anny
OTgermecJ ‘ NERITES

2 b B ) 4 b -
BN BRI E —PN

[ 2025.12

BIF/ AE L 5 fER LS

B A T O 2
ey 5 2y A 5

0 B 1~ 5
I3 T E R R ACIE S e =1 A e = ) 10
B R R e T I B A P I B T TR A et 15
2 U A SIS SRR 4 0SS 4 SO S RRIIE 1 RS SRR 5, I SO 20
= - S 24
5 = R B =) 24
BT 2 L7 S 25
R4S AR P ) | 3 O SRRIRE | 3o g \TRIRIEY A ) )l IR | 3 TIPS 5 | - catfl 26
BRGNS T 26
BT 1 P 26
=S 28

B AR

E % 24 b B LR NMPA 5 [ €3 5 5 245 W EL R FDA
| 5% 24 it M B R 24 B A TR L CDE ESEEST S AR UsP
] 2% 24 il M B 2 LR o 240 R A B 36 v 0 CFDI 24 5 O S50 g b CDER
S B 26 s B S 5028 0 5 R S Db 2 B AR CBER
T s, iz M

S 24 5 3 EMA

[ 5% 24 i M B B R 24 VT PP (I SR AN 1R S B M e ) CDR (ADR) 0 24 it o o L EDQM
el
rhE E R M D 2 Chp W SR 2425 01 42 APIC
hE 2 CPA 6 [ 24 5 {7 A ) MHRA
1

‘&EigERIE: 400-8770626 BRSEaEIE | (MiisE FARBBFE: canny@tigermedgrp.com



: Canny
‘OT'QG”“Gd = e A A B 28 B A ]

2 IR0 IE B

2025412 H, BEWARAIE XA 36 43, FAFDA 24, BREEOM, THEREAR3IA.

S e S
2y s (EUP
36% e E36%
s lb R 5
6% R K
5% 17%

K112 AR E SR ()

2025 £ 12 A, FLATF 483 K& &5 50 4y, Frf FDA B 515 29 4, 483 18 4y, BREAE &S 3
fo

MAAGTHT 483 KF, SRIGIEFTEA R, LI SEHI RS, AR5, w5 kE. WERS.
BARANMERR G0/ KGRI Lo

37.14%

11.43%
@ REHKR

0 LREEHRE
EFRR

0 giESkE

0 YMHRERS

0 BFMMGRRS

1.9% —

4.76% ,

20%

24.76%
P 2 483 koA P

2
BiEEIE: 400-8770626 BRSEaER | (Uis®E FREBSE: canny@tigermedgrp.com



Tigermed | C2UW
(o g ‘E@ﬂ‘iﬁ%‘ﬁﬂ S (SR EE 2 G 2 B

A HARZ O

(—) FREAER:

JR AR R BRI SRARE W S EER AL, BRI Wz SHRFRERT
R, RIFISARA RN oG8 IR AL RS, CAPA & s PEARSR . RSB, SEFEZ
R R B e R = A RUOREE, LS S AR E R A AR IR

> Apotex Inc. 2025 4F 4 HiEZ U IR St il i Je e, A SE 46 48 i 40 R At
St BEAETC B2 A R, oRICSEMI S findings, “SEFIZMER 1) 8 5 H B

» Catalent Indiana LLC X jtih o R BUM 655 AR IGURL K 22 AL, g 52 [RIBUS R PR
1 4, RAMAM LIR. CAPA FFEHHGIEST,, WA BEARIK T TETS Y KUK

» ProRx LLC ARG T8 AL 2K S %500, TERR 7 a2 404 IR
BRYF G SRR e s 5, 0 RGEL 2T HTHEERIhRE, T R s st .

