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Sato Pharmaceutical (HZA) : 2025 4 11 AES, SR ACHT 78 3 00 = +HE
W7 A S HEPA Sy e, WS RASSAREENE, TEERTEEmT, R
LT PR B = AR Ak

HRERAARE: IFE=EBEFRIFRE viable/non-viable Mafll, RAFAEAR
REME CRERRBRIERD , THRARFE 150 A, RITENEHE R HEHT
.

JKR Pharmacy (3E[E) : 2025 4 12 ARG, IS0 7 XIAIRE HH ANk
T, FARN RIGISKFEAAE GARIETEN 3T, REHHE A 1TaRE&EN
9 cfu, ANEFE 1S0 7 BEhAFriE.

Denver Solutions (ZEFH) : 2025 4 11-12 AR, RGN IRI A I35 T XU
PEAE W8 KRB, S LR AE P23 T 1 IRENZE AR, REEERSH.

BEARTHBARASY: FERERHET, BENTRERSE RERS). F
BEBRFX) , REERFBEHTTES, BMFELERAERERFE.

Fresenius Kabi Compounding (ZE[E) : 2025 4 10-11 A&, #H{ENRLE
ISO 5 XL e SRR G /MR, BORZE: PR ING MG E s L7,
FEEMAETC B A4 5 AR TH 5 RD 34T o 1 .

Pine Pharmaceuticals (EHE) : 2025 F 11 AET, #E/EANETFERELAE

IS0 5 DXIRAMI AR o2 S0 be b, FHHONIG FF XCBEAT HESE, R BiAh 7 MU
APRAEN SRS ARTE B R A R T

v Footh R GE R SRR e BER

RS R&E RS

VO 5 B RGN RS S T 4R AN, ORI A B R AT . H
PR AR S AR B A AR R v Sz . HEPA T JE AR 3 B AN ™, DLRIE G VH
BERE TR i KB B R, 1K SR L5 5| R 38 S5 G B Mt 1 R A e 1k
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UNENFE Biocon Biologics 4MbfE 2025 4F 8-9 HH#AH, Grade B/C Xk /E i
(LAF) RIIHIAT WARZE, fHHE F 7R K ERCRIE T, R-11 W& RFEIR A AR
SEAHSSHE, EAE FDA KA A IR J5CE 20 ; 35E Empower Pharmacy 2025 4F
11 AR ELERE R, 1S0 5 X% HEPA ILyEssa% PR AIRGERR, 2024 4F 7
FYAB G R ERIIERSR L, BRGS0 A KRR, R TR bt .

2. SEREEHIRS

S8 5 4% 1] 2R 4 (10 Ry SR e 2 BRI A BT R RN 5 R I e iR 2 il L USP 4%
V20 THEARATIE TN AR PEFR AR T iR aR AR, A S e o e Jm oK BB B8R TR ]
FEVE,  ERERE M PR A PR o R E R

H7 Asahi Kasei Finechem f£ 2025 4 11 A&, HTRMABUTHESE. K
AR YT IRBRASTI v R R, (AR AT HERPE . RS R . RS G R AR 50
ilE, USPLoss on Drying (LOD) J5 A AIT E L % AN £[E Empower Pharmacy 2025
1L A, R AT VARG AR e MR R T, & [ S B & R 2 DB ok
SV B, BABIT IR i (st B D R R EHTIRIIE

3. YIRR4

Ykl 22 Gt 1) iR AR R BAR R IO AR N S8 (it I 7o AT L i T 5 AR B B R T 52
Gy~ GBI RS JC WA E R LR, DLBCRESIEBEN R SR A A (C0A)
Bk EE W R . SR DL ORRE .

