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Chapter 1 Pharmaceutical Quality System

(RHEER 77 DFTHL)
Legal basis for publishing the detailed guidelines: Article 47 of Directive 2001/83/EC on the
Community code relating to medicinal products for human use and Article 51 of Directive
2001/82/EC on the Community code relating to veterinary medicinal products. This document
provides guidance for the interpretation of the principles and guidelines of good manufacturing
practice (GMP) for medicinal products as laid down in Directive 2003/94/EC for medicinal
products for human use and Directive 91/412/EEC for veterinary use.

M2 A BT 4 > (detailed guidelines) ZZATI$ % ERIZEHE :
- b N AHEEKGIZEIT 2 KN Z B2 D iE4 ODirective 2001/83/ECH 5 47 17
- Ehig) FH = 3K 2 BE 3 2 N 22 B 2 0545 DDirective 2001/82/ECH 5 51 1H
ZOXEZ., v FAERKSICE T S Directive 2003/94/EC. ¥ X OVEh 4 1 £ 3K 5 @ Directive
91/412/EEC THlE SN TV A EHFOGMP (good manufacturing practice; 8 FL i/ NEREHIE) O
JERI LSO IERICEE T A HA XL 2B 25 6D TH 5,

Status of the document: revision 3~ (CCCEORI  : &€ 3hR)

Reasons for changes: Amendments to the text of Chapter 1 have been made in order to align
with the concepts and terminology described in the ICH Q10 tripartite guideline on
Pharmaceutical Quality System. The title of the chapter itself is also changed accordingly.
ZEHEM : Chapter 1O LEOWEIL, EIHMME T AT MMIBETBHICHQIO N Y D H A KT ik
RAOMEEHERICHMEE57-DITo 72D TH D, DD, ZOEOH A MZERAKE E
BB EIT>T,
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(REHDE, ZZTHRDY)

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T



EU GMP Chapter 1 Pharmaceutical Quality System 2 SE3kFshH: 2013 £1H31H Page 3 of 26 pages Lite Scientia

= Rr
(FEXLDOELNENER L, REICLANEOENZ&H LD THD)

Principle  (JFHID oottt ettt ettt ettt teas 5
Pharmaceutical Quality System (EFESEEL T AT A) oo 6
L1 (BB R T AL R DHER) oottt 6
1.2 (ICH QIO DATIE "SI ) oottt ettt ettt a et e et et eeaeeaeeteeaeeseeaeeneereeneeneas 7
1.3 (EFEMLME T AT LEZRIEEZDOEIMEDTET) e 7
1.4 (EIEMLE T AT APMEIET NE FI) ettt 8
() (ELELZEBL) oottt 8
() (B LT T ZADEITE oottt 8
(i) (EIFEMOREFHIB LOBITETD GMP DFBJE) oo 9
Gv) (TEZEOHRERHIE & GMP DEEH) oot 9
V) (FRV AL B EDBEAEDTFEIL) oo 9
D) FMEIOAFENSY T TAF 2—2 FTOMBEIRTFTEL) oo 9
(ViD)  IMIBZEFEZARIET D 7 T R) ettt 10
(viiD)  CEHEURBEDFENL EHEEE) oottt 10
(x) (WEETRERADE=ZY T OFRERASDBFEEI) e 11
) (PRI OBEELE N U T2 T 2) ettt nes 12
(xi1)  EREAIZRELEEDNETE) oottt 12
(xii)  (EE O FRIFIFHM & EITRTOIKGED FMEDIFTE) i 12
xiv) (BEHEOREIEASDA 37 RFHIDFEHE) oo 12
(xv) GBS k%%iﬁ@ E )72 LSOV DRRARIIHT D FERE) oo, 13
(xv)  (QuAlified PErson I J2 D EBEIE)  covieeeeeeeeeeee ettt ettt ettt 14
(mD(ﬁ%%%&LLT&Eﬂﬁ%éﬂéii@WWw) ................................................... 14
(XVID)  (H O & B L) oottt ettt ae et e et st aeeaeeene e 14
1.5 (AR E MO EESGE S AT AASOFEMRAIZED e 14
1.6 (EIREWET AT ADOTHIBIIRT R U AL B LU E 2 7) oo 15
1.7 (BEEGGVE T AT BDILTE) oottt 15
Good Manufacturing Practice for Medicinal Products........c..c.coovviieiiiiniieiieiiiee e 16
1.8 (GMP DIEAFIEIRFIE) oottt s et s e senas 16
Q) (BEEET BB ZADOMBEIIA) ettt 16
() (WETeEREZORERERETEONY T =23 UER) e, 17
(i)  (GMP ITBID D HEFE D TEIE) oottt 17
Gv)  GGETR & TFMEDIAFEIL) oottt nees 17
(V) (BEELASDFIR) oottt s st a et 18
(Vi) (BIEFDMEZEDTLER) oottt ettt es e 18

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T



EU GMP Chapter 1 Pharmaceutical Quality System 2 SE3kFshH: 2013 £1H31H Page 4 of 26 pages Lite Scientia

(vii)  GRBEIZHT T DARATFRIDTIE) oot
(viii)  GEERDE D H LRoT UNE TOMEEE) oot
GX)  (GDP DFEFE) oottt ettt s et sasanaeteeeneenas
) (BRFED D UMIBLEDFREE D B DAL oo
(X)) (BB L BATHT D) oottt
Quality Control — (FVEETL) oottt ettt ettt ettt ettt ettt eae e
1.9 (BHEBEED GMP EDIE DIT) oottt b b e
@) GEE) sk, FIFR SN 72FRE R L OVEKGRIE IR e
() (FU TV T EITIEBDTIE) e
(i) (RU T = B EFUIZERBRIE) oot
(v) GEEROFEM L | BBLOFTEER E FTHED) oo
(V) (BAEILEL D EELE) ettt ettt ettt n s nananes
(vD) R 2B R DO L B 2 — L BIHELETIHRO L E 2 =) e,
(vii) (QP FEFERTORLEL D HITTFDEELL) oottt
(VD) (BBEIDIEEE) oottt
Product Quality Review — (BLEEVE L B o) oot
1.10 (BEEE L E 2 —OHME EHEHE) oo
() UBEBTBEL B 2 m) ettt nananns
(D) (EEAR TN L BB DORETEED L B 7)o,
(i) BUHERE G DR TD/NY T DL E 2 7) et
Gv) (ETOBEBI L OREA DEFEAIL B 2 ) ettt
(V) (EHAEFLD L E ") ettt ettt senas
VD) (RIEAATBEDZETERIAD L E 7)ottt
(ViD) (BTEVETZH U U T DL E I ) ettt
(viid)) QB + 7 =2 2 [AILD L E S =) et e
(x) (CLBTCAT o 72 R IEHE DY) TH 072D D L B =) e
xX) HHBDVMNIEE LTIRTEGREED L B 7)ot ee e
(xi) (BT DR L OVHEOBEEMERERORIED L B 2—) e,
(xil) (FRERD RO DD RONPEHT TH DD L E =) e
1.11  (RIEHFE PRORE OB HIW 64 2 3 & AR O FAEDH) i
Quality Risk Management  (FE U A7 TR A L B) oot
112 (BB U AT TR T AL R ETE) ettt
1.13 (BEHU AT R T AL FDJFHID et
D) GRAEHNITBRFE OREITRE DD Y ZAZ T oo
i) (BEVAIZRTAL ROLYLE Y ZT LAYV ORIR) e

