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A practical guideline for implementing multi-product resin in
biopharmaceutical manufacturing BioPhorum 2026 fix %= R g

(MRR) SEZHitEEs)

KATHW: 2026.05
KATHLHF: BioPhorum

R RFIE AT IR A 483 5EEE IR

—. REEREEM
2026 ©£ 5 H, BioPhorum Drug Substance T AE4LIEx0A A (A practical guideline for implementing
multiproduct resin in biopharmaceutical manufacturing) (277 i # ig SEiESE TR R )
EE: AR, OIS IEEG BB TR0, DB bl ik B A A S5 G U .
TP O IR 28 O R BT IRBY B 38 sy B IR AR o TR S0 AN 44 S 5 e
7. COVID-19 18 Hila], #4 ig fh B AT R s 22 X Al e Dh St 1 2 7 R IR B S48 A (Multi-
Product Resin Re-use, MRR) , {EDV A6k = 28 G5 14 1 S 45 B
EAL: AFEE 2 BioPhorum J AN (835 AbbVie. Boehringer Ingelheim. Eli Lilly. J&J.
Merck. Pfizer. Regeneron %) HEAEAKHL, RET —EETHXNKR. RFLRESF GMP &
7=y WM AR ) MRR SCHEAESE . FHE SR AE Protein A (ProA) SEFIRfG, (HJ72R1EH T A
A EIERNE
Bl B¥5: (ELRIEFS S &R E AT T, @il MRR SCHUREA R, J8Rar=mYIBEa. &%
fRBERIEE XY . SR AT RpEEE: .

~. MRR {0

(U L
oA 2 F853 F P A F 75 i CRTT& 100-200 MG, J6Hod T 5 Il R (FiHD
i ML AE
v % FRADIRAE S A AR SEERAE, AEKE R UIHER S, SN B s AT I
P TB] 2 il
PN BRI AR AC AT 8 Ml W B 80P A 2 e XU
A DB RIS . S84 AR RO R M . (B AT se e

TR .
= TR SEA
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o ARG RIR, 5 A A Aok B R I SAIE A A

o BRI PERLAERE. YR, BUEmEEnl. GREEE . FEAC (HETP/ASKHR
P o EEACR O A/BEERD

TSR ZrE &I

o WHE CRBEWMAER. B RS) 27 mdHOA Bk,

o HERIEETZEAWREERE (MACO) , HH TOC CAEHLE iR, FRAGER
£ 1-2 ppm.

*  MRR A DMEE L RiR&ILHRBE R, ERIEREERERER CUHERM
=R AR E LD

DU, 3Zi MRR A SE50 2 pPAG
S 1EAl 7 MRR I ERT, 1E 5 PR

a)

b)

d)

P i BEREBT 7T (Product Degradation Studies)

o KRB TEWESMEN (00.1M-1.0M NaOH,  15-60 7351, 1IEB = i il At/ 2
o

e yMrJii%: SE-HPLC. SDS-PAGE. CE. %54 ELISA. LC-MS %,

o R BMEIRAAME (XHTESGRSEERIE .

B HEIE T 7 TR (Resin Cleaning Cycle Development)

o CPERNEERREE (PiIEMARG S MEERENE (B .

o CRWE: pHIEM (B-BR-B8D . BRI, MBI, B,

o H—/R ProA #fl§ (1 MabSelect SuRe. PrismA) XM 21 4F, BG4
MRR.

7= R B 1) E PEAT E 7 (Product Carryover Analysis)

o WMJ5i%: UV A4 (A280) . Bradford. BCA. TOC (LOQ ppm Z¢5) .

o MRR HEFIETEE: 5 ELISA (ppb %) . LC-MS kK. LC-MRM. SPR (ppt
90, FT L s S SR .

o REMRME: FUCRAATIAEERAE RS (122 ppm) BUCE: T8 H % M H R .

