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Bbprokcen, 11.11.2020 r.
COM(2020) 725 final

2020/0321 (COD)

IIpennoxenue 3a
PETJIAMEHT HA EBPOINIEMCKUSA HAPJIAMEHT Y HA ChbBETA

OTHOCHO 3acuJieHa poJisi Ha EBponeiickaTta areHius 1o JIeKapcTBaTa B TOTOBHOCTTA 3a
JAeHCTBUSA NPH KPU3U H YIIPABJIEHUETO HA KPU3H 110 OTHOLICHHE HA JIEKAPCTBEHUTE
NPOAYKTH U MeTHIIHHCKUTE U3/1eJTUs

(Tekcr ot 3navyenue 3a EUII)
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OBACHUTEJEH MEMOPAHAYM

KOHTEKCT HA TIPEJJIOZKEHUETO
OcHoBaHMS ¥ LeJIM HA NPeVI0KEHNETO

OnutsT, HATpPYNaH BBB Bpb3ka c Oe3mpeneacHTHaTa mnaxgaemus ot COVID-19,
mokasa, ue crocodHoctTa Ha Cblo3a Ja KOOPAMHUPA JEHHOCTTA, Ype3 KOSATO Ja ce
rapaHTUpa HATMYHOCTTA HA JICKAPCTBEHU MPOAYKTH M MEAULIMHCKU U3JENUS U Ja ce
YJIECHU TSIXHOTO pa3pabOTBaHE, IOHACTOSILIEM € OFpaHUYEHA.

ITo Bpeme Ha kpuzata BbB Bpb3ka ¢ COVID-19 Geme HeoOxomumo na Obaat
otkputu ad hoc pemienus, 3a 1a 6bA€ OrpaHHUYeH PUCKBT OT HEAOCTHUT HA JIEKAPCTBA
W MEIUIMHCKU HM3CNHs, KaTO HalpuMep amapaTd 3a BEHTHJIAIUS, XUPYPTUUECKH
Macky U TecToBU KoMIuleKTH 32 COVID-19. ®@yHKIIMOHUPAHETO HA TE3U MEXaHU3MHU
10 BpeME Ha M3BBHpEIHATA CHUTyallus Oelle HalpaBeHO BB3MOXKHO C IOMOIITA Ha
YCJIIOBHM CHOpPa3yMEHHSI MEXIY YYaCTHHIHUTE (IbpkaBUTe uieHKH, Komwucwusra,
EBporeiickara arenuus o Jiekapcrata (,,ATeHIUATA ), TUTYJISIPUTE Ha pa3perieHus
3a THPrOBUsSI Ha JICKAPCTBEHW NPOIYKTH M MPOU3BOJUTEIUTE HA METUIIMHCKH
W3JIeHsl U TEXHUTE YI'BJIHOMOIIEHH MPEACTaBUTENIM). 3a Ta3u IIe]l B HAKOU CIydau
ce Hanoxu KoMmucusta u AreHiusara na ce 3aeMar ChC 3amaudr, m3ucksamiu ad hoc
MeToAM Ha pabota. 3a Ja cTaHaT Te3W pelIeHHs e(DEKTUBHH W MPEABUIUMHU,
CHOTBETHUTE POJIU U 33B/DKCHUS HAa Pa3IMUHUTE MPaBHU CyOeKTH ciieqBa a Obaar
M3SICHEHU U 3aJI0)KCHHM B ChOTBETHATA 3aKOHO/IaTETHA PaMKa.

OcBeH TOBa MO OTHOIIEHWE Ha peAulla JIEKapCTBa, 3a KOUTO MMa CBEICHHS, Y€ ca
nogxonasmu 3a jedeHue wiu npeBeHuus Ha COVID-19, AreHmusara He BUHAru
pasmojaraiie ¢ JIOCThI JI0 IOCTaThbYHO JAHHH 3a 3PABOCIOBHOTO ChCTOSHHE, 3a Ja
dbopMynupa chriacyBaHu Npenopbku 3a nenusi Cbro3. ATeHuusaTa npeocTaBy Haii-
no0puTe criopesl Bb3MOKHOCTUTE CH HAYYHU KOHCYJITAllMM OTHOCHO pa3pabOTBaHETO
U MOTEHIMaja Ha Te3M JiekapctBa 3a O0opba ¢ COVID-19, HO B OTCHCTBHETO Ha
odpuimagHa CTPyKTypa 3a yIpaBJieHHE Ha KpuU3M U 0e3 Ja € HaJIWIe Moj3ara OT
YCKOPEHH MPOLEAYPH 32 HAYYHU KOHCYJITAUU U 33bJKEHUS 32 CbTPYIHUUYECTBO OT
CTpaHa Ha JIbPKaBUTE WICHKU W pazpaboruuiute. [lo-cnenuanHo pazpaboTyuimTe
M3THbKHAxXa JIMIICaTa HAa XapMOHHU3UpaHE MO OTHOLIEHWE Ha ACIEKTUTE, CBbP3aHU C
KIIMHUYHUATE W3MUTBAHUS, MPOU3THUYAIIA TJIABHO OT (haKkTa, Y€ 3a BCAKO M3IMHUTBAHE
TpsOBa J1a ObJIe MOTYUYEHO OTICTHO pa3pellieHe BbB BCSIKa IbPiKaBa WICHKA.

CnenBa na 6b1e ocUTypeHa U MOAXO/AINA paMKa, C KOSATO Ja ce MoJAKpenu padoTara
Ha EKCHepTHUTE TpPyNH 3a MEIUIUHCKUTE HW3JIeNNs, KAaKTO € NpPEIBHIECHO B
Pernament (EC) 2017/745', ¢ men na ce rapanTupa, 4e Te3d TIPyHHM MOTrar IO
epuKaceH U e(peKTUBEH HAYMH Ja MMPeJOoCTaBAT HAyYHU KOHCYJTAllUU BB BPB3Ka C
T'OTOBHOCTTA 3a )IeﬁCTBHﬂ IIpH KPpHU3WU U YIIPABJICHUCTO HA KPU3H, B JOIIBJIHCHUC KbM
OCHOBHATa UM (PYHKITUS J1a IPEJOCTABIT CTAHOBHUIIIA OTHOCHO IIPOBEPKATa OT CTpaHa
Ha HOTU(ULMpPAHUTE OPraHM Ha KJIMHUYHATA OLEHKA U OLIEHKAaTa Ha JIEHCTBUETO 3a

Pernament (EC) 2017/745 na EBpomelickus mapmameHT u Ha Cpera oT 5 ampun 20171, 3a
METUITMHCKUTE u3zenus, 3a m3meHenne Ha upektuBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 u 3a otmsHa Ha aupektuBu 90/385/ENO u 93/42/EVIO Ha ChBeta (OB
L 117, 5.5.2017 r., ctp. 1), uamenen c Permament (EC) 2020/561 na EBpomneiickusi mapiaMeHT W Ha
Cseta ot 23 anpur 2020 r. 3a m3menenue Ha Permament (EC) 2017/745 3a MeqUIMHCKUTE U3EITUS IO
OTHOIIEHHE Ha JaTHTE Ha IpWiaraHe Ha HIKOM OT Herosute pasnopenou (OB L 130, 24.4.2020 r.,
ctp. 18).
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ONpeNeICH! BUCOKOPUCKOBA MEIWLMHCKU U3JIENHs, BKIIOUUTEIHO OIpPEAeIICHU
W3JIeNUs 32 UHBUTPO TUArHOCTHKA. TO3W THIT KOHCYJTAIMU Ca OT OCHOBHO 3HAYCHHUE
3a TOTOBHOCTTA 3a JIEUCTBUSI NPU KPU3U U YIPABICHUETO HA KPHU3H, HApUMEp B
KoHTekcTa Ha mnangemusita or COVID-19 — cMmsaHata Ha mpeaHa3HAYEHUETO Ha
MIPOU3BOJICTBEHU JIMHUU C 1€ YCKOPEHO MPOM3BOJICTBO HA arapaTd 3a BEHTHJIALIMS
ChC CHOTBETHHS HEOOXOAMM MHHHUMYM OT TEXHHUYECKH CIEeUUPUKALINA U
crierguKanyu 3a 6e30MacHoCT.

[To Te3u nmpuunHU cienBa Aa ObJe Ch3a/ieHa siCHA paMKa 3a JIEHHOCTUTE, KOUTO I
CE OCBIIECTBSIBAT OT ATEHIUATA C OIJIE] HA MOATOTOBKATA 32 NU3BBHPEIHU CUTYyallUN
B oOJyiacTTa Ha OOIIECTBEHOTO 3ApaBe M APYrHM CHOUTHUS C TOJSIM Mamad v TMpu
HACTHIIBAHETO HA TaKWBa CUTYallUd U CHOUTHS, 3a Ja ce MOJA0OpU KamanmuTeThT HA
Cwhro3a 3a pearrpaHe Ha TaKMBa WM3BBHPEIHU CUTYaIlMH 1O OBp3, €PHUKACEH H
ChIVIACYyBaH HauMH. 3a /1a Ob/e e(pEeKTUBEH U ONEpaTUBEH M0 BpeMe Ha U3BBHPEIHH
CHTyalluu B 00JacTTa Ha OOIIECTBEHOTO 3/paBe, MOAXOIbT CJICBA Ja CE OCHOBAaBa
Ha MHOTO J100pa roToBHOCT. Ta3M TOTOBHOCT MOXe JAa ObJe MOCTHTHATa C
pa3paboTBaHETO HA OOIIM MHCTPYMEHTH W OOIIONPUETH METOJIU 33 MOHHTOPHHT,
JOKJIaIBaHe W CchOMpaHe Ha JNaHHH. J[pyr OCHOBEH NMPHOPHUTET € CHOMpaHETO Ha
JTAHHU OTHOCHO KJIFOUOBHTE JIGKAPCTBA M MEAMIIMHCKU HM3JICJHS, 32 KOUTO CE CUHUTA,
4ye UMa Hal-ToJIsIMa BEPOSTHOCT Ja OBJIAT 3aceTHATH OT €HA U3BBHPEIHA CUTYAIIHS
B o0OnacTra Ha 3ApaBeTO WJIM OT APYro chOUTHE C roisiM Mamad. 3a Ta3u 1en
MpeNIoKEHUAT PermamMeHT ce OCHOBaBa Ha JIOCETallHUS ONUT OT Oopbara c
nangemusita oT COVID-19 u na ad hoc pemenusra, n3namepeHu mpe3 MociaeIHUTe
MeCely, KaKTO M Ha YNPaBICHHETO Ha MPEAHWIITHU CHOWTHS C TOJSIM Mamad B
KOHTEKCTa Ha BBBEJCHHS IUIAH 32 YIpPaBJICHHUE HAa MHIUACHTH. KaTo yact oT TOo3u
miaaH Oemie pa3pabOTeH IUIAaH 32 YIPABJICHHE HA MHIUIACHTH 1O OTHOIICHHE Ha
JICKQpCTBEHHUTE MPOJIYKTH 3a XyMaHHa yrnoTpeda B paMKUTE Ha peryliaTopHara
mpeska Ha EC (Mpexa 3a npoyusane Ha unuugeatu (IRN)2. Tasu ctpykTypa ce
M3MOJ3BA, 32 Ja Cce CIEAAT HEMPEeKbCHATO ChOUTHITA U HOBaTa MH(OpMaius, 1a ce
MpaBW TIPErJie]] Ha TAXHOTO BB3JCUCTBHE BBHPXY OOIIECTBEHOTO 3]IpaBe M Ja CE
B3eMaT HEOOXOJIMMHUTE PYTHHHU MEPKH 3a MPEOooJIsiBaHe Ha cUTyanusTta. Mpexara
3a IPOyYBaHE HA MHIUJICHTH II¢ MPOIBIDKA CBOUTE IEHHOCTH, KATO B3EME MPEABUI
HOBaTa CTPYKTYypa 3a yIpaBlieHHE MO BpeMe Ha Kpu3a, OCUTYPEHa OT PHKOBOIHATA
rpyna 3a JieKapcTBaTa, Ch3JaleHa C TMpeanoxeHusi permameHT. C mpemiokeHus
pernamMeHT me ObJaT AOMNBJIHEHH U JOMBJIHUTENIHO PAa3BUTH OCHOBHUTE 3a/ayH,
KOMTO Bede ca BH3IOKEHH Ha ATEHIMATA ChINIACHO PErjlaMeHTa 3a Ch3JaBaHeTo I,
MO-CTIIEIUATHO J]a TPEeIoCTaBs HAYYHH KOHCYITAllMM M Jla OIeHsBa KayecTBOTO,
0e30macHOCTTa U e(pUKACHOCTTa Ha JIEKAPCTBEHUTE MPOAYKTH KaTO YacT OT Ipoleca
3a W3/1aBaHe Ha pa3pelIeHus 3a TAX.

OO6muTe ey Ha IPEIOKEHUETO Ca:

1.  na ce rapaHTHpa BHCOKa CTEIEH HA 3aKpuja Ha YOBEIIKOTO 3JpaBe, KAaTo ce
ykpenu crnocoOHoctTa Ha Chbro3a J1a yInpaBisiBa U pearupa Ha U3BBHPEIHUTE

https://www.ema.europa.eu/en/documents/other/european-union-regulatory-network-incident-
management-plan-medicines-human-use_en.pdf

Pernmament (EO) Ne 726/2004 na EBpomelickus mapmamenT u Ha CovBera oT 31 mapt 2004 r. 3a
yCTaHOBSIBaHE Ha mporeaypu Ha OOIIHOCTTA 32 pa3peliaBaHe M KOHTPOJI Ha JEKapCTBCHH MPOAYKTH 32
XyMaHHa M BETEpPHHApHA ymoTpeda W 3a ch3maBaHe Ha EBpormeiicka areHmms mo yekapcrBata (OB
L 136, 30.4.2004 r., cTp. 1).
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cUTyaluu B oOnactra Ha OOIIECTBEHOTO 3/[paBe, KOUTO OKa3BaT BIIMSHUE
BBPXY JIEKAPCTBEHUTE MPOTYKTH U METUIIUTHCKUTE U3AEIUS;

2.  jma ce JompuHECEe 3a TapaHTUPAHETO Ha TJIAAKOTO (YHKIMOHMpaHE Ha
BBTPELIHMS 11a3ap 3a TaKWBA MPOAYKTU 110 BpeMe Ha M3BBHPEIHHU CHTYallMH B
obJlacTTa Ha OOIIECTBEHOTO 3/IpPaBe.

KOHKpCTHI/ITe LEJIM Ha MPEAIOKECHHUETO Ca:

1.  nma ce HabmromaBaT M CMEKYaBaT MOCIECIUIMTE OT MOTCHLUUATHUS M PEeaTHHS
HEJIOCTHT Ha JIEKapCTBEHU NPOIYKTH M MEITUIIMHCKHU M3JIENUS, KOUTO CE CUMTAT
3a TaKUBa OT KPUTHUYHO 3HAYCHHUC 3a CIIPABAHC C JaICHA U3BBHPCAHA CUTYyalluA
B o0yacTTa Ha OOIIECTBEHOTO 3/IpaBe, WM 10 OTHOIICHHWE Ha JICKAPCTBEHHUTE
OPOAYKTH — JAPYrH CHOUTHS C TOIAM Mam@ad, KOUTO MOXE Ja OKakar
CEpPHO3HO BH3/ICHCTBUE BHPXY OOLIECTBEHOTO 3/IpaBE;

2. Ja ce TapaHTHUpa CBOEBPEMEHHOTO pa3pabOTBaHE HA BUCOKOKAYECTBEHH,
0e3omacHu U epUKACHU JICKAPCTBEHU MPOAYKTHU C KOHKPETEH (OKYC BBPXY
MPEOJIONISIBAHETO HAa JlaJieHa UW3BBHPEIHA CHUTyaluss B oOiacTtra Ha
OOIIECTBEHOTO 3/IPaBE;

3. nma ce rapaHTHpa IJaJKOTO (YHKIHOHHMPAHE HAa EKCIIEPTHUTE TIPyNH 3a
OLIEHKaTa Ha HSAKOM BHCOKOPHCKOBM MEAMLMHCKM M3JeIMsd U Ja ce
MIPEIOCTABAT OCHOBHU KOHCYJITALIUU BBbB Bpb3Ka C TOTOBHOCTTA 3a JEUCTBUS
IpU KpU3a U YNPABICHUETO Ha KPU3U MO OTHOLIEHHWE Ha HU3IO0J3BAaHETO Ha
MEIUIIMHCKU U3EIus.

CbriacyBaHoOCT ¢ JeiicTBaluTe pa3nopeadu B Ta3u 00J1aCT HA MOJIUTHKATA

BxiroyeHO B IakeT OT TSICHO CBbpP3aHu IOMCKAY CHU MCPKH, HPCIIIOKCHHUETO LIC
ObJe 4yacT OT OOIIMTE JEHCTBUSL ChC 3[ApaBeH XxapakTep Ha Cbio3a B OTrOBOp Ha
nangemusata or COVID-19 u Ha moacuiieHata pamka 3a yopaBjieHHE Ha KPHU3HU.
[Ipu3HaBaHeTo HA HaTM4YKME HAa W3BBHpPEIHA CUTYyalHs B 001acTTa Ha OOIECTBEHOTO
3[paB€ B CHOTBETCTBHE C MPEIJIOKEHHS PErJIaMEHT OTHOCHO TpPAaHCTPAHUYHUTE
3amiaxu 3a 37ApaBeTo Ie ObJe CHUrHalm 3a aKTUBHpaHE Ha TPEABUACHHUTE B
HaCTOSINIOTO  MNpPEMIOKEHUE  CTPYKTypH. lIpennokeHusaT MOHMTOPMHI  Ha
MOTEHUMATHUS U pPEalHud HEAOCTUT Ha JIeKapcTBa W MEIMUIMHCKUA M3IENUS 1Ie
MpeloCcTaBu siICHa 0a3a OT JI0Ka3aTeslCcTBa, BBPXY KOSATO Ja ObAAT OCHOBAHU
pelIeHrATa OTHOCHO HEOOXOAUMOCTTA OT MEIMIIMHCKA MEPKH 3a IPOTHUBOJICHCTBHE,
KaKTO € MPEJBUJICHO B CHIIUS MPEIOKEH PETITAMEHT.

[IpeuioxkeHuTe MEpKM ChHUIO Taka 1€ JONBIHAT 3HAuMTeNHaTa Oa3a Ha
JeCTBAIlOTO B MOMEHTA 3aKOHOAaTeNcTBO Ha Chlo3a B 00JaCTTa HA JIEKAPCTBEHUTE
INPOAYKTH M MEAMLUHCKUTE W3ACIHs, KaTo IOAIOMOTHAT HENPEKbCHATOTO
MpujlaraHe Ha TOBa 3aKOHOJIATEJICTBO MO BpeMe Ha kpu3a. C MpensoKeHUeTo Iie
ObJie MOAKPENEHO IMpUJIaraHeTo Ha cera JEHCTBAIOTO 3aKOHOIATEICTBO OTHOCHO
KJIMHUYHUTE U3MUTBAHUS, KaTo II€ Ce yJIeCHU pa3paboTBAaHETO HA JIEKapCTBa, KOUTO
uMaT MOTEHIMAJ 3a JIeueHHe, MIPEeBEHIs WM JUAarHOCTHKA Ha JajieHo 3a00isBaHe,
KOETO MPUYHMHSIBA KpU3a, 3acsraiia oOIIeCTBEHOTO 3/jpaBe. AreHIUATa U JbpKaBUTE
WICHKM MOXKE Ja W3I0JI3BAaT CTAaHOBUIIATA M IPENOPBKUTE OTHOCHO TaKHUBa
JIEKapCTBA B MPOLEAYPHU IO PETYIHpPAHE, BOACIIN 10 U3/IaBAHETO HA pa3pelIeHUsTa
3a TAXHOTO U3noa3BaHe B pamkute Ha EC. Karo ce ocurypu nocrosiHHa CTpykTypa 3a
(YHKIIMOHMpPAHETO Ha eKCIEepPTHM Tpyod B paMKuTe Ha AreHuusra, c
MPEUIOKEHUETO M€ Ce Ch3Aaqe BB3MOKHOCT NPH HEOOXOAUMOCT OBp30 1a ce
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npeaoCTaBAT HAYYHU KOHCYJITAIUU U TCXHUYCCKA MMOAKPCIIa B cnyqaﬁ Ha KpHu3a 4 Ja
CC MOAKPECIHN OLICHKAaTa Ha OIIPCACICHN BUCOKOPUCKOBU MEANLIMHCKHN U3 OCIIN .

Makap TOBa Jja HE € OCHOBEH KOMIIOHEHT Ha MPEJIOKEHHUS PErjaMeHT, TOH ChIIO0
Taka Ile JONpUHAcCS HEmpsKo 3a mocturaHe Ha npuopureture Ha EC 3a
MEXIYHAPOAHO CBHTPYIHHYECTBO B 0OJacTTa Ha 3/paBEONa3BaHETO B CBETOBEH
Mmamab. Ypes paborara Ha paboTHaTa rpyna 3a HU3BBHPEIHUTE CUTYallUU C
MPEUIOKEHUS perIaMeHT 1ie ObJe MpeoCTaBeHa MOAKPera He caMo Ha JbpP)KaBUTE
YJIEHKH, HO U Ha MapTHbOPCKUTE IbpXKaBH, 3a Ja pa3paboTBaT U MOJIy4yaBaT JOCTHII
0 TOTEHIMAJIHM JICYeHHMs] W BAKCHMHM IO BpeM€ Ha Kpu3u B oOjacTtra Ha
00IIECTBEHOTO 3/ipaBe, KOETO 1€ TOMOTHE 3a YKPEINBAaHETO Ha 3PAaBHUTE CUCTEMH U
TOTOBHOCTTA U PEAKIUATA BbB Bpbh3Ka C TJI00aIHATa 3/[paBHA CUTYPHOCT.

CbriacyBaHoCT ¢ APYru nNoJauTHKU HA Cbhlo3a

Hacrosmoro npemiokeHue € B CbOTBETCTBUE CbC 3aJbIDKEHMATA, ONPEACICHHU B
XapraTa Ha OCHOBHMTE IlpaBa Ha EBponeickust cbio3, U C IbPBOCTENIEHHUTE LIEJIN Ha
EC, BkIIOUMTENHO YKpenBaHE Ha 3/ApaBHUS CbIO3, IMAAKO (PYHKLUHMOHHMpaHE Ha
BBTPEIIHUS [a3ap, YCTOWYMBM M H3JIPBAIMBU 3[PAaBHU CHCTEMH M aMOMIIMO3HA
IIporpama 3a Hay4HM H3cielBaHus ¥ MHoBalMU. OCBEH TOBA € IPEIIOKEHHETO IIE
ObZle OCUTYpeH IOJIe3€H IPUHOC U IOJIE3HU B3aUMOJCICTBUA € Iporpamara 3a
U pOB eIMHEH Ma3ap U B KOHTEKCTA Ha IJITAHUPAHOTO €BPOIEHCKO MPOCTPAHCTBO 3a
3paBHU JaHHH, 3a Ja ObJAT HAaChbpUYEHU M IOJKPENECHU HAy4YHUTE HHOBALUU U
U3CleABaHMs, /1a C€ YJIECHU JOCTHIBT 10 M aHAJM3bT HA JaHHU U HHQOpMaLus,
BKJIFOYMTEIHO PEATHU JAHHU (JJaHHM 3a 3/IpaBOCIOBHOTO ChCTOSIHUE, CbOPaHU U3BBH
o0xBara Ha KIMHWYHHTE TPOYYBAHHA), a C BKJIIOUYBaHETO Ha AreHmusta B UT
MHPACTPYKTypaTa Ha €BPONEHCKOTO MIPOCTPAHCTBO 3a 3/IpaBHU JIAHHM C LI€J, Hape[
C JIpyroTo, J1a ce HabJI04aBa U3I0JI3BAHETO U HEJOCTUT'BT Ha JIEKAPCTBEHU IIPOAYKTH
U MEIMLUMHCKU u3lenus. Makap 4Ye ToBa MpEUIOKEHUE MpeIBIKIA PO Ha
AreHusATa B €BPONEWCKOTO MPOCTPAHCTBO 32 3/PAaBHHU JAHHH, MOJIPOOHOCTUTE U
nporenypure 3a obpaboTka Ha JUYHM JaHHM upe3 Tasu WUT wundpactpykrypa,
BKJIFOUMTEIIHO POJISATAa HAa areHIMsITa KaTo aJMUHUCTPATOpP W/1in 00paboTBalll JTUYHH
JIaHHU, 111 ObJie onpesiesieHa B IUIAHUPAHOTO 3aKOHOAATEIHO MPEAIOKEHHE OTHOCHO
BBIIPOCHOTO €BPOINENCKO IPOCTPAHCTBO.

IIpeoskeHUeTo JONpPUHACA 3a TOCTUTaHE HAa BHCOKA CTEleH Ha 3aKkpuia Ha
YOBCUIKOTO 3ApaBC€ U B TOBAa OTHOMICHUC € B CbOTBCTCTBHUEC C XapTaTa Ha OCHOBHUTEC
npasa. Korato ce 00paboTBaT TMYHHU JIaHHM, C el Ja ObJaT Cla3eHH pa3nopeaduTe
Ha IPCAJIOKCHUSA PCTIIaMEHT TOBA HI€ CC U3BHPUIBA B CbOTBCTCTBUEC C IIPUITIOKHUMOTO
3aKoHO/aTeacTBO Ha ChI03a OTHOCHO 3allMTaTa HAa JHMYHMTE JAHHHM, a MMEHHO
Pernament (EC) 2018/1725* u  Permament (EC) 2016/679° (O6m — periameHt
OTHOCHO 3ammrtata Ha nanaute (OP3J[), M Ha OCHOBAaTa Ha CHIIECTBYBAIUTE
TIPOILIEyPH 1 MPOIECH B PAMKHTE Ha ATEHIIHATA, KOUTO CE M3MOM3BAT 3a CTIA3BAHETO
Ha TI0100HY U3UCKBAHMUSL.

Pernament (EC) 2018/1725 na EBponeiickus napiamenT 1 Ha CpBeTa oT 23 oktoMBpu 2018 1. OTHOCHO
3ammTaTa Ha (PU3UUECKUTE JHIa BBB Bph3Ka C 00pabOTBAaHETO Ha JMYHU JAaHHW OT MHCTUTYIMHTE,
opraHuTe, cayxouTte u areHiunTe Ha ChI03a B OTHOCHO CBOOOJHOTO JBIDKEHHE HA TaKWBA JaHHM M 32
ormaHa Ha Permament (EO) Ne 45/2001 m Pemenme Ne 1247/2002/EO (OB L 295, 21.11.2018 r.,
ctp. 39).

Pernament (EC) 2016/769 na EBpomneiickust nmapmameHnT n Ha CpBera or 27 anpui 2016 r. OTHOCHO
3amuTara Ha U3MYECKUTE JIMIA BbB Bpb3Ka ¢ 00pab0oTBaHETO Ha JIMYHM JAaHHH U OTHOCHO CBOOOIHOTO
JIBIDKCHUE HAa TaKWBa JIaHHU W 3a oTMsHA Ha JJupektuBa 95/46/EO, OB L 119, 4.5.2016 r., cTp. 1.
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[IpeuioskeHUETo € CrerualHo MPHUroJeH MOAX0/ 32 YIPaBICHHE Ha JIEKapcTBaTa M
MEIUIMHCKUTE W3JENHs C aKLIEHT BBPXY T'OTOBHOCTTA 3a JCHCTBHS B Ciydaidl Ha
M3BBHPEHH CUTYyalluu B 00JjacTTa Ha OOIIECTBEHOTO 3/1paBe. Te3n MepkH e ObaaT
NOJKPENEeHN OT JONBIHWTEIHH JEHCTBUS B paMKuTe Ha (hapMaleBTHYHATA
crpareruss 3a EBpoma ¢ men ga  ObJarT  OPEOJONEHH  CTPYKTYpHHTE
NpeAN3BUKATEICTBA.

INPABHO OCHOBAHUE, CYBCUAUAPHOCT U NPOIMOPIHUOHAJIHOCT
IIpaBHO OcHOBaHuUe

[IpemioskeHUAT peryiaMeHT Ie ce ocHoBaBa Ha wieH 114 u unen 168, maparpag 4,
OykBa B) oT [loroBopa 3a ¢pyHKLnOHUpaHeTo Ha EBponeiickus cbro3. To3u noaxon ce
OCHOBaBa Ha OOIIUTE M KOHKPETHUTE LIEJIM Ha MPEIJIOKEHUETO, a UMEHHO Ja Cce
OCUT'YpPH IIaIKOTO (DYHKIIMOHUpPaHEe Ha BBTPELIHUS [1a3ap, ChIIO 10 BpeMe Ha KpH3H,
U Jla ce rapaHTUpa KadeCTBOTO U 0OE30IaCHOCTTA Ha JICKApPCTBEHUTE IPOAYKTU U
MEIULMHCKUTE U3J1eNus, pa3paboTeHu M0 BpeMe Ha TakuBa nepuoau. To3u noaxon e

CbrjiaCyBan MW C IIPaBHOTO OCHOBAaHHC, KOCTO OOMKHOBEHO C€ U3II0JI3Ba 3a

3aKOHOJAaTCJICTBOTO Ha CpI03a OTHOCHO JICKAPCTBCHUTC NNPOAYKTU U MCOAULUHCKUTC

n3aenus’.

Cyo0cuanapHoct

W3ppHpenuuTe cutyanud B o0NacTTa Ha OOIIECTBEHOTO 31paBe ¢ Mamaba Ha
COVID-19 3acarat BCHYKHM Jbp>KaBU YICHKH, KOUTO HE MOraT CaMOCTOSATEJIHO Ja
OCUTYPAT JOCTATHYHO e(i)eKTI/IBeH OTTOBOP. HOTGHIII/IaJIHI/ISIT U pCaTHUAT HCAOCTHUT
Ha (0JO0OpeHM Ha HALMOHAIHO W LEHTPAJIHO PaBHHIIE) JICKAPCTBA M MEAMLIUHCKU
U3EeNs 10 BpeMe Ha KPHU3M MOXE Ja JIOBEJE J0 PHCK OT HEMPONOPIHOHAIHO
3amacsBaHe Ha HAIMOHAJIHO pAaBHUINE WM HajaraHe Ha OTrPaHMYCHUS Ha
ABWIKCHUATA B PAMKUTC HAa CIMHHHA I1a3ap 3a TaKMBa CTOKH. TakuBa MCPKH MOXKEC 1a
OKaXaT OTPHUIATEIHO BB3JEHCTBUE BBPXY CBOOOAHOTO JIBUKEHHE Ha CTOKH.
CoriacyBaHHAT OTrOBOp Ha paBHHUINETO Ha Cblo3a ¢ IeN J]a ce CJIeAN U CMeKdYaBa
PUCKBT OT HEJOCTHI MOJKE J1a TOMOTHE Ha Jbp>KaBUTE WIEHKU Ja ObaaT mo-goope
MOJTOTBEHH 3a BHE3AIIHO 3aCHJIBaHE HAa THPCEHETO, KAaKTO M Ja ce wu30erHar
OrpaHUYEHHUSATA Ha MH3HOoca B paMkure Ha EC wuIM [pPEeKOMEpHOTO WM
HEKOOPJIMHHUPAHO 3aracsBaHe, OCUTYPSBAWKH €(QEKTHBHO paslpenelieHue Ha
pecypcuTe Ha HallMOHAJIHO PaBHUIIE U Ha paBHUIIETO Ha Chro3a, KaTo ce MOJIbpiKa
rIaaAKoTO (PYHKIMOHUpaHE HAa EAWHHUS Ta3ap W Ce TapaHTupa ISUIOCTHO
MIOJIOKUTETTHO BB3AEUCTBHE BHPXY OOIIECTBEHOTO 3/IPaBe.

HpeHOCTaBﬂHeTO Ha HAyY4YHM KOHCYJITAMKM OTHOCHO IJICKAPCTBCHUTC IIPOAYKTH,
KOUTO HMaT TOTEHIMall 3a CHOpaBsSHE C W3BBHPEAHM CHUTyallud B oOnacTra Ha
o0IIIeCTBEHOTO 37paBe Ha paBHUIETO Ha Cbl03a, MOXKE Ja YJIECHH TIXHOTO
HaBJIM3aHE Ha IMa3apa, Ja OCUTYpU XapMOHHU3HUPAH MOAXO0J KbM TIXHOTO M3IMOJI3BaHE
B JbpP)KaBUTEC WICHKA W Ja CIOMOTHE Ja Ce€ TapaHThpa, 4Ye KadecTBOTO,
0e30MmacHOCTTa U e(hUKACHOCTTA Ha T€3U MPOAYKTU OTTOBAPSAT HA XapPMOHU3HPAHUTE
craggaptu Ha EC. HayuauTe KoHCyNnTaiuu Morat Jia peI0TBpaTAT TyOaupaHeTo Ha
YCUITUSL M HEHY)KHH Hay4YHU U3CIICIBAHMSL.

Hanpumep: upexrtusa 2001/83/EC, Pernament (EO) Ne 726/2004, Pernmament (EC) 2017/745 nu
Pernament (EC) 2017/746.
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AKO TOIXOABT KBM pPa3pabOTBAHETO Ha JIEKApCTBA, KOMUTO HMMAT TMOTEHIHAI 3a
JIeYCHUE, TIPEBEHIMS WM TUAarHOCTHKA Ha 3a00JsSBaHMsI, BOJACIIN 0 W3BBHPEIHU
CUTyallMu B 00JjacTTa Ha OOIIECTBEHOTO 3/paBe, € HEChIVIACyBaH, TOBa MOXKE Ja
JOBezie 10 3a0aBsiHe HAa pa3pabOTBAHETO HA TE3H JICKAPCTBA IMpE3 MEPHOIU, KOTaTo
BpEMETO € OT KJI04OoBO 3HaueHwe. OCBEH TOBa JIMIICaTa HA SICHM HACOKM Ha
paBHumero Ha Cbl03a OTHOCHO U3IMOJ3BAHETO Ha JIEKapCTBA B paMKHUTE Ha
HallMOHAJTHUTE MPOTpaMU 3a MajJuaTUBHA yNoTpeda WM U3BBH Pa3peUICHUTE UM
MOKa3aHus MOKe Ja jJoBeae 10 ¢dparmeHtupad mnoaxon B uenus Cwio3. B
JOMBJIHEHUE TIOCTHIBT HA PETyJATOPUTE JI0 JaHHU 3a 3JPABOCIOBHOTO ChCTOSIHUE 32
nenust EC e orpaHudeH u pa3npbCcHAT MEXKIY Pa3IMYHU MApTHHOPH, KOETO BOIH JI0
YCIIO’)KHEH U OaBEH aHAJIM3 U BB3MPEIATCTBA U3MOJI3BAHETO HA ONTUMATTHUS BPEMEBH
MIPO30PEII 32 ONPEACIICHH UHTCPBEHIINH.

IIponopuuonasHoCcT

[TpennoxkeHneTo TpencTaBiIsiBa IMPONOPHMOHAIEH OTrOBOP 3a CIpaBsiHE C
npobnemure, onrcany B Touka 1. [To-crenuanHo ¢ mpemiokeHoTo H3UCKBAHE 3a 110-
CTPYKTYpUpPaH MOHUTOPHHI Ha paBHHILETO Ha Chblo3a 11e ce u30erHe 1y0nupaHero u
I€ C€ OCUTYpHU I0-100bp 0Ol MorIe] BbpXy NpoOIeMHUTE, CBbP3aHU C HEIOCTHIA,
KoeTo e oT uHTepec 3a uenus EC.

HpeI[J'IO)KeHI/IeTO HC 3acdara KOMIICTCHIUMUTE Ha AbpPKAaBUTC YICHKH 3a B3CMAaHCTO HaA
pelleHHsT BbB BPB3Ka C OpraHM3alMsATa Ha 3/paBeora3BaHeTo. lIpeiokeHHeTo
CBIIIO TaKa HE 3acsira YBEJOMJICHHUSATA, M3IPAIAHd Ha KOMIICTCHTHHTE OPraHd OT
TUTYJISIPUTE Ha Pa3peliCHHs 3a ThProBHs, KOTaTto MaJeH MPOIYKT C€ H3TErisl OT
nasapa chriacHo wiel 23a ot Jlupextuna 2001/83/EQ’.

