GP Grenzach Produktions GmbH

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

Certificate of Analysis

Date:

Page:

1 of 4
2023-03-06

Trade Name : Bepanthen® 5% cream 30g
Package size : 30g

Package type : Tube

Material No. : 10102344

importing Country : Ukraine

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

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

Strength/Potency
Dosage form

: GP Grenzach Produktions GmbH

Emil-Barell Str.7 Building No.60/70
79639 Grenzach-Wyhlen, Germany , Germany
DE_BW_01_MIA_2019_0048/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_2019_0048/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-VWyhlen, Germany , Germany
DE_BW _01_MIA_2019_0048/DE_BW_01_GP_(BAYER)

: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(BAYER)

1 <=25°C/<=TT°F
: 2-25°C/36-7T7°F

: Dexpanthenol 5%
: Cream




GP Grenzach Produktions GmbH fpe .

Emil-Barell-Str. 7 Ceraficate of Analysie Page: 2 of 4
D-79639 Grenzach-Wyhlen Date: 2023-03-06
Germany

Material: 10102344 BEPANTHEN 5% CREAM 30G UA

Batch: GPO2N3W Country: Ukraine

Date of manufacture: 2023-02-05

Expiry date: 2026-02-28

Insp. instruction: ——————

Inspection lot: 040002615240 Specification: e
Inspection Acceptance criterion UoM Result
ldentity 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 or pale white

yellow-white

Consistency completely smooth and complies
workable

Qdour faintly present complies

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

batch complies

Deviation report (all areas) deviations deviation exists




GP Grenzach Produktions GmbH e .

Emil-Barell-Str. 7 Certificate of Analysis Page: 3 of 4
D-79639 Grenzach-Wyhlen Date: 2023-03-06
Germany

Material: 10102344 BEPANTHEN 5% CREAM 30G UA

Batch: GPO2N3W Country: Ukraine

Date of manufacture: 2023-02-05

Expiry date: 2026-02-28

From material: 10037951 BEPANTHEN CREME (1600188)

Batch: GP02LX6 Insp. instruction: mmm e
Inspection lot: 040002613487 Specification: ————
Inspection Acceptance criterion UoM Result

Viscosity 20°C (CC25 DIN System) 5000 - 25000 mPa.s 7600

pH-value 45-55 4.8

Identity check of Dexpanthenol must comply complies

Identity check of 2-Phenoxyethanol must comply complies

Assay of Dexpanthenol per g 475-525 mg 50.4

Assay of Phenoxyethanol perg 4.50 - 5.50 mg 5.02

Assay of Water per g 784 - 866 mg 839

Unknown impurities single(calc.oc.Dexp.) | max. 0.4 % n.d. <0.2

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

Check for degrad.product max. 1.0 % 0.3

3-aminopropanol

I hereby certify that all the manufacturing stages of this batch of finished product have been carisd: out in
full compliance with the GMP requirements of the EU and with the requirements of the l\/u '\,h,na Au*ho?&satron

of the destination country. _
No. of Manufacturing Authorization: DE_BW_01_MIA_2019_0048/DE_BW_01 GP (Bayerj




M 'pexszax MpoaykTioHe MMBX
Emin-Bapenne-LUTpacce 7
D-79639 peH3ax-BineH
Himeyunna

CropiHka : 132

CepTtudpikaT aHaniay et

HalimeHyBaHHA NpoayKTy
Twn ynakoBku
Poawmip ynakosku

MaTepianbHWiA HOMep

KpaiHa npuaHa4yeHHA

PeecTpauiliHe noceig4eHHA

Bunyck

Bupo6GHu4a niueHsia Ne

GMP Ceptudpikat

YnaKoeaHo

Bupo6Huya niueHsia Ne

GMP CepTudikar

BuwpobneHo

BupoGHuya niueHsia Ne

GMP CepTudikaT

YmoBu 36epiraHHa
YMOBM TpaHCNopTyBaHHA

Cuna gii/ AKTUBHICTb

dopma BUNYCKY

: BenaHTeH® 5%, kpem, no 30 1
: Ty6a

:30r

: 10102344

: YKpaiHa
: UA/4157/01/01

: MM Mpensax MNpoaykTrioHe TMBX
Emin-bapenne-lUTpacce 7 ByauHok Ne60/70
79639 NpeHsax-BineH

Hime4vuunHa

:DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: M MpeHsax MNpoaykTioHe MBX
Emin-Bapenne-LUTtpacce 7 ByanmHok Ne60/70
79639 MNpeHsax-BineH