MRR & F 7S (MRR Suitability Assessment)

o RAWEVHME: BT EAERIVUEL IGIRET/GIRECE, BoE Bl Bk B IRAE

o EEAORVE: mAC/AEMSE (PDE <10 pg/ k) 7 ST o
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o CPEENS: {FHAHFRIMAE (W0 CHOY « MU 277 5h 3 5 Sl MRR .
e) PRI &M KNS (Resin Re-Use Small-Scale Study)

o WM. EPEREBNST (TG, BCRIKE) , BILSERE R t ik
TR A FE VAR o

o WRIFEFR: 4iAAE (DBC) . UK. FAWMIKE . HETP &1k,

o SREEE: AN FOEBTIAT, W —MEAEIZA IR MRR BESIAIE, JEERETE
B I PR A R E o

Fi. GMP £ HET KKK MRR L

a) RPN (DA%
H R3S BioPhorum FRRIAE, AT 16 25K, JHRHEMARIITIE, LT iR
il

ik

e AR GRS Rl
e T R I BRI 7 (oM Bk, BRI

R - v P I e R B B

(i O R Rl 3D AL 1))

VR FEAE W e, T Al U e AU . Ry
FRRRE REAMRSE R T e
Ht— DR ¥ (LC-MS. ELISA)

THEERE G I AH R 40 Mo ks Leached ProA 44 5 B
T 25 ¥ DNA. ProA ﬂwg“.ykﬂpx)\ - ; Leached ProA #§ HCP 4¥5#1% LC-MS; ProA

Al ELISA
il

A W BN EE RS 5 S A I ProA 1E 4 bind- it A1 MR, 5% ICH
ik —AN elute B AR EEIEFRAE B F TELF  Q5A(RR)

. TETE S A AR T M R SR T U e R EE R, Mg . DBC @

T bk — R S Wi

WS 2RSS MRR 5ENMMEE, SERMIGKS RA4HEE. S2mlkitiz,
i:3 B AR — Jiti Hezh 3R

b)  MRR #fig A3 fir 4% i &l
o PR R A A R N — B R R BT T R M A SO AR
o JAMIMEREE, WM. HCP. DNA. R, A SR M RN,
o REEBREEST: @E A Z M BEEAT NI TT, T AR ProA Ml (K15 2
THERAE I A2 T
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o R T I B A A R IR TE A PR S P
75~ AT RBIE 2%
a) ARIfR (FED NAH—CC)ZRA
o TR E T AL, R AT R 5
o BRERMERE A NERE: ET LOQ (W1 ppm) « BAIEHIRM (10 ppm) . Bk E
PR PEAS
o JEWEAE: £ pHIEN. FREIETK. HAR.
o fUEZEW|: Genentech 10 EFI7E MabSelect SuRe 52t MRR, 77 fhk <1 ppm.
b) IR GMP 3 Fl——Z 3
e AstraZeneca (2023) : 3 Fi IgG1 /£ MabSelect PrismA [ 30 ™MEH, bk
<0.1%, JCPERE TR
o B (Merck & Co.,2024) : AEX Ml CEX B JIg7E 2000L HUSE 4tk ppifniikin
ST, AT T AT AR T (G LC-MS RAE) , IRl RGP G 524
P MR HAE . HRAER) gt
*  BioPhorum X BARATFER]: Fe @& HEA A 1B L= MabSelect PrismA, J& 7 i
SRVE AN BCA BRI, 3 e vt 5 30 1 I R .
ES =
*  MRR f£ GMP G REIEH AT, HFRTHILREHGE . XR PSS RENMYA
i
o HAEIILAZRBIIES) (41 COVID-19 SHUN RN ALEY |, WA A S .
L. B AR
a) HUURZTHNE
o 3.2.8.2.6 AFETEIFR: /M MRR FFEdE (. 5%HE. Ha .
o 32.A0 WS EREA ) BREETT (WK : MRR SEEE. 75N (NPD
PEANARAE . B52E X5 Yeth it .
o 3.2.8.25 TZEWIE (k) « JHERIE. FHaiirsds.
o  TAIHHEAR (3.2.R) : # KA MRR, 735 [EHEATATBEME AT LT & .
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o RUETE IR IR . SR AR I VA AR AE
o ULHTHT WA SE A R T A
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Q: What information should be included in marketing authorisation dossiers regarding the actual testing
performed by the finished product manufacturer, on receipt of any incoming starting materials (e.g. active
substances, excipients, packaging materials, etc) and before use in production of the medicinal product?
H+V

