I'Tl Mpensax MpoaykrioHe MMEX
Emin-bapennb-lWrpacce 7
D-79639 peHsax-BineH
Himeu4unHa

CEPTU®IKAT CEPIT

Martepian 81589127

BenanTeH®, kpem, no 100 r, Ykpaina

Howmep cepii: GP021E4 IHcnekuinHuia not: 040002303107 ABTOD: nidnuc
AKTUBHWIA KOMMOHEHT: DekcnaHteHon

Cuna gii / akTuBHICTb! 50.0 mr/r

dopma fo3yBaHHSA: Kpem

Po3zmip ynakosku: OpnHa 100 r 1y6a B ynakosui
Tun ynakosku: Tyba

[ara supobHuurea: 10.09.2020

TepMiH npuRaTHoOCTI: 30.09.2023

Po3wip cepii: 19700 ynakosok

3BIT Npo BigXuUNeHHs (BCi 30HU): BipxvneHHs BigcyTHI

Kpaina imnopty: YKkpaiHa

Peecrpadiiite ceigourso Ne: UA/4157/01/01

Kpaira BupobHuK: HimeuunHa

BupobHuk:

Homep BUPOGHUYOT NiLeHsil:

[Tl Mpensax MpoaykrioHe MGX
Emin-bapenns-LUTtpacce 7

D-79639 MpeHzax-BineH

HimeuduHa
DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

PeaynbTaTit aHanisie J0Aal0TbCsA B cepTudbikaTi aHaniay.

S TUM camum CTBEPOXKYIO, WO AaHa cepis npoaykry Byna supobrneHa B MnosHiil BiANOBIAHOCTI 3 BAMOramMu
GMP micuesnx PerynaTopHux opraHis Ta PeectpauiliHoro csigoutsa KpalHu-npusHaqeHHs.

YrnosHoBaxkeHa ocoba:
[ara:
Mignuc:

Dr. Thomas Vogel
15.10.2020

nidnuc




M I'penaax MpoaykTioHc MMBX
Emin-Bapenns-Lrtpacce 7
D-79639 MpeHaax-BineH
HimeyyuHa

Cropitka: 132

Ceptucpikat aHanisy [lata ; 15-10-2020

HaitmeHyBaHHsS NpoayKTy
Tun ynakoBKu
Poamip ynakosku

MarepiansHuii Homep

KpaiHa npuaHa4eHHs
PeecTpaujiiHe nocsigyeHHs

Bunyck

BupoGHuya nidensia Ne

GMP Ceptudpikar

YnakosaHo

BupoBHuya nideHais Ne

GMP Ceptudikar

Bupobnexo

BupobHuda niueHsis Ne

GMP Ceprudikar

Ymosu 36epiraHHs
YMosu TpaHCropTyBaHHS

Cuna piil AKTUBHICTB
dopma Bunycky

; benanTeH®, kpem, no 100 r
: TyGa

:100r

. 81589127

: Ykpaina
: UA/4157/01/01

: ' Mpexszax MpoaykrioHc M6X
Ewmin-bapenne-LUTtpacce 7
D-79639 NpeHsax-Binex
HimeyvuunHa

: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
: DE_ BW_01_GMP_2020_0061

: I'T1 Mpexsax MpoaykTrioHe MMEX
Emin-bapenne-Ltpacce 7
D-79639 peHsax-Binex
Himey4nHa

. DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
: DE_ BW_01_GMP_2020_0061

: TT MpeHaax MpogyirioHe MMEX
Emin-Bapenns-LTpacce 7
D-79638 'peHsax-BineH
Himeuduna

: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
: DE_ BW_01_GMP_2020_0061

:2-25°C/36-77°F
1 2-25°C/36-77°F

: HekcrianteHon 50.0 mr/r
L Kpem




[Tl Mpensax MpoaykrioHe TmMBX
Emin-bapennb-LTpacce 7
D-79639 MpeHsax-Birnex
HimeuyuHa

