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C. System Inspection Coverage (A7 AZEZEDx5&iH)

QUALITY SYSTEM (fET AT A)
Assessment of the Quality System is two phased. The first phase is to evaluate whether the
Quality Control Unit has fulfilled the responsibility to review and approve all procedures
related to production, quality control, and quality assurance and assure the procedures are
adequate for their intended use. This also includes the associated recordkeeping systems.
The second phase is to assess the data collected to identify quality problems and may link
to other major systems for inspectional coverage.
B VAT LADTEAAY M, 22007 =4 X (BB Moo TnDd, ZORNDT -
A X%, QCU (QALM ; Quality Control Unit) 25,  [H13E  SVEAEHE N OVWERAEIZEES T 542 To
FlEZ L E2—L, ART L2 L) . KO TZ2OFIE (FiE) RNEE T2 HEIT L T
UThorZeaRGET D2 L] LVIFEMLERIZLTHAENE I PEFMT LD TH D,
TSR FE . FAUCBE T DGR AT I (recordkeeping systems) 73R VD, DT
A XL, WEOMBEEZRET DOINEISNTT —F 2T EAA L M T5Z2LTHY,
ZHIIEZROMEHEM L RDMDFEERI AT ALY 7T HHDERDLTHA D,

For each of the following, the firm should have written and approved procedures and
documentation resulting therefrom. The firm's adherence to written procedures should be
verified through observation whenever possible. These areas are not limited to finished
products, but may also incorporate components and in-process materials. These areas
may indicate deficiencies not only in this system but also in other major systems that
would warrant expansion of coverage.

TR~ ZNZNICHONT, ERITCE RSN, DOoKESNIZFIRE, ThbnbAE
CoXHE (LFH) 2ROXNETH D, CFE SN FINAICKT 2 EEONAT X, HRDIR
DGRz wEho) BIEE (observation) Z il L CHER T D Z &, ZID OXRRMEEIL, A& HnIC
REINDHDOTIEARL, EME B IO CRPHfL G ELEEND, T OXIRE
B, ZOVATLTRIaZERTEND T Lid, ARIRLEROMOTERL AT LA TELER
faido0b LN E WS Z L Th Y, BERHFPHAZILRNSED &V ) IEHRHHIT
o
All areas under this system should be covered; however the depth of coverage may vary
depending upon inspectional findings.

ZDVAT LD TIZHLETOEMEAN—FT 52 L,  LOLREL, MRETIHHES
13, AR TORLFHORIUMKFT HTHA I,
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- Product reviews: at least annually; should include information from areas listed below

as appropriate; batches reviewed, for each product, are representative of all batches
manufactured; trends are identified; refer to 21 CFR 211.180(e).

BMEOLE2—: DI THOHFROBETOFER 5 LEIJEL T, IFIZY X
N LUZZEIRN S DIFHRAEEDDH 2 & FRBIZONWTOR Yy FO L B2 —iF, fEE21T
STEETONyTFEREFTDHHLOTHDHZ L, ; 21CFR211.180( )2 & = &,

U : 21 CFR 211.180(e) D ik 1%, RDIEY Th 5.
(O)FEIRDIRE & AW AT~ DFI

Z D3 — FTER &5 FekE (written records)iX, # ZIZRE SN TWD T =20, D7 B4R

WTITONDRDOFTMAEN TE D KO ITHERF T2 2 &, BRGLOBSOETEOLIENE, B &

OIS F 72 TE P FIEO LENE A IRET 272D O, K EESO S FEE O,

ZOXE I RFHHZ OV TOPIEEZER L T, ThEsFd s L& bic, LTOHHEETHT D

N

() KRSNDAREE SNIEDIEL T, Ny FORRHRBO LV E2—, ZYUTIHB1E, £
DNy FICHET 5 HEO L Ea—%T5 2 &

QEEDH -1, B A T-7-, BEREEERFE LEEEROLE2—, RbICES va v
211.1921C L7223 o CEEHG LT Fhi L 7= JRIRFRAER RO L B o —

- Complaint reviews (quality and medical): documented; evaluated; investigated in a
timely manner; includes corrective action where appropriate.
JV—AhDVvEax— (REBIOCERER - CELORD ; FHEHORD ; A LY
—ICHE SN TV D) ST 5583 IEHELZZD D

- Discrepancy and failure investigations related to manufacturing and testing:
documented; evaluated; investigated in a timely manner; includes corrective action
where appropriate.

