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IVTIHICTEPCTBO OXOPOHU 3AOPOB',.fl yKPn iHn
(MO3 Yrcpaihu)

ayn. M. fpyrueacrxoro, 7, M. Kni's,01601, ren. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web : http ://www. moz. gov. ua, roa €APIIOY 00 0 12925

Bil__________Ns. Ha J& II-333 str 19.12.2019
Ha Ne II-408 siA 14.01.2020

Hapol noMy Aenyraro Bi Yrcpaiun

KyHuqrrcoMy O.O.

IllanonHufi O.nerccaHApe O.neronuuy!

MiHicrepcrno oxopoHl{ 3AopoB', Yxpaihz (Aani MO3 YrpaiHIa) Ha

Br,rKoHaHHfl AopyqeHb folonpr Bepxonnoi Pa.qu Yrcpaihn flrraratpa Pasyrrarona Bu
17.01 .2020 }lb I 1/10-1277 , sit 17.01 .2020 Ns 1 1/10-1359 poaruuuyrlo Bauri 3arI,IrLI

sia 19.12.2019 J\b II-333 ra sia 14.01.2020 J\b II-408 IuoAo rpoerry HaKit3y

MO3 YrpaiHra <flpo BHeceHrur 3MiH Ao flopr.q(y rpoBeAeHufl ni4tnep4Nenru
niAnoei.qHocri yMoB Br,rpo6Hr,rrlTBa nixapcrxrx saco6iB BI,IMoraM HanexHoi

Br,rpo6Hruoi nparurrro (aani - rpoeKT Harasy) ta noni,qoMrse.

flpoerr Hara3y 6yno pospo6neHo ra onpl{JIIoAHeHo AJL rpoMaAcbxoro

o6ronopeuur Ha oQiUifiHrx se6cafirax MO3 Yrpaiuu (moz@moz.gov.ua) ra

flepxanHoi crryx6ra Yrpaihn s lirapcrrru< saco6iB ra KoHTpoIIro 3a HapKorIaKaMI,I

(aari - [epxrircrryx6a) (dls@dls.gov.ua) rc 13.09.2019. IIia qac lpoMaAcbKoro
o6roropeurls 3afturou 6yno orplrMaHo [o3mI,IBHy uigtpuuxy upo€KTy HaKa3y, st<uit

pospo6leno 3 Meroro rapMoHiraqii 3aKoHoAaBcrBa VrpaiHu 3 eBponeftcsrcnn.

BoAHo.rac, ua4ifiuurr nporo3nrtii m 3ayBoKeHHfl nig rporvragcrKl{x opraHisaqifi.

3a pByJIBraraMI,I po3ulrry uponosnqifi ra 3ayBOKeHb 23.09.2019 B

,{epxnircryx6i 6ylo rpoBeAeHo y3roAxyBaJlbrry HapaAy 3 EpeAcTaBHI{KaMI'I

MO3 Yrpainn, ,{epxnircrryx6ra ra Saxonoro t[aprrtaueBrllqHoIo cuilrnotorc. Ha
napa4i MO3 Yxpainn m .(epxnircnyx6orc 6yno upe4craBJleHo AoorpallrosaHufi
[poeKT HaKa3y, 3 ypaxyBaruurM npoflosuuifi i saynaxeub, IrIo naAifirunu ao MO3
Yrpainu m ,{epxnircnyx6ra. Ha HapaAi nncryuurn sci npucyrHi, KoxHa cyrreBa
[porro3rrqis ctasruIac, Ha roJlocyBaHHf; .

3orperrra, Ha y3roAxyBanrnifi Hapaai 6ytru. npncytHi i4 rIpeAcraBHIrKrI
Acoqiaqii in,qificrrcux QaprvraqeBTrqnux nnpo6nurcin. Einrulicrb 3ayBaxeHb ra
flporro3r,rqifi, sri s[rraAeHi y Barurx AerryTarcbKl{x 3arllaTax, 6ytttt npe4cranneHi

rrpeAcraBHrrraMr,r Acoqiarlii inlificrrcrx Qapuaqenrl{qHl{x nupo6nnris ta AeraJrbHo
por.nnnyri.

3a pesynrraraMra HaAaHr,rx nporro3r,rqifi ra sayriDKeHb, Ta 3a ui,qcyrvmauuHapa.I;Lt

23.09.2019 rpoeKr HaKa3y 6yno 4oorpaqboBaHo ra roBropHo ortpu{troAHeHo 3

Merorc rpoMa.qcbKoro o6ronopeHH.r Ha caftti MO3 Yxpainn (moz.gov.ua).

,* n #By#4il6966fl, $&pgppq8f,l{gii nra rpoMaAcb6ocri upnfi MiuIrIc, Ao 9 ao MO3
Zl-0 1.?.71 1;2-20 eH 30. 01 2020
c ek*r Bon o c Anspiri Bon os * riiH po E H q 
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Yxpainu 3a aApecorc: M. Krai's, 01601, ByJI. fpyuencmoro '7, e-mail:
moz@moz.gov.ua, propositions.phanna.moz@gmail.com; Ao ,,{epxnircrr1t:Kdur 3a

aApecorc: M. KIai's, 03115, lpocfl. flepeuoru, 120-A, e-mail: dls@dls.gov.ua,
Takhtaulova_No @dl s. gov. ua.

