IHOPIBHAJIBHA TABJIMIIA
10 TPOEKTY Haka3y MiHicTepcTBa 0XOPOHH 310pOB’st YKpainm «/lesiki nuTanHsa peanizauii 3akony YkpaiHu
Bix 16 munusa 2024 poky Ne 3860-1IX "IIpo BHeceHHsI 3MiH 10 IeIKMX 3aKOHIB YKpaiHM 11010 apaJieJIbHOI0
iMmopry Jikapcbkux 3aco0iB'»

3MiCT MOJIOKEHHS AaKTA 3aKOHOJAABCTBA

3MiCT BiANIOBITHOT0 MOJI0KEHHS NMPOEKTY aKTa

ITopsinok 3ailicHeHHs1 papMaKkoHarIsay, 3aTBepAKeHuil Haka3oM MiHicTepcTBa 0XO0poHH 310poB’st YKpainu Bia 27 rpyans 2006 poxy
Ne 898, 3apeectpoBanmii y Minictepcersi loctunii Ykpainu 29 ciuns 2007 poky
3a Ne 73/13340 (y penakuii Haka3y MiHicTepcTBa 0XOpOHH 310poB’si YKpaiHu Bix 26 Bepecusi 2016 poxy Ne 996)

1. 3arajnHi moJioxeHHs

I. 3arajanHi moJioxkeHHs

2.V upomy llopsinky TepMiHH BXXUBAIOTHCSA y TAKUX 3HAYCHHSX:

BakIHalisg  (IICTUICHHS, AaKTUBHA/IACMBHA  IMyHI3amis) -
CTBOPEHHS IITYYHOTO IMYHITETY y JIOJAWHU 0 MEBHHUX 1H(EKIIHHUX
XBOPOO LUISXOM BBE/IEHHS BaKIIMHU UM IMyHOTJI00YITIHY;

BIJICYTHICTh €()EKTUBHOCTI JIKapChbKOTO 3aco0y - BIJICYTHICTb
CIPUSATINBOI JIIarHOCTUYHOI, JIKYyBaJbHOI 4M MNPOQUIAKTUYHOT ii
JKapCchKOro 3aco0y MIOAO0 BCTAHOBJICHHS XapaKTepy 3axXBOPIOBAHHS,
foro mepeOiry, TpuBaJocTi ab0 KOpekwii cTaHy 4u (i310J0TiYHUX
GyHKUIA  opraHi3My JIIOAWHM  BIANOBIIHO /0 IOKa3aHb /10
3aCTOCYBaHHS, 3a3HAUYEHUX B IHCTPYKIIT UIsI MEIMYHOTO 3aCTOCYBaHHS;

IpyHoB1 HECHPUSTIUBI MOAIT Michs iIMyHi3amii - 1Ba abo Oinblie
BUIAJKIB HECTIPUATIMBUX MOMAIN Mics iMyHi3aIlii, [0 MalTh MOai0H1
KJIIHIYHI TpOsBU, TOB’S3aHI 3a 4YacoM, MICLEM [POBEIEHHS
iMyHI3a11ii/TyOepKyIIHOAIaTHOCTUKK Ta THUIIOM BBEIEHOI BaKIIMHH,
TyOepKyIiHY;

rpynoBi MOOIYHI peakiii - nBa abo OLUIbIIEe BUMAAKIB MOOIYHUX
peaxiiif, MoB’3aHUX 13 3aCTOCYBaHHSIM JIIKAPCHKOT0O 3ac00y, BaKIIMHU
Ta TyOepKyJliHy, L0 MalOTh MOJIOHI KIIHIYHI NPOSBU, MOB’s3aHI 3a
4acoM, MICII€3HAXO/KEHH M 3aKJIaJy OXOPOHH 3/I0POB’s Ta/abo cepiero
JKapChKOro 3aco0y, BaKIMHU, TYOESPKYJIIiHY;

2.V upomy llopsinky TepMiHH BXKHBAIOTHCS y TAKUX 3HAYCHHSX:

BakIuHalig  (IICTUICHHsS, AaKTUBHA/TIACMBHA  IMYyHi3amis) -
CTBOPEHHS IITYYHOTO IMYHITETy y JIOAWHHU JI0 NEBHHUX iH(EKIiiHUX
XBOPOO LUISXOM BBE/IEHHS BaKIIMHHU UM IMyHOTJIO0YIIIHY;

BIJICYTHICTh €()E€KTUBHOCTI JIKapChbKOro 3aco0y - BIJICYTHICTb
COPUATIIMBOI JIIarHOCTUYHOI, JIKYyBaJbHOI 4M NpPOQUIAKTUYHOT nii
JKapChKOTO 3aco0y MIOAO0 BCTAHOBJICHHS XapaKTepy 3axXBOPIOBAaHHS,
fioro mepeOiry, TpuBajocTi abo Kopekuii craHy 4u (i310J0TIUHUX
GyHKIIA  opraHi3My JIIOAMHM  BIAMNOBIIHO /O IOKa3aHb JI0
3aCTOCYBAHHS, 3a3HAUEHHX B IHCTPYKIIIT 11 METUYHOTO 3aCTOCYBAHHS;

IpyNoOBI HECHPUSTIUBI MOAIl Micis iMyHi3alil - 1Ba abo Oiiblie
BUIAJIKIB HECIIPUSTIUBUX MOMAIN Micis IMyHi3allii, [0 MalTh MOI0H1
KIIHIYHI TPOsSBH, TIOB’sI3aHI 3a YacoM, MICIIEM IPOBEICHHS
IMyHI3a11i1/TyOepKyIiHOAIaTHOCTUKA Ta TUIIOM BBEIEHOI BaKIIWHH,
TyOepKyJliHy;

rpynoBi MoOivyHI peakiii - 1Ba abo Oinblle BUMAAKIB MOOIYHUX
peaxiiif, MoB’sI3aHUX 13 3aCTOCYBAHHSIM JIKapChbKOTO 3ac00y, BaKIIMHU
Ta TyOepKylliHy, 1[0 MalOTh MOMIOHI KIJIIHIYHI NMPOSBH, MOB’sA3aHI 3a
4acoM, MICIIE3HaXO0PKEHHSM 3aKJIay OXOPOHHU 3/I0POB’s Ta/abo cepiero
JKapChKOro 3aco0y, BaKIMHU, TYOSPKYJIIiHY;
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a03an BiACyTHii

e(pEeKTUBHICTp BaKIMH - 3HW)KEHHS BIJICOTKA KEpOBaHMX
1HpEeKIITHNX 3aXBOPIOBaHb y TpPyMi MIEMJIEHUX OCI0 MOpPIBHAHO 3
IPYIOI0 HEUIEIJICHUX OCi0;

e(EeKTUBHICTD JIKapChKOTO 3ac00y - CHPHUATINBA JIarHOCTUYHA,
JiKyBaJIbHA YM MNpoQIIaKTHYHA i JIKaApChbKOTO 3aco0y 100
XapakTepy 3aXBOPIOBAaHHs, HOro mepediry, TpuBajiocTi abo KOpekii
cTany 4M (i3ionoriyHuX (yHKIH OpraHi3My JIFOAMHHU BIATOBIIHO JI0
MOKa3aHb JI0 3aCTOCYBaHHA, 3a3HAYCHUX B IHCTPYKIT AT METUIHOTO
3aCTOCYBaHHS;

3arajibHUM 3BIT 32 KapTaMH €IiIPO3CIiyBaHHs PO 3apeeCcTPOBaHi
BHIAJIKH 3aXBOPIOBaHHS Ha I1H(EKIIHHI XBOPOOHW, IO KEPYHOThCS
3acobamu crienn(PiuHOT IMyHONIPO(DIIAKTUKHY Y LIETIIEHUX, - 3BIT IIPO BC1
3apeecTpoBaHl BHUIAJKU 3aXBOPIOBaHHSA Ha iHQEKIiHI XBOpoOH, 110
KepyroThCs 3aco0amMu crienu(iuHol IMyHONPODIIaAKTUKY Y HIETNIEHUX,
CKJIaJIeHUH Ha MiJCTaBl JaHUX KapT €MiJpO3CiiTyBaHHS MpPO BHUIIAJKU
3aXBOpPIOBaHHSA Ha IH(EKIINHI XBOpPOOH, IO KEpYyHOThCS 3aco0amMu
crneunpigHOi IMyHONIPO(DITAKTHKH Y LIETIICHHX;

3adikcoBaHa MMOOIYHA peaklis JIKapChbKOro 3aco0y, BaKIUHH,
TyOepKyIiHy - MoOiuHa peakiis, Xapakrep abo TSKKICTb MPOSBIB SKOI
BIJIIIOBIJa€ HasiBHIN 1H(oOpMallii, 10 MICTUTHCS B OCHOBHIHM 1H(GOopMaIlii
3 Oe3MneKH 3asiBHUKA JIKapChKOTO 3ac00y, BaKIIMHU, TyOEpKYJIiHY;

3BeZICH1 JaH1 PO BUTIAIKU MOOIYHUX PEAKITIN MICIIs 3aCTOCYBAHHS
BaKIIMH, TYOEpKYJIiHY - 3BIT, [0 y3arajbHIO€ iH(popMalliro mpo mobivyHi
peaxuii miciis 3aCTOCYBaHHS BaKIMH, TYOEpKYIIHY 3T1THO 3 MEPEiKoM
KIIHIYHUX TPOSBIB MOOIYHMX peakIiil Micis 3aCTOCYBAaHHS BaKIIHH,
TyOepKyJliHy Ta/ab0 iX OMHCOM, IO MICTHTHCS B IHCTPYKIISX IS
MEIMYHOI0 3aCTOCYBaHHS BaKIMH, TYOSpKYJIiHY, 33 3BITHUI Nepio;

eTAIOHHMI  JiKkapcbkui  3aci0 — Jikapebkuii  3aci0,
3apeecTPOBaHMil B YKpaiHi, 3 AKMM JIiKapcbKkuil 3aci0, HA KWl
HAMACTLCA A03BijJI, € iIeHTHYHHM YH NOAIOHMM a00 OJHOYACHO
pedepeHTHUM YU reHEPUYHUM JIIKapPCbKUM 3aC000M;

eEeKTUBHICTh BakKIMH - 3HIDKEHHS BIJCOTKA KEPOBAHHX
IHQEeKIIMHNX 3aXBOPIOBaHb y TPyIl MIEIJICHUX 0Ci0 IMOPIBHAHO 3
IPYyTOI0 HEeLIETIEHUX 0cCi0;

€(eKTUBHICTh JIIKAPCHKOTO 3aco0y - CHpUSTIMBA JIarHOCTUYHA,
JiKyBaJibHAa YW MNpOo(QUIAKTHYHA i JIKapChKOro 3aco0y 100
XapaKTepy 3aXBOPIOBaHHS, HOro mepediry, TpuBaJoCTi ab0 KOpeKIlii
cTany 4d (i3ionoriyHuX (QYHKLIHA OpraHi3My JIOJAWHU BiJIOBITHO 10
MOKa3aHb 10 3aCTOCYBAaHHA, 3a3HAUYEHUX B IHCTPYKIT AJII MEAUYHOTO
3aCTOCYBAHHS;

3arajbHUMN 3BIT 3a KAPTaMH €ITAPO3CIIiIyBaHHS PO 3apeeCTPOBaH1
BUIIAJKA 3aXBOPIOBAHHA Ha iH(EKIIIHI XBOpOOH, IO KEPYIOTHCS
3aco0amu crienudigyHoi IMyHONPODITAKTUKY Y HICTUICHHX, - 3BIT ITPO BCI
3apeecTpoBaHl BUMNAJAKU 3aXBOPIOBAHHSA Ha 1H(EKIIHHI XBOpoOH, 1110
KEpYIOThCS 3aco0aMu crienupiqHoT iIMyHONTPO(DUIAKTUKY y HIETICHUX,
CKJIQJICHUH Ha MIJACTaBl JAHUX KapT €MiApOo3CIIiTyBaHHs MNP0 BUIAAKU
3aXBOPIOBaHHS Ha 1H(EKIiHHI XBOpOOM, IO KEpYIThCs 3acobamu
cnenugigHoi IMyHONTPO(DIIAKTUKH Y IIEIUICHUX;

3a(ikcoBaHa NOOIYHA peakilist JIKapChKOro 3aco0y, BaKIMHH,
TyOepKyJIiHY - TOOIYHA peakiiisi, XapakTep ado0 TKKICTh MPOSBIB SKOi
BIJIMOBia€ HasBHIN iH(OpMaIlii, 10 MICTUTHCS B OCHOBHiH 1HGOpMaItii
3 6e3MeKH 3asiBHUKA JIIKApPChKOI0 3ac00y, BaKLMHU, TYOEpKYIIHY;

3BEJICHI JIaH1 PO BUIMAJKU MOOIYHUX PEaKIii Micis 3aCTOCYBaHHS
BaKIMH, TyOEpKYJIiHY - 3BIT, [0 y3arajabHIO€ 1H(GOPMAIIIIO TTPO MOOIYHI
peakiii micis 3acTOCyBaHHS BaKIMH, TyOepKYJIiHYy 3TiIHO 3 MEpeikoM
KJIHIYHUX TpPOSBIB MOOIYHUX peakIid Miclis 3aCTOCYBaHHS BaKIIMH,
TyOepKkymiHy Ta/abo iX OmMCOM, IO MICTUTHCS B IHCTPYKIISX IS
MEIUYHOTO 3aCTOCYBAaHHS BaKIMH, TYOCPKYIIiHY, 32 3BITHHI MEPIoJ;




3BIT NPO BHUMAAKKM MOOIYHMX peaklid JIKapChbKUX 3aco0iB,
BaKIIMHHU, TyOepKyIiHy, Ta/ab0 BiACYTHOCTI €(heKTUBHOCTI JIIKAPChKHUX
3aco0iB, Ta/abo HECTIPUATIUBUX oI micis
IMyHI13a1111/TyOepKyJIiHOAIarHOCTUKH Y 3aKJIaJlaXx OXOPOHHU 37I0POB’S -
IIOPIYHUH 3BIT PO BCl BUMAAKHK MOOIYHUX peaKIiii TikapchKUX 3aco0iB,
BaKIIMHHU, TyOepKyIiHy, Ta/ab0 BiACYTHOCTI €(heKTUBHOCTI JIIKAPChKHUX
3aco0iB, Ta/abo HECTIPUATIUBUX oI micis
IMyHI13a11i1/TyO0epKyJIiHOAIarHOCTUKH, IKMH CKJIAJal0Th Ta TOJA0Th yCi
3aKJIaIM  OXOPOHH 3[I0POB’S HE3aJeKHO Big (OopM BIACHOCTI,
CTPYKTYpHI MiAPO3IIAM 3 NUTaHb OXOPOHHU 3J0POB’S ABTOHOMHOT
Pecrry6niku Kpum, obmacaux, KuiBchkoi Ta CeBacTONONBCHKOT MiCHKIX
Jep>KaBHUX aJIMIHICTpAaIliif;

3BIT MPO MiCHSApeEcTpaimiifHe JOCHiKEHHS 3 Oe3mekd Ta
€(heKTUBHOCTI JIIKAPChKOT0 3aco0y, BaKIIMHK, TYOCPKYJIiHY - HaJaHl B
MUCHMOBIH (QOpMI PE3yNbTaTH MiCIAPEECTPALIAHOTO JOCTIIKEHHS 3
Oe3reku Ta ePeKTUBHOCTI JIIKapChKOTO 3aco0y, BaKIIMHU, TyOCpKYJIiHY
Ta iX aHais;

IMYHOT€HHICTh BakKUMHM - 3JIaTHICTh BaKIMHU YTBOPIOBATH
ryMOpajbHUH (BU3HAUYEH1 PIBHI aHTUTLI Y BIJICOTKAX) Ta/ab0 KIITUHHO-
orocepeakoBanuil imyHiteT. Lleil MOKa3HHMK 3a JMaHUMHU KIIHIYHHUX
nociiakeHb Mae 0ytu Ounbiie 90 % (kpiM BakIMH AJ TpOoQ1IaKTUKA
rpuny); Aias KOMOIHOBAaHUX BAKIIMH KOXKEH 3 KOMIIOHEHTIB NMOBHUHEH
BI/IMOBI/IaTH IbOMY TTOKa3HUKY;

iHpopMallig, 1o iAeHTU(IKye BUNAAOK TMOOIYHOI peakiil
JKapchbKOro 3aco0y, BaKIMHM, TyOepKyJiHy, Ta/abo BiACYTHOCTI
e(eKTUBHOCTI JIKapChKOro 3aco0y, Ta/abo HECTIPUATINBOI MOIT micis
IMyHI3a1ii/TyO0epKyJIIHOAIaTHOCTUKH, - BIJIOMOCTI PO  JHKEpeso
oTpuMaHHs iH(popMaIllii, MiI03pIoBaHUN JiKapChbKUil 3acid, BaKLMHY,
TyOepKyJIiH, Halli€eHTa, ONUC MoO1uHOI peakiiii/3a3HadyeHHs 1HpopMalii
PO BIJICYTHICTh €(QEKTUBHOCTI/OMUC HECTPUATIMBOI MOl Micis
IMyHI3a11ii/TyOepKyI1HOA1arHOCTUKH;

1HIIIa BaXKITMBA MEIMYHA OI[IHKA - BUIAIOK MOOIYHOI peakilii, Ta/abo
BIJICYTHOCTI €()eKTUBHOCTI, 1110 HE CTAHOBUTh 0€3MOCEePeIHBOI 3arpo3u

3BIT MPO BHUMAAKM MOOIYHHMX pEakKUiid JIKapChKUX 3aco0iB,
BaKIMHU, TYOEpKyIiHy, Ta/ab0 BiJACYTHOCTI €(EeKTHUBHOCTI JIIKAPCHKUX
3aco0iB, Ta/abo HECTIPUATIUBUX oI micis
IMyHI3a11ii/TyOepKyJIIHOAIarHOCTUKHM Y 3aKJIa/laXx OXOPOHHU 3JI0POB’S -
HIOPIYHHIA 3BIT PO BCi BUTIAAKH MTOOIYHUX PeaKIlii IIKapChbKUX 3ac00iB,
BaKIMHU, TYOEpKYyIIiHy, Ta/ab0 BiJACYTHOCTI €(EeKTHUBHOCTI JIIKAPCHKUX
3aco0iB, Ta/abo HECTIPUATIUBUX oI micis
IMyHI3a11ii/TyOepKyJJIIHOAIarHOCTUKH, SIKHH CKJIaJal0Th Ta MOJA0Th yCi
3aKJIaid  OXOPOHHM 3JI0POB’S HE3aJeKHO Big (OpM BIACHOCTI,
CTPYKTYpHI MiJPO3JiTU 3 MUTaHb OXOPOHH 3I0POB’S ABTOHOMHOI
Pecriy6miku Kpum, obnacaux, Kuiechkoi Ta CeBacTOMOIBCHKOT MiCHKHX
JIep>)KaBHUX aIMIHICTpAIIii;

3BIT TPO MiCsIpeEcTpaliiHe IOCHDKEHHS 3 O€3leKd Ta
€(EeKTUBHOCTI JIIKAPCHKOTO 3ac00y, BaKIIMHK, TYOCpKYJIiHY - Ha/aHi B
NUCHMOBIH (POpMI pe3yNbTaTH MiCIAPEECTPALIHHOTO TOCTIHKEHHS 3
Oe3reku Ta epeKTUBHOCTI JIIKApChKOTO 3ac00y, BaKIIMHU, TyOCpKyJIiHY
Ta iX aHais;

IMYHOT€HHICTh BaKIMHM - 3JaTHICTh BAaKIMHU YTBOPIOBATH
TyMOpaJIbHUM (BU3HAYEHI PIBHI aHTUTLI Yy BIJICOTKaX) Ta/ab0 KIITUHHO-
omocepenkoBaHuil imyHiTeT. llell Moka3HWK 3a JaHUMHU KIHIYHHX
nociipkeHb Mae 0ytu Oubiie 90 % (kpiM BakuMH AJi TpoQ1IaKTUKN
TpUIly); I KOMOIHOBaHUX BAaKIMH KOXXEH 3 KOMIIOHEHTIB MOBUHEH
BIJINOB1/IaTH IbOMY TTOKA3HUKY;

iHpopMarlig, 1o iAeHTU(IKYe BHUMAAOK TOOIYHOI peakiil
JIKapChbKOTO 3aco0y, BakIMHU, TyOepKyjiHy, Ta/ab0o BiACYTHOCTI
e(EeKTHUBHOCTI JIIKApChKOTO 3aco0y, Ta/abo HeCTIPUATINBOIL MOl micis
IMyHI3a1l1i/TyOepKyIIHOAIarHOCTUKH, - BIIOMOCTI TPO  JKEpeNo
oTpuMaHHs iH(opMarii, migo3proBaHUN JIKapChbKHUi 3acid, BaKLMHY,
TyOepKyJliH, Malli€eHTa, ONUC MoO1YHOI peakiii/3a3HaueHHs 1HpopMallii
PO BIJCYTHICTb €(QEKTHUBHOCTI/ONMUC HECTPHUATIUBOI MOl micius
IMyHI3allli/TyO0epKyTIHOA1ar HOCTUKH;

1HIIIa Ba)KJTMBA MEAMYHA OI[IHKA - BUIIAJJ0K TOOIYHOI peaxilii, Ta/abo
BIJICYTHOCTI €()e€KTUBHOCTI, 1110 HE CTAHOBUTH 0€3M0CepeHbOI 3arpo3u




JUISL SKUTTS NalienTa abo He MPU3BOAUTH IO CMEPTI YM TOCHiTami3amii,
aje mijmae rmamieHTa Hebesmerni abo moTrpedye BTpy4YaHHS IS
3anmo0iranHs  TposiBy NoOi4HOT  peakmii, Ta/abo  BiACYTHOCTI
€(hEeKTUBHOCTI, 1110 PO3BUHYJIACH;

KapTa emigpo3CiiIyBaHHs - popMa, 3TiHO 3 SKOK BiJINOBiTaNbHA
ocoba pallOHHOTO YU OOJACHOTO CTPYKTYPHOTO MIiIPO3LTY 3 MUTaHb
OXOpOHH 37I0POB’s HaJlae iHGOpMAITit0 PO BUTIAJAO0K 3aXBOPIOBAHHS Ha
iHDekIiiHI  XBOpoOM, IO KEPYHThCA 3acobaMu  crerudiyHol
IMYHOTIPO(ITAKTHKY Y IIETUICHUX;

KapTa-MoBIIOMJICHHS PO MOOIYHY PEaKIIilo JIKapChKOro 3acoly,
BaKIMHU, TyOEpKYJIiHYy, Ta/ab0 BIACYTHICTh €()EKTUBHOCTI JIIKAPCHKOTO
3aco0y, Ta/abo HECIIPHUATIMBY MTOJTiF0 Ticas
iMyHi3anii/Ty0epKyTiHOAIarHOCTHKH - (QopMa, 3a SKOK JiKapi,
MPOBi30pH, (espamepn, akyepu, hapMaleBTH, MEIUYHI CECTPH YCIX
3aKJIiB  OXOPOHU 3/0pOB’S HE3AJIEKHO Bix (GOpPM BIACHOCTI
MOBIIOMJISIIOTH TIPO OyAb-sIKI BUIIAIKH MOOIYHUX PEaKIii JIKapChKUX
3ac001B, BaKIIMHU, TyOEpKYJIiHY, BIICYTHOCT] €p€KTUBHOCTI JIIKAPCHKUX
3aco01B Ta HECIPUSATIUBUX MOAIN miciIst
IMyHI3a11ii/TyOepKyJI1HOA1aTHOCTHKH;

KOMOIHOBaH1 BakUMHU - BaKIMHU, MPU3HAYEHI JUJIS 3aXHUCTY BiJl
NEKITbKOX 1H(QEKUIMHUX XBOp0oO, IO MOXYTh OYTH CIPHYMHEHI
PI3HUMM IITaMaMH, PI3HUMU MIKpPOOpraHi3MaMH 4YHM CEepOTUIIAMU
MIKpOOPIaHi3MiB;

KOPHUCTb - CYKYTHICTb CTYIEHIB TO3UTUBHOTO BIUIUBY JIIKaPCHKOTO
3aco0y, BaKIMHU Ta TyOEpKyJIHY Ha 3MEHILIEHHS TSDKKOCTI mepediry
abo 3HIKEHHS IHTEHCHUBHOCTI TMPOSBIB CHMITOMIB 3aXBOPIOBAHHS,
IHTEHCUBHICTh TMO3UTHUBHOI (hapMaKoJIOTIYHOI peakiii Ha BBEICHHS
JKapchbKOro 3aco0y, BaKIMHU, TYOEpKYJIiHY Ta il TpUBaIICTh;

a03an BigcyTHii

JUIS SKUATTS TAIlieHTa ado He MPU3BOAUTH 10 CMEPTi YM TOocHiTaji3alii,
aje mijymae rmamieHTa Hebesmeni abo moTpedye BTpy4YaHHS IS
3anmo0iraHHs TposiBy 1NoOi4HOT  peakmii, Ta/abo  BiACYTHOCTI
€(EeKTUBHOCTI, 1110 PO3BUHYJIACH;

KapTa emigpo3CiiIyBaHHs - (OpMa, 3TiHO 3 KOO BiJIIOBiANbHA
ocoba pailOHHOTO YM 0OJIACHOTO CTPYKTYPHOTO MiIPO3AUTY 3 MUTaHb
OXOpPOHHM 37I0pOB’sI Ha/lae iH(OPMAIit0 PO BUTAJI0K 3aXBOPIOBAHHS Ha
iHekmiiHl  XBOpoOHM, 10 KEpPYyHThCcsa 3acobamMu  crerudivyHol
IMYHOTIPO(1JTAKTUKY Y IIEIUICHUX;

KapTa-TOBIIOMJICHHS TIPO MOOIYHY PEAKI[iI0 JIIKapChKOro 3aco0y,
BaKLWHU, TyOepKyIiHYy, Ta/ab0 BIACYTHICTH €()EKTUBHOCTI JIIKAPCHKOTO
3aco0y, Ta/abo HECIIPUATIUBY MOJIi10 Ticast
iMyHi3amii/TyOepKyIiHOAIarHOCTHKN - (opma, 3a SKOK JiKapi,
poBizopH, (enpaiepu, akyepu, hapMaeBTH, MEIUYHI CECTPH YCIX
3aKJIaJiB  OXOPOHW 3/I0pOB’S HE3aJIe)KHO Bil (OPM BIACHOCTI
MOBIIOMJISIFOTH TIPO Oy/Ib-SIKI BUIIAJKHU MOOIYHUX PEAKIIH JIIKAPChKUX
3ac001B, BaKIIMHU, TyOEpKYJIiHY, BIICYTHOCT1 €p€KTUBHOCTI JIIKAPCHKUX
3aco0iB Ta HECIIPUATINBUX MO miciIst
IMyHI3al1i/TyO0epKyTIHOA1ar HOCTUKH;

KOMOIHOBaHI BakKUMHU - BakKIMHU, MPU3HAYEHI IS 3aXHUCTY BiJl
JNEKIIbKOX 1H(QEKUIMHUX XBOp0oO, IO MOXYTh OYTH CIPUYMHEHI
pI3HUMM IITaMaMM, PI3HUMHU MIKpPOOpraHi3MaMH 4YM CEpOTUIIaMH
MIKpOOPTaHi3MiB;

KOPHUCTb - CYKYIHICTb CTYTI€HIB MO3UTUBHOIO BIUIUBY JIKapChKOTO
3ac00y, BaKIIMHU Ta TyOepKyJIiHY Ha 3MEHILEHHS TSDKKOCTI mepediry
ab0 3HIDKEHHS IHTEHCHUBHOCTI TPOSBIB CHUMITOMIB 3aXBOPIOBAHHS,
IHTEHCUBHICTh TO3UTHUBHOI (hapMaKoJIOTIYHOI peakiii Ha BBEICHHS
JKapChKOro 3aco0y, BaKIMHU, TYOEpKYJIiHY Ta ii TpUBaliCTh;

JiKapchbKuil 3aci0, iKWl BBO3UTHCA HA TepUTOPil0 YKpaiHu
A HJIed mapajejJbHOro IiMmopry — Jikapcbkuii 3acid, mio
BBO3UTHCSI HAa TepUTOPil0 YKpaiHM 3 [ep:kaBH - 4ieHA
€poneiicbkoro Corw3y ado €Bponeiicbkoi acouniamii BUIbHOI
TOPriBJIi, 10 € CTOPOHOK Yroau npo €BponeicbKy eKOHOMIYHY




30HY (maJi - kpaiHa-ekcnopTep), Axkuii 0yB NpU3HAYeHUH (HA HHOTO
BH/IAHO 103BiJ1 HA MAPKETHHI B KpaiHi-eKcnopTepi)Ta BUILYIIeHU I
B 00ir 1JIs1 3aCTOCYBaHHSI HA TEPUTOPIil KPaiHHU - eKCIOPTepa, 3 KON
BiH BBO3UTHCSl B YKPaiHy 3TriJIHO 3 BAMOraMH 3aKOHOJaBCTBA;

I1. 3acanm 3ailicHeHHs1 (papMaKOHATJISILY

I1. 3acanm 3ailicHeHHs1 (hapMaKOHATJISALY

2. Cucrema (apMakoHarysiy CTBOPIOETHCS Y CHCTEMi OXOPOHH
3I0pOB’sl Ha 3arajbHOJICP)KABHOMY PIBHI Ta y 3asBHUKIB JIKapChKUX
3ac00iB, BaKI[MH, TYOCPKYIiHY.

A03an BiacyTHil

2. Cuctema ¢apMakoHarJsy CTBOPIOETHCS y CHCTEMI OXOPOHHU
3I0POB’Sl HA 3arajbHOCP)KaBHOMY PiBHI Ta y 3asBHHUKIB JIKapCHKUX
3ac00iB, BaKIIMH, TyOCpKYJIiHY.

Cucrema dapmakoHarjasay napajejabHOro iMmoprepa o0
JiKapcbKHUX 3ac00iB, 110 BBO3SITHCSI HA TEPUTOPiI0 YKpaiHu A
uijieil mapaJjieJibHOro iMIOPTY, CTBOPIOETHCA 3TiAHO 3 po3aijiom VI
uboro Iopsaky.

