelIeHue
npectaBa Ja ObJe BaJMIHO, aKo ObJE H3JAJEHO pa3pelleHUe 3a THProBUS 3a
ChOTBETHHUS JIEKAPCTBEH MPOAYKT B CHOTBETCTBHE C wieH 13 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004] unu ako TakoBa paspelleHHe 3a ThProBus Oble
OTKa3aHO B CbOTBETCTBHE C IOCOYEHUS UJIEH.

Upes peporanus ot wieH 56, naparpad 4 KomrnereHTHUTE opraHd Ha OOeTMHEHOTO
KpascTBo no oTHomeHue Ha CeBepHa Mpmanaus MoraT Aa M3/aBaT pa3pelieHus 3a
THPTOBUS:

a)  Ha 3asABHUTENH, YCTAHOBEHU B YacTH OT OOEIMHEHOTO KPaJCTBO, Pa3IMYHHU OT
Cesepna Upnannus;
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0) Ha mpUTeXaTeNW Ha pPa3pelieHus] 3a THProBUS, YCTAaHOBEHH B YacTH OT
O06enMHEeHOTO KpajCcTBO, paznunuHu oT CeBepHa Mpmanaus, B ChOTBETCTBUE C
npoueaypara o B3auMHO [TPU3HABAHE WM C JACHEHTPAIM3UPaHaTa MPOLEaypa,
npensuaenu B riasa 1, pazgenu 3 u 4.

Komnerentuure opranu Ha OOeAMHEHOTO KpajicTBO Mo oTHolleHue Ha CeBepHa
Wpnanaus morat Aa yabibkKaBaT CpoKa Ha BAIMIHOCT Ha pa3pelieHusITa 3a ThProBus,
m3aaaeHu npeau 20 anpun 2022 r., Ha TpUTEkKATEIW HA pa3pelieHUs 3a ThProBuUs,
yCTaHOBEHH B yacTu 0T OOeIMHEHOTO KpaJIcTBO, pa3nuanu ot CeBepHa Upnanmms.

Upes neporanus ot uieH 33, maparpadu 1, 3 m4 u unen 35, maparpad 1, ako
3asBJICHUETO 3a M3JaBaHE Ha pa3pellieHHEe 3a THProBUS € IOJAJACHO B €AHA WIH
noBeue JIbpkaBU 4WieHKH U B OOeIUHEHOTO KpaylcTBO Mo oTHomeHue Ha CeBepHa
Wpnanauss win ako 3asBICHMETO 3a W3[aBaHE Ha pa3pelleHHE 3a THProBUS €
nonageHo B OOenuHeHOTO KpajicTBo mo oTHomienue Ha CeBepHa Wpnanaus 3a
JIEKapCTBEH IPOJYKT, KOMTO BeY€ € U3CJIEABAH WJIM BEYE € pa3pelleH B AbprKaBa
YlleHKa, HE € HEOOXOAMMO 3asBICHHETO OTHOCHO (OOEIMHEHOTO KpPaJCTBO IO
orHomenne Ha CeBeprna MWpnmanaus na Obae MMOJaBaHO B CHOTBETCTBHE C
pasnopenobure Ha riasa IIl, pasnenu 3 u 4, ako ca U3MBIHEHU BCUYKH ITOCOYEHU T10-
JI0JTy YCIJIOBUSL:

a)  pagpemieHueTo 3a THpProBusi 3a OOEAMHEHOTO KPAJICTBO MO OTHOIIEHUE Ha
CeBepna Hpnanaus € u3gafiecHO OT KOMIETEHTHHUs opraH 3a OOearMHEHOTO
KpayicTBO 1o oTHomieHue Ha CeBepHa MprnaHnaus B ChOTBETCTBHE C MPABOTO HA
Cplo3a ¥ TOBa ChOTBETCTBHE C MPaBOTO Ha Cbhr03a € rapaHTUPAHO IO BPEME Ha
CpOKa Ha BAIMIHOCT Ha TOBA pa3pelleHUE 3a ThPTOBUS;

0) JIeKapCTBEHUTE TPOJAYKTH, Pa3pelIeHH OT KOMIIETEHTHUS OpraH 3a
O6enrHeHOTO KpalicTBO 1o oTHomeHue Ha CeepHa Mpnanaus, ce mpeanarart
Ha MalMeHTH WM KpaHU TOTpeOuTeNn camo Ha Teputopusta Ha CeBepHa
WNpnanausa v He ce mpeaiarat B HUTO €4Ha AbpPKaBa WICHKA.

Ha nputexxatens Ha paspelieHHe 3a ThProBHsl 3a JIEKapCTBEH NMPOAYKT, 38 KOWTO
BEUYEe € U3JaJEHO pas3pelieHue 3a Tbprosus 3a OOEIUHEHOTO KpaJICTBO IO
otHouienne Ha CeBepHa Mpnanaus B CbOTBETCTBUE C pasnopenoure Ha riasa I,
pasnenu 3 u 4 npeau 20 armpuit 2022 1., ce pa3pemiaBa a OTTEINIM Pa3peLICHUETO 3a
ThproBusi 3a OO0eIMHEHOTO KpajcTBO Mo oTHomieHue Ha CeBepHa Mpnannus ot
poueaypara 1o B3auMHO IIPU3HABaHE WIN OT JELEHTpaJu3upaHara npoueaypa 1 aa
nojaze 3asBJICHUE 3a M3/1aBaHE HA PA3pElLICHUE 3a THProBHs 3a TO3M JIEKapCTBEH
HOPOAYKT /10 KOMIIETEHTHUTE opraHu Ha OOeIMHEHOTO KpPaJICTBO MO OTHOULIEHHE Ha
CesepHa Vpnannus B cboTBEeTCTBUE C Maparpad 1.

[Ilo ce oTHacg A0 M3NMUTBAHETO 3a KOHTPOJ HAa KayeCTBOTO CBIVIACHO WIEH §,
U3BBPIIBAHO B yacTh oT OOeIMHEHOTO KpaJCTBO, paznuyHu oT CeBepHa Upnanaus,
BbB BpB3Ka C JIEKapCTBEHM NPOAYKTH, BKIOYEHM B CHHUCbKa 10 wieH 211,
naparpad 9, paznuyHu oT pazpeuieHutre oT Komucusra, KOMIETEHTHUTE OpraHu Ha
O06enMHEHOTO KpajlCcTBO 1Mo oTHoIIeHHe Ha CeBepHa Mpnanaus Moxe J1a MpeneHsT,
Yye € HaJIMIIE ,,0paBJiaH cliydyail™ Mo cMUChJIa Ha ujieH 8, OykBa 0), 6e3 Ja U3BbpIIBAT
OLICHKA 3a BCEKU OT/EJIEH CIIy4aid, IPH YCIOBUE Ye:

a)  BCsAKAa MapTHIa OT CHOTBETHHUTE JICKAPCTBEHU MPOIYKTH CE€ OCBOOOXKIaBa OT
kBanupuipano aume B 00ekT B Chio3a unu B CeBepHa Mpnanaus wim ot
KBATH(UIIMPAHO JUIE B 00EKT B yacT 0T OOEIMHEHOTO KPAJICTBO, Pa3TUIHU
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ot CeBepna Upnanaus, KoeTo mpuiara cTaHIapTH 32 Ka4eCTBO, PAaBHOCTOMHU
Ha U3JI0KEHUTE B WwieH 153;

