3ATBEPI>XKEHO
Haka3 MiHicTepcTBa OXOpOHU
310pOB'st YKpaiHu

No

MMOPSAIOK
NPOBEACHHS MiATBEP/IKEHHA BiANOBIAHOCTIi yYMOB BUPOOHHMIITBA
JIKapCbKHX 32C00iB BUMOraM HaJIe:KHOI BUPOOHUY 01 MPAKTUKHU

1. 3arajabHi MoJ10KeHHSA

1. Leit Tlopsanok po3pobisieHo BiamoBigHO 10 3akoHy Ykpainu «IIpo mikapcbki
3aco0m», 3 ypaxyBanHsM BuMor JlupexktuBu 2001/83/€C €sponelicbkoro
[Napnamenty Ta Panu Bin 06 nuctomana 2001 poky mono Koaekcy CniBroBapuctBa
CTOCOBHO JIIKApCBhKUX 3aco0iB, MpPU3HAYEHUX JJIsI 3aCTOCYBAaHHS JIIOJIMHOIO,
HupextuBu Kowmicii 2003/94/€C Bix 08 nucromaga 2003 poky, sika BCTaHOBIIIOE
MPUHIMIIN 1 TIpaBUJia HAJIEKHOI BUPOOHMYOI MPAKTUKHU IIOJ0 JIKAPCHKUX 3aco0iB,
MPU3HAYECHUX JIJIs1 3aCTOCYBAHHS JIIOJIMHOIO, Ta JAOCIIKYBAaHUX JIKAPCHKUX 3aCO0IB,
MPU3HAYECHUX JJIsI 3aCTOCYBaHHA JIOJIMHO0, 30ipHUKa mpoueayp CriBToBapucTBa 3
MUTaHb I1HCHEKIiN Ta oOMminy iHpopmaniero (EMA/572454/2014, 17 penaxuis) Ta
peKoMeHaaIin JIOKYMEHTIB MIKHAPOJIHO1 Cucremn CIIBpOOITHUIITBA
¢dbapmaneBtuunux incnekuiii (PIC/S) PI 002-3 Bumorm n0 cuCTEMH SKOCT1
(dapmaneBtuunux iHcnekropari, PIC/S Pl 008-3 HacrtanoBa mo iHCHEKTYBaHHIO
YCTAaHOB 3 OTpPUMaHHs IUJIa3MU Ta Micub 30epiranns miasmu, Pl 019-3 Jlocke
BUPOOHUYOT JUIBHUIII MJi1 YCTaHOB 3 oTpuManHs 1minasmu, Pl 020-3 [Jocke
BUPOOHUYOT JUIBHULI Al Micis 30epiranus miazmu, PI 040-1 Hacranosu PIC/S 3
kiacudikaiii HepianoBigHocreir GMP.

2.V upomy Ilopsimky TepMiHU BKUBAIOTHCS Y TAKUX 3HAUCHHSX:

aKTUBHUU (apMalleBTUYHUHN IHTpEIIEHT (J1KapChKa peuOBHMHA, JiI04a pEUYOBUHA,
cyOcraniis) (mami — A®I abo girodya pedoBuHa) — OyAb-sIKa PEUOBUHA YU CYMIII
PEYOBHH, 110 MpU3HAYEHA JIJI BUKOPUCTAHHS Y BUPOOHUIITBI JIKAPCHKOTO 3aco0y 1
MiJl 9ac IIbOTO BUKOPHCTAHHS CTa€ MOr0 aKTUBHUM IHTPEIIEHTOM. Takli peUYOBHHU
MaroTh (papMaKoJOTIUHY UM 1HIILY 0€3MOCEPEAHIO /IiF0 Ha OpraHi3M JIOJIUHU, Y CKIadl
roToBUX (OpM JIKAPCHKUX 3aCO0IB iX 3aCTOCOBYIOTH ISl JTIKYBaHHS, IIATHOCTUKHU YU
NpOo(UIAKTUKKA 3aXBOPIOBAHHS, Uil 3MIHHM CTaHy, CTPYKTyp a0o (i310J0rTYHUX
(GyHKII1M opraHi3My, AJisl AOTJISTY, OOPOOKH Ta MOJIETIIEHHSI CUMIITOMIB;



aTecToBaHa jJjabopaTopis — JabopaTopis 3 KOHTPOJO SAKOCTI JIKAPChKUX 3aC001B,
dKa arecroBaHa BIANOBIAHO 10 Ilopsaky mpoBedeHHS rainy3eBOi arecTaiii
nmabopaTopiii 3 KOHTPOIIO SKOCTI Ta Oe3MeKH JIKapChKUX 3aco0iB, 3aTBEPIKEHOTO
Haka3oM MiHicTepcTBa OXOpPOHM 310poB’st Ykpainu Big 14 ciuns 2004 poky Ne 10,
3apeecTpoBaHUM y MinictepctBi tocturii Ykpainu 30 ciuns 2004 poky 3a
No 130/8729;

BUPOOHUK JIKAPCHKUX 3aC00IB — CYO’€KT TOCMOJApIOBaHHA, KU 3I1MCHIOE
xoua 0 OJWH 13 eTaniB BUPOOHUIITBA JIKAPCHKUX 3aCO01B Ta Ma€ JIIEH31I0 (I03BLI) Ha
BUPOOHHMIITBO JIIKAPCBKUX 3ac00IB (SIKIIO OCTaHHE Tepen0adyeHo HaIllOHAJIbHUM
3aKOHO/JABCTBOM KpaiHW, HA TEPUTOPIi SKOi 3HAXOISTHCS BUPOOHUYI MOTYKHOCTI
BUPOOHUKA);

BUPOOHUIITBO JIIKAPCHKUX 3ac00IB — MISUTBHICTh, IOB’si3aHa 13 CEpIiHUM
BUITYCKOM JIIKAPCHKUX 3ac00i1B, sika BKIIOYAE BCl a00 xoua O OJIHY 3 omepalliil o0
TEXHOJIOTIYHOTO TIPOIIECy, KOHTPOJIO SIKOCTi, BHJadl JO3BOJY Ha BHITYCK
(ceptudikarrii) cepii, a Tako 3aKyMiBJI1 MaTepialiiB 1 MPOAYKIIii, 30epiranHs, ONTOBO1
TOPTiBAL (AUCTPUOYIIT) TIKAPCHKUX 3aC001B BIIACHOTO BUPOOHUIITBA;

BUCHOBOK  INI0JI0  MIJTBEP/KEHHS  BIAMOBIAHOCTI YMOB  BUPOOHMIITBA
JKapChKOTO 3aco0y BHUMOTaM HaJIC)KHOT BUPOOHUYOT MPaKTUKU
(mani — BUCHOBOK) — TOKYMEHT, BUAaHul JlepkIKCIyK0010, IKUM 3acBiIUYyeE, 110 3a
pe3yiabTaTaMi TPOBEACHOI CHEIIalli30BaHOi EKCHEPTU3U TMOJAaHUX JOKYMEHTIB
OoQIIMHUI JOKYMEHT IIOJ0 BIAMOBIAHOCTI BUPOOHHUIITBA JIKAPCHKUX 3acO0iB
BumoraMm GMP, BujaHnii ymoBHOBaXE€HHM OpraHoM KpaiHu — wieHa €C, Benukoi
Bbpuranii abo kpainu, 1o Mae yroay npo B3aemHe BuzHaHHA 3 €C ab6o 3 YkpaiHoto,
BBA)XAETHCSA TAKUM, IO MIATBEP/KYE BIAMOBIAHICTE YMOB BUPOOHHUIITBA JIIKAPCHKUX
3ac001B YMHHUM B YKpaiHi BAMOTaM HaJIeXHO1 BUPOOHUYOT MPAKTUKH;

3asBHUK — Cy0’€KT rOCHOJapIOBaHHS — BJIACHUK PEECTPAIIMHOIO MOCBITYEHHS
(ToproBoi mineH3ii) Ta/abo dilleH31i Ha BUPOOHUIITBO JIKAPCHKUX 3acO0iB, SKUMH
nogae Ao JlepxkmikciyxOu ocobucto abo dYepe3 YHNOBHOBAXKEHY 0cCOo0y
(mpencraBHUKa), MO 3HAXOJIUTHhCS B VYKpaiHi, 3asBy Ha BuJauy ceprudikara
BIIMOBIAHOCTI yMOB BUPOOHHMIITBA JIIKAPCHKUX 3aCO0IB BHMOTaM HaJEXHOT
BUPOOHUYOT MpakTUKU ab0 3asiBy Ha BHUJAYy BHCHOBKY II[0OJ0 MIATBEPKECHHS
BIIMOBIIHOCTI yMOB BUPOOHUIITBA JIIKAPCHKOTO 3aco0y BHUMOraM HaJEXKHOT
BUPOOHMYOT MPAKTHKU (a1l — 3asBa) Ta KU BIAMOBITAE 32 JOCTOBIPHICTh HAJAHOI
iH(popMallii Ta JTOKYMEHTIB;

3pa3ok (mpoba) BiJ cepli — yacTUHA BiJ cepii, BimiOpaHa TaKMM YHMHOM 1 B TaKii
KUIBKOCTI, 1[0 € PEeNpPe3eHTaTUBHOIO ISl BCIET cepii,

IHCIIEKTOp — TmocajgoBa ocoba JlepxkiikcmykOu Ta/abo (daxiBenp, SKUN
3aJIy4a€ThCA HEH0, Ma€ BUIIY OCBITY 3a OJIHIEIO 3 TaKUX CIELiaibHOCTEH: dapMmairis,
TEXHOJIOT1s (hapMalleBTUYHUX TIpenapariB, XiMmisd, XiMi4Ha TEXHOJOTrIsA, O10JI0Tid,
O10TEXHOJIOT1sl, Ma€ JOCBII pOOOTH Yy BUPOOHHUIITBI JIKAPCHKUX 3aC001B, KOHTPOJII
SKOCTI, ypaBiiHH1 (3a0e3eueHH1) sIKICTI0O a00 CTBOPEHHI JIIKAPChKUX 3ac001IB Ta Ma€e
MITBEPKEHHS KOMIIETEHTHOCTI1 3 MUTaHb HAJIEKHOT BUPOOHUYOT MPAKTUKH;

THCIIEKTYBaHHS — MPONEAypa OIIHKU BIAMOBIIHOCTI (hapMalleBTUYHOI CUCTEMHU
AKOCTI Cy0’€KTa TroCHojapioBaHHs Ta (AKTUYHOTO CTaHy HasBHUX YMOB



BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB Ta YyMOB KOHTPOJIIO SIKOCTI YMHHUM B YKpaiHi
BHUMOTaM HaJIe)KHOT BHUPOOHHYOI MPAKTHUKH 3a MICIIEM IIPOBAKEHHS ISUTBHOCTI
(MICLIE3HAXO/IP)KEHHSIM BUPOOHUYUX TOTYKHOCTEH, Y TOMY YHCI1 30H KOHTPOIIO
SIKOCT1 Ta 30H 30€epiraHHs 3a KOHTPAKTOM (JIOTOBOPOM));

KPUTUYHE TOPYIIEHHS — TOPYIIEHHS, 110 CHpUYMHSE a00 Bele /10 BHCOKOI
HMOBIPHOCT1 BUPOOHMIITBA JIIKAPCHKOTO 3acO0y, KWW MIKIUBUN JJIs1 TIOAUHU a00
TBapuHHU, ab0 TaKOro, IO MOXE€ MPHU3BECTU A0 MOSBU MIKIJJIUBUX 3JIMIIKIB Y
XapyoBiil IPOYKIIiT TBAPUHHOTO MOXOXKEHHS;

nabopaTOpHU aHaII3 — aHalli3 3pa3KiB JIKAPChKUX 3acO0IB Ha BIAMOBIIHICTH
MOKA3HUKIB SKOCTI JIKapChKUX 3aco0iB BHUMOram crenudikaiii sSKOCTi METOMIB
KOHTPOJIFO SKOCT1 JIIKApChKUX 3aco0iB ab0 3arajJlbHUM BHUMOTaM JO JIKapChbKHUX
3aco0iB, BcTaHOBJIeHUM JlepkaBHOIO (apmakorieero YkpaiHH, B aTECTOBAHUX
nabopaTopisx;

JTKapChbKUM 3aci0 KPUTHUYHOIO PIBHS PUBUKY — JIKApChKUU 3aci0, Al SIKOTO
BUKOHYEThCSL OylIb-Ka 3 TAKUX YMOB: BY3bKHUM TEpaneBTUYHUN I1HJEKC; BHUCOKA
TOKCUYHICTh; CTEPWJIbHUN MNPOAYKT; OIONOTIUHMI JiKapchbKuil mpemnapaT abo
CKJIaJITHU BUPOOHUYHUN MpOIEC, MPOTE JIIKAPChK1 3aCO0M HU3BKOIO PIBHS PU3UKY HE
MOXYTh PpO3TJSATUCA K KPUTUYHI, HABITh SKIO [JJs 11X BHPOOHHUIITBA
3aCTOCOBYIOTHCS CKJIaJH1 BUPOOHUY1 TPOIIECH;

JTiKapchbKU 3aci0 BHUCOKOTO PIBHA PU3UKY — JIIKApChKUM 3aci0, 10 MOXke
CTAaHOBUTU PHU3HK JJISl 3[I0POB'S JIOJMHU HaBITh MPU MAIUX KUIBKOCTSAX BHACIIJIOK
NepexpecHol KOHTaMiHalli NpOAyKTaMH, SIKI BKJIKOYAIOTh, ajle HE OOMEXKYIThCA
MEHIWIIHAMY, IEBHUMU IUTOTOKCMHAMU Ta 010J0TTYHUMH JIIKAPCHKUMU 3aC00aMu;

JiKapchbKi 3acOo0M HHM3BKOTO PIBHS PHU3UKY — JIKApChKi 3aco0M, Takl SK:
MICIIEBOTO 3aCTOCYBaHHsSI JJisl Tepamii NPOTH aKHE; JIKAPChKiI 3aCO0M MPOTH JIYIIH;
AHTUCENTUYHI OYHWINYyBaul MIKIpU; TMPOTUTPUOKOBI JIIKAPCHKI 3aco0M ISl HiT;
MPOAYKI[ISl MO AOTJSAY 3a IMIKIPOIO, sIKa MICTUTH JIIKApChKi 3aco0M; 3aCO0M 3aXUCTYy
Bl COHSYHHUX OIIKIB; JbOASHUKHU Bif OO0 B TOpJl ab0 KaIlutio, JIIKApChKi 3aco0u,
aHaAJOT1yHiI iM, a TaKOX $IKI HE BIJHOCATHCS /O CTEPUIBHUX ab0 pEeHenTypHUX
JKapCchbKUX 3aCO01B;

HanexHa BUpoOHuua npaktuka (Good Manufacturing Practice, GMP) — vactuna
YOpaBJiHHS SIKICTIO, sIKa TapaHTye, MO JIIKAPChKI 3aCO0U MOCTIMHO BUPOOJISIOTHCS 1
KOHTPOJIIOIOTHCS  BIAMIOBIAHO JO CTAaHJAPTIB SKOCTI, SKI BIAMOBITAIOTH 1X
MPU3HAYEHHIO, a TaKOoXX BIAMOBIAHO JIO0 BHUMOT PEECTPAILIHHOTO OCHE, TOCHE
JIOCJTIJIP)KYBAHOTO JIIKAPCHKOTO 3ac00y I KITHIYHUX BUIIPOOyBaHb a00 cnenudikairii
Ha [0 IPOIYKIIIIO;

HECYTTEBE TOpPYLIEHHS — mnopyiieHHs BuMor GMP, ske He HaJIeXUTh 0
KpPUTUYHHUX a00 CYTTEBUX MOPYIICHb (Taka Kiacu]ikailisi MPUCBOIOETHCS, SKIIO
HEBUIMOBIAHICTh OIIHEHA K Taka a0o0 SKIIO He BUCTayae 1H(oOpMAaIlii sl OI[IHKU
HEBIIMOBIAHOCTI SIK KpUTUYHOI YU CYTTEBO1);

OoQIIIMHUI JOKYMEHT IIOJ0 BIAMOBIAHOCTI YMOB BHUPOOHHUIITBA JIKAPCHKUX
3aco0iB Bumoram GMP — ceptudikar BiAMOBIIHOCTI YMOB BUPOOHMIITBA JIIKAPCHKUX
3aco0iB Bumoram GMP, BumaHuii ynmoBHOBa)XEHUM OpraHom kpaiHu — ujeHa €C,
Benukoi bputanii abo kpainu, sika Mae yrogy npo B3aeMHe Bu3zHaHHs 3 €C abo 3
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VYkpainoto (BimomocTi 3 odiiiitHoro enexkrponHoro peectpy — miast FDA CIIA), a6o
JEH311 HAa BUPOOHMIITBO JIKAPCHKUX 3acO0IB (SKIIO YMOBHOBAXKEHUM OpPraHOM
kpainn — uneHa €C, Benuxoi bputanii abo kpaiHu, 10 Ma€ yrojay mpo B3aEMHE
Bu3HaHHs 3 €C abo 3 YkpaiHoro He nepejdaueHa Bujiada ceprudikata BIAMOBIIHOCTI
YMOB BUPOOHUIITBA JIIKapChKUX 3ac00iB Bumoram GMP);

MIATBEP/KEHHS.  BIAMOBIIHOCTI yMOB BUPOOHMIITBA JIKAPCHKUX 3acO0iB
BuMmoraMm GMP — niporienypa minTBepaxeHHs Jlepkiaikeny k0010 BIATOBITHOCTI YMOB
BUPOOHUIITBA JIIKapCchbkuX 3aco0iB Bumoram GMP mmsxom Bumaui ceptudikara
BIIMOBIIHOCTI YMOB BUPOOHHUIITBA JIIKAPChKUX 3ac00iB BuMoraM GMP ab6o BUCHOBKY
I[0/I0 MiJTBEP/>)KEHHS BIJIMOBIAHOCTI BUPOOHUIITBA JIIKAPCHKOTO 3aco0y BHMOTaM
GMP;

MpeACTaBHUK 3asiBHUKA (YMOBHOBaXk€Ha 0c00a, 110 3HAXOJIUTHCS B YKpaiHi Ta
BUCTYIIA€ BiJ IMEH1 3asiBHUKA) — IOpUINYHA a00 (i3uuHa 0coba, sika Ji€ Ha MiJICTaBl
BIIMIOBIIHOTO JIOPYYEHHS (JIOBIpEHOCTI), Yy SKOMY 3asiBHUKOM HaJaHO TIPaBo
MPEACTaBISATH MOro 1HTEpecH B YKpaiHi MPU MPOBECHHI MPOLERYyp MiATBEPIKEHHS
BIIMOBIIHOCTI YMOB BUPOOHUIITBA JIIKAPChKUX 3ac001B BUMoram GMP;

npekBatidikallis JiKapchKoro 3aco0y — CTaHJIapTU30BaHa Mpolieypa/mporpaMma
BOO3, sixa mpoBOAWTBHCS 3 METOK OLIHKU $IKOCTI, 0e3me4YHOCTl Ta e€(PEeKTUBHOCTI
JKapChbKOTo 3ac00y;

npenapat 0OMEKEHOTO 3aCTOCYBaHHsA (Mpemapar-CupoTa) — JIIKAPChKUM 3acio,
[0 MpPU3HAYEHUN MJi1 JIarHOCTUKH, MNPOQUIAKTUKH YW JIIKYBaHHS PIAKICHOTO
3aXBOPIOBAHHS, TOOTO 3aXBOPIOBAHHS, IO 3arpoXXy€ KUTTIO YU NPU3BOJIUTH J10
BTpaTU Mpane3aaTHocT (3a3Buyail He Ouibiie 5 ocid 3 koxkuux 10000 >xuteniB Ha
JaTy MOJJaHHSI 3asiBU MIPO JIEPKABHY PEECTPALIIIO);

npoaykiis «in bulk» — Oyab-sikuil nikapcbkuid 3acid, OpU3HAYEHUM JIs
BUPOOHUIITBA TOTOBOTO JIIKAPCHKOTO 3acoly, sSKUM MpoHImoB yci  cTaiil
TEXHOJIOT1YHOTO MpoLecy, KpiM cTaAli acyBaHHS Ta/ab0 KIHLEBOTO MaKyBaHHS 1
MapKyBaHHS;

cepTudikaT BIAMOBIAHOCTI YMOB BHPOOHHUIITBA JIIKAPCHKUX 3aCO0IB BUMOTraM
GMP (mami - Ceprudikar) — nH0OKyMmMeHT, Bumanuii Jlepxiikcayx00w0 3a
pe3ysbTaTaMHi 1HCHEKTYBaHHSA, KU 3acBiIUy€ BIANOBIIHICTH YMOB BHUPOOHHIITBA
JiKapchbKUX 3ac001B YMHHUM B YKpaini Bumoram GMP;

CKJIIQIHUN BHUPOOHUYMM MpOILEC — TPOIEC, Mg SKOTO0 HaBiTh HE3HA4yHI1
BIIXWJIEHHA B KOHTPOJIBHUX TapaMeTpax MOXKYTh MPHU3BECTH [JI0 OTPUMAHHS
HEOJHOPIIHOTO MPOAYKTY a00 MPOJYKTY, IKUN HE BIAMOBIAa€ BUMOraM crernudikaii
(HampuKJIa, IpollecH TOMOreH 3allii ab0 rpaHyJALlii A1 TBEPAUX JIKAPChKUX Gopm
3 HHU3BKOIO 03010, IIperapaTd MPOJOHTOBaHOI abo0 BIAKIAAEHOI [ii, CTepUIIBbHI
MPOYKTH);

cremjanizoBaHa €KCHepTH3a — €KClIepTu3a IMOJaHUX JOKYMEHTIB Ha
BIIMOBIIHICTh BUMOTaM 3aKOHOJIAaBCTBA, Y TOMY uHMCIi BuUMoram 1woro Ilopsaxy,
BumoraMm GMP, anani3 X MOBHOTH 1 JOCTOBIPHOCTI HajaHoi iHdOpMaIlii, a TaKOX
nepeBipKa KOMILIEKTHOCTI JOKYMEHTIB;

CyTTEBE MOPYIICHHS — MOPYUIEHHS, SIKE HE € KPUTHYHUM, aje Mpu3Beiao abo
MOX€ MIPU3BECTH JJ0 BUPOOHUIITBA JIIKAPCHKOTO 3aC00Y, AKUW HE BIAMOBIA€ BUMOTaM



peeCTpaIifiHOro JOChE HA 1l JIKapChKU 3aci0, a0 mpu BUPOOHUIITBI JTIKAPCHKOTO
3aco0y He J0JIEPKYIOThCS BUMOTH HAJIE)KHOI BUPOOHUYOT MPAKTUKHU, TAPMOHI30BaHOT
13 3akoHOaBcTBOM €C, a00 mossirae B HEBIANOBIAHIN NpoLEAypl BUIIYCKY CEpii un
HEHAJIe)KHOMY BHMKOHAaHHI YINOBHOBAXXKEHOI O0CO000I0 CYy0 €KTa TOCIOJapIOBaHHS
CBOiX OOOB’sI3KiB, a00 € KOMOIHAIIEI0 JEKUIbKOX HECYTTEBUX MOPYLIEHb, KOXHE 3
SAKUX BJIacCHE HE MOXKe KJIacU(IKyBaTUCS SIK CYTTEBE MOPYILIECHHS, aje pa3oM BOHU
MaroTh OyTH KiIacu(]ikoBaH1 Ta BiTOOpaKeH1 y 3BIT1 SIK CYTTE€BE MOPYIICHHS;

yroja Mmpo B3a€MHE BU3HAHHS — Yroja MNpO B3a€EMHE BU3HAHHS pPE3yJIbTaTIB
IHCIIEKTYBaHHS Ha BIANOBIIHICTE YMOB BUPOOHHULTBA JIKAPCHKUX 3ac001B BUMOraM
GMP;

(apmaleBTUYHA CHUCTEMa SIKOCTI — CHCTEMa YIpPAaBJIIHHA, L0 CHPSIMOBYE Ta
KOHTPOJIIOE JAISIBHICTD Cy0’ €KTa rocoJaplOBaHHs 00 SAKOCTI.

