3ATBEPIXXEHO

Haka3 MiHicTepcTBa 0XOpOHU 3/10pOB's
Ykpainu

27 rpynnst 2012 poky Ne 1130

(y penakuii Haka3y MiHicTepcTBa
OXOPOHHU 370pOB's YKpaiHu

Big 09 ueprHs 2020 poxy Ne 1346)

MOPAAOK
NMPOBeACeHHS MiATBEP/I’KeHHA BiAMOBIAHOCTI YMOB BUPOOHUIITBA
JIKaApPCbKHUX 32C00iB BUMOraM HAJIE:KHOI BUPOOHMYO0I MPAKTUKHU

I. 3arajabHi mo10KeHHA

1. leit Ilopsamox po3pobneHo BigmoBigHO 10 3akoHy Ykpainu «IIpo
JiKapchki  3acobu», 3 ypaxyBaHHsM Bumor JlupextuBu 2001/83/€C
E€pporneiickkoro Ilapmamenty ta Pamu Bim 06 mucromama 2001 poky mromo
Konexkcy CmiBTOBapucTBa CTOCOBHO JIIKAPCHKUX 3ac00iB, MPU3HAYCHUX IS
3acTocyBaHHs JroauHo0, JupektuBu Kowmicii 2003/94/€C Bin 08 nucronana 2003
POKy, fKa BCTAaHOBIIOE TPUHIMIA 1 MpaBUja HAJIEKHOT BUPOOHUYOT MPAKTHKU
IOJI0 JIIKAPCHKUX 3ac00iB, MPU3HAYCHHX JUIsI 3aCTOCYBAHHS JIIOJAMHOIO, Ta
JOCITIHKYBaHUX JIIKAPCHKUX 3aC001B, MPU3HAUCHUX JJIA 3aCTOCYBaHHS JIOJUHOIO,
30ipHuka nporeayp CriBTOBapUCTBa 3 MUTaHb IHCIIEKI[IM Ta 0OMIHY 1H(pOpPMAaIIi€IO
(EMA/572454/2014, 17 penakiis) Ta peKOMEHHIAIll JOKYMEHTIB MIKHApOJIHOT
Cucremu cniBpoOiTHuITBa apmaneBTuanux iHcnekmii (PIC/S) PI 002-3 Bumorun
0 cucteMu skocTi papmanepTuyHux iHcnekropatiB, PIC/S PI 008-3 Hacranosa
M0 1HCTIEKTYBAaHHIO YCTAHOB 3 OTPMMAaHHS TUTa3MU Ta MiCIlb 30epiranHs mia3mu, Pl
019-3 Jlocke BUpOOHMYOT MIMBHUIN JUIsI YCTAaHOB 3 oTpuMaHHs miasmu, PI 020-3
Jlocbe BUpOOHMYOIT AUTBHUII 711 Micllb 30epiranss tuiasmu, Pl 040-1 Hacranosu
PIC/S 3 xnacudikarii HeBignosigaocteit GMP.
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2. Y pomy [lopsinky TepMiHU B)KUBAIOTHCS Y TAKUX 3HAYCHHSX:

aKTUBHMM (QapMalleBTUYHUI 1HTpEIEHT (JIKapCchbka pEYOBMHA, Jil0ya
pedoBuHa, cyOcTaniis) (mam — A®DI abo niroya pedoBuHa) — Oyab-siIKa PEUOBHHA
Yyl CyMill pPEYOBHMH, W0 NpPHU3HAYEHA [UIsl BHUKOPUCTAHHA Y BHPOOHMIITBI
JIKapCchbKOro 3acol0y 1 MiJ Yac IbOI0 BHUKOPUCTAHHS CTa€ MOro aKTUBHUM
iHrpeaieHToM. Taki pedoBUHM MaroTh (DapMakoJIOTIYHY YM 1HILY Oe3MocepenHto
JII0 Ha OpraHi3M JIIOJMHH, Y CKIJIaJi TOTOBUX (OpM JIIKApPChKUX 3acOo0IB iX
3aCTOCOBYIOTH ISl JIIKYBaHHS, 11arHOCTUKU YU MPOQPLIAKTUKHU 3aXBOPIOBAHHS, JJIs
3MIHM CTaHy, CTPYKTyp abo (i3iojoriyHuX (QyHKUIA OpraHizmy, s JOTJSAY,
00pOOKHU Ta MOJETTICHHS CUMIITOMIB;

aTecToBaHa JlabopaTopis — JiabopaTopiss 3 KOHTPOJIO SIKOCTI JIIKAPCHhKUX
3aco0iB, siKa aTecToBaHa BiANOBIIHO A0 [lopsanky nmpoBeaeHHs ranxy3eBoi aTecTarlii
nabopaTopiit 3 KOHTPOJIIO SKOCTI Ta OE3IMEeKH JIKapChKUX 3aC001B, 3aTBEPIKEHOTO
Haka3oM MiHIiCcTepcTBa 0XOpOHU 310poB’st YKpainu Bin 14 ciuns 2004 poxy Ne 10,
3apeectpoBanuM y MinicteperBi toctuiii Ykpainu 30 ciuns 2004 poky 3a
Ne 130/8729;

BUPOOHUK JIIKAPCHKUX 3aC00IB — Cy0’€KT TOCHOJApIOBAaHHA, KU 3A1HCHIOE
xoua 0 OJIMH 13 eTariB BUPOOHUIITBA JIIKAPCHKHUX 3aC001B Ta Ma€ JIIECH3110 (J03B1I)
Ha BUPOOHHUIITBO JIKAPChKHUX 3aC0O0IB (SKIIO OCTaHHE Mepea0adyeHo HAIllOHAIBHUM
3aKOHOJ/IaBCTBOM KpaiHW, Ha TEPHUTOPIi K0T 3HAXOIATHCS BHPOOHWYI MOTYKHOCTI
BUPOOHUKA);

BUPOOHUIITBO JIIKAPCHKUX 3ac00IB — MAISIBHICTH, TOB’S3aHA 13 CEpPINHUM
BUITYCKOM JIIKQpChKUX 3ac001B, sika BKJIIOYae BCi ab0 xoda O OfHYy 3 omepariii
IIOJI0 TEXHOJIOTIYHOTO TMPOLIECY, KOHTPOIIIO SKOCTi, BHAAul J03BOJY Ha BHUITYCK
(ceprudikarii) cepii, a TakoX 3aKymiBJli MaTepialiB 1 MPOAYKIi, 30epiraHus,
OITOBOI TOPriBil (IUCTPUOYIIIT) TIKAPCHKUX 3aC00IB BIACHOTO BUPOOHUIITBA;

BUCHOBOK IIIOJ0 IMATBEP/KEHHS  BIIMOBIAHOCTI YMOB BHPOOHMIITBA
JKapChKOTO 3aco0y BUMOTaM HaJIeXKHOT BUPOOHUYOT MIPaKTHKU
(mam — BUCHOBOK) — TOKYMEHT, BUAaHUN JlepKITIKCITyK0010, SIKUH 3acBiAUyeE, 110
3a pe3yJbTaTaMH MPOBEICHOI CIIeIiani3oBaHOl €KCIIePTHU3U MOJaHUX JOKYMCHTIB
OoQIIIMHNN TOKYMEHT IIOJO BIAMOBIIHOCTI BHPOOHUIITBA JIIKAPCHKUX 3ac00iB
BUMOraM HalexxHoi Bupoouudoi npaktuku (Good Manufacturing Practice, GMP),
BUJIAHWW YIOBHOB)XXEHMM OpraHoM Kpainum — uneHa €C, Bemukoi bputanii abo
KpaiHu, 10 Ma€ yroJy npo B3aeMmHe BuzHaHHA 3 €C abo 3 YKpaiHOIo, BBaXKa€ThCA
TaKuM, 110 MiATBEPKY€E BIAMOBIIHICTE YMOB BHPOOHHMIITBA JIIKAPCHKUX 3ac00iB
YUHHUM B YKpaiHi BUMOTaM HaJIEKHOI BUPOOHUYOT TPAKTUKH,

3assBHUK — CyO0’€KT TOCTHOJApiOBaHHS — BIIACHUK PEECTPAIifHOTO
MOCBIAYEHHS (TOProBoi JineH3ii) Ta/abo mineH3ii Ha BUPOOHUIITBO JIIKAPCHKHUX
3aco0iB, skuil mojae a0 JlepkiikcmyxOu ocobucto abo yepe3 yMOBHOBAKEHY
oco0y (mpeacTaBHUKA), 110 3HAXOAUTHCS B YKpaiHi, 3adBy Ha BUjady ceptudikara
BIIMMOBITHOCTI yMOB BUPOOHMIITBA JIIKAPCHKUX 3aco0iB BUMOTAaM HaJICKHOI
BUPOOHUYOT TPAKTUKH ab0 3asBy Ha BHUAAYy BHUCHOBKY IIOJO MiATBEPKECHHS
BIJIMTOBITHOCTI YMOB BHUPOOHHIITBA JIIKAPCHKOTO 3aco0y BHMOTaM HaJIeKHO1
BUPOOHUYOT MNpakTUku (Aani — 3asBa) Ta SKUM BIANOBIA€ 3a JOCTOBIPHICTH
HaaHoi 1H(opmaIrii Ta JOKYMEHTIB;


http://zakon3.rada.gov.ua/laws/show/z0130-04
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3pa3ok (mpoOa) Bim cepii — yacTUHA BiA cepii, BigiOpaHa TaKUM YHMHOM 1 B
TaKi KUIBKOCTI, 1110 € PENPE3eHTaTUBHOIO AJIs BCI€T cepii;

IHCIIEKTOp — mocagoBa ocoba JlepxitikciyxOu Ta/abo QaxiBenb, SKuUH
3QJIy4a€ThCAd HEI0, Ma€ BHUILY OCBITY 3a OJIHIEI0 3 TaKuX CIellaIbHOCTEH:
(dapmarris, TexHoJOrisd (apMalEeBTUYHUX Ipenaparis, XiMisd, XIMIYHA TEXHOJIOT,
0ios0ris, 610TEXHOJOrIs, Ma€ AOCBI POOOTH Yy BUPOOHHUIITBI JIIKAPCHKUX 3aCO01B,
KOHTPOJI1 SIKOCTi, YIpaBlliHHI (3a0e3MeyeHHl) SKICTI0 a00 CTBOPEHHI JIKapChKHUX
3aco0iB, Ta Ma€ MiITBEPPKEHHSI KOMIIETEHTHOCTI 3 MUTaHb HAJIEKHOT BUPOOHUYOT
MIPAKTUKH,

IHCIIEKTYBaHHSI — TMpoleaypa OI[IHKK BIIMNOBIAHOCTI ¢apMaleBTUYHOT
CUCTEMH SIKOCTi Cy0’€KTa TOCIOJApIOBaHHS W (PAaKTUYHOTO CTaHY HASIBHUX YMOB
BUPOOHUIITBA JIIKAPCHKUX 3aC00IB Ta YMOB KOHTPOJIO SIKOCTI YAHHMM B YKpaiHi
BUMOTaM HaJIC)KHOI BUPOOHUYOI MPAKTHKUA 3a MICIIEM NPOBAKEHHS JisITBHOCTI
(MiCIIe3HAaXOKEHHSIM BUPOOHUYUX TOTYXKHOCTEH, Y TOMY YHCIi 30H KOHTPOJIIO
SIKOCT1 Ta 30H 30€piraHHs 3a KOHTPAKTOM (JJOTOBOPOM));

KPUTHUYHE MMOPYIICHHS — MOPYIIECHHS, [0 CIpUYHHSIE abo Beae A0 BHUCOKOI
NMOBIPHOCTI BUPOOHHUIITBA JIKAPCHKOTO 3ac0o0y, KWW IIKIAJIUBUN ISl JIOJUHU
a00 TBapWHH, a00 TAKOT0, III0 MOYKE TPHU3BECTH J0 MOSBHU IIKIIJIMBUX 3JIUIIKIB Y
Xap4oBid MPOIYKITii TBAPUHHOTO MOXOKCHHS;

nabopaTOpHUN aHaI3 — aHalli3 3pa3KiB JIKaApPChKUX 3aC00IB HA BIJIMOBIIHICTD
MOKa3HUKIB SKOCTI1 JIIKAPCHKUX 3ac00iB BUMOram crenudikarii SKoCcTi METOIiB
KOHTPOJIFO SIKOCTI JIIKAPCHKUX 3ac0o0iB a00 3araJbHUM BHUMOTaM J0 JIKapChKUX
3aco0iB, BcTaHoOBiIeHUM JlepkaBHOWO (hapMakorneero YKpaiHM, B aTeCTOBAHUX
1abopaTopisx;

JTKApChbKUN 3aci0 KPUTUYHOTO PIBHS PU3HMKY — JIIKAPCHKUN 3aci0, JJIs SIKOTO
BUKOHYEThCSI Oylb-fKa 3 TaKUX YMOB: BY3bKHUI TEepareBTHUHHUNA 1HAEKC; BUCOKA
TOKCUYHICTh; CTEPWJIBHHN MPOAYKT; OIOJOTTYHHMI JIKapChKHM Tmpernapar abdo
CKJIJTHUA BUPOOHUYMI IPOIIEC, MPOTE JIKAPCHKI 3aCO0M HU3BKOTO PIBHS PU3HKY
HE MOXYTh PO3IJISAATUCA SK KPUTHUYHI, HABITH SKIIO JUIS 1X BHUPOOHMIITBA
3aCTOCOBYIOTHCS CKJIaHI BUPOOHUY1 ITPOIIECH;

JTIKapChKUM 3aci0 BHCOKOTO PIiBHS PU3UKY — JIIKApCHKUM 3aci0, IO MOXKeE
CTAaHOBHUTH PHU3UK JIJIs1 3A0POB'S JIIOAMHUA HABITH MPU MaJIUX KUIBKOCTSIX BHACIIOK
nepexpecHoi KOHTaMiHallii MpOAYKTaMH, SKi BKIIOYAIOTh, ajle HE OOMEKYIOTHCS
MEHINWIIHAMY, TIeBHUMH ITUTOTOKCHHAMH Ta OIlOJIOTITYHUMH JIIKAPCHKUMU
3aco0amu;

JTiKapchKi 3aco0M HU3BKOTO PIBHS PHU3UKY — JIKApChbKi 3ac00M, Taki SK:
MICIIEBOT'O 3aCTOCYBaHHS JUIsl Teparlii MPOTH aKHe; JIKapChKi 3aCO0M MPOTH JTyIIH;
AHTUCENTHYHI OYMIYyBa4l MIKIpU; MPOTUTPHUOKOBI JIKAPChKI 3acO0M ISl HIT;
MPOYKITiS IO JOTIISAY 3a MIKIPOTO, IKa MICTHTH JIIKApPChKi 3ac00U; 3ac00M 3aXHCTY
BiJI COHSIYHMX OITiKiB; JIbOASHUKH BiJ OOJIFO B ropii a00 Kaluiko, JIIKapChKi 3aco0H,
aHAJOTIYHI iM, a TAaKOX SKI HE BIIHOCSATHCS JO CTEPWIBHUX a00 PEerenTypHUX
TKapChKUX 3aCO0i1B;

Haye)kHa BUpoOHM4Ya mpaktuka (Good Manufacturing Practice, GMP) —
YacTUHA YMPABIIHHS SIKICTIO, SIKa TapaHTye, II0 JIKAapChKi 3aco0M MOCTIMHO
BUPOOJIAIOTECS 1 KOHTPOJIIOIOTHCS BIAMOBIAHO 1O CTAaHAAPTIB SKOCTI, SK1
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BIIMOBIIAIOTh 1X MPU3HAYEHHIO, @ TaKOX BIJMOBIIHO JI0 BUMOT PEECTPALIHHOTO
J0Ch€, JOChE AOCIIAKYBAHOI'O JIIKAPCHKOIO 3aco0y JUIsl KIIHIYHUX BUIPOOYBaHb
a6o cnenu@ikallii Ha 110 MPOAYKIIIO;

HECYyTTeBE MOpyllieHHs — mopylieHHs BuMor GMP, sike He HanexuThb 10
KPUTUYHUX a00 CYTTEBUX MOpYUIEHb (Taka Kiacu@ikaiis TPUCBOIOETHCS, SKIIO
HEBIJIMOBIJHICTh OI[IHEHA SIK Taka abo SKIIO HE BUCTayae 1H(POpMallii 1 OLIHKU
HEBIIMOBIAHOCTI SIK KpUTUYHOI YU CYTTEBOT);

O(IIAHUN TOKYMEHT LI0J0 BIAMOBIIHOCTI YMOB BHPOOHMIITBA JIKAPCHKHUX
3aco6iB Bumoram GMP — ceprudikar BiINOBIZHOCTI YMOB BHPOOHHUIITBA
Jikapcbkux 3aco0iB BuMoram GMP, Buanuii ymoBHOBaXKEHUM OPraHoOM KpaiHu —
yiiena €C, Benukoi bpuranii abo kpainu, sika Ma€ yrojy nNpo B3a€MHE BU3HAHHS 3
€C abo 3 YkpaiHoto (BigoMocCTi 3 oiifHOTO eneKTpoHHoro peectpy — st FDA
CIIA), abo nimeH3ist Ha BUPOOHUIITBO JIKAPChKUX 3aC001B (SKIIIO YITOBHOBAXKCHUM
opraHoMm kpainu — wieHa €C, Benukoi bpuranii abo kpainu, 1o Mae yrogay npo
B3aeMHe BuzHaHHs 3 €C abo 3 YkpaiHoio He nependadeHa Bujada cepTudikaTa
BIZITIOBITHOCTI YMOB BUPOOHHUIITBA JiKapChbKUX 3ac00iB Bumoram GMP);

MiATBEP/KEHHS BIJIMOBIIHOCTI YMOB BHUPOOHMIITBA JIIKAPCHKUX 3acO01B
Bumoram GMP — mpouenypa minrBepxenus Jepxiikcayk00i0 BiANMOBIIHOCTI
YyMOB BHUPOOHHMIITBA JIKapchkux 3aco0iB Bumoram GMP numsixom Bujgadi
cepTudikaTa BIAMOBIIHOCTI YMOB BUPOOHMIITBA JIIKAPCHKUX 3ac00IB BUMOTaM
GMP abo BHCHOBKY MIOJA0 MIATBEP/KEHHS BIAMOBIAHOCTI BUPOOHHUIITBA
JikapchKoro 3aco0y Bumoram GMP;

IpeCTaBHUK 3asiBHUKA (YMOBHOBaXK€Ha 0c00a, 10 3HAXOAUThCS B YKpaiHi Ta
BUCTYIIa€ BiJl iMeH1 3asBHHMKA) — IopuauyHa abo ¢izuyHa ocoba, sKa Ji€ Ha
MiZICTaBl BIAIMOBIIHOTO JOPYYEHHS (JOBIPEHOCTI), y SKOMY 3asBHHKOM HaJlaHO
NpaBO MPEACTABIATH HOro iHTEpecu B YKpaiHi NpU MPOBEACHHI NPOUEAYp
MiATBEPHKEHHS BIAMOBITHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX 3acCO0IB BUMOTaM
GMP;

peKBaTiikaIis JTIKapCHKOTO 3aco0y — CTaHJapTHU30BaHA
npoiieaypa/mporpama BceecBiTHROT opranizaiiii oxoponu 3mopos's (BOO3), ska
IIPOBOJIUTHCS 3 METOO OIIHKU SIKOCTI, O€3MeYHOCTI Ta e(PEKTUBHOCTI JIIKAPCHKOTO
3aco0y;

npemapaT 0OMEKEHOT0 3aCTOCYBaHHS (MpemnapaT-cupoTa) — JIKapChKHii 3acio,
0 TPU3HAYEHUW IS JIarHOCTHKH, NPO(ITAKTHKA YU JIKYBaHHS PIAKICHOTO
3aXBOPIOBAHHS, TOOTO 3aXBOPIOBAHHSA, IO 3arPOXKYE >KUTTIO YU TPHU3BOIAUTH IO
BTpaTH Mpale3naTHocTi (3a3Buyai He Ounbme S ocid 3 koxHUX 10000 xuteniB Ha
JaTy MOJIaHHS 3asIBH PO JIEPIKABHY PEECTPAILIIIO);

nponykiis «in bulk» — Oymp-skuii mikapcbkuil 3aci0d, TpU3HAYCHUM IS
BUPOOHUIITBA TOTOBOTO JIKAPCHKOTO 3aco0y, SKUH TPOWIIOB yci crafii
TEXHOJIOTIYHOTO TPoIIeCy, KpiM cTajii gacyBaHHs Ta/ab0 KIHIIEBOTO MaKyBaHHS i

MapKyBaHHS;
ceprudikat BiIMOBIIHOCTI yMOB BUPOOHHUIITBA JIIKAPCHKUX 3aC00IB BUMOTaM
GMP (mami - Ceprtudikat) — IOKyMEHT, BuAaHUN JlepITiKCIy)00r0 3a

pe3yiabTaTaMy 1HCIIEKTYBaHHSI, SIKMM 3aCBIUY€ BIAMOBIIHICTH YMOB BUPOOHUIITBA
JKapChKUX 3ac00iB YWHHUM B YKpaidi Bumoram GMP;



5

CKJIQJIHUM BUPOOHUYUN TMpoOlLEC — TMPOIEeC, IS SIKOrO HaBiTh HE3HA4HI
BIIXWICHHS B KOHTPOJIBHHX TIapaMeTpax MOXYTh IPU3BECTH N0 OTPUMAaHHS
HEOJHOPIAHOTO TMPOAYKTY abo TMpOAYKTy, SAKUH HE BIANOBIJAE BHMOraM
cnenudikaili (HampukiIaa, MPoLecH TOMOreHi3amii abo rpaHyssuli Juisl TBEpAUX
JiKapchbKuX (OPM 3 HU3BKOIO /103010, MpernapaTH MpOJOHTOBaHOI ab0 BiJKJIaI€HOT
i1, CTepUIIbHI IPOIYKTH);

creljani3oBaHa EeKCIepTH3a — eKCHepTh3a IMOJaHMX JIOKYMEHTIB Ha
BIIMOBIIHICTh BUMOTaM 3aKOHOJIAaBCTBA, Y TOMY 4HUCJ1 BUMoram 1poro Ilopsaky,
Bumoram GMP, ananiz iX mOBHOTH 1 JOCTOBIPHOCTI HajaHO1 iHGOpPMAaIlii, a TAKOXK
nepeBipka KOMIUIEKTHOCTI JOKYMEHTIB;

CYTT€BE MOPYIICHHS — MOPYIICHHS, K€ HE € KPUTHYHUM, aji¢ MPU3BEI0 abo
MOK€ TMPHU3BECTH /0 BHUPOOHHUIITBA JIIKAPCHKOrO 3aco0y, SKUMl He BIANOBIAAE
BUMOT'aM PEECTPALIITHOrO J0Che Ha Ied JIKapchKuil 3aci0, a00 mpu BUPOOHUITBI
JKapChKOTro 3aco0y HE JTOACPKYIOTHCS BUMOTH HAJIC)KHOT BUPOOHUYOT MPAKTHKH,
rapMOHI30BaHOI 13 3aKkoHOo/1aBcTBOM €C, abo moJsisirae B HEBIAMOBIIHIN Mpolenypi
BUITYCKY CEpiii Y HEHAJEe)KHOMY BUKOHAHHI YIOBHOBA)XKEHOIO 0CO00I0 Cy0 €KTa
rOCTIOJIapIOBaHHS CBOiX OOOB’SI3KiB, 200 € KOMOIHAIIEI JEKIIBKOX HECYTTEBUX
NOPYIIICHb, KOXKHE 3 SKHUX BJIACHE HE MOXKE KIacH(iKyBaTHCS SK CYTTEBE
NOPYILIEHHS, ajie pa30M BOHU MAalOTh OyTH Kiacu(iKoBaH1 Ta BiIoOpa)keH1 y 3BiTi
SIK CYTTEBE TTOPYIICHHS;

yroja mpo B3a€MHE BH3HAHHS — YroJia Mpo B3a€EMHE BHU3HAHHS PE3YJIbTATIB
IHCTIEKTYBaHHS Ha BIAMOBIIHICTH yMOB BHPOOHMIITBA JIIKAPCHKUX 3aco0iB
BuMmoram GMP;

dapmareBTHYHA CHCTEMa SKOCTI — CHCTeMa YIpaBJiHHSA, IO CHPSIMOBYE Ta
KOHTPOJIIOE JiSUTbHICTH CYy0’ €KTa rOCIoAapOBaHHS 1010 SKOCTI.

3. IlinTBepKeHHST BIANOBIMHOCTI YMOB BHPOOHUIITBA JIIKAPCHKUX 3acO01B
yuHHUM B Ykpaini Bumoram GMP 3ampoBamkeHO 3 METOIO0 [OBEACHHS, IO
JiKapchKi 3aco0M TOCTIMHHO BUPOOJAIOTHCS 1 KOHTPOJIOIOTHCS 3TiTHO  3i
CTaHJapTaMHu SKOCTI, K1 BIAMOBIIAIOTH iX MPU3HAYCHHIO, & TAKOXX BIAMOBITHO 0
BUMOT PEECTPALIMHOTO JTOChE, JOCHE OCIIKYBAHOTO JIIKAPCHKOTO 3aco0y s
KIIHIYHUX BUIMPOOYyBaHb abo crmenudikaiii Ha mo npoaykuiro. [linTBepmkeHHs
BIJIMOBIIHOCTI YMOB BHUPOOHMIITBA JIIKAPCHKUX 3aC001B, Y TOMY YHCJI aKTHBHUX
dapmaneBTHUHUX 1HTpemieHTIB (cyOctaniiit), Bumoram GMP 3milicHIOEThCS Ha
TOOpOBUTLHHX 3acajiax 3a 0a)KaHHIM 3asSBHHKA.

