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JAEPAUIIKCITYKBA
AEPKABHA CIIVKBA 3 JIIKAPCBKI;IX ?;ACQBIB TA KOHTPOJIIO 3A A
HAPKOTUKAMM V KHIBCBKII OBJIACTI

npocnext Banepis JloGanorcekoro, 51, . Kuig, 03110, Ten/daxc: (044) 2753030
E-mail: d]s.ko@dls.gov.ua,https://w»\fw.dls.Oov.ua. Kom €IPTIOY 37078774

BUCHOBOK
1IPO AKICTH BBE3eHOI0 B Vkpainy nikapeskoro 3aco0y

24.09.2020 Ne 48051/20/1010

TEPADJIIO BII T PUITY TABACTYU 31 CMAKOM JUMOHA

{nafimenypanns nikapeekoro 3acoGy 3riino 3 peccTpanifinm NOCBiNUeHHaM)
TIOPOIIOK AJist 0PANLHOTO PozuMHAY; 1 maxer 2 mopomxom; 10 maxeris 3 mopomxom v
KapToHnii Kopobui
(dopma Bunycry, AO3YB2HHSA, BMI NAKYBANHA 1iKapCLKOTo 3acoly)

Howmep peectpaniitnoro mocsizsenns UA/5529/01/01 CTPOK il peectpauiiinoro nocsixgenna 19.07.2021

Cepis nixapebkoro 3acoby Ne T2471 Kinbkicts neesenoro mikapebkoro sacoGy 39189

BupoGrmnk DAMAP OPJIEAH, Dpantisg

(nakfiMenynanns BHPOOHHKA NiKapchkoro 3aco0y, Kpaina A0XOIKEHNA )

Bseseno & Vipainy Hixnpuemerso 3 100% imozemmmvu iHBecTHIInIME Y dopmi

TOBAPHCTBA 3 00MEKEHO0 BiNNOBIIANBHICTIO "lnakecoCmitKnaiin
Xenckep Okpeiin T.0.B. "', inenT. kon: 24588162

(naliMenysanus Ta Kox 3a €APTIOY FOpHIKMYHOT ocobn abo npissuiue, iM's. mo GaTsKkoBi PisnynoT
0coGH - ninnpuemis, 1 micue TTPOXHBAHHA Ta peecTpaliliaui HOMeEp 06iKoBOT KAPTKY NuaTHHKA
nonatkis abo cepis ta HOMED facrnopra)

Hpotoxon sisyansuoro xonrpomo eix 16.09.2020 N 3022/1.

3a  pesynbTaTamu ACDIKABHOTO  KOHTPOIIO BCTZHOBICHO, 10 JiKkapceknil  3aci6  BBeseHO B Vkpainy 3
AOTPHMAHHIAM BHMOT 3aKOHOJABCTBA LION0 3a0e3neqerns AKOCT TiKApCLKAX 3aC06iD.
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OAMAP Ceprudixar ananizy Ta Bigmosignocri

Opnean @pannis 5 aseHio ne Komncnp Opnean Cepexc 2, 45071, ®dpanuis
Ten. +33 (0)2 38 69 81 00 dakc +33 (0)2 38 63 36 29

Homep ninensii na supo6unurso: M 17/048 Homep GMP ceprugixary: 2019/HPF/FR/178
Kpaina supoOunk: ®paunis

ITponykr: DF74055

Hazga nikapceroro 3acofly: TEPA®JIO Bin rpuny Ta 3acTyau 3i cMaKoM JUMOHA

Kpaina imnoprep: Vxpaiua

Jlikapcoka dopma: [opowox Anst opanbHOTO po3yHHY

Cuna nii: | MaKeT 3 IOPOIIKOM U OPAILHOTO POIUMHY MICTHTE: [Tapaueramony

325 mr; @enipamin Maneaty 20 mr; DeninedprH rigpoxnopuay 10 Mr;
Acxop0ineBa kuenoTa 50 mr

Tun ta po3mip ynakosku: 10 naxertis 3 nopowkomM y xopoBuj

Howmep peecrpaniitnoro noceiguenns: UA/5529/01/01

Howmep cepii: T2471

Posmip cepii: 46248 yn.

