Certificate of Analysis

Certificate No.; 52802

¢

LIVISTO

aniMedica Herstellungs GmbH
a LIVISTO company

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

Article number: 00100357 Dosage form: Solution for injection

Batch: 22041102 Split: 0 Package size: 100mi

Quantity: 2.016 Units Marketing authorisation holder: Livisto Int!

Manufacturing date: 18.10.2022 Registration number: 180002

Expiry date: 30.09.2026 Distributor / Importer: RO - BistriVet Rumanien

Parameter Specification Result

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

Batch packaging record
pH

Relative density
Extractable volume

Identity: dexamethasone sodium phosphate
Identity: benzyl alcohol

Assay: dexamethasone sodium phosphate
Assay: benzyl alcohol

Impurity: dexamethasone

Any unspecified impurity

Total impurities

Sterility

visible particles

batch packaging record complies
70..8,0

1,003 ...1,013

Min. 100,0 %

Retention times and UV spectrum of standard
and sample must correspond

Retention times and UV spectrum of standard
and sample must correspond

2,50 ... 2,76 mg/ml
14,0 ... 17,2 mg/ml
Max. 1,0 %

Max. 1,0 %

Max. 5,0 %

Sterile

free of visible particles
Corresponds to

7.4

1,010

101,6 %

Corresponds to

Corresponds to

2,64 mg/ml
15,6 mg/ml
<0,1%
0.1%

0.4 %

Corresponds to

Template: 2116

The finished product has been tested in accordance with the testing instruction and is of the required quality.

8, JAN, 2003 w

Date, Signature Head of Quality Control

Amtsgericht Coesfeld Im Siidfeld 9
HRB-Nr. 10339
Geschaftsfiihrer:

Thomas Haltker

Deutschland

48308 Senden-Bosensell

T +49 2536 33 02-0
F +49 2536 33 02-110

www,livisto.com

Along with you



Batch certificate

#
LIVISTO

aniMedica Herstellungs GmbH

Certificate No.: 52802 8 LIVISTO company
Product: Dexafast 2mg/ml inj 100ml EP RO
Article number: 00100357 Dosage form: Solution for injection
Batch: 22041102 Split: 0 Package size: 100ml
Quantity: 2.016 Units Marketing authorisation holder: Livisto Int'l
Manufacturing date: 18.10.2022 Registration number: 190002
Expiry date: 30.09.2026 Distributor / Importer:

RO - BistriVet Rumanien

| certify that the above information is authentic and correct. This batch has been manufactured, including packaging and quality control,
in full compliance with the GMP requirements of the local regulatory authority and with the information in the marketing authorisation as

laid down in the manufacturing and quality control instructions. The batch processing, packaging and analytical documentation has
been reviewed and is in full compliance with GMP guidelines. All deviations were evaluated before batch release.

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

/ /

Remarks:

/ /

/ /

YA qﬂ/4

Date, Signature Qualified Pérson

EI Dr. Hans-Jérg Lange anBruns  [_]Dr. Jiirgen Schiiiter
Amtsgericht Coesfeld Im Siidfeld 9 T+49 2536 33 02-0
HRB-Nr. 10339 48308 Senden-Bésensell F +49 2536 33 02-110
Geschiftsfiihrer: Deutschland

Thomas Haltker

www.livisto.com

[[J or. Bemd Manfred Miiller [] urrich Kontny

Along with you



