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EICHELIDND 5, TIUTHARDOFERIC D 28 M N\DHHLA GDP D F75MFRITIE > T b,
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EDQM website contact
https://www.edqm.eu/sites/default/files/form_changes_of_contact_details_certification_september_2015.doc
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« HIY  HEIOF v ot —ikd, FEAERAA RS A, L8a—Tav A, ZALTA Y,
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c EOMIRT— 22T ANED D ERTDICHID. EORRHREYE. 345G 7 0t A E PN 2 HY
% T DTN TRE 2 RAES B T LICTR 2 D EET %

+ QL1 TEERENZHICHELFEAOFHZML L T, FEENAKRD B C L 2BmAEMICHELTE55 L

- RCOBHT % RNVEFEAIZ2E T 5 L 2WHifcT 5T &

{EFERDHEE
6 DO—AEAIEH]
- BLE TAROYIICHE T 2 2 bIE— I ERER RO M T A IEER A 2787 Middian
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[Decision Tree) FifirZ{ExEd 2 1= dPERIZIRAd 5 2 LiciE-> Tz,
Part1

Based on process knowledge, evaluate each branch
of the intended commercil process (see Q&A 5.3)

Does the proposed SM have defined

chemical propertis & structure? P a r-tz

Examine the DS impurity profile based

on process knowledge of the intended
commercil process i order to assess
whether upstream and downstream

It's a reagent, Redifine SM

May be proposed as a SM
(see Q&A5.12,5.14t0
support the control strategy)

stepts of the proposed SM have an
impact on the DS impurity profile (see
Q8A5.7,59,5.10

Redifine SM by
including additional step(s)

DoDo these steps only generate
impurities that persist?(see Q&A 5.8)

Is the proposed SM i asa No

significant structural fragment? (see Q&AS.5)

Do steps upstream
of the proposed SM impact the impurity profile of the DS?
(see Q&A5.7,5.9)

Is the proposed SM a commodity in
a pre-existing non-pharmaceutical
market? (see Q&A 5.6)

Go to Part 2

Yes
Generally redefine SM by
including these steps

DDo steps immediately upstream of the

proposed SM need to be carefully
controlled or include a specific

“unit operation” as per Q&A5.1172

May be proposed as a SM (see
Q&A5.11,5.12,5.13 to
support the control strategy

Is there only a small number of
chemical transformation steps in
325.2.2(see Q8A5.11)

Generally you should redefine SM by adding one or
more cheical transfrmation steps in 3.2.5.2.2. Other
approaches to risk mitigation may be
considered in order to dterine how
many additional steps to include. (see
Q&AS5.11

ICH Q12 Step 1 BRIEFD T 4 794 7 )L
Co-opted CHMP #* »2N— ICH QI2 EC b¥'> 7 ¥4  Jean-Louis Robert, Ph. D.

9.

ICH TOZEFEEMOERIT Q10 IC(FIET %
IRFEARERIR DA THORRRE, HE, KR, TN RO AT F v 775751
« RTOZEHE GMP IZHE DO TIThN AR E
R L OZHE TR T GMP OFMETI TN %
< A D OZBETEDCHE S TiThn 280D

[Q12 ODNEZ EU OZHEHOERICI T3] (EU Official Journal 2013/C 223/01)

Reminder — EU post approval LCM
Types of Changes/Variations EC No 71 2/2012

Changes not requiring Changes requiring
prior approval prior approval

A T "
TypeiB  [Typelll|  [Exiensionl

‘ within a Design space | Type IA
Do and Tell  Tell, wait and do
Pas [Variations | |EU DERROFEREDS 1 7Y
A7 - IRIAV B
Annual  Immediate EU D80 EEEEDNLE

report notification

FHIERDAREDD D EFFIE
ROBEZHLDHH S

Evaluation Procedure adapted to the level of risk

AZXEXESHE 17
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=[]
* CMC DI BT 2 HEEREUHE DA E R BINEZ A T4 7 )V723@ U C T RATRERAIERINZ® D 5T
INTES B ORISR RLEA T EI A AT 27280
c HFUC B 2HETHIIEHETLTLEY R « "= T 8EDUE L) Y — XD KR
BICBWOTABIREEH 2N TS T & Ofifh

Q12 OREZOERE © EERFOMEICHBITIZH LIS T XA L
ﬂ%(&mm@%)@Uxﬁ%@\%&®547ﬁ4ﬁw%ﬁbf WEY AT L E Tt A0

[LCM Oz THA % & FadD X H1cx 3]

