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CERTIFICATE OF ANALYSIS
CEPTUODOIKAT AHAJII3Y

mibe GmbH
Arzneimnitrel

| Product name: Psotriol Country of manufacturing; Germany

Haitmenysarua npoyruii: ITcotpiont Heprasa-supobuuk: Hivieuunna

Importing country: Ukraine
Hepaxasa-imnoprep: Yxpaina

Article-code/Kogn aPTURYNY! | T Ident-No / [aentucdiraniitauii HOMEP:
VI00824 23047061
Strength { activity I g.gel contains 50 micrograms of calcipotriol {(as monohydrate) and 0.5 mg of

betamethasone (as dipropionate) -
b rremo MicTiTe 30 Mk KaNLUNTTOTRIOAY {y BIiraAAA] Kailb LHROTPIONY MOHOTIApaTY) T3 0.5
MO OSTAMETA30HY (V BUMIAAL DeTaMeTaz0my AHNPpONIQHATY )

Cina 0i/akrassicTs

Dosage Form h gel, 50 ug/g / 0.5 mg/g,
| Jlixapeska Gopma resib, 50 mr/r / 0.5 mr/r |
| Package size and type 30 g in bottie with dropper and closed with screw cap, 1 bottle in box

Posmip Ta tun nakysauua | no 30 r Y QAAKOHI 3 KpanesisHu A03aTOPOM Ta KPHLIKOO, WO 3arBUHYYETLCH: [0 |
(GrakoHy y mauuj |

Number of Registration Certificate UA/19635/01/01

Homep peectpauiitioro mocaizuenns. Ne LIA/196335/01/0]

Batch number: / Homep cepit: 230302 Batch size (pes.): / Po3mip cepii (ur.): 7870
Manufacturing date: Jarta BHPOOHNUTBA; Expiry date:/ JlaTa 3akinver s TEPMIHY DPHIATHOCTI:
03/2023 03/2026

1 Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,

Sachsen-Anhalt, 06796, Germany

HaliMenypanus ta MICUC3HAXOIKEHHA MiNbHH L] 2 eupodHiuTsa: sife MMGX Apunaiisirrens,
MionxerepuiTpacee 135, bpeua, Carconis-Anxanst, 06796, Hinveuyquea

Number of manufacturing authorisation. No. DEH_ST_GI__MIA_.ZOB;ODOS

Homep niuensii ginernui 3 BHpOOHUUTRa. No DE_ST 0 [_MIA_2023 0005

Certificate GMR-NO-‘.I}E_STWOI_GMP;?.G?.S 0012

Ceprudikar GMP Ne DE ST 01 GMP 2023 6012

Tests Methods Specifications Resul¢

Halimenysanns noxasuuka Metonn kourponto HomycTii srewi seroi PesyabTar

Appearaﬁ yfigua[ A. homogenous, slighﬂ}{ ciﬁuuc!y_ and cx_)mpliﬁes

Orriic ##°4 Al o *af« y BI3YANLHO colourless gel, free frons foreign BLATOBIINE
; . X e 3 i

. particles
_ OnHopinkuIT, 3nerka MyTHUIT Ta

% ": 6ezfapam-sﬁ resip ;.__-_ Oy !g .
Y | Hacmtor YEP N oo
t%:-._'Eur; 2,037 NLT 50 ¥ iﬁﬁzﬁﬁ - p‘q!‘&x 99,51 % < T0pm.
e M. T 5 5ns & o T
*ﬂg ICroscopy NLT 80 ¥f < k n*hum,}‘ E =7 2\ 0% < I5um
‘*‘ & Ph.Eur. 2.9 37*; NLT 90ff8< 2§ 111 . IEHTIB N+ A0 % <20 pm

Mikpocronis
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D %o < BN v

+ AW 9% <10 vk
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Viscosity
BigHocwua ryeTinia