6. LlenTp uisi BUKOHAHHS TOKJIAJE€HHX HAa HHOTO TIOBHOBAKEHb
100 apMaKoHarsay:

1) 3piiicHIOE 3aXOAM IIOAO ONTHUMI3AIlli TMOJAHHS MEIUYHHUMH
NpaliBHUKaMU KapT-MOBIIOMJIEHb NP0 MOOIUHI peakiii JiKapChbKUX
3ac00iB, BakLWH, TyOepKyjiHy, Ta/ab0 BIJACYTHICTh €()EKTUBHOCTI
JmiKkapchkux 3aco0iB, ta/abo HIIIII (mami - kapra-mOBiIOMIICHHS) Ta
iHpopMalii 100 IHIIMX THTaHb, TMOB’S3aHUX 3 OE3MEeKOK Ta
e(eKTUBHICTIO  3aCTOCYBaHHS  JIIKapChKUX  3aco0iB,  BaKIIWH,
TyOepkyiHy, 10 LleHTpy, y TOMy 4MCil HUIIXOM 3aly4yeHHs 0 1bOTOo
mporiecy mpenacraBHUKIB LleHTpy 3 mHMTaHh (apMakoHArmsAy B
aIMiHICTPATUBHO-TEPUTOPIAIEHUX OJHMHHIISIX;

2) chopus€e TONAHHIO TAIll€eHTaMHd Ta/abo 11X 3aKOHHUMH
NpeJCTaBHUKAMU TIOBIJOMJIEHb MpO TMOOIYHI peakuii JTiKapChKUX
3ac00iB, BakLWH, TyOepKyiiHy, Ta/ab0 BIJACYTHICTh €()EKTHUBHOCTI
JiKapchKUX 3aco0iB, Ta/abo HIIII ta mpo Oyapb-gKi iHII MUTaHHS,

6. LleHTp IuIsi BUKOHAHHS TMOKJIAJEHUX HA HHOTO TTOBHOBAXKEHb
o010 (hapmMakoHarIsay:

1) 3miiicHIOE 3ax0oAM IIOAO ONTUMI3AIll TOJAHHSI MEIMYHUMH
IpaliBHUKaMU KapT-MOBIIOMJICHb NP0 MOOIYHI peakiii JKapChbKuX
3aco0iB, BaKIMH, TYOEpKyJiHy, Ta/a00 BIJACYTHICTh €(EKTHBHOCTI
JikapchKux 3aco0iB, Ta/abo HIIIII (mami - kapra-mOBiIOMIICHHS) Ta
iHpopmanii MO0 IHIIMX THUTaHb, TOB’SA3aHUX 3 OE3MEeKOr Ta
e(eKTUBHICTIO  3aCTOCYBaHHS  JIIKAPCBKUX  3aco0iB,  BAaKIWH,
TyOepkyniny, 1o LleHTpy, y TOMy 4HCIi HUTSIXOM 3ally4eHHS J0 IIOTO
mporecy TnpenacTaBHUKIB LleHTpy 3 mmTaHh (papMakoHArmsAgy B
aJMIHICTPAaTUBHO-TEPUTOPIAIEHUX OJUHHIISIX;

2) chnpuse TOJAaHHIO TaIli€eHTaMu Ta/abo 11X 3aKOHHHUMH
NpeJCTaBHUKAMU TIOBIJOMJIEHb NP0 MOOIYHI peakiii JiKapChbKUX
3ac0o0iB, BaKILUH, TyOepKyiliHy, Ta/abo BIACYTHICTh €(EKTUBHOCTI
JiKapchkuX 3aco0iB, Ta/abo HIIII ta mpo Oyap-fKi iHII HUTAHHS,




MOB’s13aHI 3 0e3MeKOl0 Ta €(PEeKTHBHICTIO 3aCTOCYBAHHS JIKapCHKUX
3aco0iB, BaKIMH, TyOEepKyIIiHY, yciMa JOCTYITHUMH CIIOCOOaMH;

3) 3xificHIOE HEOOX1THI 3aX0/IU JIJIsi OTPUMAHHS TOYHUX JIaHUX, 10
MIITAI0THCS TIEPEBIpIll, IS OIIHKK KapT-MOBIIOMJIEHb MPO TOOIYHI
peakiii JikapchbKuX 3aco0iB, BaKLIMH, TYOEPKYJIiHY, Ta/abo BiICYyTHICTH
e(heKTUBHOCTI JTiIKapchbKoro 3aco0y, Ta/ado HIIIII Ta mpo Oynb-sxi iHIT
NUTAaHHSA, TOB’sA3aHi 3 0e3MeKkor Ta e(EeKTUBHICTIO 3aCTOCYBaHHA
JIKapChKUX 3ac001B, BAaKIMH, TYOSPKYJIIHY;

MiAMYHKT BiACYTHIl

4)-iHdopMye TpOMaJCHKICTh PO BAXIIMBI JIaHi MI00 OE3MEKu Ta
e(eKTUBHOCTI 3aCTOCYBAHHS JIKapChKUX 3aC001B, BaKLIMH, TYOCPKYJIiHY
yciMa JOCTYITHUMH CTIOCO0aMH;

5) npoBoAMTH ayAUT CUCTEM (hapMaKOHATIISTY 3asBHHKIB;

MIAMYHKT BiACYTHIl
6) inpopmye MiHICTEPCTBO OXOPOHH 37I0POB’SI PO 3asBHUKIB, SKi

HE BUKOHYIOTh MPaBUJIa, BUMOTH Ta 3000B’s13aHHS, BUKJIAJICH] Y IILOMY
[Topsaxy.

NoB’si3aHI 3 0e3MeKol0 Ta €(PEeKTUBHICTIO 3aCTOCYBAaHHS JIIKAPCHKUX
3aco0iB, BaKIMH, TyOEepKyIIiHY, yciMa JOCTYITHUMH CIIOCOOAMH;

3) 3milicHIOE HEOOXITHI 3aX0/H Il OTPUMAHHS TOYHUX JTAHUX, 110
MiIAI0ThCS TEePEBIpIll, IS OIIHKM KapT-TMOBIIOMJICHb MpPO MOOIYHI
peakiii JIikapcbKuX 3aco0iB, BaKLIMH, TyOEpKYJIiHYy, Ta/ab0 BiJICYTHICTb
e(eKTUBHOCTI JTiIKapchbKoro 3aco0y, Ta/ado HIIIII Ta npo Oyab-ski iH1IT
NUTAHHS, TOB’sA3aHI 3 O0€3MeKo0 Ta e(EeKTUBHICTIO 3aCTOCYBAHHS
JKapChKUX 3ac00iB, BaKIIMH, TYOCPKYJIiHY;

4) npoBoauth aHadi3 iHdopmauii npo mnodiyHi peaxuii,
BiICYTHICTHL e()eKTHBHOCTI, Ta mnpo Oyab-AKi IHIII NUTAHHS,
OB ’s13aHi 3 0e311eK010 Ta e()eKTUBHICTIO 32CTOCYBAHHA JIIKAPCHKUX
3ac00iB, 10 BBO3SAITHCS HAa TEePUTOPi0 YKpaiHu AJad wijei
napajieJbHOro iMmopry, 3 ycix [JOCTYNHHX [Kepea Ta ycima
MeTOdaMHM, 11101} BUKOPHUCTOBYHOThCSA npu 3aiCHEeHHi
dhapmakonarasay 3rigno 3 uum Hopsaakom;

5) iHpopMye rpoMaaCHKICTh PO BaKJIMBI JaHi 100 Oe3MeKH Ta
e(eKTUBHOCTI 3aCTOCYBaHHS JIIKAPCHKUX 3aC001B, BAKLIKH, TyOEpKYJIIHY
ycimMa IOCTYTHUMU crioco0aMu;

6) MPOBOJMTH ayAUT CUCTEM (papMaKOHATJISIy 3asBHUKIB;

7) UpOBOAMTH aAyAUT CHCTeMH (apMaKoHAIsAAY Y
napaJjiejibHOI0 iMrnoprepa;

8) indopmye MiHiCTEpCTBO OXOPOHH 3I0POB’s TIPO 3asIBHUKIB, SKi
HE BUKOHYIOTh MPaBUJia, BUMOTH Ta 3000B’sI3aHHS, BUKJIAJICHI Y IOMY
Iopsaaxy.

IMynkr BincyTHiit

11. ITapajenbHMii IMIIOPTEP CTBOPIOE TAa KepPy€ CHCTEMOIO
(cuctemamn) papmakoHarisay BillOBIIHO 10 3aKOHOAABCTBA.




Po3nin BincyTHii

V1. 3nilicHenns papmakoHaryisay napajeJbHUM iMIIOPTEPOM

1. Cy®’exkTH rocmojaprBaHHs, 110 OTPUMAJH J03BiJ1 Ha
napajejJbHUMi  iMIOPT  JHKapchbKHX  3aco0iB  (mapaJiesbHi
iMImopTepu) MOBUHHI CTBOPUTH Ta 3a0e3MeYnTH (PYHKUIOHYBAHHS
cucreMu (papmakoHarasay.

2. Cucrema gapMakoHarjasigy AJs JiKapcbKUX 3ac00iB, 110
BBO3ITbCS HA TEPHUTOPil0 YKpaiHM s Wijlell NapajejbHOro
iMIIOPTY, CKJIAZA€THCA 3 €JIeMEHTIB, 110 JAK0Th 3MOTY 3/1iiiCHIOBATH
MOHITOPHMHI 0e3leKH HHUX JIKAPCHKHUX 3ac00iB Ta BU3HAYATH OY/Ib-
siKi 3MiHU cHIBBIIHOLIEHHSI KOPUCTH/PU3HK, a came:

1) nasBHicTe B mTati (mocriiiHo 1 Oe3mepepBHO) Yy
napajejgbHoro imMmoprepa YOB®, sika NMOBHHHA MAaTH BHIILY
Mean4Hy a0o dapmManeBTH4YHY OCBiTY ((papManeBT, KJIiHIYHHIA
¢papmanesT). 3a HAABHOCTI JiMIIe BUIIOI papMaLeBTHYHOI OCBITH
YOB® noBnHHa MaTH 3MOry 3BepPHYTHCh 10 0CO0HM 3 BHIIIOIO
MeIMYHOI0 OCBiTOI0 (3a HeoOXxigHocTi). Mae OyTH mepegdadeHa
npoueaypa 3amimennss YOB® B pasi ii Bincyrnocrti Y pasi 3minn
YOB® Ta/a6o ii KOHTAKTHMX [aHMX, NapajejbHUHl iMmopTtep
NOBHHEH HeraiHo noBinoMutu npo ue LlenTp Ta HagaTH OHOBJICHY
ingopmauiro;

2) HAsIBHICTH CTPYKTYPOBAHOi CHCTEMH Oprasizamii
(papmakoHarysiny, ii OHOBJIEHHH i MiATPUMKA;

3) AOKYMEeHTYBaHH# BCIX NPOLEAYPHUX NPOLECIB;

4) ctBopeHHs Ta 3a0e3ne4yeHHs (PyHKIiOHYBaHHs 0a3 1aHMX,
110 BUKOPHCTOBYHThCS MAPAJIeJbHUM iMIIOPTEPOM NPH 311l CHEHHI
dbapmakonarasay;

5) 3aayuyenns (y pas3i HeoOxigHocTi) 10 3ailiCHeHHS
(hapmakoHarasay iHIUX OPUIAMYHUX Ta/a00 ¢isMYHMX 0cCi0 Ha
JAOTOBIPHMX 3acanax;



https://zakon.rada.gov.ua/laws/show/z0073-07?find=1&text=%D1%84%D0%B0%D1%80%D0%BC%D0%B0%D0%BA%D0%BE%D0%BD%D0%B0%D0%B3%D0%BB%D1%8F%D0%B4%D1%83+%D0%B7%D0%B0#w2_111

6) 3a0e3medyeHHs1 HABYAHHS IEPCOHAJNY MNapaJieJbHOIO
iMnmoprepa i1 BUKOHAHHS /iii, OB'A3aHMX i3 papMaKoOHATISIA0OM;

7) CTBOpPEHHS CHCTEeMH SKOCTI (hapMakoHariIsny;

8) BeneHHs noKyMeHTALI] i3 papMaKOHATJISIAY, BKJIIOYAKYH il
30epiraHHs Ta apXiByBaHHSI.

JloxymenTtn / indopmauist nogarorscs 10 LlenTpy y naneposiii
Ta/200 eJIeKTPOHHIl dopMmi.

3. Mapagensuuii iMnoprep MOBUHEH CTBOPHUTH,
nigTpumyBaTtu i HagaBatu Ha Bumory Ilentpy MOCP. MOPCD
CKJIA/IA€THCS BiMOBIAHO 10 CTPYKTYpPH Ta BHMOI, HaBeJEHUX Yy
nonatky 16 usoro Ilopsiaky.

4. YOB® B Ykpaidi maoTh 000B’I3KH (ajie He BUKJIKYHO)
10J10:

1) cTBOpeHHs Ta NIATPUMKH CHCTeMH 300py, OLIHKH Ta
HanaHHA 10 LenTpy indopmanii npo nodivni peakuii, BiacyTHicTb
epexTuBHocti, HIIIII, inmux xaHux, moB’sa3aHux 3 0e3leKOl Ta
e()eKTHBHICTIO  3aCTOCYBaHHSl  NapajieIbHO  IMIIOPTOBaHUX
JIKAPCBKHUX 3aC00iB, BAKIUH, TYOCpKYJIiHY, 2 TAKOK OyIb-sIKHX
AAHUX, HEOOXITHUX /151 OWiHKHM PU3MKY i KOPUCTI NPH 3aCTOCYBaHHI
JIKapChKOro 3aco0y, BaKIWHH, TYOepKyJiHy, BKJIIOYHO i3
CHCTEMOIO SIKOCTIi;

2) ckaagaHHa Ta noAaHHs Ha BuMmory LleHTpy pery.sipHoro
3BiTY 3 Oe3meKu;

3) napanusa Ha Bci 3anuTu LlenTpy nomarkoBoi iHgopMmanii,
HeoOXiAHOI /I  OWIHKM  CHIBBiIHOLIEHHSI KOPHCTH/PU3HMK
napajejJbHO IMIIOPTOBAHOIO JIIKAPCBKOr0 3aco0y, BaKUMHH,
TyOepKyJdiHy, y TOMY 4YHCJi JAHHX MNpPO O00CATH HPOAAKY
JIKApChLKOro 3aco0y ab0 eKcno3ulliin NaumieHTiB, fKi 3a3HaJIHU




BIUIMBY TMapajieJibHO IMIIOPTOBAHOI0 JIIKAPCHKOro 3aco0y,
BaKIMHM, TYOepKYJIiHY;

4) 3a0e3neYeHHs HAJAHHSA OyAb-SIKUX JaHUX, HEOOXIAHUX s
OUIHKH CIiBBiTHOLLIEHH S KOPHUCTH/PU3HUK napaJjejbHoO
iMIIOPTOBaHOIO JiKapCcbKOro 3aco0y, BAKIIMHH, TYOepKYJIiHY;

5) napanus noigomiienHsi 10 LleHTpy y BUNagKy BUSIBJIEHHS
paHime HeBiIOMHMX He0e3NeYHHUX BJIACTUBOCTEH JIIKAPCHKOIO
3ac00y, BaKUMHH, TYyOepKyJiHy, II0 Npu3Bejn ado MOKYTb
NMPU3BECTH 10 TSKKUX HACTIAKIB 1JIS 3I0POB’S i dKUTTH Jroael ado
3MiHM OLiHKM CIIiBBiIHOIIEHHS] KOPUCTH/PU3UK y Oik pH3UKY, PO
saki YOB® craJjo Bigomo;

6) cBoeuacHoro mosizomiiennsi LlenTpy mpo Oyab-siki 3MiHu
BiZIoOMOCTell, HaBeJleHUX y MaTepiajax J0Ch€ JIKapCcbKOro 3acody
AJISl MapaJieIbHOrO iMIOPTY, 3 HAJAaHHAM BHYepPNHOI iH(opmamii
Npo NMPUYHUHM, XapakTep (BUA) 3MiH Ta IX MOMXKJIMBHH BIJIMB Ha
Oe3meKy JiKapchbKOro 3acody, Ha SKHH BUIAaHO J103BiJI, TA BHECEHHS
BiIMOBIAHNX 3MiH 10 MaTepiaJjiiB 10Ch€ HA TAKUH JIIKapCbKHUi 3aci0;

7) 3a0e3nmeyeHHsI HABYAHHS IMEPCOHAJY MapajeJbHOro
iMnmoprepa 1yl BUKOHAHHS /iii, 0B ’A3aHUX i3 (papmMaKkoHarisaom.

5. TMapanenbHuii iMmmoprep mig 4ac  3ailicHeHHS
(papmMaxKoHarJisily NOBHHEH:

1) npu orpumanHi indopmauii npo nodiuni peakuii Ta/ado
BiICYTHiCTh e()EKTHBHOCTI JiKapCcbKOro 3aco0y, 0 BBO3UTHLCS HA
TEPUTOPiI0 YKpaiHM A Wijled NmapajejJbHOro iMmopry, mix 4ac
HOro 3acToCyBaHHsI HA TEPHTOPii YKpaiHH, CBOE€YACHO HAJaBaTH
AOCTOBIpHY iH(oOpMaLil0 NpPO BHUIAAKM MNOOIYHHUX peakuil 10
IlenTpy BiANOBIIHO 10 MYHKTY 6 NBLOIro po3aiuy.

SAAxkmo cy0’eKT TrocmogapoOBaHHS, W0 MAa€ A03Bia1 Ha
MAPKETHHI B KpaiHi-ekcrnoprepi, Oyae morpedyBaTH Oyab-sKOi
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AoaaTkoBoi iHgopmanili mono gapmakoHarisay, napajeJbHUH
iMIopTep MOBHHEH HAAATH HOMY TaKy iH(popmaliio;

2) y pa3i HasgBHOCTI MAOJATKOBHX 3axoliB 3 MiHimizauii
PHM3HKIB IJI5l JIKAPCHKOro 3aco0y, 110 BBO3UTHCS HA TEPUTOPiI0
Ykpainu a8 wijedl nmapajeabHOro iMmopry, Ha SIKMii BHAaHO
JA03BiJI HA MAPKETHHI B KpaiHi-ekcnoprtepi, 3a0e3Me4YnTH J0CTYII
crmeniajicTiB  CHCTeMHM OXOPOHHM  30POB'l, TI'POMaJCbKOCTI,
MeIUYHHMX Ta/a00 (papManeBTHYHUX NPANIBHUKIB 10 J0IAaTKOBUX
MaTepiajiB 1010 TAKOr0 JiKapcbKOro 3aco0y, o MawTb OyTH
opicHTOBaHI Ha Wiji MiHiMi3auii pu3KKIB Ta iTeHTHYHI MaTepiajam
AJIS1 JIIKAPChKOro 3aco0y, HA SIKHH BUAAHO 03B/ HA MAPKETHHI B
KpaiHi-ekcnoprepi  (kpim  indopmanii moa0 HaliMeHyBaHb
cy0’€KTiB rocnogaproBaHHs, 10 3AiHCHIOIOTH J0JATKOBI 3aX01M 3
MiHIMi3alii pu3MKIiB A JIKapChKOro 3aco0y, Ta IX KOHTAKTHHX
AAHHX).

Indopmanisa 3 Oe3mekm JiKapchbKHX 3ac00iB, BKJIIOYANYH
AOJATKOBI 3aX01M 3 MiHiMi3alil pu3NKiB Ta JUCTH-3BEPHEHHS 10
crmeniaJicTiB  CHCTEMHM OXOPOHHM  3[10POB's, TI'POMAaACHKOCTI,
MeIUYHUX Ta/ab6o ¢apmManeBTHYHUX TNPAUiBHUKIB, 11010
napajejbHO IMIIOPTOBAHOIO JIKApPCHKOro 3aco0y MawTh OyTH
noaasi 10 LlenTpy, pazom 3 njiaHoOM 11010 PO3NOBCIO/IKEHHS, IJIf IX
Y3IOZKeHHSI Ta ONPUJIIOAHCHHS.

Y pa3i oHOBJIeHHS 10JaTKOBHUX 3aX0/iB 3 MiHiMi3auii pu3ukis
napajejlbHui iMnoprep mopuHeH mnoaatu A0 LleHTpy oHoOBJIeHI
MaTepiaju 1Jis1 iX ONPUJIIOIHEHHS.

SAxmo B YKpaiHi 101aTKOBI 3aX01H 3 MiHiMi3allil pU3HKIB Bike
0yJ10 ONIPUJIIOTHEHO TA PO3MOBCI/IZKEHO JIsl CleliaicTiB cucTeMu
OXOpPOHH 310pPOB ', rPOMaJCbKOCTI, MeIMYHUX  Ta/abo
papManeBTMYHHUX NpPaliBHUKIB, IIOA0 €TAJOHHOIO JIKAPCHLKOIo
3aco0y, Taki J0JATKOBI 3aX0aM He MOTPeO0YHTh IX IOBTOPHOIO
PO3MOBCH/IKEHHS NapaJjieJIbHUM iMIIOpPTEpOM;

3) y pasi HeoOXigHOCTi, po3poOJATH JIMCT-3BEPHECHHHA /0
creniajicTiB  CHCTEMHM  OXOPOHHM  3[0pPOB'sl, T'POMajJAChKOCTI,
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MeIUYHUX Ta/ab6o ¢apManeBTHYHUX NPANIBHUKIB, 11010
JIKapcbKOro 3aco0y, Mo BBO3UTHCS HA TEPUTOPi0 YKpaiHu AJs
nijeil mapaJjieJibHOro iMIopTy, Ta NOABATH HOT0 HA Y3rOAKEeHHS /10
enTpy pa3om i3 mJIaHoM 1010 PO3MOBCIOIKEHHS ;

4) nonaBatu Ha BUMOrY LleHTpy (3 OOIPYHTYBAHHSIM NPUYHH
HEOOXiTHOCTI MOJAHHA 3 BM3HAYEHOK YACTOTOK TAa TePpMiHAMM)
pery/isipHO OHOBJIIOBAHUH 3BiT 3 0e3leKH JiKapcbKoro 3acody, mo
BBO3MTBLCSI HA TEPHUTOPil0 YKpaiHu A8 UHUIedl NapaJieibHOro
iMIopTy, 3a CTPYKTYpoOl0, BU3HA4Y€HOI Yy A0AaTKy 12 10 mboro
Hopsaky. B inmmx Bumagkax nmoganHs 10 LleHTpy mboro 3BiTy
napaJjeJbHHM iMIIOPTEPOM He € 000B’A3KOBHMM IPOTAIOM Iepioay
nepe0yBaHHSI €TAJTOHHOIO JIKAPCHLKOI0 3ac00y HAa PUHKY YKpAaiHu.

6. Bumorm [0 mnogaHHA mNapajeJbHUM IMIOpTepoM
NOBiIOM/IeHb NPO MOOiYHI peakuii JikapcbKuUX 3ac00iB, BaKIMH,
TyOepKy/adiHy Ta/a00 BiICYTHiCTHL e(QEKTHBHOCTI JIKapPCbKHX
32c00iB:

1) npu noxanHHi NapaJjeJJbHUM iMIIOPTEPOM MOBiIOMJICHDb IIPO
no0iuni peakuii Jikapcbkux 3aco6iB, BAKIIUH, Ty0OepKYyJiHy Ta/a60
BiICYTHiCTh e(eKTHBHOCTI JiKAPpCBbKHUX 3ac00iB mapaJjeJbHUil
iMmnoprep cBoeuacHo mogae a0 Llentpy (y Oyab-sikuii cmocio)
AOCTOBIpHY iH(popManiio npo:

a) BCi BUNIAJIKU CepPil03HNX MOOIYHMX peaKkliil HA mapaJiebHO
iMImopToBaHi JiKkapchKi 3aco0H, BAKIMHH, TyOepKyJiiH, AKi 0yJm
3adikcoBaHi nMpu iX 3acTocyBaHHi B YKpaiHi Ta MalOTb MeAU4YHe
MiATBEePIKeHHsI i Mpo sIKi oMy cTaJ0 BiAOMO, 3a HASABHOCTI
NPUYMHHO-HACTIAKOBOr0 3B'fI3KY Mi’K NOOIYHOI peakuiclw Ta
3aCTOCYBAHHAM JIKAPCbKOIro 3ac00y, BAKIIMHHU, TyOepKYyJiHy - He
nisHime 15 xajeHaapHUX JIHIB 3 1HS OTPMMAaHHA Takol iHopmauii;

0) Bci BHUIAJKM HecepHO3HHUX MOOIYHHUX Ppeakuniii Ha
napaJejbHO iMIIOPTOBaHi JiKapchKi 3ac00U, BAKIIMHM, TYOePKYJIiH,
siki Oysm 3adikcoBaHi npu ix 3acTocyBaHHI B YKpaiHi Ta MalOTh
MeJIUYHe MiATBep/J:KeHHsl i mpo ski iomy crajno Bigomo, 3a
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HASIBHOCTI NPUYMHHO-HACIIAKOBOIO 3B'SI3KY Mik 100iYHOIO
peakmi€l0 Ta 3acTOCYBAHHSAM JIKApPCbKOro 3aco0y, BaKUHWHHU,
TyOepKYyJliHy - He mi3Hime 90 KajeHIaAPHUX JHIB 3 THA OTPUMAHHS
Takoi indopmanii;

B) BHNAJKH MNOpYIIeHb, 1IN0 BHHHUKAKTL Yy Mpoueci
BHPOOHMUTBA BAKUMHHU, TYOepPKYJIiHy, BKJIIOYAYUA NPUCTPIl 15
BBeJleHHsl, - He mi3Hime 48 roguH 3 JAHS OTPHMMAHHS TAaKOI
indopmanmii.

Slkmo cTpok nogaHHsa iHdopMamii npunajgae Ha BUXiIHUIA,
Hepo0o4Huii 200 CBATKOBHIA 1eHb, iHOPMAaILlisi HAAETHCA Y MepPIInii
nicjisi HbOro po0oUMii 1eHb;

r) BUIIAJAKH BiICYTHOCTI epeKTUBHOCTI, 110 OyJ1M 3a(pikcoBaHi
B YKpaiHi i BUHUKJIH i Yac:

JIKYBaHHSl  CTaHiB, 10 3arpoKylThb SKMUTTHO  a0o
HEBiIKJIATHUX, Kpim BHIIAJIKIB, KOJIU NnepuoIKepe1o
NMOBIAOMJIEHHSI 3a3HA4a€, 10 BUIAJAOK BiICyTHOCTI eeKTHBHOCTI
NoB'sI3aHMii i3 TMNporpecyBaHHAIM 3aXBOPIOBAHHAA, a He i3
3aCTOCYBAHHAM JIIKAPCHKOI0 32c00Y;

3aCTOCYBAHHA BAKIUH;

3aCTOCYBAHHS KOHTPaleNTHBIB.

Crpok noaanus uiei ingopmanii He Mmoxke nepesumyBatu 15
KaJICHAAPHUX JHIB 3 IH il oTpuMaHHs. SIKk110 el cTpOK mpumnajaae
HAa BHXigHMI, HepoOo4mii a0o0 CBATKOBHUIl JeHb, iH(popmauis
HA/IA€THCS y NepIInii MicJIsi HOro po0o4nii 1eHb;

r) mpo Bci iHmi ineHTudikoBaHi BUNAAKM BiIACYTHOCTI
e(PeKTHBHOCTI JiKapcbKOro 3aco0y, Npo AKi oMy €TaJ10 BiAOMO, - Yy
CKJIAi YeproBoro peryjsipHoro 3BiTy 3 0e3nexkd, SKIIO BiH
BHMAara€rbes;

2) noBizoMiieHHs1 PO MoOiuHi peakuii Jikapcbkux 3aco0iB,
BaKIMH, TyOepkyJiHy Ta/a00 BigcyTHiCTb  e(eKTHBHOCTI
JiKapcbKHUX 3aco0iB moaaeTrbcsi 3 HagaHHAM  iHdopmauii,
3a3Ha4eHOl y MiANMyHKTI 7 IbOro NMYyHKTYy, y Hamneposiii Ta/a6o
eJIeKTPOHHIii opmi 3a nocuianusam https://aisf.dec.gov.ua;
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3) noBigomMJIeHHsI PO BUIIA/I0K MOOIYHOI peakii JJikapcbKOro
3aco0y, BAKIIMHU, TyOepKYyJiHy Ta/a00 BiACyTHOCTI e()eKTHUBHOCTI
JiKapcbKoro 3aco0y napajenbHuii imnoprep nmoaae no Llentpy y
BUIJIsAAI iHpopmanii mpo moOivyHi peakuii Jikapcbkoro 3aco0Oy,
BaKIMHU, TyOepkyJiHy Ta/a6o BiAcyTHicTh edeKTHBHOCTI
JIKapcbKOro 3aco0y, 10 BUHUKAJIMN Yy OJHOI0 MALIEHTA B NMEeBHUM
MOMEHT 4acy;

4) nmapajieJibHMH iMIOPTEpP BPaxoBY€ MNOBIIOMJIEHHS IPO
BUNAJKHA MNOOIYHMX peakuii Jikapcbkoro 3acody, BaKUMHH,
TyOepKy/aiHy Ta/a00 BiacyrHocTi egeKTHBHOCTI JIIKapChLKOIo
3ac00y, OTPUMAHI HUM eJIEKTPOHHUM HLJSIXOM 200 iHIIIUM MEeTOI0M
BiJl mamieHTIB Ta/a00 iX 3aKOHHMX NPEJCTABHUKIB 200 MeIUYHUX
NpaniBHUKIB;

5) nmapanaenbHuii iMmmoprep cniBnpaunie 3 LleHTpom momo
BUSIBJICHHSI NOBTOPHUX IOBiIOMJIEHb MNP0 BHNAAKH NOOIYHHX
peakniii JKapcbKkoro 3aco0y, BaKIMHH, TyOepky.aiHy Ta/a0o
Bi/ICYTHOCTi e()eKTHBHOCTI JliKapcbKOro 3acody;

6) moBinOMJICHHS PO BUIIA/I0K MO0IYHOI peakii JiKapcbKOro
3ac00y, BaKUMHH, TyOepKyJiHy Ta/a00 BiacyTHOCTi e()eKTHBHOCTI
JIKApChKOro 3aco0y Ma€ MICTHTH IIOHalMeHlIe iHdopmamir, 3a
JAOTIOMOTI 00 SIKOI MO’KHA iIeHTHU(IKYBATH MOBIIOMHHMKA, NAII€EHTA,
OJIHY nooiuny peakuio/BiACyTHiCTH edexkTUBHOCTI i
nigo3proBanuii(i) Jikapcbkuid(i) 3acio(oon), BaKUMHY (M),
TyOepKy.1iH;

7) npu NoJaHHI NOBiIOMJIEHHS PO BUNA0K MO0iYHOI peakuil
JIKapChKOro 3aco0y, BAaKIMHH, Ty0epKy.JiHy Ta/a00 BiaCyTHOCTI
epekTUBHOCTI JiKapPCLKOro 3aco0y napaJjieJbHUil iMmoprep Haaae
BCI0 HasfiBHY IH(OpMalil0 Npo KOKHUI OKpeMHHl BHIAJIO0K,
BKJIIOYAIOYM:

agMiHicTpaTuBHY iHQopManilo (BHI NOBIIOMJICHHSI; ATy,
YVHiKaJbHUH igeHTHdikaniiiHuii HoOMep BMNAAKY; YHiKaJIbHMI
inenTdikaTop BinnmpaBHUKa; BilNpaBHUKa; aaTy, Koau O0yJio
BIlepIlIe OTPUMAHO iHdopMaNLilo Bil J:KepeJa, Ta 1aTy OTPUMAaHHS
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HaliHOBimoOl iHdopmauii (Touni); iHmi igeHTHdikaTopm Ta ix
JKepesia, a TAKOK MOCUJIAHHS HA 0AATKOBI JO0CTYIIHI TOKYMEHTH,
10 HAJIeKATh BiIlIPABHUKY NOBIJOMJICHHS, IPO BUIIA/I0K MO0OiYHOI
peakuii Jikapcbkoro 3aco0y, BaKIUHH, TYOepKyJiHy Ta/a6o
BiICYTHOCTI  e()eKTHBHOCTI  Jikapcbkoro  3acoly,  KoJIM
3aCTOCOBAHO);

NMOCHJIAHHA 10 MI>KHAPOJHHUX TA BITYU3HAHUX BHMOI 100
nyoaikanii - s iHdopManii mpo BUNaAKM MOOIYHUX peakuii
JIKapCbKOro 3aco0y, BaAaKIMHH, Ty0epKy.JiHy Ta/a00 BiaCyTHOCTI
e()eKTHBHOCTI JIiKapchbKOro 3aco0y (3a JaHMMHM JiTepaTypHUX
JAKepeJ1), y TOMY YHMCJIi BHYepIHe pe3loMe CTaTTi aHIJIiiicbKoI0 a00
YKPAiHCBKOI0 MOBOIO. Y pa3i SKII0 CcTaTTss BHKJaJeHa
AHIJIiHICbKOI0 MOBOO, CJIiI HAATH NEPEKJIA/l pe3loMe YKPAIHCbKOI0
MoBo1. Ha 3anut LlenTpy nmapanenbnuii iMmnoprep, sikuii nepeaan
NepBUHHE TMOBIIOMJIEHHSI, HA/Ja€ KOMIiI0 BiANOBiAHOI cTaTTi 3
YpPaxXyBaHHAIM O0MekeHb ABTOPCHKOIO INpPaBa, a TaKO0K NOBHHUM
nepeKJaa Wi€l cTarTi YKPaiHCHBKOI0 MOBOIO Y pa3i, AKIIO CTATTS
BHKJIAJIeHA aHIIiHCHbKOI0 MOBOIO;

iHpopMmanilo npo mnepmomxkepenao(a) (iHdpopmaniro, MmO
inenTH(diKye qKepesio MOBIIOMIIEHHS, BKIIOYAKYU KPaiHy Ta iioro
npodeciiiny kBaiidikauniio);

indopmauiro, mo inenTudikye namieHTa i 0AHOrO 3 6ATHKIB y
BUIIAIKY NOBiIOMJIEHHSI 0aTbKH - JUTHHA, BKJIIOYAKYH BiKk Ha
MOMEHT BUHUKHEHHS NMo0iuHoi peakuii/BiacyTHocTi e)eKTUBHOCTI,
BiKOBY rpymy, recramiiiHuMii BIK, KOJIH peakuis/sBuIIe
crnocrepirajacsi(ocst) y mjiojaa, Bary, 3pict, crath, 1aTy 0CTAHHbOI'0
MEHCTPYaJIbHOTO Ta/a00 recramiiHOro mnepioxy Ha MOMEHT
BUHUKHEHHS MOOIYHOI peakuii/BiicyTHOCTI e()eKTUBHOCTI;

aHaMHe3 i CynyTHi 3aXBOPIOBAHHS NaLli€HTA;

