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1.Outline of MF
2.From Marketing Authorization Holder
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Flow of Regulatory Review of MFs

Marketing Authorization 
Holders

(Applicant)
製造販売業者

PMDA
医薬品医療機器総合機構

MHLW
厚生労働省

Application
製造販売承認申請

MF Registrant

MF registration
MF登録

Inquiry
疑義事項照会

and
Inspection
査察/监查

PMDA notify the applicant
of the inquiry about MFs

MF疑義事項照会実施の連絡

in-country caretaker
国内管理人/国内管理员

①②
③

（step １）

（step ２）

（step ３）

(step 0 or 1) accreditation
Accredited Foreign Manufacturer

外国製造業者の認定



5

Items for MF registration

１．Drug substances, intermediates, 
Pharmaceutical product materials

（医療用）医薬品原薬、中間体及製剤原料

２．New excipients , new pre-mix excipients
新添加剤及新pre-mix添加剤

３．Materials for medical devices. 
医療機器原材料

４．Containers, packaging materials. 
容器・包装材

５．etc.
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MF application form

Documents required : Application form , supporting data
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Items for an approval application form 1/3

１．Classification of Registration
( Type of Substances, etc. )
登记类别（原料药等种类）

２．Name of drug substances, etc.
原料药名称等

３．Name of manufacturing site and other information
生产厂的名称等

４．Information about ingredients and their quantity or 
nature of drug substances, etc.

成分及分量或本质相关信息

５．Manufacturing method, manufacturing process 
control, and quality control test

制造方法，控制制造过程，控制质量试验
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Items for an approval application form 2/3

６．Specifications and test methods
标准及试验方式

７．Stability tests, storage method, and expiry date
稳定性试验、储藏方法及有效期

８．Storage Method and Expiry Date
储藏方法及有效期限

９．Information on safety
安全性信息
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Items for an approval application form 3/3

10．Category of license for manufacturing operation or 
accreditation of foreign manufacturer
制造业的生产许可证分类或外国制造商的认证许可类别

11．Number of license for manufacturing operation or 
number and date of accreditation of foreign 
manufacturer
制造业生产许可证编码或外国制造业商认证许可证编码及许可日期

12．Name and address of in-country caretaker if the 
applicant for the MF registration is manufacturing 
drug substances, etc, outside Japan
相关原料药国内管理员的姓名及地址
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Attached documents 
for an approval application form

・Data on Manufacturing Methods and 
Specifications/Test Methods
制造方法及标准试验的相关数据

・Data on Stability
稳定性试验相关

・Data on Pharmacological Action
关于药理作用数值

・etc.

Please send CTD format for attached documents
to the in-country caretaker. 
请使用CTD 格式制作附件资料，送到国内管理员
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Open part and Closed part of MF 1/4
http://www.pmda.go.jp/english/service/pdf/notifications/Guideline_on_Utilization_of_Master_File_for_Drug_Substances,_etc.pdf

MF system provides 
for Disclosed and Non-Disclosed 

Information
on registration.

MF提供公开及不公开的
相关注册信息
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Open part and Closed part of MF 2/4
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Open part and Closed part of MF 3/4
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Open part and Closed part of MF 4/4
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Reception Desk/受付窓口/接待窗口

Pharmaceuticals and Medical Devices Agency (PMDA)
Review Operation Division
Shin-Kasumigaseki Building 6th floor,
3-3-2 Kasumigaseki, Chiyoda-ku, Tokyo 100-0013 Japan
独立行政法人 医薬品医療機器総合機構 審査業務部

100-0013東京都千代田区霞ヶ関3－3－2 新霞ヶ関ビル ６階

TEL : 03-3506-9437

FAX : 03-3506-9442

Office hours ： 9:30－12:00 and 13:30－17:00
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in-country caretaker
国内管理员

・Non qualification 无资格

・Address in Japan 在日本的地址

・Ability for the registration application 
and the registration management
关于登记申请及登记管理能力

・Japanese language power 日语能力

・Knowledge of Pharmaceutical Affairs 
Act of chemistry in Japan
日本的化学药事法知识
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医薬品外国製造者認定証
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原薬等登録原簿登録証
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The published information for MF

