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Ilfoco npoexmy naxazy Minicmepemea
oxaponu 30opos '8 Vipainu

wllpo enecenns smin 0o Hopadxy nposedenna
nidmeepoxcenna eidnosionocmi ymos
supoinuymea nirvapesrux sacolis sumozam
HateNcHol EUPOBHUNOT NPArRMUKIYD.

3 pesyneTaTamMH  pOSTOAAY DpoekTy  Hakaly Minicrepersa  oxoponn  smopos’s  YepaiHu
«llpo enecenna 3mid ao [Mopanky npoeefeHHA MINTREpKEHHA BLANOBIAHOCT] YMOBR BHPOOHHMUTEA MIKAPCEKHX
sacofiB BHMOTaM HajeskHo! BHpOGHHHOT NpaKTHEN: ONpHNKHeHoro Ha cairi MO3 ta cninkysanns 3 foro
NPHBOOY 3 BHPOOHHEAMM/TIOCTAYANEHHKAME Mikapchkux 3acobiB Mal BHCMOBHTH CBOI 3ayBaKEHHA Ta
JaNepedYeHHA 4 VOOCKOHANEHHA BKA3aHOT NpOUEIYpH NiATBEpDKEHHA BiONOBIOHOCTI YMOB EBHpOOHHLTBA
nikapcerux 3acofip BHMOraM HanekHO! BHPpOSHHYO! TPAKTHEKH,

Merolo upore npoexty, Buxogsud 3 [loscmioBansHoi 3ammckn MO3, € 3afeinedeHHA HANEXHOTD
KOHTPOMIO AKOCTI NiKApCEEMY 3acobie H yMOB TX BMpODHULITES, 4 TAKO® FAPMOHIZALIA 38KOHONABCTES YKpATHH i3
saKoHOJaEcTROM EBponeticerero Comozy.

Opras, Axwil 37llicHI0E KOHTPOUIE 23 BHKOHAHHAM Ubore Hakasy e JlepsonikermywGa pinnoeimHo
[0 MOKTANeHHX Ha HEl 3aBIaHE, 30KpeMa 3ilicHIDe fepiasHIHA KOHTPONE 38 NOTPHMAHHAM BHMOT 38KOHONABCTEA
moao zabesnedennd AxocTi Ta Gesnexw nikapcekmx zacofiB Ha Beix eranax ofiry, BToMy UHCITI KOHTpPOML
38 BHPOOHMLITEOM HA BinNoBimHicTs nikapcerkmx zacobie HpOOHMITTEA BEMMOTAM €BpONEHCHKOTO CTAHIAPTY —
HANe#HOT BHPODHMH0T MPaKTHEH.



Ilpote, npononoBani MiHICTEPCTROM OXOPOHH 340POB'A 3MIHH MOPANKY NLITBEDIKEHHA BIINOBLIHOCTI
YMOB BHpOOHHITEA NikapcekHx 3acofis sMmMoram HanesHol BHpobHH=0l npakTHkH (cepThpikaty GMP) MomyTh
MPHEECTH A0 MOAOPO#YAHHY 200 3HMKHeHHd 3 puHKY Vipaiuy pamy satpefyeaunx mikie Ha HepwaHaveHwil yac.

HoenicTio nepenectn epponeiicsknii nocein B yrpaiaeski peanil ne 3ociM MokmuBo | Henonineno
depes pizEEmio ¥ Joseitennx nponeaypax, ocolaEBocti GyEEUioHyBAHHS JepaBHHX opranis Ta
BigcyTHOCTI eqEHOr0 exoHoMiunore npocropy 3 €C,

Tak, y mm 4 ta y nm 5 0.2 Posginy I, «Etany miarseposesns BiANOBIAHOCT] YMOB BHPOOHHLTEL
mikapcekuy 3acofis Bumoram GMPy sanponoHOBaHOTO NPOEKTY BHKJANYEHA MOKIHBICTE mogayi womil
ohiniinoro goxkymenra mwogo siinosinHocti yMoB BHpofHENTEA AiKapcbKHX 3acofie BHMOTaM HaxcwHOT
BHpoianyoi npakTakd (Hagani — GMP), BEIaHOr0 YNOBHOBAXEHHM OpradoM kpaius-anena PIC/S, mo
MOZKE HEraTHBEHO TIO3HAYMTHCE HA JOCTYIIHOCTI BIOMOBIAHHX mdikapeekmx zacofie. Takom me mpuseene go
HDIATKOBHX BHTPaT 4acy i KOWTIE BHPOOHMKIE Ha iHCTIEKTYRaHHH, IO HETATHBHO BigoGpasHTLCA Ha BapTOCTI
nikapeskoro sacofy ana puHky Vipaim.

Kmwuosoio merown PIC/S (the Pharmaceutical Inspection Convention), Tax i PIC/S (the
Pharmaceutical Inspection Co-operation Scheme) € rapmonizaumia Beiel cmeTeMH iHCNeKTYBaHHS
BiAnoBiInEX Kpain-yaacuans PIC/S,

Ocobnuey yeary Buxosasunii komitet PIC / S npuainse pasvammo GMP / GDP-incnexTopis. Has4anns
NpoBCOMTECA mMOpiTHO B Qopwari cemisapie Ta excneprHHx 310pade. B upomy einHowenni PIC [ 5 Hapae
YHIKATEHY MOAKITHBICTE CILTBHOTO HABYAHHA [HCIEKTOPAM PEryIATOPHAK OPrafis (OKpeMo, peryIaTopHI OpraHH
abo Taki opramizauii sk BOO3 abo EMA npoBonsTs 3araneni KypcH HaBYaHHA, TEPEBLKHO [UIA HOBHX
incmektopie). BHkonasumi komiter PIC / S Takow safesnedye ogmaxose Tpaxtysanua GMP i enementis
cHcTeMH AxocTi Desnocepensso ona GMP / GDP-incnexToparis. 3a JONoMOro TAK 2BAHOT «CHCTEMH MBHAKOTO
OMOBIEHHSY PErYIATOPH] OPraHH aBTOMATHHHO OTPHMYIOTE MEpeBary ¥ BHIMALI OMOBIINEHHS NP0 HEAKICHY,
tanscupikorany, HesapeecTporani afo 3 NpPOCTPOYEHHM TEPMIHOM IPHAATHOCTI cepil MiKapchkux 3acobis Ha
pHHEKY OyAE-AK0T KpatHH-YUacHHLI,