ToproBeabHy(i) Ha3By(H) Jikapcbkoro(ux) 3aco0y(iB),
BAKIMHU (BaKIMH), TYOepKyJiHy, II0 MiA03PHETHCA(IOTHCA) y
CIpUYMHEeHHi Mo0iYHOI peakuii Ta/a060 BiacyTHOCTI eeKTUBHOCTI, Y
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TOMY 4YHCJIi CYNYTHIX JiKapchbKHX 3ac00iB, BAKIMH, Ty0epKy.JiHy,
a0o, SIKIIO Ha3Ba HeBinoma, axktuBHMii(i) ¢dapmaneBTHYHUI(i)
inrpegienT(u) i Oyab-Aki iHmWI [ga”i, WO [JaKOTHL 3MOrYy
inenTudikyBaTn Jikapcbkui(i) 3acio(oon), BaKIMHY(H),
Ty0epKy/JdiH, y TOMY 4YHMCJIi HalMeHYBaHHSl MNapaJieibHOIO0
iMmoprepa/Bupo0HUKA, HOMEP 103BOJIYy HA MapaJjieJibHUil iMIopT,
KpaiHy, /Je 3apeecTpPOBaHMiIl JKapcbKuil 3acid, BakuuHa,
TyOepKyJiH, GopMy BHIIYCKY Ta CNOCI0 32CTOCYBAHHS, MOKA3AHHS
AJISl 3aCTOCYBAHHSI Y LbOMY BHIAAKY, 3aCTOCOBAHi 103H, AaTy
MOYATKY 3aCTOCYBAHHA i JaTy 3aKiHYeHHSI 3aCTOCYBAHHS, BJKHTi
3aX0M 11010 YCYHEHHsl NMPOSABIiB MOOiYHOI peakiii, BKJIHYaA0UYH
¢papmakorepaniio, pe3yJbTarT BiIMIHM Ta  NOBTOPHOIO
NpU3HAYEHHSl MiT03proBaHoro(ux) Jikapcbkoro(ux) 3aco0y(iB),
BaKIHHU;

AJ1s1 0ios10riYHMX JIiKapcbKHX 3ac00iB - HOMep cepii. ly1s Toro,
100 OTPUMATH HOMeP cepil, IKIIO BiH He BKA3aHUH Yy IEPBUHHOMY
NMOBiAOMJIEHHi, Y mnapaJjieJibHOro imMmoprepa Mae OyTH HasiBHA
npoueaypa 300py 104aTKOBOI iHpopmamii;

CYNMyTHi Jikapcbki 3aco0H, BakIUHHU, TyOepKyJ/iH, IO He
MiJ03PIOIOTHC Yy CHPUYMHEHHI MO0IiYHOI peakuii/BiACYyTHOCTI
epexTuBHOCTI, papMakoTepaniio naunieHTa (0aTbKiB) y MUHYJIOMY,
y pa3i 1ouiiIbHOCTI;

indopmauiro npo nigo3proBany(i) nooiuny(i)
peakuiro(i)/BincyTHicTh edexkTHBHOCTI (JaTy moYaTky 1 jary
3aBeplIeHHs abo TPUBAJICTD, Cepiio3HiCTh, HACJII0K
Mi103PHOBAHOI(UX) nooiuHoi(nx) peakuii(if)/BincyTHocri

e¢(peKTHBHOCTI HA MOMEHT OCTAHHHOI'O CIIOCTEPE/KeHHs NALi€HTA,
NPOMI’KOK 4acy, II0 MHHYB BiI M04YaTKy 3acTOCYBAHHS
MiZ03PIOBAHOIO0 JIIKAPCHKOI0 3ac00y, BaKUMHH, TYOepKYJIiHY i
Mo4aTky mnoOiyHoi(ux) peaxuii(ii)/BigcyTHocTi e(deKTUBHOCTI,
TepMiHM Ta [JaHi, 3a3HayeHi y AOKyMeHTauii mpo mnoOiuny(i)
peakuilo(i)/BiACyTHICTh e(eKTHMBHOCTI, SIKi BHKOPHCTOBYBAJIO
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NnepuoaKepesio s onucy nodiuHoi(mx) peaxuii(ii)/BizcyTHocTi
epeKTUBHOCTI;

pe3yJbTaTH TecTiB i mpoueayp, 0 CTOCYIOTHCS A0CTiIKeHHS
namieHTa;

AaTy i NOBiZOMJIEHY IPUYMHY CMEPTi, Y TOMY YHCJi NPUYUHY
cMepTi, BCTAHOBJIEHY 32 pe3y/JbTaTaMH NATOJIOr0-aHATOMIYHOIO
AOCJIIKEHHST;

ONUC BUNAAKY (HAZAETHCH 32 MOKJIMBOCTI ycsl NMOB'si3aHa
ingopmaunis).

Indopmanis nogaerbest B JIOTiYHIN MOCTII0BHOCTI (PO3BUTOK
cuTyamii y yaci, y XpoHOJIOTii HATJISIAY 32 Nali€HTOM, BKJIIOYAKYH
KJiHIYHMA mepedir, Tepamilo, HACHIAKM Ta OTPUMAHY Yy
NoJAJBIIOMY  JA0AATKOBY iH(popmanio; Oyab-iki JopeuHi
pe3yJbTATH MATOJOr0-aHATOMIYHOIO JOCJiIKeHHs1; iH(opmanis
11010 NMPUYMHHO-HACIIIKOBOIO 3B'fI3KY Mik NposiBAMHM INOOiYHOI
peakuii/BixcyTHocTi epekTUBHOCTI Ta 3aCTOCYBAHHAM
MiJ03PIOBAHOI0 JIIKAPCHKOIO 3aco0y, BAaKIWHH, TyO0epKy.iHy;
NPUYMHA aHYJIOBAHHA 200 BHECEHHS 3MIiH /10 NMOBIJOMJICHHS NPO
nooiuni peakuii JikapcbKoro 3aco0y, BAKIIMHU, TyOepKy1iHy Ta/a00
BiICYTHiCTh e()eKTMBHOCTI JIIKapCHLKOIo 3ac00y);

8) napaJjiesabHMii iMopTep peecTpye BioMocTi, HeoOXiHi A5
OTPMMAHHA Yy NOAAJBIIOMY NOJATKOBOI iHGopmanili npo modiuHi
peakuii Jikapcbkoro 3aco0y, BaKUMHH, TYyOepkyJiHy Ta/a6o
BiICYTHiCTHL  eQeKTHBHOCTI JHKapcbkux 3aco0iB. Hacrtymni
MOBiIOM/IEHHSI HAJIE.KHUM YHHOM JOKYMEHTYIOThCS.

7. lleHTp mpoBOAMTH ayauT cucTeMH (GapMaKOHALJSAY Y
NapajeJbHOro IiMmoprepa IoA0 JIKapcbKMX 3aco0iB, 110
BBO3SITbCS Ha TEPUTOPI0 YKpaiHW A8 Lijedl napajeJbHOro
iMmopry:

AJis1 3’ SICYyBAHHS MUTAHb 1100 HASIBHOCTI Ta QyHKIiOHYBAHHA
cucreMu (papmMakoHaraaay;

3 NPMYHMH HEJJOTPUMAHHS BUMOI, BU3HAYEHHUX LIMM PO3IiJIOM.
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AyauT MOXke NPOBOAUTHUCH SIK W00 MepeBipKH CHCTEMH
dbapmakonariasigy B WiJIOMy, TakK i 1040 OKpPeMHX IpoueciB
dhapmakonarasmy.

8. Ay}II/IT NMPOBOAUTLCA 3 JOTPUMAHHAM TaAKUX BUMOTI':

1) nata mMo4yaTKy NpOBeJeHHS AyJUTY BCTAHOBJIIETHCA He
panime Hixk 4vepe3 30 kajeHIApHMX AHIB 3 JAHS HAJACWIAHHS
NonepeHLOr0  MOBIIOMJIEHHSI-3aIIUTY Ta  Y3rOMAKEeHHs i3
napajejbHUM iMIOPTEPOM MOYATKY MOro TmpoOBedeHHs, 3a
BHHSATKOM BHIAJKIB, AKIIO:

iCHy€ HeoOXiIHicTh NpOBe/IeHHs ayAUTy 0e3 NmonepeaKeHHs;

NPO TMPOBEAEeHHS ayJAUTy MNapajejbHOro iMmoprepa Oyae
nomnepeKeHo y CTpok MeHme Hixk 30 KajeHIapHUX OHIB 3 JHSA
HAJCUJIAHHSl TONEPeHbOro mnoBitomieHHsA-3anuTy. IIpn ubomy
napajenbHuii iMmmoprep Hagae lleHTpy 3amuTyBaHi JAOKyMeHTH
3riIHO 3 MoNepeaHiM NOBIIOMJICHHSIM-3AIIMTOM y CTPOK He Mi3Hilne
HI’K CTPOK, BCTAHOBJICHHH Y IIbOMY IOBiJOMJICHHI-3aNMTI;

2) 3nilicHI0eThes (paxiBusiMu 3 papmakonarasiny LlenTpy, siki
MaTh A0CBiA podoru y cdepi ¢papmakoHarisaay Ta AisJIbHICTH
SIKMX He IPU3BOAUTH 10 KOH(PIiKTY iHTepeciB. Y pa3i HeoOXigHOCTI
J0 y4acTi y NPOBeIeHHI ayIuTy MOKYTh 3ajdy4aTucs iHmi gaxiBui
(BizmoBiAHO 10 0cCOOJMBOCTEHl 3acTOCyBaHHsI Ta Oe3leKH
JIKapchKOro 3aco0y, BaKUMHH, TyOepkyJiHy) 3a 3rogow. Ilpm
NpOBe/ieHHI ayAnTy 000B’A3K0B0OI0 YMOBOIO € NpUCYTHicTh YOB®
NapajaejbHOro iMIOpTEpPa, TAKOK MOXYTh OyTHM NPHCYTHI iHmIi
3aKOHHI TNPpPeJACTABHUKHM MAapajieIbHOr0 iMmoprepa Yy pasi
HeoOXiHOCTI (32 3roa010);

3) mig yac mpoBeleHHs ayJIUTy BCTAHOBJIIOIOTHLCH, y pasi
HASIBHOCTI, TaKi HeBiAMOBIAHOCTI:
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KPUTHYHI - NPUHUMIOBI HENOJIKM OJHOI0 YM [IeKUIBKOX
npoueciB a0o mnpouenyp ¢apMakoHarJsaay, IO HEraTuBHO
BIUIMBAKOTHL Ha BCIO cucreMy GdapMakoHariasily Ta/uyM mnpasa,
Oe3meKky il OJaromoJiy4y4si Mali€eHTIiB, YU NMOTEHLIHHO CTAHOBJISATH
PM3MK JJsi CHCTeMH OXOPOHH 3/0pPOB'sl, Ta/4M € Cepilo3HUM
NMOPYIIEHHAM 3aKOHOAABCTBA y c(epi 0XOpPOHHU 310POB’SH;

CYTTEBI - 3HAYHI HEJOJIKH OJHI€I YN JeKUIbKOX mpoueciB a0
npoueayp ¢apMakoHarjasily, Y4 NPUHIUNOBUH HeI0JIK YaACTHHH
OJHOT0 4YM [JEKiJbKOX mpoueciB ado nmpoueayp ¢papmMakoHarJsay,
110 HEraTMBHO BiZ00Opa’kalThCsl HA YChOMY NpoOLECi Ta/4u MoxKe
NOTEeHUiHHO HeraTUBHO BIUIMHYTHM Ha @paBa, O0e3neky Ta
01aronosyqyusi Nai€HTIB, Ta/YM MOTEHUIITHO CTAHOBUTH PU3MK ISl
CHCTEMH OXOPOHH 310POB'sl, TA/YH € MOPYIICHHAM 3aKOHOIaBCTBA y
cepi oxopoHu 310poB’si, X04a e MOPYILIEHHS] i He BBAKAECTHCA
KPUTHYHHM;

HECYTTEBI - HEI0JIiKM YACTHHH OIHOTO YU JEeKiJIbLKOX MpoleciB
abo mpouenyp dapmakoHariasaay, MmO, fAK OYIKYE€ThCS, He
CIPUYMHATHL  HEraTHBHOr0  BIUIMBY HAa  BCHO  CHCTEMY
(papmakoHarsisily 4M i mpomecw, Ta/4u mpasBa, Oe3meky Ta
01aronosyqusi Mali€HTIB;

4) 3a pe3yabTaTaMH ayJAuUTy CKJIAJA€TbCH 3BIT, KU
MiATBePIKYE (PAKT NPOBEICHHS NbOr0 ayguTy Ta y SKOMY
3a3HAYAKTHCH 3ayBa’KEHHS 1010 cucrtemMu (apmakoHarasiay (3a
HASIBHOCTI), BUSIBJICHI NOPYILLICHHSI/He10IIKH, HEBiINOBITHOCTI;

5) 3BiT, 3a3HaYeHMHd Yy MAOYHKTI S WbBOro myHKTY,
HA/ICHJIA€ThCA TMAapajieIbHOMY IMIOPTEPOBI B CTPOK, W10 He
nepesunrye 30 kKajeHZapHUX IHIB 3 JHA NOBHOI0 3aBepPLIEHHS
ayauTy;
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6) mapajeabHUM iMmoptepoM Hajacuiaaerbes 10 LlenTpy ans
NnorojkeHHst iHdgopmaunis MmOJ0 CTPOKIB KOPHUIYBaJbHHX Ta
3anmo0i’KHHUX 3aX0[iB 1JIsl YCYHEHHSI HUM KPUTHYHHUX i CyTTE€BHX
HEBINMOBIIHOCTEH Ta BHUSIBJIEHUX NMOPYHIeHb (HeXOJIKIB) mig 4ac
NPOBEACHOI0 AayAUTY (HeCyTTEBI HEBIANOBIAHOCTI yCyBalwTbCsl B
po0oYOMYy MOPAIKY).

9. Llentp MoOXe mNpoBecTH NOBTOPHUI  ayauT IS
NiATBEPAKEHHS] YCYHEHHS HeBiIlOBiTHOCTEIA.

10. ¥V pa3i sSKmo npoTAroM BH3HAYEHOI0 IS YCYHEHHS
HeI0JIKIB CTPOKY MapaJieIbHUM iMIIOPTEPOM He YCYHEHO KPUTHYHI
HeBianmoBiaHoCTi, LleHTP Moxae o Jlep:kaBHOI ciyk0M YKpainu 3
JIKapChKHUX 3ac00iB Ta KOHTPOJII0 32 HApPKOTHKaMHu (Oprasy
JAEpPKABHOI0 KOHTPOJIIO) MPONO3UIII 100 NPU3YNUHEHHS il
JA03BOJIy Ha mapajelbHHil iMHOPT LJISXOM THMYacoBOIo
NPUIMHEHHS] NpPaBa NapajieJbHOro iMImoprepa Ha 3aiCHEHHS
napaJjejbHOro iMmnopry JikapcbKoro 3acody, Ha AKHii HOMYy BUaHO
JAO3BiJI.

JoaaTok BiACyTHii

Jogatok 16

ao Iopsiaky
30iHCHEHHA
(papmaxkonarasny
(myHkT 3 posaiay VI)

CTPYKTYPA
Maiicrep-gaiyia cucreMH (papMaKOHATIALY
napaJjejJibHOro iMmmnoprepa

TurynbHa cropinka.

Onuc cucremu GpapmMakoHarIsaAy 3a po3aiiamMu:
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I. Inpopmaniss npo ynoBHoBazkeHy 0co0y 3 papmMakoHArIAAy

I1. Indopmanisa npo opravizauiiiHy CTPyKTypy napaJjiejbHOro
iMmnmoprepa

I11. Indopmanis npo axepesa JaHux 3 6e3nMeKH
IV. Indpopmanisi npo komn'r0Tepu30BaHi CUCTEMH i 0a3U JaHUX
V. Indopmanis npo npouecu papMaKoHATIALY

VI Indopmanisn npo NPOAYKTUBHICTH CHCTeMH
(papmakonarasay

VII. Indopmanis npo cucremy sikocTi y (papmMakoHarasigi
Jopatku.

BUMOI'N 10 3AITIOBHEHHS
Maiictep-daiina

TutynbHa cTopiHKAa NOBUHHA MiCTUTH TaKy iHdopManiro:
YHIKaJIbHUH HOMep (Y pa3i HAsABHOCTI);
HalilMeHYBaHHS NapaJeJbHOI0 iMmoprepa;

npizBuie, BJacHe imM’da, mno O0aTbkoBi (32 HASIBHOCTI)
YIIOBHOBAKEHOI 0CO0M NMapajiejbHOro iMmoprepa, BiANOBiIaJbHOL
3a cucremy papmaxkonarasaay (aajuai — YOB®D);

nepeJiik Maiicrep-gaiiiB cucremun (papmakoHarasay (aanai -
M®C®) napajegbHOro iMmoprepa (IJjsi JiKapcbKHX 3aco00iB,
BaKIMH, TYOepKYJIiHy (maJji - JikapcbKuii 3aci0), 1o MawTh pi3Hi
cucremMu (papmakoHarisay);

AaTa CKJIAJaHHA Ta/a00 OCTAHHBOT'0 OHOBJICHHSI.
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Onuc cucremu papMakoHarJIsAAy 3a po3aiiaMu:
I. Ingpopmaniss npo YOBD

Hanaerbcea ingopmaniss npo YOB®, BKII0OYAI0YH KOHTAKTHY
iHpopMmanio npo Hei, naHi npo kBajdidikaunilo i xocBig podorm,
pe3ioMe 3 KJI040BOI0 iH(popMaliero nmpo pojb YOB®, nepenikom
000B’SI3KIB IsI rapaHTyBaHHs Toro, mo YOB® wmae nmocratui
NMOBHOBAKEHHSI 1100 CTBOPEHHS CHCTeMH (papMaKOHAIJIALY,
HNiATPMMKH Ta NOKpalleHHs il QyHKIiOHYBaHHS, BiIOMOCTSIMH PO
pe3epBHi MeXaHi3MHU, 10 OyaAyTh 3alisiHi Y BHUNAJAKY BiACYTHOCTI
YOB®.

I1. Indopmanis npo opravizauniiiny CTPyKTypy HapaJieJibHOro
iMmnoprepa

Hanaerncsi onmc opraHizauiiiHOi CTPYKTYpU NapaJieibHOIO
iMmoprepa, y ToMy 4HcJi y po3pisi 3ailicHeHHsI papMaKoOHATJIALY,
SIKUi TOBHHEH MicTUTH iHdopManilo 1mOA0 3aJTyYeHHX
NiINPUEMCTB, YCTAaHOB, OpraHizaniii He3ajdexkHo Bix d¢opm
BJIACHOCTI Ta B3a€EMO3B’A3KiB Mi’K HUMH, 2 TAKOK 1110/10 TPETiX 0cio,
3aJly4yeHHX 0  [JisUIbHOCTI, MOB’sI3aHOI 31  3AiHCHEHHAM
dpapmakonarasay. 3okpema, MOC® noBUHEH ONMCYBATH:

opraHizamiiiHy CTPYKTYpy HNapaJjieJIbHOIro immoprepa, i3
3a3HaueHHsAM no3uuii YOB® B opranizauii;

Micue(s1), 1e MPOBAANTHLCA AiSVIBHICTD 3 (hJapMaKoHATJIsSIAY, 10
BKJIIOYAE MpouecH, Bu3HaveHi po3ainom VI Iopsiaky 3aiiicHenHs
dbapmakonarasiny, 3aTrBepa:keHOro Haxkazom  MiHicTepcTBa
OXOpPOHHU 310poB’st Ykpainm Bix 27 rpyans 2006 poxy Ne 898,
3apeectpoBaHoro y MinicrepcrBi roctuuii Ykpainu 29 ciyus 2007
poky 3a Ne 73/13340 (y peaakuii Haka3y MiHicTepcTBa 0XOpOHM
310poB’s1 YKpainu Bix 26 BepecHs 2016 poxy Ne 996).

Inpopmania moxe OyTH nMogaHa y BUIVISAI CUCKY/Tadauui i3
3a3HAYEHHSIM 3aJIy4eHHX CTOPiH, IX 000B’sI3KiB Ta BiANMOBIIHHX



https://zakon.rada.gov.ua/laws/show/z1649-16#n24
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JikapcbKuX 3ac00iB. Cnucok Mae OyTH CKJIa/JieHUl BilNOBIIHO /10
NOCTAYAJBbHUKIB MOCAYr (HANpUKJIaa, Meau4yHa iHdopmauis,
ayIMTOPH TOWIO), JAOTOBipHUX BiJHOCHH (HANPHMKJIAJA, NapTHEPH
TOIIO) TAa IHIMIKUX TEeXHIYHUX MOCJHYr (XOCTHHI KOMII’'IOTEPHHUX
CHCTEeM TOLIO0). Y N0JaTKaX HAJA€ThCH MepeJiiK 10roBopis, a cami
JOTrOBOPHM B YACTHUHI NpeaMeTa J0roBopy MarTh OyTH JOCTYIHI Ha
3amuT ado miJ Yyac npoBeJAeHHs iIHCNEeKUii Ta ayauTIB.

II1. Indopmanisi mpo axepena 1aHux 3 0e3neKu

Hanaotbesi onuc OCHOBHHUX WiApPo3aiiiB 3i 300py AaHuX 3
0e3nexkn, 10 NMOBHHEH BKJINYATH iH(OpMalil0o CTOCOBHO Yycix
CTOPiH, {0 BiANMOBIIaIOTHh 32 OPraHi3oBaHMii TA CIIOHTAHHMH 30ip
AaHMX 3 Oe3NmeKkd JIKapcbKUX 3ac00iB B Micui 3ailicHeHHsI
opraxizamuii xissibHOCTI 3 papmakonarasay. [lepesik gxepest 1aHux
3 0e3meKku Ma€ OyTH BCEOCSIZKHUM.

IV. Indopmanisi npo koM’ 10TePU30BaAHI CUCTEMH i 0a3U JaHUX

Hapaworsess onmc posramyBaHHs, (QYHKIIOHAJBHOCTI Ta
BilOBiZaIBHOCTI 32 eKCILIyaTalil0 KOMII'IOTEPU30BaHUX CHCTEM
Ta/a00 0a3 AaHWX, 0 BHKOPHCTOBYKWOTBLCH /A OTPHMAHHS,
00po0ku, 3anucy Ta HajAaHHs iHQopmanii 3 Oe3nmexku, a TaKOXK
OIlIHKA 3JaTHOCTI TAKHX CHCTeM i 0a3 MaHUX IJf BHKOHAHHS
papmakonarasay napaJjejJbHUM iMmnoprepom. ko
BHKOPHCTOBYIOTbCS JACKIJIbKAa KOMII'IOTEPH30BAaHUX CHCTEeM Ta/abo
0a3 JaHuUX, iX NPUAATHICTH AJIs1 AiJIbHOCTI 3 apMaKoOHATJISIAY Ma€
OyTH onMcaHa 3 ypaxXyBaHHSIM CTyIeHsI KOMIT'I0TepH3alii B paMKax
cuctemu (Gapmakonarasay. Takok wmae OyTM ONMCAHUIA
Bajdiganiifnuii craryc 0a3 nanmx. Indopmanis nmpo mpouexypm
KOHTPOJII0O BHECEHHSI 3MiH, XapaKTep TeCTyBaHHs, INpOLeAypPH
pe3epBYBaHHA Ta €JIEKTPOHHI CXOBHINA JAHHUX, BANKJIMBHUX IS
BianoBigHocTi (apmakoHarasay, NOBHHHA OyTH BKJIKOYEHA B
y3arajbHeny iH¢gopmaniro. Kpim Toro, mae 0yru 3a3HaveHMil
XapakTep [IOCTYNHOI JAokyMeHTamii. /i1 cucreM Ha OCHOBI
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NanepoBHX  HOCIIB  (KOJM  €JeKTPOHHA  CcHCTeMa  MOXKe
BHKOPHCTOBYBATHCSI  TUIBKH  JJsl  NOJAHHSI  TEePMiHOBHUX
NOBiIOMJIEHb NP0 NMOOIYHI peakiii) MalOTL OyTH ONMCAHI MOPSIAOK
BeJCHHS JaHUX 1 MexaHi3MH 3a0e3medyeHHs niJgicHocTi Ta
AOCTYIIHOCTI JaHUX Mpo Oe3meky, 30KpeMa Yy3arajibHEHHS
iHndopmanii npo nodiuHi peakuii JikapcbKHuX 3ac00iB.

V. Indopmanis npo npouecu papmMaKoHarIsay

Hanaerbcst onmc eramiB o0poOkm JaHuX i 3amuciB 1uis
3niicHeHHs1 (hapMaKOHAIJISIAY, 0 OXOIUIIOE NMPoIecH, BU3HAYEHI
posgiiom VI Ilopsiaky  3pilicHenHss  ¢apmakoHarisny,
3aTBepPIKEHOro Hakazom MiHicTepcTBa OXOpPOHM  310pPOB’s
VYkpainu Big 27 rpyaus 2006 poxy Ne 898, 3apeectpoBaHoro y
MinicrepcrBi rocTunii Ykpainu 29 ciuns 2007 poxy 3a Ne 73/13340
(y penakuii Haka3y MiHicTepcTBa 0XOpPOHHU 310pPOB’sl YKpPaiHM Bij
26 BepecHs 2016 POKY
Ne 996). Takmuii onmuc NMOBMHEH CYNPOBOIKYBATHCH IepeJikoM
NPoueAYPHUX JOKYMEHTIB.

Ieit mepenik moxe OyrMm po3MilleHHMH Yy doJaTKax i Mae
MICTUTH HOMep, 3aroJiOBOK, 1aTy HaOpaHHA YHHHOCTI i THN
poxkymenta (masi ycix COII, incTpykuiil, podo4yux IHCTPyKUii
Tomo). Mae Oyrm uwiTtko igeHTH(diKOBaHO mpouUenypH, IO
CTOCYHOThCS NMOCTAYATbHHUKIB MOCJIYT Ta TpeTix cropin. Kpim Toro,
HeOOXiIHO 3a3HAYMTH IepesiK NPOUeAYPHUX [OKYMEHTIB, SIKi
NOEIHYIOThCS 3 iIHINMMH HanpsiMaMu po00TH, 1110 BKJIIOYa€ (ajie He
BUKJIIOYHO) (YHKUIOHAJBbHI 000B’SI3KH Ta BiANOBiAAJNBLHICTH
YOB®, Bignosiai Ha 3anuTH YNOBHOBAKEHOr0 OPraHy Ipo
HafaHHs iHdopMmanii, JoroBopu npo o0MiH JaHMMH 3 0e3leKH,
apxiByBaHHs JaHUX 3 0e31eKkH, ayauT (papMaKOHATJIALY, KOHTPOJb
SIKOCTI, HABYAHHSA NePCOHAJIY TOLIO.
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VI Indopmanisn npo NPOAYKTHUBHICTH CHCTeMH
dpapmakonarasay

Hapaerbesi omuc MOHITOPHHIY NPOAYKTHMBHOCTI CHCTEMH
(apmakoHarysigy napajiejabHOro iMmoprepa, 10 3aCTOCOBYEThCS.
HeoOxinno onmcatm i MNOACHUTH  UUIBOBI  MOKa3HUKH
NPOAYKTUBHOCTI cucteMu papmakonarasay. Ilepeisik mokazHukis
NPOAYKTHBHOCTI NOTPiOHO Hafxatu y noaarky 10 MO®C® pazom 3
(pakTuuyHuMHM pe3yJbTaTaMH ONIHKU Takoi edexkTuBHOCcTi. Taka
iHpopmania Mmoxke OyTm HagaHa |y BHIUISAI OMPPOBHX
naHux/rpagikis, 1o IrocTpyoThH Ta MiATBEPAKYIOTH
NPOAYKTUBHiCTHL cucreMu (apmakonarasaay. MOPCPD mae
BKJIIOYATH ONHUC METOAiB MOHITOPHHIY, IO 3aCTOCOBYIOThCSH, i
MIiCTHTH LIOHAHMEHIIIE:

ONNC NMpoueIYPH OUIHKM KOPEKTHOCTI MOJAHHS MOBiIOMJIeHb
Nnpo iHAUBIAyaJbHI BUIAJAKH, NMOB’sI3aHi 3 0e3MeK010. Y 101aTKY
norpiono Haznatu uudposi nani/rpadiku, MmO iIOCTPYIOTH i
MiATBEPIKYIOTh TOTPUMAHHA CTPOKIB Ta CBOEYACHICTH NMOJAHHS
MOBiIOM/IeHb NPO iIHAMBIAYaJIbHI BUNIA/IKU, OB’ s13aHi 3 0e3MeKo1o,
y epeiHbOMY pOwi;

y BiANOBiAHMX BUNajgKkaX, BU3HaYeHuXx po3aiaom VI [opsaaky
3AIHCHEHHA (papmakonarasny, 3aTBEPAKEHOr0 HaKa30M
MinicTepcTBa oxopoHu 310poB’°st Ykpainu Big 27 rpyans 2006 poxy
Ne 898, 3apeecTpoBanoro y Minicrepcrsi locTunii Y kpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y penakuii nHaka3zy MinicTepcTBa
0XOpOHM 310poB’st YKpainu Bix 26 BepecHst 2016 poxy Ne 996),
HAAATHCA 3arajbHi  BIIOMOCTI IpPO TMOJAHHA PeEryJsipHO
OHOBJIIOBAHMX 3BiTiB 3 0€311eKH 10 pery/JIsiTOPHOro OpraHy (101aToK
MAa€ MICTUTH OCTaHHI JaHi, 10 BUKOPUCTOBYBAJIHUCS NMapaJie/ibHUM
iMIopTepoM /151 OLiHKH BiANOBIAHOCTI CTPOKIB MOJAHHS TaKHUX
3BiTIB).
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VII. Indopmanuis npo cucremy sikocTi y papmaxkonarisai

Onnc ynpapiiHHSI CHCTEMOK SIKOCTI MOTPiOHO HaxaTu B
paMKax CTPYKTYpPH Oprasizauii i 3acToCyBaHHsSI CHCTEMH SIKOCTI /10
papmakonarasiay. Takuii onuc Mae BKJIOYATH iHdopMaliio npo:

KOHTPOJIb JOKYMeHTaulii Ta 3anuciB (HaZa€TbCd OMNMUC
MeXaHi3MiB apXiByBaHHS$ eJIEKTPOHHHUX Ta/a00 IPyKOBAHMX Bepciii
M®C®, noBigoMmiieHb NP0 iHAUBIAYaJbHI BHIAJAKHW, MOB’S3aHi 3
0e3MmeKo10, peryJiipHO OHOBJIIOBAHMX 3BiTiB 3 0Oe3neku (SIKIIO
BHUMAaralThbcsi), IHIIUX 3amUCiB I JOKYMEHTIB, 10 CTOCYHTbHCH
(¢papmakonarasny);

NpoUeaypPHi JOKYMeHTH (HAJA€TbCs 3arajbHUl  ONHC
JAOKYMEHTIB, 110 BUKOPHCTOBYIOThcH y ¢apmakonarasaai (COII,
iHCTpYKIil, po0o4i iHCTPYKUil TONI0), OMHUCYETHCS IOCTYNHICTH
Pi3HHMX JOKYMEHTIB B paMKax HiIIPUEMCTB, YCTAHOB, OpraHi3auii
He3aJIeKHO Bi (popM BJIACHOCTI, 2 TAKO0K METOHAIB KOHTPOJIO iX
JAOCTYIHOCTI, BIPOBA/’KEHHA TA CYNPOBOAY; HAKAKOThCS JaHi 11010
CHCTEeMH BeJIeHHSl [JOKYMEHTaulil, 10 BHUKOPHCTOBYKTbCH [JIf
BiIMOBIAHNX MpolecyaJbHUX JTOKYMEHTIB MiJl KOHTPOJIeM TpeTix
0ci0);

HABYAHHA (HAJA€TbCA ONHMC YNPABJIHHA pecypcaMu Ui
BHKOHAHHSA JisuIbHOCTI 3 (¢apMmakoHarasigy (opradizauniiina
CTPYKTYpa i3 3a3HAYEHHSM KUIBKOCTI NMEepPCOHANY MapaJieIbHOro
iMmnoprepa, 3ajyuyeHoro 10 aisjabHoCTI 3 papmakonarasany. Li nani
MOXKYTh OyTH HaJaHi B po3aini, SIKHH OMUCY€E OpraHizaniiiHy
CTPYKTYPY Opradizauii); HaBOAUTHCH CTHCJIUA ONUC KOHIEMUil
HABYAHHA NepPCOHANY (He JMIIe CHiBPOOITHMKIB Miapo3aiiiB 3
(¢papmakonarasaay, a W Oyab-IKHX NpPaliBHHMKIB, fKi MOXKYThb
OTPUMYBATH MOBIIOMJIEHHSI MNP0 IHIAMBIAyaJbHI BHIAJAKH,
NOB’s13aHi 3 0e3MeKo10), B TOMY YHUCJIi MOCH/IAHHS HA PO3MillleHHS
HaBYAJIbHMX (ailitiB);
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ayaiutu (Hagaerbes iHdopmanisa mpo ayauTu 3ade3neyeHHs
SIKOCTI y cucTeMi papmakoHarjasaay). Y A0JaTKy NOTPiOHO HAZATH
ONHUC METOAIB, 110 BUKOPUCTOBYIOTHCH /JIsl MJIAHYBAHHS ayAUTIB
cucremMu (apMaKoHarJsAxy, MeXaHi3MiB 3BITHOCTI i cTpokiB, a
TAKOK TMepeiKk 3alIaHOBAHUX 1 MNpPOBeJdeHMX AayIMTIB, IO
CTOCYIOThC cucremu (papmakonarasiay. Lleii mepesik moBuHeH
MICTUTH JaTH TIPOBEJeHHS ayAUTy, NOJAHHHA 3BiTy, MeTy Ta
inpopmanilo mpo ayauTH TpeTiX CTOPiH 3TiAHO 3 JOrOBIpHUMHU
BilHOCMHAMM, cienn(iyHUX BUAIB AiJIBHOCTI 3 papMakoHATIsILy
a00 migpo3aijiiB, O 3AIMCHIOIOTH AiISUIBHICTH 3 (papMakoHarJsiay,
Ta iHdopmaunilo mnpo ix B3aemMoailw 3 IHIIMMHU mHiaApo3aiaTaMmu
oprasizamii, miSUVIBHICTL SIKMX TOB’A3aHA i3 BHUKOHAHHAM
3000B’13aHb 3 (apmMakoHarisay, i Ma€ OXOIUIIOBaTH S-piuHuii
nepion.