H300p Ha HHCTPYMEHT

[IpeioskeHneTo € chCTaBeHO Moa ¢opmara HAa HOB perijamMeHT. To3u BHI
WHCTPYMEHT C€ CYHMTa 3a HaW-MOAXOJAIIMS, KaTO Ce WUMa MPEJABHI, uYe KIFOYOB
€JIEMEHT Ha IPEUIOKEHUETO € Ch3AaBaHETO Ha paMKa Ha paBHHIIETO Ha Chio3a, €
KOSITO Jla C€ OCUTYpPST CBhITIACYBaHHM JEHCTBHS 3a MPEOJOJIsIBaHE Ha W3BBHPEIHU
CUTyall B 00acTTa Ha OOIIECTBEHOTO 3/paBe U HAa CHOUTHS C TOJIIM Maiad u ce
BB3NIAraT peaulia 3aJaud Ha ATeHnusITa. MepKuTe He HM3UCKBAT MpUJIaraHeTo Ha
HallMOHAJIHXU MEPKH U MOrarT J1a 6T)JlaT MMPAKO MPHUITOKUMMU.

PE3YJTATH OT NOCJTEABAIIUTE ONEHKH, KOHCYJTAIIMUTE CbC
3AUHTEPECOBAHUTE CTPAHU U OHEHKUTE HA BB3AEUCTBUETO

ITocenBamm  OLEHKHM/NMPOBEPKM 32  NPHUIOJAHOCT HA  JAeHCTBAIIOTO
3aKOHOAATEJICTBO

Karo gact or makera OT CHEIIHM MEPKH Bb3 OCHOBA HA MOYKUTE, U3BICUYEHU OT
COVID-19 no T03M MOMEHT, HHMIIMATHBATa II¢ OBJE MOJKpENeHa C OlCHKaTa Ha
CbOpaHUTE JaHHU U MPOBEACHUS OOMEH ¢ MyOJUYHUTE U YACTHUTE 3aUHTEPECOBAHU
cTpaHu B paMkuTe Ha nmanjaemusita or COVID-19 otHOCHO cpemHatuTe npodiemMu u
BB3MOXXHHUTE CPEACTBA 3a IpeoaosiBaHeTo uM. C ories Ha ToBa, Y€ ¢ MHUIMaTUBaTa
e ce pasumupu o0XBaThT Ha CHIIECTBYBAIIOTO 3aKOHOJATENICTBO, TS HAMA Ja Ce

Hupextusa 2001/83/EO na Espomeiickus mnapmamenT u Ha CbBera or 6 HoemBpu 2001 T. 3a
yTBBpKJaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO JISKApCTBEHH NPOAYKTH 3a XyMaHHa ynorpebda (OB
L 311, 28.11.2001 r., cTp. 67).
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OCHOBaBa Ha TIOCII€[BAIlla OLIEHKA, ThH KaTO YCTAaHOBEHUTE HYXIH HE ca
YIOBJIETBOPEHU OT ChILECTBYBAILlaTa paMKa.

KonchITamm ChC 3AMHTEPECOBAHUTE CTPAHN

Kakro ce BHMXKJIA OT peaula JOKJIaau Ha EBpOHeﬁCKHH napjJaMEHT U OT 3aKJIHOUYCHUA
" JUCKYCHHU Ha CobBera 110 BPEMC Ha MMOCJIICAHUTC MY IIPEACCAATCIICTBA, CIIPABAHETO C
HCAOCTHUI'a Ha JICKApCTBa € IMPUOPUTET HA ABPKABUTEC YJICHKHW W HaA EBpOHCﬁCKHH
napJaMCHT OT ABbJITHU I'OJUHU.

Cnen onuta ot manaemuara o COVID-19 CbBeTbT onpeaenu ChIio 3a IPUOPUTETH
ChIJIACYBAaHETO Ha 3/paBHUTE NOJUTUKU HA EC, momoOpsBaHeTO HA YIpaBICHUETO
Ha KPU3HM W YBEIWYaBAaHETO Ha Mpou3BOACTBOTO B EC Ha OCHOBHHU JIEKapCTBEHH
NPOAYKTA W MEAUIMHCKU H3Jenus. B JombiHEHHE HSAKOIKO IbpP)KaBH UJIEHKH
MPU30Baxa 3a KOOPAWHAIMS C IS Ja C€ rapaHTHpa HAIMYHOCTTA HA JIEKapcTBaTa OT
KPUTUYHO 3HAYEHUE, BKJIIOYUTEIIHO BAKCUHU U MEIUIMHCKU U3JIEHs, IO BpeMe Ha
COVID-19 u Ha moTeHnMaaIHu ObICIIN 3IpaBHU KPU3H.

B cBosra pesomonus oT 17 centemspu 2020 I. OTHOCHO HEJOCTUra Ha JeKapcTBa®
EBporneiickusar mnapiameHT mpu3oBaBa Kommucusatra na NpUIOKU YCKOPEHH H
WHOBAaTUBHHU PEIIEHUsA C 1eJ Ja ObJAe CMEKYEH HEJOCTUThT Ha JIEKapcTBa, KaTo
npukanBa Komucusara, AreHuusTa M HAIMOHAIHHUTE PEryJIaTOpHU OpTraHd [a
HaJrpaKaaT BCUYKU TMparMaTUYHU YCUJIUS, TOJIOKEHU IO BpPeME Ha Kpu3ara OT
COVID-19. IlpemioxeHUAT periamMeHT OW TO3BOJIMJI Ha areHIUATa Ja IMOCTUTHE
4acT OT OYepTaHaTa B PE30IOLUATAa Ha EBpONeCKYs MapaaMeHT BU3HSL.

3auHTEepPEeCOBaHUTE TPYIH, YMUTO  HMHTEPECH Ca CBBP3aHU C JIEKAPCTBEHHUTE
MPOJIYKTH, BKIIOYUTEIHO AacCOI[MAIlUUTE, MPEICTABISIBAIINA CHOTBETHO OOJHUYHH
(dhapmarieBTH, (hapMaleBTH, pabOTEIIM B OOIIHOCTTA, aCOIMAIIMN Ha MTOTPEOUTEITUTE,
JTUCTPUOYTOPH HA €APO W JICKAPH, H3PA3SABAT 3aIrPHIKESHOCT OTHOCHO ITOBTAPSIINATE CE
npoOieMu, cBbp3aHu ¢ HepocTura Ha ekapctBa B EC. Te3u 3auHTepecoBaHu Ipynu
MMOJTHOBUXA CBOWTE OTJABHAIIHH NPHU3UBH 3a JACHCTBHE 1O BPEeME Ha MaHIAEMHATA OT
COVID-19, kato ce uMa MpeaBH]l CEPUO3HOTO BB3CHCTBHE, KOETO TS 0Ka3a BBPXY
MpeylaraHeTo Ha ONPEJCIICHH JICKApCTBEHU TPOJYKTH IO BpEeMe Ha HacTosIaTa
kpu3za. [lannemusata ot COVID-19 cb3nane M3KIIOUUTETHH MPEIU3BUKATENICTBA 32
CeKTOpa HA MEAWIIMHCKUTE W3JCTus, KOWTO TpsiOBamie aa ce aganTupa KbM
BHE3AIMHOTO YBEIMYEHHE HAa THPCEHETO B YCJIOBHSI Ha JIMIICBAIlla KOOPIUHAIIHS.
3anHTEePECOBAHNUTE TPYITH, YAUTO HHTEPECH Ca CBBP3aHU C MEIUITUHCKUTE H3JICIus,
HACTOSIXa MHOTOKPAaTHO 3a TO-SCEeH Torien Bbpxy TbpceHeTo B EC, 3a ma ce
rapaHTUpa, Y€ TPOU3BOACTBCHHUSAT KalalUTeT IIe OTrOBOPH HA HYXKIUTE Ha
IbpKABUTE WIEHKH, KOETO € OT KIIOYOBO 3HAUEHHE, 3a W30ATBAaHETO HAa HEIOCTHI.
Jluncara Ha HayYHU KOHCYATawH 3a eyt EC OTHOCHO MEAWITMHCKUTE H3CIHUS 110
BpEME Ha HaCTosIaTa KpHu3a ChIIO0 Oelle M3TbKHATa Karo o0JacT, B KOSTO
EKCIIEPTHHUTE TPYIH OMXa MOTJIH J1a UMAT MPUHOC 10 BpeMe Ha OBICIN KPHU3H.

OneHkKa HA BL31eHCTBUETO

Ilopanu cBos crnemieH XapakTep HAcCTOSIIOTO IPEJIOKEHHE HE € MPHUIPYKEHO OT
OLlEHKa Ha Bb3AeHcTBHeTO. MHMIMaTMBaTa 1€ pasmmpud  obOxBata Ha
CBIIECTBYBAILIOTO 3aKOHOAATENCTBO. [IpoMeHNTE ce OCHOBABAT IJIaBHO Ha OLIEHKA Ha
JTaHHUTE, ChOpaHM Mpe3 MbPBUTE MECElM Ha MaH/IEMUATa, U Ha MPOBEJCHHUS OOMEH C

Pesomonmss nHa EBponeiickuss mnapinameHT ot 17 centemBpu 2020 T. OTHOCHO HEJNOCTHra Ha
JleKapcTBa — CIIpaBsiHe ¢ Bh3HUKBaM mpodiem (2020/2071(INI))
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MyOJIMYHUATE W YaCTHUTE 3aMHTEPECOBAHHM CTPAHM B PaMKHTE Ha MaHIEMHITA OT
COVID-19 oTHOCHO cpemHaTuTe MPOOJIEeMH M BB3MOXHHUTE CPEACTBA 3a TAXHOTO
npeonoisiBane. [lo oTHolIeHHE HA MEAMIIMHCKUTE H3JCIHS B MPEIUIOKEHUETO €
B3€Ta MpEABHJ OICHKaTa Ha BB3JECHCTBUETO, HAaNapBeHa MpH MOATOTOBKAaTa 3a
Permament (EC) 2017/745 u Pernament (EC) 2017/746.

OcHoOBHM npaBa

[IpeuioskeHUAT periiaMeHT JTOTPHHACS 3a MOCTUTaHe Ha BHCOKA CTETEH Ha 3aKpuia
Ha YOBEIIKOTO 3/[paBe, KaKTO € MPEIBUACHO B wieH 35 oT Xaprara Ha OCHOBHHTE
npaBa Ha EBponeiickus cpto3. Korato ce 00paboTBaT IMYHHM JaHHU Ha OCHOBAaHUE
HACTOSIIIOTO MPEAJIOKESHNE, TOBA 1€ CE U3BHPIIBA B CHOTBETCTBUE C MPUIIOKUMOTO
3akoHOJaTencTBO Ha Chbl03a OTHOCHO 3alllMTaTa HAa JMYHUTE HaHHU, a UMEHHO
Pernament (EC) 2018/1725 u Pernament (EC) 2016/679 (O06m1 perinaMeHT OTHOCHO
3amuTaTa Ha ganaure (GDPR).

OTPA’KEHME BBPXY BIOVKETA

M3nbiiHeHHEeTO Ha HACTOSIIOTO MPEJIOKEHUE HE 3acAra TeKylllara MHOTOTOIUIITHA
(uHaHCcOBa pamka 3a nepuoja 2014 — 2020 r.

®uHaHCOBOTO Bb3aAekcTBUE BBpXY Oromkera Ha EC cnen 2020 r. me Obae yacT ot
clie/iBallaTa MHOTOTOJUITHA (PMHAHCOBA paMKa.

OTtpaxeHusiTa BbpXy Or0/1KeTa ca CBbP3aHU OCHOBHO C:

— aJIMUHUCTpaTUBHA IOJKpena (Hamp. Jja ce rapaHTUpa, 4e CEeKpeTapuaTuTe Ha
U3MBJIHUTEIHUTE PBKOBOJHU TIPyNH 3@ JIEKAPCTBEHUTE NPOAYKTH U
MEIULMHCKUTE H3JleNus U Ha paOoTHaTa rpyna 3a U3BBbHPEIHUTE CUTYyalluu
Ch3JaBaT U MOAIBPKAT MPEXKU OT €IUHHHU 3BEHA 3a KOHTAKT, JIEHCTBAT KaTo
ceKpeTapuaT Ha €KCIEePTHUTE IPYINHU 3a MEIUIMHCKUTE U3JeNIUsl, KOOPAUHUPAT
HE3aBUCUMUTE TMpOY4YBaHUS 3a HAOMIOJeHHWE Ha e(eKTUBHOCTTa W
0e30macHOCTTa Ha BaKCHHUTE, KaTro U3IO0J3BaT CHOTBETHUTE JaHHW,
MIPEIOCTABEHU OT IMYOJUYHUTE OPTaHH);

— HayYHa HOJKpeEIia (Hanp. npeaAOCTaBAHEC HAa HAYYHHW KOHCYJITAllUK OTHOCHO
JICKapCTBaTra, KOUTO HMAT TMOTCHHOHUAT 3a JICHCHHUC, TMPCBCHLOUA WA
ANArHOCTUKA Ha OIIPCACIICHA 3&6OH$IB3HI/I$I, N TCXHHUYCCKH OLICHKHU U CbBCTU OT
CKCIICPTHU TPyl OTHOCHO MCANLIUHCKHUTC U3ACIIUSA;

- UT nongpwexka (Hamp. chb3daBaHe, XOCTBaHE W MOAIBbpKAaHE Ha
palMoHAIN3UPaHU €JIEKTPOHHU UHCTPYMEHTH 32 MOHUTOPHUHT U JIOKJIaJ[BAHE);

— BB3HAI'PpAKACHUC TIOHQ (bOpMaTa Ha crcouajiHa Ha,[[6aBKa 34 HAaIlMOHAJIHUTC
CKCIICPTHU, KOUTO YUaCTBAT B CKCIICPTHU I'PYIIH 3a MCAUIUHCKN U3OCTIUA.

APYI'N EJIEMEHTHU
ITonpoOHO pa3sicHeHHe HA OTACJHUTE Pa3nopeadu HA NPeAJI0KEeHUeTOo

[Mpennoxxennero mMMa 3a Hen Ja ObJAaT JOMBIHEHW MEPKHTE, HACOYCHU KBM
noo0OpsiBAaHETO HA IsIOCTHAaTa pamka Ha EC 3a ympaBieHue Ha KpH3H, KaTo ce
o0bpHE BHHMaHHE Ha KOHKPETHH BBIPOCH, CBBP3aHH CBC CEKTOpUTE Ha
JICKApCTBEHHUTE TPOTYKTH M MEAUIIMHCKUTE U3ACTHS U 3ajaunTe Ha AreHnusra. [1o
TO3H HaYMH C HEro Iie ObJIaT BbBEJCHU HOBH MIPABUIIA 32 areHIMATA C el B HEHHUTE
paMKu a ObIaT OCUTYPEHH MEXaHU3MHU 3a!
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—  Ha0JIOJIeHHWE M CMEKYaBaHE Ha TOCIEAUIMTE OT IOTCHIMATHUS WU PCaTHUs
HEJJOCTUT Ha JICKAPCTBCHU IMPOAYKTH ¥ MEIULIUHCKU H3ICNIUs, CUUTAHH 3a
KPUTUYHO BKHH 3a CHpaBSHE C JaJiCHA M3BBHPE/HA CUTyalusl B 00JIacTTa Ha
00LIECTBEHOTO 3/[paBe, MIIH [0 OTHOLICHHE Ha JICKAPCTBEHUTE MPOIYKTH — 32
JpYTH CHOUTHUS C TOISIM Mamiao;

— MPEeIOCTaBsiHE HA KOHCYJTAllMd OTHOCHO JIEKapCTBEHUTE IMPOJIYKTH, KOUTO
MMaT MOTEHLHAJ 3a JICUYECHUE, MPEBEHIMUS WM JUArHOCTUKA Ha BBIPOCHOTO
3abosnsaBane. TakuBa KOHCY/ITalUK Ouxa oOXBalllaiy JIEKApCTBEHUTE MPOAYKTH
B TIpouec Ha pa3paboTka, JieKapcTBaTa, W3MOI3BAaHM B pAaMKHUTE Ha
HAI[MOHAJHUTE MPOrpaMHu 3a MajluaTUBHA yroTpeda, U Te3H, 3a KOUTO Beue UMa
paspellieHue 3a pa3InyHoO MOKa3aHHWE, HO KOUTO UMAT IOTEHIMAJ 3a JICUEHHE,
MIPEBEHIIMS WM JUArHOCTHKA M Ha BBIIPOCHOTO 3a00IsiBaHe (JIEKapcTBa C HOBU
TEepaneBTUYHU MTOKa3aHus).

— ocurypsisane Ha Jo0Ope ympaBisiBaHa M yCTOHYMBA CTPYKTypa, 3a Jia ce
KOOPJAMHHUPAT EKCIEPTHUTE TPYNU 3a MEIUIMHCKUTE HW3JENUs, KOWUTO IIe
y4acTBaT B OIEHKAaTa HA KOHKPETHU BUCOKOPUCKOBU MEIUIIMHCKU U3JEIUS U
TUTIOBE M3/CIIUS, UMAI 3HAUYCHUE 32 YIPABJICHUETO HA 3JpaBHU KPU3H, U J1a
ce MPEeNOCTaBsIT HAYYHU KOHCYITAIMU, KOUTO ca OT KIIOYOBO 3HAUYECHHE 32
TOTOBHOCTTA 3a JIEHCTBUS MPU KpH3a U YIIPABICHUETO HA KPU3H.

C mpennoKeHUEeTo ChINO Taka ce IeNd Ja Ce rapaHTUpa ChTPYAHHUYECTBO MEXKIY
areHIIMUTE 10 BpEeME Ha TAKWBA HW3BBHPEAHM CUTYaIlUd — IMO-CHECIHATHO C
EBporneiickus eHTHp 3a mpodunakTuka u KOHTpol Bbpxy 3abonasanusta (ECDC).
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2020/0321 (COD)
[Ipennoxxenue 3a
PEIJIAMEHT HA EBPOIEMCKHUS MAPJIAMEHT U HA CbBETA

OTHOCHO 3aCHJICHA POJIsd HA EBpOHeﬁCKaTa ar¢cHIHUs 110 JIEKaApCTBaTa B rOoTOBHOCTTA 3a
aelcTBUA IPpU KPU3U U YIIPABJIECHUECTO HA KPU3H 110 OTHOIIECHUE HA JICKAPCTBCHUTE
NPOAYKTH U MCAUIMUHCKHUTEC U31CIUHA

(Texct ot 3nauenue 3a ENII)

EBPOITEMCKUAT ITAPJTAMEHT U CbBETHT HA EBPOIIEMCKMSA CBIO3,

Karo B3exa npeasua Jlororopa 3a GyHKIMOHUPAHETO HA EBpONEHCKUs ChIO3 U MO-CIIEIUATHO
uiieH 114 u unen 168, naparpad 4, 6ykBa B) OT Hero,

KaTo B3€Xa MpeABUJ MPEIIOKEHUETO HA EBponierickata KoMucHs,
clell peAaBaHe Ha IPOEKTa Ha 3aKOHOAATEIIHUS aKT Ha HAIJMOHAJIHUTE MapJIaMEHTH,

ciel KoHCynTanuu ¢ EBponeiickust MKOHOMMYECKH M COLMANEH KOMUTET”,

CJICH KOHCYJITalluH C Komurera Ha peFI/IOHI/ITelo,

B CHOTBETCTBHE C OOMKHOBEHATA 3aKOHOJATECIIHAa rmpoucaypa,
KaTo uMart MnpeaBua, 4c:

(1) Cerinacao unenoBe 9 u 168 ot [loroBopa 3a (yHKIHMOHUpaHEeTO Ha EBpomelckus
cb103 (JIDEC) u unen 35 or Xaprata Ha OCHOBHMTE IIpaBa Ha EBporneiickus cbio3 npu
OTIPEEIITHETO M OCHIIECTBIBAHETO HAa CBOMTE MOJUTHKHU U AeiHOCTH ChI03bT TpsiOBa
Jla OCUT'ypsiBa BUCOKA CTEIICH HA 3aKpUJia Ha YOBELIKOTO 3/PaBeE.

(2) OnuThT, HaTpynmaH BBB Bpb3ka c OesmpeneneHtHata nanaemus or COVID-19,
nokasa, 4ye CbI03bT ciesiBa 1a Objie Mo-e(heKTUBEH B YIPABICHUETO Ha HAIUYHOCTTA
Ha JICKAPCTBEHM TNPOAYKTH M MEAWIMHCKH W3JeNuss W B pa3pabOTBaHETO Ha
MEIUIIMHCKM MEpKH 3a MPOTHBOJCHCTBHE C LeN Ja ce MPEeoJojesT 3alulaxuTe 3a
obmectBeHoTO 37ApaBe. CrnocoOHocTTa Ha ChI03a J1a HampaBu TOBa Oe€lie CHITHO
BB3IPEIATCTBAHA OT JIMIICAaTa Ha SICHO OIpeJielieHa MpaBHa paMKa 3a yIpaBlieHHE Ha
HETOBHSI OTTOBOP HA MAaHAEMHUATA, KAKTO U OT OTpaHMYEHATa CTENeH Ha TOTOBHOCT Ha
Cp1o3a 3a JieficTBUA B clly4ail Ha U3BbHPEIHA CUTYalusl B 00JacTTa Ha OOIECTBEHOTO
3[IpaBe, 3acsralia mo-roysiMara 4yacT OT Jbp)KaBUTE WICHKH.

(3) YecTo CI0KHUTE BCPpHUI'U HA JOCTABKU Ha JICKAPCTBCHUTC MPOAYKTU U MCIUIUHCKUTC
HU3JCIINA, HAUOHAJIHUTC OrpaHU4YCHUSA U 3a6paH1/I 3a H3HOC, 3aTBApPAHCTO Ha
T'paHUIUTEC, BB3NPCIATCTBALIO CBOGOJIHOTO JABMOKCHHUEC Ha TE3HW CTOKH, U
HECUT'YPHOCTTA, CBBp3aHa C TIAXHOTO Hpc€jlaraHe M TBPCCHC B KOHTCKCTA Ha
nma"HacMuysaTa OT COVID-19 Ch3JJaf0Xa 3HAYUTCIHU MNPCHOATCTBUA 3a TJIaAKOTO

? OBC ,,crp..
10 OB C ,,crp..
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(GyHKIMOHMpaHEe Ha €AMHHUS Ma3ap M 3a CIPABSHETO ChC CEPHO3HUTE 3aIUIaXxd 3a
00111ecTBEHOTO 37paBe B 1ienus Cpro3.

KakTo ce BWXJa OT peiula Aokiaamd Ha EBponeiickus mapaameHt'!, kakTo u oOT

JAUCKYCHHUTE 10 BPEME Ha IMOCICIHUTE MPEACCAATCIICTBA HA CnBeTra Ha EBpOHeﬁCKHH
CbIO3, CIIPABAHETO C Hp06neMa Ha HCOOCTUI'a Ha JICKAPCTBCHHU INPOAYKTH OTAaBHA €
IIPUOPUTET HA AbPKABUTC YJIICHKH U Ha EBpOHGfICKHH MmapJI1aMCHT.

[Mannemusita or COVID-19 nosene no 3aapi0ouaBaHe Ha MpoOieMa ¢ HEAOCTUTA Ha
OIIpEICIICHH JICKAPCTBEHU TPOIYKTH, CIUTAHH 32 KPUTHYHO BaYKHH 32 CIIPABSIHE C Hel,
U T0Ka3a CTPYKTYpPHHUTE OrpaHHuYEHHs Ha criocobHoctTa Ha Chro3a qa pearupa 0bp30
U e(peKTUBHO HA TaKWBa IPEIU3BHKATEICTBA IO BpPEME Ha KpH3H, 3acsrailq
00111eCTBEHOTO 3/IpaBe.

bbp3ara esomonus Ha COVID-19 u pasnpocTpaHeHMeTo Ha BUpyca AOBEAOXa 10
PSA3KO yBeIUYaBaHE Ha ThPCEHETO HAa MEIUIIMHCKH U3/EIUs, KaTO HalpuMep anaparu
3a BEHTWIALMS, XUPYPTMUYECKHU MACKU U TecToBM KoMiuiektu 3a COVID-19, a
NPEKHCBAHETO HA MPOU3BOJCTBOTO WM OrPAaHWYCHHAT KamamuTeT 3a OBp30
yBEJIMYaBaHE Ha MPOU3BOJCTBOTO, KAKTO M CJOXKHOCTTA M TIIOOATHUAT XapakKTep Ha
BEPUTHUTE Ha JIOCTABKM HA MEIMIIMHCKU W3JEIHUs, OKa3axa OTPUILIATEITHO BH3JCHCTBUE
BBPXY Ipeniaranero. BcrienctBue Ha Te3u MNpoOJIeMH HOBU MPEANPUSATHS Ce
BKJIIOUMXa B IPOU3BOJCTBOTO Ha TE€3U MPOAYKTH, KOETO OT CBOSI CTpaHa JOBEJE /10
3aTpyJHEHHS TPH OICHSIBAHETO HAa CHOTBETCTBUETO, KAKTO U JI0 MIMPOKOTO
pasnpocTpaHeHHE Ha HEChOTBETCTBAIM, HEOE30MacHW a B HAKOM Ciaydaul U
danmupunupann npoaykTu. [lo Tasu mpuumHa € nenechbo0pa3HO Ja ce Ch3hanar
IBJITOCPOYHU CTPYKTYPH B paMKHTE€ Ha noaxozsm opraH Ha Cbro3a, 3a jaa ce
rapaHTupa MOHUTOPUHI Ha HEJOCTHIa Ha MEJMIMHCKH H3JETUs B pe3yiTar Ha
U3BBHPEIHH CUTYAIlMX B 00JIACTTA HA OOIIECTBEHOTO 3/IpaBe.

HecurypHocTtra Ha mpeajiaraHeTo U TbPCEHETO M PUCKBT OT HEJAOCTUT HA OCHOBHU
J'IeKapCTBeHI/I HpOI[}/I(TI/I U MCAUIWHCKH U3JCIIUS 110 BpeMe Ha I/ISB’prellHa CI/ITyaIII/IH B
obrnactTa Ha o0mIecTBeHOTO 37paBe kKato nanaemusta or COVID-19 moxe na nosene
0 BBBCKIAHEC Ha OFpaHI/I‘IeHI/ISI Ha WHW3HOCA B I[’I)p}KaBI/ITe YJICHKU W Ha z[pyrI/I
HallHOHAJIHM  3alllUTHA MEpPKH, KOETO MOXKe Ja TOBJIMSE CEpUO3HO Ha
(YHKIIMOHUpAHETO Ha BBTpeIIHUs nazap. OCBEH TOBa HEAOCTUI'BT Ha JIEKAPCTBEHU
MIPOJIYKTH MOKE Ja Ch3/1aJle CEpHO3HU PUCKOBE 3a 3/IpaBeTO Ha nauueHture B Crro3a
Mopajid JINIcaTa Ha TaKWBa MPOJYKTH, KOETO MOXKE Ja JOBEeAE Ja TPEHIKA TpH
JIeKapcTBeHaTa Tepamnus, MO-MPOIBIDKUTENIEH OONHUYEH WPEeCcTO W HEeXeNaHU
peaKHI/II/I nopa)m npnnaraHeTo Ha HCIIOAXOISAIIN HpOIIYKTI/I, MU3II0JI3BAHU KaTo
3aMeCTUTE] Ha HEHaJWYHUTE TakuBa. 1lo OTHOIIEHHE Ha MEIUIMHCKUTE W3IEIUS
HEJIOCTUT'BT MOXE JIa IOBEJE M0 JIMIICAa HAa PECYpCH 3a JHUArHOCTHUKA C OTPHUIATEIIHU
MOCTIEACTBHSI 32 MEPKUTE B oOyiacTTa Ha OOLIECTBEHOTO 3/paBe, JIUICa HA JIEUCHUE
WM BJIOIIABaHE Ha 3a00JISIBAHETO M MOXKE Jla TONPEeYd Ha MEAUIMHCKUTE
CHEIHAJIMCTH J1a U3ITBJIHABAT 3aJaUlTe CH 110 MOAXOIAI HaunH. TO3M HEAOCTUT MOKE
ChIIO Taka Ja WMa 3HAYUTEIHO BB3JACHCTBUE BBPXY KOHTPOJIUPAHETO HA
pPa3NpOCTPAHEHUETO HA JIaJieH [aTOreH, HalpuMep MOpaad HEIOCTaThbUHOTO
cHaOaaBane ¢ TectoBu kKoMiuiekTh 3a COVID-19. CrhemoBarenHO € BaXHO 1a ce
00BpHE BHIMaHKE Ha BHIIPOCA 32 HEJJOCTUTA, KaTO C€ TIOJICHIIH U MPUAae opHuIanIHa

Pesomonmss nHa EBponeiickuss mnapinameHT ot 17 centemBpu 2020 T. OTHOCHO HEJNOCTHra Ha
JIeKapcTBa — CIIpaBsiHe ¢ Bh3HUKBaL mpodiem (2020/2071(INI))
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dopmMa Ha MOHUTOPHHIAa HA KPUTUYHO BAXKHUTE JICKAPCTBEHH MPOIAYKTH H
MEAULIMHCKHU U3ACIIH.

[To Bpeme Ha M3BBHpPEAHU CUTyallMd B oOjacTTa Ha OOIIECTBEHOTO 3JIpaBe CieBa
BB3MOXKHO Hal-OBp30 Aa ObAaT pa3paboTeHMOe30macHu M eUKACHH JICKAPCTBEHH
OPOAYKTH, C KOUTO C€ JIeKyBaT, NpPeAOTBpaTABAaT WM JAUATHOCTULUPAT
3a00JISIBAHUATA, MPUYMHSIBAIN TaKHMBA HM3BBHPEIHU CHUTYalldd, W Ja CE OCHUTYypH
HaJIMYHOCTTa UM B pamkuTe Ha Cobro3a. [lannemusara or COVID-19 cpuio taka paskpu
HEONTUMAaJTHATa KOOPIMHAIMS U MPOLIECH HA B3€MaHE Ha PEIICHHS 110 OTHOIICHUE Ha
MHOTOHAIIMOHATHUTE KIMHUYHU U3MUTBAHUS, KAKTO M KOHCYJITAIIMUTE HA PABHHUILETO
Ha CbhlO3a OTHOCHO H3IOJ3BAHETO HAa JICKAPCTBCHHM MPOJIYKTH B HAIMOHAIHUTE
IpoTpaMH 3a NMajuaTUBHA YHoTpeba WM U3BBH paspenieHuTe uM B Chio3a moKa3aHus,
KOETO BOJMU J0 3a0aBsiHC Ha NMPHEMAHETO Ha pPEe3yATaTUTe OT W3CJCIBaHUATA U Ha
pa3paboTBAaHETO M OCUTYPSBAHETO Ha HAJIMYHOCT Ha HOBU JIEKAPCTBA MJIH JIEKAPCTBA C
HOBH TEPANICBTHYHH MTOKA3aHHMSL.

[To Bpeme Ha mangemusara or COVID-19 tpsOBame na Ovnar mamepenu ad hoc
pelleHts], BKJIIOUUTEIHO YCIOBHHU criopazymenus Mexny Komucusta, EBponeiickara
areHuus no jekapcraara (,,AreHuusaTa®“), TUTYJISIpUTE Ha pa3pellieHus 3a ThpProBus,
IPOU3BOJUTENUTE M Ibp)KaBUTE WICHKH, 3a Ja ObJe MOCTUrHATA LienTa Ja ObaaT
ocurypeHu 06e30macHy U e(hUKacHU JIGKApCTBEHU NPOAYKTH 3a Jieduenue Ha COVID-19
WIN 32 IPEJOTBpaTsABaHEe Ha Pa3sNpOCTPAHEHUETO MY U 3a YJECHSBAHE U YCKOpsSBaHE
Ha pa3pabOTBaHETO W W3AABaHETO Ha pa3pelIeHHWEe 3a THProBHUSA 3a JICUCHUATA U
BAaKCHUHUTE.

CrnenoBarenHo, 3a Ja c€ rapaHThpa Ho-100poTo (YHKIMOHHPAHE HA BBTPEIIHUS
na3ap Ha Te3d NPOAYKTH U Ja ce JONpPUHECEe 3a BHCOKA CTENEH Ha 3aKpuiia Ha
YOBELIKOTO 3/paBe, € LeJechoOpa3HO Ja ce CcOmmxKar mpaBujaTa OTHOCHO
MOHUTOPHHTA HA HEJOCTUra Ha JIEKAPCTBEHU MPOAYKTH U METULMHCKU U3AENIUs U Aa
CE YJIECHAT HAay4yHUTE W3CIICJIBAHUS U pa3padOTBAHETO Ha JIEKAPCTBEHU NPOAYKTH,
KOMTO MOJKE€ Jla MMaT NOTEHLHUal 3a JIEYEHUE, NPEBEHLMsS WIM AWArHOCTUKA Ha
3a00IIBaHMATA, TPUUMHABAIIM KPU3H, 3acsraliy 001EeCTBEHOTO 3/paBe.

C Hacrosmus periaMeHT ce IeNd Ja ce rapaHtupa TIaAkoTo (pyHKIHOHHpaHE Ha
BBTPEIIHUS T1a3ap MO OTHOIICHHE Ha JIEKAPCTBEHHUTE MPOIYKTH U MEIUITUHCKHUTE
W3JIeNUsA, KaTO OCHOBHOTO MPHU TE3U LEIH € Ja CE€ OCUT'YPH BUCOKA CTEIIEH Ha 3aKpuiia
Ha 4YOBEWKOTO 3apaBe. OCBEH TOBAa C HACTOALIMAT pErJIaMeHT ce el Jia ce
rapaHTUpaT KayecTBOTO, 0O€30MacHOCTTa W e(PUKACHOCTTa Ha JIEKapCTBEHUTE
MPOJIYKTH, KOUTO UMAT MOTEHIMAN 3a OopOa C M3BBHPEIHUTE CUTYAIIMU B 00JIacTTa Ha
o0miecTBeHOTO 3ApaBe. CTPEMEXKBT € U ABETE 1IeTH, KOUTO ca HEPa3pUBHO CBbP3aHU U
€THAKBO BaXXHU, Ja OBJAT MOCTUTHATH €IHOBPEMEHHO C HACTOSIIUS periameHt. [lo
oTHouleHue Ha wieH 114 ot JJ®EC ¢ HacTosmus perJsaMeHT ce yCTaHOBSIBA paMKa 3a
MOHUTOPUHT W JIOKJaJIBaHE HA HEJAOCTUTA HA JICKAPCTBEHU MPOAYKTH U MEAUIIMHCKU
U3JIeNHs 0 BpeMe Ha KpUW3H, 3acsraiy o0mecTBeHOTO 31paBe. [lo oTHoIeHne Ha
e 168, maparpad 4, 6yksa B) or JI®EC B HacTosAmus periaMeHT ce MpeaBhKaa
nojcuieHa pamka Ha Chio3a, KOSTO J1a TapaHTHpa KaueCcTBOTO M 0OE30MacHOCTTa Ha
JIEKapCTBEHUTE MPOAYKTH U MEIUIIMHCKUTE U3ICITHSI.

3a Jda CcC HOI[OGPSIT TOTOBHOCTTaA 3a HCﬁCTBHH IIpH KPU3U U YIIPABJIICHUCTO HA KPU3H I10
OTHOIICHHUE Ha JICKAPCTBCHUTE MPOAYKTH U MCAUIIMHCKUTE U3ACTIUA U Aa CC ITOBHUIIN
HU3JPBKIMBOCTTA M YBCIIMYU COJUAAPHOCTTA B HCIIHUA Cnr03a ciaeaBa JJa 6’B,Z[aT
HU3ACHCHU TMPOUHCAYPHUTEC W CBHOTBETHUTC POJIM MW 3aABJDKCHUSA Ha PA3JIMYHUTC
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yuyacTBaiy cyoexTH. Pamkara cneiBa na ce ocHoBaBa Ha ad hoc pemienusra 10 TO3u
MOMEHT B 0TroBopa Ha nmangemusta or COVID-19.