EIEE Alembic Pharmaceuticals 2021 4FEAGAE Y, AETCw4mARl / b RS AHRHEE R X
Wi L, RBCEII A, N BRI E R 2 A
#E; E[E Empower Pharmacy 2025 4 11 HASE W, AKX RIHATC B — X
FBHIER AT 3, B2 COA HRIGIE A W M0 A AR, FAIK stopper K IL
LR ST E R
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2026 5 1 A, FDA kA EE(E 11 3, WA 1

2%

B REARR

B LR EEHRS

13%

B YIRIRS
EFERSGE

B iRIESIRE
BEFERRS

18%

1 ZyhmfteE S IE M E .

® LiEdHINIAE / ARELMALEE SOP, RHELAMIRA. A, EEIEEEEE.
FDA _ER i aiitRe iy, HR A S STEHER 2 S 1F 7 A ik S 1R 7 & S

® L EEILRATE, R LR BUCRN 2 A #tS AHIEEE R,
R AR i S SR AEAE 5 SO, 20 24 wh IR oA A A2 S il =k

® A B H ARG, HIGIE IR AT BE 25 i oRUR, 1 it B i C I BRI AN
Pl AFEZ b E

2. ETWAFELZRFELAMERE / TE LT ZEH (APS) :

o BRNERIE SR A P EGLY, IR R AR, B A NHOR R T b A,
AREANBIRN L 7 5, RN _LIICH] / YRR P IR, IR lE AR
FUTCARS 7 B AR PP A 4% 5

® LIEERIEAMIE: BRAE N SR X PER B . )RR — U, AR X

AT A2 was, FEMRE IR R FEE A, sfadhl (i
AR BN ARG 1S R BRI 2R
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TERIUE / BAEATE /7 EIE Alembic HITETEI0IEATE o5 B R 007 &, 80
FERENEMIAARITJE: Denver Solutions M VIMRERSHIIRFERE T2 ARIGIUE, HAK
ARG D R 17 i RURE P AR ) s 25 S Al R K T L 2B e R A eI 7 B
EEY) /R, WIEEIRTIES

W%/ SR TCEREE SR TEARREISEBRAE T RO RHE B N
WMZ &/ A ETEE TRCRE, AT Z R AN, R R
i AR, X ] R AL

WA SE R EE

Denver Solutions i (¥ C TR #E R4k fi B0 2 M UKL, ELAE R A IZ AR 9t
FrFE AR AR IR G T 228 ;. Fresenius Kabi fHFI IV 4855 A7 1EME LB,
Gyt ol 7% AR BE eI R

Empower []°K T w5 SLbrds d &m0 UE B KRB E, W R 2R ETd M 254
ML) HPLC 23 He GV SR I 15 24 BT R IO, AR T Jie 52 52 M R o FR) 52 M P4
I/ TR B AR AR FE A A 58, 5640 2 b i A7 3 P i A

Empower FJVi{#[X HEPA €28k A& S, AN, HRWIC3RE; Denver
Solutions PV X HEZE TR 2R HINAR I, AAAERUAEYDTS 42 X% ; Alembic HOVSI#IX
RO B R EIEETER IR S, BRI R E PRl ,

2 F AN HE BN RS S R X T E M/ X3, Sfadim 5 imEs
EFEfEARTE SOP TS, HIGTERIC3E: Al B B 72 3P A 5 i L 2
S TFAFAE KT ERK, W RAH,

B &= S REE

R JTHRIGE / BUER 7540 Alenbic MI7GH AR T G A EHWIL,
S CAPA RTINS SR AR E 4 50 HoARRE MR R, TEE R
VR PRI

21

BiFEEiE: 400-8770626 ZIS R | (HEsE FARHBAE: canny@tigermedgrp.com



(o Tigermed | €2V

MR S I B I A5 5 B
BRiEiRiE: EHE5 483

Denver Solutions MR ZAMAIRIERE M, 45 RAREE; OSRX MW KL TC
MRS RS, TCHEHER TS AR Alembic FRR& e PERE S BARS I ED K B 2hiw 22,
RIS P BRI ) SOP;

Empower A XF&EfLA = FIPIRIIT RS AL, FEHAK (WD BN 85, £X
AT R T T B R AR B AL R T COA, RIFEMIE / MR, tk
XL R 7 i .

iz 00S. FiF5IEE B

Empower i1 963 fAF& IRk h 337 MK WIRH, SHIE. R8st
PR ) B, HIC RS i brE: Alembic. OSRX [ 00S 82 AHEB AR A J5 A,
IGE A M IR BRI UR 45 R, KT 2 5 b R ATEA |

BORAAEEL / AHIYE: OSRX B E#F (R, 25 AEFY) Kk
QA RIFBIFA, L [FISRARIG I K SRS B R AT /AN
Fresenius Kabi2024-2025 W E|KE IV MR EF, AN E RS AR
T, BRI R

