JIEP’KABHA CJIVKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haxii Ceitnnynoi, 3, 02099, temn. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €PTIOY 37079055

BUCHOBOK
Ipo AKIiCTH BBe3eHOro B YKpaiHy JiKapchKoro 3ac00y

01.10.2024 Ne 50860/24/26

BEIIAHTEH®

(HaliMeHyRaHHS NiKapcbKOro 3acoby 3rifHo 3 peecTpaLifHIM NOCBIH EHIAM)
KkpeM 5 %; mo 100 r y Ty6i; mo 1 Ty6i y KapTOHHIN KopoOui

((hopMa BUMYCKY, 03yBaHHs, BU TAKYBAHHS JTKapCHKOro 3aco0y)

Howmep peectpauiitnoro nocsiguenns UA/4157/01/01 crpox nii peectpauiiiioro rocsigucHHs HEOOMEXKEHHH

Cepis nikapebkoro 3acoty Ne GP03440 KinbkicTs BBE3eHOTO Nikapehkoro 3acoby 9250
Bupobnk ['TI I'pensax [poxykrionc I'm6X, Himeuunna
(HaitmenyBaHHs BEpoGHITKa JiikapebKoro 3acoby, Kpaika FIOXOJUKEHHS)
Baesero B YkpaiHy ToBapuCTBO 3 06MekeHoI0 BianopinanpHicTIo "baep”, inenr. xox:
22911794

(HaiiMenyBanHs Ta kof 33 €JIPTIOY ropumiiHoi ocobu abo npi3BAILLE, iM'A, N0 6aThKOBI QisHTHOT
ocobu - nijnpuemis, ii Micue NpoXHBaHHA Ta peccrpariifHuit HoMep 06iKOBOT KAPTKH MIATHHKE
noziaTkis abo cepis Ta HOMep TacriopTa)

IpoToKo Bi3yadblOro KONTPOIIO Bt 01.10.2024 Ne 3376/4.

3a pesyneTaTamy JEpXaBHOTO KOHTPONIO BCTAHOBJNEHO, 1O nikapcbkuil  3aci6 BBeseno B Ykpainy 3

JOTPUMAHHSIIM BHMOT 3aKOHOJABCTBA WOXO 3a6e3reYeHHs AKOCT] NIKapChKyX 3ac00iB.

HauanbHuk Muxkomna XOJIOAEHKO

(rocajtoBa 0co6a OpraHy ACPIKABHONO KOHTPOIIKO) (minrmc) (iniuiasm Ta npi3suIe)

M.IL

GROGA40 ol

M ace o iy ot ol O L2






GP Grenzach Produktions GmbH

Emil-Barell-Str, 7
D-79639 Grenzach-Wyhlen
Germany

Certificate of Analysis
Date:

Page:

1 of 4
2024-09-04

Trade Name
Package size
Package type
Material No.

Importing Country

Markeling Authorization No.

Released by

Manufacturing Licence No.

GMP Cerificate No.

Product packaged by

Manufacturing Licence No.

GMP Cerificate No.

Manufactured by

Manufacturing Licence No. :
s DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(BAYER)

GMP Cerificate No.

Praduct storage condition
Product transport condition

Strength/Potency
Dosage form

: Bepanthen® 5% cream 100g
: 100g

: Tube

1 81589127

: Ukraine
s UA/4157/01/01

: 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.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)

1 <=25°C/<=T7°F
1 2-25°C/36-7T7°F

: Dexpanthenof 5%
: Cream

NG Bepanthen CR_100g

BO3440.pdf

oo




Eile: Coh ENG

GP Grenzach Produktions GmbH
Emil-Barell-Str. 7

[)-79639 Grenzach-Wyhlen
Germany

Certificate of Analysis

Page: 2 of 4
Date: 2024-09-04

Material: 81689127 BEPANTHEN CR 100G UA
Batch: GP03440 Country: Ukraine
Date of manufacture: 2024-07-14
Expiry date: 2027-07-31
Insp. instruction: oo m e
nspection lot: 040002924830 Specification: e
Inspection Acceptance criterion UoM Result
iclentity of packaging material material numbers comply complies
Lo valid bill of materials
Batch No. primary-/ secondary complies to SAP (hatch complies
packaging status)
Expiry date primary-fsecondary shelf fife compties 1o complies
packaging valid bill of materials and
SAP
Appearance homogeneous opague complies
cream
Colour while or pale white
yellow-white
Cansistency completely smooth and complies
workable
Odour faintly present complies
Microbial Purity (Ph. Eur.) complies, reference complies
hatch corplies
Deviation report (all areas) devialions o deviation