T VERTE AR GO, B A ALY B B SR SRR (B ERL 2 L BRL. AR
&) Ja. HT& AT RN SEraIe T, TEASMEFEE? HHV)

A: Although some parameters should always be tested on receipt by the finished product manufacturer,
such as identification and specific requirements for excipients with an identified risk (e.g., diethylene
glycol/ethylene glycol contamination), what is actually tested on receipt is covered under good
manufacturing practice [reference]. Consequently, the relevant registered specifications for incoming
starting materials used by the finished product manufacturer in the marketing authorisation application

should not include any reference at all to reduced testing of said materials.

BRI R E DR BIUR, H555 FR T, BIAns AT, LA K7 fE AR AR
TR (= HBE [ 2 RS R (E B B SRR T H ) 2R 2 I
REIAE (B%0H) HXER.

BRI, A 7T ER S RO AR A, A8 5 AERT
EESCESUIERE R EES AP

Reduced testing should not be confused with skip testing (see Q&A on Skip testing).

R AR AT 5P RE R B IR AH R M) .
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Q: KMEE “ T LT A2 M BB 2 i BB 25 A RIS ? 7 T DR AR 02
B R 2 B TTVR T B B, S fT AR ?

A: 2026 55 A 15 HATE A2, MMt ) 2 C 17 002 24 i G138 26 Q] B 375 24 i 6 2 £
12 > SZORA 2 RS HE 25 RN, 2 O ARV, SE BBOR B RS b L
THIN,  Ho O/ i AT 14 A CAE DO E X255 ks sk m e, i N B AT IS HL
RN B2 LRI, PR SR AR R 24 vty R BRI 4R 2L 8 1E a1t

Q: B T I 22 i B 25 20 47T i 24 b R B AR e ?

2020 4 5 fJ 15 H A 2026 4 5 H 14 FYIIERE L7 B0gr R 2 B 25 i, BIAGZ2 26,00 128, 11
FITE 24 AR IR 8 DR AP 1, B4 7E 2026 4F 6 H 5 H IR 24 8 O g B AR 47 R i, IR 3R A
KM EL. 2GR TOTE 2026 4F 6 J1 26 H AT 5554 20 Sk 00 BUi (R3PS AR AT J %, JFIRI%
R LW R o A 25 MR I B (R 2 I 2, 40 8 R 20 W [ U 7 243 B oo Xl of A0 24
Ao TEZ 0 WSl A A O OR3P 45 ST, X 2021 45 H 15 HA 2026 45 5 F 14 HI
F) SR AL L7 BT B A A 24 i, ANSEPRARZ 52 /AP B 0 24 W M R s T 2020 £ 5 H
15 HZ 2026 4 5 F 14 HWIEZRAL 078 A 5 By 24, ASHEHERRR 2 32 O/ 4P Hidls 1 245

TEM R -
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| E550@ie: 55 FDA B4&550 483 104

RATHW: 2026.05
KA : FDA

FRERA A RS IR EEE 483 5EEHERX

2026 £ 5 H FDA AJFRATELG A5 26 B0 483 £k 14 43, GEEEBEFLELLF LA ZIH:
CAPA H#PE5 i B, 41 Ehsan Sadri, M.D. {25t FDA 483 R G AT/ RIBHLE 054075 Ui
AR Tl ORI FURE A BB A B LR R R SO LB (SOP $hAREURIESY) « o LI 1%
#5 OOS/WZ A . VRS BLRNBEE B . R e BV Sl Sk, WaEE 4. A B
HTZWE. W LZRME, i, 8R0S AR RMNRE . Bl N R%ER, B 1
483 HEG(EHIGIC A, B 2 R T B Al R

