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MIHICTEPCTBO OXOPOHM 3JI0POB’SI YKPAIHH

(MO3 ¥Ykpaiun)
By M.I'pymercekoro, 7, M. Kuib, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://’www.moz.gov.ua, kea €IPTIOY 00012925

Ne Ha Ne BiA

JepxaBHa peryasTopHa ciayx0a
Ykpainu

MiHICTEpCTBO OXOPOHHM 3R0POB’SA YKpaiHH HAACHIAE Ha PO3DIAN NPOEKT
Haka3zy MiHicTepcTBa 0XOpOHH 310poB’a YKpaiHu «IIpo BHeceHHs 3MiH 10 [Topsaaky
NPOBEJECHHS ATBEPIKEHHA BiANOBIAHOCTI YMOB BHPOOHHUTRA JTIKApCHKHUX 3aco0iB
BHMOTEM HaJIeXHOI BUPOOHHYOI IIPAKTHKW» Ta Marepiald A0 HBLOTO, Ta MPOCHUTH

NOroAMTH HOro y HAHKOPOTILI TEPMiHU.

Jonatky (B eNeKTPOHHOMY BUIIAZI):

1. [Ipo€kT akTa Ta AOAATKH A0 HBOTO (Ha 77 apk.).
2. [TosicHIOBaNBHA 3alKcKa (Ha 7 apK.).

3. AHaJti3 peryJISTOpHOro BIUIUBY (Ha 12 apk.).

Iepmuii 3actynuuk MinicTpa Anapiii CEMHUBOJIOC

Taxmaynoea 422-35-78 ,
Paoxesuu 200 06 68

KiHCTEpCTBO 0XOPOHN JRCPEEA YrpaiHK
24-02M813/2-20 Bjg, 21.01 2020 . Vi
CenMyiBONGC ARADE Boncakmipeaiy MIKICTEPCTB0 OXOPOHM 30DOB'A Ykpalu

24-02/1613/2-20 sig 21.01.2020
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" MIHICTEPCTBO OXOPOHH 3/I0POB’SI YKPATHU
HAKA3
Kuis ] Ne

IIpo BHeceHHs 3MiH 10 ITopsAKy TpOBEAEHHS MiATBEpAXKEHHS BiIHNOBiAHOCTI
YMOB BUPOOHHMIITBA JIIKAPCHKUX 3ac00iB BUMOTaM HaleKHOI BUPOOHUYO] MPAKTUKH

Biamoeinmo mo crarri 15 3akoHy VYkpaiam «IIpo mdikapceki 3acobm»,
nyakTy 5 Ilopsaaky 3aificHeHHS IepKaBHOTO KOHTPONIO AKOCTI JKapChKUX 3aco0iB,
IO BBO3AThCA B YKpaiHy, 3aTBEpKEHOro mocTaHoBoro Kabinery MiwnicTpiB Ykpainu
Big 14 Bepecns 2005 poky Ne 902,

HAKA3Y1O:

1. Yaectu 3minu 1o ITopsaaxy mpoBeAeHHS MiATBEPIAXKEHHS BiANIOBIAHOCTI yMOB
BHPOOHMIITBA JIiKAPCHKMX 3aco0iB BHMOTaM HAJEKHOI BUPOOHMYOI IPaKTUKH,
3aTBEP/UKEHOr0 HakasoM MiHicTepcTBa OXOpPOHHM 3A0OpOB's  YKpaiHM  Bif
27 rpymus 2012 poxy Ne 1130, 3apeectpoBanuM y MiHiCTepCTBi IOCTHIT YKpaiHH
21 ciung 2013 poky 3a Ne 133/22665 (y penmakmii makasy MiHicTepcTBa OXOPOHHU
3mopoB'ss Ykpaiuu Big 22 gumas 2015 poky Ne 452), BukiaBmz Horo B HOBIi
penaKiiii, mo J0Aa€ThC.

2. ®apmaneptaunomy aupekropaty  (Komapiga O.0.) B YCTaHOBICHOMY
HOPSAKY 3a0e3[MeYnTd TOAaHHS [BOTO Hakasy Ha Jiep)KaBHY pPeecTpaiilo a0
MisicTepcTBa 1ocTullii YKpaiHu.

3. Ileit Haka3 Habupae YUHHOCTI 3 AHA Horo oQiLiiHOro omyGIiKyBaHHs.

4. KoHTpOJIh 32 BUKOHAHHIM LIBOTO HaKa3y BaJIAIIao 3a co06olo.

IMepmmuii 3actynauk MinicTpa A. CEMHMBOJIOC




3ATBEP/IKEHO
Haxa3z MiHicTepcTBa 0XOpOHH
‘SILOPOB'}I Ykpaiau

Ne

HHOPAAOK
NPOBeICHHs MiATBEPAKeHHs BiANOBIAHOCTI yMOB BHPOGHUITBA
JIKAPCLKHX 32C00iB BHMOIaM HaJIeXKHOI BUPOOHHY0] NPAKTHKH

I. 3arajanHi MoJj1okeHHS

1. Iett [lopsinok pospobiieHo BifNOBigHO 1o 3akony Yipaimu «IIpo mikapchki
3aco0m», 3 ypaxyBaHHAM BuMor JlupextuBu 2001/83/€C  E€spormeiichkoro
Hapnamenty Ta Pagu Bin 06 micromaza 2001 poxy mono Komekcy ChisroBaprcrpa
CTOCOBHO JHKApCHKUX 3aco0iB, IIPU3HAYEHMX JUIA 3aCTOCYBaHHS JIHOJMHOIO,
Hupexrusn Kowmicii 2003/94/€C Bix 08 mucromama 2003 poky, ska BCTAHOBIIOE
IPUHIUNY | TpaBUiIa HAJIEXKHOI BUPOOHHYO! NMPAKTHKHA MIONO JiKApChKHAX 3acobiB,
IPU3HAYCHUX UL 3aCTOCYBAHHS JIFOJUHOIO, Ta JOCHIKYBAHUX JIKapCHKHUX 3ac00iB,
IPU3HAYCHUX AN 3aCTOCYBaHHS JIOAKMHON, 36ipHrKa nporenyp CriBToBapHCTBa 3
IUTaHb IHCIEKUiH Ta oOMiHy imdopmaniero (EMA/572454/2014, 17 penaxuis) Ta
pEeKOMeH Al i JIOKYMEHTIB MIXXHAPOIHOT Cuctemu  cmiBpoOITHHIITBA
¢papmaneBTuunnx iHcmekmift (PIC/S) PI 002-3 BuMOTH 0 CHCTEMH SKOCTI
apmanesTHaHuX iHcmekTopariB, PIC/S PI 008-3 HacramoBa IO iHCIEKTYBAHHIO
YCT@HOB 3 OTpHUMAaHHS IUIa3MU Ta Miclb 30epiramHs mrasmu, PI 019-3 Jlocke
BUPOOHMYOI MiNBbHUIN JUIS YCTaHOB 3 OTpHMaHHA Iniasmu, PI 020-3 Ilocwe
BAPOOHUYO] JMbHULI f1g Micis 30epiranns miasmu, PI 040-1 Hacramosu PIC/S 3
knacuikarii HeBignmosigHocTel GMP.

2.V upomy Ilopsaky TepMiHU BXUBAIOTHCS Y TAKHUX 3HAYCHHAX:

aKTUBHUHA (hapMalleBTUYHUN iHTpeieHT (JlikapchKa PEYOBHHA, [Ji0Ya PEUOBHHA,
cyOcranuis) (mani — A®I abo xiroda peyoBuHa) — Oylb-fKa PEUOBHHA UM CYMIiII
PE4OBHH, IO NMpU3HAYEHA [JISI BUKOPUCTAHHSA Y BUPOOHUIITBI JIIKApCHKOTo 3aco0y i
MiJ{ 9ac I[Or0 BUKOPUCTAHHA CTa€ HOro akTHBHMM iHrpenientom. Taki pedoBHHH
MIOTh (h)apMaKoJIOTiIHy 9H iHIITy Ge3MocepeHIO Aif0 Ha OPraHi3M JIOAMHH, Y CKIa]
rOTOBUX (POPM IiKapCHKUX 3ac00iB IX 3aCTOCOBYIOTH [UIS JIiKyBaHHS, JIaCHOCTHKY UK
NpOQINaKTHKA 32XBOPIOBAaHHSA, IS 3MiHH CTaHy, CTpyKTyp ab6o disiomorigmmx
(yHK1i# oprarisMy, It 1Oy, 00poOKH Ta HOJIErIeHHS CHMIITOMIB;



aTecToBaHa 1aboparopis — 1abopaTopis 3 KOHTPOIIIO SIKOCTI JIKAapCHKHX 3ac00iB,
JKa arecToBaHa BimmosimHo xmo Ilopsaxy mpoBemenHss ramyseBol arecTarii
m1abopaTopil 3 KOHTPOMO SAKOCTi Ta Gesmekw JiKapChKuX 3aco6iB, 3aTBEPIKEHOIO
Haka3oM MiHicTepcTBa OXOpOHH 370poB’st Yxpainu Bix 14 cians 2004 poxy Ne 10,
3apeecTpoBaHuM y MiHicTepeTBi  FoCTHIIT YKpa'l'HI/I 30 ciurs 2004 poxy 3a
Ne 130/8729;

BHPOOHHK JiKapChKUX 3ac00iB — CyO’eKT I‘OCI‘IO,I[apIOBaHHH KUK 37ilCHIOE
X04a 6 OZHH i3 eTarniB BUPOGHUIITBA JTiIKapCHKUX 3aC00iB Ta Mae JineHsiro (1o3Bin) Ha
BUPOOHULITBO IIKapCHKUX 3aco6iB (SKIIO OCTaHHE mepen6adeHO HAI[IOHAIBHYM
3aKOHOZIaBCTBOM KpalHH, Ha TEPHUTOpii AKOI 3HAXOUATHCS BUPOGHMYI IIOTYKHOCTI
BAPOOHHMKA);

BUPOOHWITBO JIKAPCHKUX 3ac00iB — AisUIBHICTH, MOB’S3aHA i3 cepilfHuM
BHITYCKOM JIiKapChKHX 3ac00iB, sKa BKIIOae Bei abo xoda 6 ofHy 3 omepaliif oo
TEXHOJIOTITHOTO IPOLECy, KOHTPOJIO AKOCTi, BHJAYi JO3BONYy HA BHILYCK
(cepTI/I(blKauu) cepii, 8 TaKOXK 3aKymiBNi MaTepialis i mpoxykuii, 36epiranss, orToBol
TOPriBii (AUCTPHOYIIiT) JIlKapCBKHX 3ac001B BIIACHOTO BUPOGHMIITBA,

BHCHOBOK  INOJO  INATBEP/PKEHHA  BIMOBIZHOCTI yMOB  BHpOGHHIITBA
JiKapChKOTO 3aco0y BAMOTaM HaJexXHOT BUPOOHUYOT IIPaKTUKK
(maxi — BucHOBOK) — oKyMeHT, Bumanuit Jlepxitikciysk6oro, skmii 3acBigdye, o 3a
pesysibTaTaMi MPOBEJEHOI CICLialli30BaHOI €KCIEPTH3M IOMAHUX NOKYMEHTIB
obiliftHNN MOKYMEHT IIOAO BiAIMOBiTHOCTI BHPOOHUIITBA JHKAPCLKUX 3aco0iB
Bumoram GMP, Bujianmii yIOBHOBaXK€HHM OpraHoM Kpainwm — wiena €C, Bemmkoi
Bpuranii abo kpainu, mo mMae yroxy mpo BsaeMHe BusHanHs 3 €C a6o 3 VipaiHoo,
BBAXAETHCS TAKUM, IO MiNTBEPIXKYE BiANOBITHICT YMOB BUPOOHHIITEA TiKAPCHKUX
3ac00iB YMHHUM B YKpaiHi BIMOraM HaJIe)XHO! BAPOGHIIO! MPaKTHKH,

3asBHUK — Cy0’€KT TOCTIONAaPIOBAHHS — BJIACHHK PEECTPALiifHOro mOCBiqueHHs
(Toprosoi ninensii) Ta/a6o mineHsii Ha BHPOGHWUITBO NiKAPCEKMX 3acoGiB, sKuit
nomae o0 Jepxmikemyx0u ocobucro abo uepes YIOBHOB&XKEHY  0CO0y
(npez[c:TaBHHKa) 0 3HaXOAWTHCS B YKpa1H1 3asBy Ha BHAady cepTHdikarta
BIMOBITHOCTI YMOB BHPOOHMITBA JHKApCBKHX 3acO0IB  BHMOraM HAJIEKHOI
BUPOOHWYOI MpPAaKTUKA abo0 3agBy Ha BHJAYy BHCHOBKY HIOJO IIiJTBEPIKEHHS
BIJLIOBIIHOCTI yMOB BHPOOHHITBA JIKAPCHKOIO 3ac00y BHMOTAaM  HAJIEKHOT
BHPOOHMIO! TIpaKkTHKY (aini — 3as1Ba) Ta SKUH BifNOBifa€ 32 JOCTOBIPHICTh HANAHOT
indopmarii Ta JOKyMEHTIB; _

3pasok (1poba) Bix cepil — wacTuHAa Bix cepii, BiniOpana TAKHM UHHOM i B Takiit
KiBKOCTI, IO € PEIPe3eHTaTHBHO IS BCiel cepil;

iHCIIeKTOp — mocamoBa ocoba [lepwiikemyx6u Ta/abo daxiBenp, skt
3aIy4a€Thesl HEI0, Mae BHII OCBITY 3a OZHI€IO 3 TaKWX CIelialbHOCTeH: (hapMarris,
TEXHOJIOTIS (apMaleBTHYHMX IpelapatiB, xiMis, XiMiuHa TexHOJIOriL, Giomoris,
610TeXHONOTis, Mae MOCBiA POGOTH y BHPOGHUIITBI JiKAPCHKEX 3ac0GiB, KOHTPOI
SIKOCTI, yrpasiinHi (3abesnedenHi) AkicTio a60 CTBOpeHH] IKapchKkux 3aco6iB Ta Mae
HiATBEPKEHHS KOMIIETEHTHOCT] 3 TUTaHb HAJIEKHO! BEPOGHUYOT IPaKTHKIL,

IHCIIeKTyBaHHs — TpPOLEAypa OLIHKK BiAMOBIAHOCTI (apMaleBTHIHOT cHCTEMH
sSKocTi cy6’ekTa rocmomaproBaHHS Ta (AKTHYHOTO CTaHy HAsSBHMX yMOB
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BHPOGHHUIITBA JIKAPCHKUX 3ac06iB Ta YMOB KOHTPOJIIO SIKOCTI YMHHHAM B YKpaiHi
BUMOTaM HANeKHOT BUPOOHMYOI MPaKTHKA 32 MiCIEM MPOBAIKEHHS TisTbHOCTI
(MicTle3HAXOKEHHAM BHPOGHUYMX NIOTYXKHOCTeH, y TOMy HHCIi 30H KOHTPOJTIO
SIKOCTI Ta 30H 30epiraHHs 3a KOHTPAKTOM (moroBopom));

KPUTHHHE IOPYIICHHS — MOPYIICHHS, INO CHPHYMHAE a00 BENE 10 BHCOKOI
AMOBIPHOCTI BHPOGHUIITBA JKapCHKOTO 3aco0y, SAKMH MIKigIUBHH mis JIIOMUHA abo
TBAPWHY, a00 TaKOro, INO MOXe IPH3BECTH IO IIOSBH IIKIIMBAX 3aIMIIKIB Y
Xap40Bid NPOAYKIIii TBAPHHHOTO ITOXOJKEHHS;

nabopaTOpHuUli aHAN3 — aHall3 3pasKis MKapChKUX 3ac06iB Ha BimmOBimTHiCTD
IIOKa3HUKIB SKOCTI JIKAPCHKHX 3aCO6iB BHMOIaM crienudikanii skocTi Merozis
KOHTPOJIIO SIKOCTI JIKapChKUX 3aco6iB a60 3arairbHmM BUMOIaM JI0 JIKapCHKUX
3aC00iB, BCTAaHOBIEHMM JIePXKABHOIO (apmaxorieero  VkpaiHu, B aTecTOBAHHX
nabopaTopisx;

JKapCEKUH 3aCi0 KPHTHYHOTrO PiBHS pusHKy — miKapchkuil 3aci6, s sKoTo
BUKOHYETLCSA Oylb-sKa 3 TaKMX yMOB: By3bKHii TEPaneBTUYHUN iHIEKC; BUCOKA
TOKCHYHICTB; CTePHIBHUN IIPOIYKT, G6iOMOriuHmii MKApChKME mpemapar a6o
CKIa/HAI BUPOGHUHHIT IpoLec, TIPOTE JKAPCHKi 32C00K HU3BKOrO iBHS PH3HKY He
MOXYTb  POSIIANATACA K KPWTUYHI, HaBiTh SKIIO Ui iX BUPOOHHUIITBA
3aCTOCOBYIOTECS CKIIa Hi BUPOOHMYI IpoIecy;

JIKapCHhKUM 3aci6 BHCOKOTo PIBHS DH3HKY — mikapcbKwmit 3acib, mo Moxe
CTAHOBHUTH DHUSHK JUIS 370POB'S JIIOJVHH HABiTh IPH MAIHX KiIbKOCTSX BHACJIJIOK
[IEPEXPECHO] KOHTaMiHALil MPOAyKTaMu, sKi BKIIIOYAIOTh, alle He OOMEXKYIOTBCS
NeHINAIIIHAMY, TEBHAMY LHATOTOKCHHAMY T4 GiomorigauMu JIKapCEKUMH 3aC00aM;

JIKApCHKi 3aCO6H HHU3BKOTO PiBHS pPH3HKY — miKapcobki 3ac0o0H, Taki sK:
MICIIEBOTO 3aCTOCYBaHHS IS Tepamii TIPOTH aKHe; JIKapChki 3aco0M TIPOTH Ty,
aHTUCENTHYHI OYHMINyBadi MIKipw; TPOTUIPUOKOBI JHKApceKi 3acobu  mis HIT;
IPOIYKIIis O JOIVIAAY 3a MKIpOIO, KA MiCTHTS TIKapchKi 3acobm; 3acobu 3aXUCTY
BiJl COHSYHHX OMIKiB; JIbOISHUKH Bix 6omo B ropii aGo Kallmo, JTiKapchKi 3aco6w,
aHajoriuHi iM, a TakoX sAKi He BiTHOCATBCS A0 CTEPHIBHHUX ab0 pelenTypHUX
JiKapChKUX 3aC06iB;

HaJieXHa BUPOOHMYa IrpakTrka (Good Manufacturing Practice, GMP) — wactuma
YIPaBILHHS AKICTIO, K& TApaHTYE, 1o JIKapChKi 3aC00U IOCTiiiHO BHPOOJITIOTECSA 1
KOHTPOJIFOIOTECS  BiZIIOBINHO 110 CTaHJAPTIB AKOCTi, gKi BIANIOBIIAIOTE  iX
[IPUSHATCHHIO, a TaKOX BilNOBIZHO JO BHMOT PEECTPAL[HHOIro JIOCBE, JTOCHE
ROCIiZKYBAHOTO JIIKapCHKOTO 3aco0y st KIIHIYHUX BUIPOGyBans 260 crerudikarii
Ha IO IIPOTYKIIifO; '

HECYTTEBC IOPYWIEHHA — HOpymeHHS BUMOr GMP, ske He HalleXHTh hi(s)
KPUTHYHMX 200 CyTTEBHX IOpYINeHb (Taka KIaCUQIKallisl MPHCBOIOETHCS, SKIIO
HEBINMOBIAHICTS OIiHEHA K Taka aGo SKIIO HE BHCTa4ae iH(QOpMAIl IIg OUiHKH
HEBIIIIOBITHOCTI SIK KPUTHYHOT Yu CYTTEBOT);

odiniffHmit MOKyMeHT mon0 BiAmoBinHOCTI yMOB BHUPOOHMLTBA JTIKAPCHKUX
3ac00iB BumMoramM GMP — ceprudikar BIATIOBiZHOCTI YMOB BUPOGHHUIITBA TIKapChKUX
3ac00iB BuMoraM GMP, BUmaHHI yIOBHOBaXKCHIM OpraHoM Kpainum — wiena €C,
Benukoi Bpuranii a6o xpaium, sxa mae yromoy mpo B3aemHe Bu3HaHHA 3 €C aGo 3
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Yxpaiunoro (Bizomocrti 3 odiritiHoro CIIEKTPOHHOTO peectpy — i FDA CIIIA), a6o
JIIEeH3is Ha BHPOGHMUTBO TiKAPCHKHX 3ac00iB (SIKIIO yIIOBHOBaXXEHHM OpPraHOM
kpainu — unena €C, Benukoi Bpuranii a6o KpaiHW, [0 Ma€ yrojy Ipo B3aeMHe
BusHaHHs 3 €C abo 3 Ykpainomo He nependadeHa BUnaya ceprudikaTa BiIIOBITHOCTI
YMOB BUPOOHHUITBA JIIKAPCHKUX 32C001B BUMOTraM GMP);

IMiITBEP/PKEHHS.  BiAIOBiMHOCTI YMOB BHPOOHHITBA JHKAapchKUX 3acobiB
Bumoram GMP — npontenypa miaTepmKeHHs Hepitikery 6010 BiAIOBiHOCT] YMOB
BUPOOHHUITBA JHKapChKUX 3aco6iB BumoraM GMP mmisxon BUa4l ceptudikara
BiJIMOBiTHOCTI YMOB BHPOGHHUIITEA JNiKapchKHX 3ac0o6iB BuMoram GMP a6o BHUCHOBKY
INOJI0 IIATBEPIDKEHHS BiIIIOBiAHOCTI BHUPOOHHITBA JIKapCHKOTO 3aco6y BAMOTaM
GMP;

IPE/CTaBHUK 3asBHUKA (yIIOBHOBaXKEHA 0C06a, 110 3HAXOIUTECS B VYkpaini ta
BUCTyTIA€ BiJ iMeHi 3asBHUKA) — IopuandHa 260 (isu9Ha ocoba, sKa i€ Ha mimcTasi
BIJIMOBiTHOTO MOpyYeHHs (moBiperoCTi), y sKOoMy 3asBHEKOM HAaJaHO IIPaBo
IIPENICTABIATH HOro iHTepecH B Ykpaini mpu nposenenmi IPOIENYP HiATBEPIKEHHS
BiJIOBITHOCTI YMOB BHPOGHUIITBA JIKapCEKUX 3ac06iB BuMoram GMP;

npexBantipikamis 1iKapceKkoro 3aco6y — CTaHIAPTH30BaHA MPOLeaypa/Iporpama
BOO3, sxa mposomgutscst 3 Meroro OIIHKK SIKOCTi, OE3IIeYHOCTi Ta edeKTUBHOCTI
JIKapCBKOTOo 3ac00y; A -

Tpenapar 0OMEXEeHOTO 3aCTOCYBaHHS (mpenapar-cupota) — mikapcskuit 3aci6,
IO MPU3HAYMEHMH 171 MiaTHOCTHKW, HPO(MimakTUKu up JIKyBaHHSA PiAKiCHOTO
3aXBOPIOBAHHS, TOOTO 3aXBOPIOBAHHS, IO 3arPOXKY€ KHUTTIO YU TPU3BONUTH IO
BIpaTH HpanesfaTHoCTI (3a3Budall He Giibme 5 oci6 3 xoxmmx 10000 skmTetin Ha
AlaTy HMONAHHS 3a5BH PO IEPHKABHY PEECTPaIiio);

npoxykmis «in bulky — 6ymb-sxuit JIKapChKui 3aci6, mpmsHauenwit I
BIPOOHMITBA TOTOBOTO  JIKAPCHKOTO 3ac00y, sKkmif mpoHmoB yci  cranmil
TEXHOJIOTIYHOTO IIPOLECy, KpiM cTamii dacyBanms Ta/abo kimmesoro IaKyBaHHS 1
MapKyBaHHSI;

CePTH(IKAT BiMOBINHOCTI yMOB BHPOGHHIITBA JIKapChKUX 3acobiB BHMOTaM
GMP (mani — Ceprudikar) — AOKYMCHT, - BUaHui Jlepxuikcinyx6oo 3a
pe3yibTataMu 1HCHIEKTYBAHHS, SKHI 3aCBiUy€e BiINOBIAHICTE YMOB BUPOOHUIITBA
JIKapCHKUX 3ac06iB YHHANM B Vkpaini Bumoram GMP; .

