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PEI'JIAMEHT HA EBPONEMCKHUS TAPJIAMEHT U HA CbBETA

OTHOCHO 3aCHJICHA POJId HA EBpOHeﬁCKaTa areHuus 1o Jexkapcreara B roTOBHOCTTA 3a
aeiicTBUs IPpU KPU3HU U YIIPABJICHUETO HA KPU3H 10 OTHOLIECHUE HA JIECKAPDCTBCHUTE
NPOAYKTH U MEIUINUHCKUTE U31CIUSA

(Tekct ot 3nayenue 3a EUII)
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OBACHUTEJEH MEMOPAHAYM

KOHTEKCT HA IPEJJIO’KEHUETO
OcHoBaHMS ¥ LeJIM HA NPeVI0KEHNETO

OnuTsT, HATpyNnaH BBB Bpb3Ka c Oe3mpereacHtHara mnanaemus or COVID-19,
mokasa, ye crnocobnoctra Ha Chio3a Ja KOOpAMHUPA ACHHOCTTA, Ype3 KOSATO Ja Ce
rapaHTUpa HATMYHOCTTA Ha JICKAPCTBEHU MPOAYKTH M MEIULIMHCKH M3JCIUS U J1a Ce
yJIECHU TSIXHOTO pa3pabOTBaHEe, TOHACTOSIIEM € OTPaHUYCHA.

ITo Bpeme Ha kpusata BbB Bpb3ka ¢ COVID-19 Geme HeoOxomumo na Obaat
otkputu ad hoc pemienus, 3a 1a 6bA€ OrpaHHYeH PUCKBT OT HEAOCTHUT HA JIEKAPCTBA
W MEIUIMHCKU M3CIHs, KaTO HAmpUMEp amapaTd 3a BEHTHUJIAIMSA, XUPYPTHYECKH
Macky U TecToBU KoMIuleKTH 32 COVID-19. ®@yHKIIMOHUPAHETO Ha TE3U MEXAHU3MHU
[0 BpeMe Ha M3BBHpEIHATa CUTyallus Oelle HalmpaBeHO BBH3MOXKHO C IMOMOINTa Ha
YCIIOBHU CIOpPa3yMCHHSI MEXKIYy YYacTHUIUTE (IbpKaBUTe wWieHKH, Kommcusra,
EBporeiickara arenuus mno ekapcrata (,, ATSHIUATA ), TUTYJISIPUTE Ha pa3pelieHus
3a TBHPrOBHS Ha JICKAPCTBCHH NPOAYKTH M IPOU3BOJIUTEINTE HA MEIUITMHCKU
W3JIeHsl U TEXHUTE YI'BIIHOMOIICHH MPEACTaBUTENM). 3a Ta3H IIe]l B HAKOU CIIy4au
ce Hanoxu KoMmucusrta u AreHiusara na ce 3aeMar ChC 3amadr, m3ucksamiu ad hoc
MeToAM Ha pabota. 3a Ja cTaHAT Te3W pelIeHHUs e(OEKTUBHU WM IPEIBHUIMMH,
CHOTBETHUTE POJIH U 3abJDKCHHS HAa Pa3jIMYHUTE MPaBHU CyOeKTH clieqBa a Obaar
M3SICHEHU U 3aJI0)KCHHM B ChOTBETHATA 3aKOHO/IaTEIHA PaMKa.

OcBeH TOBa MO OTHOIIECHHWE Ha peAuIla JIEKapCTBa, 33 KOUTO MMa CBEICHHS, 4e ca
nojgxonasimu 3a JjedeHue wiu npeBeHuuss Ha COVID-19, AreHmusara He BUHAru
pasmojaraiie ¢ JIOCTBII 10 IOCTAThbUHO JAHHH 3a 3PABOCIOBHOTO CHhCTOSIHHE, 3a Ja
dbopMynupa chriacyBaHH NMpenopbku 3a nenus Chro3. ATeHIUATa MpeJoCTaBy Haii-
no0puTe Cropesl Bb3MOKHOCTUTE CU HAYYHH KOHCYJITAllUU OTHOCHO pa3pabOTBAaHETO
U TMOTEHIMaja Ha Te3M JiekapcTBa 3a Oopba ¢ COVID-19, HO B OTCHCTBHETO Ha
odpuimagHa CTPYKTypa 3a yIpaBieHHE HAa KpuU3M U 0e3 Ja € HaIWIe Moj3ara oOT
YCKOPEHH NPOLEAYPH 32 HAYYHU KOHCYJITAUU U 33bJKEHUS 32 CbTPYIHUUYECTBO OT
CTpaHa Ha IbPKaBUTE WICHKH U pazpaboruuiute. [lo-cnenuanHo pazpaboTyuimTe
M3THbKHAxXa JIMIICaTa HAa XapMOHU3UpAHE MO OTHOLIEHWE Ha ACIEKTUTE, CBbpP3aHU C
KJIMHUYHUATE W3MUATBAHUS, MMPOU3THUYAIA TJIABHO OT (haKkTa, 4€ 3a BCAKO M3MHUTBAHE
TpsiOBa J1a Ob/Ie MOTYYSHO OTICITHO pa3pellieHre BbB BCSIKA IbPiKaBa WICHKA.

CnenBa na ObJe ocUTypeHa U MOAXO/AIA paMKa, ¢ KOATO Jia ce MOJKpenu padoTtaTa
Ha EKCHEepTHUTE TpPyNH 3a MEIUIUHCKUTE HW3JIeNns, KaKTO € NpPEIBHIECHO B
Pernamenr (EC) 2017/745%, ¢ wen ma ce rapanTmpa, 4e Te3d IPYIH MOTAT IO
epuKaceH U e(peKTHBEeH HAYMH J]a MPEJOCTaBAT HayYHH KOHCYJITALlMU BbB BpPb3Ka C
TOTOBHOCTTA 32 JIEHCTBHS NP KPHU3H U YIIPABICHHETO HA KPU3H, B IOITBIIHEHUE KBM
OCHOBHATa UM (DYHKITUS J1a IPEJOCTABIT CTAHOBHUIIIA OTHOCHO IPOBEPKATa OT CTpaHa
Ha HOTH(HIIMPAHNUTE OPTaHW Ha KIMHWYHATA OIIEHKA W OIIEHKATa Ha JCWCTBHETO 3a

Pernament (EC) 2017/745 na EBpomelickus mapmameHT u Ha CpBera oT 5 ampun 20171, 3a
METUITMHCKUTE u3zenus, 3a m3meHenne Ha {upexktuBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 u 3a otmsHa Ha aupektuBu 90/385/EMO u 93/42/ENO na CeBeta (OB
L 117, 5.5.2017 r., crp. 1), m3menen ¢ Pernament (EC) 2020/561 na EBpormeiickusi mapjiaMeHT ¥ Ha
CsBera ot 23 anpur 2020 r. 3a m3menenue Ha Permament (EC) 2017/745 3a MeIUIMHCKUTE U3ICITUS 110
OTHOIIEGHHE Ha JaTHTE Ha IpWiaraHe Ha HsAKoum OT Herosute paszmnopenou (OB L 130, 24.4.2020r.,
ctp. 18).
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ONpe/IeJIeH! BUCOKOPUCKOBU MEIWLMHCKU U3JENUs, BKIIOYUTEIHO OIMPEICICHU
W3JIeNUs 32 UHBUTPO TUArHOCTHKA. TO3W THUIT KOHCYJTAIMU ca OT OCHOBHO 3HAYCHHUE
3a TOTOBHOCTTA 3a JIEUCTBUSI NIPU KPU3U U YIPABICHUETO HA KPHU3H, HANPUMEP B
KoHTekcTa Ha maHgemusara or COVID-19 — cmsnata Ha mnpegHa3HAuYe€HUETO Ha
MIPOU3BOJICTBEHU JIMHUU C 1€ YCKOPEHO MPOM3BOJICTBO HA arapaTd 3a BEHTHJIALIMS
ChC CHOTBETHHS HEOOXOAMM MHHHUMYM OT TEXHUYECKH CIeUUPUKAIUA U
crierrguKanuu 3a 6e30MacHoCT.

[To Te3u npuunHuU cinenBa Aa ObAe Ch3aa/ieHa sICHA paMKa 3a JIEHHOCTUTE, KOUTO I
Ce OCBIIECCTBSIBAT OT ATEHIUATA C OTJIe]l Ha MOATOTOBKATA 3a U3BBHPEIHU CUTYAIIHH
B oOJyiacTTa Ha OOIIECTBEHOTO 3/ApaBe M APYIM CHOUTHUSA C TOJAM Mamad U mpu
HACTHIIBAHETO HA TaKWBa CUTYallUd U CHOWTHS, 32 Ja ce MOJA0OpU KamanmuTeThT HA
Cwpro3a 3a pearrpaHe Ha TaKWBa W3BBHPEIHU CUTyallMu 1O OBbp3, epuKaceH u
ChIVIaCYyBaH HAauYMH. 3a J1a Ob/e e(PEeKTUBEH U ONEpaTUBEH MO0 BpeMe Ha U3BBHPEIHU
CUTyallMu B 00JacTTa Ha OOIIECTBEHOTO 3/paBe, MOAXOIBT CIIEBA Jia C€ OCHOBABa
Ha MHOTO 100pa TroTOBHOCT. Ta3sM TOTOBHOCT MOXe Ja Oblie TOCTHTHATa C
pa3paboTBaHETO Ha OOIIM MHCTPYMEHTH W OONIONPUETH METOAU 32 MOHHTOPHHT,
JOKJIaIBaHe W CchOMpaHe Ha JNaHHHU. J[pyr OCHOBEH NMPHOPHUTET € ChOMpaHETO Ha
JTAHHU OTHOCHO KJIFOUOBHTE JIGKAPCTBA M MEIAMIIMHCKU HM3JICNHS, 32 KOUTO CE CUHUTA,
4ye UMa Hal-ToJsiMa BEPOSTHOCT Ja ObJIaT 3aceTHATH OT €IHA M3BBHPEIHA CHTYaIlHs
B o0nacTra Ha 3ApaBeTO WJIM OT JAPYro ChOUTHE C roisM Mamad. 3a Ta3u 1eln
MpeNIoKEHUAT PernmamMeHT ce OCHOBaBa Ha JIOCETallHUs ONUT OT Oopbara c
nangemusita oT COVID-19 u na ad hoc pemienusra, u3HamepeHu npe3 MoCIeTHUTE
MeCely, KaKTO M Ha YIPaBICHHETO Ha MPEAWIIHU CHOWTHS C TOJSIM Mamad B
KOHTEKCTa Ha BBBEJCHMS IUIAH 3a YIpaBJICHUWE Ha MHIUACHTH. KaTo yact oT To3u
miaaH Oemie pa3pabOTeH IUIAaH 32 YIPABJICHHE HA MHIUIACHTH 1O OTHOIICHHE Ha
JIEKapCTBEHUTE MNPOAYKTH 3a XyMaHHa YmoTpeba B paMKUTE Ha perylaTropHaTa
mpexka Ha EC (Mpexa 3a nmpoyuyBaHe Ha WHIUIEHTH (IRN)Z. Ta3su cTpykTypa ce
W3MO3BAa, 32 Ja ce CIEAT HEMPEeKbCHATO CHOMTHSTA U HOBaTa MH(OpMalus, 1a ce
MpaBH TIPErJie]] Ha TAXHOTO BB3JCUCTBHE BBHPXY OOIIECTBEHOTO 3[[paBe W Ja CE
B3eMaT HeOOXOJIMMUTE PYTUHHU MEPKH 3a MPEoJ0IsiBaHe Ha CUTyalusaTa. Mpexara
3a IPOyYBaHE HA MHIUJICHTH II¢ MPOIBIDKA CBOUTE JIEHHOCTH, KaTO B3eME MPEIABHUI
HOBaTa CTPYKTYypa 3a yIpaBlieHHE MO0 BpeMe Ha Kpu3a, OCUTYpPEHa OT PbKOBOIHATA
rpyna 3a JieKapcTBaTa, Ch3Ja/ieHa C TpeanoxeHust peraameHT. C mpemioskeHus
pernamMeHT me ObIaT AOMBJIHEHH W JOMBJIHUTENTHO PAa3BUTH OCHOBHUTE 3a/auH,
KOHMTO BEde Ca BH3IOKEHH Ha ATCHIIMATA CHIIACHO PErIaAMEHTa 3a Ch3IaBAHETO it
MO-CIIEIUATHO J]a TPeIoCTaBs HAYYHH KOHCYNTAllMM M Jla OIeHsBa KayecTBOTO,
0e3omacHOCTTa U e(hUKaCHOCTTA Ha JIGKAPCTBEHUTE MPOIYKTH KAaTO YacT OT Mporeca
3a W3/1aBaHe Ha pa3pelIeHus 3a TAX.

OO6mwmTe ey Ha IPEIOKEHUETO Ca:

1.  na ce rapaHTHpa BUCOKa CTENE€H Ha 3aKpWJIa HAa YOBEIIKOTO 3/paBe, KaTo ce
ykpenu crnocoOHocTTa Ha Chro3a a ynpasisiBa U pearupa Ha U3BBHPETHHUTE

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 Ipoueaypu Ha OOIIHOCTTA 3a pa3pelaBaHe ¥ KOHTPOJI Ha JIEKapCTBEHU IPOJIYKTH 3a
XyMaHHa M BeTepHHapHa yrnortpeba M 3a ch3gaBaHe Ha EBpomeiicka areHuus mno sekapcrBara (OB

L 136, 30.4.2004 r., ctp. 1).
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CUTyalluu B obOiacTra Ha 06H.[€CTB€HOTO 3ApaBC, KOUTO OKa3BaT BJIMSAHUC
BBPXY JICKAPCTBCHUTE MPOAYKTU U MCAUTTUHCKUTE U3CIINA;

2. 5a ce JONpHHECE 3a TapaHTUPAHETO Ha TIJAgKOTO (YHKIMOHUpaHE Ha
BBTPEIIHMS 11a3ap 3a TAKWBA HPOJYKTHU [0 BpEME Ha M3BBHPEIHU CUTYAIlHH B
o0acTTa Ha OOIIECTBEHOTO 3/paBe.

KOHerTHI/ITe LEJIM Ha MPEAIOKECHUETO Ca:

1.  na ce HabmrogaBaT W CMEKYaBaT MOCICAWIIMTE OT MOTCHIUATHHS M PEaTHUS
HEJIOCTUT HA JICKAPCTBEHHU MPOJAYKTH U MEIMIIMHCKU U3AEIHS, KOUTO C€ CUMTAT
3a TaKMBa OT KPUTUYHO 3HAYEHUE 3a CIPABSHE C J]a/IcHa U3BbHPEIHA CUTYAIUs
B 00jacTTa Ha OOIIECTBEHOTO 3/IpaBe, WM IO OTHOIICHHUE Ha JICKAPCTBEHUTE
MPOAYKTH — JAPYTA CHOUTUS C TONsIM Mamad, KOWTO MOXE Ja OKaXKar
CEPHO3HO BB3JICHCTBHE BHPXY OOIIECTBEHOTO 3/PaBE;

2. Ja ce TapaHTHpa CBOEBPEMCHHOTO pa3pa0OTBaHE Ha BHCOKOKAYCCTBCHH,
0e3omacHu U epUKACHU JIEKAPCTBEHH MPOAYKTU C KOHKPETeH (OKYC BBPXY
MPEOJIOJISIBAHETO Ha JlajJieHa UW3BBHPEIHAa CHUTyaluss B oOjactra Ha
00IIECTBEHOTO 3/IPaBE;

3. 5a ce rapaHTHpa TIJIagKOTO (YHKIMOHHPAHE HAa EKCIEPTHUTE TPyNH 3a
OLIEHKaTa Ha HSIKOM BHCOKOPHCKOBH MEIMIMHCKM H3JeNUs U Ja ce
MIPEIOCTABAT OCHOBHU KOHCYJITALIMU BBB Bpb3Ka ¢ TOTOBHOCTTA 3a JEUCTBUSA
IpU KpU3a U YNPABICHUETO Ha KPU3U MO OTHOLIEHHWE Ha HU3IMOJ3BAHETO Ha
MEIUIIMHCKU U3EIus.

ChbriacyBaHoCT ¢ JeiicTBaluTe pa3nopeadu B Ta3u 00J1aCT HA MOJTUTHKATA

BxiroyeHO B makeT OT TSICHO CBbpP3aHu IOMECKAY CH MCPKH, HNPCIIIOKCHHUETO LIC
ObJie YacT OT OOIIMTE NEHCTBUS ChC 3[apaBeH XxapakTep Ha Cbio3a B OTrOBOp Ha
nangemusata or COVID-19 u Ha mojacwiieHata pamMka 3a yIpaBjieHHE Ha KPHU3U.
[Ipu3HaBaHeTo Ha HaJIM4YKME HAa W3BBHPEIHA CUTYyalHs B 00JacTTa Ha OOMIECTBEHOTO
3[paB€ B CHOTBETCTBHE C TMPEIJIOKEHHS PETJIaMEHT OTHOCHO TpPAaHCTPAaHUYHUTE
3amiaxu 3a 3ApaBeTo e ObJe CHrHaid 3a aKTUBHpAaHE Ha TNPEIBUICHHUTE B
HACTOSIIIOTO  TPEMJIOKEHUE  CTPYKTYpH. [IpennmokeHusT MOHUTOPHUHT  Ha
MOTEHUMATHUS U pPEaHUs HEJAOCTUT Ha JIeKapcTBa W MEIMIIMHCKUA M3IENHs 1Ie
MpelocTaBy sicHa 0a3a OT JI0Ka3aTeicTBa, BBPXY KOSATO Ja ObAaT OCHOBaHU
pelIeHrATa OTHOCHO HEOOXOAUMOCTTA OT MEIUIIMHCKH MEPKH 3a MPOTUBOICHCTBYE,
KaKTO € MPEJBUJICHO B CHIIUS MPEIIOKEH PETITAMEHT.

[IpeuioskeHUTe MEpKM ChHIIO Taka e JONBIHAT 3HAauMTeNHaTa Oa3a Ha
JIeCTBAIlOTO B MOMEHTA 3aKoHOAaTeNcTBO Ha Chio3a B 00JaCTTa HA JIEKAPCTBEHUTE
NPOAYKTH M MEAMLUHCKUTE H3JACIHs, KaTo IOAIOMOTHAT HENPEKbCHATOTO
IpUJIaraHe Ha TOBAa 3aKOHOAATENICTBO IO BpeMe Ha kpu3a. C mpeyioKEeHHEeTO e
ObJie MOAKPENEHO IMpUJIaraHeTo Ha cera JEHCTBAIOTO 3aKOHOIATEICTBO OTHOCHO
KJIIMHUYHUTE U3MUTBAHU, KaTo II€ Ce yJIeCHU pa3paboTBAaHETO HA JIEKApCTBA, KOUTO
uMaT MOTEHIMAJ 3a JIeueHHe, IPEeBEHIMs WM JUAarHOCTHKA Ha JaJieHo 3a00isBaHe,
KOETO MPUYHMHSIBA KpU3a, 3acsraiia o0IIeCTBEHOTO 3/jpaBe. ATeHIUATa U JbpKaBUTE
WICHKM MOXKE Ja WM3I0JI3BAaT CTAaHOBUIATA M IPENOPBKUTE OTHOCHO TaKWBa
JIEKapCTBA B MPOLEAYPHU IO PETYIHpPAHE, BOACIIM 10 U3/IaBAHETO HA pa3pelIeHUsTa
3a TAXHOTO U3noa3BaHe B pamkute Ha EC. Karo ce ocurypu nocrositHHa CTpykTypa 3a
(GYHKIIMOHMpPAHETO Ha €KCIepPTHM Tpyod B paMKUTe Ha AreHuusta, ¢
MPEUIOKEHUETO M€ Ce Ch3AaAe BB3MOKHOCT INPH HEOOXOAUMOCT OBp30 1a ce
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npeaoCTaBAT HAYYHU KOHCYJITAIUU U TCXHUYCCKA MMOAKPCIIA B cnyqai/'l Ha KpHu3a 1 a
CC MOAKPECIH OLCHKAaTa Ha OMPECACIICHN BUCOKOPHUCKOBH MCIUILIMHCKHA U3CIINS.

Makap TOBa Jja HE € OCHOBEH KOMIIOHEHT Ha MPEJIOKEHHUS PErjaMeHT, TOH ChIIO0
Taka Ile [JONpUHACS HEempsKo 3a ImocturaHe Ha mpuopuretute Ha EC 3a
MEXIYHAPOAHO CBHTPYIHHUYECTBO B 00JacTTa Ha 3paBEOINa3BaHETO B CBETOBEH
Mmamab. Ypes paborara Ha paboTHaTa rpyna 3a HU3BbHPEIHUTE CUTYallUH C
MIPEUIOKEHUS perIaMeHT 1ie ObJe MpeoCTaBeHa MOAKpera He caMo Ha JIbp)KaBUTE
YJIEHKH, HO U Ha MapTHbOPCKUTE IbpPXKaBH, 3a Jla pa3paboTBaT U IMOJIy4aBaT AOCTHII
0 TOTCHIMAJIHM JICYCHHMs] W BAKCHMHM II0 BpeMe Ha Kpu3u B 0OJlacTTa Ha
00IIECTBEHOTO 3/ipaBe, KOETO 1€ TOMOTHE 3a YKPEIBaHETO Ha 3IPaBHUTE CUCTEMH U
TOTOBHOCTTA U PEAKIUATA BbB Bpbh3Ka C TJI00aIHaTa 3/[paBHA CUTYPHOCT.

CbriacyBaHoCT ¢ APYru nNoJauTHKU HA Cbhlo3a

Hacrosoro npeanoxeHne € B CbOTBETCTBHE ChC 3aIbJKEHUSATA, ONPEACICHU B
Xaprara Ha OCHOBHHUTE NIpaBa Ha EBponelickus cblo3, ¥ ¢ IbPBOCTENIEHHUTE LIETIU Ha
EC, BKIIOUMTENTHO YKpemBaHe Ha 3IpaBHUSA CbHI03, MIAAKO (YHKIMOHHpAHE Ha
BBTPEIIHUS Ma3ap, YCTOWYMBH M H3JIPBAIMBU 3[PAaBHU CHCTEMH M aMOMIIMO3HA
IporpaMa 3a Hay4HHU H3cieaBaHMsl U MHOBaluuu. OCBEH TOBa C MPEAJIOKEHUETO 11
ObZle OCUTYpeH IOJe3€H IPUHOC U IOJIE3HU B3aUMOJCHCTBUA € Iporpamara 3a
U pOB eIMHEH MMa3ap U B KOHTEKCTa Ha IJITAHUPAHOTO €BPONEHCKO MPOCTPAHCTBO 32
3paBHU JaHHH, 3a Ja ObJAT HAaChbpUYEHU M IOJKPENECHU HAy4YHUTE HHOBALUU U
W3CIEBAaHM, J1a CE YJIECHH JOCTBIBT JO W AHATU3BT HA JaHHU U MHQOpMAIus,
BKJIFOYMTEIHO PEAHU JaHHU (JaHHM 3a 3/IpaBOCIOBHOTO ChCTOSIHHE, CbOPaHU U3BBH
o0xBara Ha KIMHUYHHTE NPOYYBAHHWSA), a C BKJIIOUBaHETO Ha AreHmusta B UT
MHPACTPYKTYyparTa Ha eBpPONEHCKOTO IPOCTPAHCTBO 32 3[IPaBHU JaHHM C L€, Hape]
C IpyroTo, J1a ce HaOJIr0jaBa U3IM0JI3BaHETO U HEIOCTUT'BT Ha JIEKAPCTBEHU MPOIYKTH
U MEIULMHCKH u3Jenusd. Makap 4e ToBa NpPEIJIOKEHHE MpEABHKIA poJsi Ha
AreHuMsTa B €BPOINENHCKOTO MPOCTPAHCTBO 3a 3/IpaBHU JaHHM, MOAPOOHOCTUTE U
nporenypure 3a obpaboTka Ha nuuHM JaHHM upe3 Tasu UT wundpactpykrypa,
BKJIFOUMTENIHO POJISTa HAa areHIMsITa KaTo aAMUHHUCTPATOp W/1in 00paboTBalll JUYHU
JIaHHU, 111 ObJie onpeziesieHa B IUIAHUPAHOTO 3aKOHOAATEIHO MPEASIOKEHUE OTHOCHO
BBIIPOCHOTO €BPOMNENCKO MPOCTPAHCTBO.

[TpennoxxeHuero nompuHAcS 3a IOCTUTaHE Ha BUCOKAa CTENEH Ha 3aKkpuia Ha
YOBCHUIKOTO 3ApaBC U B TOBAa OTHOHMICHUC € B CbOTBCTCTBHUEC C XapTaTa Ha OCHOBHHUTC
npaBa. Korato ce 00paboTBaT IMYHM JaHHH, C 1eT Aa ObJaT CHa3eHu pa3nopenonTe
Ha IPCAJIOKCHUS PCTIIaMEHT TOBA HIC CC U3BHPUIBA B CHhbOTBECTCTBUC C IPUITIOKHUMOTO
3akoHO/aTencTBO Ha ChI03a OTHOCHO 3allUTaTa Ha JIMYHWUTE JaHHHU, a MMEHHO
Permament (EC) 2018/1725* u  Permament (EC) 2016/679° (O6m — pernameHT
oTHOCHO 3ammrara Ha pgaHHute (OP3/), m Ha oOcHOBaTa Ha ChHIIECTBYBALIUTE
MPOIIEAYPH | MPOIIECH B PAMKUTE Ha ATSHIIHUATA, KOUTO CE M3MOI3BaT 3a CIIa3BaHETO
Ha MOJO0HN U3MCKBAHUSL.

Pernament (EC) 2018/1725 na EBponeiicknus napinamenT 1 Ha CpBeta oT 23 okTtoMBpu 2018 1. OTHOCHO
3ammTaTa Ha (PU3MUECKUTE JIMIA BBB BPB3Ka ¢ 00pabOTBaHETO Ha JIMYHHU JIAaHHW OT WHCTUTYIIUHTE,
opraHuTe, cayxouTte u areHrunTe Ha ChI03a M OTHOCHO CBOOOJHOTO ABIDKEHHE HAa TaKWBA JAaHHU W 32
ormsHa Ha Permament (EO) Ne 45/2001 u Pemenne Ne 1247/2002/EO (OB L 295, 21.11.2018 r.,
ctp. 39).

Pernament (EC) 2016/769 na EBponeiickus nmapmameHT n Ha CbBera or 27 anpmi 2016 r. OTHOCHO
3amuTara Ha (PU3MYECKUTE JIMIA BbB Bpb3Ka ¢ 00pab0TBaHETO Ha JIMYHM JAaHHHW U OTHOCHO CBOOOIHOTO
JIBIDKCHUC HAa TaKWBa JJaHHU | 3a oTMsHA Ha Jupextusa 95/46/EO, OB L 119, 4.5.2016 r., ctp. 1.
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[TpeanoxeHueTo e CrenuaiTHo IPUToJeH MOIXO0/ 3a YIpaBlIieHHE Ha JIeKapcTBaTa U
MEJUIUHCKUTE U3JCNUs C aKICHT BHPXY TOTOBHOCTTA 3a JCHCTBHS B Cilydall Ha
M3BBHPEHH CUTYyalluu B 00JacTTa Ha OOIIECTBEHOTO 3/apaBe. Te3n Mepku e ObaaT
HOAKPENeHN OT JONBIHHUTEIHU JACHCTBHS B paMKuTe Ha (apMaleBTHYHATA
crparerusi 3a EBpoma ¢ wmen ga  ObIar  OpPEOJONICHH  CTPYKTYpHHTE
HpeIU3BUKATEIICTBA.

INPABHO OCHOBAHUE, CYBCUAUAPHOCT U NPOIMOPIHUOHAJIHOCT
IIpaBHO OcHOBaHuUe

[IpeuioskeHUAT peryiaMeHT e ce ocHoBaBa Ha wieH 114 u unen 168, maparpad 4,
OykBa B) oT [loroBopa 3a ¢pyHKUHOHUpaHeTo Ha EBponeiickus cpro3. To3u noaxon ce
OCHOBaBa Ha OOIIMTE M KOHKPETHUTE LEJIM HAa MPEAJIOKEHUETO, a UMEHHO Ja Ce
OCUTYpPH I'MIaIKOTO (DYHKIIMOHUpPAHE HA BBTPEIIHUS [a3ap, ChILO 110 BpeMe Ha KpU3H,
U J]a ce rapaHTHpa KadeCTBOTO M O€30IIaCHOCTTA Ha JIEKAPCTBEHUTE IPOAYKTH H
MEJIULMHCKUTE U3J1eNus, pa3paboTeHu 10 BpeMe Ha TakuBa nepuoau. To3u noaxon e
CbIVIACYBAH M C IPAaBHOTO OCHOBaHHE, KOETO OOMKHOBEHO € M3IO0I3Ba 3a
3aKOHOAATENCTBOTO Ha ChI03a OTHOCHO JIEKAPCTBEHUTE NMPOLYKTH U MEAULIMHCKUTE
w3 e’

Cyo0cuanapHoct

W3BbHpeanuTe cuTyauuu B oOsiacTTa Ha OOIIECTBEHOTO 3/paBe C Maiada Ha
COVID-19 3acsarar BCHYKH IbpP)KaBH WICHKH, KOUTO HE MOTAaT CaMOCTOSITEIIHO Ja
OCHUTYPSIT OCTaThYHO €(PeKTHUBEH OTroBOp. [IOTCHIMATHUAT U PEaTHUAT HEIOCTHUT
Ha (0JOOpPEHH Ha HAIMOHAIHO M IEHTPAJIHO PABHHUIIE) JICKAPCTBA U MEIAMIIMHCKH
W3JIeHs 10 BpPeME Ha KPU3M MOXKE Ja JIOBEAE 10 PUCK OT HEMPOIOPIIMOHAIHO
3amacsBaHe Ha HAIMOHAIIHO pAaBHUIIE WM HalaraHe Ha OTrpaHUYeHHs Ha
JBUKCHHSITA B PAMKHUTE Ha SAMHHMS 1Ma3ap 3a TAKUBA CTOKH. TakuBa MEPKH MOXeE J1a
OKa)XaT OTPHUIATETHO BBH3JACUCTBHE BBPXY CBOOOAHOTO JBMKEHHE HA CTOKH.
CeriiacyBaHusT OTTOBOp Ha paBHHIIETO Ha ChIO3a C IeN J1a ce CIIe U CMeKuaBa
PUCKBT OT HEOCTUT MOKE J]a TIOMOTHE Ha Ibp>KaBUTE WICHKH Ja OBbAaT mo-maodpe
MOJATOTBCHH 3a BHE3AITHO 3acHWJIBaHE HAa TBHPCEHETO, KaKTO W Jla ce wu30erHar
OrpaHMuYeHUsiTa Ha W3HOca B pamkuTe Ha EC wuiaM NOpekoMEepHOTO WM
HEKOOPJMHHUPAHO 3alacsiBaHe, OCUTYpsSBaKM e()EeKTHBHO pa3Mpe/esiecHne Ha
pecypcuTe Ha HAIlMOHAIHO PaBHUINE M Ha paBHUINETO Ha ChI03a, KaTo ce MOAIbpKa
IIAAKOTO (PYHKIMOHWpaHE HA EAWHHHWS Ta3ap W Ce TapaHTHpa ISJIOCTHO
MOJIOKUTETTHO BB3/IEHCTBUE BHPXY OOIIECTBEHOTO 3/IpaBe.

HpeHOCTaBﬂHeTO Ha HAYYHHM KOHCYJITAllMK OTHOCHO JICKAPCTBCHUTC IIPOAYKTH,
KOUTO HMAaT TOTEHIMall 3a CIOpaBsHE C W3BBHPEAHH CUTyalluu B oOjacTra Ha
o0IIecTBEHOTO 37paBe Ha paBHUIIETO Ha CBhi03a, MOXE Ja YIECHH TIXHOTO
HaBJIM3aHE Ha IMa3apa, Ja OCUTYpU XapMOHHU3HUPAH MOAXO0J KbM TIXHOTO M3MOJI3BaHE
B JIbpP)KaBUTEC UICHKA W Ja CIOMOTHE Ja Ce€ TapaHThpa, 4Ye KadecTBOTO,
0e30MmacHOCTTa U e(hUKACHOCTTA Ha T€3U MPOAYKTU OTTOBAPSAT HA XapPMOHU3UPAHUTE
craggaptu Ha EC. HayuauTe KoHCynTaIllMU MOTaT Ja MPEeIoTBPaTAT AyOIupaHeTo Ha
YCUITUSL M HEHY)KHH Hay4YHU U3CIICIBAHMSL.

Hanpumep: upexrtusa 2001/83/EC, Pernament (EO) Ne 726/2004, Pernament (EC) 2017/745 u
Pernament (EC) 2017/746.
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AKO TOIXOABT KBM pPa3pabOTBAaHETO Ha JIEKAPCTBA, KOMTO HMMAT TMOTEHIHAN 3a
JIeYCHUE, TPEBEHIIMS WM TUAarHOCTHKA Ha 3a00JsBaHMsI, BOJCIIN 10 W3BBHPEIHU
CUTyallMM B 0O0JjacTTa Ha OOIIECTBEHOTO 3/paBe, € HEChIVIACYBaH, TOBA MOXKE Ja
JOBezie 0 3a0aBsiHe HAa pa3pabOTBAHETO HA TE3W JICKAPCTBA Ipe3 MEPHOU, KOraTo
BpEMETO € OT KIo4oBO 3HaueHue. OCBEH TOBa JUIICaTa HAa SICHU HAaCOKM Ha
paBHuniero Ha Cbhro3a OTHOCHO H3IOJI3BAHETO HA JIEKAapCTBA B PAMKHUTE Ha
HallMOHAJTHUTE MPOTpaMU 3a MajJuaTUBHA yNoTpeda WM U3BBH Pa3pelICHUTE UM
MOKa3aHus MOXKe Ja jJoBeae 10 ¢dparmeHtupad mnoaxon B uenus Cwio3. B
JOMBJIHEHUE TOCTBITBT HA PEryJATOPUTE 10 JAHHU 3a 3PABOCIOBHOTO ChCTOSHUE 32
uenusi EC e orpanuueH U pa3npbCHAT MEXIY pa3InyHU NApTHbOPHU, KOETO BOAM 10
YCIIO’)KHEH U 0aBEH aHAJIM3 U BB3MPEIATCTBA U3MOJI3BAHETO HA ONTUMATHUS BPEMEBH
MPO30pell 3a ONPEICTICH! HHTEPBEHITUH.

IIponopuuonasHoCcT

[TpennoxkeHUeTo TpENCTaBiIsiBa IMPONOPLUOHAIEH OTrOBOP 3a CIIpaBsiHE C
npobiemuTe, onvcanu B Touka 1. [To-crenuanto ¢ nmpemiokeHoTo H3UCKBaHe 3a T0-
CTPYKTYpUpPaH MOHUTOPHHI Ha paBHHILIETO Ha Chlo3a 11e ce u3derHe 1y0inupaHero u
II€ C€ OCUTYpHU I0-100bp OO MOrJie] BbpXy MpoOJIEMHUTE, CBbP3aHU C HEIOCTHIA,
KoeTo e oT uHTepec 3a uenus EC.

HpeI[J'IO)KeHI/IeTO HEC 3aciara KOMIICTCHIUUUTC HAa AbPKAaBUTC YJICHKH 34 B3€EMAaHCTO HaA
pellieHns] BbB Bpb3Ka C OpraHM3aluATa Ha 3/paBeolra3BaHETO. [IpeioKeHHETOo
CHIIO TaKa HE 3acsAra yBEJAOMIICHHUSTA, W3IMpAllaHW HA KOMIIETCHTHUTE OPraHH OT
TUTYJSIPUTE HA pa3pelieHHs 3a ThPrOBHUS, KOraTo MajJeH MPOIYKT CE H3TErJs OT
nasapa ceriacHo wied 23a ot Jupekrusa 2001/83/EQ’.

