
International Standard Serial Number (ISSN): 2249-6807 

151 Full Text Available On www.ijipls.com 

 

International Journal of Institutional Pharmacy and Life Sciences 5(3): May-June 2015 

 

INTERNATIONAL JOURNAL OF INSTITUTIONAL 

PHARMACY AND LIFE SCIENCES 

Review Article……!!! 

 
Received: 27-04-2015; Revised: 23-05-2015; Accepted: 24-05-2015 

VITALITY OF COPP IN PHARMACEUTICAL EXPORTS 

J. Balasubramanian*, G. A. Nandhini, S.Hariram, N. Radhika 

Aeon Formulations Pvt Ltd, Ramapuram, Chennai- 600 089 

Keywords: 

 World Health Organisation, 

Certificate of Pharmaceutical 

Products, Good Manufacturing 

Practices 

For Correspondence: 

Dr. J. Balasubramanian 

Aeon Formulations Pvt Ltd, 

Ramapuram,  

Chennai- 600 089 

E-mail: 

hippocratesbala@gmail.com   
      

 

 

 

 

 

 

 

 

 

 

 

ABSTRACT 

When registering a pharmaceutical product overseas, the Government 

body in charge of approving the application will usually require a 

Certificate of Pharmaceutical Products (COPP) to ensure that the product 

is being sold as a commercial finished product in the country that is 

producing it. A certificate issued by the Inspectorate establishing the 

status of the pharmaceutical, biological, radiopharmaceutical product 

listed and the Good Manufacturing Practices (GMP) status of the 

fabricator of the product. This certificate is in the format recommended by 

the World Health Organisation (WHO). Every country has its own system 

and requirements in order to register a pharmaceutical product. Although 

the required documents and procedures vary quite a bit most have many 

similar requirements for documents in order to ensure that the product 

being registered meet their standards for efficacy, safety and quality. To 

ensure quality standards are met, the appropriate regulatory authority in 

the intended drug market may request documents about the drug in 

question such as the COPP. The COPP is the legal document that declares 

a certain manufacturing company is legally allowed to sell their 

pharmaceutical product in the country they are producing.  The COPP is 

mandatory in many countries that require WHO accreditation for 

pharmaceutical products being imported. As laid down by the WHO, the 

GMP certification is also necessary for the same. The WHO has time and 

again expressed concerns on the implementation of the WHO certification 

scheme on the quality of pharmaceutical products moving in international 

commerce. 

Pharmaceutical Sciences 
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INTRODUCTION: 

Certificate of pharmaceutical product is a scheme developed by the WHO in response to the 

request of WHO Member States to facilitate international trade in pharmaceutical products 

between Member States. It was first developed in 1975. Since then it has been revised in 

1988, 1992and in 1997.
[1]

 

As the pharmaceutical industries throughout the world are moving ahead towards becoming 

more and more competitive, these are realizing that the real battle of survival lies in executing 

the work by understanding the guidelines related to variousactivities carried out to give an 

assurance that the process is under regulation.
[2]

Every country has its own regulatory 

authority, which is responsible to enforce the rules and regulations and issue guidelines for 

drug development, licensing, registration, manufacturing, marketing and labelling of 

pharmaceutical product. The production, import, storage, distribution, sales and supply of 

drug must be regulated.
 [3]

Therefore, the certificate of pharmaceutical product (abbreviated: 

COPP or CoPP) is a certificate in the format recommended by the WHO and is issued for 

export or registration in countries outside the European Community. This certificate describes 

the characteristics of the medicinal product approved in the exporting country, includes 

information about the applicant of the certificate and is according with the model 

recommended by the World Health Organization.
[4]

 This certificate is intended to define the 

status of the pharmaceutical product and its manufacturer in the exporting country. It is 

issued by the competent authority in the exporting country in accordance with the 

requirements of the competent authority of the importing country. It may be required by the 

importing country at the time of the first importation and subsequently if confirmation or 

updating is required.
[5]

