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HAPOJHUI JENYTAT YKPAIHU

Vxpaina, 01008, m. Kuis, By1. I'pymescsxoro, 5

Ne I1-333 Bix 19 rpymast 2019 p.

,/ Ilpes’ ep-MinicTpy Ykpainn
IMOHYAPYKY O.B.

MiicTpy OXOPOHH 310pOB’# YKpainu
CKAJIEIILKTH 3.C.

lNonosi Jepaasrol cnyx0H YrpaiHu 3
TMKApCHEKHX 3ac00iB Ta KOHTPOIIO 33
HAPKOTHKAMH

ICAEHKO P.M.

T.s.0. lonosi epswasiol peryIATopHOT

cayaOu Yipainu
MIPOIIHIYEHEO O.M.

I[EITFTATCLMI JAIIAT
(e nopaoky cm.l15 3axony Vepainu «llpo ecmamyc napodnozo denymama Yepainus)

Iodo npoermy naxkasy Minicmepcmea
oxoponu 3dopos 'R Yiepaiuu

«lIpo enecennn amin do Iopadxy npoeedenns
nidmeepdxcenna aelonosionocmi ymoe
supobnuymea nikapcerux 3acofie umozam
HATENCHOT BUPODHUYOT MPAKMUKUY,

3  pesynetaTamMH poarasny npoekty Hakasy Mimicteperea  oxopomm  3agopoe’s  Ykpainm
«IIpo BHEeceHHs smin o TMopagky MpOBENEHHA MiATBEpILKEHHA BiINOBigHOCTI YMOB BHpOOHHOTBA NiKAPCHEHX
3ac00IB BHMOraM Hase#HOT BUpOOGHHYOT npakTHKiy oMpumonHeHoTo Ha caliti MO3 Ta cninkyeanHs 3 fioro
NpHBOAY 3 BHpOOHHKAMH/MOCTAYANBHHKAMH JIKapchKHX 3acofiE MAl0 BHCNOBMTH CBOT 3ayBOKEHHA T4
JAMEPEUeHHA 48 YOOCKOHaJNEHHA EBKAaZanc]l NpoLenypH NiATEEPKEHHA BiANOBiAHOCTI YMOB BHpODHHUTEA
AiKapcEKHX 3acofis BUMOraM Hanexnol BHPOGHHYO! NPAKTHEH.

Merowo meoro mpoekry, Buxongud 3 [loscHioBanenoi Jamwckw MO3, € 3afesnedenHs HATEKHOID
KOHTPOIMIC AKOCT Nikapebiux 3acofiB i/ yMoB ix BHpoGHHITEE, & TAKO® FApMOHI3ALIN SakoHOaaBeTES Y KkpalHs i
sakonofascTEoM CEponeficeroro Cowozy.

Opran, aArwil spificHioe kOHTPOAR 33 BHEOHAHHAM UeoTo Haxasy € Jepscnikcmfa sianosinno
10 MOKNATEHHX Ha Hel 2aBjake, sokpema 3aiHcHIOn NepaaBHKil KOHTPONE 34 JOTPHMAHHIM BHMOT 38KOHOIABCTEA
moeaoe 3abesnedeHHa axocti ta Gesnexw Nikapchkux 3acofiB Ha Beix eTamax ofiry, B TOMY HHCII KOHTPOIb
38 BHPOOHHITEOM Ha BigmoeigHicTs Nikapcekux 3acofip BHPODHMITEA BHMOTAM €BpOMEHCHKOTO CTAHAApTY —
HanexHol BHpoOHHI0] MpAKTHEM.



IpoTe, nponoxosani MiHicTepeTBOM OXOpOHH 3MOPOB'S 3MiHH MOPAIKY MiITREPIKEHHA BIINOBIIHOCTI
YMOE BHPODHHITEA JiKapchkiX 3acofis BMMOraM Hanexrol BHpofHE40l npakThiH (ceprudikary GMP) momyTs
TIPHBECTH /10 MONOPOAYAHHA 200 SHUKHEHHS 3 PHEKY YKpaiHu pany saTpeSysanux Nikis Ha HeBHIHAYEHMI Hac.

[osricTo NepenecTn eBponeficeKNi A0cBil B ykpaiHckki peail He 30Bciv MomIuEBo i HegoninbLHO
gepes pi3HHNW ¥ A03BIALAAX nponeaypax, ocofumBocti QYHKUiOHYBAHHE JepAKaBHHX oOpranis Ta
Bineyraocti enuHoro exonomivnoro npoetopy 3 €C.

Tak, y nn. 4 Ta y nn. § n.2 Pozminy II. «Etamu nigreepmsenns Rianosinpoceti yMoB BHpodHHITEL
nmikapeekux 3acobip puMorad GMPy» sanponoHOBAHONO MOpPOEKTY BHKINMEHA MOMIHBicTs noga4i womil
odiniiinoro goxkymenta moao sinnosianocti ymos supobannTea nikapesknx 3acolis BHMoram BagexEnol
sHpolaavol npakTake (magani — GMP), BHAAHOTO YHOBHOBAXKCHHM opranom kpainm-aaena PIC/S, wo
MOMKE HETATHBHO MOZHATHTHCE HA JOCTYIHOCTI BiAMOBigHmx mikapcrkmx 3acobies. Takom e npuseege 10
INOOATKOBHX BHTPAT WACY | KOINTIE BHPOOHHKIB HA IHCIEKTYBAHHA, W0 HETATHBHO BinolpasHTECH Ha BapTOCTI
nikapceroro sacoby s pHHKY Yrpainn,

Kawgorow merow PIC/S (the Pharmaceutical Inspection Convention), max i PIC/S (the
Pharmaceuntical Inspection Co-operation Scheme) € rapmomizamia Bcici cHeTemB iHCNEKTYBAHHE
signopinnex kpais-yuaceans PIC/S.