4. TTinTBep/UKEHHS BIATIOBITHOCTI YMOB BHPOOHHUIITBA JIIKAPCHKUX 3ac00iB
BuMoram GMP miis pe3susieHTiB Ta HEPE3UAEHTIB 3A1HCHIOETCS JlepKITiKCITyK0010
[IUISIXOM TIPOBEJICHHS EKCIEePTU3HM JTOKYMEHTIB, MOJAHWUX BIAMOBIAHO /O IHOTO
[lopsinky, Ta I1HCHEKTYBaHHS BHPOOHWIITBA Yy BHUIIAJKaX, NEpenOadyeHuX UM
[Topsiakom.

5. BimmoBimHo 1o uporo  Ilopsiaky  TpoOBOAWTHCS — MiATBEPIKCHHS
BIIMMOBITHOCTI yMOB BUPOOHMIITBA JIIKAPCHKUX 3aco0iB BUMOTaM HaJICKHOI
BUPOOHUYOT MPAKTUKYA HA BUPOOHUYMX JUTHHHIISIX 3T1THO 13 BIATIOBITHOIO 3a5BOIO:
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Ha BHJAa4y cepTH(IKaTa BIANOBIZHOCTI yMOB BHPOOHHUITBA JIKAPCHKHUX
3ac001B BUMOTaM HAJIC)KHOI BUPOOHUYOT MPAKTUKH 3T1IHO 3 J0AaTKOM 1 10 11bOoro
[opsanky (mam — 3asiBa Ha Bugauy Ceprudikara);

Ha BHJAayy BHUCHOBKY IIOAO MIATBEP/KEHHS BIANOBIAHOCTI YMOB
BUPOOHHUIITBA JIIKapChbKUX 3ac00iB BuMoraM GMP 3rigHo 3 gomaTtkoM 2 10 1bOro
[opsanky (mani — 3asiBa Ha BUuga4y BUCHOBKY).

6. 3rinno 3 1uum Ilopankom Jlepxkiikciy:x0a BHIAae JTOKYMEHTH, IO
MIATBEPAXKYIOTh BIAMOBIIHICTh YMOB BUPOOHMIITBA JIKAPCHKUX 3aC00IB BUMOraM
GMP:

cepTudikar BiMOBIIHOCTI YMOB BUPOOHHUIITBA JIIKAPCHKUX 3aC001B BUMOTram
HaJIS)KHOT BUPOOHUYOT MpakTUKH 3a (HopMoro 3rijiHo 3 poaatkom 3 (Dopma 1) mo
uporo Iopsanky;

BUCHOBOK IIOJ0 IMIATBEP/XKCHHS  BIIMOBIAHOCTI YMOB BHUPOOHMIITBA
JKapChKUX 3aC001B BUMOTaM HaJIeKHOT BUPOOHUYOT TPAKTUKHU 32 ()OPMOIO 3T1THO
3 nogatkoM 4 1o 1poro [opsiaxy.

II. ETanu miaTBepa:KeHHS BiANMOBIAHOCTI YMOB BUPOOHUITBA JIKapPChbKUX
3aco0iB Bumoram GMP

1. Ilpoueaypa miaATBepKEHHS BIAMOBIIHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX
3aco0iB Bumoram GMP Bxitrouae Taki eramnu:

noganHs a0 JepxiikcnyxOu 3asBu Ha Bupady Ceptudikara abo 3asBu Ha
BUJauyy BUCHOBKY Ta KOMIUIEKTY JOKYMEHTIB, mependauyeHoro myHkramu 2, 3, 8
IILOTO PO3LIY;

NEepPEeBIpKYy Ta OMpalroBaHHSA MojaHoi 3asBu Ha Bumady Ceptudikata ado
3assBu Ha BuJady BHCHOBKY Ta KOMIUIEKTY JOKYMEHTIB (crerfianizoBaHa
eKCIIepTH3a);

IHCIIEKTYBaHHSI BUPOOHUIITBA JIKAPCHKUX 3aCO0IB 3a MICIIEM MPOBAKCHHS
JISTBHOCTI, B TOMY YHCHI jJaboparopiii, IO 3M1MCHIOIOTh KOHTPOJb SIKOCTI 3a
KOHTPAKTOM (JJOTOBOPOM), CKJIQJCBKHMX 30H 3a KOHTPAKTOM (JOTOBOPOM), y
BUTIAJKaX, ependadeHux uum llopsakom;

OPUUHATTS PIIIEHHS I0J0 BUJA4l JOKYMEHTa IIPO BIAMOBIAHICTH YMOB
BUPOOHHUIITBA JiKapChKkuX 3ac00iB Bumoram GMP abo BMOTHBOBAaHOTO BHUCHOBKY
PO BiIMOBY y MOTO BHJIayi;

BHECEHHS 3MIiH /IO BHUJAHOTO JOKYMEHTa IPO BIAMOBIIHICTH BHUPOOHHUIITBA
Jikapcekux 3aco0iB Bumoram GMP y Bunaakax, nepeadaueHux MTyHKTOM 12
po3ainy V mwsoro Ilopsaky.

2. Ins mnaTBepJUKEHHS BIATOBIAHOCTI YMOB BHPOOHHUIITBA JIIKAPCHKUX
3aco6iB  BuMoram GMP 3asBauk (mpenctaBHHK 3asBHUKA) TOAA€E 1O
Hepxmikenyx6u 3asBy Ha Bugady Ceprudikarta adbo 3asBy Ha BUaady BUCHOBKY,
710 SIKUX JTOJAIOTHCS TaKi TOKYMEHTH:

1) Kortis 3asiBM MPO JEpXKaBHY PEECTpAIlilo JTIKapChKOro 3acoly, 1o Oyia
nomana g0 MO3 VYkpainm, 3acBimueHa MiAMUCOM 1 TEYATKOK (32 HASBHOCTI)
3asiBHUKa a00 HOro mpeicTaBHUKA, — IS JIKAPChKUX 3ac001B, 110 MOJAIOTHCS HA
JepKaBHY peecTpalliro, abo NMpu BHECEHH1 BIAMOBIAHUX 3MiH, III0 CTOCYIOTHCA
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3MIHM BHUpOOHHMKa ab0 MWOro BHUPOOHMYMX TMOTYKHOCTEH, ab0 BHECEHH:
J0JTaTKOBOT'O BUPOOHHUKA IO PEECTPALIITHUX MaTepiajiB 3apeeCTPOBAHUX B YKpaiHi
JiKapchbKUX 3ac001B, a00 3MIHM Ha3BH JIIKAPCHKOTO 3ac00y, a00 3MiHU 3asiBHUKA;

2) 3acBilYCHAa B YCTAHOBICHOMY MOPSAAKY KoOmis O(DIiliHHOTO JOKYMEHTA,
SKAW Jla€ TMpaBO Ha 3IIMCHEHHS TOCHOJAPCHKOI JISUIBHOCTI 3 BUPOOHUIITBA
JIKapChKUX 3ac00iB Ta BUAAHUI BIANOBIIHUM JAEpPKaBHUM OpPraHOM KpaiHH, 1€
po3TanioBaHe BUPOOHUIITBO, HA BUPOOHWUYY JIIBHUIIO, IO BKa3aHa B 3asBl Ha
Bugauy Ceprudikata (3asBi Ha Bujgauyy BuCHOBKY), Ta 3acBilueHUN B
YCTaHOBJICHOMY TOPAIKY MEpeKIaj] YKpaiHChKOI0 Ta aHTIINCHKOI MOBaMH (s
HEpe3UJEHTIB). SKIIO 3riHO 13 3aKOHOJABCTBOM KpaiHU-BUPOOHUKA JIIEH31d Ha
BUPOOHUIITBO ICHY€ JHIIE€ B €JIEKTPOHHOMY BHIJIAMI, MaloTh OYyTH HaJaHI
pPO3IpYyKiBKa 13 TIOCWJIAHHSM Ha BIANOBIAHUN OQIUIMHUN calT, 3acBigueHa
mignucoM Ta/abo (3a HasBHOCTI) MEYaTKO 3asBHUKA (MIPEJCTAaBHUKA 3asBHHUKA),
Ta MepeKyIaa YKpaiHChKOK MOBOIO.

Skmo BHeceHo a0 0Oa3u ganux EudraGMP aGo enekTpoHHOro peecTpy
FDA CHIA, 3asBauk (mpeAcTaBHUK  3asBHUKA) HAJa€  3acBIAYEHY
3assBHUKOM/TIPECTABHUKOM 3assBHUKA PO3JPYKiBKY 3 Oazu ganux EudraGMP ab6o
enexktponHoro peectpy FDA CHIA 13 3acBiiu€HHUM MEpPEKIaJOM Ha YKpaiHChKY
MOBY;

3) 3acBiluCHA B YCTAHOBJICHOMY MOPSIKY KoIis 0O(}IiliiHOTO JOKYMEHTA,
BUJAHOTO JICP)KaBHUM OpraHOM KpaiHW, e pO3TalloBaHO BUPOOHMIITBO, TPO
BianoBinHICT, BUMoramMm GMP BupoOHMUOI nibHMIN, 1O BKazaHa B 3asBi (3a
HAsIBHOCT1); 3aCBITYEHI B YCTAHOBJICHOMY MOPSAJAKY KOMIi M0AaTKIB 1O IIHOTO
JIOKyMEHTa 3 TepeslikoM JIIKapChKUX 3aco0iB (32 HAsSBHOCTI) Ta 3acBIAYEeHI B
YCTAaHOBJICHOMY TIOPSAJKY TMEpeKIagd [HUX JOKYMEHTIB YKpaiHChKOIO Ta
aHTJIACHKOI0 MOBaMHU.

Slkmo BHeceHo 0 0Oasu ganux EudraGMP abo eleKTpOHHOTO peecTpy
FDA CHIA, 3asBHuk (TpencTaBHUK  3asBHMKA) HAJa€  3acBITYEHY
3asBHUKOM/TIPEICTABHUKOM 3assBHHKA PO3JPYKiBKY 3 0a3u ganux EudraGMP a6o
enexkrpoHHoro peectpy FDA CIIA i3 3acBigueHUM NepeKIaoM Ha YKpaiHCBKY
MOBY;

4) 3acBimueHa B YCTaHOBICHOMY MOPSAKY KOs OQIIiHHOr0 AOKyMEHTa
IIOJI0 BIAMOBITHOCTI YMOB BHPOOHHMIITBA JIIKapChKUX 3aco0iB Bumoram GMP,
BUJIAHOTO YIIOBHOBAXEHUM OpraHoM kpainu — wieHa €C, Bemukoi bpuranii abo
KpaiHu, sika Ma€ yroay npo B3aeMHe Bu3HaHHA 3 €C abo 3 YkpaiHoro.

SIkmo BHeceHO no 6asm ganux EudraGMP abo enekrponHoro peectpy FDA
CIIIA, 3asBHuK (MpeCcTaBHUK 3assBHUKA) HaJla€ PO3APYKIBKY 3 I1i€l 0a3u MaHUX Ta
MepeKsIag yKpaiHChbKOI MOBOIO, Y TOMY YHCHI 13 mojaTkamu (3a HasBHocTi). Lli
JOKYMEHTH TIOBHHHI OyTH 3acBimueHi 3aSBHUKOM (IIPEACTABHUKOM 3asiBHUKA);

5) xomist qocke BUpoOHMUOI minbHuUI (Site Master File) ta iioro mepexian Ha
YKpaiHChKy Ta/a00 aHTIINChKY MOBY, 3acBiA4eHI 3asBHUKOM (IIPEACTABHUKOM
3assBHUKA) (ST pPE3UACHTIB Ta HEPE3HJICHTIB, 3a BHUHATKOM BHUPOOHUKIB,
BUPOOHMYI TOTYKHOCTI SIKHX 3HaXONAThCS Ha TepuTopii kpainu — wieHa €C,
Benukoi bpuranii abo kpaiHu, sika Mae yroay npo B3aeMHe Bu3HaHHs 3 €C abo 3
VYkpainorw);
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6) 3acBimyena 3asBHUKOM (TIpEJCTAaBHUKOM 3asBHUKA) KOIIis  3BITY,
CKJIaJICHOTO 3a pe3yJIbTaTaMU OCTAaHHBOI MEPEBIPKH, MPOBEACHOI YIOBHOBAKEHUM
opraHoM kpainu — uneHa €C, Benukoi bpuranii abo kpainu, sika Mae yrogay npo
B3aeMHe Bu3HaHHSA 3 €C abo 3 VYkpaiHowo (71 HEpPE3UACHTIB, 3a BUHATKOM
BUPOOHHUKIB, BUPOOHUYI MOTY>KHOCTI SIKUX 3HAXOJAThCA HA TEPUTOPIi KpaiHU —
yiieHa €C, Benukoi bpuranii abo kpainu, sika Ma€ yrojy nNpo B3a€MHE BU3HAHHS 3
€C abo VYkpainoro). [Ipu nipomy nepeBipka noBHHHaA OyTH MPOBENECHA HE paHILIe
HDXK 32 3 pOKHU JI0 TIOJAaHHs 3asBH;

7) iHopMarlliss 00 OCTAHHBOI IMEPEBIPKH, MPOBEACHOI 3a MPOICAYPOIO
npekBanidikauii BOO3 (3a nasBHocTi). Ilpu 1mpoMy mnepeBipka MOBUHHA OYyTH
poBeJieHa HE paHille HiXK 3a 3 poKH 70 nojaHHs 3asBu Ha Bugauy Ceprudikara
a00 BHCHOBKY (JKIIO HEMae IHIIMX IMOJAAaHUX 3asBHUKOM ab0 TPEICTaBHHUKOM
3asiBHUKA BIAMOBIIHUM YHHOM O(OpMIIEHMX Komik OQIiiHUX JOKYMEHTIB
BOO3);

8) moBijKka Mpo SAKICTh MPOAYKILii, [0 BUPOOJISETHCS, 3TIAHO 3 JOAATKOM 5 J10
uporo Iopsanky;

9) moBinka mpo pe3yabTaTH MEPEBIPOK BUPOOHUYOI JMUTBHHMIN, MPOBEICHHX
OpraHaMy JIEp>KaBHOTO KOHTPOJIO, 32 (DOPMOIO 3TiIHO 3 JT0JaTKOM 6 10 IbOTO
[Topsinky, mo 3a3HaueHa B 3asBi Ha Buaady Ceprudikara (3asBi Ha BHAAUyY
BucHoBky);

10) 3aranpHuii TEpeTiKk HOMEHKIATYpH MPOAYKIli 3a (GopMOr 3rigHO 3
nonatkoM /7 1o uporo Iopsaky (3a dopmoro 1 — y pa3i noganHs 3asiBU Ha BUIAUy
BucHoBky; 3a ¢opmoro 2 — y pasi nomanHs 3asBu Ha Bumady Ceprudikara), B
SIKOMY HaBOJUTHCS TEPENiK JIIKapChKUX 3aco0iB, AKI 3apeecTpoBaHl B YKpaiHi
Ta/a00 3HAXOATHCS B MIPOIIECI peeCTpallii/BHECEHHsI 3MiH 1 BUPOOHUIITBO SKUX BXKE
3MIMCHIOEThCS 200 TUTAHYETHhCS 3IMCHIOBATH HAa BUPOOHWYINA JUIBHUIN, IO
BKa3zaHa B 3asBi Ha Bujpady BucHoBky (3asBi Ha Bumauy Ceptudikara). Taxuii
NEepeNiK MOJAEThCsl B MUCHMOBIM (OpMi Ta Ha eJIEeKTPOHHOMY Hocii iH(opmarrii
(dpaiin Excel). ¥V pa3i konu 3asBHUKOM € BJIACHHK JIIIEH311 HA BUPOOHHIITBO JIJIS
BUPOOHUYOT JUTHHUIL, 3a3Ha4eHO1 y 3asaBi Ha BUAauy BucHoBky (3asiBi HA BUAA4y
Ceprtudikara), mepenik MOXe MICTHTH JIIKapChKi 3aco0M OHOTO ab0 JEKUIBKOX
BJIACHUKIB peeCTpaIlifHUX IMOCBITYCHb.

11) 3acBimyeni 3asBHUKOM (TPEACTABHUKOM 3asBHUKA) KOsl cepTHdikara
Jikapchkoro 3acoOy s MmikHapoaHoi toprieii (certificate of a pharmaceutical
product), BHIaHOTO KOMIIETGHTHUM OpraHOM KpaiHH BHUPOOHHKA JIKApPCHKOTO
3aco0y abo0 BIACHUKA PEECTPAILIMHOTO TOCBIMYCHHS (3asBHHKA), a00 IHIIUM
perynsTopuuM opranoM kpainu — wieHa €C, Benukoi bputanii abo kpainm, sika
Mae yromy mpo B3aeMHe Bu3HaHHA 3 €C abo 3 VYkpaiHoo, Ha PHHKY SKOi
PO3MIIIEHO JIIKapChKUH 3aci0, 13 3a3HaYCHHSIM Ha3BH IOKYMEHTA Ta HaltMEHYBaHHS
KOMIIETEHTHOTO OpraHy, IO HOro BHAaB, JaTH BHUAAdl (I HE3apeeCTPOBAHUX
JTKapChKUX 3aco0iB, AKI 3HAXOMSTHCS B TPOIECI PEECTpaIlii/BHECEHHI 3MIH B
VYkpaiHi), Ha3BU Ta aipec BUPOOHUIHX JTITHHUILG;

12) rapaHTiiHU# JIUCT 3rigHO 3 AoaaTkoM 8 10 1poro Iopsaky;

13) 3acBimueni 3assBHUKOM (TIPECTABHUKOM 3asBHHMKA) KOIIii peecTpariitHux
nocBimueHs (marketing authorization), BugaHuX KOMIIETEHTHHM OPraHOM KpaiHu
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€C, ynoBHOBa)KEHUM OpraH siKoi BUAaB O(MiliiHUN TOKYMEHT 11010 BIAMOBIAHOCTI
YyMOB BHUpPOOHUIITBA JiKapChkux 3aco0iB Bumoram GMP, abo Bumanux
KOMIIETEHTHUMH OpraHaMu 1HIUX KpaiH — wieHiB €C, Benukoi bputanii ado
KpaiH, sIK1 MalOTh Yroy Ipo B3aeMHe BU3HaHHs 3 €C abo 3 YkpaiHotw (1oJaeTbes
JUISL JIIKQpChKUX 3ac001B, BUPOOHUIITBO X0oua O OJHIET CTajii AKUX 3A1HCHIOETHCS
He B kpaiHi — wieHi €C, Benukoi bputanii abo B kpaiHi, ska HE Ma€ Yroau mpo
B3aeMHe Bu3HaHHA 3 €C abo 3 YKpaiHOIO, BKJIIOYAIOYM KOHTPAKTHI BUPOOHUYI
TUIBHHMIT);

14) 3acBimyeni 3asBHUKOM (TIPEJACTABHUKOM 3asBHHKA) Ta BHKJIAJCHI
YKpaiHChKOIO Ta/abo aHriiiickkoro mMoBaMu Jloche BUPOOHWYOI AUTBHULI IS
YCTaHOB 3 OTPUMaHHS IIa3MHu Ta/ab0 Jloche BUPOOHMUOI IIIBHUII JJIS MICIb
30epiraHHs IIa3MHu.

VY Bunajaky, KO OyJb-Ki JOKYMEHTH 13 3a3HaY€HOr0 BHILE MEPEeNiKy, sKi
nonano 1o Jepxmikciayxx0u 3 Meroro orpumanHs Ceptudikara abo BucHOBKY,
MICTSTh KOH(D1IeHIIIHHY 1HPOpMaLlito, IKY BUPOOHUK HE MOXKE PO3KPUTH 3asiBHUKY
(npencraBHUKY 3asiBHUKA) B YKpaiHi, BAPOOHUK MOXE HAJIICTIATH TaKi JTOKYMEHTH
Oe3nocepeIHbo 10 JlepKITiKCIy)Oou.

3. lms  BUPOOHUKIB-PE3UACHTIB  MIATBEP/KCHHS  BIAMOBIAHOCTI  yMOB
BUPOOHUIITBA JIIKapchkux 3aco0iB BuMoram GMP wmoxke 3piiicHIOBaTHCS
Jlepkmikcay)k0010 32 pe3yiabTaTaMH  IUJIAHOBOI  TEPEBIPKU  JTOACPIKAHHS
BIJIMOBIIHUX JIIEH31IMHUX yMOB. 3a BiJICYTHOCTI KPUTHYHHX MOPYIIEHb Ta/abo
YUCJICHHUX (HE MEHIIE 6 y CYKYITHOCTI, 0 KOHKPETHHX JIIKAPChKUX 3aco0ax ado
mpoliecaM) CyTTEBUX TOpYIIeHb BianoBigHocTi BuMoram GMP  BupoOHMuUnx
TUTBHUIL 200 OKpPEeMHUX JIIKApChKUX 3aco0iB B aKTi IIJJAHOBOI TMEpeBipKHU
J0JIepKaHHs JIIIEH31MHNX YMOB Jlepskiikcayx06a BIAMOBIAHO 10 po3aury V I1bOro
[Mopsinky Bumae minensiaty Ceprtudikatr npotsrom 30 poboumx AHIB 3 AHS
OTPUMaHHS BiJ HHOTO JucTa moao Bumadi CeprudikaTa i3 3araJbHUM HEPEITIKOM
HOMEHKJIATYPH MPOAYKIIli y TaliepoBOMY BHTIJISA/II Ta HA €JIEKTPOHHOMY Hocii. JIuct
nojaeThes Jrinensiatom a0 JepxkiikcaykOu npotsarom 15 poGouumx AHIB Micis
IIPOBEICHHS IJIAHOBOI MEPEBIPKU TOACPKAHHS JIICH31HHUX YMOB.

VY pa3i HasBHOCTI KPUTHUYHHUX MOPYIIEHb Ta/ab0 ducieHHUX (He MeHie 6 y
CYKYITHOCTI, IO KOHKPETHHMX JIKapChKUX 3aco0ax abo mpolecam) CYTTEBHUX
nmopymeHs BianmoBimHOcTI BuMoramMm GMP BupoOHWYMX AUTBHUIE 200 OKpeMHX
JKapchKUX 3aco0iB, BHUSABIEHUX TiJ] Yac OCTAHHBOI IUIAHOBOI TMEPEBIPKU
Jo/Iep KaHHs JIEeH31MHNX yMOB, Jlepkiikciyx0a mpuitMae pileHHs mpo BiAMOBY
y Bumaudi Ceprudikara 3rigHo 3 po3auiom V 1woro Ilopsaky. 3a HasBHOCTI
JOKYMEHTAJIbHUX TMIATBEPKCHb MPO YCYHEHHS KPUTHYHUX MOPYIIEHb Ta/abo
YHUCIICHHUX (HE MEHIIe 6 y CYKYMHOCTI, M0 KOHKPETHHUX JIKapChKUX 3acofax abo
mporecaM) CYTTEBUX TMOPYIIeHb BiamoBimHOCTI BuUMoraMm GMP  BupoOHMYMX
TUTBHUIIP 200 OKPEeMHUX JIKAapChKUX 3ac00iB, BHUABJICHUX MiJ Yac OCTaHHBOI
MJIAHOBOi  TMEpPEeBIpKM  JOJAEPKAaHHS  JNIECH3IWHUX  YMOB,  TPOBOJUTHCS
IHCTIEKTYBaHHS 32 MICIIeM MPOBAKEHHSI BUPOOHHUIITBA (BUPOOHUUOT NUTHHUIII) HA
IiJCTaBi 0MaHo1 JTieH3iatoM 3asBu Ha Buaady Ceprudikara.

4.3asBa Ta MOKYMEHTH, IO JOMAIOTHCS 10 HEi, MPUWMAIOTHCS 3a OMHUCOM
JOKYMEHTIB 3rigHO 3 gomatkoM 9 mo mporo [lopsmky, Komis SKOTO BHIAETHCS
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3asBHUKY (NpEACTaBHUKY 3asBHUKA) 3 BIAMITKOIO TMpO JAaTy NPUUHATTS
JOKYMEHTIB JlepKIiKCay>K0010 Ta NIAMKUCOM BIANOBIIAIBHOT 0COOU.

5. BignoBigHa 3asiBa Ta KOMIUIEKT JIOKYMEHTIB ISl  MiATBEPKECHHS
BIIMOBIIHOCTI YMOB BHUpPOOHUIITBa JiKapchkux 3aco0iB Bumoram GMP, nuctu
3asiBHUKIB Ta/a00 MpeaCTaBHUKIB 3asBHUKIB MOXYTh MOJABATUCS B €JIE€KTPOHHOMY
BUTJISI/II 32 HASBHOCTI 3aIIPOBAKEHOTO €JIEKTPOHHOTO TopTany JlepKiaikcmyxou
JUTSI TIOJJaHHS TaKUX JTOKYMECHTIB.

