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KIESIEEZRMBLLER (fermentation) K F & AL (semi-
synthesis) HEZMER U AMAYRAEWER - BRARTESS
(New Drug Applications, NDAs) ~ B2 2Ze355 (Abbreviated New
Drug Applications, ANDAs) KEFISIHZ%E _EHRBZETER
(Type Il Drug Master Files, DMFs) ~ 3E B 5 1 & &
(Nonprescription Antibiotic Drugs) ©1 2% m & /K & B 8 &

(Investigational New Drug Applications, INDs) °

KRIESIEXARENERY HERETEAEEYAFTTIRITER
BREERE (Current Good Manufacturing Practice, CGMP) £
KIG - BRAIES I EREM AAYRE -

KIS | BZRNHZINIESEY) (extraneous contaminants) ~ 44
Bl (microbiological control) - ZEHZES 2 AREESTE AL
#)  (cell substrate-derived impurities) * 5% 8 /& B (residual
solvents) « JTTEALEY) (elemental impurities) KEBZEIIERM
(container closure system) SN EHIERKBEMEE 22 0 Y

1


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/establishing-impurity-specifications-antibiotics
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4. BWHFSRHEEZNERRBE . BEAFUMAD KARYES
Y Hop SEM RO R E RS EEEAEE B RV SRR EIAER -
EIUE - B IE IR S YT o RS AT - LUERIR R ZE chpy A 41
KIMEZRREEROY) - DUREmPHIEREY) -

5, HRNMUEBE¥ERAFAEEINER  BREABLER ICH
Q3A(R2) * ICH Q3B(R2) X ICH M7(R2) IRHI - EIMEZRZEMEW
B M EBE %M (United States Pharmacopeia, USP) & &

(monograph) - RIEL R ZE & pf @8 BT & A ¥ B RY USP {Blak 2 25K -

6. % FDA HREPHEE Y TR RIEREN L UIRERI - R
BT -

(1) FrEEePEs  MUWIRERIKIR IR RIFERIRER - W22 ICH HERR|
17 - HHIMERERFERE (qualification thresholds) B s EE
BZAMY) o EABE ; HFEAMERE  AREH‘RZZ MG
Bl - BIMKTE 505(b)(2) BEISERFE - Ol ZEHR {E i S 5 E %
(proposed drug product) 2 FZEm (listed drug) ZHERELER
DRI WIRE - BEPBBEARIRLPHREER FDA 1A
Y ETHIAERARES -

(2 BREEEE " HRRNEIEE | pBIRAE D REEHE R - ¥R
mZ R 2 473L ICH Q3A(R2)/Q3B(R2) v EHES
BREMNRAZEY  EXEARBAEEBRMW A X (risk-based
approach) REHSRE - BIRHTELZEHEE - Wik ICHM7(R2)
AR B R E M R - AT IR 2 A Y SN PE R E Y BB R R R E SN
ERERER . BREEHZEZM®E - LoEB Controlled
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Correspondence £325E FDA &3 1ABI & U285 -

(3) FFEH EimEEm : DWFEIRRI E B S EEREK ; A
FFAAEXE . BTk USP <476> - <466> K <1086> 45 BAI& T -
aEREEERR - EREIERIRE (threshold of toxicological
concern) & ICHM7(R2) EiITZ 2 MHENEREMEMRTE @ WE
RREMISUSEEER -

(4) Rk ZEch Z R 4B ) B B e R AR PR R E ) 2 o WIEZE - KRB B R R
EHRIBRHTEAAEY (specified impurities) 81K 45 E A 4E 49
(unspecified impurities) - S P R IBREEY DURAE 7 42
A -
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