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MIHICTEPCTBO OXOPOHII 3AOPOB',.fl vKPAinU
(MO3 Yrcpaihu)

nya. M. fpyrueacxoro, 7, rrr. KEis, 01601, rel. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, roa CAPIIOy 00012925

Ha N l1l10-1276 srt 17.01.2020

fo.nosi Bepxonnoi PaAu Yxpaiuu

PA3yMKOBy A. O.

IrraHssHrfi flnrurpe Orerccanaponuuy!

MiHicrepcrno oxopoHl,I 3AopoB', VrpaiHIa Ha BI,IKoHaHH.fl AopyqeHHfl
Ilpeu'ep-rrainicrpa YrpaiHra foHuapyra O. B. sia 31.01.2020 Ns 2523llll-20
orparlroBarro AeryrarcbKr,ril 3arr,rr HapoAHoro Aenyrara YrpaiHu
Kynuqrroro O. O. sia 19J2.2019 }lb II-333, ororoureunfi Ha 3aciAaHHi

BepxoeHoi Paan YrpaiHIa 17 ci.rH.fl 2020 poKy, IrIoAo rpoeKTy HaKa3y

MO3 Vrpainu <flpo BHeceHH, srr,riH 4o flopx4ry rrpoBeAeHHr niAraepAxeHH.fl

siAuosiAHocri yMoB nnpo6Huqrna rirapcrxnx gaco6is Br,IMoraM sanexHoi
Br4po6Hr,rqoi npaxtnKla> Ta noni4onarxe.

MiHicrepcrBoM oxopoHr,r s4opon'a Yrpainu 6ynu o[parlboBani aHarori.IHi

4enyrarcrxi 3arrlrrrl HapoAHoro Aerryrara Yxpainu Kynraqrroro O. O., qo
na4ifturnrl Baururrau rrr,rcraMl4 ria 17.01 .2020 NsNs l lll0-1277 m 11/10-1359. 3a
pe3yJrbraraMr,r po3rntAy Bac i Hapo4Horo Aeryrara Vrpainn 6yno
noiHQoprraoBaHo ro cyri ropyrueHr,rx rr4raub Jrr4craMl{ MO3 YrpaiHn sia
30.01 .2020 Ns 24-011277512-20 ra siA 30.01 .2020 Ng 24-041247412-20 siAuosiAHo
(ronii AoAarorrc.s).

,{o4aror: na 9 apr.
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*uritcrspcTBo oxoporrr[ BAopoB's vtcpAlifiu
(M03 Ynpalnu)

ayn, M. Ipyrueacrxom, T, il. Knlb,0160l, ren (044) 253-51-94, E-mail: mo@moe.gov.ua"
web:http:/lwww-moz-gsv.u*! xoa €APIIOV 00012925

Bia . Xq Ha J{b.-IIJ33 rir 19. 12.201 9
[Ia J{! ll-+08 si.q I4"01 2020

Haponnonay,qe[yrsroBi Yqnlnu

Kyunquco*ry O.O.

Illanonxnft O.rexcaxrpe O.reroaury!

lvfinimepcmo oxopourr agoporor Yryairm (xa.ri MO3 Yrpai'rs) $&

Bsrogarrrrr ,qopyq€xr lonoan Bepxonno[ Pa*r Yrcpaihrr fiurarya Paryrrrxbna ria
17.01.2020 JtM l/10-1277, sir,17.01.2020 ]f! 1l/10-1359 posrnrryno Barui 3arurnt
six 19.12.2019 Ns II-333 m ni,q 14.01.2020 .ils II-4t)8 uro,{o flpo€xry Haxa3y

MO3 Vrpai'nx <<IIpo srreceurr silriu ,uo IIop*gKy rrpone,qemrr ni.qreepI0melfiu
aignoxiaxocri yMoB aupo6rur{rre .uixapcrxrnc sacoSin BrrMorau narexuroi
nqpoSrur.loi rparn{xrD} (xa* - rpoerr rarary) ra nosiAoMflre.

Ilpoerr Hsr€:iy 6yao porpofrero ra o[prdJrroturexo .qJlf, lpoua,{cbKoro
o6roropenxr ra orfiqifinux aeEeafrrax MO3 Yrcpalm {moz@moz.gov.ua) ra
,fiepxanroi c.rryx6u Yrpai'un a drapcarux sacodin ra KorqpoJrro sa HapKorIrKaMH
(sari - flepxnixoryx6a) (dls@dls.gov.uaj ao 13.09"2019- nk .rac rpouancbxoro
o6ronopenxr 3arralroiil 6yro cnpuuauo flo3lrrrary rimpmery rryoexry naxary, rrufi
porpo6neHo B llsroro rapuoxieaqfi raronofiancTB& Vrpalnn r ergmnefrcLxlru-
Bogno.rac, xqgifiunn upouosnqiT ra 3aynarfiexrnr aig rpouq4crruar opraxisauiE

3a pwyrbraraMu posrmry nponosrudfi ra 3ayBa:(eub 23.09.2019 B

fleprcrircnyx6i 6]'ro rryoBelerro y3ro"qncyrarrbrry Hapqry 3 IIpeAo?aB[It{KaMr,I

MO3 Yxpairn, .{epxniroryx6u ra $axonoro $apr'rauermrtxoto cniaruotoro. Ha
rrapaAr MO3 Yryai'rn ra {epacxircryxdoro 6yno rpegcrasreno rooqparrroasxuf,
rryoerr Haxary, s ypaJ.yBaslrrM npouoouqifi i raynaxcem, qo xaAifirulll Ao MO3
Yxpainx ra,{epxrirc.ryx6r. Ha napa,4i Bucryusrx aci npraclrrni, troxcra cyrr€Ea
nponosra$x 6TaBn r&cf, rra roJrocyBaxrlt"

3oxpeir,ra Ha y3ro4lqrsa.rlbrdE lIapa& 6yr}I rpucyrni ft lrpcEcrnBEErctr
Acoxiaqff inqificmnx $epmaqenraqrtrx r,upofnrxir. Einrmicrs 3ayualtreflE re
nponornuif/, xri rsxaa1eni y Barruu .Eerryrarcbn!{x sarlurarq 6yru rryegcrasneHi
npersmsfflrxaun Acoqiaqii iraificlrror i[ryuaueBTlmurx anpo6ruxiB rr ger*Jrbno
porurnnyri.

