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Part 210 - Current Good Manufacturing Practice In Manufacturing,
Processing, Packing, Or Holding Of Drugs; General

HBoedlig. I, SEIIACGMPE N

210.1 Status of current good manufacturing practice regulations

cGMP #9345 (2009412H101)
(@) The regulations set forth in this Part and in Parts 211, 225, and 226 of this Chapter contain the minimum
current good manufacturing practice for methods to be used in, and the facilities or controls to be used for, the
manufacture, processing, packing, or holding of a drug to assure that such drug meets the requirements of
the act as to safety, and has the identity and strength and meets the quality and purity characteristics that it
purports or is represented to possess.
Ry Fe KRB F211. 2255022638 2 B 5 51 88 B AT ) T4l 38, Ao L. QL3RI A 25 4 69 808 = 4] 69 RAK
RIFH M E, UHARLEBGYF L ET RO RR, B LR EY, FEENERIREG R ZH
Yo EAFAE o
(b) The failure to comply with any regulation set forth in this Part and in Parts 211, 225, and 226 of this
Chapter in the manufacture, processing, packing, or holding of a drug shall render such drug to be
adulterated under Section 501(a)(2)(B) of the act and such drug, as well as the person who is responsible for
the failure to comply, shall be subject to regulatory action.
BB, T, OEKPAETRET, WwRBREF ARSI FRKEE211. 22552263k 5 F A, 7 4G AEFTH
2, KRz BRI «EBEHEY £501(a)(2)(B) (B AT A21U.S.C.351) FH#ikEABMR, ZHm AR KL
B FEA R AR L F] BB AT 9 2 Ko
(c) Owners and operators of establishments engaged in the recovery, donor screening, testing (including
donor testing), processing, storage, labeling, packaging, or distribution of human cells, tissues, and cellular
and tissue-based products (HCT/Ps), as defined in § 1271.3(d) of this Chapter, that are drugs (subject to
review under an application submitted under Section 505 of the act or under a biological product license
application under Section 351 of the Public Health Service Act), are subject to the donor-eligibility and
applicable current good tissue practice procedures set forth in Part 1271 Subparts C and D of this Chapter, in
addition to the regulations in this Part and in Parts 211, 225, and 226 of this Chapter. Failure to comply with
any applicable regulation set forth in this Part, in Parts 211, 225, and 226 of this Chapter, in Part 1271
Subpart C of this Chapter, or in Part 1271 Subpart D of this Chapter with respect to the manufacture,
processing, packing or holding of a drug, renders an HCT/P adulterated under Section 501(a)(2)(B) of the act.
Such HCT/P, as well as the person who is responsible for the failure to comply, is subject to regulatory action.
ARIEREF127T1.3D) T e9 23, MEAKRDIL. BB UR i Fatl B = H(HCT/PS) sy ek, #{MEHE iF ik,
R(EFERGH N K) T, B 5. QEISHEGIMGITAF o ZEE, ZHMHARIEZ* H505442
G W I SRARIE N AR G-k F 301 A A AR S TR R BT A A 2T, LR E T F1223 5
AL GG IR F FAAE ) 0 IAT RIF U R EBAR T RAFUARARFTH211. 2254022634 F 69 HLE 9k KAk
HFAFH21. 225402263k AFRFI2MFCTFHFRAFR12MFDF X TH RO E, wI. @RI
AT E R AT, B mARYE % % % 501(A)(2)(B) 77 B8 49HCT/P, X e HCT/P AR R fit i 7 89 sr A= AN % 3]
BEATFZ R

[43 FR 45076, Sept. 29, 1978, as amended at 69 FR 29828, May 25, 2004; 74 FR 65431, Dec. 10, 2009]
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200445 F 258 %694 « £ E I AR 298287,

20094120108 £74 % <K £ B BFNIRY 654317

210.2 Applicability of current good manufacturing practice regulations
CGMP:x#E M LE (2009412/7108)

(@) The regulations in this Part and in Parts 211, 225, and 226 of this Chapter as they may pertain to a drug;

in Parts 600 through 680 of this Chapteras they may pertain to a biological product for human use; and in Part
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1271 of this Chapter as they are applicable to a human cell, tissue, or cellular or tissue-based product

(HCT/P) that is a drug (subject to review under an application submitted under Section 505 of the act or under
a biological product license application under Section 351 of the Public Health Service Act); shall be
considered to supplement, not supersede, each other, unless the regulations explicitly provide otherwise. In
the event of a conflict between applicable regulations in this Part and in other Parts of this Chapter, the
regulation specifically applicable to the drug product in question shall supersede the more general.

A AA AT G211, 226402265 a9 A AL, B A R AT ) H600 2680 b, BAE
MTREARERGEY R X, EAFWEI2MFFTYER, BAHCNERTAEA B Akmie, 845
RETFmpRayreg % (HCT/P) (MHRIBiZEEFE50553 69 P iF RARIE I Nt AR S%> %351
FARAR AN T S F T WIR) 5 RIFFENGARAAIE, TNEAAMEIL, dA2EEZEK. e RAHH
LARF RIS FERGENL AN R, WEITERTHT 5000 R NA %

(b) If a person engages in only some operations subject to the regulations in this Part, in Parts 211, 225, and
226 of this Chapter, in Parts 600 through 680 of this Chapter, and in Part 1271 of this Chapter, and not in
others, that person need only comply with those regulations applicable to the operations in which he or she is
engaged.

do E—NARINFERF S AEFH211. 225402263845 AF £600£680= ¥ AR AF F127T18.%, m AL R
Hodpopag R b 5 MARFEFER T LN F LG

(c) An investigational drug for use in a phase 1 study, as described in § 312.21(a) of this Chapter, is subject

to the statutory requirements set forth in 21 U.S.C. 351(a)(2)(B). The production of such drug is exempt from
compliance with the regulations in Part 211 of this Chapter. However, this exemption does not apply to an
investigational drug for use in a phase 1 study once the investigational drug has been made available for use
by or for the sponsor in a phase 2 or phase 3 study, as described in § 312.21(b) and (c) of this Chapter, or the
drug has been lawfully marketed. If the investigational drug has been made available in a phase 2 or phase 3
study or the drug has been lawfully marketed, the drug for use in the phase 1 study must comply with Part
211.

BT AR RAT LA 2540, Jn AF31221(A) P38, &" £ E AR %215 % 351(A)2)(B) HLAE 49 HHLL o
BB AT RE AT E2MNENZMRA . 22, 4o KF312.21B)#(C)prik, —BHMRHEMESE M ERS =
MR RS EH XL BERE T REMLA, IFHNTRAELET, NEX—BRRER T LS N
RPN o RAFL G D CEFZ2HBERFEINEA LT HRF, RZHHebELF, NWEZIHE
B G AR 89 25 00 0 A B 5 21130 5 89 L o

[69 FR 29828, May 25, 2004, as amended at 73 FR 40462, July 15, 2008; 74 FR 65431, Dec. 10, 2009]
(XA

20045258 #69 4% «EE BN 298287,
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210.3 Definitions
£ (2009412A108)

(@) The definitions and interpretations contained in Section 201 of the act shall be applicable to such terms

when used in this Part and in Parts 211, 225, and 226 of this Chapter.

% % 5 201 P 09 & S e B E N T AR Fo K E H 211, 2257402263 51 1) 69 3L K Ko

(b) The following definitions of terms apply to this Part and to Parts 211, 225, and 226 of this Chapter.

AT RiE R SER T A FoRF 5 211, 225 2226 3 5.

(1) Act--means the Federal Food, Drug, and Cosmetic Act, as amended (21 U.S.C. 301 et seq.).

B R G BASIT Y CBEIR RS etttk (FEFERF21EE3015RLELEE) -

(2) Batch--means a specific quantity of a drug or other material that is intended to have uniform character
and quality, within specified limits, and is produced according to a single manufacturing order during the
same cycle of manufacture.

(#) H-RIGEALILEN, HBE—AF BN E—HRRF L= 0B G— R AR TSR
GAZEEEE T & &

(3) Component--means any ingredient intended for use in the manufacture of a drug product,

including those that may not appear in such drug product.
SR =35 T A A e AT RS, LAE T AR R ILAE LR 4 S b 69 o
(4) Drug product--means a finished dosage form, for example, tablet, capsule, solution, etc., that contains

557 31 3 43 5
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(12)

an active drug ingredient generally, but not necessarily, in association with inactive ingredients. The
term also includes a finished dosage form that does not contain an active ingredient but is intended to

be used as a placebo.

-t e A, Blde A R BRF, BT (BR—R) 28 5IEERRSAE X T HH R
5, HEARIBLOIE RS E R AL IT HRAER R 69 e A A
Fiber--means any Particulate contaminant with a length at least three times greater than its width.
Y- RAG KL E I KT R ZAF AT AT 2o
Nonfiber releasing filter--means any filter, which after appropriate pretreatment such as washing or
flushing, will not release fibers into the component or drug product that is being filtered.
TN LB RIGEATILIR R, BE SO (ki 3tk) B, RAaRagsis Eiid
TEH LA R T e F o
Active ingredient--means any component that is intended to furnish pharmacological activity or other
direct effect in the diagnosis, cure, mitigation, treatment, or prevention of disease, or to affect the
structure or any function of the body of man or other animals. The term includes those components that
may undergo chemical change in the manufacture of the drug product and be present in the drug
product in a modified form intended to furnish the specified activity or effect.

EWRS - EHRR LW . B M. B PREGETHERIAEER, P m AT
WM B AR LEM) SALAT I R A9 AEAT R 5o % RIE QAEAR LA 2 & 7 AR F TR AT TGRS, X
R AT KALET e, AR Z G EME R R
Inactive ingredient--means any component other than an active ingredient.

e F RS-~ RAG P AR VAIN B9 AT AR5 o
In-process material--means any material fabricated, compounded, blended, or derived by chemical
reaction that is produced for, and used in, the preparation of the drug product.

o TH A5 AR & B mblid. A4 RE B S B AT & G AT

Lot--means a batch, or a specific identified portion of a batch, having uniform character and quality
within specified limits; or, in the case of a drug product produced by continuous process, it is a specific
identified amount produced in a unit of time or quantity in a manner that assures its having uniform
character and quality within specified limits.

Pl AG — MR — WA ZIA S, EARLEANBEAR— R RAFRE: &, T THEEMTAEZHY

oo, W VABRT R R ZHITAEZFEAFIRE, AHRLIENEREN LA AR —GBERFR .

Lot number, control number, or batch number--means any distinctive combination of letters,
numbers, or symbols, or any combination of them, from which the complete history of the manufacture,
processing, packing, holding, and distribution of a batch or lot of drug product or other material can be
determined.

ME BH TR FE. RFIFSHETRS, RENGETRS, TUHE—RRKE

R AR &, T, R AT ES L
Manufacture, processing, packing, or holding of a drug product--includes packaging and

labeling

(13)

(15)

(16)

(i)

operations, testing, and quality control of drug products.

BREHE L. EF. BA-0EHRG R WERE. Bl R4,

The term medicated feed means any Type B or Type C medicated feed as defined in § 558.3 of this
Chapter. The feed contains one or more drugs as defined in Section 201(g) of the act. The manufacture
of medicated feeds is subject to the requirements of Part 225 of this Chapter.

2 R Y At--45 R 5 568.3 % B & SUAAEATB A RCH 25 R ot o 25 A At 629247 A £201(9) F F 2 X8
—HREANGY . HRMA B IR S ARTFEH22535 509 & Ko
The term medicated --premix means a Type A medicated article as defined in § 558.3 of this Chapter.

The article contains one or more drugs as defined in Section 201(g) of the act. The manufacture of
medicated premixes is subject to the requirements of Part 226 of this Chapter.

BHT LA AT F 5583 P A LM A KB, HEOLIZITAE 201(9)F T XY —F XS
NG, HHTIRAED R E AT A AT H 22630 509 &Ko

Quality control unit--means any person or organizational element designated by the firm to

be responsible for the duties relating to quality control.

S BLEH TR A8 5] 48 R R F AR BRI AR A BRI
Strength means:
AAE:
The concentration of the drug substance (for example, weight/weight, weight/volume, or unit

dose/volume basis), and/or

5 8 1t 3t 43 5



\ E ) — it BHE YRR —

BRI RE (Blde, T2/EF. TEZ/HRRIEN SHRBRIEL) o/ K

(i) The potency, that is, the therapeutic activity of the drug product as indicated by appropriate laboratory
tests or by adequately developed and controlled clinical data (expressed, for example, in terms of units
by reference to a standard).

B BPARAEIE 4 69 SIS E A M) ST 45 69 16 RAT R VT B A w43 R 69 25 B 0s 7 B () e T AR AR 2T &
T % BA 935 MR ).

(17) Theoretical yield--means the quantity that would be produced at any appropriate phase of
manufacture, processing, or packing of a Particular drug product, based upon the quantity of
components to be used, in the absence of any loss or error in actual production.

BRFE-RBALT. WIROELINHGROE—ELSHERTY, FEETHIEAGASGREELF L
P RALATIR K R RGERLT, BAAE T,

(18) Actual yield--means the quantity that is actually produced at any appropriate phase of manufacture,
processing, or packing of a Particular drug product.
EFEEE-RERARALT, I, QROE—ESONREFREZ RO E

(19) Percentage of theoretical yield--means the ratio of the actual yield (at any appropriate phase of
manufacture, processing, or packing of a Particular drug product) to the theoretical yield (at the same
phase), stated as a percentage.

BRKENE -7~ 2(E 7 T REFEA R aE S HE) 5 E® 7~ (A F UL &,
VNP & S

(20) Acceptance criteria--means the product specifications and acceptance/rejection criteria, such as
acceptable quality level and unacceptable quality level, with an associated sampling plan, that are
necessary for making a decision to accept or reject a lot or batch (or any other convenient subgroups of
manufactured units).

B WAT R - S AR S 69 BRAE T ik ek 69 2 5 09 T AR IRAT R e oA R AEAEAT R (Jo S AT KR
Fo R AEHG R FKT), LR EMERBR (R EF BTGP B)HBGL TR E.

(21) Representative sample--means a sample that consists of a number of units that are drawn based
on rational criteria such as random sampling and intended to assure that the sample accurately
portrays the material being sampled.

REMH R —MER RSB REMR (RBEE) |, Fa25 T2 (L) , ARKIEHESE
B 4 2 A IR S B9 W

(22) Gang-printed labeling-- means labeling derived from a sheet of material on which more than one item

of labeling is printed.

B RIAR - R A8 AT 5 AR A A9 AH R P RIAIAT & 38— KA E4T9 T — AL A B8 AR 4

[43 FR 45076, Sept. 29, 1978, as amended at 51 FR 7389, Mar. 3, 1986; 58 FR 41353, Aug. 3, 1993; 73 FR
51931, Sept. 8, 2008; 74 FR 65431, Dec. 10, 2009]
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Part 211 - Current Good Manufacturing Practice
For Finished Pharmaceuticals

B A7) | 2§ 49cGMP

Subpart A-General Provisions

—REK

211.1 Scope
eH (2015459AH171)



(@) The regulations in this Part contain the minimum current good manufacturing practice for preparation of
drug products (excluding positron emission tomography drugs) for administration to humans or animals.
RIS 5B BA B AT AANR KSR G D = e dlF (RO R T R4t B2 %) 4 %IKGMP,
(b) The current good manufacturing practice regulations in this Chapter as they pertain to drug products; in
Parts 600 through 680 of this Chapter, as they pertain to drugs that are also biological products for human
use; and in Part 1271 of this Chapter, as they are applicable to drugs that are also human cells, tissues, and
cellular and tissue-based products (HCT/Ps) and that are drugs (subject to review under an application
submitted under Section 505 of the act or under a biological product license application under Section 351 of
the Public Health Service Act); supplement and do not supersede the regulations in this Part unless the
regulations explicitly provide otherwise. In the event of a conflict between applicable regulations in this Part
and in other Parts of this Chapter, or in Parts 600 through 680 of this Chapter, or in Part 1271 of this Chapter,
the regulation specifically applicable to the drug product in question shall supersede the more general.
AT AT 5 %0 IUT RS A, €0 T £600 268035, T F RA KM £ W & 241k
AT ARFNI2T130 s, EMTFRAEmIA B LG 5, ARKT ot 8169 = S (HCT/Ps) A= 25 4 (15 3%
AT AMRSEEY 505 349 B F HARIE <D DA MRS EY H351F R G AY = Hif T ¥ i dtiTF
L), RIS A RAIE, ARI;o AL A AF R ARGHE, o W RAFTERAZAE KT AL
K600 268035 K715 HAEFR, ABARERNTAHKXGRGIEA fo
(c) Pending consideration of a proposed exemption, published in the Federal Register of September 29,
1978, the requirements in this Part shall not be enforced for OTC drug products if the products and all their
ingredients are ordinarily marketed and consumed as human foods, and which products may also fall within
the legal definition of drugs by virtue of their intended use. Therefore, until further notice, regulations under
Parts 110 and 117 of this Chapter, and where applicable, Parts 113 through 129 of this Chapter, shall be
applied in determining whether these OTC drug products that are also foods are manufactured, processed,
packed, or held under current good manufacturing practice.
BHRGERING, K& 1978 59 A 29 ik (FR) L—FEkRet, &7 &R LA R 2 AAR
My S KA — A& Ao il P X ok = SARIE LRI &, HTIIANGREAAN, NFREFXkIps 72
(OTC) ik 4bl, HEH—F @il A k. AE11035F113E11938 56 £l A T 451X 22 FIAE A,
T REMOTCH %A F#HBCCMP ) Z R #ATAE > I, OEFIEA.

[43 FR 45077, Sept. 29, 1978, as amended at 62 FR 66522, Dec. 19, 1997; 69 FR 29828, May 25, 2004; 74
FR 65431, Dec. 10, 2009; 80 FR 56168, Sept. 17, 2015]
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211.3 Definitions

5
(@) The definitions set forth in § 210.3 of this Chapter apply in this Part.
AT F210.3% F 69 2 LE R T A5

Subpart B - Organization and Personnel
WEFe AR

211.22 Responsibilities of quality control unit

JR R IR
(@) There shall be a quality control unit that shall have the responsibility and authority to approve or reject all
components, drug product containers, closures, in-process materials, packaging material, labeling, and drug
products, and the authority to review production records to assure that no errors have occurred or, if errors
have occurred, that they have been fully investigated. The quality control unit shall be responsible for
approving or rejecting drug products manufactured, processed, packed, or held under contract by another
company.
BB — AR AR, VA FTAEFA ) R RIBMITA R AA B RE. FH FHK &
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(b) Adequate laboratory facilities for the testing and approval (or rejection) of components, drug product
containers, closures, packaging materials, in-process materials, and drug products shall be available to the
quality control unit.
JREER BRIV ARG L ERGE, AT Xfds (RBK) RiH, HREE, H3Hh, afxms, F
o] o For 2 5
(c) The quality control unit shall have the responsibility for approving or rejecting all procedures or
specifications impacting on the identity, strength, quality, and purity of the drug product.
JREBER VL R T ERIELY s Hondy —, AN, R EFLEGPTA T EENA.
(d) The responsibilities and procedures applicable to the quality control unit shall be in writing; such written
procedures shall be followed.