AEEMFF TG (CAPA) « ZFK N EE KAERMZE (X N R
WS R . WRARHERMD) R EA R CAPA, Empower KRILEBHT5 YL G4k s
FHREIHL G A, Fresenius Kabi BN IV £33 L HLRE J5 A RREERIGFIAE 7=,

PR M 5 ol A 4

AR AL P SR E AR MBS VAL, 3R M AAERR S TP i, RE w3
BAPERE: VS ACRMEA B A BT B OB RERE X, TR S bR A P A

AR A R R AR/ NEfEENRE, ROTRMEYSE, RiFEs
GARP, HEEBUTFHOR L b, ToRo RS 5 b 25 15 i ;

AR X5 N AEERR: RS XN R AR X, BAEN RS XOR
% SOP A, HAERMEAEEARITRA DT / FERMAEDRFE.
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AN REEEEI
NABRGRNERK: Alembic [ QC A GRCRIEHERNEFFEITE 008 i

FERIE 2 SN A LN v ONIAE S i BUR ANt ANy P ey 3 E S N L o LR ] P E
TR

BERUSIRFATI: FCRRIERF B R (i TR A5 4 T R R
I BIRTHEA A GEIEIIR BRI (QC/QN) FASLROTRAL, TR e
TERAT MU B <

XS ERE TN R G

LR AN SOP KT8 2% e E/E (I Empower JCAES HLHEARMIEAHT SOP,
A2A TCR[EEZGSHALER SOP) , #B4> SOP #ilE ja A AT, HIEHATid5%;

WRAEE / dER: dr . B RIS, M kRIS IR I %
G, HEPA SEJESSAFEBRFA AL RN G i, il EE (it s .
A% B Bk,

Menbic, OSRX WUKNI 4 / BRI FEASE SR PHAUSUR, R / QA
LT R B R, FLIEE BB VR, AR R o B B
T

23

ZiAEEIE: 400-8770626 FAGRFIEELE | (UtsE FARBRFE: canny@tigermedgrp.com



T gallﬂy
(O'ITgermed §rrrd S I T 26 - L ]

| sosmss: ErbEeES

5 ERFEE AR RATHL RATH#
L @%EH@E&%?W&%%%&EF‘H@E‘%@IWB%\% (2025 S ST 01 06
FEF 134 5)
ExRGHRRTH S RAIERS TR LTS REEE#R
2. ELBT AL (2026 45 3 B) NMPA 2026.01. 07
ERAGBREETRT CRABNEOERPETEZR BAR
3. | W& WIEMEAE AR %5 2 TR ET S RAT AR HESL T NMPA 2026.01. 09
ATN
B 2 MR o AL 2225 SR AL M) Fh A THT SRR 24 o eE Tl A
| R R A S (2026 4R 8 ) NMPA | @FOU- 15
5. rrde N RIL A E 24 5 B B S 24 ) NMPA 2026.01. 16
6 ERGHERFXTERH Q8. Q9 1910 H%Z (R5) Y His AFH% PA 9096, 01. 19
T | REMEARDASTESENMAS (2026 F5E 95D U
ERGWRRTER (M4 fFHELi FIER#TA R Zek
7. | YHMERIETHERIE: MR, & S RERE R —REN)Y H NMPA 2026. 01. 27
RN A REMEAR PRSI RENRPAS (2026 458 16 5)
g é))ﬂ»%ﬁ)ﬁ%ﬁﬁi?%&M%%ﬁ%%%lﬁ%ﬁ%&*?ﬁ%ﬁm GR - 9096, 01. 07
9. (RAMEF=ZA B LT E R REXTEHERET) CDE 2026. 01. 07
10, <<?5@lﬁﬂ“<ﬁt3ﬁtﬁrﬁ)ﬂmﬁ%%%%%f&ﬁ%ﬁ%ﬁﬁ%@ﬁmu CDE 9096, 01. 90
G4 )
n «?ﬁﬁ@}ﬁﬁﬂfﬁﬁ%ﬁ%ﬁﬁé&%%%lﬁﬁkﬁ%&ﬁ?‘a%ﬁﬂu CDE o350
G4 )
12. CHBE B2 E AR REN GRAT) ) CDE 2026. 01. 22
13. (ZERWEEREZBIEIEHARIBEAREZRE GRT) ) CDE 2026. 01. 26
14. (TR mRNA BE B 2522 ARBEAR B RIREN GRAT) ) CDE 2026.01. 28