3. IlinTBepakeHHST BIAMOBIAHOCTI yYMOB BHPOOHHUIITBA JIIKAPCHKUX 3ac00iB
YyuHHUM B Ykpaini Bumoram GMP 3anpoBakeHO 3 METOIO JOBEJEHHSI, IO JIIKAPChKI1
3acOo0M MOCTIHHO BUPOOJISIIOTHCS 1 KOHTPOJIIOIOTHCS 3TIHO 31 CTAHJIApTaMH SKOCTI,
SIK1 BIJIMOBIAAIOTH 1X MPU3HAYEHHIO, a TAKOXK BIJIMOBIIHO 10 BUMOT PEECTPAIITHOTO
JIOCBE, TOCHE TOCTIAXKYBAHOTO JIIKAPCHKOTO 3ac00y JJIsl KIIHIYHUX BUMPOOYBaHb 200
cnenudikaiii Ha 110 Tpoaykuito. [linTBep KeHHsS BIANOBIIHOCTI YMOB BUPOOHUIITBA
JTIKapChbKUX 3ac00iB, y TOMY 4YHUCJIl AKTUBHHX (apMalleBTUYHUX IHTPEIIEHTIB
(cyOcranitiit), Bumoram GMP 3nilicHIO€TECSL HA TOOPOBUIBHUX 3acajax 3a OakaHHSIM
3asIBHUKA.

4. 1liagTBep/KEHHS BIAMOBIAHOCTI YMOB BHUPOOHHUIITBA JIIKAPCHKUX 3ac00iB
BuMmoraM GMP nins pe3usieHTIB Ta HEPE3UJICHTIB 3M1MCHIOETHCS JlepaimiKeayk0010
IUISIXOM TPOBEJICHHS €KCHEePTU3W JTOKYMEHTIB, MOJAHUX BIAMOBIIHO JO ILHOTO
[lopsiaky, Ta I1HCIEKTyBaHHS BUPOOHMIITBA Yy BHIAJKaX, IMepel0ayeHUuX UM
[Topsaakom.

5. BianoBigHo a0 1poro [opsiaky mpoBOAUTHCA MIATBEPAKEHHS BIAMOBITHOCTI
YMOB BUPOOHUIITBA JIKAPCHKUX 3aCO0IB BUMOTaM HaJEkKHOI BUPOOHUUOI MPAKTUKHU
Ha BUPOOHUYUX AUIBHUISLX 3T1JTHO 13 BIMIOBIIHOIO 3aBOIO:

Ha BHJaudy cepTudikata BIANOBIIHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB
BUMOTaM HAJIE’)KHOI BUPOOHMYOT MPAKTUKU 3TiAHO 3 AojnatkoMm 1 1o uporo Ilopsiaky
(mami — 3asBa Ha Buaauy Ceptudikara);

Ha BHJIayy BUCHOBKY LI0JI0 MIATBEPIKEHHS BIIIMOBIIHOCTI YMOB BUPOOHHIITBA
nikapcbkux 3aco0iB Bumoram GMP 3rinnHo 3 nogatkom 2 1o mporo Ilopsanky (mami —
3asiBa Ha BuJayy BUCHOBKY).

6.3rinno 3 muMm  [lopsinkom  [lepxkiikcinyx0a BHUJA€ JTOKYMEHTH, IIO
MITBEP/KYIOTh BIAMOBIAHICT YMOB BHUPOOHHUIITBA JIIKAPCHKUX 3aCO0IB BUMOTaM
GMP:

cepTudikaT BIAMOBIAHOCTI YMOB BHPOOHHUIITBA JIIKAPCHKUX 3acO0IB BUMOTraM
HaJeXKHOT BUPOOHMUYOI MPAKTUKU 3a (OPMOIO 3TrITHO 3 AOJATKOM 3 10 LBOTO
[Topsanxy;

BHCHOBOK II0JI0 MIATBEPKEHHS BIAMOBIIHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX
3ac001B BUMOTaM HaJIE)KHOI BUPOOHUYOT MPAKTUKH 3a POPMOIO 3TriAHO 3 JoAaTKoM 4
1o uporo Iopsaaky.



II. ETanu niaTBepAKeHHs BiNIOBITHOCTI yMOB BUPOOHHMITBA JIKAPCHKUX
3aco0iB Bumoram GMP

1. Tlpouenypa miaATBEp>)KEHHS BIAMOBIIHOCTI YMOB BHUPOOHUIITBA JIKAPCHKUX
3aco0iB BumoraM GMP Bkitouae Taki eTanu:

noaanus 1o Jepxiikcnyx6u 3asBu Ha Bugauy Ceprtudikara abo 3asBu Ha
BUJa4y BHCHOBKY Ta KOMIUIEKTY JOKYMEHTIB, NepeadadyeHoro myHkramu 2, 3, 8
OO PO3/LTY;

MepeBIpKy Ta OMpallfoBaHHs MmoAaHoi 3asBu Ha Bujpauy Ceptudikara ado 3asBu
Ha BuJady BHCHOBKY Ta KOMIUIEKTY JOKYMEHTIB (CHeLiadi30BaHa eKCIEPTH3a);

IHCIIEKTYBaHHSI BHUPOOHUIITBA JIKAPCHKUX 3acO0IB 3a MICIIEM MPOBAJKEHHS
TISTTBHOCTI, B TOMY YHCJ1 Ja0opaTopid, IO 3IIHCHIOIOTH KOHTPOJb SIKOCTI 3a
KOHTPAKTOM (JIOTOBOPOM), CKJIQJCBKUX 30H 3a KOHTPAKTOM (JIOTOBOPOM), ¥
BUMAJIKaX, nepeadaueHnx uum I[opsakom;

NPUUHATTS PINIEHHS II0J0 BHJA4l JOKYMEHTa MpO BIJIMNOBIAHICTH YMOB
BUPOOHUIITBA JIIKApChKUX 3ac00iB BuMoraMm GMP abo BMOTMBOBaHOTO BUCHOBKY IPO
BIIMOBY Yy MOTO BH1aui;

BHECEHHSI 3MIH JI0 BHJAHOIO JOKYMEHTa IMpO BIAMOBIAHICTh BUPOOHUIITBA
nikapcbkux 3aco01B BuMoram GMP y Bunajakax, nepeadadyeHux myHKToMm 12 posairy
V nporo Iopsaky.

2. Jlng migTBepKEHHS BIAMOBIIHOCTI YMOB BHUPOOHMIITBA JIKAPCHKUX 3acO0IB
BuMmoram GMP 3asiBHuK (mpeacTaBHUK 3asiBHUKA) mojaae 110 JepxiikciayxOu 3asBy
Ha Bujauy Ceprudikara abo 3asBy Ha BUAa4y BHCHOBKY, 10 SIKMX JOJAIOThCS TaKi
JIOKYMEHTH:

1) komist 3asBM MpO JEpkKaBHY pEeCTpalliio JIKapchbKoro 3acoly, mo Oyia
nogana A0 MO3 Vkpainu, 3acBiqueHa MIAMNUCOM 1 TMEYaTKOK (3a HAsIBHOCTI)
3asiBHMKA a00 HWOro mpeacTaBHUKA, — IS JIIKAPChKUX 3aco0iB, IO MOJAIOTHCS Ha
Jep>KaBHY peecTpalliro, abo MpU BHECEHHI BIJMOBIIHUX 3MIH, IO CTOCYIOThCS 3MIHU
BUpOOHUKA a00 HOro BUPOOHMYUX MOTYKHOCTEH, a00 BHECEHHS J10JJaTKOBOTO
BUPOOHUKA J10 PEECTPAIITHUX MaTepialdiB 3apeecTpOBaHUX B YKpaiHl JIIKAPCHKUX
3aco0iB, a00 3MIHU Ha3BHU JIIKaPCHKOTro 3ac00y, a00 3MiHU 3asBHUKA;

2) 3acBilu€HA B YCTAHOBJICHOMY MOPSAKY KOIMisg OQIIIIHOTO JOKYMEHTA, SIKUM
Jla€ TpaBO Ha 3JIMCHEHHS TOCHOJAPCHKOT AISIBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX
3aco0iB Ta BHJAHUW BIJMOBIAHUM JEPKaBHUM OPraHOM KpaiHu, /i€ PO3TalllOBaHE
BUPOOHUIITBO, Ha BHPOOHWYY [UIBHMIIO, [0 BKa3aHa B 3asBl Ha BUJAYY
Ceprudikata (3agBi Ha BuAadyy BHCHOBKY), Ta 3acBIQUEHUIl B YCTaHOBJIEHOMY
MOPSAKY TMEepeKyiaJ YKpaiHChbKOIO Ta AaHIINCHKOI MOBaMHu (IJisl HEPE3UACHTIB).
SIK1110 3TiIHO 13 3aKOHOJJABCTBOM KpaiHU-BUPOOHUKA JIIIIEH31s1 HA BUPOOHUIITBO ICHYE
JUIIE B €JIEKTPOHHOMY BUIJIAJlI, MalOTh OYTH Ha/laHi pO3JPYyKIBKA 13 MOCUIaHHAM Ha
BIAMOBIAHUI ODIIHHUIN CaiiT, 3aCBIUEHA MIAMKCOM Ta/abo (3a HasIBHOCTI) MEYaTKOIO
3asiBHUKA (ITpeJCTaBHUKA 3asBHUKA), Ta MEPEKIaj YKPaiHCbKOK MOBOIO.

Skmo BHeceHo n0 6a3u nannx EudraGMP abo enexkTpoHHOro peecTpy
FDA  CIIA, 3asBauk  (mpeacTaBHUK  3asiBHUKA)  HAJA€  3aCBITUYEHY



3asBHUKOM/TIPEJICTABHUKOM 3asiBHUKA PO3ApPYKiBKY 3 0a3u nanux EudraGMP a6o
enexktpoHHoro peectpy FDA CIIA 13 3acBiIiu€HMM MEpPEKIaJOM Ha YKPaiHCBbKY
MOBY;

3)3acBilueHa B YCTAHOBJIECHOMY TOPSAKY KOIMis OQIliifHOTO JOKYMEHTa,
BUJIAHOTO JIEP’)KaBHUM OpPraHoM KpaiHu, J€ pO3TalloBaHO BUPOOHUIITBO, PO
BianoBigHicTh BuMoraM GMP BupoOHHM4YOI nOiTbHHUIN, IO BKa3aHa B 3asBl (3a
HasBHOCTI); 3aCBIQY€HlI B YCTAHOBJIEHOMY HOPAJIKY KOMNIi JOJATKIB [0 LBOIO
JOKyMEHTa 3 TEpeIiKOM JIKAapChKUX 3aco0iB (3a HAsABHOCTI) Ta 3acBIJYEHI B
YCTAHOBJICHOMY MOPSJIKY MEPEKIAIN UX JOKYMEHTIB YKPAaiHCHKOIO Ta aHTJIINCHKOIO
MOBaMH.

Skmo BHeceHo n0 6a3u nannx EudraGMP abo enexkTpoHHOro peecTpy
FDA  CIIOA, 3asBHuk  (mpeacTaBHUK  3asiBHUKA)  HAJA€  3aCBITUYEHY
3asBHUKOM/TIPEJICTABHUKOM 3asiBHUKA PO3ApPYKiBKY 3 0a3u nanux EudraGMP a6o
enexktpoHHoro peectpy FDA CIIA 13 3acBiiueHMM MEpPEKIaJOM Ha YKPaiHCHbKY
MOBY;

4) 3acBilu€HA B YCTAaHOBJICHOMY MOPSAKY KOMisg OQIIINHOTO JOKYMEHTa I10J0
BIIMOBIIHOCTI YMOB BUPOOHHUIITBA JIIKAPChKUX 3ac00iB Bumoram GMP, Bumanoro
YIOBHOBXXEHUM opraHom kpainu — uneHa €C, Benukoi bpuranii abo kpainu, sika
Mae yrojay npo B3aemHe Bu3HaHHs 3 €C abo 3 YkpaiHoto.

Skmo BHeceHo no 6asu nganux EudraGMP a6o enextponnoro peectpy FDA
CHIA, 3asBHuk (mpeAcTaBHUK 3asiBHHMKA) HAJlAa€ PO3APYKIBKY 3 IIi€l 0a3u JaHUX Ta
nepeKiiajl yKpaiHChbKOI MOBOIO, Y TOMY 4YHCHl 13 AojaTtkamu (3a HasBHOCTI). L1
JOKYMEHTH IIOBHHHI OyTH 3acBilueH1 3asBHUKOM (IIPEACTABHUKOM 3asiBHUKA);

5) komist nocbke BUpoOHMYOI ninbHulll (Site Master File) ta foro mepexian Ha
YKpaiHChbKY Ta/a00 aHIIChKYy MOBY, 3acBiqyeHl 3asBHUKOM (IIPeACTaBHUKOM
3asiBHUKA) (17151 PE3UACHTIB Ta HEPE3UJICHTIB, 3a BUHITKOM BUPOOHMKIB, BUPOOHUY1
MOTY>KHOCTI SIKUX 3HaXOJAThCSI Ha TepUTOpli Kpainu — uineHa €C, Benukoi bpuranii
a0o0 KpaiHu, sika Mae yroay npo B3aeMHe Bu3HaHHA 3 €C a0o 3 YKpaiHoto);

6) 3acBiueHa 3asBHUKOM (IIpeACTAaBHUKOM 3asiBHHKA) KOIis 3BITY, CKIAJEHOIO
3a pe3yibTaTaMU OCTAHHBOI TEPEBIPKHU, MPOBEICHOI YMOBHOBAXXEHUM OPraHOM
kpainn — wieHa €C, Benukoi bputanii abo kpainu, sika Ma€ yroay mpo B3a€MHE
Bu3HaHH 3 €C abo 3 VYkpaiHOw (1711 HEpEe3UJEHTIB, 32 BUHSATKOM BUPOOHHKIB,
BUPOOHUY1 MOTYKHOCTI SIKMX 3HAXOJAThCS Ha TepuTopii kpainu — uiena €C, Benukoi
Bbpuranii abo kpainu, sika Mae yrojay npo B3aeMHe Bu3HaHHA 3 €C abo YkpaiHoto).
IIpu upoMy mnepeBipka MOBMHHA OyTH MpPOBEJEHA HE paHIille HDK 3a 3 POKH 10
MoJgaHHs 3asBH;

7) iHpopmaIllis IMOJ0 OCTaHHbOI MEPEeBIPKH, MPOBEACHOI 3a MPOILEAYPOIO
npekBanidikanii BOO3 (3a wnasgBuocTi). Ilpu npomy mnepeBipka MHOBUHHA OyTH
MIPOBEJICHA HE paHillle HIXK 3a 3 POKHU J10 MoJaHHs 3asBu Ha Bugauy Ceptudikarta abo
BucHOBKY (K10 HEMa€ 1HIIMX MOJAHUX 3assBHUKOM a00 MpEeICTaBHUKOM 3asiBHUKA
BIIMOBIAHUM YUHOM OodopMiIeHUX KoMl odimiiinux qokymentise BOO3);

8) HOBiKa MPO SAKICTh MPOIYKIIIi, 110 BUPOOJISIETHCS, 3TAHO 3 JOJATKOM 5 10
uboro [lopsaky;



9) noBika MWpPO pPE3yNbTAaTH MEPEBIPOK BUPOOHMYOI IIIBHUII, MNPOBEICHHUX
OopraHaMu Jep>KaBHOTO KOHTPOJIIO, 3a (OPMOIO 3TiTHO 3 JA0AaTKOM 6 10 IBOTO
[lopsiaky, mo 3a3HadeHa B 3asBi Ha Buaauy Ceprtudikara (3asBi Ha BUIaYy
BucHOBKY);

10) 3aranbHuil mepenik HOMEHKJIATypd MPOAYKIi 3a (QOpMOI 3TigHO 3
nonatkoM 7 1o uporo Ilopsaky (3a dopmoro 1 — y pasi nmogaHHsi 3asiBU HA BUJIAYy
BucHoBky; 3a hopmoto 2 — y pasi nojganns 3asiBu Ha Buaady Ceptudikara), B SKoMy
HaBOJMUTHLCS TEpeNiK JIKapChbKUX 3aco0iB, SKI 3apeecTpoBaHl B YKpaiHi Ta/abo
3HaXOJSAThCSI B TMPOIECI PEECTpallii/BHECEHHS 3MIH 1 BUPOOHHUIITBO SIKUX BXKE
3MIMCHIOETHCS a00 IUIAHYETHCA 3/IMCHIOBATH HA BUPOOHMUINM AUIHHUIL, 1110 BKa3aHa B
3asBl Ha Bugauy BucHoBky (3asBi Ha Bumauy Ceptudikarta). Takuii nepemnik
MOJAETHCS B MUCHMOBIM (popMi Ta Ha eneKTpoHHOMY Hocii iHpopmarlii (paiin Excel).
VY pa3i konu 3asBHUKOM € BIACHHUK JIIEH311 Ha BUPOOHUITBO MJiE BUPOOHUYOT
IUTBHUII, 3a3Ha4YeHOi y 3as1B1 Ha Bujauy BucHoBky (3asBi Ha Bugauy Ceptudikara),
Mepeik MOXKE MICTUTU JIIKapCchkl 3aco0uM OAHOro abo MEKUIbKOX BIACHHUKIB
peecTpariiHuX MOCBITYEHb.

11) 3acBimueni 3asgBHUKOM (TIpeACTAaBHUKOM 3asiBHUKA) KOMisA cepTudikaTa
JikapchbKoro 3acoOy st mixkHapoaHoi TopriBai (certificate of a pharmaceutical
product), BUAaHOTO KOMIIETEHTHUM OpPraHOM KpaiHU BUPOOHHMKA JIKApChKOTO 3aco0y
a00 BJIACHUKA PEECTpaIIiHOrO MOCBIMUYEHHS (3asiBHUKA), 00 HIIUM PEryIsTOPHUM
opraHoMm kpainu — wiena €C, Bemukoi bputanii abo kpaiHu, sika Ma€ yromy mpo
B3aeMHe BU3HaHHS 3 €C abo 3 YKpaiHOI, Ha PUHKY SIKOi PO3MIILIEHO JIKapChKHUI
3aci0, 13 3a3HaYEHHSM Ha3BU JOKyMEHTa Ta HailMEHyBaHHS KOMIIETEHTHOI'O OpraHy,
o0 Moro BUAAaB, JaTW BHUJAaudl (Il HE3apEECTPOBAHUX JIKAPCHKUX 3ac00iB, Kl
3HaXOJSThCSI B TPOLIECT peecTpallii/BHECEHHI 3MiH B YKpaiHi), Ha3BU Ta ajpec
BUPOOHUYHUX JTUTHHUIID;

12) rapaHTiiiHUNA TUCT 3T1IHO 3 10JATKOM &;

13) 3acBiqueni 3asgsBHUKOM (IIPEACTAaBHUKOM 3asiBHHMKA) KOIIl peecTpariiiHux
nocBinueHb (marketing authorization), BUaHX KOMIETEHTHUM OpraHoM kpainu €C,
YIOBHOBaXKEHHUH OpraH Kol BUAaB O(MILINHUNA TOKYMEHT IIOJ0 BIAMOBIIHOCTI YMOB
BUPOOHMIITBA JIIKApChKUX 3aco0iB BumoramMm GMP, abo BHIaHMX KOMIIETEHTHHUMHU
opraHam 1HIIUX KkpaiH — wieHiB €C, Benukoi bputanii abo kpail, K1 MalOTh yTO1y
npo B3aemHe Bu3HaHHS 3 €C abo 3 YkpaiHow (momaeTbes IS JIKapChbKUX 3aco0iB,
BUPOOHUIITBO Xo4ya O OJHI€l cTajli sSIKMX 3IMCHIOEThCS HE B KpaiHi — ujeHi €C,
Benukoi bpurtanii abo B kpaiHi, sika HE Ma€ yrojau npo B3aemMHe BuzHaHHs 3 €C abo 3
VYkpaiHoro, BKIIOYaI0Ud KOHTPAKTHI BUPOOHUY1 JITTHHHUILL);

14) 3acBimueHi 3asBHUKOM (MPEICTaBHUKOM 3asiBHMKA) Ta BHUKJIAACHI
YKpaiHChKOIO Ta/a00 aHrINChKOI0 MOBaMH Jloche BUPOOHUYOT AUTHHHUILI SISl YCTAHOB
3 OTpUMaHHA IJa3Mu Ta/abo Jlocbe BHUPOOHWYOT MUIBHUIN JJISI MICIb 30epiraHHs
MJIa3MH.

VY Bumanky, gkuio OyAb-siKi JTOKYMEHTH 13 3a3HAUYEHOr0 BUIIE NEPENiKy, sKi
noaano 1o Jepxiikcinyxxk6u 3 metoro oTpumanHsi CepTtudikata abo BHCHOBKY,
MICTATh KOHQI1IEHIIINHY 1HQOopMaIllito, Ky BUPOOHUK HE MOXKE PO3KPUTU 3asiBHUKY



(npencraBHUKY 3asBHUKA) B YKpaiHi, BAPOOHUK MOKE€ HAJICIATU TaKl JOKYMEHTH
6e3nocepeIHbo 10 JepKiikemyxou.