0) 10 OTHOIICHHE Ha OMpEJIETICHO OT TpeTaTa CTpaHa MPEANPUATHE, TIPOBEKAALIO0
U3MUTBAHETO 32 KOHTPOJ Ha KadecTBOTO, CE€ YIpaXHsIBAa HaA30p OT
KOMIETeHTHUsT opraH Ha OOeAMHEHOTO KpajJCTBO, BKIIOYUTEIHO upe3
M3BbpIIBaHE HAa IPOBEPKU Ha MSICTO;

B)  KOraTo OCBOOOXJ/IaBaHETO Ha MapTUAM CE M3BBPINBA OT KBATH(DHUIIMPAHO JIUIIE,
KOETO IpeOuBaBa M M3BBPINBA AEHHOCT B 4yacTH OT OOEAMHEHOTO KPaJICTBO,
pazimuan ot CeepHa MpnaHmusi, TPUTEKATENAT Ha pa3pelIeHHETO 3a
IIPOU3BOJCTBO Jekiapupa, 4ye KkbM 20 anpun 2022 1. He pasnonara c
KBaJTM(HUIIUPAHO JIUIIE, KOETO NMpeOuBaBa u N3BHpIIBa IeiHHOCT B Chlo3a.

Upes peporarust ot wieH 142, maparpad | komnerenTHuTe opranu Ha OOeIMHEHOTO
KpaJICTBO 1o oTHouleHue Ha CeBepHa Mpnanaus nomyckaT BHOCA Ha JICKApCTBEHH
IPOAYKTH OT yacTH oT O0eIMHEHOTO KpalcTBO, pa3iuuHu oT CeBepHa Upnanaus, ot
IPUTEXKATENIN Ha pa3pelleHre 3a ThproBUs Ha eipo no wieH 163, naparpad 1, kouto
HE IPUTEkaBaT CbOTBETHO PAa3pEeLICHUE 3a IIPOU3BOICTBO, aKO Ca U3IIbJIHEHU BCUUKU
IOCOYEHH I0-J0JTy YCIOBUS:

a)  JIEKapCTBEHUTE MPOAYKTU ca INPEMHHAIU Ipe3 HU3MUTBAaHE 3a KOHTPOJ Ha
kauecTBOTO B Cbl03a, KakTo € IpeaBuieHo B wieH 153, maparpad 3, wiu B
yactu oT OOeAMHEHOTO KpajcTBO, paznuuHu oT CeepHa Wpnangus, npu
cria3BaHe Ha ujieH 8, OykBa 0);

0) JeKapCTBEHHTE MPOAYKTH ca OWIM OOSKT Ha OCBOOOKIaBaHE Ha MAapTHAA OT
kBanupuurpano nuie B Chio3a B ChOTBETCTBUE C wieH 153, maparpad 1 wim,
3a JICKapCTBEHU MPOAYKTH, pa3pelieHd OT KOMIIETCHTHHTE OpraHu Ha
O6ennHeHOTO KpayncTBO no oTHoumieHne Ha CeBepHa Mpnanaus, B 4acTu OT
O6ennHeH0TO KpaJcTBO, paznuyHu oT CeBepHa Mpnanaus, npu npuiara€e Ha
CTaHJapTH 3a KayecTBO, PABHOCTOMHM Ha U3IOXKEHUTE B 4ieH 153,
naparpad 1;

B)  pa3pelieHHeTO 3a ThProBUS 3a CbOTBETHUS JIEKApCTBEH MPOJYKT € U313 CHO B
ChOTBETCTBUE NMPaBOTO Ha ChbI03a OT KOMIIETEHTHHS OPTraH Ha JbpKaBa 4JeHKa
wi oT Komucusra, nim — MO OTHOUIEHHE Ha JIEKapCTBEHUTE NPOAYKTH,
nycHatu Ha nasapa B CeBepHa Mpnanauss — OT KOMIETEHTHHUS OpraH Ha
O0ennHEeHOTO KpajcTBO 1o oTHouleHne Ha CeBepHa Upnanaus;

T) JIEKapCTBEHUTE MPOAYKTHU CE€ Mpeiarar €AMHCTBEHO HAa MAMEHTH WU KpaiiHU
NOTpeOUTENH B IbpKaBaTa WieHKa, B KOSTO Ca BHECEHHU, WJIH, aKO Ca BHECEHU B
CeBepHa Upnanaus, ce mpejaraT €IMHCTBEHO Ha TMALMEHTH WIM KpailHU
notpeburenu B Ceepra Upnanaus;

)  BBPXY JCKApPCTBEHHUTE MPOIYKTH Ca HAHECEHW ITOKa3aTeuTe 3a 0e30MacHOCT,
OCOYEHHU B wicH 67.

3a mapTuaM OT JIEKAPCTBEHU MPOIYKTH, KOMTO Ca MU3HECEHM OT JIbpKaBa 4JIEHKa B
yacth oT OOeauHeHoTO KpaicTBo, pa3nuyHu oT CeepHa HMpmanausa, a
BIlocJie/iIcTBUE ca BHeceHH B CeBepHa Mpnannus, JeiHOCTUTE O KOHTPOJI MPU BHOC,
nocoueHu B wieH 153, maparpad 1, mepBa U BTOpa ajnuHes, HE Ce€ M3UCKBAT, NPHU
yCIIOBUE Y€ TE€3U MapTUIU ca MPEeMHHANU Mpe3 TaKbB KOHTPOJ B Jbp’KaBa 4JICHKA,
npeau ga ObaaT u3HeceHHM B 4acTH OT OOEIMHEHOTO KpaJICTBO, PA3IUYHU OT
CeBepna Upnanaus, u ca npuapyXeHH OT JOKJIaJUTE 32 KOHTPOJ, MOCOYEHU B
yneH 153, nmaparpad 1, Tpera anuHes.
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10.

Koraro paspemieHnero 3a mpous3BOACTBO € M3JaJ€HO OT KOMIIETEHTHHSI OpraH Ha
O6ennHeHOTO KpancTBo mo oTHomeHue Ha CeBepHa Mpnannus, kBamuUIUPaHOTO
aune, mocoueHo B wieH 151, maparpad 1, Moke ma mpeOuBaBa W J1a HM3BBHPIIBA
JedHocT B yactd oT OOeQUuHEHOTO KpalcTBO, paziuuHu ot CeBepHa Mpnanmus.
HacrosmusaT maparpad He ce mputara, korato kbM 20 ampui 2022 1. IpUTEKATEIAT
Ha pa3pelIeHUETO 3a MPOU3BOICTBO BEUe pasmoiara ¢ KBATU(PHUIIMPAHO JIUIIE, KOETO
npeOuBaBa U U3BbHpIIBa JAeiiHOCT B ChI03a.