,{erzurruufi ssir 3a niAcyMKaMr{ IpoMaAcbKoro o6roBopeHrul rpoeKTy HaKiBy

MiHicrepcrna oxopoHt4 3AopoB', Yrpaiuu <IIpo BHeceHIUI 3MiH Ao floprary
rpoBeAeHH, nigrnepaNeHnr siAnoniAnocri yMoB Br.{po6Hl,Iurna lirapcbKl,Ix 3aco6iB

Br{MoraM na-uexuoi nnpo6uruoi nparruKr{) po3MiIrleuo na oQillifiHoNry se6cafiri
MO3 Yrpaihu y pos4ini <Koucylrrallii 3 rpoMaAcbKicrlo).

Iltodo omptoruHux nponowqiil mo npanyt4eub, nuwJtadeHux y Bawux
sAnUmux

B Yrpaini crBopeHa €BporeficbKa cr,rcreMa KoHTpoJIIo o6iry nixapcrrlx
3aco6iB, eQexrznuicrr ra siAnosiAnicruKoi HeoAHopa3oBo ni4rnep4xeua
uixnapo4uoro Qapuaqenr[rrHoro cnbrrHororo, a caMe ercnepraMl4 BOO3,

enponeftcbKoro [npexropary 3 rxocri rirapcmux 3aco6iB, uixHapo4Hoi Cucreuu
cuiapo6irHl,IllrBa $aprraaqenrl{qHl,tx incnerqifi (PIC/S), ,Ka o6'eprye rpaiHn 3

xopcrKoro peryJrrropnoro norirrrxoro y c$epi KoHTpoJIro o6iry nirapcnxrx gaco6is.

Yxpaiha, s oco6i,{epxlirc.rryx6n, pa3oM 3 peryrlrpHl{M opraHou FDA CIIIA y
20ll poqi 6yna npzfiu.ma go uixHapoAnoi opranisaqii Cucrenan cuinpo6irHnqrsa

Qapuaqearr,rrrHlrx incuexuifi (PIC/S), uo 3arBepAxeHo rocraHoBoto Ka6iuery
Miuicrpin Yxpainu sia 13.09.2002 Ns l37l <flpo ropr,uoK yuacri IIeHrparIbHID(

oprauin Br,rKoHaBrroi sraAra y .qiqmnocri uixHapoAHl,rx opraHiaarlifi, 'rleuoru ,KI'IX e

YrpaiHu.
Cucreua srocri ,{epxcnircnyx6tt, rpoUeAypI,I eKcIIeprI,I3 AoKyMeHrlB ra

incnexrynanlur Br,rpo6Hurlrs nirapcxrx saco6in, KoMrlereHTuicrr iucuertopis GMP
HeoAnopiuloBo nepeBipuracr rpynoro naixHapo4Hl,rx eKcreprin PIC/S, 3o4peMa fi nia
qac peceptuQirauii,{epxnircnyx6ra y 20 18 poqi.

3a.sHaqeHi B npoemi HaKa3y upouorralii He 3Hl,Ix(ytorb raoxrnsocri
Br4Kopr,rcraHHf, Bcboro roreHuiary Yrpatru s PIC/S, ue 3HIDKyIorb o6igHauocti

,{epxlircrryx6u B nr,rraHrurx ualexuoi rupo6uruoi [paKTrrKr, a HaBnaKI{

nignuuryrorr pirenr .qonipu s 6ory uixHapo.quoi upoQecifinoi cnilrnorw ra
rapuoHisaqii is saKoHoAaBcrBona eC.

Orpirra llboro, [epNnixcrryN6a B paMKax Airo'{rx npolleAyp Hagae Ao

Cerperapiary PIC/S uopoKy frJraHu incnerrynaHH.u Brpo6umia, uo po3ralrrosani

[o3a reprrropierc Yrpainr,r. Y pasi iucueKTyBarlHr aupo6HIarir, opraHI,LKI{x e

qJreHaMLr PIC/S, fiae o6rraiH inQopuaqiero 3 peryJlsropnl{M opraHoM xpaiuu ra
sAificHroerrcs HarJIrAoBe crlocTepexeHufl s 6ory rpaihu, nnpo6Hurc sroi
incnexryemca.

HzHi ,{epxnircrryx6a e qreHoM PIA PIC/S (Araaenais s uiArorosrr
iHcnertopin), 6esnocepeAHbo 6epe arruBHy yqacrr y Qoplryoauni niAxo.qis Ao

nilrorosKr,r rraixuapo4Hlax incuertopin GMP PIC/S, pospo6Ui elerrpouHoi
nnarQoplar qoAo HaBqaHruI incnertopir.

fligrpecnro€Mo, rqo Mera ra 3aBAannc PIC/S noJrflralorb y Blr3naqenni
cni.nrnux nilxodn Ao rpoueAyp incuercryBauHfl Ta lclracuQirauii ropyureHb,
npoQecifi noi ni.uroroBKrr incnercropin.

BnsHaHHfl ceprusiraris PIC/S 6es npoaegeHufl repeniprra He e Meroro PIC/S.

Orpiu rlboro, Btr3HaHH, rraix perynrropHrlMl{ opraHaMI,I PIC/S egarani ni4cyure i ne
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ruraHy€Tbcr, y 3B'r3Ky 3 Tr4M, rrlo KoxHa KpaiHa 3arBepAllcy€ BJIacHi HopMarI,IBui arrn
ra npoue.rypu, griAso 3 rKLrMr,r eig6yraerucr ceptur[iraqir nupo6nzqtna Ha

si.quoniAHicm sr,rlrorana GMP, peecrparlir r npaiHi nir<apcrrm< saco6ir, uoAaarruufi
irrruopr, KoHTpoJIb n o6iry ToIrIo.