This is a certificate issued by the Inspectorate establishing the status of 

the pharmaceutical, biological, radiopharmaceutical or veterinary product listed and the GMP 

status of the fabricator of the product.
[6]

 

SCOPE OF COPP: 

The COPP is the legal document that declares a certain manufacturing company is legally 

allowed to sell their pharmaceutical product in the country they are producing.  When 

registering a pharmaceutical product overseas, the Government body in charge of approving 

the application will usually require a COPP to ensure that the product is being sold as a 

commercial finished product in the country that is producing it.
[7]

 

The Certificate of a Pharmaceutical Product is needed by the importing country when the 

product in question is intended for registration (licencing, authorisation) or renewal 

(prolongation) of registration, with the scope of commercialisation or distribution in that 

country. Certification has been recommended by WHO to help undersized drug regulatory 

authorities or drug regulatory authorities without proper quality assurance facilities in 

importing countries to assess the quality of pharmaceutical products as prerequisite of 

registration or importation. In the presence of such COPP, WHO recommends to national 

authorities to ensure that analytical methods can be confirmed by the national laboratory, to 

review and if necessary to adapt product information as per local labeling requirements, and 

to assess bioequivalence and stability data if necessary. However, regulatory practices often 

vary in importing countries. Thus, in addition to COPP, assessment of application dossiers to 

support drug registrations, with different levels and complexity of requirements are 

considered necessary to satisfy full assurance on the appropriate quality of drugs.
[8]
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NEED & IMPORTANCE OF COPP:  

To obtain global marketing approval for any pharmaceutical product (whether intended for 

animal/human use) one of the key documents required is a COPP, which has been 

recommended by the WHO.
[9]

 

A COPP is issued by the authorized body of the exporting country and is intended for use by 

the competent authority within an importing country:  

 when a pharmaceutical product is under consideration for a product license/marketing 

authorization that will authorize its importation and sale in the importing country;  

 when administrative action is required to renew, extend vary or review such license.
[1]

 

A COPP is issued for human drugs (pharmaceutical, biological and radiopharmaceutical) as 

well as for veterinary drugs (food producing animals and non food producing animals).
[10]

For 

each medicinal product (Trade Name / Pharmaceutical Form / Strength) is issued a certificate 

stating the country to export. These Certificates are issued to the marketing authorizations 

holders (MAH) for medicinal products (with valid Marketing Authorization) or their 

representatives, manufacturers (without Marketing Authorization and with manufacturing 

authorization valid) or wholesale distributor authorized by the MAH to consult the 

information for the medicinal product(s).
[4]

 

 

REQUESTING A CERTIFICATE: 

As the COPP is classified as a confidential document, it can only be issued by the Competent 

Authority (CA) if the applicant (and MAH, if different to the applicant)apply for the 

certificate and give their permission to provide a COPP for a specific finished medicinal 

product to the requesting Health Authority (HA). Usually the applicant will forward the 

COPP, issued by the CA, to the local affiliate in the requesting country in order to send the 

COPP. Applications are usually made by pharmaceutical companies with commercial 

interests. The CA of the Country of Origin (CoO) or any other country, eligible to issue a 

COPP according to the WHO Certification Scheme for a locally registered finished medicinal 

product, will issue the COPP on application of the MAH in the issuing country. The MAH or 

applicant will afterwards send the COPP to the requesting HA in the importing and 

requesting country. This is usually done via the local MAH of the importing/recipient 

country. This process is also depicted below.
[11] 

Figure-1.0: Process of COPP Application (World Health Organization, 2010)
[11]
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PHARMACEUTICAL PRODUCTS COVERED UNDER THE WHO 

CERTIFICATION SCHEME: 

a) Finished Pharmaceutical Products (FPP)s intended for administration to human beings; 

b) pharmaceutical products intended for administration to food-producing animals; 

c) active pharmaceutical ingredients (APIs). 