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WS O®IZ G NICEDPN TN D BAFEL, SHONAICE SV TIREMEK L7 A FLTT



EU GMP Chapter 1 Pharmaceutical Quality System 2 SE3kFshH: 2013 £1H31H Page 5 of 26 pages Lite Scientia

Principle  (J5UAI)

The holder of a Manufacturing Authorisation must manufacture medicinal products so as to
ensure that they are fit for their intended use, comply with the requirements of the
Marketing Authorisation or Clinical Trial Authorisation, as appropriate and do not place
patients at risk due to inadequate safety, quality or efficacy. The attainment of this quality
objective is the responsibility of senior management and requires the participation and
commitment by staff in many different departments and at all levels within the company, by
the company’s suppliers and by its distributors.

R AGREDIRAE X

C>E%m%%@9%&#6% RSO G ZRAET D K 91T
C>%ﬁ%@%(§éﬁéﬁéi%mﬁ%%ﬁ%)®£*m®ﬁéﬁ%ﬂéMéi5K\

@ etk WE. HDVIENIRREYRZ Ltk o T

BEICH LTI R EZEI RN EPRGESILD L DI

WELRTNEI LRV, ZOMREOHEICH E éﬁé_&i bRk E BiL (senior
mmwmm:ﬁﬁiﬁ)®§E?%D\®Q%W®%ﬁﬁﬂmkif®vxw(WE)®X&
7I2kD, QFDORE~OYTITAXICED, £ L TOZOME « RIEEFICL D, S &
aIy hACE (BR) 20EET 5,

SRYVE : ICH QL0 T ki E M) DOERITR OB TH D, ; [MEEIHEY A Mok LT, 2o T
E A NOBREZEBTLOEMEMBEZREL, ALV THEEL, KOEHETHIA () , (SO
9000:2005(Z #6453 FIIZ F:-5 < ICH Q10E 7% |

To achieve this quality objective reliably there must be a comprehensively designed and
correctly implemented Pharmaceutical Quality System® incorporating Good Manufacturing
Practice and Quality Risk Management. It should be fully documented and its effectiveness
monitored. All parts of the Pharmaceutical Quality System should be adequately resourced
with competent personnel, and suitable and sufficient premises, equipment and facilities.
There are additional legal responsibilities for the holder of the Manufacturing Authorisation
and for the Qualified Person(s).

ZORVE AR A SRR T B 70T, L L 27 A1 (Pharmaceutical Quality System ;
mx:ﬁ&i%)ﬂfﬁb&fhi@%&wo:@Mﬁ@\ka%EJx7v*nyh%
E L, REMICEREH S, D OEMICET ST UER 5720, PQSIT 4y 7e St L& 1T

. TOEMEEE=X—T D2 L, PQSOETOE N IE, AleRE, B X OuEy»>+4

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WHHF ORI (FEI) WNICEPNTVD BAGEE, YHEHONEIZESWTREPER LI=Z A S TT
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Y, MR L UM E VD BIERERNAREANT (VY —R) o2 &, BERGRIR
Ff# 3 L OQualified Person(s)ix, ZHALIANDEN 2 BE LA L TWD

£ 1 : Art 6 of Directives 2003/94/EC and 91/412/EEC require manufacturers to establish and implement an effective
pharmaceutical quality assurance system. The term Pharmaceutical Quality System is used in this chapter in the
interests of consistency with ICH Q10 terminology. For the purposes of this chapter these terms can be
considered interchangeable.
Directives 2003/94/EC and 91/412/EEC ® Art 613, %) ARy 70 £ 3 bn 5t H AR FE > 2 7 L (effective
pharmaceutical quality assurance system) Of 7 & T4, BIEEFICER L TWDH, ZOETIE, E3E
SuihE > A7 L (Pharmaceutical Quality System) @ FEIL, ICH QIODHFEE —H L7=EW CfFA L T
W2, ZOEOBEWOTEOIZIE, ZHODOHFEITMHAEIZEMN R D TH D,
R D ICHQL0 OHFEDERDIEIL, RO L O Ril#indH b, :  EIHMLIE > A7 A (Pharmaceutical
Quality System (PQS)) : FM/EIZH L THIRBELIFHEL NEHT LRI A L PV AT A, (1SO
9000:2005/Z %5 < ICH Q10D iE %

The basic concepts of Quality Management, Good Manufacturing Practice and Quality Risk
Management are inter-related. They are described here in order to emphasise their
relationships and their fundamental importance to the production and control of medicinal
products.

B~ A M . [GMP (/MLEFEERFE) | BN [EV AT <RT AR O
FEARR AT, FHEICE#EZ L > TnD, b GRIE : =50 30E) 1f, ER G ol
BHOMARR L AN EEE 2R 57201, Z 2l b5nTnd,

Pharmaceutical Quality System (EEmRME AT L)

FREDOa A b LFOHEEEOKRIC (FEIL) NIZELINTWD BARGEL, YEONRIC
FEOWTHREMER LTI=Z A ML THD)

1.1 (WE~x VA oS
Quality Management is a wide-ranging concept, which covers all matters, which
individually or collectively influence the quality of a product. It is the sum total of the
organised arrangements made with the objective of ensuring that medicinal products are of
the quality required for their intended use. Quality Management therefore incorporates
Good Manufacturing Practice.

