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Xbar-R BIERHAT—4

k53 (%)

O @) ©) @ ®

] 5.99 6.00 5.97 5.90 5.87
2 6.10 6.02 5.98 6.05 6.03
3 5.94 6.01 5.86 5.98 6.01
4 5.99 5.89 5.93 5.98 5.95
5 5.92 6.09 5.87 6.08 5.94
6 5.99 594 5.92 6.00 6.10
7 6.00 5.83 5.82 5.85 5.79
8 5.75 5.99 5.88 5.81 5.85
n=5
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5.858 5.947 6.044 5.849 0.210 0.169 0.357 0.000
5.856 5.947 6.044 5.849 0.240 0.169 0.357 0.000
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1 5.99 6.00 5.97 5.90 5.87 5.95 0.13
2 6.10 6.02 5.98 6.05 6.03 6.04 0.12
3 5.94 6.01 5.86 5.98 6.01 5.96 0.15
4 5.99 5.89 5.93 5.98 5.95 5.95 0.10
5 5.92 6.09 5.87 6.08 5.94 5.98 0.22
6 5.99 5.94 5.92 6.00 6.10 5.99 0.18
7 6.00 5.83 5.82 5.85 5.79 5.86 0.21
8 5.75 5.99 5.88 5.81 5.85 5.86 0.24
Xbarbar Rbar
5.95 0.17
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Xbar CL uUcCL LCL R CL ucL
1 5.95 5.95 6.05 5.85 1 0.13 0.17 0.36
2 6.04 5.95 6.05 5.85 2 0.12 0.17 0.36
3 5.96 5.95 6.05 5.85 3 0.15 0.17 0.36
4 5.95 5.95 6.05 5.85 4 0.10 0.17 0.36
5 5.98 5.95 6.05 5.85 5 0.22 0.17 0.36
6 5.99 5.95 6.05 5.85 6 0.18 0.17 0.36
Z 5.86 5.95 6.05 5.85 7 0.21 0.17 0.36
8 5.86 5.95 6.05 5.85 8 0.24 0.17 0.36
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1. Regular periodic or rolling quality
reviews of all licensed medicinal
products, including export only
products, should be conducted with the
objective of verifying the consistency of
the existing process, the
appropriateness of current
specifications for both  starting
materials and finished product to
highlight any trends and to identify
product and process improvements.
Such reviews should normally be
conducted and documented annually,
taking into account previous reviews,
and should include at least.
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2. A review of starting materials including
packaging materials used in the
product, especially those from new
sources.
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3. A review of critical in-process controls
and finished product results.
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4. A review of all batches that failed to
meet established specification(s) and
their investigation.
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=

5. A review of all significant deviations
or non-conformances, their related
investigations, and the effectiveness of
resultant corrective and preventative
actions taken.
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6. A review of all changes carried out to
the processes or analytical methods.
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7. A review of Marketing Authorisation
Variations submitted/granted/refused,
including those for third country
(export only) dossiers.
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8. Areview of the results of the stability
monitoring program and any adverse
trends.

8. ZEME=A) I TOTILD
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9. Avreview of all quality-related returns,
complaints and recalls and the
investigations performed at the time.
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10. A review of adequacy of any other
previous process
equipment corrective actions.

product or

10. TRREXIFEEIZR L TERSI AT
—~ELEQOEYEIZDOVTHDEE

11. For new marketing authorisations and
marketing
review of

variations to
authorisations, a
post-marketing commitments.
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12. The qualification status of relevant
equipment and utilities, e.g. HVAC,

water, compressed gases, etc.
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13. A
arrangements as defined in Chapter 7
* to ensure that they are up to date.

review of any contractual
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14. The manufacturer and marketing
authorisation holder should evaluate
the results of this review and an
assessment whether
corrective and preventative action or
any should be
undertaken. for such
corrective should be
documented. Agreed corrective and
preventative should be
completed in a timely and effective
manner. There should be
management procedures for the
ongoing management and review of
these actions and the effectiveness of
these procedures verified during self

made of

revalidation
Reasons
actions

actions

inspection. Quality reviews may be
grouped by product type, e.g. solid
dosage forms, liquid dosage forms,
sterile products,

scientifically justified.

etc. where
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15. Where the marketing authorisation | 15. B ERFFEENUEEELEL D
holder is not the manufacturer, there EBEIZIE. REBREOEMICELZ

should be a technical agreement in NEROBBEEEE LT U2

place between the wvarious parties ] .
that defines their respective BI7RE Y ROMNBEREB R THifE S

responsibilities in producing the NTWREFREGZESEW Ny FD
quality review. The authorised person EERMRIEICEEZE8S5FE2 N
responsible for final batch PR E L BLERRE R L (T

certification  together with the OEEENERER SN, XERT

marketing  authorisation  holder _ - .
should ensure that the quality review HoHoEERIE LG INIEE DR

is performed in a timely manner and LY,

1s accurate.
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- BERFRRER

(PIC/S ERIHEH 12)
BERBRBEOBRICOVTREZT I,

-+ FHAIBESRIRIERSR

(PIC/S ERIHEH 12)
FHRARBRORERBRICOVWTHREZITI.

