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or: "eHepanHusa cekpeTapmat Ha CbBeTa

Jo: Jeneraymnte
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OTHOCHO: Mpeanoxexne 3a PEMMAMEHT HA EBPOMENCKMA MAPITAMEHT U HA

CBbBETA oTHOCHO 3acuneHa ponsa Ha EBponenckaTa areHuus rno
rniekapcTBaTa B rOTOBHOCTTA 3a AEWUCTBUS NPU KPM3K 1 yYNpaBneHNeTo Ha
KpW3u Mo OTHOLLEHME Ha NeKapCTBEHUTE NPOAYKTU N MeOULMHCKUTE
nsgenus

— O6uw; nodxod (npuem Ha 15 rHU 2021 2.)

[TpunoskeHo ce u3npaia Ha JejeralluuTe TeKCTHT Ha OOIMINS ITOAX0 MO MPEUI0KEHUETO 3a
pernaMeHT Ha EBponelickus napiaMeHT 1 Ha CbBeTa OTHOCHO 3acuiieHa poJisi Ha EBpomnelickarta
areH1ys 1o JIeKapcTBaTa B TOTOBHOCTTA 3a JICHCTBUS IPU KPHU3H U YIIPABICHUETO HA KPU3H I10
OTHOIICHHEC Ha JICKAPCTBCHUTC MPOAYKTU U MCAUITUHCKUTEC U3CIINA, O)IO6p€H ot CbBera 110
3a€TOCT, COLIMAJIHA MOJIUTHKA, 3/[paBeola3BaHe U MOTPEOUTENCKH BhIIpocH (3apaBeona3BaHe) Ha

HeroBoTo 3802-po 3acenanue, nmposeneHo Ha 15 ronn 2021 r.
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IIpoexT 3a TekcT

HPUJIOXKXEHUE

2020/0321 (COD)

PETJIAMEHT HA EBPOITIEMCKHUSA ITAPJIAMEHT U HA ChbBETA

OTHOCHO 3acujieHa poJis Ha EBponeiickaTa areHunus 1o JieKapcTBaTa B rOTOBHOCTTA 32
JAelCTBUS NPH KPHU3U U YIIPABJIEHNETO HA KPU3H N0 OTHOLIEHHE HA JIEKAPCTBEHHUTE MPOAYKTH

U MEAUIHUHCKHUTE U31C/ITUA

(Texct ot 3nauenue 3a ENMO)

EBPOITEMCKUAT ITAPJIAMEHT U CbBETHT HA EBPOIIEMCKMS CBIO3,

KaTo B3exa npeasuj JloroBopa 3a GpyHKIHOHHpPAHETO HA EBPOIEHCKUS ChI03, U MO-CIIEUATHO

wieH 114 u unen 168, naparpad 4, OykBa B) OT HEro,

KaToO B3CXa IIPCABU/ ITPCAJIOKCHUCTO HA EBpOHeﬁCKaTa KOMUCHUA,

CJICH IpCAaBaHC HA MPOCKTA HA 3aKOHOAATCIIHUA aKT Ha HAHWUOHAJIIHUTC ITapJIaMCHTH,

CJIel KOHCYATanuu ¢ EBponeiickus NKOHOMUYECKH M COUATIEH KOMUTET!,
cien KoHcyaTanuu ¢ Komurera Ha pernoHure?,

B CBOTBETCTBHE C OOMKHOBEHATA 3daKOHOJATEJIHa Mmpouecaypa,

1 OBC[..], [...]r., crp. [...]
2 OBCI...], [...]r., crp. [...]
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KaTo uMart npcaBun, 4c:
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)

G)

4

Cwraacno wienoBe 9 u 168 ot [loroBopa 3a pyHkuuonupaneto Ha EBponeiickus
cbio3 (JPEC) n wien 35 or XapTata Ha OCHOBHUTE ITpaBa Ha EBpomneiickus cpio3 mpu
OTIPE/ICNIIHETO U OCHILIECTBSIBAHETO HA CBOUTE MOJUTHKU U eiHOocTH Chlo3bT TpsiOBa 11a

ocCUrypsaBa BUCOKa CTCIICH HAa 3aKpHJia Ha YOBCHIKOTO 3/IpaBeE.

OnutsT, HATPYyINaH BbB Bpb3Ka ¢ Oe3npeneaenTHara nanaemus or COVID-19, nokasa, e
Cpr03bT criesiBa J1a 0b/1e M0-e()eKTUBEH B YIIPABICHUETO HA HAIMYHOCTTA HA JIEKAPCTBECHH
NPOIYKTH M METUIIMHCKH U3JIETHS U B pa3pab0TBAaHETO HAa MEIUIIMHCKU MEPKH 3
IPOTUBOJCHCTBHE C LIEJI /1a CE IIPEOAOJIEST 3aIUIAXUTE 32 OOIECTBEHOTO 3PaBe.
Crnoco6noctTa Ha ChI03a 12 HANpaBy TOBa Oelle CHITHO BB3MPEISATCTBAHA OT JIUTICaTa Ha
SICHO OIpe/ielieHa MTpaBHa paMKa 3a YIpaBJICHHE Ha HETOBUS OTTOBOP Ha MaHIEMUSTA, KAKTO
U OT OrpaHMueHaTa CTereH Ha TOTOBHOCT Ha Chlo3a 3a AEUCTBUS B CiIy4ail Ha U3BbHPEIHA
cUTyarys B 00J1acTTa Ha OOIIECTBEHOTO 3/IpaBe, 3acATallla Mo-ToJsIMaTa 4acT OT IbpP)KaBUTe

YJICHKU.

YecTo CII0)KHUTE BEPUTH HA JIOCTABKH HA JICKAPCTBEHUTE MPOYKTH U MEJUIIMHCKHUTE
U3/1eHs, HAlIMOHAJHUTE OTPaHUYCHHS U 3a0paHy 3a H3HOC, 3aTBAPSIHETO HA TPAHUIINTE,
BB3IPEISATCTBAIIO CBOOOTHOTO IBM)KEHUE HA TE3M CTOKH, U HECUTYPHOCTTA, CBBP3aHa C
TAXHOTO MpeAJiaraHe U ThpceHe B KOHTeKcTa Ha nanaemusara or COVID-19 cp3nanoxa
3HAYUTEITHH MPETSATCTBHSA 32 TTIAIKOTO (YHKIIMOHUpPAHE HA eMHHMS 11a3ap U 3a CIIPaBSHETO

ChC CEPHO3HUTE 3aIlIaXxH 3a 00IECTBEHOTO 3/paBe B 1enust Chro3.

KakTo ce BIkK/1a OT peinia J0KIaad Ha EBporieiickus napiaMeHT?, KakTo | OT JUCKYCHHTE
10 BpeMe Ha IocieIHuTe npejacenarencTsa Ha CpBera Ha EBponeiickust ¢bro3, CIPaBSHETO C
npo0JieMa 3a HeIOCTUTa Ha JIEKAPCTBEHU MPOAYKTH OTJIaBHA € IPUOPUTET HA JbpKABUTE

YJICHKHU U Ha EBpOHeﬁCKHH nmapJIaMEHT.

Pezomonms Ha EBponeiickust napiameHT oT 17 centemBpu 2020 r. OTHOCHO HEOCTUTA HA
JIeKapcTBa — CIIpaBsiHe ¢ Bb3HUKBAI mpodiem (2020/2071(INT))
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®)) [Mangemusita or COVID-19 nosene no 3aapi0oyaBaHe Ha MpoOieMa ¢ HeIOCTUra Ha
OTIPEJICTICHU JICKAPCTBEHHU MPOJIYKTH, CYMTAHH 32 KPUTUYHO BAXKHH 3a CIIPaBsIHE C HEsl, U
MoKa3a CTPYKTYPHHUTE OrpaHHYCHHs Ha criocoOHocTTa Ha Chro3a J1a pearupa Obp30 1
e(heKTUBHO Ha TaKWBa MPEIU3BUKATEIICTBA [0 BPEME Ha KPHU3H, 3acsAraiiy oOIeCTBEHOTO
3/IpaBe.

(6) bop3zara eBomonus Ha COVID-19 u pasnpoctpaneHHETo Ha BUpyca JA0Be10Xa 10 PSI3KO
yBeJIUYaBaHE HA ThPCEHETO HA MEAUIIMHCKH U3EIIUsl, KaTO HallpUMeEp anaparu 3a
BEHTUJIAIUS, XUPYPTUUECKHU MACKU U TecToBU KoMmIuiekT 3a COVID-19, a npekbcBaHEeTO HA
IIPOM3BOJICTBOTO HJIM OTPAHUYEHUSAT KalaluTeT 3a Obp30 yBEIMYaBaHE HA MPOU3BOJCTBOTO,
KaKTO U CIIO)KHOCTTA U TTIO0ATHUSAT XapaKTep Ha BEPUTHTE HA JOCTaBKU HA MEIULIUHCKU
U3JIENNsl, OKa3axa OTPULIATEIHO Bb3AEHCTBUE BbPXY MpeularaHeTo. BenencTeue Ha Te3u
poOJIeMU HOBU MIPEANPHUATHSI CE€ BKIIOUMXA B IIPOU3BOJICTBOTO HA T€3U MPOYKTH, KOETO OT
CBOsI CTpaHa JIOBEJIE J0 3aTPyAHEHUS TP OLICHSIBAHETO Ha ChOTBETCTBUETO, KAKTO U JI0
HIMPOKOTO PA3MPOCTPAHEHUE HA HECHOTBETCTBAIIM, HEOE30MACHH, a B HIKOU CIIy4au U
banmupunupanu npoayktu. [1o Ta3u npuunHa e nenecbo0pa3Ho Aa ce ch3aauat
IBJITOCPOYHU CTPYKTYPH B paMKUTE Ha MOoAXoAs1 oprad Ha Cblo3a, 3a Jla ce rapanTupa
MOHUTOPUHT HA HEJAOCTUTA HA MEIUIIMHCKU U3/IeNUs B PE3YyTaT Ha U3BBHPEAHHN CUTYAIlUU B

obnacTTa Ha 0OIIECTBEHOTO 3/[PaBe.

(7) Hecurypnocrra Ha mpeajiaraHeTo U ThPCEHETO U PUCKBT OT HEIOCTUT HA OCHOBHU
JIEKapCTBEHH MPOIYKTH U MEIUIIMHCKHU U3/IENIUs 10 BpEMe Ha U3BBHPEIHA CUTYallUs B
obJyacTTa Ha OOIIECTBEHOTO 3/paBe kKaTo manaemusaTa or COVID-19 morar na noBenar 1o
BBBEK/IAaHE HA OTPAaHUYEHUS HA U3HOCA B JbP’KABUTE YICHKH U HA JPYT'H HAIIMOHAIHU
3alllUTHU MEPKH, KOETO MOJKE Jia MOBJIHSIE CEPUO3HO HA () YHKIIMOHUPAHETO Ha BHTPEIIHUS
na3zap. OCBEH TOBa HEJJOCTUT'BT Ha JICKAPCTBEHHU MPOIYKTH MOXKE J1a Ch3/1aJle CEPUO3HU
PpHYCKOBeE 3a 3/IpaBeTo Ha narueHTuTe B Chro3a mopaju JurncaTa Ha TAKMBa MPOIYKTH, KOETO
MOJKe Jia TOBEIe Ja TPELIKH MPH JIEKapCTBEHATa Teparnusi, MO-MPOIbIKUTENCH OOTHUYEH
MIPECTON U HEXKEJIaHU PEAKIIUU MTOPAI MPUIIATAaHETO Ha HEMOIXOIAIIN TPOIYKTH,
M3M0JI3BaHU KAaTO 3aMECTHUTE] Ha HEHAIMYHKUTE TakuBa. 1o oTHOIIEHHE HA METUIIMHCKUTE
W3JIeNUs HEJJOCTUT'BT MOJXKE J1a JOBEJIE JI0 JIUTICA Ha PECYPCH 3a IMarHOCTHKA C OTPUIIATEITHU
MOCJIEJICTBHS 32 MEPKUTE B 00J1acTTa HAa OOIIIECTBEHOTO 3/IpaBe, JIUICA Ha JICUCHUE WU
BJIOIIIAaBaHE Ha 3a00JIIBAHETO U MOXKE J1a MOMPEUN Ha METUITMHCKUTE CICIIUAIIUCTH J1a
W3OBIHABAT 3aJJa4UTE CU IO MOAXOAAI HauMH. T031 HEJOCTUT MOJKE CBIIIO TaKa Jia MMa
3HAUUTENIHO BB3/IEUCTBHE BbPXY KOHTPOJIMPAHETO HA PA3MPOCTPAHEHUETO HA J1aJIeH
MaTOreH, HallpruMep OpaJu HEJOCTaThUHOTO CHaO sBaHe ¢ TecToBU KomruiekTu 32 COVID-
19. CnenoBaTeHO € BaXKHO J1a ce 00bpHE BHUMAaHHUE Ha BHIIPOCA 32 HEJIOCTUTA U 1A CEe
IIOACHUIIN U (bopManmI/Ipa MOHI/ITOPI/IHFT)T Ha KpI/ITI/I‘IHO BAXXKHHUTC J'IeKapCTBeHI/I HpOI[yKTI/I nu

MEIUIIMHCKU U3IEIINA.
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[To BpeMe Ha U3BBHPETHU CUTYAIMH B 00JIACTTa Ha OOIIIECTBEHOTO 3/IpaBe Clie/Ba
BB3MOXKHO Hal-Obp30 1a ObAaT pa3paboTeHu Oe30macHu U ePUKACHU JICKAPCTBEHU
NPOJIYKTH, C KOUTO Ce JIEKYBAT, MPEJAOTBPATABAT UM TUATHOCTUIIMPAT 3a00JIIBaHUITA,
NPUYHHSBAIIM TAKWBA U3BBHPEIHU CUTYAIlUH, U J]a CE OCUTYPH HAJTMYHOCTTA UM B PAMKHUTE
Ha Cpro3a. [Tannemusta or COVID-19 cbiio Taka pa3kpu HeOOXOAUMOCTTA OT
KOOpAWHHPAHC HA OUCHKUTEC U 3aKJIFOUCHUATA OTHOCHO MHOT'OHAIMOHAJIHUTC KIIMHUYHA
U3IUTBAHUS, KAKTO B MOMEHTA TOBA CE MPaBH Ha JJOOPOBOJIHU Havyalla OT KIIMHUYHUATE
EKCIIEPTH Ha JbPKABUTE WICHKH, KAKTO M KOHCYJITAIIUUTE HAa paBHUIETO Ha Chro3a
OTHOCHO HM3II0JI3BAHETO HA JICKAPCTBEHH MPOAYKTU B HAIIMOHATHHUTE IIPOTPaMH 3a
najraTUBHA yrnotpeda Wi U3BbH paspelieHuTe uM B Chi03a OKa3aHHsl, KOSTO BOIH 10
3a0aBsHE HAa MPUEMAHETO Ha PE3YJITATUTE OT U3CIICIBAHUATA U HAa Pa3pab0TBAHETO U
OCUTYPSIBAHETO HA HAJJMYHOCT HAa HOBH JICKAPCTBA WJIM JICKAPCTBA C HOBU TEPATICBTUYHH

IIOKa3aHus.

I[To Bpeme Ha nmanaemusita or COVID-19 TpsabBaime na 6b1aT Hameperu ad hoc pemeHus,
BKIIFOUMTEJIHO YCIOBHU criopazymeHus mexxay Komucusita, EBponeiickara areHuus no
nekapcTBara (,,AreHiusaTa®), THTYJASpUTE Ha pa3pelieHus 3a ThProBusl, IPOU3BOAUTEINTE U
JTbp)KaBUTE WICHKH, 32 J1a Ob/Ie MOCTUTHATA LIeNTa 1a ObAaT OCUrypeHu 0e30macHu u
e(dukacHu JeKapcTBEHU MpoayKTH 3a jJedeHue Ha COVID-19 unu 3a npenoTBpatsiBane Ha
pa3NpoCTpaHEHUETO MY U 3a YJIECHSIBaHE U YCKOPSBAaHE Ha pa3pa0OTBAHETO U U3/1aBAHETO

Ha Pa3pelICHUC 3a ThPTroBUs 3a JICUCHUATA U BAKCUHUTC.

CJ'IC,[[OB&TCJ'IHO, 3a 1a CC rapaHTupa HO-,Z[06pOTO q)YHKL[I/IOHI/IpaHe Ha BbTPCIIHUA I1a3ap Ha
TE3U MPOAYKTH U Ja CC TOIIPHUHECE 3a BUCOKA CTCIICH HAa 3aKpHJia Ha YOBCIIKOTO 3/IpaBe, €
ueneCLo6pa3Ho Ja ce cOmKar paBujiaTa OTHOCHO MOHUTOPHHTI'a HAa HCIOCTUTA HA
JICKAPCTBCHU MMPOAYKTH U MCAUIIUHCKH U3JCIHA U [1a CC YIICCHAT HAYYHUTC U3CJIICABAHUA U
p83pa6OTBaHCTO Ha JICKapCTBCHU MMPOAYKTHU, KOUTO MOKE Ja UMAT IMOTCHIIUAJI 3a JICUCHUC,
MPEBCHLUA WK JUAarHOCTUKA Ha 3a6OJ'I$IBaHI/I$ITa, IMPpUYUHABAIIW KPU3H, 3acCATalnu

001IeCTBEHOTO 3/IpaBe.
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C HacToSIIUs PETJIAMEHT CE MU J1a Ce TapaHTHpa TTIaAK0TO (GYHKIIMOHUPAHE Ha
BBHTPEIIHUS T1a3ap M0 OTHOIIEHUE HA JICKAPCTBEHUTE MIPOAYKTH U MEIUIIMHCKUTE U3]ICIHS,
KaToO OCHOBHOTO IIPH TE3H IIeJIU € J1a C€ OCUTYPU BHCOKA CTEIEeH Ha 3aKpujia Ha YOBELIKOTO
3npaBe. OCBEH TOBa C HACTOSIIUS PETJIIAMEHT CE 1IeJIU Ja Ce TapaHTHpaT KaueCTBOTO,
0e30MmacHOCTTa U €UKACHOCTTA HA JIEKAPCTBEHUTE MPOTYKTH, KOUTO UMAT TIOTESHITUA 32
0op0a ¢ M3BBHPEIHUTE CUTYAIIMHU B 00JIaCTTa Ha OOMIECTBEHOTO 37paBe. CTPEMEXBT € U
JIBETE 1IeJIU, KOUTO Ca HEpa3pUBHO CBbP3aHM U €JHAKBO Ba)KHU, JAa ObJIaT MOCTUTHATU
€THOBPEMEHHO C HacTosus perjaaMent. [1o otHomenue Ha wien 114 or JJOEC ¢
HACTOSIIUS PETJIAMEHT CE YCTAHOBSIBA paMKa 32 MOHUTOPHHT M JIOKJIaIBaHe HA HEIOCTHUTA
HAa JICKAPCTBEHU MPOAYKTH U MEIULIMHCKH U3JICIHS 110 BpeMe Ha KPH3H, 3acsATallu
oOmiecTBeHOTO 3/paBe. [lo oTHomenue Ha uneH 168, maparpad 4, 6yksa B) ot JPEC B
HACTOSIIHUS PErJIaMeHT ce MPEABIK/A MoAcCHIeHa paMka Ha Cblo3a, KOSTO J1a TapaHTHpa

KayeCTBOTO U 0€30I1aCHOCTTA Ha JICKAPCTBCHUTC MPOAYKTU U MCIAUIUHCKUTE U3 ACTIUA.

3a ;1a ce moo0pAT TOTOBHOCTTA 32 IEUCTBUS IIPU KPU3H U YIIPABICHUETO Ha KPU3H 110
OTHOILIEHHE Ha JIEKAPCTBEHUTE NPOAYKTH U MEIULIMHCKUTE U3AEIHS U 1a CEe TOBUILU
U3JPBKIUBOCTTA U YBEIMYH colnfapHOCTTa B Lenus Chro3, ciesiBa Aa ObJaT U3sCHEHH
IPOLEAYPUTE U CbOTBETHUTE POJIM U 3abJDKEHUS HA PA3JINYHUTE YYaCTBALU CYOEKTH.
Pamkara cnenBa na ce ocHOBaBa Ha ad hoc peleHusTa 10 TO3U MOMEHT B OTTOBOpPA Ha

nagnemusata or COVID-19.
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CrnenBa na 6b/1e ch3/1aJieHAa XapMOHU3HPAHA CHCTEMa 32 MOHUTOPUHT Ha HEJOCTUTA Ha
JIEKAPCTBEHU MPOAYKTH U MEIULIMHCKHU U3JIETHS, KOETO LIE YACCHU MOAXOISIINS JOCTHII A0
KPUTUYHO BAKHU JICKAPCTBEHU MPOIYKTH U MEAUIIMHCKU U3/CIIUS 10 BpEME Ha U3BbHPETHU
CUTyaIuu B 00J1acTTa Ha OOIIECTBEHOTO 3/IpaBe U CHOUTHS C TOJIIM Mamiad, KOUTO MOXKE J1a
MMaT CEPHO3HO BB3/ICHCTBHE BHPXY OOIECTBEHOTO 3/IpaBe U HE MOTarT Ja ObaaT
MIPEOJIOJICHH B JIOCTaThYHA CTETICH OT ChOTBETHUTE AbPKaBU WICHKHU. Ta3u cucremMa cienpa
na ObJe TOMBITHEHA ¢ TOI0OPEHU CTPYKTYPH, 32 Jla Ce TapaHTHUpPa IMOAXOASIIOTO
yIpaBJIeHUE Ha KPU3UTE, 3acsraniy oOLEeCTBEHOTO 3/[paBe, U Jla C€ KOOPIAUHUPAT U
MPEIOCTABSIT KOHCYJITAIMU OTHOCHO HAYYHHUTE U3CIIEABAHMS M pa3pad0TBaHETO Ha
JIEKapCTBEHH MPOAYKTH, KOUTO MOXKE J1a UMaT MOTSHITMAI JIa TOMOTHAT 3a MPEOI0ISIBAHETO
Ha U3BBHPEIHU CUTYaI[MH B 00JIacTTa Ha OOIIECTBEHOTO 3/paBe. 3a Ja ce yIecHST
MOHUTOPHUHT'BT M IOKJIAJIBAHETO HAa TOTCHIIMAIHUS WM PEATHHSI HEIOCTUT HA JIEKAPCTBCHH
MPOJIYKTH U METUIIMHCKH U3JIeNHsl, ATEHIMITA ClIe[[Ba Ja MOKE Jla M3UCKBA U Jia MoJydyaBa
uH(OpMaIYs U JaHHU OT ChOTBETHUTE TUTYJISIPU Ha Pa3peIICHUs 33 ThPTroOBUs,
MIPOU3BOUTENN U IbPKaBH YICHKU ITOCPEICTBOM OIPEICIICHUTE 3B€HA 32 KOHTAKT. ToBa He
cleqBa Ja 3acsra 3aJbJDKEHUETO Ha TUTYIISIPUTE Ha pa3pelieHus 3a ThProBus 1o wieH 23a
ot dupextuna 2001/83/EO na yBemomsBaT Ibp>KaBUTE WIEHKU, KOTaTO MPOTYKTHT
IpecTaHe /1a ce MycKa Ha ma3apa Ha Ta3u AbpiKaBa WIeHKa, U 33]IbJDKEHUETO 1o wieH 81 ot
JHupextusa 2001/83/EO Ha TuTYNIsIpUTE HA pa3pelICHUs 32 THPTOBUS U AUCTPUOYTOPHUTE HA
€Ipo Ja rapaHTUpaT B pAMKUTE HA OTTOBOPHOCTUTE CH MOJIXOISIIN U HEMPEKbCHATH
JIOCTaBKH Ha TO3M JIEKAPCTBEH MPOAYKT 3a alTEKUTE U JIUIaTa, Ha KOUTO € Pa3pelieHo aa
JOCTaBAT JIEKApPCTBEHU MPOJYKTH, TaKa 4e€ Jia C€ MOKPHUAT HYKIUTE Ha MalUEHTUTE BHB

BBIIPOCHATA AbprKaBa YJICHKA.

B cnyqaﬁ 4C pCaIIHOTO 6’5,[[6]].[0 THPCCHC HE € U3BCCTHO MMOpaau CHOUTHE C TOJISIM Mama6
HJIM U3BBHPCIHA CUTyallus B o0Onacrtra Ha 06III€CTB€HOTO 3paBcC, € BaAXXHO Ja CC HAIIPAaBAT
nparMaTu4iH IpOTHO3HU 3a TBPCCHCTO Ha OIIPCACICHHU JICKAPCTBA YPE3 U3IIOJI3BAHC HA Hal-
AOCTOBCpHATA HAJIMYHA I/IH(i)OpMaHI/ISL B T031 KOHTEKCT IJIAaHUPAHUTC MUHUMAJIHU 3al1aCu U
HaJIMYHHUTC 3a11aCu CJICABA Ja CC C’b6I/IpaT " B3EMaT NpeaABUI IIpu OMPECACIIAHETO Ha
THPCCHCTO, NOKOJIKOTO TOBAa € Bb3MOXHO. Tazu I/IH(I)OpMaI_[I/ISI € OT CbIICCTBCHO 3HAYCHHUC 3a
MMPAaBUJIHUTC KOPCKIHUHU B IPOU3BOJACTBOTO HaA JICKAPCTBCHU NMTPOAYKTH, 3a Oa CC n30erue uin
IIOHEC Ja C€ CMCKYH BBBJICP'ICTBHGTO Ha Hegoctura. Koraro o0aue HIMAa HAJTUYHU JaHHHU 3a
3alaCcuTe UK T€C HE MOorart aa 6’[)213 NpeaoCTaBCHU opagnu MHTEPECHU, CBBP3aHU C
HallMOHaJIHAaTa CUTYPHOCT, ABPKABUTEC CJIC/ABA J1a IPEIOCTABAT HA Arenmusara IMPOTrHO3HU

JaHHH 3a obemuTe Ha TBHPCCHCTO.
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OmnepatuBHara ¢asa oT paboTara Ha ppKOBOJHHUTE Ipynu 1 PaboTHara rpyma 3a
M3BBHPEIHNUTE CUTYallUU, IPEABUIECHN B HACTOALLMS PEIJIAaMEHT, CJIE/iBa J1a ce 3ajeiicTBa ¢
MpPU3HABAHETO HA HAJIMYKME HA U3BbHPE/IHA CUTYalus B 00JJacTTa Ha O0IIECTBEHOTO 3/IpaBe B
crotBeTcTBUE ¢ Permament (EC) 2020/[...] OTHOCHO TpaHCTpAaHUYHUTE 3aIlJIaXH 3a 3/[PaBETO
u, 1110 ce OTHacs 0 PpKoBOHATA IpyIIa 32 HEJOCTUT A HA JIEKApCTBAa — HA ChILECTBYBAHETO
Ha cpOuTHe ¢ rosiM Mamad. CienBa 1a ce rapaHTHpa U HEIPEKbCHAT MOHUTOPUHT HA PUCKA
3a OOILIECTBEHOTO 3/ipaBe, NPUYUHEH OT CHOUTHS C TOJISIM Mallad, BKIFOUUTETHO MPOOIeMH,
CBBP3aHU C MPOU3BOJICTBOTO, MPUPOTHHU OEICTBUSI U OMOTEPOPU3BM, KOUTO UMAT
MOTEHIIMAJ JIa OKaXaT Bb3/IHCTBUE BbPXY KaUeCTBOTO, 0€30IaCHOCTTA, €(hUKACHOCTTA WIH
IpeJyIaraHeTo Ha JIEKapCTBEHU NpoAyKTU. OCBEH TOBA IIPU TO3U MOHUTOPUHT CJIE/BA Ja CE
B3eMart MpeJIBU]l IPUHLUIINTE Ha 1Moaxo/a ,,EnHo 3apaBe”, MO-KOHKPETHO Ype3 MpU3HABaHE
Ha 3HAYCHHMETO Ha MYJITUAUCIHUILTMHAPHUS [TOAXO0/] M B3aUMOBpPB3KaTa MKy Xopara,

JKUBOTHUTC U PACTCHUATA U TAXHATA 0611121 OKOJIHA Cpeaa.

