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Reff REF
ISLAMIC EEFUBLIC OF IRAN

Date: Date

MINISTRY OF HEALTH AND MEDICAL EDUCATION
Attach-  Attach

Certificate of a Pharmaceutical Product

This certificate conforms to the format recommended by the World Health Organization.

—— -

I::E:l:porti.llg (certifving count )?,\

e Sdgs iy b Billae 385 polis

-~

--------------------------------------------- Hlade (ygas (il olge ladd

el For camplete composition inchrdingexcipiefts:
T.i:TﬂhIsprmtuct-]ieensed-h-be-pthﬂ' the market for use in the exporting country?

HYes ONo (Keyin as apprapriﬂte)]

1.3 Is this product actually on the market in the exporting country?
HYes ONo OUnknown (Key in as apprepriate)

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.

If the answer to 1.2 is no, omit section 2A and continue with section 2B.

\\DEIB of issue: _,// 5\."3).’ g,‘.>l..a k./S).vJ ULC)LE‘

2A.2 Product license holder & Manpfacturer (name and addr\ey
-~ “Name- T

Address: %

R — - csols )‘ » RW P Soge )0
2A.3 Status of product license holder: .. " .
oS d.».] 9 Y ).:}LC)UQ‘

-
-
s

Ha Ob Oc (Key in as appropriate category as defined in note 8)

2A.5 Is the attached, officially approved product information complete and consonant with the license? FYes [ONo
ONot provided (Key in as appropriate)

2A.6. Applicant for certificate, if different from license holder (name and address):

a1

Ref: REF
Date: Date
Attach- AttﬂChM

ISLAMIC REFUBLIC OF IRAN

MINISTRY OF HEALTH AND MEDICAL EDUCATION

1B.1 Applicant for certificate (name and address):

Name:

Address:

TelFax:

2B.2 Status of applicant: FMallb Clc (Key in as appropriate category as defined in note 8)

1B.1.1. for categories b and ¢ the name and address of the manufacturer producing the dosage form are:

1B.3 Why is marketing authorization Lacking?
Not required/not reguested/under consideration/refused (Key in as appropriate)

2B.4 Remarks:

3. Does the certifving authority arrange for periodic inspection of the manufacturing plant in which the dosage form is
produced?

FMYes [ONe [ONot applicable (Key in as appropriate)

If no or not applicable proceed to gquestiond.

3.1 Pericdicity of routine inspections (years): At least once a year.

3.2 Has the manufacturer of this type of dosage form been inspected?MYes [ONo
(Key in as appropriate)

3.3 Do the facilities and operations conform to GMP as recommended by the World Health Organization?MYes [ONo
[OONot applicable (Key in as appropriate)

All the facilities and operation conform to GMP as recommended by the WHO.

4. Does the information submitted by the applicant satisfy the certifying authority on the all aspects of the manufacture
of the product?

HYes ONo (Key in as appropriate)

If no, explain:

This Certificate Is for CPP Approval Only export of goods
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