N300p Ha HHCTPYMeEHT

[IpennoxkenneTro € chcTaBeHO moa (opMara Ha HOB periiaMeHT. To3u BUJ
WHCTPYMEHT C€ CUMTa 3a HaW-TMOAXONALINS, KAaTO C€ MMa MPEABUMA, Y€ KIIOYOB
€JIEMEHT Ha IMPE/JIOKEHUETO € Ch3/IaBaHETO Ha paMKa Ha paBHHUIIETO Ha Chio3a, ¢
KOSITO Jla C€ OCUTYpPST CBhITIACYBaHH JECHCTBHS 3a MPEOJOJIsIBaHEe Ha W3BBHPEIHU
CUTyalMu B 001acTTa Ha OOIECTBEHOTO 3/paBe U HA CHOUTHS C TOJIAM Maiiad u ce
BB3NIAraT peauiia 3aJaud Ha ATeHnusTa. MepKkuTe He M3UCKBAT MpUIIaraHeTo Ha
HaIlMOHAJIHU MepKI/I 1 Morat aa 6”[)]121T HpﬂKO HpI/IJ'IO)KI/IMI/I.

PE3YJTATH OT NOCJTEABAIIUTE ONEHKH, KOHCYJTAIIMUTE CbC
3AUHTEPECOBAHUTE CTPAHU U OHEHKUTE HA BB3AEUCTBHUETO

MocnenBamu  OHEHKH/IPOBEPKH 32  NPUIOAHOCT HA  JAelCTBALIOTO
3aKOHOJATEJICTBO

Karo gact or makera OT CHEIIHM MEpPKHM Bb3 OCHOBA Ha IOYKHUTE, U3BJIECUEHU OT
COVID-19 nmo To3n MOMEHT, HHHIIMATHUBAaTa Ie OBbJC IMOJKPENeHa C OICHKaTa Ha
CcbOpaHUTE JaHHU U MPOBEICHUS OOMEH C MYOJUYHUTE U YACTHUTE 3aMHTEPECOBAHU
CTpaHu B paMkuTe Ha nmanjaemusita or COVID-19 otHOCHO cpemHatuTe mpodieMu u
BB3MOXXHHUTE CPEACTBA 3a MpeoaosiBaHeTo uM. C orjes Ha ToBa, Y€ C MHUIMaTUBaTa
e ce pasumupu o0XBaThT Ha CHIIECTBYBAIIOTO 3aKOHOJATENICTBO, T HAMA Jia ce

Hupextusa 2001/83/EO na Espomeiickus mnapmamenT u Ha CbBera or 6 HoemBpu 2001 T. 3a

yTBBbpKJaBaHe Ha KoJekc Ha OOLIHOCTTa OTHOCHO JIEKApPCTBEHHU IPOJYKTH 3a XyMaHHa ynotpeba (OB
L 311, 28.11.2001 r., ctp. 67).
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OCHOBaBa Ha TIOCII€[BAllla OLIEHKA, ThHA KAaTO YCTAaHOBEHUTE HYXKAH HE ca
YIOBJIETBOPEHU OT ChILIECTBYBAIllaTa paMKa.

KonchITamm ChC 3AUHTEPECOBAHUTE CTPAHMN

Kakro ce BHXKJIAa OT peaula JOKJIaJau Ha EBpOHCI;'ICKHH MmapJIaMCHT U OT 3aKJIHOYCHUS
" JUCKYCHHU Ha CobBera 110 BPEMC Ha MMOCIICAHUTC MY IIPEACCAATCIICTBA, CIIPABAHCTO C
HEAOCTHUI'a Ha JICKApCTBa € IPUOPUTET HA AbPKABUTC YJICHKHW U HaA EBpOHeﬁCKHH
napJaMCHT OT ABbJITH I'OJUHU.

Cnen onuta ot nangaemuara o COVID-19 CbBeTbT onpeaesu Chbio 3a IPUOPUTETH
ChIIIacyBaHETO Ha 3/paBHUTE moauTuku Ha EC, momoOpsBaHeTo Ha YIPaBJICHUETO
Ha KPU3HM W YBEIWYaBAaHETO Ha Mpou3BOACTBOTO B EC Ha OCHOBHHU JIEKapCTBEHH
MPOAYKTH M MEAUIMHCKH H3Jenus. B JonmbiHEHHE HSKOJIKO IbpP’KaBH UJIEHKHU
MPU30Baxa 3a KOOPAWHAIMS C IS Ja C€ rapaHTHpa HAIMYHOCTTA Ha JIEKapCcTBaTa OT
KPUTUYHO 3HAYEHUE, BKIIOYUTEIIHO BAKCUHU U MEIUIIMHCKU W3JIETHs, 10 BpeMe Ha
COVID-19 u Ha moTeHIManHu ObACIIN 3IpaBHUA KPU3H.

B cBosita pezomtonust ot 17 centemBpu 2020 1. OTHOCHO HEOOCTHTIa Ha JIeKapCTBa8

EBpomneiickusT mnapiaMeHT mnpu3oBaBa Komucusara ga TpPUIOKH YCKOPEHH U
WHOBATHBHHU PEIICHHUS C IeJT Ja OBbJe CMEKYeH HEIOCTHI'BT Ha JICKapCTBa, KaTo
npukanBa Komucwusrta, AreHIMsITa W HAIMOHAIHUTE pPEryJaTOPHU OpraHd Ja
HaATpakJaT BCHYKH IMPArMaTUYHU YCWJIHS, TOJIOKEHHW 10 BpeMe Ha Kpu3ara OT
COVID-19. IlpemyioxeHuAT periaMeHT OW TO3BOJIMJI Ha areHIUATa Ja IMOCTUTHE
4acT OT OYepTaHaTa B PE30JIIOLUATA Ha EBponeiicKys mapiaaMeHT BU3HSL.

3auHTEpeCOBAaHUTE TPYIH, YUUTO  HHTEPECH ca CBBP3aHU C JIEKAPCTBEHUTE
MPOAYKTH, BKJIIOUUTEIHO AaCOIMALMUTE, IPEICTABISABAIIA CHOTBETHO OOJHUYHU
¢dapmarneBTy, papmaneBTu, paboTemy B 0OLUIHOCTTA, aCOLUAIMKI Ha OTPEOUTEIHTE,
IUCTPHOYTOPH Ha €pO | JICKapH, U3pa3siBaT 3arpUKEHOCT OTHOCHO TIOBTAPSIIHUTE CE
npobaemMu, cBbp3aHu ¢ Hegoctura Ha jgekaperBa B EC. Te3u 3auHTepecoBaHu rpynu
MOJTHOBHXA CBOWTE OTJIABHAIIIHU MPHU3HMBH 32 JICHCTBHE 110 BpeMe HA MaHJEMHSTA OT
COVID-19, kato ce uma MpeaBH]l CEPUO3HOTO BB3CHCTBUE, KOETO TS O0Ka3a BBPXY
MpeJUIaraHeTo Ha OIpEeeNIeHH JEKapCTBEHW MPOIYKTH IO BpEME Ha HacTOosIaTa
kpu3a. [Tannemusra or COVID-19 cp3nane U3KIIOUUTETHH NPEAU3BUKATEICTBA 32
CEeKTOpa Ha MEIWIMHCKHUTE W3JeNus, KOWTO TpsOBame Ja ce aJanTupa KbM
BHE3aITHOTO YBEJIWYEHHE Ha THPCEHETO B YCJIOBUS Ha JIMIICBAIA KOOPIMHALUS.
3anHTEpecOBaHUTE TPYIH, YAUTO HHTEPECH Ca CBBP3aHHU C MEAMIIMHCKUTE U3/EIus,
HAcToOsiXa MHOTOKpAaTHO 3a MO-siCeH moriea Bbpxy ThpceHeTo B EC, 3a nma ce
rapaHTipa, Y€ IMPOU3BOJICTBEHUAT KalalWTeT IIe OTrOBOPH Ha HYXIWTE Ha
ITbP)KaBUTE YJICHKH, KOETO € OT KJII0OYOBO 3HAa4Y€HHUE, 3a M30SATBaHETO Ha HEIOCTHT.
JIuricaTa Ha HAyYHH KOHCYNTAIuu 3a 1eiust EC 0THOCHO MEAMIIMHCKUTE U3/IEIHS 10
BpeMe Ha HacTosIlaTa Kpu3a ChIIo0 Oemie M3ThKHAaTa Karo o0jacTt, B KOSTO
eKCTIEpTHHUTE TPYIH OMXa MOTJIM J1a ©UMaT IPUHOC TI0 BpeMe Ha ObJIeIIN KPH3H.

OneHkKa HA BB31eHCTBUETO

Ilopanu cBos crnemieH XapakTep HAcTOSIIOTO IPEJIOKEHHE HE € MPHUIPYKEHO OT
OLlEHKa Ha Bb3AeHcTBHeTO. MHMIMaTuBaTa 1€ pasmmpud  obOxBara Ha
CBIIECTBYBAILIOTO 3aKOHOAATENCTBO. [IpoMeHNTE ce OCHOBABAaT IJIaBHO Ha OLIEHKA Ha
JTaHHUTE, ChOpaHM Mpe3 MbPBUTE MECELM Ha MaHJEeMHATa, U Ha IPOBEICHUS OOMEH ¢

Pesomonuss nHa EBponeiickuss napinameHT ot 17 centemBpu 2020 T. OTHOCHO HEAOCTHra Ha
JIeKapcTBa — CIIpaBsiHe ¢ Bh3HUKBaL rmpodiem (2020/2071(INI))
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HYGJ'II/I‘-IHI/ITC W YaCTHHUTC 3aMHTCPCCOBAHM CTPaHM B PAMKHTC Ha IIAaHACMMUATA OT
COVID-19 otHOCHO cpemHaTuTe MPOOJIeMH M BB3MOXHHUTE CPEICTBA 3a TAXHOTO
npeogonsiBane. [lo oTHOIIEHHE HA METUIIMHCKUTE W3JCNIUS B TPEIJIOKCHUETO €

B3€Ta TPEABH] OLCHKAaTa Ha BBH3JICHCTBHETO, HAlapBeHa NpPU IOATOTOBKaTa 3a
Pernament (EC) 2017/745 u Pernament (EC) 2017/746.

OcHoOBHM npaBa

[IpeioskeHUAT periiaMeHT JOMPHHACS 3a MOCTUIaHe Ha BHCOKA CTEMEH Ha 3aKpuia
Ha YOBEIIKOTO 3/[paBe, KaKTO € MPEIBUACHO B wieH 35 oT Xaprara Ha OCHOBHUTE
npaBa Ha EBponeiickus cpro3. Korato ce 00paboTBaT JIMYHM JaHHU HAa OCHOBAaHUE
HACTOSIIIOTO MPEAJIOKESHNE, TOBA IIe CE U3BHPIIBA B CHOTBETCTBHE C MPUIOKHMOTO
3akoHOJaTencTBO Ha Chbi03a OTHOCHO 3aIlMTaTa Ha JUYHUTE MAHHU, a UMEHHO
Pernament (EC) 2018/1725 u Pernament (EC) 2016/679 (O06u1 perinamMeHT OTHOCHO
3amuTara Ha ganaute (GDPR).

OTPA’KEHME BBPXY BIOVKETA

M3mbaHeHNEeTo Ha HACTOSIIOTO MPEIOKCHHE HE 3acsira TeKyllaTa MHOTOTOIHIIHA
(¢uHaHcoBa pamka 3a nepuoja 2014 — 2020 r.

®uHaHCOBOTO BB3/CHcTBUE BhpXY Orokera Ha EC crmex 2020 r. me O6bae yact oT
clie/iBallaTa MHOTOTOJUIITHA (PMHAHCOBA pPaMKa.

OTtpaxxeHusiTa BbpXy Or0/I’)KETa ca CBbP3aHU OCHOBHO C:

— aJIMUHUCTpaTHBHA IOJKpena (Hamp. Jja ce rapaHTUpa, 4e CeKpeTapuaTuTe Ha
U3MBJIHUTEIHUTE PBKOBOJHM TIPYyHH 3@ JIEKapCTBEHUTE MPOAYKTH U
MEIULMHCKUTE H3JleNns U Ha paOoTHaTa rpyna 3a M3BBHPEJAHUTE CUTYaLUU
ch3ZaBaT U MOAIBbPKAT MPEXKU OT €IUHHHU 3BEHA 3a KOHTAKT, JIeMCTBAT KaToO
CEKpeTapuaT Ha €KCIIEPTHUTE IPYIU 3a MEAULIMHCKUTE U3ACIUS, KOOPAUHUPAT
HE3aBHCUMUTE TpPOYYBAHUS 3a HAOMIOJeHME Ha e(PEeKTUBHOCTTa W
0e30macHOCTTa Ha BaKCHHUTE, KaTO M3MO0J3BaT CHOTBETHUTE JaHHH,
MIPEIOCTABEHU OT IMYOJUYHUTE OPTaHH);

— HayYHa HOJKpeEIia (Hanp. OpeaoCTaBAHC Ha HAYUYHHW KOHCYJITAllMKU OTHOCHO
JICKapCTBara, KOMUTO HMAT TMOTCHHOUAT 3a JICHCHHUC, TIMPCBCHLUA WA
ANArHOCTUKA Ha OIPCACICHU 38.60J'IHB8.HI/I$I, N TCXHHUYCCKH OIICHKU U CBbBCTU OT
CKCIICPTHU TPyl OTHOCHO MECAULIUHCKUTC U3ACIINA;

- UT nonapwxka (Hamp. chb3daBaHe, XOCTBaHE W  MOAIBbpXKaHE Ha
palnMoHaIN3UPaHu €JIEKTPOHHU HHCTPYMEHTH 32 MOHUTOPUHT U JIOKJIaJIBaHE);

- BB3HAIPpAKACHUC TI0I (I)OpMaTa Ha CIICIualHa HaI[6aBKa 34 HAIlMOHAJIHUTC
CKCIICPTHU, KOUTO YUaCTBAT B CKCIICPTHU I'PYIIN 34 MCAUILUHCKH U3OCTIUA.

APYI'N EJIEMEHTHU
ITonpoOHO pa3sicHeHHe HA OTACJHUTE Pa3nopeadu HA NPeAJI0KEeHUeTO

[IpennoxxenneTro wma 3a 1en Aa ObJaT AOMNBIHEHH MEPKHUTE, HACOYCHH KbM
noo0psiBAHETO HA IsUIOCTHAaTa pamka Ha EC 3a ympaBieHue Ha KpH3H, KaTo ce
o0ObpHE BHUMaHHE Ha KOHKPETHH BBIPOCH, CBBP3aHU CBhC CEKTOpUTE Ha
JICKaPCTBCHHUTE MPOAYKTH U MEIUIIUHCKUTE M3JCTUS M 3aJ1aunTe Ha AreHiusTa. [1o
TO3W HAYMH C HETO Iie ObAaT BbBEICHN HOBH MIPABUJIA 33 arCHIIUATA C IIe]T B HEHHUTE
paMKH a ObIaT OCUTYPEHH MEXaHU3MHU 3!
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—  Ha0JIOJIeHHWE M CMEKYaBaHE Ha TOCIEAWIMTE OT IOTCHIMAIHUS U PEaTHUs
HEJOCTUT Ha JICKAPCTBCHU MPOIYKTH M MEIULIUHCKU H3CNIUs, CUUTAHH 3a
KPUTUYHO BOKHH 32 CIpaBSHE C JajJicHa M3BBHPE/IHA CUTYyalus B 00JlacTTa Ha
00LIECTBEHOTO 3/[paBe, MK [0 OTHOLICHHE Ha JICKAPCTBEHUTE MPOIYKTH — 32
JPYTH CHOUTHUS C TOISIM Mamiao;

— MPEeIOCTaBsHE HA KOHCYJTAllMd OTHOCHO JIEKaPCTBEHUTE MPOAYKTH, KOUTO
MMaT MOTEHLHAN 3a JICUEHUE, MPEBEHIIUS WM AUArHOCTUKA Ha BBIIPOCHOTO
3a0osnsaBane. TakuBa KOHCYNTAaUK Ouxa 0OXBalllaidy JIEKAPCTBEHUTE MPOAYKTH
B TIpouec Ha pa3paboTka, JieKapcTBaTa, W3MOI3BAaHM B pAMKHTE Ha
HAI[MOHAJHUTE MPOrpaMHu 3a NaJIMaTUBHA yIoTpeda, U Te3H, 3a KOUTO Be4ye UMa
paspellieHue 3a pa3InyHoO MOKa3aHHWE, HO KOUTO UMAT MOTEHIMAN 3a JICUEHHE,
MIPEBEHIIMS WIIM JUArHOCTHKA M Ha BBIIPOCHOTO 3a00isiBaHe (JIEKapcTBa ¢ HOBU
TEepaneBTUYHU MTOKa3aHUs).

— OCUT'YpSIBAHC Ha I[o6pe yiipaBJIsiBaHa U yCTOﬁ‘IHB& CTPYKTYypa, 3a Ja C¢€
KOOpAUHHPAT CKCIOCPTHUTC TI'Pynrd 3a MCAUIOMHCKUTC H3AC/IHA, KOWUTO IIC
y4qacCTBaT B OLICHKATA Ha KOHKPETHHU BHUCOKOPHUCKOBU MCIAUIIMHCKU U3NCIUA U
THUIIOBC M3ACJIMAA, UMAlllXd 3HAYCHUC 3a YIIPABJICHUCTO HA 3APAaBHU KpPpU3HU, U Iad
CC NpPCAOCTABAT HAYUYHU KOHCYJITALlMHU, KOUTO Ca OT KJIKOYOBO 3HAYCHHUC 34
TOTOBHOCTTA 3a IIGﬁCTBH?I IIpU KpH3a 1 yIOpaBJICHUCTO HAa KPU3HU.

C npeUIo’KEHUETO ChINO TaKa Ce eI Jla Ce rapaHTHpa ChTPYIHUYECTBO MEXKIY
arcHIIMMTE 10 BpPEME HAa TaKWBa W3BBHPCIHU CHTYAIlMH — IO-CIICIHATHO C
EBporeiickus 1IeHTHp 3a NpoHIaKTHKA U KOHTPOJ BbpXY 3abomsBanusta (ECDC).
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2020/0321 (COD)
[Ipennoxxenue 3a
PEIJIAMEHT HA EBPOIEMCKHUS MAPJIAMEHT U HA CbBETA

OTHOCHO 3aCHJICHA POJIsd HA EBpOHeﬁCKaTa ar¢cHuUs 110 JIEKapCcTBaTa B roTOBHOCTTA 34
aelcTBUA IPpU KPU3U U YIIPABJIECHUECTO HA KPU3H 110 OTHOIIECHUE HA JICKAPCTBCHUTE
NPOAYKTH U MCAUIMUHCKHUTEC U31CIUHA

(Texkct ot 3Hauenue 3a EUII)

EBPOITEMCKUAT ITAPJTAMEHT U CbBETHT HA EBPOIIEMCKMS CBIO3,

Karo B3exa npeasua Jlororopa 3a GyHKIMOHUPaHETO HA EBponeiickus Chi03 U MO-CIEHATHO
uiieH 114 u unen 168, naparpad 4, 6ykBa B) OT Hero,

KaTo B3€Xa MpeaBUJ NPEMIOKEHUETO HAa EBponelickaTa KOMUCH,

cle]l peAaBaHe Ha IPOEKTa Ha 3aKOHOAATENIHUS aKT Ha HAI[MOHAJIHUTE MapJIaMEHTH,
ciel KOHCynTauuu ¢ EBponeickuss NKOHOMUYECKH U COLMAJIEH KOMHTET®,

cien KoHcynranuu ¢ Komurera Ha perHOHHTelo,

B ChOTBETCTBHE C OOMKHOBEHATa 3aKOHOAATEIHA MPOLIEypa,

KaTO UMaT MpPEeIBUJ, Ye:

1) CepriacHo uneHoBe 9 u 168 or [oroBopa 3a (yHkunoHupaHero Ha EBponeiickus
cb103 (JIDEC) u unen 35 or Xaprata Ha OCHOBHMTE IIpaBa Ha EBporeiickus cbio3 npu
OTIPEEIITHETO M OCHIIECTBIBAHETO Ha CBOMTE MOJUTHKHU U AelHOocTH ChIO3bT TpsOBa
Jla OCUT'ypsiBa BUCOKA CTEIICH HA 3aKpUJIa HA YOBELIKOTO 3/PaBeE.

(2)  Onwurer, HaTpynmaH BBB Bpb3Ka ¢ OesmpeneneHrHata nangaemus or COVID-19,
nokaza, ue ChIo3bT cielBa Ja ObAe Mo-eeKTUBEH B YIPaBICHUETO HA HATHMYHOCTTA
Ha JICKAPCTBEHHW TMPOAYKTH W MEIHWIMHCKH W3JeNus W B pa3pabdOTBaHETO Ha
MEAMIIMHCKH MEpPKH 3a MPOTHUBOACHCTBHE C IEJN Ja Ce MPEOJONIeAT 3allaXuTe 3a
obmectBeHoTo 3ApaBe. CrnocoOHocTTa Ha Chrlo3a Ja HampaBu ToBa Oe€Ile CHUITHO
BB3MPENATCTBAHA OT JIMIICATa Ha SICHO OMpeJesieHa MpaBHa paMKa 3a YIpaBlieHHE Ha
HETOBHUS OTIOBOP Ha MaHACMHITA, KAKTO U OT OIpaHUYCHATA CTENEH Ha TOTOBHOCT Ha
Crplo3a 3a JIeHCTBUS B cly4yail Ha U3BBHPEIHA CUTYyalHs B 00JacTTa Ha OOIIECTBEHOTO
3JIpaBe, 3acsralia Mmo-rojisiMara 9act OT JbPKABUTE WICHKH.

(3) YecTo CI0KHUTE BCpUT'M Ha JOCTABKU HaA JICKAPCTBCHUTC NPOAYKTU U MCIUIUHCKUTEC
HU3JCIINA, HAUOHAJIHUTC OrpaHU4YCHUSA U 336paHI/I 3a H3HOC, 3aTBApPSAHETO Ha
T'paHUIUTEC, BB3NPCIATCTBAIIO CB060,Z[HOTO JABMOKCHUEC Ha TE3UW CTOKH, U
HECUT'YPHOCTTA, CBBp3aHa C TIAXHOTO Mpe€ajlaraHe M TbBPCECHE B KOHTCKCTAa Ha
nma"HacMuysaTa OT COVID-19 Ch3JJaf0Xa 3HAYUTCIIHU MNPCHOATCTBUA 3a TJIaAKOTO

S OBC ,,crp..
10 OB C ,,crp. .
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(GyHKIMOHMpaHEe HAa €AMHHUS Ma3ap M 3a CIPABSHETO ChC CEPHO3HUTE 3aIllaXxd 3a
o01iecTBeHOTO 31paBe B 1enus Chro3.

Kakto ce Bmxkna or peauna Jokjaaaud Ha EBporneickus HapnaMeHTll, KakTO ¥ OT
JUCKYCHUUTE 10 BpeME Ha NOCIIeIHUTE pezacenarenctsa Ha CpBera Ha EBpomneiickus
ChI03, CIPABSHETO C MpobiieMa Ha HEJOCTUTA Ha JIGKAPCTBEHU MPOAYKTH OTJABHA €
IIPUOPUTET HA AbPKABUTE WICHKU U Ha EBponeiickus napiaameHT.

[Mannemusta or COVID-19 nosene mo 3aapi0ouaBaHe HA MpoOieMa ¢ HEAOCTUTA Ha
OIIPEICIICHH JICKAPCTBEHHU TPOIYKTH, CIMTAHH 32 KPUTHYHO BaYKHH 33 CIIPABSIHE C Hedl,
U TI0Ka3a CTPYKTYpHHUTE OrpaHHueHHs Ha crocoOHocTTa Ha Chro3a Ja pearupa 6bp30
U e(peKTUBHO HA TaKWBa IPEIW3BHKATEICTBA [0 BpPEME Ha KpPU3H, 3acsraiiu
00111eCTBEHOTO 3/IpaBe.

bbp3ara esomonus Ha COVID-19 u pasnmpocTpaHeHHETO Ha BHpyca JOBEAOXa J10
PA3KO yBeNMYaBaHE HA ThPCEHETO HA MEIUIIMHCKH M3JCIIUs, KaTO HalpuUMep anaparu
3a BEHTWJIALMs, XUPYpPrUYecKH Macku M TecTtoBU Komiuviektu 3a COVID-19, a
MPEKbCBAHETO Ha MPOU3BOACTBOTO WJIM OTPAHUYCHHAT KamauTeT 3a Obp30
yBEJIMYaBaHE Ha MPOU3BOJCTBOTO, KAKTO M CIOXKHOCTTA M TIIOOATHUAT XapaKTep Ha
BEPUTHUTE Ha JIOCTABKM HA MEIUIIMHCKU U3JIETHs, OKa3axa OTPUIIATEITHO BB3JECHCTBHE
BBPXY IMpeniaraHero. BcienctBue Ha Te3u mnpoOiieMd HOBH MPENNPHATHS Ce
BKJIFOYMXA B MPOMU3BOJCTBOTO HA TE€3U MPOJYKTH, KOETO OT CBOS CTpaHa JIOBEIE /O
3aTpyIJHEHHS] TPH OICHSIBAHETO HAa CHOTBETCTBUETO, KAKTO U [0 IIMPOKOTO
pasnpocTpaHeHWE Ha HEChOTBETCTBAIlM, HEOE30MmacHW a B HAKOM CIIy4yau |
danmupunupann npoayktu. [lo Tasu nmpuumHa e 1enecho0pa3HO Ja ce Ch3Aauar
IBITOCPOYHU CTPYKTYPH B paMKHUTE Ha monxojnsam opraH Ha Cbro3a, 3a Ja ce
rapaHTupa MOHUTOPUHT Ha HEJOCTHra Ha MEAMIMHCKA H3JETUs B pe3yiaTar Ha
M3BBHPEIHU CUTYyalluu B 00JacTTa Ha O0IIECTBEHOTO 3/IpaBe.

HecurypHocTTa Ha mpeajaraHeTo U ThPCEHETO M PUCKBT OT HEIOCTUI Ha OCHOBHU
J'IeKapCTBeHI/I HpOIIYKTH U MECAUIIMHCKU U3ACJINSA 110 BpeMe Ha I/ISB’BHpeI[Ha chyaum{ B
obrnactTa Ha 00IIeCTBEHOTO 3/paBe kKaTo manaemusta or COVID-19 moxe na nosene
0 BBBCKIAHEC Ha OFpaHI/I‘IeHI/ISI Ha WHW3HOCA B I[T)p)KaBI/ITC YJICHKU W Ha }Ipyrl/l
HallHOHAJIHM  3alllUTHU MEpPKH, KOETO MOXXEe Ja TOBJIMSE CEPUO3HO Ha
(YHKIIMOHUpAHETO Ha BbTpeIIHUs nazap. OCBEH TOBa HEAOCTUI'BT Ha JIEKAPCTBEHHU
MIPOJIYKTH MOJKE Ja Ch3/1aJIe CEPHO3HU PUCKOBE 3a 3/IpaBeTO Ha nauueHture B Crro3a
MOpajid JINIcaTa Ha TAaKWBAa MPOJIYKTH, KOETO MOXKE Ja JOBEAE Ja TPElIKd TMpu
JeKapcTBeHaTa Tepamus, MO-MPOIBIDKUTENIEH OONHUYEH WPEeCTO W HEeXeNaH!
peaKHI/II/I nopa)m npnnaraHeTo Ha HCIIOAXOAAIIN HpOIIYKTI/I, HM3II0JI3BAHU KaTo
3aMECTUTE]l Ha HEHaJWYHUTE TakuBa. 1lo OoTHOIIEHHE HAa MEIUIMHCKUTE W3JEIIHUS
HEJIOCTUT'BT MOXE JIa IOBEJE M0 JIMICAa Ha PECYpPCH 3a JMArHOCTHUKA C OTPHIIATEIIHU
MOCITIEACTBHSI 32 MEPKUTE B O0JlacTTa Ha OOLIECTBEHOTO 3/paBe, JUICAa HA JCUCHUE
WM BJOIIABaHE Ha 3a00JISIBAHETO M MOXE Ja TONpedYd Ha MEIUITUHCKHUTE
CHEIHAJIMCTH J1a U3ITBJIHABAT 3aJaunTe CH 10 MOAXOAAI] HauuH. T0o31 HETOCTUT MOXKE
ChIIO Taka Ja HWMa 3HAYUTEIHO BB3ACHCTBUE BBpPXY KOHTPOJIMPAHETO HA
pPa3NpOCTPAHEHUETO HA JIaJieH [aTOreH, HalpuMep MOpaad HEIOCTaThbUHOTO
cHaOaaBane ¢ TectoBu kKoMiuiekTh 3a COVID-19. ChemoBarenHo € BaXHO 1a ce
00BpHE BHIMaHKE Ha BHIIPOCA 332 HEJIOCTUTA, KaTO Ce€ TIOJICUIIH U MPpHUAaae oQuIramHa
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dopmMa Ha MOHUTOPHHIAa HAa KPUTUYHO BAKHUTE JICKAPCTBEHH MPOAYKTH H
MEAULIMHCKHU U3ACIIH.

[To Bpeme Ha M3BBHpPEAHM CUTyallud B 0OJacTTa Ha OOLIECTBEHOTO 3/paBe CielBa
BB3MOXKHO Hal-OBp30 Aa ObAaT pa3paboTeHHMOE30macHU M €(PUKACHH JICKAPCTBEHU
OPOAYKTH, C KOUTO C€ JIeKyBaT, NpPEAOTBpaTABAT WM JAWATHOCTULUPAT
3a00JISIBAHUATA, MPUYMHIBAIN TaKHMBA HM3BBHPEIHH CHUTYyalldd, W Ja CE OCHUTYypH
HaJIMYHOCTTa UM B pamkuTe Ha Cobro3a. [lannemusara or COVID-19 cbuio taka paskpu
HEONTUMAaTHaTa KOOPMHAIMS U MPOLECH Ha B3€MaHE Ha PEIICHHS 110 OTHOIICHUE Ha
MHOTOHAIIMOHATHUTE KIMHUYHU U3MUTBAHUS, KAKTO M KOHCYJITAIlMUTE HA PABHUILETO
Ha Cbl03a OTHOCHO H3IOJI3BAHETO HAa JICKAPCTBEHH INPOIYKTH B HAIIMOHAIHHUTE
IpoTpaMy 3a MajuaTUBHA YNOTpeda UM U3BBH pa3penieHuTe M B Chro3a MoKa3aHus,
KOETO BOJMU J0 3a0aBsiHE Ha NMPHEMAHETO Ha PEe3yATaTUTE OT W3CJCIBAaHUATA U Ha
pa3paboTBAaHETO M OCUTYPSBAHETO HA HATMYHOCT HA HOBHU JIEKApCTBA MJIU JIEKAPCTBA C
HOBH TEPANICBTHYHH MTOKA3aAHMSL.

[To Bpeme Ha manmemusara or COVID-19 tpsOBame na Ovgar mamepenu ad hoc
pelleHts], BKJIIOUUTEIHO YCIOBHHU criopazymenus Mexny Komucusita, EBponeiickara
areHuus no jekapcraara (,,AreHuusaTa“), TUTYJISIpUTE Ha pa3pelleHus 3a ThProBus,
IOPOU3BOJUTENUTE M Ibp)KaBUTE WICHKH, 3a Ja ObJe MOCTUrHATa LienTa Ja ObaaT
ocurypeHu 06e30macHu U e(hUKacHU JIGKApCTBEHU NPOAYKTH 3a Jieduenne Ha COVID-19
WIN 32 IPEJOTBpaTsABaHE Ha Pa3spOCTPAHEHUETO My U 3a YJECHSABAaHE M YCKOpsBaHE
Ha pa3pabOTBaHETO W W3JaBaHETO HA pa3pelICHHE 3a THProBHSA 3a JICUCHUATA U
BAaKCHUHUTE.

CrnenoBarenHo, 3a Ja ce rapaHtupa no-1o0potro (yHKUIMOHMpPAHE HA BBTPEIIHUS
nasap Ha Te3M MPOAYKTH M Jia ce JONPHHECe 3a BHUCOKAa CTENEH Ha 3aKpuia Ha
YOBEIIKOTO 3JpaBe, € I[eNecho0pa3Ho Ja ce CcOMKaT IpaBUiIaTa OTHOCHO
MOHUTOPHHTA HA HEJAOCTHUra Ha JICKAPCTBEHHU MPOAYKTH U MEIUIMHCKU M3/EIHs U Ja
Ce YJECHST HAay4YHUTE M3CIEIBaHMA U Pa3pabOTBAHETO HA JIEKAPCTBEHH INPOMYKTH,
KOMTO MOXK€ Jla MMaT NOTEHIMal 3a JIe4eHUe, NMPEBEHIMsS WM JUarHOoCTHKa Ha
3a00JIBaHUSITA, TIPUYMHSIBAIIN KPH3H, 3aCATAIIN OOMIECTBEHOTO 3/IpaBe.

C HacrosmMs perjiaMeHT ce IeNu Ja Ce rapaHTupa TIaJKoTo (QYHKIMOHHMpAHE Ha
BBTPEIIHUS T1a3ap 1O OTHOIICHHE Ha JIEKAPCTBEHHUTE NPOIYKTH U MEIAUIIUHCKUTE
W3JIeNUs, KATO OCHOBHOTO MPHU TE3U LEIH € Ja CE€ OCUT'YPH BUCOKA CTEIEH Ha 3aKpuiia
Ha 4YOBEWKOTO 3apaBe. OCBEH TOBAa C HACTOALIUAT pErjaMeHT ce Ield Jia ce
rapaHTUpar KayecTBOTO, O€30MacHOCTTa U e(PUKACHOCTTa Ha JIEKapCTBEHHUTE
MPOJIYKTH, KOUTO UMAT MOTEHITMANT 3a O0pOa C M3BBHPETHUTE CUTYAIIMU B 00J1acTTa Ha
o0miecTBeHOTO 3ApaBe. CTPEMEXBT € U IBETE 1IeTH, KOUTO ca HEPa3pUBHO CBBbP3aHU U
€THAKBO BaKHU, Ja OBJAT NMOCTUTHATH €IHOBPEMEHHO C HACTOSIIHs perjiaMmeHT. [lo
oTHouleHue Ha uwieH 114 ot JJ®EC c HacTosius perJjaMeHT ce yCTaHOBSIBA paMKa 3a
MOHUTOPUHT W JIOKJIaJIBAaHE HA HEJIOCTUTA Ha JICKAPCTBEHU MPOJYKTH U MEIUITUHCKH
U3JIeNHs 0 BpeMe Ha KpHW3H, 3acsraiiy oO0IiecTBeHOTO 3apase. [lo oTHomieHue Ha
e 168, maparpad 4, 6yksa B) or JI®EC B HacTosAmus periaMeHT ce MpeaBUkKaa
nojcuieHa pamka Ha Cbhio3a, KOSTO J1a TapaHTHpa KaueCTBOTO M 0OE30MacHOCTTa Ha
JIEKapCTBEHUTE MPOJAYKTH U MEIUIIMHCKUATE U3/ICTTHS.

