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FH T B ARRIATIR R 725 28 2O 5 B S
3.1.7. Poly(ethylene - vinyl acetate) for containers and tubing for total

7 |parenteral nutrition preparations 16
TS IR A IR (O - BRI Ol

8 3.2.1. Glass containers for pharmaceutical use CLS
Z PR
5. 2.14. Substitution of in vivo method(s) by in vitro method(s) for the quality

9 |control of vaccines 15
FH ARG 7 1 B AR N D7 AT P W i

10 5.34. Additional information on gene therapy medicinal products for human use TP
o T N EEBRG T 254 A5 B

11 Adalimumab concentrated solution MAB
Rl A AR B PTIHRIA

12 Alectinib hydrochloride P4
SRR R e

13 Alectinib hydrochloride capsules P4
SRIRPR B e IR %

1 Belladonna for homoeopathic preparations HOM
AT 925 1) 37 FH F0 6

15 Bluetongue vaccine (inactivated) 15V
W CKIE)
Bosentan monohydrate

16 D T, 10D

17 Calcium hydroxide 9
A
Carmellose calcium

18 by kot s m CEL

19 Paptomycin 7

15

BIREETE: 400-8770626 BRAEEEEETE | (Ui FABRFE: canny@tigermedgrp.com



TEAS AU B ZE AT & i)

Drafts published in Pharmeuropa 37.3 (end of commenting period:
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30September 2025) .

KB
Fluorescein sodium

20 |,... 10D
RICEMN
Fritillaria cirrhosa bulb

21 o TCM
1| U1 RE%=E
Glutamic acid

22 | e 10D
IR
Glycerol dibehenate

23 | et 13H
L R H I
Glycerol distearate

24 e 13H
IR IR H I

95 Human normal immunoglobulin for intravenous administration 6B
EISER RPN s s

9% Human normal immunoglobulin for subcutaneous administration 6B
BRSO e Bk

o7 Influenza vaccine (split virion, inactivated) 15
DU CRERER, K

98 Influenza vaccine (surface antigen, inactivated, prepared in cell cultures) 15
RS (REPUR, KiG, s IEH &)

99 Influenza vaccine (surface antigen, inactivated, virosome) 15
DU (R, K3, EAD

30 Influenza vaccine (surface antigen, inactivated) 15
DU GRIPLUE, KiE)

a1 Influenza vaccine (whole virion, inactivated) 15
B (A, KIE)
Topamidol

32 11
AL P
Iron sucrose concentrated solution

33 ) h s NANO
R BRI R

54 Lauromacrogol 400 130
FR O A FERERE 100
Lemon verbena leaf

35 [ i 13A
it St
Neotame

36 10D
A
Octyldodecanol

37 . 13H
e

a8 Polyoxypropylene stearyl ether 130
SRS e R N i Tk
Primula flower

39 13A
R

10 iﬁpivacalne hydrochloride 10A
SRR Z K R

11 Sage leaf (Salvia officinalis) 13A
R (Z5H RS

9 Sage leaf (salvia officinalis), cut 13A
R (GHRRES) , TB
Saw palmetto fruit

43 13A
AR R S

44 Sorbic acid 10D

16
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I
Spine date seed
45 | o, TCM
gy
Sulfadiazine
0 7
AT Sul famethoxazole .
i 2z HH I e
Sulfanilamide
48 R 7
ik &2
49 10A
50 10A
51 10A
52 11
53 | Cogs oy 10B
Verbena herb
54 e A 13A
L
17
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BEASE AU R ZE AT & i)

CDE 1%
I 1

A H Y 2025-07-01

Q: WTHFEARHKKREFTZ FIE, HERETHEME, WA ER F RMRE
EWEXHET GEREEXREEREE) , RERN)ESE XM REERE REF L HR?