M®C® noBuHEH TAKOK MiCTUTH CTUCAY iHGopMallio npo Bci
ayJIuTH, B Pe3yJbTaTi IKHUX 0yJI0 BUSIBJIEHO CYTT€BI Ta KPUTHYHI
HEBIIMOBIIHOCTI, i3 HAJAHHAM CTHCJIOT0 ONMCY KOPUTYIOYHUX Ta/a00
3amo0iXKHHUX 3aX0/IiB 1040 TAKMX HEBiAMOBiAHOCTEH, 3a3HAYEHHAM
AAaT iX BUSIBJIEHHSI TA 0YIKYBAHHUX AT iX YCYHEHHS 3 MepexXpecHUuM
NMOCHJIAHHAM Ha 3BIT 3 ayaIMTy Ta 3a/I0KyMeHTOBaHMi(i) muiaH(u)
KOPUTYIOYMX Ta IHIIKX 3aX0/iB.

Y nepeniky npoBejieHHUX ayAUTIB, 110 HAJAETHCHA Yy JA0AATKAX,
Ma€ O0yTH MO3HA4YeHO Ti ayAuTH, iHGopmauis Npo sAKi MiCTUTBCH B
M®C®. Ctucaa indopmanist npo ayauTH, B pe3yabTaTi AKUX 0yJ10
BUSIBJICHO KPHTHYHI /JaHi, Ta CTHCJIMH ONHC KOPHUIYIOYHX i
3anmo0ixkHUX 3axodiB MaTh MicTuTHCca B M®C® noTH, 10KH He
Oyae JOCATHYTO TNO3MTHBHOIO pe3yJbTaTy IcaA  BXKUTTH
KOPUIYIOYHX [Jiii Ta/a00 HaAaHO NiATBEePIKEHHS He3aJIeKHOIK0
CTOPOHOIO NP0 iCTOTHEe MOKPALeHHs cucTeMu. /[0IIOBHEeHHs1, 3MiHM
ado BuaajgeHHss iHgopmanii nmpo ayautu B MPCD wmaiorth
PeECTPYBATHCS B )KYPHAJIi KOPUTYBaHHS.
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Sk 3aci0 ynpaBJ/iHHS cHCTeMOI0 (papMaKOHATJISIAY TA MiICTaBH
s npoBeaeHHss ayauty MOCE® mae Takok ONMUCYBATH NMPOLEC
00.1iKy, yNpaBJIiHHA TA YCYHEHHs] BUSIBJIEHUX BiIXWJIeHb B CUCTeMi
SIKOCTi, a TAaKO0K [JOKYMEHTYBATH BiIXW/JIEHHSI Bil mpoueiyp
(apmakoHarasay, ix BIVIMB i yNIPaBJiHHA HUMHU 0 iX BUPillIeHHS.
BinxuiieHHs1 MOKHA [JTOKYMEHTYBATH Y BHIVISAI MNepetiky 3
MOCUJIAHHSAM HA 3BIT PO BiAXWJIEHHS, iOT0 aTy Ta NpPOUeaypY.

Onuc mnpoueciB ynpaspJdiHHS CHCTEMOK SIKOCTi IOBHHEH
CYNPOBO/IKYBATHUCS TePeJiKOM NPOUEeIYPHUX JTOKYMEHTIB, SIKUIi
Ma€ OyTH BKJIIOYEHO y 10AaTKH 10 po3ainy V MOCO.

Onuc cucremu ¢QapMakoHArJsily Mepeadavyae HasiBHICTb
NOCHJIAHb HA HOPMATHBHO-NPABOBI aKTH, Ha MiACTaBi SAKHX
po3podJieHa i pyHKIiOHY€E cucTeMa (papMaKOHAIJISIAY, TA CTHCJIOTO
ONHUCY NapaJiesIbHOIO iMnopTepa.

Indopmanis y MOCO® mae 0yTH moJaHa 3riiHO 3i CTPYKTYPOIO
Ta 3MicTom aoaatkiB. lonarok E He moxke OyTu nepeiiMeHOBaHHUil y
poaatok D y BUDaaKy, KOJM A0JATOK IIOA0 KOMII'IOTEPHU30BAHHUX
cucTeM i 0a3 JaHMX He BHKOPHUCTOBYETHCH, 10AaTOK D mae 0yTu
no3HaveHuit y 3micti 10 MO®C® sik HeBUKOPUCTAHUI IJs TOIO,
mo6 oaep:xkyBaui MO®C® Oyjau BIeBHeHi, 10 TaKHil 101aTOK
Bi/ICYTHIili HEe BHACJIIIOK OMWJIKH.

Indpopmanis y nmomarkax g0 MPCD mae Oyrum mnogaHa
Bi/INOBiIHO /10 1100 PO3iJiB, B IKUX € MOCUJIAHHS HA BiANOBIAHUIH
JA01aTOK, TA MICTUTH TaKi BiIoMOCTi (aj1e He BUKJIIOYHO):

aoaarok A o posainy L. Indopmauis npo ynoBHoBa:keHy 0co0y
3 ¢hpapMaKOHAIJIAY;

nogatok B no posniny II. Imdopmanis npo opranizaumiiiny
CTPYKTYpY napaJjejbHOro iMmnoprepa;
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nonatok C no posainy III. Indopmanisi nmpo qkepesna ganux 3
oe3mexmn;

noaatok D o po3niny IV. Indopmanisi npo koM’ orepu3oBani
cucTeMH i 0231 JaHHUX;

nonatok E mo posminy V. Indopmanis npo mnpouecu
¢papmakonarasiny (mepeaikm COII, iHcTpykumiii, podoumnx
IHCTpYKUiii);

nopatok F no posainy VI. Indopmanis npo npoaykTuBHicTh

cucremMu (papMakoHarasay (mepejikud NMOKa3HUKIB e(eKTUBHOCTI,
NMOTO4YHi pe3yabTaTH OUIHKH e(peKTUBHOCTI BiTHOCHO MOKA3HUKIB);

noaatok G xo posainy VIIL. Indopmanisa npo cucremy sikocTi y
dbapmakonarasai (rpadixk ayauTtiB, mnepesik TNpPOBedeHUX Ta
3aBeplIeHUX ayJAUTiB, iHdopMallisi 100 32CTOCOBAHUX 3aX0/1iB);

nonatok H mo ommcy cucremu dapmakoHariasay (mepesik
JiKapcbKHUX  3aco0iB, 10  OXOIJIEHi  Li€l0  CHCTEMOI0
(papmaxkonarisny);

nogatok I. Konrponbs poxkymeHTamii Ta 3ammciB (KypHaj
KOPUT'YBaHHS, JOKYMEHTAallisl 1010 icTopii 3MiH 3MicTy (BiamoBigHo
NMPOiHAEKCOBAHI) Ta ONIMC TAKUX 3MiH).

Haxa3 MinicrepcTBa oxoponu 310poB’ss Ykpainu Bix 21 ciuns 2013 poxy Ne 39 «IIpo 3aTrBepa:keHHsi popM 10KyMEHTIB, 110
3aCTOCOBYIOTHCH IIPH 31ilICHEHHI Iep:KaBHOI0 KOHTPOJIIO IKOCTI JTIKapCbKHUX 3ac00iB, 110 BBO3AITHCH B YKpPaiHY», 3aPE€CTPOBAHUM Y
Minicrepcrsi ocTunii Ykpainu 08 mrororo 2013 poxy 3a Ne 234/22766

3ASIBA
NPO BUa4y BUCHOBKY NPO fAKICTh BBe3eHUX B YKpaiHy
JIKapChKHUX 32€00iB

3ASIBA
NPO BUAAYy BUCHOBKY PO SAKICTh BBe3eHHX B YKpaiHy
JiKapChKHUX 32c00iB



https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=85
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=85
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=85
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=85
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=85
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=85
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3agiBHUK

3agiBHUK

(maitmenyBanHs Ta koj 3a €JIPTIOY ropuaunanoi ocobu /
BIIACHE iM'sl, 110 0ATHKOBI (32 HAIBHOCTI) (i3HYHOI OCOOU - ITiITPUEMIIS

Mpi3BHUIIIE, (maitmenyBanHs Ta koj 3a €JIPTIOY ropuauanoi ocodu /
[; BJacHe iM's, Mo OaThKOBI (32 HasABHOCTI) (Pi3UUHOT 0COOHU - MiTIPUEMIIS

piz
L

MICII€3HAXOJ[KCHHSI / MiCIIe TIPOXKUBAHHS; peeCTpalliiHU

HOMEP O0JIIKOBOT KapTKH IJIATHUKA MOJATKIB

HOMED 00JIIKOBOT KapTKH IJIATHUKA MOJATKIB

MICIIE3HAXOKCHHS / MiCIIe TTPOKUBAHHS; peeCTpalliiHUIf

abo cepis Ta/abo HOMep nacnopta (i GizuuHUX 0ci0, K1 Yepe3 CBO
NEPEeKOHAHHS BiIMOBJISIFOTHCA BiJl IPUHHATTS  PEECTPALIITHOTO HOMED|

KapTKH TUIATHUKA TI0JIaTKIB Ta TOBIAOMHMJIN PO 1€ BiAMOBIaIbHUM
KOHTPOJIIOIOYHIA OPTaH i MaloTh BIIMITKY y IIACTIOPTI)

Micue npoBa:KeHHs ilIbHOCTI

| perabniEepis Ta/abo HoMep nacnopta (s GizuuHUX 0ci0, sAKi Yepe3 CBO
A GePEO@BAHHS BiIMOBJISIFOTHCS BiJl IPUHHATTS  PEECTPALIIHHOTO HOMED)

KapTKH TUIATHUKA TI0JIaTKIB Ta TOBIJOMHIJIH PO II€ BiAMOBITaIbHUMA
KOHTPOJIIOIOYHIA OpPTaH i MaloTh BIAMITKY Y TIACTIOPTI)

Micne npoBaJ;KeHHs NiJILHOCTI

I pe:
a 00

(ampeca Micis MPOBaHKCHHS

JUSTTEHOCTI) (ampeca MicIsl MPOBAKEHHS]

ITisL

(mpi3BuIe, BiacHE iM'a Ta O OATHKOBI (32 HassIBHOCTI) YIIOBHOBA]
0coOu cy0'ekTa rocroiaploBaHHs, KOHTaKTHI TeiaeQoHu /(akcu)

IKEHOT
0co0u cy0'eKTa rocroiaploBaHHs, KOHTaKTHI TeneQoHu /(akch)

(mpi3BHILE, BIacHE iM's Ta MO OATHKOBI (32 HABHOCT1) YIIOBHOBaKEH

(cepist, HOMep (3a HAsIBHOCT1), 00 JaTa pillieHHs PO BUAAUY JIIEH
IMIOPTY JIIKapChbKHUX 3ac001B (KpiM aKTMBHUX (DapMalleBTUYHUX IHIPE]

Bupo6uuirBo 3a3HaueHux y Ilepeniky BBe3eHHX B YKpaiHy
JIKAapChKUX 3ac001B BIJIMOBIAa€ YUHHUM B YKpaiHi BUMOTaM
HaJIeXKHOT BUPOOHUYOT MPAKTUKK (HOMEP BUIAHOTO

Jepxiikciry k0010 TOKYMEHTA, IO MiITBEP/HKY€E BIIMOBIIHICTh
YMOB BUPOOHUIITBA JIKaPChKUX 3aC001B BUMOTaM J10 BUPOOHUIITBA
JiKapchKHUX 3aco0iB B YKpaiHi, 3a3Ha4eHo B [leperiky).

3113 (cepisi, HOMeED (3a HasIBHOCTI), a00 /1aTa pillieHHs PO BHUAaUy JIIIEH
IEHMBYPTY JIIKAPCHKUX 3aCO01B (KpIM aKTUBHHUX (papMalleBTUYHUX 1HTPE]]

Bupo6uuiro 3a3Hauenux y Ilepeniky BBe3eHUX B YKpaiHy
JKapChbKUX 3ac001B BIJNOBIIa€ YUHHUM B YKpaiHi BUMOraM
HaJIe)KHOT BUPOOHNYOT MPAKTUKK (HOMEP BUIAHOTO

Jepxnikciny k0010 JOKYMEHTa, 0 MIATBEPKYE BIIOBIIHICTD
YMOB BHPOOHHUIITBA JTIKAPCHKUX 3aCO0IB BUMOTaM J0 BUPOOHUIITBA
JKapCchKUX 3ac00iB B YKpaiHi, 3a3Ha4ueHo B [lepeniky, a60 Homep
ceprudikara BiinoBiTHOCTI BUMOraM HaJIe;KHOI BUPOOHM YOI
npaktuku (GMP), Bu1aHoro ynoBHoOBaskeHUM KOMIIETEHTHUM
OpraHoM JepskaBu - YwieHa €Bponeiicbkoro Coro3y ado
€Bponeiicbkoi acomianii BLUIbHOT TOPriBJIi, 1110 € CTOPOHOIO

81 3
IEHT
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IIpomy BUIaTH BUCHOBOK NPO SIKiCTh BBE3€HUX B YKPAaiHY JiKapck
Ilepeniky BBe3eHNX B YKpaiHy JiKapcbKHX 3ac00iB,
TOTOBHX JIIKAPCHKHX 3aC0O01B

Yroam npo €BponeiicbKy eKOHOMIYHY 30HY (1151 JTiIKapChKUX
3ac00iB, 110 BBO3SATHCS JIJIs LiJIel mapaieJibHOro iMmopTy)).

IIpomy BUIATH BUCHOBOK NPO SIKiCTh BBe3€HUX B YKPaiHy JiKapCH
» kil kepeecti i prene muats Y KpaiHy JiKapcbKHUX 3ac00iB,
TOTOBHX JIIKAPCHKHUX 3aC00IB

» KU

(KUIBKICTD cepiid)

(KUTBKIiCTB cepiit)
J1o 3asiBH 101a10ThCS
1. Ilepernik BBe3eHHX JIIKAPCHKHX 3aC001B (Y 2-X MPUMipHUKAX).

2. Komis ceprudikara sIKkoCcTi, BUIAHOTO BUPOOHUKOM Ha KOXKHY CEpito
Ha YKpaiHCbKY MOBY, 3aCBiJ4€HI MiAMMCOM KepiBHUKA a00
YIIOBHOBAYKEHOT 0CO0M Cy0'€KTa TOCIIOIapIOBaHHS, Y 2-X
MPUMIPHUKAX Ha KOKHY CEpilo JIIKapChKUX 3aCO01B.

3. Komist MuTHOT nexapaitii 3 BIAIMITKOX MUTHHII, 3aCBiTUEHA M1 TUC(
oco0u cy6'ekTa rocrnogaproBaHHs (y 2-X NPUMipHHUKaX).

4. Komis paxyHka-¢paktypu (1HBo#CY) (Y 2-X TPUMIPHUKAX).

5. Komis nmucra BiIacHUKa peecTpalifHOro MocBiJ4eHHs abo Horo
o(iniHOro MpeCTaBHUKA 111010 BUJIaui BUCHOBKY MPO AKICTh
BBE3EHUX B YKpaiHy JIKapChbKUX 3ac001B 3T1HO 3 a03a1[0M LIOCTUM
nyHkty 12 [opsiaky 3aificHeHHS 1ep>KaBHOT'O KOHTPOJIIO SIKOCTI
JKapChKUX 3aC001B, 110 BBO3ATHCS B YKpaiHy, 3aTBEPIKEHOTO
nocraHoBoto Kabinery MinictpiB Ykpainu Bin 14 Bepecus 2005 poky J
KabGinery MinictpiB Ykpainu Bix 08 ceprius 2012 poky Ne 793)

(3a HasIBHOCT!I).

Jlo 3asBH 101aK0ThCA:
1. Ilepenik BBe3eHUX JIKapChbKUX 3ac00iB (y 2-X MPUMIPHHUKAX).

2. Komis ceprucikara sikocTi, BUIAHOTO BUPOOHUKOM Ha KOXKHY CEpit0
T P YKRA RIS BEYOVE) By LI SPEKITEIRIM IT1AMICOM KepiBHUKA a00
YIOBHOBaXXEHOI 0COOM Cy0'eKTa rocrnofaproBaHHs, y 2-X
MPUMIPHUKAX Ha KOXKHY CEpiro JIIKapChKHUX 3aCO01B.

3. Komist MuTHOI fexmapartii 3 BiIMITKOIO MUTHHUIIL, 3aCBiIU€Ha MiAMNC]
M GEPOBHOYM X0 YDOBBOBPIOEAETHS (Y 2-X IPUMIPHUKAX).

4. Komis paxyHka-paktypu (1HBoMHCY) (Y 2-X IPUMIPHUKAX).

5. Komis nMcTa BIacHUKa peecTpalifHOro NOCBiYeHHs abo Horo
OQIIIIHOTO MPeICTaBHUKA/BJIACHUKA /103B0JIY HA MapaJieJIbHUMH
iMmopT Jikapcbkoro 3acody 110/10 BUayi BACHOBKY PO SKICTh
BBE3CHUX B YKpaiHy JIKapChKHUX 3aC001B 3T1IHO 3 a03a110M [IOCTHM
nyHkTy 12 [opsaky 3aiiicHeHHS 1ep>KaBHOT'O KOHTPOJIO SIKOCTI
JKapChKUX 3ac001B, 10 BBO3SITHCS B YKpaiHy, 3aTBEPIKEHOTO

No f021aHpeTae KA toEmndbmicTpiB Ykpainu Bin 14 Bepecus 2005
poxy Ne 902 (y penaxuii moctanoBu Kabinety MiHicTpiB YKpainu
Biz 08 cepmust 2012 poky Ne 793)

(3a HasIBHOCT!1).

ITiKa

)M K
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JocTtoBipHicTh iH(popManii, HaBeeHOI B JOKyMEHTaX,
MiATBEPAKYIO

JlocToBipHicTh iH(popManii, HaBeAeHOI B JOKYMEHTaX,
MiATBEPAKYIO

(kepiBHHUK / YIIOBHOBa)KEHA 0c00a 3asBHUKA) (Tmiamuc) |  (xepiBHHUK / YIIOBHOBa)K€Ha 0c00a 3asBHUKA) (mmiamuc) N
(o (n
Howmep i gara peectpariii HaaX0KSHHS 3asBU Homep i gara peectparii HaaXOKEHHS 3asBU
Ne Ne
HEPEJIIK IMEPEJIIK
BBe3eHHMX B YKpaiHy JiKapcbKHUX 3ac00iB BBe3eHHMX B YKpaiHy JiKapcbKHUX 3ac00iB
1o 3asaBH Ne Big" " 20 p. 1o 3asBHU Ne ig" " 20 p.

(maiimenyBanHs Ta kof 3a €/IPTIOY ropunnynoi ocobu / ocodw,
YIOBHOBAYKEHOT Ha 3/IIHCHEHHS 3aKyMiBeNb Y Cepi OXOPOHU 37]0POB's
/ cy6'ekTa rocioJJaproBaHHs, 3aJIy4e€HOro 0co0010, YIIOBHOBAXEHOIO Ha

3/1IHCHEHHS 3aKyIiBeJb Y cepl OXOPOHU 310POB's, 1110 BBO3UTH
JIKapchKi 3ac00U Ha TEpUTOPi0 YKpaiHH / Mpi3BUILE, BIACHE iM's, 1O

0aTbKOBI (32 HasBHOCTI) (PI3UYHOI 0COOU - MIAIPUEMILS,

(naiimenyBanHs Ta kof 3a €J/IPTIOY ropunnyHoi ocodu / ocodw,
YIOBHOBaYKEHOI Ha 3/IIHCHEHHS 3aKyIiBeIb Y cepi OXOPOHU 3710POB's
/ cy0'ekTa rocrofiaproBaHHsI, 3aJIy4eHOTI0 0C00010, YITOBHOBAaXKEHOIO Ha

3/1IHCHEHHS 3aKyliBelb Y cepl 0XOPOHU 3/J0POB's, 1110 BBO3UTH

JKapCchKi 3ac00M Ha TEpUTOPi0 YKpaiHH / Mpi3BUILE, BIACHE iM's, 1O
0aTbKOBI (32 HassBHOCTI) (P13MYHOT 0COOU - MIANPUEMIIH,

il Miclie IpOKUBAHHS Ta peecTpaliiiHuii Homep 00I1KOBOI KapTKH
IUTaTHHUKA MO/IaTKIB 200 cepist Ta/abo HOMep macropra)

il Miclle TPOXKUBAHHS Ta peecTpaliiiHuil HoMep 00J1IKOBOT KapTKU
TUTaTHUKA MOAATKIB a0 cepist Ta/abo HOMep Mmacrnopra)

(ampeca Miclis TPOBAKEHHS JTISTTBHOCTI)

(azmpeca Miclis TPOBAKEHHS JTISTTBHOCTI)
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* J1yist KApCHKIIX 3aC00IB, SIKi BBOSITHCS HA TEPUTOPIFO YKPaiHH 3 METOIO
OC30ITIATHOTO TIocTa4aHHs (Tieperadi) odnmacHnM, KuiBebkiii Ta CeBacTONONBCHKIN
MICBKMM JICpKa/IMIHICTPAITisSIM 200 CYO'EKTaM TOCTIONAPFOBAHHSI, SIKI MAFOTH
JHIEH3IFO Ha TPOBA/HKCHHS TOCTIONIAPCHKOI TISUTHHOCTI 3 MEIMYHOI TPAKTUKH, 32
Pe3yIIBTaTaMK 3aKyHiBEITh 32 KOLLITH IPYKABHOTO OFOIDKETY, 3IIHCHEHHX 0CO000,
YTIOBHOBEKCHOIO HA 3TIHCHEHHSI 3aKyITIBE/ b y cepi OXOpOHH 3MIOPOBsL, JUIs
BHKOHAHHS1 TIPOIPaM Ta 31IHCHEHHS [ISHTPATI30BAHIX 3aXOJIB 3 OXOPOHH 37I0POB',
1H(OpMALTiS 3a3HAYAETHCS 32 HAIBHOCTI TAKOTO JIOKYMEHTA

* J1yist KapCHKUX 3aC00IB, SIKI BBOSTHCS HA TEPUTOPIFO YKPaiHH 3 METOKO
Oe30IIIaTHOIO TIocTa4aHHs (Tieperadi) odnacHnM, KuiBebkii Ta CeBacTONOMBCHKIN
MICBKUM JIepyKa/IMIHICTpAITisM 200 CyO'EKTaM TOCTIONAPEOBAHHSI, SIKI MAFOTH
JIIEH3IFO Ha TIPOBA/HKCHHSI TOCTIONAPCHKOI TSUTHHOCTI 3 MEIIAYHOI TPAKTHKH, 32
pe3yJIbTaTamMK 3aKyiBE/Th 32 KOLLITH JIPYKaBHOTO OFOIDKETY, 3IHCHEHIX 0CO00I0,
YIIOBHOBZKEHOHO Ha 3TIHCHEHHS 3aKyIIBE/ b Y Chepi OXOPOHH 30POB'SL, U1
BHKOHAHHSI TIPOIPaM Ta 3THCHESHHS [ICHTPATI30BAHNX 3aXOJTB 3 OXOPOHH 37I0POB'S,
1H(opMarTisI 3a3HAYAETHCS 3 HASIBHOCTI TAKOTO JIOKYMEHTA.

** Homep cepTudikaTa BigAmoBiZHOCTI BHMOramM HaJIeXKHOI
BUpoOHu4oi npaktukun (GMP), BuIaHOro YNOBHOBAaKEHHM
KOMIIETEHTHMM OPraHOM [ep:KaBu - 4wieHa €BpomeicbKoro
Coro3y a6o €spomneiicbkoi acomiauii BiibHOI TOpriBji, mo €
CTOPOHOI0 Yroau mnpo €EBpPoNeHcbKY E€KOHOMIYHY 30HY (IJIs
JiKapchbKUX 3ac00iB, 110 BBO3ATHCHA IS LijeH MapajejbHOro
iMmmopry).

(kepiBHHK / (miamuc) (mpi3BuILE, BIacHE _
YIOBHOBaXk€Ha ocola iM's, I0 6aTHKOBI (32 (xepiBHUK / (miamnuc) (mpi3BuILE, BIacHE
3asBHUKA) HasIBHOCTI) YIOBHOBa)ke€Ha 0coda iM's, TI0 6aThKOBI (32
KepiBHUKA / 3asIBHUKA) HasiBHOCT1)
YIIOBHOBaXXEHOL KepiBHHKa /
0co0M 3asIBHUKA) YIOBHOBaXKE€HOT
0co0U 3asIBHUKA)
BUCHOBOK BUCHOBOK

NPO AKICTH BBE3€HOI0 B YKPaiHy JIIKApChKOIro 3aco0y

Npo SIKiCTh BBE3€HOI0 B YKpPaiHy JiKapcbKOro 3aco0y
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« » Ne

(HaliMeHyBaHHS JIIKapChKOT0O 3aC00y 3TiJIHO 3 peecTpamiifHuM
MTOCBITUYEHHSIM)

(opma BuMycCKy, 103yBaHHs, BUJ [TaKyBaHHS JIKapCbKOTO 3ac00y)

Howmep peecTpamiiiiHOro mocBiTd4eHHS
CTPOK JIii peecTparifiHoro mNoCBiYCHHS

Cepis nikapcbkoro 3aco0y Ne Kinpkictsb
BBE3EHOT0 JIIKapPCHhKOI'0 3aC00y

BupoGuuxk

(HaliMeHyBaHHS BUPOOHHKA JIIKAPCHKOTO 3ac00y, KpaiHa
MTOXO/I’)KEHHS )

Bseseno B Ykpainy

« » Ne Ne

(HaliMeHyBaHHS JIIKAPCHKOTO 3aCO0y 3TiHO 3 PeeCcTpariitHuM
MTOCBITYEHHSIM)

(bopma Bumycky, 103yBaHHS, BU]I TAKyBaHHS JIIKAPCHKOTO
3aco0y)

Howmep peectpaniitHoro nocigueHHs: a00 HOMeP 103BOJTY
HA NapaJjieJJbHUI iIMIOPT JIiKapchKOro 3acody

CTPOK Jii peecTpaliiHOro MOCBiTYeHHS

Cepis nikapcbkoro 3aco0y Ne Kinbkictb
BBE3EHOT0 JIIKapChKOI'0 3ac00y

Bupobnuk

(HaliMeHyBaHHS BUPOOHHKA JIIKapChKOTo 3ac00y, KpaiHa
MTOXO/IKEHHS)

Bseseno B Ykpainy
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(naitmenyBanHs Ta koj 3a €JIPTIOY ropuanunoi ocobu abo
Mpi3BHUIIE, iM's, IO 0ATHKOBI

¢izngHOT 0cOOH - miATpHEMIL, i1 MicIle TPOXKUBAHHS Ta
peecTpariitnuii Homep 00JI1KOBOI KapTKH IUIaTHUKA MOIATKIB 200
cepist Ta HOMEp MacropTa)

[TpoTokoi Bi3yanbHOTO KOHTPOJIIO Bij
20 p. Ne

JlaGoparopHuii aHaIi3 SIKOCTI JIKapChKOTO 3aCO0y
31MCHEHUIL:

(HaliMeHyBaHHS Ta MicClIe3HaXOIKEHHS J1abopaTopii, 110 MpoBena
nabopaTopHUii aHaTI3 STKOCTI)

BHCHOBOK 110710 SIKOCTI JIIKapChKOTO 3ac00y, BUAaHUN
nabopaTopi€ro Bif 20 p.Ne

Pesynbratn maGopaTopHOTO aHaNi3y SKOCTI JIKapChKOTO
3aco0y 3a TepeBIpEHUMHA MMOKa3HUKAMH
BUMOTaM  METO/IiB

KOHTPOJIO SIKOCTi (aHATITUYHO-HOPMAaTUBHOT

JIOKYMEHTAITi1)

(maiimenyBanHs Ta kox 3a €[IPIIOY ropuanunoi ocodbu abo
Mpi3BHIIE, iM's, IO OATHKOBI

¢bi3uyHOT 0cOOH - TmiATIPHEMILS, 11 MiCIle TPOKUBAHHS Ta
peecTpaniifHuii Homep 00JiKOBOi KapTKH IUIATHUKA MOAATKIB 200
cepist Ta HOMep MacropTa)

IIpoTOoKOI] Bi3yanbHOT0 KOHTPOJIIO BiJ
20 p. Ne

JlaboparopHuii aHai3 IKOCTI JIKAPCHKOTO 3aC00y
301MCHEHNIL:

(HaiiMeHyBaHHS Ta MiCIIe3HAXOKEHHS JlabopaTopii, 110 mposena
1abopaToOpHUIA aHANI3 SIKOCTI)

BHCHOBOK 111010 SIKOCTI JIIKAPCHKOTO 3ac00y, BUAAHUIN
n1abopaTopi€ro Bif 20 p. Ne

Pesynpratn nmabGopaTopHOTO aHami3y SKOCTI JIIKapCHKOTO
3aco0y 3a MepeBIpEHUMHA MMOKa3HUKaMH
BUMOTaM  METOJIB

KOHTPOJTIO SIKOCT1 (aHAIITUYHO-HOPMATHUBHOT

JIOKYMEHTAIlii)
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(BIIIOBIAIOTH/HE BIAIOBIAAIOTS,
HEOOXiTHE 3a3HAYHTH )

3a pesysbTaTaMy JIEP’KABHOTO KOHTPOJIIO BCTAHOBJICHO, IO
TKapChKUn 3acib BBE3€HO B VYkpainy 3
BUMOTI

3aKOHOJABCTBA MIOA0 3a0€3MEeUYEeHHS SIKOCTI JIKapChKUX
3aco0iB.
(ToTpuMaHHSM/HE TOTPUMAHHSM,

HEOOXiJTHE 3a3HAYHTH)

(BiAIIOBIAIOTH/HE BIATIOBIAAIOTH,
HEOOX1THE 3a3HAYHTH )

3a pe3ynbTaTaMH JePKaBHOTO KOHTPOJIIO BCTAHOBJICHO, IO
TiKapChKui 3acib BBE3€HO B VYkpainy 3
BUMOT

3aKOHOJABCTBA MO0 3a0€3MeUYeHHS AKOCTI JIKapChKUX
3ac00iB.
(moTpUMaHHSAM/HE TOTPUMAHHSM,

HEOOX1THE 3a3HAYHUTH )

(mocamoBa ocoba oprany JepKaBHOTO
KOHTPOJTIO)

(mmigmmc)

(mocazoBa oco0a oprany Jep»KaBHOTO
KOHTPOJTIO)

(migmmc)

ITopsinok 31iliCHEHHs1 KOHTPOJIIO 32 BIANMOBIIHICTIO IMyHO0I010TiYHMX NPenapariB, 110 32CTOCOBYKOThCH B MeIMYHIill NpaKTHILi,
BHMOTI'aM /1epPKaBHHUX i MIZKHAPOJAHUX CTAHAAPTIB, 3aTBepAKeHHii Haka3oM MiHicTepcTBa 0Xo0poHHM 310poB’s YKpainu Big 01 :xoBTHS
2014 poky Ne 698

1. 3araanHi moJj10KeHHA

I. 3araanHi mojoxeHHA

1. et Ilopsmok, po3poOiieHuit BiAMOBIAHO 10 3aKOHIB
VYkpainu «IIpo gikapcebki 3acoomn», «Hpoe-3abesneueHisicaHiFapHore
Fa—eHACMIYHOFr0—63aroHOAV I I—HaceFe sy, [10J10KeHHST IO

1. Ue#t Ilopsimox, po3pobieHuit BiANOBIAHO OO0 3aKOHIB
Vkpainu «IIpo sikapcbki 3aco6u», I1ojokeHHS Opo KOHTPOJIb 3a

BIAMOBIIHICTIO IMYHOOIOJIOTIYHUX TIPEnaparis, M0 3aCTOCOBYIOTHECI B

KOHTPOJIb 34 BIAMOBIAHICTIO 1MYHOOIOJOTIYHHX IIpernapariB, IO

MEIWYHINA [PaKTUIl, BHMOraM JEpyKaBHMUX Ta MIDKHAPOIHUX



https://zakon.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
https://zakon.rada.gov.ua/laws/show/4004-12
https://zakon.rada.gov.ua/laws/show/4004-12
https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF
https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF
https://zakon.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80
https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF
https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF
https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF
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3aCTOCOBYIOTECA B MGILI/I‘-IHiﬁ HDaKTI/II_Ii, BUMOraM JACPXKAaBHUX Ta

CTaHJapTIB, 3aTBEPHKEHOr0 mocTanoBoto Kabinery MiHicTpiB Ykpainu

MDKHAPOJHHUX CTaHAAPTIB, 3aTBEPPKEHOTO MOCcTaHoBOK Kabinery

MiwnictpiB Ykpainu Big 15 ciuast 1996 poky Ne 73, Bu3Hauae MexaHizm
3MIMCHEHHS  KOHTPOJIFO 33  BIJANOBIAHICTIO  IMyHOOI0JOTIYHUX
npenaparis (maii - MIBII), 1m0 3acTOCOBYIOTBHCSI B MEIUYHIN MPAKTHII],
BHMOTaM JICp)KaBHUX 1 MDKHAPOJHHUX CTaHIAPTIB.