B~ R YA Y ME JEWHEPICDE &R TH - T, WEOREIC, Hxll, HDHVITES

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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DB EI W H RO L V) ZEERFET L0 HNTH D, TN ME R A Lk
. GMPHLUZTHHDTH D,

SRETE : TPrinciple ; A B M1 H (WE~RV AL FOWE) | ©
NAEDERIL., FTROX TR I ENHKS,

@ BRFERDBE(ZRLUTIESIEEREAR
ABE)OER~DEE
@ R&tE. BE. HIVEIHALFEDL
CLITE-TRAICHLTIRIZSZ AL

PQS (Exmamszrs) ) EEXRNTOENETS)
(RRRIEE N -EURO EEDREKAR) BRI HELREER

BB o teRiETS
> B

w S * BN OT5EEY

1 1 * #BEsEUHER
K+ ER * +RBYI—ROFHT
KEMEOE=S5— ERIIEhBE,

1.2 (ICH Q10 OALE-ST)

GMP applies to the lifecycle stages from the manufacture of investigational medicinal
products, technology transfer, commercial manufacturing through to product
discontinuation. However the Pharmaceutical Quality System can extend to the
pharmaceutical development lifecycle stage as described in ICH Q10, which while optional,
should facilitate innovation and continual improvement and strengthen the link between
pharmaceutical development and manufacturing activities. ICH Q210 is reproduced in Part
111 of the Guide and can be used to supplement the contents of this chapter.

GMPIL, IRBREORLEIZIZICE V| BN Es, ik oRIELZR T, "0 (product
discontinuation) 1257 A 7V A4 7 NV OEMBICEA SIS, LM LR G, PQS (EHK i ME
VAT LK) HELICH QOISR BTN S & 9 72 EIMBIFE D T A 74 A 7 VBB bR 5 2
EMHKD, ZDICH QL0IE, T DHRMAPEETH L), A / X—a v GRIESZM) et L,

PR OBA%E L RS E O O U v 7 (kT 5, ICH QL0IX, Z DA KOPart NN FHdk S
TV, ZOEONFEMET H-OIERT L R KD,

R [ /=33 2] DICHQIOTY MFFEHRIT RN TR O¥A) Th 2,

1.3 (EESGWET AT L& L ZOHIMEDOFEH)
The size and complexity of the company’s activities should be taken into consideration

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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when developing a new Pharmaceutical Quality System or modifying an existing one. The
design of the system should incorporate appropriate risk management principles including
the use of appropriate tools. While some aspects of the system can be company-wide and
others site-specific, the effectiveness of the system is normally demonstrated at the site
level.

B 72PQSZ BT 256 & D WITBEfFOEHE M § XTA%Bﬁz%?“ZoiB/\ X, MRk
SEORBL L EMES (complexity) ZBEICAND Z &, %@:/XT.ZAO)FRIJ WY7p Y A~
FV A2 hORFH] (ZucixiEy ey —vofliEEte) 2t o2 L, é %L AT L%
ONOMIE L, A (company-wide) 35 K UMl BEFTIZHERA) (site-specific) 72 d D &
THZEHHRDN, EOTAT LAOFEIZ, BE OLEITITRERN LV TRE M T
L5HDTHD,

14 (EIEMWE T AT ADPMRGET N & FIH)
A Pharmaceutical Quality System appropriate for the manufacture of medicinal products
should ensure that:

[ DB S E)70PQS (U TS A7 1) (%, LU FOEIH A RAET 5 = &

(i) (RansEH)
Product realisation is achieved by designing, planning, implementing, maintaining and
continuously improving a system that allows the consistent delivery of products with
appropriate quality attributes;
RSB (product realization: FRIE 1 M) (X, WY 70 W EREEZ A9 5 WG O TEE B 7 4G
ERREETH VAT A%, XL (de5|gn|ng) #HiEi L (planning) | 51T L (implementing) .
Z L TR Ic e (continuously improving : fRIE2 M) 52 LIk TEREIND Z
i

REL - TRGEFES) (ZICH QIOICAREERNH Y . [HBEROERMEFEE O =— AW NTHEIN R KRR
FIEDOMTFEETe, ) K OVWIEE O ERFIH A5 7= Tl Y72 Bl Rk 2 A+ 2 i o, (ICH
Q10) | LEWENLTVD

ARIE2 - THEGRIYEE) 1ZICH QIOICHFEERNHY . [EORFHAM TR ZE0 57201V L
T siEE), (1S09000:2005) | & SN TWD, HATICZ OHFENRR BN L3, FHERERIT 4

T2 AT LOfMKRISE ] DOEICH D,

\Hﬂ

I S
(ii) EEB IO v &2 0HH)

Product and process knowledge is managed throughout all lifecycle stages;

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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OB IO ZAOHEIT. 94 7 A 7 VOLETOEMEEZEL CTvyx— (&) +5%
Z &,

FRYE : ICH Q10 OHFEERICIKOFLHEH N H D, : HF%E PE(Knowledge Management) : ffh, &7 o 2 K&
OMERCEM O REBS L, T L, RE L. ROMBIET 272D O1R474 FREAVELY 487+,  (ICH Q10)

(iii) (BEEHORFI LU TO GMP DER)
Medicinal products are designed and developed in a way that takes account of the
requirements of Good Manufacturing Practice;

AT, OMPOERAZZBE LI TETRGEIL, ARETLHZ L,

(iv) (FEEOHREREEL MP O&RA)
Production and control operations are clearly specified and Good Manufacturing Practice
adopted,;

ROEE¥ES L O EEE L, WMICHEL, D OGMPEEAT 5,

W) (XY AV b EOBEEOHRL)
Managerial responsibilities are clearly specified;

~ 3V A b EOEME (managerial responsibilities) (%, BAMEICHET D Z &,

(vi) (EMBIOAFENOY T FA F = — 0 F TOLERFHE)
Arrangements are made for the manufacture, supply and use of the correct starting and
packaging materials, the selection and monitoring of suppliers and for verifying that each
delivery is from the approved supply chain;

Y peb oI, fiE, WEmiERFES L OVEEME oG EFEH, Y774 vYoRELE=
Yo7, BIOENFNOUENEKREINT-Y T T4 T =2—2 GRIE) HiToTWAIZ &
DIEBIZONWTITbNA LD THD Z &,