Ocofnusy yeary Bukonasuuii komiver PIC / 8 npuginge napganuto GMP / GDP-incnexropis. Hasuaxns
NPOBOARTECA WOPISHO B opMaTi cemikapie Ta excmepThux 3ifpavs. B usomy simHowewni PIC / S sanae
VHIKAMEHY MOBTHBICTE CIIIEHOTO HABYAHHA IHCMEKTOPAM PErYIATOPHHMX OPraHie (OKpeMo, peryaTopHi opraHi
afo Taki opranizanii ax BOO3 afo EMA nposopgrs 2araneHi kKypcH HABYAHHA, NEPEBAXHO 08 HOBHX
incnextopie). Bukonasumii xomiter PIC / S rtamow 3afesneuye oamaxope TpawTyeamus GMP i enementis
CHCTEMH AK0CTI Deanocepentro ana GMP / GDP-iﬁcnamﬂpaﬁB. 3a JonNoMOroK TAK 3BAHOT CCHCTEMH INBHIKOTD
ONOBIMIEHHT) PeryIsTOpHi OPraHH ABTOMATHYMHO OTPHMYHOTH MEPEBAry ¥ BHINAAI ONOBIEHHS NPo HeAKicHY,
tanscHbikoBaHy, HezapeecTporaHi a80 3 MPOCTPOMEHHM TepMiHOM NMPHIATHOCTI cepil mikapcerMX zaco0ie Ha
pHEEY OyOe-Akol KpaiHH-yYACHHII.

Cucrema PIC / § mogo zanofiiranns Ta Bioknukanag € yacTHHOW (iIbmM mBEpoKo] cHCTEMH, KA
BKINYAC CHCTEMY NONepeeHHd Ta BlAKIRKanug 3 kpaia-waenie Ceponeiiceroro Corway, €Bponciickrol
3omna Biaeuol Toprieni / Joroeopie npo B3acMBe BHIHAHHH,

Taxwn qmHOM, Hemae nigcTaE BBaskaT, wo vepainceki GMP- inenexrops € Oinem JocBimueHHME HDE
miznapongni GMP- incnexTops, a TOMy BHKDOUESHHA i3 cknamy nokymeHtie odinifiHoro mokyMmenTa momo
BignosigHocTi yMoR BHpoOHHITREE Nikapchkmx 3acofiB BHMoraM HansxkHol BHpoOHH4O! mpakTwid (Hamami —
GMP), empanoro ymoBHOB&WEHHM opraHom kpaimk-wneHa PIC/S € HemOUIMBHHM Ta TAKHM, MO CYTIEPEHHTE
difichii meri GMP cepradikauii Ta 3B0AMTECE BMEMIOMHO A0 nofiloBaHHA iHTepecis oxpemol YacTHHE
thapManepTHYHOTO GisHecy YipalHu.

Kpim Toro, z npoexty Hakazy MinicTeperea oxoponH 3gopoe’s Yrpainn «[lpo eHecenHs amin no [lopangky
NpOBENEHHA MiITBEPDKEHHA BIANOBITHOCTI yMoB BHpODHWITEA NiKApCEKHX 3aco0iE BHMOTAM HANEKHOD
BHPOOHHYO! NMPAKTHEWY NOBWHHA OVTH BHKMIOMEHA BUMOTA NP0 HANBHICTE T Rignosigsoro Hanawns Marketing
Authorization (koniif peecTpauiiinnx noceiguens) €sponeilicsrore Cowozy, BemiwoGputanii (B pazi BHkoHAHHA
BREXIT) i Tux wpain PIC\S, axi yrnanu yrogy npo B3EMHE BHIHAHHA PE3yNETATIE iHCIEKTYBAHHA 3 KpaiHaMH
yuyacHHIAMH Epponeliceroro Coroay 1 Yepainom.

JrimHo 3 BEMorame €C ArenTeTeo KpalHM, SKa He NMPOBOAMNA iHCTeRIi0 BHpoSHHYoro MalaaHdHKka Ha
BinnmoigHicTs puMoram GMP, mome BH3HaTH iHcnexuifnuit spit imnoof kpainn €C 1 He NPOBOAMTH HOBTOpHE
iHcnexTyBaHHs Mg peecTpauil mikapcekoro zacofy, wo He Gyao NPeIMETOM IHCHEKTYBAHMS T4 HE 3TANAHO B
iHCNeKTHHOMY 3BITL

Tomy mna nigTBepIKEeHHA BMKOHAHHA BHMOI peecTpauiifHoro mocke BHpoDHHKOM, MoTpi0HO ODonatd B
nepenix AOKYMEHTIB, W0 HANAIOTECH HA NEPeBipKy /UM NpOLETypH Bu3Haung ceprudikara GMP, samicts
Marketing Avthorization, pozgin 3.2.P.3.3 Omse supobuwuoro npouecy Ta koHTpomo npouscy Mogyna 3 Ha
NEPeBIpEY MOMIHBOCTI BHpOOHHUTES Nikapekkoro 3acoby BiINOBINHO O HAABHHX MOMUIMBOCTEH | OCHAIIEHHA
BHpOOHMITBA, WO BrazyiTeca B Site Master File, ockinekw GMP ceprudikanii ninnarae came npoigc
BHPODHHMIITEA, A& He MiKapehKHil 3aci6 oKpeMo, OCKINBKH A4 nikapebkux 3acobie icHye iHINHHA NOPATOK JOCTYIY
Ha pHHOK Yxkpaiiu arigso TMopanky nepacarHol peecTpanil (MepepeecTparil) nikapeekix 3acobis, 3aTREPIKEHHH
nocraHosoly Kabinery Minictpis Vipaium sig 26 tparns 2005 p. N 376,



Llle onHHM 3 POCTPHX THTAHB CTANA HAABHICTE B NPOEKTi HAKA3Y MOMUIHMBOCTI CKODOYEHHA CTPOKY Ail
Cepradikara 3a pexoMeHfaliery iHCNeKTOPIE 3riHO MPOTOROMY OUIHKH PHIHKIE MO0 POSPAXYHEY CTPOKY
HACTYIHOI iHcmekuil BupoSHHITES Mikapckkoro sacofy Ha BlANOBIIHICTE BHMoTam GMP,

Ile Hece 3arpo3y 3anpoBaUKEHHA NPAKTHKH YHCMSHHHX NOBTOPHHX iHCNEKUif, ¥ pasi NpHHHATTA
3AMPONOHOBAHHX 3MiH, AKi IPHBEIYTH 0 NOJATKOBHX BHTPAT BHPOOHHMKIE, y 38'A3Ky i3 3amydeHHAM GiMLmoro
CKNany NepcoHamy Ha BHPOOHHUTEO i X HABAHTAKEHHA, & TAKOWM ¥ 3B'¥3KY 31 3HMAeHHAM 00CAry BUpobHHLTES,
110 CHPHYMHHTE 30iNblIeHHs BAPTOCTI NikapckKMX 3acobir ana namienra.

