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Characteristics of the Japanese Market and Challenges for
‘ Stable Supply from an APl Manufacturer's Perspective

Characteristics of the Japaness market:
1. Highly demanding:
1 !.'Iull!ip]IE validated chemical steps (3 chemical steps) and strict control of starting materials [often >09.9%
jpurity
+ Very thoreugh GMP audits
1 Documentation requirements in Japanese (DMF in JP format, no CTD format)
v lmplication: This goes beyond ICH baseline and reflects a rero-risk méndset™ and Meed for bocal regulatory expertise
2. Price sensitive with an Increasing attention to cost efficiency: Strong competition frem Chinz, India and Loca!

Manufactisrers '

o Strafegic guestior:How to balance: quality + compliance + cost elficiency?
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Characteristics of the Japanese Market and Challenges for
Stable Supply from an API Manufacturer's Perspective
Stable Supply - requirements of the JP Market:
+  Strong control of the supply chain, including starting material suppliers

+  Robust change management systems and High regulatory sensitivity to manufacturing changes
» Detailed and structured Quality Agreements

These requirements can be seen as drivers for stronger and mare resilient partnerships and should be
recongized as added values in a win-win oplic

W HENARIN
b
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How Europe is Strengthening APl Supply
Stability

Recent global events have highlighted vulnerabilities in pharmaceutical supply chains:

1. COVID-19 pandemic
2. Geopolitical tensions

3. Concentration of AP production in limited regions

W MENARIND
hd

:
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How Europe is Strengthening API Supply
Stability

Europe is responding through:

1. Strategic initiztives such as the Critical Medicines Act
2. Policies encouraging reshoring of APl manufacturing
3. Investment in high-guality and reliable supply chains

L

This creates opportunities for stronger collaboration between European APl manufacturers and Japanese
pharmaceutical companies
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Basic Pharma Turnover: an EU cnmparison
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Conclusion

~Long-term partnerships are the key to ensuring stable and high-quality APJ supply.”
Japan can see Italy as a strategic partner and together wee can increase our coaperation
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PMDA: Strengths & Opportunities

The PMDA is internaticnally recognized for its rigor, strong scientific foundation, and unwavering focus on
patient safety.

In recent years, its procedures have become increasingly transparent and reliable, further strengthening trust
among global partners,

- Opportunities for continued refinement

As is the case with all mature regulatory authorities, there may be areas where efficiency can be further

enhanced.
In addition, closer alignment with international regulatory standards could support smoother global
collaboration and contribute o even more timely regulatory pathways.

‘ Overall message

Japan's regulatory framework is robust trusted, and highly regarded worldwide, while slill offering
meaningful opportunities for continued improvement that could make an already strong syslem even more
effective.

Regulatory Challenges in Supplying APIs to Japan

Supplying Active Pharmaceutical Ingredients (APIs) to Japan requires navigating a regulatery ecosystem that
differs in structune, philcsophy, and practical expectations from bath EU and LS. systems. Japan's framework—
anchored in the Pharmaceuticals and Medical Devices Act (PMD Act}—places significart emphasis on GMP
compliance, MAH-centric quality responsibility, documentary precision, and lifecycle oversight.

Thiz analysis breaks down the key chellenges in three aress . :*rﬁﬁi‘ﬁ;ﬁ;;#

1. GMP Compliance Differences ﬂﬁﬂlﬂﬁgé'
2. Evolving Regulatory Landscape CEPERMA oy = -&E X
3. Harmonization with EWUS Systems Lﬂﬁlhﬂ = fyirw | =

HNEROnT
ilemiia*
i
décizion
=—suloess
strategy

e
problem
Ll
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Improvements Related to GMP Compliance

O Streamlining PMDA GMP Inspections & Expanding Reliance Frameworks

Japan currently requires extensive PMDAMHLW inspections for foreign API manufacturers, including Foreign
Manufacturer Accreditation (FMA).

Expanding inspection reliance and mutual recognition (like PIC/S or EMA-FDA collaboration models) would
reduce redundant inspections and accelerale API approvals.

