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Jlep:kaBHa  peryasitopHa
cayx6a Ykpainu

MiHicTepcTBO 0XOPOHH 310pOB’st YKpaiHH IOBTOPHO HAACHJIAE HA po3rmsia Ta
NOTO/DKEHHA TMPOEKT Hakasy MIiHICTepCTBA OXOpPOHM 3/10poB’s  YKpaiHu «IIpo
BHECEHHA 3MiH 10 Ilopsaaky mpoBedeHHA MiATBEpPIKEHHS BiAMOBIAHOCTI YMOB
BUPOOHHLTBA JIKAPCHKHX 3aCOGIB BHMOraM HAJIEXHO! BHPOGHHUOIL IIPAKTUKH» Ta
MaTepianu 10 HLOTO.

Y 3B’M3KY 3 YHEMOXIMBJICHHAM IPOBEINEHHS iHCIIEKTYBAHH BUPOOHHYIHMX
AUTBHALIB HA BilNOBIJHICTH BAMOTaM HANEXHOI BHPOGHHYOL npaktuku (GMP) no
BCHOMY CBITY (4epe3 orojomeHHs BcecBiTHBOIO opranizauiero OXOPOHH 30pPOB'S
naHjeMil, MOB’A3aHOI 3i CHAaXOM Ta CTPIMKMM pPO3NOBCIOIKEHHAM rocrpoi
pecmiparoproi xBopo6u COVID-19, cnpuunnenoi KopoHasipycoM SARS-CoV-2)
BUHMKNIA 3arpo3a BuAadi ceprudikarie Ha Bignosimuicts BuMoram GMP Ta,
BITIOBINIHO, MOJATIBITY PEECTpaLio JikapchKux 3acobiB B YkpaiHi, ix BBE3CHHS, a
OTXe ¥ 3a0e3meueHHs rpoMaisaH YKpaiHH HEOOXiAHMMH JTIKaMH B iIoMy. 3MiHH, IO
3alpOBA/DKYIOTECA IPOEKTOM Hakasy, 3abesmedaTh OGesnepebiline mpoBeneHHS
iHCIIeKTYBaHHs Ta BuIady ceprudikata Ha BiamoBigHicTs BHMoram GMP, y pasi
TIOBTOPHOTO CTBOPEHHS TAKUX YMOB y MailOyTHLOMY.

BpaxoByroun BumeBnkinanese, MiHiCTEpCTBO OXOpOHH 300pOB’a  YKpainu
TIPOCUTH NOTOJUTH NPOEKT Haka3sy MiHicTepcTBa OXOPOHH 310poB’s Ykpainn «IIpo
BHECCHHA 3MiH 10 Ilopsaky mnpoBeneHHs NiATBEPIXKEHHsS BiAMOBiTHOCTI YMOB
BHPOOHHMUTBA JIKapCHKMX 3acCO0iB BHMOTaM HAJIEXKHOI BHPOGHHYO] OPAaKTUKW» Y
TPHACHHUN TEPMIH.

JoxaTku (B €1EKTPOHHOMY BHIJIA/I):
- IPOEKT aKTa Ta MaTepiaiy X0 Hboro (Ha 114 apk.); ,
- Komisi pimenns JlepxkapHoi perynstoproi cayx6m Vkpaimu Big 02.03.2020
Ne 138 (Ha 2 apk.)
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3ATBEPJIXEHO

Haka3z MinicTepcTBa 0XOpOHH
3[0pOB's YKpainu

27 rpynas 2012 poxy Ne 1130
(y penaxmii HaKa3y
MisicTepcTBa OXOpOHU
30pOB'sS YKpaiHu

BiJ Ne )

HOPSIOK
NpOBeAeHHS MIATBEPKeHHS BiAMOBIAHOCTI yMOB BHPOOHMIITBa
JIKapcbKHUX 3ac00iB BHMOraM HaJIe:KHOI BHPOOHHYOT MPAKTHKH

I. 3arajbHi mooKeHHa

1.ITe#i Ilopsimok po3pobieHo BigHOBIZHO g0 3akoHY Ykpainu «I[Ipo
JIKapchKi  3acobm», 3 ypaxyBaHHAM BuMor JlupextuBu  2001/83/€C
Ceponeiicekoro Ilapmamenty Ta Pamm Bim 06 muctomama 2001 poky 1momo
Komexcy CmiBToBapHCTBa CTOCOBHO JiKapCHKHX 3ac00iB, NPH3HAYCHHX I
3acTocyBaHHs JmoauHoro, JupextuBu Kowmicii 2003/94/€C Bix 08 muctomana 2003
POKYy, fKa BCTaHOBJIOE IPUHININ i TpaBWJia HAJIEKHOI BUPOOHHYOI HMPaKTHKH
 IIOMO JIKapChKUX 3aco0iB, NMPU3HAYEHUX I 3aCTOCYBAaHHS JIOJWHOIO, Ta
JOCHIKYBaHUX JIKapChKUX 3aco0iB, MPU3HAYEHUX IS 3aCTOCYBAHHS JIIOUHOIO,
36ipauka npouenyp CruiBToBapHCTBa 3 MUTAH IHCHEKIIi# Ta 0OMiHYy iH(pOpMaItieio
(EMA/572454/2014, 17 penmaxitis) Ta peKOMeHIaIiii JOKYMEHTIB MiKHApOIHOI
Cucremu cniBpoGiTHHIITBa papMmanesTrnanux incnekii (PIC/S) PI 002-3 Bumorwu
J0 CHUCTeMH sKOCTi ¢papMarieBTuHNX iHcnekroparis, PIC/S PI 008-3 Hacrtanosa
0 iHCTIEKTYBaHHIO YCTAHOB 3 OTPUMAaHHA ILIa3MHK Ta MicIs 30epiranss miasmu, Pl
019-3 Mocke BupoOHMYOI AUTGHULI IS yCTAHOB 3 OTpHMaHHS Iiasmu, PI 020-3
Jocbe BupoOHIIOT minbHMII Iyt Michb 30epiranasa mnasmu, PI 040-1 Hacramosu
PIC/S 3 xmacudikanii HeBianosigaocteit GMP. |
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2. 'Y npomy Ilopsaky TepMiHH BKUBAIOTHCSA y TAKHX 3HAYCHHIX:

aKTWBHUH (apMalleBTHUHUM iHTpelieHT (JTiKapchbka peYoBHHA, Mif04a
pedoBuHa, cybcrannia) (mani — A®I abo giroua pedoprHa) — Oy/b-IKa PeUOBHHA
9M CyMill pPeYoBHH, INO IIPU3HAYeHA MJIs1 BHUKOPHCTAaHHA Yy BHPOOHHITBI
JMIKapCbKOro 3acol0y i mig Yac IbOr0 BUKOPUCTAHHS CTa€ HOTO aAKTHBHUM
inrpepieaToM. Taki pedoBHHM MaioTh (hapMakKoIIOTiUHY YH iHITY Ge3MOCEepeaHIo
Jif0 Ha OpraHi3sM JIOAWHHW, Y CKIaJi TOTOBHX ()OpM JIKapChKHX 3ac0o0iB iX
3aCTOCOBYIOTH JJIf JIIKyBaHHS, A1arHOCTUKH YU MPO(DIaKTHKK 3aXBOPIOBAHHS, IS
3MiHM CTaHy, CTPYKTyp a0o dizionoriuaux QyHKUi#i opraxismy, if IOLISLAY,
00pOOKH Ta IOJIETIICHHS CHMIITOMIB;

aTecToBaHa JabopaTopis — abopaTopii 3 KOHTPOJIO SKOCTI ITiKapCHKHX
3aco0iB, fKa arecToBaHa BifOBiAHO 10 ITopsAaKy IIPOBEAEHHS rafy3eBoi aTecTanii
nabopaTopiil 3 KOHTPOIO SKOCTi Ta 6e3neKd JKapChKUX 3aC00iB, 3aTBEPIKEHOrO
Haka3oM MiHicTepcTBa 0XOpOHH 310poB’st Ykpaiuu Bix 14 ciurs 2004 poxy Ne 10,
3apeecTpoBanuM y MinictepctBi foctumii Ykpaimm 30 ciuma 2004 poky 3a
Ne 130/8729;

BHPOOHMK JiKapChKHX 3ac00iB — Cy0’€KT rOCIOJAPIOBAHHS, SKHH 37ilICHIOE
Xo4a O O/IH 13 eTaliB BUPOOHHUITBA JIKAPCHKIX 3aC00iB Ta Ma€ NileH3ito (103Bin)
Ha BUPOOHHUIITBO JIKapCHKUX 3aC0O0IB (SKIIO OCTAaHHE MepeqOavYeHo HAiOHAIBHAM
3aKOHOJABCTBOM KpaiHM, Ha TEPHUTOPIi SKOI 3HAXOAATHCS BUPOOGHMYI IOTYXHOCTI
BUPOOHHKA);

BHPOOHMIITBO JKapChKUX 3aco0iB — IisUIbHICTb, IOB’sA3aHa i3 cepiliHMM
BHIIYCKOM JIKapCchKHX 3aco0iB, sKa BKIIoYae BCi abo xodya 6 OfHy 3 omepariii
IO/I0 TEXHOJIOriYHOro IpOollecy, KOHTPOIIO AKOCTi, BHAAYi J03BONY Ha BHILYCK
(ceprudikamnii) cepii, a Takox 3aKymiBi MarepiamiB i mpomykmii, 30epiranss,
OITOBOI TOPIiBNi (AUCTPUOYIIii) NiKapChKUX 3ac00iB BIACHOIO BUPOOHUIITBA,

BHCHOBOK INOAO IMHATBEPIDKEHHS BIANOBIAHOCTI yMOB BHPOOHHIITBA
JiKapchKoro  3acoby ~— BHMOraM  HaleXHOI  BHUPOOHHYOI  NPaKTUKH
(mani — BECHOBOK) — IOKyMEHT, Buaanu# JlepxIikciy k6010, aKmif 3acBigdye, Mo
33 pe3ynbTaTaMy MPOBEJEHOI CHeNiali30BaHOi eKCIIEPTU3H IMOJAaHUX JIOKYMEHTIB
obiuiifanii TOKYyMEHT INOJO BiANIOBITHOCTI BHPOOHHMIITBA JIKAPCHKUX 3acO6iB
BHMOTaM HajlexHoi BupobHuydoi npaktuku (Good Manufacturing Practice, GMP),
BUJI@HWH YITOBHOBa)XEHUM OpraHoM Kpainu — dneHa €C, Bemukoi Bputanii aGo
KpaiHw, 1[0 Mae yroxy npo B3aeMHe BuzHaHHS 3 €C abo 3 YKpalHOO, BBAXKAETHCS
TaK¥MM, I00 MiATBEPAXKY€E BiANOBIOHICTH YMOB BHPOOGHHMIITBA JIIKAPCHKUX 3acO6iB
YMHHKMM B YKpaiHi BUMOraM HaJIeXXHO1 BUPOOHUYOI MPAKTHKH;

3agBHMK — Cy0’€KT TOCIIOJapIOBaHHS — BIACHUK peECTpaniiiHoro
HOCBiUeHHS (TOproBoi JilleHsii) Ta/abo JineH3il Ha BUPOOHHITBO IiKAPCHKHX
3aco0iB, skmii mojae mo Jlepikimikciyx6u 0cobucTo abo Yepes YIHOBHOBAKEHY
oco0y (mpencTaBHMKa), II0 3HAXOMUTHCS B YKpaiHi, 3as8By Ha BUnauy ceprudikara
BIAMOBITHOCTI yYMOB BHPOOHMIITBA JHKAPCHKMX 3aC00iB BHMOTaM HAJI&KHOT
BHPOOHWYOI NPakTHKU abo 3asiBy Ha BUAYy BHCHOBKY IIOAO IHiATBEPIKEHHS
BiIIOBIJHOCTI yMOB BHUPOOHHWITBA JIKapCHKOTO 3aco0y BHMOraM HAIEKHOT
BUpOOHWYOi mpakTWKU (fami — 3asBa) Ta gKuil BimmoBimae 3a MOCTOBIpHICTH
Ha/aHoi iH(opMaIiil Ta JOKyMEHTIB;
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3pa3ok (Ipoba) Bixm cepii — dacTHHA BiA cepii, BiniOpaHa TaKMM YMHOM 1 B
TaKill KUIbKOCTi, IO € peNPE3CHTaTABHOO IS BCi€l cepil;

iHCTIeKTOp — mocazoBa ocoba Jlepximikcmyx6u Ta/abo daxiBenb, AKuit
3aJIy4acThCsl HEI0, Ma€ BHILY OCBITY 3a OHHIEI 3 TaKWX CIeHialbHOCTEl:
bapmaris, TexHOJOTIA (hapMalleBTUYHUX IIpenapartiB, XiMid, XiMiuHa TE€XHOJOTI,
Oiomoris, 6i0TexXHOIOTIsT, Ma€E AOCBIX poOOTH Y BUPOOHHUIITBI JiKApCHKUX 3aCO0iB,
KOHTPOJIi SIKOCTi, yIpaBiiHHI (3a0e3leduenHi) IKiCTI0 ab0 CTBOPEHHI ITiKapChKHUX
3ac00iB, Ta Ma€ MiATBEPHKEHHS KOMIETEHTHOCTI 3 MUTaHb HAJIEKHOI BUPOOHHION
MPaKTHKH;

iHCIIeKTyBaHHs — Ipomeaypa OI[HKK BiAMOBITHOCTI (apMaleBTUIHOT
CHCTEMH SKOCTi Ccy0’€KTa rocrofapioBaHHs i ()aKTUYHOTO CTaHy HasBHHUX YMOB
BUPOOHHUIITBA JIKapCHKUX 3aCO0IB Ta YMOB KOHTPOIIIO SKOCTI YMHHHMM B YKpaiHi
BAMOI'aM HAJIE)KHOI BAUPOOHMYOI IIPAKTHKU 3a MiCIIeM NPOBAKEHHS isIbHOCTI
(MicHe3HaXOMKeHHIM BHPOOHHYHX IOTYXKHOCTEH, Y TOMY UHCIi 30H KOHTPOIIO
SKOCTi Ta 30H 30epiraHHs 3a KOHTPAKTOM (JIOTOBOPOM));

KPUTAYHE TIOPYINEHHs — HOPYIIEHHS, 1IN0 CIpHYMHIE abo Beje N0 BHCOKOL
HIMOBIpHOCTI BUPOOHWITBA JIKAPCHKOTO 3aC00y, AKWM INKIAIMBHM i JIOLWHHA
abo TBapuHM, a00 TaKOTo, M0 MOXKE IPU3BECTH A0 IOABH IIKIIIMBUX 3AIUIIKIB Y
Xap4OBill MPOMYKIIil TBAPMHHOIO MOXOKEHHS; _

nabopaTopHHY aHalli3 — aHaIi3 3pa3KiB JMKapChKUX 3ac00iB HA BiAMOBIIHICTE
IIOKa3HMKIB JKOCTi JIKapChKHX 3aco0iB BuMoraM crmemnmdikarnii SKOCTi MeTOmiB
KOHTPOJIIO SIKOCTI JIKapChKHX 3aco0iB abo 3arajbHUM BUMOTaM IO JTIKapChKAX
3ac00iB, BCTaHOBIEHUM Jlep:kaBHOIO (hapMakomeer0 YKpaiHM, B aTeCTOBAHUX
nabopaTopisx;

JiKapChbKU# 3aci® KpUTHYHOrO PiBHS PH3UKY — JIKAPCHKHI 3aCib, I SKOro
BUKOHY€TBCS Oyllb-sIKa 3 TaKMX YMOB: BY3bKHM TEpameBTHIHMH IHIEKC; BHCOKA
TOKCHYHICTb; CTepWIBLHHM NPOAYKT, OioJNoriuHuii JikapchKuil mpemapar abo
CKNaJHME BHPOOHMYMH Ipollec, MPOTe JKAPChKi 3aCO0M HU3BKOTO PiBHS PHIUKY
HE MOXYTh pO3IVIANATHCS $SK KpUTHYHI, HaBiTh SKIMO IIA iX BHPOOHHUIITBA
3aCTOCOBYIOTECA CKIIa/IHI BUPOOHMi ITPOLIECH;

JIKapchKUH 3aci6 BHCOKOTO DPiBHSA PU3HKY — JIKAPCHKHM 3acif, IO MOXKe
CTaHOBHTH PU3UK JJIA 3J0POB'S JFOJAMHU HABITh IPH MAIHX KiTBKOCTIX BHACIIZOK
IIepeXpPeCcHO] KOHTaMiHaIil MPOAYKTaMH, SIKi BKITIOYAIOTh, aie HE OOMEXYIOThCA
NEeHINUTIHAMY, [IeBHUMH IIWTOTOKCHMHAMH Ta OIiOJOTiYHMMH JIiKApCHKUMHU
3acobaMu;

JiKapchKi 3acO0M HHU3BKOTO PIBHSA PHU3HKY — JIKapCchki 3aco0m, Taki sK:
MiCII€BOTO 3aCTOCYBaHHS JJIA Tepallii IPOTU aKHe; JIIKapChKi 3acO0H IIPOTH JIyIIH;
AHTHCENITUYHI OYMIINYBaYi IOKipW; MPOTHIPUOKOBI JKApChKi 3aco0M Aas Hir;
IPOAYKIisA IO AOTJIAMY 3a IIKipOIo, sIka MiCTHTh JIIKapChKi 3aCo0H; 3aCO0H 3aXUCTY
BiJI COHSYHUX OIIKiB; JIbOJSHUKH BiJ 00O B rop:i abo KaIlLIo, JTiKapchKi 3aco0H,
aHAJOTi4Hi iM, a TaKOX fAKi He BiHOCATHCS IO CTEPHIbHUX a00 pELenTypHHX
JIKapCHKUX 3aC00iB; ~

Haje)kHAa BHpoOHWYa mnpaktwka (Good Manufacturing Practice, GMP) —
YacTVHa YIpPaBIIHHA SKICTIO, fKa TapaHTye, IO JIKapChKi 3aco0M MOCTiHO
BUPOOJIAIOTECA 1 KOHTPOJIOIOTHCSA BIi[MOBIZHO JO CTAaHAAPTIB SKOCTI, SKi
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BiZIOBINAIOTH 1X NMpH3HAYEHHIO, & TaKOX BIAMOBITHO J0O BHUMOT PEECTPALIAHOTO
IOCBE, JOCHE JOCIHIIKYBAaHOTO JKapChKOro 3aco0y Ui KIiHI9HUX BUIPOOYBaHb
abo cnenmdikarmii Ha M0 MPOLYKIIiLO;

HECYTIT€BE NOpymeHHS — mopymieHHs BuMor GMP, ske He HaleXuTh IO
KPUTHYHHX a00 CYTTE€BHX HOPYINeHb (Taka KiacuQiKailisi IPHCBOIOETHCS, SKIIO
HEBiNIOBIAHICTH OIliHEHA K Taka abo KO He BUCTadae iHGopMamii I OMiHKHA
HEBIJMOBIAHOCTI SK KPUTAYHOI UM CYTTEBOL);

oimifHui TOKYMEHT IMOMO BiAMOBIAHOCTI YMOB BHPOOHMIITBA TiKapChKHAX
3acobiB BumoraMm GMP - cepTudikaT BiANOBIZHOCTI -yMOB BHpPOOHHUITBA
JiKkapceKux 3aco6iB Bumoram GMP, Bunanuii ymOBHOBaXKEHUM OPraHOM KpaiHu —
anena €C, Benukoi Bpurtanii abo kpainm, sika Mae yroay Ipo B3a€MHE BU3HAHHA 3
€C abo 3 Vkpainor (BimomocTi 3 odimiiinoro enextpoHHoro peectpy — it FDA
CILA), a6o niieH3is Ha BAPOOHHUIITBO JIKAPCHKUX 3aC00IB (IKIIO YIIOBHOBAXKEHUM
opranoM kpainu — uneHa €C, Bemukoi bputanii abo kpainu, Mo mMae yrogy mpo
B3aeMHe Bu3HaHHA 3 €C abo 3 YkpaiHowo He mependadeHa BHAada cepTHdikara
BiJITOBiTHOCTI YMOB BUPOOHHMIITBA JIiKapChKuX 3aco0iB BuMoram GMP);

HiATBEP/UKEHHS BiAMOBIMHOCTI yYMOB BHPOOHHIITBA JIKapChKUX 3aco0iB
BuMmoraMm GMP — mpouexypa miarBepmxkenHs Jlepxiikciryx060r0 BiAmOBiAHOCTI
YMOB BHpPOOHHITBA JIKapchbkuX 3aco6iB BuMoram GMP musxom Bupadi
cepTudikaTa BiAOBIIHOCTI YMOB BUPOOHHUITBA JIKAPCHKHX 3aco0iB BUMOTaMm
GMP abo BHCHOBKYy MIOAO MiATBEPMKEHHS BiAMOBIAHOCTI BHPOOHHUIITBA
nikapcbkoro 3aco0y Bumoram GMP;

HpelCcTaBHUK 3asBHUKA (YIIOBHOBaXKeHA 0c00a, 10 3HAXOIUTHCS B YKpaiHi Ta
BHCTyNae Bif iMeHi 3asBHHMKa) — OpHAudHa abo ¢izmuHa ocoba, sKa Iie Ha
HiCcTaBi BIAMOBIZHOrO JOPY4YeHHS (IOBIPEHOCTi), Y SKOMY 3asBHHUKOM HaJaHO
IpaBO TIPEACTaBIATH WOro iHTepecH B YKpaiHi TIpH MPOBEIEHHI IIPOLENyp
MiATBEPIKEHHS BiIOBIAHOCTI YMOB BUPOOHUIITBA JiKAPCHKUX 3acO0iB BEMOTam
GMP;

npeKBaipikamis JiKapCHKOTO 3aco0y - CTaHApTH30BaHa
mponeaypa/aporpama BceecBiTHROI opramizarii oxoponn 3mopoB's (BOO3), sxa
IPOBOAUTHCA 3 METOIO OLIHKH SKOCTi, O€3[EeYHOCTi Ta ePEeKTUBHOCTI JIKapChKOro
3aco0y;

mpernapar 00MeXeHOT0 3acTOCyBaHHs (IIperapar-CHpoTa) — JiKapChKui 3acio,
MO UpHU3HAYE€HWH IS NiarHOCTHKH, MPOQINaKTHKHA UM JIKyBaHHS PiKICHOTO
3aXBOPIOBAaHHA, TOOTO 3aXBOPIOBAHHS, IO 3arPOXKy€E XUTTIO YU TPUSBOAUTH JO
BTpaTH Ipale3laTHOCTI (3a3Buyaii He Oinmbime 5 oci6 3 koxaux 10000 xuTelnis Ha
IaTy MOJaHHs 3asBHU PO ACPIKaBHY PEECTPAIlio);

npoaykmisi «in bulk» — Oynp-skmit nikapchbkuil 3aci0d, NpU3HAYEHUH IS
BUPOOHUIITBA TOTOBOTO JIIKApCBKOTO 3aco0y, SKAH IpoOHmoB Yyci crafil
TEXHOJIOTIYHOr0 IpoIleCy, KpiM cTaii GacyBaHHS Ta/ab0 KiHIIEBOTO MAaKyBaHHS i

MapKyBaHHS;
cepTudikaT BiAMOBIAHOCTI YMOB BUPOOHHUIITBA JIIKAPCHKUX 3ac00iB BUMOTaM
GMP (mami — Ceprtudikar) — HTOKyMeHT, BHmaHmU JlepxiiKciy:k0o0 3a

pe3yibTaTaMd 1HCIeKTYBaHHS, SIKHU 3aCBiM4ye BiTOBiAHICTH YMOB BHPOOHMIITBA
TiKapChKUX 3ac00iB uMHHUM B YKpaili Bumoram GMP;
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CKIIQIHAH BUPOOHWYMI mpomec — IPOIleC, IUII SKOr0 HaBiTh He3HAYHI
BiIXWJICHHS B KOHTPOJBLHHX IIapaMeTpax MOXYThb IPH3BECTH [JO OTPHMAaHHS
HEOJHOPIZHOTO TPOAYKTy abo TIpPONYKTYy, SKHH HEe BIANOBiZaE BHMOIaM
cuenu(ikanii (HaMpUKIaa, IpoIecH TOMOoreHizanii abo rpaHyIsmii I TBEpAUX
JiKapchKUX (GOpM 3 HU3BKOIO JT03010, IIperapaTH MPOJIOHTOBaHoi abo BigKiaaeHOo
Iii, CTEpHIIbHI TTPOAYKTH );

CIellialli3oBaHa eKCIepTH3a — eKCHepTH3a TOJaHWX JOKyMEHTiB Ha
BiJINOBiIHICTh BIMOTaM 3aKOHOIABCTBA, Y TOMY YHCIi BAMoram 1poro Ilopsaky,
BuMoram GMP, anani3 iX HOBHOTH i JOCTOBIpHOCTI HamaHOi iH(oOpMaIii, a TaKoxK
nepeBipKa KOMIIEKTHOCTI JOKYMEHTIB;

CYTT€Be IOPYILIeHHS — NOPYINEHHS, sIKe He € KPUTHIHHM, ajie MPU3BeIo abo
MOX€ NPU3BECTH J0 BHPOOHMIITBA JIIKAPCHKOIO 3aco0y, SKWH HE BiIMOBiTae
BUMOTaM pPeecTpalifHOTO JOChE Ha el Jiikapchkuii 3aci0, abo mpu BHPOOHMIITBI
TiKapChKOTo 3aco0y He HOACPKYIOThCS BAMOTH HAJIEKHOI BHPOOHWYIOI MPaKTHKH,
rapMOHI30BaHO1 i3 3akoHONaBcTBOM €C, abo moisrae B HEBIAMOBIAHIM mpoleaypi
BUILYCKYy cepiif 4M HeHale)XHOMy BHKOHAaHHI yIOBHOB&)XEHOIO 0Cc000I0 CYy0 €KTa
TOCIIOIapIOBaHHSA CBOiX O0OOB’s3KiB, a00 € KOMOIHAIi€l0 NEKiTbKOX HECYTTEBHX
MOpYIIEHb, KOXXHE 3 SKHX BIJIACHE HE MOXe KIacHu(iKyBaTHCA SK CYTTEBE
HOpYILIECHHS, ajle pa30oM BOHH MaroTh OyTH kiacHudikoBaHi Ta BimoOpakeHi y 3BiTi
AK CyTTEBE TOPYIIECHHS;

yroja Impo B3a€eMHE BU3HAHHS — Yroja Mpo B3a€MHE BH3HAHHS Pe3YNIbTaTiB
IHCTIEKTyBaHHS Ha BiJNOBIAHICTh YMOB BHPOOHHIITBA JHIKAPCHKUX 3ac00iB
BuMoram GMP;

(bapManeBTHYHA CHCTEMa SIKOCTi — CHCTEMa YIPABNiHHSA, IO CIPSIMOBYE Ta
KOHTPOJIOE IAIbHICTH Cy0’€KTa TOCIIONAPIOBAHHS INOIO SIKOCTI.