ITo oTHOLIEHNE HA JIEKAPCTBEHUTE IIPOAYKTH Clle[Ba 1a Ob/e Ch3/1a7cHa U3IbIHUTEIHA
PBKOBOJIHA IPyIa B paMKHUTE Ha AT€HLIUATA, 32 1a CE rapaHTHpa pelInTe/IHa peaKyus Ha
CbOUTHATA C FOJISIM MaIad U Jja ce KOOpIAUHHUPAT CHEIIHUTE JelcTBUS B paMKuTe Ha Chro3a
BBB BPb3Ka C YIIPABJICHUETO Ha BBIIPOCH, CBbP3aHU C MPEJIaraHeTo Ha JIEKapCTBEHU
IpOAYKTU. PbKOBOHATA rpyna ciieBa J1a U3rOTBU CIIUCHIU HA KPUTUYHO BAXKHUTE
JIEKapCTBEHU MTPOJYKTH, 3a J]a CE rapaHTUpa MOHUTOPHUHT Ha TE€3H NMPOAYKTH, U J1a MOXKE J1a
IPEOCTaBs KOHCYITALUU OTHOCHO HEOOXOIMMUTE AEUCTBUS, KOUTO TpsIOBa Ja ce
IpeanpuemMar, 3a J1a ce rapaHTupa KadecTBOTO, 0€30MaCHOCTTa U e(hUKACHOCTTA Ha
JIEKapCTBEHUTE MPOAYKTH U Jia C€ OCUTYpPH BUCOKA CTEIEH Ha 3aKpHJla Ha YOBEIIKOTO

3IIpaBe.

W3nbaHuTEeNHATa PHKOBOHA TPYIa 32 HEAOCTUTa U 0€30M1aCHOCTTAa Ha JIEKAPCTBEHH
MIPOJIYKTH CJIE/IBA J1a C€ BH3IOJI3BA OT OOIIMPHUTE HAYYHH EKCIIEPTHH MO3HAHUS Ha
AreHIUsTAa 110 OTHOIIIEHHE Ha OIIEHKATa ¥ HAJA30pa Ha JIEKAPCTBEHH MPOAYKTH U J1a pa3BUe
OlIlI€ MTOBEYE BOJIEIATa PoJisi Ha AT€HIMATA 3a KOOPAUHUPAHE U MOAIIOMaraie Ha OTTOBOpa

BBB BpPb3Ka C HENOCTHUTra 10 Bpeme Ha nanaemusta or COVID-19.
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1)

3a 1a ce rapaHTHpa, Ye 10 BpeMe Ha U3BBHPEIHU CUTYallMu B 00JacTTa Ha OOIIECTBEHOTO
31paBe B pamkuTe Ha Chro3a MOke Ja ObAaT pa3paboTBaHU U OCUTYPSIBaHU BH3MOKHO Haii-
0bp30 Oe30IacHU, BUCOKOKAYECTBEHH U e(UKACHH JICKAPCTBEHU MPOTYKTH, KOUTO UMaT
MOTEHIIMaN J1a TOMOTHAT 3a MPEOAOIBAaHETO HAa U3BBbHPEIHUTE CUTYAIlH B 00JIacTTa Ha
00IIECTBEHOTO 3/IpaBe, B paMKUTE Ha AreHIHsTa clie/iBa Aa Obae ch3aneHa paboTHa rpymna
3a U3BBHPEIHUTE CUTYALIUHU, KOSTO Aa IPEAOCTaBsl KOHCYJITALUA OTHOCHO TE3HU JIEKapCTBEHU
npoaykT. PaboTHara rpyna 3a U3BbHPEIHUTE CUTYAIMU CJIECABA Ja IPEeI0CTaBs OE3IIaTHO
KOHCYJITAIMH 110 HAYYHH BBIIPOCH, CBBP3aHH C Pa3padOTBAHETO HA JICUCHUS U BAKCUHU U
MPOTOKOJIUTE OT KJIMHUYHU U3MUTBAHUS, HA OpraHU3aI[MUTe, KOUTO Y4acTBaT B TSIXHOTO
pa3paboTBaHe, KaTo HapuUMep TUTYJSPUTE HA Pa3pelICHUs 3a ThProBUs, CIOHCOPUTE Ha
KJIMHUYHH W3MUTBAHMS, OPTaHUTE B 00JIaCTTa HA OOIIECTBEHOTO 37]paBe M aKaJeMUYHHUTE
Cpelu, HE3aBUCUMO OT KOHKpETHAaTa UM poJisi B pa3pad0TBaHETO HA TaKMBa JIEKapCTBEHU
npoAyKTu.PemenusTa OTHOCHO 3asBICHUITA 32 KIMHUYHU U3IIUTBAHUS CJIE€/IBa Ja OCTaHAT B
paMKUTE Ha OTTOBOPHOCTUTE Ha IbPKaBUTE WIEHKU B choTBeTCTBUE ¢ Permament (EC) Ne
536/2014.

JeitnoctTa Ha PaGoTHaTta rpymna 3a u3BbHPEAHUTE CUTYAIlMU ClIeJBa 1a Ob/ie OT/IEIHA OT
JIEHHOCTTa HAa HAYYHUTE KOMUTETH Ha ATCHIUATA U CJIEJIBA Jla C€ U3BBPIIBA, O€3 Ja ce
3acsarart HaquI/ITe OIICHKHU HAa TC31U KOMUTCTH. Pa6OTHaTa rpyna 3a I/I3B’I)HpeI[HI/IT€ CI/ITyaIII/II/I
CJeBa J1a MPEJOCTaBs KOHCYJITAUU U TPENOPHKMA OTHOCHO M3MOJI3BAHETO HA JICKAPCTBEHU
NpOAYyKTU B Gopbara cpelry 3a00yIBaHETO, MPUUMHUIIO KpU3aTa, 3acsraiia o0IIeCTBEHOTO
3npaBe. KOMUTETHT 10 IeKapCTBEHUTE MPOIYKTH 32 XyMaHHA yIoTpeda clie/iBa 1a MOXKe Ja
M3I0JI3BA TE3U MPEIIOPBKU, KOraTO U3rOTBS HAyYHU CTAHOBHUILA OTHOCHO NAJIMaTHBHATA
ynotpeba WK Ipyry BUJIOBE yoTpeba Ha paHEH eTall Ha JaJIeH JIEKapCTBEH MPOIYKT,
MPEIU W3AaBAaHETO HA PAa3pEIIEHUETO 3a ThPTrOBHUSL.

Cp3naBanero Ha PaboTHaTa rpyna 3a U3BbHPEAHHUTE CUTYALlUU CIIE/IBA Ja C€ OCHOBaBa Ha
NOJIKpenara, peocTaBeHa oT AreHuusira 1o speme Ha nanaemusara or COVID-19, no-
CHELHATHO 110 OTHOLIEHNE Ha HAYYHUTE KOHCYJATALlUU OTHOCHO pa3pab0TBaHETO Ha
KJIMHUYHU U3IATBAHUA U HA IPOJYKTH, KAKTO U Ha MPETJIEaa Ha TEKYIla OCHOBA Ha
HOBOIOSBSIBAIIM C€ IaHHHU, T. €. HEIPEKbCHATO, 3a J1a CE OCUT'YPH Bb3MOKHOCT 32 110-
e(uKacHa OlIeHKa Ha JIEKapCTBEHUTE MPOAYKTH, BKIIFOUUTEIIHO HA BAKCUHUTE, II0 BpeMe Ha
M3BBHPEIHU CUTYalluu B 00JacTTa Ha O0IIECTBEHOTO 3/IpaBe.

[Tpy HEOOXOIMMOCT M KaTo c€ UMa IPEABHI, Ue JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHA
yrnoTpeda Morat Jja OKaXkaT Bb3JCHCTBUE BbPXY BETEpUHAPHUS CEKTOD, CIIE/IBA Ja ce
IPEIBUIAT TECHU BPB3KU C HALIMOHAIHUTE KOMIIETEHTHU OpraHy 3a BETEpUHAPHUTE
JIEKapCTBEHU MPOTYKTH.
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OTaenHuTe HAYIHOU3CIIEIOBATEIICKH 3BEHA MOTaT JIa Ce IOTOBOPSAT 3a€IHO WIIH C JApyra
CTpaHa J1a U3IBJIHSIBAT POJIsATa HA CIIOHCOP, 3a J1a U3TOTBAT SIMH XapMOHHU3UPaH MPOTOKOJ
Ha KJIMHWUYHO M3MUTBaHe 3a 1neyiust Chio3, Makap 4e OMUTHT 110 BpeMe Ha MaHAEMUATa OT
COVID-19 nokasa, 4e € TpyAHO Ja ObJaT peau3upaHy HHUITMATUBU 3a Ch3/aBaHe Ha
roJIEMH MHOTOHAIIMOHAITHU U3MUTBAHUS TIOPA/IX JIUIICAaTa Ha €IMHHO MMPaBHO 00pazyBaHUE,
KOETO J]a MOXKeE JIa TOeMEe BCHUKUTE OTTOBOPHOCTH M ISHHOCTH Ha CIIOHCOP B pAMKHUTE Ha
Crpl03a, KaTo B CHIIIOTO BPEME B3aMMO/ICHCTBA ¢ MHOTO JbpkaBH WieHkH. [1o Ta3u npuynHa
€ 1eechbo0Opa3Ho ATCHIMATA /1a ONIPEIeIis U YISCHSIBA OCBHIIESCTBABAHETO HA TAKMBA
WHUILIMATUBH, KAaTO MPEJOCTaBs KOHCYJTAIlUA OTHOCHO Bb3MOKHOCTHUTE Jla IHCTBA KaTo
CIIOHCOP WJIH, KBACTO € MPHIIOKUMO, J1a OTIPE/ICTN CbOTBETHUTE OTTOBOPHOCTH KaTO €IUH
OT CIIOHCOpHTE B choTBeTCcTBHE C WieH 72 oT Pernament (EC) 536/2014. [Togo6en moaxon
Ou yKpenui1 HaydHou3clieoBaTenckara cpeaa B Cbhro3a, Ou HaChpUIl XapMOHU3UPAHETO U
Ou crioMorHai 3a u30sArBaHe Ha MOCJIEBAIIO 3a0aBSHE MPYU UHTETPUPAHETO HA PE3yATATUTE
OT HayYHUTE U3CJIEIBaHUs B MIPOlleca Ha W3/1aBaHe Ha pa3pelIeHHe 32 ThProBHsl.
Cnoncopute Ha Chro3a OMxa MOTJIM J]a Ce BB3IIOI3BAT OT MpeaocTaBeHOTO OT EC
dbuHaHCHpaHe 32 HAYYHH U3CIICIBAHUS, HATMYHO 110 BpEMe Ha U3BbHPEIHATA CUTYAIUs B
o0yacTTa Ha OOIIECTBEHOTO 3/IpaBe, KAKTO U OT CHIIECTBYBAIIUTE MPEKH 32 KIIMHUIHH
W3MATBAHUS 32 YJIECHSBAaHE Ha pa3pabOTBaHETO, MPHUJIATaHETO, MTOIaBAHETO HA 3asBJICHUE 32
paspelieHre U MPOBSKIAHETO HA U3MUTBAaHETO. ToBa MoXe Aa Ob/Ie 0COOCHO IIEHHO 3a
U3MUTBAHUATA, U3TOTBEHU OT ChI03a UM OT MEXIyHAPOIHU OpraHU3aIK B 00J1acTTa Ha
00IIECTBEHOTO 3/IpaBEONa3BaHe MM OT HAYYHOU3CIIEIOBATEIICKA OpraHU3aIiu.

ITo oTHOIICHNE HAa MEAUITUHCKUTE U3ACIHS CAeABA 1a ObAC Ch3/1aJIcHa U3ITBIIHUTEIIHA
PBKOBOJIHA TPyTIa 32 MEUIIMHCKUTE U3/IENHS, 3a a C€ KOOPAMHHUPAT CIICITHUTE JCHCTBUS B
pamkuTe Ha Chr03a BBB BpBh3Ka C YIIPABIECHUETO HAa BBIIPOCH, CBBEP3aHU C THPCEHETO U
MpeJIaraHeTo Ha MEIMIIMHCKY U3IeIIUs, U J1a C€ M3TOTBU CIIUCHK HA KPUTHUYHO BAXKHUTE
MEAWIIMHCKY U3/IeTUs B Clydail Ha M3BBHPEIHA CUTYAIls B 00J1acTTa Ha OOIIECTBEHOTO

31IpaBe.

C nen ga ce cbCTaBHU CNMCHK HA KPUTUYHO BAXKHUTE MEIULIMHCKU U3/I€NUS U Ja CE€ YIECHU
MPOIIECHT HA MOHUTOPUHT, TIPOU3BOJAUTEIUTE WIH TEXHUAT YITBIIHOMOIICH MPECTABUTEN U,
KOraTo € He0OX0MMO, ChOTBETHUTE HOTHU(HUIIMPAHU OPTaHH CJlIe/[Ba Ja TIPEIOCTaBAT
rckaHaTa uHpopmaius. B KOHKpeTHU CUTyaIlii, a MUMEHHO KOTaTo J1aJieHa JbpKaBa YWiICHKa
00OMHCISI HEOOXOAMMOCTTA OT MPEABMK/IaHE HA BpEMEHHU OCBOOOXK/IaBaHMsI ChITIACHO YICH
59, maparpad 1 ot Permament (EC) 2017/745 unu unen 54, naparpad 1 ot Pernament (EC)
2017/746 c uen cMek4aBaHe Ha TOTCHIUATHUS UM IEHCTBUTETHUS HEJJOCTUT Ha
METUITMHCKH U3/IETHS ¥ MEIUIIMHCKY U3/IeTTUS 32 UHBUTPO AUArHOCTHUKA, BHOCUTEIISAT U
JTUCTPUOYTOPHT CJIE/IBA CHINO TaKa Ja UTPaAsT BayKHA POJIS TIPU MPEIOCTABIHETO Ha
rcKkaHaTa nHGOpMaIHs, aKo MPou3BoIuTENAT N3BbH EC HE € onmpenenus yIrbIHOMOIIEH
MpPEICTABUTEIL.
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Karo ce uma npensua, ue Koopaunanuonnara rpyna no meauuuackure usnenus (KI'MN),
ce3nanena ¢ Permament (EC) 2017/745, e opunmanauar popym 3a 00ChKIaHE HA
pPEryJIaTOPHUTE aCMeKTH Ha CEKTOpa Ha MEAUIIMHCKHUTE U3CIIHsI, BKIIOUYUTEITHO HAa30pa Ha
nasapa, u C 11eJI TS J1a JOTPHUHECe ¢ KOMIIETEHTHOCTTA M OIMTA CH 110 OTHOIIICHUE Ha
MEAWIIMHCKUTE U3/ICIIHs, HEOOXOIMMHU 32 MOHHUTOPHUHTA i CMEKYaBaHETO Ha HEJIOCTUTa Ha
KPUTUYHO BaXXKHU MEAUIIMHCKU U3aenus, U3nbiHuTenHaTa PhKOBO/IHA IPYyIIa 32 HEIOCTUTA
Ha MEJUITMHCKH M3JIENHS CJIeIBA IO 1EJIEChOOPA3HOCT J1a MOIbPKaA TECHU BPB3KH C
KI'MU. EdextuBnara koopaunanus ¢ KI'MU 6u mMoruia na 6b/11e mosie3Ha 3a onpeIesHeTo
HA CMHUCHKA Ha KPUTHUYHO BOXKHUTE MEIULIMHCKH U3JIEHs U MH()OPMAIIUATA, KOSITO TPOBa
Jla Ce MPEIOCTaBsA, KAKTO M 3a IPUEMAHETO Ha MPENOPHKH OT cTpaHa Ha M3mbiaHuTenHara

PBKOBOAHA I'pyIlia 3@ HEAOCTUTI'da HA MCAULIMHCKH U3CIINA.

C HacTosmus periaMeHT Ha AreHuusTa ce MpeloCcTaBs ChLI0 POJIATa 1a OJKpeIs
€KCIIEPTHUTE IPYNH 3a MEAULUHCKUTE U3/EIns, ONPEeIeeHH chIilacHO Pemenue 3a
wsnbinenre (EC) 2019/1396 na Komucusra®, ¢ men npeaocraBsHe Ha HE3aBUCMMA HAYYHA U
TEeXHUYECKa OMOII Ha Jbp>kaBuTe wieHku, Komucusta, KI'MU, Hotuduumpanute opranu

H IIPOU3BOAUTCIIUTC.

Pemenue 3a uznbanenue (EC) 2019/1396 na Komucusra ot 10 centemspu 2019 r. 3a
ycTaHOBsIBaHE Ha MpaBuia 3a npunarane Ha Pernament (EC) 2017/745 na EBponelickus
napiaMeHT 1 Ha CbBeTa 10 OTHOLIEHHE Ha ONPEAEISHETO Ha eKCIIEPTHU IPYNH B 00JacTTa
Ha meaunuHckute uznenus (OB L 234, 11.9.2019 r., ctp. 23).
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(27) B nombiaHEHUE KbM TSAXHATA POJIS 32 OIICHSBAHE HA KIMHUYHUTE OLIEHKU U OLIEHKUTE HA
JIEMCTBUETO 32 OMPEICICHU BUCOKOPUCKOBH MEIUIIMHCKU U3/I€NUS U METUIIUHCKH U3JIEIHS
3a MHBUTPO JAMArHOCTUKA B choTBeTcTBUE ¢ Permament (EC) 2017/745% u
Pernament (EC) 2017/746® cbOTBETHO, KaKTO U 3a NPEAOCTABIHE HA CTAHOBHUILA B OTTOBOD
Ha KOHCYJITAIlX OT CTPaHA Ha MPOU3BOAUTEIN M HOTU(PUITUPAHU OPTaHH, EKCIIEPTHHUTE
TpYIU CJe/IBa J1a MPEJOCTABAT HAYUYHO, TEXHUUECKO U KIIMHUYHO ChJICUCTBHE HA IbPKABUTE
ynenku, Komucusara u KI'MU. [lo-crienuanHo rpynuTe ciaeasa Jia TOMPUHACST 3a
pa3paboTBaHETO Ha HACOKHU IO PEAUIIAa BBIIPOCH, BKIIOUUTEITHO KIMHUYHUTE aCIIeKTH U
aCMEKTHUTE Ha JIEUCTBUETO 32 OMPEACIICHU U3/, KATETOPUH WM TPYIU U3JICTUs WU
KOHKPETHHUTE ONACHOCTH, CBbP3aHU C JIaJieHa KaTerOpUsl WK Tpyma U3/eIus, 1a U3TOTBST
HACOKH 3a KJIMHUYHA OLIEHKA U OLIEHKA Ha JIEUCTBUETO B ChOTBETCTBUE C HAll-HOBUTE
MOCTIKEHUS U J1a ChJICHCTBAT 32 UICHTU(UIIUPAHETO HA OMACEHUS U HOBOBB3HHUKBAIIH
BBIIPOCH, CBbpP3aHU C 0€30MMaCHOCTTa U ACUCTBUETO. B TO3M KOHTEKCT EKCIIEPTHUTE TPYITU
3aeqHo ¢ KI'MMU u HeliHuTe TeXHUYECKH TPy OMXa MOTIIH Jia UTPasiT BaXKHA POJIS B
TOTOBHOCTTA 3a ACHCTBUS MPU KPU3H U YIPABICHUETO HA KPU3HU, CBBP3aHU C O0IIECTBEHOTO
3JIpaBe, [0 OTHOILICHUE Ha MEAUIIMHCKUTE U3/IETIHsI, OCOOEHO TE3U C BUCOK PHUCK,
BKJIFOUMTEIIHO U3JICTUATA, KOUTO UMAT IMMOTEHIIUAJIA /1a CE CIIPABAT C U3BBHPEIHHU CUTYaAIlUU
B 00JIacTTa Ha OOIIECTBEHOTO 3/IpaBe, Oe3 J1a ce 3acsAraT 3aJa4nTe U 3aIbDKCHHSTA

cbriacHo Pernament (EC) 2017/745 u Pernament (EC) 2017/746.

Pernament (EC) 2017/745 na EBponeiickust napiament 1 Ha ChpBeTa oT 5 anpuit 2017 1. 3a
MEIUIIMHCKUTE U3enus, 3a usMeHenue Ha Jlupexkrusa 2001/83/EO, Pernament (EO)

Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a otmsiHa Ha qupektuBu 90/385/EMO u
93/42/EMO na Ceeta (OB L 117, 5.5.2017 ., ctp. 1).

Pernament (EC) 2017/746 na EBponeiickust napaament 1 Ha ChBeTa oT 5 ampu 2017 . 3a
METUIIMHCKUTE U3/IETHS 32 MHBUTPO IMArHOCTUKA U 32 oTMsHA Ha [lupextuBa 98/79/EO u
Pemenne 2010/227/EC na Komucusita (OB L 117, 5.5.2017 ., cTp. 176).
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[TpenBu ABATOTOAMIIHUS U T0KAa3aH OMUT Ha ATEHIIUATA B 00J7aCTTa HA JIEKAPCTBECHUTE
MPOIYKTH, KAKTO U ONKTA HA ATEHIMATA B paboTaTa ¢ MHOKECTBO IPYITU OT €KCIIEPTH €
1enec00pa3Ho B paMKUTE Ha AreHiusTa 1a ObJaT ch3/1aJeHH MOAXOASIIU CTPYKTYPH, 32
Jla ce CJIeIM MOTEHUUATHUAT HEAOCTUT HA MEAUIIMHCKH U3/EIMsl B KOHTEKCTa Ha JAa/IeHa
U3BBHPE/IHA CUTYallUs B 00J1aCTTa HA OOIIECTBEHOTO 3/IpaBe | Jla Ce MPEJIOCTaBU MaHIAT Ha
ArennusTa 1a Ob7¢ TOMaKUH Ha €KCTIEPTHUTE TPYIH 32 MEIUIIMHCKUATE U3enus. ToBa ou
OCHUTYPHJIO ABJITOCPOYHA YCTOMYMBOCT Ha (PYHKIIMOHUPAHETO HAa EKCIIEPTHUTE IPYIH, KAKTO
Y OYEBUHHU I0JIE3HU B3aUMOJICHCTBUS ChC CBbp3aHaTa paboTa 3a OCUTYpsIBAaHE HA
TOTOBHOCT 3a JICUCTBHS MPU KpH3a MO0 OTHOIICHHUE HA JIEKAPCTBEHUTE MPOAYKTH. Te3u
CTPYKTYpH HSIMa 110 HUKAKBbB HAYMH J1a POMEHST BeUe ChlllecTByBamiara B Cbro3a
HOpMaTHBHA ypen0a WK IPOoIeC Ha B3eMaHe Ha PelIeHus B 00J1acTTa Ha METUIIUHCKUTE

HU3ACIIHA, KOATO CJICABA Id OCTAHC SICHO pa3rpaHuv4cHa OT obiacrTTa Ha JICKAPCTBCHUTC

IIPOJIYKTH.

3a ;1a ce rapaHTUpa IJIaBeH Npexo] KbM AreHuusTa, oAKpernara 3a eKClepTHUTE TpyIu

cienBa na ce npenocrasst oT Komucusra no 1 mapt 2022 r.