Bim 15 ciuas 1996 poxy Ne 73, BHU3HAuUae MeXaHI3M 3I1HCHEHHS
KOHTPOJIIO 32 BIJMOBIIHICTIO IMyHOOIOJOTIYHUX mpemnapariB (mami -
MIFBII), mo 3acTOCOBYIOTBCS B MEAWYHIM MPAKTHUIN, BUMOTaM
Jep’KaBHUX 1 MDKHAPOJIHUX CTaHIAPTiB.

2. KoHTpoub 3a BiANOBIAHICTIO iMyHO6i0F6FIHHHXHPpEeRapaTiB,

IO 3aCTOCOBYIOTHCS B MEIWYHIA NPAKTUI[, BUMOTaM JEpPKaBHHUX 1
MDKHApOAHMX  CTaHIApPTiB  (Hajmi -  KOHTPOJB)  3IiHCHIOETHCS
[EHTPAJIbHUM OPraHOM BHKOHABYOi BJaJaH, IIO peaji3ye JepKaBHY
HOJITHKY y chepi KOHTPOIIIO AKOCTI Ta Oe3MeKH JIIKapChbKUX 3ac00iB Ta
HOro TepUTOpiaJbHUMHU OpraHaMU.(Jajli - OpraHdu JePKABHOTO
KOHTPOJTIO).

2. Kontpons 3a Biamosianictio MIBII, mo 3acTocoBYIOTHCS B
MEIWYHIN IPaKTUIli, BAMOTaM JEeP>KaBHUX 1 MDKHAPOJIHUX CTaHIApTIB
(mani - KOHTPOJIb) 3MIMCHIOETHCS IICHTPATBHAM OPTaHOM BUKOHABYOI
BJIaIU, 110 peaji3ye JepKaBHY MOJITHKY Y cepi KOHTPOIIO AKOCTI Ta
0e31eKH JIiIKapchKHX 3ac00iB Ta HOT0 TEpUTOPiaIbHUMH OpraHaMu. (J1aui
- OpPTraH# JIepKaBHOTO KOHTPOJIIO).

3.V ObOMY HOpH,I[Ky TepMiHI/I BXKHNBAIOTHCA B TAKUX 3HAYCHHAX:

apxiBHI 3pa3ku cepii - 3pasku cepii MIBII, mo 36epiratotbes y
BIJIMOB1/IHIM YITaKOBII Ta 3a BIAMOBITHUX YMOB 3 METOIO MPOBEIACHHS
JIOCJIIJKEHB TIPU peKIamariisnx, mooiuHii yn Hecnenudiunii aii MIBIT;

3araJibHO€BpoIIeiicbka Mepexa opiniiHuX 1adopaTopiil KOHTPOIIO
nikapebkux 3aco0iB (General European OMCL Network, GEON) -
Mepexa odiuiifHuX gabopaTopiii KOHTPOJIO JIIKAPChKUX 3aco0iB, sKi
HiANOPAIKOBAaHI YIOBHOBRXEHUM OpraHaM 3 KOHTPOJIO JIKapChKHUX
3ac00iB;

3asBHUK - Cy0'€KT rocriolaploBaHHs, KU 3BEPTA€ThCA 10 OPraHy
JIEpKABHOTO KOHTPOJIIO 32 MICLEM MPOBAPKEHHS TOCIOJAaPChKOT
JISUTBHOCTI 13 3asiBOI0 Ha OTPUMAaHHS BHCHOBKY IPO BiANOBIIHICTb

MeAHHHOFO—iMYHO6i010FI HIOFO—HpeRapaFry BUMOraM JepXKaBHUX 1

MDKHApOJHUX CTaHIapTiB;

3.V ObOMY HOpr,Z[Ky TepMiHI/I BXXMBAKOTHCA B TAKUX 3HAYCHHAX:

apxiBH1 3pa3ku cepii - 3pa3ku cepii MIBII, mo 30epiratoTbes y
BI/IMOBI/IHIN YMaKOBIIl Ta 3a BIJMOBIIHUX YMOB 3 METOIO MPOBEICHHS
JIOCITIJKEHB TIPU peKiIaMarlisx, mooiuHii un Hecrienudiunii aii MIBIT;

3arajibHO€BpoIeiicbka Mepeka oiliiHUX 1adopaTopiit KOHTPOIIO
nikapcbkux 3aco0iB (General European OMCL Network, GEON) -
Mepexa odiliifHux JabopaTopii KOHTPOJIO JIIKAPChbKUX 3aco0iB, sKi
HiAMOPSIKOBaHI yYIOBHOBAXEHUM OpraHaM 3 KOHTPOJIO JIKAapPChKUX
3ac00iB;

3asiBHUK - Cy0'€KT rocroiaploBaHHs, KU 3BEPTAE€THCS 10 OPTaHy
JIEp’KaBHOTO KOHTPOJIFO 32 MICLEM IPOBAKEHHS TOCHOJapChKOL
JISUTBHOCTI 13 3asiBOI0 Ha OTPUMAHHS BHCHOBKY IPO BiANOBIIHICTh
MIBII BuMoOram JepkaBHMX 1  MDKHapOJHUX  CTaHIapTiB;



https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF
https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF
https://zakon.rada.gov.ua/laws/show/73-96-%D0%BF

39

3BEICHUN MPOTOKOJ Cepii BaKIUHU - JOKYMEHT, IIO ITiJICyMOBY€E
BCl eTanyd BUPOOHMLTBA Ta pe3yJbTaTH BUIPOOYBaHb Ui cepil
BaKIIMHM, 3aCBIMUCHHUN Ta TMIJNUCAHUA YIIOBHOBAXXEHOK 0CO00I0
BUPOOHUKA (IS BITYM3HSIHUX BUPOOHHKIB 3MICT 3BECHOTO IIPOTOKOIY
cepii BaKIMHU 3aTBEPIKYETHCS ILEHTPATLHUM OPraHOM BUKOHABYOL
BJIQJIM, 1[0 Peai3ye JAepKaBHY MOJITUKY y chepi KOHTPOIIO SKOCTI Ta
0e3meKH JiKapChKHUX 3ac00iB);

KOHTPOJIb 32 BINOBIHICTIO iMyH66i010 i HIHX—HPeRapaTiB, 1110

3aCTOCOBYIOTBCS B MEIWYHINM NPaKTHIll, BHUMOTraM JI€pPKaBHHUX 1
MDKHApOJHUX CTaHAAPTIB - CYKYINHICTh OpraHi3aliiiHUX Ta MPaBOBUX
3aXOMdiB, CHPSAMOBAaHMX Ha MIATBEpKEeHHs BignmoBigHocti MIBIIT
BUMOTaM PEECTPALIMHUX MaTepialliB, sIKi 3IIHCHIOIOTHCA MUITXOM
MPOBEJCHHS EKCIIEPTH3U TOJIAaHUX CYO €KTOM TOCIOJIapIOBaHHS
JOKYMEHTIB, BI3yaJlbHOTO KOHTpoJito KokHoi cepii MIBIT Ta
naboparopHoro ananizy 3paskie MIBII BiqnoBiHO 10 BUMOT METOJIB
KOHTpoITIO siKocTi (maii - MKS1) abo excniepTusu MaTepiaiiB BUpOOHUKA
mo/10 KoHTpodto sikocTi cepii MIBII (mpoTokomiB KOHTPOIIO SKOCTI
cepii, aHaITUYHUX 3BITIB);

cepis - yci oguHMLI Jikapcebkoi ¢popmu MIBII, siki BupoOseHi 3
OJIHI€T BUXIJHOI KUIBKOCTI PEUOBMHM Ta MPOMILIM OAMH 1 TOW caMuii
BUPOOHUYMIA TIpoiiec abo omeparliro cTepuiizallii; mpu 6e3nepepBHOMY
BUPOOHUYOMY Mporieci - yci oauHuui Jikapcebkoi ¢popmu MIBII, ski
BUPOOJICHI 32 BU3HAYCHUH TIEPi0]] yacy;

cepTudikaT Mpo BUMYCK cepil BaKUUHU - cepTU(IKAT BUIAHUM
PETYISTOPHUM OpPraHOM a00 HAI[IOHAIBHOK JIA0OpaTOpiEr KpaiHH
BUPOOHMKA 3a pe3yJbTaTOM TIPOIECY OIIHKK OKpeMoi cepii
3apeecTpOBaHOI BaKIIMHU (AJ1s1 IMIIOPTOBAHUX BaKIIMH);

3BE/ICHUN MPOTOKOJ Cepii BaKIUHU - JOKYMEHT, IO IiJICYMOBY€E
BCl eTanmd BHUPOOHMILTBA Ta pe3yJbTaTh BUIPOOyBaHb UIA cepii
BaKIIMHM, 3aCBIMYCHHWA Ta IMiJIUCAHUA YIMOBHOBAXEHOIO 0CO00I0
BUPOOHMKA (JUIsI BITYM3HSHUX BUPOOHMKIB 3MICT 3BEICHOTO IPOTOKOITY
cepii BakIMHHU 3aTBEP/KYETHCS LEHTPAIbHUM OPraHOM BHUKOHABUOL
BIIQ/IM, IO pealli3ye Aep)KaBHY MOJITUKY Y cepi KOHTPOIIO SIKOCTI Ta
Oe3MeKH JTKapChbKUX 3ac00iB);

KoHTposnb 3a BianoBigHicTIo MIBII, 1m0 3acTOCOBYIOTHCS B
MEIWYHIN IPAKTHUIll, BAMOTaM JCP>KaBHUX 1 MKHAPOIHUX CTaHIAPTIB -
CYKYIIHICTh OpraHi3aliifHUX Ta MPaBOBUX 3aXOJIiB, CIIPSIMOBAHHX Ha
miarBep/ukeHHss  BiamosimHocTi  MIBIT  Bumoram  peecTpamiitHux
MarepiaiiB, sKi 3IHCHIOIOTHCSA IIIAXOM TPOBEICHHS CKCIIEPTU3H
MOJaHUX CYO0’€KTOM TOCIOJApIOBaHHS JOKYMEHTIB, Bi3yallbHOTO
KoHTpoito KokHOi cepii MIBII Ta mabopaTopHOro anamizy 3paskiB
MIBIT BiAMOBiIHO O BUMOT METOIIB KOHTPOIO SKOCTI (mami - MKX)
a00 eKcrepTU3u MaTepianiB BUPOOHHKA MO0 KOHTPOJIO SIKOCTI cepii
MIBII (mpoTOKOIIB KOHTPOJIO SKOCTI Cepii, aHATITUYHUX 3BITIB);

cepis - yci oguHuui Jikapcbkoi ¢popmu MIBII, sxi BupoOneHi 3
OJIHI€T BUXIJHOI KITBKOCTI PEYOBUHU Ta MPOUIUIA OAWH 1 TOW caMuid
BUPOOHMYMI mpolec a0o omnepalito cTepuiizallii; mpu 6e3nepepBHOMY
BUPOOHMYOMY Iporeci - yci oguHuul Jikapebkoi popmu MIBII, sxi
BHUPOOJICHI 32 BU3HAYCHUN TIEPi0]] Yacy;

ceptudikaT Mpo BUIYCK cepii BaKIUHU - cepTu(IKaT BUIAHUM
PEryJATOPHUM OpraHoM a0 HaIlOHATHHOIO J1a00paTopiero KpaiHU
BHPOOHMKAa 3a pE3yJIbTaTOM TPOIECY OIlIHKKH OKpemoi cepii
3apeecTpOBaHOl BaKIWHU (TSI IMIIOPTOBAaHMX BaKIWH, Y TOMY 4HCJi
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YIOBHOBaXKE€H1 J1aboparopii - mabopaTtopii 3 KOHTPOJIO SKOCTI
nikapcbkux 3aco0iB (y Ttomy uymcii MIBII), ski mpodnuim ramy3eBy
aTecTailito BianoBigHo 10 Ilopsiaky mpoBeaeHHS Tamy3eBoi arecralrii
nabopaTopiii 3 KOHTPOJIIO SKOCTI Ta O€3MeKH JIKapChbKUX 3aco0iB,
3aTBEP/HKEHOr0 Haka3oM MiHiCTEpCTBa OXOPOHH 3JI0pOB’st Y KpaiHU Bif
14 cianas 2004 poky Ne 10, 3apeectpoBaHOoro B MiHICTEpCTBI IOCTHIIIT
VYkpainu 30 ciuas 2004 poky 3a Ne 130/8729, Ta 3aimydeHi BiAMOBIIHO
0 3aKOHOJABCTBA IICHTPAJIBHMM OPraHOM BHKOHABUOi BJIATH, IO
peaizye AepkaBHY MOJITHKY y cepi KOHTPOJIO SIKOCTI Ta Oe3MeKu
JTKapCchKUX 3aco0iB, ISl MPOBEACHHS pOOIT 3 KOHTPOIIO SIKOCTI
JiKapchbKUX 3aco0iB, y tomy uucai MIBII, mono ix BigmoBimHOCTI
METOaM KOHTPOIIFO SIKOCTi, a TaKOX IPOBEIEHHS CIeNiani30BaHol
OLIIHKHM MaTepiaiB.

[ TepMmiHM, IO BUKOPUCTOBYIOThCS y IboMy [lopsaxy,
BXKHMBAIOThCS y 3HAYCHHSX, HABEIEHUX Y 3aKOHOJIaBCTBI.

BAKIIMH, 110 BBO3ATHCA HA TEPUTOPiI YKpaiHu A wijiei
napaJjieJibHOT0 iMIIOPTY);

YIOBHOBaXKEH1 Jiaboparopii - saboparopii 3 KOHTPOJIO SKOCTI
nikapcbkux 3aco0iB (y Ttomy umcii MIBII), sxi mpodnuim ramy3eBy
aTecTailito BiamoBiaHO A0 IlopsiaKy mpoBeAeHHS Taly3eBoOi aTecTarlii
nabopaTopii 3 KOHTPOJIIO SKOCTI Ta OE3IMeKH JIKapChbKUX 3aco0iB,
3aTBEPKCHOT0 HaKa30M MiHiCTepCTBa OXOPOHU 3JI0POB’sl Y KpaiHH Bif
14 ciunsa 2004 poky Ne 10, 3apeectpoBanoro B MiHiCTepCTBI IOCTHUIIIT
VYkpainu 30 ciunsg 2004 poky 3a Ne 130/8729, Ta 3amyueHi BiANOBITHO
70 3aKOHOJABCTBA IICHTPAJBLHUM OpPraHOM BHMKOHABYOI BIJIAIH, IO
peaiizye Aep:KaBHY HOJITUKY Yy cdepi KOHTPOIIO SIKOCTI Ta Oe3meKku
JIKapChbKUX 3aco0iB, I MPOBEACHHS POOIT 3 KOHTPOJIIO SKOCTI
JiKapchKUX 3aco0iB, y tomy uymciai MIBII, momo iX BiAmoBigHOCTI
METOAaM KOHTPOJIIO SIKOCTi, a TaKOX IPOBEIEHHS CIeNiani30BaHol
OLIIHKH MaTepiaiB.

[HIIi TepMmiHM, 10 BUKOPHUCTOBYIOThCS y ILboMy llopsaxy,
B)KMBAIOTHCS y 3HAUEHHAX, HABEJIEHUX Y 3aKOHOIaBCTBI.

4. Kontpomto mijusiratote 3apeectpoBaHi B Ykpaini MIBII sk
BITYM3HSHOTO, TaK 1 1HO3€MHOI'O BUPOOHUIITBA, SIK1 MIPOIIOHYIOTHCS 10
3aCTOCYBaHHs B YKpaiHi cy0'eKTaMu TOCMOAApIOBAHHS HE3AJIEKHO Bl
HIAIOPSAKYBaHHS Ta (POPM BIACHOCTI.

4. Koutpomio misiraiote 3apeectpoBaHi B Ykpaini MIBII sk
BITUM3HSHOTO, TaKk 1 1HO3eMHOro BupoOHuiTBa, Ta MIBII, 1O
BBO3ITHCSI HA TepUTOPil0 YKpaiHM A8 Hijieil mapaJjejbHOro
iMIopTy, SIKi IPOMOHYIOTHCS 10 3aCTOCYBaHHs B YKpaiHi cy0'ekTamu
rOCIO/IapIOBaHHSA HE3aJIeKHO BIJ MIANOPSAKYBaHHS Ta (opMm
BJIACHOCTI.

I1. KoHTpoJb 32 BiiNOBIIHICTIO iMyHO8i0A0 FI HHIX- HpeHapaTiB,

110 32CTOCOBYIOTHCSI B MEANYHIN NPAKTHIi, BAMOIaM JePKABHHUX |
Mi’KHAPOJAHMX CTAHAAPTIB

I1. KonTpoJus 3a Binnosignictio MIBII, 1o 3acTocoByoThCS B
MEIUYHIH NpaKkTHli, BHMOraM [JIep:KaBHUX i MIiXKHAPOIHMX
CTaHAAPTIB
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1. Konrpos nepenbdavae:

1) momaHHs 3asiBHUKOM JIO OpraHy JEpXaBHOI'O KOHTPOJIO 3a
MiCIIeM IPOBaPKEHHS TOCIOAAPCHKOI MiSUTBHOCTI 3asiBH MPO BHIAYY
BHUCHOBKY  IIpO METHYHOrO — iIMYHOOioA0riYII0T0
HpeRapaFy BUMOraM JepKaBHUX 1 MDKHAPOJHUX CTaHAAPTIB (ZOAATOK
1); nepeniky MeaHHHHX-iMyHObIoAOFHIFX-TIpenapariB (1o1aTok 2);
3BeJICHHH IPOTOKOJ cepii BAaKIMHU; cepTU(IKAT MPO BHITYCK cepil
BaKIIMHU (3a HasBHOCTI); cepTu(ikaTiB skocTi Ha 1i cepii MIBII
MiMPUEMCTBA-BUPpOOHMKA  (KOITis, 3acBiq4eHa  3asdBHUKOM) 3
NEPEKIIaIoM YKPaTHChKOIO MOBOK); PEECTPAIIfHUX TIOCBiAYEHb Ha
JTKApChKH 3aci0 (MemmH#H-iMyHoGio0 i Hperapat) (Kormil,
3aCBIYEHI 3asBHUKOM), a TaKOXX 3acBilUeHI 3aiBHMKOM KOIIii
JIOKYMEHTIB, 110 MATBEPKYIOTh JOTPUMaHHs YMOB 30epiranHs IiJi 4yac
TPaHCIIOPTYBaHHS BiJ BHUpPOOHWMKA OO0 immopTepa (PO3APYKiBKH
npunagiB abo komii xypHaniB). Jns immoprtoBanux MIBIT Takox
JIOJJAI0ThCs KOMIi MUTHOI JIeKiaparii, iHBOMCY Ta 3a HasBHOCTI KOs
JOKYMEHTa, M0 MiATBEPIXKY€E BIANOBIAHICTh YMOB BHPOOHHMIITBA
JIKapchbKOTO 3aco0y BUMOraM J0 BUPOOHHIITBA JIKapChbKUX 3acO0iB B
VYkpaiHi (KpiM akTUBHUX (hapMalleBTUUHUX IHIPEIIEHTIB (CyOCTaHIH)
Ta mpoAykKuii «in bulky).

BIJITOBITHICTD

JIOKyMeHTH TOJaloOThCA B MarnepoBoMy (y JBOX MPUMIpPHHUKaX)
Ta/ab0 eJIeKTPOHHOMY BUTJISII.

IMmoprepu 3BepTaroThCcs 13 3a8BOK0 JO OpraHy Jep>KaBHOTO
KOHTPOJIIO PO BHJA4y BUCHOBKY Mpo BinmoinHicTs MIBII Bumoram

1. KonTponb nependayvae:

1) monaHHs 3asiBHUKOM JI0 OpraHy JIep>KaBHOTO KOHTPOIIO 3a
MICIIeM TMPOBAPKEHHS TOCIOAAPCHKOI JISUIBHOCTI 3asiBH MPO BHIAUY
BUCHOBKY Tmpo BiamoBigHicte MIBII BuMoram jgepkaBHHX i
MiKHapoIHUX ctaHaapTiB (zonarok 1); nepeniky MIBII (nomatok 2);
3BEJICHOr0 MPOTOKOJY cepii BaKIMHU; cepTU(dikata mpo BHUITYCK cepil
BaKIIMHU Ta Pe3yJbTATIB aHaTi3y, MPOBEIEHOr0 PeryJassTOPHUM
OpraHomM a6o HaliOHAJIBHOIO JIA00PATOPi€I0 KpaiHM - BUPOOHUKA
moao BigmomigHocTi 3paskiB  cepii MIBII mnoka3Hukam
cnenudikanii sskocTi (32 HaIBHOCTI); cepTU(diKaTiB AKOCTI Ha I1i cepii
MIBII mianpueMcTBa-BHpOOHUKA (KOIMis, 3acBigueHa 3asBHUKOM) 3
NEPEeKIaloM YKpPaiHCbKOIO MOBOIO; PEECTpAllifHMX IOCBITYEHb Ha
nikapcekuii 3aci6 (MIBII) (komii, 3acBiyeHi 3assBHUKOM )/iH(opmaii
NPO AaTy Ta HOMeP A03BOJIy HA MapaJjejbHUM IMIOPT JiKapChKHUX
3aco0iB (MIBII), 10 BBO3ATHCHA HA TEPUTOPiI0 YKpaiHU AJId Hijiei
napajieJjlbHOro iMIopTy, a TaKoX 3acBiYeHl 3asiBHUKOM KOMii
JIOKYMEHTIB, 110 MiATBEPAXKYIOTh TOTPUMaHHS yMOB 30epiraHHs Iij] 4ac
TPAHCIIOPTYBaHHS BiJl BHUpPOOHUKA 110 IMIopTepa (mapajejbHOro
iMmnoprepa) (po3apykiBKM MpuiaaiB abo komii >kypHamuiB). Jlis
imnoproBanux MIBII, y Ttomy uymecai MIBII, mo BBO3siTbCSE Ha
TepUTOPil0 YKpaiHu 1Jsi Wijleil mapaJjesibHOro iMIOPTY, TaKOXK
JOJIAI0ThCS KOMIi MUTHOI JIeKjiapallii, 1HBOWCY Ta 3a HasgsBHOCTI KOIIis
JOKyMEHTa, IO TIJATBEP/HKY€E BIAMOBIAHICTH YMOB BUPOOHHUIITBA
JIKapchbKOro 3aco0y BUMOraM J0 BUPOOHHUIITBA JIKAapChbKUX 3ac00IB B
VYkpaiHi (KpiM akTUBHUX (hapMalleBTUYHUX IHIPEII€HTIB (CyOCTaHIIii)
Ta poaykKiii «in bulky).

JloKkyMeHTH MojalThcsd B marnepoBoMy (y IBOX MPUMIpPHHKAX)
Ta/ab0 eJIEeKTPOHHOMY BUTJISII.

IMnoprepu (mapaJiebHi iMIopTepu) 3BepTalOThCA 13 3a5BOIO 710
OpraHy JepKaBHOTO KOHTPOJIO IpO BUAAYY BHCHOBKY IO
BinnoBigHicTh MIBII BUMoOram aep:kaBHUX 1 MI>KHAPOJHUX CTaHIAPTIB
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JIepKaBHUX 1 MDKHAPOJHUX CTaHIAPTIB MPOTATOM II'ITH poOOUnX THIB
miclis 3aKiHYeHHs KO)KHOTO MUTHOTO oopmiieHHs Bantaxy MIBII.

MIBIT mig yac 3AIiCHEHHS] KOHTPOIO PO3MINIYETHCS 13071bOBAHO
BiJ] 1HIIIOI IPOAYKIT 3 TOTPUMAHHSAM YMOB, BU3HAYEHUX B IHCTPYKIIil
PO HOTO 3aCTOCYBaHHS, T MAPKYETHCS MO3HAUYKOIO «KAPAHTHUHY.

3a JOCTOBIPHICTH JOKYMEHTIB, IOJAHUX OpraHy JAep>KaBHOTO
KOHTPOJTIO, BIIMIOBIIA€ 3asIBHUK;

2) 3IidCHEHHS OPraHoOM [Ep>KaBHOTO KOHTPOIIO 3a MiCIEM
MPOBA/HKEHHS. TOCHOJAPChKOi  JISJIBHOCTI 3asBHUKA EKCIEPTU3U
MOJIaHOT HUM JIOKYMEHTAIII] Ta Bi3yaJIbHOT'O KOHTPOJIIO 3pa3KiB KOMXKHOI
cepii MIBII y cTpok, 110 HE MepeBUIye ceMU POOOYMX JHIB 3 JaTu
OTPUMAaHHS 3asBU MPO BHUJAYYy BHCHOBKY Ipo BiAmoimHicTe MIBII
BHMOTaM JICP)KaBHHUX 1 MDKHAPOJHHUX CTaHIAPTIB.

BizyanpHuii  KOHTpOIb NEPEeBIPKY  30BHIIIHHOTO
(BTOPHMHHOTO) Ta BHYTPIIIHBOTO (IIEPBUHHOIO) TMAaKyBaHHS Ha
IITICHICTh, HASBHICTh MOIIKOJKEHB, BIAMOBIIHICTh 3aTBEPIKEHOMY
TEKCTy MapKyBaHHS yMakOBOK (3aJeKJIapOBAaHOMY  3asBHUKOM
OpUTIHAJI-MaKeTy yIaKOBKH), HAasBHICTb 3aTBEPKEHOI 1HCTPYKLIT AJIs
MEIUYHOTO 3aCTOCYBaHHA. Y pa3i MoTpeOH MepeBipKa MPOBOJUTHCS 3
PO3KPUTTSAM OyAb-KUX JBOX I1HIAMBIAYaJdbHUX YMAKOBOK CTOCOBHO
po3MipiB, pOpMH, KOJIBOPY Ta iX BMICTY.

BKJIKOYacE:

A03auu BigcyTHi

MOPOTATOM I’ SITU pOOOYMX IHIB MICHIS 3aKIHYEHHS KOKHOTO MHUTHOTO
odopmiienns Bantaxy MIBII.

MIBIT mig yac 3miiCHEHHS KOHTPOJIO PO3MINIYETHCS 130JIbOBAHO
BiJl 1HIIOI MPOAYKIIi 3 TOTPUMAHHSAM YMOB, BU3HAUEHUX B 1HCTPYKIIil
PO HOro 3aCTOCYBaHHs, Ta MAPKY€ETHCS IO3HAUKOIO «KApPAHTUH.

3a JOCTOBIpHICTH JTOKYMEHTIB, MOJAHHX OpraHy JAep>KaBHOTO
KOHTPOJIIO, BIITIOBIIA€ 3asBHUK;

2) 3ailiCHEHHs OpPraHoOM JEp)KaBHOTO KOHTPOJIIO 3a MiCleM
IPOBA/KEHHSI TOCHOJAPCHKOI  AISNIBHOCTI  3asBHUKA EKCIEPTH3U
M0JIAaHOT HUM JIOKYMEHTAIlii Ta Bi3yalbHOTO KOHTPOJIO 3Pa3KiB KOXKHOI
cepii MIBII y cTpok, 1110 HE MepeBUIye ceMU pOOOYUX AHIB 3 AaTH
OTPUMAaHHS 3asBU MPO BUIAYy BHCHOBKY Mpo BiamoBigHicTs MIBII
BHMOTaM JICP>KaBHUX 1 MDKHAPOAHUX CTaHJIAPTiB.

BigyanpHuii  KOHTpOIB MepeBIpKy  30BHILIHBOTO
(BTOPMHHOTO) Ta BHYTPIIIHHOrO (TMEPBUHHOIO) TAKyBaHHS Ha
LITICHICTh, HASBHICTh MOIUIKO/JKEHb, BIIMOBIAHICT 3aTBEPKECHOMY
TEeKCTY MAapKyBaHHS YIAKOBOK  (3a/leKJIapOBaHOMY  3asBHHUKOM
OpUTiHAJI-MaKeTy yMaKOBKH), HASBHICTb 3aTBEPKEHOI 1HCTPYKIIT AJIs
MEIUYHOTO 3aCTOCYBaHHA. Y pasi moTpeOHu mepeBipKa MPOBOJAUTHCS 3
PO3KPUTTSIM OyAb-KMX ABOX I1HAMBIAYaJIbHUX YIAKOBOK CTOCOBHO
po3MipiB, pOpMH, KOJIBOPY Ta IX BMICTY.

