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Example: Table of Key Elements of a Meeting Package

Substantive summary of
status, including: 1) to be
Facility, Brief summary initiated; 2) in-progress;
1, 1a, etc. equipment, of issue and CAPA Number Target Date or 3) completed.
etc. CAPA Describe any issues that
may influence timing of
completion

WL = warning letter; CAPA = corrective action and preventive action.
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-complying-over-counter-monograph-procedure-minor-changes-c001-minor-changes-solid
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-complying-over-counter-monograph-procedure-minor-changes-c001-minor-changes-solid
https://www.nmpa.gov.cn/xxgk/ggtg/zhggtg/20250605145123101.html
https://www.nmpa.gov.cn/xxgk/ggtg/zhggtg/20250605145123101.html
https://www.cde.org.cn/main/news/viewInfoCommon/1561a57261f2c01ba35e7246162d844f
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https://www.cde.org.cn/main/news/viewInfoCommon/473b8eff798dbf9485cbbb4fec1b698f
https://www.cde.org.cn/main/news/listpage/3cc45b396497b598341ce3af000490e5
https://www.cde.org.cn/main/news/listpage/3cc45b396497b598341ce3af000490e5
https://www.cde.org.cn/main/news/listpage/3cc45b396497b598341ce3af000490e5
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjylqx/20250626174934153.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjylqx/20250626174934153.html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/post-warning-letter-meetings-under-gdufa
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https://www.cde.org.cn/main/news/viewInfoCommon/22ab33793569a6e0b0ed71a7850658c0
https://www.cde.org.cn/main/news/viewInfoCommon/22ab33793569a6e0b0ed71a7850658c0

: Canny
(O-ﬁgermed ‘ HERIEDS ify Y A B LV B 25V & L 1)
EREHEZE

2y i it R 5 s R

s EMCAE R MU kAT H

Draft guideline on the clinical investigation of human normal
immunoglobulin for subcutaneous and/or intramuscular
1 administration (SCIg/IMIg) — Revision 2 EMA 1 2025. 06. 04
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https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-clinical-investigation-human-normal-immunoglobulin-subcutaneous-or-intramuscular-administration-scig-imig-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-clinical-investigation-human-normal-immunoglobulin-subcutaneous-or-intramuscular-administration-scig-imig-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-clinical-investigation-human-normal-immunoglobulin-subcutaneous-or-intramuscular-administration-scig-imig-revision-2_en.pdf
https://www.cfdi.org.cn/cfdi/resource/news/16424.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20250624112000177.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20250624112000177.html

(O—ﬁgermed canny

HERIEDS ify B S A B 2R & L 1]

BEEREEE

CMC ZjZERfF A
5 ERSC R i KAWEM
¥ N . S IN2E
X ERGWRRRTBITHRBEERNES TR RN AS (2025 5 s 12095, 06, 18
56 5)
Draft European Union herbal monograph on Ononis spinosa L.,
9 radix — Revision 1 EMA 2025. 06. 02
R e Ay 111¥ 42
Quality of medicines questions and answers: Part 2
3 EMA | 2025. 06. 03
R KRB R B0 AR
EEHCBT 2=ty 7 IVEOBANY AZ2CET2HELRK
C2O2WT] WHT2EEREE (Q&A) Z2WT] O—FPHIER
4 2T PMDA | 2025. 06. 02
KTy A SRR A B 32 SR A e 24 (QeA) ) HIER 4
BiTHE
M BRI R, AT a OENSOE R, W EE IR SCER,  FEREL
10

