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JEPJKABHA CJIYXBA YKPATHY 3 JIKAPCBKNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Jepskiaikesyxda)

npocriekT [lepemorn, 120-A, m. Kuis, 03115, ten/daxc: (044)422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua Kox €JIPIIOY 40517815

No Ha Ne , B

['onosi BepxoBHoi Pagu ¥Ykpainu
JAmutpy PASYMKOBY

Byn. I'pywescekoro, 5,
Kuis, 01008

HIanosuuii /Imurpe OuekcanapoBuyy!

JepakaBna ciy:k0a Ykpaiuu 3 jikapcbkux 3aco0iB Ta KOHTPOJ/IKO 3a HAPKOTHKAMH
Ha BHKOHaHHsi Bamoro nopyuenns (Bux. Big 17.01.2020 Ne 11/10-1278) posrisiHy.a
nemyrarcbkuil 3amut Onexkcanapa Kynuubskoro (Bux. Bix 19.12.2019 Ne II1-3338),
oroJyioneHu# Ha 3aciganni Bepxosnoi Paan Ykpainu 17 ciuns 2020 poky, L1040 MPOEKTY
Hakazsy MO3 Yxpainn «IIpo BHecenHs 3MmiH 10 [Topsiaky npoBeseHHs 1iATBEpIKEHHS
BIJITTOBIIHOCTI YMOB BUPOOHMIITBA J1IKApPCHKUX 3ac00iB BUMOraM HaleiKHOT BUPOOHUYOT
NpaKTUKW» Ta Hajlajla BIALOBIAL aBTOpy 3anury JuctoM Biga  31.01.2020
Ne 751-001.1/003.0/17-20.

Honarox: et Jlepakmikenyxou 8in 31.01.2020 Ne 751-001.1/003.0/17-20 na 4 apk
y 1 mpum.

3 noBarouo,

Iososa Poman ICAEHKO
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JNEPKABHA CJIVKBA YKPAIHU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH
(Jepautikeyxda)

npocnexT Iepemorn,120-A, M. Kuis, 03115, Ten/dpaxc: (044)422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua Kox €EAPIIOY 40517815

No Ha No BiX

Hapoanomy aenytaTty YKpainu
(mocBiguenns Ne 370)
Ouekcanapy KYHUIIBKOMY

Ll anosunit Onexcangpe Oneropuyy!

JepxxaBHa ciy»6a YKpaiHu 3 JTikapcbKHX 3ac001B Ta KOHTPOITIO 32 HAPKOTHKAMH
Ha BMKOHaHHs MopydeHs [onosu Bepxosroi Panu Ykpainu [Imutpa Pasymkosa (BHX.
Big 17.01.2020 Ne 11/10-1278, Bix 17.01.2020 Ne 11/10-1359) posrnsaHyna Bamri
memyTarcbki 3ammtu (Bux. Bim 19.12.2019 Ne II-333, Bim 14.01.2020 Ne II-408)
(Bx. Jepxmikcmyx6u Big 23.01.2020 Ne 2/0/02-20, Bim 27.01.2020 Ne 61/0/04-20)
OO0 TMPOEKTy Hakasy MiHicTepcTBa OXOpOHH 3710poB’s Ykpainu (mam — MO3
Vkpain) «TIpo BHeceHHs 3MiH 10 IIopsAKy TPOBENEHHA MiATBEPIKECHHS
BIAMOBIZHOCTI yMOB BHpPOOHMITBA JIiKAPCHKMX 3aco0iB  BMMOTaM  HAIIEXKHOI
BHPOOHWYOT MTPAKTHKKY (JaTi — MPOEKT Hakasy) Ta MOBIIOMIISE.

TIpoekT Haka3sy 6yJ10 pO3pO6IIEHO Ta ONPUITIOAHEHO A1 TPOMaJChKOro 00rOBOPEHH
Ha caiti MO3 VYkpaiun (moz@moz.gov.ua) Ta Jdepxctikenyx6u (dls@dls.gov.ua) ro
13.09.2019. 3a pesynsraTtamu rpomazacbkoro obrosopenus 23.09.2019 B JepructikemyxOi
6y/l0 MpoOBENEHO Y3roMKyBalbHy Hapamy 3 mpeiacraBHukamMu MO3  Ykpainy,
Hepsknikeayx6u Ta ekcrnepTiB ¢axoBol rpoMajchKOCTi. 3a pe3y/bTaTaMH HaJaHHX
TPOTIO3HUIIIH Ta 3ayBa)Ke€Hb IIPOEKT Hakady Oyj0 IOOIpanbOBaHO Ta ONPHIIOJHEHO 3
METOI0 FPOMaIChKOro o6rosopeHHs Ha caiiti MO3 Ykpainu (moz.gov.ua). 3ayBa)KeHH: Ta
MPOTO3HILIT B rpomazcekocTi npuitmanues 10 02.12.2019 mo MO3 Ykpainu 3a afgpecoo:
M. Kuis, 01601, Bys. ['pywescekoro 7, e-mail: moz@moz.gov.ua; no Jepxrikcayxou 3a
agpecoto: M. Kuis, 03115, npocn. [Ilepemoru, 120-A, e-mail: dis@dls.gov.ua,
Takhtaulova NO@dls.gov.ua.

[Tin uyac rpomaacbkoro oOroBopeHHs OyJji0 3arajJloM OTPHUMAHO [TO3UTHBHY
MiATPUMKY I0J0 BUIAHHS MPOEKTY Hakasy, SKMH po3poOJIEeHO 3 MeTOIN rapMoHisawil
3aKOHOJABCTBAa YKpaiHH 3 €BpONedchbKHM, BOIHOYAC, HAAIMIUIM MPONO3ULIl Ta
3ayBa)KCHHS BiJl [POMaJICEKUX OpraHizaLii.

[Tig uac ysromkysansHOT Hapagu 23 BepecHs 2019 poxky MO3 VYkpainu Ta
Jepacnikenyx6oro 6ya0 npeacTaBIeHo A00NpalboBaHUN MPOEKT HaKa3sy, 3 BpaXyBaHHAM
NPOMO3HULIH i 3ayBaykeHb, 0 Hadikmin 10 MO3 Ykpainu Ta Jepautikeny:x6u. Ha Hapani
BUCTYIIWIN BCI IPUCYTHI, KOXKHA CYTTEBA IIPOIO3ULLISl CTaBUIIACS Ha T'OJIOCYBAaHHA.

