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Ý�ýÍëû 

:GDUFA Oöï^ïÿWARNING LETTERÿ^_¯gW; 

Ó_÷õÿ2025 ~ 5 o 30 å 

FDA Ó_Î<Post-Warning Letter Meetings Under GDUFA Guidance for Industry>:GDUFA

Oöï^ï^_¯gW;2gWn~ÿ\|¿ý�ï¿ OAI öa1�ÿ GDUFA ¿ý½1ßÍ

ÏÖþ�ï{�ïþs{gþÿÿóîW� CAPA «RÛu}ß]ö_¯Wwÿ2FDA ^� 

30 yÕÏ�wÿÿç{×[«» CAPA UVgÿv[ÿnòÿßöv þ�óÝõèç2_¯

�~�ï^ïÞ] 6 no^~Ìÿ�_WîÏ�1ußv÷�ÿ÷ÿ 1 _÷ÿ�ó_ 30 y

óîwý2 

GDUFAÿ:ÿvï}w½}ïkh;ÿuÿÿÿ_Î 2012 ~�_ÿ_~:FDA ÛyN[õý

h;öNøVÿí��ÏvïO^U FDA oÞûÏÛ¿ýèç½}ÿòÿÛyomÿvïß

ÞÿóÚûÏÿ�ogNÛ÷gÿwïÞ~ÝõëgNkÿ2022 ~Ýõëgö GDUFA III ý

ö 2022 ~ 10 o 1 åó 2027 ~ 9 o 30 å2 

N1ÌoNþö 

l GDUFA III �û 

FDA NÌ^_W~Ûï^ï^_¯m{ÿQ»\|¿ý} CGMP �÷u}ö CAPA «R·× FDA 

_oß�ÿóWu}m÷2 

l �}�ö 

Ï�ûö FDA èçÿõ OAI öa1�ÿ GDUFA ¿ý½^ßÍÖÎþ�ï{�ïö¿ý2 

Î1_¯ÿnm{ 

l wÿwý 

¿ýïo 

a) �ç]ùÜ¿ýwW 

b) FDA �çoÏ�ÿFEIĀ�÷ 

c) ï^ï�÷vhþûvÿÿÿCMSĀhþ�÷ 

d) ènßo�kßo�Îkwÿï^ï^_¯ 

e) èn_~ovÿ�ÿ GDUFA ¿ý½ÿvï¿ýovÏWÎßó ANDA o 
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Ý�ýÍëû 