ERT ARSI 525, BRI FHAH, o Emb.

211.25 Personnel qualifications

ARKR
(@) Each person engaged in the manufacture, processing, packing, or holding of a drug product shall have
education, training, and experience, or any combination thereof, to enable that person to perform the
assigned functions. Training shall be in the Particular operations that the employee performs and in current
good manufacturing practice (including the current good manufacturing practice regulations in this Chapter
and written procedures required by these regulations) as they relate to the employee's functions. Training in
current good manufacturing practice shall be conducted by qualified individuals on a continuing basis and with
sufficient frequency to assure that employees remain familiar with cGMP requirements applicable to them.

MEHRAES, L, QEIKCAGARBEZTMEGRET . 2. ERER, RAEXLEZL5MF, FTTMA
F By B0 TAE , 3 AR R T IAEAR £ 6944 AR CGMP (4 AF FcGMP, R M F LK H &
FH) BRI, md L&A E TR GA RIS FHTCCMPA IR 69359, FRF— M E, RiER T AS
cGMP #9548 % %K.

(b) Each person responsible for supervising the manufacture, processing, packing, or holding of a drug

product shall have the education, training, and experience, or any combination thereof, to perform assigned
functions in such a manner as to provide assurance that the drug product has the safety, identity, strength,

quality, and purity that it purports or is represented to possess.

ArBHEHRET I, QEREHFOARSELITMEORT . BIREREE, RALE&EXLE5504,
uﬂ%ﬂzﬁéﬁ%@; My H—E . BN REE R AN EARIE,
(c) There shall be an adequate number of qualified personnel to perform and supervise the manufacture,
processing, packing, or holding of each drug product.
PR RGHEZFHER TR () AR RPT R EHEFGRGHE. T, GEREA

211.28 Personnel responsibilities
AR BT
(a) Personnel engaged in the manufacture, processing, packing, or holding of a drug product shall wear

clean clothing appropriate for the duties they perform. Protective apparel, such as head, face, hand, and arm
coverings, shall be worn as necessary to protect drug products from contamination.

MEHDBAEF, L, QEFRCAHAR, BFAESLBEZRGFARR, FELZOGYIRMG, Hle ki
H@E. FE P, by x )T 4.

(b) Personnel shall practice good sanitation and health habits.

AT LA BT 8 A Fedi B 3] R

(c) Only personnel authorized by supervisory personnel shall enter those areas of the buildings and facilities
designated as limited-access areas.

TSR TRAANG R, KEFEZARALHFFF

(d) Any person shown at any time (either by medical examlnatlon or supervisory observation) to have an
apparent iliness or open lesions that may adversely affect the safety or quality of drug products shall be
excluded from direct contact with components, drug product containers, closures, in-process materials, and
drug products until the condition is corrected or determined by competent medical personnel not to jeopardize
the safety or quality of drug products. All personnel shall be instructed to report to supervisory personnel any
health conditions that may have an adverse effect on drug products.

AT ARRAT IS (Rt REFIR) ZIA T rh 2 s M Fo i 269 81 Lok Jm I IT A AR, AR08 % A
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211.34  Consultants

JER %]
(@) Consultants advising on the manufacture, processing, packing, or holding of drug products shall have
sufficient education, training, and experience, or any combination thereof, to advise on the subject for which
they are retained. Records shall be maintained stating the name, address, and qualifications of any
consultants and the type of service they provide.
MHREEF, L, QEREEREEFNGMEAEZERGHRET. BIFAFEHEREE, LA AE
VAREAE FAR IS 37 09 5 WA R e IR APTA R 694k % ek fe R R LR GR S5 .

Subpart C - Buildings and Facilities
T B Faif s

211.42 Design and construction features

witfegE R (1995417208)
(a) Any building or buildings used in the manufacture, processing, packing, or holding of a drug product shall
be of suitable size, construction and location to facilitate cleaning, maintenance, and proper operations.
RATHSBEZ. L. QEREHFGT 5RERBY L RNER, E&ff bR THE FPfE a2 if,
(b) Any such building shall have adequate space for the orderly placement of equipment and materials to

prevent mixups between different components, drug product containers, closures, labeling, in-process
materials, or drug products, and to prevent contamination. The flow of components, drug product containers,

closures, labeling, in-process materials, and drug products through the building or buildings shall be designed
to prevent contamination.

M PR RN A R KGR AR EMA, BERR R REA BHRER B RS F
B R R e A AR, AT Je T AERNREA HRER. HHE L PRARRGHGRG
A 7 Feak

(c) Operations shall be performed within specifically defined areas of adequate size. There shall be separate

or defined areas or such other control systems for the firm's operations as are necessary to prevent

contamination or mixups during the course of the following procedures:

BVE R AR LK DE T RN #IT A TIAEZ IR AL T 6 R 209 K3k, RF Hfdzd 2

%R, RBrabF fFRA:

(1) Receipt, identification, storage, and withholding from use of components, drug product containers,
closures, and labeling, pending the appropriate sampling, testing, or examination by the quality control
unit before release for manufacturing or packaging;

A ROEAMATH, REEEIFIVERM, R KM A, SR HREE. FHFAFEY
B BA BAERER.

(2) Holding rejected components, drug product containers, closures, and labeling before disposition;
FEAEREAT B BB HIHARBAREA LA 0 A

(3) Storage of released components, drug product containers, closures, and labeling;

THAT R BN AR FHMHERFLEN A
(4) Storage of in-process materials;
) 2 S 6 T

(5) Manufacturing and processing operations;
4 7 Fahn T4

(6) Packaging and labeling operations;
3 Ao N AT AR A

(7) Quarantine storage before release of drug products;
2 o AT AT B9 AR IR e A

(8) Storage of drug products after release;

2 S BAT S5 09 e A
(9)  Control and laboratory operations;
P4 Fo B0 F A
(10) Aseptic processing, which includes as appropriate:

% 39
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(i)  Floors, walls, and ceilings of smooth, hard surfaces that are easily cleanable;
WA S Fe RACH S K IE, R@ B F
(i)  Temperature and humidity controls;
B AR AT )
(i) An air supply filtered through high-efficiency Particulate air filters under positive pressure, regardless of
whether ﬂow is laminar or nonlaminar;
A BERTEAERER =, FRAIE)E T T G AEtE B TR T AEN;
(iv) A system for monitoring environmental conditions;
BN R R
(v) A system for cleaning and disinfecting the room and equipment to produce aseptic conditions;
Bl Ak &0 FwE, HERA%, AFELRARE
(vi) A system for maintaining any equipment used to control the aseptic conditions.
R AR K& R 2 Ko
(d) Operations relating to the manufacture, processing, and packing of penicillin shall be performed in
facilities separate from those used for other drug products for human use.

FEEAS. WIROEEEGEE AT LA G B X &I

[43 FR 45077, Sept. 29, 1978, as amended at 60 FR 4091, Jan. 20, 1995]
AR &

197849 1298 $43 4 « £ EBEIARY 450777,

1995411208 %604 «E£EEMAHR> 40917,

211.44 Lighting

A
(@) Adequate lighting shall be provided in all areas.
BT IR 38GAR B FR A4k 70 R 89 BB .

211.46 Ventilation, air filtration, air heating and cooling
(@) Adequate ventilation shall be provided.

L FRAE R4 6 38 K
(b) Equipment for adequate control over air pressure, micro-organisms, dust, humidity, and temperature

shall be provided when appropriate for the manufacture, processing, packing or holding of a drug product.
AHE. wIL. GEICFHBIREY, RERRENEELZ. BRAY. EBRET. BEAARERTE S
ii%’

(c) Airfiltration systems, including prefilters and Particulate matter air filters, shall be used when appropriate

on air supplies to production areas. If air is recirculated to production areas, measures shall be taken to
control recirculation of dust from production. In areas where air contamination occurs during production, there

shall be adequate exhaust systems or other systems adequate to control contaminants.

EhE, AFRBNERAREATATERRAL, ORALEEFAHETATER. wREABBARINLES
R, BRBAGEIEREZF P EGERENFMBIR. AL F AT T EORR, BRARBOHLR R,
KA FA R AT AT A2
(d) Air-handling systems for the manufacture, processing, and packing of penicillin shall be completely
separate from those for other drug products for human use.

FEEF WIFOERBNTALRRLE, RS5RARGMEANE AL EZAZ LRI

211.48 Plumbing

TH A% (198343F181)
(a) Potable water shall be supplied under continuous positive pressure in a plumbing system free of defects
that could contribute contamination to any drug product. Potable water shall meet the standards prescribed in
the Environmental Protection Agency's Primary Drinking Water Regulations set forth in 40 CFR Part 141.

13T 43 7
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Water not meeting such standards shall not be permitted in the potable water system.

AEFLEEET, AR SR ERT R0 LG EE R R B K A KEHFE CRIRITEELY #
40 % %141 35 GRBERIP A R KA RIEY AR EIE . A ZARME G K TIFHNK A K Z L

(b) Drains shall be of adequate size and, where connected directly to a sewer, shall be provided with an air
break or other mechanical device to prevent back-siphonage.

HEKE A R K], A EFKE G T R b b6 2 A REARAAREE, BRI F.

[43 FR 45077, Sept. 29, 1978, as amended at 48 FR 11426, Mar. 18, 1983]
53T 7 X
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211.50 Sewage and refuse
7% KAe B I
(@) Sewage, trash, and other refuse in and from the building and immediate premises shall be disposed of in
a safe and sanitary manner.
B A RARG BN BT R BB R RAREFY, RAR4A. TAEN T XLE,

211.52 Washing and toilet facilities

T o Ae B 9% 6
(@) Adequate washing facilities shall be provided, including hot and cold water, soap or detergent, air driers
or single-service towels, and clean toilet facilities easily accesible to working areas.
B R B ER G, QIR KFAK, RLRFEN. TATFRE—KABEALET, ARETFHEAIER
B4 7E B P

211.56 Sanitation

EA
(@) Any building used in the manufacture, processing, packing, or holding of a drug product shall be
maintained in a clean and sanitary condition, Any such building shall be free of infestation by rodents, birds,
insects, and other vermin (other than laboratory animals). Trash and organic waste matter shall be held and
disposed of in a timely and sanitary manner.
FiARTHSBES, I, QEREEN] FERFFE LENTE, ALEEEHH. X LREAL
FERTH (ZBAHWES) o BB AR EF LI 5B A A HUE D
(b) There shall be written procedures assigning responsibility for sanitation and describing in sufficient detail
the cleaning schedules, methods, equipment, and materials to be used in cleaning the buildings and facilities;
such written procedures shall be followed.
R AR, EDTARGTER, FASFEMEGNFE FREEPME RO FE R Tk, Z&FY
Ty IR AR B AT
(c) There shall be written procedures for use of suitable rodenticides, insecticides, fungicides, fumigating

agents, and cleaning and sanitizing agents. Such written procedures shall be designed to prevent the
contamination of equipment, components, drug product containers, closures, packaging, labeling materials, or

drug products and shall be followed. Rodenticides, insecticides, and fungicides shall not be used unless
r1e395i§tered and used in accordance with the Federal Insecticide, Fungicide, and Rodenticide Act (7 U.S.C.
BEHET X THRAETORAMN. FEH. FEAN. TAN. FEHFENO P DRENE. FITXENZGE
B bbbk A REA BN AR FHA SR REMHRGRGF R, FERLEFIT. B GRIRF
A FAAFMNARIZANH> (KEBEEY 7 B P F£135 F) Bitfeig A6 mfb s, Lo R AF. FEk
Al FAAF R A

(d) Sanitation procedures shall apply to work performed by contractors or temporary employees as well as
work performed by full-time employees during the ordinary course of operations.

PARFEATFARLH RGN ERKNEN T/, ABAIRER AL EFELTEFINEG T/,

211.58 Maintenance
B

(@) Any building used in the manufacture, processing, packing, or holding of a drug product shall be
214 71 £ 43 1T
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maintained in a good state of repair.
AR T HRAEF L. QEREAFGT 5 RARK RIFOGERS

Subpart D - Equipment
p&-

211.63 Equipment design, size, and location

#H&E R+-F=H A5
(@) Equipment used in the manufacture, processing, packing, or holding of a drug product shall be of
appropriate design, adequate size, and suitably located to facilitate operations for its intended use and for its
cleaning and maintenance.
HBowEFL T, BEXEAFIMERGRE, RETEE, RKNER, HESE, RTRIEAFBE, I
BT FHE R,

211.65 Equipment construction

RELEH
(@) Equipment shall be constructed so that surfaces that contact components, in-process materials, or drug
products shall not be reactive, additive, or absorptive so as to alter the safety, identity, strength, quality, or
purity of the drug product beyond the official or other established requirements.
5 &R A PR SEMRGEERTD, TRRXERL . HEXRMER, AR XHmGZaol. %
A BMRAE. RERLEMAEFT 7 R 202K,
(b) Any substances required for operation, such as lubricants or coolants, shall not come into contact with
components, drug product containers, closures, in-process materials, or drug products so as to alter the

safety, identity, strength, quality, or purity of the drug product beyond the official or other established
requirements.

BATITE BT YR, HABER . AIRN, HRFEREH. ARAB. . PR SSRGRER, A

B ROZ M. ER. AR REE. RERLEMLL T H RLLELTEZR
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211.67  Equipment cleaning and maintenance
E&WFEMEP (200859H8H)
(@) Equipment and utensils shall be cleaned, maintained, and, as appropriate for the nature of the drug,

sanitized and/or sterilized at appropriate intervals to prevent malfunctions or contamination that would alter
the safety, identity, strength, quality, or purity of the drug product beyond the official or other established
requirements.

K& B BN B I F . el SFARIE YOG ER B AT E A R RE, A LR RTE, AmEE

Bty et KA. ANREE. RERLE, BHEEFRLTEZRK,

(b) Written procedures shall be established and followed for cleaning and maintenance of equipment,

including utensils, used in the manufacture, processing, packing, or holding of a drug product. These

procedures shall include, but are not necessarily limited to, the following:

BAETHE/ATHMAES, L. QEIKEAFRNRE (QFERNEL) FEfy g REag, TENEE

HAERERT, ATHAE:

(1)  Assignment of responsibility for cleaning and maintaining equipment;

o BLiX A & AP 69 AT

(2) Maintenance and cleaning schedules, including, where appropriate, sanitizing schedules;
HEAG A, ELEROREEERD.

(3) A description in sufficient detail of the methods, equipment, and materials used in cleaning and
maintenance operations, and the methods of disassembling and reassembling equipment as necessary
to assure proper cleaning and maintenance;

Fam LI F T PR TR 6 k. REFY S, ARLENHFMATIEE RGN TR, AHEER
HATE L F g
(4) Removal or obliteration of previous batch identification;
F TR R R E— LAY AFIR
(5) Protection of clean equipment from contamination prior to use;
B TFHFRE LA AR LT F
(6) Inspection of equipment for cleanliness immediately before use.

15 1 4k 43
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RAEERAMRTERRE
(c) Records shall be kept of maintenance, cleaning, sanitizing, and inspection as specified in §§ 211.180
and 211.182.

BB FH211.180 54 F 2111825 M2tk i Fid. HEFEitxk

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51931, Sept. 8, 2008]
%37 7
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211.68 Automatic, mechanical, and electronic equipment

B . Bumibfe o7& 4 (200849 H8H)
(a) Automatic, mechanical, or electronic equipment or other types of equipment, including computers, or
related systems that will perform a function satisfactorily, may be used in the manufacture, processing,
packing, and holding of a drug product. If such equipment is so used, it shall be routinely calibrated,

inspected, or checked according to a written program designed to assure proper performance. Written
records of those calibration checks and inspections shall be maintained.

EHBAET, I, QEFFGIIRT, T MRS RIFHATERG A0, PR B T4 4, aisit
FMRHAE e R E L. ARIERRZETAERAE R, BARESGALLS L HTEARRGRE. £E S
o BARBAR A EHGILFR

(b) Appropriate controls shall be exercised over computer or related systems to assure that changes in

master production and control records or other records are instituted only by authorized personnel. Input to
and output from the computer or related system of formulas or other records or data shall be checked for

accuracy. The degree and frequency of input/output verification shall be based on the complexity and
reliability of the computer or related system. A backup file of data entered into the computer or related system
shall be maintained except where certain data, such as calculations performed in connection with laboratory
analysis, are eliminated by computerization or other automated processes. In such instances a written record
of the program shall be maintained along with appropriate validation data. Hard copy or alternative systems,
such as duplicates, tapes, or microfilm, designed to assure that backup data are exact and complete and that
it is secure from alteration, inadvertent erasures, or loss shall be maintained.