Cucrema PIC / S moae 3anobiranna 1a BiIRIAKAHAA € 9acTHHOW (iTkm mMApoko] cHeTeMH, AKA
BKIWYAC CHCTEMY NONepeIeAHd T BiIKNEKaAAS 3 Kpain-4ienie Epponeiicekoro Corway, EBponeiicsrol
3onn Binsuol Toprisni / Jorosopis npo B3aeMAe BH3HANNA,

TakuM YHHOM, HEMAE MIJCTAB BEAXATH, M0 yrpaiHceki GMP- incnextops € Ginbin JocRiTHEHHMY Hix
mixHapogai GMP- iHcnexTopd, a TOMY BHEMIOMEHHS i3 cRIagy AokymenTie odiuifiHoro mokymenta Wogo
BiANOBIAHOCTI yMOB BHpoDHHUTER Nikapekxux 3acofie BMmoram HanesHol eRpoDHHYOT npakTHed (Hagami —
GMP), BHOAHOTO YOOBHOBAWEHWM oOpraHom kpaidd-4nena PIC/S e HepouineHeM Ta TakuM, MO CYNEPEYHTh
nigicifi meti GMP ceprudiranii Ta seomurecs BHEmOuHO Ao nofiopanHa iHTepecie oxpemol 4YACTHHM
thapmanesTHunoro Gissecy Vipainm,

Kpim Toro, 3 npoekTty narasy Midictepetea oxopous 300pos’s Vipaiun «TIpo srecenns smin no Mopaaky
NPOBEACHHS NiOTREpI#EHHA BiIMOBIOHOCTI yMOB BHpoOHMITBA nmikapckkWx 3acobiB BHMOTaM  HanesmHol
BHpoGHWYOT NpakTHKH» NOBHHEA GYTH BHIIIOYEHA BHMOTA MPo HAXBHICTE Ta Bianosianoro Haganns Marketing
Authorization (koni#i peecrpaniiinwx nocsigdens) Erponeficeroro Cowozy, BenukoGpuranil (B pa3i BMKOHaHHS
BREXIT) i mex kpaiua PIC\S, axi ynamd yrogy npo BIacMHE BHIHAHH PE3Y/ILTATIE IHCMEKTYBAHHA 3 KpaiHAMH
yuacHHUAME Cpponeiicekoro Corosy 1 Yxpainoro.

3rigmo 3 BamMoramy €C AreHTcTBO KpaiHM, KA He NPOBOIHNA IHCTOEKU[H BHPOOHHYOIO MalgaHyuHKa HA
pignopiguicTs pmMoramM GMP, moske uzsaTH iHcnexnifuemii spiv immol kpainu €C i He NPOBOAMTH NOBTOpHE
{HCTEKTYBAHHA AN% peccTpauil Jikapekkoro 3acofy, mo He Gyno MpeaMeToM IHCTIEKTYBAHHA Ta HE 3TATAHO B
iHcekIiHHoMY 3BITL.

Tomy ans ninTeepHKEHHA BHKOHAHHA BHMOT PEECTPamiHHONO AOCHE BHpOOHMKOM, MOTPiGHO AOOATH B
mepedik NOKYMEHTiE, 0 HANAKTRCA HA NEPEBIPKY MMM NpPOLCAYPH BH3HAHHA ceprudikara GMP, samicts
Marketing Authorization, posain 3.2.P.3.3 Omac supofHAMoro npobecy Ta KOHTpomo npouecy Momyns 3 Ha
NEpeRipKy MOMIHROCT] BHpoDHHLTEA Nikapcekoro 2acoly RignopiaHo 00 HaseHHX MomIHBOCTE! i OcHamEeHHd
BHpOOHMITEE, WO BrasyloTeca B Site Master File, ockinekn GMP ceprudikanii nignarac came npoiec
BHpOCHHUTEA, a He Aikapcekui 3acil OKpPEMO, OCKITBEH A Nikapebinx 3acofip icHye IHIIAR NOPANOK AOCTYIY
Ha pHHCK YEpaian srigHo [opamky pepsaerol peecTpauii (nepepeectpauii) nikapeekux 3acobis, 3aTBEpHEHHH
noctanoroie Kabinery Minicrpis Yrpaisn sin 26 tpasas 2005 p. N 376.



e oaxeM 3 rOCTPHX NHTaHE CTANA HAXBHICTE B MPOEKT] HAKAZY MOMUIHBOCTI CKODOHEHHS CTPOKY Ail
Ceprudpixara 38 peKomeHIALIEK IHCOEKTOPIE 2rilHO NPOTOKOMY OUIHKH PHSHKIE LIOAO PO3DAXVHKY CTPOKY
HACTYTHOT iHcnekwii BMpoGHMITEa Nikapekkoro 3acofy Ha BinmoBinHicTs BEMoram GMP,

Ile wece 3arposy 3anmpoBaIKCHHA NPAKTHKM WMCACHHHMX NOBTOPHMX IHCTEKUid, y pasi npHiHATEA
3ANPOMOHOBAHKY 3MiH, SKi NPHEEIYTE A0 JONATKOBHX BHTPAT BHpoDHHKIR, ¥ 3B"2KY iz 3amydennsM Ginsmoro
CKNamy MepcoHANy Ha BHpODHHITEO i 1X HABAHTIKEHHA, 4 TAKKK ¥ 38'A3KY 31 3HIKeHHAM obcary eupoGHHLTES,
WO CIPHYIHHATE 30IIBINEHHA BApTOCT] MKApesKkHX 3acobiB 1A NauieHTa,

3anponoHoBaHI MONMKEHHA NPOEKTY NOTATHYTE 38 c0G0k 36iNkMeHAs TEPMIHY HACTYTIHHX THCMEKINH, WO
MOMKE NpHBecTH A0 HageHoeTi of'ektie Gex miiowmx ceprudikatie GMP, pediumty npomykuii B kpaiei i
KPHTHYHOMY MOTIPIIEHHIO JOCTYIHOCT] Nikapehkuy 3acofiB Ana nauieHTis,

Tlpoananisysasmy ofi'eM MOTEHUIAHKK iHCTEKLIR, CTAE ACHO, WO B NEPCOEKTHEI, MOWE HTHCA HE Npo
THMHYACOBY BLACYTHICTE NiKapeekhx 3acobi, a mpo TX NOBHE IHMKHEHHS HA HEBM3HAYESHHH 9ac 3 pHHEY YKpait.

