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. National Regulatory authority (NRA) certificate (imported vaccines).

. Summary Lot Protocol documents.

. Finished product Certificate ofanalysis (COA).
o Non-insert Diluent or solvent Certificate of analysis (COA).
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Trade name and batch number ofthe vaccine.
Non-insert Diluent or solvent Batch Number(s) of the finished product (If ap-
plicable).
Vaccine Registration Number at SFDA.

Blood Products and Biotech. ) p-rlr ,il.aii-r9 i-++-r.Jt :o: :iJL ir.i,all -a-r3rYl

,(Medicines
r Finished producl Certificate ol analysis (COA).
o Non-insert Diluent or solvent Certificate ol analysis (COA).
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National Drus & Cosmetic Control Laboratories
Documents & samnles of Bio losics oroducts

1. Information on submitted product batch:

2. Information on submitted non-insert diluent or solvent batches:

26

Product Company/agent comments NDCCL comments

Type of biologics product

Vaccine n
Blood product r
Biotech. Medicine n
Others

Purpose of analysis

Saudi Drug Registration o

First Commercial Batch n
Routine r
Others

Trade name

Registration number
at SFDA

Quantity imported to KSA
& Numbers of Doses

Number of submitted
samples to NDCCL

Diluent or solvent Company/agent comments NDCCL comments

Diluent batch number

Quantity imported to KSA
& Numbers of Doses

Number of submitted
Diluent(s) samples to
NDCCL

o_____:o c_____oul,

Batch number
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3. Information on submitted Documents:

I declare that all the submitted documents and information regarding the
above mentioned batch are correct.

Documents Company/agent comments NDCCL comments

Lot Summary Protocol
(vaccine only)

National Regulatory Au-
thority certifi cate (vaccine
only )

Yes tr
Notr
Comment:

Finished Product
Certificate of Analysis

Yes tr

Notr
Comment:

Diluent(s) Certificate
of Analysis

Yes tr
Notr
Comment:

Batch Submission
Date:

Time:

Company Name

Contact person

Name:

Phone No.:

E-mail:

Signature:

Yes tr

Notr
Comment:
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