Life-Cycle Management: Process flow ‘

Important Supporting Information
PQS KHOWIedge Management - Overall Lifecycle Strategy Story
= 2 - Use of Knowledge
Enablers Quahtv Risk Management - Leverage of Pharmaceutical quality System as Q10
Pharmaceutical Technology Commercial Product
Development Transfer Manufacturing Discontinuation
Pre-Approval Phase Approval Phase Post-Approval Phase
f S =
Submission for MA
Management Protocol (s)
Indu'Stry * Broad & Specific protocol >
« Change Mgt for Regulatory Ak Changes performed as agreed in the
+ Comparability protocols plan (Protocols)
- Future extrapolation 2L Further gain of knowledge based
[’ Devalopment DS DR = Ref. to Regulatory Commitment mainly on commercialisation
A lea oWl edee oWhatis in, what is out A Submission of an updated/new
- Priankbowledse oWhatis for inspection plan/protocols according to gained
& oWhat need regulatory review knowledge
oDefine do & tell and tell & do 4. Others changes
A olocationin CTD k. A
A\ ~ = — __4
@ v U | v )
a - N
Regulatory Influence Assessment for the application 1. No aPD”;‘fa’ but SOPs may be
S Z inspectel
C L§g|sl.a.t|on ) * Approval for 2. Not applicable
*Scientific advices *PACPMs S Evaluation of a new plan/ or protocols
*Guidelines including *Regulatory Commitments 4. Evaluated according to regional
Q&A and other relevant > = legislation

| documentation Regulators L
‘ ) Assessment / Inspection )

2DO0DER

AQR2DIA7HAKZ1

< KR - P

- HGR% CMC ZH D7 F

cIARTVYw¥ab 2T 13 (Established conditions / ECs)

- AR AR (F)) (PACMP)

cEELT AT A 7)VER (PLCM)

c EELMEI AT L (PQS) EAEHEM

- WA L EHEROBH
- BT R D KGRI AT T

. :ﬁ

* ZICHR
Appendix 1 : TAZ TV wa b« AV7 13258 CTD O E T
ppendix 2 : ZEEEPEOSASRE

B. A1 ZE Annex
IXRZTYwab - aVr4 3y, PACMPs. [EGHS A 794 27 VSO RG]
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1. B
« AR (APTs)
ABEERL B AV KB, BT SRS
F:ATMP (advanced therapy medicinal products) (&AE¥)AHVELAITdd 2 M3, SHUHAH MR E N,
CDHA BT A UFHRCE TRl ENE T LIk BTH A D
- RIS L RO B DRIE T DOHA RIA VERICERT 80
CJRBSE S TT LOBETHED EDIETDAA BT A ORI IEE ENEN
« ICH Q12 D] « BRAHIFAZATII R
- TNDEH S IRV EE S - s OVE R 25 H S %

2. 7AER% C(MC BB DHEE
RO X 51T Q12 DNEIFFEAMIC EU DZHEEFEHOEFILI TV S
I DWW THARNC KDL E & END
- FEIORRZETHED
s HFEDNSEEDY 27 DO TREIHEET S ED
cEHESAEE LE0ED
T D& S Ik T I ORI 1 © OIEE EVE 2 A ED D B

(EU OZHE D 775]

Reminder EU:
Variation classification guideline

B.L.a.2 Changes in the manufacturing process of the active
substance

Conditions to
be fulfilled

Documentation
to be supplied

Procedure
type

a) Minor change in the manufacturing process of

L,23

IA

the active substance

b) Substantial change to the manufacturing process I
of the active substance which may have a
significant impact on the quality, safety or
efficacy of the medicinal product.

c¢) The change refers to a biological / immunological I
substance or use of a different chemically derived
substance in the manufacture of a
biological/immunological medicinal product and
is not related to a protocol.

d) The change relates to a herbal medicinal product o
and there is a change to any of the following:
geographical source, manufacturing route or
production.

Conditions

Minor change to the restricted part of an Active 1.2.3.4 1B
Substance Master File.

1. No adverse change in qualitative and quantitative impurity profile or in physico-chemical
properties.

[}

The synthetic route remains the same. i.c. intermediates remain the same and there are no new
reagents. catalysts or solvents used in the process. In the case of herbal medicinal products. the
geographical source. production of the herbal substance and the manufacturing route remain
the same.

3. The specifications of the active substance or intermediates are unchanged.
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4. The change is fully described in the open (“applicant’s™) part of an Active Substance Master
File. if applicable.

