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1.0utline of MF
2.From Marketing Authorization Holder



Flow of Regulatory Review of MF's \Q)
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Items for MF registration

. Drug substances, intermediates,

Pharmaceutical product materials
(ERA) EXMARE. REEESF R

. New exciplents , new pre-mix exciplents

iR B FHpre-mix iR M0Fl

. Materials for medical devices.

E 3 I E R RS

. Containers, packaging materials.

B wEM

. etc.



MF application form
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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. )
Gl (Bl 2555REE)
2. Name of drug substances, etc.
3. Name of manufacturing site and other information
Here ) ) AR
4. Information about ingredients and their quantity or
nature of drug substances, etc.
o3 S o3 B AR JiAH SRS B
5. Manufacturing method, manufacturing process

control, and quality control test
H&E 7k, HllHE R, B



Items for an approval application form 2/3

6. Specifications and test methods
P e S A5 7 3\

7. Stability tests, storage method, and expiry date
Y RPN T DARP NG SRy e

8. Storage Method and Expiry Date
it 9 3 V2 S AT RO PR

9. Information on safety
ZAAVEE R



Items for an approval application form s/3

10. Category of license for manufacturing operation or
accreditation of foreign manufacturer

T MV () Az = VF AT 73 2R A M i3 v PR A UE P AT 2531

11. Number of license for manufacturing operation or
number and date of accreditation of foreign
manufacturer

H3E b A= 7 VPl G A s A ] 3 L DA RV ]k g i S AT H I

12. Name and address of in-country caretaker if the
applicant for the MF registration 1s manufacturing
drug substances, etc, outside Japan

FHOR SR 24 [ P9 48 B O3 i k42 K i



Attached documents
for an approval application form

-Data on Manufacturing Methods and
Specifications/Test Methods
i 38 792 PR AG FRAH OS2

-Data on Stability
FeE P g AR 5%

-Data on Pharmacological Action
T E AU

etc.

-

Please send CTD format for attached documents
to the in-country caretaker.

T CTD #&2CHE AR, 1 21 [E S 2 0
\

~

/




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
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Open part and Closed part of MF 2/4

Registration Items

Items of data that can be registered as documents

Restricted
part

Disclosed
part

The items to be
registered on Drug
Master Files
specified in Law
Article 14-11, Paragraph 1
are as follows

Mame of Drug Substances, etc.

Mame of Mfg. Site
Address of Mfg Site

Mfg. Business License,
Accreditation Category,
License/Accreditation Ng.
- (If any)

Ingredients a?‘n?f thewy
Quantity or Natu )

Manufacturing
Method

Statement on Reporting Any Changes
in Manufacture and Control of
Drug Substances, etc.

Data tems based on CTD

O

Qo

(*)
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Open part and Closed part of MF 3/4

Ingredients a;ﬁ i'.h::’%h :
Quantity or Natu -

Manufacturing
Method

Specifications and Test Method

3282

Manufacture

sl

Control of Drug Substance

ppesih

O

000 O

o]e]

00

O 00 000 o

00

o

()

(*)
(*)
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Open part and Closed part of MF 4/4

O

Mame & Address of Excipient
Manufacturer, Mfg. Business
License/Accreditation Category
License/Accreditation No.
(If any)

Person in charge of
communication

(*)
(*)

o
0 O 00

Mame of Excipient

Property of Excipien.7

Mfgz Method & Mfe. Prbcess
Control

o

O O (*)

Quality Control Tests,
Specifications

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.

14



Reception Desk/Z{TEB AR E

Pharmaceuticals and Medical Devices Agency (PMDA)
Review Operation Division

Shin-Kasumigaseki Building 6th floor,

3-3-2 Kasumigaseki, Chiyoda-ku, Tokyo 100-0013 Japan
HWILITBUEAN EERERHGLOEE BEXHS
100-0013 KRR FRARELEH3—3—2 #HELEEIL 6FF
TEL : 03-3506-9437

FAX : 03-3506-9442

Office hours : 9:30—12:00 and 13:30—17:00




In-country caretaker
N

*Non qualification J5% #%
 Address in Japan 7& H A<k

- Ability for the registration application
and the registration management

P B L B R
-Japanese language power Hi&#E 7]

- Knowledge of Pharmaceutical Affairs
Act of chemistry in Japan

A HI S 2y ZRRHNA
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The published information for MF