6. Ins npoBeneHHs 1abOOpPaTOPHOrO aHami3y SKOCTI 3pa3KiB JIKaAPChbKUX
3ac00iB, €KCHEepTHU3, IHCIEKTYBaHHS, BUKOHAHHS OKpPEMHUX BHJIB POOIT TOMIO
JIepKIIKCIy>K0010 MOXYTh 3allydaTHCS MIANPUEMCTBA, YCTAaHOBH, OpraHizailii,
OKpeMi BUeHi Ta (paxiBIli (3a iX 3roj1010).

7. Ins  Hepe3waeHTIB, SKI HE MawTh OQIIMIMHUX JOKYMEHTIB II0J0
BIJIMOBIAHOCTI YMOB BUPOOHUIITBA JiKapchkuX 3aco0iB BuMmoram GMP, Bumanux
YIOBHOBaKEHUM OpraHoM kpainu — uneHa €C, Benukoi bpurtanii abo kpainu, sika
Mae yroay Tmpo B3aeMHe BuszHaHHA 3 €C abo 3 VYkpaiHOIO, J0JaTKOBO JO
NPOBEJICHHS €KCIIEPTU3U JOKYMEHTIB 3/IHCHIOETHCS IHCTICKTYBaHHS BHPOOHHIITBA
(BUpOOHMYOI MiTBHMUII) BIAMOBIIHO 10 po3auny IV meoro Ilopsaky.

8. Ilpu mpoBeneHHI MIATBEPKCHHS BIAMOBIIHOCTI YMOB BHUPOOHHUIITBA
mikapcekux 3aco0iB Bumoram GMP wmarore Oyt 3a3HadeHi yci HpOMIKHI
BUPOOHWY1 NUIBHUIl (BKJIIOYHO 3 KOHTPAKTHUMH JUIBHUISAMH), IO 3aJisIHI Y
mpoiieci BUPOOHUIITBA TOTOBOIO JIIKapchkoro 3acoOy. Bci crtaaii BupoOHHUIITBA
JmikapchbKkuX 3aco0iB  (Hepo3dacoBaHa TMPOAYKIlisA, IEPBUHHE Ta BTOPUHHE
nakyBaHHs, cepTudikallisg cepii) moBuHHI BianoBimatu Bumoram GMP Tta matu
BianoBinHi Ceprudikaru, BuaaHi 3rigHo 3 1uM [lopsakoM, KpiM BUTIAIKIB KOJIU B
KOMIUJIEKT1 JOKYMEHTIB HaJ[aHI1:

3aCBiUeH] IIJAMUCOM Ta TMEeYaTKol (3a HasgBHOCTI) 3asBHUKA abo
npe/IcTaBHUKA 3asBHHUKA KOl JJOKYMEHTIB Ta iX MEPeKIaJan yKPaiHChKOIO MOBOIO,
3a3HauYeH1 y MIAMYHKTax 2 Ta 4 MyHKTY 2 IOTO PO3ILTYy, — IJIs MPOMDKHHUX
BUPOOHUYMX JUIbHUIb, Y TOMY YHCI KOHTPAKTHHX, IO 3aJisHI Y BUPOOHHUIITBI
JKapchKOro 3aco0y Ta po3TalloBaHl Ha TepuTopii Kpainu — uinena €C, Benukoi
bputanii abo kpainu, sika mMae yroay mnpo B3aemHe Bu3HaHHA 3 €C abo 3
YkpaiHoro;

3aCBIAYEHI TMIANUCOM Ta TeYaTKol (3a HasBHOCTI) 3asBHHKA abo
MpeICTaBHUKA 3asgsBHUKA KOTIii IOKYMEHTIB Ta iX MepeKkIagn YKpaiHChbKOI MOBOIO,
3a3HauYeHi y mianyHkTax 2, 4, 6, 13 myHKTY 2 mbOro po3aiury, — I MPOMDKHHX
BUPOOHUYUX IUTBHUIIb, BKIFOYHO 13 KOHTPAKTHUMH BHUPOOHHYHMMH JUTBHHUIISIMH,
10 3aJliiH1 y BUPOOHUIITBI JIIKAPCHKOTO 3aC00y Ta PO3TAIIOBAHI 11033 TEPUTOPIEIO
kpainu — unena €C, Benukoi bputanii abo kpainu, sika Mae yroay mpo B3a€EMHE
Bu3HaHHs 3 €C a0 3 YkpaiHoro.

[Tpu pomy Bumaua Jlepxiikcmyx0010 okpeMux BHCHOBKIB JJisi MPOMIKHHX
BHUPOOHUYHUX JUILHUIG (BKIFOYAIOUW KOHTPAKTHI BUPOOHHYI JTUTHHUII), IO MAOTh
odiriiiHI TOKYMEHTH 1010 BIAMOBITHOCTI YMOB BHPOOHHIITBA JIKAPCHKUX 3aC001B
BuMmoraMm GMP, BujaHi ynmoBHOBaXEHHM oOpraHoMm kKpainu — wieHa €C, Bemamkoi
bpuranii abo kpaiHu, sika mae yroay npo B3aemHe Bu3HanHs 3 €C abo 3
VYkpaiHoto, He 3A1MCHIOETHCS.
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9.Ilpu mnpoBeaeHH] MIATBEPIXKEHHS BIAMNOBIAHOCTI YMOB BHPOOHHIITBA
Jikapcbkux 3aco0iB BuMoram GMP miig pe3uaeHTIB Ta HEPE3HJIEHTIB 3 METOIO
orpumanHs CepTudikata a0 BUCHOBKY 1151 yCTaHOB 3 OTpUMAaHHS I1a3Mu Ta/abo
MiCIIb 30€piraHHs MJIa3MH, BKIIOYHO, SIKIO YCTAHOBU 3 OTPUMAHHS IJIa3Mu Ta/abo
Micus 30epiraHHsi IUIa3MH € MPOMDKHUMH BUPOOHUYMMH JAUIBHUIISIMU 200
KOHTaKTHHUMH, B KOMIUIEKT! JOKYMEHTIB N0 BIANOBIAHOI 3asiBU MOBHUHHI OYyTH
HaJaHl 3a3HayeHl y MiAnyHKTI 14 nyHKTy 2 uporo po3auty Jlocke BHpOOHHUOT
JTUTBHULIL JJISI YCTAaHOB 3 OTPUMAaHHS IJia3Mu Ta/abo Jlochbe BUPOOHUYOT AUTHHUIL
JUTSL MicIlb 30€piraHHsl IJIa3MHu, K1 CKJIaJeHI He TI3HIIIE, HIXK 3a MIICTh MICSIIIB BiJl
JlaTU ToAaHHs BiAMoBiAHOT 3asBu Ha Bujauy Ceptudikara abo BucHoBKky.

10. ¥V pa3i orosomeHHss YKpaiHOIO YW IHIIOK KpaiHOI — BHUPOOHUKOM
HAJ3BUYANTHOTO CTaHy, HAJ3BHYaHOT CHUTYyallli, BOEHHOTO CTaHy, B pa3si
CTUXIMHOro Jnuxa, Bu3HaHHA BOO3 xBopoOM mMaHIeMi€l0 Ta HaJA3BUYANHOIO
CUTYalli€l0 B Trajy3l CBITOBOi OXOPOHHU 3/I0pPOB'A, B TOMY 4YHUCJII BPaxOBYIOUHU
CaHITapHO-EMIJEMIONIOTIYHY cuTyalito, 3asBu Ha Bujgauy Ceprudikara abdo
BucHOBKY 3 BIiINOBIIHUMH KOMIUIEKTaMH JOKyMeHTiB (0e3 omucy 3rimHo 3
nonatkoM 9 no uporo Ilopsiaky) moxyTh OyTu HampasieHi a0 Jlepkiikemyxou
MOIITOBUM  BigmpaBieHHsaMm. [licist  peectpaiii  BiMOBIIAJIBHOK  0COOOIO
Hepxikenyx0u 3asBu Ha Buaauy Ceprtudikara abo BucHOBKY Ta opopMieHHs
onucy 3rimHo 3 goaatrkoM 9 go 1mporo Ilopsaky mpeacTaBHUKY 3asBHHKA
€JIEKTPOHHOIO TMOIITOIO MOBIIOMIISIETHCS HOMEDP Ta JlaTa iX peecTparlii.

II1. CTpoku migTBepI:KeHHS BiANMOBIIHOCTI YMOB BUPOOHUIITBA
JikapcbKux 3aco0iB Bumoram GMP

1. CnemianizoBaHa €KCIIEpTH3a, 0 SKOI MOXKYTh 3aiydaTucs ¢axiBii ado
ynoBHOBaXkeH1 Jlepkitikcayx0010 opraHizarlii, MpoOBOJUTHCS 3 METOIO CKJIaJaHHS
BMOTHBOBAaHOTO  BHCHOBKY IIIOJI0  IIJATBEP/DKCHHS  BIAMOBIAHOCTI  yMOB
BUPOOHUIITBA JIIKAPCHKUX 3ac00iB BuMoram GMP.,

CrermianizoBaHa eKCIIepTH3a 32 YMOBH HaJIaHHS O(DIIIHOTO TOKYMEHTA 11010
BIJIMTOBIIHOCTI YMOB BHPOOHUIITBA JIIKAPCHKUX 3ac00iB Bumoram GMP, BugaHoro
YIIOBHOBaKEHUM OpraHoM kpainu — uieHa €C, Benukoi bpurtanii abo kpainu, ska
Mae yroay mpo B3aemMHe Bu3HaHHs 3 €C a00 3 YkpaiHoo, IPOBOAUTHCS HE OUIbIIIE,
Hix 15 poGoumx nHiB 3 gaTu peectpailii 3asBu Ha Bumauy Ceprtudikaty ado
BucHOBKy, KpiM BUTI/IKIB:

1) nos JTikapchKUX 3ac001B, MPU3HAYCHUX JUISI PO LUIAKTHKH, JTIarHOCTUKH Ta
nmikyBaHHS TyOepkynpo3y, BIJI/CHIJ/I, BipycHHX renmaTuTiB, OHKOJOTIYHHUX Ta
piakicHux (opdaHHUX) 3aXBOPIOBaHb, IS JIKAPCHKUX 3aC00IB, K1 PEECTPYIOTHCS
B YKpaiHi 32 CIpOIICHOIO MPOIEAYpPOI0 peecTpallii 3rimHo 3akony Ykpainu «IIpo
JKapchKi 3aco0m», JUIsl JIIKApChKUX 3aco0iB, $KI BKIIOYEHI JO MPOTOKOJIB
JikyBaHHS YKpainu y Bumanky odimiitnoro suznanas BOO3 xBopobu maHaeMiero
Ta HAJ[3BUYAMHOIO CHUTYAIlI€I0 B Talxy3i CBITOBOI OXOPOHU 3J0pOB's, — HE OUIbIIE
HIXK 5 pobOounx nHIB micas peectpaiii 3asBu Ha Bugady Ceptudikara (3asBu Ha
BUJ1auy BUCHOBKY), y pa3i 3a3HaueHHs 1€l iHpopmalii y nmojaHiid 3asBl Ha BUAAUy
Ceprtudikara (3aaBi Ha Bugauy BucHoBky);
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2) nias JIKApChKUX 3aco0iB, IO 3apeecTpoBaHi 3a IIEHTPaAII30BAHOIO
npoIeypor0 €BpONEHCHKMM areHTCTBOM 3 Jrikapchkux 3aco0iB  (European
Medicines Agency, EMA), ta ans nikapchkux 3aco0iB, IO TPOUIUIA TPOIECITYPY
npekBanidikauii BOO3 Ta BrmtouyeHi no nepeniky BOO3 mnpexBamidikoBaHUX
JIKapChKUX 3ac001B, — HE OUIbLIE HDK 5 poOOUYMX JHIB MICHS peecTpallii 3asBy HA
Bunauy Ceprudikara (3asBu Ha BuAady BHCHOBKY), y pa3il 3a3HayeHHS LI€i
iHpopmarii y mnogaHid 3asBi Ha Bumauy Ceptudikata (3asiBl Ha BUAAUy
BucHogky).

B ycix iHImux BUMaaKax criemiajiizoBaHa eKcrepTu3a MpoBOJAUTHLCS HE OLUIbIIIE,
Hix 20 po6ouux AHIB.

Jlist mikapchKuUX 3ac001B, MPU3HAUEHUX JJIs1 MPOUIAKTUKH, JIAarHOCTUKHU Ta
nikyBaHHs TyOepkynbo3y, BIJI/CHIJ, BipyCHUX remaTturtiB, OHKOJIOTIYHUX Ta
piakicHUX (OpdaHHUX) 3aXBOPIOBaHb, JJIS JIKAPCHKUX 3aC001B, 1110 3apeECTPOBaHI
3a IeHTpaidizoBaHoto mpouenyporo EMA, nns nmikapcekux 3aco0iB, 1[0 TPOUILIN
npouenypy npekBamidikanii BOO3 Tta Brmrouweni g0 mnepeniky BOO3
npeKBaTipiKOBAaHUX JIIKAPCHKUX 3ac00iB, a TaKOX JJIs JIKapChKUX 3aco0iB, SIKi
peecTpyroThCs B YKpaiHi 3a CIPOIICHOI MPOIEIypOr0 peecTpallii 3riiHo 3aKoHY
VYkpainn «[Ipo mikapcbki 3acoOu», AJid JIIKapChbKUX 3aco0iB, sIKI BKJIIOYEHI /0
IPOTOKOJIIB JIIKYBaHHS YKpaiHu y BUNaAKy odimiiinoro suzHanua BOO3 xBopobu
NaHAEMI€I0 Ta HAJ3BUYAMHOIO CUTYaIlI€l0 B rajy3l CBITOBOi OXOPOHH 37I0POB'S, Y
pasi 3a3HadeHHA 1i€i iHdopMallii y BIAMOBIIHIN 3asBi crieliagizoBaHa eKCIepTH3a
3MIIACHIOETHCS TI03a4EPTOBO.

2. Ilin yac mpoBeJEHHS CHeIiali30BaHOl EKCIEepTU3n OepeThCs 10 YBaru
iH(hOpMaIIis 11010 PE3yIbTaTIB MPOBEACHHS 1HCIIEKTYBaHb 3 00Ky JlepKIIiKCITyKOou
JaHO1T BUPOOHWYOI IUIBHMIII 3a TOIMEPeaHI POKH, KPIM BHMAAKIB, SKIIO IIs
iHbopMallis Bxke Oylia MpeIMeToOM MepeBIpku 3 00Ky JlepximikciyxOu, a TakokK
HasIBHICTh JTOKYMEHTAJIbHUX MIATBEP/KEHb YCYHEHHSI KPUTHYHUX, CYTTEBHX Ta
HECYTTEBUX TIOPYIIEHb, BCTAHOBJICHUX JIepXKIIKCIy)00r0 TiJ dYac IHX
IHCIIEKTyBaHb Ta/a00 TUTAaHOBOI Ta/ab0 I03aIIaHOBOI TMEPEBIPOK JIOJEp KaHHS
JIEeH3IMHUX YMOB (I PE3UJICHTIB), iH(oOpMaIlis I0J0 BHIYYEHHS 3 00Ty B
YCTAaHOBJICHOMY TIOPSJIKY CEpii JIIKapChKOro 3acoly, SKi BHPOOJSUTHCH Ha JaHIN
JTUTBHUII, 110 TIOB’SA3aH1 3 SIKICTIO JIIKapCHKOTO 3aC00Y.

3a HeoOXITHOCTI MiJ Yac MPOBEACHHS eKCHEepTU3u JlepiKIIiKCiIyx 0010 MOxKe
OyTH HarpaBJeHUH BIJIMOBITHUN 3aMTUT JO KOMIETEHTHOTO OpraHy KpaiHu — 4jieHa
€C, Benukoi bpuranii abo kpainu, sxka Mae yroay mpo B3aeMHe Bu3HaHHS 3 €C
a6o 3 VYkpaiHOw s 3’SICyBaHHA TUTaHb, 10 BHHHUKIM IIiJ] 4ac MPOBEACHHS
EKCIIePTU3U, TPO IO TOBIAOMIAETHCS 3asiBHUK (MPEACTABHUK 3asBHHUKA)
npotsirom 10 poGouux AHIB BiJ JaTH HampaBieHHS 3anuTy. Yac, moTpiOHMA ass
OTpUMAaHHS BIJMOBiI HAa 3amUT, HE BKIIOYAETHCA JO CTPOKIB TIPOBEACHHS
CIIEIiaTI30BaHO1 EKCIIEPTH3H.

3. Y pa3di HEKOMIUIEKTHOCTI JIOKYMEHTIB, Ta/ab0 HEBIAMOBIAHOCTEH,
BUSIBJICHHX IIiJl 9ac TPOBEJCHHS CIEIIali30BaHOI €KCIEPTU3H, BHUMOTaM IIHOTO
[Mopsinky nomanux no 3asBu Ha Bumgauy Ceprudikata (3asBu Ha BUIAUY
BucHOBKyY) NOKyMeHTIB 3asiBHUKY (IpeICTaBHUKY 3asiBHHKA) HAAETHCS MPO L€
MMCbMOBE TMOBIAOMIIEHHS. Yac, HEOOXiIHMH i1 YCYHEHHS 3asBHUKOM
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(npencraBHUKOM 3asiBHMKA) BUSABJICHUX TMOpPYIIEHb Ta/ab0 sl  HaJaHHS
HEOOXITHUX  JOKYMEHTIB, HE  BKJIIOYAEThCA JI0 CTPOKIB  MPOBEIEHHS
CHeNiaNTi30BaHO1 EKCIIEPTU3H.

4. Slxkmo 3agaBHUK (MpencTaBHUK 3asiBHUKA) NpoTsroM 30 poOourx JHIB MICHs
OTpUMaHHs TOBIAOMJIEHHSI HE YCyBa€ BHSBICHI MOpPYIIEHHS abo He HaJae
HEOOX1HOTO KOMIUIEKTY JTOKYMEHTIB BIAMOBIIHO /10 BUMOT 1boro Ilopsaky, 3asBa
Ha Bugauy Ceprtudikara (3assBa Ha BHAady BHCHOBKY) 3a pIIICHHSM, SKE
opopmiisieThcs  HakazoM JlepkiikciayxkOu, 3anumiaerbess 6e3 posrmsany (i3
3a3HAYeHHSAM MNpuuuH), npo mo Jepxiikcayxba mnoBigomisie 3asBHHKA
(npencraBHuka 3asBHUKA). Y pa3i HEOOXIAHOCTI MPOJOBXKUTH CTPOK HaJaHHS
HeoOximHoi 1H(opMaiii 3asBHUK (MIpeACTaBHUK 3asiBHHKA) TOBHHEH HaJaTU
BIJINOBIAHE OOIPYHTYBAaHHS MPUYUHU 1 HEOOXITHOTO HOMY JOJIATKOBOT'O CTPOKY.

5.V Bumajky, SKIIO YMOBU BHUPOOHHMIITBA JIKAPCHKHUX 3aCO0IB Ta KOHTPOJIO
iX SIKOCTI OyJIM MpeaMeToOM 1HCHEKTYBaHHS 3 00Ky Jlepximikciayk0u 3a momnepeHi
POKH, HACTYITHE IHCIICKTYBaHHS 3JIMCHIOETBCA Yy pasi, SKIIO € JOKYMEHTaJbHI
MiITBEP/DKEHHS YCYHEHHS KPUTHYHHX, CYTTEBUX Ta HECYTTEBUX IOPYIICHb,
BCTAaHOBJICHUX IT1J Yac MOnepeaHboro(ix) IHCIEeKTYBaHHI(Hb ).

6. [Tin ywac ckiajaHHd IUTAHY Ta TPOTPaMHU IHCIICKTYBaHHS BPaXOBYEThCS
HEOOXITHICTh TICPEBIPKM YCYHCHHS KPUTHYHHUX, CYTTEBHX Ta HECYTTEBUX
MOpYyIIeHb, BCTAHOBJIICHUX MiJ Yac IMOINEPeIHbOro(iX) 1HCTIEKTyBaHHI(HB) 3 OOKY
JlepkIiKcay>k01 3a TOTIEpeHl POKM YMOB BHPOOHMIITBA JIIKAPCHKUX 3aCO01B Ta
KOHTPOJIIO iX SIKOCTi, KpIM BHUIIAJKIB, AKIIO M iH(PopMaIlis Bxe Oyia mpeaMeToM
nepeBipku 3 00Ky JlepKITiKCITyKOu.

Komii mnmawy Ta mporpamMu  IHCIEKTYBAaHHS, SIKI  MOTOJKYIOTHCS
JlepKIIKCIy>)k0010, HAJICHJIAIOTBCA 3a MICIIE3HAXO/KEHHAM 3asBHUKA abo
npeAcTaBHUKA 3asBHUKA Y CTPOK He Mi3HIme HiK 3a 10 poGouux IHIB A0 JIaTu
MOYaTKy 1HCIIEKTYBaHHS, Y TOMY YHCJIl y pa3l MOBTOPHOIO I1HCHEKTYBaHHS 3a
3BEpHEHHSIM 3asiBHHKA 3 METOIO MEPEBIPKH YCYHEHHS MOPYIIECHb, BUSBICHUX ITi]T
qac MornepeaHboro iHCIeKTYBaHHS.

VY pasi HasBHOCTI OOTPYHTOBAaHUX 3ayBa)K€Hb 3 OOKY 3asiBHMKA MO0 Y4YacTi B
THCIIEKTYBaHH1 OKPEMHUX 1HCIEKTOPIB IIi 3ayBa)KEHHS MOBHUHHI OyTH HaJiciaHi J10
Jlepkimikcay>kOu He TIi3HIIE HDK 3a 5 JHIB 0 NPOBEACHHS I1HCIEKTYBaHHS 3
METOXO 1X ypaxyBaHHS.

7. CTpoK mpoBeJeHHsI 1HCMEKTYBaHHS 3a MICIIEM MPOBAKCHHS ISIIBHOCTI
Ma€ CTaHOBHUTH He Ounbie 15 poOodux JIHIB.

8. CTpok cKialaHHs 3BITYy 3a pe3yJbTaTaMH I1HCTIEKTYyBaHHS BHPOOHHUIITBA
cTaHOBHUTH He OuTbiie 10 poOounx AHIB 3 aTH 3aKIHYCHHS IHCTICKTYBaHHS.

9. JlabopaTtopHuil aHami3 SKOCTI 3pa3KiB JIKApPCHKUX 3aco0iB, 10 Oyiu
BiZ1iOpaHi pW MPOBENICHHI 1HCTIEKTYBaHHS, TIPOBOJAUTHCS B CTPOK HE OUIBIIE HIXK
21 pobouwmii AeHb 3 JHSA HAAXOKCHHS BimiOpaHMX 3pa3KiB JI0 aTeCTOBAHOI
nabopatopii 3a HampaBieHHsSM J[lepkiikciayxOu abo B CTpoOk, mepeadadeHuid
BIJIMOBITHUMHU METOJaMHU KOHTPOJIIO SIKOCTI JIIKapChKHUX 3aco0iB BupoOHUKa. [Ipn
IIbOMY HAasBHICTh HEOOXITHMX CTaHAApPTHHUX 3pa3KiB 3a0e3meuye 3asBHUK. Yac,
noTpiOHUN  3adgBHUKY g 3a0€3MeuUeHHs CTaHJapTHUMU  3pa3KaMH, He
BKJIIOYAETHCS 10 CTPOKIB BUKOHAHHS J1TA0OPATOPHOTO aHAII3Yy.
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BinOip 3pa3kiB JKapchbKUX 3aco01B, L0 IUIAHYIOTHCS JO INPOMHCIOBOIO
BUITYCKY Ta 3HaXOJAThCS Ha CTAJlli JE€P>KaBHOI peecTpallii, He 3A1MCHIOETHCS.

10. Posrasia Hepxaotikciayx00t0 Ha poOOYOMY 3aciiaHH1 3BITY, CKJIAICHOTO 3a
pe3yiabTaTaMu 1HCIIEKTYBaHHsS, 3 METOK MHOro OIIHKM Ta OOIPYHTOBAHOCTI
BUKJIaJICHUX Yy HbOMY MOPYIIEHb 3A1iCHIOEThCA He mi3Hime 10 pobouux AHIB Bix
JaTH HWOTO CKIaJaHHs. Y pa3l HagBHOCTI HajgaHoro 10 JlepkIiKciyxOu
MMMICBMOBOTO 3BEPHEHHS 3 OOIPYHTOBAaHMMH 3ayBaXCHHSIMHU 3 OOKy 3asBHHKA
Ta/a00 BUpPOOHUKA IWIOJI0 MPOBEJAEHOTO I1HCIEKTYBaHHS, 4ac, HEOOXITHUW s
pO3MIISIAY PE3yibTaTiB 1HCIEKTYBaHHS, MOXXE OyTH MPOJOBXKEHO 10 3aKiHYCHHS
PO3MIISIAY IUX 3ayBa)KeHb, 110 CTAHOBUTH HE Ounble 15 pobouyux IHIB 3 JaTH 1X
HAJXO/DKCHHS 10 JlepAITiKCayKOHu, SKIIO HE TMOTPEeOYEThCS JTOMATKOBHM dYac
3assBHUKY/BUPOOHUKY JJIs1 HaJJaHHSI HEOOX1THUX MUChbMOBUX BIATOBIACH.