483 5 &L E I

2% 1%

» CAPA R i B

(SOPR K B A )

55008 /ffi % i 2
7%

8% B 5T &8sl
16% » B T2 R

= B FR B

= RIS R AR

LR ESPNAY3 3

11% 12%
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Al Tz OT¢ MQ ML gemzin | (RYGLP-1 CDMOICMO | APIAE '“JW”M” Iy
)

i 8 4 4 4 5 2 2 2 7

—. HHUERE ST
A.  CAPAFRMS5RERE (22.0%)

o REMITHFEER: 2 ERT S Z A R IR . BayCare 1V 1 4 EZH+]
LR R AT ST New Life Pharma i B #5141 KE, ERMEFE. LA
W JoECs AT Purolea A HAZ At Id s RUBAT 7= i

o CAPA FIFRRH: WAEAIE. MESrRmmib. 2 ERAETL. UCSF Z00HAE 1000
RAFKM]; Bugia 388 ECHLVFEL 134 1> FAR HIA VPN 2 8% & 2 40; Ehsan Sadri X} 483 [A]
EARRSy, RIEME CAPA 4075

o EHMAEMBIRGEK: Warning Letter HRE"REHAEF 25" 1M (New Life Pharma 11:/HE
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https://www.cde.org.cn/main/news/viewInfoCommon/bdd9ebabcd1ba3f6c9850f53fa889f6e
https://www.cde.org.cn/main/news/viewInfoCommon/bdd9ebabcd1ba3f6c9850f53fa889f6e
https://www.cde.org.cn/main/news/viewInfoCommon/b93aba16ec47467317057dca4aac8437
https://www.cde.org.cn/main/news/viewInfoCommon/7841195c5cbd1c3f3d1b48a105165c48
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pulmonary-tuberculosis-developing-drugs-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/opioid-analgesic-drugs-considerations-benefit-risk-assessment-framework
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/opioid-analgesic-drugs-considerations-benefit-risk-assessment-framework
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-non-opioid-analgesics-acute-pain
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-local-anesthetic-drug-products-prolonged-duration-effect
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-local-anesthetic-drug-products-prolonged-duration-effect
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/stimulant-use-disorders-developing-drugs-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/stimulant-use-disorders-developing-drugs-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/development-non-opioid-analgesics-chronic-pain
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-effects-food-drugs-inds-and-ndas-clinical-pharmacology-considerations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-effects-food-drugs-inds-and-ndas-clinical-pharmacology-considerations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m11-clinical-electronic-structured-harmonised-protocol
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-pharmaceuticals-streamlined-nonclinical-safety-studies-biologics-and-conjugated-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-pharmaceuticals-streamlined-nonclinical-safety-studies-biologics-and-conjugated-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/oncology-pharmaceuticals-streamlined-nonclinical-safety-studies-biologics-and-conjugated-products
https://www.cde.org.cn/main/news/viewInfoCommon/752856826dff4f9b2c53ffdd9d6e8794
https://www.cde.org.cn/main/news/viewInfoCommon/752856826dff4f9b2c53ffdd9d6e8794
https://www.cde.org.cn/main/news/viewInfoCommon/f85a4aa09c85872973d074e7075267a8
https://www.cde.org.cn/main/news/viewInfoCommon/f85a4aa09c85872973d074e7075267a8
https://www.cde.org.cn/main/news/viewInfoCommon/bf38a20e56f0ed2b2dc98ee9c1ce02e7
https://www.cde.org.cn/main/news/viewInfoCommon/bf38a20e56f0ed2b2dc98ee9c1ce02e7

