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CERTIFICATE OF PHARMACEUTICAL PRODUCT
This certificate conforms with the format recommended by the World Health Organization.

Exporting / Certifving country:
Islamic Republic of lran

Importing / Reqoesting couniry:
Svria

I.1. Name ang dosage torm of the product:
Oneocap, 300 nig Tablet

1.2. Active ingredient(s) and amount{s) per unit dose:
Capecilabine, 300 mg Tablat

1.3. Excipicnt(s) and amount(s) per unit dose:

Lactose Anhvdrous USE 38/NF 32, Croscarmellose Sodiem USP 38/NF 32, Microcrystalline Cellulose
LSP 28D 22, Tivdroxypropyl Metkyleellulose USP 38/NF 32 Mugnesim Srearate ISP 38N 32,
Purificd water USP 38 /NF 32, OPADRY In house. Methanol USE 38 /NF 32 Dichloromethane USP
IENF 32

1.4. 1s this product licensed to be placed in the market tor use in the exporting country?
Myes [ONo

I.5. Is this produet actually in the market in the exporting country?

BYes [No

2.A.1. Number of product license and date of issue:

The registration number of Oncocas 500 myg i5: 4425948420744583 and the date of issue 15 20 May 2017

2. A2, Producet license holder (name and address):

Hazan Chemieal & Phamraceaheal Co.

13 Eloor, Noo 4, Alhorz the First Alley, North [sargeran Ave.. Korth Yadeear Emam Higlway, Tebran,
g CLals (0821 220257

2.A.3. Starus of product license holder:

Fa O Ok

The produet license helder ranufactures the dosage form in Sobhan Oueelogy Pharmaceutical Co.
manulEacturing site,

Adcress: Wo. 337, 38, Sanal 7 Bivd., Rashe Industial City, Rashi, Tran, PAY. Box, 433788657
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2.A4 15 o summary basis for approval appended?

Myes [ONo

1.A5. Is the attached, officially approved product information complete and consistent with
the license?

O¥ves CONe B Nat pravidad

1. Does the certilying authority arrange for periodic inspection of the manulacturing
piant in which the dosage farm is produced?

MYes OONe O Mot provided

3.1, Periodicity of rontine inspections (vears):

Al least once a vear

3.3. Has the manufacrure of this rype of dosage form been inspected?

MYes [ONo

3.4. Do the tacilities and operations conform with the GMP as recommended by the World
Health Organization? :

MYes CINw

ALl the facilities ahd pperations conform with the GWVP as recommended by the WHO

4.1. Daes the information submitted by the applicant satisty the certifying authority on all
aspects of the manutacture of the product?

MYes CINw

Address of the certifving authority:

Pivision ol Pharmaceutical and Narcotic Affairs of Minisoy of [ealth

Food and Drug Adm,

MO H

FTXA Blde., No. 3, Fakhr-E-Razi 51, Enghelab Ave. Tehran 1314715311, IRAN
P.xBox: 13145-71%9

Tel: (+98)-2 1 -664664939

Fax: (—98)-21-66469142
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