3a Jda CcC HOI[OGpSIT TOTOBHOCTTA 3a JCHCTBUS IIpU KpU3HU U YIPABJICHUCTO HA KPU3U T10
OTHOIICHHUEC Ha JICKAPCTBCHUTE MPOAYKTH U MCAUTUHCKUTE U3ACIIUA U Aa CC ITOBHUIIN
HU3JPBKIMBOCTTA WM YBCIIMYU COJUAAPHOCTTA B LCIIHUA Crp103a ciacaBa aa 6’L,Z[aT
HU3ACHCHU TMPoOUHCAYPUTEC W CBHOTBECTHHUTC POJIM W 3aABJDKCHUA Ha PA3JIMYHUTC
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yuyacTBay cyoekTH. Pamkara cinenBa a ce ocHoBaBa Ha ad hoc pemieHusta 10 TO3u
MOMEHT B OTTOBOpa Ha nmanaemusta or COVID-19.

Crnena na 0b1e cb3/1a7ieHa XapMOHHU3MPaHa CHCTEMa 32 MOHUTOPUHT Ha HEAOCTHTA Ha
JICKApCTBCHH TPOJAYKTH W MEAWUIUHCKH W3JCIHS, KOETO IIE YJISCHH ITOJXOSIINs
A0CThII OO KPHUTHUYHO BaXHU JICKAPCTBCHU IMPOAYKTU U MCAUIMWHCKU H3ACIIHA I10
BpEMe Ha M3BBHPEIHH CUTYAIlMH B 00JIACTTAa Ha OOIIECTBEHOTO 3/IpaBe M CHOHUTHUS C
rojisiM Maiiad, KOUTO MOXKE Ja MMaT CEPUO3HO BB3JICHCTBHE BHPXY OOIIECTBEHOTO
3apaBe. Tasu cucrema cienBa qa ObJie TOMBJIHEHA ¢ TIOA00PEHH CTPYKTYpH, 32 Ja ce
rapaHTHUpa MOAXO/AIIOTO YIPaBICHHE HA KPHU3HTE, 3acsraiiy OOIIeCTBEHOTO 3/paBe,
U J1a ce KOOPJMHUPAT U TPEAOCTABIT KOHCYJITAIIUH OTHOCHO HAYYHUTE M3CIICIBAHUS U
pa3paboTBaHETO Ha JIEKAPCTBEHH IMPOJYKTH, KOUTO MOXKE Jla MMAT IMOTCHIMAT Ja
IIOMOTHAT 3a TPEOJOJSBAHETO Ha W3BBHPEJAHM CHUTyallud B o00JlacTTa Ha
00IIIECTBEHOTO 3/IpaBe. 3a Ja c€ YJIECHAT MOHUTOPUHI'BT M JOKIIAJBAHETO Ha
NOTCHIMATHHS WA PEAIHUSl HEJOCTUT Ha JICKAPCTBCHU TMPOIYKTH U MEIUIIMHCKU
u3zienusi, ATeHIusATa ClieiBa JJa MOKE Jla M3MCKBAa M Jia IMOJIydaBa WHQpOpMAIUsS U
JAHHU OT CHOTBETHUTE THUTYJSIPH HA pa3pelieHHsl 332 ThPrOBHUs, MPOU3BOJIUTEIN U
JbPYKABU WICHKU MTOCPEACTBOM OIPEICICHUTE 3B€HA 3a KOHTAKT.

OnepartuBHara ¢a3a OT paboTara Ha PBKOBOJHHMTE Ipynu M paboTHara rpyna 3a
HU3BBHPCAHUTC CUTyallul, NOPCABUACHU B HACTOAIIWUA PCErilaMCeHT, CJICABa Ja CC
3ajielicTBa ¢ NMPU3HABAaHETO Ha HAJM4YME HA M3BBbHpEIHA CUTyalus B oOlacTTa Ha
oOmectBeHoTO 3apaBe B choTBercTBHEe ¢ Permament (EC) 2020/[...] oTHOCHO
TPaHCTPaHUYHUTE 3aIlylaXd 3a 37paBeTo M, L0 Ce€ OTHACA 10 PBKOBOJHATA Ipylna 3a
JeKapcTBaTa — Ha ChIIECTBYBAaHETO Ha chOuTHE ¢ rojasM Mamad. Cneasa na ce
rapaHTHpa U HeNpeKbCHAT MOHUTOPUHT HA PUCKA 3a OOILIECTBEHOTO 3/1paBe, IPUUMHEH
OT CHOUTHUS C TOJISIM MaIiad, BKIOYUTEITHO MPOOJIEeMHU, CBBP3aHU C MPOU3BOJICTBOTO,
OpUPOAHU O€ICTBUS W OMOTEPOpPH3bM, KOMTO MMAT MOTEHLHMAl Ja OKaXKaT
BB3/ICHCTBUE BHPXY Ka4e€CTBOTO, O€30MacHOCTTA, €PUKACHOCTTA WIIH MTPEUIaraHeTo Ha
JIeKapCTBEHU MPOAYKTH.

[lo oTHomeHWE Ha JEKAapCTBEHHTE TPOAYKTH CcieaBa Ja Obae Cbh3aazeHa
M3nbiHuTenHa PHKOBOJAHA Ipyla B paMKHTEe Ha ATEHLUATa, 3a Ja ce rapaHTupa
pelmTeHa peakys Ha ChbOUTHATA C TOJSIM Mamiad u Ja ce KOOPIUHHUPAT CIEIIHUTE
neiictBus B paMkuTe Ha Chlo3a BbB BPb3Ka C YIPABICHUETO HA BBIIPOCH, CBBP3aHU C
npeUlaraHeTo Ha JICKApCTBEHHM NMPOIYKTH. PBKOBOJHATA Tpymna cienBa Ja M3rOTBU
CIOMCBHIM HAa KPUTUYHO BAXHUTE JIEKAPCTBEHH MPOAYKTH, 3a Ja C€ TrapaHTHpa
MOHUTOPHHT Ha TE€3W TNMPOJYKTH, U Ja MOXE Jla TMPEIOCTaBI KOHCYJITAI[MH OTHOCHO
HEOOXOMMUTE JEHCTBHS, KOUTO TpsiOBa /a ce MpeanpueMar, 3a Jia ce TapaHTupa
Ka4eCcTBOTO, 0€30MacHOCTTa M e(hUKACHOCTTa Ha JICKAPCTBEHUTE MPOIYKTH U Ja Ce
OCUTYPU BUCOKA CTETIeH Ha 3aKpuja Ha YOBELIKOTO 3/IpaBe.

M3nbiHuTENTHaTa PHKOBO/HA Ipyla 3a HAOMIOJEHUE Ha HEJOCTUIa M 0e30MacHOCTTa
Ha JIEKapCTBEHHU TMPOJYKTU CIEJBa J1a CE€ H3IMOJI3Ba OOLIMPHUTE HAYYHH EKCIEPTHU
MO3HAaHUS Ha ATEHIMATa MO OTHOIIEHHWE Ha OIEHKaTa W HaJa30pa Ha JIEKapCTBEHU
IPOAYKTH U J]a pa3BHe OIIE NTOBEYE BOJECIIATA POJIsl HA ATEHIMTA 3a KOOPIAMHUPAHE U
noJroMaraHeé Ha OTrOBOpa BbB Bpb3Ka C HEJOCTHUTra IO BpEME Ha MaHAEMHSTa OT
COVID-19.

3a ;ma ce rapaHTHpa, Y€ 1O BpeMe Ha W3BBHPEAHM CUTyallud B o0iacTra Ha
oOmiecTBeHOTO 31paBe B pamkuTe Ha Cbro3a Moke na Obaar pa3paboTBaHU U
OCUTYPSIBAHH BB3MOXXHO Hal-Obp30 O€30MacHU, BHCOKOKAYECTBEHH M C(PUKACHH
JICKApPCTBCHU MPOAYKTH, KOUTO UMAT MOTCHIUAI Ida ITIOMOTHAT 34 NPCOJO0JIABAHCTO HA
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U3BBHPEHUTE CHUTyallud B OO0JIaCTTa Ha OOLIECTBEHOTO 37paBe, B pPAMKHUTE Ha
AreHnusTa cienBa aa Obae ch3nazeHa pabOTHA Ipyna 3a U3BbHPEIAHUTE CUTYAllHH,
KOSITO J1a NIPE0CTaBsl KOHCYJITAllMM OTHOCHO T€3H JIEKapCTBEHU NpoAykTH. PaboTHara
rpyna 3a U3BbHPEIHHUTE CUTYAllUH CIIe/IBa /1a MPEAOCTaBsl Oe3IIaTHO KOHCYITAIMH 110
HAYYHU BBIIPOCH, CBBP3aHH C pa3pabOTBAaHETO HA JICYCHUS U BAKCHHHU U MPOTOKOJIUTE
OT KJIMHUYHU W3NUTBaHUSA, HAa OpPraHU3aluuTe, KOWUTO Yy4dacTBAaT B TAXHOTO
pa3pa0oTBaHe, KaTO HapUMeEp TUTYJISIPUTE Ha pa3pelieHus 3a ThProBusi, CHOHCOPUTE
HAa KJIMHUYHU M3NUTBAHUS, OpPraHuTe B o0OJiacTTa Ha OOILIECTBEHOTO 37ApaBe U
aKaJIeMUYHUTE CPENIU, HE3aBHCHMO OT KOHKpETHaTa UM poJisi B pa3paboTBaHETO Ha
TaKUBa JIEKapCTBEHHU MTPOYKTH.

JlefiHOCTTa Ha pabOTHATA rpyma 3a U3BBHPEAHUTE CUTYyalluu cliefiBa 1a ObJe OTAEIHA
OT AEHHOCTTa Ha HAyYHUTE KOMHUTETH Ha areHIUATA U CIIe/(Ba J1a Ce M3BBPIIBa, Oe3 1a
ce 3acaraT HayyHHUTE OLIEHKHM Ha Te3u KoMHUTeTH. PaboTHara rpymna 3a U3BbHPEAHUTE
CHTYaIlH CIIe/(Ba Ja MPEIOCTaBs MPEIOPHKH OTHOCHO M3IMOI3BAHETO HA JIEKAPCTBCHU
OpoaykTu B Oopbara cpemnly 3a00isiBaHETO, MNPUYMHUIIO KpH3aTa, 3acsraiia
00IIecCTBEHOTO 371paBe. KOMHUTETHT TO JIeKapCTBEHHTE TPOAYKTH 33 XyMaHHA
yrnorpeba ciefBa Ja MOXKE /a M3IO0JI3Ba TE3H NPENOPBKM, KOTaTo M3TOTBS HAYYHH
CTaHOBHIIIa OTHOCHO NaJIMaTUBHATA yrmoTpeda WM JPyrd BUAOBE yHoTpeda Ha paHEeH
eTall Ha JaJieH JIeKapCTBEH MPOAYKT, NPEAM H3/aBAaHETO HA DPAa3pEIICHUETO 32
THPTOBHSL.

Cpb3gaBaneTo Ha paboTHATA Ipyla 3a U3BBHPEIHUTE CUTYAIlMHU CIEABa J]a C€ OCHOBaBa
Ha IOJKpernara, MpeaocTaBeHa oT AreHnusaTa mo Bpeme Ha manaemusta or COVID-
19, mno-cnemuanHO TO OTHOIIEHWE HAa HAYYHUTE KOHCYJITAIMd OTHOCHO
pa3paboTBaHETO HA KIMHUYHU M3MUTBAHUS U Ha MPOJYKTH, KAKTO M Ha Mperjiena Ha
TEKyIlla OCHOBA Ha HOBOTOSIBABAIIM C€ JaHHU, T. €. HEMPEKHCHATO, 32 /1a C€ OCUTYPH
BB3MOXKHOCT 32 MO-eUKacHa OleHKa Ha JIEKAPCTBEHUTE MPOAYKTH, BKIIOYUTEITHO Ha
BAaKCUHUTE, IO BpEME Ha U3BBHPEIHH CUTYaIlMU B 00JIacTTa Ha OOIIECTBEHOTO 3/IpaBe.

OTnenHuTe HAyYHOM3CIIEOBATEIICKA 3BE€HA MOraT Ja Ce JOTOBOPAT 3a€QHO WIIHM C
Jpyra CTpaHa Jia U3IIBJIHABAT POJIATA HAa CIIOHCOP, 32 JIa H3TOTBSAT €MH XapMOHU3UPAH
IPOTOKOJI Ha KJIMHUYHO M3NMMUTBaHE 3a Lenus Cblo3, Makap 4e ONMUTHT MO BpeMe Ha
nagaemusita or COVID-19 nokasa, ye e TpyaHO Aa ObJaT pealu3upaHd UHUIIMATUBU
3a Ch3J]aBaHE Ha TOJIEMH MHOTOHAIIMOHATIHU M3MUTBAHUS MOPAJIH JIUTICATa Ha €TUHHO
npaBHO 00pa3yBaHHE, KOETO J1a MOXKE JIa II0eMe BCUYKHTE OTTOBOPHOCTH M JAEHHOCTH
Ha CIOHCOp B pamkuTe Ha Cbr03a, KaTO B CHIIOTO BpEME B3aMMOJEHCTBA C MHOIO
nbpkaBu wieHkd. [lo Tasuw mpuumHa € menecho0pa3HO ATEHIHTa Ja ONpeaess H
yJIECHSIBA OCBHIIECTBSIBAHETO HAa TaKWBAa WHHUIIMATHBH, KaTO MPEJOCTaBs KOHCYJITAI[HH
OTHOCHO BB3MOKHOCTHUTE J1a JISHCTBa KaTo CIOHCOP WJIH, KBJIETO € TMPHIOKUMO, J1a
OTpeNield ChbOTBETHUTE OTTOBOPHOCTH KAaTO €AMH OT CIIOHCOPUTE B CHOTBETCTBHE C
yien 72 ot Permament (EC) 536/2014 r. TlomobGen moaxonm ©Ou  yKpemwui
Hay4yHOM3cieaoBaTenckata cpega B Cpro3a, OM HacChbpuMI XapMOHU3HMPAHETO U O
CrIOMOTHall 3a W30sArBaHE Ha TMOCIeNBallo 3a0aBsHE TIPH WHTETPUPAHETO Ha
pe3yiTaTuTe OT Hay4YHUTE M3CJe/BaHUS B Mpolleca Ha M3JaBaHE Ha pa3pelleHHue 3a
ThproBusi. CioHcopute Ha Chro3a OMxa MOTJIH J1a c€ BB3MOJI3BAT OT MPEIOCTABEHOTO
ot EC ¢unancupaHe 3a Hay4HU W3CJEBaHUs, HAJIMYHO 1O BpeMe Ha M3BbHpEAHATA
cUTyanus B 001acTTa Ha OOIIECTBEHOTO 3/IpaBe, KaKTO M OT CHINECTBYBAIIUTE MPEKH
3a KIMHWYHMA W3MUTBAaHUS 3a YJECHSBaHE Ha pa3pabOTBaHETO, MpHJIAraHeTo,
MOJJTaBaHETO Ha 3asBJICHUE 3a pa3pellieHHe W MPOBEXKIAHETO Ha M3NMUTBaHeTO. ToBa
MOXe Ja Obae 0COOEHO LIEHHO 3a M3MHMTBaHMATA, M3roTBeHH OT Chro3a WM OT
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MCKAYHAPOAHU OpraHu3aliv B o0JracTTa Ha 06H.[€CTB€HOTO 3ApaBCOIIa3BaHe WU OT
HAaYYHOM3CJICAOBATCICKU OpraHrU3alin.

[To oTHOIIEHNE HA MEAUIIMHCKUTE W3NS clieaBa fa Obae ch3aaneHa M3mbiaHuTenna
PBKOBOJIHA Ipylla 3a MEIULMHCKUTE HW3JeNus, 3a Ja ce KOOPAUHHUpAT CIIECLIHUTE
neiictBus B paMkuTe Ha Chbro3a BbB Bpb3Ka C YIPABIECHUETO HA BBIIPOCH, CBBP3aHU C
THPCEHETO M IpeJUlaraHeT0 Ha MEIULUHCKM M3JeNHs, U J1a Ce M3TOTBH CHUCHK Ha
KPUTUYHO BaXHUTE W3IETHs B ClIydyail Ha HM3BBHpEIHA CHTyaluus B o0OjacTra Ha
00I11ECTBEHOTO 3paBe.

C HacTosAlMS perjaMeHT Ha ATEHLHUATa C€ IPENOCTaBs ChIIO poJIATa Aa MOJIKpens
€KCIIEPTHUTE TPYNHU 32 MEIAULMHCKHUTE U3JENNsA, OIPEIEICHU ChIIacHO PemeHue 3a
usmsasenne (EC) 2019/1396%, ¢ wen NPEIOCTaBsiHE Ha HE3aBHCHMAa HAy4YHA W
TEXHUYECKa IIOMOI Ha JIbpkaBuTe 4iueHKU, Komucusara, Koopanunanuonnara rpyna
no meaunuHckuTe uznenus (KI'MUW), Hotuduunpanute opranu U MPOU3BOAUTEINTE.

B nombiHeHHE KBbM TSIXHATa POJIS 3 OICHSBAaHE HA KIIMHUYHUTE OIICHKH M OIICHKHUTE
Ha JICMCTBUETO 32 ONPEICICHH BUCOKOPUCKOBU MEIWIIMHCKU M3/CTHS U MEIUIIMHCKU
U3JIeNKsl 32 MHBUTPO JUArHocTHKa B choTBeTcTBUE ¢ Permament (EC) 2017/745" u
Permament (EC) 2017/746' choTBeTHO, KaKTO M 3a NMPENOCTABSHE HA CTAHOBHINA B
OTrOBOp Ha KOHCYJTAlMU OT CTPaHa Ha MPOU3BOJUTEIM W HOTU(DHUIMPAHH OPraHH,
€KCIIePTHHUTE TPYITU CII/IBA ]a UMAaT ChIIECTBEHA POJISi B TOTOBHOCTTA 32 JICHCTBUS U B
VIPABJICHUETO HA KPHU3HW, 3acsarailyd OOIIECTBEHOTO 3/paBe, IO OTHOIICHUE Ha
MEIUIIUHCKUTE W3NS, BKIIFOUYUTEITHO Ha Te3W M3IENHs, KOUTO UMAT NMOTSHIHAT J1a
MIOMOTHAT 3a MPEOJI0JIIBaHE HA U3BBHPEIHH CUTYallMd B 00JIACTTa HA OOIIECTBEHOTO
3npaBe. EKcrmepTHHTE TpynmH cieaBa Jla TMPEAOCTaBIAT HAYYHO, TEXHUYECKO H
KJIMHUYHO ChJICHCTBHE Ha IbpxkaBuTe wieHKH, Komucusara m KoopauHarnmoHHarta
rpyna no wmenuuuHckute wuzgenus (KI'MU). Ilo-cnmeumanHo rpymnure cieasa ja
JIOTIPUHACAT 3a pPa3pabOTBaHETO HAa HACOKM IO PEeAMIa BBIPOCH, BKIIOYUTETHO
KJIMHUYHHATE acTIeKTH U aCTIEKTUTE Ha JIEHCTBHETO 3a OTPE/ICICHU U3IETH, KaTerOprun
WIN TPYNH U3/1eIHs UM KOHKPETHUTE OMACHOCTH, CBbP3aHU C JaJIeHa KaTeropysl UiIu
TpyTia u3/Ieus, 1a U3TOTBAT HACOKH 3a KIIMHUYHA OIIEHKA M OLIEHKA Ha JICHCTBHETO B
CHOTBETCTBUE C Hall-HOBUTE MOCTM)KEHUS U J1a ChACUCTBAT 3a MJIEHTU(DULIMPAaHETO Ha
OTIaceHHsI 1 HOBOBB3HHUKBAIIIM BBHIIPOCH, CBBP3aHU C 0€301MacCHOCTTA U ACHCTBUETO.

HpeI[BI/I,I[ ABJITOrOJMIIHUA MW d0Ka3aH OIIMT Ha AFCHLII/I}ITa B o0OmacTtra Ha
JICKAPCTBCHUTC IMPOAYKTH, KAKTO W OIIMTA HaA AreHmusTa B pa60TaTa C MHOXECTBO
I'pynu OT CKCIEPTHU € LICJ'IGCT)O6pa3HO B PAMKHTC Ha Al"eHI_II/ISITa Ja 6I>,Z[8.T Ch3daJCHHU
CBHOTBCTHHUTC CTPYKTYPH, 3a Jia C€ CJICANU NMOTCHIHUAIHUAT HEJOCTUT HAa MCIUIMWHCKHU
H3JICJIMA B KOHTCKCTA HAa AaJICHAa U3BBHPCAHA CUTyallus B o0JracTTa Ha OGH.ICCTBCHOTO
3ApaBC 1 Ia C€ NMPECAOCTaBU MaHAAT Ha arCHOUATa Ja 6’1))1'6 JOMAKHH Ha CKCIICPTHUTC
Ipynu 3a MCAUIHUHCKUTE U3CIINA. Tosa Ou OCUTYPUJIO OABJITOCpOIHA yCTOﬁqHBOCT Ha

12

13

14

Pemenne 3a m3neiHenne (EC) 2019/1396 na Komucusira or 10 cenremspu 2019 1. 32 ycraHOBsIBaHE Ha
npaswia 3a npuwiarade Ha Permament (EC) 2017/745 na Epomneiickust mapiaament u Ha CbBera 1o
OTHOIIEHHE Ha ONPE/IENSHETO Ha eKCIIEPTHH rpynu B obnacTra Ha MeauiuHckure usaenus (OB L 234,
11.9.2019 r., ctp. 23).

Pernament (EC) 2017/745 na Esponeiickusi napmamedT u Ha CbBera ot 5 ampun 2017r. 3a
METUITMHCKUTE u3zenus, 3a m3meHenne Ha {upexktuBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 u 3a ormsana Ha aupextuBu 90/385/EMO u 93/42/ENO na Cobeta (OB
L 117,5.5.2017 r., ctp. 1).

Pernament (EC) 2017/746 na EBponeiickus napiameHT u Ha CbBera or S ampun 2017 r. 3a
MCIMIMHCKUTE W3ICTUs 32 HMHBUTPO JUArHOCTHKAa © 3a OTMsHa Ha JlupektuBa 98/79/EO wm
Pemenue 2010/227/EC na Komucusta (OB L 117, 5.5.2017 r., ctp. 176).
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(25)

(26)

(27)

(28)

(29)

(YHKIMOHMpPAHETO HAa EKCIEPTHUTE TPYNH, KAaKTO M OYEBHJIHU IOJE3HU
B3aMMOJICHCTBUS ChC CBbp3aHaTa paboTa 3a OCUTypsIBAHE HA TOTOBHOCT 3a I CTBUS
IpU Kpu3a 10 OTHOIIEHUE Ha JIEKAPCTBEHUTE NMPOAYKTH. Te3u CTPYKTypH HsMa I10
HUKAaKbB HAa4yMH Jla MPOMEHAT Bede chllecTByBamara B Chi03a HOpMaTHBHA ypenda
WIN TIPOIleC Ha B3eMaHe Ha pelieHus B 00JIacTTa Ha MEAWLMHCKUTE W3NS, KOSITO
cle[IBa JIa OCTaHEe SCHO pasrpaHUueHa OT 00JacTTa Ha JIEKAPCTBEHUTE MPOTYKTH.

3a ;ma ce ynecHm paborata W oOMeHa Ha WHGOpPMAIUS CBHITACHO HACTOSIIUS
perjiaMeHT, cienBa Ja Cce€ MNpPeIBHAM Cbh3laBaHeTO U ynpaBieHuero Ha UWT
UHOPACTPYKTYPH U TOJIE3HH B3aUMOJACUCTBHS C Apyru chinectByBamm UT cucrtemu
WIM CHUCTEMH B TMpolec Ha pa3paborka, BkmouutenHo WT mmardopmarta 3a
mequiuackn m3aenuss EUDAMED. Tasu paborta ciensa aa ObjAe YJIECHEHa ChIIO
TakKa, KbJIETO € YMECTHO, OT HOBOBb3HHUKBAIIN U(MPOBU TEXHOJIOTUU, KATO HAIIPUMED
M3YUCITUTEIHN MOJIEIN U CUMYJIALNK 32 KIMHUYHU U3MUTBAHUS, KAKTO U JAHHUTE OT
KocmMuueckara mnporpama Ha EC, karo Hampumep yciayrure 3a Treorpadcko
MO3UIIMOHUpPAHE Ha cucTteMara ,,[ anuneo u JaHHUTE OT Iporpamara 3a HaOJ0IeHHE
Ha 3emsrTa ,,KonepHuk*.

Bbbp3usaT nocThn M OOMEHBT Ha JaHHU 3@ 3/IPABOCIIOBHOTO ChCTOSIHUE, BKIFOUUTEITHO
peallHd JaHHMU, T.e. JaHHH 3a 3IPaBOCIOBHOTO CbHCTOSHUE, CBHOpaHU U3BBH
KIIMHUYHATE MTPOYYBAHHUS, Ca OT OCHOBHO 3HAYCHHUE, 32 JIa Ce TapaHTUpPa €PEKTUBHOTO
yIpaBieHHEe Ha U3BBHPEIHUTE CUTYallMu B 00JacTTa Ha OOIIECTBEHOTO 3/paBe U Ha
Ipyru cbOuTHs ¢ rojasM mamad. Hacrosmusar pernameHT Ou ciieBaio Ja M03BOJIM Ha
AreHIMsATa Ja U3MO0JI3Ba U YIECHU TaKbB OOMEH U Jla CTaHE YacT OT M3rPa)xJaaHeTo U
(GYHKIIMOHUPAHETO Ha WHQPPACTPYKTypaTa Ha EBPOICHCKOTO MPOCTPAHCTBO 3a
3/IpaBHU JIaHHHU.

[To Bpeme Ha M3BBHpEIHA CUTyalus B o0nacTTa Ha OOIIECTBEHOTO 3[paBe WM BbHB
Bpb3Ka CBC cCBOMTHE C TOXIM Mamad AreHuusra cieaBa Ja rapaHTHpa
ChTPYIHUYECTBOTO ¢ EBpomeiickus HeHTbp 3a NpoQMIAKTHKA M KOHTPOJ BBPXY
3a0onsBaHusATa M Apyrd areHuud Ha Cbro3a, B 3aBUCHUMOCT OT ciyyas. TakoBa
CbTPYAHHUYCCTBO CJICABA Ja BKIIOYBA CIHOACIIAHC HAa AJaHHU, BKIOYUTCIHO AdaHHU
OTHOCHO E€NUJEMHOJIOTMYHUTE NPOTHO3M, PEJOBHA KOMYHHMKAILMs HA PaBHUIIETO Ha
HU3IIbJIHUTCIIHATA BJIACT WU IIOKAHW KbM IMPEACTABUTCIIN Ha EBpOHGﬁCKHfI LOCHTHP 3a
npodMIakTUKa U KOHTPOJI BbpPXY 3a0o0iisiBaHUATa M Jpyru areHiuu Ha Cpio3a jaa
yyacTBaT B 3acefaHuss Ha PaOoTHara Tpyma 3a W3BBHPEIHHUTE CHUTYyallMd U
PBKroBOJHATA Tpyna 3a JeKapcTBaTa, KoraTo TOBa € LelechoOpasHo.

Thil KaTo LEAUTe Ha HACTOSIIUS pErJlaMeHT He MoraT Ja ObJaT MOCTUTHATH B
JIOCTaTh4HA CTEIEH OT IbPXKABUTE YIEHKHU IIOOTAEIHO IOPajd TPAHCTPAaHUYHUTE
U3MEpEeHHs Ha U3BbHPEIHUTE CUTYallH B 00IacTTa Ha OOIIECTBEHOTO 3/IpaBe U APYru
CBHOUTHS C TOJsIM Mamiad U cleloBaTeIHO MoraT Jia ObJaT MOCTUTHATH M0-100pe Ha
paBHuIIETO Ha Cpro3a, ChIO3BT MOXKE Jja IPUEME MEPKU B CHOTBETCTBHE C MPHUHIIUIA
Ha cyOcuauapHocT, yperaeH B uwieH 5 ot JloroBopa 3a EBpomelickus cpio3. B
ChOTBETCTBHME C IPUHIMIIA Ha MPONOPUUMOHAIHOCT, YpEAEH B CBhUIUSA WIEH,
HACTOSIIUAT PErJaMeHT He HaJAXBBPJIs HE0OOXO0AUMOTO 3a MOCTUTAHETO Ha TE3U LEIH.

C men nma ce rapaHTupa, Y€ ca HAJIMYHHM JIOCTAaTBYHH PECypcH 3a paboTara,
MpeBUICHA CHIVIACHO HACTOSIIUS PErJIaMEeHT, pa3XoJuTe Ha ATEHIUATa clie/iBa Ja
ObaT MOKPUTH OT BHOCKaTa Ha Chro3a KbM npuxoaute Ha Chro3a.
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(30) beme mpoBemeHa KoHcynTanus ¢ EBporeiickus Hag30peH OpraH Mo 3alluTa Ha
JIAHHUTE B ChOTBETCTBUE ¢ wieH 42, maparpad 1 ot Pernmament (EC) Ne 2018/1725" u
TOH IIpHe cranosue. '

(31) B crorBerctBue ¢ wieH 168, maparpad 7 or [loroBopa 3a ()yHKIIHOHHPAHETO Ha
EBpomnelickusi Chi03 HACTOALIUAT PErJaMeHT € M3LSJIO0 ChOOPa3eH ¢ OTTOBOPHOCTUTE
Ha JbpKaBUTE YJICHKU 3a OINpEIeNSIHEeTO Ha TAXHATa MOJUTHKAa B oO0JacTra Ha
OOLIECTBEHOTO 3/IpaBeolla3BaHe U 3a OpraHU3alusATa U MPEJOCTAaBIHETO Ha 3/paBHU
YCIIYI'M ¥ MEAMIIMHCKA TIOMOIL, KaKTO U C OCHOBHUTE MpaBa U MPUHLIMIIN, IPU3HATHU C
XapraTta Ha OCHOBHMTE IIpaBa Ha EBPOINEHCKHS CBIO3, BKIIOYUTEIIHO 3allMTATA Ha
JUYHUTE J1aHHH,

I[TPUEXA HACTOAIMA PETJTAMEHT:

I'naBa I

OO01u pasnopendou
Ynen 1

Ilpeomem

C Hacrosmus periaMeHT B paMkKuTe Ha EBporelickara areHmus IO JIeKapcTBaTa
(,,ArenusTta‘®) ce mpeaBUKaaT ypeada U cpeicTBa 3a:

a) [IOCTUTaHE Ha TOTOBHOCT 3a U YIPABJICHUE HA Bb3AEHCTBUETO Ha CHOUTHS C TOJISAM
Mamad BbPXY JIEKapCTBEHUTE MPOAYKTH 3a XyMaHHa ynorpeba M Ha WU3BbHPEIHU
CUTyalluu B 00JlacTTa Ha OOIIECTBEHOTO 3[IpaBe BHPXY JIEKAPCTBEHUTE MPOAYKTHU 3a
XyMaHHa yrnoTpe0a 1 BbpXy MEAULIMHCKUTE U3IeITHS;

6) MOHHUTOPHHI U JOKJIaABAHC Ha HCIOCTUI'a HA JICKAPCTBCHU NPOAYKTH 3a XyMaHHaA
yHOTpe6a N MCOAUIIMHCKH U3CIINA,

B) HpeHOCTaBﬂHe Ha KOHCYJ'IT&HI/II/I OTHOCHO J'IeKapCTBeHI/I HpOIIYKTI/I 3a XYMaHHa
ynotpeda, KOUTO UMaT MOTeHIMaN 3a 6opba ¢ U3BBHPEIHU CUTYyalluu B 00JacTTa Ha
00IIIeCTBEHOTO 3/IPAaBE;

r) OCUTypsIBAHE Ha TOJKpENa 3a €KCIEePTHUTE TPYIH, OMPEICICHH B ChOTBETCTBHE C
Pemrenue 3a m3nwsinenue (EC) 2019/1396.
Ynen 2

Onpeodenenus

3a HOCJIIMTC HAa HACTOAIUSA PECTIIAMCHT CC IpUJiaraT CJICAHUTC OIPCACIICHUSA:

1 Pernament (EC) 2018/1725 na EBponeiicknus napiamenT 1 Ha CpBeTa oT 23 oktoMBpu 2018 1. OTHOCHO

3amuTara Ha (pU3MYecKHTe JIMIA BHB BPb3Ka ¢ 00pabOTBAHETO HA JIMUHHM J@HHH OT MHCTUTYIHHTE,
opranmre, ciayxoure u areHiuute Ha Cbl03a 1 OTHOCHO CBOOOJHOTO JIBI)KCHUE Ha TaKWBa JIaHHU U 32
ormsina Ha Permament (EO) Ne 45/2001 u Pemenne Ne 1247/2002/EO (OB L 295, 21.11.2018 r.,
ctp. 39).
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9)

., U38bHpeOHa cumyayus 6 obiacmma Ha o00wecmeeHomo 30page’ O3Ha4YaBa
W3BBHpPEIHA CUTyalusi B 0OJIacTTa Ha OOIIECTBEHOTO 3/paBe HAa PABHHINETO HA
Cw1o3a, npusHaTa oT EBponeiickara Komucus B CbOTBETCTBUE C WwieH 23, maparpad 1
ot Pernament (EC) 2020/[...1*";

,,Jlekapcmeer npodykm  03HadyaBa JIEKapCTBEH IPOAYKT IO CMHUCBHJIa Ha 4ieH 1,
touka 2 ot dupektusa 2001/83/EO na EBponeiickus napiameHT 1 Ha CbBeTa;

, MEOUYUHCKO u30enue’ O3HauYaBa KaKTO MEAMIIMHCKO H3JICJIME 10 CMHCHJIA Ha
yieH 2, Touka 1 or Permament (EC) 2017/745, BbB Bpb3ka ¢ uieH 1, maparpad 6,
OykBa a) OT CBIIUS PEIJIAMEHT, Taka W MEIUIIMHCKO W3JCIUe 33 WHBHUTPO
JMarHOCTHKA [0 CMUCHJIa Ha wieH 2, Touka 2 ot Pernament (EC) 2017/746;

,,Heoocmue “ 03Ha4aBa, ye MpeJUlaraHeTo Ha JaJeH JEKapCTBEH NMPOAYKT 3a XyMaHHA
ynoTtpeda Ui METULMHCKO U3JeJIMe HE OTroBapsl Ha ThPCEHETO Ha TO3M JIEKapCTBEH
MPOJIYKT UM MEIULIUHCKO U3JEIINE;

., paspabomuux “ 03Ha4YaBa BCSIKO HOPHUIUYECKO WM (DU3MYECKO JHIlE, KOCTO CH
MOCTaBs 3a LN Ja chOMpa HAy4YHU JaHHH [0 OTHOIICHHWE Ha KadeCTBOTO,
Oe30macHOCTTa M e(pHUKACHOCTTa Ha MAJCH JIEKAPCTBCH MPOAYKT KAaTo YacT OT
pa3paboTBaHETO MY

, Cooumue ¢ 2onsimM mawad” o3HavyaBa ChOUTHE, 3a KOETO MMa BEPOSTHOCT Ja
Ch37a/Ie CEPHO3CH PHCK 3a OOIISCTBEHOTO 3/paBe BHB BpPBH3Ka C JIEKAPCTBEHUTE
MPOAYKTH B IOBEUYE OT €IHA JbpKaBa WieHKa. TakoBa ChOUTHE € CBBP3aHO ChC
CMBPTOHOCHA WJIA Jpyra CEpPHO3HA 3aIliaxa 3a 3JpaBeTo OT OMOJIOTHYEH, XUMHUYCH,
€KOJIOTUYEH WJIM APYr MPOU3XOJ WIM C WHIMICHT, KOWTO MOXE Jia TOBJIHSIC Ha
IpeajaraHeTo WM Ha KadecTBOTO, 0Oe30macHOCTTa MW e(UKACHOCTTa Ha
JIEKapCTBEHUTE MPOAYKTH. TakoBa chOUTHE MOXKE Ja JIOBEAE [0 HEIOCTHI Ha
JIEKapCTBCHH TPOAYKTH B IOBEYEC OT €JHA Jbp)KaBa WICHKA W Hajara CIielrHa
KoopauHaIus Ha paBHumleto Ha Cblo3a, 32 Ja ce rapaHTHpa BHCOKA CTEMEeH 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 omnocHo nedocmuea u 6e3onacHocmma Ha

JieKkapcmeenume npooyKmu

C HacTosAIOTO KaTo 4yacT OT AreHuusATa ce cb3laBa V3mbaHUTENHA pPBKOBOJHA
rpyna OTHOCHO HeJocTUra W 0€30IacHOCTTa Ha JIEKApCTBEHUTE MPOIYKTH
(,,PpkoBOHATA Tpyma 3a JekapctBara™). Ts 3acemaBa ¢ JMYHO NPHUCHCTBUE HA
YJIEHOBETE WJIM JTUCTAHIIMOHHO C OrJie]l MOJArOTOBKAaTa 3a M3BBHPEIHA CUTYyallUs B

17

[Ha ce oobasu npenpamxa xvm pezramenma na Esponeiickus napramenm u na Cveema OmMHOCHO
Cepuo3HUme MPAHCSPAHUYHU 3an1axu 3a 30pasemo u 3a ommsana Ha Pewenue Ne 1082/2013/EC]OB

CL.1[..]ectmp.[..]
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obyacTTa Ha OOIIECTBEHOTO 3][paBe WJIM IO BpEeME Ha TaKaBa CHTyallUs WIU CIe
WCKaHE 3a CBACHCTBHE CBHIIAacHO wWieH 4, maparpad 3. AreHIusATa OCUTypsBa
CeKpeTapuara M.