Ax 0T S FR O SR M A S R AR 2 R, R R TR, dndsE N A AT TR
RIS A N ESE | o o S s € AN PRE 1 I SR R (A BT Ll Rl R i 1 P R 7 )i e 4
[ AR TSR A, 2 dh T EAT F s A n] DAAREEE I e A 25 ik, B IR B R B 25 M BoR 2
SRIT e Je 8 7 E Atk

o] B 2
KATH B 2025-07-22

Q: BN _EWRBAMEZEME HEBEEN FERFAEE FIHER NS TR,
HiFREEMNERMFA?
A: CAEXEPN BT 8 A A PR SR 24 i e 7 2 1 PN SRR Al 35 R4 R O S BRI Y,
T N NLE B AR T 33 0 ER R A T 2R 0 R B S I A R B 24 T M R SR AL S R G
ZHHIF o
] B 3
KATH B 2025-07-22

Q: HIE A\ 32 AL 220 S 3 AL ME <540 T8 BB, EIRYEIUAT SRR R MIVPA5 5N & 64T I
RmR RS, HOAERIERITEHFEAS T AR ETRIER AR, JF7EFRFE PRI
R RRR T REFE), BARANTEF BN REERK, RETRTRE?

A HE NI BRI 2 i Ab 78 S T R IR R IR0 1K), ] AEAR T8 B TR SR I E I R Ak 2
% FE 53 24 il L B T DRI E (R HAt AR FE SR, 2 BN R A AT R SR m & 45
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o] B 4
KATH B 2025-07-22
Q: & EMHED KBRS & L F B NS & LT E AR A TIER, &L
TVFRT R AR E B PR P 58 R FF# BRI A 78 s B R, AP 78 BiE R i E M 4
Bk ?
A HIE NN 35 RS2 B A PR p R, a) e [ SR 24 i A 0 1 D () HA AR S T, i[RI R
FAbTr PR A B R AARE N, B AN FE TR N A 5 AR T8 5 R 34T A
CASZAp eI (£ VASERT- R T S
] B 5
KATH B 2025-07-22
Q: HiF ANBEFHRZHERN, R RAGFHHLZEE, 250 FHEA HRAEMRERIRE ?
AT AR 2 2 SRR R SR v S TE F U N ST SR AT M FR U 1, A s A2 () HR R R 22
WETAAT (. 4bJ7. £ T2. FRERES) , s A BRI S IR 15 A o
WS B PR HOR AR I S BRI U R e S R B E R TS IR e E AR . TS
LFIRTEEN, HiE N TAERVGEAS 25 M g R “ HAdsm R HFHEI” AP RER,
A JE 52 5 2 A 55 B
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04
Z

2025 4E 7 B FDA B4R

2025 4E 7 H, FEEENZGNSBSTE (FDA) LRART 34 24, FNGEHET 2 4
483 Tk,

BB PA AR I & L i B TR
%tF Shiva Analyticals Private Limited /2] R a & Bl

1. MassLynx #BAFPAEESE R R/ 1B/ BIBRE” “IBOmiscfr:” SHRAE,
RCFKBEBMIRRH, i BEEA R, i i 7l e B 2K

2. AN HL TR SO AT AR S B RIC S, TOIAR R A v R R TR B

« EEE
o EEE
AUNEES?S

g
» FHINSWIE
= TRV RS

2025 4F 6 H, XFEIEEKBAHIZS (Sun Pharmaceutical) f7 T o fu 4R FRM W /R T B4 77 Sk b
FERT N 12 R KATIRE, MABKMN 483 £ ('S 3002809586) FfkHiZ 1) fELH
2 A P IUBAEE R A G IR IE . XKL 19 UM EIRE B8R, AV AMCRARY IE
2022 FFEEEPRIRB RS, RTELHEE. TEUE. JREH ST I T E RN
7 5 1) EE S R

IR IZGM: T B [GHEZTH DIt ZYY, S IRFFTE G 20 K15

Pl 7 2025 7F 3 HHIINE, %25 7] R 90 32 SRR T R FE R ZE F 0l SR
2GR 7 1A IS IRAT, [ 5 25 108 e 2 1 B R 7 A P I 2 g Pl e T
7.
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FERRHFIRER RS, BIERE A FabHX S B JIXEIRfLE S I RIS, T8
1T B BOT GO L7 TR ERIRAERS, R ST RO > S T 1, T X
PABE I IR K R 22 (AN e e e BAE SR AL B S 7, 3B I R

FERGFRILBUER IO IE T, HAE R 2R "BTF B TS TR EPIE" KSR,
| APE2FMIEEENNEYN S (5775 B MING SVt e DN X (IS - S ¥ E P i AT
STEARENERNE #AF RIC R AT -

o FBERAEFEWRN, ¥HEE ¢ SAXBEHENWIEZEX TG E. Zh, #1E5
FHELWIALER— TG Eo

o  FRHMRIN, —HERMERKTEREMIIBIRANR. FHEERE, 2R E R TR
7 TR P R RLR A RME T 4%, S B TR IR A Al R i 3 5 S AN AR

o  —HEAE R FLEMRN, TR R TC R A SR .

