M pensax MpogykrioHc MMEX
Emin-Bapenne-LUTpacce 7
D-79639 'peHsax-BineH
HimevyumnHa

CEPTU®IKAT CEPIi

Marepian 10102343

BEMAHTEH®, masb 5%, 30 r

Howmep cepit: GP02067

IHcnekuifinwi not: 40002275855

ABTOpP: nidnuc

AKTVBHUI KOMMNOHEHT:
Cuna gif / akTusHicTh:
dopma A03yBaHHS:
Poamip ynakosku:
Tun ynakosku:

[Hara BupobHuyTea:
Tepmin npuaaTHoCT:
Poawmip cepil:

3BIT Npo BIAXUNEHHR (BCI 30HN):

Kpaixa imnoprty:
PeectpaujiitHe ceigoutso Ne:
Kpai+a BupoGHuk:
BupoGHuk:

Homep BMpOBHUYOT niueHaii:

HekcnanTteHon

50 mr/r

Masb

OpnHa 30 r Ty6a B ynakosui
Ty6a

11.07.2020

31.07.2023

97100 ynakoBok

Biaxunexus suasneHo 2020/DEV/015860

YkpaiHa

UA/4157/02/01

HimeuyduHa

I'T1 FpenHsax MpoaykrioHc MMEX
Emin-bapennb-lUrpacce 7
D-79639 MpeH3ax-BineH
Himeuyuunna

DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

PesynbTaTu aHanisie gogaloTbCs B cepTudikati aHanisy.

A Tum camum cTBepaXylo, WO BCi CTaall BUpoBHUUTBA AaHOl cepii NPOAYKTY 3HaxXOAATLCH Yy NOBHIM
BignosigHocTi 3 Bumoramu GMP Miclesux PerynatopHux opraHis Ta Peecrpauiitvoro ceigoyrsa kpaium -

NPpU3HAYEHHS.

YnosHoBaxeHa ocoba:

Hara:
Mignuc:

Dr. Thomas Vogel

20.10.2020

nidnuc




I'M Fpensax Mpoaykrionc M6X
Ewmin-bapenne-lUrpacce 7

Crop. 131

D-79639 MpeHaax-BineH CepTudikar axaniay Hara 19-10-2020
HimeuuunHa

Marepian 10102343 Benanten®, masb 5% no 30 r

Homep cepif GP02067 Kpaiya:=

Homep nocravaHHs;

[lara supobHuyTea: 11.07.2020 :
Tepmin npupathocti:  31.07.2023 Howmep sanoensHs:
IHcneKuiiHmiA noT: 040002275855 '”"pr“”g‘n?u%?famf ]
3 matepiany : 81605041 BEPANTHEN OINTMENT 5T H/C (1600198)
Cepin: GP01ZG1
IHcnekuiinui not: 040002272625

Tecm Lonycmumi mexi Pesynsmam

Onuc

l'omoreHHa ma3sb Ginoro 3 kpemosum
BIATIHKOM KONBOPY, M'AKOT Ta eNacTUYHOT

KoHcMeTeHUiT ai cneuudiuHmm 3anaxom Bianosinae
BOBHAHOrO 1Py
10enmudpixauia
[ekcnaxTteHony MosuHHO BianosigaTu Bianosigae
KinskicHul emicm
HekcnaxTeHony 4.75-525% 4.96
Homiwiku
3-amiHonponaHon (sik MacoBa 4acTka He 6inbwe 1.0% 0.2
AeKcnaHTeHony)
KoxHoro HecneuuchiuHoro npoaykty poanapny
(7K MacoBa 4acTka AeKCnaHTEeHONy) He Ginbwe 0.2% <0,04
3aranbHa KinbKicTb NPOAYKTIB poanagy (K
MacoBa uyacTka flekcnaHTeHony) He 6Ginbwe 1,4% 0.2
B’askicms npu 20°C 30000-120000 mNa*c 89000
Mikpobionoziuna yvucmoma MNoeuHHO BignosigaTi Cepis Bignosinae
[MakysansHi Mamepianu MarepiansHuit Homep Bignoeinae Bianosigae
3aTBEpPKEHNM OpUriHan MakeTam
Homep cepii nepautHo20/emopuHHo20 Binnosinae SAP (cratyc cepil) Binnosigae
naKyeaHHs
Tepmir npudamuocmi Ha nepeurHomy/ Tepmin npuaaTHocTi Bignosinae Bianosigae

