GP Grenzach Produktions GmbH

Emil-Barell-Str. 7
D-79639 Grenzach-VWyhlen
Germany

Certificate of Analysis
Date:

Page:

1 of 4
2024-03-28

Trade Name
Package size
Package type
Material No.

Importing Country

Released by

Manufacturing Licence No.

GMP Cerificate No.

Product packaged by

Manufacturing Licence No.

GMP Cerificate No.

Manufactured by

Manufacturing Licence No.

GMP Cerificate No,

Product storage condition

Product transport condition

Dosage form

: Bepanthen Sensiderm CREA TUF 50g UA
1 509

: Tube

1 88579461

: Ukraine
Marketing Authorization No. :

. GP Grenzach Produkiions GmbH

Emil-Barell Str.7 Building No.60/70
79639 Grenzach-Wyhlen, Germany , Germany

: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(BAYER)
: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(BAYER)

: GP Grenzach Produktions GmbH

Emil-Barell Str.7 Building No.60/70
79639 Grenzach-Wyhlen, Germany , Germany

: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(BAYER)
: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(BAYER)

: GP Grenzach Produktions GmbH

Emil-Barell Str.7 Building No.606/70
79639 Grenzach-VWyhlen, Germany , Germany

: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(BAYER)
- DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(BAYER)

: No Restriction
: 2-40°C/36-104°F

: Cream




GP Grenzach Produktions GmbH - ;

Certificate of Analysis
Emil-Barel-Str. 7 y Page: 2 of 4
D-79639 Grenzach-Wyhlen Date: 2024-03-28
Germany
Material: 88579461 BEPANTHEN SENSIDERM CREA TUF 50G UA
Batch: GPO301W Country: Ukraine
Date of manufacture: 2024-03-03
Expiry date: 2026-09-30

Insp. instruction: e e

Inspection lot: 040002759873 Specification: e m e
Inspection Acceptance criterion UoM Result
[dentity of packaging material material numbers comply complies

to valid bill of materials
Batch No. primary-/ secondary complies to SAP (batch complies
packaging status)
Expiry date primary-/secondary shelf life complies to complies
packaging valid bill of materials and

SAP
Appearance homogeneous opaque complies

cream
Colour white to off-white white
Odour typical odour hut not complies

unpleasant
Microbial Purity (Ph. Eur.) must comply complies
Deviation report (all areas) deviations no deviation




GP Grenzach Produktions GmbH . ;
. Certificate of Anal
Emil-Barell-Str. 7 ertiticate of Analysis Page: 3 of 4
D-79639 Grenzach-VWyhlen Date: 2024-03-28
Germany
Material: 88579461 BEPANTHEN SENSIDERM CREA TUF 50G UA
Batch: GPO301TW Country: Ukraine
Date of manufacture: 2024-03-03
Expiry date: 2026-08-30
From material: 85204068 BEPANTHEN CREME PHOENIX 2T H/C (1610821)
Batch: GPO2ZTP [nsp. instruction: e
Inspection lot: 040002756469 Specification: - e e
Inspection Acceptance criterion UoM Result
Assay Dexpanthenol 3.15-3.85 % 3.50
Check for degrad.product 0.0-1.0 % <= (0.2
3-aminopropanol
pH-value 50-6.0 52
Viscosity 20°C (CC25 DIN System) 425 Pa.s 12

| hereby certify 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_2023_0033/DE_BW_01_GP_(Bayer)




GP Grenzach Produktions GmbH ip .
Certificate of Analysis

Emil-Barell-Str. 7 y Page: 4 of 4
D-79639 Grenzach-Wyhlen Date: 2024-03-28
Germany
Material: 88579461 BEPANTHEN SENSIDERM CREA TUF 50G UA
Batch: GP0O301W Country: Ukraine
Date of manufaclure: 2024-03-03
Expiry date: 2026-09-30
Comment:

Batch Certificate included in Certificate of Analysis

Batch size: 18090

Deviation report (all areas): No deviation
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Date Name Signature
Filo: Con_ENG Bepanthen Sensiderm GPO30IW . pdf




M Mpersax MpopgykTioHe FmBX
Emin-Bapenns-lWTtpacce 7
D-79639 "peHaax-BineH
HimevdrHa