5. The active substance is not a biological / immunological substance.

6.  The change does not refer to the geographical source. manufacturing route or production of a
herbal medicinal product.

7.  The change does not refer to the restricted part of an Active Substance Master File.

Documentation

1.  Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA

volume 6B format for veterinary products. as appropriate). and of the approved Active
Substance Master File (where applicable). including a direct comparison of the present process
and the new process.

2.  Batch analysis data (in comparative tabular format) of at least two batches (minimum pilot
scale) manufactured according to the currently approved and proposed process.

3. Copy of approved specifications of the active substance.

4. A declaration from the marketing authorisation holder or the ASMF Holder, where applicable.
that there is no change in qualitative and quantitative impurity profile or in physico-chemical
properties. that the synthetic route remains the same and that the specifications of the active
substance or intermediates are unchanged.

Note: For B.L.a.2.b For chemical active substances, this refers to substantial changes to the synthetic
route or manufacturing conditions which may have a potential to change mmportant quality
characteristics of the active substance. such as qualitative and/or quantitative impurity profile
requiring qualification. or physico-chemical properties impacting on bioavailability.

3. Established Conditions (ECs)
« BCs & I3 OMEZ LT 272 DIicnBie RiaEN5 T —2Z15T
Bl © TR XA—2 BIR&, SERHE, &
CN B DZFIFHKFLFET H 5 0E DD %

» Implicit ECs & Explicit ECs 3% %

Implicit ECs (standard) : HUs{fEDEFIC X 2D

Explicit ECs (product specific) : HEEHIC & D HRNICHRE S NI L /{H S AR E NIz L D
« Explicit ECs [ EWAHHD 7 T A 75 2E DD %
« B UTBIE LN U TiENMER L7525 (ECs DEFIMOE D TEMHE

(ECs & B9 % i TR D2 B PO 7 AD TR

A ™
Is the process parameter
either a CPP or a KPP?
Yes )\ No
Reporting categ'iories of changes to EC
What is the level of potential risk associated
with the proposed change, taking into
consideration the Control Strategy ?
righ IR, Moderate o low
A 4 v A 4 -
- 5 e = 5
( Prior Approval J ( Notification ] [ Not Reported ]
\_ J
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ECs DEFRD /5%
+ Critical Process Parameter (CPP) :
- Key Process Parameters (KPP) :
Parameter of manufacturing process
* ZTOMDTTiE
— Parameter based approach
- Enhanced approach
- Performance based approach

4 PACMP ZGREZEEHEZ (RK) (PACMP)
WAHADIDDTHi E TLEZINET DB, FHlAMENE LB Z2155 72D E D
A7 RN AT, AL OR N, HRdgORtm, 73R AIC KB LB

(PACMP 0 75=]
EU: Principle of a PACMP |

Strategy Strategy
e Planned o Knowledge .
studies 4 Reoilie Planned studies -+ Results
* Acceptance * ACC_ePt_Emce
criteria criteria
* Methods * Methods
Early Step 1: Fast Step 2:
- Submission of a Reporting of
Traditional Change implementation of a
Evaluation of a proposed S apement charllge in accordance
i 2 - Protocol with an approved
variation as a ‘whole 1
protocol
(Strategy + Results) ey
. Type 11 Variation 1
Type IA or IB Variation

5.EERSA 71 7IVEE (PLCM)
PLCM (3MEENITH B, THIIHFEEDECs DY 7 3 vk ECs DZEEZITS H Dt 2 —E
it 7%, BCs EMENHHE S THRRNLGN TV S FEAEREETS,
PLCM DI HEREX 2 HVRGRIRFEE A Explicit ECs ZHERT 2 RHIFEENER I NS,

6.EEMMEV AT L (PQS) LEFEEE

Assessment Inspectio
z ,\\%:Lz:"; Packagers
W MAH @ 4' \‘% -’E

MAH 1

. FP Manufacturers
Quality -
DE:I Syaem ﬁ —
— —
= s ﬁ P

Est. Conditions & PCMP Change
MEREDamEnT APl Manufacturers

? fhce :\?vro‘glg Product Specific Lifecycle 'x@'
£ and this is Management (PSLCM)

2o, @
£ my plan... \ 2

A > \\\ FLOW OF INFORMATION 2?2?72
4 y
GLOBAL MANUFACTURE
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MEBEDNTDHA RIA VOFERZHZ 2, TDOHA RIA4VDOEKE LT PQS DIRZ
HETZ1DEEET BT iRy
s HICHRTTRECT L EBEITB E