FRUE D ICH QL0 1278, @B L)) IV T T A4 F=— 1220 T, ROFTLBENH 5,
(a) HMEBZRED R SUTFM BHIEEE OWREIHENL S MFH OB % ZTT 280K ORE /) SOIHE S 4L
e T IA F = — O TRERME T 2R OB IICONWTHEET HZ & (B, B,
JEAL OO FAMG K OV AE e RR)
(d) Afif LTepor K OVEMEBHZ DWT, ZRODREEENTYT T T4 F=— 2, AR S N7 IEE T
LOLDTHDLHILEHRLTDIEDICE=L )V TEFERMTH &,

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
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(vii) GNBEFEZRIET ST & X)
Processes are in place to assure the management of outsourced activities.;

S ZFEVEZE  (outsourced activities : FRIESE) O~ A v M EHARIET D720 D7 1k A i
UICIEE L TWD Z &,

AR D ICH QLOITIE 12.7 AMNMBZEFEERE R OB NEAM B OB ) OB 5, Z OEOFLHIILL TO®Y TH D,
EHBHE AT LT, AETHBRENTWIREMOFTLHE D, H 5P DINBEFEMEEIL O AR
MROBEDOEBRRL OV E 2 —ICETRELDTH D, MIEEIET, SMNBELIEEKR OWEAFR B OB D
BERIET 272007 m e ARERENTND Z L EHEL T LRENRTLEAI, ZhbDTrkR
MBEVARAI 2RV MRV AN, UTFOZ L2 EERTIR b0

(@) AMBZFEOIEA XITFEMEHIAGE OWREIZENL S P OEEZ BT MR ORI XITHE S
NI T T4 F == AV TRERMEZ G 2 @8R OCRBIIICOWTHEETHZ & (Bl &
AL BB R K OV AR PR RR)

(b) BI5-92 UHEH O MEBEEIEENICK T2 HLAOMFRIRET 0 v A2 HET D 2 &, SMBEREEE
ONTIE, 2O Z EIFERE EXEFEMORKNEICEEND L

(€) ZFEEDEBZATRSI UIMBE LS OFEMEOMEEE=2 V7L, kL Ea—F5Z &,
fo, HOWHMLEE INHUBLREL, KOE/BTLHZ L ;

(d) Afif L72pior K OUFEMBHZOWT, ZNoREEEINTEY T T4 F o — 2 v, AR I fBHGTR
MEDEDTHDLIEEMELTDHEDICE=FY T2 FEMTH L,

EU GMP T, Chapter 7/Z, Outsourced ActivitiessDTHDNEX T HAL TV 5D,

(viii) (BEBEREOMEL & HER)
A state of control is established and maintained by developing and using effective
monitoring and control systems for process performance and product quality.

RE T 0 AOBEIERE GRIE 1 20) B X OGS EOREMN T =4 1 7 GRIE2 M)
BIOEHY AT AZHBE L, TNEHEHTZ LIk, BHIREBICH D Z & 2L, 2
OMEFRFT A Z L,

FEL ICHQLOIIE, 3. &Y v X OR@MERE K O VB OMERERISGE ] AR b TWD, Fiz,
BN HE 7 1 A OBMEPERE (process performance) &5 AIFEMEHA STV 5
RIEIZEBEP D S0, (152 WHTE IRBOMES R OHER ) (SRR H 5,  JWEF ot
ADBRBIERE L OB SE ST DR ARET =4 ) vV R OEB Y AT L20% L, ROEMAL, £
FUS &0 ke 2 EIME R OBIE 7 0 2RO OMREF ARt 2 2 L, B Y 27w T Ay M
SR YT VAT LR OGRS AT AR RET D 2 LIRS BED,

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
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w2 MSEEOMENRE=21 7] O—>& LT, Quality MetricshB3®H1F Hi 5,

%

Russell Wesdyk FG(CDER/OSP)?® “Quality Metrics  --- Why are we going... Where are we going...” (*)&:li
RO LB ENTWD (FREOFRCTlIquality [WE ) & L7z, 7272 L. JISTiZqualityiZ
ORFEEHAND, ZHITV AT AP —E 20HAICbqualityZ AT 205 TH D)

*:http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsand Tobacco/ CDER/UCM374192.pdf

What are Quality Metrics?  (Quality Metrics? & (3{7>)
+ An objective measure of the quality of a product or process
(B 20T 7T v 2O MEICHE L TORBMED & % 81F)
-Quality is the fitness for intended use of the product, relevant to patients
(WELIX, BEICEAL T, Y%L OBMNE T2 HE~OMEUETH D)
-Product (and/or process) segmentation
B (RO XUT) OX53T)
- An objective measure of the quality of a site
(3K M BLE T O fWE O B BIHIFEE)
-Quality is measure of site’s ability to manufacture products fit for intended use
(AR E L7z RicBI Ll L7a B 2 3 5 . LS RT ORE ) D HE1E)
-Site segmentation (can include a build of product/process scores)
(BSEFTO XA @S/ 7o 20 ESD 52 E0NHERD) )
+ An objective measure of the effectiveness of systems associated with the manufacture of pharmaceutical
products, including the pharmaceutical quality system
(EHEGHWE S AT 2eEte, ERGEICBEET 22 2T ADOH MO KB
-On site evaluation of quality systems

(WE T AT KB LT OISRl T-B)

7233, Quality MetricsD BIZ 72 #ICB L Tik, PDAD FTRLOXEEZSE L5,

“Pharmaceutical Quality Metrics Updated September 2014, PARENTERAL DRUG ASSOCIATION POINTS
TO CONSIDER,” PDA J Pharm Sci and Tech 2014, 68 535-545

Z 212X, Quality Metrics % 1 THE12 (lagging indicators) & L CCid7Ze <, JefT484% (leading indicators)
ELTHRIAT & Lo RSB | BIRROER &> T o,

(ix) W®HETaRROT=F Y VT OER~DEREIE)
The results of product and processes monitoring are taken into account in batch release, in
the investigation of deviations, and, with a view to taking preventive action to avoid
potential deviations occurring in the future.