Bisyaabunii koutpoas MIBIL, 1o BBO3MTHCSI HA TepUTOPiI0
Ykpainu s nivieil mapaJjieJibHOro iMmopry, KpiM mnepeBipku
30BHIIIHBOr0 (BTOPMHHOI0) Ta BHYTPIIIHBOIO (NEPBHHHOIO)
NAKYBaHHSl HA WiJiCHICTb, HAsIBHICTb NOLIKOMKeHb, BKJIIYa€
nepeBipky Ha BiANOBiIHicTHL MaTepianam, fiki moaaBajuch 10
OpraHy /Jep;KaBHOI0 KOHTPOJIIO /JJsi OTPMMAHHA /03BOJIy Ha
napaJjejabHuii iMIOpT JikapcbKoro 3acody, a came:

aass MIBIL, nmapajenbHMid iMINOPT SAKMX 3AiHCHIOETHCH B
OpUriHaJbHiNi iHO3eMHi ynakoBui (YmakoBka BHPOOHHKA
JiKapchbKOro 3aco0y, IO BBO3UTbCA B YKpaiHy I mijei

BKJIIOYaAE€:
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NnapajejbHOro iMIOPTY, BHKOHAHA MOBOI0 OpMHriHaly (MOBOIO,
BiIMiHHOI0 BiJ Jep:KaBHOI)) 3 CYNPOBOAOM KOKHOI YNAKOBKHU
KONI€I0 MepeKJIaly /[1ep:KaBHOK MOBOI TEeKCTY MAapKYBaHHS,
JMCTKA-BKJIaAKH a00 aHAJOriYHOro [JOKYMEHTa B KpaiHi-
eKCIIopPTepPi, KOPOTKOI XapaKTePUCTUKH (32 HAsIBHOCTI):

KOMII MepeKJiaay Jep:;KaBHOI0 MOBOIO TEKCTY MaPKYBaHHS;

KOmii mepekJiaay [epPKABHOK MOBOK JIHMCTKA-BKJIAAKH a00
AHAJIOTIYHOI0 IOKYMEHTA B KpaiHi-ekcrnoprepi;

KOIIil MepeKJIaay KOPOTKOI XapAKTePUCTHKH (32 HAsIBHOCTI);

3pasky MIBII (nopiBusinus 3 ¢oro MIBII, sike nagaBajioch
NPUA OTPMMAHHI A03BOJIY HA NapajejJbHUI iMIOPT JKAPCHLKOIO
3ac00y/BHeCeHHi 3MiH /10 HbOT0);

nepBuHHOI Ta BTOpUHHOI ynmakoBku MIBII (mopiBHsiHHS 3
(¢oTo BCiX cTOpiH NEepBUHHOI Ta BTOPMHHOI ynnakoBkH nsoro MIBII,
siKe HA/IaBAJIOCh NIPU OTPUMAHHI 103B0OJIy Ha NapaJieJIbHUH iMIIOPT
JIKaApCHKOro 3aco0y/BHeCeHHi 3MiH /10 HbOTI'0);

aass MIBII, nmapajenbHMii iMINOPT SAKHMX 3AiHCHIOETHCH B
OpUriHAJIbHiN iHO3eMHill ynmakoBUi 3 10JATKOBHM MapKyBAaHHSAM
(HaHeCeHHs €THKETKH 3 TeKCTOM JepPsKaBHOI0 MOBOIO HA BTOPHHHY
OpUTiHAJIbHY iHO3eMHY YNAKOBKY), 3/1iliCHEHUM BHPOOHMKOM a00
napajejabHUM IMIIOPTEPOM:

nepekjagy /Jep:KaBHOK MOBOI0 JIMCTKa-BKJIaAku  a0o
AHAJIOTIYHOI0 JOKYMEHTa [0 JIKapchbKOro 3aco0y B KpaiHi-
eKcroprepi;

TEKCTY eTHKETKH [epP:KaBHOK MOBOK (SIKIIO [0AaTKOBe
MapKYyBaHHA 3/1iliCHEHO 3a MeKaMH TepUTOpil YKpainu);

3pa3ky MIBII (nopiBusinns 3 ¢poro MIBII, sike HagaBajoch
NpUH OTPMMAHHI A03BOJIY HA MapajejJbHUIl iMIOPT JiKaApCHLKOIo
3ac00y/BHeCeHHI 3MiH /10 HbOI0);

nepBuHHOI Ta BTOPUHHOI ynakoBku MIBII (nmopiBHsinHs 3
(¢oTo BCIX CTOPiH NEPBUHHOI TA BTOPMHHOI ynnakoBku nboro MIBII,
siKe HaJaBaJIoCh IPU OTPMMAHHI 103BOJIy Ha NapaJjelbHUi iMnopT
JIKapChKOro 3aco0y/BHeCeHHI 3MiH 10 HbOI0);
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KpiMm Toro, opras aep:xaBHOr0 KOHTPOJIIO 3a MICLIEM NTPOBAIKEHHS
rOCIOAAPCHKOT ISIBbHOCTI 3asBHUKA IIPOBOIUTH MEPEBIPKY BaHTaXy HA
BIJINOBIIHICTh MUTHIN Jekiapariii mo0 kitbkocTi MIBIT koxHOI cepii
(m1s  immoproBanux MIBII) Ta poTpuMmaHHS HalleKHUX YMOB
30epiranHss MIBII mig wac TpaHcmopTyBaHHS BiJi BUpPOOHHKa 10
IMIIOpTepa, BU3HAUEHUX B IHCTPYKIIII PO HOTO 3aCTOCYBaHHS.

[lepeBipka  3HIMCHIOETBCA  NUIAXOM  KCHEPTH3W  HAJAaHUX
3asIBHUKOM KOIIH TOKYMEHTIB, 110 MiATBEP/HKYIOTh TOTPUMaHHS YMOB
30epiraHHs.

aas MIBIL, nmapanenbHMii iMIOPT SIKMX 3AiliCHIOETbCH 3
nepenakyBaHHAM BTOPHHHOI OPUTiHAJbHOI iHO3€eMHOI YNAKOBKH
BHPOOHUKOM a00 napajejlbHUM iMIIOPpTEpOM:

NMepeKyIagy /Jep:KaBHOK MOBOI0 JIMCTKa-BKJIaAKH  a0o0
AHAJIOTIYHOI0 JOKYMeHTa /0 JIIKapchbKoro 3aco0y B KpaiHi-
eKCIIopTepi, 3 ypaxXyBaHHAM 3MiHeHOI iHpopMmauii npo BUPOOHMKA,
BiIOBiIaIbHOIO 32 NepenaKyBaHHA (AKIIO TAKHH BUPOOHUK, HiOTr0
MiCIle3HAXO/’KEHHsI, ajpeca Micusi NPOBAIKEHHS AisILHOCTI
BiIpi3HAIOTBCA Bil THX, 0 3a3HaYeHi B JIHMCTKY-BKJaaui,
BHUKJIQJICHOMY MOBOK OpHriHajgdy (MOBOIO, BiIMIHHOIO BiI
AepkaBHOI) B KpaiHi-ekcropTepi);

opuriHajg-Makery rpaQiqyHoro o@QopmiIeHHs JIKAPCHLKOIo
3aco0y y ¢opmi, B sikiii BiH Oyae BBeleHHiIl B 00ir Ha TepuTOpii
Ykpainn (y pa3i fIKIIO NepenaKyBAHHS 3AiHCHEHO 3a MeKaMH
TepuToOpii YKpainu);

3pasky MIBII (nopiBusinas 3 ¢oro MIBII, sike HagaBaJsioch
NPy OTPUMAaHHI 103BOJIy Ha NapaJjeJbHUIl iMIOPT JiKapcbKOro
3ac00y/BHeCeHHI 3MiH /10 HbOI0);

nepBuHHOI Ta BTOPUHHOI ynakoBku MIBII (mopiBHsiHHA 3
(oo BCIX CTOPIH NEPBUHHOI TA BTOPMHHOI ynakoBkH nboro MIBII,
siKe HaJaBaJIOCh IPU OTPMMAHHI 103BOJIy Ha NapaJjeJbHUi iMIopT
JIKapChKOro 3aco0y/BHeCeHHi 3MiH 10 HbOTIO0).

KpiMm Toro, oprat gep»«aBHOr0 KOHTPOJIIO 3a MICLIEM TPOBAKEHHSI
roCIOIapChKOT IISTIbHOCTI 3asBHUKA IIPOBOIUTH MEPEBIPKY BaHTaXy Ha
BIIMOBIIHICTh MUTHIN Jiekaparitii moao kibkocTi MIBIT koxHOI cepii
(mns  imnoproBanux MIBII) Ta poTpumaHHS HaleKHHX YMOB
30epiranng MIBII mig yac TpaHcmopTyBaHHS BiJ BHPOOHHKa IO
iMIoprepa (mapaJieJibHOro iMnopTepa), BU3Ha4YeHUX B IHCTPYKIIIT PO
HOr0 3aCTOCYBaHHS.

[lepeBipka  3MIMCHIOETHCS  NIIAXOM  ©KCHEPTH3W  HAJTaHHUX
3asiBHUKOM KOMii JOKYMEHTIB, 110 MiATBEPAKYIOTh JOTPUMAHHS YMOB
30epiraHHs.
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Jns  BakUMH, AQHATOKCUHIB, alepreHy TyOepKyJIbO3HOTO,
NPOTHUIIPABIIEBOI CHUPOBAaTKM Ta aHTUPAOIYHOrO iIMYHOTJIOOYIiHY
nepeBipka JOTPUMaHHS YMOB 30epiraHHs (B TOMY YMCHI MiJ Yac
TPAaHCHOPTYBAHH) 3AIMCHIOETHCA, KPIM TOTO, MiJl Yac BiOOPY 3pa3KiB
JUTS 1X JTaOOpaTOPHOTO aHaTi3y.

[Tig gac 3aiiCHEHHS KOHTPOJIO BCTAHOBIIOETHCS (DAaKT HASBHOCTI
IPOTSTOM OCTaHHIX JIBOX POKIB PO3MOPSIKEHb 111010 3a00pOHHU 00iry
iHmux cepii MIBII, cTocoBHO SIKMX 3/IIHCHIOETHCS KOHTPOJIb.

st imnoproBanux MIBIT #akem niepeBipsaeThest GakT HaIBHOCTI
JiIeH3ii Ha iMIopT JiikapchKux 3aco0iB. Tepmin npumatHocti MIBII,
IO BBO3SATHCS HAa TEPHUTOPI0 YKpailHH, MA€ CTAaHOBUTH HE MEHIIE
MOJIOBUHU TEPMiHY, BHU3HAYCHOTO BHUPOOHHMKOM, 3a YMOBH, SIKIIO
BUPOOHMK BH3HAYUB TEPMIH MEHILE OJHOTO POKY a00 HE MEHII SIK
HICTh MICSIIB, 32 YMOBH, SIKIIO BUPOOHHMK BU3HAYUB TEPMiH Oliblle
OJTHOTO POKY.

VY pa3i BIACYTHOCTI JileH31i Ha MPOBAIKEHHS TI'OCHOJIAPCHKOT
JUSUTBHOCTI 3 IMIIOPTY JIIKAPChKHUX 3aC001B Y 0COOM, YITOBHOBa)KEHOI HA
3MIMCHEHHSI 3aKyMiBeNlb y cdepi OXOPOHU 3/I0pOB’s, 3a0e3MMeUeHHS
JNOTPUMaHHS BHMOI 3aKOHOJABCTBA IMPO JIIIEH3YBaHHS BHIIB
rOCIOAApChKOT JISUIBHOCTI MiJ] 4ac BBE3E€HHS Ha TEPUTOPIIO YKpaiHw,
30epiraHHs, KOHTPOJIIO SIKOCTI, BU1a4l JO3BOJIy Ha BUITYCK (peali3allito)
cepii  JIKapchKUX  3aco0iB, 3aKyMOBYIOTBCS ~ 0CO0OI0,
YIOBHOBAXEHOIO Ha 3/IMCHEHHsS 3aKymiBelb Yy c@epi OXOpOHH
310pOB’A, 3MIHACHIOETHCS IUIIXOM 3aJTy4YEHHS cy0’€eKTiB
rOCIOIapIOBaHHS, MalOTh  JIIEH31I0 Ha  MPOBAKEHHS
rOoCHOJapChKOl  AISIIBHOCTI 3 IMIOPTY JIKapChKUX 3aco0iB, 3
JOTPUMaHHAM 3aKOHOJABCTBA y cdepi MyONiyHUX 3aKymiBesb. TepMiH
NPUIATHOCTI JIKApPChKUX 3aC00iB, sIKi 3aKyHOBYIOTHCS Ta BBO3ATHCS Ha

K1

SIK1

JUis  BakmMH, aHATOKCHHIB, alepreHy TyOepKyJIbO3HOTO,
MPOTHUIPABIEBOI CHPOBATKM Ta AaHTUPAOIYHOrO iIMYHOTJIOOYIiHY
nepeBipKka JOTPUMAaHHSA YMOB 30epiraHHs (B TOMY YMCHI MiJ Yac
TPaHCIOPTYBAHHSI) 3A1HCHIOETHCS, KPIM TOTO, MiJ] 4ac BiAOOpPY 3pa3KiB
JUTS iX JTaDOpaTOPHOTO aHATi3y.

[Tix wac 37iliCHEHHS] KOHTPOJIIO BCTAHOBIIOETHCS (aKT HASBHOCTI
MPOTSTOM OCTAaHHIX JIBOX POKIB PO3HOPSIKEHb 111010 3a00pOHHU 00iry
iHmux cepiii MIBII, cTocoBHO SIKMX 3/1IHCHIOETHCS KOHTPOJIb.

Jns imnoproBanux MIBIT nepeBipsieThest (hakT HAIBHOCTI JIIIICH31T
Ha IMIOPT JKapchbkux 3aco0iB, a aass MIBII, mo BBO3sIThbCSI Ha
TEPUTOPII0 YKpaiHU VI LHiJIell mapajiejbHOro iMmopry, - ¢akrt
HASIBHOCTI JIilleH3il Ha IMIIOPT JIIKapCbKUX 3ac00iB Ta 103BOJIY HA
napajeJbHui iMImopT Jikapchbkux 3aco0iB. TepMiH mpuaaTHOCTI
MIBII, 10 BBO3AThCA Ha TEPUTOPi0 YKpaiHU, Y TOMY YMCJIi AJIs1 HiJIei
napajiejibHOro iMImopTry, Ma€ CTaHOBUTH HE MEHIIE [OJIOBUHU
TEepMiHy, BU3HAUYE€HOTO BUPOOHHMKOM, 3a YMOBH, SKIIO BHPOOHMK
BHU3HAUMB TEPMiH MEHIIIE OJJHOTO POKY a00 HE MEHII SIK IIiCTh MiCSAIIiB,
3a YMOBH, SIKIIIO0 BUPOOHHUK BU3HAYMB TEPMIH OUJIbIIE OAHOTO POKY.

VYV pas3i BIACYTHOCTI JiEH31i Ha NPOBAPKEHHS TOCIOAAPCHKOT
JISUTBHOCTI 3 IMIIOPTY JIIKAPChKHUX 3aC001B Y 0COOH, YITOBHOBa)KEHOI Ha
3MIMCHEHHST 3aKyIliBelb y cdepl OXOpOHU 370pOB’s, 3abe3reyeHHs
JOTPUMaHHS BHMOT 3aKOHOJABCTBA TMPO JIIIEH3yBaHHS BHUJIIB
roCIO/IapChKO1 AISUIBHOCTI MiJ] 4ac BBE3EHHS HA TEPUTOPiO YKpaiHW,
30epiraHHs, KOHTPOJIIO SIKOCT1, BUJIa4l I03BOJTY Ha BUITYCK (peati3allito)
cepii  JKapCbKUX  3aco0iB, 3aKyMOBYIOTBCS  0CO00¥0,
YIIOBHOBXEHOIO Ha 3IACHEHHsS 3aKymiBelb y cdepi OXOpOoHH
3710pOB’4, 3I1HACHIOETRCS IUIIXOM 3aTy4YCHHS cy0’€ekTiB
rOCIOIapIOBAHHS, MaTh  JIIEH31F0 HAa  ITPOBAKECHHSA
TOCHOJApChKOI  MISJIBHOCTI 3 IMIOPTY JIKapchbKUX 3acobiB, 3
JOTPUMaHHIM 3aKOHOZABCTBA y cdepi MyOaiuHUX 3aKymiBenb. TepMiH
MPUIATHOCTI JIIKAPChKUX 3aC00i1B, sIKI 3aKYNOBYIOTHCS Ta BBO3ATHCS Ha

SIK1

SIK1
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TepUTOpit0 YKpaiHu 0co0010, YINOBHOBAKEHOK HA 3IIHCHEHHS
3aKymiBeNb y chepi OXOPOHH 3I0POB’S, 32 MEPENIiKOM, 3aTBEPIKECHUM
Kab6inerom MiHicTpiB YKpaiHu, 32 YMOBH HiATBEPHKEHHS L1THOBOTO
NpPU3HAYCHHS BBE3CHHS Ha TEPUTOPII0 YKpaiHM TaKUX JIKapChKUX
3ac00iB y mopsaky, BuzHaueHoMmy Kabinerom MiHicTpiB YKpainu, Mae
CTaHOBUTH HE MeHIIe 70 BiICOTKIB TEpMiHY MPUAATHOCTI JIKapChKOTO
3ac00y, BCTAHOBJICHOTO BUPOOHHKOM;

3) BinOip 3paskiB cepii MIBII mns 3mificHeHHs Ja00paTOPHOTO
aHali3y 3a BU3HAUYEHHWMH IICHTPAIbHUM OPraHOM BHUKOHABYOi BIAJH,
10 peani3ye AepKaBHY MOJITUKY Y cepi KOHTPOIIIO SKOCTI Ta Oe3MeKH
JiKapChKUX 3ac00iB, Mmoka3zHukamu crenudikarii sskocti MKS Ta ix
HaIpaBlIeHHS Ha J1a00paTOPHUHN aHAT3 A0 YIIOBHOBaXKeHOI Jaboparopii
Ta/abo 3arajabHOEBPOIEHCHKOI Mepexi OoQImiiHuX JabopaTopii
KOHTpOJTIO JtiKapchkux 3aco0iB (General European OMCL Network,
GEON) (y BusHauenux Yy posaini Il nporo Ilopsaky Bumagkax)
3MIACHIOIOTBCSI  OPraHOM  JIEp’KABHOTO  KOHTPOJIO 33  MiCLEM
NPOBa/KEHHS TOCHOJapchKoi JisibHOCTI. Binbdip 3paskis MIBII
3MIMCHIOETHCS 3T11HO 3 [lopsiikoM BiAOOPY 3pa3KiB JIKAPChbKUX 3aC001B
[Ulsl J1a0OpaTOpHOIrO aHami3y MiJl 4Yac 3JIWCHEHHS JepXaBHOTO
KOHTPOJIIO _ SIKOCTI _TaKUX 3ac00iB, 3aTBEP/KEHUM TOCTAaHOBOIO
KabGinery MinictpiB Ykpainu Bix 03 motoro 2010 poky Ne 260.

TpancnopTyBaHHS 3pa3KiB B YIOBHOBaXK€HY Jaboparopito Ta/abo
3arajqbHOEBPOIEHCHKY Mepexy OQIUIMHUX J1abopaTopii KOHTPOJIO
mikapcbkux 3aco0iB (General European OMCL Network, GEON)
3a0e3neuye 3assBHUK;

4) mpoBeJIeHHS MepEBIPKU 3BEIEHOT0 MPOTOKOITY Cepli BaKIIMHU Ta
3/IHCHEHHS JJabopaTopHOro aHani3y 3paskiB cepii MIBII.

TEpUTOPiF0 YKpaiHu 0co0010, YHNOBHOBAKEHOK Ha 3IIHCHEHHS
3aKymiBelsib y cepi OXOPOHU 370POB’S, 3a MEPETIKOM, 3aTBEPHKCHUM
Kab6inerom MinicTpiB Ykpainu, 32 yMOBU HiATBEPKCHHS LLJILOBOTO
MpPU3HAYCHHS BBE3E€HHS HA TEPUTOPII0 YKpailHM TaKHX JIKapPChKUX
3aco0iB y nopsaKy, Bu3HaueHoMy Kabinerom MiHicTpiB YKpainu, Mae
CTaHOBHUTHU He MeHIIe 70 BiICOTKIB TepMiHY NMPHUIATHOCTI JIKAPCHKOTO
3ac00y, BCTAHOBJIEHOTO BUPOOHHKOM;

3) BinOip 3paskiB cepii MIBII mns 3xificHeHHs 1ab0paTOPHOTO
aHaJIi3y 3a BU3HAYCHHUMH IICHTPAJIbHUM OPraHOM BUKOHABYOi BJIaJH,
10 peani3ye JepKaBHY MOMITUKY Y chepl KOHTPOJIIO SIKOCTI Ta Oe3MeKH
JIKapChbKUX 3ac00iB, mokazHukamu crenudikamii skocti MKS Ta ix
HarpaBJIeHHs Ha J1a00paTOpHUI aHATi3 A0 YIIOBHOBaXKeHOT Jaboparopii
Ta/ab0 3araJlbHOEBPONEHCHKOI Mepexi OoQImiHHUX JabopaTopii
KOHTpOJIO0 Jikapcbkux 3aco0iB (General European OMCL Network,
GEON) (y Busnauenux Yy posaiuni Il nporo Ilopsaky Bumamgkax)
3MIHCHIOIOTBCS  OpPraHOM  JIEpXKABHOTO  KOHTPOJIO 33  MicLEeM
MPOBA/KEHHSI TOCMOJApChKoi  AismbHOCTI. Binbip 3paskie MIBII
311HCHIOETHCS 3riiHO 3 [lopsaakom BinOopy 3pa3KiB JIIKapChbKUX 3ac001B
Uit 1abopaTopHOTO aHai3y T 4Yac 3[IHCHEHHS Jep>KaBHOTO
KOHTPOJIO SIKOCTI TakUX 3aco0iB, 3aTBEPKEHUM IOCTAaHOBOIO
Kabinery MinictpiB Ykpainu Bin 03 mrotoro 2010 poky Ne 260.

TpancropTyBaHHS 3pa3KiB B YIOBHOBaXK€HY Jaboparopito Ta/abo
3araJbHOEBPOIIEHCHKY Mepexy oQIUIHHUX JabopaTopii KOHTPOIIIO
mikapcbkux 3aco0iB (General European OMCL Network, GEON)
3a0e3mnevye 3asiBHUK;

4) mpoBeJeHHS MEePEBIPKU 3BEJIEHOr0 MPOTOKOITY cepli BaKIIMHU Ta
31ilicHeHHs 1abopaTopHOTro aHaii3y 3pas3kiB cepii MIBII.

ITynkT BigcyTHiit

2. Kontpoab 3a BignmoBignicrio MIBII, mo BBO3siTbCA Ha
TepUTOpil0 YKpaiHu 1/ nijeil napajiejbHOro iMnopty, BUMOram
AepPKaBHUX I MIDKHAPOAHHUX CTAaHIAPTIB, 3AiCHIOETHCS OPraHAMH
AePKABHOT0 KOHTPOJII0 Y TAKOMY MOPSAIKY:



https://zakon.rada.gov.ua/laws/show/z1356-14#n49
https://zakon.rada.gov.ua/laws/show/260-2010-%D0%BF#n29
https://zakon.rada.gov.ua/laws/show/260-2010-%D0%BF#n29
https://zakon.rada.gov.ua/laws/show/260-2010-%D0%BF#n29
https://zakon.rada.gov.ua/laws/show/z1356-14#n49
https://zakon.rada.gov.ua/laws/show/260-2010-%D0%BF#n29
https://zakon.rada.gov.ua/laws/show/260-2010-%D0%BF#n29
https://zakon.rada.gov.ua/laws/show/260-2010-%D0%BF#n29
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1) mapaJjenbHi iMIopTrepu noAaTbL 10 OPraHy Jep:KaBHOIO
KOHTPOJII0 32 MicleM NPOBA:KEHHSI TOCHOJAPCHKOI AislIbHOCTI
3asiBy Ta JOKYMEHTH, BU3HAYeHI miaimyHkToM 1 myHKTy 1 mmoro

po3aiity;

2) MIBII nin yac 30iliCHEHHSI JepPKABHOTO0 KOHTPOJIIO
30epiraloThcs napajeJbHUM iMIIOPTEPOM B YMOBAaX KAPAHTHHY, 3
AOTPUMAHHA BUMOT, BABHAYEHHUX B JIUCTKY-BKJIA/IILi;

3) opraH aep:KaBHOI0 KOHTPOJI 3a MicleM NPOBAKEeHHS
roCnoOAapChKOi  JifJIHOCTI MPOBOAUTH MNEPeBIPKY MOJAAHUX
cy0’€KTOM rocrnojapoBaHHs JOKYMEHTIB Ta 31iliCHIOE Bi3yaJbHUI
KOHTPOJIb 3pa3kKiB cepii MIBII 3rixno 3 adb3anamMu TpeTiM — IIOCTHM
NIANYHKTY 2 MyHKTY 1 bOro po3aiiy, y CTpOK, 1110 He NepeBUIILY€E
ceMH POOOYHX JHIB 3 JTHS OTPUMAHHSA 3a5IBH;

4) opraH [aep;KaBHOr0 KOHTPOJIIO 3a MicleM NPOBa/:KeHHSI
rocnoAapchbKoi AislIbHOCTI Cy0’€KTa rocnoiapoBaHHs MPOBOINTH
nepeBipKy BaHTA:Ky HAa BIANOBIIHiICTH MHUTHIN Aekjapamii 1momo
kinbkocti MIBII koxkHOI cepii Ta JOTPMMAaHHSA HAJIEKHMX YMOB
30epiranasa MIBII mixn 4ac ix TpaHCNOPTYBaHHSA, BU3HAYCHHUX B
JIMCTKAX-BKJIAJKaX;

S) opran [ep:;KaBHOr0 KOHTPOJIIO 3JiHCHIOE eKCIepTHu3y
3Be/IEeHOT0 MPOTOKOJIY, cepTH(ikaTa mMpo BUNYCK cepii BakuuHM (32
HAsIBHOCTI) Ta 3a0e3me4y€e NpoBeAeHHS J1a00PATOPHOT0 KOHTPOJIIO
3paskiB cepii MIBII 3 Merow BcTaHoBJeHHS eQeKTHBHOCTI Ta
o0e3nexu takux MIBII, y Bunagkax suznauenux uum [opsakom. Y
pa3i HasiBHOCTI cepTHdikaTa MNpo BHIYCK cepil BaKUUHU
BPaXOBYIOTbCSl Pe3yJbTaTH AHAJNI3y NPOBEICHOI0 PeryJaTOPHUM
opraHoM ad0 HaliOHAJIBLHOIO JIA0OPATOPi€l0 KpaiHM BHPOOHHKA
mono  BiamosigHocti  3paskiB  cepii MIBII nokasHukam
cnenudikauii sikocTi.
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JlabopaTopumnii koHTpoJb sikocTi 3paskiB cepii MIBII 3a
NMOKA3HUKAMM, BU3HAYEHHMHM OPraHOM /Iep:KaBHOI0 KOHTPOJIIO,
NPOBOIMUTHCH y pasi:

BHUSIBJIEHHSI TOpYylIeHHs YymoB 30epiranns cepii MIBII,
BH3HAYEHHUX HOr0 BUPOOHUKOM (3asiBJIeHUX y crnienudikanii AKocTi
Ta 3a3HAYEHMX Yy JMCTKAX-BKJIQJAKax I HA ymakoBumi), miax 4vac
TPAaHCHIOPTYBaHHs a0o 30epiraHHsi, 10 MOIJI0 HEraTHBHO
BILIMHYTH Ha sikictb MIBII;

BHUSIBJIEHHSI HEBIIMOBIAHOCTI MaTepiajam, sIKi MOJaBAJNCh 10
OpPraHy Aep:KaBHOI0 KOHTPOJIIO /Jisi OTPUMAaHHSl J03BOJIy Ha
napaJieJibHMi IMIOPT JIIKAPCbKOI0 32¢00Y;

HassBHOCTI GaKkTy 3a00pOHM NPOTATOM OCTAHHIX IBOX POKiB
0o0iry inmmx cepiii MIBII, saki Oyjgo BuwiIyYeHo 3 00iry B
YCTAHOBJICHOMY 3aKOHOABCTBOM NOPSIAKY;

oTpUMaHHA oQiuiliHol iHdopManii Mpo mNopymieHHs BUMOT
o0 sikocti a60 6e3nexn MIBII Bix KOMIEeTEHTHHX PeryJIATOPHUX
OpraHiB iHIINX Jep:KaB.

Y pa3si HeMOXKIHBOCTI NPOBeJCHHA J1a00pPaTOPHOIO aHaJI3y
MIBII B ynoBHOBa:keHHUX J1adopaTopisx Ha TepuTOpii YKpaiHu, 3a
3BePHCHHAM 3asiBHUKA /103BOJISIETHCS 3/iliICHEHHS JIA0OPATOPHOIO
KOHTPOJII0 B  3arajbHoeBpomneiicbkiii  Mepexi  odiuiiinux
JabopaTopiii KOHTpoO/IO Jikapcbkux 3aco0iB (General European
OMCL Network, GEON).

Busineni migx 4yac BisyaabHoro kontrpoio  MIBII
opdorpadiyni Ta/ado rpaMaTHyHi NOMHJIKH y MarTepiajax, 110
nepeBipsilOTHCH, HEe € IMiJACTAaBOI VISl BIIMOBM B HampaBJieHi
OPraHoM /JepP;KaBHOI0 KOHTPOJII0 HAa JIA0OPATOPHMI aHAJI3 IHX
MIBII;

6) opranomM aep:KaBHOr0 KOHTPOJIO BHOCHTHCH iHGopMmauis
npo MIBII, mo BBO3SITbCSI HA TepUTOPil0 YKpaiHu Aas minei



https://zakon.rada.gov.ua/laws/show/z1069-05?find=1&text=%D0%BF%D0%BE%D0%BC%D0%B8%D0%BB%D0%BA#w1_3

49

napaJjieJbHOro iMmnopry, A0 Jlep:;kaBHOro peecTpy BBeleHHX B 00ir
JiKapcbKUX 3ac00iB, 10 BBO3ITLCA HAa TEPUTOPiI0 YKpaiHU
NPOTArOM TPbOX PoO0OYMX JHIB micas BHAa4Yl BHCHOBKY IIpoO
BianoBignicte MIBII BuMoram jgep:kaBHHUX i MiKHAPOIHUX
CTAHJAPTIB OPraHoOM [IepP:KaBHOT0 KOHTPOJIIO 3a Micuem
NMPOBA/KEHHS rOCNOAAPCHKOI XiSlJIbHOCTI.

2 BucHoBok mpo BiamoBigHicTh MIBII BuMoOram nepkaBHHX i
MDKHApOAHHMX CTaHIApTiB (ZoJaTok 3) BUIA€ OpraH Jep>KaBHOTO
KOHTPOJIFO 32 MICIIEM MPOBAKCHHS TOCHOJAPCHKOI TisITBHOCTI
3asBHUKA MPOTATOM TPHOX POOOYUX JHIB 3 MOMEHTY OTpPHUMAaHHS
pe3ynbTartiB KOHTpOro sikocti MIBIT.

BucHoBok odopMisieTbCsl y ABOX NPUMIPHUKAX, OJUH 3 SKHUX
BUJAETHCS 3asiBHUKY, a JIPYruil 30epiraerbcs B OpraHi JAep:KaBHOIO
KOHTPOJIIO.

3. BucnoBok mpo BinmosinHicTe MIBII BuMOram aepskaBHUX i
MDKHApOJHHMX CTAaHJApTiB (HoAaTtok 3) BUIAE OpraH JACPKaBHOTO
KOHTPOJIO 33 MICIIeM MPOBADKCHHS TOCHOIAPCHKOl isTBHOCTI
3asBHHMKA MPOTATOM TPHOX POOOYMX AHIB 3 MOMEHTY OTPHUMaHHS
pe3ynbrariB  KoHTponto sikocti MIBII, a Takoxk pe3yJibTaTiB
eKCIIePTH3U TA NepeBipoK, BU3BHAYEHUX MYHKTOM 2 IIbOT'0 PO3JiLTLy
(nsi1 MIBII, mo BBO3SITbCH Ha TepPUTOPil0 YKpaiHM 1Js winei
napajejabHOro iMmnopry).

BucHoBOK o¢opMmIiI€ThCS Yy IBOX NPUMIPHHUKAX, OAMH 3 SIKUX
BUJIA€THCS 3asBHUKY, a JIpyrMid 30epiraeTbcsi B OpraHi Jep:KaBHOTO
KOHTPOJIIO.

3= [omanpmmii 06ir cepii MIBII 3xiiicHIOETbCS 32 HASBHOCTI
NO3UTHBHOTO BUCHOBKY Ipo BianoBiaHicTs MIBII BuMoram nep:xaBHUX
1 MXKHApOJHUX CTaHJIAPTiB.

VY pa3i BUAauyi HEraTUBHOI'O BHCHOBKY CyO’€KT TOCHOJapIOBaHHS
BUMHAE [1i, mepeadadeHi 30BHINTHPOCKOHOMIYHMMH KOHTPAKTaMU
Ta/ab0 HOPMaTHUBHO-NIPABOBUMH aKTaMH (IIOBEPHEHHSI IOCTAa4YaIbHUKY,
yTHIII3a1lis1, 3HUILEHHS TOLIO).

