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MIHICTEPCTBO OXOPOHM 3/I0POB’SI YKPATHHI
HAKA3

Kuis Ne

IIpo 3areepaxkennsi 3min o Ilopsinky HNpoBegeHHss MiATBEPIKEHHN
BiIMOBiHOCTI YMOB BMpPOOHMITBA JIKAPCLKHX 32c00iB BHMOraM HAJIeXKHOY
BHPOOHIYOY NIPAKTHKH

Bigmosinao mo cratedi 14, 15 3axony Vkpaiam «IIpo mikapcbki 3aco0m»,
nyskty 5 Ilopsaky 3mifiCHEHHS HEp)KaBHOTO KOHTPOIKO AKOCTI JHKAPCHKHX
3aco0iB, IO BBO3ATHECS B YKpaiHy, 3arTBepykeHoro mocraHoporo Kabimery
Minictpis Vkpainu Bix 14 Bepecusa 2005 poky Ne 902, nyHkry 8 IlonoxxeHns npo
MiHicTepcTBO OXOPOHY 340pOB’st YKpaiHu, 3aTBepKeHOro nocranosoio Kabinery
Minictpis Vkpainu Bin 25 Gepesns 2015 poxy Ne 267 (y penakiii mocTaHOBH
KaGinery Mimictpis Vkpainm Bin 24 ciums 2020 poxy Ne 90), 3 mertoro
3a6e3reucHHs HAEXKHOIO KOHTPOIIO SKOCTi JHKapchkuxX 3acobiB H yMoB ix
BUPOOHUNTBA,

HAKA3YIO:

1.3areepaure 3minm  go  Ilopsnky  TpoOBeleHHS — HiATBEPDKCHHS
BiMOBiAHOCTI yYMOB BHPOOHWIITBA JIKapCHKHX 3aC00iB BHMOTaM HAaJICXKHOI
BHUPOOHUYOT TIPaKTHUKHY, 3aTBEPIKEHOTO HaKa30M MiHicTepcTBa OXOPOHH 3HOPOR’S
Vxpainu Bif 27 rpymas 2012 poxy Ne 1130, sapeectposaroro y MinicTepcTsi
focmuﬁ Vipaiam 21 ciwms 2013 poky 3a Ne 133/22665 (y penaxuii Hakasy
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MiHicTepcTBa OXOPOHU snopoﬁ’ﬂ Vxpainu Big 09 gepsas 2020 poxy Ne 1346), mo
JOZTAFOTHCSL.

2. Mupexrtopary (Gapmarestuanoro 3abesneuenHs (3agsopumx L. C.) B
YCTAQHOBJICHOMY TIOPSIAKY 3a0€3[eudTH IMOLAHHS LBOTO Hakasy Ha JEpXKaBHY

peecTpaiiiro a0 MiricTepcTBa I0CTHIIT YKpaiHy.

3. Kourpoms 3a BHKOHAaHHAM [HOTO HaKa3y IOKJACTM Ha IEPIIOro
3acrynauka Minictpa Komapiny O. O. ‘

4. 1leit Haka3 Habupac YUHHOCTI 3 JHA HOro oQiIiifHOTO OMyOIiKyBaHHA.

MisicTp /'\// Bixrop JIAIIIKO



3ATBEPIKEHO
Haka3 MiricTepcTBa OXOpOHM 310POB’S
Ykpainu

Ne

3MIHHA
ao Ilopsiaky npoBeAeHAs MiATBepPAKeHHS BifmOBiZHOCTI
YMOB BHPOOHHITBA JIiKapPCHKHX 3aC00iB
BHMOI'aM HAJIe’KHOT BUPOOHHYOI NPaKTHKH

1.V pozmini I:

1) myskr 1 BEKIIACTH B Takill peakmii:

«Ue#t Tlopsmox po3pobneno Bimmoeimao mo0 3akoHy VYkpaium «IIpo
mikapcbki 3acobuy», 3 ypaxyeanHaM BuMor [upektuBm 2001/83/€C
E€pponeiicekoro Ilapmamenty Ta Pamm Bim 06 mmcromama 2001 poky mozo
Kozmekcy CHiBTOBapHCTBA CTOCOBHO JHKAPCHKAX 3aC06iB, NpH3HAYEHHX IULI
sactocyBaHHd moauHOoo, JupektnBu Kowicii 2003/94/€C Bim 08 xoBTHA
2003 poky, sKa BCTaHOBIIIOE NPUHIMNK 1 TpaBHja HACKHOI BHPOOHHIOL
OpaKTUKU IMOAO JIKAapChKUX 3aco0iB, NPH3HAYECHAX [JII 3aCTOCYBaHHS
TIOAVWHOIO, Ta JOCHI[KYBaHUX JIKApChKAX 3aco0iB, TPHU3HAYEHHWX I
3aCTOCYBaHHS JHOAWHOIO, 30ipHuka mpouexnyp ChoiBToBapucTBa 3 IHUTaHb
iHCHeknit Ta obminy iHbopmamiero (EMA/572454/2014, 17 penmakuis) Ta
peKoMeHAani#  JoKyMeHTiB  MikHapomHoi CucreMu  CHiBpOOITHHMIITBA
¢dapmarestnunnx incmekmiit (PIC/S) PI 002 Bumoru o cucteMu SKOCTI
¢apMmanieTaHux iHCcnekropariB, PI 008 HacrtamoBa mo iHCHEKTYBaHHIO
yCTaHOB 3 OTPUMaHHS KpoBi Ta Michp 30epiramas mmasmu, PI 019 Jlocse
BUpOOHWYOI IINBHWIL MJi1 YCTaHOB 3 oTpuManHsa 1rasmu, PI 020 Jlocse
BUPOOHWIOT AiNbHUI I MicIb 30epiranas mnasmu, PI 040 Hactanosu PIC/S 3
xinacudikanii mesigmoignocre GMP.».

2) IyBKT 4 NONOBHHUTH 203all0M APYTHM TaKOTO 3MIiCTy:
«3a HagBHOCTI 3alPOBa/KEHOr0 €IEKTPOHHOro moprany Jlepxirikciyxou
AJs, NONAHHSA JOKYMEHTiB [/ TiNTBeP/UKEHHS BiANOBIAHOCTI  yMOB
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RUPOOHMIITBRE JIKapchKuX 3ac0obir BuMoraM GMP nokymMenTOO0GIT 30IHCHIOETECS
3 JOTpAMaHHAM BUMOI' 3aKOHOJABCTBA TIPO €JCKTPOHHI IOKYMEHTH Ta
EIEKTPOHHMIA JJOKYMEHTOO00Ir.». ~

2.Y posnini II:

1) migmyHKT 6 MyHKTY 2 BEKJIACTH B TaKill pemaKiii:

«6) 3acBimdeHa 3asBHHKOM (IIPEICTABHUKOM 3asBHHKA) KOs 3BiTy,
CKHaJeHOI'0 3a  pe3ylbTaTaMH  OCTaHHBOI  NEpeBIpKH,  IPOBEHEHOT
YIOBHOBRKEHNM OpraHoM Kpainm — anena €C, Benmkoi bputanii abo kpainwu,
dKa Mae yroxy mpo B3aemHe Bu3HamHS 3 €C abo 3 VYkpaiHowo (s
HEPE3UACHTIB, 3a BWHATKOM BHUPOOHMKIB, BUPOOHWYI MOTYXHOCTI SKUX
3HAXOAATHCA Ha TepuTopii Kpainu — uneda €C, Bemukol bpuranii abo kpainm,
sKa Mae yrogy mpo B3aeMmHe BmH3HamHsa 3 €C abo VYkpainoro). Ilpu mpomy
IepeBipka IOBMHHA OyTH NpOBEIEHA HE paHille HiX 3a 5 POKIB [0 MOIJaHHS
3asBH.

Y pasi BiIMOBM BUPOOHWKA y HaJaHHI KOMIi 3BiTy, 3asBHHK MOXE
3BepHYTHUCS X0 JIepKITiKCITy:X0H i3 KIIOMOTaHHAM PO 3iCHEHHS 3aIMTy MO0
HaJaHHA TaKoro 3BITY YIOBHOBaXCHWM OpraHoM kpainu-wieHa €C, Bemmkoi
Bpuranii abo kpaiHu, sika Mae yroAy mpo B3aeMHe BusHaHHI 3 €C abo 3
VYxpaiHolO, 1m0 37iliCHIOBaB 3a3HadeHy mepeBipky. llicis oTpuMaHHS 3BITY,
Hepxitikcnyx6a Horydae HOro A0 KOMILIEKTY JOKYMEHTIB BiAMOBigHO! 3asBH.
IIpo otpumanns 3BiTy abo BigMoBH y #Horo Hamammi Hepxikcmyx0Oa
IIOBiJlOMJI}I(-; 3qgi§HHKa B ITallepoBili a0 eneKTPOoHHIH (opMi.»;