- SRR PQS AR T &

- Q12 QBRI AT HEED I RKIRE 272 D0 ThWEE. HHEEDOT 7> 3 Vi
~SATHA 7 IVDRPTOZLHE ?
- Bl & BLESER ORfR

- St

7. BELBREOEE
« HKEREE L ASUIMHAICHITEHER TH
* RRDEENIZDHA RTA N KDL T 3R

8. EIHTERRDEGREE
2 EFNCRCED D %o
- ARRINE T TR E OZH (8.1
- RIS HEf U Cmtti2 9% (“Do and Tell”)
« CMC 8872 Y R — - 9 2 0B85 7 — 2 DU (8.2)

10 HRTOY 22V vy ZBERMVE 2 —DBHIED AT — & X
PMDA ¥ = 3V v 7 REESFRAI  WHEHRASME

Current Status of Generic Drug
Review in Japan

Yusuke Okada
Office of Generic Drugs

Pharmaceuticals and Medical Devices Agency

October 26, 2017 20t APIC/CEFIC European Conference on
Active Pharmaceutical Ingredients

Flow from application to approval

Provision of information and Notice

[

( V€= = -
’ I—
Inquiriss Filing of application
' | e ===
—— =] Application
@ — ] Wiiis forGxP | <GMP>
g PO Q inspection PMDA (Office of
.5 g Response = Manufacturing/Quality and
‘D | Change registration or g % GXP Compliance) or Prefectures
o minor Caf;aﬂge is @ Instruction for S inspection
a S ) g <GCP>
: — < PMDA (Office of Non-clinical
o Replacement and Clinical Compliance)
=
o
) —_—
g Compliance’
= enseecton Ntification of GXP
= inspection result
N

Notification of
review result

MHLW | —— Approval

Department in PMDA responsible for
generic drugs

<O Regulatory Reviews/Consultations: Office of Generic Drugs
<GCP on-site inspection: Office of Non-clinical and Clinical Compliance

<GMP inspection: Office of Manufacturing/Quality and Compliance
* Each prefecture responsible for domestic manufacturing sites excluding
biological products or radiopharmaceuticals.

22 HZAEEEGHR




Requirements for application/approval of generic drugs

® Re-examination period for the original product has expired.

O What is “Re-examination period” ?

Applicants are required to continue surveys and studies on the use of their
drugs even after approval, and their safety and efficacy are re-examined
after 4 to 10 years as a rule.

If APIs and their content, dosage and administration, or indications of
drugs are clearly different from that of already-approved drugs, they are
subject to re-examination.

Re-examination period is designated at the time of approval for marketing.

® No valid patent (substance patent or utility patent for the active
ingredient) exists at the time of approval.

® Equivalent quality and bioequivalence to the original drug are
warranted. 8

Relationship between Application
Form and CTD Documents in Japan

Approved Matters

3 Application Form

Module 2 (QOS)

-
5/"/?
I
QV\

Module 3

10

Heckls 1(4F)

Approval Matters (JAPAN)
(Contents of AF)

B General name

¥ Brand name

B Composition

B Manufacturing process, including control of materials
B Specifications and analytical procedures

B Dosage and administration

¥ Indications

B Storage condition and shelf-life

B Manufacturing sites information

1

Description of Manufacturing method

Administrative Notice

= Concept for description of manufacturing method e s

Refer to "Question-and -Answer (Q&A) on Description of Manufacturing
Method in Application Forms for Drugs"

= Concept for eligibility for minor change notification/application for
partial changes

= Each company should evaluate eligibility based on the following
notifications. Simple consultation is available for a case in a gray zone.

PFSB/ELD Notification No.
0210001 dated February 10, 2005

"Guideline for Descriptions on Application Forms for Marketing Approval of Drugs, etc.
under the Revised Pharmaceutical Affairs Law"

Other relevant notification and administrative notice (Q&A)

Administrative Notice from ELD, PFSB, MHLW, dated Nov 16, 2006

Administrative Notice from ELD, PFSB, MHLW, dated Dec 14, 2006

PFSBI/ELD Notification No. 0112001 dated Jan 12, 2007

Administrative Notice from ELD, PFSB, MHLW, dated Jun 28, 2010

Administrative Netice from ELD, PFSB, MHLW, dated Jul 26, 2010

PFSB/ELD Notification No. 0530-8 dated May 30, 2014

PFSB/ELD Notification No. 0710-9 dated Jul 10, 2014

v

v

Matters to be described in Manufacturing Field of AF

Description of Partial & Minor Change Matters in AF

® All processes from starting material(s) to packaging
process should be described.