Upes neporammst ot wieH 99, maparpad 5, Koraro paspenicHHEeTO 3a THPrOBHS €
U3JIaZICHO OT KOMIIeTeHTHHsI opraH Ha OOeIMHEHOTO KpaJICTBO MO OTHOILIEHUE Ha
CeBepna Vpnannus, KBanupUIIMPaHOTO JHIIE, TOCOYCHO B wieH 99, maparpad 4,
OykBa a), MOXe Ja npeduBaBa W Ja U3BBPIIBA JEWHOCT B YacTu OT OOEIMHEHOTO
KpaJsicTBO, paznuyau ot CeBepHa Wpnanaus. HacrosmmsaT naparpad He ce npuiara,
koraro KbM 20 anpus 2022 r. mpuTEkKATEIAT Ha Pa3pelIeHUETO 3a ThProBUs Beue
pasmnojiara ¢ KBanu(UIMPAHO JHIE, KOETO IMpeOuBaBa W HU3BBPILIBA JIEHHOCT B
Csro3a.

Komnerentaure opranu Ha OOGeAMHEHOTO KpajCTBO 1Mo oTHomieHue Ha CeBepHa
Wpnanaus myObnukyBaT Ha CBOSI yeOCAalT CIUMCHK Ha JIEKAPCTBEHUTE MPOIYKTH, 3a
KOHUTO Ca NPHUIIOKHIN WM BBb3HAMCPABAT Ja MPUIJIOKAT ACPOralruTe, IMOCOYCHU B
HACTOSIIIMS 4YJIEH, M TapaHTUpaT, Y€ CHUCHKBT CE€ aKTyaJlu3upa M yOpasisBa IO
HE3aBUCHM HA4YMH, Hall-MaJKO Ha IIeCT MEceIa.

Ynen 210
Pezynamopnu ¢ynkyuu, usnvinasanu 6 ObeouneHomo Kpaicmeo

Komucusita noctossHHO HabmaroaaBa TeHAeHIMUTEe B OOEMHEHOTO KPaJICTBO, KOUTO
O1xa MOIJIM J1a 3aCerHaT PaBHMILETO Ha 3allUTa, 10 OTHOLICHHE HA PEryJaTOPHUTE
¢byHkuuu, mocoyeHu B wieH 99, maparpad 4, unen 151, maparpa¢ 3, unen 211,
naparpadu 1, 2, 5 u 6, unen 209, maparpadu 6 u 7, KOUTO c€ U3BHPIIBAT B YACTH OT
ObenuHeHoTo kpajicTtBo, pasnuyHu oT CeepHa HMpmanaus, KaTo OT4YMTa IO-
CHEIHAJIHO CJEHUTE EJIEMEHTH:

a)  TpaBWiIaTa OTHOCHO M3/IaBAaHETO Ha pa3pellieHMs 3a ThProBHs, 3aIbJKCHUATA
Ha TPUTEKATENs Ha Pa3pelieHueTo 3a ThPrOBUs, U3aBaHETO HA pa3perieHUs
3a NPOM3BOJCTBO, 33JBIDKEHHMATa Ha MpPUTEXKATENss Ha pas3pelieHueTo 3a
NPOM3BOJICTBO,  KBATM(OUIMPAHUTE JIMIA W  TEXHUTE  3aIBJDKCHHUSA,
U3MUTBAHUATA 332 KOHTPOJI Ha KaueCTBOTO, OCBOOOXKJAaBAaHETO Ha MapTHUAU U
¢dapmakosornyHara OIUTETHOCT, KakTO ca TMpeABHAEHH B MPaBOTO Ha
OO06enMHEHOTO KPaJCTBO;

0) Jnanmu KoOMIEeTeHTHUTe opraHu Ha OOEeIMHEHOTO KpajCTBO TapaHTUpaT
e(eKTUBHOTO MpUJaraHe Ha CBOSl TEPUTOpPUS HA NpaBUiIaTa, MOCOYEHU B
OykBa a), HapeXl ¢ JPYroTo, 4Ype3 MPOBEPKU M OJUTH Ha MPUTEKATEITUTE Ha
paspelIeHus 3a ThProBUs, IPUTEKATEINTE HA PAa3pEIICHUs 3a IPOU3BOACTBO U
THPrOBIIUTE HA €pO, HAMUPAILY CE Ha TAXHA TEPUTOPHUS, U OCHLIECTBIBAHETO
Ha MPOBEPKU Ha MACTO B TEXHUTE MOMEIEHHUS BbB BPB3Ka C YIMPAKHIBAHETO
Ha peryJiaTopHUTe QPyHKIMHU, TOCOUYEHHU B OYKBa a).

Axo Komwucusta ycTaHOBH, Y€ PaBHHIIETO Ha 3alllMTa HAa OOLIECTBEHOTO 3/paBe,
rapantiupaHo oT OOeIWHEHOTO KpaJCTBO 4Ype3 MpaBWiaTa, KOUTO YPEKIAT
MPOM3BOJICTBOTO, Pa3MpPOCTPAHCHUETO W yIOTpedaTa Ha JIEKAPCTBEHU MPOAYKTH,
KakTo U e(PEKTHBHOTO MpUIaraHe Ha TE3W NpaBUia, BEYe HE € IO ChIIECTBO

202

BG



BG

PaBHOCTOMHO Ha rapaHtupaHoto B Cbro3a, uiu ako Komucusra He pasmonara ¢
JOCTaThYHO MH(pOpMaIys, 32 J1a MOXe Ja ycTaHOBU Jaiu OOeIMHEHOTO KpajCTBO
rapaHTupa IO CHUIECTBO PABHOCTOMHO PAaBHUIIE HA 3alUTa HAa OOLIECTBEHOTO
3npaBe, Komucusta yBemomsiBa OOEIUHEHOTO KpaJICTBO 4Ype3  MHUCMEHO
YBEJIOMJICHHE U TTOJIPOOHO OMKMCBA MPUYMHUTE 32 TOBA.

B PAMKHUTC Ha ICCTTC MECCla CJICA MUCMECHOTO YBECAOMIICHUC, OTIIPABCHO CBIVIACHO
II'bpBa aJIMHECA, Komucusra 3anousa KOHCYJITaOuH" C O6C,I[I/IHCHOTO KpaJICTBO C OIJIC[
Ha TOBa Oa €€ HaMCpu PpCHICHUC 3a CUuTyalusaTa, AOBCJIa 0 TOBa IHCMCHO
YBCOAOMIICHHUCE. B ob6ocHOBaHU Cciydan Komucusara moxe Jda YABJDKH TO3U CPOK C TPH
MeEcena.

Axo 3a cuTyanusTa, J0BeJa A0 NMHCMEHOTO YBEIOMIJIEHHE, OTIPABEHO CBITIACHO
naparpag 2, mppBa ajnuHes, He ObJEe HAMEPEHO pEIICHHE B paMKUTE Ha CpPOKa,
nocoyeH B maparpad 2, Bropa ammHes, Ha Kowmucumara ce mpemocTaBs
MBJIHOMOIIHUECTO Oa IMPUEME ACJICTHPAH aKT, C KOWTO Cce€ W3MEHAT WIH JOITbJIBAT
OHE3W pa3nopeady OT MOCOYEHUTE B maparpad 1, ynero mpuiiarase ce crmpa.

