NMEPKABHA CJIYXKEBA 3 JIKAPCLKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMiBCBKIN OBJIACTI

mpoB. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHACHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpainy JikapchbKoro 3acody

05.04.2024 Ne 15314/24/10

HCOTPIOJI®

{HaHMeHYRAHHA MiKapchkoro 3acofy 3riqHO 3 peccTpaniiHHM IOCRIAICHAAM)

Ma3b, S0 Mkr/r/0,5 mr/r; no 30 r y Ty6i; mo 1 Ty6i y maumi

(topMa BHITyCKY, IOIYBAHHA, RH]] IAKYBAHHA TiKAPCEKOTO 33coly)

Homep peectpaniiiaoro noceimacrns UA/19635/02/01 crpox gii peectpanisinoro mocsimacarna 29.09.2027
Cepin nikapcekoro 3acoby Ne 240201 Kinskicrs BRe3cHOTO Nikapchkoro sacoby 30360

BHpoGHEK Mi6e I'M6X AprmHakiMiTTelh, HiMeTIHHA

(HaliMeHyRaHHA BHpOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKEHHA)

Brezeno B Yxpainy ToBaprcTBO 3 06Mexkenoio BinmoBinaasnicTio "MIBE YKPAIHA",
inenr. kox: 38705049

(BaiiveRyBaHHA Ta KoJ 23 €JTPIIOY opraETHOI ocoSH afo OpizBHIME, iM'A, Do GaThkoBi (isHIHOI
ocobH - mianpHemn, 1i MicIie TPOXKHBAHNHA Ta peccTpanifinyi HoMep oONiKORO] KAPTKH IIIATHHEA
IOJATKIR aff0 cepid Ta HOMEp TacmopTa)

Ipotokoa Bizyannaoroe xoarpoo Bix 05.04.2024 Na 07759/3.

3a pc3VIBTATAMH ACPXABHOTO KOHTPOIK BCTaHOBICHO, INO JHKAapchKAH 3acid BBC3cHO B YKpaiAy 3

JAOTPHMAHHAM EHMOT 3aKOHOJABCTBA MO0 3a0e3NedcHAA AKOCTI MiKapChKAX 3acobiE.

Onsra EPPOMEHKO
{inirdani T8 npizasime)
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CERTIFICATE OF ANALYSIS
CEPTUO®IKAT AHAJII3Y

mibe GmbH
Arzneimittet

Product name: Psotriol Country of manufacturing: Germany
Haitmenysanns npoayxuii: IIcorpion® Jepxapa-supobuuk: HiMerauna

Importing country: Ukraine
JepkaBa-iMmnoprep: YkpaiHa

Article-code/Kon apTuxyny: Ident-No / Ineutndikauifinuit Homep:
V100825 24032201

Strength / activity 1 g ointment contains 50 micrograms of calcipotriol (as monohydrate) and 0.5 mg of
Cuna Kii/aKTHBHICTS betamethasone (as dipropionate)

1 r Ma3i MicTuTs 50 MKT xmu}momxony (y BHIAL] KalbLMIIOTPiOMy Mor-xormpary) T2
0,5 mr 6eraMeTasony (y Buragi GeTaMeTasoHy HHIPOMiOHATY)

Dosage Form ointment, 50 pg/g / 0.5 mg/g,
Jlikapceka hopma Masb, 50 mxr/r / 0.5 Mr/r

Package size and type 30 g in tube, 1 tube in box
Po3amip Ta Tun naxkyBasHs | mo 30 r y Ty6i; no 1 Ty6i y nayui

Number of Registration Certificate UA/19635/02/01
Homep peecTpauiiiHoro rnocsigueHHs Ne UA/19635/02/01

Batch number; / Homep cepii: 240201 Batch size (pes.): / Posmip cepii (wt.): 30.360

Manufacturing date: [Iata BupoGHuiTBa: Expiry date:/ lata 3akiH4eHHA TepMiHy NpUIaTHOCTI:
02/2024 02/2027

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
Sachsen-Anhalt, 06796, Germany

HajiMeHyBaHHA Ta MicUE3HAXOMKEHHA AiAbHULI 3 BUpoOHuUTBa: Mibe TM6X ApnuaiiMiTrens,
Mirouxenepimrtpacce 15, BpeHa, CakcoHis-AHxanbT, 06796, HiMeuunna

