
Dear Partners, 

Thank you for your long-term support and cooperation for our company's work! 

During the import customs clearance and business management of APIs, irregular 

operations often occur, which not only affect the safety and standardization of drugs 

during the production and distribution links, but also harm the interests of API 

manufacturers and agents who behave in good manner. 

The current issues are: 

1. Not selling API products in China through sole agency (including registration 

agency). 

2. Import and Sell the products by using a fraudulent MA of an approved product to 

import the same product into China, or without MA. 

3. Carry out import customs clearance before obtaining legal documents such as 

Declaration Letter and COO. 

4. Tamper the documents during the drug inspection and filing process in order to pass 

the customs clearance. 

We hope to better regulate the import business of APIs and create a good business 

environment by sharing the following regulations and information. 

 

 

 

 

 



1. The process of application for MA of API 
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2. The import process of drugs 

In China, it is illegal to import and purchase formulation without IDL or without 

registration information on the CDE website (hereinafter referred to as no IDL). It is 

illegal to purchase APIs without IDL for directly using in the production of 

formulation. It is also violating GMP compliance when Companies with GMP but 

purchase other APIs to imitate its own APIs.  

2.1 Production 

The manufacturer shall manufacture the product strictly by following the information 

submitted to NMPA. 

The quality of the product must comply with the "Registration Standards for Imported 

Drugs" approved by the CDE when the MA is issued. 

The label of the outer packaging of the drug should be consistent with the information 

submitted to NMPA. 

2.2 Dispatching  

The 24 cities approved by NMPA to import drugs from abroad are called port cities, 

the 24 local drug administrations appointed by NMPA to manage the imported drugs 

are called port drug administrations, and 18 local IFDC designated by NMPA to be 

responsible for the port inspection of imported drugs are called port IFDC. Shanghai, 

Beijing and Guangzhou are the main ports for imported drugs. 

2.3 Import filing  

After receiving the bill of lading, it shall be filed at the Port Drug Inspection Offices. 

The documents required for filing include original certificate of origin, bill of lading, 

http://dict.cn/Name%20List%20of%20the%20Port%20Drug%20Inspection%20Offices


contract, invoice, packing list, COA, IDL or registration information on CDE website, 

port inspection application, GSP and business license of the importer, etc. 

Once filing documents approved as qualified, the importer will obtain the Declaration 

Letter for imported drug, which will be uploaded to the customs system by port drug 

inspection office to release the consignments. 

2.4 Customs clearance  

Customs clearance is performed by a professional agency entrusted by the importer. 

Professional customs clearance agencies not only have branches in various main cities, 

but also have good communication channels with customs staff which will make the 

customs declaration process more convenient and smoothly. Although the law 

stipulates that importers can choose to declare by themselves, MNCs and government 

agencies will choose to entrust professional customs declaration companies to declare. 

Customs declaration documents mainly include import drug customs clearance form, 

certificate of origin, bill of lading, contract, invoice, packing list, MSDS, packaging 

description, HS code classification, etc. 

The customs declaration cycle of a single cargo is generally 5-10 days, including 

commodity inspection, tax payment, customs clearance, etc. 

After paying 3% ~ 6.5% tariff, imported drugs also need to pay 13% import 

value-added tax. Tariff is levied from zero based on the value of goods, and VAT is 

levied from zero based on the amount of value of goods plus tariff. 

2.5 Pick-ups 

After receiving the delivery notice from the customs declaration company, pick up 

cargos in the warehouse which is supervised by the customs office along with the 



"Order of Delivery" issued by the importer. The goods shall be placed neatly in the 

waiting area of the importer's drug warehouse. 

2.6 Drug inspection 

6.1 Sampling and inspection time 

For the drugs listed and sold in China for the first time, after the import filing 

completed, the port FDA shall inform the port IFDC for inspection according to the 

standardized process. The port IFDC shall sampling at the importer's drug warehouse 

at proper time agreed with the importer, and the sampling personnel of the port IFDC 

shall make corresponding marks on the package of the sampling goods according to 

law. The external packaging and label of drugs shall be checked during IFDC 

sampling. 

After the drugs arrive at the importer's warehouse, it takes about 5 days to complete 

the sampling. The importer shall obtain the drug inspection report from port IFDC 

40-70 days after sampling. 

2.7 Sales 

For drugs which are marketed in China for the first time can only be sold after 

obtaining the drug inspection report with the conclusion that the quality is qualified 

given by the port IFDC. 

The sales targets and channels of imported APIs and preparations are different. 