® From among all processes, the matters needed for
ensuring the constancy of quality should be
appropriately selected and described.

@ Quantities of raw materials, solvents, catalysts and reagents, as well as
equipment, operating conditions, percentage yield, critical process steps,
key intermediates, process parameters, etc. should be appropriately
described.

@ Acceptance criteria of following material/intermediate should be described.
- Starting material

Raw material(s) that affect the quality significantly
Raw material(s) that are used after the final intermediate

® Enter items other than target/set values in
* Nothing: Partial Change Matter

«

. " : Minor Change Matter

® Enter target/set values of process parameters and
standard charge-in amounts in
+ { ) :Partial Change Matter
- [ 1:Minor Change Matter

Step 1 (Critical Step)
CP-6[(230kg)l, tetrahydrofuran[(1300L)J, sodium carbonatel(42.4kg)J
are combined. Ethyl chloroformate “158~592kg” is added and the
mixture is heated at temperature up to reflux. ===+
Water (“25 to 35%” *weight per weight of ethanol) is added and the
mixture is stirred at [20°C].

Acknowledgement : Sakuramil (Sakuramil S2 mock)

Key intermediate and final intermediate 13 http://www.nihs.go.jp/drug/section3/H23SakuramillMock(Eng).pdf 1
AF system in Japan provides a clear description of Post-Approval Change Reporting Categories
post approval change controls.
I";‘::itt;" Japan us EU
[ Transparency High Partial change Major change Type Il variation
i Application (Prior approval supplement) | (Application for approval of
° \é\é?v\?::ncéepagll%:Etasriégerég%#al?éfsry commitments (approval of variation) variation)
- - Moderate [Minor change Moderate change Type IB variation
Module 2 can be a QOOd communlcatlon document Notification 1)Supplement- (Notification before
because Module 2 is just a review document and (within 30 days after changes being effected  |implementation and MAHS
applicants can write their narrative on Quality Overall implementation or (CBE) in 30 days must wait a period of 30
Summary freely. shipping) daye)
! 2)Supplement- Type A,y variation
changes being effected | (Immediate notification)
% & (CBE)
[ ] EffIC|ency Low SOP Minor change Type IA variation
Q . i (Under GMP change | (Annual report) (Notification within 12
+ Quality Overall Summary can facilitate our assessment control) months after
because of the primary review document in Japan. implementation)
15 16
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Procedure for changes in registered items in MF

D,
O

r [3] Minor Change

Changes other than the following:

A) Changes in the manufacturing method,
etc. that affect the nature,
characteristics, performance, and
safety of drug substances.

B)

relaxation of the specifications
Changes related to the method used to
inactive or eliminate pathogenic factors
Changes other than A) to C) that may
affect the quality, efficacy or safety of
drug substance, etc.

Degree of changes

C)

D)

sg.
=
=

[1] Changes in registered items expected to |:> New application for
alter the nature of the drug substance registration

[2] Major change |:> Application for change
Changes not classified to [1] or [3] L registration. |

Deletion of any items included in the |:> Mi""_;_Chéﬂge
specifications and test methods or notification

Changes in registered items in MF and
partial changes of drug products

Minor changes in Changes in items requiring
registered items application for partial change
MF holder A" Marketing
(in-country caretaker Prior notification authorization holder
before changing
M MF
Minof ¢hange  Application for Appli¢ation for
notifigation chgrjge partial change
PMDA E— MHLW

Using checklist

e Before submitting CTD, applicants should confirm that
CTD was appropriately prepared using checklist.

“Handling of documents to be attached with the prescription drugs approval application”

2016)

e Contents of the checklist
Using checklist began from March in 2017.
There are 186 items.

not included.
review.

= Checklist would be useful tool for efficient reviewing
(shorten reviewing time).

(Notification No. 0311-3 of the Evaluation and Licensing Division, PSEHB dated March 11,

All items are basic, and items which should be reviewed individually are

Items which applicants tend to forget or which are often discussed during

22

Point 1. Selection of starting materials

<Background>

« Although a proposed starting material has an almost same structure to the drug
substance, sufficient explanation including upstream steps are not provided.

<Important points>

o Describe from the pertinent starting material and as a rule, describe multiple
chemical transformation steps.

e Adequacy of manufacturing process should not be judged only by the
sufficiency of the number of reaction processes.