Crnena na 6b1e chb3/1aJieHa XapMOHHM3HpaHa CHCTEMa 32 MOHUTOPUHT Ha HEJOCTHra Ha
JICKApCTBCHHU TMPOJYKTH W MEAUIUHCKH H3JCIHS, KOCTO IIe YJICCHH ITOJXOISIIHS
A0CThII OO KPHUTHYHO BaXHU JICKAPCTBCHU IPOAYKTHU U MCIUIWHCKU H3ACIHA I10
BpEMe Ha M3BBHPEIHHU CUTYAIlMH B O0JIACTTAa HA OOIIECTBEHOTO 3/IpaBe U CHOUTHUS C
rojisiM Maimiad, KOUTO MOXKE Jla UMaT CEpUO3HO BB3JCUCTBHE BHPXY OOIIECTBEHOTO
3apaBe. Ta3u cucrema cieiBa Ja ObJie OMBJIHEHA ¢ MOA00PEHH CTPYKTYPH, 32 Ja ce
rapaHTHpa MOAXOAIIOTO YIPaBICHHE HA KPHU3HTE, 3acsramy oOIIeCTBEHOTO 3/paBe,
U J1a ce KOOPJMHHUPAT U MPEAOCTABIT KOHCYJITAIUH OTHOCHO HAYYHHUTE M3CIICABAHUS U
pa3paboTBaHETO Ha JIEKAPCTBEHH IMPOJIYKTH, KOUTO MOXKE Ja MMAT MOTSHIMAI Ja
NOMOTHAT 3a TPEOJOJISIBAHETO Ha W3BBHPEJHUM CHUTyallun B o0JlacTTa Ha
00IIIECTBEHOTO 3JIpaBe. 3a Ja Cc€ YJIECHAT MOHUTOPUHI'BT M JOKJIAJBAHETO Ha
NOTEHIMATHHS WJIA PEAIHUsl HEJOCTHI Ha JICKAPCTBEHU IMPOJYKTH M MEIUIUHCKU
u3zienusi, AreHiusATa ciieBa Ja MOXKe Jla M3UCKBAa M Jia IMOJydaBa WHQpOpMAIUS U
JAHHU OT CHOTBETHUTE THUTYIISIPH Ha pa3pelleHHs] 32 ThPrOBUs, NMPOU3BOAUTEIIN U
JbPYKABU WICHKU MTOCPEACTBOM OIPEICICHUTE 3B€HA 3a KOHTAKT.

OneparuBHara (a3a oT paboTrara Ha PHKOBOJHUTE Tpynu U pabOTHATa rpymna 3a
HU3BBHPCAHUTC CUTyallud, NPCABUACHU B HACTOAIIUA PErilaMCHT, CJICABa Ja CC
3a[eficTBa ¢ MPHU3HABAHETO HAa HaJWM4Me Ha M3BBHpEIHA CUTyauus B oOjacTra Ha
obmectBeHoTo 3apaBe B chorBercTBUe ¢ Permament (EC) 2020/[...] oTHOCHO
TpaHCTPAHUYHUTE 3aIlJIaXd 3a 3/PaBETO U, IO CE€ OTHACS 10 PHbKOBOJHATA Ipyrma 3a
JeKapcTBaTa — Ha ChIIECTBYBAHETO Ha chOuTHE ¢ rojsM Mamad. Cneasa na ce
rapaHTupa U HEMPEeKbCHAT MOHUTOPUHT HA PUCKA 3a OOIIECTBEHOTO 3/IpaBe, IPUYUHEH
OT CbOUTHUS C TOJISIM Mamiad, BKIIOYUTEIHO MPOOJIEMHU, CBBP3aHU C MPOU3BOJICTBOTO,
npupoaHd OencTBUsT U OMOTEPOPU3BM, KOUTO UMAT TOTEHIMAl Ja OKaxKaT
BB3/ICHCTBUE BBPXY Ka4€CTBOTO, O€30MaCHOCTTA, €PUKACHOCTTA WIIH MPEUIaraHeTo Ha
JIEKapCTBEHU MPOAYKTH.

[lo oTHomeHWEe Ha JEKApCTBEHHTE TPOIYKTH CleABa Ja OblIe Ch3JaJeHa
M3nbiHuTEeNHA PBHKOBOJAHA Tpyla B paMKUTe Ha ATeHIMATa, 3a Ja Ce TapaHTupa
pemmTeNnHa peakys Ha CbOUTHATA C TOJSIM Mamlad u Ja ce KOOPIUHHUPAT CIEIIHUTE
neiictBus B paMkuTe Ha Chlo3a BbB Bpb3Ka C YIPABICHUETO HA BBIIPOCH, CBBP3aHU C
npeJUlaraHeTo Ha JICKApCTBEHHM MPOIYKTH. PHKOBOJHATA Trpyma cienBa Ja W3TOTBH
CIOMCBHIM Ha KPUTUYHO BaXHUTE JIEKAPCTBEHH IMPOAYKTH, 3a Ja C€ TrapaHThpa
MOHUTOPHHT HA TE€3W NMPOJYKTH, W Ja MOXE J1a TMPEJAOCTaBI KOHCYJITAIUH OTHOCHO
HEOOXO/MMUTE JIEHCTBHS, KOUTO TpsiOBa na ce IMpeanpuemar, 3a Ja ce rapaHTupa
Ka4eCcTBOTO, 0€30MacHOCTTa M e(hUKACHOCTTA HA JICKAPCTBEHUTE MPOIYKTH U Ja Ce
OCUTYPU BUCOKA CTETIEH Ha 3aKpuja Ha YOBELIKOTO 3/IpaBe.

W3nbiHuTEeNTHaTa PHKOBO/HA Ipyla 3a HAOMIOJEHUE HAa HEIOCTUra M 0e30MacHOCTTa
Ha JIEKapCTBEHHU MPOJYKTU CJIEIBa Jla CE€ W3IMOJI3Ba OOUIMPHUTE HAYYHU EKCIEPTHHU
MO3HAHUS Ha ATEHIMATa MO OTHOIIEHHWE Ha OlEHKaTa W HaJ30pa Ha JIEKapCTBEHU
IPOAYKTH U J]a pa3BHe OIIE NTOBEYE BOCIIATA POJIsl HA ATEHIMTA 3a KOOPIUHUPAHE U
noJroMaraiHe Ha OTrOBOpa BbB BpPb3Ka C HEJIOCTHra IO BpeMe Ha MaHAEMHSTa OT
COVID-19.

3a ;ma ce rapaHTHpa, Y€ 1O BpeMe Ha H3BBHPEIHU CHUTyalldd B o0JacTTa Ha
oOmiecTBeHOTO 3apaBe B pamkuTe Ha Cbro3a Moxke na Obaar pa3paboTBaHU U
OCUTYPSIBAaHH BB3MOXXHO Hal-OBbp30 O€30IMacHH, BHUCOKOKAYECTBEHHM W e(PUKacHU
JIEKAPCTBEHU MPOAYKTH, KOUTO MMAT MOTEHIMA Ja MOMOTHAT 3a MPEOI0IsIBAHETO HA
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U3BBHPEHUTE CHUTyalluM B OO0JIaCTTa Ha OOLIECTBEHOTO 37paBe, B pPAMKHUTE Ha
AreHnusTa cienBa aa Obae ch3nazeHa pabOTHA Ipyna 3a U3BbHPEJAHUTE CUTYAIlHH,
KOSITO J1a IIPEIOCTaBsl KOHCYJITAllMM OTHOCHO T€3U JIEKapCTBEHU NpoaAyKTu. PaboTHaTa
rpyna 3a U3BbHpPEIHUTE CUTYallUU CIeBa Ja MPeAocTaBs 0e3MIaTHO KOHCYITAIH 110
HAYYHU BBIIPOCH, CBBP3aHH C pa3pabOTBAaHETO HA JICYCHUS U BAKCHHU U MPOTOKOJIUTE
OT KJIMHUYHU W3NUTBAaHUSA, HAa OpPraHU3aluuTe, KOWUTO Yy4dacTBaT B TAXHOTO
pa3pa0oTBaHe, KaTO HapUMEp TUTYJISIPUTE HA pa3pelIeHUs] 32 ThbPrOBUs, CIOHCOPUTE
HAa KJIMHUYHU M3NUTBAaHUS, OpPraHuTe B o0OJiacTTa Ha OOIIECTBEHOTO 37paBe U
aKaJIeMUYHUTE CPEIU, HE3aBHCUMO OT KOHKpETHaTa UM poJii B pa3paboTBaHETO Ha
TaKUBa JICKAPCTBEHU MIPOIYKTH.

JeitHocTTa Ha paboTHATA rpyna 3a U3BBHPETHUTE CUTYAIMH CIIe/IBA J1a Obae OTJeIHa
OT JICHHOCTTa Ha HAYYHUTEC KOMUTETH Ha areHIMATA U CJIe/Ba Ja Ce U3BbPILBa, Oe3 1a
ce 3acsiraT Hay4YHHUTE OLICHKU Ha Te3u KoMuTeTH. PaboTHaTa rpymna 3a U3BBHPEIHHUTE
CHTYAIIMH CIIe[(Ba JIa IPEIOCTaBsl NPEIOPHKH OTHOCHO M3IIOJI3BAHETO Ha JICKAPCTBCHU
npoaykTH B OopOata cpemy 3a0oisgBaHeTO, MPUYMHMIO KpU3aTa, 3acsraiia
o0mecTBeHOTO 31apaBe. KOMHTETHT IO JIEKApPCTBEHHTE NPOJYKTH 3a XyMaHHA
yrorpeda cieaBa aa MOXKE Jla M3I0JI3Ba TE3M NPENOPBKU, KOTaTo M3rOTBS HAyYHU
CTAHOBHIIA OTHOCHO IMAJIMaTHBHATA yroTpeda WK IPyrd BHIOBE yHOTpeOa Ha paHEeH
eTan Ha JaJeH JIEKapCTBEH IPOAYKT, NPEId H3/IaBaHETO Ha pPa3pelICHHETO 3a
THPrOBUSL.

Cp3gaBanero Ha paboTHATA Ipyla 3a U3BBHPEIHUTE CUTYAIlUH CJIE/IBa Ja C€ OCHOBaBa
Ha IMOJKpernara, MpeaocTaBeHa oT AreHuusaTa o Bpeme Ha manaemusita or COVID-
19, mno-cnenmuaiHO TO OTHOIIEHWE HAa HAYYHUTE KOHCYJITAIMd OTHOCHO
pa3paboTBaHETO HA KIMHUYHU W3MUTBAHUS U Ha MPOJYKTH, KAaKTO M Ha Mperjeaa Ha
TEKyIlla OCHOBA Ha HOBOIOSIBABAIIM C€ JaHHU, T. €. HEMPEKbCHATO, 3a JIa C€ OCUTYPH
BB3MOKHOCT 32 MO-eUKacHa OlEHKA Ha JIEKAPCTBEHUTE MPOIYKTH, BKIIIOUYUTEIHO Ha
BaKCHHHTE, 110 BpEME Ha U3BBHPEIHH CUTYallUU B 00J1aCTTa HA OOIIECTBEHOTO 3/IpaBe.

OTnenHuTe HAyYHOM3CIIEOBATEIICKA 3BEHAa MOraT Ja C€ JOTOBOPAT 3a€QHO WIIHM C
Jpyra cTpaHa Jja U3IIbJIHABAT POJIATA HA CIIOHCOP, 3a J1a U3TOTBAT €JUH XapMOHHU3UPaH
IPOTOKOJI Ha KJIMHUYHO M3MMUTBaHE 3a Lenus Cblo3, Makap 4e OMUTHT M0 BpeMe Ha
nagaemusita or COVID-19 nokasa, ye e TpyqHO Aa ObJaT pealu3upaHd UHUIIMATUBU
3a Ch3/1aBaHE Ha rojeMHU MHOTOHALMOHAIHM M3MMTBAHUS MOPAAM JIMIICATa HA €TUHHO
paBHO 00pa3yBaHKE, KOETO Jla MOXKeE Jia T0eMe BCUUKUTE OTTOBOPHOCTH U JIEHHOCTU
Ha CIOHCOp B pamkuTe Ha Cbr03a, KaTO B CHIIOTO BpEME B3aMMOJEHCTBA C MHOIO
IbpxkaBu wieHkH. [lo Tasu mpuumHa € 1enecho0pasHo AreHuusTa Ja ONpeaens u
yJIECHsIBa OCHILIECTBSIBAHETO HA TaKMBa MHUIMATHUBU, KAaTO MPEIOCTaBsS KOHCYJITAI[MH
OTHOCHO BB3MOXKHOCTHTE J1a JIEWCTBAa KaTO CIHOHCOpP WU, KBJAETO € MPUIOKHUMO, Ja
OTpesieNld ChbOTBETHUTE OTTOBOPHOCTH KaTo €UH OT CIIOHCOPUTE B ChOTBETCTBHUE C
wied 72 ot Pernmament (EC) 536/2014r. Ilomoben moaxon Ou  ykpemuiu
Hay4yHOM3cle[oBaTenckata cpega B Cpio3a, OM HAaChbpUYMI XapMOHM3MpAHETO U Ou
CIIOMOTHall 3a M30ArBaHEe Ha IMoOcienBallo 3a0aBsHE IPU HUHTETPUPAHETO Ha
pe3yiTaTuTe OT Hay4YHUTE M3CIEe/IBaHUS B Mpolleca Ha M3JaBaHE HA pa3pelleHue 3a
Thproeusi. CnoHcopure Ha Chro3a OMXa MOIJIM Ja Ce€ BB3IOJI3BAT OT MPEJOCTaBEHOTO
or EC ¢unancupaHe 3a Hay4HU W3CJEBaHUs, HAJIMYHO 1O BpeMe Ha M3BbHpEAHATa
cUTyanus B 001acTTa Ha OOIIECTBEHOTO 3/IpaBe, KAaKTO M OT ChILECTBYBAIIUTE MPEKHU
3a KIMHUYHM M3MMTBAaHUS 3a YJECHSABaHE Ha pa3pabOTBaHETO, INPHUIIAraHETo,
NIOJJaBaHETO Ha 3asBJICHUE 3a pa3pellieHHe M MPOBEXKIAHETO Ha M3NUTBaHeTo. ToBa
MoXe aa ObJe OCOOCHO LEHHO 3a M3MUTBAaHUATA, M3roTBeHHW OoT Cbhio3a MM OT
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21

(22)

(23)

(24)

MCKAYHAPOAHU OpraHu3aliv B o0JyracTTa Ha OGIJ_ICCTBCHOTO 3ApaBCoOIa3BaHe UJin OT
HAaYYHOM3CJICAOBATCICKU OpraHrU3aln.

[To oTHOIIEHNE HA MEAUIIMHCKUTE U3/IENIUA CieqBa 1a ObJe ch3aaneHa M3nbaHuTenHa
PBKOBOJIHA Ipylla 3a MEIULMHCKUTE H3JeNus, 3a Ja Ce KOOPAUHHMpAT CIIECHIHUTE
neiictBus B paMkuTe Ha Chbro3a BbB Bpb3Ka C YIPABIECHUETO Ha BBIIPOCH, CBBP3aHU C
THPCEHETO M IpeJUlaraHeT0 Ha MEIMLMUHCKM M3JeNHs, U J1a Ce U3TOTBU CIUCHK Ha
KPUTUYHO BaXHWUTE HU3ZIETHs B ClIydyail Ha HM3BBHpEIHA CHTyalus B 00JacTra Ha
00I11eCTBEHOTO 31paBe.

C HacTosALMs perjaMeHT Ha ATEHLHUATa Ce IPENOCTaBs ChIIO poJIATa Aa MOJIKpens
€KCIIEPTHUTE TPYNHU 332 MEIAULUHCKUTE U3ZCINSA, ONPEIEICHH ChbIIacHO PemieHue 3a
mmbaaenne (EC) 2019/1396'%, ¢ menm mpemocTaBsHe HAa HE3aBUCHMA HAydHa o
TEXHUYECKa IIOMOI Ha JIbpkaBuTe 4ineHKU, Komucusara, Koopanunanuonnara rpymna
no meaunuHckute uzaenus (KI'MUN), Hotuduumpanurte opranu 1 MPOU3BOAUTEINTE.

B nombiHeHue KbM TAXHATa POJIs 32 OLEHSBaHE HA KIIMHUYHUTE OLICHKH U OLIEHKHUTE
Ha JIEUCTBUETO 3a ONPEEICHU BUCOKOPUCKOBU MEIULIMHCKU U3ENINsS U METULIMHCKU
W3JleNus 3a MHBUTPO JMArHOCTUKA B choTBeTcTBUe ¢ Permament (EC) 2017/745' n
Pernament (EC) 2017/746'* ¢hoTBeTHO, KaKTO M 3a HpeJOCTABIHE HA CTAHOBMILA B
OTTOBOp Ha KOHCYNTallMd OT CTpPaHa Ha MPOU3BOIUTENM W HOTU(UIIMPAHH OpraHwu,
eKCIIEPTHUTE IPYNHU CJIe/IBa J1a UMAT ChIIECTBEHA POJid B TOTOBHOCTTA 3a JCHCTBUS U B
VIpaBICHUETO Ha KpHU3HW, 3acsAramiyd OOIIEeCTBEHOTO 37paBe, IO OTHOIICHHE Ha
MEAMLIMHCKUTE U3/EIHs, BKIOYUTEIHO Ha TE3U W3JENHsl, KOUTO UMAaT MOTEHLHaN Jia
MOMOTHAT 3a MPEO0JIsIBaHe HAa MU3BBHPEIHU CUTyallMd B 00JIacTTa Ha OOIIECTBEHOTO
3npaBe. ExcnepTHuTe Trpynu cieBa Ja MPEeloCTaBAT HAy4YHO, TEXHUYECKO U
KIIMHUYHO ChJCUCTBUE Ha AbpxkaBuTe uieHkd, Komucusta u KoopaunanumoHHaTa
rpyna no menuuuHckute wusgenus (KI'MU). Ilo-cnmeumanHo rpymnure ciensa ja
JOTIpUHACAT 3a pa3paboTBAHETO HAa HACOKU IO pPEIvlia BBIPOCH, BKIHOUUTETHO
KJIMHUYHUATE aCIEKTH U ACIIEKTUTE Ha JAEWCTBUETO 3a OINPENEICHH U3/IEIHs, KaTeropun
WIM TPYIU U3AEIUS NI KOHKPETHUTE ONaCHOCTH, CBBP3aHU € JaJcHa KaTErOpusl WIN
rpyna u3Jenusi, a U3rOTBIT HACOKH 3a KJIMHUYHA OLEHKA U OIIEHKA Ha JIEUCTBUETO B
CHOTBETCTBUE C Hali-HOBUTE MOCTH)KEHUS U J1a ChACUCTBAT 3a UJICHTU(UIIUPAHETO Ha
OIIACEHHUs U HOBOBB3HMKBAIIIM BBIIPOCH, CBbP3aHU € O€30MaCHOCTTA U JEHCTBUETO.

HpeI[BI/I,I[ ABJITOrOJMIIHUA MW d0Ka3aH OIIMT Ha AFCHLII/I}ITa B o0OmacTtra Ha
JICKAPCTBCHUTC IMPOAYKTH, KAKTO W OIIMTA Ha Arennusra B pa60TaTa C MHOXECTBO
I'pynu OT EKCIEPTHU € uenecm,06pa3Ho B PAMKHTC Ha Al"eHI_II/ISITa Ja 6’5,[[8.T Chb3daJCHHU
CBHOTBCTHHUTC CTPYKTYPH, 3a Ja CC€ CJICAN NMOTCHUHUAIHUAT HECIOCTUT HAa MCIUIMWHCKHU
H3JICJIMA B KOHTCKCTA HA AaJICHa U3BBHPCAHA CUTyallus B oOmactra Ha O6H.[CCTB€HOTO
3ApaBC U Ja CC MPEAOCTaBh MAaHJAT Ha arCHOUATa Ja 6’[3,[[6 AOMAKHH Ha CKCIICPTHHUTEC
Irpynu 3a MCAUIHUHCKUTE U3CIINA. Tosa O0u OCUTYPUJIO ABJITOCPOYHA YCTOIZHHBOCT Ha

Pemenne 3a m3neiHenne (EC) 2019/1396 na Komucusita or 10 cenremspu 2019 1. 3a ycraHOBsIBaHE Ha
npaBwia 3a npwiarade Ha Permament (EC) 2017/745 na Epomneiickust mapiaament u Ha CbBera 1o
OTHOIIEHHE Ha ONPEACITHETO Ha eKCIIEPTHHU TPYIH B 0biacTTa Ha MeaunuHCcKuTe m3aemns (OB L 234,
11.9.2019 r., ctp. 23).

Pernament (EC) 2017/745 na EBpomneiickus mapmameHT u Ha CwBera or 5 ampun 20171, 3a
METUITMHCKUTE u3zenus, 3a m3meHenne Ha upektuBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 u 3a otmsHa Ha aupextuBu 90/385/ENO u 93/42/ENO nHa Coveera (OB
L 117,5.5.2017 r., cp. 1).

Pernament (EC) 2017/746 na Espomneiickus napmameHT u Ha CpBera ot S ampun 2017r. 3a
MEAMIMHCKUTE W3ICTUs 32 HMHBUTPO IUArHOCTHKAa H 3a OTMsHa Ha JlupektuBa 98/79/EO wm
Pemenune 2010/227/EC na Komucusra (OB L 117, 5.5.2017 r., c1p. 176).
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(25)

(26)

27)

(28)

(29)

(YHKIMOHMpPAHETO HAa EKCIEPTHUTE TPYNMH, KaKTO M OYEBHJIHU MOJE3HU
B3aMMOJICHCTBHS ChC CBbp3aHaTa paboTa 3a OCUTypsBaHE Ha TOTOBHOCT 3a JNEHCTBUS
IIPU KpHU3a 10 OTHOILICHHWE HA JIEKAPCTBEHWUTE MPOAYKTH. T€3U CTPYKTypU HsAMA IO
HUKAaKbB Ha4yMH Jla MPOMEHAT Bede chllecTByBamiara B Chi03a HOpMaTUBHA ypenda
WIN TIPOIleC Ha B3eMaHe Ha pelieHus B 00JacTTa Ha MEAULMHCKUTE WU3JENHUs, KOSITO
cle[iBa JIa OCTaHE SCHO pasrpaHuyeHa OT 00JIacTTa Ha JIEKAPCTBEHUTE MPOYKTH.

3a ma ce ynecHm paborata u oOMeHa Ha UWHGOPMANUS CBHITIACHO HACTOSIIHUS
perjiaMeHT, cienBa Ja Cc€ MpeIBHAM Cbh3JaBaHeTO U ynpaBieHuero Ha UWT
UHOPACTPYKTYPH U TOJIE3HH B3aUMOJACUCTBHS C Apyru chinectByBamm UT cucremu
WIM CHUCTEMH B TMpolec Ha pa3paborka, BkmouutenHo WT mmatrdopmarta 3a
memuiuackn m3aenuss EUDAMED. Tasu paGora cienBa ga ObAC yJIECHEHA ChIIO
TakKa, KbJIETO € YMECTHO, OT HOBOBB3HHUKBAIIN U(MPOBU TEXHOJIOTUU, KATO HAIIPUMEDP
W3YUCITUTEIHU MOJICIN U CUMYJIAIMU 32 KIMHUYHU U3MUTBAHUS, KAKTO U JAHHUTE OT
Kocmuueckara mnporpama Ha EC, karo Hanpumep yciayrure 3a reorpadcko
MO3UIIMOHUPAHE Ha cucTeMaTta ,,['annineo™ u JaHHUTE OT IporpaMara 3a HaOJIIoIeHHe
Ha 3emsrTa ,,KonepHuk*.

bep3usaT gocTbn 1 OOMEHBT HA JAHHU 3a 3APAaBOCIOBHOTO ChCTOSHUE, BKJIFOUUTEIHO
peaqHu JaHHW, T.. JaHHMU 3a 3ApaBOCIOBHOTO CBbCTOSHME, CbOpaHU M3BBH
KJIMHUYHHUTE TPOYYBAHMSA, Ca OT OCHOBHO 3HAYCHHUE, 32 Ja C€ rapaHTupa e(peKTUBHOTO
yIpaBJIeHUE HA U3BBHPEIHUTE CUTYyallMd B 00JIacTTa Ha OOIIECTBEHOTO 3/paBe U Ha
Ipyru csouTHs ¢ ronsM Mamad. HacrosmusaT pernaMenTt O cieBaio Jia IO3BOJIM HA
AreHuusATa Ja U3I0J3Ba U YJIECHU TaKbB OOMEH U Jla CTaHe YacT OT M3rPa)JIaHEeTO U
byHKIMOHMpPaHETO Ha WHEQPACTPYKTypara Ha EBPONEHCKOTO TPOCTPAHCTBO 3a
3paBHU JIaHHH.

ITo BpeMe Ha M3BBHpEIHA CUTyaIMs B 00JIaCTTa Ha OOIIECTBEHOTO 3/IpaBe WJIN BBHB
Bpb3Ka CBbC cCBOMTHE C ToOasIM Mamabd AreHuusra ciejBa Jla TapaHTupa
CBTPYAHHYECTBOTO ¢ EBpomeiickus HEeHTHp 3a NpOo(UIAKTHKAa W KOHTPOJI BBPXY
3a0onsBaHMsATa M JApyrd areHuud Ha Cbro3a, B 3aBUCHUMOCT OT ciyyas. TakoBa
ChTPYIHHUYECTBO CJE/BAa Jla BKIIIOUBA CIIOJEISHE Ha JaHHU, BKIIIOYUTEIIHO JaHHU
OTHOCHO E€NUJEMHMOJIOTMYHUATE IPOTHO3H, PEIOBHA KOMYHUKALlMsA HAa PABHMILETO Ha
HU3IIbJIHUTCIIHATA BJIACT U IIOKAHW KbM MPEACTABUTCIN Ha EBpOHGfICKHSI LHCHTHP 3a
npodMIakTUKa U KOHTPOJ BBbpPXY 3a0o0iisiBaHUATa U JIpyru areHuud Ha Cpro3a Ja
yyacTBaT B 3aceqaHusi Ha PabOoTHara Tpyma 3a W3BBHPEIHUTE CHUTyallud U
PBKroBOJHATA TpyNa 3a JeKapcTBaTa, KoraTo TOBa € LelechoO0pasHo.

Thil KaTo LEIUTe Ha HACTOSIUS pErJIaMeHT He MoraT Ja ObJaT MOCTUTHATH B
JIOCTaThb4YHA CTENEH OT IbP)KABUTE WICHKH MOOTAEIHO IOpPaA¥ TPAaHCIPAHUYHHUTE
U3MEpEHMs Ha U3BbHPEIHUTE CUTYallMH B 001acTTa Ha OOLIECTBEHOTO 3ApaBe U APyTu
CBHOUTHS C TOJsIM Mamad U cieloBaTeIHO MoraT Jia ObJaT MOCTUTHATH M0-100pe Ha
paBHuuieto Ha Chro3a, ChIO3BT MOXKE Ja MPUEME MEPKH B CbOTBETCTBHE C NMPUHIUIA
Ha cyOcuauapHocT, yperaeH B wieH 5 ot JloroBopa 3a EBpomeiickus cpro3. B
ChOTBETCTBHE C IPUHIMUIIA Ha IPONOPUMOHAIHOCT, YpEAEH B ChLIUSA YIIEH,
HACTOSILUAT PErJaMeHT He HaJAXBBPIIsl HEOOXOAUMOTO 3a MMOCTUTAHETO Ha TE3U LEIH.

C mem ga ce rapaHTHpa, Y€ Ca HAIMYHH JOCTaThYHHM pecypcH 3a padoTara,
IpeBUIeHA ChITIACHO HACTOSIIMS PETJIAMEHT, pa3XoJuTe Ha AreHUMsATa cjielBa Ja
ObJaT MOKPUTH OT BHOCKaTa Ha Chro3a KbM npuxoante Ha Chio3a.
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(30) beme mpoBeneHa koHcynTaius ¢ EBpomelckus HaI30peH oOpraH IO 3aliuTa Ha
JIAaHHUTE B ChOTBETCTBHE ¢ uneH 42, maparpad 1 ot Pernament (EC) Ne 2018/1725 n
TO# npue craHoBumie. '°

(31) B cwotBercTBUe c wieH 168, maparpad 7 ot JloroBopa 3a (QyHKIHOHHUPAHETO Ha
EBpomnelickusi chl03 HACTOALIUAT PErJaMeHT € M3LSJIO0 ChOOPa3eH ¢ OTTOBOPHOCTUTE
Ha JbpKaBUTE WICHKH 3a OINpEAeNIIHETO Ha TAXHATa IMOJWTHKA B o0jacTra Ha
OOIIECTBEHOTO 37paBEOIa3BaHe W 3a OPraHU3ALUATa M MPEJOCTaBSIHETO Ha 3PaBHU
YCIIyTH U MEIULIMHCKA TIOMOIII, KAaKTO U C OCHOBHUTE IIpaBa U MPHUHIIUIIH, IPU3HATH C
XapraTta Ha OCHOBHMTE IIpaBa Ha EBPOINEHCKHUS CBIO3, BKIIOYMUTEIHO 3alMTaTa Ha
JUYHUTE JaHHU,

I[TPUEXA HACTOAIMA PETJTAMEHT:

I'naBa I

OO01u pasnopendou
Ynen 1

Ilpeomem

C Hacrosmus periaMeHT B paMkuTe Ha EBporelickara areHmus 10 JIeKapcTBaTa
(,,AreniusTa‘®) ce mpeaBukKaaT ypeada U cpeicTBa 3a:

a) MOCTUTaHE Ha TOTOBHOCT 3a M YIpPaBJIEHWE Ha BH3JCHCTBUETO HA CHOUTHUS C TOJIAM
Maniad BBPXY JIGKAPCTBEHUTE MPOAYKTH 32 XyMaHHa ynorpeda U Ha W3BBHPEIHH
CUTyalluu B 00JlacTTa Ha OOIIECTBEHOTO 3[IpaBe BbPXY JEKAPCTBEHUTE IMPOAYKTHU 3a
XyMaHHa yrnoTpeda U BbpXy MEIUIIUHCKUTE U3

6) MOHHUTOPHHI U JOKJIAaABAHC Ha HCAOCTUIAa HA JICKAPCTBCHU NPOAYKTH 3a XyMaHHa
yHOTpe6a N MCOIUIIMHCKH U3OCIINUA,

B) HpeHOCTanlHe Ha KOHCYJ'ITaIII/II/I OTHOCHO HeKapCTBeHI/I HpO)IYKTI/I 3a XyMaHHa
ynotpeba, KOUTO UMaT MOTEeHIKaN 3a 6opOa ¢ U3BBHPEIHU CUTYyallud B 00JacTTa Ha
00IIIECTBEHOTO 3/IPaBE;

r) OCUTYpsiIBaHE Ha TMOJKpENa 3a €KCIEPTHHUTE TPYMH, ONpEAeNieHd B CHOTBETCTBHE C
Pemenue 3a m3nwiaaenue (EC) 2019/1396.

Ynen 2

Onpeodenenus

3a HOCJIIMTC HAa HACTOAIIUSA PCTIIAMCHT CC IpUJiarat CJICAHUTC OIPCACIICHUSA:

Pernament (EC) 2018/1725 na EBponeiickus napiamenT u Ha CpBeta oT 23 okroMBpH 2018 1. 0THOCHO
3ammTaTa Ha (PU3MUECKUTE JHIa BBB BPB3Ka C 00pabOTBaHETO Ha JMYHHU JAaHHW OT MHCTUTYIUHTE,
opraHuTe, cIyxouTte u areHrunTe Ha ChI03a M OTHOCHO CBOOOJHOTO JBIDKEHHE HA TaKWBA JTaHHM M 32
ormsina Ha Permament (EO) Ne 45/2001 u Pemenne Ne 1247/2002/EO (OB L 295, 21.11.2018 .,
ctp. 39).

[/la ce dobasu npenpamia, Koeamo HOMEPLM CIMAHe U3ecmeH. |
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9)

,, U36bHpeOHa cumyayus 6 obnacmma Ha obwecmeenomo 30pase’’ O3Ha4YaBa
U3BBHpPEJHA CUTyalust B oOJlacTTa Ha OOIIECTBEHOTO 3/paBe Ha PABHMILETO Ha
Cwio3a, nmpusHaTa oT EBponeiickara koMucus B CbOTBETCTBUE C wieH 23, maparpad 1
ot Pernament (EC) 2020/[...]"7;

,,Jlekapcmeer npodykm  03HadaBa JIEKAPCTBEH IPOJIYKT MO CMHUCHJIA Ha 4ieH 1,
touka 2 ot upektusa 2001/83/EO na EBponetickus napiameHT 1 Ha CbBeTa;

,, MEOUYUHCKO u3denue’ O3HaUYaBa KAKTO MEIUIIMHCKO H3JEJIMe IO CMHUCHIa Ha
yineH 2, Touka 1 or Permament (EC) 2017/745, BB Bpb3ka ¢ uieH 1, maparpad 6,
OykBa a) OT CBIIUS PEIJIAMEHT, Taka W MEIUIIMHCKO W3JeIUe 33 WHBHUTPO
JTMAarHOCTHUKA 10 CMHCHIIA Ha wieH 2, Touka 2 ot Pernament (EC) 2017/746;

,,Heoocmue “ 03Ha4aBa, ye MpeUlaraHeTo Ha JaJeH JEKapCTBEH NMPOAYKT 3a XyMaHHA
ynoTtpeda Ui METULMHCKO U3JeJIMe HE OTroBapsl Ha ThPCEHETO Ha TO3M JIEKapCTBEH
MPOJAYKT UM MEIULIUHCKO U3/EIINE;

,, paspabomuux “ 03Ha4YaBa BCSIKO FOPHIUYECKO WM (DU3HYECKO JIHIIE, KOETO CH
MOCTaBs 3a e Ja CchOMpa HAy4YHU JaHHH [0 OTHOLICHHWE Ha Ka4yeCTBOTO,
Oe3omacHOCTTa M e(pHUKACHOCTTa HA MJajJCeH JICKApCTBEH MPOAYKT KAaTo 4acT OT
pa3paboTBaHETO MY,

., Cooumue ¢ 2onsimM mawad” o3HavyaBa ChOUTHE, 32 KOETO HMMa BEPOSTHOCT Ja
Ch37a/Ie CEPHO3CH PHCK 3a OOMIECTBEHOTO 37paBEe BHB BpPB3Ka C JICKAPCTBCHHUTE
MPOAYKTH B IMOBEUYE OT €IHA JbpKaBa WiCHKa. TakoBa ChOUTHE € CBBP3aHO ChC
CMBPTOHOCHA WJIA Jpyra CEpPHO3HA 3aIuiaxa 3a 3JpaBeTo OT OMOJIOrHYEH, XUMUYCH,
€KOJIOTUYEH WJIM APYr MPOW3XOJ] WIM C WHIMICHT, KOWTO MOXE Ja TOBJHsIC Ha
IpeajiaraHeTo WM Ha KadecTBOTO, Oe3omacHOCTTa MW e(UKACHOCTTa Ha
JICKApCTBEHUTE NPOAYKTH. TakoBa ChHOMUTHE MOXKE Ja JIOBEAE A0 HEIOCTUT Ha
JICKapCTBCHH NPOAYKTH B IOBEYEC OT €JHA Jbp)KaBa WICHKA M Hajara CIiemrHa
KOOpAMHAIMsA Ha paBHUIIEeTO Ha CbrO3a, 3a Ja Cce rapaHTHpa BHUCOKA CTEMEH Ha
3aKpHJia Ha YOBEIIKOTO 3/IpaBe.

I'nasa Il

MOHI/ITOpl/IHF U CMEKYaBaHC HA HEAOCTHUI'A HA KPUTUYHO BAa’>KHU

JEKAPCTBCHU NMPOAYKTH M YIIPABJICHUEC HA CbOUTHSA C TOJIAM

MaIao

Ynen 3

Hsnvanumenna pvkosoona epyna na EC omnocno nedocmuea u 6e3onacnocmma Ha

JieKkapcmeenume npooyKmu

C HacToAIOTO KaTo 4acT OT AreHuusATa ce cb3laBa V3MbIHUTENHA PBKOBOAHA
rpyna OTHOCHO HeJocTUra U 0€30lacHOCTTa Ha JIEKQpCTBEHUTE MPOIYKTH
(,,PproBOHATA Tpyma 3a nekapctBata®). Ts 3acemaBa ¢ JIMYHO TPHUCHCTBUE HA
YJIEHOBETE WJIM JTUCTAHIMOHHO C OrJie]l MOJArOTOBKaTa 3a M3BBHPEIHA CUTYyallUs B

[Ha ce oobasu npenpamka xvm peznamenma na Esponeiickus napramenm u na Cveema omuocHo
cepuosHume MpaucepanuyHy 3aniaxu 3a 3opagemo u 3a ommsana na Pewenue Ne 1082/2013/ECJOB

ClL..L[.Jctp. [..]