2.8 Disposal of disqualified drugs 

For disqualified packaging materials and containers being in direct contact with drugs, 

the drug regulatory department shall make orders to stop using them. Drugs that fail to 

pass the inspection shall not be sold or imported. 



3. Legal Support 

In order to make all vendors to have a better understanding about Chinese market and 

relevant regulations and policies, we hereby integrates the relevant laws and 

regulations on APIs as follows 

3.1 Articles 9 and 14 of Provisions for Drug Registration 

Article 9: the applicant shall be an enterprise or drug development institution that can 

bear corresponding legal liabilities. An overseas applicant shall appoint a legal entity 

in China to handle relevant drug registration matters. 

Article 14: NMPA initiate technical review for Formulation, API, Excipients and 

packaging materials. For formulation technical review, the API, excipients and 

packaging materials should be reviewed and approved all together. CDE is obligated to 

publish all the submission / application status on the platform for the selection of 

relevant applicants or holders and conduct relevant review.   

3.2 No. 56 Announcement issued by NMPA in 2019  

Announcement of the NMPA on further improving the related review, approval and 

supervision of drugs. 

In order to implement the opinions on deepening the reform of the review and 

approval system and encouraging the innovation of drugs and medical devices issued 

by the general office of the CPC Central Committee and the general office of the State 

Council, the former food and Drug Administration issued an announcement on 

adjusting the review and approval matters of APIs, pharmaceutical excipients and drug 

packaging materials (2017 No. 146), and now it is necessary to further clarify the joint 

application and regulations between Formulations and API, pharmaceutical excipients 



and packaging materials and containers being in direct contact with drugs as follows: 

3.2.1 General requirements 

(1) The use of the API, Excipients and packaging materials must meet the requirements 

for drug use, which mainly means that the quality, safety and function of the original 

and the API, Excipients and packaging materials should meet the needs of 

pharmaceutical formulations. The registrant of the API, Excipients and packaging 

materials and drug formulation shall register on the registration platform, and the drug 

formulation registration applicant shall associate the registration information with the 

platform when submitting the registration application; For those API, Excipients and 

packaging that cannot be registered on the platform due to special reasons, the drug 

formulation registration applicant may also provide the research data of the API, 

Excipients and packaging materials together with the application for drug formulation 

registration.   

(2) The registrant of API, Excipients and packaging materials is responsible for 

maintaining the registration information of the registration platform and is responsible 

for the authenticity and integrity of the registration data. As the registrant of the API, 

Excipients and packaging materials, the domestic suppliers of API, Excipients and 

packaging materials shall register their own products. Overseas suppliers of API, 

Excipients and packaging materials can submit application through its representative 

offices in China or entrust Chinese agencies. The registration documents shall be in 

Chinese. Overseas suppliers of the API, Excipients and packaging materials and 

agencies shall be jointly responsible for the authenticity and integrity of the 

registration documents. 



(3) When apply for drug registration, the FDF applicant shall provide the registration 

number of the API, Excipients and packaging materials and the LOA from API, 

Excipients and packaging registrants. 

(4) The FDF applicant or the MA holder shall bear the main responsibility for drug 

quality, and audit the suppliers’ quality management system of the API, Excipients and 

packaging materials according to the relevant requirements of drug registration 

management and post marketing production management, so as to ensure that they 

meet the pharmaceutical requirements. 

(5) The regulatory authorities shall be responsible for the confidentiality of the 

technical data submitted by the API, Excipients and packaging registrants and the 

confidentiality of the technical information of the registration platform. The 

registration platform only discloses the registration status (A or I), registration number, 

product name, applicant name (agency name), manufacturing address, original drug 

approval number (if any), and the validity of the original approval certificate (if any), 

product source, specification, renew date and other necessary information. 

3.2.2 Product registration management 

(6) The registrant of API, Excipients and packaging materials registers on the platform 

according to the technical requirements of the registration data and obtains the 

registration number. Among them, the API shall obtain the drug production license of 

the corresponding production scope before registration, and shall be registered in 

accordance with the requirements of the notice on Issuing the requirements for the 

application data of new registration classification of chemical drugs (Trial) (No. 80 in 

2016) issued by the former food and drug administration; The registration of 



pharmaceutical excipients and drug packaging materials shall be registered in 

accordance with the data requirements of Annex 1 and Annex 2 of this announcement. 

The technical requirements of registration data shall be continuously improved 

according to industrial development and scientific and technological progress, and 

shall be updated and published by the drug evaluation center of the State Drug 

Administration (hereinafter referred to as CDE). 