Number of manufacturing authorisation. No. DE_ST 01_MIA_2023_0005

Homep miuenzsil ainbHuni 3 BupoGHuuTea. Ne DE_ ST 01 _MIA 2023 0005

Certificate GMP. No. DE_ST_01_GMP_2023_0012

Ceprudikar GMP Ne DE ST 01 GMP 2023 0012

Tests Methods Specifications Result
HafiMenyBaHHA mOKa3HMKa Mertonu koHTpOLIO JormycTmvi Mexi MeToAi PesynetaT
Appearance Visual A shiny, white to yellowish, complies
Ormc Bi3yanbHo homogenous ointment, free from Bigmnosinac

foreign particulates

A shiny, white to yellowish,
homogenous ointment, free from
foreign particulates

Penetrometry Ph. Eur, 2.9.9% 80-130 mm/10 98 mm/10
BimiproBanHA Microconus 80 - 130 Mmm/10 98 MM/10
KOHCHCTEHIIT METOAOM Ph.Eur, 2.9.9*

MeHeTpOMeTpii MiKpOKOHYC ===

Iﬂ
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Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe /ﬁ g
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Particle size
Po3mip gacrunok
Betamethasone-17,21-

Ph. Eur, 2.9.37%;

NLT 10 % <10 um

100 % <10 pm

dipropionate microscopy He menmre 10 % < 10 MxM 100 % < 10 Mxm
Beramerason-17,21- Ph.Eur. 2.9.37%; NLT 50 % <15 pm 100 % <15 pm
IHApOTIiOHaT Mikpockomnis He menme 50 % < 15 mxM 100 % <15 mxMm
NLT 90 % <20 um 100 % <20 um
He menme 90 % < 20 MM 100% < 20 MM
Calcipotriol monohydrate NLT 10 % <30 pm 96,67 % < 30 pm
Kansmnotpiony He mermre 10 % < 30 MxM 96,67 % < 30 MkM
MOHOriApaT NLT 50 % <70 um 100 % <70 pm
He meme 50 % < 70 MM 100 % <70 mMxm
NLT 90 % <150 pm 100 % <150 pm
He menme 90 % < 150 Mxm 100 % < 150 mxm
Max particle size: < 350 um Max particle
size=91,44 pm
MakcumManbHHE po3Mip 4acTHHOK: MakCHMansHUit po3mip
<350 MM 4acTHHOK= 91,44 MxMm
Identity
InenTudikauis
Calcipotriol HPLC Retention time and UV- complies
Kaneigmorpion Ph. Eur. 2.2.29% spectrum of sample and Bixnosinae
BEPX standard match
Ph.Eur. 2.2.29* Yac yrpaMyBanus T2 YO-CleKTp
BHITPOOYBAILHOTO PO3YHHY Ta
PO3HHHY HOpiBHAHHA
cniBnagarTh
Betamethasone-17,21- HPLC Retention time and UV- complies
dipropionate Ph. Eur. 2.2.29% spectrum of sample and Bigmosinae
Beramertasoun-17,21- BEPX standard match
OHPONiOHAT Ph.Eur. 2.2.29* Yac yrpaMyBarss Ta Y O-cnextp
BUMPOOYBAILHOTO PO3YHHY TA
PO3UHHY TOPiBHAHHA
criBafaoTh
Assay
KinekicHe Bu3HaueHHs
Calcipotriol HPLC 473 -52.7 pgl/g 48,6 ng/g
Kansmmmotpion Ph. Eur. 2.2,29% (50.0 pg/g £ 5 %)
BEPX 47.3 - 52.7 Mxr/r 48,6 MKT/T
Ph.Eur. 2.2.29* (50.0 Mkr/r £ 5 %)
Betamethasone-17,21- HPLC 0.605 - 0.675 mg/g 0,629 mg/g
dipropionate Ph. Eur. 2.2.29* (0.640 mg/g =5 %)
Beramerason-17,21- BEPX 0.605 - 0.675 mr/r 0,629 mr/r
OAnponioHaT Ph.Eur. 2.2.29* (0.640 Mr/r £ 5 %)
Purity
CynposizHi JoMimks
Betamethasone-17,21-dipropionate
beramerason-17,21- aumponionar
Betamethasone HPLC <05% 0,05 %
Beramerazon Ph. Eur. 2.2.29* <0.5% 0,05 %
Betamethasone-17- BEPX <0.5% 0,14 %
propionate Ph.Eur. 2.2.29* <0.5% 0,14 %
Berametasor-17-npomioxar
Betamethasone-21- <05% < 0,05 %
propionate <05% <0,05 %
Beramerason-21-nponioHar
Single unknown <02% <0,05 %
impurities, max <02% <0,05% _
OkpeMi HeBH3HaYeHi ZRCHO S

Prepared and checked by: Liudmyla Maistrenko '
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TIOMIIIKH, MAKC.