3. IligTBEepIXEeHHS BiANOBIIHOCTI YMOB BHpPOOHHIITBA JiKapChKHX 3ac00iB
9YMHHUM B YKpaiHi Bumoram GMP 3ampoBakeHO 3 METOHO MOBEACHHS, IO
JIKapchbKi 3aco0M TOCTIHHO BHPOOILTIOTBCA 1 KOHTPOJIOIOTBCH 3TifHO  3i
CTaHZapTaMH SKOCTi, AKi BiAOBIiNAIOTh IX IpPHU3HAYEHHIO, & TaAKOXK BiJIOBITHO JI0
BHMOT PEECTpPaIlifHOTO IOChE, NOCHE MOCIHiIKYBAaHOTO JiKapCHKOIO 3aco0y st
KIiHIYHUX BUNpoOyBaHb abo cmenugikamii Ha o mpoxaykimitoo. ITigTBepmkenHs
BIJITIIOBITHOCTi YMOB BHPOOHUIITBA JIKapPCHKHUX 3aC00iB, Y TOMY YHCII aKTHBHHX
bapMarneBTHYHUX iHrpemieHTiB (cyOcramiiit), Bumoram GMP 3milicHIOETECS Ha
TOOPOBUIBFHUX 3acaax 3a OaKaHHIM 3asBHUKA.

4.TlinTBep/KeHHs BIAIOBITHOCTI YMOB BHUPOOHWIITBA JIIKAPCHKHX 3ac00iB
BuMmoraM GMP nnist pesuieHTiB Ta HEepe3UAESHTIB 3MIHCHIOETHC J{epKITIKCITY K000
IUIIXOM TIPOBEIEHHS EKCIEPTH3W JOKYMEHTIB, IMOJAHWX BiIIOBIAHO IO I[HOTO
Iopsnxy, Ta iHCHEKTYBaHHS BHpPOOHMIITBA Y BHNAAKaX, MepeabavyeHUX MM
IMopsaxom.

5.BigmoBimHO 1m0 mhoro Ilopsimky  TPOBOAMTHECS — MiATBEPIDKEHHS
BiJIIOBITHOCTI YMOB BHPOOHWIITBA JIKapChKHX 3acO0iB BHMOIaM HAJICIKHOI
BUPOOHNYOI IPAaKTUKU Ha BAPOOHUYMX AUTBHUIIAX 3TiTHO i3 BiAIOBIIHOO 3aBOIO:
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Ha BHJady cepTH(dikaTta BiANOBIIHOCTI yMOB BHpPOOHHITBA JIKapCHKHX
3ac00iB BUMOTaM HaJIeKHOI BUPOOHMYOI IPAKTUKY 3TiAHO 3 JoAaTKoM 1 10 mboro
Hopsnaky (mami — 3aaBa Ha Bugady Ceptudikata);

Ha BHAAYy BHCHOBKY IIOAO INATBEp/DKEHHS BIAMOBIZHOCTI YMOB
BUPOOHMIITBA JiKapchkux 3acobiB BuMmoram GMP srigno 3 gomatkom 2 10 ITOTO
IMopsaxy (nani — 3asiBa Ha BuAady BHCHOBKY).

6.3rigro 3 muMm Ilopsakom J[lepkiikemyxOa BHIa€e TOKyMEHTH, IO
IiATBEPIKYIOTh BiHOBIIHICTH YMOB BUPOOHHMIITBA JiKapChKUX 3ac00iB BEMOraM
GMP:

cepTudikaT BIIOBIIHOCTI YMOB BUPOOHHUIITBA JIiKapCHKUX 3ac00iB BUMOTaM
HaJIXXHOI BUPOOHNYOT MPaKTUKH 3a GOopMOr0 3rifHo 3 poaatkoMm 3 (Dopma 1) mo
uporo Iopaaky;

BHCHOBOK IIOAO IATBEPKEHHS BiIHOBIAHOCTI yMOB BHUPOOHHIITBA
JTIKapChKUX 3ac00iB BUMOTaM HaJIeXKHOT BUPOOHUYOI MPaKTHKH 33 GOPMOIO 3TiTHO
3 nogatkoM 4 1o uporo ITopsaky.

II. ETann mixrBepa:keHHs BiAMOBIIHOCTI yMOB BHPOOHHITBA JiKAPChKHX
3aco6iB Bumoram GMP

1. Ilpouexypa migTBepIKEHHS BiAMOBIAHOCTI YMOB BHPOOHHUIITBA JiKAPCHKUX
3aco0iB Bumoram GMP BkIrOUa€e Taki eTamnmu:

nofanHg xpo Mdepxiikcryx6u 3assu Ha Bumauy Ceprudikara abo 3asBu Ha
BUAJa4y BUCHOBKY Ta KOMILJIEKTY HOKYMEHTIB, Iiepei0adeHoro myHkramua 2, 3, 8
IIBOTO PO3ILTY;

HEepeBipKy Ta ompaimoBaHHS momaHoi 3asBu Ha Bupauy Ceprudikara abdo
3asBM Ha BHady BHCHOBKY Ta KOMIUIEKTY [OOKYMEHTIB (CIeliaizoBaHa
eKCIIepTH3a);

iHCTIEKTyBaHHS BHpPOOHWIITBA JIKapCHKHUX 3acC00iB 3a MicCIeM IpOBaKEHHS
IiSITBHOCTI, B TOMY YHCII JIa0OpaTopiif, IMO 3/iCHIOIOTH KOHTpPOJL SKOCTI 3a
KOHTPakTOM (IOTOBOPOM), CKJIAJCBHKHX 30H 33 KOHTPakToM (JOrOBOpOM), Y
BUIIaJKaX, nepenbadeHux nuM [lopsakom;

IPUAHATTA PpIlIeHHS MIOAO0 BHIAYi JOKyMEHTa IIPO BiAMOBIMHICTH YMOB
BUPOOHHUIITBA JiKapChKUX 3aco0iB BuMoraM GMP a6o BMOTHBOBAHOI'O BHCHOBKY
PO BiIMOBY y #oro Bugaui;

BHECEHHS 3MiH 10 BHIAQHOTO JOKyMEHTa IPO BiJNOBiIHICTH BHPOOHMIITBA
mikapcpkux 3aco0iB Bumoram GMP y Bumamkax, mepemnbadeHWX IyHKTOM 12
pozniny V uporo Ilopsaky.

2. lns migTBEpIDKEHHS BIAMOBIIHOCTI yYMOB BHPOOHHIITBA JIKAPCHKAX
3aco6iB  BuMoraM GMP 3agsawk (upemcTaBHWK 3asBHHKA) II0Ja€  JO
Hepxiikenyx6u 3asBy Ha Bunady Ceprudikara abo 3asBy Ha BUIa49y BHUCHOBKY,
710 SKMX JOJAOTHCS TaKi TOKyMEHTH:

1) xormisg 3asBH HpO [ep>KaBHY pPEeCcTpaIiro Jikapcbkoro 3acoly, mo Oyia
nogana 1o MO3 Vkpainw, 3acBifdeHa MiANKACOM i HEYATKOIO (32 HAsIBHOCTI)
3agBHUKa abo #oro mpeacTaBHUKA, — JJIS JIKapChKUX 3aC00iB, IO IMOAAIOTHCS Ha
JepXaBHY peecTparifo, abo NpH BHECEHHI BiINOBIIHWX 3MiH, IO CTOCYIOTHCA
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3MIHK BHpOOHWMKa abo iHoro BHUpPOOHMYMX HOTYXXHOCTel, ab0 BHECeHHH
JIOOaTKOBOTO BUPOOHMKA JTO PeeCTpalliiHNX MaTepialliB 3apeecTpoBaHuX B YKpaiHi
JiKapchKUX 3aco0iB, abo 3MiHU Ha3BU JIiIKApCHKOTo 3aco0y, abo 3MiHM 3asBHUKA;

2) 3acBiflueHa B YCTAaHOBIICHOMY HOPSAKY KOIIiS OQIIifHOrO XOKyMEHTa,
KU [ae IpaBO Ha 3MiMCHEHHS I'OCHOAApPCHKOI MisIIBHOCTI 3 BUPOOHHIITBA
JNiKapchKUX 3aco0iB Ta BHAAHWM BiATOBITHUM IEp)KABHAM OPraHOM KpaiHu, Jie
pO3TalloOBaHe BUPOOHUIITBO, Ha BHPOOHWYY HiNBHHUIO, IO BKa3aHa B 3asiBi Ha
Bunauy Ceptudikara (3asBi Ha BHIady DBHCHOBKYy), Ta 3acBimucHHHi B
YCTaHOBJIEHOMY IIOPSKY MEPEKIA] YKPAiHCHKOK Ta aHTTiNCEKOI MoBaMu (I
HEepe3uJIeHTIB). SIKIo 3rifHO i3 3aKOHOJABCTBOM KpaiHH-BUPOOHWKA JIIEH3is Ha
BUPOOHUIITBO iCHye IHIIe B €JIEeKTPOHHOMY BWIJISII, MaloTh OyTH HaIaHi
poO3IpyKiBKa i3 MOCHJIAHHAM Ha BiAmOBimHWH odimilinuii caiiT, 3acBiguyeHa
TiAmCcOM Ta/abo (3a HAsSBHOCTI) MeYaTKoo 3asBHHUKA (MpEACTaBHUKA 3asABHHKA),
Ta MepeKiIaj] YKpaiHCEKOI MOBOIO.

SIkmo BHeceHo n0 6asu ganmx EudraGMP a6o enekTpoHHOTO peecTpy
FDA CIIIA, 3assEuk (upenctaBHWK  3asBHHWKA) HANa€  3acBiIUCHY
3assBHUKOM/TIpEACTABHUKOM 3asgBHUKA PO3APYKIBKY 3 6asu mauux EudraGMP a6o
enexkTpoHHOro peectpy FDA CIIIA i3 3acBijueHNM MepeKiaioM Ha YKpaiHCBKY
MOBY;

3) 3acBif4eHa B YCTaHOBJICHOMY IOPSOKY Komis O(MImiiHOro JOKYMEHTa,
BHJIQHOTO JEp:KaBHUM OpPraHoM KpaiHW, J€ PO3TalloBaHO BHPOOHHUIITBO, MPO
BimnoBinHicTh BuMoraMm GMP BupoOHMuOi MinbHHUIN, IO BKaszaHa B 3asgBi (3a
HasBHOCTi); 3aCBiJUeHi B YCTAHOBIICHOMY ITOPSAKY KOIi JOJATKIB 1[0 IBOIO
JOKyMEHTa 3 IIepelikoM JHKapChbKUX 3aco0iB (3a HAfBHOCTI) Ta 3acBimdeHi B
YCTAaHOBICHOMY IOPSAAKY Mepekiagd IUX JOKYMEHTIB YKpaiHCBKOIO Ta
aHTJIifICBKOI0 MOBaMH.

Sxmo BHeceHo 10 6a3u naHmx EudraGMP a6o emekTpoHHOTO peectpy
FDA CIHIA, 3asBaumk (upencTaBHWK  3asBHWKA) HAga€  3acBimdeHy
3asBHUKOM/TIPEJICTABHUKOM 3asBHHKa PO3IPYKiBKY 3 6asu manmx EudraGMP aGo
enekTponHoro peectpy FDA CIIIA i3 3acBifueHHM II€PEKIaloM Ha YKpaiHCBKY
MOBY;

4) 3acBiT4eHa B YCTAHOBJIEHOMY WOPSAKY KoIis O(INifHOTO HOKyMeHTa
IIOZI0 BIINOBIAHOCTI yMOB BUPOOHHITBAa JiKapChbKuX 3acobiB BuMoram GMP,
BHUJIAHOT'O YIIOBHOBa)XEHUM opraHoM Kpainuw — wieHa €C, Bemukoi bpuranii abo
KpaiHH, fKa Ma€ yrogy Ipo B3aeMHe Bu3HaHHA 3 €C abo 3 YkpaiHoro.

Sxmo BHeceHO J0 6a3u manux EudraGMP a6o emextponuoro peectpy FDA
CIIIA, 3asBHUK (IpencTaBHUK 3asBHAKA) HAJA€ PO3APYKIBKY 3 Ifi€i 0asu JaHMX Ta
TIEpEKIIal YKPAaiHCHKOI MOBOKO, Y TOMY 9HCIHi i3 JomaTkamu (32 HassHocTi). ITi
JIOKYMEHTH ITOBHHHI OyTH 3acBiqueHi 3asBHUKOM (TPEACTABHUKOM 3asiBHUKA),

5) xomis nocke BUupoOHUUol mimsaEUI (Site Master File) ta #ioro mepekian Ha
yKpaiHCBbKy Ta/abo aHrmificbky MOBY, 3acBifueHi 3adBHHKOM (IIPEACTABHHKOM
3agBHEKaA) (11 pe3UAEHTIB Ta HEPe3WAEHTIB, 3a BHWHATKOM BHPOOHHKIB,
BHPOOHWY] HOTYKHOCTiI SKHX 3HaXOAATHCS HAa TEPHUTOPil Kpainum — unena €C,
Benukoi bputanii abo kpainu, ska Mae yroay npo B3aemue Bu3HaHHS 3 €C abo 3
Yxpainor);
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6) 3acBimdeHa 3asBHUKOM (TIPEACTAaBHHKOM 3asfBHWKA) KOMiA  3BITY,
CKJIaZICHOTO 32 pe3ysbTaTaMd OCTaHHbOI IIEPEBipKH, MPOBEIEHO! YIIOBHOBAKEHIM
opraHoM Kpaigu — wieHa €C, Bemukoi bputanii abo kpainm, ska Mae yroay mpo
B3acMHe BHM3HaHHA 3 €C abo 3 YkpaiHOO (I HEpEe3WIECHTIB, 3a BHHATKOM
BAPOOHMKIB, BUPOOHUTI MOTYKHOCTI SKHX 3HAXONATHCS HA TEPUTOPIi KpaiHH —
yreHa €C, Bemukoi Bputanii abo xpaiHu, sika Ma€ yroay Ipo B3a€MHE BU3HAHHS 3
€C abo Ykpainoro). IIpu npoMy mepeBipka MoBHHHA OyTH IPOBEIEHA HE PaHile
HiX 32 3 poKH JI0 TogaHHs 3asiBH;

7) iHbopMalis OO OCTaHHBOI HEPEBIPKH, IPOBEAEHOI 32 MPOLELYPOIO
npekBarnidikanii BOO3 (3a massrocti). [Ipy mpoMy mepeBipka IOBHHHA OyTH
IIpoBelleHa He paHillle Hixk 3a 3 poku Ao momanHs 3asBu Ha Bupady Ceprudikara
abo BHCHOBKy (SKIIO HeMae iHIMMX TOHAHUX 3aABHUKOM ab0 IPEICTABHHKOM
3adBHUKA BIANOBITHUM 4YWHOM OQOPMIIEHHX KOMid OQIMiMHAX TOKYMEHTIB
BOO3); ,

8) moBiAKa IO AKiCTh MPOMYKIii, IO BEUPOOISETHCH, 3TiHO 3 TOTATKOM 5 10
uporo llopsaxy;

0) moBinka Ipo pe3yNbTaTH MEPEBIPOK BHPOOHWYOI ALILHHMIN, HPOBEICHHX
OpraHaMH JAep;KaBHOI'O0 KOHTPOIIO, 32 (HOPMOIO 3rifHO 3 JOMATKOM 6 10 IEOIO
ITopsnxy, mo 3a3HaueHa B 3agBi Ha Bumady Ceprtudikara (3asBi Ha BHIauy
BucHoOBKY);

10) 3aranpHull Hepenik HOMEHKJIATYpH NPOLYKIHI 3a (opMoro 3rimgso 3
nomatkoMm 7 go mworo Ilopsanky (3a dopmoro 1 — y pasi momanHs 3asBu Ha BHAATY
Bucrosky; 3a ¢opmoio 2 — y pasi nomanus 3assu Ha BHgauy Ceprudikara), B
SKOMY HaBOIHUTBCS IIEpeNiK JIKapChbKUX 3aco0iB, SKi 3apeecTpoBaHi B YKpaiHi
Ta/ab0 3HAXOAATHCS B IPOIEC] PeECTPallil/BHECEHHS 3MiH i BAPOOHUIITBO SIKHX BXKE
3OIACHIOEThCS a0 IUIaHyeThCs 3AIMCHIOBATM Ha BHPOOHWYIM imbHALG, MIO
BKa3aHa B 3asiBi Ha BHJauyy BucHOBKy (3asBi Ha Bumauy Ceprudikara). Taxuii
nepellik MOJaeThCs B IHCHMOBiH (OpMi Ta Ha eeKTPOHHOMY HOCIi iHdopmarii
(daiin Excel). V pasi xonn 3asBHUKOM € BIIACHUK JIIeH3ii HA BUPOOHUIITBO IS
BUPOOHMYOI JibHULY, 3a3HadeHoi y 3asBi Ha Bugady BucHosky (3asBi Ha BUOady
Ceprudikara), mepenik Moxe MICTHTH JIKapchki 3aco6u OJHOro abo JIEKiNbKOX
BIIaCHUKIB PEECTPAIifHUX IIOCBITIECHE. _

11) zacBinueHi 3asBHEKOM (TIPEACTABHUKOM 3asBHUKA) KOs cepThdikaTa
nikapcbKoro 3aco0y urt MixkHapomHoi Toprieii (certificate of a pharmaceutical
product), BHIaHOIO KOMIICTEHTHHM OPraHOM KpaiHu BHPOOHMKA JiKapCHKOIO
3aco0y ab60 BIAacHWKAa peeCTpaIiifHOro MOCBimAYeHHs (3agBHMKA), a00 iHmmM
pEryaTOpHMM OpraHoM kpainu — unena €C, Bemukoi bputanii abo kpainwm, sgxa
Mae yroay mpo B3aeMHe Bu3HaHHSI 3 €C abo 3 VkpaiHoio, Ha PHHKY SKOI
PO3MillleHo JiKapchbKuif 3acib, i3 3a3Ha4YeHHAM HA3B¥ JOKYMEHTA Ta HAiMEHYBaHHS
KOMIIETEHTHOTO OpraHy, Io Horo BWAAaB, JaTH BUadi ()1 He3apeeCTPOBAHUX
JMIKapChKUX 3aco0iB, sIKi 3HAXOIATHCS B TpOLECi peecTpallii/BHeceHHI 3MiH B
VkpaiHi), Ha3BY Ta agpec BUPOOHNIMX TiILHUILb;

12) rapanTi¥iHu# JMCT 3rigHO 3 HoJaTKoM 8 10 1soro Ilopsaky;

13) 3acBingeni 3asBHUKOM (IIPEJICTABHUKOM 3asfBHWKA) KOIIil peecTpauifinux
nocsigueHsb (marketing authorization), BUAaHWX KOMIIETEHTHHM OpPraHOM KpaiHH
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€C, ynoBHOBaXKeHHH OpraH AK0i BUAAB OGililiHUN JOKYMEHT MO0 BiAMOBIIHOCTI
YMOB BHpOOHHITBa JiKapCchbkux 3aco0iB BuMmoraMm GMP, abo BujgaHmHX
KOMIIETCHTHAMH OpraHaMmy iHmmX KpaiH — wieHiB €C, Bemmkoi Bputamii a6o
KpaiH, fKi MaloTh YTOIy IIpo B3aeMHe Bu3HaHHS 3 €C a60 3 YkpaiHoro (rogaeThest
JUI JTIKapChKUX 3aco0iB, BHPOOHUIITBO X04a O OXHIET CTamil AKUX 3HiMCHIOETHCS
He B KpaiHi — wreHi €C, Bemmkol bpuranii abo B kpaiHi, fka He Mae yrogu mpo
B3aeMHe BuzHaHHA 3 €C abo 3 YkpaiHoro, BKIIOYAI0YM KOHTPAKTHI BHPOOHMYI
TiUTBHUI );

14) 3acBigqueni 3asBHUKOM (TPEACTABHUKOM 3asBHUKA) Ta BUKIAJEHI
YKpalHChKOIO Ta/abo aHrmiiicbkoro MoBamu Jloche BHPOOHWYOI MINBHHUIN IS
YCTaHOB 3 OTPUMaHHS IUIa3Mu Ta/abo Jlocbe BHPOOHHYOI MUIBHHUIN I MiCIb
30epiranHs miIa3sMu.

V Bunmazky, skio Oyab-sKi JOKYMEHTH i3 3a3HaY€HOT0 BHIIE IEPENiKy, SKi
nogano no Jlepxiikcrnyx6u 3 Meroro otpuMaHHs Ceprudikara a6o BHCHOBKY,
MICTATh KOH(ieHNiHY iHpopMaIito, Ky BUPOOHHUK HE MOXKE PO3KPHUTH 3asdBHUKY
(mpexcraBHEKY 3asBHHKA) B YKpaiHi, BAPOOHHK MOXe HAAIiCIaTH TaKi JOKYMEHTH
Oesnocepenbo 10 JAepKIikciayxou.

3.In1 BUPOOHUKIB-pe3UAEHTIB MiATBEPMKECHHS BIiAMOBIAHOCTI  yYMOB
BApOOHHUITBA JHKapchKuxX 3aco0iB BmMoram GMP wmoxe 3milicHIOBaTHCS
Jepximikcnyx00l0 3a pesylbTaTaMH IUIAHOBOI TIEPEBIPKH  IOJEpPIKAHHS
BiATIOBITHUX JIIEH3IHUX yMOB. 32 BifICyTHOCTI KPUTHYHHX IIOpYIOEHL Ta/abo
YUCICHHUX (He MeHIIe 6 y CYyKyImHOCTI, 0 KOHKPETHHX JIiKapChbKHUX 3acobax abo
IpolecaM) CYTTE€BUX HOpYyIIeHb BimmoBigHocti BuMoraM GMP BupoOHmUmX
JiTbHULE ab0 OKpeMHX IIKapChKHX 3aco0iB B aKTi ILIAHOBOI IIE€PEBIPKH
JofepKaHHA JNileH3iitanx ymoB Jlepxirikcmyx6a BiATOBIAHO 0 po3AiLy V msOro
Ilopsinxy Bupae minensiaty Ceprtudikatr mporarom 30 pobGouux HAHIB 3 JHA
OTpMMaHHS Bif HbOro jmcTa mono Bunadi Ceptudikara i3 3ararbHAM IMEPETiKOM
HOMEHKJIATYPH IPOIYKIii y MalepoBOMY BUTILI/II Ta Ha €IEKTPOHHOMY HOCII. JIucT
HOJAEThCs JineHsiaroM 1o Jepxiikcmyxom mpotsaroM 15 poGoumx mHIB micis
IIPOBEACHHS IUTaHOBOI ePeBipKH JoJepKaHHS NilleH3iHHUX YMOB.