l _¯Ûó 

 ¿ýþÿoboÓ_þ\ö]WÿWî}ÜÜb^WOÿ�þÿÜóÛ\2ÿ_Oöç¶^

Î¿ý1ï}ûvëgýßïèöÓ_��óß�]öëgnvïèý2 

 çO^ÿn{Ûå�ÿ�þ¯å��öÜ÷õÿÛN[vO[Ā2ÛNç�ß�bÿÿï^

ï^_¯�~�¿ýóî FDA ï^ï�kÞ]^ 6 novöÿ÷õ~Ì2 

 Oÿ}öå�Ü÷õ 

 _¯öÿ¯�_ÿs÷�1Ï�_¯1uß_¯Ā2 

 ÿ¯_¯¯{ÿWî«»ïn¯{ùþö��÷õÿìÿ_¯�~÷ÿ 1 _÷Ā2 

l CAPA |�1öaç^Ûÿ� 

 W�ïOÕûöú�Û / vè|ÿÉOç{ÏĀÿ 

a) kï^ïoWûößÍv_ÿúßóWö CAPA oW2ìÿçwý_}Îûï^ïöY_Þ

]ÿ�W�ïÿu}öï^ïÞ]å�1ýyÛþsocçþ2 

b) {ÿ\N¿ýöwÞÿÿvO^ço / ß¥öO\¿ýöÿÿov×þÞßÍv_ÿ�Ý2 

c) CAPA ö÷õn÷ÿWî~÷ëý2 

d) �ûï^ïo_}ößÍv_ÿb_�öbo CAPA ö|�ÿÿn CAPA ÿëó1ßÌoÛ

ßr~Vÿ2 

e) Nï^ïw__}ÿ�åsONþsèçÛ FDA 483 è|ÿÿþsö�_ CAPA |�2ìÿ

çY_vï^ï^öèç__�~ OAIÿßÞW�ßß CAPA Ûwßröaö|�2 

l sÎ¿ý CAPA UVgÜßugös¿ÿ�oWÿ�ý��Û_¯÷õÕ\v«»2 

l ÷õ�nÿß[N�ï^ï�kÞ] 6 no^wÿÿ{ëåõÿó_ÿ� FDA {×2 

O1wÿÏ�ÿÿ 

l {×gþ 

- CAPA «Rßu�öï^ïboÿ�ÿ^u}o\vß]2 

l òÿßö 

- CAPA OßuvoÏ�ûwÞÿÿ / ¿ýö�Ý 

- u}ß]O¿vwý�y 
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Ý�ýÍëû 

l ëßå� 

- Ûÿ FDA ¯~Ýõèçÿ_¯ö\�ÿ^__YÛóÝõèç2 

FDA ßÿûÎ_¯wýöþ¯è|ÿ 
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Ý�ýÍëû 

CDE ÿ� 

ÿ� 1 

Ó_å� 2025-06-11 

Qÿÿ×ßïÕ{×ç÷önýv�nýïNwoþûö�Þ÷Ü}ý}ßöW�ïÕÿÛ

wÿþ\WÍÿÞ�ÏÎN�ßóûwÿÿwçÍýoÎN�nÿ  

AÿwÿþÞkw:sÎò�ïÕþ\WÍûvö�÷;ÿÿßï÷ì42004581 ÷ÿïÛ

:ïÕìÝûvÞý;ÿÿÿ^�÷wûv{\î� 27 ÷ÿ�OS{g�ÿßÿ�<ÿÿï

Õ÷wûv\ÍÛ��û{öwÞÛö=�nÿïíUwÿ�_óûþ\WÍwÿÿwçÍý

kw:ÿÿï÷\sÎÓ_8ÿN^W�ïÕÛöÏùÛwçÍý�n9ö�÷;ÿ2021 ~

� 15 ÷ÿïÛ 81 ÷�÷öþs�nuv2  

ÿ� 2 

Ó_å� 2025-06-19 

QÿûÎÛÕ_^ookwïÕ{×N^ÿOÿok{÷~ø{×N^öïÕÿÛ�sÿk

wïÕûvÿývk[õïwçÿ  

AÿûÎÛÕ_^ookwïÕ{×N^1Oÿok{÷~ø{×N^öïÕÿÛwç÷�s

ÿkwïÕûvöÿö~øÿN^ÿ^�ÝïïÕ�sÿk[õïwç2ïÕìÝwÿþÞy

o{÷~ø�ÛÕ_N^öåõÿÓwþÞöÿvïßóûìÝwÿÿïÕÞ�\Ûyom1

­ßÿç{ïÕN^âo�n2ûÎNÿå�ïÕÿïÕìÝwÿþÞ}ovÓ_ÓÿvR1

|Óâo�n{ÿ�Nïûoßÿ�îm¿rNõ^ýÿóûìÝwÿ2 ûÎÿkïÕßr

×v1]ÎûÏû{Ï{oöNÿå�ÕýÿÛwÿþÿkwõïâo�nßrÛy1omg

|~ÿïïÕ^ÿûÏû{ÿOÝïÓ_ÓÿvR~_óÿ_å�óî_{øn2s\ûwó

îÍýßÌûÏÿûÏ�Ïöÿ{×÷öìÝV�èÿ~<Ów 3 �/4�ÿvï=2  

  



        è|ßïßö{ïýÍ�\_^þÿ 

6 

üëußÿ400-8770626                 ÿ{_üëuvÿÏßÓ�                  âo¾ûÿcanny@tigermedgrp.com 