18

BG



BG

obacTTa Ha OOIIECTBEHOTO 3J[paBe WM IO BpEME HA TaKaBa CUTyallUs WIH CIEl
WCKaHE 3a ChACHCTBHE ChIIacHO wieH 4, maparpad 3. ATreHIUATa OCHUTypsBa
CeKpeTapuara M.

PwkoBogHaTa rpymna 3a JieKapcTBaTa Ce ChCTOM OT NPEACTABHTEN Ha ATCHIIHATA,
npencraButen Ha KomucusTa U 1Mo eIWH BUCOKOIIOCTABEH IMPEACTABUTEN 32 BCSAKA
IbprKaBa WieHKa. Beska abpikaBa wieHKa MOCOYBA CBOS IpejacTaBuTell. UlieHOBETe
MOXKe Ja ObJIaT MPUAPYKaBaHU OT €KCIIEPTH B KOHKPETHH HAYYHU WM TEXHUYCCKH
o0nacTH.

PbpkoBomHATa Tpyma 3a JieKapcTBaTa Cc€ IPEACENaTesicTBa OT AreHuIusATa.
[Ipencenarensat Mo)ke Ja KaHW TPETH CTPAHU, BKIIOUMTEIHO NPEICTABUTENN HA
3aWHTEPECOBAHU TPYIH, CBBP3aHH C JICKAPCTBEHUTE MPOJIYKTH, W THTYIAPH Ha
pa3pelieHus 3a ThProBus Ja NIPUCHCTBAT HA 3acelaHuATa Ha PpKoBomHATa rpymna 3a
JIeKapcTBaTa.

PrroBogHAaTa Tpyma 3a JiekapcTBaTa H3TOTBS CBOW TPABWIHUK 3a JCHHOCTTA,
BKJIFOUBAIIl TIPOLICAYPUTE, CBBP3aHU C pabOTHATA rpyma, MOocoYeHa B maparpad 5, u
3a MPUEMAHETO Ha CIHUCHIH, TAKETH OT HHPOPMAIUs U MPEenopbKU. [IpaBUIIHUKBT 32
JICWHOCTTa BIM3a B CWIA CJEJ IOJy4YaBaHE Ha IMOJOXKUTEIHO CTAHOBHIIEC OT
Komucusra u YpaBuTellHUs ChbBET Ha ATCHITA.

Paborara Ha PpkoBOmHATA Tpyma 3a JeKapcTBaTa mie ObJe MOAKpENeHa oT paboTHa
rpyna, CbCTaBeHa OT €JUHHHM 3BEHAa 3a KOHTAaKT IO OTHOILIEHHWE Ha HEJOCTHUra,
OCHUTYpPEHH OT HAI[MOHATHUTE KOMIIETEHTHH OPraHW 1O JICKAPCTBEHHUTE MPOAYKTH,
Ch3/aJIeHU B CHOTBETCTBUE C WieH 9, maparpad 1.

PpkoBopHaTta rpyna 3a JjekapcTBaTa OTIOBapsl 3a U3I'BJIHEHHWETO Ha 3ajayduTe,
MMOCOYCHH B wieH 4, naparpad 4 u uieHoBe 5 —38.

Ynen 4

Monumopune na cvoumus u 20Mo6HOCM 3a OeUCMBUA 8 CAYYAU HA CLOUMUSL C 20IAM MaWad

U U3BBHPEOHU cUmyayuu 8 obaacmma Ha 0OUecmeeHomo 30pase

AFCHI_II/ISITa OCBIICCTBsABA HCHIPCKBCHAT MOHUTOPHUHI' HA BCAKO C’b6I/ITI/Ie, 3a KOCTO
HMa BEPOATHOCT Aa J0BEAC A0 CHOHTHE C TOJIIM Mama6 WJIN U3BBHPECAHA CUTyallusd B
oOnacrra Ha 06H_I€CTBCHOTO 3paBc.

C ornen ynecHsiBaHE OCBHIIECTBSBAHETO HAa MOHHMTOpPHWHTA, IMOCOYEH B maparpad 1,
HAI[MOHATTHUTE KOMIIETEHTHH OpraHM JOKIaJBaT Ha ATEHIUATa IOCPEICTBOM
€IMHHUTE 3BEHA 3a KOHTAaKT, MOCOYEHU B uJjieH 3, maparpad 5, B3 OCHOBa Ha
KpUTEpUUTE 3a [OKJIaJBaHEe, OINpeAeNeHH OT ATEeHIMITa CBhIIIACHO 4YieH 9,
naparpad 1, OykBa 0), OTHOCHO BCSKO CHOWTHE, BKIIOUUTEITHO HEIOCTUT Ha
JIEKapCTBeH MPOAYKT B JaJeHa Jbp)KaBa UICHKAa, 32 KOETO MMa BEPOSTHOCT J1a
7oBeZie 10 CHOWTHE C TONsIM Mamad WM W3BBHpPEIHA CUTyalHs B OOJlacTTa Ha
o01IecTBeHOTO 37ApaBe. KoraTo HalMOHaJIeH KOMIIETEHTEH OpraH HH(opMupa
AFCHHI/ISITa 3a HCAOCTUT HaA JICKApPCTBEH IPOAYKT B JaJACHa AbpPiKaBa YJICHKA, TOHU
mpenoctaBs Ha AreHnusta wuHoOpmanMsTa, TMONTYy4eHa OT THTYJSpS Ha
paspenieHueTo 3a ThproBusi cbriacHo uieH 23a ot upextuBa 2001/83/EO. Bnb3
OCHOBA Ha M3TOTBEHUS OT HAI[MOHAJIEH KOMIIETEHTEH OpraH JIOKJIaJ OTHOCHO JaJIeHO
cbOuTHE W ¢ 1en Aa pa3depe BB3ACHCTBHETO Ha CHOMTHETO B JIPYI'M AbP)KaBH
YJIeHKH, ATEHIUsATa MOXKE JIa MOMCKa WH(OpMAIUS OT HAIMOHATHUS KOMIETECHTECH
OpraH IMOCpeaCTBOM paboTHATA rpyTa, ocoueHa B wieH 3, maparpad 5.
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3. AKo AreHiusTa cymTa, 4e TpsaOBa aa ce padoTH MO JaJCHO PEaTHO UM MPEICTOSIIO0
crOuTHE ¢ TosIM Mamad, T nHpopmupa Komucusita u 1pp>KaBUTE WICHKH 32 TOBA.
Komucusra, mo cBos MHMLMATHBA WM [0 MCKAHE HAa €JHA WJIM IOBEYE JbPKaBU
YJIEHKH, WIM U3IBIHUTEIHUAT AUPEKTOP HA ATEHLMATAa MOXKE Ja IMOMCKA MOMOIITA
Ha PpKkoBo/IHATA IpyIia 3a JiekapcTBaTa 3a CIPaBsiHE ChC CHOMTHETO € TOJISM Mariad.

4. PwkoBopnara rpyma 3a nekapcrBata uHbopmupa Komucusita U M3MBIHUTETHUS
TUPEKTOp Ha ATrEHIUATa, KOTraTO CMETHE, Y€ ca OWIM MPEeANPUETH IOCTAThYHH
MEpKH 3a CIpaBsHE CbC CbOUTHETO C rojsM Mmamad. Ha ocHoBata Ha Tasm
nH(OpMALIHS WK 10 CBOSI MHUIIMAaTUBa KOoMUCHATa MU U3TBIHUTEIHUAT TUPEKTOP
Ha AreHuusTa MOXXE J1a MOTBBPAM, Y€ CHICHCTBUETO OT cTpaHa Ha PbkoBogHaTa
rpyrna 3a JeKapcTBaTa Beue He € He0OXOAMMO.

5. B cnydaii Ha cpOWTHE C TOJsAM Mamad WM M3BBHPEAHA CUTyallus B 0o0OJlacTTa Ha
00IIECTBEHOTO 3/IpaBe Ce MpuiaraT WwieHoBe 5 — 12, KakTo ciesa:

a) aKO CBHOUTHETO C TOJIIM Mama6 WM U3BBHpPEAHATA CUTyalus B obnactra Ha
O6HIGCTB€HOTO 3ApaBC MOoraTt na IOBJUAAT Ha 6C3OHaCHOCTTa, KaueCTBOTO U
e(I)I/IKaCHOCTTa Ha JICKapCTBCHUTEC NIPOAYKTH, CC IIpUjiara 4JIC€H 5;

0) axko chOWTHETO ¢ ToJisiM Mamad WM M3BBHpEAHATA CHTyalus B oOiacTra Ha
OOILECTBEHOTO 3JpaBe Morar Ja JOBeJaT [0 HEIOCTUI Ha JICKapCTBEHH
IIPOJYKTH B [IOBEYE OT €/IHA IbPrKaBa WIECHKA, Ce MpuiaraT yieHose 6 —12.

Ynen 5

Oyenka na ungopmayus u NPedoCmagsane Ha KOHCYIMayuu OMHOCHO OeliCMBUs 8b8 8Pb3KA C
be3onacHocmma, Kavyecmeomo u eouKacHoCmma Ha Jlekapcmeenume npooyKmu, C8bP3aHu ¢
U38bHPEOHU cumyayuu 8 001acmma Ha 0ouwecmseeHomo 30pase u CbOumus ¢ 20JAM Mawjad

Cren npu3HaBaHETO HA HAJIMYUETO HA M3BBHPEIHA CUTYaIUsl B 00JIACTTa HA OOIIECTBECHOTO
3/IpaBe WU Clie]] UICKaHe 3a ChACHCTBUE ChIVIACHO WieH 4, naparpad 3 PrroBoaHaTa rpyma 3a
JeKapcTBaTa OlleHABa WH(GOpMalMATa, CBbpP3aHA ChC CHOUTHETO C TOJNSIM Mamad Wiu
M3BBHPENIHATA CUTYyAIMsl B 00JIacTTa Ha OOIIECTBEHOTO 3/IpaBe, U MPOydBa HEOOXOAMMOCTTA
OT CHENIHW M ChIVIACYBAaHU [EHCTBUS IO OTHOIIEHHE Ha OE30MacCHOCTTA, KAa4eCTBOTO M
e(MKaCHOCTTA HAa CbOTBETHUTE JIEKAPCTBEHU MPOTYKTH.

PwkoBoaHATa rpyma 3a JekapcTBaTa MpeaocTaBs KOHCynTanuu Ha Komucusra u abp:kaBuTe
YWICHKA OTHOCHO BCHYKH II€JIeChOOpa3HU JEWCTBUs, KOWTO CUWTa, 4e TpsiOBa 1ga ObaaT
mpeanpueTn Ha paBHUIETO Ha CbhlO3a MO OTHOIIEHHWE HA CHOTBETHUTE JIEKAPCTBEHU
MPOJAYKTH B ChOTBETCTBUE C pasznopendoute Ha Jupexktusa 2001/83/EO nnu Pernament (EO)
Ne 726/2004.'8

Ynen 6

Crucvyu Ha Kpumu4Ho 8adcHume 1eKapcmeeHu npooyKmu u ungopmayus, Kosmo mpaobea oa
O6vOe npedocmaseHa

1. Crnen uckaHe 3a ChJICHCTBUE CHITACHO WwieH 4, maparpad 3 u clie]] KOHCYATAIHS ChC
cBosATa paboTHa Tpyma PhKoBOAHAaTa Trpyma 3a JeKapcTBara MpueMa CIUCBK ¢
JIEKapCTBEHH TMPOAYKTH, 3a KOUTO € HU3MAJeHO pa3pelieHHe B CHOTBETCTBUE C
HupextuBa 2001/83/EO wmmm  Pernmament (EO) Ne 726/2004 m kouto cuurta 3a

18 Pernament (EO) Ne 726/2004
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KPUTHYHO BaXKHU IO BPEMC Ha C"b6I/ITI/ICTO C I'oJIsIM Mama6 (,,CHI/ICT;K Ha KpUTUYIHO
BOKHUTE JIEKApCTBa MO OTHOIIEHUE HAa CHOMUTHETO C TOJsAM Mamiad®). CIUCHKBT ce
aKTyalIn3upa, KOraro € HeoOXOJUMO, JOKAaTO CHOMTHETO ¢ rojisiM Mamiad He Obie
MIPEOJIOJISTHO B JIOCTAThYHA CTETICH.

HemnocpenctseHo cien npu3HaBaHETO HA HAJUYMETO HA M3BBbHPEIHA CHUTYallUs B
o0nacTTa Ha OOIIECTBEHOTO 3JIpaBe W clie] KOHCYATalus ¢ paboTHara cu Tpymna
PvkoBoHaTa rpyma 3a jiekapcTBaTa MpueMa CIUCHK Ha JICKAPCTBEHU MPOAYKTH, 3a
KOUTO € M3JaJeHO pas3pemieHre B choTBeTcTBHE ¢ JlupektuBa 2001/83/EO wnmu
Permament (EO) Ne 726/2004 u KOWTO cuMTa 3a KPUTUYHO BaXKHH IO BpEeME Ha
U3BbHpEAHATA CUTyaluss B o0iacTTa Ha OOIIECTBEHOTO 31paBe (,,CIHCHK Ha
KPUTUYHO BaXXHUTE JIEKapCTBa I10 OTHOIIEHWE HA W3BBHPEJHATA CHUTYyallus B
obOnactra Ha oOmiecTBeHOTO 31paBe”). CHUCBHKBT C€ aKTyalu3upa, KOraro e
HEOO0X0AMMO, JOKAaTO HE ObJe OTTErJICHO NPU3HABAHETO HAa HAJMYUETO Ha
M3BBHPEHA CUTYallUs B 00J1aCTTa Ha OOIIECTBEHOTO 3/IpaBe.

PpKoBO/HATA Ipyma 3a JIeKapcTBaTa prueMa rnakeT oT nHpopMamus, Heooxoauma 3a
MOHUTOpPUHIa Ha TNPEAJaraHeTo U TbPCEHETO Ha JICKApCTBEHUTE IPOAYKTH,
BKJIFOYCHH B CHHCBIUTE, MMOCOYeHHU B maparpadu | u 2 (,cnucbuuTe Ha KPUTUIHO
BaXHUTE JIeKapcTBa“), U MH(pOpMuUpa 3a TOBa paboTHATA CH IpyTa.

AFCHLII/ISITa He3a0aBHO Hy6J’II/IKYBa CIIMCBUUTC HAa KPUTUYHO BAKXKHUTC JICKAPCTBA U

BCHYKH aKTyaJM3allid Ha TE3W CIUCHIM HA CBOS MHTEPHET IMOPTaJ, MOCOYECH B
qiieH 26 ot Pernmament (EO) Ne 726/2004.

Ynen 7

MOHumopqu Ha Hedocmuea Ha JlekapcmeeHume npodykmu, 6KJIIOYEHU 6 cnucvyume Ha

KpUumu4Ho edasiCHume Jjexkapcmeda

Bb3 ocHOBa Ha CHUCHIIUTE Ha KPUTUYHO BAXKHUTE JIEKAPCTBA M MH(OpMaNUATa U JAHHUTE,
MpeAocTaBeH B choTBETCTBUE ¢ wieHoBe 10 u 11, PpkoBogHaTa rpyna 3a nekapcTBara clieiu
MpeJIaraHeTO ¥ ThPCEHETO Ha JICKAPCTBEHUTE MPOIYKTH, BKIIFOUCHH B T€3U CIUCHIIN, C OTJIE
Ja ce UIACHTH(HIMpPA BCEKH MOTEHIMAJICH WM pealieH HEJOCTUT Ha Te3H JIEKapCTBEHU
npoayktu. KaTo yact oT T031 MOHUTOPHHT PHKOBOJHATA TPyTa 3a JIeKapCcTBaTa OCHIIECTBIBA
BpB3Ka, KOrato e IenechoOpasHo, ¢ Komurera 3a 3apaBHa CUTYPHOCT, CB3JOaJ€H B
choTBeTcTBHE ¢ wieH 4 ot Permament (EC) 2020/[...]"%, u B cay4aii Ha H3BBHPEHA CUTYAIHs
B 00J1aCTTa Ha OOIIECTBEHOTO 3/ipaBe — ¢ KOHCynTaTUBHUS KOMUTET OTHOCHO U3BBHPEIHUTE
CUTyalluu B oOJlacTTa Ha OOIIECTBEHOTO 3/ipaBe, Ch3AaJe€H B CHOTBETCTBUE C WiIEH 24 OT
CBIIMS PETIaMEHT.

Ynen 8
Hoxnaosane u npenopvku OMHOCHO HeOOCMuU2a Ha J1eKaApPCMeeHU NPOOYKMU

IIpe3 nanara NpoABIKUTETHOCT Ha AaJ€HAa M3BBHPEIHA CUTyalus B 00JlacTTa Ha
OOIIIECTBEHOTO 3/paBe WJIM CJeJ HCKaHe 3a CHJACHCTBHE CBITIACHO 4iieH 4,
naparpag 3 ¥ 10 HEroBOTO MNpeKparsiBaHe, PbKOBOAHATa Ipymna 3a JieKapcTBaTa
penoBHO JnoknanBa Ha Komucusara um Ha mnoaMpexara, MOCOYE€HAa B 4jeH 9,
naparpad 2, pe3yaTaTUTe OT CBOS MOHUTOPUHI U MO-CIELMATHO CUTHAIM3Mpa 3a
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BCCKU IMOTCHIUAJICH WJIK PCAJICH HCAOCTUT HA JICKAPCTBCHU MPOAYKTHU, BKIIFOUCHHU B
CIIMCBIUUTEC HA KPUTHUYIHO BAXKHUTC JICKApCTBA.

ITo uckane nHa Kommcusita wim moaMmpekaTa, mocodeHa B wieH 9, maparpad 2,
PrkoBoaHara rpyma 3a jekapcTBaTa NPEAOCTaBs arperupaHd JaHHU M IIPOTHO3U
OTHOCHO TBPCEHETO, 3a Ja IOJKpENN KOHCTaTaluuTe cu. B TOBa OTHOIICHME
PrroBoaHaTa rpyna 3a jiekapcTBaTa OChILECTBABA BPb3Ka ¢ EBpONEHCKUs LEHTHD 3a
npoUIaKTUKA U KOHTPOJI BHPXY 3a00JsIBAaHHATA, 32 J1a TOJIYYH €MUAEMHUOIOTHYHI
JaHHM C LeJN Ja Ce IOAIOMOTHE INPOTHO3MPAHETO HAa HYKIUTE BBB BpPBb3Ka C
JIEKAPCTBEHUTE IPOAYKTH, U ¢ M3mbiHHUTENHaTa pPBKOBOJHA Ipyla 3a OTHOCHO
HEJOCTUIa Ha MEIULMHCKM HW3JIeNHs, IIOCOoYeHa B 4WieH 19, Koraro JieKapCcTBEHU
MIPONYKTH, BKJIIOYEHHU B CIIUCBIUTE HA KPUTUYHO BAXKHUTE JICKAPCTBA, CE IPUJIarar ¢
IIOMOLITa Ha MEAULIMHCKO U3JENHE.

Karo gact ot ToBa n0KIaBaHe PhKOBOIHATA TpyIIa 3a JEKapCTBAaTa MOXKE ChILO TaKa
7la IPeI0CTaBU NPENOPbKU OTHOCHO MEPKUTE, KOUTO MOrat Aa ObJaaT NpeaIpueTH oT
Komucusita, 1bpxaBuTe 4jI€HKHU, TUTYJIIPUTE HA pa3pellieHus 3a ThProBUs U JPYIH
CyOeKTH, 3a Ja ce MpeJoTBpaTH WJIM CMEKYM MOTEHIHUATHUAT WA PEATHUST
HejgocTur. B ToBa oOTHOLIEHME Trpynara OCBHIIECTBSBA Bpb3Ka, KaKTO €
nesnecbobpaszHo, ¢ Komutera 3a 31paBHA CUTypHOCT, a B CiIydail Ha HM3BbHpEIHA
cUTyalusi B 00JlacTTa Ha OOILIECTBEHOTO 31paBe — ¢ KoOHCynTaTUBHUS KOMHUTET
OTHOCHO M3BBHPETHHUTE CUTyalluU B 00JIaCTTa Ha OOLIECTBEHOTO 3/IPaBeE.

[To cBog MHMIMATHBA WK MO MCKaHe OT cTpaHa Ha Komucusta PpkoBoaHaTa rpyna
3a JIeKapcTBaTa MOXeE Jia MPEJOCTaBU MPENOPBbKU OTHOCHO MEPKUTE, KOUTO MOTaT Jia
ObaaT npennpuetn or KomucusTa, Tbp:KaBUTE WICHKH, TUTYJISIPUTE HA pa3pelICHUS
3a THProBUSA M JPYrd CyOeKTH, 3a Ja C€ rapaHTHpa TOTOBHOCT 3a CIPAaBSHE C
MOTCHIMAJIEH WM PEAJICH HEJOCTUI HA JIEKAPCTBEHU MPOAYKTH, MPUYUHEH OT
M3BBbHpEIHA CUTYyalusi B 00JacTTa Ha OOIIECTBEHOTO 3/paBe WU CHOUTHE C TOJISIM
Marao.

Ilo nckane Ha Komucusara PekoBogHaTa rpymna 3a jgekapcTara MOXe, KOraTo TOBa €
1enecb00pa3Ho, Aa KOOPAMHHMpA MEPKUTE MEXAY HAlMOHAJIHUTE KOMIIETEHTHH
OpraHu, TUTYJSPUTE Ha pa3pelleHus 3a ThProBUsS M JAPYrM CYOEKTH, 3a Ja ce
MPEeIOTBPATH WIM CMEKYHU MOTEHIUATHUAT WIN PEaTHUSIT HEJOCTUT B KOHTEKCTa Ha
CbOUTHE C TOJIIM Malad MM U3BBbHpEIHA CUTyalus B o0nacTTa Ha OOIIECTBEHOTO
31IpaBe.

Ynen 9

Memoou na paboma u npedocmassame Ha UHGoOpMayUss OMHOCHO JleKapCmeeHu nPooyKmu

3a Ja CC IIOATOTBH Aa U3II'bJIHABA 3aJa4UTEC, IOCOUYCHU B YJIICHOBC 4 —8, AFeHLII/ISITaZ

a)  TOCOYBa MPOLEAYPUTE 3a MU3TOTBSHE HA CIUCHINUTE HA KPUTUYHO BAKHHUTE
JIEKapCTBa;

0) TmTocoYBa METOJIUTE M KPUTEPUUTE 32 MOHHTOPHHTA, CHOMpPAHETO HA JaHHU U
JOKJIa/IBAHETO, MPEABUIECHU B WieHOBE 4, 7 U §;

B)  pa3paboTBa palMOHAIM3UPAHU EJEKTPOHHHM CHCTEMHU 32 MOHUTOPUHT U
JIOKJIa/IBaHE;

I) yCTaHOBfBa M MOJJAbP)Ka ChCTaBa Ha pabOTHATa rpymna, IOCOYEHa B WIEH 3,
naparpad 5, U ChCTOSAIIA Ce OT €IUHHM 3BE€HA 32 KOHTAKT HAa HAIIMOHAJIHUTE
KOMIIETEHTHU OPTaHHU I10 JIEKAPCTBEHUTE IIPONYKTH;
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1)  W3TOTBS U MOJIbPKA CIIMCHK HA €AMHHUTE 3BEHA 32 KOHTAKT HA THTYISIPUTE HA
paspelicHus 3a THPrOBUS 32 BCHUYKH JIGKAPCTBEHU MPOJYKTH 32 XyMaHHA
yrnoTpeba, 3a KOUTO € u3AaaeHo paspemenue B Cbio3a, upe3 0a3zaTa JaHHH,
npeaBucHa B WwieH 57, nmaparpad 1, 6yksa i) ot Permament (EO) Ne 726/2004;

€) II0coYBa METOJWUTE 3a IPEAOCTaBSHE Ha MNPENOPBKH, KOHCYJITAMU M 3a
KOOpJIMHUpaHe HAa MEPKUTE, IPEBUICHH B YICHOBE 5 U 8.

Cnen mnpu3HaBaHETO HAa HAJIMYME HA W3BBHPEIHA CHUTyaluss B o0OJlacTTa Ha
0OIIIECTBEHOTO 3/paBe WM HMCKaHE 3a ChACHCTBUE ChINIacHO uieH 4, maparpad 3
Arenuusra;

a)  W3rOTBS U MOIbPIKA 3a [sIaTa MPOABIDKUTEIIHOCT HAa M3BbHPEAHATA CUTYAIIUs
B oOnactra Ha OOIIECTBEHOTO 3JpaBe WM CHOUTHUETO C TOJSIM Mamiabd
MOJIMpeKa OT €MHHHU 3BCHA 3a KOHTAKT HA TUTYJISIPUTE HA Pa3pelICHUs 3a
THProBust B 3aBUCUMOCT OT JICKAPCTBCHUTC MPOAYKTHU, BKIIFOYCHU B CIIUCHIUTC
Ha KPUTUYHO BRKHHUTE JICKAPCTBA;

0) wusmckBa mH(OpPMamMs OT 3BEHATAa 3a KOHTAKT, BKJIIOYCHU B IOJAMPEXKATA,
nmoco4yeHa B OykBa a), U ONpeesisi KpaeH CPOK 3a MPEACTABSIHETO ;

B)  M3UCKBa WHQPOpMAIMS OT CAMHHHWTE 3BCHA 3a KOHTAKT HA HAIMOHATHUTE
KOMIIETEHTHH OpPraHM Ha [AbP)KaBUTE UICHKM BbH3 OCHOBA Ha IMakeTa OT
nHpopmanus, oqo0peH oT PBpKoBoAHATa rpyma 3a JeKapcTBara, M ONpeaess
KpaeH CPOK 3a MPEJICTaBSIHETO .

WNudopmanusra, mocoueHa B naparpad 2, 6yksa 0), BKIIOUBA Ha-MaJIKO CIEIHOTO:
a)  HaMMEHOBAaHME HA THTYJISPS Ha pa3pelIeHHETo 3a ThProBus;
0) HaWMEHOBaHHWE Ha JIGKAPCTBEHUS MPOJIYKT;

B) AbpiKaBa Ha H3JaBaHC Ha pa3spClICHUCTO W CTATYC II0 OTHOLICHHUE Ha
npeajaraHe€To Ha mma3apa BbB BCAKaA AbprKaBa YJICHKA,

r) HO,Z[pO6HOCTI/I OTHOCHO INOTCHUUAJIIHUSA UK PCAJITHUA HECAJOCTUT, KATO HAIIPUMEP
p€ajlHl WKW NPOTrHO3HW Ha4YaJIHU U KpaﬁHH JaTu W InpeamnojiaracMa HiIn
HU3BCCTHA IIPUYNHA,

1)  JaHHU OTHOCHO MPOAKOWUTE W Ma3apHUs ST,
€)  MoApOOHOCTH OTHOCHO HATMYHUTE alTEPHATUBHU JIEKAPCTBEHU MPOAYKTH;

’K) TUTAaHOBE 3a CMEKYaBaHe, BKJIIOYUBAIM KamalUTeTa 3a MPOU3BOACTBO U
JIOCTaBKa;

3)  uH(bOpMAaIU OT TUCTPUOYTOPUTE HA €APO M IOPUAMYECKOTO JIMIIE, KOETO UMa
MPaBOTO J1a Ipeasiara JIEKapCTBEHUS TPOIYKT Ha TpaXaaHUTE.

Ynen 10
3aovnoicenusn 3a mumynapume Ha paspeuieHus 3a Mmvpeosus

3a 1a ce yJleCHH MOHUTOPUHIBT, TOCOYEH B YJEH 7, M ClIeJl UCKaHE OT CTpaHa Ha
AreHuusTa, TUTYJISIPUTE HA pa3pelICHUs 3a ThProBUs 3a JIEKAPCTBEHUTE MPOIYKTH,
BKJIIOYEHHM B CIHCHIUTE HA KPUTHYHO BAXHUTE JIEKAPCTBA, MPEICTaBAT
nH(popManuaTa, IocodeHa B wieH 9, maparpad 3, B paMKuTe Ha CPOKa, ONPEIEICH OT
Arennuara. Te momaBaT wuH(pOpManMsITa TMOCPEICTBOM 3BEHATa 3a KOHTAKT,
OTpesieNiecHu B CHOTBETCTBUE C wieH 9, maparpad 2, Karo M3MONA3BaT METOAHUTE H
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cucremMara 3a JOKJIaJBaHe, YCTAaHOBEHH chriacHo wieH 9, maparpad 1. Ilpu
HEOOXOIUMOCT  TUTYJSIPUTE Ha  pas3pelieHds 3a TbProBUS  IPEIOCTaBST
aKTyaJIu3aluu.

B pamkute Ha 6 Mecenma OT JaTara Ha NpWIaraHe Ha HACTOSIIHS PETIIAMEHT
TUTYJSIPUTE HA Pa3pEelICHHs 3a THPrOBHUS 3a JIEKAPCTBEHU MPOIYKTH, 32 KOUTO €
u3naneHo paspemreHue B Chlo3a, MpeocTaBaT HHGOPMAIHSITA, U3UCKBAHA ChITIACHO
qiieH 9, maparpad 1, OykBa ), KaTo s IOJaBaT MO €JIEKTPOHEH BT B 0a3aTa JaHHH,
rmocoueHa B uieH 57, maparpad 1, 6yksa 1) ot Permament (EO) Ne 726/2004. Te3u
TUTYJSPU Ha Pa3pelieHus] 32 ThProBHS aKTyadu3upaT MOAAICHUTE JaHHU, KOTATo
TOBA € HEOOXOIUMO.

Turynspute Ha pa3pemieHus 3a ThProBUs 0OOCHOBABAT BCsAKA JIMIICA HA M3MCKAaHA
nH(pOpMaLIUA U BCSIKO 3a0aBsHE B MPEIOCTABIHETO M B PAMKUTE HA OINpEACNICHUsl OT
AreHuusTa CpokK.

AXO THUTYNSpUTE HA paspelieHus 3a THPrOBHA 3a JIEKAPCTBEHHUTE IPOAYKTH,
BKJIFOYCHU B CIIMCBUUTC HA KPUTHUYHO BAXXHUTC JICKAPCTBA, I1OCOYAT, Y€ NoJaacHaTa
uHpOpMAIMA WIM YacTH OT Hes MpPEACTaBIIsIBAT THProBCKa TaifHa, T€ MOCOYBAT
CBbOTBCTHHUTC YaCTHU U YTOYHABAT NIPUUIMHUTEC 34 TOBA YKAa3aHUC. AFGHHHﬂTa OLICHABA
OCHOBaHMATA 3a BCAKO TAaKOBa MCKaHE M 3alllUTaBa IIOBEPHUTENHATa THPrOBCKA
nHpopManus 0T HEOOOCHOBAaHO Pa3KpHUBAHE.

AKO TUTYISpUTE Ha pa3pelieHHs 3a THProBHS 3a JIEKAPCTBEHUTE IPOAYKTH,
BKJIIOYEHU B CHUCHLUMTE HA KPUTHMYHO Ba)XXKHUTE JIEKapCTBa, pasnojiaraT cC
JOI'BJIHUTENTHA HHPOPMALIKS, B KOATO CE€ ChIbpPXKAT JOKA3aTeJICTBA 3a OTEHLUAIEH
WIN pPeajieH HeIOCTHUT, TE MPEJOCTaBsAT He3a0aBHO Ta3u HH(OpMAIHst Ha ATCHIIUATA.

CJ'IG,I[ KaTO JOKJIaABaAT 3a PpE3YJITATUTC OT MOHHUTOPUHIA W CJICH CBCHTYaJIHU
MNPETIOPBKU OTHOCHO MEPKHUTEC 3a MPCAOTBPATABAHC UJIIM CMCKYaBaHC B CbOTBCTCTBHUC
C YJICH 8, TUTYJSIDUTE Ha pa3pCHICHUA 3a TbProBUA 3a JICKAPCTBCHHUTC IMPOAYKTH,
BKJIFOYCHHU B CIIUCBUOUTE HA KPUTUYIHO BAXXKHUTC JICKAPCTBA:

a) NpEACTaBAT HA AFCHHI/IHTa CBOUTC KOMCHTApPU,

6) B3€MaT MNpeaBrug CBECHTYAJTHUTC NPCTIOPBKU U HACOKU U CITa3BaT BCUYKU MECPKU,
npeAanpueTd Ha paBHUIeTo Ha Cpl03a U HAa paBHUILE AbpPKaBU UJICHKHU
CBhIIaCHO wieHoBe 11 u 12;

B) yBEAOMABAT P’LKOBOI[HaTa Tpyna 3a JICKapCTBATa OTHOCHO BCUYKHU MPCANIPUCTU
MCPKHU MU JOKJIaJABAT OTHOCHO PE3YJITATHTEC OT TE3UW MCPKH, BKIHOUUTCIIHO
I/IH(I)OpMaI_[I/Iﬂ OTHOCHO IMPCOAOJJABAHCTO Ha IMNOTCHHUAIHUSA WA PCATHUA
HEAOCTUT.

Ynen 11

3aovnocenus na Obpofcaeume YJIeHKU N0 OMHOWERUe Ha MOHUMOPUH2A U CMeKUABAHeN O HA

He0oCmu2a Ha 1eKkapcmeenu npooyKmu

3a ma ce YJICCHU MOHHUTOPHUHIBT, IOCOYECH B YJICH 7, CJI€O MCKAaHE OT CTpaHa Ha
AFCHLII/ISITa H B PAMKHTC Ha CPOKa, OIIPCACIICH OT HEA, AbPIKABUTC YJICHKHU!

a)  TOJaBaT HM3WCKBAaHUA OT ATEHIMATA TMaKeT OT WH(POPMAIHS, BKIHOUUTEITHO
HAJTMYHUTE U TMPOTHO3HM JaHHU OTHOCHO O00eMa Ha ThPCEHETO, MOCPEACTBOM
CIIELIMAJIHUTE ¥ 3B€HA 3a KOHTAKT M KaTO H3II0JI3BaT METOAUTE U CUCTEMATa 3a
JOKJIaJIBaHe, YCTAHOBEHU ChIIacHO 4iieH 9, maparpad 1;
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0) MocoYBaT HAIWYHETO HAa €BEHTYallHA IMOBEPUTEIIHA ThProBCKa MH(popMaIus u
YTOUYHSABAT IPUYMHUTE 32 TOBA YKa3aHUE;

B)  YBEAOMSBAT 32 OTCHCTBHETO HAa W3UCKBaHA WH(MOpMAIUS U 32 E€BEHTYaIHO
3a0aBsHE B MIPEIOCTABSIHETO M B PAMKHUTE Ha ONpEAENeHUS OT ATEHIIUSITA CPOK.

Koraro ToBa € HE0OOX0IUMO, 3a Ja M3MBIHAT CBOUTE 3aIBJDKCHHUS 3a JOKJIa/BaHE,
noco4yeHu B maparpad 1, 1ppxaBuTe WICHKH ChbOMpAT ¢ MOJAKpernara Ha AreHIUSATa
nH(OpMaLKs U TaHHU OTHOCHO HHMBATa Ha 3aMacUTe OT TUCTPUOYTOPUTE HA PO H
JpyTy MpaBHU CYOEKTH, UMAIlM MPaBO Ja IpeyiaraT Ha Ipa)xJIaHUTE JIEKapCTBEHU
MPOAYKTH, BKIIIOYEHHU B CHUCHIUTE HA KPUTUYHO BAKHUTE JIEKAPCTBEHU MPOITYKTH.

AKO IBpKaBUTE YICHKH pasIosarar ¢ JOIMbIHUTEIIHA HHPOPMaIHs OTHOCHO obema
Ha TpOAaXOWTe W o0eMa Ha pelEenTUTe, BKIIOYUTEIHO JaHHU, OCHOBAaHM Ha
wieHn 23a ot Jupektusa 2001/83/EO, B KOMTO ce ChABpXAT JOKA3aTeJCTBa 3a
MOTEHIMAJICH WA PEeaJieH HEJOCTUT Ha JaJIeH JIEKAPCTBEH MPOAYKT, BKJIIOYEH B
CIUCBIIUTE HAa KPUTHYHO BAXKHUTE JIEKAPCTBA, T€ NPEIOCTaBAT He3a0aBHO Ta3H
nHpopmanus Ha PbekoBogHAaTa Tpyma 3a JieKapcTBaTa IOCPEICTBOM CBOHTE
CIIENMAJIHU 3BE€HA 32 KOHTAKT.