30KpeMa, Ha y3Tro/DKyBalbHil Hapami Oyiu NMPUCYTHI i nmpeAcTaBHHKA Acouiauii
ingificbKuX GapMaleBTHYHMX BUPOOHUKIB. BiNbIicTh 3ayBajKeHb Ta NPOMO3UILIH, AKi
BUKNAfeHI y Balumx HenyTaTtchbKMx 3amuTax, OyaM NpeACTaBiIeHi INpeIcTaBHUKAMU
Acouiauii inaificekux (apMaleBTHYHUX BUPOOHUKIB Ta JeTajdbHO po3riaHyTi. Takum
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YMHOM, iH(OPMALIO 00 Pe3yNbTATIB Y3rOMKYBaTbHO! Hapagd, a TaKoXK 3BITy IIpO
TPOMaJICkKe OOrOBOPEHHS MpOEKTY Hakady MiHicTepcTBa OXOpOHH 310poB’a YKpaiHu
«Ilpo BHeceHHs 3MiH 1m0 [Topsnky npoBeneHHs MiATBEPIXKEHHS BiAMOBIIHOCTI yMOB
BMPOOHHLTBA JIIKAPCHKUX 3aCO0iB BMMOraM HaNeKHO! BHPOGHHYOL NPaKkTHKW») 3a
HEOOXIZHOCTI MOM/IMBO OTpHUMAaTd 4Yepes Bamoro MIOMIYHHMKA-KOHCYJIbTAHTA Ha
rpOMazchKKX 3acanax naxa bpimkenapa (TOB «AHanTa», yoBHOBa)€eHHMA IPEICTABHHK,
KOMITaHisl, sKa NpEACTaBIAe iHTepecH IHAIMCHKMX BUPOGHHKIB) a6o Oe3nocepeHb0
3BepHYBIIKCH 10 MO3 Vkpainu a6o depxiikciyx 6.

JlonaTkoBO 3rilIHO 3 3aKOHOAABCTBOM AETABHUM 3BiT IPO rPOMAChKE 0GrOBOPEHHS
MPOEKTy Hakasy MiHicTepcTBa OXOpoHH 3/10poB’st Ykpainu «IIpo BHeceHHsS 3MiH 110
TTopAnKy HpOBefeHHS MiATBEP/IKEHHS BiAIIOBIAHOCTI YMOB BHMPOOHMLTBA JIiKAPCHKHX
3ac001B BUMOraM HajIesKHOI BUPOOHUYOT MPAKTHKKY PO3MILLIEHO Ha oiuiiiHomMy BeGcaiiTi
MO3 Vkpainu y po3aini «KoHcyabTallii 3 rpoManchKicTion. )

oo oTpumaHuX npono3uuiii Ta Npunyuenb, BUKIaaeHuX y Bamux 3anurax.

B Vkpaini cTBOpeHa eBponelicbka CHCTeMa KOHTPOJIO 06Iry JikapchKux 3acoGis,
€PEKTUBHICTb Ta BIAINOBIIHICTh AKOI HEOAHOPA30BO MiATBEPIKEHA MDKHAPOIHOIO
(hapMaLEBTHYHOIO CTIIBHOTOO, a came exciiepramu BOO3, €pponeticbkoro JlupexTopary
3 AKOCTI JTiKapChKUX 3ac00iB, MixkHapoxHoT CHcTeMy CIiBPOGITHUITBA hapMAaIleBTHYHIX
incriekui (PIC/S), sika 06’ eHy€ KpaiHy 3 JKOPCTKOIO PETyIATOPHOIO TOTITHKOK y chepi
KOHTPOJIIO 00ITy JiKapchKHX 3aco0iB.

Ykpaina, B ocobi [epxnikemyx6u, pasom 3 perynspaum oprasoM FDA CILIA y
2011 poui Oyna mpuiiHaTa 10 MixHapoxHOI opramizauii CucremMu crniBpoGiTHULTBA
hapmaneBTHuHMX iHcnexuiit (PIC/S), wo 3arBepmkeHo nocranosoto Ka6inery Minictpis
Ykpaitu Big 13.09.2002 p. Ne 1371 «[Ipo nopsaok ydacTi LEHTpaIbHHX OpraHiB
BMKOHABYOI BJIaIM Y AisIHOCTI MiKHAPOAHMX OpraHisalliif, uIeHOM sKuX € YKpaiHay.

Cucrema saxocti [lepauctikemynGu, NPOLEAYPH €KCNIEPTH3 JOKYMEHTIB Ta
IHCTIEKTYBaHHS BUPOOHUUTB JiKapCBKUX 3ac0GiB, KOMIETEHTHICTh iHcmexTopie GMP
HEOHOPA30BO IIePeBIPSUINCE IPYTIO MiKHapoaHuX exkcnepTis PIC/S, 3okpema, i mig uac
pecepTudikauii Iepxaikeayxou y 2018 poui. -

3a3Ha4yeHi B POEKTI HaKa3y MPOMNO3ULIT He 3HIKYIOTh MOXNJIMBOCTI BUKOPHCTAHHS
BCBOTO moreHuiany Ykpainu B PIC/S, He 3HmxyroTh oGisHaHoCTI JIepmikcayx6u B
UTAHHAX HAJICXKHOT BUPOOHUYOT [IPaKTHKH, 8 HABIIAKY ITiABUILYIOTH PiBEHb JOBipH 3 60Ky
MDKHApPOIHOT podeciiHol CriBHOTH Ta rapMoHisauii i3 3aKoHomascTBOM €C.

Oxpim uporo, Jlepaikeayxba B pamMkax Ait04ux MpoLeayp HALAE 10 Cekpetapiary
PIC/S mopoky mnanu iHCrekTyBaHHA BMPOGHHKIB, L0 PO3TAIIOBAH| 11032 TEPHTOPIE0
Ykpainu. ¥ pasi incrnexkryBaHHs BUpOOHHUKIB, OpraHy akux € wieHamu PIC/S, iine o6Min
HQOpMAIliEr0 3 pPEryJIATOPHMM OpraHOM KpaiHM Ta 3[ifCHIOETBCS HArJIANOBE
CrocTepexeHHs 3 60Ky KpaiHH, BUpPOOHHUK AKOT iHCIIEKTYEThCS.

