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;ﬂ y World Health Organization

Model certificate of a pharmaceutical product

Please refer to the guidelines for full instructions on how to complete this form and
information on the implementation of the Scheme.

The forms are suitable for generation by computer. They should always be
submitted as hard copy, with responses printed in type rather than handwritten.

Additional sheets should be appended, as necessary, to accommodate remarks and
explanations.

Certificate of a pharmaceutical product'

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

No. of certificate

Exporting (certifying country):

Importing (requesting country):

1. Name and dosage form of the product:

1.1. Active ingredient(s)2 and amount(s) per unit dose’:

For complete composition including excipients, see attached*:

1.2. Is this product licensed to be placed on the market for use in the exporting
country?” (yes/no)

1.3 Is this product actually on the market in the exporting country?

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%:
2.A.1. Number of product licence’ and date of issue:

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

2.A.3. Status of product licence holder®: (Key in appropriate category as defined in
note 8)
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2.A3.1. For categories b and c¢ the name and address of the manufacturer
producing the dosage form is’:

2.A.4. Is a summary basis for approval appended?'’ (yes/no)

2.A.5. Is the attached, officially approved product information complete and
consonent with the licence?'' (yes/no/not provided)

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

2.B.1. Applicant for certificate (name and address):
2.B.2. Status of applicant: (Key in appropriate category as defined in footnote 8)

2.B.2.1. For categories (b) and (c) the name and address of the manufacturer
producing the dosage form is:’

2.B3. Why is marketing authorisation lacking? (not required/not
requested/under consideration/refused)

2.B.4. Remarks":

3. Does the certifying authority arrange for periodic inspection of the
manufacturing plant in which the dosage form is produced? (yes/mo/not
applicable)14

If not or not applicable, proceed to question 4.
3.1. Periodicity of routine inspections (years):
3.2. Has the manufacture of this type of dosage form been inspected? (yes/no)

3.3 Do the facilities and operations conform to GMP as recommended by the
World Health Organization?"’ (yes/no/not applicable)14

4. Does the information submitted by the applicant satisfy the certifying authority
on all aspects of the manufacture of the product'®: (yes/no)

If no, explain:

Address of certifying authority:
Telephone:

Fax:

Name of authorized person:
Signature

Stamp and date

Explanatory notes
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. This certificate, which is in the format recommended by WHO, establishes

the status of the pharmaceutical product and of the applicant for the
certificate in the exporting country. It is for a single product only since
manufacturing arrangements and approved information for different

dosage forms and different strengths can vary.

. Use, whenever possible, International Nonproprietary Names (INNs) or

national nonproprietary names.

. The formula (complete composition) of the dosage form should be given

on the certificate or be appended.

. Details of quantitative composition are preferred but their provision is

subject to the agreement of the product-licence holder.

. When applicable, append details of any restriction applied to the sale,

distribution or administration of the product that is specified in the
product licence.

. Sections 2A and 2B are mutually exclusive.

. Indicate, when applicable, if the licence is provisional, or the product

has not yet been approved.

. Specify whether the person responsible for placing the product on the

market:
a. manufactures the dosage form;

b. packages and/or labels a dosage form manufactured by an
independent company; or

¢. is involved in none of the above.

. This information can only be provided with the consent of the product-

licence holder or, in the case of non-registered products, the applicant.
Non-completion of this section indicates that the party concerned has
not agreed to inclusion of this information. It should be noted that
information concerning the site of production is part of the product
licence. If the production site is changed, the licence has to be updated
or it is no longer valid.

10. This refers to the document, prepared by some national regulatory

authorities, that summarizes the technical basis on which the product
has been licensed.
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11. This refers to product information approved by the competent national
regulatory authority, such as Summary Product Characteristics (SPC)

12.In this circumstance, permission for issuing the certificate is required
from the product-licence holder. This permission has to be provided to
the authority by the applicant.

13.Please indicate the reason that the applicant has provided for not
requesting registration.

a. the product has been developed exclusively for the treatment of
conditions — particularly tropical diseases — not endemic in the
country of export;

b. the product has been reformulated with a view to improving its
stability under tropical conditions;

c. the product has been reformulated to exclude excipients not
approved for use in pharmaceutical products in the country of
import;

d. the product has been reformulated to meet a different maximum
dosage limit for an active ingredient;

e. any other reason, please specify.

14.Not applicable means the manufacture is taking place in a country other
than that issuing the product certificate and inspection is conducted
under the aegis of the country of manufacture.

