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AT T HdE / HIHEER AR  211.68(b) ) .

E BT R PQ RIS Z IR . 1SO5 X
P ticals 2026-05 RIS BF " TOR /TR A R O
LRI SEERAL) .« SOP RVFANE HL T i THE .

2014 4 DI SRFE A AR R EM = M. A AR LEE R (L
2017-05 (| B KA. EM  ~FILEEFRIERE RKAE . Sk g

Zydus Lifesciences 2026-04/05

Sentiss Pharma

EEES) JFRE TR (T S0%AFS) . EM/PM A BTG
YHC R .
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Canny
HERIHERS ify

T AE AT ML 2 2R R AT 5 L LB 1]

Baxalta US ( (4 HUREARBE P BT USCAR FER 78 43 A DK 3ok 4k e S R4k 458
- 2025-10/11 AR PRI TG A A SRR A L A ARSI AR RS X5 Y B
LRI T
b S O0S MR IA AL A @, SAG IK 4 i A2 e
SNJLabs ( API ) | 2026-02 MR TR e R REE 1. LR AAS/UV  TTRUR S
BURBTM DS . GPT  ARic s R G mH 3.

MSN Li e 008-23064 WA LLE o0 1/ BESSCREREERCHIE . R
¢ APL ) 2024-09 EHAEFHAEREMMBE. 00T KitEIFN A5 ik
1 X PR X TEHIK

FC X AE TP AR TE R TS G % B IR I S R 7B
Veterinary Pharmacy | 2026-03 i 2 TE DL ERIEREEES ( 00-CV-2725 ) MIFETE K
—— A VRIS R R R
o~ USP<621> ARGt FIMERZ P B EREPRAl —— XS AR
CAT.GmbH (&1 | 2012:03 (1| yogonsoe Jipp b 2wtk & FDA (G ERA D)
L D) ) .

1. JiE A4 (Quality System)

> QU RSB/ EHHAk: Woodbine (211.22, QU RELPBHEITT 5T, REEIK S
il HATRES . R MERAT) 5 Safrel (QU AXHER /& R A= R 5Lt CGMP &
CIFELAZES CFRERTIRTO 5 Suretec (QU TREMFEF . LW A AR ; R3 CF
B A AR S AR I AR T, 211.22(d) -

> HEAMIK. CAPA XL Nipro (13 LA ENEEZR 00S HLKBAT HICATA I £ ic 3% s
CAPA @i, 4 IEJGHUURAT 00S fit) ; Auriga (& FS2e = fLERMEIHER 00S,
FIE" R ER M ZE A" ; ABS(O0S EIMATIEFRTIIAT ; SorliF Stk cobm T St RIS 5

> WE S50 S5F: Dabur (s 25 G AR AL B & H & R OiE, J5IGHEBT SOM=: QU
BT IR — B —— AR ™ B BRI , B S TSP R L

2. AP RZ (Production System)
> LWAIRFERRZ: K.C. (2024 4F 2 KA e R UG A dh 8242 7= AT s 3 4E L E IR
RABS B3R 1SO 5 k&, 4#£FT-7) : Eugia (RABS #itHhBf. 4 RAMEI N 1SO 5

B IS 400-8770626

— N

L EE R TN

HAIZEMH) 1| 21 CFR 211.192 /1SO 13485:2016 8.3.1 | Nipro Renal Solutions (#548) :

2025 1 H-2026 4F 2 AIA 13 UL EIMBENT MmN EER 00S KIEHAETIHEA G
midR, 00S HLRAIBAT; J548: CAPA-25012 I FLIKIAT OOS #it, iEBH CAPA To&. i
B RGURMCE AN B W
72 45) 2 | 21 CFR 211.22(a) | Dabur India:

P4y FDA K& GIEE OTC 7= AR P~ &6 F H B2 Lo A A i S
(MEBIRZ R E Edirei) , JRIEHEE SR R 3T EGEE S COA E{H
Ao REMIIZFBATR TH
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X T Tl REEICREER X ARLER: 1SO5) 5 R3 UBFFHAVE & 75 FR I B (H AR I JC i T
2 .
> LZ2BUEHE: Brunner GEAR"&RAHERILTRRIE") 5 Woodbine (JG PPQ. JLFF&E T2
4D 5 Tianjin Kilo (API £l 503A HCHiZ4 b5 AR TR B . B L Z50E)
R3 (Ef=TEREEIE) .
> 5 REA: Tianjin Kilo (HLCRE R EERZ S5WEMEE . &2 RERMAFETE
Biids) 5 ABS (iEflbhis#ils. RETZSHT ) .
HLRIZ41 | 21 CFR 211.113(b) | K.C. Pharmaceuticals (JoH# OTC) :
2024 2 R TR FEAEIE RS K I
REERAHEST, RITRRB RS RETGSREIE . HIERRTOR  JiR gk 4 7= F i
ITEWA M. ZaA 2023 FEEEM, BTESHEM.
BLAYZEA5] | 21 CFR 211.113(b) | Eugia Pharma (TGRS 7D -
B4 RABS fA/EWITHE G XEBHIE RABS. HAIIZI) , HAE R FEBAN 1SO5 X,
RABS [l 1SO5 XBFET 1SO7 25 FRRER: KI5 FT A 8T,
3. SLE=EPEG RS (Laboratory Controls)
> TR ER R . Brunner (B4 EIEVER T B A IR RIKAT, 211.165(a)) 5 Suretec (FlAEA)
BRAEAEZG 1 IR AU BT EA ) .
> FREMERFEL: Brunner (CBAREMEFR/R 75, BB CSCRAAN) » K.C. (ERE MR
NI R PR 5 R3 CLRE REURRNZG E 24 DMH ) 5 TianjinKilo (API TG
RS e TR SCR S A
> HUEVTEENE: Auriga CRERICSKIAEFDRD . FAAEHERFA ) ¢ Dabur (£ 4000 HAGAP5:
FPR O E HAEWE R SHEEE EW AR BRI EE LR COA) 5 K.C.
(TOC/HL FHR AT R R GE M) -
> KRGMMKIE: Suretec OKRFEL UIMEYIIRAR T QRS ATER KA 7 T84T
I i 2 55 B R G .
#2450 | 21 CFR 211.194(a) | Dabur India:
103 BN O B ARV 7 AR BR A E I B A8 h BB E £ KEEE IR
PARER IO T AT CAE IR R SR COA. TMUAEMIEHR B ATTE .
#7IZ45) | 21 CFR 211.160(b) | R3 Medical Companies (CBER, HCT/P) :
77 A it TG VR RS 38 T 20 VAR AR
AbER, FTREBEIA A & B T BUG ROV T SR —— O R IR 458 S R TG AL
4. ] iSRS RS (Facilities & Equipment)
> IEERAEAT S Brunner GEAAER R &G LERAEWIE. TR EERNEHE L |
Dabur (FEHZRIEVEI AR H A, TomoK fo vk B IR S e Al ShoHMETs v R A B4
R .
> LHIX B : Eugia (RABS Bit#f) 5 K.C. (AVS MRIA TS WMEFHAET

Al
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(o-ﬁgermed ‘ Rt ify 5 A A5 B 1 [ 25 % s

HEPA X FI T SR B A 2 K RGIRE 2024-2026 F 22T RANAFRILT) .
> WA 5RUE: Nipro (WERAIMEEH 2023 4 12 FEMRKH#E. il 4Eric
K HHIIHRE4EBILR) —NARRX R ERET S B GaHE.
#AY%45] | 21 CFR 211.67(b) | Dabur India:
R A PR I VE IR A B RSV BT IR YR, R BE B R K R VPR B R EE . RFEEAT 8
B RAHEFEALPAT BRI . A R&IFERIE =2 51" (REE. Tk,
HURE) Ak

KA ALA -
BB BRI B 5 RABRNIT 7 AVS/A BRI = &2 FDA PFAEEH 4
BORBTH B R &2 R RE A, "HHBEEERIE + KRG R RE LG,

5. YIEIRZ (Materials System)

> H KRR IR B (211.84(d) : Woodbine CH . A —FE. ZEEHE) TC LRI,
AR AN %) 5 Brunner (XS4 HRMM DEG/EG FREEAS: T ZH/KE
HI3%/TOC EHE) : ABS (EH O BRIV, HIAEGH 4G HUAT P ; Suretec
RIS COA JBUAT. RIGIE COA FIFEME .

> PR ER A Koven (5 [RIME B GBI AR TE T 10S% . AKT " OB s L R p )
#1t) ; Nipro (GARMIEERN RS 7328 5 EUFAIC ) ¢ Safrel (AR R /2 [F) A 7 7 Sk
jiti CGMP Wi, ANZRHEL CoA) ; Wavesand Wine (X} SAHCODHA Z% & FE A& — 40 RAIE
BRI .