3a peey.lirmraur{ Ha.qaEr{x nponosgrlifi ra ea5rnaxenb. Ta sa nixcyuxau[ sapalu
23.09.2019 npoerT Harasy Syro .qoor$ar&oaauo ra rrosropso orpr.rJlloAreno 3

Meroro rpouaJlcBrom o6roooperxr lta oatiti MO3 YKpaiEH (moz.gov.ua).

r*in#g&+mry*m#nffiflffiii ria rporrmncmocri nprdraanncr xo a2.12.2019 ao MO3
zl.+uzn&.w lfr30.01.4:0
Ce),*rso* oc,r'nrpffi Bonqfl,Huu Foas, 2+04r#1ffffi rydi:;fiff
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Vrpaixr 3a a4pecolo: M. KriB, 01601, Byn. fpyuercrroro 7, e-mail:
moz.(@moz,gov.ua, propositions.pharma.modrlgmail.com; 4o ,flepxnircrryx6lt sa
qApecoto: M. Kui's, 03115, rpocn fleperraom, 120-A, e-mail: dls@dls.gov.u4
Takhtaulova_N0@dls.gov.ua. /

Aeramsr{ rnit sa niacyurarrmr rpoua1cBroro o6rooopemu qpo€KTy Harmry
Minic"repcraa oxopoxr{ 3AoIroB', Yrpai'ru dlpo BHeceHrrt suis Ao flopr,ury
qpoBs,[ennn ui,qrBepprenru ai.unoaiauocti yuor rnpo6rrumBa.nixapcrrcur sEco6is
nl[MoraM xanexnoi nrpo6rruoi uparrrxr]> poruiuexo na oQfuifi'Hor'ry se6caff
MO3 Yryai'tttt y porafuri <Koncy.rrradi' s rpol'{4gcrxicro>.

IIIodo arfiptotuutx npoaawqiil ma npunyrynb, cutqadenax y Bauux
30narfiox

B yKpaftd crBopera eaponeficxa crcreMa KoirrpoJuo o6iry nirapcrwx
saco6iB, er[erumnictr Ta si.qnoaiAHicrb rmoi HeoArropa3oBo ni,utaeptxcexa
rrtixnapo4roro i[apuaqerrrrruoro cninrnororo, a calue eKcrrepraMu BOO3,
erponcficmoro flupemopary g m<octi niraporrnx saEo6is, uixnapoaHoi Cncreuu
cnispo6imxuma rlaprtraueBf,rqHux incsexqifi (PIC/S), ,KO o6'ennye rEai'nu r
xopcrxolo p€rynmopnoro nonirrrolo y crlepi rorrpo.luo o6iry .uirapcrruor raco6is.

Yryaiha o oco6i,{epxnirciryx6u,lD3oM 3 perynqprtrM qpraxou FDA CIIIA y
201I po{i 6yna npruirrra xo rrrixnapo&roi oprauieaqii Cnc"reun cuirpo6fucurraa
Saprr,rauemuxmu ircneru{ifi (PIC/S), ulo sarBepg)re$o rocranoBoro Ka6ixery
MLdcrpio Yrpaurn si.q 13.09.2002 .Il! 1371 <dlpo nop{Eox y'racd qeHrpaJrEnr{r.

opranir surconauqoi Bna4u y girruxocri uixxapornux opranisauifi, qteuou flKro( €
Vrpatmr>.

CrlcteMa rrogri .{epxnircnyrc6z, rporp.qrps excrepru3 Aorcyueurio ra
incuerrynarurr nupo6nurun rirapcrruur saco6ir, rounereunricrr ixcnerropin GMP
seoAuopasouo riepesipxrmcb rpyrroxl uixgapo.uruur excneprir PIC/S, 3o{peMa fi ni.q
vac peceptn$irauilfiepruircryx6u y 2018 poui.

3assaqeni n rpoerri Haxasy rponorrqfr He 3rrrDr(yrorE Morrmrsocri
BlrxoPrrcraHxf, Bcboro uoreruriary Yxpaimr n PIC/S, E6 3HuxyrorL o6i*ranocd
.{epxttitccltyx6r B rmrauuf,x sanexnoi anpo6uuuoi nparrrrrx& a Harraror
niaeuuqruotr pinear gooipr r 6oxy uixnapomroi nporlecifiHo'J cuinrnm$ ta
rapuorisaqii is garoHoAaBcrron €C.

Oryitta {boso, ,{epxaixcayx6a B paurax .qfuoqlx npoqe/ryp sa[ae .qo
C;expecryiary PIC/S qopory ruraHfi incnerryuannx nr,rpo6rurir, rqo pormurorani
rrola Tspltropieio Yxpaihr, Y paai incnexrynannx nrpo6xrrin, opranR rKtrx €
lulenaun PIC/S, tae o6uin in$opuauiero B peryrrropur{M opranoru rpailru m
ggiftcnroeracx Harn{,qone cnocrepexexnf, s 6ory xpaiHn, rupo6rfiuc xxoi
ixcuexryercx.

Hnai Aepruixcryxda € qreHoM PIA PIC/S (AxcAeuir s riArorosm
incnemopie), 6esnocepe.{mo 6epe arcrr,tBrry yqacrr y {op}rynanni ni,qcoqis ao
nilroroaxr rrli:rcrapo*ux incnerropir GMP PICIS, poapo6ur etercrpomrol
rurar$opun uloEo HaBqaHrrfl incnemopis.

fligxpecnroeMo, qo meTo ra raqlaflEx PIC/S tr(urrrerorb y Br3nr.reflHi
cniurxrx nkxoaiu Ao npoqogyp incnerrryBtn ra rcnacx{irastr rropyureuL,
npoQecif,nol ninrororrcr incncxropin.

