Annex VI: Documents to be enclosed for applying registration and license of veterinary
drugs manufactured exclusively for export

Active in-
Veteri- |gredients . .
. | Veterinary |[Veterinary
nary |ofveteri-| __ . .
Item Document to be enclosed disinfect- immmuno-
pharma-| nary . .
) ants biologicals
ceuticals | pharma-
ceuticals
One copy of affidavit stating that the product is
1 ) O O O O
exclusively for export
Five copies of application form for registration
2 | and license of the manufactured veterinary O O O O
drug
3 | Five copies of label and insert pasting sheet O O O O
One copy of the factory registration certificate O O O O
Two copies each of inspection specification,
5 | method, and test report of the finished prod- O O O O
ucts
6 | Batch manufacturing record O O O O
Name, origin, character, and passage and
7 | preservation methods of the master/working X X X O
seed for manufacturing
Annotation:

L.
II.

II1.

O :Documents are required. X: Documents are not required.

Please refer to Annex 2 for the relevant provisions of the application form, label and insert

pasting sheet draft, and finished product inspection report.

The affidavit stating that the product is exclusively for export: refers to the document that the

applicant signs declaring that the veterinary drugs in the application are for export only and

will not be gifted or sold domestically. The document shall also indicate the company name,

address, name of the responsible person, and the date of signing, with the same seal affixed as

the one on the application. In the case of entrusted manufacturing, both the consignor and con-

signee shall sign.
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