3a na ce ynecHu paborara 1 OOMEHBT Ha HH(POPMAIIUS ChIVIACHO HACTOSIINS PETrJaMeHT,
cJIeqIBa J1a ce MPEBUIU Ch3AaBaHeTo U ynpapienueTo Ha UT undpactpykrypu u mone3nu
B3aMMOJEHCTBUS ¢ pyru chiuecTByBamu UT cucremu u cuctemMu B Ipoliec Ha pa3padboTka,
BKJIFOUUTENIHO eBponeiickaTa 0aza qaHHu 3a menuuuHcky uznenust Eudamed. B Eudamed
cUCTeMaTa Ha eBporeiickaTa HOMeHKIaTypa Ha MeauimHcekuTe u3aenus (EMDN) cneasa na
criomara 3a CbOMpaHeTo Ha ChOTBETHATA MH(POPMAITUS OTHOCHO KaTeropu3alusiTa Ha
MEIUIIMHCKUTE u3aenus. Ta3u padoTa ciensa ga Ob/ie yJIeCHeHA ChIIO Taka, KbACTO €
YMECTHO, OT HOBOBB3HHUKBAIIU ITU(DPOBU TEXHOJOTHUHU, KATO HATPUMEDP U3UUCTUTEITHUA
MOJICJIA ¥ CUMYJIALINM 33 KIIMHUYHU U3MUTBaHUs, KAKTO U OT IaHHUTE OT KOCMUYECKaTa
nporpama Ha EC, karo HanpuMmep yciyrure 3a reorpadcko MO3UIIMOHUPaHe HAa CUCTeMaTa
., JIIIe0 ¥ TaHHUTE OT Mporpamara 3a Habmonenne Ha 3emsra ,,Konepuuk*. Cnensa ga

Cce I/I36$IFBaT, JOKOJIKOTO € Bb3MOXXHO, IB€ WJIN ITOBCUC PErUCTpalluN.
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Bbp3udar qocthn 1 0OMEHBT Ha JaHHU 32 3APABOCIOBHOTO ChCTOSHUE, BKITFOUUTEITHO
peasTHu JaHHH, T.€. JAHHHU 32 3/IPaBOCIOBHOTO ChCTOSIHHE, ChOpaHU U3BBH KIMHUYHUTE
NpOYyYBaHMUs, Ca OT OCHOBHO 3HAYCHUE, 32 Ja Ce rapaHTHpa ePeKTUBHOTO YIIPaBICHUE HA
U3BBHPEIHHUTE CUTYallMU B 00J1acTTa Ha OOIIECTBEHOTO 3/IpaBe U HA APYT'H CHOUTHUS C TOJISIM
Maiad. HactosmusT peraaMenT ciesiBa 1a Mo3BOJIM Ha ATEHIHTA /1a U3M0J3Ba U YIECHH
TaKbB OOMEH U JIa CTAaHE YacT OT M3rPaxJaaHeTo U (QYHKIIMOHUPAHETO HAa MHPPACTPYKTypaTa

Ha eBpOHeﬁCKOTO IIPpOCTPAHCTBO 34 3JpaBHU JaHHHU.

ITo Bpeme Ha U3BBHpEIHA CUTYaIUs B 00JacTTa Ha O0IIECTBEHOTO 3/IpaBe WM BbB BPb3Ka
ChbC CHOUTHE C TOJIsIM Maiad ATeHIHsTa ClieBa Ja rapaHTHpa ChTPYIHUYECTBOTO C
EBpomneiickus LeHTbp 3a NpodUIaKTUKA U KOHTPOJI BbPXY 3a00JIIBaHUSTA U APYTU areHLUUN
Ha Cp103a, B 3aBUCUMOCT OT cilydas. TakoBa CbTpyAHUUYECTBO CIIE/Ba J1a BKIIOUBA
CIIOJIEJISIHE HA JAaHHM, BKJIFOUUTEIHO JJaHHU OTHOCHO €IUAEMHUOJIOTMYHUTE IIPOTHO3H,
pEaOBHA KOMYHHUKALIMS HA PABHUILETO HA U3ITBJIHUTEIHATA BJIACT U IIOKAHU KbM
npezacraBuTeny Ha EBponeiickus HEeHTHp 32 NpopHIaKTHKA U KOHTPOJI BBPXY
3a0ossiBaHMATA U Jpyru areHuuy Ha Chlo3a Jja yuacTBar B 3aceiaHus Ha PaboTHara rpyna
3a U3BBHPEAHNUTE CUTYyalluu, PbKOBOHATA Ipyna 3a HEIOCTUIA Ha JIEKapCTBa U

PrkoBogHarta T'pyia 3a HEAOCTHUTIa Ha MCIUIIUHCKHU U3ACIIMA, KOIraTO TOBA € IIGJIGC"I)O6pa3HO.

Toi xaTo OEJINTC HAa HACTOAIIHA PETJIaMCHT HC MOraT aa 6’I)I[aT IIOCTUTHATHU B JOCTAaThbYHA
CTCIICH OT ABPIKABUTEC YICHKU MMOOTACIIHO ITOpagn TPAHCTPAHUYHUTC U3MCPCHUSA Ha
M3BBHPEIHNUTE CUTYAIlMHU B 00JIacTTa Ha OOIIECTBEHOTO 3/JpaBe U APYTU CHOUTHUS C TOJISAM
Mariad ¥ cleA0BaTeIHO MOTraT J1a ObJIaT MOCTUTHATH T0-100pe Ha paBHUINETO HAa Chio3a,
CpI03bT MOXKE J1a IpUEME MEPKU B ChOTBETCTBUE C MPUHIIMIIA HA CYOCHIMAPHOCT, YPEICH B
yieH 5 ot [JJoroBopa 3a EBpornieiickus cbt03. B CbOTBETCTBHE C MPUHIMIIA HA
MPONOPIUUOHAIHOCT, YPEAECH B ChILUS UICH, HACTOALIUAT PErJIAMEHT HE HaIXBbPJIA

HCO6XOI[I/IMOTO 3a IOCTUTAaHC Ha TC3HU LICJIN.

C men ga ce rapaHTHpa, 4e ca HaJIMYHU JIOCTAThUYHH PecypcH 3a paboTara, mpeIBrUIcHA
CBIIIACHO HACTOSIIHUS PETJIAMEHT, pa3XOUTe Ha ATSHIIUATA CJie/iBa 1a ObJaT MOKPUTH OT
BHOCKaTa Ha ChI03a KbM MpUX0AnUTE Ha AreHIusTa. Te3n pa3xoau ciesiBa Aa MOKpUBaT
JEMHOCTUTE HA PEACTAaBUTENIUTE U eKCIePTUTE Ha JbP)KaBUTE YWIEHKU B PHKOBOIHHUTE
TpYyIH 32 HEIOCTUTA Ha JIEKApCTBA M MEJUIIMHCKHY u3aemus, PaboTHara rpymna 3a

HU3BBHPCIHUTE CUTYallUU U TEXHUTC pa6OTHI/I TpyIH CBIJIAaCHO HACTOAIIUA PETIIaMEHT.
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(35)

(36)

(37)

Ocsen ToBa nmporpamara ,,EC B mojikpena Ha 3[paBeTO € MHCTPYMEHT 3a IIPEIOCTAaBsSIHE Ha
JOITBJIHUTEITHA MTOJIKpENa Ha HAlMOHAIHUTE KOMIIETEHTHH OpraHy B 00acTTa Ha
HEJI0CTUTa, BKIFOYUTEIHO YPEe3 U3IIBJIHEHUETO Ha IEHCTBHS 3a CMEKYaBaHEe HAa HEJOCTUTa Ha
JeKapcTBa U OoJ00psABaHEe Ha CUTYPHOCTTA Ha JlocTaBkuTe. B pamkure Ha nporpamara ,,EC
B TIOJIKpETIa Ha 3/[paBeTo" AbP)KaBUTE WICHKH MOTaT Ja MOUCKAT (PMHAHCOBA MOJKPEIa OT
Cn1o3a B croTBercTBHE ¢ Pernmament (EC) 2021/522 otHocHO nporpamara ,,EC B moakpermna
Ha 3/IpaBeTo‘, NO-CHELUAIHO C OIJIe]] Ha U3I'bJIHCHUETO HA TEXHUTE 3a/IbJDKCHHUS,

omnpezaesieHu B wieHoBe 11 u 25 oT HacTOAIIUS pEerjaMeHT.

Bemte nmpoBenena koncyntanus ¢ EBporneiickust Ha30peH OpraH 1o 3aluTa Ha JaHHUTE B
cvoTBeTcTBHE ¢ wien 42, naparpad 1 or Permament (EC) 2018/17257 u Toit npue

ctanoBuIed.

B crotBercTBUE C uneH 168, maparpad 7 ot JloroBopa 3a GyHKIMOHHPAHETO HA
EBporneiickus ¢bh03 HaCTOSIIUAT PETJIAMEHT € U310 ChOOpa3eH C OTTOBOPHOCTUTE Ha
JIbPYKABUTE YICHKH 32 ONPEAEISTHETO Ha TSIXHATA MOJIUTHKA B 00J1acTTa Ha 0OLECTBEHOTO
3/IpaBeolla3BaHe U 3a OpraHU3aIUATa U [IPEIOCTABIHETO HA 3[PaBHU YCIYTU U MEIULIMHCKA
MOMOIII, KAKTO U C OCHOBHHTE IIpaBa W MPUHIIUIIH, TPU3HATH ¢ XapTaTa Ha OCHOBHUTE MpaBa

Ha EBpOHGﬁCKHﬂ CbhIO3, BKIIFOUUTCIIHO 3alIuTaTra Ha JJHYHUTC JaHHU,

Pernament (EC) 2018/1725 na EBporneiickus nmapiameHT u Ha ChBeTa OT 23 OKTOMBPH
2018 r. oTHOCHO 3amuTaTa Ha (PU3NYECKHUTE JIHIIA BB BPh3Ka ¢ 00pabOTBAaHETO HA TUYHU
JAaHHU OT MHCTUTYIIMUTE, OpTaHUTE, CIIy)kOuTe u areHImuTe Ha Chr03a 1 OTHOCHO
CBOOOHOTO JBMKEHHE HA TaKMBa JaHHH U 32 oTMsiHA Ha Permament (EO) Ne 45/2001 u
Pemenne Ne 1247/2002/EO (OB L 295, 21.11.2018 r., ctp. 39).

[Ha ce 0oobasu npenpamxa, kocamo Homepwbm cmane uzeecmen. |
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IMPUEXA HACTOAILIMA PETJTAMEHT:

I'nmaBal

OO01mm pasnopendou

Ynen |

IIpeomem

C Hacrosmus perjaMeHT B pamMkuTe Ha EBponelickara areHIus 1o jekapcTara (,,AreHuusra‘) ce

IpeIBUXKIAT ypeada u CpeacTna 3a:

a) MOCTUTAHE HAa TOTOBHOCT 3a M YIPaBJICHUE HA BB3ACHCTBUETO HA CHOUTHS € TOJISIM Mamad
BBPXY JIEKapCTBEHHUTE NMPOIAYKTH 32 XyMaHHA yrnoTpeda U Ha M3BbHPEIHU CUTYAIHU B
obyacTTa Ha OOLIECTBEHOTO 3/IpaBe BbPXY JIGKAPCTBEHUTE MTPOAYKTH 32 XyMaHHa yHoTpeba
Y BBPXY MEIUIIMHCKUTE U3/ICIHS;

0) MOHHUTOPHHT ¥ JIOKJIQJIBAHE HAa HEJIOCTHUTA HA JIEKAPCTBEHH MPOTYKTH 32 XyMaHHA
yrorpeda u MeAMLIUHCKH U3CIHS;

B) IIPEJOCTaBsIHE HAa KOHCYJTAllMM OTHOCHO JIEKApPCTBEHM MPOAYKTH 3a XyMaHHa yrnoTpeoa,
KOUTO UMAT MOTEHIIHA 3a 00p0Oa ¢ M3BBHPEIHU CUTYaIlMU B 00JIaCTTa HAa OOIIECTBEHOTO
31IpaBe;

r) OCUTYpsIBaHE Ha aJIMUHUCTPATUBHA MOJKPETa 3a eKCIIEPTHUTE IPYIIH, ONPEICIIEHH B
cboTBeTcTBHE ¢ wieH 106, maparpad 1 ot Pemenue 3a uznwanenue (EC) 2017/745.
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Ynen 2

Onpeodenenus

1.3a HOCJIIMTC HAa HACTOAIIUSA PETIIAMCHT CC IpuJiaraT CJICAHUTC ONPCACIICHUA:

a) ,, U3BbHPEOHA cumyayus 6 obracmma Ha obujecmeenomo 30pase “ 03Ha4aBa U3BbHPEIHA
cUTyanus B o01acTTa Ha 00IIEeCTBEHOTO 3/ipaBe Ha paBHHILETO Ha Chbi03a, IPU3HATA OT
EBpomneiickara komucus B choTBeTCTBHE ¢ WieH 23, maparpad 1 ot Pernmament (EC)

2020/[...1%

0) ,,JleKkapcmeer npodykm “ 03HauaBa JIEKapCTBEH MPOJYKT ChITIACHO ONPE/EIIEHUETO B

yiieH 1, Touka 2 ot Jupextua 2001/83/EO na EBponeiickus napiament u Ha CbBeTa;

B) ,, MEOUYUHCKO u30enue * 03Ha4aBa MEIUIIMHCKO U3/IEINE ChITIaCHO ONPEICICHUETO B

yiieH 2, Touka 1 ot Pernament (EC) 2017/745;

r) ,, IpUHaoexcHocm *“ 3a MEJUIIMHCKO U3/IeNIMe 03HaYaBa MPUHAJICKHOCT ChIIIaCHO
onpeeraeHueTo B wieH 2, Touka 2 oT Permmament (EC) 2017/745 n 3a MequIinHCKO H3enue
3a MHBUTPO JUArHOCTHKA ChITIACHO ONpeIesieHneTo B wieH 2, Touka 4 ot Pernament (EC)

2017/746;

1) ,, MEOUYUHCKO U30eue 3a UH8UmMpo ouazsHocmuxa *“ 03Ha4aBa MEIUIIMHCKO U3/IeNNe 3a
WHBUTPO AUATHOCTHKA CHIIIACHO OMPEIEIICHUETO B WIEH 2, ToUKa 2 OT

Pernament (EC) 2017/746;

e) ,,Hedocmue “ 03Ha4yaBa, ye MpeAJIaraHeTo Ha JaJIeH JISKapCTBEH MPOIYKT 32 XyMaHHA
ynorpeda WM MEAULUHCKO U3/IEJINE HE OTIOBaps HA ThPCEHETO Ha TO3H JIEKapCTBEH

MNPOAYKT UJIN MCIUITUHCKO U3JICIINC,

K) ,,pazpabomuux “ 03Ha4aBa BCAKO IOPUAMUYECKO WIIH (PU3NUECKO JIUIIE, KOETO CU TIOCTAaBs 3a
el Aa ¢chbOMpa HAyYHU JaHHU 110 OTHOIICHHE Ha Ka4eCTBOTO, 0€30MacHOCTTa U

e(UKaCHOCTTAa Ha J1aJIeH JIEKAPCTBEH MPOAYKT KaTO YacT OT pa3pab0TBaHETO MY;

? [Ha ce oobasu npenpamra kvm Pecnamenma na Eeponeiickus napramenm u na Cveema

OMHOCHO Cepuo3Hume mpaHcZpaiHuvdnHu 3anjiaxu 3a 30]?61661’1’10 u 3a ommAaHa Ha
Pewerue Ne 1082/2013/ECJOBC[...1,[...], ctp. [...].
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3) ,, Cobumue ¢ 2oaam mawab * 03Ha4aBa CrOUTHE, 32 KOETO UMa BEPOSTHOCT Ja Ch3Iale
CEPUO3CH PHCK 3a O0IIIECTBEHOTO 3/IpaBe BbB BPB3Ka C JIEKAPCTBEHUTE MTPOAYKTH B IIOBEYE
OT ¢/IHa JIbprKaBa wieHKa. TakoBa ChOMTHE € CBBP3aHO ChC CMBPTOHOCHA WIIH Apyra
CepHO3Ha 3aIlIaxa 3a 3[paBeTo OT OMOJIOIMYCH, XUMUYEH, €KOJOTHYCH UK APYT MPOU3XO.T
WM C MHIIUICHT, KOWTO MOXE Jla MOBJIMSAC HA IPE/JIaraHeTo WK Ha KauyeCTBOTO,
0e30macHOCTTa ¥ e()UKACHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTH. TakoBa ChbOUTHE MOXKE J1a
JOBeJIE€ 10 HEOCTUT Ha JIEKAPCTBEHH MPOIYKTH B IIOBEYE OT €/IHA AbPrKaBa WieHKa U
HaJiara CreliHa KOopAuHaIusa Ha paBHumieTo Ha Chro3a, 3a J1a ce TapaHTHpa BUCOKA

CTCIICH Ha 3aKpujia Ha YOBCIIKOTO 3paBc.

2. 3a nuenuTe Ha HACTOAIIMS PETJIAMEHT TIOJ ,, MeOUYUHCKU U30enus‘ u ,, MeOUYUHCKU U30eus 3da
UHBUMPO ouacHocmuka *“ ce pa3dupaT MEIUIIMHCKUTE U3ICIHS U MEIUIIMHCKUTE U3/ICIUs 3a

HHBUTPO JUAIHOCTHKA U IIPUHAAJICKHOCTUTE 34 TAX I10 CMUCBHJIA HA naparpa(b 1.

I'nasa Il

MOHHMTOPHUHT M CMEKYABAHE HA HEJOCTUIAa HA KPUTHYHO BAKHU
JIEKAPCTBEHU NMPOAYKTH U YIIPABJIEeHHE HA CHOMTHS C ToJsIM Maad

Ynen 3

H3nvanumenua p'bKOGO@Ha cpyna 3a Hedocmuea u bezonacHocmma Ha JlekapcmeeHume npodykmu

1. Karo uwact ot Arennusra ce cb3naBa M3mbaHuTENIHAa pBKOBOAHA Ipyla 3a HEJOCTUTA U
0e30macHOCTTa Ha JIEKapCTBEHUTE MNpPOAYKTH (,,PbKOBOAHATa rpymna 3a HEJOCTHra Ha
nekapctBa®). T 3acegaBa MPUCHCTBEHO WIIM JUMCTAHIIMOHHO C OIJIEJ MOArOTOBKATa 3a
U3BBHPEJHA CUTyalus B o0JacTTa Ha OOLIECTBEHOTO 3/paBe WJIM IO BpPEME Ha TaKapa
CUTyallus WJIM cJeJl UCKaHe 3a ChJEHCTBHE ChIVIAaCHO wieH 4, maparpad 3. AreHuusita

ocurypsBa CCKperapuara H.
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P’bKOBOI[HaTa rpyrma 3a HECAOCTHUI'a Ha JICKAPCTBA CC CbCTOU OT MPCACTABUTCII HA
AFCHLII/ISITa, MMpEaACTaBUTECII Ha Komucusra u mo CIWH NPCACTABUTCII 3a BCAKA AbprKaBa
yieHka. Beska AbpiKaBa YICHKA ITOCOYBa CBOA IMPEACTABUTEII. UneHoBETE MOXKE Ja 6’b,Z[aT

npuapyxXaBaHU OT CKCIICPTH B KOHKPETHU HAYYHU HUJIW TEXHUYCCKHU obnactu.

PrpkoBoaHAaTa rpymna 3a HEAOCTUIa Ha JIEKApCTBA CE ChIIPEACENATENCTBA OT ATEHIMSTA U OT
IIPEICTaBUTEIN Ha AbpKaBa WICHKa, U30paH OT U U3MEX 1y wieHoBeTe 1. [Ipu
HE00XOAUMOCT ChIIpe/ICeIaTeNINTe KAHAT MPEACTaBUTENN Ha HALIUOHATHUTE KOMIIETCHTHU
OpraHu 3a JICKapCTBEHH IIPOAYKTH 3a BeTepUHapHa ynorpeda, MpeICTaBUTENN Ha IpYTH
MMaI OTHOLIEHUE KOMIIETEHTHU OPraHu U IPYT'H TPETH CTPAHU, BKIIOUUTEIHO
IIPEICTaBUTENN HA 3aMHTEPECYBAHU IPYIIU U TUTYJIAPU Ha pa3pellieHus 3a ThProBUsI C
JIEKapCTBEHM MIPOAYKTH 3a XyMaHHa U BETEpUHAPHA yIOTpeoa, 1a NpUChCTBAT HA HEHHUTE
3acenanus. YneHnosere Ha PpKkoBOIHATA rpyla 3a HEAOCTUIA HA JIEKAPCTBA Morar Ja

IIOMCKAT OT MpeaceaaTeys Ja IOKaHU TPCTU CTPAaHU Aa ITPUCHCTBAT HaA HCUHUTE 3accaaHusl.

PBKOBOIHATA Irpyna 3a HEJOCTUIA HA JIEKAPCTBA U3TOTBS CBOW IIPABUJIHUK 32 JIEUHOCTTA,
BKJIIOYBALLl IIPOLIEIypUTE, CBBP3aHM ¢ paboTHATa rpyna, mocoueHa B naparpad 5, u 3a
[IPUEMAHETO Ha CIMCHIM, HAKEeTH OT HHPOpMaLUs U MPenopbKu. [IpaBMIIHUKBT 32
JCMHOCTTA BJIM3a B CHJIA CJIEH MTOJIy4aBaHE Ha IOJOKUTENHO cTaHoBuLIe 0T KomucusAra n

YnpaBuTenHus CbBeT Ha ATEHUUATA.

Paborara Ha PpKOBOHATA TpyIIa 32 HEAOCTUTA Ha JIEKapCTBa Ce ITOJIKPEIst OT paboTHA
rpymna, CbCTaBeHa OT €JIMHHH 3BE€HA 32 KOHTAKT MO0 OTHOIIEHUE Ha HEIOCTHUra, OCUTYPEHH
OT HAI[MOHAJHUTE KOMIIETCHTHH OPTaHH MO JIEKAPCTBEHUTE NPOIYKTH, CHh3/1aICHH B

CBHOTBETCTBUE C WieH 9, maparpad 1.

PwnkoBognara rpyia 3a HEAOCTHUI'a Ha JICKapCTBA OTTroBaps 3a U3IMBJIHCHUCTO HA 3a1a4YUTE,

MOCOYeHH B wieH 4, maparpad 4 u uneHore 5—S.
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Ynen 4

Monumopune Ha cvbumus u 20MoOBHOCM 3a OeUCMBUL 8 CILYYAll HA CLOUMUS C 20IAM Mawjad u

U3BbHPEOHU cumyayuu 8 001acmma Ha 0ouwecmseeHomo 30pase

1. AreHuusTa, B CbTPYIHUYECTBO C IbP/KaBUTE WIEHKH, HEIPEKBCHATO HAOII0AaBa BCSIKO
CbOUTHE, CBBP3aHO C JIEKAPCTBEHH MPOAYKTH, KOETO MMa BEPOSTHOCT J1a IOBEJIE J10
cbOUTHE C TOJIIM MaIlad WK U3BBbHPEAHA CUTYallMs B 00JaCTTa Ha OOIIECTBEHOTO 3/IpaBe.
[Ipu HeobxonuMOCT ATeHIUATa MOXKeE J1a MOThPCU MoJiKpena oT EBponeiickus neHTsp 3a

npoUIaKTHKA U KOHTPOJI BbPXY 3a00JIIBaHUSATA.

2. C orunen Ha yJecHsSBaHETO HA MOHUTOPHUHTA, TIOCOYEH B maparpad 1, HalmOHAIHUTE
KOMIIETEHTHH OpPIaHu JIOKJIaJBaT Ha ATeHIMATA IOCPEACTBOM E€MHHUTE 3BE€HA 32 KOHTAKT,
IIOCOYEHH B wieH 3, maparpad 5, Bb3 OCHOBa Ha KPUTEPUUTE 3a JOKJIAJABAHE, ONPEACICHH
oT AreHmusTa ChritacHo wieH 9, naparpag 1, OykBa 0), OTHOCHO BCSIKO CHOUTHE, CBBP3aHO
C JICKapCTBEHH MPOAYKTH, BKIFOUUTEITHO HEIOCTUT Ha JIEKAPCTBEH MPOJYKT B IaJICHA
I’bpKaBa 4JeHKa, KOeTO UMa BEPOSITHOCT Ja JIOBEJE 1O CbOUTHE € ToJIsIM Maad win
U3BBHpPEHA CUTYalMsl B 00J1acTTa Ha 00IecTBeHOTO 3apaBe. Koraro HanmoHanexn
KOMIIETEHTEeH OpraH HHPOpMUpa ATCHIUATA 32 HEJOCTUT HA JICKAPCTBEH MPOIYKT, TOU
npenocTaBs Ha ATeHIUATa HHPOPMALUATA, TTOTyYeHa OT THUTYJISPS HA pa3pemIeHHeTo 3a
THproBus cbriacHo wieH 23a ot Jupextuna 2001/83/EO. Bb3 ocHOBa Ha U3rOTBEHUS OT
HalMOHaJIeH KOMIIETEHTEH OpraH J0KJIa/l OTHOCHO J]aJIeHO ChbOUTHE U C LieJ Aa pa3oepe
BB3/ICHCTBUETO HAa CHOUTHETO B IPYTU AbP’KaBU WIEHKH, ATEHIMITAa MOXKe J]a TOMCKa
nHpOpMAaNHS OT HAIIMOHAJHHS KOMIIETEHTEH OpraH MOCPEICTBOM paboTHATa TpyIa,

MocoueHa B wieH 3, maparpad S.

3. Koraro AI‘CHI_[I/IHTS. CMCTHC, 4 TpSI6Ba Ja €€ B3EMAT MEPKHU BbB BPBb3Ka C HACTOAIIO UJIN
MpeaACTOAIIO CHOUTHE C TOJISIM Mama6, TS ITIOCTAaBs BBIIPOCA IPEC Komucusara u ABPIKABUTEC
YJICHKHU 3a IMMOTBHPKIAABAHE HA CHOHUTHETO C TrOJIIM Mama6 " npeamnpuema ﬂeﬁCTBHHTa,
NpECABUACHN B HACTOAIIHA PETTIAMCHT. KOMI/ICI/IﬂTa, 10 CBO MHHUIIMATHUBA WJIN 110 HCKAHC
Ha ¢aHa WUJIK IMOBCYC AbPiKABU YICHKU, NI USIIBIIHUTCIIHUAT JUPCKTOP HA AFCHLII/ISITa
MOXKE Ja IMoOrCKa IMMoMoIITa Ha P’BKOBOJIHaTa Tpyiia 3a HEAOCTUTa Ha JICKApCTBa 3a

CIpaBsiHE ChC CHOUTHETO C roJIIM Marao.
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4. PwroBogHATa Tpyna 3a HEAOCTHUTa Ha JieKapcTBa HHpopmupa Komucusita u
M3ITBJIHUTEITHUS TUPEKTOp Ha ATEHIUATA, KOTaTO CMETHE, Ye ca OWiM mpeanpueTH
JOCTaThYHU MEPKH 3a CIIpaBsiHe ChC CHOUTHETO ¢ rossiM Mammad. Ha ocHoBara Ha Ta3u
nH(pOpMaLKA WIH 110 CBOSA MHUIMATHBA KoMucusaTa Wiy U3MbIHUTETHUSAT TUPEKTOP Ha
AreHuMsITa MOXKE J]a MOTBBP/IU, Y€ ChJICHCTBUETO OT cTpaHa Ha PhkoBoaHATa rpymia 3a

HCAOCTHUI'Aa Ha JICKapCTBa BE€UC HE € HCO6XOI[I/IMO.

