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Q&A- QBB Specifications

QT Good Manufacturing Practice

- Qa7 Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients

Description Early in the ICH Process it was agreed that there was adequate international agreement on the technical
aspects of Good Manufacturing Practices (GMP) for Pharmaceutical Products and that further
harmonisation action through ICH was not needed. Recently, however, attention has focused on the need
to formalise GMP reguirements for the components of pharmaceutical products - both active and inactive.
In February 1998, the ICH Steering Committee agreed that GMP for Active Pharmaceutical Ingredients
(APls) should be adopted as an ICH Topic.

When this topic was adopted, the Steering Committee took steps to ensure that due account was taken
of the work already in progress by PIC/S, FDA and other parties. In view of the unusually wide implications
of this Topic, a much extended EWG has been established which includes, in addition to the six ICH
parties and the Observers, experts representing IGPA (generics industry), WSMI (self medication industry)
and PIC/S. With respect to the latter representatives from China, India and Australia have been invited to
participate.

Implementation Step 5

EC, Europe - Adopted by CPMF, Movember 2000, issued as CPMP/ACH/4106/00

FDA, US - Published in the Federal Register, 25 September 2001, Vol. 66, Mo. 186, p. 490258-9
Health Canada, Canada - Implemented 7 December 2002, Guide GUI-0104

MHLW/PMDA, Japan - Adopted November 2001, PMSB/ELD Motification Mo. 1200
Swissmedic, Switzerland - Refer to the press release on Swissmedic, Switzerland's website

Finalised Guideline:
November 2000

= a7

™| Concept Paper

v Q7 QbAs

Q& Pharmaceutical Development

Q9 Quality Risk Management

Questions and Answers: Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients




harmonisation for better health

" ICH

N AN
ity IS

(Assembly)

EHEFEEE

(Management [~
Committee)

WG AWG A WG

(EEFIES

(Working Groups)

MedDRAEIEZE R

(MedDRA Management

Committee)

/’
’
7

~ R ,
DAV .
~
Qv
~
= ]

(Secretariat)




L/ =
JCCH . EREOMREER

8% (Assembly)
e ICHOESMEEKR (A /N— - F TH—/\—) THER
- EHFZERDERZZ(TT. ERDHRIE. FHRAVN—DFKFE, ICHAA FS54
CDFRE. ICHOEARWLGBIEICET SRBREEZIT I,

EHEHL (Management Committee)
« BAESHEK (BAXREORHEB/BRUVERHAK. R4 X - hFFORFEH/) .
WHOR UIFPMA (4 TH#—/3\—) THR,
> BESHIE®DEMNZ NBHEBRRESAV/IN—] ZEMFE (RAXTHRHEAFL H
KEEZRER2 @A, REIZEFE)
« RE=DFTHRDERZITV. BRICERZIRTIT S, -, ICHEADEE., &
. EXBEOEEFICEHI HEIEZTHS,

MedDRAEEZEBRE (MedDRA Management Committee)
« HEOBRHFHEHRRVBRMOERHAKR, R4 X, AF45. ZEORHAZ.
WHO (# 7H—/\—) Tk
* MedDRADEELEEICERZET 5.

X OFHEBICHE T, BIEEREEBEA N —THLIBRROBRHEF/EF, FE
FHRICHLEREZET 5,




EME - FIMEOWRR - RifR

XKULEICKHAERLGL
MR [ERR TR
$ls L L=——42 - 1)Uk BxkiEE (PMDAL H‘BEIZKVYEH
(k%) Ab—L (EC - FEEE® EEFE FTH25 (2019E
DG SANTE) ) ) fET)
SHEEFEESE TLY-L—12 EkEE (PDAL EBEICKUYUZEH.
(BE) (FDA - CDER - EEE%R (EEE FEH14£ (2018%F
0SP) %) ) MET)
MedDRAZEIE VYV I74—-H%7 SEIZKYEH,
EBL S — (Health 81 £ (20184

(i) Canada) M

10



YO, ... IcHH A BS A VD ToE R

Step 1 FX B TCGLEDARE

Step 2 8BS TGLEDEE

Step3/NTaAAEREREFA.
XL TGLEEEDESE

Step 484 TICH GLOFER

Step5 & [E TXEE
= BAFEORH



o |
YCH...... BHEEBEOED *aam (1)

BAEERIZT, UTOHA FSA4 VITEBLH-T=,
ATy T XEDH
Ql2 (EEMDT #FHHRHAMFLFSM4> EEROHUEHEE
28 AR | 7 S wTE I 7 FTIE R
(ICHTHA £S5 ISPEIES 1O D FE