(=) LR FIEH RS-

SIS AR R GG AL R L R AR R R A R S A b, KL
ARG DU A0 v g e 7 R

> Apotex Inc. KA GM-66 HEAF KT T 5 ARZR BTG MG, R Mt
L AR AR R A S, RV T & e B R Y, A BL “SREE”
B E s

» SCA Pharmaceuticals 4ZET ARV N  “IREGRIE” , BALHPTREBA TS
VRGPS, GREE > AR HEGR Z BE R, 577 i 22 e EORTY

> FARMAKEIO OUTSOURCING LLC X 428 BEARIURE /™ it AR G SLIA HH BE RS, HRTT R AFAE VA
FEMNR,  ToVESS R SR O AR AT O R R, HL S R RIORL ™ i A AE R A i e A 4 e D
JBAT o

(=) A= R G

A7 R G R I LR BN TR AR P AT A B . L2 AR s O 5t A it i
BRZ AR, AR X5 G5 o R S XU

» Pharmathen International S.A. JCRMERERED, R TSI K. RIEFE TR
HBERNEH, BMZH AT R stopper BTl WAL, LE LZRIER
TR

> Park Avenue Compounding FRJ3%7 3R H R R VT T 2 B die K AR Ptk 43 B
BB E AR E, HARBINMER SR E =5, WAE 4 R Ioi S m A A

> Apotex Inc. VEZRZIFHIESRIABIRE LIRIG, ARIGUEEE SR~ M2 B G
RS, (UERERIKE AT, FEMTEAN SR .

p=ai

~

3
BIREETE: 400-8770626 BERAEEEEETE | (Uit FABRFE: canny@tigermedgrp.com



Tigermed | C2UW
(o g ‘E@ﬂ‘iﬁ%‘ﬁﬂ S (SR EE 2 G 2 B

A HARZ O

(F9) Wit 5 &

Bt 5 B A BB TP AEIE T T BAR . R 5 A2 W& SRR G A
FR, BElRGREBR T EARE.

> Blendhouse Allerton, LLC | J3TEXHumiAss. FREMIERITE, HEUR ) B2 00
i Cronobacter Sakazakii BHMERAY), HAR KBS VBRI S VIETEN S, | g S R
FE R AL

> Apotex Inc. A LW XIBAFER M. TR, HEEIZ. P kKT R
R, HERCLRIR )R Bt AR S 41, ELIC R N SRR S M R R BT IR A, TGk
S 2 T G XU ¢

» Central Admixture Pharmacy Services #E{F1E IS0 5/7/8 XIMIELLIEENER+
W, AR R, ik S A I AE 7 i R e (kL b ) B, PRBE AR A R 2L

() YKL RS-

YyRL R Gesh i £ AR IR JEORH A A i R A RE AN R, RIS, A B 1 A S A7
TR, B JFORHT & e bk

> Blendhouse Allerton, LLC 2024 4 12 AR 2025 4F 1 HME =50 B Rk}
t, ZUCRIMG SN IEENIRIE (S EESMEMA) , KA A S RERE B NER, R
BHEBOR 300 T % 2

> Delta Pharma, Inc. JEIFFLH/KKHIMGAEE, RIEEREK G0, A5 IR,
BT A M SRR AR AN R A7 S 18] 75 A A SRR

> Catalent Indiana LLC XI& DEG/EG Ry 1 KU ERE, RIEILIE 4 50 UEAA AL p
ARG R e Stk DURIE S RS E ) COA BRJBAT U, 3t pe o B e A AL A B 2k

3) AR RS

LSRG AR BRI B P ERR S BT EERESR . B3RS TZEAILE, S8 iiriR
AIEBAEAE 2 A R

> Delta Pharma, Inc. A7 [Hm]SEM & IRBLRARZESR>  “NOT FOR RESALE” “OFFICE
USE ONLY” VA7 5 Bl oA FIHIHEAS B, ASFFE FDA S 24 S Am 25 F) s ) 1 22 5K

> ProRx LLC fJ NAD + VEHIFI. Tirzepatide JESFFISEF=MFRSE, RbriEiEH &KL
“Not for resale” FiBf, W RgSEyT 8 F I 2 b IRVE BUEME;

> UBI Pharma Inc. FR#&ZHARELHLEHFME, CAPA TR B IR 5 2410 /&,
HAZE) 15 /= mbohia, 29, #RAGEF, S~ aR TZ5REEEA L.