8IMIOPUHHOMY MaKyeaHHi

3arBepAXeHUM opuriHan makeram ta SAP

8eim npo eidxunenHn (yci 30HU)

BiaxvineHxn

Bigxnnexns HasisHi

A Tvm camnm cTBepIKYI0, WO BCi CTaail BUpoGHULITBa AaHOT Cepil NPOAYKTY 3HAXOAATLCSH y NoBHii s8ignosiaHocTi
3 Bumoramu GMP micLiesux PerynaTopHux opraHis Ta PeecTpauiiiHoro caigoutsa KpaiHu - NpUSHAYEHHS.

Homep niuieHail Ha supo6Hureo: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

EnexrpoHHMiA nignne ynoBHOBaXEHOro 3a BURyCK cepil:

Oaralvac:
|HCnexyinsuiA noT:

YnoBHoBaxeHa ocoba

16.10.2020 05:17:16 p.m. CET (

040002275855

Dr. Thomas Vogel (CCTVO)




GP Grenzach Produktions GmbH Cerlificale of Analysis
Emi-Barell-Str. 7 erlficato of Analy. Page: 1 of 2
D-79639 Grenzach-Wyhlen Date 2020-10-19
Germany
Materlal; 10102343 BEPANTHEN 6% OINTMENT 30G UA
Bafch: GP02067 Counfry: —-
Dale of manufacture:  2020-07-11 Delivery number; ---
Expiry date: 2023-07-31
Insp.instruction; ~ ~= - —
dnspeciion lot; 040002275865 Spacification: -
Inspection Acceptancs criterion UoM Result
Identity of packaging material materlal numbers complies
comply fo valid bili of
maferials
Balch No. primary-/ secondary packaging complles to SAP (batch complies
status)
Expiry date primary-/secondary packaging | sheif life complles to complies
valid bill of materials
and SAP
Appearance homogenous w/o complles
emulsion
Colour creamwhite complies
Conslstency smooth and supple complies
Odour speclfic odour of wool complies
fat
Microblal Purity (Ph. Eur.) complies, reference compiies
batch compiles
Devlaffon report (all areas) deviations davialion exists




Nombre y direccion del destinatario / Name and address of the consignee / Nom el adresse du destinataire:
BAYER LTD, S/€ JSC “FM LOGISTIC DNIEPR"CW , CENTRAL PHARMA, WAREHOUSE NO.1, 2/1
NEZALEZHNOSTI ST. , 08330VILLAGE DUDARKIV, UKRAINE , UCRANIA / UKRAINE
Nomibre y direccién del exportador / Mame and address of the consignor / Nom et adresse de I'expéditeur:
BERLIMED, S.A. , ES-26,006987/M CE , POLIGONO INDUSTRIAL STA. ROSA; &/ FRANGISCO ALONSO, 7,
- 28806 , ALCALA DE HENARES , MADRID , ESPANA / SPAIN :
li.- ATESTACION SANITARIA | HEALTH ATTESTATION / ATTESTATION SANITAIRE:
El velerinario oficial abajo firmante certifica que los productos arriba. descritos: /' The undersigned official
veterinarian hereby certifies that the products described above / Je soussigné, vétérinaire: officiel, cerlifie que
les produits décrits ci-dessts:

1. Han sido obtenidos de acuerdo con la normativa vigente en’' la Unién Europea !/ They have been
obtained in accordance with the current European Union’ regulations / fls ont été obtenus
conformémeént & la réglementation en vigueur dans I'Union Européenne.