Takum unHOM, MaTHME MiCle PEATBHA JATPO3A PHNHHEHHA MOCTAYAHE HEOOXIHMX IMIOPTHMX MiKis, AKi
Ioci nocTaenammed B Yipainy Ge3 sayRameHs 1OI0 SKOCTI.

KpiM Toro, Mo voi 2apoid - BHpOOHHAKH, ¥V TOMY 9HCHi 1 iHmiFAckki, BIONOBINATE BHMOTaM HANEKHOT
EHpobHMyOl npakTHEH | ManoTs cepTrdikat GMP, fes axix BeesenHA nikapchkux 3acobis He MommTHBE, yei
Nikapeski sacofn, Wo iMNopTyIOTECA ¥ ToMy wmchi 3 IHoil npoxonaTs ofoB'a3koBHH DepikaBHMI JabopaTopHHil
KOHTpPONE AKOCTI.

Tak, ykpafnceki nignpeemcTea-gucTpHO IOTOPH | MbKHApooHi opradizauii BNPOJOEM TPeOX pOKIE
3AKYNOBYIOTE AKICHI NikH iHAiHcekH BHpoOHMKIE 38 NOCTYIHOK UiHOK, 4 € COTHI THCAY YIAKOBOK | JECATHH
HaiiMeHyBaHb BHCOKOAKICHIY TeHEPHKIE.

Jlikapceri zacofH iHmifickkoro BHpOOHHIITEA 3AKYTIOBYHOTBCA ¥ TOMY WHCAL i wepez mMixHAapomHi
opraHizauii no NporpaMax JeKaBHHX 3aKYIIBENE, A8 SKICTE MKAPCEEHK 3ac0GiB IHAXOIHTECA HA NEPIIOMY Mici
i peTenbHO KOHTPOMOETECH YIOBHOBAKEHHME OPraHaMH.

TakHM 9HHOM, BHIABHBINHE 3 (apMALERTHEHOD PHHKY Y kpainu iHnificekuy BpoOHEKIE TA BHPODOHHKIE,
Ak He MaroTh noxomkenHaA 3 EC, siTursnani supobHEKH Nikapcskix 3acofie MomyTs gocartd KaprensHol sMoB#
(3MOBa MOHOMOMICTIE) B Uingx 30iNEMIeHHA BIACHHX 3Bepx NpHOYTKIB ¥ 3B A3KY 3 WHM MOYTh 00’ €OHATHCA Ta
30CEPEIHTH ¥ CBOIX PYKAX NePeBakHy JaCTHHY BHPODHHIITEE 1 30y Ty OKpeMHX NIKapcEKMX 3acobiB, mo 3abesnevye
HHM MOAUIHBEICTE AHKTYEATH CBEO] YMOEH NPOJasy 1| BCTAHORTIBATH MOHONOIRH] JABMILEH] HK HA TIHAPChK
3acolH.

TofTo, HARBHICTE TAKWN BHMOr, fK 3MEHMeHHA TepMiny nii cepradikary GMP ta nananns Marketing
Authorization ve Mae ofrpynToBanol ocHOBH | Befle J0 NOPYILEHHS MNPAE HA 3AOPOBY KOHEYpEHIio i Mome
NPHBECTH AK 10 MOHCOTIOMRANi] pHHKY, Tak i Jo THMYacoporo afo TPHEATOTO KOTIANCY HA PHHEKY, AKHH NPOABHTECA,
cepes iHWOro, MIBHIIEHHIM BAPTOCTI MiKAPCEKWK 2acobiB, B SHHKHEHH] 3 DHHEY HA HeBM3HAYeHWil Hac pamy
Jikapeskoro sacofy, wo y ToMy sweni ExoauTs B nporpama "IOCTYTIHI JTIKH".

Epim Toro, seamaemo, o AaHuil TPOSKT HAKAZY € TAKHM, MO MO#e OYTH BHKOPHCTAHHHA B KOPYTLAHHX
cXeMax, Tak K ¥ pasi IpMIHATTA OPOEKTY KOAKEH 3 iHCMEKTOPIE, AkHi NPOBOIHTE IHCTEKNIKD, 3 METOK OTPHMAHHS
NOAATKOROT HEMpaBoMipHO! BHTOOH, OyAe YMHCHO ckopodyeaTH TepMin aii Ceprudikary mol oTpeMaTH Taky
HenpaeoMipHy BHCOXY a0 [ 9ac caMoro iHCIeKTYBAaHHA 250 3 METOH OTPHMAHHA HElpAaBOMIpHO! BHTOH Nin
Y4AC HOBOTO IHCTIEKTYBAHHA Micid CIVIHBAHAA cTpoky Ail monepenssoro Ceprudikary. Takom € NpHOyIIeHH, W0
KEPIBHHIITBO caMoro oprady, mo npoeoguTe GMP ceprudikaumiio 6yfe gasaTi HernacHy BKasiBKy, OO
¥MHCHOTO CROpOYeHHA TepMiHy Oil Ceprrdikary 3 MeTOK OTPHMAHHA HETIPABOMIPHOT BHTOMIH.

VY pasi cropouenns Tepminy mii Ceprudirary, supo0mukm/3aspHEKH mikapcekmy 3acofiB, 3 MeTom
OTPHMAHHA TOCTYITY A0 YKpaTHCEKOro pHHKY NiKApeerHX 3acoBie 6y IyTE BUMYIIEH] HECTH POIXOIH HA NOBTOPHI
Ceprudikanii, a Taxow GymyTe sapyuHHEaMH kepissmirsa JepscnikcmymsGu, axi GyIyTe sMyDVBATH cBOiX
HCNEKTOPIE 3AHMAYBATH NOKAIHHKH [HCTMEKTYBAHHA THX 9M [HIOHX BHPOOHHLTE 3 METOK OTPHMAHHA
HEMPAROMIPHOT BHIOIH,

Ha rtenepimmiii gac ceprudixatn GMP sunae Tepamikcmyxba. VuacHEKM pHHKY OpH OTPHMaHHL
ceprudikaty GMP cruraioTcd 3 pagoM npofines, gki He BPeryILOBAHI NPONDHOBAHHM NPOEKTOM. Jokpema,
Hepanikenyxba He NOTPHMYETECA BCTAHOBASHWN TEPMIHIE MpH NMpPOBENEHHI NMpoLeTYpPH NiNTEEPIAESHHA YMOB
eupobumiTEa BUMoram GMP, a aii Jlepaonikeny:xBu Ha yeix eTanax NpoXOTKeHHS TOKYMEHTIB i mpopeneHHs
SKCOEPTHS HENpPO30pi | 3aKpuTi.



