TR20E2A8H HIJEERRZRE T A —S A

Established Condition&
CNH\BSDEEHES

]
i
[

mEBElzsiaatéts (PMDA)
RS SR U ER
J\K Hase

ARRIITHEDOEANRBEERIEDTHD, PMDAKRUICH Q12 EWGHARBRRAE TRV LICTEBRLSIES L,

'H‘l’lﬁ Pharmaceuticals and Medical Devices Agency




AHDOAAE

45 =
B B=

B ECOESE

B ECHS

FNSCTD
B KIS 75E(CH

/>3 >

SITDECDEZ

B AR N OSERGECH ITDECDZEZ T

m S0,

= CH
I ==

'H'ﬂ“ Pharmaceuticals and Medical Devices Agency




Established Conditions

IRTE. KBHBRBEORMTEN (X Common Technical
Document (CTD) &UTICHTHFMIESNTLBA., ERlF
DEDBHREEB U ESICHABEROESEFHRETHNNELR
DMNMCDWTIERAFIET N TULRLY

Q12:ZFH(CFRUKREBDEEFHENBELLRDREHLE,
TNENDIFHRZBARE(CX 5

R E 5 & ik e EDIEE,. mBR:E & ZIEHFadDH{b

BESA. £E. BH=ERE SCHZEMN! !

'H'ﬂ“ Pharmaceuticals and Medical Devices Agency




ICH

Module 3 |

* Compositiol ?
-Mfg pro 'ncl.

control f materials ¢ -
. Specification
* Storage condition,
Shelf life : [

: B - Mfg. sites inf.
* Etc.

Module 1 Established
(&RE) Conditions
Pnda

Pharmaceuticals and Medical Devices Agency




Established ConditionsDER

legally binding information (or approved matters) considered
necessary to assure product quality.
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contained in a regulatory submission, proposed by the
applicant, and approved by the regulatory authority.
FEGREEERFICHRGBENSIRESN. MRHEHBICKDERINDIEBED

As a consequence, any change to Established Conditions
necessitates a submission to the regulatory authority that is
consistent with regional regulations or guidance; or as
agreed upon during review and approval of the marketing
application.
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31P22 | Drug product

32P23 Manufacturing process
development

32P24 | Container closure system

32P125 | Microbiological attributes

33P26 Compatibility

32P3 Manufacture

32P31 Manufacturer(s)

32P32 Batch Formula

32P33 Description of
manufacturing process
and process controls

3j2p34 Controls of Critical Steps
and Intermediates

32P35 Process validation and/or
evaluation

32P4 Control of Exciplents

32P41 Specifications

32P42 Analytical Procedures

33P43 Validation of analytical
procedures

33P44 Justification of
specifications

32P45 Excipients of Human or

3J2P46 Novel excipients

32P5 Control of Drug Product

32P51 Specification(s)

32P52 Analyheal Procedures

32P53 Validation of analytical
procedures

33P54 | Batch analyses

32P56 Characterisation of

impurities

R ox |7l €D SECTION TITLE ESTABLISHED CONDITIONS — General List with notes
- SECTION
J2s DRUG SUBSTANCE
32824 || 3251 General Information
325825 P 32511 MNomenclature
s ‘ : 31512 S Dmug Substance Name, Structure, properties as outlined i ICH M4
‘ * 32813 General properties Supportive information
3283 |¢
32531 | @ 3232 Manufacture
32532 |3 32821 Manufacturer(s) Drug Substance Manufacturing Site (including testing)
3254 C|
TR 3215122 Descriphion of Individual vt eperations and their sequence in the manufactuning process
" ' manufacturing process
32342 A and process controls For levels/details of Established Conditions for individual unit operations,
input and cutput Reference is made to Section 3.2.3.2 — Identification of
e ;
32543 |V Established Conditions for Manufacturing Frocesses
P
32544 |B( 32523 Control of Materials Starting material specification acceptance criteria and test principle
32545 | R Faw matenial Teagent/solvent crifical controls
s
325 B Source of matenials (e.z. cell and seed source, raw materials) and
3286 Container Closure Material of construction and their specification
3287 Stability
325871 Stability Summary and Drug Substance Storage Conditions and Shelf-life (or Retest date for
Conclusions chemicals)
32572 Post-approval stability
protocol and stabality
commitments Supportive information
32573 ‘ Stability data
3ap DRUG PRODUCT
32P1 Description and Drug product qualitative and quantitative composition
Composition of Drug
Product
32P2 Pharmaceutical development
32P21 Components of the drug
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& EDEstablished Conditions (1)

m The Established Conditions found in a manufacturing process description
should be those inputs, process parameters, and outputs that are
necessary to ensure product quality.
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& EDEstablished Conditions (2)
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& EDEstablished Conditions (4)
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IS RO BR A ZEDEstablished Conditions

m Established Conditions related to analytical methods should include relevant
elements which assure performance of an analytical method and these
Established Conditions could vary based on the method development and
control approach used.
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m As a firm demonstrates greater understanding and develops appropriate
method specific performance criteria, details related to parameters in the
method description become less important to assure method performance and
then may be considered supportive information and not Established Conditions.
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