Huni Jlepactikenyx6a € unernom PIA PIC/S (Akanemis 3 MiArOTOBKH IHCTIEKTOPIB),
OesmocepesHpo Oepe aKkTUBHY yd4acThb y (OpPMyBaHHI MiIXOMIB 4O MiATOTOBKH
MiXHApOIHUX iHcekTopiB GMP PIC/S, pospo6ui enexrponnoi miaarhopMu Ioxo
HaBYaHHS IHCIIEKTOPIB.

[Tigkpecoemo, mo mera Ta 3aBaanus PIC/S noasiraroTs y BH3HAYEHHI CHILHUX
miaxoaiB 1o mpoueayp iHcnmekTyBaHHs Ta Kiaacudikauii nopyumeHnb, npodgecidnoi
NiArOTOBKH iHCIEKTOPIB.

Busnanns ceprudixaris PIC/S Ge3 nposesenns nepesipku He € Metoro PIC/S. Okpim
UbOTO, BUSHAHHA MUK pErysTopHumMu opradamu PIC/S B3arani BincyTHe i He mmaHyeThCs,




B 3B’A3KY THM, ILI0 KOKHa KpaiHa 3aTBep KY€ BHYTPiLlHi HOPMATHBHI aKTH Ta IIPOLEAYPH,
3riHO 3 AKMMM BinOyBaeTbes cepThdikalis BUpOOHMUTBA Ha BiAINOBIJHICTE BUMOTaM
GMP, peecTpauis B kpaiHi Jikapchkux 3aco0iB, HOTANBIIKH iMIIOPT, KOHTPOIL B 06iry
TOLIO.

3aaBu 3 GOKy NpeiCTaBHUKIB (hapMalleBTHYHOro OizHecy ab0 OKPEMHX EKCIIEpTiB
o0 3MeHIIeHHs crisnpani Jdepaximikeay:x6u 3 PIC/S y pasi npuifHATTS PONOHOBAHOIO
MPOEKTY Haka3zy abo HOoro HEBiAMOBIJHOCTI MiXKHAPOJAHUMM HOpMaM € Ge3niacTaBHHMH,
TAKHMH, 110 HE BiANMOBiAAIOTHL AIHCHOCTI, Ta cynepeyaTh MKHAPOAHUM MifXOJaM IO
B3aEMOJIiT MDK PEryJIATOPHUMH OpraHaMy Ta €BPONEHCHEKOMY 3aKOHOIABCTBY.

3aKOHOMABCTBO Y KpalHu 11010 06iry jJikapchKux 3aco0iB, y TOMY YHCIi 3 IMTaHb
BIIPOBA/DKEHHS HAJIEKHOI BHPOOHMYOI MpakTUKW JUis (apMaleBTHYHOI MPOMYKLil,
TMOCTIHO TapMOHI3y€THCA BIAMOBIAHO 10 BUMOr 3akoHomaBcTBa €C Ta MiXKHAPOAHUX
30008’ 13aHb Jepaunikenyxou nepen PIC/S. i

[loxo BusHanus ceprudikatise GMP, siki Buaani opranamu - uienamu PIC/S.

3a pesysibTaTaMW MPOTO3MWLIN, sKi HaJIMILIA Bill rPOMaJCBKHMX OpraHisauii, Ta
roJIOCYBaHHs, siKe BiIOyIoChk Ha y3romKyBaidbHil Hapani B Jlepaikeiny:x6i 23.09.2019 p.,
MPOEKTOM Hakasy MeperysHyTO Mepellik KpaiH, ski Hapa3i BU3HatOTbCA YKpaiHow, TOOTO
cepru¢ikarieB GMP, siki BUJaHi iHIIUMU PETYIATOPHUMY OpPraHaMHu.

Jitoya nponieaypa nepenbayae BuzHaHHs kpain PIC/S, sika cborofHi HapaxoBye 52
PeryasTOpHi OpraHW 3 ychoro cBiTy. MikHapoJHa opraHisamis MOCTiHHO 30ULIbLIYE
KIJIBKICTh WIEHIB, TaKUM 4YMHOM Ipocysaroud BuMmorn GMP. BoaHouac, fK 3a3Ha4eHO
BUILIE B LIOMY JIUCTi, B3a€EMHOI0 Bu3HAHHs Mixk uneHamu PIC/S ne icHye, kokHa KpaiHa
Ma€ BHYTpIlIHIi HOpPMaTMBHO-NIPaBOBI aKTH, YroJud MiX KpaiHaMH, fKi pPeryJIorTh
BimnoBinHi cdepu. Hapasi 3asBu Ha Berynm mo PIC/S momaHo TakuMmM KpaiHaMmu, fK
Pecny6inika Bipmenis, ®enepatusna PecniyGinika bpasunis, Pecriy6nika Bonrapis. Takox
Ha CbOTOAHI BXKe pO3MIslalThes mpe-3aiBu Ha Betyn o PIC/S Hapopwnoi Pecry6miku
Baurnazew, [cnamebkoi PecrnyGaikn Tlakucran, Pocificekoi ®eneparii, Moprascbkoro
Xamumitcekoro KoponiserBa, Koponiscrsa CayniBcbka Apasis.

To6ro, fAKIIO HE BHECTH 3MIHM JO Ji040I MPOUENYpPH, TO BCi BHPOOHMKH, LIO
po3TamoBaHi Ha TepuTopisx Pociitcekoi ®enepanii, banrnanemy, ITakucrany, Mopnanii
Toimo, abo BUpOOHMKM, sKi po3rawioBaHi B Adpuui, A3il Tomo, fki OyoyTb Maru
ceprudikaty GMP, BuOaHi peryJaTOpHUMM OpraHaMu Takux KpaiH, sfK Pocificbka
Qenepauia, baurmagem, [Takucran Ta iHmux kpain PIC/S, moBuUHHI BU3HABAaTUCH
YKpalHOKO Ta NOTPAIIATH YKPAIHCHKHUM Mal[l€EHTaM.

[Mpouenypa BusHanus ceptudikatie PIC/S, ska nmie Ha cborogHi B YKpaiHi,
CYIEpPEeUUTh E€BPOINEHCBKMM HOpMaM Ta YHEMOXIMBIKOE B IOJAIBLIOMY IIAIMCAHHA
Yromu mix VYkpaiHowo ta €C mono BHU3HAHHSA pE3y/bTaTiB IEpeBipOK BUPOOHHUIITB
niKapchkuX 3aco6iB Ha BianoBiaHicTe BUMoramM GMP (Yroga ACCA).