RIS HALRAE K A AATIE B 0945 H), AR E B4 7 B IR s H) 3T TR AT F ) F B AR #
To BAEFEIGAXAXER AR TG BIEM AT D R RATEA N BE 6942 B Ao IR £ 5
AFHAMNIA R RGO L LBRATER. FERM LR EOHER HTEN, RIELERHE (55hE
SR R et H) B AU R e B AR TR, AXMEALT, BRGEFGFBILRARE LG
EHYE. RHENIBRAR (T A BT REMKA) §EARGDRBEEHLTE, FHLLELTHE
(c) Such automated equipment used for performance of operations addressed by §§ 211.101(c) or (d),
211.103, 211.182, or 211.188(b)(11) can satisfy the requirements included in those Sections relating to the
performance of an operation by one person and checking by another person if such equipment is used in
conformity with this Section, and one person checks that the equipment properly performed the operation.
JAF211.101(c)=k(d). 211.103. 211.182. 211.188(b)(11) i &L L & #4F 69 B L X &, 4o ke A7 2R 4E
R, A —AZEELERB EAIAITIRE,;, NARBHEILTH AR, 7 —AIEZNAXZR

[43 FR 45077, Sept. 29, 1978, as amended at 60 FR 4091, Jan. 20, 1995; 73 FR 51932, Sept. 8, 2008]
B3T3
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211.72  Filters
itRE (200849A8H)
(a) Filters for liquid filtration used in the manufacture, processing, or packing of injectable drug products
intended for human use shall not release fibers into such products. Fiber-releasing filters may be used when it
is not possible to manufacture such products without the use of these filters. If use of a fiber-releasing filter is
necessary, an additional nonfiber-releasing filter having a maximum nominal pore size rating of 0.2 micron
55 16 b1 3t 43 15t




(0.45 micron if the manufacturing conditions so dictate) shall subsequently be used to reduce the content of
Particles in the injectable drug product. The use of an asbestos-containing filter is prohibited.
ARERGBOGLET. T REEF, RARLIEAE A G LIEBZRAPLEL LN oo 5 R AIE LT 09T
BRI E TR, TMEAXELTER, W R AE AP EF Y00 0E 8, BRMEAE A R KAFIRFL
2% 50.2um (oA = L35 2 T £ A0.45um) W R HBET R, WAV EH BB PHTELS S, 2 g
A aAegidiE &,

[73 FR 51932, Sept. 8, 2008]
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Subpart E - Control of Components and Drug Product Containers
and Closures

REH BREBREHFNEE

211.80 General requirements

— &R
(@) There shall be written procedures describing in sufficient detail the receipt, identification, storage,
handling, sampling, testing, and approval or rejection of components and drug product containers and
closures; such written procedures shall be followed.
BA @RS, Ao #m il RS A S REIFGEI ER. A A B RNl BT RIE
FHI, &R BARFIAT
(b) Components and drug product containers and closures shall at all times be handled and stored in a
manner to prevent contamination.
BLVAK W5 ki e b 7y RA BRI AR A 2h5 58 R EH 4.
(c) Bagged or boxed components of drug product containers, or closures shall be stored off the floor and
suitably spaced to permit cleaning and inspection.
B mBREHMHNOERRCER, TRAXAERED, FTHITELNRE, ARTHZREE.
(d) Each container or grouping of containers for components or drug product containers, or closures shall be
identified with a distinctive code for each lot in each shipment received. This code shall be used in recording
the disposition of each lot. Each lot shall be appropriately identified as to its status (i.e., quarantined,
approved, or rejected).
T AERBM IR FERRG R R B RE NN EANEBREEM, %R E R BEATARR.
KRR TIRFHEMGG LR & BRREBIZE SHFTRES (B FR S8R0

211.82 Receipt and storage of untested components, drug product containers, and
closures
REXREHRAH. HRESFEIFNELAFE (200849A8H)
(@) Upon receipt and before acceptance, each container or grouping of containers of components, drug
product containers, and closures shall be examined visually for appropriate labeling as to contents, container
damage or broken seals, and contamination.
B ol AT, AT BA R REEM G R EE RN T AMEE, WEHAR. BEFFRE
AR IR AR T AT E L 69479,
HIHAT, B RHEA BR BB REH N ENRFAEZHITANES, UHERTAHELHGRE,
RGH B BEIRRE I, ART FE .
(b) Components, drug product containers, and closures shall be stored under quarantine until they have
been tested or examined, whichever is appropriate, and released. Storage within the area shall conform to the

requirements of § 211.80.
R AR BARRERMELIRELWEE RLR A ZESATII R ARESFRR . 46 K388 468211.80 4
ZR

[

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51932, Sept. 8, 2008]
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211.84 Testing and approval or rejection of components, drug product containers, and
closures
REA AREBRENHHBRE. AERIEK (20084£9A8H)
(@) Each lot of components, drug product containers, and closures shall be withheld from use until the lot
has been sampled, tested, or examined, as appropriate, and released for use by the quality control unit.
FWBHA B BB REIN, ERATEENRNTIRE LGB BB REERABATEA AT, RAER .
(b) Representative samples of each shipment of each lot shall be collected for testing or examination. The
number of containers to be sampled, and the amount of material to be taken from each container, shall be
based upon appropriate criteria such as statistical criteria for component variability, confidence levels, and
degree of precision desired, the past quality history of the supplier, and the quantity needed for analysis and
reserve where required by § 211.170.
RS B B A O, B AR AR, Rl TRBRIEE. BAE S RE R E A S M
HANBERGBHE, Flde: BREHHTERGRITFAFAE. THEE APHFARE. BEHOLIXHGRZH L.
277170 RO HTEHE RN ERBHEZ,
(c) Samples shall be collected in accordance with the following procedures:
A o0 ¥ BB T 5 A AR
(1) The containers of components selected shall be cleaned when necessary in a manner to prevent
introduction of contaminants into the component.
L Af, AT HTIER AR A 69 BB AT, VAR R R AR A
(2) The containers shall be opened, sampled, and resealed in a manner designed to prevent contamination
of their contents and contamination of other components, drug product containers, or closures.
BRBBNITE. PR TN 7 XS IEA BZHET R, BERENLE R AR BB RE
ESRE I R
(3) Sterile equipment and aseptic sampling techniques shall be used when necessary.
o BB B A% R B R & L AR EAR
(4) Ifitis necessary to sample a component from the top, middle, and bottom of its container, such sample
subdivisions shall not be composited for testing.
o REZNE BT F AR BAEG, TR IRE )G AT
(5) Sample containers shall be identified so that the following information can be determined: name of the
material sampled, the lot number, the container from which the sample was taken, the date on which
the sample was taken, and the name of the person who collected the sample.
Hou BB RAARIR, VMEHIRIe TAERE & 1 FTRH G 5. BIREE. BB HRERREA
S A
(6) Containers from which samples have been taken shall be marked to show that samples have been
removed from them.
IAE 89 L R B B ABATIT, A A T
(d) Samples shall be examined and tested as follows:
S BT 7 NATR S F e I
(1) Atleast one test shall be conducted to verify the identity of each component of a drug product. Specific
identity tests, if they exist, shall be used.
2R —IRMIK, ABHIAG s P EF RS T o do REAAF T K, B EAEA.
(2) Each component shall be tested for conformity with all appropriate written specifications for purity,
strength, and quality. In lieu of such testing by the manufacturer, a report of analysis may be accepted
from the supplier of a component, provided that at least one specific identity test is conducted on such

component by the manufacturer, and provided that the manufacturer establishes the reliability of the
supplier's analyses through appropriate validation of the supplier's test results at appropriate intervals.

H— RHAR L R E SRR SR AN KL LE. 22 (B8M) A2, L AATEEF 3
AFTE LG EIMF L, AR A>NZTETE, MR HGRBAIIIRE S TARELEFH 6L
Ml o A2 A = T 3 3k — R A A 69 SR K R AR BUH o

(3) Containers and closures shall be tested for conformity with all appropriate written specifications. In lieu

of such testing by the manufacturer, a certificate of testing may be accepted from the supplier, provided
that at least a visual identification is conducted on such containers/closures by the manufacturer and
provided that the manufacturer establishes the reliability of the supplier's test results through
appropriate validation of the supplier's test results at appropriate intervals.
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F— BB AT IR e R E L R AR SARE AT K BAF AL AT TES G RIF
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B AE I AIZ E S E AT B E

(4) When approprlate, components shall be microscopically examined.
L BBt MR RRE T AR ETEE

(5) Each lot of a component, drug product container, or closure that is liable to contamination with filth,
insect infestation, or other extraneous adulterant shall be examined against established specifications
for such contamination.
S TSR NS EES Y P SV LE LIS NETE S EY = L e LY S
T L HILRATRE

(6) Each lot of a component, drug product container, or closure with potential for microbiological

contamination that is objectionable in view of its intended use shall be subjected to microbiological tests

before use.
T TR B AT Fe N m RA T LT R R R A o BB RE I, AR AT AR 34T
WA F AR,

(e) Any lot of components, drug product containers, or closures that meets the appropriate written
specifications of identity, strength, quality, and purity and related tests under Paragraph (d) of this Section
may be approved and released for use. Any lot of such material that does not meet such specifications shall
be rejected.

X ER. &% (M)  RERLEN B @R TAREAEAT (d) K98 XL B2 RO RH. Bk
éxééékﬁﬁ %MﬁFﬂJT#Mi%ﬂﬁ‘iﬁﬁi}ﬂo FEAT TAF & L& AT B2 RO F) A oA

[43 FR 45077, Sept. 29, 1978, as amended at 63 FR 14356, Mar. 25, 1998; 73 FR 51932, Sept. 8, 2008]
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211.86 Use of approved components, drug product containers, and closures
BATRREA B ERB R EHHHEA

Components, drug product containers, and closures approved for use shall be rotated so that the oldest

approved stock is used first. Deviation from this requirement is permitted if such deviation is temporary and

appropriate.

J AR AR R AT )G 09 09 R At o REAE I, UM A AR R RANEG YA . AFAERTRE S HE

T AR 8 o

211.87 Retesting of approved components, drug product containers, and closures
BATEREH. BREABREHHNEIL
Components, drug product containers, and closures shall be retested or reexamined, as appropriate, for

identity, strength, quality, and purity and approved or rejected by the quality control unit in accordance with §
211.84 as necessary, e.g., after storage for long periods or after exposure to air, heat or other conditions that
might adversely affect the component, drug product container, or closure.

b af (do: KEBAEASESBRELET A HEBXLCTRSREA, B
), BARYE Sec.211.84 492K, sHRHH. BB AR BHHFGLRN. &
L ERRAE, FHREEEIRITIAE RIEIK

T, EIA R H e F
F (&AM « R EAesh Fi#tTiE

211.89 Rejected components, drug product containers, and closures

ReRFH HRESZERM

Rejected components, drug product containers, and closures shall be identified and controlled under a
quarantine system designed to prevent their use in manufacturing or processing operations for which they are

unsuitable.
TR B BB RF R AAFRF AR S REATEA, Bk e m T A&~ b THM%.
211.94  Drug product containers and closures
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(@) Drug product containers and closures shall not be reactive, additive, or absorptive so as to alter the
safety, identity, strength, quality, or purity of the drug beyond the official or established requirements.

B RBRENME R LR WERRER, REATHBg2eM. £5. 2F (&) « R R4
Bk R ER

(b) Container closure systems shall provide adequate protection against foreseeable external factors in
storage and use that can cause deterioration or contamination of the drug product.
FHRFHAZARERBEASGRY, BabEAAa R & B LT A 5B Y = o TR KT 89T HRILINERE &
(c) Drug product containers and closures shall be clean and, where indicated by the nature of the drug,
sterilized and processed to remove pyrogenic properties to assure that they are suitable for their intended
use. Such depyrogenation processes shall be validated.

B BB B IR ES, FREHDERFEZHATRARGRR, RHELER TRAEAE. hRARITERE
WIIE

(d) Standards or specifications, methods of testing, and, where indicated, methods of cleaning, sterilizing,
and processing to remove pyrogenic properties shall be written and followed for drug product containers and
closures.

L IT I G 2 e BB A B AR AR A SR ZAFE BB T EUARL BN EE, RARGRRR T HG PN
2

(e) Medical gas containers and closures must meet the following requirements —

E A AR RS Fo B3 AL MF ST 2R

(1) Gas-specific use outlet connections. Portable cryogenic medical gas containers that are not

manufactured with permanent gas use outlet connections (e.g., those that have been silver-brazed)
must have gas-specific use outlet connections that are attached to the valve body so that they cannot
be readily removed or replaced (without making the valve inoperable and preventing the containers'
use) except by the manufacturer. For the purposes of this Paragraph , the term “manufacturer” includes
any individual or firm that fills high-pressure medical gas cylinders or cryogenic medical gas containers.
For the purposes of this Section, a “portable cryogenic medical gas container” is one that is capable of
being transported and is intended to be attached to a medical gas supply system within a hospital,
health care entity, nursing home, other facility, or home health care setting, or is a base unit used to fill
small cryogenic gas containers for use by individual patients. The term does not include cryogenic
containers that are not designed to be connected to a medical gas supply system, e.g., tank trucks,
trailers, rail cars, or small cryogenic gas containers for use by individual patients (including portable
liquid oxygen units as defined at § 868.5655 of this Chapter).
AT 2k, RRAAANAARE A o3k diE (Blde, RNBBIFHEGHEL) 9248 XIKE
E R AR, LM BEL R A& AARE AL, HFCNTRRESAH & B ASN ) AT K
L4 (BFFAFER Ao 5B LELA) o AT, "HIEE —EE RS EE RN URAIRE R Uk
BEGEMAARS L, KF P, B XKEBERN AT AREBHEMIT LG LEEIER. RE
Bon 7 9nfes FA e R R R A0 B A AR 2 S, SRR TR AR &H &R 6 AE
ARBERBGERETL, BRABLROIEFIEAREEINE T AMERE RANIKERE, Plodifs, KE,
il F S pEANA B AR N BRIB AR RS (846 KT H 868.5655 B Lyl Aok A4L)

(2) (2) Label and coloring requirements. The labeling specified at § 201.328(a) of this Chapter must be
affixed to the container in a manner that does not interfere with other labeling and such that it is not

susceptible to becoming worn or inadvertently detached during normal use. Each such label as well as
materials used for coloring medical gas containers must be reasonably resistant to fading, durable

when exposed to atmospheric conditions, and not readily soluble in water.

WFEfECER, KEH 201.328(Q) 5 GAFELAARFHREMAFTEN F RAAZLERE L, F LA
EFHANRYEMIAET T E. BAZIHNFEARATHECERAAKREBOMHLRAERET X
AEH T AR SRR ER, /AN, FERLHET K.

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51932, Sept. 8, 2008; 81 FR 81697, Nov. 18, 2016]
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Subpart F - Production and Process Controls
A FEFe T L FEH

211.100 Written procedures; deviations

¥ BBl B
(@) There shall be written procedures for production and process control designed to assure that the drug
products have the identity, strength, quality, and purity they purport or are represented to possess. Such
procedures shall include all requirements in this Subpart. These written procedures, including any changes,
shall be drafted, reviewed, and approved by the appropriate organizational units and reviewed and approved
by the quality control unit.
BT A E Ae TE AR 69 B BAAZ, DURIEZ S BLA BT B ARG SATIA A 6955 MAE. R EFsh L. RN
RBROELZTHRSTPIIAER, ZLEFOALE (BFEMEEL) ShfapeRITE2E, FTHMNE, FTHRZ
E AR GAT F AL
(b) (b) Written production and process control procedures shall be followed in the execution of the various
production and process control functions and shall be documented at the time of performance. Any deviation
from the written procedures shall be recorded and justified.
ARG LT fo TEIERIRGT EE FH T A o TELERNE, T TR ETRS a0
2091 2 AR R T VAL TR B S R R AF

211.101 Charge-in of components
JREEAe 34 (200859A81)
Written production and control procedures shall include the following, which are designed to assure that the
drug products produced have the identity, strength, quality, and purity they purport or are represented to
possess:
AFF LEEMN B OREL QERXT 7@, URIEE® 62 LA BT B AR 6 SAF A G955 A R EF
Y JE
(@) The batch shall be formulated with the intent to provide not less than 100 percent of the labeled or
established amount of active ingredient.
B TR, ERRSBEAZTER S THRTERHEZ100%
(b) Components for drug product manufacturing shall be weighed, measured, or subdivided as appropriate.
If a component is removed from the original container to another, the new container shall be identified with the
following information:
T 2 ) i 6 R AR RS S AR T, M B RS, e R — MR MR SR BB —ARER, WU
B VA TS & RATIRA 55
(1) Component name or item code;
JR E A AR A AR A
(2) Receiving or control number;
B RH ImH T ()
(3) Weight or measure in new container;
HEBNEETRA T E
(4) Batch for which component was dispensed, including its product name, strength, and lot number.
BT AZ Rtz 8, 847 m b, Akfadt5,
(c) Weighing, measuring, or subdividing operations for components shall be adequately supervised. Each
container of component dispensed to manufacturing shall be examined by a second person to assure that:
JREEH IR E. TR ERERLLE A BT BEMNSAELSNERFHEELRE ALE, UHK:
(1) The component was released by the quality control unit.
ZR A T R IR BT AAT.
(2) The weight or measure is correct as stated in the batch production records.
HERIF T HMAEFILRP FAHRE B
(3) The containers are properly identified. If the weighing, measuring, or subdividing operations are
performed by automated equipment under § 211.68, only one person is needed to assure Paragraph s
(c)(1), (c)(2), and (c)(3) of this Section.
EHEZLE BARIR. WwRRA 211.68 F 24 g MLELEPITHZ. HZXABLHEME, REFZ—PAHAK
AFi(c)(1), (c)(2), F=(c)(3)&ay& Ko
(d) Each component shall either be added to the batch by one person and verified by a second person or, if
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the components are added by automated equipment under § 211.68, only verified by one person.
T RAAT ) BATAR L — ABAE, FAAM. wRRA 211.68 F B8 A NCRE TR, REZ—A
NI Mo

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51932, Sept. 8, 2008]
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211.103 Calculation of yield

¥ &3t (200859A8H)
ctual yields and percentages of theoretical yield shall be determined at the conclusion of each appropriate
phase of manufacturing, processing, packaging, or holding of the drug product. Such calculations shall either
be performed by one person and independently verified by a second person, or, if the yield is calculated by
automated equipment under § 211.68, be independently verified by one person.
AHRAEF, WL, QEIEEY, BAHF—AMELSHRERGI, HEERZERERZZHMA OK
B) o SRR —ABAT, B ABATIRE I, de RA 211.68 a9 ) LA RAT S FH I
B, AUE — AJR LA

[73 FR 51932, Sept. 8, 2008]
(CaaViE &
200849 A8 B «E EBEI ARy 7345519327

211.105 Equipment identification

RAEAFIR
(a) All compounding and storage containers, processing lines, and major equipment used during the
production of a batch of a drug product shall be properly identified at all times to indicate their contents and,
when necessary, the phase of processing of the batch.
2 Su 0 AL F P TR R 09 2SR BAT A I A R . AT AUAR B R A HATIE SRR, AR A, &
T B AT B LAY e TR
(b) Maijor equipment shall be identified by a distinctive identification number or code that shall be recorded in
the batch production record to show the specific equipment used in the manufacture of each batch of a drug
product. In cases where only one of a Particular type of equipment exists in a manufacturing facility, the name
of the equipment may be used in lieu of a distinctive identification number or code.
FZREPAL R IR A 4 5 IR BATAFIR, FR L RTAEIE F LR, DURILEI T 5 A~ Pk A 89
BEHEE. EETRETRAGE—E—FESTHERENELT (RAEHRYERERA—E) , TRAEAXE LR
VAISAX IR 5 28 5 SRAK AL

211.110 Sampling and testing of in-process materials and drug products
¥ 8 e R R M B AR (200859A8KH)
(@) To assure batch uniformity and integrity of drug products, written procedures shall be established and
followed that describe the in-process controls, and tests, or examinations to be conducted on appropriate
samples of in-process materials of each batch. Such control procedures shall be established to monitor the
output and to validate the performance of those manufacturing processes that may be responsible for causing
variability in the characteristics of in-process material and the drug product. Such control procedures shall
include, but are not limited to, the following, where appropriate:
ARG o AR — Ao d R, BB @A @M CHATES, F @RS R AR AR R
ey AR A, W SRS, BiE Sl SRR R FEAE S IR PR T A S R A T g T
Lo BWEREHARF B QIEERRT AT A A
(1) Tablet or capsule weight variation;
PRIV & Silk:ih 2 o
(2) Disintegration time;
JA e 1A
(3) Adequacy of mixing to assure uniformity and homogeneity;
o5 22 p1 3k 43
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R, RIEH G —Hf T I
(4) Dissolution time and rate;

Vs B ) e ik
(5) Clarity, completeness, or pH of solutions.