CepTﬁmiKaT.aHanizy

Ctop. 232
Hara 15-10-2020

Marepian 81589127

BenanteH®, kpem, no 100 r, Yipaida

Homep cepii: GP021E4

KpaiHa: Ykpaina

aTa BupobHuUTBa: 10.09.2020
erMiH r?pmaTuHocﬂ: 30.09.2023 Homep nocrasku: ---
IHcnekuiibmia not: 040002303107 IHCTPYKUist TECTYBaHHSI: -~
Creuundikayisi: ---
Tecr Donyctumi mexi PesynbTar
Onuc oMoreHHuiA Henposopuii kpem Binoro abo
Biroro 3 XOBTYBATUM BIATIHKOM KOMbopy, 3i Binnosigae
cnabxum 3anaxom
10eHmucpikayis:
HekcnarnreHony MosuHHO BigNOBIAATK Bignosigae
2-deHokeneTaHorny MosuHHO BignoBiAaTH Bignoeinae
Kinbkicrui emicm:
[lekcnanTeHony 47,6-52,5 wmr 51,0
dbeHoKkcueTaHony 4,50-5,50 mr 5,05
Boau 784-866 wmr 841
Lomiwu:
- 3-amiHon o osa .
qsciraHﬂeEc?nn:HHrejt:gil;;nac ° He Ginstue 1,0% 0.4
- Hesigomi gomiwku (sk macosa
yacTka [lekcnaHTeHony) .
e Ginuase 0% s
BCbLOIO ' i
B'sakicms npu 20°C 5000-25000 mMa*c 8100
pH 4555 5,0
Mixpo6ionoeiuna Yucrmoma (Ph. Eur.) | TToBuHHO BignosigaTu Bignosigae

3aim npo sidxunexHs (yci 30HU)

BiaxunexHs

BigxvnneHus BigcyTHi

BidnosioHicmb nakysansbHUX Kinbkicte MaTepianis signosigae cneundikauil Bignosigae
Mamepiarie

Homep cepii Ha Bignosigae craTtycy B SAP Bignosigae
N1ep8UHHOMY/BMOPUHHOMY NaKyeaHHI

Tepmin npudamHocmi Ha Binnoeigae cneyudikadii cratycy B SAP Bianosinae

I6P8UHHOMY/BMOPUHHOMY NaKyeaHHi

A TUM CaMUM CTBEPAXYI0, Lo AaHa cepist npoaykTy 6yna supobneHa B nosHii BignosigHocTi 3 Bumoramu GMP

micuesux PerynsTtopHux opraHis Ta PeecTpauiiiHoro ceifoutsa KpalHu-npusHayeHHs.

Homep niyensii Ha Bupo6HuuTBOo: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

Bunyck cepil A03BONEHWH

[ata/qac
[HenekuitHuiA noT

Dr. Thomas Vogel (CCTVO)

YnosHoBa)eHa ocoba
14.10.2020
040002303107

05:06:00 p.m. CET (U




GP Grenzach Produktions GmbH .
Emil-Barell-Str, 7 g
D-79639 Grenzach-Wyhlen Batch Certificate
Germany
Material: 81589127 Bepanthen CR 100g UA
Batch: GPO21E4 Inspection lot: 40002303107 Alhar Qﬁﬁ
Actlve ingredient(s): Dexpanthenol
Strength / Potency: 50.0 mgly
Dosage form: Cream
Package size; One 100g tube In pack
Package type: Tube

Date of manufacturing: 2020-09-10
Expiry date; 2023-08-30
Batch size: 19700 packs
Deviation report (all areas): No deviation
Importing country: Ukraine

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

Manufacturer country: Germany

Manufacturer; GP Grenzach Produktions GmbH
Emil-Barell-Str. 7
D-79639 Grenzach-Wyhlen
Germany

No. of Manufacturing
Authorization: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

Resuits of analysis are provided in attached CoA.

t hereby certlfy that all the manufacturing stages of this batch of finished product have been carrled
out in full compliance with the GMP requirements of the EU and with the requirements of the marketmg
Authorizatlon of the des!f&?)hon count o
aenéac; Produktions GmbH
Qualified Person: ualifled Person

Date: 15, ORL.202

Signature;

Dr. Thorgds Vogel

Dateivorlage: 7-500-010G-4 Druckdatum: 15.10.2020
Seite 1 von 1




GP Grenzach Produktions GmbH
Certlflcate of

Emil-Barell-Str. 7 hitlizate o Aursiyhle Page:  1of 3
D-78639 Grenzach-Wyhlen Dale: 2020-10-15
Germany

Trade Name : Bepanthen® 5% cream 100g

Package slze + 100g

Package type : Tube

Material No, 1 81589127

importing Country : Ukralne

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

Released by 1 GP Grenzach Produktlons GmbH
Emil-Barell Str.7 Building No.60/70
79639 Grenzach-Wyhlen, Germany , Germany
Manufacturing Licence No. : DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(BAYER)
GMP Cerificate No. : DE_BW_01_GMP_2020_00861

Product packaged by 1 GP Grenzach Produktions GmbH
Emil-Barell Str.7 Building No.60/70
79639 Grenzach-Wyhlen, Germany , Germany
Manufacturing Licance No. : DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(BAYER)
GMP Cerificate No. : DE_BW_01_GMP_2020_0081