BrgraHH, ceptu$ixrris PICIS 6es npoaegemrr nepeaipxr He e Meroro PIC/S.
Orpiu ubono, Brrsx&rru uix perynrropHflMn opnanaun PIC/S asarani aigcyrne i ne
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rrJraHye:&cr, y 3B't3r(y 3 THM, III0 KoxEa KpaIHa setBep$Kye ErracHi HopMarlrBrri 8KTH

Ta upoqeryprl, srigro 3 flNr{n{}r BiA6ysa€f,Bcc cepru$irauie anpn6unqrna rra
riggoriA$ioryB B[rMonaM GMP, peecrpauix n rpaiki airapcrrm saco6ia noaamurufi
iuuopr" rtolmpoJlb n o6iry rorqo.

3assr{ s 6orcy rpe&cmnxnrin {apmauenurrrom 6irnecy a$o o(peula(
excnepria Eoro 3MeHrrreHH, cninqpaui flepxriruryx6u r PIC/S y pasi npnfinxrra
nponolroBarroro rtpoffry Baxa3y a6o ftoro nesiArosi,quocri nixarapo.&HfiM*r Hopuau
e 6ernigcrarnililB, mrcEruf,, qo nc ri,qnorixeroTb ,qif,cnocri, ts cynepeqam
uixuapoxruru ni,qxonau tro naafluolii rrrix peryrrf,TCIpHuuld oprauauu r,a.

esponefi crrouy 3ar(orrogaucrBy.
3axoxoxarcrno Yrcpafrnr rqoEo o6iry nirapcLrrD( laco6ir, y ror.{y 'nrc.ni s

IITITaHs Bnporagl$euull na,no:raroi rnpo6rumoi [paKTr{Kr{ ,&lr, r]aprrcauemlr*ni
npogyxqi, nocdfino rapr*aoxisyemcr niAnonurm go BsMor 3axorroAanffsa eC ra
nrixrapoaluu godoa'cranr,{epxcnircryx6u repeg PIC/S.

IIJodo au:rnorrru cepmafiixamir GMP, axi oudaxi op{r,a.*a - rwsrufiu
HC/S

3a pesynrtara,rtrx rryorosmtif,, sri Ha"qifiruau aig rpoua,gcbxlr{ oprrmisfltifi, Ta
sa nigcylcnarr,ru ronocyBanrs, rxe nig6ynocr Ha ysro.exynarthrrifi Hapali B

,{epxrixcnyx6i 23.09.2019, Epo€KroM Haxery rrepern Eyro neperix r<para, xxi
xapasi Brr3uarorbcr Yrpaihoro, ro6m ceprn$iradr CMP, rxi asxani isuruura
peryJrrr0pHre,ru opraHaM H.

,{i$.ra npoue,rypa nepe46auae Br{ruarru, ryaftr PICYS, gxa crororHi Hapil(oBye
52 peryrxropni opranu 3 ycEoro cBlry, Mixxapo.qra opranisaqis nocriftm s6i.nluye
rimricrs qteniB, TaKltM qfisoM rpocyBsJotru BlrMoil[ GMP, Bolgoqac, rK 3a3raqsuo
Brrqe s Ltbolry xracrio B3t€Mf,oro Bf,3narrxg uix.rrenamu PIC/$ ne icrrye, Koxna
rpailra uae nnyrpirmd HopueruBuo-rparoni arrrl, yro&[ taix xpatxauu, xri
peryIttororb shnosi4xi c$epn. Hapasi 3a.rBa sa Bcryn ao PIC/S rIoEaHo raItuMH
xpairraua m Pecryfuira Biprr,reuir, Oegeparroxa Pecuy6nira Epasxnix, Pecnyfuira
6omapir. Taxox H& cbomAni *xe pmlrng4alorbc,ff npe-saffiu rra Bcryn go PICIS
Hapoanoi Pecrryfinircn 6anrna;1eu, Iclar,rcrroi Peony6rixu flarnccag, Pocificmoi
(Delepauii, ftopggncrxoro Xarunuircmoro Kopo.rrircrra, Koponinctga Cay,Eincase
Apaair.

To6ro, xKrlo He BHecrE sil{inr ao giro'roi nporcrypr4 to aci arryo6naru, lqo
posmuroaaxi E& repnropimc Pocificucoi tDexepawr, Eaxru&,Eenry.
Ilaxucrany, ilbp,qaxiimrqo, a6o rupo6Hrrcr, rri pormmosani a Arlprur, Asii rcqo,
xri 6y,[yr[ uaru cepnaQirann GMP, auganiperyJrflTopu]rM]r opranaMlr rarm( xpaih
rr Pocificrxa Oeaepaqir, Eannrq4eu, flarucrau ta inrulrx Kpatn PIC/S, rosruffii
Brasrrasarrrc{ Yrpairoro ra rroTparuIfi tx yryaihcxtxu naqiermau.

flpoqerypa Brllxaartr cepruSixadn PIC/S, rxa Aie Ha orororxi r Yryaird,
cyilepequTb enporefrcuarM nopuaM Ta yueMo)i(rl{Blrtoe B noAaJrblllolr.ry nixrmcaunx
Yroru uix Yrqpaixoro ra €C qoro BrBHaHlrf, peoy;nmtir nepesipotc eupodunrnt
nixapcrxrax raco6ie na rixnosi.qldcrl Br{MoraM GMP (YmxaACCA).