HEEREIEE
- AERIER (T - &HA) DOEmS

(PIC/S ZKIEE 3)

—87—



3.

AEBRERICBTIERZEDINT . MEAMWFETIHMMEZREL. KEL

FREOHANEESNTWS I L ZHRET 5, F-. HEZELHEHE

MGERAR SNGELNEIMTDOVWTHEHMEL . ZOHEREREHT 5.
(T—% &)

- O0S LBz R

(PIC/S B&3RIEH 4 - 5)
BRI R A L RGER 12X L TEYGLEARES N T EINEET
%, Ff=. BEFTHULEAEBE SN TLRIGERIE. TORENEHTH
5 EzHET B

- MRARBICE T SR EMEARER

(PIC/S &3RIER 8)
HFPICHEENHBALERESRRT — 22OV T, @RGSR E
DEEDNEVIEET B,

- AREFEETERR

(PIC/S E3KIER 12)
HEREFLETEFIBICROEREL-FEEBEERZHEEL. BICEEN
RIECTHBAEREIN TV L 2RI D, BH. REDKR. &Yl
HEENERIN TRV SAIEEE. E2RREBIIEZEE
ZEHE T 5,

- HEBRAKERER

(PIC/S E3KIEH 12)
HERICERAIN-HBRAKORARBRERZHEEL., KEICHENGRE
ERINE NG E SIS ETHET 5., (T—2 &)

- AERBEER RARIER

(PIC/S E3KIEH 12)
AEREBRORROEREZREET 5.

- AERBESRIRIERER

(PIC/S Z&3RIEHE 12)
ABREBOREFBRICOVTHEET %,

BE - BHRLEFER
(PIC/S E3KIEH 5 - 10)

HEPICRE LEASEERVAETELOETORE - &FICONT
BEZERL. BYTLENMIDODATWSCEZFET 5, -, BE
FHULENRESNATNDIEEE. TOLENENTHS & E5HlET
Do



4. EIF - RALEHFER

(PIC/S EKIEH 9 - 10)
HRPICRELEZ-ETOERBRORAICOVTHEEL., #EY)COEMNE
BEINTWBSZ EFEETT 5, Ff-. BEFHULENEHE SN TLNSIS
BlE. TONENENTHD L ETHET 5,

5. ZHEEFER

(PIC/S £3KIER 6)

HERICERAIN-2TOERIZDODVTEEL., BYIZMEAERESIL
TWBILEHRT D, T, TOEBELNEUSOREICEE LS5 X 515
B, EENEZAEEIZTOVWTEHESNh TS I L 2R T D,

6. BEEATMmER

(PIC/S £3KIER 2)
HEPICERIN-BEATEERRUVZANEZREY - EMORKEICD
WTHEEL. FHMESEVICEESNM TS L ZHERET S,

7. RRAREXEFLORRD

(PIC/S E3KIERH 13)
FRUSEEFONBHBRREHEBZIAL TV SIEE. BURDEBIEZR
B9 S, ZRAHUEXEFONBHRBRBRERBZAAL TV ENEEETHE
HETE,

8. BERFCARAEE (EM - —Z£31)

(PIC/S EKIEB 7)
HRPICHEFEIN-HERTRBRFEOETEANEYIIZLME I TL
LNEET D,

9. FHRRFGEABRUVBRFGERAZBEERFIIODVTHRENVENIZCOLVTHDEE

(PIC/S EKIEH 11)

10. &HEFRE LD GQP BURD
(PIC/S &3RIEHE 15)
HEFRELHERTXREOHROEREL. MYRDIZHLTRESL
TWAH T EZEFHET 5.