3. ln1  BUpPOOHUKIB-PE3UJICHTIB  MIATBEP/KEHHS  BIAMOBIIHOCTI  YMOB
BUPOOHUIITBA JiKapchbkux 3aco0iB  Bumoram GMP Moxe 37aiiicHIOBaTHCS
Jlepxinikcay:k0010 3a pe3yibTaTaMU TUIAHOBOI NMEPEBIPKU JOAECPKAHHS BIAMOBIIHUX
JUEH31MHUX yMOB. 3a BIICYTHOCTI KPUTHYHHUX MOPYIIEHb Ta/ab0 YUCIEHHHUX (HE
MeHIIe 6 y CYKYNHOCTI, MO KOHKPETHUX JIKApChbKUX 3acobax abo Impolecam)
CYTTEBUX IMOPYLIEHb BiANOBIAHOCTI BUMoram GMP BupoOHMYMX [OUTBHHLL a00
OKpPEMUX JIIKapChKUX 3aC001B B aKTl IJIAHOBOI MEPEBIPKU JTOAEPKaHHS JIEH3IMHUX
yMOB Jlepkiikciyk0a BIAMOBITHO 10 po3auty V mporo Ilopsiaky Bumae mileH3iaty
Ceptudikar npotsarom 30 poOouux AHIB 3 JHS OTPUMAaHHS BiJ HbOT'O JINCTA IIOJIO
Bunaui Ceprudikara 13 3araJibHUM MEPETIKOM HOMEHKIATYPH MPOAYKIII Yy
NarepoBOMY BHUIUIS/l T4 HA €JIEKTPOHHOMY HOCIi. JIMCT momaeTbes JIEH31aTOM 10
JepxInikcay:k0u mpoTaroM 15 pobouux JHIB MICs MPOBEACHHS MJIAHOBOI MEPEBIPKU
J0JIep KaHHs JIILEH31MHUX YMOB.

VY pas3i HasBHOCTI KPUTUYHUX MOPYIIEHb Ta/ab0 4YMUCICHHUX (HE MeHIe 6 y
CYKYyIHOCTI, IO KOHKPETHUX JIIKapChKUX 3acobax abo mpolecaMm) CYTTEBHUX
NopyuieHb BiANOBIAHOCTI BuMoraM GMP BupoOHMYMX JUIbHUIL a00 OKpEMHUX
JTKapChbKUX 3aC001B, BUSABIEHUX I11]1 4aC OCTAHHBOI IUIAHOBOT MEPEBIPKU TOACPKAHHS
JTUEeH31MHUX YMOB, Jlepiikciy:x0a mnpuiiMae pioieHHs NpO BIAMOBY y BUAaul
Ceptudikara 3riqHo 3 pozauvioM V 1poro Ilopsiaky. 3a HasIBHOCTI JTOKYMEHTAIbHUX
MIATBEP/KEHb PO YCYHEHHSI KPUTUYHUX MOPYIIEHb Ta/a00 YUCIeHHUX (He MeHIIe 6
y CYKYIIHOCTI, MO KOHKPETHUX JIKapChKUX 3aco0ax abo mpoiiecam) CYTTEBUX
NopyuieHb BiANOBIAHOCTI BuMoraM GMP BupoOHMYMX JUIbHUIL a00 OKpEMHUX
JKapChbKUX 3aC001B, BUSBIEHUX I11]1 4aC OCTAHHBOI IJIAHOBOT MEPEBIPKU TOACPKAHHS
JIEH31IMHUX yMOB, TIPOBOJUTHCS 1HCIEKTYBAaHHS 3a MICIIEM MPOBAKCHHS
BUPOOHUIITBA (BUPOOHUYOI MUIBHUII) HA MIACTaBl MOJAAHOI JIIEH31aTOM 3asiBU Ha
Bujauy Ceprugikara.

4.3asBa Ta JOKYMEHTH, IO JAOJAIOTHCSA 10 HEi, MPUIMAIOThCA 3a OMKHCOM
JOKYMEHTIB 3riHO 3 goaatkoM 9 no uporo Ilopsiaky, Komisi SIKOTO BUIA€THCS
3asBHUKY (IIPEACTaBHUKY 3asiBHUKA) 3 BIAMITKOIO MPO ATy MPUUHATTS JOKYMEHTIB
Jlepxitikcayk0010 Ta MiAMUCOM BiIMOBIAAIBHOT OCOOU.

5. BigmoBigHa 3asBa Ta KOMIUIEKT JOKYMEHTIB Uil  HIATBEPIKECHHS
BIIMOBIIHOCTI yMOB BHUPOOHHUIITBA JIIKApChKUX 3aco0iB BumMoram GMP, nucrtu
3asBHUKIB Ta/a00 Mpe/CTaBHUKIB 3asiBHUKIB MOXYTh MOJABATUCS B €JIEKTPOHHOMY
BUTJISI/I1 32 HASIBHOCTI 3alPOBAJP)KEHOT0 €JIEKTPOHHOTO nopTtany Jepainikenyxou ais
MOJaHHS TaKUX JTOKYMEHTIB.

6. Jlns mpoBeieHHs Tab0paTOPHOTO aHaNI3y SKOCTI 3pa3KiB JIIKAPChKUX 3aCO0IB,
eKCIepTu3, I1HCIEKTYBaHHS, BUKOHAHHS  OKPEMHX  BHAIB  POOIT  TOWIO
Jepximikeay:k0010 MOXYTh 3alydaThcsl MIANPUEMCTBA, YCTaHOBH, OpTraHizailii,
OKpeMi BU€HI Ta (axiBili (3a iX 3ro/1010).

7. ns  Hepe3umeHTiB, sKi HE MawTh O(QIMIMHUX JOKYMEHTIB LIOAO
BIIMOBIIHOCTI YMOB BUPOOHMIITBA JiKapChkux 3aco0iB BuMoram GMP, Bumanux
YIOBHOBaXXEHUM opraHom kpainu — uneHa €C, Benukoi bpuranii abo kpainu, sika



10

Mae yroay npo B3aeMHe BuzHaHHs 3 €C a0o0 3 YkpaiHoto, 10AaTKOBO /10 MPOBEICHHS
eKCHEepTU3U JOKYMEHTIB 3J1MCHIOEThCS IHCHEKTYBaHHS BHUPOOHHUIITBA (BUPOOHUYOT
JIUTBHULI) BIATOBIAHO A0 po3auty IV mporo [Hopsaky.

8. I[Ipu mpoBeneHHI MIATBEPIKEHHSI BIAMOBIIHOCTI YMOB BHUPOOHHUIITBA
nikapcbkux 3aco0iB Bumoram GMP marots OyTH 3a3HadeH1 yci MPOMIXKHI BUPOOHUY1
OUTBHUL  (BKJIIOYHO 3 KOHTPAKTHUMM JUIBHUIIMH), IO 3aJiiH1 Yy TMpoiiect
BUPOOHUIITBA TOTOBOTO JIIKAPCHKOTO 3aco0y. Bci crajili BUpOOHUIITBA JIIKAPCHKUX
3aco0iB  (Hepo3dacoBaHa MPOAYKIlis, TMEPBUHHE Ta BTOPUHHE IMaKyBaHHS,
ceptudikaiiis cepii) moBUHHI BiamoBigatk BuMoraMm GMP Ta Matm BiamoBigHI
Ceptudikaru, Bugani 3rigHo 3 1uM l[lopsakom, KpiM BUNAAKIB KOJU B KOMIUIEKTI
JIOKYMEHTIB HaJlaHi:

3aCBIJUEH1 MIJIMUCOM Ta MEYaTKOIo (3a HasBHOCTI) 3asiBHUKA a00 MpecTaBHUKA
3asiBHMKA KOMii JOKYMEHTIB Ta iX MEpPEeKJIaJii YKPaiHChKOIO MOBOIO, 3a3HayeHl y
MIANYHKTaX 2 Ta 4 MyHKTY 2 UbOr0 pO3IUTYy, — IJii MNPOMDKHUX BHPOOHUYUX
OUIBHUIb, Y TOMY YHCJI1 KOHTPAKTHUX, IO 3aAisiHI y BHUPOOHMITBI JIIKapCHKOIO
3aco0y Ta po3TailoBaHi Ha TepuTopii kpainum — uineHa €C, Benukoi bpuranii a6o
KpaiHu, fiKa Mae yroqay rnpo B3aeMHe Bu3HaHHA 3 €C a0o 3 YkpaiHoro;

3aCBIJUEH1 MIJIMUCOM Ta MEYaTKOIO (3a HasBHOCTI) 3asiBHUKA a00 MpecTaBHUKA
3asiBHMKA KOMii JOKYMEHTIB Ta iX MEpPEeKJIaJii YKPaiHChKOIO MOBOIO, 3a3Ha4yeHl y
mianyHkTax 2, 4, 6, 13 myHKTy 2 0bOro po3auly, — JJsi MPOMDKHUX BUPOOHUUUX
JIUTbHULb, BKJIIOYHO 13 KOHTPAKTHUMHM BUPOOHUYMMHU JUIBHUISIMHU, IO 3aisHI Y
BUPOOHUIITBI JIIKAPCHKOTO 3aCO0y Ta pO3TAIIOBaH1 M03a TEPUTOPIEIO KpaiHU — WieHa
€C, Benukoi bputanii abo kpainu, sika Mae yrogy npo B3aeMue BuzHaHHs 3 €C abo 3
YKpaiHoto.

IIpu npomy Bugaya JlepKiaikciayk00i0 OkpeMux BUCHOBKIB Il TPOMDKHUX
BUPOOHUYUX AUIBHUIH (BKIIOYAIOUYM KOHTPAKTHI BUPOOHWYI AUTHHUIIL), 10 MAarOTh
oQiIiifH1 JOKYMEHTH HIOJ0 BIAMOBIIHOCTI YMOB BHPOOHHUIITBA JIIKAPCHKUX 3acO0iB
BumoraMm GMP, BujaHi ynoBHOBaXe€HUM opraHom kpainu — wiena €C, Benukoi
Bbpuranii abo kpainu, sika Mae yrojy npo B3aeMHe Bu3HaHHs 3 €C abo 3 YkpaiHoro,
HE 3JIIHCHIOETHCS.

O.1lpu mnpoBeneHHI NIATBEPJKEHHS BIAMOBIIHOCTI YMOB BHUPOOHHIITBA
mikapcbkux 3aco0iB BumoraM GMP st pe3usieHTIB Ta HEPE3UJICHTIB 3 METOH0
orpuMmanHsi Ceptudikata abo BUCHOBKY 1Jii yCTaHOB 3 OTPUMAaHHs IIa3MU Ta/abo
MiCIlb 30€epiraHHs IUIa3MH, BKJIIOYHO, SIKIIO YCTAaHOBHM 3 OTPUMAaHHS IUIa3MU Ta/abo
Miclsl 30epiraHHsi IUIa3MH € MPOMDKHUMHM BUPOOHMYMMH AUIBHUISIMH 200
KOHTaKTHUMHM, B KOMIUIEKTI JJOKYMEHTIB /10 BIANOBIIHOI 3asBU MOBUHHI OYTH HaJlaH1
3a3HayeHl1 y MIANYHKT1 14 myHKTY 2 11boro po3auty Jlocke BUpOOHHUYOT AUTHHUIIL AJIS
YCTAaHOB 3 OTpUMaHHs IIa3Mu Ta/abo Jlocke BUPOOHMUYOI MUIBHUIN JJIs MICIb
30epiranHs IJ1a3MH, sSIKI CKJIaJeHI He IMi3HIIEe, HDK 3a IMICTh MICSIIB BiI JaTH
noJaHHs BiANOBIAHOT 3asiBu Ha oTpuManHs Ceprtudikata a00 BucHoBKy.



11

II1. CTpoku migTBepaAKEeHHS BIANMOBIIHOCTI yMOB BUPOOHHUITBA JIIKAPCHKUX
3ac00iB BuMmoram GMP

1. CremianizoBaHa €KCIEpPTU3a, N0 SKOI MOXYTh 3amydatucs ¢axisii abo
yHnoBHOBaXkeH1 [lepanikciyx0010 opraHizailii, IpOBOJUTHCS 3 METOIO CKJIaJaHHs
BMOTHBOBAHOI'0 BUCHOBKY IIIOJIO MIATBEP/I>)KEHHS BIIMOBIAHOCTI YMOB BHUPOOHUIITBA
nikapcbkux 3aco0iB Bumoram GMP.

CremianizoBaHa eKcrepTu3a 3a yMOBU HaJlaHHS OMIIIHHOrO JOKYMEHTa LI0A0
BIIMOBIIHOCTI YMOB BUPOOHHUIITBA JIIKAPChKUX 3ac00iB Bumoram GMP, Bumanoro
YIOBHOBaXXEHUM opraHom kpainu — uneHa €C, Benukoi bpuranii abo kpainu, sika
Mae yrojly mpo B3aemHe BusHaHHA 3 €C abo 3 YkpaiHoro, IpOBOJUTHCS HE OLUIBIIIE,
HDK 15 pobounx AHIB 3 JaTu peecTpaiii 3asBu Ha Buaady Ceprudikaty ado
BucHOBKY, KpiM BHUIAJIKIB:

1) nast mikapchKuxX 3aco01B, MPU3HAYECHUX MJI NPOGLIAKTUKU, JIAarHOCTUKUA Ta
nmikyBaHHS TyOepkynbo3y, BIJI/CHIJ], BipyCHMX TemaTtuTiB, OHKOJIOIIYHHMX Ta
piakicHux (opdaHHMX) 3aXBOPIOBaHb, a TaKOX ISl JIIKApChKUX 3aco01B, sKl
pEECTPYIOThCA B YKpaiHi 3a CHPOUIEHOI0 MPOLEAYPOI0 peecTpalii 3riiHO 3aKOHY
Vkpainn «IIpo mikapceki 3acobm», — He OUIbIIe HDK 5 poOOYMX AHIB MICHSA
peectpanii 3asBu Ha Buaauy Ceprtudikarta (3asBu Ha Bujadyy BucHOBKY), y pasi
3a3HaueHHs 1i€l iHpopmanii y mojgani 3asBi Ha Bugauy Ceprudikarta (3asBi Ha
BUjayy BUcHOBKY);

2) mis JIKapchbKMX  3aco0iB, IO 3apeecTpoBaHl 3a  IEHTPaIi30BaHOIO
nporeayporo €BpoNneichKUM areHTCTBOM 3 MenudHux npoaykriB (EMA), ta mis
JTiKapCchbKUX 3ac00iB, 110 Mpouuu npoueaypy npekpartidikaiii BOO3 ta BkItoUeH1
no nepeniky BOO3 mpekBanihikoBaHHX JIKapCbKUX 3ac00iB, — HE OUIbIIE HDK 5
pobouux AHIB michsa peectpauii 3asBu Ha Buaady Ceprudikarta (3asBU Ha BUAAUY
BucHoBKy), y pa3i 3a3HaueHHs 1i€i 1H(opMaiii y mnojaHii 3asBi Ha BUIAUYy
Ceprtudikara (3asaBi Ha BUgayy BUCHOBKY).

B ycix 1HmIKMX BHMaaKax cHeliali30BaHa €KCIEpPTH3a MPOBOJUTHCS HE OLIbIIE,
HDK 20 poOouux JHIB.

Jlns mikapchbKUX 3ac001B, MPU3HAYEHUX [JIs1 MPO(UIAKTUKH, MIAarHOCTHKU Ta
nmikyBaHHS TyOepkynbo3y, BIJI/CHIJ], BipyCHMX TemaTtuTiB, OHKOJIOIIYHHMX Ta
piakicHux (opdaHHMX) 3aXBOPIOBaHb, ISl JIIKAPCHKUX 3aco0iB, 110 MPOUIILIN
nporenypy npekBamidikanii BOO3 Ta Brimwodeni g0 neperniky  BOO3
MpekBaipiKOBaHUX JTIKAPChKUX 3ac001B, a TaKOX IS JIKapChKUX 3aco0iB, fKi
pEeECTPYIOThCA B YKpaiHi 3a CHPOLIEHOI0 MPOLEAYpOI0 peecTpalii 3riiHO 3aKOHY
VYkpainu «IIpo mikapcbki 3aco0u» y pasi 3a3HaueHHs 1€l iHGopMallii y BiIMOBIIHIN
3asiBi crelianizoBaHa eKCIepTU3a 3A1MCHIOETHCS 103a4€ProBO.

2.1lix yac mnOpoBeAeHHS CHElIali30BaHOI EKCIepTU3n OepeThbcsl 10 yBaru
iH(dOopMallis MO0 pe3yJbTaTiB MPOBEACHHS IHCIEKTYBaHb 3 00Ky [lepxitikcmyxOu
JaHOi BHUPOOHMYOI JUIBHUIN 3a TOMEPEaHI POKH, KpIM BUMNAAKIB, SKIIO IIf
iHpopMallis Bxke Oyna MpeaMeToM MepeBIpku 3 00Ky JlepKIiKciyxOu, a Takox
HAsBHICTh JIOKYMEHTAJIbHUX MIATBEPKEHb YCYHEHHS KPUTUYHHUX, CYTTEBUX Ta
HECYTTEBUX MOPYIIEHb, BCTAHOBIEHUX JIepKITIKCIIYKOO010 Mij] Yac IUX 1HCIEKTYBaHb
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Ta/abo MIaHoBOI Ta/ab0 MO3aIJIaHOBOI MEPEBIPOK AOJEPMKAHHS JILEH3IMHUX YMOB
(nns pe3uaeHTiB), IHPOpMaLid HI0/10 BUIYUYEHHS 3 00Iry B YCTAaHOBJIEHOMY HOPSAIKY
cepiil JKapChKOro 3aco0y, sKi BUPOOJSIUCH HAa AaHIA AUIBHMIN, 110 TOB’s3aH1 3
SKICTIO JIIKAPCHKOTO 3ac00y.

3a HEOOXIMHOCTI MiJl Yac MPOBEACHHS €KCHepTU3U JIepKIIIKCIy:K0010 MOXe
OyTH HaIpaBlIeHUH BIAMOBIAHUN 3aMHUT JO KOMIETEHTHOTO OpraHy KpaiHW — YJIeHa
€C, Benukoi bputanii abo kpainu, sika Ma€e yrojy npo B3aemHe BuzHaHHs 3 €C a0o 3
VYkpaiHoto aisg 3’siCyBaHHSI NMUTaHb, 110 BUHUKJIM M1 4ac MPOBEICHHS €KCIEePTHU3H,
PO IO MOBIAOMIIIETHCS 3asiBHUK (MPEICTaBHUK 3asiBHUKA) mpoTsirom 10 pobounx
JIHIB BiJl JaTU HampaBjieHHs 3anuTy. Yac, moTpiOHUN AJis OTpUMAHHS BIAMOBIAI Ha
3aMuT, HE BKIIFOYAETHCS /10 CTPOKIB MPOBEICHHSI CIEI1al130BaHOT EKCIEPTU3H.

3.V pa3i HEeKOMIUIEKTHOCTI JIOKYMEHTIB, Ta/a00 HEBIAMOBIIHOCTEN, BUSBICHUX
MiJ] Yac TMPOBEJEHHS CIElIadi30BaHOi eKCIepTUu3n, BuMoram 1boro Ilopsaky
nomanux 1o 3asBu Ha Bujgauy Ceprudikara (3asBu Ha Bujadyy BHCHOBKY)
JOKYMEHTIB 3asBHUKY (IIPEACTaBHUKY 3asBHUKA) HAJAEThCA NP0 1€ MHUCHMOBE
noBigoMJIeHHsA. Yac, HEoOXimHMI a1 yCyHEHHS 3asBHUKOM (IIPEACTABHUKOM
3asBHUKA) BUSBICHUX MOPYIIEHb Ta/abo AJid HaJgaHHS HEOOXITHUX JOKYMEHTIB, HE
BKJIIOYAETHCS 10 CTPOKIB MPOBEICHHS CIEIiali30BaHOT €KCIIEPTU3H.

4. Slxkmo 3asBHUK (TMpeacTaBHUK 3asiBHUKA) MpoTsroM 30 poOoYux HIB MiCIs
OTPUMaHHS TMOBIJOMIJICHHS HE YCyBa€ BHUSBIEHI MOpPYIIEHHS abo He Hajae
HEOOX1HOTO KOMIUIEKTY TOKYMEHTIB BIIMOBIAHO 10 BUMOr 1poro llopsaky, 3asBa
Ha Bujgauy Ceptudikata (3assBa Ha Bujadyy BHCHOBKY) 3a pIIICHHSM, SKE
opopmisieTbcst  HakazoM  JlepxkiikciaykOu, 3anuimiaetbest 0e3  posrisay (13
3a3HaYCHHSIM TOpuuuH), npo 1o Jepxiikcnyx0a mnoBigomiisie 3asBHUKA
(npencraBHuka 3asiBHUKA). Y pa3i HEOOXITHOCTI MPOJOBXKUTHU CTPOK HaJAHHS
HeoOxinHoi 1H(opMmaiii 3asgBHUK (MIpPEICTAaBHUK 3asiBHHKA) TOBUHEH HaJaTH
BI/IMOB1IHE OOTPYHTYBaHHS NPUYUHU 1 HEOOX1THOTO HOMY TOAATKOBOT'O CTPOKY.

5. Y Bunajaxy, SIKIIO YMOBH BUPOOHMIITBA JIIKAPCHKHUX 3aCO0IB Ta KOHTPOIIO X
SKOCT1 OyJIM TPeAMETOM IHCTIEKTYBaHHS 3 00Ky [lepxtikcay:k0u 3a monepeaHi pokw,
HACTYIIHE 1HCIIEKTYBaHHS 3AIMCHIOETBCA Yy pas3l, SAKIO0 € JIOKYMEHTaJIbHI
MIATBEP/KEHHSI YCYHEHHS KPUTHUYHHMX, CYTTEBUX Ta HECYTTEBUX TMOPYIICHb,
BCTAHOBJICHUX IT1]1 Yac MONepeIHbOro(ix) IHCIeKTYBaHHI(Hb).

6. Ilin vac ckiamaHHs IJIaHy Ta MPOTPpaMH 1HCIEKTYBAaHHS BPaXOBYETHCS
HEOOXITHICTh MEPEBIPKU YCYHEHHS! KPUTHUYHHUX, CYTTEBUX Ta HECYTTEBUX NOPYIIEHbD,
BCTAHOBJIICHMX  MiJ  4ac momepeaHboro(ix) I1HCMEKTyBaHHS(Hb) 3  OOKy
Jepxinikcay:kOu 3a momepeaHi POKU yMOB BHPOOHHUIITBA JIKAPCHKUX 3acO0IB Ta
KOHTPOJIFO iX SIKOCTI, KpIM BHMAJAKIB, AKIIO I 1H(pOpMaIs Bxke Oylia mpeaMeToM
nepeBipku 3 00Ky Jlepitikcayx0ou.

