Guideline for pre-qualification

All information provided should be relevant to the specific procurement

10.

11.

12.

13.

14.

15.

16.

COMPANY PROFILE

NAtioNality Of The FIrM: oottt st ste e s e s et et e s ereasearesee e nn

TYPE OF BUSINESS: .uetieieeeeetecteeteste e e ettet et st e e eteetesteses s e sestesaes st easaseaseetesessessssassassesas st ersareatestessennannan




Professional/Educational Number of Years of

qualifications Experience

i. Management

ii. Production

iii. R&D

iv.  QA/QC

PRODUCT INFORMATION

18. Pre qualifying Item With SR NUMDET ... sttt s e nn

19, DOSAEE fOIM .ttt et cte sttt et et aesaeeteste e se s e seatesaessesersassaasebe st stenssseasassesaes st ersensatesteseennann
20. SErENEEN/VOIUME ..ottt ettt s bbb e bbb e e e b e e b st ste et besebeaebsasseasas et sebase enn
21. Specification of the Product with the standard:...........cccueeieieiieicece et st
22. Analytical Reports of finished product from WHO accredited Laboratory:......ccceeeeeeeievevercceiennenen.

23. WHO/GMP certificate (Recommendations of country of manufactured):........cccccoevevevevrineeirereennnnen.

25. Analytical reports of RAW Materials: ... ieiiiieicintisrcre et et sre et st sre e e et eta s aen e
26. Real time stability data for two batChes: ...t
27. Name of Active Pharmaceutical Ingredient’s Manufacturer:........cccceevevecece s e

28. Selection Criteria Of APl ManUaCtUIEI . ... vttt et et e eab e sbesarsesaeesaesnsaeaseesbeaas




29. International Standard followed by the Manufacturer:........ccc e

30. WHO Prequalification Status for the product ... st raer e

31. Registration certificate of the Product in the country of manufactured:........cccccovevveecininineneenneen.

32. Certificate of Registration in Sri Lanka (NMRA) certified by the Lawyer or JP:........cccoeeevvvneeveenenne.

33. List of countries that are currently using the Product.(If it is used please mark it(v))

country country country
i | Australia v Malaysia ix | Thailand
ii | Canada Vi Singapore x | England
iii | USA vii | Switzerland xi | European Union Countries
iv | Japan viii | Sweden

34, Evidence using above Country/Countries (not certified copies)

ii. COPP Certificate ettt eeteeeteeteetaeeate et teahteate et beatesheteabehe et eehbe she et tennteshe et beat sae st bent sresraes

COMMERCIAL DATA

Above details are true and accurate.

Signature of the Manufacturer/Supplier




