MIHICTEPCTBO OXOPOHM 3/I0POB’SI YKPATHH

(MO3 Ykpainn)
ByJ. M. I'pywescekoro, 7, M. Kuis, 01601, Ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kog €APIIOY 00012925

Bin Ne Ha Ne 11/10-1276 Bix 17.01.2020

I'osoBi BepxoBHoi Pagn Ykpainu

PA3YMKOBY JI. O.

IlanoBHui Amutpe OJiexcaHapoBU4y!

MiHiCTEpCTBO OXOpPOHM 3[0pOB's YKpaiHM Ha BHMKOHAHHSA JOPYYEHHsS
IIpem'ep-minictpa VYkpainu ['onsapyka O. B. Bim 31.01.2020 Ne 2523/1/1-20
OMpaIOBAJI0  AEMyTaTCbKUM  3amUT  HApOJHOro  JAemyTaTta  YKpaiHW
= Kynumekoro O.O. Big 19.12.2019 Ne II-333, oronmomeHuii Ha 3aciJaHHi

= BepxoBHoi Pamu VYkpainu 17 ciuas 2020 poky, IIOAO IPOEKTy HaKasy
e MO3 Vkpainu «IIpo BHeceHHs 3MiH 10 Ilopsaky HpoBeAeHHs MiATBEPIKEHHS
BiJMOBIZIHOCTI YMOB BHPOOHMIITBA JIIKAPCBKMX 3acO0IB BHUMOraM HaJIEXKHOL
BUPOOHUYOT MPAKTUKI» Ta MOBiIOMIISE.

— MiHiCTEpCTBOM OXOpPOHH 3[0pOB's YKpaiHu Oynau ompanboBaHi aHAIOTiyHI
= JeTyTaTChKi 3amMTU HapogHoro nemytata Ykpainum Kynunekoro O. O., mio
Hanaiimm Bamumu muctamu Big 17.01.2020 NeNe 11/10-1277 ta 11/10-1359. 3a
pe3yipTaTaMd po3rALy Bac i HapomHoro gemyrara YKpaiHM  Oyno
noiHpOPMOBaHO MO CyTi MOpylleHHX muTaHb jauctamu MO3 Vkpainu Bix
30.01.2020 Ne 24-01/2775/2-20 Ta Big 30.01.2020 Ne 24-04/2474/2-20 BignoBiAHO

(komii JOAKOTECH).
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JlonaTok: Ha 9 apk.

3 moBaroio

MiHicTp 3opana CKAJIEIIBKA

Paoxesuu I'C. 200 06 68
= [AHICTERCTBO 0XCRCHHM SAORCE'A YKREHH
o 24-(r1/3805/2-20 el 06.022020
Crkaneuska 3cpAaHa CTenaHiBHa MiHICTEPCTBO OXOPOHM 300POB'A YKpaiHM

c"24-01/3605/2-20 Bia 06.02.2020 Z /5 9{ Q
AVRMARRARIEO BT




MIHICTEPCTBO OXOPOHH 30POB’SI YKPATHH

(MO3 Ykpaiuu)
Bya. M. ['pymercsxoro, 7, . Kuig, 01601, Ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, koa EAPIIOY 60012925

Bin . Ne . Ha Ne I1-333 six 19.12.2019
Ha Ne 11-408 six 14.01.2020

HapoaHomy genyTarTosi YKpaiun
Kynunnkomy 0.0.

MIanosnnii Onexcanape OneroBuuy!

MinicrepctBo oxopoHH 3x0poB’s VYkpainu (mani — MO3 Vkpaian) Ha
BAKOHAHHS AopyueHb ['onoBu BepxopHoi Pamw Ykpainu Jmumtpa Pasymkosa Bix
17.01.2020 Ne 11/10-1277, Bix 17.01.2020 Ne 11/10-1359 pozraayno Bami 3anuta
Bix 19.12.2019 Ne 1I-333 ta Big 14.01.2020 Ne 11-408 miogo npoexty Hakasy
MO3 Vxpainu «IIpo BHecenmns 3Mmin a0 Ilopaaxy npoReieHHS NiATBEP/DKCHHA
BIJMOBIZHOCTI yYMOB RHUpPOOHMITBA JiKapchkuX 3acobiB  BHMOTAM  HAIEXKHO]
BHPOOHIYO! PaKTHKW» (N — MPOEKT Haka3y) Ta NOBiOMIIE.

IIpoexr Hakasy Oyino po3pobicHO Ta ONPWIIOAHEHO [UIA T'POMAJICHKOTO
obrosopenns Ha odiuniifaux BeGealitax MO3 Vipairm (moz@moz.gov.ua) Ta
HepxapHol ciyxbu Ykpaiua 3 JikapchKuX 3aco0iB Ta KOHTPOIO 338 HapKOTHKaMM
(mami — [epxnikcayx6a) (dis@dls.gov.ua) xo 13.09.2019. ITig wac rpoMajacLKOro
o6ropopenns 3aranoM 0yJi0 OTPUMEHO TNO3ATHBHY MIATPUMKY NPOEKTY Hakazy, SKui
po3pobneHo 3 MeTOK rapmonisauil 3aKoHOZABCTBA YKpaiHA 3 €BpONEHCHBKHM.
Boasouac, Hafiliiuy NponosuIlii Ta 3ayBaKeHHA BiJl TPOMaIChKUX OpraHisauiii.

3a pesynsTaTaMHM posrTIAAy Dpomosuuii Ta 3ayeaxens 23.09.2019 B
Hepxuikenyx0i Oyno mNpoBeacHO Y3rOMKYBalbHy HapaJy 3 HNpeACTABHHKAMH
MO3 Vxpainn, depxnikcayxbu ta daxorow $apMalleBTUIHOIO crispHOTOK. Ha
Hapazni MO3 VYkpainu 1a Jlepaciikcayx6oro Gyno mpeacrasieHO AOOHpAlLOBaHUM
[POEKT HAKA3y, 3 YpaxXyBaHHAM TIPONO3HMLiH i 3ayBakeHs, Mo Hamimnu no MO3
Vkpainu ta Jlepxnikcemyx6u. Ha Hapani BUCTYmHIM BCi NPHCYTHI, KOXHA CYTTERA
TIPOTIO3MIIiA CTABHIIACH HA TOJIOCYBaHHA.