BRI, MRS PHIE .
(6) Bioburden testing.

& My 5T A R
(b) Valid in-process specifications for such characteristics shall be consistent with drug product final
specifications and shall be derived from previous acceptable process average and process variability
estimates where possible and determined by the application of suitable statistical procedures where
appropriate. Examination and testing of samples shall assure that the drug product and in-process material
conform to specifications.
:‘;Jﬂﬁ PR 89 “P#;F? %#ﬁﬁf 58 G REAR ARE K, mEATRE R KRR T ARG T%%;%éﬁ%"-i’ﬂﬁﬁnl*i

TEifE, AERFRANTTALY A& SOATES AT, RS fob N AL Sfed 8] & g 4

AR
(c) In-process materials shall be tested for identity, strength, quality, and purity as appropriate, and approved

or rejected by the quality control unit, during the production process, e.g., at commencement or completion of
significant phases or after storage for long periods.

Ao TAFA R BT AT H s RS R ERAERK, FALFERY (Pl ELNBITSRZRIIEAE)
AT Z 24301109 plofe RAE L8

A FAREY (WEZHEGTFLRERY, ARKNAEAE) , BES3TH R85, Ak REfk
xkﬂ'*/\ % , \3’7/?17 5% ES‘Z*IZ I‘]&%/Ti AWM o

(d) Rejected in-process materials shall be identified and controlled under a quarantine system designed to
prevent their use in manufacturing or processing operations for which they are unsuitable.

ARAE 2809 m T A AR B ) B T #ATIR A Feds ), AR LR T R E A 09 4] 3 S TAE Ak

T AAAG 18] 7 Su S AMAFAFIR, FRBREATRB AR, ABELA T A&7 e T84

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51932, Sept. 8, 2008]
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211.111 Time limitations on production

A B R
(@) When appropriate, time limits for the completion of each phase of production shall be established to
assure the quality of the drug product. Deviation from established time limits may be acceptable if such
deviation does not compromise the quality of the drug product. Such deviation shall be justified and
documented.
EELBFELT, RAAZGHE—NRETHR, AHRGRGR T, EXSmAa/RM TR T, RENRA
— TR B A2 SRR £ B T A ST R

211.113 Control of microbiological contamination

AT RS (200845978H)
(a) Appropriate written procedures, designed to prevent objectionable microorganisms in drug products not
required to be sterile, shall be established and followed.
PRI IFFEBE S HEAES, ATHILELRA WA FRENT F.
(b) Appropriate written procedures, designed to prevent microbiological contamination of drug products
purporting to be sterile, shall be established and followed. Such procedures shall include validation of all
aseptic and sterilization processes.
FIE S ARG RE LW B EARF, UL RA R AEN T . WERFE GERARLA L LKL,

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51932, Sept. 8, 2008]
(CRAViE &
1978449 A29 R «EE A NIRY 43545077
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211.115 Reprocessing.

BT
(a) Written procedures shall be established and followed prescribing a system for reprocessing batches that
do not conform to standards or specifications and the steps to be taken to insure that the reprocessed
batches will conform with all established standards, specifications, and characteristics.
BEET B @RS, HFEBIE R SAFERIAE B LD R E, RGP )G 2 R IF S P A L
TAFA A dF B
JLH T GG B B AAR, AR TR S AT R B AT A LR AT IR T AR A A RIA TG DRI 6P A BL AR
B, SN EAFR AR G R T
(b) Reprocessing shall not be performed without the review and approval of the quality control unit.
RERARITF e, TAFHATE T,

Subpart G - Packaging and Labeling Control
BEFArEE R

211.122 Materials examination and usage criteria

A REREAIFE (201243 7208)
(@) There shall be written procedures describing in sufficient detail the receipt, identification, storage,
handling, sampling, examination, and/or testing of labeling and packaging materials; such written procedures

shall be followed. Labeling and packaging materials shall be representatively sampled, and examined or
tested upon receipt and before use in packaging or labeling of a drug product.

B1 ) 3T S B 45 10 MU REEAT S A LA RO BRI, ). A AR B BB R B Em LA,

2 A BIMEERT, BATAR A A QM BT RS S KL, B AR AR,

(b) Any labeling or packaging materials meeting appropriate written specifications may be approved and

released for use. Any labeling or packaging materials that do not meet such specifications shall be rejected to

prevent their use in operations for which they are unsuitable.

FFA1E L 5\ FARAE AR AE BQEART AMBE BT A o A T AT R A AL R R AR 6947 & 3 @ AR

BT AFE M, IR B R 3R T OF R E R 69 BRAE

(c) Records shall be maintained for each shipment received of each different labeling and packaging

material indicating receipt, examination or testing, and whether accepted or rejected.

S 45 K B) 5 69 A — LR P AR A B AR BRI A AT LR AR % RAB I T T I A AR e

(d) Labels and other labeling materials for each different drug product, strength, dosage form, or quantity of

contents shall be stored separately with suitable identification. Access to the storage area shall be limited to

authorized personnel.

ATHE-TR . A AN EZHETOAFERILCIFEY, EOTFTAK, FE SRR, S KR

AR N

(e) Obsolete and outdated labels, labeling, and other packaging materials shall be destroyed.

Je I R B AT A AR EM R L e @A A R T B

(f) Use of gang-printed labeling for different drug products, or different strengths or net contents of the same

drug product, is prohibited unless the labeling from gang-printed sheets is adequately differentiated by size,

shape, or color.

LA R B 25 5 348 B 25 50 09 R R A RE B HATAR A B A (RIRTATH) , AR & 6p R 4K 0947 545

R BRI E LRERVAR 5

(g) If cutlabeling is used for immediate container labels, individual unit cartons, or multiunit cartons

containing immediate containers that are not packaged in individual unit cartons, packaging and labeling

operations shall include one of the following special control procedures:

T R B BARERA T - B EMRE, NERXAEEAEEHOAA, N aE AR ERER LS E ) @451

TAFRAE R AR —

(1) Dedication of labeling and packaging lines to each different strength of each different drug product;
Tl st ST ) AL 69 25 5 69 M AT e L & X A

(2) Use of appropriate electronic or electromechanical equipment to conduct a 100-percent examination for
correct labeling during or after completion of finishing operations; or
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B iE 58 B F Rl F AR R LA A T AP KT ARG ARG A 4T100% 8948 5 3K
(3) Use of visual inspection to conduct a 100-percent examination for correct labeling during or after

completion of finishing operations for hand-applied labeling. Such examination shall be performed by
one person and independently verified by a second person.

T FIWEAR, ERAFIE T R TG IEHA N LEHT100% B AAEE. LREE S E—ARIT, 5—A
M5 F Ao
(4) Use of any automated technique, including differentiation by labeling size and shape, that physically
prevents incorrect labeling from being processed by labeling and packaging equipment.
R AFHNBER, BFRHSRERTFBIK, AP R & fe 6 K X &4 A4
(h) Printing devices on, or associated with, manufacturing lines used to imprint Iabellng upon the drug
product unit label or case shall be monitored to assure that all imprinting conforms to the print specified in the
batch production record.
ZEEE TR LGB IIKRA T S B BATEIM T LATI 0GR L B AR R s, DURIERTA M93TER 5
e AL TP A RN E—

[43 FR 45077, Sept. 29, 1978, as amended at 58 FR 41353, Aug. 3, 1993; 77 FR 16163, Mar. 20, 2012]
77 FR 16163, 20124E3H20H]
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211.125 Labeling issuance

A6 L% (20165117181)
(a) Strict control shall be exercised over labeling issued for use in drug product labeling operations.
JE 2 & M 2 BRNE P L 3 AT 2 09 B Fe At ) BEAT A6 45
(b) Labeling materials issued for a batch shall be carefully examined for identity and conformity to the
labeling specified in the master or batch production records.
B A B W AT A R A e B B e LU, SRR R T 5 R R A LR T LA — B
(c) Procedures shall be used to reconcile the quantities of labeling issued, used, and returned, and shall
require evaluation of discrepancies found between the quantity of drug product finished and the quantity of
labeling issued when such discrepancies are outside narrow preset limits based on historical operating data.
Such discrepancies shall be investigated in accordance with § 211.192. Labeling reconciliation is waived for

cut or roll labeling if a 100-percent examination for correct labeling is performed in accordance with §
211.122(g)(2). Labeling reconciliation is also waived for 360° wraparound labels on portable cryogenic

medical gas containers.

AR ASAR A SO E S A2 B F MR, S H RS R E AR S LK E N £ 7R Sk
T BRI R, Bk L6 £ F AT iR ME. bk 2 #g&ﬂ” Sec. 211192 ¥ ZXE AL, 4o
R4z F8 Sec. 211.122(9)(2) #:47 T 100% £ 5% 1k 40 &, W aF F 0 B A7 5 R BAT A o T AR E 09 AT+ 5o
183 XARE A AR E B8 360° R Lefr s, T AT %%H%'-ﬁﬁ?rfr;o

(d) All excess labeling bearing lot or control numbers shall be destroyed.

B 6P R 5 A= H] 5 69 k) AR 5 T 48 9o

(e) Returned labeling shall be maintained and stored in a manner to prevent mixups and provide proper
identification.

1B ) 09 AT 2 AT AR IR e AT 1E SR A A R E .
(f) Procedures shall be written describing in sufficient detail the control procedures employed for the
issuance of labeling; such written procedures shall be followed.

B4 3T I A X T F e R AT S L AR 89 45 AR 09 5 | AR

[43 FR 45077, Sept. 29, 1978, as amended at 58 FR 41354, Aug. 3, 1993; 81 FR 81697, Nov. 18, 2016]
&7 B
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211.130 Packaging and labeling operations

EBMERE (19934£8A3R)
There shall be written procedures designed to assure that correct labels, labeling, and packaging materials
are used for drug products; such written procedures shall be followed. These procedures shall incorporate the
following features:

JLH TG HEAR K0 B R, AAREARGIFE. REMHA L COEMIN THR. ZENEY LEAT
HAER

(a) (a) Prevention of mixups and cross-contamination by physical or spatial separation from operations on
other drug products.

T ) ot RAAE ) B A 7= B 5 AT ) TR RS 8 LA @ B, VAR R IR A e ST R

(b) (b) Identification and handling of filled drug product containers that are set aside and held in unlabeled

condition for future labeling operations to preclude mislabeling of individual containers, lots, or portions of lots.
Identification need not be applied to each individual container but shall be sufficient to determine name,
strength, quantity of contents, and lot or control number of each container.

TR T RN B0 S BB N AT ARIRFe s d], Bk EAEE . MR I A A RE FRMARE IR,
FE = RANEBHATIR, A2 R ENEE A EAR. e A B E S ot T RIzH 5

(c) (c) Identification of the drug product with a lot or control number that permits determination of the history
of the manufacture and control of the batch.

xF B S5 R AT H] 5 2 5 BEAT A A A E % 6 A E Fedm ] S

(d) (d) Examination of packaging and labeling materials for suitability and correctness before packaging
operations, and documentation of such examination in the batch production record.

FEOFEBREN, FORERFEMANE SR EARIITEE, FRHEEFLRAMNE ZILRTP,

(e) (e) Inspection of the packaging and labeling facilities immediately before use to assure that all drug

products have been removed from previous operations. Inspection shall also be made to assure that
packaging and labeling materials not suitable for subsequent operations have been removed. Results of

inspection shall be documented in the batch production records.
OE RN B Z AL AR SATHEE, RIELEXBEEGHASRCRFTA. TRAESAHARIETHERIEN G
MAkr Bt 2Ft. hESRERILEAERE FLEF.

[43 FR 45077, Sept. 29, 1978, as amended at 58 FR 41354, Aug. 3, 1993]
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211.132 Tamper-evident packaging requirements for over-the-counter (OTC) human
drug products
AR GRIELTH (OTC) #MEBthaxER (1998F11748)
(@) General.
The Food and Drug Administration has the authority under the Federal Food, Drug, and Cosmetic Act (the
act) to establish a uniform national requirement for tamper-evident packaging of OTC drug products that will
improve the security of OTC drug packaging and help assure the safety and effectiveness of OTC drug
products. An OTC drug product (except a dermatological, dentifrice, insulin, or lozenge product) for retail sale
that is not packaged in a tamper-resistant package or that is not properly labeled under this Section is
adulterated under Section 501 of the act or misbranded under Section 502 of the act, or both.
B CBEFA R BRfoftth®iEzgy ( CEEY ) , RRGHERAAMI OTC & Bh @R 4 iT4—6
BREZR, UREGOTC #HHafiisr, A8 TRIE OTC &g sarfoh ik, X246 OTC %% (K
FRA FEFE BB E SRR RIRIN) , W ARBEATRRRAGH QERBZETFE, NWRE CGEE
% 501 FH ZABMR, AR CEFE» F 502 F AR AR, R=H A,
(b) Requirements for tamper-evident package.
Brth @A 2K
(1) Each manufacturer and packer who packages an OTC drug product (except a dermatological,
dentifrice, insulin, or lozenge product) for retail sale shall package the product in a tamper-evident
package, if this product is accessible to the public while held for sale. A tamper-evident package is one
having one or more indicators or barriers to entry which, if breached or missing, can reasonably be
expected to provide visible evidence to consumers that tampering has occurred. To reduce the
2% 26 71 4L 43 T
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likelihood of successful tampering and to increase the likelihood that consumers will discover if a
product has been tampered with, the package is required to be distinctive by design or by the use of
one or more indicators or barriers to entry that employ an identifying characteristic (e.g., a pattern,
name, registered trademark, logo, or picture). For purposes of this Section, the term “distinctive by
design” means the packaging cannot be duplicated with commonly available materials or through
commonly available processes. A tamper-evident package may involve an immediate-container and
closure system or secondary-container or carton system or any combination of systems intended to
provide a visual indication of package integrity. The tamper-evident feature shall be designed to and
shall remain intact when handled in a reasonable manner during manufacture, distribution, and retail
display.
R AERENARS THE, RLizERTEREN OTC H (KM FHFS. MEESERE
o) AR O E B R RAGHOE, B EERIEGEANT LR E RS FEE X
B, e RAGBRRE %R, WARGAAAGEFHEREGNZIEE, AARARTELETHI. AT K
VORI BRI TR FF AR 5 W HE AT = S g T ALk, LR R R 455K 09 38T Sk A A M A
(do: BEE. B EMEHAR %’Uh’ SXIE)%) AN LEE—F RS TEERAE. AT RV A

87, KRB HeReg i B aER B3R G AT A M A RGBT EE AR TR AT AR . A T AT A AL
R TR T, BHaET @«%V\] BEREHZAASINOEIRERARETE ARG AE. TR
HFAE N AT AR, FFEAAES. AERREERARF, 24525 X BIEEMRhiFLELS,

(2) In addition to the tamper-evident packaging feature described in Paragraph (b)(1) of this Section, any
two-piece, hard gelatin capsule covered by this Section must be sealed using an acceptable tamper-
evident technology.

PR A (D)(1) b3k d 69 Brdh LK 4 5 A9k, RIRH 0% A& 69 ALAT ¥ 3 XA AR 3 AR oL JRAE R 7T 45 % 09 Bt R
HAT H 4T
(c) Labeling.
(1) Inorder to alert consumers to the specific tamper-evident feature(s) used, each retail package of an

OTC drug product covered by this Section (except ammonia inhalant in crushable glass ampules,
containers of compressed medical oxygen, or aerosol products that depend upon the power of a
liquefied or compressed gas to expel the contents from the container) is required to bear a statement

that:
ARBEIY ‘?1?‘%*751‘ KAL) G HFER A A, AT AT atEe OTC Zh5 (R B FBEREMERBRAN . EHFA
JE 45 BCA 5 85 BA)R BRAL R 45 AARKE N E Y NS B R 0 AT T oesh) M- RE @R ER
Ei%@-fﬁm&;ﬂ Ao T

(i) Identifies all tamper-evident feature(s) and any capsule sealing technologies used to comply with
Paragraph (b) of this Section;
T8 BT A A5 S AR (D)3 409 Brth B SA BRI EE AR

(i)  Is prominently placed on the package; and
ETOENEELE

(iii)  Is so placed that it will be unaffected if the tamper-evident feature of the package is breached or
missing.
REAE, LHHEEFIBMIELTREZE YA

(2) If the tamper-evident feature chosen to meet the reqwrements in Paragraph (b) of this Section uses an
identifying characteristic, that characteristic is required to be referred to in the labeling statement. For

example, the labeling statement on a bottle with a shrink band could say “For your protection, this bottle
has an imprinted seal around the neck.”

S ik AT AR (D)3 52 KA Bt AFAEAE ) S50 R 69 4FAE , ZAFAE R AR F PR R, Hlde, 4RI
YA BALTF AR A BT T A G AL EREARY, SUIAEFSA — R P A
(d) Request for exemptions from packaging and labeling requirements. A manufacturer or packer may
request an exemption from the packaging and labeling requirements of this Section. A request for an
exemption is required to be submitted in the form of a citizen petition under § 10.30 of this Chapter and
should be clearly identified on the envelope as a “Request for Exemption from the Tamper-Evident Packaging
Rule.” The petition is required to contain the following:
OREFAREE RGBT H. EFARCETTAY FAT QRAAFEE RO L. B AF Sec.10.30F 49
ZR, UNRBIFERNHXRIB AT, FLAEHEFR IR BGHEELRNOB LT E . BiFPEaisl
AR
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(1) The name of the drug product or, if the petition seeks an exemption for a drug class, the name of the
drug class, and a list of products within that class.
B R, R E-RBFREL, WA HELHRBZEHH %I L
(2) The reasons that the drug product's compliance with the tamper-evident packaging or labeling
requirements of this Section is unnecessary or cannot be achieved.