4. Tlopanemmii o6ir cepii MIBII, y Tomy umciai Tux, wo
BBO3AATHCS HA TEPHUTOPiI0 YKpaiHH A8 OjIedl mapajeJbHOro
iMnopTy, 3I1HCHIOETBCS 3a HAsBHOCTI MO3UTHMBHOIO BHUCHOBKY IPO
BinnoBigHicTh MIBII BUMoram nep:kaBHHUX 1 MDKHAPOJHUX CTaHIAPTIB.

VY pa3i BUIayl HEraTUBHOIO BHCHOBKY Cy0’€KT TOCIOAApIOBAHHS
BUMHSE [ii, mepeadadeHi 30BHINTHbOCKOHOMIYHUMHU KOHTPaKTaMU
Ta/ab0 HOPMATUBHO-TIPABOBUMH aKTaMH (IIOBEPHEHHS OCTavYaIbHUKY,
yTHITI3a11is], 3HUIIEHHS TOIIO).



https://zakon.rada.gov.ua/laws/show/z1356-14#n73
https://zakon.rada.gov.ua/laws/show/z1356-14#n73
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4. Bitunznsui Bupodbuuku MIBII nepen Bumyckom cepii Ha pUHOK
HOJAI0Th 10 OpPTaHy JEep>KaBHOI'O KOHTPOJIIO 3BEJCHUI IPOTOKOI cepii

BaKIMHU (J0AATOK 4).

5. Birumsnsni BupoOuuku MIBIT nepex Bumyckom cepii Ha pUHOK
MOJAI0Th JI0 OpraHy JEep>KaBHOI'O KOHTPOJIIO 3BEJCHUI IPOTOKOI cepii

BaKIMHU (101aTOK 4).

III. IlincraBu st Hanpasienns cepii MIBII na
JabopaTopHuii aHaTi3

I1I. MincraBu nus Hanpasienns cepii MIBII na
JJaopaTopHUi aHaJi3

1. OGOB’s13KO0BOMY JTAOOPATOPHOMY aHAJI3y 3a BHU3HAYCHUMU
[EHTPaJLHIM OPTaHOM BUKOHABYOI BIAJH, IO pealli3ye ICpKaBHY
MOJIITUKY Y cepl KOHTPOIFO SKOCTI Ta OE3MEKH JIKAPCHKUX 3acO0iB
MoKa3HUKaMHu crerudikarii skocti MKS mignsararoTs:

1)  BakuumHHM, aHAaTOKCHHHM,  aJepreH  TyOepKyJIbO3HHI,
NPOTUIIPABIIEBA CHUPOBATKa Ta aHTUPAOIYHMI IMYHOIJIOOYIiH (3a
MOKa3HUKAMH SKOCTI, 1110 3a0e3MeuyoTh €pEeKTUBHICTh Ta O€3MeKy);

2) MIBII, na siki BiICYTHS KOMisl JTOKYMEHTa, IO MiATBEPIKYE
BIJIOBIAHICTh YMOB BHPOOHHUIITBA JIIKAPCHKOIO 3aco0y BUMOram 0
BUPOOHUIITBA JIIKAPCHKUX 3ac001B B YKpaiHi, BUAAHOTO IIEHTPAIbHUM
OpraHOM BUKOHABYOi BJIaJH, 1110 PEai3ye AepKaBHY MOJITUKY Y cdepi
KOHTPOJTIO SIKOCT1 Ta O€3MEKH JIKapChbKUX 3aC001B;

3) cepii MIBII, mix yac 31iiCHEHHS Bi3yaJlbHOTO KOHTPOJIO SKUX
BUSIBJICHO:

HeBianoBigHocti cepii MIBIT Bumoram MKS, B Tomy wumcii
HEBIIMOBIIHICTh ~ YIIAKOBKHA  OPHTIHAI-MAKeTy, 3aJIeKJIapOBAHOMY
3asIBHUKOM;

TIONIKO/DKCHHST YIAKOBKH, SIKIIO TakKe TMOIIKO/DKCHHS MOXe
HEraTWBHO BIUIMHYTH Ha BIAMOBIAHICTH siKocTi cepii MIBII Bumoram
MK1. 3a3nauene He cTocyeThes Aedopmaltii iHIUBIAyaIbHOT YITAKOBKU
00MEeKeHOI KUTBKOCTI OIMHUIIb TOBAapYy, 1110 MOIJIa BUHUKHYTH MiJ] 4ac

TPaHCHOPTYBaHHS (Taki yMAaKOBKM BiJOPaKOBYIOThCS MiJ  4Yac

1. OOGOB’s3KOBOMY JIADOPATOPHOMY aHAJI3y 3a BU3HAYCHUMH
IIEHTPATLHUM OPTaHOM BHUKOHABYOI BIAAH, IO pealli3ye JepKaBHY
MOJIITUKY Y cdepi KOHTPOJIIO SKOCTI Ta OE3MEKH JIIKApChKUX 3aco0iB
noka3zHukamu crerudikarii skocti MKS mignsararoTs:

1)  BakuumHHM, aHAaTOKCHHHU, aJepreH  TyOepKyJIbO3HHH,
MPOTUIIPABIIEBAa CHUPOBATKa Ta aHTUPAOIYHHMI IMyHOrJIOOYTiH (3a
MOKa3HUKaMH SIKOCTI, 1110 3a0e31euyIoTh e()eKTUBHICTh Ta O0e3MeKy);

2) MIBII, Ha sKi BiACYTHS KOIIisl JOKYMEHTQ, IO ITiATBEPIKYE
BIJIMOBIAHICT YMOB BUPOOHMIITBA JIIKAPCHKOIO 3aco0y BUMOraMm [0
BUPOOHUIITBA JIIKAPCHKUX 3ac001B B YKpaiHi, BUAAHOTO LIEHTPAIbHUM
OpraHOM BHKOHABYO{ BJIaJH, 1110 peaii3ye Jep:KaBHY MOJITUKY y chepi
KOHTPOJIIO SIKOCT1 Ta O€3MeKH JT1KapChbKUX 3ac001B;

3) cepii MIBII, nix yac 3ailiCHEHHS Bi3yalbHOTO KOHTPOJIIO SIKMX
BUSIBJICHO:

HesianoBigHOocTi cepii MIBII Bumoram MK, B Tomy umci

HEBIIMOBIAHICTh  YIIAKOBKH  OPHUTIHAI-MAKETy, 3aJIeKJIapOBAHOMY
3asIBHUKOM;
TIOIIKO/PKEHHST  YIIAKOBKH, SKIIO TaKe TMOMIKOHKEHHS MOXKe

HEraTUBHO BIUIMHYTH Ha B1ANOBIAHICTH fkocTi cepli MIBII Bumoram
MK1. 3a3nauene He cTocyeThes Aedopmartii iHUBIAyaTbHOT YITAKOBKU
00MEKeHOI KUTBKOCTI OIMHUIIb TOBApY, 110 MOTJIa BUHUKHYTH IIiJ] Yac
TPaHCHOPTYBaHHS (Taki YNaKOBKM BiJOPakoBYIOTbCS MiJ  4ac



https://zakon.rada.gov.ua/laws/show/z1356-14#n138
https://zakon.rada.gov.ua/laws/show/z1356-14#n138
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npuiiMaHHS TOBapy Ha CKJIAJ 1 WiAIATalOTh IOBEpHEHHIO abo
3HUINEHHIO 3TiHO 13 3aKOHOIaBCTBOM);

03HaKH (anbcudikarii;

(dakT 3a00pOHM MPOTATOM OCTAaHHIX JIBOX POKIB O0ITY IHIIUX cepii
MIBII, sixi 6y70 BUIydeHO 3 00iry B YCTaHOBJIEHOMY 3aKOHOJIaBCTBOM
HOPSZIKY;

HEBIAMOBIAHICTh TMEPEiKy MOKa3HHWKIB ad0 BHUMOTaM [0 HHUX Y
ceprudikaTi SKOCTI BUPOOHMKA THM, IO 3a3HAYCHI B cremudikarii
skocti MKS nmo peectparmiiiHoro mocBimdeHHsT (HE CTOCY€ETHCS
BiAMIHHOCTEH Yy (OpMi BHKIQJACHHS pe3yJbTarTiB, SKIIO CYTh
pe3yabTaTy BUIIPOOYBAHHS HE 3MIHIOETHCS);

nopyiieHHss ymoB 36epiranns cepii MIBII, Bu3zHaueHux ioro
BUpPOOHUKOM (3asiBieHux y MKl Ta 3a3HaueHUX B IHCTPYKIISX 1 Ha
YMaKoBLi), MiJ Yac TpaHCIOpPTyBaHHsA a0o 30epiraHHs, M0 MOTIJIO
HEraTHUBHO BIUIMHYTH Ha sikicTh MIBIT.

VY pasi BCTaHOBJEHHS MOPYIICHHS YMOB 30€piraHHs BakIIMH,
AQHATOKCHHIB, aJepreHy TyOepKyJIb03HOT0, TPOTUIIPABLIEBOI CHPOBATKU
Ta aHTUpaOIYHOro IMYHOINOOYINiHY, IO 3a(iKCOBAaHO OJHOYACHO
TEPMOTECTEPOM Ta HAsBHUMHU Yy KOHTEWHEpl TEpMOIHAUKATOpaMHU
(KapTKU-1HIMKATOpH, 1HAMKATOPU 3aMOpPOXKYBaHHs), Mpenapatu B
TaKUX KOHTEWHepax MiUIAraloTh 3HUIIEHHIO.

Komito akta mpo 3HUIIEHHS 3asSBHUK HA/IAa€ 10 OpPraHy JepKaBHOTO
KOHTPOJTIO 32 MICIIEM MPOBAKEHHS IisITHHOCTI;

4) MIBII, Ha ski oTpumaHo oQiUiiiHy i1HpoOpMaIi0 Bif
KOMIIETEHTHUX MIKHAPOJIHUX OPraHiB 100 iX HE3a10BIIILHOL IKOCTI;

5) ana imnoproBanux MIBII naGopaTtopHuil aHamiz KoxHOI cepii
mpenapary TMpPOBOAWTHCS OJMH pa3 HE3aJIeKHO B  KIIBKOCTI

NpuiiMaHHs TOBapy Ha CKJIaJ 1 MiAIATalOTh IOBEpHEHHIO abo
3HHIIEHHIO 3TiHO 13 3aKOHOIaBCTBOM);

03HaKH (anbcudikarii;

(hakT 3a00pOHU MPOTATOM OCTaHHIX JIBOX POKIB O0ITY IHIIUX Cepii
MIFBII, sixi Oyn0 BUITydeHO 3 00iry B YCTaHOBJIEHOMY 3aKOHOJIaBCTBOM
MOPSIZIKY;

HEBIAMOBIIHICTh TEPETiKy MOKa3HHWKIB a00 BHMOTaM JI0 HHUX Yy
ceprudikaTi SKOCTI BUPOOHMKA THM, IO 3a3HA4YCHI B cremudikarii
akocti MKS 1o peectpamiiiHOro mocBim4eHHsT (HE CTOCY€ETBHCS
BiIMIHHOCTEH y (oOpMi BHKIAJCHHS pe3yJbTaTiB, SKIIO CYTh
pe3yabpTaTy BUIIPOOYBAaHHS HE 3MIHIOETHCS);

nopyuieHHss ymoB 30epiranns cepii MIBII, Bu3Hadenux ioro
BUpoOHUKOM (3asBieHux y MK Ta 3a3HaueHHX B IHCTPYKIISIX 1 Ha
YMaKoBI1), MiJ Yac TPaHCIOPTYBaHHsA abo 30epiraHHs, L0 MOIJIO
HEeraTUBHO BIUIMHYTHU Ha sikicTe MIBIT.

VY pa3i BCTaHOBJIEHHS MNOPYIIEHHS YMOB 30€piraHHs BaKLUH,
aHATOKCHHIB, aJepreHy TyOepKyIb03HOTO, TPOTUIIPABIIEBOI CHPOBATKH
Ta aHTUPAOIYHOro IMYHOTJIOOYJiHY, IO 3a(iKCOBAaHO OJHOYACHO
TEPMOTECTEPOM Ta HASBHUMHU Yy KOHTEHWHEpl TEpMOIHAUKATOpaMH
(KapTKU-1HIMKATOpH, 1HAMKATOPU 3aMOpOKYyBaHHs), Ipenapatd B
TaKUX KOHTEWHEepax MiAIAratoTh 3HUIICHHIO.

Kormito akta mpo 3HHIIEHHS 3aBHUK HAJA€ 10 OPTaHy JepKaBHOTO
KOHTPOJIIO 32 MICIIEM MPOBAKEHHS AisTBHOCTI,

4) MIBII, Ha sxi orpumaHo o¢imiiiHy iHOpMalio Big
KOMITETEHTHUX MIKHAPOJHHUX OPTaHiB MO0 iX HE3aJOBIIHLHOT SIKOCTI;

5) nnsa immoproBanux MIBII, y Tomy umeii THX, 1110 BBO3STHCSA
HA TepuTOpil0 YKpaiHum Aasa uijeidl mnapajieinbHOro imMmopry,
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IMIOPTEPiB, AKi 3BEpHYJIHCH 13 3aBaMU Ha OTPUMAHHS BUCHOBKY IIPO
BignoBigHicTh MIBII BuMOram nep>kaBHHX 1 MIXKHAPOJHUX CTAHAAPTIB
nanoi cepii MIBII (B pa3i sikio He Oynie BUSBIEHO MiACTaB AJs HOro
NPOBEICHHS, 3a3HAYCHUX B MIIYHKTI 3 I[bOTO MTYHKTY).

nabopaTopHUil aHaTI3 KOXKHOI cepii mpenapaTty MpOBOIUTLCSA OJHUH pa3
HE3aJIEKHO BiJl KUTBKOCTI IMIIOPTEPIB, SIKi 3BEPHYJIMCH 13 3asBaMHU Ha
OTpPHMaHHS BUCHOBKY Ipo BianoBiaHicte MIBII BumMoram nep:xaBHUX i
MDKHApOJHUX cTaHgapTiB ganoi cepii MIBII (B pasi sikmo He Oyne
BUSIBJICHO MiACTaB JUIA HOro MPOBEACHHS, 3a3HAYCHUX B MIJIMYHKTI 3
LbOT'O MMYHKTY).

2. 3piiicHenHs 1abopaTOpHOro aHamizy Ha 0a3i BUpoOHHKA abo
[UIIXOM EKCIEpPTU3U cepTH(iKaTy Mpo BUIMYCK cepili BakIuHU (32
HAasBHOCTi) Ta MarepiaiaiB KOHTpoJito sikocTi cepii MIBII BupoOHUKA
(TIPOTOKOJIM KOHTPOJTIO SIKOCTI Cepii, aHAIITHYHI 3BITH ), MOYKJIUBE IS

1) MIBII, npoBeneHHSI KOHTPOJIIO SIKHX MOXe OyTH oOMexeHe
BIJICYTHICTIO JIOCTyMIHHX KOHTPOJBHHUX MarepiajiB, CTaHIapTiB,
maHeJied Ta y pasi  BIACYTHOCTI TEXHIYHOTO OCHAICHHS JUIS
3a0e3nedeHHs] BUKOHAHHS Ja00paTOPHOTO aHaTi3y;

2) MIBIT obmexeHOTO 3acTOCyBaHHS (Mpemnapar-cupoTa, TOOTO
MIBII, mo mnpu3HaYeHW [UIsi IaTHOCTHUKH, NPOQPIIAKTHKU YU
JIKYBaHHS P1JIKICHOTO 3aXBOPIOBAHHS).

2. 3paiicHeHHs 1a0opaTOpHOro aHamizy Ha 0a3i BUpoOHHKA abo
IUIIXOM eKCIIepTH3u cepTudikaTy Mpo BUIYCK cepii BakIuHU (3a
HassBHOCTi) Ta MarepiaiiB KOHTposiro sikocti cepii MIBII BupoOHUKA
(TIPOTOKOIM KOHTPOJTIO SIKOCTI cepii, aHAITHYHI 3BITH), MOXKJIUBE IS

1) MIBII, mpoBeneHHS KOHTPOIIO SKAX MOXE OyTH OOMexeHe
BIJICYTHICTIO JIOCTYIHMX KOHTPOJBHHMX MarepiajliB, CTaHIapTiB,
MaHeJed Ta y pasi BIACYTHOCTI TEXHIYHOTO OCHANICHHS IS
3a0e3neueHHs] BUKOHAHHS Ja00paTOPHOTO aHATi3Y;

2) MIBII obmeskeHOro 3acTocyBaHHs (IIpernapar-cupora, TOOTO
MIBII, mo mnpu3HaueHW nOisS MAIaTHOCTUKH, NPOQDITAKTUKUA YU
JKyBaHHS P1IKICHOTO 3aXBOPIOBAHHS).

3.V pasi BUSIBJICHHS MOPYIIEHb, III0 MOKYTh HETATUBHO BIUIMHYTH
Ha sKicTh, Oe3neuHicTh Ta edexTuBHicTs MIBII Ta HemoXxnuBOCTI
npoBesieHHsT J1aboparopHoro anamizy MIBII B ymoBHOBaXeHHX
nabopaTopisix Ha TepuTopil YKpaiHH, 3a 3BEPHEHHSM 3asBHHUKA
JO3BOJISIETBCSL  3IiHCHEHHS  J1a00opaTOpHOTO KOHTPOJIIO B
3arajibHO€BPOIEHChKIN Mepexi ogiliiiHux madoparopiii KOHTPOJIIO
nikapcebkux 3aco0iB (General European OMCL Network, GEON).

3.V pa3i BUsIBJICHHS MOPYIICHB, [0 MOXKYTh HETATUBHO BIUTMHYTH
Ha fKiCTb, Oe3neuHicTh Ta egexTuBHIcTh MIBII Ta/ab0 HEMOXIMBOCTI
npoBeieHHs1 J1aboparopHoro asamizy MIBII B ynmoBHOBaXKeHHX
nabopaTopisix Ha TepuTopii YKpaiHH, 3a 3BEPHEHHSM 3asBHUKA
JI03BOJISIETBCS  3IiMICHEHHS ~ J1a0OpaToOpHOrO  KOHTPOJIIO B
3arajibHOEBPONEHCHKIM Mepexi OQiliifHuX J1abopaTopiii KOHTPOIIIO
mikapcbkux 3aco0iB (General European OMCL Network, GEON).

Honatox 1
1o [Mopsinky 31iCHEHHS! KOHTPOITO

Honatox 1
1o [Mopsnky 3a1CHEHHS] KOHTPOITIO
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3a BiJIMOBIAHICTIO
IMyHOO10JIOTIYHHX TIperaparis,
110 3aCTOCOBYIOTHCS B MEAMYHIN
MPaKTHUIll, BAMOTaM JICP>KaBHUX

1 MDKHApOJTHUX CTaHIApTIiB
(miamyskT 1 myskry 1 po3ainy II)

3ASIBA

NPO BH/Ia4y BUCHOBKY NPO BilNOBiIHICTH MEAUYHOTO
iMyH00i0JIOTIYHOr0 penapaTy BUMOraM JAep:KaBHHUX i
Mi’KHAPOJAHMX CTAHJAAPTIB

3aiBHUK

3a BiJIMTOBITHICTIO
IMyHOO10JIOTIYHUX TIpEapaTiB,
10 3aCTOCOBYIOTHCSI B MEUYHIM
NPaKTHUIli, BAMOTaM JIepP>KaBHUX

1 MDKHApOJIHUX CTaHJApTIiB
(mianyskT 1 nyskry 1 po3ainy II)

3ASIBA

NPO BU/Ia4y BUCHOBKY NPO BiANOBiIHICTH MEAUYHOIO
iMyHO00i0JIOTYHOT0 IpenapaTy BUMOraM JAep:KaBHUX i
Mi’KHAPOJAHMX CTAHIAAPTIB

3agaBHUK

(naiimenyBanHs Ta kox 3a €[IPIIOY ropuanynoi ocodbu abo mnpi3suiie,
BJIaCHE 1M1, IO OaTbKOBI (32 HasIBHOCTI)

(naiimenyBanHs Ta kox 3a €/IPTIOY ropuanunoi ocobu abo mpi3BuIILe,
BJIaCHE 1M1, IO OaTHhKOBI (3a HassBHOCTI)

¢b131uHOi 0cO0U — MIANPUEMIIH, 11 MiClle TPOKUBAHHS Ta
peecTpaiiitHuit Homep 00JIIKOBOT KapTKH TJIATHUKA MOJAATKIB

¢$13M4HOT 0cO0U — MIANPUEMILS, 11 MiCIle TPOKUBAHHS Ta
peecTpaliitHuit Homep 00JIIKOBOT KapTKH TUTATHUKA MTOIATKIB

abo cepis Ta

HOMED macmopTa™®)

abo cepis Ta

HOMeEp macmnopTa™®)
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Micue MPOBAIKEHHSA JiSJILHOCTI

(ampeca Miclis TPOBAHKCHHS TISTTBHOCT)

Micue NMPOBA/I’KEHHS NiSJILHOCTI

(ampeca Miciist TPOBAKCHHSI TisITHHOCT1)

(mpi3BuIIe, BIACHE iM s, 110 OATHKOBI (32 HASIBHOCTI) YIOBHOBa)XEHOT
ocobm cy0’€KTa TOCIoIaprOBaHHs, KOHTAaKTHI Tenedonu/dakcu)

(mpi3Buiie, BiracHe iM’s1, 10 0ATHKOBI (32 HASIBHOCTI) YITOBHOBaXXCHOT
0cobu cy0’ekTa rocroiaproBaHHs, KOHTAKTHI Teae(oHun/paKkcu)

(cepis, HOMep JileH31i, BUJ AIsUIBHOCTI, Ha IKUH OyJ10 BUJAHO

TIIEH3110)
IIpomry BuHIaTM BHCHOBOK NP0 BiANOBiIHiCTL MeIMYHMX
iMyHoOiosIOriYHUX  mpemapaTtiB  BMMOram  Jep:KaBHHUX |

MIKHAPOJAHMX CTAHAAPTIB, 3a3HAYeHUX Yy MepestiKy MeIuYHHMX
iMyHoOioI0riYHUX Npenaparis.

Jlo 3asiBM 10AaK0THCSI:

(cepis, HOMep JiLEH311, BUJI AISUIBHOCTI, Ha IKUW OyJ10 BUJAHO

JIIEH3110)
[Ipomy BuAaTH BHCHOBOK TMPO BiANOBiAHICTL MeIUYHMX
iMyHoOiosloriyuHUX  mpenapaTriB  BHMOramM  Jep:KaBHHX i

MIXKHAPOJAHMX CTAaHAAPTIB, 3a3HAYEHHUX Yy HepeiKy MeInYHHUX
iMyHOOioJIOTiYHUX NpenapaTiB.

Jlo 3asiBM 101210ThCSL:
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1. Tlepenik Menu4HUX IMyHOOIONOTIYHMX mpemnapariB (y 2-X
NPUMIPHUKAX).

2. Komis ceptudikata SKOCTi, BHIAHOTO IIIIPHUEMCTBOM-
BUPOOHMKOM Ha KOXkHY cepito MIBII, Ta iioro nepeknan Ha yKpaiHCBKY
MOBY, 3aCBIYEHI IMiJIMHUCOM KepiBHHKA a00 yHMOBHOBaXEHOI OcCOOHU
cy0’€eKTa rocroaproBaHHs (CKpIrIeHa HOTO TIEYaTKOIO 32 HASABHOCTI) Y
2-X MpUMipHHUKaX Ha KoxkHY cepito MIBII.

3. Komist MmuTHOI mekiapariii 3 BiIMITKOO MHTHHII, 3acBiaueHa
HiAmMcoM  KepiBHMKa ab0  yIOBHOBAXEHOI ocobu  cy0’exTa
TOCIIOIAPIOBAHHS (CKPIIJICHA HOTO IMEYaTKOK 33 HAsSBHOCTI) y 2-X
npuMipauKax (st imnoproBaaux MIBIT).

4. Komis paxyHka-paktypu (IHBOHCY) y 2-X MpHUMIpHUKaX (i
imrmoptoBanux MIBIT).

5. Komis peecTpaiiiiHoro nocBiJYE€HHS Ha JIKapChbKUN 3aci0
(MenuyHM  IMYHOOIOJIOTIYHUI  mpenapar), 3aBipeHa HiANHCOM
KepiBHHKa ab0 YNOBHOBa)XX€HOI 0coOM CyO’ekTa rocrnoiaprOBaHHS
(ckpimeHa oro nNe4yaTkoro 3a HassBHOCTI) (Y 2-X IPUMIPHUKAX).

6. Komist mokymeHTa, 10 MiATBEPIKY€E BiIMOBIIHICTH YMOB
BUPOOHHUIITBA JIIKAPCBKOTO 3aco0y BHUMOIraM JI0 BUPOOHHUITBA
JIKapChKUX 3ac001B B YKpaiHi (3a HassBHOCTI).

ITynkT BigcyTHiit

1. Ilepenik MeAMYHHX IMyHOOIOJOTIYHMX mpemapatiB (y 2-x
MPUMIPHHKAX).

2. Komis ceptudikata SKOCTi, BHUIAHOTO IiAIPHEMCTBOM-
BHUPOOHUKOM Ha KOkHY cepito MIBII, Ta iioro nepekian Ha yKpaiHCBKY
MOBY, 3aCBITYCHI MMIAMHCOM KEpiBHMKAa a00 YIMOBHOBaXEHOI OcCoOHU
cy0’ekTa rocrnoaproBaHHs (CKpIMIeHa HOTO MeYaTKOr 3a HAsIBHOCTI) Y
2-X mpuMipHHKaxX Ha KoxHy cepito MIBIL.

3. Komist MuTHOI aekapariii 3 BiIMITKOIO MHTHHUII, 3acBiaueHa
HOiAMUCOM  KepiBHMKAa ab00  YHOBHOB&KEHOI 0coOM  cy0’ekra
rOCIIO/IapIOBaHHs (CKPIIUICHA WOTO IMEYaTKOK 3a HAsIBHOCTI) y 2-X
npumipaukax (st imnoproBaaux MIBIT ta MIBIL, o BBO3SIThCSI HA
TepPUTOPi0 YKpaiHu 1JIs Wijlell mapajejbHOro iMnopry).

4. Komis paxyHka-¢pakTypu (iHBOMCY) y 2-X mpUMipHUKax (AJis
imroproBanux MIBIT Tta MIBII, 1m0 BBO3ATHCSI HA TEPHUTOPIiIO
YKpainu 105 nijieil napajiejibHOro iMnopry).

5. Komist peectpamiiiHoro moCBIJYEHHS Ha JIIKapChbKUN 3acid
(MenuyHMil  IMyHOOIOJIOTIYHUM  mpemnapar), 3aBipeHa MiAIHUCOM
KepiBHHKa ab0 YNOBHOBa)XEHOI 0coOM CyO’€kTa ToOCIOAApIOBAHHS
(ckpimyieHa  Moro  MeYaTKO 32 HasBHOCTI) y 2=x
npuMipHUKax)/iHgopManisi 100 AaTH Ta HOMepYy /A03BOJIYy Ha
napaJjejabHMil iMIOPT JiKapcbKUX 3aC00iB.

6. Komis mokymeHTa, 10 MiITBEp/UKYE BIANOBIAHICTE YMOB
BUPOOHMLITBA JIKapCchKOro 3aco0y BUMOraM /O BHPOOHHMITBA
JKapChKUX 3ac00iB B YKpaiHi (3a HassBHOCT1).

7. 3BegeHuii MPOTOKOJ cepii BaKUMHHM Ta cepTudikat npo
BHUNYCK cepii BaKUMHU, Ppe3yJbTATH aHAJTI3y, HPOBEIEHOI0
peryJsiTOpHUM OPraHoM a00 HAIOHAJIBLHOIO J1a00pPaTOpPi€cl0 KpaiHu
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ITynkT BigcyTHiit

JlocToBipHicTh iH(popManii, HaBeAeHOI B JOKYMEHTAX,
NiATBEPIKYI0

- BUPpOOHUKA 010 BignoBignocti 3pa3kiB cepii MIBII nokazHukam
cnenugikaunii AKocTi (32 HAsIBHOCTI).

8. 3acBimueHi cy0’eKTOM rocnogaproBaHHsl KOIil JOKyYMEHTIB,
0 MiATBEPIAXKYIOTh JAOTPUMAHHS YMOB 30epiraHHs mix 4ac
TPAHCMIOPTYBAHHA (PO3APYKIBKH NPWIaAiB a00 KOl )KypHAaJIiB).

HocroBipHicTh iH(popMalii, HaBeJeHOI B JOKYMEHTAX,
NiATBEePIKYI0

(mmigmmc)

(mpi3BwiIIe, BIACHE
iM’s1, 10 0aTHKOBI (3a
HAsIBHOCTI) KepiBHUKA
IOpUANYHOI ocoOu abo

¢iznuHOi 0CcO0M -
MIIPUEMIS )

(mocaga KepiBHUKA
FOPUINIHOT 0CO0M)

M.II. (3a HasIBHOCT1)

Howmep i gara peectpailii HaIXOHKSHHS 3asBU
No

* Jlns ¢p13udHuX 0ci0, AK1 uepe3 CBOi pelliriiHi nepeKoHaHHs
BIIMOBHJIMCS BiJl IPUUHATTS PEECTPaliiftHOro HoMepa 00J11KOBO1
KapTKU TUTAaTHUKA MOIATKIB, MOBIJOMUIIU TPO 1€ BiIMOBIAHUIA OpraH
JIOXOJIIB 1 300piB Ta MalOTh BIAMITKY B ITaCHOPTI.

(migmuc)

(mpi3BuIIle, BIACHE
iM’s1, I0 0aTHKOBI (32
HasIBHOCTI) KEpiBHUKA
IOpUIMYHOT 0coOu abo

¢bi3u4yHOi 0co0H -
HiATPUEMIIS)

(mocana kepiBHUKA
FOPUIUYHOT OCOOM)

MLII. (3a HasiBHOCT1)

Howmep 1 nara peectpaiiii HaaX0MKEHHS 3asBU
No

* Jlnga ¢izuuHHX o0ci0, sAKI uyepe3 CBOi peniriiHi NepeKoHaHHs
BIIMOBMJIMCS BiJ] TMPUHHATTS peecTpalifHOro HoMepa O0JiKOBOI
KapTKU TUIATHUKA TOJATKiB, MOBIIOMIIN MPO 1€ BIAMOBIIHUI OpraH
JI0XOZIB 1 300piB Ta MAIOTh BIIMITKY B ITACIOPTI.
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Honatok 2

1o Tlopsiaky 3niliCHeHHS
KOHTPOJIIO

3a BIAIIOBIAHICTIO
iMYHOO10JIOTIYHUX TIpeTaparis,
10 3aCTOCOBYIOTHCS B
MEINYHII

MPaKTHII, BAMOTaM
JepIKABHUX 1
MDKHApPOJIHHMX CTaHIAPTiB
(migmyskT 1 myHKTY 1
pozainy II)

(HaliMeHyBaHHS OpPTaHy JIepP>KaBHOTO KOHTPOJIIO)

Ilepenixk MenuuHuX iMyHOOi010TIYHUX NpenapaTis

10 3a89BH Ne BiT «__ » 20 p.

(naiimenyBaHHs Ta koJ 3a €IPTIOY ropunnynoi ocobu abo
npi3BHUIIE, iM's, IO 0ATHKOBI (H13UUHOT OCOOU — MiATPUEMIIS,

...... .

, i # micIie mpoKUBaHHS Ta
peecTpariiinuii Homep 00J1IKOBOI KapTKU IUIATHHUKA MOIAaTKIB 200
cepist Ta HOMep rnacnopra*)

Honarox 2 Honarok 2

1o [Hopsanky 3aiiicHeerHIDRGAKYBIIICHEHH S

3a BIJIOBITHICTIO IMGHDPOMHOTIYHHIX TTpENapaTis,

110 3aCTOCOBYIOThCEARBMEINBIHHICTIO

MPAKTHULll, BAMOTaM MyPB@EHIOTIHHAX

MDKHAPOIHUX CTAaHMPPWEPATIB,

(mignyskT | myHKTYHIb pacmecyHYYoTECS B
MEIUYHINA
MPAKTHI], BAMOTaM
JepP’KaBHUX 1
MIKHAPOJHHUX CTaHJIAPTiB
(mianyskT 1 myHKTY 1 po3ainy
1))

(HaliMEeHyBaHHS OpraHy Jep:KaBHOI'O KOHTPOJIIO)

Ilepenik MennyHUX IMyHO0i0/10TTYHHUX NIpenaparTis

0 3aaBH Ne Big« » 20 p.

