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Ollicial T'ranslation from Persian
Emblem
Islamic Republic of Iran
Ministry ol Health and Medical Education

Food and Drug Administration

Our rel.: 675/305879
Date: Dec. 28, 2013

Subj.: Source registration, issuance of importing health permit

Respectlully, pursuant to the letter filed under number 655/292959 dated Nov. 26, 2013,
attached please lind the executive instructions lor product and source registration and
issuance ol health, and import and clearance permits of the rice imported to Iran in order
to become ellective as of the year 2014.

Mecanwhile, the attached file 1s available in hip://[do.behdasht.gov.ir.

Signed and scaled:

Dr. Hedayal Hossceini

Director General ol Foodstull and Beverages Assessment
Food and Drug Administration

O s
Dr. Dinarvand, Minister Deputy and Manager of Food and Drug Administration
Chairman of Iranian Association of Imported Rice, [or information and taking the required measures

Mr. Mahdizadeh, Eng., Exccutive Consultant of General Department of  Foodstufl' and Beverages
Assessment
Dr. Eskandari, Technical Deputy of General Department of Foodstull and Beverages Assessment

Ms. Mohammadi, ng., Deputy of Director General of Foodstull and Beverages Assessment

Mr. Mansourian, Lng., Deputy of Director General of Foodstull and Beverages Assessment

Dr. Jannat, Director General of Information Technology and Administrative Development, for giving the
necessary mstructions (o make the file available on the site
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Official Translation from Persian

Food and Drug Administration Executive Instructions Code: FB-Pr-1392-0002
Food Products and Beverages | Sources Registration Method, Date of Issue: Dec. 18, 2013
Assessment Department Issue Health Permit for Revision No.: -

General Imports, Importing Permit, Revision Date: -

Rice Discharge Pages 1 to 15

1-Objective

This instructions has been formulated on the strength of articles 17 and 18 of the executive instructions
of production and import of foodstuff, beverages, cosmetics and sanitary products, and dietary
supplements registered under number 8038/D dated Feb. 07, 9009, subject matter of article 16 of
Food and Beverage Law, to monitor, follow-up, and inspect health and safety of the imported rice and
coordinate the related affairs of source registration of the imported rice.

9-Scope of Application

This instruction is used to examine the technical and health conditions, specify the requirements of
overseas rice processing and packaging units, issue health permit for imports and perform the required

legal requirements for issuance of import and discharge permut of the source registered rice.
3-Executive Responsibility

This instruction shall come into force by the experts of Food Products and Beverages Assessment
Department General/experts of food administration departments of Shahid Beheshti University of
Medical Sciences and Food Products and Beverages Assessment Department General/food and drug
deputies of the concerned medical sciences universities are responsible for proper enforcement of this
nstruction.

4-Definitions
4-1 Source Registration

On the strength of article 18 of the executive instruction of production and import of the foodstuff,
beverages, cosmetics and sanitary products, and dietary supplements registered under number 8038/D
dated Feb. 07, 2009, subject matter of article 16 of Food and Beverage Law, source registraion Is a
process through which Ministry of Health and Medical Education approves the health and technical
conditions of overseas production units according to the evidence presented and/or through visiting by
the experts of the said ministry and/or the report submitted by the authorized competent international
inspection companies based on the requirements of Food and Drug Administration.
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4-2 Food Safety Management System Certification

This certificate is issued by inspection and international certification issuance companies in accordance
with conformity of suitable production conditions with the approved international standards (GMP,
HACCP, 1S022000,...) based on assessment and inspection made by production centers and factories
of food products and beverages.

4-3 Certification Body (CB)

Independent, authentic organizations who assess, nspect, and issue food safety management systems
certifications (GMP, HACCP, 1SO22000,...) as well as products certifications in food products and
beverages factories by observing the international requirements and standards.

4-4 Accreditation Body (AB)

Organizations who accredit quality safety certifications based on an authentic permit issued by the
‘nternational accrediting association and/or the competent public organizations.

4-5 Accredited Laboratories

Laboratories granted the authentc certification of 1SO17025 for performing the required tests for
products quality and health control which are member of International Laboratory Accreditation
Council ILAC) and/or the laboratories of the states whose governments undertake the entire
responsibility in this regard.

5-Procedure

Food Products and Beverages Assessment Department General takes the required measures for
assessment of the foreign factories of rice processing and packaging relying on the following documents
and evidence as well as the soil contamination map i the country of origin so that it ensures the
imported rice is produced by the improved agricultural methods in the farms where the soil contains
the least pollutants, particularly, heavy metals and is processed and packaged in the hygienic units
which observe technical and health requirements.