Ý�ýÍëû 

2025 ~ 6 o FDA ï^ïo{ 

� 2025 ~ 6 oÿÿÿßÕïÕ÷wûv\ÿFDAÿö÷ûÌú_×ÿþ2_oÿFDA qÓ_

Î 33 ÿï^ïÿ\÷ßûwÎ 23ÿ 483 è|2àßuoßfû FDA �ïoûþsO^Ü

�çö÷ûÛþcÿò�2 

6 o 3åÿFDA\÷Ó_ 3]ûÎoÿO^öï^ïÿ 

�÷ O^ FEI ÷ ���÷ 

1 ïýï^oÖ}û 3011640199 
11îÛm÷ÿ 

21­ßøýyÌ 

2 }�¸måWoÖ}û 3016734050 

1.ß�ÿèoO¿ÿo�Ë�grV�ß 

2.{Ûgoß�yÿÏóß 3 noò�uoÿ

åÿ�uo 

3.�ï»_Oyÿ�OÝý1¿_ïoÛí_

»_ 

4.ýú�Ë�yÿoßÌÿ_ýú�Ë 

3 
Þ÷{�wýï^oÖ}

û 
3005543486 

1. rÕ�Ì_ß�ÿèo�y 

2. om�{ÛguoOUV 

Îï^ïöÕûg�ÿOÿO^��[�¿_ûv�÷1­ßçvym1ß�ÿèoO¿1{

Ûguo�y1�ï»_OyÛýú�Ëz�{}�� CGMP ßÍÿ�2woÿ¿_ûv�÷

ÿÛûÓß]�W1îÛm÷ÞÿÿÜ­ßçvymÿom{ßo�1Úûg{­ûv�yÿ

Þÿ{ÿgÚÿÿýÿõïÕûW1ã�}ïÛyÏþÛí{km÷{oÝ^ÿÿß�ÿèo

O¿ÿo�Ë�grV�ßÿÜ{Ûguo�yÿom��Où�ßoÿöç�ÝïÕ­ßÿ

çgÿ[�^�ÿÞÛ÷û]�Þÿÿ�ï»_OyÜýú�Ëz�[ö·ÎO^ÿx­ßû

v_ÿö��ÿÿýÿõ{k­ßOÿÿï1ýúyç{ÿÿgÿ�2FDA �nO^�ûÚÞ

ÿ�÷ûs�úy÷ÞÿÏ�1¿_}°Û­ß_ÿþûû«ÿ~Ö�óîW�ù�ßoöu

}«Rÿïíöûã�ÛyÜïÕßÞþö��[Á2 

6 oÓ_ö 26ÿ 483oÿ���÷ùÏöÿ¿_¿ýûv1­ß_ÿÜ�ï_ÿÿÛÿISO 5 

^m� HEPA Ïî~ÕøÞooÏ�ÿÿý|_åÏ_�ÿ¿_[�[_è÷¾ïomÿÞò

ÿ�{ï�ÞÿÿåÏí_{þ\wÍö·ÿÛ�ø1÷øo�öÿ1ogÌkíû{ß1ú

_eÏ|_WUm1�ï_ÿo»_ÿÛÝß�o1ýúÓu_ûÿ1ÿ{ÿ|ÍokÍÛo

k1s¿~�oåßW{{2 
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Ý�ýÍëû 

 

  

¿ýN¿_ûv

/\ûv

oïûv

­ß_ÿûv
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o�NWÍ
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ïoö�ï 

