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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJII3Y

mibe Grvbr;i
Arzneirruiiel

| Product name: Psotriol Country of manufacturing: Germany

' Haitmenysanns nipoaykuii: Ieotpion® Hepxapa-upobuux: Hivequnna
Importing country: Ukraine
JHepxapa-imnoprep: Yxpaida

Article-code/IKoa apTuryny: Ident-No / Lzentudirauiftiuii Homep:
V100824 24038001
Strength / activity i g gel contains 50 micrograms of calcipotriol (as monohydrate) and 0.5 mg of

betamethasone (as dipropionate) .
1 1 resto MicTIETS 50 MKF KailbIHIOTPioAY (y BHIMAAL KanbUHOOTRioNY monoriapaty) ta 0.5
M BeTaMeTasoHy (v BULIAN GeTaMeTa30Hy MUINPONioHaTy)

Cuna Aii/axTHBHiCTDb

Dosage Form gel, 50 pg/g / 0.5 mglg,
Jlirapcora dopma restb, 30 mir/rr/ 0.5 M/t
Package size and type 30 g in bottle with dropper and closed with screw cap, 1 bottle in box

Po3mip Ta THI HaKyBaHus 110 30 r v rIaKoHi 3 KparnenbHUat 103aTOPOM Ta KPHLLKOO, WO 3arBHHUYETLCA: 110 |
haaroHy y nayui

Number of Registration Certificate UA/19635/01/01

Hoamep peecTpauiAHOro nocsigueHHs Ne UA/19635/01/01

Batch number: / Homep cepii: 240202 Batch size (pes.): / Posmip cepil (tuT.): 3516
Manufacturing date: Jata supofuHuTsa: Expiry date:/ [laTa 3aKiH4eHHA TepMiHy MPHAATHOCTI!
0272024 02/2027

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 13, Brehna,
Sachsen-Anhalt, 06796, Germany

HaliseHyBaHHS Ta MIiCLIE3HAXOLKEHHS AbHILI 3 BUpoSHuLTBa: Mibe I'M8X ApunafiMiTrens,
MiohxenepuTpacce 15, Bpena, CakcoHis-Aaxanst, 06796, Hiveuunna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005

Honiep niuenaii ainbuuui 3 supoGruurea. Ne DE_ST_01_MIA_2023_0005

Certificate GMP. No. DE_ST_01_GMP_2023_0012

Cepridicat GMP Ne DE ST 01 GMP 2023 0012

Tests Methods Specifications Rspt 1t
HaftMecHYBAHBH MOKAIHIKA MeToau KOHTPOIIO HomyeriMi mesi MeTom /'é"% g Oe% I
Appearance Visual A homogenous,
Omise BilyalbHO colourless gel, fx,
particles
Ouamopiauuit, 3
BeabapsHiil o
HacTHHOK
Particle size Ph. Eur. 2.9.37%; NLT 50 %=
Po3sip HaCTHHOK microscopy NLT 80 % <
Ph.Eur. 2.9.37%; NLT 90 % 5
MikpocKoris He senwe 50% <
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Viscosity
BraskicTh

Identity
laeHTudirauis
Calcipotriof
Kagsimnotpion

Betamethasone-17,21-
dipropionate
Beramerazon-17,21-
aunpornionar

Assay

KiabricHe suznauenus
Calcipotriol
Kansuunorpion

Betamethasone-17,21-
dipropionate
Betaserazon-17.21-
ANAPOTIOHAT

Purity

CynpoBiani goMitky

He amexme 90 % < 20 MruM

Ph. Eur. 2.2.10% Brookfield, 2 2 000 — 8 000 mPa$S
rpm, 23°C, CP52,0.5 ¢ 2000 - 8000 mITa-c
Sample, shake bottle for 10

seconds before measurement

Ph.Eur. 2.2.10* 3a

Bpyxdinnaom, 2 08./x8., 23

°C,CPS2.0,5r

Baari npoby, ctpyeurti

nasky nporarom [0 cexyHa

fepea BHMIPIOBAHNAM

HPLC
Ph. Eur. 2.2.29%
BEPX

HPLC

Ph. Eur, 2,2.29+*
BEPX

Ph.Eur. 2.2.20%

HPLC

Ph. Eur, 2.2.29%
BEPX

Ph.Eur. 2.2.29%
HPLC

Ph. Eur. 2.2.29%
BEPX

Ph.Eur, 2.2.29%

Betamethasone-17,21-dipropionate
beraserason-17.21- aunpomionar

Betamethasone
GetameTazou
Betamethasone-17-
propionate
Betamerason-17-nponionat
Betamethasone-21-
propionate
Beramerason-21-npornionar
Single unknown
impurities, max
Oxkpesi Hesl3HAUCH]
OMILIKH. MaKC,

Sum of all impurities
Cyma Beix posiusok
Calcipotriol
Kagswinotpios
7Z-Calcipotriol
7Z-Kaasuunorpion
SE-Calcipotriol
SE-Kaasunnorpion
24-epi-Calcipotriol

HPLC

Ph. Eur. 2.2.29%
BEPX

Ph.Eur. 2.2.29*

HPLC
Ph. Eur. 2.2,29%
BEPX

Retention time and UV-spectrum of
sample and standard match

Yac yrpimypanss 1a YO-crexrp
BHIIPOSY BANLHOTO PO3UIIHY T POIUHHY
NOpiBHAHHA CRIBNAAAIOTE