1LBERVEE - THLE. BNYT—Y 3 > OREMSFTE
(PIC/S #3RIEH 14)
FEFEF CTOREMERZRLLE L, SZELA. FRPMES, BEN. T
EMIEEMARESNENRET D, TOR. MEANERE - FHA
ENRONDGEEEFETETS, ARICBERRERMGBNIT -3
ARBETHNIE, HBTRETS,
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TR 24 FEKEREERE OXP HRLEHEE

T 2406 18 H % 1[E GXPHES (MEEBE - XA EDKRET)
TR 24 F 07 268 £ 2[E GXP IS (CSV 2% - THEEIE)
TR 24 F 08 298 % 3E GXP#HiEE (CSV 2% - THEEIE)
TR 244F 09 3278 % 4B GXP RS (CSV 2% - THEEIE)
TR 244F 10 318 £ 5E GXPHIESE (CSV 2% - THEEIE)
TR 244 11 A28 8 % 6[E GXPHiEE (CSV 2% - THEEIE)
TR 244F 12 8148 £ 7E GXP RS (CSV 2% - THEEIE)

h & N E

EERIADERICEADLILDOTHEI D, AL - TLHE - REDHE
?R-REMRKBIE. EEPEICEEONERTT, FBEITEMFELTIE,
FEDHMEFZEZECONTNSIELBVWET, &5lc, EFH24FE3H98. B
AH PIC/S IZMBHREBELEFLE-CELY., FI-LERATEERORERAT LA
DEEEROLNBIEERYFELT=,

AEEDRKBEEELE GXPHMESTIE, EM24E4 A 1 B oBERER
2 TaAVEA—2{tATLBEEEAA K54 2] I2DLWT, ER 23 EE
DEBZHFEFA T, FREARUVBRFERFEOIVEL—F LR T LDIRIEE
FIZDOWTHRETLEL R, £1-. PIC/S TEEHRIN TS EREEIZDINT,
BARMLGEHRHZED. HUF - EDFEZRIFILELIZ, CNOoDBERZARE
EIZEFEDHFELT,

ABEZCEFTEIRBOF—HFICONTIF, FAIZSEMNEECESIZH
LW LET, ABREENELEEROEEEERUVAEEEZFICLLTE
BRIZIIThIFENTT,

[&EE&H]
EER - EEBNREERTEEFICEFTSIVEL—FELIRATLHEEE
BAA RS54 Ui, BAEEARKEEGR REZER. BXHLCIFS.
TR 22F 12 A

. EES - EEN RS EESCATEI U E1— YR T ABES

BHA FSA VA &£<hHhHMN3CSV.EERE.AHEE HKXLHLIES.
ER234F 9 A
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- EEL - EEN A ERGEEEZICBTAIOVE LRIV RTLELEE
BAARSA VAR £l &K< hhM3CSV. EZEHE. ABEE. A=
#LCIES5. EH24F 10 A

AVEL— R RTLBEEEERAA RS54 UITRIGICAT-RAIRE
RKERFERGFELET MRS, TR24F2A

- PHARM TECH JAPAN, IOV Ea—2{IRTLON)T—3 > &5
AR RRER AT LOERTEEREN . TR 2456 A
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R

BELFRESEEE M (0OQ. Operational Qualification)
AVE1—RIEVRATLA, BERICBWLT., #EEAHRESICTIN 1A
BRUMEEERIBTHI L ZHRLXERT S &,

EREEE

AVEaA—FIEPRTLOERMBR. OVEA—FEIRTLEN)T—
FENFAKEEHIFL, BEREFRICEH SN -EHICEOSOTEEICREHSE
5= DEFE,

EREEE
AVEL— SV RATLEREEXRBETS>-OOEREE LT, BERT
XEFICLYEREEREEICERVTHEESNEE,

F—74v b brLAJL (Audit Trail)
EEALH .

FASEETS
HESNAVE2—2ESRTLDOEE, 8, TX b, ZARARETD
x7%o

BFETEE
BESN-OVE2 -2 RTLZRART HEICEBM., &6, EE. &KHl,
AFTa— )L EEERLE-XE,

FXEEE
AVEL— SV RATLRAREBEZITSODEREEFLL T, BERTESE
FICKYRRFEZICEWTHoMLOHEESN=FE,

HéRE{E4%ZE (FS. Functional Specification)
BERAKRECREBE SN -ERERIIHIET S, & UERMGHRENEH SN
T: I%o

HiaE

AVEaA— S RATLEREHDIWVEIEAL, HERTEEZICRET S
EExWVWS, —BICHTFAVORUFTEHEN S, BHTHET H5EFEH



DUATLEEELET,

HBET7ERAAD L

ANERGEEEFICLKHIBEREBEDEELEDEGFH. HEEEENVELISS
DEBAEZFEEZRET H=OITIT S HEEDOFE M. —ARMICIXEFRARERMED#ER
[ZThn b,

HieEER

HEEOREEEARFOCRERIED VAT L, HAHWELERBENOERELE
ZANICHBZEDOREZTL., HIGEOREHNEREIRDA Y FVATLY
ReNZ 5Tl - #EER 9 A &, EMRXEIBAICLAEEAENH D,

