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Ilanoenuii Pomane Mukonafiosuay!

Hancunaemo anpecosanuii Bam  gemyTaTcekuil  3amuT  HapoJHOTO
nenytara Yipaiuu Kynwunekoro O, O., orosomeHuii Ha 3aciganHi Bepxosnol
Pamu Vkpaium 17 ciuna 2020 poky, wis po3risaiy i HalaHHs Bifnosini aBTopy
samuTy 1 [omosi Bepxosnoi Pagu VxpaiHH y BCTAaHOBNEHHH YHHHHM
3aKOHO/ABCTBOM 15-1eHHuUi TepMiH.
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Yxpaina, 01008, m. Kuis, syn. I'pymesceroro, 5

Ne 11-333 Biz 19 rpysms 2019 p.

[Ipem’ep-MinicTpy Yipaian
T'OHYAPVYKY 0.B.

MinicTpy oxopons 3n0pos’s Yepaiuu
CKAJIEIIBKII 3.C.

\/ Tonosi Jlepwassol cmyxon Yipains 3
TiKapceKEX 3ac06iB Ta KOHTPOMIO 38
HAPKOTHRAMH
ICAEHKO P.M.

T.e.0. 'onoei JepxaeHol perynaropHEol

coyxin Yrpaian
MIPOLUTHIMEHKO O.M.

JENNYTATCBKHH 3AITAT
(6 nopadxy em. 13 3arony Vepainu «llpo ecmamye napodrozo denymama Yrpainis)

ooo npoexmy Haxazy Minicmepemea
axoponu 3dopoa 'R Yepaiuu

«lIpo enecennn amin 0o Hopadky nposedenna
nigmeepaNcenna sidnosionocmi ymos
supoiHuymen Tikapcerux 3acofie aumMozam
HarexcHol eupolHuLol mpaxmuKuy.

3 pesyneTaTaMH  pPOICAANY NpoekTy Hakasy MinicTepcTea  oxopodn  3mopos’s  Yrpaidm
«lIpo BHeceHHs 3miH 0o [lopaaky NpoBegeHHA MiNTECPHEHHS BIINOBIAHOCTI yMOB EHpOOHMLTEA JIKAPCBKHX
3acofie BHMOraM HanexHol BApo0HIHO!l NMpaKTHEW: ONpHIoTHeHoro Ha cadTi MO3 Ta cninkyeanHs 3 ioro
Npueody 3 BHPOOHHKAMWOCTAYATEHHEAME MiKApcekmy 2acofis Mar BHCHOBHTH cBol 3ayBaskeHHA T4
3ANepeuCcHHA A YAOCKOHATEHHA BKaiaHOl MPONENYPH TiNTBepIDKEHHA BiINOBITHOCTI YMOB BHPOOHHMITBA
nigapeekdx 2acofis BHMOTaM HANEHHOT BHPOSHHYOT MpaKTHEH.

MeToio uboro npoekry, BHxogswd 3 [loscsropaneHol Jamcku MO3, ¢ zalesnedeHHA HANEKHOTO
KOHTPOUI SKOCT] JikapchkiHx 3acobie # ymos ix BHpoOHMIITES, A TAKOX FAPMOHIZALA 3aKOHOJABCTEA Y KpailH 13
3AKOHOIARCTREOM ERponeiceroro Comay.,

Opran, axwi 3aiifcHIoE KOHTPONL 38 BHKOHAHHAM HEOr0 Hakasy € JlepsotikemysGa simnoeigHo
[0 MOKJIAJEHHX Ha Hel 3aBAafs, 2oKpeMa sailicHoe nepiaBHi KOHTPOMIE 38 DOTPHMAHHAM BHMOT 3aK0HOJABCTEA
wogoe 3afesnevenna AxocTi Ta OesnexH mikapeekux zacolie Ha Beix eranax ofiry, B TOMY HHCIl KOHTPOJIE
33 BHpOOHHUTEOM Ha BiATOBIOHICTE AikapcekHx 3acofie BHpOOHMIITEA BHMOTAM EBPONEHCEROTD CTAHOApPTY —
Hane#HOT BHPOGHHYOT MPaKTHEH.



Ilpore, nponoroeani MinicTepeTeoM OXOPOHM 300POR'E 3MIHM DOPAIKY NiOTEepIHeHHA BiOnoBigHOCTI
¥MOB BHPOOHHIITEA MikapchkHX 3acolis BuMoraM HanexHO! BHpOGHEYOT MpakTHEH (ceprrdiraty GMP) MoxyTs
MPHBECTH 10 NOJ0poMdans af0 3HHKHEHHS 3 pHHKY YEpaina pany saTpeCypanux nikis Ha Henanagenull uac.

IosmicTio mepeHecTH epponeiichbknil AocBi) B yKpainckKi peatii ne 30BciM MoRINBO | HeaoWIABHD
uepes pISHAN0 ¥ N03BiIbHEX Npouexypax, ocobumeocri $yHKnioHYBAHNS NEepEABHHX Opramis Ta
eiaeyTHOCTI €ARAOTO eKoHOMIMHOrD mpocTopy 3 €C.

Tak, y mm. 4 1a ¥ no. 5 n.2 Posainy Il «Erann nigreepmaenss eionosiaHocTi yMoB BHpoSHHITES
Jikapceksx 3acofis Bemoram GMP» sanponoHOBEHOrO NPoeKTy BHKTOYMEHA MOAKIHBICTE mogawi womii
odiniiinore noxkymenTa woaoe signosigpoer ymos sapofaMnTEA NikapcskAx 3acofis BAMOraM EaTeEHOT
BapolHua0i npakTHKH (Hagadi — GMP), praasore ynopaoBaxeHHM opraHom kpainm-wiesa PIC/S, oo
MOM#E HETATHBEHO MOZHAYMTHCE HAa JOCTYMHOCTI BiAMoRigHMX nikapeekmx sacofie. Tawosm ue npmieese go
JOOATKOBHA BHTPAT 9acy 1 komTis BHpoOHHKIE Ha IHCMEKTYBAHHA, MO HETATHBHO BifoOpasHTRCA Ha BapTOCTI
nikapeekoro sacofy ons puHKY Yipaim,

Knwuosoro merow PIC/S (the Pharmaceutical Inspection Convention), tak i PIC/S (the
Pharmaceutical Inspection Co-operation Scheme) € rapmonizania Beici cHeTemE iHCHeKTYBAHHA
Binnosinanx kpais-yuacunne PIC/S.