CKIaJHUK BHUPOOHWYHWIT mpomec — nponec, Oisd SKOrO HAaBITh HE3HAYH]
BiIXUIEHHS B KOHTPOJIBHHX IapaMeTpax MOXYTh TPHU3BECTH [0 OTPHMAHHS
HEOZTHOPIIHOTO IIPOAYKTY 260 IIPOLYKTY, KK He BiANOBi/lac BUMOTaM crerubikarii
(HanpuKITaj, IpomecH roMorenizamnii a6o TPaHyJSAil IS TBEPAUX JTiKAPCHKAX bopm
3 HHUSBKOIO J030I0, HpemapaTd MpPOJIOHroBaHOI abo BixkmameHol Jii, crepuibHi
IIPONYKTH);

CIeliaNni3oBaHa eKCIlepTH3a — CKCIIEPTH3a IOJaHMX JOKYMEHTIB Ha
BiIIOBiIHICTE BUMOTam SaKOHO/IABCTBA, y TOMY HHCII BAMOTaM Isoro Ilopsxy,
BuMoraM GMP, anamniz X MOBHOTH i JIOCTOBIPHOCTI HamaHO! inpopmanii, a Takox
TIePeBipKa KOMIUIEKTHOCT JJOKYMEHTIB;

CYTTEBE IOPYIICHHS — NOPYIUCHHS, AKE HE € KPUTHUHEM, aje IpH3Beno abo
MOe HPU3BECTU /10 BAPOOHKUIITBA JIKapCHKOro 3aco0y, sikwmif He BiITIOBila€ BUMOTam
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peecTpaliifHoro ocke Ha Uell JikapchKuii 3aci6, abo mpu BEPOGHHMITB] IKAPCHKOTO
3ac00y He HOIEPXYIOThCS BUMOTH HATEKHOT BUPOGHIYO! PaKTHKY, rapMOHI30BaHO1
i3 3axoHO#aBcTBOM €C, ab0 MOJIATAE B HEeBiAMOBIAHii HPOLEAYPi BUIyCKy cepiit um
HEHAJIEXHOMY BHMKOHAHHI YIIOBHOBXEHOIO 0COG0K0 CyG'€KTa TOCIONapIOBaHHS
CBOIX 000B’3KIB, a00 € KoMOiHaIieI0 AEKIMBKOX HECYTTEBHX HOPYILEHB, KOKHE 3
SIKUX BIIACHE HE MOXE KIIACH(IKYBaTHCA K CyTTE€Be HOPYINEHHS, ade Pa3oM BOHU
MaOTh OyTH KiacudikoBani Ta BioGpaxkeHi y 3BiTi 1K CyTTeBe OPYIICHHS,

Yroza mpo B32a€MHE BM3HAHHI — yrofa PO B3a€MHE BH3HAHHS PE3y/IbTATIB
IHCTIEKTYBaHHA Ha BiAMOBIAHICTE yMOB BHpOGHHITBA JIKapCHKUX 3ac00iB BEMOT'aM
GMP; ' .

(hapManeBTHYHA CHCTeMa SIKOCTI — CHCTEMa YIIPABIiHHS, IO CIPSIMOBYE Ta
KOHTPOITIOE isNIBHICTE Cy0’€KTa rOCIONapIoBaHHE OO SKOCT.

3. IlixTBep/pKeHHS  BiAMOBIAHOCTI YyMOB BHpPOGHHITBA JMKapCbKAX 3aco0iB
YMHHEM B YKpaiHi Bumoram GMP 3ampoBajipkeHo 3 METOIO OBEIEHHS, TII0 JiKapChKi
3aC00H TOCTIHHO BHPOGIIOTECS i KOHTPOJIOIOTECS 3TiHO 3i CTaHAAPTaMM SIKOCTI,
AKi BiZTIOBINAIOTE iX NpH3HAYEHHIO, a TAKOXK BIJOBIJHO ZI0 BUMOT PEECTPaLiiHOro
JIOCBE, OCKE JIOCIIKYBAHOTO JIKapPCHKOro 3aco0y s KITiHIYHEX BUOpoOyBaHb a6o
crienmgikamii Ha I1F0 TPOAYKIiO. IlinTBepmKEeHHS BiAMOBiTHOCTI YMOB BHUPOOHHIITBA
TKapCEKUX 3aco0iB, y TOMy YHCI aKTHBHHX dapmaneBTHUHNX iHrpemieHTIB
(cy6eranniit), Bumoram GMP 3xiticHIoeThCS Ha JOOPOBIIBEHUX 3acafax 3a OaKaHHIM
3asBHUKA. |

4.IlinTBepKeHHs BimmoBimHOCTI YMOB BHPOOHHITBA JHKAPCHKUX 3acobiB
BuMoraM GMP 11 pesuzieHTIB Ta Hepe3nneHTIB 3MiHCHIOETHCS Hepxmnikemy 6010
IJIAXOM TIPOBENCHHA EKCHePTU3H JOKYMEHTiB, HONAHWX BiAIOBIZHO 10 IBOTO
Hopsiaky, Ta iHCIEKTYBaHHS BHPOOHWIITBA y BHIIAMKAX, nepenadaueHux IUM
IMopsaxom. ‘ : .

5. Bignosingao mo mporo ITopsanxy mpoBOIUTECS HiI[TBepJ:DKeHHSI BIAMIOBITHOCTI
YMOB BUPOOHHITBA JKapCHKHX 3aCO0IB BUMOTAM HAIEKHOL BUPOOHMYOI NTPaKTHKU
Ha BUPOOHWYMX AIMBHHULX 3TiAHO i3 BiXmOBiIHOIO 339800 .

Ha BHJA4y cepTudikata BiIIOBIAHOCTI yMOB BHPOGHULITBA TiKapchKUX 3ac00iB
BUMOTaM HAaJIeXHOI BUPOOHWIO! MPaKTUKK 3TifHO 3 HogaTKoM 1 10 mporo Iopsiaky
(mami — 3asBa Ha Bunavdy Ceprudikara);

- Ha BHJa1y BUCHOBKY IOJIO IiATBEPDKEHHS Bi/IMOBIIHOCTI yMOB BHPOGHUITEA
JIKapchKHX 3ac06iB BuMoraM GMP 3rifHo 3 momaTkoM 2 1o IbOro Iopsanky (mami —
3asBa Ha BUaTy BucHOBKY). o

6.3rino 3 mum Ilopsaxom JlepxmikcnyxGa Bunae JOKYMEHTH, 110
i TBEPIKYIOTh Bi/IIOBI MHICTB YMOB BHPOOHHIITBA JIKAPCLKUX 3ac00iB BEMOTaM
GMP:

CepTH(IKAT BiMOBINHOCTI yMOB BHPOGHMIITBA JIKapChKUX 3ac00iB BHMOTaM
HAJIeKHOI BUPOGHMYO! HpakTHKM 3a (HOPMOIO 3TifHO 3 JOHATKOM 3 0 IbOTo
ITopsinky; '

BHCHOBOK II[OZO ITi/TTBEPPKEHHS BiAIOBI JHOCTI YMOB BUPOGHHIITBA JIIKapCHKUX
3ac061B BUMOraMm HaJleKHOT BHPOGHHYOT IPAKTHKHM 3a (OPMOIO 3riMHO 3 momaTkoM 4
1o 1poro [Topanky.



IL. ETanu migTBep/kenHs BigmoBianocti yMoB BHpoGHHITEA JIKapCchbKHUX
3aco0iB BuMoram GMP

1. 1Iponenrypa minTBepiKeHHA BiAMOBIAHOCTI yMOB BHPOOHHITBA JTiKapChKAX
3ac001B BUMoram GMP BKIro4ae Taki etamy:

nojaHHs g0 Jepxuikenyx6u 3aseu Ha Bumady Ceprudikara aGo 3ased Ha
Bu/laqy BHCHOBKY Ta KOMILTEKTY HOKYMEHTIB, Hepen0adeHoro IIyHKTamMu 2, 3, 8
IILOTO PO3ALITY; .

IePeBiPKY Ta ONpAIOBAHHS IIOLAHO! 3asBH HA BUIATY Ceprudikara a6o 3assu
Ha BHIa4y BHCHOBKY Ta KOMILIEKTY JTOKYMEHTIB (cIerfianizosana EKCIIepTH3a);

IHCTIeKTyBaHHA BHPOGHMIITBA JIKAPCHKUX 3aCOBIB 33 Miciem [IPOBa[KEHHS
AIsUTBHOCTI, B TOMY 4HCH NnabopaTopiif, Mo 3iliCHIOIOTH KOHTPOJIb SKOCTI 32
KOHTPaKTOM ([OTOBOPOM), CKJIGJCBKAX 30H 32 KOHTPAKTOM (morosopom), 'y
BUNaAKax, mependaueHux uumM Iopsakom;

OPUWHATTS pilleHHS OO BHAAYi AOKyMEHTa MpO BLANOBIIHICTE YMOB
BUPOGHMITBA MTiKapChKHX 3ac06iB BumoraM GMP a0 BMOTHBOBAHOIO BHCHOBKY IIpO
BiZIMOBY Yy HOTo BHaui;

BHECEHHS 3MiH JO BHAAHOTO IOKYMEHTa PO BiANOBiAHICTS BHPOOHHIITBA
JIiKapchKHX 3aco0iB Bumoram GMP y Bumajkax, niepenbadeHux IMyHKTOM 12 possimy
V neoro IMopsaxy.

2. [t miATBEpIHKEHHS BiANOBIOHOCTI YMOB BUpOGHHUITRA JIKapchKUX 3aco0iB
suMoraM GMP 3asBHuK (mpescTaBHEK 3agBHHKA) ONAE 10 Hepxmikciyxou 3asBy
Ha Bunady Cepruodikara abo 3asBy Ha Bmady BuCHOBKY, 10 SKuX JIONAIOThCS TaKi
JOKYMEHTH: _ _ '

1) xomist 3asBH TIPO JEp)KaBHY PEECTPAIil0 IIKAPCHKOTO 3aco0y, mo Oyia
noxgana 710 MO3 Vkpaium, 3acBifueHa MiNIHCOM 1 MEYATKOIO (3a HasgBHOCTI)
3asBHEKa a0 HOro IIpe/CTABHHKA, — NS NKAPCHKUX 3acobiB, IO TONAOTHCS Ha
ACPKaBHY PEeCTpalito, abo IpH BHECEHHI BiANORITHUX 3MiH, 1m0 CTOCYIOTHCS 3MiHH
BAPOOHUKA ab0 #oro BHUPOGHHYMX HOTYXHOCTEM, a60 BHECEHHS JIOJTaTKOBOTO
BUPOOHWKA 0 peecTpaliffHux MaTepiaiis 3apEeCTPOBaHUX B YKpaiHi" IiKapchKux
3aco0iB, a6o 3MiHH Ha3BH JiKapcEKOTO 3ac00y, aG0 3MiHHU 3asBHHKA,

2) 3acBil4e€HA B YCTaHOBICHOMY MOPSAIKY KOIIif obimifHOrO MOKYMEHTa, KMt
Aa€ TIPaBO Ha 3A1HCHEHHS TOCNOAPCHKOI NiNBHOCTI 3 BHPOGHHITBA TIKapChKUX
3ac00iB Ta BUNAHUY BiNOBIZHAM NEPXABHEM OPraHOM KpaiHu, € po3TalloBaHe
BHPOOHMITBO, Ha BHPOOHWYY MiNBHHINO, 10 BKa3aHa B 3assi Ha BUJIATY
Ceprudikara (3asgBi Ha Bumady BucHoBKy), Ta 3aCBiMEHHH B YCTAHOBICHOMY
HOpANKY TEepeKna] YKpaiHCBKOI Ta aHITHCHKOI0 MOBaMu (s HEPE3UJICHTIB).
S0 3rifiHO i3 3aKOHOAABCTBOM KpalHH-BUPOOHHUKA JileH3ist Ha BUPOGHHUIITBO icHye
JIMIIE B €NEKTPOHHOMY BUIJISi/, MAlOTh OyTH HaJaHi po3ApyKiBKa i3 MOCHIAHHSM Ha
BIIIOBiTHUI odirfiiianii caiit, 3acBimgena minmmucom Ta/a6o (3a HASBHOCTI) [1€9ATKOIO
3asiBHHKA (MpeNCTaBHIUKa 3asBHIKA), T4 IepeKiIa YKPaiHCBKOIO MOBOIO.

Ko Brecero fo Gasy jammx BudraGMP a0 eNeKTpOHHOTO peecTpy
FDA  CHIA, 3assHuk  (mpeicTaBHUK 3asBHHKA)  Haja€  3acBigueHy
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3asABHUKOM/TIDEICTABHAKOM 3asBHHKA PO3NPYKIBKY 3 Gasu mammx BudraGMP aGo
enextponnoro peectpy FDA CIIIA i3 3acBindeHmM HepexiIagoM Ha yKpaiHCHKY
MOBY; |

3) 3acBimYeHa B YCTaHOBIEHOMY MODAAKY KoIis odiniitHoro JIOKYMEHTa,
BUJIGHOTO NICPXKABHAM OPraHOM KpaiHW, ¢ PpO3TAalIOBaHO BHUPOOHHMITBO, IPO
BiamoBigHicTs BuMoramM GMP BupoGHKHO! HifbHWIN, MmO BKa3aHa B 3asBi (3a
HasBHOCTI); 3acBiYeHi B YCTAHOBIEHOMY HOPSAKY KOIIi JONATKiB J0 IBOIO
JOKYMEHTa 3 IIePENiKOM JKapChKHX 3aco0iB (3a HasgBHOCTI) Ta 3acBimueni B
YCTaHOBJICHOMY MOPSAKY NMEPEKIaId IHX JOKYMEHTIB YKPaiHCHKOIO Ta aHIIIiHCHKOI0
MOBaMH. _

Axmo BHeceHO x0 Gasum jgaEmx EudraGMP a6o emeKkTpOoHHOro peectpy

FDA  CIIA, 3aspEmk  (upeicraBHWK — 3adBHHKA)  Hajae 3aCBITUCHY
3asABHUKOM/TIPE/ICTABHAKOM 3asiBHUKA PO3APYKIBKY 3 Gasu manmx EudraGMP aGo
eaekTpoHHoro peectpy FDA CIHA i3 3acBimdeHMM mNepekiIafoM Ha YKPalHCBKY
MOBY; _ '
4) 3acBif9eHa B YCTAHOBJICHOMY HOPsAAKY Komisg ohilifHOro JOKyMEHTa II0J0
BIAIIOBITHOCTI YMOB BHPOOHMIITBA JNiKAapCHKUX 3aCOGIB BEMOTAM GMP, Bumanoro
YIIOBHOBaXXCHUM OpraHoM Kpainu — wiena €C, Bemukoi bpuranii a6o xpainn, sika
Mae yroay Ipo B3aeMHe Bu3HaHHS 3 €C abo 3 YkpaiHoro.

SAxmo BHeceno mo 6asu mamux EudraGMP a6o enexTpoHHOro peectpy FDA
CIIA, 3asBHuK (IIpeACTaBHUK 3asBHMKA) HAJae PO3IPYKIBKY 3 Iii€l 6a3u gaHuxX Ta
Iepexia yKpalHChKOIO MOBOIO, y TOMYy 4HCli i3 momaTkamu (3a nHasgBHocti). Lli
MOKYMEHTH IOBUHHI OyTH 3acBiqueHi 3asBHIKOM (IPeICTABHUKOM 3asBHUKA);

5) xomist Jocke BHPOGHMUYO! ALThHHII (Site Master File) Ta ¥oro mepexnan Ha
YKpalHCbKy Ta/ab0 aHIWIHCEKY MOBY, 3acBiqueni 3asBHUKOM (IPEACTABHUKOM
3asBHMKA) (UL PE3WIEHTIB Ta HEPE3UICHTIB, 38 BHHATKOM BUPOOHUKIB, BUPOOHNY]
IIOTYXXHOCT] AKAX 3HAXOMATHCS Ha TepuTopii kpaiam — wrena €C, Bemkol bpuTanii
abo kpaiHw, fka Mae yrojy IIpo B3aeMHe Bu3Hanus 3 €C a6o 3 VYkpaiHomo);

6) 3acBiggeHa 3asBHUKOM (TIPEICTABHHKOM 3asgBHAKA) KOs 3BITY, CKIaE€HOTO
33 pesyNbTaTaMd OCTAHHLOI HEePeBiPKH, NPOBENCHOI YIIOBHOBAXEHHM OpTaHOM
kpainu — wiena €C, Bemukoi Bpuranii abo kpainm, ska mac Yromy Ipo B3acMHE
BusHaHHS 3 €C abo 3 VkpaiHO (IS Hepe3HIEHTIB, 38 BHHATKOM BUPOOHVKIB,
BUPOGHIYi IIOTY)HOCT AKMX 3HAXOIATECS HA TEPUTOPIi KpaiHy — diera €C, Bemrkol
bpuranii abo kpaiHm, sika Mae yromy mpo B3aeMmae BusHaHHS 3 €C aGo Ykpainoro).
Ipyn npoMy mepesipka moBMHHA GyTH NpOBeneHa He paHime HiX 3a 3 POKH 10
OJaHHS 3asBy; _

7) inpopmanis MO0 OCTAHHBOI HEPEBIpPKH, HPOBELEHOI 3a IIPOLETY POIO
npekBanigikanii BOO3 (3a massHocti). Ilpm mboMy mnepeBipka NOBEHHA OyTu
IPOBE/IeHa He paHillie HiX 3a 3 poku /0 TofaHHs a8y Ha Buady Ceprudikara abo
BuCHOBKY (SKIIO HeMae iHIMKX MOJaHUX 3asBHUKOM abo IIPEJICTABHUKOM 3asBHHKA
BL/IOBI/THAM YMHOM OOPMIICHHX KOl ObiifHIX TOKyMEHTIB BOO3);

8) MOBiJKa TIPO SIKiCTH MPOMYKIIii, IIO BUPOOJIIETHCSI, 3TiAHO 3 JOJATKOM 5 10
rporo Ilopsnky; _ :
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9) moBimKa Ipo pesyibTaTH MepeBipoOK BUPOOHWYO! MiMBHUIN, HpOBEIEHHXK
OpTaHaMH JIePKaBHOrO KOHTPONIO, 3a (OPMOIO 3riIHO 3 JOXATKOM 6 10 LIbOT'0
Ilopsnxy, mo 3asHayeHa B 3asBi Ha Brfady Ceprudikara (3assi Ha Bumagy
BucHoBKYy);

10) 3aranprmii mepemik HOMEHKIATYpH NPOAYKLii 3a (GOopMOI0 3rimHO 3
fonarkom 7 xo mporo Ilopaaky (3a dopmoro 1 — y pasi momanus 3asey Ha BHTAYY
BucHoBKy; 3a opmoro 2 — y pasi noxanss 3assu Ha Bunady Ceprugikara), B sKoMy
HABOMMTHCS MEPeliK JiKapchkuxX 3acoliB, sKi .3apeecTpoBami B VYkpaini . Ta/abo
3HAaXOMITECA B TIPOLECi peecTpanii/BHECeHHS 3MiH i BHPOGHHUNITBO SKHX BiKe
3miACHIOEThCS ab0 IIaHyeThCS 3AIMCHIOBATH Ha BHPOOHUYIH JiIpHUL, 0 BKA33aHA B
3asBi wa Bupady BucHoBky (3assi Ha Bufady Ceprudixara). Taxuii mepermik
IOZIA€THCS B MACEMOBIH OpMi Ta Ha eIeKTPOHHOMY HOCIT inbopmarii (paitn Excel).
Y pasi xonu 3asBHUKOM € BIACHWK JIeH3 Ha BHPOOHHITBO JUIsL BUPOOHUUOL
NLNBHHMIT, 3a3HaueHoi y 3asBi Ha Buaqy BucHoBky (3asBi Ha Bumady Ceprudikara),
Iepelik MOXe MIiCTHTH JiKapchki 3aco6m ogHOro aGo JEKIIBKOX BIIACHUKIB
PeECTpariiiHuX TOCBiA4eHb. , '

11) 3acBinueni 3asBHUKOM (HpexcTaBHEKOM 3asdBHMKA) Kolmis cepTudikara
JIKapCBKOTO 3aco0y T MiKHAPOIHOT Toprieni (certificate of a pharmaceutical
product), BUAAHOTO KOMITETEHTHIM OpPraHoM KpaiHu BEPOOHHKA JIIKapCHKOro 3aco0y
abo BIIACHHKa PeecTpamifiHOTO MOCBiTdeH s (3asBHUKA), a60 iHIIIM PEryIATOPHIM
opranom kpaiHu — unena €C, Bemukoi Bpuranii a6o KpaiHu, sKa Mae yrofy Ipo
B3aeMHe BU3HaHHs 3 €C abo 3 VkpaiHoto, Ha PHHKY SIKOT PO3MIIIEHO JIiKapChKHit
3aci6, i3 3a3HAYeHHSIM Ha3BH JOKyMeHTa Ta HAalMEHYBAaHHS KOMIIETEHTHOTO OpraHy,
0 HOTO BHIAB, JaTW BHAAui (Mt HE3apeeCTPOBAHUX JIKAPCHKUX 3acobiB, sIKi
SHaXOIATECA B IIPOIECI peecTparlii/BHeceHHI 3MIiH B Yxpaini), Ha3Bu Ta ampec
BHPOOHMYYX MiIBHHAID,

12) rapanriliauii nuct 3rigHO 3 MomaTKOM 8 ;

13) sacinueni 3assHMKOM (mpexcTaBHMKOM 3asBHEKA) Komil peecTparmiifmx
noceindens (marketing authorization), BUnaHux KoMmIeTeRTHIM opraHoM kpaiau €C,
YHIOBHOBaXXEHUH OpraH skoi BuiaB odiuilHut JoKyMeHT momo BiOBITHOCTI yMOB
BHPOGHMNTBA JIKAPCHKUX 3aCOGiB BHMOram GMP, abo BHIaHUX KOMIIETEHTHHMI
OpraHamy iHIIKX Kkpaid — unenis €C, Bemmxol bpuranii abo kpais, sxi MaroTs Yoy
IIpo B3aemHe Bu3HaHHA 3 €C abo 3 Yxpainoro (momaerses mms JIKapChKUX 3ac00iB,
BUPOOHMIITBO x0oua 6 ommiel cramil gKux 3HIACHIOETECS HE B KpaiHi — wieni €C,
Benuxoi Bputanii a6o B kpaiHi, sika He Mae yrozau npo B3aeMHe Bu3HaHHA 3 €C a6o 3
YKpaiHOI0, BKITFOYal0uH KOHTPaKTH] BHpOGHMYI JUIBHUIL);

14) sacBimueni  3asBHEKOM (HpexCTABHEKOM 3agBHHKA) Ta BHKJIALEHi
YKpaiHCBKOO Ta/ab0 aHTIIifcbKor0 MoBaME Jlocke BEPOOHMYO] JiTBHUII IS YCTAHOB
3 OTpUMaHHA INasMu Ta/a6o Jlocke BHPOGHMYO! mimbHHMII Ams MicIp 36epiraHus
ILIa3MH.

