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CERTIFICATE OF ANALYSIS
CEPTUD®IKAT AHAJII3Y
eibe GmbH
Product name Lip Herpes Gel for external use Country of manufacturing Germany

. Importing country: Ukraine
i ro 3a B : =
AUIA 30BHIIIHEOTO 3aCTOCYBAHHS Jlepxapa-immoprep: Vipaina

Article-code/Koa apruxyuy: Ident-No / Inenudikauiinmii HOMep:
V100165 21896861

Form of release Gel

©opMa BHITyCKy I'ens

Package size and type 2 g, tube
Poamip ta Tun nakyeanns | 2r, TyOa

Certificate of Conformity Ne PR.823-19 since 04.09.2020 until 31.03.2024
Cepudikar sianoeinuocti Ne PR.823-19 8iz 04.09.2020 no 31.03.2024 p.

Batch number: / Homep cepii: 103 Batch size (pcs.): / Posmip cepii (1ur.): 16000

Manufacturing date: [lata BHpoOHuUIITBA:
09/2021 09/2024

Expiry date:/ [lata 3axinuenns CTPOKY NPHOATHOCTI!

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

HaliMenypauns ta MicuesHaxomkenns AiNbHAULI 3 BAPOGHHLTBA: MiGe TMGX Apunaiimirrens, HiMewuuna,
Mionxenepurrpacce 15, Bpena, Cakconia-Anxanst, 06796, Himeyunna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2021_0005

Homep ninensii ainshuui 3 BHpOoGHHUITBA. Ne DE_DE_ST 01_MIA 202 1_0005

Certificate GMP. No. DE_ST_01_GMP_2021_0013

Ceprudixar GMP Ne DE_ST 01 GMP 2021 0013

Tests Method Specification Result
Mokazuuk Merton Cremmdikanii Peaynetar
Appearance visual inspection white or light yellow, homogeneous gel complies
Onne Bi3yalisHO 6innit 260 criTNO-KOBTH ONHOPimHMM rens  Binmosigae
Odour Organoleptic test practically odourless complies
3amax OpranonenTHYHIM MeTo0M npakTHIHO 6e3 3amaxy Bignosigae
Viscosity Ph.Eur, 2.2.10 Brookfield 4,0 12,0 Pas 7,4 Pas
25°C 7.4 Ila/c
B’azkicTs €9 2.2.10, BickozuMeTp 4,0- 12,0 Ta/c
Brookfield 25 °C
Relative density Ph.Eur. 2.2.5 0,999 - 1,030 1,030
BignocHa rycrtuna €225 0,999 - 1,030 1,030
pH Ph.Eur. 2.2.3 48-53 52
pH €223 48-53 5.2

Assay
Kinbkiche Bu3nauenns

Prepared and checked by: Liudmyla Maistrenko
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Silicon dioxide RFA (external) 4,02-492g/100 g 452g/100¢g
JiokcHuz KpeMHis aHanizaTop 3 rALMYIOUHM 402-492r/100r 4,52r/100r
nosieM (30BHilHiH)
Potassium sorbate PV-QH-012 (every 10" 0,27-033g/100¢g tested on
Copbar kanio batch / once a year) batch 210402
PV-QH-012 (xoxna 0,27-0,33r/100r npoTecTOo-
10 cepia / onuu pas na pik) BaHO Ha cepii:
210402
Microbiological quality* Ph. Eur. 2.6.12/2.6.13 Ph. Eur, 5,1.4, cutaneous use complies
MikpoGionoriusa uucrora*  €® 2.6.12/2.6.13 €Eb514 Bianosinae
Aa HAIKIPHOTO 3aCTOCYBAHHA
Package
VakoBka
Batch-description PV-Q-001 the batch-description of the complies
Onuce cepii package is complied with the Binnosinac
batch-documentation
ONHC cepii Ha yrnakoBNi Bignosinae
ZOKyMeHTallii Ha cepiko
Description of shelf life PV-Q-001 description of shelf life is complied complies
Onuc TepMiny 36epirasns with the batch-documentation BiiMOBinae
OMHC TEpMiHYy 36epiranns Binnosinae
JIOKyMeHTalil Ha cepito
Fill quantity FertigPackV average>20g 22¢g
Kinpxicts npemapary y cepennsomy > 2,0 r 22T
B YNaKoBLj
Comments not applicable
Komenrapi HE 3aCTOCOBYETHCA

* Test is done on every fifth batch or at least once per year.
* BunpoGyBanHs NpoBoaATECA Ha KOXHIH ' ATl cepii moHalMenme 0aMH pa3 Ha pik

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 in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Lum 1 3acBinuyio, wo HaBeneHa Buie iHopMaLlis € IOCTORIPHOIO TA TOUHOIO. Lo cepiro npoaykuii 6yn0
BHPOGJIEHO (BKIIIOMAIOYH NAKyBaHHS/MapKYBaHHS) Ta MPOBENICHO KOHTPO i1 AKOCTI Ha BHLIE3A3HAYEHIH
ALTLHML Y MOBHIMH BiNOBIZHOCTI 3 BUMOraMH GMP, BcTaHOBNEHHMH MICLICBHM PEryNATOPHHM OPraHoM, a
TAKOXK BilNOBIAHO 10 cneuudikaniii, o MicTATLCS ¥ PeecTpauifiHoMy JI0che KpaiHu-iMriopTepa Ha npenapar Jyuis
AOCIIi/DKYBAHOTO Jtikapekkoro 3acoBy. ITpotokonu BHPOOHHLITBA, NAKyBaHHA Ta aHani3iB Gyo NIEPErNIAHYTO Ta
BCTaHOBJIEHO BiAnoBianicte GMP

21 KT, 200 % |
N—

Date/Name + Sign Quality control (W
Aara/im’s + nianuc npeacrasuuka sifininy KoHTpomo sxocTi (P. Konne)

----- End of Master Sheet
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Prepared and checked by: Liudmyla Maistrenko . Wi v v, Friedrich Koppe
A
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