The import applicants shall provide the following documents for the source registration ol foreign rice
processing and packaging factories:

5-1 written application of the applicant company (attachment T)

5-2 completed checklist of application for issuance ol import health permit (attachment )

5-3 articles of association of the company

5.4 documents of Plant and Product Master File (PMF) in the letterhead paper of the production
factory which approved by the managing director or QA and/or QC director (attachment IIT)

5.5 certificate issued by the legal competent authorities of the country of origin indicating:
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A) confirming health and safety of rice

B) confirming the health and technical conditions of processing and packaging factory

C) permission for exports to the other countries from the country ol origin

5-6 one of the food safety certifications approved by an authentic accreditation body which is sealed by
the embassy of the Islamic Republic of Iran including:

5-6-1 food safety management standard certification (ISO 29000:2005)

5-6-2 hazard analysis and critical control points (HACCP) standard of food codex

5-6-3 international food standard (IFS)

5-6-4 British Retail Consortium (BRC) standard

Note 1: The accredited international inspection companies or the inspection team of food and drug
administration may inspect and confirm the heath and technical conditions at the sole discretion of the
expert committee and technical and legal committee of food and drug administration.

Note 2: In case food safety certifications, subject matter of paragraph 5-6, are not presented, technical
and health conditions of foreign rice processing and packaging factories will be inspected and
confirmed by the accredited international inspection companies or inspection team of food and drug
administration.

5.7 Free sale original certilicate issued by the competent public organizations containing name ol the
factory and country ol production, type of product, and a sentence indicating [ree sale of products in
the country of origin sealed by embassy of the Islamic Republic of Iran

Note 3: Besides the exporting public organizations, the said certification may be issued by the
production factory, approved by the competent public authorities and sealed by embassy of the Islamic
Republic of Iran.

5-8 “original certificate or the certified copy of the operation of agency issued by Ministry of
Commerce” or “certified copy of commercial registration of the products to be supplied in Iran by the
importing company”

59 product analysis certificate printed in the letterhead paper signed and sealed by the producer
containing type of rice, physical, chemical, and microbial properties, the pollutants rate including heavy
metals and mycotoxins as per the latest revision of the requirements of rice quality and health
specifications approved by food and drug administration, and the results of the agricultural pesticides
residues in compliance with the national standards of Iran under No. 13120

5-10 notarized undertaking for ensuring health of the imported rice. The imported rice shall be
supplied from the farms in the country of origin where the soil contains the least pollutants and the rice
properties are in accordance with the requirements of rice quality and health specifications as specilied
by Food Products and Beverages Assessment Department General; in case of any contradiction, the
applicant undertakes to collect the product from the supply level within 15 days (attachment I'V)

5-11 two copies of the Persian label

5-12 copies of receipt for product and source registration paid as per the latest approval of the Cabinet
and the relevant executive bylaws as confirmed by the financial affairs of food and drug administration.
Note 4: In the event that a source is registered by food and drug administration and another company
applies for registration of the product in a different brand from the same factory, it is required, besides
submission of the above documents except for the paragraphs 5-4, 5-5, 5-6, to provide a letter
indicating production of the product in the requested brand by the same processing and packaging
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e

factory which approved by the public competent authorities and scaled by embassy of the Islamic
Republic of Iran and a copy of the receipt of product registration as per the latest approval of the
Cabinet and the relevant executive bylaws as confirmed by the financial affairs of food and drug
administration.

6-Methods

Documents submitted shall be examined by the expert of Food Products and Beverages Assessment
Department General and any incomplete documents will be declared to the applicant and proposed in
the expert committee upon approval and will be, then, proposed in technical and legal committee ol
Food Products and Beverages Assessment Department General of Food and Drug Administration.
The circumstances will be notified to the applicant il not approved by the technical and legal
committee; but in case of approval, registration source and mmport health permit for the product will be
issued by indicating name of country, name of the packaging factory where the source registered, type
ol rice, rice brand, name ol importer, permitted weights up to 90 kg, import health permit number,
tracking code including country code, packaging province code, packaging lactory code, importing
company code, and rice type code. Whenever, at the sole discretion of Food and Drug Administration
for requirement of inspection from the production company, the applicant shall take the necessary
actions for inspection by the accredited international inspection companies and/or the experts ol
Ministry of Health.