santhen OR 100G GPO3440.pdt




GP Grenzach Produktions GmbH ™ ;
, Certificate of Analysis
Emil-Barel-Str. 7 Analy Page: 3 of 4
D-79639 Grenzach-Wyhien Date: 2024-09-04
Germany
Material: 81589127 BEPANTHEN CR 100G UA
Batoch: GP03440 Country: Ukraine
Date of manufacture: 2024-07-14
Expiry date; 2027-07-31
From material: 81605068 BEPANTHEN CREAM 5T H/C (1600188)
Batch: GPO32AW Insp. instruction: e
Inspection lot: 040002894202 Specification: B
Inspection Acceptance criterion UoM Result
Viscosity 20°C (CC25 DIN System) 5000 - 25000 mPa.s 8400
pH-value 45-55 5.0
ldentity check of Dexpanthenol must comply complies
Identity check of 2-Phenoxyethanol must comply complies
Assay of Dexpanthenol per ¢ 47,5 -52.5 mg 49.9
Assay of Phenoxyethanol per g 4.50 - 5.50 mg 5.04
Assay of Water per g 784 - 866 mg 829
Unknown impurities single{calc.o.Dexp.) | max. 0.4 % n.d, <0.2
Unknown impurities sum (calc.o.Dexp.) | max. 0.6 % n.d. <0.2%
Check for degrad.product max. 1.0 % 0.3
3-aminopropanol

| hereby certify that all the manufacturing stages of this batch of tinished product have been carried out in full
compliance with the GMP requirernents 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)

Bepanthen OR_100g GPO3440.puf




GP Grenzach Produktions GmbH

Certificate of Analysis

Emil-Barell-Str. 7 Page: 4 of 4
D-7963% Grenzach-Wyhlen Date: 2024-09-04
Germany
Material: 81589127 BEPANTHEN CR 100G UA
Batch: GP03440 Country: Ukraine
Date of manufaclure: 2024-07-14
Expiry dale: 2027-07-31
Comment: Batch Certificate included in Certificate of Analysis
Batch size: 9250
Deviation report (all areas): No deviation
G PG /'/./;‘7
Al ené.?u;;h' !"i,Z@/dum:‘om. GrmbH
ualifiéd Person
el >
,/. L 'r ) - . ‘/ g LR R PR R w/-', ...............
. () (VY O 2y ) U'y/ﬁl/' Dr, Themas Vogeh—
Dale Narne Signature
/




I'M 'penzax MNpogykTioHc TMBX
Emin-bapenns-lUtpacce 7
D-79639 MpeHaax-BineH
Himeuyunna

Cropika: 132

CepTudikaT aHanisy Mara : 04.09.2024

HaiimeHyBaHHs NpoayKTy
Tvn ynakosku
Poamip ynakosku

MartepianeHuit Homep

KpaiHa npusHayeHHs

Peectpauiide nocsigqeHHs

Bunyck

BupobHuua niyeHsia Ne

GMP CeptucpikaT

YnakosaHo

BupobHuua niuensis Ne

GMP Ceptudikat

BupobneHxo

BupoBHuua nilyeHsia Ne

GMP Ceptudpikat

YMoBU 3bepiraHHs

YMOBY TPaHCMOPTYBaHHS

Cuna gill AKTUBHICTb

®opma BUnNycky

: BenanTen® 5%, kpem, no 100 r
: Tyba

;1001

: 81589127

: YkpaiHa
: UA/4157/01/01

: M I'pexsax MpoaykTioHe M6X
Emin-bapenne-lWTrpacce 7 ByauHok Ne60/70
79639 NpeH3ax-Binex