BanponoHOBAHT NONOKEHHA NPOSKTY NOTArHYTE 38 coforo 30iNbmeHHA TepMiHy HACTYIHHX IHCNSKIGH, o
MOMe TpHEecTH no HaseHocti of'extie Ges nirows ceprudikarie GMP, pedinmty npoaykuii » kpaimi i
KPHTHYHOMY MOTIPIIEHHED JOCTYTIHOCTI JikapeEkHX 3ac0o0iB 114 MaLieHTIs,

Mpoanamisysasms 0f'eM MOTEHUIHHMX iHCOSKUiH, cTAE ACHO, MO B MEPCOSKTHE, MOMme HTHCA He npo
THMYACOBY BIOCYTHICTS miKapcekmx 3acofie, a npo X MOBHE IHHKHEHHA HA HEBHIHAYEHHH Jac 3 pHHKY YEpalHH.

Takum 9HHOM, MATHME MICLIE PEabHA 3arpo3a NPHNHHEHHA TOCTAYaHb HeOOXIHIX IMIOPTHHX JTiKiB, AKi
Aoci nocTapnanHcs B Ykpainy Ge3 saysakeHs WOA0 SKOCTI.

Kpiv Toro, mo yei sagons - sHpoDHUEH, ¥ ToMY 4Meni 1 ingificeri, BinnoBigaOTE BHMOrAM HANEHHOT
pupofauyol npakTHrH i Mawote cepTudixar GMP, Ges axMx speseHHA Nikapchkkyx zacofiB He MOMTHBE, yoi
mikapceki 3acofH, mo IMIMOPTYIOTECA Y ToMy ukcni 3 IHail npoxoaaTs obop'a3koBmil nepaasmil nabopatoprnit
KOHTPOIE AKOCTI.

Tak, ykpaiHchKi NiOMPHEMCTBA-OHCTPHO HOTOPH | MimHapomHi opraizauii ENpodoBX TPhOX POKE
JAKYTIOEYEOTE AkicH] Niky iHpifcekey BHpoOHHKIE 3a DOCTYNHOK LIiHOK, & OE COTHI THOAY YIIAKOBOK i JSCATKH
HalMeHYRAHE BHCOKOAKICHIN FeHEpHKIE.

Jlikapceki 3acofm iHmilicekoro BHpOOHWITEA 3aKyMOBYIOTECA ¥ TOMY 9Heal 1 depes MimHapoxHi
OpraHizanii mo nporpaMax JepRaBHEX 3aKyNiBeb, ¢ AKICTE Jikapehkux 3acofie IHAXOAUTECA Ha NepIIoMY Micli
i pETENEHO KOHTPOJIOETECH YIIOBHOBAKEHHMH OPTaHAMEL

Taxnm uHOM, BHIABMBINH 3 hapMALSETHYHOrO PHHKY YEpailay ingificernx supoOHHKIE Ta BRpoOHHKiE,
AK] He MaroTe noxomeennd 2 EC, eiTuuznasi supolHuKy nikapeski 3aco0iB Moy Ts gocart KaprensHol 3MoBK
{3MoBa MoHOMONICTIE) B Linax 20iNbMeHHA BIACHNX 3pepx NpHOYTKIB ¥ 3B A3KY 3 4HM MOXyTh 00’ €IHATHCA Ta
30CEPEIHTH ¥ CBOIX PYKAX NepeBasiHy YacTHHY Bnpnﬁmuma.a. i 30y Ty OKpeMHEX nm&pcam sacofis, wo sabeaneuye
HHM MDHUIHBICI’I: AHETYBATH BBDI YMOBH NPOITAKY 1 BCTAHOBMHBATH MGHEI]'JDFIM!I 'EE.BHI.IJ,EH] LII.HH Ha .TllI\'.ﬂpGEE.l
3acolH.

TofiTo, HaABHICTE TAKHX BHMOT, AK SMeHIOCHHS TepMiHy il cepradikaty GMP ta waganns Marketing
Authorization He mae ofrpyHTeBaHO! OCHOBH i Bele N0 NOPYIIEHHA NpaE HA 300POBY KOHKYPEHIO 1 Mowe
NPHBECTH AK 00 MOHOMOMI3ALIT pHHKY, TAK | 10 THM4acoBoro ado TPHBANOTO KOJIANCY HA PHHKY, AKHI NPOABHTECH,
cepejl iHINoro, MARHIIEHHAM BAPTOCT] MiKapChKHX 3aco0iB, B IHMKHEHHI 3 DHHKY HA HERMIHAYEHWH uac paiy
Nikapekroro sacofy, o ¥ ToMy 9HCT BX0aHTs B nporpasda "JIOCTYTIHI K"

Kpim Toro, BEaxkaeMo, o OaHHH NPOSKT HAKAZY € TAKMM, MO MOxe GyTH BHKOPHCTaHMI B koYL
CXEMAX, TAK AK ¥ Pasi IPHIHATTA MPOSKTY KOAEH 3 iHCNEKTOPIB, AKHA MPOBOAHTE IHCTIEKINEO, 3 METOI OTPHMAHHS
Oonatkoeol HenpasomipHol sronw, Ovae ymucHo ckopouysard Tepmin ail Cepridikary wob oTpuMaTd Taky
HEMpaBoMipHy BHroAy abo nin wac caMoro iHcnexryeasHA afo 3 METOK OTPHMAHHA HETIPABOMIipHO! BHTOIH Mmig
Yac HOBOTO IHCIEKTYBAHHA MIC/IA CIVIHBAHHA CTPOKY il nonepennporo Ceprudikaty. Takox € NpHTYINEHHA, MO
KEpIBHHIITEO caMoro opradHy, mo nposomuTe GMP ceprubikauiio Gyme masaTH HernacHY BEA3iBKY, MO0
¥MHMCHOID cropodenna Tepminy Al Cepradikaty 3 METOI OTPHMaHHA HEMPABOMIPHOT BHTOIH.

Y pasi cropodenHs tepminy nif Cepradikary, supofHukn/iaasHk nikapeekkx 3acofis, 3 MeTo
OTPHMAHHA JOCTYITY A0 Y KpalHCEKOro pHHKY Nikapeekux 3acobie OyayTs BUMyINeHi HecTH posxoiM HA MOBTOPHI
Ceprudixanii, a Takosw Gymyre sapyunskams kepiemuurea TepsomikeayxOu, axi GyoyTs sMymmyeaTd ceoix
IHCNEKTOPIE 3aHISKYBATH NOKASHHKH [HCMEKTYBAHHA THX WH [HIHY BHPOSHHUTE 3 METOK OTpPHMAHHA
HEMNPAROMIPHOT BHTOIH.