2. No poseen restricciones desde el punto de vista de salud publica y sanidad veterinaria, / They don’t
have any sanitary and veterinary restrictions / lls n‘ont aticune restriction ni sanilaire ni veterinaire,

3. Son aptos para el consumo humano / They are fit for human consumption / lls sont propres & la
consommation humaine.

Hecho en / Done at/ Fait 4: MADRID el lon/le: 26/03/2021

(Lugar{ Place / Lieu) (Fecha/ Date / Date)

JUAN ACACIO MARAS

INSPECTOR DE SANIDAD ANIMAL

Nombre, cargo y firma det Veterinario Oficial
Name, qualification and signature of the Official Veterinarian
Nom, charge et signature de l'lnspecteur Vétérinaire Officiel

NOTAS | NOTES [ NOTES:

(1)indiquese la matrlcula (vagones o conterisdores de férrocarril y vehiculos de carrelera), niniero de vuelo (aviones) o-el
nonibre (buque). En caso requerido, indicar el ndmero de contenedor.y /o nimero de precinto. / Registration number (rallway
wagons or coritainer and road vehicle), flight number (alrcralt) or name {ship). if required, indicate container and Jor
seal number / numéro d'lmmalriculation (wagon ou conteneur et camion), le numéro de vol (avion) ou le nom (navirs). S
nécessalre, indiquez le numéro du conteneur et/ ou celui des scellés

2/2
JUAN ACACIO MANAS
- 26/03/2021
E52821001568

FARCM-FNMT- 1046 4735642




GP Grehzach Produkiions GmbH Celili

Emil-Barell-Str, 7 eriiicate of Analysis Page: 20f 2

D-79639 Grenzach-Wyhien Date: 2020-10-18

Gemany

Material: 10102343 BEPANTHEN 5% OINTMENT 30G UA

Batch: @GP02087 Couniry: -~

Date of manufaciure:  2020-07-11 Delivery number: ---

Expiry date: 2023-07-31

From material: 81606041 BEPANTHEN QINTMENT 6T H/C (1600198)

Batch: GP012G1 Insp. Instruction; -~ - -~
i Inspection lot: 040002272625 Specification: A

Inspection Acceplance criterion UoM Result

Identification of Dexpanthenol must comply complies

Assay of Dexpanthenol [%] 4,76-525 % 498

Unknown impuritles single(calc.o.Daxp.) max. 0.2% n.d, <0,04

Check for degrad.product 3-aminopropanol | max. 1.0 % 0.2

Sum of all Impurities max. 1.4 % 0.2

Viscasily 20°C (CC25 DIN System) 30000 - 120000 mPa.s 89000

I hereby cerilly that all the manufacturing stages of this batch of finished product have been carried out in

full compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation
of the destination country,

No. of Manufacturing Authorization: DE_BW_01_MIA_2016_0048/DE_BW _01_GP_(Bayer)

Baich release electronically signed:; Dr. Thomas Vogel (CCTVO)

Date/lime:
Inspection lot:

Qualified Person
2020-10-16 06:17:16 p.m. CET (UTC + 1 hour)
0400022758556




GP Grenzach Produktions GmbH
Emil-Barell-Str. 7 -
D-78839 Grenzach-Wyhlen Batch Certificate
Germany
Material: 10102343 Bepanthen 5% olntment 30g UA
Batch: GP02067 Inspection lot.; 40002275855 Auihor Qrﬂ

Active ingredient(s): Dexpanthenol

Strength / Potency: 50.0 mg/g

Dosage form: Ointment

Package size: One 30g tube In pack

Package type; Tube

Date of mantifacturing: 2020-07-11

Expiry date: 2023-07-31

Batch size: 97100 packs

Deviatlon report (all areas): Deviation 2020/DEV/015860

Importing country: Ukraine

Marketing Authorization No.: UA/4157/02/01

Manufacturer country; Germany

Manufacturer; GP Grenzach Produktions GmbH
Emil-Barell-Str, 7
D-79639 Grenzach-Wyhlen
Gerimany

No. of Manufacluring

Authorization: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

Results of analysis are provided In attached CoA.