. [h/h]
(o—lf ermed | €2
9 HEFITEYs iy o LA B 253 M0 2

| suEsmss. EmemRssr

WA HLE: 400-8770626

T R R | (Ut 5%

AT
Chemistry, Manufacturing, and Controls Flexibilities for
Developing Human Cellular and Gene Therapy Products for a
Biologics License Application: Guidance for Industry FDA 2026.05.05 1E=FE
NEM S53EHEIT (CGT) 745 BLA Hi CMC RiF
(e L]
SOPP 8301: Receipt and Processing of Master Files o
R AR B MR 8301 SCPEHOBEI 5 kb5 FDA 1 2026.05.07 | I3
78 A= 25 2 7 SR R AR S E N ([ESR = fiEsk = W
[[ﬂzb\ FAH AR b 29 i L S IEIN BRTE 5 (IER = CDE 2026.05.11 {E;k;‘ L
DA it
] 5% 245 M Je 25 i P O T R (A A o) 24 25 2 At 9 R THEN/ A
FREATETEY R (A4 i 24 A ) S5 S8 1 e e B R o 1 CDE | 2026.05.20 at:
) Bt (2026 55 36 5)
[ R 2R 2 0 K T A (MU3A HATE PRI % TN
HOUP WY (MI3A RS HIFTE S GE—H#D ) @ CDE | 2026.05.20 &
gl
é/ BB 47:‘/ - I/:‘ “'\/\&.?‘M Z3 “ /{;c,n /an 4 \“Ji

?EH@ZF%&@?J%EM& I AR 6 24 22 B9 5 1) ) 25 S A CAIE CDE | 2006.05.97 ﬂEj?f I
KREWAED ) it

e AT . s SRSITN
KT AFFAER (eCTD v4.0 35 550D 2% UL f 3 A1 CDE | 2026.05.27 It

=
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/chemistry-manufacturing-and-controls-flexibilities-developing-human-cellular-and-gene-therapy
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/chemistry-manufacturing-and-controls-flexibilities-developing-human-cellular-and-gene-therapy
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/chemistry-manufacturing-and-controls-flexibilities-developing-human-cellular-and-gene-therapy
https://www.fda.gov/media/158382/download?attachment
https://www.cde.org.cn/main/news/viewInfoCommon/483c58e835b4072a9646021319acb2b9
https://www.cde.org.cn/main/news/viewInfoCommon/483c58e835b4072a9646021319acb2b9
https://www.cde.org.cn/main/news/viewInfoCommon/4b9bc30439f2c64fa87ec503210d3c75
https://www.cde.org.cn/main/news/viewInfoCommon/4b9bc30439f2c64fa87ec503210d3c75
https://www.cde.org.cn/main/news/viewInfoCommon/4b9bc30439f2c64fa87ec503210d3c75
https://www.cde.org.cn/main/news/viewInfoCommon/818684df93bd99135e6f08f5580abac5
https://www.cde.org.cn/main/news/viewInfoCommon/818684df93bd99135e6f08f5580abac5
https://www.cde.org.cn/main/news/viewInfoCommon/818684df93bd99135e6f08f5580abac5
https://www.cde.org.cn/main/news/viewInfoCommon/10d635c8fe59d1910925c20ca7bb9e58
https://www.cde.org.cn/main/news/viewInfoCommon/10d635c8fe59d1910925c20ca7bb9e58
https://www.cde.org.cn/main/news/viewInfoCommon/7898f68946d8e8e44d074657c7112002
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/bioequivalence-studies-pharmacokinetic-endpoints-drugs-submitted-under-abbreviated-new-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/bioequivalence-studies-pharmacokinetic-endpoints-drugs-submitted-under-abbreviated-new-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/bioequivalence-studies-pharmacokinetic-endpoints-drugs-submitted-under-abbreviated-new-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/statistical-approaches-establishing-bioequivalence
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https://www.cfdi.org.cn/cfdi/resource/news/16743.html
https://www.biophorum.com/
https://www.biophorum.com/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q8-q9-and-q10-questions-and-answers-r5
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https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20260507180422166.html
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col35115/content/content_2052650022534692864.html
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col35115/content/content_2052650022534692864.html
https://mpa.jiangxi.gov.cn/jxsypjdglj/col/col35115/content/content_2053676227140567040.html
https://mpa.hubei.gov.cn/zfxxgk/zc/gfwj/202605/t20260518_5938647.shtml
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20260525142536103.html
https://mpa.gd.gov.cn/hdjlpt/yjzj/answer/50283
https://mpa.gd.gov.cn/hdjlpt/yjzj/answer/50283
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https://www.cde.org.cn/main/news/viewInfoCommon/8509f7d2d65b072e7e77d749ec0965f9
https://www.cde.org.cn/main/news/viewInfoCommon/ee67bf0613b787b00f6a5d074460f7fe
https://www.cde.org.cn/main/news/viewInfoCommon/e41eeb0e7c0863567a977dc30b4be1af
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Questions and answers on periodic safety update report single-
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-periodic-safety-update-report-single-assessment-psusa-guidance-document-assessors_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-periodic-safety-update-report-single-assessment-psusa-guidance-document-assessors_en.pdf
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Guidance for Industry: Protein Efficiency Ratio (PER) Rat