4
BIREETE: 400-8770626 BERAEEEEETE | (Uit FABRFE: canny@tigermedgrp.com



(OTgermed \ Caniy

HERIHETS BEASE AU R ZRE AT & i)

HEEMRM R

&
v
d

EMA BT 42K
KATHE: 2025, 12. 08

KA. [T, ZFE4r~]
1.3.3. How should non—clinical and/or clinical study reports be provided?
1.3.3 dRIEIR K/ Bl R Fidi 35 4258 T =

In line with the ’Variations Guidelines’ all ‘final’ non-clinical or clinical study
reports concerning a marketing authorisation granted under the centralised procedure
will have to be submitted to the Agency as part of a type Il variation application,
unless otherwise specifically covered in the annex to the classification guideline on

variations or listed below:

RHE (CREIRR) R, X TARE SRR F A BT K2, A R AR AR IR PR BRI PR
BrEARE, HAERNT REEHFENARTTRIZAGEERR, RIFZEREOH (BEPE
TREE) MR PERA R, SR T LU BIAME TR

e Results of imposed non—interventional safety studies covered by the Art. 107q of

the Directive 2001/83/EC;

k¥ €2001/83/EC SH84) 5 107q KITRANERIET MR & HT LR,

e Submissions of final study vresults in support of extension of marketing

authorisation applications, annual renewals or annual re—assessments;
NXFEEHE R BRIE. EEEEMEEREE IS MR RAT AL R

e Submission of study results related to paediatric population in line with Article
46 of Regulation 1901/2006. Submissions pursuant to Article 46 should continue to
follow the procedure for postauthorisation measures, unless the MAH concludes that
changes to the product information (PI) are warranted based on the data submitted

In such cases, the relevant variation should be submitted;

KHE €1901/2006 SEMY 28 46 25IRICMJLBIAFEAHCII AL R . SR i b =g -
WA 2R, (HUR F e fa A (MAD JEF I s fBUE, Al B i i
(PT) BEATAEAT, TS HE A AR B A8 o HA i

e Studies in the context of an environmental risk assessment (ERA). These are expected

to be assessed during the initial marketing authorisation or relevant post—marketing

5
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exceptional case that ERA study results are provided stand-alone, they should be

submitted as a type IB C.z variation;

HEARVEAE (ERA) FHSCHFFL . LIS 5038 & AE R4 b T VR o] B L BAR G LT B R (Wid&
MR LT T REE ) g i . ERFRTE DL R, 457 ERA WFFU4E ST SR AS
MIN4% 1B 28 C.z AR HEAT HR,

e Results including reports from bioequivalence studies to support quality changes to
the marketing authorisation should be submitted under the applicable variation

category for quality changes

SRR BTV R] bR B AR B AR RS AR M S AT ST A5 R A, TR R AR B

738 B S BEAT R AR
As a general rule, the ‘final’ study report is considered the one including the
primary analysis of the study. In case the final study report has previously been
submitted, further updates of data from the study without formal statistical
significance after the primary analysis do not trigger additional variations, unless
they lead to changes to the product information and/or to the Risk Management Plan
(RMP). On the other hand, a formal extension study, generally with a different study
design and objectives as compared to the initial study, is considered a separate study
and it generally carries a separate study number. The submission of the final report

for such an extension study triggers a variation.

BREN: REARHRMRE A ZI R EEZTE RIS . 5 BRI Fk il O g s
52, FEEEM R AR IEAG 2 B &R RS 8, TRMRBINRE BiE
(EAL RS A B R B i B (PDD &/ BB THR] (RMP) RREEIT, NI IR S M
RERE. H—I7H, EXBRETFET SGH TR I ik fw s B KfFE 2R, Rl
NBSIBTE, HE 0 RHSLB o 5. SRAIZRIA R L R ARSI, RRZEHiE