o EERZLA — MIABTE IR O T IR S BN R A . RO PR R
BAZIRAT R IFZDR, (EAEIZRAE RARERA R BT M AR, ARREGHE — P it .
PREEANN 53 AR R EEAEAE R REA E ARAR IR, Rt ivAl SR B (B 2K
FAPETE . P2 M B D TR, R St R0 R 24 I AN s 7t -

AT BRI ) BIRSR B SRER B
iﬂ‘i%ﬁ;f?jﬁ‘] 1 15 37 34

2023 £ 6 AR "HER LGP P T RS 4" H0F, HAE 2024 4 9 A4 SLitiRA
A T 2020 L IRBIE TR BRI AY , HEIEDUSE S A E SO, IR
BRGRRATST 2R E .
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T e PERE FE A SR E— D TBOK 1 PR RS o Rt R R A e PR B, RAIZRBA O
A2 9 AFs bIr, AVERIZREF RaiEiEs (00T HE, BE 18 MNARIRFEERAIT
JeiE, HMERNET 2 M, SBAEK”RETITIE KRS . FERZ, il
(¥ 00T FEFPa RAEXT " T HURT% AIAB" i EbRiE.

2025 4F 6 H 12 H, WAEANGRIEHRS QCC-587 MmN R “ BRI 6 K
AT, FIERGE TR A VIR BT 2 T A e 2 i As e VERE i . XM EL
BT RETIS AR B KR, HERRO™EBR, ARG E 4.

FALR) B A R TE A P X R FEAFAE . 2022 4F FDA (SR8 "HERNLE R BRLS 4" ]
A, AE 2025 FRAEFEREI. S ERZUOTRIRE, MIGLRERIRASRERIE, SEAH
[ R s e A S B R . BRI, #8052 St A2 T 2 A IR AT e 4k 82 26 7 R AT
SCAAE PR IRELEE— 2D ENIE T BRSO ER R o R A AR 210 SR A AR AR A 03 e s d
JFIRFR ML 2 5F, HIEMANEZIEF: HHRAE 18 D HARRE Bl EirE, 4l
E R Ha U s DR I e S I S B F S S R E N EI e oF P S
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BEEREEE

ZREESHENS
5 KB B AT A

X KTFATHER (HHEIETT 205 2 2R BB 5 P BoRIR RN CDE | 2025.07. 01
(ERB AR ) B AE o

) Ethical use of animals in medicine testing EMA 9095, 07. 01
& 2258 HR B Y A B J

; HRGUREHEHOETRA (F IV BYe25 il R 25 w5 & OB | 2025 07. 02

BB HRIENY KBS (2025 5 23 5)

) RTBHRZ MR R SR ot EH T H BRI R AR DB | 20925, 07. 02

bl

ERGRREARATMER (BTt DHSEREERE (B
5 | TEZERERAD ) L NMPA | 2025. 07. 02

Small Volume Parenteral Drug Products and Pharmacy Bulk
Packages for Parenteral Nutrition: Aluminum Content and
6 Labeling Recommendations FDA 2025. 07. 03
CNREMZ KR (I R/ o hlR: ad
BN ) R

; KT ATHAERZ S i FBABORIE (eCTD) FHRBAR A i e | 2095. 07. 04

R B RO PR L BB A

Stakeholders’ Consultation on Eudralex Volume 4 - Good
Manufacturing Practice Guidelines: Chapter 4, Annex 11

8 | and New Annex 22 EMA | 2025.07.07
BudraLex 5 4 &5— RAFA = HIVOSE R EOBT20 4 55, BAF L1 AUHTBAF
22

GMP/GCTP Annual Report FY2024 # ABHL £ LU 7z
9 PDMA | 2025. 07. 07
GMP/GCTP 2024 SERE4EH