3assu s 6ory upe4craouunin Saprraaqerrr{tlHoro 6isnecy a6o oKpeMI{x

excneprin rqoAo 3MeurxeHrur cuioupaqi lepxnircrryN6rE s PIC/S y pa3i uplafiHxrrr
[po[oHoBaHoro npo€Kry HaKa3y a6o fioro ueni,unosi.qnocri uixnapogHI,IMLI HopMaM

e fiesniAcraBHrrMrr, TaKrrMlr, uo He nilnoni.qarorr liftcnocri, Ta cyflepeqarb

rrlixuapo4uuru liAxoAau no BaeNaoAii rraix peryJI.[TopHI,IMI{ opraHaMla ra
enpouefi crKolvry 3aKoHoAaBcrBy.

3ar<ouo4aacrno Yrpaiura uolo o6iry rirapcrrrx saco6is, y roMy qlacri s

ruraHb B[poBaAxeHrur na.neNsoi nupo6unuoi IpaKTI,IKI,I 1rs Qaprraaqenrnqsoi
upo4yruii, nocrifino raprraoni:yerbc, siAuosilno Ao BI{Mor 3aKoHoAaBcrBa eC m
rvrixuapogHla< go6os'r3aHb,{epxnircrryx6n nepe4 PIC/S.

Illodo oasuaHun cepmuQixamie GMP, nxi eudani opzaruauu - weu(u/tu
PIC/S

3a pesynrraraMra Eporro3r,rqifi, sri HaAifirnnn siA rpol\daAcbKt4x opranisaqiir, ra
3a nigcyurauu roJIocyBaHtUI, f,Ke nig6ynocr Ha y3roAxryBa;rrnift uapaAi B

lepxnir<cnyx6i 23.09.2019, rpoeKroM HaKiEy reperrlruyro uepenix rpaiu, sxi
napa:i Bri3Harorbcr Yrpaiuoro, ro6ro cepruQirarir GMP, tri nuAani iurunuu
peryJrrTopHI,IMI,I OpraHaMI{.

,{irova rporleAypa nepe46avae Br/BHaHu.r rpaiu PIC/S, ,Ka cboro4Hi Hapaxonye

52 perymropHi opraHr{ 3 ycboro cniry. MiNuapo4ua opraui:aIlis uoctifiuo s6inrruye

xilrricrr uleuia, TaKuM rrr,rHoM npocyBaroqu BIlMorI{ GMP. BoAuo'rac, ,K 3a3HatleHo

Br,rqe B rlboMy nucri, B3aeMHoro Bn3HaHxc tvtix rIJreHaMH PIC/S ne icHye, KoxHa

xpaina Mae nnyrpiurHi Hoprraaruauo-npanoni aKTIa, yroAl{ Iraix rpaitrarraz, sri
peryJrrororb niluosilHi cQepra. Hapa:i 3aflBt4 Ha Bcryrl ao PIC/S rIoAaHo raKI4MI'I

rpaihauu m Pecny6nirca Bipurenia, @e4eparl,IBHa Pecrry6nixa Epasunir, Pecrry6nira

Bonrapia. TaroN Ha cboroAHi sxe po3rJrrAarorbcfl rpe-3af,Bl,I Ha Bcryr ao PIC/S

Hapoguoi Pecny6nixu BanruaAeur, Icnaucrroi Pecny6nirn flar<racraH. Pocificrroi
@eaepauii, fropAancbKoro Xarurauircbxoro Koponincrna, Kopoliscrsa Cay.uincrxa

Apanir.
To6ro, ,KIIIg He BHecTI,I guirua lo Airoqoi [poUeAypI,I, To nci enpo6HI'IKI'I, IrIo

posmuonaHi Ha repnropirx Pociftcrroi @e.qepaqii, Bauruageury,

flarracrany, frop,uanii rorrlo, a6o uupo6HI,IKI{, mi postaurosaui a AQpnqi, Asii roulo,

xri 6y4ym Marra ceprnsirarra GMP, sr.rAaHi peryJlrropHlaMl4 opraHaMl{ raKl4x rpaih

sr Pocificrra @eAepauig, EaHuaAeru, flaructan ta iHurux rpaiH PIC/S, nosnHHi

Bra3HaBaTucr Yrp aiHolo Ta [oTpaIIJIrrn y rp aiHcrruu nardeHraM.

Ilpoqerypa BV3HaHrur ceprnsiraris PIC/S, .rra Aie Ha cboro.qni n Yrpaihi,
cy[epeqlrrb enponeftcrKr,rM HopMaM Ta yHeMoxJII,IBJIIoe B [oAirJlbllrouy niAuucilHrul

Vro4u rraix YrpaiHorc ra eC uoao BTBHaHH, p$yJlbrarin uepenipor nupo6unqrn

nirapcrxzx saco6is Ha niguonimricrr BI'IMoraM GMP (Yroaa ACCA).
Bpaxonyrcvn T€, IUo Yrpaiha file IuJIflxoM enpoinrerpaUil, rpo 1qo

HaroJrorueno [IperugeHToM Ylcpainu ra YprgoM, B AoonpallboBaHouy npoercd

HaKa3y qirrco BH3HaqeHo nepe.nirc rcpaiH, qri Dralorb Blr3HaBarrlcfl YrcpaiHoro ra
cupo1qeHoro nporleAyporo (goKyMeHTr,r, ulo BIaAaHi rounereHTHt4Mla opraHaMl{ rpaitt
enponeftcbKoro Crosy, Benuroi Bpu:rauii a6o rpain, sri N,Iarotr yrory rpo B3aeMHe
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Brr3HaHrur 3 eC a6o s Yrpainoro, ro6ro nci xpaihn eC, Benraxa BpLIraHis, CIIIA,
Ancrpa.nir, Hona 3eras,qis, llloefiuapiq fnouit, KaHaAa, I:paurr - Bcboro 35 xpaih).