S. B ciydaii Ha cpOuTHE ¢ TONIIM Manad WM U3BBHPEAHA CUTyalus B 00JIacTTa Ha

O0ILECTBEHOTO 3/IpaBe ce MpuIarar wieHoBe 5 — 12, KakTo cie/ipa:

a)  aKo CbOMTHETO ¢ ToJIsIM Maald Win U3BbHPEAHATA CUTYaIUs B 00JacTTa Ha
00LIECTBEHOTO 3/IpaBe MOTAaT Ja HOBJIUST Ha 0€30MaCHOCTTA, KAaYeCTBOTO U

e(I)I/IKaCHOCTTa Ha JICKapCTBCHUTEC NPOAYKTH, CC IIpUjiara 4JIC€H 5;

0)  akKo CbOMTHETO C TOJSIM Maiiald Wi U3BBbHpPEAHATA CUTYyalus B 00JacTTa Ha
00IIECTBEHOTO 3/IpaBe MOTaT Jia JIOBEJAT 10 HEJOCTUT Ha JICKAPCTBEHH MPOyKTH B

[IOBEYE OT €J[Ha IbprKaBa WieHKa, Ce NpuiaraT 4yieHoBe 6 —12.

Ynen 5

OL!@HKCZ Ha qubopmauuﬂ u npedocmagﬂHe Ha KoHcyimayuu OnHOCHO oelicmeus 6ve 8PpB3KA C
6e30naCHocmma, Kaivecmeonio u €¢MKGCHOCWZWZCZ Ha jekapcmeenume npodykmu, C6vbP3AHRU C

U3BLHPEOHU CUMYayuu 8 0061acmma Ha 0oUWecmeeHomo 30pase U CbOUMUsL ¢ 201M MaAwad

Cren mpu3HaBaHETO HAa HATMYMETO HA M3BBHPEIHA CUTYAIHs B 00JacTTa Ha OOIIECTBEHOTO 3/[paBe
WJIU CJIe]T MCKaHe 3a ChACUCTBUE ChriacHo wieH 4, maparpad 3 PrkoBogHaTa rpyna 3a HEJ0CTUTa
Ha JIEKapCTBa OIeHsIBa MH(OpMaIUATA, CBbP3aHa ChC CHOUTHETO C TOJISIM MaIlad win
W3BBbHpEIHATA CUTYaIMs B 00JacTTa Ha OOIIECTBEHOTO 3/IpaBe, U MPOyuBa HEOOXOIUMOCTTA OT
CHEIIIHU U ChIIIACYBaHU JIEUCTBUS MO OTHOIIEHHE Ha O€30MMacCHOCTTa, Ka4eCTBOTO U e(hUKACHOCTTa

Ha CbOTBECTHUTC JICKAPCTBCHU ITPOAYKTH.

PvkoBo/IHATA Tpyma 32 HEJOCTHUTA Ha JIEKAPCTBA MPEA0CTaBs KOHCyaTanuu Ha Komucusita u
JBP’KaBUTE YICHKH OTHOCHO BCHUKH II€JIEChOOpa3HU ACHCTBUS, KOUTO CUMTA, Y€ clieaBa aa ObaaT
MpEeANPUETH Ha paBHUIIETO Ha ChI03a IO OTHOIIIEHNWE HA ChOTBETHUTE JICKAPCTBEHH MPOIYKTH

cwriacHo pasnopenoure Ha Jupexkrusa 2001/83/EO unu Pernament (EO) Ne 726/200410,

10 Pernament (EO) Ne 726/2004.
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Ynen 6

Cnucvyu Ha KpUMUYHO BANCHUME JIeKAPCMEEHU NPOOYKMU U UHDOpMayus, Kosmo mpsaoea 0a Ovoe

npeoocmasena

1. bes na ce 3acsra naparpad 2, PbkoBonHaTa rpyna 3a HeIOCTUIa Ha JIEKapcTBa OIpeness
OCHOBHUTE TEPANIeBTUYHU I'PYIH JIEKAPCTBEHH MPOIYKTH 32 OCUTYPsIBAHE Ha CIICHIHA
MEIHUIIMHCKA IIOMOILl, XUPYPTUYECKHU OTlepallii U MHTEH3UBHO JIEYeHHE, KOUTO MOraT Jia
ObJaT aJanTUPAHU IPU HEOOXOIMMOCT, B OTTOBOP HA M3BBbHPEAHA CUTYyallUs B 00JacTTa

Ha 00IIIECTBEHOTO 3/IpaBe WM ChbOUTHE C TOJISIM Marao.

2. Crnen uckane 3a chjelicTBUE ChIIacHo wieH 4, maparpad 3 u cien KOHCYATaIHs ChC
cBosiTa paboTHa rpyna PproBoiHaTa rpymna 3a HeIOCTHra Ha JIEKapcTBa MpUeMa CIHCHK C
JIEKapCTBEHH MPOJIYKTH, 32 KOUTO € U3/1aJICHO pa3pelIeHle B ChOTBETCTBHE C
Hupextusa 2001/83/EO unu Pernament (EO) Ne 726/2004 u kouTo cunTa 3a KPUTUIHO
B)KHH I10 BpeMe Ha CbOUTHETO C TOIsM Mamiad (,,CIUChK Ha KPUTHYHO BAYKHUTE
JIEKapCTBa M0 OTHOIIIEHUE Ha CHOUTHETO ¢ rofisiM Mamad ‘). CIUChKBT Ce aKTyaIu3upa,
KOTraTo € He0OX0IMMO, IOKaTO ChbOUTHETO C TOJIAM Mariad He Obe MPeoa0JISTHO B

JOCTaTb4Ha CTCIICH.

3. HenocpezactBeHo ciieq npru3HaBaHETO Ha HATMYKUETO HAa U3BBbHPEIHA CUTYallUs B 00JacTTa
Ha OOIIECTBEHOTO 3/IpaBe | ciie/l KOHCYNTaIus ¢ paboTHaTa cu rpyna PrkoBogHaTa rpyma
3a HEJIOCTUTA Ha JIeKapCcTBa MpUeMa CIIUCHK Ha JIEKaPCTBEHH MPOIYKTH, 32 KOUTO €
u3nazeHo paspeuieHue B crorBercTBre ¢ Jupexktusa 2001/83/EO unu Pernament (EO)
Ne 726/2004 1 xoUTO cunTa 32 KPUTUYHO BaXKHU 110 BpEME Ha U3BbHPEIHATA CUTYALHs B
o0racTTa Ha 00IIEeCTBEHOTO 3/7IpaBe (,,CIUCHK Ha KPUTUYHO BAXKHHUTE JIEKApCTBA IO
OTHOIIICHHE HA U3BBHpPEIHATA CUTYyallMsI B 00JIacTTa Ha OOIIECTBEHOTO 3ApaBe™).
CHUCBHKBT Ce aKTyalIn3upa, KOraTo € Heo0X0uMo, JOKaTo He OB/Ie OTTETJIEHO
MPU3HABAHETO HA HAIMYMETO Ha U3BBbHPEIHA CUTYyallus B 00JIaCTTa Ha OOLIECTBEHOTO

31paBe.

4. PbroBojHaTa rpyna 3a jJekapcTBaTa mpreMa rnaker oT HHpopMalus, HeoOXouma 3a
MOHHMTOPHHIA Ha MPEAJIAraHETO U ThPCEHETO Ha JIEKApCTBEHUTE MPOAYKTH, BKIIOYEHH B
CIHCBIUTE, TOCOYeHU B maparpadu 1 u 2 (,,cnuchIUTe Ha KPUTUYHO BAXKHUTE

nexapcTBa‘), 1 nH(popMHpa 3a TOBa pabOTHATa CU TpyIa.

5. AreHIiusTa He3a0aBHO MyOJMKYBa CIUCHIIUTE HA KPUTUYHO BAKHUTE JICKAPCTBA U BCHUKHU
aKTyaJM3allii Ha TE3U CIUCHIIM Ha CBOS HHTEPHET MOPTAJI, TOCOYCH B WieH 26 OT
Pernmament (EO) Ne 726/2004.
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Ynen 7

MOHL[WIOpuHZ Ha Hedocmuea Ha Jekapcmeenume npodykmu, 6KJII0O4YEeHU 6 cCnUucvyume Ha KpumuiHo
easiCHUme jiexkapcmed

Cren npu3HaBaHETO HAa HAJIMYME HA U3BBHPEHA CUTYalsl B 001acTTa Ha OOILECTBEHOTO 3/]paBe
WJIM UCKaHe 3a ChJICHCTBHE ChINIACHO WieH 4, naparpad 3, Bb3 OCHOBA Ha CIUCHLUUTE HA KPUTUIHO
BOXHUTE JIEKapCcTBa M MH(POpMAIHATA U JTAHHUTE, TPEIOCTAaBEHH B ChOTBETCTBUE C WwieHoBe 10 1
11, PpxoBo/iHaTa rpyna 3a HEIOCTUra Ha JIEKApCTBa CIEAU MPEAJIAraHeTO U ThPCEHETO Ha
JIEKapCTBEHUTE MPOIYKTH, BKIFOUEHHU B T€3U CIMCBIIM, C OIJIEA Ja c€ UASHTU(DUIIUPA BCEKU
NOTEHIMAJICH WM PeajJieH HeIOCTUT Ha Te3H JeKapCTBeHU npoaykTH. Kato gact ot To3u
MOHUTOPUHI PBKOBO/IHATA IpyIa 3a JIeKapcTBaTa OChIIECTBSIBA BPb3Ka, KOraTo € 1es1ecboOpasHo, C
KomuTeTa 3a 31paBHa CUTYpHOCT, Ch3/1a/IEH B CbOTBETCTBUE C UIEH 4 OT

Pernament (EC) 2020/[...]"!, u B cily4aii Ha M3BBHPEAHA CUTYaLKs B 00JIACTTa HA OOLIECTBEHOTO
3ApaBC — C KOHCYJITaTI/IBHI/Iﬂ KOMHUTET OTHOCHO U3BBLHPCAHUTC CUTyalll B o0OJjiacTra Ha
0O0IIECTBEHOTO 3[paBe, Ch3/1a/IeH B ChOTBETCTBHE C UJ€H 24 OT ChLIMS PErIaMeHT.

Ynen 8
Hoknaosane u npenopvKu OMHOCHO He0OCmu2a Ha 1eKapCmeeHUu NPoOYKmu

1. ITpe3 ms1aTa MPOIBIDKUTENHOCT HA 1aieHa U3BBHPE/IHA CUTYalus B 00JIacTTa HA
0OLIECTBEHOTO 3/IpaBe WJIN CJIE]] UICKaHE 3a ChJCHCTBUE ChIIACHO 4WieH 4, maparpad 3 u 10
HETOBOTO NpeKpaTsaBaHe, PHKOBOIHATA IPyTIa 32 HEJOCTUTA HA JIEKAPCTBA PEOBHO
nokiaznBa Ha Komucusta u Ha mogmpeskara, mocoueHa B wieH 9, maparpad 2, pesyarature
OT CBOSI MOHUTOPHHT U MO-CHEIMATHO CUTHATU3UPA 32 BCEKH NMOTEHLMAJIEH UJIH peajieH
HE/IOCTUT Ha JIEKAPCTBEHU MPOJIYKTH, BKJIIOUYEHHU B CIUCHLIUTE HA KPUTUYHO BAKHUTE

JIeKapCTBa.

2. ITo uckane Ha Komucusita unu nogmpeskara, mocoueHa B wieH 9, naparpad 2,
PvkoBoHATA rpyma 3a HEOCTUTA Ha JIEKApCTBA MPEeA0CTaBs 0000IIEHN TaHHU U TTPOTHO3U
OTHOCHO TBhPCEHETO, 32 Ja MOJIKpEeNH KOHCTaTallMuTe ci. B ToBa oTHOIIeHne PrkoBoiHaTa
rpyrmia 3a HeJOCTUTa Ha JIeKapCTBa OChILIECTBABA Bpb3Ka ¢ EBponeiickust LeHThp 3a
npoUIaKTUKA U KOHTPOJI BbPXY 3a00JIIBaHUATA, 32 12 OJIYYH €MUIEMUOJIOTMYHY JTaHHU
C 1IeJI /1a c€ MOJIOMOI'HE TPOTrHO3UPAHETO Ha HYKAUTE BbB BPb3Ka C JIEKApPCTBEHUTE
NPOAYKTH, U ¢ 3mbIHUTENIHATA phKOBOAHA TPYyIa 338 HEJIOCTUTA HA MEIUIIUHCKY U3IEIIHS,
ITIOCOYEHA B WIEH 19, Koraro JIeKapCTBEH! NPOYKTH, BKIIFOYEHHU B CIIUCHIIUTE HA
KPUTUYHO BaXKHUTE JIEKAPCTBA, C€ MPHJIAraT ¢ MOMOIITa Ha MEAULIMHCKO U3/IENne.

1 [Ha ce 0obasu npenpamra Kvm npuemus mexcm, NOCO4eH 8 benexncka noo aunus 4]
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Karo yacT ot ToBa gokianBane PbkoBoAHATA rpyIia 3a HEIOCTUTA HA JIEKAPCTBA MOXKE
CBIIIO TaKa JIa TPEJOCTABU MPETIOPHKH OTHOCHO MEPKHUTE, KOUTO MOraT J1a Ob1at
npennpuetu oT Komucusra, 1pp:kaBute WieHKU, TUTYJISIPUTE Ha pa3pelieHus 3a ThProBus
U Apyru cy0eKTH, 3a Ja ce MPeJOTBPATH HIIM CMEKYH MOTCHIIMATHUAT WIN PEaTHUIT
HeJoCTHT. [IbpKaBUTe YWIEHKHA MOTaT Jla MOMCKAT OT PbKoBoAHATA rpylia 3a HEIOCTUTa Ha
JIEKapCTBa J1a IPEI0CTAaBH MPENOPHbKU OTHOCHO MEpKUTE. B ToBa oTHOIIEHUE TpynaTa
OCBIIIECTBSIBA BPb3Ka, KAKTO € Lienecho0pa3no, ¢ KomureTa 3a 31paBHa CUTYpHOCT, a B
cllydail Ha U3BbHpPE/IHA CUTYaIUs B 00J1acTTa Ha OOIIECTBEHOTO 3/]paBe — C
KoHcynTaTuBHUS KOMUTET OTHOCHO M3BBHPEAHHUTE CUTYallU B 00JacTTa Ha

O0IIECTBEHOTO 3/IpaBe.

o cBOSI MHUIIMATHBA WJIU 110 UCKaHe OT cTpaHa Ha KomucusTa win Ha IbpiKaBUTe WICHKU
PbroBoJHaTa Tpyna 3a HEAOCTUTa Ha JIEKAPCTBA MOXKE J1a IPEeI0CTaBU MPEHOPbKH OTHOCHO
MEpKHTE, KOUTO MOTaT Ja ObaaT npeanpuetd oT Komucusra, 1bpKaBUTe YWICHKH,
TUTYJSIPUTE HA Pa3pELICHUs 3a ThPTOBUS U APYTH CYOEKTH, 3a Jla CE rapaHTHpa FOTOBHOCT
3a CIpaBsiHE ¢ NOTEHIMAJIEH WK PealeH HelOCTUT Ha JIEKAPCTBEHU NMPOIYKTH, IPUUNHEH
OT U3BBHPEHA CUTYallUsl B 00JIaCTTa Ha OOLIECTBEHOTO 3/1paBe UM ChOUTHE C TOJIIM

marao.

ITo nckane Ha Komucusta PpkoBoHATa rpyIa 3a HEAOCTUTA HA JIEKAPCTBA MOKE, KOraTo
TOBA € 11eJIeChOOPA3HO, J1a KOOPAMHHUPA MEPKUTE MEX Y HAIlHOHATHUTE KOMIETEHTHU
OpraHu, TUTYJISAPUTE Ha pa3pelleHns 3a ThProBUs U APYrH cyOeKTH, 3a Jla ce Ipea0TBpaTH
WM CMEKYY NOTEHIMAIHUAT WM PEATHUSAT HEOCTUT B KOHTEKCTa HAa ChOUTHE C TOJIsIM

Manial WiIM U3BbHPEAHA CUTYallUs B 00J1aCTTa Ha OOLIECTBEHOTO 3/IpaBe.
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Ynen 9

Memoou na paboma u npedocmassme Ha UHGOPMAYUsL OMHOCHO JIeKApCMeEeHU NPoOyKmu

1. 3a 1a ce mOoJAroTBH J1a M3ITBJIHABA 3aJaUnTe, IOCOUSHH B WieHOBE 4 —8, ATeHIIHATA,
3a€/IHO C AbPKABUTE WICHKU:

a)  MOCOYBa MPOLEIYPUTE 3a U3TOTBSHE HA CIUCHIIUTE HA KPUTUYHO BAXKHUTE
JIEKapCTBa;

0) TocoYBa METOJMUTE U KPUTCPUUTE 32 MOHUTOPHHTA, ChOMPAHETO HA JTAHHU H
JOKJIaIBAHETO, NMPEABUJICHU B WieHOBe 4, 7 U §;

B)  pa3paboTBa palMOHAIM3UPAHU CIEKTPOHHU CHCTEMHU 33 MOHUTOPHHT U JIOKJIa/IBaHE,
[...] ocurypsiBamu onepaTuBHa CbBMECTUMOCT ¢ Apyru Hannunu UT cucremu u
CHUCTEMHU B IIPOIIEC HAa pa3pabOTBaHE;

I)  YCTaHOBSBA U MOJAIbPrKA CbCTaBa Ha pabOTHATa rpyna, I0COYeHa B WieH 3,
naparpad 5, ¥ cbCTOosIIA CE OT EIUMHHU 3BEHA 32 KOHTAKT HA HAIIMOHAJTHUTE
KOMITETEHTHH OPTaHU I10 JIEKAPCTBEHUTE MPOIYKTH;

1)  W3TOTBS M MOJABPKa CHUCHK HAa €JMHHHUTE 3BEHA 32 KOHTAKT HA TUTYJISIPUTE HA
paspelnieHus 3a ThProBHs 32 BCUYKH JIEKAPCTBEHH MPOAYKTH 32 XyMaHHA yroTpeoa,
3a KOUTO € u3/1ajieHo paspemnienue B Chio3a, upe3 Oa3zara JaHHU, IPE/IBUICHA B
uieH 57, maparpad 1, 6yksa i) ot Permament (EO) Ne 726/2004;

€)  IO0COYBa METOAMTE 3a MPEAOCTaBSHE HA MPEMOPHKHU, KOHCYNITAIIUU U 32
KOOpJIUHUpPaHE HAa MEPKUTE, TPEBUICHH B YICHOBE 5 U 8.

2. Crnen nmpu3HaBaHETO HA HAIMYKE HA W3BBHPEIHA CUTYaIUsl B 00J1acTTa Ha OOIIECTBEHOTO
3/IpaBe WM UCKAHE 3a ChICUCTBHUE ChIiacHO wieH 4, maparpad 3 AreHrusra:

a)  UW3TOTBS W MOJIBbpiKA 32 IsUTaTa IPOABIIKUTETHOCT Ha M3BBHPEIHATA CUTYAIIHS B
obracTTa Ha O0IIECTBEHOTO 3/IpaBe WU CHOUTHETO C TOJISIM MaIiad MoaMpeka OT
€MHHY 3BeHA 32 KOHTAKT Ha TUTYJIAPUTE HA PA3pEIICHH 32 ThPTrOBUS B 3aBUCHMOCT
OT JICKapPCTBEHUTE NPOAYKTH, BKIIFOUCHH B CIIUCHITUTE Ha KPUTHIHO BAXKHUTE
JIEKapCTBa;

9764/21 mlk/tg 25
I[MPNJIOXXEHUE LIFE.4 BG



6)

HU3HUCKBa I/IH(bOpMaI_[I/ISI OT 3BCHATA 3a KOHTAKT, BKJIFOUCHU B IIOAMPCIKATA, ITIOCOYCHA B

OyKBa a), ¥ ompeielisi KpaeH CPOK 3a MPEACTaBsIHETO U;

B)  M3UCKBa MH(OpMAIUs OT SMHHUTE 3B€HA 32 KOHTAKT Ha HAITMOHATHUTE
KOMIICTEHTHH OPT'aHU Ha JbP)KaBUTE WICHKH Bb3 OCHOBA Ha MMakeTa OT HH(popMarus,
o00peH oT PpKoBOIHATA IpyIa 32 HEIOCTUTA Ha JIEKAPCTBA, U ONPENeNs KPaeH CPOK
3a MPEJCTAaBIHETO M.

3. HNudopmanusra, mocouena B maparpad 2, 6yksa 0), BKJIIOUBA Hali-MaJIKO CJIEIHOTO:

a)  HAWMMEHOBAaHUWE Ha THTYJSPS Ha pa3pelIeHHETO 32 ThPrOBHUS;

0) HauMEHOBAHWE Ha JICKAPCTBEHUS MPOIYKT;

B)  HICHTU(UKAIUS HA AKTUBHUTE MPOU3BOJICTBEHN OOEKTH HA KPAMHHUTE IPOAYKTH U
AKTUBHHTE BEIICCTBA,

r)  JbpKaBa Ha U3J]aBaHE Ha Pa3pelICHUETO U CTATYC 10 OTHOLICHHUE Ha MPEIaraHeTo
Ha T1a3apa BbB BCsKA JIbPKaBa WICHKA;

)  MOAPOOHOCTH OTHOCHO IMOTCHIIMAHUS WA PEATHHUS HEIOCTHT, KaTO HAIPHUMEpP
pealHy WM TPOTHO3HH HAYallHU M KpalHU JaTH U Tpe/roaraeMa Wil U3BeCcTHA
MPUYNHA;

€) JaHHW OTHOCHO HHMBATa Ha 3amacuTe, MPOJaKOUTE ¥ IMa3apHUs ST,

k)  MOAPOOHOCTH OTHOCHO HAJTMYHUTE AITCPHATHBHH JICKAPCTBEHH MTPOTYKTH;

3)  IUIAaHOBE 3a CMEKYaBaHE, BKIIIOYBAIIHW KalalUTETa 32 MPOU3BOJICTBO U CHA0IsSIBaHE;

)  uHpopmanus OT TUCTPUOYTOPUTE HA €IPO U IOPUANYECKOTO JIUIIe, KOETO NMa
MPaBOTO Jia Tpe/Iara JIeKapCTBEHUS TPOAYKT Ha TPaKIaHUTE.
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Ynen 10

3aovnoicenusn 3a mumynsapume Ha paspeuieHus 3a Mmvp2osus

L. 3a j1a ce ynecHH MOHUTOPUHI'BT, IIOCOYCH B WICH 7, M CIIEJ UCKaHE OT CTpaHa Ha
AreHnusTa, TATYJISIPUTE HA pa3pelieHus 3a ThProBHs 3a JIEKAPCTBEHUTE MPOIYKTH,
BKJIFOUYCHHU B CIUCHIUTC HA KPUTUIHO BAXKHUTC JICKAPCTBA, IPCACTABAT I/IH(i)OpMaLII/ISITa,
noco4eHa B wieH 9, maparpad 3, B paMKUTE Ha CpOKa, orpesiesieH oT AreHuusra. Te
HoAaBaT MH(POPMAIMATA IIOCPEICTBOM 3BEHATA 32 KOHTAKT, OIPE/ICICHH B CbOTBETCTBHUE C
yjieH 9, maparpad 2, KaTo U3MOJI3BAT METOAUTE U CUCTEMATA 3a JIOKJIA/IBaHE, yCTAHOBEHU
ceriiacHo wieH 9, naparpad 1. Ilpu HeoOXOIUMOCT TUTYIISIpUTE Ha pa3perieHHs 3a

ThProBUs NPEAOCTABAT aKTyaJIN3allUuH.

2. B pamkute Ha 6 Mecena OT Jjarata Ha IpujiaraHe Ha HaCTOSIIMS PETJIAaMEHT TUTYIISIPUTE Ha
pas3pelieHus 3a ThPTOBHs 3a JEKapCTBEHH MPOAYKTH, 32 KOUTO € U3J1a/ICHO Pa3pelIeHue B
Cwlo3a, mpeocTaBaT HHPpOpMaNusITa, U3UCKBaHA ChIVIACHO WieH 9, maparpad 1, Oyksa 1),
KaTo s IOJIaBat 1o eJICKTPOHEH BT B 0a3aTa JaHHH, TIOCOYCHA B WwieH 57, nmaparpad 1,
oyksa 1) ot Pernament (EO) Ne 726/2004. Te3u TuTymsipu Ha pa3pelieHus 3a ThProBus

AKTyaJiu3vpar noaaJCHUTSC JaHHU, KOraTo TOBa € HGO6XOZII/IMO.

3. Tutynspure Ha pa3zpelieHus 3a TbproBHsi 000CHOBAaBAT BCSIKA JIIICA HA U3UCKaHA
nH(popMalys U BCAKO 3a0aBsiHE B IPEAOCTaBIHETO M B pAMKUTE Ha ONPEJEIECHUS OT

AreHuusATa CpoK.

4, Axo TUTYJIAPUATC HAa PA3pCUICHUS 3a ThbProBU: 3a JICKAPCTBCHUTC IIPOAYKTHU, BKIIFOUCHU B
CIIMCBIUMTEC HA KPUTUIHO BAXKHHUTC JICKAPCTBA, I1IOCOYAT, Y€ MoJaacHara I/IH(l)OpMaHI/Iﬂ NI
YaCTH OT HEA NPCACTaBIABAT THProBCKa TaﬁHa, TC IOCOYBAT CBbOTBCTHUTEC YaCTU U
YTOUHSABAT IIPUYIUHUTE 3a TOBA YKa3aHHUC. AI‘eHI_[I/ISITa OIICHsABAa OCHOBAaHHATA 3a BCAKO
TAKOBAa UCKAHC U 3alllUTaBad TIOBCPUTCIIHATA THhPIrOBCKa I/IH(I)OpMaI_[I/IH OT HEOOOCHOBAHO

pa3KpuBaHe.