10 ERZG M RIRA R R ATHER (2550 i KA HEE LT B i o PP apA | 2095 07. 08
HITAERRF T (BITRIERBERR ) RESEEERL o
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https://www.cde.org.cn/main/news/viewInfoCommon/3fdadc971216a811a0a142c574e5a267
https://www.cde.org.cn/main/news/viewInfoCommon/3fdadc971216a811a0a142c574e5a267
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/ethical-use-animals-medicine-testing
https://www.cde.org.cn/main/news/viewInfoCommon/1fad6e10fcf3f314abbba9442b1dc4f0
https://www.cde.org.cn/main/news/viewInfoCommon/1fad6e10fcf3f314abbba9442b1dc4f0
https://www.cde.org.cn/main/news/viewInfoCommon/d7e02d507a9feff923637cebbefded07
https://www.cde.org.cn/main/news/viewInfoCommon/d7e02d507a9feff923637cebbefded07
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjylqx/20250702162139103.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjylqx/20250702162139103.html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/small-volume-parenteral-drug-products-and-pharmacy-bulk-packages-parenteral-nutrition-aluminum
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/small-volume-parenteral-drug-products-and-pharmacy-bulk-packages-parenteral-nutrition-aluminum
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/small-volume-parenteral-drug-products-and-pharmacy-bulk-packages-parenteral-nutrition-aluminum
https://www.cde.org.cn/main/news/viewInfoCommon/564d3aba1ec4620c9ab5aaea18c2af7c
https://www.cde.org.cn/main/news/viewInfoCommon/564d3aba1ec4620c9ab5aaea18c2af7c
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://www.pmda.go.jp/review-services/gmp-qms-gctp/gmp/0011.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250708155742138.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250708155742138.html
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R BEHE P kKA BE#H

11 | RFPAFER (HIZGHKEERRE ERBILE) ) BRKEHS CEDI | 2025.07. 14
RIS T RAT (& ik TAER P AE AR ZERMIE (2025 &4 .

12 BT ) HsEs kR | 2025. 07. 14

3 BERGRRAGEPOLRTRAMA (HEE 5 OBEFZ % R AR OE | 2095 07. 18
SR GRT) Y KBS (2025 F%F 1758) U
BERGHRAEPLRTRA (FAIEARTG AR TR K E 45 &

14 | FHRRHIEAIRK AR AR RN KBS (2025 £ 27 CDE | 2025.07. 18
)
ERGRRAEPOLRTRA (R FAR DT T S

15 RREE) M (2025 48 30 2) CDE | 2025.07. 22

6 RFAFMERE ETHE M o -3 Bk g FLES R Ui B 53 n ) L& oE Esost 07 22
BAEER (RPLBMERUHBBITEIERY B ALFEM T
Guideline on the pharmaceutical quality of inhalation and

17 nasal medicinal products — Revision 1 EMA 2025.07. 24
N B 25 252 R SR - 55 1 [R
BERGHF A2%H BERXRIDEBRRIT RS HERBRE B

18 W2 B SHAL (2025 455 55 2 NMPA | 2025. 07. 28

19 IEERTHERBBEEHERB AT (bR HOETFR2REAREANL ke | 2025, 07. 29
BEEME GRT) (ERBLM) ) AFEERRNAE e y

20 2024 EDQM annual report EDOM 9025, 07
2024 4F RN Z4 it 3R B B R AR ‘

TE: PrAEMCES R, ORISR, AT E AT RO, N EIER

BRI 400-8770626

BRAREREE | its*E
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https://www.cfdi.org.cn/cfdi/resource/news/16442.html
https://www.nifdc.org.cn/nifdc/zxdt/zxdtweb/202507141412421641128.html
https://www.nifdc.org.cn/nifdc/zxdt/zxdtweb/202507141412421641128.html
https://www.cde.org.cn/main/news/viewInfoCommon/e9ca411c6e11df700933b13e3764f783
https://www.cde.org.cn/main/news/viewInfoCommon/e9ca411c6e11df700933b13e3764f783
https://www.cde.org.cn/main/news/viewInfoCommon/df5497f128401cd3f14770d756378e59
https://www.cde.org.cn/main/news/viewInfoCommon/df5497f128401cd3f14770d756378e59
https://www.cde.org.cn/main/news/viewInfoCommon/df5497f128401cd3f14770d756378e59
https://www.cde.org.cn/main/news/viewInfoCommon/74ec4ee60f06e4a3fc98f04e5e8b0e1c
https://www.cde.org.cn/main/news/viewInfoCommon/74ec4ee60f06e4a3fc98f04e5e8b0e1c
https://www.cde.org.cn/main/news/viewInfoCommon/500ea344477705b646b0da5a6af452a6
https://www.cde.org.cn/main/news/viewInfoCommon/500ea344477705b646b0da5a6af452a6
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-pharmaceutical-quality-inhalation-nasal-medicinal-products-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-pharmaceutical-quality-inhalation-nasal-medicinal-products-revision-1_en.pdf
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250728092519123.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250728092519123.html
https://yjj.beijing.gov.cn/yjj/zwhd17/zjdc38/743718130/index.html
https://yjj.beijing.gov.cn/yjj/zwhd17/zjdc38/743718130/index.html
https://annualreport.edqm.eu/en/
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EREHBEE
2 5 B R 5 R