Identity
Inetrudikauis
Calcipotriol
Kansuunorpion

Betamethasone-17,21-
dipropionate
‘beTameraion-17.21-
AUTIPOTIiOHAT

Assay

KinpkicHe BH3HaueHs
Calcipotrioi
Kanbuunorpion

Betamethasone-17,21-
dipropionate
beramerazon-17,21-
DHITPOTTIOHAT

Purity

Cynposiani poMimki

He yrertwe 90 %5 < 20 atiia 100 %% <20 Mrsr

Ph. Eur; 2.2.10% Brookfield,2 2 000 — 8 000 niPaS 3985 mPa$
rpm, 25°C, CP52, 0.5 ¢ 2000 8000 mfTa-c 3985 MmMa-¢
‘Sample, shale bottie for 10

seconds before measurement

Ph.Eur. 2,2,10% 32

bpyrdinsaonm, 2 06./xs., 25

°C,CP52,0,5r

Basaru nipoby, crpycatu

TIHKY TpoTAToM 10 ceryHi

nepea BHMIPICBAHHAM

HPLC Retention time and UV-spectrum of complies
Ph. Eur. 2.2.29% sample and standard match BLLNOBITdE
BEPX Hac yTpHMyBaHHA Ta YP-criexTp

Ph.Eur, 2.2.29% BHAPODYBANBHOIG PO3UUHY Ta POIUIHY

MOPIBHAHHA CNIBNANAOTS .

HPLC Retention time and UV-spectrum of  coniplies
Ph. Eur.2.2,20% sample and standard match ‘BlAMOBIAAE
BEPX Hac yrpisysanng ra Y P-cnestp

Ph,Eur, 2.2,29% BHAPOOYBAILHOTO POSHHHY T PO3YHHY

MOPIBHAHHA CAIBNAIAOTL

HPLC i 47.3~ 527 pg/e 48,9 ugig
Ph. Eur; 2,2.29% (50.0 pglg =5 %) 48,9 MKrT
BEPX 47.3 ~ 52,7 MrrT

Ph.Eur; 2.2.36% (30.0 MR/ £ 3 %)

HPLC 0.605 ~ 0.675 mg/a 0,633 mg/g
Ph, Eur. 2.2.29% (0.640 mglg = 5 %) 0,633 smr'r
BEPX 0.605~ 0.675 mr/r

Ph.Eur. 2.2.29% (0.640 ymr/r £5 %),

Betamethasone-17,21-dipropionate
betamerazon-17,21- aunponiosar

Betamethasone: HPLC <0.5% <0,05 %
berasmeTazon Ph. Eur, 2.2,29% <0.5% <005 %
Betamethasone-17- BEPX < 0.5%. 0,21 %
propionate ) Ph.Eur, 2.2 29% < 0.5 % 0.21 9%
Berametason-17-npomioHat
Betamethasone-21- <05 9% <0,08 %
‘propionate < 0.3 % <0,03 %
‘betameraszon-21-nponionat
Single unknown <0.2% <(,05 Y%
Impurities, max <0.2% <0.03 %
‘Oxpemi HeBiHAUEH]
DOMILLK, MaK,
Sum of all impurities Ll 0,21 %
Cywma Beix aomiwox < 1.5% e AN
Calcipotriol . S ﬁ-fﬂﬂ. "
Kansmunorpion. 'Eaf" ¥ i Px._t;. NS
7Z-Calcipotriol 1.0 % /o J1 i RN RONY
7Z-Kansunmotpion 1.0 % o, e HUH}'HEH“% 0% SNy
SE-Calcipotriol < 1.0 % h, L9 O
SE-Kansunnorpion < 1.0 % ¥ § B 0.09 G fﬂ) -
__24-epi-Calcipotriol. o S10% <005 % okl
_Prepared and checked by; Liudmyla Maistrenko Approved b
| signature ) signature
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24-epi-Calcipotrio] < 1.0% <0,05 %

< 0.7 %
Single unknown < 0.7% 0,15 %-(RRT'{I‘,?E}'
impurities, max, 0,15 % (RRT 0,72)
Oxpemi sesusnayeni
HOMITIRI, MaKC. o
Sum of all impurities <259, 0,23 %
CyMa Beix nomiwok =259 ) ) V.23%
Microbiology’ Meets specification for products tested on bateh
Mikpobionoriusna yucrors! destined far “cutaneous use® 230301

Ph. Eur.35,1.4 TIPOTECTOBAHO -Ha

TAMC <10° GFU/g cepii 230301

TYMC <10 GFU/g )

Absence of P, aeruginoss inlg

Ahsence of S, aureus in g

Bianosiano a0 cneundiranii « Lis

HAWKIPHOrO 3aCTOCY BAHHAY !