HimeuuunHa

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

: N Mpensax MNpopykTioHe MBX
Emin-bapenne-WTrpacce 7 ByauHok Ne60/70
79639 peHzax-Binex

HimeuuunHa

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

: I'T1 I'peHsax MpoaykTioHc MMG6X
Emin-Bapenns-LUTtpacce 7 ByanHok Ne60/70
79639 NpeHzax-Binex

HimeyunHa

. DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)
. DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: 525 °C/sTT°F
1 2-25°C/36-77°F

: DekcnaxteHon 5%

: KpeM




BAYER)

E
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M Mpensax Mpopykrionc MMEX
Emin-Bapenns-UTtpacce 7
D-79639 pexsax-BineH

CepTtudikat aHanisy

Crop. 232
[ata: 04.09.2024

HimeuuunHa
MaTepian 81589127 BenaHTeH®, KpeM, no 100 r, YkpaiHa
Homep cepii: GP03440 Koaia: Vipaie
[aTta BupobHuuTBa: 14.07.2024 P - TP
Tepmix npugatHocti: 31 .07.2027
Marepian: 81605068 BEPANTHEN CREAM 5T H/C (1600188)
Cepisi: GP032AW [HCTPYKUIA TECTYBaHHA! |
IHcriekuiiHui not: 040002894202 Cneundikauis: -
IHcnekujinui noT: 040002924830

Tect DonycTuMi mexi Pesynbrar
BidnoeidHicmb naxysansHUX KinbkicTe MaTepianis Bignosinae Binnosinae
mamepianie cneuundikaii
Homep cepii Ha Bignosinae crarycy B SAP (cTaTyc cepii) |Bipnosinae
rnepeuUHHOMY/8MOpPUHHOMY naKysaHHi
TepmiH npudamHocmi Ha TepMiH NpUAATHOCTI Bignosinae Bignoginae
nepsUHHOMY/8MOPUHHOMY naKkysaHHi cneumdikauil Ta SAP
Oonuc TOMOreHHU HENPO30pUi Kpem Bionosigae
Konip Binoro abo 6iMoro 3 XOBTYBaTUM BiATIHKOM inui

KONbOPY

Kowcucmeruis MosHicTio raaka Ta nigaatnvea Bignogigae
3anax Cnabo npucyTHIl Binnosinae
Mikpobionoziura yucmoma (Ph. Eur.) Bianosigae, Bionosiaae eTaroHHil cepil Bignosinae

3sim npo sidxurneHHs (yci 30HU)

BigxuneHHA

BigxuneHHs BiCyTHi

B'saxicmb npu 20°C (CC25 DIN System)

5000-25000 mMNa*c

8400

pH 415-5!5 5,0
|deHmucbikauis:
[ekcnaHTexony MosuHHO BigNOBAATH Binnosigae
2-MeHokcueraHony MosuHHO BiANOBiAATYU Bignosinae
KinbkicHut emicm:
[lexcnaHTeHony 47,5-52,5 mr 49,9
deHoKcneTaHony 4,50-5,50 mr 5,04
Boau 784-866 mr 829
Lomiwku:
- 3-aMiHonponaHon (sik MacoBa YacTka He Ginbiwe 1,0% 0.3
[ekcnanTeHony)
- Hegifgomi AoMilLku (sIK MacoBa HacTka
[JekcnaHTeHony) .
He 6inblue 0,4% n.d. <0,2
KOXHa .
He 6inbiue 0,6% n.d. <0,2%
BCLOrO

9 TUM CaMvM CTBEPIPKYHO, LLO AaHa cepis NPoayKTY Gyna BupobneHa B NOBHIN signosigHocTi

PerynsaTopHUX opraHis Ta PeecTpalliiHoro caigoLTBa KpaTHU-NPpU3HaYeHHs.
Homep niueHsii Ha BUPOBHUUTBO: DE_BW_O1__MIA_2023__0033/DE~BW_01_GP_(Bayer)