LYoy &S] 373

Myelodysplastic Syndromes: Developing Drug and

Biological Products for Treatment: Draft Guidance for
1 FDA 2025. 07. 02
Industry

FREN AR W LR G, P RIRIT IR H b AT AR R

Combined Veterinary Dictionary for Drug Regulatory
Activities (VeDDRA) list of clinical terms for reporting
suspected adverse events in animals and humans to

2 . o EMA 2025.07.03
veterinary medicinal products — Rev. 16

(BRSNS IR M (VeDDRAY = F TR i A AN 28 5E )
B2 A RFRIRRARIESIR - 5 16 ZThK)

Questions and answers about the clinical study data
3 proof—of—concept pilot for industry EMA 2025.07. 07
RTAT NI R B 7 B Ak B 1 A 1) 17 2

Development of Cancer Drugs for Use in Novel Combination
— Determining the Contribution of the Individual Drugs’

4 Effects: Draft Guidance for Industry FDA 2025.07. 17
SR B & 2 29 R —— W e BN RO I DTk AT
NIZj=geap e

VE: TAEMCEEEE, L OSSO ERR, TEEITIT O, R EIEM
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/myelodysplastic-syndromes-developing-drug-and-biological-products-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/myelodysplastic-syndromes-developing-drug-and-biological-products-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/myelodysplastic-syndromes-developing-drug-and-biological-products-treatment
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products-rev16_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products-rev16_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products-rev16_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products-rev16_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-about-clinical-study-data-proof-concept-pilot-industry_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-about-clinical-study-data-proof-concept-pilot-industry_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-cancer-drugs-use-novel-combination-determining-contribution-individual-drugs-effects
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-cancer-drugs-use-novel-combination-determining-contribution-individual-drugs-effects
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-cancer-drugs-use-novel-combination-determining-contribution-individual-drugs-effects
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BEEREEE

CMC W5
522 SR SCAE 2R W RAEE

X KT ATHER (LFGRIZGSLHFIER GBAtEs ) (E CDE P05 07. 04

REAF BAEHM

) ExGRRXTRAGHGSHEF ER GELH=8#) K@ MPA | 202507, 08

(2025 4E28 24 5)

; ERGIRXT RAVHZGS HEIR ER CGELHN#HD) KiEH wea | 202507, 14

SHHIF B RRAER B2 K@% (2025 458 26 5)

EFATHER (LIS HEA BT BAAH ) UE
Y RERm BRMEL CE | 2025.07. 18

5 (REEECE A AL T R PT A R A Y BB B ] e 5 R ) CDE 2025. 07. 30

6 (B R FE-HPR AP FEARSE 2R CDE 2025. 07. 30
7 CHE2 i DR EFRIZ FR R BB RFEL GAAT) ) CDE 2025. 07. 18
8 CFRBIEZ W PR 29 2R FTLBOR SR R ) CDE 2025. 07. 30
9 (LRSS F I BRI K BORTR SR ) CDE 2025. 07. 30
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https://www.cde.org.cn/main/news/viewInfoCommon/d90953b517e2b12d45b4ceec58d9d3e4
https://www.cde.org.cn/main/news/viewInfoCommon/d90953b517e2b12d45b4ceec58d9d3e4
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250708112827133.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250708112827133.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250715144206127.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250715144206127.html
https://www.cde.org.cn/main/news/viewInfoCommon/952593fb1d0303e36a8b1654eb0a8d1c
https://www.cde.org.cn/main/news/viewInfoCommon/952593fb1d0303e36a8b1654eb0a8d1c
https://www.cde.org.cn/main/news/viewInfoCommon/bec0e0dcee2419aca4c59c79063ffcb8
https://www.cde.org.cn/main/news/viewInfoCommon/a42477dc1f21eefa630909030d2fd71a
https://www.cde.org.cn/main/news/viewInfoCommon/e9ca411c6e11df700933b13e3764f783
https://www.cde.org.cn/main/news/viewInfoCommon/fa6ece8c3e7d774cb13d5ebc8ff6942d
https://www.cde.org.cn/main/news/viewInfoCommon/6af9e335e63bbcfc762a3d191ff8b719
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https://www.fda.gov/drugs/guidance-compliance-regulatory-information/drug-compliance-programs
https://database.ich.org/sites/default/files/ICH_Q3E_Step2_SupportingDocumentation_Class3_LeachableMonographs_2025_0704.pdf
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250708153532110.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250708153532110.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypshmshxdgg/20250721152919174.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypshmshxdgg/20250721152919174.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250724101644155.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250724101644155.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250725151939147.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250725151939147.html
https://www.cfdi.org.cn/cfdi/resource/news/16445.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250717165828173.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250717165828173.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250717165828173.html
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Extended-Release Stimulants for ADHD: FDA Drug Safety
Communication — FDA Requires Expanded Labeling about Weight