11. TTuceMoOBe MOBITOMJICHHS 100 HEMOXJIUBOCTI Buaaui Ceprudikara abo
BucHoBky craHoBisATh He Ouibiie 10 pobouux [HIB Mmicid NPUHHATTA
BifmoBiiHOTO pimeHHs Jlepxiikcnyxk0otw. Yac, moTpiOHM 3asBHUKY s
YCYHEHHS 3ayBaXK€Hb 3a pe3yJIbTaTaMHU CIeIialli30BaHOl EKCIEPTHU3H, PO3TISIAY
JlepKIKCIy>)k0010 THUCBMOBOTO 3BEpPHEHHS 3asBHUKA Ta/abo BHUpPOOHWKA 3
OOTpYHTOBaHMMH 3ayBa)KCHHSIMH I10JI0 TIPOBEJICHOTO iHCIIEKTYBaHHS (y pa3i Horo
HAJXOJDKCHHS ITICIS PO3TJISAAY PE3YNbTaTiB 1HCIIEKTYBAaHHS ), HE BKIIOYAETHCS O
cTpokiB opopmieHHs Ta Bugadi Ceprudikara abo BucHOBKY.

12. Tlpoext Ceptudikara adbo BucHOBKY 3 BIANOBIAHUM TEPETIKOM
JIKapChKUX 3aC001B HAJICUIIAETHCS €IEKTPOHHOIO MOIITOK abo (pakcoM 3asBHUKY
(npenctaBHUKY 3asBHHUKA) 3 METOI0 HOro MOroJKEHHs. 3asBHUK (TIPeICTaBHHUK
3asBHMKA) 3acBiguye mignmucoM TpoekT Ceprudikata abo BucHoBky 3
BIJIMOBIIHUM TIEPEIIKOM JIIKapChKUX 3ac001B Ta Hajae oro a0 JlepKIIiKCiyKOu.
Yac, notpiOHU 3asBHUKY JJIs1 TTOTOKEHHS NpoekTy CepTudikara abo BucHoBKy
3 BIJIMOBIIHUM TIEPETIIKOM JIKApChKUX 3ac00iB, HE BKIIOYAETHCSA JIO CTPOKIB
odpopmiterHs Ta Bupadi Ceptudikara abo BucHoOBKY.

13. Odopmnennst Buecenns 3miH 10 BucHoBky, Ceprudikara abo mnepermiky
nikapchkux 3aco0iB g0 BucHoBky um Ceprtudikara abo ix mnepeodopMIIeHHS
3MIMCHIOIOTHCS Y MOPSJIKY, BU3HaueHoMY TTyHKTOM 11 po3ainy V nporo Ilopsaky,
y CTpok He Oumbme HiX 15 poOoumx nHiB. Yac, mnoTpiOHUN 3asBHUKY
(mpencraBHUKY 3asBHUKA) IS TOTO/KEHHS mpoekTy 3MiH g0 Ceprtudikara,
BucHoBky abo mepeniky JiKapChbKHUX 3ac0o0iB, HE BKJIIOYAETHCS IO CTPOKIB iX
oOpMIICHHS Ta BHUJIAYl.

14,V  pa3i HagBHOCTI  3alpOBA/DKCHOTO  E€JIEKTPOHHOTO  TOpTaIy
Hepxmikenyx6u  iHpopmyBanHa 3 Ooky  JlepxmikciayxOu — 3asBHHKA
(npencraBHrKa 3asBHHUKA) a00 BUPOOHMKA, HAJaHHS BIAMOBIIHUX BIANMOBIICH Ha
3ayBa)KeHHs 3 00Ky 3asiBHUKA (TpecTaBHUKA 3asiBHUKA) a00 BUPOOHMKA, HAJJaHHS
IIaHy Ta TPOrpaMH IHCIIEKTYBaHHS, 3BITY 3a pe3ylbTaTaMH IHCIICKTYyBaHHS,
Bujava abo BiamoBa y Bupadi Ceprudikaty abo BucHoBKy TOIO 3MIMCHIOETHCS B
EJIEKTPOHHOMY BUTJISII.

15.V mepion BuszHanHs BOO3 xBopoOM maHmeMmicl0 Ta HaI3BHYANHOIO
CUTYaIlI€}0 B Tally31 CBITOBOI OXOPOHU 3JI0POB's, [0 YHEMOKJIUBIIIOE TIPOBEACHHS
THCIIEKTYBaHHSI 32 MICIIEM MPOBAKEHHS HISTIbHOCTI, B TOMY YHWCJII BPaxOBYIOUU
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CaHITapHO-EMIJEMIONOTIUHY CHUTyallll0, 3asBHUKU (MPEACTABHUKU 3asiBHUKIB)
MOXYTh MOAATH 10 JlepKITIKCIYy>KOM JHMCT IIOAO0 MPOBEACHHS OLIHKU PHU3UKIB 3
METOK0 MEPEHECEHHS CTPOKY HACTYMHOI IHCHEKIIl BUPOOHUUTBA JIKAPCHKOTO
3aco0y Ha BiqnoBigHICT, BUMoraM GMP Tta Bunmaui Ceprudikara 3 BpaxyBaHHSIM
1HOopMaIlii PO OCTAHHE THCIIEKTYBAaHHA Ha BIAMOBIIHICTh BUPOOHUIITBA BUMOTaM
GMP abo ocraHHe mJIaHOBE IHCIEKTYBaHHS Ha BIANOBIAHICT JILEH31MHUM
yMoBaM ()11 BUPOOHUKIB-PE3UICHTIB, SIKIIO MiJTBEPKCHHS BIAMOBIIHOCTI YMOB
BUpPOOHMIITBA  JIIKapCchkux  3aco0iB  Bumoram  GMP  3piiicHioBanocs
Jlepximikciayk0010 3a  pe3yiabTaTaMH  IUJIAHOBOI  MEPEBIPKU  JTOACPKAHHS
JIEH31HHUX YMOB).

Y pa3i HagBHocTi B JlepkiikciayxO0i NPUHHATHUX JOKYMEHTAJIbHHUX
MiITBEP/DKEHb YCYHEHHS CYTTEBHX Ta HECYTTEBUX IOPYIICHb, BCTAHOBICHUX
JlepKImiKcay>k0010 M Yac OCTAaHHBOTO IHCIEKTYBAaHHS Ha BIJMOBIIHICTH
BupoOHUIITBa BUuMoraM GMP abo OCTaHHBOTO TIJIAHOBOTO I1HCIIEKTYBaHHS Ha
BIJIMOBIAHICTD JIIEH31MHUM YMOBaM, 3 BpaxyBaHHSM MPOTOKOJIY aHATI3y PU3UKIB
BiMOBIIHO 110 Aonatky 15 muporo Ilopsiaky, Jlepxmikciyx00r0 NpuiMaeThCs
pimenHs moao Buaadi Ceprudikara, SKkuii opOpMITIOETHCS BIAMOBIAHO 10 MYHKTY
12 nporo pozainy Iopsaky 3a ¢popmoro 3rigHo 3 gogatkom 3 (Popma 1) 10 11010
[Mopsanky 13 3a3HaueHHsiM y pos3auni Ceprudikata «bynb-ski oOMexeHHS abo
MOSICHEHHsI, 1[0 MAalOTh BITHOIIEHHS J0 IbOro ceprudikara» iHdopmalii om0
3aCTOCYBaHHS MPOIIEAYPHU OLIIHKY PU3HKIB M1 4ac Moro Buaadi.

Crpox nii Bumanoro CepTudikata CTaHOBUTh OJMH a00 MiBTOpa pPOKHU
BpPaxOBYIOUH MPOBEJICHUIM aHajli3iB PU3WKIB BIAMOBIIHO 10 J0AAaTKy 15 I11b0OTO
[Topsanxy.

Pimenns mpo BimmoBy y Bumaudi Ceptudikata 3a MPOIEAYPOI OIIHKU
PU3HKIB TPUUMAETHCSA y pa3i BIACYTHOCTI B JlepKIiKCIyk01 JOKYMEHTaJIbHUX
MiATBEP/KEHb YCYHEHHS CYTTEBUX Ta HECYTTEBUX IMOPYIIEHb, BCTAHOBIIEHUX
JlepKITKCIy>)k0010 IMiJi Yac OCTAaHHBOTO IHCIIEKTYBAaHHS Ha BIJIMOBIIHICTH
BupoOHHUIITBa BUMoraM GMP abo OCTaHHBOTO IIJJAHOBOTO I1HCIIEKTYBaHHS Ha
BIJIMOBIIHICTh  JIIECH3IMHUM yMoBaM (11  BHUPOOHMKIB-PE3UACHTIB, SKIIIO
HiATBEPHKEHHS BIAMOBITHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX 3acCO0IB BUMOTaM
GMP s3niiicHtoBanocs JlepKiTiKcnyk0010 3a pe3yJbTaTaMu IUIAaHOBOI IEPEBIPKHU
J0JIepKaHHSI JTICH31MHUX YMOB).

IV. Ilopsinok npoBeeHHsl IHCIIEKTYBAaHHA HA BiAMOBIAHICTH YMOB
BHPOOHMUTBA JiKapchbKux 3ac06iB Bumoram GMP

1. [aciexkTyBaHHSI 3MIACHIOETHCS 3 METOI0 OI[IHKM BIAMOBITHOCTI yMOB
BUPOOHUIITBA JIIKAPCHKUX 3aC001B YMHHUM B YKpaiHi Bumoram GMP.

2. 3a pe3yiapTaTaMH IIPOBEJCHOI CIIeIiali30BaHOT EKCIIEPTU3H HE IMI3HIMIE HikK
gepe3 5 pobounx AHIB michs il mpoBejeHHs 3asBHUKY (MPEICTABHUKY 3asBHUKA)
HAJICWJIAETHCSA TIOBIIOMIICHHS 100 HEOOXITHOCTI MPOBEACHHS IHCIIEKTYBaHHS Ta
HajaHHs 10 Jlepkimikemy:kOu iH(opMallii mpo MpomoHOBaHI 3 OOKy 3asBHHKA
(npencraBHUKa 3asiBHUKA) CTPOKHU MPOBEJCHHS THCIIEKTYBaHHS.
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Jlist aikapchKuUX 3ac001B, MPU3HAYEHUX JJIs1 NMPOQPUIAKTUKH, JIArHOCTUKHU Ta
nikyBaHHs TyOepkynbo3y, BIJI/CHIJ, BipyCHUX TremaTuTiB, OHKOJIOTITYHUX Ta
piakicHUX (OpdaHHUX) 3aXBOPIOBaHb, AJISI JIIKAPCHKUX 3aco0iB, M0 MNPOMIUIA
npouenypy npekBamidikamii BOO3 Ta BrmoueHi g0 mepeniky BOO3
npekBamipiKOBaHUX  JIKAPCBKUX 3aco01B, JJis1 JIKapChKUX 3aco0iB, sKi
peeCTpYIOThCA B YKpaiHi 3a CIPOIIEHOI MPOIEAYPOI0 peecTpallii 3riTHO 3aKOHY
Vkpainn «IIpo mikapcbki 3acoOu», AJid JIIKQpCbKUX 3aco0iB, sIKI BKJIIOYEHI 10
MIPOTOKOJIB JIIKYBaHHS YKpainu y Bunaaxky ogiuiinoro suzHanass BOO3 xBopoOu
MaHJEMIEI0 Ta HAJ3BUYAITHOIO CUTYAIlIEI0 B Tally3l CBITOBOi OXOPOHU 3/I0POB'S, Yy
pa3i 3a3HaueHHs 1l€i 1HGopmalii y BIANOBiAHIM 3asBl 1HCHEKTYyBaHHS
3IIACHIOETHCS TI03a4EPIOBO.

VY pa3i HeHajaHHs 3asBHUKOM (TIPEJCTABHUKOM 3asiBHUKA) BIAMOBIAI HIOI0
NPOTO3UIIIA 70 TMPOBEACHHS IHCIICKTYBAaHHS MPOTITOM TPHOX MICSIIB 3 JIaTH
BiJIIPABJICHHS TAKOTO IOBIIOMJICHHS 3asBHUKY (IIPEACTaBHUKY 3asBHUKA) 3asBa
Ha Buaauy Ceprtudikara (3asBa Ha Bujgady BHUCHOBKY) 3a pIllIEHHSM, SIKe
obopMITIOETBCA  Haka3zoMm JlepiutikciayxOu, 3anuiaerbess 60e3 posrisaay (i3
3a3HAYCHHSAM MPHYKH), TIPO IO MHCHMOBO MOBIAOMIIIETHCS 3asBHUK (TIPEICTABHUK
3asiBHUKA).

VY pa3i HaganHsa 3asBHUKOM (TIPEJACTAaBHUKOM 3asiBHHUKA) 0e3 3a3HaUYCHHS
00’€KTUBHHMX TMPUYUH TPOIO3MINKA 100 MPOBEJACHHS 1HCICKTYBAaHHS Yy CTPOKH,
10 TEPEBUITYIOTh IIICTh MICAIIB 3 JIaTU BIAMPABICHHS MOBIIOMJICHHS 3asBHUKY
(npencraBHuky 3asBHUKA), 3asBa Ha Buaady Ceprudikara (3asBa Ha BHAAUyY
BucHoBky) 3a pimieHHIM, ske O(OPMIIOEThCS Haka3zoM JlepKIIiKCIyxOu,
3aMIIAEThbCsl  0€3 pO3MIsiAy, MpO M0 MUCBMOBO TOBITOMIISIETHCS 3asiBHHK
(mpencTaBHUK 3asiBHUKA).

[Ipu BpaxyBanHi [lepxiikciyx0010 HanaHuxX 3asBHUKOM (IIPEACTaBHUKOM
3assBHUKA) 00’ €KTUBHHUX MPUYUH 1HCIIEKTYBAaHHA MOXXE OYTH MPOBEIEHO Y CTPOK
He OUTbIIe OJHOTO KAJICHJAPHOTO0 POKY BIJ JaTh MoAaHHSA A0 JlepKIIiKCIykOu
3asBu Ha Bumauy Ceprtudikara (3asBu Ha Bumauyy BucHoBky). Y pasi He
NPOBEJICHHS TAKOTO IHCIEKTyBaHHS 3asiBa Ha Bumaudy Ceptudikara (3asBa Ha
BUJauyy BUCHOBKY) 3a pillIeHHSAM, sIKe O(OPMITIOETHCS Haka3zoM Jlep KiIiKCciryxowu,
3aNUIIAEThCSl 0€3 pO3rsiAy, MpO M0 MHUCBMOBO TOBITOMIISIETHCS 3asiBHHK
(npencTaBHUK 3asiBHUKA).

3. 3a HEOoOX1AHOCTI MMiJl Yac CIeniaii3oBaHOol €KCIEePTH3U 1HCTIEKTOPU MAarOTh
MpaBO O3HAWOMUTHCS 13 PEECTPAllIMHUMHU MaTepialaMu Ha 3apeecTpoBaHi
JiKapchki 3aco0u Ta/abo0 Ha JIKapChKi 3aco0H, IO MOJAIOTHCS Ha JCPIKABHY
peecTpaittito abo Mpu BHECEHH] BIAMOBITHUX 3MIH JI0 PEECTPALlINHUX MaTepiaiiB Ha
3apeecTpoBaHi B YKpaiHi JIIKapchKi 3aco0H, MPO IO IMOBITOMISETHCS 3asBHHKA
(mpencraBHuKa 3asBHUKA). CrieriamizoBaHa eKCIepTru3a MoKe OyTH MOJOBKEHa Ha
qac, AKUW HEeoOXimHuil 3asBHUKY (TIPEICTaBHUKY 3asBHHUKA) 3 METOIO HaJaHHS
TaKUX JOKYMEHTIB, SKIIO MPO 1€ HAJaHO MUChMOBE 3BEpHEHHS 3 00Ky 3asBHHKA
(mpenctaBHuka ~ 3asBHUKA).  PeecTpamiiiHi  Marepiaqud  MOAAIOTHCA IO
JlepKiikemy>k0Hu 3 CYITPOBITHUM JINCTOM.

VYV pa3i HeHamaHHs 3asgBHUKOM (IIPEACTABHUKOM 3asBHUKA) 3a3HAYCHUX
peecTpaliiHuX MarepiajiB y CTPOKH, L0 MEPEBUINYIOTh LIICTh MICSLIB 3 JIaTH
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BIJIMIpaBI€HHS TMOBIIOMJIEHHS 3asgBHUKY (NPEACTAaBHUKY 3asiBHUKA) MIPO
HEOOXIAHICTh iX MOAAHHS 3 METOI 3aBEpLIEHHS CIELIali30BaHOi €KCIEPTU3H Ta
MOJAJILIIOTO IHCIEKTYBaHHs, 3asiBa Ha Bujpauy Ceprtudikata (3asBa Ha BUIAUY
BucHoBKy) 3a pilleHHAM, sK€ O(OPMIIOEThCS HakazoM Jlepxiikciayxou,
3aMUIIAEThCsl 03 pO3TisAy, MpOo IO MHCHMOBO TMOBIAOMIISETHCS 3assBHHUK
(mpencTaBHUK 3asiBHUKA).

4. IncrieKTyBaHHS 31MCHIOETbCA Y TAKUX BUIAIKAX:

y pa3i 3BepHEHHS 3asiBHUKA (TIPeJICTaBHUKA 3asBHUKA);

JUISL HEPE3UJICHTIB, SIK1 HE MatOTh OMIIIHHUX JOKYMEHTIB 11010 BIAMOBIIHOCTI
YMOB BUPOOHUIITBA JIIKAPChKUX 3ac00iB BUMoraMm GMP, Bu1aHuX yIIOBHOBa)KEHUM
opraHoMm kpainu — uneHa €C, Benukoi bpuranii abo kpainu, sika Mae yrogay mnpo
B3aemHe Bu3HaHHs 3 €C abo 3 YkpaiHoto;

y pa3i BIICYTHOCTI KoMl peecTpamiinux moceiguenb (Mmarketing
authorization), BumaHuX KOMIIETCHTHUM opraHoM kpainu €C, yNnOBHOBaXKCHHIA
opraH sikoi BuAaB OQIIHHUN TOKYMEHT I0JI0 BiMOBIAHOCTI YMOB BUPOOHHUIITBA
nmikapchbkux 3aco0iB Bumoram GMP, a0o BuJaHUX KOMIIETEHTHHUMH OpTraHaMH
iHmux kpain — uineHiB €C, Benukoi bputanii abo kpaiH, siki MalOTh yrojay mpo
B3aemHe Bu3HaHHA 3 €C abo 3 YkpaiHOw (MomaeThes Uil JTIKApChbKUX 3ac00iB,
BUPOOHUIITBO X04a O ojHIeT cTajli sIKMX 3MIHCHIOETHCS HE B KpaiHi — wieHi €C,
Benukoi bputanii abo B kpaiHi, sika HE Ma€ YroJu mpo B3aeMHe BU3HaHHA 3 €C
a6o 3 YKpaiHO1O, BKJIIOYAIOYM KOHTPAKTHI BUPOOHWYI NUIBHUII) (OKpIM HEepioay
Bu3HaHHa BOO3 xBopoOu maHIeMi€r0 Ta HaJI3BUYAHHOI CHUTYAIll€l0 B Taly3i
CBITOBOT OXOpPOHHU 3/IOPOB'S, 110 YHEMO>XJIHUBJIIOE MPOBEICHHS 1HCIEKTYBAaHHA 3a
MICIIEM TIPOBA/DKEHHS [ISUIBHOCTI, B TOMY YHCJl BpPaXOBYHOYH CaHITapHO-
eMieMI0JIOT1YHY CUTYAIIII0);

y pa3l HEMOXXJIMBOCTI BCTAHOBJIGHHS Y 3BITi, CKJIaJIEHOTO 3a pe3yJbTaTaMu
OCTaHHbBOI NIEPEBIPKHU, MPOBEICHOT YIIOBHOBAXXEHUM OpraHoM Kpainu — wieHa €C,
Benukoi bpuranii abo kpainu, sika Mae yromay mnpo 3aemHe BuzHaHHs 3 €C abo 3
VYkpainoto, iHdopmalii MmoAO0 JIKAPCbKUX 3ac00iB, SKI OyiauM mpeaMeToM
IHCTIEKTYBaHHS, B TOMY 4YHCJI 1HGOpMaIlii 11010 BUPOOHUYMX IMOTYKHOCTEH, Ha
SKUX 3IIMCHIOEThCS BUPOOHUIITBO Ta SKe OyJIO MPEeIMETOM I1HCIIEKTYBaHHS,
HAsIBHOCTI pO301KHOCTEH y 3BiTi Ta 10Che BUpoOHMUOI AltbHuI (Site Master File)
TOILLO;

y pa3i BigmoBu y Bumadi Ceprtudikaty a6o BuCHOBKY 3a pesyibTaTaMu
OCTaHHBOTO  IHCIIEKTYBaHHS, MpOBeAeHOro Jlepkiikcmyk0010 3rigHO I[HOTO
[Mopsinky, BUpOOHUYOI MIMBHUII, IO TOMA€Thes y 3asBi Ha Bumauy Ceptudikary
(3asBi Ha BWmaduy BHCHOBKY) 3 METOIO MiATBEPIXKCHHS BIIMOBIIHOCTI YMOB
Bumoram GMP;

y pa3l ONpUAHATTS PIMIeHh MIOAO BWIYYCHHS 3 00Ty B YCTAaHOBJICHOMY
MOPSAZIKY Cepiil JIIKapChKOTO 3aco0y, SKI BUPOOJSINCH HA JAaHIM MUTBHUII, IO
OB’ s13aH1 3 SAKICTIO JIKapChKOT0 3ac00y;

y pa3i BCTAHOBJICHHS I/l 4ac MPOBEICHHS €KCIIEPTH3U MOJAHNX JOKYMEHTIB
O3HaK KpUTHYHHUX TopymieHb BuMor GMP (30kpema, MOXKJIMBICTH BHPOOHHIITBA
JTIKapChbKUX 3aCO0IB KPUTUYHOTO PIBHS PU3UKY Ta/ab0 JIKapChbKUX 3aco0iB
BHCOKOTO CTYMNEHS PU3MKY HA OJHUX 1 TUX CaMUX BUPOOHHMUYUX HIHIAX ab0 iX
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BUPOOHHUIITBA B YMOBAaX, L0 MOXYTh NPU3BECTH IO MEPEXPECHOI KOHTaMIHAIIl,
a00 BHUPOOHHUIITBO LMX JIKAPCHKUX 3acO0IB HE BIAMOBIJA€ BCTAHOBJICHUM B
VYkpaidni BUMOram TOIIO), BHACIIJIOK YOTO BUPOOHMIITBO MOXKE OYTH BH3HAHO
TakuM, 10 He BinnoBimae Bumoram GMP, abo o3Hak BUpOOHUIITBA
(danbcudiKoBaHUX JIKAPCHKUX 3aCO01B.

5. [Ins 3a1iicHEeHHS 1IHCIIEKTYBaHHS, €KCIIEPTU3, BUKOHAHHS OKPEMUX POOIT Yy
chepi NiATBEPKEHHSI BIATIOBITHOCTI, BUBYCHHSI OKPEMUX MUTaHb, K1 BUMArarTh
cHemianbHUX 3HaHb, Jlepkiikciyx0a MoXe 3aly4aTd YIIOBHOBa)KE€HI OpraHizaii,
YUEHHUX Ta (PaxiBUIB (3a iX 3r0010).

6. [HcriekTyBaHHS 3MIIACHIOETHCST BIJMOBIAHO JO 3aTBEPKEHUX IUIAHY Ta
nporpamMu IHCIEKTYBaHHsS, € BH3HAYEHO METY, O0'€KTH, JaTh MPOBEICHHS
IHCIIEKTYBaHHS, MPU3HAYEHO IHCIEKTOopa abo rpymy iHcnekTopiB. Komii miany Ta
IpoTrpamMy iHCTIEKTYBaHHS HAa/laloThCs 3assBHUKY a00 MpPEICTaBHUKY 3asBHUKA abo
HaJCWIalOThCs (hakcom, 110 3a3HaueHui B 3asaBi Ha Buaauy Ceprudikara (3asBi Ha
BUauyy BucHOBKY), a00 B CKaHOBaHOMY BUIJISAI EJIEKTPOHHOIO IOIITOI 3a
MICIIe3HaXOPKeHHsIM 3asBHHUKa (TIpeICTaBHUKA 3asBHHUKA) Y CTPOKH, BH3HAUEHI
posaiinom III niboro Tlopsnky.

[lpy cximagaHHi TUTaHY Ta TPOTPaMHM  IHCTIIEKTYBaHHS BPaXOBYIOTHCS
iHbopMallis 1010  Pe3yNbTaTiB  MPOBEACHHS  IHCHEKTYBaHb 3  OOKY
Jepxiaikenyx0u, y TOMY YHCII TPH 3alydeHHl YNMOBHOBAaXEHUX OpraHizalliu,
ydeHuX Ta (axiBIliB, JaHOT BUPOOHUYOT AITBHUIII 32 TIOTIEPEIH1 POKU Ta HAsSBHICTh
JOKYMEHTAJIbHUX MIATBEP/KEHb YCYHEHHSI KPUTUYHUX, CYTTEBUX Ta HECYTTEBHUX
MOpYIIEHb, BCTAHOBICHUX Jlepirikcmyk00r0 TiJ Yac IUX I1HCIEKTYBaHb.
[lepeBipka ycyHeHHs MOpYIIeHb MOBUHHA OyTH BKJIIOYEHA 10 IJIaHy Ta MporpamMu
IHCTIEKTYBaHHSI, KpIM BHUIIQJKIB, SIKIIO Il iHGoOpMaIis Bxke Oyia MpeaMeToM
nepeBipku 3 00Ky JlepKITiKCITyKOu.

