Nirbac Certificat d / Avlvils cerioate
Certificat de tion / Release certificate

PRODUIT / PRODUCT : BORGAL 24% 100ML RO
Code produit / Code product : 306236
Lot N / Baich N° . 5G13
Quantité / Quantity : 7962P
Date de fabrication / Manufacturing date - October 2015
Date de validité / Expiry date : September 2020
Résultats exprimés pour 100 mi / Resulls expressed for 100 mi of finished product Ot €6aen / prinind oo
Lot informatique / IT batch number 7348667 November 18,2015
ANALYSES / ANALYSIS RESULTATS / RESULTS | NORMES / STANDARDS
CHARACTERS
Appearance Passed Clear, light brownish yellow
solution (max BY1) practically
free from visible particles
pH undiluted 98 9310100
pH diluted with water (1/1) 8.9 801095
Relative Density at 20°C 1.236 1.210 to 1.250
Extractable volume 103 ml Min. 100 mi
IDENTIFICATIONS
Sulfadoxine Passed Rt of comresponding peak
complies
Trimethoprim Passed Rt of coresponding peak
complies
TESTS
Baclerial count <5 Max 10 UFC/100 mi
Starility Passed No growth detactable
RELATED SUBSTANCES
Sulfadoxin, known single 0.2% Max. 0.5 %
Sulfadoxin, known sum 02% Max 1%
Trimethoprim, known single 0.0% Max. 0.3 %
Trimethoprim, unknown single 00% Max. 0.5 %
Trimethoprim, known sum 0.0% Max. 0.5 %
Triméthoprim, unknown sum 0% Max. 1%
ASSAYS
Sulfadoxin 2019 190tc 210 ¢g
Trimethoprim 396¢g 1380104209

Je certifie que le lot ci-dessus a été fabriqué, analysé et conirbié selon les BPF et les axigences de 'AMM. Ce lot
est canforme pour la mise sur le marché.

| certify that above mentioned product has been manufactured and checked in compliance with the GMP
requirements and the specifications in the markeling authorization, and is satisfactory for release for sala.

DECISION : Accepté le / Released by Personne habilitée / Qualified Person
CHAUTARD A
Date de libération / release dale 13112015
iBad 150 RUF LN aE L 8311 CARROS CEDEX FRAMNCT TEL Oa 82 OB M S0 FAX G4 %7 o8 71 43 E-MAN. vonumcrilvirbac.com

EFCiN ERE AVESAE JORAM - 0 - i 14 CARFOA AT asdnvewE L DORECTOMAE ET CUNEL L DE SUS LLAMCE AL CAFTAL DF W 372 500 TLURCA. - 407 3l hE) RO cirtacs s