{ Loss Risk in Patients Younger than 6 Years DA | 2025 07, 01
BB 2 B FEAT (ADHD) BRI ER: KEEmAmBEEHE Y
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Nostrum Laboratories, Inc. Issues Voluntary Nationwide

) Recall of Sucralfate Tablets USP 1 Gram Within Expiry oA | 2095, 07. 14
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https://www.fda.gov/safety/medical-product-safety-information/extended-release-stimulants-adhd-fda-drug-safety-communication-fda-requires-expanded-labeling-about
https://www.fda.gov/safety/medical-product-safety-information/extended-release-stimulants-adhd-fda-drug-safety-communication-fda-requires-expanded-labeling-about
https://www.fda.gov/safety/medical-product-safety-information/extended-release-stimulants-adhd-fda-drug-safety-communication-fda-requires-expanded-labeling-about
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/nostrum-laboratories-inc-issues-voluntary-nationwide-recall-sucralfate-tablets-usp-1-gram-within
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/nostrum-laboratories-inc-issues-voluntary-nationwide-recall-sucralfate-tablets-usp-1-gram-within
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{ Pharmeuropa 37.3 just released EDQM | 2025.07. 01

Pharmeuropa 37. 3 RATHAIMERZ LETY, fERE#ELLE9 A 30 H

2 | RFBHFSFHEAERAGRFHEERN AR ChP | 2025.07.04

USP-NF (111) Design and Analysis of Biological Assays

AW E HI B 5 b

USP-NF (318) Nuclear Magnetic Resonance Spectroscopy Monomer
4 Ratio Determination for Lactide - Glycolide Polymers USP | 2025.07.01
PAZEE - OAERR S VIRIARZ IR S A L)

USP-NF  (326) Molar Mass Determination of Bacterial
Polysaccharides Used in Human Vaccines by Size Exclusion

USP | 2025.07.01

5 Chromatography with Multiangle Light Scattering Detection USP | 2025.07.01
KRGS - 2 A BEOGHUA A DN 2 N o 4 2 B8
JEE IR T

6 USP-NF (507) Protein Determination Procedures usP | 2025. 07. 01
A B E R o

. USP-NF (561) Articles of Botanical Origin usP | 2095 07. 01
TR A
USP-NF (1003) Resuspendability and Redispersibility

8 i = USP | 2025. 07.01
R A v

9 USP-NF (1029) Good Documentation Guidelines UsP | 2025 07, 01
R R S

@ USP-NF (1039) Chemometrics ISPCIN Gy 01
2t .07.

USP-NF  (1049.1) Design of Stability Studies for
Biotechnological and Biological Product Development and Life

USP | 2025.07.01
1 Cycle Management
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USP-NF (1072) Disinfectants and Antiseptics

12 - ; USP | 2025. 07. 01
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USP-NF (1221) Ongoing Procedure Performance Verification

13 s T A USP | 2025. 07. 01
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USP-NF (1231) Water for Pharmaceutical Purposes