Bpaxonyroxn rc, rqo Yrcpaira f,ae rtrrrrro]r eapoiurerpauf, npo rqo
ilaronomeuo Ilpeunsrrrotrr Yrcpa'firu rr Vprlonr, B.{ootrpaqboBanolry npocrri
nrKary siaco Bntnaqelro nepenfuc rcpafu, rni marorr ErrrreBerlrcr Yrcpalnom $l
enporr1enox) [poqoryporo ('qoxyuennr, tr1o suqplri KoMrreTeuTHI{MII oprauaMn tqatu
eupoueEcmonr Croly, Belmoi Epnraxii a6o xpaim, rri nraro:r yrory np uraeuxe
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BIIBITaEI{f; g eC a5o s Yrpathoro, to6to nci rpauur eC, Be.nma Eprranir, CIIIA",
Aucrpada Hosa3ermngif,, flIsefiqapis, "fluouir, Kanaaq Irpaib - Ecbor]o 35 rcparn].

Il{odo orut,t roqer.rra 3 hpoetort! naws! aun tau uaodo nalaruta tnsopuaqt
ryro pasenqmqin nixapcoxoeo rucody a 6ydd-nciil s rytain €C, Benurcot Epumauii a6o
tpaiu-rwpmxepie eC ma sa*tittu na ixSapuaqilo, ar<a noda€yrrtcn na deptcaeuy
peecmpaqho a VrEaini <Onac ctryodnuruzo npoqecy nta ,ortmp(nro npqecll
(,notyno 3)

qe ne errinanenrnl xolur ra AoKyMemH" Harsnicrs peeqpauifinom
uocni4ss11111 6yp-rxoi 3 llpaiu eC, Benuxoi Bprararil a6o ryain-naprnepin eC
csi,{surb upo ui4noaiaa.nrHisr ynoBr{oB&Keuoro oprauy sa ni.urosiAnicu BuMoraM
GMP nrapo6rrrqrm KolrKperlroro rrirapcrmoro saco6y, noAaJrbrrrrD( neperipox s 6oxy
opraffy xpallm eC, Beluroi Epnranii a6o oprany s rEain-uapruepia eC uroro
srpo6grilrrsa. A y pa3i niacyrnocd peecrpaqii drapcaroro sacody s rpaihi eC,
Benuroi Eprranii a6o rcpairri-uapnrepi eC, n4po6nzrpBo norpe6ye iacnerryrauux s
6orcy Yrparura ra roAeirruy eiAnoniAajrrnicrt 3a nnanosi neperipru qroro
eapo6xnna s 6orcy,{epxlircnyx6a.

Iu$opuaqix MoJryn 3 peecrpaqifinom Aoc6e e rrpelsrerou ouiurur s fu{y
yrroBnoBalrerroro oprarry n Yryaiui mA qac npoqsryptl pe€orpardi airapcuoot
saco6ir. Oxpiu 116010, qr ia{opuaqis rroBrrr{$a 6yru BpaxoBaga ui"q qac
incuexryrarurn aryoSnurrrra s 6ory ,{epxrircrryxc6n s pasi naaanocri niAcran, sxi
nepe46areni qpo€Krou EaKa3y.

npolleAypa BlrsxaHufi ceptr([ixaria ang nrpodnurya, qo po3Talsorani n rperix
rpaiua:q ocrarmi .qorirgra porin Hafiilra Mo:rJrr{Bicre pe€cTpyBarn B Yrpaud
nirapcrri sacodu xeaiqomoro troxoAxerrf,. Tar, opraH eC ircuerryc
napoSnnrrro, saqprmJraA, B lx,qii 4aox dxqpcrrcor gaco6ia rxi s rro,ilairBrrrotl{y
pe€crpyrorbcf, B eC, ra Bru&e ceprur[ixar GMp. flocepegmqrxa opranisaqia, tax
gnaru.rft ((qpeAcraBrIEI(> nlrpodrumq rxrfi rrJrany€ sapo6rma rpomi na xrrri ra
rgopon'i yxpaiHcrxrx naqieurin ruIrE(oM mpoAaxy a yrgaiui npenapadu <<ciporr
rupo6urquD s IrIAii, troAa€ n ,{epx.rrircnyxt6y 3arBy Ha E}rsrraHHE B}r,qoHoro
oprarroM eC cepnr0irara GMP. oxnax r nepenirc Ao rroro ceprr$irara CMp
BrcIuoqeao B)Ke Ire ,EBa rirtapcbri gaco6n, qo uiAruranu incuercryBannro s 6orcy eC, a
42, a isoAi [ Ginsme nirapcrruoc saco6is. Ixr[opuaqix qoAo roro, Ae aupo6.nmorrcn
qi imni 40 .rrirapcuuur saco6is, B .EKID( yuoua( rir6yraerrox nupo6rmrrno ra
fiorrlpoJrb .ucocri, qu s4ificruoetrcx rexnonori.rrurE qpoqee Ha saBo.qi, xrcrft
IroAaerbc{ Ha Bralrr{rrrrfl a Yrpami, ri4cyrux.

qi nixapcmi saco6r, cxi r{e 6ym npe.$rEroM inoneruyoarure xoAfi}rM
perynffopErrM oprasoM €c, Benrmoi Epamnii Ta He 3ape€crpoBani s xorurift
IqaiHi eC, Benuroi Eplmarii a6o rpaihax-raprnspax eC (CIXA, Kalraga .f,noxir,
Asurpmia Hora 3eiraqni.e, ulneftIapix, Ispai,.rm), 3aBArKrr gircqiE ra croroAsi
npoqe,rypi Bl&Eartrrx cepuSixarir no?parurfrorB B Vrpainy .qrrx airynaunr
olrroxnoprDq xBopm( aaBIJVCHI,{, reua*ml, nixynaru* rrcAorrorue}ilD(.qiteftToqo.