Manufactured by t GP Grenzach Produktions GmbH
Emll-Barell Str.7 Bullding No.60/70
79639 Granzach-Wyhlen, Germany , Getmany
Manufacturing Licence No. : DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(BAYER)
GMP Cerlficate No. : DE_BW_01_GMP_2020_0061

Produgt storage condition  :2-25°C/36-77°F
Product lransport condition & 2-25°C/36-77°F

Strength/Paotency : Dexpanthenol 5%
Dasage form :-Cream




GP Grenzach Produklions GmbH
Emil-Barell-Str, 7

D-79639 Grenzach-Wyhlen
Germany

Certlficate of Analysls

Page: 2 of 3
Date: 2020-10-15

Materlal: 81589127 BEPANTHEN CR 100G UA
Batch: GP021E4 Country: Ukralne
Date of manufacture:  2020-09-10 Delivery number; ---
Expiry date: 2023-09-30
Insp. instructiont v
Inspection lof: 040002303107 Specification: b s
Inspection Acceptanca critetlon UoM Result
|dentlty of packaging materlal materlal numbers camplles
comply to valld bill of
matetlals
Batch No. primary-/ secondary packaging complies to SAP (batch complies
status)
Explry date primaty-fsecondary packaging | shelf llfe complies to complies
valld biil of materlals
and SAP
Appearance homogeneous opaque complies
cream
Colour white or pale white
yellow-white
Conslstency completely sthooth and complles
workable
Odour faintly present complles

Microblal Purity (Ph, Eur.)

Davlation repott (all areas)

complies, reference
batch complies

deviations

teference batch complies

no deviation




GP Grenzach Praduktions GmbH f

Emil-Barell-Str. 7 Goiiilioats orAduiels Page: 3of 8

D-79633 Grenzach-Wyhlen Date: 2020-10-156

Germany

Maferial: 81589127 BEPANTHEN CR 100G UA

Batch: GPO21E4 Country: Ukraine

Dale of manufacture:  2020-08-10 Dalivary number: ---

Expiry date: 2023-09-30

From materlal: 10037951 BEPANTHEN CREME (1600188)

Batch: GPO20WD Insp. instruction: e

Inspection lot: 040002294218 Spacification: -
| Inspection Acceptance criterfon UoM Resuit

Identity check of Dexpanthenol must comply camplies

Identity check of 2-Phenaxyethanol must comply complies

Assay of Dexpanthenol per g 47.5- 525 mg 51.0

Assay of Phenoxyathanol per ¢ 4.50 - 5.50 . mg 5.05

Assay of Water per g 784 - B66 mg 841

Unknown Impurities single(calc.o.Dexp.} max. 0.4 % n.d. <0.2

Unknown Impuritles sum (calc.0.Dexp.) max. 0.6 % n.d. <0.2%

Check for degrad.product 3-aminopropanol | max, 1.0 % 0.4

Viscoslty 20°C (CC25 DIN System) 5000 -~ 25000 mPa.s 8100

pH-value 45-55 5.0

| hereby certlfy that all the manufaciuring stages of this batch of finished product have been carrled out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation of the

destination gountry.

No. of Manufacturing Authorizalion: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

Batch release eloctronically signed:

Dateftime:
Inspection lot:

Dr. Thomas Vogel (CCTVO)
Qualified Person
2020-10-14 05:06:00 p.m, CET (UTC +1 hour )
040002303107 "
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04071, m.Kuis, BynuLia BepxHitt Ban, GyauHok 4-B, Ten. +38044 220
IOpuanyHa agpeca: 3300

. " . 08330, Kuiscbka 0611, Bopucninbesbkuii p-H, ¢. [yAapkis, Byr.
Anpeca Micus BnpoBamkeHHs AiAIbHOCTI: HesanesHoctl, 2H
[Oo3Bin Ha Bunyck (peanisauiio) Ne67010/20/26

4, YnoexosaxeHa ocoba 3 sikocti TOB «BAVIEPY, nigTBepMKyIO0, LLO Nikapcbkui 3acit:
HaiimenysaHHs npogykyii: benaHteH®

Oepxasa-BupoBHuk: HimeyuuHa

Homep peecTpauiiioro nocsigyerHs B Ykpaiti: UA/41 57/01/01

Cuna giilakTveHicTs: fekcnanTteron - 50.0 Mr/r

Nikapceka dopma: kpem 5%

Poawmip Ta Tvn nakyeaxHs: no 100 ry Ty6i, no 1 Ty6i y kapToHHiA Kopobui

Homep cepii: GP021E4

Poamip cepii: 19 700 ynakoBOK

[lata supoBruurea: 10.09.2020

[laTa 3akiHueHHs TepMiHy npuaartHocri: 30.09.2023

[lata ceptudikata sIkoCTi cepii nikapcbkoro 3acofy, BUAAHOMO BUPOGHWUKOM, yNOBHOBEXEHA ocoba sKoro
Hafae [03BiN Ha BUMNYCK cepii nikapckkoro 3acoby:

Ne 040002303107 Big 14.10.2020

HoMep Ta fata BUCHOBKY NPO AKICTb BBE3EHUX NiKapcbknx 3acobis:

Ne 67010/20/26 Big 03.12.2020

HaliMeHyBaHHsA, MiCLIe3HaXoAeHHs Ta Homep niyeHsil BupoBHuka, ynoBHoBaxXeHa ocoBa sKoro Hagae Ao3sin
Ha Bunyck cepii (sa HassHocTi): I IpeHsax MpoaykrioHc MMBX, Emin-Bapenne-UWrpacce 7, D-79639
IpeHsax-BineH, Himeyunna, DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)

CepTudbikaTit BINOBIAHOCTI HANEXHOT BUPOBHUYO NPaKTUK BUpoBHWKa, YNOBHOBaXEHa ocoba sikoro Hagae
[038in Ha Bunyck cepii, abo Homepu nocunadk y 6asi AaHuX EudraGMP (3a HasBHOCTI):

KomeHTapi (3a HasiBHOCTI):

3asiza npo Bunyck (peanizauio) cepii nikapcebkoro sacoby:

[ozeonsito exaszaHull nikapcbKuil 3aci6 do peanizayii.

MpiseuLye, iHiLian Ta nocajga/asaHHa ocobu, ska BuAANA AO3BIN Ha BUNYCK cépij: Kocteuskuit K. B.

rignuc ocobu, ska BuAana A03sin Ha BAMYCK cepii: /{, A
NlaTa nignucaHHs 4O3BONY Ha BUMYCK (peanizayiio): 03.12.2020 / (,*(”('7(
Supplement REGS-DE15-SUP-001061 Page 1 of 1

Version 5.0




JEPYUIIKCITYXKBA
NEPKABHA CJYIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

Bys1. Bepesnskiscnka, 29, Kuis, 02098, ten./daxe: (044) 550-23-55, en. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.uahttps:/www.dls.gov.ua, Kog €PTIOY 37079055

BUCHOBOK
npo sKicTh BBe3eHoro B Yipainy Jikapcbroro 3aco0y

03.12.2020 Ne 67010/20/26

BEIJAHTEH®

(HaiiMeHyBaHHS NiKapcEkoro 3aco0y 3riHO 3 peeCTpaLLiiiHHM TOCBINYCHHAM)

kpem 5% 1o 100 r y Ty6i; no 1 Ty6i y kapronmiii kopoGui

((opma BUNYCKY, 103yBaHHS, BHA NaKyBaHHA Nikapchkoro 3acoy)

Howmep peectpaniimoro nocsinuersn UA/4157/01/01 crpox aii peectpaiiizoro nocsiuenss HeoOMEeKEHHI

Cepis nixapcskoro 3acoby Ne GP021E4 Kinskicts Beeseroro ikapebkoro 3aco6y 19700
BupobHuK I'TI I'penzax Ipoayxrionc I'm6X, Hiveuunna
(naiiMeHyBaHHS BEpoOHUKa Jikapepkoro 3acoly, kpaiHa TIOXOJKECHHS)
BaeseHo B YxpaiHy TosapucTso 3 06mMexenoio Bignosigansuicrio "baiiep", inenr. ko
22911794

(nalimenyBanss Ta koa 3a €JIPTIOY topuuunol ocobu abo npissuiue, iM'A, no Garbkosi disuroi
0co6u - mAnpreMILs, if Micie NpoXKUBAHHS Ta peecTparitinuil HoMep 06:iKoBOT KapTKH IMATHAKA
noznatkis a6o cepis Ta HOMep Macrnopra)

Ipotoxon Bizyansuoro konrposio six 03.12.2020 X 3794/1.

3a pesyabrataMM  AEPHKABHOTO KOHTPO/IO BCTAHOBJICHO, IO ngikapchkuit  3aci6 BBe3eHO B YKpaiHy 3
AOTPHMaHHAM Bu 'oﬁgafﬁﬁggq; ABCTBA I0/10 3a6€3NEUeHHS AKOCTI JIiKAPCHKUX 3aco0iB,

;

B.0. HAUATHHYL / Jhromvia CTOPOYKEHKO

ety

(ininianm Ta npizsuiLe)

(nocanosa oco& 9
%
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