REERTS

AVEL— R RTLANERERFICED-EHICEHL TR SN, 17
Zftron, SRATLOBEBRERVCERBREICE T, HERUVEREZRE
YO EEHRET DL,

RIERES
BREAEEBZTOHONEREL LT, HERTREFICIYRRABEICS
WTHoMLOHEESN=FE,

RS2 ASKER (SAT. Site Acceptance Test)

HEEBEBN VAT LZEMOBZBHIRE CHERVMEDETH S LI —ERA
HEARZEELTWA L 2RI HE, TS MR{Hh) LiE, &EER
EERBEENEEDUVARATLEHRETDFEDHMZE LS,

TiHHFERER (FAT. Factory Acceptance Test)
HEEN R TLEZHAT SHTICRHFIRECTHRERVHEDETH D LNIE—
ERBREE B E R E L CTWA I L E/ERT H &,

BRERE

AVEa2A— 3V ARTLENATSIZHE->TN—FKDIZTT7RUYVI+DIT
DERERDEAEHLEOCRBEGEELHRET S L, ThHLE, N—FYz
FIZBWTIE, YRATLEEET S, avEFa—4%, AOEEHLIWNIIEFLD
[CHARAENDEE (R—F%E) OEAEHLEEREL. BHITHZE, VT
FOTT7IZHEWNTIE, TATSLEER. ERETDHZ LG, DRTLEER
TEHRIED1—ILDHAEDOERVIRATLNRE T K. INTA—2FEK



EL. BRI S &,

OYvEa—421{P X T L (Computerized System)
AVELA— 3V ATLTHESIN-IEXIIEE, RUaVEL—42VRT
LICEYERBRINLIKEZFRATHIEHE TOER,

AVE1—3RT L
BEDHAEX I—EDHAEEXEITT A=, ZRETL. #HAITOHNT=/\—
KOz 7RUBEETBHYI RO T7DITIL—T,

AVELA— 3V RATLDOREEDERE
AVEL— 3V RTLDREREZITORODOREREEFL LT, HERTEFEFIC
FYBEZEHBEEZEICEVWTHEESNEE,

A BRER

VATLDERICEVWTERAEEZHIN. BHETHEHICAVLNET—2D
HAEHE, L LLEEFLT—20EAEHE, HIZIEID &/XRT— FDHE
Bt

VATLTERA T H

AFEXMRETHIAVEL—REIRTLONY T—2 3 VITHEITHBRIERNE
PERXEFERET H1=HIC. SRATLDYVT bz 7OEHMEOCEREAE.
U VATLIZKYEBEINSERDREEPRE~NDEZEDES L. XITH
BURATLICEYVER. RESNLIEFRBEOEEE. HEEFDO AT LR
BETORBERIEODRIFZREMICFEET 52 &,

AT LEBR

AKATAFSAVDEBRED VAT LEZEYIZEERT 50, XHA K34
VOREEGEDZAVE LBV RTLERERT D, SBBEELTIEIRT
LA, EEES. N)T—2a 0RROFE (AhT3URE). DATLOHE
LEENDH D,

VATLTAE

BETL-OICHEESINRKETED2—IL, 70T 5 LMNKEELEHKRE. &
FHMIREERYICHKRET D LRI H &,
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IETERERMEEE (1Q. Installation Qualification)
AVEA—RIEP AT LN, REEHREZFICRBESIAZEBVICEZMAITS
N, TATSLDBNA VR M—=ILEn=CLEZREEL. XELRT DL,

MEREE ST (PQ. Performance Qualification)
AVE2—RIESATLGBRBREICENT., BXREKRFICGEE IN-ESY
ICHEBEL . MEEZRIEL GEEGTEH L #MHREL. XEETHI L,

REHEHkE (DS. Design Specification)

BEEEARICEEE SN E RN GHREEZER T 5002 — 2R TLEE
BT 5-0DFMEEIEHINEZXE, N—FV I T7HBEELVYILNDIT
EHREIZRITONDGENH D,

ERETEREMSEEEM (DQ. Design Qualification)
BERABREICES IN-ERBEN, HEAHKSE. [REHEFICELIR
BRENTWS I EZHRALXELLT S &,

Y2k z7AhTIY
FREEQEHEEZAI DIV IINIITORIANSTEHHE, VIV T7OHE
VRBERDT 5 L TOERNLGSHE

7055 LEHE
B EOHELZERITAE-HIZTED2a—IIL. JAOYSLTERIRESE
IB %500k L4k E

TS LTAK
TOTSLNBARTTIOTSLEBREELYICHET S L Z2HRBTH &,

EDa—

VIMITT7ZERT SHEEEDR/NERL
BER{EHZE (URS. User Requirement Specification)