V pasi HagBHOCTI KPUTHYHMX MOpPYyIIeHb Ta/abo YnCIeHHUX (He MeHine 6 y
CYKyHHOCTi, IO KOHKPETHHX JIiKapchbkmx 3acobax abo IporecaMm) CYTTEBHX
HOpyIIeHb BignoBimHocTi BuMoramM GMP BHpoOHWYHX AIMBHHIE ab0 OKpEeMHX
JTIKapCbKHUX 3aco0iB, BHABIEHMX IIiJI 4Yac OCTAHHBOI IUIAHOBOI IIEPEBIpKH
JoAep:KaHHs JIiIeH31HHNX yMoB, Jlepxiikcayx0a npuiimMae pillieHHs IPO BiIMOBY
y Buzpadi Ceprudikara srimao 3 posminom V iuporo Ilopsiaky. 3a HasBHOCTI
JOKYMEHTANBbHUX MiJTBEPIKEHb PO YCYHEHHS KPUTHYHWX IOPYIIEHb Ta/abo
YMCIIEHHUX (HE MeHIIe 6 Y CyKyHmHOCTI, T0 KOHKPETHHX JIiKapChKUX 3acobax abo
ImpornecaM) CYTTEBUX IIOpYIIeHb BigmoBigHocTi BuMoraM GMP BupoGHMUHX
IiMBHUIL a00 OKpEeMHUX JIKapChKUX 3aco0iB, BUABICHHX IMiJ 4Yac OCTaHHBLOI
IUIAHOBOI ~ IEPEeBIpKH  JONEpXKaHHSA  JINEH3IiAHMX  yYMOB,  IPOBOAUTHCS
iHCIIeKTYBaHHS 3a MiCIleM IPOBaKEHHS BUPOOHUITBA (BUPOOHHUIOI MiNBHUII) Ha
nifcraBi moxanoi ninensiatoM 3asBu Ha Bugady Ceprudikara.

4. 3asgBa Ta JOKyMEHTH, IO JONAIOTHCA JO Hel, MpHIMAIOTECS 38 OMMCOM
JOKYMEHTIB 3TifiHO 3 moaatkoM 9 mo mporo Ilopsaky, KOs SKOrO BHAAETHCS
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3agBHMKY (IPEACTaBHUKY 3afBHUKA) 3 BIAMITKOIO IIPO MAaTy NPUHHSTTA
IOKyMeHTiB JlepxITiKcIy k000 Ta MiAMKACOM BillIOBiAaIbHOT OCOOH.

5.BigmoBigHa 3asBa Ta KOMIUIEKT IOKYMEHTIB JJIS MiATBEPKEHHS
BiIHOBiIHOCTI yMOB BUPOOHHIITBA JiKapChKuX 3acobiB BuMoram GMP, muctu
3asBHUKIB Ta/a0b0 IpeACTaBHUKIB 3asBHUKIB MOXKYTh II0JJaBaTHCS B EIEKTPOHHOMY
BUTJIAI 32 HAsBHOCTI 3allpPOBaDKEHOI0 eJIeKTPOHHOTO mopTaiy Jepiunikciyxon
IUTS TOAAHHS TaKUX IOKYMEHTIB.

6. [Ins TpoBedeHHs JAa0OPATOPHOrO aHallizy SIKOCTI 3pasKiB JiKapChKHUX
3aco0iB, eKcIepTu3, iHCIEKTyBaHHS, BUKOHAaHHS OKPEMHX BUAIB pPOOIT , TOIIO
Jepxiikcayk0010 MOXYTh 3allydaTHCs IiATPHEMCTBA, YCTAaHOBH, OpraHi3arii,
OKpeMi BUeHi Ta (axiBIli (3a IX 3ro010).

7. qns  HepesuneHTIB, fAKi HE MaloTh OQINIHHAX JOKYMEHTIB IMOJO
BiJITIOBIIHOCTI YMOB BHPOOHHUIITBA JiKapchKuX 3acobiB BuMoram GMP, Bumannx
YIIOBHOBaYKEHUM OpraHoM Kpainu — wieHa €C, Bemikoi bpuranii abo xpainu, sika
Mae yrogy mpo B3aeMHe Bu3HaHHA 3 €C abo 3 YKkpaiHoro, I0JaTKOBO IO
IIPOBEICHHS eKCIIEPTHU3H JOKYMEHTIB 3[iiCHIOEThCS 1HCIIEKTYBAaHHS BHPOOHHIITBA
(BupoOHMUOT fiNbHMIN) BiATOBiAHO 10 po3ainy IV nporo IMopsiaxy.

8.1Ipm npoBeneHHI NiATBEpP/DKEHHSI BIAMOBIAHOCTI YMOB BHPOOHHIITBA
mikapcekux 3acobiB BuMoraMm GMP wmarooTh OyTH 3a3HayeHi yci TPOMIKHI
BUPOOHWYI IinbHUI (BKIIOYHO 3 KOHTPAKTHUMH IiNGHHUIAMHM), IO 3aNisHi y
npoueci BHPOOHHUIITBA I'OTOBOTO JKapchKOTo 3aco0y. Bci cramii BUpoOHMIITBA
JKapchKuX 3aco0iB (HeposdacoBaHa TPOHYKIiSA, IEPBHHHE Ta BTOPHUHHE
naKyBaHHs, cepTH(ikalis cepil) moBHHHI Binmosimatu Bumoram GMP Ta matu
BinmoBigHi Ceptudikarn, Bumani 3rixHo 3 nuM IopsakoM, KpiM BHIIAIKIB KOJIH B
KOMILJIEKTI JOKYMEHTIB HAJaHi:

3acBifUeHi MANKCOM Ta TIeYaTKol (3a HagBHOCTi) 3asBHHKA abo
Ipe/CTaBHUKA 3asBHUKA KOMii TOKYMEHTIB Ta iX mepekiaay YKpaiHCEKOIO MOBOIO,
3a3Ha4eHi y MIAIMyHKTax 2 Ta 4 IyHKTY 2 IBOTO PO3ALTY, — IUIS HPOMDKHHX
BAPOOHWYMX AUIBHUIb, Y TOMY YHCIi KOHTPAaKTHHX, IO 3afifHi y BHPOOHHIITBI
JIKapchKOro 3aco0y Ta po3TAllOBaHi Ha TepuTOpii Kpainu — wieHa €C, Bemukol
bputanii abo kpaiHu, sika Mae yromy mpo B3aeMHe Bu3HaHHA 3 €C abo 3
YKpaiHoio;

3acCBifUeHi MiOMACOM Ta TMEYaTKOIO (3a HasgBHOCTI) 3agBHHKAa abo
IIpeCTaBHUKA JasBHUKA KOIIii JOKYMEHTIB Ta iX HepeKiIanu yKpaiHCHKOI0 MOBOIO,
3a3HavyeHi y MiAmyHKTax 2, 4, 6, 13 myHKTY 2 ObOTO PO3IiLy, — JJIS IMPOMIKHHUX
BUPOOHHMYNX HibHWIG, BKIIOYHO i3 KOHTPAKTHUMM BHPOOHUYMMH I(LTHHHUIISIMH,
IO 3afifHi Y BUPOOHMIITBI JIIKapChKOro 3aCO0y Ta PO3TAINOBaHi 032 TEPUTOPIEIO
kpainu — ainena €C, Benukoi bpuranii abo kpaium, ska Mae yromy TpO B32EMHE
Bu3HaHHA 3 €C abo 3 YkpaiHoro.

IIpu upoMy BHAa4a J{epITiKcIy) 000 OKpeMuX BHCHOBKIB ISl MPOMIKHHX
BUPOOHHUYMX [iNbHUIE (BKIIOYAIOYHM KOHTPAKTHI BUPOOHHYI JiNBHHII), IO MAIOTh
o(iniiiHi JOKYMEHTH MIOAO BiAIIOBIZHOCTI YMOB BHPOOHUIITBA JIIKAPCHKUX 3aC00IB
BuMoram GMP, Bunani ynmoBHOBaXeHMM OpraHoM kpainu — wieHa €C, Bemukoi
bputanii abo kpaiHu, sika Mae yromy mpo B3aemHe Bu3HaHHS 3 €C abo 3
YkpaiHoto, HE 3iiCHIOETHCS.
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9.TIpu npoBeneHHI HiATBEP/DKEHHS BiAIOBITHOCTI YMOB BHPOOHHIITBA
JTiKapChKHX 3ac00iB BuMoraM GMP 1y pe3umeHTiB Ta Hepe3HAEHTIB 3 METO0
orpumannsg Cepradikara abo BUCHOBKY I yCTaHOB 3 OTpUMAaHHS IUIA3MHA Ta/a6o
Micip 36epiranHs MiIa3My, BKIIOYHO, SIKINO YCTAHOBY 3 OTPUMAHHS IIa3MH Ta/abo
Micrs 36epiraHES IasMM € POMIKHHMH BUPOOHMYUMH JiNbHUIIMH 260
KOHTAKTHHMH, B KOMIUIEKTI JNOKyMEHTIB JIO BifNOBimHOI 3asBH TOBHHHI GyTH
HaJlaHi 3a3HadeHi y MimmyHKTi 14 myHKTy 2 mporo posgimy Jlocke BEpoGHHUOT
JiNBHMIIL /IS YCTAHOB 3 OTpHMaHHsA INa3sMu Ta/abo Jlocke BHpOGHUYOL MinbHMI
IJIs MicIlb 30epiraHHs ITa3Mu, SKi CKIIaJeHi He Ii3Himle, Hi’ 3a MIicTh MICAIB BiX
IaTy MONaHHs BiAnoBigHoi 3as18u Ha Bugady Ceprudikara aGo BucHOBKy.

10.V pasi oromomenHss VYkpaiHOIO 9YH iHINOK KpaiHOW — BHUPOGHHKOM
HaJ3BHYAWHOIO CTaHy, HAJ3BHYafHOI CHUTyalil, BOEHHOTO CTaHy, B pasi
cruxifiHoro mmxa, Bu3HaHHI BOO3 xBopoOM mNaHmeMiclo Ta HaI3BHYANHOIO
CHTYalli€l0 B Taly3i CBIiTOBOI OXOPOHH 3JI0POB'S, B TOMY WYHCIi BpPaxOBYIOUH
CaHiTApHO-ETIeMiONOTiYHy CHTyarjifo, 3asBd Ha Bugady Ceptudikara abo
BucHOBKY 3 BimOBIZHUMH KOMIUIGKTAMH JOKYMeHTIB (0€3 ommcy 3TifHO 3
pomatkoM 9 o uporo Ilopsaaxy) moxyTs GyTH HampabieHi mo Jlepkiikeiysx6u
IOIITOBHM  BiAmpaBneHHsM. Ilicns peectpamii  BifHOBiZanbHOIO  0co00FO
Hepxmikenyx6u 3aspu Ha Bunady Ceprudikata abo BuCHOBKY Ta opopMiIeHHS
OmUCy 3rifHO 3 moAaTkoM 9 nmo mporo IIOpAAKY INpPEACTABHUKY 3asSBHHKA
€JIEKTPOHHOIO IIOIITOIO IOBITOMILIETECS HOMEP Ta JaTa iX peecTpaliii.

ITI. CTpoxu migTBepA;KeHHs BiINOBiAHOCTi yMOB BUPOOHHMIITEA
JikapcbKHX 3aco0iB BuMoram GMP

1. CoentianizoBana eKcIepTusa, X0 sSKOI MOXYyTh 3amydarmcs (axiBii abo
ynoBHOBaXkeHi JIepKIiKcilyxGor0 opranizauii, IPOBOAUTECS 3 METOIO CKIATAHHS
BMOTHBOBAHOTO  BHCHOBKY INOJO TIiATBEPIPKGHHS  BIAMOBIAHOCTI  yMOB
BHPOGHHIITBA MKapCHKUX 3ac06iB BuMoram GMP.

CrenianisoBana eKcIepTH3a 32 YMOBU HajaHHs o(iiffiHOTo JOKyMeHTa MO0
BiOBIHOCTi yMOB BUPOOHHUIITBA JIKApCHKHUX 3ac0o6iB BuMoram GMP, BHZaHOTO
YIIOBHOB)XGHIM OpraHOM Kpaiuu — wiena €C, Bemmkoi bputanii a6o kpaiHn, sxa
Mae yrojay mpo B3aeMmHe Bu3HaHHA 3 €C abo 3 Vkpainoro, mpoBoauThCs He OibIe,
HDK 15 poGoumx 1HIB 3 JatH peecTpauii 3asBu Ha Bujpady Ceprmdikary ab6o
BucHOBKY, KpiM BUIIaJIKiB:

1) s mikapchbKuXx 3aco0iB, IPH3HAYSHAX IS POQIIAKTUKHY, TIarHOCTUKH Ta
NiKyBaHHS TyOepkynso3y, BIJI/CHIII, BipycHux fenaTnIiB, OHKOJIOTIYHHX Ta
pinkicHExX (ophaHHMX) 3aXBOPIOBAHb, JUIS JTiKAPCHKHUX 3aC00iB, AKi PeeCTPyIOTHCA
B YKpaiHi 32 CIPOIIEHONO MPONEeAyporo peecTpariii srigno 3akony Ykpaiuu «IIpo
JiKapceKi 3aco0m», A JiKapchKUX 3aco0iB, SIKi BKIIOYEHI J0 IPOTOKOMIIB
NiKyBaHHS YKpaiHH y BUNAKy odiniitroro Busnamus BOO3 xBopo6u maHmeMiero
Ta HaJ3BUYAfHOIO CHTyali€lo B rainysi CBITOBOI OXOPOHH 3J0POB'SI, — He OiIbIe
HiK 5 poGoumx IHIB micis peecTparii 3asu Ha Bumauy Ceprudikara (3assu Ha
BUfady BucHoBKY), y pasi 3a3Hauerms ujel indopmanii y mogariii 3assi Ha Bugady
Ceptudikara (3asBi Ha Bugauy BUCHOBKY);
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2) ans JMKapchKWX 3aco0iB, IMO 3apeecTpoBaHi 32 LEHTPaNi30BaHONO
IpoLEeaAypord €BpoNeCbKAM areHTCTBOM 3 JKapchkux 3acobiB (European
Medicines Agency, EMA), Ta mis mikapchkux 3aco0iB, IO IPOAIIIM OPOLEAYPY
npeksanidikanii BOO3 ta Bxmoueni mo nepeniky BOO3 mpeksamidikoBanux
JiKapCchKHUX 3aco0iB, — He Oinmbine HiX 5 poboyMx IHIB Micisd peecTpanii 3asBu Ha
‘Bupady Ceprudixara (3assu Ha Bumady BucHOBKY), y pasi 3asHadveHHs Lie€i
inpopmanii y momani#t 3asBi Ha Bugady Ceprudikara (3adBi Ha BHIAYY
Bucnosky).

B ycix iHmux BAMajKax CleliaiizoBaHa eKCIepTi3a IPOBOAUTECA HE OLNbIIIE,
HiX 20 pobounx AHIB.

Jlns mikapceKMxX 3ac00iB, MPH3HAYSHUX TSI MPOQITaKTHKY, JIaTHOCTUKH Ta
nikysaHHS Ty6GepKynapo3sy, BIJI/CHIJ], BipycHWX TrenaTWTiB, OHKOJOTiYHMX Ta
piaxicaux (opdhaHHHX) 3aXBOPIOBaHb, IJIS JIIKAPCHKUX 3ac00iB, IO 3apeeCcTPOBaHi
33 IEeHTpali3oBaHoI0 mporenyporo EMA, mis nikapchKuxX 3aco0iB, 0 DPOHILIM
npouexypy mnpeksamidikanii BOO3 ta Bkmodeni no mnepeniky BOO3
npeKkBanihikoBaHMX JHKAPCHKUX 3aco0iB, a TakoX IUIA JIIKapchKUX 3aco6iB, sKi
pEECTPYIOThCS B YKpaiHi 3a CIIPOIIEHO0 HPOIEAyPOr0 peecTparii 3rifHo 3aKoHy
Vkpainu «IIpo mikapceki 3aco0um», IS JKapchKUX 3aco0iB, fKi BKIIOYEHI 0
IPOTOKOJIIB JTiKyBaHHA YKpainu y BHOaAKy odinilinoro susnanas BOO3 xsopobu
HAHIEMI€I0 Ta HAJI3BHYAMHOIO CHUTYAIli€l0 B TAIy3i CBITOBOI OXOPOHU 370POB'S, ¥
pasi 3a3HadeHHd Iieil indopmMarii y BiamoBinHil 3asBi clielniai3oBaHa eKCIEPTH3a
31 CHIOETHCS T103aU€ProBO.

2.1lix 9ac mpoBeIeHHS CIEMiali30BaHOI eKCHEepTH3M OepeTbcd 10 yBard
indopMaris MO0 pe3ybTATIB MPOBEISHHS iHCIIEKTYBaHb 3 60Ky Jleprkiikcryxou
JaHol BHUPOOHWYO! [iNMBHUII 32 TOMEPEeNHI POKH, KpiM BHMIAJKIB, SKINO I
inopmariis Bxke Oysa mpeaMeToM TepeBipkH 3 00Ky JIepiKIIiKCITy:kOH, a TaKox
HASBHICTh JOKYMEHTAIbHUX MiATBEpIKEHh YCYHEHHsS KPUTHYHHX, CYTTEBHUX Ta
HECYTTEBHX IIOpPYIIEHb, BCTAHOBICHUX JlepXiikcayx0o0 miJ d9ac IHUX
incrmexTyBaHh Ta/ab0 IUIAHOBOI Ta/ab0 TO3amIaHOBOI IEPEBipOK JOAEPIKAHHS
nineHsiHMX yMOB (I pesweHTiB), iHdopMaliis IOA0 BIIydeHHS 3 00iry B
YCTaHOBIICHOMY IIOPSAKY Cepil JiKapChKoro 3acoly, siKi BUpOOIIMCh Ha AaHik
IiNBHMII, IO OB’ 3aHi 3 AKICTIO JIKapChKOTo 3aco0y.

3a HeoOXigHOCTI mijJ Yac MpoBeAeHHS excrepTusu Jepxiikciayx00i0 Moxe
OyTH HallpaBJICHUH BiJIIOBIIHUM 3alUT 4O KOMIIETEHTHOI'O OPraHy KpaiH# — YjIeHa
€C, Benukoi Bputanii abo xpainu, ska Mae yromy mnpo B3aeMHe Bu3HaHHA 3 €C
abo 3 VYkpaiHowo st 3’SCyBaHHS NHTaHb, IO BUHUKIM IIiJi 9ac IPOBEACHHS
EKCIIEPTH3H, NP0 IO MOBIIOMISEThCS 3asBHHUK (IPEACTaBHUK 3asBHHUKA)
npotsarom 10 poGourx AHIB Bif AaTe HampaBieHHS 3amuTy. Jac, MOTpiOHuH ans
OTPUMAaHHS BiJMOBIZi HA 3allUT, HE BKIIOYAETHCA JIO CTPOKIB IIPOBEIEHHS
CHelliani3oBaHo]l eKCHEePTU3H.

3.V pa3si HEKOMIUIEKTHOCTi JOKYMEHTiB, Ta/ab0 HEBIIIOBLIHOCTEH,
BUSBIICHHX I 4ac IIPOBE/IEHHS CHENiali30BaHOi €KCIIEPTH3H, BMMOTaM LBOTO
Ilopsanky npomamumx g0 3aseu Ha Bugady Ceprudikata (3asgBu Ha BHIAYY
‘BucroBKy) noxkyMmenTiB 3adBHUKY (IpeACTaBHUKY 3JasBHHMKA) HAJAETHCA MPO IIE
OHUCEMOBE TOBimoMIIEHHS. Yac, HeoOXimEWi JUis YCyHEHHS 3asdBHHUKOM
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(mpencTaBHUKOM 3asBHMKA) BHSBICHUX MOpPYHIeHb Ta/abo [UId HaJaHHS
HEOOXiZIHAX  JOKYMEHTIB, HE BKIIOYA€ThCI OO CTPOKiB  NPOBEACHHA
CIIeIiali30BaHol eKCIEePTURH.

4. SIxmo 3asBuuK (pelcTaBHUK 3asBHKKA) IpoTsaroM 30 pobourx AHIB Micis
OTPMMAHHS TOBiIOMJIEHHS He yCyBa€ BUsBIEHI IOpylieHHs abo He Hajae
HeoOXiIHOro KOMILIEKTY JOKYMEHTIB BiAmoBiHO 10 BuMor nporo Ilopsanxy, 3assa
Ha Bupady Ceprudikata (3asBa Ha BuIady BucHOBKY) 3a pileHHIM, sKe
obopMisieTbcs  HakazoM JlepKITiKCIyOu, 3amumiaeTbesa Oe3  posrmmy (i3
3a3HaUeHHAM mnpuumH), npo 1mo Jepxkiikcmyxba moBigomisie 3asBHMKA
(mpexcrapHuKa 3asgBHUKa). Y pas3i HEOOXiAHOCTI MPOJOBXKHTH CTPOK HATAHHSI
HeoOximHoi imdopmartii 3asBHWK (TIpeACTaBHUK 3asBHMKA) IIOBMHEH HaJaTH
BiJIIOBiHE OOTPYHTYBaHHS MPUYMHY 1 HE0O0XiTHOro HOMy JOJaTKOBOI'O CTPOKY.

5.V BumaKy, AKIO0 YMOBH BUPOOHHIITBA JIIKAPCHKUX 3aC00IB Ta KOHTPOIIO
ix aKocTi 6ynd mpeaMeToM iHCIeKTYBaHHS 3 60Ky Jlepxinikcmyx6u 3a monepenHi
POKH, HACTYIIHE IHCIIEKTYBaHHS 3JiMCHIOETBCS y pasi, SKIO € JOKyMEeHTalbHi
TiTBEp/UKEHHS YCYHEHHS KPUTWYHUX, CYTTEBHX Ta HECYTTEBHX LOPYIIEHS,
BCTAHOBJIEHHX IIiJl Yac momepeaHporo(iX) iHCIeKTyBaHHA(HB).

6.Iling wac CKIagaHHS IUTAHY Ta MPOTpPaMK 1HCIEKTYBAHHS BPaXOBYEThCS
HEOOXIHICTh IIEPEBIPKM YCYHEHHS KpPUTUYHHX, CYTTEBHX Ta HECYTTEBHUX
IOpPYIIeHb, BCTAHOBJICHHX Il Yac MomepefHboro(ix) iHCIEeKTyBaHHI(Hb) 3 OOKY
Hepxiikcimyx0u 3a molepeqHi POKH YMOB BHPOOHHUIITBA JIKapCHKHUX 3acoDiB Ta
KOHTPOJIIO 1X SKOCTi, KpiM BHIIaJKiB, AKIIO I iHpopManis Bxe Oyna IpeaMeToM
nepeBipku 3 60Ky JlepxITikciIyx0u.

Komii mmany Ta mporpaMu  iHCHEKTyBaHHS, fKi  HOTOMKYFOTHCH
JlepKIKCIy 00K, HaACHIAIOTECS 3@ MICIe3HaXO/DKeHHSIM 3asBHHKa a60
IpeACTaBHMKa 3asBHMKA y CTPOK He misHime Hix 3a 10 pobouux AHIB [0 JaTH
MOYaTKy IHCIEKTYBaHHS, Y TOMY HYHCII y pa3i ITOBTOPHOro iHCIEKTYBaHHA 3a
3BEpHEHHAM 3asgBHHMKA 3 METOIO NMEPEBipKH YCyHEHHS NOPYIUeHb, BUSBIEHUX HiJ
YJac MOMEePEIHBOTO iHCIIeKTYBaHHS.

V pasi HasBHOCTI OOIPYHTOBAHUX 3ayBakeHb 3 00Ky 3asBHUKA ITOAO0 y4IacTi B
iHCIIeKTYBaHHI OKpeMHX IHCIIEKTOPIB IIi 3ayBaXKCHHS ITOBWHHI OyTH HaJiClIaHi 10
Hepxmikcmyx0u He Mi3Hillle HiX 3a 5 IHIB IO NMPOBEICHHS 1HCIEKTYBAaHHS 3
METOIO IX ypaxyBaHHS.

7. CTpoK mpoBefeHHS IHCIEKTYBaHHS 32 MICIeM IPOBaIKeHHS AiANbHOCTI
Ma€ CTAaHOBHTH He Ounbime 15 poGounx AHIB.

8. CTpoK CKiIamaHHs 3BiTY 3a pe3yibTaTaMd iHCIEKTyBaHHS BHPOOHHMIITBA
cTaHOBHUTH He Oinpmme 10 po6oumx MHIB 3 HaTH 3aKiHYCHHS iHCIEKTYBaHHS.

9. JIaGopaTopumii aHai3 SKOCTi 3pa3KiB JiKapCchKUX 3aco0iB, mo OymH
BifliGpaHi IpH MpOBEAEHHI iHCIEKTYBaHHS, TPOBOJUTHCA B CTPOK He Oiible Hixk
21 poGouwmit neHb 3 IHS HAJXOIKEHHS BigiOpaHMX 3pa3KiB O aTeCTOBaHOL
nmaboparopii 3a HampaBieHHsM JlepxIiikciayxOm abo B CTpOK, IepeadadeHHi
BiJIIOBIAHAME METOJaM# KOHTPOJIO SKOCTi JiKapchkux 3acobiB BUpoOHHKa. IIpu
I[OMY HAasBHICTh HEOOXiTHMX CTaHAAPTHHUX 3pasKiB 3abesmedye 3asgBHuK. 4ac,
notpiOHuit  3asgBHUKY AN 3a0e3MEeYeHHs CTaHJapTHUMH  3paskaMu, HE
BKIIIOYAETHCS IO CTPOKIB BUKOHAHHS JIA00OPATOPHOTO aHAali3Yy.
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Bin6ip 3paskiB JiKapchbkWX 3aco0iB, MO0 IUIAHYIOTBCSI O IIPOMECIOBOIO
BHUILYCKY Ta 3HAXOIATHCS Ha CTafil ISp)KaBHOI peecTpallii, He 371 CHIOETLCA.