Note 5: Import and supply of rice is permitted in the packages up to 20 kg and the packaging
companies holding production license and/or importing companies concluded an authentic contract
with the packaging units holding production license are authorized to import rice at higher weights n
order to be packaged at home.

Note 6: Rice importing companies may voluntarily recruit a technical director.

7-Required Documents for Issue of Import and Clearance Permit

In addition to the items mentioned above and receiving the documents specilied in the guideline of
issue of import and clearance permit for the raw materials of foodstufl, beverages, cosmetics and
sanitary products registered under code PEI/P-010 in November 2009, submission of the below
certifications are required when clearing:

7-1 health certification

7-2 phytosanitary certification

7-8 GMO-free certification

7-4 phenol residual-free certification

7-5 adaptation of heavy metals and mycotoxins certification accompanied by details of the test results in
accordance with the latest revision of national standards of Iran under No. 13120

Note 7: Certificates 7-1, 7-2, 7-8, 7-4, 7-5, 7-6 may be issued either jointly in one certification or

scverz.dly as approved by the competent public authorities and organizations and embassy of the
Islamic Republic of Iran.

7-7 product analysis sheet
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7-8 copy of import health permit

Note 8: It is required to insert the specifications mentioned in paragraph 5-11, tracking code of the
product, and production series on the packages from the country of origin and the cargos without
specifications may not be cleared from the customs.

It is worth mentioning that import and clearance permit will be only issued to the companies holding
import health permit (in the name of the importing company) by this General Department.

Notes:

1-The imported cargos shall be sampled while clearing or issuing consumption certification as per the
latest revision of national standards of Iran under No. 18535 and 12004 and shall be tested regarding
the microbial characteristics, heavy metals, and mycotoxins as per the latest revision of the
requirements of rice quality and health specifications approved by food and drug administration, and
concerning the agricultural pesticides residues in compliance with standard No. 13120.

9. Sampling is performed for every imported consignment. The sample will be, then, forwarded to the
laboratory and clearance and consumption permit will be issued in case of adaptation.

3. Consumption health certification in the country of origin is issued and approved by the competent
authority of the country of production and certifying the import health permit within the validity period
is not required for the second imported consignment by embassy of the Islamic Republic of Iran in the
country of origin.

4. In case of introducing an authorized warchouse approved by Ministry of Health, clearance permit
will be issued by the medical sciences university who monitors the customs through obtaining “No
Consumption Commitment” (attachment VI) and, upon ransferring  the consignment (o the
warchouse, sampling will be conducted by the medical sciences university who monitors the warchouse
as per the latest revision of national standards of Iran under No. 13535 and 12004 and consumption
permit will be issued by the medical sciences university monitoring the warchouse upon receiving the
result of laboratory indicating the cargo adaptation.

5. For the purpose of re-monitoring the discharged samples, the medical sciences university monitoring
the warehouse shall forward one sample out of 20 consignments to the reference laboratory center for
food and drug control by indicating code, without mentioning the title, accompanied by the tests results

and the results conformity will be declared to Food Products and Beverages Assessment Department
General.

Attachments:

1. Attachment I: written application of the company for source registration

9 Attachment IT: completed checklist of application for issuance of import health permit
3. Attachment III: Plant and Product Master File (PMI)

4. Attachment IV: notarized undertaking for assuming responsibility of the imported product
5. Attachment V: Persian label

6. Attachment VI: No Consumption Commitment
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Attachment I: Written application of the company applying for Importing rice
Code: FB-Fo-1392-0003

Kind Attn.: Director General of Foodstuff, Beverages, Cosmetics and Sanitary Products Control

Respectfully, I, , managing director of Company, hereby apply as the authorized
agent of rice import and sale under brand, produced by Factory,
(country), (province), for the above product and source registration in order to

benefit from the relevant facilities of issuing import and clearance permits.
Please take the required measures in regard to my application.