÷ûN��  

ß÷ ýÍçþ]ù �ç Ó_å� 

1 

Recommendations for Complying With Over-the-Counter 

Monograph Procedure for Minor Changes C001: Minor Changes 

to Solid Oral Dosage Forms for Certain Over-the-Counter 

Monograph Drugs: Draft Guidance for Industry 

�û÷ßß]ýï_»ïÕþ_óoRßÿ_Ûö C001 �\ß]ý

ï_»{ßöþ¯ÿÌ^gWËh 

FDA 2025.06.04 

2 
ÿÿï÷\ ¯�ø ^�÷û{\ sÎûïÕ{÷~ø­ßÛyÕ

ø~çþ~çßý_óö}^ÿ2025 ~� 41 ÷ÿ 
NMPA 2025.06.05 

3 
sÎ}_ßn:W�ïÕ{×^ï�Ûöûvýhâogÿß[

ÿßnoÉ�ÿ;oÉö�÷ 
CDE 2025.06.09 

4 
sÎ}_ßn:Yßÿ÷ïÕö�ö1_�ÜÛOÿßnoÉ

�ÿ;oÉö�÷ 
CDE 2025.06.10 

5 
2024 annual report of the European Medicines Agency 

EMA2024 ~~ç 
EMA 2025.06.10 

6 
M11 Template: Clinical Electronic Structured Harmonised 

Protocol (CeSHarP) 
FDA 2025.06.05 

7 
ÿÿï÷\þ\û}_ßn:sÎ_W[õï~Þß�ûÏû{o

sÏùö}^ÿßnoÉ�ÿ;oÉ 
CDE 2025.06.16 

8 
sÎ}_ßn:[õï~Þß�wÿwçÍý�n;{þsçþ

ÿßnoÉ�ÿoÉö�÷ 
CDE 2025.06.19 

9 

ÿï÷\ïûoßsÎÓ_:\øÿmW�ÿvï__Û�

ÿIVRTÿN__�þÿIVPTÿ|~âogÿß[ÿßÌÿ;ö�^

ÿ2025 ~� 22 ÷ÿ 

CDE 2025.06.20 

10 
ÿÿï÷\þ\û}_ßn:{÷~øìÝëèûvÍÛßýgW

ÿßnoÉ�ÿ;oÉ 
NMPA 2025.06.20 

11 
Post-Warning Letter Meetings Under GDUFA 

FDAï^ï^_¯ 
FDA 2025.06.20 

12 
sÎ}_ßn:sÎy÷ëßïÕ{÷~ø÷ûý^k}ÿÏß{

ïï^Ú­ßÓ]öç~��ëýÿßnoÉ�ÿ;oÉö}^ 
�Ï\ 2025.06.24 

13 
}øýÔ\Ó_:sÎ^ 4-ÜwÿÜ 1-×Ooÿÿ-4-ÜwÿW~

wvûW�Õûvö}^; 
NMPA 2025.06.25 

14 
sÎÝk}_ßn:[Ôÿ×~Þ|~âogÿß[ÿßnoÉ

�ÿ;oÉö�÷ 
NMPA 2025.06.30 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-complying-over-counter-monograph-procedure-minor-changes-c001-minor-changes-solid
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-complying-over-counter-monograph-procedure-minor-changes-c001-minor-changes-solid
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/recommendations-complying-over-counter-monograph-procedure-minor-changes-c001-minor-changes-solid
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
https://www.cde.org.cn/main/news/viewInfoCommon/1561a57261f2c01ba35e7246162d844f
https://www.cde.org.cn/main/news/viewInfoCommon/0d19d9228c90f124053e92cda08331e0
https://www.cde.org.cn/main/news/viewInfoCommon/0d19d9228c90f124053e92cda08331e0
https://www.ema.europa.eu/en/documents/annual-report/2024-annual-report-european-medicines-agency_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m11-template-clinical-electronic-structured-harmonised-protocol-cesharp
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m11-template-clinical-electronic-structured-harmonised-protocol-cesharp
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250616142133128.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250616142133128.html
https://www.cde.org.cn/main/news/viewInfoCommon/473b8eff798dbf9485cbbb4fec1b698f
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
https://da.jiangsu.gov.cn/art/2025/6/24/art_84644_11588434.html
https://da.jiangsu.gov.cn/art/2025/6/24/art_84644_11588434.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250625105418111.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250625105418111.html
https://www.cde.org.cn/main/news/viewInfoCommon/22ab33793569a6e0b0ed71a7850658c0
https://www.cde.org.cn/main/news/viewInfoCommon/22ab33793569a6e0b0ed71a7850658c0
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ïoö�ï 

ïÕ|ÓN~Þ  

ß÷ ýÍçþ]ù �ç Ó_å� 

1 

Draft guideline on the clinical investigation of human normal 

immunoglobulin for subcutaneous and/or intramuscular 

administration (SCIg/IMIg) - Revision 2 

þOÜ/v�Õì\þk~]ÿwÏ�ÿSCIg/IMIgÿö~Þ|~gW 

EMA 2025.06.04 

2 sÎÓ_:ï{a�~Þß�ûvgÿß[;ö�^ CFDI 2025.06.20 

3 
ÿÿï÷\sÎÓ_]ÎßÌ~Þß�__ËíßRþ_ÿ2025 ~ÿ

ö�^ÿ2025 ~� 23 ÷ÿ 
NMPA 2025.06.24 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2

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
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ïoö�ï 

CMC ï�|~ 

ß÷ ýÍçþ]ù �ç Ó_å� 

1 
ÿÿï÷\sÎï«þsõçù´ì\Rÿnnö}^ÿ2025 ~�

56 ÷ÿ 
NMPA 2025.06.18 

2 

Draft European Union herbal monograph on Ononis spinosa L., 

radix - Revision 1 

oÿËï_»-þ�ç³ 

EMA 2025.06.02 

3 
Quality of medicines questions and answers: Part 2 

{Û�ßöïÕ-}ïïÕ ÿ�öõ 
EMA 2025.06.03 

4 

{­Õ{zq»ûøý½²ÿóÞ~ÿuú¹¿{·y»ë�ù} 

{ttv={·y»îõß�Öÿÿÿÿÿ{ttv=~Nø}k{

ttv 

sÎ:ïÕoÞ}ú�ÿuÞÿë�ùèþsÿ�ÖÿQ&Aÿ;öøV

ï«Ïß 

PMDA 2025.06.02 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2

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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ïoö�ï 

