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Regulatory Background

Understand the regulations in a changing China drug environment

The National Medical Products Administration (NMPA) (Chinese: EIZRZF S BEEF) (formerly the China Food and
Drug Administration, or CFDA) was founded on the basis of the former State Food and Drug Administration (SFDA).

In August 2016, to simplify the drug review procedure, the former CFDA announced that the review and approval of pharmaceutical
packaging materials and excipients will not be reviewed individually and will not be approved with a registration license. The excipients
and pharmaceutical packaging materials will be reviewed and evaluated jointly with the corresponding drug.

- Announcement on Matters Related to the Joint Review and Approval of Pharmaceutical Packaging Materials and Excipients with Drugs

[No 134] 2016
In November 2017, to further simplify the drug review procedure, the former CFDA announced that the review and approval of APIs will
not be reviewed individually and will not be approved with a registration license. The manufacturers of APls, excipients and packaging

materials shall file the required technical information to get DMFs in China, and the technical information will be reviewed and evaluated

jointly with the corresponding drug.

- Announcement on the Adjustment of the review and approval of APIs, pharmaceutical excipients and pharmaceutical packaging

materials [No 146] 2017
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Regulatory Background

Understand the regulations in a changing China drug environment

In April 2018, the NMPA announced the matters related to the importation of APls and excipients that:

For the importation of APls, excipients and packaging materials, the valid
registration license or a DMF is required, along with the certificate of origin,

packing list, shipping bill, invoice and COAs.

The product with inactivated DMF can only be imported for research and development purposes.

Only the activated DMF can be imported for marketing purposes.

- Announcement on the Matters related to the Importation of APl and Excipient [No 8] 2018
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. Regulatory Background

Understand the regulations in a changing China drug environment

In July 2019, the NMPA announced further regulations on DMFs for APIs, excipients and packaging materials:

»  The manufacturers of APls, excipients and packaging materials shall file the DMF with required technical dossiers;

»  For certain special reasons, if the manufacturers cannot file it, the technical dossiers shall be submitted by the drug
manufacturer;

»  Overseas manufacturers shall authorize their domestic subsidiary or an agent to file the DMF; both the manufacturer and
agent are responsible for the authenticity and integrity of the filed dossiers;

»  The manufacturer shall issue a Letter of Authorization to the drug applicant for the drug registration;

» The drug applicant, or the market authorization holder of a drug, bears the major responsibility for the quality of drug;

»  Anannual report shall be submitted at the first quarter of every calendar year. Any changes of information shall be

reported in the annual report and shall be notified to the drug manufacturer immediately when it happens.

- Announcement on Further Improving Related Issues Concerning Drug Evaluation, Approval and Supervision [No 56] 2019
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How to file the DMFs

. I |dentification of the DMF of a product

An API that is manufactured in different manufacturing sites

- shall be filed in different DMFs

An API that will be supplied for different routes of administration of a drug and is of difference
in quality
- shall be filed in different DMFs

An APl that

 will be supplied for the same route of administration of a drug, and

* has similar processing, and

* just has differences in quality control on crystalline form, particle size

- could be filed in the same DMF
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|dentification of the DMF of a product

How to file the DMFs

An excipient/packaging material that is manufactured in different manufacturing sites

- shall be filed in different DMFs

An excipient/packaging material that will be supplied for different routes of administration of a
drug and is of difference in quality

- shall be filed in different DMFs

An excipient/packaging material that has different models or types

- shall be filed in different DMFs
An excipient that has differences in quality control on density, crystalline form, particle size,

viscosity, etc, or, is a premix coating material for solid oral preparations

- could be filed in the same DMF
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. I DMF Filing Procedure
Understand the roadmap of DMF filing in China Ann Ual Report

The annual report shall be

submitted in the 1t quarter

every year, otherwise, the |~

Dossier Listing DMF will be cancelled.
A dossier listing with appropriate m
interpretations and templates “09
020 shall be provided, as a critical P
(]

check list to guide the collection

Marketing

Now it’s time for marketing

of technical dossiers

Appoint An Agent

A reliable agent is critical for an

oversea manufacturer to deal

R

with the complex regulatory

affairs in China. Not only because

R Registration Dossiers

It may take 3 months for the translation and

of the language, but also the

ever-changing regulations in

China. compilation of registration dossiers. Generally

COTTESIDOI'ldenCe the DMF for excipient/packaging materials will

Smooth correspondence is critical to ~ be released in about 1-2 weeks upon receipt by
the overall time consumption. the NMPA; for an API, it may take about 2-4

weeks.
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. General Requirements for AP

Dossier Listing of DMF registration for API
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General Requirements for Excipient

Dossier Listing of DMF registration for Excipients
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General Requirements for Packaging Materials

Dossier Listing of DMF registration for Packaging Materials
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