BESNaAVEL -3 RTALICEAT #EELDOERTHENESHE SN
XE

JADT7ERAA K
JRAOIFDA R TALADHRT YRVICHROIREEXFHT HEHRE
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BEYLIRMELo-TOER, NF— FORE. RUVEASNF— FADREIC
HFS5URI DO EFMMN DTS,

JR &7
HoMLOBULRBIKIZANAY I Ty TLTHEW=, TATI L, INTA—=4,
T—2%%, BEVATLALICHAAFE, VATLENRNY I 7T LEERE
BHDIKEIZRT Z &,
DCS (Distributed Control System) 7 ERE &S X T L
DQ (Design Qualification) E&&EFE& 45T
EDMS (Electronic Document Management System) BFXEEE X T LA
ERP (Enterprise Resource Planning) ¥ &JREtE
FAT (Factory Acceptance Test) TLi5H farstE&
FS (Functional Specification) HRETHRE
GAMP (Good Automated Manufacturing Practice)
EfRRUEEFHBENTLTVDS, BETHCTEASNDIOAVEL—FIXRT

INOYAU b= )P B Bl N B (2

ISPE (International Society for Pharmaceutical Engineering Inc.) EFF&%E
Rifth=

IQ (Installation Qualification) ¥E{FEFE& ST

LIMS (Laboratory Information Management System) HEREFHREE SR T
Ls

MES (Manufacturing Execution System) S&ERITI AT LA
MRP (Manufacturing Resource Planning) &RTE=5TE

0Q (Operation Qualification) 3&&xRE &1 T
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PIC/S ( Pharmaceutical Inspection Convention and Pharmaceutical
Inspection Co-operation Scheme)

EXRAEEHERVEEREERR R+ —L, PIC & PICS A%, 1995 A\
e L TOWAHBEDEFBZHL0T,

PLC (Programmable Logic Controller) A4 S AffeiA vy o> bA—
L

PQ (Performance Qualification) t4gEE+& 4T
SAT (Site Acceptance Test) IRih5E AKER

SCADA (Supervisory Control and Data Acquisition Syetem) Ez#RI{ET—4
INELRT L

URS (User Requirement Specification) ZER{THRE

FESEDOHE

EED -  EEDNLEERELEEL(CBFAaAVE1— 2L RTLELES
BASARSAUIZONT, EBERHESE 1021 F 11 5840

- ICH - GXP EFEHRZEFMR 2012. PHARM TECH JAPAN % 284&%FE 55
43

GMP BE:EREES 2006 (FF0, FI%E, BREE). BABET XS GMP EE
= ERISETH
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IXEREREMF GXP AIRSREEHE

(5% &)

£l BHRNOEEGENERFTEEICETI8ERTRLLEEOEE (UT
[GVP] &5, ) RUBREBEEORE (LT IGQPJ &ULV5, ) HUIZE
EEREEEICB T AETERVURETEDEE (LITIGMPL &LVS,)
[CRET ARG EEEMET 50, REEEERZE GXPHES (UT
[GXP#HIEE] &LVS, ) ZHRET D,

(¥ )

F£2 GXPHERIE. RIZHBIFHLFEIZDOVLTIHE. ART 5,
(1) EEFEINERFTEERICHT S GVP, GQP BT 2 HMHZIES*
(2) EEKFIEEE(CXT S GMP ICEAT 2T IES X
(3) #Dih GVP, GQP RV GMP IZF8J 2 =18

(£ B)

%3 GXPWERIL. BRICEBIFLIEREZL > THERT 5,

(& &)
F4 GXPHERICEERZEET. HREREERERRZL>THT S,
2 SRIEX. GXPHEEDELEDERLEL D,
3 &RIE. BEIZHRLT GXP HERICEEFEZUINDEDOHEERD.
BERZECIENTE S,

#E %)
£5 GXPHIRZ=DBEIE. BEIZEL. 2RMT I,

(8 =)
#£6 GXPHARSOHEMWFIEZHAERARSEA-H. EMHBRZEL LN
TZ%,

(B )
%7 GXPWHEZDEFHL. HERBEEUMREFKERICEVTRET 5,

(ZDth)
F£8 ZHEMEICEDHDIILODEN. GXPHAREZDEEICEHALYBELFIEE.
SERNGXPHIRRICHE - TED D,

Bt Bl

CDEMEIX. EFRISESA2BILHBITT 5,
CDEMEIX. ER 2456 A 18 BN LTS 5,
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