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JNENYTATChKHH 3AITUT
(& nopadky cem. 13 3axony Vepainu «Ipo cmamyc napoonozo denymama Yxpainus)

Hlodo npoexmy naxasy Minicmepcmea
oxoponu sdopoe " Vepainu

wllpo enecenna amin do Mopadky npoeedenna
ridmeepdacenia gionogionacmi yymoe
etipofHuymea Nikapeekix 3acobie sumMozam
Hanexcnol eupobuutol npakmuxis.

3 pesynLTATAMH pOITIANY OpoekTy  Haxazy  Minicreperea oxoponm  3mopoe’s  YEpaidn
«llpo srecensa 3min oo [Mopagky npoeegeHHs NigTEepm#eHH: BiMNOBiAHOCTI YMOB BHPOOHMITEA NIKAPCBKIX
3acobie BMMoraM HanesxHO! BHpOGHWYO! NPAKTHKHY ONPHIIOIHEHOTO Ha caitti MO3 ta cninkysadmus 3 Horo
NpHEODY 3 BHPODHHKAMA/MOCTEYAILHHEAMH MiKapchkHx 3acobiB Malo BHCICOBHTH CBOI 3ayBaOeHHA Ta
3AMEPedeHHA A YOOCKOHANEHHA BKAIAHOT MPOUETYPH NiOTEEDHEHHA BLANOBIZHOCTI YMOB BMpODHHLTEA
nixapeermx 3acofiB BHMOTaM HaleXkHO! BAPOGHHYOT PAKTHEH,

Merory uwsoro npoexty, Baxongud 3 Toscuiopanenoi 3ammckn MO3, € zaleinedeHHs HATEWHOTD
KOHTPOUIKO AKOCTI Nikapchkix 3acobie i ymor ix BMpo0HMIITES, A TAKOK FAPMOHIIALIA 3aKOHOJABCTEA Y KpaiHy 13
sakoHofascTeoM Eeponetickkoro Cowoay.

Opran, sl 37ifcHIOE KOHTPONE 38 BHKOHAHHAM UROro Hakasy e JepsnikcmysSa sinnosimeo
N0 NOKnageHHX Ha Hel 3aB1aHe, 30KpeMa 31ilicHIoe epaasHAl KOHTPOIE 38 JOTPHMAHHIM BEHMOT 3AKOHOOABCTEA
woao sabeanedeHns AxocTi TA OesmerH mikapchkix 3acobie Ha Beix eranmax obiry, B TOMY 9HCH KOHTPOTE
38 BHPOGHHITEOM Ha BiONOBiAHICTE Mikapcekux 3acobis BHpOOHMITEA BHMOraM €BpOMEHCBKOro CTAHAAPTY —
HaNeHKHOT BHPOOHHYOT MPaKTHEM.



Mpote, nponoHoeasi MinicTepcTBOM OXOPOHH 3MOPOE'S 3MIHH DOPANKY MOTBEDIKEHHA BiANOBLIHOCT
¥MOB BHPOOHHITEA Nikapeekux 3acobie BHMOraM HanexHO! BHpoGHHYO! npaxTHky (cepThdikaty GMP) momyTs
NPHBCCTH /10 MONopokuannd abo 3HMKHeHHA 3 pHHKY YEpaluu pany sarpefyeanux Nikis Ha HepHIHAYeHHI HaC.

MoenicTio nepenecTd epponeiickknii Tocrin B yepaiaesei peanii me 108ciM MoxHEBD | HeTOOIILHO
4depes pBAANID Y 103BINBHEX npomenypax, ocofnmeocri dynkmlonysanss JepsaBHEMX opradis Ta
siacyTHocTi caaAOre exonoMivHOrO NpocTopy 3 €C.

Tak, y mn. 4 1a y mi. 5 m2 Posgimy Il «Erany nigrsepmesna pinmoeiguocti yMoB BHpOGHHIITEA
nikapeekux sacofin BumoramM GMP» 3anponoHOBAHOTO NPOEKTY BHEMIMEHA MOEIRBICTL Domawi womii
oiniiisoro noxymenTa mogo sianoBigHOCTI yMOB BHPOOHENTEA NiKAPCEKAX 3acobis BEMoraM magemuol
BHpOGHAEYOT NpakTHrE (aagani — GMP), Baaanoro ymoBHOBR:eHHM opraHoM kpainm-wiena PIC/S, mo
MO#Ee HETATHEHO IO3HAYMTHCE HA OOCTYMHOCTI Bimmoeimsmx nikapeekmx 2acobie. Takos we npuzeene no
OOJATROBHX BHTPAaT 4acy 1 KOIITIE BHpoOHWKIE Ha {HCMIEKTYBAHHA, IO HETATHEHO BinoDpasWTeCA Ha BAPTOCTI
MKAPCEROTO 3ac00y IIa pHEKY YkpaiHH,

Knwuaoeow wmerow PIC/S (the Pharmacentical Inspection Convention), wax i PIC/S (the
Pharmaceutical Inspection Co-operation Scheme) ¢ rapmomizanis Beiei cHcTeMH iHcHeKTYBaHHS
einnopinEnx kpais-yeacanus PIC/S,

Ocobnuey yeary Bukonasuuii komiter PIC / § npupinge papvanmo GMP / GDP-incnexropis. Hapqanna
NpOBOIHTECA MopivHO B dopMati cemiHapie Ta excreprHuy zifpans. B meomy sigpomenni PIC / § wanae
YHIKATEHY MORIHEICTE CHUIBHONO HABYAHHA {HCIIEKTOPaM PEryIATOPHIX OpPraHie (OKpeMo, PEryaATOPHI OpraHH
afio Taki opramizauil sk BOO3 afo EMA npoBoasTe 3aranedi KYPCH HABYAHHSE, MCPCBAKHO A4 HOBHX
imcnexropie). Buxonasuwi womiter PIC / 8 Ttarom sabesneuye onnakoee tpakryeanHa GMP i enementie
cHeTeMH ArocTi Desmocepessso yig GMP / GDP-incnexroparie. 3a JonoMoTow TAK 3BAHOT €CHOTEMH IIBHIKOTO
OOOBIIMEHHT» PErYIATOPH] OPraHH ABTOMATHYHO OTPHMYIOTE NEPEBAary ¥V BHITISAl ONMOBIMEHHA NPO HEAKIiCHY,
tanscubikopany, HesapeecTpoBaHi afo 3 NPOCTPOYEHHM TepMIHOM MpHIATHOCTI cepii mikapcekux sacobis Ha
pHEKY OyIp-AKo] KpaiHH-YHacHHII.