[Inan Ta mporpaMa iHCHEKTyBaHHS MMOBHHHI OXOIUTIOBATH BUPOOHMYI 30HH,
30HM KOHTPOJIO SKOCTI, Yy TOMY YHCII MpU 3IIMCHEHHI KOHTPOIIO SKOCTI 3a
KOHTPaKTOM (JIOTOBOPOM) aKTUBHHUX (hapMareBTUUHUX IHTPEAIE€HTIB, MPOTYKIIii
«in-bulk», cTazgii ceprudikailii cepii JiKapcbKUX 3ac00iB Ta TOTOBUX JIKAPCHKHUX
3aco0iB, CKJIQJChKI 30HHM, Y TOMY YHCJII NpHU KOHTPAKTHOMY 30epiranHi (3a
JIOTOBOPOM) CUPOBHUHH, IMAKyBaJbHUX MaTepianiB, MpoAyKIii «in-bulk» Ta roroBux
JKapChKUX 3aC001B TOMIO.

7.Ilin 4vac IHCHEKTYyBaHHS IHCIEKTOp Mae (QikcyBaTd (akTh, 110
MIATBEP/KYIOTh BIAMOBIAHICT YMOB BUPOOHHIITBA JIIKAPCHKUX 3aC00iB BUMOTaM
GMP, a Takox BuUsABICHI B X0l iHcmekTyBaHHs mopymeHHs GMP. Ilix dgac
MPUCBOEHHS  Kiacu@ikaiii BHSIBICHOMY TMOPYIICHHIO 1HCIIEKTOpP IOBUHEH
KOPHUCTYBATHCS alTOPUTMOM, BHKJIaaAeHUM y noaatky 10 mo mworo Ilopsiaky, me
HaBEeJICHI, SK MPUKIIAIW, HAHOUIBII TUTIOBI MOPYIIEHHS, K1 BUSABISIOTHCS T Yac
IHCIIEKTYBaHHS, Ta iX MOXJIMBa KiacU(iKaris, BUXOISYH 13 OIIHKH PU3MKIB IS
narieHTa. J[aHwii mepenik HE € BHYEPIHUM Ta 3a HEOOXIMHOCTI MOXYTh
JI0JTaBaTHUCS TOAATKOBI TOPYIICHHS.

8. Slkmo Ha BHUPOOHMIITBI, SKE IHCIEKTYETHCS, BHUITYCKAIOTHCS JIIKAPCHKI
3acOo0M BHUKJIIOYHO HU3BKOTO PIBHS PHU3HKY, TO BHUSBICHUM MOPYIICHHSM,
BpaxoBywoun airoput™m 3rimHo gomatky 10 mgo mporo Ilopsiaky, 3a3Buuaid
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Kjacu@dikamis KpUTUYHUX MOPYUIEHb HE MPUCBOIOEThCA. I TakuxX BUPOOHUUTB
10 KPUTUYHMX MHOPYIIEHb MOXYTh OYTH BIJHECEHI TUIBKM BUHSATKOBI CUTYyaIlli,
TaKl SIK: HABMHUCHA Mipo0OKa, BUKPUBJICHHS JaHUX, Paibcudikaiiis mpoaykiii abo
JaHUX; LIMPOKO IMOIIMPEHE MepexpecHe 3a0pyIHEHHS; 3apa’kKeHHs/iHBa3is abo
aHTUCaHITap1s.

[Ipu miaBumieHH1 y 3BITI Kjacudikaiii MOpyIIeHb, sIKa € BIAMIHHOIO BiJ
anroputMy 3rizHo noaarky 10 nmo uporo Ilopsiaky, iHcmekTopom Mae OyTH
MIpe/ICTaBlICHE HAJIe)KHE OOIPYHTYBAHHS IM1IBUILIEHHS KIacu(ikaiii.

O.1lpu BUSIBJIEHHI B XOJ1 IHCHEKTYBaHHA KPUTUYHUX MOPYIIEHb, B TOMY
YUCJIl TaKuX, 10 Oyl 3a3HAau€Hl B MYHKTI 8 I[bOTO pO3ally, el (QakT HeraiiHO
JIOBOJIUTHCS 1THCIIEKTOPOM JI0 BiJIoMa KEPIBHUIITBA BUPOOHUKA, [0 IHCTIEKTYETHCS.
KepiBuuirpo Jlepkiaikciy»O0u TakoX MOBHHHO OyTH MpoiH(OpMOBaHE MpoO 1ie
HEBIIKJIAIHO.

Y pasi BHUSBICHHS KPUTHYHUX IOPYIIEHb B MPOIECi IHCICKTYBaHHS IS
OOrOBOpEHHSI TaKUX TMOPYIIEHb TMPOBOJMWTHCS Hapajaa 3 TNpeICTaBHUKaAMU
BUpOOHMKA y JHI, KOJM Taki MOpYyIIeHHS BusBieHl. Ha wiii Hapanal BUsBIEHI
MOPYIICHHS JOBOJATHCS J0 BiJOMa YIIOBHOBa)XKEHOTO MPEICTABHUKA BUPOOHUIITBA
Ta/ab0 KepiBHUKA BUPOOHMKA, 110 1HCIIEKTYEThCSA. BUPpOOHUK Mae mpaBo HajaTH, a
IHCTIEKTOp  3000B’S3aHWI  PO3MVIIHYTH  JOKYMEHTH Ta  MaTepiaiad, 1o
HiATBEP/KYIOTh YCYHEHHsI TMOPYIIEHb y XOJ1 MepeBipku abo CHpPOCTOBYIOTh
BUIIICBKA3aH1 MTOPYIIICHHS.

10. YV pa3i oOrpyHTOBaHOTO BHCHOBKY IHCIIEKTOpa Ta/ab0 ekcmepra Ta
IPUIHATOTO BIAMOBITHOTO pimieHHS JepITKCayk0010 100 BiJIMOBH y BHIAYl
Ceptudikara a6o BucHoBky [lepxmikciayx0010 MOXYTh OYTH BXUTI 3aX01u
BIJIMOBIIHO JI0 3aKOHOJABCTBA OO0 3YNMHUHEHHS 00Iry TaKuX JIIKapChKUX 3ac00iB
710 YCYHEHHSI TIOPYIIEHb.

11.3a pesynpraTamMy I1HCIEKTYBaHHA 1HCHEKTOp CKJajgae 3BIT 3a
pe3ylbTaTaMH 1HCIIEKTYBaHHS (naimi — 3BIT). 3BIT CKIAJAETBCS YKPATHCHKOIO
MOBOIO y JBOX MPUMIpHUKaX 3a (popmoro, HaBegeHOW B goaatky 11 mo 1wporo
[Topsiaky. JlogaTkoBo /Isl HEPE3UIASHTIB 3BIT Ta HOTO IMepeKIiall aHTINChKO abo
POCIHCBKOI0O MOBaMH MOXYTh OyTH O(OpMIIEHI y CTPOK HE IMi3Hime HiK 15
poOoUMX JHIB 3 THA CKJIaJIaHHA 3BITY YKPaiHCHKOIO MOBOIO.

3BIT MOBHHEH MICTUTH BHCHOBOK IIIOJO0 BIANOBIZHOCTI a00 HEBIAMOBIIHOCTI
BUPOOHHUIITBA (BUPOOHUYOT JUTHHUIII (BUPOOHUUYUX NUTHHUIIB), Ta/a00 BUPOOHUIHMX
TiHIA, Ta/ab0 BUPOOHUIITBA OKPEMUX JIIKApChKUX 3ac00iB Tomo) Bumoram GMP, y
TOMY YHWCJIl YCYHEHHsI a00 HEYCYHEHHS MOpyIieHb BiAMOBiAHOCTI BuMmoram GMP
TOIIO, Ta PEKOMEHAAIlT iHCTIeKTopa/iHcTeKTopiB moa0 Bumadi Ceptudikara adbo
BucnoBky a6o BinmoBu y Bugadi Ceprudikata abo BUCHOBKY, sIKi pO3TIISAIOTHCS
M1 9ac MPUAHATTSA piteHHs JepxIrikcayk00ro.

VY pa3i HeHagaHHS 3asBHUKOM Ta/ab00 BUPOOHUKOM IHCTIEKTOPY/IHCIIEKTOpaM
Bciei HeoOXximHoi iHdopMamii 3 METO TPOBEAEHHS  IHCIICKTYyBaHHS,
He3a0e3MeUYeHHs] MOXKIIMBOCTI TMPOBEACHHS OTJISAYy BUPOOHWUYHX, TOTIOMDKHHX,
CKIAJChKMX  TPUMINIEHb, OOJaAHAHHSA, 30H KOHTPOJI  SKOCTI  TOIIO,
HE3a0€3MEeUEeHHS] MOXJIMBOCTI 1HTEpPB’IOBAHHS MPEJICTaBHUKIB  (IIEPCOHANY)
BUPOOHUKA,  MEPEUIKOJKAHHA  IHCIEKTOPY/IHCIIEKTOpaM Yy  MPOBEACHHI
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IHCIIEKTYBaHH, B pa3l MPUCYTHOCTI MiJ 4ac IHCIEKTYBAaHHs TPETiX oci0, 1m0 HE €
oQiIiHUMU TNpeaCcTaBHUKaMU 3asiBHHKA Ta/ab00 BUPOOHHKA, OYyIb-SKHX IHIIHUX
Jifi, 10 BIUIMHYJIM HA TPOBEJACHHS IHCTICKTyBaHHA B 00’€Mi 3rigHO i3
3aTBEP/KEHUMH IIJIAHOM Ta MPOTrpaMoro, iHCIEKTOP/IHCIIEKTOPH MOBHHHI MPO 1Ie
3azHauyuTH y 3BiTi. Llg iHpopmarlis moBuHHA OyTH BpaxoBaHa Mija yac popmMyBaHHs
y 3BiTi YITKOTO BHUCHOBKY IIOJAO BIAMOBIAHOCTI a00 HEBIANOBIAHOCTI YMOB
BUPOOHUIITBA JIIKAPCHKUX 3aC001B (BUPOOHUYOT AUTBHUII (BUPOOHUYUX AUTHHUIIB),
Ta/ab0 BUPOOHMYUX JiHIM, Ta/ab0 BUPOOHMIITBA OKPEMHUX JIKAPCHKUX 3ac001B
Toro) Bumoram GMP.

12. O0roBopeHHs1 Ta y3arajdbHEHHS BUSBICHHUX Y MPOLECI IHCHEKTYBaHHS
nopymieHb Ta ix kimacudikamisa 3rigHo 3 gomatkoM 10 mo 1mworo I[lopsiaky
3MIACHIOIOTHCA 1HCIEKTOPOM/IHCIIEKTOpaMHM Ha 3akKJIOYHIA Hapadl Mg yac
IHCTIEKTYBaHHS 3 TMPEICTABHUKAMU BUPOOHUKA, a TAKOX OTOJIONIYEThCS 3arajbHUN
BUCHOBOK 1HCIIEKTOPA/IHCIIEKTOPIB IIOJ0 BIAMOBIAHOCTI YW HEBIAMOBIAHOCTI
BupoOHUIITBa BUMoram GMP.

VY pa3i HasgBHOCTI 3ayBaK€Hb IOJI0 MPOBEJEHOIO IHCIEKTYBaHHS Ta/abo
knacudikamii  MOpPYyImIeHh BOHH  MOXYTh OyTH  BHUKIQJACHI  3asBHHUKOM
(npencraBHUKOM  3asBHMKA) Ta/a00 BUPOOHUKOM Yy MPOTOKOJI  Hapaau
YKpaiHChKOI0, POCIACHKOI0 a00 aHrJIiChKOI0 MOBaMU. Y I1bOMY BHUIAJKY
NPOTOKOJ Hapagu IMiyisirae 0OOB’S3KOBOMY pO3TJISAy Ta BpaxyBaHHIO IIpH
po3risani  Jlepkiikcayk0010 3  METOK NPHHHATTS PIMICHHS MpO BUAAYY
Ceprtudikara abo BucnoBky abo BiIMOBY B iX Buadl.

13. Ilpu BuUsABNEHHI MM Yac I1HCHEKTYBaHHA KPUTUYHUX TOPYIICHb
BupoOHHUIITBa BuUMOr GMP iHCHekTOpy/iHCIIEKTOpaM BUPOOHHUKOM HETalHO
NOBUHEH OyTH HaJaHUH TUIaH KOPUTYBAJbHUX Ta 3aIO0ODKHUX 1M 010 YCYHEHHS
BUSIBIICHUX KPUTUYHUX TIOPYIIEHb, SKUM Hagami JOOHA€TbCsl 1O TEPIIOTO
NpUMIpPHUKA 3BITY 3a pe3yjbTaTaMH 1HCIIEKTYBaHHS.

14,V pa3i ycyHeHHS BHUPOOHHMKOM TMOPYIIEHb TiJ] Yac I1HCIEKTYBaHHS
THCIIEKTOPY MOBUHHI OYTH Ha/aH1 KOMii HaJIe)KHUM YHMHOM 3aBIpEHUX BUPOOHHKOM
JOKYMEHTAJIbHUX MiATBEPIKEHB iX YCYHEHHs, IPO 110 MOBUHHO OYyTH 3a3HAYECHO Y
3BiTi. [Ipu npoMy y 3BiTI BUKJIQJAIOTHCS OMKC MOPYIICHHS, KiIacu(ikallis, OMHC
Il BUpOOHMKA IIOJ0 YCYHEHHS LIbOTO MOPYIIEHHS, a TaKOX 3a3HAYAETHCS PO
dakT #oro ycyHeHHs TiJ Yac IHCIEKTyBaHHA. Y BHCHOBKaxX 3BITYy OKPEMO
3a3HAYAIOTHCS KITBKICTh Ta Kiacu@ikallis TOpYIIeHb, IO YCYHYTI Mg Yac
IHCTIEKTYBaHHSI.

Haganust BUPOOHWKOM KOMii JOKYMEHTAIBHUX MIATBEP/KEHb YCYHEHHS
MOPYIICHh TOBUHHO BpPAaxXOBYBaTH Yac, HEOOXIMHUU JUIsi iX OIIIHKH 3 OOKYy
IHCTIEKTOpa, Ta HE TMEpPeNIKO/HKaTH TPOBEJAEHHIO I1HCHEKIii 3TrigHo 13
3aTBEpKCHUMU TUTAHAMH Ta MPOTPaMaMHK 1HCTICKTYBaHHS.

15. Onun npuMipHUK 3BITY HATA€ThCS 3asBHUKY (MPECTABHUKY 3asBHUKA).
Hpyruit npumipHuk 3BiTY Ta Marepiaau IHCIIEKTYBaHHS 30epiraloTbcs B
Jepiikemyx0i mMpOTATOM I’ SITH POKIB Mmicis 3akiHYeHHs cTpoky aii Ceprudikara
a00 BucHoBky.

16. Jlo npyroro mpumipHHKa 3BITY TOAAIOTHCS:

IJIaH 1 IporpamMa iHCIEKTYBaHHS;
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MPOTOKOJIA Hapau 3a (OpMOIO 3TiIHO 3 nojgaTtkoM 12 no mworo [opsaky;

ayJi0o- Ta BijeoMarepianu (3a HasiBHOCTI);

MPOTOKOJ OIL[IHKA PHU3UKIB LI0JI0 PO3PaxyHKY CTPOKY HACTYNHOI IHCIEKI[Ii
BUPOOHHUIITBA JIIKAPCHKOT0 3ac00y Ha BinnoBiaHICTh BuUMoram GMP;

KONli HAJIEKHUM YMHOM  3aBIPEHMX BHUPOOHHUKOM  JOKYMEHTAJIbHHX
MIATBEPIKEHb YCYHEHHS IiJ 4Yac IHCIEKTYBaHHS MOPYIIEHb (AKIIO MpOo Le
3a3HA4YEHO B 3BiT1) TOIIIO.

17.flxkmo B mporeci 1HCHEKTYBaHHS Oylio BigiOpaHO 3pa3ku s
71a00paTOPHOTO aHaJI3y iX AKOCTI, A0 3BITY J10JAIOThCS:

aKkT B110OpY 3pa3KiB MPOYKIIi;

HAIPaBJICHHS HA BUTPOOYBaHHS;

MPOEKT METOJIB KOHTPOJIO SKOCTI JIKApPChKOTO 3aco0y, IO HaIaeThCs
3asBHUKOM (TIPEICTAaBHUKOM 3asiBHHKA);

NUCBMOBUM BHUCHOBOK aTecTOBaHOI BiAmoBinHO a0 [lopsanky mnpoBeaeHHs
rajxy3eBoi arectailii jabopaTopiii 3 KOHTPOJIO SKOCTI Ta Oe3MeKHu JIIKaApChKUX
3ac00iB, 3aTBEPAKEHOr0 Haka3oM MiHICTEpCTBa OXOPOHM 30POB’Sl YKpaiHu Bin
14 ciyns 2004 poxy Ne 10, 3apeectpoBanoro y MiHicTepcTBI OCTHUIlT YKpaiHu
30 ciuns 2004 poky 3a Ne 130/8729, naGopatopii mpo sIKICTh cepii JIiIKapChbKOro
3acoOy (micis HaJaHHS HOTo 3pa3KiB).

V. llopsinok NpUiiHATTSA pillIeHHs NPo BUAa4y a0o BiIMOBY y BUAaUi
Ceprudikara adbo BucHoBky

1.V pa3i npuiHATTS MO3UTUBHOTO PIIICHHS 3a pe3yibTaTaMH MPOBEIEHOT
crerianizoBaHoi exkcneptusu Jlepxiikcinyx6a Hanae 3asBHUKY BuUCHOBOK Yy
cTpokw, 3a3HadyeHi y po3aimi II nporo Tlopsaky.

BucHoBok Jlepxitikciay>kOu BUIAETHCS HAa CTPOK i1 OQiiifHOTO JOKyMEHTa
II0JI0 BIJAIMOBITHOCTI YMOB BHPOOHHUIITBA JIKApChKuX 3aco0iB Bumoram GMP,
BUJIAHOTO YIIOBHOB)XXEHUM OpraHoMm kpainu — uieHa €C, Benukoi bputanii abo
KpaiHu, sika Ma€ yroay mnpo B3aeMHe Bu3HaHHsA 3 €C a0o0 3 YkpaiHoro.

Crpoxk aii BUcHOBKY mpoIoBKY€eEThCS JlepKITIKCIyK0010 10 MIECTH MICSIIIB Y
pa3i HajgaHHsA 3asBHUKOM (TpEJCTaBHUKOM 3asBHHKA) iHdopmalii Bix
YIOBHOBR)XXCHOT'O OpraHy, KM BUAaB OMIIIHHAN TOKYMEHT IIOJO0 BIIMOBIIHOCTI
YMOB BHUpPOOHHIITBAa JiKapchkux 3aco6iB BumMoram GMP, mpo 3ammanoBane
IHCTIEKTYBaHHS BUpPOOHWKAa Ha BiamoBimHicTh BuMoram GMP abo indopmarii
IOJI0 3aIUTAHOBAHOTO TOJIOBKEHHS YHNOBHOBRXEHHUM OPTaHOM OQIIIHHOTO
JOKYMEHTA II0JI0 BiMOBITHOCTI YMOB BUPOOHHIITBA JIIKAPCHKUX 3aC001B BUMOTaM
GMP nHa ocHOBI mporeAypHy aHATI3y PU3HKIB, PO 110 JlepxiTikciayk0a TUCEMOBO
noBigoMIisi€ 3asiBHUKY (TIPEICTAaBHUKY 3asBHHUKA) y CTPOK HE Ounbime 20 poOoumx
JTHIB.

3a HeoOximHOCTI Jlepkmikcmyx0010 MOke OyTH HAMpaBICHUH BiIMOBIIHUN
3aluUT J0 KOMIETEHTHOro0 Oprany kpainu — wieHa €C a00 KOMIETEHTHOT'O OpraHy
iHmmx kpain — wieniB €C, Benukoi bpurtanii abo kpaiH, SKi MarOTh Yyromy mpo
B3aeMHe Bu3HaHHA 3 €C abo 3 YkpaiHOIO, Ta YIOBHOBAa)KEHUI OpraH sIKOi BUJAB


http://zakon3.rada.gov.ua/laws/show/z0130-04
http://zakon3.rada.gov.ua/laws/show/z0130-04
http://zakon3.rada.gov.ua/laws/show/z0130-04
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OQIIIAHUN JOKYMEHT IIOJO BIAMOBIAHOCTI YMOB BHUPOOHHUIITBA JIIKAPCHKUX
3aco6iB Bumoram GMP.

2.Y pa3l HaABHOCTI OOIPYHTOBAaHMX 3ayBaxkeHb 3 OOKy 3asBHUKA
(npencraBHuka 3asBHUKA) Ta/ab00 BUPOOHHUKA 1IOJ0 MPOBEACHOTO 1HCTIEKTYBAHHS
Ta/abo Kimacudikauii MNOpylieHb 3agBHUK (IpeACTaBHUK 3asiBHHKA) Ta/abo
BUPOOHHMK MOXKE€ HampaBUTU [0 JlepxIiKCay>kOuM BIANOBIIHE MHUCHMOBE
MOBIAOMJICHHS HE MIi3HIIIEe 5 poOOYMX AHIB MiCIs NPOBEJAEHHS 1HCIEKTYBaHHS, SIKE
JUISL PO3TJIA/lY HANPABISAETHCA IHCIIEKTOpPAM, SIKI MPOBOJMIM 1HCHEKTYBaHHS, Ta
PO3MIISAAETHCS B MOANIBIIOMY Ha 3aciiaHHi pobouoi rpymnu Ta Jepxiaikenyx00t0 3
METOI0 MPUUHATTS PILIEHHS 1[0J10 BUa4yl abo HeMOxJuBOCTI Bujaui Ceprudikara
a0o0 BucHoBKy, ske mpuiiMaeTbcsi B CTpPOoK g0 15 pobouux AHIB Bim JaTu
HAIXOJ/KCHHS TAKOTO TIOBITOMJICHHS 110 JepiKITiKCITy KOH.

[Ipu posrasal epamikenyx0010 OOIPYHTOBAaHUX 3ayBaKeHb y poOOUYOMY
3aciJlaHHl MOKe OpaTh y4yacTh 3asgBHUK Ta/ab0 BUPOOHUK, Ta/abo iX Mpe/ICTaBHHUK,
SKIIO Take Oa)kaHHs 3a3HAauYeHEe B MOBioMJeHHI. /[aTa Ta Yac MpOBEICHHS TaKOTO
3aciJlaHHs MOBIIOMIISIIOThCS Jlepaitikcinyk00t0 Ha odiliiHOMY cailTi He Mi3Hille,
HIX 32 3 poOOYHUX JIHI 10 IPOBECHHS 3aCiJaHHS.

3a pe3ynbpTaTaMu po3risny 3BiTy Ha poOouux 3acigaHHaX [epximikcnyx060ro,
BPaxOBYIOUM 3ayBakKeHHsT 3 OOKy 3asBHMKA, Ta/ab0 BHUpOOHMKA, Ta/abo iX
NpeJICTaBHUKA, pO3MVISAY  JOJATKOBHUX,  3aBipeHUX  3asBHMKOM, Ta/abo0
BUPOOHMKOM, Ta/ab0 1X MPEACTAaBHUKOM JOKYMEHTAJIBbHHX MiATBEPIKEHb
YCYHEHHS TOpYIIeHb TOIIO 3BIT MOXe OyTH MOBEpPHYTO IHCHEKTOpy(am) Ha
JIOOTIpaIfOBaHHs CTpOKOM He Oubiie Hik 10 pobouux mauiB. Yac, moTpiOHUN 1JIs
JIOOMpaIlfOBaHHs 3BITy, HE BKJIIOYAE€THCS A0 CTPOKIB OGOpMIIEHHS Ta BHAayl
Ceptudikara abo BucHoBky.

PesynpraT po3risgy 3ayBakeHb MOBIAOMIISIIOTBCS  3asgBHUKY, Ta/abo
BUPOOHUKY, Ta/abo iX MpenCcTaBHUKY JIMCTOM 3a 3a3HauyeHUM y 3asiBi Ha BHUAAUY
Ceptudikara (3asBi Ha Buaady BUCHOBKY) MICIIE3HAXOHKCHHIM HE MI3HIIIE HIXK
gyepe3 5 podounx JHIB 3 JHS NMPUUHATTS pileHHs JepKiIikcayk00r0 moa0 BHaadi
a6o BimMoBu Yy Bmmadi Ceprtudikata abo BucHoBky. VY pasi Hesroam 3
pe3ylbTaTaMi 3ayBaK€Hb 3asBHUK (MpENCTaBHUK 3asBHUKA) Ta/abo BUPOOHUK
MarTh MPaBO OCKApXUTH Taki Aii JlepKIikciykO0u B TOPSJIKY, BCTAHOBIICHOMY
3aKOHOJIaBCTBOM Y KpaiHH.