3 pumoramu GMP micuesux

I Mpewsax MpoayxrioHc FMEX

KomeHTap:  CepTudikar Cepil srntoueHuil B CepTtudikat AHaniay
Poamip cepii: 9250
3giT Npo BiAXUNeHHs (yci 30HK): BiaxunexHs BiaCyTHi
YnosHoBaxeHa ocoba
04.09.2024 T. Vogel Dr. Thomas Vogel
DNata M Nignue




[T MpeHsax MpoaykTioHs MMBX
Emin-Bapenns-lLrpacce 7
D-79639 Mpenaax-Binex
HiveuyuHa

CropiHka: 132

Ceptudikat aHaniay [ara :

13.02.2025

HalimenyBaRHs npogykTy
Twn ynakosku

Poamip ynakosku
MatepianbHuin Homep

KpaiHa npuatauenHs
PeecTpaliiiHe nocsigyerHs

Bunycx

BupoBruua nibenais Ne
GMP Ceptudikar

YnakopaHo .

Bupo6Huya niuensia Na

GMP Ceptudikar

BupobneHo

BupoBHuua ninensis Ne

GMP Ceprudpixar

Ymoeu 36epiraHHs
YMOBM TPAHCNOPTYBAHHA

Cuna givf AKTuBHICTL
dopma Bunycky

: BenanTeH® 5%, kpem, no 100 r
: Tyba

:100r

1 81589127

: YkpaiHa
: UA/4157/01/01

: 'M I'pensax MpoaykrioHc TMBX
Emin-Bapenns-llrpacce 7 Byautok Ne60/70
79639 MNpeHaax-Binen

Himeuuuna

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

: [T Mpenaax Npogykrioke MuBX
Emin-Bapenne-litpacce 7 ByauHok Ne60/70
79639 Npexsax-Binex

HimMeyuuma

: DE_BW_01_MIA_2023_0033/DE_BW._01_GP_(Bayer)
: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Rayer)

: ' Mpensax Npoaykrionc MieX
Ewmin-bapenne-lltpacce 7 Bygurok Ne60/70
79639 MNpeHzax-Binex

Himeyuuna

: DE_BW_01_MIA_2023 0033/DE_BW_0 1_GP_(Bayer)
:DE_BW_01_GMP_2022 D1 81/DE_BW_01_GP_(Bayer)

: 826 °CIsTT°F
12 -25°C/36-77°F

: HexcnaKlTeHon 5%
: Kpem

,./‘ ! ;"‘/ ,/,_' ,"7 PR ) ?rf»z/:/{*-




Ml 'peHsax MpopykrioHc MTMBX

Ewmin-Bapennb-LTpacce 7 . ; Crop.232
D-79639 IpeHsax-BineH Ceprudikar aHanisy Data: 13.02.2025
HimeuyunHa ‘
Matepian 81589127 Benaurten®, kpem, no 100 r, Yrpaina
Homep cepii: (GP037G9 _ .
[lata BupoBhuuTea:  23.01.2025 Kpaina: Yipalta
Tepmin npupgaTHocti:  31.01.2028
Marepian: 81605068 BEPANTHEN CREAM 5T H/C (1600188)
Cepis GPO37BC IHCTpYKLIA TECTYRaHHA: +
IHcnexuibumil noT; 040002976303 Cneunddikauin: -—
[Henexuifibui NoT: 040002976984

TecT JdonycTumi mMexi PeaynbTar
BidnoaioHicms nakysansHux KinexicTs maTepianis sinnoeigae Bignoeigae
Mameplanis cheundikauii
Howmep cepit Ha Bianoeinae cratycy B SAP (ctaryc cepil) | Bignosiaae
MEPBUHHOMY/SMOPUHHOMY NaKyeaHH|
Tepwmin Apudam+ocmi Ha Tepmid npuaaTHocTi Bignosigae Bifnosigae
NepauHHOMY/8MOPUHHOMY NaKyaaHHi cneukdikauii Ta SAP
Onte lomMoreHHWH A Henpo3opuii kpemM Bignosinae
Korip - Bincro abo Binoro 3 xoeTyBaTUM BigTiHKOM Einuaii

Kosibopy

Koxcucmeuis MoeticTio rmazka Ta ningatnvea Binnogigae
3anax CnaBo npucyTHIiA Bignosigae

Mixpo6ionoziyna wucmoma (Ph. Eur.)