Signed and sealed:
Managing director

“The above information is required to be printed in the address-containing letterhead of the company.”
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Attachment II: Checklist of application for examination of health and technical conditions

of rice processing and packaging factories (imports)

Code: FB-CL-1392-0001

This section shall be completed by the importer according

permit for rice import.

to the pamphlet of source registration and health

WAppﬁcmt Particulars Company/Full name: Tel.:

Fax: Trading Co.: O Individual 0 Representative/Technical Director:

Mail Address: l Representative/Technical Director Tel.:

9) Product Particulars | Manufacturing Co.: Producing country: l Producing Province:

rl‘ype of Imported Rice: Net Weight: ‘ Brand:

3) Attached Documents Applicant | Receiver Expert Comments

3.1 source registration application, source | YesONo O YesONo O | YesONo O

registration cost, product registration

3-9 the original or certified copy of the authentic | YesONo O YesONo O | YesONo O

agency registration certificate issued by Ministry

of Commerce +its copy (valid date) or certified

copy of brand registration in Iran

3-3 Providing certification from the legal | YesONo O | YesONo O | YesONo O

competent authorities ol country of origin

indicating:

confirming safety and health of rice/confirming

health and technical conditions of processing

and packaging factory/exports to the other

countries from the country of origin

3-4 quality and safety certifications by an | YesONo O | YesONo O | YesONo O stamped by

authentic AB/application for visiting the embassy of the

manufacturing factory Islamic Republic
of Iran

3-5 PMF (attachment I11) YesONo O | YesONo O | YesONo O

3-6 complete analysis of product and declaring | YesONo O | YesONo O YesONo O

heavy metals, mycotoxins, and agricultural

pesticides residues

3.7 Free sale by mentioning name of the factory | YesONo O | YesONo O Yes[ONo O | issued/approved
by the
competent
authorities of
the country of
origin and
approved by the

, Iranian embassy

3-8 introducing technical director/copy of | YesONo O | YesONo O | YesONo O

technical director’s permit (optional)

3-9 original notarized undertaking (attachment | YesONo O | YesONo O | YesONo O

V)

3-10 general label design (attachment V) YesONo O | YesONo O | YesOONo O
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3-11 articles of association of company \ YesONo O l YesONo O | YesdNo O

All the above-mentioned items have been submitted in pages and confirmed by me, , managing
director/technical director of company and I hereby undertake the entire responsibility and
legal consequences of incomplete and incorrect information and documents.

Date: Signed and sealed:

Attachment IV: notarized undertaking for assuming responsibility of the imported rice
Code: FB-Fo-1392-0002 |

Notarized Undertaking for Assuming Responsibility of the Imported Rice

I , managing director of company, holder of an exclusive/rice sale agency by the
producing factory/beneficiary agent n (country), (province) under brand, hereby
undertake the originality and accuracy of all the submitted documents and assume the entire
responsibility of the imported rice in the following grounds:

1. Supplying rice from those regions in the country of origin which contain the lecast pollutants and
adhering (o the rules and regulations of department general of monitoring food and sanitary products
on imports;

9. Assuming responsibility against originality and health of the rice that is traded under this brand in
the market;

3. Assuming responsibility for responding the complaints of customers and indemnifying the
customers for loss and damages sustained by the rice complained against provided that such loss and
damages are approved by the competent authorities, and collecting the product from the market within
15 days in case of any non-adaptation report. (In the event that supplying the non-adapted product 13
not suspended by the importing company who owns the brand, Food and Drug Administration shall
take actions for public information regarding the brand and production series of non-adapted product);
4. Conforming the properties of the imported rice with the confirmed analyses and the requirements
of health and quality specifications by Food Products and Beverages Assessment Department General;
5-Insering the specifications in Persian approved by Food Products and Beverages Assessment
Department General as per the requirements declared;

6-Notifying food and drug administration concerning illegal import and/or supply without printing the
specifications of the items distributed under this brand in Persian;

7 Return or destruction of the consignments under responsibility of this agency which are not
approved by Food Products and Beverages Assessment Department General;

e Obviously, in case I act in contrary to the above commitments, I shall have no right to object to
revoke of the health permit of rice import issued to me by Food Products and Beverages Assessment
Department General, public information, and referring the case to the legal and juristic authorities.

Signed by Managing director or Representative of Company
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Attachment V: Required items in Persian label of rice J
Code: FB-Fo-1392-0001

1. Brand of Rice:

2. Type of Rice:

3. Tracking Code of Product:
4. Country of Origin:

5. Date of Production:

6. Date of Lxpiry:

7. Net Weight:

8. Production Series:

9. Storage Conditions:

10. Imports Health Permit No.:
11. Name, Address, and Tel. of Importing Company: J

e In the event that date of production and expiration and production series are printed on the
packages, the sentence “It is printed on the package” can be inserted in front of each item.

e Providing the authentic documents of production date, expiration date, and product manufacturing
series are mandatory for any import.

e The label design has been approved by this Department General in two copies that one shall be
provided to the applicant.
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Attachment VI: No Consumption Commitment
Code: FB-Fo-1392-0004