10. Posrmsaa epxitikcmyk60i0 Ha po6odoMy 3acifaHHi 3BiTy, CKIaEHOTO 32
pe3ynbTaTaMy IHCHEKTYBaHHS, 3 METOK MHOro ONiHKM Ta OOIPYHTOBAHOCTI
BUKIIAIHAX Y HHOMY MOPYIIEHE 3MilicHIOEThCs He mizHime 10 pobounx OHIB Bin
IaTH HOro cxkjiajaHHd. Y pasi HasaBHOCTI HajaHOro g0 JlepXkIiKciyx6m
IIECHMOBOIO 3BEpHEHHS 3 OOIPYHTOBaHMMH 3ayBaXKeHHSIMH 3 OoKy 3asBHMKa
Ta/260 BHPOOHMKA IMOJO IPOBEACHOTO iHCIEKTYBAaHHS, 4ac, HEOOXimHWH It
PO3IIAAY Pe3ylNbTaTiB iHCIEKTYBaHHS, MOXe OyTH IPOIOBKEHO IO 3aKiHUYCHHS
PO3IIISAAY IUX 3ayBaXKEHb, [0 CTAHOBHUTH He Oinbime 15 poboumx AHIB 3 AaTH iX
HAIXOMKEHHsT 10 JIepXKIKCIy:K0H, SKIMO He MOTpeOyeTbCA MOMATKOBHM dYac
3asgBHUKY/BUPOOHUKY )i HaJaHHS HEeOOXiIHUX MACHMOBUX BilIIOBiEH.

11. TIuceMoBe mOBimOMIIEHHS IMOA0 HeMoxuBocTi Bugadi Ceprudikara abo
BucHoBKy craHOBIATH He Oimpme 10 poOoumx [HIB micHsd NPAWHATTA
Bigmosiguoro pimenns Jepxmikcry:x6oro. Yac, noTpiGHuE 3asdBHEKY I
YCYHEHHS 3ayBaKeHb 3a pe3yJbTaTaMM CIIEIialli30BaHOI EKCIEPTU3H, PO3IIALY
JepTikcay:k00i0 MHUCHMOBOTO 3BEpHEHHS 3ajgBHMKAa Ta/abo BHPOOHHKA 3
OOIPYHTOBAaHMMY 3ayBaKEHHSIMM LIOJ0 IPOBEEHOro iHCIEKTyBaHHA (y pasi Horo
HaJXOKEHHS Micis PO3MJISAY Pe3yibTaTiB iHCIIEKTyBaHHS), HE BKIFOYACTRCS N0
cTpokiB odopmienns Ta Bunadi Ceptudikara abo BHCHOBKY.

12.TIpoekr Ceprrmbikara abo BuCHOBKY 3 BiINIOBITHAM IEPETIKOM
TKapChKUX 3aC00IB HAJCHIIAETHCS SIEKTPOHHOIO MOIITO abo dakcoM 3asBHUKY
(OpencTaBHHKY 3afBHHKA) 3 METOK WOr0o IOTOKeHHS. 3asBHUK (IIPEICTaBHHK
3aseHuKka) 3acBimuye migmucom mpoekt Ceprudikata abo BucHoBKy 3
BiAIOBiZIHMM IIepeliKoM JHKapchKUX 3aco0iB Ta Hamgae #oro o JIepiKIiKcIyxOu.
Yac, notpibuuii 3aaBHUKY Ay moromkeHHs npoekty Ceprudikara abo BUCHOBKY
3 BiNUOBiZHMM IepelikoM IiKapChbKUX 3ac00iB, He BKIIOYAETHCA 1O CTPOKiB
oopmienns ta Bugadi Ceprudikara abo BHCHOBKY.

13. OdopMirenns BHeceHHs 3MiH 0 BucHoBky, Ceprudikara abo mepemiky
nikapchkux 3acobiB g0 BucrHoBky um Ceptmdikara abo ix mepeopopMieHHs
3IiMCHIOIOTBCS Y MOPAIKY, BU3HAUeHOMY IyHKTOM 11 posmimy V mporo Ilopsnky,
y CIpok He Oimpmme HiKX 15 poboumx nHiB. Yac, moTpibHmH 3asgBHEKY
(upencTaBHUKY 3asBHWKA) IJs IOTOMXEHHS mpoekry 3MiH go Ceptmdixara,
BucHOBKY a00 IepeliKy JiKapChKHX 3ac00iB, He BKIIIOYA€TbCS A0 CTPOKIB iX
o OpMIICHHA Ta BUAAYI.

14.Y pa3i HajIBHOCTI  3alpOBaIKEHOT0  E€ICKTPOHHOIO  IIOPTaILy
Hepxmikcnyx6u  indpopmyBanHs 3  Ooky  JlepxiikciyxOu  3adBHMKa
(pencTaBHEKA 3asBHWKA) ab0 BHPOOHWKA, HaJaHHS BiANOBiAHUX BiAIOBiIeH Ha
3ayBakeHHs 3 00Ky 3asBHEKA (IIpecTaBHUKA 3agBHIKA) 200 BUPOOHUKA, HAIaHHS
IJIaHy Ta NpOrpaMM IHCIEKTYBaHHS, 3BiTYy 3a pe3yjibTaTaMU I1HCIEKTyBaHHS,
BUa4a abo BigMosa y Bumaui CepTudikary abo BucHOBKY TOIIO 3A1HCHIOETECS B
€JIEKTPOHHOMY BHUTJISII.

15.Y mnepion Buznamas BOO3 xBopobu mnaHmeMi€lo Ta HaI3BUYaNHOIO
CHTYAIli€l0 B TaTy3i CBITOBOI OXOPOHM 3[0pOB'S, 10 YHEMOXKIIMBIIIOE IIPOBCACHHSA
iHCHEeKTYyBaHHA 3a MiCI[eM NMPOBAKEHHS IiSNBHOCTI, B TOMY YHCIi BPaxOBYIOYH
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CaHiTAPHO-EIIAEMIONOriIHy CHTYyaIifo, 3asBHHKH (IPEICTABHUKN 3asBHUKIB)
MOXYTh TmojaTy 10 JIepKITKCIyk0u JIHCT OO0 NPOBEICHHS OIiHKH PH3HKIB 3
METOI0 IIEPEHECEHHS CTPOKY HAaCTYmHOI IHCHEKNii BUPOOHMIITBA JiKapCHKOIO
3aco0y Ha BiamoBigHicTs BEMoraM GMP Ta Bupaui CepTudikarta 3 BpaxyBaHHIM
indopmarii Ipo ocTaHHE IHCIIEKTYBaHHS Ha BiIIOBiAHICTh BUPOOHHUIITBA BAMOTaM
GMP a60 ocTaHHE ITAaHOBE IHCIEKTYBaHHS Ha BIAMOBIAHICTD IHIEH3IMHUM
yMOBaM (I BUPOOHUKIB-PE3UICHTIB, SKINO MiATBEPUKEHHS BiITIOBIJHOCTI YMOB
BApOOHMIITBA  JiKapchkux  3acobiB  BumoraMm GMP  spilicHroBanocs
Hepxiikcmyx00l0 3a  pe3ylbTaraMH IIJJaHOBOI HEPEBIPKH  JOJEPIKaHHs
TIIEH31HHNX YMOB).

Y pasi maseHOCTI B JIepXiiKCayx0i NpUMHATHMX JOKYMEHTAIBHHMX
HMiATBEPDKEHL YCYHEHHS CYTTEBHX Ta HECYTTEBMX IOPYIIEHb, BCTAHOBJICHHX
JepKmKcIyk00r0 TIiJ dYac OCTaHHBOTO IHCIIEKTYBaHHS Ha BiJNOBIOHICTH
BupoGHuirTBa BMMoraM GMP abo OCTaHHBROIO IJIAHOBOTO IHCIIEKTYBaHHS Ha
BiZOBIAHICTE MillEH3IMHMM YMOBaM, 3 BpaxyBaHHSIM HPOTOKOINY aHAJli3y PH3HKIB
BigmosigHo mo jmgomarky 15 mporo Ilopsaky, Jepxiikciyx0010 NpUEMaeThbCA
pimenns moxo Buaadi CepTudikara, sikuil 0QOPMITOETHCS BiIIIOBIIHO IO MYyHKTY
12 meoro posminy Ilopsanaky 3a dhopmoro 3rigao 3 gomatkoM 3 (@opma 1) 1o 1poro
Iopsaky i3 3asHauenHsam y posmini Ceprudikara «bynp-sxi obMexeHHs abo
HOSICHEHHS, IO MAlOTh BIJHOLIEHHS 0 IBOTO cepTudikaray iHdopmanii moao
3aCTOCYBaHHS IIPOLEAYPH OI[iHKM PU3UKIB IIiJ Hac foro BHAaYi.

Crpox gii Bumanoro Ceprudikara CTaHOBHTh OJUH abo HiBTOpa POKH
BPaxOBYIOUH TNPOBENEHUI aHAaJi3iB PHU3WKIB BiANOBIAHO IO XOAaTKy 15 mporo
IMopsaxy.

Pimenns mpo BigmoBy y Buaaui Ceprudikara 3a IpoLEAypOIO OLIHKH
PH3UKIB TpUIMAEThC y pasi BiACyTHOCTI B JIepXIIKCIyxO0i JOKYyMEHTaIbHUX
MiATBEp/UKEHb YCYHEHHS CYTTEBUX Ta HECYTTEBHX MOPYIIEHb, BCTaHOBIICHHX
JHepxnikcny:x60l0 M Yac OCTQHHBOI'O IHCIEKTYBAaHHS Ha BiANOBIIHICTH
upobuuirTBa BuMoraMm GMP abo OCTaHHBOTO IINJAHOBOTO IHCIIEKTYBaHHSA Ha
BiANoOBimHicTL JileH3iMHUM yMoBaM (A7 BUPOOHWKIB-pPE3HIIEHTIB, SKIIO
MiATBEPKEHHA BiAMOBIHOCTI YMOB BHPOOHMIITBA JIKapCHKHX 3ac00iB BHMOraM
GMP s3pificaioBanocs JIepxIiKCIy:k00i0 3a pe3ylbTaTaMH IUIAHOBOI II€PEeBipKH
IOAEpKaHHS TEeH3IMHUX YMOB).

IV. Ilopsaaok npoBeieHHs iHCIEKTYBaHHS HA BiANMOBIAHICTE YMOB
BHPOOHHMITBA JlikapcbKuX 3ac06iB Bumoram GMP

1. IucmiekTyBaHHsa 3OiACHIOETECS 3 METOK OIIHKA BiIIOBIAHOCTI YMOB
BUPOOHHUIITBA JIIKAPCHKUX 3aC00iB 9MHHUM B Ykpaini Bumoram GMP.

2. 3a pe3yibTaTaMy MPOBEIEHOI ClienianizoBaHo] eKCIePTH3H He Mi3Hille HbK
qepe3 5 pobouux AHIB micis il MpoBeAeHHS 3asBHUKY (IIPECTaBHUKY 3asABHUKA)
Ha/ICHIAETHCS MOBIAOMIIEHHS IMOA0 HEOOXiTHOCTI MpOBEJEHHS iHCIIEKTyBaHHS Ta
HamanHs 10 Jepxkiikcny:x0u indopmanii mpo mpomoHOBaHI 3 OOKy 3asBHHKA
(mpencraBHEKA 3asBHMKA) CTPOKY NPOBE/ICHHS IHCIEKTYBaHHS.
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JIns MiKapchKMX 3aco0iB, MPU3HAYCHUX JUIS NPOGiTaKTUKY, A1aTHOCTHKH Ta
nikyBagHs TyOepKkynbo3y, BIU/CHIJI, BipycHMX TremaTHTiB, OHKOJOIIYHHX Ta
pinkicaux (opdaHHHMX) 3aXBOPIOBaHb, U JHKApCHKHMX 3ac00iB, IO HPOMILIM
nporenypy mnpekBaridikanii BOO3 Ta BkmodeHi go mepeniky BOO3
npexBamiikoBaHux JiKapchkuxX 3acobiB, I JKapchKUX  3acobiB, fKi
PEECTPYIOThCs B YKpaiHi 3a CIPOIICHOIO IPOIEAypPOI0 peecTpamii 3TifHO 3aKoHy
Vkpainu «IIpo mikapcbki 3aco0m», IUIS JiKapChKUX 3aco0iB, SIKi BKIIOYEHI IO
HpOTOKOJ'IiB JIiKyBaHHS YKpaiHu y BHIIA/IKY O(biuiixiﬂoro susHanaa BOO3 xBopobu
HAHJEMICIO Ta HAA3BUYAWHOIO CHTYAIi€lo B Taly3i CBITOBOL OXOPOHH 3IOPOB'S, ¥
pasi 3asHademHs wuiel imdopmanii y BigmoBigHi# 3asgBi IHCIIEKTyBaHHS
3IiHCHIOETHCS I103aUeProBO.

Yy pa31 HEHaJaHHg 3asgBHAKOM (IPeICTaBHUKOM 3asBHUKA) 131,11110131)11 111(% ()
IPOIO3UIH 10 TPOBEACHHS IHCIEKTYBaHHSA HPOTATOM TPhOX MICAIIB 3 JaTH
Bi/IIpaBIICHHSA TAaKOTO IIOBiJOMIECHHS 3asBHUKY (IpeICTaBHUKY 3asBHHKA) 3asdBa
na Bugauy Ceprudikara (3asBa Ha BHady BHCHOBKY) 3a pIIICHHSM, sK€
opopmimoeThes HakazoM JlepxiikciayxOu, 3amumaerses 6e3  posrmamy (i3
3a3HaYeHHSIM [IPUYMH), IPO D10 IMCHMOBO IMOBITOMIIETHCS 3agBHUK (IIPEACTaBHAK
3asBHUKA).

V pasi namanns 3asBHMKOM (LIpeICTaBHUKOM 3asBHMKA) 0€3 3a3HAYECHHS
00’ €KTUBHMX TIPWYHMH IPOTO3MIiH IMOMO NPOBEAEHHS IHCIEKTYBaHHS y CTPOKH,
IO NEPEBHUIMYIOTH INiCTh MICSIiB 3 AaTH BiJNpaBIeHHS ITOBIIOMICHHS 3asBHUKY
(mpencTaBHEKY 3asBHWKA), 3asBa Ha BHAady Ceprudikara (3asBa Ha BHAAYY
BuCHOBKY) 3a pilleHHsM, ske oQopMiIioeThcs HakazoM JlepxmikcmyxOw,
3andImmacThcs 0e3 pOo3Msmy, [po IO IHCHMOBO IIOBIIOMIAETHCA 3asfsBHUK
(mpencTaBHUK 3asBHUKA).

IMpu BpaxyBanHi Jlepkiikciyx60l0 HaJaHUX 3asBHHKOM (IPEICTABHUKOM
3asBHMKA) 00’ €KTHBHMX NMPUYMH IHCIIEKTYBaHHS MOXe OyTH IPOBENEHO Y CTPOK
He OlnbIle OJHOTO KaleHAAapHOro POKY Biil AaTé mojaHHSA IO JlepKmikciyxOu
SasBu Ha Bmmady Ceprudikara (3asBu Ha Bumady BucrHOBKY). Y pasi He
IPOBEJEHHS TaKoro iHChekTyBaHHs 3asBa Ha BHaady Ceprmdikara (3asBa Ha
BHady BHCHOBKY) 3a pilieHHsM, sike 0QOpPMIFOEThCA HakazoM Jlepxiikciyxou,
3aJMINAaeThCs 0e3 PpO3MIALy, HpO IO IHMCHMOBO IIOBiTOMIIIETBCA 3asABHHK
(mpencTaBHUK 3asBHUKA).

3. 3a HeoOXiJHOCTI IiJ Yac CHemiali30BaHoi eKCIEePTH3H iHCIEKTOPU MaloTh
IpaBo O3HAMOMHTHCS i3 peecTpamifiHAME MaTepiaiaMH Ha 3apeccTpOBaHi
JikapchKi 3aco0m Ta/abo Ha Jikapchki 3aco0H, IO MOMAIOTHECS HA IEpIKaBHY
peecTparito abo Mpy BHECEHH] BiAMOBIIHEX 3MiH IO peecTpallifHAX MaTepialis Ha
3apeecTpoBani B YKpaini nikapchki 3aco0W, Ipo IO MOBiTOMISETHCS 3asBHUKA
(mpenctaBHuKa 3asBHuKa). CrieniaizoBaHa eKCIIepTH3a MOXKe OyTH MOJOBXKeHa Ha
gac, axkuii HeoOXimuuii 3asBHMKY (IIPEACTABHUKY 3asBHUKA) 3 METOIO HAJTaHHA
TaKUX JOKyMEHTIB, SKIIO IIPO Ie HaJaHO MHCHMOBE 3BepHEHHA 3 GOKy 3asiBHUKa
(upencraBHAka  3agBHHKA). , Peectpamiiimi  Marepianu = HONAOTECA 1O
JepxmiKcIy0H 3 CyIIPOBITHUM JIHCTOM.

YV pasi HeHamaHHs 3asBHUKOM (IPEACTABHUKOM 3adBHUKA) 3a3HAYCHUX
peecTpalifiHuX MaTepiaiiB y CTPOKH, INO IePeBHINYIOTh INiCTh MICANIB 3 HATH



17

Bi[IpaBIeHHA MOBiZOMICHHS 3ajdBHHKY (IPEICTaBHUKY 3asgBHHKA) PO
HEOOXIHICTh iX IOJaHHS 3 METOIO 3aBEpIICHHS CHeliali30BaHOi €KCIEePTHU3H Ta
OJAJIBINIOTO iHCIEKTyBaHHS, 3asBa Ha Bupady Ceprudikata (3asBa Ha BHIATY
BucHOBKY) 3a pimenHaM, Ske oOQOPMIIOETbCA HakazoM JIepiKiIikciryxowu,
3aIMINAcThcd 0e3 pPO3MIIAy, NpO IO THCHMOBO IIOBLIOMIIAETHCS 3asBHUK
(mpeacTaBHUK 3asBHUKA).

4. IucexTyBaHHS 31HCHIOETECS Yy TAKAX BUIAAKaX:

y pasi 3BepHeHHs 3asBHUKA (IpeICTABHUKA 3asBHUKA);

IUIs HEPE3UIEHTIB, SIKi He MarOTh OQiNifHIX JOKYMEHTIB 00 BiAIOBIIHOCTI
YMOB BHPOOHHMIITBA JIikapchkux 3aco0iB BumoraMm GMP, BilaHUX YIIOBHOBKEHHM
opranoM kpainu — wieHa €C, Benmkoil Bputanii abo kpainm, fka Mae yrogy Ipo
B3aeMHe Bu3HaHHA 3 €C abo 3 YkpaiHoo;

y pasi BiICyTHOCTI Komilf peecTpaniiiHmx mocBigueHb (marketing
authorization), BUIaHHX KOMIIETeHTHHM opraHoM kpaiim €C, yImoOBHOBaXEHHMH
OpraH sAKoi Bumas odimifiHuil JOKyMEHT 100 BiAOBITHOCTI YMOB BHPOOHHUIITBA
JMiKapchKuX 3aco0iB BuMmoramMm GMP, abo BHAaHMX KOMIETEHTHHUMH OpraHaMu
inmmx kpain — wienis €C, Bemmkoi Bpuranii abo kpaiH, fKi MalOTh yromy Ipo
B3aeMHe BusHaHHA 3 €C abo 3 VkpaiHowo (momaeTbes s JIKapChKUX 3aco0iB,
BHPOGHUIITBO X04a 6 ommHiel cTail SKUX 3/iHCHIOETHCA HE B KpaiHi — dneHi €C,
Benukoi Bpuranii abo B kpaiHi, sKka He Mae yroiyu Ipo B3aeMHe BH3HaHHA 3 €C
a6o 3 YKpaiHo00, BKIIFOYAIOYM KOHTPaKTHI BUPOOHWUI MinbHUI) (OKpiM Iepiomdy
susHanas BOO3 xBopoOu mamaeMielo Ta HaJ3BUYAHHOIO CHUTYalliel0 B ramysi
CBITOBOI OXOPOHM 37I0POB'S, IO YHEMOXIJIMBIIOE TPOBEJCHHS iHCIIEKTYBaHHSI 3a
MiCIleM OpOBUKEHHSA IisIBHOCTI, B TOMY 9YHCIi BPaxOBYIOYM CaHiTapHO-
€IiIeMiOJIOTIYHY CUTYAIIi0);

y pasi HEMOXIJIMBOCTI BCTAHOBICHHS y 3BiTi, CKJIQJIEHOTO 3a pe3yJbTaTaMu
OCTaHHBOI IEPEBIPKY, MPOBEIEHO] YIIOBHOBaXKEHUM OpraHoM Kkpainu — dieHa €C,
Benukoi Bputanii abo kpainu, sKa Mae yroay Ipo B3aeMmHe Bu3HaHHA 3 €C abo 3
VkpaiHoto, iHMopMamii I[0OZO JKapchKUX 3aco0iB, sAKi Oynum IpenaMeToM
iHCIIEKTYBaHHS], B TOMY YHCNIi iH(popMamil moa0 BUPOOHWYMX MOTYKHOCTEH, Ha
SKHX 3OIACHIOETBCA BHUPOOHHIITBO Ta sKe OYJNO NpeIMeTOM iHCIEKTyBaHHS,
HasIBHOCTI po30iHOCTel y 3BiTi Ta HoChe BUpoOHMYOI minpaumi (Site Master File)
TOINO;

y pasi BigmoBm y Bumadi Ceprudixary abo BuCHOBKY 3a pesynbTaTraMu
OCTaHHBOTO  IHCIIEKTYBaHHS, HpPOBENEHOTro JlepaIIiKCIy:K00I0 3rifHO LBOTO
IMopsaxy, BEpOOHMYOI AUTBHUII, IO IofaeThes y 3asBi Ha Bunady Ceprudikary
(3asBi Ha Bumayy BHCHOBKY) 3 METOI MiATBEPIKEHHS BiANIOBIIHOCTI yMOB
BuMmoram GMP;

y pasi mpuiHATTS pilleHb OO0 BHUIYYeHHS 3 OOy B YCTaHOBICHOMY
HOPSAKY Cepifl Iikapchkoro 3acoly, siKi BHpOOISUIMCH Ha JaHil AINbHUNL, IO
0B’ s13aHi 3 AKiCTIO JIIKapCHKOTo 3aco0y;

y pasi BCTAHOBIIEHHS IIiJl 4aC MPOBEIESHHS €KCIEPTH3H MOJaHUX JOKyMEHTIB
O3HAaK KPUTHYHHX TopyiieHs Bumor GMP (30kpema, MOXIMBICTh BAPOOHHUIITBA
NKApCHKHAX 3aC00iB KPUTHYHOTO PiBHS pHU3HKY Ta/abo JiKapChKHX 3aco0iB
BHCOKOTO CTYIIEHS PHM3HMKY Ha OJHHX i THX CaMHX BHPOOHMYMX JiHisfX abo ix
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BMPOOHMIITBA B yMOBaX, IO MOXYTh IIPU3BECTH IO IEPEXPECHOI KOHTAMiHAIIT,
ab0 BHPOOHHMITBO IMX JHKApCBKMX 3acO0GiB HE BiJNOBifac BCTAHOBICHHM B
VkpaiHi BAMOraM TOINO), BHACIiOK YOTO BHUPOOHMIITBO MOXE OYTH BH3HAHO
TakuM, 10O He Bigmosimae BuMoraMm GMP, a6o o3Hak BHPOOHHITBA
¢banbcu]iKoBaHUX JTKAPCHKHUX 3aC00iB. :

5. Jlns 3mificHEHHs iHCIIEKTYBaHHS, eKCIIEPTA3, BUKOHAHHS OKPEMHX POBIT Y
ctepi miATBEpIKEHHS BiNIOBiJHOCTI, BABYEHHS OKPEMHX IHUTaHb, SIKi BUMAraroTh
CHelialbHUX 3HaHb, [epiitikciyx6a Moxe 3alydaTd YIOBHOBaKEHi OpraHisamii,
y4eHuX Ta (axiBIiB (3a iX 3rom010).

6. IncriexTyBaHHS 3MiMCHIOETBCSA BiNIOBIAHO O 3aTBEPKEHHMX ILUIAHY Ta
IPOTpaMy  iHCIIEKTYBaHHsA, ¢ BH3HAYeHO MeTy, O0'€KTH, HaT¥ IPOBEICHHS
IHCIIEKTYBaHHs, IIPA3HAUEHO iHCIeKTOpa abo rpymy iHcmekropis. Komii miany Ta
IPOrpaMy iHCIEKTYBaHHS HAJAIOThCs 3asgBHUKY ab0 IpeacTaBHMKY 3asBHEKA abo
HaJICHIAIOTECS (hakcoM, 1o 3a3HadeHmit B 3assi Ha unauy Ceprudikara (3assi Ha
Bumauy BucHOBKy), a0 B CKaHOBaHOMY BHTJIALiI €JIEKTPOHHOIO MOINTOK 3a
MiCIle3HaX0/KeHHAM 3asBHUKA (TIpeCTaBHUKA 3asdBHHKA) Y CTPOKH, BH3HAYCHi
poszinom III usoro ITopsaxy.