­ßûv  

ß÷ ýÍçþ]ù �ç Ó_å� 

1 

Quality control of medicinal product data submitted as per the 

legal requirement introduced by Article 57(2) of Regulation (EC) 

No. 726/2004 

yo� 726/2004 ÷ýÍÿECĀ� 57ÿ2Āg_uöýß�n

óîöïÕuoö­ßçv 

EMA 2025.06.10 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2

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


        è|ßïßö{ïýÍ�\_^þÿ 

12 

üëußÿ400-8770626                 ÿ{_üëuvÿÏßÓ�                  âo¾ûÿcanny@tigermedgrp.com 

 

ïoö�ï 

ìÝNÛö  

ß÷ ýÍçþ]ù �ç Ó_å� 

1 

Process for the electronic submission of medicinal product 

information - Chapter 3 

ïÕu[ïo�îm{ 

EMA 2025.06.02 

2 
ÿÿï÷\sÎ{×ìÝ 236 n{÷~øïÕö}^(2025 ~ 5

o)(2025 ~� 58 ÷) 
NMPA 2025.06.18 

3 
ÿÿï÷\ïûoßÓ_:oÿõïìÝ~Þß�ß]~þç^

ÿ2024 ~ÿ; 
CDE 2025.06.19 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2 

 

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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ïoö�ï 

ïÕN^»ÿ 

ß÷ ýÍçþ]ù �ç Ó_å� 

1 

Questions and answers on the refusal of the marketing 

authorisation for Atropine sulfate FGK (atropine sulfate) 

sÎ¿zÕN^»ÿ«òÿöÿ� 

EMA 2025.06.03 

2 

Transfer of a Premarket Notification (510(k)) Clearance 3 

Questions and Answers: Draft Guidance for Industry and Food 

and Drug Administration Staff 

N^_�^ÿ510(k)ÿ»ÿöï«44ÿ�ÿÌ^NÿÿßÕïÕ÷w

ûv\ý_þ\gWËh 

FDA 2025.06.05 

3 

ANDAs: Pre-Submission Facility Correspondence Related to 

Prioritized Generic Drug Submissions 

ÿvïwÿÿN_YûÏÿvïwçþsöóî_�ï 

FDA 2025.06.16 

4 

Inaqovi - withdrawal of application for variation to 

marketing authorisation 

Inaqovi-äÞN^»ÿwÿ 

EMA 2025.06.17 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2 

 

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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ïoö�ï 

ÿÿo× 

ß÷ ýÍçþ]ù �ç Ó_å� 

1 
ÿÿï÷\sÎÓ_ YY 030042025:{ù� ï]}þý{;

{ 38ù{÷~øÌ^o×ö}^ÿ2025 ~� 59 ÷ÿ 
NMPA 2025.06.25 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2 

 

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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ïoö�ï 

