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References:

21 CFR part 211: Current Good Manufacturing Practice for Finished Pharmaceuticals

21 CFR 211.22: Responsibilities of quality control unit

21 CFR 211.80: General requirements (for the control of components and containers)

21 CFR 211.94: Drug product containers and closures

21 CFR 211.67: Equipment cleaning and maintenance

21 CFR 211.100: Written procedures; deviations

Recall announcementsExternal Link Disclaimer FDA Warning LettersExternal Link Disclaimer
Date: 7/5/2011

14. REXAFEAXEZRHE (USP) TRHPIEENMTAZRNEHEEZM (USP) &5l
BEMEAME S (AP1) ?

ATEE; B, WRHIS, MR RATTE (IR USP £%). FD&C
ERE 201 (@) N AENRU 2] B ER P&, BFE APL (B HANFLZ
i X, AR 501 (b) 25K USP HR\E 25 i b FF &8 7 LR P iR . i &
A EEARHE, BCE LAUAARER S USP brifE 2 57 . R B2 1) i D255 & L0 5
oA bR E, BB B R AELEL R RIE. E&MH, SRR RS USP 7
FEMRESEL, 2T BRFEWN 7 e S B USP HiEA A E . B API
D55 8 FD&C V256 501 (a) (2) (B) Z4&HIME, R4l CGMP #HTHiliE
References:

FD&C Act Chapter V: Drugs and Devices
USP 38—National Formulary (NF) 33 (2015) General Notices, Section 6.30
Date: 6/9/2015

15. WHRFHTAR API, MUBREMNFEHMAETN USP EXR (10F) ?
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WAFFE CGMP. K, FDA JHEE API &g 845 ICH 1748 Q7 W&t 2 pi 7y R4
FERYERE FE . B AP HIE R AL APL FRZEEFE M IET (COA). ICH Q7 24
11.4 F58, APT HilI&E R 1) COA IR WHE AP 4R 250, #L5 /4905 . U7 H I,
DA “HR 8 25 gl 5 P B SR AT I AR, G EZ IR B FIR R A E S R i
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B, VEARHEIR. RS 2 S A L7 A, 21 CFR 211.84 (d) (2) FilE, “M
SRRl A AT AR, DA A LR A T 8 M Sl . 5 B A0 B T T A i e T A
BEAT IR, T2k B o B SIR i o A i, (R AT B2 G 7 22D R o AT —
TR T PR 4 AR, S J 0 7 3 22 AT B[] 0 o PR o L %7 i (0 X 2 SR A T3 2 I BIE, oK
FEL LRI AT AT SR . IR, A0 SRR 2 I R A2 APT R ) COA H R
GERL, AR E CHHA TR (B T LT S R HE D, T i 7 0 UG IE APT fER
PRI EEPE . IS UERR /R A 24 St WG R ) 8, RS CGMP R RS 5 31 1) S5 ) PR g —
B B2 il I R L SR DR 2 L APL & 25 LAY, D732 @i M APL B30 E API
BERIF AT SR, I EATR .

References:

FD&C Act Chapter V: Drugs and Devices
21 CFR 211.80: General requirements
21 CFR 211.84: Testing and approval or rejection of components, drug product containers
and closures
FDA Guidance for Industry, 2001, ICH Q7 Good Manufacturing Practice Guidance for Active
Pharmaceutical Ingredients

Date: 6/9/2015
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