flpu :anrrrax {epxnircc.rryx6n.qo opranio xpaln eC crocoano qux "rrixapcar<ror
saco6iB neui4ouom noxo,er(enFrfl Hanaerbc, qiffia ai,q[oni.(n, rqo BoHr xe 6ynn
npcglrrcroM incnorclaamr, opr8Ef, rcpaih €C re MarorB in{opruanil qoto
anpoSanqrBa qxx .llfucapcrxm ucoSir ra ne uecyrb nignoaiganrxicm sa qi
uixapcrrci raco6n.
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Bianorinuo Ao ArpemrBnz0}U$leC eryoneficbrcono naFrraMclrry i Pam eC
BiA 06.11.2001 p. ra rli.ryaxormD( arciB eC g uerorc peecrpaui'fiirapcb^roro 3aco6y
B IQarHa:( €C a6o B Kpaihfl(-uaprsepiB €C cuouamry Ao ynoBlroaaxeuoro oprauy
rroflaerbc, 3a.f,Ba Ba peecrpaqiro 3 (oMrurGKToM 1oryMerrdB, xxi, sorperaa, rraicrrrr
ir{oprvrauilo uo.qo cKfia,ry gircwlx re AonoMixrrru( irrpe4ierrir,
naryrauarAraptryBaul{tr, texxonorisxoi cxeun nnpo6eraqma, uepenircy o6nagraHns,
mHffi uloAo raui{ixar1il cus"reu m o6rqgnanru, sadAarlii npoqecin, Aarrux trIoAo
ueto4in KoIrrpoJIIo xrocti nirapcrroro saco6y, yroBrroBaxeroi oco6u, iu![oprrlaqii
qoAo uafi6yrrix irmoprcpin nixapcrronc sacoCy rorqo. flin 'rac npoqe.q{plr
peectpauii rirapcmonr 3aco6y, nupoGuurpso rroro posrarrroBauo nora reprropiero
(prlf, €C, Be.lInnol Epnranii ra rpalu-naprrepir €C, sAificxroerrcfl
incnerrrynar*rr rrpo6mnpra na siruouiauicrr BrrMoraM ffursxnoi allpo6nnrroi
rIpaKTHKl'I. Iucnerryuarurr sAiftffiroerbcr eixnoni,uno Ao BuMor 36ipnma rrpoue.ryp
Cuintouaprrma s Irlrraus incuexqift m o6uiny insopruauielo (EMA/57245412014,
lTpeaarqix).

II{o0o aililoz cn ococtto ,tepesipKa eupfiuurol nuoqalxu ua eilnooidnicno
aufioaoilt GMP 6a nqcaipxa etqofiaurywa rrra Kon rrpwrto ttcocmi Ro*rgerrrnoeo
nilultcoxoeo wco6y, c"riA sa3Hasurr,[, Eo r{ilrexua nqpo6rmra ttparfl.Ka (GMP] - qe
qacrr{rn ynpandmu xxicno, f,Ka raparqye, qo nporyndro nocrifino nrpo6nxrorr i
KoI{TI}oJrro[orB sa craq4?praMa.EKocTi, .[Ki si,qnorrgarorr ii nprauayex]rro, a rar(ox
aiA[oaiAlo Ao BEMor poecrpaqifiEoro Aocre, Aocre gocnipnyaaroro airapcrroro
sacoEy grr ffiifliqHro( runpo6yaanr a6o cnerua$imqif Ea rEo uporyKliro. To6ro npn
neperiprax rnpo6mrgra Ea aiA[oaiAnicrr Br.tuor]aM GMP ucperiprerrcr Ee
HaflBHiCTr CriX, Creni, nilrorr, o6rrqAuarurs -f,K Tal(otlo, a nepeniprcrbcx, 3oKpeMa,
nrpo6umpro ra Mero,qx xorqpeilrc rxocri KorrxqleTnom .uixapcrrom saco6y rm
siAtrosiAticrl Ao Br,rMor peecrpauiffnoro .[ocg€, sxufi no,[a]u& Ha peecrpmlfuo a6o
sapeerrpoaaruffi.

B Yryahi Hactanosa CT-H MO3y 42-4.0:2016 <cllinapcxi 3aco6r{.Ifurcxsa
nqpo6nnYa qpslcrrnar> si4tosiAae ,Uoryuemy <The Rules Governing Merlicinal
Products in the European Union, Volume 4. EU Guidelines to Good Manufacnring
Practice Medicinal Products tbr I'Iuman and veterinary use>> (<ilpasrra, Iqo
tr)eryJrrorora .xirapcrxi 3aco6tr u €rpoueftclror{y Corosi. Tov 4. esponeficnri
EpaBEna s narexEoi u4po6mtuoi qpaxruxlr niralrcrxrar saco6is lrc lroAr,rnu Ta
3acrocyBarllrfl y Bereplrnapfr)). Hacranona CT-H MO3y 42-4.0:2016 <Jlirapcrri
3aco6u. Harexna rapo6nu.ra [parrrrro] grro(o,ryrrcf, y rigxpmonry gocryni,
3ol(peMa raKox Ha o![iUifixoaay neGcafiri ,{epxcnircnyx6n, Ae Moxua osmiloMrrnct
s uepenixou scix rlurafib, qo rrel]eBiprorrcx ni{ sac BgraEoBJreHHtr si.qnosiAnocti
yuor nnpo6mqrra nirapcbroro saco6y BuMoraM GMP.

Bpaxoryroru Br@esilrr{aserre! airapcrxuft aaci6, ffrtrrft aupo6nermft rrosa
rcprrropielo ryaftu eC, BeruxoiEprrauii'a6o rcparn-naprnepia eC (CIIA, Kaaaga
.fluoni*, ABcrpard& Hona 3euangil, Illncftlapir, Irpa'irr), nig sac r peecrparfi a
Yryaihi B pau(ff( rlpoqerypu nixtnepn:xeme siffrosiAxocri yuoa ar.lpo6mrgaa
BuMortutr GMP rroglrrreu uepeaipnlucr a6o peryrrxropnl{M opraHou Yrqrai'ru, a6o
EaEartr ronirc peecrpaUif,xoro nocsigrenrrf,, Br{Aarroro KoMrrererril{HM oprarroM
rEainn eC, Bcuuroi Epnranii a6o rcpaih-naprnepia €C (CIIIA, Kauaga, -f,nonis,
Arctpanir, Hoga 3enargia UIseftIapifl, Iepartr) (rcroro 35 rcpafn), qo caigvrrrr upo
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ni,tgtosilsicrB BIrpo6EIil{rBa rrboro rirapoBKoro 3aco6y BrMoraM GMP ra rogaJrlr[y
siAnoriAarbnicrr opragy sa uefi airapclxlx saco6iB.