> fEEIRA: R3 (R H TR A R & TSE/SOfE I AR 0T, i/ 21 CFR1271.75)

$I %) | 21 CFR 211.84(d)(1) | Woodbine Products:

BEH M R SEEARME D — DR, o R AR K

; Hih (DEG/EG mRBEAIED RIGHM o i/ — HEERERR . MSEE BB L

B DEG {541, FDA PUTEAEZ.

KAAA

"E XS IR CHIMES) 5t DEG/EG M5t 5 4k N COA" &% 15 1 ] 5 15 B ARAR

[ At 3 AR AR Al CER Ay B4R T AR —MAH 5405 iR & Phisd

AAERWIREGIH .

6. LIRS (Packaging & Labeling)
> #E UDI #tk: Nipro GENTHIKAEYIFR%TC UDL. Kl GUDID ##5##, idi/x 21 CFR

801.20/830, HE ¥ misbranding) -
> TAREARE RS Safrel (BFEFTARE . RS . TR BT 5 CFRERE SR, B
R ALEBERRF) o
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Breakthrough status request: Template for applicants for

breakthrough medical devices pilot
EMA Z0 1 22 7 2 Amaat s 1 5 A AR

RAHLH

EMA

T AE AT ML 2 2R R AT 5 L LB 1]

At H I

2026-08-03

Applying Human Factors and Usability Engineering to
Medical Devices: Guidance for Industry and Food and Drug
Administration Staff

FDA (Pej7 st A\ DS ol AT TR N HIHE R )

FDA

2026-08-03

PRIME: priority medicines
EMA PRIME It 254it%1 M 51

EMA

2026-08-10

[ 2 245 i Jo Ok R R L L 2 A B i 24 i A B0 T T e A 9 85
EMAE L IRTR 2 S S B A LR DI T (2026 SE 5 28
=)

NMPA

2026-08-11

Artificial intelligence
EMA A T#EE Al 5% BN TL

EMA

2026-08-14

Draft data standards framework
RPN 24 i I 2% (EMRND b dEREZE (R

EMA

2026-08-17

Questions and answers - Practical arrangements on the
companion diagnostics consultation procedure to the European

Medicines Agency by notified bodies
]2 A —— ST LA ] RPN 24 it 3 ) T e £ [ 12 Wi
R T SR e HE

EMA

2026-08-19

Data in regulation: Big data and other sources
R AU B s . R S A B PR R I (EMA Y &

1)

EMA

2026-08-24

CVM GFI #150 Concerns Related to the use of Clove Oil as
an Anesthetic for Fish

CVM ATNVFEFE #150—— T 7y FAE £ 2 BRI 701 A AH ¢
54

FDA

2026-08-25

10.

Electronic product information (ePI)
ePl Hi =5 B

EMA

2026-08-28

11.

L2 A IR PR T AR A R B2 R TR
(L T 24 s AN (P % 0 M A P TSR R ) e R

LR

2026-08-31

e A O B, R A OIENSCIR AR, TR TITEOCEE, TEiEM o
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https://www.ema.europa.eu/en/documents/other/breakthrough-status-request-template-applicants-breakthrough-medical-devices-pilot_en.docx
https://www.ema.europa.eu/en/documents/other/breakthrough-status-request-template-applicants-breakthrough-medical-devices-pilot_en.docx
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/applying-human-factors-and-usability-engineering-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/applying-human-factors-and-usability-engineering-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/applying-human-factors-and-usability-engineering-medical-devices
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/prime-priority-medicines
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260811173220100.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260811173220100.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260811173220100.html
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/artificial-intelligence
https://www.ema.europa.eu/en/documents/other/draft-data-standards-framework_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-practical-arrangements-companion-diagnostics-consultation-procedure-european-medicines-agency-notified-bodies_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-practical-arrangements-companion-diagnostics-consultation-procedure-european-medicines-agency-notified-bodies_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-practical-arrangements-companion-diagnostics-consultation-procedure-european-medicines-agency-notified-bodies_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-150-concerns-related-use-clove-oil-anesthetic-fish
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-150-concerns-related-use-clove-oil-anesthetic-fish
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://yjj.sh.gov.cn/zx-yp/20260831/0457d1b8ad6d49988ebd1ed945d8fa92.html
https://yjj.sh.gov.cn/zx-yp/20260831/0457d1b8ad6d49988ebd1ed945d8fa92.html
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CVM GFI #152 Evaluating the Safety of Antimicrobial New
Animal Drugs with Regard to Their Microbiological Effects on
2. Bacteria of Human Health Concern FDA 2026-08-05
CVM 17V iERS #152 DA T 78 58 FH T B T 24 0T 2 e N 2
{8 A A 7 AR AR ) 2 5 (1) 22 A