Korato e mpuer penerupaH akT CBbIVIACHO WIEH 3, pa3nopenOuTe, MOCOYEHU B
YBOJHOTO H3peueHue Ha naparpad 1, KakTo € HpeIBUIEHO B JelIerMpaHus akKT,
CIMpaT Ja ce IpuiaraT Ha II'bPBUS J€H OT Mecela, CJIEABAll BIM3aHETO B CHJIA Ha
JieJIerupaHus aKT.

Koraro ce Hamepu pelieHre 3a CUTyalusATa, J0Beia 10 IPUEMaHeTo Ha JIeTIeTHPaHus
akT cpriacHo naparpad 3, Komucusita nprema aenerupas akt, B KOWTO ce OCOYBAT
pasnopenouTe, YMeTo IpHiIaraHe € OMIo CIpsSHO ¥ OTHOBO ce Bb30OHOBsBA. B TakbB
cliydail MpuiIaraHeto Ha pa3nopeadHuTe, MOCOYEHH B JICIICTUPAHUS aKT, IPHET
CBIVIACHO HacTosAUMs maparpad, ce BB30OHOBSBA Ha WIBPBUS JCH OT Mecela,
CIIe/IBalll BIIM3aHETO B CHJIA HA JINIETUPAHHS aKT, TOCOYEH B HACTOSIIHS maparpad.

Ynen 211

Pasnopeobu, omunacsawu ce 3a Kunvp, Upnanous u Manma u npunoscumu 0o 31 oexemspu

2024 2.

Upes neporamust oT ujeH 56, maparpad 4 paspelieHus 3a TbProBUS MOXKE Ja ce
U3/laBaT B CBOTBETCTBME C TMIpollelypaTa [0 B3aMMHO [pPU3HABaHE WU C
JEeleHTpalIu3upanaTta npoueaypa, npeasuaeHn B rnasa lIl, pazpmenm 3 u4, Ha
IPUTEXKATENIN HA Pa3pelIeHys 32 ThProBus, YCTAHOBEHU B yacTh oT OOEIUHEHOTO
KpaJicTBO, paznu4Hu oT CeBepHa Mpnanaus.

o 31 nexemBpu 2024 r. xomnereHtHuTe opranu Ha Kumbp, Upnanaus u Manta
MoraT Ja yAbJDKaBaT CpOKa Ha pa3pellieHusiTa 3a THProBus, U3JaJACHU IpEeau
20 armpun 2022 r., Ha OPUTEKATEIN HA PA3PELICHHs 3a THPrOBUS, YCTAHOBEHH B
gacti oT OGeIMHEHOTO KPaJICTBO, paznuuHu oT CeBepHa Mpnanaus.

Pa3penienusita 3a ThproBusi, KOUTO ca M3JaJECHU WM YUHTO CPOK Ha BAJIUJTHOCT €
YABIDKEH OT KOMIETeHTHHTe opranu Ha Kunbp, Hpmanaus winm Manra B
CHOTBETCTBHUE C ITbPBA U BTOpA alMHEs, MpecTaBar Jia 0bAaT BAJIMJHU HAal-KbCHO Ha
31 nexemBpu 2026 r.

[Ilo ce oTHacs 10 M3MUTBAHETO 3a KOHTPOJ HA KAauyeCTBOTO CBHIVIACHO YJIEH &,
U3BBPIIBAHO B 4acTH 0T OOeAMHEHOTO KpaJCTBO, pa3nuyHu oT CeBepHa Upnanaus,
BBB Bpb3Ka C JIEKAPCTBEHU NMPOAYKTH, BKIIOUEHHU B CIIMCHKA MO WIEH 9, pa3IuyHu OT
paspemenute ot Komucusra, 1o 31 nexkemBpu 2024 r. KOMIETEHTHUTE OpPraHU Ha
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Kunwp, Upnanausa u Manta Moxe J1a MPELeHsT, Y€ € HaIUIE ,,0NpaBaaH ciaydai mo
CMHCHJIa Ha 4ieH §, OykBa 0), 0e3 J1a U3BBPILBAT OIICHKA 32 BCEKU OTAEJICH Cllydail,
IIPU YCIIOBUE Ye:

a)

0)

BCSIKAa MApTH/Ia OT CHOTBETHUTE JICKAPCTBEHH MPOAYKTH CE€ OCBOOOXKIaBa OT
kBanu¢unmpano auue B 00exT B Cwioza minn B CeepHa Mpnanaus wim ot
KBAJTM(HULIHUPAHO JHIE B 00EKT B 4acTH 0T OOEIMHEHOTO KPAJICTBO, Pa3IUUHU
ot CeBepna Mpmnanaus, KoeTo mpuiara CTaHAapTH 3a Ka4eCTBO, PABHOCTOMHU
Ha U3JI0’)KeHHTe B wieH 153, maparpad 1;

10 OTHOIIEHUE Ha OIPEJENIEHO OT TpeTaTa CTpaHa MPeANpUsTHE, TPOBEXKIAILO0
M3NUTBAHETO 3@ KOHTPOJ Ha KadyecTBOTO, C€ YNpaXHsBa HAJI30p OT
KOMIeTeHTeH opraH Ha OOeIMHEHOTO KpalCTBO, BKIIOYMTEIHO Upe3
M3BbpIIBaHE HAa IPOBEPKU Ha MSICTO;

KOraTo OCBOOOKJaBaHETO Ha MapTUIM C€ U3BBPIIBA OT KBATU(PUIIUPAHO JIHIIE,
KOeTO npebuBaBa U U3BBPIIBA ACHHOCT B YacTH OT OOEIMHEHOTO KpaJICTBO,
paznuunu ot CeBepHa Hpnanaus, HOpUTeXaTeNaT Ha pa3pelieHueTo 3a
IPOU3BOJCTBO Jekjnapupa, uye kbM 20 ampun 2022 r. He pas3mojara ¢
KBaJIM(ULIMPAHO JIHIIE, KOETO IpeOnBaBa U U3BHPILBA JeiHOCT B ChIo3a.

