Certificate of Analysis

Certificate No.: 19343

LIVISTO

aniMedica GmbH
a LIVISTO company

Product: Animedazon Spray 211ml RO

Article number: 49593 Dosage form: Spray

Batch: 20314257 Split: 0 Package size: 12x211mi

Quantity: 10.848 Units Marketing authorisation holder: aniMedica GmbH
Manufacturing date; 10.03.2022 Registration number: 140146

Expiry date: 31.03.2025 Distributor / Importer: RO - BistriVet Rumanien
Parameter Specification Result
Appearance of spray Evenly blue coloured spray Complies
Tightness test No bubble formation, no blue colour occours Complies

Leakage test, average leakage rate
Leakage test, single container

Fill weight

Pressure testing (20°C)

Pressure testing (50°C)

Particle size

Particle size

Particle size

Particle size

Application test, UV ratio 368/638nm
Application test, delivery rate
Spray pattern, outer diameter
Spray pattern, inner/outer diameter

Identity: chiortetracycl ine-hydrochloride

Identity: chloride 2.3.1, method a
Identity: patent blue V

Assay: sum of CTC-HCI + TC-HCI
Assay: tetracycline-HClI

Impurity 4-epichlortetracycline-HCI

Total other impurities (without 4-
epichlortetracycline-HCI and tetracycline-H Cl)

</=0,7%
</=1,6%
1252..137,0¢9
3,0...4,5bar
6,0...7,5bar
>20% </=10pm
>50% </=30um
>90% </=100pm
100% </=250um
1,90 ... 2,10
1,00... 1,70
55..8,0cm
Min. 0,5

Retention times of standard and sample must
correspond (+/- 10%)

Test for chloride must correspond
UV-maximum at 638 +/-2nm
3.05...3,37

Max. 8,0 %

Max. 4,0 %

Max. 1,0 %
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Corresponds to
Corresponds to
132,09

3.5 bar

6,8 bar

39%

76%

99%

100%

1,94

1,52 g/sec

7,8 cm

0,7

Corresponds to

Corresponds to
Corresponds to
3,22 g/container
55%

1,4 %

02%
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LIVISTO

aniMedica GmbH

Certificate of Analysis a LIVISTO company
Certificate No.: 19343

Product: Animedazon Spray 211ml RO

Article number: 49593 Dosage form: Spray

Batch: 20314257 Split: 0 Package size: 12x211mi

Quantity: 10.848 Units Marketing authorisation holder: aniMedica GmbH
Manufacturing date: 10.03.2022 Registration number: 140146

Expiry date: 31.03.2025 Distributor / Importer: RO - BistriVet Ruméanien
Parameter Specification Result

Template: 1063

TAMC, TYMC, Staphylococcus aureus and Pseudomonas aeruginosa are tested periodically every 5th to 10th Batch but at least once
a year
The finished product has been tested in accordance with the testing instruction and is of the required quality.

e, 20 %/zéé/

A

Date, Signature Head of Quality Control
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LIVISTO

aniMedica GmbH

Batch ce rtificate a LIVISTO company
Certificate No.: 19343

Product: Animedazon Spray 211mi RO

Article nurber: 49593 Dosage form: Spray

Batch: ; 20314257 Split: 0 Package size: 12x211ml

Quantity: 10.848 Units Marketing authorisation holder: aniMedica GmbH
Manufacturing date: 10.03.2022 Registration number: 140146

Expiry date: 31.03.2025 Distributor / Importer: RO - BistriVet Rumanien

correct. This batch has been manufactured, including packaging and quality control,
e local regulatory authority and with the information in the marketing authorisation as
instructions. The batch processing, packaging and analytical documentation has
guidelines. All deviations were evaluated before batch release.

This batch has the required quality and
D is released for delivery

is released for the market

/ / / /
/ / / £

K / / /

Remarks:

AN LU

Date, Signature Qualified Person

Ed Dr. Hans-Jérg Lange ] n PruBeit []Or. Jirgen Schiuter []or. Bernd Manfred Maller

[[] utrich Kontny
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