3okpema, Ha Y3rOJKyBaubHiMi Hapani Oynu NpHCYTHI #i NpeAcTABHEKH
Aconianil ingilicokax ¢apmanesTuunux BEpobHHKIB. BitekmicTs 3ayBaxeHs Ta
nponosmiiit, gxi BEKIaAeHi ¥y BamMx ACMYTATCHKUX 3andTaX, OyJM MpeIcTaBiieHi
npeJcTaBHUKaMH Acouianii Hai#chkux GapMaleRTHYHNX BUPOOHUKIB T4 JeTAJILHO
PO3FARHYTI.

3a pesyJbTaTaMM HaJaHUX IIPOTIO3HINiY Ta 3ayBaXKEHb, Ta 3a MLACYMKaMy HapaaH
23.09.2019 npoexT Hakazy Oyno JOOTIPalbORAHO T4 NOBTOPHO ONPHIIOAHEHO 3
METOI0 TrpoMajcekoro ofroeopeHns wa caiiti MO3 Vkpaiam (moz.gov.ua).

uicI AR B SAR, 1A HPRRARIIT Bia rpoManchkocti npriiMamucs s 02.12.2019 no MO3
24-042TT42-20 Bl 30.01 2020 i
Cersaonoc Anapit Bonogimspessy MiiCTBPCTE0 OXOPONH 3R0POE'R Yipaing

24-04/277412-20 Bin 30.01.2020
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Yxpainm 3a agpecoro: M. Knis, 01601, »yn. I'pymescskoro 7, e-mail:
moz@moz.gov.ua, propositions.pharma.moz@gmail.com; no Hepxurikcayx6u 3a
anpecoto: M. Kuip, 03115, mpocm. ITepemory, 120-A e-mail: dls@dls.gov.ua,
Takhtaulova NO@dls.gov.ua.

Jletanbuuif 3BIiT 3a MACYMKAMH IPOMaJCBKOTO OOGroBOPEHHS HPOEKTY HaKasy
MinxictepcTra oxopoHH 370poB’s VYkpainum «lIpo BHecenHs 3MiH a0 I[lopsaxy
NPOBE/ICHHA MIATBEP/DKEHHA BiIOBIHOCTI YMOB BHPOCHHIITBA J1iIKApCHKHX 3ac00iB
BUMOTaM HaJeXHOI BHpOOHWYOI NpaKTWKH» po3MilleHo Ha odimidnoMmy BeGcaiTi
MO3 Vxpaian y po3aini «KoHCy BTl 3 IPOMAZICHKICTION.

Illodo ompumanux nponosuuili ma npunywens, suxnadenux y Bawiux
3anumax

B Vkpairi crsopeHa eBponeiickka CHCTEMa KOHTpONIWO OOIry JKapchKHX
3ac06iB, eQeKTUBHiCTE Ta BiANOBIAHICTE AKOI HEOJHOPa30BO MiNTBEPIKEHE
MDKHApOAHOI0 (apMaleBTHYHOIO CHUTBHOTOK, a4 caMe excmepramu BOO3,
€pponciicekoro JIupexTopary 3 SKOCTI MiKapchKHX 3acobiB, MbkHapoaHoi Cucremu
cniBpoGiTHunTBa (apMmaneBTHunux iHcmekuin (PIC/S), ska o6’emnHye xpaimu 3
MOPCTKOIO PEryJATOPHOIO MOTHKOIO Y cepi KOHTpo/mo 006iry NiKapchKHX 3acobiB.

YxpaiHa, B 0co6i Jlepxutikcayx6u, pasoM 3 peryaspauM opradom FDA CIIIA y
2011 poni 6yna npuiiHATa 10 MDKHApOAHOI opraHizauii CHCTeMH CHiBpOGITHHITBA
dapmanesTiunux incnexuidt (PIC/S), wo 3arBepmxeHo mocraHoBoro KaGimeTy
Minictpip Vxpainu Bix 13.09.2002 Ne 1371 «[Ipo mopsmox y4acTi HEHTpaJIbHHX
OpraHiB BUKOHABYOI BNaAM y NiNTBHOCTI MDKHAPOJHMX OpraHi3amiil, WICHOM AKMX €
VYkpainay.

Cucrema sxocti JepxrikciayxOH, TIpOueAypM eKCIIEpTH3 JOKYMEHTIB Ta
iHCTIEKTyBAaHHA BHPOGHMLTE JIIKAapCHKMX 3ac00iB, KOMIIETEHTHICTD iHcnekTopis GMP
HEOJHOPa30BO NEpeBipAIMCH rPynoio Mikuapoguux excrieptis PIC/S, 30xpeMa # nia
qac pecepTudikanii Hepaicmikeayx6u y 2018 poui.

3azHaueHi B INPOEKTI Haka3ly [PONO3MIIT HE 3HIKYIOTE MOXIMBOCTI
BHKOPHCTaHHA BChOro moTe¢HUiamy Ykpainw B PIC/S, He 3HWXKyHOTE 06i3HaHOCTI
Hepxmikciny 6y B NHTAHHAX HAJIOKHOI BHPOOHMYOI IIPAKTHKH, 4 HABIAKH
NiABMINYIOTH piBeHb J0BipM 3 GOKy MiXHApogHOi mnpodeciliHol cminbHOTH Ta
rapMoHi3ailii i3 3axoHoaascTBoM €C.

OxpiM uporo, Jlepxknixkcayx6a B pamkax [ilouMx TpOUEAyp HAAaE 10
Cekperapiaty PIC/S mopoky ruian# iHCOEKTYyBaHHA BHPOOHMKIB, IO PO3TAlIOBAHi
no3a Tepuropiero Ykpainu. Y pasi incnextyBanns BMpoOOHMKIB, OPraHM SKHX €
aieHamu PIC/S, jine oOmin indopmauieio 3 peryisTOpHHM OpraHoM KpaiHM Ta
3AIMCHICETECA HAMINAOBE CIOCTEPEXEHHs 3 OOKy Kpaimm, BHpoOHMK sAKof
IHCTIEKTYE€THCH.

Huni JlepxnikcnyxGa € unenom PIA PIC/S (Axagemia 3 mATOTOBKH
iHcmexTopiR), Gesnocepennso Gepe akTHBHY y4acTh y (OPMYBaHHI MiAXOMdiB J0
MiATOTOBKM MibkHapoauux iHcnexropis GMP PIC/S, pospo6ui  enekTpoHHO
WwiaT(OPMH I0/]0 HaBUAHHA iHCTIEKTOPIB.