PMDA is already exploring reliance pathways with Asian authorities:
# Joint training programs

# Joint inspections

# Mutual acceptance of inspection

CRFLARNCE
CHLAAATY LLI T B

AN GMP FACH T ES s

=COMPLIANCE

Regulatory improvement: Accelerate the imeline and extend reliance “AL
agreements to EU/US authorities.

A Simplifying or Digitizing GMP Inspection Documentation

Japan's strong emphasis on comprehensive and perectly aligned documentation often leads o inspection
delays.

Suggested improvements:

= Introduce a standardized digital submission template for GMP evidence.

* Allow electronic pre-screaning of documents to correct inconsistencies before the official inspection window.

3 Enhancing Clarity on Data Integrity Requirements
In 2021, Japan strengthened DI requirements through a major GMP Ministerial Ordinance revision.
Alignment with PIC/S and ICH principles is improving.

Regulatory improvement: Publish expanded, sector-specific DI guidance tailored lo APl manufacturers to
reduce uncertainty and minimize rework during inspections.

Improvements Related to the Evolving Regulatory

Landscape

O Stabilizing eCTD v4.0 transition timelines

¥ More predictable metadata requirements

* Longer transition periods

¥ Automated validation tools to reduce formatting-related rejections
¥ “Grace periods” for minor submission issues

O Reducing administrative burden

» Standardized templates for global API suppliers
¥ Smoaother dossier preparation

¥ Lower risk of administrative delays

10 AZ#ERESHE



O Strengthening PMDA=industry communication
» Structured pre-announcement cycles (e.g., 12-month notice)

» Drafl guideline consultations before regulatory updates

..h'- | .3
+ Improved predictability for foreign manufacturers "","" = 2,
s )
A7 DO
O Enhancing transparency & predictability in GMP enforcement 7 g ﬂ:‘,’hﬂn‘: v
» Expanded publication of inspection observations ‘%—"'.-i(l-g-;ﬂ' A

» Trend analyses lo help manufacturers anticipate frequent deficiencies
» Better risk mitigation and proactive compliance

Improvements Related to Harmonization With EU/US

0 Expanding adoption of PIC/S operational standards

Japan already aligns with PIC/S GMP principles, especially since the 2021 Ministerial Ordinance ravision (QRM,
PQ3S, Data Integrity, OA systems).

~ Further progress would involve adopting PICIS inspection operational standards, not only GMP principles —
inspection programs mare consistently with leading regulatory agencies.

This would reduce  ptoced r*disgapiicies"hr foreign’ nmhhfanturer;\an?fnhar;pb,pmdmbimy during FMA

J Enabling e
Foreign AFI

Recognizing valid PIG/S C
~ Faster FMA renewal limeli

» Shorter queue times for PMDA resg

O Introducing a QP recognition pathway

Japan does not currently adopt the EU Qualified Person (QF) batch release model,

= A dedicated “QP recognition pathway” for low-risk APls would reduce redundant batch review steps and improve
synchronization with EU supply chains.

Improvements Related to Harmonization With EU/US

 Clear guidance on critical vs non-critical inconsistencies

Japan's MAH-centric documentation model requires axtremely tight alignment across all records.

# Intreducing a tiered classification system would help foreign API manufacturers understand which gaps are:
e Critical (must be corrected before inspection)

mmpNon-critical (can be cormected without restarting the inspection cycle)
O Allowing controlled corrections without resetting inspection timelines
Taday, even minor discrepancies can trigger significant delays.
= A structured approach o controlled corrections would enable:

== Limited updates without reopening the entire review cycle

s More efficient handling of lifecycle documentation changes

mmp Lower administrative burden on both PMDA and manufacturers

J Expanding standardized SMF templates globally

Japan already participates in Asian SMF template harmonization efforts.