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


https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypshmshxdgg/20250619143819198.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypshmshxdgg/20250619143819198.html
https://www.ema.europa.eu/en/documents/herbal-monograph/draft-european-union-herbal-monograph-ononis-spinosa-l-radix-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/herbal-monograph/draft-european-union-herbal-monograph-ononis-spinosa-l-radix-revision-1_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-guidelines/quality-medicines-qa-introduction/quality-medicines-questions-answers-part-2
https://www.pmda.go.jp/files/000275690.pdf
https://www.pmda.go.jp/files/000275690.pdf
https://www.pmda.go.jp/files/000275690.pdf
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https://www.ema.europa.eu/en/documents/other/quality-control-medicinal-product-data-submitted-legal-requirement-introduced-article-572-regulation-ec-no-726-2004_en.pdf
https://www.ema.europa.eu/en/documents/other/quality-control-medicinal-product-data-submitted-legal-requirement-introduced-article-572-regulation-ec-no-726-2004_en.pdf
https://www.ema.europa.eu/en/documents/other/quality-control-medicinal-product-data-submitted-legal-requirement-introduced-article-572-regulation-ec-no-726-2004_en.pdf
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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.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxpzhzhcchpgg/20250619152253154.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxpzhzhcchpgg/20250619152253154.html
https://www.cde.org.cn/main/news/viewInfoCommon/d0bc4836cfc4cb7c9ecf29ddaa7be6ea
https://www.cde.org.cn/main/news/viewInfoCommon/d0bc4836cfc4cb7c9ecf29ddaa7be6ea
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https://www.ema.europa.eu/en/documents/smop-initial/questions-answers-refusal-marketing-authorisation-atropine-sulfate-fgk-atropine-sulfate_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/questions-answers-refusal-marketing-authorisation-atropine-sulfate-fgk-atropine-sulfate_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/transfer-premarket-notification-510k-clearance-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/transfer-premarket-notification-510k-clearance-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/transfer-premarket-notification-510k-clearance-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/andas-pre-submission-facility-correspondence-related-prioritized-generic-drug-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/andas-pre-submission-facility-correspondence-related-prioritized-generic-drug-submissions
https://www.ema.europa.eu/en/medicines/human/variation/inaqovi
https://www.ema.europa.eu/en/medicines/human/variation/inaqovi
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https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250625151905183.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250625151905183.html
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Amneal Pharmaceutical LLC Issues a Nationwide Recall of
Sulfamethoxazole / Trimethoprim Tablets, USP, 400 mg/80 mg
1 Only, Due to Microbial Contamination FDA 2025. 06. 04

By J& 7% 11 2447 PR BT AE 2 ) DR ol A= s e il A, e R L P S A [
400 =3¢ / 80 ZETTHUAK I T RE FOBME (56 [ 25 MRt

Infusion Pump Recall: False Alarm Issue with Infusion Pump

9 from Smiths Medical FDA 2025. 06. 05
BRIl SR R A ] BRI SR AT AE R R 1) R

Infusion Pump Recall: Infusion Pump Thermal Damage Issue from
3 Smiths Medical FDA | 2025. 06. 05
BRIl S R A ) R R SR AT AE A 7 1) R

Infusion Pump Recall: Infusion Pump Intermittent Connection

4 Issue from Smiths Medical FDA 2025. 06. 05
WBEE AR ] S T BT ) R SR A A T M i

Flexible Tracheostomy Tube Recall: Medtronic Removes Shiley
Adult Flexible Tracheostomy Tube with TaperGuard Cuff
Reusable Inner Cannula Due to Risk for Disconnection of the

5 Flange from the Device Cannula FDA | 2025.06. 05
AEAEENE AR EHAR AR EHEEN SR EEA
HAEEMAFRANTSMAEEOE, RS ZEEEENNET
TE MtV AU

Anesthesia Breathing Circuit Kit Correction: Draeger, Inc.
Updates Use Instructions for VentStar Flex and Anesthesia
Circuit Kits Due to Cracks in Hose That May Cause Inadequate