I 7t AnE=F1 I OFERIT, Ny FOHM., @&ROFA, BILOERICAE L D0

BERIZL TGN - SRR E T, RUTHZICEE EEADOT, L FSUT VB L, 7782 LTS,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T


http://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/UCM374192.pdf
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BN 72 W A RE T B T2 O T RAHEE (preventive action) 885 E WO B EEETHZ L,

(x) (FHBGEOBEBEANYFT—a))

All necessary controls on intermediate products, and any other in-process controls and
validations are carried out;

PR OB TOER, BIOMMO TRNEE AN T — g 2175 2

(xii)  (RERERYEkE DRLE)

Continual improvement is facilitated through the implementation of quality improvements
appropriate to the current level of process and product knowledge.

a2 L O OHEOBIED L~ L2 72 5B DS ED E1T 48 U C L iken i GR
HEZWR) ZefET52 L,

FRIE (RTHD ¢ TRV 1XICH QIOIZHFETCENH V| [EORFIHZ 729 RE /12 @D D 72 DIk
DI LT AHESE),  (1SO9000:2005) | & &N TW5D, KNI ZOHENR DN, T
#ix 4, ERGLE S AT LOMGENIWE] OEICH D,

(xiii) (EEOFREFMN L EITRI DA OFIEDFFLE)
Arrangements are in place for the prospective evaluation of planned changes and their

approval prior to implementation taking into account regulatory notification and approval
where required,;

DTFTOHREREOATIZE LT, B ke (arrangements) AEYNIIFET HZ &,
« B SN AT ORI & KGR
LREOFHIL & AKRRITFEMANC I 22D 2 &
- MBEAEAIZIE, {TBOE%N (regulatory notification) & &2 (approval) NEE S5 Z L
(xiv) EEBROYUZEE~DA 37 FiHiliDE )
After implementation of any change, an evaluation is undertaken to confirm the quality

objectives were achieved and that there was no unintended deleterious impact on product
quality;

b OERZAT TR, TOMED BERER SN2 L DR & BIORBHEIZOWT

DERLIRWEERA N IMFELTWRNWD & 2HERT AT OOFMAEE SN TN A
ZE,

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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(xv)  GEBCR RKEFAERF DGR L~V ORRARGHT D EhiE)
An appropriate level of root cause analysis should be applied during the investigation of
deviations, suspected product defects and other problems.

B, eI o B KK, 3 L OMMORBEOFAEIZ, @72 L-L ORAFR ST GRIES
) Z@EHT 5L,

FRUE 1 ICH Q10 Tik, MARK DFHNH D DI, D 12357 (FHER) Th D,
3.2.2 RIEHEE K O T 5 E (CAPA) S AT A

BURAEE, 0, WEAAH, FREE. [, BB, BA. HROASEKROHEMFEHEIC OV TOM
AN RGE T 1 2 OBRBPERE R O SE 0T =4 U v 706 ORISR T 5 | & IERHE & O
TRAREZERT A7 DD VAT L EF I RITUT e b0, o, RARNFEKEZREST S HIT,
HE 7 o 2 S SR AN AV SRR TSR SV, ICH Q9 (k=BT
L& oMz, WEDI . EXS ROCEFELHD LWL, U A7 LoUL ERIS LR T IER 6720,
CAPA O J5 ik, B K OMiE 7 o 2 2 O Seagll QNS B & Ol TR 1 0 YRWVERRIZ A U0 7
RITUTR B0,

This can be determined using Quality Risk Management principles. In cases where the true
root cause(s) of the issue cannot be determined, consideration should be given to identifying
the most likely root cause(s) and to addressing those. Where human error is suspected or
identified as the cause, this should be justified having taken care to ensure that process,
procedural or system-based errors or problems have not been overlooked, if present.

ZHUTRE Y R~ A bOJFAIZHOCTHRIET 5 Z ERHKkD, ZDOREDEDIRAJR
RBARE SRR WG AT, b Z D LWVIRARIK (EEHL2WITHEE) 2R EL. Tha
EVHIF S (addressing) Z EIZHOWTHEUET S &, BEa—~vr =T — (b MZXDHEFE) 2
Seoni=0, HOWVEENNFRRERFE SN Lz o, et X, FIE (procedural) |
BHHWET AT LTHES RS D VIERER, b LENNFELIZE LTS, Tha ke
SRV ENIEE (care) &5 Z & & EXbT 58 AR~ 2% (be justified) Z &,

Appropriate corrective actions and/or preventative actions (CAPASs) should be identified
and taken in response to investigations. The effectiveness of such actions should be
monitored and assessed, in line with Quality Risk Management principles.

WY R IEHEE S TR5HEE (corrective actions and/or preventative actions ; CAPAs) %, < D4
FERICHES T, FFEL, EeT 22 L, TOLO RBEOANET, WEV A7 ~vX I AL b
DA > T, £=F—L. »oskliziTH Z &,

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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(xv)  (Qualified Person {2 X % 32EE)
Medicinal products are not sold or supplied before a Qualified Person has certified that each
production batch has been produced and controlled in accordance with the requirements of
the Marketing Authorisation and any other regulations relevant to the production, control
and release of medicinal products;

=3 ANIE, Qualified Person 2 gRaEA T 9 LLATICIL, MFe ke H 1T 2 &, Qualified Person
%, BREN Y FRRGEAREOERFHIIMN > T, £ LTEEKORE, B LU
B HMOEFIC LI THlE - BELSNTVWD Z EOBAEEITI 2 &0
(xvi) (FzHIEZE L CRESMER I D &5 REd)
Satisfactory arrangements exist to ensure, as far as possible, that the medicinal products are
stored, distributed and subsequently handled so that quality is maintained throughout their
shelf life;

£b>%@7ﬁxﬁﬂ;ﬁfﬁ (shelf life) Zi8 U THRFFSND & 912, BEMAZMRE L, Bk L, £ LT,
Ol ERE OB D Lo Tz, HORDRORGET D720 D, 53720 IROMPFFEL
T Z &,

(xvii) (BECRBRLGEERE)
There is a process for self-inspection and/or quality audit, which regularly appraises the
effectiveness and applicability of the Pharmaceutical Quality System.

HORMB IO/ EI3MEBEEDTZDOFIE (process) 23d 2 &, ZhbD7nt X IE
WEE Y AT LAOFME L EISE A AT (appraise) 975 2 &,

1.5 (AR E PO RS G E o A T D~ OF I 23 )
Senior management has the ultimate responsibility to ensure an effective Pharmaceutical
Quality System is in place, adequately resourced and that roles, responsibilities, and
authorities are defined, communicated and implemented throughout the organisation. Senior
management’s leadership and active participation in the Pharmaceutical Quality System is
essential. This leadership should ensure the support and commitment of staff at all levels
and sites within the organisation to the Pharmaceutical Quality System.