Retention time and UV-spectrum of
sample and standard match

Yac yrpimnysannd 1a YP-cniexrp
RHTPOOYBAABLHOTD POINIMY TA POZUHHY
nopiBRAHUA CriBNa AT,

47.3 - 52.7 ugl/g
(50.0 ng/g = 5 %)
47.3 ~ 52.7 MKr/T
(50.0 Mrr/r = 5 %)
0.603 - 0.675 mg/g
(0.640 mg/g =5 %)
0.605 ~ 0.675 mr/r
(0.640 Mmr/r = 5 %%)

<05 %
<0.5%
<05 %
<0.5%

100 %% < 20 kM

complies
gianosizac

complies
Binnosizae

50,0 pgfg
30,0 akr/r

0,633 mg/g
0,633 Mrit

<0,05 %
<0,03 %
0,11 %
0,11 %

<0,05 %
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24-¢epi-Calcipotriol <1.0%
<07T%
Single unknown <0.7%

impurities, max

Oxpeni HepiHageni
ZOMIWKIL MAKE,

Sum of all impurities
Cyma Beix JoMiUIOK
Microhiology’
MikpoSionoriuna uncrora’

<25 %

<2.5%

Meets specification for products
destined for “cutaneous use”
Ph, Eur. 3.1.4

TAMC £ 10° GFU/g

TYMC £10' GFU/g

Absence of P. aeruginosainl g
Absence of S. aureusin 1 g
Binnosizso xo cneundixauil «[Ing
HAUWKIPHOTO 3aCTOCY BAHHMN
TAMC <102 KYO/r

TYMC < 10' KYO/Ir

P. aeruginosa BlacyTHicTh B 1 T

S, aureus BiCYTHiCTb B | I

Not less than nominal

He metle HOMiHATBHOL

Filling quantity”
Maca BMicTY YTaKOBKIS

Weighing
JpaKyBaHH

<0,05 %

0,14 % (RRT 0,73)
0,14 % (RRT 0.73)

0,21 %

0,21 %

tested on batch
230607
fIPOTECTOBAHO Ha
cepii 230607

complies
BiAMOBINAE

Package
Ynakoska

Batch-deseription
Oniie cepii

PV-QK-0001 the batch-description of the
package is complied with the
batch-documentation

Omnmce cepii Ha yrakopl sianosisae
fokyMenTanii Ha cepiko

description of shelf life is complied
with the batch-documentation
Qruiic TepumiHy 30epiranHs sianosizae
JOKYMEHTALIT Ha cepito

Description of shelf life PV-QK-0001

Omie Teppiny 30epiraus

Fill quantity FertigPackV
KinuKicTs npenapaty

B yTIaKOBLI

Comments not applicable
Komestapi He 30CTOCOBYETHLCA

batch bulk no.
240202
Hedacorana cepis:
240202

complies

sianosigae

complies
BiANOBINAE

*current version

tTested on every third batch or at least once per year
2 result can be taken from in-process controls; reference is made to section 3.2.P.3.3 —in—process controls
* UHHHE BHIAAHNS

! BinpoSy BaHHA NPOBOINTECA HA KOMHIT TpeTiil cepii alo WoniMeHIIe pas Ha pix

3 Pesyilb FAT MO Gy TH OTPHMANNT I Ha¢ KOHTPONO axocti 8 npoueci BUPOSHIHLTEA

I hereby certify that the above information is nuthentic and accurate. T by
manufactured, including packaging/labelling and quality control at the
compliance with the GMP requirements of the local Regulatory Authofigl oh
Marketing Authorisation of the importing country or product spe 'mlfx ;
Products. The batch processing, packaging and analysis records w : t

with GMP

£4

Lliat 8 3acBia4YH0. ULO HABEACHA BHILE indopyania € AOCTOBIPHAIO Ta TOHHOK)

pupofiieHo (BrAlOUAOYN MAKyBayHA/MapKyBaHHs) Ta [POBEAEHO KOHTPO/b 1 R

roBHiH BianosinsocTi 3 sumorami GMP, BCTRHOBICHHMI MiCLEBHM PErYJISTOPHHMWRHER ok,
g iy

% R

a €

equ i ibHIL Y
R 11031 AHO

kil
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6o

10 crenudiradiil, Wo MieTATe ¥ peectpailifiiosy mocke abo TOpProsif AiueH3iT Kpainu-BHpoSHIKE a
BKY BAHOFO

kpaini-iNnopTepa, KO NPOAYKUIIO IMIIOPTOBAHO, abo y 10cke crieundiraliii Ha npenapar 494 aocnl
stikapebkoro 3acoBy. TIpoTokonH BHPOSHKUTEE, NAKYBAHHA T4 ananizie 6yJ0 NepersisHyTo T8 BCTAHOBASHO
pianosinnicTs GMP3sitH 3 06poBry, ynaxosky i anaizis cepii Gynu TieperifHYTI | BU3HAHI TAKHMH, WO
sianosizatote npuxumnanm HBTL

04, AP, 20k /é/ﬁ/////@/

Date/Name + Sign Qualified Pefson (F. Koppe)
- e . . . ke - N -
L[ﬂ'l‘i\f’l\( o+ (HATTHC YnosHoBaKeHa ocoda 3 HKOCTI(‘D. Konne)

------------------------------- End of Master Sheet i e i
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