Upe3 peporamms ot wieH 142, maparpad | komnerentHutre opranu Ha Kwumsbp,
Wpnannus 1 Manrta JomyckaT BHOCA Ha JIGKAPCTBEHUW NPOIYKTH OT 4YacTH OT
O6ennHeHOTO KpanctBo, pasnuuHu oT CeBepHa Mpnanaus, oT mputexarenu Ha
paspelieHue 3a TbproBus Ha epo 1o wieH 163, naparpad 1, KOouTo He NpUTEKaBAT
CHOTBETHO pa3pelleHue 3a MPOU3BOJICTBO, KO Ca U3II'BJIHEHN BCUUKHU [TOCOYEHH I10-
JI0J1y YCJIOBUSI:

a)

0)

)

JIEKapCTBEHUTE MPOAYKTH ca IMPEMHHAIM Mpe3 M3MUTBAHE 3a KOHTPOJ Ha
kagecTBoTO B Chl03a, KakTO € mpeaBuaeHo B wieH 153, maparpad 3, uau B
yactu oT OOeAMHEHOTO KpajcTBO, paznuuHu oT CeepHa Wpnangus, npu
cria3BaHe Ha ujeH 8, OykBa 0);

JIEKapCTBEHUTE MPOAYKTHU ca Omin 00EKT Ha OCBOOOKIaBaHE Ha MapTUlia OT
kBamuduuupano jgune B Cbro3a B chOTBETCTBUE C wieH 153, maparpad 1 nim,
3a JIEKApCTBEHU NPOAYKTH, pa3pelieHd OT KOMIIETEHTHUTE OpraHu Ha
ObenuHeHoTo KpajcTBo mo otHomeHue Ha CeepHa Mpnanaus, B 4acTH OT
O06ennHeHOTO KpaicTBO, paznuyHu oT CesepHa Wpnanaus, npu npuiarase Ha
CTaHJApTH 3a KauecTBO, pABHOCTOWHM Ha U3JOXKEHUTe B wieH 153,
naparpad 1;

pa3pelIeHUeTo 3a ThProBUs 38 CbOTBETHHUS JICKAPCTBEH MPOAYKT € U34aJCHO B
CBOTBETCTBHUE MPAaBOTO HA CBhI03a OT KOMIIETEHTHHUS OPTaH HA JIbp)KaBa WICHKA
wim ot Komucusara, uim — MO OTHOUIEHHE HA JIEKapCTBEHUTE NPOAYKTH,
nycHaTu Ha naszapa B CeepHa MpmaHaus — OT KOMIETEHTHHMS OpraH Ha
O06ennHEeHOTO KpaJcTBO 1o oTHoueHue Ha CeBepHa Upnanaus;

JIEKapCTBEHUTE MPOAYKTH CE€ Mpeyiarat €AMHCTBEHO HAa MAMEHTH WU KpaitHU
NOTpeOUTENH B IbpKaBaTa WieHKa, B KOSTO Ca BHECEHH, WIIH, aKO Ca BHECEHU B
CeBepHa Hpnanaus, ce mpejjaraT €IMHCTBEHO HAa TAMEHTH WIA KpalHHU
notpeburenu B Ceepra Upnanaus;

BBPXY JICKAPCTBEHUTE MPOAYKTH Ca HAHECEHHW IOKAa3aTeMTe 3a 0E30MMacHOCT,
OCOYEHHU B WicH 67.
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Unen 166, maparpad 1, OykBa 6) He ce mpmiara 3a BHOC, KOWTO OTroBapsi Ha
yCJioBUsATA, OIMPCACIICHU B I'bpPBA aJIMHECA.

3a mapTuaM OT JIGKAPCTBEHU IMPOJIYKTH, KOMTO Ca U3HECEHHM OT JIbp)KaBa 4ICHKa B
gyacti OT OO0eanMHEHOTO KpayicTBO, pasznuyHu oT CeBepHa MHWpmannus, a
BHoclieicTBUE ca BHeceHu 110 31 aekemBpu 2024 r. B Kunwsp, Upnanausa win Manra,
JNEMHOCTUTE N0 KOHTPOJI MPH BHOC, OcoueHHW B wieH 153, maparpad 1, mbepBa u
BTOpa aJMHEs, HE Ce M3UCKBAT, IIPHU YCIOBUE Y€ TE3H MapTHAU ca MPEeMUHAIHN Mpe3
TaKbB KOHTPOJ B JIbpKaBa YJIEHKA, Ipeaud JAa ObJaT H3HECEHHM B YacTH OT
O6ennHeHOTO KpaicTBo, pa3nuyHu oT CesepHa Wpnanaus, u ca NpuapyKEHU OT
JOKJIQINTE 32 KOHTPOJI, IIOCOYEHH B wieH 153, maparpad 1, Tpera anunes.

Upes neporamus ot wieH 205, maparpad 1 mo 31 nekemBpu 2024 r., npu aurca Ha
paspenieHue 3a ThproBusl UK Ha MOJAJCHO 3asBJICHUE 32 ThPTrOBUS, KOMIIETCHTHUTE
opranu Ha Kunmbp 1 Manra Mose fa paspeliar, 1o OCHOBATEJIHU IPUYMHU B UHTEPEC
Ha OOIIECTBEHOTO 3/paBe, ITyCKAHETO Ha CBOS HALIMOHAJCH Ia3ap Ha JIEKAPCTBEH
OPOAYKT, paspeuieH B yacTH oT OOequHEHOTO KpajcTBO, pasnuyHu oT CeBepHa
Wpnannus.

Komnerentuure opranu Ha Kumbp u Manrta cblio Taka mMorar Aa 3amassiT B CHIIa
uiu, 10 31 nekemBpu 2024 r., ga yIbHKAaT CpOKa HA BATMAHOCT HA pa3pelIeHUsTa 3a
THPTOBHsI, W3aJieHu chbriaacHo wieH 205, nmaparpad 1 npemu 20 anpun 2022 r., ¢
KOHUTO C€ pa3pelllaBa IyCKaHETO Ha HAllMOHAJIHUS UM I1a3ap Ha JIEKapCTBEH MPOAYKT,
paspetiieH B yactu oT O0eIMHEHOTO KpaJicTBO, paznuunu ot CeBepHa Upnanaus.

Pazpemiennsita, KOuTOo ca HM3MAACHU, YABDKEHM WM 3ala3€HU B CUJa CHIJIACHO
II'bPBA WJIM BTOpA aJIMHES, HE ca BaMaHM cien 31 agekemBpu 2026 T.

Upes aeporamus ot wieH 56, maparpad 4 komneTeHTHUTE opranu Ha Mainra u Kunsp
MoraT Ja W3/JaBaT pa3pelleHusTa 3a THhProBUs, MOCOYEHUW B maparpad 5, Ha
MIPUTEKATEIIUTE HA Pa3pEIICHHs 3a ThProBUs, YCTAHOBEHU B 4yacTu 0T OOeIMHEHOTO
KpaJCTBO, pa3nuuHu oT CeBepHa Upnanaus.

Koraro komnerentHute oprann Ha Kumbp wim Manta u3gagaTr wid yabiKaBaT
CpOKa Ha BaTUJHOCT Ha pa3pelieHne 3a ThPTroBHUs, KaKTO € MOCoYeHo B maparpad 5,
T€ rapaHTHUPAT CMIa3BaHETO HA M3MCKBAHMATA HA HACTOAIIATA JUPEKTHUBA.