Bianosinae, signosinae etanouHiii cepii

Aana cepia signosinae

3sim npo eidxunerns (yoi 3oru)

BigxunexHsa

BinxunenHs sincyTHi

B'askicme npu 20°C (CC25 DIN System)

5000-25000 mMa*c 8300
pH - 4555 4.9
[0ermudpirayia:
HexcnauteHony MoeuHHO BignosinaTtu Bipnosipae
2-®eHokcueTaHony oBWHHO BignosinaTy Bigriosigae
Kinbkichuil emicm:
HexcnaHTeHony 47,5-52,5 mr 49,7
deHoKcueTaHony 4,50-5,50 mr 5,04
Bogu 784-866 mr 812
Homitixu: .
- Hesigomi pomiltky (Ak macosa Yactka
HexcnaureHony)
KOXHA He binbwe 0,4% n.d.
BCLOro He Ginbwe 0,6% n.d.
- 3-amiHonponakon (Ak Macoga He Ginbwe 1,0% 0,4

4acTka [lekcnaHTeHony)

1 TmM caMmum cTeepaNyIo, WO AaHa cepis npoAykTy 6yna supobneHa B NoBHIA BIANORIAHOCT! 3 BUMOraMy GMP MicLenux
PerynatopHux oprakis 7a PecctpalliiiHoro ceigoyrea KpaiHu-npUaHaveHHA.
Homep nillexail Ha BUpoBHULTRO: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)

'l Tpenzax MpogyxTious MEX
YrosHoBaxeHa ocoba
Dr. Thomas Vage!

Komentap: Ceprudikat Cepil BknwyeHuii 6 CepTridikaT Ananiay
Poamip cepil; 8550
38iT Npo BiAXMNeHHs (YCi 30HU); BigXWUNeHHs BigoyTHI
13.02.2025
Harta I'mn

Nianue




AEPIKABHA CJIYXKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMUA y m. KHEBI

npos. Hazii Citanunoi, 3, 02099, ren. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kog, €IPTIOY 37079055

BUCHOBOK
Npo AKiCTH BBE3CHOTO B YKpaluy nikapeskoro 3acoly
23.04.2025 = ‘ ' ' Ne 20235/25/26
' BENAHTEH®

(nnfimenynning nikapebioro 3ncoby IAD ¢ peecTpaultnam AOCRIMCHHNM )

xpem S %, no 100 r y 1y6i, no 1 Ty6i y kapromumiii Kopodui

(thopma sumycxy, Ho3ynanis, nua nekysmuA nikapeskoro sacoby)

Homep peectpauiiinoro nocsinuerns UA/M4157/01/01 crpox aii peecTpauiitHore nocsinyenna HEOBMeEWEHMIT

Cepia nixapewxoro sacoby Ne GP037G9 KinekicTs Beesenore nikaponkoro sacoGy 9550
BupoSuux _I'TI T'pensax Mpoayxrione I'm6X, Himeaanua
(iaRseHyBaniin supoBunika sikapchiore sacofy. KpATHA MONOIHEHEA)
Bee3seno 8 Vipainy Tosapucreo 3 obmemenoio sBignosigansicTo "Baiiep", inent. xon:
22911794 .

(uafiMeHynihig Ta xox 3a SAPIIOY IopHIHYHLT oco6u 160 npissuite, iM's, no Garsxoni
(hizunol ocobk - nignpuesus, i Micue NpowHBa T8 peecTpauiilimih nomep o6nikosoi
KAPTRH RISTHHKA nofaTkie aba cepis Ta nomep mucnapra) 5y

HpoToxon sisyanuuore xourpomoe sin 23.04,2025 X2 1318/01.10-25/1.