3. AKO THTYJISIpUTE Ha pa3pelieHus 32 ThbPrOBHs 3a JICKAPCTBEHUTE POIYKTH, BKIIFOUECHH B
CIHCBIUTE HA KPUTHYHO BAKHUTE JICKApCTBA, pa3nojaraT ¢ JOMbIHUTEIHA HHPOpMaLus,
B KOSITO C€ ChABPIKAT JOKA3aTEICTBA 3a IOTEHIUAJIEH WIH peasieH HEJNOCTUT, T€

MpeIoCTaBsAT He3a0aBHO Ta3u MHPopMaIus Ha ATEHIUATA.
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6. Crnen kato IOKIAABAT 3a PE3yJNTaTUTE OT MOHUTOPUHTA U CJIE]] €eBEHTYAIHH MIPEHIOPHKU
OTHOCHO MEPKUTE 3a MPeA0TBpaTsIBaHE UM CMEKYaBaHE B ChOTBETCTBUE C UJICH §,
TUTYJSPUTE HA Pa3pelIeHUs 3a ThPTOBUS 32 JIEKApPCTBEHUTE MPOAYKTH, BKIIOYCHH B

CIIMCBIUUTEC HAa KPUTHUYHO BAXKHUTC JICKApCTBA:
a) IpeacCTaBsAT Ha AFCHHI/IHTa CBOMTC KOMCHTApHU,

6) B3€MaAT NpEaABHU €BEHTYAJTHUTC MPCIIOPHKKU U HACOKHU U CIIa3BaT BCUYKHU MEPKH,
IpCANpPUCTU HA paBHUILIETO HA Cnro3a ¥ Ha paBHHUIIEC OAbpKaBU YJICHKU CBITIACHO

yreHoBe 11 u 12;

B) YBEAOMSABAT PLKOBOI[H&T& I'pyna 3a HECAOCTUI'a Ha JICKApCTBa OTHOCHO BCUYKHU
npeaApUuecT MEPKU U JOKJIAABAT OTHOCHO PE3YJITATUTE OT TE3U MCPKU,
BKIIFOUHUTCIIHO C I/IHCI)OpMaLII/IH OTHOCHO IIPCOA0JIABAHCTO HA ITOTCHIUAJIHUSA UJIN

peaiHuA HCAOCTHTI .

Ynen 11

Pons na dbpofcagume YJNEeHKU 6 MOHUMOPpUHeA U CMeKYABAHemMO HA Hedocmuea Ha JEeKAPCmMeEEeHU

NPOOYKMuU

1. 3a Ja €€ yJICCHU MOHUTOPUHI'BT, TIOCOYCH B YJICH 7, CJIea UCKaHEC OT CTpaHa Ha AFCHHI/IHTa

1 B PAMKHTC Ha CPOKa, OIIPCACIICH OT AreHI.IPIHTa, ABPIKABUTC YJICHKU:

a) noaaBaT U3MCKBAHUA OT AFCHI_[I/IHTa IaKeT OT I/IH(I)OpMaI_II/IH, BKJIHOYUTCIIHO
HAJIMYHUTEC WK IPOTHO3HU JAaHHU OTHOCHO obema Ha TBPCCHETO, TOCPEACTBOM
CIICIUATHUTC M 3BEHA 3a KOHTAKT U KaTO M3II0JI3BaT METOAUTEC U CUCTEMATa 3a

JIOKJIa/IBaHe, YCTAaHOBEHHU ChIVIACHO WieH 9, maparpad 1;

6) MOCOYBAT HAJIMYMUECTO Ha €BCHTYAJIHA ITIOBCPUTCIIHA ThPTOBCKaA I/IH(I)OpMaLII/IH n

yTOUHSBAT IPUUYMHUTE 32 TOBA yKa3aHUE B CbOTBETCTBUE ¢ uieH 10, maparpad 4;

B) YBEAOMABAT 3a OTCHCTBHUETO HAa €BCHTYAJIHA NU3MCKBAaHa I/IH(I)OpMaLII/ISI Hn BCAKO

3a0aBsHE B npeaoCTaBAHCTO M B PAaMKHUTEC Ha ONPCACICHUA OT ATCHI_II/I}ITa CpOK.

2. Koraro ToBa € He00X0JMMO, 3a J]a U3IIBJIHAT CBOUTE 3aIbJKCHHUS 3a JI0KJIaIBaHE,
nocoueHu B naparpag 1, 1ppkaBUTe WICHKH ChOMpAT ¢ MOAKpenaTa Ha AreHuusTa
uH(oOpManKs ¥ TaHHU OTHOCHO HMBAaTa Ha 3allacuTe OT AUCTPUOYTOPHUTE Ha €pO U APYTH
MPaBHU CYOEKTH, UMAIIH [IPABO J1a IpeAsiaraT Ha rpak JaHUTe JIGKAPCTBEHU MPOJTYKTH,

BKJIFOYCHU B CITUCBHUUTC HA KPUTUYIHO BAXKHUTC JICKAPCTBCHU NPOAYKTHU.
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AKO IbpKaBUTE YWICHKH pasoyiaraT ¢ JOMbIHATETHA HHPOpMAaIHsi OTHOCHO oOeMa Ha
npoxaxouTe u o0ema Ha pelenTUTe, BKIIIOYUTEIHO TaHHU, OCHOBaHM Ha 4wieH 23a oT
HupextuBa 2001/83/EO, B KOUTO ce ChABPKAT J0KA3aTEICTBA 32 MOTEHIIUATICH WIIH
peasicH HeIOCTUT Ha JIaJIeH JICKapCTBEH MPOIYKT, BKIIFOYCH B CIIUCHIIUTE HA KPUTHIHO
BOXHUTE JIEKAPCTBA, TE MPEOCTABAT He3a0aBHO Ta3u uH(popmanus Ha PrkoBoIHATA TpyIIa

3a HCJOCTUTA HA JICKApPCTBA MOCPCACTBOM CBOUTC CIICLIMAJIHUA 3BCHA 3a KOHTAKT.

CJ'IG,I[ KaTO OOKJIaaBaT 3a PE3yJITaTUTE OT MOHUTOPUHIA U €BEHTYAJTHUTC MMPCIIOPHKU
OTHOCHO MEPKHUTEC 3a IPEAOTBPATABAHC UJIM CMCKYABAHE B CHbOTBETCTBUC C YJICH 8,

ABPIKABUTC YIICHKH:

a)  B3emar Ipe/BHJl BCUUYKHU NPENOPbKU, HACOKH U MEPKH, IPEANPUETH Ha PaBHUILETO

Ha Cpl03a chriacHo wieH 12, 6yksa a);

6) yBEAOMABAT PLKOBOI[H&TB. I'pyna 3a HEAOCTUI'Aa HA JICKAPCTBA OTHOCHO BCUYKHU
npeanpuecT MCPKU U JOKJIAABAT OTHOCHO PE3YITATUTE OT TE3U MCPKHU,
BKJIIFOUHUTCIIHO C I/IH(l)OpMaIII/Iﬂ OTHOCHO IMPEOAO0IABAHCTO HA MOTCHUUATIHUA UIIN

peaiHuA HCAOCTHTI .

Ynen 12

Baowascenus na Komucusma no omnouwenue na MOHUMOPUHSA U CMEKUABAHENIO HA Hedocmuza Ha

JleKapcmeenu npooyKmu

Komucusra B3ema npeaBua I/IHq)OpMaI_II/I}ITa " IPCTIOPBKUTE HA PwkoBOoaHaTa rpyia 3a HEAO0CTUra

Ha JICKapCTBa U:

a) npeArnpreMa BCHIKHM He0OXOAMMH ICUCTBHUS B PAMKUTE Ha MIPEAOCTABEHUTE U
MPABOMOIIIHS C OTJIE]] HaMaJIsiBaHE Ha MOTEHIIMATHUS WM PeaTHUsl HEJJOCTUT Ha
JIEKApCTBEHUTE MPOAYKTH, BKJIFOUEHHU B CIIUCHLIUTE HA KPUTUYHO BAXKHUTE JIEKAPCTBA;

0) pasriexaa HeoOX0IMMOCTTa OT HACOKU KbM JbPIKaBUTE WICHKU, TUTYJISIPUTE HA
paspenieHus 3a ThProBUs U IPYTUTE CYOCKTH;

B) yBezioMsBa PbKOBOHATA Ipyma 3a HEOCTUTA HA JIEKapCTBA OTHOCHO €BEHTYAJIHO
NpEeANPUETUTE MEPKH U TOKJIAJBAa OTHOCHO PE3yJITATUTE;
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r) U3MCKBa OT PhKOBO/IHATA rpyIla 32 HEJAOCTUIA HA JIEKAPCTBA J1a IPEIOCTaBH NIPENOPBKU

WIH Ja KOOPAWHUPA MEPKUTE, KAKTO € MPEABUACHO B WieH §, nmaparpadu 3, 4 u 5;

I[) pasricxiga H€O6XOI[I/IMOCTT3 OT MCAUIIUHCKHU MCPKHU 3a HpOTPIBOI[CfICTBHC B CbOTBETCTBUC

c wien 12 u unen 25, 6yksa 6) ot Pernament (EC) 2020/[...]'%;

e) OCBIICCTBABA Bpb3Ka C TPCTHU AbpPKAaBU U CbOTBECTHUTC MCIKAYHAPOAHH OPraHn3anuu,
Korarto € HCHCC’bO6pa3HO, 3a HAMAJIABAHC HAa MMOTCHUUAIHUA WJIN pCAJIHUA HCAOCTUT Ha
JICKApCTBECHUTC NIPOAYKTH, BKIIFOUCHU B CIIMCBIIUTC HA KPUTUYHO BaXKHUTEC JICKapCTBA UJIN
Ha TCXHUTC aKTUBHU (bapMaHeBTI/I‘IHI/I CbCTAaBKH, KOI'aTO TC3U IMPOAYKTHU HIIN CbCTABKH CC
BHacAT B ChI03a UM KOraToO TO3HU MOTCHUHUAJICH WJIK PCAJICH HEAOCTUI OKa3Ba

BB3/ICHCTBUE HA MEXKTYHAPOIHO PABHUIIIE.

Ynen 13
Komynuxayus omnocno Pokosoonama epyna 3a Hedocmuea Ha iekapcmea
Upe3s cBOst MHTEPHET MOPTAJ M IPYTH MOAXO/SIIN CPEACTBA U 3a€THO C HAITMOHATTHUTE

KOMIICTCHTHH OpTraHu AFCHI_II/IHTa I/IH(1)OpMI/Ipa O6H.I€CTBCHOCTT& U 3aMHTCPCCOBAHUTE I'PYIIN B

o0acTTa OTHOCHO pa60TaTa Ha PrkoBOgHATa rpyiia 3a HECAOCTUTI'a HA JICKAPCTBA.

12 [Ha ce 0obasu npenpamra Kvm npuemus mexcm, NOCO4eH 8 benexncka noo aunus 4]
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I'nasa 111

JlekapcTBeHN NPOAYKTH, KOUTO HMAT NMOTEHI[MAJ 32 Oopda ¢
U3BbHPEIHU CUTYyallMd B 00J1aCTTAa HA 001ECTBEHOTO 3paBe

Ynen 14

Pabommna epyna 3a uzevnpeonume cumyayuu

1. Cn3naBa ce PaboTHa rpyma 3a U3BbHPEAHUTE CUTYAIlMH KaToO YacT OT AreHiuara. Ts
3aceqaBa Py U3BBHPEAHU CUTYyallMu B 00J1acTTa Ha 00ILECTBEHOTO 3/JpaBe, IPUCHCTBEHO
WM TUCTaHIIMOHHO, U IpecTaBa Jia 3acejiaBa Clie]] IpeKpaTsiBaHe Ha IPU3HABAHETO Ha
M3BBbHPEJHA CUTYallUs B 00J1aCTTa Ha OOIIECTBEHOTO 3/IpaBe ChIVIACHO WwieH 23, maparpad

2 ot Pernamenrt (EC) [.../...]. AreHiusiTa ocurypsiBa cekperapuara .

2. ITo BpeMe Ha U3BBHPEIHU CUTYalMH B 00J1acTTa Ha 00ILIECTBEHOTO 3ApaBe PaboTHaTa

rpyma 3a USBbHPECAHUTC CUTyalluU U3ITbJIHABA CICOAHUTE 3a1a4N:

a) B CHTPYIHUYECTBO C HAYYHUTE KOMUTETH, PAOOTHUTE TPYIH U HAYYHUTE
KOHCYJITATUBHH I'PYIU Ha ATCHIIUATA MPEIOCTABs HAYYHU KOHCYJITAIIMH U U3BBPIIBA
nperyica Ha HAJIMYHUTE HAYYHH JaHHW OTHOCHO JICKAPCTBCHUTC NMPOAYKTHU, KOUTO
MMaT MOTEeHIMaN 3a 6opOa ¢ U3BBHPEAHATA CUTYAIlUs B 001aCTTa Ha 00IIECTBEHOTO
3/IpaBe, KaTo BKIFOUYUTEIHO U3UCKBA JaHHH OT pa3paboTUYMIIMTE U 3aMI0UBa

MpEeABAPUTECIIHU PA3TOBOPU C TAX;

06) mpenocTaBs KOHCYJITAI[MM OTHOCHO OCHOBHUTE aCHEKTH Ha MPOTOKOIUTE OT
KJIMHUYHY W3MUTBAHUS; IPEIOCTaBsS KOHCYJITALUN Ha pa3pabOTYMIIUTE OTHOCHO
KJIMHUYHY W3MUTBAHUS 32 JIEKapCTBEHU MPOIYKTH, IIPEIHA3HAUEHU 32 JICUCHHE,
MIPEBEHIUS MM TUarHOCTUKA Ha 3200 IsIBAHETO, MPUUYMHSABAIIO U3BbHpPEAHATA
CUTyalus B 00J1acTTa Ha OOIIECTBEHOTO 3/paBe, B ChOTBETCTBUE C wWieH 15, 6e3 1a ce
3acaraT 331a4uTe Ha JIbpKABUTE WICHKH 110 OTHOIIIEHHE Ha OLEHSBAaHETO Ha
MO/IaJICHUTE 3asiBICHUS 32 KIMHUYHY W3MUTBAHUS, KOUTO C€ MPOBEXIAT Ha TAXHA

TepUuTOpHs B choTBeTCTBUE C wieH 6 oT Pernament (EC) Ne 536/2014;
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1)

MpeA0CTaBs HayyHa MOJAKpena 3a yJeCHABaHE Ha KIIMHUYHUTE U3MUTBAHUS 32
JIEKapCTBEHH MPOAYKTH, MPEHAZHAUCHH 32 JICUCHUE, MPEBEHIUS WU TUATHOCTHUKA
Ha 3a00J15IBaHETO, MPUYMHSBAIIO U3BBHpPEIHATA CUTYyAIMs B 00J1acTTa Ha
0011ecTBeHOTO 3/7paBe. Ta3u moaKperna BKI0YBa KOHCYJITAIIMK Ha CIIOHCOPHUTE HA
MOAOOHHU WJIM CBBP3aHU TUIAaHUPAHHU KIMHUYHHU U3MUTBAHUSI OTHOCHO M3TOTBSIHETO HA
TSIXHO MSCTO Ha CbBMECTHH KJIIMHUYHU U3NUTBAHUS, KOUTO MOJKE Ja BKIIIOYBAT U
KOHCYJITAIlM OTHOCHO CKJIFOYBAHE Ha CIIOPAa3yMEHUS 32 CIIOHCOPCTBO MJIH 3a
ChBMECTHO CITOHCOPCTBO B ChOTBETCTBHE C WJICH 2, TOUYKa 14 u wieH 72 ot

Permament (EC) Ne 536/2014;

nojmoMara paboraTa Ha HAyYHUTE KOMUTETH, pAOOTHUTE TPYIH U HAYIHUTE

KOHCYJITATUBHHU I'PYIIHU HA AFCHHI/IHTa;

B CHTPYAHUYECTBO C HAYYHUTE KOMUTETH, pAOOTHUTE TPy U HAYUHUTE
KOHCYJITATUBHU TPy Ha ATCHIIUATA IPEIOCTaBI HAYYHH MPETIOPHKHU 110
OTHOIIIEHKE Ha yroTpedaTa Ha BCEKU JICKAPCTBEH MPOAYKT, KOUTO MOXKE J1a UMa
MOTEHIIMAJ 32 CIIPaBsSHEe C U3BBHPEIHU CUTYAIH B 00JIacTTa Ha OOLIECTBEHOTO

3/]paBe B CbOTBETCTBUE C YJieH 16;

CHTPYAHUYH C opranute u areHiuute Ha Cpro3a, CBETOBHATA 3/[paBHA OpTaHU3aIlUs,
TPETU AbPXKABU U MEKTYHAPOIHU HAYUYHU OPTraHU3AINH 110 HAYYHUTE U
TEXHUYECKUTE BBIIPOCH, CBBP3aHU C U3BBbHpPEIHATA CUTYyallHsI B 00JacTTa Ha
OOIIECTBEHOTO 3/IpaBe U C JEKapPCTBEHUTE MPOAYKTH, KOUTO MOKE Ja UMaT
noTeHuan 3a 6opda ¢ U3BBHPETHUTE CUTYallUU B 00JaCTTa HA OOIIECTBEHOTO

31paBe, Crope HeOOXOJMMOCTTA.
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3. PaboTtHata rpymna 3a u3BbHpPEIHUTE CUTYAI[MH € ChCTaBeHa OT MPEACTaBUTENH,
HOMHMHHPAHU OT HAYYHUTE KOMUTETH, pAOOTHUTE IPYIH, BKIFOUUTEIHO (Chb-
)pencenaTeNnuTe Ha HAYYHUTE KOMUTETH U CIYXUTEJIUTE Ha ATEHIUATa,
KOOpJMHAIIMOHHATAa Irpyna, Ch3/1aZieHa B ChOTBETCTBUE C UjieH 27 OT
Hupextupa 2001/83/EO u KoopauHanmonHaTa ¥ KOHCYJITaTUBHA I'pyIia IO BBIIPOCUTE Ha
KIMHUYHUTE U3MUTBAHUs, Ch3/1aJIcHa B ChOTBETCTBHE C WiEH 85 oT
Pernament (EC) 536/201413, xakTo 1 Apyryu eKCHEPTH MO KIMHWYHYU U3IUTBAHUS,
[peJICTaB/IsIBAIll KOMIIETEHTHUTE OpraHy Ha Abp)kaBuTe WwieHkH. [1o HeoOXxoaumocT
MoraT J1a ObJlaT Ha3HAYaBaHU BHHIIHU €KCIEPTH U J1a ObJaT KaHEHH MPEICTAaBUTENH Ha
Ipyru opranu u areHiuu Ha Cbio3a Ha ad hoc 0ocHOBa, 0COOEHO MPU U3BBHPEIHU
CUTyalluu B 00JacTTa Ha OOILECTBEHOTO 3paBe, KOUTO OKa3BaT BIUSHUE U HAa CEKTOpa Ha
BETEPUHAPHUTE JIEKAPCTBEHH MPOJYKTH. Ts ce mpeacenaTesicTBa OT ATSHIIUATA U Ce
ChIIpecCeIaTeNICTBA OT MpeAceaaTelNs Wik 3aMeCTHUK-TIpescenatens Ha KomuTeTa no
JIeKapCTBEHUTE MPOAYKTH 3a XyMaHHa ynoTpeba. CbcraBbT Ha PaboTHara rpyna 3a

HU3BBbHPCAHU CUTYyallUU CJIC/BA Jia CC OIMMOBECTsBA HY6HI/IHHO.

4, CocraBsT Ha PaborHaTta rpyima 3a U3BBbHpECAHUTEC CUTYyallUH CC 0no6p;1Ba OT YIIPAaBUTCIIHUA
CBBCT Ha AFCHHI/IﬂTa, KaToO CC B3CMa IMPCABHUI Cl'IeI_[I/I(l)I/ILIHI/IHT CKCIICPTCH OIIMT, CBbP3aH C
MCIUNHUHCKUA OTI'OBOP Ha U3BBbHPCAHATA CUTYyallUsd B obiacrtTa Ha 06H1€CTB€HOTO 3ApaBe.
HN3nbaHUTETHUAT JAUPCKTOP Ha AFGHHI/IHTa WJIK HET'OB IIPCACTABUTCII U IPCACTABUTCIIN Ha
Komucusara u nHa YIIpaBUTCIHHUA CbBCT HA AFGHHI/IﬂTa HUMaT IIpaBo Ja IIPpUCHCTBAT HA

BCHYKH 3aCCHaHUA.

S. Cenpezcenarenure MoXe J1a TOKaHAT Ha 3aceaHusTa Ha PaboTHarta rpymna 3a
U3BBHPEIHNUTE CUTYaLlMH IPYTH NPEJCTaBUTENN HA JbP)KaBUTE YWICHKH, YJICHOBE Ha
Hay4YHU KOMHMTETH Ha AreHIHsITa 1 pabOTHU I'PYIH, KAKTO U TPETU CTPAHHU, BKIIOUUTEITHO
IIPEJICTaBUTENIN HA 3aUHTEPECOBAHU IPYIIH, CBBP3aHHU C JIEKAPCTBEHUTE MPOIYKTH,
TUTYJISAPH Ha pa3pelieHus 3a ThproBus, pa3paboTUMIIM Ha JIEKApCTBEHH MPOAYKTH,
CTIIOHCOPH Ha KJIMHUYHU U3MUTBAHUSA, IPEICTABUTEIN HA MPEXHU 33 KIIMHUYHN U3MUTBAHUS

" 3aHTCPCCOBAHU I'PYIIU, NPCACTABIABAIIN MAOUCHTHUTC U MCAUTTUHCKUTC CIICHUAJIUCTH.

6. PabGortHara T'pyia 3a U3BbHPECAHUTEC CUTYyallUU U3TOTBA CBOH IIpaBHUJIHUK 34 HeﬁHOCTTa,
BKJIFOUUTCIIHO IIpaBUJia 3a IPUEMAHCTO HA IMPCTIOPHKU. HpaBI/IJ'IHI/IK’bT 3a JIHHOCTTAa BIIM3a
B CWJIa CJICH IMOJTydaBaHC Ha IMMOJIOKUTCIIHO CTAHOBUIIIC OT Komucusra u praBI/ITeHHI/IH

CbBCT Ha APCHI_II/ISITa.

13 Pernament (EC) Ne 536/2014 na EBponeiickus napnameHT u Ha CbBeta ot 16 anpun 2014 .

OTHOCHO KJIMHUYHHUTE U3IUTBAHUS Ha JICKAPCTBEHU IMPOJTYKTH 33 XyMaHHA yroTpeda, u 3a
otmsHa Ha J{upexktuBa 2001/20/EO (OB L 158, 27.5.2014 ., ctp. 1).
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7. PaGotHara rpyma 3a U3BBHPEIHUTE CUTYAIIUU U3IIBIIHABA CBOUTE 3a7a4d KaTo OTACICH
KOHCYJITaTUBEH U CIIOMaraTelIeH OpraH, KOMTO HE 3acsra 3a/1ayuTe Ha HaAyYHUTE KOMUTETU
Ha ATEHIIMATA 110 OTHOUIEHUE Ha Pa3pelIaBaHeTo, KOHTPOJIa U (hapMaKOIOTUIHHS HA/I30D
Ha CbOTBETHUTE JIEKAPCTBEHH MPOJIYKTH U CBbP3aHUTE PEryIaTOpHU JICHCTBUS, 3a J1a ce
rapaHTUpa KauecTBOTO, 0e30macHoCTTa U epukacHocTTa UM. KOMUTETHT 10
JIEKapCTBEHUTE MPOIYKTH 32 XyMaHHa yrnoTpeba B3eMa MpeBU/I MpernopbhKara Ha
PaboTHara rpyna 3a U3BBHPEIHUTE CUTYAIMH, KOTAaTO IpUEMa HE3aBUCUMO M HayYHO
o0ocHOBaHO craHoBHIIE. PaboTHATa rpyna 3a U3BBbHPEIHUTE CUTYAIIMH B3€Ma IPEIBU/T
BCUYKU HAyYHHU CTAaHOBUIIA, U3TOTBEHH OT T€3U KOMUTETH B CbOTBETCTBHE C

Pernament (EO) Ne 726/2004 u Jupextusa 2001/83/EO.

8. ITo oTHOmICHUE HA MMpO3pavYHOCTTa U HC3ABHUCUMOCTTA Ha YICHOBCTC HA PaGoTHara rpyia

3a U3BBHPEAHHUTE CUTyaluu ce npuiara wieH 63 ot Pernmament (EO) Ne 726/2004.

9. Arennusita myOnuKyBa HHQOpPMAIUs OTHOCHO JIEKAPCTBEHUTE MPOIYKTH, 32 KOUTO
PaboTHara rpyna 3a U3BbHPEIHUTE CUTYAllUU CMSITa, Y€ MOXKE Ja UMAT MOTEHIHAT 32
6opOa ¢ U3BBHPEIHUTE CUTYAllUU B 00JIACTTA HA OOLIECTBEHOTO 3/IpaBe, KAKTO M BCUUKH
aKTyaJM3alliu Ha CBOsI HHTepHeT nopTtai. [Ipenu ToBa mybauKyBane AreHusTa chbuio

TakKa PIH(bOpMI/Ipa ABbPIKABUTC YJICHKU U Komurera 3a 3ApaBHa CUT'YPHOCT, CIIOPEA Crydast.