Ha renepimmiit gac ceprudivaty GMP supae epamnmikcnymOa. YuacHHKM PHHEKY OpH OTpPHMAHHI
ceprudikary GMP cTukaroTecA 3 pagoM npobneM, Aki He BperyiabOBaHi MPOMOHOBAHMM TpOeKTOM. 3okpeMa,
Jepstenikemyacda He JOTPHMYETRCA BCTAHOBASHHX TEPMIHIE MPH MPOBSNSHHI MPOLEIYPH MIATBEPIMEHHA YMOB
eupobHALTES BHMoram GMP, a aii JepwcnikcmyxOn Ha yoix etanax npoXOmmesHs AOKYMEHTIE i MpoBefcHHA
EKCTIEPTH3 HENMpozopi i 3akpHTi.



KpiM Toro, icuywouuil nopagox daxtHuno nepenfauac pmﬂ YMOBH MPOXOMAMEHHA NPOLEIYPH LN
BITHHIHAHKX | IHOZEMHIMX Bupnﬁmmn nikapchkwy 3acobiB Ta HARBHI 03HAKH MOHOTIONI3aUIT YKpaiHCHKOTO PHHKY
nikapcekHX 3acobie 3 Goky BiTHHIHAHMX dapMroMnanifl, B Memax croix nosHopaweHs [lepanikcmymba Gyne
MATH MOMUIMBICTE YHHHTH AIMIHICTPATHEHHI THCK Ha YUACHHKIE PHHKIE MiKapcekHx 3acobis B Vkpaiui, 3okpema
LIMAXOM CTROPEHHA aqMiHICTpAaTHBHEX Gap'epis BeTyIy iHOIEMHHX, 30KpeMa IHAIHCHRMX BHPOOHHMKIE NiKapCHRIX
3acofie Ha 1 puHKH.

95 % BLJI- indikopanHX ocif 2acTOCOBYIOTE NiKaposki 3ac00H IHAIHCEKOrO BHPOOHHIITEA M MPHITHHEHHS
TOCTABOK T4 YHACTh MIKHAPOIHHX iHAifchkHX (hapMALEBTHAHIX KOMIAHIA B 3Ky TIBIAX HErATHBHO TIO3HAMHTECH
Ha 310poB’T rakHx ocif Ta npuiinersea saificHropaTy 3aKymiemo abo GpeHIOEKX NpeNapaTis, AKi KOIITYIOTE 3HAYHO
OOpPoMkYE HiA AKICHI reHepHKH.

Tofito npx AeTANBHOMY BHBYEH! MOMTHEO MIHTH BHCHOBKY, WO NPOSKT AOKYMEHTA MICTHTE MONOHEHHS,
AKI MOWYTh MATH HETATHBHHI BIUTHE HA KOHKYPEHLIIO Ha pHHKAX NkapeekHx 3acobis.

Brimeerasani A0BOAH DIATESPOAYIOTECA THM, L0 3TIOHO 3 MOBimOMASHHA 3i cTopinkx Jepamikcmy#GH
I7is pOCNANY HAYKOBHX PEKOMEHIANIH Ta NMpomosmuil mogo 3afe3nevsHHA HAYKOBOTO CYNPOBONY peanizanii
pediopMyBaHEA OXOPOHH 3A0POR’A ¥ cepax KOHTPOMO AKocT Ta Ge3neku Nikapebkux 3acobis. .. cTeopeHo Busny
pany npu depsnikcmysxGi. Jlo T cknamy yeibimns nass Onexcifi Conosiios ta Jmutpo 3axapann, ski € Ton-
YHHOBHHKaMH Yacis AnyKoBHYa Ta AKI MAMH TICHI CTOCYHKH i3 KC-NpeM’ ep -MiHicTpoM AsaposaM M.A., mo camo
no ¢ofi € cymuisHHM (akToposM mono npozopocti pobotH Takoi Baenol pamm Ta geMoHCTPYE TOH dakT, 1m0
IIUIAXH peanizanii Tak 3eaHoro «pedopMyBaHHI OXOPOHH 300POE’#» NPOBOASTECH Yepes NOHORMEHHS KOTHIIHIX
KODYILIHHHX CXEM.

Kpim uworo, za ganmvm 3ML roasa MO3 3opsna Craneuxa npeadadmna ogHMM 31 cBOTX panHHKIE —
Yymara Onexcarapa Bonogpmupoenva, axuii € NpeJcTaBHHKOM BiTUMIHAHHY (QapMaueRTHYHHY KOMOaHi, a
sHayMTh Oyme nofiloBaTH iHTEpecH BHYTPIIHIX YKpalHChKMX BHpOOHHKIE TA TOCTAMAIBHHEIR. 3 JaHOO
inopMamien MomHE 03HAROMHTHCA 3a HACTYNHHMH nocHnanHase: (https:/antikor.com.ua/articles/344718-
aleksandr_chumak_smotrjashchij_farmatseviicheskoj_mafii_v_obnovlennom_minzdrave
hitps://antikor.com.ua/articles/339580-
podeliniki bogatyrevoj i rejdery bagri] chumak i golubovskaja vozvrashchajutsia v _moz)

Tak, Yymax O.B. Ha Tenepimmiii gac 3a ganuMH EAHHONO NEMKABHONO peecTpy HOPHAMYHHX 0cib,
isuunEx  ocib-nignpuemiie Ta rpoManckkHMx (opMyBaHh € 3acHoBHHEOM ToBapHCTBA 3 OOMEREHDID
siznoeipanericTo "BIF@APM", kop €JIPTIOY 35877160, anpeca: 04108, M. Kuie, npocnext [lpasam, 6va. 62,
ocHopHnii Bua  pimaswocri - 21.10 BupobuanTeo ocHOBHHX (ApMANEBTHUNHMX NPOAYKTIE, & Takom
KepiBHHKOM T4 3acHORHHKOM ToBapHeTEO 3 0fMeskenomo BinoRinankwicTio "TOPTOBHHA M KEM®APM", kon
EJPTIOY 42756996, aapeca: 04071, m. Kuis, pyn. Boznemaenceka, Gymunox 52-54 mitepa A, ocHOBHAH BHI
fisnesoeri - 46.46 Ownrosa Toprieas dapManeETHUHHMH ToBapaMH Ta fkuil 3a Jammmm 3MI e
JpeTpub roTopoM nikapesksx 3acofie supoSumTea ToBapHCTBO 3 JogaTROROH BianoeiganexicTio "THTEFXIM",
Yxpaina.

leii dakr e oxpeMHM JoBOJOM A8 Toro, mod samymartHcs mMopo AilicHEx MOTHBIE Ta migcTae ons
TpHIHATTA JeAKHX IMYHETIB BKA3AHOr0 NpoekTy Hakasy MinicTepersa oxopors sqopos’s ¥rpains «Ilpo sHeceHHs
amin no [lopagky nporefeHHs NigTEEDUKEHHS BIANOBAHOCT] YMOE BHPODHMITEA NiKaposkux 3acobie BHMOraM
Hane#nol BHpoBHHYOT TPaKTHKHY.