I hereby certify that all the manufacturing stages of this batch of finished product have been catried
out In full compliance with the GMP requirements of the EU and with the requirements of the marketing

Authorization of the destination country, GP Grenzach Produki a
KIons GimbH

Quallfied Person: Qualitied Persgn

Date: 20, URT. .
nuucnlu;uunuu.n-uun asennsideginefranninie
Signature; Dr. Thoma# Vogel
Dateivorlage: 7-500-010H-4 Druckdatum: 20.10,2020

Seite 1 von 1




04071, m.Kuis, Bynuus Bepxiit Ban, 6yanHok 4-B, Ten. +38044 220
IOpuanyHa appeca: 3300

08330, Kuiecbka o6n., Bopucninbeskuil p-H, ¢. flyaapxis, sy,

Aapeca Micus BNpoBaaKeHH:A AINbHOCT: Hesanexsocri, 2/1

LHo3sin Ha Bunyck (peanisauiro) N268631/20/26

A, YnosHosaxeHa ocoba 3 sikocTi TOB «BAWNEP», nigTeepaxyio, Wo nikapcbkuit 3aci6:
HalimeHysaHHs npogykuii: BenaHTeH®

Oepxasa-Bupo6Huk: Himeuuuna

Homep peectpauiiiHoro nocaiaueHHs B Ykpaini: UA/4157/02/01

Cuna gii/akTuBHicTb: gekcnaHTeHon - 50.0 mrir

Nikapebka hopma: masb 5%

Po3mip Ta Tun nakysaxHs: no 30 r y Ty6i, no 1 Ty6i y kapToHHiit kopobui
Homep cepii: GP02067

Posmip cepii: 97 100 ynakoBok
[ara supo6HuyTea: 11.07.2020

[ata sakiHieHHs TepMiny npugaTHocTi: 31.07.2023

fata ceptudikarta akocTi cepil nikapcekoro 3acoby, BUAAHOMO BUpoBHUKOM, ynosHosaXeHa ocoba mKoro
Hajae A03BIN Ha BUNYCK cepil nikapcbkoro 3acoby:

Ne 040002275855 Big 16.10.2020

Homep Ta gara sucHosky npo sikicTb BBe3eHUX NiKapcbkiX 3acobie:

Ne 68631/20/26 Big 10.12.2020

HaiimeHyBaHHs, MicUesHaxomKeHHs Ta Homep NiLeHsi BupoBHuKa, ynosHoBaxkeHa ocoba sKoro Hapae 103Bin
Ha sunyck cepil (3a HassHocti): I 'peHaax MpogyxrioHc '™M6X, Emin-Bapennb-lirpacce 7, D-79639
peHsax-BineH, Himeuuuna, DE_BW_01_MIA_2019_0048/DE__BW_01_GP__(Bayer)

CepTucbikaTu BignosigHocTi HanexHol BUPoGHUYOT npakTuiu BUpoGHUKa, ynoBHoBaxeHa ocofa sKkoro Hanae
4038in Ha sunyck cepil, a6o Homepu nocunaks y 6asi saHuX EudraGMP (3a HasBHOCTI):

KomeHTapi (3a HasBHOCTI): Kinbkicme eeesenozo nikapcbko2o 3acoby— 96 900 ynakoaox

3asea npo sunyck (peanisaiio) cepil nikapcokoro 3acoby:;

Hoseonsio exasanuil nikapcukuii 3aci6 do peanizayii.

Mpissuwe, iHiuia{m Ta nocaga/ssaxHa ocobu, Aka BuAana 4o3Bif Ha BUMYCK cepii; YnosHosaxeHa ocobBa 3
sikocTi TOB «BAUEP» Kocteubknn K. B. /

/
MNianuc ocobu, sika BuAana Ao3BIN Ha BANYCK cepil: y 7 /)a
Rara nignucaHHs A03Bony Ha BUNYyCK (peaniaayiio): 11.12.2020 1 /
Supplement REGS-DE15-SUP-001061 Page 1 of 1

Version 5.0




AEPXKIIIKCITY)XXBA
JEPXKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

ByJ1. Bepesusikischka, 29, Kuis, 02098, Ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37079055

BHUCHOBOK
Npo sIKicTh BBe3eHOro B Y KpaiHy JiKkapchKoro 3aco0y

10.12.2020 Ne 68631/20/26

BENAHTEH®

(HaliMeHyBaHHA niKapcbkoro 3aco6y 3riiHo 3 peecTpauifiHuM MOCBIAYCHHIM)

Ma3b 5 %; mo 30 r y Ty6i; mo 1 Ty6i y xaprouHiii kopooui

(tbopma BuITyCcKY, H03yBAaHHA, BHI NaKyBaHHA Nikapcskoro 3acoby)