[Tpenu na u3gangar paspelieHue 3a ThproBUs ChIVIACHO maparpad 5, KOMIETEHTHUTE
opranu Ha Kumbp mnm Manra:

a)  yBeAOMsBAT IMpHUTEXaTels Ha pa3pelieHHeTo 3a THhProBUS B 4YacTH OT
O6ennHeHoTo KpanctBo, pasnuyau oT CeBepHa HMpnanausi, OTHOCHO
NPEeUIOKEHUETO 3a W3JaBaHe Ha pa3pelleHre 3a ThProBUs WM 3a yIbDKaBaHe
Ha CpOKa Ha pa3pelIeHHeTo 3a THPIrOBHA ChIVIACHO maparpadu 5—8 mo
OTHOILIEHHE Ha ChOTBETHHSI JIEKAPCTBEH MPOAYKT;

0) MOXe Ja TOMCKAT OT KOMIIETeHTHUs opraH B OOeIWHEHOTO KPaJCTBO Ja
MpeJICTaBU OTHOCMMAaTa WH(OpMAaIHs OTHOCHO pa3pelieHrueTo 3a ThProBus 3a
CBOTBETHUS JICKAPCTBEH MPOJIYKT.

Komnerentanure opranu Ha Kumbsp, Wpnanmus u Manta nmyOnukyBaT Ha CBOSA
yeOcaliT CHNUChK Ha JEKapCTBEHUTE MPOJAYKTH, 32 KOUTO Ca MPUIOXKWIH WIH
Bb3HAMEPSBAT Ja IMPWIOXKAT JAEpOralMUTe, IOCOYEHW B HACTOSIIUSA UIEH, M
rapaHTupar, 4e COUCHKBT Ce aKTyalu3upa M YIpaBlisiBa MO0 HE3aBUCUM Ha4yMH, Hail-
MAJIKO Ha IIECT Mecela.
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Ynen 212

Hepocayuu 3a nexapcmeenu npodykmu, nychamu na nazapume va Kunvp, Upnanous, Manma
unu Cesepna Upranous

Heporanuure, npeauaenn B uieH 211, maparpadu 1 u 6, unen 8, wien 209, naparpadu 6
u 7, unen 153, maparpad 3, wien 99, maparpad 4 u wien 211, maparpad 5, He 3acsarar
3albJDKEHUATA HA IIPUTEXKATENs] HA Pa3pelIeHUETO 3a ThProBHs Jla rapaHTHpa KauecTBOTO,
0e3BpeHOCTTa U e(hUKACHOCTTA HA JIEKAPCTBEHUS MPOJYKT, IIycHAT Ha ma3apure Ha Kumsbp,
Wpnanaus, Manra nnu CeBepHas Mpianaus, cbrilacHO HacTOAIaTa TUPEKTUBA.

I'nasa XVIII
3ak/04YuTeTHA pa3nopeaou

Ynen 213
Hzmenenue na npunodcenusma

Ha Kowmmucusita ce mnpemoctaBs MIpaBOMOIIMETO Jia IpueMa JeJeTUPaHu aKTOBE B
CHOTBETCTBHUE ¢ WiieH 215 3a u3menenue Ha npunoxkenus —VI ¢ nen agantupaHeTo UM KbM
Hay4YHO-TEXHUYECKUS HAMPEIbK U 32 U3MEHEHHE Ha YJieH 22 10 OTHOIIICHUE Ha U3UCKBAHUSATA
Ha OPOC, onpenenenu B maparpadu 2, 3,4 u 6 OT HOCOUEHUS YJICH.

Ynen 214
Ilocmosinen Komumem no iekapcmeenume npooOyKmu 3a XyMaHHa ynompeoa

l. Komucusita ce moanomara ot [1ocTOSHHHS KOMUTET 10 JICKAPCTBEHUTE MPOAYKTH 32
xyMaHHa ynorpeba. To3u komMuTeT € KoMmMHTeT 1o cmuchia Ha Permament (EC)
No 182/2011.

2. [Tpu mo3oBaBaHe Ha Hactosus maparpad ce mpuiara uieH 5 ot Permament (EC)
Ne 182/2011.

3. AKO CTaHOBHUIIETO HAa KOMHTETa TpsOBa Ja ObJe MOJIYYCHO dYpe3 IMHCMeHa
npoleaypa U € HaJMIle MO030BaBaHE Ha HACTOSIIMS Taparpad, Tasu Hpoleaypa ce
npekpatsiBa 0e3 pe3ysTaT caMo IO pelIeHUe Ha TpejceaareNss Ha KOMUTETA, B3ETO B
CpOKa, YKa3aH 3a IpejiaBaHe Ha CTAHOBHIIIETO.

4. [TpouenypausT nmpaBiiHUK Ha [IOCTOSHHUS KOMHUTET MO JIGKAPCTBEHUTE MPOIYKTH
3a XyMaHHa yrnotpeoda € myOoJIMuHO JOCTHIIEH.

5. [TocTOSHHUAT KOMHTET MO JIEKApCTBEHUTE TMPOJAYKTH 3a XyMaHHa ymnoTtpeda
rapaHTupa, 4e HErOBUAT MPOLEyPEH MPABUIIHUK € aAanTHpaH KbM HEOOXOAUMOCTTa
JIeKapCTBEHUTE MNPOAYKTH Jaa ObJAT MNPEeAoCTaBAT ObpP30 Ha pas3MoJOKEHHE Ha
NalMEeHTUTe M B HEro ce B3eMaT MpeABHJ 3aJauuTe, BB3JIOKEHW HAa KOMHTETa
cpriacHo rnasa IlI, u npouenypara, npenBueHa B uieH 42.

Ynen 215
Vnpasicuaeane na oenecupanume npagomouyus

l. [IpaBomomueTo 1a mpuema JeerupaHy akToBe ce mpenoctaBs Ha Komucusra npu
Cla3BaHE Ha MPE/IBUICHUTE B HACTOALLUS YJIEH YCIOBUSI.

2. [IpaBoMoIuero na mpueMa JellerMpaHd akToBe, MOcoueHu B wieH 4, maparpad 2,
yned 24, mnaparpad 5, unen 25, mnaparpad 9, unen 26, mnaparpad 3, uieH 28,
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naparpadu 2 u 3, wien 27, naparpad 3, wieH 63, maparpad 5, wien 65, nmaparpad 2,
uned 67, mnaparpad 2, uwneH 88, maparpad 1, wien 92, mnaparpad 4, wien 126,
naparpad 1, unen 150, maparpad 3, unen 153, maparpad 4, wien 161, unen 210,
naparpad 4 u unen 213, ce mpenocraBs Ha Komucusta 3a CpoK OT HET TOJWHH,
cuntano ot [CII, Monsi, BEBEJIeTE 1aTaTa = JaTaTa Ha BIM3aHE B CHJIAa Ha HACTOSIIATa
nupektuBa). Komucusta u3roTsst JOKIJIaJg OTHOCHO JICIETHPAHETO HAa TPABOMOLIHS HE
MO-KbCHO OT JIEBET Mecella MpeAd HW3TUYaHETO Ha TETTOJUIINHUS CPOK.
JlenerupaneTo Ha MPaBOMOIIMS CE€ MPOIBIDKABA MBIYAIMBO 33 CPOKOBE C €IHAKBA
NPOJBIDKUTEITHOCT, OCBEH ako EBponeiickusat napiameHT win ChBETHT HE BB3Pa3siT
Cpelly MmogoOHO MPOIBJDKaBaHE HE MO-KbCHO OT TPU Mecela NpeAar W3TUYaHETO Ha
BCEKH CPOK.