Crnen xaro JOKJIaABaT 3a PE3YATATUTE OT MOHUTOPUHIA U €BEHTYaJIHUTE NPENOPHKU
OTHOCHO MEpKHUTE 3a MpPEJOTBpaTsBaHE WJIM CMEKYaBaHE B ChOTBETCTBHUE C YJIEH &,
IbpKABUTE YICHKU:

a)  B3eMar IMPEeJBUJ EBEHTYAIHUTE NMPEMOPHKU U HACOKH U CIIa3BaT BCUYKH MEPKH,
MpeAnpueTH Ha paBHUIETO Ha Chio3a ChriacHo wieH 12;

6) yBEAOMABAT PwkoBogHaTa Tpy1a 3a JICKapCTBAaTa OTHOCHO BCUYKHU MPCANIPUCTU
MCPKHU M OOKJIaABAT OTHOCHO PE3YITATUTC OT TE3W MCPKH, BKIHOUUTCIIHO C
PIH(bOpMaI_[I/IH OTHOCHO IMPCOAOIABAHCTO Ha IIOTCHLHUAIHHA WJIK PCaIHUA
HEAOCTUT.

Ynen 12

Pons na Komucusma no omuouienue Ha MOHRUMOPUHSA U CMEKUABAHENO HA Hedocmuea Ha

JleKapcmeenu npooyKmu

Komucusita B3ema mnpensuj umHpopManuara OT HpernopbkUTe Ha PbKoBOJgHAaTa Tpymna 3a
JIEKapCTBATa U:

a)

6)

BG

npeanpueMa BCHUYKHU HGO6XOI[I/IMI/I I[CI\/JICTBI/ISI B paMKUTE Ha HOPCAOCTABCHUTC 4
IIpaBOMOIIMA C OIJIEA HAMAJKIBAHC HA MOTCHHOUAJIHHUA WM PpCAIHUA HCAOCTUT Ha
JICKApCTBCHUTC NPOAYKTH, BKIHOUCHU B CHHCBOUTC HAa KPUTUYHO BaAXHUTC
JICKApCTBa,;

pasricxiga H€O6XO)II/IMOCTTa OT HACOKH KBbM ABPXKABUTEC YJICHKH, TUTYIIAPUTEC Ha
pa3pCuiCHud 3a TbpTOBUA U APYTUTEC CY6CKTI/I;

YBCIOMsIBa PLKOBOHH&T& rpy1a 3a JEKapCTBaTa OTHOCHO €BCHTYAIIHO MMPEATIPUCTUTE
MCPKHU U OOKJIaABa OTHOCHO PE3YIITATUTE,

M3KMCKBa 0T PpKOBOAHATA Tpyma 3a JeKapcTBaTa Jla IpeIoCTaBu MPENopbKU WIH J1a
KOOP/AMHUPA MEPKUTE, KAKTO € MIPEIBUACHO B wieH &, maparpadu 3, 4 u 5;
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)

pasricixiaa HGOGXO,Z[I/IMOCTTa OT MCIWIMHCKHU MCPKH 3a HpOTI/IBOIIGP’ICTBI/IC B
CBHOTBETCTBHE C uneH 12 u uneH 25, 6yksa 6) ot Permament (EC) 2020/[...1%;

OCBILECTBSIBA Bpb3KAa C TPETH JbpPKaBU M CHOTBETHUTE MEXAYHAPOJIHU
OpraHm3aliy, KOraro € LeJechoOpa3Ho, 3a HamallsiBaHe Ha MOTEHLUATHHS WIH
peaHusi HEJOCTUI Ha JIEKAPCTBEHUTE IMPOAYKTHU, BKJIIOYECHHU B CHUCHIUTE Ha
KPUTHUYHO Ba)KHUTE JIEKapCTBA WJIM HA TEXHUTE aKTUBHU (papMalleBTUYHU ChCTABKH,
KOraTo TE€3M NPOJIYKTH WM CbCTaBKU ce BHaciaT B (Cblo3a WJIM KOrato TO3HM
MOTEHIIMAJICH WM peajieH HEJOCTUT OKa3Ba BB3JICHCTBUE Ha MEXKIyHAPOJHO
paBHHUILIE.

Ynen 13

Komynukayus omunocno Pvkogoonama epyna 3a rekapcmseama

Upe3 cBOS MHTEpHET NOpPTaJ U APYTH IMOAXONAIIM CPEICTBA M 3a€AHO C HAIlMOHAJIHUTE
KOMIIETEHTHH OpraHu AreHIusTa MHPOpPMHpa OOIIECTBEHOCTTA U 3aWHTEPECOBAHHUTE TPYIH
B 0o0J1acTTa OTHOCHO paboTara Ha PpKkoBOgHATA IpyNa 3a JeKapCcTBaTa.

I'nasa 111

JlekapcTBeHN NPOAYKTH, KOUTO HMAT MOTEHI[MAJ 32 Oopda ¢
U3BBbHPEIHU CUTYAUU B 00J1aCTTa HA 00LLIECTBEHOTO 3IpaBe

Ynen 14
Pabomua epyna 3a uzevnpeonume cumyayuu

Cp3naBa ce PaboTHa rpyna 3a U3BbHPEIHUTE CUTYallMH KaTo 4acT OT AreHuusta. Ts
Ce CBHMKBa IO BpeMe Ha W3BBHPEIHH CHUTyallud B o0JlacTTa Ha OOIIECTBEHOTO
3ApaBC — C JIMYHO MNPUCHBCTBHUC HaA UYWICHOBCTC WX JUCTAHIIMOHHO. AFCHHI/IﬂTa
OCUTYpsIBa CEKpeTapuaTa M.

[lo Bpeme Ha U3BBHpPENIHM CHUTyalluM B 00JacTTa Ha OOLIECTBEHOTO 3/paBe
PaboTHara rpyna 3a U3BbHPEIHUTE CUTYAIIMH U3ITBJIHABA CICIHUTE 3a/1aUH:

a) npeaoCTaBd HAYYHU KOHCYJITAlMWU U U3BBbPIIBA MPETJIC] HAa HATMYHUTC HAYYHU
JJAHHU OTHOCHO JIEKapCTBEHHUTE MPOJIYKTH, KOUTO UMAT MOTEHIMal 3a 6opba ¢
U3BBbHpEAHATA CUTyaluss B oOjacTra Ha OOIIECTBEHOTO 3/paBe, KaTo
BKJIFOYMTEIHO M3UCKBA JIAHHU OT pa3paOOTUYMLIUTE M 3aroyuBa MpeIBapUTETHU
pasToBOPH C THIX;

0) U3BBpIIBA TMperiea Ha TMPOTOKONIWTE Ha KIWMHUYHUTE W3MUTBAHUS W
MpeAOCTaBs  KOHCYJITAllMM Ha  pa3padOTYUIMTE OTHOCHO  KJIMHUYHU
W3MHUTBAHUA, KOUTO Iie ObaaT npoBeneHu B Chi03a, 3a JIGKApCTBEHU MPOAYKTH,
MpeAHa3HAaYeHU 3a JICUCHUE, TIPEBEHIMS WM JUAarHOCTUKA Ha 3a00JsSBaHETO,
MIPUYMHSBAIIO W3BBHPEIHATA CUTYAIMs B 00JaCTTa HA OOIIECTBEHOTO 3/paBe,
B CHOTBETCTBHE C WieH 15;

B)  TMpeAoCTaBs HAay4YHa TOJKpena 3a yJIecHsSBaHE Ha KIMHUYHUTE HM3MUTBAHWSI,
kouto 1e Obmar mpoBenenn B Cbro3a, 3a JIEKAPCTBEHU MPOIYKTH,

20

[Aa ce 0obasu npenpamka kvm npuemust mexcm, nocoveH 6 benedxtcka noo aunus 4]
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MpeHa3HAYeHU 3a JICUCHHUE, MPEBEHIUS WM JTUAarHOCTUKA Ha 3a00JIIBaHETO,
MIPUYMHSBAIIO W3BBbHPEAHATA CUTYAIUsl B 00JIacTTa Ha OOIIECTBEHOTO 37IPaBe.
Ta3u momkpena BKJIIOYBA KOHCYJTAIlMM HA CIIOHCOPHTE HA TOJOOHU WIIU
CBBbpP3aHH IUIAHUPAHU KIMHUYHU W3MUTBAHUS OTHOCHO M3TOTBSHETO HA TSIXHO
MSCTO Ha ChbBMECTHHM KJIMHWYHU U3MHUTBAHUS, KOUTO MOXKE [la BKJIIOYBAT U
KOHCYJTAIlMM OTHOCHO CKJIFOYBAaHE HA CIOpPa3yMEHHs 3a CIIOHCOPCTBO WJIH 3a
CHBMECTHO CIIOHCOPCTBO B CHOTBETCTBHE C WieH 2, maparpad 14 u unen 72 ot
Pernament (EC) 536/2014;

r) moamomara paborara Ha HayYHHTE KOMUTETH, paOOTHHUTE TPyl M HAYYHHUTE
KOHCYJTATUBHU TPYIH Ha ATEHIIMATA,

)  TOpenocTaBs HAay4YHH MPENOpbKU MO OTHOILIEHHWE Ha YHoTpedaTa Ha BCEKH
JIEKApCTBEH NPOJYKT, KOMTO MOXE Ja HMMa TOTSHIMal 3a CHpaBsSHE C
W3BBHPEIHHN CHUTYAIlMH, CBHP3aHU C OOIIECTBEHOTO 3/paBe, B ChOTBETCTBHE C
JieH 16;

€) ChIpyAHMYM C opranute u areHuuure Ha Cpro3a, CBeTOBHATa 3/paBHA
OpraHm3alys, TPETU CTPAaHU U MEXKIYHAPOJHU HAYYHH OpraHU3alUU I10
HAaYYHUTC W TCXHUYCCKUTC BBIIPOCH, CBbpP3aHU C HU3BBHpPCAHATA CUTyallusl B
o0racTTa Ha OOIIECTBEHOTO 3/[paBe U C JIGKAPCTBEHUTE MPOAYKTU, KOUTO MOXKE
Ja WMaT MOTEeHIHMal 3a Oopba ¢ WM3BBHPEAHUTE CHTyallMd B O0OJacTra Ha
00IIECTBEHOTO 3/IpaBe, Cope]l HEOOXOAMMOCTTA.

PaGoTHara rpyma 3a M3BBHPEIHHUTE CUTYallUd € ChCTaBEHA OT IMPEICTABUTEIH Ha
HAyYHUTE KOMHTETH, paOOTHUTE TPyNU U CIYKHUTEIUTE Ha ATEHIUATA,
KOOpJAMHAIIMOHHATA Tpyla, Cb3/aJleHa B CHOTBETCTBUE ¢ wieH 27 OT
Hupextusa 2001/83/EO u KoopauHanimoHHata ¥ KOHCYATaTHBHA TIpymHa [0
BBIIPOCUTE HA KIMHUYHUTE W3MUTBAHUA, Ch3/1aJieHA B CHOTBETCTBUE C 4WIEH 85 OT
Pernament (EC) 536/2014.2' Ako e HeOOXOmMMO, MOrar 1ga ObJAT Ha3HAYCHH
BBHIITHYU €KCIIEPTH U Ja OBJIaT KaHSHH MPEJICTABUTEIN HA JPYTH OPTaHU M arcHINH
Ha Cwro3a Ha ad hoc ocHoBa. PabGoTHaTa rpyna 3a M3BBHPEIHUTE CHUTYaIlUU CE
npesiceaaTencTBa OT AreHIUsITA.

CncraBpT Ha PaloTHata rpyma 3a M3BBHpPEIHUTE CHUTYyallMM ce€ 0A00psiBa OT
VYnopaButenHus cbBeT Ha AreHUUATa. M3MbIHUTETHUAT TUPEKTOP Ha ATEHIUATA WU
HETOB MpeCTaBUTEN U MpeacTaBuTeNny Ha KoMucusaTa numart rnpaso Aa npuchbCcTBaT Ha
BCHUYKH 3aceaHUsl.

Hpe,[[CCI[aTCJ'I}IT MOXKE Ja IIOKaHM Ha 3aCcCIaHusTa Ha PaboTHara rpymna 3a
HU3BBHPCIHUTE CUTyalluUn NpeaACTaBUTCIIN Ha AbPXKABUTC YICHKH, YJICHOBC Ha
HayYHH KOMHUTCTU Ha AFeHI_[I/IHTa u pa6OTHI/I rpynu, KaKTO W TpETU CTpaHHU,
BKJIIFOUHUTCIIHO IpeaACTaBUTCIIN Ha 3aNMHTCPCCOBAHU rpyImu, CBbHpP3aHU C
JICKApCTBCHUTC IMPOAYKTH, TUTYIISIPU HA pa3pCIICHUA 3a TbProBUs:d, p33pa6OT‘lI/IHI/I Ha
JICKApCTBCHU TMPOAYKTH, CIIOHCOPU Ha KIIMHHUYHU MH3IMUTBAHUA, NMPEACTABUTCIIM Ha
MpPCXKHU 3a KIMHUYHHU H3INUTBAHUA MW 3aUHTCPECOBAHHU TPYIH, IMMPECACTABJISABAIIIU
HNaIMUEHTUTC U MECIUITMHCKHUTC CIICIINAJINCTHU.

PabGoTHata Tpyna 3a W3BBHPEJHHTE CHTYalldd H3TOTBS CBOM MpaBWIHUK 3a
JNENHOCTTA, BKIFOYUTENHO MPAaBHIIa 32 IPUEMAHETO Ha NPeNnopbKu. [IpaBMIHUKBT 3a

Pernament (EC) Ne 536/2014 na EBponeiickust napnament u Ha CbBeta ot 16 anpuin 2014 r. oTHOCHO
KJIMHUYHUTE W3MUTBAHUS Ha JIGKAPCTBEHM IPOAYKTH 3a XyMaHHa yrnorpeba W 3a OTMSHA Ha
Hupexrusa 2001/20/EO (OB L 158, 27.5.2014 ., ctp. 1).

27



BG

HGfIHOCTTa BJIn3a B CHJIa CJICHO HOJIy‘-IaBaHe Ha IIOJOXHUTCIIHO CTAHOBHUIIIEC OT
Komucusta u YrpaButenHus CbBeT Ha ATCHIMATA.

PaGoTHara rTpyma 3a WM3BBHPEIHUTEC CHUTYAallMM W3MBIHSABA CBOMTE 3a7aud Karo
OTJIeJICH OpraH, KOWTO He 3acsira 3aJjaunuTe Ha HaAyYHUTE KOMUTETH Ha ATEHIIUSTA 1O
OTHOIICHHE Ha pa3pellaBaHeTO, KOHTpoja M (apMaKOJIOTWYHHMS HaI30p Ha
CHOTBETHHUTE JIEKAPCTBEHH TPOJIYKTH U CBBP3aHUTE PETyJIaTOPHH JICHCTBHS, 32 J1a Ce
rapaHTdpa KadecTBOTO, Oe3omacHocTTa M edukacHoctTta UM. PaborHara rpyma 3a
W3BBHPEHUTE CUTYaIlUH B3eMa IMPEIBU] BCHYKH HAYYHU CTAHOBHIIA, H3TOTBCHU OT
Te3W KOMHUTeTH B  choTBeTcTBHe C  Permament (EO) Ne 726/2004 wu
Hupextusa 2001/83/EO.

[To oTHOUIEeHHE HA MPO3PAYHOCTTa M HE3aBHCUMOCTTA HAa WICHOBETE Ha paboTHATa
rpyna 3a HW3BBHPEIHHUTE CHUTyaluu ce npuiara wieH 63 ot Permament (EO)
Ne 726/2004.

AreHuusTa nyonukyBa MH(GOpMalKg OTHOCHO JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO
PaGotHara rpyma 3a W3BBHPEIHUTE CHTYAIlMH CMSTA, Y€ MOXKE J1a UMaT MOTEHIHA
3a 60pOa ¢ U3BBHPEIHUTE CUTYallUHd B 00JacTTa Ha OOIIECTBEHOTO 3/paBe, KaKTO U
BCHUKH aKTyaJIM3alliy HA CBOSI UHTEPHET MOPTAaI.

Ynen 15
Koncynmayuu omnocno knunuunume usnumeanust

ITo Bpeme Ha U3BBHpEIHA CUTYyallUsl B 00JIacTTa Ha OOIIECTBEHOTO 3/paBe PaboTHaTta
rpyla 3a U3BBHPEIHUTE CUTyallud W3BBPIIBA IpErJe] Ha IPOTOKOIUTE Ha
KJIMHUYHUTE U3MMUTBAHUs, NPEACTaBEHH WM MOATOTBEHH Aa ObAAT MPEJICTaBEHU B
3asiBJICHUE 3a KJIMHUYHU U3NUTBAHUA OT Pa3pabOTUUIUTE Ha JIEKAPCTBEHU MIPOIYKTH
KaTo 4acT OT YCKOPEH IPOLEC 32 HAYYHHU KOHCYITALUH.

Koraro mameH pa3paboT4MK ydacTBa B YCKOPEH MPOIEC 3a HAYYHH KOHCYJITAIIHH,
PaGoTHara rpyma 3a W3BBHpPEAHHUTE CUTYallMM TMPEIOCTaBs TaKHBa KOHCYJITAIMH
Oe3mIaTHO HaW-KbCHO 20 IHU ClIeX IIOJAaBaHETO 10 ATreHIMATAa HAa IBJIEH ITaKET OT
uckaHata uHbopMalus U JaHHU OT CTpaHa Ha paspaborumka. KoHcynranuurte ce
onobpsiBat or KoMuTeTa 110 JIekapCTBEHUTE MPOIYKTH 33 XyMaHHA yroTpeoa.

PaGornara rpyia 3a U3BbHPCAHUTC CUTYallUU OIPEACIIA IMMPOUCAYPH 3a 3aABJIICHUCTO
U MNpeAaBaHCTO Ha HUCKAHUA IIAaKET OT I/IH(i)OpMaHI/ISI N JaHHHW, BKIKOYBaII]
I/IH(I)OpMaL[I/IH OTHOCHO JObpiKaBaTa 4YJIICHKa WU AbPKABUTC UYJICHKH, B KOUTO €
nmogaJacHo WM CC IIJIaHWpa Oa 6’1)[[6 nogaJCHO 3adABJICHUC 3a pa3pCHICHUC 3a
MMPOBEKAAHCTO HA NAICHO KIMHUYHO U3TINUTBAHC.

[Ipy moArOTBAHETO HAa HAYYHUTE KOHCYJITAlMM pabdoOTHATa Ipyna 3a U3BBHPEIHUTE
CUTYallUU CU CHTPYAHUYM C NPEACTABUTEIN HA AbPKAaBATa YICHKA WU JbP)KABUTE
YJIEHKH, B KOUTO € IMOJAJECHO WM C€ IUIaHupa Ja ObAe MOAAJCHO 3asBICHHE 3a
paspelieHue 3a MpOBEXKAAHETO Ha JAJICHO KIIMHUYHO U3IIUTBAHE.

HpI/I PA3rICKIAaHCTO Ha 3ad4BJICHUC 3a U3/JaBaHC HAa pa3spCHICHUEC 3a IMMPOBCKIAAHE Ha
KIMHUYHO M3IIMTBAHC, 3a KOCTO € ouna npeaoCTaBCHa Hay4dYHa KOHCYJITAllUA,
ABPIKABUTE YIICHKU CC C’BO6p&3$IBaT HAAJIC)KHO C Ta3u KOHCYJITalus.

Koraro paBpa6OTLII/IK’BT € MOoJIydJaTesl Ha HayYYHH KOHCYIITAlluHu, TOM BIIOCJIICACTBUC
npeaaBa Ha AFeHHI/IHTa JAHHUTEC, MOJYYCHU OT KIMHUYHUTC H3NHUTBAHUA CIICI
OTIIPAaBCHO MCKAHEC CHIIACHO YJICH 16.
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be3 ma ce 3acsarar pasmopen0OuTe Ha HACTOSILUS WIEH, B JAPYIH CIydad HAaydyHHU
KOHCYATALMM C€ MPEAOCTaBAT  HAa TE3W pa3padOTUYMIM B CHOTBETCTBHE C
MpOIeypHUTe, OIpeesieH! chriacHo wieH 57 ot Permament EO Ne 726/2004.

Ynen 16

IIpeaned na nekapcmeenu NPOOYKMuU U RPENnOPBLKU OMHOCHO MAXHAMA YRompeoa

Cren mpu3HABaHETO HAa HAIMYMETO HA M3BBHPEIHA CUTyalus B o0JjacTra Ha
O0IIECTBEHOTO 31paBe paboTHaTa Tpyma 3a M3BBHPEIHUTE CUTYAllMd W3BBHPIIBA
nperse] Ha HaIMYHUTE HAYYHU JAHHU OTHOCHO JICKAPCTBEHHUTE MPOIYKTH, KOUTO €
BB3MOXHO J]a UMAT MOTEHIMAN 32 60p0a ¢ M3BBHPEIHATA CUTYyallus B 00JIacTTa Ha
001ecTBEHOTO 3apaBe. [lpernenbT ce akTyaau3upa peIOBHO IO BpeMe Ha
M3BBHpPEHATA CUTYallUsl B 00JIaCTTa Ha OOLIECTBEHOTO 3/IpaBe.

IIpu noxaroTesiHeTo Ha nperyiena PaboTHara rpyma 3a U3BbHPEIHUTE CUTYaLlUHd MOXKeE
Ja U3MCcKa MHpOpMaNus U TaHHH OT TUTYJISAPUTE HA Pa3pelICHHs 3a ThPrOBUS U OT
pa3paboTunLuTe, KAKTO U J]a IPOBEXKIa NPEABAPUTEIHN TUCKYCUH ¢ TsaX. PaboTHara
rpyna 3a H3BBHPEIHWTE CHUTyallud MOXKE CBIIO TakKa, KOraro € BB3MOXHO, Ja
U3I0JI3Ba OOCEpPBAlMOHHM MPOYYBAHUS Ha 3/paBHU JaHHU, CHOpPAaHU HU3BBH
KJIMHUYHUTE U3IUTBAHUsA, B3€MalKH NIPEIBUJT TAXHATA HAJCKIHOCT.

B®3 ocHOBa Ha MCKaHE OT €/lHA WM TOBEYe JIbpXKaBH WICHKH Wi oT Komwucusita
PaGoTrHara rpyna 3a W3BBHPEIHUTE CHUTyallmu npenoctaBs Ha Komurtera 1m0
JICKApCTBEHUTE MPOAYKTH 3a XyMaHHa ymorpeba MpernopbKH 3a H3rOTBSHE Ha
CTaHOBHIIIE B ChOTBETCTBUE C maparpad 4 OTHOCHO CIETHOTO:

a)  NaJuMaTMBHATA YMOTpeOa Ha JIGKAPCTBEHU MPOYKTH, TOMagaiy B 00XBaTa Ha
Hupektua 2001/83/EO umu Permament (EO) Ne 726/2004;

0) ymorpebara M pasNpOCTPAHCHUETO Ha HepaspelleH JICKapCTBEH NPOIYKT B
ChOTBETCTBUE C wieH 5, naparpad 2 ot dupexkrusa 2001/83/EO.

Cnen monydaBaHeTo Ha mpenopbkara KOMUTETHT MO JeKapCTBEHHUTE MPOAYKTH 3a
XyMaHHa yrmoTpeba mpreMa CTaHOBHIIE OTHOCHO YCIIOBHUSATA 32 yIoTpeda, YCIOBHITA
3a pa3npocTpaHeHHe U IeneBuTe nanueHT. CTaHOBUIIIETO CE aKTyalIu3upa, KOraro e
HE0O0XO0IUMO.

JIbpkaBUTe YICHKH B3eMarT MPEABH] CTAHOBHINATA, TocoueHu B naparpad 4. Koraro
JTBP’KaBUTE YICHKHM M3MOJI3BAT TaKOBAa CTAHOBUIIE CE Mpujiara 4uieH 5, nmaparpadu 3
u 4 ot upextusa 2001/83/EO.

KoraTto u3rotBs cBouTe TMpenopbKH ChIiacHO mnaparpad 3, paborHarta rpymna 3a
W3BBHPEIHNUTE CUTYAllUH MOXKE JIa C€ KOHCYJITHPA ChC ChOTBETHATA IbPKaBa YIEHKA
" J1a U3UCKa OT HEeA Oa NpCaoCTaBU I/IH(l)OpMaHI/ISI U JaHHHU, Ha KOUTO CE€ OCHOBaBa
pelIeHrneTo Ha Abp)KaBaTa YieHKa Ja HamlpaBH JIEKApCTBEHHS MPOIYKT HATWYEH 3a
nanmaTuBHA yrorpeba. Criex TakoBa MCKaHe JbpKaBaTa WICHKA MPEIOCTaBs Is1aTa
M3KcKaHa uHpopmalus.

AreHnuaTa myOJUKyBa Ha CBOS MHTEPHET MOPTAJ MPHUETUTE ChriacHo maparpad 4
CTaHOBUII[A, BKJIIOUNUTEITHO BCUUKHU aKTyaIU3al1u.

Ynen 17

Komynukayus omnocno Pabomnama epyna 3a uzebHpeOHume cumyayuu
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Upe3 cBOsS MHTEpHET NOpPTAl U APYTH MOAXOMALIM CPEACTBA M 3a€IHO C HALMOHAIHUTE
KOMIIETEHTHH OpraHd  AreHuusita HHQOpMHpa OOIIECTBEHOCTTa U  CHOTBETHUTE
3aWHTEPECOBAaHU IPYNH OTHOCHO JIeHOCTTa HAa PaboTHaTa rpyma 3a U3BbHPEAHUTE CUTYAIHH.

Ynen 18
HUT uncmpymenmu u 0anHu

3a 1a moAroTBS M J1a MOAIIoMara aeiiHocTTa Ha PaGoTHara rpyna 3a M3BbHPEIHNUTE CUTYAIlUN
110 BpeMe Ha U3BBHPEIHU CUTYalluU B 00J1acTTa Ha OOIIECTBEHOTO 37paBe, AreHIIUATA!

a) pa3paboTBa U MOIbpXKA EICKTPOHHN UHCTPYMEHTH 3a IMojlaBaHe Ha nHpopManus u
JaHHY, BKIIOYUTEITHO €JICKTPOHHM JaHHU 3a 3JIPAaBOCIOBHOTO CHCTOSHUE, CHOpaHH
M3BbH 00XBaTa Ha KIIMHUYHU NPOYYBAHMUS;

0) KOOpJIWMHUpPA HE3aBUCHMHTE IMPOYYBAHHUS 3a HAOIMIOJACHHE HA CEPEKTUBHOCTTA H
0€30MMacHOCTTa Ha BAKCMHUTE, KaTO U3IMO0JI3Ba ChOTBETHUTE JAHHH, MIPEAOCTABEHH OT
my0umaHUTe OpraHu. Ta3uw KoopIuHAIMsS ce M3BBPIIBA ChBMECTHO ¢ EBporelickus
LIEHTHP 32 MPO(UIAKTUKA U KOHTPOJI BHPXY 3a00JsIBaHUATA U IO-CIECLHUATHO 4Ype3
HOBa TuIaTopMa 3a HaOIIOCHNE Ha BAKCUHUTE;

B) KaTo 4acT OT CBOMTE PEryllaTOPHHU 3aJaud U3Moji3Ba IUppoBUTE MHPPACTPYKTYpPHU
WM WHCTPYMEHTH, 3a Ja yJecHsABa Obp3Us JOCTHI WM aHaIu3 Ha HAJIUYHHUTE
€JIEKTPOHHH JaHHU 3a 3JPaBOCIOBHOTO CBHCTOSIHHME, CHOpaHUM H3BBH O0XBaTra Ha
KJIMHUYHUA TIPOY4YBaHUs, © OOMEHAa Ha TAaKWBa JAaHHU MEXIY JAbPXKABUTE WICHKH,
Arenuusta u Apyru opranu Ha Cbio3a;

r) npenoctas Ha PaboTHara rpyna 3a M3BBHPEAHUTE CUTYallMU JOCTHII JO BBHIIHU
M3TOYHULM Ha CJIEKTPOHHU JAaHHU 3a 3pPaBOCIOBHOTO CBHCTOSHHUE, BKIIIOUUTEIIHO
JaHHU 3a 37PaBOCIOBHOTO CHCTOSIHME, CHOpaHW HM3BBH 00XBaTa Ha KIMHUYHUTE
IIPOYYBAHHUS, 1O KOUTO ATCHIMITA UMa JOCTBII.

I'nasa IV

MOHI/ITOpI/IHF N CMEKYaBaHC HA HEAOCTUTA HA KPUTUYHO Ba’KHU
MEIUIINMHCKH U3AC/JIUA U ITOAKPeEIAa 32 CKCIICEPTHUTEC I'PYyIIA

Ynen 19
Hsnvanumenna pvkosoOHa epyna 3a MeOUYUHCKUMe U30enus

1. Karo wact or Arenmusita ce cb3gaBa V3mbiHuTENHa pBKOBOAHA TIpymna 3a
MEIULUHCKUTE u3nenus (,,PbkoBojHaTa rpyma 3a MeIuIMHCKUTE u3fenus). Ts
3acesaBa ¢ JINYHO ITPUCHCTBUE HA WICHOBETE WIH JAMCTAHIIMOHHO IPU MOJArOTOBKAaTa
3a M3BBbHpeNHA CHTyallMs B oOO0JIacTTa Ha OOILIECTBEHOTO 31paBe WM TpHU
HACTHIIBAHETO Ha TaKaBa. ATEHIMITa OCUTYpsIBa CEKpeTapHara .

2. PvkoBomHATa rpyna 3a MEOULIUHCKUTE M3JEIHUS CE CbCTOM OT IPEACTABUTEN Ha
Arennusra, npeacraButen Ha Komucusita u o eAMH BUCOKOIIOCTaBEH MTPEICTABUTEIN
3a BCsAKa JbpKaBa WiCHKa. Besdka IbpikaBa WIEHKA I1OCOYBA CBOS IPEICTaBUTEIN.
UnenoBere MoXxe Aa ObAaT NpUAPYKaBaHU OT €KCIEPTH B KOHKPETHM HAYYHU WIIU
TEXHUYECKU O00JIaCTH.

3. PvkoBomHATA TpymHa 3a MEAUIIMHCKHUTE WU3JIETHS Ce TPECeaTeICTBA OT ATSHITUSATA.
[Ipeacenarenar Moxe /1a MOKaHU TPETH CTPAHU, BKIIOUUTEIHO NMPEICTABUTEIU Ha
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SaI/IHTepeCOBaHI/I I‘p}IHI/I B O6J'IaCTTa Ha MCAUIIUHCKHUTEC U3ACIINA Oa HpI/IC’bCTBaT Ha
HEWHUTE 3acelaHusl.

4, P’bKOBO[[HaTa rpyma 3a MCAUIHUHCKUTC H3ACIINA HU3IOTBA CBOI IMpaBUJIHHUK 34

JNeMHOCTTa, BKIIOYMTEIHO IPOLEAypd OTHOCHO paboTHaTa rpymna, I[OCOYEHA B
naparpad 5, ¥ 3a IpUEMaHETO Ha CHUCHLH, MAKeTH OT WH(OPMAIUSI U MPETOPHKH.
[IpaBWIIHMKBT 3a NEHHOCTTA BJIM3a B CWJIA CIIEJ IIOJY4aBaHE Ha IIOJIOKHUTEIHO
cra”HoBuile oT Komucusta u YopaButenaHusi CbBET Ha AreHuusTa.

JlefinocTTa Ha PhKOBOHATA IpyIa 3a MEAUIIMHCKUTE U3eus e Objie MOJAKpericHa
oT pa0OTHa rpyma, ChbCTaBeHAa OT CIUHHHM 3BEHA 3a KOHTAKT HAa HAIMOHAIHHUTE
KOMIIETCHTHH OpTraHH IO MEAMIMHCKUTE M3JCIUs], Ch3IaJCHH B ChOTBETCTBUE C
uiieH 23, maparpad 1.

6. P’LKOBO,Z[HaTa rpyma 3a MCAWLNUHCKUTE H3ACIIHA OTroBapsA 3a HU3IBIHCHUCTO Ha

3aJ]a4ynTe, IocoucHH B uwiecHoBe 20, 21 u 22.

Ynen 20

Cnucvk Ha KpUMUYHO 8AXCHUME MeOUYUHCKUME U30eus U UHGopmayus, Koamo mpsaoea 0a
OvOe npedocmasena

HenocpeacTBeHo ciieqy MpU3HABAHETO HA HAIMYHMETO HA M3BBHPEIHA CHTYAIHs B
o0yiacTTa Ha OOINECTBEHOTO 3/paBe W Ciie] KOHCYJITalus ¢ paboTHAaTa CH Ipyra
P’BKOBOI[HaTa rpymna 3a MCAUIHUHCKUTC U3ACIHA IMPUCMa CIIMCBHK HAa MCAWIUHCKUTC
U3JIENNs, KOUTO CUMTA 32 KPUTUYHO BAYKHH O BPEME Ha U3BBHPEIHATA CUTYaIUs B
obiactra Ha OOMIECTBEHOTO 3/paBe (,,CMIMCHK Ha KPUTUIHO BAKHHUTE MEIUIIMHCKH
U3JIENUS TI0 OTHOIICHUE HA M3BBHPEIHATAa CUTyalus B 00JacTTa Ha OOIIECTBEHOTO
3apaBe’). CHHUCHKBT CE€ aKTyallu3upa, KOraro € HEeoOXOIMMO, JOKaTo He Obiae
OTTETJICHO MPU3HABAHETO Ha HAJIMYMETO HA M3BBHPEIHA CUTYyallus B 00JacTTa Ha
00II1eCTBEHOTO 3/IpaBeE.

2. PwkoBogHara rpymna 3a MCIUOHUHCKUTC HU3ACIUA IMPHUCMa IMAKET OT I/IH(I)OpMaI_II/IH,

Heo0X0/1MMa, 3a J1a ce CJIEH MPeIaraHeTo U ThPCEHETO Ha MEIUITUHCKUTE U3/IeIus,
BKJIFOUEHHU B CIHUCHKA HA KPUTUYHO BAKHUTE MEIUIIUHCKU W3JIEIHS MO OTHOIICHHE
Ha U3BBHpPE/IHATA CUTYaIlMs B 00JacTTa Ha OOIECTBEHOTO 37paBe, U HH(opmupa 3a
TOBa pabOTHATA CH rpyma.

AreHnuara myOJuMKyBa Ha CBOsI OHJIAWH TOPTaj CHHCHhKAa HAa KPUTHYHO BAKHUTE
MEIUIIMHCKH U3JENUs 10 OTHOIICHHE Ha M3BBHpEIHATa CUTyalus B 0oOjlacTTa Ha
00IIIECTBEHOTO 3/JpaBe M BCUUKU aKTyaJTU3alMK Ha TO3H CIIHCHK.

Ynen 21

Monumopune na nedocmuea Ha MEOUYUHCKU U30eNUsl, BKII0UEeHU 8 CHUCLKA HA KPUMUYHO
8adCHUMeE MEOUYUHCKU U30eUs N0 OMHOWEHUE HA U36bHPEOHa CUmyayus 8 001acmma Ha
0OwecmeeHomo 30paee

Bb3 ocHOBa Ha ciMChbKa HA KPUTUYHO BAXKHUTE MEJUIIMHCKU U3ENNS 10 OTHOLIEHHE
Ha U3BBHpPEJIHA CUTYyaIlUsl B 00JlacTTa Ha OOIIECTBEHOTO 3/IpaBe U MH(popManuara u
JAaHHWUTE, IPEJOCTAaBEHN B ChOTBETCTBHE C WieHOBE 24 u 25, PpKkoBoiHATa rpyna 3a
MEAUIMHCKUTE W3JEIHs CIeld Npe/laraHeTO U ThPCEHETO Ha MEIUIIMHCKUTE
U3JIeNusl, BKIIOUYEHU B TO3M CIIUCHK, C 1€ J1a Ce UICHTU(PULIMPA BCEKU MMOTEHIIHAICH
WIM peajieH HEJOCTUI Ha Te3W MeIUUMHCKH wu3fenud. Kato dyact or TO3M
MOHMTOPHHI PBKOBOJHATA Ipyla 3a MEAULIMHCKUTE U3AEIUS OCHIIECTBSABA BPb3Ka,
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KOrato ToBa € IlenechoOpa3Ho, ¢ Kommrera 3a 3apaBHA CUTYPHOCT, ChH3IAJCH B
crotBeTcTBHE ¢ uneH 4 ot Permament (EC) 2020/[...]*%, u ¢ KoucynraTupHus
KOMHUTET OTHOCHO M3BBHPEIHUTE CUTyallMd B 00JacTTa Ha OOIIECTBEHOTO 37paBe,
CH3/IaJICH B CbOTBETCTBUE C WICH 24 OT CHIIUS PETIIaMEHT.