Homep peecrpauimoro nocsiguenns UA/4157/02/01 crpox nif peectpaniituoro noceimuenns HeoOMeXeHHH

Cepis nixapcskoro saco6y Ne GP02067 KinskicTs BBE3eHOIO NikKapcskoro 3acoby 96900
BupoGHuK I'TI I'penzax Iponykrionc I'M6X, Himeuunna
(nafimenyBaums BHpoOHUKa nikapcskoro 3aco6y, KpalHa OXODKEHHS)
Bae3eHo B VipaiHy TosapucTBO 3 00MexeHoI0 BignoBinaabhicTIo "Baiiep", inenr. xox:
22911794

(naiivenypanns Ta xoj 3a CJIPTIOY ropuautnoi oco6u aGo nmpissuiie, iM's, no Garbxosi disuaroi
ocobH - mianpueMy, ii Micle NPoKUBANHS T4 peceTpauilinull HoMep o6nikoBol KapTKM IIATHHKA
noparkis abo cepisg Ta HomMep nmacnopra)

Iporokos Bisyansnoro xourposmo Big 10.12.2020 Ne 3916/2.

3a pesynbTaTaMH JEpPXAaBHOTO KOHTPOMIO BCTAHOBNEHO, 1o Jikapcekuii 3aci6 BBeseno B Vkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA IMOAO 3a6€3MeueHHA AKOCTI NiIKAPCHKHX 3acobis.

Muxona XOJIOAEHKO

(nianwuc) (iniujany Ta npissuie)




[Tl 'pensax MpopykTioHc MMEX
Emin-Bapenns-Ltpacce 7
D-79639 Mperaax-BineH

Ceprudirar aHanisy

Crop. 131
Hara 09-08-2020

HimeyuuHa
Marepian 10102343 BenauteH®, masb 5% no 30 r
N Kpaina: -~
Homep cepif GP02068 R
Jara eupobHuLTsea: 11.07 2020 Sg:::p : ;;Za;]iz::_
Tepwin npupatHocti;  31.07.2023 P :
_ . |HCTPYKList TECTYBaHHS: -
lHcnexyitHuii noT: 040002276240 CretmdblkaLis: -
3 martepiany : 81605041 BEPANTHEN OINTMENT 5T H/G (1600198)
Cepia: GP0O1ZW4
IHcnexuiHvii noT: 040002272533
Tecm Honycmumi Mexi Pesynsmam
omMoreHHa Masb Ginoro 3 kpemosum
Onuc BIATIHKOM KOMbOpY, M'sikol Ta enacTuHol . ,
KOHCUCTEHLil 3i creLdiYRUM 3anaxom Bianosinae
BOBHSIHOTO XVpY
10enmudbirauis
DekcrniaHTeHony [MoeuHHO BIANOBIAATY Bignosigae
Kinskicrull emicm
DekcnanTeHony 4.75-5.25% 5.04
Howmiixu
3-amiHonporniaHon (sK MacoBa Yactka He Ginbiue 1.0% 0.3
JiexcriaHTeHony)
KoxHoro HecnieyuchiyHOro npogyKTy posnagy
(six Macopa yacTKa AekcraHTeHony) He Ginbuie 0.2% <0,04
3aranbHa KinbkicTb NpogykTie posnany (sK
MacoBa yacTka AeKCnanTerony) He 6inbuwe 1,4% 0.3
30000-120000 mMa*c 89000

B'asxicmb npu 20°C

MikpobionozivHa yucmoma

MoeuwHo BigriosigaTy

Cepis signosigae

MaxyeansHi Mamepianu MartepianbHuit Homep Bignosigae Bignosigae
3aTBEepKEHUM OpuriHan MakeTam

Homep cepii nepsuHH020/8mMOpUHHO20 Binnosigae SAP (ctatyc cepii) Bignosinae

naKyeaHHs

Tepumin npudamHocmi Ha NepeUuHHOMY/ TepmiH npugaTHocTi Bignoeigae Bignosigae

@IMOPUHHOMY naKyeaHHi

3aTBepAKeHUM opuriHan Maketam Ta SAP

3aim npo eidxunerHsi (yci 30Hu)