HMEBIUCRBRICE L COR—BROREEORE :  SCELOWRN ; FHI ORI 5 #
ALY —ITHESNLTWD D ST 558 3R IEHREZZD D

- Change Control: documented; evaluated; approved; need for revalidation assessed.
EEEH . b e, AR, AT alrOERETEAAC TS

- Product Improvement Projects: for marketed products
MAHKE 2= b0 HRGICEA LT

- Reprocess/Rework: evaluation, review and approval; impact on validation and
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stability.
BT (Reprocess) /HAE (Rework) : Fffi, LB =—LtEE, NV TF—vat
BEVE~DA X7 K,

FRIE : CGMP®™Sec. 211.115 Reprocessing (FFINT) DD FEHIL, KD XK H T > T,

(a)FFIN .00 FNAE D fife 37 2R
FHEF BRI A LWy FERMLT 5V A7 AR FIEELZ ML L, ZIUTHED
Lo FOFIEFZL, BMLINIANy FRETOML SN, HikE, B IORECES LT
D2 L ERAET D7D, WMOREAT v b EL I L,

(b)FFIN LI 595 QCU D HERR
NI, SEEBEEP (QCU) DMl LUVEKR e LICE L Tl blan o &

SRYE AN T3 L OVEALER I FBEGMPICTEE L CWAREATH b . 851G S A HHIT ), B
HUVTIEE IR AICIR O N D TRV EBbh b, FHEGMP (ICHQ7) TiE., T
IFRDO L 91272 TnBb,

BT

FEVETHUE IS L Wb O a G, K - Ji3EE2 TRICE L, %E Sz 4%k L
FBo—HTh ot bERE S L < I1XE 0o o) 72 b7 m) A E I EBRS (B 2 1378
B, 7 e~ RoyiE, BifeE) AR b, TRENEFEREIC KV ISR ARERT
HDHZENRENTGE, TO%, U TREMKET D2 L13, BHOTRO—EEE X,
HITEEE 20,

L
FHESIHUE IS L ik - JFERICOWT, FFATE 2E 2G5 2010, &
AEPETRE LT 7 2 ALERE RS (] 2 (X, $75 21BN X 2 PSS &2 1

I N7

4
&

- Returns/Salvages: assessment; investigation expanded where warranted; disposition.
GRS/ ) : TEAAUDL ; TN EETHLIEAICIE., IR LIZHRENE ; Bt

AR CGMPIZIE “Subpart K--Returned and Salvaged Drug Products” DIER & %,
Sec. 211.204 Returned drug products. (38 L OV £ 38 50)

W SN EHESIL, WREREITO, RET22L, b L. YRGS NDEELD, ZNNE
SNDHENT, HDOIWVIIREINDE LI, Wb, RESh, &2 W3k Sz RoRER, 5
WIZE IO R L LT, ZOERS, ERLOKE, H— k> (EE) &5 EI%ETR (labeling)
OMRED, HLEIHK G OL M, [F—M (identity) . Jifli (strength) . /& (quality) & 2V EALE
(purity) (ZEEWEHZIT T DL DO TH o7/ BIE, HEENE, BAE, R, &2 VIO,
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ZEaPE,. R—PE, DMl SEL EITHEIC W T, EEAREEICASE L TV I ENIES AR WER
D, ZTOYKERNWEFEETHZ L,
L U2 ER N ) 7 5, BB KO HICHEA L TWA Z & ARTHEE LT, EEL A2 F

TLTELIAR, RSN ERLOTERAREFEEL, ZORMBICIIROFHEZFTET 5 2
Lo s

- IS DA & FoR

- Al

s ey FEE (ERFEAREETL LIy TES)
< IRHIPEH

I BHIS &

- yo B A

AN S LT R D B ALy N

A SAERBOBEBNS, oSy FITHERT 5 2 Emaiid, §211.192 OB LR
S THREEZFEMT 2 Z &, BA SN ERGORE

L RBR, BLOEMIIICES L, 2SS 2
L,

Sec. 211.208 Drug product salvaging. ([ 35 D)

EH S, /2R, WREE, PE PEE. B, BRI ARKEIC L DA, kI, F

. F TR O A 72 EARU 2R E SR B NG, FRaRE L., TGICRAIL T
e b7, EIEENZDO XD IR ENN TS L T2 A 5HEIT

(@ GEYT 250 30t E S l) LOEREMMAFE, i, dnEd L OWE O

AIREZR AT OMER -3, &V O MBR=E OBk LUV
(D)EEFE S & Z AU BET 2 EAEN, EE T F oM R, RERRERMEIZS b InRhro
Tl MR DELEDN D DFHLNH 55 E DI, 17> THU,

EHEMATIL, YrXEHRMAEIEME, O, W, B L OWIE O Y] e Ui A LTV S B
RIHLE L CORTEINDZE, 207 g rOxtbl R AEREMICHOWTIR, #0444, =

v FET, BROW 7 Lo AR R E T 52 &,

- Rejects: investigation expanded where warranted; corrective action where appropriate.
REH TNV EHTHLLAEITIE, LR LIZHMENE ; #2857 556 132 EHFE

- Stability Failures: investigation expanded where warranted; need for field alerts

evaluated; disposition.
ZEMAES : ThPNESTHLIGAICIEL, IR LCHENS 5 sHiliZ1T > 7-field
alerts D L MED N

FRIE - field alerts & 1%, ERGELEB CORFERZFDAICERK T LU AT L%V,

AERHE, I OWAERC T, BRICIZL TR, BED 2 A4 T I AR EHHOET, pynamasiutionto.Ul .
P FIROBE I E £ Ay TRNEOHNTE 7 7 > 3 v i3, BFECHES TR AT F a0,
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- Quarantine products.  FEEE L 7285,
BRYE : Quarantine & IIHIME O AR A 78 K12 LV | fh L [REET 2 kEEE VD,