PvkoBosHATa rpymna 3a JieKapcTBaTa Ce ChCTOM OT NMPEACTABHTE Ha ATCHIIUATA,
npencraButesl Ha KomucuaTa M 1Mo eIWH BUCOKOIIOCTABEH IMPEICTABUTEN 33 BCSAKA
IbprKaBa WieHKa. Beska abpikaBa wieHKa MOCOYBA CBOS IpeiacTaBuTell. UlieHOBeTe
MOe Ja ObJaT MPUAPYKaBaHU OT €KCIIEPTH B KOHKPETHH HAYYHU WU TEXHUYCCKH
00J1acTH.

PproBogHaTta Tpyma 3a JieKapcTBaTa Cce IpeAcenaTeNcTBa OT  ATCHIHMATA.
[Ipencenarensat Mo)ke Ja KaHW TPETHU CTPAaHHU, BKIIOYMTEIHO INPEICTABUTEIH HA
3aWHTEPECOBAHU TPYIH, CBBP3aHH C JICKAPCTBEHUTE NPOAYKTH, M THUTYISIPH Ha
pa3peleHns 3a ThProBus Ja NIPUCHCTBAT HA 3acelaHuATa Ha PpkoBomHATa Tpyna 3a
JeKapcTBaTa.

PproBogHAaTa Trpyma 3a JiekapcTBaTa HW3rOTBS CBOM INPABHIIHUK 3a JCHHOCTTA,
BKJIFOUBAIIl TIPOLICAYPUTE, CBBP3aHU C pabOTHATa rpyma, Noco4YeHa B maparpad 5, u
3a MPUEMAHETO Ha CIHUCHIH, TAKeTH OT HH(pOpMaIus 1 npernopbku. [IpaBMIIHUKBT 3a
JICWHOCTTa BIM3a B CWIA CJEJ IOJy4YaBaHE HAa TMOJOXKUTECIHO CTAHOBHIIE OT
Komucusra u YpaBuTeTHUS ChBET Ha ATCHIUATA.

Paborara Ha PpkoBOgHATA TpymHa 3a JekapcTBara mie ObJe MoAKpeneHa oT padboTHa
rpyna, CbCTaBeHa OT €JUHHHM 3BEHAa 3a KOHTAaKT IO OTHOIIEHHWE Ha HEJOCTHUra,
OCHTYpPEHH OT HAI[MOHATHUTE KOMIIETCHTHH OPraHu 1O JICKAPCTBEHHUTE MPOIYKTH,
Ch3/a/IeHU B CbOTBETCTBUE € wieH 9, maparpad 1.

PproBogHaTa rpyma 3a JjekapcTBaTa OTroBaps 3a M3IBIHEHUETO Ha 3aJadyuTe,
1ocoueH! B wieH 4, naparpad 4 u uigeHose 5 —8.

Ynen 4

Monumopune na cvoumus u 20Mo6HOCM 3a OEUCMBUA 8 CAYYAU HA CLOUMUSL C 20IAM MaWado

U U3BBHPEOHU cUmyayuu 8 obaacmma Ha 0OuecmeeHomo 30pase

AFCHI_II/ISITa OCBIICCTBsABA HCHUPCKBCHAT MOHHUTOPHUHI' Ha BCAKO C’B6I/ITI/Ie, 3a KOC€TO
HMa BEPOATHOCT Aa AO0BEOC A0 CHLOUTHE C TOJIIM Mama6 WJIK U3BBHPEAHA CUTyallusd B
oOnacrra Ha O6IJ_I€CTBCHOTO 3ApaBc.

C ornen ynecHsiBaHE OCBHIIECTBSBAHETO HA MOHHMTOPHWHTA, IMOCOYEH B maparpad 1,
HAI[MOHATTHUTE KOMIIETEHTHH OpraHM MJOKJIagBaT Ha ATEHIHUATa TOCPEICTBOM
€IMHHUTE 3BEHA 3a KOHTAKT, MOCOYEHW B UJjeH 3, maparpad 5, B3 OCHOBa Ha
KpUTEpUHUTE 3a JIOKJaJBaHEe, OMNpeAeNeHH OT ATEHIHSITa ChIVIACHO WieH 9,
maparpad 1, OykBa 0), OTHOCHO BCAKO CHOWTHE, BKIIOUMTEITHO HEIOCTUT Ha
JIEKapCTBeH MPOAYKT B JaJeHa Abp)KaBa UICHKA, 32 KOETO MMa BEPOSTHOCT Ja
7oBeZie 10 CHOWTHE C TONSIM Mamad WM W3BBHPEAHA CUTyalus B OOJlacTTa Ha
o0miecTBeHOTO 3apaBe. Koraro HalMoHalleH KOMIIETEHTEH OpraH HH(pOpMHUpa
AFCHHI/ISITa 3a HCAOCTUT Ha JICKAPCTBCH IMPOAYKT B JaACHaA AbpiKaBa YJICHKA, TOU
mpenoctaBs Ha AreHnusta uHoOpManMsTa, TMONy4eHAa OT THTYISpS Ha
paspenieHneTo 3a ThproBusi cbriacHo uieH 23a ot upextuBa 2001/83/EO. Bnb3
OCHOBA Ha U3TOTBEHHsI OT HAIIMOHAJIEH KOMIIETEHTEH OpPraH JOKJIaJ OTHOCHO JaJeHO
cbOuTHE W ¢ 1en Aa pazdepe BB3IACHCTBHETO Ha CHOUTHETO B JIPYT'H JbP)KaBU
YJICHKU, AFGHI_II/ISITa MOXKE€ da IOHCKa I/IH(bOpMaL[I/IH OT HalMOHAJIHUA KOMIICTCHTCH
opraH oCpeJICTBOM paboTHATa Tpyra, Moco4YeHa B wieH 3, maparpad S.
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3. AKo AreHnusTa cymTa, 4e TpsOBa aa ce paboTH MO JaJIeHO PEaTHO UM MPECTOSIIO0
crouTHE ¢ TonsaM Mamad, T nHpopmupa Komucusita u 1pp:KkaBUTE WICHKH 32 TOBA.
Komucusara, mo cBos MHMLIMATHBA WM [0 MCKAHE HAa €JHA WJIHM IMOBEYE JbP)KaBU
YJICHKHU, WM M3IBJIHATEIHUAT TUPEKTOp Ha ATCHIMATA MOXKE Jia TIOUCKA TTOMOIITA
Ha PpKoBo/HATA TpyIia 3a JIeKapcTBaTa 3a CIpaBsIHE ChC CHOMTHETO € TOJISIM Mamiad.

4. PvkoBopnara rpyma 3a nekapcrBara uHbopmupa Komucusita U M3NBJIHUTETHUS
TUPEKTOp Ha ATreHIUATa, KOraTO CMETHE, Y€ ca OWIM MPEeANpPUETH IOCTAThYHH
MEpKH 3a CIpaBsSHE CbC CbOUTHETO C rojsM Mmam@ab. Ha ocHoBara Ha Tasu
nH(OpMAIIUS WU 10 CBOSI MHUIIMAaTUBAa KOoMUCHATa WU M3ITBIHUTEITHUAT JUPEKTOP
Ha AreHuusTa MOXX€ J1a MOTBBPAM, Y€ CHIACHCTBUETO OT cTpaHa Ha PbkoBojgHaTa
rpyrna 3a JeKapcTBaTa Beue He € He0OXOAUMO.

5. B ciyuait Ha cpOuTHE ¢ TOJIIM Mamad WM M3BBHpEIHA CUTYaIllMsi B 00JlacTTa Ha
00IIECTBEHOTO 3/IpaBe Ce MpuiiaraT WwieHoBe 5 — 12, KakTo ciesa:

a) aKO CBHOUTHETO C TOJIIM Mama6 WM U3BBbHpPCIHATA CUTyalus B obnactra Ha
O6III€CTBCHOTO 3ApaBC MOraTt aa IOBJIUAAT Ha 6C3OHaCHOCTTa, Ka4y€CTBOTO U
e(I)I/IKaCHOCTTa Ha JICKapCTBCHUTC IIPOAYKTH, CC IIpUjiara 4JIC€H 5,

0) axko chOWTHETO ¢ ToJisiM Mamad WM W3BBHpPEIHATA CHTyalus B oOlacTTa Ha
OOILECTBEHOTO 3JpaBe MoOrar Ja JoBeJaT J0 HEIOCTUT Ha JICKapCTBEHH
MIPOAYKTH B ITOBEUE OT €HA IbpPKaBa WICHKA, CE MPUIIarar 4wieHose 6 —12.

Ynen 5

Oyenka na ungopmayus u NPeooCmagsanHe Ha KOHCYIMayuu OMHOCHO OeliCBUsl b8 BPb3KA C
be3onacHocmma, Kavyecmeomo u eouKacHoCmma Ha Jlekapcmeenume npooyKmu, C8bP3aHu ¢
U38bHPEOHU Cumyayuu 8 001acmma Ha 0ouwecmeeHomo 30pase u CoOumus ¢ 20JAM Mauwjad

Crnen mpu3HaBaHETO HA HAJMYMETO HA M3BBHpPEIHA CUTYyalHs B 00JacTTa Ha OOIIECTBEHOTO
3/IpaBe WU Clie]] UICKaHe 3a ChACHCTBUE ChIIACHO WieH 4, naparpad 3 PproBoaHaTa rpyma 3a
JeKapcTBaTa oOlleHABa WH(GOpMalUATa, CBbpP3aHA ChC CHOUTHETO C TOJNSIM Mamad WiIu
M3BBHpPEIHATA CUTYyaIusl B 00JIacTTa Ha OOIIECTBEHOTO 3/IpaBe, M MPOyYBa HEOOXOIUMOCTTA
OT CHENIHW M ChIVIACYBAaHU [EHCTBUS IO OTHOIIEHHE Ha OE30MaCHOCTTA, KAa4eCTBOTO M
e(pMKaCHOCTTA HAa CbOTBETHUTE JIEKAPCTBEHU MPOTYKTH.

PwkoBoaHATa Tpyma 3a JekapcTBaTa MpeaocTaBs KoHcynTauuu Ha Komucusta u 1bp:kaBuTe
YWICHKA OTHOCHO BCHYKH II€JIEChOOpa3HU NEWCTBHS, KOWTO CUMTA, Y€ TpsiOBa na Obaar
mpeanpueTy Ha paBHHIETO Ha Cbhi03a MO OTHOIIEHHWE HA CHOTBETHHUTE JIEKAPCTBEHU
MPOAYKTH B ChOTBETCTBUE C pasznopendoute Ha JupextuBa 2001/83/EO nnu Pernament (EO)
Ne 726/2004.1

Ynen 6

Crucvyu Ha Kpumu4Ho 8adcHume 1eKapcmeeHu npoOyKmu u ungopmayus, Kosamo mpaoea oa
O6vOe npedocmaseHa

1. Crnen uckaHe 3a ChJICHCTBUE CHITACHO WieH 4, maparpad 3 u clie]] KOHCYATAIHS ChC
cBosATa paboTHa Tpyma PBKoBOAHAaTa rpyma 3a JeKapcTBaTra IpuemMa CIUCHK C
JIEKapCTBEHH TMPOJAYKTH, 3a KOUTO € HU3MaJeHO pa3pelieHue B CHhOTBETCTBUE C
HupextuBa 2001/83/EO wumm  Pernmament (EO) Ne 726/2004 m kouto cuurta 3a

18 Pernament (EO) Ne 726/2004
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KPUTUYHO BaKHU IO BPEME HAa CHOUTHETO C ToyisiM mamad (,,CHMChK HA KPUTHYHO
BOKHUTE JIEKApCTBa MO OTHOIIECHUE HA CHOUTHETO C ToisaM Mamad). CIIUCHKBT ce
aKTyalIM3upa, KOraro € HeoOXOIMMO, JOKATO ChOUTHETO ¢ ToysiM Mamad He Obae
MIPEOJIOJISTHO B JIOCTAaThYHA CTETICH.

HemnocpencrseHo cien npu3HaBaHETO HA HAJUYMETO HA HM3BBHPEIHA CHUTYallUs B
oOnacTTa Ha OOIIECTBEHOTO 3JIpaBe W cClie[ KOHCYNTalus ¢ paboTHaTa cu rpyma
PvkoBoHaTa rpyma 3a jiekapcTBaTa MpueMa CIUCHK Ha JEKApCTBEHU MPOAYKTH, 3a
KOUTO € M3JaJeHO pas3pemieHre B choTBeTcTBHE ¢ JlupekTua 2001/83/EO wnmm
Permament (EO) Ne 726/2004 u kOWTO cuMTa 3a KPUTUYHO BaXKHH IO BpeMe Ha
U3BBbHpEJHATA CUTyalMss B o0OjiacTTa Ha OOLIECTBEHOTO 3apaBe (,,CIHCHK Ha
KPUTUYHO BaXXHUTE JIEKapCTBa I10 OTHOIIEHWE HA W3BBHPENHATA CUTyallus B
obnactra Ha oOmiecTBeHOTO 3apaBe). CHUCBKBT Ce aKTyalu3upa, KOoraro e
HEOO0X0AMMO, JOKAaTO HE ObJie OTTErJICHO NPU3HABAHETO HA HAJMYUETO Ha
M3BBbHPEHA CUTYallUs B 00J1aCTTa Ha OOIIECTBEHOTO 3/IpaBe.

PpKoBO/HATA Ipyma 3a JIeKapcTBaTa IprueMa rnakeT oT nHpopManus, Heobxoanuma 3a
MOHUTOpPUHIAa Ha TPEAJaraHeTo U TbPCEHETO Ha JIEKapCTBEHUTE MPOAYKTH,
BKJIIOYCHH B CHHCBHIUTE, ITOCOYEHU B maparpadu 1 u 2 (,,ciuchuuTe HA KPUTUIHO
BaXHUTE JIeKapcTBa““), U MH(popMupa 3a ToBa paboOTHATA CH IpyIa.

AFCHLII/ISITa He3a0aBHO HY6J'II/IKYBa CIIMCBUUTC HAa KPUTUYHO BAKHUTC JICKAPCTBA U

BCHYKHM aKTyaJM3allid Ha TE3W CIUCHIHM Ha CBOS MHTEPHET IMOPTaJ, MOCOYEH B
uiien 26 ot Pernament (EO) Ne 726/2004.

Ynen 7

Mozmmopunz Ha Hedocmuea Ha JlekapcmeeHume npodykmu, BKJIIOY€HU 6 cnucvyume Ha

KPpUmu4HO easxcHume jlekapcmeda

Bb3 ocHOBa Ha CIUCHIIUTE Ha KPUTUYHO BAKHUTE JIEKAPCTBAa M MH(OpMAIUATa U JAHHUTE,
MpeA0CTaBeH B ChOTBETCTBUE ¢ wieHoBe 10 u 11, PbkoBoAgHaTa rpyna 3a JekapcTBara cieau
MpeJIaraHeTO M ThPCEHETO Ha JICKAPCTBEHUTE MPOJIYKTH, BKIFOUCHH B TE€3U CIMCHIIH, C OTJIE]
Ja ce UIACHTH(HIMpPA BCEKH MOTEHIMAJICH WJIM pPeaJeH HEeIOCTHI Ha Te3H JIeKapCTBEHU
npoayktu. KaTo yact oT T031 MOHUTOPHHT PHKOBOJHATA TPYIa 3a JIEKApCTBAaTa OCHIIECTBSIBA
BpB3Ka, KOrato € Ienecho0pasHo, ¢ KomuTera 3a 3apaBHa CUTYPHOCT, CB3JaJI€H B
croTBeTcTBUE ¢ WieH 4 oT Permament (EC) 2020/.. .]19, Y B CJIy4ail HAa U3BBHPE/IHA CUTyalUs
B 00J1aCTTa Ha OOIIECTBEHOTO 37paBe — ¢ KOHCyNTaTUBHUS KOMUTET OTHOCHO U3BBHPEIHUTE
CUTyalluu B o0OyiacTTa Ha OOIIECTBEHOTO 3]IpaBe, Ch3/AaJI€H B CHOTBETCTBUE C WIEH 24 OT
CBIIMS PETIaMEHT.

Ynen 8
Joknaosane u npenopvku OMHOCHO HedOCmuU2a Ha 1eKapCmeeHUu NPOOYKmu

IIpe3 nanara NpoABIKUTETHOCT HAa AaJeHAa W3BBHPEIHA CUTyalus B 00JlacTTa Ha
OOIIIECTBEHOTO 3/paBe WM CleJ] HCKaHe 3a ChbJCHCTBHE CBIJIACHO 4JIeH 4,
naparpag 3 ¥ 10 HEroBOTO MNpeKparsiBaHe, PbKOBOAHATa Ipymna 3a JieKapcTBaTa
penoBHO JokinagBa Ha Komucusta M Ha MoAMpeXxkara, IMOCOYeHa B uieH 9,
naparpad 2, pe3yaTaTUTe OT CBOS MOHUTOPUHI U IMO-CIELMATHO CHUTHAIM3Mpa 3a

19

[a ce 0obasu npenpamxa kom npuemus mexcm, nocouen 6 6enedxcka noo aunus 4]
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BCCKU MOTCHLUAJICH WJIK PCAJICH HCAOCTUT HA JICKAPCTBCHU NPOAYKTH, BKIIFOUCHU B
CIIMCBIUUTEC HA KPUTHUYHO BAXXHUTC JICKApPCTBA.

ITo uckane nHa Kommcusita Winm moamMpexara, 1mocodeHa B wieH 9, maparpad 2,
PpkoBozHATA Ipyna 3a JieKapcTBaTa IMPEJOCTaBs arperMpaHd AaHHH U IIPOTHO3M
OTHOCHO TBPCEHETO, 3a Ja NOAKpPEeNH KOHCTaTalMuTe CH. B TOBa OTHOIICHHE
PpkoBOHATA TpyIIa 3a JiekapcTBaTa OCHLICCTBSBA Bpb3Ka ¢ EBpoIeiicKus LEeHThp 3a
npoduakTUKa U KOHTPOJI BBPXY 3a00JSBaHUATA, 32 Ja MOJIYYH CMUIEMUOIOTHIHH
JaHHM C LeJ Ja Ce IOJIIOMOTHE IMPOTHO3UPAHETO Ha HYKAUTC BHB BpPB3Ka C
JICKapCTBEHUTE MPOAYKTHU, W C M3IbIHUTENHATa PHKOBOJHA TPyNa 3a OTHOCHO
HEJOCTUTa Ha MEJAWIMHCKH W3JeNHs, T0COYeHa B WieH 19, Korato JeKapcTBEHU
MPOAYKTHU, BKIIFOUCHHU B CIIMCBUUTC HA KPUTUYIHO BAKHUTC JICKAPCTBA, CC IpuJiarar C
HOMOILTA Ha MEAUIIMHCKO H3/IEIIHE.

Karo vact ot ToBa n0KNaBaHe PhKOBOIHATA IpyIIa 3a JeKapCcTBAaTa MOXKE ChILO TaKka
Jla MPeI0CTaBU MPENOPbKY OTHOCHO MEPKUTE, KOUTO Morar Ja ObJaT NpeIpueTy oT
Komucusita, 1bpxaBuTe 4I€HKH, TUTYJIPUTE HA pa3pellieHus: 3a ThbProBUsl U JPYTU
CyOeKTH, 3a Jla ce MpeJoTBpaTH WIM CMEKYM IOTCHUUAIHUSAT WIA PpPEeaHUSAT
HefgocTur. B ToBa OTHOLIEHME Trpynara OCBHIIECTBSBA Bpb3Ka, KakKTo €
nesnecbobpaszHo, ¢ Komurera 3a 37apaBHA CUTypHOCT, a B CiIydail Ha W3BbHpEIHA
cUTyalusi B 00JacTTa Ha OOILIECTBEHOTO 31paBe — ¢ KoOHCynTaTUBHUS KOMHUTET
OTHOCHO M3BBHPETHHUTE CUTYallUH B 00JIACTTa Ha OOLIECTBEHOTO 3/IpaBe.

ITo cBOg MHMIMATHBA WM MO UCKaHe OT cTpaHa Ha Komucusta PrkoBoanara rpyna
3a JIeKapcTBaTa MOXKE Jia MIPEJOCTaBU MPENOPBbKA OTHOCHO MEPKUTE, KOUTO MOTaT Jia
ObaaT npennpuetn ot Komucusra, 1bpKaBUTE WICHKH, TUTYIISIPUTE HA pa3perICHHS
3a THPrOBUS M JPYrd CyOeKTH, 3a Ja Ce rapaHThpa TOTOBHOCT 3a CIPaBSHE C
MOTEHIIMAJIEH WM PEAJICH HEJOCTUT Ha JIEKAPCTBEHU MPOAYKTH, MPHUYUHEH OT
W3BBHpEIHA CUTYyalHsl B 00JacTTa Ha OOLIECTBEHOTO 37paBe UIU CHOUTHE C TOJSIM
mara0.

ITo uckane na Komucusta PpkoBogHaTa rpyma 3a jiekapcTBara MOXe, KOraro ToBa €
1e7echo0pa3Ho, /1a KOOPJAWHUPA MEPKUTE MEXIy HalMOHAJHUTE KOMIIETEHTHHU
OpraHH, TUTYISPUTE HA pa3pellieHus 3a THProBUS U JAPYrHM cyOeKkTH, 3a Ja ce
MPEIOTBPATH WM CMEKYU MOTECHIMATHUAT WK PEATHUAT HEAOCTUT B KOHTEKCTA HA
chOUTHE C TONSIM Malad WM W3BBHPEAHA CUTYyallMsl B 00JacTTa Ha OOIIECTBEHOTO
3/1paBe.

Ynen 9

Memoou na paboma u npedocmaesne Ha UHGoOpMayus OMHOCHO JleKapCcmeenu nPooyKmu

3a Ja CC IIOATrOTBH Aa U3II'bJIHABA 3aJa4YHUTEC, IIOCOYCHHU B YJICHOBC 4 —8, AFGHL[I/ISITaZ

a)  TOCOYBa MPOLEIYPUTE 3a MU3TOTBSHE HA CIUCHINUTE HA KPUTUYHO BAKHUTE
JIEKapCTBa;

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

B)  pa3paboTBa palMOHAIU3HPAHU EJIEKTPOHHH CHCTEMU 32 MOHUTOPHHI U
JIOKJIa/IBaHE;

r)  YCTaHOBSIBA W TOJJbpXKa ChCTaBa Ha pabOTHATa Tpyla, MOCOYCHA B WiEH 3,
naparpad 5, U ChCTOSAIIA Ce OT €IUHHM 3BE€HA 32 KOHTAKT HAa HALIMOHAJIHUTE
KOMIIETEHTHH OPI'aHU I10 JIEKaPCTBEHUTE IPOAYKTH;
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1)  W3TOTBS U MOJIbPKA CIIMCHK HA €IMHHUTE 3BEHA 32 KOHTAKT HA TUTYJISIPUTE Ha
paspelicHus 3a THPrOBUSl 32 BCHUYKH JIGKAPCTBEHU MPOJYKTH 32 XyMaHHA
yroTpeba, 3a KOUTO € m3AajeHo paspemenue B Chro3a, upe3 0a3ara JaHHH,
npeasuaeHa B wien 57, maparpad 1, 0yksa i) ot Permament (EO) Ne 726/2004;

€) II0coYBa METOJWUTE 3a IPEAOCTaBSIHE Ha MPENOPBKH, KOHCYJITALUU M 32
KOOpJIMHUpaHEe HAa MEPKUTE, IPEBUICHH B YWICHOBE 5 U 8.

Cnen mnpu3HaBaHETO HA HAIMYME HA W3BBHPEIHA CHUTyaluss B o0OJlacTTa Ha
0OIIIECTBEHOTO 3/paBe WJIM HMCKaHE 3a ChACHCTBUE ChriacHO wieH 4, maparpad 3
Arenuusra;

a)  W3rOTBS U MOJIbPIKA 3a [sIaTa MPOABIDKUTEIIHOCT HA M3BbHPEAHATA CUTYAIUs
B oOnacTra Ha OOIIECTBEHOTO 3/paBe WM CHOUTHETO C TOJISIM Mamiabd
MOJIMpeKa OT €MHHHU 3BCHA 3a KOHTAKT HA TUTYJISIPUTE HA Pa3pelicHUs 3a
ThPTOBHA B 3aBUCUMOCT OT JICKAPCTBCHUTC NPOAYKTH, BKIIIOYCHU B CIIMCHIHUTEC
Ha KPUTUYHO BAKHUTE JICKAPCTBA;

0) wusmckBa mH(OpPMamMs OT 3BEHATAa 32 KOHTAKT, BKJIIOYCHU B IOJAMPEXKATA,
nmoco4yeHa B OykBa a), U ONpeIesisi KpaeH CPOK 3a MPEACTABSIHETO ;

B)  M3UCKBa WH(pOpMAIMS OT CIUHHHUTE 3BEHA 3a KOHTAKT HA HAIMOHATHHUTE
KOMIIETEHTHH OpraHM Ha AbP)KaBUTE YJICHKM Bb3 OCHOBA Ha MaKeTa OT
nHpopmanus, oqo0peH oT PBpKoBoAHATa rpyma 3a JeKapcTBara, W ONpeaess
KpaeH CPOK 3a MPEJICTaBSIHETO .

WNudopmanusra, mocoueHa B nmaparpad 2, 6yksa 0), BKIIOUBA Haii-MaJIKO CJICAHOTO:
a)  HaMMEHOBAHME HA THTYJISPS Ha pa3pelIeHUETO 332 ThProBus;
0) HauMEHOBaHME Ha JIEKApCTBEHUS MPOIYKT;

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

r) HO,Z[pO6HOCTI/I OTHOCHO INOTCHUUAIHUA W pCaJIHUA HCAOCTUT, KATO HAIIPUMEP
p€ajlHl WKW NPOTrHO3HW Ha4YaJIHU U KpaﬁHH JaTu W InpeamnojiaracMa HiIn
HU3BCCTHA IIPUYNHA,

N)  JTaHHU OTHOCHO MPOAAKOUTE U Ma3apHUs JIs;
€)  MoApOoOHOCTH OTHOCHO HAJMUYHUTE aITEPHATUBHU JEKApCTBEHU MPOAYKTH;

) TUTAaHOBE 3a CMEKYaBaHE, BKJIIOYBAIM KamaluTeTa 3a MPOU3BOACTBO U
JIOCTaBKa;

3)  umH(bOpMAIUI OT TUCTPUOYTOPUTE HA €APO M IOPUINYECKOTO JIMIIE, KOETO MMa
MPaBOTO J1a IIpesiara JIeKapCcTBEHUS TPOJIYKT Ha TpaXKJaHUTE.

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

3a 7a ce yJlecCHH MOHUTOPUHIBT, MIOCOYEH B WIEH 7, U CJeJ UCKaHe OT CTpaHa Ha
AreHnusTa, TUTYJISPUTE HA Pa3pelICHUs 3a ThPrOBHs 3a JIEKAPCTBEHUTE MPOAYKTH,
BKJIIOUEHH B CHOUCHLIUTE HA KPUTUYHO BAXKHUTE JIEKAPCTBA, MPEACTABST
uHpopManuaTa, ocouyeHa B wieH 9, naparpad 3, B paMKUTE Ha CPOKa, ONPEIETCH OT
Arennusta. Te mnopgaBar uH(OpManusATa IOCPEACTBOM 3BEHATa 3a KOHTAKT,
OIpeJIeIeHd B CHOTBETCTBHE C wWieH 9, maparpad 2, KaTo H3MOJI3BAT METOIUTE U
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cucremMara 3a JOKJIaJBaHe, YCTAaHOBEHH ChIIacHO uieH 9, maparpad 1. Ilpum
HEOOXOUMOCT  TUTYJSIPUTE Ha pa3pelieHuss 3a THProBUS  MPEIOCTaBST
aKTyaJu3aLuu.

B pamkute Ha 6 Mecenma OT JaTara Ha TpWIaraHe Ha HACTOSIIUS PETIIAMEHT
TUTYJSPUTE HA pa3pelICHHs] 32 THPrOBUS 3a JICKAPCTBEHU MPOIYKTH, 3a KOUTO €
u3naneHo paspemieHre B Chlo3a, MperocTaBiaT HHPOPMAIIHITA, U3UCKBAHA CHIIIACHO
qiieH 9, maparpad 1, OykBa ), KaTo s TOJiaBaT MO €JIIEKTPOHEH BT B 0a3aTa JaHHH,
rmocoueHa B uieH 57, maparpad 1, 6yksa 1) ot Permament (EO) Ne 726/2004. Te3u
TUTYJSIPU Ha Pa3pelieHUs] 32 ThPTOBHS aKTyadu3uUpaT MOAAICHUTE JaHHU, KOTATo
TOBa € HEOOXOIUMO.

Tutynspute Ha pa3pelieHus 3a ThbProBus 0OOCHOBAaBAT BCSKA JIMIICA Ha M3HUCKaHA
nH(pOpMaLIUA U BCSIKO 3a0aBsHE B MPEIOCTABIHETO M B pAMKUTE HA OINpPEACNICHUs! OT
ATreHIusATa CPOK.

AKO THUTYNSpUTE Ha pa3pelieHUs 3a THPrOBHA 3a JIEKAPCTBCHHUTE IPOAYKTH,
BKJIFOYCHU B CIIMCBIMUTC HA KPUTUYHO BAXKHUTC JICKAPCTBA, IMOCOYAT, YC IMOoJaZiCHATa
uHpOpMAIMA WIM YacTH OT Hes MPEACTaBIIsIBAT THProBCKa TaifHa, T€ IOCOYBAT
CbOTBCTHHUTC YaCTHU U YTOYHABAT NPUUYMHUTC 34 TOBA YKa3aHUC. AFCHHI/IﬂTa OLICHABA
OCHOBaHMATA 3a BCAKO TaKOBa WCKAaHE W 3allMTaBa IOBEPUTEIHATa TBHPrOBCKA
nHpopManus 0T HEOOOCHOBAaHO Pa3KpHUBAHE.

AKO TUTYISpUTE Ha paspelieHHs 3a THProBHUS 3a JIEKAPCTBEHUTE IPOAYKTH,
BKJIIOYEHU B CHUCHLUMTE HA KPUTHYHO BaXKHUTE JIEKapCTBa, pasnoiaraT cC
JOI'BJIHUTENHA HHPOPMALIKA, B KOATO C€ ChIbpPXKAT JOKa3aTeICTBA 3a MOTEHIUAICH
WM peasieH HeJOCTUT, T€ MPEA0CTaBAT He3a0aBHO Ta3u MH(popMaLnsa Ha ATeHIuUsATA.

CJ'IG,I[ KaTO JOKJIaABAT 3a PE3YJITATUTC OT MOHUTOPUHIA W CJICH CBCHTYAJIHU
MPETIOPBKU OTHOCHO MEPKHUTEC 3a MPEAOTBPATABAHC WUJIIM CMCKYaBaHC B CbOTBCTCTBHUE
C YJICH 8, TUTYJSIPUTE Ha Pa3pCHICHUA 3a TbProBuda 3a JICKAPCTBCHUTC IIPOAYKTH,
BKJIFOYCHU B CIUCBUUTE HA KPUTUYIHO BAXKHUTC JICKAPCTBA:

a) MNpEACTaBAT HA AFGHI_II/IHT& CBOUTC KOMCHTApU;

6) B3€MaT NpeaBru €CBECHTYAJTHUTC MPCTIOPBKU U HACOKU U CITa3BaT BCUYKU MEPKU,
npeAnpueTd Ha paBHUIIETO Ha Cbl03a W Ha paBHUILE JIbPKABU WICHKHU
ChIIacHO wieHoBe 11 u 12;

B) yBEAOMABAT P’BKOBOI[HaTa rpyma 3a JICKapCTBaTa OTHOCHO BCUYKHU MPCANIPUCTU
MCPKHU MU JOKJaJABAT OTHOCHO PE3YJITATHTEC OT TE3UW MCEPKH, BKIHOYUTCIHO
I/IH(bOpMaI_[I/ISI OTHOCHO HPCOAOJJABAHCTO HA IMNMOTCHIUAIHUSA HWIIN PCaTHUA
HEAOCTUT.

Ynen 11

3aovnocenus na 0bp9fca6ume YJIEHKU NO OMHOULEeHUEe HA MOHUMOPUHSA U CMEKUABAHENO HA

He0oCmu2a Ha 1eKkapcmeenu npooyKmu

3a ma ce YJICCHU MOHHUTOPHUHIBT, IOCOYCH B YJICH 7, CJI€O MCKAaHE OT CTpaHa Ha
AFCHLII/ISITa 1 B PAMKHTC Ha CPOKa, OIPCACJICH OT HEA, IbPKABUTC YWICHKU:

a) MOJaBaT W3MCKBAaHUSA OT ATEHIMATA MakeT OT MH(pOpMAaius, BKIOYUTETHO
HAUIMYHUTE U TPOTHO3HM JTAHHM OTHOCHO oOeMa Ha ThPCEHETO, MOCPEICTBOM
CHEIMaIHUTE M 3BeHa 32 KOHTAKT U KaTo M3MO0J3BaT METOAMUTE U CUCTeMaTa 3a
JIOKJIa/IBaHe, YCTAaHOBEHHU ChIVIACHO wieH 9, maparpad 1;
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0) mocoYBaT HAIWYHETO HAa €BEHTYaJIHA MOBEPUTEIHA THPrOBCKA MH(OpMAIUs U
YTOUYHABAT IPUYMHUTE 32 TOBA YKA3aHUE;

B)  YBEAOMSBAT 32 OTCHCTBHETO HAa W3UCKBaHA WH(GOpMAIMS U 33 E€BEHTYaIHO
3a0aBsHE B IIPEIOCTABSIHETO M B pAMKHUTE Ha OINpeAeTICHHUS OT ATEHLIUATA CPOK.