Bioassay Studies to Demonstrate that a New Infant Formula
Supports the Quality Factor of Sufficient Biological Quality
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-protein-efficiency-ratio-rat-bioassay-studies-demonstrate-new-infant-formula
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-protein-efficiency-ratio-rat-bioassay-studies-demonstrate-new-infant-formula
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-protein-efficiency-ratio-rat-bioassay-studies-demonstrate-new-infant-formula
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-protein-efficiency-ratio-rat-bioassay-studies-demonstrate-new-infant-formula
https://www.nmpa.gov.cn/xxgk/ggtg/hzhpggtg/jmhzhptg/20260529150154170.html
https://www.nmpa.gov.cn/xxgk/ggtg/hzhpggtg/jmhzhptg/20260529150154170.html
https://www.nmpa.gov.cn/xxgk/ggtg/hzhpggtg/jmhzhptg/20260529150154170.html

. [h/h]
(o—lf ermed | €2
9 HEFITEYs iy o LA B 253 M0 2

| 2oEmEL: Brem

e VAP TR KR e we
NA VN NES I==3 =N 2 S 2 ?J__EX%L‘J]_IL,
1. CEHWREES R g d 2548 SR 0 GESR & WA ) CMDE | 2026.05.07 e
/ S S S ]—l
2. | IEMGSCPUETEM AR S ] AESR &R CMDE | 2026.05.07 {M;;' w
—ﬁ B SR ] Nai (== b\ /\r\] /‘%"‘ 7 1 \‘%ﬁ:]_l
3 A]ﬁ:éﬂ‘%lmﬁﬂw&@zﬂﬂ H 2 TR SR (2025 FE459T) (E o | 2026.05.07 {D\i i
RE WAED H
4. | & RTEARB KA N\ A FE T AE RS I 7 A A S CMDE | 2026.05.08 | 1E=fH
KT WIFAESR (AT sl FL e 33 it aF A 48 5 R ) (FiEsk SR
5. | AR ) 55 4 TIGEST A d M o A AR SN ULEiE | CMDE | 2026.05.11 #;‘ °
ﬂ (G}
N W a o of {EsR 2
6. (W& 1 N At A e R0 (AESK S AR ) ) CMDE | 2026.05.12 -
Gl
A P Bk A R A R 2 e 3 4T SR fEsR 2 0
7 ﬁr;ﬁ{l T w AR P A B TAERYE)  (JiEsK 55 | 2026.05.19 ﬁjzf I
=LA it
HSA Regulatory Updates for Medical Devices and IVDs |
8 Virtual Session on 20 May 2026 HSA 2026.05.28 | 2 ik
: BN A RL 2 J5 BRI 28 S AR A2 Wi il S A 58T | e =R
2026 4 5 A 20 HZ ELEHT 4
Content of Human Factors Information in Medical Device
Marketing Submissions: Guidance for Industry and Food
9. | and Drug Administration Staff FDA | 2026.0529 | I1ExXF
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https://www.cmde.org.cn/xwdt/zxyw/20260506085647159.html
https://www.cmde.org.cn/xwdt/zxyw/20260506085647159.html
https://www.cmde.org.cn/xwdt/zxyw/20260506085647159.html
https://www.cmde.org.cn/xwdt/zxyw/20260506085647159.html
https://www.cmde.org.cn/xwdt/zxyw/20260508154726128.html
https://www.cmde.org.cn/xwdt/zxyw/20260511173904118.html
https://www.cmde.org.cn/xwdt/zxyw/20260511173904118.html
https://www.cmde.org.cn/xwdt/zxyw/20260511173904118.html
https://www.cmde.org.cn/xwdt/zxyw/20260512172630174.html
https://mpa.gd.gov.cn/hdjlpt/yjzj/answer/50471
https://mpa.gd.gov.cn/hdjlpt/yjzj/answer/50471
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/content-human-factors-information-medical-device-marketing-submissions
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1. KT R HMBA LI (40) Tk[E 5245 FH A B iR R 1 AR ChP 2026.05.11
2. KT R HMBA LI (9 K FK 2] H H R br i B S 1 AR ChP 2026.05.11
3. 5T 5% Y TR M TR e IR L 5 245 P B e v v 8 2 1) 0 ChP 2026.05.11
4, 5T 5 T A A TR e I ] 5 24 ) s 14 o S 1 8 ChP 2026.05.11
5. DRI IR R A N 4 o U s 4 B R R AR ChP 2026.05.11
6. . B 11 AR\ B = AU 2 R D Y IO /ATAN ChP 2026.05.11
7. IR BB 1 S B 1 N 415 5 T D s o 52 ) S s ChP 2026.05.19