BiaxunexHus

BifaxurneHHs BigcyTHi

A TUM camum CTBEPIKYIO, WO BCi cTag)l BUpoGHULTEA AaHOT cepil NPOAYKTY 3HaXoAATLCA Y MOBHiN BIAI'IOBIAHOGTI
3 Bumoramn GMP micLesux PerynsTopHux opraHis Ta PeecTpauiiiHoro caigoursa kpaihu - npwanaquHﬂ s 4

4

Homep nitieHaii Ha BupabHulTso: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer) ¢ /

EnexTpoHHWI NiANMC yrosHOBaXEHOrO 38 BUNYCK cepil:

Corina Reif (CCCBO)
YrioBHoBaXeHa ocoba

Y

Jaralqac:
lHenekUiiHwit noT:

D qu W b 072

09.09.2020 10:41:32 a.m. CET (UTC + 1‘ro.q)
040002276240




[Tl IpeHaax MpogykTioHe IMMoEX
Emin-bapenns-LUrpacce 7
D-79639 NpeHsax-BireH
Himeuynsa

CEPTUDIKAT CEPIi

Matepian 10102343

BEMAHTEH®, masb 5%, 30 r

Homep cepii: GP02068 [HcnekuifiHmit noT: 40002276240 ABTOp: nidnuc
AKTVBHUIA KOMIOHEHT: HekcnaHTeHon

Cwuna gif / akTusHiCTb: 50 mr/r

dopma A03yBaHHSA: Masb

Posmip yrakosku: OpnHa 30 r 1y6a B ynakoedi

Tun ynakosku: Ty6a

[Jara BupobHuLTBa: 11.07.2020

TepMmiH npuaaTHOCTI: 31.07.2023

Posmip cepi: 158880 ynakosok

3BiT Npo BigXUNeHHs (BCi 30HU): BigXuneHHs He BUSIBNEHO
KpaiHa imnopty: YkpaiHa

PeecTpaljiiiHe ceigouTso Ne: UA/4157/02/01

KpaiHa BupoGHUK: Himeuuuna

BupobHuk: I'TT I'penHsax MpogykrioHe FMEX

Howmep BupoGHUYol niLleHsii:

Emin-Gapennb-Lirpacce 7
D-79639 peHsax-Binex
HimeuuuHa

DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

PesynbTaTh aHanisis gofatoTbes B cepTudikati aHaniay.

Al TMM camum CTBEpMKYio, WO BCi cTagil BupobHUUTBA AaHO! cepil NPOAYKTY 3HaxodsTbCsl Y MOBHIN
signosigHocTi 3 BuMoramu GMP miclesux PerynsatopHux opratis Ta PeectpaUiiiHoro ceifourtsa kpaiHut -

MpUaHaYeHHs.

YnosHoBaXeHa ocoba:

Hara;
[ignuc:

Dr, Thomas Vogel
09.09.2020

nionuc




04071, m.Kwis, Bynuus BepxHiin Ban, 6yanHok 4-b, Ten. +38044 220
IOpuaunuHa apgpeca: 3300

08330, Kulacbka obn., Bopucninbcbkuit p-H, c. Oyaapkie, Byn.

Agpeca Micus BnpoBamKeHHs LIANIbHOCTI: HesaneswocTi, 211

DosBin Ha Bunyck (peanisauito) Ne58813/20/26

§1, YnioBHoBaxeHa ocoba 3 sikocti TOB «BAVEPY, nigTaepaxyto, Lo Nikapcbkuii 3acio:
HalimeHyBaHHs npoaykuil: BenanteH®

Jepxasa-BupobHuk: HimeyunHa

Homep peecrpalifiHoro nocsiguerss B Ykpalui: UA/4157/02/01

Cuna pilfakTuBHicTb: gexkcnanTeHon - 50.0 mr/r

Nikapcbka dopma: Masb 5%

Poawmip Ta Tun nakysarHs: no 30 ry Ty6i, no 1 Ty6i Y kapToHHilt kopobui
Howmep cepii: GP02068