BpaxoBylouu Te, mo Ykpaina #Hae wIsXoM €BpoiHTerpamii, mpo 1o
HarosioweHo IlpesmaenTom YkpaiHu Ta Ypsaom, B J00NpalbOBAHOMY MPOEKTI
HaKa3y 4iTKO BH3HA4YeHO MepeJiik KpaiH, iKi MalThb BH3HaBaTHcA YKpaiHow 3a
CHPOILEHOI0 NPoLeAypolo (LOKYMEHTH, 1110 BUAaHi KOMIIETEeHTHUMH opraHaMu kpaid €C,
Benuxoi Bpuranii abGo kpaiH, siki MaioTh yroay npo B3aemHe BusHanusg 3 €C a6o 3
Ykpainoio, T06To Bei kpaiuu €C, Benuka bpuranis, CIIIA, Ascrpanig, Hosa 3enanzis,
[Isednapis, Anownis, Kanana, [3paine — Bcroro 35 kpain).
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{020 BHK/IIOYEHHS 3 MPOEKTY HAKA3y BUMOIH L1010 HaaaHHs iHpopmMaLil npo
peecTpauiro Jikapcekoro 3acody B Oyab-akiii 3 kpain €C, Bennkol Bpuranii abo Kpain-
naptHepiB €C Ta 3amiHM Ha iHpopMallilo, SKa IMONAETECA HA AEPIKABHY peecTpallio B
Vpaini «Onuc BAPOGHHYOro npouecy Ta KOHTPOJIIO mpouecy» (MOAyJIb 3).

[le He exBiBaJeHTHi HOpMH Ta JoKyMeHTH. HasBHicTs peecTpauiifHoro
nocBiguents 6yab-sKoi 3 kpaiw €C, Benukoi bpuranii a6o kpain-maptrepis €C cBiT4uTh
PO BiANOBiJaJBHICTh YIOBHOBaXEHOr0 OpraHy 3a Bignosiguicte BuMoram GMP
BHPOOHUIITBA KOHKPETHOTO JiKapehKkoro 3acody, moaaplInx nepeBipok 3 60Ky opraxy
kpaiun €C, Benukoi Bpuranii abo oprauy 3 kpain-naprrepis €C 1p0oro BUpOOHULTBA. A
y pasi BigcyTHocTi peectpauii Jikapcskoro 3acofy B kpaini €C, Bemukoi Bpuranii abo
Kkpaigi-napTaepi €C, BHPOGHMUTBO MOTPeOyE IHCIEKTYBAHHS 3 O6oxy YkpaiHH Ta
MOJaNbLIy BiAMOBIZATBHICTE 32 IUIAHOBI IEPEBIpKM MBOrO BHUPOOHMKA 3 Hoky
JepucikeayxOu. '

Tabopmauiss MOmyns 3 pEECTPALliiHOTO [OChE € IPEAMETOM OLIHKH 3 OOKy
YIIOBHOB&XEHOTO OpraHy B YKpalHi M 4ac npoueaypu peecTpaii iKapchKuX 3aco0iB.
OkpiM 1poro, s iHpopmalis nosuHHa OyTu BpaxoBaHa Iil 4ac IHCIIEKTYBaHH:
BUpOGHUITBA 3 GoKy JlepaiikcaykOu y pasi HasgBHOCTI MiICTaB, AKi mepenbayeHi
IIPOEKTOM HaKasy.

TMporenypa BU3HaHHS cepTHdiKaTiB i BUPOOHHULTB, IO pO3TAIIOBaHI B TPETIX
KpalHaX, OCTaHHI [eKiJbKa POKiB Hazana MOXIHMBICTE PEECTPYBaTH B VKpaiHi JlikapchKi
3aco6u HeBizomoro noxomkenns. Tak, opran €C iHCIEKTy€e BUPOOHUITBO, HANIPUKIAL,
B [HAil OBOX JlikapChKUX 3ac00iB, fAKi B [OJANBIIOMY PEECTPYIOTHCH B €C, Ta BHJac
ceprudikar GMP. [TocepeaHMLbKa opraHisallisl, TaK 3BaHUH «IPENCTABHAKY BUpOOHUKA,
KU TUIaHye 3apoOMTH TPOLIi Ha JKMTTI Ta 3[0POB’I YKpalHCBKHMX MAI[iEHTIB LUIAXOM
npojaxy B YKpalHi IpernapaTis «ciporo BHpoOOHHITBA» 3 Iupii, nogae B Jepxutikeayx0y
3asBy Ha BU3HaHHA BujaHoro opranoM €C ceprudixara GMP. OnHak B nepestik 10 LbOro
ceprdikara GMP BrmoOueHO BXKE HE [Ba nikapcbki  3acofu, WO MiAIArany
iHcrekTyBaHHI0 3 6oky €C, a 42, a iHoni i OinbLue JiKapChKUX 3aco0iB.

[HdopMaLlis OO TOro, Ae BUPOOsLIOTECS Ui iHWi 40 JiKapChKuX 3aco0iB, B AKHUX
yMOBaxX BigOYBa€ThCs BUPOOHMLTBO Ta  KOHTPOJb AKOCTI, 4YHM 3JiMCHIOETHCA
TEeXHONOTIYHMH MPOIIeC Ha 3aBOJI, AKUM MOJAETHCS HA BUSHAHHA B YKpaiHi, BIOCYyTHS.

[i mikapceki 3acobu, sKki He OyaM TPEAMETOM IHCIEKTYBAHHS IKOLHMM
perynstopaum opranom €C, Benukoi Bputanii Ta He 3apeecTpoBaHi B yKoHIH kpaini €C,
Besnnkoi Bpuranii aGo kpainax-naprrepax €C (CLLUA, Kanana, SAnouis, Ascrpaiis, Hosa
3enanisa, LlBeiiuapis, [3painb), 3aBasku Ait0Yii Ha CHOrOAHI MpoLenypi BU3HAHHS
cepTHdiKaTiB MOTPAIUISIOTE B YKpaiHy /I JIKYBaHHA OHKOXBOPHX, XBOpHMX Ha
BUI/CHIJI, renaTuT, JiKyBaHHs HeJOHOUIEHUX AITeH TOLIO.

