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C. A Scheme of Systems for the Manufacture of Drugs/Drug Products
JRSE/E S S DRGE D T2 6D D 2 AT L D FERE I

A general scheme of systems for auditing the manufacture of drugs and drug products consists
of the following:

JR3EE L OEELOMEZEET 720D AT AO— 7ML, BLTFO X 5 Ik S
TWo,

1) Quality System. (FE AT L)
This system assures overall compliance with cGMPs and internal procedures and
specifications. The system includes the quality control unit and all of its review and
approval duties (e.g., change control, reprocessing, batch release, annual record review,
validation protocols, and reports, etc.). It includes all product defect evaluations and
evaluation of returned and salvaged drug products. See the CGMP regulation, 21 CFR
211 Subparts B, E, F, G, 1, J, and K.
ZDOYAT AIE, cGMPsE ZDRIET HFIR (5ik) L HkE~D, BIARRZRERE G
(overall compliance) & PRAET D H D TH D, Uik AT Lld, WELRFEEPY (quality control unit ; QCU)
Zateb DT, TOLE2—ROKROEE (Fl21E, ZHEEHE, HIIT (eprocessing) . /N
> FHITT (batch release)  FEIRFEER L B = — (annual record review) . /XU F—3 g 7' fha—
N, BEOERERE) 2afELT05, £Ud TEToRGORGFHE] & NRGmIShT,
B LUK S NERLOFHE] bEA TS,
CGMP#iHIl, 21 CFR 211 Subparts B, E, F, G, |, J, and KZ & X720,

2) Facilities and Equipment System. (/i - #5227 L)
This system includes the measures and activities which provide an appropriate physical
environment and resources used in the production of the drugs or drug products. It
includes:
2D TEEA - BEER AT A IR RIS D VTR S O RGE I T 5 ) A PR R BT &
Uy —2 (&) ZRitd25FIE 5k LEHEZATHD, TALIZE, ROLOBE
FNnd,

a) Buildings and facilities along with maintenance;
BN OMiE, ZDOA T T ABAET 5
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b) Equipment qualifications (installation and operation); equipment calibration and
preventative maintenance; and cleaning and validation of cleaning processes as
appropriate. Process performance qualification will be evaluated as part of the
inspection of the overall process validation which is done within the system where the
process is employed; and,

g O VERHE (FRiER L ONEER) ; BEERORIE &L THikE KNG ke GXET5
BAITIR) B koY F— g v, Fut R OBEMEREES YN (Process performance
qualification) %, T DT ¥ A ZfEHT 252 AT LAFFAN TITON D IR 7ot A -
UVFr—va v a8t 5k, 2O—HE L GHET 22 LRk THAD ; LT

c) Utilities that are not intended to be incorporated into the product such as HVAC,
compressed gases, steam and water systems.
HVAC (ZZ3l) | JEfEH A, ZRBLOKOT AT LD LS 7, B ENEZWETDHZ
EHRBHE L TORWHER (Utilities)

See the CGMP regulation, 21 CFR 211 Subparts B, C, D, and J.
CGMP #iHI, 21 CFR 211 SubpartsB, C, D, 8L J. X720,

3) Materials System. (F#EE T 2T A)
This system includes measures and activities to control finished products, components,
including water or gases, that are incorporated into the product, containers and closures.
It includes validation of computerized inventory control processes, drug storage,
distribution controls, and records. See the CGMP regulation, 21 CFR 211 Subparts B, E,
H, and J.
ZDVAT AT, B EEG K OEM B2 E BT 5 FIE (O5iE) LiESE G b 0T, M E
X, (i BB LORICHZAENDTTDO, KHDLWITAZEZATND, arBa—X
(LS NTEEEBFEONY T — 3 > EHGITE, @& P (distribution controls) & Nk

ZafE LT b,

CGMP #iHI 21 CFR 211 Subparts B, E, H, B X" JL.EZ &I N720,

4) Production System. (&li&s 25 4)
This system includes measures and activities to control the manufacture of drugs and
drug products including batch compounding, dosage form production, in-process
sampling and testing, and process validation. It also includes establishing, following, and
documenting performance of approved manufacturing procedures. See the CGMP
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regulation, 21 CFR 211 Subparts B, F, and J.

