Un official translation from Mongolian
Health minister’s order 

	November 1, 2017 

             
	No A/407


	Ulaanbaatar city 



Approval of Regulation on Issuance of Import and 
Export licensing of Medicines, Medical Devices
Based on Section 15.2, Article 15 of  Law on Medicines and Medical Devices and 1-1/3813 written statement of Minister for Justice and Internal Affairs, dated October 13, 2017, to accomplish objectives of the Government Resolution No.219, 2002, I hereby ORDER:
1. To approve regulation for importing and exporting licenses to medicines and medical devices by Appendix 1, form of license to import and export medicines and medical devices by Appendix 2. 
2. To assign the Centre for Health Development Center (B.Narantuya) in accordance with Government Resolution 219, 2002, to submit information regarding issuance of import and export licenses for products transported through the Country’s border under state customs control to the General Customs Office on quarterly basis.  
3. To assign the State Secretary (D.Ochirbat) to oversee the implementation of the order.
4. To discard the Health Minister’s Order No. 343, 2011, “On Approval of the Regulation on Issuance of License for Importation and Exportation” and Health Minister’s Order No. A/351. 2017 “On Approval of Regulation on Issuance of Licensing  for Import and Export of Medicines and Medical Devices” as legally invalid in connection of endorsement of  this order,
                       

Minister                                      D. Sarangerel 

Appendix 1, 
Health Minister’s Order A/407, 
November 1, 2017
Approval of Regulation on Issuance of Import and Export licensing of Medicines, Medical devices
One. General provision
1.1. The procedures on Issuance of License for Import and Export of medicines and medical devices shall be governed by these Regulations within the framework of the Law on Health, Law on Medicines and Medical Devices, Law on Immunizations, Law on Licensing of business activities, and other legislations.
1.2. Imports and exports of narcotic and psychotropic medicines, medical equipment and its supplies shall not be regulated by these Regulations.
1.3. The issuance of license to import and export organs, donated blood, microorganisms for preventive and treatment purposes that are on the list of products to be transported by state border under the government  control, shall be regulated by the Government Resolution No. 219, 2002. 
1.4. The Center for Health Development shall have a database of imported and exported medicines and medical devices.
1.5. Issuance of licensing activities shall be organized to facilitate   business operations, services and traders in the form of a one stop electronic service.
1.6. The applicant shall have a special permission to engage in professional activities related with import and export of medicines and medical devices.
1.7. In case of emergency and disaster, issuance of license to import unregistered medicines, emergency medicines and medical devices shall be regulated by the provisions stated in Section 15.5, Article 15, Law of Medicines and Medical Devices.  
1.8. Medicines and medical devices provided by donation from foreign governments, governmental and non-governmental organizations, citizens, enterprises, international and charity organizations shall meet standards and requirements specified in the Health Minister’s Order No 232, 2016 “Regulations on supply, reception and usage of donated medicines and medical devices”. 
1.9. A foreign citizen must have a medical license for foreign health professionals to practice medicine, in case of transporting medicine and medical devices for short-term treatment, examinations and diagnostics in Mongolia. 
Two. Request a petition for a license
2.1. The applicant requesting a petition for a license of medicine and medical device shall meet the following requirements:

2.1.1. Medicines intended for importation shall be registered in Mongolian Drug Registry; 
2.1.2. Application for petition a license shall be submitted electronically via Health sector’s online registration system for Special permissions, Import Permission (http://www.moh.mn/licemed/);
2.1.3. The applicant shall receive a code to enter the online registration system from the Centre for Health Development;
2.1.4. The application shall include clear information regarding the name, type, dosage, package, manufacturer's name, quantity, and border port of the importing medicine and medical device that are ought to be shipped;
2.1.5. The applicant shall submit an electronic report on imported and exported medicines and medical devices in accordance with the license granted in that year to the Centre for Health Development by the January 15 of the following year;
2.1.6. On the basis of mutual agreement the medicines and medical devices may only be imported with the right   supplier, and the manufacturer shall be officially notified to the Centre for Health Development.