Komii mmany Ta  mporpaMu  1HCHEKTYBaHHs,  SIKI  HOTOJKYIOThCS
Jepximikcay:xk0010, HaJACWIAIOTBCS 32  MICIIE3HAXO/KEHHAM  3asBHHKA  abo
NpeAcTaBHUKA 3asiBHUKA Yy CTPOK He Mi3HIme HiX 3a 10 poOoumx [HIB 10 JaTv
[IOYaTKy IHCHEKTYBaHHsS, y TOMY YHCJIl Yy pa3l MOBTOPHOTO I1HCHEKTYBaHHS 3a
3BEpPHEHHSIM 3asiBHUKA 3 METOIO MEPEBIPKU YCYHEHHS MOPYIIEHb, BUSABICHUX 1] Yac
MONEPEIHBOT0 1HCIIEKTYBAHHSI.
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VY pasi HassBHOCT1 OOIPYHTOBAHMX 3ayBakKeHb 3 OOKy 3asBHHMKa IIOJ0 y4yacTl B
IHCIIEKTYBaHHI OKPEMHUX IHCHEKTOPIB 11 3ayBa)K€HHs IMOBHHHI OyTHM HaJIClaHi 0
JlepoxiikcaykOu He Mi3HIIIE HIXK 3a 5 JHIB 10 MPOBEJEHHS IHCIEKTYBaHHS 3 METOIO
1X ypaxyBaHHs.

7. CTpOK MPOBEJEHHS THCMEKTYBAaHHS 3a MICIIEM MPOBAJKEHHS JISTILHOCTI Ma€e
CTAHOBHUTH He OunbIe 15 poGoUYux AHIB.

8. CTpok ckJaJlaHHs 3BITY 3a pe3yJbTaTaMu IHCIIEKTYBaHHS BHUPOOHUIITBA
CTaHOBHUTH He Ounbiie 10 poOoUnx HIB 3 JaTH 3aKIHUEHHS 1HCIIEKTYBaHHS.

9. JlaGopaTtopHuii aHai3 SKOCTI 3pa3KiB JIKAPCHKUX 3aCc001B, 10 Oyiu BigiOpaHi
MIpU MIPOBEJCHHI 1HCIIEKTYBaHHS, MPOBOJUTHCS B CTPOK HE Ouiblne HiX 21 pobounit
JIeHb 3 JHA HaJIXOMKEHHS BIAIOpaHMX 3pa3KiB JO aTecTOBaHOi jabopaTopii 3a
HampaBJieHHsIM  Jlepxiaikcnyxk0u abo B CTpPOK, mependayeHuid BIAMOBIIHUMU
METOJJaMHU KOHTPOJIO SIKOCTI JIIKAPChKUX 3ac001B BUpoOHUKA. [Ipu 11bOMYy HasIBHICTH
HEOOXITHUX CTaHJApPTHUX 3pa3KiB 3a0e3neuye 3asBHUK. Yac, noTpiOHMN 3asiBHUKY
TUTs1 3a0€3MEeUeHHS CTaHIapTHUMHU 3pa3KaMu, HE BKIIFOUAETHCS 10 CTPOKIB BUKOHAHHS
1a00paTOPHOTO aHaII3Yy.

BinOip 3pa3kiB jdikapchbKuX 3aco0iB, IO IUIAHYIOTHCS 1O TMPOMHCIOBOTO
BUITYCKY Ta 3HaXOJAThCS HA CTaJlli JEpKaBHOI peecTpallii, He 311CHIOEThCS.

10. Posrasin Jlepsxkiikcnyx0010 Ha poOOYOMY 3acijaHHI 3BITY, CKJIAJEHOTO 3a
pe3yiabTaTaMy 1HCHEKTYBaHHS, 3 METOK HOro OI[IHKM Ta OOIPYHTOBAHOCTI
BUKJIQJICHUX Yy HbOMY MOPYIIEHb 31MCHIOEThCA He mi3Hime 10 pobounx OHIB Bif
JaTU MOro CKJIaJaHHs. Y pasl HassBHOCTI HaJaHOro N0 JlepKiikciy0u mMMCbMOBOTO
3BEpPHEHHS 3 OOIPYHTOBAHUMHU 3ayBaKE€HHSIMHU 3 OOKy 3asBHUKa Ta/ab0 BHUPOOHUKA
I[0JI0 MPOBEJICHOr0 IHCIEKTYBAaHHS, 4ac, HEOOXIAHUU [JIsi pO3TIsAy pe3yIbTaTiB
THCIIEKTYBaHHS, MOX€ OyTH MPOJOBKEHO JI0 3aKIHUCHHS PO3TISAY LMX 3ayBaKEHb,
[0 CTAaHOBUTH He Ouiblie 15 poOouux MAHIB 3 JaTH iX HAJAXOKEHHS 10
Jepxiikenyx0u, K0 He TOTpeOyeThCs AOJATKOBUN Yac 3assBHUKY/BUPOOHUKY IS
HaJaHHSI HEOOXIIHUX IMUCHbMOBHUX BIAMOBIAEH.

11. [lucbmoBe TMOBITOMJIEHHS 1100 HeMOXJUBOCTI Bupadi Ceprudikata ado
BucHoBKy cTaHoBisITh He Outbiiie 10 poOoYnx AHIB MIiCHsS TPUUHSATTS BIAMNOBIIHOTO
pimenns epxiikcayx0o0r0. Yac, moTpiOHuil 3asBHUKY JJI1 YCYHEHHS 3ayBa)K€Hb 3a
pe3yiabTaTaMl  CHEIIadi30BaHOi  eKchepTusu, po3msiay  epxitikcinyx00t0
MKMCbMOBOTO 3BEpPHEHHs 3asBHUKA Ta/ab0 BUPOOHWMKA 3 OOTPYHTOBAHUMU
3ayBa)KEHHSIMH I[0JI0 MPOBEICHOTO 1HCTIEKTYBaHHs (y pa3l HOro HaJIXOKEHHS IICIIs
pPO3MIISIAY PE3yIbTaTIB IHCIEKTYBaHHS), HE BKIIOUAETHCS 10 CTPOKIB 0OPMIICHHS Ta
Bunaui Ceptudikara abo BucHoOBKY.

12. IIpoext CepTtudikata a60 BUCHOBKY 3 BIIMOBIAHUM MEPETIKOM JIIKAPCHKUX
3ac001B HAJICUJIAETHCA €JIEKTPOHHOIO MOIITOK a00 pakcoM 3asiBHUKY (TIPEACTABHUKY
3asiBHUKA) 3 METOI0 HOro MOTOKEHHs. 3asBHUK (IIPEICTABHUK 3asBHUKA) 3aCBIAUYE
nignucoM npoekT Ceprudikara abo BUCHOBKY 3 BIIMOBIAHUM MEPETIKOM JIIKAPCHKUX
3aco0iB Ta Hamae ioro pgo [epxmikcnyx6u. Yac, norpiOHMil 3asBHUKY I
norojpkeHHs mpoekty Ceptudikata adbo BuCHOBKY 3 BIANOBIIHUM MEPETIKOM
JTKapChbKUX 3ac00iB, HE BKJIIOYAETHCA JO CTPOKIB O(QOPMIICHHS Ta BUJayl
Ceptudikara abo BucHoBKy.
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13. Odopmiiennss BHeceHHs 3MiH A0 BuchHoBky, Ceprudikara abo mnepeniky
Jmikapcbkux 3aco0iB g0 BucHoBky um Ceprtudikata abo ix mnepeo@opMIIeHHS
3MIACHIOIOTHCS Y MOPSAAKY, BUBHaUeHOMY MyHKTOM 11 po3auty V nworo Ilopsaky, y
CTpOK He Ouiblie HiK 15 pobouux nHiB. Yac, noTpiOHuil 3aaBHUKY (MPEICTaBHUKY
3asiBHUKA) 1JI OTOKEHHS TIpoekTy 3MiH 10 Ceprudikarta, BucHoBky abo nepeniky
JKapChbKHUX 3ac001B, HE BKIIFOYAETHCA J10 CTPOKIB iX 0(hOPMIIEHHS Ta BUAAYI.

14. YV pa3i HasBHOCTI 3alpOBaI)KEHOT0 €JIEKTPOHHOTO nopTany Jlepxiikciayxou
iHhopMyBaHHs 3 Ooky Jlepxiikcny:xOu 3asiBHUKa (TpeacTaBHUKA 3asiBHHKA) a0o
BUPOOHUKA, HAJaHHS BIJIMOBIIHUX BIAMOBIAEH Ha 3ayBakeHHs 3 OOKy 3asBHUKA
(npencraBHuka 3asBHUKA) ab00 BHUPOOHMKA, HAJAHHS I[UIAHYy Ta MpPOTrpaMu
IHCIIEKTYBaHHs, 3BITY 3a pe3yjbTaTaMH IHCIEKTYBaHHs, BHJaya a0o BiAMOBa Yy
Busaui Ceptudikaty a0 BUCHOBKY TOIIO 3/11MCHIOETHCS B €IEKTPOHHOMY BUTJISIL

IV. llopsinok npoBeAeHHS iHCIIEKTYBAHHS HA BiJANIOBIIHICTH YMOB
BHPOOHHUITBA JiKapcbKUX 3ac00iB BuMoram GMP

l. IncnekTyBaHHA 3AIMCHIOETBCS 3 METOK OLIIHKMA BIINOBIIHOCTI YMOB
BUPOOHUIITBA JIIKAPCHKUX 3aC001B YNHHUM B YKpaiHi Bumoram GMP.

2.3a pe3ynapTaTaM MPOBEACHOI CHEIIali30BaHOT €KCIEePTU3U HE Mi3HIIIE HIX
yepe3 5 poOouux AHIB Mics ii MpoBeAeHHs 3asBHUKY (MPEACTAaBHUKY 3asBHUKA)
HAJICUJIAEThCA TOBIIOMJIEHHS IIOJ0 HEOOXITHOCTI NMPOBEIEHHSA IHCHEKTYBaHHS Ta
HajaHHsg a0 Jepxmikciay:xkOu iHpopmalii Mmpo NpornoHOBaHI 3 OOKy 3asBHUKA
(npencraBHUKa 3asiBHUKA) CTPOKU MPOBEICHHS 1HCIIEKTYBaHHS.

JIns nmikapchbKUX 3ac001B, MPU3HAYEHUX [JIs1 MPO(UIAKTUKH, MIarHOCTHKU Ta
nmikyBaHHS TyOepkynbo3y, BIJI/CHIJ], BipyCHMX TemaTuTiB, OHKOJIOIIYHHMX Ta
piakicHux (opdaHHHMX) 3aXBOPIOBaHb, ISl JIIKAPCHKUX 3aco0iB, 110 MPOUIILIN
nporenypy npekBamidikanii BOO3 Ta Brimwodeni g0 neperniky  BOO3
npekBaipiKOBaHUX JTIKAPChKUX 3ac001B, a TaKOX IS JIKapChKUX 3aco0iB, fKi
peECTPYIOThCA B YKpaiHi 3a CHPOUIEHOI0 MPOLEAYpOI0 peecTparii 3riiHO 3aKOHY
VYkpainu «IIpo mikapcbki 3aco0u» y pasi 3a3HaueHHs 1€l iHdopMallii y BiIMOBIIHIN
3asB1 IHCIIEKTYBaHHS 3[1HCHIOETHCS T103a4€ProBO.

VY pa3i HeHajmaHHS 3asgBHUKOM (MPEICTAaBHUKOM 3asBHHUKA) BIAMOBIAI IIOAO
MPOMO3UII 70 NPOBEACHHS IHCHEKTYBaHHA NPOTATOM TPbOX MICAIIB 3 JaTH
BI/IMPABIICHHSI TAKOTO TMOBIIOMJIEHHS 3asiBHUKY (TIPEICTaBHUKY 3asiBHHMKA) 3asiBa Ha
Bugayy Ceprudikara (3assBa Ha BHAadyy DBHCHOBKY) 3a pIIIEHHSM, SIKe
opopmitoeThCa  Haka3zoM  JlepatikcayxOu, 3anmuimaerbca 0e3  po3migy (i3
3a3HAYEHHSIM IPUYMH), PO 10 MUCHMOBO MOBIAOMIISIETHCA 3asBHUK (IIPEACTaBHUK
3asiBHUKA).

VYV pa3i HajmaHHs 3asBHUKOM (IIPEJCTaBHUKOM 3asBHHKA) O€3 3a3HAYCHHS
00’ €KTUBHUX MPUYMH HPOIMO3UIIIN 100 MPOBEACHHS IHCIEKTYBaHHS y CTPOKH, IO
MEPEBUIYIOTh IIICTh MICAIIIB 3 JaTH BIANPAaBICHHS TOBIIOMIICHHS 3asBHUKY
(npencraBHuky 3asiBHHMKA), 3asiBa Ha Bupady Ceprtudikata (3asiBa Ha BUJaudy
BucHoBky) 3a pimeHHAM, ske 0o(OpMIIOETbCS Haka3zoMm  JlepKiikcinyxou,
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3QJIMIIAETbCST  0€3 PpO3rJiAny, MpOo IO THUCHMOBO MOBIIOMIISIETECA  3asiBHUK
(mpencTaBHUK 3asiBHUKA).

IIpu BpaxyBanHi J[lepxiikciyx00t0 HagaHUX 3asBHUKOM (MpeICTaBHUKOM
3asiBHUKA) 00’ €KTUBHUX MPUYHMH 1HCIEKTYBAaHHS MOXeE OyTH MPOBEACHO Y CTPOK HE
OUIbIlIe OJHOTO KAJICHAAPHOTO POKY BiJl AaTH MojaHHs A0 JlepkiikcinykOu 3asiBu Ha
Bunauy Ceptudikarta (3asBu Ha Bugayy BUcHOBKY). Y pa3i He mpoOBEIEHHS TaKOro
iHcriekTyBaHHs 3asiBa Ha Buaady Ceptudikata (3asBa Ha Bujayy BHCHOBKY) 3a
pilieHHAM, siKe OQOPMIIIOEThCA Haka3zoM JIepKIIiKcnyKOu, 3anuinaeTbes 0e3
pO3MIISIAY, MPO 110 MUCHbMOBO MOBIIOMIISIETHCS 3asIBHUK (MPEACTaBHUK 3asIBHUKA).

3.3a HeOoOXIHOCTI MiJ Yac CHemiali30BaHOi €KCIEePTU3U 1HCIEKTOPU MAIOTh
MPaBO O3HAMOMUTHUCA 13 PEECTPALINHUMH MaTepiajlaMi Ha 3apeeCcTpOBaHI JIIKAPCHKI
3acoOu Ta/abo Ha JKapchKi 3acO0M, 110 MOJAIOTHCS Ha JIEP’KaBHY PEECTpaIlito abo
IIpU BHECEHHI BIJIMOBIAHUX 3MIH JIO PEECTpaIIMHUX MaTepialaiB Ha 3apeecTpOBaH! B
VYkpaiHi dikapchKi 3aco0M, TpO IO MNOBIIOMISETHCA 3asiBHUKA (TIpeICcTaBHUKA
3asBHuKa). CrerjanizoBaHa eKclepTh3a MoOXe OyTH TMOJIOBXK€Ha Ha 4Yac, SKUi
HeoOXimHui 3asBHUKY (NPENCTaBHUKY 3asBHHMKA) 3 METOI0 HaJaHHS TaKUX
JOKYMEHTIB, SIKIIO MpPO 1€ HaJaHO MHChMOBE 3BEpHEHHS 3 OOKy 3asBHUKA
(npencraBHuka 3asiBHUKA). PeecTpariiiini MaTepiaiu nogarothest A0 Jepximikemyxou
3 CYMPOBITHUM JIUCTOM.

Y pa3i HeHamaHHsS 3asBHUKOM (MPEICTaBHUKOM 3asiBHMKA) 3a3HAYCHUX
peecTpaliiHuX MarepialliB y CTPOKH, IO NEPEBUIIYIOTHh IIICTh MICSLIB 3 JaTH
BI/IMPABIICHHS MOB1IOMJICHHS 3asBHUKY (IPEACTABHUKY 3asiBHUKA) PO HEOOXITHICTh
iX MOJaHHS 3 METOK 3aBEpIIEHHS CIEeNiali30BaHOI EKCIEePTU3U Ta MOJAIBIIOT0
1HCIIeKTyBaHHs, 3asBa Ha Bujpauy Ceprtudikarta (3asBa Ha Bujaady BHCHOBKY) 3a
pilieHHAM, sike OQOPMIIIOEThCA Haka3zoM JlepKIIiKcnyKOu, 3anuinaeTbes 0e3
pO3MIISIAY, MPO 110 MUCHbMOBO MOBIIOMIISIETHCS 3asIBHUK (MPEICTABHUK 3asIBHUKA).

4. IHcrieKTyBaHHS 31MCHIOETBCS Y TAKUX BUIAKAX:

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

JUIS. HEPE3UIEHTIB, SIKI HE MaroTh O(PIIMHUX JOKYMEHTIB 1100 BiAMOBIIHOCTI
YMOB BUPOOHMIITBA JIKapchKuX 3aco0iB BuMoram GMP, BumaHuX ynoBHOBa)KEHUM
opraHoM kpainu — wiena €C, Benukoi bputanii abo kpaiHu, sika Ma€ yroay mpo
B3aeMHe Bu3HaHH:A 3 €C abo 3 YkpaiHoro;

y pa3i BiICYTHOCTI KoIiil peecTpaniiftHux nocsinueHs (marketing authorization),
BHJIAHUX KOMIIETEHTHHM OpraHoM kpaiHu €C, yIOBHOBa)XK€HHMM OpraH sIKOI BHJaB
OoQIIMHUI TOKYMEHT IIOAO0 BiMOBIAHOCTI YMOB BUPOOHUIITBA JIKApPChKUX 3aCO0IB
BuMmoram GMP, a0o BuJaHUX KOMIIETEHTHUMHU OpraHaMHM IHIIUX KpaiH — wieHiB €C,
Benukoi bputanii abo kpaiH, ki MarOTh yrojay npo B3aeMHe Bu3HaHHA 3 €C abo 3
VYkpainorw (mogaerbcs I JIKapChbKUX 3aco0iB, BUPOOHUIITBO X0o4a O OjHIET cTamdll
SAKUX 3J1MCHIOEThCA HE B kpaiHi — wiedl €C, Benukoi bpuranii abo B kpaiHi, sika He
Mae yroau npo B3aemHe Bu3HaHHA 3 €C abo0 3 YKpaiHOw, BKJIIOYAIOUYM KOHTPAKTHI
BUPOOHUY1 JUIBHUIII).

y pa3i HEMOXKJIMBOCTI BCTAHOBJIEHHS Yy 3BiTl, CKJIAJEHOr0 3a pe3yibTaTaMu
OCTaHHBOI IMEPEBIPKHU, MPOBEJCHOI YIMOBHOBAXXEHUM OpPraHoOM Kpainu — ujieHa €C,
Benukoi bputanii abo kpainu, sika Mae yrogy npo B3aeMHe Bu3HaHHS 3 €C abo 3



16

VYkpainoto, iHdopMalii MOA0 JIKAPCHKUX 3aco0iB, sKi Oynu MOpeaMeTOM
IHCIIEKTYBaHHS, B TOMY YHUCJ1 iHpOpMAIlli II0/I0 BUPOOHUYUX MOTYKHOCTEH, HA AKUX
3MIACHIOETHCSI BUPOOHMITBO Ta SIKE OYyJI0 NPEIMETOM IHCIEKTYBaHHS, HasBHOCTI
po301KHOCTEH y 3BITI Ta JOoChe BUpoOHMUOi autbHUIl (Site Master File) Torro;

y pa3i BinmoBu y Buaaui Ceprtudikary abo BuHCHOBKY 3a pe3yiabTatamu
OCTaHHBOTO IHCIIEKTYBaHHS, MpPOBEAEHOro JIepKIIKCIy>K0010 3TiHO I1HOTO
[lopsanky, BUpOOHMYOI AUIBHMIN, 10 NoJaaeThes y 3asBl Ha Bugauy Ceptudikarty
(3asiBi Ha BU1auy BUCHOBKY) 3 METOIO MIATBEPAKEHHS BIAMOBITHOCTI YMOB BUMOTaM
GMP;

y pa3i NpUIHATTS pilleHb 00 BUJIYYEHHS 3 00Iry B YCTAHOBIEHOMY MOPSAKY
cepiil JKapChKOro 3aco0y, sKi BUPOOJSIUCH HAa AaHIA AUIBHMIN, 110 TOB’s3aHi 3
AKICTIO JIIKAPCHKOTO 3aco0y;

y pa3i BCTAHOBJIEHHS i Yac MPOBEACHHS EKCHEPTU3U MOJIAHUX JOKYMEHTIB
O3HaK KpUTUYHUX TopynieHb BuMor GMP (30kpema, MOXIIMBICTH BUPOOHUIITBA
JTKapChbKUX 3aCO0IB KPUTUYHOTO PIBHSI PU3UKY Ta/ab0 JIKapChKUX 3aC001B BUCOKOTO
CTyMNEHSl pU3UKY Ha OJAHUX 1 TUX CaMUX BUPOOHUYMX JiHIAX a00 iX BUPOOHMIITBA B
yMOBaXx, M0 MOXYTh MPU3BECTU JI0 MEPEXpPECHOT KOHTaMmiHallii, a00 BUPOOHUIITBO
[UX JIIKAPCHKUX 3ac001B HE BIAMOBiAa€ BCTAHOBICHHM B YKpaiHl BUMOram TOIIIO),
BHACIIIIOK YOTO BHPOOHUIITBO MOXE OYyTH BHM3HAHO TaKUM, IO HE BIAMNOBIAAE
BuMmoram GMP, a6o o3Hak BupoOHUIITBA PanbCcu(IKOBAHUX JTIKAPCHKUX 3aCO01B.

5. ns 3a1iCHEHHS] THCIEKTYBAHHS, €KCIEPTU3, BUKOHAHHS OKPEeMHUX pOOIT y
chepl mMiATBEpPKEHHS BIAMOBIAHOCTI, BUBYCHHS OKPEMUX MHUTaHb, K1 BUMararTh
cHeniaJibHUX 3HaHb, Jlepxiikciayx0a MoKe 3adydyaTd YINOBHOBA)KEH1 Oprasizaii,
ydeHuX Ta (axiBiliB (3a iX 3r0J010).

