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EXRGRBBEEER (NMPA)

B SARFR

(BRERZTRBEER (“RERME” F43HHHD )
WE: P 43 BLALTTHRBER, MEHAEITH7eT | 2025.02.14
Ko

(HOARAERETENE GERBERF )
WA: BRATHERENR, A NARe5KEE, PIg4 | 2025.02.08
7= BE. REEFER.

K 25 W R R T R AR STRFAH i OB BB R T e 1 A

(2025 F5 12 5) 2025.02.06
NMPA
ERAGMRLGFEFIRT 2025 FEIT AT WAREFMEIT 7RI 2025.02.24

H AN

EXGMRRTEA (MBI EIMER RS MBENTES. 1M
WBOENTIET B8 MM IR 8T 2% K MR IR 4 3% PR AR AN 3R L% /Y] | 2025.02.28
B % 10 ET ST WAMER A% (2025 5 21 5)

HRARRBRTRAGHASHHF ER CEALTHD KBS

(2025 F3E 9 5) 2025.02.11

TV#EEE (GB/T 534-2024)

EH, “BEFWEEXATRG” AR THEEEERHERNT

AR ! AT, ERRERREM “ERFEE” KIThEE, TET 2024.12.31)
B | ]R. Bk, FRT FTHREFEERBERIBIR, KRRXFET M 2025‘_07'.01

WA R EZESFR. BFREEXATFRARME T ERG
HERFERAE S &SCEEL AT B AnE R RS
Mi3k: https://openstd. samr. gov. cn/

T PrAEC @R, N OB AR, W BT RO, T EIEM

2
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https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250214104811166.html
https://www.nmpa.gov.cn/yaowen/ypjgyw/ypyw/20250209132616126.html
https://www.nmpa.gov.cn/xxgk/ggtg/hzhpggtg/jmhzhptg/20250206171649139.html
https://www.nmpa.gov.cn/xxgk/ggtg/hzhpggtg/jmhzhptg/20250206171649139.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250224172417119.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250224172417119.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250228113118128.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250228113118128.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250228113118128.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250212090812128.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250212090812128.html
http://c.gb688.cn/bzgk/gb/showGb?type=online&hcno=FA0BE86B8A5E53C5E9694FCA5971CF2E
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IR 2K 24 s BB R R R N 0 AR R A ] FH IR SRR BT
ERB (FmA: 24P ki

BREAN: RXRBSEHRWITEA A TR REN/SE B LI ek
TR MR ) —LRIGIT - 2025. 02. 10

VA BHUESRRE — M EANBENTIRF UL TR 45-1 (PD-1)
BIEREGUAR, TIEEFHET PD-1 SHEECARRIS S, AT R 8
Ak AR BTN R R T RTRIB T .

CFDI

IR R 24 o M B R AR S VP R R PR L BRI R TR R 1 R 4
Bt A PR AR R EATR R BHUER W (RhA: g% b
W, FAT A RE SR .

A MAEATIBOINER B ETiE, EEELSSHHXERD
AB R B, EEBNABEIER. ZEME_ ETAIRKAZ R T H
ibpri=

2025. 02. 18
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https://www.cfdi.org.cn/cfdi/resource/news/16308.html
https://www.cfdi.org.cn/cfdi/resource/news/16308.html
https://www.cfdi.org.cn/cfdi/resource/news/16308.html
https://www.cfdi.org.cn/cfdi/resource/news/16308.html
https://www.cfdi.org.cn/cfdi/resource/news/16308.html
https://www.cfdi.org.cn/cfdi/resource/news/16308.html
https://www.cfdi.org.cn/cfdi/resource/news/16308.html
https://www.cfdi.org.cn/cfdi/resource/news/16321.html
https://www.cfdi.org.cn/cfdi/resource/news/16321.html
https://www.cfdi.org.cn/cfdi/resource/news/16321.html
https://www.cfdi.org.cn/cfdi/resource/news/16321.html
https://www.cfdi.org.cn/cfdi/resource/news/16321.html
https://www.cfdi.org.cn/cfdi/resource/news/16321.html
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Ak, TR ODE RAGH RIS S N/A
BRI AR B B B3 N/A
— B PR B RO B3 N/A
G RIEMERAE) BHR DR LS N/A
SR RAT (YL RS RS S 2025. 02. 07

ERAGURGFERLARTES (EWRULGHHBESEARTE
SENY BESE (2025 8 12 5) 2025. 02. 07
WA : VSR BH FBE S ik .