[TpaBomoIMeTO 1a MpUeMa JIelerupaHy akToBe, mocoyeHo B wieH 210, naparpadu 3
u 5, ce npenocraBs Ha Komucusita 3a HeonpeneneH cpok, cuutaHo ot [CII, moms,
BBBEJIETE JaTaTa = JaTaTa Ha BIM3aHE B CUJIAa Ha HACTOSILATa IUPEKTUBA].

JlenerupaneTo Ha MPaBOMOIIMS, IMOCOYCHM B wieH 4, maparpad 2, wien 24,
naparpad 5, wien 25, maparpad 9, wien 26, maparpad 3, unen 27, maparpad 3,
uiieH 28, maparpadu 2 u 3, wien 63, maparpad 5, wien 65, maparpad 2, 4ieH 67,
naparpad 2, wien 88, maparpad 1, wien 92, maparpad 4, wien 126, naparpad 1,
wieH 150, maparpad 3, unen 153, naparpad 4, wien 161, unen 210, nmaparpad 4 u
wieH 213, moxe na ObJe OTTErVIEHO IO BCAKO Bpeme oT EBpomneiickus mapiamMeHT
win oT CpBera. C pelIeHHETO 3a OTTEIVIIHE Ce MPEKpaTsBa MOCOYEHOTO B HETO
Jenerupade Ha mpaBoMomius. OTTErNIIHETO MOpaxkJa AEWCTBUE B JIEHA ClEl
nyOIMKyBaHeTo Ha pereHnero B Oguyuanen secmuux Ha Eeponetickus cvro3 Winu Ha
[0-KbCHA JlaTa, IIOCOYEHAa B pelieHueTo. To He 3acara JEHCTBUTENHOCTTAa Ha
JeJIeTUPaHUTE aKTOBE, KOUTO BEUe ca B CUJIA.

IIpenu npuemaneTro Ha jgenerupaH akT KoMucusATra ce KOHCYJITHpa € EKCIEpTH,
OTIpeieNIeH! OT BCsIKa JAbprkaBa WIEHKA B CbOTBETCTBUE C MPUHIUINTE, 3aJ€THAIU B
MexnynHCTUTYIIMOHATHOTO cropazymenue ot 13 anpun 2016 r. 3a mo-gobpo
3aKOHOTBOPYECTBO.

Bennara cnex xaro mnpueme aenerupan akT, Komucusta HOTHUQHUIMpa akTa
eqHoBpeMeHHO Ha EBponeiickus napiaMeHT U Ha CbBera.

Jenerupan akt, IpuUeT ChIIACHO WieH 6, naparpad 2, uneH 26, naparpad 3, wieH 24,
naparpad 5, wien 28, naparpadu 2 u 3, unen 27, naparpad 3, uien 63, naparpad 5,
e 65, maparpad 2, unen 67, maparpad 2, unen 88, maparpad 1, umen 92,
naparpad 4, unen 126, nmaparpad 1, wien 150, maparpad 3, unen 153, naparpad 4,
wieH 161, unen 210, naparpad 4 u unen 213, Bn1u3a B cCuiia €IMHCTBEHO aKO HHUTO
EBponeiickusar napinaMeHT, HUTO ChBETHT HE ca NMPEICTABHIN Bb3PaXKEHUS B CPOK OT
JIBa Mecella ciiell HOTH(HUIMPAHETO HAa aKkTa Ha EBpomelickus mapiaMeHT W Ha
CpBeTa WM aKko Npenu U3TUYaHETO Ha TO3M Cpok W EBpomeickusT mapnameHt, u
CeBeTpT ca yBemommwiau Kommucusta, dWe HSAMAa Ja TMPEICTaBIT BB3pakKCHUS.
[TocoueHHAT Cpok ce yabDKaBa C JBa Mecella 1O MHUIMaTuBa Ha EBpomneickus
napiaMeHT win Ha CbBeTa.

Ynen 216
Jloknao

Ho [CII, mouns, BbBenere narata = 10 rogunu, cautaHo ot 18 Mecera cies gataTa Ha BIIM3aHe
B CcWia Ha HacTtosmara naupektuBa] Komucusara mnpencraBs mokian Ha EBpomenckust
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napjgaMeHT ¥ Ha CbBeTa OTHOCHO IPWJIAraHETO Ha HACTOSINATa AWPEKTHBA, BKIIOYUTEIHO
OLICHKAa Ha M3IBJIHEHUETO Ha HEHHUTE LENM U Ha pecypcuTe, HEoOXOAWMH 3a HEMHOTO
IIpUJIaraHe.
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Ynen 217
Ommsana

HupextuBa 2001/83/EO ce ormenst, cuntano ot [CII, Mois, BbBemeTe narara =
18 Mecema cien Aarara Ha BIIM3aHE B CHJIa HA HACTOSIIATA TUPEKTHBA .

HupextuBa 2009/35/EO ce ortmenst, cuntano ot [CII, moins, BBBeAeTe narara =
18 Mecema cien Aarara Ha BIIM3aHE B CHJIa HA HACTOSIIATA TUPCKTHBA .

[To3oBaBanusTa Ha otMeHenute aupexTusu 2001/83/EO u 2009/35/EO ce cuuTar 3a
[030BaBaHUSl Ha Hacrosmara JupekTuBa. llo3oBaBaHWsATa Ha OTMEHEHATa
Hupextusa 2001/83/EO ce derar chriacHo Tabiumara Ha CBOTBETCTBHETO B
npunoxenue VIIIL.

Ynen 218
Ilpexoonu pasnopeoou

[Ipouienypute OTHOCHO 3asBIICHUSTA 32 PA3PEIICHUs 32 THPrOBUS 3a JIEKAPCTBEHHU
MPOJYKTH, BATUAUPAHU B CboTBeTCTBUE € wieH 19 ot Jupektusa 2001/83/EO npeau
[CII, momsa, BBBemere datata = |8 mecema ciien jgaraTa Ha BWM3aHE B CHJIa Ha
HacTofAIIaTa AUPEKTHUBA], KOUTO He ca Omnu npukiatoyeHu kM [CII, mons, BbBeaeTe
JaTaTa = JICHAT MMPey HaBbpIIBaHETO Ha 18 Mecena OT JaTaTa Ha BIM3aHE B CUjla Ha
HACTOAIIaTa TUPEKTHBA], CE MPUKIIOYBAT B CbOTBETCTBHE C WiieH 29.