Cucrema PIC / S mono 3anofiranns 1a BiIKIHKAHHE € YACTHHOW OLILI MHPOKOT CHCTEMH, AKA
BEJIHYAE CHCTEMY NONEPEKeHH TA BiIKnnKanne 3 kpaiu-wienis €sponeiicskoro Cowsy, Esponeiicsirol
3onn Binessol Toprieai / Jorosopie npo 3acMBe BH3HAHAS.

Takum YHHOM, HEMAE MIJCTAE BEQATH, w0 vrpainceki GMP- incnexrops e Bl goceinvenvu Hix
siHapogni GMP- [HCnekTopH, & TOMY BHIUIIOUEHHA 13 CKOANY AOKyMeHTIE oiuifnore AOoKyMeHTa moao
BionoBigHOCTI YMOB BHPOOHMITEA NiKAPCEKWX 3aco0ie BHMOTAEM HAnemHO! BHpOOHM4OT NpaKkTHEH (Hamam —
GMP), eunaHoro ynoBHOBaMeHHM opraHoM kpaiHu-unesa PIC/S e HeOoOITEHHM Ta TAKHM, O CYNEPEYHTH
gificuii meti GMP ceprudikaunii Ta spogHTECA BHITOYHCO 00 nobilopaHHA iHTepecie OKpeMol YacTHHM
thapmanesTHaHOr0 GizHecy Vipaium.

KpiM Toro, 3 mpoexTy Hakazy MinicTeperea oxopors 3nopoe’s Yepainm «TIpo BHecenHs 3Miu qo Mopaaxy
NPOBCACHHS MIATEEPIMEHHA BINORIAHOCT] YMOB EBHPOOHHMITEA Nikapchkux 3acobip BMMOraM HanesHO!
BHPOGHHHO! IPAKTHEHY TNOBMHHA OYTH BHEMHWEHA BHMOrA [P0 HASBHICTE TA BiomorimHoro Hagannas Marketing
Authorization (komiif peecTpauiiinmx mocsiguens) Esponeiickkoro Comosy, BemaxoSprTanil (B pasi sHRoHaHHA
BREXIT) i Tix wpain PIC\S, axi yKnand yrofy Npo B3acMHE BHIHAHHS PE3YITRTATIE IHCTIEKTYBAHHA 3 KpalHaMH
yaacHHLAMH Eeponeficekoro Corosy i Yipaiuow,

3rinuo 3 sumoramu €C AreHTCTBO KpaiHH, AKa HE TPOBOIHIA iHCTEKIiHD BHPOGHHYOro Mafnanumks Ha
BianoeinuicTs BuMoram GMP, mose Bu2HATH iHcneruiduuii spit immol kpaims €C | He DPOROIMTH NOBTOpPHE
IHCMeKTYBAHHA [TH peEcTpamil Jikapcekoro 3acofy, mo we Gyno MpeaMeToM IHCIEKTYBAHHS TA He 3rajlaHo b
iHcnexuiHHOMY 3BiTi.

TomMy 04 MITBEPIMEHHA BHKOHAHHA BHMOTD peecTpailifHoro Jocke BMpOOHHKOM, MOTPIOHO JOMATH B
nepenik AOKYMEHTIB, IO HATAIOTECA HA TepeRipKy ANA MPOLETypH BuiHaHHA ceprhdikata GMP, samicts
Marketing Authorization, poagin 3.2.P.3.3 Onxc eupofHHY0TO MpoLecy Ta KoHTpomo npouecy Mogyns 3 na
nepesipky MosHBOCTI BHpobHHEITEA Mikapeskoro 3acofy BIAMOBINHO O0 HANBHHX MOEIHBOCTEH i OCHAINEHHA
BHpPOOHWITRA, Mo BKA3vioThed B Site Master File, ockimegn GMP cepridikanii mignarae came npouec
BHPOGHHITEA, & He JKapehkHi 3acid OKpeMo, OCKINBKH AN NIKAPCEKHX 3ac00iB icHYE IHIIHE MOPANOE AOCTYITY
Ha pHHOE Yrpains srimso Ilopanxy nepsxasnol peecTpanil (nepepeectpanii) aikapceksx 3acofie, saTBepIEeHHHA
noctanosoto KabineTy Minictpie Yrpainm gig 26 Tpasaa 2003 p. N 376,



[e omHKM 3 rocTPHX OHTAHL CTAAA HASBHICTE B MPOSKTI HAKATY MOMUIHBOCTI CKOPOYEHHS CTpOKY Aif
Cepruikara 3a pexomenzanicio iHCHEKTOPIE 3rigHo [IPOTOKONY OLIHKH pHM3MKIE LIOA0 PO3PANYHEY CTPOKY
HacTyTHOT iHcTek1iT BHpobHULTES Nikapeekoro 3acofy HA RiANOR AHICTE BUMoram GMP.

Ile Hece s3arpo3y S4AMPOBAIKCHHS NPAKTHKH YHCIEGHHMX [OBTOpHMX iHcneruiil, ¥y pazl npHiiHATTA
3ANPONOHOBAHMX 3MIH, AKi NpHBEYTE 00 OONATKOBMX BHTpAT BHpoOHMKIR, ¥ 3B'A3KY i3 3aMy4eHHAM OiMemoro
CENATY MepeOHATy HA BAPODHHLITEO i X HABAHTAMEHHA, A TAKOX V 3B'32KY 3i 3HIDKeHHAM ofcary EMpofHHITES,
L0 CHPHYMHHTE 3011BIIeHHA BAPTOCT NIKAPCEKMY 3ac0DiE AN nauieHTa,

3anponoHOBaHI MOTOKEHAN IPOSKTY IIOTITHYTE 38 coD0 30UTEIeHHA TePMIHY HACTYIHHY IHCneKuii, mwo
MOKE TpMBeCTH 1o HawsHocri ofexrie Oes nliowwx ceprudixarie GMP, medimmry npoayveuii B kpaifni i
KPHTHYHOMY MOTipIIeHHID JOCTYIHOCTI Nikapeskix 3acobie aua nanientie,

[poananizyeasm of'eM notesuifinuy iHenexuill, crae fscHo, WO B NEPCNEKTHRI, Mowe HTHCA He mpo
THMYACOBY BIJCYTHICTE JiKapckiHX 3acobie, a mpo X NOBHe IHMKHEHHA HA HERWIHAYeHHH Jac 3 puHKY Yipalnn.