Koraro ToBa € HE0OX0IMMO, 3a Ja M3MBIHAT CBOUTE 3aJIBJDKCHUS 32 JOKJIA/IBaHE,
noco4yeHu B maparpad 1, qppxaBuTe WICHKH ChbOMpAT ¢ MOJKpernaTa Ha ATreHIHSITa
nH(pOpMaLKs U TaHHU OTHOCHO HHMBATa Ha 3aMacUTe OT TUCTPUOYTOPUTE HA EIpO H
JpyTU MpaBHU CYOEKTH, UMAILM MPaBo Ja HpeJyiaraT Ha TpakIaHHUTE JIEKAPCTBEHU
MPOAYKTH, BKIIFOYEHHU B CHUCHIUTE HA KPUTUYHO BAKHUTE JIEKAPCTBEHU MPOIYKTH.

AKO IBpKaBUTE YICHKH pasroyarar ¢ JOMbIHUTEIIHA HHPOpMaIHsl OTHOCHO obema
Ha TpOAaXOWTe W o0eMa Ha pEelEeNnTUTe, BKIIOYUTEIHO [aHHW, OCHOBaHM Ha
yieHn 23a ot Jupektusa 2001/83/EO, B KOMTO ce ChABpXKAT JOKA3aTeJCTBa 3a
MOTEHIIMAJICH WJIA PEaJieH HEJOCTUT Ha JaJIeH JIEKAPCTBEH MPOAYKT, BKIIOYECH B
CIUCBIIUTE HAa KPUTHYHO BAXXKHUTE JIEKAPCTBA, T€ TNPEIOCTaBAT He3a0aBHO Ta3u
nHpopmanus Ha PpkoBogHAaTa Tpyma 3a JIeKapcTBaTa IIOCPEICTBOM CBOHTE
CIIEIMAJIHU 3BE€HA 3a KOHTAKT.

Crnen xaro JOKJIAABaT 3a PE3yATATUTE OT MOHUTOPUHIA U €BEHTYaIHUTE IPENOPBKU
OTHOCHO MEpKHUTE 3a MpPEJOTBpaTsBaHE WM CMEKYaBaHE B ChOTBETCTBHE C 4JIEH 8,
IbpKABUTE YICHKH:

a)  B3eMar Mpe/BH]l €eBEHTYaITHUTE MPENOPHKU U HACOKU U CIa3BaT BCUYKU MEPKH,
MpeanpueT Ha paBHAIIETO HAa ChI03a ChIiacHO wieH 12;

6) yBEAOMABAT PwkoBogHaTa rpyma 3a JICKapCTBaTa OTHOCHO BCUYKHU MPCAIIPUCTU
MCPKHU M JOOKJIaABAT OTHOCHO PE3YITATUTEC OT TC3W MCPKH, BKIIHOUUTCIIHO C
PIH(I)OpMElI.[PIfI OTHOCHO HPCOAOJJABAHCTO HA MNOTCHHUAIHHA WIX PCATHUA
HEAOCTUT.

Ynen 12

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

JleKapcmeenu npooyKmu

Komucusita B3ema npensuj uHpopMalnusaTa OT NHpenopbkure Ha PbKoBOAHaTa rpyma 3a
JIEKapCTBaTa U:

a)

6)

BG

npeanpueMa BCHUYKHU HGO6XOI[I/IMI/I I[CflCTBI/ISI B PAMKHUTC Ha MNOPCAOCTAaBCHUTC H
IIpaBOMOIIMA C OIJIEA HaAMAJKIBAHC HA MOTCHHOUAJIHHUA WM PpCAITHUA HCAOCTUT HaA
JICKApCTBECHUTE TPOAYKTH, BKIHOUCHM B CIHHCBIHUTC Ha KPUTUYHO BaXXHUTC
JICKApCTBa,

pasricxiga HeO6XOJII/IMOCTTa OT HACOKM KBbM ABPXKABUTEC YJIICHKH, TUTYJIAPUTC HaA
pa3spCuiCHud 3a TbpTOBUA U APYTUTC CY6CKTI/I;

yBenoMsiBa PbKOBOIHaTa Tpyna 3a JeKapCcTBaTa OTHOCHO €BEHTYAIHO NPENpPUETUTE
MEPKH U JI0KJIa/IBa OTHOCHO PE3YITATHUTE;

M3MCKBa 0T PpKOBO/IHATA TpyIa 3a JeKapcTBaTa Jia MpeJoCTaBU MPEenopbKU WK Aa
KOOp/AMHUPA MEPKUTE, KAaKTO € MPeIBUACHO B wieH &, maparpadu 3,4 u 5;
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)

pasricixiaa HeO6XO,Z[I/IMOCTTa OT MCIUIMHCKHU MCPKH 3a HpOTI/IBOI[GI\/'ICTBI/IC B
CHOTBETCTBUE C WieH 12 u wien 25, OykBa 0) ot Pernmament (EC) 2020/[.. 1%

OCBILECTBSIBA BpB3KAa C TPETH JbpPKaBU M CHOTBETHUTE MEXKIYHAPOIHU
OpraHm3aliy, KOraro € LejechoOpa3Ho, 3a HaMmalsiBaHEe Ha MOTEHLUUATHHS WIH
peaHusi HEJOCTUI Ha JIEKAPCTBEHUTE IMPOJIYKTHU, BKIIOYEHU B CHUCHIUTE Ha
KPUTHUYHO Ba)KHUTE JIEKapCTBa WM Ha TEXHUTE aKTUBHU (papMalieBTUYHU ChCTaBKH,
KOraTo TE€3M NPOJIYKTH WM ChCTaBKU ce€ BHAcAT B (Cbl03a WM KOraTo TO3HU
MOTEHIIMAJICH WM peajieH HEJOCTUT OKa3Ba BB3JICHCTBUE Ha MEXIyHApOIHO
paBHHUILIE.

Ynen 13

Komynukayus omunocno Pvkogoonama epyna 3a rekapcmseama

Upe3 cBOsA MHTEpPHET NOpPTal U APYIM MOAXOLAIIM CPEACTBA U 3a€IHO C HALMOHAIHUTE
KOMIIETEHTHH OpraHu AreHIusATa MHPOpPMHpa OOIIECTBEHOCTTA U 3aWHTEPECOBAHUTE TPYIH
B 00J1acTTa OTHOCHO paboTara Ha PhKkoBOHATA TpyNa 3a JeKapcTBaTa.

I'nasa 111

JlekapcTBeHN NPOAYKTH, KOUTO HMAT MOTEHI[MAJ 32 Oopda ¢
U3BBHPEIHU CUTYAllUH B 00J1aCTTA HA 001ECTBEHOTO 3/paBe

Ynen 14
Pabommna epyna 3a uzevHpeonume cumyayuu

Co3naBa ce PaboTHa rpyna 3a U3BbHPEIHUTE CUTYallMH KaTO YacT OT AreHuusTa. Ts
Cce CBHMKBa IO BpeMe Ha W3BBHPEIHH CHUTyallud B O0JlacTTa Ha OOIIECTBEHOTO
3ApaBC — C JIMYHO MNPUCBCTBHUC HA YICHOBCTC WM JUCTAHIIMOHHO. AFGHHI/IflTa
OCUTYpsiBa CEKpeTapuaTta M.

[lo Bpeme Ha U3BBHpPENIHM CHUTyalluM B 00JacTTa Ha OOIIECTBEHOTO 3/paBe
PaboTHara rpyna 3a U3BbHPEIHUTE CUTYAIIMH U3IIBJIHABA CICIHUTE 3a/1aUH:

a) npeaoCTaBsd HAYYHU KOHCYJITAllUW U U3BBPIIBA MMPErJICa Ha HAJTMYHUTC HAYYHU
JAHHU OTHOCHO JIEKapCTBEHUTE MPOJYKTH, KOUTO MMaT MOTEHIHal 3a 6opba ¢
U3BBbHpEAHATA CUTyaluss B oOjacTra Ha OOIIECTBEHOTO 3/paBe, KaTo
BKJIFOYMTETHO M3UCKBA JIAHHU OT pa3paOOTUYHMIIMTE M 3aroyuBa MpeaBapUTETHU
pasroBOPH C THIX;

0) U3BBpIIBA TMperjeJ] Ha MPOTOKOJUTE HA KIWHUYHUTE W3NUTBAHUS W
MPEeIOCTaBs  KOHCYIATAllMM Ha  Pa3paOOTUYUIIUTE OTHOCHO  KIIMHUYIHH
W3MHUTBaHUA, KOUTO 1ie Obaat nposeneHu B Chro3a, 3a JIGKAPCTBEHU MPOAYKTH,
MpeHa3HAYeHHU 3a JICUCHHWE, NMPEBEHITUSA WU JTUArHOCTHKA Ha 3a00JIIBaHETO,
MIPUYMHSBAIIO U3BBHPEHATA CHTYAIMs B 00JIacTTa Ha OOIIECTBEHOTO 3JIpaBe,
B CHOTBETCTBHE C WieH 15;

B)  TNPEAOCTaBs Hay4Ha IOJAKpena 3a YJIeCHSBaHe Ha KIMHWUYHHUTE HM3MHUTBAHUS,
KouTo mie Obpar mpoBeaeHn B Cbro3a, 3a JEKapCTBEHM IPOIYKTH,

20

[a ce 0obasu npenpamxa kom npuemus mexcm, nocouen 6 6enedxcka noo aunus 4]
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MpeIHa3HAYEHU 3a JICUCHUE, MPEBEHIUS WU TUArHOCTHKA Ha 3a00JISBaHETO,
MPUYMHSBAIIO W3BbHPEAHATA CUTYaIUsl B 00JIacTTa Ha OOIIECTBEHOTO 3IpaBe.
Ta3u momkpena BKJIIOYBA KOHCYJTAIMM HA CIIOHCOPHTE HA TOJOOHU WIIU
CBBbpP3aHH IUIAHUPAHU KIMHUYHU W3MUTBAHUS OTHOCHO M3TOTBSHETO HA TSIXHO
MSCTO Ha ChbBMECTHHM KJIMHUYHHM HM3MUTBAHUS, KOUTO MOXE Ja BKIIOYBAT U
KOHCYJTAI[MM OTHOCHO CKJIFOUBAaHE HA CIIOPA3yMEHHS 3a CIIOHCOPCTBO WJIH 32
CHBMECTHO CIIOHCOPCTBO B CHOTBETCTBHE C WieH 2, maparpad 14 u unen 72 ot

Pernament (EC) 536/2014;

r) moamomara paborara Ha HayYHHTE KOMUTETH, paOOTHHUTE IPyNU M HAYIHUTE
KOHCYJITaTUBHU I'PyNU HA ATE€HIUATA;

1) TPeAaoCTaBs HAYYHH MPEIMOPHKH IO OTHOIICHWE Ha yrnorpebara Ha BCEKH
JICKapCTBCH TMPOJYKT, KOWTO MOXE Ja HMMa IOTCHIHMA] 3a CIHpPaBsSHE C
W3BBHPEIHHU CHUTYAIlMH, CBHP3aHU C OOIIECTBEHOTO 3/IpaBe, B ChOTBETCTBUE C
uiien 16;

€) ChIpyAHMYM ¢ opranute u areHuuure Ha Cphio3a, CBeToBHaTa 37paBHA
OpraHm3aiys, TPETU CTPAaHU U MEXKIYHAPOJHU HAYYHH OpraHU3alUU I10
HAaYYHHUTC U TCXHUYCCKUTC BBIIPOCH, CBBpP3aHHU C HU3BBHPEAHATA CUTyallUsd B
o0racTTa Ha OOIIECTBEHOTO 3/IpaBe U C JIEKAPCTBEHUTE MPOIYKTH, KOUTO MOXKE
Ja WMaTr MOTEeHIMan 3a Oopba C M3BBHPEAHHUTE CHTyallMd B O0JIacTTa Ha
00IIECTBEHOTO 3/IpaBe, Copel HEOOXOAMMOCTTA.

PaboTHara rpymna 3a M3BBHPEIHHUTE CUTYAallMd € ChCTAaBE€HAa OT MPEACTABUTENH Ha
HayYHUTE KOMUTETH, pabOTHUTE TpYHH U CIYKUTeIUTe Ha ATreHLUsATa,
KOOpJAMHAIIMOHHATa TIpyna, Cb3JajJeHa B  CbOTBETCTBUE C  ujeH 27 OT
HupextuBa 2001/83/EO u KoopauHanuoHHata W KOHCYJITaTHBHA TIpyla 110
BBIIPOCUTE HA KJIMHUYHUTE W3MUTBAaHUS, Ch3/1aJieHa B ChOTBETCTBHE C uJjieH 85 oT
Pernament (EC) 536/2014.2' Ako e HeoOXOomMMO, MoraT Ja ObJaT Ha3HaueHH
BBHIIHU €KCIIEPTH ¥ J]a ObJaT KaHEHH MPEICTABUTENN Ha JAPYrH OPTaHd M areHIUU
Ha Cpro3a Ha ad hoc ocHoBa. PabGoTHara rpyna 3a W3BBbHpPEIHUTE CHUTyallUH cCe
npesiceaaTencTBa OT ATeHIUsITA.

CocraBbT Ha PaboTHara rpymna 3a HU3BBHPCAHUTC CUTyAllUHU CC OI[O6p$IBa oT
praBI/ITeJ'IHI/IS{ ChBCT Ha AFGHIII/I?[Ta. M30eIHUTETHUAT AUPCKTOP Ha AFGHIII/I?ITa N
HETOB NIPCACTABUTECIT U IPEACTABUTCIIA HaA Komucusara nmar MpaBo a MPUCHCTBAT HA
BCHYKH 3aCCIaHUA.

Hpe,[[CCI[aTeHSIT MOXKXEC Ja IIOKaHM Ha 3aCCIaHusTa Ha PaboTtHaTa rpymna 3a
HU3BBHPCIHUTE CUTyalluUn NpEaACTAaBUTCIIM Ha AbPXKABUTC YIICHKH, YJICHOBE Ha
HayYHH KOMHTCTU Ha Ar CHIUATA H pa6OTHI/I rpymnuv, KakKTO W TpPETHU CTpPaHHU,
BKJIIFOUHUTCIIHO IpeaACTaBUTCIINU Ha 3aUHTCPCCOBAHU rpymu, CBbHpP3aHU C
JICKApCTBCHUTC MMPOAYKTH, TUTYJIAPU HA pa3pClICHUA 3a ThbproBUs, pa3pa60TqHu1/1 Ha
JICKApCTBCHU TMPOAYKTH, CIIOHCOPU Ha KIMHHUYHW UIIMUTBAHUA, NPCACTABUTCIIM Ha
MpPCXKHU 3a KIMHUYHHU H3INUTBAHUA W 3aUHTCPCCOBAHHU TPYIH, IMMPCACTABIISIBAIIINA
HNaIMUEHTUTC U MCIUITMHCKHUTC CIICIHIUAJINCTHU.

PaGoTHata Tpyna 3a UW3BBHPEJHHTE CHUTYyallMd M3TOTBSI CBOM MpPaBUIHHUK 3a
JNENHOCTTA, BKIFOYUTEIHO MPAaBHJIa 32 IPUEMAHETO Ha NpenopbKu. [IpaBMIHUKBT 3a

Pernament (EC) Ne 536/2014 na EBpomneiickus mapnamenTt u Ha CbBeTa ot 16 anpun 2014 r. 0OTHOCHO
KJIMHUYHUTE W3MUTBAaHWS Ha JIGKAPCTBEHW INPOAYKTH 3a XyMaHHa ynorpeba W 3a OTMSHAa Ha
Hupextusa 2001/20/EO (OB L 158, 27.5.2014 r., c1p. 1).
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HGfIHOCTTa BJIn3a B CHJIa CJICH HonyanaHe Ha ITOJOXHUTCIIHO CTAHOBHUIIEC OT
Komucusita nu YnpaButenHusi CbBeT Ha ATE€HIUITA.

PaGoTHata rpyna 3a HM3BBHPEAHUTEC CUTYAIlMM H3MBJIHABA CBOUTE 3aJadyd Karo
OTJIeJICH OpraH, KOWTO He 3acsra 3aJjaunuTe Ha HaAyYHUTE KOMUTETH Ha ATCHIIUATA 10
OTHOIIICHHE Ha pa3pellaBaHeTO, KOHTposia W (apMaKOJIOTMYHUS Haa30p Ha
CHOTBETHHUTE JIEKAPCTBEHH TPOJIYKTH U CBBP3aHUTE PErYIaTOPHU JCUCTBHS, 3a J1a Ce
rapaHTUpa KavyecTBOTO, Oe30macHOCTTa U e(puKacHOCTTa mM. PaboTHara rpyma 3a
W3BBHPEHUTE CUTYaIlUH B3eMa IMPEIIBUJ BCUYKH HAYYHU CTAHOBHIIA, H3TOTBCHU OT
Te3n KOMHUTeTH B  choTBercTBHe C  Permament (EO)  Ne 726/2004 wu
JHupexrtusa 2001/83/EO.

[To oTHOIIEHHE HA MPO3PAYHOCTTa U HE3aBUCMMOCTTAa HA WICHOBETEe Ha paboTHaTa
rpyna 3a HW3BBHPEIHHUTE CHUTyaluu ce npuiara wieH 63 ot Permament (EO)
Ne 726/2004.

AFGHHI/IﬂTa HY6J'II/IKYB8. PIH(bOpMaI_[I/IH OTHOCHO JICKAPCTBCHUTC IMPOAYKTHU, 3@ KOUTO
Pabornara Ipyna 3a U3BBHPCAHUTC CUTyallMH CMATA, Y€ MOXKE da UMAT IMMOTCHLUAII
3a 60p6a C UBBBHPCAHUTC CUTYALIUH B obnacrtra Ha O6H_ICCTBCHOTO 3ApaBC, KaKTO U
BCHUYKH aKTyaJIM3allu Ha CBOSA MHTCPHET IMOPTaJ.

Ynen 15
Koncynmayuu omnocro knunuyHume usnumeanust

ITo Bpeme Ha U3BBHpEHA CUTYyalUs B 001acTTa Ha 00IIEeCTBEHOTO 3apaBe PaboTHara
rpyla 3a U3BBHPEIHUTE CUTyallud W3BBPIIBA MpErJe] Ha IPOTOKOIMTE Ha
KJIMHUYHUTE U3MUTBAHUs, NPEACTaBEHH WJIN MOATOTBEHH Aa ObAAT MPEICTaBEHU B
3asiBJICHUE 3a KJIMHUYHU U3NUTBAHUSA OT Pa3pabOTUUIUTE Ha JIEKAPCTBEHU MPOILYKTH
KaTo 4acT OT YCKOPEH MPOLEC 32 HAYYHU KOHCYJITALUU.

Koraro mameH pa3paboT4uk ydacTBa B YCKOPEH MPOIEC 3a HAYYHU KOHCYJITAIIHH,
PaGoTHara rpyma 3a W3BBHPEOHHUTE CHUTYallMM TMPEJOCTaBS TAaKUBA KOHCYITAIHH
Oe3mIaTHO HaW-KbCHO 20 IHU ciiel IIOJaBaHETO 10 ATreHIUSTa Ha IIBJIEH ITAKET OT
uckaHata uHbopMalus U JaHHU OT CTpaHa Ha paspaborumka. KoHcynramuute ce
onobpsBat or KoMuTeTa 110 JIeKapCTBEHUTE MPOTYKTH 3a XyMaHHA yroTpeoa.

PaGornara rpyia 3a U3BbHPCIAHUTC CUTYallUU OIPEACIIA IMPOUCAYPH 3a 3aABJIICHUCTO
n MpeaAaBaHCTO Ha HMCKAaHUA TIIAKET OT HHq)OpMaHHﬂ N JaHHH, BKJIKOYBaIl
I/IH(I)OpMaI_[I/HI OTHOCHO JObpiKaBaTa YJICHKa WKW AbPXKABUTC UYICHKH, B KOUTO €
nmogaJacHo WM CC IIJIaHWpa Oa 6’1)[[6 nogaJCHO 3adABJICHUC 3a pa3pCHICHUC 3a
MPOBCIKAAHCTO HA NAJICHO KIIMHUYHO U3TIUTBAHC.

[Ipn moAroTBIHETO HAa HAyYHUTE KOHCYJITAllMM pabOTHATa rpyna 3a U3BBHPETHUTE
CUTYyallUu CU ChTPYAHHUYU C NPEACTABUTEIN HA AbpPrKABATa YWICHKA WUIIU JbpPXKABUTE
YJIEHKH, B KOUTO € MOJAJECHO WU Cc€ IUIaHupa Ja ObAe MOAAJCHO 3asBICHHUE 3a
paspelieHue 3a MpOBEXKAAHETO Ha JAJICHO KIIMHUYHO U3IIUTBAHE.

HpI/I PA3rICKIAaHCTO Ha 3ad4BJICHUC 3a U3/JaBAaHC HA pPa3pCHICHUC 3a MPOBCKIAHC HaA
KIMHUYHO M3IIMTBAHC, 3a KOCTO € ouna npeaoCcraBCHa HAay4dYHa KOHCYJITAlUA,
ABPIKABUTE YIICHKU CC C’BO6p33$[BaT HAAJIC)KHO C Ta3u KOHCYJITalus.

Koraro pa3paboT4ukbT € mojydarel Ha HaydyHU KOHCYJITAIMH, TOW BIIOCIEACTBHE
npefaBa Ha ATEHIUATA JaHHUTE, TOJYYCHH OT KIWHUYHWUTE W3MHUTBAHUS CIE
OTIIPaBEHO MCKAHE ChIIacHo 4ieH 16.
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be3 ma ce 3acsarar pasmopen0OuTEe Ha HACTOSILIUS WIEH, B JAPYIH CIydad HaydyHH
KOHCYJITAllMM C€ TPEJAOCTaBAT  HA TE3W pa3padOTYMIA B CHOTBETCTBUE C
MPOIIEIyPHUTE, ONIPEIeIICHH chIilacHO wieH 57 ot Permament EO Ne 726/2004.

Ynen 16

IIpeaned na nekapcmeenu NPOOYKMuU U RPENnOPBLKU OMHOCHO MAXHAMA YRompeoa

Cren mpU3HABAaHETO HA HAIMYMETO HA M3BBHPEIAHA CHUTyaluss B o0acTra Ha
O0IIECTBEHOTO 31paBe paboTHAaTa Tpyma 3a W3BBHPEIHUTE CUTYAllMH W3BBPIIBA
nperse] Ha HaIMYHUTE HAYYHU JAHHU OTHOCHO JICKAPCTBEHHUTE MPOIYKTH, KOUTO €
BB3MOXKHO Jla MMAT MOTEHIMAN 32 00pOa ¢ M3BBbHpPEIHATA CUTYyalus B 00JlacTTa Ha
00IecTBeHOTO 3apaBe. IlpernenbT ce akTyaau3upa pEeIOBHO IO BpeMe Ha
M3BBHpPEHATA CUTYyallUs B 00JIaCTTa Ha OOILIECTBEHOTO 3/IpaBe.

ITpu noxaroTsiHeTo Ha nperyiena PaboTHara rpyma 3a U3BbHPEAHUTE CUTYyalluld MOXKe
1a “3ucKa MHpOpManus U JaHHH OT TUTYJISPUTE HA Pa3pelieHHs 3a ThProBUS U OT
pa3paboTuuLuTe, KaKTO U Jja MPOBEXKAA MPpeIBApUTEIHH TUCKYCUH ¢ TsX. PaboTHara
rpyna 3a H3BBHPEIHWTE CHUTyallud MOXKE CBLIO TakKa, KOraro € BB3MOXKHO, Ja
U3I0JI3Ba OOCEpPBAlMOHHM MPOYYBAHUS Ha 3/paBHU JaHHU, CHOpPAaHU HU3BBH
KJIMHWUYHUTE U3IUTBAHUs, B3€MalKH IIPEBUJ] TAXHATA HAJIEKIHOCT.

Bb3 ocHOBa Ha MCKaHE OT €1Ha WJIM MOBEYE IbpKaBU 4ieHKH win oT Komwucusita
PaGoTrHara rpyna 3a UW3BBHPEIHHTE CHUTyalWu mpenoctaBs Ha Komwurera 1m0
JIEKapCTBEHUTE MPOAYKTH 3a XyMaHHa ymnorpeba MpenopbKH 3a HW3TOTBSHE Ha
CTaHOBHILE B ChOTBETCTBHE C maparpad 4 OTHOCHO CIIEAHOTO:

a)  majnMaTuBHATa ynotpeba Ha JEKapCTBEHH MPOIYKTH, MMOMAJalid B 00XBaTa Ha
Hupextua 2001/83/EO unu Pernament (EO) Ne 726/2004;

0) ymorpebara M pasmpPOCTPAHEHHETO Ha HepaspellleH JCKapCTBEH MPOIYKT B
ChOTBETCTBHE ¢ WieH 5, maparpad 2 ot Iupextusa 2001/83/EO.

Cnen monydaBaHeTo Ha mpenopbkaTa KOMUTETHT MO JEKapCTBEHHUTE MPOAYKTH 3a
XyMaHHa yrmoTpeda mpreMa CTaHOBHIIE OTHOCHO YCIIOBHUSATA 32 YIIOTpeOa, YCIOBHITA
3a pa3npocTpaHeHHe U IeNeBUTe nanueHT. CTaHOBUIIIETO CE aKTyaln3upa, KOrato e
HE0O0XO0IUMO.

JIbpkaBUTE YWIEHKH B3eMaT NpeABH CTAaHOBUIIATa, TocoueHu B naparpad 4. Korato
Ibp’KaBUTE WICHKH M3IOJI3BAT TAKOBA CTAHOBHIIE Ce Ipuiiara wieH 5, naparpadu 3
u 4 ot upextusa 2001/83/EO.

KoraTto wm3rotBs cBowTe TpenopbKH ChriacHo maparpad 3, paborHarta rpyna 3a
W3BBHPEIHNUTE CUTYaIlUH MOXKE JIa C€ KOHCYNATHPA ChC ChOTBETHATA IbPKaBa WICHKA
" J1a U3UCKa OT HEA Oa IpeaoCTaBU PIH(bOpMaI_[I/IH N JaHHU, Ha KOUTO CE€ OCHOBaBa
pElIeHreTo Ha JAbp)KaBaTa YiICHKa Ja HamlpaBH JIEKAPCTBEHHS MPOAYKT HAIWYEH 3a
naymaTuBHA yrnorpeba. Cien TakoBa MCKaHE IbpKaBaTa WICHKA MPEIOCTaBs Is1aTa
M3KcKaHa uHpopmalus.

AreHuusTa MyONIMKyBa Ha CBOSI MHTEPHET MOPTall MpUETUTE ChIiacHo maparpad 4
CTaHOBUIIA, BKIIOUUTEIHO BCUUKHU aKTyaJIU3aLUU.

Ynen 17

Komynukayus omnocno Pabomnama epyna 3a uzebHpeOHume cumyayuu
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Upe3 cBOS MHTEpHET NOpPTAl U APYTH MOAXOMSIIN CPEICTBA M 3a€AHO C HAIlMOHAJIHUTE
KOMIIETEHTHH OpraHu AreHiusita HHQOpMHpa OOIIECTBEHOCTTa U  CHOTBETHUTE
3aWHTEPECOBAaHU IPYMH OTHOCHO JIeifHOCTTa HAa PaboTHaTa rpymna 3a U3BbHPEAHUTE CUTYAIUH.

Ynen 18
HUT uncmpymenmu u 0anHu

3a 1a moAroTBs M J1a TIOATIoMara JeiiHocTTa Ha PaGoTHara rpyna 3a M3BbHPEIHNUTE CUTYallUU
10 BpeMe Ha U3BBHPEIHU CUTYAIlMH B 00JacTTa Ha OOIECTBEHOTO 3/]paBe, ATCHIUATA!

a) pa3paboTBa U MOIbpXKA EICKTPOHHN UHCTPYMEHTH 3a IMojlaBaHe Ha nHpopManus 1
JaHHY, BKIIOYUTEITHO CJICKTPOHHM JaHHU 3a 3J[PAaBOCIOBHOTO CHCTOSIHUE, ChOpaHU
M3BBbH 00XBaTa Ha KIIMHUYHU NPOYYBAHMUS;

0) KOOPJAMHHMpPA HE3aBHUCHUMHUTE IMPOYYBAaHUSA 3a HAONIOJCHHE Ha €(PEKTUBHOCTTA H
0€30MacHOCTTa Ha BAKCUHUTE, KaTO U3MO0JI3Ba ChOTBETHUTE JaHHH, MPEAOCTAaBEHH OT
myOumaHUTe opraHu. Ta3w KOoOpIWHAIMS Ce M3BBHPIIBA CHBMECTHO ¢ EBpomeiickus
LIEHTHP 32 MPo(UIAKTUKA U KOHTPOJI BHPXY 3a00JsIBaHUATA U TO-CIICHUATHO 4Ype3
HOBa TuIaTopma 3a HaOIIOCHNE Ha BAKCUHUTE;

B) KaTo 4acT OT CBOMTE PErylaTOpHU 3aJaud U3Moi3Ba IUppoBUTE UHPPACTPYKTYPH
WM WHCTPYMEHTH, 3a Ja yJecHsBa Obp3us JOCTHI WM aHAIW3 HA HATUYHUTE
€JIEKTPOHHHM JaHHU 3a 3PaBOCIOBHOTO CBHCTOSHHME, CHOpaHUW H3BBH 0O0XBaTra Ha
KJIMHUYHUA TPOy4YBaHUs, © OOMEHA Ha TAaKWBAa JAaHHU MEXIY IbpP)KABUTE YIICHKH,
Arenuusta u Apyru opranu Ha Cbio3a;

r) npeaoctaBs Ha PabGoTHara rpymna 3a MU3BBHPEIHUTE CUTYAllMH JOCTHI J0 BBHHIIHU
W3TOYHULM Ha €JIEKTPOHHU JaHHU 32 3[PaBOCIOBHOTO CBHCTOSHUE, BKIIIOUUTEIHO
JAaHHU 3a 3]IpaBOCIIOBHOTO CHCTOSIHHE, ChOpaHU W3BBH 00XBaTa HAa KIMHUYHHUTE
MPOYYBAHUS, 1O KOUTO ATEHIUATA UM JOCTBII.

I'nasa IV

MOHI/ITOpI/IHF N CMEKYaBaHC HA HEAOCTUI'A HA KPUTHYHO Ba*KHHU
MEIUIINMHCKH U3AC/JIUA U ITOAKPeEIAa 32 CKCIICEPTHUTEC I'PYyIIA

Ynen 19
Hsnvinumenna pvkosooHa epyna 3a MeOuyuHcKume uzoenus

1. Karo wact or Arenuusra ce cb3maBa WM3mbiaHWTENHAa pBKOBOAHA Tpyna 3a
MeAUIMHCKUTEe u3aenus (,,PpkoBomHATa Tpyma 3a MeAMIMHCKUTE u3aenus ). Ts
3acefiaBa ¢ JIMYHO MPUCHCTBUE HA WICHOBETE WJIM JUCTAHIIMOHHO MPU MOATOTOBKATA
3a UW3BBHpENHA CHUTyaluss B o00JlacTTa Ha OOIIECTBEHOTO 3lpaBe WM TpH
HaCTHIIBAHETO HA TaKaBa. ATEHIIMITA OCUTYPsIBA CEKpeTapuara M.

2. PpkoBonHATa rpymna 3a MEOUIUHCKUTE U3JEIUSA C€ CbCTOM OT IPEACTaBUTEN Ha
Arennusra, npeacraButen Ha Komucusita u 1o eAMH BUCOKOIIOCTaBEH MTPEICTABUTEI
3a BCsAKa JbpKaBa WiICHKa. Besdka IbpikaBa WICHKA I1OCOYBA CBOS INPEICTaBUTEIN.
UnenoBere Moxe Aa ObAaT NPUAPYKABAHU OT €KCIEPTH B KOHKPETHH HAYYHU WU
TEXHUYECKU 00JIaCTH.

3. PvkoBOHATA TpymHa 3a MEAMIIMHCKUTE WU3JICTHUS CE MpEACceaaTeICTBa OT ATCHITUATA.
[Ipencenarenar Moxke J1a MOKaHU TPETH CTPAHU, BKIIOUUTENIHO MPEICTABUTENIN Ha
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SaI/IHTepeCOBaHI/I prrII/I B O6J'IaCTTa Ha MCAUIIUMHCKUTEC U3OCIINA Oa HpI/IC’bCTBaT Ha
HEWHUTE 3aceIaHusl.

4, P’bKOBO[[HaTa rpyma 3a MCIUIHUHCKUTC MH3ACIINA HU3rOTBA CBOI IMpaBUJIHHUK 34

JNEMHOCTTa, BKIIOYMTEIHO IPOLENypd OTHOCHO paboTHara rpymna, I[OCOYEHA B
naparpad 5, ¥ 3a IpUEMaHETO Ha CHUCHLH, MaKeTH OT WH(OPMAIHS U MPETOPHKU.
IIpaBWIHUKBT 3a NEHHOCTTA BJIM3a B CWIa ClEJ IOJIy4aBaHE Ha IIOJOKUTEIIHO
cra"HoBulle oT Komucusita u YpaButeiaHusi CbBET Ha AreHuusTa.

5. JlefinocTTa HAa PBpKOBO/IHATA TpyIa 3a MEAUITUHCKUTE U3 1Ie OBbJe MOAKPEreHa

oT pa0OTHa rpyma, ChbCTaBeHa OT €JMHHM 3BCHA 3a KOHTAKT Ha HAI[MOHAIHUTE
KOMITETCHTHH OpPTaHH N0 MEIWLIMHCKHUTE W3JENUs, Ch3IaJeHH B CHOTBETCTBHE C
uneH 23, maparpad 1.

6. P’BKOBOI[HaTa rpyma 3a MCAWLNUHCKUTE H3ACIIHA OTroBaps 3a HU3IIBIHCHUCTO Ha

3aJ]a4nTe, IocoucHH B wicHoBe 20, 21 u 22.

Ynen 20

Cnucvk Ha Kpumu4Ho 8adcHUmMe MeOUYUHCKume uz0enus U uHgopmayus, Kosmo mpabea oa
OvOe npedocmasena

1. HenocpencrBeno cien nmpu3HaBaHETO HAa HAJIWYMETO HAa W3BBHPEIHA CUTyalHs B

o0yiacTTa Ha OOINECTBEHOTO 3/paBe W Cie] KOHCY/ITalus ¢ paboTHaTa CU Tpymna
P’BKOBOI[HaTa rpymna 3a MCOAUUUHCKUTC HU3ACIHA IIPpUEMa CIIMCBK Ha MCAWULIUMHCKUTC
U3JIENNs, KOUTO CUUTA 32 KPUTUYHO BAXKHH IO BPEME Ha U3BBHPEIHATA CUTYaIUs B
obiactra Ha OOMIECTBEHOTO 3/paBe (,,CMIUCHK HAa KPUTUIHO BAKHHUTE MEIUIIMHCKH
U3JIENUS TI0 OTHOIICHUE HA M3BBHPEIHATA CUTYaIus B 00JIacTTa Ha OOIIECTBEHOTO
3apaBe’). CHHUCBKBT CE€ aKTyallu3upa, KOTaro € HeoOXOAMMO, JTOKaTo He ObJe
OTTETJIEHO NMPU3HABAHETO HA HAJIMYMETO Ha W3BBHPEIHA CUTyallus B 00JacTTa Ha
00II1eCTBEHOTO 3/PaBeE.