— Applicants should explain the justification of selection of the starting material
sufficiently. ( Ref : ICH Q11)

<Checklist>

» (AF) Was the selection of starting material considered sufficiently, and the
appropriate number of reaction processes described? (salt-exchange or
purification process are not included in the reaction processes)

e (CTD 2.3.8.2) Was the justification of starting material selection (the number of
reaction processes) explained? 23

Point 2. Control of impurities and related substances

<Background>
o Expected related substances are not considered sufficiently.
o Derivation of expected related substances are not explained.

<Important points>
* Applicants should submit following items.

- Batch data
- Validation report of analytical procedure

o Applicants should appropriately establish their control criteria of starting
materials/intermediates or specifications of final drug substances.

=Applicant should explain the justification of their control strategy.

<checklist>

o (CTD 2.3.8.4)Were the derivation (including mechanism) of individual related
substances described?

- List of all expected impurities and related substances (including their derivation

24

Point 3. Control of crystal polymorphism

<Background>

» Regarding crystal polymorphism, sufficient information including evidence data
are not provided.

<Ilmportant points>

» Applicants are required to submit the information about crystal forms according to
a format. Following information should be explained.
o Existence of crystal polymorphism (Yes/ No/ Other)

Type of crystal (Crystal/ Amorphous/ Other)

Type of crystal form  (e.g. Form A)

Existence of transition (Yes/ No/ Other)

Hydrate or Anhydride (Hydrate/ Anhydride/ Other)

o Solubility (e.g. pH1.2; x mg/mL, pH4.0; y mg/mL, pH6.8; z mg/mL)

XInformation about innovator product should be also explained as far as possible.

oooao

<checklist>

e (CTD 2.3.8.3) If crystal polymorphism is known, did you explain whether the
crystal form of generic product is the same to that of the innovator product and
submit the evidence data? 2

) FEERTHOEP (2017FE108278 £

11. ICH Q3D {8t 1D =0 D%%J)
FA4 > AET Alfred E. Tiefenbacher

Q3D A1 R4 DEA
- 2016 1F 6 A HiEH
- 2017 4% 12 AICHGEHUSESE D 5 3 H
« 2018 4E 1 A& D EP & USP D& 5G]
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Class Toxicity Occurrence Elements Risk
assessment
1 High across all High probability As, Cd, Hg, Pb NES
routes of across all potential
administration sources
2A High probability Co, Ni, V YES
across all potential
sources
Route-dependent — -
2B Reduced Ag, Au, Ir, Os, Pd, Only if intentionally
probability related Pt, Rh, Ru, Se, Tl added
to low abundance
3 Less by oral route Ba, Cr, Cu, Li, Mo, Oral route: only if
of administration Sb, Sn intentionally added
Parenteral,
inhalation
routes: YES

* AN ERY OEROMEIERZL T TR A R IA2TH S
24 Dy e AIY)—ED (G AR UTAES 2 a[REED Y A 72X b pfEn 5

HLWAA RS54 (ICH Q3D) T, EEHEMILEREE Mookl MAH) (3(FEY 2 lREMEDH
IR ROV AT EHO—EETHZ VAT « THARXY M8 CRET Bui i) (ED OE P
BBDON—RA & 9§ 20805 % (ICHQ8. Q9. Q10. Q11 DJFHIDKER,

\) AU FHBDMEE
1. BRSOV TR
AN R ARG &
* N ORI L
2. JLRMIOFET % AIRENED B % FEETRDMERR
* J5EE I b DIFAET % AIRENED & % rism A
* JIEAI0 5 DIFAES % AIRENED B % TesR A
- BUE TR T 3HER b DIFHET % AIRENED & % TR )
* [R5 DIFAES % IHEMED & 2 e )
3. PDE I U Coess M DI Ot
4. EPIISOKER &R
5. MYER
International Pharmaceutical Excipients Council

PEEENIIEREGRE 2 DY o S THED BT T 5,

12. ICH Q3D SR : ¥ =3V v 2RO R
F 4 7 Mechthild Sander Alfred E. Tiefenbacher

B FOHARE A N\DREIC[ETT
DR « THARAY N 2017 £ 12 ABEEOT-DFHAREICT 2 0805 %
< ) A7 FHBOFESRIZ. HEHLS B 72 DICRRENC S U258 Lk
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s LRI O E 575 5 BhE M 7R
* SRR D EE DZ B 7a
« BOE TAROZHITN