TaxumM SHHOM, MATHME MiCIIe PEATEHA 3ATPO3a IPHITHHEHHS NOCTAYAHE HeoDXIIHHX IMOOPTHHX NiKiE, AK
Joci nocTapnsansed B Vipainy Ges 2aveauess oo skoeti.

KEpim toro, mo yei 3apogs - srpofHEKH, ¥ TOMY 9HChi i iHaifceki, BiamoBinaloTs BHMOTAM HaJSHKHO!
BHpoOHNYOT npakTukn i mawore ceprudikar GMP, Ges sxux BpesenHs nikapesrix 3acobiB He moxIHBe, yei
nikaperki 38c06H, Mo IMOOPTYIOTECA ¥ TOMY 49HC 3 AT MpoxoasTs 0BoR'A3KOBHI NepaBHHH nabopaTopHmii
KOHTPOIE AKOCTL.

Tak, wepaiHceri nignpuemcTea-gHCTPROTIOTOPH | Mi}HHapOﬂHI c‘.lpr‘am:aaml BIIPOOOR TpE:l:ll‘.'i POKIB
JARYTIOBYIOTE AKICHI JiEH LELI[IﬂCBm BHPDEH.H.K.IB 33 JOCTYTIHOK Ll.li-lUiU, da 1o COTHI THCAY YHNAKOBOK i ACCATHEH
HaliMeHyBaHb BHCOROAKICHHA FeHSPHKIB.

Jirkapeeki zacofi inpificekoro sMpofHHUTEAR 3aKYNOBYIOTRCE ¥ TOMY YHCHI i 4epes MibkHapogmi
OpraHizanii no MporpaMax DepHaBHEY 3AKVIIBENE, 18 AKICTE Nikapebkix 3ac00iB 3HAXOIHTECH HA NEPIIOMY MicL
i peTensHO KOHTPOMIDETECA YIIOBHOBAMEHHME OPraHAMH.

Tawxum ¥HHOM, BHIABHEBIIH 3 HApMAIERTHYHOTO PHHKY YEpaiHu nnifcskux sBHpofHukis T4 BHpoGHUKE,
aki Be MaroTe noxomxenns 3 EC, situmaani papofmmy nikaposxiy 2acofie MosyTe gocartd KaprensHo! sMoeu
(3MOBA MOHOMOMICTIR) B 11inAY 30iNEINeHAS BIACHMY 3BepX NpUGYTKIE ¥ 28 83Ky 3 WM MoxyTs 06 eIHaTHCA TA
30CEPOIHTH ¥ CBOTX PYKaX MepeRakHy YACTHHY BHpoOHHITEA | 30YTY OKpeMiX Aikapchkin zacobie, Mo 3abeznedye
HHM MO¥UTHBICTE AHKTYBSETH CBOT YMOBH MPOAAKY | BCTAHOBMIOBATH MOHOMONBHI 3ABHINEHI IiHH HA MiKapChKi
3acolH.

Tofro, HasBHICTE TAKHX BHMOT, AK 3MeHINGHHA TepMiny aii cepradikaty GMP ta napasms Marketing
Authorization se mae ofrpynToBanoi OCHOBH | Beme 00 NMOPYINEHHS NPaBR HA 300POBY KOHKYPEHLDo | mome
NPHEBECTH AK 70 MOHONONI3ANIT pUHKY, TAK | 10 THMYACOBOTO Af0 TPHEANOTO KOJANCY HA PHHKY, AKHIl IPOSBHTECA,
cepe/, IHINOTO, MiJRHINEHHAM BAPTOCTI JAiKAPCHKMX 3ac00iB, B 3HMKHEHHI 3 DHHKY HA HeBH3HAYESHHH Yac pamy
NiKapceKoTo 3acofy, Mo ¥ TOMY YHCHi BXoAHTE B mporpama "IOCTYIIHI JIIKH™.

Epis Toro, sBaskacmo, 110 TaiHA NPOSKT HAKAETY £ TAKHM, [0 MO#e GYTH BHROPHCTAHHN B KOPYTILIHHIXK
CxeMax, TaK AK ¥ pasi npHiHSTTE NPOCKTY KOMEeH 3 IHCTeKTOPIR, SKHA NPOBOAMTE IHCIISKIIO, 3 METOK OTPHMAHHS
JdogaTkosoi HempapoMmipHol BHTOOH, Dyne yMHCHO ckopouysats Tepmin aiil Ceprriikary mof oTpHMaTH Taky
HeNpasoMipHy BHTOMy abo Mg 9ac caMoro iHCHeKTyBaHHA abo 3 METOH OTPHMAHHA HENMPAEOMIPHOT BHCOMM TTi
YAC HOBOTO IHCISKTYBAHHA NiCNA CIVIHBAHHE CTpoKy Al nonepenusoro Ceprudikary, Takom € TpHNYIEHHS, WO
KEpIBHHUTEO CaMmoro oprady, mo npoeoaute GMP ceprrdikaniio Gyne NaBaTH HerNacHy BRAsiBKY, IMOM0
¥MHCHOI'O CKOpOuennA TepMiny Ail CepTHdikary 3 MeTo oTPHMAHHA HenpasoMipHoT BHromIH,

Y pasi cxopodenHs Tepminy aif Ceprudiraty, PHpOGHHKH/3ARBHMKH NiKapcekHx zacofie, 3 MeTow
OTPHMAHHA JOCTYIY 00 YRpalHCEEOrD PHHEY Mikapeskux sacofin GyayTe BHMYIIEHi HECTH POIXOIH HA TOETOPHI
Ceprudikanii, a Taxom GyIyTh 3apyqHHKaMH kepismursa [lepscotikemyostn, axi GymyTh IMYIIYBATH CBOIX
IHCTIEKTOPIE SAHMMKYBATH TOKASHHKH IHCIEKTYBAHHA THX WH IHIDHX BHPOGHHUTE 3 METOI OTPHMAHHS
HENPaBOMIPHOT BHMOIH.

Ha rtenepimmifi =ac ceprudixatn GMP supae Jlepinikcnymba. Yuacwwky pHHKY TpH OTpHMaHHI
cepradirary GMP ctaxaoTeed 3 pagoM npoSneM, Sei He BPeryikOBAHI NPONOHOBAHMM NMpoeKTOM, 30KpeMa,
Jepimnikemyxba He J0TPHMYETHCA RCTAHOBISHHX TEPMIHIE NPH MPOBSUEHH] NPOUSIYDH NMiATBEPAMCHHA YMOR
BHpoGHmTea BaMoraM GMP, a i Jepsnikcny®Gn va ycix eTamax NpoXOmMKSHHA JOKYMEHTIE 1 NpoBEIEHHS
EKCIEPTHS HENPOIOP] | SAKPHTI.