Ocobnusy yeary Buxopasuuid komiTer PIC [ S npuninae sapqauiro GMP / GDP-incnextopie. Hasuanns
NPOBOIOHTECA MOpiuHO B dopmati cemiHapis ta excneprHux 3idpane. B usomy eigHowenni PIC / 5 Hapae
VHIKATEHY MOBUTHBICTE CIIUTBHOTO HABYMAHKA [HCTIEKTOpAM PETYIMTOPHHEX OPTaHIB (OKpPEeMo, peryIATOpHI OprasH
abo Taki opramizauii sk BOO3 afo EMA npoBomsTe 3araibHi KypPoH HABYAHHA, NEPEBKHO ANA HOBHX
imcnexropis). Buronasuwi womiter PIC / 5 Taxow safesnedye opHakose tpakTyeadns GMP i enementis
cHeTeMH aKocTi Desnocepensso g GMP / GDP-incnexroparis. 3a 1onoMoror Tak 3EaHOT «CHCTEMH [IEHIKOTO
OMOBIMEHHAY PEryIATOPH] OPraHH ABTOMATHYMHO OTPHMYIOTH [IEpEBAryY ¥ BHITIALL ONOBIMEHHA NPO HEAKICHY,
tanscubikopany, HezapeecTpoRaHi a0 3 NPOCTPOHMEHHM TEPMIHOM NpHAATHOCTI cepil mikapcekiy zacofie Ha
prHKY Oynb-aKol KpaiHH-yHACHHLI

Cucrema PIC / 8 mono zanofiiranss 1 BlAKIHKAHAES € YACTHHOK Binsm muporol cueTeMn, AKa
BEAWYAE CHCTEMY MoNepeTAeHAR TA BiARIAKAHAA 3 Kpaia-aaenis Esponeiickkoro Coozy, Epponeiickrol
3onu Bienoi Toprieni / Toroeopie npo r3acMne BHINAHAY,

Taxkum guHOM, HEMAE MICTAE BRAKATH, WO yEpaiHcekl GMP- incnexTops € Dinbln AOCBIAHEHHME HIA
mizHapoani GMP- iHcnexTopH, & TOMY BHKMIOYEHHA i3 CENAmY IOKYMeHTIiE odiuifnoro moxymenTta moao
BimnoeigHocTi YMOBE BHpODHMLTEA NiKApchKHX 3acobiE BHMOraM HanemHo! sMpobHMuOl npakTukd (Hagani —
GMP), eumaHoro YNoBHOBRKEHHM OpraHoM kpaiHd-unena PIC/S € HegouineHMM T8 TakMM, IO CYNEPEUHTE
nittcHiit meri GMP ceprudikanii Ta spomuTECE BMKMOUHO 10 fobilopanHa iHTepecis okpemol YACTHHH
thapmanesTHHOTO GisHecy YkpaiHu.

Kpim Toro, 3 npoekTty Hakasy MinictepcTea oxoporH 3nopos’s Yipaiau «IIpo Baecenns amin no Topanky
NPOBEACHHE MATBEPIASHHA BiAnoBiOHOCTI yMOB BHpOOHHUTBA MiKAPCEKHX 3acoGiBE BHMOTAM HanmemHO!
BHpOOHHYOT NpakTHEH» NOBHHHA OYTH BHKMIOYEHA BHMOTE NP0 HAfBHICTE T4 Bignosizsoro Hanadns Marketing
Authorization (komilf peecTpaniiinmx noceinuens) Ceponeickroro Coroay, BennkoOparanil (B pa3i pAKOHAHHA
BREXIT) i tix kpain PIC\S, axi yemanm yrony Npo B2aeMHE BHIHAHHA PeXyIbTATIE IHCNIEKTYBAHHA 3 KpalHAMAN
yuacHHAMH €Bponeticeroro Cotozy 1 Yrpainowo.

Jrigro 3 sumoramu €C AreHTcTeo KpaiHs, AKa HE NPOBOAMIA iHCHEKUiKD BHpodHAYOr0 MaliTaHTHka Ha
pianoeigHicTe BaMoram GMP, mome BHznaTi iHcnexuifivuil seit imoof kpaism €C i He NpoBOIWTH DOBTOPHE
IHCTIEKTYBAHHA 1A peecTpauii nikapebkoro 3acoly, mo He §yno npenmeroM iHCNEKTYBAHHS T4 HE 3rafaHO B
incnexmi#HOMy 3BiTi.

Tomy nna NigTREpHEHHS BHKOHAHHA BEMOT PeecTpaililinoro mocke BHpoBHHMKOM, MOTPIOHO AOAATH B
nepenik JOKYMEHTIE, MO HANAKOTECA HA TIEpPEBipKy And npouemypd BwiHaAHa cepradikara GMP, samicTe
Marketing Authorization, poagin 3.2.P.3.3 Omic pupofHEHOro mpoLecy Ta KoHTpomo nponecy Mogyna 3 wa
nepeeipky MOWIHEOCT] BHPOOHHIITEA Tikaperkoro 3acofy BiAMORIAHO A0 HAABHHX MOMIHBOCTEH | OCHALNEHHA
BHpOOHMIITEA, N0 BKA3yoTheA B Site Master File, ockinexs GMP ceprutikauii mignarae came mnponec
BHpODHULITEA, 4 HE NiKapChEHH 3acif okpeMo, OCKITEKE M4 MikapchKHX 3acobie icHye iHIMH MopANOK OOCTYIY
Ha puHOK Yepainy srigso [opanky nepsaesol peectpauil (nepepeecctpanii) mikapeekinx 3acofis, 3aTeepmaemmii
noctaHoboto Kabinety MinicTpie Yipainwm gin 26 tpasns 2005 p. N 376.



e ogumM 3 TOCTPHX MHTAHE CTAMA HASBHICTE B MPOSKTi HAKASY MOMTHBOCTI CKOPOYEHHS CIPOKY il
Cepruhirara 2a peroMeHjallicio iHCTEKTOPIE 2rigH0 NPOTOKONY OLIHKH PHIMKIE W00 POIPANYHKY CTPORY
HacTyTTHOT incmexuii BUpoCHHITEA Nikapeekoro sacoly Ha sianosignicTs sMMoram GMP,

Ile Hece sarposy 3anpoBaJHEHHA NPAKTHEM YHCACHHMX NOBTOPHHX iHCnexuid, y pasi npuiiasTrs
3aNpONOHOBAHIX 3MIH, AKI NPHBEIYTH: 0 OOATKOBHX BHTpAT BHpOOHMKIR, ¥ 3B'S3KY i3 swrydeHnsM Oliemorc
CKIamy NepcoHamy Ha BHPOOHMIITEO | IX HABAHTAKEHHA, A TAKORH ¥ 3B'M2KY 20 3HIKeHHAM 0Dcary BHpODHHUTES,
WO COPHYMHKTE 30iEIIeH S BapTOCTi Nikapeskiy 3acofis Mg nauienTa.