KT AFFAER ICH (E6 (R3) : Z5¥ilfn ARG i 2 PR

dn

CDI 2026-08-04

3. | HAESHEN (GCP) ) M 2w SCHA B fin 2 S5 it £ 130 L CDI 2026-08-10
f1%) 388 501
Frequently Asked Questions — Developing Potential Cellular and

4, Gene Therapy Products: Guidance for Industry FDA 2026-08-19

ATV AR R 2R 5 IR PRR T B AR T AR L I A
RTNITER (LPIRIZ-QTe I RIS EAR T S I (AESK

> | EED ) S sE e 20260824
ST ATFER (A 57 SRR AT 2 ot i A dg

| SEn GEkERED ) L CDE 2026-08-28
T ANFEAESR €26 e A Sk 00 ik /b % 16 S

S| KFATEUER s i e ok (R CDE 2026.08.31
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https://www.cfdi.org.cn/cfdi/resource/news/16818.html
https://www.cfdi.org.cn/cfdi/resource/news/16818.html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-152-evaluating-safety-antimicrobial-new-animal-drugs-regard-their-microbiological-effects
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-152-evaluating-safety-antimicrobial-new-animal-drugs-regard-their-microbiological-effects
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-152-evaluating-safety-antimicrobial-new-animal-drugs-regard-their-microbiological-effects
https://www.cfdi.org.cn/cfdi/resource/news/16835.html
https://www.cfdi.org.cn/cfdi/resource/news/16835.html
https://www.cfdi.org.cn/cfdi/resource/news/16835.html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/frequently-asked-questions-developing-potential-cellular-and-gene-therapy-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/frequently-asked-questions-developing-potential-cellular-and-gene-therapy-products
https://www.cde.org.cn/main/news/viewInfoCommon/77085aae69c2d59b829839cf7377f107
https://www.cde.org.cn/main/news/viewInfoCommon/77085aae69c2d59b829839cf7377f107
https://www.cde.org.cn/main/news/viewInfoCommon/989de4a6a9bdf38ff60a1f921b2c613f
https://www.cde.org.cn/main/news/viewInfoCommon/989de4a6a9bdf38ff60a1f921b2c613f
https://www.cde.org.cn/main/news/viewInfoCommon/e81316f2640e32c5411061ea7ffea639
https://www.cde.org.cn/main/news/viewInfoCommon/e81316f2640e32c5411061ea7ffea639
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1. | Plasma master file certificates EMA 2026-08-04
KT WIAER (Al 25 2 i H 5 GE—AF 0

2. JE— o . CDE 2026-08-05

IER = WA ) =LA@ %N

3 Process for the electronic submission of medicinal product EMA 2026-08-12
information - Chapter 3
Formal Meetings Between the FDA and Sponsors or Applicants

4| of PDUFA Products FDA 2026-08-12

5 CVM GFI #260 - Type YII Vctc.rmary Master File for Research FDA 2026-08-14
and Development and Risk Reviews

6. Dctcr_mir_ling Whether to Submit an ANDA or a 505(b)(2) FDA 2026-08-17
Application

7. | Pre-authorisation guidance EMA 2026-08-19
KT AFHAER CEE[177 0] B2 B Ry G 0 475 1) 24 24 22 it 52

8. 3 N — . ” CDE 2026-08-21
PSR (ERE WA ) = UL AIE A

9. | Evaluation of Therapeutic Equivalence FDA 2026-08-21
KT KA () Mz A 2 S A N Il R it