EFRGUREFEFLRETRA (R mER BT RER
REBARESEN GRT) ) KBS (2025 F5F 11 5) 2025. 02. 07
CDE | py2s. $8SEEHy7 RE AR R ER.

FERRAHFHOLRT A (CBEREERERHTRIBLE

HEARIS R R AR T SR HiE% (2025 4528 10 5 2025. 02. 07

EXRGHRAFPLRTRMA (EYH REMZEFEERS
G ) KBS (2025 4E58 15 5)

WE: EAEYH S ZEEAFEER, H 202543 A 10
HH#iAT -

EXRGBRRAFRLRTRA (LR EMZEFERSE
GMT) Y MBS (2025 4E%5 14 5)

WA: UGN ZEENFEER, B 2025 %3 A 10
H AT

2025. 02. 09

2025. 02. 09

ERGUMRAFPLRTRM (BB RS IEARRR &
BENY K@Y (2025 45 13 5)

WA S B ERRIER R, RIE2ToRES TR
BRI BTSN

i PrAEC @O, N OB AR, W E ST RO, R EIEM

2025. 02. 14

4
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https://www.cde.org.cn/ichWeb/guideIch/toGuideIch/1/0
https://www.cde.org.cn/ichWeb/guideIch/toGuideIch/1/0
https://www.cde.org.cn/ichWeb/guideIch/toGuideIch/1/0
https://www.cde.org.cn/ichWeb/guideIch/toGuideIch/1/0
https://www.cde.org.cn/ichWeb/guideIch/toGuideIch/1/0
https://www.cde.org.cn/zdyz/listpage/c6687839f21a799206b8ff9b83a808ba
https://www.cde.org.cn/zdyz/listpage/c6687839f21a799206b8ff9b83a808ba
https://www.cde.org.cn/zdyz/listpage/c6687839f21a799206b8ff9b83a808ba
https://www.cde.org.cn/zdyz/listpage/c6687839f21a799206b8ff9b83a808ba
https://www.cde.org.cn/zdyz/listpage/c6687839f21a799206b8ff9b83a808ba
https://www.cde.org.cn/zdyz/listpage/c6687839f21a799206b8ff9b83a808ba
https://www.cde.org.cn/main/news/viewInfoCommon/a9da7735e4e468113b08cec95151a591
https://www.cde.org.cn/main/news/viewInfoCommon/02c265536d59d0ec97d81a23627afa37
https://www.cde.org.cn/main/news/viewInfoCommon/02c265536d59d0ec97d81a23627afa37
https://www.cde.org.cn/main/news/viewInfoCommon/1b059e15e55b88b288512437fd568be6
https://www.cde.org.cn/main/news/viewInfoCommon/1b059e15e55b88b288512437fd568be6
https://www.cde.org.cn/main/news/viewInfoCommon/2333a5e1f8f2f932626d2c2e04506477
https://www.cde.org.cn/main/news/viewInfoCommon/2333a5e1f8f2f932626d2c2e04506477
https://www.cde.org.cn/main/news/viewInfoCommon/4ad85c95f2158d8eab911b263a92b3e2
https://www.cde.org.cn/main/news/viewInfoCommon/4ad85c95f2158d8eab911b263a92b3e2
https://www.cde.org.cn/main/news/viewInfoCommon/caba883106101c3f121bd028076e31d7
https://www.cde.org.cn/main/news/viewInfoCommon/caba883106101c3f121bd028076e31d7
https://www.cde.org.cn/main/news/viewInfoCommon/8a24ac1025c6d35a456637c5b23e8b6e
https://www.cde.org.cn/main/news/viewInfoCommon/8a24ac1025c6d35a456637c5b23e8b6e
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A BE ATFAESR P 2547 KF 2R B X 2 i pn AT
Tkt | AARREFEBRZFEFPREREFAE (ERE 2025. 02. 21
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B |y YRR R B 2025. 02. 25
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https://www.nifdc.org.cn/nifdc/xxgk/ggtzh/tongzhi/202502210846521451748.html
https://www.nifdc.org.cn/nifdc/xxgk/ggtzh/tongzhi/202502210846521451748.html
https://www.nifdc.org.cn/nifdc/xxgk/ggtzh/tongzhi/202502210846521451748.html
https://yjj.beijing.gov.cn/yjj/zwgk20/zcwj91/543536185/index.html
https://yjj.beijing.gov.cn/yjj/zwgk20/zcwj91/543536185/index.html
https://mpa.ah.gov.cn/zwgz/gsgg/122707641.html
https://mpa.ah.gov.cn/zwgz/gsgg/122707641.html
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HeFIAE iy
(ERZA RSN (2025 F/K) ) 2025.01. 02
2025.01. 16/