- Validation: status of required validation/revalidation (e.g., computer, manufacturing
process, laboratory methods).
NY)F—=vay  PBELEINHIN)T—ray /BT —va okl Bz, =
YEa—2 WETev X TR TORBRITE)

- Training/qualification of employees in quality control unit functions.
QAP DFEHE (quality control unit functions) (2 331F 2 HiEZE B D F)Ilfe /T A& ME F-h

FACILITIES AND EQUIPMENT SYSTEM  (%fi - a5 A7 )

For each of the following, the firm should have written and approved procedures and
documentation resulting therefrom. The firm's adherence to written procedures should be
verified through observation whenever possible. These areas may indicate deficiencies
not only in this system but also in other systems that would warrant expansion of
coverage. When this system is selected for coverage in addition to the Quality System, all
areas listed below should be covered; however, the depth of coverage may vary
depending upon inspectional findings.
TR~ ZNZNICHONT, ERITCE RSN, DOoKESNIZFIRE, ThbnbAE
CoXHE (LFH) 2ROXNETH D, CFE SN FINAICKT 2 EEONAT X, HRDIR
DGR - b o) BLEL (observation) A il L CHERR T X&E THDH, T O OXMGHEELN, ZDv
AT LCRMaZRTHHHANLRNE NS Z L, BENRERHMOETER VAT ATHE
TeRME D Db LILRNWE NS Z L Th Y | BERHIAZILRNSE D &) Y 7R
278 %, mBEY AT AIMAT, ZOVAT LZIEE LTCRF GOk : iz, S AT AL
o127 roEF 227 L) 1L, LFICY A LR TOFEKE I NN—FT5Z L ; Lol
WH, MHRHEPAOES 1T, ARTORAFHORBIC IV ELENLTHAS I,

1. Facilities  (B¢f#)
- cleaning and maintenance (b & R4

- facility layout and air handling systems for prevention of cross-contamination
(e.g. penicillin, beta-lactams, steroids, hormones, cytotoxics, etc.)

AERHE, I OWAERC T, BRICIZL TR, BED 2 A4 T I AR EHHOET, pynamasiutionto.Ul .
TSRO SH 1M E 2 A, SUHNEDHIN L 77 v a vid, BIFHFUCEESCTEmINTT S 0,
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RGN TeO DRI LA T U b L2 AT A
(Bl z1E. 2=V > betalactams. AT A R, HF/LEL ., HEAEMHYEZ)

- specifically designed areas for the manufacturing operations performed by the firm to
prevent contamination or mix-ups
&Xﬁé‘*ﬂ&aé WV ERFRE 2 BT 272012, ZORFETIT > TV D RIEEED T DIk
INZERFT L 7= X

- general air handling systems KAV IR ZEF S AT L

- control system for implementing changes in the building
Y OELE LT 5720 DFEHY AT A

- lighting, potable water, washing and toilet facilities, sewage and refuse disposal
FEEA . BOBbK, P KOV M A Ulax, TR, KOV I ALPE (refuse disposal)

- sanitation of the building, use of rodenticides, fungicides, insecticides, cleaning and
sanitizing agents
YOV =7—ar (Hwmeidm . &EAL BREEA. &0, Tk oy =
A AH

2. Equipment  #2%
equipment installation and operational qualification where appropriate
T DA R, BER OTRARERS I OB RE O mEAS R AT

- adequacy of equipment design, size, and location
a7 A 0 GRED . A XB L ORENE OB

- equipment surfaces should not be reactive, additive, or absorptive
BEs R, BOSMED 72 <, additive T2 < (k). FoidWEMETRW &

* o additiveD EIRITIAGE, “REICEHAET D ORI RE®RLEEDbNLD,
- appropriate use of equipment operations substances, (lubricants, coolants, refrigerants,
etc.) contacting products/containers/etc.

BN AT L Pk DSBS OME (GEEAL. mAER, Rinfl7Ze L)

AERHE, NI T, BIRICIEATII, MBS VR AA 7 IRABEAECET,  [petoanna Slutons Co. Il sat
TSRO BH B E £t Aoy MNEDHNTE 7 7> 3 v i3, BFFCHETOTRIEE LT F 0,
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- cleaning procedures and cleaning validation
HE LD HEL  HBR O F— 9

- controls to prevent contamination, particularly with any pesticides or any other toxic
materials, or other drug or non-drug chemicals
BYE T2 OEE, FRo, FRFH D W05 h0OFEWE, 2o H 5
IIEESEH O L E

- qualification, calibration and maintenance of storage equipment, such as refrigerators
and freezers for ensuring that standards, raw materials, reagents, etc. are stored at the
proper temperatures
R A OWFE MR, BEF K OMRA, 2R, RS, Rk, PRS2 0 1E 7R IR A
TRAFT DI EERIET DT D, BN HE

- equipment qualification, calibration and maintenance, including computer
qualification/validation and security
A OISR, FIER L ORE, Zhidida v B o —X OmksEih N 75—
2 RPN EXR2 VT REEND

- control system for implementing changes in the equipment
IR OETEH L TS DD DEH ZT L

- equipment identification practices (where appropriate)
R Z BT 272D OEBROER (L4 258)