Tomy npocaMo Bac pOrISHYTH NaHe 3amepedeHES TA NPHIHSTH 10 YBArA BHIIeBRKAANCHI
obcTapHHE TA OOIPYHTYBAHHA, A4 TAKOH 3300BIIBHHTH HAMEe NPOXAHHA TA 3AJTHOINTH Wy pelakiin
Hawasy MimicTrepereo oxoponn zaopor's, eig 27.12.2012, Ne 1130 "Ipo zaveepmaxenns Ilopaaxy
npoBeleHns MiATEepKeHHn BignoBinwocTi yMoB BApobERNTEA AiKAPCHKHX 3acoBiB BEMOraM Halewnol
eapofangol npakruku’” afo BRIWYHTH 3aNpPONOHOBAHY PEAAKHiN JeSKHX NYHKTIB 40 NPOEKTY, AKa
BHKIANEHE HAXYE ¥ nopieaa eami Tadanui.

HOPIBHAIBHA TABJIHILH

Jir=a penaxuin Hawasy | Pegaxnia NPOEKTY uaiasy | [Ipononoeana penaxuin
MinicTepeTeo oxoponn 3n0pos’d, Bin | Minicrepersa oxoporn znopos’s

27.12.2012, Me 1130 "Hpo | ¥epaiaa

3ATBEPIREHNS Mopsiaky | «IIpo Baecenas min xo Mopagky |




| NpoBEIeHHS nigTBepIEEHEN
| Bignosinaocri ymoB BHpofHEUOTEA
mikapeskux  sacofis  BEMorTam
HanexHol BHpOGHEYOY npakTAK)"

npoBeNeHHEsA ninTEepAKReHHN
BigmosigHoeri ymMos BEpofnEUTEA
nikapceKAX  3acodiB BuMoram

HAJTEXRH0T BHPOGHAI0T NPAKTHKHY

'_I}Et:iu.iﬁ HHI

TOKYMEHT IO
BiOnosigHocTi  yMoB  BHpoGHHITEA
nikapeeknx 3acofis semoram GMP -
ceprdikaT  BignosigHOCTI  yMOR
BHpOOHMUTEA  JKApCEKMX  3acobiB
BHMOTEM GMP, BHIAHHH

YMOBHOBAMEHHM OprasoM kpaibm -
anena PIC/S, afo minemsis Ha
BHpODHMITTBO  nikapeekux  3acobie
(AKmMO  YIOBHOBAHEHHM  OpraHom
kpaidd - wiena PIC/S ne nepenbavena

odiuifinud  jokymeHT
BiOMOBiAHOCTI yMOB BHpOGHMLTEA
nmikapceEHX 3ac00iE BHMoram GMP —
ceprTHdikaT BimgnoeimHocTi  yMoB
EHpoOHMITEE  Jikapceksx  3acobiep
BHMOTaM GMP, BHTAHHH
VOOBHOBRHCHHM OpPraHoM kpaiHd —
unera CC abo kpalHy, Aka Mae yromy
npo B3aemHe BusHanng 3 €C abo 3
Yipainow (eigomocTi 3 odiuiiisoro
ENEKTPOHHOTD peecTpy - miA FDA

oo |

opiuiitnuil [oKyMEHT Mmoo
BiZnOBiAHOCTI YMOB
BHpOOHHITEA  MiKAPCERHX
sacobis Bumoram GMP -
cepridikar  BIAMOBITHOCT
YMOB BHPOOHHILITEA
nikapceKHX 3acofis BHMOTaM
GMP, BHIAHHIT
YOOBHOBAKEHHM  OPTaHoM
Kpainu - waena PIC/S, abo
TilEH3A Ha BHPODHHLTEO

BianosinHocTi ymMop BHpOGHHOTEA
Jikaperknx 3acofis sumoram GMP

2. Jins migTeRepmKeHHA BIINOBIEHOCTI
YMOB  BHPODHMUTBA  NIKAPCBKHX
zacobie  Bumoram GMP  3asenux
(mpencTaBHHK 3asBHHK4) 0O0Jac 10
Jepmenivcmyafun  3asey HA BHIawy
Ceptudirata afo 3Jasey Ha BHIATY
BucHosky, 00 AKMX J0OJ20TECH Taki
JOKYMEHTH:

pinnopinHocTi YMOB BHpOGHHITBA
JikapesEHX 3acobis pamMoram GMP

2. na nigTeep#eHHA BIONOR AHOCT
YMOB  BHpOOHHITRA  JTIKAPCERMX
sacobie  mumoram GMP  3agemmx
{mpencTaBHHE 3adBHHEA) DOJAE 1O
JepmnikemyxGn 3asey Ha BAOAYY
Ceprudikara aGo 3asey na Bupayy
BucroBky, 00 SEHMX QOTAMOTHCA Taki
JMOKYMEHTH:

BHOa4a cepridikata sinnosignocti | CIIA), afo ninewnsia Ha supobrmuTeo | nikapeekux  3acofie (ko

YMOE  BHpODHHUTEA  NIK4pCEKHX | JIKApPCBKHX zacofiis (AKINO | YNOBHOBAKEHHM  OPraHomM

sacobie euMoram GMP); YNOBHOBAMEHHM OpraHoM kpaiHn — | xpalhm - waena PIC/S we
unena €C abo kpalHy, mo Mae yrogy | nepenfaueHa HHJAYA
npo ezaemue Bu3HaHHA 3 €C afo 3 | ceprudikara signorinHocTi
Yrpainow He mepenbadeHa BHIAYA | YMOB BHPOOHHIITEA
ceprudikata binnosinHoeti ymMos | nikapcbkux 3acofis BHMOTaEM
pHpo0HMUTER  Mikapeekmx zacobie | GMP),
eumMoram GMPY;

IL Etanu nigreepuxenna | 1L Eranu nigTBepIKeHHE

'4) saceilueHa B yCTAHORJEHOMY
NopagKy Konia odiiifHoro GoKyMeHTA

FTETANITa) BlOnoRigHOCTI ¥MOB
BHpOOHHIITEA  mikapeekmx  3acobis
BHMOTAM GMP, BHIAHOID

VIOBHOBAMEHHM OPraHncoM Kpaind -
Wiena PIC/S, 3aCEiTieH] B
YCTAHORMNEHOMY — NOPAOKY  Komii
AOfaTKIE A0 TAKOTO OOKYMEHTA 3
nmepenikoM nikapeexmx  3acobiE (3
HAABHOCTI)  Ta  3acBigweHi B
YCTAHOBICHOMY MNOPANKY TEperIany
IHX JOKYMEHTIE VKpaiHCBKOKY Ta
AHTTIACEKOI0 MOBAMH.