Ynen 15
Koncynmayuu omnocno knunuunume usnumeanust

1. [Tpu u3BBHpPEAHA cUTYyalMsl B 00JacTTa Ha 0OLIECTBEHOTO 3/1paBe PaboTHaTa rpyna 3a
U3BBHPEIHNUTE CUTYAIlMH MPEIOCTaBs KOHCYJITAIIMA OTHOCHO OCHOBHUTE aCIeKTH Ha
MPOTOKOJUTE OT KJIMHUYHU U3MUTBAHUS, KOUTO ca MPEJICTABEHU HIIM ca MpeAHa3HAUYCHH 32
NpeJCcTaBsHe B 3asiBJICHUE 3a KIMHUYHO U3MUTBaHe, 0e3 Ja ce 3acsira OTTOBOPHOCTTA Ha
nbpxkaBaTa(ure) wienka(u) cpriaacHo Pernmament (EC) Ne 536/2014, ot pa3zpabotuuiy Ha

JICKAPCTBCHU MPOAYKTH KAaTO 4aCT OT YCKOPCH HAYYHO-KOHCYJITAaTUBCH IIPOLCC.

2. Korato nanen pazpaboTynk ydgacTBa B yCKOPEH MPOIIEC 32 HAYYHHU KOHCYJITAIUH,
Pabornara rpyima 3a USBBbHPCIHUTE CUTyallu NIPEA0CTaBAd TaKMBAa KOHCYJITallUN
0e31u1aTHO Hal-KbCcHO 20 THU clie/] MOAaBaHETO 10 ATEHIUsATA Ha ITBJICH MaKeT OT
McKkaHata nHGopMaIus U JaHHU OT CTpaHa Ha pa3zpaboTtunka. KoHcynranuure ce

ono0psaBar ot Komurera o gexkapcTBEHUTE MPOAYKTH 32 XyMaHHa ynoTpeoa.
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3. PaboTHara rpyna 3a U3BbHPEIHUTE CUTYALUU OTIPEEIIsi IPOIeIypH 3a HCKAHETO U
MpeJaBaHeTo Ha HEOOXOAUMHUS MAaKeT OT WH(pOpMAIHA U JaHHH, BKIIOYBAI HH()OpMAIus
OTHOCHO JIbp’KaBaTa WICHKA WM JbP)KAaBUTE WICHKH, B KOUTO € I10/1a/ICHO HIIH Ce IIaHupa
na ObJie TOAAZICHO 3asBJICHNUE 3a pa3pelIeHNe 3a MPOBEXKIAHETO Ha 1aeHO KIMHUYHO

MU3IIUTBAHC.

4. PaboTHara rpyna 3a U3BbHPEIHUTE CUTYAIlMH BKIIOYBA B OJArOTOBKATA HA HAyYHATA
KOHCYJITALUsA IIPEACTABUTENINA HA IbPKABUTE YJICHKH, [10-CIICUATHO OHE3H OT TSX, B
KOUTO € [T0JIaZICHO WM ce MJIaHupa J1a Ob/ie IOoa/IeHO 3asBICHUE 3a pa3pelleHue 3a
IIPOBEXKIAHETO HA JAAJICHO KIIMHUYHO U3IIUTBAHE, KOUTO UMAT €KCIIEPTEH OIUT B

KIIMHUYHUTC U3IIUTBaHUA.

5. HpI/I Pa3riICKAaHCTO Ha 3a4BJICHUC 3a U3/IaBAHC Ha PA3pCIICHUC 3a ITPOBCKAAHE HA
KIIMHUYHO M3IIUTBAHEC, 3a KOCTO € ouia MpeaoCTaBCHA HAYyYHa KOHCYJITAUA, IbPKABUTC

WICHKHW B3E€MaT NpCABU/J Ta3W KOHCYJITAllH.

6. Koraro pa3paboTuukbT € rmosiydares Ha Hay4yHU KOHCYJITAllUU, TOW BIIOCIIEJCTBHUE NpEaaBa
Ha ATeHIUATA JaHHUTE, [IOJIyY€HH OT KIMHUYHUTE U3MUTBAHUS CJIe]l OTIPAaBEHO UCKaHEe

CBIJIACHO WieH 16.

7. bes na ce 3acsrar pasnopeaOuTe Ha HACTOSIIIMS WIEH, B IPYTH Cllydad HAyYHU
KOHCYJTAIMH C€ MPEIOCTABST Ha Te3U Pa3pabOTUUIN B CbOTBETCTBHUE C IPOLIEAYPUTE,

onpeneneHu cbriaacHo wieH 57 ot Pernmament (EO) Ne 726/2004.

Ynen 16

IIpezneo na nexapcmeenu npoOyKmu u npenopvKu OMHOCHO MAXHAMA ynompeoa

1. Cren mpu3HaBaHETO HAa HATMYMETO HA M3BBHPEIHA CUTYAIlHs B 00JacTTa Ha
o01miecTBeHOTO 3/1paBe PaboTHaTa rpyna 3a U3BbHPETHUTE CUTYAIIMH U3BBPIIBA MPETIe]
Ha HAJIMYHUTE HAyYHU JAHHU OTHOCHO JIEKAPCTBEHUTE MPOAYKTU, KOUTO € BH3MOXKHO J1a
MMaT MOTEHIMalN 3a 0opOa ¢ U3BBHPEAHATA CUTYAIIUs B 001aCTTa Ha 0OIIECTBEHOTO
3npase. [IpernensT ce akTyann3upa 1o BpeMe Ha H3BbHpEIHATA CUTYaIis B 00JacTTa Ha

OGH.[CCTBCHOTO 3ApaBc.
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2. [Tpu noaroTBsiHeTO Ha Nperiena PaboTHaTta rpyna 3a U3BbHPETHUTE CUTYallUH MOXeE Ja
M3KCKa MHPOPMALUS U JAHHU OT TUTYJISIPUTE HA Pa3peIieHus 3a ThProBUS U OT
pa3paboTyuLUTe, KAKTO U Ja IPOBEX/a IPeIBAPUTEIHU AUCKYCHH C TaX. PaboTHara rpyna
3a U3BBHPEIHUTE CUTYallUU MOKE CBIIO TaKa, KOraTro € Bb3MOYKHO, J]a U3I10J13Ba 31paBHU
JaHHU, ChOpaHH W3BBH KIMHUYHUTE U3MUTBAHMS, B3EMAKU MPEIBU] TSIXHATA

HaaACKIHOCT.

3. BB3 ocHOBa Ha UCKaHe OT €Ha WM NT0BeYE IbprKaBU WieHKU win oT Komucusira
PaboTHara rpyna 3a U3BbHpPEIHUTE CUTYyallUU IpeAocTaBs Ha KoMuTeTa 1o jexkapCcTBEHUTE
IIPOJYKTH 3a XyMaHHa yrnoTpe0a NpernopbKU 3a U3rOTBSIHE HA CTAHOBUILE B CbOTBETCTBUE

¢ naparpad 4 OTHOCHO CIIETHOTO:

a) InajinaTuBHaTa yHOTpe6a Ha JICKapCTBCHU MMPOAYKTH, ITOIIaalll B obxBara Ha

Hupexktusa 2001/83/EO unu Pernament (EO) Ne 726/2004;

0) ymorpebaTa u pa3pPOCTPAHCHUETO HA HEPA3PEIICH JIEKAPCTBEH MPOIYKT B

CBHOTBETCTBUE ¢ WieH 5, maparpad 2 ot Hdupextusa 2001/83/EO.

4. Crnen nonydaBaHeTo Ha npenopbkaTa KoMUTETHT 10 JIeKapCTBEHUTE MPOIYKTH 32
XyMaHHa yroTpeda npuemMa He3aBUCUMO U HAy4YHO 000OCHOBAHO CTAHOBHIIE OTHOCHO
yCIIOBUSTA 32 yIOTpeba, yCIOBUATA 32 PA3IPOCTPAHEHUE U 1IEJIEBUTE MAllUEHTH.

CTaHOBHIIIETO CE€ aKTyaJIu3upa, KOraTo € He0OX0IMMO.

5. JIbpKkaBUTE WICHKH B3eMaT MPEABU CTaHOBHINATA, TocoyeHH B naparpad 4. Korato
I'bp>KaBUTE YWIEHKU U3I0J3BaT TAKOBA CTAHOBHMILIE, CE MpHiiara ujieH 5, naparpadu 3 u 4 ot

Hupextusa 2001/83/EO.

6. KoraTto u3rotsst cBouTe npenopbku chriacHo naparpad 3, Pabornara rpyna 3a
W3BBHPEIHUTE CUTYAITMH MOXKE JIa C€ KOHCYJITHPA ChC ChOTBETHATA JIbPKaBa WICHKA U Ja
M3HCKa OT Hes Jla MpeaocTaBu HH(OpMalUs U JaHHU, HATUYHU OT AbpiKaBara 4ieHKa, 3a
nanuatuBHarta ynoTpeba. Cieq TakoBa UCKaHE JbprKaBaTa YWICHKA MPEAOCTaBs IsaTa

M3UCKaHa nH(pOpMaIIUs.

7. AreHnusATa MyoJMKyBa Ha CBOSI HHTEPHET MOPTAJl IPUETUTE ChITacHO maparpad 4

CTaHOBUIIA, BKIIFOYUTCIIHO BCUYKHU aKTyaJIU3alluu.
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Ynen 17

Komynukayus omnocno Pabomnama epyna 3a uzebHpeOHume cumyayuu

Upes cBOSt MHTEPHET MOPTAI U APYTH MOJIXOISAIIN CPEACTBA U 3a€HO C HALIUOHATTHUTE

KOMIICTCHTHU OpraHu AFCHHI/IHTa I/IH(l)OpMI/Ipa O6I_HCCTBCHOCTT3 N CbOTBCTHUTC 3aMHTEPCCOBAHU

IpyIH OTHOCHO JeHOCTTa Ha PaboTHaTa rpyna 3a U3BbHPEIHUTE CUTYAIHH.

Ynen 18

UT uncmpymenmu u 0anHu

3a 1a IOArOTBS U J1a IoJIoMara Ipoleca Ha B3eMaHe Ha peleHus U JeiiHoctra Ha PaboTHara

rpyrma 3a U3BbHPEJIHUTE CUTYAIMH 110 BpEME Ha U3BBHPEIHU CUTYallul B 00J1acTTa Ha

00IIIECTBEHOTO 37paBe, ATCHIIMATA!

a)

6)

pa3paboTBa 1 MOAIbpKa €IEKTPOHHU HHCTPYMEHTH 3a [10/1aBaHe Ha MH(pOpMaIus 1
JAHHU, BKJIIOUUTENTHO €JIEKTPOHHU 3/IpaBHU JAHHU, CbOPaHU U3BBH KIMHUYHUTE
U3MUTBAHUA, KATO OCUTYpsIBa ONIEPATUBHA CHbBMECTUMOCT C JIPYT'H ChLIECTBYBAIIU
€JIEKTPOHHU UHCTPYMEHTHU U UHCTPYMEHTH B MPOIIEC HA pa3padOTBaHE U IPEJOCTaBS

nmoaxoJdua moaAKpeIa Ha KOMIICTCHTHUTC OpraiHv Ha IbpPKaBUTC YICHKU;

KOOpJIUHHUPA HE3aBUCUMUTE MPOYyIBAHUS 32 HaOII0ieHNE Ha e()eKTUBHOCTTA U
0€30MacHOCTTa HAa BAKCUHUTE, KaTO U3I0JI3Ba ChOTBETHUTE JaHHH, IPEIOCTABEHH OT
myOarYHUTE Opranu. Ta3u KOOpAMHALIMS Ce U3BBHPIIBA ChBMECTHO ¢ EBponeiickus IIeHTHP
3a Mpo(UIAKTUKA U KOHTPOJ BBPXY 3a00JIIBaHUATA U TIO-CIICIIHAIIHO Ype3 HOBA

wiardopma 3a HaOII0AeHUE HAa BAKCUHUTE;

KaTo 4acT OT CBOMTE PEryJIaTOPHU 3aJjauu U3M0I3Ba HUPPOBUTE UHPPACTPYKTYPH UITU
MHCTPYMEHTH, 32 J1a yJIEeCHsABA ObP3Us IOCTHI WIM aHAJIU3 HA HATUYHUTE eJIEKTPOHHU
JIAaHHU 32 37]paBOCJIOBHOTO ChCTOSHUE, ChOPaHU U3BBbH 00XBaTa Ha KIMHUYHU POYYBaHUS,
1 oOMeHa Ha TaKuBa IaHHU MEXy IbpKaBUTE WICHKH, ATEHIUATA U IPYTH OpraHy Ha

Cp103a;

npenocTass Ha PaGoTHaTta rpyma 3a U3BbHPEAHUTE CUTYAIIUH TOCTHIT 10 BHHIITHU
W3TOYHUIM HA €JIEKTPOHHU JAaHHU 3a 3/IPABOCIOBHOTO ChCTOSHHUE, BKIIFOUYUTEITHO JaHHU 3a
3JIpaBOCTIOBHOTO CHCTOSIHHE, ChOpaHH U3BBHH KIMHUYHHUTE MTPOYUBAHUS, 1O KOUTO

AFCHI_II/ISITB. nMa OJOCTHII.
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I'naBa IV

MOHI/ITOpI/IHF N CMCKYaBaHC HA HEAOCTUIA HA KPUTUYHO Ba*KHU
MEIUIINMHCKH U3ACJIUSA U MTOAKPeEIAa 32 CKCIICEPTHUTE I'PyIIN

Ynen 19

Hsnvanumenna pvko8oOHa epyna 3a HedoCmuea Ha MeOUYUHCKU U30eaus

1. Karo gact ot AreHuusara ce cb3nasa M3nmbiaHuTEIHA ppKOBOAHA IPyIa 3a HEOCTUra Ha
MEIUIMHCKY u3aenus (,,PbkoBogHaTa rpyna 3a HEOCTUra Ha MEAUIIMHCKY u3aenus™). Ts
3ace/1aBa MPUCHCTBEHO MM AUCTAHIIMOHHO IIPU MOJArOTOBKATA 33 U3BBHPEIHA CUTYyAlLUs B
o0J1acTTa Ha OOILECTBEHOTO 3/]paBe WU IIPH HACTHIIBAHETO HA TaKaBa. AreHLUsATa

OCUTYpsIBa CEKpeTapuaTta M.

2. PwkoBoHATA TpyIIa 32 HEJOCTUTA HA MEAMIIMHCKY H3/ICTUS CE ChCTOU OT MPEICTABUTEN Ha
AFCHLII/ISITa, MMpEaACTaBUTECI Ha Komucusira u no CIWH NPCACTABUTCII 3a BCAKA AbprKaBa
uiieHKa. Besika 1bpikaBa WwieHKa Ha3Ha4YaBa MPEJCTABUTEIN C €KCIIEPTEH OIHT B 00JIaCTTa
Ha MEJUIIMHCKUATE M3JICIHS U/WIN METUIIMHCKUTE H3/ICIHsI 332 UHBUTPO JUArHOCTHKA,
criopen ciydvast. Te3u nmpencTaBuTeIn MoraT Ja Ob/IaT ChIIMTE KaTO Ha3HAYCHHTE 32
KI'MU, korato e nenecro0pa3zno. UneHoBeTe Moke 1a ObIaT IPUAPYKaBaHU OT EKCIIEPTH

B KOHKPCTHU HAYYHHU UJIU TCXHUYCCKU o0Jactu.

3. P’LKOBOI[HaTa rpyiia 3a HEAOCTUTI'a HAa MCAUIIUHCKU U3ACIIUSA C€ ChIIPCACCAATCIICTBA OT
AFCHI_II/ISITa " OT IPCACTABUTCII Ha IbpiKaBa YICHKA, I/I36paH OT U UBMCIKAY HYIICHOBETC H.
CBHpG]ICGZ[aTeJ'II/ITe MOTaT Ja KaHAT TPETU CTPAaHU, BKIIIOYHUTCIIHO MPECACTABUTCIIN HaA
3aNMHTCPCCYBAHU I'PYIIA B o0OnacrtTa Ha MCIUIUHCKUTEC U3CIIMA, KaTO MPECACTABUTCIN HA
MMPpOMHUIJIICHOCTTA UJIK Ha HOTI/I(I)I/II_[I/IpaHI/ITe Opradu, a MpucbCTBAT HA HEeWHUTE

3accaaHusl.
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PbkoBoHATA rpyna 3a HEJOCTUTA HA MEIULIMHCKHU U3I€IUsI U3TOTBSI CBOM NPaBUIIHUK 32
JeHOCTTA, BKJIIOYBAII IPOILIETyPUTE, CBbP3aHH ¢ pabOTHATa IpyIia, IOCOYEHA B
naparpad 5, v 3a mpueMaHeTo Ha CIIUCHIM, TAKETH OT UH(POPMALIHS U TPETIOPHKH.
[IpaBMIIHUKBT 32 JETHOCTTA BJIM3a B CUJIa CJIE]I [TOJIy4aBaHe Ha MOJOKUTEIHO CTAHOBUIIIE

ot Komucusita u YnpaBuTennus CbBeT Ha ATEHIIUITA.

PaGorara Ha PpkoBOHATA Tpyma 32 HEJOCTUTA HA MEIUITMHCKU U3/CIUS CE TIOJKPETIS OT
paboTHa rpymna, cbCTaBeHa OT €AMHHU 3BEHA 32 KOHTAKT HA HAIIMOHAIHUTE KOMIIETEHTHU
OpraHu, OTTOBOPHH 32 MOHUTOPHUHTA U YIIPABICHUETO HA HEJOCTUTA Ha MEAUIIMHCKU

W3NS U METUIMHCKY U3/IEJIHS 32 MHBUTPO TMATHOCTHKA, Ch3/1aJICHU B CHOTBETCTBUE C

wiieH 23, maparpad 1.

PwkoBogHaTa rpyiia 3a HEAOCTUI'a Ha MCAUTIUHCKUTC U3CJIINA OTTOBAPA 34 USIITBJIHCHUCTO

Ha 3aJjauMTe, mocoueHu B uiaeHoBe 20, 21 u 22.

Ynen 20

Cnucvk Ha KpUMUYHO BaNCHUME MeOUYUHCKUME U30eauUsl U UHPopMayus, Kosmo mpsaobsea 0a 6voe

npeoocmaesena

1. HenocpeactBeHo ciieq npu3HaBaHETO Ha HAJIMYMETO HAa U3BbHPE/IHA CUTYalus B o01acTra
Ha OOIIECTBEHOTO 3/IpaBe M ClIe]] KOHCYTaus ¢ paboTHaTa cu rpyna PekoBonHaTa rpyma
3a HCJOCTUTAa HAa MECANIIMHCKHA U3CIINUA IMTPpHUEMaA CIIMCBK HAa KATCTOPUUTEC HA OCHOBHUTC
MEIULUHCKHI U3/1eIHs U MEUIIMHCKU U3EIHs 34 HHBUTPO JUArHOCTHKA, KOUTO CMTa 32
KPUTHYHO Ba)XKHU 110 BpeMe Ha U3BBHPEHATA CUTYyallUsl B 00J1aCTTa Ha 00LIECTBEHOTO
3paBc (,,CHI/ICT:K Ha KPUTUYHO BAXHUTC MECIUIMWHCKU U3ACIINA 10 OTHOIICHWEC Ha
W3BBHpPEIHATA CUTYyAIUs B 00J1acTTa Ha 00IIECTBEHOTO 3apaBe‘). [JOKOIKOTO € Bh3MOKHO,
ChOTBETHATa UH(OPMAIHS 32 MEAULIMHCKUTE U3JIENTUS U MEAULIMHCKUTE U3/IeNus 3a
MHBUTPO JMArHOCTHKA U CBBP3aHUTE C TSIX MPOU3BOAUTENH ce chOupa oT Eudamed, koraro
3armoyHe J1a QyHKIIMOHUPA TBITHOIEHHO, KAaKTO | IO [eIeCh00pa3sHOCT OT BHOCHUTEIIUTE U
muctpuOyropute. JloToraBa HanmyHaTa HHGOpPMAIHS MOXKE J1a ce ChOupa 1 OT
HaIMOHAIHU 0a3u TaHHU WIM JPYTd HATMYHU U3TOUHUIM. CIIUCHKBT Ce aKTyaIu3upa,
KOTaTo € He0OXO0IMMO, T0KaTo He ObJIe OTTEIJIEHO IPU3HABAHETO Ha HAIMYMETO Ha
M3BBbHPEHA CUTYallUs B 00J1aCTTa Ha OOIIECTBEHOTO 3/IpaBe.
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2. PrpkoBoaHaTa rpyna 3a HEAOCTUIa HA MEAUIIMHCKY U3/I€IHS ONIPENEs ChIVIACHO WIEH 23,
naparpa¢ 3 maker oT nHpoOpMaIus, Heo0X0AuMa, 3a a Ce CIEIH MPEJIaraHeTo U
THPCEHETO Ha MEIULUHCKUTE U3AEIUS U MEIULIUHCKUTE U3/ 38 UHBUTPO
JMAarHOCTHKA, BKIIFOYEHU B CIIUCHKA HA KPUTUYHO BaKHUTE MEAULIMHCKYU U3JIENIHS 1O
OTHOIIIEHHE Ha U3BBbHPEHATA CUTYallUs B 00J1acTTa Ha OOIIECTBEHOTO 3paBe, U

uH(popMupa 3a ToBa pabOTHATA CH IpyIa.

3. AFCHHI/IHTa HY6J'II/IKYB3 Ha CBOA MHTCPHET IMOPTAI CIIMChKAa HAa KPUTUYHO BAXKHUTC
MCIUIHUHCKHU U3ACIINA 110 OTHOIICHHUE HAa U3BbHPEAHATA CUTyallus B obnactra Ha

OGH.IGCTBGHOTO 3ApaBC U BCUYKH AKTyaJIn3allMui HAa TO3U CIIUCHK.

Ynen 21

Monumopune na nedocmuea Ha MEOUYUHCKU U30eNUsl, BKIIOUEeHU 8 CRUCHKA HA KPUMUYHO 8AXCHUME
MeOUYUHCKU U30eNUsl N0 OMHOWeHUe HA U36bHPEOHAMA CUMYayus 6 0o1acmma Ha 0ouecmaeHomo

30pase

1. ITo BpeMe Ha MPU3HATOTO HAIMYUE HA U3BBbHPEIHA CUTYyallUs B 00JaCTTa Ha
OOIIECTBEHOTO 3/IpaBe M Bb3 OCHOBA HA CIIUCHKA HA KPUTUYHO BAKHUTE METUIIMTHCKU
W3JICIHS 1 MEIUITMHCKY M3/CIUs 32 MHBUTPO JUArHOCTUKA U MHPOPMAIUATA U JTaHHUTE,
MPEA0CTaBeHN B ChOTBETCTBHUE C ujieHOBE 24 u 25, PprKkoBoIHATA Ipyla 32 HEJJOCTUTA Ha
MEJUIIMHCKHU U3IETHS CJIEIU TIPEAJIaraHeTo U ThPCEHETO Ha MEUIIMHCKUTE U3JIETUS U
MEIULHUHCKUTE U3JEIHS 32 MHBUTPO IMATHOCTUKA, BKIIFOYEHHU B TO3M CIUCHK, C IIEJI J1a Ce
UICHTU(PHUINPA BCEKU MOTEHIIMATICH WK peasieH HEJOCTHUT Ha Te3U MEIULIMHCKU U3JICIHSL.
Kato gacT ot T031 MOHUTOPUHT PHKOBOIHATA TPyTa 3a HEAOCTUTA HA MEAUITUHCKH
W3/IeNNs OCBIIECTBSIBA BPB3Ka, KOraTo TOBa € 1enecroopazno, ¢ KI'MU, Komurera 3a
37[paBHA CUTYPHOCT, Ch3JaJIEH B ChOTBETCTBUE ¢ wieH 4 ot Permament (EC) 2020/[...]", n
¢ KoHcynratuBHUS KOMUTET OTHOCHO H3BBHPEIHUTE CUTYAIH B 00JIacTTa Ha

00IIIeCTBEHOTO 3/]paBe, Ch3Aa/ICH B CbOTBETCTBHE C WICH 24 OT CHIIUS PETIaMEHT.

14 [Ha ce 0oobasu npenpamra Kvm npuemusi mekcm, NOCoO4eH 8 benexncKa noo aunus 4]
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2. Karo gact ot MmoruTOpuHTra PhKOBOTHATA TpyTIa 32 HEIOCTHTa HA METUITUHCKU U3/ICITHS
MOJKE CBIIIO TaKa Ja U3I0JI3Ba JaHHU OT PErHCTPU U 0a3u JIaHHU 32 MEJUIINHCKUTE
U3JIENUsl, KOraTo ATeHIIMsATA MMa JIOCTBII 10 TAaKMBa JIaHHH. 3a 1esita PhKoBOIHATA IpyTia
3a HEIOCTUTA HA MEIUIIMHCKH U3JICIUsI MOXKE J1a B3eMe TPEBHI JaHHUTE, ChbOpaHu
coriacHo wieH 108 ot Permament (EC) 2017/745 v unen 101 ot
Permament (EC) 2017/746.

Ynen 22
Jloxnaosane u npenopvKu OMHOCHO HedOCmued Ha MeOUYUHCKU U30eUs.

L. 3a 1s1aTa MpOIBDKUTEIHOCT Ha 1afieHa U3BBHPEIHA CUTYanus B 001acTTa Ha
00IeCTBEHOTO 31paBe PpKoBOIHATA IpyIIa 32 HEAOCTUTA HA METUIIMHCKH U3/ICIIHS
penoBHO nokiIaaBa Ha Komucusra u moampexara, mocodeHa B wieH 23, nmaparpad 2,
OyKBa a), pe3yJITaTUTE OT CBOSI MOHUTOPHHT H MO-CIEIIMATHO CUTHAIM3UPA 32 BCEKH
MOTCHIUAJICH WJIN PCAJICH HEAOCTUT HA MCIUIMHCKHU U3ACIINA U MCIAUITUHCKU U3ACIIUA 3a
MHBHUTPO TUArHOCTHKA, BKIIFOYEHH B CIIMUCHKA HA KPUTUYHO BAYKHUTE METULIMHCKH U3ICITHS
10 OTHOINICHHE Ha U3BBbHPEIHATA CUTYalMs B 001aCTTa Ha OOIIECTBEHOTO 3paBe.