Karo gact or MoHuTOopuHTa PBHKOBO/MHATA Tpyma 3a MEIUIMHCKUTE H3ACTUS MOXKE
CBIIO Taka Ja W3IO0JI3BAa JIAHHH OT PETUCTPH W 0a3W JaHHU 32 METUIIMHCKHUTE
U3JIeNusl, Korato ATEHIMATa UMa JIOCTHII JO TaKWBa JaHHH. 3a menta PrkoBogHaTa
rpyna 3a MEIUIIMHCKHTE W3ACTHs B3eMa IPEABH] JaHHUTE, ChOpaHH CBIJIACHO
giieH 108 ot Pernament (EC) 2017/745 u unen 101 ot Pernament (EC) 2017/746.

Ynen 22
Jloknaosane u npenopvKu OMHOCHO HedOCmu2a Ha MeOUYUHCKU U30eTUs]

3a 1s1ata NpOABIKUTEIHOCT Ha JaJieHa HM3BbHpEOHA CUTyalus B 00jacTra Ha
OOIIECTBEHOTO 3/paBe PBKOBOAHATa Tpyma 3a MEAMIWHCKUTE H3ACTHS PEIOBHO
nokiansa Ha Komucusta u moaMpeskara, mocoueHa B wieH 23, naparpad 1, Oyksa 0),
pe3yATaTuTe OT CBOSI MOHHUTOPHUHT M TO-CIICIIMAIIHO CUTHAJIM3UMpa 3a BCEKHU
MOTEHIIUAJICH WK peajeH HeIOCTUT Ha MEIULIMHCKU U3/ENusl, BKIIIOUEHU B CIHCHKA
Ha KPUTUYHO BAKHUTE MEAUIIMHCKH HW3JENUsS MO OTHOIICHHE Ha H3BbHpEIHATA
cUTyanus B o01acTTa Ha 00IIECTBEHOTO 3/[paBe.

Ilo uckane na Komucusta mwnm noampexara, mocouyeHa B wieH 23, maparpad 2,
OykBa 0), PpkoBo/iHaTa rpyna 3a MEAULMHCKUTE U3JENUs MPENoCTaBsl arperupaHu
JAHHU U MPOTHO3U OTHOCHO THPCEHETO, 3a J1a MOJKPENH KOHCTaTaluure cu. B Toa
OTHOILIEHHE PpKOBOMHATA Tpyla 3a MEIULIMHCKUTE U3JEJINS OCBIIECTBSABA BPb3KaA C
EBpornelickusi IeHThp 3a Npo@uilakTHKa U KOHTPOJI BbpXY 3aloisBaHMsATA, 32 Ja
IIOJIyYN EMHUJIEMHUOJIOTHYHU JAHHMU C LN Ja CE€ MOAINOMOTHE IPOTHO3MPAHETO Ha
HY)KIUTE BBB Bpb3Ka C MEIUIMHCKUTE uU3Jenus, U ¢ PbkoBogHaTa rpymna 3a
JeKapcTBaTa, I[OCOYEHa B 4JI€H 3, KOraTo MEAMLIMHCKH H3JENHs, BKIOYEHH B
CHUCbKAa HAa KPUTHYHO BAXKHUTE MEAMLMHCKM U3JEIHUs 10 OTHOLIEHHE Ha
W3BBHpPEHATA CUTYaIUs B 001acTTa Ha OOIIECTBEHOTO 3/IpaBe, ce MpuiaraT 3aeiHo
C JIEKAPCTBEH MPOIYKT.

Karo yact ot gokianBaHeTo, mocoyeHo B maparpadu 1 u 2, PpkoBogHata rpymna 3a
MCIUIHUHCKUTE HU3OCINUA MOXKE CbIIO TaKa aAa HNpCAOoCTaBU MNPEIOPBKH OTHOCHO
MEpKHUTE, KOUTO MOXe Ja Obaar mpeanpuetu or Komwucusta, AbpikaBUTE WICHKH,
MMPOU3BOJUTCIINTEC HAa MCIAUIHUHCKU HU3OCIIUA, HOTI/Iq)I/IIII/IpaHI/ITe opraHu M Apyru
CyOeKTH, 3a Ja ce MpeJoTBpaTH WJIM CMEKYM MOTEHIHATHUAT MM PEeaTHHST
HeloCcTUT. B TOBa OTHOIIEHWE TpynaTa OCHIIECTBABA BpPB3KA, KOTaTo TOBAa €
nenecbobpasHo, ¢ Komurera 3a 371paBHa CUrypHOCT M ¢ KOHCYATaTUBHUS KOMUTET
OTHOCHO M3BBbHPEAHUTE CUTYallMU B 001acTTa Ha OOILIECTBEHOTO 3paBeE.

[lo cBos uwHunumatuBa wiM no uckaHe Ha Komucuara PbpkoBogHaTa rpyna 3a
MEIHUIIMHCKUTE U3JCIIHS MOXKE J1a MPEIOCTABH MPENOPHKU OTHOCHO MEPKUTE, KOUTO
MOXe Aa Obaar mpennpueru oT Komucusara, 1bp:kaBUTe WICHKH, TPOU3BOTUTEINTE
Ha MEIUIIMHCKH W3JENHs, HOTU(DUIIMPAHUTE OpraHW W JAPYTU CYOEKTH, 3a Ja ce
rapaHTvpa TOTOBHOCT 3a CHpPaBsSHE C MOTCHUMAJIEH WM pPEaJeH HEJAOCTUI Ha
MEIUIIMHCKU W3JeNus, TPUYNHEH OT W3BBbHpPEAHA CHUTyalus B o0jacTra Ha
0O0IIIECTBEHOTO 3/paBe.

22

[Aa ce 0obasu npenpamka kvm npuemust mexcm, nocoven 6 benexcka noo aunus 4]
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[To nckane ma Komucusara PrrkoBomHaTa Tpymna 3a MEIUIIMHCKUTE H3ICTUS MOXKE,
KOraTo TOBa € Ieiecho0pa3Ho, J1a KOOPJIWHUpPA MEPKHUTE MEXITy HAIMOHATHHUTE
KOMIIETEHTHH! OpraHH, MPOU3BOJUTEIINTE  HA  MEIUIMHCKA  W3JICIHS,
HOTH(HIMPAHUTE OpraHW W JPYrd CYOEKTH, 3a Ja C¢ NMPEIOTBPATH WIA CMEKYH
MOTCHIIMATHUAT WM PEATHUSAT HEJIOCTUT B KOHTEKCTAa HAa WU3BBHPE/IHA CHUTYaIUs B
oOJacTTa Ha OOIIIECTBEHOTO 3/IpaBe.

Ynen 23

Memoou na paboma u npedocmassme Ha UHGOPMAYUsL OMHOCHO MEOUYUHCKUME UZ0ENUS.

3a a ce mOAroTBM JAa M3IIBIHSABA 3aJadyuTe, MmocodeHu B wicHoBe 20, 21 u 22,

Arennusra:

a)  ompenens MPOIEAYpPUTE 3a W3TOTBSHE HA CIUCHKA HA KPUTHYHO BaXKHHUTE
MEIUIIMHCKU U37eNus N0 OTHOLICHHE Ha W3BBbHPEAHATa CUTyalus B o0jacTra
Ha 00IIECTBEHOTO 3/IPABE;

0) pa3paboTBa palMOHAIM3UPAHU EJIEKTPOHHH CHCTEMH 32 MOHUTOPUHT H
JIOKJIaJIBAHE;

B)  ompenens U MOAIBbpP’KAa ChCTaBa Ha paboTHaTa Tpyma, mocouyeHa B ujeH 19,
naparpad 5 ¥ cbCTOSIIA Ce OT SAMHHHM 3BEHA 32 KOHTAKT HA HAIMOHATHHUTE
KOMITETEHTHH OpTraHu Ha JbpPKABUTE YWICHKH 110 MEIULIMHCKUTE U3JICIIHS,;

) H3TOTBA ¥ TMOJIbpKAa CIHCHK HA CIWHHUTE 3BEHAa 3a KOHTAKT Ha
MIPOU3BOIUTEIIUTE Ha MEAUIIMHCKU U3JIeNus, YITbJTHOMOIIIEHUTE
MPEJICTABUTENH U HOTU(DUIIMPAHUTE OPraHuy;

1)  Ompenens METOAMUTE 3a MPENOCTaBIHETO Ha MPENOpbKU U KOOPAHMHHpAHE Ha

MEpPKUTE, IPEABUICHHU B UJieH 22.

Cnen mnpu3HaBaHETO Ha HaIMYME HA U3BBHPEAHA CHUTyalus B o0nacTra Ha
00IIIeCTBEHOTO 3/7]paBe ATCHIIUSATA!

a)

6)

W3TOTBS M MOJABPIKA 32 LsJIaTa MPOIBIKATETHOCT Ha U3BbHPEIHATA CUTYAIIUS
B 00JlacTTa Ha OOIIECTBEHOTO 3/IpaBe MOJAMpPEkKa OT €AMHHU 3BEHA 32 KOHTAKT
Ha TMPOU3BOJIUTENNUTE HA MEAUIIMHCKU U3JENUS U HOTU(DUIUPAHUTE OpPTraHH,
Bb3 OCHOBA Ha MCAWLMHCKHUTC H3JCIINA, BKIIOYCHU B CIIMCbKAa Ha KPUTHYHO
BOXHUTE MEIUIIMHCKHA M3JENUsS MO0 OTHOIIEHHE Ha M3BBHPEIHATa CUTYaIus B
oOJacTTa Ha OOIIECTBEHOTO 3/PAaBE;

M3KCKBa WH(pOpMAIMS OT 3BEHATa 32 KOHTAKT, BKIIOYCHU B MOJIMpPEXKATa, Bb3
OCHOBa Ha makera OT HH(pOpPMAIUs, OJ00pEH OT PBHKOBOJHATA Ipyna 3a
MEIUIMHCKUTE U3JICIUS, U OTIPEIIeIIsl KPAacH CPOK 3a MPEJICTaBSIHETO M,

M3MCKBAa HMH(pOpMalus OT €AMHHUTE 3BEHA 3a KOHTAaKT Ha HAI[MOHAJIHUTE
KOMIIETCHTHM OpraHd Ha JbpP’KaBUTE WICHKUM Bb3 OCHOBA Ha IIakeTa OT
uHpopmanus, og00peH oT PrkoBoAHATa rpyna 3a MEIULIUHCKUTE U3JEIHS, U
OIIpeziesisl KpacH CPOK 3a MPEICTABSIHETO M.

Nudopmanusra, nocouena B naparpad 2, Oyksa 0), BKJIIOUBa Hali-MaJIKO CJIETHOTO:

a)

6)

HMETO UM aJip€Ca Ha HNPOU3ZBOAUTCIII U aAKO € IMPUITIOKUMO — HMETO Ha
YIO'BJIHOMOUICHUA TPCACTABUTCII,

I/I,Z[CHTI/I(bI/IKaI_II/ISI Ha MCOAUIUHCKOTO U3CJINC U HCTOBOTO IMPECAHA3ZHAYCHUC,
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B) HUMETO W HOMepa Ha HOTU(GUIHMpPAHUS OpraH U HHGOPMAIMs OTHOCHO
CbOTBETHUS CEPTU(PUKAT WIN CEPTUPHUKATH, aKO € MPUII0KUMO;

F) HOI[pO6HOCTI/I OTHOCHO IMOTCHUUAIHUA WKW PCaJIHUA HCAOCTUT, KATO HAIIPpUMEP
p€alHu MM TIIPOrHO3HU HA4YaJIHU H KpaﬁHH JaTh MW HN3BCCTHA MU
npeamnojaracMma rnmpuinHa,

)  JaHHW OTHOCHO MPOAKOWUTE W Ma3apHUs ST,

€) TIUIAaHOBE 3a CMEKYaBaHE, BKIIIOYBAIM KalalUTeTa 3a IPOU3BOJCTBO U
cHaOdsBaHE;

XK) UMHPOpPMALUSA OT CHOTBETHUTE HOTH(PUIMPAHU OPraHU OTHOCHO TEXHUS
pecypceH KamanureT Aa o0paboTBaT 3asBIEHUS U Ja OCBILIECTBABAT U
3aBBPIIBAT OLICHKA HA CHOTBETCTBUETO BbB BPb3Ka C MEAULMHCKUTE U3JEIUs,
BKJIIOYCHU B CIHUCbKA HA KPUTUYHO BAXXKHUTE MEIULMHCKUA U3AEIUA 110
OTHOIIIEHHE Ha U3BBHPEIHATA CUTYallHs B 00J1aCTTa HA OOLIECTBEHOTO 3/IPABE;

3) PIH(bOpMaI_[I/IH OTHOCHO 6p0$[ Ha 3asBJICHUATA, IIOJYUYCHHU OT CBOTBCTHHUTC
HOTI/I(i)I/IIII/IpaHI/I Opradrl BBB BpPb3Ka C MCAWMLIMUHCKHUTC H3ACIIHSA, BKIIFOYCHU B
CIIMCBbKa Ha KPUTHUYHO BAXHUTC MCIUINMHUHCKH HU3ACIHUA 110 OTHOIICHUC Ha
HU3BBHpPCAHATA CUTyallusd B obnacrTTa Ha 06IIIGCTBCHOTO 3ApaBC, 1 CbOTBECTHUTC
npoueaypu 3a Oi€HKa Ha CbOTBECTCTBHUETO,

I/I) KOTraTO OLCHKUTEC Ha CBOTBCTCTBHUCTO Ca B NPOUCC HA U3IOTBAHC — CTATYyCbT
Ha OILIEHKaTa Ha ChOTBETCTBMETO OT ChOTBETHUTE HOTH()ULUPAHU OpraHU IO
OTHOIICHHWEC HAa MCIUIHWHCKUTC M3ACJIMA, BKIIIOYCHU B CIIMCHbKAa HAa KPUTHYHO
BOXHUTE MEIUIMHCKH M3/eIHs [0 OTHOLICHHWE HAa M3BBHpEIHATa CUTYalus B
o0yacTTa Ha OOIIECTBEHOTO 3/IpaBe, U €BEHTYAIHUTE POOIeMHU, KOUTO TPsiOBa
na ObaarT pewieHd, 3a Ja ObJe 3aBbpLIEH IPOLEChT Ha OLIEHKAa Ha
CBOTBCTCTBHUETO.

Ynen 24

3aovasxcenus na npouzsooumenume Ha MEOUYUHCKU U30ENUS, YHBAHOMOWEHUME

npeocmasumenu u Homuguyupanume op2anu

3a 5a ce yJlieCHH MOHMTOPHUHIBT, IOCOYEH B WieH 21, U ciel ucKaHe OT CTpaHa Ha
AreHIuATa NPOU3BOJUTENINTE HA MEIULIMHCKUTE U3JEIMs, BKIIOUEHHU B CIIMCHKa Ha
KPUTHUYHO BAXHUTC MCIWLOMWMHCKHU H3ACIIHMA IO OTHOIICHHWE Ha MW3BBHpPCIHATA
cuTyanusi B o0Oiactta Ha OOIIECTBEHOTO 3/ApaBe, M KOraro € HeoOXoIuMo,
CbOTBETHUTE HOTU(QUIUPAHU OpPraHU TMpPEeACTaBAT H3MCKBaHaTa HHQOpMalUs B
paMKUTE Ha CpoKa, omnpeaeneH oT AreHuusara. Te mogaBaT M3HWCKBAaHATa
I/IH(l)OpMaIII/Iﬂ IOCPEACTBOM 3BCHATA 3a KOHTAKT, OMNPCACICHU B CBHOTBCTCTBHEC C
ynieH 23, maparpad 2, KaTO H3MON3BaT METOAWTE M CUCTeMara 3a JOKJIaJBaHe,
YCTaHOBEHU cChriacHO wieH 23, maparpad 1. [Ipu HE0OXOaUMOCT ce MpeaoCTaBsIT
aKTyaJIu3aluu.

[IpousBoauTenuTe Ha METUIIMHCKU U3AENUS U ChOTBETHUTE HOTU(ULIMPAHU OpraHU
000CHOBaBAaT OTCHCTBHETO Ha BCAKa M3MCKBaHa MH(oOpMaIus U BCsKo 3a0aBsiHE Ha
MIPEIOCTABSIHETO M B paMKHTE Ha ONpeeNeHus] OT ATEHIUATa CPOK.

Axo MPOU3BOAUTCIINTEC HAa MCEAULUHCKUTC HU3AC/IHA, BKJIKOUCHU B CIIMCbKAa Ha
KPpUTHYHO BAXHUTEC MCIUOMWHCKH H3ACIIHA 110 OTHOIICHHWE Ha UW3BBHPCIHATa
CUTyalusl B o0OiacTra Ha O6H_ICCTBCHOTO 3ApaBC, U CHOTBCTHUTC HOTI/I(I)I/II_[I/IpaHI/I
opranm moco4ar, 4€ ImoJgaacHara I/IH(bOpMaI_[I/ISI WM 4aCTh OT HEA NPCACTaBJIABAT
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THPrOBCKa TaifHa, T€ MOCOYBAT CHOTBETHUTE YAaCTH M YTOUHSABAT MPUYMHHUTE 332 TOBA
yKa3zaHue. ATEHIMATa OLEHSBAa OCHOBAaHMATA 3a BCSIKO MCKAaHE W 3alllUTaBa Ta3u
MOBEPHUTEIHA ThProBCKa HHPOPMAIUs OT HEOOOCHOBAHO pa3KpUBaHE.

AKO TpOM3BOAWTENUTE HAa MEIMLMHCKUTE W3JCNIHsA, BKIIOUEHU B CIHCBHKA Ha
KPUTUYHO BAXHUTE MEIULMHCKUA U3JENHsl 110 OTHOIIEHHWE Ha M3BBHpPEIHATa
CUTyallus B 00JIacTTa Ha OOLIECTBEHOTO 3/paBe, U ChOTBETHUTE HOTU(UIMPAHU
OpraHu pasmojaraT C JONBJIHUTENHa WHPOpPMALHUsA, B KOSITO C€ ChABPKAT
JI0Ka3aTelICcTBa 3a MOTEHIMAJIEH WM peajeH HEJOCTHI, Te MPEJOCTaBAT He3a0aBHO
Ta3u uH(popMarus Ha AreHIHsITa.

Crnen nokiazBaHEeTO Ha Pe3yATaTUTE OT MOHMTOPHUHTA U €BEHTYaJTHUTE IPENOPHKU
OTHOCHO MEPKHUTE 3a MPEeJIO0TBpPaATABAHE UM CMEKUYaBaHE B ChOTBETCTBUE C WIIEH 22,
MIPOU3BOJIUTENINTE HA MEIULMHCKUTE U3/ENUs, BKIIOUYEHU B CIUCHKA Ha KPUTHYHO
BOKHUTE MEIUIMHCKH W3JENUs MO OTHOILIEHHWE HAa HU3BBHPEIHATAa CHUTyalus B
o0yacTTa Ha O0ILECTBEHOTO 3/IpaBe, U CbOTBETHUTE HOTU(DUIIMPAHU OPTaHHU:

a)  TPEINCTaBIT Ha ATEHIMSITa CBOUTE KOMEHTApH,
6)

B)  B3eMaT IpPEJIBU]l EBEHTYaAJIHUTE MIPENOPHKU U HACOKHU U CIIa3BaT €BEHTYaJHUTE
MEpKH, MPENPUETH HA paBHUIIETO HAa ChiO3a M HA PABHHUILE IbPKaBH WICHKH
CBIJIACHO WiIeHOBE 25 u 26;

r) yBEAOMABAT PwkoBogHaTa rpymna 3a MCAUIOHUHCKHUTEC H3ACIHUA OTHOCHO
CBCHTYAJIHUTC NPCANPUCTH MCPKH HW AOKJIaABAT OTHOCHO PE3YJITATUTE,
BKIIFOUHUTCIIHO HH(bOpMaHHHTa OTHOCHO IIPCOAOJABAHCTO Ha ITOTCHHUAIHHA
WJIN pCaJIHUS HCAOCTUT.

Axo MNPOU3BOJUTCIINTC HAa MCAWMIHUHCKUTC H3ACIHA, BKIOYCHH B CIIMCbKAa Ha
KPUTHYHO BaXHUTC MCIULOMWHCKHU M3ACIIHMA 110 OTHOIICHHME Ha UW3BBHpPCAHATA
CUTyalus B o0OyacTTa Ha O6H_IGCTBGHOTO 3ApaBe, ca YCTAHOBCHHU U3BBH Cp103a 1 HE
Morat aa mnpeaoCTtaBAT HM3HMCKBaHaTa HHq)OpMaHHSI B CHOTBCTCTBUC C HACTOAIIMA
YWICH, T CC MPEAOCTABA OT YII'BJIHOMOMICHUTE PCACTABUTCIIN.

Ynen 25

3aoviocenus Ha 0bp9fca6ume YJIEHKU NO OMHOULeHUe Ha MOKUMOPpUHeaA U CMEKYaeaHenio Ha

Hedocmuea Ha MeOUYUHCKU U30enust

3a Aa CC YJICCHU MOHHUTOPUHI'BT, IMIOCOUCH B YJICH 21, CJICA WCKAaHC OT CTpaHa Ha
AFCHHI/ISITa M B PAMKHTC Ha CPOKa, ONPCACIICH OT arCHUUATa, AbPKABUTC YJICHKHU:

a) noaaBaT HM3UMCKBAHHUA OT AFeHHI/IHTa IMaK€T OT I/IH(i)OpMaLII/ISI, BKJIHOYUTCIIHO
I/IH(i)OpMaIII/Iﬂ OTHOCHO HYXAWUTC, CBBbpP3aHU C MCAWLNUHCKUTC UH3ACIINA,
BKJIFOYCHU B CIHCBbKAa Ha KPUTHYHO BaXHUTC MCIULUHCKH HU3ACIUA I10
OTHOIICHHEC HAa U3BBHPEAHATA CUTyallus B obnacrtra Ha O6H.I€CTB€HOTO 3ApaBc,
W HAJIAYHUTEC U IPOTrHO3HUTC JAHHU OTHOCHO obema Ha TBPCCHCTO,
MOCPEACTBOM CIICIHIUATHUTE M 3BE€HA 32 KOHTAKT U KaTO HM3II0JI3BaT METOOUTE U
CHUCTCMATA 3a JOKJIIaJIBAHC, YCTAHOBCHU CHITIACHO YJICH 23, Haparpa(b 1;

06) mocoYBaT HAJIMYMETO HAa €BEHTYaIHa MMOBEPUTENHA ThProBCcKa HMH(opManus u
YTOYHSBAT IPUYUHUTE 32 TOBA YKA3aHUE;

B)  yBEAOMSBAT 3a OTCHCTBHETO Ha €BEHTYyallHa M3MCKBaHa MH(QOPMAIHS U BCSIKO
3a0aBsiHE B IIPEJOCTABSIHETO M B PAMKHUTE Ha ONpe/eeHUs 0T ATEHIUATA CPOK.
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Korato toBa € HCOGXOIII/IMO, 3a Ja U3IBJIHAT CBOUTC 3aABbJIZKCHHA 3a JOKIaABAHC,
ompeneneHu B maparpad 1, IbpkaBuUTe UWIEHKH ChOuMpaT WHGOpPMAIMS OTHOCHO
MCIUIIUHCKUTC U3ACIIHUSA, BKIIIOYCHH B CIIMCHbKA HAa KPUTUYHO BAXKHUTC MCIHUIMHCKU
W3JIENUS TI0 OTHOIICHUE HA M3BBHpEIHATa CUTYaIUs B 00JIacTTa Ha OOIIECTBEHOTO
31IpaBe, OT MPOU3BOAUTEIINTE, BHOCHTEINTE, AUCTPUOYTOPUTE U HOTU(PHUIMPAHUTE
OpraHu.

AKO IbpXKaBUTE YICHKH pas3mlojiarar ¢ JOMBJIHUTENHA HH(OpMAIHs, B KOATO ce
ChABPKAT J0KA3aTEICTBA 3a IOTEHUHUAJIEH WIA PeaJieH HEIOCTUr, T€ MPEAOCTaBAT
He3a0aBHO Ta3u MHQOpManus Ha PBKOBOAHATA Tpyla 3a MEIUIIMHCKUATE H3ICIHS
Ype3 CBOUTE 3BEHA 3a KOHTAKT.

Cnen karo AOKIaABaT 3a peE3yJTaTUTE OT MOHUTOPUHIA U BCUYKU IPETOPBKU
OTHOCHO MEpPKHTE 3a NPEeJOTBPATIABAHE WU CMEKYaBaHE B CbOTBETCTBUE C WIEH 22,
IbpKABUTE YJICHKU:

0) mpoydBaT HEOOXOAMMOCTTA Ja TPEJOCTABAT BPEMEHHO OCBOOOXKIABaHE Ha
paBHMILE  JObpKaBM  WICHKU  CbrJacHO  wieH 59, maparpadp 1 ot
Pernament (EC) 2017/745 W yiieH 54, naparpad 1 oT
Permament (EC) 2017/746 ¢ ornen Ha TOBa Aa c€ CMEKYH MOTCHIIMATHUAT WITH
pCATHUAT HEIOCTUT HAa MEIUIIMHCKA W3JCIHs, BKIIOUCHH B CIUCHKAa Ha
KPUTUYHO BXHUTEC MEIHUIMHCKH W3JCIHUS [0 OTHOIICHWE Ha HM3BBHHpEIHATA
CUTyalus B 00JIaCTTa Ha OOIIECTBEHOTO 3/IPaBe;

B)  B3eMaT IpPEJBUJ EBEHTYAJIHUTE MIPENOPHKU U HACOKU U CIa3BaT €BEHTYAJHUTE
MEpPKH, PEANPUETH Ha paBHUILETO Ha Cbl03a CHIVIACHO 4WIEH 26;

r) yBeIOMsIBaT PhKOBOJHATA Ipyla 3a MEAULUUHCKUTE U3JEJIUSI OTHOCHO BCHYKH
NPEAIIPUETH MEPKUM M JOKJIAJABAT OTHOCHO pE3YJITaTUTE OT TE3U MEPKH,
BKJIIOUUTEIHO HH(pOpPMALHMATA OTHOCHO MPEOJOJISIBAHETO Ha IMOTEHIUATHUS
WA PEATTHUS HEJIOCTUT .

Ynen 26

Pons na Komucusma no omnouienue na MOHUMOPUHSA U CMEKYaB8AHENO HA Hedocmuza Ha

MeOUYUHCKU U30eUs]

Komucusara Bzema npeaBun I/IHq)OpMaI_II/ISITa OT NPCHOPBKUTEC HaA PwkoBoanara I'pymna 3a
MCIHUIMHCKUTC U3OCITNUA U:

a)

6)

npeanpuemMa BCHUUKM HEOOXOMUMM JEHUCTBUSL B pPaMKUTE Ha MPEJOCTaBEHHUTE M
MPAaBOMOIIHS C OTJIEN Ja C€ CMEKYM MOTCHIMATHHAT WM PEATHUAT HEAOCTHT Ha
MEIULUHCKU W3/€Msl, BKIIOYEHN B CHHChKAa HAa KPUTUYHO BAKHUTE MEIULIMHCKU
M37IETHS 110 OTHOIICHNE Ha M3BBHPEIHATA CUTYaIUs B 00JacTTa Ha OOLIECTBEHOTO
3/IpaBe, BKJIIOYUTETHO, KOraro TOBa € HEeoOXOAUMO, TMpeloCTaBs BPEMEHHO
ocBoOOkaaBaHe Ha paBHHIIeTOo Ha Cbro3a cbrioacHo uieH 59, maparpad 3 ot
Pernament (EC) 2017/745 wnu unen 54, naparpa¢ 3 ot Pernament (EC) 2017/746;

pasriexa HeoOXO0JUMOCTTa OT HACOKH 3a IbPKaBUTE WICHKHU, IPOU3BOJUTEINTE HA
MEIULMHCKH U3/1eNHs, HOTU(QHUIUPAHUTE OPTraHu U IpYTU CyOeKTH;

u3uckBa OT PbkoBogHAaTa Tpyma 3a MEAMLUMHCKUTE U3JENUS Ja MpPeloCTaBU
MPENOPBHKU UITH J1a KOOPAMHUPA MEPKUTE ChITIacHO ujieH 22, maparpadu 3,4 u 5;
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r) pasriexaa HeoOXOJUMOCTTa OT MEIMIMHCKH MEPKH 3a MPOTHBOJICUCTBHE B
CHOTBETCTBHE C uneH 12 u uneH 25, 6yksa 6) ot Permament (EC) 2020/[...1%;

1) OCBILECTBSIBA BPb3Ka C TPETH CTPAHU U CHOTBETHUTE MEXIYHAPOIHU OpraHU3aliH,
KOraTo TOBa € IIeJIechOOpa3Ho, 3a J1a Ce CMEKYM MOTEHUUAIHUAT WIH PEaTHUST
HEJIOCTUT Ha MEIULMHCKUTE U3/ICIHs, BKIIOUEHU B CMIHCHhKA HA KPUTUYHO BAKHUTE
MEIUIIMHCKH U3JENUs 10 OTHOUICHHE HAa M3BBHpEIHATa CUTyalus B 0o0OJacTTa Ha
OOIIECTBEHOTO 3/IpaBe, WM TEXHHUTE CHCTABHHM YaCTH, KOTATO TE3U MPOIYKTH WIH
yacTu ce BHacaT B Chl03a WJIM KOraTO TO3M MOTEHLMAJEH WM pealieH HeIOCTUT
OKa3Ba BB3JICHCTBUE HAa MEXAYHAPOAHO PABHMUILIE.

Ynen 27
Komynuxayus omnocno PvkogoOnama epyna 3a meOuyuHcKume u3oenus

Upe3 cBOS MHTEpHET NOpPTaJ U APYTH MOAXONAIIM CPEACTBA M 3a€JAHO C HALMOHAJIHUTE
KOMIICTEHTHH OpraHd AreHuusta uHpopMHpa OOLIECTBEHOCTTa W  CHOTBETHHUTE
3aMHTEPeCOBaHU TPYHNM OTHOCHO palorata Ha PbKoBogHAaTa rpyna 3a MEIULUHCKHUTE
U3JIENHSL.

Ynen 28
Ilookpena 3a excnepmuume epynu 3a MEOUYUHCKUME U30ENUS

Ot 1 mapt 2022 r. HaTaTbK AreHUMsTa npenocTaBs oT uMeTo Ha KoMucusra cexkperapuara
Ha  CKCINepTHUTE  TPyHH, ONpelnejIeHu B  CboTBeTcTBME ¢  Pemenne  3a
msnbiaHeHue (EC) 2019/1396, u ocurypsiBa HeoOxouMaTa MOJIKpeIa, 3a 1a ce rapaHTupa, 4e
TE3W IPYIU MOTaT Jia U3BBPIIBAT M0 e(DEKTHBCH HAYUH CBOMTE 3a7a49H, TOCOUYeHHU B wieH 106,
naparpadu 9 u 10 ot Pernament (EC) 2017/745. Arenuusra:

a) ocurypsiBa aJMHUHUCTPATUBHA W TCXHHUYCCKA MNOJAKPCIIa Ha CKCIICPTHUTC I'PyIHU 3a
MpeaAOCTAaBAHCTO HA HAYUYHH CTaAHOBHIA, MHCHUS U KOHCYJITAllUU,

0) MOJZEpHpa M YIpaBisBa JAUCTAHUMOHHUTE W IPUCBCTBEHUTE 3aCEaHUs Ha
EKCIIEPTHUTE TPYIIN;

B) rapaHTupa, 4e paboraTta Ha eKCIIEpTHUTE IPYIH C€ U3BBPIIBA 10 HE3aBUCUM HAYMH B
cboTBeTcTBUE ¢ wieH 106, maparpa¢ 3, Bropa anunes ot Pernmament (EC) 2017/745
M YCTaHOBSIBA CUCTEMH M MPOLIEAYPHU 32 aKTUBHO YIPABJICHUE U MPEIOTBpATsIBAHE HA
MOTEHIMATHN KOH(JIMKTH Ha MHTEpEeCH B ChOTBeTcTBUE C wieH 106, maparpad 3,
TpeTa ainuHest ¥ wieH 107 OT chlus perIaMeHT;

r) NOJUIbP)Ka M PEAOBHO aKTyalu3upa yeOCTpaHMIIaTa Ha EKCIepTHUTE Tpynu U
OMOBECTSIBA Ha yeOcTpaHUIaTa BCUYKaTa HeoOxoauma uHpopMalus, 3a Ja ce
rapaHTupa Mpo3payHOCTTa Ha JCHHOCTHTE Ha EKCIIEPTHUTE TPYIH, BKIIOUYUTETHO
000CHOBKM OT HOTU(DHIIUPAHUTE OpPraHd, KOTaTO HE ca Ce€ ChOOpasuiau C
KOHCYATAllMUTE Ha €KCIIEPTHUTE TpPYyNH, MNPEJOCTaBeHu CbriaacHo wieH 106,
naparpad 9 ot Pernament (EC) 2017/745;

1) nyO0arKyBa HAyYHUTE CTAHOBUIIA, MHCHUS U KOHCYNITAIlUU HA E€KCIIEPTHUTE TPYIIH,
KaTo rapaHTHpa MOBEPUTETHOCT B CHOTBETCTBUE ¢ uieH 106, maparpad 12, BTopa
anmunes u wieH 109 ot Permament (EC) 2017/745;

2 [Aa ce oobasu npenpamia kom npuemus mexcm, NOCoueH 8 benexcka noo nuHus 4)
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rapaHTvpa, Y€ EKCIEePTUTE TIOJydyaBaT BbB3HATPAKICHUE U Pa3XOAUTe UM Ce€
BBH3CTAHOBSIBAT B CHOTBETCTBUE C el 11 oT Penrenue 3a
msmeiaHerue (EC) 2019/1396;

cJIeau 3a CIIa3BaHCTO Ha O6H_II/ISI IMpaBUJIHUK 3a HeﬁHOCTTa Ha CKCIICPTHUTC I'PYIIU U
HaJIMYHUTC HACOKHW U MCTOAMKH, 3aCiaTraliu (byHKI_[I/IOHI/IpaHeTO HUM;

npencraBd  Ha KoMucusita TroauIIHM JOKJIAQAM OTHOCHO M3BBpIIEHATa OT
eKCIepTHUTE Tpynu padoTa, BKIIOYUTETHO Oposi Ha MPEAOCTABEHUTE CTAHOBHILA,
MHEHMS U KOHCYJITALUU.

I'nmaBa 'V

3ak/I0vYuTeTHU pasnopendu

Ynen 29
Compyonuuecmeo mexcoy pbKogooHume cpynu

AreHIusITa TapaHTUPAa CBHTPYIHUYECTBOTO MEXIY pPHKOBOAHHUTE TpYyNU 3a
JICKapCTBaTa U 3a MCAUIHUHCKUTEC HU3JCJIMA BbB BPBb3Ka C MCPKUTC 3a CHPABAHE CbC
CBHOUTHSATA C TOJISIM Mamad U U3BBHPEIHUTE CUTYallMU B 00J1acTTa Ha 00IIECTBEHOTO
3IIpaBe.

UneHoBeTe Ha PHKOBOJHUTE IPYIH 3a JIEKapCcTBaTa U 32 MEAMLIMHCKUTE MU3JENUs U
TEXHUTE pabOTHH TpPyNU MOXKE Ja MPUCHCTBAT Ha 3acelJaHusATa Ha JApyrara
PBKOBO/IHA Tpyna W Ha pabOTHUTE IPyNU M, KOraTo TOBa € LEeNechOOpa3HO, CU
ChTPYJHUYAT 110 OTHOIIEHHWE Ha OCHIIECTBIBAHETO HA MOHUTOPHUHT, JOKJIAJIBAHETO U
CTaHOBHUILATA.