IMpn cknagapHi miaHy Ta MPOrpaMH  IHCIEKTYBAHHS BPaXOBYIOTHCS
inpopmamis  mOJO  pe3ynbTAaTiB  NPOBEJEHHS  IHCHEKTYBaHb 3  OOKY
Hepxuiikcmyx6u, y ToMy 4YuCHi IpH 3aiydeHHI YNOBHOBXKEHHMX OpraHi3ailil,
y4eHuXx Ta (axiBIliB, JaHO! BHPOOHUYOI JUIBHHUII 32 ONEPEHI POKH Ta HasSBHICTh
JNOKYMEHTAIbHUX MiATBEPIXKEHb YCYHEHHS KPUTHYHHX, CYTTEBUX T4 HECYTTEBUX
NOPYIIEHb, BCTAHOBIEHMX JlepXKIIKCIyx00I0 mix dWac IUX IHCIEKTYBaHb.
IlepeBipka yCyHeHH: MOpyIIeHb IOBUHHA OYTH BKIFOYEHA JIO IUIAaHy Ta HPOTrpaMu
iHCTIeKTyBaHHS, KpiM BHIAIKIB, SKIIO I iHpopmanis Bxke Oyna HpegMETOM
HepeBipKU 3 60Ky JlepITiKCITyKOH.

ITnan Ta mporpaMa iHCIIEKTyBaHHS IOBHHHI OXOIUZOBATH BUPOGHHYI 30HH,
30HA KOHTPOJIIO SIKOCTi, y TOMY YHCIi HpW 3HiMCHEHHI KOHTPOIO SKOCTI 3a
KOHTPaKTOM (JOrOBOPOM) aKTUBHUX (hapMaleBTHYHUX IHTPENI€HTIB, MPOMYKIil
«in-bulk», cragii ceprudikanii cepii sikapcbkux 3aco6iB Ta TOTOBHX TiKApCHKHX
3ac00iB, CKIaAChKi 30HH, Yy TOMy YHCIi TIPH KOHTpaKTHOMY 30epiramsi (3a
I[OFOBOpOM) CHPOBMHH, IAaKyBaJIbHUX MaTepiajiB, IPOAYKIIl «in- bulk» Ta TOTOBHX
JiKapCchKHUX 3ac00iB TOIIO.

7.1Lig 4ac iHCHmeKTyBaHHS iHCIeKkTOp Mae (QikcyBats (akTH, IO
HiATBEPIKYIOTh BiMOBiTHICTE YMOB BUPOOHMIITBA JIKAPCEKAX 3aC00iB BEMOTaM
GMP, a TakoX BHSBICHI B Xoii iHCHekTyBaHHs mopymenHs GMP. Ilig uac
OPHCBOEHHS KIacHdikarlii BHABICHOMY NOpPYLIEHHIO IHCIEKTOp IIOBMHEH
KOPHCTYBaTHCA AJllOPHTMOM, BHKIaNeHUM Yy jnoxatky 10 mo uworo ITopsaxy, me
HaBeZIeHI, K IPUKIIaIH, HalOiNbII THIOBI IIOPYNIEHHS, SKi BHABIIIOTECA ITiJ] Yac
iHCIIeKTyBaHHA, Ta IX MOXJIIMBa KiIacHQikaiis, BUXOAIYH i3 ONIHKM PU3MKIB LA
narienTa. Jlamii Iepelik He € BHYEPHHHM Ta 3a HEOOXIMHOCTI MOXYTH
JIOIaBaTUCS AOHATKOBI MMOPYIIEHHS.

8. JIkmo Ha BHPOOHMIITBI, SIKE IHCIIEKTY€THCS, BUIYCKAIOTHCSA JIKAPCBKi
3aC00M BHKIIOYHO HHU3BKOTO PIiBHA PH3UKY, TO BHSBJICHAM HOPYLICHHSM,
BpaxOBYIOUM aJrOpuTM 3rifHo mozatky 10 mo mporo Ilopsaky, 3asBuyait
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Kimacudikaris KpUTUIHUX MOPYIIEHb He IPHUCBOIOETHCSA. J{JIsi TaKMX BHPOOHUIITB
0 KPUTHUYHUX HOPYHMEHb MOXYTh OyTH BiJHECEHI TiIbKM BHHSATKOBI CHTYyaIlii,
Taki sIK: HAaBMUCHA IiApoOKa, BUKPUBIEHHS NaHUX, (arbcudikamis mpoaykmii abo
IaHVX; IOUPOKO IIOHIMpEHE IepexpecHe 3a0pyIOHEHHS; 3apaKeHHs/iHBa3zig abo
aHTHCaAHITapis.

ITpu migBumieHHi y 3BiTI KiIacubikallii HOpYIIeHb, fKa € BiAMIHHOIO Bif
anroputMy 3rigHo gomatky 10 mo mporo Ilopsimky, iHcmekTopoM Mae OyTu
mpencTaBiieHe HaJle)XXHe OOIpyHTYBaHHS MiABHIICHHS Kiacrudikailii.

9.1lpu BusBIEHHI B XOMAi iHCIEKTYBaHHS KPUTHYHUX NOPYIIECHb, B TOMY
YHCITi TaKuX, 0 OyJM 3a3Ha4deHi B IYHKTI 8 LbOTO PO3MiNy, Ie# ¢akT HeraiHo
IOBOAUTHCS IHCIEKTOPOM JI0 BiloMa KEePiBHHIITBA BHPOOHMKA, IO 1HCIEKTYETHCS.
KepiBaunutBo JlepxiikcoykOW TakoX TOBHHHO OyTH HpoiH(GOpPMOBaHE IIPO IIe
HEBiJIKJIAHO.

VY pa3i BUABJICHHS KPHUTHYHUX MOPYIIEHL B IIpOIeci IHCIIEKTYBaHHSA I
OOTOBOpPEHHS TakKWX TMOPYIIeHb MPOBONUTHCS Hapaia 3 IPeICTaBHUKAMHU
BHPOOHHMKA Yy IHi, KOJNM Taki mopyrieHHs BusBieHi. Ha il Hapani BHUsABIEHI
TOPYIIEHHS JOBOAATHCA A0 BiIOMa YIIOBHOBa)XEHOT'O NIPEACTaBHUKA BUPOOHUIITBA
Ta/ab0 KepiBHUKA BUPOOHUKA, IO iHCIIEKTYEThCs. BUpOOHUK Ma€e MpaBo HajaTH, a
iHciekTOp  3000B’S3aHUE  PO3MNIAHYTH JOKYMEHTH Ta MaTtepiaiy, IIo
MiATBEPKYIOTh YCYHEHHS MOpPYyINeHb y XOAi IepeBipku abo CIpPOCTOBYIOTH
BUIEBKa3aHi TOPYIICHHS.

10. Y pasi oOrpyHTOBaHOIO BHCHOBKY IHCIEeKTOpa Ta/abo ekcmepra Ta
IPUMHSATOrO BiAIOBIOHOTO pirieHHs J{epKIIiKCciIyk00i0 IMOAO BIIMOBH y BHJAadi
Ceprudikara a6o BucuoBky Jlepkiikciyk00i0 MOXyTh OyTH BXKHTI 3aX0Ad
BiZIIOBIZIHO JI0 3aKOHOJABCTBA IONO 3YIMUHEHHS 00Iry TakdX JIKapChKUX 3aco0iB
JI0 YCYHEHHS IOPYIIEHb.

11.3a pesynpTaTamMu iHCIIEKTYBaHHS IHCHEKTOp cCKiajgae 3BIT 3a
pe3yibTaTaMu iHCIEKTyBaHHS (Jami — 3BiT). 3BIT CKIAJAa€TbCS YKPalHCBKOIO
MOBOIO Y JBOX IpHMipHHKax 3a (opMoOIo, HaBEIEHOI B Jojarky 11 1o meoro
IMopsiaxy. JIomaTKoBO i HEPe3UIEeHTIB 3BiT Ta HOro mepekiaj aHriiiicbkor abo
POCIHCBKOI0O MOBaMH MOXYTh OyTH OQOpMIeHI y CTpOK He Mi3Hime Hik 15
po0oUMX JHIB 3 IHA CKIaJaHHA 3BIiTY YKpaiHCBKOIO MOBOIO.

3BiT MOBMHEH MICTHTH BHCHOBOK IIOJIO BiAMOBIiTHOCTI ab0 HEBiIIIOBiIHOCTI
BHPOOHHIITBA (BUPOOHUYOI TiTbHULI (BHPOOHIIAX AUIHHUI), Ta/ab0 BHPOOHHINX
TiHii, Ta/a00 BUPOOHUIITBA OKpEMUX JKapCchKuX 3aco0iB Tomo) Bumoram GMP, y
TOMY YHCIIi YCYHEeHHs a0 HEyCyHEHHS IOpyIIeHb BixmoBigHocTi BuMoram GMP
TOINO, Ta peKOMeHAallil incmekTopa/incnekropis mono Bumadi Ceprudikara abo
Bucaosky a6o BimMoBu y Bugaui Ceptudikara abo BUCHOBKY, K1 pO3IILAAAIOThCA
HiJ Yac MpUAHSATTS pimleHHs [lepximikcayx06oro.

V pasi HeHamanHs 3aiBHUKOM Ta/a00 BEPOOHUKOM iHCIIEKTOPY/IHCIEKTOpaM
Bciei mHeoOximmoi imdopMarii 3 MeTOI0O NPOBEACHHS  iHCIEKTYBaHHS,
He3abe3leueHHs MOXKIHBOCTI MPOBENCHHS OISy BHUPOOHMYMX, IONOMDKHHX,
CKJIaICPKAX TPHMillleHb, O0OJaJHaHHA, 30H KOHTPOJNIO SKOCTI  TOIIO,
He3abe3lMedeHHS MOXJIMBOCTI IHTEpB’IOBaHHS IIPEJICTaBHUKIB (IEpCOHAIY)
BUPOOHMKA,  MEPEIIKOKAHHSA  IHCHEKTOpY/iHCIIeKTopaM y  TIPOBeJeHHI
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iIHCIIEKTYBaHHS, B pa3i HPUCYTHOCTI Wif Yac iHCIIEKTYBaHHs TPETiX 0ci6, mo He €
odiniiHAMHU IpeAcTaBHUKaMU 3asBHUKA Ta/aG0 BHPOOHMKA, OYAb-AKHMX iHIIHX
Hifi, IO BIUVIMHYJTM HAa TPOBEAEHHS IHCIEKTYBaHHA B 00’eMi 3TigHO i3
3aTBEPAKCHMMH IUIAHOM Ta IPOrpaMoIo0, 1HCIEKTOP/IHCIIEKTOPH TOBHHHI TPO Ie
3a3Ha4yuTH y 3BiTi. L4 indopmManis noBrHHA OyTH BpaxoBaHa mix 4ac GOpMyBaHHS
y 3BiTi dYiTKOTO BHCHOBKY WIOMO BiNOBiZHOCTI a60 HEBiAMOBIAHOCTI yMOB
BHPOOHUIITBA NIKApChKUX 3ac00iB (BUPOOHMYOI MiNbHUI (BUPOOHMYMX ALILHHIE),
Ta/abo BHPOOHWYNX JIiHIN, Ta/ab0 BHUPOOGHHMITBA OKpEMHX JIKapCBKHX 3ac0o0iB
tomio) Bumoram GMP.

12. O6rosopeHHs Ta y3araJdbHEHHS BHSBICHHX Yy IPOLECI IHCIEKTYBaHHS
nopymeHb Ta ix knacubikamis 3rigHo 3 momatkoM 10 mo mworo Ilopaaxy
3MIACHIOIOTBCA iHCIEKTOPOM/IHCIEKTOpaMH Ha 3aKiIIOYHiM Hapami mmig dac
iHCIeKTyBaHHS 3 IIPEACTaBHIKAMI BUPOOHMKA, 4 TAKOX OTOJIOIIYEThCS 3aralbHMi
BHCHOBOK iHCIIEKTOPa/IHCHEKTOPIB IMOJO BiANOBIAHOCTI 4YM HEBiANIOBiZHOCTI
BUpOOHMITBA BUMoramMm GMP.

V pasi HadBHOCTi 3ayBaKCHb IIOJO MPOBEAEHOrO IHCIIEKTYBaHHA Ta/abo
knacuikanii MOpPymeHs BOHH MOXYTh OyIHM BHKJIAfeHI 3asBHHKOM
(opeacraBEukoM 3asgBHWKA) Ta/abo0 BHUPOOHMKOM Yy IIPOTOKONI Hapajgd
YKpaiHCBKOIO, POCIHCBKOI0 200 aHIWIHCHKOI0O MOBaMH. Y [BOMY BHIAIKY
IPOTOKOJI Hapaiy MiAarac oO0OB’SI3KOBOMY pO3LILILY T4 BPaxyBaHHIO IIPH
posriAni  JepKImKCIy:x6010 3 MeTOI MPHUUHATTA pilleHHAd [OpO BUAAYY
Ceprudikara abo BucHoBKy a60 BigMOBY B iX BuAaui.

13.1lpu BusBNEHHI Mg dYac IHCHEKTYBaHHA KPHTHUYHHX IOPYLICHb
BupoOHuITBa BHMOr GMP iHcmekTOpy/iHCIIEKTOpaM BHPOGHHMKOM HEralHO
noBUHEH OyTH HaJaHMI ITaH KOPUI'YBaJIbHAX Ta 3aMOGDKHMX il 100 yCYHEHHS
BUSBIICHUX KPHTHYHUX [OPYIIEHb, SKHM Hamgami JONAETHCS JO MEPIIOro
IpHMiIpHHKA 3BiTY 32 pe3yJIbTaTaMi iHCIIEKTYBaHHS.

14.V pasi ycyHeHHA BUPOOHHKOM MOpYIIEHh IiJi 9ac IHCIEKTYBaHHS
incekTopy MOBHHHI OyTH HafaH] Kol HaJIEXKHAM YMHOM 3aBipEHHX BUPOGHHKOM
IOKYMEHTaJIbHMX HiTBEPIKEHD IX YCYHEHHS, IIPO IO IOBHHHO OYTH 3a3HAYEHO Y
3siTi. Ilpy npoMy y 3BiTi BUKIANaIOTHCSA OMKC MOPYINEHHS, KiIacH(ikaiis, omuc
Ni#i BUpOOHMKA IONO YCYHEHHS IIbOTO MOPYIIEHHS, & TaKOX 3a3HAYAEThCA IIPO
(akt Horo ycyHeHHA Iif dac IHCHEKTYBaHHA. Y BHCHOBKax 3BiTy OKpeMO
3a3HAYAIOTLCS KUIBKICTH Ta KiacuQikalis MOpyWIeHb, IO YCYHYTI Iif dac
IHCHIEKTyBaHHI.

Hananns BUpPOOHMKOM KONii NOKYMEHTAIBHHX IATBEPKEHh YCYHEHHS
IIOpYIICHb IOBUHHO BpPaXOBYBAaTH 4Yac, HEOOXiMHWM I iX OIIHKA 3 GOKY
iHCTIeKTOpa, Ta He Mepellko/KaTH IMPOBEACHHIO IHCIEKIii 3TigHo i3
3aTBEP/PKEHNMY IIJIaHaMH Ta IPOTpaMaMu iHCIEKTYBAHH.

15. Opur npuMipHuK 3BiTY HajaeThes 3agBHUKY (IPENCTABHAKY 3asABHMKA).
Hpyruii npumipHuk 3BiTy Ta MaTtepiandm iHCIEKTyBaHHsS 306epiraioTbcs B
HepKmiKcmyx0i IPOTAroM II'SITH POKIB MICIs 3aKiHueHHs CTpoKy aii CeprudikaTa
a6o BucHOBKY.

16. Jlo npyroro mpumipauKa 3BiTy H0JAIOTHC:

IUIaH 1 IporpaMa iHCIeKTyBaHH;



21

IIPOTOKONH Hapay 3a GOpMOIO 3TiHO 3 JoaaTkoM 12 xo msoro [opsaxy;

ayZio- Ta BijeoMaTepiaiy (3a HasBHOCTI); _

IIPOTOKOJ OI[iHKH PH3UKIB IIOAO PO3PaXyHKY CTPOKY HACTYIIHOI iHCIIEKIi
BHPOOHUIITBA JIiIKapchKOTro 3aco0y Ha BifmosigHicTs BuMoraMm GMP;

KOIii HaleXHUM YHHOM 3aBipeHHX BHPOOHUKOM JOKYMEHTAIbLHHX
[iATBEp/DKEHh YCYHEHHS il d9ac iHCIEKTYBaHHS IOPYIIEHb (AKINO IIPO IIE
3a3HA4€HO B 3BiTi) TOIIO.

17.4xmo B mpomeci iHCmekTyBaHHS Oyno BimiOpaHo 3pasku Od
1abopaTopHOro aHali3y IX SKOCTi, 10 3BITY ONAIOTHC:

axT BimOOpPY 3pa3KiB MPOIYKITii;

HallpaBJIeHHS Ha BUNPOOYBAHHS;

IIPOEKT METOMIB KOHTPOJIO SKOCTI IIiKapchKOro 3acoly, IMO HAaTaeThCH
3asBHUKOM (MPEACTABHUKOM 3aIBHHKA);

IUCHbMOBUII BHCHOBOK aTecToBaHOi BimmoBimHo 10 ITopsaky mnpoBemeHHS
raiy3eBoi arectanii naboparopifi 3 KOHTPOIIO SKOCTI Ta Oe€3MeKH JTKapChKHX
3ac00iB, 3aTBEpIKEHOI'0 Haka3oM MiHicTepcTBa OXOPOHHU 3HOPOB’S YKpaiHM Bix
14 ciuas 2004 poxy Ne 10, 3apeectpoBanoro y MinicrepcTsi roctuiiii Ykpainu
30 ciuns 2004 poky 3a Ne 130/8729, nabopatopii mpo SKiCTb cepii IiKapChKOro
3aco0y (Ticys Ha/laHHS H0ro 3pa3KiB).

V. Ilopsigok NpuHHATTS pilleHHS HPo BHAAYY a00 BigMoBY y BHIaui
Ceptadikara ado BucHoBKY

1.V pasi npuiHATTS MO3WTHBHOIO PIlIEHHS 3a PE3yJbTaTaMH MPOBEISHOL
crenianizoBanol ekcmeptusn Jepxiikciayx6a Hamae 3asBHHKY BHCHOBOK ¥
CTpPOKH, 3a3Ha4eHi y posxini III mporo [opsaky.

BucHoBok JlepimikeiryxOu BHAAETHCA HA CTPOK Ail OQiMiiHOTO HOKYyMEHTA
IIOAO BiANIOBIXHOCTI YMOB BHPOOHUITBa JiKapchKux 3acobiB BuMoram GMP,
BHJAHOTO YIIOBHOB&XKEHUM OpraHoMm kpainu — wieHa €C, Bemukoi bputanii abo
KpaiHH, sKa Ma€ yroxy mnpo B3aeMmHe Bu3HaHHA 3 €C abo 3 YkpaiHoro.

Crpoxk il BucHOBKY mpogoBxKyeThes Jepxkmikcmyx06010 10 MEeCTH MICAIIB Y
pa3i HamaHHa 3asBHUKOM (TMpEACTaBHUKOM 3asBHWKA) iHGOpPMAIii Bix
YIOBHOBa)XEHOTO OpraHy, KU BUIaB OGIMIHHANA JOKYMEHT IIOAO0 BiAMOBIIHOCTI
YMOB BHpOOHHWIITBa JIiKapchbkmx 3acobiB BuMmoram GMP, mnpo 3amnaHoBane
iHCmeKkTyBaHHS BHpOOHWKAa Ha BiAmOBimHicTh BuMoramM GMP abo iHdopmarii
IIOJI0 3alJIaHOBAHOTO IO/IOBXKEHHS YHOBHOBAXEHWM OpraHoM odimiiiroro
JOKyMEHTa IOJI0 BiJIITOBITHOCTI YMOB BUPOOHHUIITBA JiKapChKUX 3ac00iB BEUMOTraM
GMP Ha 0CHOBI IpolueIypu aHali3y pPU3UKIB, Mpo mo JepKiliKciry:x6a MICbMOBO
noBitoMisie 3aiBHUKY (MPEICTaBHUKY 3asBHHUKA) Y CTPOK He Oinbie 20 pobounx
JTHIB.

3a HeoOxigHOCTI Jepxiikciyx00i0 Moxe OyTH HampaBiIeHWN BiAOBITHHUN
3alAT 0 KOMIETEHTHOTO Oprany Kpainm — wieHa €C abo KOMIIETEHTHOTO OpTaHy
inmux Kpain — wienie €C, Bemmkoi bputanii abo xpaiH, SKi MarOTh yroay Mmpo
B3aeMHe Bu3HaHHA 3 €C abo 3 YkpaiHoro, Ta YIIOBHOBAXEHNHA OpraH AKOI BHIAB
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oQinifiHui MOKyMeHT IIOJO BiANIOBIAHOCTI YMOB BHPOOHMIITBA JHKAPCHKHX
3aco6iB Bumoram GMP.

2.Y pa3sl HagBHOCTI OOTPYHTOBaHHMX 3ayBaXeHb 3 00Ky 3asgBHHKA
(mpencTaBHUKa 3asBHUKA) Ta/ab0 BUPOOHWKA IMOAO MPOBEASHOTO iHCIIEKTYBAHHS
ta/abo kmacudikamii mopymenp 3asBHMK (TpEACTaBHUK 3asBHMKA) Ta/abo
BUpPOOHMK MoOXe HampaBUTH g0 JlepximikciayxOH BiOIOBigHE MHCHMOBE
IIOB1IOMJIEHHS He Ti3Hile 5 poOoYuX IHIB IiCiIsA MPOBEICHHS IHCTIEKTYBaHHS, SIKE
IUIA pO3IIIAy HalpaBISEThCA IHCIIEKTOpaM, SKi IPOBOIMIIMA IHCIIEKTYBaHHSI, Ta
PO3IIaEThCs B NONANBIIOMY Ha 3aciiaHHi pobouoi rpymnu Ta Jepirikciryx00k0 3
METOI0 IPAWHATTSA pillleHHs o010 BuAa4i abo HeMoxmBocTi Buaadi Ceprudikara
abo BHCHOBKY, fKe mpuiiMaeThcd B CTPOK A0 15 pobGoumx HIHIB Big HaTh
HaJIXO/KEHHS TaKOr0 TTOBLIOMIICHHS 110 JlepIKIiKCITyKOu.

IIpu posrmani Jepxiikciry:x00:0 OOIpyHTOBaHUX 3ayBa)KeHb Yy pobodoMy
3aciaHHi Moxe OpaTd yJacTh 3asBHUK Ta/a00 BUPOOHHUK, Ta/abo IX MpenCTaBHHK,
SKIIO Take OakaHHS 3a3Ha4YeHe B MOBigoMIieHHi. Jlata Ta 4ac IpOBEIEHHS TaKOTO
3acilaHHs MOBiAOMILTIOTECS Jep>KiIiKkciIyk0ot0 Ha odililiHoMy caifTi He mi3HilIe,
HiK 3a 3 poboumX AHI A0 MPOBEACHHS 3aCiJaHHS.

3a pesylbTaTaMu po3riisiAy 3BiTY Ha poOourx 3acimaHHgx Jepxiikciyx0oto,
BpPaxoBYIOUM 3ayBakKeHHs 3 Ooky 3asBHHKa, Ta/abo BHpoOHWKa, Ta/abo Iix
OpeicTaBHWKa, pO3IANY JOAATKOBHX, 3aBipeHWX  3asdBHHUKOM, Ta/abo
BUPOOHUKOM, Ta/abo iX TMPEeACTaBHUKOM JOKYMEHTAJIbHHX MHiATBEpIKEHb
YCYHEHHS IOPYIIEHb TOIO 3BIiT MOXe OyTH MOBEpHYTO iHCHEKTOpy(aM) Ha
JOOTIPAITIOBAaHHS cTpokoM He Oinbine Hixk 10 pobounx mais. Yac, moTpiOHMM s
JOOIPAIIOBAHHA 3BiTY, He BKIIOYAETHCH MO CTPOKiB O(OpMIEHHS Ta BHUIAdi
Ceptudikara abo BUCHOBKY.