15.The requirements for good practices in the manufacture and quality
control of drugs referred to in the certificate are those included in the
thirty-second report of the Expert Committee on Specifications for
Pharmaceutical Preparations, WHO Technical Report Series No. 823,
1992, Annex 1. Recommendations specifically applicable to biological
products have been formulated by the WHO Expert Committee on
Biological Standardization (WHO Technical Report Series, No. 822,
1992, Annex 1).

16. This section is to be completed when the product-licence holder or
applicant conforms to status (b) or (c) as described in note 8 above. It is
of particular importance when foreign contractors are involved in the
manufacture of the product. In these circumstances the applicant should
supply the certifying authority with information to identify the
contracting parties responsible for each stage of manufacture of the
finished dosage form, and the extent and nature of any controls exercised
over each of these parties.
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List of Countries in Which (Name of Drug with Strenght and Pharmaceutical Form )

is Registered :

We hereby confirm that , to the best of our knowledge , the following list is a true
representation of the registration status of the preparation (Name of Drug).

Country Trade Name

Registered
Since

Registration
No

Marketed
Since

Name and Title of Responsible Official in the Company :

Signature of Responsible Official in the Company :

Date and Stamp :
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Drug Importing Application Form

1- Drug information

«¥ b)l.o...f: Cuwgn »

Product (Trade) name (as used in the
country of origin) :

Acitve substance (s) :

Strength :

Pharmaceutical form :

Route of administration :

Container,closure and administrative
device (s) :

Pack size and strengths used in the
country of origin :

Pack size for Iran :

Shelf life period (In the country of origin):

Shelf life period (In Iran):

Shelf life (after reconstitution or dilution)

Shelf life (after first opening container) :

Storage conditions :

2- Manufacturer

Product licence/ Marketing authorisation
holder (Name, address & country) :

Number and date of the first marketing
authorisation / Renewal (In the country of
origin):

Number and date of the first marketing
authorisation (In the world) :

Number of product licence and date of
issue:
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Manufacturer of finished product (Name,
address & country) :

\_

Responsibility

Name , Address & Country

Manufacturer(s) of the active
substance(s):

Manufacturer(s) of dosage form :

Labelling :

Primary packaging :

Secondary packaging :

Analytical testing :

Batch release :

Final release :

Alternative manufacturing
site/packaging site:

3- Authorised agent in Iran

Name & address :

4- Qualitative and quantitative composition

4-1- Qualitative and quantitative composition in terms of the active substances (s)

and the excipients (s)

List the active substance (s) separately from the excipient (s)

Name of the active substance (s)* Quantity | Unit Reference
Name of the excipient (s). | Function Quantity | Unit Reference
ER-RU-06-01 s ol YA A aio
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Note : * the active substance should be declared by it’s recommended INN.

Accompanied by it’s salt or hydrate relevant.

Details of any overages-these should not be included in the formulation

columns but stated below :
Active substance (S) :
Excipient (s) :

Incompatibilties of the excipients :

4-2-a- List of materials of animal and/or human origin contained or use in the

manufacturing process of the medicinal product.

~

| NONE |
Name iunction Human | Animal . Animal‘origin
S EX | R (to be precised) | Susceptible to TSE
Yes NO
Yes NO
Yes NO
Yes NO
Yes NO

* AS = Active substance , EX = Excipient (including starting materials used in the
manufacture of the active substacnce/excipeient) , R = Reagent/culture medium.

4-2-b- List of constituents from other origins

4-3- Coloring , flavoring and perfume compounds

4-4- A specimen of the lable and leaflet

5- Clinical particulars

5-1- Therapeutic indications

5-2- Pharmacodynamic properties

5-3- Pharmacokinetic properties

5-4- Contra — indications

ER-RU-06-01 :32. o,lass

5-5- Warnings and precautions
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/ 5-6- Interaction with other medicinal products and other forms of interaction \

5-7- Use in pregnancy and lactation
5-8- Effects on ability to drive and use machines
5-9- Undesirable effects

5-10- Overdose

6- Names and titles of official signatories of regisration dossier/Signature

This is to certify that the information contained here in is true and correct.