JanponoHoBAHi NON0KEHHA MPOEKTY MOTATHYTE 38 cofo 46iNEImeHHA TepMiHY HACTYMINY iHCTERIHE, Mo
MOiKe TpMBECTH 10 HafpHoCTI of'exTie Oes niouwwx ceprudikatie GMP, pediuwry npomyeuil B xpaiui i
KPHTHYHOMY TOCIPIISHHID A0CTYIHOCT] Nikapesriy 2acofie qna navierris,

Mpoapanizyveasins of'eM MOTeHIIHHEEY {Henexkuil, cTae ACHO, WO B NEPCROSKTHEL, MOMKE ATHCA He Opo
THMHYACOBY Bi/ICYTHICTE MTIKAPCHKHX 3acofiB, a Mpo iX MOBHE 3HHKHEHHY HA HEBM3IHAUEHHH Yac 3 PHHKY YEpaiHH.

TarnM YoM, MATHME MICLIE PEANbHA 3aTp03a MPHNHHEHHA NOCTAYaHE HeolxiqHIx IMIopTHIX ki, fxi
noci nocraenamucs B Vipainy Ges 3aypaskess MOA0 SKOCTI.

Kpim Toro, mo yci 3apoam - BHpOGHHKH, ¥ ToMY HHCHi i iHmificeki, BiINOBINAKTE BHMOTAM HATEAHOL
eHpodHEYO] npakTHke | Maiote cepraicar GMP, Ges awmx BBeleHHA NikapckkuX 3acobie He MouoMBeE, yoi
nikapchki 3acofH, mo iMIopTyIOThEA ¥ ToMY uHeni 3 [Hail npoxogsms ofos'RsKOBHT Aeprasamii mabopaTopHHi
KOHTPONE AKOCTI.

Tar, ykpaiHCbKI NiANPHEMCTBA-IHCTPHD IOTOPH | MDKHAPOAHI OPraHizauii BOPOJOEX TPROX POKIE
3AKYMOBYIOTE AKICHI ki iHAIACEKHX BHPOGHHKIE 38 AOCTYIHOW LiHOW, 4 e COTHI THCAY YIIAKOBOK | JECHTKH
HaliMeHYBAHE BHCOKOAKICHHX MeHEpHKIR.

Jlikapepki zacofl iHgiHcbkoro BHpODHHMUTBA 3AKYNOBYIOTECA ¥V TOMY YMCIl 1 9epes MDEHApOAH]
OpraHizauii no mporpamMax JEp/KABHAX 3aKyTIiBeNb, ¢ AKICTE TIKAPCHKIX 3ac0BiB FHAXOIMTECA HA NEPOMY Micwi
i pETE/IEHO KOHTPOMOCTECH YIORHOBAKEHHMH OPTaAHAMH,

TaxuM uHHOM, BHIARHEIIH 3 (apMANEETHYHOTO PHHKY Y KpaiHH iHfifickkHx pHpoOHAKIE Ta BUPCOHHKIE,
AKI He MaroTh noxomreHa 3 EC, pimussiani Brpofiiin nikapeskux 3acofis Moy Ts aocarta KaprensHol sMoBH
(3MoRa Mononomictie) B winax sGinsmenns BnacHmX 38epx MpHOYTKIE ¥ 28" 43Ky 3 MM MOMYThH 00" €IHATHCA T4
I0CEPENNTH ¥ CEOTX PYKAX NEPeRANHY YACTHHY Eupoﬁmuma-a 130y Ty OKpEMHX TiKapchkwx 2acolis, mo zabe3nedye
HHM HD!U[H.B[OTL JIIﬂ'i'.Tj"BﬂTl‘l ceol }"MGEH NpoaEsEcyY 1 ECTAHOEBMIDOEATH MDIIU]‘!OJ’[I:I!’I EE!EITI'.IIeII'I. IIIHH Ha .TIIKapDI’:K_I
3ac00H.

TobTo, HARBHICTE TAKHX BHMOT, K IMEHIISHHA TepMiHy il ceprudikary GMP ta nananns Marketing
Authorization He mae ofrpyHToBaHOT OCHOBH i BeE A0 MOPYINEHHA OpaE HA 3O0POEY KOHKYPEHLD i Mowe
NPHEECTH AK I0 MoHOononizauii puHKy, Tak i 40 THMuYacoB0ro afio TPHEAIOID KOMATICY Ha PHHKY, AKHH NPOSEHTECA,
cepel IHIIOro, MIBHIIECHHAM BAPTOCTI JIKapebkMX 3aco0iB, B 3HMKHEHHI 3 PHHKY Ha HEBH3HAHUEHHIl 4ac pamy
nikapeekoTo 33c0fy, Mo ¥ TOMY 9HCIi BXonuTs B nporpama "IOCTYIIHI TIKH",

Kpim Toro, BBaskacmo, M0 JaHHH NPOCKT HAKAZY € TAKHM, L0 Moske GyTH BHKODHCTAHKE B KopyniifHmus
CXeMax, TAK 4K ¥ pazi NPHAHATTA IPOEKTY KOMKEH 3 (HENeKTOpin, AKUA NPOBOAKTE HENEKLI, 3 METOIO OTPHMAHHA
HopaTxosoi HempaeomipHol BHTOmH, Oyne yMucHO ckopodyeaTd TepMid mif Cepradikary mod orpumMary Taky
HenpasoMipHy BHrogy afo nig Yac caMoro iHCNexkTyBaHHA afo 3 METOH OTPHMAHHS HENPAEOMIpHOT BHroaM i
Hac HOBOIO IHCHEKTYBAHHA MICTA CIUTHBAHHA CTPOKY Al monepenHeoro Cepradikary. Takomk € MpHIYINEHHA, MO
KEPIBHHLTED CaMoro OpraHy, mo nposoaute GMP cepradikauiro Gyme maBaTH HErmacHy BEasiBKy, momo
YMHCHOTD CROpoveHHs TepMiny aif Ceprudikary 3 MeTOI0 OTPHMAHHS HENPABOMIPHOT BHIOIH.