KT 2025 SRR (FEZAGR) —HAEHARXBHELZNERNAR 9025. 02. 15

% RTES AR ABR ZRERAMIrEERN AT (B0 2025. 01. 02

RTHB LS ZERAGMIREERN AT G200 2025. 01. 02

KT (FEHZAR) —HHRHTERABIERERN AR 2025, 01.13

LA VPRI P S ROAER R LG

Wt 1250 AR L A R T v

s | W 2 BRSNS AR R A R v 2025.01. 21
2 | W S-S ERSI RSN TR B R A

Wt 425 SN RS A R 7 v

AR AR RARKARE SR IER & LA 2025. 01. 20

Korean Pharmacopoeia (Twelfth Edition)

[EHES) N/A
EEZAM (5 12 i)

SMF(Site Master File) template
HA N/A

SMF (3gp#hE30H) R

(382) ELASTOMERIC COMPONENT FUNCTIONAL SUITABILITY IN

Usp | PARENTERAL PRODUCT PACKAGING/DELIVERY SYSTEMS 2025. 02. 115

2025. 12. 01
<382>REEAT MR/ MR R G MR R A D) RIS A 1

TE: PrAEC @O, WL OB AR, W E TR SR, AN

6
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https://www.chp.org.cn/#/newsDetail?id=42a376b9-f539-42e0-9131-d8eec27edcba
https://www.chp.org.cn/#/business/standardDetail?id=c3c9e4e0-cb1f-45b7-8b32-ba49c3e6cd58
https://www.chp.org.cn/#/business/standardDetail?id=67735f56bd8c7aa6dc15fcfd
https://www.chp.org.cn/#/business/standardDetail?id=67735eabbd8c7aa6dc15fcf2
https://www.chp.org.cn/#/business/standardDetail?id=57a55441-2a87-4775-b1da-13124186cec0
https://www.chp.org.cn/#/newsDetail?id=9d601881-ee15-4d65-a639-ba11ce6815e6
https://www.chp.org.cn/#/newsDetail?id=80d1642d-b309-4c4d-acf0-9487d4ca2b03
https://www.mfds.go.kr/eng/brd/m_18/view.do?seq=71538
https://www.pmda.go.jp/files/000225018.pdf
https://online.uspnf.com/uspnf/document/1_GUID-5BAAFB9B-8849-497D-BAEF-A0BCC19FBDB1_4_en-US?source=Activity
https://online.uspnf.com/uspnf/document/1_GUID-5BAAFB9B-8849-497D-BAEF-A0BCC19FBDB1_4_en-US?source=Activity
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FDA

Drug Compliance Programs

N/A

FDA 1575 1 2% Fiif
FDA Approves First Rapid-Acting Insulin Biosimilar Product
for Treatment of Diabetes 2025. 02. 14
FDA LV & N F T30 97 W5 s 3 4 5 25 AR )i 1 24
FDA Approves First Treatment for Cerebrotendinous
Xanthomatosis, a Rare Lipid Storage Disease 2095, 02. 91
FDA LT ANVE 7 Mo i S IR 1R 79, 3R — b o DL 1) T I ik A2 % T
T
Institutional Review Board (IRB) Written Procedures