6. [HCTIeKTyBaHHS 3MIMCHIOETHCS BIJMOBIAHO JO 3aTBEPIKEHUX IUIAHY Ta
porpaMu 1HCIEKTYBaHHS, J€ BHU3HAYEHO METYy, OO0'€KTH, JaTH MPOBEICHHS
IHCIIEKTYBaHHS, MPU3HAYEHO IHCIEKTOpa abo rpymy iHcnekTopiB. Komii miany Ta
MporpaMu 1HCIIEKTYBaHHSI HAJalOThCsA 3asiBHUKY a00 MpeACTaBHHUKY 3asBHUKa a0o
HaJICUNIAIOThCs (hakcoMm, 0 3a3HaueHui B 3asBl Ha Bupauy Ceprudikara (3asBi Ha
Bujgady BuHCHOBKY), a00 B CKaHOBAaHOMY BHIJISAI EJIEKTPOHHOIO TMOIITOI 3a
MICIIE€3HAaXO)KEHHsIM 3asiBHUKA (TIpEeJCTaBHUKA 3asiBHUKA) Y CTPOKH, BHU3HAYEHI
pozauiom I uporo Iopsnaky.

[Ipu cknagaHHi MJIaHy Ta MPOTPaMH 1HCTIEKTYBAHHSI BPaXOBYIOThCS 1HGOpMAITis
II0JI0 Pe3yJIbTaTIB NIPOBEICHHS IHCIEKTYBaHb 3 00Ky JlepKiiKciy:)KOH, y TOMY YHCIIi
MIpU 3aJIy4eHH1 YIIOBHOBAXKEHUX OpraHizalliid, yaeHuX Ta (axiBIiliB, JaHOi BUPOOHUYOT
IUTBHUIIL 3a TOMEpPelHI POKU Ta HAABHICTh JOKYMEHTAJIbHUX MIATBEPIKECHD
YCYHEHHSI KPUTUYHHUX, CYTTEBUX Ta HECYTTEBUX TMOPYIIEHb, BCTAHOBIECHUX
Hepxiikenyx0010 M 4yac LUX I1HCHEKTyBaHb. llepeBipka yCyHEHHsS HOpYILEHb
MOBMHHA OyTH BKJIIOYEHA /10 IJIaHYy Ta MPOrpamMu IHCHEKTYBAaHHS, KPIM BHUIAJKIB,
AKIIO 1151 1H(OopMallis Bxke Oylia MpeIMeTOM NepeBipKU 3 00Ky JlepKiIikciyxou.

[1nan Ta nmporpama IHCIEKTYBaHHS MOBUHHI OXOIUJIIOBATH BUPOOHUY1 30HU, 30HU
KOHTPOJIIO SIKOCTi, y TOMY YHUCJ1 MPU 3A1MCHEHHI KOHTPOJIO SIKOCT1 32 KOHTPAKTOM
(moroBopoM) akTUBHUX (papMalleBTUYHUX 1HTPEIIEHTIB, MPOAYKIi «in-bulky, cramii
ceptudikailii cepii JiKapChKUX 3acC00IB Ta TOTOBUX JIIKAPCHKHUX 3aC001B, CKIAICHKI
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30HH, y TOMY YHCIi MPU KOHTPAKTHOMY 30epiraHHi (3a JOroBOPOM) CHPOBHHH,
MaKkyBaJbHUX MarepiaiiB, mpoaykiii «in-bulk» Ta roToBHX JiKapCchkux 3aco0iB
TOILIO.

7.1lin  4Yac 1HCHEKTyBaHHS IHCIEKTOp Mae ¢ikcyBaTd (aktu, 110
MITBEP/KYIOTh BIAMOBIAHICT YMOB BHUPOOHHUIITBA JIIKAPCHKUX 3aCO0IB BUMOTaM
GMP, a Ttakoxx BHsBIEHI B XoAl 1HcnekTyBaHHA mnopymeHHs GMP. Ilig yac
MPUCBOEHHS  KiIacudikallii BUSIBICHOMY TMOPYIICHHIO  IHCIEKTOP IOBUHEH
KOPUCTYBATHUCSl aITOPUTMOM, BHUKJIajeHuUM Yy noaatky 10 mo mporo Ilopsiaky, ne
HaBeJICHI, K MPUKIAAW, HAWOUIbII TUIMOBI MOPYIIECHHS, SIKI BUSIBISIOTHCSA M1 4ac
IHCIIEKTYBaHHSI, Ta IX MOXJMBa Kiacu(ikailisi, BUXOASYU 13 OLIHKU PHUBHUKIB IJIs
naiienTa. /lanuii mepenik He € BUYEPIHUM Ta 32 HEOOXITHOCTI MOXKYTh JOAaBaTUCS
J0JTaTKOB1 MOPYILIEHHS.

8. SIK1mo Ha BUPOOHUITBI, SIKE 1HCIIEKTY€EThCS, BUITYCKAIOTHCS JIIKAPChK1 3aco0u
BUKJIIOYHO HHM3bKOTO PIBHSA PHU3UKY, TO BHSIBJICHUM MOPYUIEHHSM, BpPaXOBYIOUU
anroputMm 3riino goaatky 10 no nporo Ilopsaky, 3a3Buyail knacudikaiiss KpUTUIHUX
MOPYLIEHb HE MPUCBOIOETHCS. JlJIsI TaKWX BUPOOHUITB JI0 KPUTUYHHUX MOPYIICHb
MOXXYTh OyTH BiIHECEH1 TUIbKM BUHSTKOBI CHTYyalli, Taki fK: HABMHCHaA MiJIpoOKa,
BUKPUBJIEHHS JaHuX, (anbcudikaiis NpoAykiii ado JaHuX; MIHUPOKO MOIIUPEHE
nepexpecHe 3a0pyAHEHHS; 3apakKeHHs1/1HBa31s1 a00 aHTHUCAHITapisl.

[Ipu migBuieHH1 Yy 3BITI Kilacudikaiii MOpYUIEHb, fKa € BIAMIHHOK Bij
anroputMy 3rigHo noxatky 10 mo mworo Ilopsnky, iHCHEKTOpoM Mae OyTH
IIPE/ICTaBIICHE HAJIEKHE OOIPYHTYBaHHS IM1IBUILEHHS KIacu(pikaiii.

9.1lpu BusIBIEHH] B X0/l IHCHEKTYBaHHA KPUTHYHHUX MOPYUIEHb, B TOMY YHCII
TaKuXx, 10 OyJIM 3a3HAYEH1 B MyHKTI 8 IbOT'O PO3ALLY, LIei (aKkT HErahHO JOBOJAUTHCS
THCIIEKTOPOM J0 BiJloMa KEPIBHUIITBA BUPOOHHUKA, 110 1HCHEKTY€eThCs. KepiBHULITBO
JlepoKIiKCIykO0U Tak0X MOBUHHO OyTH MPOoiH()OpPMOBaHE TPO 11€ HEBIIKIIAHO.

VY pa3i BUABICHHS KPUTUYHUX MOPYIIEHb B Mpolecl I1HCIEKTYBaHHS IS
O0OTOBOPEHHSI TaKUX MOPYIIEHb MPOBOAUTHCA Hapajlia 3 MpeICTaBHUKAMU BUPOOHUKA
y JHI, KOJM Taki mopylieHHs BusBieHl. Ha 1l Hapani BUSBJIEH! MOPYIICHHS
TOBOMSITBCS /10 BiJOMa YINOBHOBAXEHOTO TMPEACTaBHUKA BUPOOHMIITBA Ta/abo
KepiBHUKAa BUPOOHUKA, IO IHCIEKTYeThCs. BUpOOHMK Mae mpaBO HaJaTH, a
IHCIIEKTOP 3000B’I3aHUM PO3IIIIHYTH JOKYMEHTH Ta MaTepiaiu, 0 MIATBEPIKYIOTh
YCYHEHHS MOPYIIEHb Y XO1 NEePEBIPKU a00 CIPOCTOBYIOThH BUIIIEBKA3aH1 MOPYILICHHS.

10. ¥ pa3i oOrpyHTOBaHOTO BHCHOBKY IHCIEKTOpa Ta/abo ekcrepra Ta
MPUUHATOTO BIAMOBIAHOTrO pimeHHa [lepxatikcnyx0010 Mm0a0 BIAMOBU Y BHUAAYl
Ceptudikata abo BucHOBKy JlepimKCIyk000 MOXYTh OyTH BXHTI 3ax01u
BIJIMIOBIJHO JI0 3aKOHOJABCTBA II0J0 3YNUHEHHS 00Iry TaKMX JIIKAPChbKUX 3ac001B 10
YCYHEHHSI IOPYILIEHb.

11. 3a pe3ynpTaTaMu 1HCIEKTYBaHHS 1HCIEKTOp cKiaaae 3BIT 3a pe3ysbTaTaMU
IHCIIEKTyBaHHs (fanmi — 3BiT). 3BIT CKJIAJA€ThCS YKPATHCHKOIO MOBOIO Y JBOX
MpUMIpHUKaX 3a GopMor0, HaBeAeHOIO B noAatky 11 mo mporo Ilopsaky. onatkoBo
JUIsL HEPE3UAECHTIB 3BIT Ta HOTo Mepekiaj] aHrJIidChbKOI abo pOCiChKOK MOBaMHU
MOXYTh OyTH OOPMIICH] y CTPOK He Mi3HilIe HiK 15 poOounx JHIB 3 THS CKJIaJaHHS
3BITY YKpaiHChKOIO MOBOIO.
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3BIT IMOBUHEH MICTUTH BHCHOBOK IIIOJ0 BIANOBIAHOCTI a00 HEBIAIIOBIIHOCTI
BUPOOHUIITBA (BUPOOHMUOI AUIBHUII (BUPOOHMUYUX AUIBHUIIB), Ta/ab0 BHUPOOHUUYUX
TiHIA, Ta/a00 BUPOOHMIITBA OKPEMHUX JIIKAPChKUX 3ac001B Toimio) BumoraMm GMP, y
TOMY YHCII YCyHEHHs a00 HEYyCYHEHHsS MOpYLIEeHb BiAMOBiAHOCTI Bumoram GMP
TOIO, Ta PEeKOMEHJaIlli IHCIEeKTOopa/iHCIeKTopiB moa0 Bumadi Ceptudikata ado
BucHoBky a6o BinmoBu y Bujaui Ceptudikata abo BHUCHOBKY, sIKI PO3TJISIAAIOTHCS
1] Yac IPUIHATTA pilieHHs JepKIKCcIy)k0010.

VY pasi HeHagaHHs 3asBHUKOM Ta/ab0 BUPOOHHUKOM IHCIEKTOPY/IHCIEKTOpaM
Bciel HEOOX1HOT 1H(OpMaILlil 3 METOI0 MPOBEJCHHS 1HCTIEKTYBAaHHS, He3a0e3MeueHHs
MOXJIMBOCTI ~ TPOBEJAEHHS OIVISIAY BHUPOOHUYUX, JIOMIOMDKHHUX, CKJIQJICBKUX
MPUMIIIEHb, 00JIaTHAHHS, 30H KOHTPOJIIO SKOCT1 TOIIO, He3a0e3MeUeHHs] MOKIMBOCTI
IHTEpB’IOBAaHHS  MPEJCTaBHUKIB  (MEpcoHaNy) BUPOOHMKA,  MEPELIKOJKAHHS
THCIIEKTOPY/IHCIIEKTOpPaM y MPOBEJICHHI IHCIIEKTYBaHHs, B pa3i MPUCYTHOCTI Mij 4ac
THCIIEKTYBaHHSI TPETIX OC10, 10 HE € 0QIITHUMHU TIpeICTAaBHUKAMU 3asiBHUKA Ta/a0o
BUPOOHUKA, OY/Ib-IKUX IHIIUX J1i, 110 BIUIMHYJIM HAa MPOBEJCHHS 1HCIIEKTYBAaHHS B
00’eMi 3riIHO 13 3aTBEP/KEHUMH IUJIAHOM Ta MPOTrPaMOI0, 1HCIEKTOP/IHCIEKTOPH
MOBUHHI PO 1€ 3a3HauuTH y 3BiTi. L iHpopmarlis moBuHHa OyTH BpaxoBaHa Mij 4ac
dbopmyBaHHS y 3BiTI YITKOIO BHCHOBKY IIOJIO BIAMOBIAHOCTI a00 HEBIAMOBIIHOCTI
YMOB BHUPOOHHMIITBA JIIKAPCHKUX 3ac00iB (BUPOOHUYOT JUIbHHIN (BUPOOHUUYUX
JIUTbHULB), Ta/ab0 BUPOOHUYUX JIHINA, Ta/ad0 BHUPOOHUIITBA OKPEMHUX JIIKAPCHKUX
3ac00i1B To1o) Bumoram GMP.

12. OO6roBopeHHsl Ta y3arajJbHEHHs BHUSBICHHUX Y MPOLECI IHCHEKTYBaHHS
nopymeHb Ta ix kiacudikamis 3rigHo 3 goaatkoM 10 mo uporo I[lopsiaky
3MIMCHIOIOTBCA ~ 1HCIEKTOPOM/IHCIIEKTOpaMHM Ha 3aKIIOYHIM Hapaal Mg 4ac
IHCIIEKTYBaHHSI 3 MPEJICTAaBHUKAMU BUPOOHUKA, @ TAKOXK OTOJIONIYETHCS 3arajbHUM
BHCHOBOK 1HCIIEKTOPa/IHCIIEKTOPIB IIOAO BIAMOBIIHOCTI YW HEBIAMOBIIHOCTI
BUpOoOHUIITBA BUMoram GMP.

VY pa3i HasBHOCTI 3ayBaK€Hb IIOJO0 MPOBEACHOIO IHCIEKTYBaHHS Ta/abo
KJacudikalii IopynieHb BOHU MOXYTh OyTH BUKIIaJIeH1 3aBHUKOM (MPEICTaBHUKOM
3asiBHHMKA) Ta/a00 BUPOOHUKOM Yy MPOTOKOJI Hapaau YKpaiHChKOIO, POCIHCHKOI0 a0o
AHTJIIACHKOI0 MOBaMU. Y I[bOMY BHNAJIKy MPOTOKOJI HAapaaH MiJIsArae 000B’ I3KOBOMY
pO3MIISIAYy Ta BPaxXyBaHHIO MHpU PO3rsial Jlepxiaikcayk000 3 METOH NPUUHSITTS
pimenHs npo Bunauy Ceprudikata abo BucHoBky abo BiIMOBY B iX BUJaul.

13. [Ipu BUsIBIEHHI M1 Yac 1HCMIEKTYBaHHS KPUTUYHUX MOPYIIEHb BUPOOHUIITBA
BuMor GMP iHcnieKTOpy/iHCIIEKTOpaM BUPOOHUKOM HEraitHO MOBMHEH OyTH HaJaHUI
IJIaH KOPUTYBAJIBHUX Ta 3alMOODLKHMX A1 IOAO YCYHEHHSI BHUSIBICHUX KPUTHUYHUX
MOpPYIIEHb, IKUU HaJalll JOAAETHCS 0 MEPIIOro MPUMIPHUKA 3BITY 3a pe3yJbTaTaMu
IHCIIEKTYBaHHS.

14.Y pa3t ycyHeHHS BHPOOHHUKOM TMOpPYIICHb IiJI Yac 1HCHEKTYBaHHS
IHCIIEKTOPY NOBUHHI OYTH HaJaH1 KOIIi HAJIEKHUM YHMHOM 3aBIPEHHX BUPOOHUKOM
JOKYMEHTAJIbHUX MIATBEPKEHb iX YCYHEHHs], MMPO IO MOBUHHO OyTH 3a3HAYEHO Yy
3Biti. [Ipu nboMy y 3BiTi BUKIIAIAIOThCS OMKC MOPYIICHHS, KIacudikaiis, onuc aii
BUPOOHUKA IIOAO0 YCYHEHHS I[OTO MOPYIIEHHS, a TaKOX 3a3HA4aeThcsi Npo (akT
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HOro yCyHeHHs MiJ 4ac IHCIIEKTYBAaHHS. Y BHCHOBKax 3BITY OKPEMO 3a3HAYAOTHCA
KUIBKICTh Ta KJacuikailisi mopyuieHb, 0 YCYHYTI 1]l Yac 1HCTIEKTYBaHHS.

HananHs BUpPOOHMKOM KOIii JOKYMEHTAJIbHUX NIATBEPIKEHb YCYHEHHS
MOpYILIEHh TOBHHHO BPaxOBYBaTH 4Yac, HEOOXITHUWU sl iX OIIHKKM 3 OOKy
1HCTIEKTOpA, Ta HE MEPEIIKOKATH MPOBEJACHHIO 1HCIIEKIIIl 3T1IHO 13 3aTBEPIKEHUMHU
IJIaHAMHU Ta MPOrpaMaMu 1HCIIEKTYBaHHS.

15. Onun npumipHuk 3BITY HaJaeThcsl 3asABHUKY (MPEICTAaBHUKY 3asBHUKA).
Hpyruii npumipHuk 3BITYy Ta MaTepiadu IHCIEKTYBaHHS 30epiraloThCsi B
Jlepxitikcayk01 MpOTATOM I’SITK POKIB MICHs 3aKiHYeHHs1 cTpoky Aii Ceprudikara
a6o BucHOBKy.

16. {o apyroro npumipHuKa 3BITY 10Jal0ThCA:

IUIaH 1 mporpama IHCIEKTyBaHHS;

MPOTOKOJIM Hapaiu 3a (OpMOIO 3TiIHO 3 HojgaTtkoM 12 go mporo [opsaky;

ayJiio- Ta BiieoMartepiaiu (3a HassBHOCTI);

MPOTOKOJI OIIIHKA PU3UKIB IIOJ0 PO3PaXyHKy CTPOKY HACTYMHOI IHCHEKIIil
BUPOOHUIITBA JIIKAPCHKOTO 3ac00y Ha BiANOBIAHICTH BUMoram GMP;

KOMii  HaJIeXKHUM  YHHOM  3aBIpEHUX  BUPOOHHKOM  JIOKYMEHTAJIBHUX
MIATBEPIKEHb YCYHEHHS I1J] Yac 1HCIEKTYBaHHS MOPYIIEHb (SKILO PO L€ 3a3HAYEHO
B 3BiT1) TONIO.

17. Sxio B mpolieci IHCIEKTyBaHHs OyJIO BiA1IOpaHO 3pa3Ku JJisl 1a0OpaTOpHOTo
aHai3y iX SKOCTI, 10 3BITY JOJAIOTHCS:

aKT Bi0OPY 3pa3KiB MPOYKIIIT;

HaIpaBJICHHs] HA BUMIPOOYBAHHS;

MPOEKT METOIB KOHTPOJIO SIKOCTI JIKapChbKOro 3acol0y, IO HAJA€ThCs
3asBHUKOM (TIpeACTAaBHUKOM 3asiBHUKA);

MHACbMOBUM BHUCHOBOK AaTECTOBAaHOi BIANOBINHO [0 [lopsiaky mnpoBeaeHHs
rajgy3eBoi arecrtaiii JjabopaTopili 3 KOHTPOJIO SIKOCTI Ta O€3MeKu IIKapChKUX
3aco0iB, 3aTBEPIKEHOT0 Haka3oM MIHICTEPCTBA OXOPOHU 370pOB’sl YKpaiHU BiA
14 ciuns 2004 poxy Ne 10, 3apeectpoBaHoro y MiHicTepcTBl IOCTHIlT YKpaiHu
30 ciynsa 2004 poky 3a Ne 130/8729, naGopartopii mpo SIKiCTh cepii JIKapChKOTro
3aco0y (Ticist HaJlaHHsI 1oT0 3pa3KiB).

V. llopsaaok NpUAHATTA pPillleHHS PO BUAAa4y 200 BiIMOBY y BHAaul
Ceprudikara abo BucHoBky

1.V pa3i npuilHATTS NO3WTUBHOTO PIIICHHS 3a pe3yJbTaTaMu MPOBEICHOI
crenianai3oBaHoi ekcrepTusn Jepxitikcinyx0a Hanae 3assBHUKY BUCHOBOK y CTpOKH,
3azHaueHi y po3auii I uporo opsnaky.

BucHoBok /[lepxiikciyxOu BHIA€ThCS Ha CTPOK il OQIilIMHOTO JOKyMEHTa
1[0/I0 BIAMOBIJTHOCTI YMOB BHPOOHHUIITBA JIKapChKuX 3aco0iB Bumoram GMP,
BHUJIAHOTO YIOBHOBa)XXEHUM oOpraHoM kpaiHu — wieHa €C, Benukoi bpurtanii a6o
KpaiHu, fika Mae yroay npo B3aeMHe Bu3HaHHA 3 €C a0o 3 YkpaiHoro.

Crpok aii BucHOBKY mpoaoBxkyeThcsi JepKiaikeayx0010 10 MIECTH MICALIB Y
pa3l HagaHHA  3asBHUKOM (TIpeJACTaBHUKOM  3asiBHUKA) 1HGoOpMalii  Bif
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YIOBHOBAXKEHOT'O OpraHy, sSIKMil BuAaB OQIUIMHUN MTOKYMEHT IIOJO BI1AMOBIAHOCTI
YMOB BHUPOOHMIITBA JIKapCchbkuX 3aco0iB BuMoram GMP, mnpo 3amnaHoBaHe
IHCIIEKTYBaHHSI BUpPOOHUKA Ha BIANOBiAHICTH, BUMoram GMP abo indopmarrii moao
3aIUIAHOBAHOTO TOJOBXKEHHSI YMOBHOBAXXEHUM OpPraHoM OQIIIIHOTO JTOKYMEHTa
11010 BIAMOBIIHOCTI YMOB BHUPOOHHUIITBA JIKapchkux 3aco0iB Bumoram GMP nHa
OCHOBI MPONEAYPU aHATI3y PU3HUKIB, PO 10 JlepKITiKciIyk0a MUCEMOBO MOB1IOMIISIE
3asBHUKY (IIPEICTaBHUKY 3asiBHUKA) y CTPOK He Outbie 20 poOounx JHIB.

3a HeoOXximHOCcTI Jlepximikcnyx000 Moxe OyTH HampaBlIE€HUM BIAMOBITHUM
3aluUT 10 KOMIIETEHTHOTO opraHy kpainu — uieHa €C abo KOMIIETEHTHOTO OpraHy
iHmux kpain — wieHiB €C, Benukoi bpurtanii abo kpaiH, siki MalOTh Yroay Ipo
B3aeMHe Bu3HaHHs 3 €C abo 3 YkpaiHOW, Ta YNOBHOBAXKEHUIN OpraH sIKOi BHJIaB
OoQIIMHUI TOKYMEHT IIOAO0 BiAMOBIAHOCTI YMOB BUPOOHUIITBA JIKApChKUX 3aCO0IB
Bumoram GMP.