BiEEEIE: 400-8770626

iR | (NitSE

24

FRHBFE: canny@tigermedgrp.com


https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260106115318178.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260107152912184.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260107152912184.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20260109170529189.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20260109170529189.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20260109170529189.html
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https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260115150651145.html
https://www.nmpa.gov.cn/xxgk/fgwj/flxzhfg/20260127172639127.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260119085720172.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260119085720172.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260127180630165.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260127180630165.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260127180630165.html
https://www.cde.org.cn/main/news/viewInfoCommon/cd8bdf6fe8714c6294b3eb1d6943faef
https://www.cde.org.cn/main/news/viewInfoCommon/cd8bdf6fe8714c6294b3eb1d6943faef
https://www.cde.org.cn/main/news/viewInfoCommon/36ee8c76b47e89ebeb7032928fdf28ba
https://www.cde.org.cn/main/news/viewInfoCommon/1b87c172f248c6eb876ea2b9d93c4d1e
https://www.cde.org.cn/main/news/viewInfoCommon/1b87c172f248c6eb876ea2b9d93c4d1e
https://www.cde.org.cn/main/news/viewInfoCommon/62fdfc7ec29010954f77a7275948f5fe
https://www.cde.org.cn/main/news/viewInfoCommon/62fdfc7ec29010954f77a7275948f5fe
https://www.cde.org.cn/main/news/viewInfoCommon/c21b81148b9b7908d172f97bf467d133
https://www.cde.org.cn/main/news/viewInfoCommon/59163f37ab1be38299982a452771fb11
https://www.cde.org.cn/main/news/viewInfoCommon/bf7af1dfed49dafb1e5e709f9b22af8e
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https://www.cde.org.cn/main/news/viewInfoCommon/cd8bdf6fe8714c6294b3eb1d6943faef
https://www.cde.org.cn/main/news/viewInfoCommon/cd8bdf6fe8714c6294b3eb1d6943faef
https://yjj.sh.gov.cn/zx-yp/20260116/e5f794f83cbd49ef9ae05ad75545fc01.html
https://yjj.sh.gov.cn/zx-yp/20260130/976f5998f188430da3881aea9648e8d6.html
https://mpa.hlj.gov.cn/mpa/c113564/202601/c00_31909496.shtml
https://mpa.hlj.gov.cn/mpa/c113564/202601/c00_31909496.shtml
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col35392/content/content_2016813616862334976.html
https://ypjg.ln.gov.cn/ypjg/zwgk/gztz/yp/2026011610000486292/index.shtml
https://yaojianju.cq.gov.cn/zwgk_n2104/zfxxgkml/zcwjn2104/qtwjn2104/202601/t20260120_15339167.html
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L. A 2225055 TR V5 7)o IR TP R0 2 ] B 2 19 R CHE SR 7 AR D ) CDE 2026. 01. 22

CRFBERAC LR 22 R A5 (Q3) FRMERT AR TE B R

N (GEREBRFE) ) CDE 2026. 01. 23

3. (RTEEMEAFTHEEEENEN JERBENLE) ) LSS | 2026.01. 29

T PO B, R OIENDCE AR, AT RSSO EOCEE, TN

| suswmse: 1 BmsGEEnLES

T/ Ta AR KA RATEH

General Wellness: Policy for Low Risk Devices: Guidance
for Industry and Food and Drug Administration Staff

AR ARG B B AT ML AN & fr i 24 o B LR AR
PNZEiT:]

FDA 2026. 01. 06

Guidance Agenda: Guidance Documents CBER is Planning to

Publish During Calendar Year 2026
2. FDA 2026. 01. 09

CBER2026 FF57d KAt &)

Guiding Principles of Good AI Practice in Drug Development

T BT T B S B4 B FDA | 2026.01. 14

Clinical Decision Support Software: Guidance for Industry

and Food and Drug Administration Staff
4., FDA 2026.01. 29

e PR e S SCHF A AT DR S8 [ it 24 B B R A N B g e

Questions and answers on the use of Product Lifecycle

Management (PLCM) document — Scientific guideline
5. EMA 2026. 01. 26

PLCM SCAY {5 FH 1n) 25

Regulatory Updates: Guidance on Product Defect Reporting
and Recall Procedures for Therapeutic Products and Cells,