Ventilation FDA 2025. 06. 05

PRI P R[] i B e 7RG 24 W) DR O A7 A 24 48 T e 3 S50 <A
AEs BT VentStar Flex ZRF\MUBREREEIH £ 1 FH i
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https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/amneal-pharmaceutical-llc-issues-nationwide-recall-sulfamethoxazole-trimethoprim-tablets-usp-400
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/amneal-pharmaceutical-llc-issues-nationwide-recall-sulfamethoxazole-trimethoprim-tablets-usp-400
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/amneal-pharmaceutical-llc-issues-nationwide-recall-sulfamethoxazole-trimethoprim-tablets-usp-400
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-recall-false-alarm-issue-infusion-pump-smiths-medical
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-recall-false-alarm-issue-infusion-pump-smiths-medical
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-recall-infusion-pump-thermal-damage-issue-smiths-medical
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-recall-infusion-pump-thermal-damage-issue-smiths-medical
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-recall-infusion-pump-intermittent-connection-issue-smiths-medical
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-recall-infusion-pump-intermittent-connection-issue-smiths-medical
https://www.fda.gov/medical-devices/medical-device-recalls/flexible-tracheostomy-tube-recall-medtronic-removes-shiley-adult-flexible-tracheostomy-tube
https://www.fda.gov/medical-devices/medical-device-recalls/flexible-tracheostomy-tube-recall-medtronic-removes-shiley-adult-flexible-tracheostomy-tube
https://www.fda.gov/medical-devices/medical-device-recalls/flexible-tracheostomy-tube-recall-medtronic-removes-shiley-adult-flexible-tracheostomy-tube
https://www.fda.gov/medical-devices/medical-device-recalls/flexible-tracheostomy-tube-recall-medtronic-removes-shiley-adult-flexible-tracheostomy-tube
https://www.fda.gov/medical-devices/medical-device-recalls/anesthesia-breathing-circuit-kit-correction-draeger-inc-updates-use-instructions-ventstar-flex-and
https://www.fda.gov/medical-devices/medical-device-recalls/anesthesia-breathing-circuit-kit-correction-draeger-inc-updates-use-instructions-ventstar-flex-and
https://www.fda.gov/medical-devices/medical-device-recalls/anesthesia-breathing-circuit-kit-correction-draeger-inc-updates-use-instructions-ventstar-flex-and
https://www.fda.gov/medical-devices/medical-device-recalls/anesthesia-breathing-circuit-kit-correction-draeger-inc-updates-use-instructions-ventstar-flex-and
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Church & Dwight Co., Inc. Issues Voluntary Nationwide Recall
of Zicam® Cold Remedy Nasal Swabs, Zicam® Nasal AllClear
Swabs, and Orajel™ Baby Teething Swabs Due to Microbial
Contamination