HimeyunHa

: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
:DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: M MpeHsax MNpoaykrioHe TMBX
Emin-bapenne-lUTtpacce 7 ByauHok Ne60/70
79639 NpeHsax-BineH

HimewunHa

: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
: DE_ BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

1 25 °C/sTT°F
:2-25°C/36-7T7°F

: JekcnanTteHon 5%

- Kpem e

06-03-2023




M Mpensax MpoaykrioHc MMGX
Emin-Bapenne-LUTtpacce 7 . . Ctop. 232
D-79639 MpeHaax-BineH CepTudikat aHanisy [lata 06-03-2023
HimeyuunHa
MaTepian 10102344 BenaHTeH® 5% kpem, no 30 r UA
Homep cepii: GPO2N3W ey 2
[aTa BupoGHUUTBA: 05.02.2023 Kpatha: Yipalya
TepmiH npugaTtHocTi:  28.02.2026
Martepian: 10037951 BEPANTEN CREME (1600188)
Cepisa: GP02LX6 IHCTPYKLIA TecTyBaHHA: -
IHcnekuinHwi not: 040002615240 Cneuwudpikauis: ---
IHcnekuinHuiA noT: 040002613487
TecT JonycTumi Mmexi PesynbTaT
BidnosidHicme nakysanbHUX KinekicTe maTepianis signosigae Bignoeigae
mamepianie cneyudikauir
Homep cepii Ha Bignoeipae ctatycy B SAP (ctaTyc cepil) |Bignosigae
epP8UHHOMY/8MOPUHHOMY NaKygaHHI
Tepmin npudamHocmi Ha TepmiH npuaaTHoCTI Bignoeigae Bignoeigae
epeuUHHOMY/8MOopUHHOMY NaKyeaHHI cneundikauii Ta SAP
Onuc "omoreHHWn Henpo3opuii Kpem Bignosipae
Konip Binoro abo 6inoro 3 Xo0BTYyBaTUM BiATIHKOM Binuii
Konbopy

KoHcucmeHuisi MNoBHicTio rMagka Ta nigaatnuea Bignosipae
Sanax Cnabo npucyTHiii Bianosinae
MikpobionoeivHa Yucmoma (Ph. Eur.) Bignoeigae, signosigae etanoHHiA cepil Bignosigae eTtanoHHin cepii
3sim npo eidxuneHHs (yci 30HU) BioxuneHHsa BiaxvnneHHs sigcyTHi
B’siskicmb npu 20°C (CC25 DIN System) 5000-25000 mMa*c 7600
pH 4,5-55 4,8
I8enmucdbikauia:

[ekcnaHTeHony MoBuHHO BignoBinaTn Bignoeipae

2-DeHokcueTaHony MNMoBMHHO BignoBiaaTu Bignosigae
KinbkicHut emicm:
[ekcnaHTeHony 47,5-52,5 mr 50,4
deHoKcueTaHony 4,50-5,50 mr 5,02
Boawn 784-866 mr 839
Homiwku:

- 3-amiHonponaHon (AK MacoBa YyacTka : "

[LekcnaTeHony) He Binbwe 1,0% 0,3

- HeBigomi aomiwwku (Sk macosa 4acTtka

[ekcnaHTeHony) He 6i 4% 5

Koxma He (5!]-":'“Je 8’6"/0 :gz %
REEES e Binbwe 0,6% 2 %

A Tvm camum CTBEPAXY!O, LIO AaHa cepif NnpoaykTy 6yna supobneHa B NOBHIiA BigNoBigHOCTI ss_mnram" ZMP micuesux

PeryJ'IFlTDpHHX OpFaHIB Ta PBGCTpaLI,IHHOFO CBI,EI,DLI,TBa Kpa!HH npu3Ha4veHHA. / 1 e———
Homep niueHsii Ha BupobHuyTeo: DE_BW_01_MIA_ 2019 0048/DE_BW _01_GP_(Bayer),
KomeHTap: CepTudikat Cepii BkntodeHMid B CepTudhikat AHanisy
Poawmip cepii: 31800 T e _

3BIT Npo BiaxuneHHA (yci 3oHK): BigxuneHHs BigcyTHI 2022:‘DEW021813 l = (O :[-; Viiradss
ks per-laax I'rpcu:nr K IDHE T

Vnoado&aw‘ha ot‘oﬁa
04.03.2023 T. Vogel Dr. Th orms Vogel

NaTa I'ma I'Il,unuc T



JAEPKABHA CJ1YKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTHKAMM y m. KUEBI