PLEA 25 S A L BAF A RIS AT B SN B R RE
(3) A description of alternative steps that are available, or that the petitioner has already taken, to reduce

the likelihood that the product or drug class will be the subject of malicious adulteration.

TR A SRR AL R 8 AT 5 R B R B F ARG T AL A9 R ARG R L
(4) Other information justifying an exemption.

e X BFHHE &
(e) OTC drug products subject to approved new drug applications. Holders of approved new drug
applications for OTC drug products are required under § 314.70 of this Chapter to provide the agency with
notification of changes in packaging and labeling to comply with the requirements of this Section. Changes in
packaging and labeling required by this regulation may be made before FDA approval, as provided under §
314.70(c) of this Chapter. Manufacturing changes by which capsules are to be sealed require prior FDA
approval under § 314.70(b) of this Chapter.
B TFeda#Heige) OTC B Rwif OTC Ry dFeEAa A, RIEAFE Sec. 314.70, F &
VIR A SR T R L E AR L T Lilde . RIEARFT Sec. 314.70(c) &K, T A& FDA Db aT 4% 3%
KFEM B RIAT O EFF % T L. 3B AT Sec. 314.70(b)89 & K, FHAEHTA ML % L% RAL FDA
Fhis
(f) Poison Prevention Packaging Act of 1970. This Section does not affect any requirements for “special
packaging” as defined under § 310.3(l) of this Chapter and required under the Poison Prevention Packaging
Act of 1970.
«1970 F B EFEY AT FAHaAFEE10.3()F 2 Loy 55k @8R <1970 B 0 x £y T %

(Approved by the Office of Management and Budget under OMB control number 0910-0149) [54 FR 5228,
Feb. 2, 1989, as amended at 63 FR 59470, Nov. 4, 1998]

(&5 AT s, OMBIE450910-0149)
TRk

1989442 A2 B «EE KM AIR> 5455228
1998411 A4 B «EE BN 634594701

211.134 Drug product inspection
Bkt

(@) Packaged and labeled products shall be examined during finishing operations to provide assurance that
containers and packages in the lot have the correct label.

AR A BRI P R RHATHRE, AHRZ P = B T EMH G IR EF LM

(b) A representative sample of units shall be collected at the completion of finishing operations and shall be
visually examined for correct labeling.

B RIEHRAE R AR, BRERERBEHRELT, FETAREEFEGERE,

(c) Results of these examinations shall be recorded in the batch production or control records.

X B0 25 R I RAIE F RIzH LR P

211.137 Expiration dating
A A (199541H208H)

(@) To assure that a drug product meets applicable standards of identity, strength, quality, and purity at the
time of use, it shall bear an expiration date determined by appropriate stability testing described in § 211.166.
ﬁbﬁfﬂfié’%‘%ﬁﬂi)ﬂ BEAF G A . MAs R Ao sh L0940 B AR, AR Sec. 211.166 M T #9548 X I 25 R

22 I
(b) Expiration dates shall be related to any storage conditions stated on the labeling, as determined by
stability studies described in § 211.166.

iRYELE Sec. 211.166 +F 1538 494 AT A, A BB 5 AT AT T 69 A S A Ko
(c) If the drug product is to be reconstituted at the time of dispensing, its labeling shall bear expiration
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information for both the reconstituted and unreconstituted drug products.

S0 R 2 o AL A BT B E R S MALR, MAF S b5 B TFAA B A e A AR o

(d) Expiration dates shall appear on labeling in accordance with the requirements of § 201.17 of this
Chapter.

HAEAF Sec. 201.17 9% K, HHM Az EAIFE .

§ 201.17 Drugs; location of expiration date.

When an expiration date of a drug is required, e.g., expiration dating of drug products required by § 211.137
of this chapter, it shall appear on the immediate container and also the outer package, if any, unless it is
easily legible through such outer package. However, when single-dose containers are packed in individual
cartons, the expiration date may properly appear on the individual carton instead of the immediate product

container.)

§ 2011725 A #6912 &

LA G B A S, Bl RFF21M1AITH R B MhA B, RIFBITSCE RSP LB
ABORT R EEMIIORE QeRANE) , 22, wREEAN TSR R ELRGKET, MNA K
TR EFELIRGAE L, M ARABEAEAY RSB L, )

(e) Homeopathic drug products shall be exempt from the requirements of this Section.

R TT R0 2 s ds T AT &R

(f) Allergenic extracts that are labeled “No U.S. Standard of Potency” are exempt from the requirements of
this Section.

AR R E B BMATRE BRI BT AT ER.

(g) New drug products for investigational use are exempt from the requirements of this Section, provided

that they meet appropriate standards or specifications as demonstrated by stability studies during their use in
clinical investigations. Where new drug products for investigational use are to be reconstituted at the time of
dispensing, their labeling shall bear expiration information for the reconstituted drug product.

BT 6 IR AR 893 25 75 du R AT R R A LR, AT RRTC AV AR AT Z AR Ve KRB A BT A 69 1 K
AR BRI HHAERGNEETHY, EFEN SHH ML HGH M.

(h) Pending consideration of a proposed exemption, published in the Federal Register of September 29,
1978, the requirements in this Section shall not be enforced for human OTC drug products if their labeling
does not bear dosage limitations and they are stable for at least 3 years as supported by appropriate stability
data.

%A% 1978 £ 9 A 29 B CRIMARY LA ANHBLIIN, KFEFHZBRABA LA THRERATEN TR,
HARYEE 5 6948 T RIFIEE T EE Y ZF AR 2 AR OTC .

[43 FR 45077, Sept. 29, 1978, as amended at 46 FR 56412, Nov. 17, 1981; 60 FR 4091, Jan. 20, 1995]
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Subpart H - Holding and Distribution
¥t &

211.142 Warehousing procedures
NERF
Written procedures describing the warehousing of drug products shall be established and followed. They shall
include:
AT S KBS NEW B @A AR A
(a) Quarantine of drug products before release by the quality control unit.
JR A 3R VAR AT A A 2 e AT A B
(b) Storage of drug products under appropriate conditions of temperature, humidity, and light so that the
identity, strength, quality, and purity of the drug products are not affected.

B ARE REAMAKFMHATORSE, FPmAne i A M itk
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211.150 Distribution procedures

RERF
Written procedures shall be established, and followed, describing the distribution of drug products. They shall
include:
JLFIT AR K S KB B BARF . ZAEF R LI
(@) A procedure whereby the oldest approved stock of a drug product is distributed first. Deviation from this
requirement is permitted if such deviation is temporary and appropriate.
BRABARAZHETATY G ome TAALHR B WER, 2XMHEH 2RI HE L,
(b) A system by which the distribution of each lot of drug product can be readily determined to facilitate its
recall if necessary.

FEA—ANRARENGBZEFNNRE, LEHETEE,

Subpart | - Laboratory Controls
RBEER

211.160 General requirements

—#& %R (200849781H)
(@) The establishment of any specifications, standards, sampling plans, test procedures, or other laboratory
control mechanisms required by this Subpart, including any change in such specifications, standards,
sampling plans, test procedures, or other laboratory control mechanisms, shall be drafted by the appropriate
organizational unit and reviewed and approved by the quality control unit. The requirements in this Subpart
shall be followed and shall be documented at the time of performance. Any deviation from the written

specifications, standards, sampling plans, test procedures, or other laboratory control mechanisms shall be
recorded and justified.

AARTFIHITERFITHI AR A A BAEFTE. RRAERLCEBRELMIAG, QFXLER 7
M AR BETE ARARRLCEREEMANAGEL, R HSENRNTRLE, FHRTEELRTTH
Fadbfto B HPEARTFIRGEZRKIBP BATFIE TR, TARBRER AR AE. /7. BRESFTE. RERFRLCE
R R A R £, ¥R FIE SRR,

(b) Laboratory controls shall include the establishment of scientifically sound and appropriate specifications,

standards, sampling plans, and test procedures designed to assure that components, drug product
containers, closures, in-process materials, labeling, and drug products conform to appropriate standards of

identity, strength, quality, and purity. Laboratory controls shall include:

FIF I N QIEF ITHFE T S SR ZAFE. AR BT AR, URIERMHH. HREE.

FEHAE PR S AFEA AR AE SRR A RERAENRE. FRTIEH N O

(1) Determination of conformity to applicable written specifications for the acceptance of each lot within
each shipment of components, drug product containers, closures, and labeling used in the
manufacture, processing, packing, or holding of drug products. The specifications shall include a

description of the sampling and testing procedures used. Samples shall be representative and
adequately identified. Such procedures shall also require appropriate retesting of any component, drug

product container, or closure that is subject to deterioration.
A RBHREWMIRGE—MATHRET, L, QEIEFORAH. BH LR FHEFIFEFS
SEN @R B AR N QAL B BA I 7 R Rk . A B AR IR E AR
Po WEMBL LR RRG R Bou BB RE I RATE LG LE

(2) Determination of conformance to written specifications and a description of sampling and testing
procedures for in-process materials. Such samples shall be representative and properly identified.
RAEF GG B @R EAFESPERBEREERAAZ, FHEER. LEESEBLARERIE LT
o

(3) Determination of conformance to written descriptions of sampling procedures and appropriate
specifications for drug products. Such samples shall be representative and properly identified.
B S 6B @R EAR S PR B A, HF B R, REHRE AR AMFIE SRR,

(4) The calibration of instruments, apparatus, gauges, and recording devices at suitable intervals in

accordance with an established written program containing specific directions, schedules, limits for
accuracy and precision, and provisions for remedial action in the event accuracy and/or precision limits
are not met. Instruments, apparatus, gauges, and recording devices not meeting established
specifications shall not be used.

HBAIT A R ARV B RGE R A B e B IR, VARG el SR 5 AR TR UL
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[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51932, Sept. 8, 2008]
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211.165 Testing and release for distribution
Bie 5 KB HAT

(@) For each batch of drug product, there shall be appropriate laboratory determination of satisfactory
conformance to final specifications for the drug product, including the identity and strength of each active
ingredient, prior to release. Where sterility and/or pyrogen testing are conducted on specific batches of
shortlived radiopharmaceuticals, such batches may be released prior to completion of sterility and/or pyrogen
testing, provided such testing is completed as soon as possible.
WG SHBATA, WA LGB RAR EAFE (QEH—FERO G ER FollE) 2 2FoRITE LS
BE AR B3R A6 BT 25 Y R R 8 MR BAT LA Fel RAJR AR BE, R R e I A KB R, b
RIT VASE T Fol A JRAR R TR AT HAT
(b) There shall be appropriate laboratory testing, as necessary, of each batch of drug product required to be
free of objectionable microorganisms.
b B i, N BRAAEMAENTROGSG, - HHYRHTE LG EZRTLE.
(c) Any sampling and testing plans shall be described in written procedures that shall include the method of
sampling and the number of units per batch to be tested; such written procedure shall be followed.
PR BAE B BAE T R 3 o AR AL o AT HGE, B QAR T e A MEA R GRS, FERIITZ
B @A
(d) Acceptance criteria for the sampling and testing conducted by the quality control unit shall be adequate
to assure that batches of drug products meet each appropriate specification and appropriate statistical quality
control criteria as a condition for their approval and release. The statistical quality control criteria shall include
appropriate acceptance levels and/or appropriate rejection levels.
JR A= H IR TR 6 AR A i B0 09 B BAT A, AR A RIES MBS SE L0 R SAFEAE LR 2A4H

(OOT) , AN AMEFBAT St B R ZIRFARE L O3 E K 6935 2K -FFol RE 5 69 B HKFo
(e) The accuracy, sensitivity, specificity, and reproducibility of test methods employed by the firm shall be
established and documented. Such validation and documentation may be accomplished in accordance with §
211.194(a)(2).
Aok 3 S5 AL R AT R R B AR IR 7 A e AR A . RAE. HFrh AR E I, BB Sec. 211.194(a)(2) T A& LK
I Fo it
(f) Drug products failing to meet established standards or specifications and any other relevant quality
control criteria shall be rejected. Reprocessing may be performed. Prior to acceptance and use, reprocessed
material must meet appropriate standards, specifications, and any other relevant criteria.
T EHITHAR AR TAFERLE XA TEFAREN DL FEMK. TRREL, AELFEAR, BT
WL IR 1E B AR R EAT R FAEAT AR K 94T A

211.166 Stability testing
FaEpR% (19814511 A178)

(@) There shall be a written testing program designed to assess the stability characteristics of drug products.
The results of such stability testing shall be used in determining appropriate storage conditions and expiration
dates. The written program shall be followed and shall include:
S ITIRAE 2 oA T AFAE R BB X I F R RAEB KRB ERE A THEE LG EAF50A20. Z5a
Z RGN, e
(1) Sample size and test intervals based on statistical criteria for each attribute examined to assure valid

estimates of stability;

ARIE AW 69 B M8 et F AR (AR MERT RS, &R THEGEN EI %) $TRAF 2/

WX R, VARIEXAE R 69 A B
(2) Storage conditions for samples retained for testing;

R G G I F o
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(3) Reliable, meaningful, and specific test methods;
4. A E AR R Tk

(4) Testing of the drug product in the same container-closure system as that in which the drug product is

marketed;

KR AR AELEL LTSRN EE-FHAAN.
(5) Testing of drug products for reconstitution at the time of dispensing (as directed in the labeling) as well

as after they are reconstituted.

Rr st 2 S dd A BE SRR 69 R R EATIR (B A T) Ao e AT X
(b) An adequate number of batches of each drug product shall be tested to determine an appropriate
expiration date and a record of such data shall be maintained. Accelerated studies, combined with basic
stability information on the components, drug products, and container-closure system, may be used to
support tentative expiration dates provided full shelf life studies are not available and are being conducted.
Where data from accelerated studies are used to project a tentative expiration date that is beyond a date
supported by actual shelf life studies, there must be stability studies conducted, including drug product testing
at appropriate intervals, until the tentative expiration date is verified or the appropriate expiration date
determined.

NG BB EEHIRA TH T ESGA AN, XEHIERETE FRA. do BRI AR 0G5
Y&, BARALRTY, WTHERNLESGREF. SR EBE - HARALABTRE LMW XERIFY A
o o RAwik X I 09 KB R T IR LR R ﬁ}]@‘fm i%%f 8 B9 R AT, LARTRERAFR, &
HE LA RN K, EEY ZAH S % KA dE TR S

(c) For homeopathic drug products, the requirements of this Section are as follows:

TGS R G, AFAEe T &R,

(1)  There shall be a written assessment of stability based at least on testing or examination of the drug
product for compatibility of the ingredients, and based on marketing experience with the drug product to
indicate that there is no degradation of the product for the normal or expected period of use.

BB Y ARYE 2 My Ak 0 MK A B xR - 894SR AT B AL TR, FRIBL BN THER, K
Hﬂ‘ﬁ?}z nu/f}-_ﬂ:- e R R A RS

(2) Evaluation of stability shall be based on the same container-closure system in which the drug product is
being marketed.

MWL, RATEH5 S ETALRAGAEEEE WA %R

(d) Allergenic extracts that are labeled “No U.S. Standard of Potency” are exempt from the requirements of

this Section.

AR R B AR R 8 BRI BT AT &R

[43 FR 45077, Sept. 29, 1978, as amended at 46 FR 56412, Nov. 17, 1981]
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211.167 Special testing requirements
HHRELER
(@) For each batch of drug product purporting to be sterile and/or pyrogen-free, there shall be appropriate

laboratory testing to determine conformance to such requirements. The test procedures shall be in writing and
shall be followed.

MR A Ao/ I RF G, BT ELGERERR A ERL L ZRMF. B ITHEMRX TARENILY
P @A,

(b) For each batch of ophthalmic ointment, there shall be appropriate testing to determine conformance to
specifications regarding the presence of foreign Particles and harsh or abrasive substances. The test
procedures shall be in writing and shall be followed.

AR E ) B AT E K AT, A R B M A AL AE ) B AR T A AR KR AT BT R A K
T AR I AAZ 69 5\ AR .

(c) For each batch of controlled-release dosage form, there shall be appropriate laboratory testing to

determine conformance to the specifications for the rate of release of each active ingredient. The test
procedures shall be in writing and shall be followed.

M ERERAN S RTELSGRETRE, UWAZSE—FHERDHERREFESR EHRE. BRITHEEX T
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211.170 Reserve samples
gq# (1995%1H208H)
(@) An appropriately identified reserve sample that is representative of each lot in each shipment of each
active ingredient shall be retained. The reserve sample consists of at least twice the quantity necessary for all
tests required to determine whether the active ingredient meets its established specifications, except for
sterility and pyrogen testing. The retention time is as follows:
Fr R BB AR M 09 B — E M R 09 BARAR S AT E BARIR AR . AR A AT ER RN AT SR
BARAEEFELENLEZTHES ARG, RARARERG R, RE LT (AP
(1) For an active ingredient in a drug product other than those described in Paragraph s (a) (2) and (3) of
this Section, the reserve sample shall be retained for 1 year after the expiration date of the last lot of the
drug product containing the active ingredient.
AR (a) (2) F(3)#hikag 2 5h, AT BB P g EHRL, BARRGEES TR B RE—IHA R
HE 1 5
(2) For an active ingredient in a radioactive drug product, except for nonradioactive reagent kits, the
reserve sample shall be retained for:
3T F R AR A B A XA & IS B s P 0 B R, BAERRAE:

(i)  Three months after the expiration date of the last lot of the drug product containing the active ingredient
if the expiration dating period of the drug product is 30 days or less; or
o B AINA 30 RAAA, MEA RG-S EFERNHBRGAZME 3 M &

(i)  Six months after the expiration date of the last lot of the drug product containing the active ingredient if
the expiration dating period of the drug product is more than 30 days.
e RH A A 30 RALE, WEARE—EFERN Bty A 4G 6 MA

(3) For an active ingredient in an OTC drug product that is exempt from bearing an expiration date under §
211.137, the reserve sample shall be retained for 3 years after distribution of the last lot of the drug
product containing the active ingredient.
AYE Sec. 211137 % TAFEA B4 OTC Zh b ey Ftkmty, BHEARE ERE — WS EHRMN H 5
RiZEH 3 .