2. ITo uckane na Komucusita unu noampeskara, nocoueHa B wieH 23, naparpad 2, Oyksa 0),
PvkoBoHATA rpyma 32 HEJOCTUTAa HA METUIIMHCKHU U3/IEIHS TIPEeI0CTaBs 0000IIeHU JaHHU
Y TIPOTHO3U OTHOCHO THPCEHETO, 32 Jla MOJIKPEN KOHCTaTalluuTe cu. B TOBa OTHOIIEHHE
PvkoBomHATA rpyma 3a HEIOCTUTA HA METUIIMHCKUTE U3IETTNSI OCHIIECTBSIBA BPH3Ka C
EBporneiickus ieHTHp 3a MpodUIakTUKa U KOHTPOI BBPXY 3a00JIIBaHUSITA, 32 Ja MOTY4H
€NUJEMHUOJIOTMYHH JJAHHU C 1€ J1a C€ OANOMOIHE MPOrHO3UPAHETO HA HYK/IUTE BbB
BpB3Ka C MEAUIIMHCKUTE U3/eNus, U ¢ PhKOBOJIHATA Ipyna 32 HEJOCTUra Ha JIEKApPCTBA,
MOCOYEHA B WIEH 3, KOraTO MEIUIIMHCKHU U3JIETUs U MEAUIIMHCKH U3JENUSI 32 MHBUTPO
JUArHOCTHUKA, BKIIFOUEHHU B CIIUCHKA HA KPUTHYHO BAKHUTE MEIUITMHCKH U3IEIHS TI0
OTHOIIEHNE Ha U3BbHpPEHATA CUTYyallUs B 00JacTTa Ha OOLIECTBEHOTO 3/paBe, Ce
Mpujiarar 3aeiHO C JIEKapCTBEH MPOIYKT.

3. Karo vact ot goknaaBanero, mocoueHo B nmaparpadu 1 u 2, PpkoBoaHara rpymna 3a
HEJOCTUTA Ha MEUIIMHCKH U3/IeTUS MOXE ChIIO Taka Ja MPEeA0CTaBU MPEnopbKU OTHOCHO
MepKI/ITe, KOHUTO MOX€E a 6’I)JIaT Hpe}alI/IeTI/I oT KOMI/ICI/ISITa, )IT)p)KaBI/ITe YJICHKH,
MIPOM3BOJIUTENINTE HA METUIIMHCKY U3/eNns, HOTU(QULIMPAHUTE OPTaHH U APYTU CYyOeKTH,
3a 1a Ce HpeHOTBpaTI/I HNIJIIN CMCEKYU INOTCHIUAJIHUAT UJIN peaJ'IHI/IS[T HEOOCTHUTI. B TOBa
OTHOIIICHHE TPYIaTa OCHIIECTBIBA BPb3Ka, KOraTo TOBa € Ienechobpasno, ¢ KI'MU,
KomuTeTa 3a 3apaBHa curypHocT u ¢ KoHCYATaTUBHMSI KOMUTET OTHOCHO U3BBHPEIHUTE
CUTYaIluu B 00J1acTTa Ha OOIIECTBEHOTO 3/paBe.
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[To cBost MHUIIMATHBA WU TI0 UcKaHe Ha Komucusara PrrkoBoiHATA TpyIia 32 HEAOCTUTA HA
MEIULUHCKHU U3/ICIUSI MOXKE JIa IPEIOCTaBU MPENOPHKU OTHOCHO MEPKHUTE, KOUTO MOXKE Ja
ObaaT npeanpuety ot Komucusra, AbpKaBUTe YWICHKH, IPOU3BOIUTEINTE HA METUIIUTHCKU
U3J1eusl, HOTU(QUIMPAHUTE OPraHu U IpYrH CYOEKTH, 3a Jla Ce rapaHTupa rOTOBHOCT 3a
CIpaBsiHE C TOTEHIIMAJIICH WK PEaJIeH HEJIOCTUT Ha MEUIIUHCKHU U3/ICIHUS U MEAUIIUHCKU
W3JIEJHS 32 HHBUTPO TUATHOCTHKA, MPUYMHEH OT U3BBHPEIHA CUTYAIUs B 00JIacTTa Ha

00IIIECTBEHOTO 3/paBe.

ITo uckane na Komucusita PbkoBoHaTa rpyna 3a HeoCTUra HA MEAUIIMHCKU U3eus
MOJK€E, KOraTo TOBa € 1eJecho0pa3Ho, 1a KOOPIUHUPA MEPKUTE MEXTy HAIIHOHAIHUTE
KOMITETCHTHH OPTaHU, POU3BOIUTEIINTE HA METUIIUHCKA U3JICIHSI, HOTH()HUIIMPAHUTE
OpraHu U APYru cyOeKTH, 3a Ja ce MPeJOTBPATH HIIM CMEKYH MOTEHIIMATHUAT HIIN
pEATHUAT HEAOCTUT B KOHTEKCTa Ha U3BBHPEHA CUTYyallHUs B 00J1acTTa Ha OOLIECTBEHOTO

31paBe.

Ynen 23

Memoou na paboma u npedocmassmne Ha UHGOPMAYUSL OMHOCHO MEOUYUHCKUME UZ0ENUs.

3a J1a ce mOATr0TBH Ja U3I'BIHIBA 3aJaunTe, ITocoucHU B wieHoBe 20, 21 u 22, AreHnusra,

B cbTpynHuuectBo ¢ KI'MMU, koraro e nenecbobpasHo:

a)  ompejens MpoIeAypUTe 32 U3TOTBSIHE HAa CIIUCHhKA HA KPUTUIHO BAXKHUTE
MEIHUIIMHCKHU U3ENUs IO OTHOIIIEHHE Ha M3BbHPEIHATA CUTYAIlUs B 00JIacTTa Ha

OOIIIECTBEHOTO 3/IPaBE;

0) pa3paboTBa palMOHAIM3UPAHH €IEKTPOHHU CUCTEMH 32 MOHUTOPUHT U JOKJIAJIBaHE,
KaTo ocurypsBa orncpatuBHa CbBMCCTUMOCT CHC ChIICCTBYBAIIUTEC CICKTPOHHU
MHCTpYMeHTH, a uMeHHO Eudamed, u mpenocTass moaxosiia nokpena Ha

KOMIICTCHTHUTC OpraHd Ha AbPIKABUTEC YJICHKHN 3a MOHUTOPUHI'A U JOKJIIAIBAHCTO,

B)  Ompenens U MoAIbprKa ChCTaBa Ha paboTHaTa rpyra, ocoueHa B uieH 19,
naparpad 5 ¥ cbCTOSIIA CE OT €JMHHU 3BE€HA 3a KOHTAKT HAa HALIUOHATHUTE

KOMIICTCHTHU OPraHU Ha AbPKAaBUTC YJICHKU;
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1)

H3TOTBA U IMOAABbPIKA CITUCHK HAa CAUMHHUTC 3BCHA 3d KOHTAKT HAa IPOU3BOJUTCIINTC
Ha MCAULIUHCKHA U3CIINA, YIIBIIHOMOIICHUTC IIPCACTABUTCIIN, HOTI/I(i)I/ILII/IpaHI/ITC

OpraHu 1, ako € yMECTHO, BHOCUTCIIMTC,

Oompeacist METOAUTE 3a IIPECAOCTABAHETO HA IPCIIOPBKU U KOOPAUHHUPAHETO HA

MEpKUTE, IPEJBUICHU B WieH 22.

CJ'IG,I[ IIPU3HABAHETO HA HAJIMYKMEC HA U3BBHPEAHA CUTyallls B obnacrtra Ha O6H.[€CTB€HOTO

3/1paBe AreHuusTa:

a)

6)

H3TOTBA U IMOAADBbPIKA 3a LjiaTa MPOABJDKUTCIIHOCT HAa U3BBHPEAHATA CUTYyallus B
obnacTTa Ha OOIIECTBEHOTO 3/[paBe MOAMPEKa OT SIMHHH 3BEHA 32 KOHTAKT Ha
HPOU3BOUTEIIUTE HA MEIUIMHCKU U3/ICIIHS UM TEXHUTE YII'BIHOMOILCHN
HPEJICTABUTENIN U HOTU(DUIMPAHUTE OPraHH, Bb3 OCHOBA Ha MEAUIMHCKHUTE U3/CIHUS
U METUIMHCKUTE M3JIEIHs 32 UHBUTPO IMArHOCTHKA, BKIIIOYCHH B CIIHCHKA Ha
KPUTHYHO BaXKHUTC MCANLIUMHCKHA U3CJINA 110 OTHOICHUC Ha U3BbHPCAHATA
cuTyanus B o0nacTTa Ha oOmecTBeHoTo 3apase. Eudamed ciensa na ce cmsita 3a
HaJgCexXICH U3TOYHUK Ha I/IH(bOpMaIII/Iﬂ 3a Cb3AaBaHCTO HA MMOAMPCIKA OT CIUHHU
3BEHA 32 KOHTAKT Ha IPOU3BOAMUTEINTE HA MEJULIUHCKHU U3/CIHUS, YIIBIHOMOLICHUTE

npeaACTaBUTCIN U HOTI/I(I)I/IL[I/IpaHI/ITe OpraHu;

M3HCKBA ChOTBETHA MH(OPMAILUS OT 3B€HaTa 32 KOHTAKT, BKJIIOUEHH B [TOJIMpeXKara,
Bb3 OCHOBA Ha MaKkeTa oT MHpopmManus, ono0peH oT PrkoBogHaTa rpyna 3a

HEJ0CTUTa Ha MEUIIMHCKH U3/IE€TIHS, U OTIPEIeNis KpaeH CPOK 3a MPECTaBSIHETO M;

MN3UCKBa CbOTBCTHA HHq)OpMaHHH OT €AMHHUTC 3BC€CHA 3a KOHTAKT Ha HAIIMOHAJTHUTC
KOMIIECTCHTHU OPraHU HAa AbP7KABUTC YWICHKU Bb3 OCHOBA Ha ITAKETa OT I/IH(i)OpMaI_[I/IH,
O,Z[O6pCH oT P’LKOBO,I[HaTa rpyima 3a HeA0CTHUIra Ha MCIUIUHCKHN U3JCINA, U OIIPEACIIA

KpaeH CPOK 3a IIPEJICTaBIHETO M.

APYTrd U3TOYHHUIIU, BKIIIOYUTCIHO ChIICCTBYBAIHU 6asu JaHHHU 1 0asu JaHHU B
mponec Ha pa3pa60TBaHe, Morat CbIIO Ja C€ U3II0JI3BAT 3a C’B6I/IpaHe Ha 49acCT OT

nH(popManusTa, U3UCKBaHa ChIIacHO maparpad 3.

WNudopmanusra, nocoueHa B naparpag 2, 6yksa 0), BKIIOUBA Haii-MaJIKO CIEIHOTO:

a)

HUMCTO Ha MPOU3BOAUTECIIA U AKO € IPUJIIOKHUMO — UMCTO Ha YIIBJIHOMOILCHU A

NpeaACTAaBUTCII,
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0)

uaeHTU(UKAIUS HA MEAUITMHCKOTO U3/IEHE U MPEIHA3HAYCHUETO MY U, aKo €

IMPUITOKUMO, KOHKPETHHU XapPaKTCPUCTUKU,

HMETO U HOMEpA Ha HOTI/I(bI/ILII/IpaHI/IH OopraH u I/IH(l)OpMaI_[I/IH OTHOCHO CBhOTBECTHUA

ceptudukat umm cepTuduKaT, ako € IPUI0KUMO;

HO,I[pO6HOCTI/I OTHOCHO INOTCHUOUATIHHUA UJIW pCaIHUA HEAOCTUT, KATO HAIIPHUMEDP
pE€ajIHu U1K IIPOrHO3HU HAYaJIHU U KpaﬁHPI JaTh U U3BCCTHA WJIM IIpe€arojaracéMa

IIpruYKrHa,
JaHHHM OTHOCHO HpOI[a)K6I/ITe W IMasapHus 71,
IJIAHOBC 3a CMCKYAaBaHC, BKIIIOUBAIIK KAIllallUTCTa 3a ITPOU3BOACTBO U CHa6,I[$IBaHe;

I/IH(1)OpMaI_II/I$I OT CBbOTBCTHUTC HOTI/Iq)I/ILII/IpaHI/I OpTraHu OTHOCHO TCXHUSA PECYPCCH
KarnanouTeT Aa O6pa6OTBaT 3as4BJICHUA U 1da OCBIICCTBABAT U 3aBbpHIBAT OLICHKH Ha
CBOTBCTCTBHUCTO BbB BPb3Ka C MCIUIMHCKHUTC U3ACIINA U MCIULNUHCKHATC U3ACIINA 3a
HHBUTPO AUArHOCTHKA, BKIIFOYCHU B CIIMCHbKA HA KPUTHUYIHO BA)KHHUTC MCAUITMHCKHU
HU3JCJIHS 110 OTHOIICHUE HA U3BBbHPEAHATA CUTYAllU B obnacTra Ha O6IJ.[CCTB€HOTO
3ApaBC, B paMKUTEC Ha IMOAXOIAI IIEPHUOa OT BpEMC C OIJIC Ha U3BBHPCIHATA
CUTyalusl. CBHOTBETHHAT HOTH(bHHHpaH opran C’bO6I_HaBa JaraTa, Ha KOATO €
IMPUKIOYUIIa OICHKATaA. BbB Bpb3Ka C TOBA HOTI/I(bI/II_II/IpaHI/ITe OpraHu JaBat
IMPUOPUTET HA OLCHKATAa Ha CbOTBETCTBUCTO HA MCAUITUHCKUTEC U3ACIIUS U
MCIUTUHCKUTEC U3CJIINA 3a UHBUTPO JUAIHOCTHKA, BKIIFOUCHU B CIIMCHKA HA
KPUTHUYHO BA)KHUTC MCAULUHCKHU U3JICJIN 110 OTHOICHUC HAa U3BBHPCAHATA

CUTyalus B 00JacTTa Ha OOIIECTBEHOTO 3/IPaBE;

I/IH(l)OpMaI_II/ISI OTHOCHO 6p05[ Ha 3asBJICHUATA, [TOJTYYCHH OT CbOTBCTHUTC
HOTI/I(l)I/II_II/IpaHI/I OpraHu BbBB Bpb3Ka C MCAUIUHCKUTE U3ACTIUA 1 MECAULIUHCKUTC
HU3JCIINA 3a UHBUTPO AUATHOCTHUKA, BKIIFOUCHHU B CIIMCHbKA HAa KPUTUYIHO BAXKHUTC
MCIUTUHCKU U3ACIIUS 110 OTHOLICHUEC HAa U3BbHPCAHATA CUTYyalllusd B oOacTTa Ha

O6H_ICCTBCHOTO 3ApaBC, U CbOTBECTHUTC MPOLCAYPHU 3a OLICHKA Ha CbOTBCTCTBHUCTO,

KOraTo OCHKHUTC Ha CbOTBCTCTBHUETO Ca B NIPOLCC HAa U3TOTBAHC — CTATyCa Ha
OoncHKaTa Ha CbOTBETCTBUETO OT ChbOTBCTHUTC HOTI/I(I)I/II_II/IpaHI/I OopraHu 1o
OTHOIICHUEC Ha MCAUIUHCKUTEC U3ACTIUSA U MCAULIUHCKUTC U3CIINA 3a MTHBUTPO
JAUArdHoCTUKa, BKIIFOUCHU B CIIMCBbKA HAa KPUTUYIHO BAXKHUTC MCAUIIUHCKU U3ACIIUA 10
OTHOIIICHHEC HAa U3BBbHPCIHATA CUTYyallus B oOactTa Ha 06II_ICCTBGHOTO 3paBc, u
CBCHTYAJIHUTC KPUTUYHU BBIIPOCU, KOUTO OKa3BaT BIIUAHUC U TpH6Ba Ja 6’L,Z[aT

OTUYCTCHH, 3a Ja 6’5,[[6 3aBbpPUICH MPOUECCHT HA OLICHKA Ha CbOTBCTCTBUCTO.
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Ynen 24

3aovaccenus na npouzsooumenume Ha MeOUYUHCKU U30eNUs, YNBIHOMOWEHUMe npeocmasument,

8HOCUmMenume, OUCmpubymopume u HOMmupuyupaHume op2aHu

3a J1a ce yJIeCHU MOHUTOPUHI'BT, IOCOYEH B WiEH 21, U ciie HCKaHe OT CTpaHa Ha
AreHupyATa NPOU3BOJUTEINTE HA MEIULIIMHCKUATE U3/1€IUs, BKIIFOYEHU B CIIMCHKA Ha
KPUTHUYHO Ba)KHUTE MEAUIIMHCKY U3/1EIUs 10 OTHOIICHNE HAa U3BbHPEIHATA CUTYALlHs B
00J1acTTa Ha OOLIECTBEHOTO 3/paBe, WM, aKO € IMPUIOKHUMO, TEXHUTE YII'BJIHOMOIIEHU
MPEJCTaBUTENN WIIH, 110 LIEIeChOOPa3HOCT, BHOCUTEIUTE, AUCTPUOYTOPHUTE U, KOTATO €
HE00X0/IMMO, CbOTBETHUTE HOTH(DUIIMPAHU OpPTraHy MPECTABAT U3UCKBAaHATa HHPOPMALIUS
B PAMKHTE Ha CPOKa, onpezesieH oT AreHuusaTa. Te mojaBaT nouckanara MHGopMarus
IIOCPEJICTBOM 3BEHATA 32 KOHTAKT, OIPEJIeJIEHU B ChOTBETCTBHE C WieH 23, naparpad 2,
KaTo M3I0JI3BaT METOJIUTE U CHUCTEMATa 3a JI0KJIa/IBaHe, yCTAaHOBEHH ChIJIACHO WieH 23,

naparpad 1. [Ipu HE0OXOIUMOCT Ce MPEAOCTABAT aKTyaTU3AINH.

[TponzBoauTeNINTE HA MEIULIMHCKU U3JEIUS WU, aKO € IPUII0KHUMO, TEXHUTE
YI'BJIHOMOIIIEHH MPeACTaBUTENN, HOTU(DULUPAHUTE OPraHu U, IO LEeJIeChOOPa3HOCT,
BHOCHUTENIUTE U TUCTpUOYyTOprUTE 000OCHOBABAT OTCHCTBUETO HA BCSAKA M3MCKBaHA
nH(popMalys 1 BCAKO 3a0aBsHE HA MIPEIOCTABIHETO U B PAMKHUTE HA ONPEENIEHUs OT

ATreHIusTa CpoK.

Axo MPOU3BOAUTCIINTC WIN TEXHUTC YIIBJIHOMOIICHHU NNPCACTABUTCIIN H, aKO €
MPUII0KUMO, BHOCUTCIIUTE U ):[I/ICTpI/I6YTOpI/ITe Ha MCIUTTUHCKUTC U3ACIINA U
MCIUIUHCKUTE U3ACIIUA 3a UHBUTPO JUArHOCTHKA, BKIIFOYCHU B CIIMCHKA HA KPUTUYHO
BAXHUTEC MCAUIIMHCKHA U3JCJIHA [0 OTHOUICHUEC HAa U3BBHPEAHATA CUTyallus B o0Onacrtra Ha
O6H.ICCTBCHOTO 3ApaBC, U CbOTBETHUTC HOTI/I(i)I/ILII/IpaHI/I OpraHu nmoco4ar, 4 noaagcHara
I/IH(l)OpMaI_[I/UI HJIX YaCTH OT HEA NPCACTABJIABAT ThPIrOBCKaA TaﬁHa, TC IIOCOYBAT
CHOTBETHUTC YaCTU U YTOUYHABAT IIPUYUHHUTEC 3a TOBA YKa3aHUC. AFCHHI/ISITa OILICHsBA
OCHOBAHUsATA 3a BCAKO TaKOBAa UCKAHC U 3allliTaBa IOBECPUTCIIHATA THPrOBCKa

HH(bOpMaL[Hﬂ OT HEOOOCHOBAHO Pa3sKpUBaHC.
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AKO ITPOU3BOIUTENINTE WIN TEXHUTE YIIBIHOMOILEHU IIPEICTAaBUTENN U, 110
1eJIeChOOPa3HOCT, BHOCUTEINTE M TUCTPHOYTOPUTE HA METUIIMHCKUTE U3/ACTHS U
MEJIULUHCKUTE N3/eNUs 32 UHBUTPO IMAarHOCTUKA, BKIIOUYEHH B CIIMCHKA HA KPUTUYHO
BOXHUTE MEIULIMHCKU U3/EIHs 110 OTHOLIEHHE Ha U3BbHPEAHATA CUTYalUsl B 00JacTTa Ha
OOIIECTBEHOTO 3[paBe, U ChOTBETHUTE HOTH(HIIMPAHU OPTaHU pa3nojararT ¢
JOMBJIHUTENTHA HH(POPMALIKS, B KOATO C€ ChIbPKAT I0KA3aTENICTBA 3a MOTCHIIMANICH WU

pEaICH HEAOCTUT', TC IIPEAOCTABAT He3a0aBHO Ta3Hu I/IH(l)OpMaHI/IH Ha AFGHHI/IHTa.

CJ'IC,I[ JOKJIaABAHETO HAa PE3YJITATUTC OT MOHUTOPHUHI'A U €CBCHTYAJITHUTE IPECIIOPBKU
OTHOCHO MCPKUTC 3a NPCAOTBpPATABAHC NI CMCKYABAHC B CbOTBETCTBUC C YJICH 22,
MPOU3BOJUTCIINTC UJIIW TEXHUTC YII'BJIHOMOIICHHU MMPCACTABUTCIIN U, 11O HCJICC"I)O6pa3HOCT,
BHOCHUTCINTC U )II/ICTpI/I6YTOpI/ITe Ha MCOAULIWMHCKHNUTC U3ACINA U MCOAULIMHCKHUTC U3ACIINA 3a
HHBUTPO JUArHOCTHKA, BKIIFOUCHU B CIIMCHKA HA KPUTHYIHO BAXKHUTC MCIAUIUMHCKU U3 ACIIHA
10 OTHOLICHUC Ha U3BBbHPCAHATA CUTyalllusd B o0nacrra Ha 06HICCTBGHOTO 3ApaBc, U

CHOTBETHUTE HOTU(DUIIUPAHU OPTaHHU:
a)  MpeacTaBsAT Ha AreHIMsTa CBOUTE KOMEHTapH;

6) B3€MaT MpeaABHU CBECHTYAJIHUTC MMPCTIOPHKU U HACOKU U CIIa3BAT BCUYKU MEPKH,
MNpeApPUCTU HA PAaBHUIIECTO HA Cnblo3a 1 Ha paBHUIIC ObpKaBU YJICHKH CBITIACHO

yjieHoBe 25 u 26;

B)  yBeaoMsABaT PpKOBOAHATA Ipyla 3a HEJOCTUTA HA MEAUIIMHCKHU U3/ENUs OTHOCHO
€BEHTYAJIHUTE MPEAIPUETH MEPKHU U JOKIIAABAT OTHOCHO PE3YITATUTE,
BKJIFOYMTETHO UH(OPMAIMATa OTHOCHO MTPEOA0IIBAHETO Ha MOTEHIIMATHUS WU

pCaIHrd HEAOCTHUT .

Axo MPOU3BOAUTCIIMNTC HA MCIAUTTUHCKUTE U3ACTINUA U MCIUIUHCKUTE U3ACIIUA 3a HHBHUTPO
ANAarHoCTHUKaA, BKIIFOUCHU B CIIMCBKA HA KPUTUYIHO BAXXHUTC MCIAUTTUHCKU U3ACIIUS 10
OTHOIICHHC HA U3BBbHPCIHATA CUTYyallHsd B o0JracTTa Ha O6IJ.I€CTBCHOT0 3ApaBc, ca
YCTaHOBCHU U3BHH C1)103a, HN3UCKBaHaTa I/IH(i)OpMaIII/IH B CbOTBETCTBHUE C HACTOAIIIHUA YJICH
CC MpPEaAOCTaBA OT YIIBJIJHOMOIMICHUTE NPEACTABUTEIIN UIIH, I1O I_[eJ'IeC’I)O6pa3HOCT, oT

BHOCHUTEIIUTE U TUCTPUOYTOpHUTE.
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Ynen 25

Pons na Obpofcaeume YJIEHKU 6 MOHUMOpUH2A U CMeKdaeanemo Ha Hedocmuza Ha MeduuuHCKu

uzoenus

1. 3a J1a ce yJIeCHU MOHMTOPUHI'BT, IOCOYEH B WIEH 21, clie]] uCKaHe OT cTpaHa Ha

AFCHLIHSIT& 1 B PAaMKHTC Ha CPOKa, ONPCACIICH OT AI‘GHHI/ISITEI, ABPIKABUTC YJICHKU!

a) ImogaBaT U3HMCKBAHUA OT AFCHHI/IHTa IIaKeT OT I/IH(i)OpMaI_II/IH, BKIIIOUHUTCIIHO
HaJln4yHarta I/IH(bOpMaI_[I/IH OTHOCHO HYKJUTC, CBbP3daHHU C MCIAUIIMHCKUTEC U3JACIIUA U
MCIUIUHCKUTEC U3ACIINUA 3a UHBUTPO JUAIrHOCTHKA, BKIIFOUCHHU B CIIMCHbKA HA
KPUTHYHO BaXKHUTC MCANLIMHCKHA U3CJINA 110 OTHOICHUC Ha U3BbHPCAHATA
CUTyalusd B obiacTTa Ha O6H.[€CTB€HOTO 3ApaBC, U HAJIMYHUTC WUJIU IIPOTrHO3HUTE
JaHHHU OTHOCHO obemMa Ha TBPCCHCTO, ITOCPCACTBOM CIICLITUAIIHUTE M 3BCHA 3a
KOHTAKT M KaTO U3II0JI3BAT MCTOAWUTC U CUCTEMATa 3a JOKJIaABaHC, YCTAHOBCHHA

cbIy1acHO wieH 23, naparpad 1;

6) MMOCOYBAT HAJIMYUECTO Ha €BCHTYAJIHA ITIOBCPUTCIIHA ThPTOBCKa I/IH(I)OpMaLII/IH n

YTOYHSBAT IIPUYIUHUTE 3a TOBA YKa3aHHUC B CbOTBETCTBHUC C YJICH 24, naparpaq) 3;

B)  yBEAOMSBAT 32 OTChCTBUETO HA EBEHTYyaJIHA U3MCKBAaHA MH(OpMaLUs U BCIKO

3a0aBsHE B IPEIOCTABSIHETO M B pAMKHUTE Ha OINpeAeTeHHsS OT ATEHLUATA CPOK.