Name and title of responsible official in the company :
Signature of responsible official in the company :
Date and Stamp :

Full address :
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Drug Name:

INN Name*:
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Dosage form:
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Importer Name: Manufacturer Name:
Importer Tel: Importer Fax:
Manufacturer Fax: Manufacturer Email:

Manufacturer Address:

Sign&Seal
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Contents of Dossier

PART A: Administrative and Prescribing Information

A.1. Summary of Product Characteristics
A.2. Pharmacology and Toxicology Reports
A.3. Clinical Trials

A.4. Bioequivalency Study

A.5. Labeling
A.5.1. Original Labeling
A.5.2. Persian / English Labeling

A.6. Package Leaflet
A.6.1. English Package Leaflet
A.6.2. Persian Package Leaflet

A.7. Sample of Product

PART B : Drug Substance

B.1. Name and Site(s) of Manufacture
B.2. Specifications and Routine tests

B.3. Nomenclature and Descriptions
B.3.1. Condensed Formula
B.3.2. Chemical Abstracts Name
B.3.3. CAS Number
B.3.4. Non-proprietary Name(INN) and United state, Adopted name (USAN)
B.3.5. Description

B.4. Method of Manufature
B.4.1. Flow Chart of the Synthesis

B.5. Development Chemistry
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/ B.5.1. Evidence of Structure \
B.5.2. Physico-Chemical Characterization
B.5.3. Analytical Validation

B.6. Impurities
B.6.1. Organic Impurities (Related Substances)
B.6.2. Volatile Impurities (Residual Solvents)

B.7. Batch Analysis
B.7.1. Certificate Analysis and Batch Analysis
B.7.2. Reference Standard or Materials

B.8. Container Closure System

B.9. Stability Studies (According to ICH Requirements)

B.10. References

PART C : Drug Product

C.1. Manufacturer(s) Name and Address

C.2. Description and Composition of Drug Product
C.2.1. Composition
C.2.2. Pharmaceutical Development

C.3. Method of Preparation
C.3.1. Manufacturing Formula Standard
C.3.2. Manufacturing Process
C.3.3. Flow chart of Manufacturing Process
C.3.4. Equipments
C.3.5. Validation of the Manufacturing Process

C.4. In-process Controls

C.5. Re-process

C.6. Control of Starting Materials
C.6.1. Active Substance (s)
C.6.1.1. Active Substance(s) Described in a Pharmacopoeia
C.6.1.2. Active Substance(s) Not Described in a Pharmacopoeia
C.6.1.3. Scientific Data
C.6.1.3.1. Manufacturer
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f C.6.1.3.2. Certificate Analysis and Batch Analysis \
C.6.1.3.3. Reference

C.6.2. Other Ingredients
C.6.2.1. Excipients Described in a Pharmacopoeia
C.6.2.2. Excipients Not Described in a Pharmacopoeia
C.6.2.3. Scientific Data
C.6.2.3.1. Manufacturer
C.6.2.3.2. Certificate and Batch Analysis
C.6.3. BSE / TSE Risk Clarification
C.6.4. Packaging Material
C.6.4.1.Specification and Routin Tests
C.6.4.1.1. Primary Packaging
C.6.4.1.2. Secondary Packaging
C.6.4.2. Scientific Data
C.6.4.2.1. Manufactarer
C.6.4.2.2. Batch Analysis
C.6.4.2.3. Compatibility

C.7. Control Tests on the Finished Medicinal Product
C.7.1. Release Specifications
C.7.2. Control Methods
C.7.2.1. Test Procedures for ldentification and Quantitative Determination
of Active Substance(s)
C.7.2.2. Identification and Determination of Other Ingredients
C.7.2.3. Determination of Pharmaceutical-Technical Properties
C.7.3. Scientific Data
C.7.3.1. Validation of Analytical Methods
C.7.3.2. Certificate Analysis and Batch Analysis

C.8. Stability
C.8.1. Stability Tests on the Active Substance(s)
C.8.2. Stability Tests on the Finished Product
C.8.2.1. Stability Specification
C.8.2.2. Batches Tested and Packaging
C.8.2.2.1. Batches Tested According to ICH Guidelines
C.8.2.2.2. Supportive Stability Data
C.8.2.3. Stability Tests After Reconstitution or After First Opening
C.8.2.4. Study Methods
C.8.2.4.1. Batches Tested According to ICH Guidelines
C.8.2.4.2. Supportive Stability Data (Real-Time Studies)

C.8.2.5. Stability Data Tables
C.8.2.6. Supportive Stability Data
C.8.2.7. Conclusions
C.8.2.8. Stability Tests after Reconstitution or After First Opening
C.8.2.9. Ongoing Stability Studies
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