Kpim Toro, icuylouwii nopanox dakTHuHo mepeafadac pi3Hi YMOBH MPOXOMKEHHA MPOLSHYPH 414
BIiTYMIHAHMX | iHO3eMHHX BHPOOHHKIE MiKApCEKHX 3ac00iB Ta HAABHI 0IHAKM MOHOMOMI3ANIT YKPAiHCEROrO PHHKY
mikapcekux 3acobis 3 Goky BiTuM3HAHMX (apMxoMnadifi. B Mexax ceoix nosHopamens Jlepmnincayxba Gyie
MATH MOAIHBICTE YHHHTH aIMIHICTPATHEHMI THCK HA VuacHHKIE puHkis Nikapeskux sacobis B Vipaini, zoxpema
HUTAXOM CTEOPEHHA aMMIHICTPaTHEHHX Dap'epis BCTYIY 1HOZEMHHX, 30KpeMa IHOIACEKHX BHPOOHHKIR NiKapChERX
zaco0ie Ha Ui pHHEY.

95 % BUI- indikosarwy ocib sacrocoyioTs nikapekki 3acobu iHaificskoro BHpoGHMUIITEA H NPHIHHEHHS
[OCTABOK T& YYaCTh MIKHAPOIHWY iHOifickkHX QapManeRTHIHHL KOMIAHIH B 3aKyNiBIAX HEraTHBHO MOIHAYHTECA
Ha 300poB T TakHx ocif Ta npriineTeed 3pificHoraTH 3akyniEmo afo GpeHA0BHX MPENAPATIE, AKi KOITYIOTh IHAYHO
AOpoMde HiE AKICHI TeHEPHKH.

TobTo NpH IeTATEHOMY BHBYEHI MOMUIHBO NifTH BUCHOBKY, 1O MPOEKT JOKYMEHTE MICTHTE NON0KEHHS,
AKI MOMYTE MATH HETATHEHHE BIUIHE HA KOHKYPCHIIK HA PHHKAY NKAPCEKHX 2ac06is,

Bumesxasani 40BOOH NiATBEPIKYIOTECA THM, 1O 3riOHO 3 mopimommeHHA 3i cropinkn depanikcmymtn
OAA POSIALY HAYKOBMX PeROMEHIAUIR Ta nponosHuii wono safesnedeHHA HAYKOBOTO CYNPOBOLY peamisamii
pediopMyBaHHA OXOPOHHE 200poE’ s ¥ c@epax KOHTPONHD AkocT] Ta Deanexy nikapeskux 3acobis. .. creopeHo Bueny
pany npH epsomikcmysbi. Mo i cxnamy yeifmnm nanu Onexciit Conosiios ta [aurpo 3axapam, ski € Ton-
YHHOBHHEAMY Yacie SIHyKOBHYE T AKI MAITH TICHI CTOCYHEH i3 eKc-TipeM’ep -MiHicTpom Asapoenm M., mo camo
no cofi e cyMHiBHHM dakTopoM moao nposopocti poboTk Takol Buenol pagn Ta AeMoHCTpyE To# dakt, mo
ULTAXH peanisauil Tak 3BaHoro «pe)opMyBaHHA OXOPOHH 30POE’ D MPOBOIATECH HEPes IOHOBISHHS KOMHITHIX
KOPYNUIHHITX cXeM.

Kpim ueoro, za masume 3MI roaea MO3 3opana Cranenka npHIHavsng ofHHM 30 ceolx pagHHKB —
Yymaxa Onexcangpa Bonmonumupopsda, Akuil € NpelcTABHHKOM BiTYH3HAHMX (apMaleBTHIHWX KOMTaHiH, a
3HauHTE Gyae nofilosath iHTepecH BHYTPIOHIX ykpaiucekmx BHPOGHMKIE Ta nocTayanbHMkie. 3 ganoio
inopmaniero MokHa 03HaHOMHTHCA 38 HACTYNHHMMM nocunanHamu: (https:/antikor.com.ua/articles/344718-
aleksandr_chumak smotrjashchij farmatsevticheskoj mafii v_obnovlennom minzdrave
https:/fantikor.com.ua/articles/339580-
podeljniki_bogatyrevoj i _rejdery_bagrij chumak i_golubovskaja vozvrashchajutsja v_moz)

Tak, Yymax O.B. na Tenepimuiii gac 3a mankMH €IHHOTO JEPMABHOTO peEcIpy IOPHIMMHHX ocif,
thispumx  ocif-minnpuemnie Ta rpoMancermx QopMyeaHr ¢ 2acHOBHHKOM ToBapHcTBA 3 OOMEREHOH
gianosiganericrio "BITMPAPM", kog €JIPTIOV 35877160, anpeca: (4108, m. Kuie, npocnext Tpasm, Gy, 62,
ocnoBnAi BHA giaaeBocTi - 21.10 BapodaRnTBO ocHOBHEX (QApMANEETHYHHX NPOJVKTIB, & TAKOM
KepiBHHEOM Ta 3acHOBHHEOM ToRapHcTBO 3 ofMeseHom Binoei fansicTio "TOPTOBHH IIM KEM®APM", kon
CHOPTIOY 42756996, anmpeca: (04071, m. Kuis, syn. Bosnswkenceka, Syouaok 52-54 nitepa A, ocHOBHHE BRI
migaeHOoCeTi - 46,46 Onroea topriens dQapManeBTHYHEMH TOoBApamMH Ta #Axuil 3a gadwvu 3MI e
JHCTpHO wTopoM Aikapesrux zacobie erpobruuTea TosapueTso 3 gogatkosow sianoeinansHicTio "THTEPXIM",
VYrpaina.

lleii axt € okpenMiM JOBOOOM A0f TOro, oD IAOVMATHCA OO0 TIHCHMX MOTHBIE TA NiACTaR 408
NpUitHETTS NeSKUX TYHKTIB BKA3AHOTO TpoekTY Hakasy MinicTeperea oxoponu 3nopos’s Yepainu «[Ipo sHecennd
amin o IMopanky npopeneHns MTTBEPIXEHHA BiAMoBiNHOCTI YMOB BHPOGHHITEA MiKapcEKHX 3acoGiE BHMOraM
Hanenol BHpODHW90] MPaKTHKHY.