[Ipouenypure, 3amoyHatd BB3 OCHOBa Ha wieHoBe 29, 30, 31 wu 107m or
Hupextusa 2001/83/EO mpenu [CII, mons, BbBenere natara = 18 mecena cien
JaTaTa Ha BJIM3aHE B CWJIa Ha HAcTosIlata AMPEKTHBa], KOMTO HE ca OwiH
npukmoueHn kpM [CII, mMons, BbBeAeTe narata = NEHAT NPEIU HABBPIIBAHETO HA
18 Mecenia oT garata Ha BIM3aHE B CHJa Ha HAcTosdllaTa AMPEKTHBAl, ce
IIPUKIIIOYBAT, CIIOPEX Cllydas, B CbOTBETCTBHUE ¢ 4ieHOBe 32—34 unu uneH 107k Ha
MOCOYEHaTa JIUMPEeKTUBa, KakTo € mpuioxkuma Ha [CII, Mons, BBbBeaere narata =
JEHAT Tpeau HaBbpIIBAHETO Ha 18 mMecena OT jgatara Ha BIM3aHE B CHJIa Ha
HacTosIaTa TUPEKTHBRA].

Hactosmata nupekTuBa ce Mpuiiara M 3a JIGKQpCTBEHU NPOAYKTHU, Pa3pelieHH B
crorBeTcTBUE C Jupextuna 2001/83/EO mpenu [CII, mons, BbBenere narata =
18 mecena cien garara Ha BIM3aHE B CHJIa HA HACTOAIIATA TUPEKTUBA].

Hacrosmata aupexkTtuBa ce mpuiara W 3a PErucTpaluuTe Ha XOMEONaTUYHU
JEKapCTBEHU NPOAYKTH M TPAJULUOHHHU PACTUTEIHU JIEKAPCTBEHU IPOIYKTH,
u3BbpIIeHu B chorBeTcTBUE ¢ Jlupektura 2001/83/EO npeau [CII, Mo, BbBeaeTe
nartara = 18 mecena cies JaTaTa Ha BIM3aHE B CHJIAa HA HACTOSIIAaTa IUPEKTUBA].

Upe3 neporammsi oT ryiaBa VI JekapcTBEHUTE NPOIYKTH, IMyCHATH Ha Ia3apa B
croTBeTcTBUE ¢ JupektuBa 2001/83/EO mpenu [CII, mons, BbBeaere aarata =
18 Mecenia cien nmarata Ha BIW3aHE B CHJIA HAa HACTOSIIATa JUPEKTHBA], MOXE Ja
NpoabDKAT Ja ce mpeiarat Ha maszapa jao [CII, mons, BbBenere ngarata = HeET
TOAWHHU, CUMTaHO OT 18 Mecema ciiem gaTaTa Ha BJIM3aHE B CHJIA HAa HACTOSIIATa
TUPEKTHBA], TIPH YCIOBUE Y€ OTTOBAPST HA Pa3opeOuTe OTHOCHO €TUKETUPAHETO U
JUCTOBKaTa, ycTaHoBeHU B Jst1 V oT upektusa 2001/83/EO, kakTo € mpuioxkuma
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Ha [CII, mons, BbBeneTe narara = JIEHs MpPEId HaBbpIIBaHETO Ha 18 Mecema oT
JlaTaTa Ha BIM3aHE B CUJIA HA HACTOSIIATA TUPEKTUBA].

Upes pneporauus oT wieH 81 pedepeHTHUTE JIEKApCTBEHH NPOAYKTH, 33 KOUTO
3as1BJICHUETO 3a pa3pellieHue 3a Tbproeus € noxaaneHo npeau [CII, Mo, BpBeneTe
natara = 18 mecena cien Aarata Ha BJIM3aHE B CHJIa HA HACTOsIATa JUPEKTUBA],
MOJIJIeKAT Ha Pa3mopeI0uTe OTHOCHO CPOKOBETE Ha 3alllUTa HA JJAHHUTE, TIOCOYCHU B
yined 10 ot HupextuBa 2001/83/EO, kakTo ¢ mpunoxuma Ha [CII, moms, BbBeaeTe
natata = 18 Mecela ciej gataTta Ha BIM3aHE B CHJIa Ha HACTOsIIaTa JUPEKTUBA], 10
[CII, monsa, BBBemere aatata = |8 mecena cien jaaraTta Ha BJM3aHE B CUJIa Ha
HacTosiiaTa TUPEKTUBA].

Upes aeporarmus ot naparpad 3 3aabHKEHUATA 3a JOKJIAIBaHE, TOCOYCHH B WiieH 57,
HE Cce IMpujarar Mo OTHOIICHHE Ha JIEKAPCTBEHUTE MPOAYKTH, pPa3pelIeHU B
crorBeTcTBUE C JlupexktuBa 2001/83/EO mnpemu [CII, mons, BbBemere narata =
18 Mecena ciex 1aTaTa Ha BIM3aHE B CHJIA HA HACTOSIIIATA TUPEKTUBA).

Ynen 219
Tpancnonupane

JbpxaBuTe UYIEHKA BBBEXKIAT B CHJIa 3aKOHOBUTE, IOJ3aKOHOBHUTE H
aJIMAHUCTPATHBHUTE Pa3nopendu, HeOOXOIUMH, 3a /1a ce ChoOpas3sAT ¢ HacTosIaTa
mupekThBa, 1o [18 mecema cien marata Ha BIM3aHE B CHJIA Ha HACTOSIATa
nupektuBa). Te HezabaBHO choOmaBat Ha KoMmucusita Tekcra Ha Te3U pas3nopenou.

Koraro ABPXKABHUTC UWICHKH IIpUeMaT TC3U pa3n0pez[61/1, B TidAX CC€ CbAbpiKa
I[MO30BaBaHC Ha HACTOsALIATa AUPCKTUBA WJIM TO C€ M3BBPILIBA IIPU O(i)I/IIII/IaJIHOTO UM
HY6J'II/IKyBaHC. Te BxmOYBaT CBHIIO TakKa YTO4YHCHHUC, Y€ II030BABAHUATA B
CbIICCTBYBAIINUTC 3aKOHOBH, IMOA3aKOHOBU H AJIMHHUCTPATHBHU pa3nopez[61/1 Ha
AUPCKTUBUTC, OTMCHCHU C HACTOANIAaTa AUPCKTUBA, CC€ CUUTAT 3a MMO30BABAHUA Ha
HacTodmara AJUPCKTHBA. YcnoBusta u PEABT HaA IMO30BaABaHC CC OHNPCACTIAT OT
ABPIKABUTC YJICHKH.

JbpxaBuTe WwieHKH choOmaBatr Ha KoMucusaTa TekcTa Ha OCHOBHUTE pa3nopendu OT
HAI[MOHAJTHOTO 3aKOHOJATEJIICTBO, KOUTO T€ MpuemMar B o0jacTra, ypelaeHa C
HacTosIIaTa TUPEKTUBA.

Ynen 220

Bruzane 6 cuna

Hacrosiata mupekTuBa BiM3a B CHJla Ha JBAJIECETHS JICH Clie]] IeHs Ha MyOJIMKyBaHETO U B
Oguyuanen secmnuk na Eeponetickus cvios.

Ynen 221
Aodpecamu
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AJlpecaT Ha HaCTOAIIATA JUPEKTHUBA Ca IBPKABUTE YJICHKH.

CscraBeno B bprokcen Ha [...]| roguHa.

3a Esponetickusa napramenm 3a Cveema
Ilpeoceoamen Ilpeoceoamen
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