3a pesyanraTaMu AepEABHONO KOHTPONIO BCTAHOBNEHO, IO Jikape
AOTPHMAHHIAM BHMOT 3aKOHOJABCTRA LWONO 3a6e3NeUetns TKOCTI

3aci6 BeeseHo B Vipainy 3
LKHX 2acobiz,

Mukona XONOOEHKO

(niznue) (iniutiony ra nplssuume)

4




JEPKABHA CJIYIKBA 3 JUKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoe. Haaii Ceitnnunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €APTIOY 37079055

BUCHOBOK
po SIKICTL BBE3EHOro B YKpainy JiKApPCRKOTro 32c00y

31.01.2025 Ne 4519/25/26

BEINNAHTEH®

(HaiMEnyBaHIy JIKapehKOUo 3ac00y ICH0 3 peeeTpalifuim HOCBLICHHAM)
& 0 100y = . . . ee .
kpem 5 %, no 100 ry 1y6i, o 1 ry6i y kapTonniii kopo6ui

o Bucropox Bepanthen CR_100g_GPO35LL_signed.pdf

(hopuma BUIYCKY, A0y BatiHsd, BHIL AKYRaH HiKapeLKOro 3ac00y)

Homep pecerpanifinoro nocsigaenns UA/41 57/01/01 ctpox aii peccTpauiHHOro NOCBIMYEHHS HEOOMEKEeHH T

Cepis nikapebroro sacofy Ne GPO3SLL KinbKicTh BREICHOIO Jikapehkoro 3acody 9350
Bupobuuk I'TI I'pensax TTpoaykrioHe I'm6X , HiMeyuuna
(naiiMenyBaliHs BHPOBHIKA JIIKapCLKOro 3a¢0BYy. KPATHI OXOUKCHUA)
Baeseno B Yipaiuy TosapucTBO 3 06MEKEHOIO pignosigansnicrio "Bakep', ixenr. ko
22911794

(HaimMeny BaHus Ta KO 33 CIIPTIOY oprnanol ocalu abo pi3RHLILE. ML, 110 GarThrOBI
dizumniof ocolu - nianpuemi, 11 MiCLLE TPOACHBAII 18 peccTpattiini novep afaikoBOT
KaprKe AaTHHKE RoAaTKiB abo cepis Ta HOMEp HaciopTi)

[1peTOKON Bi3yaNbHOr0 KOHTPOJLIO Bilt 31.01.2025 Ne 191/01.10-25/1.

3a  pesynbTATAMH  ACPIKABHOrO  KOHTPOJLO BCTAHOBJIGHO, IO  JIKAPCHKH 4aci®  sBezeno B Ykpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTHA IOAO 3a6esneucHis SKOCTI TiKAPCHKHX 3ac00iB.

R

; AACOE m\\
/fg:;\\t“‘“””ﬁ foy

el P/ . .

B.0. HAUATbHUKE/Y &;r’"’ &2 Bikrop MAXHOBELID
(nocanosa acobaidiE gl AT R (riAnmc) (ininiaam Ta npispHine)
TN







M Mpexsax MpoaykTiornc MMBX

Emin-bapennb-ilitpacce 7
D-79639 MpeH3ax-Binex
Himeyuura

Cropitka: 132

CeptucikaT ananiay | nro . 16.12.2024

HavimMeHyBaHHs NpoayKTy
Tun ynakoBKu
Posmip ynakosku

MaTepiansbHuiA HoOMEpP

KpaiHa npusHa4yeHHa

PeecTpauiite nocsigveHHa

Bunyck

BupoBHuda niueHsia Ne

GMP Ceprudikar

YnakoBaHo

BupoBHuya niueHsia Ne

GMP CepTudikar

BupobreHo

Bupo6Huya niuexsia Ne

GMP CepTtudikar

YMmoBu 3bepiraHHA

YMOBW TPaHCNopTyBaHHS

Cuna fil/ AKTUBHICTb

dbopma BUNYyCKY

: BenaHteH® 5%, kpem, no 100 1
: Tyba

:100r

: 81589127

: YkpaiHa
- UA/4157/01/01

: T I'pewsax [MpoaykrioHc TMBX
Emin-Bapenne-lWrpacce 7 ByanHok Ne60/70
79639 MpeHzax-BineH

HimeuuuHa
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M MpeHsax MpoaykTioHe FMBX
Emin-Bapennb-WrTpacce 7
D-79639 peHsax-BineH