3. 3a pesynbTatamMu po3risAy Ha poOodomy 3acimanai Jlepxkiaikemyxou 3BiTy
3 BpaxyBaHHSM BHCHOBKIB 3a pe3yJbTaTaMH I1HCIEKTYBaHHS Ta PEKOMEHJAIlIN
IHCTIEKTOPA/ITHCIIEKTOPIB, HAJAAHUX JOKYMEHTAIbHHX MIATBEPIKEHb YCYHCHHS
MOPYIICHb, PE3yAbTaTIB PO3IIISANY 3ayBakKeHb 3 OOKy 3asBHHMKA/BHUpOOHHKa (3a
HAsSIBHOCTI), PE3yJIbTATIB MPOBEICHUX eKkcrepTu3 Tomo Jlepkiikcnyxba mpuiiMae
pimeHHs moa0 Buaadi abo BimMoBu y Bumadi Ceprudikata abo Ceptudikartis (y
pa3i HEOOXiTHOCTI TpPH I1HCIEKTYBaHHI PI3HUX JIKAPCHKUX (GOpM TOIIO), abo
BucHOBKY, npo 1110 MUCEMOBO MOBiAOMIIsE 3assBHUKA a00 MPEACTaBHUKA 3asBHUKA
Ta BUJA€E 3BIT.

Bunaua Ceprudikaty/CeptudikatiB ab0 BUCHOBKY 3mIHCHIOETBCS MICIS
HaJlaHHsA BUPOOHUKOM/3asBHUKOM 110 Jlep KIIKCIyXKOM BiAMOBIAHO 10 MYHKTY
11 uporo po3auly NPUUHATHOIO IJIAHY KOPUTYBAJbHUX Ta 3alMOODLKHUX MM 11070
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YCYHEHHSI BHSIBICHHX IMOPYIICHb 3a PE3yJbTaTaMH IHCIEKTYBaHHS BHPOOHUYHX
IOUIBHUIB @00 OKPEMUX JIIKAPChKUX 3aC001B.

Ctpok HacTymHOI IHCMEKIlii Ha BIAMOBIAHICTH BUpOOHUIITBA BuMoram GMP
PO3PaXOBYETHCS BIAMOBIIHO JO METOAOJOTIT MPOBEIECHHS aHaji3y 3rAHO JOJATKY
15 mporo Ilopsiaky Ta 3a3HA4Ya€TbCS B OKPEMOMY MPOTOKOJI, SKMHA TOTYETHCS
IHCIIEKTOPOM/IHCIIEKTOpPaMH TICHsI MPOBEICHHS IHCIEKTYBaHHS Ta MOJAETHCA 10
Hepxiikenyx0u pa3om 31 3BiToM. OcTaToyHe PIIIEHHS 1100 HACTYIHOI'O CTPOKY
IHCIIEKTYBaHHA NpuiiMaeTbest Jlepxiikeayxk0ot0. CTpOK HACTymHOI IHCHEKIIIi
MMCBMOBO MOBIIOMJISITECS 3asBHUKY (IIPEACTaBHUKY 3asiBHHUKA) M1 4ac HaJaHHs
3BITY.

Crpox nii Ceprudikara CTaHOBUTH TPH POKH BiJ JaTH MPOBEACHHS
IHCIIEKTYBaHHS Ta MOKe OyTH CKOPOUEHHUM 3a PEKOMEHJIALI€I0 THCIEKTOPIB 3T1IHO
NPOTOKOJY OIIIHKK PHU3HKIB IMOAO PO3PaXyHKYy CTPOKY HACTYMHOI i1HCIEKIii
BUPOOHUIITBA JIIKAPCHKOTO 3ac00y Ha BiMOBIAHICTH BuUMoram GMP.

VY pa3si, K0 CTPOK HACTYIHOI IHCIEKIlI BU3HAYEHO Yepe3 piK Ta MEHIIe
micJ/isl MPOBEACHHS 1HCTIEKTYBaHHS, JepaITKCIy)0010 MOBIIOMIISIETHCS 3asBHUKA
(npencraBHUKa 3asBHMKA) TMPO HEOOXITHICTh MOro MpoBeACHHS. 3asBHHUK
(mpeacraBHKKa 3asBHHKA) mojgae 10 Jlepximikcay:xOu odimidaui auct (pasom i3
3asBoro mpo Bumady Ceprudikata B I0JaTKy [0 JUCTa) IMOAO 3rOJAM Ha
NPOBE/ICHHS 1HCIIEKTYBaHHS, B TOMY YHUCII 3aJiTHUX KOHTPAKTHUX BHUPOOHUYMX
JIUIBHMIIG, J1A00paTOpiii 3 KOHTPOIIO SAKOCTI TOJOBHX JIKapChbKUX 3ac00iB,
npoaykiii in-bulk ta aktuBHUX (apMaleBTUYHMX IHIPEHIEHTIB Ta KOHTPAKTHHUX
cknaniB. KomrekT mokymeHTiB a0 3asBu mpo Bupauy Ceprudikata B 1IbOMY
BUTIAJKYy HE IMOJAEThCs, BOAHOYAC, JlepiITIKCIYK00I0 MOXYTh BUMAaraTucs
peecTpalliiHi Marepiaii Ha 3apeecTpoBaHi JIKapchki 3acobu B YKpaiHi,
OHOBJICHHH TIEPEIIIK JIIKAPChKUX 3ac001B, Y TOMY YHCIII Ha €JIeKTPOHHOMY HOCII,
Jlocke BUPOOHHMYOI AUTHHUIN 11 YCTAaHOB 3 OTpUMAaHHA IUia3Mu Ta/abo Jlocke
BUPOOHUYOT AUTBHHMIT TSI MICIIb 30€piraHHs IJ1a3MH TOIIIO.

4. Tlpo Bumauy Ceptudikara ab6o BucHoBKky mpuUMaEeTbCAd Hakas
Hepxiikcnyx6u. Jlo Ceprudikara abo BUCHOBKY 101a€ThCS TEPENTIK JIKAPChKUX
3aco0iB, 3apeecTpoBaHUX a00 JIKAPCHKUX 3ac00iB, IO 3HAXOIATHCSA B IMPOIECi
peecTpallii/BHeCeHH1 3MiH, 3rimHO 3 goaatkoM 13 mo mporo Ilopsaky (mami —
[lepenik mikapchbkuX 3ac00iB), KUl € HEBin eMHOIO yacTuHOIO CepTHdikata abo
BucnoBky.

5. [Ins pe3unieHTiB y pa3i aHYJIIOBAaHHSA JIIEH311 Ha BUPOOHUIITBO JTIKAPCHKUX
3aco0iB Takox aHymtoeTbes CepTudikar.

6. Y pasi HeratuBHOro pimenHs Jlepxiikciayx6a iHpopmye 3asBHUKA PO
BMOTHBOBaHY BiiMOBY y Bunadi Ceptudikata abo BUCHOBKY y cTpokH, 3a3HaueH1
y po3aini I ieoro Topsnky.

VY pa3i Hesromm 3 pimieHHSIM JlepITIKCay>KOM MI00 BIAMOBH y BHAadl
Ceptudikata abo BucHoBKy 3asBHHK Ma€ MpaBO OCKApKUTH TaKy BIIMOBY Y
CYZOBOMY MOPSKY.

7. Pimennss mnpo BiamoBy y Bumaui Ceprtudikata abo BucHoBky
opopMIISIETHCST HaKa3oM JlepaIiTikeny k0 Ta MpuiMaeTbesl y pasi:
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BUSIBJICHHSI HEJIOCTOBIpHUX BimoMocTel y 3asBi Ha Bumauy Ceprtudikara
(3asiBi Ha Bujgauy BucHOBKY) a00 JOKyMEHTaX, IO JOJaBajuCsi 10 3asBU Ha
Bugayy Ceprudikata (3asBu Ha BHAadyy BHCHOBKY) BIANOBIZHO [0 LBOTO
ITopsanky;

BUSIBJICHHS B X011 1HCIIEKTYBaHHS HABMHUCHOI MiIPpOOKH, BUKPUBIICHHS JAHUX,
danscudikaiii mpoaykiii abo gaHux;

BCTAHOBJICHHSI KPUTUYHOTO/KPUTUUHUX MOpYIIEeHHs/mopyiienb BuMor GMP
3a pe3yibTaTaMH 1HCIEKTYBaHHA Ta iX HEYCYHEHHS B XO/1 IHCTIEKTYBaHHS;

SKII0O B XOJl I1HCIEKTYBaHHS BCTAaHOBJEHI 4YHUCJIEHHI (HE MeHIe 6 Yy
CYKYMHOCTI, [0 KOHKPETHUX MpernapaTax abo mpoiecax) CyTTeBl MOPYLIEHHS, AKI
CBiT4aTh MPO TE, IO BUPOOHMK HE KOHTPOJIOE HAJICKHMM YHUHOM IIPOIIECH Ta
BUPOOHHUYI Omepallii;

SIKITO B XOJ11 THCTIEKTYBaHHS TOBTOPHO BCTAHOBJIEHO, IO OUIBIIICTh CYTTEBUX
Ta HECYTTEBUX TOPYIICHb, $KI OyJdM BCTAaHOBJEHI B XOJl TMOMEpPEIHIX
IHCMIEKTYBaHb, HE YCYHYTI, L0 CBIIYUTh NpPO Te€, IO BUPOOHUK HE BIKUBAE
HAJIGKHUX 3alMOo0DKHUX Ta KOPUTYBAIBHUX i 3a pe3ysibTaTaMH TOMEPEIHBOT
THCTICKIIIT;

SKII0O B XOJAI 1HCIEKTYBaHHS TIOBTOPHO BCTAaHOBJICHO, IO KPHTHYHI
NOPYIIEHHS, SIK1 OYyJIM BUSIBJICHI B XO1 MOMEPEIHIX 1HCIIEKTYyBaHb, HE YCYHYTI, 1110
CBIIUUTHh TMpPO Te, IO BHUPOOHUK HE BKUBAE HAICKHUX 3aMO0DKHUX Ta
KOPHUT'YBAJIBHUX JIiH 32 pe3yJbTaTaMH MOTEePEIHbOIT IHCIIEKIIIT;

y BUINAAKY HEBUKOHAHHS 3asgBHUKOM (TPEJACTABHUKOM  3asBHUKA)
3000B’s13aHb, BUKIaJAeHUX y MyHKTI 3 po3aury VIII meoro Ilopsiaky, cTocoBHO
HaJaHHS Ha 3aluT IHCHEKTopa Bciei HeoOXxigHO1 iH(opmarlii, 3a0e3nedeHHs
MO>KJTUBOCTI MPOBEACHHS OTJISy MPUMIIIEHb, 00JaHAHHS, 30H KOHTPOJIIO SIKOCTI,
IHTEpB IOBaHHA TMPEJCTABHUKIB (IIEPCOHAy) BUPOOHWKA, O3HAMOMIIEHHS 3
HEOOX1THOIO JOKYMEHTAI[IEI0 CUCTEMH SIKOCT1 TOIIO, IO YHEMOXJIMBIIIOE HAJATH
OIIIHKY BHPOOHHUIITBA JIKAPCHKUX 3acO0IB SK TaKOro, IO BIJMOBiIa€E BUMOTaM
GMP, nipo 1110 3a3Ha4a€eThCs y 3BITI IHCIIEKTOPA;

HEHaJaHHS BUPOOHUKOM/3assBHUKOM IUIAHY KOPHUTYBAJIBHUX Ta 3aM00DKHHUX
Il 1I0JI0 YCYHEHHsI BUSBICHMX IOPYIIEHb 3a pe3yJbTaTaMU IHCIIEKTYBaHHS
BUPOOHMYMX JUTBHUIIP 200 OKPEMHUX JIIKAPCHKUX 3acO0iB Ta JOKYMEHTAIbHUX
MiATBEPKEHD 1010 YCYHEHHS MOPYIIEHb Y BCTAHOBJICH] CTPOKU;

HEYCYHEHHS 3ayBa)XKCHb 3a pe3ylbTaTaMH TPOBEICHUX EKCIEePTH3 Y
BCTAHOBJICHI CTPOKH.

9.3a nHasgBHOCTI y 3BITI KPpUTUYHUX Ta/ab0 dYHMCIEHHUX (HE MEHIE 6 Yy
CYKYMHOCTi, MO KOHKPETHHMX JIIKapChKUX 3aco0ax abo mpolecaMm) CYTTEBUX
nopymeHs BiamoBigHOcTi BuMoram GMP BupoOHWYMX AUTBHUIE 200 OKpeMHX
JTKAapChKUX 3ac00iB BUPOOHHWK BXKMBAE 3axOJ[iB MIOJAO IX YCYHEHHS, HaJae o
Jepxmikeny:kOn TIaH KOPUTYBaJbHUX Ta 3aMoOODKHMX i MO0 YCYHEHHS
BHSIBJICHUX MOPYIICHB 3rigHo 3 moaaTtkoM 14 mo mporo Ilopsaky y crpok mo 30
poOounx MHIB BiJ JaTH oTpuMaHHs 3BiTy. [Ipy mbOMy B MiaHi KOPUTYBaJbHUX Ta
3amo0bKHUX i MO0 YCYHEHHS BHSIBJICHUX IMOPYIICHb TMOBHHHI OyTH YiTKO
3a3Ha4YC€HI 3aXOJM IIOJ0 IOBOJIKEHHS 3 JIKAPCBKUMH 3aco0amu, SKIIO Takl
BUPOOJISITUCH i/ 9ac BUSIBJICHHS IIUX MOPYIICHb.
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JIOKyMEHTallbHI ~MiATBEPDKEHHS YCYHEHHs TOPYIICHb HANalOThCA [0
Jlepximikcayk0u BIMOBIIHO A0 CTPOKIB YCYHEHHS HOPYIIEHb, BCTAHOBJICHHUX
BUPOOHUKOM 3T1HO 3 IJIAHOM KOPUT'YBAJIbHUX Ta 3aMI00LKHUX J1M 00 YCYHEHHS
BUSIBIICHUX MTOPYIICHb.

10. Ilicns  ycyHEHHS KpPUTUYHUX Ta/ab0 4YHMCIEHHUX (HE MeHIe 6 y
CYKYITHOCTI, IO KOHKPETHHMX JIKapChbKUX 3aco0ax abo mpolecam) CYTTEBUX
nopyuieHs BignoBigHocTi BuMoraM GMP yMoB BUpOOHMIITBA JTIKAPCHKUX 3aC001B
ab0 OKpeMHuX JIKapChbKUX 3aco0iB Ta HaJaHHd 10 JlepxkIiKciayxou
JOKYMEHTAJIbHUX  MIATBEP/KEHb NP0  yCYHEHHS  3asBHUK/TPEICTaBHUK
3asiBHUKA/BUPOOHUK MOXe HagaTh A0 JlepKIiKCay>KOM NHCbMOBE 3BEPHEHHS
1010 TIPOBEJICHHSI IHCIIEKTYBaHHS 3 METOIO TIEPEBIPKH.

Y pa3i miATBEp/UKCHHS 3a pe3ysbTaTaMU IHCIEKTYBaHHS YCYHEHHS IUX
NOpYIIEHb Ta Yy pa3l BIACYTHOCTI MiACTaB 1040 BiAMOBHU Yy Buaaudi Ceprudikarta
a6o BwucHoBKy BIONOBIZHO J0 TYHKTY [/ po3auty V uporo Ilopsaky
Hepxiikenyx0a npuitmae pimeHHs npo suaady CeptudikaTa 3riiHO 3 10AATKOM 3
1o uporo ITopsinky a6o BucHoBky 3rinHo 3 gogatkom 4 1o 1poro [opsaky.

VY pa3i miaTBepIKEHHS 3a Pe3yIbTaTaMU IbOTO 1HCIIEKTYBaHHS HEYCYHCHHSI
nopyIieHb Ta/abo 3a HasBHOCTI MiJICTaB 11010 BiAMOBHU y Buaadi Ceptudikara abo
BucHoBky BinoBiHO 10 NyHKTY /7 po3ainy V uporo IMopsnky JepxmikciaysxOa
npuiiMae pilieHHs Ipo BiIMOBY y Buaadi 3asBHUKY Ceptudikara abo BucHoBky.

[HCTIeKTyBaHHST 3 METOK TEpPEBIPKM  YCYHEHHS  TOPYIICHb  MOXE
3MIMCHIOBATUCS JEKUIbKa pa3iB, aje y CTPOK HE OUIBIIE OJHOTO KaJIeHJIapHOTO
POKY Bia natu noganHs 1o Jepxiikcayxou 3assu Ha Bugaay Ceprudikara (3asBu
Ha BHAa4yy BHCHOBKY) Ta TpH CBO€YaCHOMY HaJaHHI 10 JlepxIimikciayxou
BIJIMOBIIHMX IUJIaHIB KOPUTYBAJBHMX Ta 3alMo0DKHUX i MO0 YCYHEHHS
BUSIBIICHUX TMOPYIIEHb Ta JOKYMEHTAJbHUX MIATBEPKEHb TMPO YCYHEHHS
MOpYILIEHb.

11. 3a HagBHOCTI y 3BITI CYTTEBUX (MEHIIE 6 y CYKYIHOCTI, IO KOHKPETHUX
JTiKapchKUX 3acobax abo mporecaM) Ta HECYTTEBHX NopymieHb Bumor GMP
BUPOOHMK TIOBMHEH BXHUTH 3aXOJiB IMOAO TPHUBEIACHHA BHUPOOHHIITBA Y
BianmoBiHICTh 10 BUMOor GMP, Hamatu Ha ekcriepTusy 1o JlepkiaikcmyxOu IiaH
KOPUTYBAIBHUX Ta 3aMO0DKHUX i 100 YCYHEHHS BUSABJICHUX MOPYIICHB 3T1THO
3 moxpatkoM 14 mo mporo Ilopsaky y ctpok mo 90 poGoumx AHIB Biag JaTu
oTpuMaHHs 3BiTy. EkcniepTr3a HagaHUX JOKYMEHTIB 3MIMCHIOETHCSA MPOTSITroM 15
poOouMX JHIB, pe3yJbTaTH SKOi TOBIIOMISIOTECS 3asBHUKY/TIPEACTABHUKY
3asiBHUKA/BUPOOHUKY.

CTpoku yCyHEHHsS HOPYILIEHb BCTAHOBIIOIOTHCS BUPOOHUKOM, BPaxOBYHOUH
peKoMeHaIli 1HCIEeKTOpIB 3TiMHO 31 3BITOM Ta pe3yiabTaTaMU MPOBEACHOI
EKCHepTU3M Ta IIJJAHOM KOPUTYBAaJIbHMX 1 3alMOODKHUX M1 MO0 YCYHEHHS
BUSIBJICHUX MOPYIIEHb, 3a3HAYAIOTHCS B IJIaHI KOPUTYBaJbHUX 1 3aMOO1KHUX 11
Ta HE MOXKYTh TICPEBUIILYBATH OAMH PIK Bi JaTH MPOBEACHHS 1HCIIEKTYBAaHHS.

JIOKyMeHTallbHI MIATBEP/DKEHHS YCYHEHHS TMOPYIICHb HAJAIOTHCS 10
Jlepximikemy:kOn BIAMOBIMHO 10 CTPOKIB YCYHEHHS MOPYIIEHb, BCTAHOBICHUX B
IJIaH1 KOPUTYBaJbHUX Ta 3aIO0LKHUX 1M 1110/10 YCYHEHHS BUSBJICHUX OPYIIEHb.
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Y pa3i HeHagaHHS BUPOOHHKOM/3asBHHKOM IIJIaHYy KOPHUTYBAJIBHUX Ta
3aMmo0bKHUX Al 11010 YCYHEHHSI BHUSIBICHUX MOPYIIEHb Yy BCTAHOBJIEHI CTPOKHU
Ta/abo0 BIACYTHICTh HOTO MO3UTHBHOI €KcHepTu3n 3 Ooky Jlepxiikciayxowu,
Hepxiikenyx0a npuniMae pilIeHHS po 3YNIMHEHHS aii
Ceptuodikary/Ceptudikarie abo BUCHOBKY BIANOBIIHO 110 MYHKTY / po3nuty V
upboro Ilopsiaky. IlmaH kKopuryBajdbHUX Ta 3amOODKHHMX MAiM IIOJ0 YCYHEHHS
BUSIBIICHUX TIOPYIICHh MOXKE TOJaBaTHCS JEKiIbKa pa3iB, OJHAK Y CTPOK, IO HE
nepesuirye 90 pobounx AHIB BiJl JaTH OTpUMAHHS 3BITY.

VY pa3i HeHaJaHHS BUPOOHUKOM/3assBHUKOM JOKYMEHTAJIBHUX MiATBEPIKEHb
II0JI0 YCYHEHHs TMOPYIIeHb y BCTAaHOBJIEHI CTpokH Jlepkiikciyxkba mnpuiiMae
pimenHs npo 3ynuHeHHs 1ii Ceptudikata a60 BUCHOBKY BIAMOBIAHO /10 MYHKTY 4
po3ainy VI uporo I[opsiaxy.

12. V pa3i BUHUKHEHHSI HEOOXIHOCTI Y 3asiBHUKA (IIpeicTaBHUKA 3asiBHUKA)
BHECEHHs1 3MiH Ta/abo mnepeodopmienHss BucHoBky um Ceptudikara Tta/abo
[lepeniky nikapchbKux 3aco0iB, kUil gogaeTbecst 10 BucHoBky um Ceprudikara (3
METOIO0 peecTpallli JIKapCchbKUX 3aco0iB ab0 BHECEHHS 3MIH JI0 pPEECTpaliiHOi
JOKYMEHTAIlll, Y TOMY 4YHCJIl 3MIHM Ha3BH JIKapChKOro 3acoly, I03yBaHHS,
HallMeHyBaHHS BHpPOOHHKA TOIIO, 3 METOK BHIIPABICHHS TEXHIYHUX IOMHIIOK),
3asBHUK (TPEACTaBHUK 3asBHHWKA) TMojae 10 JlepkiikciayxOu mNHCEMOBE
3BEpHEHHS 1110710 HEOOX1HOCT1 BHECEHHA 3MiH Uu nepeodopmiieHHs BUCHOBKY un
Ceprudikara.

3 NUCHMOBUM 3BEpHEHHSM J0 JlepKIIKCIyOM HaJaloThCA: 3arajbHUM
OHOBJICHUW TMEpesiKk HOMEHKJIATypu MPOAYKIIi y MarnepoBOMY BHIJISAlI Ta Ha
eJIeKTPOHHOMY HoOCIi 1HopMalii, 3acBiqueHUN 3assBHUKOM (TIPEACTAaBHHUKOM
3asBHMKA), KOS cepThdikaTa JIKapChbKOTO 3aco0y Uil MDKHApPOJHOI TOPTiBIi
(certificate of a pharmaceutical product), BumaHOr0O KOMIIETEHTHHM OpPraHOM
KpaiHM BHpPOOHHKa JIIKapCchKOro 3aco0y abo BIacHHUKA peecTpaliiftHOro
MOCBITYEHHS (3asBHHKA), a00 HIIUM PETYJISITOPHUM OpraHoMm kpainu — wieHa €C,
Benukoi bpuranii abo kpainu, ska Mae yrofay mnpo B3aemHe BuzHaHHs 3 €C abo 3
VYkpaiHoto, Ha PUHKY SIKOT PO3MIIIEHO JIKApChKUM 3acid, 13 3a3HAYEHHSM HAa3BU
JOKyMEHTa Ta HallMEHYBaHHS KOMIIETEHTHOTO OpraHy, II0 WOro BUIAaB, JaTH
BUJaul (711 HE3apEECTPOBAHUX JIIKAPCHKUX 3ac00iB, SKI 3HAXOIATHCS B IPOIIECi
peecTpalii/BHECEHHI 3MiH B YKpaiHi), HA3BU Ta aipec BUPOOHUYMX NUTHHULD (15
HE3apeeCTPOBAHMX JIKAPCHKHUX 3aC00iB, SKI IJIAHYIOTHCS 0 peeCTpallii B YKpaiHi);
3acBigueHl 3asBHUKOM (IIPEICTaBHUKOM 3asiBHHMKA) KOMIi pEECTpaliifHuX
nocBimueHs (marketing authorization), BugaHuX KOMIIETEHTHUM OPTraHOM KpaiHH
€C, ynoBHOBaXCHHMI OpraH SKOi BUAaB OMIMIHHUN TOKYMEHT II0JI0 BiATOBIAHOCTI
YyMOB BHpPOOHHUIITBA JIKapChKUX 3aco0iB BuMmoram GMP, ab6o Bumaamx
KOMIIETEHTHUMH OpraHaMu iHIMX KpaiH — wieHiB €C, Benukoi bputanii abo
KpaiH, sIKi MatOTh Yroy po B3aeMHe Bu3HaHHS 3 €C a0 3 YkpaiHow (TogaeThes
JUTSL TIKapChKHUX 3ac00iB, BUPOOHMUIITBO X04a O OAHIET cTafli SIKUX 3MIMCHIOETHCS
He B kpaini — wieni €C, Benukoi bputanii abo B kpaiHi, sika HE Ma€ yrogau Impo
B3aeMHe Bu3HaHHS 3 €C abo 3 YkpaiHOIO, BKIIOYAIOYM KOHTPAKTHI BUPOOHUYI
JUIBHMIT); KOl 1HIIUX JOKYMEHTIB, IO MATBEP/KYIOTh JTOCTOBIPHICTh 3MiH, SIK1
MOTPeOyIOTh BHECEHHS.
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VY pa3i BHECEHHS NOAATKOBOI BUPOOHMYOI AUIBHUII, BUPOOHMYOI omeparii
MOBUHHI OyTH HaJaHl BIANOBIAHI AOKYMEHTH 3TiHO MyHKTY 2 po3nauny Il mporo
ITopsanky.