HEERES O ERESSRE. 2 FBhoH. : ERREEEHE. 1 Tof

EEE EEERSFRE [SHIES EREERN Tz A
2ZZMF 10201 E-.{izzgv; T4 6 F et VAT e T b da T E 1
T=2- I stri L 5, 5 . e
HETERO DRUGS LMTED e e i T .
ZZZMF 10204 JUSILANT ORGANDSYS LIMITED 14 Sactor 164 MNoida 2001 301, Uttar_Pradesh, India TR AT AL e A0 1
227MF 10205 BELEHF—LFv 5 0TS BN TFHEEHERER1—1—7 E O 1
229MF10206 | TR ETEEH Tews Cazmch Industriss & r. o, E;‘i’:“““ 287305, 747 70 Opava—Komarow, Czach ReE | o) rop. miisis 4 I
T o Ealli rr r Il
IZIMFI0207 | EEETR6E Cadila Healthcars Limited E‘ﬁ:i; Tower', Sotefits Cross Roads, Ahmedabed 38001 |, e Hydroohloride Hydrats 1
229MFI0208 | EEReeETE26H HANMI FINE CHEMICAL CO., LTD. ;ra:;a—a Chongwang—Dong, Shihung—City, Kyonggi—Do. Ky @ ol I
— [ — — " —
22IMFI0208 | EFtzzETENE Yonsung Fine Chemicals Co., Ltd, ;ig_gbog _,_”_,_';“f;h "H::""‘;:‘ K"u"f'::"" Huasacng=si, GYeong o y—na s /oL, 1
22MF10210 | FRz2EEER4B Jisngsu Hengri Medicine Co.. Lid. [N 148 Eest Fenmih Bosch Xinpu Disiich  Lamungsn| oy gpiatn |
R Circhid Chemicals & Pharmaceuticals Li |Orchid Towers, 313, Valluear E-:hl:tam High Road, Mungamb Ty " i ’E
ZZIMFI0ZTI FRZIFER4E rrited skkam, Channai—600 034, Indis FosFLokE KRBT OLEEN !
ZZIMFI0Z1Z | T HZIEBHSH JUSILANT ORGANDSYS LIMITED 1A _Sactor 16A Noida 2001 301, Uttar_Pradesh, India EER e 1 EE k] i
2ZIMF 10213 ; mzﬂ:aﬁau IFNTLTF Fok Fadial hiii=— 7000 F—F4 O—F hS7L— SoHi 49001 Botamathyl Epoxide 1
2Z2MF10214 . FISERHSH Cipla _imit_em Mumbai Cantral, Blumbai, India 400 008 II‘*'}I‘ 1
. -~ T = : -
2ZIMFI0215 | FetzzEaF 08 KOLON LIFE SCIEMCE, ING. E?I_;DEYIﬁgEH_E:D EK”dS'gA”-”‘”G DONG. KWACHEON= | L inac (M) 1
222MF 10216 :E.EEEEEF 105 H. Lund b_e-:-k ASS Dttm-a'\.-n' g, ﬁ— 2500 'l."alb: l:-:hEenhaEe-n. Jenrr'ark I 2075 L5a%H i
22IMFI0217 | FEEI2SERE 0B Wit B WS E LT PE R RIEOT—8 EEVF - P a D ] 1
ZZIMF 10218 | TaesEER 100 Colsus _Lsboratoriss, Ins 12150 Bast Place Cincinnati, OH 45241~ 1560 U 5_A | BRIl Ll ] 1
22IMFI0218 | FEI2ERE 0B EEEFETSH BRIz EoTR1E EAhILASE i
223MF10220 | Tata2spaE 16E LUPIN LIMITED éEfREZET Roed, Kalina, Santacruz|East! Mumbai—400 08 (), o) rpg I
TZIMF1022] | TR esaoae EL-BRETRETET p EEA S - T FILALDy i
Pionoar Agro Industries {Pharmaceutical i i
2zIMFI0z22 | FREzzEEaFzeE Division] Prop. Sanvin Laboratories Py if? .‘h:'__‘;*m"':"""’ 16th Road. Chembur. Mumbai =400 | p e g ms oDAvbs—Hails 1
§ L. G -
22IMF 1022 EptzriesHiE HIKAL LIMITED g;e:?at 15:::.!:;::‘! Chambers, CBD Belapur, Mavi Mumbai-4 i Fs i
222MF 10224 ET-TEEEEEEIEFH JaniEharm ASS England:vei 350—356 DK—2T770 Ha_:trup Danmark S990—23, 1
. R + Circhid Chemicals & Pharmaceuticals Li [Crchid Towers, 313, Valluvar Kottam High Road, Mungamb Ty
ZZIMFI0225 -:FEIEEEEH. A rmitesd - akkam, Cheannai—&00 034, :nuie *B-s3 J*jt*]m !
2ZIMFI0Z226 | FEIZEIEI0E BEEi SEEFERM FEHRTEEE & S5#148—1 JETLEEEE (HERE) 1
1ZIMFI022] | FErEEaE 0B TILEFLEEE 1
IZIMFI0228 | FEzzEf 108 FORMOSA LABORATORIES, INC. No S5 |- Hoeing Street, Louchu County. Teoyuan. Taiwa | /- 0 =)L 3K 1
= . Ctra. Granollers—Cardedaw C—251, Km 4, E—0B5320, - .
i) =48 = I 5 5 g i - " I
2Z2MFI10229 | FEE2zEE 108 Sandoz Industrial Prodwcts SA Led Franquesss del Vallas (Barodona), _Scein SHNADT A s 1
— - — s -
229MF10230 | TERoeEaE 160 Synbiotics Limitad g;ﬂw}c:;:"-lar::mﬁ-:;; Marg, Wadi Wadi, Vadodara=380 |z) peiespg I