Kpim Toro, ichyiousii nopagok akTHeHO Nepeafadac pisHi YMOBH MPOXOUKEHHA MPOLELYPH 4NA
BITUMIHAHHX | iHO3eMHNX BHPOGHHKIBE MikapcEkHX 3acofik T HASEHI 03HAKH MOHOMOMI3AINT YKpaTHCBKOTO PHHEY
JikapcekHx 3acofis 3 Goky eiTmmHAHEX dapMroMOanii. B Mexax ceoix nopHosamcHs Jepactikcnyxta Oyne
MATH MOMUTHBICTE WHHHTH AIMiHICTPATHEHMH THCK HA Y4aCHHKIE PHHKIB Nikapceknx 3acoie B Yipaisi, 3okpema
LIIAXOM CTBOPEHHS arMinicTpaTHeHMX Gap'epis BeTymy iHOZeMHMX, J0KpeMa iHgifichruy eupofHHKR NikapoeKHX
3aco0ie Ha 1l pHHEK.

95 % BLI- indixopamux ocif sacTocoryioTs Rikaperki sacofu ingilickkoro BHpoOGHMITES M NPHIHHEHHS
NOCTABDK T4 YYACTE MiMHAPOIHIX IHAiHCcEMX dapMalesTHYHIN KoMNAHIH B 3aKyTiEIgX HErATHEHO MOHAYHTECA
Ha 3iopos’ Takkx ocif Ta npuiineTees 3nilicHmopaTy 3akynirmo afo GpeHIORHX NpenapaTie, Akl KOIITYIOTE 3HATHO
JOPOKYE HIA AKICHI reHepHRH.

TobTo npr AeTaRHOMY BHBYEHI MOMUIHBC JilTH BHCHOBKY, IO NPOSKT JOKYMEHTA MICTHTE MOIOMHEHHA,
AK MOMYTE MATH HETATHBHMHA BIUTHE HA KOHKYPEHIIIO HA PHHEAX JiKapCEKHX 3ac00iE.

BHineekasani JOBOIH MNiITTBEPIKYFOTRCA THM, WO 3riHO 3 noeigoMasHHs 31 cTopinkd depsorikcmytu
IJA POCIAAY HAYKOBHX pexomedgauifl ta nponoswuii wogo safesnedenns HAYKOBOTO CYTMPOBOZY peanizauil
pedopMyBaHHA OXOPOHH 300poB’a ¥ cepax KoHTpomo skocTi Ta fe3nexH Aikapcrkix 3acofis. .. creopenc Bueny
pany mpH JepmnikenyGi. Jo T cknamy yeifmnw namm Onexciii Conosifos Ta JiMurpo 3axapam, agi ¢ Ton-
YHHOBHHKAMH 4aciB fHykoBH4A Ta AK] MANMK TicH] CTOCYHKH i3 exc-npeM’ep -MinicTpom Azapoerm M.A., mo camo
no cobi € cyMuipnEM darTopos mogo nposopocti poford Takol Buenol pagn 1a aemoHeTpye Tol dakr, wo
LXK peamizallii Tak 3BAHOTO «PedopMYBAHHA OXOPOHH 3N0P0E’ S NPOBOLATECH Hepes TOHOBICHAA KOMMITHIX
KOPYIILIHHAX cXeM.

Kpiv mporo, 3a ganume 3MI rnapa MO3 3opana Cranelika npH3Havmig oUHEM 31 ceolx pamHHKIE —
Uymara Onexcanapa Bonomsmupopsda, skHil € NpelcTABHHKOM BITUMIHAHHX (apMalleBTHIHHY KOMIAMiH, a
3HaUHTE Oyne nofiloBaT IHTEpeCH BHYTPINHIX YKpalHCBEMX BHpOOHHEIR T2 TNOCTAYANRHHKIE. 3 JaHOH
indopMmaniero MomHa o3nafoMHTHCR 33 HacTYTHEMH nocunamasMi: (https:/antikor.com.ua/articles/344718-
aleksandr chumak smotrjashehij farmatsevtichesko] mafii v_obnovlennom minzdrave
https://antikor.com.ua/articles339580-
podeliniki_bogatvrevoj i rejderv_bagri] chumak i golubovskaja vozvrashchajutsja v_moz)

Tax, Yymar O.B. Ha Tenepimuiif wac 3a JaHpM#E CJIMHOTO JEPREABHOTO PEECTpY FOPHAMYHHX ocif,
dizmusmx  ocif-mignpuemiie Ta rpoMamceky (GopMyEaHe € 3acHOBHHKOM ToBapHcTBA 3 OGMEMEHOH
signosiganeHicTio "BINMAPM", kog CIAPIIOY 35877160, agpeca: 04108, m. Kuis, npocnext [lpapmw, Gya. 62,
ocnopHAd BHE ginasHocTi - 21.10 Brpofamnree ocHoBHEX dapMaleBTHYHEX NPOIYKTIE, 4 TAKO®
KEpiRHMKOM Ta 3acHOBHEKOM ToBapHCTEO 3 ofMexeH00 BinnoitansHicTio "TOPTOBHM JIIM KEM®APM", koa
EIPIIOY 42756996, anpeca: (04071, m. Kuis, Byn. BoagemseHeska, Gyauaok 52-54 nitepa A, ocHOBHHI BHI
gigaenocTi - 46,46 Onropa vopriens dJapmanesTH9HAMHE ToBapamu Ta #AkHH za gamamu 3MI e
IucTpHO KTOpoM Mikapebkuy 3acobie eupobauTes TorapHeTEO 3 AofaTkoROK BignosiganeHicT:o "THTEPXIM",
Yrpaina.

Ieit daxT € okpeMHM JOBOTOM A4 Tore, Mo 2adyMaTHCA INONC OifCHHX MOTHBIE Ta MIcTaE O7IA
MPHIAHATTA JEAKHX MyHKTIE BRAZAHOTO NpoekTy Hakazy MinicTepersa oxopons 3nopoe’s Yepainn «[Ipo BHecenH:
aMin ao TTopanky NpoBeNeHHA MiNTBepKEHHA BIINOBIIHOCTI yMOE BHPOOHHMITEA NiKAPChKHX 3acoGiB BHMOTaM
HANEKHOT BHPODHKYO! PAaKTHKHY.