Tomy mnpocamo Bac posraswyTh Aade 3amepedeRAs Ta NMpPHIAATHE 10 YBAard BHIIeBHEIATER]
ofcTapuHH Ta OGIPYHTYBAREAA, 8 TAKOE 3AN0BINLAHTH HAmE NPOXAHHS TA JAMHIIATH MY PeIAKIiN
Hagasy Minicreperso oxoponn spopoe's, sim 27.12,2012, Ne 1130 "Ipo sareepmaenns Iopaaky
NpoBEIERRA MiITBEDKEHEA BlOnoBiIHOCTI YMOB BHPODHHUTEA JIiKAPCLKHEX 3ac00iE BHMOraM HATeXHOT
BupobuE490] NMpakTHKA" alo BEIHMHTH 3ANpPOOOHOBAHY pelakuii JeakHX NYHKTIB 10 OpPOEKTY, SKA
BHENAJeHE HAXME ¥ NOPIBAKILAAE TADAHI.

MMOPIBHAJIBHA TABJTHILA

Hiwga pesaxunia Hawazy | Pepaxnia NpoeKTy nakasy | [Iponorosana pegaxmis
MinicTepeTeo 0XoposH 350poB'a, Bin | Minicrepersa oxoponn 3mopos’s

27.12.2012, M 1130 "Ipo | ¥rpaian

savpepmmenns  MMopsuky | «llpo enecenns smingo Hopagky
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pilnoeigHOCTI YMOB BHpOGHHUTEA
JikapeskHX  3acofieE  BEMoram
nanexnol BEpodEAvof npakTHKe"

NpoBeIeHHA OiITBEPTHEHAR
signosianoeri ymoe BHpoOHHNTBA
JikapeeKAX  3acofiBE  BHMoOram

HANEKH0T BAPOOHHH0] DPAKTHER

odiLiinmi IOKYMEHT WO0
Bignosiguocti  ymoR  BHpoGHHITBA
nikapeekux 3acobie Bamoram GMP -

ceprHbikar  BianosiaHocTi  yMoB
BHpPODHMITBA  mikapehkux  3acofie
BHMOTAM GMP, BHAAHHH

VOOBHOBAMEHHM OpradoM Kpaimm -
waena  PIC/S, abo  niuemsia  w®a
BHPOGHHIITRO  Mikapcekux — sacobim
(KINO  YNOBHOBAKEHMM  OpPraHOM
kpaiiu - wiena PIC/S ne nepeafatgena
BHIa4Ya cepTHhikata  BlanoBigHoCT

YMOE  BHpOOHMUTEA  Nikapeexmx
sacobie prmoram GMP),
IL. Erann nl,umepn;&u;

pBinnosigHocTi yMoB BHpoSHHOTBA
nikapeskaX 3acobie Bamoram GMP

2. llna migTRepI#eHHA BIANOBITHOCT
¥MOE  BMpPOOHMUTEE  MIKAPCLKHX
sacobis  eamoram  GMP  3assuug
(mpencTapHHE 3adBHHKA) NOOAE [0
HepaunnikcnysOn  3agsy Ha BHIATY
Ceprudivara afo 3assy Ha BHpauy

o AOKYMEHT OO0
BigmoBigHOCT] YMOE BHpODHMITEA
nikapcerdx 2acofie rMoram GMP —
ceprudikaT  BLOIMOBIIHOCTI  YMOB
BHpoOHHLUTBA fikapcekmx  zacolie
BHMOTAM GMP, BHIAHHH
YTOBHOBAKEHHM OPraHOM KpaiHW —
gynena EC abo kpaiHK, AKa Mae yTooy
mpo e3acmHe BH3HAHHA 3 €C abo 3
Yxpaincwo (imomocti 2 odiniiinoro
ENeKTPOHHOTO peccTpy — and FDA
CIIIA), aGo ninexsid Ha BHPODHHIITED
TKAPCEKHX 3acobie (AKImo
VIOBHOBAMEHHM OpPraHoM KpaiHH —
aneHa €C afo kpaiHm, Wo Mae yrony
mpo eraeMHe BH3HAHHA 3 €C afo 3
Yxpainoto He nepenfadcHa BHIa9a
ceptHdikata BIIMOBITHOCTI yMOB
BHPOBHHITBA Jikapcekux 3acobie
sumoram GMP);

u:l]i[ﬁﬂuuﬁ_ﬂdmyuem W0
B1OMOBIAHOCT] YMOB
BHMpODHHUTEA  MIKAPCEKMX |
zacobis eumoram GMP -
cepradixar  BignosinHoeTi
YMOB BHPOOHMIITEE l
nixapceEHX 3aco0ie BHMOTAM
GMP, BMOAHWH |
VIOBHOBAWCHHM  OpIaHoM
kpaiun - waena PIC/S, afo |
miugHzia HA BHPODHHLTEO
mikapceEHx  3acobiB  (AKmo |
VYIOBHOBAHEHHM  OPraHOM |
kpainn - wnena PIC/S Hai
nepenfageHa EHa4a |
cepriixara  BigmosimHOCTI
YMOB BHpOOHMIITRE |
MiKapCchKHX 3aco0iB BHMOTaM i

GMP);
|

IL. Erann OiITBEPIHEHHT
elanosinpocri yMos BHpofHHUTEA
Jikapewxnx zacobie pumoram GMP

2. [ing migTeepiKeHHA BIANOBIAHOCTI
yMOB  BHpoODHMITRA  MiKApCRKIX
zacofie BuMoram GMP  3asenux
(nmpencTapHME 3JafiBHMKA) TOOAE A0
Jepwnikcmy6n 3assy Ha BHEAYY
Ceprudirara abo 3asey Ha BHOa4y

BucHoeky, mo sEMX nomaroThCd Tak
MOKYMEHTH:

BucHOBKY, 00 AKHX N0JAHTHCA TAKI

| MOKYMEHTH:

1
4)  saceiguena B yeTaHOBIEHOMY |

MOpanKY Komia odinifiHoro JokyMeHTa
mWoao BiAnoBimHOCTI VYMOB
BHpODHWUTEA  JHKApCRKMX  3acobie
BHMOTAM GMP, BHAAHOTO
YHOBHOBAXKEHHM OPrasoM Kpaiod -
eHa PIC/S, saceigueni B
VCTEHORMEHOMY  NOPAAKY  Komif
| DomaTkiE OO TAKOrO JOKYMEHTZ 3
nepenikoM aikapcekux  zacobie (3a
HARBHOCTI ) Ta saceinyeHi B
| YCTAHOBNEHOMY TOPAAKY TEperIaIH
IHX JOKYMEHTIE YKpalHCBKOID T4
| AHTJIACEKOK MOBAMH.