10. Y FyR— CDI 2026-08-31

0 ) (2026 5T ) KB
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https://www.ema.europa.eu/en/human-regulatory-overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
https://www.cde.org.cn/main/news/viewInfoCommon/756af28de525e8616eb02fe9e9606eca
https://www.cde.org.cn/main/news/viewInfoCommon/756af28de525e8616eb02fe9e9606eca
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/formal-meetings-between-fda-and-sponsors-or-applicants-pdufa-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/formal-meetings-between-fda-and-sponsors-or-applicants-pdufa-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-260-type-vii-veterinary-master-file-research-and-development-and-risk-reviews
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-260-type-vii-veterinary-master-file-research-and-development-and-risk-reviews
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/determining-whether-submit-anda-or-505b2-application-0
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/determining-whether-submit-anda-or-505b2-application-0
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.cde.org.cn/main/news/viewInfoCommon/ab4715b7be387ad790d662258fc3e1f9
https://www.cde.org.cn/main/news/viewInfoCommon/ab4715b7be387ad790d662258fc3e1f9
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/evaluation-therapeutic-equivalence
https://www.cfdi.org.cn/cfdi/resource/news/16852.html
https://www.cfdi.org.cn/cfdi/resource/news/16852.html
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1. | Medicine shortages and availability issues: guidance for companies EMA 2026-08-07
Guidance for Industry: Guide to Minimize Biological Hazards in

2. Ready-to-Eat Fresh-Cut Produce LRy 2026-08-11

3 Container Closure Systems for Human Drugs and Biological FDA 2026-08-13
Products

4. | Potency Assessment of Active Immunotherapy Products FDA 2026-08-19
Draft CVM GFI #256B - Compounding Animal Drugs from Bulk

5. | Drug Substances: Compounding under CGMP in Federally- FDA 2026-08-28
Registered Facilities
T RAT (2 R I AT R B A 2 A SR (2026

o, | ZEAS (AR 0 260 2R Y o1 S ol
EE“?WT) ) F[/‘]L =]
Guidance for industry on implementing Shortage Prevention Plans

7. SPP EMA 2026-08-31

8. | Shortage Prevention Plans (SPP) template EMA 2026-08-31
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https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/medicine-shortages-availability-issues-guidance-companies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-guide-minimize-biological-hazards-ready-eat-fresh-cut-produce
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-guide-minimize-biological-hazards-ready-eat-fresh-cut-produce
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/container-closure-systems-human-drugs-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/container-closure-systems-human-drugs-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/potency-assessment-active-immunotherapy-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/draft-cvm-gfi-256b-compounding-animal-drugs-bulk-drug-substances-compounding-under-cgmp-federally
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/draft-cvm-gfi-256b-compounding-animal-drugs-bulk-drug-substances-compounding-under-cgmp-federally
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/draft-cvm-gfi-256b-compounding-animal-drugs-bulk-drug-substances-compounding-under-cgmp-federally
https://www.cfdi.org.cn/cfdi/resource/news/16851.html
https://www.cfdi.org.cn/cfdi/resource/news/16851.html
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-industry-implementing-shortage-prevention-plans-spp_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-industry-implementing-shortage-prevention-plans-spp_en.pdf
https://www.ema.europa.eu/en/documents/template-form/shortage-prevention-plans-spp-template_en.pdf
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1. Reliance for postauthorisation changes (PACs): Mid-pilot review EMA 2026-08-13
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https://www.ema.europa.eu/en/documents/report/reliance-postauthorisation-changes-pacs-mid-pilot-review_en.pdf
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https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20260803112350117.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20260803112350117.html
https://www.cfdi.org.cn/cfdi/resource/news/16848.html
https://www.cfdi.org.cn/cfdi/resource/news/16848.html
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1. | B S ARAE) 5T BRI S 02026 4F 58 HIHD NIFD 2026-08-10
2. | KIS EF A br e R 1) AR CHP 2026-08-11
3. | KT LA E R br BT 5 S AR CHP 2026-08-11
4, | XTSI EH K2 i bs iR 1 AR CHP 2026-08-11
5. | KT AN ERA AR MER M AR CHP 2026-08-11
6. | XTI @IS NAMIREBIT ERZE AR CGE Y0 CHP 2026-08-11
7. | KT I IR A K 24 it A B SR A R CHP 2026-08-11
8. | KUK AR AR TR oK 24 H R B S A R CHP 2026-08-12
9. | KT RN A4 ERAH MBS HERL Z AR CHP 2026-08-12
10. | KT E K Sbr BT BRI AR CHP 2026-08-17
11. | KT R ER A SR HEE T BRI AR CHP 2026-08-17
12, | KN 3111 SFRREAIN e iE bR R 2 1 AR CHP 2026-08-19
13, %;ﬁﬁxiAﬂ%Mﬁ%&%ﬁ%ﬁ%%%ﬁﬁ%ﬁ CHP 2026.08-19
14, | KT P E K bR BT B AR CHP 2026-08-21
15. | KT &2 H K2 s dEE T BRI AR CHP 2026-08-21
16. | Ao HE i 45 FH GE NIFDC 2026-08-27
17. | X254 5 A A NIFDC 2026-08-27
18. | KTk s IR SR MR R R AR CGE 00 CHP 2026-08-31
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https://www.nifdc.org.cn/bshff/bzhwzh/bzwztzgg/202608100852252157483.html
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standard
https://www.nifdc.org.cn/bshff/bzhwzh/bzwztzgg/202608270921002180073.html
https://www.nifdc.org.cn/bshff/bzhwzh/bzwztzgg/202608270921002180074.html
https://www.chp.org.cn/#/business/standard
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ek 2 | R3 Medical Companies