2025. 02. 05
(W FEZ R4S (IRB) PBHEEFEmR)
Institutional Review Boards Frequently Asked Questions

2025. 02. 05

PR 22 3 22 5 WL ) it

VE: PTAEMC OB, N ORISR AR, WE TSR, T EIEM

7

ZEFERIE: 400-8770626 BERSEAEE | (UitsE FARBBFE: canny@tigermedgrp.com



https://www.fda.gov/drugs/guidance-compliance-regulatory-information/drug-compliance-programs
https://www.fda.gov/news-events/press-announcements/fda-approves-first-rapid-acting-insulin-biosimilar-product-treatment-diabetes
https://www.fda.gov/news-events/press-announcements/fda-approves-first-rapid-acting-insulin-biosimilar-product-treatment-diabetes
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-board-irb-written-procedures
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-boards-frequently-asked-questions
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FDA &tk

Institutional Review Board (IRB) Written Procedures

(M EER TS (IRB) PHERFTERE)Y (2025.02. 05 KA7H)

ZAa M EE A5 ARRSE (HHIS) 5 FDA Bta e, B7EWA HHS 5 FDA Xf A2K52ik#E
DA IR 2R, A R, A,

o HHFERFEH: WIRG IRB 75 H5E MRE PR, WaEH SRR, M REE, KR
PEEEIATT, IR AE B RS

o VEIPMA: MmN (21 VR EIAR) EER, JHER HHS 5 FDA fE NSRRI E H I ZE
S, /DB A,

o EHENIRKS: B CBH (nust) RAMIEBIER, “K” (should) ik
B

o HIZGAMEAEIT I ARIRIG S 75 58T IRB BIAE T, MRTFAFIMEDRR, LHEZ L
E 50 75 RVEAC BEE & HANF AT REE .

o FraRfUIMEHLE SRR PECE L, BRSNS SRR

8
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ERSAFBHR

Quality Management (QM) Documents

N/A
OMCL RHISCAF (SRBG = AHK M R IIFE )
OMCL 44 & :
PRI 2025. 02.
ANNEX 3 - VERIFICATION OF 00S RESULTS 04
EMA&EDQM | ANNEX 3.4 — VERIFICATION OF OQUT-OF-SPECIFICATION RESULTS IN (2025. 0
&PDA ANIMAL TESTING 4:535?5
OMCL VAR AR 75 45 SRIE R MY 5% 3. 4: sk 58 B b g R maiA :
PDA HiARR & T HaEH N/A
Committee for Advanced Therapies (CAT): Work Plan 2025 2025. 02
ST IRZE RS (CAT) + 2025 4ETAFHR) 03
Nanotechnology—based medicinal products for human use 2025. 02
T YUK ARPIANFZG EU-IN KFREZ AR S 03

Questions & Answers for applicants, marketing authorisation
holders of medicinal products and notified bodies with
respect to the implementation of the Regulations on medical
devices and in vitro diagnostic medical devices (Regulations | 2025. 02.
(EU) 2017/745 and (EU) 2017/746) 05
KT BEIT AR SN IR T ds bl ¢ (BRED 2%f1) 2017/745 K (BK
B B 2017/746) SEREIELLATERTE N 258 BT VAT REA A BLA
BRI 1) 7] 25

Guide to manufacturers on the procedure for requesting advice

from Expert Panels on clinical investigations and/or clinical

EMA development strategies for high-risk medical devices 202?602'
B ot v IR IS 2 7 i I R AIE R/ I PR T R SR ) & S /NS SR
T 10 ) 3 P i
Methylphenidate, prolonged-release tablet 18 mg, 27 mg, 36 mg
and 54 mg and modified release capsule 5 mg, 10 mg, 20 mg,
30 mg, 40 mg, 50 mg and 60 mg productspecific bioequivalence 2095, 02,
guidance 10
LRI E R 18 2o, 27 =3, 36 ZwAl 54 =, AKX
VER U HE 5 250, 10 270, 20 2w, 30 2. 40 Ziw. 50 %2
A 60 ZTE, A E KA SRR S
Consolidated 3-year work plan for the Emergency Task Force 9095, 02
(ETF) T
KETIEA (BTF) = T/EIR