Tpu sammrax Jepxnikcenyx6u no opradis kpain €C CTOCOBHO HMX JIIKapChKUX
3ac06iB HEBIJOMOrO TOXOMKEHHS HaJaeThed diTKa BiATOBiZb, IO BOHM He OyiH
MpeIMETOM IHCNEKTYBaHHs, opranu kpain €C He MaiTb indopmanii moao

BUPOOHMUTBA UMX JiKapcbKHX 3acoliB Ta He HeCyTb BiAnosiganbHicTE 3a Wi
JikapchbKi 3aco0u.

Bianosizuo no Jupexrueu 2001/83/€C €ponelicskoro napiamMeHTy i Paau €C Bin
06.11.2001 p. Ta ming3axouuux akTiB €C 3 METOIO peecTpaLlii 1ikapcbKOro 3aco0y B KpalHax
€C abo B KpaiHax-TmapTHepiB €C crovaTky 10 yIOBHOBaXKEHOI0 OpraHy IOAAETECA 3aiBa
Ha PEECTpallilo 3 KOMIUIEKTOM JOKYMEHTIB, fIKi, 30Kpema, MICTATh iHbOpMallilo 11010
cKIaqy MiF0YMX Ta JOMOMDKHMX iHTpeNi€HTiB, MaKyBaHHA/MapKyBaHHS, TEXHOJIOTTYHOT
cxeMd BMpPOOHMLTBA, [epeniky o0aajHaHHA, NaHHX MI040 kBatidikarii cucreM Ta




06JIaIHAHHS, BaiJallii MpoleciB, JaHWX MIOA0 METOAIB KOHTPOJIO SKOCTI JiKapChKOro
3aco0y, yrnoBHOBaXkeHOT oco0uM, iH(opmauii moa0 MaHOyTHIX iMIIOPTEPIB JIKAPCHKOTO
3aco0y ToLIO. : e

[Tin wac mpouenypd peectpauii Jikapcekoro 3aco0y, BHpPOOHMUTBO SKOTO
pO3TalloBaHoO Mo3a TepuTopicio kpain €C, Beankol BpuTanii Ta kpain-naptrepis €C,
30IMCHIOETECS IHCIIEKTYBaHHS BHMpPOOHHMITBA HA BiANOBIOHICTP BHUMOraM HAJIEKHOT
BUPOOHMYOI NMpakTUKU. |HCIEKTyBaHHSA 3[IMCHIOETHCSA BiANOBIAHO OO0 BUMOr 30ipHMKa
npouenyp CniBroBapucTBa 3 TNMTaHb IHCHEKUIM Ta 0OMiHy iHQopMamie
(EMA/572454/2014, 17 penaxuis).

. loao BHMOr cTOCOBHO NepeBipkH BHPOOHHYOI MIOIIAAKH HA BiANOBiIHiCTHL
sumoram GMP 0Ge3 nepeBipkH BHPOOHHUTBA Ta KOHTPOJII SIKOCTI KOHKPETHOIO
JiKapcbKoro 3aco0y, ClIiJl 3a3Ha4YMTH, W10 HajlexHa BUpoOHMYA npaktuka (GMP) — ue
YacTHHA YNPaBJIiHHA SKICTIO, SIKa rapaHTye, 0 MPOAYKUIK TIOCTIHHO BHPOOJIAIOTEH i
KOHTPOJIIOKOTE 34 CTaHJapTaMM AKOCTI, AKi BIANOBIAAIOTH 11 MPU3HAUEHHIO, & TaKOX
BIANOBIAHO N0 BHUMOI peecTpauiiiHOro A0Cb€, AOCHE JOCITiIKYBAHOTO JiKapChKOIo
3aco0y U1 KIiHIYHUX BUMpoOyBaHb abo cneludikaiii Ha L0 MIPOAYKIILO.

Tobro mnpu nepeBipkax BUPOOHMUTB Ha BignoBiaHicTh BuMoram GMP
NEPEBIPAETECA HE HAasgBHICTh CTiH, CTemi, MWiAjgord, o6naJHaHHA gK TakKoro, a
MepeBIpAEThCs, 30KpeMa, BHPOOHHLTBO Ta METOJU KOHTPOJIO SKOCTI KOHKPETHOTO
JIKapChKOTo 3ac0o0y Ha BiJMOBIAHICTE 10 BUMOT PEECTPALIITHOrO JOCKE, AKUH MOJaHKH Ha
peecTpalito abo 3apeecTpoBaHuUi.

B VYkpaini Hacranosa CT-H MO3Y 42-4.0:2016 «Jlikapceki 3acobu. Hanexna
BUpOOHWYA MpaKkTHKa» Bianosinae nokyMmeHty «The Rules Governing Medicinal Products
in the European Union. Volume 4. EU Guidelines to Good Manufacturing Practice
Medicinal Products for Human and Veterinary Use» («IIpaBuiia, 110 peryJIiOIOTE JIiKapChKi
sacobu B €pponeiicbkoMy Cotrosi. Tom 4. €BponelchKi MpaBuia 3 HaJIeKHOI BUPOOHHYOT
TMPaKTHKH JIIKapChKUX 3aco0iB U1 JTIOAMHU Ta 3aCTOCYBaHHs y BeTepuHapii»). Hacranosa
CT-H MO3Y 42-4.0:2016 «Jlikapceki 3acobu. HanexxHa BHpOOHHYA MpaKTHKay»
3HAXOMAWTHCA y BIAKPUTOMY JOCTYMi, 30KpeMa TakoK Ha oodiuiliHomy BeGcaiTi
HepacnikenynOu, Ae MoKHA 03HAHOMUTUCSA 3 TIEPENTIKOM BCiX MUTaHb, 110 IEPEBipAFOTHCS
Mijl 4aC BCTAHOBJIEHHs BiAIMOBiJHOCTI yMOB BUPOOHHUIITBA JIiKADCHKOI0O 3aC00y BUMOTraM
GMP.