Y pasi ckopodeHHd TepMiny nii Ceprudikary, Mpo0HHEW/IAAEHHEH TiKapchKHX 3acofie, 3 MeTow
OTPHMEHHA AOCTYTY 10 YKpaiHCBKOTO PHHEY NiKapchkux 3acobie GyayTe BHMYLIEH] HECTH POIXOIH HA MOBTOPHI
Ceprudikanii, a Taxosw GymyTs sapyuMkaMu kepismmursa Jepacrikenymfu, axi GyayTh 3MyIIyBaTH cBoOiX
IHCMEKTOPIE  3AHMKYBATH TOKAIHHEH I(HCIEKTYVBAHHA THX UH IHINHX BHPOGHHITE 3 METOK OTPHMAHHA
HETIPABOMIPHOT BHMOIM,

Ha renepimmiit wac ceprudikatn GMP punae Hepanikenysfa. VyacHHEM pHHKY NpH oTpeMansi
ceprdirary GMP crukaroTecs 3 pamoM mpobneM, SKi He BperyIsOBAHI MPONOHOBAHMM NPOSKTOM. J0KpeMa,
JIEW:.IILKC.TI}']KG:-I HE Hmpmyﬁlbm BCTAHOBIICHAX TE]JH]II'[E npH I'IPUHE-}].E-'H_HI l'j_pﬂ-ueﬂ:}"pﬂ HIEIEEPMEHHH }"MDE
supoGamrrea pavMoram GMP, a aii HepsnikenysGH Ha yoix eTanax NPOXOKEHHA JOKYMEHTIE | NPOBEOEHHSA
excnepTHs Henmposzopi i sakpHTi.



Kpim Toro, icHytounii nmopagok daxTHHHO nepen0adae pisHi YMOBH NPOXOTHEHHA NPOLETYPH A
BiITYHIHANMX 1 inoseMHMx supofHHKis nikapcekHx sacofie Ta HadBHI 03HaKH MOHOTIONIZANN] yRpaTHCEKOTO PHHEY
nikapebkix 3acofiB 3 Goky BITHIEHAHHX QapMroMnaHii. B mexax ceoix noeHoeaweHs llepmoikemyxba Oyoe
MATH MOMJTHEICTE YHHMTH 8AMIHICTPaTHEHHA THCE HA YMACHHKIB pHHKIE NiKapcekHx sacolie B VKpaii, soxpema
LITAXOM CTEOPEHHA agMinicTpaTHeHEX Gap'epie BCTYITY IHO3EMHHEX, 30KpeMa IHAINCEKHX BHPOGHHKIE NiKapCERIX
3acobiB Ha 11i pHHKHA.

95 % BLII- indixopaskx 0cif 3acTOCOBYIOTE Nikapeeki 3acolu iHgificekoro BHPOGHHLTEA H IPHITHHEHH:
MOCTABOK T4 Y4ACTE MIAHAPOJIHHX IHAIHCERHK (QapMaleBTHIHHX KOMIAHIA B 3aKyMRIAN HErATHRHO NDIHAYHTHCH
Ha 300pos’T Takex ocif Ta npuiinerees anilicHiosaTy sakyniemo afo GpeHnoBHX NpenapaTis, AKI KOWITYIOTE 3HAYHO
IOPOIKIE HUK AKICHI TeHEPHKH.

TofTo npy AeTANBHOMY BHBYEH] MOETHBO AIHTH BHCHOBKY, O NPOCKT AOKYMEHTE MICTHTE NONOAKEHHS,
AKi MOMKYTE MATH HETATHEHHE BIUIHE HA KOHKYDEHILIO Ha pHHKAX Nikapceerux 3acobis.

Bumerxasani 1oBojM NigTBEpIRYIOTECA THM, IO 3TiIHO 3 NOBiToMIeHHS 31 cTopinkn Mepanikcmyudu
I POy HAYKOBHX PeKOMeHAlil Ta mponosuuid mwogo safesnedenns HAYKOBOTO CYTIPOBOOY peamizanil
pethopmyBaHES OXOPOHH 310poB’s ¥ cdepax KOHTPOMO SroCTi Ta Geanexn nikapebrHx 3acofie. .. cTeopeno Bueny
pany npd JepsotikenysxGi. do T cknany yeifmns nagn Onexciit Conosiios ta Jmurpo 3axapam, axi € Ton-
YHHOBHHKAMHE Hacis AHyKosM4A T4 AKi MATH TicH] cToCYHKH 13 exc-npen’ep -MinicTpoM Asaposms M. mo camo
no cofi & cymuipHMM dakTopoM moao npozopocti pobory Takol Buenol panw ta gjemodcrpye Toil daxr, wo
LUIAXH peanizauii TaK 3BaHOTO «PeopMyBAHHA CXOPOHH 3/I0POR A% NPOBOJATECA JEPEes TIOHOBNEHHA KOUTHINHIX
KOPYIIIHHIK cxem.

Kpim mroro, za ganemve 3MI rmapa MO3 3opasa Cranenka npAsHAYHIA OTHHEM 31 cRoOiX pamHHKiE —
Uymara Onexcanapa BonomuMuposnds, skl € OpeIcTABHHEOM BITYM3HAHHX (apMauepTHYHMX koMMAHIH, a
3HayuTE Oyge mobilopaTH iWTepecH BHYTpIMHIX yepalHCBEMX BHPOOHMKIB TA NOCTAYANBHHKIE. 3 JaHOID
inhopmanicio MoskHA OIHAMOMHTHCA 38 HACTYNHHMH DocHmaHuamm: (hitps:/antikor.com.ua/articles/344718-
aleksandr chumak smotrjashchij farmatsevtichesko_mafii v_obnoviennom minzdrave
hitps://antikor.com.ua/articles/339580-
podeljniki bogatyrevoj i rejdery bagrij chumak i golubovskaja vozvrashchajutsja v_moz)

Tag, Yymar O.B. Ha Tenepimuiit dac za magMMH COMHOTO JepKABHOTO PEECTpPY HOPHIHYHHX 0<if,
thizmunmx  ocif-nignpueMuies Ta rpoMagcexmx QopMmyBaHe € 3acHoBHMEOM ToBapHerea 2 OGMEMEHO
simnosiganerictio "BINQAPM", xog EOPTIOY 35877160, agpeca: 04108, m. Kuis, npocnekt [pasms, Gya. 62,
ocuopani BHL  gisaeHoeTi - 21.10 BapofEBnTBo ocHOBHHX (ApMANeBTHYHHX NPOIYKTIB, & Taro®
KEPIBHHKOM T4 3acHOBHHEOM TOBApHCTEO 3 00MEKEH0K BiANoBiAansHicTo "TOPTOBHUH JIIM KEM®APM", kon
CHPTIOY 42756996, anpeca: (4071, m. Kuis, gyn. Bosnsmsencera, Oyauror 52-54 nitepa A, ocHosaril Bug
JiaabEoeTi - 46.46 Onrosa roprigns dapMaueBTHUHHMH TOBapamu Ta asxuid 3a gammma 3MI e
IHeTprE oTopoM nikapeskux sacobis supobuuuTea TosaprcTeo 3 DonaTRoBOIO BianosiansHicTo "[HTEPXIM",
Yepaina.