- documented investigation into any unexpected discrepancy
EN DA UK 5 X E LS =&

MATERIALS SYSTEM  (F#MEES 2T A4)

For each of the following, the firm should have written and approved procedures and
documentation resulting therefrom. The firm's adherence to written procedures should be
verified through observation whenever possible. These areas are not limited to finished
products, but may also incorporate components and in-process materials. These areas
may indicate deficiencies not only in this system but also in other systems that would

AL, AEPAORMPRCT, BRICRBTHER, BEHEIEAA 7 IR GERSFOET, ey orama Soulons 00, U, s
RL B OBE B E £+ A, BRNAOHNT L 77> 2 ¥ 13, BFFICHES L CRIEE AT F X0,
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warrant expansion of coverage. When this system is selected for coverage in addition to
the Quality System, all areas listed below should be covered; however, the depth of
coverage may vary depending upon inspectional findings.
LUF DL ZNZHUTHONWT, EITIESh, KRSNZFIRE, Z22064AE0 5%
HIZOWTOXE (CFE) OFEZ G- &, CFE LI FIRITH T D EEDNETIT,
HISEDIR Y Grik - #52ho) BIEL (observation) %18 L CHERR T 5 Z &, T4 5 O RKIRIT A& R 5
WZIRE SN DT TiEZe <, FEME B KO LRENTHES b EEENDL, TIL0 DXRIX
WAKRMZ T T LD THE, ZOVAT AIZRST, o 2T AT KRME R~ AREM:
NI, ZAIVUIESERGEIRAILET 2 YRR LD, WEVATAIMA T, 20
AT N RE LTCRF Gk« Mimsibagad, MBS AT Lo 1 v 27 2003 2> 27 2) X, ATIZY
AR L2 TOMEKRE D NN—FT252 L L LAaRG, MGEowmsIE, LT ELHE
HOWRRIZ LV ELEINDGTHA D,

training/qualification of personnel ik 5 o> Sl s ER Al

- identification of components, containers, closures
SV R S NS N T il

- inventory of components, containers, closures
JEAPEE, s, BROfEE (DOF )

- storage conditions {21k

- storage under quarantine until tested or examined and released
AR - MASNDETO, BLOHIHTETO, REES NIREETORE

- representative samples collected, tested or examined using appropriate means
WO HiEE R L CRIRL, BB L, HoVITRE I RENT T

- at least one specific identity test is conducted on each lot of each component
DI TH =D OR R HEGRRAERD, FREOA e » P TESND

- avisual identification is conducted on each lot of containers and closures
Ko O DE 1 v MZOWT, HIEMERR (visual identification) 723{T44L T 5

- testing or validation of supplier's test results for components, containers and closures
JEEH BEB LORRIZONT, 3774 v —0RBEREZH BRH L0 I T —va v

AL, AEPAORMPRCT, BRICRBTHER, BEHEIEAA 7 IR GERSFOET, ey orama Soulons 00, U, s
TSRO SH 1M E 2 A, SUHNEDHIN L 77 v a vid, BIFHFUCEESCTEmINTT S 0,
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LTWaZ e

- rejection of any component, container, closure not meeting acceptance requirements.
Investigate fully the firm's procedures for verification of the source of components.
PR ZEDSREFHICEE L 2WEE A%, BORE, £ OREOHHE T2 L TR

(verification) D 4% EZED HEZ+3IHAT 5

- appropriate retesting/reexamination of components, containers, closures
JFEE, Raw, HROmEE) 2 iR, A

- first in-first out use of components, containers, closures
JEEE, Bds. RO ANEH U irstindfirst out) 07 H

- quarantine of rejected materials
A8 A it O P B

- water and process gas supply, design, maintenance, validation and operation
KEONT vt 2T ZADOMAE, 5REH R, N T — 3 B IONER

- containers and closures should not be additive, reactive, or absorptive to the drug
product
Bab LORIF, BEEMZEESELY, RISLTEY HONEIRESERNWI &

- control system for implementing changes in the materials handling operations
7 D BBV MEZEZ I 1 2 28 5 D F2ita 0 7= b 0D 7 P

- qualification/validation and security of computerized or automated processes
ava—bEniz, FRIFEBLENT T vt AOBEEERHE, N T —a VB
LU0Ex2U T~

- finished product distribution records by lot
2y b T L DR AL OBk DFLEK

- documented investigation into any unexpected discrepancy
MESN DR —F~DLE L S -

A, EAROLARICS, BRIUATRR. BES3 05 4 73 <ELMRLY. I S B e
PO OB E B E LA, WRNEDHITL 7 7 > a vid, BFHOUCHEI W THEBEINTT X\,



(2EB%E 1) USFDADYV AT A (6 VAT L) BEOHHAIZDONT Page 11 of 20 pages
US-FDA, COMPLIANCE PROGRAMGUIDANCEMANUAL PROGRAM 7356.002

PRODUCTION SYSTEM (BELRT L)

For each of the following, the firm should have written and approved procedures and
documentation resulting therefrom. The firm's adherence to written procedures should be
verified through observation whenever possible. These areas are not limited to finished
products, but may also incorporate components and in-process materials. These areas
may indicate deficiencies not only in this system but also in other systems that would
warrant expansion of coverage. When this system is selected for coverage in addition to
the Quality System, all areas listed below should be covered; however, the depth of
coverage may vary depending upon inspectional findings.