There is now a separate scheme called the WHO pharmaceutical starting materials 

certification scheme (SMACS) which has guidelines on importation of APIs.
[1]

 

 

STANDARD FORMAT FOR COPPs: 

The WHO standard format was last agreed by WHO Member States in 1997 (reference: 

WHO Guidelines, Section 3.2). 

 The standard WHO format for COPPs facilitates understanding and review by the 

recipient authority. It obliges certifying authorities to disclose important information to 

the importing country. 

 Recipient authorities should refrain from obtaining data other than in the WHO 

standard format or in addition to the standard COPP format. 

 Certifying authorities should not issue the outdated "free sales certificates". These have 

been replaced by the WHO format COPP.
[1]

 

 

INFORMATION CONTAINED WITHIN THE COPP: 

 Details of the market (importing country) and the national authority of the exporting 

country 

 Pharmaceutical information about the product, including; dosage, form and composition 

(including all ingredients making up the drug) 

 Marketing Authorisation Holder information and date of issue of the product licence in 

the export market 

 GMP inspection and approval, including manufacturing licence number and term of 

manufacturing licence. To obtain a COPP, a request is made by the MAH to the 

exporting country’s health authority. An authorised person issues the COPP and returns 

it to the MAH. Other documents required to obtain a CPP include; an Application for 

Export Certificate form, evidence of a GMP certificate (if applicable), Manufacturing 

Licence and the last approved SPC (Summary of Product Characteristics).
[9]

 

 

COST OF COPP: 

There is a cost of issuing a COPP for a product, for example in Ireland a standard request is 

147 Euro and a fast track request 277 Euro. Once a COPP is issued by a national agency, 

there may be special requirements from the importing market which can include embassy 

legalisation or apostillation (acceptance of international notarised documents) and 

consularisation.
[9]

 

 

A THROW ON QUALITY,SAFETY& EFFICACY OF THE PRODUCT AND GMP 

DECLARATION IN COPP: 

The COPP is based on the assumption that the authorities issuing a COPP have the capacity 

to assess the quality, safety, and efficacy (QSE) of the product they approve for marketing.
[1]

 

As a part of economical growth, there may be shortcomings and at times conflicting interests 

within the pharmaceutical industry when dealing with public health concerns arising from 

drug safety issues.
[12] 

Adverse drug reactions are problematic in that they cause significant 

morbidity & mortality. Knowledge of causative factors and an increase in patient education 

may help prevent adverse drug reactions.
 [13]

 The industry needs to overcome weaknesses in 
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safety monitoring during clinical trials and post-marketing surveillance. Manufacturers 

should take a more proactive approach to drug safety rather than maintaining defensive 

tactics.
[12]

Based on the intention of the Scheme, a recipient authority could require a COPP 

when it does not undertake a full review of QSE data submitted for registration, and evidence 

of approval in another country isrequired.
[1]

A COPP demonstrates to Regulatory Authorities 

in the exporting country in question that the imported medicine is of the appropriate standard 

of quality, safety and efficacy to allow marketing in their market, having undergone rigorous 

testing and examination. The certificate also demonstrates that the product follows the correct 

guidelines and procedures of GMP, increasing the level of safety and indeed quality of the 

product.
 [9]

 

The GMP declaration in the COPP refers to assurance of GMP for the product approved in 

the certifying country at the stated manufacturing site. In addition, certificates from national 

medicine regulatory authorities(NMRAs) party to the Pharmaceutical Inspection Co-

operation Scheme(PIC/S) and International Conference on Harmonisation (ICH) regions 

(USA, Japan, and EU) provide evidence of GMP status.
[1]

While the COPP can provide 

information on the GMP status, some HAs accept the COPP as alternative to additionally 

providing a GMP certificate of the relevant manufacturing site, for example CFDA in China 

and HA in Russia, but they ask for the inspection date to be included to the COPP. Other HAs 

in countries like Argentina, Brazil, Uruguay and Malaysia will not accept the COPP as 

compensatory to the GMP certificate. The GMP certificate will be requested as another 

mandatory document for NDA.
[11] 

 

Table No.1: CERTIFICATES REQUISITION FOR REGISTRATION 

Country Registration unit Certificates requested 

China CFDA COPP* 

Russia HA COPP* 

Argentina HA GMP certificate 

Brazil HA GMP certificate 

Uruguay HA GMP certificate 

Malaysia HA GMP certificate 

 

*The COPP acts as alternative to additionally providing a GMP certificate, but they  

ask for the inspection date to be included to the COPP.
 