IMigxpecmoemo, mo mera Ta 3aeaaung PIC/S noasralors y BH3HAueHHi
CNiNBHAX miAXoiB Xo mpoueayp incmexTyBanms Ta KiAacudikanil nmopyinens,
npodecifinol niAroToBKH iHCNEKTOPIB.

Busnanna ceprudikaris PIC/S 6e3 nposenenHs meperipkn He € metoo PIC/S.
OxpiM IBOro, BH3HaHHA MiX peryiaaropHuMu opranamu PIC/S Baarani BiacyTHe i He
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IUIAHYETHCA, Y 3B’ 93KY 3 THM, IO KOXKHA KpaiHa 3aTBePIDKYE RJIACHI HOPMATHBHI aKTH
Ta NpoUeAypH, 3rigHO 3 fKkMMH BiaOyBaeThea ceprudikanis BupoOGHHUTBA Ha
BignoBinHicTs BuMoram GMP, peectpallis B kpaiHi nikapcskux 3aco6iB, NOJaNbIIMIA
iMnopT, KOHTPOJIL B 06iry To10.

Saaem 3 Goky mnpercraBHmKiB ¢papManeBTHuHOro OisHecy afo okpemux
eKCHepTiB Moo 3McHmenHs criBnpami [epxurikcnyx6u 3 PIC/S y pasi npuiirarra
TIPOTIOHOBAHOTO NPOEKTY Hakaszy abo HOro HEBIAMOBIAHOCTI MIXKHAPOJHAMM HOPMaM
€ Oe3mincTaBHHMH, TAKHMH, 0 He BiamoBixaloTh AilicHoCTi, Ta Cynepeuars
MDXKHADOOHHM TMiIXOAaM 10 B3aeMOIil MiIX peryjsTopHMMM OpraHaMu Ta
€BpONICHCEKOMY 3aKOHOABCTRY.

3akoHonaBcTBO YKpaihm moxo ofiry nikapcekux 3acobiB, y TOMy HHCHI 3
[IUTaHG BOPOBAMKCHHA HalexHo! BHpOOGHW4O! NpakTHkM 1A (apMaueBTHIHOL
NpOIyKIii, OCTIHHO rApMOHIZYETHCA BIAMOBIAHO A0 BMMOr 3akoHoAascTBa €C Ta
MikHapoaHUX 30008’ 13anb Jepacikcmyxou nepen PIC/S.

ilfooo ewsnannn cepmudpixamisc GMP, ki euoani opzanamu - Wienamu
PIC/S

3a pesysisTaTaMy NPONO3MINiH, sKi HANIMIUTK Bil rPOMAajCEKHUX Opragisalii, Ta
38 [iJCYMKaMM TONOCYBaHHs, fKe BiZbynoch Ha y3rofkKyBanbHili Hapali B
Hepxomixenyx6i 23.09.2019, mpoekToM Haxkaly NeperisHyTO MEpeNik KpaiH, #Aki

= Hapasi BH3HAOTECH YKpaiHowo, ToGTo ceprudixaris GMP, axi Bupani iHmMMHU
cEE== peryJasTOpPHHMH OpraHaMH.

Jiroua npouenypa nepeabayae susHaHEA kpain PIC/S, sKa cporojHi HapaxoBye
52 peryaaTopHi opran# 3 yChoTO CBiTy. MiKHapoaHa opraHizais nocrifizo 36insuye

F— KUTBKICTE YieHIR, TaKAM YMHOM NpocyBatouy Bumorn GMP. Boaroyac, sk 3a3HaueHo
o BUINE B LEOMY JIHCTi, B3a€MHOro BH3HaHHA Mix wienamn PI1C/S me icuye, koxHa
pe— KpaiHa Mae BHYTPilIHi HOPDMATHBHO-TIDABOBI aKTH, Yrof¥ MK KpaiHamy, sxi

perymoloTh BianoBiaui cepu. Hapasi zaseu ma setyn jgo PIC/S mozano TakuMu
kpaiHamu sK PecrryGnika BipMenis, ®eneparusua PecnyGnixa Bpasuiis, Pecrybnixa
Bonrapis. Takok Ha CHOTOJHI BXE PO3NIANAlOTECA Npe-3asBH Ha Betyn jgo PIC/S
Hapoauoi Pecriy6rniku baurmanem, Icnamcekol PecryGmikn ITakucran, Pocificekol
®enepanii, Hopnancskoro Xammumircskoro Koponiectsa, Koponiscrea Cayaiscexa
Apagis.

To6T0, AKII0 HE BHECTH 3MiHHM J0 Ail0¥0i NPOUCAYpPH, TO BCi BHPOOHUKH, IO
posTamioBaHi Ha  Tepuropisx  Pociiicekoi — ®enepauii,  banrmamemry,
Tlaxucrany, Viopaanii Tomo, a60 BupoGHuKy, AKi posTamosaHi B Adpuui, Asii Tomo,
aki 6yxyrs Math ceprudixaty GMP, Buaani pery1sTOpHUMH OpraHaMH TaKuX KpaiH
sk Pociiiceka ®enepania, Baurmanem, ITakweran Ta inmux kpain PIC/S, nosmuHi
BU3HABATHCA YKPaTHOKO Ta NOTPAIUIATH YKPATHCHKHM HallieHTaM.

Ipouenypa susnanua ceprudikaris PIC/S, sxa nie #a ceoroani B YkpaiHi,
CYNEPEUUTh €BPONCHCHKUM HOPMAM TA YHEMOXUIMBIIOE B OJANBLIOMY HiIIMCAHHS
Yronu Mix Vkpaigoo Ta €C moJ0 BM3HAHHA pe3y.bTaTiB NepeBipOK BHAPOOHMLITB
nikapcekux 3aco6iB Ha BianoBianicTs BuMoraM GMP (Vroga ACCA).