CepTtudpikaT aHaniay

Crop. 232
[arta: 16.12.2024

HimeuuunHa
Martepian 81589127 BenaHTeH®, kpeM, no 100 r, YkpaiHa
Homep cepii: GPO35LL . .
Hata supobHuuTea: 16.08.2024 Kpaina: Ykpaita
Tepmin npupatHocTi:  31.08.2027
Martepiarn: 81605068 BEPANTHEN CREAM 5T H/C (1600188)
Cepis: GPO33TD IHCTPYKLIS TECTYBAHHA: -
IHCNEeKUiAHUI NoT: 040002918496 Cneuudikauis: ---
[HenekuiviHui noT: 040002955123

Tect Donyctumi mexi PesynbTar
BidnosidHicms nakygansHux Kinexicte maTepianis signosinae Bignosinae
mamepianis cneumndikauii
Homep cepii Ha Binnosinae cratycy 8 SAP (ctatyc cepii) | Bignosinae
eP8UHHOMY/8MOPUHHOMY NaKyeaHHi
Tepmin npudamHocmi Ha TepmiH npuaaTHOCTI Bignosinae Binnosinae
Nep8UHHOMY/8MOPUHHOMY MaKysaHH| cneuundikauii Ta SAP
Onuc "OMOreHHUI Henpo3opwii Kpem Bignosinae
Konip Binoro abo 6inoro 3 »oBTyBaTUM BIATIHKOM Binui

Konbopy

KoHcucmeHuisi MosHicTio rNagka Ta nigaatnvea Bignoeigae
3arax Cnabo npucyTHii Bignosigae
Mikpobionoziqna yucmoma (Ph. Eur.) Bignosinae, signosigae etanoHHin cepii Bianosinae

3eim npo sidxuneHHs (yci 30Hu)

BioxunenHs

BioxuneHHsa npucyTHi

B'askicms npu 20°C (CC25 DIN System)

5000-25000 mMNa*c

8500

pH 4,5-55 49
10eHmudpirauisi:
HekcnanTeHony MoBWHHO BignosigaTu Binnosinae
2-®eHokcueTaHorny MNoeuHHO BignoeinaTu Binnosigae
KinbkicHutl smicm:
HekcnaHTeHony 47,5-52,5 mr 49,9
deHokcueTaHony 4,50-5,50 mr 4,98
Boau 784-866 mr 828
Lomiwku:
- Hesigomi gomiwku (9K macosa YacTka
[excnaHTeHony)
KOXHa He 6inbwe 0,4% n.d. <0,2
BCLOro He Binbwe 0,6% n.d. <0,2%
- 3-amiHonponaHon (K Macosa He 6inbwe 1,0% 0,3

YacTka [lekcnaHTeHony)

T A
HE

A TUM caMnUM CTBEPAXYHO, Lo faHa cepis NpoaykTy Byna BUpoBreHa B NOBHIN BiANOBIAHOCT! 3 BUMOramu GNP MicueBux
Perynatophux opraHis Ta PeecTpatiiiHoro ceigouTsa kpaiHuU-npuaHauerHs.
Homep niyeHsii Ha BUpoBHULTBO: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)

"M MpeHsax MpogykrioHe FMBX
YnoeHoBaxeHa ocoba

Peggy Holzmulier

Komertap:  Ceptudikat Cepii skntouennit 8 Ceptudikar Axaniay
Poamip cepii: 9350
3BiT npo BiaXuneHHs (yci 3oHn): 2024/DEV/013109
16.12.2024 Peggy Holzmuller
HaTta I'ma
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GP Grenzach Produktions GmbH

Emil-Barell-Str, 7
D-79639 Grenzach-Wyhlen
Germany

Certificate of Analysis

Date:

Page:

1 of 4
2024-12-16

Trade Name
Package size
Package type
Material No.

Importing Country

Marketing Authorization No.

Released hy

Manufacturing Licence No.

GMP Cerificate No.

Product packaged by

Manufacturing Licence No.

GMP Cerificate No.

Manufactured by

Manufacturing Licence No. :
: DE_BW._01_GMP_2022_0181/DE_BW_01 _GP_(BAYER)

GMP Cerificate No.