 

Figure-2.0: Model of COPP Application Form as per WHO guidelines
 [14] 
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Certificate of a Pharmaceutical Product
1
 

No. of Certificate.......... 

Exporting (certifying) country: 

Importing (requesting) country: 

Proprietary name (if applicable) and dosage form: 

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

3
 

1. Is this product licensed to be placed on the market for use in the exporting country?
4
 If yes, 

complete box A. If no, complete box B. 

A 
Product-licence holder: 

Status of licence holder:
5
 

a         b          c           d  
Number of product licence

6
 and date of issue: 

Is an approved technical summary appended?
7
 

yes           no  

Is the attached product information complete and consonant with the licence? 
Yes           no            not provided  

Applicant for certificate if different from the licence holder:
8
 

B 

Applicant for certificate: 

Status of applicant:
5
 

a         b         c           d  
Why is authorization lacking? 

not required not requested under consideration refused 

Remarks:
9
 

2. Does the certifying authority arrange for periodic inspection of the 

manufacturing plant in which the dosage form is produced? 

yes 

 

If no, proceed to 

question 3 

  no  

 

 

Periodicity of routine inspections (years):     

Has the manufacture of this type of dosage form been inspected? yes 

 

no  

Do the facilities and operations conform to GMP as recommended by the 
World Health Organization?

10
 

yes 

 

no  

3. Does the information submitted by the applicant satisfy the certifying authority on all aspects of 

the manufacture of the product undertaken by another party?” 

yes     no          If no, explain: 

Address of certifying authority: Name of authorized person: 

  Signature: 
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Telephone/fax numbers: Stamp and date: 

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

instructions and explanatory notes overleaf) 

General instructions 

Please refer to the guidelines for further information on how to complete this form and on the 

implementation of the Scheme. 

Forms should be completed using a typewriter to ensure legibility. 

A cross should be placed in boxes as appropriate to indicate which options apply. 

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

Explanatory notes 

1
 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. 

2
 Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary 

names. 

3
 A qualitative listing of other ingredients contained in the dosage form should be appended. 

4
 When applicable, append details of any restriction applied to the sale, distribution, or 

administration of the product that is entered on the product licence. 

5
 Specify whether the person responsible for placing the product on the market: 

(a) manufactures the active ingredients and the finished dosage form; 

(b) manufactures the finished dosage form; 

(c) packages and/or labels a finished dosage form manufactured by an independent company; or 

(d) is involved in none of the above. 

6
 Indicate, when applicable, if the licence is provisional, pending technical review. 

7
 This refers to the document, prepared by certain national regulatory authorities, that summarizes 

the technical basis on which the product has been licensed. 

8
 In this circumstance, permission for issuance of the certificate is required from the product-licence 

holder. 

9
 Please indicate the reason 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; 
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(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. 

10
 The requirements for good practices in the manufacture and quality control of drugs referred to in 

the certificate are those adopted by the Twenty-eighth World Health Assembly in its resolution 

WHA28.65 (see WHO Official Records, No. 226, 1975, Annex 12, Part 1). Proposals for the 

amendment of these requirements are included in the Thirty-second Report of the WHO Expert 

Committee on Specifications for Pharmaceutical Preparations (WHO Technical Report Series, No. 

822, 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). 

11 
This section is to be completed when the product-licence holder or applicant conforms to status (c) 

or (d) as described in note 5 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 to indicate the extent and nature of any controls 

exercised over each of these parties.  

 

CERTIFICATE OF A PHARMACEUTICAL PRODUCT:
 

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.  