(7) The FDF registration application is associated with the registration of the API, 

Excipients and packaging materials. When FDF is approved, it indicates that its 

associated API, Excipients and packaging materials have passed the technical review, 

and the registration platform shows "A"; Those that have not passed the technical 

review or have not been associated with the FDF registration shows as "I". 

(8) Except for APIs, excipients and packaging materials that are banned, eliminated or 

cancelled by the authority, the APIs, excipients and packaging materials that meet the 

following conditions will be transferred to the registration platform by CDE and the 

registration number will be granted, and the registration status will be marked as "A"： 

1. The APIs with the expiry date of the approval certificate not earlier than November 

27th, 2017; 

2. The APIs that have been accepted, reviewed and approved, including the API 

technology transfer application reviewed by the provincial bureau in accordance with 

the National Food and Drug Administration Notice [2013] No. 38; 

3. Pharmaceutical excipients and packaging materials that have been accepted and 

reviewed; 

4. Pharmaceutical excipients that have obtained approval documents; 



5. The packaging materials with expiry date of the approval certificate not earlier than 

August 10, 2016.  

The registrant of APIs, excipients and packaging materials transferred to the 

registration platform should supplement the research data on the registration platform 

in accordance with the registration data requirements of this announcement, complete 

the registration information, and submit a data consistency commitment (committing 

that the technical data submitted by the registration platform is consistent with the 

registered and approved technical data). 

(9) For the APIs used in the generic or import of domestically marketed 

pharmaceutical FDF, the registrant of APIs can undergo separate review and approval 

after registration. The registration status of the approved filing is marked as "A", and 

the filing not approved is marked as "I". The time limit and requirements for review 

and approval shall be implemented in accordance with the current " Provisions for 

Drug Registration" and other relevant regulations. 

(10) Pharmaceutical excipients that have been used in food and drugs for a long time 

and whose safety has been recognized are not required to be registered (refer to 

Appendix 3 for the list), and the applicant of FDF registration shall specify the product 

list and basic information in the application dossiers. However, CDE may require the 

FDF applicant to provide corresponding additional technical data if it is deemed 

necessary during the review process. The list of such pharmaceutical excipients will be 

updated and announced by CDE in due course. 

(11) The administrative license for pharmaceutical excipients and packaging materials 

has been cancelled, no fees will be charged for platform registration. APIs are still with 



administrative license, and relevant requirements for technical review of the platform 

registration shall be implemented in accordance with current regulations and standards. 

3.2.3 Use and management of the registration information of the APIs, excipients and 

packaging materials 

(12) When FDF applicants apply for joint application, if the research data of the APIs, 

excipients and packaging materials on registration platform cannot meet the review 

needs, CDE may require FDF applicant or the registrants of API, excipient or 

packaging materials to supplement it. The way of submitting supplementary 

information shall be clarified by CDE in the supplementary notice. 

(13) If the API is marked as "A", it indicates that the API has passed the review and 

got approved. The registrant of APIs can print the approval certificate, quality 

specifications and labels on the registration platform by themselves for GMP 

inspections, import customs clearance, etc. 

For APIs that have not been registered on the platform but research data submitted 

together with FDF registration dossiers, the regulatory authority will mark the related 

API information in the FDF approval documents, which can be used for API GMP 

inspections and import customs clearance. 

(14) The procedures and requirements of API manufacturers applying for GMP 

inspection shall be implemented in accordance with the relevant provisions of current 

laws and regulations. After passing the pharmaceutical GMP inspection, the 

registration information shall be updated on the registration platform. 

(15) If there is technical change in the API which have been approved as "A", an 

application for the change shall be submitted in accordance with the relevant 



regulations of the current drug registration and management regulations, and the 

application shall be implemented after approval. Other changes to APIs, 

pharmaceutical excipients and packaging materials should be updated on the 

registration platform in time, and annual report for the previous year shall be submitted 

in the first quarter of each year. 

(16) When there are changes incurred to the APIs, excipients and packaging materials, 

the registrant of the APIs, excipients or packaging materials shall take the initiative to 

carry out research, and promptly notify the relevant FDF manufacturer (MA holder), 

and update the registration information in a timely manner, and reflect it in the annual 

report. 

FDF manufacturers (MA holders) should promptly evaluate or study the impact of the 

corresponding changes on the quality of formulation after receiving the above 

notification. If the quality of formulation gets affected, a supplementary notice should 

be submitted. 