BpaxoByrouyu BHINE3a3HAYeHe, JHKapChKUi 3aci0, skuil BHpOOIeHMH Mmo3a
TepuTopi€ro kpainu €C, Benukoi Bpuranii a6o xpain-napraepis €C (CIUA, Kanana,
Anouis, Asctpanis, Hoa 3enannis, Llseiinapis, [3pains), nig yac B peectpanii B Ykpaini
B paMKax MpoLeIypH MIATBEpPKEHHs BiAMOBIAHOCTI yMOB BUpoOHULITBA BuMoram GMP
MIOBUHEH MEPEBIPATHCA ab0 pEryjaTOpHMM OpraHoM YKpaiHd, a0 HAAaTH KOmiro
peecTpauiiiHOro NOCBiAYeHHs, BUJAHOTO KOMIIETEHTHUM opraHoM kpainu €C, Benukoi
bpuranii abo kpain-napraepis €C (CILUA, Kanana, Snownis, Ascrpanis, Hosa 3enannis,
[IBeituapis, [3paine) (Bcboro 35 kpaiH), MO CBIAYMTE MpO BiAMOBIAHICTE BUPOGHUIITBA
LBOTO JIIKApPChKOTo 3aco0y BMMoram GMP Ta nojansily BiANOBiZaNbHICTE Oprady 3a e
JKapChKHX 3ac00iB.

loxo smenwenns Tepminy aii ceprudixara GMP, Buganoro Jepxiikcayx6oro,
Ta MPHITYLIEHH, 3a3HaYE€HOr0 B JIEIyTATCHKOMY 3aITUTi, MO0 KOPYIIIMHUX PU3UKIB i/l
yac BU3HA4YEHHA TepMiHy il cepTudikata GMP. Jonarok 15 npoexkTy Hakasy mig gac
MEepIIOro rpoManacLKoro o6rosopenus nependayaB CKOpOYSHHs TEpMiHY il cepTHdikara
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GMP. 3a pesynsratamu MPONO3ULIH, sIKi HaZiMILIK Bix rpoMasChKuX oprasizauiii Ta 3a
PE3y/IbTaTaMu rojIocyBaHHs, sike Binbymocs Ha Y3TOJUKYBaJIBbHIH Hapasi B Hepxctikemyx6i
23.09.2019 p., nopatox 15 nosHuicrio A0OMPaubOBAHO Ta MPHBEIEHO Y BiAMoBigHiCTD
Ao 30ipku npoueayp €pponeiichkoro CniBToBapucTBa 3 mnuTamp iHcmekuii Ta
o0miny inpopmauiero (EMA/572454/2014, Rev 17). Hapasi, nonatkom 15 nepenbavena
METOJIOJIOTis IPOBECHHS OLIHKH PU3HKIB 010 PO3paxyHKy CTPOKY HaCTYITHOT iHCITeKIIi]
BUPOOHHLTBA JIiKapchkoro 3acoby Ha BIZMOBiAHICTE BUMoram GMP, a came PO3paxyHoK
3MIHCHIOETBCA HA OCHOBI aHajli3y BHYTPILIHBOTO PH3HKY, TOB'S3aHOTO 3 BUPOGHHYOKO
AITBHUICIO, CKIIAMHICTIO BUPOOHUYOT AiBHULI, 1T Mpouecis i NPOAYKUIl Ta KPUTUYHOCTI
JTiKapchkux 3aco6iB, 1m0 BUPOOIISIOTCSA, KITacHDiKALIEI0 BHABIICHIX IIOpYLIEHB.

" BpaxoByroun, mo mogatox 15 BIZMOBiZae €BpoNeNCHKii NpOLEypi B MOBHOMY
obcs3i, MpunymieHHs oo KOPYIUIAHUX PU3HKIB NpH 17 BUKOHAHHI HaKJIagalTh
KOpYILIAHY CKIaJoBy Ha caMmy npouenypy 30ipku mnpouenyp €Bporneiicskoro
CriBTOBapHCcTBa 3 MUTAHB iHCHEKLIH Ta obminy inpopmariero (EMA/572454/2014, Rev
17), axa 3aTtBepmxena B €C.

BBaxaemo Taki mpunymenns 6GesmigcraBHumu Ta TaKMMH, $SKi HABMHCHO
FajIbMyHTb €BPONEHCHKY iHTerpauiro Hamoi KpalHX Ta rapMOHI3aLil0 yKpPaiHCHKOTO
3aKOHONaBCTBA 10 3akoHoxaBcTBa €C. [lesknM mpollapkam HAIoro CYCIiJIBCTBA, fKi
3aHMalOThCA  HEYECHUM  (hapMaLeBTHUHUM OI3HECOM, IPHUXOBYIOYH MOXOMKEHHS
MIKapCBKUX 3aco6iB, HAUTHIIKOBI NpUOYTKH, Hapasi BHrigHO BUKPHBIIATH [iiicHe,
KOPHCTYIOUHCE CIIOBAMH «KODYILiA» U1 TOTO, MO6 YHEMOMKIMBUTH BIIPOBAKEHHS
€BPONEHCEKUX TPOLEAYP B pery/IioBaHHi (hapMaLleBTYHOrO CeKTOpy raiysi OXOpOHH
3/I0pOB’s, BIPOBADKEHHS SKUX Hajae MPO3OPICTh SIK PEry/ISATOPHHM OpraHam, Tak |
MpeNCTaBHUKAM BIIKPUTOrO (hapMaLeBTHYHOTO OizHecy.

oo sikocTi JHKapcbKHUX 3acobiB, ski BHpoOsieHi Ha iHailicbkHX 3aBogax.
Hopmu npoekry naxasy ne SMEHIIYIOTE MOXIUBOCTI HaAXOMKEHHS JiKApChKHX 3aCOBiB,
BUpoOnenux B IHnii, Banrmagew, [Makuctani uu Oyap-axift iHWIN Kkpaiwi, B Ykpainy.
Bianosinnicts Bupo6HuuTBa BUMOoraM GMP Mosxe Oyt nminTBepmKena a6o mim wac
IHCIIEKTYBaHHsA, ab0 IIISIXOM HANaHHS KOMILICKTY NOKYMEHTIB, SKMH CBiguuTh IIpo
BIANOBIAHICTh 1BOrO BUPOBHUITBA BuMOramM GMP.