The COPP provides the information of the following: 

1. Certificate number of  COPP: 

The certificate number of COPP should be enclosed in the specified format  

recommended by WHO. 

2. Name of exporting country i.e. (certifying country): 

The name of the country (certified country) to which the product is being   

exported must be mentioned in the certificate. 

3. Name of importing country i.e. (requesting country): 

The name of the countries (requesting countries) from which the product is  

being imported from certified country must be mentioned in the certificate. 

 

 

 

4. Name and dosage form of the product: 

 

Table No.2: ESSENTIALS OF PRODUCT 
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Active ingredient 
 International Non-proprietary Names (INNs) or 

national non-proprietary names. 

Amount per unit dose  The formula (complete composition) of the dosage 

form should be given on the certificate or be 

appended.  

Complete composition 

including excipients 

 

 Details of quantitative composition are preferred 

but their provision is subject to the agreement of 

the product-license holder.  

Is this product licensed to be 

placed on the market for use in 

the exporting country?(yes/no) 

 When applicable, append details of any restriction 

applied to the sale, distribution or administration 

of the product that is specified in the product 

license. 

  

5. Status of the product actually on the market in the exporting country: 

If the product is actually marketed in the exporting country, the COPP should be 

provided with the following details: 

 Number of product license and date of issue: 

Indicate, when applicable, if the license is provisional, or the product has not yet been 

approved.  

 Product license holder (name and address): 

 Status of product license holder: 

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  

c. is involved in none of the above.  

 For categories b and c the name and address of the manufacturer producing the 

dosage form is 

This information can only be provided with the consent of the product-license 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 license. If the production site is changed, the license has to be updated or it is 

no longer valid.  

 Is a summary basis for approval appended?(yes/no) 

This refers to the document, prepared by some national regulatory authorities, that 

summarizes the technical basis on which the product has been licensed.  

 Is the attached, officially approved product information complete and consonent 

with the license?(yes/no/not provided) 

This refers to product information approved by the competent national regulatory 

authority, such as Summary Product Characteristics (SPC). 

 Applicant for certificate, if different from license holder (name and address) 

In this circumstance, permission for issuing the certificate is required from the 

product-license holder. This permission has to be provided to the authority by the 

applicant. 
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If the product is actually marketed in the exporting country, the COPP should be 

provided with the following details: 

 Applicant for certificate (name and address):  

 Status of applicant:  

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  

c. is involved in none of the above.  

A. For categories (b) and (c) the name and address of the manufacturer producing the 

dosage form is: 

This information can only be provided with the consent of the product-license 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 license. If the production site is changed, the license has to be 

updated or it is no longer valid.  

B. Why is marketing authorization lacking?  

  Mention the status of marketing authorization by specifying the following    

catergories: 

(not required/not requested/under consideration/refused) 

C. Remarks 

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 origin;  

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. 

6. Periodic inspection of the manufacturing plant by the certifying authority: 

If the certifying authority arrange for periodic inspection of the manufacturing plant in 

which the dosage form is produced, the following details were to be included in the 

COPP. 

 Periodicity of routine inspections (years):  

 Has the manufacture of this type of dosage form been inspected? (yes/no)  

 Do the facilities and operations conform to GMP as recommended by the World 

Health Organization?(yes/no/not applicable) 

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).  
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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. 

7. The information submitted by the applicant satisfy the certifying authority on all 

aspects of the manufacture of the product undertaken by another party: 

This section is to be completed when the product-license holder or applicant conforms 

to status (b) or (c) as described in note 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. 

8. Other details of Manufacturing premises:  
The following details which is to be enclosed in the COPP are, 

 Address of certifying authority 

 Telephone 

 Fax 

 Name of authorized person 

 Signature 

 Stamp and date 

 

General instructions: 

 Please refer to the guidelines for further information on how to complete this form and on 

the implementation of the Scheme. 

 Forms should be completed using a typewriter to ensure legibility. 

 A cross should be placed in boxes as appropriate to indicate which options apply. 