Tomy npocamo Bac posrisHyTH Jame 3 iHS Ta OPEAHATE 10 YBArM BHUEBAKIAZeHi
00CTABHEH Ta OGIPYHTYBAHES, & TAKOX 3A]10BLILHATH name NPOXAHHE Ta JAJHIIHETH Ji04y pelakuin
Harazyy MiunicTeperso oxoponn zgopos's, sig 27.12.2012, Ne 1130 "[po 3arsepmxenns [opsgiy
NpoBEIeHEA MiNTBEDIAKEHEA BUNOBLIHOCT] yMOB BHPOOHALNTEA NiKAPCEKEX 3ac00iB BAMOraM HANEHHOT
pupobmagol npakTHER” alo BRIWYHTH 3anpoNOHOBAHY PelaKnil JeAKHX OYHKTIE 0 NPOCKTY, AKa
BHEJIAEHe HiAYe ¥ NopiBaaIbaai Tabnnmi.

MOPIBHAITBHA TABJTHIIS

Jiomaa penakuia Hakazy | Penaknia NpPOEKTY nakazy | [Ipononoeana penaknois
MinicTepcTeo oxopons 3q0poB's, ein | MinicTepecTea oxoposs 3m0poR’s
27.12.2012, Ne 1130 "Ipo | ¥kpainn

JATBEPIHREHAA Mopsanky f «[lpo Brecenns 3min go Lopanky
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npoeeleHns nigTRepIAeHHS
einnoeigaoeTi ymor BHpoGHHOTERA
Jikapeekux  sacofie  BEMoOram
HaNEKHOT BHPOOHAY0! NpaKTHER"

OiITBEepI#eHAS

npoBenenns
BidnoeigAoCcTI YMOE BHpOGHHITEA
JikapcekHX  3acobiB  BHMOraMm

Hanexnol BHpolHEI0] NIPAKTHEHY

odiniitauii JOKYMEHT moao
BiomoBigHOCTI  yMoOE  EMpoOHWLITEA
nikapcerux sacofis eumoram GMP -

cepradikar  BianoBigHOCTI  yMOB
BHpolHMUTEA  MikapeEREY  3acofie
BHMOTEM GMP, BHIAHHIT

YIOBHOBAEHHM OpraHoM Kpaium -

urena PIC/S, afo niuensin  Ha
BHPODHMITEO  jlikapebkuy  3acofis
(AKILO  YNOBHOBAMEHHM  OPranoM

Kpaind - wiena PIC/S He nepenbadena
BHAaUa ceprHbikara  slanoeigHocTi
¥MOB  BHpOOHHMUTEAE  MiKAPCERHX
sacofie enmoram GMP);

oGiniiiHmii IOKYMEHT o0
BiANOBLAHOCT] YMOB BHpPOGHHIITEA
nikapceksx 3acobis umoram GMP —
cepTudikaT  BignoBiOHOCTI  yMOR
eHpofHAOTE: nikapcerx  3acobis
BHMOFAM GMP, BHIAHMH
YTIOBHOBEMKEHHM OpPTaHOM KpaiHW —
uneHa £C afo kpaiHu, Aka Mae yrony
mpo B3aemHe Bu3HaHHA 3 €C abo 3
Yrpainowo (pizomocti 3 obiniiinoro
ENEKTPOHHOrD peecTpy — maAa FDA
CLIA), abo miuensls Ha BHPOOHHUTED
JHKAPCERHN zacobis (srmo
YTOBHOBSMKEHHM OPraHOM KpalHH —
yneHa €C abo kpaiHs, Wo Mae yTooy
npo EssemHe masHanng 3 €C afo 3
Yrpaiuow we nepegfaveHa Bugaus
ceprdikata signosigHocTi  yMoB
BHpoOHHIOTER TikapcekHX 3acobiB
eHmMoras GMP);

oiniftaui qokyMeHT moIo
BianosiaHoeTl YMOB
BHpofHHLTEE  MiKApCHEHX
sacobie  eumoram GMP -
cepruikat  BigmoeimHocTi
YMOB BHPOOHHIITREAE
nikapeeknx 3acofis BAMOTaM
GMP, BHOaHHH
YNOBHOBAMKEHHM  OpraHOM
kpainu - wnena PIC/S, abo
nmigH3A HA BHPOOHMITBO
mikapcekkx  sacofie  (AKmo
YIOBHOBKEHHM  OPTRHOM
kpaiHH - =nena PIC/S ne

nepenfa4ena BHAYA
ceprhikaTa  BianosigHOCTI
YMOR BHPOOHWLITEA

nikaperxux 3acobie BHMOramM
GMP),

IL ETann nigTREpIEEeHAR
BigmosigHocTi ymoB BHpOOHEDTBA
Jikapcekux incobis samoram GMP

2. lna nigreepmoaeHHa BUNOBITHOCTI
YMOBE  BHpODHMLTEA  JIKAPCEKHX
sacobip  BamoraM GMP  Sassnuk
(npencragnHE  3adBHHKA) NONAE 10
Jepanmikcnyx0n  3agey HA BHOAYY

Cepradixata abo 3assy Ha BHOAYY |

BucHOBKY, 00 AKMX OONAFOTECA TAKi
OOKYMEHTH;

I1. Erannm nNiITBEepIXReHAR
BianopigRoCTi YMOB BHpPOGHEUTBA
nmikapceKAX 3acofis samoram GMP

2. lIns nigTeepr#eHHd BiAnoBiTHOCT
YMOE  BHPOOHMITBA  MiKAPCHKHX
sacofie Bumoram GMP  3asemuk
(ONpegcTaEHMK JaABHWKA) TODEE MO0
Hepmnikcmysxbn 3asey Ha BHOAYY
Cepruikara abo 3aspy Ha BHaady
BucHOBKY, [0 HKHX AOJAKOTECH Taki

| IOKYMEHTH:

4) szaceigueHa B  YCTAHORISHOMY
NOpAAKY KOmia ofiuifHOro JoKyMeHrTa
MOA0 BignosigHoCT YMOB
BHpOOHHMITBA  JNikapchkux  3acobis
BHMOTAM GMP, BHAAHOID
YHOBHOBAMKEHHM OPranoM gpainmm -
qJIeHA PIC/S, SACBiIHEH] B
YCTAHOBIEHOMY nopsgEy  Komil
NOJaTKIE 00 TaKoTo JOKYMEHTa 3
nepenikoM  nmikapoeknx  3acobiB (3a
HAABHOCTI)  Ta  3aceigucwi B
YCTAHOBNEHOMY MOPANKY MNepeknand
UMK JOKYMEHTiE yepalHCEKCGH Ta
AHCIHCEROR MOBAMH,