CropiHka: 133

Ceptucpikat aHanisy OaTa : 28-03-2024

HaliMeHyBaHHs npoaykTy
Poamip ynakosku
Tun ynakosku

MarepiancHui Homep

KpaiHa npuaHaveHHs

PeecTtpauiiiHe nocsigueHHs

Bunyck

BupoBHuua niveHsis Ne

GMP CepTtudikaT

YnakoBaHo

BupobHuua niueHais Ne

GMP Ceptudikat

BupobneHo

BupobHuua niyeHsis Ne

GMP CepTucikaT

YmoBu 36epiraHHa

Ymosu TpaHCcnopTyBaHHA

dopma BUNyCKy

: benaHTteH CeHcigepm, kpem, 50 r, UA
150

: Tyba

: 88579461

: YkpaiHa

: M Mpensax MNpoaykrioHc MubX
Emin-bapenne-Wrpacce 7,6ya. 60/70

79639 NpeHsax-BineH, HimeuunHa

: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)
:DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: IT1 I'persax MpogykrioHc MbX
Emin-bapenns-lUtpacce 7,6yn. 60/70
79639 NpeHsax-BineH, HiMeuuuHa
:DE_BW_01_MIA_ 2023 0033/DE_BW _01_GP_(Bayer)
:DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: TT1 Fpexsax MNMpoaykTioHc M'MBX
Emin-bapenns-Utpacce 7,6ya. 60/70
79639 NpeHsax-BineH, Hime4yduHa
:DE_BW 01 _MIA_ 2023 0033/DE_BW_01_GP_(Bayer)
:DE_BW_01_GMP_2022 0181/DE_BW_01_GP_(Bayer)

. Hemae obMmexeHb
12 -40°C/ 36-104°F

: Kpem

File: CoA UKR Beapanthen Sensidemm GPO3IW naf




' Mpexsax MNpogykTioHc MBX
Emin-Bapenne-rpacce 7
D-79639 NpeHaax-BineH
HimeuduHa

CropiHka: 233

CepTtudikaT aHaniay Hara: 98-03-2024

MaTepian: 88579461

BenaHTteH CeHcigepm, KpeM, 50 r, UA

Cepis: GP0O301W KpaiHa: YkpaiHa
[arta supobHuutea: 03-03-2024
MpugatHui Jo: 30-09-2026
IHCTPYKUIAA NO KOHTPOMIO:  ~~=---
KoHTponbHa napTtis: 040002759873 Cneuudpikauis: -
o . . OpuHuui
KoHTpons Kputepin npunHATHOCTI BAMIDY PesynbTar
[MakyBanbHi maTepianm MaTepiansHUHG HoMep gignosigae
BiANOBIAAE 3aTBEPKEHUM
opuriHan maketam
Homep cepii nepBUHHOrO/BTOPUHHOTO sinnoeinae SAP (cTatyc Bionoeinae
fakyBaHHs cepil)
TepMiH NpubaTtHoOCTI Ha nepBUHHOMY/ TepMiH NPUOAaTHOCTI signosigae
BTOPWHHOMY MaKyBaHHi Bignosigae 3aTBepaAXeHUM
opurisan maketam ta SAP
Onuc rOMOreHHUIA Henpo3opui Bignosigae
Kpem
Konip i, 6inoro no 6pyaHo- Binui
Binoro
3anax Tunoswiz 3anax, ane He BianoBinae
HenpueMHUN
MikpobionoriyHa 4uctoTa fIOBMHHO BignogigaTu signosinae
3BIT Npo BigXmUnexHs (yci 3oHu) BiAXVNEHHS BifCYTHI

...... i

CCoA UKR Bepanthen_Sensiderm GPOICTW pdf
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[Tl Mpenzax MpogykrioHe MMEX
Emin-Bapennb-lWTpacce 7
D-79639 INpenzax-BineH
HimevyuHa

CepTudikaT aHanisy

Cropinka: 333
[ata: 28-03-2024

Matepian: 88579461

BenaHreH CeHcigepwm, kpem, 50 r, UA

Cepisi: GPO301W
Harta BupobHuuTBa: 03-03-2024
MpupatHuk o: 30-09-2026

Kpaina: YkpaiHa

Martepian: 85204068
Cepisn: GP02ZTP

BEPANTHEN CREAM PHOENIX 2T H/C (1610821)

[HCTPYKLiS MO KOHTPONIO:

KoHTponbHa napTis: 040002756469 Cneuundikauis:  ——-
o . . OanHuui

KoHTponb KpuTepih NpuiHATHOCTI BUMipy PesyneTat
KinbkicHuiA BMmicT 15 3.85 y 350
[exkcnanTeHony 3.15~3. o -
Nepegipka npoykTy posnagy
3-amiHonponaHon He Ginbe 1.0 % <=0.2
pH 5.0 - 6.0 5.2
B'askicTb npu 20°C (CC25 DIN System) 4-25 Ma*c 12