Bpaxosyloun Te¢, mo Vxpaina iize masxoM ecspoiuTerpanii, mpo o
unaroaomeno Ipesuaenrom VYkpainu ta Ypsaom, B Z00HPankOBAHOMY NPOEKTI
HAKa3y YiTKO BH3HAYEHO Hepetik kpaid, AKi MaOTh BH3HABATHCA YKPaiHOo 32
CHPOLIEHOI0 HPOHeAYPOI0 (ZOKYMEHTH, IO BH/aHi KOMIETEHTHHME OpraHaMM KpaiH
E€eponetichkoro Ciosy, Benukoi Bpuranii abo kpaif, Aki MalOTh YroAly Npo B3aEMHE
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Bu3HaHHA 3 €C a6o 3 Ykpainolo, 100T0 Bci Kpainu €C, Benuxa Bpwranis, CIIIA,
Ascrpanis, Hosa 3enanzis, Hisetinapis, Anownis, Kanaga, [3pains — secboro 35 xpaiH).

IlJooo suxniouenHa 3 NPOEKMY HAKA3Y GUMOZU WOO0 HAOAHHA iHpopmauii
npo peccmpauiio HKApcvkozo 3acoby s 6yowb-axii 3 kpain €C, Benuxoi Bpumanii abo
kpain-napmuepie €C ma saminu Ha ingopmayilo, aKa HOOAEMbCL HA OEPHCABHY
peecmpayito & Yxpaini «Onuc 6upobRUNOZ0 Npoyecy ma KOHMPpORo Rpouecyy»
(modyns 3}

Ile ne exsisanenTni mopmm Ta JokymeHTH. HasBHicTs peectpaniiiHoro
nocBinyeHHs Gynb-sxoi 3 kpain €C, Benuxoi Bputauii a6o kpaiu-napraepia €C
CBIIYHUTE PO BiJINOBIAATBHICTE YNOBHOBAKEHOTO OPTaHy 3a BIATIOBIHICTE BUMOTaM
GMP BapoGHHMITBa KOHKPETHOTO JHKApPCHKOro 3acoly, NOJabIMX IEPEBIPOK 3 GOKY
oprady xpainm €C, Benuxoi Bpuranii aGo oprawy 3 kpain-mapruepie €C 1goro
BHpOGHHITBA. A y pa3i BiICYTHOCTI peecTpamii Jikapcekoro 3acoly B kpaiui €C,
Bemukoi Bpuranii aGo xpaini-naptaepi €C, BUpoGHUITBO noTpebye iHCIEKTyBaHHS 3
Goky VkpaiHu Ta NOAamblNy BiRMOBIATBHICTS 3a IUIAHOBI MEPEBIPKH LBOIO
BUpoOHNKa 3 60Ky JleputikeayxGu.

Indopmaniss Mopyna 3 peecTpauiliHoro n0Che € IPEAMETOM OIHHKM 3 GOKy
YIIOBHOB@XXEHOr0 OpraHy B YKpaiHi mig 9ac NpoUCAypH peecTpailii JiKapehKux
3acobiB. OxpiM 1poro, ns indopmanis mosuasa GyTd BpaxoBaHa mil uac
iHCceKTyBaHHA BUpoGHULTBEA 3 GoKy Jlepxuikciry:x6u B pasi HaABHOCTI HiACTaB, AKi
nepenbaveHi IPOEKTOM HaKasy.

IIponeaypa Bu3panss cepTU(ikaTis 1g BUPOOHHLTB, MO PO3TALIOBaHi B TPETIX
KpaiHax, OCTaHHI JCKilbKa POKiB HajJala MONUIMBICTH peecIpyBard B YKpaiui
mKapceki 3aco6u HeBimomoro moxomkemms. Tak, opran €C imcmexTye
BUPOOHMUTRO, Hanpuknan, B IHAil ABoX mikapchkux 3acobiB, Aki B MoJambmIOMY
peectpyiotses B €C, Ta BHfae ceptudikar GMP. IlocepeaHunpKa opraqisailis, Tak
3BaHUI «HPENCTABHMK» BHMPOGHUKA, SKWM IUIaHye 3apoOMTH rpomn Ha >KHTTI Ta
370pOB’I YKpaiHCHKMX MallicHTIR LIIAXOM IIPOAaXy B Ykpaidi nperapatis «ciporo
BApOOHENTBAa» 3 [Hxil, mozac B [epxmikcnyxOy 3asBy HA BM3HAHHS BHIAHOIO
opraioM €C ceprudirata GMP. OmnHax B mepenik 10 1msoro ceprudixara GMP
BKJTIOYEHO BXKE HE 1IBa MIKApChKi 3aco0H, mo mijidrany incnexrysasHo 3 6oky €C, a
42, a inopi # Ginbme nikapcpkix 3acoGis. Iudopmanis mozo Toro, 1 BUPOGIMOTECE
ui inmn 40 mikapcekmx 3acofiB, B SKMX yMOBAax BinOyBacTscs BHPOOHHLITBO Ta
KOHTPOb AKOCTI, 9M 3HiHCHIOETBCH TEXHONOriYHMIA mpomec Ha 3aBOfi, MKW
[IOJIAETHCA HA BU3HAHHA B YKpaiHi, BiACyTHS.

Ili mixapceki 3aco6u, fki He GyaM NpeJIMETOM iHCIIEKTYBAHHA SKOXHHM
perynstopauM opraoM €C, Benuxoi Bpuranii 1a He 3apeectpoBasi B XOaHii
kpaini €C, Benukoi Bpuranii a6o kpainax-naptaepax €C (CIIIA, Kanana, Snowis,
Ascrpanis, Hora 3enmanpis, Ilfeeiinapis, I3pains), 3apaskm mirodiif Ha chOrogHi
npoueaypi BU3HAHHA cepTHdikaTiB NOTPAILIMOTP B VYKpaiHy mid JTKyBaHHS
OHKOXBOPHX, XBopHX Ha BIJI/CHIJI, renarury, JiKyBaHHA HEAOHOIIEHHX AiTeH TOMO.