Sum of all impurities <15% 0,20 %
Cywma Bcix zomimox <15% 0,20 %
Calcipotriol
Kamsminotpion
7Z-Calcipotriol HPLC <1.0% <0,05 %
7Z-Kansuumorpion Ph. Eur. 2.2.29* <1.0% <0,05 %
5E-Calcipotriol BEPX <1.0% 0,07 %
SE-KansmmnoTpion Ph.Eur. 2.2.29% <1.0% 0,07 %
24-epi-Calcipotriol <10% 0,11 %
24-epi-Calcipotriol <1.0% 0,11 %
Single unknown <0.7% 0,15% (RRT 0,71)
impurities, max <0.7% 0,15% (RRT 0,71)
Oxpemi HeBU3HaueH]
IOMIIIKH, MaxKc.
Sum of all impurities <25% 0,35 %
Cyma Bcix pomilrok <25% 0,35 %
Microbiology Meets specification for products complies/
MikpoGiosmoriusa uncrora ) destined for “cutaneous use” Biamosinae

Ph. Eur. 5.1.4

TAMC < 10* GFU/g

TYMC < 10' GFU/g

Absence of P. aeruginosa in 1 g

Absence of S. aureusinl g

BinnosiaHo mo cretmigikarii

« Il HAIKIPHOT'O 32CTOCYBAHMAN:

TAMC < 10°KYOrr

TYMC < 10! KYO/r

P. aeruginosa sincyThicte B 1 r

S. aureus BigcyThicTE B 1 I
Filling quantity Weighing In accordance with the German complies/
Maca eMicTy ynakoBxu 3paxcyBaHHA “Fertigpackungs-verordnung”! sigmosinae

Average of not less than nominal

quantity of the respective

package size

BinnosizHo Ko HiMeLLKOro

pernaMeHTy monxo roTosol

ynakoskn «Fertigpackungs-

verordnungy»'

Cepentae 3Ha9€HHA HE MEHILIE

HOMIHaBHOT KITBKOCTI

BiATIOBIIHOTO pO3MIpY YIAaKOBKH

B o W

Package

Vnakoka

Batch-description PV-Q-001 the batch-description of the

Ommce cepil package is complied with the batch bulk no. 240201
batch-documentation Hedacosasa cepis:
Ommic cepil Ha ynaxosi 240201
BiZmoBinae
JOoKyMeHTaUiT Ha cepito

Description of shelf life PV-Q-001 description of shelf life is complies/

Onc TepMiny 36epiranss complied BiamoBigae
with the batch-documentation
Onvc TepMiny 36epiranus
BiZnoBimae noxymenTauii Ha
cepiro

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe =
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Fill quantity FertigPackV complies/
Kinbkicts npenapary BiAMOBiAAE
B YIAKOBL

Comments not applicable

Komenrapi HE 33CTOCOBYETHCA

*current version

! result can be taken from in-process controls; reference is made to section 3.2.P.3.3 - in—process controls
* yMHHE BUAAHHA

! PesynbTar Moske GyTu oTpHMaHui mia vac KOHTPOJIIO AKOCTi B npoueci BHPOGHULTR2

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP

Lnm 5 3acsigyyro, o HaseneHa Buile iHdopMaUis € HOCTOBIpHO Ta TouHo. Lo cepiro IPOZYKLT 6yno
Bup06neno (meoqaroqu NaKyBaHHA/MapKyBaHHA) Ta DpOBENEHO KOHTPOIIE i AKOCTi Ha BHllle3asHaueHiH AinbHUL Y
noBHi#H BianoeiaHocTi 3 BuMoramMu GMP, BCTaHOBICHHUMH MicLieBUM PETYJITOPHUM OPraHoM, & TAKOXK Bi/IMOBiAHO
1o cnermcpmaum IO MIiCTATECA Y peecrpamifmomy Jocee abo TOproB.ifi JilleHsil KpaiHu-BUpoOHuKa 260
KpaiHH-iMNopTepa, SKIIO MpOAyKLito iMIopToBaHo, aGo y focke cneuudikaliil Ha mpenapaT 14 OCHiDKYBaHOTO
nikapeskoro 3acofy. [TpoTokomM BUpOGHHLITBA, NAKYBAHHS Ta aHATI3iB 6YJI0 MeperaHyTO Ta BCTAHOBEHO
ianosignicte GMP3BiTH 3 06pobKH, ynakoBKH i aHani3is cepii 6ynu MeperyiaHyTi i BU3HAHI TAKMMH, IO
BiZNOBiAar0Te mpuHLknaM HBIT.

07. MRL 2024

[Hara/iM’s + nigruc Ynosuosax®ha oc06a 3 axocti(P, Komme)

End of Master Sheet
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