» Extending standard templates to include EU and US partners would support:
= single unified SMF for global manufaciurers

ﬂ‘Beﬁeralig‘mm between JOMF, DMF (US), and EU documentation systems

mm Reduced duplication of effort and fewer inconsistencies ameng regions

A#ERESHE
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Additional Measures to Improve Supply Chain Stability

O Developing a priority-review pathway for essential APIs . O ﬁ E”-"
Similar to how PMDA accalerates drug review timelines, Japan could apply: @. @ @ o, i
@
= Accelerated evaluation for critical shortage APISs —% ’ 'ﬂ .
e @

» Reduced administrative documentation during emergencies
Source; PMDA has already significantly shortened review times, showing capacity for acceleration,

O Increasing transparency on domestic manufasturing capascity

Japan faces structural shifts (aging population, flat domestic market growth, specialty drug expansion).
A regulatory measung:

= Conduct annual APl supply-risk assesaments and publish priority lists to guide foreign manufacturers

Summary of Key Recommended Regulatory Improvements

| aea Key Improvements

. Inspection reliance; simplified
M |
GMP Compliance ; o risk-t rolne i

Smoother eCTD v4.0 transition; predictable
Evolving Landscape regulatory updates; more transparent GMP
trends

PIC/S operational alignment; acceptance
Harmonization of EL QP; standardized documeniation
templates

Conclusion

To ansure a stable and resilient APl supply, Japan would benefit from regulatory improvements that focus
on;

» Reducing duplication (via reliance, harmonized procedures)

= Increasing predictability (in inspections, eCTD processing, regulatory updates)

Enhancing transparency and communication (between PMDA, MAHs, and manufacturers)

» Strengthening international alignment to minimize friction points for forign AP suppliers,

These measures would not only support supply continuity but also maintain Japan's intermationally
recognized quality standards.

12 AZXEEESH=
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API export to Japan: introduction

~Japan s a kay
market for

alobal AR
q manufacturars, Highlight
- opportunities to
oytext |« Exporting APIs simplify
to Japan ProcBsSES
involves unigue
regulatory

requiraments

&h

‘ Alignment of Pharmacopoeias

Closer alignment

between Ph. Eur. and JP: SXPOLIOE HTRIOVEIGRS:

Differances in analytical
methods and specifications
require Japan-speacific
testing or documentation

Reduce test duplication

Streamline batch releasa

Extra workload for QA/OC and

ilat
FRRLREEY improve global quality

consistency

: Reduce additional regulatory
dossiar ravision
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) DMF Preparation

Current
situation

* CTD Module 3
is widely
accaepted {EL,
US, meny ather
regions]

» Japan requires
B dedicated
DMF via
caretaker and
considers CTD
Module 3 anly
ag attached
documant aof FD

Application
Ei‘] farm ["J-MF).

Acceptance of CTD Module 3:

= Allow
submission of
CTD Module 3,
with ﬂnlg
minimal
Japen-specific
eddanda whan
neadaed.

* Duplicate
documantation.

» Highear costs
and langer
timalings

Current situation

« Every change raquiras
carataker inguiry.

« Mo structured guideline
for change
classification

Effects

U ||'-|T~."._r:“rt[|d.

Management of DMF Amendments

Froposed
improvements

Digitalization

Benefits

Digital tools for
submissions

*Faster communication.
*Reduced admin steps.
-Better traceability

*Expand eCTD use.

-Create digital PMDA-company
portal

14 AZXEEEGH=




Conclusion

Summaeary

= Align Ph. Eur, & JP.

= Accapt CTO Module 3

» Claar guidelines for changes
= Increase digitalization

ICROMS.rl. (7 0OL%t)
ATl - FIVEF—ZK

o
Overview of Today's Discussion ICFD(T\

» Context & Perspective
» Areas Where EU API Manufacturers Perceive Complexity
» Strategic Considerations for Global API Manufacturers

~ Outlook: Opportunities for Further Collaboration

= Possible areas for continued dialogue
= Question for discussion

= Closing
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-
Context and Perspective ICrom

Your boutique for hi-tech APs

lapan as a high-gquality, compliance-driven pharmaceutical market

+ What Global Manufacturers Value About Japan:

» Technical competence

« High level of professionalism
+ Long-term relationships

+ 5Strong quality culture

+ Within the evolving Yokki ho 2025 framework, and in comparison
with some foreign guidelines (e.g. talian standards), stakeholders
note opportunities for regulatory alignment and simplification