ByJ. bepesusakiebka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKPaiHy JiKapcbKoro 3acody

10.04.2023 Ne 16721/23/26

BEINAHTEH®

(naiiMeHyBaHH# JIIKAPCLKOTO 3ac00Y 3riZIHO 3 peecTpaLliiiHuM NOCBIT4eHHAM)
KkpeM 5 %; no 30 r y Ty6i; no 1 Ty6i v kapTrouHiii kopodui

(hopma BunyCKY, 103yBaHHA, BHJ| NAKYBaHHS NiKapcLKOro 3acoly)

Howmep peectpauiiinoro mocsiguenna UA/4157/01/01 crpox nii peectpauiiinoro nocsiauenns HEoOMeKeHHH

Cepis nikapcekoro 3acoby No GPO2N3W Kinbkicts BBe3eHoro sikapcskoro 3acoby 31800
BupoGuuk I'T1 I'pensax Ilpoaykrionc I'm6X, Himeuunna
(naiMeHnyBaHHA BHPOOHHKA NiKapcbKoro 3acody, Kpaina MoXoAeH )
Beesero B Yipainy ToBapHCcTBO 3 00MekeHOI0 BiinoBinaabHicTI0 "Baiiep", inent. kox:
22911794

(naiimenysanns Ta ko 3a €JAPTIOV opuamunoi ocodn abo npissHine, iM'a, no 6aTeKoBi dizntHOT
ocobH - minpremId, ii Miclle MPOKUBAHHA Ta peecTpaliitnnii HoMep 001iKOBOT KAPTKH NIATHHKA
nojaTkis abo cepid Ta HOMEp nacropra)

3a  pe3ynpTaTamMH  JIepKABHOTO KOHTPONIO BCTAHOBIEHO, IO JiKapchkkhil 3acid BBezeHo B VYkpainy 3

,[lOTpHMﬂHHHM BHMOT 3aKOHOJABCTBA 1010 3a0e3neueHHs AKOCTI JIKapchbKHX 3acoDiB.

Havanbsnuk Muxkona XOJIOJEHKO

(mocaoBa 0coba OpraHy Jep:KaBHOro KOHTPOIIO) (miamuc) (iHiLianu Ta npi3euIe)

MLIT.
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Emil-Barell-Str. 7 Hicats of Analysis Page: 4 of 4
D-79639 Grenzach-Wyhlen Date: 2023-03-06
Germany
Material: 10102344 BEPANTHEN 5% CREAM 30G UA
Batch: GPO2N3W Country: Ukraine
Date of manufacture: 2023-02-05
Expiry date: 2026-02-28
Comment: Batch Certificate included in Certificate of Analysis

Batch size: 31800

Deviation report (all areas): 2022/DEV/021813

GP Grenzach Prodaktions GrnbH
Quaziilig Perse

e

06.95. 7023 «-—-{— Jo d‘/( Hé’f 1

Date Name



GP Grenzach Produktions GmbH
Emil-Barell-Str. 7

D-79639 Grenzach-Wyhlen
Germany

Certificate of Analysis

Page:
Date:

1 of 4
2023-03-06

Trade Name : Bepanthen® 5% cream 30g
Package size : 30g

Package type : Tube

Material No. : 10102344

Importing Country : Ukraine

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

Released by : GP Grenzach Produktions 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_2022_0181/DE_BW _01_GP_(BAYER)

Product packaged by : GP Grenzach Produktions GmbH
Emil-Barell Str.7 Building No.60/70
79639 Grenzach-VWyhlen, Germany , Germany
Manufacturing Licence No. : DE_BW_01_MIA_2018_0048/DE_BW_01_GP_(BAYER)
GMP Cerificate No. : DE_BW 01_GMP_2022_0181/DE_BW_01_GP_(BAYER)

Manufactured by : GP Grenzach Produktions 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_2022_0181/DE_BW_01_GP_(BAYER)

Product storage condition : <=25°C/<=77°F
Product transport condition : 2-25°C/36-77°F

Strength/Potency : Dexpanthenol 5%
Dosage form : Cream




GP Grenzach Produktions GmbH se :
Certificate of Anal
Emil-Barell-Str. 7 SEHRGRIR QAR Page: 2 of 4
D-79639 Grenzach-Wyhlen Date: 2023-03-06
Germany
Material: 10102344 BEPANTHEN 5% CREAM 30G UA
Batch: GPO2N3X Country: Ukraine
Date of manufacture: 2023-02-05
Expiry date: 2026-02-28