Iltodo suKnruqeHHn s npoeKmy HaKBy sttwozu uqodo ruadannn inQopuaqii
npo pe€cmpaqiru nixapcoxozo tocody e 1ydu-nrciil s xpatu eC, Benuxot Bpumanii a6o
xpatu-rupmuepie eC ma sattiuu ua iu$opuaqiro, nxa nodaembcn ua depcrcaeny

peecmpaqiro e Vxpaiui <Onuc eupodttuuozo npoqecy ma KoHmponro npoqecy)
(uodyno 3)

I{e He ercsisarenrHi HopMrr ra AorqyMeHTrr. HassHicrr peecrpaqifiHoro

uocsi,{qeHw 6yls-uoi s rpain eC, Benuxoi Eprnauii a6o rpaiu-napuepin eC
csiA.rrarr upo nignosiAamHicrb yloBHoBaxeHoro opraHy sa siAnoeiAsicrr BI{MoritM

GMP nupo6nuqrBa KoHKperHoro rirapcrroro saco6y, flo,qiulblllnx nepenipor< s 6oxy
opraHy rcpaihu eC, Benuroi Bprarauii a6o opraHy s rpain-uaptnepir eC qroro

nnpo6nuqrra. A y pa3i ni4cyruocri peecrpaqii nirapcrKoro saco6y n rpaiui eC,
Beluroi Bpnrauii a6o rpaiui-uaprHepi eC, nrpo6Hr,rrlrBo norpe6ye iucnerrynaHtul 3

6ory Yrpainu ra EoArurbmy ei.{nosiaamHicrr 3a manoni uepenipru Ilboro
nupo6Hrara s 6o4y,{epxrircrryN6rE.

IuQopuaui.a uo.rylr 3 peecrpauifiHoro Aocbe € rpeAMerorvr ouisxu : 6ory
yroBHoBrDmeHoro opraHy n Yrpaiui nia qac rpoqeAypl{ peectpaqii nirapcnrra
gaco6is. Oxpina Ilboro, U, iut[oprraalli.t tIoBI,IHHa 6yru BpaxoBaHa ni.u qac

iucuerrynaHrur Br,rpo6uzqrna s 6orcy ,{epNnixcnyx6z n pasi HarsHocri uiActas, sri
nepeg6aueHi npoerroM HaKa3y.

Ilpoqerypa Br.r3HaHrur ceprraSiraris Arq nupo6uuqrB, IIIo po3raIIIoBaHi e tperix
rpaiuax, ocraHHi 4exilrxa porin Ha1iuru uoxrurictr peecrpyBarLl B YxpaiHi

nirapcrxi saco6u neniAomoro noxoAxenHf. Tar, opraH eC iucuerrye
uupo6HraqrBo, HaflpraruraA, s IHaii ABox lirapcrrrx saco6in, sri s rroAitilbllroMy

peecrpyrorbc, B eC, ra Br{Aae ceprnsirar GMP. flocepe4ru,IllbKa opraHisaqil, tar
snaHnft ([peAcraBHVK)) nzpo6unxa, rtwritt [JraHy€ rapo6uru rporui Ha xurri ra
:4opon'i yrpaihcmrx nauiesrig rurf,xorvr rpoAaxcy n YrcpaiHi npeuaparie <<ciporo

nupo6nuqrBa)> s IHIii, no.4ae n .{epNnircrryx6y 3tulBy Ha BII3HaHH, BI,IAaHoro

opraHoM eC cepru$irara GMP. OAuax n nepenir Ao Ilboro ceprn$irara GMP

BKJrroqeHo Bxe He 1na nixapcmi saco6ta, ulo niArmaru iHcneKryBaHHro s 6ory eC, a

42, a inoai fi 6inrrue nirapcrrrur saco6is. Iut[oprraallis uloAo roro, 4e nrapo6nrrorbcfl

ui iumi 40 nixapcbKrrx 3aco6is, s f,Klrx yMoBtx ni46ynamrca nrapo6Hl,IqtBo ra
KoHTpoJrb nocri, qt,t s4ificnroeuca rexuorori.IHufi flpoqec Ha saeoAi, swrit
rroAa€Tbc.,I Ha BIa3HaHnr a Yrpaini, ni.qcyura.

qi nirapcrri saco6r, xri He 6ytu rpeAMeroM incuerrynannr xoAHI,IM

peryJrf,ropHlrM opraHoM eC, Beluxoi Epzrauii ra He 3apeecrpoeaui s NoAHifi

rpaiHi eC, Benzxoi Bpraranii a6o rpaihax-naprHepax eC (CIIIA, Kaua4a, -f,nouir,
Arctpa.nia, Hona 3enauAis, tllneftqapir, Ispaur), 3aBArKlI airo.Iift ua croroAui
rpoqeAypi srsHaHH.f, ceprusirarir norparrJrrrorr B Yrpairy 

