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7|& : Office of Regulatory Affairs
B : Office of Inspections and Investigations

Office of Inspections and Investigations (Ol) is the
lead office for all FDA field inspection, investigation,
import and emergency response related activities.

Oll inspects reqgulated products and manufacturers,
and reviews imported products offered for entry into

the United States.
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@ 2 A= : 21CFR PART 211 - ¢cGMP for Finished Pharmaceuticals

211.1Scope
211.3Definitions

211.22|Responsibilities of quality control unit.

(a) QCU9 = CGMP gJ2i 3|
(b) QCU2| Q1 a} At CGMP XX I i3
(c) QCUe| E& 2 SHESMAUX HE
(d) QCUY HEHX}
211.25|Personnel qualifications X e
(3) MAFEIIX} W U X2(CGMP R7ALE QIX]) ul § 22
(b) 8dge| Y HE 2 XX w g W XHHE S 1| e
(0 My Y EHEE AR 21X wg U X A S
A HAEY H3

211.28Personnel responsibilities

OECLCES; AHE B
(b) ZrRixF 912 2 91 2]
CECLETLE AU EY e
(0) Z0I FHS DIFI= HAA0] AZTEN 5 X A

211.34/Consultants
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211.42Design and construction features
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SHH O AHAFREE]
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211 .44Lighting B
211.46Ventilation, air filtration, air heating and cooling 27| X38p0| 22|

(a) Mot 7] Al H|

HEPA Filter 2]

(b) X124, O)’SE BX|, 255 #2| 5 90 2| 1H]

AHeA e

(0) S7IZSHA|AH SH|

ok HFE B

211.48Plumbing Clhabels
211.50Sewage and refuse 7| = e

211.52

Washing and toilet facilities

- MHSE M|H Al FH] Y ZAEOA H2 0| ALl 2N A E 22
211.56/Sanitation HiARES 22| 2| aa|
211.58Maintenace |22
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& =2 MAL 8= : PART 211 - cGMP for Finished Pharmaceuticals

211.63[Equipment design, size, and location AH|e|

- AH|9 MIX U R X 0|, AT 9|, C|X}QI & AjO|= N ZEH E 2)A7) e
211 .65|Equipment construction

(3) ME0 H2 0JX|X| 4= HH| ES M2 ZH| 2 21AH 2|2

(b) HH] B30 AFEE= S2O| WA HH|0 HEEX) $EE 2
211.67|Equipment cleaning and maintenance

() 2H|9) F7)1H MX U FX| ¢z Clhkl

(b) MIA & S| =Xt EAI8t M= EH] & 21AH)2)+ e
(i) ZHlo g4 Y FX| H4 ZHQfar Mot 2171713 2l dee
(DMHE Y AF 7| HadHE Ee
(iii) P4 U 2H| 2|0 B HX}
(iv) O %t Fa| 2 Y4 0|15
(WMAMEHAH = L HH|9 HS HX

(vi) AH2 =] TH| Q) HZAME BH ™}
() MX, 21, X122 L HAHO Lo 2|5 Et
211 .68Automatic, mechanical, and electronic equipment
(3) Xk, 21AIA] 2H|oj| TS FO1N W, HAL Aud
(b) ARE AJARIOI N U 2ZH HZ / HJOJE] WY HX} A ZRES FH] g
X} G|OJE{ o HHY e
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211.72Filters
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211.80General requirements R
211.82Receipt and storage of untested components, drug product containers, and closures e
(a) P&, X Y0 Al ot HAEHEZO MY, EY &Y L= US Y I, 2H 02 §)  [Xixj¢E

(b) Al L 201 M g Xpxfo] 2| H2h211.80 &)

=2t

211.84Testing and approval or rejection of components, drug product containers, and closures

(3) QCU A gte N B E Y=, X AL 2% Hz it
(b) Lot 'H O§ 411 F0i CHoll CHE A AFI (RS HAAxHF 224 E= 2B 2IF HR A ZHF
(O A HF| "X} XHH 2 A
(d) &8 HA L A
(e) 2t ST TE EX T ZapF MEohX) 201 S A2/ BNt Al AR 2%t

211.86Use of approved components, drug product containters, and closures e
- Mo e U Ao MYME KHxH 22|

211.87

Retesting of approved components, drug product containers, and closures

- SEH EYS 0/ BYE L= 01 B8 Hiw, XIHOJ THAIE A

211.89Rejected components, drug product containers, and closures S HE Y X
- EXot e U XY A HA U 2| 2t
211.94Drug product containers and closures
(3) XFxH0) A2 O)X)X) Y& HAH(HS SE S) ke
KRR 2t2]

(O XHol FZ, B =E HAHY Ligt 3T A3
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& =2 MAL 8= : PART 211 - cGMP for Finished Pharmaceuticals

211.100Written procedures; deviations M ZXA| L 2|FA 2

(a) M4 2 S8 2| »X FMSHQCU HE) MESZHA S e
211.101|Charge-in of components

(3) Active ingredient] 2 CHH| 100% &S E = batch XX izt

(b) =9 J&F 54, 27 5¢ Hz I AY e
211.103|Calculation of yield

-2 A, HEX 2F HR(XHs3 HH| A Al HEXH19) HNZEsE e

211.105|Equipment identification

(3) MAFAIAIEEl= 28 U B H|0], 3™t L FR/4H|0f| CHEH HHX|
N=ol ZRC A T A8 %1 BN 2
(b) &2 MH|0j| 1R AlHHE 20] U Batch recorddl] 2|5 MZEXIA L 215N e
211.110Sampling and testing of in—process materials and drug products