Insp. instruction: e

Inspection lot: 040002615389 Specification: —e— - e
Inspection Acceptance criterion UoM Result
Identity 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 or pale white
yellow-white
Consistency completely smooth and complies
workable
Odour faintly present complies
Microbial Purity (Ph. Eur.) complies, reference reference batch complies
batch complies
Deviation report (all areas) deviations deviation exicts




GP Grenzach Produktions GmbH - .
Emil-Barell-Str, 7 Certificate of Analysis Page: 3 of 4
D-79639 Grenzach-Wyhien Date: 2023-03-06
Germany

Material: 10102344 BEPANTHEN 5% CREAM 30G UA

Baich: GPO2N3X Country: Ukraine

Date of manufacture: 2023-02-05

Expiry date; 2026-02-28

From material: 10037951 BEPANTHEN CREME (1600188)

Batch: GP0O2ZLX7 Insp. instruction: e
Inspection lot: 040002613414 Specification: —e e
Inspection Acceptance criterion UoM Result

Viscosity 20°C (CC25 DIN System) 5000 - 25000 mPa.s 7500

pH-value 45-55 4.8

Identity check of Dexpanthenol must comply complies

Identity check of 2-Phenoxyethanol must comply complies

Assay of Dexpanthenol per g 47.5-562.5 mg 50.4

Assay of Phenoxyethanol perg 4,50 - 5.50 mg 5.02

Assay of Water per g 784 - 866 mg 835

Unknown impurities single(calc.0.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

full compliance with the GMP requirements of the EU and with the requirements of the i\&arkc; 15N, )

of the destination country.,
No. of Manufacturing Authorization:

DE_BW_01_MIA_2019_0048/DE_BW_01_GP. \Bﬂyeu :




M 'pexsax MpoaykTioHe MMBX
Emin-Bapenne-LUTpacce 7
D-79639 peHsax-BineH
Himeyunna

Cropika: 132

CepTtudikaT ananisy i

HalimeHyBaHHA NpoayKTy
Twvn ynakoBku
Po3awmip ynakoeku

MaTepiansHui HOMep

KpaiHa npusHayeHHs

PeecTpauiliHe noceigyYeHHA

Bunyck

BupoBHu4a niyeHsia Ne

GMP Ceptudpikat

YnakoeaHo

BupobHuya niyeHsis Ne
GMP CepTudikaT

BupobneHo

BupoBHuya niueHsia Ne

GMP CepTtudikar

YmoBwu 36epiraHHA
YMOBW TPaHCMOPTYBaHHS

Cwna ailf AKTUBHICTb
dopma BUMYCKY

: BenaHTeH® 5%, Kpem, no 30 r
: TyBa

:30r

: 10102344

: YkpaiHa
: UA/4157/01/01

: M FpeHsax MpoaykTioHe MMBX
Ewmin-Bapennb-LUTpacce 7 ByanHok Ne60/70
79639 NpeHsax-BineH

HimeyuunHa

. DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: 'M pensax MNpoaykrioHe TMBX
Emin-bapenne-lUTpacce 7 ByauHok Ne60/70
79639 MNpeHaax-BineH

HimeyuynHa

: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
: DE_ BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: M MpeHsax MpoaykTioHc MBX
Ewmin-Bapennb-LUTpacce 7 ByanHok Ne60/70
79639 MNpeHsax-BineH

Hime4yunHa

:DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer)
. DE_BW_01_GMP_2022 0181/DE_BW_01_GP_(Bayer)

1 25 °C/sT77°F
: 2 - 25 °C{36-77°F

: DekcnanteHon 5%
: kpem e

06-03-2023




I'M MpeHsax MpoaykTioHc MTMBX
Emin-Bapenne-LTpacce 7
D-79639 NpeHaax-BineH

CepTtudpikart aHanizy

Ctop.232
HNarta 06-03-2023

HimeuyuunHa
MaTepian 10102344 BenaHteH® 5% kpewm, no 30 r UA
Homep cepii: GPO2N3X e 5
[aTa BupoBHUUTBA: 05.02.2023 Kpalna: Yxpalua
Tepmin npyaaTtHocTi:  28.02.2026
Martepian: 10037951 BEPANTEN CREME (1600188)
Cepis: GP0O2LX7 IHCTPYKLIA TECTYBaHHA: -
IHcnekuinHmiA noT: 040002615389 Cneuwndpikauia: ---
IHcnekuinHuia not: 040002613414