(17) When there are changes incurred to the APIs, excipients and packaging materials 

or their vendors related to the market approved formulation, study shall be conducted 

in accordance with the "Technical Guidelines for the Study of the Change of Listed 

Chemical Drugs (1)" and the "Technical Guidelines for the Study of the Change of the 

Production Process of Listed Chemicals" , the "Technical Guidelines for the Study of 

Changes in Marketed Traditional Chinese Medicines (一)" and the relevant guidelines 

for the study of changes for the market approved biological products, and implemented 

in accordance with the relevant regulations of the current pharmaceutical registration 

management. 



3.2.4 Supervision and management 

(19) The drug regulatory administrations of all provinces (autonomous regions or 

municipalities) shall carry out post-marketing administration and GMP inspection on 

APIs with the registration status as "A". 

(20) Provincial (regional, municipal) drug regulatory administrations shall strengthen 

the supervision and inspection of FDF manufacturers (MA holders) within their 

respective administrative areas, and urge FDF manufacturers (MA holders) to audit 

suppliers of API, Excipients and packaging materials. 

Enterprises producing excipients and packaging materials with pharmaceutical 

Production License shall continue to manage according to the original management 

requirements, and register site information according to the requirements of this 

announcement after the expiration of the license. 

(21) Drug regulatory bureaus of all provinces (autonomous regions and municipalities) 

shall strengthen supervision and inspection and extend inspection on suppliers of 

excipients and packaging materials according to the registration information. 

If quality problems are found in the production of excipients and packaging materials, 

they shall be investigated and dealt with in a timely manner according to law and 

regulations, and FDF manufacturers (MA holders) shall not use related products, and 

evaluate and dispose of products already on the market. 

The extended inspection shall be organized and carried out by the provincial bureau 

where the FDF manufacturer (MA holder) is located. 

The daily inspection of suppliers of excipients and packaging materials shall be 

conducted jointly by the local provincial bureau. 



Excipients production site inspection refers to “Good Manufacturing Practice for 

Pharmaceutical Excipients” (State Food Drug Safety Ann [2006] no. 120) to carry out 

the inspection, packaging materials production site inspection refers to “Measures for 

the management of packaging materials and containers in direct contact with drugs” 

stated in General Principles for Site inspection of Packaging materials” (Ann no.13 

from former State Food and Drug Administration Bureau). 

Provincial (regional, municipal) drug regulatory bureaus can further improve the 

relevant technical specifications and inspection standards according to regulatory 

needs to promote the steady improvement of the quality level of excipients and 

packaging materials. 

NMPA will revise relevant inspection standards in due course according to the 

situation and needs of provincial supervision and inspection. 

3.2.5 The others 

(22) The requirements of this Announcement shall be applicable to API, Excipients 

and packaging materials developed, produced, imported and used within the territory 

of the People's Republic of China. 

(23) This announcement will take effect on August 15, 2019. 

If the documents related to the original (API Excipients and packaging materials) 

released are inconsistent with the requirements of this announcement, this 

announcement shall prevail. 

Meanwhile, the Circular on the Issuance of Application Data Requirements for 

packaging materials and Excipients (Trial) (No. 155 of 2016) issued by the former 

Food and Drug Administration shall be abolished. 



3.3 Article 10 of the Notice on adjusting the review and approval clauses of API, 

Excipients and packaging materials (No. 146, 2017)  

(10) Enterprises of API, Excipients and packaging materials that have obtained 

registration numbers shall carry out management in strict accordance with the relevant 

requirements of the State, ensure product quality, and submit annual product quality 

management reports after obtaining registration numbers; 

In case of any change in the product, the relevant information shall be changed on the 

registration platform in a timely manner, and FDF applicants using the product shall be 

informed of the change on their own initiative before implementation. 

FDF applicant shall choose API, Excipients and be responsible for the quality of 

packaging material, and fully study and evaluate the change impact of API and 

Excipients and packaging changes on the quality of its products, in accordance with 

the relevant provisions of the state food and drug supervision and management of 

administration and related guidelines, as required to apply for alteration or for the 

record. 

3.4 Article 25, 45, 64, 68, 118 and 124 of the Drug Administration Law of the 

People's Republic of China 

Article 25 the pharmaceutical supervisory and administrative department under the 

State Council shall organize pharmaceutical, medical and other technical personnel to 

examine and evaluate the safety, the effectiveness and quality control, as well as the 

applicant's quality management, risk prevention and control, liability compensation 

and other capabilities to review; 

If all conditions are qualified, drug registration certificate shall be issued. 



When reviewing drugs, the pharmaceutical supervisory and administrative department 

under the State Council shall examine and approve chemical bulk drugs, relevant 

Excipients, packaging materials and containers in direct contact with drugs, and the 

quality standards, production techniques, labels and drug specifications. 