ZNLUNDGERIEEEENINETH D, TNEEEFEHONA RT14 2 (WY v —F)V 2013 ¢/
C223 /0D IckB &, ZFIIhBiin R a2 X M RO 200805 %,

APl DELEEEICHIFT AT &
« API 8IE 3555 L\ CEPs O tEARM D [ 27 EHORE (RMS) | #3432 C L 2 Ev 5,
- APLBGESESD B2 TREETY A —28] L LTRIETS 2 &Ik D, RMS 28 AT
% T LI HfEsE
- API 8LE3EEDEHIELERSE (MAHS) ISR LTayR—% b « 770 —FRTF A MK BT 7
O—FIHED Y A7 EHOME (RMS) Z334itd 2 Z EHEREI NS
- APLBLESESD, HHWE & HPRERY 7' 1 v — & BEIEE T 5 T & i
- AP BLEEZOEFEHY A7 LT Q3D 238, XA LV —75/5iECHlifgd % 2 & 2 HEsR

13. ICH Q3D-QWP D#ini (Quality Working Party, EU Committee)
2 x—7 VEEIESMT  Sven-Erik Hillver

QWP (WETEEAR) & EU OERGHERAZEARTH Y ICH OFEEI IR XA 5/ TH 5

EU DEIDAA K4V EBGD R
Y ATR=Z « 7T a—FOEA
- RTOREND B % ITCEANYZ 7173—F % K 5 1l F#IFA DL
« SETO 15 N D 24 FHOBE AW PDE ICHLK
- RTEOZTH
* FEI DB % JFEE Tl 7x { BIFNSEA I NS

LT &
« Y AT FHDOZEHIDOAE
- SHIBLESEE DG - MHASEED D DI HRER 2 DML
< BRI TR 72 TS B DLW
« YA FHliZ 9 % 72 GMP 7 — 205 BitRD 27— 2 2 {5 DICMEN

EEREZEICE>TRAHEGITH LL DD
ESREPEREDNE Z BZRETH B, FANIITCENWID ) X7 DEICTIES AL TETHEDHETH
%9,

ERLUBITITEICHEED
- KR HGE R TR OB
- JRHE NI A7 AR OB ATV LU
o D S BIKINBE O ANETHIC Ao 1z
« ASMF & CEP ZFIH U T 15k 2 DT %
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RLEEEINTWSAIE
 JFERELEREFII ICH Q3D ICKB U XA ZiHiE LA TEREW
D 2 D07 Tu—F-, WAL B B WIS K 2 08 OFERMEITRAIESE ICH S
Rl B OBIRD B BIAISEHE L R 19 % T LR E NS
BT T U—F NS K SICT B
« HBHVIEFN AT UG T 0 —F it d %
TEMEMED ) X7 FH
HNESEDS G
+ ICH Q3D /A K Z A VI &K D EEETTD SN TOIHEDHRENED B % FAIRD =AW 2 79 %
- RN 27 EBO 128 C OEREHHNT %
FASER:SS N e
« ASMF GEMMIE~ A2 —7 74 )V) &%\ & CEP (Certificate of Suitability) Z {59 % itz
S OIGHZ 2RNE ) A7 EHICERT %

EZERD A 7EER
LGB LY IV —Dlh
FHSHUC K DY R T TR AR SO
- fER HNCIE UC DPM b b OIERZ M (BG8. #ERS)
- AFET B ATREMED & 2 LRI DV TEEES ) B DI
- BB OURFARGEHRESIC L > T, ZRET 25 BMHEHERIC DWW T HIc BEESEEIC X > THR
ERENNEERTH S
« ASMF %713 CEP Oz laea R0, U A7 HICRHd 52 &

Y724V —IEEDKSICIRY TRAAY M ETITEDTESD
- [EHBEMICBIT B EHROXRUT, TR MO IRZRET 5 T ENTERVGEH
c 1 DDA T > a1, ICHQ3D EHODA T g > 1ITHERLL 7oL RRGE L, E@Yak 50— o
TeHOBHDOERDBINE <10g &9 5%
« ZOEITHETNLLYKORINEA T 3 > 1 ORNTHIUIHEH T 3 LERIZMb R

B DR

TLENHIYZ SIS 2 0808 2050 (BIZIXERO%R Y TR | @H NaloEzfIfd %
« ASMF 7—%

c BROBRDA VTt ER

CTO& S HIHERIAFELEREE D) R 7 EHEIT S T 2icikb

ASMF & CEP 1&2
- BRSNS e8I Bh#ES 2 EFIE ASMF & CEP O /5] U
< BRI O EREEE 2 3 NTOREKMISEINE NIzl 2 THHT 2 080 H %
« TN T Dflf D2 E 7 T4
- ASMF/CEP O HIGEESEIZ Y A VST 2 G35 &, RMUBRMICNZ SN cEZ i & 208
OB E 2 F0E OMOTLE MO ZL C LAHEREI NS
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AMSF & CEP [C&BBEVFVF