TecT JAonycTumi Mexi PesyneTaTt
BidnoeidHicmb nakyeanbHUX KinekicTe maTepianis signosigae Bignosigae
mMamepianie cneuudikauii
Homep cepil Ha Bianoeigae cratycy B SAP (ctatyc cepii) | Bignosigae
rnepsuUHHOMY/8MOPUHHOMY NaKyeaHHI
Tepmin npudamHocmi Ha TepmiH npygaTHocTi BignoBigae Bignosigae
repeuHHOMY/8mopuUHHOMY NaKyeaHHI cneundikauii Ta SAP
Onuc [floMoreHHMn HENPO3OPUIA KpeM Bignosinae
Konip Binoro a6o 6inoro 3 XXoBTYBaTUM BiOTIHKOM Binuis

KONbOpY

KoHcucmenuis MNoeHicTio rMagka Ta niggarnuvea Bignosigae
3anax Cnabo npucyTHiii Bignosigae

Mixpob6ionoeidyHa Yyucmoma (Ph. Eur.)

Bignoeigae, Bignosigae etanoHHiA cepil

Bignosigae etanoHHin cepii

3sim npo eidxurneHHs1 (yci 30HU)

BigxuneHHsa

BigxwneHHsa sigcyTHi

B’askicme npu 20°C (CC25 DIN System)

5000-25000 mlla*c 7500

pH 4,5-5,5 4.8
I8enmucbikauisa:

HekcnaHTeHony NMoewuHHO BignNoBigaTu Bipnoeigae

2-OeHoKkcneTaHony NoBwuHHO BignoeigaTn Bignosigae
KinekicHul emicm:
[ekcnaHTeHony 47 ,5-52,5 mr 50,4
deHoKcueTaHony 4,50-5,50 mr 5,02
Bogu 784-866 Mr 835
Homiwku:

- 3-aMmiHonponaHon (SK MacoBa 4acTka He GinbLwe 1,0% 0.3

JekcnaHTeHony)
- HeBipomi gomilkn (K macoea 4acTtka
HekcnanTeHony)

KOXHa

BCbLOro

He Binbwe 0,4%
He 6inblwe 0,6%

A TUM camMuUM CTBEPXYIO, LLIO flaHa cepis NpoAykTy 6yna Bupo6neHa B NOBHIN BiANoBiAHOCT 3
PeryJ'IFlTDpHHX OpraHIB Ta Peec*rpaumﬂoro CBIﬂDL{TBa KpaIHH npu3Ha4vYeHHA. /
Homep niuersii Ha supobHuuteo: DE_BW_01_MIA_2019_0048/DE_BW_01_GP_(Bayer),

KomeHTtap: CeptudikaT Cepii BkntodeHmin B Ceptudpikat AHanisy
Poamip cepii: 25900
3BiT Npo BiAXUNeHHA (yci 30HK): BigxuneHHA BiacyTHI 2022IDEW021813 I £7s "-“ ; ;’ ;‘ m/
m IpeHaax I'Tpdm é
YnoeHoEaMEHS ocoba
06.03.2023 T. Vogel Dr. TFsamas Vogei
Hara I'msa f‘lmnuc




JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

Byn. Bepesnskieceka, 29, Kuig, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kox €APIIOY 37079055

BUCHOBOK
Npo SAKICTHL BBE3eHOro B YKpaiHy JIiKapcbKOro 3acody

10.04.2023 Ne 16723/23/26

BEITAHTEH®

(HaiimMeHyBaHHA JiKapcbKOTo 3aco0y 3riIHO 3 peecTpalliiiniM MOCBiIYeHHAM )
KpeM S %; o 30 r y Ty0i; no 1 Ty6i y kapToHHili Kopooui

(popma BuNyCKY, 103yBaHHA, BHJL NAKYBAHHS JIKAPCLKOTO 3aco0y)

Howmep peectpauiiinoro nocsiguenns UA/4157/01/01 crpox aii peecrpauiiinoro nocsinuenns HeoOMeKeHHH

Cepis nikapeskoro 3acoby Ne GPO2N3X KinbkicTs BBE3€HOTO Nikapeskoro sacoby 25900
Bupo6uux I'T1 I'pensax Ilpoaykrionc 'm6X, Himeuunna
(HaiiMenyBaHHa BHPOOHHUKA MiKapchKoro 3aco0y, KpaiHa NOXoHKeHHA )
BeeseHo B YKpainy TosapucTso 3 o6MeikeH010 BianosiganabHicTio "Baiiep", inenr. kon:
22911794

(naiimenyranns ta ko 3a CAPTIOY opunuunol ocodu abo npizemnime, iM's, no 6atekori diznanol
ocobu - mianpuemis, ii Micile NPoKHBaHHA Ta peccTpauiiiHnii HoMep 0011KOBOT KAPTKH MIATHHKA
nojaTkis abo cepia Ta HOMep macnopTa)

3a pe3ynbTaTaMM  JIEPKABHOTO KOHTPOJIO BCTAHOBJIEHO, WO JiKapchkkWil 3aci® BeeseHo B VYkpainy 3
AOTPHMAHHHAM BHMOI 3aKOHOJABCTBA OO0 3a0€311eYeHHs AKOCTI JiKapchKuX 3aco0ib.

