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FP Batch Number: 2400758 SFP Batch Number:2400400
Manufacturing date: 31-MAR-2014 FP_ received at LC on:24/06/2014
Expiration Date: MAR-2017 Shupment Number981491
Country: - HUNGARY - POLAND
TEST / DATA RESULT UNIT SPECIFICATION
Description Conform NIA A light yellow opaque paste free from agglomerates or

visible foreign particles.

Syringeability Conform N/A Easily syringeable with no obstruction
Weight variation Conform N/A No individual syringe less than 100%
Pyrantel identification Conform N/A Retention time of sample and standard must concur
Methyl- and Propyl-Parabens identification Conform N/A Retention time of sample and standard must concur
Pyrantel base assay 99 % 95%<=x<=105% of 7.5 mg/g
Methyl-Paraben potency 98 % 90%=<=x<=110% of 1.8 mg/g
Propyl-paraben potency 96 % 90%=<=x<=110% of 0.2 mg/g
Impurity cis-isomer Not detected % Cis-isomer <=0.5%
Impurity amide Not detected % Amide <=0.4%
Impurity total unspecified Not detected % Total unspecified <=1.0%
Viable micro-organisms count <1 CFU/g <=1000 CFU/g (interpreted as 2 x defined limit)
Moulds and yeast content <1 CFU/g <=100 CFU/g (interpreted as 2 x defined limit)
E. coli content 0 germes/g Not presentin 1 g
Salmonella content 0 germes/g Not presentin 1 g
Pseudomonas aeruginosa content 0 germes/g Not presentin 1 g
Staph. aureus content 0 germes/g Not presentin1g
Other enterobacteriaceae content 0 CFU/lg <=100 CFU/g

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control in full compliance with the GMP requirements of the local regulatory authority and with those

stipulated in the Marketing Authorization.
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Dot tation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies, Distribution to third parties without prior permission is prohibited.
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