Awmpo  eHeceHo no  GasH  faHMx
| EudraGMP, 3asesuk (npegcTasHHE
JaAeHHKA) HANAe polapykieky 3 uiel
Gazm JaHMX Ta Nepelnal YEpPaiHCEKOW
| MOBOKY, ¥ TOMY WHCHI i3 JomaTRamMm (38

4)3acBimueHa B  YCTAHOBNEHOMY
MOPAIKY KOITiH odiuiinoro
HOKYMEHTA MO0  EINOBLAHOCTL
¥YMOB  BMPODHHIITEE  JiKaPCBKHX
sacobie eEMoramM GMP, sWaanoro
YIOBHOBAMEHHM OpraHoM Kpains —
unena €C afo kpaiHu, ska Mae yrogy
npo R3seMHe BH3HaHAR 3 €C abo 3
VrpaiHow.

Sxno  pHeceHo Oo  Ga3H  mAHMX
EudraGMP  afo  enexTpoHHOTO
peectpy  FDA  CHIA, 3aserux
(mpencrapHWKE  3aARHMKA)  HATAE
pozOpyxiBKy 3 miel 0asH JaHHX Ta
neperian YKpPaiHCBKOK) MOBOED, ¥
TOMY HHCH i3 OogaTkRaMM (3@
HagpHocTl). 1li DOKyMEHTH NOBHHHI
ByTH 3ACEiTHEH] 3agpHAEOM
(npeacrasHUKoM 3asBHMEKA);

4 3acBlOHeHa B
YCTAHOBISHOMY TOPAIKY
KOMiA oiiuifnoro QokyMeHTa
MoA0 BIIMOBLAHOCTI  YMOB
BHPOOHHUTEE  NiKAPCBKHX
sacofie  Bumoram  GMP,
BHITAHOID }’l’lﬂlﬂlﬂme“l[ﬂ
OpraEoM Kpaiem - Wiena
PIC/S, 3acBigHeHi B
YOTAHOBISHOMY TOPAIKY
KOMil JoAaTKiE A0 Takoro
OOKYMEHTA 3 [epenikomM
nikapcerux  3acobiB (za
HAABHOCTI) Ta 3acBigueni B

YCTAHOBISHOMY NopAaKy
MepeKIall [HMX NOKYMEHTIB
| ¥KpAIHCBKOID Ta

AHrMIACEKOK MOBAMH.




HageHoCTi). Lli OOKYMEHTH NOBHHHI
GyTH 3acBim4eHi JaABHHKOM
(MpeACTAEHHKOM 3adBHHKA);

| SAxmo
| panpx EudraGMP, 3assuux
(npencTaEHHK 3agBHHKA)
| Haflae posOpyKiBKY 3 wiei
Dazd [OaHMX TA [epekian
YEpaiHCBKOK MOBOKD, ¥ TOMY
gyucai i3 pogatkaMe  (3a
HagerocTi). LI noxymeHTH
noeuEHi  GyTH  3aceimueHi
3agBHUKOM (NPEICTAEHHEOM
JanrHMKA);

BHECEHO 1O Oai |

5) Komis Aoche pHpoOHHY0T IiABHHLI
(Site Master File) Ta #oro nepexnam na
yikpaiHceky Talabo aHrmilicEky moBy,

saceigueHi JaAsHHKOM
(mpencraBHHKOM  3aseHMEa) (a8
HEpPEIHIEHTIE, 34 BHHATKOM

eHpobHHKis, Bupobangl noTysnocTi
SAKHX 3HAXOASTLCH HA  TepHATOPIl
Kpalin - whenis PIC/S);

5) wonig pocke BHPOOHHYOT JiNEHHLI
(Site Master File) ta floro mepexnag
Ha ykpaiHceky Ta/afo aHrmifceRy
MOBY,  3aceimueHi  3asBHHKOM
(mpeocTaBmmxoM  3aseHHEA) (OnA
PE3MEHTIE Ta HEPE3IHIEHTIB, 34
BHHATKOM BHpOOHHKIB, BHpOGHHHL
NOTYAHOCT] AKHX 3HAXOJATECA Ha
TepuTopii Kpaink — unena €C abo
KpaiHH, AKA Mag YIOIY [P0 BIacMHe

5) wonmis gocke BHpOOHHYOT
nimeHHi (Site Master File) ta
ioro nepexaan Ha
YEpalHCBKY Ta/abo
aHrNiHCEEY MOBY, 2acBimHeH]
3aABHMKOM ([pPEICTABHHUEOM
SasBHHKA) (ona
HEPE3HIEHTIE, 32 BHHATKOM
BEpoDHEKIB,  BHpoDEWHI
NoTYRH0CT HKHX

euzHanmA 3 €C abo 3 ¥Yrpainow); JHAXONATLCH HA TepHTOpil
kpain - wnenie PIC/S);
6) _ujwi,nueﬂa JaneHHEOM | 6) 3acBiTUEHA JageHuKoM | ) 3acBigueHa JaARHUEOM

(npencTapHMKOM  3asBHHKA) KON
3BITY, CKIANEHOTO 33 PE3VIETATAMH
OCTAHHBLOI NEpeRipKH, NpOBEAEHOl
YOBHOBAKEHHM OpraHoM kpaihW -
uynena PIC/S (ana HepesmgeHTie,
BHpOOHEYI NOTYAHOCTI AKX
POSTALIOBAHI 38 MEMKAMH TEpHTOPIT
kpaii - unenis PIC/S). Tlpm uwomy
nepepipka noBuHHA GYTH TpOBEAEHA
He padime Hid 33 3 PORH 00 TOJAHHA
3asen. V pasi BiOMOBH BMpODHMEAR Y
HAnaHH KOMil 3RITY 3ad9BHHEK MOWKE
seepHyTHeE a0 Jepwnikcmyaxbn iz
KIOMOTAHHAM Mpo 30iHCHEHHA 3amuTy
M0N0 — HAOAHHA  Takoro  3BITY
VIOBHOBAMEHHM OpraHod KpalHu -
ymewa  PIC/S, mo  snidicHioBak
3a3HAYEHY TEPEBIPKY. Ilicna
OTPHMAHHS 3BIT TOMYHAETHCA
Jepsmikemyafoln 50 KOMLIEKTY
JoEyMeHTiE eignoeinaol 3asem. [lpo
OTpHMaHHA ssity abo sigmosw y foro
Hamarni Jepanikemyaxba noeigomise
JaaeHAKA B mUcEMOBIH dopwmi;