Leit daxt © oxpemsM noBogoM LAA Toro, mol 3agyMaTHcA (Moo ACHWX MOTHBIE Ta mincTaR mns
NpHHHATTA AeAKHX MyHKTIE BKAZAHOTO MPoeKTy Hakazy MinicTepeTea oxoponn 31opos’ s Ykpaiau «Ilpo BHeceHHS
sMin 1o Mopagxy NpoBefeHHA MiATEEPLKEHHA BiIMOBIAHOCTI yMOB BHPOGHHITEA NiKapCEKUX 3ac00iE BHMOraMm
HANEKHOT BUPODHHHOT MPAKTHEWR.

Tomy npocumo Bac posraaayta gawme annapmm_an TA OPHHABATH A0 YBArH BHIIEBHKIATEHI
obcTaBHHH Ta OGIPYNTYBAHHS, 4 TAKOW 3aJ0BIMLHHTH HAalle DPOXAHHA TA JAJANIHTH DYy pelakmino
Hakazy Minicrepcreo oxoposn smopos's, sim 27.12.2012, Ne 1130 "Ipo sateepmmenns Iopaaxy
npoBeleHEA DigTBepuKeHnd BianosiggocTi yMoB BHPOGHANTREA AiKapchKHX 3acobiB BHMOTaM mamexnol
BEpoOHEY0] DpakTHKA" alo BRIWYHTH 3A0pPONOHOBAHY PEIAKMIK JeNKHX NVHKTIE I0 NPOEKTY, U9KA
BHEJAJlEHE HIDKYE ¥ nopisuaasani Tabmani.

NOPIBHAINLRHA TABTHITA

Hiroua peraknia Haxazy | Penaxuia OpOEKTY Aaxaly | [Ipononosana pegakuia
Miunicreperso oxoponn 350pos's, Bia | MinicTepeTea oXopoHH 370poB’s
27.12.2012, Ne 1130 "TlIpe | ¥kpaiun
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NpOBEIEHASN nigTEEpAKe TR
pignopinHocTi YMoB BHpOOHHOTEA
JikapceKHX  3acoliB  BHMOram
HameskHol BApoGnriol npakTARA"

npoBEI¢HAR MiATECPIHCHHR
BianopigpocTi YMOR BHpOOHEITER
nikapceKAx  3acofiB BEMoOram
HaNexHO] BHpObHH90T OPAKTHEES

o i  moso

.LI,GK.}"ME!HT
BIOMOBITHOCTI YMOB  BHPOOHWITEA
nirapcekHx 2acobie BamoraM GMP -
cepTHdikaT  BiADOBIGHOCTI  YMOB
BHpOOHMUTEA  Jikapeekux  3acolis
BHMOTaM GMP, BHIAHMI

YHOBHOBKEHMM OPraHoM KpaiHH -
anepa  PIC/S, abo miuewiin  wa
BHPOOHHIITBO  JikapchkHx  zacobis
(S5m0 YOOBHOBAMEHHM  OpPraHoM
kpainm - wiaena PIC/S ue nepenfauena
BHOa4a ceprudikara  BIANOBIAHOCTI
YMOE  BHPODHHMUTEA  [iKAPCBEHX
sacobie umoram GMP);

I1. Etann '_t'n'i;iruepnmeﬂ 1
pinlnosinnoerl ymoe BHpolHHOTEA
Jikapesknx zacolis Bumoram GMP

2. Ina nmigreepisceHns BiAnoBigHOCT
¥MOE  BHpOODHHIITEA  JIKAPCEKHMX
sacobie  Bumoram  GMP  3asesuk
(MpencTaBHHK JasBHHKA) NOmac 00
HepsnikenyxOn  3assy w2  BHITY
Cepradikara abo 3assy Ha Bupady
BucHoBKY, 0 AEMX NOJAKOTECHA Taki
AOKYMEHTH:

obiui a1 OOKYMEHT LN
Jikapeekux 3acofis sumoram GMP —
ceprudpikar  BigmopigHOCTI  yMOB
eHpobHHITER  Jikapckknx  3acobin
BHMOTaM GMP, BHOAHWH

unena €C abo kpaiHH, AKa Mae yToIy
npo e3aeMHe BU2HAHHA 3 €C afo 3
YrpaiHowo (pinomocti 3 odiuifioro
ENeKTPOHHOTO peecTpy — AmA FDA
CIIA), abo mineHs3is Ha BHPOOHHITED
NiKAPCEKHX sacobis (FRImo
YIOBHOBAMWEHHM OpPraHoMm wkpaiin —
unena €C alo kpaldy, Wo Mae yrogy

cepTudikata  BigmoeimHOCTI

sunoraM GWP);

BIAMOBIGHOCTI YMOB  BHpODHHLTER |
| BHpoGHALTEL

i ymoB
YNOBHOBAMKEHHM OPFaHOM KpaihW — |

npo e3aeMHe BM3Hanna 3 €C abo 3 |
VepaiHowo He nepenbadeHa BHOAYa |
yMOB |

BHpOOHMITEA NikapchkHMX 3acobinm |

oiuifHKH JoKYMeHT Wopo
BLIMOBIIHOCTL VMOR
NiKAPCHKHX
sacofie eumoram GMP -
cepraikar  BianoBimHOCTI
BHpOGHHAILTER
nikaperkmx 2acolis BHMOraM
GMP, BHIAHHH
YOOBHOBAWEHMM  OpTaHoM
kpainy - waena PIC/S, aGo
milieH3id HA BAPOOHHITED
nikapeekHx  3acofis (Ko
YIOBRHOBAMKEHHM OPrasoM
kpainu - waena PIC/S ne
nepenbayeHa BH/IA4A
cepriikata rignosimHOCTI
VMOB BHpOOHALTEA
miKApceKHx 3acobip BHMOTEM
GMP);

L Erann
Bignosigpocri ymoe BEpOOHHUTES
Jikapesrnax 3acodis Bamoram GMP

2. Jins migTRepIKEHHS BiANORIIHOCTI
YMOB  BHPOOHHUTBA — MiKAPCHKHX
aacobis  euMoram GMP  3asepug
(MpepcTARHME 3adRHMKA) NoNae 10
| MepwcnikemysxOu 3afsy HA BHEAWY
Ceprudikata afo 3afey Ha BHAATY
BucHOBKY, A0 SKHX JOOAIOTECH Taki
DOKYMEHTH:

NixTBEPIREHHH

4) 3acBigUEHa B YCTAHOBIEHOMY
MOPAIKY konig odilifAHoTe foKyMeHTa
MDA BUANOBIHOCT] YMOR
eHpoDHWITEE  Nikapchkux  3acolis
BHMOTAM GMP, BHIAHOTD
YHOBHOBAWEHHM OpraHom kpaian -
| anena  PIC/S,  saceimueni B
| YCTAHOBNEHOMY — [OPAAKY KOl

IomaTkiE g0 TAKOMO JOKYMEHTa 3

nepenikoM Nikapcbkux  3acobis  (3a

HEABHOCTI ) Ta saceimyeHi B
| YCTAHOBMEHOMY TOPAIKY MNepeKnaTH
| X TOKYMEHTiE yKpalHCBKOHY TA
AHMTIHCLKOI MOBAMH,

Aximo  eHecewo  ao BasW ganMx
EudraGMP, 3asenux (npepcraeHmx
3aABHHKA) HALAc POBAPYKIBKY 3 Liel
Da3l NaHHX TA Nepersa)] YEPaiHcEKo0
MOBQIC, ¥ TOMY YHCI i3 JoJaTkaMH (34

4) 3aceiguena B

| NOPHIKY KOTtis
| IOKYMEHTE  ono  BlgnoeigHocTi
| ymoB  BHpOOHHITEA  niKAPChKHX
| sacobis Bumoram GMP, BHzanoro
YIOBHOBAAEHHM OPraHoM KpaiHd —
ynena ©C abo xpalum, Aka mac yrogy
npo B3aemHe BuiHauua 3 €C afo 3
Vipainow.
Axmo  BHeceHo go  GasM gaHEx
EudraGMP  affio  enexrpoHHOrO
pecctpy FDA  CHIA, 3asenux
(mpencTapH®E  JasBHHKA)  HAJAE
po3Opykieky 3 wiel GasH maHAX Ta
TIEPERIAA YEPaiHCEKOK MOBOID, ¥
TOMY wuMCni i3 JomaTRaMH (38
HageHoceTi), LI JOKYMEHTH MORMHHI
ByTH 3acEiTueH JanpHHKOM
(nMpencTaEHHEOM 3aABHHEA);

YCTAHOBJIEHOMY
oiuiiinoro

4 FACEIUEHA B
YCTAHORIEHDMY MOPAIEY
konis odinifiHoro TokyMenTa
moao  BiomoBigHOCT]  YMOB
BHpOOHHITEA  JTIKAPCHKHX
zacofie  eumoram  GMP,
BHIAHOTO YNOBHOBRHEHHM
opragoM gpaige - 9neHa
PIC/S. saceigdeHi B
YOTAHOBIEHOMY MOPRIKY
KOMil JOJATEiR 70 TAKOTO
IOKYMEHTA 3  MEpPETiKoM
nikapcekEx  3acofiB (3a
HAABHOCTI) TA 3ACEITYEHI B
FCTAHORISHOMY NOPAIKY
neperiany WHX JAOKYMEHTIR
VEpaTHCRROK Ta
AHTTHHCEROK MOBAMH.




HaseHocti). 1li OoKyMEHTH NOBHHHI
ByTH 3ACRigYeH] 3aABHHEOM
(npencTaBHHEOM 3A9RHHAKA);

| (npepcTaBHuK

| Axmo  sHeceno o GasM
| magux EudraGMP, 3asBHEK
JaneHuka)
HAZAac PpO3OpYKIBKY 3  miel
fasu mapMx Ta mepernan
VEPaiHCBROK MOBOI, ¥ TOMY
yHCAl 13 OOgaTRaMH  (3a
HaseHocTi). I mokymeHTH
MNOBHHHI GyTH  3acBimdeni
3aRBHMEOM (TIpeCTABHHKOM
3arEHHEA);

'5) KoMiA AOCHE BHPODHHYOT JLNEHHL
(Site Master File) Ta Horo nepexnan na
yEpaiHcery Talabo annmiHceky MOBY,

3acEimgueHi SaABHHKOM
(npencragHHkoM  3ageHMka)  (anm
HEPEIHIEHTIE, aa BHHATHOM

BHpoDHHKIBE, BHpofHAYl DOTY#RBEOCT
#KHX 3HAXOIMTLCE HA TepHTOpPIT
wpals - wnenis PIC/S);

5) KoniA gocke BHpOOHH4OT OlnBHKLL
(Site Master File) Ta #ioro nepexnan
Ha yEpaiHceky Tafabo adrmiceky

MOBY, 3ACE]TUEHI 3aABHHEOM
(MpencTaBHHKOM  3aABHHEA) (A7
PE3HIEHTIE TA HEPS3HISHTIR, 34

BHHATEOM EBHpOOHWEIE, BHpoDHHYI
MOTYHMHOCT] SKHX 3HAXOJATECA HA
TepuTopil kpain — wnena €C abo
kpalHH, AKA Mae YTogy Opo B3AEMHE
em3HaHHA 3 £C abo 3 Yrpainow);

J) Eomia gocke BHpPOOHHYOL
minesui { Site Master File) ta
foro nepeknan Ha
YEpATHCEKY Talabo
AHTIHCEKY MOBY, 3acRiT4eHi
3asRHMKOM (NpeAcTaBHHKOM
3aABHHKA) (ana
HepesHIeHTiE, 38 BHHATKOM
BHpOOHHKIE, Brpobrnui
MOTYHHOCTI HKHX
IHAXONATHCH HA TepHTOpIl
kpals - anenis PIC/S);

6) 3ACEIYEHA 3AHBHHKOM
(npencrasHHkoM  JageHHKA)  KOMiA
3BiTY, CKMANEHOTO 38 PEIYNBTATAMH
OCTAHHEOI NepepipkH, mNpoeedeHOL
YIOBHOBAUKEHWM OpraHoM KpaiHH -
ynena PIC/S (mmea  HepezunewTie,
BHpOOHAY OOTYAHOCTI AKHK
POSTAIOBAHT 33 MEWaMH TepHTOpIl
kpaiH - wnenis PIC/S). Tpu ueomy
nepepipka TOBMHHA OVTH NpPOBEOCHA
HE paHille Hi 2a 3 poKH J0 NOJAHHA
3aspn. ¥ pazi BiomoBM BHpoOHMKA ¥
HajaHHi komii aeiTy 3ageREMr Mowe
3BEPHYTHCA 10 Jeps#nikemysxbn i3
KAOMOTAHHAM 1po saificHeHHs samuTy
moJc — HATAHHA &~ TAKoTo  3BiTY
YOOBHOBAKEHHM OpraHoM KpaiHe -
ynea PIC/S, mo  spifichiosas
3aIHAYEHY NEPEBIPEY. Iicna
OTPHMAHHA 3BiT AOIYHAETECH
Jepanicemyoxfolo o0 KOMIUTEKTY
IoKyMeHTiE signoeignoi 3aszew. Ilpo
oTpHManHd 3BiTY abo BlOMOBM ¥ Horo
Hagaani Jepsikeny:xba nosinomase
3asBHMEA B MACEMOBIH Qopui;