Two Traditions of Harmony |m

Your bottigue for hi-tech APis

k different design, same purpose

L J
Areas where EU API Manufacturers ICf'Om
B » Your bBodligque far hi-lech APIS
perceive complexity )

Foreign Manufacturer itation

Accreditation process and timelines
+ Perceived overlap with EU-GMP
Post-approval changes

+ Communication flow, documentation

and language

16 HFERESHR



Strategic Considerations for ICf'OfT'I

Global API Manufacturers bt s

When evaluating long-term engagement in Japan, companies often evaluate:

*  Market dynamics

+ Operational complexity

« Investment required to serve the
Japanese market

= Ability to maintain globally
integrated supply chains

@
. Outlook: Opportunities for Further 'Cl O ; I__I I
| {:D"abaratian g 1 Your boutigue Tor hi-tech APlS

, Possible areas for continued dialogue

“\ Key Area Stakeholder Perspective Suggested Way Forward
A Further alignment with ICH pringiples
| Timelin ompl
i e Ll 2 to support streamBined and

rermain a concem for stakeholders

predictable processes
; Strengthened technical dialogue
- i Pmmwd_nmeulap .bﬂmm between API suppliers, MAHS, and
rteraction with EL-GMP fr. accreditation requirements and EU- rompetant authorities to darify
GMP expectations )
interfaces
Clearer requilatory guedance and

Meed for greater predictability in

expectations for post-approval change
change management requirements mT:a — P 1]
Continued efforts towards
transparency, improved
communscation channels, and further
dhigitalization

Fost-approval changes

Cormmumnication flows and
Communication and documentation Gl EpfiiG T st g G T G
more efficient

®
Outlook: Opportunities for Further IC'_ : D . Il _IWI
Collaboration - 2 SERTI

Question for discussion

How can Japan remain highly rigorous while facilitating
broader global participation?

Global manufacturers do not seek
lower standards but greater
predictability, proportionality, and
dialogue.

AZERES = 17



CPHI Japan 2026 H 3% &5 23 B i

BERGE

& RS L, BRUCHEICEO VW EBnERd, THEDODH S HI3EF 2B LET,

B 1 HAOIHEIHHIERZ EOXSICATLTOEDN, ZTOHEZHATILEE,

EOSK Hb508E13. PMDA OBEMICEIT 2 EHRICOZTE LT, EET 7 ADNTZET A,
Lizh> T, Uz IR EN TV BIERICIRE SN TOERTHERT 2 LNAERD D 8 A,
ﬁ/? b\l iﬁ%{?%’héﬁ{f?ﬁ‘%ﬁ 71. BﬁZTb\tt%ﬁb‘ kFE\L\i@‘O

B2 A2V 7OEFYFICUEZEHLLTVEDHO E LS, CHIHZBBNLET,

—JRK AZVUTERIES. WAVWAGEREL XD BVAHRE®OI 2 = —Y 3 VBT
Lia&bfw%ﬁﬁfﬁoWz@\%Xﬁbv7®7—77n~®;5&%®%ﬁi¢?¢oCmu\
HARDHICEMZZXIICLEH ELTVET,

?xﬁb/f®7 7 7a—h56, APLICBIT 2 4RI 5 XEDRMMNTE S &b, BEZZIT %

HOE, GMP OFREAE. S5EFFRE. H2WIEWVAWAIEAIEND D FITH, ZNEHIRBED
tbk%ﬁéhiﬁoﬁmﬁﬁbh%F®Lm WETTED, THIVoRTEEIDT—7 TO—"TFr
ZB5E2ICLESELTVET,

oo FIVISAZ—=T7AIVDEE, WAWAKERIAI 22— a vOUhd s LENET
M CNEEEZFT TOET, RT v I AZ—T 7 A )VOTEREIGER ICT TfrbNTEh. I—1y
INTIE CESP O 7 TV 2 HWT, RTOYRMNE - ZHHTE KRN ES T2, =T T4 27 -
F =V I A= g VICBEDLGELREERC. CTHHIBHETESLIIIICLTVET, DXL YREMIKE
NEERH - ETEE 75y F 74— LRV —)VDIAHEIFEREIZ L HRLIZEZTVET,