2) niﬁﬁﬁm’r 8 TyHKTY 2 BUKJIACTH B TaKill pemaKiii:

. «8) moBizKa Ipo SAKiCTh MPOAYKIL, Mo BHpOGIIﬂeTI:C}I 3TiTHO 3 ZOHATKOM 5
1{0 IBOTO . Hopﬁmcy (OKp1M HEPE3UACHTIB, BHPOOHWYI MOTYXHOCTI SKUX
3HAXOJITHCA Ha TepuTOpii Kpainu — wiena €C, Benuxoi Bputanii a6o kpainm,
sKa Ma€ yrofy IIpo B3aeMHe Bu3HaHHL 3 €C a60 3 YKpaiHomwo);»;

3) npyre pedeHHS MYHKTY 3 HiCJs CIB «BiANOBIIHO O po3Airy V IBOro
TTopsiaxy» HOTOBHHTH CIOBaMH «, Y pa3i IpUFHATHOTO ILIaHy KOPHUTYBaJIbHUX
Ta 3am00DKHUX il 3a pe3yNIbTaTaMy iHCIIEKTYBaHHS, Y,

. 4) MyBKT 5 JONOBHKUTHA a63a1[0M JAPYTHAM TAaKOTO 3MiCTy:

- «VY pasi mOfaHHA BifANOBIAHMX NOKYMEHTiB 9€pe3 EINEeKTPOHHMH mopTan
I[epchannymGH Ha eJIEKTPOHHI TOKYMEHTH HAKJIGHAETHCS SIeKTPOHHMI HiAnuc
3asBHUKa - (IpeICTaBHUKA 3asBHHKA), MO Oa3yeThcs Ha KBali(iKoBaHOMY
ceantbikaTi' éﬂ@K’I‘pOHHOI‘O OiMHACY, BiAMOBIAHO OO0 BUMOr 3aKkoHY YKpaiHH
«IIpo eJIeKTp6HHi JIOBipdYi IOCIYTHY.»;
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5) nmyHKT 6 BUKJIACTH B TaKiM peakiii:

«6. [lns mposeneHHs 1ab0paTOpHOTO aHANi3y SKOCTI 3pasKiB JIKAPCHKUX
3ac00iB, €KCIEepTH3, IHCIIEKTYBaHHs, BHKOHAaHHS OKPEMHX BHIIB poOGiT TOIIO
JIepXITiKCITy>)K60I0 MOXYTh 3ally9aTHCs MiANPHEMCTBA, YCTAHOBH, opraHisan;ii'
OKpeMmi BYeHi Ta (axiBmi (3a iX 3romoro). HpOBelIeHHﬂ eKCHePTU3 3HiHCHIOETHCH
Oe301taTHO IS 3adBHAKA.Y.

3.V posnii Iil:

1) ab3an mepmmit myskTy 1 wmWicns cioBa «opramisamii,» JIOIOBHUTH
CIIOBaMU «€ OE30IUTATHOO 1T 3asBHUKA TaY;

2) IyHKT 3 NONOBHUTH a03aroM JPYTHM TaKOTO 3MICTY:

«CTpoK po3risiLy HamaHux 3asBHUKOM (IIPEACTABHUKOM 3asBHHUKA)
JNOJaTKOBUX NOKYMEHTIB a00 BigmOBimell MO0 BUSBICHMX HEBIIIIOBiIHOCTEH
cKiamae He Oinbine 15 xameHIapHAX JHIB.»;

3) y myskti 13 cnoBo Ta mubpy «myakroM 11» 3aMiHWTH CIOBOM Ta
(PO KIIYHKTOM 12

4) nysKT 15 nonoBHUTH a63a0M APYTUM TAKOTO 3MICTY:

«3asBHAK He MO OJABATH 3asBY, Hepeabadeny ab3aloM IIEpLIHM I{bOTO
IIyHKTY, SKIIO CTPOK IIPOBEAEHHS OCTAHHBOI'O IHCIEKTYBAHHS CTAHOBUTH
Oinbile, HDX TpU pOKH. 3BiTH 3a pe3yibTaTaMM iHCIIEKTYBaHHS a00o akTy 3a
pe3ynbTaTaMu IUIAHOBOI TIEPEBIpKH IOACPIKAHHSA BiOUOBINHHX JHIEH3IHHIX
YMOB, CTPOK NPOBENEHHS AKMX CTAHOBUTH OiIbINE, HIXK TPH POKH, HE MOXYTh
OyTH BpaxoBaHi IiJl Yac MPOBEJCHHS OI[HKA PH3MKIB 3 METOK MEPEHECEHHS
CTPOKY HAacTyIIHOI iHCHeKIii BUpOOHWITBA JHKApCHKOrO 3acoby Ha
BiAmoBifHiCTs BUMoraM GMP.».

VY 3B’sa3ky 3 nuM ab3any ApPYTHi — YeTBEPTH BBAXKATH BiAIOBIAHO
abzanamu .TpeTiM — I’ ITAM.

4 Yy posxini V:

1) a63au TpeTiit MyHKTY 1 BUKIACTH B TaKi# pemaKiiii:

«Jlist BUCHOBKY TIpOJIOBXKYETHCS JepKITiKCIyK0050:

- Ha CTPOK /IO MIeCTH MICAIB V pa3i HamaHas 3adBHUKOM (IpeiCTaBHHKOM
3JasBHEKA) ab0 BUPOOHWKOM iH(pOpMaIlii Bill YIIOBHOBaKEHOT'O OpraHy, SKHif
BUIAB ddpiuiﬁnnﬁ JOKYMEHT IIOJO BIiJIOBIZHOCTI yYMOB BHPOGHHUIITBA
MKapchKEX 3aco6iB BEMoramM GMP, CTOCOBHO MpOBENEHHS iHCIEKTYBaHHS Ha
BIIIOBINHICTP YMOB BHPOOHHUIITBA JiKapChKUX 3aco0ie BuMoram GMP
yIIOBHOBa)KeHHM OpraHoM, SKuil BuAaB OQINIHHWE JOKYMEHT IIOAO
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BIAMIOBIJHOCTI YMOB BUPOOHUIITBA NiKapchKUX 3aco6iB Bumoram GMP, mpo 1o
Hepxnikcryx6a mopinomise 3asBHAKa (MPEICTaBHUKA 3agBHUKA) B MalepoBiii
abo enexTpoHHiH (opMmi y cTpok He binbme 10 poGounx IHiB;

Ha TepMiH il HOBOTO OQIMiHOro JOKYMEHTa INOAC BiJHOBIIHOCTI YMOB
BUPOOHMITBA JiKapchkux 3aco0iB Bumoram GMP, y pasi HamaHHA 3agBHUKOM
(mpencTaBHUKOM 3asBHWKA) iHPOPMAIll Bil YIMOBHOBRKEHOIO OPraHy, SKWil
BUJaB oQinifiHuii JOKYMEHT INMOAO BiANOBIAHOCTI YMOB BHPOOHHMITBA
miKapcekux 3aco6iB BumoraM GMP, ¢TOCOBHO H0Oro BHAaYi yIOBHOBAKECHHM
OpraHoM Kpainu - unieHa €C, Benuxoi bpuranii abo xpainm, ska Mae yrogy mpo
B3aeMHe Bu3HaHHS 3 €C abo 3 YkpaiHoio Ha 3aMiHy oQiliifHOro TOKyMeHTa, Ha
nifcTasi skoro OyB Hajmanwit BucHOBOK, mpo mo Jlepkimikciryx0a moBigoMIsE
3agBHUKa B manepoBili abo emexkTpoHHIN ¢opMmi (mpeacTaBHHKA 3aIBHHUKA)
HIpOTATOM 5 poGoUnX IHIB.»;

2) myHKT 12 [OoNOBHHTH a03aoM JIeB’ SITUM TaKOTO 3MICTY:

' «Y pasi NONaHHA BiAMOBITHEX NOKYMEHTIB Yepe3 eNeKTPOHHHH IOpTan
Jlepxmikciryx0u Ha eeKTPOHHI TOKYMEHTH HaKIIaAETHCH eJeKTPOHHMIM MiAMIC
3asgBHUKa (IpeicTaBHUKa 3asgBHMKaA), II0 OazyeTbcs Ha KpaidikoBaHOMY
cepT(iKaTi €IeKTPOHHOTO WiINHCY, BiAIOBITHO O BUMOT 3aKoHY YKpaiHu
«IIpo eneKTPOHH] TOBIpTi HOCIYTH».»;