^Its. 
lirynaHnr

oHKoxBopr,rx, xBoprD( na BIJVCHI,{, renarrrrz, rirynaHH.,I HeAoHoIIreHI,rx airefi roIIIo.
flpn eanumx ,{epxnircrryN6z.4o opranin rpaih eC ctocoBHo ulax lirapcmzx

saco6ie uesiAoNroro noxoAxeHHr Ha.qaerbc, 'rirra siAnosi.{r, ulo BoHI{ He 6ynra

rpeAMeroM iucnerryraHHr, opranlr rcpai:n €C He MaIoTb inQoprvraUii ulolo
nupofinnqrBa rlrlx .nirapcrrcnx raco6iB Ta He Hecyrb siAnoni.qa;rrnicrr sa qi
.nircapcsrci saco6r.
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BiauosiAuo 4o ,{upeKrlrBr,r 2001183rcC enponeficrroro rapJraMeHry i Pa,qz eC
sia 06.11.2001 p. ra nigsaronnm arris eC s rraerorc peecrpaqii nixapcbKoro saco6y
u rpaiuax eC a6o n rpainax-naprnepis eC crorrarKy Ao ynoBHoBaxeHoro opraHy
noAaerbc, 3aflBa Ha peecrpauiro s KoM[JreKToM AoKyMeHtin, rri, soxpeua, uictltr
iu$opnaauiro IqoAo cKJra.ry Airo.rux ra AouorvrixHlax iHrpe4ieurin,
nar(yBaHHfl/naaprynannr, TexHoJrori.rHoi cxeMr{ nupo6nnqrBa, [epeJliry o6nagHaHH.f,,

AaHr,rx uoAo r<aani$ircaqii cncreu ra o6raAsanqfl,, sariaarlii npoqecin, AaHI{x IuoAo
Meroris KorrrpoJrro mocri rirapcmoro saco6y, yrroBHoBaxeHoi oco6n, iH$opruaqii
rrloAo laafi6yruix irranoprepin rixapcrroro saco6y rolqo. nu qac rpolleAypl4
peecrpaqii lirapcrroro saco6y, nnpo6unqrBo rKoro po3rauloBaHo no3a repuropiero
rcpaih €C, Be.nnnoi Bpuranii ra rcpaih-naprHepin €C, sAificHloerrcs
iHcnerrynaHHr nupo6unqrna Ha siAnosi.(Hicrr Br.rMoraM narexuoi aupo6nrauoi
EpaKTr,rKr{. IHcuerrynann.fi sAificHroerbc, niAnosi.qno Ao BI,rMor 36ipuura npoqeAyp

CuirronapracrBa 3 rr.rraHb incnexqifi ra o6naiuy iHQoprraaqiero (EMA157245412014,
17 peaaruia).

Iltodo ototoz cmoconHo nepeeiprcu aupoflttuvoi naor4adxu na eidnoeidnicmo
stutto?oit GMP 6et nepeeipxu eupodnuqmeo ma KoHmponru nKocmi xonxpemnozo
nixapcoxozo taco6y., criA sa3uaqrrr, Iqo HilrrexHa nzpo6uuua rpaKrlaKa (GMP) - qe
qacrr,rHa ynpauinnr micuo, flKa rapaHTye, Ir1o upoayxuiro nocrifiuo anpo6rarcrr i
KoHTpoJrrorcTb 3a craHAapraMu sxocri, mi siAnosiAarom ii upusnaueHHro, a raKox
nhnonilno Ao BuMor peecrparliftnoro Aocbe, Aocbe locniaxysaHoro rirapcrroro
saco6y An.r Kriui.rHr{x Br,rrpo6ynaHr a6o cuequQirauii Ha I$o npo4yrqiro. To6ro npu
nepenipxax nupo6nnqrn Ha aiAnosiAuicm Br{MoraM GMP nepeeipaerrcx He

Hassuicrr crin, creli, niAroru, o6raAnaHrur flK TaKoro, a uepenipflerbcfl,3oKpeMa,
nnpo6ruaqrBo ra Mero.qr,r KoHTpoJrro srocri KoHrperHoro rixapcbKoro saco6y Ha

silnosirHicrr Ao Br{Mor peecrpaqifiuoro Aocbe, sxuit noAauzfi Ha peecrpaqiro a6o

3apeecrposaurfi.
B Yrpaiui HacraHosa CT-H MO3y 42-4.0:2016 <Jlirapcrri saco6u. HarexHa

nnpo6uu.ra rpaKrr,rra> siArosiAae AoKyMeHry <The Rules Governing Medicinal
Products in the European Union. Volume 4. EU Guidelines to Good Manufacturing
Practice Medicinal Products for Human and Veterinary Use> (<Ilpanuna, uo
peryJrrororb ;rirapcrri saco6r B eoponeficbKoMy Corosi. Torr,r 4. eapoueficrri
rrpaBraJra 3 HirJrexHoi nupo6nuuoi nparrr,rKu rtirapcrxlo< saco6is AJUI JIIoAI{HI{ ra
3acrocyBaHru y Berepr,rHapii>). HacraHoBa CT-H MO3y 42-4.0:2016 <Jlirapcrrii
saco6ln. Harexua nnpo6Hlaua npaKTI,IKa) 3HaxoArrbc, y ui4rprarouy 4ocryni,
3oKpeMa rarox na o$iuifiHoMy se6cafiri ,{epNnirctryx6vr, Ae MoxHa osHafiol,Il4u,Ics

: neperiroNa scix rrprraHb, rrlo [epeBipmotrca niA .rac BcraHoBJIeHrLfl siAnosilHocti
yMoB nupo6unqrna nixapcrroro saco6y Bt4MoraM GMP.