No Consumption Commitment

I, , managing director of company which imports rice under brand
, situated n . el

hereby undertake that in case of clearance of the imported rice consignment of this company, subject
matter of invoice No. , dated , weighed , I will store the said product as a trust until

clarifying the examination results and issuance of distribution and consumption permit by the
department general of foodstufl, beverages, cosmetics and sanitary products control and take no other
actions. Any violation of this commitment shall mean breach of trust with fraudulent intent and this
Department General will be authorized to prosecute me through the legal competent authorities.
Evidently, I shall have no protest and in case the subject product is unusable or inconsistent with the
specified characteristics, I shall be obliged to return the product and submit the customs returned
permit to this Department General.

Address and Telephone Number of the Authorized Warehouse:

Full name:
Signed and Sealed by Managing Director

Certified true translation. January 4, 2014
Riahi- 3660
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] 'Name and address of the site:

Name:
Address:
Date of visit: ‘Date of last visit (if the site has been visited il

before by MOH):

| Scope of assessment:

“Name of assessors:

Name and kind of products(Flow diagram of identified products must be attached):

“Number of branches with their addresses:

“List of countries that products are exported (documents must be attached if the products expnrf
‘to ENAJA countries ): ‘

Type of packaging: o ol
Certificates & approval( copy of valid certifications must be attached): gt '
1SO14000
1SO17025
| HACCP system
1S022000:2005
IFS

BRC

CFS(Free sale)
FDA

Others

]

. Facility, including:

Description of its size and nature of construction
Number of staff

Amount and type of products made

The company's quality policy

(VS]

. The manufacturing facility:
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o  Floor plan, nature of construction, (i.e. type of building, is it open or closed construction. type of

walls), air quality and type of air filtration system if relevant.
e Method of cleaning relevant to the type of product, pest control program (if relevant).
e Details of any other manufacturing activity carried out on site.
« Good quality photographs can be used to illustrate features, where appropriate.

4. Storage facilities:

e Brief description of the storage facility. v
e Procedures and facilities for quarantining incoming materials (both raw materials and finished

product) until approved for release.
e  Procedures for quarantining and disposal of reject material.
e QA procedures for releasing both raw materials and finished product from storage and quarantine. .

5. Sanitation:

o Description of cleaning and general hygiene procedures.
¢ Evidence of documented cleaning procedures, e.g. a copy of an SOP for cleaning.

6. Personnel issues:

o Qualifications/experience of production manager and QC manager
e Staff training needs and what is done to address them. ‘
e Personal hygiene and protective clothing needs relative to needs of the product and what is done to

address them.
7. Process water:

e Quality required and steps taken to ensure that water quaiity meets those requirements.
o If the required standard is water drawn from the domestic water supply, then that should be stated in

the specification for process water.
o Type of testing required if relevant, how often, evidence that it is done.
e Procedures for waste water filtration system

8. Equipment:

e Type of equipment used.
e What steps are taken to ensure that it is correctly installed, regularly calibrated. maintained and

adequately cleaned.
o Details of cleaning procedures and checks carried out on cleaning procedures to ensure that they are

adequate if different products are made in the same equipment.

o Details of procedures for making sure there is no cross contamination from other parts of the facility.

9. Specifications:
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Confirmation that written specifications for raw materials, intermediates and finished products as well
as packaging materials exist (these should be consistent with registration specifications).
Examples of specifications should be provided (e.g. for representative raw materials and final

product).

10. Production procedures:

Procedures for checking that raw materials meet specifications.

Details of the production procedure; packaging and labeling procedures. ,
Description of in-process quality checks (e.g. for unwanted micro-organisms such as wild yeasts,
moulds and bacteria) and quality tests on the finished product. .
Documented release procedures to ensure that finished product is not released until results of all

required tests are available and have been checked against release specifications. -

Description of batch records kept which cover the process from starting materials to finished products.

If different products are made in the same equipment, procedures for ensuring there is no cross-
contamination from the previous product of the product being made. ~
Documented procedures for implementing PMS program

11. Quality control procedures:

&

Evidence of quality control function that is related to production and marketing.
Evidence that it is being implemented correctly.

Documented change control procedures.

Ability to conduct required quality control checks.

12. Brief description of recall procedures, complaints handling procedures and self-inspection procedures.

13. Documentation - all procedures must be documented and signed by the quality control manager.

Name & signature of Quality manager:

Name & signature of managing director:
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