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ICertificate of analysis & compliance

Gellic intime gel
Trade Names  Gellic

Montavit
Pharmazeutische Fabrik
Montavit Ges.m.b,H.

Size: P20g Production date:  15.07.2023 SeEtemdane B
Lot Size: 10000 pes. Expiry date: 2028-07
Batch no.: 773 Country of manufacturer: Austria
Dosage form:  gel 20g in tube Manufacturing license: 480347
No1
f“N_O Test Method Nominal / Limit Specification - ﬁg{fgij
10 Appearance Visual, clear, colourless and odourless complies
arganoleptic gel
20 pH-value Ph.Eur. curr. 6,0 ( 85 - 865 ) 6,0
ed., 2.2.3
40 Viscosity Ph.Eur. curr. 3200 ( 2800 - 3600 mPas ) 3214
ed., 2.2.10
60 identity Ph.Eur. curr. ed., retention time and DAD- complies
Chiorhexidine 2.2.29 spectrum comply with reference
dihydrochloride standard
80 Assay Ph.Eur. curr. 10,0 { 90 - 11,0 mg/00g ) 10,0
Chlorhexidine ed., 2.2.29
dihydrochloride
&0 Total aerobic Ph.Eur. curr. 200 { - 200 cfulg ) 5
microbial ed., 2.6.12
count(TAMC)
100 Total combined Ph.Eur. curr. 20 { - 20 cfulg ) 5
yeasts/moulds ed., 2.6.12
count(TYMC)
1a Pseudomonas Ph.Eur. curr. ed,, complies
aeruginosa 2.6.13
120 Staphylococcus Ph.Eur. curr. ed,, complies
aureus 2.6.13
130 Candida albicans Ph.Eur. curr. ed., complies
26.13

Pharmazeulische E*abwi«

Montavit
Geselischalt mit beschransier 1 1aftung
6067 Absam '/ T!raé
Qualified parson
Dy, Dirk Stetinmann

Procedure: SOP-AP 205410

The analysed batch complfes with the release specification.

[X| The batch is released.
EC-Declaration of conformity

according annex |l of the Council Directive 93/42/EEC and 2007/47 concerning medical devices

We, Pharmazeutische Fabrik Montavit Ges.m.b.H., Salzbergstrale 96, A-6067 Absam/Tirol

declare under our sole responsibility that the product meets the provisions of the Council Directive 93/42/EEC
and 2007/47 concerning medical devices which apply to it.

1 28.07.2023

- Date/Signature
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