7 FDA | 2025. 06. 06
Church & Dwight A ® FMAEY SN, £4EEE N E3HE R
Zicam J&E BB Zicam S B RS LK Orajel BLHETF
A
Infusion Pump Correction: Baxter Updates Instructions for Use
for Novum IQ Large Volume Pump due to Potential for
3 Underinfusion FDA | 2025.06. 06
W ARRA RN L 1Q KA BRI T REAATE S /2 1 17
R, S A 13 B
Medtronic Announces Voluntary Recall of Select Newport™ HT70
and Newport™ HT70 Plus Ventilators and Certain Related
9 Newport™ Service Parts FDA | 2025.06. 11
KO E AT E B Ak HT70 Adlds HT70 Plus FEIRALLL
e G 5 ) AL I R A SR A
Intra—Operative Positioning System Guidewire Recall:
Centerline Biomedical Removes Certain IOPS Guidewires due to
10 |Delamination FDA | 2025. 06. 13
A e R F 22 A oA 22 A w43 )2 0] /A [R]85 AR
HEN RAF 22
Liquid Bicarbonate Concentrate Recall: Nipro Removes
MedicalLyte Liquid Bicarbonate Concentrate due to
11 Contamination FDA 2025. 06. 13
TR E N AE i A . B A = RS G4l @ H 1] Medicalyte BxERE
BRI
M BRI R, AT A OENSCE R, W EE IR SCER, FEREL.
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https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/church-dwight-co-inc-issues-voluntary-nationwide-recall-zicamr-cold-remedy-nasal-swabs-zicamr-nasal
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/church-dwight-co-inc-issues-voluntary-nationwide-recall-zicamr-cold-remedy-nasal-swabs-zicamr-nasal
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/church-dwight-co-inc-issues-voluntary-nationwide-recall-zicamr-cold-remedy-nasal-swabs-zicamr-nasal
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/church-dwight-co-inc-issues-voluntary-nationwide-recall-zicamr-cold-remedy-nasal-swabs-zicamr-nasal
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-correction-baxter-updates-instructions-use-novum-iq-large-volume-pump-due-potential
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-correction-baxter-updates-instructions-use-novum-iq-large-volume-pump-due-potential
https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-correction-baxter-updates-instructions-use-novum-iq-large-volume-pump-due-potential
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/medtronic-announces-voluntary-recall-select-newporttm-ht70-and-newporttm-ht70-plus-ventilators-and
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/medtronic-announces-voluntary-recall-select-newporttm-ht70-and-newporttm-ht70-plus-ventilators-and
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/medtronic-announces-voluntary-recall-select-newporttm-ht70-and-newporttm-ht70-plus-ventilators-and
https://www.fda.gov/medical-devices/medical-device-recalls/intra-operative-positioning-system-guidewire-recall-centerline-biomedical-removes-certain-iops
https://www.fda.gov/medical-devices/medical-device-recalls/intra-operative-positioning-system-guidewire-recall-centerline-biomedical-removes-certain-iops
https://www.fda.gov/medical-devices/medical-device-recalls/intra-operative-positioning-system-guidewire-recall-centerline-biomedical-removes-certain-iops
https://www.fda.gov/medical-devices/medical-device-recalls/liquid-bicarbonate-concentrate-recall-nipro-removes-medicalyte-liquid-bicarbonate-concentrate-due
https://www.fda.gov/medical-devices/medical-device-recalls/liquid-bicarbonate-concentrate-recall-nipro-removes-medicalyte-liquid-bicarbonate-concentrate-due
https://www.fda.gov/medical-devices/medical-device-recalls/liquid-bicarbonate-concentrate-recall-nipro-removes-medicalyte-liquid-bicarbonate-concentrate-due
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http://chp.org.cn/#/business/standardDetail?id=682c272abd8c09a41bc1d3cb
https://www.chp.org.cn/#/business/standardDetail?id=684aa15bbd8cde5b4fc161f7
https://www.chp.org.cn/#/business/standardDetail?id=684aa376bd8cde5b4fc1620a
https://www.chp.org.cn/#/business/standardDetail?id=684aa453bd8cde5b4fc16213
https://www.chp.org.cn/#/business/standardDetail?id=684b7c37bd8cde5b4fc162ef
https://www.chp.org.cn/#/business/standardDetail?id=684a9117bd8cde5b4fc161b7
https://www.chp.org.cn/#/business/standardDetail?id=684a9117bd8cde5b4fc161b7
https://www.chp.org.cn/#/business/standardDetail?id=684a8f02bd8cde5b4fc161ae
https://www.chp.org.cn/#/business/standardDetail?id=684a94d7bd8cde5b4fc161ce