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

explanations.
[5] 
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MODEL FORMAT OF COPP: 

Figure-3.0:  Model COPP of Swiss Agency for Therapeutic Products(Switzerland)
[15] 

 
 

Figure-3.1: 

 

 

 

http://www.swissmedic.ch/
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Figure-3.2: 

 

 

 

Figure-4.0:Model COPP of Food and Drugs Administration (United States)
[16,17,18]
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Figure-4.1: 

 

 
 

 

 

Figure-4.2: 
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Figure-5.0:Model COPP of Federal Public Service (FPS) Health, Food Chain Safety and 

Environment (Belgium)
[19] 

 

 

FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS 

 

CERTIFICATE OF A PHARMACEUTICAL PRODUCT
1 

 

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

(General Instructions and explanatory notes attached) 

 

N° of Certificate: 

Exporting (certifying) country: BELGIUM 

Importing (requesting) country:  

 

1. Name and dosage form of the product: 

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

3
: 

 Complete composition including excipients: see below
4
 or see attached

4 

 

1.2 Is this product declared to be placed on the market for use in the exporting country
5
? Yes/no 

1.3 Is this product actually on the market in the exporting country? Yes/no 

 

2A.1 Number of product declaration
7
 and date of issue:  

2A.2 Product-declaration holder:  

2A.3 Status of product declaration holder
8
: a/b/c 

2A.3.1 For the categories b and c name and address of the manufacturer producing the dosage form
9
: 

2A.4 Is summary basis of approval appended?
10

yes/no 

2A.5 Is the attached, officially approved product information complete and consonant with the declaration?
11

yes/no/not provided 

2A.6 Applicant for certificate
12 

: see 2A2 

2B. Not applicable 
6 

 

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

produced?
14

 yes/no/not applicable 
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3.1 Periodicity of routine inspections: 2 years/not applicable 

3.2 Has the manufacture of this type of dosage form been inspected? Yes/no/not applicable 

3.3 Do the facilities and operations conform to GMP as recommended by the World Health  Organization?
15

 Yes/no/not 

applicable 

 

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

product?
16

 yes 

Address of certifying 

authority: 

FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS, EUROSTATION II, Victor Hortaplein 40 bus 

40, 1060 BRUSSELS (BELGIUM) 

Telephone n°: +32 2 524.82.97  /  +32 2 524.82.98  /  +32 2 524.80.61 Fax n°: +32 2 524.83.01 

Date:  

 

Name of authorized person: 

Xavier De Cuyper 

Chief Executive Officer 

 

 

Stamp: 

 

 

 

 

 

Figure-6.0:Model COPP of Central Drugs Standard Control Organisation (India)
[20] 
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CONCLUSIONS 

The review of this paper revealed that the COPP is a mandatory document needed for filing 

and approval of New Drug Approval (NDA)s and different kinds of supplemental 

registrations during Life Cycle Management (LCM) of imported finished medicinal product 

registrations. But the requirement of presenting a COPP often creates a delay on the 

availability of these products in countries outside of ICH, although the WHO Certification 

Scheme was meant to accelerate the access to innovative new drug developments worldwide. 

Therapeutic feasibilities are not available as fast as it might be possible when considering the 

WHO recommendations more strictly. Countries outside of ICH could gain more advantage 

out of the WHO recommendations or regulations in order to save resources for other aspects 

in their authorities. But there is also room for the WHO recommendations to be adapted to 

the rapidly changing environment of Regulatory Affairs, which should be processed in 

collaboration with the WHO, Health Authorities and Stakeholders involved in this business. 

Current developments seem to worsen than to getting better. While having a closer look at the 

sizes of HAs compared to their average review time needed to grant approvals on 

registrations the conclusion can be drawn that even a full review by smaller HAs in countries 

like Uruguay do not need more time or even less time than HAs with more resources due to 

size and head count working on NDAs(e.g. in Brazil Korea or China). The potential of the 

WHO Certification Scheme to improve the efficiency of drug evaluation is not fully exploited 

by HAs in countries outside the ICH. 
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