PvkoBopHATA Tpyma 3a MEIWIMHCKUTE W3JENUs MpUEeMa MaKeT OT HH(opMmalus,
HE00X0/IMMa, 3a J1a Ce CIIEIH MPEAaraHeTo U ThPCEHETO Ha MEAMIIMHCKUTE U3/IEIHS,
BKJIFOUEHHU B CIHUCHKA HA KPUTUYHO BAKHUTE MEIUIIUHCKU W3JIEIHs O OTHOIICHHE
Ha U3BBHpPE/IHATA CUTYaIMs B 00JacTTa Ha OOIIECTBEHOTO 3/1paBe, U MH(opmMupa 3a
TOBa pabOTHATA CH rpyma.

AreHnuaTa myOJUKyBa Ha CBOSI OHJIAWH TOPTaJ CHHCHhKAa HAa KPUTUYHO BAKHUTE
MEIUIIMHCKH U3JENUs 10 OTHOIICHHE Ha M3BBHpEIHATa CUTyalus B 0o0JIacTTa Ha
0O0IIIECTBEHOTO 3/JpaBe ¥ BCUYKU aKTyaJIU3alMK Ha TO3U CIIHCHK.

Ynen 21

Monumopune na Hedocmuea Ha MEOUYUHCKU U30eNUsl, BKIIOUEHU 8 CHUCHKA HA KPUMUYHO
8adCHUME MEOUYUHCKU U30eTUs N0 OMHOUEHUE HA U36bHPEOHA CUmyayus 6 0o1acmma Ha
0OwecmeeHomo 30paee

Bb3 ocHOBa Ha ciMChKa HA KPUTUYHO BAXKHUTE MEAUIIMHCKU U3EIUS 10 OTHOLIECHHE
Ha U3BBHpPEHA CUTYyallsl B 00JacTTa Ha OOIIECTBEHOTO 3[paBe U MHPOpMauUsITa U
JAaHHWUTE, IIPEJOCTaBEHN B CHOTBETCTBHE C UieHOBE 24 u 25, PpKkoBOiHATa rpyna 3a
MEAUIMHCKUTE W3JEIHsl CIeld Npe/laraHeTO U ThPCEHETO Ha MEAUIMHCKHUTE
U3JeNusl, BKIIOUYEHU B TO3M CIIUCHK, C LIEN JIa ce UJICHTU(UILIMpPA BCEKU MOTEHIHAICH
WIA peaJleH HEAOCTHI Ha Te3W MeOUIMHCKH wu3aenus. Karo wact ot To3m
MOHMUTOPHUHI PBKOBOJHATA Ipyla 3a MEAULIMHCKUTE U3AEIUS OCHIIECTBSBA BPb3Ka,
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KOrato TOBa € IlelnechoOpa3Ho, ¢ Kommrera 3a 3apaBHA CUTYPHOCT, Ch3IaJCH B
crorBeTcTBUE ¢ wieH 4 ot Permament (EC) 2020/[...0% u ¢ Koncynrarusaus
KOMHUTET OTHOCHO M3BBHPEIHUTE CUTYallMd B OOJIaCTTa Ha OOIIECTBEHOTO 3/paBe,
CH3/IaJICH B CbOTBETCTBUE C WICH 24 OT CHIIUS PETIIaMEHT.

Karo gact or moHuTopuHTra PBHKOBOMHATA Tpymna 3a MEIUIUHCKUTE H3ICIUS MOXKE
CBIIO Taka Ja W3IO0JI3Ba JAHHH OT PETUCTPH M 0a3W JaHHU 3a MEIMIUHCKUTE
U3JIeNusl, Korato ATEHIUATa UMa JOCTHII IO TaKWBa JaHHU. 3a menTta PrkoBogHaTa
rpyna 3a MEIUIMHCKHTE W3ACTHs B3eMa IPEABH] JaHHUTE, ChOpaHH CBIJTIACHO
yied 108 ot Permament (EC) 2017/745 u unen 101 ot Pernament (EC) 2017/746.

Ynen 22
Jloxnaosane u npenopvKu OMHOCHO Hedocmu2d Ha MEOUYUHCKU U30eNUs.

3a 1sulata MPOIBDKUTENIHOCT Ha Ja/ieHa WM3BBHpEAHA CHUTyalus B oOnacTra Ha
OOIIECTBEHOTO 3/paBe PBKOBOAHATa Tpyma 3a MEAMIUHCKUTE H3ACIHS PEIOBHO
nokiansa Ha Komucusta u moaMpeskara, mocoueHa B wieH 23, naparpad 1, Oyksa 0),
pe3yATaTuTe OT CBOSI MOHHUTOPHMHT M TO-CIICIIMAIIHO CUTHAJIM3UMpa 3a BCEKHU
MOTEHIIUAJICH WIH peajeH HeJIOCTUT Ha MEIUIUHCKU U3/ENusl, BKIIIOUEHU B CIHCHKA
Ha KPUTUYHO BAKHUTE MEAUIIMHCKH HW3JENUA MO OTHOIICHHWE Ha H3BbHpEIHATA
cUTyanus B o0JacTTa Ha OOIIECTBEHOTO 3/IpaBe.

[To uckane na Kommcusita wim moaMmpekarta, mocoueHa B wieH 23, maparpad 2,
OykBa 0), PpkoBo/IHaTa rpyna 3a MEAULMHCKUTE U3JENUs MPENOCTaBsl arperupaHu
JAHHU U MPOTHO3U OTHOCHO THPCEHETO, 32 J1a MOJKPENH KOHCTaTauuuTe cu. B ToBa
OTHOILIEHHE PpKOBOMHATA IpyNa 3a MEIULIMHCKATE U3JENINs OCBILECTBIBA BPB3Ka C
EBpornelickust IeHThp 3a NMpo@uiIakTHKa M KOHTPOJI BbpXY 3a0oisBaHMsATA, 32 Ja
MIOJIy4N EMHJIEMHUOJIOTHYHN JAHHU C LeJN Ja CE€ IMOAIOMOTHE IMPOTHO3MPAHETO Ha
HY)XIUTE BBB Bpb3Ka C MEIUIMHCKUTE u3lenus, U ¢ PpkoBopHara rpyna 3a
JieKapcTBaTa, IMOCOYEHAa B WIEH 3, KOraro MEAMLUHCKH H3ENus, BKIIOUYEHH B
CHUCbKAa HAa KPUTHYHO BAXKHUTE MEAMULMHCKM U3JENHUs 10 OTHOLIEHHE Ha
U3BBHPEHATA CUTYaIUs B 00acTTa Ha OOIIECTBEHOTO 3J/IpaBe, ce MpUiaraT 3aeiHo
C JIEKapCTBEH MPOIYKT.

Karo yact ot goknanBaHeTo, mocodeHo B maparpadu 1 u 2, PpkoBogHata rpymna 3a
MCIUIHUHCKUTE HU3OCINUA MOXE CbIIO TakKa Aa HOpCAOoCTaBU MNPEIMOPBKH OTHOCHO
MEpKHTE, KOUTO MOXe Ja Obaar mpeanpuetu ot Komucusita, AbpKaBUTE WICHKH,
MMPOU3BOJUTCIINTEC HA MCOAUIUHCKU HU3OCIIUA, HOTHq)HHHpaHI/ITC opradmn M Apyru
CyOeKTH, 3a Jla ce MpeJoTBpaTH WJIM CMEKYH IOTCHIHUATHUAT WIA pEaTHUSIT
HelocTHT. B TOBa OTHOIIEHWE TpyraTa OCHIIECTBABA BpPB3Ka, KOraro TOBa €
nenecbobpasno, ¢ Komurera 3a 3qpaBHa cUrypHocT U ¢ KOoHCyATaTUBHUS KOMHUTET
OTHOCHO M3BBbHPEJHUTE CUTYAllUU B 00JIacTTa Ha OOILIECTBEHOTO 3/paBe.

[lo cBos wuHuiumatuBa win no uckaHe Ha Komucuara PwpkoBogHata rpyna 3a
MEIHUIIMHCKUTE U3JICIIHS MOXKE J1a MPEJOCTABH MPENOPHKU OTHOCHO MEPKUTE, KOUTO
MOXe Aa Obaar mpennpueru or KoMmucusra, Ibp:KaBUTE YJICHKH, MPOU3BOAUTEIUTE
Ha MEIUIIMHCKH W3JeNHsi, HOTU(DUIIMPAHUTE OpraHu WU JPYrH CYOEKTH, 3a Ja ce
rapaHTvpa TOTOBHOCT 3a CHpPaBSHE C IOTCHUHUAJIEH WM PEAJEH HEIOCTUl Ha
MEIUIIMHCKU W3JeNus, TPUYNHEH OT W3BBbHpPEAHA CHUTyalus B o0jacTra Ha
0O0IIIECTBEHOTO 3/paBe.

22

[a ce 0obasu npenpamxa kom npuemus mexcm, nocouen 6 benexcka noo aunus 4]
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[To nckane ma Komucusta PproBomHaTa rpyna 3a MEAWIIMHCKUTE H3JCTHS MOXKE,
KOraTo TOBa € Ieecho0pa3Ho, J1a KOOPJIWHUPA MEPKUTE MEXIy HAIMOHATHHUTE
KOMIIETEHTHHU OpraHu, MPOU3BOJIUTEINTE  HA  MEIULUHCKA  W3JIEIHS,
HOTH(HIMPAHUTE OpraHW W JPYrd CYOEKTH, 3a Ja Ce NMPEIOTBPATH WIA CMEKYH
MOTCHIIMATHUAT WM PEATHUSAT HEJOCTUT B KOHTEKCTa HAa M3BBHPEIAHA CUTYaIus B
obyacTTa Ha OOIIECTBEHOTO 3/IpaBe.

Ynen 23

Memoou na paboma u npedocmassme Ha UHGOPMAYUsL OMHOCHO MEOUYUHCKUME UZ0ENUS.

3a ma ce mOAroTBM Aa M3IIBIHSABA 3aJadyuTe, MmocoueHu B wieHoBe 20, 21 u 22,

Arennusra:

a)  ompejens MPOIECAYpUTE 3a U3TOTBSHE HA CIUCHKA HA KPUTHYHO BAKHHUTE
MEIUIIMHCKH H37eNUs N0 OTHOILICHHE Ha W3BBbHPEAHATa CUTyalusi B o0jacTra
Ha 00IIECTBEHOTO 3/PABE;

0) pa3paboTBa palMOHAIM3UPAHU EJIEKTPOHHH CHCTEMH 32 MOHUTOPUHT H
JIOKJIaJIBAHE;

B)  ompenens U MOAIbpKa ChCTaBa Ha paboTHATa rpyma, MocodyeHa B wieH 19,
naparpad 5 ¥ cbCTOSIIA Ce OT SAMHHHM 3BEHA 32 KOHTAKT HA HAIMOHATHHUTE
KOMIIETEHTHH OpraHy Ha JbpPKABUTE WICHKH 110 MEIULIMHCKUTE U3/IEIHS;

I) H3TOTBA W TOAIBbpKA CIHCHK HA CIWHHUTE 3BEHA 32 KOHTAaKT Ha
MIPOU3BOIUTEIINTE Ha MEAUIITHCKU U3JIeNus, YITbJIHOMOIIEHUTE
MPEJICTABUTENH U HOTU(DUIIMPAHUTE OPTaHHy;

1)  Ompenens METOAMUTE 3a MPEeNOCTaBIHETO Ha MPENOphKU U KOOPIAMHHpAHE Ha

MEPKUTE, MPEABUICHU B WieH 22.

Cnen mnpu3HaBaHETO Ha HaJIWYMe HA U3BBHpPEAHA CHUTyalus B o0iacTra Ha
00IIIeCTBEHOTO 3/7]paBe ATCHIIUATA!

a)

6)

W3TOTBS M MOJABPIKA 32 LsJIaTa MPOIBIKATETHOCT Ha U3BbHPEIHATA CUTYAILIUS
B 00JlacTTa Ha OOIIECTBEHOTO 3/IpaBe MOJAMpPEka OT €AMHHU 3BEHA 32 KOHTAKT
Ha MPOU3BOJIUTENINTE HA MEAMIIMHCKH W3JENUs U HOTU(DUIIMPAHUTE OpPTraHH,
Bb3 OCHOBA Ha MCAWUMWHCKHUTC H3JCJIHA, BKIIIOYCHU B CIIMCHbKAa HAa KPUTHUYHO
BOXHUTE MEIULMHCKHA M3JETHUS MO0 OTHOIIEHUE Ha M3BBHPEIHATa CUTYaIus B
oOJacTTa Ha OOIIECTBEHOTO 3/PAaBE;

M3UCKBA MH(POPMAIMs OT 3BEHATa 32 KOHTAKT, BKIIOYEHH B MOJMPEKATa, BH3
OCHOBa Ha NaKera OT HH(pOpManus, OJOOpPEeH OT pPBKOBOJHATA TIpyla 3a
MEIUIIMHCKUTE U3/ICNHs, U ONIPEAesi KpaeH CPOK 3a MPEICTABSIHETO H;

M3KMCKBAa HMH(pOpMaIMs OT €AMHHHUTE 3BEHA 3a KOHTAaKT Ha HAaI[MOHAJIHUTE
KOMIIETCHTHM OpraHd Ha JbpP’KaBUTE WICHKU Bb3 OCHOBA Ha IIakeTa OT
nHpopmanus, o100peH oT PrkoBoaHAaTa rpyna 3a MEIUIIMHCKUTE U3JENUS, U
OIIpeziesisl KpacH CPOK 3a MPEICTABSIHETO M.

WNndpopmanusdra, nocouena B naparpad 2, 0yka 0), BKJIF0OUBa Hail-MaJKo CIE€AHOTO:

a)

6)

HMETO UM aJipeCa Ha HNPOU3ZBOAUTCIA U aAKO € IMPUITOXKUMO — HMETO Ha
YIO'BJIHOMOUICHUA TPCACTABUTECI;

I/I,Z[GHTI/I(I)I/IKaI_II/ISI Ha MCAWUIUHCKOTO U3ACJIMC U HCTOBOTO IMPCAHA3ZHAYCHUC,
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B) HMMETO U HOMepa Ha HOTU(UIHMpPAHUS OpraH U HHGOPMAIMs OTHOCHO
ChOTBETHUS CEPTU(PUKAT WIN CEPTUPHUKATH, KO € IPHIIOKUMO;

F) HOHpO6HOCTI/I OTHOCHO IMOTCHUUAJIHUA WK PCaJIHUA HCAOCTUT', KATO HAIIPUMCP
p€alHu MM TIIPOrHO3HU HA4YaJIHU H KpaﬁHH JaThn W HU3BECTHA HIIHU
npeamnojaracMma rnmpuinHa,

1)  JaHHW OTHOCHO MPOAKOWUTE W Ma3apHUs ST,

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

K) UWHPOpPMALUA OT CHOTBETHUTE HOTH(PHULIMPAHM OPraHd OTHOCHO TEXHUS
pecypceH KamanureT Ja o0paboTBaT 3asBIEHUS U Ja OCBIIECTBSBAT MU
3aBBPIIBAT OLICHKA HA CHOTBETCTBUETO BbB BPb3Ka C MEAMIIMHCKUTE U3JEIH,
BKJIIOYCHU B CIHCbKA HA KPUTUYHO BAXXHUTE MEIULMHCKUA U3AEIUA 10
OTHOILIECHHE HAa U3BBbHPEIHATA CUTYyallUs B 00J1acTTa Ha OOILECTBEHOTO 3/PaBE;

3) PIH(bOpMaI_[I/IH OTHOCHO 6pO$I Ha 3adgdBJICHHUATA, HNOJYYCHU OT CBOTBCTHUTC
HOTI/I(i)I/IIII/IpaHI/I Opradrl BBB BpPb3Ka C MCAWMLIUHCKHUTC MU3ACIIHSA, BKIIFOUYCHU B
CIIMCBbKa Ha KPUTHUYHO BAXHUTC MCIHWIMHCKH H3ACINA II0 OTHOIICHHUC Ha
HU3BBHpPCAHATA CUTyallusd B o0Onacrtra Ha O6HIGCTBCHOTO 3ApaBC, 1 CbOTBECTHUTC
npouneaypu 3a OI€HKa Ha CbOTBCTCTBUETO,

M)  KOraTo OLICHKUTE Ha ChOTBETCTBUETO Ca B MPOLIEC HA U3TOTBSHE — CTaTYChT
Ha OILIEHKAaTa Ha ChOTBETCTBMETO OT ChOTBETHUTE HOTH(PHULUPAHU OPraHU I10
OTHOIICHWE HAa MEIULMHCKUTE WU3JENus, BKIOYEHU B CIUCHKA Ha KPUTUYHO
BOXHUTE MEIMIMHCKH M3/€IMs 110 OTHOUIEHHWE Ha M3BBbHpEIHATa CUTYyalus B
o0sacTTa Ha OOIIECTBEHOTO 3APaBE, U €BEHTYAJIHUTE IPOOIEMH, KOUTO TpsiOBa
na ObaaT pemieHd, 3a Ja ObJe 3aBbpILIEH MPOLEChT Ha OLEHKAa Ha
CbOTBETCTBHUETO.

Ynen 24

3aovacxcenus na npouzsooumenume Ha MEOUYUHCKU U30eNUs, YHBAHOMOWEHUME

npeocmasumenu u Homuguyupanume op2anu

3a 5a ce yJlieCHU MOHMTOPHUHIBT, IOCOYEH B WieH 21, U ciel uckaHe OT CTpaHa Ha
AreHIuATa NPOU3BOJUTEINTE HA MEIULIMHCKUTE U3/ENHs, BKIIOUEHU B CIIUChKA HA
KPUTHYHO BaXHUTC MCIULOMWHCKHU M3ACIIHMA 110 OTHOIICHHME Ha UW3BBHpPCAHATA
cuTyanusi B o0Oiactta Ha OOIIECTBEHOTO 3/paBe, M KOraTo € HeoO0XOAUMO,
CbOTBETHUTE HOTHU(GUIMPAHW OpraHM IMPEACTaBAT H3HMCKBaHaTa HHGOpManus B
paMKUTE Ha Cpoka, omnpeneneH oT AreHuusta. Te moaaBaT H3UCKBaHATa
I/IH(bOpMaI_[I/ISI IOCPEACTBOM 3BC€HATA 3a KOHTAKT, OMNPEACIICHU B CBHOTBCTCTBHE C
yiieH 23, maparpad 2, KaTO H3MOJ3BaT METOAWTE M CHUCTeMara 3a JOKJIaJIBaHe,
YCTaHOBEHHU chriacHo wieH 23, maparpad 1. [Ipm HEoOXOaUMOCT ce MpeaoCTaBsT
aKTyaJIu3aluu.

[IpousBonuTenure Ha MEAUIIMHCKU U3/AETUS U ChOTBETHUTE HOTU(MUIIUPAHU OpraHU
000CHOBaBAaT OTCHCTBHETO HA BCAKA M3MCKBaHA MH(OpPMAIUSA M BCSIKO 3a0aBsHE Ha
MIPEIOCTABSIHETO M B paMKHTE Ha ONpeeNieHUs] OT ATEHIUATA CPOK.

AKO TpOM3BOAMTENINTE HAa MEIUIMHCKUTE W3JeNUs, BKIIOYEHH B CIHUCHKAa Ha
KPUTHYHO BA)XKHUTE MEIWIMHCKM W3JCTHs 10 OTHOIICHHWE Ha W3BBbHpEIHATA
cUTyauus B 00JIacTTa Ha OOIIECTBEHOTO 37paBe, U CHOTBETHUTE HOTU(DUIIMPAHU
OpraHd Iocoyar, 4e HojajeHata MH(OPMALUS HIM YacTH OT Hesl MPEACTaBIIABAT
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THPrOBCKa TaifHa, T€ MOCOYBAT ChOTBETHUTE YACTHU M YTOYHSIBAT MPUUYUHUTE 32 TOBA
yKa3zaHue. ATEHIMATa OLEHSBAa OCHOBAaHMATA 3a BCSIKO HCKaHE M 3alllUTaBa Tasu
MOBEPHUTEIHA ThProBCKa HHPOPMAIUsS OT HEOOOCHOBAHO pa3KpUBaHE.

AKO TpOM3BOAUTEIUTE HAa MEIMLHMHCKUTE U3JCIINsA, BKIIOYCHUM B CIHCBHKAa Ha
KPUTUYHO BAXHUTE MEIUIMHCKM U3JENIMA [0 OTHOIIEHUWE Ha W3BbHpEIHATa
CUTyalus B 00JIacTTa Ha OOLIECTBEHOTO 3/paBe, U ChOTBETHUTE HOTU(ULUpPAHU
OpraHu pasmojaraT C JONBJIHUTENHAa WHPOpPMALUsA, B KOSITO C€ ChABPKAT
JI0Ka3aTelICcTBa 3a MOTEHIMAJIeH WM peajeH HEJOCTHUI, T€ MPEeJoCTaBsAT He3a0aBHO
Ta3u uH(opMaIus Ha AreHIusTa.

Crnen nokiasBaHETO HAa PE3yATaTUTE OT MOHUTOPUHTA M €BEHTYATHHUTE MPENOPHKU
OTHOCHO MEpPKHUTE 3a MPEIOTBPATSABAHE WM CMEKYaBaHE B ChOTBETCTBUE C WICH 22,
MIPOU3BOJIUTENINTE HA MEIULMHCKUTE M3/ENUs, BKIIOUYEHU B CIIUCHKA HA KPUTHYHO
BOKHUTE MEIUIMHCKH W3JENWs 1O OTHOIICHHWE Ha HW3BBHPEJHATA CHUTYyalHs B
o0racTTa Ha OOIIECTBEHOTO 3[IpaBe, U ChOTBETHUTE HOTU(DUIIUPAHU OPTaHHU:

a)  TPEICTaBIT Ha ATEHLMSITa CBOUTE KOMEHTApH;
0)

B)  B3eMaT IpPEJBU] €BEHTYAJHUTE MPEMOPHKU U HACOKHU U CIIa3BaT €BEHTYATHUTE
MEpKH, MPEANPUETH Ha paBHUIIETO HAa Chi03a M HA PaBHUIIE JbP’KABH WICHKH
CBIJIACHO WiIeHOBE 25 u 26;

r) yBEAOMABAT PwkoBogHaTa rpymna 3a MCAUIOHUHCKHUTEC H3ACIHUA OTHOCHO
CBCHTYAJIHUTC NPCAINPUCTH MCPKH HW AOKJIaABAT OTHOCHO PE3YJITATUTE,
BKIIFOUHUTCIIHO I/IH(i)OpMaI_[I/IHTa OTHOCHO IIPCOMO0JIABAHCTO Ha IIOTCHIHAJIHUSA
WA pCaJIHUS HCAOCTUT.

Axo MPOU3BOAUTCIINTEC HAa MCEAULUHCKUTC HW3JAC/IHA, BKIIOYCHU B CIIMCbKAa Ha
KPUTHYHO BaXHUTC MCIULOMWMHCKHU M3ACIIHMA 110 OTHOIICHHME Ha UW3BBHpPCIAHATA
CUTyalus B o0OyacTTa Ha O6H_ICCTBCHOTO 3ApaBe, ca YCTAHOBCHU U3BBH Cp103a u HE
Morat aa mnpeaoCTtaBAT HU3HMCKBaHATa I/IH(i)OpMaHI/IH B CHOTBETCTBHEC C HACTOAIIWA
WICH, T4 CC MPEAOCTABA OT YII'bJIHOMOIICHUTEC IPCACTABUTCIIN.

Ynen 25

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

Hedocmuea Ha MeOUYUHCKU U30enust

3a Aa CC YJICCHU MOHHUTOPUHI'BT, IMOCOUCH B YJICH 21, CJICA HWCKAaHC OT CTpaHa Ha
AFCHHI/ISITa M B PAMKHTC Ha CPOKa, ONIPEACIICH OT arCHIuATa, AbPKABUTEC YJICHKU:

a)  TOAaBaT M3UCKBAaHUS OT ATrEHIHUATA MaKeT OT MHQOpMalHUs, BKIIOUUTEITHO
uH(popMalMsg OTHOCHO HYXKAWTE, CBBP3aHH C MEAMIMHCKUTE W3JeNHs,
BKJIIOYEHH B CIHCHKA HAa KPUTUYHO BAXKHUTE MEIUIMHCKH WU3JENIUs I10
OTHOIICHHWE Ha U3BBbHPEIHATA CUTYyalusl B 00JaCTTa Ha OOLIECTBEHOTO 3/paBe,
U HaJUYHUTE M MPOTHO3ZHUTE JaHHU OTHOCHO o0eMa Ha TBPCEHETO,
MOCPEACTBOM CIELIMATHUTE M 3BEHA 32 KOHTAKT M KaTO M3IMOJI3BAaT METOJUTE U
crcTeMara 3a JI0KJaJBaHe, YCTaHOBEHHU ChIVIacHO ujieH 23, maparpad 1,

06) mocoYyBaT HAJIMYMETO Ha €BEHTYaHa MOBEPUTENHA ThProBCcKa UH(popManus u
YTOYHSBAT IPUYUHUTE 32 TOBA YKA3aHUE;

B)  yBEAOMSBAT 3a OTCHCTBHETO HAa €BEHTYyallHA U3HMCKBaHa MH(OPMAIHS U BCSIKO
3a0aBsiHE B IPEJOCTABSIHETO M B PAMKHUTE Ha ONPEACICHUS OT ATEHIUATA CPOK.
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Korato TtoBa € HCOGXO,Z[I/IMO, 3a Ja U3INBJIHAT CBOUTC 3aABbJIZKCHHA 3a JOKJIaABAHC,
ompeneneHu B maparpad 1, IppkaBuUTe UYIEHKH CchOUMpaT WHGOpPMAIHS OTHOCHO
MCIUIIUHCKUTEC U3ACIINUSA, BKIIIOYCHH B CIIMCHbKA HAa KPUTUYHO BAXKHUTC MCIHUIMHCKU
U3JIENUS TI0 OTHOIICHUE HAa M3BBHpEIHATAa CUTyalus B o0acTTa Ha OOIIECTBEHOTO
31IpaBe, OT MPOU3BOAUTEIINTE, BHOCHTEINTE, AUCTPUOYTOPUTE M HOTHU(PHUIHUPAHUTE
OpraHu.

AKO IbpKaBUTE YICHKH pas3lojiaraT ¢ JOMBJIHUTENHA HH(OpMAIHs, B KOATO Ce
ChABPKAT JI0KA3aTEICTBA 3a MOTEHUUAICH WIA PEAIeH HEIOCTHUI, T€ IIPEIOCTaBAT
He3a0aBHO Ta3u MHQOpManus Ha PBbKOBOAHATA Tpyra 3a MEIUIIMHCKUTE H3ICTHS
4Ype3 CBOUTE 3BEHA 3a KOHTAKT.

Cnen karo AOKIaABaT 3a pE3yJTaTUTE OT MOHUTOPUHIA U BCHUYKU IPENOPBKU
OTHOCHO MEpPKHTE 3a MPEeJOTBpPaTSIBAHE WM CMEKYaBaHE B ChOTBETCTBHE C WJIEH 22,
IbpKABUTE YICHKHU:

0) mpoydBaT HEOOXOAMMOCTTA Ja IPEJAOCTABAT BPEMEHHO OCBOOOXKIABaHE Ha
paBHMILE  JObpKaBM  WICHKH  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 WIIH
pCaTHUAT HEIOCTUT HAa MEIUIIMHCKA W3JICIHs, BKIIOUYCHH B CIUCHKAa Ha
KPUTUYHO BXHUTEC MEIUIMHCKH W3JCIHUS [0 OTHOIICHWE Ha HM3BBHHpEIHATA
CUTyalus B 00JIaCTTa Ha OOIIECTBEHOTO 3/IPaBe;

B)  B3eMaT IpPEJBUJ EBEHTYAJHUTE MPENOPHKU U HACOKHU U CIIa3BaT €BEHTYAIHUTE
MEpKH, IPEANPUETH Ha paBHUILETO Ha CbI03a CHIVIACHO WiieH 26;

r) yBeaoMmsBaT PwkoBojHATa rpymna 3a MEAUIIMHCKUTE U3JEIUS OTHOCHO BCHUYKH
MPEANPUETH MEPKM M JOKJIAJABAT OTHOCHO pE3YJITaTUTE OT TE3U MEPKH,
BKJTIOYUTEHO HH(POpPMAIUATA OTHOCHO TMPEOJOJSIBAHETO Ha TMOTEHIIUATHUS
WJIA PEaJIHUsl HEJOCTHUT .

Ynen 26

Pons na Komucusma no omuouienue Ha MOHUMOPUHSA U CMEKUABAHEMO HA Hedocmuea Ha

MeOUYUHCKU U30eUs]

Komucusara Bzema npeaBua I/IH(1)OpMaI_II/I$ITa OT HPCIHOPBKHUTEC Ha PwvkoBoaHara rpymna 3a
MCIHUIMHCKUTEC U3OCITNA U

a)

6)

npeanpuemMa BCHUYKM HEOOXOTUMM JAEUCTBUS B PAaMKHUTE Ha IPeIOCTABEHUTE M
MPAaBOMOIIHS C OTJIEN Ja C€ CMEKYM MOTCHIMATHHIT WIH PEATHUAT HEAOCTHT Ha
MEIULUHCKA W3/€JHsl, BKIIOYEHN B CHHChKAa HA KPUTUYHO BAKHUTE MEIULIMHCKH
M37IeTHS 10 OTHOIICHNE HAa M3BBHPEIHATA CHTYaIMsl B 00JacTTa Ha OOIIECTBEHOTO
3/IpaBe, BKJIIOYUTEITHO, KOraro TOBAa € HEoOXOAMMO, TPeloCTaBs BpPEMEHHO
ocBoOOIaBaHe Ha paBHHIIeTO Ha Cblo3a cbriaacHo uieH 59, maparpad 3 ot
Pernament (EC) 2017/745 unu unen 54, naparpad 3 ot Pernament (EC) 2017/746;

pasriexa HeoOXO0JUMOCTTa OT HACOKH 3a IbPKaBUTE WICHKH, IPOU3BOIUTEIUTE HA
MEIULMHCKH U3/1eNHs, HOTU(QHUIUPAHUTE OPTraHu U IpYTU CyOeKTH;

u3uckBa OT PbKkoBOgHAaTa Tpyma 3a MEAWLMHCKUTE U3JENUS Ja MPeIoCTaBU
MPENOPBHKU UITH J1a KOOPAMHUPA MEPKUTE ChITIaCHO ujieH 22, maparpadu 3,4 u 5;
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r) pasriexxaa HeoOXOAMMOCTTa OT MEIUIMHCKHM MEpKH 3a IPOTUBOJCHCTBHE B
CHOTBETCTBUE C WieH 12 u wien 25, OykBa 0) ot Pernmament (EC) 2020/[.. 15

1) OCBILECTBSIBA BPb3Ka C TPETH CTPAHU U CHOTBETHUTE MEXKIYHAPOIHU OpraHU3AIINH,
KOraTo TOBa € IIeJIeChOOpa3Ho, 3a J1a Ce CMEKYM MOTEHIUAIHUAT WIH PEaTHUSAT
HEJIOCTUT Ha MEIUILIMHCKUTE U3/IEIHs, BKIIOUEHU B CIMCHhKA HA KPUTUYHO BAKHUTE
MEIUIIMHCKH U3JENUs 10 OTHOIICHHE HAa W3BBHpEAHATa cUTyalus B o0jacTra Ha
OOIIECTBEHOTO 3/IpaBe, WM TEXHHUTE CHCTABHH YAaCTH, KOTATO TE3W MPOAYKTH WIIH
yacTu ce BHacAT B Chbi03a WIM KOraTO TO3U MOTEHIMAJEH WIM PEajieH HEJOCTUT
OKa3Ba BB3JICHCTBUE HAa MEXAYHAPOAHO PABHMUILIE.

Ynen 27
Komynuxayus omnocno PvkogoOnama epyna 3a meOuyuHcKume u3oenus

Upe3 cBOA MHTEpPHET NOPTAl U APYIM MOAXOAAINM CPEACTBA U 3aCAHO C HALMOHAJIHUTE
KOMIICTEHTHH OpraHd AreHuusta uHGOpMHpa OOMECTBEHOCTTa W  CHOTBETHUTE
3aMHTEPeCOBaHU TPYIH OTHOCHO palorata Ha PbKoBoJgHAaTa rpyna 3a MEIULUMHCKHUTE
U3JIENHSL.

Ynen 28
Ilookpena 3a excnepmuume epynu 3a MeOUYUHCKUMe U30eusl

Ot 1 maprt 2022 r. HaTaThK AreHuMsTa IpenoctaBs oT umeTo Ha Komucusra cekperapuara
Ha  CKCIEpPTHUTE  TIpynu, ONpedesieHd B  CbOTBETCTBME C  PemeHue  3a
msnbiaHenue (EC) 2019/1396, u ocurypsiBa HeoOxo1MMaTa MOAKpera, 3a Ja ce rapaHTupa, ue
TE€3W TPYIH MOTAaT J]a U3BBPIIBAT N0 e()EeKTUBEH HAYMH CBOMTE 33JauH, MOco4YeHHu B wieH 106,
naparpadu 9 u 10 ot Pernament (EC) 2017/745. Arenuusta:

a) ocurypsiBa aJMHUHUCTPATUBHA W TCXHHUYCCKaA IOJAKPCIIa Ha CKCIICPTHUTEC I'Pylu 3a
MpeaAOCTABAHCTO HA HAYUYHHN CTAHOBHIA, MHCHUS U KOHCYJITAllUU,

0) MOJZEpHpa M YINpaBisiBa JUCTAHIMOHHUTE W IPUCBCTBEHUTE 3aCEIaHUs Ha
EKCIIEPTHUTE T'PYIIN;

B) rapaHTupa, 4e paboraTa Ha eKCIIEpTHUTE IPYIH C€ U3BBPIIIBA [T0 HE3aBUCUM HAYHMH B
cvoTBeTcTBUE ¢ uieH 106, maparpad 3, Bropa amunes ot Permament (EC) 2017/745
Y YCTaHOBSIBAa CUCTEMH M MPOLIEAYPHU 32 aKTUBHO yIIPaBIICHUE U MIPEIOTBpPATIBaHE HA
MOTEHIMATHN KOH(MIMKTU Ha MHTEpecH B ChOoTBeTcTBUE C wieH 106, maparpad 3,
TpeTa ainuHest ¥ wieH 107 OT chlus PerIaMeHT;

r) MOAIBpPKA M PEJOBHO aKTyaldu3upa yeOCTpaHWIIaTa Ha EKCIEePTHUTE TPYIMU H
OMOBECTSIBAa Ha yeOCTpaHuIaTa BcUYKaTa HeoOxoauma uHopMalus, 3a Ja ce
rapaHTvpa Npo3pavyHOCTTa Ha JACHMHOCTUTE HA E€KCIEPTHUTE TPYIHU, BKIFOUYUTEITHO
000CHOBKH OT HOTU(DHIIMpAHUTE OpraHd, KOTaTO HE ca Ce€ ChOOpasuiIu C
KOHCYJITAllUMTEe Ha EKCIIEPTHUTE TpPYyNH, NPeAOCTaBeHU chbriacHo uieH 106,
naparpad 9 ot Pernament (EC) 2017/745;

1) ny0arKyBa HAyYHUTE CTAHOBHUIA, MHEHHUS M KOHCYJITAllMU HA €KCIIEPTHUTE TPYIH,
KaTo rapaHTHpa MOBEPUTETHOCT B CHOTBETCTBHE ¢ wieH 106, maparpad 12, BTOpa
anunes u wieH 109 ot Permament (EC) 2017/745;

23
[a ce 0obasu npenpamxa kom npuemus mexcm, nocouen 6 6enedxcka noo aunus 4]
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rapaHTvpa, 4€ EKCIEePTUTE TMOoJydyaBaT Bb3HATPAXICHUE M PaA3XOJUTE UM CE
BB3CTAHOBSIBAT B CHOTBETCTBUE C el 11 oT Penrenue 3a
m3nbsinenue (EC) 2019/1396;

cJI€au 3a CIIa3BaHCTO Ha O6H_II/IH IMpaBUJIHUK 3a ﬂeﬁHOCTTa Ha CKCIICPTHUTEC I'PYIIU U
HaJIMYHUTC HACOKHW U MCTOAMUKH, 3aCAaTraliu (byHKI_II/IOHI/IpaHeTO UM,

npencraBg  Ha KomucusTa roIuIIHM JOKJIAAM OTHOCHO H3BbpIIEHaTa OT
eKCIepTHUTE Tpynu padoTa, BKIIOYUTETHO Oposi Ha MPEAOCTABEHUTE CTAHOBHILA,
MHEHMS U KOHCYJITALUU.