8. KRR R UL IR [ 5K 24 i bt B SR 1R A TR ChP 2026.05.19
N ;‘;;;ZV\;OINNP-USH}} A2 S RS 24 ol F 44 ChP 5026.05.20
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https://www.chp.org.cn/#/business/standardDetail?id=69c351045e0e8435c21e1776
https://www.chp.org.cn/#/business/standardDetail?id=69c34f805e0e8435c21e176a
https://www.chp.org.cn/#/business/standardDetail?id=69f2df615e0eb5fc6ca7da6d
https://www.chp.org.cn/#/business/standardDetail?id=69f2de8f5e0eb5fc6ca7da67
https://www.chp.org.cn/#/business/standardDetail?id=69f2e03a5e0eb5fc6ca7da72
https://www.chp.org.cn/#/business/standard
https://www.chp.org.cn/#/business/standardDetail?id=69f2e2465e0eb5fc6ca7da78
https://www.chp.org.cn/#/business/standardDetail?id=69f0042e5e0e84517c2383f0
https://www.chp.org.cn/#/business/standardDetail?id=52845248-c344-42d7-9c4b-88f77e2ac1e9
https://www.chp.org.cn/#/business/standardDetail?id=52845248-c344-42d7-9c4b-88f77e2ac1e9
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1. ibeautistore.com FDA 2026.05.05
2. Ray’s Vitamins FDA 2026.05.05
3. Active Cosmetics Manufacturing Inc. FDA 2026.05.05
4. CareFusion 213, LLC FDA 2026.05.05
5. Ava Inc. FDA 2026.05.05
6. Respilon Production S.R.O. FDA 2026.05.05
7 ll\feil:;};h CBéntSehandre, M.D., MBBS/Ashirwad Hospital & FDA 2026.05.05
8. Estar Technologies Ltd FDA 2026.05.05
9. ProRx LLC FDA 2026.05.12
10. The Fish Aid FDA 2026.05.12
11. Naveh Pharma LTD/Bigdam Inc. FDA 2026.05.12
12. DK Hardware Supply FDA 2026.05.12
13. Ridley USA Inc. FDA 2026.05.12
14. La Crema De Rebeca FDA 2026.05.19
15. Lus Essentials LLC FDA 2026.05.19
16. Naseem A. Jaffrani, M.D. FDA 2026.05.19
17. PolleyMed, LLC FDA 2026.05.19
18. Hangzhou Yiqi Biotechnology Co., Ltd FDA 2026.05.19
19. JW Nutritional LLC FDA 2026.05.19
20. Harbin Jixianglong Biotech Co., Ltd. FDA 2026.05.19
21. Sourav K. Mishra, M.D. / All India Institute of Medical Sciences FDA 2026.05.19
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ibeautistorecom-726302-04242026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rays-vitamins-726694-04242026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/active-cosmetics-manufacturing-inc-722408-04222026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/carefusion-213-llc-722729-04302026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ava-inc-721180-04142026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/respilon-production-sro-719705-04202026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mukesh-b-chandre-md-mbbsashirwad-hospital-research-centre-724911-04292026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mukesh-b-chandre-md-mbbsashirwad-hospital-research-centre-724911-04292026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/estar-technologies-ltd-716831-04222026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/prorx-llc-723704-04072026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/fish-aid-726862-04032026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/naveh-pharma-ltdbigdam-inc-724669-05042026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dk-hardware-supply-726865-04032026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ridley-usa-inc-720800-04032026