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Registration of a new product:

Name of the authority: Ministry of Agriculture and
Rural Development
Vietnam

Documentation: Product information

Certificate of
Manufacturing and Free
Sale (has to be legalized)
GMP Certificate

Label

MSDS

Certificate of Analysis

Duration of the registration: about 6 months
Validity of the registration: The registration has to be
renewed every 5 years

Renewal of the registration:

Documentation: Product information
Label

Duration: approx. 6 months

Validity: another 5 years
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Registration of a new product:
Name of the authority: ONSSA (Office National de Sécurité
Sanitaire des Produits Alimentaires)
All documents have to be submitted in French
Documentation: Application Letter (Annex 1)
Applicant information (Annex 2)
Product information (Annex 3)
Data Sheet
Material Safety Data Sheet
Label (french)
Physical / chemical specification
Certificate of Analysis
Certificate of Manufacturing and Free Sale (has to
be legalized)
Declaration of Origin (has to be legalized)
GMO free Cerificate
Statement that the product is free from dioxine,
hormones, animal products
EU journals for all additives
Trials
GMP / ISO Certificate
Method of Analysis
Stability study
Product classification
Composition

Duration of the registration: 12 to 24 months

Validity of the registration: unlimited

Possible problems: Communication with the
authority is only possible in
French

Renewal of the registration:
Not neccessary
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Registration of a new product:

Name of the authority: Department of Livestock
Development
Ministry of Agriculture and
Cooperatives Thailand

Documentation: Certificate of Formula
Data sheet
Packaging specification
Label
Guaranteed analysis
Certificate of Analysis
Method of Analysis
Production process / flow
chart
Certificate of
Manufacturing and Free
Sale
Picture of Production site
Picture of packaging
Picture of the product
itself

Duration of the registration: about 6 months
Validity of the registration: unlimited

Renewal of the registration: not necessary
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Registration of a new product:

Name of the authority: Ministére de I'Agriculture, des
Ressources Hydraulique et de la
Péche

None of the documents for Tunisia has to be legalized

Documentation: Certificate of Accreditation
Certificate of Manufacturing and Free Sale
Declaration of Origin
Health Certificate
GMP Certificate
Label
Manufacturer Information
Certificate of Analysis
Stability study
Certificate of Composition
Trials / Field Observations / Literature
EU Journals for all active ingredients
Manufacturing process
Material Safety Data Sheet

Duration of the registration: 12 to 24 months
Validity of the registration: unlimited

Renewal of the registration:
Not neccessary
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Name of the authority: MOCCAE (Ministry of climate
change and environment)
Before products can be registered in the UAE, the company

has to be registered.
Documentation: Certificate of Accreditation
Company profile (What kind of products are produced,
address of the production site)
GMP Certificate
Statement mentioning all subsidiaries
Description of the product development process
Site Master file (decription of facilities, organisation chart,
manufacturing process)
Statement mentioning the products that are
produced at the production site

Registration of a new product:

Documentation: Authorization Letter
GMP Certificate
Certificate of Manufacturing and
Free Sale

Label (special requirements from the authorities)
Certificate of Analysis

Health Certificate

Documents don't need to be

legalized
Duration of the registration: a few months
Validity of the registration: unlimited
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Registration of a new product:

Name of the authority: Ministry of Agriculture (Feed

& livestock identification
directorate)

Documentation: Certificate of Manufacturing and

Free Sale (has to be legalized)
Certificate of Accreditation (has to be legalized)
Application form (done in Jordan)
Authorization Letter
Data Sheet
Product information
Label for each packaging size (english or arabic, liquids
with density)
Certificate of Analysis
Material Safety Data Sheet
Method of Analysis
GMP / ISO Certificate
Manufacturing process
Stability test (mainly for liquids)
Trials
Specification of all-additives

Duration:of the registration: 12 to 24 months
Validity-of the registration: The registration has to be

renewed every 5 years

Renewal-of the registration:

Documentation: Certificate of

Manufacturing and Free
Sale (has to be legalized)

Label
Duration: a few weeks / few months
Validity: 5 years
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Registration of a new product:

Name of the authority: Ministry of Agriculture Republic
of IRAQ

Documentation: Authorization Letter (has to be legalized)
Certificate of Manufacturing and Free Sale (has to be legalized)
Application form

Specification of each ingredient

Data Sheet

Specification of the packaging

Certificate of Analysis

Method of Analysis

Stability Study

Label

GMP Certificate (has to be legalized)

Trials

10 samples of each product

Duration of the registration:about one year
Validity of the registration:The registration has to
be renewed every 5 years

Difficulties:Shipping of the samples (since the required
quantities are quite high 10kg/10L)

Renewal of the registration:
Documentation:Authorization Letter

GMP Certificate

Health Certificate

Certificate of Manufacturing and Free Sale
Certificate of Analysis (special template)
Application form (for renewal)

10 samples of each product
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Duration: at least 6 months (first renewal hasn't been
finished yet)
Validity:? (the renewal hasn't been finished yet)

I R rov bt 1ol | T



Iy dldgw g5

Registration of a new product:

Name of the Authority: Agrolidad (Agencia de regulaciony
control fito y zoosanitario)

All documents have to be spanish (except official documents)
Documentation: Chapter 1:

Authorization Letter (spanish)

Certificate of Accreditation

Certificate of Manufacturing and Free Sale

GMP Certificate

=» Documents have to be legalized

Chapter 2:

Application form

Composition

Manufacturing process

Method of Analysis (additives and pathogenic microorganism)
Indication and Dosage

Physical and chemical properties

Stability study

Chapter 3:
Packaging specification
Label

Chapter 4:
Incompetabilities
Safety of the product (including EFSA oppinion on the additive)

Trials / Literature

Duration of the registration:usually between 12 and 24 months
Validity of the registration:unlimited

Difficulties:As the registration may take a little longer, official
documents in Chapter 1 may lose their validity and have to
be prepared again

Renewal of the registration:
Not necessary
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Registration of a new product:

Name of the authority: Ministére se I'Agriculture et du
Développment Rural All documents need to be provided in
French.

Documentation: Dossier administrative: including all official
documents Certificate of Accreditation (official translation + legalization)
Free Sale Certificate (official translation + legalization)

Power of Attorney

Registration form

Label

Dossier technique: including all technical documents
Composition of the product

Manufacturing process

Specification of raw materials

Stability study ( including accelerated stability study)

Packaging information

Trials

Conclusion regarding the safety, efficacy etc, of the product
Documents have to be prepared as ringbound folder, a hard copy as
well as a digital copy of both parts have to be submitted

Duration of the registration: Due to corona the authority
wasn't working, therefore a conclusion about the duration
can't be made yet, but currently it looks more like years than
like months Validity of the

registration:The registration has to be renewed every year
Difficulties: Extensive documentation (up to 200 pages) as
hard copy As the registration takes quite long, official
documents often lose their validity and have to be prepared
again

Renewal of the registration:

Documentation:Letter to the authorities, Free Sale Certificate
including a french translation, Declaration of Origin, CoA, CoC,
Technical data sheet

Duration: a few weeks up to one month

Validity:The registration has to be renewed every year
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