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BIOVETA, a.s., Komenského 212, 68
Phone: 00420-5173 18609

3 23 Ivanovice na Hané, CZECH REPUBLIC
Fax: 00420-517363319

CERTIFICATE OF ANALYSIS

Product: GAMARET, suspensie intramamara
Batch No.: 555826 A
Expiry: 07.05.2020
Date of production: 08.08.2019
Results of analysis:

Tests Release limits Shelf-life limits Results
Appearance Homogenous, low yellowish suspension. conforms
Content of the original package min. 10.0 ml 10.5 ml
Sterility The preparation must be sterile. sterile
Identity test.:
Novobiocine Shall conform. conforms
Benzylpeniciline Procaine Shall conform. conforms
Neomycine Shall conform. conforms
Dihydrostreptomycine Shall conform. conforms
Prednisolum Shall conform. conforms
Assay of:
Neomycine sulfas 9690 -10 710 IU/ml 10 180 IU/ml
Novobiocine 9.50 — 10.50 mg/ml 9.61 mg/ml
Benzylpeniciline Procaine 9.50 - 10.50 mg/ml 10.15 mg/ml
Dihydrostreptomycine sulfas 8 669 —9581 |U/ml 9043 IU/ml
Prednisolonum 0.95 - 1.05 mg/ml 0.99 mg/ml
Purity tests:
Novobiocin impurities
- decarbamylnovobiocin £6.0% 3.09%
- carbamylnovobiocin <3.0% 212 %
- any other impurity <1.0% ND
- sum of all impurities £120% 6.84 %
Neomycin impurities
-neomycin C 3.0-15.0% 6.250 %
-neamine £2.0% ND
- any individual unknown impurities £5.0% ND
- sum of impurities without neomycinC | £15.0% 0.0 %
Procaine benzylpenicillin impurities
-impurity A max 1.0 % 0.21%
-any individual unknown impurity max 1.0 % <1.0%
-sum of all impurities max. 5.0 % 2.86 %
Dihydrostreptomycine impurities
-impurityA,B £1.0% 0.94 %/ND
-impurityC £2.0% ND
-any individual unknown impurity <1.0% <1.0%
-sum of all impurities <5.0% 1.71%
Prednisolone impurities
-impurity A,B,C, J and F £1.0% 0.4%/0.08%/0.43%

0.68 %/0.05 %

-any individual unknown impurity <1.0% ND
- sum of all impurities £5.0% 1.63 %
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