Y BHNAIKy, KO Oygb-iKi JOKYMeHTH i3 3a3HAYeHOro BHINE HepesiKy, sKi
nogano o Jlepxunikemy:xOu 3 METOW OTpUMAaHHS Ceprudikata abo BucHoBKy,
MICTATE KOHOiAeHNiNHY iHhopMaLriio, AKYy BHPOOHHK HE MOXE PO3KPHTH 3asBHUKY
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(upexcrapHuKy 3asBHUKA) B YKpaiHi, BUPOGHUK MOe HANICIATH Taki TOKYMEHTH
besnmocepeHBO [0 [epKIIiKeyKOm.

3. Ina  BUPOGHUKIB-PE3UIECHTIB HiJTBEP/DKEHHsS  BiMmoBimHOCTI YMOB
BUPOOHUIITBA JHKAapCBKHX 3aco0iB BuMoram GMP mMoxe 3milicHioBaTHCS
Hepxnikeiryx0010 3a pe3yibTaTaMy IIaHOBOI TICPEBIPKA OMEpKAHHS BiIIIOBITHIX
JILEH3IHHAX yMOB. 3a BIACYTHOCTI KPUTHYHMX TOpYIIeHL Ta/abo YHCIeHHHX (He
MEHIIe 6 y CyKymHOCTi, IO KOHKDETHHX JiKapCHKEX 3aco0ax a6o IIPOIECaM )
CyTTE€BHX IOPYIICHb BIiAMOBimHOCTI BHMoram GMP BAPOOHHYMX MiNbHUIE abo
OKPEMHUX JIIKAPCHKUX 3aC00iB B aKTi MIAHOBOL TIEPEBIPKHU IOJEPIKAHHS JTiLCH3IHHIX
ymoB [Jlepxmikcimyx6a BinmosinHo go posziny V mporo [Mopsinky Bunae ninensiaty
Ceprudikar nporsrom 30 po6odmx mHIB 3 IHS OTPUMAHHS Bifl HBOTO JIMCTA IOJIO
Bugadi Ceprudhikara i3 sarambHuM mepermikom HOMCHKJIATYPH IpPOAYKIii y
aIlepOBOMY BHITLIL Ta Ha eNEeKTPOHHOMy Hocil. JIMcT momaerhes mimenziaTom 10
Hepxitikemyx6u npotsirom 15 po6ounx muis micis IIPOBENCHHSI IJIAHOBO] IepeBipKU
JOJIepXKaHHs JTINeH3IHHNX YMOB.

Y pasi HaABHOCTI KPUTHYHWX MOPYLIEHb Ta/a60 YHCIEHHHX (ue meHme 6 y
CYKYIIHOCTI, TI0 KOHKPETHHX JHKapChKMX 3acobax aso IporecaM) CyTTEBHX
IOPYILIeHb BiAmoBimHOCTI BHMoram GMP BUPOOHHYMX MIBHUIE abo OKpeMux
JiKapChKUX 3ac001B, BUABIEHUX IIiJ 9aC OCTAHHBOI IUIAHOBOT HEPEBIPKY AOEPIKAHHS
JNeH3iHnX yMOB, Hepxnikcimyx6a mpuiiMae pillleHHS TPO BiEMOBY y BHmayi
Ceprudixata 3rigHo 3 posminom V mporo Hopsanxy. 3a HasIBHOCTI JOKYMEHTAIBHIX
MiITBEPKEHB TIPO YCYHEHHS KPUTHIHAX IOPYLIeHb Ta/ab0 duCiIeHHrX (He MeHIe 6
Y CYKYIHOCTI, IO KOHKPETHHX JHKapChKHX 3ac06ax a6o IPOLEcaM) CYTTEBUX
IOpyIIeHb BIiATIOBiMHOCTI BUMoram GMP BUPOOHWYUX JiNBHULE 2060 OKpeMHX
JKapCHKUX 3aC001B, BUABICHHUX i/l YaC OCTAHHBOT IUIAHOBO!L IIEPEBIPKH TOJEPKAHHS
TNEH3IHHNX YMOB, IIPOBOJHTHCS IHCTIEKTYyBAaHHS 34 MiCIleM IpOBaLKeHHS
BUPOOHUITBA (BUPOGHUYOI MiNLHUIN) HA MiAcTaBi IOJAHO] JIiIeH3iaToM 3asBu Ha
Bugauy Ceprudikara.

4.3adBa Ta MOKyMEHTH, IO AONAIOTHCSL [0 Hel, TIPUMMAIOTECS 33 OIIECOM
TOKYMEHTIB 3TifHO 3 mojatkoM 9 70 LBOro ITopsaky, Komis SKOTO BHIAETHCS
3asBHUKY (IIPeACTABHUKY 3asBHMKA) 3 BiIMiTKOIO PO ATy NPUHUHATTSA TOKyMEHTIB
HepxImiKcmy>k60¥0 Ta MiAmICOM BiMOBIiNaIBHOT 0COOH.

5. BigmoBigHa 3asBa T4  KOMILIEKT JNOKYMEHTIB  JUI  IiATBEpIKEHHS
BIALIOBiTHOCTI YMOB BHpPOOHMITBA TKapchKuX 3aco0iB BuMmoraM GMP, jmctm
3a4BHUKIB Ta/abo NpeNCTaBHUKIB 3asBHUKIB MOXYTh IIONABATHCA B €IEKTPOHHOMY
BUTIIS/L 38 HAsBHOCTI 3aIIPOBA/DKEHOTO eeKTPOHHOTO nopraiy Jlepaxmixciryx6u mis
MOJTAHHS TAKUX JOKYMEHTIB.

6. It mpoBeieHAs Ta60OpaTOPHOTO aHANI3Y AKOCT 3pa3KiB JIKapchKUX 3aco0iB,
eKCIePTH3,  IHCIEKTYBaHHS, BHKOHAHHA  OKPEMHX  BHIIB pobiTr  Tormo
HepxIIKemy)0010 MOXYTh 3alydaTHcs HiANPUEMCTBA, YCTAHOBH, OpTaHi3alii,
OKpeMi BUeHi Ta daxismi (3a ix 3r0J0I0).

7.Jln4  HepeswmeHTiB, sAKi He MaoTh odiriifaEx JIOKYMEHTIB  II[0II0
BiMTOBiTHOCTI yMOB BHpPOOHHIITBA JKapChKHUX 3ac00iB BHMOram GMP, Bunmanux
YIOBHOBaXXCHUM OpraHoM Kpaiunu — wieHa €C, Bemukoi Bputanil a6o Kpailau, sKa
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Mae yroly mpo s3aemHue BuszHaHH:A 3 €C abo 3 VkpaiHO0, JONaTKOBO 10 IPOBENCHHS
eKCIIEPTH3H JOKYMCHTIB 3MiHCHIOEThCS IHCIEKTYBAaHHS BHPOOGHULTBA (BupoGHIUOT
‘ JUTBHUIN) BiJIOBIIHO 0 posxiny IV nporo Hopsixy.

8.Ilpm mpoBemeHHi mixTBEpMKEHHS BiOBITHOCTI  YMOB BHPOOHHUIITBA
JKapchKuX 3aco6iB Bumoram GMP maroTh 6yTH 3a3HadeHi ycl IpoMixHI BUpOOHAYI
AUTBHAL (BKIIOYHO 3 KOHTPAaKTHHMH INUIBHULIAMEA), IO 3afistHi y mporieci
BUPOOHUITBA FOTOBOT'O JHKAPCHKOrO 3ac06y. Bei crapii BupoGHuITBA TiKapchKux
3ac00iB  (Hepo3dacoBaHA INPOMYKIsA, IIEPBUHHE Ta BTOPHHHE IIaKyBaHH,
ceprr(ikamis cepil) moBuHHI BifmoBimaty BumoraM GMP Ta MaTH. BiIOBinHI
Ceprudikary, Bumani 3rinHo 3 nuMm Ilopsankom, kpiM BHNAAKiB KOMM B KOMILIEKTI
JIOKYMEHTIB HaJ[aHi:

3aCBiNYeHi Ii/IIICOM Ta [I€YaTKOmO (34 HasBHOCTI) 3asiBHUKA ab0 IpeCTaBHUKA
3asBHMKA KOmii JOKyMeHTIB Ta X mepekiamu YKPAIHCBKOIO MOBOIO, 3a3HAYeHi y
OiMyHKTaX 2 Ta 4 OyHKTY 2 IBOTO pO3AiTy, — IS HIPOMDKHMX BHPOGHHUMX
AUTBHHIG, Y TOMY H9HCIi KOHTPAKTHHX, IO 3aisHi Y BHUPOOHHILTBI JiKapCHKOTO
3ac00y Ta pO3TallOBaHi Ha TEpPUTOPii KpaiHH — wreHa €C, Bennxol Bpuranii ao
KpaiHu, siKa Ma€e yroAy 1po B3aeMHe BusHaHug 3 €C a6o 3 YkpaiHoro;

3aCBi[YeHi MiIMCOM Ta mevarkoro (3a HasABHOCTI) 3asBHEKa a60 Mpe/ICTaBHUKA
3asBHUKA Komii JOKyMeHTiB Ta iX mepexiamu YKpaiHCBKOK MOBOIO, 3a3HAYEHi Y
minnmynkrax 2, 4, 6, 13 myHKTy 2 150T0 po3Liny, ~ IS IIPOMIXHUX BHPOGHHYHX
OUTBHHUIG, BKIFOYHO i3 KOHTPAKTHUMH BHPOOHHYHUMHE IiILHMIISIME, IO 3afisgHi y
BUPOOHUUTBI JIiKapchKOro 3aco6y Ta PO3TaIioBaHi mosa TEPUTOPIEIO KpaiHu — wiIeHa
€C, Benuxoi Bputanii a6o xpainu, sixa mae yrozy npo B3aeMHe BusHanHA 3 €C abo 3
YkpaiHoro. _

Hpu meomy Bupjaua Jepxiikcimy k600 OKpeMuX BHCHOBKIB JUIL TIPOMIiZKHUX
BUPOOHHYUX AUMBHUIG (BKIIOYAI0UH KOHTPaKTHI BUPOOHWYI HINBHHUIN), IO MArOTh
odinifiHi JOKyMEHTH MOXO BimmOBigHOCTI YMOB BUPOOHHMIITBA JIiKApCHKHX 3ac00iB
BaMoraM GMP, Bunani ynoBHOBaxkeHHM opraHom Kpainu — wieHa €C, Bemukol
Bputanii aGo kpaimm, sixa Mae yromy mpo Bsaemue BusHanHs 3 €C 260 3 Yxpainoto,
HE 3iACHIOEThCA.

9.1lpn mpoBemeHHI MiATBEpIKEHHS BimMoBiTHOCT YMOB  BHPOOHHIITBA
JNiKapCHKUX 3aco0iB - BuMoraMm GMP mus PE3UAEHTIB Ta HEPE3HAEHTIB 3 METOIO
orpumanHsi Ceprudikata abo BucHOBKY mmst ycTaHOB 3 OTPHUMAHHS IITa3MH Ta/abo
MicCIb 30epiraHHs MIasMy, BKIIFOYHO, SKIIO YCTaHOBH 3 OTPHUMAaHHS ILIa3MH Ta/abo
Mmicng 30epiraHHs IUTAa3MH € OPOMDKHAMHE BUPOGHHYMMH AUTBHHISAME 260
KOHTaKTHHMHU, B KOMILJIEKT] JOKYMEHTIB JI0 BiAIOBiMHOI 3agBH TOBHHH] 6YTI/I HamaHi
3a3Ha4YeHi y MiAMyHKTi 14 myHKTY 2 mBOTO posniny Jlocke BUpOGHIYOT MiTbHUIN [
YCTaHOB 3 OTpUMaHHS IuasMu Ta/abo Jloche BUPOGHMYO! MUTBHMIN IS Micub
30epiranHs IUIasMH, SKi CKIajeHi He Hi3HiIe, HDK 32 OICTh MicAmiB Bim maTu
MIONAHHS BiANOBiAHOI 3asBH HA OTPUMAHHS Ceprudikara a6o BucHosky.
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II1. Crpokn migTBepAKenHs BignoBignocTi YMOB BHPOOHHITBA JIiKAPCLKHX
3ac00iB Bumoram GMP

1. CnemianizoBana excrmepTusa, mo SKOi MOXYTh 3alydaTucst ¢axismi abo
ynosHoBaxeHi Jlepxutikciyx00i0 opraHisarii, TpoBOAUTECS 3 METOI0 CKJIa/IaHHS
BMOTHBOBAHOI'O BUCHOBKY ILIOJO IiITBEPIKEHHS BiMITOBITHOCTI YMOB BHPOOHUIITBA
JTKapChKUX 3ac06iB Bumoram GMP. '

CrenianizoBana ekcrepTusa 3a YMOBM HaJaHHs OQiNifHOro JMOKyMeHTa oo
BIJMOBITHOCTI yMOB BHUPOGHHITBA JIKapcekux 3acobiB BuMoram GMP, Bmmazoro
YIIOBHOBRXXEHUM OpPraHoM Kpalhu — uneHa €C, Bemukoi Bputasnii abo KpaiHu, sKa
Ma€ yroiy npo B3aemHe BusHaHH: 3 €C abo 3 VkpaiHoro, mpoBoauTses He Oinbre,
HiX 15 poGoumx pmHIB 3 matw peectpanii 3adBu Ha BHUAady Ceprugdikary abo
BucHoBKy, kpiM BumakiB:

1) anst mixapchKUX 3aco6iB, IPHU3HAYEHUX T IPOQiIaKTHKY, JIarHOCTHKH Ta
NiKyBaHHA TyGepKyJbo3y, BUI/CHIM, BipycHuX remarwTiB, OHKOIOIiYHHX Ta
pinkicamx (opdaHHMX) 3aXBOPIOBAHB, 4 TAKOX AU JTKAapCHKUX 3acobiB, ski
PEECTPYIOTECS B YKpaiHi 3a CIPOMIEHOO NpOLEAYpor0 peecTpauii 3rizHo 3akoHy
Yxpainu «IIpo mikapceki 3aco6m», — He GLbIE HiK 5 poGounx mHiB micms
peectpanii 3assu Ha Buuawy Ceprudikara (3asiBu Ha Bumauy BucHoBKy), y pasi
3a3Ha4YeHHs wiei iHdopmanii y momamiit 3assi Ha Bunady Ceprudikara (3assi Ha
BUIa1y BUCHOBKY);

2) s nikapcbkEX  3aco6iB, mo 33PEECTPOBaHi 32  IIEHTPATIZ0BAHOIO -
[pOUeNyporo €BPONEHCEKHM areHTCTBOM 3 MeIHIHHX npoxnyktis (EMA), ta mis
JIKapCHKHX 3ac06iB, Mo mpoiumm nponenypy npeksanidikamnii BOO3 Ta Bxiouesi
no mnepeniky BOO3 mpeksamidixosanmx JKapChKHUX 3ac06iB, — He Gimbme HiK 5
pobounx fHIB micis peectparii 3asBu Ha Bunady Ceprudikara (3assu Ha Bmmady
BucHOBKY), y pasi 3asHaueHHs miei inpopmanii y momamiit 3assi Ha BHJIaTy
Ceprudixara (3asisi Ha Bumauy Bucuogky).

B ycix inmmx Bunagkax crmemianizosana CKCIIEPTH3a MMPOBOAUTHCS He Oijblie,
HiX 20 poGounx mHiB. _

JUL iKapchKHMX 3aco6iB, IPH3HAYEHWX i IpOQINaKTHKY, IiarHOCTUKH Ta
MKYBaHHS TyGepKyJb03y, BUI/CHIJ], BipycHHX remaTHTIB, OHKONOIIYHMX Ta
pinkicamx (opGhaHHWX) 3aXBOPIOBaHB, IS JIKapChKUX 3ac06iB, MO mpoNmum
Ipouexypy mpeksamidikanii BOO3 Tta Bxmoueni 10 nepeniky BOO3
NPEeKBaIi(hiKOBaHUX JKapCBKUX 3acoGiB, a TaKOx JUL1 JIKapchKUX 3acobiB, ski
PCECTPYIOTECS B YKpaiHi 3a cHpommeHoro IIPOLEIPOXO  peecTpartii 3rifHo 3akoHy -
Yxpainu «[Ipo mikapcski 3aco6m» y pasi 3a3Hadenms i€l indopmarii y Bimmosinmiit
3asiBi crierianizoBana eKCIepTH3a 3T HCHIOEThCS [103a49€PTOBO.

- 2.I0lix 9ac mpoOBeNeHHS ClemiaTi3oBaHo eKCIepTH3u OepeTbes 10 yBaru
indopmariis momo pesynpraris IIPOBE/ICHHS IHCTIEKTYBaHb 3 GOKY Hepximikciyxon
JaHOI BHPOOHWYOI MIIBHHUIN 3a IOIePE/IHI POKH, KpiM BHIAZKIB, SKIIO 1A
indopmanis Bxe Gyna mpemverom nepeBipku 3 Goky [epxmikcnyx6u, a Takox
HASABHICTb JOKYMEHTaIbHUX [TiTBEPIKEHD YCYHEHHST KDUTHYHHUX, CYTTEBHX Ta
HECYTTEBHUX IIOPYLICHE, BCTAHOBICHNX JlepiIIiKemy k60r0 iy gac mux iHCIeKTyBaHb
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Ta/ab0 IIaHOBOI Ta/abo MO3AIIAHOBOI ePEBIPOK NOMEPKaHHS JTILEH3IHANX YMOB
(ms1 pesunentis), indopManis oo BUJTYHEHHS 3 00iry B yCTaHOBIEHOMY TOPSIKY
Cepill JiKapcekoTo 3acoly, sKi BHPOGISUIACH HA MaHii IIBHUIN, 10 [OB’s3aHi 3
AKICTIO JIIKapCHKOro 3aco0y.

3a HeOOXiZHOCTI Tiff YaC NPOBEAEHHA EKCIIPTH3H Hepxnikenyx600 Moxe
OyTH HaIpaBleHHMIi BiANOBITHMI 3aIIUT 10 KOMIETEHTHOIO OpraHy KpaiHu — 4jeHa
€C, Bemukoi bputanii a6o kpairu, sixa mae yrozy nupo B3aemue Bu3HaHHSA 3 €C 260 3
YKpalHOIO Iisl 3’SCYBAHHS NHTAHb, 1[0 BUHUKIM TiJ 9ac IIPOBEJECHHSA EKCIIEPTU3H,
PO IO HOBIOMIISETECS 3asgBHUK (IIPEICTABHUK 3asBHEKa) mpotsirom 10 poGounx
JHIB Bil JaTH HalpaBIeHHS 3aruty. Yac, notpiGHuil mis OTPHMAaHHS BIJNOBINI Ha
3alliT, HE BKIIFOYAETRCS IO CTPOKIB MPOBEACHHS CIIEIiali30BaHOT EKCIIePTHU3H.