(b) An appropriately identified reserve sample that is representative of each lot or batch of drug product shall

be retained and stored under conditions consistent with product labeling. The reserve sample shall be stored
in the same immediate container-closure system in which the drug product is marketed or in one that has
essentially the same characteristics. The reserve sample consists of at least twice the quantity necessary to
perform all the required tests, except those for sterility and pyrogens. Except for those for drug products
described in Paragraph (b)(2) of this Section, reserve samples from representative sample lots or batches
selected by acceptable statistical procedures shall be examined visually at least once a year for evidence of
deterioration unless visual examination would affect the integrity of the reserve sample. Any evidence of
reserve sample deterioration shall be investigated in accordance with § 211.192. The results of the

examination shall be recorded and maintained with other stability data on the drug product. Reserve samples

of compressed medical gases need not be retained. The retention time is as follows:

FFPRENG A E SRR EAREH B MR E LRS- RN AFHETHRA. BHELZAES HST

oA R REAME RGN CEMAFIEE. B (ATRARARGKRIN) 2V 5 aS#TEIFEE N

LR B A, T AT (0)(2)F Ak g 2 b sh, ARIE T AT AT R AF G R R EMG R ARG G, &

FRAEREFHAT-RBEEE, RIEBLSYAGHGTERE, RIE Sec.211.192, @A 4E4T TR T

TR E. BEERPERFFSACHLRTHELE—RRAGF EAREAKRGGHELERE . KRG

o

(1) For a drug product other than those described in Paragraph s (b) (2) and (3) of this Section, the reserve
sample shall be retained for 1 year after the expiration date of the drug product.

M A3 (D) (2)F=(3) B F prik 69 25 Su sk, BAHERARAE B Sh e — 4

(2) For a radioactive drug product, except for nonradioactive reagent kits, the reserve sample shall be
retained for:
PR AE AT PR A & Z MR AT o, BAERRAEE:

(i)  Three months after the expiration date of the drug product if the expiration dating period of the drug
product is 30 days or less; or
do R su by A A Ay 30 REAW, M A H & E 3 MR ; &
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Six months after the expiration date of the drug product if the expiration dating period of the drug
product is more than 30 days.
e R egA B A 30 KA L, W mAZmigh e 6 A

(3) Foran OTC drug product that is exempt for bearing an expiration date under § 211.137, the reserve
sample must be retained for 3 years after the lot or batch of drug product is distributed.
ARIE Sec. 211137 L TAFEA MG OTC Zdp, BHLMRE Z LR EMNG S LIEEH 3 o

[48 FR 13025, Mar. 29, 1983, as amended at 60 FR 4091, Jan. 20, 1995]
53T %

198343 A29 B «E£ BB N 484130257

199541 20 B «EEIEHANIRY 60540917

211.173 Laboratory animals

RS
Animals used in testing components, in-process materials, or drug products for compliance with established
specifications shall be maintained and controlled in a manner that assures their suitability for their intended
use. They shall be identified, and adequate records shall be maintained showing the history of their use.

A THMNBRHEA PR ZRRGRE0RER TAFEMS LGS Y, BARIET AR R & E R 6 7 X T4
FrAndE . TN R ATER, FRAFm LR T it

211.176 Penicillin contamination

HEFFR (2016577291)
If a reasonable possibility exists that a non-penicillin drug product has been exposed to cross-contamination
with penicillin, the non-penicillin drug product shall be tested for the presence of penicillin. Such drug product
shall not be marketed if detectable levels are found when tested according to procedures specified in
‘Procedures for Detecting and Measuring Penicillin Contamination in Drugs,” which is incorporated by
reference. Copies are available from the Division of Research and Testing (HFD-470), Center for Drug
Evaluation and Research, Food and Drug Administration, 5001 Campus Dr., College Park, MD 20740, or
available for inspection at the National Archives and Records Administration (NARA). For information on the
availability of this material at NARA, call 202-741-6030, or go to:
http://www.archives.gov/federal_register/code_of_federal_regulations/ibr_locations.html.

WwRAGEFEFEZ SRS FERFERFTE LT EGSEYGTRE, WEFEEZARLATHEEEZATHAEY

¥, o RARNE <M FF %%zm’éé’a#’f FoitEHLALY (Fﬁf?‘%) LA é’ﬁzf HEAT# Bh i £ I A 5] T 44

KT, W% 2 RAFHATARE o AR B R T AR 50 25 50 B BB 9 3R At 1 8 89 2 A AR 32 B (HFD-

470) &R F IR AR A AE (5001 Campus Dr., College Park, MD 20740) 4 &1, SEERAEEFfit ik
ij&ZEJ (National Archives and Records Administration , NARA) . %t 7 # NARA 3% F sbat#h 69 ¥ 35 o A2

8., iE# 47 202-741-6030 K755 :

http.//www.arch|ves.qov/federal reqgister/code_of federal_regulations/ibr_locations.html.

[43 FR 45077, Sept. 29, 1978, as amended at 47 FR 9396, Mar. 5, 1982; 50 FR 8996, Mar. 6, 1985; 55 FR
11577, Mar. 29, 1990; 66 FR 56035, Nov. 6, 2001; 69 FR 18803, Apr. 9, 2004; 81 FR 49897, July 29, 2016]

B3T3

197849129 B « £ EIEINMY 434545077
198243 A5 B «£EBKMAIR 47 % 9396
198543 A6 B «EE I AR 5058996 1
199043 A29 B «EEBEIEAR> 55511577 R
200141176 B «EEBEHARAIRY 664560357
200444 A9 B <% EIIFANIR> 694560357
201647429 B «£EFEI/NIR> 81449897 7

Subpart J - Records and Reports
WRFRE
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211.180 General requirements

—& &R (1995417208)
(@) Any production, control, or distribution record that is required to be maintained in compliance with this
Part and is specifically associated with a batch of a drug product shall be retained for at least 1 year after the

expiration date of the batch or, in the case of certain OTC drug products lacking expiration dating because
they meet the criteria for exemption under § 211.137, 3 years after distribution of the batch.

BBAIF B REAY, UBRLARZE WA XGA YL, EdfRENHLE, 2V RAEZZMA
BHE 1, Rk, T ikE Sec. 211137 #9355 fAr b LA B89 k& OTC %o, BARAZZMALEZ)E 3
#‘o

(b) Records shall be maintained for all components, drug product containers, closures, and labeling for at

least 1 year after the expiration date or, in the case of certain OTC drug products lacking expiration dating
because they meet the criteria for exemption under § 211.137, 3 years after distribution of the last lot of drug

product incorporating the component or using the container, closure, or labeling.

FiA R4 e BB FHMEFFENRIE I EREAZME 1 F, F, o Ti23 Sec. 211.13749% %
A A SR OTC 4%, REERARBHAIAGRLEER. FHFIFENRE—HNERHLES 3
#‘O

(c) All records required under this Part, or copies of such records, shall be readily available for authorized
inspection during the retention period at the establishment where the activities described in such records
occurred. These records or copies thereof shall be subject to photocopying or other means of reproduction as
Part of such inspection. Records that can be immediately retrieved from another location by computer or other
electronic means shall be considered as meeting the requirements of this Paragraph .

AFFTZROGAILE, SRR FHR, ERGHN, BAELALETIHEYENG LA, TAMTHE
ZEBEE, FALEEE Gy, ZLLRRILG RATRHRITH PR CH X9 LA AL b, @it
AMRELE BT H XTI AR GIRE, RHGANRFESAKERY,

(d) Records required under this Part may be retained either as original records or as true copies such as
photocopies, microfilm, microfiche, or other accurate reproductions of the original records. Where reduction
techniques, such as microfilming, are used, suitable reader and photocopying equipment shall be readily
available.

KA E LR T AR CERA LI AR (BB, BAKRE. X5 HIKRHA R CRIEIT TG LA
S) 09 REATHRA. EABEYHEAR Qe AIE) $9H T M B T AR 618 09 18 i 38 Fo 3 P i &

(e) Written records required by this Part shall be maintained so that data therein can be used for evaluating,

at least annually, the quality standards of each drug product to determine the need for changes in drug
product specifications or manufacturing or control procedures. Written procedures shall be established and
followed for such evaluations and shall include provisions for:

RGP EW B EITEE TS, VML FHRFETARTEVBF—RGE—H R TAFEGIRE, AH
T A AF REFAEG T LT R BH TSR ETE G B BN, FEaEIT.
(1) Areview of a representative number of batches, whether approved or rejected, and, where applicable,
records associated with the batch.
3 — R A F QI T RAEW G T T bR BAE K 099T 09 B
(2) Areview of complaints, recalls, returned or salvaged drug products, and investigations conducted under
§ 211.192 for each drug product.
M- F. B BRI F L, BARYE Sec. 211.192 & 69 % .
(f) Procedures shall be established to assure that the responsible officials of the firm, if they are not
personally involved in or immediately aware of such actions, are notified in writing of any investigations
conducted under §§ 211.198, 211.204, or 211.208 of these regulations, any recalls, reports of inspectional

observations issued by the Food and Drug Administration, or any regulatory actions relating to good
manufacturing practices brought by the Food and Drug Administration.

B ST AAZ APRAEA AL 7 v A, ARATEH F 06 PP BT R A X R AT A B, BAK$ @ 45 e & T ARG A HL§Sec.
211.198, 211.204, % 211.208 25 #t4764 8% {LATZ =, FDA £ 6945 NERIRE. X FDA % FCGMP
A KR AT o

[43 FR 45077, Sept. 29, 1978, as amended at 60 FR 4091, Jan. 20, 1995]
3T

197849 H29 B «E£ BB N 43445077 1

199541420 B «£E KA~ 6048996 7
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211.182 Equipment cleaning and use log
A& FE A ALk (200849A8H)

A written record of major equipment cleaning, maintenance (except routine maintenance such as lubrication
and adjustments), and use shall be included in individual equipment logs that show the date, time, product,
and lot number of each batch processed. If equipment is dedicated to manufacture of one product, then
individual equipment logs are not required, provided that lots or batches of such product follow in numerical
order and are manufactured in numerical sequence. In cases where dedicated equipment is employed, the
records of cleaning, maintenance, and use shall be Part of the batch record. The persons performing and
double-checking the cleaning and maintenance (or, if the cleaning and maintenance is performed using
automated equipment under § 211.68, just the person verifying the cleaning and maintenance done by the
automated equipment) shall date and sign or initial the log indicating that the work was performed. Entries in
the log shall be in chronological order.

AT EZRENFE Y (B FEY W EBARRRI) 6 H@mitfn 4k 2788, B
B S TH) BT A XA B EF. W REEFTAT AR AET, @B 5693 R B 5 HE
PGB AT A, WAEELRGRER S BEAFRREN, FE FP LA GITTEAEAIITE
B — . BAEAF LN FE. I HAR (e R R AARYE 211.68 prig A LR & R ZARF FF et TR,
AR FEAZE ARG T RFEL Ry TAEGAT) fARSEEWBMRIFESL A G FAFT, KNI
TR B &R EDRFAS .

[73 FR 51933, Sept. 8, 2008]
(RAVE &
200849 A8 B «X£ EBEFI ARy 7345519337

211.184 Component, drug product container, closure, and labeling records.
R HRER. FHARAERLT

These records shall include the following:
XL R Y @AE T & N
(@) The identity and quantity of each shipment of each lot of components, drug product containers, closures,

and labeling; the name of the supplier; the supplier's lot number(s) if known; the receiving code as specified in
§ 211.80; and the date of receipt. The name and location of the prime manufacturer, if different from the

supplier, shall be listed if known.

R B BB B RAASERAN LA E;, BEH LR, BEH YIS (ShiE) ;
Sec. 211.80 M T b9 KRG ; FodEl B . R EZAFHESLEH, BIE 247§ LAkt (T4
8915)

(b) The results of any test or examination performed (including those performed as required by § 211.82(a),
§ 211.84(d), or § 211.122(a)) and the conclusions derived therefrom.

AT BT AR B e B 69 45 . (@ FE4FE Sec. 211.82(a), Sec. 211.84(d), or Sec. 211.122(a)& Kk 49) , LA&
Wy AR ey ik,

(c) Anindividual inventory record of each component, drug product container, and closure and, for each
component, a reconciliation of the use of each lot of such component. The inventory record shall contain
sufficient information to allow determination of any batch or lot of drug product associated with the use of
each component, drug product container, and closure.

F— R B RB R FEIEAILR, A E— R, FWRIZBAA R YRR, SRR R &
1R A A — R P BB e B3R 69 2 bk

(d) Documentation of the examination and review of labels and labeling for conformity with established
specifications in accord with §§ 211.122(c) and 211.130(c).

HIESec. 211.122(c) F=Sec. 211.130(c)#| iT 897 SARAE , AR & HATAAAF M AR & Fo F M09 AR

(e) The disposition of rejected components, drug product containers, closure, and labeling.

MR EA HRAB. B4 AENARITE

211.186 Master production and control records

& fede i 2ILF
(@) To assure uniformity from batch to batch, master production and control records for each drug product,
including each batch size thereof, shall be prepared, dated, and signed (full signature, handwritten) by one
person and independently checked, dated, and signed by a second person. The preparation of master

%% 36 T 343 7
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production and control records shall be described in a written procedure and such written procedure shall be
followed.

APRIEDLR B 693 — e, H—hoe (CIEANIETAEN) W EIEZfolsdl iR d —ALE. EZHBHFE

& (&4, F5) , FhF A%z, ERARREL. BATHERX T LS 5246 20 R4 &H8AE

&) P @ AAZ .

(b) Master production and control records shall include:

A G iEH £ R aFE:

(1) The name and strength of the product and a description of the dosage form;
= S 89 G AR A HLAE B B R

(2) The name and weight or measure of each active ingredient per dosage unit or per unit of weight or
measure of the drug product, and a statement of the total weight or measure of any dosage unit;
EHRGHENEEH FREALEZTRERTY, BRRERRSNLHRFEZTREE, RITA LN EHE
FFRAEZIHA

(3) A complete list of components designated by names or codes sufficiently specific to indicate any
special quality characteristic;
] LR R R T8 RARARERIR Z A0 0 R AAT 2

(4) An accurate statement of the weight or measure of each component, using the same weight system
(metric, avoirdupois, or apothecary) for each component. Reasonable variations may be permitted,

however, in the amount of components necessary for the preparation in the dosage form, provided they
are justified in the master production and control records;

F— R EZTIERGERLE, STHE—RBHEARRGEZT AL (AF. FHHXGHH) o R
i, W RALE T HiEA TIURR ARG, AR B &L MRS AFR SRR E
(5) A statement concerning any calculated excess of component;
A XRAEAITETE (B 9L,
(6) A statement of theoretical weight or measure at appropriate phases of processing;
FE L TH-RGEAE ST REZ NN,

(7) A statement of theoretical yield, including the maximum and minimum percentages of theoretical yield
beyond which investigation according to § 211.192 is required;

LT, GHRIE211.92 2B ERR S ENR KRR DT EGAE.

(8) A description of the drug product containers, closures, and packaging materials, including a specimen
or copy of each label and all other labeling signed and dated by the person or persons responsible for
approval of such labeling;

B BE. B ROEMARNE, QBT AAREIE R TAZL T E B ROREFTA L e X T
SR A R A

(9) Complete manufacturing and control instructions, sampling and testing procedures, specifications,
special notations, and precautions to be followed.

F iR R A T el b Ag A BARARAL. REAE. HHEEREZFR.

211.188 Batch production and control records
& = 54k (200849A887)
Batch production and control records shall be prepared for each batch of drug product produced and shall
include complete information relating to the production and control of each batch. These records shall include:
JL AR AR e AR BRI AR, FaESEMNE FREAA KT ER L. XEITLEE O
(a) An accurate reproduction of the appropriate master production or control record, checked for accuracy,
dated, and signed;
E Y E A RIEFLRG A AR, SRS AR, ZRARFEL.
(b) Documentation that each significant step in the manufacture, processing, packing, or holding of the batch
was accomplished, including:
PAGEF T QEREAEFEELTHILER, G4
(1) Dates;
H A7

(2) Identity of individual major equipment and lines used;

1 8GN £ 2R & B 5 RO H Do
(3) Specific identification of each batch of component or in-process material used;

A% ) 69 FE LR AR AL P 8] 7 o 09 AR B
(4) Weights and measures of components used in the course of processing;

% 37 71 3t 43
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Ao TAAF AL R A I E L E;

(5) In-process and laboratory control results;
I L e I ® 26 45 R

(6) Inspection of the packaging and labeling area before and after use;
B e U 2 R A% R BTG 4940

(7) A statement of the actual yield and a statement of the percentage of theoretical yield at appropriate
phases of processing;
& & o TH-FRA LR = 2 09 5L Fo JE 00 F 09 LA

(8) Complete labeling control records, including specimens or copies of all labeling used;
T IR A HILTR, QAEPTA AR AR E 09 HE AR a8 K

(9) Description of drug product containers and closures;
2 & BB A EH A B o

(10) Any sampling performed;
PR BUAE S

(11) Identification of the persons performing and directly supervising or checking each significant step in the
operation, or if a significant step in the operation is performed by automated equipment under § 211.68,
the identification of the person checking the significant step performed by the automated equipment.
BERPEIFBREAR. ABERARRIZRETRARG S b Sk, EHKRA 211.68 prith A shiLik
AT AT R, NEARE AN EES XL TRF LG IEAR S W

(12) Any investigation made according to § 211.192.
A¥E Sec. 211.192 B #9147 A &

(13) Results of examinations made in accordance with § 211.134.
3B Sec. 211.134 prifte a9 4 %,

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51933, Sept. 8, 2008]
53T i %

197849 A29 B «EE AN 43445077 1

200849 A8 B «EEBIARY 735519337

211.192 Production record review

A FRFFH
All drug product production and control records, including those for packaging and labeling, shall be reviewed
and approved by the quality control unit to determine compliance with all established, approved written
procedures before a batch is released or distributed. Any unexplained discrepancy (including a percentage of
theoretical yield exceeding the maximum or minimum percentages established in master production and
control records) or the failure of a batch or any of its components to meet any of its specifications shall be

thoroughly investigated, whether or not the batch has already been distributed. The investigation shall extend
to other batches of the same drug product and other drug products that may have been associated with the
specific failure or discrepancy. A written record of the investigation shall be made and shall include the
conclusions and followup.