Tissue and Gene Therapy Products (effective 28 Jan 2026)
6. HSA 2026. 01. 28

YRIT = LR A . VRN RIVA T 72 i 2 T R R 4R S A [l R
PR (2026 1 A 28 HARO

VE: PTAEMC B, S OB AR, WEETIT SR, T EIEM o
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https://www.cde.org.cn/main/news/viewInfoCommon/ac589f93f46056151fdf1b037788f4ad
https://www.cde.org.cn/main/news/viewInfoCommon/38c7c506185f3f4090ff07f8934e835b
https://www.cde.org.cn/main/news/viewInfoCommon/38c7c506185f3f4090ff07f8934e835b
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col35392/content/content_2016813616862334976.html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-wellness-policy-low-risk-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-wellness-policy-low-risk-devices
https://www.fda.gov/media/120341/download
https://www.fda.gov/media/120341/download
https://www.fda.gov/media/189581/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-decision-support-software
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-decision-support-software
https://www.ema.europa.eu/en/questions-answers-use-product-lifecycle-management-plcm-document-scientific-guideline
https://www.ema.europa.eu/en/questions-answers-use-product-lifecycle-management-plcm-document-scientific-guideline
https://www.hsa.gov.sg/announcements/regulatory-updates/regulatory-updates--guidance-on-product-defect-reporting-and-recall-procedures-for-therapeutic-products-and-cells--tissue-and-gene-therapy-products--(effective-28-jan-2026)
https://www.hsa.gov.sg/announcements/regulatory-updates/regulatory-updates--guidance-on-product-defect-reporting-and-recall-procedures-for-therapeutic-products-and-cells--tissue-and-gene-therapy-products--(effective-28-jan-2026)
https://www.hsa.gov.sg/announcements/regulatory-updates/regulatory-updates--guidance-on-product-defect-reporting-and-recall-procedures-for-therapeutic-products-and-cells--tissue-and-gene-therapy-products--(effective-28-jan-2026)
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Use of Bayesian Methodology in Clinical Trials of Drug

and Biological Products: Draft Guidance for Industry
1. FDA 2026. 01. 09

U T 50 24 A SR PR B ORI - 47 S5

M4Q(R2) The Common Technical Document for the

Registration of Pharmaceuticals for Human Use: Quality
2. FDA 2026. 01. 20

M4Q (R2) A JH 245 e b F B SeR: i

FDA Records Access Authority for Cosmetic Products: Draft
Guidance for Industry

A 25 BT CFDA AL it LR 7 Ml f
s

FDA 2026.01. 21

VE: PrAEMC @B, N ORISR AR, W EEITIT RSO, FEEM o

| smsEmes: sapERmEEN

EA/ TR
L. RT/KBEOORBEBRERAG M EERNA ChP 2026. 01. 09
2. KT H MG IR BFCAEAMRTUR B R MbrEER AR ChP 2026.01. 30

New general chapter on Quality of data (5.38) published

in Issue 12.3 of the European Pharmacopoeia
3. EP 2026.01. 09

RN 2 3 K A (5. 38) Hirdfa ot 23 D) 2 75

i PrAEC @ O, S ORISR, W E ST RO, AN o
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-bayesian-methodology-clinical-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-bayesian-methodology-clinical-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4qr2-common-technical-document-registration-pharmaceuticals-human-use-quality
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m4qr2-common-technical-document-registration-pharmaceuticals-human-use-quality
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-records-access-authority-cosmetic-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-records-access-authority-cosmetic-products
https://www.chp.org.cn/#/business/standardDetail?id=6909ce3ebd8cc97a22c41b57
https://www.chp.org.cn/#/business/standardDetail?id=695b6a81bd8c197c36e2f323
https://www.edqm.eu/en/-/new-general-chapter-on-quality-of-data-european-pharmacopoeia
https://www.edqm.eu/en/-/new-general-chapter-on-quality-of-data-european-pharmacopoeia
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FEREAE (tR) SHRSERIFDERBESDS (REMRE: 300347.5Z2/3347.HK)
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