2.2. The applicant requesting petition for license to import shall include the following documents in the application:
2.2.1. Trade agreement between the importer of medicines and medical devices and the foreign pharmaceutical company or official its distributor;
2.2.2. Invoice of goods for shipment to import in accordance with the agreement;
2.2.3. For medical devices, certification verifying that the manufacturer and product comply with the international standard (ISO);
2.2.4. For import of vaccines, the proposition made by the Department of Public Health, Ministry of Health and Lot Release Certificate issued by the competent authority of the exporting country of the vaccine. 
2.3. The following documents shall be attached to the request for a license for importing medicines and medical devices supplied within the framework of foreign projects, programs, and humanitarian aid:
2.3.1. An agreement between humanitarian aid provider, project implementer and the receiving organization, as well as official documents stated in the regulation on supply, reception and usage of medicines and medical devices contributed by donation and humanitarian aid; 
2.3.2. For medicines supplied by humanitarian aid, project and programs, an official document including information in regards with medicines’ international non-proprietary and trade name, dose, dosage form, quantity, number, manufacturer, origin, expire date and price is required;   

2.3.3. A certificate issued by a competent authority verifying that the batch certificate of the product and manufacturer complies with the Good Manufacturing Practice (GMP), as per requirements of the scheme of WHO International Trade Certificate; 
2.3.4. A certificate verifying that medical device complies with the international requirements (ISO).
2.4. An official document containing information in relation to dose, quantity, dosage form, manufacturer, origin, price of medicines and medical devices must be submitted in order to apply for a license for medicines, medical devices, samples and specimen, as specified in the Clauses 22.7.1, 22.7.4-22.7.7, Article 22, Law on Medicines and Medical Devices.
2.5. Attach the following documents in the application for export licenses:
2.5.1. Trade agreement made with the importer of medicines, medical devices; 
2.5.2. Invoice of products for shipment as specified in the contract; 
2.5.3. Results of tests performed by the accredited laboratory.
2.6. The application for license to import and export organs, donor blood, microbial cultures used for treatments, prevention  of diseases listed under the state control shall be submitted in writing, in the form approved by the Government Resolution 219, 2002.
2.7. The applicant is responsible for the accuracy and correctness of the information and materials to be submitted. 
 

Three. Review and resolve the license 
 

3.1. Upon receipt of application for the license, the application shall be reviewed and resolved within 5 working days. 
3.2. The applicant shall be electronically informed about processing, decision-making of the license request. 
3.3. Licenses for medicines and medical devices will be reviewed by the Centre for Health Development, approved and issued by the Director of the Department of Pharmaceutical Affairs, Ministry of Health.
3.4. If necessary, the license issuer is entitled to have the applicant’s documents inspected, certified and analyzed. In this case, the review period will be extended until relevant organizations decision is reached, in addition incurred and forthcoming costs shall be borne by the applicant.   
3.5. Licenses will be issued in the form approved by the Appendix, and two copies with numbered pages shall be prepared. The right bottom of the page shall be labeled as “license to import / export medicines and medical devices”, the right bottom corner of the license issued in accordance with the Government Resolution No.219, 2002 shall be labeled as "License for goods crossing the border under state control".
            

3.6. The license shall be issued for the medicines, medical devices specified in the application and shall be used once for the purpose of transportation across the border.

3.7. The license number shall be typed in the following order.
3.7.1. Medicine 001/year/number; 

3.7.2. Test kit and reagent 002 / year / number;
3.7.3. Medical devices, implant 003/year/ number; 

3.7.4. Donation, aid 004/year/number; 
            

3.8. License shall be issued for six months. 
          

3.9. It is prohibited to transfer, sell, present or pledge the license to others.
 

Four.  Miscellaneous
                                                                                                                                   

4.1. A request regarding any change in the validity of license can be accepted upon accurate justification and relevant document submission. 
4.2. A new petition must be submitted if name, type, quantity of medicine, medical devices specified in the license are ought to be changed. 
4.3. Amendments in the license shall be reviewed and resolved within 3 working days.
4.4. It is prohibited to manually repair the license.

4.5. License shall be revoked on the following terms: 
4.5.1 The date of the license has expired or has become invalid;

4.5.2 upon license holder’s request;

4.5.3. It is proven that false documents are filed with the license;

4.5.4 Refurbishment of the license;

4.5.5. It is proven that false information has been provided for Customs clearance.

4.6. If provisions indicated in Clauses 2.7, 3.9 and 4.4 of this Regulation are violated, license shall be revoked, and cancellation of special permission will be decided by the State Administration Authority for Health.  
4.7. The decision to revoke the license shall be notified within 3 working days to the license holder and the border inspection agency.

4.8 Before applying, the applicant shall obtain the access code to the online registration system from the officer in charge at Centre for Health Development. 
4.9. Application for license and reports shall be submitted via online registration system using the following website: http://www.moh.mn/licemed/