Product storage condition
Product transport condition

Strength/Potency
Dosage form

: Bepanthen® 5% cream 100g
. 1009

: Tube

: 81589127

. Ukraine
: UAM157/0101

1 GP Grenzach Produlklions GmbH

Emil-Barell Sir.7 Building No.80/70
79638 Grenzach-Wyhlen, Germany , Germany

: DE_BW_01_MIA_2028_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.60/70
79639 Grenzach-Wyhlen, Germany , Germany
DE”BW_OLMIA~2023~0033/DE~BW_01_GP__(BAYER)

1 «=25°C<=TT"F
; 2-25°C/38-TT°F

: Dexpantheno) 5%
: Cream




GP Grenzach Produktions GmbH . :
Certif a
Emil-Barell-Str, 7 ertinlcate of Amalysis Page: 2 of 4
D-79639 Grenzach-Wyhlen Date: 2024-12-16
Germany
Material: 81589127 BEPANTHEN CR 100G UA
Batch: GPO35LL. Country: Ukraine
Dale of manufacture; 2024-08-16
Expiry date; 2027-08-31

Insp. instruction: e

Inspection lot: 040002955123 Specification: e e
Inspection Acceptance criterion UoM Result
Identily of packaging material material numbers comply complies

to valid bill of materials

Balch No. primary-/ secondary complies to SAP (balch 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 or pale white

yellow-white

Consistency completely smooth and complies
workable

Odour faintly present complies

Microbial Purity (Ph. Eur.) complies, reference reference batch complies
hatch complies

Deviation report (all areas) deviations deviation exists




GP Grenzach Produltions GinbH i .
- Certificate of Analysis
EmilBarell-Str. 7 e HEHES page: 3 of 4
-79639 Grenzach-VWyhlen Date: 2024-12-16
Germany
Material: 81589127 BEPANTHEN CR 100G UA
Batch: GPO35LL Country: Ukraine
Date of manufacture: 2024-08-16
Expiry dale: 2027-08-31
From material: 81605068 BEPANTHEN CREAM 8T H/C (1600188)
Batch: GPO33TD Insp. instruction: o
Inspection lot; 040002918496 Specification: =22 siwE
Inspection Acceplance oriterion UoM Result
Viscosity 20°C (CC25 DIN Systern) 5000 - 25000 mPa.s 8500
pH-value 45-5.48 4.9
Identity check of Dexpanthenol must comply complies
|dentity check of 2-Phenoxyethanol musi comply complies
Assay of Dexpanthenol per g 47.5-52.5 mg 49.9
Assay of Phenoxyethanol per g 4.50 - 5.50 B 4.98
Assay of Water per g 784 - 866 mg 828
Unknown impurities single(calc.o.Dexp.) | max. 0.4 % n.d. <0.2
Unknown impurities sum (calc.o.Dexp,) | max. 0.6 % n.d. <0.2%
max. 1.0 %o 0.3

Check for degrad.product
3-aminopropanol

| hereby certify that all the manufacturing stages of this patch of finished product have been carried out in full

compliance with the GMP requirements of the &

destination country.

U and with the requirements of the Marketing Authorisation of the

No. of Manufacturing Authorization: DE_BW_01 _MIA_2023_0033/DE_BW,_01 _GP_(Bayer)




GP Grenzach Produktions GmbH i i
Cer sate of Analysis
Emil-Barell-Str, 7 ertifica BRASIS Page: 4 of 4
D-79638 Grenzach-VWyhlen Date: 2024-12-16
Germany
Material: 81589127 BEPANTHEN CR 100G UA
Batch: GPO3S5LL Country: Ukraine
Date of manufacture: 2024-08-16
Expiry dale: 2027-08-31
Comment:

Balch Cerlificate included in Certificate of Analysis

Batch size: 9350
Deviation report (all argas): 2024/DEV/013109

GP Grenzach produktions Gt
6 .laliﬁeT Ffrson ‘
BOILINA L

Ab~awe “Jooy "Beggy Holzmitier ™

Date Name Signalure



http://www.tcpdf.org