TSR~ %2 OFHFIZHOWT, EETILE LS, oKRSNFIHE, ThnbE
HEHEIZOWTOXE (CEL) 2RO &, XESNFIRICKH 2 BEONESFIX
EHEE FRO  Griz: #szdio) BLE2 (observation) %1 L CHERR T D Z &, Z U6 ORI Ec & s iy

CIRE SN DT Tide < JFMARS KO TRENTREG b ZeEdEn s, TLOHRK
WS KMERT &S THIIE, ZOVAT AZRLT, o 27 ATH Kz RT A REN
NV, THIESHREEZIET 2 ES B LD, MEYATAIMAT, 20
AT LERE LTCRE GRIE - fimsfbBE2E. BBV AT Ao 1 27 208227 0) (X, LITIZY
ARNLTeRTOMEKE I N—FT252 L L LR b, HGHEHEOESIL, BEF O LF
HORPIC IV ELASNDTHA D,

training/qualification of personnel
Tk 5 ORI, s MR

control system for implementing changes in processes
Tt ADEEDOEMIIOWVTOEHS ZT A

adequate procedure and practice for charge-in of components
AL Ry DF v — A > (G ?) OuEb )7k & HE

formulation/manufacturing at not less than 100%
100% LA ED LS /i (%)

% @ (GR{E)  CGMP Sec. 211.101 Charge-in of components. (JFUEFD £ A)
(a) (A& D100% LA L DALST) /3w Fid, AR OFRREETZITFTERITK L T100% A
MR BRI ITET 5 L

- identification of equipment with contents, and where appropriate phase of

AERHE, I OWAERC T, BRICIZL TR, BED 2 A4 T I AR EHHOET, pynamasiutionto.Ul .

FOULFE RO SHZ IR E S8 A, WHMNEOHKE 727 v a vid, BFFECEISLTHEEINTTI 0,
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manufacturing and/or status
NS & D O, MO OLREOE KO/ UTE D7 =4 X (BpE

- validation and verification of cleaning/sterilization/ depyrogenation of containers
and closures
Kam e O DOVFEAL W/ s A DAY F—2a XY T g r—3a v

- calculation and documentation of actual yields and percentage of theoretical yields
FEINEOFR & 3CER, MO EIIXTT 2 H R

- contemporaneous and complete batch production documentation
[AIIRFAY Je ON5E 4270 /N FBLE O Sl

- established time limits for completion of phases of production
BOEDH 7 = A XAOFE TITPET D e S AU R R

- implementation and documentation of in-process controls, tests, and examinations
(e.g., pH, adequacy of mix, weight variation, clarity)
TRENEBL, RB, KOBREOFEM & CFE
(B 21X, pH, IREOmEIME, HEZLH), EHME)

- justification and consistency of in-process specifications and drug product final
specifications
TARENEHOEUE & 85O R AR OFm BN & — B

- prevention of objectionable microorganisms in non-sterile drug products
I PR [ o D KR ER A DBy 1L

- adherence to preprocessing procedures (e.g., set-up, line clearance, etc.)
ATLERFIEO FIEDNESE (BIxX, By N T 7 T4 07 07 7 0 R%)

- equipment cleaning and use logs
I ONE R [ e A=A

- master production and control records

— D RGEE PR R

AERHE, I OWAERC T, BRICIZL TR, BED 2 A4 T I AR EHHOET, pynamasiutionto.Ul .
RL B OBE B E £+ A, BRNAOHNT L 77> 2 ¥ 13, BFFICHES L CRIEE AT F X0,
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batch production and control records
Ny FROEFLEE

process validation, including validation and security of computerized or automated
processes

TR N)TF—var, ZZEarta—2{br et ABLIOHMET rE R
rELe

change control; the need for revalidation evaluated
BHEEH YT —3 3 COLEENTHE S TO S0

documented investigation into any unexpected discrepancy
HEIN DR —F D LE L SR

PACKAGING AND LABELING SYSTEM (5% - £V AT L)

For each of the following, the firm should have written and approved procedures and
documentation resulting therefrom. The firm's adherence to written procedures should be
verified through observation whenever possible. These areas are not limited only to
finished products, but may also incorporate components and in-process materials. These
areas may indicate deficiencies not only in this system but also in other systems that
would warrant expansion of coverage. When this system is selected for coverage in
addition to the Quality System, all areas listed below should be covered; however, the
depth of coverage may vary depending upon inspectional findings.