IMpwu 3amarax Jlepxurikeay6m o oprasi kpain €C CTOCOBHO UMX JIKApPChKHX
3acobiB HEBIIOMOrC NOXOPKCHHS HAJacThCH YiTKAa BiJINOBiAB, IMO BOHW HE Oyu
OPCIMCTOM iHCHIEKTyBaHHs, opraHm kpain €C me MmawTs ingopmanii momo
BUPOOHHITBA WHX JiKAPCLKHX 3acofiB Ta He HecyTh BizmoBimanbHicTH 3a Hi
JikapchKi 3acofn.
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Biznosinuo a0 Jdupexrurn 2001/83/€C €pponelicekoro napaamenTy i Pamu €C
Bia 06.11.2001 p. Ta min3akorHux akTiB €C 3 METOK peecTpallil JKapchKOro 3acofy
B xpaiHax €C a6o B kpainax-mapTHepis €C CnoYaTKy X0 YIOBHOBaXEHOTO OpraHy
[OJIAETECA 3a4BA HA PEECTPANiio 3 KOMIUISKTOM JOKYMEHTIB, 5IKi, 30KpeMa, MICTATh
indpopmaniro  moz0  CKMAMy  AfIOUMX TAa  JONOMDKHHX  IHTPENi€HTIB,
NaKyBaHHA/MapKyBaHHA, TEXHOIOTTTHOT CXeMHU BHPOGHUITBEA, HEPEIKY 06naHAHHS,
JaHMX o0 kBanigikaiii crucreM Ta o6NaaHAHHS, BaTiAanii MPONECB, JaHUX IIOH0
METOIB KOHTPOJIIO AKOCTi JiKapchkoro 3acofy, yHOBHOBaXeHOT 0cobu, indopmarii
mono MalGyTHix immopTepis Jikapcekoro 3acofy Tomwo. Ilix uyac npouemypu
peectpauii JIikapchkoro 3aco0y, BUPOGHHIITBO SKOrO PO3TANIOBAHO MO32 TEPHTOPICIO
kpain  €C, Beamkoi Bpuramii Ta Kpaig-napraepis €C, 3ailicHIoEThCA
IHCIeKTyBaHH BMPOOHMLTBA Ha BiINOBIIHICTh BHMOTaM HalEXHOI BHpOGHWYOY
NPAaKTHKH. [HCIICKTYBaHHA 3IIHCHIOETbCS BiANOBIIHO 10 BAMOT 36ipHMKA MpoLeayp
CuiBroBapucTBa 3 nuTaHk iHCHEKUi Ta o6Midy indopmamicio (EMA/572454/2014,
17 penaxuis).

Illooo sumoz cmocoeHo nepesipku eupobHu40r niowiadKku Ha eidnosionicms
eumozam GMP 6e3 nepesipxu eupoGHuUmMEa Mma KOHMPONIo AKOCMI KOHKPENHozo
RIKapcoKozo 3acoby, CIIijl 3a3Ha9NTH, MO HAeXHA BUpoOHKYa npaktuka (GMP) — ue
YaCTHHA YOPABIHHA AKICTIO, KA FapaHTy€, HI0 HPOAYKII MOCTIAHO BHPOGISIOTE i
KOHTPOJIOKOTE 3a CTAHAApPTaMK AKOCTI, AKi BIAMNOBIZAIOTE il MPU3HAYEHHIO, & TAKOXK
BiIMOBIIHO J0 BUMOT peecTPauifiHOro A0che, H0CKE AOCTIMKYBAHOTO JiKapCHKOro
3acoby g Knidiunux BUNPoOyBaHs abo crielpdikalii Ha Mo npoayKuiro. To6To npu
nepeBipkax BHpPOOHMUTB Ha BigmoBigdicTs Bumoram GMP mcpeipseTsesa He
HAABHIiCTh CTiH, CTeNi, MiIoTH, O0NagHAHHS AK TaKOrO, a IIepeBipAEThCA, 30KpeMa,
BUPOOHHMITBO T2 METOAM KOHTPOMIO AKOCTI KOHKDETHOTO HiKapchKoro 3acoby Ha
BIAIOBIIHICTE 10 BUMOT PEECTPAIMHOTO AOCKE, AKUM MOJAHMI Ha peecTpalilo a6o
3apEECTPOBAHUM.

B Vkpaini Hacranosa CT-H MO3Y 42-4.0:2016 «Jlikapcrki 3acoGu. HanexHa
BUpOGHHYA TIPAKTHKa» BimoBigae nokymenty «The Rules Governing Medicinal
Products in the European Union. Volume 4. EU Guidelines to Good Manufacturing
Practice Medicinal Products for Human and Veterinary Use» («IIpaBuna, mo
perymoroTh Jikapceki 3acobu B E€pponeiicekomy Corosi. Tom 4. €spomeiicski
NpaBmia 3 HANCKHOI BUPOOHHYOI NMpaKTUKH JHKAPCHK¥X 3aCO0IB JUIf JIOJWMHU Ta
3aCTOCYBaHHA y BeTepuHapiin). Hacramosa CT-H MO3YVY 42-4.0:2016 «Jlixapceki
sacobu. Hanexna BHpOOHMYA NpAKTHKa» 3HAXOMUTHCA Y BIIKPUTOMY JOCTYT,
30KpeMa TaKoX Ha odinilinomy BeGeaiiti Jepxmkenyx6u, e MOXKHA 03HAMOMHUTHCS
3 [epeniKoM BCiX NUTaHb, IO MEPEBIpSIOTHCA IMij{ Ya¢ BCTAHOBJIEHHS BiINOBiAHOCTI
YMOB BHPOOHMIITBA JTiKapChKOro 3acofy Bumoram GMP.

Bpaxosyrouu Bume3asHadcHe, JiKapchkuil 3aci, sxuii BHpoOaeHHH mo3a
TepuTopicro kpainu €C, Bemuxoi bpuranii abo kpain-napraepis €C (CILA, Kanana,
Slmowis, Asctpanis, Hosa 3enangis, lseiinapis, Ispains), mix 9ac B peectpaiii B
Yxpaini B paMkax NpoUEAYpH MiATREPIDKEHHA BiATIOBIAHOCTI YMOB BHpOGHMIITBA
BuMoraM GMP nopuHeH IepeBipsitucs abo peryiasTopHuM opraHoM Yxpainu, abo
HAaTH KONil0 peecTPamifiHOIrO NMOCBiXYeHHS, BUAAHOIO KOMIICTCHTHMM OpPTaHOM
kpaisu €C, Benukxoi Bpuranii a6o kpain-naptaepis €C (CIIA, Kanana, Snownis,
Ascrpairis, Hosa 3enanpis, 1Igeiinapid, [3pains) (Bcsoro 35 xpais), 10 CBIIYHTH PO
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BIAMOBI{HICTh BUPOOHULITBA IIHOTO JIIKAPCHKOTo 3aco0y BuMoram GMP Ta mozansnry
BIANOBIZAIBHICTE OpFaHy 3a e JKapChKuX 3aco0iB.