Bpaxoayroura Br{uIe3a3HarreHe, rirapcrrnfi :aci6, .txuft nupo6reuzfi tlo3a
repnropiero rpaiHra eC, Bemxoi Epurauii a6o rpain-uaptHepin eC (CIXA, KasaA4
-f,noni.f,, Ancrpanir, Hona 3eraHAis, Illreftuapir, Ispatm), nia qac B peectpaqii a

YrpaiHi B paMKax rporleAypr,r ui4rnepAxeHH, siAnosiluocri yuoa nupo6uuqraa
Br,rMoraM GMP rroBr.rHeH nepeaiprrucs a6o peryJrflropHrM opranou Yrpairur, a6o
HaAarrr rconirc pe€crpauifinoro nocniAqenHfl, Br{AaHoro KoMfrereHTHIaM opraHoM
xpainn eC, Beruroi Bprarauii a6o rpain-naprnepin eC (CIIIA, KaHa4a, Arrcwit,
Aucrpa;rir, Hoaa 3eranAi.f,, lllaeftqapix, Ispainr) (rcroro 35 rpain), uo csiAqurb rpo
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niluosiAHicm nnpo6Hr{rlrBa rlboro rirapcrroro 3aco6y Br{MoraM GMP ra rroAaJrbrlry

eiluosiAamsicm opraHy 3a rlefi nirapcrrlx 3aco6iB.
Il{odo 3r}teHtaeHHfl mepuitty dii cepmuQixama GMP, BI,IAaHoro

,{epNnircrryN6oro, Ta [purryuleHufl, 3a3HarreHoro y Baruorvry sauuti, qoAo
ropyuqifiHr.rx pusurin nil qac Br,r3HaqeHH, repMiny aii ceprzSirata GMP. ,{ogarorc
15 npoeKTy HaKa:ly uig uac repruoro lpoMaAcrKoro o6roropennx nepe46auan
cKopoqeHHfl rcpnainy 4ii ceprnQixam GMP. 3a pesynrraraMr,r upouosuqifi, sKi
na.qifirunn rig rpouagcbKrtx oprauiaaqifi ra 3a pBynBTaraMI,I roJlocyBauH.f,, ,Ke
ni46yrocs Ha y3roANcysamHifi napaai r fiepxnirc.rryN6i 23.09.2019, AoAatorc 15

uosnicrro AoorparlboBauo ra rrprrBeAeHo y siAnoniAnicrr ao 36iprN npolleAyp
€nponeficbKoro CuinronaprrcrBa 3 nrrraHb incuerqifi ra o6miny in$oprraqiero
(F.nf.A157245412014, Rev l7). Hapa":i AoAarKoM 15 nepeg6auena rueroAorori.s
rpoBeAeHH, oIIiHrr pzszxia IqoAo po3paxyHlry crpoKy nacrynHoi incuerutii
nrapo6Hraqrna nirapcbKoro saco6y Ha siAuosiruricrr BIaMoraM GMP: po3pixyHoK
s.qificriloerbcfl, Ha ocuosi ana,risy enyrpirunroro pr{3r,rKy, noB'r3aHoro s aupo6Hruoro

Aimszqero, crraAnicrro nrpo6Hnuoi Aimnnui, ii npoqecia i npo4yrllii Ta

Kpr4TrrrHocri nirapcbKr{x 3aco6in, qo nupo6nmorbcr, KrracuQiraqiero BI4flBJIeHI,Ix

nopyrreHb.
Bpaxonyroq4 ruo AoAaroK l5 silnonigae enponeficrrifi rporleAypi n nonuonay

o6crsi, [prarryIqeHrur Iqo.qo ropynqifinux pr43r,rKin uprE tt elaxoHaHui rurlrrarcTb
3acrepexeHHf, rrloAo HassHocri ropynqiftuoi crnaroeoi s carraifi rpolleAypi 36ipxr,r

rporleAyp enpoueftcbKoro CnieronapucrBa 3 rr,rraHb incnerqifi ra o6ruiny
iHQoprraaqiero (EMA 157245412014, Rev l7), n<a 3arBepAxeHa s eC.

BsaNaeruo raxi [pr4[yrueHH, 6esniAcraBHr{Mpr ra raKVMrI, sxi HaBMIrcHo

raJrbMyrorb enponeficrrcy inrerpaqiro Haruoi rpainu ra rapuoHisaqiro
yxpaihcrroro 3aKoHoAaBcrBa Ao 3aKoHoAaBcrBa eC. ,{e.arr{M npouapKaM Hauroro

cycnimcrna, rtri gafuaarorrc, HerrecHrau SaplaaueBTr4qHuna 6isuecoM, fIpID(oByIoqu
rroxoAxeHrur rirapcrxra aaco6ir, HaArururosi upu6ymu, uapari nuri4Ho
Br{Kp}rBJrrrLt 4ificue, Kopl{cryroql4cb cJIoBaMu <ropynqir> rrfl Toro, uo6
yHeMoxJr[Bvtrvr BrIpoBaAxeHruI eepoueficmrx rpolleAyp y perynronanni

QapuaqeurrrrHoro ceKTopy rarrysi oxopoHr4 34opor'r, BnpoBaAxeHHfl ,KID( HaAae

npo:opicrur peryJrrropHrrM oprallaM, TaK i npe4craBHHKaM ei4xpuroro

$apnaaqenrr{qHoro 6ieuecy.
Iltodo nxocmi nixapcbKux taco6ie, nxi eupodneni rua indiilcoxnx zaeodox
Hopnara [poeKTy HaKir3y He 3MeHrrryrcTb MoxJrzsocri HaAxoAxennx nirapcbKlrx

saco6in, nnpo6nennx s IHaii, EaHuaAern, flaruc:raui uu 6yar-sxifi inurifi rpaiui, n

Yrcpa'irry.BianoeiAHicru nnpo6Hr..rrlrBa Br,rMoraM GMP Moxe 6yrw ni4rnep4xena a6o

nia trac iHcnertyaaHua, a6o rrrJrrxoM HaAaHrur KoMlJreKTy 4oryrueurin, stotit
csiAqra:rr npo ni4nosiAHicrr uboro rnpo6nnqrBa BuMorarra GMP.