(mpenctaBHHkoM  3afBHHKEA) KOMiA
3BiTY, CHIANEHOIO 2 PesyNbTATAMH
OCTAHHEOT [epeBipkH, NpoBReJeHOT
YOOBHOBAWEHHM OpPTraHoOM KpaiHH —
uneda E€C afo kpaiHu, Aka Mae yromy
npo e3aeMHe BHzHAHHA 3 €C afo 3
Yrpainow (ONA HepeIWOEHTIR, 3a
BHHATKOM BHpoOHWKiE, BHpoOHWU]
MOTYHOCTI AKHX ZHAXONATECA HA
TepuTOpli Kpainw — =nena €C abo
KpaiHM, AKA Mae YTOIy Mpo BIAEMHE
eu3Hania 3 €C abo Vrpainow). [pa
UEOMY TepeRipka MOBHHHA OYVTH
NpOBeeHa He paHille HiK 32 3 poku
A0 noaaHns 3anemu;

(MpeacTaBHHKOM  3asBHHKA)
Komig 3RiTY, CKIANEHOrD 38
pe3yIETATAMH OCTAHHEO]
nepesipxH, npoeegeHot
VOOBHOBWEHHM  OPraHOM
kpaieH - uwnena PIC/S (mma

HEPEIHJIENTIR, BEHpOBHHYI
| OTYHHOCTI AKHX
POSTAIIORAHI 33  MEMKAMH
TepuTOpil Kpain - unewim
PIC/S). Ipu HBOMY

nmepesipka moBmHHA  GyTH
MpOBEASHA He PAHilTe HiM 33
3 pokH o nogaHHa Jased, Y
pazi eigMosr BHpoDHHKA ¥
HafaHHi Konii 3BiTy 3adBHHK

MOME ~ 3BEPHYTHCA 10
Hepamikcmy:xin i
KAOTIOTAHHAM npo
3NIACHEHHA  3aMETY  IOJo
HAaTAHHA TAKOTC 3BITY
YNOBHOBAKEHHM  OPraHoM

kpainy - umena PIC/S, wo
3aificHioBaB 3a3HAYEHY
nepeeipky. [licna oTpumanHa

3BT IOTY4aEThCA
Hepsnixcnysxbown oo
KOMIUIEKTY MOKYMEHTIE
sinnoeinnol  3assa.  [lpo
OTPHMAHHA  3BITY abo

BiIMOBH Yy #oro HamaHHI
Hepsaikemyxba nosigomise
3agBHHKE B (HCEMOBIH
hopai;




(1D 3aceimueHi 3aqBHUKOM
(MpeAcTABHMKOM  3aARHMKA)  KOMiA
ceprudikata nikapcekoro sacofy s
MiskHapomHol Toprieni (certificate of a

pharmaceutical product) aboe wonis |

peecTpaniiisoro nocBiguenas
(marketing authorization), sananoro
KOMNETEHTHHM  OpPraHoM  KpalHH
BHpOOHHKA Jlikapckroro szcofy abo
BJIACHHEA peecTpauiinoro
NoCELAUeHHA (3agpHdka) abo iHmmmM
PErYNATOPHHM  OpPraHoM  KpaiHH 3
CYBOPOHD PEryIsSTOPHOW CHCTEMOID, HE
puHEY #kol possilledc ikapceriit
3acif, iz 2a3HAYCHHAM  HEIBM
OOKYMEHTA T2 HaliMeHYBaHHA
KOMAETEHTHOTD OpraHy, Wwo Horo
BHIAR, naTH BHAAYI (s
HE3aPecCTPORAHHX MiKAPCEKHX
sacofis, gKi nnaHyOTHCA A0 peccTpanii
abo nepepeectpawii 8 Yipaini);

11) saceinuesi JaABHHKOM
(MpencTaEHHMKOM 3adBHHKA) KOMiA
ceprrdikata nikapcekoro sacofy s
MizHapomnHoi Toprieni (certificate of
a pharmaceutical product), Baanoro
KOMIETEHTHHM  OPraHoM  KpaiHM
eHpoOHHKA Nikapeskoro sacoby abo
BIIACHHKA peecTpauiHHore
NOCBiT4YeHEA (3aABHMEA), A00 IHIIHM
PEryIATOPHHM OpraHOM KpaiHH —
ynena €C abo kpaiHu, AKAa MAE yToIy
npo B3acMHe BH3HaHHA 3 €C afo 3
Yrpainoio, Ha pPHHEY AKo] poaMimeHo
nikapchkEM 3acif, i3 3asHaUCHHAM
HE3BH MOKYMEHTa Ta HalMeHyBaHHA

KOMIMETEHTHOTO OpraHy, Mo #oro
BHO4B,  OAaTH BHmadi  (ona
HE3APEECTPOBAHMX NIKAPCHEHK

3acobiB, #Ki 3HAXONATECA B MpoUeci
peecTpauii/EHECEHH] 3MiH B YEpaiHi),
HE3EH Ta  ampec  BHpOOHHYHX
AUTBHHLE;

11) saceigueni 3asesmxoMm |
(npencraEHAKOM 3AdEHHKA)
KOs ceprHikara
nikapeekoro  zacofy  4na
MiKHapoIHOT TOpriBai |
{certificate of a
pharmaceutical product) ao
KOmin peccTpaniiinoro
noceiguenns  (marketing
authorization), BHAAHOTO
KOMIMETEHTHHM OpTaHoM
KpaiHi BHpOOHAKA
mikapeekoro  zacofy  afo
BIACHMKA  peecTpauiiiHoro
nocBiT4eHHA {3asBHMKA) abo
IHITIHM PeTYIATOPHHEM
OpraHoM KpaiHH 3 CYBOpOIO
PETYNATOPHOK CHCTEMOR), HA

PHHEY — 8KOi  po3MilieHc
miKapchEMit 3acif, iz
3a3HAYEHHAM HA3BH

AOKYMEHTA Ta HAAMEHYBAHHA
KOMIETEHTHOTO OpraHy, o
HOro BMOaR, naTd Brgadil (ong
HE3apeEcTPORAHHY
mikapcekux  zacobiB,  Aki
MAaHYIOTECA 10 peecTpauil
abo  nepepeectpauii B
Yxpaiui);

A Hopaooxk npmiiEaTTs pilneHHs |

npo BHAa4vy abo eiomoBy y BHAaqi
Ceprujdikara abo BucHopky

3. 3a pezyaRTATAMH pOArNANY Ha
pobodosy zacinanni JepsnikemysOn
3BiTY 3 BpaxyBaHHAM BHCHOBKIE 3a
pesyneTaTaMH  (HCHEKTYBaHHA  Ta
peroMeHaiH
iHcnekTopa/iHCneKTopis, HaIaHHY
INOKYMEHTATBHHX HiITBepLAEHE
YCYHEHHA MOPYIIEHb, pPe3ynbTATIB
posrnagy — sayBawkeHs 3 Ooky
Jasenrra/BHpofHHEA (38 HARBHOCTI),
PE3YNLTATIE NPOBEISHHX EKCIepTH?
Tomp  [HepautikcnyxGa  npHAMac
plllcHHA MOAO BHAadi afo BiIMOBH ¥
eupadi Ceprudikara abo Buchosry.