3) abzan ABamuATh AeB’ATUi MyHKTY 13 BUKIACTH B TaKi#f pemaKiii:

«y pasi, AKIo BUPoOHKWYA NiNBHUIA paHille He IPOXOAHIA iHCIIeKTYBaHH
3 6oKy 21ep>1<J11KCJIy>K6H YIIOBHOBXXEHOT'O Oprany kKpainu — wieHa €C, Benukoi
Bpuranii abo kpaiHu, ska Mae yrofy mpo BsaemHe BusHanHs 3 €C aGo 3
Ykpainoro (okpiM BHIAAKiB HaJaHHS 10 JIep:KITiKCITyXK6H Bil THIIOMATHYHIAX
IpE/CTaBHUNTB YKpaiHM 3a KODHOHOM iH(OpMarii IIOJO0 HEMOMXIHBOCT
OPOBEACHHS 1HCOEKTYBAaHHA V 3B’ 3Ky 3 OTOJIOINEHHSM KpaiHOIO - BHPOOHHUKOM
HAI3BUYalHOTO CTaHy, Hag3BHYaiiHol CHTyamii, BOEHHOr0 CTaHy, y pasi
CTHXilHOro MHXa, y BHIAAKY odiniiinoro susHanas BOO3 xBopobu naHaeMiero
Ta HaA3BMYafiHOIO CHTYalli€l0 B Talys3i CBiTOBOI OXOpDOHH 3[OpOB’S, IO
YHEMOKIIUBIIIOE IIPOBEICHHS IHCIEKTYBaHH );».

5. ITyaxtr 3 posminy VI pmomoBHWTH ab3amaMd INICTHARIATHM Ta
CIMHAAUSATAM TaKOTO 3MICTY:

«CKacyBaHHA 0OMexXeHb, M0 Oyiu mifcTaBoio [ Bagadi Ceprudikara 3a
TMPONELYPOI0 OIIHKK PU3MKiB ab0 3a MPONEHypOI0 AWCTAHMINHOI OIiHKU (Y
3B’3Ky 3 OTOJNOIIEHHSM KpaiHOK - BHPOGHWKOM HA/3BUYalHOrO CTaHy,
HaI3BMYANHOI CHTYallil, BOEHHOTO CTaHy, ¥ pa3i CTHXIMHOro nwxa, y BAOAAKY
odini#HOro pusHanHS BOO3 xBopo6H TaHAeMi€r0 T2 HA[3BHYAHHOIO
CHTYaLi€l0. B, Taly3i CBiTOBOi OXOpPOHHM 3[OPOB’S, IO YHEMOXIIMBIIOE
HpOBeI[eHH}{ 1HCII6KT}’BaHH}I)
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BCTAHOBJICHHN NAT HACTYIHHX IHCHEKTYBaHb BiIOBiIHO 1O NPOTOKOIY
ONIHKY PU3HKIB IIOZO PO3PAaXyHKY CTPOKY HACTYIIHOI iHCHEKIii BHpOOHUIITBA
JNIKapchKOro 3aco0y Ha BianoBigHicTs Bumoram GMP.».

6. Tabmummo posniny «KepiBHANTBO PO BiKJIAAEHHS HACTYHIHOIO
incmexTyBaHHMD HonaTky 15 mo Ilopsaky BUKIacTH B Takil pefaKiii:

« Kpox 1 Kpoxk 2 Kpoxk 3 Kpok 4
Prznk l?lmmanemm
HopymenHs incnexTyBa-
O06’exT ominkn . Brayrpimniii Peiirnar HHASA
BHMOT HiCJIs
. PH3HK PU3HKY (+ maxke.
OCTAHHbOY .
. POKiB)
iHCHeKuii
. . +1
Huspxuit Bucoxwuii B
Bupobrrra o N - +1,5/+1
TiNBHALS - Huspkuit /cepenmiit Cepenniit A/B
(3asnauumu) "
HI/I3I>KI/I?’ / t — A +2/+1,5
cepemHii ».
B.o. renepanbHoro aupexropa Jlnpexropary
(hapmManeBTHIHOrO 3a0e3MeYeHHS IBan 3 OPHHX



