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Name of Manufacturer -

Requirements for Recipe Evaluation

Table-1 : Product Development

(1 2 3 4 5 6 7 8 9 10

SI | Name of DCC Therapeutic | Product Status of Product | Status of Batch Batch size Packaging

No. | product Reference Class Development Development Stability study | no. Mood
(Generic Name, No. Facilities available
Strength & or not
Dosage Form

11 12 13

Recommended storage condition Source of Raw Material Remarks




Requirements for Recipe Evaluation

Table-2 : Quality Control

1 2 3 4 5 6 7 8 9 10
SI | Name of product (Generic | Active Major Test & Equipment | Equipment | Other Test& Remarks
No | Name ,Strength & Dosage | Ingradient/ | Excipients | Analytical needed available or | facilities Analytical

Form Ingradients Method. Active not available or | Method
& ingradient and not (
Drug Product Reference Status:
with reference standard/ Validated/
(Pharmacopoeia Working verified or
/In house ) standard , not

Technical ,
Person etc)




Requirements for Recipe Evaluation

Tabele-3 : Production

required
utility /
services
,Technical
Person etc )

1 2 3 4 5 6 7 8 9 10
SL | Name of product Active - Production Production Air class / Major Machinery Other Remarks
No. | (Generic Name Ingradient/ Line Line Exist or production Machinery available or facilities

,Strength & Dosage Ingradients not Environment needed not available or
Form not 9such as




