Certificate of analysis & compliance
Cathejell Lidocain Wortavit
. . . Phamazeulische Fabrik
Size: 12,59 No28 Expiry date: 04 2027 Moritavit Ges.m.b.H,
Lot Size: 1620 pes. Reg. No..  UA/4660/01/01 Salzbergstrale 96
Batch no. 31651 Country of manufacturer; Austria 6067 Absam
Dosage form: gel 12,5g pre-~fild accordion syringe GMP Certificate No.: 480347-13759752
Active substance:  Lidocaine hydrochloride 20mg/g Manufacturing license: 480347
Chlorhexidine dihydrochloride 0,5mg... Praduction date: 03.04.2024
No. Test Method Nominal / Limit Specification Result
10 Appearance Visual clear, calourless gel complies
20 pH-value Ph.Eur. curr. 6,0 { 806 - 70 ) 6,3
ed., 2.2.3
50 Identity Lidocaine  Ph.Eur. curr. ed., retention time and DAD- complies
hydrochloride 2.2.29 spectrum comply with
reference standard
51 Identity 2,6~ Ph.Eur. curr. ed., retention time complies with complies
Dimethylaniline 2.2.29 reference standard
60 [dentity Ph.Eur. curr, ed., retention time and DAD- complies
Chiorhexidine 2.2.29 spectrum comply with
dihydrochloride reference standard
61 [dentity 4- Ph.Eur. curr. ed., retention time complies with complies
Chloroaniline 2.2.29 reference standard
70 Assay Lidocaine Ph.Euar curr 2000,0  ( 1200,0 - 2100,0 mg/100g ) 1853,0
hydrochloride ed., 2.2.29
71 Assay 2.6~ Ph.Eur curr. 004 % 0,00
Dimethylaniline ed., 2.2.29
72 Each unspacified Ph.Ear. curr. ed,, 02 % complies
impurity 2.2.2¢9
75 Total impurities Fh.Eur scurr. 205 % 0.0
ed,, 2.2.29
80 Assay Ph.Eur. curr. 50,0 { 475 - 6525 mg/l100g ) 50,6
Chlorhexidine ed., 2.2.29
dihydrochioride
81 Assay 4« Ph.Eur. curr. 203 % 0,2
Chlareanifine ed, 2.2.29
g0 Sterility Ph.Eur. curr. ed., sterile (FO » 20, SAL < 10 E-6) complies
5.1.5

- Batch records, raw data, external ceriificates, expiry date and retain samples are checked and comply. T
The analysed batch compiies with the release specification,

I hereby certify that the above information is authentic and accurate. This baich of product has been manufactured, including
packaging/labeling and quality control at the above-mentioned site(s) in full compliance with GMP requirements of the local Regulatary
Authority, as well as in accordance with the specifications contained in the registration dossier or Marketing Authorisation of the country -
manufacturer or the importing country if the product is imported, or in the product specification file for snvesttqatxonal Medicinal Proaucts
The batch processing, packaging and analysis records were reviewed and found to be in compllanc;_ {

[X] The batch is released.
23.05.2024
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