#4545 | Vargas Produce LLC

%515 | Tianjin Kilo Pharmaceutical Sci-tech Co., Ltd.
%415 | Nipro Renal Solutions USA, Corporation
%% | K.C. Pharmaceuticals, Inc.

#4515 | Suretec Innovations, LLC

%45 {% | Eugia Pharma Specialities Limited
#4515 | Auriga Research Pvt. Ltd.

5% | Safrel Pharmaceuticals LLC

4515 | mikuvape.com

% 15{5 | DeJong Family Dairy, LLC

%545 | Waves and Wine, Inc.

%4545 | giantnic.com

483 | Veterinary Pharmacy Corporation

483 | Emcure Pharmaceuticals Limited

483 | C.A.T. GmbH and Co. KG

483 | Sentiss Pharma Private Ltd.

483 | MSN Life Sciences Private Limited

483 | Zydus Lifesciences Limited

483 | SNJ Labs Private Ltd.
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Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

Warning Letter

FDA 483

FDA 483

FDA 483

FDA 483

FDA 483

FDA 483

FDA 483

2026-08-25

2026-08-25

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-18

2026-08-12

2026-08-05

2026-08-05

2026-08-05

2026-08-05

2026-08-05

2026-08-05
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/r3-medical-companies-726330-08142026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/vargas-produce-llc-734510-07272026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tianjin-kilo-pharmaceutical-sci-tech-co-ltd-731761-08062026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/nipro-renal-solutions-usa-corporation-732874-07242026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kc-pharmaceuticals-inc-729870-08122026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/suretec-innovations-llc-730122-08132026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/eugia-pharma-specialities-limited-730469-08132026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/auriga-research-pvt-ltd-730694-08122026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/safrel-pharmaceuticals-llc-730520-08072026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mikuvapecom-735084-08072026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dejong-family-dairy-llc-729293-07302026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/waves-and-wine-inc-724861-07062026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/giantniccom-735905-08072026
https://www.fda.gov/media/194143/download
https://www.fda.gov/media/194060/download
https://www.fda.gov/media/194067/download
https://www.fda.gov/media/194066/download
https://www.fda.gov/media/194064/download
https://www.fda.gov/media/194061/download
https://www.fda.gov/media/194065/download
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21. 483 | BAXALTA US INC. FDA 483 2026-08-04
22. 5 {% | Dabur India Limited Warning Letter ~ 2026-08-04
23. %245{5 | Maria E. De La Torre Silva, M.D. Warning Letter 2026-08-04
24, 5= | ABS Corporation Warning Letter ~ 2026-08-04
25. 5= | Koven Technologies, Inc. Warning Letter ~ 2026-08-04
26. Z45{% | AAL Trading Inc. Warning Letter ~ 2026-08-04
27. 45 | Friend’s Stable and Orchard, Inc. Warning Letter ~ 2026-08-04
28. %455 | Woodbine Products Company Inc. Warning Letter ~ 2026-08-04
29. #4:{% | Thomas Brunner Hygiene GmbH Warning Letter ~ 2026-08-04
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https://www.fda.gov/media/194052/download
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dabur-india-limited-728828-07242026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/maria-e-de-la-torre-silva-md-735690-07272026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/abs-corporation-732115-07232026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/koven-technologies-inc-734643-07212026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aal-trading-inc-732493-07152026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/friends-stable-and-orchard-inc-728680-07142026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/woodbine-products-company-inc-729345-07272026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/thomas-brunner-hygiene-gmbh-729018-07242026
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TIGERMED-CANNY (BEIJING) CONSULTING INC.
BXZEIE: 400-8770626
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