LUTIZH R 54 %2 DEHICOWT, ABEITES N, DoKRBEINEFIEE, Z2hib4d
COFHEIZOWTOXE CHE) 2FoZ &, XESNIZFIRIIKT 5 EHEDNESF
1L, HRDBRY Grik: szeho) BIER (observation) Z i L CHERR T D Z &, T D OEIRII &K

:@E*ﬂéﬁﬁfi@<\ﬁﬁﬂ% OTENTHELbELETEND, TNDH DX
%I‘ﬂmﬂ’ﬁ wRnd LD ThL, ZOVATAZRST, Mo 2T ATHRMERT A
REMERH Y, Zh iﬁﬂxﬁ%nﬁf}z%?f%ﬁ’f IEY72MB LD, EY AT LIIMAT, Z
DY AT L% iBE LTZRE Gk« i ESIE, BEVAT Lo 1 227 2045227 4) X, AT
ZURARNLIZETOEKE I N—FT5Z L ; LNLERRL, MBEHAOES I, BEEP O3
REHORBIZEVEASNDTHA I,

- training/qualification of personnel
Tk 5 O, sk MR A

AERHE, I OWAERC T, BRICIZL TR, BED 2 A4 T I AR EHHOET, pynamasiutionto.Ul .
RL B OBE B E £+ A, BRNAOHNT L 77> 2 ¥ 13, BFFICHES L CRIEE AT F X0,



(2EB%E 1) USFDADYV AT A (6 VAT L) BEOHHAIZDONT Page 14 of 20 pages
US-FDA, COMPLIANCE PROGRAMGUIDANCEMANUAL PROGRAM 7356.002

- acceptance operations for packaging and labeling materials
BEEM B XN — B O 1T AN TIE

- control system for implementing changes in packaging and labeling operations
THEM B L — M DT NNFINAD L D F2ii o & BEFNIE

- adequate storage for labels and labeling, both approved and returned after issued
L =L R OFRM B OB L e /s, Wi &b, ARSI, BITREIRSATND Z &

- control of labels which are similar in size, shape, and color for different products
BOBEFEM & A X IR, ROENELT 2 L — LB B

- finished product cut labels for immediate containers which are similar in appearance
without some type of 100 percent electronic or visual verification system or the use
of dedicated lines
ST D EER RO EERGH Ty N7V Thos T, HDFA TORMEFH
XX HHRMERR S AT A PHEM T A O 2N L2nd o

- gang printing of labels is not done, unless they are differentiated by size, shape, or
color
L —~ L D—FEFfiill(gang printing ; #LAREIRNDS SAL TRV, 72720, A X BRIk, 5
WIEER 7R > TV DA Z RS

- control of filled unlabeled containers that are later labeled under multiple private
labels
RESNARRROBRTH T, LORIBADT T A<= h ({BH) TV Grivae
labels) 72SEERT S5 & DD

- adequate packaging records that will include specimens of all labels used
ER L7222 TO L —ULDFES, (specimens) % & 1e, w872 a3k D FC &k

- control of issuance of labeling, examination of issued labels and reconciliation of
used labels
FRMEE Gk L—r bt OFIT, FITLIEL—ULORE, KOMEH L7z L—X
VDO EIEA (reconciliation) D & F

AL, AEPAORMPRCT, BRICRBTHER, BEHEIEAA 7 IR GERSFOET, ey orama Soulons 00, U, s
FOLFE RO SEZ IR E 8 A, SWHNEOHWT L T 7> a vid, L3 FUCHEITOTEBINTF I,
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- examination of the labeled finished product
?Eﬂ? é’f? e f:ﬁ%@ﬁi‘@uuu @*ﬁg

- adequate inspection (proofing) of incoming labeling
Afif L7=26R- 88 (incoming labeling) Ot Zethidy (Fv—7 107 ; BE)

- use of lot numbers, destruction of excess labeling bearing lot/control numbers
2y FNESOMME, vy b EERE S TA Ul R 2 Fm R O EE

- physical/spatial separation between different labeling and packaging lines
e oo RomB L OEEET A M O EER /22 B9 IX 5y

- monitoring of printing devices associated with manufacturing lines
TETA ACEE LEHIREEOE=42 ) 7

- line clearance, inspection and documentation
TAI VT T A A, BELOXEE

- adequate expiration dates on the label
L — UL ~DiiE Y] 72 A Zh I R

- conformance to tamper-evident (TEP) packaging requirements (see 21CFR 211.132
and Compliance Policy Guide, 7132a.17)
ARIEBREIBS IEaAEEsRk (21CFR211.132 3 L T8 Compliance Policy Guide, 7132a.17 & R)

- validation of packaging and labeling operations including validation and security of
computerized processes
aVEa—HLENTZT o AONRN) F—a X a ) T o A ETaEN OFRRE
KON F—a v

- documented investigation into any unexpected discrepancy
FEIN DR —FA T RO CEAL SN

AL, AEPAORMPRCT, BRICRBTHER, BEHEIEAA 7 IR GERSFOET, ey orama Soulons 00, U, s
RL B OBE B E £+ A, BRNAOHNT L 77> 2 ¥ 13, BFFICHES L CRIEE AT F X0,



(BEEE1) USFDA DY AT L (6 VAT L) BEOHHHIAIOWNT Page 16 of 20 pages
US-FDA, COMPLIANCE PROGRAMGUIDANCEMANUAL PROGRAM 7356.002

LABORATORY CONTROL SYSTEM (7 AE#HI AT A)