When a change to the product information is proposed as a consequence of the final study
report, the type Il variation should be submitted under variation classification
categories C.a (extension of indication), C (other changes involving the SmPC, Annex
II, labelling and/or Package Leaflet) or C.9.c (changes limited to the Annex II
conditions). When no changes to the product information are proposed, the variation

should be submitted under category C.12.
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AT IR AW TR S U S B AT AT, WRAHZ DL R AR 2R 1T KA HIE: C.oa 3K
CERESRE) « C K QGE R RAFIEREE . MHF 1. Ar% ke / s BRI AR AR ) 87 C.9. ¢
KBURTIE 1T 2KAMACE) o HICHT 7 dh il AT BT, WA HERM AN €12 3K
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When a final non-clinical or clinical study report is provided as part of a variation
submitted under category C.12, it should be noted that one separate type II variation
per study report is required. This requirement applies also in situations where the
CHMP has requested several non—clinical or clinical studies to be undertaken as part of
a specific post—authorisation measure (PAM) in order to address a specific issue; one
type II variation under category C.12 per final study report will still be requested

(provided that the product information remains unaffected) .

B A AR IR S RAT FU R S AF O C. 12 RARFERIFRANE -, HiEeSamAREH®E
BRI REFERE. WERFEEEGHTUTEE: BNz REER A4 mERS
(CHMP ) Ay fiff PR RF 5 1) L, EESRT Ji& 2 T A i PR B30I R B9F 70 I L g N 58 — 5 € T Ja 4 it
(PAMD 5 FEBLIEDLR, REP SRR AERD), SHREFARENHEBMBEZ M C. 12
R 1T KEEHE,

It should be noted that these requirements also apply to all non-clinical studies,

including the provision of final study reports for in vitro studies

TER, ERIAERFAFEHTERERRT, RO AL R ERRZ TIE.

In case the final non—-clinical or clinical study report leads to consequential changes
to the RMP, the MAH can include an updated RMP version as part of the type II variation

regardless of whether it is submitted under category C.6, C.4, C.9 or C.12.

T AR PR BLIG R A 7T 3R & R BORRAE TR (RMP) BEBTHMNMBIT, Witz 11 R4 H
HiEIHAN C.6. C.4. C.9 Bt C. 12 WE—2&50, LEiidrnlRkia AN (MAH) $50] 0 5555 Ja i XU BE v F
R ANE A2 B BiE BRI — R .

With regard to ‘interim’ non-clinical or clinical study results, the timelines of the
progress reports for a given study should be pre—specified and indicated in the protocol

These progress reports may include available interim results, but there is in general
no obligation or recommendation to include interim results in RMPs unless required as
part of an agreed pharmacovigilance plan. In this case, for CAPs, the specified progress

report (s)/interim results should be submitted as PAM unless the MAH considers that the
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interim data would require consequential changes to the product information and/or the

RMP in which case a type Il variation should be submitted instead. On the other hand,

interim results should be reported in relevant PSURs.

KT PRI REE R S G5 R £ 0 5 — T S0 B AR A SR AT B, AP R e R E
FEARbRE . ISR TN OB R IR A R, BT, RSB ERIE
Rk PR RHNRREETR] (RMP) , BRAEZER CE U7 8 B B0 25902 iR/ H B
HlE . EURETE R, X THHATaHR] (CAP) ARSREIBEREERSE / PRI RER, Nk EmEHE
M (PAD FEFIRAS; HNEEWFTHAA MDD HE, ZHHEEESSFEREAS (PDD
K/ SBRAKEER] (RUP) JBEATHMMBIT, WNBCHRAE 1T REEHE. Mo, PR
R IAER B B A Z A E RIS (PSUR) HF LIRS .

When interim results have been requested by the CHMP and are provided in order to
address a specific post—authorisation measure (PAM), the data should be submitted in
line with the requirements of the PAM procedure, unless the MAH considers that the
interim data result in consequential changes to the product information and/or the RMP

in which case a type II variation should be submitted instead.

A O T AE BRSO 2 i B R NI 25 2 B (CEIMP) BEORERAS, H ¥ sideE L e
Bt (PAMD , JUDRH SRR R4 B8t (PAMD AU 2R 22 (HAR Edivrnl#A A (MAHD
FIsE, IR SECT MEEE (PD K&/ BRI (RMP) R5 B ATAINAZT, UM
BONFRAE 11 KA F .