[Ipu 3MiHaxX, NOB’SA3aHUX 13 3a3HAYEHHSAM HOMEPIB PEECTPALIMHUX
MOCBIAYEHb Ha JIKapchKi 3aco0M, Ha 3araJilbHOMy OHOBJIEHOMY IEpeJiKy
HOMEHKJIATYpU TPOAYKIi JIOCTaTHHO TMIAMUCY Ta T€YaTKUu (3a HAsBHOCTI)
3asiBHUKA (IpeacTaBHUKA 3asBHUKA).

[Ipu npoBeneHH1 ekcnepTu3u y pas3l posmmpeHHs Ilepeniky mikapchKuX
3aco0iB, skuil nomaerbcst no Ceprtudikata abo BucHOBKY, OepyTbcs 10 yBaru
pe3ysbTaTH 1HCHEKTYBaHHA BUPOOHWYOI AUIBHHULI, Ha AKIA BHPOOJSAIOTHCA abo
TUTAHYIOTBCS 10 BUPOOHMIITBA JIIKAPCHKI 3aCO0M, IO MOMAIOTHCS HA PO3LIUPEHHS,
HagaHHSA 110 JlepxiikcayOM TUlaHy KOPUTYBaJbHUX Ta 3amo0KHUX A1N 110710
YCYHEHHS BHSBJICHHX TIOPYIIEHh Ta HOTO BHKOHAHHA 3 OOKYy BHPOOHHKA,
noBiiOMJIeHHST JlepaITiKciny>k0y Npo 3MIHM Y BHUPOOHHMITBI, KOHTPOJI SIKOCTI
JKapChKUX 3aC001B, HAJIAHHS TOIIIO.

Jlns mikapcehbKuX 3aco01B, MO0 MPOUILIK mpoienypy npeksatidikamii BOO3,
IHCIIEKTYBaHHAd Yy pasl posmupeHHs llepeniky mikapcbkux 3aco0iB  He
3MIMCHIOETHCS, OKpPIM  IMIATBEP/KCHHS  BIAMOBIIHOCTI YMOB  BHUPOOHHIITBA
nikapcbkux 3aco0iB Bumoram GMP mist pe3uaeHTIB Ta HEPE3UJCHTIB 3 METOIO
orpumanHs CepTudikata ab6o BUCHOBKY /7151 yCTaHOB 3 OTpUMAaHHS 1a3Mu Ta/abo
MiCIIb 30epiraHHs IjIa3Mu, BKIIFOYHO, SIKIIIO YCTAHOBU 3 OTPUMAaHHS T1a3MH Ta/abo
Micug 30epiraHHs IUIa3MU € TPOMDKHHUMHU BHPOOHUYUMHU JUIBHHUIIMH a0
KOHTaKTHHUMHU.

VY pasi BiICyTHOCTI MIiJACTaB JJIsl BIAMOBH y mepeodopmMiieHHI abo BHECEHHI
3miH 10 Ceprudikata, BucHoBky a6o Ilepeniky mikapchkux 3aco0iB, B TOMY YHCIi
BpPaxoBYIOUM MYHKT 7/ LBOTO po3auly Ta MyHKT 3 po3auty VI uporo Ilopsaky,
Hepxiikcnyx6a npotsarom 15 pobouux mHIB 3 JHS OTPUMAaHHS BIAMOBIIHHUX
JOKYMEHTIB Ta iX CIeHiai30BaHOi €KCIEePTU3U Y pa3l MO3UTHBHOTO BHCHOBKY
opopmirroe  TIPOEKT oHOBIeHOro Ileperniky Jikapchbkux 3acobiB, y pasi
nepeodopmiieHHss Ceprudikara abo BUCHOBKY — 0(hOPMITIOE TIPOEKT OHOBJICHOTO
Ceptudikara a6o BuchoBky 3 BigmoBimamMm IlepenikoMm IiKapchKHX 3aco0iB.
[IpoekTn HaaCWUIAIOTBCA EJIEKTPOHHOIO TMOIMTOK abo ¢akcoM 3asBHUKY
(npencraBHUKY 3asBHUKA) 3 METOK iX MOTOJKEHHA. 3asiBHUK (TIpeACTaBHUK
3asiBHUKA) 3acBiUy€ TMIAMUCOM TIPOEKTH JOKYMEHTIB Ta Hamae IixX [0
Hepxmikcnyxou. Ilepeodbopmnenuit Ceprudikar abo BucHOBOK BHIaEThCSA
3asBHUKY (MPEICTABHUKY 3asiBHUKA).

BiamoBigHi 3BEepHEHHS, KOMIUICKTH JOKYMEHTIB, JUCTH 3asBHHKIB Ta/abo0
MPEJICTaBHUKIB 3asBHUKIB MOXXYTh TIOJIaBaTHCS B €JICKTPOHHOMY BUTJISAII 3a
HAsBHOCTI  3alPOBA/KEHOTO  €IEKTPOHHOTO mopTany JlepxkiikcmyxOm  mis
MO/TAHHSI TAKUX JIOKYMEHTIB.

13.V pa3i oromomeHHs YKpaiHOK YH IHIIOK KpaiHO — BHUPOOHUKOM
HAJ3BHYAHOTO CTaHy, HaA3BUYaWHOI CHTyallli, BOEHHOTO CTaHy, y pa3si
CTUXIMHOTO JTNXa, Y BUMAJIKy odimiitHoro BusHanas BOO3 xBopobu nmanaemicro ta
HAJ3BUYAHOI0 CHUTYaIllEl0 B Tally3l CBITOBOi OXOpOHHU 3JO0pOB'S, IO
VHEMOJKJIUBITIOE TIPOBENICHHS 1HCTICKTYBaHHS, B TOMY YHCII BpaxOBYIOUH
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CaHITapHO-EMIJEMIONIOTIYHY CUTYyalllo, Yy 3B’S3Ky 13 MIJBUIIEHOK (DI3UYHOIO
HEeOe3MeKo i HCTeKTopa (B TOMY YHCII 3arpo3u IS KHTTS Ta 3J0POB’S
IHCIIEKTOpa YM 3 IHIIMX Npu4uH) 3asBa Ha Buaavy Ceprudikara (115 BUpOOHUKIB
pe3uneHTiB  ab0 s BUPOOHUKIB  HEPE3UJICHTIB) MOXE  PO3IISIATUCS
JIepoKITKCIy>K0010 3a MPOIEAYPOIO TUCTAHIIIHHOT OI[IHKH.

[lin vac mnpoBeneHHs CHeliali30BaHOI eKCHepTH3W 3asiBU Ha BHUAAUY
Ceptudikara Ta KOMIUIEKTY JOKYMEHTIB Jlep KIIKCIy>kK0010 HaJICUIAETHCS JIUCT
3asBHUKY (MIPEACTAaBHUKY 3asBHUKA) 1010 MOXKJIUBOCTI 31MCHEHHS TUCTAHIIINHOT
OLIIHKM (JMCTAaHLIWHOI MEePeBIPKHU, 1HCIIEKTYBAaHHS) 3 METOI0 MOJAJBIIOI BHAAYl
Ceptudikata Ha OCHOBI JOKYMEHTOBAHOI'O ONUTYBaHHSA BUPOOHUKA, IKE Ma€e OyTH
MOCTaTHLO I'IMOOKMM JJI OLIHKK BiamoBigHocTi BuMoraM GMP BigmosigHOT
BUPOOHMYOI JUIBHUI, Ta HEOOXIAHOCTI HalaHHA 10 JlepKIikciaykO0u Takux
JIOKYMEHTIB, SIK:

dboTorpadiuHe npeacTaBlIeHHS BUPOOHUYOI MUIBHMII Ta 3aco0iB (330BHI/B
NPUMIIIEHH]) (30BHIIIHI 3arajibHi aepo3HIMKH, JETalbHI 3HIMKHA MPUMILIEHb MiJ
Yac orepaii, Ki B HUX MPOBOASTHC (Bi0OIp Mpo0, 3BayKyBaHHS, TOIIIO));

MacTep-riaH  kBamidikamii (mpuMilleHHs Ta oOnajnHaHHsg) (Tepenik
NpUMIIIEHb, O0JIaJIHAHHS Ta CEPEIOBUII, SIKI BUKOPUCTOBYIOTHCS Y BUPOOHUIITBI,
13 3a3HAYEHHSIM IXHBOTO CTaTycy KBasidikarii);

BaNIAifHUN MacTep-TuTaH (TeXHOJOTIYHI MPOIECH, MPOLEAYPH OUYMIICHHS,
KOHTPOJIb SIKOCTi) (TepeiiK MpoIECiB, SAKi MPOBOASITHCS JJIsi BHPOOHHIITBA/
KOHTPOJIIO IPOJYKTY, 13 3a3HAYEHHSIM IXHHOTO BATIIAIIIMHOIO CTATYCY);

3BIT MOBHOTO BHYTPIIIHBOTO ayaUTy / 30BHIMIHBOTO ayJAUTy CTOCOBHO MEBHUX
JTIKapChKUX 3acO0iB (3BIT TOBHHEH MICTUTH OJIOK-CXeMYy IIOAO MPOAYKTY W
NOBUHEH OYTH CKJIaJIEHUH HE OUIbIIE OJTHOTO POKY TOMY);

JIOChE cepiil BIAMOBITHOT MPOAYKIIii (OCTaHHE 3alIOBHEHE JIOChE Cepii pa3oM i3
TEXHOJIOTIYHUM PErJIaMEHTOM, Y TOMY YHUCJI1 aHAJIITUYHA YaCTHHA);

YIOpaBIiHHA pEeKIaMaIlisiMi (aKTyaldi30BaHUN TEpeNliK peKiaMmalliii Ha BCIO
IIPOJIYKIIiIO, 110 BUPOOJISIETHCS HA JUTHHUIIL);

KUIBKICTh BIOPAKOBAaHHUX CEPii JJIsl BCIET MPOTYKIIIi;

KUTBKICTh BIJOPaKOBAaHMX CEPii MEBHOI MPOTYKIIii;

CTOCOBHO BIAIOBITHOTO MPOAYKTY Ta/a00 JiKapchkoi ¢Gopmu: mporemaypa
pO3CIilyBaHb pe3yNbTaTiB, fAKI BUHIUIM 3a MEXI coenudikamnii, mporpaMa
MOIAJNIBIIIOTO BUMPOOYBaHHS CTaOUTBHOCTI, BCl PE3YybTaTH, SIKI BUHIILUIA 32 MEXKI
cnerudikalii Ta iX po3ciiayBaHHs, yCi 3BITH PO BIAXUICHHS Bl TEXHOJIOTTYHOTO
mpoliecy, B TOMY YHCJl JOKYMEHTH Ha cepii, Kl IMpodnum mnepepoOKy Ta/abo
pereHepoBaHi, BC1 3BiTH PO BIIXUIICHHS SIKOCTI,

OTJISIZT IKOCTI IIEBHOTO MPOJYKTY;

KOHTPAKT MK BUPOOHUYOIO TUTHHHUIICIO Ta 3aIBHUKOM (32 HAsSBHOCTI).

Yac, mnotpibHMil 3asBHUKY (MpEJACTABHUKY 3asBHUKA) Ha HAJIaHHS
JOKYMEHTIB 710 Jlepkiikciay» Ou, CTaHOBUTH 0 TPUIALATH KaJeHAApHUX JTHIB Bix
HampaBlieHHS  MOBLAOMJEHHS  Bix  JlepxiikciayxOu  IIOAO  MPOBEACHHS
AUCTAHLIWHOT  OIIIHKM, Ta HE BKJIIOYAE€TbCA JO CTPOKIB  TPOBEACHHS
CIELIa130BaHOi EKCIEepPTU3H, JUCTAHLINHOT OI[IHKK, OQOpPMIIEHHS Ta BUJayl
Ceptudikara. 31 CynpoBIJHUM JMCTOM JOKYMEHTH MOXYTh OYTH HampaBiieHI
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BUPOOHUKOM/3asiBHUKOM (TIPEJCTABHUKOM 3asiBHUKA) Ha ajipecy JlepKIiKciyxk0u
MOIITOBUM BIAIPABJICHHSIM a00 B CKAHOBAHOMY BHIJISJI HAa €JIEKTPOHHOMY HOCII
1HpopMarii.

[Ticns orpumanHs JlepKITIKCIy)0010 JOKYMEHTIB [HUCTaHIIHA OI[IHKA
MPOBOJUTHLCS HE OublIe, HiK 15 poOounX OHIB 3 JAaTH HAIXOJKEHHS JOKYMEHTIB
no Jlepxmikenyx6u. st mikapchKux 3aco0i1B, SKI:

BKJIFOUEHI JI0 MPOTOKOJIB JIIKYBaHHS YKpaiHM Yy BHUIAAKY OQIIIHHOTO
Bu3HaHHs BOO3 xBopoOM MaHAeMi€l0 Ta HAA3BUYAMHOIO CHUTYaIll€l0 B raysi
CBITOBOT OXOPOHU 3/I0POB'S;

3apeecTpOBaHi 3a LEHTPANI30BaHOI0 npoueayporo EMA,;

npoinn  nponeAaypy npekBamidikanii BOO3 Ta BkIOYEHI 10 MEPeNIiKy
BOO3 npekpanidikoBaHUX JTIKApPChKUX 3aC001B;

NpU3HAuCH1 JJIs1 PO UIAKTUKHU, MIarHOCTHKUA Ta JIIKYBaHHS TYOepKyJIbO3Y,
BIUI/CHIJI, BipycHMX TrenaTHTIB, OHKOJIOTIYHHUX Ta piaKICHUX (opdaHHUX)
3aXBOPIOBaHb;

peECTPYIOThCA B YKpaiHi 3a CHPOLIEHOI0 MPOLEAYpPOI0 peecTpalii 3rigHo 13
3akonom Ykpainu «IIpo mikapchbki 3aco0m» —

JUMCTaHIIIHA OIlIHKA MPOBOAUTHCS He Ounbiie, HiX 10 pobounx nHIB 3 maTu
HAIXOJ/KCHHS JIOKYMEHTIB J10 JlepITiKCITyKOu.

[Tix yac mpoBeneHHS TUCTAHIIIHHOT OIIHKA MOXKYTh OYTH 3aCTOCOBaHi 3aco0u
BiZICO3B’A3KY 3 BUPOOHUKOM JIIKapCHKUX 3aC00IB 13 METOI0 OI[IHKHM BUPOOHHUOT
ninpHUI/ MabopaTopii/ckinanie (y TOMy YHCII 3a KOHTPAKTOM), BHUPOOHHYOL
JIOKyMEHTAIIll Ta TOKYMEHTAIlli CHCTeMH SKOCT1 Ha BiAmoBigHICTh BUMoram GMP,
opo MO  TOBUHHO Oyt  O(DIiHHO  TOBiIOMJIEHO  (€JIEKTPOHHOIO
NoImTO/TeneOHHUM 3B’SI3KOM) 3asiBHHKA (MpeACTaBHUKA 3asiBHHUKA), SKUU
MOBUHEH CIPUSTH HOTO OpraHi3aliii.

VY pa3i mo3UTUBHOTO BUCHOBKY 3a pe3yJbTaTaMU CIIEI1a1i30BaHO] €KCIIePTU3U
Ta JTUCTAHIIIAHOI OMIHKK JIepKITIKCIyX0010 MPUUMAETHCS PIIICHHS MIOAO0 BHJIAYi
Ceprudikara, skuii oQOpPMITIOETBCS BIAMOBIIHO 10 IMYHKTY 12 IIbOTO PO3ALTY
[Mopsiaxy 3a ¢popmoro 3riguo 3 gogarkom 3 (Popma 2) 1o poro Ilopsaky.

Crpox nii Ceprudikara CTaHOBUTH JIBa POKHM BiJl JaTH TPOBEICHHS
JUCTAHIIMHOT OL[IHKH.

JlucraHIriifHa OIiHKa MOKE 3aMIHUTH 1HCIICKTYBaHHS JIUIIIE OJUH Pas.

Pimenns mpo BinmoBy y Bumadi Ceprudikara 3a mporeaypor TUCTAHIIHHOT
OIIIHKK MOKe OyTH MPHUIHATO Yy pa3i HEeHAJaHHS MPOTITOM TPHUALSTH KaJeHIApHUX
JHIB JIOKYMEHTIB JJI1 OIIHKK BiamoBigHocTi BuMmoram GMP  BigmoBimHOT
BUPOOHUYOI JIUTBHUII, BCTAHOBIICHHS (DAaKTIB IiJ Yac MPOBEASHHS IHCTAHIIHHOL
OIIHKH, SKi CBiMYaTh TPO HEBIAMOBIAHICTb BUPOOHHIITBA JIIKAPCHKUX 3aC001B
BuMoraMm GMP, mopaHHS HEIOCTOBIpHHUX BIJIOMOCTEH, BIAMOBH y oOpraHizaiii
BiJ1€03B 3Ky 13 OOKY BUPOOHUKA.

[Ticns BperyntoBaHHS MUTaHb HAA3BUYAWHOTO CTaHY, HaJ3BUYAHOI CUTYAIIii,
BOEHHOTO CTaHy, CTHUXIMHOTO J¥Xa, HAA3BUYANHOI CUTyarii B Taly3i CBITOBOi
OXOpPOHHU 370POB'Sl Ta MaHAEMii, BIIICYTHOCTI MiABHUINEHOT Pi3UUHOT HEOE3MEeKH ISt
IHCTICKTOpa (3 MPUYHMH 3arpo3d JUIS XKUTTS Ta 370POB’S YH 3 IHIIUX MPUYHH)
Jepxinikcayxk0010 MoOxKe OyTH MpU3HAYEHO M[O3aIlIaHOBE IHCIIEKTYBAaHHS 3a
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MICIIEM TPOBAKEHHS AISUTBHOCTI 3 METOIO MIATBEPKEHHS BIAMOBIAHOCTI YMOB
BUPOOHHUIITBA BUMOTaM HAJIEKHOT BAPOOHUYOI MPAKTHUKHU.

JlucTraHIiiiHa O1liHKa HE MOXKe OYTH MPOBEJICHA:

y pa3i, SKIO BUpOOHWYA AUIBHUI PaHille HE MPOXOJuia IHCIEKTYBAHHS 3
ooky Jlepxiikcay:kOu, yIOBHOBa)XEHOro opraHy kpainu — wieHa €C, Benuxoi
bputanii abo kpaiHu, sika Mae yroay npo B3aemHe Bu3HaHHA 3 €C abo 3
Ykpainoro;

y pa3i HasBHOCTI KPUTUYHUX MOPYIIEHb Ta/ab0 4YUCIEHHUX (HE MeHIle 6 B
CYKYITHOCTi, IO KOHKPETHHX JIIKApChKMX 3acob0ax a0o mporecax) CYTTEBHX
nopyuieHs BignoBigHocTi BUMoraM GMP BupoOHHMYMX OUTbHULE 200 OKpEMHX
JKapChKUX 3aco0iB, BUABICHHX 3 00Ky Jlepkiikciay:kOu mMmia 4Yac OCTaHHBOTO
IHCIIEKTYBaHHS 11i€] BUpPOOHMYOi MAUIBHMII HAa BIANOBIIHICTb BUPOOHUIITBA
BuMoram GMP a6o nineH3iiiHuM yMoBaM;

y pa3i BIACYTHOCTI JOKYMEHTAJIbHUX MIATBEPIKEHb YCYHEHHS CYTTEBUX Ta
HECYTTEBUX TOPYIIEHb, BCTAHOBJICHUX JlepKIiKcay:k0010 MiJ Yac OCTaHHBOTO
THCIIEKTYBaHHSI Ha BIIMOBIAHICTh BUpoOHUIITBA BuMoraMm GMP aGo nineH3iitHuM
yMOBaM;

y pasi, skmo JlepxiaikcayxOa Mae TiACTaBH BBaXkaTH, 1O € (PakTH, sKi
MOXXYTh BIUIMHYTH Ha SKICTh JIIKQPChKHUX 3aC00IB, SIK1 MOJAIOTHCSA HA MPOIEAYPY
MiATBEP/UKEHHST  BIJAMOBIIHOCTI  yMOB  BHPOOHHUIITBA BHMOTaM  HaJEXKHOT
BUPOOHMUYOT MPAKTUKUA (BUPOOHMIITBO pO3TAIllOBAaHE B KpaiHi, MmO OQIiiiHO
BU3HAHA YKPATHOIO SIK KpaiHa-arpecop TOIIO).

V1. KoHTpO/b 32 TOTPUMAHHSAM BUMOT HAJIEKHOI BUPOOHMY 01 PAKTUKHU
nporaroM ctTpoky aii Ceprudikara abo BucHoBky

1. 3asBHUK € BiAMoOBiTaIbHUM 3a AoTpuMaHHs BuMor GMP y BupoOHHIITBI
JiKapchbKUX 3ac001B IpoTaroM ctpoky aii Ceptudikata abo BucHOBKY.

2. BupoOHHUIITBO JTIKapCHhKUX 3ac001B, sike 3rigHO 3 1TuM [lopsakom oTpumaio
miATBEp/UKEHHs  BimmoBigHocTi BuMoramM GMP, mimnsrae mo3amiaHOBOMY
1HCTIeKTyBaHHIO Ha noTpuManHs BuMor GMP mpotsarom ctpoky nii Ceprudikara
a00 BHCHOBKY 3a HasSBHOCTI BIAIMOBIIHKX IiJICTaB, 3a3HAYCHHUX Y IYHKTI 3 I[bOTO
pO3iTy.

3. IlincTaBamMu 119 TO3aIIaHOBOTO 1HCIIEKTYBaHHS BHUPOOHMIITBA (abo
OKpPEeMHX BHUPOOHWUYMX JUIBHUIb, KOHTPAKTHUX JabopaTopii Ta KOHTAKTHUX
CKJIaliB) (CIIpsIMOBaHA IHCIICKIIisl) 3 METOIO MEPEBIPKU TOTPUMAHHS BUPOOHUKOM
BuMor GMP MoxyTh OyTH:

3BEpHEHHS 3asBHUKA/TIPEACTaBHUKA 3assBHUKA/BUPOOHUKA;

HAsSBHICTh JOKYMEHTAJIBHO IIJATBEPDKCHUX (DakTiB a0 O3HAK BUPOOHHUIITBA
JTKApChKUX 3ac00iB, SIKi MOXYTh OyTH HEOE3MEYHUMHU IJIsi 370POB'S 1 JKUTTSA
J0JIe ab0 MOXYTh TPHU3BECTH JO TSDKKUX HACHIJKIB JUISL 370pPOB'S JIHOJICH
BHACIIIIOK MOXJIMBHUX TOPYIICHb TEXHOJOTii BHpPOOHHWIITBA Ta/ab0 METOdIB
KOHTPOJIO SKOCTI;
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PO3LIMPEHHS HOMEHKJIATypu JIKAPCHKUX 3aco0iB, IO BUPOOJISIOTHCA Ha
cepTudiKOBaHOMY BHUPOOHUIITBI (y TOMY UHCII SIKIIO BUPOOHMUIITBO IHUX
JiKapCchbKUX 3aC001B CTBOPIOE PU3MK KOHTaMiHAIlli a00 MepeXpecHOi KOHTaMIHaIli1);

y pa3l BHECEHHSI 3MIH JI0 MEPEIIKYy JIIKAPChKUX 3ac0o0iB MICHs peecTparlii B
VkpaiHi (BHECEHHS HOMEpPIB peeCTpaliifHUX MOCBIAYEHB), 332 YMOBH, IO
IHCIIEKTYBaHHS NpoBoJuioca Jlepkiaikcayx0010 A0 peecTpalii HUX JIKApChbKUX
3aco0iB B YKpaiHi Ta/abo peecTpauiiiHi MaTepiajin He OyJIH JOCTYMHI IHCIIEKTOpaM
(okpim mepiogy BusHaHHi BOO3 xBopoOuM mnaHaeMi€l0 Ta HaJA3BUYAHHOIO
CUTYalli€l0 B rajy3l CBITOBOi OXOPOHH 3/I0POB'S, 0 YHEMOXKJIUBIIIOE NMPOBEACHHS
THCIIEKTYBaHHSI 3a MICIIEM MPOBAKEHHS JiSTIBHOCTI, B TOMY YHCJII BPaxOBYIOUHU
CaHITapHO-EMIJEMIOJIOTTYHY CUTYAIII0);

HeHaZaHHSA 110 JlepkiikcemykOM JTOKYMEHTAIbHUX IITBEPKCHb YCYHCHHS
MOPYIIEHb BIJMOBIIHO J0 CTPOKIB, BCTAHOBJICHUX BUPOOHUKOM 3TiJTHO 3 IJIAHOM
KOPHUTYBATBHUX Ta 3aMO0DKHMX JiH 1010 YCYHEHHS BUSBICHUX MOPYIICHB, Ta/ab0
iX HCBUKOHAHHS B BCTAHOBJICHI CTPOKH;

HasIBHICTh MPHUIKCIB NPO MOBHY 3a00poHY 00iry Ta/abo pilieHb OpraHiB
JCPKABHOTO HArasiAy (KOHTPOJIIO) IOA0 BHUIYYCHHS 3 00Iry JIKapChbKHX 3aco0iB
TPHOX Cepil (11 CTEPWIIBHUX Ta aCENTHUYHO BUTOTOBJICHHUX JIIKAPCHKHUX 3aCO0IB —
ONHI€T cepii), sAKI BUPOOJSIIUCH HA JaHIM JUIBHMIN, SIKIIO Je(PEeKT SKOCTI
JKapchKOro 3aco0y MOKJIMBO TOB’SI3aHUM 13 TEXHOJIOTIED BUPOOHMIITBA Ta/abo
METOJIaMH MOT'O KOHTPOJII0, Ta/ab0 yMOBaMHM 30€piraHHs Ta TPAHCIIOPTYBaHHS;