For each of the following, the firm should have written and approved procedures and
documentation resulting therefrom. The firm's adherence to written procedures should
be verified through observation whenever possible. These areas are not limited only to
finished products, but may also incorporate components and in-process materials. These
areas may indicate deficiencies not only in this system but also in other systems that
would warrant expansion of coverage. When this system is selected for coverage in
addition to the Quality System, all areas listed below should be covered; however, the
depth of coverage may vary depending upon inspectional findings.
LATIZH R 54 2 DFHICOWT, AREITE SN, DOKRINEFIEE . b
CHHFHIZOWTOXLFHE (CF ) 222 L, CHEMINIFIRITKT DEFEDIEST
X, HRDRY Griz: tgeho) BIEL (observation) 21 L CHERT D 2 &, ZUH OEEII A
ELLICIRE SN S O TIF e, FEMEBLOTLEANTHRL b EEEND, TD
DRIGEIEN Koz 7T X5 THIUL, ZOTATLIBRLT, o AT L THXEE
ARTAREMENR B D | ZAUIE LR G A IR T D IR R & D, BT AT AT
R T, ZOVAT LZBEE LIRE G« i bESIE, BEVAT LMD 1 22T AOATFH2 2 AT
X, UTFICU A D LEZETOfEEE I NN—F52 L ; LOLARRL, MRHIHDOES
T, BETORLEFEHORIIZELVELENDTHAS I,

- training/qualification of personnel
Tk 5 DR, b R A

- adequacy of staffing for laboratory operations
FROIEEICBAL CoRZ v 7 (staffing) DiksE

- adequacy of equipment and facility for intended use
FIEIZE L T oMt X O Db S

- calibration and maintenance programs for analytical instruments and equipment
St EEE B L OEREIZOWTOKIER X U4

- validation and security of computerized or automated processes
ara—bInFIELCAIMbEINTEFIHON) F—vartexa T o

- reference standards; source, purity and assay, and tests to establish equivalency to
current official reference standards as appropriate

AERHE, I OWAERC T, BRICIZL TR, BED 2 A4 T I AR EHHOET, pynamasiutionto.Ul .
RL B OBE B E £+ A, BRNAOHNT L 77> 2 ¥ 13, BFFICHES L CRIEE AT F X0,
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SIREYEN , ATor, MELTEERE, BLO, MBI U TRFTOAKSREEM,

- system suitability checks on chromatographic systems (e.g., GC or HPLC)
70~ NI T AYAT AMIDONWTOVAT A#EEHET =7 BIziE, A7 adbb
Wi 7 \)

- specifications, standards, and representative sampling plans
ik, BUE ROMREN 2T TNV ERICT 572 OFHH

- adherence to the written methods of analysis
WEAL SN T IEDNEST

- validation/verification of analytical methods
M HEDRY)F—2ay /XY T 4 r—3 g

- control system for implementing changes in laboratory operations
FHROFIE (5iE) OELEFEMT DO DEHL AT L

- required testing is performed on the correct samples
WL HRERS, IELW T ONT Tl TN D

- documented investigation into any unexpected discrepancy
HEN DR —FH~DOLE L S NT-HE

— complete analytical records from all tests and summaries of results
BT ORBROTERIR M OFFRE | R OEK

- quality and retention of raw data (e.g., chromatograms and spectra)
BT —52OE (quality) EfREF BIZIX, 7~ T L8E8AXT ML)

- correlation of result summaries to raw data; presence of unused data
BT —ZIZT DREROER & OB REEHT — & DIFE

- adherence to an adequate Out of Specification (OOS) procedure which includes
timely completion of the investigation
W) 72 Bk oL (Out of Specification ; O0S) FER D FNADIESF, ZAUTIZFHED & A

AT, AR ORIER T, BRI DR, BEB 2 R4 7 AR UAEeE T, Ty amasolutionsCo. .
R IR OB B E 44, TMAEOH L T 7 > 5 v 1%, BF BT CERE S T F & o,
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LU =T b EEND,

- adequate reserve samples; documentation of reserve sample examination
WY 725 % 0 (reserve samples) ; 2% M 0 SCE(L

- stability testing program, including demonstration of stability indicating capability
of the test methods
LEMRIR T v 7T b, BRTIEDO L ENR RN OFEA 2 5 T

D. Sampling (7Y 7) GREVE : R D > 2B A, BEEMTIHAICONT)
Samples of defective product constitute persuasive evidence that significant CGMP
problems exist. Physical samples may be an integral part of a CGMP inspection where
control deficiencies are observed. Physical samples should be correlated with observed
control deficiencies. Consider consulting your servicing laboratory for guidance on
quantity and type of samples (in-process or finished) to be collected. Documentary
samples may be submitted when the documentation illustrates the deficiencies better
than a physical sample. Districts may elect to collect, but not analyze, physical samples,
or to collect documentary samples to document CGMP deficiencies. Physical sample
analysis is not necessary to document CGMP deficiencies.
REGELEE DY T T, ERRCGMPEMPFAEL TWD &V 9 i D D FEHL & 72
5o WBRR72 2 7 L (physical samples) [X. B ER EDKBE (control deficiencies) 2MEHEE S NT-5H
DCCGMPELZ DA —HE2TAEDL LD TH A5, MBI 7L, Bl Ih - E 8
FEoRMaEMHEESED Z &, BRETREY 70 (CREPHEG S D WITEEiEn) oL
B ATV, HAX ARG HEINTND, TOEELEEDOY—E A + 7R (servicing laboratory)
EOMBEZEZDZ L, XEICEDD Y7L (documentary samples) 13, SCENSHER) 724
TN EDOKRIMaE R L TV DHEAIC, T 5 281222 ThA 9, FDADHIX FHHET
(Districts) (X, PWERAGH > T NEED (L Lot a Liew) 57, E£721ZCGMPD K g%
SLEACT DO CEIZBE D A 7 (documentary samples) & 2260 B 0% EIRT 5 Z L1Z
RBHTHAH, MEY T LOoHTIE. CGMPO X% CELT 52 &k, T LH 4
NG ECAAN