FRRRRE T, DT OFEERIET 5 2 L IR ETE AT 5, FRESHR)
ﬁ%@i%%%g/xTA WE o537 0 V=2 (BIROEMNT) 3HDZ &
#l (roles) . FfE: (respon5|bllltles) BELOHERR (authorities) ASHLE S,
mﬁ Fa@ml TsiESh, #EfichTnsd e

FRRUILTRER - SEBS PN E T, R BELZICREEEAOT, LPFHFECUCL VI L, 7812 LT E &0,
ERFO®RIC FEL) PICENTWD HARGEIX, YZEONEIZE SO CTIRENBER Lz ¥ 4 hLTT
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W

%5 ﬁ 27 5 (PQS) (28T 2 Bl i U — & —3 v 7 & FEfAY 72 2 [ (participation)
. WHEDOERTHD, 20U —F— v A%, PQSICHT DHFRNDOETHO L~ (=)
&@ﬁﬁ(m%)®X&/7®iﬁ&:‘yk%/%(%%)%%% o A R

\\\\ ]j

-

L

%

£ 0 ICH QIO T LRt = MO FLHUIT R DB Y TH D,
21 REMHDOaI vy P A B
() LARFREMIE, S AEAERT 57200, EIRLME T AT AREIHEREL WD L Fiz,
Tedl, BEROHERPHPAESNTEY , SEAERICOEVEZESNERMINTND Z L 2 HEEICT
HERMEELERT D,
BB L L, ROTEHLIH 5,
2.4 HRE P
() REMIL, EELME VAT LEEE L, #EFL, ROZOFMEZGERICET D720, +5
TR ER (AW, MBUR, B, EE RO o b o) RUE LIRIEL 2T i 572
|
(b) B FHITERARFEORT, 7o A TRIEY A Mokt L, @A SN 2 & a2 i L
U7 720,

1.6 (EELWE L AT LOEHRWR~<RIAL PLE 2—)
There should be periodic management review, with the involvement of senior management,
of the operation of the Pharmaceutical Quality System to identify opportunities for
continual improvement of products, processes and the system itself.

I, 7R AB IOV AT AL BIROMG IS EICE L TOMES 2R ET 57912, PQS
DOEEICEI LT, EHNe~R AL FLEa—Rhbb 2L GRESMR) . ZoElNe~x
VA M Ea—E, ERRREROBEGRH D Z L,

SRIE  ICHQIOD~ R Y AL L E 2—D#ITRDEY TH D,
26 v XV A FLEa—
(@) EARREMIL, ERELAE S AT LAOMET DR NENEEERICT 57D R VA L Ea
—Zil L, EFEMHIWE S AT AOREERIH L THEELA LT R b,

(b) FERHIT, FHITEM OFAREICHRB SN TWD &RV | BET 1+ X OBBMERE K OMLEL R ONT
M E VAT AOTEHRIR L E 2 —fEREZFHME L 2 T i e 5 2w

1.7 (BHELME Y AT LOBE)
The Pharmaceutical Quality System should be defined and documented. A Quality Manual
or equivalent documentation should be established and should contain a description of the
quality management system including management responsibilities.

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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PQSIZ., HIfEICHEL., a3 E LT HZ L, ME~==7/V (Quality Manual) GR{E1Z
FR) & D WTZFICHEY 9% CESE (documentation) ZFESZ L. ZHUCITME~RI AV by
AT A (REHOETEZET) GRIE2) 259052 &,

FRIET : ICHQI0OTIL, B~ =27 /WK DFELHEHN & D,
18 WE~==7 /L
B~ = 2 7T AR O SCEAL SN AN S, ZOPITITEEGLE S AT LD
EEERITNIRORN, TENOLORMBIZIIUTOZ L 2EERITE R 6720

() sETE CGH2EZM)

Tl
&
=

(b) EFEMGE S 2T LR ;

() ERMBE AT LOT a2 AW NZEN L DIAT, BIEM: K O ERFEORE, Tt
Ay TROT7a—F v — hE, BEELWEVAT AOT 0 AORENZHAERIICT
DAY =L TR 05S
d) EELBES AT AOTTORBEMOEE,  (FEHM)
(RO E#HOH)
i~ = = 7 /L (Quality Manual) :
MBEORBE~Y RV A MU AT LAEHET H3FE,  (1SO 9000:2005)
ARIE2 D ICHQLOIZIE THE~R VAL R AT L) OHFENERR SN, ZORBITI TR,

Good Manufacturing Practice for Medicinal Products

1.8

(GMP D FEARH) 2R HIH)
Good Manufacturing Practice is that part of Quality Management which ensures that
products are consistently produced and controlled to the quality standards appropriate to
their intended use and as required by the Marketing Authorisation, Clinical Trial
Authorisation or product specification. Good Manufacturing Practice is concerned with both
production and quality control. The basic requirements of GMP are that:

GMP (Good Manufacturing Practice ; & R f/NEEMED) X, MWE~RXV A FO—HTH D,
E~ R YA NI, FOHMETLHRICHEY) e EEYE L IRFEAREE (Marketing
Authorisation) | E&ARIAERAFE (Clinical Trial Authorisation ; CTA) & 2 W SR IZ - THE
RKENTWD L) paEEEL fHFIC ORI CE 2 Z L2 RAET 56D Th 5, GMPIL,
& L SWEEBLOM G IZEAD L D TH D, GMPOEARRERFIHIILL TOHEY) TH D,

(i) EEFotRONERIE)
All manufacturing processes are clearly defined, systematically reviewed in the light of

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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experience and shown to be capable of consistently manufacturing medicinal products of
the required quality and complying with their specifications;

ETCORET v 213, PHIER SN TEY . ZORBRNBLEN L RFENICLE2—Sh
Tk, ZRsNDmEZ b O EFICEGETE T, TORKITERNICES T2 Z
EPNMFESNTND Z &y

BET R L EZOEBEREEONY) T— g VER)
Critical steps of manufacturing processes and significant changes to the process are
validated:;

BYE 70 ADOEER AT v S ZDOT B AOBEKRLEF L. AN F— RN &h5 2 &,

(GMP (Z B8 5 Hagk D EH:)
All necessary facilities for GMP are provided including:
GMPDOETDMERNiFkIE, ROFHEZZATND Z L,