PesynmpTaTt po3rigmy 3ayBakeHb IOBIIOMIIIIOTBCS 3asBHHKY, Ta/abo
BUPOOHMKY, Ta/abo iX MpeACTaBHUKY JIMCTOM 3a 3a3HAYEHHM Yy 3asBi Ha BUAAUY
Ceptudikara (3asBi Ha Bunady BHCHOBKY) MiCIe3HaXOKEHHSIM HE II3HIIIEe HiX
gepe3 5 poOOUMX JHIB 3 JHS NPUUHATTA pimneHHs Jepxirikcay 0010 moa0 BUAa4l
a0bo BimMoBum y BHmadi Ceprtudikata abo BucHOBKy. Y pasi Hesromu 3
pe3yibTaTaMu 3ayBa)kKeHb 3asBHHMK (IIPEICTaBHMK 3asBHHUKA) Ta/abo BUPOOHUK
MalOTh TIPaBO OCKAap)KHATH Taki Aii Jlepxiikciry:xOu B IOPSAIKY, BCTaHOBIECHOMY
3aKOHOJABCTBOM YKpaiHH.

3. 3a pe3ynabTaTaMu po3TIAAY Ha pobodoMy 3acifanHi Jepiikeiayx6u 3BiTy
3 BpaxyBaHHJAM BHCHOBKIiB 3a pe3ylIbTaTaMM IHCIEKTYBaHHsS Ta peKOMEHIamii
iHCTIEKTOPa/IHCIIEKTOPiB, HaJaHWX IOKYMEHTAIbHUX MiTBEP/KEHb YCYHEHHT
HOpPYIEHb, PE3yJIbTATIB PO3IIISNY 3ayBaKeHb 3 00Ky 3asBHUKA/BHpOOHMKA (3a
HAsIBHOCTI), pe3yJibTaTiB MPOBEAECHNX eKCIepTr3 Tomo Jlepxiikciayx0a npuiimMae
pimenns moxo Bugadi abo BiaMmoBHu y Bugadi Ceprudikara abo Ceptudikatis (y
pa3i HeoOXimHOCTI NpHW IHCIEKTYBaHHI PI3HUX NiKapchbkux (opM TOImO), abo
BrcHOBKY, Ipo 10 MACHEMOBO TOBiOMIIsEe 3asBHUKA a00 IpeCTaBHUKA 3asBHUAKA
Ta BUAAE 3BIiT.

Bupaua Ceptudikary/Ceprudikarie abo BHCHOBKY 3miHCHIOETBCA IiCIIA
HaJlaHHS BUPOOHHKOM/3asfBHHKOM X0 JlepiKiikciyk0u BillIOBITHO 1O IyHKTY
11 wporo po3fiy IMPUIHHATHOTO TIaHy KOPHUTYBAJIBHHX Ta 3aIl00DKHUX il 1Moo
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YCYHEHHS BHABJICHHX IIOPYHICHBb 3a pe3yJbTaTaMU iHCIEKTYBAHHS BHUPOOHMYHMX
JUTBHAI 800 OKPEMHX JIIKapChKHX 3ac00iB.

Crpok mactymuoi iHcmeknii Ha BigmoBinHicTs BEpoGHHITBA BiMOoraMm GMP
PO3Pax0OBYETHCS BiAIOBIAHO JO METOOJNOTI] MPOBENEHHS aHAaNi3y 3TifHO TONATKY
15 mporo Ilopsmky Ta 3a3HAYaeTHCS B OKPEMOMY IIPOTOKOINI, AKHH TOTYETHCH
IHCTIEKTOPOM/IHCIIEKTOpaMHy IIiCHs MPOBENCHHS iHCIEKTYBAaHHS Ta HOJAETHCI HO
Hepxnikcmyx6u pazoM 3i 3BiToM. OcTaTouHe pillleHHs MIOA0 HACTYIIHOTO CTPOKY
incnexkTyBaHHS npHiMaeTbes Jepxmikemyx6o0. CTpok HacTymHOI iHCHEKmil
TMCHMOBO ITOBiAOMILATECS 3asdBHUKY (TPENCTaBHUKY 3asABHMKA) ITij] 4aCc HaJaHHS
3BiTy.

Crpox pgii CeprudikaTa CTaHOBHUTH TPH pOKM BiIl JarT¥ INPOBEACHHS
iHCIIEKTYBaHHA Ta MOXe OyTH CKOPOUYCHHMM 38 PEKOMEH/IAINEI0 IHCIIEKTOPIB 3TiTHO
IPOTOKOIY OLIHKH pHU3HMKIB IIONO PO3PaxXyHKY CTPOKY HACTYIIHOI iHCHEKIii
BHPOOHHUIITBA JIIKapCchKOTO 3aco0y Ha BiamosiaHicTs BuMoram GMP.

V pasi, AKINO CTPOK HACTYNMHOI iHCHEKIil BU3HAYEHO 4Yepe3 pik Ta MEHIIE
IiCJI mpOBeAEHHS iHCIeKTYBaHHs, J[epXIKCIy 000 MOBIIOMIIETECS 3asBHUKA
(npenctaBEuKa 3asBHHMKA) [pO HEOOXiAHiCTE HOro IpOBENEHHA. 3asBHUK
(mpexncraBHuKa 3asBHEKA) Imojac 10 Jlepxirikcnyx6u odimiiaui mucT (pasoM i3
3asBoio mpo Buaady Ceprudikata B HomaTKy [0 JUCTa) IMOJO 3OO Ha
TIPOBEICHHS] IHCIEKTYBaHHSA, B TOMY YHCI 3aIisHUX KOHTPAaKTHHX BHPOOHMYHX
NiNBHALG, JabopaTopifi 3 KOHTPONIO SIKOCTI TOJOBUX JHKapChKHMX 3aco0iB,
npomykiii in-bulk Ta axTUBHMX (apManeBTHYHUX IHTPENi€HTIB Ta KOHTPAKTHHX
cknanis. Kommiekr mokymentiB mo 3aseu mpo Bupauy Ceprudikara B mbOMy
BUNANKy HE IIOJA€ThCA, BOAHOYAC, JIEpKIKCITYKOO MOXYTh BHMAaraThcCs
peecTpamilini MaTepiamy Ha 3apeecTpoBaHi JiKapchKi 3acobm B YKpaiHi,
OHOBJICHUY IEPeNiK JTIKapChKUX 3ac00iB, y TOMy 9YHCI Ha €NeKTPOHHOMY HOCI,
Hocke BHPOOHHIOI AINBHAMI I/ YCTAHOB 3 OTPMMAaHHsS InasME Ta/abo Joche
BHPOOHMYOI JiMBHAT I MiCIlb 30epiranHs Ia3sMu TOIO.

4.1Ipo Bupady Ceprudikara a6o BuCHOBKY IpuiMacThCS Hakas
Hepxmikcnyx6u. Jlo Ceprudikara a6o BUCHOBKY HomaeThes Iepelik TiKapchKUX
3ac00iB, 3apeecTPOBAHMX ab0 JiKapChKHUX 3ac00iB, IO 3HAXOAATHCA B HPOIECi
peecTpanii/BHeCEHHI 3MiH, 3rifHO 3 fomatkom 13 mo uporo ITopsaky (mam —
IMepemix mikapcekux 3aco6iB), AKuil € HeBix eMHOK gacTHHOK CepTudikara abo
BucnaoBKky.

5. Jlng pesunieHTIB y pasi aHyJIIOBaHHS JileH3il Ha BUPOOGHMITBO JTiKapChKHX
3ac00iB Takox aHyOeThCs CepTrdikar.

6.V pasi HeratmBHOro pimeHHs Jlepxnikcryx6a inpopMmye 3asBHHKa Hpo
BMOTHBOBaHY BifMoBYy y Bunaui Ceptudikara a6o BUCHOBKY y CTpoKH, 3a3HadeHi
y po3auni Il nsoro IMopsiaky.

VY pasi Hesromu 3 pimeHHSAM JIepXKITIKCIyXOM IOAO BiIMOBM y BHAAdi
Ceptudixara a6o BucHOBKy 3asfBHHK Mae IIPaBO OCKApXHUTH TaKy BiIMOBY y
CyZIOBOMY TOPSIKY.

7.Pimenns mpo BigMoBy y Bumadi Ceprudikara abo BucHOBKY
oopmIIseTbCS HaKa3oM JlepIniKcykOn Ta mpuiMaeThes y pasi:
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BUSBIICHHS HEJOCTOBIpHMX BiZoMocTel y 3asBi Ha Bumauy Ceprudikara
(3agBi Ha Bupgady BucHOBKY) ab0 JOKYMeHTax, IO AOJaBaHCI IO 3asBH Ha
Bunady Ceprudikata (3asBM Ha BHIadYy BHCHOBKY) BiJHOBiHO 0 ILOroO
Iopsizky; |

BHSBJICHHS B XOJi iHCIIEKTYBaHHS HaBMHCHOI HiIpOOKY, BUKPHUBIICHHS JaHUX,
dbanpcudikanii npoxykuii abo JaHuX;

BCTaHOBJICHHA KPHUTUYHOI'O/KPUTHYHUX HOPYLIEHHs/MopymeHs BuMor GMP
3a pe3yJIbTaTaMHM iHCIIEKTYBaHHS Ta X HEYCYHEHHS B XO/Ii iHCIIEKTyBaHHS;

AKIIO B XOJi iHCIIEKTYBaHHS BCTAHOBJIEHI YWCIEHHI (He MeHmEe 6 y
CYKYITHOCTI, 10 KOHKPETHHX Iperaparax abo mporecax) CyTTEBi MOPYIIEHHS, SKi
CBiA4aTh MpO Te, IO BUPOOHWK HEe KOHTPOJIOE HAlEKHWM YHHOM IIPOIIECH Ta
BHPOOHUYI omepartii;

SKIIO B XO/Ii iHCTIEKTYBaHHS TOBTOPHO BCTAHOBIIEHO, MO OiIBINICTE CYTTEBUX
Ta HECYTTEBHX IOpYIIeHb, $Ki OyiaMm BCTAHOBJCHI B XOHdi MONMEPeNHiX
iHCIIeKTyBaHb, He YCyHYTi, IO CBiIYATh IpPO Te, INO BUPOOGHHMK HE BKHBAE
HAJIe)KHUX 3aM00DLKHAX Ta KOPUTYBAIBHUX il 32 pe3yibTaTaMi IONEPeaHbOl
IHCIIEeKIIiT;

JKINO B XOAl IHCHEKTYBaHHSI IOBTOPHO BCTaHOBJIEHO, IMO KPHUTHYHI
HOpPYILIEeHHS, SKi OYJIH BUSBICHI B XOi IHOIEPEeIHIX iHCIIEKTYBaHb, HE YCYHYTI, 110
CBIIYHTh IIPO Te, INO BHPOOHWK HE BXHBAE HANCKHHX 3aMO0DKHHX Ta
KOPHTYBaIIbHUX JIil 32 pe3yJbTaTaMu IOIePEaHbOI iHCIIEKIIiT,

Y BHIAAKY HEBHKOHAaHHS 3asBHUKOM (TMPEICTABHHKOM  3asBHHKA)
3000B’s13aHb, BUKNaneHnX y myHKTi 3 po3minry VIII mporo Ilopsmky, cTOCOBHO
HaJlaHHs Ha 3aluT iHCIeKTopa Bciel HeoOximHoi iHdopMmarii, 3abesnedeHHS
MOXXIIMBOCTI IIPOBEACHHS OISy MPUMIiIleHb, 00JaqHaHHS, 30H KOHTPOIIO SKOCTI,
iHTEepB’IOBaHHS IIPEJCTaBHUKIB (LEPCOHATY) BHMPOOHWKA, O3HAMOMIECHHI 3
HEOoOXiTHOI0 TOKYMEHTAIII€I0 CHCTEMHE SIKOCTI TOIIO, 10 YHEMOKIHUBIIOE HAJATH
OIiHKY BHpPOOHMIITBA JiKapCHKUX 3aC00iB K TAKOro, IO BiJIOBiZae BEMOraM
GMP, npo 1m0 3a3Ha4a€eThCs y 3BiTi iHCTIEKTOPA,

HEHa/laHH] BUPOOHMKOM/3asBHUKOM IUIAHY KOPHTYBAJIbHHMX Ta 3alI00DLKHUX
Hili IMOAO0 YCYHEHHS BHUSBICHHX IIOPYIISHb 3a Pe3ylbTaTaMH iHCHEKTYBaHHS
BUPOOHMYUX IINBHUIE ab0 OKpeMHX JIKapChKHX 3aco0iB Ta JIOKYMEHTAIBHHX
HiITBEPIKEHB MO0 YCYHEHHS MOPYIIEHb Y BCTAHOBJIEH] CTPOKH;

HEYCYHEHHS 3ayBak€Hb 3a pe3ylbTaTaMH MPOBEICHUX EKCIEePTU3 y
BCTaHOBJIEH] CTPOKH.

9.3a HasBHOCTI y 3BiTI KpUTHYHMX Ta/ab0 4YHCIeHHHX (He MeHIme 6 ¥y
CYKYIIHOCTi, 1O KOHKPeTHHMX IIKapChbKuxX 3acobax abo TmpolecaM) CYTTEBHX
opymeHb BignoBigHOcTi BuMoraM GMP BupoOHMYMX AIMBHHUIE ab0 OKpeMHUX
JKapchKUX 3aco0iB BHPOOHHK BXKHBAE 3aXO/iB IIOAO iX YCYHEHHS, HAma€ Jo
JepKniKcny k0l IIaH KOPHTYBTGHMX Ta 3aOODKHHX i IIOA0 YCYHEHHS
BUSIBICHUX MOPYIICHb 3TiffHO 3 momatkoM 14 mo mporo ITopsmky y ctpok mo 30
pobounx mHIB BiX Natw oTpuMaHHs 3BiTy. IIpu 1{bOMY B IUIaHi KOPUTYBAIBHUX Ta
3aIO00DKHMX Jiff IMOJO YCYHEHHS BHSBICHUX NOPYINEHb MOBHHHI OyTH YiTKO
3a3Ha4YeHi 3aXO0Ad IMOAO0 HOBOJDKEHHS 3 IHKApPCHRKAMM 3aco0aMu, fKIIO Taki
BUPOOJLUTICH IiJ 4ac BESBICHHS UX OPYIICHb.
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JIOKyMEHTalbHI MiATBep/KEHHS YCYHEHHS IOPYIIEHb HALAIOThC JI0
Jepxnikciyx01 BiIOBIZHO IO CTPOKiB YCYHEHHs HOpYIIEHb, BCTAHOBICHHX
BHPOOHUKOM 3TIHO 3 IIJIAHOM KOPHUT'YBaJIbHUX Ta 3aM001KHUX il IMON0 YCYHEHHS
BUABIICHUX OPYIICHb.

10. ITicns  ycyHeHHS KpUTHYHHX Ta/abo wuwmcieHHWX (HE MeHImE 6 ¥y
CYKYIIHOCTi, 10 KOHKPETHHX JIKapChKuX 3acobax abo mpolecaM) CyTTEBHX
HOpPYyIIEHb BiInoBigHOCTI BuMoraMm GMP yMoB BUpPOOHHIITBA JHKAPCHKUX 3aCO0IB
abo OKpeMHX JIKapchKMX 3aco0iB Ta HamamHd 10  Jlepkiikciayxon
JOKyMEHTAJlbHAX  MiATBEP/KEHb PO  yYCYHEHHS  3asBHUK/TIPEICTABHHK
3asdBHUKA/BUPOOHHK MOXe HajgaTd 10 JIepKIKCIy:OM IHCHMOBE 3BEPHEHHS
1010 IPOBEICHHS 1HCIIEKTYBaHHS 3 METOIO TIEPEBiPKH.

VY pa3i migTBepmKEHHS 3a pe3yabTaTaMH I1HCHEKTYBAaHHS VCYHEHHS IMX
HOpYIIeHb Ta y pa3i BiICYTHOCTI mificTaB Inoxo BinMoBu y Buaadi CepTudikata
abo BuCHOBKY BiAmoOBimHO 10 WyHKTY 7 posginy V uporo Ilopsaky
Hepxinikcryx6a mpuiimae pimeHHs mpo Buaady Ceprudikara 3rifiHO 3 JOIATKOM 3
no neoro Ilopsanky a6o BuCHOBKY 3rifHO 3 gomatkom 4 1o 11010 [Topanky.

VY pasi migTBEepIKEHHS 32 pe3yNbTaTaMM LbOTO iHCIEKTYBAHHS HEYCYHEHHS
HOpyIIeHb Ta/abo0 3a HAsABHOCTI MiJCTaB MO0 BiaMoBH y Buaadi Ceprudikara abo
BucHOBKY BimmoBigHO 10 mMyHKTY 7 po3airy V nbsoro Ilopsky Jepixmikcay:x6a
puiiMae pilieHHs Ipo BiqMoBY y Bunadi 3assauky Ceprudikara abo BucHosky.

IncriekTyBaHHA 3 MeETOI0 II€peBipKM YCYHEHHS TIOPYIIEHb MOJXE
3[iMCHIOBATUCA JEKiJIbKa pasiB, aje y CTPOK He Oilblle OMHOIO KAaICHIAPHOIO
POKy Bix natu nogauus g0 Jepxiikciyx6u 3aspu xa Bumady Ceprudikara (3assu
Ha BHJady BHCHOBKYy) Ta npu CBO€YacHOMY HamaHHI A0 JlepKmikciyxou
BIATIOBIIHUX IUIaHIB KOPHTYBAIGHAX Ta 3aOODKHHX il WIOM0 YCYHEHHS
BUABIICHUX IIOPYIIEHh Ta [HOKYMEHTAIbHUX MiATBEPDKEHb MPO YCYHEHHS
HOPYIIEHb.

11. 3a HasBHOCTI y 3BiTi CyTTEBUX (MeHIIEe 6 y CyKYIMHOCTI, II0 KOHKPETHUX
JiKapchKuX 3acobax abo mpomecaMm) Ta HECYTTEBHUX TMopyiieHb Bumor GMP
BUPOOHHMK IIOBMHEH BXHUTH 3aXOJiB IIOJO IPHUBEACHHS BHPOOHMIITBA Y
BinoBigHicTh 10 BuMor GMP, Hamati Ha ekcmepTusy Ao JlepTiKCiy Ou Iian
KOPHTYBaJIbHUX Ta 3alO0DLKHUX JIifl MO0 YCYHEHHS BUABJICHUX TIOPYINEHb 3TiTHO
3 pomatkoM 14 mo mporo Ilopsanky y crpok go 90 poboumx mHIB Bim mard
orpuMaHHs 3BiTY. ExcniepTusa HagaHUX HOKYMEHTIB 3IiHCHIOETHCS MPOTIroM 15
poboumx mHIB, pe3yJNbTATH SKOI TOBIIOMIISIOTECS 3asBHHKY/TPEICTABHHKY
3asBHIKA/BUPOOHUKY.

Crpoxu yCyHeHHS MOpPYIIEHh BCTAaHOBIIOIOTHCS BHPOOHHUKOM, BPaxOBYIOUH
pexoMeHpanii iHCHeKTOpiB 3TigHO 31 3BiTOM Ta pe3yibTaTaMH IPOBEIEHOL
eKCIIEPTU3H Ta IUTAHOM KOPUTYBaJbHUX 1 3alOODKHHUX Jifi IOJ0 YCYHEHHS
BUSIBIICHUX ITOPYLICHb, 3a3HAYAIOTHCS B IUIaHI KOPUTYBAIBHUX 1 3alO0KHAX i
Ta He MOXYTh IIEPEBHNILYBATH OJUH PiK BiJl IaTh MPOBEACHHS 1HCIIEKTYBaHH.

JIOKyMeHTalbHI MiOTBEP/DKEHHS YCYHEHHs IIOpYIIeHb HaJaloTbCs [0
Jepxiikcayx01 BiTIOBIIHO JO CTPOKIB YCYHEHHS MOpPYIIEHBL, BCTAHOBICHUX B
IUIaH1 KOPUTYBAJIBHUX Ta 3a00DKHAX Aid MO0 YCYHEHHS BUSBICHAX IOPYIIECHb.
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Y pasi HeHagaHHA BHUPOOHWKOM/3asBHMKOM IUIaHY KOPHUIYBAIbHHX Ta
3a00KHAX i IOZ0 yCYHEHHS BHABIICHHX MOPYHIEHb Y BCTAQHOBJIEHI CTPOKH
Ta/abo BiICYTHICTP HOTO MO3UTHBHOI eKClepTH3d 3 GOKy JIepKIiKCIyKOm,
Hepxmikcmyxba npuiiMae pimieHHS npo 3YIUHEHHS it
Ceptudikary/CeptudikariB a00 BHCHOBKY BiAmoBimHO X0 MyHKTY 7 posminy V
nporo Ilopsmky. Ilmam KopuryBalbHMX Ta 3amOODKHUX [dif O[O0 YCYHEHHS
BHSBJICHUX ITOPYIIEHb MOXE MOJABaTUCS ACKibKa pasiB, ONHAK y CTPOK, IO He
nepesunrye 90 poGounx AHIB Biff JaT OTpEMaHHS 3BiTy.

V pasi HeHanaHHA BUPOOHUKOM/3asBHUKOM JHOKYMEHTAIBHMX IIiITBEPIKEHE
IION0 YCYHEHHS HOpYLIEHb y BCTaHOBIEHI CTpokH Jlepkiikcmyxba mpuiimae
pinmeHHs 1po 3ynuHeHHs Ail Ceprudikara a6o BrcHOBKY BiAmoBigHO 10 MyHKTY 4
po3niny VI nsoro Iopsaaky.

12.'V pasi BuHUKHeHHS HeoOXimHOCTI y 3asBHUKA (IPEACTaBHUKA 3asBHUKA)
BHECEHHs 3MiH Ta/abo nepeodopmieHHs BucHoBky um Ceprudikara Ta/a6o
Ilepenixy nikapchkux 3aco0iB, sKuil nomaetbes 10 BucHoBky um Ceprudikara (3
METOIO0 peecTpalil JiKapchbKuX 3acob6iB abo BHECeHHS 3MiH 10 peecTpariiHoi
JNOKYMEHTallii, y TOMYy 4YHCIi 3MIHH Ha3BH JKapChKOro 3acol0y, NO3yBaHH,
Ha¥iMEHYBaHHA BHPOOHHKa TOIO, 3 METOI0 BUIIPABJICHHS TEXHIYHHMX ITOMMIIOK),
3asBHUK (TIPeACTaBHHK 3asBHUKA) mmoxae a0 JlepikIikciyxk6u NHCEMOBE
3BEPHEHHS 1110710 HeOOX1THOCTI BHECSHHS 3MiH 9H HepeodopmieHHs BrCHOBKY um
Ceprudikara.

3 DOHCBEMOBUM 3BEpHEHHSAM J0 JIepKIIKCIy:KOM HAmaloThCs: 3arajibHUi
OHOBJIICHHI MepeliKk HOMEHKJIATYpH NPOAYKIi y MamepoBOMYy BHUIJIALI Ta Ha
CIIEKTPOHHOMY Hocii iH(opmamii, 3acBigdeHuit 3asBHHKOM (UPEICTABHUKOM
3asBHMKA), KOHifA cepThdikara JiKapcbKoro 3aco0y It MiXHapOIHOI TOPTiBIi
(certificate of a pharmaceutical product), BUIAQHOr0O KOMIIETEHTHMM OPraHOM
KpaiHM BHpOOHHKa JiKapcbKoro 3aco0y ab0 BIaCHHKA peecTpailiiiHoOro
TIOCBiT9eHHS (3asBHUKA), 200 iHIINM PETYISTOPHUM OpraHoM Kpainu — uieha €C,
Benukoi bpuTanii a6o kpainu, sika Mae yrogy mpo B3aeMHe BuszHaHHs 3 €C a6o 3
YkpaiHOIO, Ha PHHKY SKOi PO3MIIICHO JIiKapChKHi 3aci0, i3 3a3HAYEHHSIM HAa3BH
JOKyMEHTa Ta HalilMCHYyBaHHS KOMIIETEHTHOTO OpraHy, IO HOro BHAAaB, AATH
BUJa4l ()11 HE3apeeCTPOBAHMX JIKApCHKUX 3acO0iB, SKi 3HAXOMATHCA B IIPOIEC
peecTpalii/BHeCeHH] 3MiH B YKpaiHi), Ha3Bu Ta aApec BUPOOHUUMX JiIbHULE (171
HE3apPEECTPOBAHNX JIIKAPCHKUX 3aC00iB, AKi IIIAHYIOTHCS A0 peecTpalii B Ykpaini);
3acBi{YeHi 3afBHUKOM (IPe/ICTABHHKOM 3asBHHKA) KOMii peecTpamiiiHmx
nocBimdens (marketing authorization), BUAaHWX KOMIIETEHTHHM OPraHOM KpaiHu
€C, ynoBHOBaXxXeHU} opraH sfKoi BUAaB oQiliifHu#M JOKYMEHT IOA0 BiAMOBIAHOCTI
YMOB BHPOOHHIITBA JKapchkmx 3acobiB Bumoram GMP, a6Go Bupanux
KOMIIETEHTHHMHE OpraHams iHImmX Kpain — wieniB €C, Benukoi Bputanii a6o
KpaiH, SKi MaloTh yTroXy IIpo B3aeMHe Bu3HaHHA 3 €C aGo 3 Vkpainoo (mogaerses
JUId JIKapCchKUX 3aco0iB, BUPOOHMIITBO X04a 6 oxHiel cTamii sSKUX 3miMCHIOETHCA
He B KpaiHi — uneHi €C, Bemukoi Bputanii abo B kpaiHi, sKa He Ma€ yroau Ipo
B3aeMHe Bu3HamHA 3 €C abo 3 YKpaiHOIO, BKIIIOYAIOYM KOHTPAKTHI BHpPOOHMYI
JiTBHMIN); KOMii iHIMMX TOKYMEHTIB, 10 HiATBEPMIKYIOTh JOCTOBIPHICTE 3MiH, sKi
noTpeOyIOTh BHECEHHS.
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V pasi BHeCEHHS IOAATKOBOI BHPOOHWYOI MiNBHUIN, BUPOOHHYOI omepanii
IOBYHHI OyTH HaJaHi BiINOBiMHI JOKyMEHTH 3TifHO HMyHKTY 2 posamimzy II mporo
Iopsnky. ’

Ilpm 3MiHax, DNOB’SM3aHMX i3 3a3HAYCHHSAM HOMEPIB peecTpamiiHuX
IOCBiI4eHh Ha JKapchKi 3aco0W, Ha 3araJbHOMY OHOBIICHOMY IEpEIliKy
HOMEHKIIaTypH IIPOAYKIii JOCTaTHBO MiAMHCY Ta TeYaTKu (32 HaAIBHOCTI)
3asBHUKA (TIpeACTaBHIKA 3aSBHUKA).