TAMC < 102 KYO/r -
TYMC <10 KVO/Tr

F.aeruginosa sincythicta g [ ¢

S-aureus BiacyTHicTs [ ¢

-Fil!in'g'q'iiﬁﬁt’ff}"zf Weighing Not fess than nominal complies

Maca sumicTy yvrakosxi? . 3BaxyRaHHY e HE MEHWE HOMIBasIbHOT . _Bianmopizac

Package

Vraxoexa

Batch-description PV-Q-001 the batch-description-of the batch bulk no.

Onirte cepif Package is-complied with the 230302 |
batch-documentation Hedacosana cepis:
Qaiic eepit ua ynakosui BigNosijae 230302

o - LOKYMEHTAUIT Ha Cepiio |
Description of sheli life PV-.Q-001 description of shelf life is complied  complies
Onic TepMiny 30epiranus with the batch-documentation BLAMTOB AaE

‘Omile Tepminy 36epiranns B{AMORimae
AOKYMEHTALIT Ha cepito

Fill quantity ‘FertigPackV ‘complies
KinbkieTs nperapaty ‘BLAMOBITAE.
B yHaxosLj

Comments notapplicable

Kosenrapi. HE 3aCTOCOBYETLCH

Fcurrent version
! Tested on every third batch or at least once per year

. *result can be taken from in-process controls: reference is made o section 3.2.P.3.3 — in—process controls
* YIHHE BHaaH

! BrnpoOysauns riposoanthes ua ROKHIH TpeTiif cepi] 400 wonaiinene pu3 ua Pl
E - . . . - .
* Pesyastar vome OYTH OTpEMaKKHIT BiZ 43¢ KOHTPONIG SKOCTS B NPGULC]. BHPOGHULITRES.

I hereby certify that the above information Is-authentic and aceurate; This batch of product has been

manufactured, including packaging/labelling and quality control at the above mentioned site(s) in fullll__
compliance with the GMP requirements of the loeal Regulntory.Au'ﬂmrit}f and with the specifications i the

Marketing Authorisation of the importing country or product specification file for Inv stigational Medicinal
Products. The batch processing, packaging and analysis records were revie 2 ; S e in compliance
withGMP 3{ ’rP ‘ |

47%{:1'&' 47 {;’.f
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BHpOOaeHO (BRI0YaOYY NARYBAHHIA/MAPKYBAHHA) T2 npoBeaeHO KOHTDEArg 1T ¥ Qcﬂ%}ﬁ’:ﬁﬂ'ﬂﬂﬁa ¥
IOBHIN BIAMOBIAHOCTI 3 BUMOTaM Y GMP., seragon;

L TbHULT Y

s g sacsiauyio, wo nasexens BHILIE IHDOPMALY € A0CTOBIpHOIO Ta To o 4] cepiBlpov el e
AAARODHINERDTAH0M, 3 Tak i BdlosiaHo
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20 cneuncpzxaum LUO MICTSTHCS ¥ peec:Tpaumﬂom AUChE a00 TOProeii Aivensit KpalHH-BHpOOHHER 450
KpalHU-1IMITopTepa, K10 FIPOLY KUK IMAIOPTOBAHO, aboy nocke crneuHdikaLiii Ha npenapar aas A0CHAIIKYBAaHOro
_-mmpcamro 3acoly. [MpoToxonu BHPODHUUTRS, NAKYBAHKY Ta aHani3iE Byn10 NEPernanyTo Ta BeTaHOBICHO
BianoBiAHicTs GMP38iTH 3 OOpOGKH, YNaKkoBKH | aHaniaip cepii OYAN NeperasHyTI | BHIHAHI] TAKHMH, {10
BIANOBLMA10TE npuBuMnam HRIT.

Oq O : .,.'N'? 1 . - L .
DataName + Sign Quahfed Per:c}n {I~ Ixn ppg )
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