With reference to analyses across studies on specific topics (e.g. a biomarker report
from more than one study) for which the individual final study reports have previously
been submitted, the analysis should be submitted under category C.4 (in case of changes
to the product information), under category C.9 (changes limited to the Annex II
conditions) or as a PAM (no changes to the product information and/or the RMP are
warranted). When the analyses should be submitted as variations, one variation scope

per analysis (and not per study included in the analysis) should be submitted.

BEXHEE T RUT R St st o i sy (BB & 2 0T AR L R A bR Sk, HHY
LB T U R S 28 2 C R A, M Tl iy O3-S BR AR I N = 35 /5 %0 7 i il B H EAT 12T
1% C.4 AR FHIHEXIE I SFAFEATIT, 2 C 9 RAERZ, HATR i 94
Lo/ BORESE BRI (RUP) #EATEAT, 4% LRt (PAMD) RERFHRsC. & HRESW 7T Ak ity
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WU LRI, WA I e R, TR T
GHHIL R

Final results from an imposed non—interventional post—authorisation safety study (PASS
category 1 and 2 in the RMP and reflected in Annex II) should be submitted within 12
months of the end of data collection unless a written waiver has been granted by PRAC,
as appropriate (please refer to guidance on imposed post—authorisation safety studies).
It should be noted that the submission of final results of imposed non—interventional
studies should follow the relevant Art 107q of Directive 2001/83/EC procedure (please
also refer to guidance on post—authorisation safety studies), regardless of whether or

not the MAH considers that changes to the product information are warranted.

X TVEE AT B S 22 v st CRIXARE SR 7B BAERRE 1T rha il mse 1. 2 Kk
WAL , HERATTRSRATHREBRTRER 12 M RRR: FRIERE 25X
BiPAti 2 e (PRAC) CRyfs H BAS I e st (RN (€ LW e 22 tEu 7iiEm) O o

FHE, LW ETTEE AN VAL &7 H5E EX PRI P TEIT, TR
KB & 45 AR AR €2001/83/EC S5484) B 107q FHAEWMAFER (BN (EHE%
SMTRIEE) D .

When a change to the product information is proposed for a medicinal product containing
more than one active substance to implement changes that were already assessed by a EU
competent authority for a medicinal product containing one of the active substances and
the same wording is proposed, the change and supportive data should be submitted as a

Type II variation under category C. 4.

X T ZIEHRAA B Z i, O L U B AT BT A, S A R BT A
B —VE PR R O 25 i T I R E T N A RIR S —BL,  WHAE AT Wil BB SR 8, Mid%
C.4 R II REHERKZ.

Any pre—submission queries in this regard should be addressed to the appointed Product

Lead.