Cbc chrioacwero Ha MpEICceAaTeIUTe MOXE Ja ObJaT MPOBEXKIAHU CHBMECTHH
3aceaHus Ha PHKOBOJHUTE TPYITH 3a JIEKAPCTBATA U 32 METUIIUHCKUTE U3ACTUSI.

Ynen 30
llosepumennocm

OcBeH KOraro B HACTOSIIIMS PETJIAaMEHT € NPEABHACHO Jpyro W 0e3 na ce 3acsra
Permament (EO) Ne 1049/2001%* wu neifcTBamuTe HAIMOHATHM Ppa3Nopenou U
MPAKTUKA B JBPKABUTE UWICHKA OTHOCHO TOBEPUTEITHOCTTA, BCHYKH CYOCKTH,
yyacTBallM B  TMPWJIAraHeTO Ha  HACTOSIIUA  periaMeHT, ChOIoJaBaT
MMOBEPUTEITHOCTTAa HAa WHQPOpMAIUATA M JAHHUTE, MOJYyYeHU MPU HM3IBIHCHUE Ha
TEXHHUTE 3a/1a4H, C OTJIe]l 3alIiTaTa Ha:

a)  JIMYHUTE JaHHU B CHOTBETCTBUE C WieH 32;

0) moBepurenHaTa WHGOPMAIIHS C ThPIrOBCKH XapaKTep U ThPrOBCKUTE TailHU Ha
CbI/ISI/I'-IeCKI/I NI IOpI/I}II/I'-IeCKI/I JIMIIa, BKIIFOYUTCITHO HpaBaTa Ha I/IHTeHeKTyaJ'IHa
COOCTBEHOCT;

B)  e(eKTHUBHOTO MpuiaraHe Ha HaCTOSIIUS PETJIaMeHT.

24

Pernament (EO) Ne 1049/2001 na EBpomneiickus mapinament n Ha CbBera oT 30 maii 2001 r. oTHOCHO
yOMMYHMSL AOCTBII O JAOKyMeHTH Ha EBponeiickust mapinament, Ha Cwera um Ha Komwucusara (OB
L 145,31.5.2001 r., cTp. 43).
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2. Beuuku cyOekTH, ydacTBaly B MpUIaraHeTo Ha HACTOSIIUS PETJIAMEHT, TapaHTHpaT,
4ye MOoBEepUTEIHA ThProBcka HH(GOpMalus HE ce CHOJeNs 10 HaYuH, TP KOUTO UMa
BEPOSITHOCT J1a C€ OCUTYPH Bb3MOXKHOCT MPEANPUATHSITA J1a OTPaHUYAT WM HapylaT
KOHKYpeHIusITa 1o cMuchia Ha wieH 101 ot JPEC.

3. bes nma ce 3acsara maparpad 1, oOMeHeHaTa MNpu YCIOBHS Ha TOBEPUTEITHOCT
uHpOpMAIHS MEKAY KOMIIETEHTHHUTE OPTaHH W MEXIy KOMIIETCHTHHTE OpPraHd U
Komucusara v AreHuusTa HE C€ pasKpuBa 0O€3 MPEIBApPUTEIIHOTO ChIJIAcHe Ha
opraHa, KOHWTO sI TPEAO0CTaBsl.

4. [Maparpadu 1, 2 w 3 He 3acsarar mpaBaTa W 3aabDKeHusTa Ha Komucusra,
AreHusTa, AbPKABUTEC WICHKH W JIPYTUTE YYACTHUIIM, ONPEICIICHH B HACTOSIIUS
periJamMeHT, Mo OTHOIIEHHE Ha OOMEeHa Ha WH(GOpPMALUS W PAa3NpPOCTPaHSIBAHETO Ha
MPEIYNPEXKJACHUS, HUTO 3aJbJDKCHHUATa HA CHOTBETHUTE JIMIA 32 TPEACTaBsSHE Ha
uH(pOpMaNUs ChIIIACHO HAKa3aTEITHOTO MPAaBo.

5. Komucusita, AreHnmusTa M JbpXKABUTE WICHKH MOTaT Ja OOMEHST ITOBEpHUTEIHA
TBProBCKa HWHQOpPMALUs H, KOraTo TOBa € HEOoOXOAWMO 3a 3aluTaTa Ha
OOILECTBEHOTO 3/paBe — JIMYHU JaHHH, C PEryJaTOpHUTE OpraHH Ha TPETU

IBbP/KAaBU, C KOUTO Ca CKIKOYWIA IBYCTPAaHHM WJIM MHOTOCTPAHHU CIOPa3yMEHMs
OTHOCHO IIOBEPUTEIIHOCTTA.

Ynen 31
Bauzane 6 cuna

Hacrosmust pernaMeHT BiiM3a B CUJia Ha IBAJIECETUS JICH Clie]] ACHS Ha MyOJIMKYBaHETO MY B
Oguyuanen secmuux na Eeponetickus cvio3.

HaCTOﬂIlII/IHT PErIIaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT M CC IMpUjiara nmpsaKo BbB BCUYKHU
ABPIKaBU YJICHKH.

CscraBeno B bprokcen Ha [...] roguHa.

3a Esponetickus napaamenm 3a Cveema
IIpeoceoamen IIpeoceoamen
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1.2.

1.3.

1.4.
1.4.1.

1.4.2.

3AKOHOJATEJIHA ®PUHAHCOBA OBOCHOBKA — ,, ATEHIIUH*

PAMKA HA TIPEJJIOKEHUETO/MHULIUATUBATA

HaumeHoBaHMe HA NpeNI0KeHNETO/MHUIIUATUBATA

[Ipennoxxenue 3a Pernament Ha EBpomnelickusa mapiamMeHT U Ha ChBeTa OTHOCHO 3acHJICHA
poisia Ha EBporeiickaTa areHuus I0 JIEKapcTBaTa B 'OTOBHOCTTA 3a JEHUCTBUS NPU KPU3HU U
YIOPaBJICHUETO HAa KPU3M MO OTHOLICHHE Ha JIGKAPCTBEHUTE MNPOAYKTH M MEIULMHCKHUTE
HA3JICITHS

CBHOoTBeTHH 00J1aCTH HA NNOJUTHKATA

OO0JacT Ha MOJIMTUKATA: C6J'II/I)KaBaHe, YCTOﬁqHBOCT 1 OEHHOCTH

[eviHocT: 3n1paBeona3BaHe

IIpensoxennero e BbB Bpb3Ka C:

X HOBO JelcTBHE

(] noBo aelicTBHe ¢j1e] MUJIOTEH NPOEKT/MOATOTBUTEIHO AelicTBre*
X nmpoab/KaBaHe HA ChIIECTBYBAIIO JelicTBHE

[l camBaHe WM NpeHACOYBAHEe HA €IHO HMJIH HSIKOJIKO IeHCTBHSI KbM [Pyro/HOBO
aelictBHue

Henn

Obwu yenu

[IpensioxkeHneTo UMa 3a Lel:

—  Jla ce rapaHTUpa BHUCOKa CTENEH Ha 3aKpHjia Ha YOBEHIKOTO 3/paBe, KaTo Ce 3acHJIU
cnocobHocTTa Ha Chblo3a Ja pearupa Ha M Ja YIpaBisiBa U3BbHPEIHUTE CUTYallUd B
o0nacTTa Ha OOILECTBEHOTO 3/]paBe, KOUTO OKa3BaT BIHUSHHE BBPXY JIEKAPCTBEHUTE
MNPOAYKTH U MCAUIIUHCKUTEC U3ACIIUA,

—  J1a ce JIOTpUHECE 3a rapaHTHPAHETO Ha IIaJIKOTO (PYHKIIMOHMpAHEe Ha BBTPELIHMS Ma3ap
3a TaKMBa MPOAYKTHU 110 BpEME Ha U3BBHPEHU CUTyallUH B 00JIacTTa Ha OOIECTBEHOTO
37IpaBe.

Konxpemnu yenu

Cremmmdunyau 1eamn

1. Z[a CC ClICAAT U CMCEK4YaBaT IOCICAULUTE OT IOTCHUUAIHUSA W PpCaIHUA HCAOCTUT HA
JICKAPCTBCHU MPOAYKTU W MCIAUIMHCKU HU3JACIHA, KOUTO CE€ CHHUTAT 3a TaKMBAa OT KPUTUYIHO
3HAYCHHUC 3a CIIPpAaBAHC C NJaJiICHA U3BbHPCIHA CUTYyallHs B o0JracTTa Ha O6H_ICCTBCHOT0 3ApaBc,
HJIM IO OTHOIICHUE Ha JICKAPCTBCHUTC NPOAYKTH — APYTI'U CHOHUTHS C TOJIAM Mama6, KOHTO
MOKC 1a UMAaT CCPUO3HO BL3HeﬁCTBHC BBPXY O6H_[CCTBCHOTO 3ApPaBE;

2. Jla ce rapaHTHpaT Ka4yecTBOTO, O€30MacCHOCTTa W E(PHUKACHOCTTa Ha JIEKapPCTBEHUTE
MPOJYKTH, KOUTO MOXE Jla MMaT MOTeHIHal 3a O6opba ¢ najeHa M3BBHPEIHA CUTYyallus B
obrnacTTa Ha OOIIECTBEHOTO 3/IPaBe;

25

Cobrinacuo wien 58, naparpag 2, Oyksa a) nim 0) or @uHaHCOBHUS pETrJIaMeHT.
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3. la ce rapanTupa riaakoto (yHKIMOHHpAHE HAa EKCIIEPTHUTE TPYIU 3a OLIEHKATa Ha HIKOU
BUCOKOPUCKOBU MEIMLUHCKM M3AEIHMs M M3I0JI3BAaHETO HA OCHOBHUTE KOHCYJTAallUd BBbB
BpPb3Ka C TOTOBHOCTTA 3a JECHUCTBUA IIPU KpHU3a U YIPABICHUETO HA KPU3U IO OTHOLIEHHE Ha
U3I10J13BaHETO HA MEAULIMHCKY U3IENHUS.
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1.4.3.

1.4.4.

Ouaxkean(u) pezyimam(u) u 8v3oeticmaue

Ha ce nocouu  ev3delicmeuemo  HA — NPEONONCEHUCTO/UHUYUAMUBAMA  NO  OMHOWeEHUue  Ha
beneuyuepume/yenegume cpynu.

WMuunuatuBara ciefBa Ja CIIOMOTHE JAa ce rapaHtupa, ye B uenus Cpro3 e uszberHat
HEJOCTUI'bT HA JIEKAPCTBEHU MPOAYKTH U MEIULMHCKUA W3AENus, KOUTO CE€ CYMTAT 3a
KPUTUYHO BAYKHU 3a CIIPaBsSHE C J1aJlcHa U3BbHPEIHA CUTYyallus B 00jacTTa Ha 0OIIECTBEHOTO
3/IpaBe, a 10 OTHOLICHHE HA JIEKAPCTBEHUTE MPOAYKTH — ChC ChOUTHE C TosIM Mamad. [Ipu
TOBA LIETA € Te3H NPOAYKTH Ja MPOIBJKAT J1a ObJAT HAJMYHU 32 MALUEHTUTE B IOCTAThYHU
KOJIMYECTBA JIOPU 110 BPEME Ha TaKHBA U3BBHPEIHU CUTYaLUH.

JIbp>kaBUTE WIEHKU U MPOU3BOAUTEINTE HA JICKAPCTBA U HA MEIUIMHCKU M3AEIHs CleBa Ja
MMaT BB3MOXKHOCT 3a ChIVIACyBaH MOJAXOJ Ha paBHULIETO HA Chro3a. EnuH TpaiiHO ycTaHOBEH
MEXaHU3bM B paMKUTe Ha AreHLHUsATa, KOWTO cieaBa Aa ObJe HU3I0JA3BaH IO BpeMe Ha
U3BBHPEIHU CUTYyalluH, 3a Ja C€ CIeAW U JOKJIaJBa 3a HAJIMYMETO Ha IMOTEHLMAJIEH WU
peasieH HeIOCTHUT, CJIe/IBa a OCUI'YPH Bb3MOXKHOCT 3a IIO-Z00Bp U [10-CBOEBPEMEHEH OTOK OT
uHpOpMaLKs MEXLy OpraHuTe U npousBoautenute. ToBa crieaBa na mo3Bonau Ha Komucusita,
OpraHuTe Ha JIbpXKABUTE€ WIEHKU M TPOU3BOAMUTENIMUTE Ja IMpeArpHeMaT HEeoOXOAUMUTE
JeICTBUS, 3a J1a C€ CMEKUYM MOTEHUUAIHUAT WIM PEaTHUAT HelocTur. Ta3u pamka ciensa aa
JI0BEJIe 10 HaMaJIIBaHE Ha PUCKa OT HEKOOPAMHUPAHO 3aracsBaHe C TaKUBA MPOJYKTHU U Jia
OCUTYPU BB3MOXHOCT 32 HEIIPECTAaHEH IOTOK Ha CTOKU B LIEJIMS €IUHEH Ma3ap, Taka 4e Te Ja
MoraT Aa JIOCTUTHaT A0 00JacTUTe, B KOUTO UMa Hal-rojisiMa HeoOX0UMOCT OT TsX, ThH KaTo
BB3/ICCTBUETO HAa M3BBHPEIHUTE CUTyallMd B 00JacTTa Ha OOIIECTBEHOTO 3[paBe JOCTUTa
IUKOBE 110 pa3JIMyHO BpeMe Ha TeputopusTa Ha Cpio3a.

HMHunuaTtuBara cienBa Aa CIIOMOTHE Jia ce rapaHTupa, 4€ JICKapCTBaTa, KOUTO MOXC Aa UMatT
MnoTeHUMala 3a JICUCHUC, MNPCBCHIUA WM AWArHOCTHKA Ha 3a6OJI$IBaHI/I$ITa, IMpUYUHABAIINU
HU3BBbHPCAHU CUTYyallUUu B obnacTTa Ha O6H.I€CTB€HOTO 3ApaBe, CC I/I,I[eHTI/I(I)I/II_[I/IpaT Ha paHCH
€Tall, MO0 OTHOIICHHE Ha TAX CC OCUTYpsABAT CBOCBPCMCHHHW HAYUYHH KOHCYJITAllUKM U TC CC
nogjarat Ha HaAaCXJHa OICHKa Ha KadC€CTBOTO, 0Oe30macHOCTTa U C(I)I/IKE[CHOCTTa. IIo TO3M
HAa4YWH TE3W MNPOAYKTH CJICABA B KpaﬁHa CMCTKa Oa CTUTHAT A0 IMas3apa CBOCBPEMCHHO U Ja
OCUTYPAT Ha NMALUCHTUTEC OIIIHHU 34 0e30I1acHO H e(l)eKTI/IBHO JICUYCHHUC.

B koHTekcTa Ha €BpONEenCcKOTO MPOCTPAHCTBO 32 3/PAaBHU JaHHU WHUIIMATHUBATA CJIE/IBA CHIIO
Taka J1a JONPUHECE 3a MPEJOCTaBsIHE HA JOCTBII JO JAHHU 3a 3JPaBOCIOBHOTO ChCTOSIHUE 3a
HAyYHOM3CIIEJOBATEJICKA M PpEryjJlaTopHU LEeNH, C KOETO Ja C€ OKaXe IMOJKpena 3a
nonoOpsiBaHe Ha Mpoleca Ha B3eMaHe Ha peuieHus (Peryiatopu U Ch3/IaTeNd Ha MOJUTUKH)
npe3 Heiaud XKU3HCH HUKDBJI Ha MPOAYKTHTC, CBBbpP3aHU C JICKApCTBATa, CbC CBOCBPCMCHHU,
BAJIMJHU U HAJICKHU JIaHHU, ITOJYyYEHHU OT 3APaBEOIa3BaHETO MpHU peanHu yciaoBus. [1o To3u
HAauyMH AreHuusTa cienBa jga ObAe uWHTerpupaHa B Objaemara WHPpaCcTpyKTypa Ha
€BPOIEICKOTO MPOCTPAHCTBO 3a 3APAaBHU JAaHHU, KaTO Taka IlI€ CE€ OCUTYPH BB3MOKHOCT 3a
W3TOJ3BAaHETO HA JaHHU 3a HAyYHU W3CJIC/IBAHMS, Ch3/JaBaHE Ha TMOJUTHKH W OCHOBAaHU Ha
JI0OKa3aTeJICTBa UHCTPYMEHTH.

JIbpkaBuTEe WICHKH M TPOU3BOIUTEIMTE CIIE/BA J1a CE BB3IOI3BAT OT ChIVIACYBAH MOAXO Ha
paBHuIeTo Ha Chr03a BBB BPh3Ka C KOHCYJITAIIMUTE, MPETOCTABEHN OTHOCHO MPOTOKOJIHUTE HA
KIIMHUYHUTC M3IHUTBAHUA W H3IMOJ3BAHCTO HA TaKWBa JICKAPCTBA CBHIVIACHO HaWMOHATIHH
yKa3aHus — TaKka HapeueHara yrnorpeba He 1Mo MpeJHa3HaueHHe.

ITloxazamenu 3a usnviHeHuemo

ﬂa ce nocodvam nokasamenume 3a npomedﬂeaﬁe Ha HCll’lpe()'bKa U HA nocmuaiceHuima.
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1.5.
1.5.1.

B rogviiHaTa pa60THa nporpama 1ie 6’b,[[aT OIIPCACIICHU HOI[p06HI/ITe Ocjii M O4YaKBAaHUTC
pe3yiTaT, BKIIOYUTCIHO IIOKA3aTCJIWUTEC 3a HWSNBIHCHHUETO, J0KAaTO B CAMHHUA IIPOrpaMEH
JOKYMEHT 1IC 6T>I[aT IIOCOYCHHU O6HII/ITC CTpaTeru4eCKu Mejiku, OYaKBAHUTC PpE3yJITaTu U
IMOKa3aTCIMUTC 3a U3IIBbJIHCHHUCTO. CJ'IGI[Ba Ja CC CIla3BaT KJIKYOBUTC IIOKA3aTCIIN 3a e(I)eKTHBHOCT
3a arcHuuTe, KakKTO U U3TOTBCHUTC OT Komucusara macoku 3a CAUHHUSA MPOrpaMCH JOKYMCHT U
KOHCOJIMAUpPAaHUS T'OAUIICH JOKJIaId.

3a pa60TaTa, CBBbp3aHa C HEAOCTHUI'a Ha JICKapCTBa U MEIUIWMHCKH U3CIIN:

- Bpoit Ha nekapcTBara, 1o OTHOIIEHUE HA KOUTO CHUIECTBYBA PUCK OT HEJOCTUT WJIK UMA
HEJIOCTHUT B IbpKaBUTe — wieHKkH Ha EC

3a paboTaTa, CBbp3aHa ¢ JIEKapCTBa, KOUTO MOXKE Ja MMAT MOTSHIIHAI 32 00pOa ¢ U3BBHPEAHH
CUTYyaIlMH B 00JIACTTA HAa OOILIECTBEHOTO 3/IpaBe:

—  bpoil Ha mpenopbkuTe M 00EM Ha CbBETUTE, NpeacrtaBeHu oT PaboTHara rpyma 3a
U3BBHPEIHUTE CUTYALUH.

3a eKCIIepTHUTE rPYIH:

— BpOfI Ha CTaHOBHIIIATa, U3rOTBCHU 3a €JHA I'OJHWHA.

3a yuacTueTo Ha AreHIusTa B I poBaTa HHPPACTPYKTypa Ha €BPOMEHCKOTO MPOCTPAHCTBO
3a 37JpaBHU JaHHM, KOATO MOIKPEINs M3MOJ3BAHETO HA JJAaHHU 3a 3]IPaBOCIOBHOTO CHCTOSIHHE
3a Mo100psIBaHe Ha MpoIieca Ha B3eMaHe Ha PEIICHHUS:

- Bpoii Ha poy4yBaHUsTa, CTAHATN BH3MOXHH C TIOMOIITA HAa OBbAcmaTa HHPPACTPYKTYpa
Ha €BpOINEICKOTO MPOCTPAHCTBO 3a 3PABHU JaHHU

MoTtuBHu 3a l'lpe}].]'lO)KeHl/IeTO/I/IHI/IIII/IaTI/IBaTa

H3uckeanusn, koumo mpsabea oa 0vbOam UNBIHEHU 6 KPAMKOCPOUHA UIU ObI2OCPOUHA
nepcneKmued, GKAI0YUMenHo NOOpo6eH epauk 3a UsNbIHEHUeMOo HA UHUYUAMUBAMA

C BIM3aHETO B CHJIA HA HACTOSLIUS PErJaMeHT ATEHLUATA CIIE/IBa 1a BbBEAE paMKara, KOsTO
e c€ M3MOJ3Ba, 3a Jla Ce YIpaBisaBaT ObJACIIM WM3BBHPEIHH CUTyalluu B o0OyiacTTa Ha
OOIIeCTBEHOTO 3/paBe (FOTOBHOCT 3a JEHCTBUS NpPU KPU3UM U peakuuss HpU KpU3M),
BKJIIOUMTEJIHO pa3pabOTBAaHETO Ha MPOLEAypH 3a MPEAOCTaBSHE Ha JaHHH, JOKJIAJBaHE U
UHCTPYMEHTH 32 MOHUTOPHHI, KaKTO M MPAaBUJIHMIM 3a JAEHHOCTTa U METOAM Ha paboTa Ha
pbKOBOIHUTE Tpynu M PaboTHaTa rpyna 3a M3BBbHpPEIHUTE CUTyaluu. ToBa Ie MO3BOJIU
He3a0aBHOTO MPUBEXaHEe B JIMCTBUE Ha TE€3W TPYIH, HETOCPEIACTBEHO Clie/l MPU3HABAHETO
Ha HAJIMYMETO Ha U3BBHpEHA CUTyauus (yrpaBieHHe Ha KpU3N).

Haii-kbcHo or Mapt 2022 r. AreHuuara cnefBa Ja CTaHE IIOCTOSIHEH JOMaKWH Ha
CceKperapuaTa Ha eKCHEPTHUTE TPYyNH 3a MEIUIMHCKATE WU3JeAus W Ja TapaHThpa
HEIpEeKbCHATA MOAKPENa 3a TAX.

M3rpaxxaHeTo U pasrpblIaHEeTO Ha MH(QPACTPYKTypaTa Ha €BPONEHCKOTO MPOCTPAHCTBO 3a
3lpaBHU JJaHHU B DPAMKHUTE Ha ATrEHIMATA 1€ OCUTYpd Ha AreHuusATa BB3MOXKHOCT J1a
NOJIy4aBa JOCTBI J0 MM Ja U3MCKBA PEATHU JJaHHH, 32 J1a C€ MOJKPENH B IO-TOJIsIMa CTEHEH
IIPOLECHT HAa B3EMaHE Ha PEIICHUs IPE3 LEeNus )KU3HEH LIUKbBJ Ha JEKAPCTBEHUTE NPOAYKTH,
KoeTo ciefBa na 3amoyHe mpe3 2021 r. u ga ce orOensi3Ba HampeAbK IpH ITBJIHA
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1.5.2.

CBIVIACYBAHOCT CBHC CBH3JABAHETO Ha ISUIOCTHOTO EBPOIEHCKO MPOCTPAHCTBO 3a 3JpPaBHH
JaHHH.

Hobasena cmoiinocm om yuacmuemo na Cvioza (Modce Oa e 6 pe3yimam Om pa3iuyHu
gaxkmopu, Hanpumep NoA3U NO OMHOUIEHUE HA KOOPOUHAYUAMA, NPAGHA CUSYPHOCM, NO-
0obpa epexmusHocm uiu 63aUMHO OONBIAHE). 3a yenume HA mazu mouxka ,,000a6eHa
cmotinocm om yuacmuemo Ha Cvioza“ e cmotnocmma, Koamo e pe3yimam om Hamecama Ha
EC u e oonvimumenna cnpsamo cmounocmma, Kosimo Ou Ouia cv30aoeHa camo om
omoenHume ObpHCA8U UNEeHKU.

OcHoBaHusl 3a IeHiCTBUE HAa €BPOIENCKO paBHUILE (€X-ante)

W3BpHpeaHUTE CUTyallMu B objactra Ha oOmiecTBeHOTO 3apaBe ¢ mamaba ma COVID-19
OKa3BaT BB3JCHCTBUEC BBPXY BCHUUKU ABPKABU WICHKH, KOUTO HE MOTaT CaMOCTOSITEIHO Ja
OCUTYpAT AOCTATBYHO e(beKTI/IBeH OTTOBOP. HOTCHI_[I/IEUIHI/ISIT U pCaIHUAT HCAOCTUT Ha
JIeKapCTBa W MEIMIMHCKU HM3JENUs 10 BpeME Ha KPH3M MOXE Ja JIOBele A0 PUCK OT
npe3arnacsBaHe Ha HAIIMOHAJIHO PaBHUIIE WM HaJlaraHe Ha OTPaHUYCHUS Ha JBU)KCHHSTA B
paMKHTE Ha EIWHHUS Ia3ap 3a TAaKWBa CTOKH, KOETO MOXE [a OKa)XXe OTPHLATEIHO
BB3JICHCTBUE BBPXY CBOOOHOTO ABMKEHHUE HAa CTOKU. AKO MOJAXOABT KbM pa3pabOTBaHETO Ha
JIeKapCTBa, KOUTO MOXE Jla MMAaT MOTCHIMAN 3a JICYCHUE, NMPEBEHIUS WM JUArHOCTUKA Ha
3a6OJ'I$IBaHI/I$I, KOWUTO IMPUYMUHABAT U3BBHPCAHHU CUTyallUW B oOjlacTTa Ha 06HI€CTBGHOTO
37[paBe, € HEeChINIaCyBaH, TOBa MOXKE Jia JIOBEAE 10 3a0aBsHEe Ha pa3pabOTBAHETO HA TE3U
JIeKapcTBa Mpe3 IMEePUOH, KOraTo BPEMETO € OT KJII04oBo 3HadeHue. OCBEH TOBA JIMIICAaTa Ha
SICHH KOHCYNTALUH Ha paBHUIIETO Ha Chr03a OTHOCHO M3ITOI3BAHETO Ha JICKAPCTBA B PAMKHUTE
Ha HAOWMOHAJHUTC IIpOorpaMu 3a IMaJIhMaTUBHA yHOTpeGa WM HW3BBH Pa3pCliCHUTE UM
NOKa3aHUs MOXKE Ja JoBene 10 (parmMeHTupaH moxaxox B memus Cwio3. B mombianeHue
JIOCTBITBT HA PEryJaTOPHTE IO JaHHH 3a 3JpaBOCIOBHOTO chcTossHHE 3a menusi EC e
OTPaHMYEH M pa3lpbCHAT MEXKIY Pa3lIM4YHU MApTHHOPH, KOETO BOAM JO YCIOXKHEH M OaBeH
aHaJM3 M BB3MPEMATCTBA W3IMOJI3BAHETO HA ONTHMAIHHUS BPEMEBH MPO30PEIl 3a ONMpPEACICHU
WUHTEPBEHIIHH.

OuaxkBana renepupana no6asena croitHoct ot EC (ex-post)

CeriacyBaHMAT OTTOBOP Ha paBHUILETO Ha Chro3a ¢ 1€ Jja ce HabIroAaBa U CMEKYH PUCKBT
OT HEJIOCTHUT, MOXKE J1a IOMOTHE Jia ce n30erne npearnprueMaHeTo Ha IeHCTBUS, KaTO HallpuMep
HEKOOPJIUHHMPAHO 3amacsBaHe, M CJIEJOBATEIIHO OKa3Ba IOJOKUTEITHO BB3ACUCTBUE BBPXY
OOLIECTBEHOTO 3/paBe M MOJAbp)KaHE Ha INIaJKOTO (PYyHKUHMOHMpaHE Ha €JUHHMS mas3ap. B
CBUIUS AyX MPEIOCTaBIHETO HAa HAyYHM KOHCYJTAllMM OTHOCHO JIEKApCTBEHHUTE MPOAYKTH,
KOUTO MMaT MOTEHIMAJ 3a CIIpaBsiHE C U3BBHPEJHU CUTYyalluu B 0o0jacTTa Ha OOIIECTBEHOTO
3/IpaBe Ha paBHUILETO Ha Chbr03a, MOXKE Ja YJIECHH TAXHOTO HaBJIM3aHE Ha Ma3apa, 1a OCUTYpHU
CBINIACYBAaH TOJXOJ] KbM TSAXHOTO HM3MOJ3BaHE B AbP)KaBUTE WICHKH M Jia CIIOMOTHE Jla ce
rapaHTHpa, ye KadecTBOTO, OE30MaCHOCTTa U €(PUKACHOCTTa Ha TE3W JEYCHHUs OTroBapsAT Ha
XapMOHU3UpaHuTe cTaHaaptu Ha Cblo3a, KaTo ChIIEBPEMEHHO ce U30srBa NyOJMpaHETO Ha
YCUJIMSTA U W3NUIIHUTE HayuyHU u3cieqBaHus. VHTerpupanero Ha AreHuusara B nugpoBaTa
3/paBHa HH(QpaAcTpyKTypa Ha €BPONEHCKOTO MPOCTPAHCTBO 3a 3paBHU JAHHU MOXKE Ja
MIOMOTHE Jla c€ MOA00pH MpOIeChT Ha B3eMaHe Ha pEIIeHUs Mpe3 IeNaus )KU3HEH LUKBI Ha
JIEKapCTBEHUTE MPOAYKTUTE W MOXE CBOEBPEMEHHO W HAJEXKJIHO Ja YyJIECHU NOCThIa U
aHajM3a Ha pEeaJHU JaHHU 3a 3]PAaBOCIOBHOTO CBhCTOSHME. ToBa OM CIIOMOTHAJO MpH
CH3J]aBAaHETO Ha MOJUTHKU B 00JACTTa Ha 3/[paBEOIa3BaHETO, BKIIOYUTENIHO: 3aKOHOIaTeIHA
JNeMHOCT, BB3IACUCTBUE U CIIEICHE Ha U3IBIHEHUETO, pa3padOTBaHE HA CHCTEMH 3a
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3[paBeola3BaHe U 1o-100pe 000CHOBAH MPOLEC HAa B3EMaHe Ha PEIIEHUs] OTHOCHO pa3XoHaTa
epeKTUBHOCT. B KpaifHa cMeTka ToBa JefiCTBHE MOXKE J1a OCHTYpH Ha MAIMeHTUTE MOo-0bp3
JOCTBII 10 MHOBATHBHM JIEKapCTBa U Oe3omacHa U eheKTuBHA ynoTpeoda.

H3600u om nooobexn onum 6 MUHAIOMO

OnutsT, HATpyNaH BB Bpb3ka ¢ OesnpeneneHtHata manaemus ot COVID-19, mokasa, ue
cnocobHoctta Ha Cbhi03a Ja KOOpAWMHHUpA JAEWHOCTTA, 4Ype3 KOSITO Jia Cce TapaHTHpa
HaJMYHOCTTa Ha JIEKAPCTBEHH MPOJAYKTH W MEIULMHCKU U3JENIUs U Ja Ce YJIECHHU
pa3paboTBaHETO HAa MEIUIIMHCKA MEPKH 3a MPOTHBOJCHCTBUE, € OrpaHUuYeHa, Hapea C APYru
NPUYMHU TOPAId OTChCTBHETO HA CTPYKTYpUpaH MEXaHU3bM 3a CJIeJICHE Ha HEJOCTHra Ha
TaKHUBa MPOJYKTH U U ObP30 pearrupaHe Ha HEro.

[To Bpeme Ha W3BBHPETHOTO MOJIOKEeHHE BBB Bpb3ka ¢ COVID-19 TpsOBame ma Obaat
HamepeHHu ad hoc pemienus, 3a ga ObJe OrpaHMYEH PUCKBT OT HEJOCTUI Ha JIEKapCTBa U
MEAMIMHCKN H3JeNMs], KaTO HallpUMep amapaTy 3a BEHTWIALKA U JIEKapcTBaTa, KOUTO Ce
U3I0J3BaT 3aefHO ¢ TiAX (Hampumep MWi3nmbnHuTenHata pbkoBogHa rpyna Ha EC u
Mexanu3mbT 3a 00MeH Ha nHpopmanus). DyHKIMOHUPAHETO HA TE3W MEXAaHHM3MH 110 BpEME
Ha U3BBHPEHATa CUTyallusl CTaHa Bb3MOXKHO C ITIOMOILTA HAa YCJIOBHU CIIOPa3yMEHMsI MEXKIY
yuactHuuute (Komucusita, Arenuusra, nppxaBure 4ieHku). O4eBUAHO €, Y€ 3a Jia CTaHar
Te3U pelieHus: e(PEeKTUBHU U MPEIBUANMHU, CbOTBETHUTE POJIM M 33bJDKCHUS HA PA3IUYHUTE
YyJacTHHIM CJeBa 1a ObJaT U3sCHEHU U 3/IpaBO 3AJI0KCHM B 3aKOHOJATEIIHATA PaMKa, KOATO
ce mpuJiara 3a TEXHUTE I€HHOCTH.

Cop1110 Taka, KOraTo 3a peaulia JIeKapcTBa ce MOosBUXa CBEJICHUS, Y€ MOXKE Ja C€ M3IO0JI3BAT 3a
nedenre wiau npeBeHnus Ha COVID-19, AreHnusra mpeaocTaBH Hal-I00pUTE CIIOpEN
BB3MOKHOCTUTE CH HAyYHU KOHCYJTAllMd OTHOCHO Pa3pa0OTBaHETO M NMOTEHIMAJa Ha TE3U
nekapctBa 3a Oopb6a ¢ COVID-19, HO mpu oTcheTBHETO Ha oduIMalHA CTPYKTypa 3a
yOpaBJIeHHE Ha KpU3M U 0e€3 Jla € HajuIe IoJi3aTa OT YCKOPEHH MpOLEAypy 3a HAyYHU
KOHCYNITAllMM W 3a0bJDKEHUS 3a CHTPYAHUYECTBO OT CTpaHa Ha AbPKABUTE WICHKU H
paspabotuunmre. [lo-ciennaino pa3paboTUUIINTE U3THKHAXA JIUICaTa Ha XapMOHU3HUPAHE TI0
OTHOILIEHUE HA ACIEKTUTE, CBBP3aHU C KIMHUYHHUTE HM3MUTBAHMS, MPOU3THYAILA TJIABHO OT
¢dakTa, ye 3a BCAKO M3MUTBaHE TPsOBa Ja ObJe MOJYyYEHO OTIEIHO pa3pellieHHue BbB BCSKa
IbprKaBa YICHKA.

WNurterpupanero Ha AreHmnusta B mudpoBaTa 37paBHa HHPPACTPYKTypa Ha €BpPOIEHCKOTO
IPOCTPAHCTBO 3a 3[IpaBHU JIaHHHU B MOJKpelNa Ha MoJo0psBaHETO Ha IMpolleca Ha B3eMaHe Ha
pelIeHns npe3 Leiusl AKU3HEH LUKbI Ha JIEKApCTBEHUTE MPOJYKTH CJIEJBA Jla CE€ OCHOBaBa Ha
U3BOJIUTE OT APYTH MOJJOOHU MHULMATUBHU (Hamp. A IMUHHMCTPALUS M0 XpaHUTE U JIeKapcTBaTa
Ha CAlIll/Sentinel, Health Canada/CNODES, PMDA), kakTo M Hampeabka B MO3HAHUATA,
IIOCTUTHATH B paMkuTe Ha fonbiaHutenHu nHunuatueu (Hanp. EHDEN, ELIXIR, VAC4EU,
OHDSI).

Hayudenute 1o T031 Ha4MH ypOIU MIPEIOCTABAT COJIUAHA OCHOBA 3a Ch3/1aBaHE Ha SCHA paMKa
3a JIEWHOCTUTE, KOUTO M€ C€ OCBHIIECTBABAT OT ATEHIMATA IO BPEME Ha W3BBHPEIHU
CUTyallud B 00JIacTTa Ha OOILECTBEHOTO 3/paBe, 3a Jla Ce 3aCHJIM KanmanuteTsT Ha Chbro3a 3a
pearupaHe Ha TaKMBa U3BBbHPEAHM CUTYyallUU Obp30, ePUKACHO U KOOPAUHUPAHO.
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1.5.4.