Hjooo 3menwennn mepminy 0if cepmugpiama GMP, sujpaHOrO
JepxnikcnyxGoi0, Ta TPHNYHNIEHHd, 3a3HAYEHOr0 y BamoMy 3amuri, mOJO0
KOPYNUiiHAX PU3MKIB i Yac BU3HAYEHHN TepMiny aii ceprudikara GMP. [loparok
15 npoexry Haka3zy Dij 9ac INEpmIOrO TPOMaACHKOro o0roBopeHHs nepenbadas
CKOpOYCHHA TepmiHy Ail ceprupikata GMP. 3a pesyapraTramyt HPONO3HMIGH, sKi
HajifImTH BiJ IPOMAJCHKHMX OpraHi3alliif Ta 3a pe3yNsTaTaMH TOJIOCYBaHHS, AKE
BiAOya0och Ha y3rojpkyBanbHiM Hapani B Hdepxorikcayx6i 23.09.2019, momarok 15
HDOBHICTIO J0ONpPAaNLOBAHO TA NMPHBeICHO Y BianoBignicTs Ko 36ipkn nmpouenyp
€pponeiicokore CoiBToBaprcTBa 3 MHTaHL iHcnexuil Ta oOminy indopmanicio
(EMA/S572454/2014, Rev 17). Hapasi nomatkom 15 nepenbaueHa METOIONOTIA
NPOBEJICHHY ONJHKH DPH3HKIB INOAO pO3PaxyHKy CTPOKY HACTYIHOI iHCHCKHil
BHPOOHUITBA nixapcm(oro 3acofy Ha BiAmoBigHicts BuMoramM GMP: po3paxyHok
3MiHCHIOETBCA HAa OCHOBI aHATI3y BHyTplI.lIHBOI‘O PH3HKY, [TOB'A3aHOTO 3 BHPOOHUAUOIO
OUTbHALICIO, CKIafHICTIO BHPOOHWYO! [iMbHHNN, ii mpomeciB i mnpomykuii Ta
KPHUTHYHOCTI JIIKapChKMX 3aco6iB, MO BHPOOIMOTHCHA, KiacHpiKalli€lo BHSBICHHUX
NOpYMEHb.

Bpaxosylouy, mo nogatok 15 Biamopigae eBpone#chKiii mponeaypi B HOBHOMY
o0cs3i, MpUNyIMEHRS MO0 KOPYMIIMHMX PHU3HKIB TpH il BUKOHAHHI BUKIIMKAIOTH
3aCTEPEXKEHHA MO0 HasiBHOCTI KOPYMLIHHOI CKIanoBol B caMil mpoueaypi 36ipiu
npouexyp €sponeiicexoro CmiBToBapuCcTBA 3 NMTaHP iHCHeKuii Ta o6MiHy
indopmariero (EMA/572454/2014, Rev 17), sixa 3ateepipkena B €C.

BpaxxaeMo Taki npunymeHHa OC3MiZICTAaBHHMM Ta TaKWMH, AKi HABMHCHO
raibMylOTh €BpomelicbKy iHTerpamilc Hamoi KpaiHM Ta rapMOHI3ALiO
YKpaiHCBKOIO 3aKOHOJAABCTBA 10 3akoHojarcTRa €C. JlesKkuM TpolrapkaM HaIIoro
CycHiNbCTBa, AKi 3aMMAIOTHCA HEUECHHM (apMaleBTHIHAM Oi3HECOM, IPHXOBYHOTU
TOXO/KCHHA JIKAapChKUX 3acobiB, Ha/UIMIUKOBI NpHOYTKH, Hapasi BHTIZHO
BUKDHBJIATH [ifiCHE, KOPHMCTYIOWMCh C/IOBaMH «KOPYINis» Jiuf Toro, o6
YHEMOXKIMBUTH  BUDPOBAIXEHHA  €BponedChKMX TIpOLEAYp Y  peryjioBaHHi
(apManeBTHIHOTO CEKTOpY raay3i OXOPOHM 3[0pOB’4, BIPOBA/DKCHHA AKAX HANac
Opo30picTe  AK PEryisTOPHHM oOpraHaM, TaK i MpeJCTaBHHKAaM BiJKPHTOIO
dapmaneBTHuHOrO GizHECy.

IJodo akocmi aikapcokux 3acobie, Axi eupobaeni na indiiicokux 3a600ax

HopMu mpoekTy Hakasy He 3MEHINYIOTh MOXJIMBOCTI HAIXOKEHHS JIKapChKuX
3acobiB, BupoOnenux B Inpii, Banrnaneur, ITaxacrani uu Gyae-sKid iHmil xpaixi, B
Ykpainy. Bianopimnicts BupoOHuTBa BuMoram GMP Moxe Gy T miareepmxesa abo
Mg 9ac iHCOEKTYBaHH#A, ab0 IUISXOM HAJAHHA KOMILIEKTY JOKYMEHTIB, sKuii
CBITYMTH OPO BiANOBIAHICTH 1HOrO BUpOOHULTBA BUuMoram GMP.

Oxpemo migkpecmoemo, moe BuMord GMP — e KOMIUTIEKC 3aX0MdiB, 4 KOHTPOIb
AKOCTI — e OaWH 3 Horo enementiB. Ha mpuxnani xpain €C aGo CIIIA: micna
OTPHMAaHHA  DIATBCP/UKCHHA BINIOBIAHOCTI BN IHCOCKWIMHOTO oOpragy npo
BiAITOBigHICTs BUpOOHHUITBa BUMoraM GMP 3IiCHIOETBC peecTpalis JIKapChKoro
3aco0y B KpaiHi, a B mojanbioMy BigmoBigHo mo Bumor GMP 3pilicHioeTses
KOHTPOJL AKOCTi NpHM BBE3EHI KOXHOI cepii Jikapcekoro 3acofy Ta ceprudikanis
YHOBHOB&XKEHOI0 ocoboio iMmoprepa. B pasi immopry GionoriyHMX NiKapChKHX
3acobiB, y TOMY 9HCH, fAKi 3aKyMOBYIOThCH 3a JEPKABHUMH NpOrpaMaMy uy
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MDKHApOJHMMH  (OHIAMH, KOHIPOIb SKOCTI 3HIACHIOETBCE  JEPIKABHUMH
YIOBHOBOKEHUMH NabopaTopisiMu.