Number：222MF10232 Date:平成22年9月19日
Name of Holder：Synbiotics Address：....India Name of product：アムホテリシンＢ
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1.Outline of MF
2.From Marketing Authorization Holder
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Required documentation
Marketing Authorization Holder
（Drug Manufacturer） need : 
医药品制造销售业者有必要的资料：

・The copy of MF registration（MF登録証）

MF登记证的副本

・The agreement with MF registrant
(raw manufacturer) and Drug manufacturer
MF登记人(原料药制造业者)及医药品生产企业的合同
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Ministerial Ordinance No. 136
省令第１３６号/部令第136号 (ＧＱＰ省令）

第七条

三 当該製造業務が適正かつ円滑な製造管理及び品質管理の下で行
われていることについての製造販売業者による定期的な確認

由制造卖主的定期的确认

Article 7
(3) The nature and extent of the periodical verification, by the 
marketing authorisation holder, of the manufacturing duties
that they are conducted       under the proper and efficient 
manufacturing control and quality control,
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Ministerial Ordinance No. 136
省令第１３６号/部令第136号 (ＧＱＰ省令）

第十条
一 当該製造業者等における製造管理及び品質管理が、法第十四条第二

項第四号及び第十八条第二項の規定に基づき厚生労働省令で定める基準

及び事項並びに第七条に規定する取決めに基づき適正かつ円滑に実施さ
れていることを定期的に確認し、その結果に関する記録を作成すること。

定期检查及制作结果记录

Article 10
(1) To periodically verify that the manufacturing control and quality 
control by the manufacturers, etc. is conducted properly and 
efficiently in accordance with the standards and items specified in 
MHLW Ministerial Ordinances that are provide to by established 
under the provision of Item (4) of Paragraph 2 of Article 14 and 
Paragraph 2 of Article 18 of Law and in
accordance with the contract specified in Article 7 of this Ministerial 
Ordinance, and to establish records regarding the results of the 
verification, and
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製造販売業者の義務
Obligation of Marketing Authorization Holders

生产销售企业的义务

医薬品製造販売業者 は、品質責任上原薬製造
業者 の製品にも自社と同じ保証責任がある。

Marketing Authorization Holders has the 
same guarantee responsibility as its 
company as for the product of raw materials 
manufacturer on the quality responsibility. 

医药品生产销售企业对自己公司产品一样，对
原料药生产企业的产品有责任保证质量。
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Report of change & deviate information
信息变更及越出信息的联络

• MF registrant must notify each applicant of the 
detailed information registered in MF or even any
changes and deviations  made to their registered items 
in advance.
MF登记信息有任何变化，申请人必须通知MF，FM登记申请
人必须提前提出偏离其登记事项申请人的详细资料。

• If any changes are made, it should be properly 
discussed whether those will affect the quality of 
pharmaceutical products or not to assure product 
safety, among MF registrant, applicants or marketing 
approval holders who quote the MF. (In order to avoid 
troubles)
如果MF内容有任何变化，为了避免麻烦，MF登记申请人需
要与上市许可持有人商量这些变化是否影响医药品质及产
品的安全品质。

lil30
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lil30 I am terribly sorry that I do not understant the English here and therefore I am not able to correct it.
lili, 2011/03/09
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Task／课题

Drug manufacturer must visit raw mfg. site regularly, 
and maintain the environment that can exchange 
information is necessary.

需要为医药品生产销售企业能够定期访问交换信息的环境。
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日本のMF制度は欧米のDMF制度と同じ
ではありません。

The MF system of Japan is not as 
same as Europe and US DMF system. 

日本的MF制度与欧美的DMF制度是不同的。
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Thank you for your attention.
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改正薬事法（2005年4月）

former：

製造承認制度

製造業者

（許可要件：GMP）

品目毎に製造承認

current：

製造販売承認制度

製造販売業者

（許可要件：GVP, GQP）

品目毎に製造販売承認

製造委受託

製造業者

（許可要件：GMP）
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Relation between 製造販売業者 and 製造業者

製造業者

製造管理者

製造部門 品質部門

製造販売業者

総括製造販売責任者

品質保証部門（GQP） 安全管理統括部門（GVP）

品質保証責任者 安全管理責任者

inspection