IIpy mpoBeneHHI ekcmepTH3W y pasi posmmpeHHS Ilepeliky JHiKapChKUX
3aco0iB, skmii nomaerscst mo Ceprudikara abo BuCHOBKY, GepyTbesa I0 yBarm
pe3ynbTaTé iHCIEKTYBaHHS BUPOOHMYOI MiNBHUIN, Ha SKili BHpOOIMIOTHECH a6o
IJIAHYIOTBCS IO BUPOOHUIITBA JIIKAPChKi 3ac00M, IMO MOJAIOTHCS Ha POIMHUPEHHS,
HagaHHsa 10 JepxiikcoyxOm TiaHy KOPHI'YBAIBHHX Ta 3allOODKHHX A om0
YCYHEHHs BHABICHUX [OpYHNIeHb Ta WOro BHKOHaHHA 3 OOKy BHpOOHHKA,
noBiloMJeHHS JIepXIikciy0y Npo 3MiHE y BHPOOHMIITBI, KOHTPOII SKOCTI
NKapChKUX 3ac00iB, HAJaHH TOIIO.

Js nikapchKkux 3aco0iB, Mo NpodNUIM Hpouedypy mpeksamigikamii BOO3,
IHCTIEKTYBaHHS y pasi posmupenas Ilepemiky mikapchkux 3aco0iB  He
30iICHIOETBCS, OKpiM WiATBEpIDKEHHS BiAMOBIMHOCTI yMOB BHpPOOHHIITBA
JiKapchkux 3aco0iB BuMoraM GMP mis pesumeHTIB Ta Hepe3WAEHTIB 3 METOH
orpumanHs Ceptrudikata abo BucHOBKY A yCTaHOB 3 OTpUMAaHHS IIa3Mu Ta/abo
MicIb 30epiranHs IIa3MH, BKIIIOYHO, SKIIO YCTAHOBH 3 OTPHMAHHS ILIa3MH Ta/a6o
Micns 30epiragHs IUIa3MH € TPOMIKHUMH BHPOOHHYMMH IiIBHUIAMH a6o
KOHTaKTHHMH.

VY pasi BicyTHOCTI TixcTaB ais BiAMOBH y mepeodopMieHHI abo BHECEHHI
3miH 10 Ceprudikara, Bucrosky abo Ilepeniky iikapchkux 3aco0iB, B TOMY YHCITI
BpaxOBYIOYM OYHKT 7 HOBOTO po3Aily Ta IMyHKT 3 posmimy VI meoro Ilopsaky,
Hepxiikcnyx6a mporsrom 15 po0Gounx IHIB 3 JHS OTPUMAHHS BiJIOBITHHMX
JOKyMEHTIB Ta IX CHeIiali30BaHO! eKCIIEPTH3W y pa3i MO3UTUBHOTO BHUCHOBKY
opopmmoe TpoekT oHOBIeHoro Ilepemiky mikapchkmx 3acobiB, y pasi
nepeodopmirenas Ceprudikara abo BUCHOBKY — 0hOpPMITIOE TIPOEKT OHOBJIEHOTO
Ceptudikara abo BucHoBky 3 BimmoBigauMm IlepernikoMm IikapChbkux 3aco0is.
IIpOEKTH HAJCHIAIOTECA EINEeKTPOHHOI IIOMTOI0 a6o (akcoM 3asBHHKY
(mpencrtaBHMKy 3asBHHMKA) 3 METOIO0 iX MOTOMKEHHSA. 3asdBHUK (IPEICTaBHHUK
3asBHUKA) 3acBifUye TWIiONHCOM MPOEKTH JOKYMEHTIB Ta Hamae ix Mo
Hepxikcmyx6u. Ilepeodopmiennii Ceprubdikar a6o0 BHCHOBOK BHIA€THCA
3asgBHUKY (TIpEICTABHUKY 3asBHUKA).

BigmoBigHi 3BepHEHHS, KOMIUIEKTH IOKYMEHTIB, JHCTH 3asdBHUKIB Ta/abo
IIPEeICTaBHUKIB 3asBHUKIB MOXYTh IOJABATHCS B EIEKTPOHHOMY BHIUIAII 3a
HasfBHOCTI 3allpOBa/DKEHOr0 €JIEeKTPOHHOTo mopTaiy JlepKIiKciy:xOu uis
MOAAHHS TaKUX JOKYMEHTIB.

13.V pazi oromomeHHs YKpalHOIO Y iHINOIO KPaiHOIO — BHPOOHHKOM
HaJ3BHYalfHOTO CTaHy, HaJ3BUYaliHOI CHTyalii, BOEHHOrO CTaHy, y pasi
CTHXIMHOrO0 JrXa, y BUNaaKy odinifinoro puzaanHa BOO3 xBopobu manaeMiero ta
H3J3BUYANHOI0O CHUTyalll€l0 B Tajly3i CBiTOBOI OXOpOHM 3J0pOB'A, IO
YHEMOXIIUBIIIOE TIPOBEJCHHSA 1HCIEKTYBaHHA, B TOMY WYHCJIi BpaXOBYIOUH
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CaHITapHO-CMiEMIONOTiYHy CHTYallifo, Yy 3B’S3KYy i3 IiJBHIIEHOI (i3HYHOMO
HeOe3MeKo Ui iHCIeKTopa (B TOMY 9HCHI 3arpo3d Ui KMTTA Ta 3I0pPOB’S
iHCIeKTOpa 4 3 iHMMX NpuauH) 3asBa Ha Bugady CeprudikaTa (s BAPOOHUKIB
pesuneHTIB ab0 g BHPOOHHWKIB  HEPE3UAEHTIB) MOXKE PO3TISHATHC
Jepxitikemy k0010 3a IPOIeIypOr0 TUCTAHITIAHOT OI[iHKH.

ITlin d9ac mpoBemeHHS CHeNmialli3oBaHOl €KCIEPTHU3W 3adBH HaA BHAAYY
Ceprudikata Ta KOMIUIEKTY JOKYMEHTIB JIepiIIiKCIy 0010 HaICHIAETHCH JIUCT
3adBHUKY (IpeACTaBHUKY 3assBHHUKA) IIOA0 MOXIIHUBOCTI 3iiCHEHHS TUCTAHIIMHOI
OLIHKK (AWCTAaHWIMHOI MepeBipKH, IHCHEKTYBaHHSA) 3 METOIO MOMANBINOI BHAAYi
Ceprudikata Ha OCHOBi JOKYMEHTOBAHOTO ONUTYBaHHS BUPOOHMKA, AKe Mae OyTh
JIOCTaTHBEO TJMOOKMM JJjIf OIIIHKM BimmoBimHocti BuMoram GMP BigmosimnHoi
BHPOOHMYOI AiNBHWI, Ta HEOOXimgHOCTI HamaHHA A0 JIepKIiKCIyOH Takux
JIOKYMEHTIB, SIK:

(ororpadiune mpencTaBIeHHS BUPOOHHYO! NiMBHMIN Ta 3aco0iB (330BHI/B
IpUMIiIEHHi) (30BHIIIHI 3arajibHi aepO3HIMKH, NETaIbHI 3HIMKH MPUMIMEHD IIij
9ac oIeparii, sSki B HIX IpOBOIATHCA (BinOip npob, 3BaKyBaHHS, TOIIO));

MacTep-IIaH  KBanigikamii (mpuMimenHs Ta oOjamHaHHA) —(Tepeiik
IPHUMIINEeHb, 00JIaHAHHS Ta CEPEIOBHUIIN, SAKi BHKOPHUCTOBYIOTHCS Y BHPOOHHUIITHI,
13 3a3Ha4YeHHAM IXHBOTO CTATYCy KBamidikarrii);

BaifaliiHui MacTep-IUIaH (TEXHOJIOTIYHI IPOoIecH, MPOUEAYPH OUHMINEHHS,
KOHTPOJIb SIKOCTi) (Tepellik mpomeciB, fAKi TPOBOIATHCA Ui BHPOOHMIITBA/
KOHTPOJIO IIPOIYKTY, i3 3a3HAUEHHSIM IXHBOTO BAIAIlifHOTO CTAaTyCy);

3BIT IOBHOT'O BHYTPIIIHBOTO ayANTY / 30BHIITHBOTO AyJUTY CTOCOBHO ITEBHHUX
NIKApChKUX 3ac00iB (3BIT MOBMHEH MICTHTH OJIOK-CXeMy IOAO HpPOLYKTY M
IIOBUHEH OyTH CKJIaJleHuii He OiibIe OJHOTO POKY TOMY);

JOChe cepiil BiAmoBigHOT mpoayKiii (OCTaHHE 3aIlOBHEHE JOCKE Cepii pasoM i3
TEXHOJIOT TYHUM PErJIaMEeHTOM, Y TOMY YHCITi aHATITAYHA YaCTHHA);

YIPaBIiHHS peKiaMalisMu (aKTyali30BaHWN IIepeliik peKiamaliii Ha BCIO
IIPOAYKIIFO, II0 BUPOOJILETHCS Ha ITHHHMIIL);

KiNBKiCTh BiZOpaKoBaHMX cepiii s BCi€l MpOmyKIil;

KUTBKIiCTE BiIOpaKoBaHUX Cepiil IEBHOT MPOIYKILIT;

CTOCOBHO BIJIIOBITHOTO IPOAYKTY Ta/abo Jikapchkoi ¢opMmu: mpolemypa
pO3CIHiyBaHb pe3ynbTaTiB, fAKi BHMILIA 3a MeEXi croemudikarlii, Iporpama
NOJANBIIOrO BHUIIPOOYBaHHS CTabiNBbHOCTI, BCi pe3yibTaTH, SKi BUUILIA 3a Mexi
cuenudikanii Ta ix po3ciigyBaHHs, yCi 3BITH PO BiIXWIICHHS BiJl TEXHOJIOTIYHOIO
mpolecy, B TOMy YHCIi JAOKYMEHTH Ha cepii, SKi NMpOWIIIN TepepoOKy Ta/abo
pereHepoBaHi, BCi 3BITH IPO BiIXWIICHHS SKOCTI;

OTJIAJ] SIKOCTi TIEBHOT'O IPOAYKTY;

KOHTPaKT MK BUPOOHWYIOO AUTHHHUIIEIO Ta 3aIBHUKOM (324 HasBHOCTI).

Yac, norpiOHu#i 3asBHHMKY (IpEACTAaBHWKY 3asdBHHMKA) HA HaIaHHS
JOKyMEHTIiB 10 JlepxiikciyOn, CTaHOBUTH 0 TPUALSATH KaJICHIAPHUX IHIB Bi
HalpaBlIeHHd moBigoMieHHs Big Jlepximikcmyx6m  1momo  NOpoOBeIEHHS
IUCTaHIIAHOI OLIHKM, Ta He BKIIOYAETbCA O CTPOKIB  IIPOBEIECHHS
CIelliaNi3oBaHOi eKCHEepPTH3W, IMCTAHIIAHOI OIiHKH, OGOPMIIEHHS Ta BHIadYi
Ceptudikara. 31 CyIpOBITHHM JHCTOM OKYMEHTH MOXYThb OyTH HampaBieHi
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BUPOOHUKOM/3asiBHUKOM (ITIPeICTaBHUKOM 3asBHUKA) Ha ajpecy JepKIKCIIyKOou
IOINTOBHAM BiJIpaBIeHHSM a00 B CKAHOBAaHOMY BHIUIAAI Ha €IEKTPOHHOMY HOCIT
irdopmarii.

ITicns orpumannas JlepKITiKCITy:)k000 HOKYMEHTIB IHCTaHI[iffHA OIiHKa
IIPOBOAUTHLCA He Oinbine, HiX 15 pobounx AHIB 3 JaTH HAAXOHKEHHS JOKyMEHTIB
1o Hepxmikcmyx6u. Jlis nikapchkux 3aco0iB, sKi:

BKJIIOUEH! JO0 IIPOTOKOJIB JIiKyBaHHA YKpaiHd y BHOaAKy odinifHoro
Bu3HaHsa BOO3 xBopoOu maHaeMiclo Ta HAO3BHYAWHOIO CHUTYyali€l0 B Tairysi
CBITOBOi OXOPOHH 3I0POB'S;

3apeecTpOBaHi 3a HEHTPaNIi30BaHOIO mporeayporo EMA;

npodnu mponexypy mnpekpamidikarnii BOO3 Tta BKimodYeHi A0 NepemiKy
BOO3 npexBarihikoBaHHX JiKapCHKUX 3aC00iB;

OpHU3HadeHl AN Npo(UIaKTUKH, JIarHOCTHKHM Ta JIKyBaHHS TYyOepKYIbO3y,
BIJI/CHIJI, BipycHHX TeHaTWTiB, OHKOJOTIYHMX Ta PpigKiCHUX (opdaHHUX)
3aXBOPIOBAHb;

peeECTpyIOThCS B YKpaiHi 3a CIIPOIIECHOIO IMPOIEAYPOIO peecTpalii 3rifHo i3
3JakonoM Ykpainu «IIpo nmikapceki 3aco0m» —

JUCTaHIiliHa OmiHKa MPOBOAWTLCS He Oumbine, Hixk 10 pobounx aHiB 3 HaTh
HaJXOKEHHS JOKYMEHTIB JI0 JlepKITikCiTy ) 0m. A

ITix yac npoBeeHHS TUCTAHIIHHOT OI[iIHKM MOXYTh OYTH 3aCTOCOBaHi 3aC00H
BiJIe03B 3Ky 3 BHPOOHMKOM JIKapCHKMX 3aCO0iB i3 METOIO OLIHKHA BHPOOHUYOL
ninpHUI/naboparopii/ckinanis (y TOMY YHCIi 3a KOHTPakTOM), BHPOOHHUOL
JOKyMeHTallii Ta JOKyMeHTalii CUCTEeMH SKOCTI Ha BiAMOBigHiCTh BuMoram GMP,
Ipo IO [OBHHHO Oyt  oQimiliHO  HOBiTOMIIEHO  (€JeKTPOHHOIO
IOINTOXO/TeneOHHUM 3B’s3Kk0M) 3asBHHMKa (IIpeACTaBHUKA 3asBHUKA), SKHH
IIOBHHEH CIIPUSATH HOro opraHizarii.

V pa3i mo3uTHBHOI'O BUCHOBKY 3a pe3yJIbTaTaMH CIIeLialli30BaHOl €KCIIEPTH3N
Ta AUCTaHIiiHOI ominku Jlepxiikciyx6oi0 mpuiAMaeTbes pilIeHHs IMOAO0 BHIAAYi
Ceptudikara, sxkuif oGOPMIIOETHCS BIANOBIAHO MO IYHKTY 12 IBOTO PO3IiTY
Iopsanxy 3a popmoro 3rigno 3 noaatkoMm 3 (Popma 2) no usoro Iopsaxy.

Crpox nii Ceprudikara CTaHOBHTH JBA pPOKH Big JaTd TPOBENCHHS
JIUCTAHIIAHOL OI[IHKH.

JucTannifina oninka MOXKe 3aMiHUTH IHCOEKTYyBaHHS JIAINE OOWH Pas.

Pimenns npo BinMoBy y Bumadi CepTrdikarta 3a Npoueayporo AUCTAHIIHHOT
OIIIHKH MOXe OyTH IpUHHATO y pa3i HeHaJaHHS IPOTATOM TPUALATH KaleHIapHUX
JHIB JTOKYMEHTIiB IS OIlHKEM BigmosigHocti BmMoram GMP Bigmosimnoi
BUpOOHNYIOI AiNMHHUIN, BCTAHOBICHHS (AKTIB MiJ Yac MPOBEIEHHS AUCTAHIIHHOL
OIIHKH, SKi CBiqYaTh PO HEBiAMOBIAHICTP BHPOOHMIITBA JIIKAPCHKUX 3aCO0iB
Bumoram GMP, momaHHS HEZOCTOBIPHWX BiOMOCTeld, BiAMOBH y opramizamii
BiJI€03B’sA3KY i3 00Ky BUpOOHUKA.

ITicns BperymoBaHHS MUTaHb HaJ3BUYAHHOTO CTaHy, HaJ3BUYalHOI CUTYaIlil,
BOEHHOI'O CTaHy, CTHUXIMHOTO JMXa, HaJ3BUYANHOI cHTyamii B Taly3i CBITOBOI
OXOpOHH 3JI0POB'S Ta NaHAEMii, BIZICYTHOCTI HiABHINEHO1 (i3nvHOT HeOe3meKn s
iHCcTekTopa (3 TMPUYMH 3arpo3u JJIS JKATTS Ta 3M0POB’S YA 3 iHIMMX HPUYNH)
Hepxiikcayx60r0 Moxe OyTH NPU3HAYEHO IIO3aIlIAHOBE IHCIEKTYBaHHS 32
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MiCIIEM HpOBa[KEHHS HisNIBHOCTI 3 METOI0 MiATBEPIKEHHS BIAMOBIZHOCTI yMOB
BUPOOHMIITBA BUMOT'aM HAIEXXHOI BHPOOHUIOT MPAKTHKH.

HucTaHniiiia orinka He MOXXe OyTH IIpOBeAeHa:

y pasi, Ko BUpoOHWYA MiNEHUI PaHillle He MPOXOAWia IHCIEKTYBAHHS 3
Ooxy JlepxrikciryxOu, yImOBHOBXXEHOTO Oprany Kpainu — uirena €C, Bemukoi
bputanii abo kpaiHum, ska Mae yroay mpo Bi3aemMHe Bu3HaHHA 3 €C a6o 3
YkpaiHoro;

y pa3i HasgBHOCTI KpUTHYHHX MOPYIIEHb Ta/ab0 YHCIEHHHX (HE MeHIme 6 B
CYKyIIHOCTi, II0 KOHKPETHHX JiKapChbKmxX 3acobax abo mporecax) CyTTEBHX
HopylIeHb BiqnoBigHOCTI BuMoraM GMP BupoOGHMYMX AiMbHUIE ab0 OKpeMHX
JIKapCBKUX 3ac00iB, BHUSBIEHUX 3 00Ky Jlepkiikcoyx6u mix 9ac OCTaHHbLOTO
iHCHeKTyBaHHS Ii€l BHUPOOHWYOI [iNBHWIII Ha BIAMOBIAHICTE BHPOOHMIITBA
BuMoraM GMP abo mnitensiiiauM ymMoBam;

y pasi BIICYTHOCTi NOKyMEHTAIbHHX IiATBEPIKEHb YCYHEHHS CYITEBHX Ta
HECYTTE€BUX MOPYIIEHb, BCTaHOBICHUX JIEpITIKCITy)k00I0 IiJ 9Yac OCTAHHBOTO
1HCIEKTyBaHHS Ha BiANOBIAHICTH BupoOHHITBA BUMoraM GMP abo mirensifnmm
yMOBaM;

y pa3i, gkmo Jepxikcayx0a Mae MmICTaBH BBaXXATH, IMO € (akTH, SKi
MOJKYTh BIIMHYTH Ha SIKICThb JIIKAPCBKUX 3ac00iB, SIKi HOJAIOTHCS HA MPOLELYPY
OiATBEpDKEHHS  BIANOBIZHOCTI yMOB BHPOOHHWIITBA BHMOTaM  HAaJIEKHOL
BAPOOHMYOI TpaKTUKH (BHPOOHHWITBO pO3TAaIllOBaHe B KpaiHi, mo odimiiiHo
BH3HAHA YKPaiHOIO K KpaiHa-arpecop TOIIO).

V1. KonTpoJsb 3a JOTPEMaHHAM BHMOT HAJIe;KHOT BUPOOHAYOT IPAKTHKHA
npoTarom cTpoky aii Ceprudikata ado BucHoBky

1. 3asBHUK € BigmoBizanbHUM 3a HoTpuMaHHS BuMor GMP y BHpoOHMITBI
JiKapchKUX 3aco0iB mpotsaroM crpoky il Ceprudikata abo BucHOBKY.

2. BupoOHUITBO NiKapChKAX 3ac00iB, AKe 3rigHo 3 nuM [lopsakoM oTpuMaio
HigTBEpDKEHHS BigmoBigHocTi BuMoramM GMP, miandrae mo3amiaHOBOMY
iHCIIeKTYBaHHIO Ha moTpuMaHHs BuMor GMP mpotiarom ctpoky zmii Ceptudixara
abo BucHOBKY 3a HasBHOCTI BiIOBITHUX IiJCTaB, 3a3HAYEHUX y IMYHKTi 3 I[LOTO
PO3ILITY.