Awimo meeceno no Gazw  pamMx
EudraGMP, 3assnuk (mpemcraEHHK
3asBHMKa) Hanae POIODPYKIBKY 3 L€l
GasM jaHux Ta nepexnal yKpailHChEOK
MOBOKD, ¥ TOMY HHGII i3 JojarkaM (32

4) 3aceigueHa B
| HOpAnKY KOTIiA
JOKYMEHTa INONC  BigOOBIAHOCTI
VMOE  BHpODHMUTBA  MiKapCBEHX
sacofiie ewmoram GMP, eHaasoro
YNOBHOBAMEHMM OPraHoM Kpaivu —
ynena €C afio kpainn, Aka Mae yromy
npo BsacMHe BE3HaFHA 3 €C abo 3
Yxpainoo.

Axmo  eHeceHo a0 DasH JaHMx
EudraGMP  afio  enextponHOrO
peectpy  FDA  CIIA, 3aspHuk
(npenctapunk  JasEHHKa)  Hanae
pozopykieky 3 uiel §asn OaHMX Ta
nepernan yEpaiHCEKOI MOBOWD, ¥
TOMY HHGHI i3 [Jojarkamu (34
HageHocTi). 1li mokyMeHTH MOBMHHI
GyTH 3aceinueni 3aapHHUKOM
(npecTapAHKOM 3aABHHKA);

VCTAHOBIEHOMY
ofiuifHoro

4) sacEiguena B
VCTAHOBISHOMY — MOPAIKY
komis odimiisoro JoKyMeHTa
moAc BIOMOBIOHOCTL  YMOB
EHpOSHHITEA  JIKAPCEKMX
szacobie  BuMoram  GMP,
BHIAHOTD YHOBHOBRKEHHM
opradom kpalHH - “LieHa
PIC/S, 3acBimHeH] B
YCTAHOBIEHOMY NnopaIKy
KON A0JATKIE 00 TAKOTo
JOEYMEHTA 3  TIEpETiKoM
nikapceknx  sacofis  (3a
HAABEHOCTI) TA 3ACRigueHi B

YCTAHOBIEHOMY — MOPALKY
nepeknafgl MY A0OKYMEHTIB
YRPATHCEKORD Ta

AHTTHCERKOR MOBAMH,




HageHooTi), 1l JOKYMEHTH NOBHHHI
ByTH sacBim=eHi FagRHUKOM
(npeacrapumukoM JageHiKa);

Arno  eHeceno go  Galw
Jasux EudraGMP, Jasemwk
{NMpencTaEHHE 3anpHHKa)
HAOAE pOIAPYKIBKY 3 micl
OazM [aHHX Ta [epekian
VEPRTHCEKOI MOBOID, ¥ TOMY

qenmi i3 mopatkamu (3a
HagpHocTi). Il moxymenrn
noeuHHI  OyTH  3acBimuemi
JaABHHKOM (TIpEICTABHHKOM
3aABHMKA);
5) konia mocke BHMpoOHMMOI TinsHEUi | 5) konis gocke BMpoSHHuoT gimendi | 5) xoma gocke BHpoGHIOT
(Site Master File) Ta #oro nepesnan Ha | (Site Master File) ta fioro nepexnan | minsmam (Site Master File) a
ykpaiuceky Ta'abo aHTmilicEky MoBY, | Ha yxpaiHceky Taafo awrmiiiceky | foro MEpeRTan Ha
saceimueHi 3aarHHKOM | MOBY, 3ACEITYEH] 3aABHHKOM | YEPaTHCEKY Talabo
(mpencTaBHMkOM — 3adABHMKA)  (WnA | (DpeJcTABHMKOM  3JadBHWKA) (04 | AHCTHCEKY MOBY, 2acBiTHEH]
HEPEIHIEHTIE, 3a EMHATKOM | PE3HJEHTIE T4 HEpeIHIEHTIE, 3a | JadBHHKOM (NpPEICTABHHMEOM

EHpoOHHKIE, BEpOGHHET moTVEEOCTI
HKHX 3HAXOANTHCHA HA TepHTOpIl
Kpain - 4aenis PIC/S);

BHHATKOM BHpoOHHMKIE, BHpOOHH4I
MOTY#HHOCTI HKHX 3HAXOAATECA Ha
TepuTOpil Kpaik — unena EC abo
KpaiHH, AKa Mae Yrogy Npo BI3acMHE
puzHaHHA 3 €C abo 3 Yrpainow);

JaABHHEA) (mna
HepeIMISHTIE, 38 BHASTROM
BHpobHEKIB,  BHpoOEHHI
NOTYRHOCTI HKHX
IHAXONATHCA HA TepHTOpIl
kpalin - anenie PIC/S);

&) SACEiTUEHA SasnHMKOM
(mpencTaBHMKOM  3adBHWKA)  KOMiA
3BITY, CKIAZEHOTO 3a PEIVIETATAMH
OCTAHHEOT —nepeBipil, OpoBegerHol
YNOBHOBASKEHHM OpraHomM KpaldW -
unea PIC/S (mna  HepezupmeHTie,
BHPOGHHTI MOTYHHOCTI AKHX
POSTAIIOBAHI 34 MEWKAMH TepHTOpil
kpain - wnenis PIC/S). TIpu umomy
nepepipka noeMHHa OyTH nmpoBeneHa
HE paHilne Him 32 3 pOKH 10 N0JaHHA
3asen. Y pazi BinMoeM BHpoDHHEA ¥
HagaHHi Komii 3eiTy 3JadeHHK Mome
spepHyTHea Jo Jlepsaikemysbn i3
KINONOTAHHAM TR0 30iHCHEHHS 3aImHTY
MoNC  HADAHHA  TAKOMO  3BITY
YMOBHOBAMKEHHM OpraHoM kpalHW -
yneda  PIC/S, mo  apificHioBar
3a3Ha4eHy NepeeipKy. [Ticns
OTPHMAHHA 3BIT A0my4acTsCA
HepsnikenymwGow A0 KOMIIEKTY
Jorymentis eignosinnoi 3asen. Ilpo
OTPHMaHHA 3BiTY afo BioMoBH y Horo
HaganHi Jepscnivenyscfa nosigommane
3aqBHMEA B MHCEMOBIH dopmi;