EOSEK —OBnLES, £ 2 T7OHEIENAVAGREEEMENCSNETINE S, Kik45D
AP B3EMNFESRELE R DOEHIIC A > TWT, A X2V T7EEBOER NSO X9, IFFICZBOEND
DETOT, MR ZHAATOET, FHCHHOBERICBE L TR A LT A V2 LIz NI EZAND
DX,

B XELEF A ZE B R, T35 CRlA] ZHUS N7 121 GMP OFEE LW S k?ﬁ%G&H<6w#
Mo TLES, ZLTEENDOBENS., THICHBIT 20 Z LTELDEFIUINTHRWVDTT D,
9UT®%@@67H#61$<BV\ar%ﬁH%§T®EWLFW#ﬁ#D§¢OX«%/Tﬁﬁ;
FEHIRD T, FIZIEERETS EMH LWEZERMP SN TW I SHEHICHFETE 5D TI N, 49
V7 TEZ 0 DIFIEODEVDT, YV w7 OFERMAZEC TYURE & Fnic i
WEEWERWE T, THUIERRRA Y MERnET,

BRI3 N A —=TAICHEMTT,

HiET=OHZE N T TES 72D, HARDYE[RISH L TBZ S MENDHA X2 AZFGEEINT
WBDTHAI ENITETT, HARVAREST, VTV FEryy e/ 70T 2 HIVFx
T, EIVIEODHZDNENI LD EHDIZNENS TEhERSDTTH, HixkhB-oLeo
TWaF vy TV 5Di, CTD KB ZrtidNAE L. BHEOFMERE VWS ETATLE I, FDE
MHEMENDEVIFEEF Yy v TeBEo Lo T0AEDTLE D,

INMFA—=ZFK CORICDWVTOREDARENEE WS TETEEEZE LD TIT M, BEOFNT B AR
RIZNVET EHBENTVBEEESIDTT, E90VIF v v T EELMDADRNCHEREL TEIETIUINT
T, E9WVIF v v I ODNWTERUGE TLRRE TELZNE VI LD EETEZTVIIZEZND

18 HAZXEEESH=



T,

HADYRHD T2 EZFNZTR L THBOTWEEFNE, EEZLRPTWVWERNET L, APLICBILT
VAP AICTESEBVET, ZHCKS>TEALIAVEEETES VWS kicixsdh BN
F9, EKRCEDFTOHMNEHRTE S, TTHEETT,

B3 @EX) HoMRLITTVET, A VAT Y 3 YOFNINRZ ) T ¢ TIVInEx v TIrDH,
i 707 1 J)ViaF v v TiaDh, ZHUIBERLETEDNLDON WV ST ETIMN, FDXH 7%
HA RV AN —a v /NciZHZDTL & DD,

INMA—=ZFK AT 4 Y IVEHARZ VRIS VER A, 7272, TETDIA VT4 VAT L,
BYATLCES, E0n52ehHDET, £o, EOXIBRITVIRAZ—T 7 A )NVOHDHo T
DO BIZIERT Y IRAZ—T 7 )V HE7BE TENM NI SRV E &, KOHEEICE AKME
MHBZDONE VST L ZEZIRITNEOT RV ERNET U, [DMERIEN DM eVl LB R
FFNIWF RN E BNV T, Da EE TOFRELT ANZTFNINTENE VS TE00H 5 &
BVWET,

B3 (E) 7AV T BFROETE, YahA 7T IPR—2 3 9580855 VKT,
Z995TLICE-T, KOMEREE LIeSCEENTE S EEVET, TIMSE, HAHHDIVAMDES &
LD, FleT—AZN—=AL LT, FHEOYR[NL NEATIR—2 g Nk 0 T AT L A RH
TeWEEOHNUE, FATZHBEIELWARNCHED D TIFENNE-E>TVE T,

£S5 —DBEELET, QP LW IH DI E THEELRKHNZRIZLTWVEHIZEBVE TN, QP OEH
EVIDIFFITL & I D, HlZIEAPL FBERICENT, CIDICEWNT, EDOXSICEINTNDED
TL&EIM QP M ED XS HELEDBRIC BN\ T ZER L L TADLETFNEVITRVWON, iz 71
AL LUTHEITLAETNUIWT RN ON, iz A ELTR5EFIUIVITEVONEZ TLIZEL,