FAKRFE R PIRATE R, HRFHEE R R ATARE .
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-sex-differences-clinical-evaluation-medical-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-sex-differences-clinical-evaluation-medical-products
https://www.cde.org.cn/main/news/viewInfoCommon/9990e7960d72b3a471410e6beac11f49
https://www.cde.org.cn/main/news/viewInfoCommon/9b3c65c2ef737c8e83543bd98dacb116
https://www.cde.org.cn/main/news/viewInfoCommon/9b3c65c2ef737c8e83543bd98dacb116
https://www.cde.org.cn/main/news/viewInfoCommon/3e3ab750f6784eb8c1e995b8995b9cbc
https://www.cde.org.cn/main/news/viewInfoCommon/3e3ab750f6784eb8c1e995b8995b9cbc
https://www.cde.org.cn/main/news/viewInfoCommon/75f2e06cb2dd7a11efcac3b3734d1c88
https://www.cde.org.cn/main/news/viewInfoCommon/75f2e06cb2dd7a11efcac3b3734d1c88
https://www.cde.org.cn/main/news/viewInfoCommon/75f2e06cb2dd7a11efcac3b3734d1c88
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https://www.cde.org.cn/main/news/viewInfoCommon/75f2e06cb2dd7a11efcac3b3734d1c88
https://www.cde.org.cn/main/news/viewInfoCommon/75f2e06cb2dd7a11efcac3b3734d1c88
https://www.cde.org.cn/main/news/viewInfoCommon/75f2e06cb2dd7a11efcac3b3734d1c88
https://www.cde.org.cn/main/news/viewInfoCommon/a2356fcbee66adde2dde5418c09b0f3e
https://www.cde.org.cn/main/news/viewInfoCommon/a2356fcbee66adde2dde5418c09b0f3e
https://www.cde.org.cn/main/news/viewInfoCommon/a2356fcbee66adde2dde5418c09b0f3e
https://www.ema.europa.eu/en/documents/other/appendix-1-acceptable-intakes-established-n-nitrosamines_en.xlsx
https://www.ema.europa.eu/en/documents/other/appendix-1-acceptable-intakes-established-n-nitrosamines_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes_en.pdf
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col37110/content/content_2000758594252836864.html
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col37110/content/content_2000758594252836864.html
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https://www.chp.org.cn/#/business/standardDetail?id=69294c11bd8cf3cb526c76a3
https://www.chp.org.cn/#/business/standardDetail?id=692e8e2ebd8cf3cb526c7be8
https://www.chp.org.cn/#/business/standardDetail?id=6938e8ebbd8c6d91e3276674
https://www.chp.org.cn/#/business/standardDetail?id=69379257bd8c6d91e327648b
https://www.chp.org.cn/#/business/standardDetail?id=69378902bd8c6d91e327646e
https://www.chp.org.cn/#/business/standardDetail?id=69378902bd8c6d91e327646e
https://www.chp.org.cn/#/business/standardDetail?id=693290f4bd8cf3cb526c814f
https://mpa.zj.gov.cn/art/2025/12/19/art_1228989285_58943113.html
https://mpa.zj.gov.cn/art/2025/12/19/art_1228989285_58943113.html
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col35115/content/content_2003032789523369984.html
https://mpa.zj.gov.cn/art/2025/12/23/art_1228989285_58943138.html
https://mpa.zj.gov.cn/art/2025/12/23/art_1228989285_58943138.html
https://www.chp.org.cn/#/business/standardDetail?id=69411732bd8c865c68988136
https://www.chp.org.cn/#/business/standardDetail?id=6940f637bd8c865c68988102
https://www.chp.org.cn/#/business/standardDetail?id=6940f637bd8c865c68988102
https://www.chp.org.cn/#/business/standardDetail?id=69439a86bd8c865c6898843d
https://www.chp.org.cn/#/business/standardDetail?id=6940ba00bd8c865c6898809e
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1 Rhyz Analytical Labs FDA 2025.12.02
2 Turbare Manufacturing FDA 2025.12.02
3 | PQ Pharmacy, LLC FDA 2025.12.02
4 CDL Services, Inc. DBA Technichem FDA 2025.12.09
5 DeVere Manufacturing Inc. FDA 2025.12.09
6 BioXtek LLC FDA 2025.12.09
7 Lux Therapeutics LLC dba Ponya Therapeutics LLC FDA 2025.12.09
g | Celularity, Inc FDA 2025.12.09
9 Seaway Pharma Inc. FDA 2025.12.09
0 Catalent Indiana, LLC FDA 2025.12.11
11 Green Valley Fertility Partners FDA 2025.12.16
12 | Microvascular Tissue, Inc. FDA 2025.12.16
13 Sklar Personal Care Inc. FDA 2025.12.16
14 | 3D Imaging Drug Design and Development LLC FDA 2025.12.16
Musclepower Enterprise Ltd. dba MONSTER KING and GE
15 LABS FDA 2025.12.16
16 Darmerica, LLC FDA 2025.12.23
17 | Atomix LLC FDA 2025.12.23
Pinnacle Professional Research dba Pinnacle
18 Peptides FDA 2025.12.23
19 | TITAN SARMS LLC FDA 2025.12.23
20 | Maria A. Carballosa, M.D. FDA 2025.12.23
21 Prime Sports Nutrition FDA 2025.12.23
22 | Revive Rx LLC dba Revive Rx Pharmacy FDA 2025.12.23
23 | Dynamic Health Group dba SARMS AMERICA FDA 2025.12.23
24 | Medinatura New Mexico, Inc. FDA 2025.12.23
25 Guangdong Renhe Guozhuang Biotechnology Co., Ltd. FDA 2025.12.23
26 | Agebox Inc. FDA 2025.12.30
27 Devalingam Mahalingam, M.D., Ph.D. FDA 2025.12.30
28 | Private Label Skin Care, Inc. FDA 2025.12.30
29 | Unipack LLC FDA 2025.12.30
28