9
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https://www.edqm.eu/en/quality-management-qm-documents
https://www.pda.org/bookstore/pda-bookstore/bookstore-search?Keywords=&SortOrder=DESC&TypeFacet=&Categories=9a3ee22c-a74b-4e1e-9571-9af7487c4f25
https://www.ema.europa.eu/en/documents/work-programme/committee-advanced-therapies-cat-work-plan-2025_en.pdf
https://www.ema.europa.eu/en/documents/report/nanotechnology-based-medicinal-products-human-use-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/other/guide-manufacturers-procedure-requesting-advice-expert-panels-clinical-investigations-or-clinical-development-strategies-high-risk-medical-devices_en.pdf
https://www.ema.europa.eu/en/documents/other/guide-manufacturers-procedure-requesting-advice-expert-panels-clinical-investigations-or-clinical-development-strategies-high-risk-medical-devices_en.pdf
https://www.ema.europa.eu/en/documents/other/guide-manufacturers-procedure-requesting-advice-expert-panels-clinical-investigations-or-clinical-development-strategies-high-risk-medical-devices_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/methylphenidate-prolonged-release-tablet-18-mg-27-mg-36-mg-54-mg-modified-release-capsule-5-mg-10-mg-20-mg-30-mg-40-mg-50-mg-60-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/methylphenidate-prolonged-release-tablet-18-mg-27-mg-36-mg-54-mg-modified-release-capsule-5-mg-10-mg-20-mg-30-mg-40-mg-50-mg-60-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/methylphenidate-prolonged-release-tablet-18-mg-27-mg-36-mg-54-mg-modified-release-capsule-5-mg-10-mg-20-mg-30-mg-40-mg-50-mg-60-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/methylphenidate-prolonged-release-tablet-18-mg-27-mg-36-mg-54-mg-modified-release-capsule-5-mg-10-mg-20-mg-30-mg-40-mg-50-mg-60-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/implementation-strategy-ich-guideline-m12-drug-interaction-studies_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/implementation-strategy-ich-guideline-m12-drug-interaction-studies_en.pdf
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RATHLE BSR4 AR yZi=k
QRD veterinary product—information template version 9.1 2025. 02
QRD BhPIOREE i {5 B 9. 1 14
Product Management Service (PMS) - Frequently Asked 5095, 02
Questions (FAQs) 14 '
FERRE RS (PMS) ——H WLIRE#E (FAQs)
Records of data processing activity (public) regarding the
processing of personal data in the Clinical Trials | 2025.02.
Information System (CTIS) 14
[ RIS B RGE (CTIS) AN NHE Ab 2215 2 IR 540 Ak B S B i %
EU Implementation Guide (Vet EU IG) on veterinary medicines
product data in the Union Product Database Implementation of
the requirements of Regulation (EU) 2019/6 for the Union | 2025. 02.
database on veterinary medicinal products in the European 17
Economic Area
DR S 5 247 7 ot R A D 7 et B R TR R S Tt FR R (R R 16D
Data protection notice regarding personal data processing in 9095, 02
the Clinical Trials Information System (CTIS) 18
KTIERAIAE B RS (CTIS) AN AN b B 1 B TR 0

BIA Clinical Trials Information System (CTIS) Sponsor Handbook 2025. 02.

I RIS B RS (CTIS) HIJpE Tt 19
Appendix 1: Acceptable intakes established for N-nitrosamines | 2025. 02.
Bt 1o CHaEm NI T H N R 20

European Medicines Agency procedural advice for users of the
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ANNEX 3 - VERIFICATION OF 00S RESULTS

ANNEX 3.4 - VERIFICATION OF OUT-OF-SPECIFICATION RESULTS IN ANIMAL TESTING
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