14 USP | 2025. 07. 01
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https://www.edqm.eu/en/-/pharmeuropa-37.3-just-released
http://chp.org.cn/#/business/standardDetail?id=684fb7febd8cde5b4fc16764
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https://www.chp.org.cn/#/business/standardDetail?id=6848f685bd8cde5b4fc15fc2
https://www.chp.org.cn/#/business/standardDetail?id=653874fbbd8c28e6c7085dfe
https://www.chp.org.cn/#/business/standardDetail?id=685a5f65bd8cde5b4fc172fe
https://www.chp.org.cn/#/business/standardDetail?id=6850dcb3bd8cde5b4fc168b3
https://www.chp.org.cn/#/business/standardDetail?id=686b3197bd8c412dda5a1550
https://www.chp.org.cn/#/business/standardDetail?id=686b2b02bd8c412dda5a153f
https://www.chp.org.cn/#/business/standardDetail?id=686b2b02bd8c412dda5a153f
https://www.chp.org.cn/#/business/standardDetail?id=6858c124bd8cde5b4fc170cd
https://www.chp.org.cn/#/business/standardDetail?id=6859f162bd8cde5b4fc1720c
https://www.chp.org.cn/#/business/standardDetail?id=686f5ac6bd8c412dda5a1a8b
https://www.chp.org.cn/#/business/standardDetail?id=6879ae8abd8c412dda5a25fa
https://www.chp.org.cn/#/business/standardDetail?id=6878b4c8bd8c412dda5a252c
https://www.chp.org.cn/#/business/standardDetail?id=68789862bd8c412dda5a24e2
https://www.chp.org.cn/#/business/standardDetail?id=68776048bd8c412dda5a236b
https://www.chp.org.cn/#/business/standardDetail?id=68776048bd8c412dda5a236b
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1 4L f= Peter Michael, M.D. FDA CDER 2025.07.01
2 4= Healwell Homeo Private Limited FDA CDER 2025.07.01
3 b f= InVia Fertility Specialists, PLLC FDA CBER 2025.07.01
4 2 tb (= www. buynetmeds. com FDA CDER 2025.07.01
5 #4845 Staska Pharmaceuticals, Inc. FDA CDER 2025.07.01
6 24845 Exela Pharma Sciences, LLC FDA CDER 2025.07.01
H F
7 | %45 Voehlganic Farm LLC FDA uman Foods | )5 47 0
Program
8 4B (= Libby Laboratories, Inc. FDA CDER 2025.07.08
9 b 4= Xtreme Tools International, Inc. FDA CDER 2025.07.08
Center for
10 Beibf= Lystn LLC dba Answers Pet Food FDA Veterinary 2025.07.08
Medicine
Center for
11 | 2443 J.D. Heiskell Holdings LLC FDA Veterinary | 2025.07.08
Medicine
% 4b = Thang Botanicals, Inc. d/b/a TQHMZ Human Foods
’ ’ FDA 2025.07.1
12 7—0HMZ, or 70HMZ Program {3y -07.15
13 | %45 Mark J. Savant, M.D FDA CDER 2025.07.15
H F
14 | %2&(5 My Smoke Wholesale FDA uman Foods | 5 47 15
Program
15 | #4515 Scope Health Inc FDA CDER 2025.07.15
16 | Z45{3 Daewoo Pharmaceutical Co., Ltd. FDA CDER 2025.07.15
17 | %15 Mark J. Savant, M.D FDA CDER 2025.07.15
H F
18 | 445 Shaman Botanicals, LLC FDA uman Foods |5 5715