Number:222MF10232 Date: k22498 19H

Name of Holder: Synbiotics Address:....India Name of product: 7 LA7=xT1)> 2B
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1.0utline of MF
2.From Marketing Authorization Holder
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Required documentation

Marketing Authorization

Holder

(Drug Manufacturer) need :

[ 24 it A A B b A B R

* The copy of MF registration (MFZ& £%3iF)

MFE 2 3E (1) Bl A

*The agreement with MF
(raw manufacturer) and

MEEE A Osurt 2y iliEk ) M

registrant

Drug manufacturer
s 2 i AR AL R [
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Ministerial Ordinance No. 136
BHE1365/HLF 1365 (Gar44)

Et&
= HRMEEBENBEN ORBLHEEERVAEEEDO T TIT
HTWBILITONTORIERTEEE TS D TE I HER
FE I =2 1 e A A

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,

22



Ministerial Ordinance No. 136
BAESEHE1365/E55H1365 (GaPss)
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Article 10

(1) To periodically verify that the manufacturing control and quality
control by the manufacturers, etc. 1s 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 Art1cle 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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IERFTEREBDET
Obligation of Marketing Authorization Holders
AP AR R AL ) M55

EEMEE E&JL%% . mEEELREZE
FE OARICHEAEFRILRIEFEENH S,

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

B 2y A P AN B B\l e, R
JFORFZA A = L ) = A ST AT R IE U
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Report of change &

deviate information

{5 AR 51 SOl A Sl ) BR 2%

* MF registrant must notify each applicant of the
detailed information registered in MF or even any

changes and deviations made to their registered items

1n advance.

MEE 0 5 BA E A8k, HiE NS AIME, FMEC B

ARG 47 th i 5 3L e

 If any changes are made,

UL PNIIERRig s

1t 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)

USRI Py P AT (T 284k, 7 BEGRIBRAT, MBI HE A 7
L ICN R S PN se e IR A

i FK) 22 48 i i
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lilI30 I am terribly sorry that I do not understant the English here and therefore [ am not able to correct it.
lili, 2011/03/09



Task.” 1Mt

Drug manufacturer must visit raw mfg. site regularly,

and maintain the environment that can exchange
information 1s necessary.

i B N [ 2l AR A B Ak BE % S I V7 ) A2 45 R A B
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The MF system of Japan 1s not as
same as Europe and US DMF system.

H A ME i 5 -5 B SE FIDMEF$ 2 AR 1 o



Thank you for your attention.
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Relation between B EBRFTEE and HEXE O

JPMA
ERFERE
WA ERFTEEESE
m B REEERM (Gap) TEEERESM (GVP)
mBERIEEESE e EEHETSE
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AL EEIRE
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