AEMBATREEZA, A GmAE T 5E40ER (AECESNE) A8 bR 2 EERTHTEEAME, A
RGP R R IAEN HONRGFSFL. REZRNAFTCELE, HAAMBN LR (AR EA7 S
FEH EZRFEPRERRRFADREGILRME) R—IRIAET R R SR SAREGIFIL, AR5 AT H
KAE. AEET XKEAAR G RO ELEHRILE ZFATEEFAMXGLCHR. AEREL S EITEFE
QA& LR A IR Mo

211.194 Laboratory records
ZBFie%k (2005411H88)

(@) Laboratory records shall include complete data derived from all tests necessary to assure compliance

with established specifications and standards, including examinations and assays, as follows:

FIFILEE CAERTA A THINS BN A7/ IAREARIF G600 B BT = 26 T ERYE, afEhE i,

M Bdke T

(1) A description of the sample received for testing with identification of source (that is, location from where
sample was obtained), quantity, lot number or other distinctive code, date sample was taken, and date
sample was received for testing.

2% 38 T 43 1
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LB G I R AR s 09 R . RIREA] (B, RBAESGRE) « K. T RLERXAKRD. BAEEH
Fa ko Box B AF o 698 E] B 2

(2) A statement of each method used in the testing of the sample. The statement shall indicate the location
of data that establish that the methods used in the testing of the sample meet proper standards of
accuracy and reliability as applied to the product tested. (If the method employed is in the current
revision of the United States Pharmacopeia, National Formulary, AOAC INTERNATIONAL, Book of
Methods, 1 or in other recognized standard references, or is detailed in an approved new drug
application and the referenced method is not modified, a statement indicating the method and reference
will suffice). The suitability of all testing methods used shall be verified under actual conditions of use.
o B Af S A ) 89 FEAY 7 k09BN A A T T e AR I S o, A s 0940 I8 T R AF AR B AY f
kAo T ARG BRI E . (o RO T EAIATIAR «EBHRY . BRATEY  F
FHOMWER S <FEH» 1, RACMROIFEIRK, RECHEH AV FTHFLLLE T ARE
BB, BTG EFSE FTHET) o BAEEIRAE R AR T X PTA AR 694 W Jr % iE R AT R

' Copies may be obtained from: AOAC INTERNATIONAL, 481 North Frederick Ave., suite 500, Gaithersburg,
MD 20877.

VIR RA T HALIRAT: B A OME KA, ik dbh AR T KA481 5, B E 2 E B E500E,
20877,

(3) A statement of the weight or measure of sample used for each test, where appropriate.
E LR, HRAARAE ARG EZTREZHE LGN

(4) A complete record of all data secured in the course of each test, including all graphs, charts, and
spectra from laboratory instrumentation, properly identified to show the specific component, drug
product container, closure, in-process material, or drug product, and lot tested.
HR AR AR BT TR I R EIT R, O ZREMEN LR, Hoh i
P R G s RAR AL A ik

(5) A-record of all calculations performed in connection with the test, including units of measure, conversion
factors, and equivalency factors.
SBA XA AILR, QAT L. AR TRENRE T

(6) A statement of the results of tests and how the results compare with established standards of identity,
strength, quality, and purity for the component, drug product container, closure, in-process material, or
drug product tested.

s

, B, P

R Fe Sl B R AR R BAT PRAR Y 1A
(7) The initials or signature of the person who performs each test and the date(s) the tests were performed.
FRIR A B 09 BRAE AR 898 T RE L BRAS A BB
(8) The initials or signature of a second person showing that the original records have been reviewed for
accuracy, completeness, and compliance with established standards.
ABAR O EFHRESL, RACIKRLGIT R AR, TEERFT T FHTFER AT
(b) Complete records shall be maintained of any modification of an established method employed in testing.
Such records shall include the reason for the modification and data to verify that the modification produced
results that are at least as accurate and reliable for the material being tested as the established method.
KA AR T T E Z R EIT KA. HEILEY OISR RE LR ZEE S ANERE )
Fa BR R 75 ik AR R A A 7T 3 09 R
(c) Complete records shall be maintained of any testing and standardization of laboratory reference
standards, reagents, and standard solutions.
B S ARG R E AR S XA A AR I R 09 KA AR 9 I .
(d) Complete records shall be maintained of the periodic calibration of laboratory instruments, apparatus,
gauges, and recording devices required by § 211.160(b)(4).
¥ Sec. 211.160(b)(4)49 &K, RAMN ZBREMNE. £ E. 2 B AL F0 TXE& TIE A T EILRK.
(e) Complete records shall be maintained of all stability testing performed in accordance with § 211.166.
JARYE Sec. 211.166 &K, R A Pr #AT 0948 M X I 69 T HIT K.

[43 FR 45077, Sept. 29, 1978, as amended at 55 FR 11577, Mar. 29, 1990; 65 FR 18889, Apr. 10, 2000; 70
FR 40880, July 15, 2005; 70 FR 67651, Nov. 8, 2005]

AR &

197849 A29 B «E£ EIEANIIRY 435450771
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199043 29 « £ B BN 55511577

200044 A10 B «EE IR 6545188897
200547 A15 B «£E KRR 70540880 71
2005411 A8 A «EEFIRARY 7056765171

211.196 Distribution records

KizitFk (198443 16H)
Distribution records shall contain the name and strength of the product and description of the dosage form,
name and address of the consignee, date and quantity shipped, and lot or control number of the drug product.
For compressed medical gas products, distribution records are not required to contain lot or control numbers.
FIBILRR QG 5 5o b9 LA AN, A B HGE . KW AR LA A bk, B B B Fe R AR 2 5% 49 45 RAZH)
o MTERESR AT u, RBILEAEZOEMRT R4 5.

(Approved by the Office of Management and Budget under control number 0910-0139)
(% 2 A= 70 5By 2L %5 5°0910-0139)

[49 FR 9865, Mar. 16, 1984]
(XAVE &
198443 416 H «£ EIFEFHAIRY 494598657

211.198 Complaint files

#if#sE (200343 A31 H)
(a) Written procedures describing the handling of all written and oral complaints regarding a drug product
shall be established and followed. Such procedures shall include provisions for review by the quality control
unit, of any complaint involving the possible failure of a drug product to meet any of its specifications and, for
such drug products, a determination as to the need for an investigation in accordance with § 211.192. Such
procedures shall include provisions for review to determine whether the complaint represents a serious and
unexpected adverse drug experience which is required to be reported to the Food and Drug Administration in
accordance with §§ 310.305 and 514.80 of this Chapter.
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R adE, RIEAFE Sec. 310.305Y F= 514.80% AT W 2k, WA ZALTIZIIFN 5% T & %@ FDA IR
W EGREG G RFH

©310.305 Records and reports concerning adverse drug experiences on marketed prescription drugs for
human use without approved new drug applications.

©310.305 % F A B ag# 25§ ifkm L e AL F 2 R RRE i FAdhE (BURHE, #@ R 2hEHR
x)

2514.80 Records and reports concerning experience with approved new animal drugs.
P514.80 % F £ #E89 HHH H A 2L RARE. (UM, #@A5HhEERI)

(b) A written record of each complaint shall be maintained in a file designated for drug product complaints.

The file regarding such drug product complaints shall be maintained at the establishment where the drug
product involved was manufactured, processed, or packed, or such file may be maintained at another facility if
the written records in such files are readily available for inspection at that other facility. Written records
involving a drug product shall be maintained until at least 1 year after the expiration date of the drug product,
or 1 year after the date that the complaint was received, whichever is longer. In the case of certain OTC drug
products lacking expiration dating because they meet the criteria for exemption under § 211.137, such written
records shall be maintained for 3 years after distribution of the drug product.
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B A LR OTC ZHae , kX P @ITEERAEHHLIEE 3 Fo

(1)  The written record shall include the following information, where known: the name and strength of the
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drug product, lot number, name of complainant, nature of complaint, and reply to complainant.
FEILRE QIEAT Shtifz & Bty MR 5. FOFARSE . FIFHGHRA R BIFAN =
go

(2) Where an investigation under § 211.192 is conducted, the written record shall include the findings of the
investigation and followup. The record or copy of the record of the investigation shall be maintained at
the establishment where the investigation occurred in accordance with § 211.180(c).

Jo FARIE Sec. 211.192 &7 T AL, H@iLFm aiEAE ¢ LI 8 I7H L. &% Sec. 211.180(c), A
ERFRITCKI ARG LERTAEGSLA,

(3) Where an investigation under § 211.192 is not conducted, the written record shall include the reason
that an investigation was found not to be necessary and the name of the responsible person making
such a determination.

Jo R AARYE Sec. 211192 & F AL , F@IiLRE QHELAREZRATREGRE , ABRAE LR ZH f5
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[43 FR 45077, Sept. 29, 1978, as amended at 51 FR 24479, July 3, 1986; 68 FR 15364, Mar. 31, 2003]
[43 FR 45077, 19784972918, 4i7F 51 FR24479, 198647 A3 H;68 FR 15364, 200343 A31 H]
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Subpart K - Returned and Salvaged Drug Products
iR AT 5 =D

211.204 Returned drug products
B H 2
Returned drug products shall be identified as such and held. If the conditions under which returned drug

products have been held, stored, or shipped before or during their return, or if the condition of the drug
product, its container, carton, or labeling, as a result of storage or shipping, casts doubt on the safety, identity,
strength, quality or purity of the drug product, the returned drug product shall be destroyed unless
examination, testing, or other investigations prove the drug product meets appropriate standards of safety,
identity, strength, quality, or purity. A drug product may be reprocessed provided the subsequent drug product
meets appropriate standards, specifications, and characteristics. Records of returned drug products shall be
maintained and shall include the name and label potency of the drug product dosage form, lot number (or
control number or batch number), reason for the return, quantity returned, date of disposition, and ultimate
disposition of the returned drug product. If the reason for a drug product being returned implicates associated
batches, an appropriate investigation shall be conducted in accordance with the requirements of § 211.192.
Procedures for the holding, testing, and reprocessing of returned drug products shall be in writing and shall be
followed.
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211.208 Drug product salvaging
2G5 #Y EDIC

Drug products that have been subjected to improper storage conditions including extremes in temperature,
humidity, smoke, fumes, pressure, age, or radiation due to natural disasters, fires, accidents, or equipment
failures shall not be salvaged and returned to the marketplace. Whenever there is a question whether drug
products have been subjected to such conditions, salvaging operations may be conducted only if there is
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(a) evidence from laboratory tests and assays (including animal feeding studies where applicable) that
the drug products meet all applicable standards of identity, strength, quality, and purity and
FHFEREFAE (EE LG YEA) BN RFEGERNGERN. Atk REREEFAE, AR

(b) evidence from inspection of the premises that the drug products and their associated packaging were
not

subjected to improper storage conditions as a result of the disaster or accident. Organoleptic examinations
shall be acceptable only as supplemental evidence that the drug products meet appropriate standards of

identity, strength, quality, and purity. Records including name, lot number, and disposition shall be
maintained for drug products subject to this Section.
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	FDA cGMP
	Part 210 - Current Good Manufacturing Practice In 
	药品制造、加工、包装或贮存cGMP总则
	210.1      Status of current good manufacturing pr
	(a)  The regulations set forth in this Part and in
	the act as to safety, and has the identity and str
	(b)  The failure to comply with any regulation set
	在药品的制造、加工、包装或贮存过程中，如果不遵守本部分和本卷第211、225和226部分中规定的任何
	定，将导致该药品依据《美国法典》 第501(a)(2)(B)
	donor testing), processing, storage, labeling, pac
	试(包括捐赠者测试)、加工、 贮存、标签、包装或分销的机构的所有者和经营者，是药物(根据该法第505

	210.2      Applicability of current good manufactu
	(a)  The regulations in this Part and in Parts 211
	本部分以及本章的211、225和226节中的法规适用，药物生产有关；在本章的第600至680部分中使
	226 of this Chapter, in Parts 600 through 680 of t
	(c)  An investigational drug for use in a phase 1 
	study or the drug has been lawfully marketed, the 

	定义（ 2009年12月10日）
	(a)  The definitions and interpretations contained
	(b)  The following definitions of terms apply to t
	(1)     Act--means the Federal Food, Drug, and Cos
	(2)     Batch--means a specific quantity of a drug
	(3)     Component--means any ingredient intended f
	(4)     Drug product--means a finished dosage form
	term also includes a finished dosage form that doe
	(6)     Nonfiber releasing filter--means any filte
	flushing, will not release fibers into the compone
	(7)     Active ingredient--means any component tha
	product in a modified form intended to furnish the
	(8)     Inactive ingredient--means any component o
	(9)     In-process material--means any material fa
	reaction that is produced for, and used in, the pr
	(10)   Lot--means a batch, or a specific identifie
	character and quality within specified limits.
	(11)   Lot number, control number, or batch number
	processing, packing, holding, and distribution of 
	(12)   Manufacture, processing, packing, or holdin
	operations, testing, and quality control of drug p
	(13)   The term medicated feed means any Type B or
	药用物料--指本章第558.3条所定义的任何B型或C型药用物料 。 药用物料包含该行为第201(g)
	(14)   The term medicated --premix means a Type A 
	药物预混合物--是指本章第 558.3 条中定义的 A 类药物。该条包含该行为第 201(g)节中定
	(15)   Quality control unit--means any person or o
	(i)      The concentration of the drug substance (
	药物物质的浓度（例如， 重量/重量、重量/体积或单位剂量/体积基础）和/或
	(ii)     The potency, that is, the therapeutic act
	效价： 即根据适当的实验室检测或足够的临床研究可靠数据而得出的药品治疗活性(例如可表达为相对当 于多

	(17)   Theoretical yield--means the quantity that 
	components to be used, in the absence of any loss 
	processing, or packing of a Particular drug produc
	(19)   Percentage of theoretical yield--means the 
	manufacture, processing, or packing of a Particula
	phase), stated as a percentage.
	理论收率的百分比--实际产量(生产、加工或包装某种药品的适当阶段)与理论产量(在相同阶段)的比率，
	(20)   Acceptance criteria--means the product spec
	验收标准--是建立在相应的取样方法基础上的药品的质量检验标准和合格、不合格标准(如合格质量水平 和不
	(21)   Representative sample--means a sample that 
	(22)   Gang-printed labeling-- means labeling deri
	of labeling is printed.



	Part 211 - Current Good Manufacturing Practice For
	目前制剂药的cGMP
	Subpart A-General Provisions
	一般条款
	211.1       Scope
	(a)  The regulations in this Part contain the mini
	drug products (excluding positron emission tomogra
	(b)  The current good manufacturing practice regul
	本部分中关于药品的现行良好生产规范法规 ，适用于第600至680部分，它们涉及人类使用的生物制品药物
	(c)  Pending consideration of a proposed exemption
	在考虑经提议的，发表在 1978 年 9 月 29  日联邦注册表（FR）上一项免除时， 若产品及其
	（OTC） 实施本部分条例，直至进一步的通知为止。本章110部分和113至119部分的条例用于鉴别这
	定义
	(a)  The definitions set forth in § 210.3 of this 


	Subpart B - Organization and Personnel
	组织和人员
	211.22     Responsibilities of quality control uni
	质检控制部门的职责
	(b)  Adequate laboratory facilities for the testin
	质量控制部门应有足够的实验室设施，用于测试和批准（或拒收）原辅料， 药品容器， 密封件， 包装材料，
	间他和药品。
	(c)  The quality control unit shall have the respo

	211.25     Personnel qualifications
	(a)  Each person engaged in the manufacture, proce
	sufficient frequency to assure that employees rema
	product shall have the education, training, and ex
	functions in such a manner as to provide assurance
	(c)  There shall be an adequate number of qualifie

	211.28     Personnel responsibilities
	人员职责
	clean clothing appropriate for the duties they per
	(c)  Only personnel authorized by supervisory pers
	(d)  Any person shown at any time (either by medic
	health conditions that may have an adverse effect 
	sufficient education, training, and experience, or
	consultants and the type of service they provide.


	Subpart C - Buildings and Facilities
	厂房和设施
	211.42     Design and construction features
	设计和建造要求（ 1995年1月20日）
	(a)  Any building or buildings used in the manufac
	(b)  Any such building shall have adequate space f
	materials, or drug products, and to prevent contam
	(c)  Operations shall be performed within specific
	contamination or mixups during the course of the f
	(1)     Receipt, identification, storage, and with
	unit before release for manufacturing or packaging
	(2)     Holding rejected components, drug product 
	(3)     Storage of released components, drug produ
	(4)     Storage of in-process materials;
	(7)     Quarantine storage before release of drug 
	(8)     Storage of drug products after release;
	(i)      Floors, walls, and ceilings of smooth, ha
	(ii)     Temperature and humidity controls;
	(iii)    An air supply filtered through high-effic

	(iv)    A system for monitoring environmental cond
	(v)     A system for cleaning and disinfecting the
	(vi)    A system for maintaining any equipment use

	(d)  Operations relating to the manufacture, proce
	facilities separate from those used for other drug

	211.44     Lighting
	211.46     Ventilation, air filtration, air heatin
	通风、空气过滤、空气加热和冷却
	应提供足够的通风
	(b)  Equipment for adequate control over air press
	(c)  Air filtration systems, including prefilters 
	control recirculation of dust from production. In 
	(d)  Air-handling systems for the manufacture, pro

	211.48     Plumbing
	(a)  Potable water shall be supplied under continu
	(b)  Drains shall be of adequate size and, where c

	211.50     Sewage and refuse
	污水和废弃物
	(a)  Sewage, trash, and other refuse in and from t

	211.52     Washing and toilet facilities
	清洗和卫生间设施
	(a)  Adequate washing facilities shall be provided
	maintained in a clean and sanitary condition, Any 
	disposed of in a timely and sanitary manner.
	(b)  There shall be written procedures assigning r
	such written procedures shall be followed.
	(c)  There shall be written procedures for use of 
	drug products and shall be followed. Rodenticides,
	(d)  Sanitation procedures shall apply to work per
	(a)  Any building used in the manufacture, process


	Subpart D – Equipment
	设备
	211.63     Equipment design, size, and location
	设备设计、尺寸和布局
	(a)  Equipment used in the manufacture, processing
	appropriate design, adequate size, and suitably lo

	211.65     Equipment construction
	products shall not be reactive, additive, or absor
	purity of the drug product beyond the official or 
	(b)  Any substances required for operation, such a

	211.67     Equipment cleaning and maintenance
	(a)  Equipment and utensils shall be cleaned, main
	设备和器具应周期性的清洁、维护，并根据药物的性质酌情进行消毒和/或灭菌，以防止故障或污染，从而改变 
	(b)  Written procedures shall be established and f
	procedures shall include, but are not necessarily 
	(1)     Assignment of responsibility for cleaning 
	(3)     A description in sufficient detail of the 
	maintenance operations, and the methods of disasse
	(4)     Removal or obliteration of previous batch 
	(5)     Protection of clean equipment from contami
	(6)     Inspection of equipment for cleanliness im

	(c)  Records shall be kept of maintenance, cleanin

	211.68     Automatic, mechanical, and electronic e
	(a)  Automatic, mechanical, or electronic equipmen
	records of those calibration checks and inspection
	and output from the computer or related system of 
	应对计算机或相关系统进行适当的控制， 以确保主要生产数据和控制记录或其他记录的更改仅由授权人员进
	行。应检查计算机的相关公式系统或其他记录的数据输入和输出系统是否准确。输入/输出验证的程度和频率应 
	211.103, 211.182, or 211.188(b)(11) can satisfy th
	用于211.101(c)或(d)、211.103、211.182、211.188(b)(11)所述规

	过滤器（ 2008年9月8日）
	(a)  Filters for liquid filtration used in the man
	Particles in the injectable drug product. The use 


	Subpart E - Control of Components and Drug Product
	原辅料、药品容器及密封件的管理
	211.80     General requirements
	一般要求
	(a)  There shall be written procedures describing 
	(c)  Bagged or boxed components of drug product co
	(d)  Each container or grouping of containers for 
	approved, or rejected).