3. Y pa3i HEKOMILIEKTHOCTI IOKYMEHTIB, Ta/a0o HEBIATIOBITHOCTEH, BHSBICHIX
HiJl 4Yac IIPOBENEHHS CICI[ali30BaHo] CKCIIEPTH3H, BHUMOTaM I60r0 [lopsmky
AomaHux jgo 3asBu Ha Bumauy Cepruodikara (3asBu Ha Bumady BucHOBKY)
AOKYMEHTIB 3as{BHUKY (LpPE/CTABHHKY 3asBHHKA) HAMACTHOS IPO He ITHUCHEMOBE
nosimomneHrs. Yac, HeobXimmuit s YCYHEHHS 3adBHUKOM (IIPEICTaBHHKOM
3asjBHUKA) BUSBIEHNUX IIOPYNTEHb Ta/abo IS HATaHHS HEOOXiTHWUX OKYMEHTIB, He
BKJIFOYA€THCSI IO CTPOKIB ITPOBEAEHHS CIIeHiaTi30BaHOT EKCIIEPTH3H.

4. Slxmo 3asBHUK (IpemCTaBHUK 3asBHuKa) MpoTsiroM 30 po6ounx MHiB mcis
OTPUMAHHS TOBiIOMJICHHS HE yCYBa€ BHSABJCHI nopymenss abo He Hamae
HeoOXiTHOro KOMIUTEKTY JOKYMEHTIB BifilIOBIAHO 0 BHMOT. I[EOTO Iopsinky, 3assa
Ha Bupmady Ceprudikara (3asBa Ha BUJa4y BHCHOBKY) 3a pimeHHsIM, sxe
0QOpMIILETECS  HaKa3oM Hepximikcayx6u, s3amumaerses  Ges posmany (i3
3a3HAYCHHSAM  TPUYMH), 0po mo JlepITiKcayx6a MOBiIoMIsE JasiBHHKA
(mpencraBHuKa 3asBHEKA). Y pasi  HeobximHOCTI mpomoBXUTH CTPOK HaJIaHHA
HeoOXifHOI indopmarii 3assEuK (TpencTaBHUK 3asBHWKA) NOBHHEH HazaTu
BiZIOBifHE OGIPYHTYBaHHS IPHIHHH i HEOOXiZTHOTO HOMy HOaTKOBOTO CTPOKY. .

5. Y BHIaKy, KIIO yMOBH BHPOGHHIITBA JLKapChKUX 3aC00iB Ta KOHTPOIIO iX
AKOCTI OyJH IpeAMEeTOM iHCIIeKTYBaHHS 3 6oky JlepamikciysxGu 3a momepesi pOKH,
HAaCTyIIHE IHCIIEKTYBAHHSA 3iMCHIOCTHCS Y pasi, fKIO € JOKyMeHTaibHi
MATBEP/UKEHHS YCyHEHHS KPHTHYHHX, CYTTEBHX T& HECYTTEBHX IIOPYIICHb,
BCTAHOBJICHHX ITiJ] 9ac ImoIiepeqHbOro(ix) iHCTIEKTyBaHHSA(HE).

6.1lin wac ckiajaHHA IIaHy Ta IPOIPaMy  IHCHEKTYBAHHS BPaXOBYETHCH
HEOOXIIHICTE NePEeBIPKU yCYHeHHs KPHTHIHAX, CYTTEBUX Ta HECYTTEBUX IOPYIIEHD,
BCTAHOBJICHHX  IIA 49ac  momepenHporo(ix) iHCIIeKTyBaHHS(HB) 3  GOKY
Hepxuikcmyx6u 3a momepemni poxu YMOB BHpPOOHHIITBa JIIKAPCHKHX 3acOBiB Ta
KOHTPOJIIO 1X SKOCTi, KpiM BHOAJKIB, SKIIO It indopmarnis Bxe 6yma npeamerom
IIepeBipKH 3 60Ky JleprImiKciy 6.

Komii mmamy rta mporpamu iHCIIeKTyBamHs,  sKi IIOT'OKYFOTHCS
Hepxrikenyx60r0, HamcumaioTscs  3a MICIIe3HAXO[KEHHAM  3asBHHKA 260
MpeJICTaBHUKA 3asBHUKA Yy CTPOK He mi3Hime Hix 3a 10 pobouux nHIB M0 maTu
NOYaTKy IHCIIEKTYBaHHS, y TOMYy 9YHCH y pasi NMOBTOPHOIO IHCTIEKTYBaHHS 32
3BEPHEHHSIM 3asiBHUKA 3 METOIO [IEPEBIPKH YCyHEHHS MOPYINEHb, BUSBIIEHUX MiJ Yac
IONEPEIHBOTO {HCIIEKTyRaHHS.
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Y pasi HasBHOCTI OGIPYHTOBAHMX 3ayBaXKEHD 3 00Ky 3adBHEKA IIOAO0 y9acTi B
IHCIIEKTyBaHHI OKpeMHX iHCIIEKTOpIB Iii 3ayBaXEHHS ITOBHHHI OyTH Hagmiciai 1o
Hepxmikeyx6u He misHile Hix 3a 5 THIB 10 MPOBeTeHHS IHCTIEKTyBaHHS 3 METO0
iX ypaxyBaHHS. ‘

7. CTpOK IpOBe/leHHs! iHCIIEKTYBAHHS 33 MiCIIeM IPOBA/DKEHHS JISTBHOCT] Mae
CTaHOBUTH He Oinpmie 15 poGounx mHiB.

8. CIpoK CKmajaHHsA 3BiTy 3a pesysbTaTamMu iIHCIIEKTyBaHHA BHPOOHWIITBA
CTaHOBHUTH He Oinmbirie 10 poboUMX AHIB 3 1aTH 3aKiHUCHHS IHCTIeKTyBaHH.

9. JIabopaTopruit aHani3 sxocti 3pasKis JKapCHKUX 3ac00iB, mo Gym BixiGpai
Y [POBEACHH] iHCIIEKTYBaHHS, IPOBOIUTECS B CTPOK He Ginmbie Hix 21 poGoumit
ACHBb 3 IHA HaAXO/DKEHHS BiliOpaHWX 3paskiB 70 aTecTOBaHOL naboparopii 3a
HampaBneHHAM Jlepxutikenmy:k6l a6o B  CTpoK, nepenOadeHuit  BiAIOBi THUMME
METOaMU KOHTPOJIO SIKOCTI JIIKapCHKHUX 3ac06iB BEPoOHMKA. IIpn npomMy HassHicTE
HeOOXIMHMX CTaHAAPTHUX 3pasKiB 3abesnedye 3asBuuk. Yac, mOTPiGHMIH 3asABHUKY
s 3a0e3leueHH s CTaHJapTHEMHE 3Pa3KaMy, He BKIIOUACTECS JIO0 CTPOKiB BUKOHAHHS
n1abopaTOPHOTO aHaIi3y. :

Binbip 3paskiB Jikapcekux 3aco6iB, o IJIAHYIOTBCA 10 TPOMHMCIIOBOTO
BUITyCKY Ta 3HAXOAATBCS Ha CTafll AepxKaBHOI peecTpamil, He 3iHCHIOeTECS.,

10. Posrman Jepxiikenyx6omo0 Ha pobGodomy 3acimanui 3BiTY, CKIameHOro 3a
pe3yibTaTaMy iHCHEKTYBaHHS, 3 METOIO #oro omiHkm Ta O6GIPYHTOBAaHOCTI
BUKIIaZICHUX y HbOMY TIOPYIIEHb 3/iHCHIOEThCS He TisHime 10 pobounx mHiB Bif
laTH HOTO CKIafaHHA. Y pasi HasBHOCTI HaJAHOTrO 70 JIepKITiKCIy:x01 ITUCEMOBOTO
3BEPHEHHS 3 OOIDYHTOBaHHMM 3ayBa>KCHHSIMHE 3 00Ky 3agBHHKa Ta/a60 BHPOGHMEKA
INONO IIPOBEACHOTO IHCIEKTYBAHHS, Yac, HeoOXimuwit mis POy, pe3yIbTaTiB
iHCIIeKTyBaHHS, MOXe GYTH IIPOJOBKEHO 70 3aKiHYEHHS PO3IIIIAY [UX 3ayBa)KEHB,
IO CTaHOBUTH He Oimpme 15 pobGoumx nmmis 3 JaTH iX HaIXOIUKEHHS IO
Hepxrikemyx6u, Ko He HOTPeOYETHCS TOJATKOBHIL Uac 3asBHAKY/BUPOGHHAKY It
Ha/laHHs HEOOXiTHUX MMCHMOBHX BiZIOBI/EiL.

11. ITucpMoOBe HOBimOMIEHHS IMIOIO HeMOXMuBOCTI Bupaui Ceprudikara abo
BucHOBKY cTaHOBISTH He Ginbme 10 pobounx nHIB micis TIPUAHATTS BiIIOBITHOIO
pimerns Jepxiikcmyx6oro. Yac, NOTpiOHuH 3asBHUKY )11 yCYHEHHS 3ayBaXKEeHb 3a
Pe3ynbTaTaMH  CICialli30BaHO!  eKCIEpPTH3H, posrisany  Jlepsxitikciryx 600
[IMCbMOBOTO ~ 3BEPHEHHA 3asBHMKAa Ta/a0o BHPOGHWKA 3 OOIpyHTOBaHUMH
3ayBOKCHHAMU IIONI0 MPOBEICHOTO iHCTIekTyBaHHs (y pasi HOro HAMXODKEHHS Ticis
POSIVLSIAY PE3yNbTaTiB IHCIEKTYBAHHS), He BKIIOYAETECS 1[0 CTPOKiB 0(hOpMIIEHHS Ta
Bujadi Ceptudikara aGo BucHOBKY. : : ,

12. ITpoekr Ceprudikara a6o BucnoBKy 3 Bianosigaum TIEPENIKOM JIIKAPCEKHAX
3ac00iB HaZICHNAETHCS €NEKTPOHHOIO MOIITOIO abo axcom 3agBHHKY (IpeaCTaBHUKY
3asBHIKA) 3 METOIO HOr0 IIOTOMKEHHS. 3asBHUK (IpencTaBHUK 3asBHMKA) 3aCBIIUyE
HIAIIFCOM HpoeKT'CepTHQ)iKaTa a6o BucHOBKY 3 BinmoBimumm MEPEIIKOM JTIKapCHKHX
3ac00iB Ta Hamac Horo mo Hepxnikemyx6u. Yac, HOTpiOHMIT 3asBHMKY JId
norojkents npoekry Ceprudikata aGo BucHOBKY 3 Bimmopimmmm HEPEIIiKOM
MKApCBKUX 3aC00iB, He BKIIOYAETHCS 10 CTPOKiB OoOpMIEHHS Ta BHEadi
Ceprudixara aGo Bucropky.
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13. Odopmienns BHeceHHSA 3MiH 10 Bucrosky, Ceprudikara a6o mepemiky
JIKapChKUX 3aco0iB 10 BucHOBKY un Ceprudirara abo ix mepeodopmiIeHHS
3M1ACHIOIOTBCS Y TIOPSIKY, BU3HAYEHOMY IIYHKTOM 11 posainy V mporo Iopsaky, y
CTPoK He Ginbme Hix 15 po6ounx amiB. Yac, TOTPiOHMI 3asBHUKY (IpeACTaBHAKY
3asBHYKa) U1 OTODKCHHS POEKTY 3MiH [0 Ceprucikara, BrcHOBKY a6o meperiky
IIKapCHKUX 3aC061B, He BKIIOIAETHCS IO CTPOKIB X odopMIIeHHS Ta BUAAYl,

14.'Y pasi HasBHOCTI 3aIPOBaIKEHOTO ETEKTPOHHOTO noprany Jepxiikciyxou
iHhopMyBaHHS 3 Goky JepxKITikciyx6u 3asBHEKA (tipencraBHuKa 3asBHEKA) aGo

BUPOOHWKA, HANAHHS BiIMTOBIMHHMX BiNOBinel Ha 3ayBaKeHHS 3 00Ky 3asBHHKA

(mpencraBHmKa 3asBHHKA) a6o BUPOOHVIKA, HalaHHS IDIAHY Ta IIpoTrpaMu
IHCTIEKTYBaHHSI, 3BiTy 3a pesyibTaramu iHCTIeKTyBaHHs, BHAada aGo BigMOBa y
Bunadi Ceprudikary a6o BHCHOBKY TOIIO 3iHCHIOETCS B CIEKTPOHHOMY BHTJISI.

IV. Hopsixok nposenenns incnexTyBanns Ha BiNmoBiAHICTHL YMOB
BHPOOHHMNTEBA JiKapchLKuX 3aco6iB Bumoram GMP

1. IncriexTyBaHHA 3iHCHIOETBCS 3 METOIO OLIHKH BiamoBimHOCTI YMOB
BUPOOHHITBA JIIKAPCEKHX 3aC00IB YAHHAM B Vkpaini Bumoram GMP,

- 2. 3a pe3ynbTaTaMM IpOBeIEHOT cHenianizoBanol C€KCHEPTHU3H HE I3HIIe Hij
qepes 5 poboumx mHIB micns ii mpoBemeHms 3asBHUKY (IpenCTaBHUKY 3asBHHKA)
HaJCUIIAETECA TOBIMOMIIEHHS IOJO HeOoOXiTHOCTI IpoBeeHHS IHCIIeKTYBaHHSA Ta
HajaHHs 1o [Hepxitikenyx6u iHbopManii mpo mpomoHopami 3 Ooxy 3asBHuKa
(mpencrapyKa 3asBHUKA) CTPOKH [IPOBEACHHS iHCIIeKTyBaHHSL.

A mikapceKux 3acoGiB, MpU3HAYEHEX IS npodilaKTUKY, NiaTHOCTWKH Ta
JIKyBaHHS TyGepkymsosy, BIJI/CHIJI, BIDYCHHX TeNaTHTIB, OHKOJIOTIYHHX Ta
pinkicEmx (ophaHHMX) 3aXBOPIOBAaHB, IS JIKapchKuX 3aco6iB, MO IpoRmum
IponeRypy mnpeksamigikamii BOO3 Ta Brmoueni o mepeniky  BOO3
IPeKBai()iKOBaHUX JIKApCBKUX 3ac0GiB, a TaKOX AT JTKapChKHX 3acobiB, fKi
PEECTPYIOThCA B YKpaiHi 32 CIPOIIEHO HPOLELYPOIO peectpartii 3rigHO 3akomy
Yxpainn «I1po mikapcski 3aco6m» y pasi sasnagenms niel indopmanii y Bigmosiamiit
3asBi iHCHEKTyBaHHA 3iliCHIOETBCS I10339eProBso.

Y pasi HeHamaHHS 3aABHUKOM (mpencraBHUKOM 3agBHUKA) BIQIOBI MO0
IPOTIO3UIKA 10 TPOBEICHHS IHCIIEKTYBaHHS MpPOTATOM TPbOX MICAIIB 3 [aTH
BiITPaBIIEHHS TAKOTO IIOBIXOMIICHHS 3asBHUKY (TIpeNCTABHUKY 3asBHHKa) 3asBa Ha
Bunady Ceprudikata (3asBa Ha BHmauy BucnoBky) 3a pimenmsM, ske
OQOPMITIOETECS  HaKa3oM Hepxmikcayx6u, 3amumaetses  6e3 postisany (i3
3a3HAYCHHAM IPUYHH), IPO IO MHCHMOBO MOBIIOMIISETHCS 3asBHEK (mpencraBHuK
3asBHUKA).

Y pasi HajaHHS 3asBHMKOM (IIPEACTABHHKOM 3asBHEKA) 6e€3 3a3HAYECHHS
00’€KTMBHUX IPUYWH HPONO3HIIH IIOH0 IPOBEJICHHS {HCTIEKTYBAHHS y CTPOKH, IO
IICPEBUINYIOTh INICTh MICALB 3 HaTh BIITIPABIIEHHs TIOBiTOMIICHHS 3asBHUKY
(upencraBruKy 3asBHmKa), SasBa Ha Banady Ceprudikara (3asBa Ha BHpauy
Bucnosky) 3a pimenmsaMm, ske OhOPMITIOETECA  HAKa30M Hepxitikcirysx0u,




15

BaJMIIAETRCA  0€3 pO3rNAfmy, PO IO MHCEMOBO MOBLMOMIIETBCS 3agBHIK
(upencTaBHUK 3asBHHKA). . ' -

Ilpu BpaxyBamHI JlepXIiKCIYXG00 HATAHUX 3asBHAKOM (IpencTaBHUKOM
3asBHIKA) 06’ €KTHBHUX MPUIHH IHCTIEKTYBaHHS MOXe GYTH IIPOBe/IeHO y CTPOK He
OibIlIe OHOTO KaleHAapHOTO POKY BiXl JaTH MONAHHS no [depxitikcmyx6u 3asBu Ha
Busiady Ceprudikara (3asBu Ha Bumady BucHOBKy). V pasi He mpoBemeHHS TAaKoOro
IHCIIEKTyBaHHS 3asBa Ha BHIAUY Ceprudixara (3asa Ha Bumauy Bucrosky) 3a
pilleHHAM, sKe OQOPMIOETECS HAKA30M Hepxmikcmyx0u, 3alumaeTocst 6e3
POSTIIALY, TIPO INO MMCEMOBO OB HOMIISETECS 3assBHUK (IPEACTABHIK 3asBHUKA).

3. 3a HeoOXximHOCTI mix dac cmemianizoBaHol SKCIIEPTHU3H IHCIEKTOPH MAIOTh
IIPABO O3HAMOMHTHCS i3 peecTpalifiHuMu MaTepiaiamu Ha 3apeECTPOBaHI JTiKapChKi
3ac00u Ta/abo Ha JIKapCEKi 3ac06H, IO HOMAIOTHCS Ha AepKaBHYy peecTpariiro abo
IIpH BHECEHH] BiINOBIAHUX 3MiH 10 peecTpaniifHuxX MaTepialiB Ha 3apeecTpoBani B
YKpaiHi JiKapceki 3aco6W, MpO INO NOBiMOMISETBCS 3asBHHKA (mpencraBHuKa
3asgBHuKa). CroemianizoBaHa CKCIepTU3a MOXe OyTH IONOBXKEHA Ha wYac, K@M
HeoOXinuuii 3agBHUKY (npencraBHUKY 3asBHWKA) 3 METOMO HaJIaHHA TaKux
AOKYMEHTIB, SKIO NpO Ii¢ HANAHO IIHCHMOBE 3BEpHEHHA 3 OOKy 3asBHWKa
(pencrapumka 3asBHuKa). PeecTpariiini MaTepialii MOJAThCS 110 Hepxixemyx0ou
3 CYNIPOBIAHUM JIHCTOM.

Y pa3i HewamaHHA 3asgBHIKOM (IIPEeCTABHHKOM 3asBHUKA) 3a3HAUCHUX
peecTpariifinux MatepialiB y CTpoKH, mo TEPEBHUIIYIOTh IIICTh MICAILiB 3 HATH
Bi/lIpaBIIeHHSA OBiTOMITEHHS 3asBHUKY (TIpeiCTaBHIKY 3asBHUKA) TIPO HEOOXiIHICTE
X TONAHHA 3 METOI0 3aBEepINCHHS CHel[ai30BaHO! CKCIEPTU3U Ta IOHAIBIIOTO
iHCIIeKTyBaHHA, 3asBa Ha Bufady Ceprudikara (3assa Ha BUaady BucHOBKY) 33
pilleHHAM, sKe O(OPMIOETECS HAKA30M Hepxmikemyx6u, samumaetncs  Ges

POSTIIAAY, IPO IO MUCEMOBO IOBIAOMIISIETHCS SasBHIK (upencTaBHEK 3asBHUKA).
' 4. IHCIIeKTYBaHHS 3/ifCHIOETBCS Y TAKAX BUIAIKAX:

Y pasi sBepHeHHs 3asBHYKA (TIPeCTABHAKA 3asABHUKA);

JUIsl HEPE3UIEHTIB, SKi He MaioTh odIMifHIX OKyMeHTIB om0 BiANOBiTHOCTI
YMOB BHPOGHHIITBA JKAPCHKHUX 3ac0OBiB BEMOTaM GMP, BHIaHNX yHOBHOBaKEHMM
OpraHom Kpainu — 4wiena €C, Bemukoi Bpuranii a6o KpalHH, fKa Ma€ yrogy Ipo
B3aeMHe BU3HaHHA 3 CC abo 3 VkpaiHoro;

Yy pasi BIICYTHOCT] Komili peecTpariiiimx nocBiguens (marketing authorization),
BH/IAHMX KOMIIETEHTHHM oOpraHoM kpainu €C, yHoBHOBaeHwmit OpraH sKOi BHJaB
obiniiauii JoKyMeHT moo BixmOBigHOCTI YMOB BHPOOHHIITBA JIKapCHKUX 3ac00iB
BuMoram GMP, a6o BuiaHUX KOMIIETeHTHIMH OpraHamy iHImMX Kpaid — wienis €C,
Bemukoi Bputanii a6o xpain, sxi MaroTs yroxy mpo B3aeMHe BuzHaHHA 3 €C abo 3
VYkpaiHoro (TogaeThes . st JIKapChKUX 3aC00iB, BUPOGHHUITBO X0ua 6 ommiel cramii
AKHX 3AIACHIOEThES He B Kpaini — wieni €C, Beymkol bpuranii abo B kpaiHi, sxa ne
Ma€ yroam mpo B3aeMHe Bu3HaHHS 3 €C a6o 3 YKpaiHoto, BKTIOYAI0OYH KOHTPaKTHi
BUPOOHWYI JiTbHHUIT).