. OEE &
;tg'ac)f{g:l ; (_ ERZBFHmH D

FRE R BERHFEEDAME
1£3F)

QL2H4 FS A4 VE1LIEMMDIAIZLITORE :

[—EDICHMIE TIX, XAHA FSA VIZEIFTHAHERMAETIRA2 Ty a kO
>T433r (EC, 3ESH) OFARVERZTA ITHAIILIRIAD K
(PLCM, 5ESH) X, BIFEDZEMNEEAICELICIEEBRLEL, LAMALENR
5., chboDEAIL, ENREAPREL SABLRICERESNSEELHIC. Th
FTOMIZ. BEDOHRFTT, ARELGHHTEE NS, |

12



o
YCICH,.... BUEEDBEOED 2o (2)

B AZEFIZ, LTOWGIZEHNH -1,

E17 (EfEXREARE #HHEHA |~74/ ER L= %ﬁwﬁﬁﬁ

DEERVTHA > ., HEEDEE.
[CBH9 5 —AR[EA|) * HERERDE N FH
S3A (GEERRRZ £ BEAARKSA4Y x4 o097y
4 ER) X DQE&A 7 (ME?*MBEW
(ICHTHA KJ DEH. HAOEE
£ VDRI - S R
£ ETEA)
M8 (EBFILBFEMKRKX BEFEHA FS54 > eCTDv4A.0 DFIAIC
(eCTD) ) DQ&A IS8R
E2B (EBIFREDNE BEFEHA FS54 > EDQMAMERL L 1= A
FHIEE) X DIEXE (31— BEDOFAIZET S
H—HA F) Fg5|E

¥ BANBROPID (FR—F—) EL>THA FA4 UFLZERBLI=WG



" ICH

harmonisation for better health

S3A (GEERRRREMHER) <1 /0Y 2T U JTICBT HQ&A : Step 4
SK—4— EIERIBESHERAET FEEY EXRSHFHER

> FFOaAFRT AV RAREBRT, SMBENEEIZKYRKRLYDE
DERMTENEEDREZREEET D (R4 O TV @
HAICET HBE (BEFE. Hix. BEFEF) 252510,

> k. FFIOFRT 4 U REERE EEEHE & LRIBEDEEETIT
HNTW =D, MERMTHL-OEYM~DEENNSL, RLH
PR CHEADFTENAIREE T Do

> B—EABFTEETMEE FX2 xR T 4 ADOEEBRTHAAIEE &
G516, FHFTEQEBEEA ML, F-. EIMELICEHRK,




o
... BEEILDES oaamam

B AEE%. RAIEEFEFTOMEICULTOWGIZEBNRRAFNS,

A7uTRAB | WoE | XEOBRX | mE

S11 UMNRAEE #HRAA |~7«r MEMRERDETH
(o |~74J§ nnﬁﬁ%@f_&)d)# VE MWE L LE%E RER
Oy v EREREUER) THAUE

TIRTaAFHE
EHE)

S9 (IMEBMEERE BEHA KS4 S9HA RS54 o n#EH
4 D IEEGPREAER) > NDQ&A &n B % 7 BARE1E

(HA RS/

iR - SHEET

EA)

15



harmonisation for better health

FEH

o A UN—[TERIZEMLTEY., ICHAA Fo4 o OHBRMGE
BiERIZEAE, HEESINBEA VN—IZ&LBICHAA RSA VOEE
HERNEE,

o o, BEZESOMEIZEREARR F &5 EHEZHARLER,
o HAMICHAA FT A4 VDERICEEMLTRIENZFZR-LTULS,
o REEEIF2018F682-7THIZHF CTHEFE.

" ICH



ICH

harmonisation for better health

"

Thank you for your attention

Visit our websites:
www.ich.org
www.meddra.org

International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use
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	スライド番号 1
	Contents:
	ICH改革（2015年10月）の焦点
	ICH メンバー (15団体; 2017年11月)
	ICH オブザーバー(24団体; 2017年11月)
	規制当局メンバーによるICHガイドラインの実施（implementation）
	ICHウェブサイトでのガイドライン実施状況の公表
	スライド番号 8
	スライド番号 9
	各議長・副議長の改選・選出結果�　※改選による変更なし
	ICHガイドライン作成のプロセス
	各作業部会の進捗（本会合中）(1)
	各作業部会の進捗（本会合中）(2)
	スライド番号 14
	各作業部会の進捗（本会合後見込み）
	まとめ
	�Thank you for your attention��Visit our websites:�www.ich.org�www.meddra.org