ï{ïr 

ß÷ ýÍçþ]ù �ç Ó_å� 

1 

Amneal Pharmaceutical LLC Issues a Nationwide Recall of 

Sulfamethoxazole / Trimethoprim Tablets, USP, 400 mg/80 mg 

Only, Due to Microbial Contamination 

¿ß|\vïoÖ¯ÿ}ûöÿ�{m÷ÿ�ÿ�yÿ�öÕÏÿÞ 

400 ë[ / 80 ë[Í|ö]ýúúwvUwÿÿÿïyo×ÿ 

FDA 2025.06.04 

2 

Infusion Pump Recall: False Alarm Issue with Infusion Pump 

from Smiths Medical 

�ÿýÿÞÿóßï{÷}ûö�ÿý[�ïçïÿ� 

FDA 2025.06.05 

3 

Infusion Pump Recall: Infusion Pump Thermal Damage Issue from 

Smiths Medical 

�ÿýÿÞÿóßï{÷}ûö�ÿý[�ý�oÿ� 

FDA 2025.06.05 

4 

Infusion Pump Recall: Infusion Pump Intermittent Connection 

Issue from Smiths Medical 

�ÿýÿÞÿóßï{÷}ûö�ÿý[�õogßçÿ� 

FDA 2025.06.05 

5 

Flexible Tracheostomy Tube Recall: Medtronic Removes Shiley 

Adult Flexible Tracheostomy Tube with TaperGuard Cuff 

Reusable Inner Cannula Due to Risk for Disconnection of the 

Flange from the Device Cannula 

ÿ�ö|û°óûÿÞÿÿgÛ}ûÿÞ~oµ�¶æ_ÞÿÝ]�

}Õ_ûö^{rþÿ�ö|û°óûÿßöoïÍ�_ûöù�[

�±½Þÿ 

FDA 2025.06.05 

6 

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 

¿�||Þï_þu}ÿÿ\|}ûöïû[�Ê�ÿýÿõ�|O

¿ÿöõ VentStar Flex ÿWÜ¿�Þï_þö�}ÿn 

FDA 2025.06.05 

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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7 

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 

Church & Dwight }ûöÿ�{m÷ÿ�ÿ�yÿ�öÕ�úÿÞ 

Zicam �Ó¿ÕæïR1Zicam ¿Õ��æïRïÛ Orajel ~�û{

�æïR 

FDA 2025.06.06 

8 

Infusion Pump Correction: Baxter Updates Instructions for Use 

for Novum IQ Large Volume Pump due to Potential for 

Underinfusion 

�ÿýu}ÿ~{}ûöûñ IQ �ûß�ÿýÿý[��ÿO¿öÿ

�ÿöõw�}ÿn 

FDA 2025.06.06 

9 

Medtronic Announces Voluntary Recall of Select Newport# HT70 

and Newport# HT70 Plus Ventilators and Certain Related 

Newport# Service Parts 

ÿgÛû_�úÿÞøVÿî{ HT70 Üÿî{ HT70 Plus ||�ï

Û÷ßþsöÿî{þïøþ 

FDA 2025.06.11 

10 

Intra-Operative Positioning System Guidewire Recall: 

Centerline Biomedical Removes Certain IOPS Guidewires due to 

Delamination 

ooÛOÿÿÿ_ÿÞÿoßÿ�{{�}ûöV^ÿ�ÿÞøVo

oÛOÿÿÿ_ 

FDA 2025.06.13 

11 

Liquid Bicarbonate Concentrate Recall: Nipro Removes 

MedicaLyte Liquid Bicarbonate Concentrate due to 

Contamination 

ûùn´��ÿÿÞÿå�Í}ûöm÷ÿ�ÿÞ MedicaLyte ûùn

´��ÿ 

FDA 2025.06.13 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2 
 

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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ïoö�ï 

ïyúa 

ß÷ ýÍçþ]ù �ç Ó_å� 

1 sÎ]ý�_�þRÿÿïÕo×Ëhö}{ ChP 2025.06.12 

2 sÎ DL-³-�²Ûÿÿï}�ýo×Ëhö}{ ChP 2025.06.16 

3 sÎu÷Úý_ÿÿï}�ýo×Ëhö}{ ChP 2025.06.16 

4 sÎ_ñòlùÿÿï}�ýo×Ëhö}{ ChP 2025.06.16 

5 sÎíý�ï}�ý­ßçvgÿß[o×Ëhö}{ ChP 2025.06.17 

6 
sÎ 9624 ïÕWÍ}YýwýÜû~gÿß[ÿõÞÕûo×Ëh

ö}{ 
ChP 2025.06.19 

7 sÎïWw�}]ù}]gÿß[o×Ëhö}{ ChP 2025.06.19 

8 sÎïÕWÍ}ö÷û~gÿß[o×Ëhö}{ ChP 2025.06.19 

9 sÎóoþ_ï}~õRgÿß[o×Ëhö}{ ChP 2025.06.19 

10 sÎû WHO INN Plist132 �{vÕoç�}]ùö}{ ChP 2025.06.27 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2

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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ïoö�ï 