HArmp  pHeceno go  DasH  I&8HHX
EudraGMP, 3ageumk (nDpefcTaBHuE
3asmmuia) HATAE po3npykiBky 2 wiel
Gasy naHux Ta nepernaj YEpaiHCEROK
MOROK), ¥ TOMY 4HCII i3 gomarkamu (3a

4) sacBigueHa B
NOpAIEY KOTIA
JOKYMeHTa Moo  Biamoeimmocti
YMOE  BHpODHMIITEA  JIiKAPCEKHX
sacofiis sumoram GMP, suganoro
VOOBHOBAMEHHM OpPTaHOM KpailHH —
unena E€C abo kpaiHw, aka Mae yrogy
npo B3aeMHe BR3Hanna 3 €C ao 3
YrpaiHow.

Hrmoe BeeceHo Oo Oasd  JaRMx
EudraGMP  abo  emexTporHOTO
pecctpy  FDA  CIIA, 3assuuk
(MpencTaBHMK  3aABHHEA)  Hagae
posapykisxy 3 miel Dazd jgaHHx Ta
nepernaj YKpAlHCHKOH MOBOH), ¥

VCTAHORIEHOMY
odiniliHoro

TOMY WHMCAI i3 JogaTkamH (2
naasuocTl). 1l moKyMeHTH MOBHHHI
GyTr sacEiueri 3aABHHKOM

{mpencTaBHUKOM 3aABHAKA);

4) 3acEimUeHa B
VCTAHOBIEHOMY MopAIKY
Konif odiniliinoro nokyMeHTa
Mogo BiIMOBIDHOCTI YMOB
BHPOOHMIITEA  MKAPCEKHX
sacobie  eumoram  GMP,
BHIAHOTO YNOBHOBAMEHHM
opraHoM KpaiHH - 4ieHa
PIC/S, 3acEiAueH] B
YCTAHOBIIEHOMY NOPAIKY
Komii OOONAaTKIE OO TAROTD
AOKYMEHTE 3 MEpEIikoM
nikapcekMx  3acobie  (3a
HAfBHOCTI) Ta 3acBigteHi B
YCTAHOB/IEHOMY NOpAIKY
NEPeRNagd UHX JOKYMEHTIE |
YEpaiHCEKOID 1A
AHTMIHCLROI0 MOBAMH.




Hail.!i:ﬁ:'l"i]. I[i moxyMEHTH NOBHHHI
ByTH saceizdeHi 3aABHHKOM
(MpencTABHHEOM 3anBHUKA);

| (NpencTaBHHE

| Axmo  BHeCEHO

oo Gasu
panux EudraGMP, 3ansxnn
3anBHMED)
HEJAE posApyKiBKY 3 oiel
DazW [JaHMX Ta [eperiaj
YKPATHCHKOIO MOBOIO, Y TOMY
yucai i3 gomaTkaMH (38
wagenocti), LI goxyMenTH
noedHHi  GyTH  3aceigueHi
JasEHHMEOM (IpelcTARHMEOM
dageHmka),

3) komia pocke BHpoGHHYOT AiABHELL
(Site Master File) ta ioro nepexnan Ha
YEpaTHCEKY Ta/afo aHrmifickky MOBY,

3acEiTueni JasBEHUKOM
(mpencTapHMKOM — JaseHWka)  (aam
HEPEeIHIeHTIE, 3a BHHATHOM

eupobHEKiB, BUpobEEY DoTyaEOCTI
SKHX 3JHAXOOATHCH HA TepHTOpil
Kkpain - gnenie PIC/S);

5) vomia gocke BHpofHEMO] AisHEL
(Site Master File) Ta iforo nepexnayn
Ha yepainceky Ttalabo amrmifcery
MOBY,  3acBimueHi  3aABHHKOM
(npegctasiukom  Saseunxa) (g
PeIMIEHTIE Ta HepEesHOEHTIB, 3a
BHHATKOM BUPODHHKIB, BupoDHMui
NOTYHHOCTI SKMX 3HAXCOAATECH HA
TepuTopii kpaiHH — wnena €C abo
KpaiHH, AKa MAaEc Yrogy Npo B3AcMHE
en3nania 3 €C abo 3 Yrpainow);

5) woniz pocee supobHMUO]
nineEHui (Site Master File) ta
Horo nepexnan, Ha
YEPaiHCEKY Ta/abo
AHTACEKY MOBY, 3acBig4eHi
3asBHHMKOM (MpEICTARHHKOM
JagrHMKA) (s
HEPEIHAGHTIB, 38 BHHATKOM
BHpPODHHKIE, BHpoianyi
noTy#HoCTI AKHX
JHAXONATHCH HA TepHTOpil
Kpain - anenis PIC/S);

6 Sﬂ.—?ﬂiﬂ,‘l_bgﬂ SaaRHHKOM
(npegcTaBHWKOM  3adBHHMKA)  KONid
3BITY, CKIANEHOTD 33 PE3YIETATAMH
OCTAHHEOT — MepeBipKH, NpoBemeHOl
YNOBHOB&IKEHHM OpraHoM kpaind -

ynena PIC/S (ana  HepeswpeHTis,
BHpOOHHYI NOTYAHOCT AKHY
POSTANICBAH] 33 MEKaMH TepHTopil

kpain - unenis PIC/S). Ipw upomy
nepeeipga nosMHHa GyTH NpOBENEHA
He paHille Hik 3a 3 poxH 10 MogaHHA
3asen. ¥ paszi gigMoBd eHpoDHHEA ¥
HAJAHHI KOMT 3BITY JafBHMK MO@e
IBepHYTHCA a0 Jepacnikcmyson
KNoToTaHHAM [po 3ailicHeHHA 3amuTy
oo  HaOAHHA —— Takoro  3Bity
VNOBHOBAKEHHM OpraHoM EKpalHH -
anena  PIC/S, mo  smificHosas
JAZHAYCHY nepeBipKy. Micas
OTPHMAHHA 3BT LOMYYaEThCA
Jepwnikcmy®Go Q0 ROMIUIEKTY
OoKyMeHTiBE Bimnmosimmoi 3asen. Ilpo
OTPHMaHAA 3BITY abo BiaMoed v Horo |
Hamauui Jlepaotikemyxba nopigomise i
3aseHiKa B THCBMOBIH dopmi;