6) zacrimgena SaFRHIREOM
(nMpegcTaBHHKOM 3JafBHHKA) KOMIA
IRITY, CKIANEHOND 38 Pe3y/IETATAMH
OCTAHHEOT [ePeBipKH, NpoBeJEHO]
YIOBHOBAMEHHM OpPraHoM KpaiHm —
uneHa EC alfo kpalHu, Axa Mae yromoy
npo BiaeMHe BHzHAHHA 3 €C afo 3
VikpaiHowo (074 Hepe3MIEHTIE, 34
EMHATKOM BHpOOHMKIE, BHpoOHNTI
NOTYAHOCT] AKAX 3HAXOOATECA Ha
TepuTopil kpalam — unena €C afo
KpaiHH, AKa Mae YroJy Opo BIacMHE
pizHanHA 3 €C abo Yrpainow). [Tpu
UBOMY TEpeBipKA NoBHHHA OyTH
NpoBefieHa He paHime Hix 3a 3 pokx
o MogaHHs Jagsi;

6) asaceimuena JasRHMKOM
(mpegcTaRHHKOM  JasRHHEKA)
KOMiA 3BiTY, CHIANEHOID 34

PeayIETATAMMH OCTAHHEO]
neperipkH, nposeneHoi
YOOBHOBRKEHHM  OpPraHoM

kpainx - wnena PIC/S (mna

HEpEIHJEHTIE,  BHpPOOHHHI
MOTYAHHOCTI ARHX
POSTAIICBAHI 33  MEKAMH
TepuTopli  Kpain - unedie
PIC/S), [Tpn LEOMY

nepeBipka TOBHHHA OYTH
NpCBEIEHA HE paHIlle HIK 38
3 poks 00 NONaHHA 3a9BH. ¥
pasl BigMoBH BHpODHMEAZ Y
HANAHHI KOOl 3BiTY 3a4BHHK

MOMKE ~ 3IBEPHYTHCA 10
Hepsmikemywon 13
FEIIOMNMoTaHHAM npo
3OificHeHHA 3ANHTY [OOO0
HEJaHHA  TaKore 3BTy
YVIOBHOBAMEHMM  OpraHoM

kpaiss - wnesa PIC/S, mo
3ailicHIDBaR 3a3HAYEHY
neperipry. ITicna oTpHManng

| amiT IOy HACTECH
| Hepscnikenyxboio o
| KOMILIEKTY OOKYMEHTIB
 pignosigmoi  3asea.  Ilpo
| oTpEManHA  3pity  abo |

BimMoBM v Horo Hagaumi
Jepscnikemysda nosinoMnse |
JageHMKA B IHCBMOBIH
dhopmi;




1) saceigueni JaAEHHROM
(npepcTapHEKOM — 3adBHMKA)  Komid
ceprHibikaTa MiKapoeKOro 3acoby LA
MizHapoaHoi Toprieni (certificate of a
pharmaceutical product) abo womis
peecTpaniinoro

KOMIETEHTHHM  OPFaHOM  KpaiHu
BHpoOHWKA nikapcekoro 3acofly abo
BIACHHEA peceTpaiHHoro

nmoceimveHHa (3aseHHKa) abo iHmmHM
PETYNATOPHHM OpPTAHOM KDAiHH 3
CYBOPO PETYIATOPHOK CHCTEMOM), Ha
PHHEY akoi poiMileHo mikaponrwii
3acid, i3 3a3HAYEHHAM  HAIBH
NOKyMeHTa Ta HaliMeHYBAHHA
KOMOETEHTHOID Oprady, mo Horo
BHJIAR, JIATH BHaagi (nma
HE3APEECTPOBAHMX NIKAPCEKHX
3acolbie, AKi NIAHYHOTECA G0 peccTpanii
abo nepepecctpanii B Vipaini);

nocRiTIeHAs |
{(marketing authorization), sunanoro |

1 1) zaceinueHi SassHHKOM
(npeacrasHmMroM  3afBHHEA) KOMiA
ceprrdikara nikapeekoro sacofy s
MizkHapoaHol Toprien (certificate of
a pharmaceutical product), BHmaHoro
KOMINETEHTHHM  OPTAHOM  KpaiHH
EHpobuHKa mikapeskoro sacofy afo
BIIACHHMKA peecTpaniiHoro
noceimuenn (3asBHMKA), abo iHIHM
PETYIATOPHMM OpraHoM Kpaimm —
ynena €C afo kpaiHn, Aka Mae yromy
npo B3aeMHe BH3Hanug 3 €C abo 3
Y rpaiHow, Ha PHEKY #K0T posMilleHo
nikapeerui zacih, 13 3a3HAUEHHAM
HEZEH OOKYMEHTA Ta HaliMeHYBaHHA

KOMIETEHTHOrD OpraHy, oo ioro
BHIIAR, TATH BHIA4i (s
HE3APEECTPOBAHNX MKAPCRKHX

sacofis, Akl 3HAXOASTRCA B Npolec
peecTpaiii/sRecenHi 2MiH B Ykpaini),
HA3BH Ta  anpec  BHPOOHHTHX
OiBHHIE;

11) =aceimdeni JasBHHEOM
(npencTapHHKOM  3afBHHKA)
Komia cepTHdikaTa
mgapceKOro  3acofy  AnA
MizHApOAHOT Toprieni
{certificate of a
pharmaceutical product) aGo
Konis peecTpaniiinoro
noceiruenns  (marketing |
authorization), BuaaxHOro
KOMIMETEHTHHM OpraHoM
Kpaiuu BHpoDHHES |
mikapeskore  3zacofy  abo
BNSCHMKA  peecTpauifiHoro
noceimveHHA (zaseHuKa) abo
iHITHM PEryNATOPHHM
OpraHoM KpaiiH 3 CYROpPOIO
PEryIATOPHOK CHCTEMOIO, HA

pHHEY  akol  pozMilleHo
AiKApCERM 3acif, iz
3a3HAYEHHAM HAIEH

AOKYMEHTA Ta HAliMeHYBaHHS
KOMIETEHTHOTD OpPraHy, o
Horo BMaaR, aaT BHAAU] (L

HE3apLECTPOBAHHK
nmikapeekEx  zacobie,  Aki
TIAHYIOTECE /10 peecTpaltii
abo  nepepeectpauii B
VYrpaii);

| V. Hﬁpanux NpHEEATTA pilleHER
npo engawy abo BiagmMoBy ¥y BHAawi
Cepradikara afo Bucnosgy