BuyTpiuIsiif nomep: 0T2471A

Hata supobumiirea: 10/07/2020

MHara nakysanus: 19/07/2020

Tepmil npunataocTi: 06/2022

AHaNniTHIHA NpouUerypa; TC-0097 Bepcis: 6

Amnaniz Ne: ORAZ2015648

Craryc 3pazkig: NpUAHATI

TMoxasunx Bunsorn Peaynsratu
3oBHiWHIN BAMAL Cunyunit 6innit rpanyboBaHmil NOpoOLOK 3 BIANOBid2€E
HOBTHMH BKPAIUIEHHAMHU, He MICTHTD
CTOPOHHIX PEYOBHE Ta HE MICTHTE TPYI0UOK
3anax 3amax LHTPYCOBHX BiNOBINaE
Cepenns maca 20.435 r-23.749r (TeopeTnyno 22.1r) 21.815r
Oxnopianicts Macu Mae sinnosigarta €sp.dapm. 2.9.5 Bianosinae
pH ¢ 2.0-4.0 2.8
lnenrrgixania ackopGinopol kucnoTH i BusHauents | Ocropra TUIAMA BiZ JOCTIUKYEMOrO pO3uMAY BIAMOBINae
MponyxTiB posnany MOBHHHA BIAMOBINATH 32 BenmuuHOW RE,
3TACAHHEO QUII0opecueH|l
Té& KONBOPOBOL peakilil OCHOBHMM ILTsIMaM Bix
CTAHHAPTHOTO PO3YHHY
IrenTudikauia napaneramony, BEPX Tlozurusno Binnosinae
Inentndikauis penipamin maneaty, BEPX [IosuTusHO BiZnosigae
Pienns xonrpomo MeHemxep KOHTPOIIIO AKOCTI, Plmenns YnosHoBaxeHa ocoba abo
SIKOCTi Jara Ta MiAHS 3ale3nedeHHn AKOCT] 3ACTYIHHK, JaTa Ta Niamuc
3pazox Biznmosinac Karine Dujardin Cepito Bunyeso E.Daure 28.07.2020
28.07.2020 y

LA
Hawum  ninTeepioxyro, mo wasenema pume inhopMalis € CHpaBXHBEOW Ta TOuHOI, Ila cepis/, npgiykTy  Gyma '\
BUIOTOBNEHA/BHPOGIIEHA, BKIIOYAKYH NEPBHKAY Ta BTOPHHHY YNAKOBKY I KOMTPONb AKOCTI Wa BKasamiil a['i"?{/ BUPOfEEiti
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AVIbEMIN Y NOBHIA BIANOBIAHOCTI 3 Alroummy BuHmoramu GMP,  BHMOTaM# MICLEBOTO perymqugmr;eia{;t;;sfmgﬁgma”g A
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sarsepirennmu cneuudikaniamu o Peecrpanilioro nocsimdeHHa kpaimm-imMnoprepa. 3ammcn 3 BijppﬁknuTsa,-\nfg:}pls,

NaxyBawis Ta aHatisy Oynu posrisAnyTi Ta BH3HaHI TaKuMH, WO BiANOBINAIOTH ¥ TOBHIHA Mipi BuMoram GML:

EU CoA PF V9 Aata nedati: 28/07/2020

O an. rosse Big 0504 souy Uigle




OAMAP

Opitean ®panuisg 5 agenio e Koscup Opnean Cenexc 2
Ten. +33 (0)2 38 69 81 00 dakc +33 (0)2 38 63 3629

Homep ninensil na BupoOuunureo: M 17/048 Homep GMP ceprudixaty: 2019/HPF/FR/178
Kpaina supobrik: OpaHuis

Ceprudixar ananizy Ta BiIMOBIAHOCTI

, 45071, Opamuis

Mponyxr:

Hazpa nikapcrxoro 3acofy:
Kpaina imnoptep:
Jixapcbxa dopma:

Cuna nif:

Tun Ta posmip ynakosku:
Homep peecrpauiifiHore nocsiguenss:

Hosep cepil:

Posmip cepii:
BryTpiniil Homep:
Hara pHpoGuuuTaa:
Jata nakyBaHHs:
Tepmil NPHEATHOCTI:
AHaniTudHa nponenypa:
Amnaniz Ne:

Cratyc 3paskis:

DF74055

TEPA®JIIO Bix rpuny Ta 3acTyaH 3i CMAKOM JIHMOHA

Ykpaina

[Topowox 1uist OPanbHOFO PO3UKHHY

1 [1akeT 3 OPOLUKOM IS OPAJILHOTD PO3UMHY MICTHT:: [lapaieTamony
325 mr; Qenipamin Maneaty 20 mr; Oeninedpun rigpoxnopuay 10 Mr;
Ackopbirosa kuciaoTa 50 mr

10 nakeTiz 3 HopowkoM y xopo&ui

UA/5525/01/01

T2471

46248 yn.
0T2471A
10/07/2020
19/07/2020
06/2022

TC-0097 Bepcia: 6
ORA2015648
NpUAUsTI

[nenrudixauia Geninedpun rinpoxmopuny,

ITozutdBHO

BiNMOBINaE
BEPX
KinexicHe BusHauenHs heHinedpuny 95 % - 105 % Bix 3asBnenol KinbkocTi 100 %= 1
rinpoxnopuny, BEPX naKeTi
Ounuopianicrs nosysanus deninedpuny Mae ginnosigatu €ep.®apm. 2.9.40 Binnosinae
TiAPOXTOPHIY
KinbkicHe sisnadenus denipaminy maneary, BEPX 95 %- 105% Bif 3a9BJI€HOT KINLKOCTI 100% s 1
nakeri
OnuopianicTs no3ysanns euipaminy Maneaty Mae sinnosizatu €sp.Papm. 2.9.40 BiAMOBizaE
Kinskicue Bu3natenns napauetamony, BEPX 95% -105% Bix 3agenenoi KiibKOCTI 99 % B
1 nakeTi
OnnopinHicTs n03yBaHHs NapaleTaMoy Mae signosinatu €Esp.Papu. 2.9.40 Binnosinae
KinbkicHe BH3HA4EHHS acKOpPOIHOBOT KUCNOTH 95% -105% Bin 3assnesol KiNbkOCTI 100% B 1
nakeTi

PiuieHHA KOHTpOMO

AKocTi JATa Ta Nignuc

MeHe/UKep KOHTPOJIIO SIKOCTI,

PileHus
3a0e3nede s SKOCTl

VYriosHOBa¥keHa ocoba abo
3ACTYNHUK, JaTa Ta NIATUC

3pazok BiANoOBiAae Karine Dujardin

28.07.2020

Cepiio BUNYIICHO E.Daure 28.07.2020

JaHunM miaTBepIIKYIO, 110 HAaBEJEHA BHIIS

ILIHBHHL(} b TOBHIH B!ﬂllOBl,ﬂHOCTl

EU CoA PF V9

iH(bopMﬁuiH € CIpapxHLOIO Ta Toqr{mo

3 girowwmu  pamoramu GMP,
3aTeepkennMH cneumikaiasMy Ao PeecTpauifidoro noceimueHns xpaluu-iMmoprepa. 3anucH 3 'ngpq HULTES M,cepu
MAKYBAHHA Ta aHami3y GyJIH pO3MIARYTI T BH3HAHI TAKHMHY, 10 BIANOBINAOTS ¥ TIOBHIN Mipi BuMoram GM

BHMOT@MH  MICLIEBOTO peryﬁmommuauﬁrf ;%‘yH!

narta nevari: 28/07/2020 Cropinka 232
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