N FA—ZFK BODPHECHOET, CMPDIAVTSA T VA, ZNh 5, BENZay 547
VARBHDET, RIvIIAZR—=T 7 AIVORTEDK S HIETEROELE T O ANEI N TN DD
M ZLTETDTFY T DR, BIAIEAPLZ{F2 L&, ZOHICEHDNZNZE S P> THF> TV
BZOMNEVSTHERZRI UL S ICKMEERTNE0VITRNED NS T EIckD T,

Fie, BIZETAVATRCDIA )T 4« T2aT7 IV IFx—TYv—b\o7/5d, GMP DYV
TI3AT VADBEEZEE LTEHWTWASDTI D, ZNERRHCSERTIOY x—Y v —IctE>T05 &
BVEd, FRIvIIYRAZ=—T7A4)NCBNT, FACTFVT 1 - AT F A= 3 UHiEDIN TS
NENTFEE A, T—H YT ORENL, —EHOKENDH 2 LVWH T LIED T, [HRTEIZU T+
Vit D, 27T 1 INViEEDNH D X9,

ZLTRIVISRAZ—=T 7 AINCED LS ITENNTVEDN, VT 1 HVIEISTA—=RZE VST
EDE. Lo EIEUMDL2E 7R S RNV ERA KR, ZhhEFoEERRICE VT
VT 4T VUV IVOBEERIZ EBWE T, TIDhE, TNBIERT Y IIYARZ—T 7 A4 )VOHTHIC
HETY, /7T 4 VS EEICHEE G EINE T,

B4 SHIEMOEOERER, LHIPSEDLN TR L HhoTeh EBNKIA 5Lk
AR WS D, I 59 B ERRBEATENRE DDEDIENED SRV, FRIELTWS I, 723
MEEZNDNIBFENLIZNTT,

FIWF—ZFK ax—Tv )b EVRADDOEMDERDOT, ZOMEIIAICE>THAELTTWVS
HElZLWAE T, SHOH# LA N I THSHEF->THELET, Ihbb/N—TF A= 3T

1

AZEEZESHS 19



CPHI Japan 2026 H 3 5% 7 23 B

o HAREA XV T7REELVDIIMENDH D FH A, ETTHELIIZRHTONENS T EHRA
VIREEWET, N—FEFAE—a BT, B ET R NS T L TT, ThidBE S JIERIC
HETLLY, ZLT, —DODVYa—rarybLUTIE, HADEHMEL Jo— \)VOEER HbE 5 &
ITELTY, MAETAHILICKST. ThDWBEMEEL, 7L, ZLTEHRL, TLTKRE WS T L
KD I, EBNCEED S NTAEEHEICHI> TS T e TEE T,

BZH L IR ZTLE S, EVWT A Ah Yy a YERET MSREBOGELEWHDRETL X
Jo LWL TIKEAHD EWVWS T ET, YR—IZH{T, ZLTBHEWIEGEZT ST LICX>THID
TREROERHIAT TL 2D TRV EESTEL T,

BR5 HATOEIYRZAEICHZ>T, 7V 7 LTELWHEICOWTEIFEL L 72X,

EOSK BEFEWEMZWZZEE Lz, HATEHENRMOBEDE D=2 Z % DH, EP <> USP
DRHHTEZON LV LoD ERA, EIEEVEND, VY a— g VHARERORMENEL, R
7B BB B DT, FEREEIAE AR TEVVERNET, HARICE > TRENS—FF—THDH
feWEESTED X,

TTIC 100% DEORBZEIAKBRILTEOEITH, FL—F+78H0EJ, ZHUITR T
T, (MEZES LS T TY, HIFENTVBEDN, A1V FELLEHEDA—h—LHad5L0
5T LTI e, FEROARENE. 2 L TREOBSD b2 EDRFENE> T X T, THUIFAE & Thilz
FTTENTERNEWVSTETT, FL—FRAT7LWVIDREHHICE>TESTLEL D, TTTOYRY
. RTONMNDA—A—ZHHEELTLES &, ORI RERMENECTLES WS 22T,