Y Pasi HEMOXIIMBOCTi BCTAHOBIEHHS y 3BiTi, CKIaJICHOI'O 34 pe3yJIbTaTaMU
OCTaHHBOI IIEPEBIPKH, IPOBENEHO] YIIOBHOBAXKEHHUM OpraHoMm KpaiHu — w@wiena €C,
Benukoi Bpuranii a6o kpainm, ska mae yromy mpo B3aemHe BusHaHHI 3 €C abo 3
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YkpaiHoto, imopmanil moxo miKapceKmX 3aco6iB, ki Oymu mpemaMeToM
IHCIIEKTYBaHHs, B TOMy 4uCIi iHdopMaIii mono BrpoGHIamx IIOTYXKHOCTEN, HA SIKHX
3IIACHIOETECS BHPOGHHUITBO Ta sKe 6yI0 IpemMeToM 1HCIIEKTYBaHHS, HAasSBHOCTI
po30ixHOCTeH y 3BiTi Ta Jocke BUpoGHMUOT Aimprmmi (Site Master F ile) Tormo;

y pasi Binvosu y sumadi Ceprudixary -aGo BHCHOBKY 3a pe3ymbTaramu
OCTaHHROTO  iHCHEKTYBAaHHS, IIPOBEAEHOrO *JlepKITiKCIyX6OK 3TiHO IBOro
Hopsinky, Bupo6GHHYOI mimbHHULI, MO TOAAcThCA y Sassi Ha Bupaay Ceprudikary
(3as1Bi Ha BunaTy BUCHOBKY) 3 METOIO IIiATBEPKEHHS BiHOBIIHOCTI YMOB BEMOT'aM
GMP; "

¥ Pasi NIPUAHATTS PillleHs 100 BULYHIEHHS 3 06iry B YCTaHOBIEHOMY HOPSAKY
Cepil Jikapchkoro 3acofy, siKi BUPOOISIINCh Ha MaHiil MiNBHWIN, M0 OB s3aHi 3
SKICTIO JiKapchKOro 3acoby; ' ‘ '

Y Pasi BCTAHOBIEHHS IIiJl Yac IIPOBENEHHS eKCIePTH3H MOAHHX JIOKyMEHTIB
OSHAK KPUTHYHMX IopymeHb BAMor GMP (30kpema, MOXJIHMBICTH BHPOGHHLITBA
JKapCHKUX 3aC06IB KPUTHYHOTO PiBHS PHU3UKY Ta/ab60 JIKapChKUX 3ac00iB BUCOKOTO
CTYIICHS PH3MKY Ha ONHMX i THX CaMHUX BUPOOHMYHX JiHisx abo ix BHPOOHUITTBA B
YMOBAX, IO MOXYTb NPHU3BECTH JO IEPEXPEcHOi KOHTaMiHalii, a60 BHPOGHUITEO
X JiKApCHKUX 3aCO0iB He BifIOBifae BCTAHOBIEHUM B YKpaiHi BEMOram ToIo),
BHACIIJOK YOTO BHUPOOHMIITBO MOJXKE OyTH BW3HAHO TaKuM, IO He BiTIOBIzae
BumoraM GMP, abo o3Hax BUpoGHUITBA hambcudikoBaHmx JiKapCBKUX 3aC00iB.

5. Jlnst 3nificHeHHs IHCIEKTYBAaHHS, eKCIIEPTH3, BUKOHAHHS OKpeMHX poOiT y
cthepi migTBEpIAKEHHS BiJITOBiAHOCTI, BUBYEHHS OKpEMHX IHTaHb, SKi BUMAraioTh
CIeLialbHUX 3HaHb, JlepiIikcmyx6a Moxe 3ajly4aTH YTOBHOBAXEHI opraizarii,
YIeHUX Ta (PaxiBIiB (3a iX 3ro/010). ~

6. IncrieKTyBaHHS 3AIMCHIOETECS BimmOBiAHO 10 3aTBEPIKEHUX IUIaHY Ta
IPOTPaMy  iHCIEKTYBaHHA, J¢ BU3HAYEHO MeTy, O6'€KTH, NATH . IIPOBEICHHS
IHCIIeKTYBaHH, NPU3HAYEHO iHCTIeKTOopa abo rpyny incmekropis. Komii miany Ta
IIPOrpaMy IHCIEKTyBaHHS HaJaOThCS 3asBHHKY abo MPEJICTaBHUKY 3asBHUKA aGo
HAJICHIIAIOTECS (haKcoM, IO 3a3HAYEHWH B 3asBi Ha Buady Ceprudikara (3asBi Ha
BA/ad9y BuCHOBKY), a6o B ckaHOBaHOMY BHIIISi EIIEKTPOHHOIO TIOIITOI0 33
MICIe3HAXOMKEHHAM 3asBHUKA (IIpe/CTaBHHUKA 3asgBHHKA) Y CTPOKH, BH3HAYEHI
posnimom I nsoro Iopsaky. ' ’

Ipu cknananmi mwiaHy Ta nporpaMu iHCIIEKTYBaHHS BPaxOBYIOTECS iH(GOpMALTis
IIO/0 Pe3yJIBTATIB MPOBEICHHS IHCIEKTYBaHb 3 GOKY Hepxiikcimyx6u, y ToMy guci
TIPH 3a7Ty9eHH] YIIOBHOBa)XEHHX OpraHizauil, yqeHux ta Gaxiblis, qaHOl BAPOOHUYIO]
AUTBHHIL 33 IONEpeNHi POKM Ta HAIBHICTD JOKYMCHTAIBHUX ITiATBEPIKECHD
YCYHCHHS - KPUTUYHUX, CYITEBHX Ta HECYTTEBHX IOPYIIEHb, BCTAHOBJICHHX
JlepILKCIy*00i0 Iix 9ac UUX iHCIeKTYBaHb. IlepeBipka ycyHeHHA NOpyIICHB
IOBUHHA OyTH BKIIOYeHA N0 IUIAHY Ta MPOrPaMH iHCTIIeKTyBaHHSI, KpiM BHITaJKiB,
AKIIO I iHopMaris Bike Gyia IpeIMeToM MepeBipKH 3 6oky Jdepxirikciyx6u.

IInan Ta mporpama iHCIEKTYBaHHS OBHUHHI OXOITIOBATH BHPOOHUYI 30HH, 30HA
KOHTPOITIO AKOCTI, Y TOMy 9HCIi IIPH 34ifCHEHH] KOHTPOIIO SKOCTI 32 KOHTPaKTOM
(10roBOpOM) aKTHBHEX (apMaleBTHIHMX IHIPEicHTIB, IpoAyKmil «in-bulky», cramii
ceprrdikanii cepii Jmikapchkux 3aco6iB Ta FOTOBHX JKapChKHUX 3ac00iB, CKIIANCHKi




17

30HH, y TOMy 4YHCIi IIPM KOHTPaKTHOMy 30epiramsi (3a JIOTOBOPOM) CHPOBHHH,
IaKyBaJIbHUX MarepiaiiB, mpoxaykiii «in-bulk» Ta rorommx JIKapchKUX 3ac006iB
TOIIIO.

7.1lix  9ac iHCHeKTYBaHHS iHCIIEKTOp Mae dikcyBatn  (axtu, MmO
ILATBEP/KYIOTh BiJIOBINHICTE YMOB BUPOOHMLTBA JKAPCHKUX 3aC00iB BUMOTaM
GMP, a Takox BusABIEHI B XOi iHcneKkTyBaHHs mopymeHEs GMP. iz wac
NPUCBOEHHA  KIACH(iKalii BHABICHOMY IIOpYIICHHO iHCHIeKTOp  IIOBHHEH
KOPUCTYBATUCA alrOPUTMOM, BUKIaJeHUM Yy moiatky 10 mo mporo Ilopsaxy, ne
HaBEJCHI, K TPUKJIANF, HalOLIBI THHOBI NOPYITIEHHA, AKi BUSIBIIAIOTBCS ITiJ{ 94aC
iHCIeKTYyBaHHs, Ta X MOXJIHBA KTacHQiKalis, BUXOISYM i3 OIHKH PHU3WKIB s
nanienra. Jlanuii nepenik He € BUYEPIIHAM Ta 38 HEOOXiTHOCTI MOXKYTh OJaBaTHCS
JOJaTKOBI MOPYIIIEHHS.

8. SIKIo Ha BUPOOHMIITBI, ske iHCIIEKTyeThCs, BHITYCKAIOThCA JIKapChKi 3acobm
BUKIIOYHO HHU3BKOTO DIiBHS DH3HKY, TO BHABICHHM IIOPYLICHHSM, BPaxoBYIOUH
aJITOPUTM 3TifHO Aonatky 10 no uporo IMopsaky, 3a3pmuait Kiacu(ikarisi KpETHIHIX
TOpYIICHb HE IPHUCBOIOETBCA. [T Takux BHPOGHULTB A0 KPHUTHIHEX IIOpPYILIEHB
MOXYTb OyTH BiJHECEHi TibKM BHHSTKOBI CUTyaIlii, Taki SK: HABMMCHA niagpooKa,
BUKPUBICHHSA NaHUX, Qanbcudikamis mpomykmil aGo nammx; IIHPOKO IOIIMPEHE
nepexpecHe 3a0pyIHEHHS; 3apakeHHs/iHBazis a60 aHTHCAHITapis.

Ilpy nipsumenni y 3Biti xnacubixarmii IIOPYIIeHb, fKa € BiAMIHHOIO Bin
aIrOpUTMY 3TiHO gomatky 10 1o 1BOro Iopsanxy, iHcmekTopoM Mae OyTH
LIPSNICTABICHE HANI)KHE OOIPYHTYBaHHS IIi IBUIICHHS Kiracugikarrii. ,

9.1lpy BHABNEHHI B XO/i iHCHEKTyBaHHS KPUTHYIHUX MOPYIUEHb, B TOMY YHCIIi
TaKHX, 110 OyJI 3a3Ha4YeHi B IyHKTi 8 OO Po3iny, mei (axT HeraifHO TOBOMUTECS
IHCTIEKTOPOM IO Bimoma KEPIBHUIITBA BUPOOHUKAE, IO iHCTIeKTYETERCA. KepiBHHIITBO
JlepIiKeIy 61 TaKoX TTOBUHHO OyTH IpOiH(pOPMOBaHe PO Iie HeBiIKIaIHO.

Y pasi BHUABIEHHS KPUTHYHHX IOpYIIeHb B NPOIECI iHCHEKTYBAHHS IS
OOTOBOPEHHS TaKUX HOPYNIEHb IPOBOIATEHCS Hapaja 3 NpeICTaBHUKaM¥ BHPOGHUKa
y AHi, KON Taki IOpymeHHs BusiBieHi. Ha miit Hapali BHABICHI MOPYLICHHS
JAOBOZATECS. 10 BLIOMa YIIOBHOBA)XEHOI'O IIPEACTaBHHKA BUPOOHHUIITBA Ta/abo
KepiBHUKA BHPOGHWKA, INO iHCIIEKTYETHCS, Bupobuuk wmae mpaBo Hamath, a
iHCIIeKTOp 30608’ I3aHMil POSTILAHYTH JOKYMEHTH Ta MaTepiald, IO [iATBepIKYIOTh
YCYHCHH! IOPYIIEHb Y X0/ NIEPeBipKH a00 CIIPOCTOBYIOTE BUIEBKA3AH] HOPYIIECHHS,

10. ¥V pasi o6rpynrosaroro BUCHOBKY iHCIEKTOpa Ta/alo eKcmepra Ta
IPUHHATOTO BiJIIOBIAHOTO pimeHHs JepImiKciy 600 om0 BiIMOBH y BHjadi
Ceprudixara aGo BucHoBKy Hepxiikcnyx60r0 MOXKyTs 6yTH BKHTI 3aX0H
BiJIIIOBIHO /10 3aKOHOMABCTBA II0/I0 3yNMHEHHS 00iry TaKux JIiKapchKHUX 3aco6iB 1o
YCYHEHHS TOPYIIECHb.

11. 3a pesynbratamu iHcIeKTyBaHHS iHCIIEKTOp ckimamae 3BiT 3a pesynbraTamu
iHcnextyBamHS (mami — 3BiT). 3BiT cKiamaeTses YKPailHCBKOIO MOBOIO y JIBOX
IpIMipHIKaX 3a GOpMOI0, HABENEHOIO B KoaTky, 11 /10 MBoro Iopsanxy. omatkoso
JULL HEPe3WIEHTIB 3BiT Ta HOro mepekian aHTiichKon aGo POCIACHKOI0 MOBaMH
MOXyTb OyTu ohopMITeHi y CTpOK He mi3Hime Hixk 15 po0OYMX NHIB 3 THA CKIIanaHHs
3BITYy yKpalHCBKOIO MOBOIO.
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3BIiT NOBWHEH MICTHTH BHCHOBOK IIIOJIO0 BiANOBiAHOCTI a0 HeBimmoBimHOCTI
BUPOOHHMITBA (BUPOGHUYO! JUMBHALI (BHPOGHIIMX ILTBHUIG), Ta/ab0 BHPOOHUYNX
NiHi#, Ta/a00 BUPOGHUIITBA OKpeMUX MKapChKUX 3aco6iB Tomo) BuMoraM GMP, y
TOMY HMCIi YCYHeHHs a0 HEyCyHEHHs MOpYIIeHb BiAMOBIAHOCTI BEMOTAM GMP
TOIO, Ta PEeKOMEHJAUIl iHCTIeKTOpa/iHCIeKTOpiB IMOJ0 BHmaui Ceprudikara ado
BucHosky aGo BigMoBHu y Bumaui Ceprudikara a6o BucnoBKy, siki posriamarorecs
I/ Yac MpuHHATTS pimenus JlepmikeyxGoro.

-V pasi HeHajiaHHA 3asdBHEKOM T2/a60 BHPOGHHKOM iHCIIEKTOpY/iHCTIEKTOpaM
Beiel HeoOXinHol iHpopmanii 3 MeTolo mpoBegeHHS iHCcneKTyBaHHs, Hezabe3meueHHs
MOXJIMBOCTL ~NPOBENEHHS OMVIAYy BUPOOHWYHX, [ONOMDKHWX, CKJIAICHKUX
IPEMIIeHb, 00IaHAHHS, 30H KOHTPOJIIO SIKOCTI TOIIO, He3abe3meueH s MOXIIMBOCTI
IHTEPB’IOBaHHS  PENCTABHHKIB (mepconanmy) BHPOGHHKA, IIEPEIIKOKAHHS
iHCIIEKTOPY/IHCIIEKTOpaM Y IIPOBENEHH] IHCTIEKTYBaHHS, B pasi HPUCYTHOCTI ITif Uac
IHCIIeKTyBaHHS TpeTixX ocif, 1Mo He € odinifHIMY Iipe/icTaBHEKaME 3asBHUKA Ta/a00
BUPOOHHUKa, GyIb-IKMX iHIIMX i, 1110 BIUIMHYJIY Ha NPOBEJCHHS IHCIEKTYBAHHS B
06’emi 3rifHO i3 3aTBEpIKEHHMM IUIAHOM Ta OPOrpaMoro, 1HCIEKTOP/IHCIIEKTOPH
TIOBHHHI PO e 3a3HaUMTH y 3Biti. L{g indopManis nosunaa OyTH BpaxoBaHa Iif gac
GopmyBanus y 3BiTi wiTkOrO BUCHOBKY IIOZ0 BIANMOBIAHOCTI aG0 HeBimmoBixHOCTI
YMOB BHPOOHHITBA JKapChKUX 3aco6iB  (BHPOGHMYOT JITBHULI  (BHUPOGHUYMX
IiMBHMIE), Ta/aG0 BUpOOHMYMX miHiM, Ta/abo BUPOOHHITBA OKPEMHX IIKAPCHKHX
3ac00iB ToIIO) BMoram GMP.

12. O6rosoperHss Ta y3aranbHeHHS BHIBICHHX Yy TpPOLECi IHCIEKTYBaHHS]
NOpyIIeHb Ta IX Kiacuikarisa srizo 3 momatkoM 10 10 HbOro Iopsanky
3IACHIOIOTECS IHCTIEKTOPOM/iHCTIEKTOpaMH  Ha  3aKIFOTHIH Hapaii mig wuac
iHCIIEKTYBaHHS 3 NPEICTABHHUKAME BHPOGHWKA, 2 TAKOXK OTOJIOIIYETHCS 3aralbHUl
BHCHOBOK icheKTopa/icheKTopiB OO0  BiANOBiAHOCTI YM HeBiAMOBimHOCTI
BApPOOHUIITBA BuMoram GMP.

Y pasi HasgBHOCTI 3ayBakeHb IOJIO IIPOBEJICHOTO 1iHCIIEKTYBaHHSA Ta/abo
Knacubikamii mopymeHs BOHM MOXYTh GYTH BUKTaeH] 3asBHIKOM (IpencraBHUKOM
3asiBHUKA) Ta/a60 BUPOGHUKOM y HPOTOKOI Hapazy yKpalHCBKOIO, POCIHCBKOI0 abo
QHITTIACHKO0 MOBaMH. Y IFOMY BHIIaIKY IPOTOKOI Hapaju Mijisarae o60B’ I3K0BOMY
POSTILARy Ta BpaXyBaHHIO NP POSMILAfl JepXIIKCIy:)GOK 3 METON mpHilHATTS
pimenns npo Bunady Ceprudixara aGo Bucnosky a6o BiqmMoBy B X Brmaui.

13. Ilpwn BusiBNeHH] mix vac iHcmeKTyBaHHS KPUTHIHUX IOPYIIEHb BUPOOHHUIITBA
Bumor GMP ichéKTopy/icheKTopaM BUPOGHUKOM HETaifHO MOBUHEH 6YTH HaiaHwMi
[UIaH KOPHIyBalbHUX Ta 3alOODKHEX Nilf MO0 YCYHEHHS BHSBJICHHX KDPHTUYHWX
OPYIICHS, KKK HaNal JOAAETHCS [0 HEPIIOro IPHMIpHHIKA 3BITY 38 pesynbpTaTaMu
IHCTTEKTyBaHHS. ' | o

14.Y pasi ycyHenns BupoGHHKOM NOPYIICHb IIiJ{ 4Yac IHCIIEKTYBaHHS
IHCTIEKTOPY TOBMHHI GYTH HajaHi KOMii HATEKHAM YHHOM 3aBIPEHUX BUPOOHUKOM
AOKyMEHTAIbHUX - MIATBEPIKEHb X YCYHEHHS, IPO LIO TOBHHHO OyTH 3a3Ha4eHo y
3siti. [Ipu nboMy y 3BiTi BHKIIAIAIOTECS OIHC IIOPYWICHHS, KIacu}pikaris, omuc aii
BUPOOHHKA W00 YCYHEHHs IBOTO HOPYIICHHS, 2 TAKOXK 3a3HAYACTHCS npo daxr
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HOTO YCyHEHHS IiJ 4ac iHCIeKTyBaHHS. Y BHCHOBKaX 3BiTy OKPEMO 3a3Ha4YalOThCS
KIIBKICTB Ta KIacH(iKal(is IopyImers, o YCYHYTI i gac IHCTIeKTYBaHHSI.

Hanaums BHPOGHMKOM KOIi JOKYMEHTABHHX HiJTBEpIKEHbD YCYHEHHS
TIOpYIICHE [OBMHHO BpPAaXOBYBAaTH 4ac, HEOOXimHuii 111 iX OWIHKE 3 GOKy
IHCIIEKTOpa, Ta He IIePeNIKOIKATH IPOBEACHHIO HCIEKINT 3TiIHO i3 3aTBEPIKECHUMHU
IIaHaMHM Ta TIPOrpaMaMU iHCTIEKTYBAHHS.

15. Omue npumipauk 3BiTy HamaeTses 3agBHHKY (IpencTaBHUKY 3asBHHKA).
HApyruit  npumipauk  3BiTy Ta MaTepiamm IHCIIeKTyBaHH 30epirajoThcsi B
Hepxutikery»x6i IPOTAroM mSATH POKIB IiCHs 3aKiHYeHHS crpoky nii Ceprudikara
abo BucHoBKy. ‘

16. lo npyroro npuMipHuka 3BiTy 1ORAIOTHCS:

IUIAH i IIporpaMa iHCIIEKTYBaHHS,

IIPOTOKO/M Hapa i 3a GOPMOIO 3TiZHO 3 HOJATKOM 12 70 1BOTO Hopszky;

ayJiio- Ta BifleoMaTepiainu (3a HagBHOCTI); , ,

IIPOTOKON OLIHKA PHUSHKIB INOXO PO3PAXYHKY CTPOKY HACTyIHOI iHCHEKIi
BAPOOHUITBA JTiKapChKOTo 3ac06y Ha BiqmoBiAHiCTS BuMoraM GMP;

KOMii  HaleXHHM YHHOM  3aBipeHux BUPOOHUKOM  JOKYMEHTAILHUX
T ATBEPDKEHb YCYHEHHs I 9ac iHCIIeKTyBaHHs HOPYIIEHE (SKIIO PO Iie 3a3Ha9eHO
B 3BITi) TOIIO.

17. SIkmo B mponeci iHcIiekTyBanHs 6yI10 BiZiGpaHo 3pa3Ku It 1a6OpaTopHOro
aHaJli3y iX sKocti, 10 3BiTy nomaroTECs: '

aKT BiIOOPY 3pasKiB MPOIyKIIil;

HallpaBJIeHHs Ha BUIPOOYBaHHS,

IIPOEKT METOZIB KOHTPOMIO SKOCTI JHKaPCHKOTO 3ac00y, IO HAJAETHCS
3asiBHUKOM (IIpe/ICTABHUKOM 3asBHIKA);

TACLMOBHY BUCHOBOK AaTGCTOBAHOI BIAIOBIZHO 10 Iopsanky mposeneHHS
raiy3eBol arectamii I1a6opaTopili 3 KOHTPOMIO SIKOCTI Ta Gesmexw TKapChKHUX
3ac00iB, 3aTBEPIIKEHOT0 HAaKa30M MinicrepcrBa oxoponn 3m0poB’s YKpaiuu Bix
14 ciuns 2004 poxy Ne 10, 3apeectpoBamoro y MinicrepeTsi foctuiii Yipainu
30 cigaua 2004 poxy 3a Ne 130/8729, naboparopii mpo sixicTs cepii mikapckoro
3aco0y (Imicns HamaHHS HOTO 3pasKiB).

V. lopsnox npuiinaTTs pimenns npo BHAavy abo BiIMOBY y BHaaui
Ceptudikara a6o Bucnopky

1.V pasi OpuMHATTS NO3WTHBHOrO pimeHHS 32 Pe3yNIBETaTaMu  TIPOBEICHOT
CIemianizoBaHol excieptusu Jepsxiikcayx6a Hamae 3asBHUKY BrcHOBOK y cTpokw,
3a3Ha4eHi y posaini 11 nporo Iopsanky.

Bucnosok [lepxiikenyx6n BumaeTses Ha CTPOK Jii odimifiHoro moxymeHTa
OO BiANOBIAHOCTI YMOB BHpPOGHHIITBA TiKapCeKUX 3acobiB  BHMOraMm GMP,
BUJIAHOT'O YTOBHOB&XXCHUM OpraHoM Kpainm — wireHa €C, Bemmkoi bputanii a6o
KpalHH, sIka Ma€ yrofy mpo B3aeMHe BusHauHs 3 €C a60 3 YKpaifnoro.