"Excipients" mentioned in this law means excipients and adjuncts used in the 

production and dispensing of drugs 

Article 45: the API, Excipients and packaging materials required for the production of 

drugs shall meet the requirements for medicinal use and the relevant requirements of 

the standards for the quality control of drug production. 

In the production of drugs, the API, Excipients and packaging materials suppliers shall 

be reviewed in accordance with the provisions to ensure that the purchased and used 

API, Excipients and packaging materials meet the requirements of the preceding 

paragraph. 

Article 64: drugs shall be imported from ports where drug import is allowed, and the 

drug importing enterprise shall report to the drug regulatory department in the place 

where the port is located for the record. The customs shall go through the customs 

clearance formalities on the strength of the customs clearance form for imported drugs 

issued by the drug regulatory department. If there is no customs clearance form for 

imported drugs, the customs shall not release them. 

The drug regulatory department at the port shall notify the drug inspection institution 

to conduct random inspection of imported drugs in accordance with the provisions of 

the drug regulatory department under the State Council. 

The port at which drugs are allowed to be imported shall be proposed by the drug 



regulatory department under the State Council in conjunction with the General 

Administration of customs and submitted to the State Council for approval. 

Article 68: the drug regulatory department under the State Council shall appoint a drug 

inspection agency to inspect the following drugs before sale or at the time of import; 

Those who have not been inspected or fail to pass the inspection shall not be sold or 

imported: 

Drugs sold in China for the first time; 

ii. Biological products prescribed by the drug regulatory department under the State 

Council; 

iii. Other drugs regulated by the State Council. 

Article 118: wherever produces or sells counterfeit drugs, or produces or sells inferior 

drugs, the circumstances are serious, the legal representative, the main person in 

charge and the person in direct charge and other responsible persons shall be punished, 

their income obtained from organization during the period when the illegal act 

occurred shall be confiscated, and shall also be fined not less than 30% but not more 

than three times of the obtained income. They shall be prohibited from engaging in 

drug production and trading activities for life, and may be detained by the public 

security organ for not less than five days but not more than 15 days. All related 

production equipment specially used for the production of fake and inferior drugs shall 

be confiscated. 

Article 124; Whoever, in violation of the provisions of this law, commits any of the 

following acts shall be confiscated of the drugs illegally produced, imported or sold, 

the illegal income, as well as the production equipment specially used for illegal 



production, production and business will be ordered to cease for further rectification, 

and shall also be fined not less than 15 times but not more than 30 times of the value of 

drugs illegally produced, imported or sold; If the value of the goods is less than 

100000 yuan, it shall be calculated as 100000 yuan; If the circumstances are serious, 

the drug approval certificate or even the drug production license, drug trading license 

or FDF license of medical institutions shall be revoked. For legal representative, the 

main person in charge, the responsible person in direct charge and other responsible 

persons, their income obtained from organization during the period of the illegal act 

shall be confiscated, a fine of not less than 30% but not more than three times will be 

levied. Those related people will be prohibited to engage in drug production and 

trading activities for 10 years to life, and may be detained by the public security organ 

for not less than five days but not more than 15 days: 

(1) Producing or importing drugs without obtaining drug approval documents; 

(2) Producing or importing drugs by using the drug approval documents obtained by 

deception; 

(3) Producing drugs with raw materials that have not been reviewed and approved; 

(4) Selling drugs that should be inspected without inspection; 

(5) Producing and selling drugs prohibited by the drug regulatory department under the 

State Council; 

(6) Make up production and inspection records; 

(7) Make major changes in the process of drug production without filing and approval. 

Whoever sells the drugs specified in Items 1 to 3 of the preceding paragraph, or the 

drug user uses the drugs specified in Items 1 to 5 of the preceding paragraph, shall be 



punished in accordance with the provisions of the preceding paragraph; If the 

circumstances are serious, if the legal representative, the main person in charge, the 

responsible person in direct charge and other responsible persons of the drug using unit 

have the practice certificate of medical and health personnel, the practice certificate 

shall also be revoked. 

We sincerely hope that all suppliers to strictly abide by the relevant laws and 

regulations in terms of mutual benefit and friendship, which will be undoubtedly 

beneficial to both enterprises and friends in the long term. Win-win cooperation is our 

common goal, to achieve the goal requires our joint efforts, and we believe all of you 

will treat us with complete understanding and thorough recognition. Thanking you for 

your continuous support, let’s work hand-in-hand to create a more brilliant future 

together!   

Wishing you all the best!!  

 

                                             By: China Chinopharma LTD. 

                                             Date: 18th Oct.2021 

  

 

 

 