Oxpemo ninkpecioemo, 1o sumorn GMP — L€ KOMILUIEKC 3aXOJiB, a KOHTPOIb
SIKOCTI - LIe OZIMH 3 Horo enemenTis. Ha npuknani kpain €C ado CLIA: micas OTpHUMaHHS
MATBEPDKEHHS  BiAMOBIZHOCTI  Bij IHCIEKUIHHOrO  Opramy mpo  BiAMOBiAHICTS
BUpOOHHMLTBA BuMoram GMP 3piiicHIoeThCs PEECTpaisl 1iKapchKoro 3acoby B KpaiHi, a B
TMofaIBIOMY BIAMOBIAHO 10 BUuMor GMP 3pificHIOETECS KOHTPOJIb SKOCTi MPU BBE3EH]
KOXKHOI cepii JlikapchKoro 3acofy Ta cepTudikallis YIIOBHOBAXKEHOW 0c06010 iMIopTepa.
Y pasi immopty Gionoriunmx MKapChKUX 3aC00iB, y TOMY YMCI, fKi 3aKyIOBYOTECS 3a
ACPHABHUMHU NPOrpaMaMu Yn MixKHApOAHUMH GOHIAMH, KOHTPOJIb AKOCTI 3[iMCHIOETBCS
ACPXKABHUMH YTIOBHOB&XKEHUMH J1a6OPaTOPisMHU.

Boawouac, Biamnosiano 1o Bumor MiXKHAPOAHOTO CTAaHIAPTY HANEKHOT BUPOGHMHUO]
NPaKTHKH KiHIEBUH KOHTPOJIb SIKOCTI Ta CEPTU(DIKALil YIOBHOBAXKEHOIO 0COB0I0 HE
3aMiHIO€ IIPOLIEIYPH M1i ATBEPDKEHHS BiAMOBIIHOCT] BUpoOHHUTBA BUMoraM GMP 3 Goky
IHCTIEKIiHHOTO Oprany.

llono BuuasaroBanus 3 Ykpainu inaifichkux BHPOOHMKIB Ta BUPOOGHHUKIB, sKi
MaloTk noxomkenusn 3 €C, [pockToM Hakasy He NepeaGaueHo BU3HAYEHHSA Gap’epiB s
BHIIE3a3HAYEHUX BHPOOHMKIB. Bianosigaicrs BUpOOHMITBA BuMoraM GMP g
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niKapchKUX 3ac00iB, AKi [OCTAYat0ThCA MarienTam Y KpaiHu, IOBUHHA OyTH IiITBEpKEHA
Jepanikcnyx6oro abo Oyap-sKUM pEryJiATOPHUM OpraHoM 35 kpain caity (kpainu €C,
Benukoi Bpuranii abo kpain-naptrepis €C (CIIA; Kanana, SAnouis, Ascrpanis, Hosa
3enanzis, 1llseinapis. [3paine). Ha pUHKY HE MOBMHHO OyTH «JIiKiB» HEBCTAaHOBJICHOTO
MOXO/LKeHHs. MH - eBponeicbKa KpalHa Ta MaeMo rnosary 110 CBOI 'pOMa/isiH.

Slkmo nikapcekuii 3aci6 ke MPOMIIOB BCi NpOLEIypH AOMYCKy Ha PMHOK X04a 6
oniel kpainu Takux, sk €C, Benukoi bpuratii a6o kpain-napraepi €C (CIIA, Kanana,
sInowis, Ascrpanis, Hosa 3enanpis, [IBeinapis, [3pains), BiH MOBHHEH OyTH Ha PUHKY
VkpaiHy, HUM TOBUHHI JiKyBaTHMCs Haili MAli€HTH, a MPOLEAYpH NOMyCKy Ha pPHHOK
Vkpainu MatoTh GyTH MAKCHMAIIBHO CIPOIIEHi, WO A nepeabaueHo MPOEKTOM HaKasy.

lllogo crpouleHHs OTPHMaHHA  cepTHdikaTa GMP  BiTYM3HAHHMH
BupoOHHKamu. [1in yac miarorosky Y KpaiHu 10 BCTYMY B PIC/S 6yno 3po6aeHO HU3KY
saxofi; BropoBamkeHo sumord GMP B Ykpaini sk 060B’A3KOB1 I BITUM3HAHHX
BUPOGHUKIB JTIKApPCHKUX 3ac00iB Ta 3aKOPJOHHHX, CTBOPEHO HaLlOHAJIBHUK 1HCIIEKTOpAT
GMP. OGOB’S3KOBOK BHMOLOK MiJ Yac BCTymy Oyna HeoOXifHICTE NPOBEACHHA
MepeBipok Beix BiT4M3HsHMX BupobHuki. 3 2009 mo 2011 poxu 3a pe3yibTaTaMu
nepeBipok Oyno aHy/boBaHO Jliuensii 20% BITUM3HAHUX BUPOOHMKIB, MaTepialbHO-
TexHiuHa 6a3a SKMX He BiANOBizala BuMoraM. Hapasi iHCIEKTYBaHHSA Ha BiINOBIJHICTE
Bupo6HuITBa BuMoram GMP Bia6yBaeTbes 3riiHO 3 3arajlbHUMH NpOLeAypamu, K JULd
3aKOpIOHHMX, TaK i BITUM3HAHMX BHPOOHMKIB BIAIOBIZHO [0 nirouoro [lopsnaky
TpoBeieHHs MiATBEP/KEHHA BiATNOBIAHOCTI YMOB BUPOOHUITBA JIKApPCBKUX 3ac00iB
BHMOTraM HaJeKHOI BUPOOHUYOI NMPAKTHKH, 3aTBEP/DKCHUH HAKa3oM MO3 VYkpainu Bix
27.12.2012 Ne 1130 (3i 3minamu) (mani - [Topaaox).

Jlitounm TTopsakom nepenGaueHo Bugaya ceprudixara GMP 3a pesynpraTamu
[IAHOBOI JIilleH3ifiHOT nepeBipku y pasi BiACYTHOCTI KpUTHYHHX MOPYUIEHH B aKTi
nepesipok. Boauoyac, 3 MeTOI0 €KBiBaJeHTHHX BHMOT 11010 Buaa4i cepTudikara
GMP BiTYM3HAHHM T4 3aKOPJOHHUM BUPOOHMKAM IIPOEKTOM HaKasy nepentaueHo HopMy
wozo Buaui ceprudikata GMP 3a pesyspTaTaMyl IIaHOBOI NEpeBipKH JiLEeH31HHUX YMOB
BITYM3HAHUM BUPOGHMKAM JIMIIE Y pasi BIACYTHOCTI B aKTi MEPEeBIPOK IIECTH CYTTEBHX
nopyLIeHb Ta/abo KPUTHYHOrO NopylieHHs. BpaxoBytoun 3a3Ha4yeHe, MOHOITOJIi3aLlis YK
KapTenbHa 3MOBa YHEMOJKJIMBJIEHA.