Ah—=VEK OIS EDULEICOVWTIA Y e LW ERWE T, FACES WHIEEND S
MEVS T LDV THIN S FIHL TWiah > 720 TIH, API DELEEZ X, oWV o2 kit L
TV D H 2 & BNE T,

JFHEEORIEICHENTHEZML TWOL T2HDEREWNWS T LT, BHMRDONDZ ENH B &N
9, I—0vOEE, N)T—a DA RIA4 VEICDOWT, BHERFEICHT 2ENFREEE
NE Uiz, TNUTTRTO APITELERFEN R T2 T % & ST AR BHEDRY —ICH DLl 2z,
WROESRICH DR TEEED & U THERT 572000 E TS, IEFICEEZRA Y M THOET,

FHIN—FEF A= a VOl s 2 & T, FEOYFHTINZED TN & W) ERTEET
9, FDA K, I—1 v/ SDHA RIA VHEZEH LT, TONYT— 3 VI LUTOEHICEL T,
FERRITWETRNEDOHA RTAELTHRHEL TV WS T ENARETIERAEWVWHNERS DT, Lk
MoT, EIWVDI AT "B ZDM, FHCEHERO—ZHGEICHIND LT AEOTTINEES, I—
Oy IDAA RTA NCEHT 27w T T— MTOWTEE#HZ L T2 & LT, AP OELERZEICE L
T, Ry A=h—{IWERE Lz LT, Rk To7 Ta—FzRICIKHRIEL T Ens T e
DEEN EHNET,

INMA—ZK SECTT A AAvayLTEREILILDVTNEWLET, FMETIEH D XITHH
Atz & D D3k THR & 74 25 BHELT T, A2V 7Ot LTRMERNETATY, ERrT
K25aXy & -7db ., FAEBREAARDERFIHTH 5 mEmMEICDNT, bBEAAHENZLEY
M, INRNTEFIETIAT 3 =D GEERVET, HHO/—FF =2y T s DRIFHICT R
WF =R TcHERE DL B> T0X T, TNEFFHCKZEHR L. 2L Tsaas R L—r 3
Y LT TeDITiE, WIN & HAR L ORI 75N—EF A= 3 VDRETH B EFEZATVET,

Al B HOoNLS TEVELE

20 HZXEXEESH=



#4364 Wl HEESPUEFRE 2 DiliE

9564 0] & 75 % HEREE R BRI
846 H 11 HICHmRET I LT R
FERTARHX) ICThHEEINE Lz,

TR, FIZEORRIZENS, &
UTTE D B RO B 27z LT3
TEMEETIN, BISEICX 5%
BO%., w15 RICHDEEENH
RICAN A ORNEEMRA S ) 2
BAH LD MR Z218E L, €0
%, AIE=HED SRR EICIEENRE 21 5%
DHEICHEDE, HMENTREHENE
%I BERSHDVEFICAD, HEH
I TR 7 AR 3 RO 8 fR
FEETH R CINL TR DMREENEL
7o

BT [ 7 FERERE) 1D
W, FBR X OEHMrbN, AR
EEMSEERENMTbN IR 22—
HTHERENE LT,

ERFR I T, BRIFICED D%
JRICEH G ENIREICHT 2 KEDMT
bhFE Ll

T D%, REMTHEHETIE, W7
BN B2 355 i [ e R B (5 PR 255 i
B A E S B — 3 SRR EER E 2
AR E TEERA DR 2 H T icm
F7RERRREIC DWW T — MV ERLSEFTE D G
MPIHEFFIERZT—] LT3 i
HZTHRE L £ Ul

HRTDERTF

LB

RaEEZT 28Iz R

CIESCA RIS EES =

ERETEZ T AANEIRR AskEZT sPHEIRER

%64EEﬁ%A

BHRDRF

AZXEXESHE 21



CPHI China 2026 B

2026 %6 A 16 A A 5 18 A I SNIEC ( FifF § _ _
FEPE T+ 2Rt > % —) 11T, CPHI China i e