* Appropriately qualified and trained personnel,
WEIREKZA L, Dodlf SN -kE |

« Adequate premises and space;
7R ) & 22

« Suitable equipment and services;
W) 7k &

* Correct materials, containers and labels;
A D7 WEEN BEasB I OT L

» Approved procedures and instructions, in accordance with the Pharmaceutical Quality
System;
PQS@C?/‘:EO 7o, 7K nru(ﬁo)illgk?ﬁfo

* Suitable storage and transport;
HEY LR LBk,

(87~ & FIEDBARE(L)
Instructions and procedures are written in an instructional form in clear and

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WHHF ORI (FEI) WNICEPNTVD BAGEE, YHEHONEIZESWTREPER LI=Z A S TT
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unambiguous language, specifically applicable to the facilities provided,

EoREFNEIT, AMECTHOBIREDRWSETHEH T 2L, XL LH D BI1E, KiC
Hiz% (facilities) [CHOWTHEHEINAZ &

()  (BRB~DFIHR)
Procedures are carried out correctly and operators are trained to do so;

FNE (Procedures) IZIEL < T, BEIZZD L HICTHZLICOWTOIIEZITH =
L

(vi) (EEFOMEEDOTE)
Records are made, manually and/or by recording instruments, during manufacture which
demonstrate that all the steps required by the defined procedures and instructions were in
fact taken and that the quantity and quality of the product was as expected.

FUEKIE. B FOFRIZEY, BIOVE72E, S HOERIC LY, szl 8, Th
1L, HUE S7=FIE (procedures) & FE7x (instructions) MER L TWAETD AT v I MR
BRiz T, o oR (quantity) 38 KX OVE (quality) 23#iffSnc k) Tho7oZ &%
FEAT 720D D THDL Z &,

(vii)  GRBLIZH§ S RARE DOFHE)
Any significant deviations are fully recorded, investigated with the objective of
determining the root cause and appropriate corrective and preventive action
implemented:;

BRZGEMTHciesk L, BAEK (root cause) Z#HET 2D HEZ G - CHHEZITV, #
O R EHES L OTHHEEZIT Y. GRIESH)

L TLAESESSE Y AT APMERET REXHFIE] 0 (XV) Tz S NNCRIES R
(viii) GE&DEY H LT W TORE)

Records of manufacture including distribution which enable the complete history of a
batch to be traced are retained in a comprehensible and accessible form;

g (BLXEETe) O, PL—RATRERNFORERBROIEELZFRELTHHD

ThHZ L, TLT, TORETHY 5 < poRA LT W TRET 5 Z &,

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T



EU GMP Chapter 1 Pharmaceutical Quality System 2% ZE3MiFEshH: 2013 F£1H31H Page 19 of 26 pages LiteScientia

(ix) (GDP mERE)

(x)

The distribution of the products minimises any risk to their quality and takes account of
Good Distribution Practice;

S OBIEIXFONEICRT 5 ) A7 Zf/NE L., GDP (Good Distribution Practice) % & &
—g—ZD — &o

(BRFE & B WIZELE DR EE D> b DENIR)
A system is available to recall any batch of product, from sale or supply;

VAT AR, BGEdH D WITECE (ORRER) . Y
THHLOTHAHZ L,

SR DNy F | % Z & & AlEE

rnm

(xi) (FE7Z7 v—2izxd 5%08)

Complaints about products are examined, the causes of quality defects investigated and
appropriate measures taken in respect of the defective products and to prevent
reoccurrence.

LBZOWTO 7 b— AT 2T~ SEKM (quality defects) DJRIKZFIA L., KD
& DB DWW T 2 E & IR IEORE AT D 2 &

Quality Control  (REEHE)

1.9

(MEEE D GMP _EDOALES1))
Quality Control is that part of Good Manufacturing Practice which is concerned with
sampling, specifications and testing, and with the organisation, documentation and release
procedures which ensure that the necessary and relevant tests are actually carried out and
that materials are not released for use, nor products released for sale or supply, until their
quality has been judged to be satisfactory. The basic requirements of Quality Control are
that:

EEHIT, GMPO—#TH > T, HWEFEHOGCGMPOEIIL, LLTFTDOZ LIcBb Y 25>,
1) Yo7V s Bk L ONER
2) B BRI K OBE T 23R A HERIT TS 2 &
3) FODOMEN, WIETH D (to be satisfactory) & HIE I D E T, WD Z & ZLRAET DA,
XE B LA FIEEZ B> &
O ZNLEMEEEROEOICHESERN &
@ MWL L3t (supply) o7zdic, fina i SEanz b

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WHHF ORI (FEI) WNICEPNTVD BAGEE, YHEHONEIZESWTREPER LI=Z A S TT
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i BV BLO SR 2 BRI, ROEBY TH D,

(1) GERHER. JEIh AR L URBEFIE)
Adequate facilities, trained personnel and approved procedures are available for
sampling and testing starting materials, packaging materials, intermediate, bulk, and
finished products, and where appropriate for monitoring environmental conditions for
GMP purposes;

J5UBl (starting materials) . F1%E41EF (packaging materials) . %84S, (intermediate) . ~3/L
7 88 (bulk) 38 X O A&BLE, (finished products) . % L Cia%X4 9 B35A1EGMPOD H I B
L CORRESEMHOE=42 1 7B LT, MU, s h-ikE, Lo aniz
FNE  (approved procedures) MFIHFIRETH D Z &,

(i) 7V 7 E2TIHEDOEM)
Samples of starting materials, packaging materials, intermediate products, bulk products
and finished products are taken by approved personnel and methods;

JUeh, Bl RS S 7 B L ORI O Y 7R (BRI &
711,(1/‘%6) AR SNIIE N, A SN HIETEIVITS 2 &,

(iii) NV F— b EN7=RHBRE)
Test methods are validated:;

RBEIIANY T =P ENTNWDS 2 L,

(iv) GEEOBEFL, BEOTEE L RAE)
Records are made, manually and/or by recording instruments, which demonstrate that all
the required sampling, inspecting and testing procedures were actually carried out. Any
deviations are fully recorded and investigated,

FLEkiZE FOF (manually) (I2XV, BEXO/ F7203, iiEHERIC I VITI 28, DR
Ri%, RERY T T iR K ORBRTFIED 4 TH, %%_ﬁot_&%ﬁﬁfé%
DTHDH &, w7 Dk (any deviations) & /3ICitdkL ., HEEZTHZ &,