6) saceigueHa SagRHHKOM
(mpencTaBHHKOM  3asBHMEKA) KOMiA
3BiTY, CHNSJEHOTO 38 PEIYNETATAMM
CCTAHHEOT
YNOBHOBAKEHHM OPTaHOM KpalHH —
unexa EC abo kpaiim, AKa Mae YToIy
npo B3aeMHe BHiHanng 3 €C abo 3
Vrpainow (Ons HepeIWneHTis, 3a
BHHATEOM BHpOOHMEIB, BHpOOHH4I
NOTYHHOCTI AKHX IHAXOOATBCA HA
TepHTOpil Kpaimn — wiena €C afo
KpaiHl, AKA MAE YTOOY MpO BIAEMHE |
BusHaHHa 3 €C abo Ykpainow). [lpu

usoMy nepepipka noewHHa GyTH | NpoBedeWa He paHiloe HiK 3a
NpoBecHA He paHime Hix 3a 3 pokn ! 3 pokn a0 nopgasHs Jasen. Y
| pasi BigMoBH BUpoOHMEA ¥

[0 NOJaHHA JadBH;

TepeRipky, NpoBemeHOl

|

HepesHueHTis,  BHpOOHHU]
| mOTy#HOCTI AKX
POSTAIMOBAHI 38  MEWAMH
TepHTOpii KpaiH - w4ieHiB
PIC/S). Tlpu LBOMY

6} 3acmimuena 3SasRHHKOM
(MpencTaEHHKOM 3asBHHKA)
KOMA 3BITY, CKIANEHOTO 38
PEIYIETATAMH OCTAHHEOT
nepeRipkH, npoBemeHol
VIOBHOBAKEHHM  OPTaHoM
wpainn - unena PIC/S (nas

nepeEipka NOBMHHA OYTH

HanaHHi Komii 2eiTy 3aABHHK

MOsHE 3pepHYTHCE [0
Hepaanikcmy#Gn iz
KJTONOTAHHAM npo
3OifCHEHHS ZanMTY  WON0
HANAHHA  TAKOrO  3BITY
YIOBHOBAMEHHM  OPraHoM

Kpaium - unena PIC/S, wo
smiHcHIOBAR 3aTHAMBHY
nepesipky. [licna oTpuManna

3BIT AOUTY4AETECH
Jepsmin O o
KOMILTEKTY JOKYMEHTIB
eimnopignol  3ased. [lpo
OTPHMAHHA aeity  abo
BiIMOBM ¥ #Oro HamaHHi
JHepmnikemyaha nopinomise
3asBHHKA B MHCEMOBIH

thopmi;




1 3ackimueni JaaRHHKOM
(npeacTaBHHEOM — 3AABHMKA) KO
cepridirara nikapeskoro sacoly
MimHaponHo] Toprieni (certificate of a
pharmaceutical product) aboe wonin
peccTpaniiinoro noceigaenns
(marketing authorization), sumanoro
KOMMETEHTHHM  OpraHoM  kpafud
BHpoOHHEA nikapeekoro zacofy abo
BIACHHKA peecTpaniiiHoro
nocBimgerHs (sadeHHEa) abo iHOoTAM
PEryIATOPHHM OpPraHoM Kpaiku 3
CYBOPORD PErYIATOPHORK CHETEMORD, Ha
PHHKY fKOi poamillieHc JiKapchiuit
3acif, i3 zasHAaYeHHAM  HAIEH
AOKYMEHTA Ta HaHMeHyBaHHA
KOMIETEHTHOMD  oprany, wo  Horo
BHIAE, IaTH BHaaui (nna
HE3aPeECTPOBAHHK MIKAPCERHX
sacofis, #ki NAaHYIOTHCA A0 peccTpaiii
abo nepepeectpauii 8 Yrpaiui);

11) saceindeni JasBHUROM t 11) zaceimyeHi 3ageHMKOM
(mpeacTaeHKkoM 3afBHHKA) KOmis | (MpegcTABHHMKOM 3asBHHKA)
ceprHfikara nikapcekoro sacoby ana | Komis cepTHikaTa
mimHapognol Toprieni (certificate of | mikapcekoro  sacofy  mma
a pharmaceutical product), BHgasoro | MisHapogHOT Topriami
KOMIETEHTHHM  opraHoM  kpaium | (certificate of a
eHpofHHka nikapcekoro zacofy afo r pharmaceutical product) abo
BNACHHKA peecTpauifHOro | Komis peecTpaniiinoro
noceigdenHa (3aApunKa), abo imorM | nocsimwenas  (marketing
PEryIaTOPHEM OpraHoM  KpalHm — } authorization), EBumaHOTO
unena €C abo kpalku, AKA MAE YOOy | KOMOSTEHTHHM OpraHoM
npo BiaemHe BusHaHHEA 3 €C abo 3 | kpaimn BHpoOHHKE
Yxpainoio, Ha PHHEY K0T pOIMITIEHD i mikapeekoro  zacoby  abo
nikapcekmil 3acil, i3 sasHaYeHAAM | BUACHHKA  peecTpauiiiHoro
HA3BH A0KYMEHTA Ta HaliMeHYBAHHA | NOCBiTHEHHA (2asBHWEA) abo
KOMIETEHTHOTO OpraHy, Mo foro | iHITHM PErynATOPHHM
BHOaB,  JaTH  BHAa4l (04 | OpraHoMm KpaiiM 3 CyBOpOR
HE3APEECTPOBAHNXK NIKAPCBKMX | PEryIATOPHOK CHCTEMOE, HA
3aco0iB, Akl 3HAXOAATECA B Npoueci | pHHEY  Akol  poaMilmeHo
peecTpatlii/BHecer i 3MiH B YEpaini), l NiKApCEKA 3acif, iz
HESEH Ta  Ampec  BHpPOOHWYHX | 383HEYEHHAM HA3BH
AlneHWE; AOKYMEHTa Ta HafMeHyBaHHs:
KOMMOETEHTHOTO OpraHy, Lo

| tioro Bugas, naTH BrIAYi (114

| HezapeecTPOBAHNK
nigapcekHx  3acobie,  gKi

-!nnaﬂwmm A0 peecTpauii

' abo  nepepeectpauii B

'i Yipaini);