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/la-crema-de-rebeca-728782-05142026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lus-essentials-llc-728783-05142026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/naseem-jaffrani-md-729750-05042026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/polleymed-llc-726018-05142026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hangzhou-yiqi-biotechnology-co-ltd-720707-04152026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jw-nutritional-llc-722096-04152026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/harbin-jixianglong-biotech-co-ltd-723330-05012026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sourav-k-mishra-md-all-india-institute-medical-sciences-724881-04292026
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22. Aja Health and Wellness Inc. FDA 2026.05.26
23. Alchymars ICM SM Private Limited FDA 2026.05.26
24, GSC Products, LLC FDA 2026.05.26
25. GC America, Inc. FDA 2026.05.26
26. Sato Pharmaceutical Co., Ltd. FDA 2026.05.26
483
1. Excel Vision FDA 2026.05.15
2. Allergan Pharmaceuticals Ireland FDA 2026.05.01
3. Ajinomoto Company Inc. FDA 2026.05.06
4. Somerset Therapeutics Private Limited FDA 2026.05.06
5. Shouguang Fukang Pharmaceutical Co., L.td. FDA 2026.05.06
6. Bio-Thera Solutions, Ltd. FDA 2026.05.06
7. Wells Pharmacy, Inc FDA 2026.05.08
8. SCA Pharmaceuticals, LLC FDA 2026.05.08
9. Staska Pharmaceuticals, Inc. FDA 2026.05.08
10. Dabur India Limited FDA 2026.05.26
11. Intas Pharmaceuticals Ltd. FDA 2026.05.26
12. Central Alabama Veterans Health Care System - West Campus FDA 2026.05.27
13. BPI Labs, LLC FDA 2026.05.27
14. Wells Pharma of Houston LLC FDA 2026.05.27
EU
1. NNGYK/34812-5/2026 EU 2026.05.04
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aja-health-and-wellness-inc-729644-05182026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/alchymars-icm-sm-private-limited-724429-05212026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/gsc-products-llc-729653-05182026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/gc-america-inc-727602-05142026
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sato-pharmaceutical-co-ltd-723059-05182026
https://www.fda.gov/media/192522/download
https://www.fda.gov/media/192263/download
https://www.fda.gov/media/192332/download
https://www.fda.gov/media/192342/download
https://www.fda.gov/media/192341/download
https://www.fda.gov/media/192338/download
https://www.fda.gov/media/192260/download
https://www.fda.gov/media/192262/download
https://www.fda.gov/media/192261/download
https://www.fda.gov/media/192690/download
https://www.fda.gov/media/192689/download
https://www.fda.gov/media/192438/download
https://www.fda.gov/media/192439/download
https://www.fda.gov/media/192443/download
https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=184816
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2. MT/002NCR/2026 EU 2026.05.05
3. MT/003NCR/2026 EU 2026.05.11
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https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=184851
https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=185010
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