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e National Regulatory authority (NRA) certificate (imported vaccines).
e Summary Lot Protocol documents.
e Finished product Certificate of analysis (COA).

e Non-insert Diluent or solvent Certificate of analysis (COA).

Slaglatl Le__aaic,._..ra.a (CDs) asig asI1 (pideesd Lo oMei Sllaill gudds (i

Pk
¢ Trade name and batch number of the vaccine.
e Non-insert Diluent or solvent Batch Number(s) of the finished product (If ap-
plicable).

e Vaccine Registration Number at SFDA.
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e Finished product Certificate of analysis (COA).
o Non-insert Diluent or solvent Certificate of analysis (COA).

(3250) Zaguod| Sl pasiotly polsdl Slically B35 @ulud phgad ataad | (g

iy it g dsd) alls 1915,
Ol pint g Coloms¥| LAY (GULALIY (put I o Lie

PRV TRV RPN

+977 11 FVO1 1€ ;gudlo . +9707 11 F-PACTT suaila VIEA . IPOIF (.o gubo (10 - esall el (syilall @bl - Bl - €9-£ - &ageaull sl @slaall

Kingdom of Saudi Arabia -Riyadh - 4904 Northern Ring Road Riyadh - Hittin PO.Box: 13513 -7148 - Tel: +966 11 2038222 - Fax: +966 11 2751164




lgallg Janll aclnll iall 4%
Saudi Food & Drug Authority 7‘5”’;

(255)

National Drug & Cosmetic Control Laboratories
Documents & samples of Biologics products

1. Information on submitted product batch:

Product Company/agent comments | NDCCL comments

Vaccine O
Blood product o

Type of biologics product Biotech Medisite o

Saudi Drug Registration D
First Commercial Batch O
Routine O

Others ....icouue

Purpose of analysis

Trade name

Registration number

at SFDA

Batch number

Quantity imported to KSA
& Numbers of Doses
Number of submitted
samples to NDCCL

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

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

+977 11 TVOEIIE :guiSlo . +977 L T-PAFIT tuails _VIEA. IFDIF (. p gibs 3 - epall Gladdll cpilall Gubll - (Bl - £9- - @ingeull duyell @4laall

Kingdom of Saudi Arabia -Riyadh - 4904 Northern Ring Road Riyadh - Hittin PO.Box: 13513 -7148 - Tel: +966 11 2038222 - Fax: +966 11 2751164




dgallg J1anll &olnll il 47
Saudi Food & Drug Authority %

(255)
3. Information on submitted Documents:
Documents Company/agent comments | NDCCL comments
Lot Summary Protocol Yes O
(vaccine only) No O
Comment:

National Regulatory Au- | Yes O
thority certificate (vaccine | No O

only ) Comment:

Finished Product Yes O

Certificate of Analysis No O
Comment:

Diluent(s) Certificate Yes O

of Analysis No O
Comment:

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

Date:
Batch Submission

Time:
Company Name

Name:

Phone No.:
Contact person

E-mail:

Signature:
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