I'a1aBa V

3ak/I0vYuTeTHU pasnopendu

Ynen 29
CompyoHuuecmeo mexcoy pbKogooHume pynu

AreHIusTa TapaHTUpa CBHTPYIHUYECTBOTO MEKAY PHKOBOJAHUTE TPYNU 34
JICKapCTBaTa U 3a MCAUIMHCKUTEC HU3C/IMA BbB BPBb3Ka C MCPKUTC 3a CIIPABAHE CbhC
CBHOUTHSATA C TOJISIM Mamad U U3BBHPEIHUTE CUTYallUU B 00J1acTTa Ha 00IIECTBEHOTO
3IIpaBe.

UneHoBeTe Ha PbKOBOJHUTE IPYIH 3a JIGKApCTBAaTa M 332 MEIULUHCKUTE U3JENIUs U
TEXHUTE pabOTHUW Tpyou MOXKE Ja NPUCHCTBAT HAa 3acel]aHusATa Ha Jpyrara
PBKOBOJIHA Tpyna W Ha paOOTHUTE IPyNH M, KOraTo TOBa € LEIechoOpa3Ho, CU
ChTPYJIHUYAT 110 OTHOIIEHHWE Ha OCHIIECTBIBAHETO HA MOHUTOPHUHT, JJOKJIAJBAHETO U
CTaHOBHILATA.

Chc chIVIacueTo Ha npeaceaaTCiinTe MOXE nOa 6”[7I[aT MMPOBCKIAAHU CBBMECTHU
3acclaHrd Ha PbKOBOAHUTE I'PYIIH 3a JICKAPCTBATA U 3da MCIULIUHCKHUTC U3ACIIUS.

Ynen 30
llosepumennocm

OcBeH KOraro B HACTOSIIIMS PETJIaMEHT € MPEABHAEHO Jpyro W 0e3 ma ce 3acsra
Pernament (EO) Ne 1049/2001** u neiicTBalUTe HALMOHAIHH pasmopendu u
MPAKTUKA B JBPKABUTE UWICHKA OTHOCHO TOBEPUTEIIHOCTTa, BCHYKH CYOCKTH,
ydyacTBalli B  MPWIAraHeTO Ha  HACTOSINUSA  periaMeHT, ChOIroJaBaT
MMOBEPUTEITHOCTTa HAa WHQPOpMAIUATA W JAaHHUTE, TOJy4eHU INPU HM3MBIHEHUE Ha
TEXHHUTE 3a/1a4M, C OTJIe]] 3alliTaTa Ha:

a)  JIMYHWTE JJaHHU B CHOTBETCTBHUE C WICH 32;

0) moBepurenHaTa WHGOPMAIIHS C ThPIOBCKHA XapaKTep U ThPrOBCKUTE TaHU Ha
CbI/ISI/I'-IeCKI/I NI IOpI/I}II/I'-IeCKI/I JIMIIa, BKIIFOYUTCIIHO HpaBaTa Ha I/IHTeJ'IeKTyaJ'IHa
COOCTBEHOCT;

B)  e(eKTHUBHOTO MpuiaraHe Ha HaCTOSIIUS PETIAMEHT.

24

Pernament (EO) Ne 1049/2001 na EBpomeiickus mapiaament u Ha CpBera ot 30 maii 2001 r. oTHOCHO
myOJMMYHMS AOCTBII O AOKyMeHTH Ha EBponeiickust mapiament, Ha CbBera m Ha Komucusita (OB

L 145, 31.5.2001 r., ctp. 43).
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2. Beuuku cyOekTH, ydacTBaly B IPUIAraHETO HA HACTOSIIUS PETIIAMEHT, TapaHTHpAT,
4ye MOoBEepUTEIHA ThProBcka MHGoOpMaIus He ce CHOoJeNs M0 HaYUH, MPU KOWTO UMa
BEPOSITHOCT J1a C€ OCUTYPH Bb3MOXKHOCT MPEANPUATHITA J1a OTpaHUYaAT WM HapyIiaT
KOHKYpeHIusITa o cMuchbia Ha wieH 101 ot JPEC.

3. bes nma ce 3acsra maparpad 1, oOMeHeHaTa MNpu YCIOBHS Ha TOBEPUTEITHOCT
uHpOpMAIMS MEKAY KOMIICTCHTHHUTE OPraHH U MEXIy KOMIIETCHTHUTE OpPraHu U
Komucusara u AreHuusTa HE C€ pa3KpuBa 0O€3 MPEIBApPUTEIIHOTO ChIJIacHe Ha
opraHa, KOHWTO S TPe0CTaBs.

4. [Maparpadu 1, 2 u 3 He 3acarar mpaBata W 3agbiDkeHusiTa Ha Komwucwusra,
AreHuusTa, ABPKABUTE YJICHKU U JPYTUTE YYAaCTHHULM, ONPEIENICHH B HACTOSIIUS
periaMeHT, 1Mo OTHOIIEHHE Ha oOMeHa Ha MH(OpPMAIMs M Pa3MpPOCTPAHSBAHETO HA
NPENYNPEXKACHUS, HUTO 3aJb/DKEHUITa HAa ChOTBETHUTE JIMIA 3a IpPEACTaBsHE Ha
MH(pOpMAaIM ChITIACHO HAKAa3aTEIHOTO IPaBo.

S. Komucusara, AreHuusra u Ibp)KaBUTE YIEHKM MOraT Ja OOMEHAT IOBEpUTEIHA
THpProBcka uH(poOpMalus U, KOrato TOBa € HEOOXOJAMMO 3a 3alMTara Ha
OOIIIECTBEHOTO 3/paBe — JIMYHU JAaHHU, C pEryJaTOPHUTE OpPraHu Ha TPETH

IBbP/KAaBU, C KOUTO Ca CKJIKOYWIM JBYCTPAaHHM WIM MHOTOCTPAaHHU CIOpPa3yMEHMs
OTHOCHO IIOBEPUTEIIHOCTTA.

Ynen 31
Bauzane 6 cuna

Hacrosmust pernaMeHT BiiM3a B CUJia Ha JIBAJIECETUS JICH Clie]] ACHS Ha MyOJMKYBaHETO MY B
Oguyuanen secmuux na Eeponeiickus cvio3.

HaCTOﬂIHI/IFIT PErIIaMCHT € 3aAbJIKUTCIICH B CBOATA ILAJIOCT U CC IMpUjiara nmpsako BbB BCHYKHU
ABPIKaBU YJICHKH.

CscraBeno B bprokcen Ha [...] roguHa.

3a Esponetickus napaamenm 3a Cveema
IIpeoceoamen IIpeoceoamen
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MEPCIIeKTHBA, BKIIFOUUTEIHO OAPpOoOeH rpaduk 3a U3MIBIHEHUETO Ha MHUIIMAaTHBaTa4d

JloGaBeHa croiiHocT OoT ydyactueTo Ha Chio3a (MOKe Ja € B pe3yJiTaT OT pa3InyHu (PaKTopH,

HAIpuMEp MOJ3U IO OTHOCHUC HAa KOOpAWHAIUATA, [IpaBHA CUTYPHOCT, r[o-z[o6pa

e(heKTUBHOCT WJIM B3aUMHO JIOITBJIBaHE). 3a IIeUTE Ha Ta3U TOYKa ,,JOOABEHA CTOWHOCT OT
yuactreto Ha Cpro3a‘ € CTOMHOCTTA, KOATO € pe3yaTaT oT HaMmecara Ha EC u e nombiaHuTenHa

CIIpsIMO CTOﬁHOCTTa, KOSITO OM OmIta Cb3JaZicHa CaMO OT OTACITHUTC ABbPKABU YJICHKH.
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1.2.

1.3.

1.4.
1.4.1.

1.4.2.

3AKOHOJATEJIHA ®PUHAHCOBA OBOCHOBKA — ,, ATEHIIUH*

PAMKA HA ITPEVIOKKEHUETO/MHULIUATUBATA

HaumeHoBaHMe HA NpeNI0KeHNETO/MHUIIUATUBATA

[Ipennoxenue 3a Pernament Ha EBpomnelickusa mapiameHT U Ha ChbBeTa OTHOCHO 3acCHJICHA
posis Ha EBporeiickaTa areHuus Io JIeKapcTBaTa B TOTOBHOCTTA 3a JIEUCTBUS MPU KPU3H U
YOPABJICHUETO HA KPU3HM [0 OTHOIICHHE HA JICKAPCTBEHUTE MPOJIYKTH U MEAMIIMHCKUTE
W3NS

CBHoTBeTHH 00J1aCTH HA NNOJUTHKATA

OO0JacT Ha MOJIMTHUKATA: C6J'II/I)KaBaHe, YCTOI\/'I‘II/IBOCT N IEHHOCTHU

HeltnocT: 3n1paBeonazBaHe

IIpensioxxennero e BbB Bpb3Ka C:

X HOBO AelicTBHE

L] HoBO nelicTBHE CJI€ MUJIOTEH MPOEKT/MOATOTBUTETHO Z[eﬁCTBHezs
X npoabJizkaBaHe Ha ChIECTBYBAIIO JelicTBHE

[l ciamBaHe WM NpeHACOYBAHEe HA €IHO HMJIM HSIKOJIKO JIeHCTBH KbM JIPYro/HOBO
aelicTBHue

Hean

Obwu yenu

[IpensioxkeHneTo UMa 3a Lell:

—  J1a ce rapaHTHpa BHCOKa CTEIEH Ha 3aKpHja Ha YOBEIIKOTO 3/paBe, KaTo ce 3acCHiH
crocoOHocTTa Ha Chro3a J1a pearupa Ha W Jla YOpPaBisiBa M3BBHPEAHUTE CUTYAIlMH B
oOnacTTa Ha OOIIECTBEHOTO 3/paBe, KOMTO OKa3BaT BIMSHUE BbpPXY JIEKApPCTBEHUTE
HOPOAYKTH U MEIULIUHCKUTE U3/IeIHS;

— Jla ce JIOMPUHECE 3a TAPAaHTUPAHETO Ha IIIAJKOTO (PYHKIIMOHUPAHE HA BHTPEIIHUS IMa3ap
3a TaKMBa MPOAYKTHU MO BpeMe Ha M3BBHPEIHU CUTYAIlMH B 00JIacTTa Ha OOIIECTBEHOTO
3/1paBe.

Konxpemnu yenu

Cremmmdunyau 1ean

1. la ce ciemdat u cMeK4YaBaT MOCICIULIUTE OT IMOTCHIMATHUSA W PEaTHus HEAOCTUT Ha
JIEKAPCTBEHU MPOAYKTH U MEIULMHCKU U3JENHs, KOUTO CE€ CUMTAT 3a TAKMBA OT KPUTHUYHO
3HAUCHHE 3a CTIPaBsHE C J1aJIeHa M3BbHPEIHA CUTYyaIlusl B 00JacTTa Ha OOIIECTBEHOTO 3/IpaBe,
WIH 110 OTHOIICHHE Ha JIEKAPCTBEHUTE MPOIYKTH — JAPYTU CHOUTHUS C TOISM MaIiad, KOUTO
MOJKE Jl1a UMaT CEpUO3HO BB3/IEHCTBHE BHPXY OOIIECTBEHOTO 3/IpaBe;

2. Jla ce rapaHTUpaT KayecTBOTO, O€30MACHOCTTa W €(PHUKACHOCTTA HA JIEKapCTBEHUTE
MPOJYKTH, KOUTO MOXKE Jla MMaT MOTCHIHAN 3a Oopba ¢ JajcHa W3BBHPEIHA CUTYyaIUs B
obJyacTTa Ha OOIIECTBEHOTO 3/PABE;
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3. la ce rapanTupa riaakoro (yHKIMOHUPAHE Ha EKCIIEPTHUTE TPYIHU 32 OLEHKaTa Ha HIKOU
BUCOKOPUCKOBH MEIULMHCKU H3J€IMS W H3MO0JI3BAaHETO HA OCHOBHUTE KOHCYJITALlUM BbHB
Bpb3Ka C TOTOBHOCTTA 3a JEUCTBHUS MPH KpU3a U YIPABICHUETO HA KPU3U MO OTHOILICHHE Ha
M3I0JI3BAHETO HA MEIULIMHCKU U3JENHSL.
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1.4.3.

1.44.

Ouaxkean(u) pezyimam(u) u 6v3oeticmaue

Ha ce nocouu  ew3delicmeuemo  HA — NPeONONCEHUEMO/UHUYUAMUAmMa  HO  OMHOWEHUe  Ha
benegpuyuepume/yenesume epynu.

WuunmaTtuBaTta cieiBa Ja CIOMOTHE Ja ce rapantupa, ye B uenuss Cbro3 € u30ersar
HEJOCTUI'BT Ha JIGKAPCTBEHU MPOIYKTH W MEIUIUHCKU W3JAENusl, KOUTO CE€ CUMTAT 3a
KPUTHUYHO BAYKHU 3a CIPABSIHE C JaJICHa U3BBHPEIHA CUTYallUs B 00JIaCTTa HA OOIIECTBEHOTO
3/IpaBe, a 10 OTHOILIEHUE HA JIEKAPCTBEHUTE MPOAYKTH — CbC ChOUTHE ¢ ToisMm mamad. [Ipu
TOBA I[EJITA € Te3U MPOIYKTH JIa MPOIBJDKAT Ja ObJaT HATWYHU 32 MAIUEHTHTE B JOCTAThUHU
KOJIMYECTBA JIOPHU IO BpeMe Ha TaKMBa U3BBHPEIHU CUTYaI[HH.

JbpxaBUTE WICHKUA U MPOU3BOJUTEINTE HA JICKAPCTBA U HA MEIUIIMHCKH W3/eNUs Cle/iBa Ja
MMaT BB3MOXHOCT 3a ChIVIaCyBaH MOAX0 Ha paBHUIIETO Ha Cbhro3a. EnuH TpaliHO yCcTaHOBEH
MEXaHH3bM B PAMKHUTE Ha ATCHIMATA, KOUTO cienBa Ja ObJe HM3MOJ3BaH MO BpeMe Ha
W3BBHPEIHU CUTYAIlMH, 3a Jla C€ CIICIM W JIOKJIaaBa 3a HAJUYMETO HA TOTCHIMAICH WJIN
pealieH HeJIOCTHT, CJIe[Ba Ja OCUTYPH BH3MOXKHOCT 3a IMO-A00bp U MO-CBOCBPEMEHEH MOTOK OT
uH(pOopMalrg MEKIy OpraHuTe U npousBoauTenure. Topa crieasa qa no3Bonu Ha Komucusira,
OpTaHHWTE HA JBPKABUTE UICHKA W TPOU3BOAMTEIUTE Ja NpeaIpHeMaT HEOOXOIUMHUTE
JIEHCTBHSI, 3a J1a C€ CMEKYH MOTEHIIMATHUAT WM PEaTHUAT HeAOCTHUT. Ta3u pamka cienBa jaa
JIOBEZIE 0 HamMaJlsiIBaHE HAa PUCKAa OT HEKOOPAMHUPAHO 3amacsiBaHe ¢ TaKWBa MPOJIYKTH U Jia
OCHUTYpH BB3MOXKHOCT 32 HETIPECTAaHEH MOTOK Ha CTOKH B IIeJIMs €IUHEH Ma3ap, Taka 4e Te Ja
MoraT Ja JOCTUTHAT JI0 00J1acTUTe, B KOUTO UMa Hal-TOJIsIMa HEOOXOIUMOCT OT TSX, Thil KaTo
BB3JICHCTBUETO HA M3BBHPEIHUTE CUTyallMH B 00JACTTa Ha OOIIECTBEHOTO 3/paBe JOCTHTa
MMKOBE MO Pa3IUYHO BpeMe Ha TepuTopusita Ha Chro3a.

HMHunuaTtuBara cieaBa Aa CIIOMOTHE Jia ce rapaHTupa, 4€ JICKapCTBaTda, KOUTO MOXC Aa UMaT
noTeHuuala 3a JICUCHUC, MNPCBCHIMUA HIM AJUArHOCTHKA Ha 3216OJI${BaHI/I$ITa, MNpUYrHABaIN
HU3BbHPCAHU CUTYyallUUu B obnacTra Ha O6H.I€CTB€HOTO 3ApaBe, CC I/I,I[GHTPI(i)I/IL[I/IpaT Ha paHCH
€Tall, IO OTHOIICHHE Ha TAX CC OCUTYpPSABAT CBOCBPCMCHHHW HAYUYHH KOHCYJITALlUK U TEC CC
nogjarat Ha HaaCXJHa OICHKa Ha KaduCCTBOTO, 0e30IMacHOCTTa U eq)I/IKaCHOCTTa. IIo TO3M
HAa4YWH TE3W MNPOAYKTH CJICABA B KpaﬁHa CMCTKa OJa CTUTHAT A0 IMas3apa CBOCBPECMCHHO MW Oa
OCUTYPAT Ha NMALUCHTUTEC OIIIHU 3a 0e30I1acHO | e(l)eKTI/IBHO JICUYCHUC.

B koHTekcTa Ha eBpONenCcKOTO MPOCTPAHCTBO 32 3/paBHU JaHHU WHUIIMATUBATA CJIE/IBA CHIIO
Taka J1a JONPHUHECE 3a MPEJOCTaBsHE HA JAOCTBII JO JAHHU 3a 3]paBOCIOBHOTO CHCTOSIHUE 32
HAyYHOM3CIIEJOBATEIICKA M PpErylaTopHU LeNH, C KOETO Ja Ce OKaXe I[OoJKpena 3a
nonoOpsiBaHe Ha TMpolleca Ha B3eMaHe Ha pelieHus (peryiatopu W Ch3JaTeNUd Ha MOJUTUKH)
Mpe3 MeNus >KU3HEH IHUKBI Ha MPOAYKTUTE, CBBbpP3aHU C JIEKApCTBATa, CbC CBOCBPEMEHHHU,
BAJIMJHU U HAJICKHU JIaHHU, ITOJYYEHHU OT 3APaBEOIa3BaHETO MpHU peanHu ycinoBus. [lo To3u
HAaYMH AreHuusaTa cienBa jAa ObAe UWHTerpupaHa B Objaemiara HHPpaCTpyKTypa Ha
€BPOIEICKOTO MPOCTPAHCTBO 3a 3APAaBHU JaHHU, KaTO Taka IlI€ CE€ OCUTYPH BB3MOKHOCT 3a
W3TOJ3BAaHETO HA JaHHU 3a HAyYHU W3CJICJIBAHMS, Ch3/JaBaHE Ha TMOJUTHKH M OCHOBAaHU Ha
JI0OKa3aTeJICTBa MHCTPYMEHTH.

JIbpKaBuTE WICHKH M MPOU3BOJAUTEINTE CIIE/BA JIa C€ BBH3IOJI3BAT OT ChIVIACYBaH MOAXO]] HA
paBHuIeTo Ha Chl03a BBB BPh3Ka C KOHCYJITAIIMUTE, MPETOCTABEHH OTHOCHO MTPOTOKOJIUTE HA
KIIMHUYHUTC M3IUTBAHUA W M3IOJ3BAHCTO HaA TaKWBa JICKAPCTBA CbHIVIACHO HallWMOHAJIHHA
yKa3aHus — TaKa HapeueHara yrnorpeda He 1Mo MpegHa3HaYeHue.

Toxazamenu 3a usnvinenuemo

ﬂa ce nocodam nokasameaume 3a npOC]Ze()ﬂGaH@ Ha Hanpe()bka Uu Ha nocmuascernuama.
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1.5.
1.5.1.

B rogviiHaTa pa60THa nmporpama 1e 6’b,[[aT OIIPCACIICHU HOI[pO6HI/ITe Ocjii M O4YaKBaHUTC
pe3yiaTaTt, BKIIOYWUTCIHO IIOKA3aTCIMTEC 3a HW3HNBIHCHUETO, J0KAaTO B CAWHHUA IIPOrpaMCEH
JOKYMEHT 1IC 6T>I[aT IIOCOYCHHU O6HII/ITC CTpaTeru4eCKu MeCjiku, OYaKBAHUTC PpE3yJITaTU U
IIOKa3aTCINTE 3a U3IIBJIHCHHUCTO. CJ'IGI[Ba Ja C€ Clia3dBaT KJIHOYOBUTEC IIOKA3aTCIIN 3a e(i)eKTI/IBHOCT
3a arcHIMMUTC, KaKTO U U3IrOTBCHUTE OT Kommcusara Hacoku 3a CAWMHHUA NPOrpaMeH NJOKYMCHT U
KOHCOJIMAWPAHUA I'OJUIICH TOKJIaId.

3a pa60TaTa, CBbp3aHa C HEAOCTHUI'A HA JICKapCTBA U MCIUIWMHCKHN U3CIINA:

- Bpoit Ha nekapcTBara, 1o OTHOILIEHHWE HA KOUTO CBHIIECTBYBA PUCK OT HEJOCTUT UM UMa
HEJIOCTHUT B IbpKaBUTe — wieHKH Ha EC

3a paboTara, CBbp3aHa C JEKapcTBa, KOUTO MOJXKE J1a UMAaT MOTEeHIMAaN 3a 00op0ba ¢ U3BBHPEAHU
CHTyalluy B 00JacTTa Ha OOIIECTBEHOTO 3/paBe:

— bpoii Ha mpenopbkuTe U 00eM Ha CbBETUTE, MpeAcTaBeHH OT PaboTHara rpyma 3a
U3BBHPEIHUTE CUTYAIUU.

3a eKCcrepTHUTE FPYIH:

- bpoit Ha cTaHOBMIIATA, U3TOTBEHU 3a €/1HA I'OJIMHA.

3a ygactueTo Ha AreHnmsaTa B uppoBaTa HHPPACTPYKTypa Ha €BPOMEUCKOTO MPOCTPAHCTBO
3a 3[JpaBHU JIaHHU, KOSATO MOJKpEIs M3IM0JI3BAHETO Ha JIAHHM 3a 3/IpaBOCIOBHOTO ChCTOSHHE
3a noo0psIBaHE Ha IIPOLEca Ha B3€MAHE HA PELICHHUS:

— bpoii Ha nmpoyuyBaHusATa, CTAHATU BH3MOXKHH C TIOMOIIITa Ha ObAenaTa HHPPaCTPYKTypa
Ha €BPOIEHCKOTO MPOCTPAHCTBO 3a 3[PaBHU JAHHU

MoTtuBH 3a npeunomeﬂneTo/anunaTnBaTa

Hszuckeanusn, xoumo mpsbea oa 06vOam U3NBIAHEHU 6 KPAMKOCPOYHA UNU ObI2OCPOUHA
nepCneKmuea, BKIOYUMeNnHo NOOPoOeH 2papuk 3a U3NbIHEHUEeMO Ha UHUYUAMUEAma

C BIM3aHETO B CHJIA HA HACTOSLIUSA PEraMeHT AreHIusATa Cie/lBa 1a BbBEIE paMKara, KOATo
e ce M3MO0J3Ba, 3a Jla ce yNpamisiBaT ObACLIM W3BBHPEIHM CHTyallud B oOlacTTa Ha
OOLIECTBEHOTO 37paBe (TOTOBHOCT 3a JEHCTBUS MpPU KPU3U M peakuus NOpU KpU3H),
BKJIIOUMTEIHO Pa3pabdOTBAaHETO Ha MpPOLEAYypH 3a NPEJOCTaBsiHE Ha JAHHU, JOKJIa/JBaHE U
MHCTPYMEHTH 32 MOHUTOPHUHT, KaKTO W MPABUJIHMIM 3a JIEHHOCTTa U METOAM Ha paboTa Ha
pbKOBOHUTE TIpynu U PabGoTHaTa rpymna 3a M3BBHPEAHUTE CUTyaluu. ToBa Iie MO3BOJHU
HEe3a0aBHOTO IPUBEXIaHE B JEMCTBUE HAa TE3U TPYIHU, HENOCPEACTBEHO CIeJl MPU3HABAHETO
Ha HAJIMYMETO Ha U3BBHPEHA CUTYyalus (ylpaBiIeHUE Ha KPU3N).

Haii-kbcHo ot mapt 2022 1. AreHumsTa cleaBa Ja CTaHe NOCTOSSHEH JOMakWH Ha
CceKpeTapuaTa Ha eKCIIEpTHUTE Tpynu 3a MEIUMUMHCKUTE U3JAEIUs W Ja TapaHThupa
HEMPEeKbCHATA MOJIKPENna 3a TsX.

N3rpaxkiaHeTo U pas3rpblIaHeTo Ha MHPACTPYKTypaTa Ha €BPONEHCKOTO MPOCTPAHCTBO 3a
3[paBHU JaHHU B paMKHUTE€ Ha ATEHIMSTAa II€ OCUTYpH Ha ATeHIUATa BB3MOXHOCT Jia
[I0JIy4aBa JIOCTHII /10 WJIM Jja U3UCKBA PEATHU JJaHHM, 32 J1a C€ MOAKPENH B MO-TOJISIMA CTETIEH
MPOLECHT HA B3€MaHEe Ha PEIIeHUs Mpe3 LeNus )KU3HEH LUK Ha JeKapCTBEHUTE MPOAYKTH,
KoeTo cnenBa jAa 3amoyHe mnpe3 2021 r. m nma ce orOensA3Ba HampeabK INpH  IIbIIHA
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1.5.2.

CBIVIACYBAHOCT CHC CBH3JIABAaHETO Ha ISTIOCTHOTO EBPOINEHCKO MPOCTPAHCTBO 3a 3IpPaBHU
JaHHH.

Jlobasena cmotinocm om yuacmuemo Ha Cwioza (Modce O0a e 6 pe3yimam om pasiuyHu
¢axmopu, Hanpumep noai3u NO OMHOUIEHUE HA KOOPOUHAYUAMA, NPABHA CUSYPHOCHI, NO-
0obpa egexmuenocm uiu 63aUMHO OONbvIGAHe). 3a yeiume HA mazu Moyka ,,000aeeHa
cmounocm om yuacmuemo na Cwioza‘* e cmounocmma, KosAmo e pe3yamam om Hamecama Ha
EC u e oonvainumenna cnpsimo cmouHocmma, Kosmo Ou 0una cv30a0eHa camo om
omoenHume ObpAHCABU UNEeHKU.

OcHoBaHus 3a ICHCTBHE HAa EBPOICHCKO paBHUIIIE (ex-ante)

W3BpHpeaHUTE CUTyallMu B objacTtra Ha oOmiecTBeHOTO 3apaBe ¢ Mamaba Ha COVID-19
OKa3BaT BB3JCHCTBUEC BBPXY BCHUKHU ABPKABU WICHKH, KOUTO HE MOraT CaMOCTOSTEIHO Ja
OCUTYpAT AOCTATBYHO e(beKTI/IBeH OTTOBOP. HOTCHI_[I/IEUIHI/ISIT U pCaIHUAT HCAOCTUT HaA
JIeKapCTBa W MEIMIMHCKU HM3JENUs 1O BpeMe Ha KPH3M MOXE [a JOBEAE 10 PUCK OT
npes3amnacsiBaHe Ha HAIUOHAJIHO PAaBHUIIC WJIM HaJlaraHE¢ Ha OrpaHUYCHUA HA ABHIKCHUATA B
paMKHTE Ha EIWHHUS Ia3ap 3a TaKhBa CTOKH, KOETO MOXE Ja OKaXe OTPHIATEIHO
BB3JICHCTBUE BBPXY CBOOOHOTO ABMKEHHE HAa CTOKU. AKO OJIXOAbT KbM pa3pabOTBaHETO Ha
JIeKapCTBa, KOUTO MOXE Jla UMaT MOTCHIMAN 33 JICYCHHUE, [IPEBCHIMS WM JUarHOCTHKA Ha
3a6OJ'I$IBaHI/I$I, KOWUTO IMPUYMHABAT HU3BBHPCAHHU CUTyaAllUW B objlacTTa Ha O6III€CTB€HOTO
37[paBe, € HEeChINIaCyBaH, TOBa MOXKE Ja JOBeAe A0 3abaBsHE Ha Pa3paOOTBaHETO HA TE3H
JIeKapCcTBa Mpe3 IMEePUOH, KOraTo BPEMETO € OT KIF0YOBO 3HaueHHe. OCBEH TOBa JIMIICAaTa Ha
SICHH KOHCYNTALUH Ha paBHUIIETO Ha Chr03a OTHOCHO M3ITOJI3BAHETO Ha JICKAPCTBA B PAMKHUTE
Ha HAOWMOHAJHUTC IIporpaMu 3a IMaJIMaTUBHA yHOTpeGa WM HW3BBH Pa3pCliCHUTC HM
NOKa3aHUsT MOKE Ja JoBene a0 ¢parmMeHtupaH moxaxox B uenus Cwio3. B pombnneHue
JOCTBITBT HA PEryJaTOPUTE IO JaHHH 3a 3JpaBOCIOBHOTO chcTosHME 3a menus EC e
OTPaHMYEH M pa3lpbCHAT MEXIY pa3IMYHU MapTHHOPH, KOETO BOAM 1O YCIOXKHEH M OaBeH
aHaJM3 ¥ BB3MPEMATCTBA M3IMOI3BAHETO HA ONTUMAJHUS BPEMEBH MPO30pEI] 32 ONpPECIICHN
WUHTEPBEHIIHH.

OuakBaHa reHepupana jo6aBena croinoct ot EC (ex-post)

CeriacyBaHMAT OTTOBOP Ha paBHUILETO Ha Chro3a ¢ 1€ Ja ce HabroAaBa U CMEKYU PUCKBT
OT HEJIOCTHUT, MOKE J1a IOMOTHE Jla ce€ N30erHe npeArnpueMaHeTo Ha JAeHCTBUS, KaTo HalpuMep
HEKOOPAVHMPAHO 3aracsBaHe, U CJIEJOBATEHO OKa3Ba IIOJOKUTEIHO BB3JACHCTBUE BBPXY
OOLIECTBEHOTO 3/paBe M MOAbP)KaHE Ha INIaJKOTO (PYHKUIMOHHpaHE Ha €JUHHMS maszap. B
ChIIUA NyX NPENOCTaBSIHETO Ha HAyYHU KOHCYJITAIlMM OTHOCHO JIEKAPCTBEHUTE IPOIYKTH,
KOUTO MMaT MOTEHIUAJ 3a CIIpaBsHE C U3BBHPEIHU CUTyallMH B o0lacTTa Ha OOIIECTBEHOTO
3/1paBe Ha paBHULIETO Ha ChI03a, MOXKE J1a YIECHU TSIXHOTO HaBJIM3aHE Ha M1a3apa, 1a OCUTypU
ChIJIaCYBaH MOJXOJ KbM TSIXHOTO HM3IOJI3BAHE B IBPKABUTE UICHKM M J1a CIIOMOTHE Ja ce
rapaHTupa, ye KauecTBOTO, 0€30IacHOCTTa U e(PUKACHOCTTa Ha TE3U JIEYEHUs OTrOBapsT Ha
XapMOHHU3UpaHUTE cTaHIapTu Ha Cblo3a, KaTO CHIIEBPEMEHHO ce M30srBa JyOnupaHeTo Ha
YCUJIMATA U U3JIMIIHUTE Hay4YHM H3cienBaHus. MHTerpupanero Ha AreHiusTa B nudposara
3paBHa HMH(QpaAcTpyKTypa Ha €BPOIEHCKOTO MPOCTPAHCTBO 3a 3/paBHMU JaHHU MOXKE Ja
MIOMOTHE J1a ce MoJ00pH MpOLEChT Ha B3€MaHE Ha PELIEHUS Ipe3 LETHs *KU3HEH LUKbI Ha
JIEKapCTBEHUTE MPOAYKTUTE U MOXE CBOEBPEMEHHO W HAJEXKIHO Ja YJIECHU NOCThIA U
aHaJM3a Ha peajHu JaHHM 3a 3JIPaBOCIOBHOTO CbhCcTOsSHHME. ToBa OM CIOMOTHAJIO MpU
CH3/1aBaHETO Ha MOJIMTHKU B 00JIaCTTa Ha 3/IpaBeONa3BaHETO, BKIIOYUTEIHO: 3aKOHOATEIHA
JIeiHOCT, BB3JACHCTBHE U CJeleHEe Ha W3IIBJIHEHHUETO, pa3paboTBaHE Ha CHUCTEMH 3a
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1.5.3.

3[paBeolna3BaHe U 1o-100pe 000CHOBAH MPOLEC HAa B3EMaHE Ha PEIICHUsI OTHOCHO pa3Xo/HaTa
epeKTUBHOCT. B KpaifHa cMeTka TOBa JeiiCTBHE MOXKE Jla OCUTYpPH Ha HAaIlMEHTUTE MO-0bp3
JOCTBII JI0 MHOBATHBHMU JIEKapCcTBa U Oe3omacHa 1 eheKTuBHA ynoTpeoa.

H3600u om nodoben onum 6 MUHAIOMO

OnutsT, HaTpYyNnaH BBB Bpb3Ka ¢ OesmpeueaeHtHara mnapaemust or COVID-19, nokasa, ue
cmocoonocrta Ha CplOo3a Ja KOOpAMHHpA MAEHHOCTTa, 4Ype3 KOATO Ja Ce TrapaHTupa
HAJIMYHOCTTa HA JIEKAPCTBEHM NPOAYKTH W MEIUIMHCKH U3JENUs M Ja C€ YJIECHHU
pa3pabOTBaHETO HAa MEIUIIMHCKU MEPKH 3a NMPOTHBOJCHCTBUE, € OrpaHnYeHa, Hapel C APYTH
NPUYMHUA TIOpPaId OTCHCTBHETO HA CTPYKTYPHUPAH MEXaHU3bM 3a CIEJCHE Ha HEIOCTHra Ha
TaKUBa NPOJIYKTH U U OBbP30 pearupaHe Ha HEro.

[To Bpeme Ha W3BBHPETHOTO MOJIOKeHHE BBHB Bpb3ka ¢ COVID-19 tpsOBame na Obaat
HamepeHHu ad hoc pemieHus, 3a ga ObAe OrpaHUYeH PUCKBT OT HEJOCTUI Ha JeKapcTBa U
MEAMIMHCKN H3JeNMsI, KaTo HaIpUMeEp amapaTv 3a BEHTWJIALUs U JIeKapcTBaTa, KOUTO Ce
U3I0J3BaT 3aefHO ¢ TiaX (Hampumep Mi3mbnHuTenHata pbkoBojgHa rpyna Ha EC u
Mexanu3mMbT 3a 00MeH Ha nHpopMmanus). DyHKIMOHUPAHETO HA TE€3W MEXaHU3MH 110 BpeMe
Ha U3BBHpPEJHATA CUTYyallMsl CTaHa Bb3MOKHO C ITOMOIITA Ha YCJIOBHU CIOPAa3yMEHMs MEXY
yuactHuiute (Komucusita, AreHuusara, nppxaBure uieHku). O4eBUIHO €, Y€ 3a Jla CTaHar
Te3U pelieHus: epeKTUBHU U MPEIBUANMH, CbOTBETHUTE POJIM U 33bJDKEHUS Ha pa3IMYHUTE
YyJacCTHHIM cJIeBa 1a ObJaT U3sICHEHU U 3/IpaBO 3AJI0KCHM B 3aKOHOJATEIHATa paMKa, KOSTO
ce rpuJiara 3a TeXHUTE AeHHOCTH.