Crpok nii BucHOBKY nposmoBxyeTses Hepxuixciyx60r0 10 mwectn micsis y
pasi. HamamHA . 3asBHMKOM (IPEACTABHUKOM 3agBHUKa) iHGopmanii  Bix
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YIIOBHOB)XXCHOTO OpraHy, KWW BHIAB OQINiHHMM XOKYMEHT INOZO BiAMNOBIAHOCTI
YMOB BHPOOHHLTBA JiKapChKuX 3aco6iB BuMoram GMP, mpo 3amiaHOBaHe
IHCIIEKTyBaHHS BUPOOHMKA Ha BimmoBimuicTs Bumoram GMP aGo indopmariii momo
3aIITAHOBAHOTO  TIOJIOBXKEHHS YIIOBHOBKEHUM "OpraHoM odimiiaoro JIOKyMeHTa
MOJO BiANOBIAHOCTI yMOB BHPOGHMITBA JKapChKHX 3aco6iB BuMoraM GMP mHa
OCHOBI IPOLIeTypH aHANI3y PU3HKIB, PO IO Hepxiikcmyx6a mIcEMOBO ITOBIIOMIISE
3asBHUKY (IPEICTABHIKY 3asBHUKA) y CTPOK He Gibire 20 poboumnx nHiB.

3a meoOximmocti JepximikcinyxGor Moxe 6yrd HanpaBlIeHUH BiATOBIIHMH
3altuT N0 KOMIIETEHTHOTO OpraHy Kpainu — wieHa €C a60 KOMIETEHTHOTO OpraHy
iHmMx kpain — wrenis €C, Bemmkoi Bpuranii a6o KpaiH, fAKi MaloTb YTOAy IIPO
B3aeMHe BusHaHHA 3 €C abo 3 YkpaiHO, Ta yHOBHOBa)KeHHiI OpraH SKOi BHIAB
obinilfiHUA TOKYMEHT LIOA0 BiANOBINHOCTI YMOB BUPOGHHUIITBA JKApCHKUX 3aC00iB
BuMoram GMP.

2.Y pasi - HasBHOCTI OOIPYHTOBAaHHX 3ayBaXeHb 3 OOKy 3asBHUKA
(mpencraBuuka 3asBHHKA) Ta/abo BUPOGHHKA OO IIPOBEAECHOIO 1HCIEKTYBAHHS
Ta/abo knacudikanii mopymens 3asBHUK (IIPeACTABHUK 3asBHUKA) Ta/ab0 BEPOOHMK
MOXXE HaNpaBUTH 10 JlepKIiKCiIyx0H BifmoBimHe mHCHMOBe MOBiIOMIIEHHS He
Mi3Hie 5 PoGOYMX AHIB MiCHA IPOBEHEHHS IHCIIEKTYBaHHSA, SKe IS POITTLILY
HaTPaBILIETBCA IHCIIEKTOpaM, sSIKi IIPOBOIMIIH {HCTIEKTYBaHHSI, Ta PO3IIIIACTHCS B
IIOJaNBIIOMY Ha 3acCijaHHi pobo9ol rpymu Ta Hepxiikemyx60t0 3 MeTOr IPHAHSITTS
PIIIEHHS WIO/I0 BHAa4i a00 HEMOKIHBOCT Bungadi Ceprudikara abo BucHoBKky, sxe
NPUAMAETBCS B CTPOK X0 15 poGoumx muiB Bim natw HAIXOKEHHS TaKOTO
TIOBIZIOMJIEHHS 10 J{eprkKcmyxOm.

Ilpu posrmsami Jlepximikeiyx60i0 06IPYHTOBAHIX 3ayBaXeHb y pobOIOMY
3acianHi Moxe OpaTd ydacTs 3asBHEK Ta/a6o BHPOOHHMK, Ta/abo iX mpecTaBHUK,
AKITO Take OakaHHs 3a3HauyeHe B IOBifoMireHHI. Jlata Ta wac [IPOBELNECHHS TaKOTO
3aciiaHHs moBioMysIoTEes Jlepxitikeiyx6oro Ha odiniiHOMy caiiti He mi3HimIe,
HIX 32 3 poboumx JHi 10 IIPOBEICHHS 3aCiTaHHs.

3a pesynpTaTaMH poO3MISAy 3BiTy Ha poGodmx 3acimanHax Jepxmikcmyx6oio,
BPaxoByIOUH 3ayBaXEHHS 3 OOKy 3adBHHKa, Ta/ab0 BHPOGHUKA, Ta/abo ix
IPEACTaBHUKA, POSTILNY NOAATKOBHUX, 3aBipeHUX 3asBHHUKOM, Ta/abo BHPOOHUKOM,
Ta/abo X IIpejCTaBHUKOM AOKYMEHTANbHUX ITiJTBEPKEHb YCYHEHHS HIOPYIIECHE
TOMmO 3BiT MOXe OyTH HOBEpHYTO iHCTEKTOpY(aM) Ha JOOTIPAIIOBAaHHS CTPOKOM HE
6ineme mHix 10 poGoumx mmis. Yac, HOTPiOHMI IS JIOONpPAaIFOBaHHS 3BiTy, He
BKIIFOYAETRCS 110 CTPOKIB 0popMITeHHs Ta Buadi Ceprudikara a6o Bucuogky.

Pesynbratd  posrisagy 3ayBaxkeHb  MOBiTOMIISIOTHCS 3asiBHUKY, Ta/abo
BUPOOHUKY, Ta/ab0 IX NPEACTABHHKY JIHCTOM 33 333HAYCHHM y 3adBi Ha Bujauy
Ceprudixara (3asBi Ha Bumady BUCHOBKY) MicHe3HAXOMKCHHSM He TH3HiMme HiX
qepes 5 pobouMX IHIB 3 JHA MPUUHATTS pileHHS Hepsknikemyx6oro moxo Bumadi
abo BimMoBH y Bunaui Ceprudikara a6o Bucrosky. V pasi nesromm 3 pesynsratamu
3ayBaXeHb 3asBHHK (TIPEACTABHUK 3asBHMKa) Ta/a6o BHPOOHHK MarOTh IIPaBo
OCKapKHUTH Taki Hii Jlepxikcimyx6u B mopsuky, BCTAaHOBJIEHOMY 3aKOHOJaBCTBOM
Ykpainu.
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3. 3a pe3ynbTaTaMM PO3MIALY Ha poboUoMy 3acinaHmi Hepxnikeryx6u 3Bity 3
BPaXyBaHHSIM BHCHOBKIB 32 De3yNbTaTaMH IHCIEKTYBaHHS Ta peKOMEHJAIlii
IHCTIEKTOpa/iHCTIEKTOPIB, HANAHUX JOKYyMEHTAIBHHEX HiITBEPIDKEHh  YCYHEHHS
IOPYLIEHb, PE3YIbTaTiB PO3MVIALY 3ayBAKCHH 3 Ooky 3asBHUKa/BupoOHHKa (3a
HAsBHOCTI), Pe3yJbTATiB IIPOBE/CHUX E€KCIIEPTH3 TOIIO Hepxiixcmyxba mpuiivac
piIieHHs oo Bunadi a6o Binmosu y Bunaui Ceprudikara a6o Ceprudikaris (y pasi
HEOOXIZHOCTI NP iHCIIeKTYBaHHI PI3HEX NiKapchkux (hopm TOIIO), 260 BHUCHOBKY,
[IpO IO MICEMOBO IOBiJIOMIIsiE 3agBHIKA a00 IPeICTABHIKA 3asBHIKA Ta BHEIAE 3BiT.

Bupaua Ceprudikary/Ceprudixaris a60 BHCHOBKY 3IiHCHIOETBCS ITiC/Is
HaJaHHSA BUPOOHMKOM/3adBHUKOM 10  JIepiKJIiKCIyx6H BiAMOBIAHO 10 IIyHKTY
11 mporo posminy IpHIHATHOrO IIaHY KOPHIYBAJIBHHX Ta 3aMOGIKHEX I mozmo
YCYHCHH:A BHSBICHUX MOPYINEHb 3a Pe3yJbTaTaMH IHCHEKTyBAHHS BHPOGHHYHX
JTBHULE a60 OKpeMuX TiKapChKHX 3ac00iB. ,

Crpok HacTymHOI iHCHekmii Ha BiAMOBIMHICTH BUpOOHUNTBa BEMoram GMP
PO3PaxX0OBYeTECS BIIMOBIAHO JI0 METOHONOLIT IPOBEIEHHS aHayi3y 3TiTHO JOmATKY
15 mporo Ilopsimky Ta 3a3HadaeThCs B OKDEMOMY IpPOTOKOJI, AKHH TOTy€ThCA
icheKTOPOM/icheKTOpaMH Hicis IPOBEIEHHS iHCIIEKTYBaHHA Ta MOXAETHCS IO
Heprxmikemyx6u pasom 3i 3eitom. Qcrartousne pILIeHHS WIOZI0 HACTYIHOIO CTPOKY
IHCTIeKTyBaHHS HpHIAMAETHCS Hepxnikenyx6oro. CTpok HacTymHO! iHCHEKIHi
IIICBMOBO IMOBIXOMIATECS 3asABHEKY (IpPEICTABHHKY 3asgBHUKa) i 4Yac HamaHHS
3BiTY. .

Crpox nmii Ceprudixara cranoBuTh TpH POKH BiJ JaTH TNPOBENEHHS
IHCTIEKTYBaHHS Ta MOXe GyTH CKOPOYeHHM 32 PEKOMEH/Ialli€r0 1HCIeKTOPIB 3rifAHO
IPOTOKONTY OLIHKM DH3MKIB OO pO3PaXyHKY CTPOKY HACTYIHOI IHCIIEKIL]
BUPOOHUIITBA TiKapCEKOro 3aco6y Ha BimmoBimaicTs BuMoram GMP.

He mismime HiDX 3a mICTh MicSmiB MO0 BCTAHOBICHOIO CTPOKY IIPOBEIEHHS
IHCIIEKTYBAaHHA 3TifHO IIPOTOKONY OL{IHKH PH3HKIB OO DO3PAaXyHKY CTPOKY
HACTYIHO] iHCcIeKnii BUpOOHUIITBA JKapchKOro 3acoby Ha BiqMOBiAHICTD BEMOraM
GMP  Jlepxmikcmy»600  TOBIZOMISCTBCS PO HEOOXIHICT  IPOBEINECHHS
iHCIIEKTyBaHHs 3asBHUKA (IpeICTaBHAKA 3asBHUKA). .

3asBHUK (IpeiCTABHUKA 3asBHUMKa) He Mi3HimE HiX 34 TPU MICSIl 10
BCTaHOBIICHOTO CTPOKY IPOBE/ICHH {HCIIEKTYBaHHS [IOBHHEH TIOATH BIAIIOBiIHO 110
1poro llopsiiky 3asBy Ta KOMIUIEKT TOKYMEHTIB 10 Hel 3MifHO IYHKTY 2 po3miny II
Iopsaky. : -

Y pasi, IKIO CTPOK HACTYHHOT iHCITeKIil BU3HAYEHO Yepe3 pik Ta MEHINe ITicIs
NPOBENCHHS IHCIEKTYBaHHs 32 TPH MICAIl M0 BCTAHOBIEHOTO CTPOKY IPOBEIEHHS
IHCTIeKTyBaHHS  JIepXKIKCIy X000 IOBIZOMIIAEThCS 3asBHHKA (mpencraBHEKA
3asBHUKA) TIPO HEOOXiAHICTH IPOBEXCHHS iHCTIeKTyBaHHS. 3asBHMK (IIpeCTaBHUKA
3asBHUKA) He Mi3Hille HiX 32 JBa MICALl IO BCTAHOBICHOIO CTPOKY IpPOBEICHHS
IHCIIEKTYBaHHS IIOBUHEH IIONATH BIZIIIOBIZHO 70 LBOTO Iopsanky odiniiianii mucr
pasoM i3 3asgBoro (B AOMATKy 110 JIUCTA) MO0 3TOJH HA IPOBEJCHHS IHCIIEKTYBaHHs
(B ToMy umcii 3ajisSHMX KOHTPAaKTHHX BUPOOHWYMX JiNbHHLG, faGoparopiit 3
KOHTPOJIO SKOCTi TONOBHX JiKapchKUX 3acobiB, mpomykiii in-bulk Ta axrtwsHEX
(apmaneTruHuX iHrpemieHTIB TA KOHTPaKTHHX CKia/iB). Kommiext nqoxymeHTiB 10
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3asBE B LbOMy BHIIQAKy HE IIOJA€THCS, BOXHOYAC, JIepXIKCIy®6OI0 MOXYTH
BUMATaTHCS PeECTpalliliHi MaTepiady Ha 3apeecTpOoBaHi JiKapchki 3acobu B YipaiHi,
OHOBJIGHHH MEpeNliK JIKapChKUX 3aco0iB, y TOMy UHCIi HA ENEKTPOHHOMY HOCII,
Jlocbe BUPOOHWYO! IiNMBHMII JUIT YCTAHOB 3 OTpMMAHHS IJa3sMu Ta/aGo Jlocbe
BUPOOHWYOT ATBHHL U1 MicIb 30€piraHHs Ia3My TOLIO.

VY pasi HemojaHHSA BiANOBigHO! 3asfBM 3 METOI MONANBINOTO ILIAHOBOIO
iHcTieKTyBaHHS 200  BiOIMOBM y  TpOBeleHHI  IHCICKTYBaHHS  BHJAHHH
Ceprudikar/Ceprudixatt  a6o  BHCHOBOK  3ynmwWHSAEThCS 3@  pillleHHAM
Hepxitikeiryx6mu.

4.1lpo  Bumawy Ceprudikata abo BuCHOBKY NpuiMacThCs  Hakas
Hepxrixenyx6u. Jo Ceprudikata abo BHCHOBKY momaeThest Tepellik IiKapChKHX
3ac00iB, 3apeeCcTpoBaHHX ab0 JIKAPCHKUX 3aco6iB, IO 3HAXOMATHCH B potieci
peecTpariii/BHeCEHH] 3MiH, 3ri(HO 3 JOJATKOM 13 1o HBOro Iopsnxy (mani — Iepemix
JIKapchKuX 3aco0iB), AKuiT € HeBix eMHO0O 9acTurO0 CepTudikara a6o BucHOBKy.

5. [l pesuzieHTiB y pasi aHymoBaHHA JIilleH3il Ha BHPOGHHENITBO MIKAPCHKUX
3ac00iB Takox aHyIroeThcs Ceprrudikar. , . '

6.V pasi HeratmsHOro pimenns [lepxiikciyx6a iHpopMye SasBHUKA po
BMOTHBOBaHy BiMoBy y Bunadi Ceprudikara aGo BucHOBKY y cTpokw, 3a3HaueHi y
posaini III nroro ITopsuky.

Y pasi mesromu 3 pimeHHAM JlepKIKCIyKOHM IIOXO BiIMOBH y BHAa4i
Ceprudikara ab6o BucHoBky 3asBHHK Mae NpaBO OCKApIKHUTH TaKy BiMOBY ¥y
CYAOBOMY TIOPSIIKY.

7. Pimenns mpo BinmoBy y Bumadi Ceprudikata abo BucHOBKY ohopMIISIETECS
Haka3oM JlepKIiKciryk6u Ta npuiiMaeTses y pasi:

BUSBIICHHA HEJOCTOBIPHHUX BimomocTel y 3assi Ha Bumaay Ceprudikara (3assi
Ha BHIa4y BucHOBKY) abo XOKyMeHTax, IO JOAaBalIHCI 1O 3asBA Ha BUZIATY
Ceptudikara (3asBu Ha BUgav1y BUCHOBKY) BiAOBIIHO /10 IBOTO Iopsxy;

BUSBIICHHS B XOJi IHCTIEKTYBaHHSI HaBMHCHO! NiJpOOKHU, BAKPHBICHHS NaHWX,
dbanscudikanii mpoaykiii a6o qaHuX; .

BCTaHOBJICHHS KPUTHYHOTO/KPHTHYHUX MOPYIIEHHs/TopymeHs BuMor GMP 3a
pesyIbTaTaMu iHCTIEKTYBaHHS Ta X HeYCYHEHHs B XOJIi iHCIIeKTyBaHHS;

SAKIIO B X0/ {HCIIEKTYBaHHsA BCTAHOBICHI YHCIEHH] (He MeHITe 6 y CyKyIIHOCT,
0 KOHKPETHHX IIpeliaparax abo mpolecax) CyTTeBi MOPYINEHHs, sKi CBiAYaTh HpoO
Te, 10 BUPOOHUK He KOHTPOJIOE HATEXHMM YHHOM IIPOLECH T4 BUPOOHHMYI Oepalriil;

SIKINO B XOA1 iHCIIEKTYBaHHS MMOBTOPHO BCTAHOBIICHO, IO GLIBIIICTS CYTTEBUX Ta
HECYTTEBHUX IIOPYIICHB, sIKi OyiiM BCTAHOBIIEHI B XOZi MONEPEHIX iHCIIeKTYBaHb, He
YCYHYTi, IO CBiTYUTH IPO Te, W0 BUPOOHMK HE BXUBAE HAJEKHHX 3aMOODKHEX Ta
KOPUTYBaJIBHEX il 33 pe3yJbTaTaMH ITONEePENHBO] 1HCIIEKITiT;

AKIIO B XO/Ii iHCIIEKTYBaHHS TOBTOPHO BCTAHOBIIEHO, IO KPUTHYHI. HOPYIIICHHS,
sKi OyJu BUSBIEH] B XOZIi TIOTepeaHiX iHCIeKTyBaHb, He YCYHYTI, 1O CBiTYHTH Ipo
T€, M0 BUPOOHWK HE BXHMBAE HANEGKHUX 3aMOGDKHMX T4 KOPHTYBAIbHHX il 3a
Pe3yIbTaTaMu IONEepeAHBOT iHCIIEKITIT, .

Y BUIIANIKY HEBUKOHAHHS 3agBHUKOM (I[PEACTaBHMKOM 3asBHHKA) 30008’ I3aHb,
BHKNafeHnX y myHkTi 3 posgimy VIII mporo IMopsaxy, CTOCOBHO HaJaHHS Ha 3aIluT




23

incriexTopa Bciel HeoOXimHOT iH(opMarii, 3a6e3MeYeH s MOXKIHBOCTI IIPOBEACHHS
OTILINYy NpUMIillleHb, OONaJHAHHS, 30H KOHTPOIIO SKOCTI, iHTepB’tOBaHHS
IPe/ICTABHUKIB - (IEpPCOHANy) BUPOOHWKA, O3HAMOMIGHHI 3  HeoGXiZHOIO
NIOKyMEHTaIi€l0 CHCTEMH AKOCTi TOWO, IO YHEMOXNJIHBIIOE HAJATH OLIIHKY
BHPOOHMITBA JiKapChKHX 3ac00iB SK TAaKOro, Mo BifoBixae BuMoram GMP, IIPO IO
3a3HAYAEThCA Y 3BITi iHCIIEKTOpA; : "

HEHa/[aHHs1 BUPOOGHUKOM/3as BHIKOM IJIaHy KOPUI'YBAIBHUX Ta 3allO0IKHAX Hil
MONO  YCYHCHHS BUSABICHUX IIOPYIIEHb 3a pe3yJibTaTaMd iHCHEKTYBAHHS
BAPOOHWYMX JiNBHMIEL a00 OKpEeMHX JHKapChKUX 3acoBiB Ta NOKYMEHTAaJIbHUX
NiATBEPIKEHB IONO YCyHEHHS IOPYIIeHb Y BCTAHOBJIEH] CTpPOKH;

HEYCYHCHHS 3ayBaXKEHb 33 PE3yIbTATaMU [IPOBENICHUX eKCIIEPTH3 Y BCTAHOBICH]
CTPOKH. ‘
9.3a masBHOCTI y 3BiTIi KPUTHYHWX Ta/d60 YHCITCHHUX (re MeHIIE 6 y
CYKYIIHOCTi, II0 KOHKPETHHMX IKapCHKHX 3acobax a6o IIPOIECaM) CYTTEBHX
NOpYIIeHb BIANOBiAHOCTI BumMoraMm GMP BHPOGHHYMX MiNBLHEIE a6o OKpeMHX
JIKapCEKUX 3aC00iB BHPOOHHK BIKHBAEC 3aXO[iB IIOAO IX YCYHEHHs, Hajae o
HepXITiKCTyk6i IIaH KOPUTYBANBHMX Ta 3aMOGDKHIX A IOJO yCyHEHHS
BILIBIICHUX MOPYIIEHb 3TifHO 3 monatkoM 14 no uporo ITopsixy y ¢Tpok mo 30
poGourx mHIB Bix JaTv OTpUMaHHS 3sity. ITpu upomy B miani KOPUTYBIBHUX Ta
3amoCKHEX mifl miomo YCYHCHHS BUSBICHHX IOPYWIEHb IOBHHHI OyTHM diTKO
3a3HAYEHI 3aX0[M IOAO IIOBOIDKEHHS 3 JIKapCEKAMHU  3ac00aMM, SKIIO Taki
BUPOOIISKACK I1i/T 9AC BUSIBIEHHS IIUX IIOPYLIECHS.

JIoKyMeHTanbHi  HiATBEpIDKEHHS  yCyHEHHS NMOPYIIEHb  HANalOTECS /IO
Hepxiikemyx0n BiOmoBiZHO [0 CTPOKiB YCYHEHHsI IIOpYyIUEeHb, BCTAHOBICHHUX
BUPOOHMKOM 3TiJ{HO 3 INIAHOM KOPHIYBATRHHX Td 3aHOGIKHMX il IOZIO YCyHEHHS
BUSIBJICHUX TIOPYIIEHb. : -

10. ITicnsg ycyHeHHS KpUTHYHEX Ta/ab0 YMCIEHHIX (He MeHIIe 6 y CyKyITHOCTI,
0 KOHKPETHHMX JIKapCchKHX 3acobax abo Imporecam) CYTTEBHX MOPYIIEHb
Bi/moBiaHOCTI BuMoraM GMP yMoB BUpOGHHUIITEA JNiKapChKKX 3ac00iB a0 OKpeMux
JKapChKUX 3aCOBIB Ta Ha/aHHS 710 JlepitiKey k61 TOKyMEHTalbHIX T TBeIKESHb
PO YCyHEHHS 3asBHUK/IPENCTABHUK 3asBHUKA/BUPOGHHK MOXe HAIATH IO
JepKITiKCITy ™01 MICEMOBE 3BEpHEHHS MO0 IIPOBEICHHS 1HCIIEKTYBaHHS 3 METOIO
HIepeBipKH. ' |

Y pasi NiNTBEpIDKEHAs 3a pe3yIbTaTaMy iHCIIeKTYBaHHS TIOBHOTO YCYHEHHSI [HX
OpYIIEHb Ta y pasi BI/ICYTHOCTI MifCTaB 1I0/0 BiIMOBH y BHAaui Ceprudikara abo
BuCHOBKY BifmoBigHO 10 myHKTY 7 posxmimy V mporo Topsanxy Jepsiikcimyx6a
npuiiMae pimieHHs npo Bufady Ceprudikara 3TifHO 3 JOXATKOM 3 J10 IIBOTO Iopsinky
2060 BHCHOBKY 3rifHO 3 fOfaTKOM 4 10 1HOT0 Iopsanxky.