When a large number of products have been produced under deficient controls, collect
physical and/or documentary samples of products which have the greatest therapeutic
significance, narrow range of toxicity, or a low dosage strength. Include samples of
products of minimal therapeutic significance only when they illustrate highly significant
CGMP deficiencies.

AL, AEPAORMPRCT, BRICRBTHER, BEHEIEAA 7 IR GERSFOET, ey orama Soulons 00, U, s
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SZHORGEARFSREROS & TRE L TV ASEAIE. CEICHED T KDY
iE, MY TNV R H T TR DD, T, ROIGRE COEEMENRKRE b
D, FMERTFOEIPFHD H D (narrow range of toxicity) & D VW MIAKHE G- F & (low dosage strength) D
bDET D, FHHWIZEKRCCGMPE R L TV AHAEDI, /b OIRFRINTERYE (minimal
therapeutic significance) DT DY 7L A WFEE X 5,

For sampling guidance, refer to IOM, Chapter 4
P TV T DAL AZONTIEL, IOM (Investigations Operations Manual)

Chapter4 (*) &Iz,

% (BR&ETE) https://www.fda.gov/ICECI/inspections/IOM/default.htm Z &M = &

E. Inspection Teams (&FZEF—21)

An inspection team (See IOM 502.4) composed of experts from within the District, other
Districts, or Headquarters is encouraged when it provides needed expertise and
experience. Contact ORA/Office of Medical Products and Tobacco Operations if
technical assistance is needed (See also FMD 142). Participation of an analyst (chemist or
microbiologist) on an inspection team is also encouraged, especially where laboratory
issues are extensive or complex. Contact your Drug Servicing Laboratory or ORA/Office
of Regulatory Science.

BEFREGER & R A BT 2551, MUK BT, o X SE p AR (Headquarters) 75 D
HZE D522 5/ T — A(IOM 50242 )Rk S v b, & L HAT B g 8022 o
IZ. Medical Products and Tobacco Operations®ORA/Office & = > % 7 k ZFL7= VM FMD 142 %,
ZHDOZ L), BEF— L ~OHHHEYEE ((KFH D5 WIIMAEYT) ORTH E7#E s
Do T, TAORENLEH CEMERG S IR0 TH L, BEKRIZHIV HTHA
T %Drug Servicing Laboratory & %\ [XORA/Office of Regulatory Science: =% 7 h & b &
AT,

F. Reporting (4% (ZDE £E)

AR, HAFIORMYR T, BIUC LB, BEB VA T IAB LSO ES, [ syiions Co. Ut

7707« M)a—oar ARRE]

TSRO S F M E 4 A, slHINEDHINTE T 7 v a3 vid, BFHUCHE I TEFE T I W,
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PART VI — REFERENCES, ATTACHMENTS. AND PROGRAM CONTACTS

REFERENCES

1. Federal Food, Drug, and Cosmetic Act, as amended

2. Code of Federal Regulations, Title 21, Parts 210 and 211, as revised, including the
General Comments (preamble)

3. Compliance Policy Guides Manual, Chapter 4 Human Drugs

4. Compressed Medical Gases Guideline

5. Guideline on General Principles of Process Validation

6. Guideline on Sterile Drug Products Produced by Aseptic Processing

7. Guide to Inspection of Computerized Systems in Drug Processes

8. Regulatory Procedures Manual, Part 8

9. Inspection Operations Manual (IOM)

10. Guide to Inspections of Dosage Form Drug Manufacturers-CGMPs

11. Guide to Inspections of Lyophilization of Parenterals

12. Guide to Inspections of Pharmaceutical Quality Control Laboratories

13. Guide to Inspections of High PurityWater Systems

14. Guide to Inspections of Validation of Cleaning Processes

15. Guidance to Industry (Draft) Investigation of OOS Test Results

16. 21 CFR Part 11 Electronic Records: Electronic Signatures

17. Compliance Policy Guide7153.17 Enforcement Policy, Part 11 Electronic Records;
Electronic Signatures

18. Electronic Records Guide (4/21/98) (Electronic Signatures, 21 CFR Part 11 Answers to
Frequently Asked Questions)

[ZEZ&E] Gigic L a860 619)
+ CDER GMP Guidelines ® U 2 ~ (ISPE O A k)
http://www.ispe.org/gmp-resources/cder-gmp-quidelines

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

(2017 4= 9 H 15 H iR CHMER
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