Orpenao nigrpec.nroeMo, rqo BuMoru GMP - rle KoM[JreKc 3axoAin, a rorrpom
srocri - ue oArH s fioro ereruerris. Ha npurnaai rpain eC a6o CIIIA: nicrs
orpraMaHrur ni4rnep4xeuua sfuuosirHocri nia iucnexqifiuoro oprarry rrpo

siluosiAuicrr nupo6Hraursa Br4MoraM GMP sAifiuiloerbcf, pe€crpaqix nirapcbKoro
saco6y B rpaini, a B noAirJrbrrroMy ai4norigno Ao BlIMor GMP sAificliloetrcs
KoHrpoJrE srocd rpu BBe3eui roxuoi cepii rirapcrroro saco6y ra cepruQixaqis
yrroBHoBiDxeHoro oco6oro irrauoprepa. B pa3i iunopry 6ionori.{Hlax nirapcrrlx
saco6is, y roMy vucni, rrci 3aKyrroByrcrbc, 3a AepxaBHI,IMIl [porpaMaMl{ qu
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naixuapo.qHraMr{ Sougauu, KoHTpoJrb mocri sAificHroerrcs AepxaBHr{Mr,r
ynoBHoBiDKeHr,rMlr na6oparopirlan.

Bo4uouac, siAnosiAHo Ao Br,rMor uixnapo4noro craHAapry ualexuoi
uapo6Hrauoi nparrurn rinqenufi ronrporu srocri ra ceprrEQixaqis yroBHoBaxeHorc
oco6oro He saN,riHroe rpouerypr ni4rnep4xeuua niAuoniAuocri nupo6Hnqrna
Br{MoraM GMP s 6ory incnerqifiHoro oprauy.

Illodo odueucerurun donycrg Ha QapuaqeemuqHuil paHoK Vrcpoinu
indiilcoxnx eupoduuxie ma eupodttuxie, nxi Jworomb noxaduceHHn s €C

Ilpoerrou HaK{L3y ne uepe46aqeHo Br,BHaqeHrur 6ap'epin AJrf, Br,rrue3a3HaqeHrD(

enpo6Hraris. BilnosilHicrr nrpo6nnqrBa Br{Morarr,r GMP 4na nirapcbKr.rx saco6ir,
qri [ocrarrarorbc.f, ua(ieurau Vrcpainn, [oBr,rHHa 6ytw ni4rnep4xeua
,{epNnixcnyN6oro a6o 6y4r-.f,Kr{M peryJrrropHr{M opranonr 35 rpain cniry (rpairua
eC, Benraroi Bpurauii a6o xpaiu-naprnepie eC (CIIIA, KaHaga, flrrcuir., Aacrpa-uir,
Hosa 3eraurig, Illnefiqapi.r, Iepainr), Ha pilH(y He noBr,rHHo 6yru <rinis)
HeBcraHoBJreHoro noxoAxeHnx. Yrpaiua - eBpoleficrxa rpaiua, .,rKa [oBaxae ra g6ae

upo cnoix rpoMaAf,H.

-f,ruo rirapcrrufi saci6 nxe npofimos sci rpoqe.ryprr Aorryc(y Ha pr4HoK xo.ra 6
olniei r<paihu-vneua eC, a6o Bernroi Bpuranii, a6o rpaih-naprHepin eC (CIIIA,
Kaua4a, -f,noHi.r, Ancrpa.rrir, Hona 3eaauAi.s, Illreftqapir, Ispaurr), siH uosuueu 6yrra
Ha pr,rHKy Yxpaiuu, Ht4M rroBunni nirynarIacs Harrri raqieHrn, a Epoqerypr,r AonycKy
Ha prrHoK Yxpaihr,r Marcrb 6yrw MaKcr,rMrurbHo cnpoqeni, Iqo nr nepeg6aueuo
rrpoeKToM HaKa3y.

Illodo cnpoulewH.fl ompuutoHwfl cepmufrixama GMP eimrtu3HnHu)tu
eupofiruuxanu

flia .rac niArorosru YrpaiHra Ao Bcryry s PIC/S 6yno spo6JreHo HrsKy saxogin:
B[poBaAxeHo Br,rMorrn GMP a Yrcpaihi sr o6os'.f,srosi Ar.f, sir.rr3HrHr,rx nzpo6nurin
drapcrrrx saco6is ra 3aKopAoHHr,D(, crBopeHo Hauiosa.nrsufi iucneKTopar GMP.
O6os'csroBoro BrrMororo uiA qac Bcryrry 6yna neo6xiAnicrr npoBeAeHnr nepenipor
ycix nirun3HrHl,tx nrpo6HIaris. 3 2009 uo 2011 poxra 3a pe3yrrbraraMr4 nepenipor
6yno anyJrboBaHo niqensii 20Yo sirtr,r3rurHr{x nupo6nzrin, naarepialruo-rexniqHa
6asa flKlax He siAnosilara BrrMorttM. Hapasi iHcnerrynanru Ha siAnosiAHicu
nnpo6uzqrBa Br,rMorarra GMP nig6ynaerrcr sri4uo 3 safturbHuMr{ rpoqeAypaMz ,K
AJr, 3aKopAoHHI,Ix, rar i nir.rl{3HflHr{x nupo6uzr<is silnosiAHo Ao Airo.roro llopr4ry
rrpoBeAeHrur nigrnep4xeunr ri4uosiAHocri yMoB uapo6Huqrea rirapcrKr,rx saco6is
BraMoraM Harexnoi nzpo6Hrauoi nparrnKr, 3arBepAxeHoro HaKa3oM MO3 Yrpaiuu
eiq27 .12.2012}lb 1130 (si srvriHauu) (aani - llopr4or).