Program
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/peter-michael-md-711299-06182025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/healwell-homeo-private-limited-706206-06122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/invia-fertility-specialists-pllc-710632-06132025
http://www.buynetmeds.com/
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/staska-pharmaceuticals-inc-699291-05052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/exela-pharma-sciences-llc-709859-07022025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/voehlganic-farm-llc-698230-05282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/libby-laboratories-inc-708259-06272025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/xtreme-tools-international-inc-706053-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lystn-llc-dba-answers-pet-food-694680-06182025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jd-heiskell-holdings-llc-700893-06122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/thang-botanicals-inc-dba-7ohmz-7-ohmz-or-7ohmz-710190-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/thang-botanicals-inc-dba-7ohmz-7-ohmz-or-7ohmz-710190-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mark-j-savant-md-712306-06262025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/my-smoke-wholesale-710314-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/scope-health-inc-695085-07092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/daewoo-pharmaceutical-co-ltd-706371-07022025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mark-j-savant-md-712306-06262025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shaman-botanicals-llc-709622-06252025
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19 | #4545 TTabz Retail, LLC FDA CDER 2025.07.15
20 | ¥%515 Covalent Medical FDA CDER 2025.07.15
21 | ¥4E{5 Hydroxie, LLC FDA CDER 2025.07.15
22 | #4435 Royal Diamond Imports, Inc. FDA HuII)Irlzrglrl;onods 2025.07.15
ot e enens % O | rpa | B s
24 | (5 IndulgeRx Brands, Inc FDA Hugzrglrifrfds 2025.07.22
25 | &5 03UV, LLC FDA CBER 2025.07.22
26 | #4515 Nature’ s Fusions LLC FDA CDER 2025.07.22
27 | 445 Medical Chemical Corporation FDA CDER 2025.07.22
28 B4 Glenmark Pharmaceuticals Limited FDA CDER 2025.07.22
29 | %4E(E Macsen Drugs FDA CDER 2025.07.29
30 | %42 www. mysteroidsmarket. com FDA CDER 2025.07.29
31 {5 Shiva Analyticals Private Limited FDA CDER 2025.07.29
32 | %4545 www. portmeds. com FDA CDER 2025.07.29
33 B4 www. plakini-pharma. com FDA CDER 2025.07.29
34 | #4443 www. d-pharmacy. com FDA CDER 2025.07.29
35 | #4135 Kabana Skin Care LLC FDA CDER 2025.07.29
36 | NATCO Pharma Limited FDA / 2025.07.10
37 Sun Pharmaceutical Industries Ltd. FDA / 2025.07.09
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/7tabz-retail-llc-709546-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/covalent-medical-695839-07092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hydroxie-llc-709661-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/royal-diamond-imports-inc-709540-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/relax-relief-rejuvenate-trading-llc-dba-rrr-trading-or-edp-kratom-709475-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/relax-relief-rejuvenate-trading-llc-dba-rrr-trading-or-edp-kratom-709475-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/indulgerx-brands-inc-703668-06162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/o3uv-llc-668840-07072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/natures-fusions-llc-707024-06252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/medical-chemical-corporation-706007-07092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/glenmark-pharmaceuticals-limited-708270-07112025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/macsen-drugs-698202-03052025
http://www.mysteroidsmarket.com/
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shiva-analyticals-private-limited-707857-07232025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wwwportmedscom-711585-07162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wwwplakini-pharmacom-705185-07162025
http://www.d-pharmacy.com/
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kabana-skin-care-llc-710232-07182025
https://www.fda.gov/media/187479/download

TEAS AU B ZE AT & i)

BEEREEE

BE {8
e =) BE 44 W RAEH

Levothyroxine product-specific bioequivalence guidance

| e AR g 0 2 s R A EMA | 2020701

Dolutegravir product-specific bioequivalence guidance

2| BRI S G EMA | 2025.07.01

Ibuprofen product-specific bioequivalence guidance

30| A A M S H EMA | 2025.07.01

Ledipasvir/sofosbuvir film-coated tablet 45 mg/200 mg and 90

mg/400 mg, coated granules 33.75mg/150mg and 45mg/200mg

product-specific bioequivalence guidance - Revision 1

4 Skt ) i 2 2 = EMA 2025.07.10
IR / BB TR (45 =38 /200 Z50R1 90 Z 7 / 400

) KA (33.75 250 / 150 ZE50F 45 257 / 200 2 50)

7 2 AR WA R T SR - BB 1 RRAZ T i

Dronedarone film-coated tablets 400 mg product-specific
bioequivalence guidance - Revision 1

S| RAEREMBUR N (400 FETD) IR SR - | PMA | 20250710
51 IRIETIR
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https://www.ema.europa.eu/en/levothyroxine-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/dolutegravir-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/ibuprofen-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/documents/scientific-guideline/ledipasvir-sofosbuvir-film-coated-tablet-45-mg-200-mg-90-mg-400-mg-coated-granules-3375mg-150mg-45mg-200mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ledipasvir-sofosbuvir-film-coated-tablet-45-mg-200-mg-90-mg-400-mg-coated-granules-3375mg-150mg-45mg-200mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ledipasvir-sofosbuvir-film-coated-tablet-45-mg-200-mg-90-mg-400-mg-coated-granules-3375mg-150mg-45mg-200mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/dronedarone-film-coated-tablets-400-mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/dronedarone-film-coated-tablets-400-mg-product-specific-bioequivalence-guidance-revision-1_en.pdf
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