Havansnuk Mukona XOJIOJEHKO

(nocanosa ocofa oprany JIEpiKaBHOTO KOHTPOIO) (mignue) (initiand Ta npi3BHILE)

MLII.
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Emil-Barell-Str. 7 AR Page: 4 of 4
D-79639 Grenzach-Wyhlen Date: 2023-03-06
Germany
Material: 10102344 BEPANTHEN 5% CREAM 30G UA
Batch: GP02N3X Country: Ukraine
Date of manufacture:; 2023-02-05
Expiry date: 2026-02-28
Comment: Batch Certificate included in Certificate of Analysis

Batch size: 25900

Deviation report (all areas): 2022/DEV/021813

GP Grenzac

06057928 F(_.doé,/( 1[{9

Date Name Signatu:\%}""_ﬁ\ 2 219475,
\'.\




GP Grenzach Produktions GmbH Certificate of Analysis

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

Page:
Date:

1 of 4
2023-05-04

Trade Name
Package size
Package type
Material No.

Importing Country

: Bepanthen® 5% cream 30g
: 30g

: Tube

: 10102344

: Ukraine

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

Released by

Manufacturing Licence No
GMP Cerificate No.

Product packaged by

: 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

Manufacturing Licence No. : DE_BW._01_MIA_2023_0033/DE_BW_01_GP_(BAYER)
: DE_BW_01_GMP_2022_0181/DE_BW_01_GP_(BAYER)

GMP Cerificate No.

Manufactured by
Manufacturing Licence No
GMP Cerificate No.

Product storage condition
Product transport condition

Strength/Potency
Dosage form

: 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)

1 <=25°C/<=77°F
: 2-25°C/36-7T7°F

: Dexpanthenol 5%
: Cream




GP Grenzach Produktions GmbH - .
Certificate of Analysis
Emil-Barell-Str. 7 Y Page: 2 0f 4
D-79639 Grenzach-Wyhlen Date; 2023-05-04
Germany
Material: 10102344 BEPANTHEN 5% CREAM 30G UA
Batch: GP0O2PDR Country: Ukraine
Date of manufacture; 2023-03-07
Expiry date: 2028-03-31
Insp. instruction; R

Inspection lot: 040002642920 Specification: -
inspection Acceptance criterion UoM Result
Identity 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 or pale white

yellow-white
Consistency completely smooth and complies

workable
Odour faintly present complies
Microbial Purity (Ph. Eur.) complies, reference complies

batch complies
Deviation report (all areas) deviations deviation exists




GP Grenzach Produktions GmbH T ;
Certificate of Anal
Emil-Barell-Str. 7 RETIEAtRRTIANRAN Page: 3 of 4
D-79639 Grenzach-Wyhlen Date: 2023-05-04
Germany
Material: 10102344 BEPANTHEN 5% CREAM 30G UA
Batch: GP0O2PDR Country: Ukraine
Date of manufacture: 2023-03-07
Expiry date: 2026-03-31
From material; 816050638 BEPANTHEN CREAM 5T H/C (1600188)
Batch: GPO2NS6 Insp. instruction: - e
Inspection lot: 040002623788 Specification: e
Inspection Acceptance criterion UoM Result
Viscosity 20°C (CC25 DIN System) 5000 - 25000 mPa.s 9400
pH-value 45-55 438
identity check of Dexpanthenol must comply complies
Identity check of 2-Phenoxyethanol must comply complies
Assay of Dexpanthenol per g 47.5-525 mg 50.2
Assay of Phenoxyethanol per g 4.50-5.50 mg 4.99
Assay of Water per g 784 - 866 mg 826
Unknown impurities single(calc.c.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 finished product have been carrisd-out in full
compliance with the GMP requirements of the EU and with the requirements of the Mark&iiﬂg Amhmldatian of the

destination country.




