CERTIFICATE OF ANALYSIS

Name CEVAXEL RTU Batch N° 138A4
Presentation 100 ml
Code list CE311M10E Manufacturing date 23-JAN-2014
Expiry date 23-JAN-2017
Tests Specifications Results
After a vigorous shaking, an oily beige  COMPLIES

Appearance :

suspension is obtained

Kﬁ/erage fill volume : 100 - 110 % 102

Relative density ; 0.935 - 0.9585 0.948

IDENTIFICATIONS — e

Ceftiofur (as hydrochloride);

- by HPLC Concordant with the Rt of reference  (COMPLIES
substance

- by UV diode array ) UV spectra superimposable COMPLIES

TESTS i o

Particles size distribution;

Do <10 um 6

g\/lscosi(&z at20°c: 15 - 21 mPa.s 18

E\Naterconteht (KF) <=1.0 % 0.3

Extractable volume : >= 100 % of nominal volume - COMPLIES

Degradation products : j TTE————— -

i‘é"/'\'nticeft’ib%&F'"'m"’"""

This batch has been tested jn.reference to the

e

COMPLIES / NOT CONPLIES

Batch Release nu'ﬁ/x"ber
Batch Release date

The undersigned certifies this Is a true copy of the results of tesls andyaséys.
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Ceva Santé Animale

1-APR-2014

requirements
Checked by :

347764

ACCEPTED hy

Sigge social : 10, av. de La Ballastiére - 33500 Libourne - France

Adresse postale : 530126 - 33501 Libourne Cedex
T80 0033(0) 557 554040 - Fax . G033 {0) 5 57 554198

www.ceva.com - contact@ceva.com

SA au capital de 40 331 892 Euros - RCS Libourne B 301 763 405

dossier in force and has been found to meet the specification

Marine BREPSON

Steplianie ZEBST
Quality-Assurance Manager
p gl
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CERTIFICATE OF ANALYSIS

Name CEVAXEL RTU Batch N° 138A4

Presentation 100 mi

Code list C58110E Manufacturing date 23-JAN-2014

Expiry date 23-JAN-2017

Tests Specxflcatlons o Results )

TESTS _ B | I S

- Known lmpurlty (each) <=1.0 0.3

L Other individual impurity (E’nCh) k10 oo h

P —— e S s S

Ceftiofur (as hydrochloride): (HPLC) 475 - 525 % miv 5.07

STERILIrY s s i S R N B B AR - R T

According to Ph. Eur, Sterile !C,OMPLIES

This batch has been tested in reference to the dossier in force and has been found to meet the specification
requirements

COMPLIES/NOT COMPL!ES Checked by : Marine BREPSON
Batch Release nun)bék‘ 347764 - -
e A . -
[»

The undersigned certifies this Is a true copy of the results of tests and agsa "
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