FDADY 20254 [ (FY2025) [CE2EHETIEfHHLI=-GMPE & E 4

2025 F FDA ZEEHZEZ KR EM
ZLEEOHIBMIN2ET BE20EU LTRSS,

AHETIE. HIFEELEBLCMP:E R #RYIRLIEHS




xHZHM>1=GMP:&x (Top 10)

1.211.22 @E EEHRF (Quality Control Unit) D EE &b Z IG5

=188,

2.211.84 [FM - B EOEBRB LU RE 1EE211.2243

U, 4

LI EDieE% TiaHE,
.211.100 F|EE - &R EE
.211.166 & E 45X

. 211.165 HTEHIE
211192 EEREFkL Ea—
.211.160 AEBR=EEE

21142 FHE-BEDRETEEE
21113 MEYEREE
10. 211.67 FBRED K% RSP

© 00 N O O b W

11.211.188 /\yF R 5 - EIFLi%2025F E FDA ZEEE DM EMR

2



HIZRREMNZ - T-7E1E

EBE-%E(211.42) BE6FRTEE - ICBET 48
HIEEANER], an interesting upward trend... 22% of
cases... did not meet the requirements of Section
211.42 ]

FHICEERAIORERIZTEHEERE,




HETI!)7 TOHE)E RSB

XEICEARFELTHEITONTLWOIAAE
= —R1) 7 FEHTFFELLLY [There are no
procedures for environmental monitoring in aseptic areas |

SEFE O HEFIEDAR/N)T—F TCleaning and disinfection
procedures in sterile areas are not validated |
-BEIUT7ICEREYEMDEFLEIAEN TS INon-sterile
items in aseptic areas |-

V)= )—LDFREMFEL, JEEEE TRough, hard-to-
disinfect surfaces in the clean room |
fﬁl-s TR EBBEFIEOXRIN - FMEhZE LB LEER

&\, [By far the most common deficiency concerns monitoring and
disinfection procedures... ]

4



BRICHhAHMHE: mERIEEFT (QA/QC) D ETR =

211.22(mEEEHIMFDER) AxEHTHLHILE. BEE
BEEONMEMBEEL TS LG,
[ This correlates with the quality assurance unit's

insufficient adoption of responsibility... described in
211.22]

T




F&6H (EH)

FY2025DFDAZEETIE. U THAFELHERELTE
=REYIZIE->TLVET

- EEEEM(QC/IQA) DEEFEITHED
tH D [ =8

JEUUE L @%ﬁd)nﬁﬁ HEBD A E
FIEE-REEE., REMRAER., HEHIE. &Ll E
:L—Etd) ZIKE’]GMPE#FO)R,%
-EE-HE(FICERREMRSS) DR -HEEHEOAE
75\1'*'7JEI

-H_IU7—CG)£'§¢¢:E 5“)/7 &@wﬁa@——l"ﬁkﬁﬂ@
EIE/\'JT AN HREARELT. GMPOEKRFRR| (FIEE.
LBk, BER. QAFE) WMERRBIICSFO N TULVELVT—RAMN
ZNNCENREINTULVET, 6

s KM D48

himh




1. A BREEERMDAE

20255 E M Warning LetterCONERLIZRDEY T,

.211.22 QC unit

.211.84 [R ¥ EER

.211.100 Fig=E

.211.166 &S

.211.165 EAE&R - H A

.211.192 EEfxLEa1—

.211.160 RER=E (Laboratory Controls)

.211.42 5%
211113 MEYEE
10.211.67 &l&E %
11.211.188 R &E %

AR EREX L7 FRETHI304 T,

—

O NO O WDN -

©




2. PDFIZEMNN TS E (K4

PDFARNIZEEEH SN TWNAEHFILLLTTY,

s ERRXEORBETE=2)2T FIEMNRLELN
« EF-HBFIEL/N)T—FENTLVELY
- FREVERINEEITIZHFE

« D)= II—LDOFREIEBLIZSLY

Nl

MEMRR-RIETE=2) T OEHBREEE

ELTERBASN TLVET,

1 s



3. AR = BELE D H AR B 5 HEH] (10451)

211.160/211.165/ 211.192 [ZEZ 4T ARERETIEI{ELT
Warning LetterCHREHIZEMM TLVIRBTEZEE T LHERD10IEEH T,

D REBEAZEZDN)T—2aVF R HEENBRIESINTULVALY,
@ OOSTHEMNF+49 OOSHEDERERFFAEFITOTULVELY,
Q@ BHERICLIBRNDESTHTER FHLEREZBHABRTKR,
@ o FTI)OTFIELEGL  EHBEBERAEISMMEE SN TG,
G RERADBROFE LT3 E-TULVELY,

® BBREBORERE HIHEBOKIETIRLEL,

@ ZERHBEOEERE ZEMHABRTELLL,
MEMSBREEORHE BEE=RIJFIELTFE.

QO RERFERLEL—FE QCunit NMERELE1—LTULVALY,
T—R4TT)T4BB IO SLHEIKR-BESLE,




AR E R E THFIZZ V3D

&1L MWarning Letter Tl&
HER = RED Z<I[ERD3DTY,

(D 00S investigation failure

(2 Data integrity

3 Testing into compliance
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Your firm failed to conduct a thorough investigation of unexplained
discrepancies or failures of a batch to meet specifications.
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Your firm repeatedly retested samples until acceptable results
were obtained without adequate investigation.
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RIS

Your analytical methods are not adequately validated to
ensure accuracy and reliability.
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Your firm failed to ensure the integrity of laboratory data.
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RIS

Laboratory records do not include complete data derived
from all tests.
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Your firm lacks adequate written procedures for sampling.
NS

o BTG AENMEELSN TG

13



@ RERBBORESE

il

Your laboratory equipment is not routinely calibrated.
B A {5

« HPLC

* balance

* pH meter
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Your firm failed to establish an adequate stability program.
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il

Your quality unit failed to ensure adequate review of
laboratory data.
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Your firm failed to establish adequate microbiological
laboratory controls.
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