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Disclosed(Open) part.” Restricted(Closed) part

CTD module3 Disclosed(Open) part | Restricted(Closed) part

3.2.5.1 General Information (name, manufacturer) @)

3.2.5.2 Manufacture (name, manufacturer)

3.2.5.2.1 Manufacturer(s) (name, manufacturer) @)

3.2.5.2.2 Description of Manufacturing Process and Process Controls (name, manufacturer) @)

3.2.5.2.3 Control of Materials (name, manufacturer)

3.2.5.2.4 Controls of Critical Steps and Intermediates (name, manufacturer)

3.2.5.2.5 Process Validation and/or Evaluation (name, manufacturer)

Oo|O0|O|0O|O

3.2.5.2.6 Manufacturing Process Development (name, manufacturer)

3.2.5.3 Characterisation (name, manufacturer)

O

3.2.5.3.1 Elucidation of Structure and other Characteristics (name, manufacturer)

O

3.2.5.3.2 Impurities (name, manufacturer)

3.2.5.4 Control of Drug Substance (name, manufacturer)

3.2.5.4.1 Specification (name, manufacturer)

3.2.5.4.2 Analytical Procedures (name, manufacturer)

3.2.5.4.3 Validation of Analytical Procedures (name, manufacturer)

3.2.5.4.4 Batch Analyses (hame, manufacturer)

3.2.5.4.5 Justification of Specification (name, manufacturer)

3.2.5.5 Reference Standards or Materials (name, manufacturer)

3.2.5.6 Container Closure System (name, manufacturer)

(OR NOR KON KON NON KON NON NO)

3.2.5.7 Stability (name, manufacturer)

Note)

* shown in both of the restricted and disclosed part are basically disclosed. But, information related to intellectual properties of
MF holder may not be disclosed.

< Enter data related to the safety / pharmacological effects of related substances into the body of approval application as necessary.
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Foreign manufacturers applying
for MFE registration

the Act on Securing Quality, Efficacy
and Safety of harmaceuticals,
edical evices, Regenerative and

Cellular Therapy Products, Gene
Therapy Products, and Cosmetics

[the Enforcement Regulations for PMD Act]

Select an in-country caretaker for drug substances (APIs) etc., who lives in
Japan and will undertake clerical work for the relevant registration, etc.
Foreign manufacturer(MF Holder) cannot submit “CTD-3" of API
manufacturing methods to PMDA directly.

gfﬁ 8\:/ :‘-
Foreign manufacturer ‘i

(MF Holder) In-country caretaker PMDA
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the application torm, notitication, and other

related documents

Japanese

* InJapan, the application form,
notification, and other related
documents for pharmaceutical products
which are submitted to the PMDA,
written in Japanese.

English

\ application form,
" CTD notification
module3

and other rela
documents

 The MF registration application form,
notification, and other related
documents shall be written in Japanese.

4 an in-country caretaker for R
drug substances (APIs) etc.,
who lives in Japan and will R
undertake clerical work for the Lol
\_ relevant registration. &
" —=
n-country
caretaker
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Step 1 (EETE)
2-(1-F) 7= JJLAFIL-IH-T RSV IL-5-AI)L)-4-TAFAFILEZ =)L [1][
(21.6kg) ], 2-7RJLZJL-5-[(1E,3E)-1,3-RUAD T JL]-IH- 425 —IL [2] ['(
6.9kg) ll, IEEAN D LI(11.8kg)], BELXUV I AFILRILLT ILTERT(60L)]
Z[25°CTC2RRIMNERE 5. KFRIEHRDFEFTMIDLI(3.2kg)ZEMZ, B
[Z[25°CC21BRIMNERE 5. RIGHZEABL, TNBMERETSH. %%
BT iEMET 5. FHEMIZKI(soL)]ZEmA, BEEETFILI(50L)] THHEH T 5.
BHEAIKI(50LIB XUV “10%"BIE/KI(B0L)ITHEFT 5. AHEZHNF =
FCRIEEHRET 5. BEYE[-CEEHEINSEES. fTHL-EREE
Do BEL, BEEB T FILI(10L)]THFT 5. ez (40°C)T,8~ 1085 IE
22l 1-[2-(1-FJFIL-1H-TR SV IL-5-1)L)-4-E T = JLAF)L]-5-
[(1E,3E)-1,3-RU AT Z)L]-2-EFAX D AFILAZIZYT —IL B F5.
(LT AHBK)
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Reviews and Related Services

Master File System

Outline
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Consultations

The Drug Master File (DMF) System, allows the manufacturers of Active Pharmaceutical Ingredients

(APIs) to submit the detailed information (manufacturing methods, data, etc.) of APIs to the Review

Master File System Authority (PMDA).The registered information (manufacturing methods, data, etc.) is quoted as the
necessary information for an approval review of the pharmaceutical products in which APIs is used.

E Reviews

Accreditation of Foreign
Mantifastiters DMF is reviewed at the time of the approval review for the pharmaceutical products quoting DMF.

At the time of DMF registration, PMDA checks whether it is written in the correct format, e.g.,
minimum required items are included (application) and data is attached (CTD M3).

Advanced Efforts
|® A | @z

Information for Approved Notes) In Japan, the Drug Master File (DMF) is called “Master File” or “MF”.
Products

GLP / GCP / GPSP
Compliance Assessments

Approval reviews for drug products

GMP / QMS / GCTP

e ot g p e AT pe] ; auotina MF (Simblified outline) N
T28—| [E Master File System ., [0] & | A T () 959 BN
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the MAA/MAH, the DMF Holder and the in-country caretaker need to communicate with each
other. In-country caretakers of DMF, who play important roles in the related administration
procedures, etc. in Japan. Under the cooperation of the parties, PMDA review the submitted product
applications, giving full consideration to the target review time.The target review time means the total
review time or the regulatory review time. PMDA posts on its website the latest Annual Report,
which discloses the Agency’s operating performance(The target review time).

- Master File System for Drug Substances, etc. '@

« Guidance on Drug Master File System in Japan {8

* Q&A on the Master File (MF) System, Part | '@

* Q&A on the Master File (MF) System, Part || @

» Guideline on Utilization of Master File for Drug Substances, etc. PFSB / ELD Notification No.
0210004 February 10, 200 '@
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Please "contact us" and make inquiries using the help request form if you find anything unclear in the
above.
Please refer to Frequently Asked Questions (FAQ) as needed.

|® A | @mm:
> Site POliC ? Privac Polic > Links

~ . Contact us
—— s, [~} O
BIATHGEA EXREMRIESEM  JCN 3010005007409 & Access / Map

Pharmaceuticals and Medical Devices Agency  gpin-Kasumigaseki Building, 3-3-2 Kasumigaseki,
Chiyoda-ku, Tokyo 100-0013 Japan
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