ZOVAT AT, FEEOEELOFHEO-OOTFIE (FiE) LIEHE2EHLLOTHY, =
AUTIE/ N T OFHA (batch compounding) £ 5-FIHL D FLIE (dosage form production) , TR Y7
U o7 & 3RBR (in-process sampling and testing) . &K N7 B A « XU 5 —3/ 5 2 (process validation) %
GATND, T E T, ARSI N-8EHEORES (performance of approved manufacturing
procedures) & HENL L, FAUSHEV, T LTXENMTHZ L HEFEL TV D,

See the CGMP#HI|, 21 CFR 211 Subparts B, F, % J.& &I 720y,

5) Packaging and Labeling System. (&3 « FRY 2T A)
This system includes measures and activities that control the packaging and labeling of
drugs and drug products. It includes written procedures, label examination and usage,
label storage and issuance, packaging and labeling operations controls, and validation of
these operations. See the CGMP regulation, 21 CFR 211 Subparts B, G, and J.
ZDVAT AT, FEROEELOCER TR ZEHT 5 FIE k) KOES 2T,
Z Ui, FNEZE (written procedures) . L —UL DA &8 (label examination and usage) , L —X
JVDPRE & 31T (label storage and issuance)  IEE N N L — LR IR D EHEE PR (packaging and labeling
operations controls) & TN, ZAVH DIEHED NN F— a U EFE IS,
CGMP HiHI, 21 CFR 211 Subparts B, G, K N. =& X7\,

6) Laboratory Control System. (ZAE#EI 2T L)
This system includes measures and activities related to laboratory procedures, testing,
analytical methods development and validation or verification, and the stability program.
See the CGMP regulation, 21 CFR 211 Subparts B, 1, J, and K.
TDOVAT AT, TR (GEERE=) OFNA (laboratory procedures) . bR, M ITIEDBIRE IS LY
NYF—=vay (FFRXV 70 r—vary) kO ZE®RT w77 L5232 FIE
5) CLIEEEZATND,
CGMP #iHI, 21 CFR 211 Subparts B, I, J, &X' K. & &M Sz,

The overall theme in devising this scheme of systems was the subchapter structure of the
CGMP regulation. Every effort was made to group whole subchapters together in a rational
set of six systems which incorporates the general scheme of pharmaceutical manufacturing
operations.

ZDVAT LDV EE 2 D ETORIKRN 7T —~ 1%, CGMPHIHI D subchapter D& T o >
7o EIMBEEZO R Z B AT 6 DD AT AOEEL 7 AE D (rational
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The organization and personnel, including appropriate qualifications and training, employed
in any given system, will be evaluated as part of that system's operation. Production, control,
or distribution records required to be maintained by the CGMP regulation and selected for
review should be included for inspection audit within the context of each of the above
systems. Inspections of contract companies should be within the system for which the product
or service is contracted as well as their Quality System.

Lk & . ZOTT MMIHEET DIRE (EOREk MR & ORI Z &) 13, TDT AT 4
DOEFEO—HE UCHHET 2 2 &2 5, COGMPHANC L » THERFT 2 Z L gk ST\,
WOVEJ—Té:&ﬁ%EémTwé@% BH, HO50EFEOREIL, EREV AT LD
K& OBIE O HIPHN THELZREEA (inspection audit) & 5T XX TH 5, ZFE{EZE (contract companies) D
HEIT, B AT A (Quality System) & (T %@@ HWNFIY—EAEZZFLE L TNDH U AT
LOHFHANETRETHD

As this program approach is implemented, the experience gained will be reviewed to make
modifications to the system definitions and organization as needed.

ZOTRTTADT Fa—F e E Al L TR LIZREIT, B, AT AOESR LMk A
EBhETHEDIILE2—ENDThHA 9,

[2EZ&E] Gigic ka0 6H9)

- CDER GMP Guidelines ®V A2 = (ISPE ®H A k)
http://www.ispe.org/gmp-resources/cder-gmp-gquidelines

+ Questions and Answers on Current Good Manufacturing Practices for Drugs (E%)
https://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/uc
m124740.htm
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