(3) 2 batch? 3 & AA MF L H(QCU N/& TH) ST LA |
(b) A& Z 17t = specll] £45H=X| 20 Al Z e
(0 M4 3d 5 EEHEEMUM ZHEA Y
(d) 38 & BXNEE AlE BA L 22| 2

211.111[Time limiations on production darte]
- 52 BE5H= 2 WA 9] 2t H|BF AjZHo) CHOF H X}

211.113|Control of microbiological contamination DEE A e

(3) 012 Y2 UX|5H= HX}
211.115|Reprocessing
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& =2 MAL 8= : PART 211 - cGMP for Finished Pharmaceuticals

211.122|Materials examination and usage criteria KR g2
(3) XHRH(2H4, EFQf QI =l it g, AXMAF, AIelo) it HXt M3} XHR Z AL
(b) #Z0 2&lot= XA Q1 L AL, 28l6HX| i= Xixjo| 2t X2 TS el
(c) ZF Xpxjol in, HAF Y X /2 o 20 Ci5t 7|5 RX| AL 215 ¢
(d) 2rio) AlH BA| U 1 E Hat Al e
(e) 22 Xty mj|2| E0X}Y e
211.125|Labeling issuance XHRH e
(a) Zrf0ll ALR El= 21O Aot g6 U 2| 7IE(EE2I5 E0XXY e
(b) Master/batch recorddl] FAIE! 2fizla ZUSHX] Hju HA} N
211.130Packaging and labeling operations KR 2HE
- 2P, 2PflE XhR, EEARRY A =X ZA2) EIYST #i
(3) CHE Xt 2 Fe|E S0 2 L uXY WX EEXA L 215M e
(b) 2Pl )22t SHE BA I 2 N e
(c) batchi2| L MX 0]3 £X0| 7}50 LottHZ HA| =dEae
(d) T =] M, T3 o 2pa Xpxf Metol 2 2191 & batch recorddl 2|15
() ZF AU M, g 4 2pH3 Ad B Z batch recorddi] 2|15
2111 32Tarrc1’pe;—evident packaging requirements for over-the—counter(OTC) human drug
products
211.134Drug product inspection
211.137|Expiration dating
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211.142\Warehousing procedures =5
() WIS ghtad) B X EM3) =gk

(b) QCUS| £51 5 T HIFE A2 B L MHEG 255, L R0 M B

=2

211

.150

Distribution procedures

=2

() MYME9| Hx}

M= 2l e

(b) B2 Al R&E S3 Lot HIF 2|7 0|55 5h= AIAR TR

211

.160

General requirements

|

b2 of CHEH QCUSl HE

r

@) A4, 2I1&, dH M A=, AlY 2x Y

aA e

(b) AR e Hxt 2

A EXL e

211

165

Testing and release for distribution

() £51 ™ batch'8 2tHIE Z|5 AHL0H CHaH AR HAl

AR 2IF 2

(b) O|4-=0i CHEH X Hot HAE

0SS Al &2

(0 2 WF & AT A 2 BR ENS R ES

AA 2e

=
(d X 2 721& 2%

= AlE7)E 2e

(e) Al oo M (Y, Ridd, S01d, MEd &9l

‘W00

211.166/Stability testing
211.167|Special testing requirements

(3) B =& U SX0] 8l0j0fste M2 AT}
211.170Reserve samples | E e
211.173|Laboratory animals e els
211.176Penicillin contamination e els
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& =2 MAL 8= : PART 211 - cGMP for Finished Pharmaceuticals

211.180General requirements

(a) D= AR |22 phatch 77| 2HE £|4 113 O] 4 Ht M EXA| L 2|5 A e

(b) BE EXMAHAL T 7|2 batch RE7|ZIC2EH 2|4 113 0] Hit =AM 2 2| S4E

(0) 2IS 29 AL E EE Is(FXN o HMO| 71550 27 5F) HAERBIL
211.182Equipment cleaning and use log A

- 32 dH|9 NN FXEHs T AR 2|15 M| 2 dH| 2 2)1A2| 5 ¢t
211.184Component, drug product container, closure, and labeling records

(3) LotE HEH, 22894 B, 2=29HQ HIHE, M4 IE M+ 49X & X g
211.186Master production and control records NSHEEA 2
211.188Batch production and control records M ZXA| L 2|5 A e
211.192Production record review
211.194|Laboratory records
211.196|Distribution records

(3) HIZE, &, MY, QX2 0|8 U F&, 25UXL &8, M E LotHE 2HH| &2l
211.198Complaint files

(a) =T HX 22 ERTSIE
211.204Returned drug products SEMONHE e

- ST HEO gt MY, W2ts Bt EA3 L F4(FA21E BEA T2 / EE21E B MESs e
211.208Drug product salvaging
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Slow and steady wins the race