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rhyz-analytical-labs-715298-11122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/turbare-manufacturing-713516-09162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/pq-pharmacy-llc-715795-10102025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cdl-services-inc-dba-technichem-713877-11242025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/devere-manufacturing-inc-715846-11122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bioxtek-llc-715478-12012025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lux-therapeutics-llc-dba-ponya-therapeutics-llc-720001-11252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/celularity-inc-681480-12012025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/seaway-pharma-inc-717355-12012025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/catalent-indiana-llc-718189-11202025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/green-valley-fertility-partners-720249-12032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/microvascular-tissue-inc-710860-12032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sklar-personal-care-inc-716656-12092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/3d-imaging-drug-design-and-development-llc-716213-12042025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/musclepower-enterprise-ltd-dba-monster-king-and-ge-labs-719339-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/musclepower-enterprise-ltd-dba-monster-king-and-ge-labs-719339-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/darmerica-llc-716152-12082025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/atomix-llc-719111-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/pinnacle-professional-research-dba-pinnacle-peptides-719337-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/pinnacle-professional-research-dba-pinnacle-peptides-719337-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/titan-sarms-llc-719645-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/maria-carballosa-md-720805-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/prime-sports-nutrition-719433-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/revive-rx-llc-dba-revive-rx-pharmacy-709509-09222025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dynamic-health-group-dba-sarms-america-719257-12122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/medinatura-new-mexico-inc-716025-12102025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/guangdong-renhe-guozhuang-biotechnology-co-ltd-719045-12162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/agebox-inc-718252-12192025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/devalingam-mahalingam-md-phd-721145-12112025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/private-label-skin-care-inc-715880-12182025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/unipack-llc-716621-12192025
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1 Central Admixture Pharmacy Services, Inc. FDA 2025.12.01
2 FARMAKEIO OUTSOURCING LLC FDA 2025. 12. 02
3 Apotex Inc. FDA 2025. 12. 02
4 | BlendHouse LLC FDA 2025. 12. 03
5 BlendHouse LLC FDA 2025. 12. 03
6 Central Admixture Pharmacy Services, Inc. FDA 2025. 12. 03
7 Blendhouse Allerton, LLC FDA 2025. 12. 03
8 Park Avenue Compounding FDA 2025. 12. 08
9 Astellas Pharma Inc. FDA 2025. 12. 10
10 | ProRx LLC FDA 2025. 12. 15
11 Catalent Indiana, LLC FDA 2025.12. 15
12 | TAILSTORM HEALTH INC FDA 2025.12. 18
13 Empower Clinic Services, LLC dba Empower Pharmacy FDA 2025.12. 18
14 | SCA Pharmaceuticals, Inc. FDA 2025.12. 18
15 | UBI Pharma, Inc. FDA 2025. 12. 18
16 | Delta Pharma, Inc. FDA 2025.12. 18
17 | Pharmathen International S.A. FDA 2025. 12. 29
18 | Sun Pharmaceutical Medicare Limited FDA 2025.12. 29
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https://www.fda.gov/media/189889/download
https://www.fda.gov/media/189926/download
https://www.fda.gov/media/189935/download
https://www.fda.gov/media/189924/download
https://www.fda.gov/media/189922/download
https://www.fda.gov/media/189925/download
https://www.fda.gov/media/189923/download
https://www.fda.gov/media/190024/download
https://www.fda.gov/media/190100/download
https://www.fda.gov/media/190142/download
https://www.fda.gov/media/190143/download
https://www.fda.gov/media/190200/download
https://www.fda.gov/media/190207/download
https://www.fda.gov/media/190196/download
https://www.fda.gov/media/190241/download
https://www.fda.gov/media/190199/download
https://www.fda.gov/media/190389/download
https://www.fda.gov/media/190388/download
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