2. Korato ToBa € He00X0MMO, 3a J]a U3IIBJIHAT CBOUTE 3aIbJKEHHUS 32 JOK/IaBaHE,
orpejiesieHu B naparpad 1, AppkaBuTe WieHKH chOMpaT nH(popMalys OTHOCHO
MEIULUHCKUTE U3JeNUs U MEAULIMHCKUTE U3/IeNTUs 32 UHBUTPO TUAarHOCTUKA, BKIIIOUEHH B
CIHUCHKA HA KPUTUYHO BAKHUTE MEAUIIMHCKH U3/I€IHS 0 OTHOIICHNE HA U3BbHpPEIHATA
CUTYyalus B 00JIaCTTa Ha OOLIECTBEHOTO 3/paBe, OT IPOU3BOAUTEIINTE, BHOCUTEIINTE,

,[[I/ICTpI/I6YTOpI/ITe )51 HOTI/I(i)I/II_II/IpaHI/ITe OpraHu.

3. AKO JIbpKaBHUTE YICHKH pa3mojarar ¢ JOMbIHUTENIHA HHPOPMAILHUs, B KOSITO CE€ ChIIbpXKaT
JI0Ka3aTeNICTBa 3a MOTEHLUAJIEH WU pealleH HEJOCTHT, T€ IIPEAOCTABIT HE3a0aBHO Ta3H
nHpopmanusg Ha PprkoBo/IHATa rpyma 3a HEAOCTUTa HA METULIMHCKU U3JIEIHS Upe3 CBOUTE

3BCHA 3a KOHTAaKT.
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Crnen kaTo IOKIAABAT 3a PE3yJTaTUTE OT MOHUTOPUHTA U €BEHTYaTHUTE MPENOPHKU
OTHOCHO MEPKUTE 3a MPEA0TBpaTIBAHE WM CMEKYaBaHe B ChOTBETCTBHE C WiieH 22,

ABPIKABUTEC YIICHKH:

a)  MPOydYBaT HEOOXOIUMOCTTA Ja MPEIOCTABAT BPEMEHHO OCBOOOKIaBaHE HA PABHHUIIIC
JbPKaBH YWICHKH ChIVIaCHO WwieH 59, maparpad 1 ot Pernmament (EC) 2017/745 wnn
yieH 54, maparpad 1 ot Pernmament (EC) 2017/746 ¢ oryien Ha ToBa 1a c€ CMEKYH
MOTEHIMATHUST WIN PEATHUAT HEJOCTUT HA MEUIIMHCKU U3CIHS U METUITTHCKH
W3JIENUS 32 HHBUTPO JIMArHOCTUKA, BKITFOUEHH B CITUCHKA HA KPUTHYHO BAYKHUTE
MEJIUIMHCKY M3/ICTHS TI0 OTHOIIICHHE HA U3BBHPEIHATA CUTYallUs B 00JIacTTa Ha

00IIIECTBEHOTO 3/PaBE;

0)  B3emar MpeaBH]l BCUYKU MPENOPhKU, HACOKH U MEPKH, MPEIPUETH Ha PAaBHUIIIETO

Ha CpI03a chrilacHo uieH 26, OykBa a);

B) yBEAOMABAT PwkoBoanara I'pyna 3a HEAOCTHUTI'a HA MCIUIUHCKHU U3JCIINA OTHOCHO
BCHUYKH MNPCANIPUCTU MCPKHU U JOKJIAABAT OTHOCHO PE3YJITATUTE OT TE3U MCPKH,
BKIIFOUHUTCIIHO I/IH(i)OpMaI_[I/IHTa OTHOCHO IMPCOaO0JIIBAHCTO HA ITOTCHIUAJIHUA UIIN

peaiHuA HCAOCTHI .

Ynen 26

Baowaorcenus na Komucuama no omuowernue na MOHUMOPUHSA U CMEKUABAHEMO HA Hedocmuea Ha

MeOUYUHCKU U30eIUs.

Komucusra B3ema npeaBua I/IH(I)OpMaI_[I/IHTa U NIPCIIOPHKUTC HA PwkoBOaHaATa rpyia 3a HEAOCTUra

Ha MCOIUIUHCKU U3 OCTINUA U

a)

6)

npeanpruemMa BCHYKH He0OXOMMHU AEUCTBUS B paMKHUTE Ha MPEI0OCTaBEHUTE I
MIPABOMOIIMS C OTJIEA J]a C€ CMEKUYU MOTEHIUATHUAT WU PEaTHUAT HEAOCTUT Ha
MEIULMHCKHI U3/1eHs U MEUIIMHCKU U3EIHs 34 UHBUTPO JUArHOCTHKA, BKIIIOUEHU B
CMHMCHKA HA KPUTMYHO BOKHUTE MEUIIMHCKU U3/ 110 OTHOLIEHNE Ha U3BbHpEAHATA
CUTyalus B 00JIacTTa Ha OOIECTBEHOTO 3/paBe, BKIIIOUYUTEIHO, KOraTo TOBa €
HE00X0AMMO, IPEFOCTaBsI BPEMEHHO OCBOOOX/1aBaHe Ha paBHUIIETO HAa Chi03a CHITIACHO
uned 59, maparpad 3 ot Pernament (EC) 2017/745 nnu unen 54, naparpad 3 ot

Pernament (EC) 2017/746, npu 3aunTaHe Ha MOCOYEHUTE B TE3U UWICHOBE YCIOBHS;

pasricixiaa HCO6XO,[[I/IMOCTT3. OT HACOKH 3a AbPIKABUTC YICHKHU, IPOU3BOJUTCIINTC HA

MEIULMHCKHI U3/1eNHs, HOTU(QHUIUPAHUTE OPTraHu U IpYTU CyOeKTH;
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B) M3UCKBA OT PBhKOBOHATA IpyIIa 32 HEJOCTUIa HA MEAULIUHCKA U3IENUS 1A TPENOCTABU

MPETOPBHKHU UITH J1a KOOPAMHUPA MEPKHUTE ChITIAaCHO uiieH 22, maparpadu 3,4 u 5;

F) pasricxiga H€O6XOI[I/IMOCTT3 OT MCAUIIUHCKHU MCPKHU 3a HpOTHBOI[CfICTBHC B CbOTBETCTBHEC

c uieH 12 u unen 25, 6yksa 6) ot Permament (EC) 2020/[...]'5;

Z[) OCBIICCTBABA Bpb3Ka C TPCTHU AbpPKAaBU U CbOTBECTHUTC MCIKAYHAPOAHH OPraHn3anuu,
KoraTto ToBa € ueﬂec1>06pa3H0, 3a J1a C€ CMCKYHU IMOTCHUUAJIHUAT WJIW PCATTHUAT HEAOCTUT
Ha MCAWIUHCKUTC U3ACIINA U MCAUIUHCKUTE U3ACIINA 3a UHBUTPO JUArHOCTHUKaA,
BKJIFOYCHHU B CIIMCBHKA HA KPUTHYHO BaA)KHUTC MCAUIUHCKN U3CINUA 110 OTHOIICHUE HA
HU3BBHpPCIHATA CUTyalus B obnacrtra Ha O6HI€CTB€HOTO 3ApaBC, NJIU TCXHUTC CbCTaBHU
4YaCTH, KOraTto T€3u NpPOAYKTH WJIM 4aCTHU CC BHACAT B Cbl03a WIIH KOraTo TO3HU

IMOTCHIHAJICH WJIK PCaJICH HEAOCTUT' OKAa3Ba BLSHeﬁCTBHC Ha MCXKAYHApOJAHO paBHUIIIC.

Ynen 27

Komynuxayus ommnocno Pvkosoonama epyna 3a Hedocmuza Ha MeOUYUHCKU U30eNUs]

qpe3 CBOs UHTCPHET MOPTaAJI U APYI'U IMMOAXOAAIIHN CPEACTBA U 3a€AHO C HAIUMOHAJTHUTC
KOMIICTCHTHH OpTraHu AFCHI_II/IHTa I/IH(l)OpMI/Ipa O6H.I€CTBCHOCTT& H CbOTBCTHHUTC 3aUHTCPECOBAHU

rpymnu OTHOCHO pa60TaTa Ha P’BKOBOILH&T& Tpyma 3a HEA0CTHUIra Ha MCIUIIWUHCKHU U3CIIHA.

Ynen 28

Ilookpena 3a excnepmuume epynu 3a MEOUYUHCKUME U30EUs]

1. Ot 1 mapr 2022 r. HaTaTBK AreHuusATa ocurypsisa ot umeto Ha Komucusra cekperapuara
Ha eKCIIEPTHUTE TPYITH, OTpeIeJICHU B ChOTBETCTBUE ¢ wieH 106, maparpad 1 ot
Pernament (EC) 2017/745, u ocurypsiBa HeoOxoaumaTa MoIKpera, 3a /ia ce TapaHTupa, ue
T€3U TPYIHU MOTaT J1a U3BbPUIBAT MO €()eKTUBEH HAUMH CBOUTE 3a/1a4M, IOCOYECHH B

giien 106, naparpadu 9 u 10 ot Pernament (EC) 2017/745. Arennusrta:

a) ocurypsBa aIMUHHUCTPATHUBHA U TEXHUYCCKA IMOAKPEIIa Ha CKCIICPTHUTE I'PYyIIA 3a

MpeaAOCTaBAHCTO HA HAYUYHH CTAHOBHIIA, MHCHUSA U KOHCYJITAllUU,

15 [Ha ce 0oobasu npenpamra kvm npuemusi mekcm, NOCoOYeH 8 benexcka noo JuHus 4]
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6)

n)

MOZCpHpa U ylipaBJisiBa AUCTAHIIMOHHUTC U NPUCHCTBCHUTC 3aCCAaHUA HA

€KCIIEpTHUTE IPYIIU;

rapaHTupa, ue paboTara Ha €KCIIEPTHUTE TPYIHU C€ U3BBHPILBA [0 HE3aBUCUM HaYUH B
croTBeTCTBHUE ¢ wieH 106, maparpad 3, Bropa anmaes v wieH 107 ot Permament
(EC) 2017/745 u ¢ ycranoBenute ot Komucusara cCuCTEMH U IPOLIEAYPH 32 aKTUBHO
yIpaBJieHUE U TPEAOTBPATABAaHE HA MOTCHIIMATHA KOH(PJINKTH Ha UHTEPECH B

croTBeTCTBHUE C wieH 106, maparpad 3, TpeTa aluHEs! OT ChIIKS PETIaMeHT;

MOJTbPKa M PEIOBHO aKTyallu3upa yeOCTpaHUIaTa Ha eKCIIEPTHUTE TPYIH U
OIOBECTsBA Ha yeOCTpaHHUIaTa BCHUKaTa HEOOX0uMa HHPOPMAIIUs, KOSTO HE €
obmonocteiiHa B Eudamed, 3a na ce rapanTupa mpo3paqyHocTTa Ha JEHHOCTUTE HA
SKCIIEPTHUTE TPYIIH, BKIIIOYUTEIIHO 0OOCHOBKH OT HOTU(HUIUPAHUTE OPraHHu, KOraTo
HE ca ce ChOOpa3uIi ¢ KOHCY/ITAIMUTE Ha €KCIIEPTHUTE TPYIH, TPEI0CTaBEHH

ceriacHo wieH 106, maparpad 9 ot Pernament (EC) 2017/745;

Hy6JII/IKYBa oT nmeTo Ha Komucusra HAay4YHUTC CTAaHOBHIIA, MHCHUA U KOHCYJITAlUU
Ha CKCIICPTHUTEC I'PYIIU, KATO r'apaHTUpa MOBEPUTCIHOCT B CbOTBETCTBUC C YJICH 106,

naparpad 12, Bropa anunes u wien 109 ot Pernament (EC) 2017/745;

rapadnTupa, 4€ CKCIICPTUTE MMOJTydaBaT Bb3HAIPAKACHUC U Pa3X0JUTEC UM CC
BB3CTAHOBABAT B CbOTBECTCTBUEC C aKTOBETC 3a U3IMIBJIHCHHUE, IIPUCTH OT Komucusra

cwraacHo uieH 106, maparpad 1 ot Permament (EC) 2017/745;

CJICau 3a CI1a3BaHCTO Ha 06]].[1/15{ IIpaBHUJIHUK 34 JIEHHOCTTa Ha CKCIICPTHUTE I'PYIIN U

HaJIMYHUTC HACOKHW U MCTOAUKH, 3aCATaliu (I)YHKI_II/IOHI/IpaHCTO HUM;

npeacrass Ha Komucusta u va KI'MU roauian 10Ki1aauM OTHOCHO U3BbPIIEHATA OT
€KCIIEPTHUTE TPyIHU paboTa, BKIOUUTETHO OpOsi Ha MPEOCTABEHUTE CTAHOBUIIIA,

MHCHUSA U KOHCYJITalluU.
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2. 3a 1a U3MBJIHABA 33aYUTE CH, OTIMCAaHU B NPEIXOAHUS aparpad, AreHIusaTa U3roTBs
CTpaTerus 3a CbTPYAHUYECTBO OTHOCHO aJJMUHUCTPATUBHATA U TEXHUYECKATa OJKpEIa Ha

paborara Ha ekcriepTHHTE Irpymnu 3aeaHo ¢ Komucusara u KITMU.

3. AreHIusATa clie/iBa IEPUOAUYHO, IOHE JIBa IBTH T'OJIUIIIHO, J1a ce KoHcyaTupa ¢ KI'MU
OTHOCHO TEKyIIlaTa padoTa Ha eKCIIEPTHUTE TPYIH, 3a Ja MPEACTaBU JOKIIA] 3a

M3MBJIHEHUTE 33/1a4 U Ja 00CHAM U ChIJIACYBa CTPATErusTa, ONpECIIeHa B TOUKA 2.

I'nmaBa 'V

3aKkJII09UTETHU pa3nopendu

Ynen 29

CvmpyoHuuecmso mexicoy pvkosoOHume 2pynu, Pabomnama epyna 3a u36bHpeOHU Cumyayuu u

eKcnepnmHume cpynu

1. AreHnpATa rapaHTHpa CbTPYAHUYECTBOTO MEKY PBKOBOJHUTE TPYIH 332 HEJOCTUra Ha
JIeKapcTBa U MEAUIIMHCKYU U3/Ens BbB BPb3Ka C MEPKUTE 3a CIIPABSIHE ChC ChbOUTHUSATA C

TOoJIsIM Mama6 " U3BBHPCAHUTC CUTYyallUu B obnactra Ha O6H_[CCTB6HOTO 3ApaBe.

2. UneHoBeTE Ha PHKOBOJHUTE I'PYIH 3a HEJOCTUTA HA JIEKAPCTBA U MEAMIIMHCKY U3AEIUS U
TEXHUTE pabOTHU IPYIH MOXKE J1a IPUCHCTBAT HA 3aceJaHUATa Ha Jpyrara pbKOBOJAHA
rpyna 1 Ha pabOTHUTE TPYIIU U, KOTaTO TOBA € L[e1echOOpa3Ho, /1a CH ChTPYAHHYAT IO

OTHOIICHHEC Ha OCHIICCTBABAHCTO HA MOHUTOPUHT, JOKJIAABAHETO U CTAaHOBUIIIATA.

3. Cnhbe chriacueTo Ha (C’L)Hpe)lCCI[aTeJ'II/ITe MOXE aa 6T>,I[aT MMPOBEKAAaHU CbBMCECTHU

3accJaHrd Ha PbKOBOAHUTE I'PYyIH 3a HEAOCTUI'A HA JICKAPCTBA U MCAUITUHCKHU U3ICIINA.

4. Koraro e ymecTHO, AreHuusATa ocUrypsiBa CbTpyIHUUYECTBO Mex 1y PaboTHara rpyna 3a
U3BBbHPEIHNUTE CUTYAlUU U €KCIIEPTHUTE TPYIU BB Bpb3Ka C TOTOBHOCTTA 3a JEHCTBUS

IIPU KPHU3H U YIIPABICHUETO HAa KPU3H, CBBP3aHU C OOIIECTBEHOTO 3/IPaBe.
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Ynen 30

llosepumenna mvpeoscka ungopmayus

L. OcBeH KOraTo B HACTOSIIHUS PETrIaMeHT € MPEABUICHO IpYyro U 0e3 Ja ce 3acara
Pernament (EO) Ne 1049/2001 u neficTBaniite HallMOHAIHY Pa3NoOpeOU U MIPAKTHKH B
IbP>KaBUTE WIEHKU OTHOCHO MTOBEPUTEITHOCTTA, BCHUKH CyOSKTH, y4acTBAIIH B
NPUJIaraHeTo Ha HACTOSIINS PETJIAMEHT, ChOJII0JaBaT MOBEPUTEITHOCTTAa Ha HH(POPMAIHUITa
U JTAHHUTE, TIOJIyYeHHU TIPH U3IIBIIHEHUE HA TEXHUTE 3a/1a4H, C OrJIe]] 3aliTaTa Ha
MOBEpPHUTETHATA THPTOBCKA MH(OPMAIHS U THPTOBCKUTE TAallHU HA (PU3HUECKHU UITH

OPUINYCCKHU JIMIAa, BKIIFOYHUTCIIHO IIpaBaTa BbPXY MHTCIICKTyaJIHATa COOCTBEHOCT.

2. be3 na ce 3acsara naparpa(p 1, BCHYKH CY6GKTI/I, ydacTBally B I[IPUJIAraHETO HA HACTOAIIUSA
PETIIAMCHT, I'apaHTUpPaT, 4€ IIOBCPUTCIIHA ThPIrOBCKa I/IHq)OpMaLII/IH HE CC CIIOACIIA 110
Ha4¥H, IIpU KOWTO UMa BEPOATHOCT a C€ OCUT'YPU BB3MOXKHOCT IIPCANIPUATUATA da

OorpaHMyaT WK HapyllaT KOHKypeHIusATa o cMuchbiia Ha wied 101 ot ADEC.

3. bes na ce 3acsra naparpad 1, oOMeHeHaTa P YCIOBUS Ha TOBEPUTEITHOCT UHPOPMAIIHS
MeX1y KOMIIETEHTHUTE OPTaHu U MEXIy KOMIeTeHTHUTE opranu u Komucusita u
AreHuMsITa HE ce pa3KpuBa 0€3 IPeIBapUTEIHOTO ChIVIACHE HA OpraHa, KONTo s

HPEeIOCTAaBS.

4. [Taparpadwu 1, 2 u 3 He 3acsaraT npaBaTa u 3aabDKeHUaTa Ha Komucusita, AreHnusita,
JbP’KABUTE YICHKU U IPYTUTE YYACTHULIN, ONIPEICTICHU B HACTOSIIMS PETIIAMEHT, 110
OTHOIIIEHHE HAa 0OMeHa Ha HH(GOpMAIIUs U pa3pOCTPaHIBAHETO HA MPEAYPEKICHUS,
HUTO 33TBJDKCHUSITA HA ChOTBETHUTE JIMIIA 32 TIPEICTaBsiHE HA MH(OPMAITUS CHIIIACHO

HAaKa3aTCJIHOTO IIPaBo.

5. KOMI/ICI/IHTa, AFGHHI/IHTa U ABPIKABUTC YICHKH MOTaT Ia 00MeHST IMMOBCPUTECIIHA ThPIrOBCKa
HH(bOpMaHI/ISI C PETYJIaTOPHUTE OPraHU HAa TPETU AbpiKABU, C KOUTO Ca CKIFOYHIIN

JBYCTPAHHHU WJIM MHOTOCTPAHHU CITIOPA3yMEHUS OTHOCHO ITOBEPUTEIIHOCTTA.
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Ynen 31

3awuma na ruunume OanHu

Hpez[aBaHeTo Ha JIMYHU JaHHHU CBIVIACHO HACTOAIIUA PErJIaMCHT CE€ U3BBPIIBa ChIVIACHO

Pernmament (EC) 2016/679 u Pernament (EC) 2018/1725, ciopen ciry4as.

[Tpu nurmica Ha pemeHrne OTHOCHO aJeKBaTHOTO HUBO HA 3aIIMTA WM HA TTOIXOISIIH
rapaHIfy, KakTo € mocodeHo B wieH 49, maparpad 1 ot Permament (EC) 2016/679 u unen
50, maparpad 1 ot Permament (EC) 2018/1725, Komucusita, AreHIusATa U IbpKABUTE
YJICHKH MOTAaT Ja OOMEHSIT JJUYHU JAHHU C PETYJATOPHUTE OPraHu Ha TPETH IbPIKABH,
KOTaTO TOBA € HEOOXOIMMO 3a MPEJTOTBPATIBAHE WM pearnpaHe Ha CEPHO3Ha 3aIuiaxa 3a

O6H.I€CTB€HOTO 3ApPaBC Ha IbpiKaBa WICHKA WJIK TPETa AbpiKaBa.

Ynen 32

Qunancupane om Cwro3a

Cp103bT OcUrypsiBa UHAHCUPAHETO HA AEHHOCTUTE HA ATEHIUATA B MOJKpera Ha
pa0oTara Ha PbKOBOJIHUTE I'PYIIN 32 HEJOCTUIA Ha JeKapCTBa U MEIULIUHCKH U3]en,
PaGotHara rpyma 3a u3BbHpPEIHUTE CUTYAllu, TEXHUTE paOOTHU IPYIU U €KCIIEPTHU
IpyIy, KOUTO BKIIFOUBAT ChTPYyIHNUYECTBO ¢ Komucnsara n EBponeickus neHTsp 3a
npo¢uIakTUKa U KOHTPOJI BbpXY 3abosisiBaHusTa. PrHaHCcoBaTa nomoul Ha Chro3a 3a
J€MHOCTHUTE 110 HACTOSIIMS PETJIaMEHT ce npenocTass B cboTBeTcTBUE ¢ Pernament (EC,

EBparom) 2018/1046 na EBpomneiickus napiameHnt u Ha CbBeTa.
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AreHnusTa U3IUIalla Bb3HArpak€HUE 3a IEHHOCTUTE Ha MPEICTABUTEIUTE U EKCIIEPTUTE
Ha JIbPXKaBUTE YWICHKH BbB Bpb3Ka ¢ PaboTHaTa rpyna 3a u3BbHPEIHUTE CUTYallUN
CBITIACHO HACTOALLHMS PErVIAMEHT U Bb3CTaHOBSBA PAa3XOAUTE HA NPEICTABUTEIUTE U
€KCIIEpTUTE Ha AbP)KABUTE WICHKHU, CBbP3aHU ChC 3aCEJaHUATA HA PbKOBOAHUTE TPYIIH 32
HE/IOCTUTA Ha JIEKapCcTBa M MEUIIMHCKY U3Aemus, PaboTHaTa rpymna 3a H3BbHPEIHUTE
CUTYyallud ¥ TEXHUTE paOOTHU IPYyIU B ChOTBETCTBHE C (PMHAHCOBHUTE JOTOBOPEHOCTH,
YCTaHOBEHU OT yIPaBUTEIHMS CbBET. TOBa Bb3HArpaXXICHNUE CE U3IUIAIA HA

HAalMMOHAJTHUTE KOMIICTCHTHH OPraHu.

Bruockara Ha Cblo3a, npeasuaeHa B wieH 67 ot Pernament (EO) Ne 726/2004, noxpusa
pa60TaTa Ha AI“GHIIPI?ITa, npeaBruacHa B HACTOAIUA PECIrJIaMCHT, BKIIFOYUTCIIHO ITBJIHOTO
BB3HArpaXCHUE, N3IUIAIAHO Ha HAMOHATHUTE KOMIIETCHTHH OpTraHH, KaTo ce Ipuiarat

0CBOOOXK1aBaHUs OT TAKCH B CHOTBETCTBUE ¢ Permmament 297/95.

Ynen 33

Oyenka u 0okniaosane

Jo [xxx] T. 1 HA BCeKH [xxX]| roauHu ciea ToBa Komucusta n3BbpIiBa OleHKa Ha HACTOSIIIHS

perinameHT U npejcrass Ha EBponeiickus napaameHT U Ha CbhBeTa J10KJIa/1 34 OCHOBHUTE

KOHCTAaTalluu OTHOCHO paMKaTa 3a TOTOBHOCT 3a JeHCTBUA IIpU KPpHU3U U YIIPABJIICHUC TTPH

KpH3H 3a JICKApCTBAa 1 MCAULIMHCKU U3JACJINM, BKIIFOYUTCIIHO U3II0JI3BAHCTO HA ICPUOAUIHU

TECTOBE 3a YCTOMYMBOCT, IPUAPYKEHH TIO 1[ETIEChOOPA3HOCT OT 3aKOHOIATEITHU

MPpEAJIOXKCHUSA, KaTO B3€MaA NMPEABU/] Bb3MOKHOTO pa3lInpsABaHC HA oOxBaTa Ha PEriilaMcHTa,

TakKa 4e TOH J1a BKJII0UBA JIEKAPCTBEHUTE NMPOJYKTHU 3a BeTeprHapHa ynorpeda u JIIIC 3a

MCIHUIIMHCKA yHOTpe6a, KaKTO U €BCHTYaJIHATa HCO6XOI[I/IMOCT OT aJlalITUpPAHC Ha

ompe/ielIeHUsITa, MPEIBUICHN B UJIeH 2.
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Ynen 34

Bnuzane 6 cuna u oama na npujiacane

1. HaCTOHI_HI/IHT PEriIaMCHT BJIM3a B CHJIa HA ABAACCCTUA JCH CIICT HY6J'II/IKYB3HCTO MYy B

Oguyuanen secmnuk na Esponetickus cvios.

2. Toii ce nmpunara ot [1arara Ha mpuiaraxe].

HaCTOHH_II/ISIT PEriIaMCHT € 3aABbJDKUTCIICH B CBOATA LAJIOCT U CC ITpUJjiara npsikoO BbB BCUYKU
ABbpPKaBH YJIICHKH.

CscraBeno B bprokcen Ha [...] roguna.

3a Eeponetickus napramenm 3a Cveema

IIpencenaren IIpencenaren
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