finda

mBIZETHAREY I DEIMR
Qﬂﬂ?%ﬁﬁ%ﬁ&§

UEREERENMAT2/O00—CHAEER/EYEERFEEEM)

*INAFTo /R IC A& EMERBRR G, LR AMERCEE

mEREE SRS HE
FEBEE=H
= F0A|

M

BIMITBUEAN EXE

2012/07/25 ICHEARL VRO L2012 1



RXEBORAE

QLI 1ERL & #ZEHE

QLUZEWTEEIANSKRA U k

s EFEM (EREE

2D E

s Z1%)

s EYREL (FHEEEERADOR)

2012/07/25

ICHEARL VRO L2012



S UATTY= VAN B VN

[RlFE)AVEEIZEIKEEMDTATHAIILE
BRI EARRIgE R SAFISN - M EREEAZDEEIL Y
BTHHIEDE IV FEIREINT=,

= ICH Q8: HAEIGHRICEAT 5HATA>
mICHQ9: mBYRIIAUAVNIBETHIHAFTAY
mICHQIO:EESRREVATLAIZEATEZHAMRSAY

B Q-IWG: Q&A. B & #l. Points to Consider

2012/07/25 ICHEARL VRO L2012 3




Ql1MartTk (1)

[REDORREEEIZEHTHAHARTA N RINLTLY

HEIZERY

v BRHFLABOERFEENE—NTHELT . BELADEXRE
IBIZWIE T A2 A0 A K

CREIEBAICESTH, HREAIRTTET— 4/ Syl —
SMBHEBILIZEY . BAMK

LT=Do T [REDFRFE - BLECET o#T=a/\1ML
NIVEHARZAVNLE

2012/07/25 ICHEARL VRO L2012




Q11N artTk

(2)

HIDICHAARS A
REDRFELE S
{tEERBRUVEMESRS

Q8. Q9. Q10O =zxaAEL .
FloRE IR

FERD L EIHFT (CTDERT)

u]]]]
mil
L

2012/07/25 ICHE AL VR 142012

[( 'I INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL

REQUIREMENTS FOE. EEGISTRATION OF FHARMACEUTICALS FOR HUMAN USE

Final Concept Faper
Q11: Development and Manufacture of Drug Substances
(chemical enfities and biotechnolosical biological entities)
dated 11 April 2003
Endorsed by the JCH Steering Comminee on 11 April 2003

Type of Harmenisation Action Proposed

A new "1]:ﬂn‘_1'! Technieal Cuidance i mmﬁi ioe Active Pharmacentical Inzredisnts [A_“[,

including both chamical entities 2nd bioteckmological bislogical enties

This doc ||:‘|=_"n mJJ ke |:no c::-ldﬂn::\ nr_d pcm1d= ex.a:n]:.a £ np':u'o

o :Pdl:om.l ‘eppincal ar ySIEmaric eriames a:l‘- will
msed om lha :I.et'!lu]:l:m‘ts‘.[ms' desirmed by each mamufactumer.

This guideline is itended to provide guidince for dmg substances as defined o the scape of the
1CH Guideline QSA (“MCE") and ICH Cuideline (65 (~Biotechnological biological™.

Statement of the Perceived Problem
Backeroumd and Surmary

Several aspects of technical gidance spectfically related to the qualiny of chemical entitias and
biotechnplogicalbiolomical drag substamces hawve beenm hammomsed fhroush ICH gaidelines.
Although it is gemerally cc=pned that there is 2 srong Brkags bamween the mamfacturing p'u-ces,
for medicinal products and their quality atwibuses, thers is lintted puidamce ding the
description and justification of development and manufacnring processes Tor dmg & and
the '\'|:e and extent of information to be submiad in regulatory dossiers. During discussions 21 the
() Dmag Substance Roundable masting held in Washingon in Septensher, 2007, the experts
':'le_'hn  the principles mcom.cﬂ:u.u Tave besn addressed in [CH puidelmes 8, CF,
nr_d QL0 ame also applicable tv the development and memifacture of drug s.ubsmr.ces Th.e
mmportance of ap APT gudaline for both chemical and Jlo’e:m.o]:lg'd hinlogical product
emphazized and the development of 2 formal concept paper and business plan was F_'l:hned b\ _h.e
ICH 5C in October 2007,

Therefore, it s recommended to develop a new tripartite high level Technical Guidance
harmenising the scientific and fechnical principles relevant to the desizn. development and
manufactare of drug substances a3 part of a total control strategy desigued to ensure produoct
quality and consistency. Problem Statement.

Consistent with modam global mamifaciuning and scientif
Vision presensed amd emdorsed in 3ru53=,.
development and establizhment o
product of consistens quality accouns:
effarts.

c practices (described in the ICH Quality
and econperic comsiderytioms, the

t mming process for dreg substamces to daliver a
r 2 significant propomion of manufacnrers” resources and
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