2.Y pa3l HagBHOCTI OOIDYHTOBaHHUX 3ayBaXeHb 3 OOKy 3asBHUKa
(npencraBHuka 3asBHUKA) Ta/a00 BUPOOHMKA WHIOJO MPOBEICHOrO 1HCIEKTYBaHHS
Ta/abo kimacudikailii nopymeHb 3asBHUK (IPeACTAaBHUK 3asiBHHUKA) Ta/a00 BUPOOHUK
MOX€ HampaBUTU A0 Jlep>KIiKCIyO0u BIANOBIIHE MUCHMOBE TIOBIIOMIICHHS HE
ni3Hime S5 poOoYux JHIB MICHS TPOBEACHHS IHCIEKTYBaHHS, SIK€ IS PO3TISY
HaIpaBIIA€ThCS 1HCIEKTOpaM, $IKI MPOBOJUIN 1HCIEKTYBaHHS, Ta PO3TJISAIA€THCS B
MOAANBIIIOMY Ha 3aciiaHH1 poOouoi rpynu Ta JepxIikcnyk000 3 METOI0 IPUINHATTS
pilIEHHd 11010 BUJa4yl abo HeMoxIuBocTi Bugadl Ceptudikata abo BUCHOBKY, sike
MPUUMAETBC B CTPOK 10 15 poOGouux nHIB BiA JaTH HAIXOJKEHHS TaKOTO
MOBIIOMJIEHHS 10 JlepKITIKCTYKOU.

[Ipu posrmsial  [depxitikcayk000 OOTPYHTOBAHUX 3ayBaXXeHb Y poOOUOMY
3acilaHHI MOXe OpaTH y4yacThb 3asBHUK Ta/ab0 BHPOOHUK, Ta/ab0 iX MpeICTaBHUK,
AKIIO0 Take Oa)kaHHS 3a3Ha4yeHE B MOBIIOMJEHHI. /ata Ta yac mpoBEIEHHS TaKOTO
3acilaHHd MOBIIOMIIIIOTECS Jlepximikcayx0010 Ha o(diliiiHOMYy calTi HE MI3HIIIeE,
HDXK 3a 3 poOOYUX JH1 10 MPOBECHHS 3aciIaHHS.

3a pe3ynbTaTamMu po3rsiAy 3BITY Ha poOouyux 3acigaHHsaX Jlepkitikciyx0oto,
BPaxoByIOUM 3ayBaK€HHs 3 OOKy 3asBHUKa, Ta/ab0 BHpOOHHUKa, Ta/abo ix
MpEeACTaBHUKA, PO3IIISIAY JOJATKOBUX, 3aBIPEHUX 3asBHUKOM, Ta/a00 BUPOOHUKOM,
Ta/ab0o iX MNPEeICTaBHUKOM JOKYMEHTAJIbHHUX IMIATBEP/KEHb YCYHEHHsI MOpYIIEHb
TOIIO 3BIT MOX€ OyTH MOBEPHYTO 1HCHEKTOPY(aM) Ha JOOMPAIFOBAHHS CTPOKOM HE
outbiie HiXXK 10 poGoumx aHiB. Yac, moTpiOHMI [Js JOOMpalioBaHHS 3BITY, HE
BKJIIOYAETHCS 10 CTPOKiB opopmiieHHs Ta Bujaul Ceprtudikata abo BucHoBky.

Pe3ynprat  po3riiany 3ayBak€Hb MOBIIOMISIIOTBCS — 3asiBHUKY, Ta/abo
BUPOOHUKY, Ta/ab0 iX NpPeICTaBHUKY JUCTOM 3a 3a3HA4€HUM Yy 3asBl Ha BHJAUYy
Ceptudikara (3asBi Ha BuUJayy BUCHOBKY) MICIE3HAXOJKEHHSAM HE ITI3HINIE HIX
gepe3 5 poOoUuX JHIB 3 JHSA MPUUAHSITTS pilieHHs JepKiikciy:k0010 010 BUaayl
a6o BimMoBH y Buaaui Ceprudikara abo BucHoBky. Y pasi He3roau 3 pe3yinbTaTaMu
3ayBakeHb 3asBHUK (MPECTaBHUK 3asiBHUKA) Ta/ab0 BUPOOHUK MalOTh MPaBO
OCKapKUTH Takl 1ii [{epkIlKciy 01 B MOPSAIKY, BCTAHOBIEHOMY 3aKOHOJABCTBOM
Ykpainu.
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3. 3a pe3ynbpTaTaMu po3mIsiAy Ha pobouoMy 3acimanHi JepxkiikcinykOu 3BiTy 3
BpaxyBaHHSM BHCHOBKIB 3a pe3yJbTaTaMy IHCOEKTYBaHHS Ta pPEKOMEHJaIliil
IHCIIEKTOPa/IHCIIEKTOPIB, HAaJaHUX JOKYMEHTAJIBHUX MIATBEPIKEHb YCYHEHHS
MOPYIIEHb, PE3YJIbTATIB PO3IVISIAY 3ayBakeHb 3 OOKy 3asBHUKA/BUPOOHUKA (3a
HasiBHOCT1), pe3yJIbTaTIiB MPOBEACHUX eKkcrnepTu3 Touio Jlepxkiikciyxkba npuiimae
pimeHHs o0 Buaadi adbo BiaMoBu y Bunaui Ceprudikara abo Ceprudikatis (y pasi
HEOOX1THOCT1 MPHU 1HCMEKTYBAaHHI PI3HUX JKapChKUX (popM ToIio), abo BucHOBKY,
PO 1110 MMMCHMOBO MOBIAOMIISIE 3asiBHUKA a00 MpeICcTaBHUKA 3asiBHUKA Ta BUJIA€ 3BIT.

Bunaua Ceptudikary/CeptudikatiB abo BHCHOBKY 3IIHCHIOETBCS MICIA
HaJlaHHS BUPOOHUKOM/3asiBHUKOM A0  Jlep>KIKCIy* O0u BIAMOBIIHO N0 MYHKTY
11 mporo po3auly NPUHHATHOIO IJIAHY KOPUTYBaJIbHUX Ta 3alOODKHUX i IIOA0
YCYHEHHS BHSBIEHUX TNOPYIIEHb 3a pe3yJbTaTaMH I1HCIEKTYBaHHS BHPOOHUYHUX
TUIBHHITE a00 OKPEMHUX JIKAPChKUX 3aC001B.

Ctpok HaAcCTymHO1 IHCHEKIIli Ha BIAMNOBIAHICT, BUpOOHUIITBa BuMoram GMP
PO3paxoOBY€EThCS BIAMOBIHO /10 METOAOJOTII MPOBEACHHS aHAi3y 3TIHO JOJATKY
15 mporo Ilopsnky Ta 3a3HA4a€eTbCd B OKPEMOMY MPOTOKONI, SIKUM TOTYETHCS
THCIIEKTOPOM/IHCIIEKTOpaMH TICIsl MPOBEACHHS I1HCHEKTYBaHHS Ta TMOJMAETHCS 0
Hepxiikeay:x0u pasom 31 3BiToM. OcTaToyHe PIlIEHHS 00 HACTYIHOTO CTPOKY
IHCIIEKTyBaHHs mnpuiiMaeThes Jlepxiikcayx0o0t0. CTpOK HACTYMHOI 1HCHEKIl
MMCbMOBO TOBIIOMIISITECA 3asiBHUKY (MPEACTAaBHUKY 3asBHUKA) MiJ 4ac HaJaHHS
3BITY.

Crpox nii Ceptudikata CTaHOBUTh TPU POKH Bil JaTU MNPOBEIACHHSA
IHCIIEKTYBaHHSA Ta MOK€ OyTH CKOPOYEHUM 3a PEKOMEHIALIEI0 THCIEKTOPIB 3TiAHO
MPOTOKOJIY OLIHKM PpHU3UKIB MLI0JI0 PO3pPaXyHKY CTPOKY HACTYIHOI 1HCHEKIIi
BUPOOHHUIITBA JIIKAPCHKOTO 3ac00y Ha BiMOBIAHICTh BUMoram GMP.

He ni3Hime HiDK 3a WICTh MICAIIB J0 BCTAHOBIEHOTO CTPOKY MPOBEICHHS
IHCIIEKTYBaHHSI 3T1IHO TPOTOKOJY OLIHKA PHU3UKIB MIOJI0 PO3PAXYHKY CTPOKY
HACTYIHOI 1HCTEKIIi BUPOOHUIITBA JIIKAPCHKOTO 3ac00y Ha BIAMOBIAHICTH BUMOTaM
GMP  [epxmikciayx0010  MOBIIOMISETBCS NPO  HEOOXITHICTH  MPOBECHHS
THCIIEKTYBaHHS 3asiBHUKA (TIpeJICTaBHUKA 3asBHUKA).

3asBHUK (TIpeACTaBHHKA 3asBHUKA) HE MI3HINIE HIK 3a TpU MICSIl [0
BCTAHOBJICHOTO CTPOKY MPOBEJEHHS 1HCIIEKTYBaHHS MMOBUHEH MOJIAaTU BIAMOBIAHO 10
uporo Ilopsnky 3asBy Ta KOMIUIEKT TOKYMEHTIB 10 HEl 3riIHO MyHKTY 2 po3ainy Il
ITopsanky.

VY pasi, SKIo CTPOK HACTYIHOI 1HCTIEKIIl1 BU3BHAUYEHO Yepe3 PIK Ta MEHIIE MiCIs
MPOBEJCHHS 1HCIEKTYBaHHS 3a TPU MICSI JO BCTAHOBJIEHOTO CTPOKY MPOBEICHHS
1HCTIeKTyBaHHS  JIepKITIKCIy:K0010 TOBIIOMISIETbCS  3asiBHUKA  (MpeICTaBHUKA
3asiBHUKA) PO HEOOXIAHICTh MPOBEJEHHS IHCIEKTYBaHHsA. 3asBHUK (TpeICTaBHUKA
3asiBHMKA) HE MI3HINIE HIK 3a JBa MICSLI1 0 BCTAHOBIIEHOIO CTPOKY IMPOBEICHHS
IHCIIEKTYBaHHS MOBHHEH MOJaTU BiAMOBiAHO 10 uboro [lopsaky odimiiiHuii nuct
pa3zoM i3 3asBor0 (B IOJATKY J0 JINCTA) MO0 3TOJY HA MPOBEACHHS 1HCIEKTYBAHHS
(B ToMy uMCIi 3aIIHUX KOHTPAKTHUX BHUPOOHUYUX AUIBHUILB, Jla0opaTopii 3
KOHTPOJIIO SIKOCTI TOJOBUX JIIKapChKUX 3aco0iB, mpoaykili in-bulk Ta akTuBHHX
(hapMalleBTUYHUX IHTPEIEHTIB Ta KOHTPAKTHUX CKJIaJiB). KOMIUIEKT TOKYMEHTIB 10
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3asBM B I[bOMY BUNAJKy HE TMOJAEThCI, BOAHOYAC, JlepaITKCIYyKO00H0 MOXYTh
BUMAaraTucsi peecTpalliiiii MaTepiajld Ha 3apeecTpOBaHi JIIKapChki 3aco0u B YKpaiHi,
OHOBJIEHUH MEpeIiK JIKapChKUX 3ac00iB, y TOMY YHCJl Ha €JIEKTPOHHOMY HOCII,
Jlocke BUPOOHMYOI AUTBHHIN JJIsi YCTAHOB 3 OTpUMaHHS Iia3mu Ta/abo Jlocke
BUPOOHUYOT AUTHHUIIL JJIS1 MICIIb 30€piraHHs IJ1a3MU TOIIO.

VY pa3i HenmogaHHsS BIAMOBIIHOI 3asBH 3 METOK IMOJAJBIIOTO IUJIAHOBOTO
IHCIIEKTYBaHHS  a00  BIIMOBM Yy  TPOBEIECHHI  IHCHEKTYBaHHS  BUJAHUU
Ceptudikar/Ceptudikatu  abo  BHCHOBOK  3YNUHSIETBCA 32  PIIIEHHAM
Jlepxiikemyxou.

4.1lpo Bugmauy Ceptudikata abo BucHOBKYy mnpuilMaeTbcs  Hakas
Hepxuikcnyxou. Jlo Ceptudikata abo BUCHOBKY T0Aa€ThCA MEPENIK JIIKAPCHKUX
3ac001B, 3apeecTpoBaHUX abO0 IIKAPCHKUX 3aco0iB, IO 3HAXOIATHCA B MPOIIECI
peecTpallii/BHECEHH1 3MiH, 3TiJIHO 3 JoaatkoM 13 mo mporo Ilopsanky (nani — Ilepemnik
JiKapchbKUX 3ac001B), sSIKUM € HEB1 eMHOIO yacTuHOIO Ceptudikata abo BucHoBky.

5. Ins pe3ueHTIB y pa3i aHyJIOBaHHS JilEH31i HA BUPOOHUITBO JIKAPCHKHUX
3aco0iB TakoX aHyntoeTbest CepTudikar.

6. Y pa3i HeratuBHOro pimeHHs Jlepxiikciayx0a iHpopmye 3asBHUKA MPO
BMOTHUBOBaHY BiIMOBY y Bujadl Ceptudikata abo BUCHOBKY y CTpOKH, 3a3Ha4Y€Hi y
po3zauti I uboro Iopsaky.

VY pa3i Hesronau 3 pimieHHSIM JepKIIKCIyxO0u 1040 BIAMOBH Yy BHAaul
Ceptudikata a00 BuCHOBKY 3asBHUK Ma€ IpPaBO OCKapKUTH TakKy BIJAMOBY Y
CyJIOBOMY MOPSAKY.

7. Pimiennst npo BinMoBYy y Buaadi Ceprudikata abo BUCHOBKY 0popMIISIETHCS
Haka3zoM [lepatikcnyxOu Ta mpuiMaeThes y pasi:

BUSIBJICHHS HEJOCTOBIpHUX BimoMoctel y 3asBi Ha Bujgauy Ceptudikara (3asBi
Ha BHaadyy BucHOBKY) abo MOKyMeHTax, IO JOJaBalucs 10 3asBU Ha BHIAYy
Ceptudikara (3asaBu Ha Buaaudy BucHOBKY) BinnoBigHO 110 1boro llopsnaky;

BUSIBJICHHS B XOJ1 1HCIIEKTYBaHHSI HAaBMHCHOI MiIPOOKU, BUKPHUBIICHHS JaHUX,
danbcudikaliii npoaykiii ado JaHUX;

BCTAHOBJICHHS! KPUTUUYHOTO/KPUTUYHUX TOpyIIeHHs/mopymeHs Bumor GMP 3a
pe3yJibTaTaMM 1HCIEKTYBaHHS Ta iX HEYCYHEHHS B XO/I1 IHCIIEKTYBaHHS;

AKIIO B XOJl THCIIEKTYBaHHS BCTAHOBJIEH]1 YMCJIEHH] (HE MEHIE 6 y CYKYIHOCTI,
M0 KOHKPETHHUX TpenapaTax abo mpoiiecax) CyTTEBI MOPYIIEHHS, SIKI CBiIYaTh MPO
T€, 110 BUPOOHHUK HE KOHTPOJIOE HAJICKHUM YHHOM MPOLIECH Ta BUPOOHUYI Orepailii;

SKIIO B XO/I1 IHCIIEKTYBAaHHS IOBTOPHO BCTAHOBJICHO, 110 OUIBIIICTh CYTTEBUX Ta
HECYTTEBUX MOPYIIEHb, sIKi OyJIM BCTAHOBJICHI B XO/I1 MOMEPEHIX 1HCIEKTYBaHb, HE
YCYHYTI, IO CBITYUTH NPO T€, IO BUPOOHHMK HE BXKMBAE HAJIECKHUX 3aMOODLKHUX Ta
KOPUTYBAJIBHUX 1} 32 pe3yJibTaTaMu NONePeAHBO1 1HCIIEKIIIT,

SKIIO B XOJI1 IHCTIEKTYBAaHHS TOBTOPHO BCTAHOBJICHO, 1110 KPUTUYHI MOPYIICHHS,
AK1 OyJIM BUSBIIEHI B XOJI1 MONEPEAHIX 1HCIEKTYBaHb, HE YCYHYTI, IO CBIAYUTH PO
T€, 10 BUPOOHUK HE BXXMBAE€ HAJICKHUX 3aMOODKHUX Ta KOPUTYBAJIBHUX I 3a
pe3yiabTaTaMy MONepeIHbOT 1HCIIEKIIIT,

y BUMAJKYy HEBUKOHAHHS 3asBHUKOM (IIPEJICTABHUKOM 3asBHUKA) 3000B’s3aHb,
BUKIaAeHUX y NyHKTI 3 po3aury VIII mporo [Mopsiaky, cTOCOBHO HaJaHHS Ha 3aluT
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1HCIIeKTOpa Bclel HEOOXiaHOI 1HGOpMallii, 3a0€3MeUeHHS] MOXKIIMBOCTI MPOBEICHHS
OTJIsiTy MOpPUMIIIEHb, OOJIAIHAHHS, 30H KOHTPOJIO SKOCTI, I1HTEPB IOBaHHS
MpeACTaBHUKIB  (MEpCOHAy)  BUPOOHMKA, O3HAMOMIIEHHS 3  HEOOXIJTHOIO
JOKYMEHTAIIIEI0 CHCTEMH SKOCTI TOINO, IO YHEMOXJIMBIIOE HAJaTH OLIHKY
BUPOOHUIITBA JIKAPCHKUX 3aC001B SIK TAKOTO, 1110 Bianosigae Bumoram GMP, mipo 110
3a3HAYA€ThCs Y 3BITI IHCIIEKTOPA;

HEHaJaHHS BUPOOHUKOM/3asBHUKOM IUIaHY KOPUTYBAJIBHHUX Ta 3aIO0ODKHUX 1M
010 YCYHEHHS BUSBICHUX TOPYIIEHb 3a pe3yJdbTaTaMH I1HCIEKTYBaHHS
BUPOOHUYUX AUIBHUIL a00 OKpPEeMHX JIKapChKUX 3ac001B Ta JIOKYMEHTAJIbHUX
MIITBEP/XKEHD 110JI0 YCYHEHHS TOPYIIEHb Y BCTAHOBJIEH1 CTPOKHU;

HEYCYHEHHS 3ayBaXK€Hb 3a PE3YJbTaTAMH MPOBEIECHUX EKCIIEPTU3 Y BCTAHOBJICH]1
CTPOKHU.

9.3a nHasgBHOCTI y 3BITI KPUTHYHHX Ta/ab0 YHUCIEHHUX (HE MeHIEe 6 y
CYKYyIHOCTI, IO KOHKPETHUX JIIKapChKUX 3acobax abo mpolecaMm) CYTTEBHUX
NopyiieHb BiANOBIAHOCTI BUMoraM GMP BupoOHMYMX JUIbHUIL a00 OKpEMHUX
JTKapChbKUX 3ac00IB BUPOOHUK BXKHUBA€ 3aXOAIB WIOAO iX YCYHEHHS, HaJae a0
JlepKIKCay:)kOU TIJIaH KOPUTYBAJbHUX Ta 3amOODKHUX JAid WIOJ0 YCYHEHHS
BUSIBJICHUX TMOPYIIEHb 3riAHO 3 goaatkoM 14 po uworo Ilopsiaky y ctpok g0 30
poOouMX AHIB BIJ JaTh OTpuMaHHsA 3BITy. IIpu 11bOMY B IUIaHI KOPUTYBaJIBHHX Ta
3aMO0DKHUX I MO0 YCYHEHHsSI BHUSBJICHHX IOPYIIEHb NOBHUHHI OYTH 4YITKO
3a3HAauY€H1 3aXOAW WIO0J0 TMOBOKEHHS 3 JIKapChbKUMM 3aco0aMH, SIKIIO Takl
BUPOOJISUIHCH T1J] Yac BUABJICHHS IUX MOPYIICHbD.

JlokyMeHTalnbH1  MIATBEPIKEHHS YCYHEHHS TMOPYUIEHb HANalOThCA 0
Jepximikeny:xOn BIMOBIAHO /O CTPOKIB YCYHEHHS MOPYLIEHb, BCTAHOBJIEHHUX
BUPOOHUKOM 3TiJTHO 3 TJIAHOM KOPUTYBaJbHUX Ta 3aMOODLKHMUX 1M 1100 YCYHEHHS
BUSIBJICHUX MOPYIIEHb.

10. [Ticna ycyHeHHSI KpUTHYHHUX Ta/a00 YHUCICHHUX (HE MeHIIEe 6 y CYKYIHOCTI,
M0 KOHKPETHUX JIKApChbKUX 3acobax abo mpolrecaM) CYTTEBUX MOPYIICHb
BinoBiaHOCTI BUMoraM GMP yMOB BUpOOHMIITBA JTIKAPCHKUX 3aC00IB 200 OKpEMHUX
JIKapChKUX 3ac001B Ta HalaHHA 10 JlepKIIKCIyKOM JOKYMEHTAIbHUX MIATBEPAKEHb
po yCYHEHHS 3asBHUK/TIPEJICTABHUK 3asBHUKA/BUPOOHUK MOXKE HAJIaTH JO
JlepkIlKCay:k0U MUChbMOBE 3BEPHEHHS IIOAO0 MPOBEJEHHS 1HCIEKTYBAHHS 3 METOIO
MepEeBIPKHU.

V pa3i miaTBEpAKEHHS 32 Pe3yJIbTaTaMH 1HCIIEKTYBAaHHS [IOBHOI'O YCYHEHHS LIUX
MOPYILIEHb Ta y pa3i BIICYTHOCTI MiJICTaB 10A0 BiAMOBH y Buaaui CepTtudikara abo
BucHoBKy BinmoBigHO 10 NyHKTY 7 po3auty V uporo llopsnky depxmnikcmyxoOa
npuiiMae piteHHs npo suaady Ceprudikarta 3riiHoO 3 1oAaTKOM 3 10 1boro [opsaky
a06o BucHoBky 3rigHo 3 1oaatkoM 4 ao uporo [opsaky.

VY pa3i miATBEPIKEHHS 3a pe3yibTaTaMU LbOTO IHCIEKTYBaHHS HEYCYHEHHS
MOpyIIeHb Ta/a00 3a HAsBHOCTI MiACTaB 10/10 BiAMOBHU y Bujaui Ceprudikarta ado
BucHoBKy BinmoBigHO 10 NyHKTY 7 po3auty V uporo llopsnky [depxmikcmyxoOa
npuiiMae pileHHs Npo BiIMOBY y Buaadi 3aaBHuky Ceptudikara abo BUucHOBKY.