https://www.chp.org.cn/#/business/standardDetail?id=684a96a4bd8cde5b4fc161db
http://chp.org.cn/#/business/standardDetail?id=685b64ddbd8cde5b4fc173f4
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483 5& 515
483 5¥EE #BI7 g =E
X %455 Huangshi Hygienic Material Medicine FDA CDER 9025. 06. 03
Co., Ltd.
Human Foods
2 2245 Jack & The Green Sprouts, Inc. FDA 2025. 06. 03
Program
; %4545 Zhejiang Easyclean Daily Chemical Co., FDA CDER 9025. 06. 03
Ltd
. Human Foods
4 | %45 Kingdom Creamery of Vermont LLC FDA 2025. 06. 03
Program
Human Foods
5 | %445 One Roof LLC FoA | OO 9025, 06. 03
Program
6 | %15 Rechon Life Science AB FDA CDER 2025. 06. 03
7 | %15 Yiling Pharmaceutical Ltd. FDA CDER 2025. 06. 03
H Food
8 | %4 Latro Inc. FDA | o RO%% ) 9095, 06. 03
Program
9 | %44 Any Lightner, MD FDA CBER 2025. 06. 03
H Food
10 | %4545 Everything Sprouts, LLC FDA AR TOOCS 9095, 06. 03
Program
H Foods
11 | %45 Anti L’ Age FpA | %% 9095 06. 03
Program
H Food
19 | 45 La Milagrosa 1 LLC FpA | e EO%NS o095 06. 03
Program
#2445 CTK OTC Laboratories LLC formerly FMK
& F i qorratorisE e FDA CBER 2025. 06. 03
LABS, Inc.
Center for
Devi d
14 | &S5 DFI Co., Ltd. FoA | 0% B 9095, 06. 03
Radiological
Health
. Human Foods
15 | ®&EfEMilo” s Poultry Farms, LLC FDA 2025. 06. 03
Program
" %4545 American Behavioral Research Institute, - I 9025. 06. 10
LLC
17 | ¥&45{S Laboratoire Druide Inc. FDA CDER 2025. 06. 10
18 | 4543 Amish Origins Management, LLC FDA CDER 2025. 06. 10
18
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/huangshi-hygienic-material-medicine-co-ltd-700658-03242025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/huangshi-hygienic-material-medicine-co-ltd-700658-03242025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jack-green-sprouts-inc-697257-03192025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zhejiang-easyclean-daily-chemical-co-ltd-702295-05142025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zhejiang-easyclean-daily-chemical-co-ltd-702295-05142025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kingdom-creamery-vermont-llc-693165-12262024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/one-roof-llc-701988-05202025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rechon-life-science-ab-701040-04302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/yiling-pharmaceutical-ltd-699738-03272025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/latro-inc-698196-03252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/amy-lightner-md-682593-03252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/everything-sprouts-llc-699480-03282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/anti-lage-698661-04172025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/la-milagrosa-1-llc-696761-04072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ctk-otc-laboratories-llc-formerly-fmk-labs-inc-705479-05192025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ctk-otc-laboratories-llc-formerly-fmk-labs-inc-705479-05192025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dfi-co-ltd-705464-05062025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/milos-poultry-farms-llc-693647-05222025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/american-behavioral-research-institute-llc-705629-04302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/american-behavioral-research-institute-llc-705629-04302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/laboratoire-druide-inc-705517-05292025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/amish-origins-management-llc-704166-05292025
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19 | 2442 Bio Wellness 444 LLC FDA CDER 2025. 06. 17
20 | 24515 Horizon Tool Inc. FDA CDER 2025. 06. 17
Off1i f
Beihf= 7hejiang Huahai Pharmaceutical Co., e O.
21 Ltd FDA | Manufacturin | 2025.06. 17
) g Quality
29 | 2445 www. 24hreup. biz FDA CDER 2025. 06. 17
23 | 4515 www. bigpharmausa. com FDA CDER 2025. 06. 17
24 | 24545 www. buycodeine. us FDA CDER 2025. 06. 17
25 | 24545 www. buyprosoma. com FDA CDER 2025. 06. 17
. Human Foods
26 | 24515 Yongdae Hwangtae Union Corp Daeryung FDA 2025. 06. 24
Program
) Human Foods
27 | 24515 Revolution Foods, PBC FDA 2025. 06. 24
Program
H Foods
98 | 445 Marin Baking LLC FDA | T TOOSS ) o005 06, 24