Poaumip cepii: 158 880 ynakoBok

Hara supobxuyrea: 11.07.2020

Hata aakiHyeHHs TepMiHy npugaTtHocTi: 31.07.2023

Hata ceptudbikata skocti cepil nikapcekoro 3acoby, eugaHoro BUMpoBHMKOM, ynosHosavkeHa ocoba fkoro
Hagae AO3BiN Ha BUNYCK cepil Nikapcbkoro 3acody:

Ne 040002276240 Big 09.09.2020

Homep Ta gaTa BUCHOBKY npo AKICTb BEE3EHUX JikapebkuX sacobis:

Ne 58813/20/26 Big 30.10.2020

HavimeHnysaHHsi, MicliesHaxofeHHs Ta Homep niueHsil BupobHuka, yrnoeHoeaxkeHa ocoba SKOro Hapae [o3Bin
Ha Bunyck cepii (3a HassHocTi): I'MT [peHsax [MpogykrioHc MmBX, Ewmin-Bapenne-lUitpacce 7, D-79639
'peHsax-BineH, Himeyuyuna, DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

Ceprudikatu BignosigHocTi HanexHo! BUpoBHMYOT NpakTuki BUpobHUKa, yrnoBHoBax)eHa ocoba sKoro Hanae
[03Bin Ha Bunyck cepii, a6o Homepu nocunakb y Gasi gadux EudraGMP (3a HasiBHOCTI):

KomeHTapi (3a HasiBHOCTI):

3asBa npo Bunyck (peanisatito) cepil nikapcbkoro 3acoby:

Joasonsio exazanuil nikapeskuil 3acié do peanizayii.

[pisBuiLe, iHillianu Ta nocafa/asanHs ocoby, AKa Bugana fossin Ha Bunyck gepil: Kocreubkuii K. B,

Nipnuc ocobu, sika Buaana Ao3Bin Ha BUnyck cepit:

[laTa nignvcaHHs Ao3Bony Ha Bunyck (peaniaaujiio); 02.11.2020 7%
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JEPXJIKCIIYXBA
JAEPJKABHA CIYXKFBA 3 JIKAPCBbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By, Bepesuaxisceka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B YKpaiHy JHKapchKoro 3acody

30.10.2020 Ne 58813/20/26

BEIIAHTEH®

(uaitMenynaHus NikapcLkoro 3acofy 3rimyo 3 peectpalifiHuM nocsiaueRHAM)
masb 5 %; o 30 r y ty6i; mo 1 Ty6i y xaprouHiii kopooni

(bopMa BHITYCKY, AO3YBAHHS, BHX MAKyBaHAA JIKAPCEKOro 3acoby)

Howmep peectpaniiinoro nocsiguenns UA/4157/02/01 crpox nii peectpaniiinoro mocsimzerms 29.12,2020

Cepis nixapcrkoro 3aco6y Ne GP02068 KimskicTs BRE3eHOTO Jikapcskoro 3aco6y 158880
Bupo6HuK T'TI I'perzax Ipoxyxrionc I'm6X, Hivewaraa
(uativenysaung BupoGHEKa NIKAPCEKOTO 3aC00Y, KpaiHa NOXOMKEHHH)
Bgesero B Vxpaity TosapucTBo 3 06MexKeHO0I0 BixmoBixansHicTIo "Baiiep", inent. xom:
22911794

(uatiMenysanns Ta kox 3a €JPTIOY 1opuauol ocobH abo npiasume, iM's, mo Garekosi diamunol
ocobu - mignpuemny, il Micue npoxuBaHHg T4 peecTpauiiinuii HoMep 061iKOBOI KapTKY NINATHAKA
nozarkis aGo cepis T4 HOMep NacnopTa)

ITporoxon Bisyansuoro xonrposso sig 30.10.2020 Ne 3304/1.

3a pesynbraraMu [JepKaBHOTO KOHTIPONEO BCTAHOBJNEHO, IO Jikapcskmif 3aci6 BBeseHo B VkpalHy 3
JOTPAMAHHSIM BUMOT 3aKOHOZABCTBA OO 3a6e3Nne e s AKOCTI JiKapCLKUX 3ac06iB.

’d
Muxona XOJIOAEHKO

(uiznuc) (iniviany Ta npizpume)
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