2026 HHEE N E Uiz, HIEEBHEERED CPHI™ PMEC™ | CHINA
HERZD, £ DHAMIBIMENTVE LT, BEINRHIE %% osew
PIHOA—T = 7 LE=—"TIF, HHEER — —
FRAZESOVIPICX3BEBIChHiVvwTT—7 Mr. Ichiro Fujikawa  cramesonc =
71w FMfTon, BIIEERESIMUE L, k.
R ENIAT L TSIE IS Ha I —86 |
fEEnE Uiz, 20O%GMEEOATITONE b R -
L7zh\, International Regulatory Agencies Updates REIH CRRENTRIIZROBN
and Q&A Session 7% £ D#DMND I F—Ic BT
. JGEETOMEBITONE L,

.

L |

bR I, (AR - SREEC Grand Ope
EOfHA, I ar—var ez EiEds
& CHINTEAD R AT AT 572D TS E x ;F

F 74 —LELUTHRET B C &2 HE UTRIME
ENTVET, BERWICE. 2HEHD 91515
17:15 DR, Z—)VE 2 D 2F 2RI TR E

202R ¢ "':T-llg | ER

Y

N, HHBXUHERAICET 2 7—<ICDOVT, . — P
WHO. FDA. EDQM. USP. ChP. JP 7x & o #i i T—Thv FETIEIIEE
WROIYEN, WNEEEA T TA 2 TEML., &R —)VOSGE S RAEICRET %7 v 77— b
2ITVE LU,

7%, CPHI China icH b TREINIHGTHNICK 2 &, REOERESTSE, 2025 £5 5 2030
I THEHIRER 1.7% (£ 1.5%) THREL. 2030 X TIiZ 1 Jk 3590 fEARUTICET 5 L Eh
TWET, HL, PRI EZ KF U, HRNRS 7 o Rl LI KRR Z S 725 L Tw
% FEFRIESAE. ATFRORHEEIMFICNT 2 AV AV R E > TOET,

T, REOBMEHIZ 6 A 16 HAS 18 HESELF U T M, BN DV T, BHITJANAR—Z
MRDEN TS T8, National Exhibition and Convention Center ( Fiff) ICEHEEINS DT LTI,

A

I oy

I\RERRDAIE BHRRBORTIV BXRICEENT 2 BEDFHI

22 HZAEEEGHR



29th APIC/CEFIC GLOBAL GMP &
REGULATORY API CONFERENCE PlELR N
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(#E]
GMP Inspections of API Manufacturers - Point of view of the Danish Inspectorate
Update on ICH M4Q

New EU Variations Regulation - Plenary Discussion with

Semi-Continuous Small Molecule API Intermediate Manufacturing — A Case Study
Update on EDQM Activities

Update from ANVISA

The International Pharmaceutical Regulators Programme (IPRP)

Complex pharmaceutical molecules - Complex regulations?

Al in GMP Quality Systems: From Hype to Trusted Practice

Session A
ICH harmonized Guidelines
How to Do Quality in Clinical Manufacturing

Session B
API Tech Transfer & DMF Transfer: Regulatory and Quality Essentials
Revision of APIC Cleaning Validation Guidance

Session C
Reshoring-Quality & Regulatory Hurdles or Opportunities?
Annex 1 (Difference between sterile and non-sterile)

Session D
Regulatory Reliance beyond Europe: Principles, Requirements, and practical Experience
Speeding up Chemical Manufacturing by using Rapid Release Methods

(2= H]
Programme APIC/CEFIC Global GMP & Regulatory API Conference - Global GMP & Regulatory API Conference

HAZXEEZESHS 23



e
- —

A .
Y 7] 'I'A ) Y
LT 77

_— P
— =

—ALEN HARSEEER Bt =

HASERE mth =i 5 25 %5
2026 47 H 1 H¥7
T e DPRIER
Fr#E —RAEEEN BARER S
T 115-0051 sAURILXTFR =T H 23 % 4 =
TEL : 03-5918-9101 FAX :03-5918-9103
https://www.japta.or.jp