CepTudikat cepii Bkrtovero B CepTtudikat aHaniay

Poamip cepii: 18090 ynakosok
3BiT npo BigxuneHHs (yci 3oHK): BiAXUNEHHS BiaCYTHI

1 Tum camum cTBepmKytO, WO BCi cTagii BUpoBHULTBa AaHO! cepil NPOAYKTY 3HAaX0AATLCS Y NOBHIK BigNoBiaHOCTI 3
BumMoramu GMP micuesux PerynatopHux opranis Ta PeectpauiiiHoro caigoursa KpaiHu - npusHayeHHs.
Homep niuensii Ha BupobruuTeo: DE_BW _01_MIA_2023 0033/DE_BW_01_GP_(Bayer)

KR Bepanthen Sensiderm GPO3GTW.pdf

Coa U

M M'pexsax MpogyxTioHe Mu6X
YnoeHoBaxeHa ocoba
28.03.2024

nidnuc

Dr. Thomas Vogel



ERHCI

According to SOP-C3.008 Page 1 of 1

Batch Release Medical Devices
Certificate of Conformity

FSH-C3.088, Batch release and CoC for Medical Devices, Version 3.0
@
1. Batch Identification

Product (SKU number / name): ~ 88579461 / Bepanthen Sensiderm CREA TUF 50g UA

Marketed country: UA

Batch number: GPO301W
Expiry date: 2026-09-30
Batch size: 18090

2. Inspection Criteria

Certificate of Analysis is compliant: X Yes [J No

Deviations are approved: Yes J No (I n/a
Out of Specification test results are approved: U] Yes [J No n/a
Rework and reprocessing are approved: L] Yes U No X n/a

3. Decision
X Batch released

| hereby certify that the above information is authentic and accurate. This batch of product has been
produced in compliance with the specifications and the Technical Documentation based on which CE mark
was established. The conformity of product has been checked appropriately, in accordance with the quality
management system under which the product has been manufactured.

(1 Batch rejected
Actions needed: [ Scrap
[0 Rework / Reprocessing / Relabeling / Repackaging
O Delivery to other market
[J Use as samples marked “not intended for human use”

(J Other: Click or tap here to enter lext,

Name: Elena Krueger Function: Quality Manager Medical Devices

i DacuSignos by:

this docsent
0220 AW CEST

Date / Signature:

Bayer Consumer Care AG, Peter Merian-Strasse 84, 4052 Basel, Switzerland

Prlnted date 2024- 04 09 09:21 PM -

VYA LA > d
Lepanth Sansiderm GRPO0IW pd!



BignosigHo po SOP-C3.008 Cropitka 131
FSH-C3.088, Bunyck cepii i CoC gns MeauuHux npucrpois, sepcisa 3.0

CepTudikar BiaonoBigHOCTI BUNYCKY A
: BAYER)]|
MeAUYHUX BUPOOIB e

1. laeHTndpikauia cepii
MpoaykT (Homep SKU / Hassa): 88579461 / Bepanthen Sensiderm CREA TUF 50 r UA KpaiHa
npopaxy: UA

Homep cepii: GPO301W

TepwmiH ait: 2026-09-30

Poamip cepii: 18090

2. Kpurepii nepeBipku

CepTtudpikaT aHanisy signosinae: Tak I Hi

BioxuneHHst saTBepaXeHi: Tak U1 Hi O n/a
PesynsTaTy BUNpoBysaHb nosa cneundikauismm [ Tak (] Hi n/a
cXBarneHi:

MNepepobka Ta noBTOpHA 06pobKa AO3BONEHI: ] Tax LI Hi n/a
3. PiweHHs

Cepito BUnyLLEHO

Hum s 3aceiduyro, wjo HasedeHa sutle iHghopmayis € docmosipHO ma moyHor. Lis ceis npodykuii sueomosneHa
8idnosioHo 0o crieyudbikayiti ma mexHidHoi doxymeHmauii, Ha nidcmasi sikoi ecmaHoeneHo 3Hak CE. BidnosioHicms
npodykmy 6yno nepesipeHo HalexHUM YUHOM 8i0r1ogidHo 00 cucmeMu ynpaesiliHHS AKIcmo, 32i0HO 3 KO MPodykm
6ys suzomoeneHull.

[J Cepito BigxuneHo
HeobxigHi gii: O Bioxoau
[ MepepoBka / nosTopHa 06pobka / nepemMapkyBaHHs / nepenakyBaHHs
[ NocTraeka Ha iHLWWIA pUHOK

[J BukopucToBYBaTK AK 3paskyl 3 MO3HAYKOI «HE MPUIHAYEHO AT BUKOPUCTAHHS
NOONHO0Y

L] IHwe:

IM'si: Elena Krueger Mocana: MeHemkep 3 SIKOCTI MeauyHux supobis

Hata / Nignuc:

Barep KoHc'tomep Kep AlN, Mitep MepiaH [Utpacce 84, 4052 Basens, Wsenuapis
Hata pgpyxy: 2024-04-09 09:21 PM

iderm GPO3DIW.pA!

File: Coll UKK Bepanthen &