3.IligcTaBamu ISl TO3AIIAHOBOTO 1HCIIEKTYBaHHS BuHpoOHHWITBA (200
OKpEMHX BUPOOHWYUX [iTHHUIb, KOHTPAKTHUX J1abopaTopiii Ta KOHTaKTHHUX
CKJIaJiB) (CIIPAMOBAHA iHCIEKIis) 3 METOI0 MEPEBIPKH AOTPUMAaHHSI BHPOOHHKOM
Bumor GMP moxyTh OyTH:

3BepHEHHS 3asBHUKA/PEICTAaBHAKA 3asBHIKA/BUPOOHUKA,

HasBHICTh JOKYMEHTAJIBHO IMiOTBEPIKEHHX (akTiB abo 03HaK BHPOOHHUIITBA
JTiKapChKUX 3ac00iB, AKi MOXYTh OyTH HeOe3NEeYHWMH Ji1 3HOPOB'S 1 JKHTTA
mofe# ab0 MOXYTh HPHU3BECTH IO TSDKKMX HACHIAKIB i1 3HOPOB'S Jroaei
BHACIiJIOK MOXJIMBHX HOPYINIEHb TEXHONOrili BUpoOHHMITBAa Ta/abo MeToniB
KOHTPOJIIO SIKOCTI;
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PO3IIMPEHHS HOMEHKJIATYpH JIKapChKHX 3ac00iB, IO BUPOOIAIOTHCS Ha
ceptu(ikoBaHOMY BHPOOHUITBI (y TOMYy WHCHI SKIIO - BHPOOHHUIITBO IIHX
JiKapchKUX 3ac00iB CTBOPIOE PU3UK KOHTaMiHaIlii abo mepexpecHol KOHTaMiHaIlii);

y pa3i BHECEHHS 3MiH [0 IepelliKy JiKapchbKmx 3aco0iB Imicis peecTpamii B
VkpaiHi (BHeCEHHS HOMEpIB peecTpaliifHUX MOCBiAYEeHb), 32 YMOBH, IO
IHCHIeKTyBaHHA HpoBomuiiocs Jlep:KITiKCiIy:k0010 1o peecTpamil IUX JNiKapChbKUX
3acobiB B YKpaiHi Ta/ab0 peecTpailiiiHi MaTepianu He OyJIM JOCTYIHI iHCIIEKTOpaM
(oxpiMm mepiomy BuszHanHT BOO3 xBopoOum maHOEMi€l0 Ta HaA3BHYAHHOIO
CHUTYaIli€l0 B Taly3i CBITOBOI OXOPOHH 3/I0POB's, IO YHEMOXXIIMBIIOE TTPOBEICHHS
iHCIIEKTYBaHHS 3a MiCHEeM IMPOBaPKEHHS IiANbHOCTI, B TOMY YHCIi BPaxXOBYIOUH
CaHiTapHO-EIIIeMiOJIOTIYHY CUTYAaIIl0);

HeHafaHHS A0 JlepXIiKCIy)kOM HOKyMEHTanbHUX HiATBEpIKEHL yCyHEHHS
[OpYINeHb BiAMOBIAHO JO CTPOKIB, BCTAHOBJICHUX BHPOOHUKOM 3TiIHO 3 ILJIAHOM
KOPHUTYBaIBbHUX Ta 3al001KHAX il IMOA0 YCYHEHHS BAABICHUX MOPYINEHb, Ta/a0b0
iX HEBUKOHAHHS B BCTAHOBJIEHI CTPOKH;

HasgBHICTh NPUINCIB NP0 IOBHY 3a0OpoHYy 00iry Ta/abo pimeHs OpraHiB
JIep>KaBHOTO HariLiay (KOHTPOJIIO) IIOJI0 BUIYYEHHS 3 OOIry JIKapChbKHX 3aco0iB
TPHOX Cepiil (AN CTEpPUIBHAX Ta ACENTHYHO BHTOTOBJIEHUX JTIKAPCHKHUX 3aC00iB —
omuiei cepii), sKi BUpOONSIMCH HA HaHiW OUIBHANG, gKIO AedeKT SKOCTi
JIKapChKOro 3aco0y MOXKIIMBO IOB’S3aHWI i3 TEXHOJIOTIEI0 BHPOOHHIITBA Ta/abo
MeTOAaMM Horo KOHTPOIIo, Ta/abo yMoBaMu 30epiraHHs Ta TPaHCIIOPTYBaHHS;

HasfBHICTh (akTiB BHUPOOHUITBA HesKiCHUX abo ¢anbcuikoBaHuX
JiKapChKHUX 3aco0iB (y TOMY YHCIIi Y pa3i migo3pH MMOoa0 MOXKIMBOTO BUPOOHUIITBA
(panbcuikoBaHOI MPOIYKIIil);

BCTaHOBJICHHA (aKTy BHPOOHHIITBA JIIKAPCHKHAX 3aC00iB, SKi MOXYThb OyTH
HIKiATMBAMH I 37J0POB’S Ta XKUTTS JIOJUHM, IIPY X BUPOOHUIITBI HA OHUX 1 THX
caMuX BUPOOHWYMX JiHIAX (HAMPHUKIAN, JiKapChKi 3aCO0H 3 BHKOPHCTAHHIM
cyOcTanuii Ta/abo TPOXYKIil “in-bulk”, SIK1 BBaYKAIOTHCS
BHACOKOCCHCHOITI3yI0UAMY, CHIIBHOAIIOUAMH ab0 BHCOKOTOKCHYHHMM; JIIKApPCBKi
3aco0M, SIKi MICTATHh XXWBI KIITHHYW, TOPMOHH, CyJb(haHiIaMigu, Oera-TaKTaMHi
aHTUOIOTHKH, TaKi AK NEHINWIiHH, NedalloCIOpuHU, MEHeMH, Kapbaredhemu,
MOHOOaKTaMu, iHIN BHCOKOCEHCHOLNI3YIOUl MarTepiald, MaTOT€HHI OpraHi3MH,
IIUTOTOKCHHU) abo  gKi  MaloTh  IeBHY  HebOesmeky  (HaIpuKianm,
pagiodapmaneBTHIHI );

BBEJICHHS B TEXHOJIOTIUHY CXeMy BHPOOHHUIITBA HOBOI TEXHOJOTIYHOI CTaIii,
TEeXHOJIOTiYHOI omepamii abo HOBOI OIWHWIII KPUTHYHOTO TEXHOJOTiYHOTO
o0JaiHaHHS, 3MiH METOZIB KOHTPOIIIO SKOCTI JIIKApPChKHUX 3aC00iB;

3MiH KOHTpaKkTHUX jiaboparopiii a00 KOHTAKTHUX CKJIATIB;

TE€XHIYHE IepeOoCHAINEHHS BUPOOHMIITBA 13 3aMiHOIO OIUHHUIL OCJIaIHAHHA,
CyTTEBa MOJIEpHi3aIis abo PeKOHCTPYKIlis BHPOOHUYOI JiNBHHIN, Y TOMY HYHCII
cucTeM 3abe3rieueHHs BUPOOHUIITBA TEXHONOTIIHAMY CEPEIOBUIIaAMH;

3MiHM TEXHOJIOTIYHUX IIapaMeTpiB KPUTHYHUX TEXHOJOTIUYHMX CTaXid, AKIIO
3asBHUKOM He HaJIJaHO MaTepiajliB BlIJAIliiHAX JOCIiIKEHb;

nepeHeceHHs BUPOOHUYO1 NITBHMIIL Ha 1HIII TIomIi abo B iHImi OB,
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HEBUKOHAHHS TapaHTiHHUX 3000B’513aHb MO0 MOBIIOMIIEHHS CTOCOBHO 3MiH
100 NEPEHECEHHs BUPOOHUYOI NiNbHUII Ha iHMi miomi abo B iHmi OymiBmi, y
TOMY YHMCI JIl OPOMDKHMX BHPOOHHYMX IiNBHULB, BKIIOYHO i3 KOHTPAKTHAMH
BAPOOHMYAMY JiNBHULAMHE, JabopaTtopisMu Ta CKIafaMe, IO 3afifHi y
BAPOGHUITBI  JTIKApChKOro  3acoby, KOHTpONi  sKOCTi, 36epirammi Ta
TPaHCIOPTYBaHHi TOIIO.

4.V pa3i BUABIEHHS HEBIINOBITHOCTI BHPOOHUIITBA IIKAPCHKHX 3aco0iB
srMoraMm GMP, HadBHICTE (axTiB BUPOOHHITBA HEAKiCHUX ab0 (hanbcupikoBaHuX
NIKapCchKUX 3ac00iB (y TOMY YHCIH y pasi mifo3pH o0 MOKIMBOIO BEPOGHHUIITBA
danscudikoBanoi npomykunii), HAsSBHICTh JOKYMEHTAIBHO IIITBEPIKEHNUX (DAKTiB
a0b0 03HaK BUPOOHMIITBA JTIKAPCHKUX 3aCO0IB, SKi MOXKYTh OyTH HEOE3MEUHUMH IS
37I0POB'A 1 XHUTTA Moned abo MOXYTh NPH3BECTH [0 THKKUX HACIHAKIB IS
37I0POB'st JIFOJiel BHACIIIOK MOXKIIMBUX MOPYIIEHb TEXHOJIOT1l BUPOOHMITBA Ta/a60
METOZiB KOHTPONIO SKOCTi, 30epiranHs Ta TPaHCIOPTYBaHHs, HEHAJAHHS
3agBHUKOM/IPEACTABHUKOM 3asABHUAKA/BHPOOHUKOM ILIaHY KOPUTYBAILHHX Ta
3al00KHAX Aiff MO0 YCyHEHHS BUSBIECHHX IOpPYIIEHh Ta JOKYMEHTAILHHX
HiATBEPKEHb IIOJ0 YCYHeHHs mopyineHs BuMor GMP y cTpoku, BE3HAYeHi y
posxim V meoro Iopsnky, Ta/a6o #oro HeBMKOHAHHS, HEBUKOHAHHS IapaHTIRHAX
3000B’32Hb, BCTAHOBIECHHS (DaKTy BEPOOHHIITBA JTiKAPCHKHX 3aC00iB, AKi MOXKYTH
OyTH HIKiIJMBUMHE UL 300POB’S Ta XUTTS JIIOMWHY, IIPH BAPOOHKIITBI HAa OJHAX i
THX CaMHUX BUPOOHWYHX NiHIfAX, T 3TifHO iHIIUX IICTaB MYHKTY 3 IBOTO PO3iLY
Hepxiikcayx6a mpuiiMae pileHHS [po 3ymUHEHHA il ab0 aHyJIFOBaHHA
Ceprrdikata abo BucHOBKy, Ipo mo mosimomise 3asBHHKY (IpeICTABHHKY
3asBHKKa) npoTaroM 10 poboynx AHIB micis NMPHUAHATTA BiANOBiTHOTO pilEHHS.
ITicna ycynenns nopymeHs sumMor GMP y Bcranosneni ctpoku Jlepaxmikcayx6a
npuiiMae pimeHHs mofo moHoBieHHs il Ceprudikara a6o Bucrosky (y pasi
3yIMHEHHS 1X 1ii).

5.1lpu 3pilicHeHHI I03aIUTAHOBOrO iHCHEKTYBAaHHS 3 MiICTaB, BH3HAYCHHX
posmimoM VI mporo Ilopsnky, 3 MeTOI0 WiATBEpIXKEHHS BiAMOBITHOCTI YMOB
BUPOOHHMITBA JKapChKUX 3aco6iB Bumoram GMP s  pesmpeHTiB Ta
HEPE3UAEHTIB, IHCIIEKTYBAaHHIO MJIAralOTh IHINE Ti NUTAHHS, HEoOXiJHICTbH
IEePEBIPKA  SKHX CTala [MiACTaBOIO Ui IIPOBEJEHHS MO3aIIAHOBOTO
iHCIEKTyBaHHA, 3 OOOB’SI3KOBHM 3a3HAYEHHAM NUX NHTAHL y JOKyMEHTAaX Ha
npoBeneHHs iHcmekTyBaHHA. He mimmsarae mepesipui mepionm, skuii yxe OyB
IPEMETOM IIiJi Yac MePeBipKy, KpiM BUITAKiB, BCTAHOBJIEHHX 38 PIlIECHHAM CYLY,
sKe Habpallo 3aKOHHOI CHIH, ab0 3 METOI0 NEPEeBIPKM YCYHEHHS MOPYIIEHb, IO
Oynu BHUABJICHI I 9ac OCTAaHHBOrO iHCIEKTYyBaHHS. Y pasi BigMoBH 3asBHEKA
(upencraBHmKka 3afBHMKA) Bil NPOBENCHHS IHCIEKTYBaHHA 33 DiMICHHIM
Hepxikciyx6u, mo ohopMIFOETbCS Haka3oM, 3ynuusieTses nis Ceprudikary a6o
Bucraogky.

6. IIpy 3pilicHEeHHI MO3aIUIaHOBOTO IHCIIEKTYBAHHS 3 IIifCTaB, BH3HAUEHUX
posautom VI mporo Ilopsaxy, 3 MeToro MiATBEpIKEHHS BiAOBIAHOCTI YMOB
BUPOOHUIITBA JTiKapChKUX 3ac06iB BuMoraM GMP [ist pe3suIeHTiB Ta Hepe3UIeHTIB
YCTaHOB 3 OTPMMAHHS ILIa3MH Ta/abo Michb 30epiraHHs IIa3sMu, iHCIIEKTOpaM
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noBuHHI 6yTH noctynHi Jlocke BUpOOHWYO! AiMBHUIN A YCTAHOB 3 OTPUMAHHS
I1a3sMu Ta/abo JJocke BHpOOHNYIOT NiMBHUI AJIA MiCIlb 30epiraHHs IIa3MH.

VII. IIpaBa Ta 000B’A3KH iHCIIEKTOPA NPU NPOBEACHHI NpomeypH
miaATBepAXKeHHs BigmoBigHocTi BEMoram GMP

1. IncnexTop npu 37ilicHeHHi iHCIIEKTYBaHHS BUPOOHHIITBA Ma€ MPaBo:

O3HAMOMIIFOBATHUCA 3 yciMa HEOOXiTHUMH MJIS NMPOBEICHHS iHCIEKTYBaHHS
JOKyMEHTAaMH, SIKi cTocyloThesi BUMor GMP i MaTepiaitiB peecTpamniitHOro J0Che,
Ta OJIEpXyBaTH Bii 3asBHHMKA, Ta/abo BUpoOHHWKa, Ta/abo X IpeICTABHUKA
HeoOXiIHI BIIOMOCTi 3 IMTaHk, 1[0 HAJIEXKATh A0 HOr0 KOMIIETECHIII;

Oe3MepelKoHO BiANOBIAHO 10 3akoHy VYkpainu «[Ipo ocHOBHI 3acamu
JEp:KaBHOrO Harysiny (KOHTPOIO) y chepi rocnogapchKoi JisIbHOCTD IIPOBOIMTH
Orjis] BUPOOHMYMX, CKIAACBKHUX, NONOMIKHUX TPUMILIEHb (30H), IPUMIIIEHB
(30H) KOHTpOMIO SAKOCTI Ta IHIIMX WUpPUMIMNEHs (30H) 3adBHHKA 3 METOIO IX
iHCHeXTyBaHHA Ui 3'ACyBaHHS IIMTaHb, 3a3HAYEHUX B IUIAHI Ta Iporpami
iHCIIEKTYBaHHS,;

BifnoOBiMHO Ko 3aKoHY YKpainu «IIpo OCHOBHI 3acaiy Jep:KaBHOIO HATIISIY
(xoHTpOMO) y ctepi rocmoaapcrKoi MisIbHOCTY (GIiKCYyBaTH TIPOLEC 3MifACHEHHS
iHCIIEKTYBaHHA UM KOXXHY OKpeMy Iii0 3aco0aMu ay/io- Ta BiJCOTEXHIKH, He
IIEPEIIKOKAIOYM 3IMCHEHHIO TaKOI'0 3aXOHy Ta He MOPYLIYIOYHM KOMEpI{iHHY
TAEMHHMIIO 3asABHUKA, PO 1[0 3asBHUK Ta/a00 BUPOOHHUK Mae OyTH MONepeIKeHIA
IIiJ1 9ac BCTYMHOI Hapau;

BUMAaraty NPHIWHEHH: Iilf, SKi IepemKomKaloTh 3IiHCHEHHIO IIPOLEaypH
HiJTBEP/DKSHHS BiQIOBIOHOCTI YMOB BHPOOHHIITBA JTiKAPCHKAX 3aC00iB BEMOTraM
GMP;

IPHU3HAYATH €KCIIEPTU3y, OAEP)KyBaTH IIOSCHEHHS, IOBIIKH, JIOKYMEHTH,
MaTepianM, BiIOMOCTI 3 NHTaHb, INO BWHWKAIOTH MJ Yac NPOLEAYPH
HigTBEpMKEHH BinmoBigHocTi BuMoram GMP;

BiJIOMPATH 3pa3Ky JIKapChKHUX 3ac00iB s J1a00paTOpHOI HEPEBIpKH IX IKOCTI
3rIIHO 3 YMHHUM 3aKOHOJABCTBOM YKpaiHW B pasi BCTAHOBIECHHS HOPYIIEHb
TEXHOJIOrii BUPOOGHHUITBA, BEMOT HIOJO SKOCTi, YMOB Ta/abo IpaBmi 36epiranas
JIKAapCHKUX 3aco0iB, IO MOXYTh TPHU3BECTH JO BHPOOHHIITBA HESAKICHHX
JIKapCBKUX 3aco0iB  Ta/abo omToBOi, pO3APiGHOI TOPriBIi  HESKiCHAMH
TKapCHKUMHU 3ac00aMu;

OTPHMYBaTH HAJIEKHMM YKWHOM 3aBipeHi Komii HeOOXiIHWX JTOKyMEHTIB
(BUTATIB 3 JOKYMEHTIB), IIOB’S3aHMX 3 IHCIIEKTYBAaHHAM BHpPOOHUITBA Ha
BiAmoBigHiCTE BuMoram GMP;

OJiepKyBaTH Bi 3asBHMKA IMCHEMOBI HOSCHEHHS 3 MUTAHb, 10 BHHUKAIOTH
IiJ] 9ac iHCIEeKTyYBaHHS.

2. JHCIIEKTOp TOBUHEH AOTPUMYBATHUCh BUMOT IIOO:

AOTpuMaHHs KoH(ineHUidHOCTI momo iHdopmarlii mpo 3asBHMKaA, Ta/abo
BUpOOHNKA, Ta/abo IX PeACTaBHWKA, Y TOMY YHCIIi OTPEMAHOI BiJf HHOTO HiX 9ac
{HCIIeKTYBaHHS;

HOpHHIFNIB KIacHbikamil BUSBIEHUX M Yac IHCIEKTYBaHHS IOPYIIEHb;
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3a0e3nedeHHs O00'€KTUBHOCTI, HOBHOTH Ta JOCTOBipHOCTI im(opMarii
pes3ynbTaTiB iHCIIEKTYBaHHS, B TOMY YHCIi iHpOpMaIii, 1o MicTUTECS ¥ 3BiTi T4 €
i/ICTaBOO I IpUHHATTA pimmeHHs npo Bugady Ceptrdikara a6o BHCHOBKY;

BiZICyTHOCTI KOH(QITIKTYy iHTepeciB mpu mpoBeJeHH] poOiT i3 MiATBEpIKEHHS
BiATIOBIAHOCTI YMOB BHPOOHMIITBA JiKapChbKHX 3aco0iB Bumoram GMP, y Tomy
9UCII IMiJT 9ac IHCIIEKTyBaHH; '

HEpO3TONIOIIEeHHs KOHOineHIiltHol iHQopmamii Ta imdopmanii, mo €
KOMEPILIHHOIO TaeMHHUIEI0 3asBHUKa Ta/a0o BHPOOHMKA, IO CTAE JOCTYIIHONO
iHcnekTopy y mpomeci MiATBepIKEHHS BiANOBIAHOCTI YMOB BHPOOHHIITBA
JiKapchKUX 3aco0iB Bumoram GMP;

BHKOHAHHS 3aKOHOJAABCTBAa VYKpaiHHW, y TOMY YHCII IOJOXEHL I[LOIO
Ilopsaxy, Ta pexomenganiii PIC/S.

3. IncniekTop 3000B's3aHMii:

JOTPUMYBATHCA IiNOBOI €THKH y B3a€EMOBITHOCHHAX i3 3asBHHMKOM, Ta/abo
BHPOOHUKOM, Ta/a00 1X MpeACTaBHUKOM;

HEe BTPYYaTHCS i HE MEPelIKODKATH 3MIMCHEHHIO TOCHOAApChKOl MisSnEHOCTI
Hif 4ac 34ifICHeHHs MPOLeAyPY HiATBEPIKEHHS BiOBIAHOCTI yMOB BHPOGHHIITBA
TikapchKux 3aco0iB BuMoram GMP, gKino 1e He BUMaraerscsi oOCTaBMHAMH, SKi
OesmocepelHEO CBiMYaTh MPO BUPOOHWITBO JIIKAPCHKHX 3aC00IB 3 KPHUTHYHAMHE
HOPYINeHHSIMHU;

HazaTH 3BIT B JlepiimikciyxOy B CTpokH, nepenbadeni posminom III mporo
Ilopsanky.

VIIL. IIpaBa Ta 06oB'sa3kH 3assBHAKA Ta/a00 BUPOOGHHKA NIPH HPOBEICHHI
nponeNypH HiATBEepAKeHHA BiAOBIAHOCTI yMOB BHPOOHHIITBA
JiKkapchbKHuX 3acodiB Bmmoram GMP

1. 3agBHMK Ta/ab0 BHPOOHWK € BiANMOBIJaJbHHAMM 3a JOCTOBIpHICTE HaJaHOI
indopmartii.

2. 3agBHUK Ta/ab0 BUPOOHHMK MAIOTh IIPABO:

BHAMaraTéd BiJl IHCIEKTOPiB [OAEP)KaHHA BMMOT YHHHOTO 33aKOHOJABCTBA
Ykpainy; ,

He JOIyCTHTH iHCIEKTOpa/iHCHEKTOpIiB N0 iHCIeKTyBaHHS 0e3 Ipe] sBICHHI
HYM/HUMU JOKyMEHTa, IO 3aCBigdye 0co0y;

HEePEBIpATH HAABHICTh B iHCIIEKTOpa IOKYMEHTa, IO 3acBimuye ocoly, i
ONECP)KYBaTH KOIil JOKyMEHTIB Ha IIPOBEICHHS iHCIIEKTYBaHHS,

OyTu NPHUCYTHIMY IiJl 9ac 34iliCHEHHS IHCIIEKTYBaHHS,

BHMAaraTy HEpPO3roNoOLICHHS KoHbifeHnil oI iHdopMarii Ta iHdopmariii, mo €
KOMEpIIiHHO0 TaeMHMIIEI0 3asBHUKA Ta/ab0 BUPOOHNKA,;

¢ikcyBaTm mporiec 37iliCHEHHsS IHCHEKTYBaHHS YM KOXHY OKPEMY JIifO
3acobaMM ayJio- Ta BiJCOTEXHIKH, HE IEPEINKOIKAOYM 3AiiCHEHHIO TaKOI'o
3aX0/ly, PO 110 iHCTIEKTOp Ma€ OyTH HOIepeIKeHUH Mijl Yac BCTYIIHOI HAPaIH;

HaJaBaTH OGIPYHTOBaHI 3ayBa)KeHHS W00 IIPOBEAECHOTO IHCIEKTYBAHHS Ta 3a
OaxxaHHAM OyTH IPUCYTHIM NPH PO3TISL PE3yIbTATIB IHCIEKTyBAHHS;
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OIepKyBaTd 3BIT, a TakoX iHmI Hepen6adeHi muM [TOPSIKOM JOKYMEHTH y
CTPOKH, BcTaHOBIeHi 1iuM [Topsakom;

3BEPHYTHCS 10 JepiUlKCIy 0r 3 IPOXaHHAM 3alHIIATH 6e3 o3Iy 3asBy
npo Bunady Ceprudikara (3asBy mpo Buady BrucHoBKY) aG0 IOBiZOMICHHS 110710
HeoOXi/IHOCTI BHECEHHS 3MiH gl mepeodopmierHs IleperniKy mikapchkux 3acobis;

Y BCIX BUIIQJIKax HE3TOJU 3 Pe3yNbTaTaMy POBEICHUX eKCIIEPTH3, IIPOLIECOM
iHCIIeKTYBaHHA Ta pe3yJbTaTaMM iHCIEKTYBAaHHS, BKIIOYAIOYHW, ajie He
0OMEXKYIOUHUCH, PO3IIA 3ayBaKeHb Ta 3allepeveHb 3asBHUKA Ta/ab0 BHPOGHHUKA,
npuiiHATi pitenss moxo Buaadi Ceprudikata a6o BucHoBky abo BinMoBH y ix
BUflaYi, 3ymuHeHHA abo aHymosaHHA aii Ceprudikara abo BHCHOBKY ToIIO,
OCKapJKyBaTH iX B yCTaHOBJICHOMY 3aKOHOJIABCTBOM IIOPSIIKY.

3. 3agBHUK Ta/a00 BUPOOHUK 3000B'I3aHHIA:

nosioMiIATH JlepaunikemyxOy Ipo 3MiHH, SKi CTOCYIOTBCA BHPOOHHUO!
Ainbeui (y TOMy 9HCIi TIpo 3MiHy JrileHsii Ha BAPOOGHMIITBO NKAPCHKUX 3aC00iB,
3MiHy HaliMeHyBaHHs 3asfBHHKA, IOr0 MiCIE3HaXOMKEHHS, IIePeHECCHHS
BUPOOHMYIOI AIMBHNUIN Ha IHII ILIOI TOLIO);

HaJaBaTH IJIsI O3HAWOMIICHHS Ha 3amuT JlepxIlikcimyxOnm Ta/abo 3anydeHmx
YIOBHOB&)XEHHX  Opraisamidi, y4deHmx Ta (axiBOiB Iepen IpOBENEHHS
iHCIIEKTyBaHHS Ta 1A 4ac IHCHEKTYBaHHS peecTpaliiini Martepiaim Ha
3apeecTpOBaHi JIIKapchKi 3acobu Ta/abo Ha JiKapchki 3acobH, IO MOAIOTHCS Ha
AepXXaBHY peecTpalilo abo NMpu BHECEHHI BIANOBIAHMX 3MiH [0 peecTpariitamx
MaTepiasiB Ha 3apeecTpoBaHi B YKpaiHi JiKkapchki 3acobu;

HaJaBaTH Ha 3allMT IHCIIEKTOpa BCIO HeoOXimHy iHdopmariio, 3abesmeayBaTu
MOJKJIHBICTP IPOBEJICHHS OINIAAY BHPOOHWYMX, [OINOMDKHHIX, CKIaJCBKHX
HpUMIIIeHb, 00JaAHaHHA, 30H KOHTPOJIO SIKOCTI, iHTEPB’FOBAaHHSA [IpEACTaBHUKIB
(mepcoHamy) BHpoOHMKA, O3HAfOMIEHHS 3 HeOoOXiJHOI peecTpariiHol
JTOKyMEHTaIll€l0 Ta JOKYMEHTAI[€I0 CHCTEMM SKOCTI TOINO, O3HANHOMIIEHHS Ta
OTISAN SIKMX HEOOXifHi Ui 3’ACyBaHHA BHKIAJCHMX y IUIAHI Ta IIPOTpaMmi
IHCTIEKTYBAHHS ITUTAHE;

BUKOHYBATH BUMOTH JIepXKIKCIy)6H 00 YCYHEHHS BUABICHUX ITOPYIICHb
BuMor GMP Ta YMHHOTO 3aKOHOIAaBCTBA YKpaiHu;

BHKOHYBarTu Tepexdaveni muM IlopsaxoMm Bumornm Jlepiutikcmy:x6u mmono
YCYHEHHsI BUSIBJIEHUX IIiJ] 9ac MEepBUHHOI abo crenianizoBanoi ekcrneprus abo Mix
Yac IHCIEKTYBaHHs NOPYIIeHb BUMOT YUHHOTO 3aKOHOIaBCTBA Y KpaiHy;

HaJaBaTH KONii JOKyMEHTIiB, 3pa3Ku NPOMYKIi, IOsSCHEHHS, IOBiAKH,
BiIOMOCTi, MaTepiand 3 NHWTadb, IO BHHUKAIOTH Mg dYac IIpoleaypHr
MiATBep PKEeHHS BiamoBigHocti BuMoram GMP.

I'enepanbHuii xupexkTOp

®apManeBTHYHOIO TUPEKTOPATY Ouexcanap KOMAPIIOA