[HCTIeKTyBaHHS 3 METOIO MEPEBIPKU YCYHEHHSI MOPYIIEHb MOXKE 31MCHIOBATUCS
JEKUIbKa pa3iB, ajie y CTPOK HE OUIbIIE OJIHOrO KaJICHAAPHOrO0 POKY BiJ JaTH
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noaanus 1o [epximikcny:xxOu 3asBu Ha Bujgauy Ceptudikarta (3asBU Ha BUJady
BucHOBKY) Ta mpu cBO€4yacHOMY HaJaHH1 10 JlepKIIKCIy»KOU BIAMOBIIHUX IUIaHIB
KOPUT'YBaJbHUX Ta 3amOODKHUX Jiil II0J0 YCYHEHHsSI BHSBICHHMX IOPYIIEHb Ta
JOKYMEHTaJIbHUX MiITBEPIKEHb PO YCYHEHHS MOPYIICHb.

11. 3a HasBHOCTI y 3BITI CyTT€BUX (MEHIIE 6 y CYKYyHHOCTI, O KOHKPETHHX
JTiKapchbKUX 3aco0ax abo mpoliecamM) Ta HECYTTEBUX MopylieHb Bumor GMP
BUPOOHUK MOBUHEH BXXUTHU 3aXO0/(IB I110JI0 TPUBEICHHS BUPOOHUIITBA Y BIAMOBIIHICTh
no sBumor GMP, HanaTn Ha ekcriepTusy 10 JlepKiIiKcaykO0u MiiaH KOPUT'yBaJIbHUX Ta
3an00DKHUX 1A OO0 YCYHEHHS BHUSIBIICHUX TMOPYIIEHb 3TITHO 3 goAaTkoM 14 no
uporo [lopsanky y crpok 10 90 pobouux AHIB BiJ AaTH OTpuUMaHHs 3BiTy. ExcriepTusa
HaJJaHUX JOKYMEHTIB 31MCHIOETHCS MPOTATroM 15 poOouux JHIB, pe3yJbTaTH SKOT
MOBIAOMJIAIOTECS 3asIBHUKY/TIPEICTABHUKY 3asBHUKA/BUPOOHUKY.

CTpoku YCYHEHHS TMOpPYIIEHb BCTAHOBIIOIOTHCS BUPOOHUKOM, BpPaxXOBYIOUU
peKOMeHaalli 1HCIEeKTOpiB 3rigHO 31 3BITOM Ta pe3yJbTaTaMU MPOBEIACHOI
eKCHEepTU3U Ta IUIAHOM KOPUTYBAJIBHUX 1 3aMO0DKHUX [id II0JI0 YCYHEHHS
BUSIBJICHUX TMOPYILEHb, 3a3HAYAIOTHCS B IJIAHI KOPUTYBAJIIBHUX 1 3aMOODKHUX M1 Ta
HE MOXYTh NIEPEBUILYBATH OJIMH PIK BIJ JAaTU MPOBEACHHS IHCIIEKTYBaHHS.

JlokyMeHTalbH1  MIATBEPIKEHHS YCYHEHHS TMOPYUIEHb HANalOThCA 0
Jlepkiaikeay:k0n BIAMOBIAHO /10 CTPOKIB YCYHEHHS IMOPYLIEHb, BCTAHOBJIEHHX B
IUIaH1 KOPUTYBaJIbHUX Ta 3aM00DKHUX J1H 1100 YCYHEHHS BUSIBJICHUX MTOPYILIEHb.

Y pa3i HeHajaHHS BUPOOHUKOM/3asIBHUKOM IUIAaHY KOPUTYBaJlbHUX Ta
3aMO0DKHUX 1M IIOJ0 YCYHEHHS BHUSBIICHMX HOPYIIEHb Y BCTAHOBJIEHI CTPOKH
Ta/abo BIACYTHICTh MOr0 TO3UTUBHOI €KCIEepTU3U 3 OOKy JlepKIiKCiyxOu,
Hepxiikcnyx0a npuitmae pimenns npo 3ynuHeHHs A1 Ceptudikary/CepTudikaris
a60 BucHOBKY BiANOBIAHO 10 MyHKTY 7 po3auty V uporo Ilopsaky. Ilnan
KOPUT'YBaJbHUX Ta 3aMOODKHUX I II0JO0 YCYHEHHS BHSIBICHUX HOPYIIEHb MOXKE
MoJaBaTUCs JEeKUIbKa pa3iB, OJHAK Yy CTPOK, 110 He nepeBuiiye 90 poObouux IHIB Bij
JaTU OTpUMAaHHs 3BITY.

VY pa3i HeHamaHHS BUPOOHUKOM/3aIBHUKOM JTOKYMEHTAJIBHUX MIATBEPIKEHD
I0/I0 YCYHEHHs MOpYIIEHb Yy BCTAHOBJIEHI CTpoku J[lepxiikcnyxba mnpuiimae
pimenHsa npo 3ynuHeHHs A1i Ceptudikata abo BUCHOBKY BiANOBIAHO 10 MYHKTY 4
po3auny VI nworo [opsiaky.

12. Y pa3i BUHUKHEHHsS HEOOXiAHOCTI y 3asBHHUKA (Mpe/ICTaBHUKA 3asBHUKA)
BHECEHHs1 3MIH Ta/abo mnepeodopmienHss BucHoBky um Ceptudikata Ta/abo
[lepeniky mikapchkux 3aco0iB, sikuid gonaerbest 10 BucHoBky um Ceptudikarta (3
METOI0 peecTpallii JIKapChbKUX 3ac0o0iB a00 BHECEHHS 3MIH 10 PEeECTpaIliiHOl
JOKyMEHTaIlll, y TOMY WYHCJIl 3MIHU Ha3BU JIIKAPCHKOrO 3aco0y, [103yBaHHS,
HaliMeHYBaHHS BUPOOHHMKA TOIIO, 3 METOI BHUIIPABIICHHS TEXHIYHUX MOMUIIOK),
3asBHUK (Mpe/ICTaBHUK 3asiBHUKA) MOJa€ 10 JlepximikcayXO0u MUCbMOBE 3BEPHEHHS
10/10 HEOOX1THOCT1 BHECEHHS 3MiH 4M niepeodopmiieHHs: BucHoBky un Ceprudikara.

3 MNHUCHMOBUM 3BEpHEHHAM 10 JlepxumikcnykOu HaJaloThCs: 3arajbHUM
OHOBJIEHUH MEpesiKk HOMEHKJIATypu MNPOAYKIII y I[anepoBOMYy BHIJISIAI Ta Ha
€JIEKTPOHHOMY HOCii iH@opmarlii, 3acBiqueHUN 3assBHUKOM (MpPEICTaBHUKOM
3asiBHMKA), KoOmisi cepTu@dikata JIKapChbKOro 3acol0y i MIDKHApOJHOI TOPTIBI1
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(certificate of a pharmaceutical product), BuAaHOTO KOMIETEHTHUM OPraHOM KpaiHU
BUPOOHUKA JIIKAPCHKOTO 3aco0y a00 BIaCHUKA PEECTPALIHOTO MOCBIIUEHHS
(3agBHUKA), a00 IHIIUM pEryJaTOpHUM opraHom kpainu — wieHa €C, Benukoi
Bbpuranii abo kpainu, sika Mae yrojy npo B3aeMHe Bu3HaHHs 3 €C abo 3 YkpaiHoto,
Ha PUHKY SIKOi pO3MIIIEHO JIKApChKUI 3aci0, 13 3a3HAYEHHSM Ha3BU JOKYMEHTa Ta
HallMEHYBaHHS KOMIIETEHTHOTO OpraHy, IO WOro BUJaB, JAaTH Buaadl (A
HE3apeECTPOBAHMX  JIKAPCBKUX  3aco0iB, sSIKI  3HAXOMIThCA B IIpoIleci
peecTpallii/BHeCeHH1 3MiH B YKpaiHi), Ha3BU Ta aJpec BUPOOHUUMX IUIBHULB (115
HE3apeeCTPOBAHUX JIKAPCHKUX 3ac001B, SIK1 MJIAHYIOTHCS 10 peecTpalii B YKpaiHi);
3acBi{ueH1 3assBHUKOM (TIPEJICTAaBHUKOM 3asBHUKA) KOIi peecTpalliiHUX MOCBIIYEHb
(marketing authorization), BuJaHUX KOMIIETEHTHUM oOpraHoM Kkpainu €C,
YIOBHOBaXKEHHUH OpraH Kol BUAaB O(MILINHUNA TOKYMEHT IIOJ0 BIAMOBIIHOCTI YMOB
BUPOOHHMIITBA JIIKapChKUX 3aco0iB BumoramM GMP, abo BHIaHMX KOMIIETEHTHHUMHU
opraHamH 1HIIUX KpaiH — uieHiB €C, Benukoi bputanii abo kpail, K1 MalOTh yTOay
npo B3aemHe Bu3HaHHS 3 €C abo 3 YkpaiHow (momaeTbes IS JIKapChbKUX 3aco0iB,
BUPOOHMIITBO Xoua O OfHI€l cTaali sSKMX 3JIMCHIOEThCS HE B KpaiHi — ujeHi €C,
Benukoi bputanii abo B kpaiHi, sika HE Ma€ yrojau npo B3aemHe BuzHaHHs 3 €C abo 3
VYkpaiHoto, BKIIOUYat0YM KOHTPAKTHI BUPOOHUY1 AUTHHUII); KOMIi THIIUX JOKYMEHTIB,
10 MIATBEPAXKYIOTh JOCTOBIPHICTD 3MiH, K1 MOTPEOYIOTh BHECEHHS.

VY pa3i BHeECEHHsI JOJATKOBOI BUPOOHMYOI NUIBHUIl, BUPOOHHUUOI oOmeparii
NMOBUHHI OyTM HajJaH! BIANOBIAHI JTOKYMEHTH 3TiIHO NYHKTY 2 posaury II mporo
[Topsanxy.

[Ipu 3MiHax, MOB’A3aHUX 13 3a3HAYEHHSM HOMEPIB PEECTpAIIMHUX MOCBITYEHb
Ha JIKApChbKl 3acoOW, Ha 3arajJbHOMY OHOBJIEHOMY THI€PENIIKy HOMEHKIATypU
MPOAYKI[li TOCTATHBO MIAMKUCY Ta MEYaTKH (3a HAsBHOCT1) 3asBHUKA (MpeICTaBHUKA
3asiBHUKA).

[Ipu mpoBeneHH1 excriepTu3u y pasi po3mupenns [lepeniky nikapcbkux 3aco0is,
akuid ponaetrbest 10 Ceprtudikata abo BucHoBky, OepyTbesi 10 yBaru pe3yibTaTH
IHCIIEKTYBaHHSI BUPOOHMYOI JUIBHUII, HA SKIH BUPOOISIOTHCS a00 IIIAHYIOTHCS 10
BUPOOHUIITBA JIKAPChKI 3aco0H, 110 MOJAIOTHCS HA PO3LIMPEHHS, HAJIaHHS 10
JepximikenyxOu IlaHy KOPUTYBAJIBHMX Ta 3alOOLDKHMX Ml IIOA0 YCYHEHHS
BUSBIICHHX MOPYIIEHb Ta WOro BUKOHAHHS 3 OOKY BHPOOHUKA, MOBIJIOMJIEHHS
Jepxitikcayxk0y mpo 3MiHM y BUPOOHUIITBI, KOHTPOJ1 SKOCTI JIIKAPCHKUX 3aco0iB,
HaJIaHHS TOIIIO.

Jlns mikapcbkux 3aco0iB, MO0 MpoMnuiM mpoueaypy mnpekBatidikamii BOO3,
IHCIIEKTYBaHHS Yy pa3i po3mupeHHs [lepeniky fmikapchkux 3aco01B HE 31HCHIOETHCS,
OKpIM MIATBEP/P)KEHHS BIAMOBIAHOCTI yMOB BHUPOOHUIITBA JIIKAPCHKUX 3aco0iB
BumoraM GMP nis pe3useHTIB Ta HEPE3UACHTIB 3 MeTor0 oTpuMmaHHs CepTudikarta
a00 BUCHOBKY 71 yCTaHOB 3 OTPUMAaHHSA IJIa3MU Ta/ab0 MICIb 30epiraHHs Iia3Mu,
BKJIFOYHO, SIKILIO YCTAHOBU 3 OTPUMAaHHS IJIa3MH Ta/abo0 MicIs 30epiraHHs Mia3Mu €
MIPOMDKHUMHU BUPOOHUYUMHU AUIBHUIIMHU a00 KOHTAaKTHUMH.

VY pasi BiICYyTHOCTI MiACTaB AJig BIIMOBHU y niepeodopmiieHHI a00 BHECEHHI 3MiH
no Ceprtudikara, BucHoBky abo Ilepeniky mikapchkux 3aco0iB, B TOMY 4YHUCIHI
BPaxoBYIOUM NYHKT 7 LbOro po3aury Ta myHKT 3 po3aury VI mporo Ilopsaxy,
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Hepxiikcnayx0a mnporaroM 15 pobounx JHIB 3 JAHS OTPUMAHHS BIANOBITHUX
JOKYMEHTIB Ta iX CHEIIaj]i30BaHOl €KCIEePTU3U Y pa3l MO3UTUBHOTO BUCHOBKY
opopmiitoe  MpoeKT oHOBIeHOro [lepemiky mikapcbkux 3aco0iB, y  pasi
nepeodopmiieHHs: Ceptudikata a00 BucHOBKY — 0(OpMIIIOE MPOEKT OHOBIECHOIO
Ceptudikara abo BucHoBky 3 BianmoBigauM Ilepenikom JiKapChbKUX 3acO0iB.
[IpoexT HaACHUIAIOTBCA  EJNEKTPOHHOI MOWTOK abo  ¢dakcoM  3asiBHUKY
(mpenctaBHUKY 3asBHHMKA) 3 METOK iX TMOrOJKEeHHS. 3asBHUK (MpPeICTaBHUK
3asiBHMKA) 3acBiluye MIANUCOM TMPOEKTU JIOKYMEHTIB Ta HaJlae ixX [0
Hepxiikcnyx0u. Ilepeopopmiennit  Ceptudikar adbo BuCHOBOK BuIa€eTbCs
3asBHUKY (IIPEICTABHUKY 3asBHUKA).

BianoBigHi 3BEpHEHHS, KOMIUIEKTH JOKYMEHTIB, JIUCTH 3asBHUKIB Ta/a0o
MpEJACTAaBHUKIB 3asBHUKIB MOXYTh TOJIaBaTUCA B €JIEKTPOHHOMY BHUIJISIAL 3a
HAsiBHOCTI 3alpOBa/I)KEHOT0 EJIEKTPOHHOTO MopTany Jlep:KIIKCIy>KO0u 1l MoAaHHs
TaKUX JOKYMEHTIB.

VI. KoHTpOJIb 32 JOTPUMAHHAM BUMOI HAJIEKHOI BUPOOHUY0] IPAKTHUKHU
nporsaroM crpoky aii Ceprudikara ado BucHoBky

1. 3asgBHUK € BiANOBIAATBLHUM 3a JoTpumaHHsi BuMor GMP y BupoOHHIITBI
JiKapchbKUX 3ac001B poTaroM ctpoky aii Ceptudikata abo BucHoBKy.

2. BUpoOHUIITBO JIIKapChKUX 3ac001B, sike 3rigHO 3 UM [lopsimkom oTpumano
MIATBEP/KEHHST  BiamoBigHOCcTI BuMoram GMP, mimnsrae mo3amiaHOBOMY
IHCIIEKTyBaHHIO Ha AoTpuMaHHs BUMor GMP npoTtsirom ctpoky aii Ceprudikara abo
BucHOBKY 3a HasBHOCTI BIMIOBIIHUX M1/ICTaB, 3a3HAYE€HUX y MYHKTI 3 I[OTO PO3/LTY.

3. IlincTaBaMu 1Sl O3AIJIAHOBOTO 1HCIIEKTYBaHHS BUPOOHUIITBA (200 OKpEeMHX
BUPOOHUYUX [IUIbHUIIb, KOHTPAKTHUX JIabopaTopii Ta KOHTAKTHUX CKJIAJIIB)
(cupsiMOBaHa I1HCIIEKIIis)) 3 METOO MEPEBIPKU JOTpUMaHHsI BUpOOHUKOM BUMOr GMP
MOXYTb OyTH:

3BEpHEHHS 3asBHUKA/MIpeACTaBHUKA 3assBHUKA/BUPOOHUKA;

HasBHICTh JOKYMEHTAJIbHO MIATBEp/KEeHUX (akTiB ab0 O3HAK BUPOOHUIITBA
JIKAapChKUX 3ac00IB, sIKI MOXKYTh OyTH HEOE3NEYHUMHU JJIA 370POB'S 1 XKUTTS JIFOAEH
a00 MOXYTh MPHU3BECTU N0 THKKUX HACHIAKIB JJIs 370pPOB'S JIIOJE€H BHACIIIOK
MOXJIMBUX MOPYIIEHb TE€XHOJIOT1i BUPOOHUIITBA Ta/a00 METO1B KOHTPOJIIO SIKOCTI;

PO3LIMPEHHS HOMEHKJIATypu JIKApChKUX 3aco0iB, IO BHUPOOJSIIOTHCS Ha
cepTudiKOBaHOMY BUPOOHUIITBI (Y TOMY YHCII SKIIO BUPOOHUIITBO IIUX JIIKAPCHKUX
3ac001B CTBOPIOE PU3HUK KOHTaMiHAIlii a00 MmepexpecHOi KOHTaMiHaIlii);

y pa3i BHECEHHS 3MIH J0 MEpeiKy JIKapChbKUX 3aco0iB MICHsS peecTpallii B
VYkpaidni (BHECEHHS HOMEpIB peeCcTpalliiHMX TMOCBIAYEHb), 3a YMOBH, WIO
IHCIIEKTYBaHHS TpoBoAmwiocs JlepAanikcnyk0010 10 peecTpamii HHUX JIIKapChKUX
3aco0iB B YKpaiHi Ta/ab0 peecTpailiiiHi MaTtepiaiu He OyJH JOCTYIHI IHCIEKTOpaM;

HeHaJaHHsA A0 JIepKIKCayKOM JOKYMEHTAJIbHUX HIATBEPIKEHb YCYHEHHS
MOPYILIEHb BIAMOBIIHO J0 CTPOKIB, BCTAHOBJIEHHUX BUPOOHUKOM 3TIHO 3 IUIAHOM
KOPUT'YBaJIbHUX Ta 3al00LKHUX J1M I0JI0 YCYHEHHS BUSBICHUX MOPYILIEHb, Ta/abo iX
HEBUKOHAHHS B BCTAHOBJICH1 CTPOKHU;
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HasBHICTh MPUIKCIB NpPO MOBHY 3a00poHY 00Iry Ta/abo pillleHb OpraHiB
JEP>KaBHOTO HArjsily (KOHTPOJIIO) OO0 BHIYYEHHS 3 00Iry JiKapChbKUX 3aco0iB
TPHOX cepii (JUIsI CTepUJIBHUX Ta aCENTHYHO BUTOTOBJIICHUX JIIKAPCHKUX 3aCO0IB —
OJHIET cepii), Kl BUpOOSAINCHh HAa JaHIM JIIBHUII, SKIIO Ae(EKT SKOCT1 J1IKaApChKOTO
3aco0y MOXJIMBO TOB’SI3aHUM 13 TEXHOJIOTIE0 BUPOOHUIITBA Ta/ab0 METOJaMH HOTO
KOHTPOJIIO, Ta/a00 yMOBaMu 30€piraHHs Ta TPaHCIIOPTYBAHHS;

HasBHICTHh (DaKTiB BUPOOHHUIITBA HEAKICHUX a00 (habcu(IKOBAHUX JIIKAPCHKUX
3aco0iB (y TOMY 4YHCIl Yy pa3l MiA03pH MIOJ0 MOXKIMBOIO BUPOOHHUIITBA
(banbcudikoBaHOT TPOIYKIIIT);

BCTAHOBJIEHHS ()aKTy BHPOOHMIITBA JIKAPCHKHX 3ac00IB, Kl MOXYTb OyTH
IIKVIMBUME IS 30POB’ Sl Ta KUTTS JIIOJWHH, TIPH iX BUPOOHMIITBI HA OJHUX 1 TUX
CaMHUX BHPOOHUYHUX JIHIAX (HANPUKIAA, JIKApChKi 3aco0U 3 BHUKOPUCTAHHSAM
cyOcranilii Ta/abo mpoaykiii “in-bulk”™, siki BBa)karoTbCSI BUCOKOCEHCHOUTI3YIOUUMH,
CUJIBHOIIIOYMMH a00 BHUCOKOTOKCHUYHHMHM; JKAPChKI 3aco0H, SKI MICTSATHb JKHBI
KIITUHU, TOPMOHH, cyibdaHUIamMinu, OeTa-JIakTaMHI aHTHUOIOTHKH, Takl K
MeHIWIIHY, IedadocopuHy, TeHeMH, KapOamedhemu, MOHOOAKTaMH, IHIII
BHCOKOCEHCUOLTI3yI0Ul MaTepiaju, NaTOT€HHI OpraHi3MH, LUTOTOKCHHH) abo Kl
MaroTh NIEBHY HeOe3MeKy (Hanpukiaji, paaiodpapmaneBTuuHi);

BBEJICHHA B TEXHOJIOTIYHY CXEMYy BHpPOOHMIITBA HOBOI TEXHOJOTIYHOI CTajii,
TEXHOJIOT1YHOT omepamii abo HOBOI OJMHMIIl KPUTHYHOTO TEXHOJOTTYHOTO
oOJialHaHHS, 3MIH METO/11B KOHTPOJIIO SIKOCTI1 JIIKAPCHKUX 3aCO01B;

3MiH KOHTPAKTHUX JIabopaTopiit a0 KOHTAKTHUX CKIIA/IIB;

TEXHIYHE TEPEOCHAIEHHS] BUPOOHUIITBA 13 3aMIHOIO OJIMHHIIL OOJIaHAHHS,
CyTTe€Ba MOJEpHI3alisl ab0 PEKOHCTPYKLIS BHUPOOHHMYOI IUIBHHULI, y TOMY YHCII
CUCTEM 3a0e3MneueHHs] BUPOOHUIITBA TEXHOJOTTUHUMU CEPEIOBUIIIAMU;

3MIHM TEXHOJOTTYHMX MapamMeTpiB KPUTUUYHUX TEXHOJOTIUHHUX CTaAll, SIKIIO
3asBHUKOM HE Ha/JaHO MaTepialiB BaTiAalliiHUX JOCTIIKEHb;

MepeHeCEeHHs] BUPOOHNYOT AUTHHUIIL Ha 1HIII IO 00 B 1HII OYyI1BIII;

HEBUKOHAHHS TapaHTIMHUX 3000B’s3aHb IIOJ0 IOBIIOMJICHHS CTOCOBHO 3MIiH
I10JI0 IEPEHECEHH] BUPOOHNYOT AUTBHMII Ha 1HIII U101 a00 B 1HII1 OYIIBIIL, Y TOMY
YuCHl JJIs TOPOMDKHMX BHUPOOHWUYMX JUIBHUIIb, BKJIIOYHO 13 KOHTPAKTHUMH
BUPOOHUYUMU JIUTHHUIISIMU, TA00PATOPISIMU Ta CKJIaJlaMHU, 1110 3a/151H1 Y BUPOOHUIITBI
JKapChbKOTo 3ac00y, KOHTPOJ1 SIKOCTI1, 30epiraHHi Ta TPaHCIOPTYBaHHI TOLIO.