lirounu lloprlrou uepe46a.reHo Bu.qarra ceprrEQirara GMP 3a pe3yJrbraraMr{
rutaHosoi niuensifinoi uepeniprn y pasi nigcyrnocri rpurrvHr{x nopyureHb s arri
uepenipor. BoAuo.rac, 3 Meroro ercnisareHTHux BrrMor rrloAo nn4a.ri ceprnQircara
GMP rir.rprsHsur{M ra 3aKopAoHHrau onpo6HlrKaM rpo€KroM HaKa3y uepeg6aueno
Hoplrry UoIo suAa.ri cepruQixara GMP 3a pe3yJrbraraMr{ urauosoi uepeniprra
niueHsifiHr,Ix yMoB nir.rngHflrrNrvr aupo6ururaM Jrlrure a pa":i nigcyrHocri B axri
uepenipor rrecrr{ cyrreBr{x nopymeHb ra/a6o Kpr{rruHoro ropyueHHr. Bpaxonyroun
3a3HaqeHe, MoHo[oJIisaLIis rlu KaprerbHa 3MoBa yHeMoxJIt4BJIeHa.

Il{odo sosHaqeHoi ittQopittaqii npo 3ynu*eHwn docmyny do itwnopmruux
nixopcoxttx sacodie
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Blrcuonru uoAo [iATBepAxeHH, Bi.qfioriAnocri yMoB Br,rpo6Hr,rrlTBa BlIMoraM

GMP AJrr Br{po6Hr4uxB 3 (rperix KpaiH) Br4IaHi ,{epxnircrryx6orc Ha 2-3 poKI,I B

3aJrexHocri si1 repMiHy ceprr,rQiKara GMP, rUo Br,r3HaBaBc.f,. 3a.ssn Ha Hacry[Hy
rporleAypy Br,r3HaHHf, a6o iucuerryaauur siArar 6y.ryrr noAaBarr,rc,

rpeAcraBHr,rKaMr,r qepe3 1,5-2,5 poKI4, B 3aJrexHocri ni4 repuiny 4ii nonepeAHboro
Br,rcHoBKy. To6ro B [JraHoBoMy EoprAry. B rn'.rsry ig sa3uaqeHl,IM prr3lrrcIr IrIoAo

3yrr rrH e H rrr inr no pry .nircapc rrorx g aco6is nracyrni.
AoAarxono HaroJromyeMo, rrlo HopMa rrloAo HaAaHrur 4o ,{epxnixcrryN6Ia ni4

qac nporleAypu ni4roepgxeHHr sirnosiAHocri yMoB nupo6nzqma BI,IMoraM

Ha-uexnoi nnpo6nuuoi nparrrErn rrrJrf,xoM BV3HaHlur cepru$irarin GMP ronifi
peecrpaqifinrx nocsiA.reHb, BilAaHlD( KoMnereHTHr4M opraHola xpaihn eC, Benraroi
Bpu:rauii a6o xpaih-uaprHepin eC (CIIIA, KanaAa, -flnoui.s, Ancrpani.r, Hona
3erau4ix, lflnefiqapir, Ispainr), nepe46aueHa Jrurrre Arfl rupo6HIarin, sri
po3rarrroBaHi nosa reprropiero xpaiur,r - qJreHa eC, Beruroi EpuraHii a6o xpaiuu,
,Ka Mae yroAy npo BaeMHe Br,r3HaHnfl g eC a6o Yrpainoro. To6ro u, HopMa He

nepeg6aveHa AJu enpoueficrrux nnpo6Hrxis.
Hapasi Aooqparlbonauufi rpoeKr HaKa3y MiHicrepcrra oxopoHr,r sgopon'.r

YrpaiHra <flpo BHeceHrur sN,riH Ao flopxary rpoBeAeHH, uigruep4xeHH.r
eiAnosilHocri yMoB uapo6uraryrna rirapcrrux saco6is Br,rMoraM Harexuoi
nrapo6uuuoi rpaKrurr,r)) Brpere onpr.rJrroAHeHo Ha oQiqifiHoruy se6cafiri MO3
Yrcpaurr,r n pos4ini <,{oxyrraenrv>, & Tarox HarrpaBJreHo Ha [oroAxeHrur Ao iuurx
ueHTpturbHro< oprauin Br,rKoHaBqoi sraAlr.

MinicrepcrBo oxopoHr,r 3Aopon'a Yrpai'rua ft ,{epxarua cnyx6a Yrpaihn s

rirapcrrNx saco6in ra KoHTpoJrrc 3a HapKorr{KaMr{ nepmoqeproBo crorrb Ha 3acaAa(
3axrlcry s4opon'r ra xrrru HaceJreHHf, Yrpaihn, ra ycirmo c[purrrorb rorray, rqo6
spo6rarn niril 6esneqHr,rMr,r, micur.ruu, Aocry[Hr,rMr,r ra eQexrurnuuu. BurosauHs i
KoHTponb 3a Aorpr,rMaHHrM crangapriB, rrpaBr{Jr i Hoprvr siAnoniAHo Ao EpnHrlunis
ycix Ha-rrexHr,rx npaKrr,rK y c$epi o6iry dxapcrrnx saco6is crae o6os'.f,3roBnr
[paBrrJroM enponeftcBKoro Coro:y, 3 ,Kr,rM Yrpainoro 6yno uignr{caHo Yroly npo
acoqiaqiro.

3 nosarorc

llepuuft 3acryrrHrrK Minicrpa
oxopoHlr rgopon' n Yrcpai:nn Auapift CEMIIBOJIOC
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