483 Nï^ï  

ß÷ 483 Nï^ï �ç øý Ó_å� 

1 
ï^ï Huangshi Hygienic Material Medicine 

Co., Ltd. 
FDA CDER 2025.06.03 

2 ï^ï Jack & The Green Sprouts, Inc. FDA 
Human Foods 

Program 
2025.06.03 

3 
ï^ï Zhejiang Easyclean Daily Chemical Co., 

Ltd 
FDA CDER 2025.06.03 

4 ï^ï Kingdom Creamery of Vermont LLC FDA 
Human Foods 

Program 
2025.06.03 

5 ï^ï One Roof LLC FDA 
Human Foods 

Program 
2025.06.03 

6 ï^ï Rechon Life Science AB FDA CDER 2025.06.03 

7 ï^ï Yiling Pharmaceutical Ltd. FDA CDER 2025.06.03 

8 ï^ï Latro Inc. FDA 
Human Foods 

Program 
2025.06.03 

9 ï^ï Amy Lightner, MD FDA CBER 2025.06.03 

10 ï^ï Everything Sprouts, LLC FDA 
Human Foods 

Program 
2025.06.03 

11 ï^ï Anti L9Age FDA 
Human Foods 

Program 
2025.06.03 

12 ï^ï La Milagrosa 1 LLC FDA 
Human Foods 

Program 
2025.06.03 

13 
ï^ï CTK OTC Laboratories LLC formerly FMK 

LABS, Inc. 
FDA CBER 2025.06.03 

14 ï^ï DFI Co., Ltd. FDA 

Center for 

Devices and 

Radiological 

Health 

2025.06.03 

15 ï^ï Milo9s Poultry Farms, LLC FDA 
Human Foods 

Program 
2025.06.03 

16 
ï^ïAmerican Behavioral Research Institute, 

LLC 
FDA CDER 2025.06.10 

17 ï^ï Laboratoire Druide Inc. FDA CDER 2025.06.10 

18 ï^ï Amish Origins Management, LLC FDA CDER 2025.06.10 

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 ï^ï Bio Wellness 444 LLC FDA CDER 2025.06.17 

20 ï^ï Horizon Tool Inc. FDA CDER 2025.06.17 

21 
ï^ï Zhejiang Huahai Pharmaceutical Co., 

Ltd. 
FDA 

Office of 

Manufacturin

g Quality 

2025.06.17 

22 ï^ï www.24hreup.biz FDA CDER 2025.06.17 

23 ï^ï www.bigpharmausa.com FDA CDER 2025.06.17 

24 ï^ï www.buycodeine.us FDA CDER 2025.06.17 

25 ï^ï www.buyprosoma.com FDA CDER 2025.06.17 

26 ï^ï Yongdae Hwangtae Union Corp Daeryung FDA 
Human Foods 

Program 
2025.06.24 

27 ï^ï Revolution Foods, PBC FDA 
Human Foods 

Program 
2025.06.24 

28 ï^ï Marin Baking LLC FDA 
Human Foods 

Program 
2025.06.24 

29 
ï^ï Pushclean Technology Plastik Sanayi Ve 

Ticaret Ltd. Sirketi 
FDA CDER 2025.06.24 

30 ï^ï www.peacefulmeds.com FDA CDER 2025.06.24 

31 ï^ï www.soma4ever.com FDA CDER 2025.06.24 

32 ï^ï Sterling Distributors FDA CDER 2025.06.24 

33 ï^ï M.O.M. Enterprises, LLC FDA 
Human Foods 

Program 
2025.06.24 

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 

38 
483Caraco  Pharmaceutical  Laboratories,  

Ltd. 
FDA CDER 2025.06.20 

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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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 

42 483Central Admixture Pharmacy Services, Inc. FDA CDER 2025.06.20 

43 
483Hunter Holmes McGuire Veterans Affairs 

Medical Center 
FDA CDER 2025.06.20 

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 

53 
483Fusion IV Pharmaceuticals, Inc. dba Axia 

Pharmaceutical 
FDA CDER 2025.06.20 

54 
483Fusion IV Pharmaceuticals, Inc. dba Axia 

Pharmaceutical 
FDA CDER 2025.06.20 

55 
483Fusion IV Pharmaceuticals, Inc. dba Axia 

Pharmaceutical 
FDA CDER 2025.06.20 

56 
483Ideal Specialty Apothecary, Inc. dba Ideal 

483Pharmacy 
FDA CDER 2025.06.20 

57 483East Orange VA Medical Center FDA CDER 2025.06.02 

58 483Apothecary Pharma LLC FDA CDER 2025.06.02 

ìÿboýÍÿþû�þçÿùûþòýÍçþ]ùÿÿöçs_ßçþçÿOÿýÍ2 

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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