Ilfodo ?llreilutcr{nn meptiny dit ceprutQixona GMP, Bruasoro
.{epx.lrixctryx6oro, Ta fipl{rryqenrrfl, 3atnaqenoro y Bauronry 3arrr{Ti, qoro
Kopymiftrm pI{3IodB ni.q sac BHsHatreHHf, repMirry nri ceprur$irca,ra GMP. ,{ogamr
15 rpoerry Haxasy nig vac repmoro lpoMafic6rcoro o6roBol]enru nepe46a.rar
cftqpo.rexrre tepMrlry aii cegurr[iram GMP. 3a pesynETaraMs rrporrosurrif,, xrci
HqAiftruu aig rpouqgcrruor opranisaqifi ra 3a pesyJrlTaraMu rolrocyBaurrr, f,r(e
aiAfyxocr Ha y3ro,qrcysamxifi Hapa,Ei a flepxorixcryx6i 23.09.2019, Aoraror l5
rloBf,icno Aoouper{boBaro rr npnBeleao y nilnopiaricrr rc S6iprar trtr}or{eflyp
€nponeficrroro Cui-BroBaptrcrBr s ntrralrb iucnenqift ra oSuiqy inrfopuauiero
{8MA157245412014, Rev 17). Hapa:i AoAarrcoM 15 nepegSa.rera ruem.{onorix
upoBeAerrrrf, orliIncs pusuriB rrlo,qo p03paxynKy crpoKy Haclymmi incuerudi
BBpo6Ed$Ba rixapcrxoro saco6y sa siglrosigtricrr Br{MoraM GMP: pmpaxyuor(
gificruoerrcf, Ha ocxoBi auarti3y BuyrpirtrHroro prfirr{Ky, noa'rsaRoro I aapo6rnuoto
.[iJ6rffirero, crnaAnicrro anpo6rrrroi .qinbrurd, ii rpoqesia i uporyK{ii Ta

ryurnrrHocri nimpcrxrN saco6ir, qo Brlpodnxomc& xnacurliraui€ro BrrrrnJren$x
rropymcrrs.

Bpaxoryroql4 r{o Ao"qarox 15 ai,qnosi.qae erponeftcrrifi npoqerypi n rorxoury
o6cxei, npnrryrqsnnr trIo.(o Kopyrylfttrfi. pusnria npu i[ s[KoranHi Br{KJrr4rr$rorb

3asrepexexlrfi qoAo xaxsuocri xopynrlifixoi crnaronoi n cauifi npoqe4pi 36ipica
qpoqeryp enponeficrxoro Cnirmnapuctna s IIIrraEb iscnerqifi Ta o6urry
itr$opuarli€xo @MN57245412014, Rev l7), nra 3arnep;p(ena n eC.

Bnaxcaeuo raxi nprryqerrrr 6erni.ucramla{r,r Ta sarurMn mi HaB![Ecrro
rrurbmJrxlTL capotretrcbrry irrerpaqip sauroi rcpaihn ra rapraouisauiro
ytEaincrrom BaKoHoAaBcrBa Ao 3aKorro/IaBcrBa €C. flemrna rrpomapxsu Eartroro
cycninrcrra, {Ki sat&rraromcf; rretrecm{M QaprvraqemlrsHr&{ 6isaecoM, ilprE(oB}4onu
fioxo,q]Ke]rrrfl uirapcrnror saco6ir" HaAJrrrrrrroBi upu6yrrr, xapasi anriAno
BurlpxBJrflrlr Aificue, Kopr{cryrorrrgb cJroBaluu <ropyrqim grx roro, rqo6
yHeMorclrI{BrITIt BItpoB4[xeHHr enponeficsxra:r npoqerorp y peryxrcranxi
itapuaqeuursroro cerropy rarrysi oxoponrr 3Aopoa't, BrlpoBa"ertenuf, rr(mr rr44ae
nposopicm .rK peryJrxropur{r,r oprarraM, ?ar i npe4crasrurarrr nialErrroro
i[apruaqerruworo 6isnecy.

Il{odo lreoanti nitrripeoxw zaeo6ic, rlxi eryruflneni na ixdifreorux zscodax
Hopult ryo€xry Haxa3y r{e 3Merffiyrorb MoxJmBocri H&D(o.erceanfl drapcrruoc

3aco6iB, nrapo6nerrax r Iuxir, EanrnaAeru, flaxucrar-ri ur 6ygr-xxifi inmifi r<parxi, r
Vxpaftry. Bi,rmorixsimr arpo6nrurrna Br,rMoraM GMP lroxe 6yna ni,rrreepgpena a6o
niff qac irrcnerryuanur, a6o rrurf,xoM HaAaHHx KoMrrJrersy gorcyuendn, ,rcufi
cBiqsrtr qpo aignosi.quicar r{boro napodxnrura B}rMoraM GMP.

Oxpervro ni,qxpecrroeMo, qo BuMon{ CMP - ue KoMrurerc saxogir, a (orrry)oJrt
snocri - qe oAEH e ftoro eneMemiB. Ha npurnaai xpafs eC a6o CIIIA: nicnx
cIpEMaurrtr nirrsepprceflE ailgoshuocri ru incnerqiifuroro opraqy rp
atgogiqxic$ aupo6ruugrBa Br,rMoraM GMP sAificnroflecs pe€crpaqir nirapcrxom
sacoCy u xpaihi, a B troAaJrbrrrouy siAuoniAso xo BlrMor GMP s,qificmo€Tbcs
r(oHTpoJrL sroeri npa anereni xoxnoi cepiii rirapcbr(oro ssco6y m cepru{iffilifl
yrroorroBrrlxexoro oco6on iunoprepa. B pa:i iunogry 6ionori.rltrD( nirapcrruur
sa*o6in, y rorvry qncJri, xxi 3axrynonyrorrcs 3a .uepxannlrMr{ rrporpa$raMlr !u{
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uixnapo,$unur $oa43un, KorrlpoJrb f,Kocri 3Alficmo€T6c* Aepxasrrreffi
)moBHoBa)(eHr{Mr.r r86oparopif, MH.

