Certificate of éna!ysis & compliance
Dermodrin ointment 20malg

Montavit

Expiry date: 06 2026 s
Size: 20g Reg. No..  UA/BB98/01/01 Salzbergstrafie 95
Lot Size: 10000 pcs. Country of manufacturer: Austria 8067 Absam
Batch no.: 1307 GMP Certificate No.: 480347-13759752
Dosage form; ointment 20mg/g in lube Not Manufacturing license: 480347
Active substance; diiphenhydramine hydrochioride 20mg/a Production date: 23.06.2023
iNo. Test Method Nominal / Limit Specification Result |
10 Appearance Visual white ointment complies
20 pH-value Ph.Eur. curr, 6,4 ( 62 - B8 } 6,3
ed., 2.2.3
30 Identity Ph.Eur. curr. ed., retention time and DAD- complies
Diphenhydramine  2.2.29 spectrum comply with
hydrochloride reference standard
31 Identity Benzhydral  Ph.Eur. curr. ed., retention time and DAD- complies
2229 spectrum comply with
reference standard
32 Identity Ph.Eur. curr. ed., retention time and DAD- complies
Benzophenone 2.2.29 spectrum comply with
reference standard
40 Identity Methyl Ph.Eur, curr, ed., retention time and DAD- complies
parahydroxybenzoa 2.2.29 spectrum comply with
te reference standard
50 Assay Ph.Eur. curr. 2000,0 { 1800,0 - 21000 mg/100g ) 19928
Diphenhydramine ed., 2.2.29
hydrochloride
51 Assay Benzhydrol ~ Ph.Eur. curr, 1% c,0
ed., 2.2.29
52 Assay Ph.Eur. curr. 51 % 0,0
Benzophenone ed., 2.2.29
54 Each unspecified Ph.Eur. curr. ed., =02 % complies
fmpurity 2.2.29
55 Total impurities Ph.Eur. curr. <3 % 0.9
ed., 2.2.29
80 Assay Methyl Ph.Eur. curr. 1500 ( 1425 - 1575 mg/i00g ) 155,9
parahydroxybenzoa ed., 2.2.29
1o
70 Total aerobic Ph.Eur. curr. 2*10¢cfulg 5
microbial ed., 2.6.12
count(TAMC) !
80 Total combined Ph.Eur. curr. 2*10¢fulg 5
yeasts/moulds ed., 26.12
count{TYMC)
90 Staphylococcus Ph.Eur. curr. ed., absencein1g complies
aureus 2.6.13
100 Pseudomonas Ph.Eur. curr. ed., absencein 1g complies
aeruginosa 2.6.13

Batoh records, raw data, external certificates, expiry date and retain samples are checked and comply,

The analysed batch complies with the release specification.

| hereby certify that the above information is authentic and accurate. This batch of product has besn manufactured, including
patkaging/iabelling and guality contrel at the above-mentionad site(s) in full coripliance with GMP requirements of the local Regulatory
Authority; as well as in-accordance with the specifications contained in the registration dossier or Marketing Authorisaticn of the country -
manufacturer or the importing country if the product is imported, or in the product specification file for investigational Madicinal Produgts.
The batch processing, packaging and analysis recerds were reviewed and found to be in compliance with GMP.
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! Ceprudikar sikocri

i Jepmanpin mase 20 mr/r, 20 r

Montavit

Posuip ynakoexu: 201

Cepin Ne.: 1307
Mata pupoduuurea: 23.06.2023

Kinbkicth viiakopok 8 cepiit 10000

Jara saxinuenus repminy npuaarnocti; 06 2026

Dopma BHIIYCKY: Masb, 20Mr/r B TYOI Nel

Jiroua pevoruna: Andenriapaminy
rigpoxiaopua 20 mr/r

Kpaina-supobiug : ABcTpis
BupoOuuk: Gapmancytime dabpi
Monrapit 1".m.0.X.

Anpeca: 3anubeprurrpace 96

6067 AG3am. AscTpis

PIT No: UA/8996/01/01

GMP ceprudpicar No: 480347-13759752

Jlinenzis Ha supoGHuLTBO: 480347

Meroa Bumoru | Pesyawrar
3oBHilHIE BHrAHIL bina masb Bianosizac
pH 22.3.€. @ 6.4 (6.2 - 6,6) 6.3
Lrenmudiranis aiogol peqosnun i
Iudenriapamin riapoxsopun 2229.€. @ Yac yTpuMania 8LANOBLIAE CTAHAAPTY | BiANOBiAac
lnenTugikauis aomimor
bewsriapons 2229.€. ¢ Yac yrpumanna gianosizae cranaapty | ianopiiac
Beusodenon 2.2.29.€. @, Yac yrpuMaHig sianosinzae cradnapry | sianosinae
[nenTndiraunis koncepranry
Metwinapariapoxcubenioar 2.2.29. €. . Yac yrpuManis BULTOBI e CTaHaapTy | BiAnosiiae
Bmict airouol pewosinu
JludpenriapaMin riapoxnopi 22.29.€. D, 2000,0 (1900,0 - 2100,0 Mmr/1001) 1992.8
Bwmicr aomimox
beusriaponn 2.229. €. O. <1.0% 0.0
bensodenon 2229 €. . <1,0% 0.0
Onunuuna Heinnedikosana qomimka | 2.2.29. €. @, <0.2% BIANOBINAE
Cyma poMmiurox 2229 €., <3.0% 0.9
BwmicTt KoncepsauTy
MeTinapariapokenGenzoar 2.2.29. €. ], 130.0 (142,5 — 157,5 mr/100r) 1559
Mikpobioaoriaui Tecin C.0. a.ena 5.1.4. Kareropis 2
TAMC 2.6.12. €. @ 2x 1051 5
TYMC 2:6.12. €. D. 2x 10Yr 5
Pseudomonas aeruginosa 2.6.13. €. @ Bizcyruis 1 r Bizanosinae
Staphvlococcus aureus 2.6.13.€. . Bigeyrnis | r Bixnosizae

Cepiio Bmwmum
Abzaw, 27.12.2023
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JokyMeHTatlis Woao cepii. Aani PO CHPOBIIY. 30BHIUHT CepTHPIKATH, TEPMill IPHAATHOCTI Ta BLAIBPani 3pasky nepesipeni 1a
BLUTOBLAAIOTE ADOMUM BHMOTaM. 3asHaueHa cepis sinoniiac enetgudianii
Lina 5 sackiauyio. Wo wabesena suule indopmain € aocropipnoio ta rounoio. (Lo cepio npoaykuii 6y 10 supotieno
(BKMOYAI0NA TIAKYBAHHE/MAPKY BAHHA) T TTPORCACHO KOHTPOIL 1T SKOCTI Ha BHesazaienii Ainuul y nosuii sianosinyocri 3
sumorasit GMP, BCTAHOBACHHME MICLEBIM PErYARTOPHHM OPIaHOM, a TAKOXK BLINOBIAHO 10 crieunpikaiii, wo MIcTaThes ¥
peceTpaiiinoMy Aocke abo Toprosiff inensit kpaiuu- uupoﬁ:mm a6o kpaiis-iIMITOpTepa, SKII0 TPOIYKIIO IMNopTroBano ado y
Aocke cneundikalliii Ha Npenapar s J0CILIKYBAHOTO AiKapehkoTy mmm Hpmmaaal.lpumuuu Ba. NAKYBAHHY T4 anasisis
Gy 10 HICPErIRYTO T4 BCTAHORASHO BianosiHicTs GMP,
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