[Ilogo 3a3HaveHoi iHdopmauii Nmpo 3ynHHeHHA JAoCTymy A0 iMIOOPTHHX
JikapcbKHX 32¢06iB. BUCHOBKHM I0/(0 MiATBEP/DKEHHS BilTIOBI IHOCTi yMOB BHUPOOHUIITBA
pumoramM GMP fu1st BUpOGHHIITB 3 «TpeTix Kpain» BunaHi JepiikeryxGoro Ha 2-3 poku
B 3ale)XHOCTI Big Tepminy ceptudikata GMP, 1o Bu3HaBaBcs. 3asdBU Ha HACTyIHY
npoLeypy BU3HaHHs ab0 iHCMEKTYBaHHsA BiATaK OyayThb M0JaBaTHCA MPEACTaBHUKAMHU
yepes 1,5-2,5 pox, B 3a€KHOCTI Bill TepMiHy [ii IONEpeJHbOro BHCHOBKY. Tobto B
[UIAHOBOMY IOpSAKY. B 3B’A3Ky i3 3a3HaueHUM PH3MKH INOIO0 3YNHHEHHH iMIOpPTY
JikapcbKHX 3ac00iB BigcyTHi.

JIOZATKOBO HATOJIOIIY€EMO, 110 HOPMA LION0 HAJaHHA J0 JlepIIiKCIyKou ImijJg yac
MpolleAypH MiATBEPKEHHS BIANOBIAHOCTI yMOB BMPOOHHMLTBA BHMOraM HaJIeMKHOL
BUPOGHHUOT MPaKTHKM UUIAXOM Bu3HauHs cepTudikatie GMP komii peecTpaiiiHux
MOCBiT4eHb, BUAAHMX KOMIETEHTHUM opradoM kpainu €C, Benukoi bpuranii abo kpaiH-
naptHepiB €C (CLUA, Kanana, fInouis, Ascrpanis, Hosa 3enannis, [Iseiuapis, [3pains),
nepenGayeHa JMIIe [is BAPOOHMUKIB, 5K PO3TAIIOBAHI 11032 TEPUTOPIEI0 KPATHH — WieHa
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€C, Benukoi Bputanii a6o kpainu, ska Mae yroay mpo B3aemHe BusHaHHi 3 €C abo
Vipainoro. To6To 11 Hopma He nependavena i €BPONEHCHKUX BUPOGHHKIB.

YKHTTs Ta 370pOB’ A MI0MHK — L Ti 6a30Bi cknanoBi, ki Oynu 3aKialeHi B OCHOBY
MiXHApOJHOTO CTAHIApTY 3 HalexHoi BUpoOGHuyoi npakTuku (GMP) me B 60-THX pokax
XX cronitTs. BogHogac, Ha CbOroIHi B YKpaiHi 40MyCh BUHHKAIOTh IIMTAHHA EKCIIEPTIBY
11010 JOUUIBHOCTI TTepeBipok BUPOGHULITB TiKapchKUX 3aC00iB Ha BiIIOBIIHICTE BUMOTraM
GMP, 3milficHIOETBCS BHKDPMB/JEHHS BHMOT MDKHApPONHMX TpPAKTHK IHCIEKTYBaHH,
MiIXOMiB 1O peecTpamii Jikapchkux 3aco6iB B kpaiHax €C, a Takox BifOyBaeThCs
HABMMCHE MAaHiMyIOBAHHS CBIIOMICTIO MALiEHTIB Ta KEPIBHULITBA HAUIO! KPalHH IIOAO
BAPTOCTI JIiIKapChKHUX 3aC00iB.

PazoM 3 THM L€ BifOyBaeThcs Ge3 JKOTHMX EKOHOMIYHMX OOTPYHTYBaHb Ta aHaizy
pH3HKIB, Ge3 BpaxyBaHHs iHOPMALii MO0 BUXiIHUX MOKA3HKKIB Ta (aKTOpiB BITMBY Ha
LiHOYTBOPEHHS JTiKapchkoro 3aco0y B YkpaiHi, 0 HAXXOAUTH KiHLEBOMY CIIOXKHBATY,
Py 1BOMY MPUXOBYHOUH iH(GOpMaLi MPO HATMLIKOBI MPHOYTKH MpeACTaBHUKIB Ta
LiHy, sKa 30e6inb110ro GOpMYyEThCs 032 MEXKAMK TEPUTOPIT Y KpalHU IUIAXOM N0/aBaHH
rnocepeaHuKiB (OpoKepiB, MOCTa4YaIbHHKIB). &

Takox miakpecmoemo, MO3  VYkpainum Ta Jlepxiikenyx0a, BpaxoBYKHOUH
[lepIKABHUIGKY TO3HUII0, EPIIOYEProBo CTOATH Ha 3acaiaX 3aXUCTY 30POB’S Ta KKHTTA
HacesneHHs YKpainu, 3a6e3redeHHs TlikapcbKUMU 3ac00aMy BCTaHOBJIEHOT'O MIOXO/DKEHHA,
rapMoHizanii ykpaiHchkoro 3akoHomascTsa a0 Bumor €C, a BiATaK, 3aBAaHHAM
HOPMATHBHOIO akTa He Moje OyTu MiATpruMKa Gi3HECY Ta HEXTYBAHHSA KUTTAM yKpaiHLiB.
BojHouac, HOpMATHBHUIA aKT | HE € MEPENOHOI0 Ta 3YIHHEHHSIM BBE3CHHS JIKAPCHKIX
3aco6iB. 3aBlaHHAM HOPMATHBHOIO aKTa € Jep)KaBHE peryJloBaHHA MpOLEAYpH
MiATBEp/DKEHHA  BiAMOBIJHOCTI yMOB BHPOOHMLTBA BHMOTaM GMP srigHo 3
Mi>KHapOJAHUMH HOPMaMH.

Ilakyemo 3a Bamry HeGaiigysKicTh 1010 MUTaHb 3a0e3NeYeHHS Ykpainu AKICHUMH,
e(eKTUBHUMM Ta Ge3reyHuMH JiKapChKUMHU 3ac00aMH, y4acThb B 0OroBOpeHHI IPOEKTY
HAKa3y Ta CIIOAIBAEMOCS Ha [OJaJIblily CHIBIPALO.

3 noBarow
Tosi0Ba Poman ICAEHKO