Bojpdouac, BiAMOBIZHO RO BHMOr MiIXHAPOAHOIO CTAHAAPTY HAJEXHOL
BUPOGHAYOT MPAKTUKY KiHIEBHI KOHTPONb AKOCTI Ta CEpTAPIKALIN YIOBHOBAXEHOI
0co000 HE 3aMiHIOE TpONEeAYPH NiATBEP/DKCHHA BiANOBIZHOCTI BUPOGHMLTBA
suMoram GMP 3 Goky iHcHekuifiHOTO oprauy.

Ilooo obmescenns oonycky Hna apmayeemuynuii punox Yxpainu
indiiicoxux eupobuuxie ma eupobruxie, axi maiwms noxoddcents 3 €C

IIpoexToM Hakasy He nepeaGadeHO BA3HAYEHHA Oap’ €piB IS BHINE3a3HAYCHHAX
BUpoOHUKiB. Bimmopinuictes BupoOHMITBa BuMoraM GMP mis jikapcbxux 3acoGiB,
fKi TIOCTA4YalOTECA  [allieHTaM  YKpalHW, noBuHHa OyTH  NiXTBEpP/KEHA
HepanikenyxGoio abo Gyap-SKuM pEryisTOpHEM OpraHoM 35 kpaif cBiTy (Kpaimm
€C, Bemxol bpuranii abo kpain-napraepis €C (CIIA, Kanaga, flnouis, Ascrpanis,
Hosa 3enanpis, Iliseiinapis, Ispains), Ha pHHKY HE TOBHHHO OYyTH <«TiKiB»
HEBCTaHOB/IEHOTO NOXO/DKEHHS. Y KpaiHa — €Bponeiicbka KpaiHa, SKa nmopaxac 1a abae
PO CBOIX TPOMALIAH.

SIxino JikapcepKui 3aci6 Bxe MpoiinoB BCi MponeypH ZOMYCKY Ha PHHOK Xo4a 6
onniel kpainm-wiesa €C, abo Bemkoi Bpurawnii, abo kpain-mapraepis €C (CLLA,
Kanapna, Anonis, Ascrpanis, Hoea 3enanais, 1lIsetinapis, [3pains), BiH noBuHeH Gy TH
Ha PUHKY YKpaiH{, HUM TOBHHHI JIiKyBaTHCA Halli MAI[i€HTH, a IPOICAYPH JIOMyCKY
Ha PHMHOK VYKpaiHH MaioTh OyTH MaKCHMANbHO CHpomeHi, mmo ¥ nepeabaueHo
IIPOEKTOM HaKa3zy.

Iljooo cnpowenna ompumanna cepmugpixama GMP esimuusnanumu
sUpobruKamMu

ix wac mixrotoBky Ykpainu 10 Beryny B PIC/S Gyiro 3po6iieHo HA3KY 3aXOAiB:
BrIpoBa/LkeHo BuMord GMP B Vxpaini sk 0608 43K0B1 A1 BITYUM3HAHEX BHPOOHMKIB
JiKapchKHMX 3aco0iB Ta 3aKOPIOHHMX, CTBOPEHO HaliOHANGHWH iHcmekropar GMP.
OG60B’43KOBOK BUMOTOIO IiJ Yac BCTYMy OyJia HEOOXiJHICTH MPOBEACHHS IEPERIPOK
yCix BiTuM3HAHMX BUpoGHuxiB. 3 2009 no 2011 poxu 3a pesyisTaramu NEPEBipoOK
6yno axmynnoraHo miueHsii 20% BITYM3HAHMX BHUPOOHWKIB, MarTepialbHO-TEXHIYHA
6aza AKkMxX He BinnoBigata BuMoraM. Hapasi iHcliexTyBaHHS Ha BiJTIOBIAHICTB
BupobuunTBea BuMoram GMP BinGyBaeThes 3TiHO 3 3araTbHAMH IIPOLICAYPAMH SIK
JUIA 3aKOPJOHHHX, TaK i BITYM3HAHMX BHPOOGHUKIB BianoBiaHO 10 mirogoro Iopaaky
NPOBEACHHA MIATBEPKEHHA BiANOBinHOCTI yMOB BUpoOHUIITBA MiKAPCHKUX 3ac06iB
BHMOTaM HAICKHO! BEUPOOHMIO] MpaKTHKH, 3aTBeppkeHoro HakazoM MO3 Vkpainn
Bix 27.12.2012 Ne 1130 (3i 3minamu) (ani — Hopsnok).

HAirounm Iopsaxom nepenbageno Bunaya ceprudikara GMP 3a pesynsratamMu
IIaHoBoi JileH3iiHol mepeBipku y pasi BIACYTHOCTI KDHTHYHHMX TIOPYHICHb B aKTi
nepesipok. Bommogac, 3 MeTe10 exBiBaIeHTHHX BEMOT IIOJ0 BHAAYi cepTHdikaTa
GMP BiTUM3HAHHM Ta 3aKOPAOHHHM BHpPOOHHKAM NPOEKTOM Hakasy nepenbadeHo
HOpMy mopo Bujaui ceprudixata GMP 3a pesyibrataMu TIAHOBOI TEPEBIPKH
JUIEH3IMHUX YMOB BITYM3HNHMM BHpPOOHMKaM numie B pasi BiACYTHOCTI B aKTi
NepeBipoOK HIECTH CYTTEBUX IIOPYICHD Ta/a00 KpHTHIHOTO NopyiieHHa. Bpaxosyroun
3a3Ha4eHe, MOHOIIONi3allid UM KapTellbHa 3MOBa YHEMOJMKIABIICHA.