1.5.5.

Cvemecmumocm ¢ MHO20200UWHAMA — (DUHAHCOBA PAMKA U €BeHMYAIHU  NOAE3HU
83AUMO0eUCMBUsL ¢ OpYeU NOOXOOSAUU UHCIPYMEHMU

AreHnusTa cieiBa J1a Cu ChbTPYJHUYM U J]a HaChpyaBa IOJIE3HUTE B3aUMOJEHUCTBUS C IPYIH
opranu Ha Cplo3a M JACLEHTPAIU3UpaHU areHIMu, Kato HanpuMmep EBponelickus LEHTbp 3a
npodpmiakTika M KOHTpoll BbpXy 3abomaBanusata (ECDC) u EBpomeiickust opran 3a
6e3onacHoct Ha xpanute (EOBX), na ce Bp3mos3Ba B MakcHMallHa CTEIIEH OT U J1a rapaHTHpa
chIyacyBaHoOCT ¢ nporpamara ,,EC B nmoakpena Ha 3apaBeTo’ u qpyru nporpamu Ha EC, kouto
(buHaHCUpaT AeHCTBHS B 001acTTa Ha OOIECTBEHOTO 3paBe.

Ot 2022 r. AreHiusTa Ie NoeMe HIKOU 3aJja4d, M3bIHIBAHH IIoHacTosAmeM oT Komucusra B
pamkuTe Ha ekcnieptHuTe rpynu (JRC) Ha 31paBHaTa mporpama.

OueHKa Ha  pasiudHume HAJTU4YHU eapuanmu 3a d)uHchupaHe, BKJIlOYUMmMeNHOo
B8b3MOIHNCHOCMUME 34 npepa3npedeﬂﬂﬁe Ha cpedcmea

EBpomneiickata KOMUCHsI HE pa3noara ¢ HeOOXOAUMUTE €KCIEPTHU MO3HAHUS, 3a /1a OLCHsBA
JICKapCTBEHH MPOAYKTH, KOMTO HMMAaT TOTEHIMANI 3a Oopba C WM3BBHPEIHUTE CUTYaIlMH B
oOnactTa Ha oOuiecTBEHOTO 3apaBe. EBponeiickara areHuus no jeKkapcTBaTa € MOAXOSAIUAT
opraH, KOWTo TpsiOBa /1a M3MbJHSABA NpeAsIoKeHUTE 3anauu. Boenpexku toBa EBpormelickara
KOMMCHS 1€ ydacTBa O€3 JONBIHUTEIHU PECYpCH B YIPABICHUETO HAa H3IBIHUTEIHUTE
PBKOBOJHU I'PYIIH.

VYyacTuero Ha HAIMOHAIHUTE OPTaHM Ha IbpP)KABUTE WIEHKHU ChHIIO Ie ObJie pelraBarl
dakTop, Thii KaTo AOCTBHIIBT O JAHHHU 3a 3IPaBOCIOBHOTO CHCTOSIHUE MOXKE Ja HU3UCKBA
JOCTaBYUIIUTE Ha 3[PaBHU JIaHHU Ja OTrOBapsAT Ha CTPOTU M3HCKBAHUA HA HAIMOHAIIHO
paBHHIIIE.

48 BG




1.6. Cpox Ha neiicTBue M (UHAHCOBO OTPAYKEHUE HA NMPEAJI0KEHUETO/MHUIMATHBATA
L] orpanu4eH cpok Ha JeiicTBHe
— [0 Ipemnoxenne/manimatusa B cuia ot [[JJJ/MMIITTT go [JJJ/MMIITIT
— [ ®wunancoso orpaxenne ot ['TTT mo I'TTT
v/ HeOrpaHHYeH CPOK HAa JelicTBHE
— IlepuoabT Ha 3anouBaHe Ha u3mbIHEHHETO € oT IHyapu 2021 r. no nexkemspu 2021 r.,
— TocJeNBaH OT (PYHKIIMOHUPAHE C IIBJICH KaaluTeT.
1.7. Ilnanupany MeTOAH Ha ynpasJenune>
0 Mpsiko ynpaBiaenune ot Komucusra upe3
— [ u3nbIHUTETHUTE areHIIUN
[0 CrionesieHo ynpaBiieHHe C IbPKABUTE YWICHKH
v Henpsiko ynpasJjieHHe upe3 Bb3jiarane Ha 3a/1auu 110 W3ITbJIHCHUETO Ha OI0/KeTa Ha:
L] MexayHApOIHU OpraHU3alMK U TEXHUTE arcHIMHK (J1a Ce yTOYHH ),
L1 EVb u EBponeiickust HHBECTUIIMOHEH (OH/T;
v’ opranu, noco4eHu B wieHose 70 u 71;
L] myOGmuvHOIpaBHU OpTaHu;

[] gacTHOMpaBHM OpraHM ChC 3ab/DKEHHE 3a OOIIECTBEHA YCIIyTa, JOKOJKOTO MPEIOCTABSAT
MOAXOAAIIM (PMHAHCOBH TapaHIINH;

[0 opranu, ypeieHHM B YacTHOTO MpaBO Ha Abp)KAaBa 4YICHKA, Ha KOUTO € BB3JI0KEHO
OCBIIECTBSIBAHETO Ha MYOJMYHO-YACTHO MAPTHHOPCTBO M KOUTO MPEJOCTABAT IMOAXOJSAIIN
(uHaHCOBM rapaHLUu;

[l ymia, Ha KOUTO € BB3JIOKEHO W3IIBIIHCHHETO Ha CHEIU(PUYHU JIEHHOCTH B O0JIACTTa Ha
OBIIIIC cwrnacuo as1 V ot JIEC 1 KOMTO ca MOCOYECHH B ChOTBETHHUS OCHOBEH aKT.

3a0ernexKu

26 HOHp06HOCTI/I BBB BPb3Ka C METOAUTC HA YINPABJIICHWEC W [MO30BaBaHUATA HaA duHaHCOBUSA periaMeHT Morar Jaa

Obnat HaMepeHU Ha yeOcaiita BudgWeb:
https://myintracomm.ec.europa.cu/budgweb/EN/man/budgmanag/Pages/budgmanag.aspx.
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2.2.
2.2.1.

2.2.2.

MEPKHU 3A YIIPABJIEHUE

HpaBI/IJ'[a 34 MOHUTOPHHT M JTOKJIa/IBaAHEC

ﬂa ce nocovuam yecmomama u yciosusama.

Bceuuku ar¢HIlM1 Ha Cnio3a paﬁOTﬂT CBhINIACHO CUCTEMA 3da CTPUKTCH MOHUTOPUHTI', KOATO BKJIFOYBaA
KOOpDIMHATOp MO BbTpemHUs KOoHTpoid, Cmyxbara 3a BbTpemeH oxur Ha Komwcusra,
ynpaButenHus cbBeT, Komucusara, CmeTrHaTa manata u OroJuKeTHHs opraH. Tasum cucrema e
OTpa3eHa M YCTAaHOBEHA B perjaMeHTa 3a ch3/laBaneTo Ha EMA.

B choTBeTcTBHE CHC CHBMECTHOTO H3SIBIIEHHWE OTHOCHO JeleHTpaiu3upaHute areHuuu Ha EC
(,,Obmus moaxoxa), B pamkoBusl ¢uHaHCOB perinameHT (2019/715) u cBBp3aHOTO CHOOIIEHUE HA
Komucusita C(2020)2297, roguiinara paboTtHa nporpama Ha Komucusara u eIMHHHUS MPOTrpaMeH
JOKYMEHT Ha areHIUsITa ChAbP)KAT MOAPOOHHU LIETH U OYaKBAHU PE3YJITaTH, BKIFOUUTEIIHO HAOOP
OT IMOKa3aTejy 3a M3MbJIHEHUETO. BKitoueHnte B paboTHaTa mporpamMa Ha ATeHLUsATa AEHHOCTH
e ce MPUAPYKaBaT OT KIKOYOBU MOKA3aTeNH 3a M3MbJIHEHUEeTo. Clies] TOBa B KOHCOIMIUPAHUS
TFOJUIIEH OTYeT 3a JEHMHOCTTa NEeHHOCTUTE Ha areHUMsTa e ObJaT M3MEPEeHU CHPSMO TE3U
nokazarenu. ['oxummiHata paboTHa mporpama € chIjlacyBaHa C MHOTOTOJUINHATA paboOTHA
nporpaMa, KaTo U JIBeTe clie/iBa Ja ObJaT BKIIOYCHH B TOAMIICH €MHEH NPOrpaMeH JOKYMEHT,
KOMTO ce mpencTaBs Ha EBpomnelickus nmapnaMmeHT, Ha CbBeTa u Ha Komucusra. YnpaBUTETHUAT
CHhBET Ha ATEHILMATA OTTOBaps 3a HAA30pa HA AAMHUHHUCTPATUBHOTO U ONEPATUBHO yIpaBIeHUE Ha
areHuusATa 1 e(peKTUBHOTO yIpaBieHHE Ha OO0/ KeTa.

Cucremu 3a ynpapjieHue 1 KOHTPOJI

Obocnoska Ha npedﬂoofceﬁume HA4YUHU 3a ynpaejieHue, MexaHusmu 3d @uHGHCUpGH@ Ha
U3NBJIHEeHUemo, Ha4YuHu 3a niawane u cmpamecusl 3a KOHmpaoJi

I'opumnata cyoeuaust ot EC ce npenocrast Ha ATeHIMATA B CbOTBETCTBHE C HEWHUTE HYXKIH OT
IUIAIIAHUS U 110 HEMHA 3asBKa.

AreHusTa nie ObJe MOJUIOKEHa Ha aJAMUHUCTPATUBEH KOHTPOJ, B TOBAa YHCJIO Ha OODKETEH
KOHTPOJI, BBTPCUICH OAUT, TI'OJUIIHU JOKJIaIXd Ha EBpOHCﬁCKaTa CMCTHa I1ajlaTa, IrOoAuIIHO
0CBOOOKaBaHEe OT OTTOBOPHOCT BBB BPB3Ka C M3MBIHEHHETO Ha OromkeTa Ha EC u eBeHTyaIHO
pascnensane or OLAF, no-cnenuanHo 3a ga ce rapaHtupa, 4e CpelIcTBaTa, OTIyCHATH Ha
areHIMuTe, Ce W3MOJ3BaT MO NpeHa3HadyeHue. JelHocTTa Ha AreHIusTa 1€ MMOAJIEKU Ha HaA30p
M OT CTpaHa Ha OMOyJCMaHa B CHOTBETCTBHE C pasmopenoure Ha uieH 228 ot [Jorosopa. Te3u
aJIMAHUCTPATUBHU TMPOBEPKH OCHTYPSIBAT PEHIla MPOLEJYpPHU TapaHLUHM 3a TOBA, Y€ Ca B3ETH
NpeBH]l HHTEPECUTE HAa 3aMHTEPECOBAHUTE CTPAHH.

Hnpopmayusi omHOCHO ycmanosenume puckose u cCucmemume 3a 6bMpeuer KOHMpOI,
Cb30A0€HU C Yel HAMANABAHEMO UM

OCHOBHMSAT PUCK € CBBbP3aH C U3IIBJIHEHUETO B HEJOCTAThYHA CTENEH WJIM HEM3IIBJIHEHNUETO Ha
NPEABUACHUTE 3a7a4d. 3a J1a ce CMEKYM TO3U PHCK, CliefBa Ja OBbJAT OCUT'YPEHH JOCTaThYHU
pecypcu OT (puHAHCOBA IVI€JHA TOUKA U 110 OTHOLLIEHUE HA [IEPCOHAIA.
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2.3.

Mepku 32 npeaoTBpaTsiBaHe HA U3MAMU U HEPETHOCTH

Ha ce nocouam cwvwyecmseysawume uny niaHUpanume MepKu 3d NPeSeHyus U 3aujuma, Hanpumep om
cmpamezuama 3a 6opoa c usmamume.

Mepku 3a 60opba ¢ m3mamuTe ca npeaBuaeHd B wieH 69 ot Permament (EO) Ne 726/2004 u B
pamkoBus (punaHcoB persiaMeHT (2019/715). U3bIHUTENHUAT JTUPEKTOP U YIPABUTEIHUAT ChBET
Ha ATeHLHMATa IIe B3eMaT MOAXOMAAIIUTE MEPKH B CHOTBETCTBHE C NMPHUHIMIIUTE 3a BBHTPELICH
KOHTPOJI, KOWTO ce mpuiarat 3a Bcuuku nHCTUTYuu Ha EC. B chorBercTBUE ¢ OOmMs noaxon u
yiieH 42 OT paMKOBUs (UHAHCOB pErIaMEeHT € pa3paboTeHa cTparerus 3a Oopba ¢ M3MaMHTeE,
KOSITO ATeHIMATA CIIe/IBa.

3. OYAKBAHO OUHAHCOBO OTPAXKEHHUE HA
NPEJJOXEHUETO/MHUIIMATUBATA
[IpenBua mpoabIHKaBalUTe AUCKYCUU OTHOCHO ch3faBaHeTo B EC Ha opran mo momoOue Ha
BARDA, Komucusara cu 3ama3Ba MNpaBOTO Ja KOPUTHpA TMPEHJIOKEHUTE PECYpCH U
asnpeaelieHle Ha IEPCOHala, Korato ObJe BHECEHO KOHKPETHO mpemioxenne 3a ,,BARDA
2
Ha EC“.
3.1. CbhoTrBeTHH QYHKUMH OT MHOIOrOAMINHATA (DMHAHCOBA PAMKAa M Pa3XOJHU OKIKeTHH
penose
e (CpuiecTByBalM OI0KETHU PEIOBE
Ilo pcaa Ha (1)YHKI_[I/II/ITC OT MHOTIorogumuiHarta q)HHaHCOBa paMKa U Ha 6IOI[)I(CTHI/IT6 PECaoBC.
Bun
o Bromxeren pen pasxon DuHAHCOB MIPUHOC
YHKIUS
or
MHOTOTO/TH 10 CMUCHJIa HA
oT oT uieH [21,
LHata Homep MHororon./ | IbpkaBH IbPXKABH OT TPETHU naparpa¢ 2,
(dunancosa ennoron.?’ oT KaHIUIOATK | JbPIKAaBH Oyksa 0)] ot
pamka EACT?28 w20 DuHaHCOBUS
periaamMeHT
2 06.100301 MHororoz. A HE HE HE
e [lonckanu HOBU OIOJKETHU PEIOBE
Ilo pcaa Ha q)YHKI_[I/II/ITC OT MHOTorogumniHara q)HHaHCOBa paMKa 1 Ha 6IOI[)I(CTHI/ITC peaoBe.
Bun
o Bromxeren pen pasxon ®rHaHCOB NPUHOC
VHKIIHS
oT
MHOTOTO/IH 10 CMHUCBJIa HA
oT uieH [21,
nrHata Homep Muororoz./ ot JbpXKaBU OT TPETH naparpad 2,
(unancosa €IHOTOL JIbpKaBH KaHIUIaTK | IbpIKaBU Oyksa 0)] or
: EACT P
pamMka oT - DUHAHCOBHA
peraamMeHT

27
28
29

BG

MHoOTO0ro/1. = MHOTOTOJIMIITHY O010/PKEeTHN KpeanTH/EnHoroa. = eqHOroMIIHN O0/KETHH KPEHUTH.
EACT: EBponelicka aconnanus 3a CBOOOJHA ThPTOBHSI.
JbpkaBu KaHAUAATKY U, aKO € IPUII0KUMO, TOTEHIIUAIHY KaHIUAATKU OT 3anagHure bankanu.
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JIA/HE

JIA/HE

JIA/HE

JIA/HE
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3.2 OuakBaHO oTpaKeHHe BbPXY pa3xojuTe
3.2.1. ObobweHnue Ha 0YAKBAHOMO OMPAdICEHUE 8bPX) PA3X0OUme

MJIH. €BpO (0 3-THs 3HAK CIIeH JeCeTUYHATA 3aIeTas)

(I)yHKIII/Iﬂ OT MHOI'OroamiHaTa

Homep | @ynknus 2: ConmkaBaHe, yCTOMYUBOCT U IIEHHOCTH
(punaHcoBa pamka

Toguna
. T'onquna | I'oguna | I'oguna | I'oguna | I'oguna | I'oguna
[Opran]: EMA 2021 | 2022 | 2023 | 2024 | 2025 | 2026 | 2027m ObLIo
cJIeaB.
Tloetn ) 3,065 3,315 3,800 4,300 4,300 4,300 4300 27.380
s 1: 3abJDKEHUS ? ’
Tnauasus ) 3,065 3,315 3,800 4,300 4,300 4,300 4,300 27,380
Tan 2: i‘;ﬁ;el{m (1a) 0,725 0,775 0,900 1,000 1,000 1,000 1,000 6,400
Tnauaxus (2a) 0,725 0,775 0,900 1,000 1,000 1,000 1,000 6,400
Tlsun 3: Iloetn Ga) 24,000 18,000 18,000 10,000 10,000 10,000 10,000 100,000
3abJDKCHUA
[Tnamanus (3b) 24,000 18,000 18,000 10,000 10,000 10,000 10 000 100,000
27,790 | 22,090 | 22,700 | 15,300 | 15,300 | 15,300
i;:ﬁl(em “liia 15,300 133,780
OBIIO 6101KeTHU KPeAUTH
3a EMA =2+2a 27,790 | 22,090 | 22,700 | 15300 | 15,300 | 15300 | 15,300
TInamanus . 133,780
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DyHKUMSA OT MHOTOTOAMIIIHATA «
7 »»AIMAHACTPATUBHU Pa3X0Oau
(puHancoBa pamka
MJIH. €BpO (0 3-THs 3HAK CIIeH JeCeTUYHATA 3aIeTas)
Toguna
T'oguna | I'oguna | I'oguna | I'oguna | I'oguna | I'oguHa OBLIO
2021 2022 2023 2024 2025 2026 | 2027m
cJIeaB.
. <....... >
* Yogemku pecypcu
¢ JIpyru aAMUHUCTPATUBHU Pa3xoau
opHIoIraA<...> Cpencrsa
OBIIIO 6101KeTHU KpeaUTH (O6mo noetu
3a ®YHKIIUA 7 sageikenns = OO6wo
OT MHOTOTO/IMIIHATA (PUHAHCOBA paMKa | [VIAllaHIs)
MJIH. €BpO (10 3-THs 3HAK ClIeA JeceTHYHATa 3ameTas)
T'oguna
T'oguna | T'oguna | I'oguna | I'oguna | I'oguna | 'oguHa OBILIO
2021 2022 2023 2024 2025 2026 | 2027m
cjaeaB.
OBIIO GroKETHN KPeXnTH ToeTy 3axbmKeHus 27,790 22,090 22,700 15,300 15,300 15 300 15,300 133,780
3a ®YHKIIUA 1—7
0T MHOIOTONHITHATA (hHHAHCOBA pamKa | Tamanns 27,790 | 22,090 | 22,700 | 15,300 | 15,300 | 15,300 | 15,300 133,780
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3.2.2. Ouaxearo ompadiceHue 8bpxy Or0xicemuume kpeoumu 3a EMA

— 0O IpemioxkeHueTo/MHUIIMATHBATA HE Halara U3MO0JI3BaHe Ha OO/KETHH KPEIUTH 3a OTICPATUBHU Pa3X0 11

- Vv HpeHHO)KeHI/IeTO/I/IHI/IHI/IaTI/IBaTa HajJiara M3I10JI3BAHC Ha 6I'OI[)KeTHI/I KpE€auTHu 3a OIIEpaTHBHU pPa3xoAan CbIJIACHO O6HCHCHI/ICTO I10-
J0y:
BIo/DKETHU KPETUTH 3a MOETH 3aIBJKEHHS B MJTH. €BPO (10 TPETHsI 3HAK CJIE]] JeCETHYHATA 3ameTast)
T'oguna T'oguna I'onuna T'oguna TI'oguna T'onuna Tl'opuna OBILIO
la ce nocouar 2021 2022 2023 2024 2025 2026 2027 1 cxens.
HeJuTe u
pesyarature PE3YJITATH
Cpenuu = | Pasxon s Pasxo = Pasxo s Pasxon = | Pasxo = Pasxo = Pasxo | OO6m 06110
Y Tur =3 =3 2. =3 2. 2. =3 =
pasxoau A U A bi0 A Bi0 A u A Bi0 A §i07 A §i0 Opoit pasxoau
KOHKPETHA IIEJI Ne 1 1A C€ OCBILIECCTBIABA MOHI/ITOpI/IHF II0 OTHOIIICHHUEC HA U Ja C€ CMCKYAaBAaT IMOCJIICAUINUTEC OT ITIOTCHIIUAJIHUS U peaJIHI/Iﬂ HCIOCTHUI HA
JICKApCTBa U MCAULIMHCKHU U3CJINUA, KOUTO C€ CHUTAT OT KPUTHUYHO 3HAYCHUC 3a CIIPABAHC C aICHA U3BbHPCIHA CUTYyallus B O6HaCTTa Ha
00IIIECTBEHOTO 3/IpaBe
PbkoBogHA 5,000 1,000 1,000 1,000 1,000 1,000 1,000 11,000
rpymna 3a
JeKapcTBaTa
PbKkoBogHA 5,000 1,000 1,000 1,000 1,000 1,000 1,000 11,000
rpymna 3a
MEIULIMHCKHATE
ExcneptHa 0 2,000 2,000 2,000 2,000 2,000 2,000 12,000
rpymna
Meskammen cGop 3a Komkpersa nex Ne 10,000 4,000 4,000 4,000 4,000 4,000 4,000 34,000
30
km u3rpazeH bt U ap.)

Kpaiinure npoayKTH mpeAcTaBisiBaT IPOJYKTH M YCIyTH, KOUTO clie/iBa Aa ObAaT peaqusupanyu (HanpuMep: Opol Ha ¢uHaHCHpaHNTE NEWHOCTH MO0 OOMEH Ha CTYIEHTH,

55

BG



1

KOHKPETHA LIEJI Ne 2 []a ce TapaHTUpAaT Ka4ecTBOTO, OE30MACHOCTTA ¥ €(PUKACHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTH, KOUTO MOXKE J]a UMaT IMOTCHIIAI 32
Oopba c naieHa U3BbHPEIHA CUTYalus B 00JIaCTTa Ha OOIIECTBEHOTO 3/1paBe

PaGotHa rpyna 5,000 1,000 1,000 1,000 1,000 1,000 1,000 11,000

IMnardopma 3a 5,000 5,000 5,000 5,000 5,000 5,000 5,000 35,000

MexauHeH cOop 3a KOHKpeTHa 1en Ne 10,000 6,000 6,000 6,000 6,000 6,000 6,000 46,000
2

KOHKPETHA IIEJI Ne 3 I[a CC OCUTYpH CBOCBPEMCHCH NOCTHIT U AHAJIM3 Ha JAHHU 3a 3JPaBOCIIOBHOTO CbCTOSAHHUC 3a LECINA EC, 3a Ja C€ IIOMOI'HEC 3a
HOI[O6p${BaHCTO Ha IIponeca Ha B3EMaHC Ha pCHICHU IIPE3 L EINA )KU3HCH IUKDBII Ha JICKAPCTBCHUTC ITPOAYKTH (paBpa60TBaHe, n3gaBaHC Ha
pPaspCICHUEC, MOHUTOPUHI HA Ilef/'ICTBI/IeTO), C BAJIMJHU U HAACKIHU pCaJIHN JaHHU

Be3en: 4,000 8,000 8,000 0 0 0 0 20,000
MesxanHeH cOop 3a KOHKpETHA IIeT 4,000 8,000 8,000 0 0 0 0 20,000
No 3
OBIIA CTOMHOCT 24,000 18,000 18,000 10,000 10,000 10,000 10,000 100,000
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3.2.3.

3.2.3.1. Pe3siome

— O IpemioxeHuero/MHUNIMATABATa HE BOAM JIO H3IMOJ3BaHE HA OFOJKCTHU
KPEIUTH 32 a]MUHUCTPATUBHH Pa3XO0Iu

Ouaxeano ompasicenue 8vpxy vogewxkume pecypcu na EMA

— v TlpewioxKeHHeTo/MHUIMATHBATA HAJlara U3MO0JI3BaHe Ha OI0KETHH KPEIUTHU 3a
aJIMUHUCTPATUBHU Pa3X0JH ChIJIACHO OOSICHEHUETO 110-/10J1Y:

MJIH. €BpO (0 3-THS 3HAK CIIe JeCeTUIHATA 3aIeTast)

Toguna
I"'oguna I'onuna I'onuna I'onuna TI'onuna TI'onuna OBIIO
2021 2022 2023 2024 2025 2026 2027 n 1
cJIeaB.
Cpo4HO HaeTu
CITY’KUTEIH (CTETICHH 3,750
AD) 2,700 3,000 3,450 3,750 3,750 3,750 24,150
CpouHo HACTH
CIyXHUTeIn  (HHUBO 0,750
AST) 0,450 0,450 0,450 0,750 0,750 0,750 4,350
HoroBopHo HaeT 0.800
IepPCOHAT 0,640 0,640 0,800 0,800 0,800 0,800 > 5,280
KomanaupoBanu 0 0
HAllMOHATHH €KCIIEPTH 0 0 0 0 0 0
OBIIO 3,790 4,090 4,700 5,300 5,300 5,300 3,300 33,780
W3uckBanus o oTHomenune Ha nepconana (EITPB):
T'oguna
T'oguna T'oguna I'oguna T'oguna T'oguna T'oguna OBILIO
2021 2022 2023 2024 2025 2026 2027 u
cJIeaB.
CpouHO HaeTu
CITYKUTENH (CTENEHN 18 20 23 25 25 25 25 25
AD)
CpouHo HaeTu
CIIy)HUTenu  (HUBO 3 3 3 5 5 5 5 5
AST)
JlorosopHo  Haet 8 8 10 10 10 10 10 10
TIepCOHaN
Komanguposanu
HallMOHAJIHU eKCHepTI/I

BG
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ObIIO 29 31 36 40 40 40 40

Jla ce mocouu npeAaBHACHATA JiaTa 3a Ha3HAUYaBaHE U ChOTBETHO Jia C€ IIPOMEHHU cyMaTa (aKO
Ha3HAYaBaHETO CTaHE IIpe3 I0JIM, IO BHUMaHHE ce B3eMa caMo 50 % oT cpeaHus Da3XOI[), Ja
CC aaaaTt JOMBbJIHUTCIHHN PA3ACHCHHA.

58




3.2.3.2. OuakBaHU HYKIH OT YOBELIKHU pecypcu 3a orroBapsamara I'J[

— X IlpemnoxxeHnero/MHUIMATUBATa HE HaJlara M3MOJI3BaHEe Ha YOBEILIKH PECYPCH

— O IpemioxeHueTo/MHUIIMATHBATa Hajlara H3I0J3BaHE Ha YOBEHIKH PECypCH

CBHITIACHO OOSICHEHUETO Mo-a0J1y:

Oyenkama ce noco46a 8 yeau CMouHOCmU (UU HAU-MHO20 00 €OUH 3HAK Clled OeCemuyHama 3anemas)

T'onun
a
2021

TI'ogun
a
2022

T'ogun
a
2023

I"'oguna
2024

T'ongmnaa
2025

T'oguna
2026

Topgun
a

2027 n
cJIe/IB.

¢ JIIbKHOCTH B IIATHOTO pa3nucaHue
(LTbKHOCTHY JIMIIA U BPEMEHHO HACTH
JIAIA)

XX 0101 01 (lentpana u
npezacraBuTencTBa Ha Komucusira)

XX 01 01 02 (denerarym)

XX 01 0501 (Henpeku HayuyHU
W3CTIeIBaHNSA)

10 01 05 01 (ITpexn Hay9IHU
M3CIICIBAHHSA)

* BoHIIeH nepcoHaJl (B eKBUBAJIEHT HA
bJiHO padoTHo Bpeme: FTE)3!

XX 01 02 01 (IHII, KHE, ITHA ot
oOmms (UHAHCOB MAKeT)

XX 01 02 02 (JHII, MII, KHE,

ITHA u ME]] B neneranuure)
—B
eHTpanara’’
XX 01 04 Herrp
2232
—B
Jleneranuure

XX 01 05 02 (IHIT, KHE, [THA —
HEMPEeKU HAYIHH U3CIIEABAHU)

10 01 05 02 (JHII, KHE u [THA —
MIPEKH HAYIHH U3CIIEIBAHUS)

Hpyru GropkeTHH penoBe (11a ce
mocoyar)

OBII0

31

JHIT = noroBopno nHaet mnepconan; MII = mecten nepconan; KHE = xomanaupoBaH HanuoHajeH

excriept; [THA = mepcoHas, HaeT 4pe3 areHIMM 3a BpeMeHHa 3aetocT; MEJ] = muaamu ekcrepT B

JIeJIerarusi.
32

penose BA).
33

paiionn (E3®PCP) u Esponetickust ¢ponz 3a pudapctso (EDP).

BG
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[TonraBan 3a BEHIIHUS TEPCOHAT, TOKPUT C OIOPKETHUTE KPEIUTH 3a ONEPATUBHH Pa3X0au (MIPEIUIITHI

OcHOBHO 3a CTPYKTYPHUTE (I)OHZ[OBG, EBpOHCﬁCKHH 3C€MCICICKN (I)OH)_I 3a PAa3sBUTHUEC HaA CCJIICKUTC
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XX e croTBeTHATA 00JIACT HA MOJIUTUKA WIN OFOIKETEH IS,

HyxnauTe oT 4oBemku pecypcu e ObAaT MOKPUTH OT mepconana Ha ['/], Ha KoHTO Beue e
BB3JI0KEHO YIPaBJICHUETO HA IEHHOCTTA W/IIM KOWTO € mpepasnpeaeieH B pamkute Ha [,
IIPU HEOOXOOUMOCT 33a€IHO C BCUYKH JONBIHUTEIHU OTIIyCHATH PECYpCH, KOUTO MOrar aa
OpIaT NpeNoCTaBeHH Ha ympasisaBamara ['Jl B paMKuTe Ha TOAMIIHATA Npoleaypa 3a
OTITyCKaHE Ha CPEJICTBA U KaTo c€ MMaT MPeIBUA OI0DKETHUTE OrpaHHYCHUSI.

Omnucanue Ha 3aJa4nuTcC, KOUTO Tpﬂ6Ba Ja CC U3IIbJIHAT!

I[J'I’b)KHOCTHI/I Jvuna U CpOYHO HACTH
CIIY)KUTEIIN

Ilepconan B EMA, kolTO Wu3BBpIIBAa aHAIW3 Ha PEryJaTOPHUTE BBIPOCH BbB BpB3Ka C
pa3paboTBaHETO, H3JaBaHETO HA pas3pelleHHss M HaJg30pa Ha JeKapcTBa OT CTpaHa Ha
xomuteTute Ha EMA UM HalMOHamHUTE KOMIIETEHTHH OpraHM, HaydeH OOl Iperjien Ha
MIPOYYBAHUATA, HHTETPAIMS Ha pe3ylaTaTuTe OT MPOydIBaHUATA B OCHOBHATa pabota Ha EMA mo
OLIEHKAaTa Ha JIEKApCTBEHH MPOIYKTH, YIIPaBICHUE HA JOTOBOPUTE, MIPaBHA U aAMUHUCTPAaTUBHA
noakpena u UT noaapexka.

BbHIIeH nepconan

Onucanue Ha M3YMCIISABAHETO Ha pa3XOAWUTE 3a EKBMBAJICHTAa Ha I'BJIHO pabOTHO BpeMe
(EIIPB) cnenBa na 6b1e BKItoYeHO B pa3aen 3 ot [Ipunoxenue V.

BG
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3.2.4.  Cvemecmumocm ¢ HACMOAWAMA MHO20200UWHA (YPUHAHCOBA PAMKA
- v HpeI[JIO)KeHI/IeTO/ WHUIIMATHBaTa € CbBMECTHUMO(Aa) C HacTosaTa MHOTOTOJHIITHA
(dbrHaHCOBA paMKa.
— v Hpe):[JIO)KeHI/IeTO/I/IHI/H_[I/IaTI/IBaTa Hajiara npenporpamMupate Ha CbOTBETHATa (byHKL[I/IH
OT MHOTrorogumHara (bHHaHCOBa paMKa.
IpemnoxkeHusT fonbIHUTENCH Or0KeT 32 EMA Moxke na Obae (hMHAHCHpaH upe3 HaMassiBaHe Ha OropKeTa Ha
nporpamara ,,EC B moakpena Ha 3ApaBeTo’ Ipe3 CIeIBAIIUTE TOIIMHH.
— I:I HpCZ[J'IO}KeHI/ICTO/I/IHI/II_[I/IaTI/IBaTa HaJlara aa Cc€ H3II0JI3Ba I/IHCTPYMCHTT)T 34 I'bBBKABOCT
I [1a ce Ipepasrileqa MHOrOroiuInHaTa (pMHAaHCOBA pamMKka’?.
3.2.5. @uHnancoe npunoc om mpemu cCmpaHu
— TlpennoxxeHneTo/MHUIIMATHBATA HE TIPEJIBIK/Ia Ch()UHAHCHPAHE OT TPETH CTPAHH.
— IlpemioxxeHneTo/MHUIIMATABATA TPEABIKIAA Ch(UHAHCUPAHE  CBIVIACHO  CIICAHHUTE
IIPOIrHO3U:
MUTH. €BpO (10 3-THs 3HAK Ce[l JeCeTUYHATA 3aIeTast)
Tognna
I'onuna I'onuna T"'oguna T"'oguna T"'onuna TI'onuna 0610
2021 2022 2023 2024 2025 2026 2027 n B
cJIelB.
a ce OCOYH M. m. m. m. m.
A p-m. p p p p p p-m. p-m.
cb(h)MHAHCHPALIMAT OpraH
OBIIO chdpuHaHCHpAHU
; 1 b p pm. | pm. | pm. | pm. | pm. | p.m. pam. p.m.
F0/DKETHH KPEIUTH
34 Bx. unenose 11 u 17 ot Pernament (EC, EBpatom) Ne 1311/2013 Ha ChBera 3a onpezensHe Ha MHOTOTOUITHATA

¢uHaHCOBa pamka 3a roxuauTe 2014 —2020.
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3.3.

OuakBaHO oTpaKeHUHe BbPXY NPUXOIHUTE

— v TlpemioxkeHreTo/HAIMATHBATA HIMa (PHHAHCOBO OTPAYKEHHE BHPXY IPUXOIHTE.

- 0Od Hpe,I[J'IO}KeHI/IeTO/I/IHI/II_[I/IaTI/IBaTa HnMma CJIeagHOTO (bI/IHaHCOBO OTpa’KCHUC:

— O BBPXY COOCTBEHUTE peCypcu
- O BbPXY Pa3HUTE MIPUXO]IA
- O Mo, mocoueTe Jay MPUXOIUTE ca 3alUCaHM M0 Pa3XOHU OI0HKETHU
penoBe.
MJIH. €BpO (0 3-THs 3HAK CIIeH JeCeTUIHATA 3ameTas)
Hanmuunn OTpakeHHe Ha MPEI0KEHUETO/UHUIIMATHBATA
OI0/DKETHHU
IIpuxonen Or0/KEeTeH KPEAUTH 32 ToanHa
pen: TeKyIara l'oguna l'oguna | I'oguna l'oguna l'oguna Tl'oguna
(unancosa 2021 2022 2023 2024 2025 2026 2027 m
TOAUHA cJIeaB.
Cratis ............. p-m. p-m. p-m. p-m. p-m. p-m.

3a ApyTruTe ,,HeJ’IeBI/I“ npuxoau Aa c¢e 1noco4at CbOTBETHUTC Pa3sXOJHU 6IOZ[)K€THI/I peaoBe.

I[a CC MOCOYU MCTOABT 3a U3YUCIIIBAHC HAa OTPAKCHUCTO BbPXY MNPUXOAUTEC.

35

BG

[ITo ce oTHAacst 10 TPaAMIMOHHUTE COOCTBEHH pecypcH (MHTa, HAIO3U BbPXY 3axapra), OCOYEHHTE CyMH TpsiOBa
Jia ObaaT HEeTHH, T.e. OPYTHU CyMH, OT KOUTO ca npucnagHaTa 20 % 3a pa3xou 1o CbOUpaHeTo.
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