	211.82    Receipt and storage of untested componen
	未经检验的原辅料、药品容器和密封件的接收和存贮（ 2008年9月8日）
	(a)  Upon receipt and before acceptance, each cont
	product containers, and closures shall be examined
	(b)  Components, drug product containers, and clos
	been tested or examined, whichever is appropriate,

	211.84    Testing and approval or rejection of com
	原辅料、药品容器及密封件的检验、批准或拒收（ 2008年9月8日）
	(a)  Each lot of components, drug product containe
	(b)  Representative samples of each shipment of ea
	reserve where required by § 211.170.
	(c)  Samples shall be collected in accordance with
	(1)     The containers of components selected shal
	introduction of contaminants into the component.
	(2)     The containers shall be opened, sampled, a
	(4)     If it is necessary to sample a component f
	subdivisions shall not be composited for testing.
	(5)     Sample containers shall be identified so t
	the sample was taken, and the name of the person w
	姓名
	(6)     Containers from which samples have been ta

	(d)  Samples shall be examined and tested as follo
	(1)     At least one test shall be conducted to ve
	(2)     Each component shall be tested for conform
	supplier's analyses through appropriate validation
	(3)     Containers and closures shall be tested fo
	(5)     Each lot of a component, drug product cont
	for such contamination.
	(6)     Each lot of a component, drug product cont
	contamination that is objectionable in view of its

	(e)  Any lot of components, drug product container
	符合相关的鉴别、含量（效价） 、质量和纯度的书面质量标准以及本节 (d) 段的相关检验要求的原辅料、

	211.86     Use of approved components, drug produc
	放行后原辅料、药品容器及密封件的使用

	211.87    Retesting of approved components, drug p
	might adversely affect the component, drug product

	211.89     Rejected components, drug product conta
	211.94     Drug product containers and closures
	药品容器和密封件（ 2016年11月18日）
	(a)  Drug product containers and closures shall no
	(b)  Container closure systems shall provide adequ
	storage and use that can cause deterioration or co
	(c)  Drug product containers and closures shall be
	sterilized and processed to remove pyrogenic prope
	(d)  Standards or specifications, methods of testi
	(e)  Medical gas containers and closures must meet
	(1)     Gas-specific use outlet connections. Porta
	liquid oxygen units as defined at § 868.5655 of th
	(2)     (2) Label and coloring requirements. The l
	materials used for coloring medical gas containers



	Subpart F - Production and Process Controls
	生产和工艺控制
	211.100   Written procedures; deviations
	书面程序及偏离
	(a)  There shall be written procedures for product
	(b)  (b) Written production and process control pr
	from the written procedures shall be recorded and 

	211.101   Charge-in of components
	原辅料的投料（ 2008年9月8日）
	纯度：
	(a)  The batch shall be formulated with the intent
	(b)  Components for drug product manufacturing sha
	(4)     Batch for which component was dispensed, i

	(c)  Weighing, measuring, or subdividing operation
	container of component dispensed to manufacturing 
	(3)     The containers are properly identified. If
	(c)(1), (c)(2), and (c)(3) of this Section.

	(d)  Each component shall either be added to the b
	the components are added by automated equipment un

	211.103   Calculation of yield
	在药品生产，加工， 包装或贮存中，应在每一个适当阶段结束的时 ，确定实际产量和理论产量的比值（收
	率） 。此类计算应由一人进行，并由第二人进行独立复核，如果采用 211.68 涉及的自动化设备进行产

	211.105   Equipment identification
	production of a batch of a drug product shall be p
	when necessary, the phase of processing of the bat
	(b)  Major equipment shall be identified by a dist
	of the equipment may be used in lieu of a distinct

	211.110   Sampling and testing of in-process mater
	(a)  To assure batch uniformity and integrity of d
	include, but are not limited to, the following, wh
	(3)     Adequacy of mixing to assure uniformity an
	(5)     Clarity, completeness, or pH of solutions.

	(b)  Valid in-process specifications for such char
	conform to specifications.
	(c)  In-process materials shall be tested for iden
	significant phases or after storage for long perio
	(d)  Rejected in-process materials shall be identi
	prevent their use in manufacturing or processing o

	211.111   Time limitations on production
	生产时间控制
	(a)  When appropriate, time limits for the complet

	211.113   Control of microbiological contamination
	微生物污染控制（ 2008年9月8日）
	(b)  Appropriate written procedures, designed to p
	purporting to be sterile, shall be established and

	211.115   Reprocessing.
	(a)  Written procedures shall be established and f
	batches will conform with all established standard
	(b)  Reprocessing shall not be performed without t


	Subpart G - Packaging and Labeling Control
	包装和标签管理
	211.122   Materials examination and usage criteria
	(a)  There shall be written procedures describing 
	应制订并遵循足够详细地描述标签和包装材料的接收、鉴别、贮存、操作、取样、检查和/或检验的书面规程。 
	(b)  Any labeling or packaging materials meeting a
	released for use. Any labeling or packaging materi
	prevent their use in operations for which they are
	(c)  Records shall be maintained for each shipment
	(d)  Labels and other labeling materials for each 
	(f)   Use of gang-printed labeling for different d
	drug product, is prohibited unless the labeling fr
	(g)  If cut labeling is used for immediate contain
	operations shall include one of the following spec
	(1)     Dedication of labeling and packaging lines
	(2)     Use of appropriate electronic or electrome
	(3)     Use of visual inspection to conduct a 100-
	one person and independently verified by a second 
	独立复核。
	(4)     Use of any automated technique, including 

	(h)  Printing devices on, or associated with, manu
	product unit label or case shall be monitored to a

	211.125   Labeling issuance
	标签的发放（ 2016年11月18日）
	(a)  Strict control shall be exercised over labeli
	(b)  Labeling materials issued for a batch shall b
	labeling specified in the master or batch producti
	(c)  Procedures shall be used to reconcile the qua
	211.122(g)(2). Labeling reconciliation is also wai
	identification.
	(f)   Procedures shall be written describing in su
	issuance of labeling; such written procedures shal

	211.130   Packaging and labeling operations
	following features:
	(a)  (a) Prevention of mixups and cross-contaminat
	condition for future labeling operations to preclu
	strength, quantity of contents, and lot or control
	(c)  (c) Identification of the drug product with a
	of the manufacture and control of the batch.
	(d)  (d) Examination of packaging and labeling mat
	operations, and documentation of such examination 
	(e)  (e) Inspection of the packaging and labeling 
	packaging and labeling materials not suitable for 

	211.132   Tamper-evident packaging requirements fo
	drug products
	根据《联邦食品、药品和化妆品法案》（ 《法案》 ） ，食品药品管理局有权对 OTC 药品防伪包装制订
	(b)  Requirements for tamper-evident package.
	dentifrice, insulin, or lozenge product) for retai
	shall remain intact when handled in a reasonable m
	(2)     In addition to the tamper-evident packagin

	(1)     In order to alert consumers to the specifi
	liquefied or compressed gas to expel the contents 
	(i)      Identifies all tamper-evident feature(s) 

	指明所有符合本节(b)部分的防伪包装特点以及胶囊密封技术
	(ii)      Is prominently placed on the package; an
	(iii)     Is so placed that it will be unaffected 
	identifying characteristic, that characteristic is
	如选用符合本节(b)部分要求的防伪特征作为鉴别用的特征，该特征应在标签声明中提及。例如， 使用收 缩

	(d)  Request for exemptions from packaging and lab
	Rule.” The petition is required to contain the fol
	(1)     The name of the drug product or, if the pe
	drug class, and a list of products within that cla
	(2)     The reasons that the drug product's compli
	(3)     A description of alternative steps that ar
	(4)     Other information justifying an exemption.

	applications for OTC drug products are required un
	approval under § 314.70(b) of this Chapter.
	(f)   Poison Prevention Packaging Act of 1970. Thi

	211.134   Drug product inspection
	药品检查
	(a)  Packaged and labeled products shall be examin
	(b)  A representative sample of units shall be col
	visually examined for correct labeling.
	(c)  Results of these examinations shall be record

	211.137   Expiration dating
	有效期（ 1995年1月20日）
	(a)  To assure that a drug product meets applicabl
	time of use, it shall bear an expiration date dete
	stability studies described in § 211.166.
	(c)   If the drug product is to be reconstituted a
	information for both the reconstituted and unrecon
	(d)  Expiration dates shall appear on labeling in 
	§ 201.17 Drugs; location of expiration date.
	(e)  Homeopathic drug products shall be exempt fro
	(f)   Allergenic extracts that are labeled “No U.S
	that they meet appropriate standards or specificat
	dispensing, their labeling shall bear expiration i
	(h)  Pending consideration of a proposed exemption
	does not bear dosage limitations and they are stab


	Subpart H - Holding and Distribution
	贮存和发运
	211.142   Warehousing procedures
	入库程序
	(a)  Quarantine of drug products before release by
	(b)  Storage of drug products under appropriate co
	identity, strength, quality, and purity of the dru

	211.150   Distribution procedures
	发运程序
	(a)  A procedure whereby the oldest approved stock
	(b)  A system by which the distribution of each lo


	Subpart I - Laboratory Controls
	实验室管理
	211.160   General requirements
	(a)  The establishment of any specifications, stan
	recorded and justified.
	(b)  Laboratory controls shall include the establi
	containers, closures, in-process materials, labeli
	(1)     Determination of conformity to applicable 
	adequately identified. Such procedures shall also 
	(2)     Determination of conformance to written sp
	procedures for in-process materials. Such samples 
	识。
	(3)     Determination of conformance to written de
	(4)     The calibration of instruments, apparatus,
	按照制订的包含有具体说明、时间计划、精确度和精密度限度，以及在精确度和/或精密度超出限度情况


	211.165   Testing and release for distribution
	(a)  For each batch of drug product, there shall b
	每批药品放行前，应对其与药品最终质量标准（包括每一活性成份的鉴别和规格） 的完全符合性进行适当的实 
	(b)  There shall be appropriate laboratory testing
	free of objectionable microorganisms.
	(c)  Any sampling and testing plans shall be descr
	sampling and the number of units per batch to be t
	to assure that batches of drug products meet each 
	质量控制部门使用的取样和检验的验收标准，应能充分保证各批药品符合适当的质量标准和适当的质量趋势 （O
	(e)  The accuracy, sensitivity, specificity, and r
	established and documented. Such validation and do
	(f)   Drug products failing to meet established st

	211.166   Stability testing
	(a)  There shall be a written testing program desi
	dates. The written program shall be followed and s
	(1)     Sample size and test intervals based on st
	estimates of stability;
	(2)     Storage conditions for samples retained fo
	(3)     Reliable, meaningful, and specific test me
	(4)     Testing of the drug product in the same co
	(5)     Testing of drug products for reconstitutio
	as after they are reconstituted.

	expiration date and a record of such data shall be
	at appropriate intervals, until the tentative expi
	(c)  For homeopathic drug products, the requiremen
	(1)     There shall be a written assessment of sta
	indicate that there is no degradation of the produ
	(2)     Evaluation of stability shall be based on 

	(d)  Allergenic extracts that are labeled “No U.S.

	211.167   Special testing requirements
	特殊检验要求
	(a)  For each batch of drug product purporting to 
	laboratory testing to determine conformance to suc
	对每批无菌和/或无热原的药品，应进行适当的实验室检验以确定其与要求相符。应制订并遵循关于检验规程的 
	(b)  For each batch of ophthalmic ointment, there 
	procedures shall be in writing and shall be follow
	(c)  For each batch of controlled-release dosage f
	procedures shall be in writing and shall be follow

	211.170   Reserve samples
	active ingredient shall be retained. The reserve s
	每次运输的每批货物的每一活性成份的留样都应进行适当标识及保存。留样应有进行活性成份是否符合既定质 量
	(1)     For an active ingredient in a drug product
	除本节(a) (2) 和(3)描述的之外，对于药品中的活性成份， 留样应保存至含活性成份药品的最后一
	期后 1 年。
	(2)     For an active ingredient in a radioactive 
	(i)      Three months after the expiration date of

	if the expiration dating period of the drug produc
	(ii)     Six months after the expiration date of t

	the expiration dating period of the drug product i
	(3)     For an active ingredient in an OTC drug pr
	product containing the active ingredient.

	(b)  An appropriately identified reserve sample th
	of compressed medical gases need not be retained. 
	(1)     For a drug product other than those descri
	除本节(b) (2)和(3)段中所述的药品外，留样应保存至药品有效期后一年
	(2)     For a radioactive drug product, except for
	retained for:
	(i)      Three months after the expiration date of
	(ii)     Six months after the expiration date of t
	(3)     For an OTC drug product that is exempt for
	sample must be retained for 3 years after the lot 


	211.173   Laboratory animals
	use. They shall be identified, and adequate record

	青霉素污染（ 2016年7月29日）

	Subpart J - Records and Reports
	记录和报告
	211.180   General requirements
	一般要求（ 1995年1月20日）
	Part and is specifically associated with a batch o
	they meet the criteria for exemption under § 211.1
	(b)  Records shall be maintained for all component
	because they meet the criteria for exemption under
	(c)  All records required under this Part, or copi
	electronic means shall be considered as meeting th
	photocopies, microfilm, microfiche, or other accur
	techniques, such as microfilming, are used, suitab
	(e)  Written records required by this Part shall b
	followed for such evaluations and shall include pr
	(1)     A review of a representative number of bat
	(2)     A review of complaints, recalls, returned 
	§ 211.192 for each drug product.

	(f)   Procedures shall be established to assure th
	manufacturing practices brought by the Food and Dr

	211.182   Equipment cleaning and use log
	211.184   Component, drug product container, closu
	原辅料、药品容器、密封件及标签记录
	(a)  The identity and quantity of each shipment of
	§ 211.80; and the date of receipt. The name and lo
	的话）
	(b)  The results of any test or examination perfor
	(c)  An individual inventory record of each compon
	sufficient information to allow determination of a
	(d)  Documentation of the examination and review o
	specifications in accord with §§ 211.122(c) and 21
	(e)  The disposition of rejected components, drug 

	211.186   Master production and control records
	(a)  To assure uniformity from batch to batch, mas
	followed.
	(1)     The name and strength of the product and a
	(2)     The name and weight or measure of each act
	measure of the drug product, and a statement of th
	(3)     A complete list of components designated b
	(4)     An accurate statement of the weight or mea

	are justified in the master production and control
	(5)     A statement concerning any calculated exce
	(6)     A statement of theoretical weight or measu
	(7)     A statement of theoretical yield, includin
	beyond which investigation according to § 211.192 
	(8)     A description of the drug product containe


	211.188   Batch production and control records
	批生产与控制记录（ 2008年9月8日）
	(a)  An accurate reproduction of the appropriate m
	(b)  Documentation that each significant step in t
	(2)     Identity of individual major equipment and
	(3)     Specific identification of each batch of c
	(4)     Weights and measures of components used in
	(6)     Inspection of the packaging and labeling a
	(7)     A statement of the actual yield and a stat
	phases of processing;
	(8)     Complete labeling control records, includi
	(9)     Description of drug product containers and
	(10)   Any sampling performed;
	(11)   Identification of the persons performing an
	the identification of the person checking the sign
	(12)   Any investigation made according to § 211.1
	(13)   Results of examinations made in accordance 


	生产记录审核
	211.194   Laboratory records
	实验室记录（ 2005年11月8日）
	(a)  Laboratory records shall include complete dat
	(1)     A description of the sample received for t
	(2)     A statement of each method used in the tes
	检验样品使用的每种方法的说明。该说明应包含明确了在产品检验当中，样品的检验方法符合相应的准  确性和
	(3)     A statement of the weight or measure of sa
	(4)     A complete record of all data secured in t
	spectra from laboratory instrumentation, properly 
	(5)     A record of all calculations performed in 
	factors, and equivalency factors.
	(6)     A statement of the results of tests and ho
	(7)     The initials or signature of the person wh
	(8)     The initials or signature of a second pers

	(b)  Complete records shall be maintained of any m
	results that are at least as accurate and reliable
	(c)  Complete records shall be maintained of any t
	(d)  Complete records shall be maintained of the p
	gauges, and recording devices required by § 211.16
	(e)  Complete records shall be maintained of all s

	发运记录（ 1984年3月16日）
	211.198   Complaint files
	(a)  Written procedures describing the handling of
	程应包括，根据本章 Sec. 310.305①   和 514.80②  进行的审核条款， 以确定是
	(b)  A written record of each complaint shall be m
	records shall be maintained for 3 years after dist
	(1)     The written record shall include the follo
	drug product, lot number, name of complainant, nat
	(2)     Where an investigation under § 211.192 is 
	the establishment where the investigation occurred
	(3)     Where an investigation under § 211.192 is 



	Subpart K - Returned and Salvaged Drug Products
	药品退货与回收
	211.204   Returned drug products
	211.208   Drug product salvaging
	(a)  evidence from laboratory tests and assays (in
	(b)  evidence from inspection of the premises that