Y pasi miaTBepIKeHHS 3a Pe3yNBTATAMH IHOTO IHCTIEKTYBaHHS HEyCyHEHHS
IOpyIIeHb Ta/abo 3a HASBHOCTI MifCTAB WOJO BiIMOBH y BHIadi Cepiudixara abo
BucHOBKY BifmoBinHO n0 myHKTY 7 posminy V mporo [opsaxy epxiikemysxoa
IpuAMae PIlIeHHs PO BiIMOBY y Buzaui 3asBHHKY Ceprudikara a60 BrucHOBKy.

THCIEKTYBaHHS 3 METOIO MePEeBIPKU yCyHEeHHs HOPYLICHs MOYKe 3/iHCHIOBATHCS
JeKinbKa pasiB, ale y CTpPOK He GBI OJHOTO KaJIeHJapHOrO POKY Bij JaTH
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nonanHs o Jlepxiikenyx6u 3assu Ha Bumady Ceprudikara (3assu Ha BUmady
BucroBKy) Ta pu cBoeuacHOMY HajaHHI 10 JlepiKITiKCIyx6OH BiAIOBIMHUX MIIAHiB
KOPUTYBaTbHHX Ta 3alOODKHMX [l INOAO YCYHEHHS BHSBJICHHX IIOPYyLICHb Ta
JOKyMEHTAJIbHUX MiTBEPIKEHD IIPO YCYHEHHS TOPYLIEHb,

11. 3a nasBHOCTI y 3BiTi CyTTEBMX (MEHIIE 6 Y CYKYHHOCTI, 10 KOHKPETHHX
MKAapCBKUX 3aco6ax abo mpomecaMm) Ta HECYTTEBHX IIOpyIIeHb BAMOT GMP
BUPOOHUK IIOBHHEH BXKUTH 3aXO/IB IOJ0 MPUBEIEHHS BUPOGHHIITEA Y BLATIOBIAHICTE
7o sumor GMP, HazaTi Ha excriepTH3y 10 JepKIiKciy»On MIaH KOpHTYBaIbHAX Ta
3aHO0DKHMX il IOJO YCYHEHHs! BUSBIEHHX IIOPYILICHb 3TiTHO 3 nomarkom 14 no
uporo Iopsnky y ctpok 1o 90 po6ourx muiB Bix faTh oTpuMaHHs 3BiTY. Excrieptuza
HaJIaHUX JOKYMEHTIB 3/(iHCHIOEThCSA HMPOTAroM 15 poGoumx AHIB, pesyibTard SKOT
HOBIIOMIISFOTECS 3asBHUKY/IIPEACTABHUKY 3asBHUKA/BHPOGHHKY.

CTpoku yCyHeHHs MOpPYLICHb BCTAHOBIIOIOTECS BHPOGHHKOM, BPaxOBYIOUH
PeKOMeHIallii iHCmeKTopiB 3rimHo 3i 3BiToM Ta pesynsraTamu IIPOBEICHOT
CKCIEPTH3H Ta IUIAHOM KOPHIYB@IBHHX | 3amOODKHEX [iff MIOMO yCyHEeHHS
BUSBIICHUX TMOPYNICHb, 3a3HAYAIOTECS B IUIAHI KOPUT'YBIBHUX 1 3aLOODKHUX Al Ta
HE MOXYTb IIEPEBUIIYBATH OJUH PiK Bifl JATH HPOBEACHHS IHCIIEKTYBaHHS.

JIOKyMeHTallbHI  MiATBEP/UKEHHS yCyHEHHS MOPYIUCHb HANAlOThCA 0
Jepxiikeny’6u | BiNIIOBINHO X0 CTPOKIB YCYHEHHS ITOPYIIEeHb, BCTAHOBJIEHUX B
TTaHl KOPUTYBANTBHUX Ta 3aI00DKHIX il MO0 YCYHEHHS BUSBICHIX [IOPYIICHb.

Y pasi HeHa/aHHA BHPOGHMKOM/3aSBHMKOM IUTAHY KOPUT'YBaJIBHUX Ta
3aMO0DKHMX il IOJO YCYHEHHsS BHSBIEHHX IOPYILEHE Y BCTAHOBIECHI CTPOKHU
Ta/abo BiACYTHiCTH MOrO IOSHTHBHOI eKCIEpTH3H 3 Ooxy J[lepxitikciyx0mu,
Hepxutikcmyx6a npuiiMae pinieHHsS Opo 3yMHHEHHS i Ceprudikary/Ceprudikarin
abo BucHoBKy BimmoBigHO 1m0 mMyHKTY 7 posmimy V mporo Ilopsaxy. Ilmanm
KOPHIYBaIbHUX Ta 3alOODKHUX [l M0N0 YCYHEHHS BUSBICHHX MOPYILEHb MOYe
NIONIABaTHCS JICKIIbKA Pa3iB, OHAK y CTPOK, M0 He HepeBuinye 90 pobounx IHIB Bif
JaTH OTPUMAHHS 3BITY.

VY pasi HeHajaHHS BUPOOGHUKOM/3asSBHHKOM JOKYMEHTAIBHUX HiATBEPKEHb
INON0 YCYHCHHS IIOPYIICHb y BCTAHOBNEHI CTpoku Jleprkiikciyx6a mpuitmae
piwenns npo 3ynuHenns xii Ceprudikata a6o BuicHoBKy BifmOBinHO 10 myHKTY 4
posxiny VI mporo Iopsiaxy.

12.V pasi BUHEKHEHHS HeoOXimHOCTI y 3asBHHUKa (IIpefCTaBHUKA 3asBHUKA)
BHECEHHA 3MiH Ta/abo mnepeodopmienHs BHCHOBKY un Ceprudikata T1a/a60
Ilepeniky mikapcpkux 3aco0iB, KWl TONAETHCS IO Bucnosky uu Ceprudikara (3
METOI0 peecTpamii IIiKapchkuX 3aco0iB abo BHECEHHS 3MiH 10 peecTpariiHol
JIOKyMeHTAIlli, y TOMy 4HcHi 3MiHM HasBM JiKapchKOTO 3aco0y, IO3yBaHHI,
HallMCHYBaHHA BHPOOHHMKA TOINO, 3 METOK BHIIPABICHHS TEXHITHHIX IIOMUJIOK),
3asBHUK (IpeAcTaBHMK 3asdBHHKA) HoHac 10 JlepKiliKcoyXOu muchMoBe 3BEpPHEHHS
1010 HEOOXINHOCTI BHECEHHS 3MiH un mepeodopmiieHHs BHCHOBKY 4u Ceptudixkara.

3 [HMCHMOBHM 3BepPHEHHSM M0 JepiKIIiKCIyXKOH HANAIOThCS: 3araibHuil
OHOBIICHUH MepeNiK HOMEHKIATypH NpPOAyKIi] Y IIarepoBOMY. BHUIJIANI Ta Ha
CIICKTPOHHOMY ~HOCII iHopmanii, 3acBimueHmit 3asBHWKOM (IIpeICTABHAKOM
3asBHUKa), Komis ceprudikata TiKapceKoro 3acoby s MiKHapomHOI TOpriBii
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(certificate of a pharmaceutical product), BHIaHOTO KOMIETeHTHHM OpraHOM KpaiHu
BUPOOHHKA IiKapCHKOro 3acofy ab0 BlAacHUKA pEeCTPALiMHOTO MOCBiTISHHS
(3asBHEKA), ab0 iHIIMM pPeryiIsTOPHHM OPTaHOM KpaiHH — wieHa €C, Bemuxoi
bpuranii abo xpainy, ska Mae yromy mpo B3aeMHe BuzHamHS 3 €C a6o 3 YkpaiHoro,
Ha PUHKY AKOI PO3MIIIEHO JiKApChKui 3acif, i3 3a3HaYeHHIM Ha3BH JIOKYMEHTA Ta
HalMEHYBAaHHS KOMIETEHTHOTO OpraHy, INO HOTO BHAdB, AATH BHIAYi (st
HE33pEECTPOBAHMX  JKApCBKMX  3ac00iB, sKi  3HAXOAATBCA B  IpoLEC
peecTpariii/BHeCeHHI 3MiH B YKpaiHi), Ha3BU Ta agpec BHPOGHUYUX JiTHHIIIE (mns
HE3apEECTPOBAHMX JIKAPCHKHX 3aco0iB, sIKi IIAHYIOTECS 0 peecTparii B Ykpaini);
3acBi/ueHi 3asMBHUKOM (IIPEICTaBHIKOM 3asBHMKA) KOl peecTpalifHuX IOCBi TUeHs
(marketing authorization), BHmaHWX KOMIETEHTHEM opraioM kpaiHu €C,
YIIOBHOB2KCHHM OpraH fAKoi BuJaB oGiriiHmi AOKYMEHT IIOJ0 BiJITIOBIJHOCTI YMOB
BUPOOHHUIITBA JIKAPCHLKHUX 3acO0iB BHMOIaM GMP, a6o Bumanux KOMITETEHTHIMH
OpraHaMu IHIIMX Kpaid — wieHiB €C, Bemmkoi Bpuranii a6o KpaiH, sKi MaloTh yromy
Tpo B3aeMHE BU3HAHHA 3 €C abo 3 YkpaiHowo (II0aeThest I MKapChKEX 3acobiB,
BUPOGHUITBO Xoua 6 OmHiel cTamil AKX 3MiMCHIOETBECS HE B Kpaii — weni €C,
Benukoi bputanii a6o B kpaiHi, sxa He Mae yrogu IIpo B3aeMHe BU3HaHHA 3 €C abo 3
YKpaiHow, BKIIO9at0ur KOHTPAKTHI BEPOGHAHI AUTBHUI); KOIIT IHIIMX JOKYMEHTIB,
IO T ATBEPKYIOTh JOCTOBIPHICTH 3MiH, SIKi IOTPeOYIOTh BHECEHHS. ‘

Y pasi BHeCEHHsS JOAATKOBOI BHPOOHMTO! IiNbHMI, BUPOGHKYO! omepanii
noBUHHI OyTH HajaHi BiNUOBIAHI NOKYMEHTH 3rimHO myHKTY 2 posxiny II nporo
Iopsnky. ..

Ilpu 3miHax, MOB’S3aHNX 13 3a3HAYCHHSM HOMEDIB PeeECTpPaIiiiHUX MTOCBiTUeHb
Ha JIKAapChKi 3aco0HM, Ha 3aralbHOMy OHOBIICHOMY IepeNliKy HOMEHKJIaTypH
IIPOAYKIi OCTaTHEO IiJIMCY T4 MeYaTKH (3a HassBHOCTI) 3asBHUKA (IPEICTaBHUKA
3asBHUKA).

Ipy IpoBeIeHHi eKCIIePTH3H ¥ pasi PO3MUPeHHS Ilepenixy mikapcekux 3aco0iB,
sakuit nopaerbest no Ceprudikata abo BucHOBKY, OepyThCsl O yBard pesysbTaTi
iHCTIEKTyBaHHS BUPOOHWYOI JiNBHUII, HA SKili BUPOOISIFOTECS 800 TIIaHYIOTBCSA IO
BUPOOHHMITBA JNIKapChKi 3aco0M, MO MONAIOThCA Ha PO3IIMPEHHS, HalaHHA IO
HepXIiKCTy )6l IIaHy KOPHTYBAaNbHHX Ta 3amoGiKHEX il IOJI0 YCYHEHHS
BUABJICHUX TIOPYIIEHh Ta HOTO BHKOHAaHHS 3 00Ky BHPOOHHKA, MOBiIOMIICHHS
Hepxitikemyx0y mpo 3MiHE y BHpPOGHHMIITBI, KOHTPOJIi AKOCTi JIKapChKHX 3acobiB,
HaJaHHSA TOIIIO. ,

Jist srikapchKux 3acoiB, 1Mo mpoHnnIH nporeaypy npexpatidikamnii BOO3,
iHCTIEKTYBaHHS y pasi po3mIMpeHHs Ilepermiky nikapchkux 3aco6iB He 37iHCHIOETBCS,
OKpIM MiATBEpIKEHHs BiAMOBIAHOCTI yMOB BUPOGHUIITBA JHKAPCEKHX 3aco0iB
BuMoraM GMP 111 pe3unieHTiB Ta HEPE3UIEHTIB 3 METOO orpumanss Ceptudikara
200 BUCHOBKY /I yCTaHOB 3 OTPEMAHHS ILIa3ME Ta/a60 MicIib 30€epiraHys IIasMH,
BKJIOYHO, AKINO YCTAHOBH 3 OTPUMAHHS MIa3MH Ta/abo Mici 36epiraHHs miasMu e
IPOMIXXHAMHY BUPOOHMYKMMHY iTEHHULSIMA 260 KOHTaKTHHUMU.

Y pasi BIICYTHOCTI IificTaB A7 BitMOBH y nepeoopmiieHHi 60 BHECEHH] 3MiH
mo Ceprudikara, BucHoBky aGo Ilepemiky JNKapchKUX 3aco6iB, B ToMy w[wmcii
BPaxoBYIOUM IYHKT 7 LBOTO PO3MiMy Ta HyHKT 3 posmimy VI wmsoro Iopsanxky,
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Hepxmikemyx6a nporsrom 15 pobouwmx 1HIB 3 g OTpPUMAaHHS BiJIOBIIHUX
NOKYMEHTiB Ta iX CHemiani3oBaHoi eKCHepTH3H y pasi MO3UTHBHOTO BHCHOBKY
oopMIFoe  IPOEKT ~OHOBNeHOro Ilepemiky Jikapcekux 3acobis, y pasi
nepeopopmnents Ceprudixara a6o BHCHOBKY — 0(OpPMITIOE HPOEKT OHOBIEHOTO
Ceprudixara abo BucrHoBKY 3 Bimmosimmmm IlepemikoM Iikapchkux 3acoGiB.
IIpoekTn HaICHIAIOTBCS —€NEKTPOHHOID —HOMTOR abo  (akcoM 3asBHHKY
(upencraBHUKY 3asSBHHKA) 3 METOI0 IX MOTOJUKEHHS. 3asBHUK (mpencTaBHUK
3asBHUKa) 3acBigdye MiIMCOM IMPOEKTH JOKYMEHTIB Ta Hamae iX  JI0
Hepxikenyx6u. Ilepeodopmiennii  Ceprudikar aGo BHCHOBOK BHIAeThCH
3asgBHUKY (IpEeJICTABHUKY 3asBHUKA).

BinmosigHi 3BepHEHHS, KOMIUIEKTH NOKYMEHTIB, IIHCTH 3asBHMKIB Ta/aGo
IPENICTABHUKIB 3asBHUKIB MOXYTh IONABATUCS B €IEKTPOHHOMY BHINIAN 33
HAsBHOCTI 3alpOBa/KEHOTO eJIEKTPOHHOIO HopTany JepsimikcIykGu Mls moaaHHs
TaKUX JOKYMEHTIB.

VI. KonTpoar 3a RoTpHMaHHSAM BHMOT HAJIEXKHOT BAPOGHHY0] NPaKTHKH
npoTAroM crpoky aii Ceprudikara aGo Bucuosky

1. 3agBHEK € BigmoBiTaNEHEM 3a norpumanHs BumMor GMP y BupoGHUIITBI
JIiKapchKuX 3aco6iB mpoTsirom crpoky aii Ceprudikxara aGo BucHoBKy.

2. BUpoGHHITBO JIKApChKUX 3ac00iB, sKe 3rinHO 3 muM ITOPAIKOM OTPUMANIO
MiATBEpIXKEHHS  Bimmosimmocti BmMmoram GMP, mimmsrae I103aMJIAHOBOMY
iHCIIEKTYBaHHIO Ha HOTpuManHs BuMor GMP mpoTsrom cTpoky il Ceprudikara abo
BucHoBKY 3a HasBHOCTI Bi/OBIqHYX NifCTaB, 333HAYEHNX Y IIyHKTi 3 IOTO PO3ALIY.

3. IligcTaBaMu U1 HO3aIIAHOBOIO iHncTiexTyBaHHS BUpOOHHITBA (360 OKpEMHUX
BAPOOHWYAX [JIBHMIb, KOHTPAaKTHHUX 1aGoparopif Ta KOHTAKTHEX CKJIa/iB)
(cipsiMOBaHa iHCTIEKITis) 3 METOIO IIePEBIPKH MOTPHMAHHS BEPOGHUKOM BUMOT GMP
MOXYTb OyTH: ,

3BepHCHHS 3asBHUKA/IPEICTaBHAKA 3asiBHUKa/BUPOCHUKA;

HAsABHICTb NOKyMEHTATBHO HiJTBep/KeHHX (akTiB a0 03HaK BAPOGHUITBA
JiKapCBKUX 3ac00iB, SIKi MOXYTh GyTH HeOe3ICUHUMH JUis 3I00POB'S 1 XKHUTTS JIFOACH
ab0 MOXYTb IPH3BECTH IO TSKKHAX HACHIOKIB Ui 370pOB'S JIIOeil BHACIIIOK
MOXIUBHUX IIOPYIICHB TEXHOJIOTIi BUPOOHHUIITBA Ta/ab0 METOIB KOHTPOIIO SKOCTI;

PO3MHMPEHHs HOMEHKIAaTypH JIKapChKHX 3aco0iB, 10 BHPOGISAIOTECS Ha
CepTH(IKOBAHOMY BUPOGHHITBEI (y TOMY YMCI SKIIO BHPOGHHUITBO LIHX JKapChKUX
3ac00iB CTBOPIOE PH3MK KOHTaMiHalii a60 mepexpecHol KOHTaMiHaIlii);

Y pasi BHECEHHS 3MiH JO TepeniKy JHKapChKHX 3acoGiB Imicis peecTpartii B
YkpaiHi (BHECEHHS HOMepiB peecTpaliifHUX MOCBifYEHB), 34 YMOBH, IO
IHCIIeKTyBaHHA TpoBoAmIOCA JlepiKiikeiyx6ol0 10 peecTparii mwx TIKapCHKUX
3ac00iB B YKpaini Ta/abo peecTpanuiiini matepiany He Gymu HOCTYIH iHCIIeKTOpaM;

HEHaNaHHA JI0 JlepxiiKemyx6u NOKyMEHTAILHHX ITBEP/UKEHb YCYHEHHS
HOPyIIeHb BiATIOBIHO O CTPOKiB, BCTAHOBIEHMX BAPOOHMKOM 3TiHO 3 IUIAHOM
KOPHTYBaJbHUX T4 3aIlI00DKHUX il 100 YCyHEHHSs BUSBIICHUX HOPYIIeHb, Ta/abo ix
HEBUKOHAHHSA B BCTAHOBIICHI CTPOKM;
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HasBHICTb NPWIKACIB TpPO MOBHy 3a60poHy 06iry Ta/abo pimeHs opranis
JepKAaBHOTO HArIANy (KOHTPONIO) OO BHJIyYE€HHS 3 OOIry IKapChKMX 3aco0iB
TPBOX Cepill (I CTEPUIBHMX Ta ACEHTHYHO BUTOTORJIEHHX JiKApCHKUX 3aC06iB —
opHiel cepil), ki BUPOOIATICE Ha MaHill JUTBHHLI, AKIMO Ae(eKT AKOCTI TIKapChKOro
3ac00y MOJKJIMBO IOB’SI3aHUM 13 TEXHOJIOTIE0 BHAPOOHMITBA Ta/a00 METOZaMM Horo
KOHTPOJIIO, Ta/a00 yMOBaMu 30epiraHHs Ta TpaHCIOPTYBAHHS;

HasBHICTh (DaKTiB BUPOGHMITBA HesKiCHMX abo (ambcHpikoBaHAX JIKapChKUX
3aco0iB (y TOMy 4weni y pasi Mimo3py IMOZO MOXKIHBOIO BAPOOHUIITBA
(anbcudixoBaHol IPOAYKIIT);

BCTaHOBICHHS ()akTy BMPOOHWITBA JIKapCBKUX 3acOGiB, fKi MOXYTh OyTH
IIKIJIMBAMHE JJIsl 3/[0POB’S Ta JKUTTS JIIOMUHE, IpH TX BUPOOHHUITBI Ha OJHUX i THX
CaMUX BHPOOHMYHMX JiHiSX (HANPHKIAM, TiKapchki 3aco00M 3 BHKOPHCTAHHSM
cyOcraHmii Ta/abo mpoaykuii “in-bulk”, sixi BBaXKarOTECS BECOKOCEHCHBINI3yIOUMMHY,
CHIIBHOJIIOYMME 200 BHCOKOTOKCHYHMMHE; JHKApChKi 3acOOHM, SKi MICTATH SKHBI
KJIiTHHH, TOPMOHH, cyib(aHimaMinm, O6eTa-iakTamui aHTHOIOTHKM, Taki sK
NCeHIWIIHY, UedanocopuHy, IeHeMu, KapGanedeMH, MOHOGAaKTaMm, iHII
BUCOKOCEHCHOLII3YIoUi MaTepiany, IATOTeHHI OPraHi3MH, IHTOTOKCHHE) abo sKi
MAalOTh IIeBHY HeOe3IeKy (HalpukiIaz, pagiodhapManeBTHyHi);

BBEJICHHA B TEXHONOTIYHYy CXeMy BHPOOHHIITBA HOBOI TEXHOJOTIYHOI CTaii,
TEXHONOTTYHOI omeparii a00 HOBOI OIMHMII KPHTHYHOTO TeXHONOIIIHOIO
00IIaJHAHHS, 3MIH METOJIiB KOHTPOJIIO IKOCTI TKapChKMX 3aC00iB;

3MiH KOHTPaKTHHX TaG0paTopiit a60 KOHTaKTHUX CKJIa/iiB,;

TEXHIYHE IEPEOCHANICHHA BHUPOOHHUIITBA i3 3aMIiHOIO OIUHULL OOJaIHAHHI,
CYyTT€Ba MOJEpHi3amis abo PeKOHCTPYKIiS BHPOOHHUOL JUIBHULN, y TOMY YHCII
CHCTEM 3a0e3Me9eHHs BUPOOHUITBA TEXHONOTIYHIMY CePeIOBHILIAMHU;

3MIHA TEXHOJOTIYHMX IMapaMeTpiB KPUTHYIHUX TEXHONOTIYHHX CTaiil, AKIIO
3aJBHUKOM HE HaJIaHO MaTepiaiiB BaJiamiMHUX JOCIIiHKEHD,

IEPEeHEeCEHHs. BUpOOHWYOT MiMbHMIN Ha 1B ot abo B immi OymiBi;

HEBUKOHAHHS TapaHTIMHUX 3000B’s3aHb IOO ITOBiTOMJIEHHS CTOCOBHO 3MiH
00 MTEPEHECEHHs BUPOOHUIOT MIBHUIN Ha iHMI 1o abo B iHm OyxiBni, y Tomy
YMCTi UL NPOMDKHWX BHPOOHMYMX AITBHHLIG, BKIIOYHO 13 KOHTPAKTHAMH
BUPOOHMIMMY HiTbHHISIMY, JTa00paTOPisMH Ta CKIIaaMu, IO 3aIisSHi Yy BUPOOHUIITBI
JIKapCHKOro 3acoby, KOHTPOII SKOCT, 30epiranni Ta TpaHCIIOPTYBaHHI TOLIO.