3. 3a pesyneTaTamM pO3CAAOy Ha
pobodomy saciganni Jepaorikcmymbn
3BiTy 2 BpaxyBAHHAM BHCHOBKIE 34
PE3VNETATAMH  [HCMIEKTYBAHHA Ta
PeROMEHIALH
iHcnexTopa/iHCneKkTopIE, HATAHHX
OOKYMEHTRITEHHX MiATBEPIKEHE
YCYHEHHA — TMOpPYLIeHb, PEsYNLTATIB
posrnagy  3ayBakeHe 3 Goky
3aApHHKA/BMpODHHKA (38 HAMBHOCTI),
PEIYNETATIE TIPOREAEHHX eHCTepTHI
Towo  Jepmmikcmyxba — npuiimac
pilleHHs wogo sraasl afo BiIMOBH ¥
Bunavi Cepruinara aGo BHCHOBKY.

Y pasi npuilnsrra  pllends  momo
pagadi Ceprudikara abo BucHoeky
Hepswenikcmymfa BHIaE  ZafBHHKY
Cepruirar abo BucHOBOK ¥ CTpOKH,
BH3Hagyeni  posginom I wsoro
IMopaaky. Crpok aii Cepradikata
CTAWOBATE TPH POKH BiI JaTH
HpoBeNenns IBCNEKTYBANHA.

V. llopagok mpRARATTA pimennﬁ
npo BHAAYY abo BigMOBY ¥ BHOaqi
Ceprudikara abo BuecHOBKY

3. 3a pesyneTaTaMM PpO3ITNALY Ha

pobouoMy saciganHi
Hepacnikemyxdu ity 3
BPAXYBAHHAM BHCHOBKIB 34
PE3VILTATAMH  IHCHEKTYBAHHA T4
peKOoMeHIaLIH

incmekTopa/iHCNeRTOpiE,  HATaHHX
JDEYMEHTATEHHX MATBEPI#KEHE

YCYHEHHA MOPYIIEHB, PE3yILTATIR
poarnsgy  sayBaweHs 3 DOKY
3aarAUKA/BAPOOHAKS (33 HANBHOCTI),
Pe3YILETATIE MPOBEAEHHN EKCIEpPTHI
Tome Jepwnikemyxba npuibdac
pimeHns mogo eradi ado RiIMORH ¥
BHIaYi Ceprudikara afio
Ceprudirarie (y pasi HeoSximHocTi
npH IHCMEKTYBaHHI T
nikapeexsx  dopM  Tomo), abo
Buchoeky, npo Mo  [THCEMOBO
MOBILOMIAE JaABHMKA abo
TpPencTaBHWKEA 3JagBHHKA Ta BWIAE
3piT.

Bupaua Ceprudirary/Ceprudikaris
abo BucHopky sfificmioersea micas
Hananis BHpoCHHKOM 3asEHHKOM 10

| Hepsoriremysa

| pilienns wono suuadi abo

3. 3a pesynkTaTAMH POSTAATY

Ha  pobodoMy  3aciiaHHi
Jepsnikemyabn  3eity 3
BpAXYBAHHAM BHCHOBKIB 34
PE3YALTATAMM

IHCHIEKTYBaHHA T4

pexoMeHanii
iHcnekTopa/incnexTopie,
HAJAHHX  JOKYMEHTANBHHX
NiATEepI#eHE YCYHEHHA
HOPYIIEHE, pesynLTaTiE
posriany 3ayeameds 3 Goky
3agpHUKA/ BHPOGHHEA {3a
HAABHOCTI ), pesyneTaTiB
NPOBSOEHMX EKCIICPTHS TOWD
npHiMae

BinMoBH y BHOadi
Ceprudixara abo BucHorky.

Y pasi NpHAHATTA pillEeHHA
mono euaaui Ceprudikara
abo Buchorky
Jepmnikemysba BHIAEC
saneunky  Ceprudikar  abo




Hepscnikemysxtu  piamosigno 1o
HYHETY 11 OBOTC poszimy
NpHiHATHOTO nJaany
KOPHTYBATLHAX Ta 1anobisuaux i
mog0  YCYHEHHA — BHABJICHHX
nopymeHs 38 pesyNETATAMM
{HCNEKTYEAHHSA BHPODHHYHX
AiMbHMIE a00 OKpeMHX NIKAPCRKWX
zacobis.

Crpok  wacTymHol iHcOmernii  Ha

BiINOBiOHICTE BHpOGHHITEA
eumoram  OMP  pospaxoryeTsca
BiINOBiTHD o METOoZOOr il

MPOBEISHHA AHAMI3Y AriTHO JOJATKY
15 upore llopagky Ta 383HAYACTECA B
OKPEMOMY TPOTOKOII, AKHH
TOTYETHCA
IHCMIEKTOPOM/THCTIEKTOPAMH  TIiCIA
MpOBEIeHHSA IHCMEKTYRAHHA Ta
nopaeTecd 1o Hepsonikenysxbn pazom
3i 3piTom. ClcTaTouHe pilneHHA MOJO
HACTYMHOMD CTPOKY IHCMEKTYBaHHA
npuiiMaeTECa Jepniremyaton.
Crpox HACTYIHOL incnexnii
MHCEMOBO MOBINOMIATECE 3adBHHKY
(mpedcTaBHWUKY 3adBHHKA) NiT wac
HEJaHHA 3BITY.

Crpox gil Cepradgikara craHoBHTE
TPH POKH Bil JaTH OpoBelcHHA
incmeKTYBANNA TA Moke OYTH
CKOPOYMEHHM 33 peKoMeHIalicH
iHcnekTOpiE 3rizHO MpOTOKOJIY
OUiHKH PH3AKIB M0J0 POIPAXYHKY
CTPOKY  BacTynmol  imcmexii
BHPOOHALTEA JiKapcsKOro sacoby
Ha BignosignicTs BEaMoram GMP.

BucHorok ¥ CTPOKH,

BH3IHAYEH]  PO3IINOM

II

uporo Ilopanky. Crpok mil
CepragikaTa cTaHOBHTB

TpH  pokH  Big
OpoBeIeHHA
iHCHeRTYBAHHA.

aare

3 moBaroio,

HaponHui genyrat Yipainu

(mocigaenan M370)
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