Boguo,rac, rimrosiAuo Io BuMor laixsapo4uoro sraqAapry Harercroi
nnpo6rrxoi rrpaxrrxrr rcinrread Korrq)onb arogri m ceprnr[irardf; ylroBuoBa:rerroK]
oco6oro He sauinroe qpoqe4pu rtilpBep,qpceturfi ai,ryoai.Hocri uqto6nuqraa
BuMoraM GMP g 6orcy incuerqiftroro opraHy.

I{odo ofiateccennr donycry fla Sopll,a4eanturtuuil pn tor Vxpafuu
iudifuoxttx arqrod*unie ma or4n6auxic, *d marcmo nowdtrennn I €C

flpomtou HaK$y ne uepex6axexo Bu3uaqerrrr 6ap'qpis Brs Br@eganHarrer[n(
rupo6nrrin. Bi.rmoniguicts aupo6rua$Ba BrrMonaM GMP am dxapcrrcor saco6is.
sri rtocralnlorBcc saqiermnr Yxpauur, rroBrrHHa 6yrn ni,rgrsepgScera

fiepxmiruryxSon a6o 6ylr-xruu perynflroprruM oprauoM 35 rcpaJr criry (rEar'r*r
€C, BemncoiBpuraldi a6o rpain-uapanepin eC (CIIIAT Kanaqa, ^flnonix, Ancrpa.uir,
Hoaa 3eaaqnir, [Isefiqapix, Ispaurt), Ha pr{rrrry He rroBrxno 6yra <<rlirdD)

HeBcraHoBJIeHoro Eoxor)rcexrrf,. Yrpaina - erpoueficrra Spaira ,r(a rroBorae ra,u6ae
rryo croi( rpoMAAffi.

-Ilruuo nirapcrxut saci6 sxe npohnor aci npoqelgpr{ Aorycry Ha p}rHoK xoca 6
oxrriei xpaihm-ureua eC, a6o Beimroi Eplrranii', a6o rcpaur-rap?HepiB eC (C[LA,
IGsaga" -fuonix, Arcrpa.nix, Hora 3enaruis,Illaeftrypie,Ispainr), sfur uoar.rreil6yu,r
Ha prrrr(y Yrpai'ull, nrnr noamuri tixyaarncr sami uaqiern{, a npor1e.rypn,uorycKy
Ira pInEoK Ytqairua Margr'f, 6yra uarcuMaJrbtro cnpoqeni, rqo I nepeA6a'reao
qpoeKroM rrar(asy.

Il{odo cnpatqeu*fr oryutanfl* cqmaSixoma GMP eimqilsr&nillwu
atqofixaxanu

flia .rac nlrymoaru Yrpairur ro BoxyrD/ a PIC/S 6yro spo6rerro HE3xy sal(orir:
Brlpooqg:(eao EnMoru GMP s Yryarxi.f,K o6os'xgrosi alrr airqxgrrHrx nrapo6nuxin
nirapcrrux eaco6is ra 3arcop.uouulD(. crBopeno xaqiona.urrr& incnerropar GMP.
O6oa'*sxosoro BlrMororo m'q qao Bcryly 6yna neodxi,ryicm qpoBe&enrrn neperipox
ycix aimusnxrmx eqpo6Huxis. 3 2009 no 20ll porr sa p$yirErararur nepenipor
6y.no anynsonano rriqeasii 20Yo nirqfisnfiErlt( nnpo6nmia, narepianruo-texuisHa
6asa .ffIc{x ne rirnosrgam BrrMorar,r. Hqpa3i incnerryaanxx na si.qfioriffriqrs
rnpo6xmrrBa BtrMoraM GMP BrI6yBa€Tbcr sri,wo B 3araJrlrrr{Mn rpoueAypaurr f;r
.qrr 3aKopAoHIIrD(, TaK i sirsr3urxro( aupo6runrir siAuouigno Ao Airosoro flopx.urc!
Ilporegenlrf, niqmeppreHnx siArociAflocri yMoB Br{po6ru[ITBa nixapcrxnx sacodis
BHMoraM sanenuro'f r4po6mrroi npartru<r, szrrBepprceuoro rrar&lou MO3 Yxpai'xn
slgl?7 .L2.2012 Xe 1130 (si suinaaen) &arri - Ilopraor).

flirouuu flopq4toru nepea6auero BqAatra cepruQiram GMP 3s peyrrbraraMr{
matrosoi.niqensififioi neperiprn y ps3i slAcytrocri rprmruxm< uopyluerrb n aroi
neperipox. Bognoxac, 3 Merox) exsina.nerrrnnx BtrMor rnloAo ns.qaqi cepru$ircara
GMP sitnrrtsHsfi{M Ta 3aroplorr{Eu nnpo6mmarrr lrpo€KroM Haxasy nepeA6aqeso
HopMy qoAo uuAasi cepruQirara GMP sa pesynbraraur{ nnasosoi nepeaiprur
.ri{e}rsihflD( yuon rit.rrrcHmrgM aqpo6nmcaM rrr,rue a pasi sigcyrnocri a arri
uepeaipor mecra cyrr€Bro( rropytuesb rala6o ryrrrrruoro nopymefirrfi. Bpa>roryro.rr
3a3n&qsne, Monouonisaqir qH KapreJrrua sMoBa yaeMorc,ruBJrexa.