Program

09 %%%%ﬁ%Pushclea? Tecﬁnology Plastik Sanayi Ve FDA e ooris. 24
Ticaret Ltd. Sirketi

30 | 2415 www. peacefulmeds. com FDA CDER 2025. 06. 24
31 B ibAZ www. somadever. com FDA CDER 2025. 06. 24
32 | 4545 Sterling Distributors FDA CDER 2025. 06. 24
Human Foods
33 | &5 M. 0.M. Enterprises, LLC FDA A TO%CS ) 0025, 06. 24
Program
34 483Meds For Vets FDA CDER 2025. 06. 23
35 483LEESAR, INC FDA CDER 2025. 06. 23
36 483STAQ Pharma of Ohio, LLC FDA CDER 2025. 06. 23
37 483Akorn, Inc. FDA CDER 2025. 06. 20
483Caraco Pharmaceutical Laboratories,
38 FDA CDER 2025. 06. 20
Ltd.
19
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bio-wellness-444-llc-709333-05302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/horizon-tool-inc-706567-06062025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zhejiang-huahai-pharmaceutical-co-ltd-707145-06062025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zhejiang-huahai-pharmaceutical-co-ltd-707145-06062025
http://www.24hreup.biz/
http://www.bigpharmausa.com/
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wwwbuycodeineus-702527-05052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wwwbuyprosomacom-705973-06102025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/yongdae-hwangtae-union-corp-daeryung-696743-01162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/revolution-foods-pbc-690586-04072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/marin-baking-llc-700600-05282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/pushclean-technology-plastik-sanayi-ve-ticaret-ltd-sirketi-709156-06162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/pushclean-technology-plastik-sanayi-ve-ticaret-ltd-sirketi-709156-06162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wwwpeacefulmedscom-703470-05052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wwwsoma4evercom-706082-06132025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sterling-distributors-706508-06052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mom-enterprises-llc-698651-04222025
https://www.fda.gov/media/187071/download
https://www.fda.gov/media/187040/download
https://www.fda.gov/media/187039/download
https://www.fda.gov/media/101132/download
https://www.fda.gov/media/77353/download
https://www.fda.gov/media/77353/download
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483 5EEE Bl ] Zid=k
39 483Meridian Medical Technologies, Inc. FDA CDER 2025. 06. 20
40 483New England Home Therapies, Inc. FDA CDER 2025. 06. 20
41 483Unico Holdings, Inc. FDA CDER 2025. 06. 20
49 483Central Admixture Pharmacy Services, Inc. FDA CDER 2025. 06. 20

483Hunter Holmes McGuire Veterans Affairs
43 ] FDA CDER 2025. 06. 20
Medical Center

44 483Essential Pharmacy Compounding LLC FDA CDER 2025. 06. 20
45 483Matrixx Initiatives Inc. FDA CDER 2025. 06. 20
46 483Matrixx Initiatives Inc. FDA CDER 2025. 06. 20
47 483Revance Therapeutics Inc FDA CDER 2025. 06. 20
48 483Advanced Nutriceuticals, LLC FDA CDER 2025. 06. 20
49 483Laboratorios Farmaceuticos Rovi S. A. FDA CDER 2025. 06. 20
50 483Biocon Sdn. Bhd. FDA CDER 2025. 06. 20
51 483Biocon Sdn. Bhd. FDA CDER 2025. 06. 20
52 483Lincare, Inc. FDA CDER 2025. 06. 20
483Fusion IV Pharmaceuticals, Inc. dba Axia
53 . FDA CDER 2025. 06. 20
Pharmaceutical
483Fusion IV Pharmaceuticals, Inc. dba Axia
54 . FDA CDER 2025. 06. 20
Pharmaceutical
483Fusion IV Pharmaceuticals, Inc. dba Axia
55 . FDA CDER 2025. 06. 20
Pharmaceutical
483Ideal Specialty Apothecary, Inc. dba Ideal
56 FDA CDER 2025. 06. 20
483Pharmacy
57 483East Orange VA Medical Center FDA CDER 2025. 06. 02
58 483Apothecary Pharma LLC FDA CDER 2025. 06. 02
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https://www.fda.gov/media/88118/download
https://www.fda.gov/media/96681/download
https://www.fda.gov/media/78776/download
https://www.fda.gov/media/85303/download
https://www.fda.gov/media/91763/download
https://www.fda.gov/media/91763/download
https://www.fda.gov/media/92288/download
https://www.fda.gov/media/78617/download
https://www.fda.gov/media/77266/download
https://www.fda.gov/media/161041/download
https://www.fda.gov/media/185235/download
https://www.fda.gov/media/186009/download
https://www.fda.gov/media/161811/download
https://www.fda.gov/media/182539/download
https://www.fda.gov/media/107629/download
https://www.fda.gov/media/104914/download
https://www.fda.gov/media/104914/download
https://www.fda.gov/media/105357/download
https://www.fda.gov/media/105357/download
https://www.fda.gov/media/104909/download
https://www.fda.gov/media/104909/download
https://www.fda.gov/media/107905/download
https://www.fda.gov/media/107905/download
https://www.fda.gov/media/186720/download
https://www.fda.gov/media/186741/download
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