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GMP Certificate

Product:
Origin:
Destination:

Manufacturer:
Address:

This is to certify that:

The above-mentioned manufacturer is authorized to produce natural products in the LR.IRAN.

The manufacturer plant is subject to regular GMP inspections (at suitable intervals) by IRAN FDA

The manufacturer complies with Good Manufacturing Practice principles for natural products which are
currently in force in the .LR.JIRAN and the plant was established according to the World Health Organization

code.

This certificate is for ......... Production line.

#signature#

This Certificate Is For FSC Approval Only,any export of goods
is subject to compliance whith the rules & regulations of other
organization including:the central bank
and the ministry of industry.mine & trade of I.R.I.
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FREE SALE CERTIFICATE

Name and Dosage form of the product:
Classification:

Number of Product Licence:

Date of Issue of Product Licence:
Renewal: Expire Date:
Composition Approved:

Active Ingredients:

Excipients:

Authorized for sale under brand name of:

Licence Holder:

Address:
Tel: Fax:
Manufacturer:

This is to certify that above-mentioned product has been approved for marketing in I.R.IRAN.

#signature#

This Certificate Is For FSC Approval Only,any export of goods is
subject to compliance whith the rules & regulations of other
organization including:the central bank
and the ministry of industry.mine & trade of I.R.I.
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Certificate of a Pharmaceutical Product

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

Exporting (certifying country):
Importing (requesting country):
1. Name and dosage form of the product:

1.1. Active ingredient(s) and amount(s) per unit dose:

For complete composition including excipients:

1.2. Is this product licensed to be placed on the market for use in the exporting country?
MYes [OINo (Key in as appropriate)

1.3 Is this product actually on the market in the exporting country?
MYes [ONo [OUnknown (Key in as appropriate)

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.

2A.1 Number of product licence and date of issue:
IRC/ licence Number:

Date of issue:

2A.2 Product licence holder & Manufacturer (name and address):

Name:

Address:

Tel/Fax:

2A.3 Status of product licence holder:

Ma Ob Oc (Keyin as appropriate category as defined in note 8)

2A.3.1 for categories b and c the name and address of the manufacturer producing the dosage form are:

2A.4 Is a summary basis for approval appended? MYes OONo (Key in as appropriate)

2A.5Is the attached, officially approved product information complete and consonant with the licence? MYes [INo [CINot

provided (Key in as appropriate)

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

2B.1 Applicant for certificate (name and address):
Name:

Address:

Tel/Fax:

2B.2 Status of applicant: MaClb Oc (Key in as appropriate category as defined in note §)

2B.2.1. for categories b and c the name and address of the manufacturer producing the dosage form are:

2B.3 Why is marketing authorization Lacking?
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Not required/not requested/under consideration/refused (Key in as appropriate)
2B.4 Remarks:

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

MYes [ONo [INot applicable (Key in as appropriate)

If no or not applicable proceed to question4.

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

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

3.3 Do the facilities and operations conform to GMP as recommended by the World Health Organization?MYes [No
ONot 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?

MYes [INo (Key in as appropriate)

If no, explain:

Address of certifying authority:

Supervision & Evaluation of Natural & Traditional Products & Nutritional Supplements Affairs, No. 3 Bldg., Fakhr-e-razi St.,
Enghelab St., Tehran, IRAN

Tele/ Fax:

+9821-66405568

#zignature

This Certificate Is For FSC Approval Only,any export of goods is
subject to compliance whith the rules & regulations of other
organization including:the central bank
and the ministry of industry.mine & trade of I.R.I.
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