e

Certificate of Analysis
Cerlificate No.: 48258

LIVISTO

aniMedica Herstellungs GmbH

a LIVISTO company

Product: Dexafast 2mg/ml inj 100ml EP RO

Article number; 00100357 Dosage form: Solution for injection

Baich: 22020003 Split: 0 Package size; 100mi

Quantity: 3.808 Units Marketing authorisation holder: Livisto [ntl

Manufacturing date: 01.03,2022 Registration number: 190002

Expiry date: 28.02.2026 Distributor / Importer: RO - BistriVet Rumanien

Parameter Specification Result

Appearance Clear, colourless solution essentially free of Clear, colourless solution

Batch packaging record

pH

Relative density

Extractable volume

Identity: dexamethasone sedium phosphate

Identity: benzyl alcohol

Assay: dexamethasone sodium p.f'nosphata
Assay: benzyl alcohaol

Impurity: dexamethascne

Any unspecified impurity

Total impurities

Sterility

visible particles essentially free of visible particles
batch packaging recerd complies Corresponds to
7.0..80 7.4

1,003 ... 1,013 1,010

Min. 100,0 % 102,0%
Retention times and UV spectrum of standard Corresponds to
and sampfe must correspond

Retention fimes and UV spectrum of standard Corresponds to
and sample must corespond

2,60 .., 2,76 mg/m! 2,71 mglml
14,0 ... 17,2 mg/ml 15,7 mg/ml
Max. 1,0 % <01%

Max. 1,0% 01%

Max. 5.0 % 05%

Sterile

Correspands to

The finished product has been tested in

13 MRL 7672

Date, Signature Head of Quality Contral
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cordance with the testing instruction and is of the required quality,
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Certificate No.: 48258

Product: Dexafast 2mg/m| inf 100m| EP RO

Article number: 00100357 Desage form: Solution for injection
Batch; 22020003 Split; 0 Package size: 100m|

Quantity: 3.808 Units Marksting authorisation holder: Livisto Int|
Manufacturing date: 01.03.2022 Registration number: 150002

Expiry date; 28.02,2026 Distributor / Imparter: RO - BisttiVet Rumanien

This batch has the required quality and

D is released for delivery

]E is released for the market

Remarks:

4

: Wiactured, including pa ing-and qu control,
e GMP requirements of the focal regulatory authority and with the i o e
laid down in the manufacturing and quality control instructions. The batch processing, pa
been reviewed and is in full compliance with GMP guidelines. All deviations were evalua

nformation in the markating authorisation as
ckaging and analyﬁcai-dummentaﬁun has
ted before batch release.

[R] Or. Hans-Jérg Lange

[[] utrich Kontny
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