HasBHICTh (akTiB BUPOOHHMIITBA HESIKICHUX abo  (anbcudikoBaHUX
JIKapChKUX 3ac001B (Y TOMY YHCII y pa3i Mi03pH 010 MOXKIUBOTO BUPOOHUIITBA
danscudikoBaHOT TPOIYKIIIT);

BCTAHOBJICHHS (PaKkTy BUPOOHMIITBA JIIKAPCHKUX 3aC001B, SIKI MOXYTh OyTH
MIKIJIMBUMU JJI 37I0POB’SI Ta KUTTS JIOAUHU, TIPU 1X BUPOOHHUIITBI HA OJHUX 1 TUX
caMHUX BHUPOOHHMYMX JIHIAX (HANpUKIad, JIKApChKI 3acO0M 3 BUKOPHUCTAaHHSIM
cyOcTaHIii Ta/abo MPOAYKITIT “in-bulk”, K1 BBaKAIOTHCS
BHCOKOCEHCHOUTI3YIOUMMH, CHIIBHOMIIOUMMH a00 BHCOKOTOKCHYHHUMH, JIIKAPCHKI
3aco0M, sIKI MICTSATh JKMBI KIIITHHH, TOPMOHH, Cyib(daHLIamigu, OeTa-TakTamHi
AHTUOIOTUKH, TaKi SIK TMEHINWIIHKA, [edaJoCTIOpUHH, TeHeMHU, KapOaredemu,
MOHOOAKTaMHM, I1HIII BHCOKOCCHCHOUTI3yIOUl MaTepiaiu, IMaTOreHHI OpraHi3MH,
MUTOTOKCHHM)  ab0  sfKi  MawTh  MEBHy  HeOe3nmeky  (Hampukiaj,
pamiodapmMaiieBTHUHI);

BBEJICHHS B TEXHOJIOTIYHY CXEMY BHPOOHHUIITBA HOBOi TEXHOJIOTIYHOI CTaii,
TEXHOJIOTIYyHOT omeparii abo HOBOT OJMHHUII KPUTHYHOTO TEXHOJOTIYHOTO
oOnagHaHHs, 3MIH METOIB KOHTPOJIO SIKOCTI1 JIIKAPCHKUX 3aC001B,;

3MiH KOHTPAKTHHUX JabopaTopiii a00 KOHTAKTHUX CKJIAJIIB,;

TEXHIYHE TEePEOCHAICHHS BHPOOHUIITBA 13 3aMIHOIO OJIMHMIIL OOJIaTHAHHS,
CyTT€Ba MOJIEpHi3ailisi ab0 PEKOHCTPYKIliS BUPOOHWUYOI NUTBHUIN, Y TOMY YHCII
CUCTEM 3a0€3TeUYCHHS BUPOOHUIITBA TEXHOJOTIYHUMHU CEPETOBUIIAMU;

3MIHM TE€XHOJOTIYHUX TMapaMeTPiB KPUTHUYHHUX TEXHOJOTIUHUX CTaJId, SKIIO
3aBHHKOM HE HaJIaHO MaTepialliB BadidalliiHUX JTOCITIIKCHb;

MepEeHECEeHHS BUPOOHUYOT JUTLHHUII Ha 1HII TUI011 00 B 1HIIN OYyIiB1;
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HEBUKOHAHHSI TapaHTIMHUX 3000B’s13aHb 1100 MOBIIOMJIEHHSI CTOCOBHO 3MiH
II0JI0 MEePEHECEHHsI BUPOOHMYOI AUIBHMII HA 1HII IJomli abo B iHIII OyIBII, Y
TOMY YMCJ Uil IPOMDKHUX BUPOOHHUYUX JUIBHUI, BKIIOYHO 13 KOHTPAKTHUMU
BUPOOHUYUMHU AUIBHULAMH, Ja0OpaTopissMM Ta CKIaJaMH, 1[0 3adisHl Yy
BUPOOHHUIITBI  JIIKAPCbKOro  3aco0y, KOHTpOJi  SIKOCTi, 30epiranHi Ta
TPAHCIOPTYBAaHH1 TOLIO.

4.V pa3i BUSBIECHHA HEBIANOBIAHOCTI BUPOOHHULTBA JIIKAPCHKUX 3ac001B
BuMoram GMP, HasBHICTh (pakTiB BUpOOHMIITBA HESKICHUX a00 (anbcudikoBaHUX
JiKapCchKUX 3ac001B (y TOMY YHCII1 y pa3i Mi03pH 1010 MOXKIUBOTO BUPOOHUIITBA
(danbcudpikoBaHOi MPOAYKIIii), HABHICTb JOKYMEHTAJIbHO MIATBEPKEHUX (PaKTIB
a00 03HaK BUPOOHUIITBA JIKAPCHKHUX 3aCO0IB, SIKI MOKYTh OyTH HEOE3MEUHUMH TS
30POB'S 1 KUTTS Jtojied a00 MOXKYTh TPH3BECTH A0 TSKKUX HACHTIIKIB IS
3JI0pOB'S JIIO/Ie BHACTIIOK MOXKJIMBUX MOPYLIEHb TEXHOJIOT1 BUpOOHHUIITBA Ta/ab0
METOJIIB KOHTPOJIFO SIKOCTi, 30epiraHHs Ta TPaHCHOPTYBaHHS, HEHAJAaHHS
3asIBHUKOM/TIPEJCTABHUKOM 3asBHUKA/BUPOOHUKOM IUIAHY KOPHUTYBAJIBHUX Ta
3aMmo0DKHUX i II0J0 YCYHCHHsSI BUSBIICHHX IOPYIICHb Ta JOKYMCHTAJIBHHX
HiATBEP/KEHb 100 YCyHeHHs nopyuieHb BumMor GMP y cTpoku, BU3Ha4eH1 y
po3aim V mworo Ilopsiaky, Ta/abo HOTo HEBUKOHAHHS, HCBUKOHAHHS TapaHTIHHUX
3000B’s13aHb, BCTAHOBJICHHS (DaKTy BUPOOHMIITBA JIIKAPCHKUX 3aC001B, K1 MOXKYTb
OyTH IIKIITTUBUMU JIJI 3JI0POB’ S Ta KUTTS JIFOAWUHU, IPU BUPOOHUIITBI HA OJHUX 1
TUX CaMHUX BUPOOHMYMX JIHISAX, Ta 3T1AHO IHIIUX IMiJICTaB MMYHKTY 3 IOTO PO3ALTY
Jlepxiikcayx6a TmpuiiMae pilieHHS TMpo 3YNUHEHHS dii abo aHyOBaHHS
Ceptudikara abo BucHoBKy, nmpo 110 mnoBimomise 3asBHUKY (IIPEICTABHUKY
3asBHHKA) npoTsaroM 10 poOodux AHIB MICHsS MPUHHATTS BIAMOBIIHOTO PIIICHHS.
[Ticnsa ycynenns nopymeHb Bumor GMP y BctaHoBieH1 ctpoku Jlepkimikcinyxoa
npuitmMae pimeHHs moao moHoBieHHs naii Ceprudikara abo BuchoBky (y pasi
3YIMUHEHHS X fii).

5. Ilpu 3xilficHeHH1 TO3aIlJIAHOBOI'O 1HCIEKTYBaHHS 3 IIIJICTaB, BU3HAYCHUX
po3aiiom VI mporo Ilopsnky, 3 MeTOw MIATBEPKEHHS BIAMOBIIHOCTI YMOB
BUPOOHMIITBA JTIKApChKUX 3aco0iB  Bumoram GMP nmns  pesuneHTtiB  Ta
HEPE3UJICHTIB, 1HCIEKTYBAaHHIO IMIJJIATAlOTh JWIIEe Ti TWTaHHSI, HEOOXITHICTH
NEPEeBIPKM  SKUX CTaja TMIACTaBOK  JUIsl  TPOBEJEHHS  I03aIJIAaHOBOTO
IHCTIEKTYBaHHS, 3 OOOB’S3KOBUM 3a3HAYCHHSIM IHUX MHTaHb y JOKyMEHTaX Ha
MPOBENICHHS 1HCIEeKTyBaHHSA. He mimisirae mepeBipii mepion, sKuid yxke OyB
MPEeIMETOM TIi/T Yac MepeBIpKU, KPiM BUMAAKIB, BCTAHOBJICHUX 32 PIIICHHSAM CYY,
sKe HaOpayo 3aKOHHOI CHJIM, a00 3 METOI0 NEPEBIPKH YCYHEHHS TOPYIIEHB, IO
Oynu BUSIBJICHI IiJl YaC OCTAHHBOTO IHCTIIEKTYBaHHA. Y pa3i BIAMOBH 3asBHHKA
(mpencraBHUMKa 3asBHUKA) Bil TMPOBEACHHS IHCMEKTYBAaHHS 3a PIMICHHIM
Hepxiikemyx0u, 1o opopMITIOETECS Haka3oM, 3ynuHsIeThes Ais Ceptudikaty abo
BucnoBky.

6. [Ipn 3mificHeHHI MO3aIlJIaHOBOI'O I1HCIEKTYBaHHS 3 IIiJICTaB, BU3HAYCHUX
po3ainom VI 1mwporo Ilopsnky, 3 MeTOl MiATBEPHKCHHS BiAMOBIAHOCTI YMOB
BUPOOHUIITBA JIIKAPCHKUX 3ac00iB BuMoram GMP s pe3nieHTiB Ta HEPE3UICHTIB
YCTAaHOB 3 OTPUMAHHS IUJIa3MH Ta/ab0 Miclb 30epiraHHs IUIa3MH, 1HCHEKTopam
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NMOBUHHI OyTH NocTynHi Jlochbe BUPOOHMUYOI OUIBHULI IJIl YCTAHOB 3 OTPUMAaHHS
m1a3Mu Ta/abo Jlocke BUpOOHMYOT TUIBHULI ISl MIiCIb 30€pIraHHs IU1a3MHu.

VII. IIpaBa Ta 000B’I3KHN iIHCIIEKTOPA NPH NPOBEJAEHHI Npouexypu
niaTBepa:KeHHs BianoBignocti Bumoram GMP

1. [nciexTop mpH 3A1MCHEHH] IHCTIEKTYBaHHS! BUPOOHHUIITBA MA€ MPaBO:

O3HAHOMIIIOBATUCS 3 yCIMa HEOOXITHUMHU [JIsl MPOBEAEHHS IHCIEKTYBAHHS
JIOKyMEHTaMH, 5iKi cTocyioThcsi BuUMor GMP 1 MartepiainiB peecTpaiiiHOTO J10ChE,
Ta OJepKyBaTh Bin 3asBHHUKA, Ta/ab0 BHpPOOHMKA, Ta/ab0 iX mpencTaBHHUKA
HEeOOXI1JIH1 BIZIOMOCTI 3 IIMTaHb, 1110 HAJIC)KATh JI0 HOro KOMIIETEHIIIT;

Oe3mepenkoIHO  BIAMOBIAHO [0 3akoHy Ykpainu «IIpo ocHOBHI 3acamau
JIep>KaBHOTO HArJsAy (KOHTPOIII0) y cpepl rocrnoiapchbkoi AiSIIbHOCTI» MPOBOIUTH
OTJISiT BUPOOHUYUX, CKJIAJICHKUX, JOMOMDKHUX NPHUMIIIEHb (30H), MPUMIIICHb
(30H) KOHTPOIIO SKOCTI Ta IHIIMX MPUMIIIEHb (30H) 3asBHUKA 3 METOK iX
IHCTIEKTYBaHHS JUIsl 3'ICyBaHHS TIMTaHb, 3a3HAUYCHUX B IUIAHI Ta Mporpami
IHCTIEKTYBaHHSI,

BiMOBIAHO 10 3akoHy YKpainu «IIpo OCHOBHI 3acaau JEp>KaBHOTO HATrJISAY
(koHTpOJIIO) Y cepi rocrogapchkoi MiIsNIBHOCTI» (PIKCyBaTH TIpoIeC 3IIMCHEHHS
IHCIIEKTYBaHHA YHM KOXHY OKpeMy [if0 3aco0aMu ayjio- Ta BIJEOTEXHIKH, HE
NEPEIIKOKA0YN 3MIMCHCHHIO TAaKOro 3axO0Jly Ta HE IMOPYIIYIOYH KOMEpPIiHHY
TAEMHUIIO 3asBHUKA, PO 110 3asBHUK Ta/a00 BUPOOHUK Mae OYTH MONEPEKEHU N
i1 4ac BCTYIHOT HapaJu;

BUMaraTH NPUIIMHEHHS i, K1 MEepPenIKoHKaloTh 3AIMCHEHHIO MPOIEAYpHU
MiATBEPHKEHHS BIAMOBITHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX 3acCO0IB BUMOTaM
GMP;

NpU3HAYaTH EKCIEPTHU3y, OACP)KYBAaTH TMOSICHEHHS, JOBIIKH, JTOKYMEHTH,
Marepiajad, BITOMOCTI 3 TIMTaHb, [0 BHHUKAIOTh TMiJ Yac MPOIEAypHU
HiATBEpKEHHS BiANMOBIIHOCTI BUMoram GMP;

BiIOMpaTH 3pa3KH JIIKAPCHKUX 3aC001B I J1aOOpaTOPHOI MEePEBIPKHU 1X AKOCTI
3TiJHO 3 YMHHUM 3aKOHOJIABCTBOM YKpaiHM B pa3i BCTAHOBICHHSA MOPYIICHb
TEXHOJIOT1i BUPOOHHUIITBA, BUMOT IIOJIO SKOCTI, YMOB Ta/a00 mpaBmil 30epiraHHs
JTKApChKUX 3ac00iB, IO MOXYTh NPHU3BECTH 10 BHPOOHMIITBA HESIKICHUX
JTKapCchKUX 3aco0iB  Ta/abo omToBOi, pO3ApiOHOT TOPriBIlI  HEAKICHUMU
JKapChKUMU 3ac00amMu;

OTPUMYBATH HAJCKHUM YHHOM 3aBipeHi KoOmii HEOOXITHUX JTOKYMEHTIB
(BUTATIB 3 JOKYMEHTIB), TOB’SI3aHMX 3 I1HCIEKTYBAaHHSIM BHUPOOHHIITBA Ha
BianoBiaHICTE BUuMoraM GMP;

OJIep)KyBaTH Bij 3asBHUKA MUCHMOBI MOSICHEHHS 3 MHTaHb, 1[0 BUHUKAIOTH
ITiJ] 9ac 1HCIIeKTyBaHHS.

2. [HcIeKTOp MOBUHEH JOTPUMYBATHUCHh BUMOT MI0JI0:

TOTpUMaHHS KOHGIICHIINHOCTI om0 iHdopmallii npo 3asBHHKA, Ta/abo
BUpOOHMKA, Ta/ab0 iX MPEeACTaBHUKA, Y TOMY YHCIII OTPUMAHOI BiJl HHOTO Tij Yac
IHCIIEKTYBaHHS;

MPUHIHUITIB KJIacu(iKalii BUSBICHHUX IT1]l YaC IHCTIEKTYBAHHS MMOPYILICHb;
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3a0e3nedyeHHs] OO0'€KTHBHOCTI, IOBHOTM Ta JOCTOBIPHOCTI 1H(opmarii
pE3yJIbTATIB IHCHEKTYBaHHSA, B TOMY YHUCI1 1H(popMalii, 110 MICTUTHCS Yy 3BITI Ta €
MIACTaBOIO JUIsl NPUUHATTA piieHHs npo Bunavy Ceprudikara abo BucHoBky;

BIZICYTHOCTI KOH(JIIKTY IHTEPECIB MPU MPOBEAEHHI POOIT 13 MiATBEPIKEHHS
BIIMOBIIHOCTI YMOB BHUPOOHUIITBa JiKapchkux 3aco0iB Bumoram GMP, y tomy
YUCIII 1] Yac 1HCIEKTYBaHHS;

HEpO3royionieHHss KoHQiaeHuiiHoi 1HdopMmanii Ta iHpopMalii, 0O €
KOMEPIIIHOIO TaEMHUIICI0 3asiBHUKA Ta/a00 BUPOOHHKA, IO CTa€ JOCTYITHOIO
IHCIIEKTOPY Yy IIpolieci MIATBEP/KEHHS BIANOBIAHOCTI YMOB BHPOOHHUIITBA
Jikapcbkux 3aco0iB Bumoram GMP;

BUKOHAHHS 3aKOHOJABCTBA YKpaiHU, y TOMY YHCIl MOJOXEHb I[bOTO
[Mopsinky, Ta pekomennaniit PI1C/S.

3. Incnektop 3000B'sA3aHUIA:

JOTPUMYBATHUCS JIJIOBOT €TUKH y B3a€EMOBIIHOCHMHAX 13 3asiBHUKOM, Ta/abo
BUPOOHUKOM, Ta/ab0 iX MpeCTaBHUKOM;

HE BTPy4YaTHUCS 1 HE MEPEHIKOIKATU 3A1HCHEHHIO TOCTOAapChKOi IsNIBHOCTI
i 9ac 31HCHEHHS MPOIEAYPH MIATBEPIKEHHS BIAMOBIIHOCTI YMOB BUPOOHHUIITBA
Jikapchbkux 3aco0iB BumoraM GMP, skio 11e He BUMaraeTbcsi 0OCTaBUHAMHU, SKi
Oe3nocepeTHbO CBIAYATh MPO BUPOOHMIITBO JIIKAPCHKUX 3aCO0IB 3 KPUTHYHUMU
NOPYIICHHIMH;

Hagatu 3BIT B Jepxiikciyx0y B cTpoku, nependayeHi po3auiom III mporo
[Topsanxy.

VIII. IIpaBa ta 000B's13kn 3asiBHMKA Ta/a00 BUPOOHUKA NP NMPOBEACHHI
NpoueaypHu NiATBEePAKEHHS BiIMOBITHOCTI yMOB BUPOOHMIITBA
JikapcbKux 3aco0iB Bumoram GMP

1. 3asBHUK Ta/a00 BUPOOHHWK € BiAMOBITAIBPHUMHU 3a JOCTOBIPHICTH HaJIaHOI
iHbopMaIii.

2. 3asBHUK Ta/a00 BUPOOHUK MAIOTh MPaBo:

BUMAarati BiJ IHCIIEKTOPIB JOJIEPXKAHHS BHUMOI YHHHOTO 3aKOHOJAaBCTBA
VYkpainu;

HE JIOMYCTUTH 1HCIEKTOPA/IHCIIEKTOPIB A0 IHCIEKTYBAaHHS 0€3 Mpea sSBICHHS
HUM/HUMHU JJOKYMEHTA, 110 3aCBITIy€E 0CO0Y;

NEPEBIPSITH HASBHICTh B I1HCIEKTOpa MOKYMEHTa, IO 3acBimuye ocoly, 1
OJIep>KyBaTH KOIIii TOKYMEHTIB Ha MPOBEJICHHS 1IHCIIEKTYBaHHS;

OyTH MIPUCYTHIMH T/ Yac 3/1IHCHEHHS 1HCTICKTYBaHHS;

BUMaraTH HEpO3TroJIOeHHS KoH]iAeHI[IiTHOT iHpopMarlii Ta iHhopMaIlii, 1o €
KOMEPIIIHHOIO TAEMHUIICIO 3assBHUKA Ta/a00 BUPOOHUKA;

dikcyBaTH mporiec 3IMCHEHHS IHCIEKTYBaHHS YH KOXHY OKpeMy [0
3acobamMu ayzio- Ta BIIGOTEXHIKM, HE TMEPEIIKO/DKAI0YN 3IHCHEHHIO TaKOTo
3ax0.y, PO IO IHCIIEKTOP Ma€e OYTH MOMEPEeKEHUH i1 9ac BCTYITHOT Hapau;

HaJlaBaTH OOTPYHTOBAHI 3ayBaKCHHS 1010 MPOBEACHOTO 1HCIIEKTYBAHHS Ta 3a
OakaHHSIM OyTH MIPUCYTHIM MPHU PO3IJISIAL PE3YIbTATIB IHCIIEKTYBAHHS,
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ollepKyBaTu 3BIT, a TakoX 1HIII mependadeni uuMm llopsakom HOKyMeHTH y
CTPOKH, BCTaHOBJEHI nuM [lopsnkom;

3BEpHYTHUCS A0 JepAatikcayk0u 3 TPOXaHHSIM 3IMIIUTH 0€3 pO3Tisay 3asiBy
npo Bunauy Ceprudikara (3asBy npo Bujgauyy BucHoBKy) a00 MOBIAOMIICHHS 1IOA0
HEOOX1THOCTI BHECEHHS 3MiH uu nepeoopmieHHs [lepeniky nikapcbKux 3ac001B;

y BCIX BUTQJKaX HE3TOJW 3 pe3yJbTaTaMH MPOBEICHUX €KCIEPTHU3, MPOIECOM
IHCTICKTYBaHHA Ta pe3ylbTaTaMd I1HCIEKTYBaHHS, BKIIOYAlOYM, aje He
00OMEXYIOUHCh, PO3TJISi] 3ayBa)K€Hb Ta 3alepeueHb 3asiBHUKA Ta/a00 BUPOOHUKA,
NpUIHATI pimeHHs moao Bunayi Ceptudikata abo BucHoBKy ado BIAMOBH y iX
BUJIaul, 3ynuHeHHs abo anymoBaHHs Aii Ceptudikata a6o BHCHOBKY TOIIO,
OCKapXXyBaTH iX B YCTAaHOBJIEHOMY 3aKOHO/IaBCTBOM TMOPSIIKY.

3. 3asBHUK Ta/ab0 BUPOOHUK 3000B'sI3aHUIA:

noBLAOMIIATH  JlepaImikeay:k0y Mpo 3MIHH, SKI CTOCYIOThCS BUPOOHHUYOT
JOUTbHMII (Y TOMY YHCII1 PO 3MIHY JIiIIeH31i Ha BUPOOHUIITBO JIKapChKUX 3aC001B,
3MiHy HalMeHyBaHHS 3asBHHKA, HOT0 MICIIE3HAXOMKEHHS, TEePEHECCHHs
BUPOOHUYOT IUTBHUI HA 1HIII IO TOIIO);

HaJaBaTH I O3HAWOMJIEHHA Ha 3anuT Jlepkiikciay:xOu Ta/abo 3amydeHux
YyIIOBHOBAKEHUX OpraHizaimii, ydyeHuXx Ta (axiBLIB TMepes MPOBEICHHS
IHCIIEKTYBaHHA Ta IIiJl Yac I1HCHEKTYBaHHS peecTpaliifHl MaTepiaid Ha
3apeecTpoBaHi JiKapchKi 3acobu Ta/abo Ha JIKapChKi 3ac00M, IO MOJAOTHCSA Ha
Jep>)KaBHY peecTpalliro ado MpU BHECEHHI BIAMOBIIHUX 3MIH O PEECTpAIliiHUX
MarepiajiB Ha 3apeecTpoBaHi B YKpaiHi JIKapchKi 3aco0u;

HaJaBaTH Ha 3allUT IHCIIEKTOpPAa BCIO HEOOXimHY iHopMaIlliro, 3a0e3rneuyBaTu
MOKJIUBICTb TIPOBEJICHHS OIJISAy BUPOOHUYUX, JIOMOMDKHHUX, CKJIQJCBKUX
IpUMIIEeHb, 00JIaIHAHHS, 30H KOHTPOJIO SKOCTi, IHTEPB IOBAHHS IPEICTaBHUKIB
(mepconany) BHpOOHHUKA, O3HAHOMJICHHS 3 HEOOXITHOI  peecTpaliifHoi
JOKYMEHTAIIIEI0 Ta JIOKYMEHTAI[IE0 CHUCTEMH SIKOCTI TOIINO, O3HAHOMIICHHS Ta
OTJISAJT SIKUX HEOOXimHI JJisg 3°sACyBaHHS BHUKJIAJIEHUX Y IUIaHI Ta Mporpami
IHCTIEKTYBaHHS IMUTaHb;

BUKOHYBAaTH BUMOTH JIep>KITIKCITy:KOU 1010 YCYHEHHS BUSIBICHUX MOPYIICHb
BuMor GMP Ta uynHHOTO 3aKOHO/IABCTBA Y KpaiHu;

BUKOHYBaTH TependadeHi 1uM I[lopsakom Bumoru JlepKimikeiayxOu 1momo
YCYHEHHsI BUSIBJICHUX ITiJl Yac MEPBUHHOI 200 CIeliaai30BaHoi eKCcIepTr3 ado mia
9ac 1HCTIEKTYBaHHS MOPYIIIEHb BUMOT YHHHOT'O 3aKOHOJIaBCTBa Y KpaiHH;

HaJaBaTH KOITii JIOKYMEHTIB, 3pa3Kh TMPOAYKIlii, IOSCHEHHS, JOBIJIKH,
BIJIOMOCTi, Marepialldi 3 TIIHTaHb, [0 BHUHHUKAIOTh TiJ Yac MPOICAypH
MITBEPKEHHS BiamoBimHOCTi BUMoram GMP.

I'enepanbHuMil JMpPEKTOP
dapManeBTUYHOI0 JUPEKTOPATY Oaekcanap KOMAPIJIA