V. Topanoxk npmiilEaTTs pimends
npo esgagy abo migMoBy ¥ BHAadi
Cepradikara aGo Bucroery

3. 3a pesyneTaTAMH pO3TIATY HAa
pofosomy sacinanmi MepscnikemyssGu
:rEBiT}’ 3 BpaxyBaHHAM EHCHOBKIE 3a
pesynbTaATAMM  IHCTIEKTYBAHHA  TA
F pekoMeHAAiH
iHCTIeKTOpa/IHeneKTOPiE,

| MOKyMeHTaNBHIX
YCYHEHHA NOpYLIeHb, pPe3yNLTATIE
posrnany  zayBameHs 3 GOky
| JageHAka/BHpolHMKa (38 HAABHOCTL),
PEe3YNETATIE NPOBEJEHHX eKCHepTH:
oo  Mepsnikcaymba — npuiMae
pimenna mogo engadi afo sigMoRH v
euadi Cepradirara abo Bucaorky.

HaIaHHx

VY pasi nNpMiEHATTA pileHEHA 1MOJO
eugadi Ceprudikara abo BucHoBKy
Jepsenikemysida BHO3E  3A9BHWKY
Cepradirar afo BHCHOBOK ¥ CTpPOKH,
euznadeHi  posginom I weoro
Mopanky. Crpox aii Ceprudixara
CTAHOBHTE TPH POKH Bil JaThH
NpoBeleHHEA IHCIEKTYBAHHA,

NiATEEPIKEHE |

V. Hopagox npuiinarrs pimenns
npo Buaaqy abo eigmoBy ¥ BEAawi {
Ceprajdikara abo Bucroeky '

3. 3a pesynuTaTaMH POICAALY
Ha  pobouomy  zacigaHwi
Jepacnivemy=0n  3sity 3
BpaxypaHHAM BHCHOBKIE 3a
PeyABTATAMH

IHCMEKTY BAHHA

peromernauii

iHcnexTopa'incnexTopis,
HAMAHHX  JOKYMEHTANEHHX
MiATEEPTHEHE VCYHEHHA
MOpPYIIEH, Pe3yaBTaTIE
POSMMIALY JAyBEXeHE 3 DOKy
3aseunka/eapobHEEa (32
HaABHOCTL), PE3VIETATIR
MPOBEACHMX CKCMEPTHI TOLO
Hepacnikenywba  npuitmae
pilmeHHs mMono eHAa4di abo
BIIMOBH ¥ BHIAY
Cepradikara abo BrcHoeky.

3. 3a pesyabTaTaMH poOICAALY Ha
poboucmy 3acifanHi
Hepaaikcmy#xin 3piTy 3
| BpaxyBaHHAM BHCHOBKIB 38
rpeaynbmauu IHCTIEKTYBAHHA  Ta
pPeKOMeHAAITH
iHenekTopa/incneRTopis,  HANAHMX
' NOKVMEHTATEHHX NiITEEPIAEHE
| VCYHEHHA IOpYIOEHE, peIYILTATIE
Fpuarﬂn.uy saypakeHE 3 Ooky
Saasnnra'BHpobHEKS (38 HAABHOCTI),
PesyNbTaTiE MPOBENEHHX EKCTIEpTHI
tomo  Jlepwnikemysa  npHiAMac
pilleHHs mWooe Bradi abo BiAMOER ¥
EHAa4i Ceprudiirara afio
Ceprudikaris (y pazi HeobxigHocti
TpH iHCcTIERTYBRHHI piasmx
nikapeekux  GopM  Tomo), abo
BucHOBKY, ©0po W0  MHCEMOBO
MOBLIOMIAE 3aseHWKa abo
NpeacTasivka 3asBHHEA T4 BHOAC
3eir.

Bupgua Ceprudirary/Cepradikaria
afo Buchoery apificHioeTsea micaa
HagaaHHa BHpoGHHKOM/3a9BHHKOM IO

Ta

Y pasi npHEHATTA piloerHHs
mogo eanadi  Ceprudinara
afio BHCHOBKY
Hepanixenyxia BHAE
sagenMky  Ceprudixar abo




BIINOBIOHO 110
nyekry 11 mporo  posminy
NPHITHATHOTO LIARY
KOPHIYBEANBHEX TA 3anobixanx il
mod0  YCYHeHHS — BHEBAEHHX
NOpYMIEHE 3a PeYABTATAMH
iHcneKTYBAHHA BHpODHITIX
JineHHLE 860 OKpeMHX JiKApCHKHX
3acobis.

CTpok  HacTymHOD
BiAMOBIOHICTE
pumoraM  GMP  poapaxoeyerscs
BiIIOBiDHO ils} METOIOMOTIT
MPOBEIEHHS AHANIZY 3riIHO JONATKY
15 pporo [opagky Ta 333HAYACTECH B
OKPEMOMY NPOTOKONI, AKHIH
TOTYEThEA
iHCNeKTOpOM/IHCTIEKTOPAMH  TTiC/IA
MpOBeEeHHA  IHCTEKTYBAHHA  Ta
nopaerses Ao Jepsnikemymin pasom
3i 3eiTom. OcTarodne pilieHAs Womo
HACTYNHOIO CTPOKY IHCNEKTYBAHHA
MpHHMAETECA Jepsnikcmyxion.
Crpor HACTYIHOT iHcTexil
MHCEMOBO TOBINOMAATECA SagpHHKY
(npencrapauky S3asEHMKa) ma Wac
HajgaHHA 3BiTy.

Crpok aff Cepradirara cTaHOBHTE
TPH pPOKH BiJ JaTH DpoBefeHHs
iHCOEKTYBAHAN Ta Mo#e OyTH
CKODOYEHEM 33 PeKOMeHIamicio
incnexTopis  IrilEO  NMPOTOKOAY
OUiAKH PHIHKIB 0020 PO3PaxyHEY
crpoky  macrynuoi  imcnexuii
gupofaANTEA Jdikapeskoro acofy
Ha BianosinnieTs BEMoram GMP,

Hepwmikcmyxbm

imcneruii  Ha
BHPOOHHUTEA

Bucnopok ¥y CTPOKH,
pH3HaveHi  posginom 1M1
usoro IMopaagy, Crpok il
Ceprudikara CTaAHOBHTE
TPH poKH Bil  [OarTA
NpoBEIeHAR
iHcHeKTYBAHNS.

i

3 nosaroio,

HAPOAHHI fenyTaT YKpaiHH

{mocelauennn Na370)

0.0.KYHHIIbKHAH



