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:(Vaccines) o=l
National Regulatory authority (NRA) certificate.
Lot Summary Protocol document.
Finished product Certificate of analysis (COA).
Diluent or solvent Certificate of analysis (COA).

:(Blood Products) el wilaiice

National Regulatory authority (NRA) certificate.
Lot Summary Protocol document.

Finished product Certificate of analysis (COA).
Diluent or solvent Certificate of analysis (COA).
Summary Flow chart.

NRA certificate(s) of approval for plasma pools.

(Biotech. Medicine) dg.l dsgadl

Finished product Certificate of analysis (COA).
Diluent or solvent Certificate of analysis (COA).
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National Control Laboratories
Samples and Documents of Biological Products

1. Information on submitted product lot:

Product Company/agent comments NCL comments

Vaccine O

Blood product O
Biotech. Medicine o
Others:

Type of biological products

Trade name

Registration number
at SFDA

Lot number

Quantity imported to KSA
and Numbers of Doses

Number of submitted
samples to NCL

2. Information on submitted diluent or solvent lots:

Diluent or solvent Company/agent comments NCL comments

Diluent lot number

Quantity imported to KSA
and Numbers of Doses

Number of submitted

Z



dgallg danll Aqlall duall
Saudi Food & Drug Authority

Diluent(s) samples to
NCL

3. Information on submitted Documents:

Company/agent com-

Documents NCL comments
ments

Lot Summary Protocol (for Yes O

vaccine and blood product) No o
Comment:

National Regulatory Author- |Yes O

ity certificate (for vaccineand [ No O

blood product) Comment:

Finished Product Yes O

Certificate of Analysis No O
Comment:

Diluent(s) Certificate Yes O

of Analysis No O
Comment:

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

Date:
Lot Submission

Time:
Company Name

Name:

Phone No.:
Contact person

E-mail:

Signature:
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