Illooo 3asnauenol ingpopmayii npo 3ynunenna oocmyny 00 imnopmrux
nikapcoKux 3acobie
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BUCHOBKM IIOAC MiATBEPIKCHHA BiANOBiAHOCTI YMOB BHPOOHHIITBA BUMOTaM
GMP ans BupoGHUUTE 3 «TpeTiX Kpaiw» pHpmani JlepxnikcayxOoio Ha 2-3 poku B
3alIKHOCTI Bl TepMiHy ceprudikata GMP, mo BusHaBaBcs. 3asBU Ha HaCTYITHY
NpoueAypy BusHaHHA a00  iHCnekTyBaHHi BiaTak OyXyTe  HOJAaBaTHCH
NpeICTaBHUKAMH gepe3 1,5-2,5 pokH, B 3aJIeXHOCTI Bill TEPMiHY Ail IONEPEIHBOIO
BHUCHOBKY. To6T0 B mnaHoBoMy nopsanxy. B 3B’s3ky i3 3a3Ha4YCHHM PH3HKH INOAO
3yNHHEHHS iMNOpTY JikapchbKHX 32¢06iB BigcyTHI

JIONATKOBO HAroJONIyEMO, INO HOPMa MIOAO0 HajaHHA N0 JlepxumikcayxOu miJ
yac MpONeAYPM MiATBEPKEHHS BiANOBITHOCTI YMOB BHpPOOHMIITBA BHMOTaM
HaJieXHO! BUpOGHMYO! NMPaKTHKM NUIIXOM BM3HAHHA cepTHdikatis GMP komiit
peecTpalifuX NocBigYeHs, BUAAGHMX KOMIIETEHTHHM opraHoM Kpainu €C, Benukoi
bpuranii a6o kpain-naptaepis €C (CIIA, Kanana, fAnonis, Ascrpanis, Hosa
3enanpin, Illeeiiuapis, Ispains), nepenbadena auumie ans BHPOOHMKIB, AKi
PO3TALIOBAHI 1032 TEpUTOpicro kpalHu — wieHa €C, Benukoi bpuranii abo kpaiHy,
AKa Mac yroay mpo B3aeMHe Bu3HaHHA 3 €C abo Yxpainowo. To6To us Hopma He
nepenbauena M €BponeHCbKUX BUPOOHHKIB.

Hapasi pnoompanpoBaHmii OpOEKT Hakasy MiHicTepcTBa OXOpPOHM 3/I0pOB'A
Vxpainu «IIpo Buecenns 3min jo Ilopsaky mnpoBedeHHS NATBEPIKCHHA
BIAMOBiIHOCTI yMOB RHpPOCHHMITBA JIKapchKHX 3aco0iB  BUMOraM  HAJICKHOT
BUPOGHMYO! NpaKTHKM» BTPETE OMPHWIOAHEHO Ha odiuidiromy Bebcaitri MO3
Vxpaina B po3aini «JlokyMeHTH», 2 TaKOX HANpaBICHO Ha MOTOUKECHHA A0 iHOINX
HEHTpabHUX OpPraHiB BUKOHABYOI BIIaJH.

MinicTepcTBO OXOpOHH 370poB's Yxpainw # JlepxaHa cimyx6a Ykpainu 3
TMKapCEKHX 3ac06iB Ta KOHTPOIIO 32 HAPKOTHKAMK MEPHIOYEPIOBO CTOSTH HA 3acajiax
3aXMCTY 3J0POB’S T4 JKMTTSA HaceleHHA YKpaiuu, Ta YCINAKO CHOPHAIOTE TOMY, mMOG
3po6uTH fTiKH Ge3neTHNMH, AKICHUMY, JOCTYIHUMM Ta edeKTHBHMMH. BukoHaHHA 1
KOHTpPO/b 33 JOTPHMAHHAM CTAHAAPTIB, TPAaBHI i HOPM BIAMOBIJHO O NPMHLHILEB
ycix HajexHux npakTak y cdepi obiry nikapchkux 3acoGiB crac 000B’A3KOBHM
npaswioM E€sponeticskoro Coroy, 3 skuM Ykpainowo Oyno miamucaHo Yrogy Ipo
acoriargro.

3 poBaroio

Iepmmnii 3acTynnax Minicrpa
OXOpPOHH 3A0pPOB'A Y Kpainu Anppiii CEMHUBOJIOC

Paoxesus I 200 06 68




MIHICTEPCTBO OXOPOHH 3[JOPOB’Sl YKPAIHH

(MO3 Ykpaiun)

sya. M. Ipymescbkoro, 7, M. Kuis, 01601, ten. (044) 253-61-94, E~mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, koa €IPIIOY 00012925

Bin , N Ha Ne_11/10-1277 min 17.01.2020
Ha Ne_11/10-1359 sin 17.01.2020

TI'onosi Bepxosuoi Paau Ykpainu

Pazymxony J1.0.

Ilanosnuii Imurpe Onexkcanaposuuy!

MiHicTepcTBO OXOpOHHM 370poB's YKpaiHd ompaipoBalo Bami gopydeHHs, mo
Haniioun muctamu Big 17.01.2020 Ne 11/10-1277, Big 17.01.2020 Ne 11/10-1359,
IIOAO PO3IAQy 3aluTiB HapoaHoro aemytata Ykpaind Kysuupkoro O.0. Bin
19.12.2019 Ne II-333 Tta Big 14.01.2020 Neo [I-408 mono mnpoeKTy Hakasy
MO3 Vkpainn «IIpo BHeceHHs 3MiH ao [lopAnky npoBeleHHS MiATBEPMKECHHS
BIIIOBITHOCTI yMOB BMpPOOHMITBA JiKapchkuX 3aco6iB  BHMOraM HaleXHOL
BUpOOHHYOI NpaKkTHKW» (Aali — NPOEKT HaKa3y), OTONIOIIEHMX Ha 3aciaHHi
Bepxosuoi Pagu Ykpaiau 17.01.2020 (mani — 3anuTu).

3a pesyJbTaTaMH pO3MISAAY 3alHTiB  HApOOHOMY JEIyTaToBi YKpaiHu
Kynuupkomy O.0. MiHicTepcTBO 0XOPOHM 310poB's YKpaiHH Hajalo BiANoBilb IO
CYTi OKPEMHM JIACTOM Y BCTAHOBJICHUH 3aKOHO/IABCTBOM TEPMiH.

3 noBarow

INepmuii 3actynank MinicTpa
OXOpOHH 310POB's YKpainu Anapiit CEMUBOJIOC

Padxesun I'. 200 06 68

R HiHCTEpCTEO 0XOPOHN S0POB'R YKpainK
24-0172775/2-20 Bjy, 30.012020 N &
. CemiBonoc Axapi Bonoarmnpoasy MiHiCTepCTBO 0XODOHH 3R0P0S'R YKpakA

24-01/2775/2-20 sig 30.01.2020
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