6) 3aceiquena JagpHHKOM
(npencrasHukoM  3agEHMKA) KOTig
3piTy, CRAANEHOrD 38 PEe3yIETATAMH
OCTAHHEO] TIEpEeRIPKH, MPOBEIEHDI
YOOBHOBAMEHHM OPraHoM KpaiHe —
unena CC abo kpaiHu, axa Mae yromy
npo B3aemHe BlzHaHHA 3 CC afo 3
VrpaiHow (ONA HEpeIHIEHTIE, 3a
BHHATKOM BHpOOHHKIB, BHpoGHH4I
MOTYAHOCT] AKMX 3HAXOAATECA Ha
TepHTOpil Kpainn — wnewa €C abo
KpaiHH, AK& Mac Yrofy Nnpo BIacwMHe
Busnanna 3 €C abo Yrpainow). [pu
UBOMY TEpeBipka NOBMHHE GyTH
NPOBREIEHA HE PaHille Hix 38 3 pokH
N0 nopanas JaneM;

6) zaceigueHa 3asBHUKOM |
(mpepncTaRHMKOM  JagRHMKA)
KOTA 3BiTY, clIageHoro 3a

PeIVILETATAMH OETAHHEDT
nepesipkH, nposegeHo]
VIOBHOBAMKEHHM  OPTAHOM
xpains - unena PIC/S (mna
HepesHeHTiB,  BHpODHH4YI
MOTYAHOCTI ARHX
POSTALIOBAHI 33  MEJKAMH

TepHTOpil Kpain - wieHis
PIC/S). Ipu LEOMY
nepeBipka  NMOBMHHAZ  OYyTH
NpoBEAEHA HE paHille Hik 38
3 pokHM 00 NOJAHHA 3adpH. ¥
pasi BigmoBH eupoOHHKa ¥
HanauHi konil 3eiTY 3aaBHAK

MO#e SBEPHYTHCA o
JHepascnikemymxin iz
KIIOTIOTAHHAM npo
3nilficHeHHS 3ANMTY  IMONO
HATAHHA TAKOTO 3BiTY
VOOBHOBAMEHHM  OpIaHoM

kpaias - =nesa PIC/S, mo
IMACHIOBAB 3AIHAYCHY
nepesipgy. [licns oTprManna

3BIT HOTYUaEThCA
Heprunikemyxbon o
KOMILTEKTY OOKYMEHTIE
simnoeigaoi  3asen.  [lpo
OTPUMAHHSA 3BITY abo

BiOMOBH v Horo HajaHHI
Jepsnikemywda noeinommae
JauBHMKAa B THCEMOBIH
Gopi;




1) 3acRiYeH] SaABHHEOM
(MpefCTABHHROM  3AABHMEA) KOMiA
cepThikata nikapcekoro sacofy I
mizknapomHol Toprieai (certificate of a
pharmaceutical product) afo womia
peccTpaniinoro noceingeHnd
(marketing authorization), sunanoro
KOMIETEHTHHM  OpradoM  KpainM
pHpo0HHEA nikapcekoro sacoy abo
BJIACHHKA peecTpaliiHoro
MOCBITYeHHA (3adBHMKA) ab0 iHIIHM
PEryIATOpHHEM OpraHoM KpaiHw 3
CYBODOI PeryIATOPHOK CHCTEMOI, HA
PHHKY #KOI pOsMilleHo mikapehkmi
3acid, 13 3a3HAYeHHAM  Ha3BH
NOKYMEHTE Ta HaliMeHYEaHHA
KOMIETEHTHOTO OpraHy, o Horo
BHJIAE, NATH BHOA41 (oA
HE3APEECTPOBAHMX THKAPCEKHE
3acofik, AKi MIAHYIOTRCA A0 peccTpanil
abo nepepeecrpanii 8 Yxpaini);

11} zaceimueni JanBHHEOM
(npeacraeHHkoM  3afBHMKA) KOMIA
ceprhdirara nikapeskoro sacofy o
MixHapomHol Toprieni (certificate of
a pharmaceutical product), Bunaroro
KOMIETEHTHHM  OPraHoM  KpaiH
eupofinnga nikapcekoro sacofy abo
BIECHHKA peecTpauiisoro
NOCBiTYeHHA (3aaBHHKA), aD0 iHIHM
PEryaaTOPHHM OpraHoM Kpainm —
unena EC alio kpainm, AKa Mae yromy
Npo BIEMHE BH3HaHHg 3 €C afo 3
VEpaiHoio, HA PHHKY AKOT poaMilieHo
nikapcekuil 3acih, I3 3azHaYeHHAM
Ha3BH JOKYMEHTA T2 HalMeHYBAHHA
KOMIIETEHTHOTO Oprady, mo #Horo
BHIAB, OATH BHIA4i (mma
HEeZApPecCTPOBAHHK MKAPCERHX
33c00iB, AKi IHAXONATECH B TPOLEC]
peecTpauii/Brecenni 3Min B Vipaini),
HA3BH T4 gapec  BMpoDHHYHX
IiTEHHLE,

11} zaceimueni 3agBHMKOM
(mpepcTagHukoM  3aseHuka)

Konig ceprHikara
mikapcekoro  sacofy  ong
MmizHaponHol TOprieni
(certificate of a
pharmaceutical product) abo
Komis peecTpaniiinoro
noceigderEa  (marketing
authorization), Bumanoro
KOMIMETEHTHHM oprasomM
KpaiHu BHpoGHHKA
mikapeekoro  sacofy  afo
BAACHHKA  peecTpaliiinoro
noceinveHHa (2aaeHMKa) abo
iHIHM PEryITOPHHM

OpPraHoM KpaiHl 3 CYBOPOH
PETYIATOPHOK CHCTEMORO, Ha

PHHKY  AKOI  poamMillenc
TKAPCERHI 3acid, i3
FEIHAUEHHAM HAZEH
AOKYMEHTa Ta HaliMeHYBaHHA

KOMMETEHTHOTD OpTaHy, Mo
fioro Buaas, naTh BHOaui (1
HE3APEECTPOBAHHX
mikapeekux  zacofie,  axi
NAaHYIOTECA OO0 peecTpaiii
afo  mepepeectpamii B
Vipaini);