YV pasi npuAHATTE pimenEd momo
eunadi Ceprudirara abo BucHOBRY
Hepacnivemynba BHpge  3a9BHHKY
Cepradirar afo BucHOBOK ¥ CTpOkH,
pisHadeni  posginom I peoro
Mopanky. Crpox aii Ceprudixara
CTAHOBHTL TPH pOKH Bix §aTE
npoBeJeHHs iHCHEKTY BAHTE,

| Ceprudikara abo Bacnosky

V. Hopaoox npriEaTrs plmenns
npo eaaawy abo eigmoBy ¥ BEAavi

3. 3a pesyaeTataMu pOsriALy Ha
pobouomy sacinaHui
Jepaoikcmy#in 3iTy 3
EpaxyBaHHAM BHCHOBKIB 38
pe3yNbTATAMM  IHCTIBKTYBAHHA Ta
pexoMeHaauii
iHcnexkTopa/iHCeRTOpiE,  HANEHHX
TORYMEHTATEHHX NiTTEEPTHEHE
VCYHEHHA MOpYIIEHB, pezyILTATiB
po3CMANY  2AVBAKEHE 3 DOKY
3agpHuKa/BHpOOHHEKA (32 HASBHOCTI),
DEIYAETATIE NPOBENSHHX SKCIEpTHI
Tomo  Jepanixcmyaba npHiivae
pilmennA moqo eHIad abo BiOIMOBH Y
BUaaui Ceprudikara abo
Ceprudirarie (v pazi meofxigmocti
npH iHCIeRTYBaHH] pizHEX
nikapceEMx  opm  Tomp), abo
BucHoBKy, Npo mo OMCEMOBO
NOBiIOM/IRE 3aABHHKA abo
NpeAcTABHHKA 3afABHHEA Ta BHIAC
3girT.

Bupawa Ceprudikary/Cepradikaris

abo Buchoeky spifcHreThea micid
HanaHus BEHpoDHHKOM/ 3asBHHKOM 10 |

3. 3a peayneTaTAMH POICNALY
Ha poBouoMy  sacinaHHi
Jepscnikemyatn  3piTy 3
BPAXYBAHHAM BHCHOBKIB 3a
PesyIETATAMH

IHCNEKTYBAHHA

peroMeHaaLii

incnexTOpa/iHCNeKTOpiE,
HAMAHMX  JOKYMEHTATbHHX
MOTBEPLKEHE  YCYHEHHSA
NOpYIIEHE, peIyIETATIE
pOArNANY 3ayBawmeHs 3 Doxy
3aspHHKA BHPOOHHKA (za
HAABHOCTL), PEIyILTATIE
OPOBGHSHMX SKCIEPTHS TOLLO
Hepsnikemyssba — npHiiMae
pilneHHs momo BHOoadi abo
BLIMOBH ¥ BHIAMI
Cepmribikara abo BrcHoBKy.

Ta

Y pasi npHHAHATTA pimenns
mogo euaagi  Ceprudikara
afio BucHoBky
Hepwniremyxba BHIAE

saapHMKy  Ceprudiikar  abo




HepswnixenysBy  pigmosioeo oo

MYHETY 11 LEOTO po3aLTy |
NpHAHATHOTO nnaHy
KOPHIYBANLHAX TA 3ano0iamHX Tid
mon0  YCYHeHHd BHABIEHHX
nopymeHb 3a Pe3yIETATAMHE
IHCIIEKTYBAHHA BHpPOOHETI

DinbHHLE 800 OKpeMHX NiKAPCEENX
zacobis.

Crpor mHacTymHol iHcnmernii Ha

BiImoBiTHICTE EHpOGHHLITEA
eumoraM  GMP  pospaxoByeThCA
BIIMOBITHO o METOIonorii

NpOBEIEHHA AHANIY 3TiOHO OOOATKY
15 pporo Tlopaoky Ta 3a3sHavacTLCA B

OKPEMOMY npoTOKON, SICH
FOTYETBCA

iHcnekToOpoM/iHCneKTopaM  nicns
NpOBeJeHHs  [HCNEeKTYBAHHA T4

nogaetscd 0o Mepamnikemyxin pazom
3i 3eitoM. OcTarouHe pileHAR Moo
HACTYIIHOIO CTPOKY IHCHOEKTYBAHHA
MPHIMACTRECH HepseniremywGon,
Crpok HACTYITHOT iHenexknil
TMHCEMOBD MOBIIOMAATECA JAABHHEY
(mpencTaBNMEY 3afBHHMKA) Mg 9AC
HaaHHA 3BiTY.

Crpox gii Ceprudirara cTanoBATE
TPH POKH Bil JaTH OpoBedeHHA
iINCOEKTYBARHE TA MOEe OyTH
CROpHYEHHEM

incnexropis  arigao

| BucrHoBok ¥ CTPOKH,
Bu3Ha4deHi  posmimom 10T
usore Ilopaoxy. Crpok mil
Cepradikara CcTAHOBHTH
TpH  pOEA BT JgaTe
npoeeieHHA
IHCMEKTYBAHHA,

31 peKOMeHIamien |
OpoTOROIY |

oniHKE PHIMKIE MOL0 POIPAXVHKY |

CTPOKY  HACTYOHOI
BHPODHHINTEA JiKApPCHBEOTO 3acoby
Ha BigmoeigaicTs BEAMoram GMP.

imcnexnil |

3 nosarom,

HApOOHHIl JemyTaT YKpalH|

{mocalamenna Na370)

0.0.KYHUIILKHI