4.V pa3i BUSBICHHS HEBIAMOBIIHOCTI BUPOOHMIITBA JIKAPCHKUX 3ac00iB
BuMmoraMm GMP, HasiBHICTh (paKTiB BUPOOHHUIITBA HEAKICHMX a00 (anbCcudiKoBaHUX
JTKapChbKUX 3ac001B (y TOMY YHMCII y pa3l HiIO3pH II0JI0 MOKIHUBOTO BHUPOOHUIITBA
danbcudikoBaHOT MPOAYKIIID), HASIBHICTh JTOKYMEHTAJIBHO MiITBEPIKEHUX (DAKTIB
a00 O3HAK BHPOOHMIITBA JIIKAPCHKUX 3acO0IB, sIKI MOXKYTh OyTH HEOE3MEUHUMH IS
3I0POB'S 1 )KUTTS JOJIe a00 MOXKYTh MPU3BECTH JI0 TSHKKUX HACHIAKIB JJIST 37I0POB'S
JOJIe BHACIIJIOK MOXIJIMBUX MOPYIIEHb TEXHOJOT1T BUPOOHHUIITBA Ta/ab0 METOJIB
KOHTPOJTIO SIKOCTI, 30epiraHHs Ta TPAaHCHOPTYBAaHHS, HEHAaJaHHS
3asBHUKOM/TIIPEICTABHUKOM  3asiBHUKA/BUPOOHUKOM IIJIaHY KOPUTYBAJIbHUX Ta
3aMO0DKHUX J1d 100 YCYHEHHS BHSBJICHUX MOPYIIEHb Ta JOKYMEHTAJIbHHX
MIATBEP/KEHb MO0 YCYHEHHS mopyuieHb Bumor GMP y cTtpoku, BH3HaueHi y
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po3auti V nporo Ilopsiaky, Ta/abo WOro HEBMKOHAHHS, HEBHUKOHAHHS TapaHTIMHUX
3000B’s13aHb, BCTAHOBJICHHS (PAKTy BUPOOHMIITBA JIKAPCHKUX 3aCO0IB, AKI MOXYTh
OyTH HIKIAJWBUMU JJISL 3I0POB’Sl Ta JKUTTS JIOJUHU, IPU BUPOOHUIITBI HA OJTHUX 1
TUX CaMUX BUPOOHUYMX JiHISIX (FOPMOHM, ITUTOCTATHUKHU TOIIO) Ta 3TiAHO IHIIUX
MIJICTaB MyHKTY 3 1bOro po3aury [epxainikciyx0a npuitMae pilieHHs Tpo 3yTUHEHHS
nii abo anymtoBaHHs Ceptugikata abo BucHoBKy, mpo 1o HoBiAOMIIsIE 3asiBHUKY
(npencraBHuky 3asiBHMKA) mpoTsiroMm 10 poOouux [AHIB  TICAS NPUHHATTS
BIAMOBIAHOrO pimeHHs. Ilicng ycyHenHs nopymeHs Bumor GMP y BcraHoBieH1
ctpoku Jlepxkiikcinyk0a mpuiiMae piieHHs o0 noHosieHHs 1ii Ceptudikara abo
BucHOBKYy (y pa3i 3ynuHEeHHs iX Aii).

5.Ilpu 3aliicCHEHHI NO3aIUIAHOBOIO 1HCIEKTYBaHHS 3 IIJICTAaB, BHU3HAYEHUX
posauioM VI mporo Ilopsinky, 3 MeTOW NIATBEPIKEHHS BIANOBIIHOCTI YMOB
BUPOOHUIITBA JIIKAPCHKUX 3ac00iB BuMoraMm GMP niis pe3uaeHTiB Ta HEPE3UICHTIB,
IHCIIEKTYBaHHIO MIJJISTAIOTh JIUIIE T1 MUTaHHS, HEOOXIMHICTh MEPEBIPKHU SKUX CTalla
MIJCTABOIO [l TMPOBEJICHHS I[103aIlUIAHOBOTO 1HCIEKTYBaHHS, 3 OOOB’SI3KOBUM
3a3HAYEHHSIM LUX MHUTaHb y JOKYMEHTax Ha INpOBEIEHHA IHCHEeKTyBaHHsA. He
MIJUIsiTae€ TEPEBIpLl Mepiof, KU yxe OyB IpeAMETOM Iij 4Yac MEepPeBIPKU, KpiM
BUIIAJIKIB, BCTAHOBJICHUX 3a PIIIEHHSAM CYy1y, K€ HaOpano 3aKOHHOI cuiau, ado 3
METOK TEPEBIPKM YCYHEHHS MOPYLIEHb, 110 OylM BHSABJIEHI MiJ 4Yac OCTaHHBOIO
IHCIIEKTyBaHHsS. Y pa3l BiaMoBU 3asBHUKA (NIpeACTAaBHUKA 3asiBHHUKA) BiJ
MPOBEJCHHS 1HCIEKTYBAaHHS 3a pIilleHHSIM JlepKIikcnyxOu, mo o(OpMITIOEThCS
Haka3oM, 3ynuHseTbes ais Ceptudikaty abo BucHoBky.

6. [Ipy 3a1iicHEHHI NO3aIUIaHOBOTO 1HCHEKTYBAaHHSA 3 IIJICTAaB, BH3HAYEHUX
posauioM VI mporo Ilopsinky, 3 MeTOW NIATBEPIKEHHS BIANOBIIHOCTI YMOB
BUPOOHUIITBA JIKApChKUX 3ac001B BuMoraM GMP nist pe3uieHTIB Ta HEPE3UCHTIB
YCTAaHOB 3 OTpPUMaHHsS IUIa3MU Ta/ab0 Miclb 30epiraHHs IUTa3MH, IHCIEKTOpam
MOBUHHI OyTH nocTynHi Jloche BUPOOHWYOI AUIBHUIIL IS YCTAHOB 3 OTPUMAaHHS
ma3Mu Ta/abo Jloche BUpOOHUYOT JUTBHULIL JIJIs1 MICI[h 30€pIraHHs TIa3MH.

VII. IIpaBa Ta 000B’A3KH IHCIIEKTOPA NPHU MPOBEJACHHI POLEIYPH
niaTBepAKeHHs BianoBignocti Bumoram GMP

1. InciexTop mpu 3A1MCHEHH] 1HCIIEKTYBaHHSI BUPOOHUIITBA MA€ MPABO:

O3HAHOMJIIOBAaTUCS 3 yciMa HEOOXIAHUMHU JJi1 MPOBEACHHS 1HCHEKTYyBaHHS
JOKYMEHTaMH, K1 CTOCYIOTbcsl BUMOT GMP 1 marepiasiB peecTpauiifHOro 10Cke, Ta
OJlep>KyBaTu Bij 3asiBHUKA, Ta/ab00 BUpPOOHHMKA, Ta/ab0 iX MpeacTaBHUKA HEOOXIIH1
BIJJOMOCTI 3 ITUTaHb, III0 HAJIEKATh JI0 HOI0 KOMIIETEHIIIT;

Oe3MepelKoIHO  BIAMOBIMHO 110 3akoHy Ykpainu «IIpo ocHOBHI 3acanu
Jep>KaBHOTO Harjisiay (KOHTPOJ0) y chepi rocnolapchbkoi AISIBHOCTD) MPOBOAUTH
OTJIsi]T BUPOOHUUUX, CKJIAJCHKUX, TIOMOMDKHHUX MPUMIIIEHb (30H), TPUMIIIEHD (30H)
KOHTPOJIIO SIKOCTI1 Ta 1HIIMX NPUMIIIEHb (30H) 3asBHUKA 3 METOIO iX 1HCIEKTYBaHHS
JUIs 3'ACyBaHHS MUTAaHb, 3a3HAYEHUX B IJIaHI Ta IPOTrpaMi IHCIIEKTYBaHHS;

BiMOBIAHO 10 3akoHy Ykpainu «[Ipo OCHOBHI 3acaiu AEp:KaBHOTO HATJSAY
(koHTpOJIIO) Yy cdepl rocnoaapchbkoi AISTBHOCTI» (PIKCYBaTH MPOLIEC 3A1MCHEHHS
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IHCIIEKTYBaHHS YHM KOXXHY OKpeMy /il 3aco0amMu ayjaio- Ta BIJEOTEXHIKH, HE
NEPEIIKOKAIOYN 3IHCHEHHIO TAaKOro 3axoly Ta HE MOPYLIYIOYH KOMEPLINHY
TaEMHHUITIO0 3asiBHUKA, MPO 110 3asBHUK Ta/ab00 BUPOOHUK Mae OyTH MomepemKeHuin
MiJ] Yac BCTYITHOI Hapau;

BUMAarati MPUIIMHEHHS [, SIKI MepPEelIKOKAIOTh 3AIMCHEHHIO MPOLEAYypH
MITBEP/KEHHS BIAMOBIIHOCTI YMOB BUPOOHHIITBA JIKAPCHKUX 3aCO0IB BHUMOTaM
GMP;

MpU3HAYATH EKCHEPTU3y, OJEpPKyBaTH TMOSCHEHHS, JIOBIIKH, JOKYMEHTH,
Marepialiy, BIIOMOCTI 3 TUTaHb, [0 BUHUKAIOTH 1]l 4aC MPOUETYPH MiITBEPIKCHHS
BIINOBIIHOCTI BUMoram GMP;

B1IOMpATH 3pa3Ku JIIKAPChKUX 3ac001B /Jig 1ab0OpaTOpHOI MEPEBIPKHU iX SKOCT1
3TiTHO 3 YUHHUM 3aKOHOJABCTBOM YKpaiHUM B pa3i BCTAHOBJCHHS MOPYIICHb
TEXHOJIOT1i BUPOOHUIITBA, BUMOT IIOJO SIKOCTI, YMOB Ta/ab0 TpaBui 30epiraHHs
JTKapChbKUX 3aCO01B, 1[0 MOXKYTh MPU3BECTH O BUPOOHUIITBA HESIKICHUX JIIKAPCHKUX
3aco0iB Ta/ab0 ONTOBOI, PO3ApIOHOT TOPTiBJII HESIKICHUMU JIKApChKUMU 3aCO0aMH;

OTPUMYBATH HAJIEKHUM YMHOM 3aBIPEH1 KOTi HEOOXITHUX JOKYMEHTIB (BUTSTIB
3 JOKYMEHTIB), MOB’SI3aHUX 3 IHCHEKTYBaHHSM BHPOOHHUIITBA Ha BIAMNOBIIHICTh
Bumoram GMP;

OJIep>KyBaTu Bij 3asBHHKA MHCHMOBI MOSCHEHHS 3 MUTaHb, 1110 BUHUKAIOTH 1]l
Yac 1HCIEKTYBaHHS.

2. [HCTIEKTOp MOBUHEH IOTPUMYBATUCh BUMOT I0JIO:

TOTpUMaHHS KOH(DiAEHIIMHOCTI 1moxo iHdopMarii npo 3asBHHKA, Ta/abo
BUpPOOHHKKA, Ta/ab0 iX MPEACTaBHUKA, Y TOMY YMCI1 OTPUMAHOI Bl HBOTO MiJ 4Yac
IHCIIEKTYBaHHSI;

MPUHIUITIB KJacu(ikallii BUSBICHUX 1]l YaC IHCTIEKTYBaHHS MOPYIIEHb;

3a0e3MeueHHs] O00'€KTUBHOCTI, MOBHOTHM Ta JOCTOBIPHOCTI iH(popmarii
pe3yibTaTiB IHCIEKTYBaHHSA, B TOMY 4uCHi 1H(OpMaIii, 0 MICTUThCS y 3BITI Ta €
MIJICTABOIO ISl IPUMHATTSA pilieHHs npo Buaady Ceprudikata abo BucHoBky;

BIICYTHOCTI KOH(JIIKTY IHTEpECIB MPU MPOBEIECHHI POOIT 13 MIATBEPIAKEHHS
BIIMOBIIHOCTI YMOB BUPOOHMIITBA JIIKapChKuX 3aco0iB Bumoram GMP, y Tomy uucini
MiJ] Yac 1HCIEKTYBaHHS;

HEpO3rOoJIONIEHHsI  KOH(QiAeHIiitHOT 1HdopMamii Ta iHbopmalii, o €
KOMEpIIIIHOI TaeMHHUICIO 3asiBHMKAa Ta/a00 BHUPOOHUKA, IO CTAa€ JOCTYITHOIO
IHCIIEKTOPY Yy I1poueci MiATBEpPKEHHS BIANOBIJHOCTI yMOB BUPOOHUITBA
nikapcbkux 3aco0iB Bumoram GMP;

BUKOHAHHS 3aKOHOJIaBCTBAa YKpaiHW, y TOMY YHMCII MOJO0XKEeHb 1boro llopsnky,
ta pekomenaanii PIC/S.

3. IncniexkTop 3000B's13aHUIA:

JOTPUMYBATUCS JUIOBOI €TUKM Yy B3a€EMOBIJHOCHHAX 13 3asBHUKOM, Ta/a0o
BUPOOHUKOM, Ta/ab0 iX MpPeACTaBHUKOM;

HE BTPYYaTHUCS 1 HE MEPENIKOKATU 31ICHEHHIO TOCTIOIAPChKOT NISUTBHOCTI Mij
yac 3A1MCHEHHS MNpOUEAypH HIATBEPIKEHHS BIAMOBIIHOCTI YMOB BHPOOHHUIITBA
JiKapchkuXx 3aco0iB Bumoram GMP, skiio 1e He BHMaraeTbcsi 0OCTaBHHAMHM, SIK1
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0e3nocepeHbO CBiMUaTh MPO BUPOOHHUIITBO JIIKAPCHKUX 3aCO0IB 3 KPUTHUYHUMHU
MOPYIICHHIMU;

Hajgatu 3BiT B Jlepxkiikcinyxk0y B cTpoku, nependaudeHi po3auiom I mporo
ITopsanky.

VIII. I[IpaBa ta 000B's13kH 3asiBHMKA Ta/a00 BUPOOHUKA NIPH NPOBEACHHI
NpoueaypHu MiATBEePAKEHHS BIANOBIIHOCTI YMOB BUPOOHHMUTBA JiKAPCbKUX
3aco0iB Bumoram GMP

1. 3asBHUK Ta/ab0 BHPOOHHMK € BIANOBIAAJBHUMHU 3a JOCTOBIPHICTh HAJaHOI
iH(popMarii.

2. 3asBHUK Ta/a00 BUPOOHHUK MAIOTh MPABO:

BUMAaraTi BiJ 1HCIEKTOPIB JOJIEPXKAHHS BHMOI UYMHHOTO 3aKOHOJIaBCTBA
Ykpainuy;

HE JOMYCTUTH IHCHEKTOPA/IHCIEKTOPIB 10 IHCHEKTYBaHHS 0O€3 Mpej’ sIBICHHS
HUM/HUMU JJOKYMEHTA, 1110 3aCBITYY€E 0CO0Y;

NEpEeBIPSATH HASBHICTh B IHCIEKTOpa JOKYMEHTa, IO 3acBiguye ocoly, 1
OJIep>KYBATH KOIIil TOKYMEHTIB Ha MPOBEJEHHS 1HCIIEKTYBAHHS;

OyTH MPUCYTHIMU M1J] Yac 3/1HCHEHHS 1HCTIEKTYBaHHS;

BHMaraTd HEpO3rojiomeHHs KoHdimeHIiiHo1 iHdopMarii Ta iHpopmMallii, 1o €
KOMEPIIIITHOIO TaEMHHUIIEIO 3asiBHUKA Ta/a00 BUPOOHUKA;

(dikcyBaTH MpoIlec 3A1MCHEHHS IHCIEKTYBAHHS YU KOXKHY OKpeMy Jit0 3aco0aMu
aynio- Ta BIACOTEXHIKU, HE MEPEHIKOKAI0UN 3/IIMCHEHHIO TaKOTO 3aX0ay, Mpo W10
THCIIEKTOp Ma€ OyTH monepe KeHUM il yac BCTYIIHOI Hapau;

HaJaBaTy OOTPYHTOBAHI 3ayBa)KEHHS IIOJI0 MPOBEJCHOIO 1HCINEKTYBaHHS Ta 3a
OakaHHsIM OyTH MPUCYTHIM MPHU PO3IJISIA1 pe3yJIbTaTIB IHCIEKTYBaHHS;

oJlep>KyBaTu 3BIT, a TakKoX 1HII mependadeni 1uMm llopsakoM AOKyMEHTU Y
CTpOKH, BcTaHOBJIeH] UM [lopsiakom;

3BEpPHYTHUCS 110 JlepaITiKCayXOU 3 MPOXaHHSIM 3aIUIIUTH 0e3 po3risiany 3asBy
npo Bungauy Ceprudikara (3asBy npo Buaady BucHoBKy) a00 MOBIIOMIIEHHS 1100
HEO0OX1THOCT1 BHECEHHS 3MiH UM nepeodopmiienHs [lepeniky nikapcbKux 3aco0iB;

y BCIX BHIAJKaX HE3roJIl 3 pe3yibTaTaMHU MPOBEACHUX EKCIEPTHU3, MPOILIECOM
IHCIIEKTYBaHHSI Ta  pe3yjbTaTaMU  IHCHEKTYBaHHS, BKJIIOYAIOYM, ajle  HE
0OMEXYIOUNCh, PO3IJISII 3ayBaKEHb Ta 3amepedyeHb 3asiBHUKA Ta/ab0 BUPOOHUKA,
NpuiHATI pimeHHs moao Bugaul Ceptudikata abo BucHoBky abo BiIMOBH y iX
BUJAaYl, 3yNUHEHHd a0o anymoBaHHs Aa1i CepTtudikata ado BucHOBKY TOLIO,
OCKap»yBaTH iX B YCTAHOBJICHOMY 3aKOHOJaBCTBOM MOPSJIKY.

3. 3asgBHUK Ta/a00 BUPOOHUK 3000B'I3aHUI:

MOBLAOMJIATU JlepKITIKCIy)0y Mpo 3MIHH, Kl CTOCYIOTHCS BUPOOHUYOI TUIBHHULI
(y TomMy uwMcai mpo 3MIHY JiIeH31i Ha BUPOOHMUTBO JIIKAPCHKUX 3ac001B, 3MIHY
HaliMEHYBaHHs 3asBHUKA, WMOr0 MICIIE3HAXO/KEHHS, MEPEHECEHHS! BUPOOHUYOT
JTUTBHMIT HA 1HII TIJIOII TOIIO);

HaJaBaTu [JIsl O3HAaOMJIEHHS Ha 3anuT /[lepxiikcnyxOu Ta/abo 3amydeHux
YIOOBHOBAXKEHUX  OpraHizaiii, ydeHuX Ta (axiBUIB TNepeJ  MNPOBEACHHS
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THCIIEKTYBAHHS Ta I/l 4ac IHCIEKTYBaHHS peecTpalliiiHi MaTepiaay Ha 3apeecTpoBaHi
JiKapchki 3aco0u Ta/ab0 Ha JiKapchki 3aco0u, IO MOAAIOTHCS Ha Jep KaBHY
peecTpaiito abo Mpu BHECEHHI BIAMOBIIHUX 3MIH JI0 PEECTpAIlIiHUX MaTepianaiB Ha
3apeecTpoBaHi B YKpaiHi JIikapchki 3aco0H;

HaJaBaTU Ha 3alMT IHCIIEKTOpa BCKO HEOOXIOHY 1H(opMalito, 3ade3nedyBaTu
MOXJIMBICTh MPOBEACHHS OISy BUPOOHWUYMX, JIOMIOMDKHHUX, CKJIQJICBKUX
MpUMIILIEHb, OOJIAIHAHHS, 30H KOHTPOJIIO SIKOCTI, IHTEPB’IOBAHHS MPEACTABHUKIB
(mepconany)  BUpOOHHMKA, O3HAMOMIIEHHS 3  HEOOXIIHOI  peecTpaiiitHol
JIOKYMEHTAIII€I0 Ta JTOKYMEHTAI[I€0 CUCTEMH SIKOCTI TOIIO, O3HAMOMJIEHHS Ta OTJIsA]
AKUX HEOOXITH1 NIl 3’sICYBaHHS BUKJIQJICHMX Y TUIaHI Ta OpOorpami 1HCIIEKTYBaHHS
MTUTaHb;

BUKOHYBAaTU BUMOTH Jlep>KIIKCIY>KOU IIOJA0 YCYHEHHSI BUSBJICHUX MOPYIIEHb
BuMor GMP Ta 4yMHHOTO 3aKOHOJABCTBa Y KpaiHU;

BUKOHYBaTU TmependaveHi uuMm llopsakom BuMoru JlepkikciaykOu m11oa0
YCYHEHHSI BUSIBJIEHUX II1]1 4ac MEPBUHHOI a00 Ccreliani3oBaHoi eKcrepTu3 ado i yac
THCIIEKTYBaHHSI OPYIIEHbh BUMOT YHHHOT'O 3aKOHO/IaBCTBA YKpaiHU;

HaJlaBaTH KOMii JOKYMEHTIB, 3pa3Ku MPOAYKIIii, MOSCHEHHS, JOBIAKH, BIIIOMOCTI,
Marepialid 3 TMWUTaHb, W0 BUHUKAIOTH IMiJI Yac MOPOUEAYPH MiATBEPKECHHS
BiamoBigHocTl BUuMoram GMP.

I'enepajbHUU TUPEKTOP
DapMaleBTUYHOI0 AMPEKTOPATY Oaexcanap KOMAPIIA