AV ATFHIDE EN TV BGE
KRR HGEE ) A7 FHOMEE N5 %
- BRI I K B R
B /U R TFHENEZENTWIRWEGES
- EXMNSBEINT 2 ORI EiEN £ 72 vE
* BREMZRTEIRO S E Rl 1< K 5 R
SIRRLESE S IR TR 2R U A 77tz R T Z %

EARH AR H D FTE
TEEAFO L)V H N FERELERZICEH SN TOS A5, WMEMEEIC X D o P E
FHMEEN%, LA L Q3D DESFIERMEN
ICH Q3D JE-FIC BT % &t i OV T Tl S EFNC DWW THT

CEP [ZDUWNT DENNTERR
EDQM (& CEP ZA{ 159 B¢, ROENEHRZ 52 %
* BEKIMISBIE NIz NoRO ik
« TEMEYNE S TAEFRRMAICAE I B e I B9 2 Bk
« CEP RV A — IC &K > THRIE N A (EED ) R 7 FHMO A
« RO R ORFLIN T S EDQM Tl 5 2 5 1aV, ZUdBBIDHFEREDBICITON S

XD Q3D AA R4 TRHLA/N—ENZH
2016 4 9 HO ICH BHEREROAKRDO I T hRX—8—ic kb b
- SETOHIPAX, I KUV — S OFGIT DUV T PDEs OffENT.
< JLEAH X, ZRMICHD < PDE 2> TV 248N H %
+ Q3D THEiAH L 7cFi&2H L T PDE D275

4. APLONY T =V 3 VEFOV 3 v 2 ERORE

NNV ¥ —  Medicines for Europe Koen Nauwelaerts

CEP FIE—3FRITmE
Medicines for Europe (Hi{A% @ I—11 w3078 DH) &, CEP filfE7% EU HHHEDOHTEIEHIC
ROV EREZZ TS
+ —DOHIRFEBIC AP SCHZEPLTWBH T L
 ER L EE YR & OBIDOEHRHOMIE L & gk
- HEERTEREENEDMRREE N TV S
- R EHOYEOBIEEF M S N TS (X7IERES)
- Mk TIHO U

Medicines for Europe |Z & % EDQM 535S DFHE
< EHROEMNDATRE (HWEDENTE ST L)
O THMN RIS
cRDENTRA LT A 2 OEF
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- (BU BEMT) ffIE n/cid, HlA N ESmEOER o —t

ASMF
ASMF OFZE(ADE—HE LT EMA T — 7> 27 )T 084y k « ZA2T ¢ 78 A LT=hE
IR

« # LW ASMF THIHATHE

- BHFD ASMF TlIFHTE a0

- U, BHFD ASMF 25885 C L2

- HMA* & LT ASMF ZffHd 5 &t 2R LT

* EU DAEDZEHEICDIEM 2 RHDIEREDN—Z & LT ASMF %387

- CMDh** [&, ASMF 7230379 % SCEHHIFEIC T 5 AICNBERICEEZDRE i ZRD 5N TS
*Heads of Medicines Agencies, S EEREHEDRD X v fT—7
**Coordinators of MRP & DCP Z[EZKEDEERHBIELED Y )L—T

[ASMF U —7>> 27 V7 OFE]

ASMF Assessment Worksharing Procedure
A simple way for Competent Authorities to share assessment report for the same version of the ASMF

ASMF ASMF EU/ASMF
Letter of Submission assessment repository
Access'! Details report number
Form2 repository

Annex2 and 2Annex3of CHMP/QWP-227/02 Rev 3/Corr Guideline on the ASMF procedure

Bz ASMF Z2E £ 51T B hDiRE

D=0z 7 ) 7atRIETFERDT7 VY a v EETS

« A CEHOYE DTz DRI 2 O ASMF OBROTERR

« H LW MRP/DCP (EU D 3 DOERERHIED 2D 5 MEARER., NHUKREL) O—@e LT
T 2B EMBOIL—)V THAIE fz ASMF OFEH

« HBHOITHIFEIE R PRIROELEIC VT Blal (F30) 258 (X4 71D oiEtE £ 7-
FELETOZHE (BT 2 MEEEAEIY 1 ) O CEP A MRIHEN TV E D
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