(maiimenyBanHs Ta koJ 3a €J/IPIIOY ropunnynoi ocodu abo
Mpi3BUILE, IM's, IO 6aTEKOBI (PI3UYHOT OCOOH — MiIIPUEMII,

, Tl MiCIIe MPOKMBAHHSA Ta

peecTpaniiinuii HoMep 00J11KOBOT KapTKH IJIATHUKA MOJIaTKIB 200
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cepis Ta HoMmep macrmopra’®)

(ampeca Micist MPOBAHKEHHS JTiSTTLHOCTI)
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KepiBHHUKA
FOPHUIUYHOL
ocobu abo
¢biznynOl
ocoou —

M TPUEMIIS )

* Jloist pismaHUX 0Ci0, K1 Yepe3 cBOi peliriiHi nepeKoHaHHS
BIJIMOBHJIMCS B/l MPUHHATTS PEECTPALITHOTO HOMEpa 00J1iKOBOT
KapTKH IUIATHUKA TI0JIaTKiB, TIOBIJOMHMIIN TIPO II€ BiAMOBITHUIA OpTaH
JIOXO/1iB 1 300piB Ta MAIOTh BIAMITKY B MACIOPTI.

1HiIamu
KepiBHHUKA
FOPUIMYHOL
ocobu abo
¢biznynoi
ocoou —
MITPUEMITS )

* Jlnst ismaHMX 0ci0, K1 Yyepe3 CBOi pemiriiHi mepeKOHaHHs
BIJIMOBHWJIMCS B/l MPUHHSATTS PEECTPALITHOTO HOMEpa 00J11KOBOT
KapTKH TUTATHUKA TTOAATKIB, TIOBITOMIJIH PO 1€ BiAOBITHUIA OpraH
JOXOJIiB 1 300piB Ta MAIOTh BIMITKY B IACIIOPTI.

Haxa3 MinicrepcTBa oxoponu 310poB’ss Ykpainu Bia 21 ciuns 2013 poxy Ne 39 «IIpo 3aTBepa:keHHs1 popm 10KYMEHTIB, 110
3aCTOCOBYIOTHCS IIPH 3/1iliCHEHHI 1ep:KaBHOI0 KOHTPOJIIO IKOCTI JTiKapcbKMX 3ac00iB, 1110 BBO3SITHCHA B YKpPaiHYy», 3ape€CTPOBAHUM Y
Minicrepcrsi ocTuuii Ykpainu 08 sirororo 2013 poxy 3a Ne 234/22766

3ATBEPJI’KEHO
Haxka3 MinictepcTBa 0XOpOoHU
310poB’sl YKpaiHu
20 BepecHa 2021 poky Ne 1985

(HaliMeHyBaHHS OpraHy Je€p>KaBHOTO KOHTPOJIIO)

3ATBEPJI’)KEHO
Haka3 MinictepcTBa 0XOpOHU
310poB’sl YKpaiHu
20 BepecHs 2021 poky Ne 1985

(HaliMeHyBaHHs OpraHy Jep>KaBHOI'O KOHTPOJIIO)
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3ASBA
NMPo BH/Ia4y BUCHOBKY MPO SIKiCTh BBe€3€HUX B YKPaiHy
JiKapcbKHUX 3aC00iB 3 METOI0 iX 0€30IJIATHOI0 NMOCTAYAHHS

(mepenaui) o6saacaum, KuiBcbkiii Ta CeBacTONOJIBLCHKIM MiCBKUM
AepxaaMiHicTpaniaM ado cy0'ekTam rocnoaaprBaHHs, IKi MalOTh
JilEeH3i10 Ha MPOBAIKEHHS I'OCNOAAPCHKOI AiSIJIBHOCTI 3 MeIUYHOL

NMPaKTHKH, 32 Pe3yJ1bTaTaMH 3aKyMiBe/Ib 32 KOIITH JeP:KaBHOT0

010/1KeTYy, 311iliCHEeHUX 0c00010, YIOBHOBAKEHOI0 HA 3/1iiiCHEHHA
3aKkyniBesib y cepi 0XOpoHU 310POB'sl, 115l BUKOHAHHS MPOTrpam
Ta 31ilCHEHHS LEHTPAJTI30BAHUX 32X0/1iB 3 OXOPOHH 3710POB's

3asiBHUK

(naiimenyBaHHs Ta koJ 3a €JIPIIOY ocof
Ha 31CHEHHS 3aKyMiBeNb y cdepi
OXOPOHHU

3ASBA
MPoO BU/Ia4y BUCHOBKY PO SIKiCTh BBe3€HUX B YKPaiHy
JiKapCbKHUX 3aC00iB 3 METOI0 iX 0€30IJIATHOI0 MOCTAYAHHA

(nepenaui) o6;1acHum, KuiBcbkiili Ta CeBacTONOJIbCHKIH MiCbKUM
AepxaaMiHicTpaniaM ado cy0d'ekTam rocnogaprBaHHs, AKi MalOTh
JileH3i10 HA MPOBAIKEHHS IOCNOAAPCHKOI TiJILHOCTI 3 MeIUYHOI

NPaKTHKH, 32 pe3y/IbTaTaMH 3aKyNiBeJIb 32 KOIITH AePKABHOI0

010/12KeTYy, 31iliCHEHUX 0C00010, YTOBHOBAKEHOI0 HA 3/iliCHEHHA
3aKyniBeJb y cepi 0XOpoHH 310POB'sl, 115l BUKOHAHHS NMPOrpam
Ta 3AiCHEHHS EHTPAJI30BAHUX 3aX0/1iB 3 OXOPOHM 3/10POB'sl

3aABHUK

(naiimenyBaHnHs Ta koJ1 3a €/IPIIOVY oco
Ha 3/iliCHEeHHS 3aKyMiBeNb y cdepi
OXOPOHHU

310poB'si / cy0'eKTa rocrioiaproBaHHs, 3aJTy4€HOTr0 0COQ
Ha 3/1iiiCHeHHsI 3aKyIiBenb y chepi
OXOPOHHU

310poB'st / Cy0'eKTa rocroiaproBaHHs, 3aTy4€HOT0 0COQ
Ha 3/11iiCHEeHHS 3aKyHiBelb y cdepi
OXOPOHHU

3JI0pPOB's, 1110 BBO3UTH JIIKAPCHKI 3aC00)

TEPUTOPI0 YKpaiHu / mpi3BHILE, BIACHE 1}
0aTbKOBI1
(3a HasIBHOCT1)
¢b13u4HOT 0cO0U - MIATIPUEMIIS)

3JI0pPOB's, 1110 BBO3UTH JIIKAPCHKI 3aC00

TEPUTOPI0 YKpaiHU / MPI3BUIIE, BIACHE 1)
0aTbKOBI
(3a HasIBHOCT1)
¢bi13u4HOT 0COOH - MIATIPUEMIIS)

MICII€3HAXOJ[KEHHSI / MiCIIe TIPOKHBE
peecTpaiitHuit
HOMeEp 00JIIKOBOI
KapTKH TUTATHHUKA MTOATKIB

MICIIE3HAXOKEHHSI / MiCIIe TIPOKHBE
peecTpariitHui
HOMeEp 00JIIKOBOT
KapTKH TUTATHUKA ITOIATKIB
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abo cepist Ta/abo HOMep macropTa (A5 Bi3UIHUX 0Ci0, sIKi Yepe3 cBoi pesabviaepis Ta/abo HoMep nacnopra (i Gi3uYHUX OCi0, AKi U
MePEKOHAHHS BIJIMOBJISIFOTHCS BiJl MEePEKOHAHHS B1JIMOBIISFOTHCS BiJl
MNPUAHATTSA MPUKAHSATTS
peecTpaliitHoro Homepa o0JIKOBOI KapTKH TUIATHUKA MTOIATKIB Ta MOB1I0 e Pyl e B HOBIARAKIHMIKOBOT KAPTKHY TIJIaTHUKA IMOAATKIB Ta MOBIJIC
KOHTPOJIIOIOYMIA OpPTaH 1 MalOTh BIAMITKY Y TJaCTIOPTI) KOHTPOJIIOIOYHIA OpTaH i MaloTh BIAMITKY Yy TJacIn
Micue npoBa:KeHHs JilIbHOCTI Micne npoBaJKeHHS TisJILHOCTI
(ampeca Micis MPOBaHKEHHS [TiSTTBHOCTI ) (ampeca MicIsl MPOBAKEHHS |ITi51]
(mpi3BuIIe, BIAacHE iM'a Ta 10 0AaTHKOBI (32 HASIBHOCTI) YIIOBHOBaXEHO] OCQfpi3BHIIE, BJIacHE iM'st Ta 10 0aTHKOBI (32 HASIBHOCTI) YIIOBHOBAYKEHOT OCC
3asBHHUKA, KOHTaKTHI TenaehoHu/pakcu) 3asBHHUKA, KOHTAKTHI TeaedoHU/(HaKch)
(cepisi, HOMep (3a HAsBHOCTI), a00 Aarta pillleHHs Mpo BUAady JileH3ii 3 iMuepiy HoMep (3a HasBHOCTI), a00 JaTa pillleHHs PO BUAYy JILEH3T 3 -
JKApChKUX 3aC00iB (KPiM aKTUBHUX TKapChKUX 3aC001B (KpiM aKTHBHUX
(hapMaleBTUUHUX 1HTPEIIEHTIB)) (hapMareBTUYHUX THTPEIIEHTIB))
Bupo6uuireo 3a3Hauenux y Ilepeniky BBe3eHUX B YKpaiHy JikapchkuX 3Bugfod mimresizasraneHux B [lepeniky BBe3eHUX B YKpaiHy JIIKapChKHX 3a(
VYkpaiHi BUMoraM HaJlexXHOi BUPOOHUYOI TPAKTHKH. VYkpaiHi BUMOTraM HaJleKHO1 BUPOOHUYOI MPAaKTUKK (HOMep BHIAHOI0
Jepaiikcay:k0010 JOKYMEHTA, 110 MiATBEPAXKY€ BiAMOBIIHICTL YMOB
BHPOOHUITBA JiKAPCHKUX 32c00iB BUMOIaM 10 BUPOOHMITBA JIIKapPCh]
3aco0iB B YKkpaiHi, 3a3Ha4eHo B Ilepeniky, ado Homep ceprudikara
BilMOBiAHOCTI BUMOram HaJjiexkHOI BUpoOHu4YoiI npakTuku (GMP),
BH/IAHOT0 YIIOBHOBAKEHUM KOMIIETEHTHUM OPraHOM /IeP:KaBH - WIEHa
€Bponeiicbkoro Coro3y ad6o €Bponeiicbkoi aconianii BLIbHOT TOPriB.ii,
CTOPOHOI0 Yroau npo €pponericbKy eKOHOMIYHY 30HY (IJIf JIIKAPCHKH.
IIpomy BUAATH BUCHOBOK IIPO SIKiCTh BBE3€HUX B Y KpPaiHy 3ac00iB, 1110 BBO3ATHCA 1JIs Lijiell mapaJeibHOro iMnopry)).
JiKapcbKHUX 32c00iB, 3a3Hauenux y [lepesiiky BBe3eHUX B YKpaiHy {likapcbKHX 3ac00iB,
TOTOBHX JIIKapChKHUX 3aC001B IIpomy BHIATH BUCHOBOK NPO fAIKiCTh BBE3eHNX B YKpaiHy
(KIIBKICTB cepiii) JiKapcbKHUX 32c00iB, 3a3Ha4YeHnx y [lepesiky BBe3eHHUX B YKpaiHy (liK?
TOTOBHX JIIKAPCHKHUX 3aC00IB
o 3as1BH 10/1a10THCA: (KUTBKICTB cepiid)



https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
https://ips.ligazakon.net/document/view/re37135?ed=2021_09_20&an=88
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1. Ilepenik BBe3eHHX JIIKAPCHKHX 3aC001B (y 2-X MPUMIpPHUKAX).

2. Komis ceprudikara sIKoCTi, BUIAHOTO BUPOOHUKOM Ha KOXKHY CEpito
Ha yKpaiHChbKy MOBY, 3aCB1IU€HI IiAMMCOM KepiBHUKA a00
YIIOBHOBAXEHO1 0COOM 3asiBHHKA, y 2-X MPUMIPHUKAX HA KOKHY CEepito

3. Komist MuTHOT nexmapartii 3 BiAIMITKOX MUTHHII, 3aCBiT4EHA TiAITUC(
ocoOu 3asBHUKA (Y 2-X IPUMIPHUKAX).

4. Komis paxynka-akrypu (iHBo¥iCY) (Y 2-X IpUMipHUKAX).

5. lapanTiiiHuii TUCT, OI0 MATBEPHKYE BiIMOBIIHICTH YMOB
BHUPOOHMIITBA JIIKAPCHKHUX 3aC001B, 110 BBO3SATHCS, YAHHUM B Y KpaiHi
BUMOT'aM HaJIEKHOT BUPOOHHUOT MpakTUKH (y pa3i BIACYTHOCTI
BHJAHOTO JIepKITiKCITy)0010 JOKYMEHTA, IO IMiITBEPIKYE
BiJIMOBIAHICTh YMOB BUPOOHHUIITBA JIKAPCHKUX 3aC001B BUMOTaM J10
BUPOOHUIITBA JIIKAPCHKUX 3ac001B B YKpaiHi, KpIM aKTUBHUX

(bapmaleBTUYHUX IHTPEIIEHTIB (CyOCTaHLI)).

6. JIuct ocobu, yHOBHOBaXEHOI Ha 3IHCHEHHS 3aKyMiBelb y cdepi
OXOPOHHU 310pOB's, 110 MIATBEPKYE (PAKT LITHOBOTO MPU3HAYCHHS

BBE3EHUX JIIKAPCHKUX 3aCO01B.

JocroBipHicTh iH(popManii, HaBeJeHOI B JOKYMEHTAX,
NMiATBEPAKYIO

I[O 3asiBH 10Ja0THCHA:

i HafldBpemi RAERERE@E A XTAPCAPEHIHK 3ac00iB (Y 2-X TPUMIPHUKAX).

Ha YKpaiHCbKY MOBY, 3aCBiJJ4€Hi IiIMUCOM KEpiBHUKA a0

ocobu 3asBHUKA (Y 2-X IPUMIPHUKAX).
4. Komist paxynka-aktypu (iHBoiiCY) (y 2-X NPUMipHUKaX).

5. lapanTiitHuii TUCT, 110 TIATBEP/HKYE BIAMOBIIHICTE YMOB
BHUPOOHHMIITBA JIIKAPCHKHX 3aC00iB, 110 BBO3SATHCS, YAHHUM B YKpaiHi
BUMOTaM HaJIeKHOI BUPOOHMYOT pakTukH (y pas3i BIACYTHOCTI
BHUJIaHOTO JIep>KITiKCITy)K0010 IOKYMEHTA, IO MiATBEPIKYE
BIJIMIOBITHICTh YMOB BUPOOHUIITBA JIKApPChKUX 3ac001B BUMOTaM J10
BUPOOHUIITBA JIIKAPCHhKKX 3ac001B B YKpaiHi, KpIM aKTUBHUX

(dapManeBTUYHUX IHIPEIIEHTIB (CyOCTaHIIi)).

6. JIuct ocobu, ynmoBHOBaXXEHOT Ha 3/IilICHEHHS 3aKyMiBelb y cdepi
OXOpPOHH 370POB'sl, IO MIATBEPKYE (PaKT HIIHOBOIO IPU3HAUEHHS

BBE3CHUX JIIKAPCHKUX 3aCO01B.

JocToBipHicTh iH(popManii, HaBeeHOI B JOKyMeHTaX,
NiATBEPAKYIO

mrRaeRpK GaEndlBKaTa SKOCT1, BUJIAHOTO BUPOOHUKOM Ha KOXKHY CEpito
M YEp BBHIBRIKEH0 iyOOEM0 BAKEHOL, Y 2-X TPUMIPHUKAX Ha KOXKHY Cepito

3. Kormist MuTHOT nekmapartii 3 BiIMITKOK MUTHHII, 3aCBiTU€Ha TTiITHC(

ITiKa

ITiKa

)M K
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Howmep 1 mara peectpaiiii HATXOKSHHS 3asiBU

(kepiBHHK / yITOBHOBa)kKeHA 0c00a
3asIBHUKA)

Ne

(migmuc)

(m

P13 BUI{KEHBACHE/ 1YI'H HHD BaKEmBO COOa
(3a3as1BHMKA)
HasIBHOCT1))
Howmep i gara peectparii HaaX0KEHHS 3asBU
Ne

(Tmiamuc)

(

PI3E
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BUCHOBOK BUCHOBOK
MPO BiAMOBIIHICTHL MEAUYHOT0 iMYHO0i0JIOTIYHOT 0 Ipenapary MPO BiAMOBIIHICTH MEeAUYHOT0 iIMYHO00i0JI0TIYHOT0 Ipenapary
BHMOIaM JIepP:KABHUX i MIZKHAPOHHUX CTAHIAPTIB BHMOIaM /IepsKABHUX i MIZKHAPOJIHHUX CTAHIAPTIB
« » « »
Ne Ne

(naiimenyBanHst MIBII 3rigHO 3 peecTpamiifHuM MOCBITYCHHSM) (matimenyBanHs MIBII 3rinHo 3 peecTpaniitHum

MOCBIIYEHHSAM/103B0JIOM HA MapaJieJbHUN iIMIOPT JiKapChbKUX
3ac00iB)

(¢popma Bumycky, no3yBanHs, Buja nakyBanus MIBIT)

(dpopma Bumycky, no3yBanHs, Buj nakyBanus MIBII)

Homep peecTpariiiiHoro nocBiaueHHs , crpok aii | Homep peectpaiiifHOro nocBildeHHs /A03B0Jy HA MapajeabHUi
peecTpaniiiHoro nNocBiYEHHs iMmopT JikapcbKuX 3ac06iB) ,  CTPOK Aii

peecTpaliifHOro NOCBITYEHH/103B0/TY HA MapaJeJbHUi iMImopT
JiKapCHLKHUX 32c00iB

Cepist MIBIT Ne KinpkicTsb Cepis MIBIT Ne Kinpkictsb

BupoOuuk Bupobnuk

(naitmenyBaHHs BupoOHHKa MIBII, kpaiHa moxoKeHHs) (naiimenyBanHs BupoOHUKa MIBII, kpaiHa moxomKxeHHs)
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BucHoBok
BUJAHO

(maitmenyBanHs Ta koj 3a €JIPTIOY ropuanunoi ocodu abo mnpi3Bullle,
iM’s1, 10 0aTBbKOBI (PI3UYHOT 0OCOOM — MIATIPUEMIIS, 1i MiCIIe
NPOXKUBAaHHS Ta PEECTPALITHUN HOMED
00J11IKOBO{ KapTKH TUTATHUKA TTOJIATKIB a00 cepis Ta HOMEp macrmopTa™®)
[TpoTokoi Bi3yanbHOTO KOHTPOJIIO Bij 20 p.

Ne

JlaGoparopuuii anani3 sikocti MIBII 3aiiicaennii:

BucHoBok
BUJAHO

(maitmenyBanHs Ta koJ1 3a €JIPTIOY ropuanyHoi ocobu ado mpi3Buiie,
iM’s1, I0 0aTBbKOBI (HI3UYHOT 0OCOOM — MiAPUEMITS, ii MicIie
MPOKUBAHHS Ta PEECTPALITHUN HOMED
00JIIKOBOT KapTKH IJIaTHUKA MOAATKIB a00 cepisi Ta HoMep nacnopra’™)
[IpoToko Bi3yaabHOTO0 KOHTPOJIIO Bif 20 p.

Ne

JlaGoparopuuii anani3 sikocti MIBII 3aiiicuennii:

(HaliMeHyBaHHS Ta MiClIe3HaXOIKEHHS J1abopaTopii, 110 MpoBea
1abopaTOpPHUI aHaJII3 IKOCTI)

Bucnosok moj0 sxocti MIBII, Bunanuii 1abopaTtopiero Bij
20 p.Ne

Pesyneratn naGopatopHoro anamidy skocti MIBII 3a nepeBipeHuMU
MTOKa3HUKAMU cnenudikamii SIKOCTI
BUMOTaM METO/IiB KOHTPOJIIO

SIKOCTI.
(BiAMOBIIAIOTH/HE BIATIOBIAAIOTH,
HEOOX1/THE 3a3HAYUTH )

3a pe3ynbpTaTamMu JAEP:KaBHOTO KOHTPOJIKO BCTAaHOBJIEHO, 1110 MIBIT

(HaiiMeHyBaHHS Ta MiCLIE3HAXOKEHHS JlabopaTopii, 110 mpoBena
1a00paTOpHUI aHAI3 SIKOCTI)

BucnoBok mozo skocti MIBII, Bunanuii nabopatopiero Bij
20 p. Ne

Pesynbratn maGopatopHoro ananizy skocti MIBII 3a nepeBipenumu
ITOKA3HUKAMU cnenudikanii AKOCTI
BUMOTaM METOIB KOHTPOJIIO

SIKOCTI.
(BiAMIOBIIAIOTH/HE BiATIOBIAAIOTS,
HeoOX1/1HE 3a3HAUYUTH)

3a pe3yapTaramMmu Aep>KaBHOIO KOHTPOJIKO BCTAaHOBJIEHO, 1110 MIBII

(BiAMOBIJAIOTH/HE BIAMOBIAAIOTH, HEOOXITHE 3a3HAYUTH )

(BIAMOBIIAIOTH/HE BIAMOBIAAIOTh, HEOOX1/THE 3a3HAYNTH )
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BUMOTaM 3aKOHOJABCTBA MIOJ0 3a0E3MEUYCHHS SKOCTI JIKApPChKUX
3aco0iB.

BUMOTaM 3aKOHOJIAaBCTBA MO0 3a0€3MEUYCHHS SKOCTI JIKapChKUX
3ac00iB.

(mocagoBa ocoba oprany JIep>KaBHOTO (miarmc)

KOHTPOJTIO)

M.IL

* Jnst pismaHuX 0cil, SKi yepe3 CBOi pemiriiiHi NepeKOHaHHS
BIJIMOBHJIMCS BiJI MPUHAHATTS PEECTPALITHOTO HOMepa 00J1iKOBOT
KapTKH IUIATHUKA TIOAATKIB, TOB1IOMUIIH PO II€ BiIIOBITHHUIA OpraH
JI0XO/1iB 1 300piB Ta MAIOTh BIAMITKY B MACIOPTI.

(mocamoBa ocoba oprany Jep>KaBHOTO (miamuc)

KOHTPOJTIO)

M.IL

* Jlnst ismuHuX 0ci0, AKi Yyepe3 CBOi pemiriiiHi NepeKOHaHHs
BIJIMOBHJIMCS BiJl MPUHUHSITTS peECTPAIiiHOTO HOMEpa 00J11KOBOT
KapTKH IJIATHUKA TIOJATKiB, TOB1IOMHIIH PO i€ BiIOBITHUI OpraH
J0XOJ1iB 1 300piB Ta MAIOTh BIMITKY B MaCIIOPTI.

JIEPYKABHA CJYKBA YKPATHHU 3 JJIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMUA

JEP)KABHA CJYXBA YKPATHHU 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU

(HaliMeHyBaHHs, MICIIE€3HAXOKEHHS, TeneoH/Tenedaxc oprany
JIEPKABHOTO KOHTPOITIO)

(HaliMeHyBaHHS, MICIIE3HAXOKEHHS, Teneon/Tenedaxc oprany
JIEP>KaBHOTO KOHTPOITIO)

BUCHOBOK
NPO AKICTH BBE3€HOI0 B YKpaiHy JIKapChbKOro 3acody 3 MeToI0
0€301IaTHOTO NMocTavYaHHs (nmepenayi) odaacuum, KuiBcbkiii Ta

BUCHOBOK
NPO AKICTH BBE3eHOI0 B YKPaiHy JiKapCcbKOro 3acody 3 MeToI0

0€30IJIaTHOTO NMocTavYanHs (nmepenayi) o61acaum, KuiBebkiii Ta
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CeBacTonoJbcbKiil MICbKHM JepskaaMiHicTpaniaM ado cyd'ekram
roCroJapOBaHHsA, AKi MAIOTH JilleH3i10 HA IPOBa/’KEHHS
rocrnoAapchbKoi AislJIbHOCTI 3 MeINYHOI PAKTHKH, 32
pe3yJbTaTaMM 3aKyliBeJib 32 KOLIITH IePsKaBHOI0 OI0/KeTY,
3AiHCHEHNX 0C00010, YTOBHOBAKECHOIO HA 31ilICHEHHS 3aKyNiBe/b y
cepi 0xopoHH 310pOB'sl, 1JI51 BAKOHAHHSA NMPOrpaM Ta 3/1iliCHeHHA
LEeHTPAJTI30BAHHUX 3aX0/AiB 3 OXOPOHH 310POB'sl

CeBacTonoJbcbKiil MiCbKHM AepakaaMiHicTpaniaM ado cyd'ekram
roCroAapOBaHHA, AKi MAIOTH JilleH3i10 HA IPOBA/’KEHHS
rocrnoAapchbKoi AislJIbHOCTI 3 MeIMYHOI IPAKTHKH, 32
pe3yJbTaTaMM 3aKyliBeJib 32 KOLUITH IEP5KABHOI0 OI0/IKETY,
3ailicCHeHNX 0€00010, YIIOBHOBAKEHOK Ha 3ilICHeHHS 3aKyliBeJb y
cepi oxopoHu 310pOB'sl, 1J151 BAKOHAHHSA MPOrpaM Ta 3/iiiCHeHHS
LHEHTPAJTi30BaHUX 3aXO0/1iB 3 OXOPOHHM 3/10POB'sl

(HaliMeHyBaHHS JIIKapChKOTO 3ac00y 3r1
peECTpaitHUM TTOCBITYCHHSIM )

(HaliMeHyBaHHS JIIKapCHKOTO 3aC00Y 3T
PEECTpALIITHUM TTOCBITYCHHSIM )

(popma BuMyCKY, 103yBaHHS, BU]I 113
JIKapCchbKOro 3acoly)
Howmep peecTpaniifHoro nocBifueHHs CTPOK Ail
peecTpariitHoro MoCBiAUEeHHS

Cepis nikapcbkoro 3aco0y Ne KinbkicTb BBE3€HOTO

JKapChbKOro 3acody

Bupo6uux

(HaliMeHyBaHHS BUPOOHHKA JIIKAPCHKOT]
KpaiHa MMOXOJKEHH)

Bseseno B Ykpainy

(¢popma BuIyCKY, 103yBaHHS, BH]I 113
JKapChKOTo 3aco0y)

Howmep peectpaniifHoro nocBiueHHs: a00 HOMep A03BOJIy Ha
napaJjieJbHHMi iMIIOPT JIIKapCbKOIo 3aco0y CTPOK Jii
PEECTPALIIITHOTO TTOCBIAYEHHS

Cepis mikapcbkoro 3aco0y Ne Kinbkicts BBE€3€HOTO

JKapChKOTo 3aco0y

BupoOuuk

(HaliMeHyBaHHS BUPOOHHKA JIIKAPCHKOT|
KpaiHa MOXOKEHHS])

Bgeseno B Ykpainy

(maitmenyBanHs Ta koj 3a €JIPTIOY ocobu, ynmoBHOBaKE€HOT
3[IIHCHEHHS 3aKyMiBeIb Y cpepi OXOpOHH
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(maiimenyBanHs Ta koJ 3a €/IPIIOY ocobu, ynmoBHOBaxeHO1
3MIMCHEHHS 3aKyIiBeNb Y chepl OXOPOHH

Ha

3JI0pOB's / Cy0'eKTa TOCIOIaPIOBAHHS, 3AIyYEHOT0 0CO00I0, YITOBHOBA
3MIHCHEHHS 3aKyIiBeIb Y chepi OXOPOHU

3JI0pOB's / cy0'eKTa rocnoaproBaHHs, 3aJIy4€HOr0 0CO00I0, YIIOBHOBA
3MIACHEHHS 3aKyIiBelb Y cepl OXOPOHU

PKECHOIO Ha

KCH

3JIOPOB's, 1110 BBO3UTH JIIKAPCHKi 3aCO0M HA TEPUTOPit0 YKpaiHu / 1
BJIACHE 1M'sl, 110 OATHKOBI (32 HASIBHOCTI)

3JI0pPOB's, 10 BBO3UTB JIIKAPCHKi 3aCO0M HA TEPUTOPit0 YKpainu / lipi3BULIe,

BJIACHE 1M'sl, 110 OATHKOBI (32 HASIBHOCTI)

Tpi3]

¢bi3uyHOT 0cO0HM - MIAIPHUEMIIS, 11 MiCIIe TPOKUBAHHS Ta peecTpalliiHuY
00J1IKOBOT KapTKH IJIATHHUKA MOJATKIB a00 cepis

(hi3uyHOT 0cO0HM - TIAPHEMIIS, 11 MiCIIe TPOKUBAHHS Ta peECTpAIliiHUY
00JTIKOBOT KapTKH TJIATHUKA MOJIATKIB a00 cepis
Ta HOMEp MacropTa)

[TpoTokoit Bi3yaasHOTO KOHTPOJIIO Bif

20 p.Ne |

JlaboparopHuii aHAITI3 SIKOCTI JIIKAPCHKOTO 3aC00y 3/MiCHEHUH:

[ HaEMeMep Macrnopra)

[TpoTOKOIM Bi3yallbHOTO KOHTPOJIIO Bif 20 p.Ne |

| JlabGoparopHuii aHATI3 SIKOCTI JIKAPCHKOTO 3ac00y 3MIMCHCHU:

1 HO]

(HaliMeHyBaHHS Ta MiCIIe3HaXO0/PKEHHS JJabopaTopii, 1
J1a00PaTOPHUN aHaII3 IKOCTI)

(HaliMeHyBaHHS Ta MICLIE3HAXOKEHHS JJabopaTopii, 1
nabopaTopHHMii aHaTI3 STKOCTI)

BucHOBOK 110710 SIKOCTI JTIKapChKOT0 3ac00y, BUAAHUMN J1a00paTOpi€ero
B1Jl 20 p.Ne

PesynbraTi 1a00paTOpPHOrO aHai3y SIKOCTI JIIKApCHKOTOo 3ac00y 3a
NIepEeBiPEHUMH TTOKa3HUKaMHU
BUMOTaM METO/[iB KOHTPOJIIO SIKOCTI
(aHaMTUYHO-HOPMATUBHOI JOKYMEHTAIl11)
(BIAMIOBIAIOTH / HE Bi/IMOBIIAl0Th,

HEOOX1/THE 3a3HAYUTH )

3a pe3ysibTaTaMu JepKaBHOTO KOHTPOJIIO BCTAHOBJICHO, IO
TiKapchKUi 3aci0 BBE3EHO B YKpaiHy 3

[0 TTpoBeTa
BHCHOBOK 111010 SKOCTI JIIKapChKOTO 3ac00y, BUAAHUHN J1a00paTopi€ero
BIJl 20 p. Ne

Pe3ynbraTi 1a00paTOpHOro aHai3y SIKOCTI JTIKAPCHKOTo 3aco0y 3a
NepeBiPEHUMH TTOKa3HUKaMHU
BUMOTaM METOJIB KOHTPOJIIO SKOCT1
(aHaMITUYHO-HOPMATUBHOI JJOKYMEHTAIl11)
(BiAMOBIAIOTH / HE BIJIMOBIIAl0Th,

HeoOX1/1HE 3a3HAUNTH)

3a pe3ynbpTaTaMu Jep>KaBHOTO KOHTPOJTIO BCTAHOBJICHO, IO
JiKapchKui 3aci0 BBE3EHO B YKpaiHy 3

BHAMOT 3aKOHO/IaBCTBA I0]I0
3a0e3neueHHs IKOCTI JIIKapChbKHUX 3aC00iB.

BUMOT 3aKOHOaBCTBA II0A0

[0 1]
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3a0e3neueHHs IKOCTI JIIKapChbKHUX 3ac00iB.
(moTpuMaHHSM / HE JOTPUMAHHSIM,
HEOOX1/THE 3a3HAYNTH )

(moTpuMaHHSM / HE TOTPUMAHHSIM,
HEOOX1THE 3a3HAYNTH )

(mocamoBa ocoba oprany JepKaBHOTO (mmiamuc)
(mocagoBa ocoba oprany JIep>KaBHOTO (miarmc) KOHTPOJIIO)
KOHTPOJTIO)
MiHicTp 0XOpOHH 310pOB'sl YKpaiHu BikTop JIALIKO

2025 p.