M 'pexsax MpoaykTioHe MMBX
Emin-Bapenne-LUTpacce 7
D-79639 peHsax-BineH
Himeyunna

Cropika: 132

CepTtudikaT ananisy i

HalimeHyBaHHA NpoayKTy
Twvn ynakoBku
Po3awmip ynakoeku

MaTepiansHui HOMep

KpaiHa npusHayeHHs

PeecTpauiliHe noceigyYeHHA

Bunyck

BupoBHu4a niyeHsia Ne

GMP Ceptudpikat

YnakoeaHo

BupobHuya niyeHsis Ne
GMP CepTudikaT

BupobneHo

BupoBHuya niueHsia Ne

GMP CepTtudikar

YmoBwu 36epiraHHA
YMOBW TPaHCMOPTYBaHHS

Cwna ailf AKTUBHICTb
dopma BUMYCKY

: BenaHTeH® 5%, Kpem, no 30 r
: TyBa

:30r

: 10102344

: YkpaiHa
: UA/4157/01/01

: M FpeHsax MpoaykTioHe MMBX
Ewmin-Bapennb-LUTpacce 7 ByanHok Ne60/70
79639 NpeHsax-BineH

HimeyuunHa

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

: 'M pensax MNpoaykrioHe TMBX
Emin-bapenne-lUTpacce 7 ByauHok Ne60/70
79639 MNpeHaax-BineH

HimeyuynHa

: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)
: DE_ BW_01_GMP_2022_0181/DE_BW_01_GP_(Bayer)

: M MpeHsax MpoaykTioHc MBX
Ewmin-Bapennb-LUTpacce 7 ByanHok Ne60/70
79639 MNpeHsax-BineH

Hime4yunHa

: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer)
. DE_BW_01_GMP_2022 0181/DE_BW_01_GP_(Bayer)

1 25 °C/sT77°F
: 2 - 25 °C{36-77°F

: DekcnanteHon 5%
: kpem e

04-05-2023




I'M MpeHsax MpoaykTioHc MTMBX
Emin-Bapenne-LTpacce 7
D-79639 NpeHaax-BineH

CepTtudpikart aHanizy

Ctop.232
Hata 04-05-2023

HimeuyuunHa
MaTepian 10102344 BenaHteH® 5% kpewm, no 30 r UA
Homep cepii: GPO2PDR e 5
[aTa BupoGHUUTBA: 07.03.2023 Kpalna: Yxpalua
Tepmin npyaaTtHocTi:  31.03.2026
Martepian: 81605068 BEPANTEN CREME (1600188)
Cepis: GP0O2NS6 IHCTPYKUiA TECTYBAHHA: -
IHcnekuinHuA not: 040002642920 Cneuundpikauis: ---
IHcnekyiinHuiA noT: 040002623788

TecT JAonycTumi Mexi PesyneTaTt
BidnoeidHicmb nakyeanbHUX KinekicTe maTepianis signosigae Bignosigae
mMamepianie cneuudikauii
Homep cepil Ha Bianoeigae cratycy B SAP (ctatyc cepii) | Bignosigae
rnepsuUHHOMY/8MOPUHHOMY NaKyeaHHI
Tepmin npudamHocmi Ha TepmiH npygaTHocTi BignoBigae Bignosigae
repeuHHOMY/8mopuUHHOMY NaKyeaHHI cneundikauii Ta SAP
Onuc [floMoreHHMn HENPO3OPUIA KpeM Bignosinae
Konip Binoro a6o 6inoro 3 XXoBTYBaTUM BiOTIHKOM Binuis

KONbOpY

KoHcucmenuis MNoeHicTio rMagka Ta niggarnuvea Bignosigae
3anax Cnabo npucyTHiii Bignosigae

Mixpob6ionoeidyHa Yyucmoma (Ph. Eur.)

Bignoeigae, Bignosigae etanoHHiA cepil

Bignosigae etanoHHin cepii

3sim npo eidxurneHHs1 (yci 30HU)

BigxuneHHsa

BigxwneHHs icHyOTb

B’askicme npu 20°C (CC25 DIN System)

5000-25000 mlla*c 9400

pH 4,5-5,5 4.8
I8enmucbikauisa:

HekcnaHTeHony NMoewuHHO BignNoBigaTu Bipnoeigae

2-OeHoKkcneTaHony NoBwuHHO BignoeigaTn Bignosigae
KinekicHul emicm:
[ekcnaHTeHony 47,5-52,5 mr 50,2
deHoKcueTaHony 4,50-5,50 mr 4,99
Bogu 784-866 Mr 826
Homiwku:

- 3-aMmiHonponaHon (SK MacoBa 4acTka He GinbLwe 1,0% 0.3

JekcnaHTeHony)
- HeBipomi gomilkn (K macoea 4acTtka
HekcnanTeHony)

KOXHa

BCbLOro

He Binbwe 0,4%
He 6inblwe 0,6%

A TUM camMuUM CTBEPXYIO, LLIO flaHa cepis NpoAykTy 6yna Bupo6neHa B NOBHIN BiANoBiAHOCT 3
PeryJ'IFlTDpHHX OpraHIB Ta Peec*rpaumﬂoro CBIﬂDL{TBa KpaIHH npu3Ha4vYeHHA. /
Homep niuersii Ha supobHuuteo: DE_BW_01_MIA_2023_0033/DE_BW_01_GP_(Bayer),

KomeHtap: CeptudikaT Cepii BkntodeHmin B Ceptudbikat AHanisy
Po3mip cepii: 64850
3BIT Npo BiAXWNeHHA (yci 30HM): BigxuneHH:A BigcyTHI 2022IDEW021813 I £7s "-“ ; ;’ ;‘ m/
m IpeHaax I'Tpdm é
YnoeHoEaMEHS ocoba
04.05.2023 T. Vogel Dr. TFsamas Vogei
Hara I'msa f‘lmnuc




JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

Byn. Bepesnskieceka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
NPo SIKICTH BBE3€HOI0 B YKPAIHY JIKAPCHLKOro 3aco0y

05.06.2023 Ne 27501/23/26

BEITAHTEH®

(HaiimMenyBanHa JliKapcbKoro 3aco0y 3riHO 3 peecTpalliiiniM NoCBiIueHHAM )
KpeM S %; nmo 30 r y Ty0i; no 1 Ty6i y kapToHHiii Kopooui

(popma BHDYCKY, 103y BaHNA, BUL NAKYBaHHA NiKapCLKOTo 3acoby)

Howmep peectpauiiinoro nocsiguenns UA/4157/01/01 crpox aii peecrpauiiinoro nocsinuenns HeoOMekeHHH

Cepis nikapcskoro 3acoby Ne GPO2PDR Kinekicts BBE3eHOr0 nikapeskoro sacoby 64850
BupoGrk I'T1 I'pensax Ipoaykrionc 'm6X, HiMeuunna
(HaiiMenyBaHa BHPOOHUEKA NIKapChKOTo 3aco0y, KpaiHa MOXOKCHHA)
BeeseHo B YKpainy TosapucTBo 3 00MeiKeHO10 BianosigaabHicTIo ""Baitep", inenr. kon:
22911794

(naitmenyranns ta ko 3a CJAPTIOY opunuunoi ocodu abo npizeuie, iM's, no 6atekori diznanol
0co0H - MANPHEMIIA, Ti MiCIIe NPOKUBAHHS TA PEECTPaNiiHHIT HoMep 0OIIKOBOT KAPTKH IIaTHHEA
noaaTkis afo cepis Ta HOMEp macniopTa)

Ipotokon Bizyanenoroe kourpoio sin 05.06.2023 Ne 1527/1.

3a  pesynbTaTaMM  JICPHKABHOIO KOHTPOJIK  BCTAHOBICHO, 110 JIKapcekkuil  3acid  BeeszeHo B YKpaiHy 3
AOTPHMAHHSM BHMOT 3aKOHOIABCTRA 11010 3a0e3MeueHHs AKOCTI JiKapchKHX 3aco0iB.

Hauansnuk Muxkona XOJIOJEHKO

(nocagosa ocoba oprany JACpIKaBHONO KOHTPOIO) (mizgnmc) (iniuianu Ta npizBuuE)

MLIL




GP Grenzach Produktions GmbH - 2
Certificate of Anal
Emil-Barell-Str. 7 o e Page: 4 of 4
D-79639 Grenzach-Wyhlen Date: 2023-05-04
Germany
Material: 10102344 BEPANTHEN 5% CREAM 30G UA
Batch: GP02PDR Country: Ukraine
Date of manufacture: 2023-03-07
Expiry date: 2026-03-31
Comment: Batch Certificate included in Certificate of Analysis

Batch size: 64850
Deviation report (all areas): 2022/DEV/021813

GP Grenzach Pr /@duktlons GmbH
Qualjfied Person

TLEEL L "“""D.rl}%_-l.

th«US_RGZ S & .U’»}QJ {i""-*f; [

Date Name Signatl}\a:e \
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