4.V pasi BuSBIEHHA HEBiANOBIMHOCTI BUPOGHMITBA JIKAPCHKEX 3aCOOiB
BumoraM GMP, HasBHICTE (aKTiB BUPOGHMITBA HesiKicHUX a0 (ambcHbiKoBaHHX
JIKAapCHKUX 32c00iB (y TOMy 4HCIi y pasi migospy MOmO MOXIHBOTO BHPOGHHIITEA
anbcndikoBanol NMPomyKIii), HASBHICTD HOKyMEHTANBHO IIiJTBEPIKEHUX (dakTiB
abo 03HAaK BUPOOGHMIITBA JIKAPCHKHUX 3aCO0IB, SIKi MOXKYTh GYTH HeOe3MEIHUMHU s
37I0POB' i )KUTTA Jfozeil a60 MOXKYTh NPHU3BECTH [0 TSIKKUX HACJIiJKIB JUIS 37I0POB'S
JEOfiel BHACHIZOK MOXKIIMBUX IOPYINEHL TEXHOJIOTIT BUPOOHHUIITBA Ta/a00 METOMiB
KOHTPOJIIO AKOCTI, 30epiranHs Ta TPaHCIOPTYBaHHS, HeHaIaHHsI
3asBHAKOM/TIPEJICTABHAKOM ~ 3asBHUKA/BUPOGHUKOM IUIAHY KOPUTYBAIbHUX Ta
3amOGDKHUX JiH OO YCYHeHHs BHSBIEHMX MOPYIIEHb TA JOKyMEHTAIbHHX
TiATBEP/KEHb IMONO0 YCYHEHHS MOpyIIeHb BuMor GMP y cTpoku, Bu3HaYeHi y
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posmin V mporo Ilopsiaky, Ta/aGo #oro HeBHKOHAHHS, HEBHKOHAHHS rapanTidHuX
3000B’s3aHb, BCTAHOBICHHS (akTy BHPOGHMITBA JKAPCHKUX 3acOGiB, AKi MOXYTb
OyTd MIKiUIMBAMHE [ 370POB’S T4 XKUTTS JIOIWHHE, IIPH BHPOGHHUIITBI HA ONHKX i
TUX CaMUX BHPOOHMYMX JiHiSX (TOPMOHM, LUTOCTATHKH TOIIO) Ta SLifHO IHIIMX
MmiZCTaB MyHKTY 3 1boro posfiny Jepximikciyx0a mpuiiMae pillleHHs IO 3y IMHEHHS
aii abo amymosarns Ceprudikata a6o BHCHOBKY, Ipo M0 MOBiHOMIIsc 3asBHUKY
(upencraBapKy 3asgBHHKA) mOporarom 10 po6Goumx gHIB  micnd IPUAHATTS
BIATIOBitHOTO pimmeHHs. Ilicns ycyHenms mopyimens sumor GMP y ' BCTaHOBIIEHi
crpoku Jlepiitikeiyxba npuiiMae pillleHHs Moo moHoBeHHs i Ceprudikara a6o
Bucnosky (y pasi 3ynunenss ix fii).

5.1lpu 3milicCHEeHH] MO3aIUIAHOBOTO IHCIEKTYBAaHHS 3 IiACTaB, BU3HAYCHHX
posminmom VI mworo Ilopsmxy, 3 MeToro HiATBEP/PKEHHS BiAMOBIAHOCTI YMOB
BHPOOHMIITBA JIIKAPCHKUX 3ac06iB BuMoram GMP st PE3UCHTIB Ta HEPE3UIEHTIB,
IHCTIEKTYBaHHIO IiJIATAlOTh JIUIINE Ti OUTAHHS, HEOOXITHICTh MepeBipKH KX cTaia
MiICTABOIO JUI1 HPOBEJCHHS II03AIUIAHOBOTO IHCIIGKTYBAHHS, 3 O0GOB’S3KOBHM
3a3HAYCHHAM [MX IMUTAaHb y MOKYMEHTAaX Ha IIPOBeJCHHs IHCIEKTYBaHHSL, He
miyisrae NepeBipIi Iepiof, skuii yxke GyB NMpeaMeToM minm wac IEePEeBipKH, KPiM
BHUIIAJIKiB, BCTAHOBJIEHHX 3a DIICHHAM CyIy, sike HaGpaio 3aKOHHOI CHIH, a6o 3
METOIO IIePEBIPKH yCyHEHHS ILIOpYINEHb, IO GYIIM BHSBIEHI I 9ac OCTAHHBOTO
iHCIIeKTyBaHHA. Y pasi BiaMOBM 3asBHEKa (LPeXCTABHHKA 3asgBHHKA) - BifJ
IPOBEICHHS [HCIIEKTYBAHHA 32 DillleHHAM JIepsKITiKCIyx6H, o O OPMITIOETECS
HaKa3oM, 3ynuHsieTsest Aig Ceprudikary abo BucHOBKy.

6.IIpu s3milicHeHH]I MO3AMIAHOBOIO {HCTIEKTYBaHHS 3 WifCTaB, BU3IHAYEHHX
posmimom VI muporo ITopsiaky, 3 MeTOW IiATBEpPIKEHHS BiAMOBiIHOCTI YMOB
BUPOOHHIITBA JIIKapCHKHX 3aco0iB BuMmoram GMP i pesunentis Ta HEPEe3UICHTIB
YCTaHOB 3 OTpHMaHHA IUIa3MH Ta/abo Miclpk 30epiraHHs IUIa3MH, iHCIEKTOPaM
noBuHHI OyTH moctymHi Jlocke BUPOGHMYO! MimbHMIN s YCTaHOB 3 OTPHUMAaHHS
wasmu 1a/abo Jlocke BUpOOHNYOL JiTBHATI IS MiCIh 30epiraHHs IJIa3MH.

VIL IlpaBa Ta 060B’A3KH iHCHEKTOP2 NP NPOBeACHHI npoueaypu
NiATBepIKeHHs BianoBignocTi BHuMoram GMP

1. Incrrextop npw 3xiifcHeHHi iHCIIeKTYBaHHs BUPOGHUITRA Mae IPABo: ‘

O3HAHOMIIOBATHCA 3 yciMa HEOOXiHMMH [ HpPOBENEHHS iHCIIEKTYBAHHS
JIOKyMEHTaMH, sKi cToCyroThes Bumor GMP i marepianis peectpaniifnoro xocse, Ta
OZlepKyBaTH BiJ 3asfBHMKa, Ta/abo BUpOOHHKA, Ta/abo ix NpeAcTaBHUKA HeoOXinHi
BIIOMOCTI 3 IINTaHB, [0 HAJIEXKATH 10 H0ro KOMIIETEHIIIl; .

Oe3IepeIKkoqHO  BiIOBITHO 0 3axoHy Vxkpaiam «[Ipo ocHOBHI 3acamm
AIPKABHOTO HANIAAY (KOHTPOINO) y cdepi rocmoqapeskol MisIbHOCT HPOBOIUTH
OTJIAT BUPOOHHYUX, CKIAICHKUX, TOMOMDKHUX NPUMIMIeHb (30H), IPHMIIEHE (30H)
KOHTPOJIO SAKOCTi Ta IHINMX MpUMiIIeHs (30H) 3asBHUKA 3 METOIO iX iHCIIeKTyBaHHs
JUIA 3'ACYBaHHS [IUTaHb, 3a3HAYEHNX B ILUIAHI Ta porpaMi iHCIIeKTyBaHHS;

BiMIOBiAHO 10 3akoHy Ykpaimu «IIpo OCHOBHI 3acamu IepKaBHOTO HarmsmLy
(koHTpONIO) y chepi rocmomapcskoi mismEHOCTI hikcyBaTh nporec 3IiCHeHHS
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IHCIIEKTYBaHHA UM KOXHY OKpeMy Xilo 3acofaMu aymio- Ta BIJICOTEXHIKH, He
TMEPEIIKO/DKAIOYN  3AIHCHEHHIO TAaKOTo 3aXofy Ta He MOpYUIYIOUH KOMEpIiiHy
TAEMHHIIO 3asiBHHKA, PO IO 3asBHUK Ta/a00 BUPOGHUK Mae GyTH nonepe):pKeHI/IH
IiJ] Yac BCTYMHOI HapaHy; :

BUMAraTd MpPHITHHCHHS Aifl, SKi TEPEmIKOKAIOTh 3MIMCHEHHI0 HpPONEIypH
MiITBEP/DKEHHST BiIOBIHOCTI YMOB BHPOGHHIITBA JIKapCHKHX 3aC0O0IB BHMOTaM
GMP;

IpU3HAYaTH CKCIICPTH3Y, ONEPKYBAaTH IOSICHEHHS, JOBilKM, JOKYMEHTH,
MaTeplaJII/I BiJIJOMOCTI 3 INTaHb, 110 BUHMKAKOTH I1iJ 9ac MPONeAypH IIiITBEpIKeHHs
BiAmOBinHOCTI BriMoram GMP;

BiOMpaTH 3pasky JiKapCHKIX 3acoGiB Ut 1aGopaTOpHOI TepeBipkr ix SKocTi
3TIIHO 3 YWHHEM 33KOHOABCTBOM YKpaiHH B pasi BCTAHOBIEHHS HOPYyUICHB
TEXHOJIOTIi BUPOOHWITBA, BHMOTI OO SIKOCTi, YMOB Ta/ab0 IIpaBuI 36ep1raHH;1
JTKapCHKUX 3ac00IB, 10 MOXYTH IPU3BECTH [0 BHpo6HHuTBa HESIKICHUX JTIKapCHKUX
3ac001B Ta/ab0 ONTOBOT, PO3MPiGHOT TOPriBI HeSKiCHIMHY JKapCHKAME 3acobamu;

OTPUMYBATH HAJICXHUM YHHOM 3aBIipeHi KOmii HeoOXiHUX JOKyMEHTIB (BUTATIB
3 JIOKyMCHTIB), IIOB’S3aHHX 3 IHCIICKTYBaHHSIM BHPOOHHIITBA Ha BiAOBiTHICTH
BuMoram GMP;

ONePXKyBaTH Bij 3asBHHKA IHCHMOBI [OSCHEHHS 3 TTUTAHb, [0 BHHUKAIOTE il
Yac IHCIIeKTYBaHHSI.

2. [HCTIeKTOp MOBHUHEH JOTPUMYBATHCh BEMOT IIOIO:

JOTPUMaHHS KOH(IJEHIIMHOCTI 1Moo iHpopManii mpo 3asBHEKa, Ta/abo
BI/Ip06HI/IKa Ta/abo iX MpeNcTaBHMKA, y TOMy 9HCHi OTPHMAHOI BiI HBOrO LN dac
IHCTIeKTYBaHHS;

' MPUHIUINB KIIaCH(iKaLil BUSBICHNX i 4ac iHCIeKTYBaHHS! [IOPYILICHS;
3a0esreueHHs.  O0'€KTHBHOCTI, IOBHOTH Ta  JOCTOBIPHOCTI iHpopmarii

Pe3yIbTaTiB {HCIIEKTYBaHHS, B TOMY YHCHi iH(pOpMALii, 0 MiCTHThCS y 3BiTi Ta €

IACTABOO JUIs IPUHHATTS piteHHs npo sunady Ceprudikara a6o BI/ICHOBKy,

Bl,lIC}’THOCTl KOH(QIIIKTY 1HTepec1B P TIPOBelNeHHI pobiT i3 miATBepmKEeHHS
BiJIIOBiTHOCTi yMOB BUPOGHHUIITBA JIiKApCHKUX 3acobis Bumoram GMP, Y TOMy 9HCIIi
I 9ac iHCIIEKTYBaHHS;

HEPO3TONIOMICHHS  KOHQifeHmidHOI imdopmanii Ta imdpopmanii, mo e
KOMepHII/IHOIO TAEMHHIICI0 3asBHHMKA Ta/ab0 BHPOGHMKA, IO CTA€ NOCTYIIHO
1cheKTopy y Tponeci MiATBEpIKEHHA BiANOBIZHOCTI yMOB BUpPOGHHITBA
NiKapchKuX 3acobiB BuMoram GMP;

BUKOHAHH: 3aKOHO/IABCTBA YKpaiHH, y TOMy YHCIHi HOJOXeHb uboro Ilopsaxy,
Ta pexomernaaiii PIC/S.

3. IacriexkTop 3000B'13aHMiA:

JOTPUMYBATHUCS [IOBOI €THKH y B3a€MOBIIHOCHHAX i3 3asBHHKOM, Ta/abo
BUPOOHUKOM, Ta/abo iX MpecTaBHIKOM;

HE BTPYYaTHUCS 1 He MEePEIKOHKATHA 3/IiiCHSHHIO rocnoz:[apCBKo'i JiSUTBHOCTI TIij
Yac 3/IHCHeHHS NpOLeAypH MiATBEpKCHHS BiAMOBITHOCTI YMOB BUPOOHHIITBA
iKapChKUX 3aco6iB BumoraM GMP, SKIIO Ile He BHMATA€THCS O6CTaBI/IHaMI/I SIKi
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besrocepesbO CBiMMATh IPO BHPOGHHLTBO JIKAPCHKUX 3aC06iB 3 KPHTHIHUME
HOPYIICHHSIMHU;

Hanatd 3BiT B Jepxikciyx6y B cTpokw, mepenbadeni posgizoMm III 1poro
Iopsaky. :

VIIL IIpaga 1a 060B's13k1 3asiBHAKA Ta/a60 BUPOGHHKA IPH NPOBeEIeHH]
NpoueaypH HiATBePIKeHHs BiANOBiAHOCTI yMOB BUPOGHUITBA JIiKapChKHX
3aco6iB Bumoram GMP

1. 3asBHUK Ta/ab0 BHPOOHWK € BiATOBINANBHHME 32 JOCTOBIPHICTH HAIaHOL
iH(popMarrii. '

2. 3asBHYK Ta/a00 BUPOOHUK MatOTh IPABO: _

BAMaraTd Bif I{HCIIEKTOPIB MOJEPXKAHHS BHMOT HHHHOTO 3aKOHOABCTBA
Vkpaiuy; '

He IOIyCTHTH iHCIIEKTOpPa/iHCIEKTOPiB [0 IHCIEKTYBaHHsA 6e3 Ipe.’sIBICHHS
HUM/HUMH JJOKyMEHTa, III0 3acBigdye 0coly; _ |

MepeBIpsATH HAsBHICTH B IHCIEKTOpa IOKyMEHTa, MO 3acBimaye ocoly, i
OZIePXKYBATH KOITii JOKYMEHTIB Ha IPOBEACHHS IHCIIEKTYBaHHS;

OyTu mpucyTHIMHU 1iJ] 9ac 3AifCHEHHS iHCIeK Ty BaHHS;

BUMAaraTH HEPO3TOJIOMICHHS KOHQineHikiHoi inpopmanii ta indopmanii, mo €
KOMEPIIHHOI0 TaEMHULEIO 3asiBHUKA Ta/a00 BEPOOHUKA;

(biKcyBaTH IPOLEC 3AIMCHEHHS iHCIIEKTYBaHHS YU KOXKHY OKpeMy Jio 3acobamm
ayzuo- Ta BiJICOTEXHIKH, HE MEPENIKOKAI0YH 3AIHCHEHHIO TaKOTo 3aXO0AY, PO IO
iHCeKTOp Mae GyTH HOepeKeH I Hijl 9ac BCTYIHOT Hapau;

HaJlaBaTH OOIPYHTOBaHi 3ayBaKeHHS OO NMPOBENEHOTO iHCIEKTYBAHHS Ta 34
baxxanHsM OyTH IPUCYTHIM IIPH PO3IVISIAL PE3YIBTATIB iHCIICKTYBaHHS;

oziepXyBard 3BiT, a TakKox iHIN mepexbaveni mum Ilopsakom Z[OKyMeHTI/I y
CTPOKH, BCTaHOBJIEHI IuM [lopsiakonm;

3BEPHYTHCA 10 Jlepxkiikeny:k6n 3 NpoXaHHAM 3aiMOATH Ge3 po3riamy 3assy
npo sunady Ceprudikara (3asBy mpo Bumady BucHOBKY) a0 HOBITOMIIEHHS OO0
HeOOXIHOCTI BHECEHHS 3MiH 4u nepeodopmienns [leperiky miKapchkux 3aco6iB;

Y BCIX BHIIaJKax HE3TOAM 3 Pe3yNbTaTaMi MPOBENEHHX eKCIEePTH3, IPOIEcoM
IHCIEKTYBaHHS T4 pe3y/ibTaTaMH  IHCIEKTYyBaHHS, BKIIOYAIOUH, aje He
0OMEeXYIOUNCh, POV 33yBaXkeHb Ta 3allepedyeHb 3asBHHKa Ta/abo BHpOGHMKa,
NpUAHATI pimenns mono Bupadi Ceprudikata aGo Bucmosky abo BimmoB: y ix
BHJAYi, 3yNWHEHHS a00 AaHyJOBaHHS [il Ceprudixata abo BmcHOBKY TOMIO,
OCKapXXyBaTH iX B YCTAaHOBIEHOMY 3aKOHOJaBCTBOM IIOPSIIKY.

3. 3asBHUK Ta/a00 BUPOOHUK 3000B'I3aHMIL:

nosigomiaTy JepxnikemyxGy Ipo 3MiHuM, SKi CTOCYIOTHCS BEPOOHIYOL MLNBHHULI
(y Tomy vmcnmi mpo 3MiHy HimeHsil Ha BHPOGHUITBO JHKapChKUX 3acoGiB, 3MiHY
HallMCHyBaHHS 3asBHUKa, HOro MiCIIe3HAXOIKCHHS, IIEPEHECEHHS BHUPOOGHHIYOL
JUIBHHMIT Ha IHIII IO TOIIO);

HajaBaTH Ui O3HAaHOMIIEHHS Ha 3amuT Jlepxiikcmyx6u Tta/abo 3amydeHux
YIOBHOB&)XCHUX ' OpraHisamif, ydeHMx Ta (axiBuiB mepex  IpoBedeHHs
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IHCIIeKTYBaHH Ta MiJl 9ac iHCIIeKTYBaHHs PeeCTpaliifHi MaTepiatd Ha 3apeeCTpoBaHi
JiKapceki 3aco0u Ta/abo Ha JiKapceki 3aco0M, WO TONAIOTECS HA JEp)KaBHY
peecrpaniro abo Ipy BHECEHHI BiANOBIAHMX 3MiH 1O peecTpaniiHux MarepiayiiB Ha
338peeCTPOBaHi B YKpaiHi JiKapchKi 3aco0u;

Ha/laBaTH Ha 3alIUT IHCIIEKTOpa BCK HeoOXinHy iHbopmariio, 3abesmedyBaTr
MOXJIMBICTh TPOBEICHHS ONIIAY BUPOOHWYHX, JOMOMDKHHX, CKIAICHKIX
IPUMIIIEHb, OOJaIHAHHS, 30H KOHTPONIO SKOCTi, iHTepB’IOBAHHS IPEICTABHHUKIB
(mepcomanmy) BHpOOHHKa, O3HalOMIEHHA 3  HEOOXiqHOIO peecTparniHol
JIOKYMEHTAIIIEI0 Ta JOKyMEHTAII€I0 CHCTEMH SKOCTI TOIIO, O3HAMOMIICHHS Ta OIS
AKHX HEOOXI/HI NS 3’sICYBaHHSA BHKJIAJICHUX y IUIAHI Ta TPOrpaMi iHCIeKTyBaHHS
IUTaHb,

BUKOHYBAaTH BHUMOTH JIepXIKCIy:)KOM IIONO YCYHCHHS BHABJIECHHX MOPYIICHB
BuMOr GMP Ta 9YMHHOTO 3aKOHO/IABCTBA YKpaiHy;

BUKOHYBAaTH IiepebadeHi num Iopsnkom BuMorm Jlepskitikciayx6u om0
YCYHEHHS BUSBICHHX I1iJ{ 9ac MepBUHHOT a60 clerianizoBanoi ekcepTrs abo mij Jac
IHCIIEKTYBaHHS IOPYTITeHh BUMOT YHHHOIO 3aKOHOABCTBA Y KpaiHu;

HaJ[aBaTH KOIIii JOKyMEHTIB, 3pa3Ké MPOJYKIIii, TOSCHEHHs, TOBIIKH, BiZIOMOCTi,
MaTepiai 3 IMTaHb, WO BHHMKAIOTH INJ Yac MPOMENYPH IIATBEDIKEHHS
BigmosinHOCTi BUMoram GMP. '

I'enepasbHui JupexTOp /
®apManeBTHYHOTO JHPEKTOPATY Onexcanap KOMAPIIA