Crpl110 Taka, KOraTo 3a peaulia JIeKapcTBa ce MOosBUXa CBEJEHHUs, Y€ MOXKE JIa CE M3MOJI3BaT 3a
nedenre wiau npeBeHnus Ha COVID-19, AreHnusta mpeaocTaBH Hal-I0OpUTE CIIOPE
BB3MOXKHOCTUTE CH HAYYHU KOHCYJTAIlMd OTHOCHO pa3pabOTBAaHETO M IMOTEHIMAIa Ha TE3U
nekapctBa 3a Oopb6a ¢ COVID-19, HO mpu oTcheTBHETO Ha oduIMalHA CTPYKTypa 3a
yOpaBJICeHHE Ha KpU3M U 0e3 J1a € HajHuIe IoJji3aTa OT YCKOPEHH MPOLEAypH 3a HAy4YHU
KOHCYJITAlMM W 3a0bJDKEHUA 33 CHTPYAHUYECTBO OT CTpPaHa Ha AbPKABUTE UJICHKA U
paspabotuunure. [lo-cienuanino pa3paboTUUINTE U3THKHAXA JIUICaTa Ha XapMOHU3HUPAHE TI0
OTHOILIEHUE HA ACIEKTUTE, CBHP3aHU C KIMHUYHHUTE HM3MUTBAHMS, MPOU3THYAILA TJIABHO OT
¢akTa, ye 3a BCAKO M3MUTBaHE TPsOBa Ja ObJie MOJIYYEHO OTAEIIHO pa3pellieHUuEe BbB BCSAKa
IbprKaBa YICHKA.

WNurterpupanero Ha AreHmnusTa B mudpoBaTa 37paBHa HHPPACTPYKTypa Ha €BPOIMEHCKOTO
MPOCTPAHCTBO 32 3APaBHU JaHHU B TOJIKpEra Ha MOJ00OpsSBAaHETO Ha Mpolleca Ha B3eMaHe Ha
pelieHus Ipe3 MeNus KU3HEH UK Ha JEKapCTBEHUTE MPOIYKTH CIIeJ[Ba Jia C€ OCHOBaBa Ha
U3BOJUTE OT APYTU NMOJOOHU WHUITMATUBY (HAIp. AJIMUHUCTPAIIMS 110 XpaHUTE U JIEKapcTBaTa
Ha CAlIll/Sentinel, Health Canada/CNODES, PMDA), kakTo M Hampeabka B MO3HAHUATA,
MOCTUTHATH B paMKHUTe Ha nombiaHuTenHu uHunmatuBu (Hanp. EHDEN, ELIXIR, VAC4EU,
OHDSI).

HayquHTe 10 TO3HW HAYMH YpOUIH MPEAOCTaBAT COJIMJIHA OCHOBA 3a Ch3/JaBaHC HA sICHA paMKa
3a ,Z[CﬁHOCTPITC, KOouTo 1me C€ OCBIICCTBABAT OT APCHLII/ISITa o BpEMEC Ha HU3BBHPCAHU
CUTyallul B obOnacTTa Ha O6H.[CCTBGHOTO 3ApaBc, 3a Aa CC€ 3aCUJIM KalaluTEThT Ha Cnro3a 3a
pcarupane Ha TaKuBa U3BbHPCIHU CUTYallun 6’bp30, e(l)I/IKaCHO U KOOPAWHHUPAHO.
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1.5.4.

1.5.5.

Cvemecmumocm ¢ MHO20200UWHAMA — (UHAHCOBA PAMKA U  €BeHMYAIHU  NOJe3HU
83AUMO0eUCMBUsL ¢ OpYeU NOOX0OSAUU UHCIPYMEHMU

AreHuusTa cieiBa J1a CM ChbTPYJHUYM U J]a HAChp4aBa IOJIE3HUTE B3aUMOJIEHCTBUS C IPYTU
opranu Ha Cbl03a U JECLEHTPAIU3UpPAHU areHLMU, KaTo Harnpumep EBponeilckus LeHTBp 3a
npoduiIakTika W KOHTpod BbpXy 3abonsBanusaTa (ECDC) u Espomneiickus opran 3a
6e3onacHocT Ha xpanure (EOBX), na ce Bb3I013Ba B MaKCUMaHa CTEIIEH OT U J1a FapaHTHpa
ChIUIaCyBaHOCT ¢ nporpamarta ,,EC B mojakpena Ha 3apaBeTo* u apyru nporpamu Ha EC, kouto
¢uHaHCHpaT HeHCTBHS B 001aCcTTa HA OOIIECTBEHOTO 3/IpaBe.

Ot 2022 r. AreHmusTa 1ie ImoeMe HIKOM 3aJlaud, U3ITBIHIBAaHN IToHAcToAmeM oT Komucusra B
pamkute Ha ekcrieptHuTe rpynu (JRC) Ha 31paBHara nporpama.

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

EBponeiickata KoMUCHs He pasnosara ¢ He0OOXOAUMUTE €KCIIEPTHHU MO3HAHMUS, 3a Ja OLEHsBa
JIEeKapCTBEHU IPOAYKTH, KOUTO HMMAT MOTEHUMaAN 3a Oopba ¢ M3BBHPEIHHUTE CUTyallUd B
oOnacTTa Ha 001IEeCTBEHOTO 3/1paBe. EBporelickara areHuus 1o JiekapcTBaTa € MOIXOAIIUAT
oprad, KOMTo TpsOBa s1a M3MBJIHABA NpPEUIOKEHUTE 3ajaud. Bbopeku toBa EBpomnelickarta
KOMHCHS IIe ydacTBa O€3 JOIBIHUTEIHU PECypCH B YIPABICHHETO HA W3IIBIHUTEITHHUTE
PBKOBOJHU IPYIIN.

VYyacTuero Ha HAMOHAJIHWTE OPraHUW Ha Jbp)KABUTE YIEHKU ChLIO IIe ObJe peliaBarl
dakTop, ThH KaTO IOCTBIBT 10 AAHHHU 3a 3JPAaBOCIOBHOTO CBHCTOSHHE MOXE Ja M3HCKBa
JIOCTaBYUIIUTE Ha 3JpaBHU JIAaHHU Ja OTrOBapsAT Ha CTPOTM H3MCKBAaHUS HA HAIMOHAJIHO
paBHMILIE.
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1.6.

1.7.

Cpox Ha neiicTBue M (UHAHCOBO OTPAYKEHUE HA NMPEAJI0KEHUETO/MHUIMATHBATA
L] orpanu4eH cpok Ha AeiicTBHe

— 0O Ipemnoxenne/manimarusa B cuia ot [JJJ/MMIITTT mo [JJJ/MMIITIT

— [ ®wunancoso orpaxenne ot I['TTT mo I'TTT

v/ HeOrpaHHYeH CPOK HA JelicTBHE

— IlepuonbT Ha 3anouBaHe Ha u3mbIHEHHETO € oT siHyapu 2021 r. no nekemspu 2021 r.,
— TMocJyeaBaH oT (YHKIIMOHUPAHE C II'bJICH KalaluTeT.

Il1aHMpaHH METOAN HA YIpaBiIeHHe

[] IIpsiko ynpasJjienue ot Komucusra upes

— [ v3mbiHUTENHUTE areHIuu

[l Cnonesneno ynmpasiieHHe C JbP)KaBUTE YWICHKH

v Henpsiko ynpasJieHHe 4pe3 Bh3JIarane Ha 3aJa4u 110 U3IIbIHEHUETO Ha Or0/KeTa Ha:
L] MexxayHapOIHU OpraHU3alMy U TEXHUTE arcHIMH (J1a ce YTOYHH ),

0 EWb u EBporieiickust ”HBeCTHIIMOHEH (OHT;

v’ opranu, noco4yeHu B wieHose 70 u 71;

0] myGnu4HONIPaBHU OpraHu;

O YAaCTHOIIPpaBHU OpraHU CbC 3aAbJIDKCHHC 34 O6I.[I€CTBCH8. yciayra, JOKOJKOTO NpEeAOCTaBAT
noAXO A1 (1)I/IHaHCOBI/I rapaHimu,

[0 opranu, ypeaeHHM B YacTHOTO INpaBO Ha JAbp)KaBa 4YICHKA, Ha KOUTO € BB3JI0KEHO
OCBUIECTBSIBAHETO Ha MYyOJIMYHO-YACTHO NApPTHHOPCTBO M KOWUTO MPEAOCTABAT MOIXOJSIIN
(MHAHCOBM rapaHINH;

[] snuia, Ha KOUTO € BB3JIOKEHO H3IIBIHCHHETO Ha CHEHU(PHYHU JCHHOCTH B 00JIaCTTa Ha
OBIIIIC cwrnacuo as1 V ot JIEC 1 KoMTO ca MOCOYEHH B ChOTBETHHUSI OCHOBEH aKT.

3abenexkn

HOHp06HOCTI/I BBB BPb3Ka C METOAUTC Ha YHNPABJIICHWEC W [O30BaBaHUATA Ha CDI/IHaHCOBI/ISI periaMeHT Morar Aa
Obnat HaMepeHU Ha yeOcaiita BudgWeb:
https://myintracomm.ec.europa.eu/budgweb/EN/man/budgmanag/Pages/budgmanag.aspx.
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2.2.
2.2.1.

2.2.2.

MEPKHU 3A YIIPABJIEHUE

IIpaBuJia 32 MOHMTOPHMHT M JOKJIa]BaHe

ﬂa ce nocovuam yecmomama u yciosusama.

Bceuuku ar¢HIIMM Ha Cnlo3a pa6OT5[T CBhINIACHO CUCTEMA 3a CTPUKTCH MOHHUTOPHHI', KOJATO BKJIIFOYBA
KOOPJMHATOP MO BBTpemHus KoHTpod, Ciayxkbara 3a BbTpemeH oauT Ha Komucusara,
ynpaButenHus cbBeT, Kommcusara, CmeTHaTa mamata W OmoJUKeTHHs opraH. Ta3su cucrema e
OTpa3eHa M YCTAaHOBEHA B perjaMeHTa 3a ch3/laBaneTo Ha EMA.

B cbOTBETCTBHE CBHC CHBMECTHOTO HU3SBIEHUE OTHOCHO JA€LEHTpanu3upanute areHiuu Ha EC
(,,O06mms moaxon™), B paMKoBus GuHAHCOB persiamMeHT (2019/715) u cBbp3aHOTO CHOOIICHUE HA
Komucusara C(2020)2297, rogumaata paboTHa nmporpama Ha Komucusara v eqUHHHS TPOTPaMeH
JOKYMEHT Ha areHuusaTa ChAbp)KaT MOAPOOHHU 1IENTM U OYaKBAaHU PE3YJITATH, BKIIOUUTEIIHO HAOOp
OT IMOKa3aTeH 3a M3MbJIHEHHETO. Bkitouennte B paboTHaTa mporpaMa Ha AreHuusTa J1eHHOCTH
e ce MpUAPYKaBaT OT KIIOYOBU IMOKA3aTeNIH 3a M3MbJIHEeHHEeTo. Cliesl TOBa B KOHCOIHIUPAHUS
TOIUIICH OTYeT 3a JEHHOCTTa NEeWHOCTUTE Ha areHIMsTa e ObJaT H3MEPEeHU CHPSAMO Te3U
nokazarenu. l'oaumHata paboTHa mporpama € ChIVlaCyBaHa C MHOTOrOJUINHATa paboTHA
nporpaMa, KaTo U JIBeTe clie/iBa Ja ObJaT BKIIOYCHH B TOAMIICH €JMHEH MPOrpaMeH JOKYMEHT,
KOHTO ce mpencTaBs Ha EBpomneiickus napnament, Ha CbBeta 1 Ha KoMucusta. YnpaBuUTenHUsT
CBhBET Ha AreHLUsATa OTroBaps 3a HaA30pa Ha aAMUHUCTPATUBHOTO U ONIEPATUBHO YIPaBJICHUE Ha
areHuATa 1 e(h)eKTUBHOTO yIpaBIeHNUE Ha OO/ KeTa.

Cucremu 3a ynpapjieHue 1 KOHTPOJI

Obocnoska Ha npedﬂo:)fceﬂume HAYUHU 3a ynpaejleHue, Mexanusmu 3da @MHCIHCMpClHe HAa
U3NBJIHEeHUemo, Ha4YuHu 3a niawane u cmpamecusl 3a KOHmpaoJi

lNogumnaTa cy6cuaus ot EC ce mpenoctaBst Ha ATeHIIUATA B CHOTBETCTBUE C HEWHUTE HYKAH OT
TJIAlIaHKs U 110 HElHA 3asiBKa.

AreHusTa nie ObJe MOJUIOKEHAa Ha aAMUHUCTPATUBEH KOHTPOJ, B TOBAa YHCJIO Ha OOJDKETEH
KOHTPOJ, BBTpEIICH OJWT, TOAWIIHM JOKIagu Ha EBpomelickaTa cMeTHa maiaTa, TOIMIIHO
0CBOOOKaBaHE OT OTTOBOPHOCT BBbB BPb3Ka C M3IIBIHEHHETO Ha OromkeTa HAa EC M eBeHTyalIHO
pascnensane or OLAF, mo-cmemmanHo 3a Aa ce rapaHtupa, 4e CpelcTBaTa, OTIIyCHATH Ha
areHIMHTE, Ce M3IOJI3BAT MO MpeaHa3HaueHue. JleHHOCTTa Ha ATEHIUATA 1Ie TTOAJIeKH Ha Ha30p
M OT CTpaHa Ha OMOyJCMaHa B CHOTBETCTBHE C pasmopenoure Ha uieH 228 ot [Jorosopa. Te3u
AIMUHUCTPATUBHU MPOBEPKU OCUTYPABAT p€Avlla NPOUCAYPHU TapaHIIMU 3a TOBA, Y€ Ca B3CTU
MPEJIBUJ] HHTEPECHUTE Ha 3aMHTEPECOBAHNUTE CTPAHH.

Hnpopmayusi omHocHo ycmanosenume puckose u cucmemume 3d SbmMpeulen KOHmMpOI,
Cb30A0€HU C Yel HAMATABAHEMO UM

OCHOBHUSAT PUCK € CBBbP3aH C UBIMIBJIHCHUCTO B HEAOCTAThYHA CTCIICH WJIM HCU3IIBJIHCHUCTO Ha
MNpECABUACHUTC 3ada4vu. 3a Ja €€ CMCKYU TO3W PHCK, CJICOBA Oa 6’L,Z[aT OCUT'Yp€HH OJOCTAaThbYHH
peCypcCu oT (bPIHaHCOBa rjiI€aHa TO4YKa 1 10 OTHOLICHUEC Ha IMICpCOHAla.
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2.3.

Mepku 32 npeaoTBpaTsiBaHe HA U3MAMU U HEPETHOCTH

Ha ce nocouam cwvwecmeysawume unu WIAHUPAHUME MEPKU 3d NPeSeHyus U 3auumd, HAnpumep om
cmpamez2usima 3a bopoa ¢ uzmamume.

Mepku 3a 6opba ¢ m3mammuTe ca mpeasuieHd B wieH 69 ot Permament (EO) Ne 726/2004 u B
pamkoBus puaancoB perinament (2019/715). U3mbIHATETHUST TUPEKTOP U YIPABUTEITHHUIT CHBET
Ha AreHnusTra mie B3eMaT MOAXOMAALINTE MEPKH B ChOTBETCTBHE C NPHHLUIINTE 33 BHTPEIICH
KOHTPOJI, KOWTO ce mpuiarat 3a Bcuuku nHcTuTyluu Ha EC. B choTBercTBHE ¢ OO0 MOAX0A U
yieH 42 OT paMKOBUsA (UHAHCOB pErVIaMEeHT € pa3paboTeHa cTparerus 3a Oopba ¢ M3MaMuTE,
KOATO ATeHLMsITa CIIeBa.

3. OYAKBAHO O®UHAHCOBO OTPAXKEHHUE HA
NPEJJOXEHUETO/MHUIIUATUBATA
[IpenBua mpoabHKaBalluTe AUCKYCHU OTHOCHO ch3faBaHeTo B EC Ha opran mo momobue Ha
BARDA, Komucusara cu 3ama3Ba MNpaBOTO Ja KOPUTHpA TMPEMJIOKEHUTE PECYypCH U
pasmnpeseneHrue Ha IepcoHala, Korato ObJie BHECEHO KOHKPETHO mpeyioxeHue 3a ,,BARDA
Ha EC“.
3.1. CboTBeTHH (QYHKUMH OT MHOIOrOJMINHATA (DMHAHCOBA PAMKA M Pa3XOAHU OIIKETHH
penose
e (CpbuiecTByBalIM OI0KETHU PEIOBE
IIo pcaa Ha (1)YHKI_[I/II/IT6 OT MHOT'OrogvIimnHara (1)I/IHaHCOBa paMKa 1 Ha 6IO,I[)KCTHI/IT6 pEaoBe.
Bun
Bromxeren pen, DuHAHCOB IIPUHOC
DyHKIHSA pasxon
or
MHOTOTOIH 10 CMHCBHJIa HA
oT oT wieH [21,
HIHaTa Homep MeHororon./ | IbpKaBu JbpXKaBU OT TpeTU naparpa¢ 2,
¢unarcosa emHoron.”’ oT KaHIMAATK | Ib 6yksa 6
. pKaBU ykBa 0)] oT
pamMka EACT? > DuHaHCOBHSA
peraamMeHT
2 06.100301 Mtuororoz. JA HE HE HE
e [lonckanu HOBU OIOJKETHU PEIOBE
ITo pena Ha GyHKIIMUTE OT MHOTOI'OUIIIHATA (PMHAHCOBA paMKa M Ha OI0/PKETHUTE PEJOBE.
Bun
bromxeren pen DUHAHCOB MPUHOC
DyHKIA pasxon
or
MHOIroroan 10 CMHCBHJIa HA
)i or oT une [21,
lrHaTa Howmep Muororoz./ JIbPIKaBU OT TPETH maparpad 2,
¢uHancoBa €IHOTO[], JUbpIKaBH KaHIUIaTK bie3 0 6
. pIKaBU yKBa 6)] ot
paMka or EACT u DuHaHCOBHSA
periaamMeHT

27
28

BG

MHoOTroro/. = MHOTOTOJIMIIHH O10/PKETHHU KpenuTn/ETHOTO1. = €AHOTOANIIHY OFOJUKETHH KPEIHUTH.
EACT: EBponelicka aconnanus 3a CBOOOJHA ThPTOBHSI.
JbpkaBu KaHAUAATKY U, aKO € IPUII0KUMO, TOTEHIIUAIHY KaHIUAATKU OT 3anagHure bankanu.
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3.2. OuakBaHO oTpaKeHHe BbPXY pa3xojuTe

3.2.1. Obobwenue Ha ouakeaHomo ompaiiceHue 8bpxy pazxooume

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

(I)yHKIII/Iﬂ OT MHOI'OroamiHaTa

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

T'oguna
. Il'omuna | I'onuna | I'omuHa | I'oguna | I'oguna | T'onuna
[Oprax]: EMA 2021 | 2022 | 2023 | 2024 | 2025 | 2026 | 2027w ObLIo
cJIeB.
Tloetn 3,065 3,315 3,800 4,300 4,300 4,300
T 1 e o) 4,300 27,380
Inamanus @) 3,065 3,315 3,800 4,300 4,300 4,300 4,300 27,380
Tloetn 0,725 0,775 0,900 1,000 1,000 1,000
Tl 2: e — (1) 1,000 6,400
Inamanus (2a) 0,725 0,775 0,900 1,000 1,000 1,000 1,000 6,400
Tl 3: Tloetn (3a) 24,000 18,000 18,000 10,000 10,000 10,000 10,000 100,000
3abJDKCHUA
IMnamanus (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
e | 15,300 133,780
OBIIO 6101KeTHU KPeAUTH
3a EMA =2+2a 27,790 | 22,090 | 22,700 | 15300 | 15,300 | 15300 | 15,300
TInamasus 3b 133,780
+
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DyHKUMSA OT MHOTOTOAMIIIHATA «
7 »»AIMAHACTPATUBHU Pa3X0Oau
(puHancoBa pamka
MJIH. €BpO (10 3-THS 3HAK CIIeH JeCeTUYHATA 3aeTas)
l'oguna
T'oguna | I'oguna | I'oguna | I'oguna | I'oguna | I'oguHa OBLIO
2021 2022 2023 2024 2025 2026 | 2027w
cJIeaB.
. <....... >
* Yogemku pecypcu
¢ JIpyru aAMUHUCTPATUBHU Pa3xoau
opHIoIraA<...> Cpencrsa
OBIIIO 6101KeTHU KpeaUuTH (O6mo noeru
3a @YHKIUA 7 saabkenns =  OBmo
OT MHOTOTOJIUIIHATA ()MHAHCOBA paMKa | TVIAIIaHIA)
MJIH. €BpO (10 3-THs 3HAK ClIeH JeCeTUUHATa 3ameTas)
I'onuna
T'oguna | T'oguna | I'oguna | I'oguna | I'oguna | 'oguHa OBILIO
2021 2022 2023 2024 2025 2026 | 2027w
cJIeIB.
OBIIO 6ro1KeTHH KPeIHTH TTOETH 3a/bIKEHHS 27,790 | 22,090 | 22,700 15,300 15,300 | 15300 15,300 133,780
e AL LA ALl oy 27,790 | 22,090 | 22,700 | 15,300 | 15,300 | 15,300 | 15,300
OT MHOTOTOUINHATA (PHHAHCOBA pamMKa | [lnamanus 133,780

BG
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3.2.2.

Ouakearo ompadicernue 8vpxy O10dxHcemuume kpeoumu 3a EMA

— [ IpemioxeHueTo/MHUIIMATHBATA HE HAJIara U3M0JI3BaHe Ha OFO/DKETHH KPEIUTH 3a OTICPATUBHHU Pa3XOIH

- Vv HpeHHO)KeHI/IeTO/I/IHI/IHI/IaTI/IBaTa HaJlara M3II0JI3BAHC Ha 6IO,Z[)KGTHI/I KpE€auTHU 3a OIICpaTHBHHU pPa3xXoaud CbIIIaCHO O65[CHeHI/IeTO I10-
J0y:
BIo/DKETHU KPETUTH 3a MOETH 3aIBJKEHHS B MJTH. €BPO (10 TPETHUS 3HAK CIIE]T IECETHYHATA 3aIieTas)
T'oguna T'oguna I'oguna T'oguna T'oguna T'oguna T'opuna OBIIO
Jla ce mocouar 2021 2022 2023 2024 2025 2026 2027 u ciens.
HeJuTe ¥
pesyarature PE3YJITATH
8 30 | Cpennu = Pasxon s Pasxo = Pasxo s Pasxon = Pazxo = Pasxo = Pasxo | OO6m 06110
Tun 2. =3 2. =3 2. =9 2, .
pasxoau A U A bi0 A Bi0 A u A Bi0 A §i0 A §i0 Opoit pasxoau
KOHKPETHA LIEJI Ne 1 1a C€ OCBIICCTBsIBA MOHI/ITOpI/IHr II0 OTHOIIICHUE HA U Ja CC CMEKYaBaT NNOCICAUIUTE OT ITIOTCHIIUAJITHUSA U peaJ'IHI/Iﬂ HCIOCTHUT HA
JICKapCTBa 1 MCAULIMHCKU U3CIINUA, KOUTO C€ CHUTAT OT KPUTHYIHO 3HAYCHUC 3a CIIPABAHC C Na/ICHA U3BbHPCIHA CUTYAllUs B 06HaCTTa Ha
0O0I11eCTBEHOTO 3]IpaBe
PovkoBoIHA 5,000 1,000 1,000 1,000 1,000 1,000 1,000 11,000
rpymna 3a
JeKapcTBaTa
PovkoBoIHA 5,000 1,000 1,000 1,000 1,000 1,000 1,000 11,000
rpymna 3a
MEIUIIMHCKUTE
ExcneptHa 0 2,000 2,000 2,000 2,000 2,000 2,000 12,000
rpyna
Mesuitess cGop 32 KoKpeTHa e Ne 10,000 4,000 4,000 4,000 4,000 4,000 4,000 34,000
30
km usrpazieH neT u Ap.)
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1

KOHKPETHA LIEJI Ne 2 []a ce TapaHTHpAaT Ka4ecTBOTO, OE30MACHOCTTA U €(PUKACHOCTTA Ha JIKAPCTBEHUTE MPOAYKTH, KOUTO MOXKE JIa UMAT IMOTCHIINAI 32
Oopba ¢ naieHa U3BbHPEIHA CUTYalus B 00JIaCTTa Ha OOIIECTBEHOTO 3/IpaBe

Paborna rpyma 5,000 1,000 1,000 1,000 1,000 1,000 1,000 11,000

ITnardopma 3a 5,000 5,000 5,000 5,000 5,000 5,000 5,000 35,000

Mexauner c60p 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 3PaBOCIIOBHOTO CbCTOSAHHUC 3a LEINA EC, 3a Ja C€ IIOMOI'HE 3a
HO,Z[O6p${BaHCTO Ha 1poneca Ha B3CMAHE Ha pCHICHUS IPE3 HCIINA ) KU3HCH HUKDBJI Ha JICKAPCTBCHUTE NIPOAYKTU (pa3pa60TBaHe, n3gaBaHC Ha
pPaspCICHUEC, MOHUTOPUHI HA Ilef/'ICTBI/IeTO), C BAJIMJHU U HAACKIHU PCaJIHN JaHHU

Brsen: 4,000 8,000 8,000 0 0 0 0 20,000
MesxanHeH cOop 3a KOHKpETHA I1eJT 4,000 8,000 8,000 0 0 0 0 20,000
Ne 3
OBIIIA 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. Pesrome

— O IpemioxeHueTo/MHUIMATHBATa HE BOAM JIO H3IMOJ3BaHE HA OMOJKCTHU
KPEIUTH 32 a]MUHUCTPATUBHH Pa3XO0Iu

Ouaxeano ompadiceHue 8vpxy vosewkume pecypcu na EMA

— v TlpemioKeHHETO/MHUIMATHBATA HAJIara U3M0JI3BaHe Ha OIODKETHU KPEIHUTH 32
aJIMUHUCTPATUBHHU Pa3X0JH ChIJIACHO OOSICHEHUETO 110-/10J1Y:

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

Toguna
I"'oguna I'onuna I'onuna TI'onuna TI'onuna T'oguna OBLIO
2021 2022 2023 2024 2025 2026 2027 n m
cJIeaB.
Cpo4HO HaeTu
CIy)KUTENH (CTETIEHN 3,750
AD) 2,700 3,000 3,450 3,750 3,750 3,750 24,150
CpouHo HaeTH
CIy)XUTenu  (HHBO 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
Komanauposanu 0 0
HAIlMOHAIHY €KCIIEPTH 0 0 0 0 0 0
OBILO 3,790 4,090 4,700 5,300 5,300 5,300 5300 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.
Cpo4HO HaeTu
CITy)KHUTENH (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

HaIlMOHAJTHA €KCIICPTH

BG

BG



ObIIO 29 31 36 40 40 40 40

Jla ce mocouu npeAaBHACHATA JiaTa 3a Ha3HAYaBaHE M ChbOTBETHO Jia C€ IIPOMEHHU cyMaTa (aKO
Ha3zHAYaBaHETO CTaHE IIpe3 I0JIM, 10 BHUMaHHE ce B3eMa caMo 50 % oT cpegHus Da3XOI[), Ja
CC AaaaTt AOMBJIHUTCIIHU Pa3saACHCHU .

58




3.2.3.2. OuakBaHM HYXIH OT YOBEIIKH pecypcu 3a oTroBapsmiara ']

- X HpeI[J'IO)KeHI/IeTO/I/IHI/II_II/IaTI/IBaTa HEC HaJlara M3I10JI3BaHC Ha YOBCIIKU PECYPCHU

— 0O IpemioxeHueTo/MHUIIMATBATa Hajlara W3I0J3BaHE HAa YOBELIKH PECypCH

CBITIACHO OOSICHEHUETO Mo-a0J1y:

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

T'onun
a
2021

T'ogun
a
2022

T'ogun
a
2023

I"'oguna
2024

T'oguna
2025

T'oguna
2026

Topgun
a

2027 n
cJIe/IB.

¢ JIIbKHOCTH B IATHOTO pa3nucaHue
(LTBKHOCTHU JIMIIA M BPEMEHHO HAETH
JIna)

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 Pa00THO BpeMe: FTE)*

XX 01 02 01 (IHII, KHE, ITHA ot
oOmms (MHAHCOB MAKET)

XX 01 02 02 (JHII, MII, KHE,

ITHA u ME]] B neneranuure)
—B
33
eHTpaJiaTa
XX 0104 Herrp
232
—B
Jleneramuure

XX 0105 02 (IHII, KHE, ITHA —
HEMPEeKU HAYIHH U3CIIEABAHU)

10 01 05 02 (IHII, KHE u [THA —
TIPEKH HAYIHH U3CIIEIBAHU)

Jpyru GropkeTHH penoBe (11a ce
mocoyar)

OBII0

BG

31

32

33

JHIT = norosopno Haetr nepconan; MII = mecren nepconan; KHE = xomanaupoBaH HauuoHajeH
excriept; [THA = mepcoHas, HaeT upe3 areHIMM 3a BpeMeHHa 3aetocT; MEJl = mnammu ekcrepT B

JIeJIerarusi.

[ToxraBan 3a BEHIIHUS TEPCOHAT, TOKPUT C OIOPKETHUTE KPEIUTH 3a ONEPATUBHH Pa3Xoau (MIPEIUIIHI

penose BA).

OcHOBHO 3a cTpykTypHHTEe (oHIOBe, EBponelickust 3emenencku (OHA 3a pa3BUTHUE Ha CEJICKHTE
paiionn (E3®PCP) u EBponetickus ¢ponx 3a pubdapcro (EDP).
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XX e cpboTBETHATA 00JIACT HA ITOJIUTUKA WIHA OFOKETEH IsI.

HyxnauTe oT 4oBemku pecypcu 1ie 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, koHTO U3BBpIIBAa aHAINW3 Ha pEryJaTOPHUTE BBIPOCU BBB BpB3Ka C
pa3paboTBaHETO, H3JaBaHETO HA pas3pelleHHss M HaJg30pa Ha JeKapcTBa OT CTpaHa Ha
xomuTeTuTe Ha EMA ¥ HanMOHaJTHUTE KOMIIETCHTHM OpTaHH, HaydeH OOl Iperiex Ha
MIPOYYBAHUATA, HHTETPANUs HAa Pe3yITaTUTE OT MPOyIBaHUATAa B OCHOBHATa paboTa Ha EMA mo
OLIEHKAaTa Ha JIEKApCTBEHH MPOIYKTH, YIIPaBICHUE HA JOTOBOPUTE, MIPaBHA U aAMUHUCTPAaTUBHA
noakpena u UT noaapexka.

BoHIIEH nepconan

Onucanue Ha M3YMCIISIBAHETO Ha pa3XOAUTE 3a EKBMBAJCHTAa Ha I'BJIHO pabOTHO Bpeme
(EIIPB) cnenBa na 6bae BkiItoYeHO B pa3zaen 3 ot [Ipunoxenue V.

BG
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3.2.4. Cvemecmumocm ¢ HACMOAWAMA MHO20200UWHA (YPUHAHCOBA PAMKA
— v IlpeioKeHUETO/MHUIMATHBAaTa € CHhBMECTHMO(A) C HACTOAIATa MHOTOIOAMINHA
(dbrHaHCOBA paMKa.
— v TIpe11oXKeHMEeTO/MHUIIMATHBATA Hajlara [IPEnporpaMUpane Ha ChOTBETHATA (PYHKIUS
OT MHOTOTOJMIITHATA (PTHAHCOBA paMKa.
[peanosxkeHusT qombiaHUTeNeH Gr0KeT 3a EMA Moxe na Ob/e puHaHCUpaH Ype3 HamaisiBaHe Ha OropKeTa Ha
nporpamara ,,EC B moakpena Ha 3ApaBeTo’ Ipe3 CIeIBAIIUTE TOIIMHH.
— [ IIpemnokeHneTo/MHMIIMATHBATA Hallara Ja C¢ M3Moi3Ba MHCTPYMEHTHT 3a I'bBKaBOCT
34
WIH JIa c€ TIpepasriie/ia MHOTOTOIUITHATa (PUHAHCOBA paMKa™ .
3.2.5.  @unancos npunoc om mpemu cmparu
— TlpennoxeHneTo/MHUIIMATHBATA HE TPEIBIIKIA Ch()MHAHCHUPAHE OT TPETH CTPAHH.
— IlpennoxxeHueTo/MHUIIMATABATA TPEIBIKIAA Ch(QUHAHCHpPAHE CBHIVIACHO  CIICTHUTE
[IPOTHO3U:
MIIH. €BpO (10 3-THs 3HAK CJIE/ JeCeTHYIHATA 3areTast)
Tognna
I'onuna I'onuna T"'oguna T"'onuna T"'onuna T'onuna 0610
2021 2022 2023 2024 2025 2026 | 2027w B
CJIeqB.
a ce OCOYH .m. .m. .m. .m. .m.
1 om. | P p p p p om | pm.
cb(h)MHAHCHPALIMAT OpraH
OBIIO chpunaHCHpaHU
¢ 1 b p p.m. p.m. p.m. p.m. p.m. p.m. p.m. p.m.
FOJDKETHH KPEAUTH

BG

3 Bx. unenoBe 11 u 17 ot Pernament (EC, EBpaTom) Ne 1311/2013 Ha ChbBera 3a omnpeeisiHe Ha MHOTOTOJIMIITHATA

¢uHaHCOBa pamka 3a ronuante 2014 —2020.
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3.3. OuyakBaHO OTpa:keHHe BbPXY NPUXOIUTE
— v TlpemioxkeHHeTo/HAIMATHBATA HIMa (PMHAHCOBO OTPAKCHHUE BhPXY MPUXO/IHTE.

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

— O BBPXY COOCTBEHHUTE pecypcu
- O BBbPXY Pa3HUTE MPUXO]IA
- O Mo, mocoueTe Jay MPUXOIUTE ca 3aMUCaHM M0 Pa3XOTHU OI0HKETHU
penoBe.
MJIH. €BpO (0 3-THs 3HAK CIIeH JeCeTUYHATA 3aIeTas)
Hanuunau OTpa)KeHI/Ie Ha l'IpeﬂJ’[O)KeHI/IGTO/I/IHI/IL[I/IaTI/IBa.Ta35
OIOKETHU
IIpuxonen Oro/pKeTeH KPEAUTH 32 Toanna
pen: TeKyIara l'oguna l'oguna | I'oguna l'oguna Tl'oguna Tl'oguna
(nnancosa 2021 2022 2023 2024 2025 2026 2027 m
TOAUHA cJIeB.
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 IMOCOYH MCTOABT 3a U3YUCIIIBAHC Ha OTPAKCHUCTO BbPXY NPUXOAUTEC.

» 1o ce oTHacst 10 TpaAUIMOHHUTE COOCTBEHH pecypcH (MHTa, HAaJo3u BbPXY 3axapra), IOCOUYCHUTE CyMH TpsiOBa

Jia ObaaT HeTHH, T.e. OPYTHU CyMH, OT KOUTO ca npucnaguati 20 % 3a pa3xou 1o CbOUpaHeTo.
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