_\"_.__]Tupmmc NPHHHATTA pilmeHAN

npo BEgadgy abo BiIMOBY ¥ BHAAYI

Cepradirara afio Bacroeky

3. 3a pesynsTaTaMH pPOSIAAOY Ha
pobouomy sacimanni Jepscnixcmymtn
3piTy 3 BpaxyeaHHAM BHCHOEKIB 2a
pE3yNBTATAME  [HCNBKTYBAHHA T4
peroMeHOAaNiH
iHeneRTOpa/incnekTopis,
AOKYMEHTATEHIX
YCYHEHH]  NOPYIIEHB, Pe3yNLTATIB
poarnany — sayeakene 3 OOKY
3agpHuka/BHpoDHMKA (38 HasBHOCTI),
PE3YNETATIE NPOBEAEHHX eKCMepTH:
tomo  JepwniremyxGa  npuiiMae
| pimenHs moxo eHga4i abo BinMoeR ¥
euaayi Ceprudirara aGo BucHoBky.

HaIaHHX
MATEEPIHEHE

|V pasi npuissTTs pimenwns momo
eupadi Cepradikara abo BucHoswy
Jepinikcmyxba BHOac  3adBHHKY
Cepradikar afo BHCHOBOK ¥ CTpOKH,
eusHasieni  posginom I oeoro
Ilopaaky. Crpor aii Ceprudixkara
CTAHOBHTL TpPH pokH Bl naTa
npoBelennn iHCHEKTYBAHAS,

V. Hopanok NpEEBEATTHE pilleHHA
npo BHIa4y abo pioMoBY ¥ BHIa9I

Cepradixara abo Bacnopky

3. 3a pe3yAbTATAMH pOINANY Ha
poGotoMy saciganHi
Hepamnixcmyxibn 3iTy 3
EpaXyBaHHAM BHCHOBKIB 3a
pe3yIETATAMH  {HCIEKTYBAHHA Ta
pexoMeHarii
IHCTIEKTOP&/IHCIEKTOPIE,  HATAHMX
JAOKYMEHTATBHHEX NiTBEPHREHE

YCYHEHHA NOPYIIEHs, PesyIbTaTin
posrnagy  sayBameHe 3 Gowy
JassruKka/BHPOOHHEA (38 HASBHOCTI),
pesyIBTATIE NPOBCICHHK EKCTICPTHI
romo  Hepsnikenmyxfa — npaiimae
pilmeHHA Moo eHpagi abo sioMoeH

EHaYi Ceprudirara afio
Ceprudirkarie (v pasi neobxigmwocti
npH IHCMEKTYBAHHI plaEmx
nmikapcekmx  Qopu  Tomo), abo
BucHoBky, ©npo Mo  IHCEMOBO
MOBLIOMITRE JanBHHKA abo

NpelcTABHHKA 3aABHHKA T4 BHIAE
3BiT.

Bupgaua Ceptadikary/Ceprudikatia
afo Buchoeky snilicHwoersca nicnoa

| HamaHHA BHPOOHHKOM/3AABHHKOM 10

3. 3a pe3ynETATaMH POITAALY
Ha pobouomy  sacigammi
Jepacnikemydn - 3eity 3
BpaxXyBAHHAM BHCHOBKIE za
peIVIETATAMHI

IHCNEKTYBAHHA

peKoMeHaIiH

iHCnexkTopa/incnexTopis,
HAAHMX  JOKYMEHTATLHHY
MiATREPKEHE YCYHEHHA
NOPYLIEHD, pesyNETaTie
pOACAANY 3ayBakeHE 3 GoRy
3anrHHKA/EEPODHUEA {a
HAABHOCTL), pe3yIETaTIB
NPOBENEHHX SRCMEPTHS TOWLD
Jepnikcmysxba  npuiimac
pinenss mogo eupadi abo
BiZIMOBH ¥ BHIa4i
Ceprudikara abo BacHOBKY.

Td

Y pasi npuiiHATTA pimeHHA
moge expadl Ceprudixata
afo BucHoBKY
Jepacnixcmyxia BHIAE
saseHHEy  Ceprhipikar  abo




Hepwaikcmyxbn  eionosigHo Ao

myakty 11 usoro  posainy
NpHARATHOT WIARY
KOPHIYBAILHHMX Ta 3an0bixnux aii
IEOI 0 ¥CYHEHHHR EHHBJIEHHX
nopymeHb 34 pPEIVIETATAMH
IHCMEKTYBAHHA BHPOOHHHHX

OiMEHMIE b0 OKpeMHX JIKaPCHKHX
zacofis.

Crpok  HacTynHO!  iHCcmekuii Ha
BiANOB]IHICTE EHpOOHHITEA
eumoram  GMP  pozpaxoByerscs
BUANOELIHO filh) MeToqomorii

NpOREISHHA AHANIZY 3TIAHO AONaTHY
15 nporo [opaaxy Ta 3a3HAYAETRCH B
DEpPEMOMY MpOTORO, AKHH
roTYeThCA
iHCMexTOpoM/THCIEKTOpaME  TTicHs
ONpCBEOEHHA  IHCMEKTYBAEHHA  Ta
nogacTkea ao Jepratikcmytn pasom
31 3piTom. (cTaToyHe PilIeHHA MO0
HACTYTIHOIO CTPOKY IHCIEKTYBAHHA
npuiiMaeTeca HepanikcmysGor.
Crpor HACTYIHOI iHcnekii
[MHCEMOBO MOBITOMIATECA 3aABHHEY
(npepcTaghnKy 3adBHHKA) Mig uac
HananHs 3iTy.

Crpok gil CepragikaTa cTanoBRTE

| Tpm pokm Bia paTe npoBeleHHs

iHCcnekTYBAHHE TA MoKe OYTH
CKOPOYEHHM 38 pPeKOMeHIauick
incnexropis  srigHe  npoToRoay
OninKn pHIHKIB M0J0 pO3IPAXYHKY
crpoky  HacTynHoi  iHcmexnii
BHpofHHNTEA agikapeskoro 3acoly
Ba signoeinmicTs BEMoram GNP,

BucHorok ¥ CTPOKH,
euzHageni  posginom 11
usoro IMopagky. Crpok aii
Ceprudikara  craHOBATE
TpH pokn  Bil  JaTH
nposeleHAy
iHCHeKTYBAHHA.

3 nosarow,

HApPONHHI fenyTaT YKpainn

{mocpiauennn Ma270)

* 0.0.KYHHIIBKHHI