IIIato swaaqefiot in$opuaqil ,qto ?ynwreflflfl doemyny do lnnolmtutx
*ixrycoxtrx sacofih
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Blrcuosrffi uoAo niAraeplxexur aiAnorhHocT i yMoB nrpo6rurnra El{Morail{
GMP anr rr,rpo6nru$B r <<rpedx xpaiu> BE[aHi ,[epxnixcnyrc6oto ta 2-3 porlr B
3aJrexnosri ria rcpr'rirry ceprurlirara GMP, rto Br{3uaBascs. 3axeld Ha lrasrynry
npou€rypy Br,lruannf, a6o ixcnerryrarrn si.qra$ 6yryrr noAar&Tncs
rpoAcraBurffiaM$ trepe3 1,5-2,5 porct, B 3aJrcxrrocd ria tepuirry nil nonepeauboro
BgcHoBIry. To8ro B rr$arloBonry noprsry. B ra'rsry is 3rTHaqcHuM prrf,Ktt ruoAo
rytrf,nclrf,fi iunopry .niropcrxrx raco6is aiacyml

,{ogarrono flaroJroltryeuo, I{o sopMa qoAo sqgarnf, ,qo Aepxflixc.rryx6n nig
qac trpoqerypu nigtrepprernre nianosiAnocri yMoB xupoCmqtna BrIMoraM

HaJrexuoi rurpo6rurpi rtpaKrnra uurxoM Blrsrmsttf, cepnar[irada GMP nonift
peecrpaqifurr( nocniA.regb, Brrragax roMneTeErHnM opra$ou xpaira eC, Beruroi
Eprrranii a6o xpaiin-napraepin eC (CIIIA, Kanqgs, -f,nosir, Arcrpania, Hora
3enanAix, Illnelhapir, Ispai'nr), nepen6aueua Jrume Am supo6uuxir, sxi
posraruosani no3s repmopiero ryainn - lurcHa eC, Berumor Eprmanii a6o rcpaihn,

f,ra Mae yroly qpo nsaeMne BImHaHB, s €C a6o Yrparhoto. To6ro rUI HopMa Ee

nepoAoa'IsBr AJItr erponeficKrx nnpo6uuxia.
Hapari goonparpoaannfi npoerr Hax{x}y Miximepctra oxoportt sgopor'a

Yxpaihu (npo BHeceHIrfl ruin Ao floprm<y .qpoBe.qenrls n[4rreppreum
aianosiAuoari yMoB nxpoExlqrna airapcrnnc sacodir BuMoraM nalexnol
aupo6rrmo'f qparrnrtu> Bf,per€ orprurolxsrro Ha o$iuifinonty Be6cafiTi MO3
YrEainu n poqnini <.I[oxyuenrn>, a raxox HarpaBJIeHo Ha troroIx$Irnx ,qo isurx
qer{parrbnl{x opranir suroxasqoi BJIaIE.

Minicrepcrno oxoporru 3[opoa'r Yrpairor fi Aepxaaua c.nyx6a VrpaiHu r
dxapcrrux saco6ia ra Korrrpoirrr ga HapxoruKaMra fieptuoqeproBo crosrb Ha 3acaAaI(

s{rxncry egopos'r ra xl{trfl Hacenexllfl Yrpainu, ta ycinmo enpuriora totrly, qo6
spo6nru airu 6esneqlrutrtu' lxicls{M}I, Aoc'qrrInIlMH Ta er$ernrnnuus- Brxonauru i
KorrqpoJll 3a AorpuMaHHtM cranaapriu, [paBruI i xoprrl ailnosilElo ao npnaurnis
ycix uanextntax npaxTrrr y cQepi o6iry nixapcrrro< saco6is crae o6os'.fl3xoBtna

nparrrrrou enponeficrxoro Comy, s ,KI{M Yr<paiHoro 6yto nlqrurcaHo Yrory upo
aoouiaqilo.

3 uonrroro

IIep runil Bf, cryrurrc Mixicrpt
oxoponn qAopor' r Ytcpahur AnnpiE CEMHBOJIOC

Pailxea.\ f. 20{r 0668
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Ha.Nq I l/10-127J sia 1.7.01.2020
Ha }{! l/10-1359 nia !1.!lJ!30

fonosi Bcpxornol Panx Yxpaixn

Pryurony A.O.

lllanoanilfi lmnrpe OaeKcun.upoBnqy!

MiHimepcrBo oxopoHlr 3AopoB'r Yrpaihn orparrrclBiuro Bami Aopyqenxx, I{o
HqAiftrur nrcraMr{ sh 17,01 .202Q }lb I l/10-1277, atil l7.0l2O2A Ns 1l/10-1359,
ulo.qo po3rn{ry sam{tis Hapo.[Horo AeEyraTa Y4paiHn KyHuqrxoro O.O. siA
19.12,2019 J{s II-333 ra BiA 14.01.2020 Ng II-408 uo,uo rpo€Kry Haxa3y

MO3 YrEarun <IIpo Buecenrur ruiu .(o flopxary npoBeAenlur ni,qrnep,qxerrre
aianosiAuocri yMoB nupo6nrurna nirapcrxmr sacodis BEMoraM sarexHoi
rnpo6uNvoi flparil{Kr.D) (aa,ri npo€tcr Haxasy), onoJroureuro( Ha saci,[axxi
Bepxouroi Pagu YrpaiHn 17.01.2020 (aari - 3arrrm).

3a pexlyJrbrarrmr po3$rrJry 3aflr,rris Hapo,qxoMy .qenyraroBi Yxpaixr
KyHrarpxoMy O.O. MinicrepcrBo oxopoHr.r 3AopoB'r Yrpaum Ha.(IUro si.{noai,qs no
cyri oKpeMEM JrucroM y BcriuroBJreuufi 3aKoHoAaBcrBoM repuiu.

3 noslroro

Ilepruafi 3ocryrraf,K Minicrpa
oxoportf, tlopon'r Yrpainx Aunpi* CEMI{BOJIOC
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