() (BB DEM)
The finished products contain active ingredients complying with the qualitative and
guantitative composition of the Marketing Authorisation or clinical trial authorisation,
are of the purity required, and are enclosed within their proper containers and correctly

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WHHF ORI (FEI) WNICEPNTVD BAGEE, YHEHONEIZESWTREPER LI=Z A S TT
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(vi)

(vii)

labelled;

BB X, IGE &R E (Marketing Authorisation) 36 X OViG PR 5 BR 5% (clinical trial
authorisation; CTA) O EMAY I X OVEEM 7 HLARIZE & T DR 2 & 4, MBI R 2 6 5
MOMIEZ: (proper) AR & IELWHERAZ S > THIAL (enclose) SN TW5AHZ &,

(BB D RBER DO L ¥ o — L BEAETEO L B a—)

Records are made of the results of inspection and that testing of materials, intermediate,
bulk, and finished products is formally assessed against specification. Product
assessment includes a review and evaluation of relevant production documentation and
an assessment of deviations from specified procedures;

RAEORERITFLEAMERT D &, o, JFAEL RS, v 7 853 X OEKR
FESRIE, BUE IR L CIERUCEME T2 2 &, RS oOFHEi, B j—é%LEg{‘fii@l/tl
— LR, B OE ST TIE (procedures) 226 DBBLOT B A A FEAFEL TS Z
&o

(QP FRFERT DR D K DEEIE)
No batch of product is released for sale or supply prior to certification by a Qualified
Person that it is in accordance with the requirements of the relevant authorisations in
accordance with annex 16;

#EL DN F 1L, Qualified Personz® annex 16 (2 L7223 > CRIE -5 7458 (authorisations)
DESRIZ—FH L TV L0 ORFEZ T DR, IRFE (sale) F7zidfik#a (supply) D7z D Hifir
A DA AN

(viii) (BEBRHOLERE)

Sufficient reference samples of starting materials and products are retained in accordance
with Annex 19 to permit future examination of the product if necessary and that the
sample is retained in the final pack.

Annex 19129 > T, A BHS KOS D473 72235 0 (reference samples) D &2 {R7F3 25 2
Lo TOSFIT, b LLERIGAEIITR O 2 55308k (future examination) % AIREIZ T
L1290 THY, 20 GRIE : fEh0) Yo PR KOEOR TREFSh TS Z &,

Product Quality Review (B &&RELE1—)

1.10

(BB L Ea—0 B1 L EhasE)

Regular periodic or rolling quality reviews of all authorised medicinal products, including

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WHHF ORI (FEI) WNICEPNTVD BAGEE, YHEHONEIZESWTREPER LI=Z A S TT
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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:

fE L B =2 — (quality reviews : FRIESM) 1L, A AZIT 22 TOEIRESR (T U3 o 74
DR EETe) IZ2oWT, ERICEDLNTZEMH L2 WVEe—T — 3 VOBEXTITI D
Thy, POUTOFEHZMHEZRETHHTIT) 2 &,

- MEfFE 7 v 2A0ME M (consistency of the existing process)

- JFA L (starting materials) 36 X UV A& B O Tl 5 12 %03 2 BIATRIA O O

- WAMB LU B 2SI L TORE
ZFOEO RV Ea—X, @E, FRTEML, XEHT DL, FEhichlz->TE, Lo v
Ea—%ZEL, PR THOUTOFREEEZLZ &,

SRYE ¢ ICH QI0ICiE, Ve 2 —(ZBHAIEA & LTIT 13.24 &7 0 2 OB@IMRE R I VB D~ R A
VM Ea—] BbD, TOFT [HEOLE2—] O IFHEBFEIR D 7203, FEhelldh iz - T
X, ICHQLOICH#H NS XV AV Pl Ea—] ORENEETH S,

324 HET o R OBEMEREETCRBLEDOSRXV AV P Ea—
YAVAL P Ea— 3 BET n 2 OB L ORGSEN T A T YA Z Wb ) FELE R
TV ZEERFEL T IER 220, REOHRKR OEMES IS LT, v XV A L Ea—Id,
i OO EIZ LD —HEDOL E2a—Thd I ENABET, B AREMEL L Ea—Ddl
AR S BT S, EFTHEREREER O ER T e R 2 E E R TER LN,
(@ AP AY R L E2—V AT AILLFOZ L2 E TR ER B0
(1) HROELER OFERHEIE, AN QNI o 3 05 R NS ELHI 2 /ot L TiThh/z 2 2
v AU
(2 LTOZ L2 E0EMNNRMELE2—
(i) BEEEICBET 2 g R ORI O X 9 2@k e o
(i) #L&E 7 v 2R OBEMEREL OSSR EOT=4 ) 7 OfE ;
(i) BERELOTPHRHENSAEL2EE G, fET 1 2 L ORG OEE DAL,
Q) FIEDFR AL FLEa—=nb60H 657 r0—7 v 7 iEE,
(b) ¥ AT A FLEa—Y AT AE, UFO X 9 il e i@ 25 E LT il e
(1) WET 2R RO ~OUEE |
(2) BIRORME, FIFHL O/ UL HELE ;
(3) OIS F OMEHE,
(FOFLHITEE)

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WS O®IZ G NICEDPN TN D BAFEL, SHONAICE SV TIREMEK L7 A FLTT
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(1)

(ii)

(iii)

(iv)

(v)

(vi)

(FEAME L E2—)

A review of starting materials including packaging materials used in the product,
especially those from new sources and in particular the review of supply chain
traceability of active substances.

LA SN A B (BEEM B2 ETe) DL B a—, BrlC, i AT D OFME L |
FOHRTELEYDIFFEOY FSAFz—2 D L —H VT ¢ LM OLE2—

(EERTIRANTHLEEKEGEOK ROV E=2—)
A review of critical in-process controls and finished product results.

B TAENER L BRSO RO L B 22—
HEAREEDOETDONRYFDLE 2—)

A review of all batches that failed to meet established specification(s) and their
investigation.

TENL SV HMEIZ AT A L R o T2 TONRNy F & ZOMEFBROL E 2 —

(Z2TOBRHE L UOCAREEDAFEH L E2—)
A review of all significant deviations or non-conformances, their related investigations,
and the effectiveness of resultant corrective and preventive actions taken.

A TOEKRGEN (deviations) & 5\ I AE S (non-conformances) . B B AR
BILOZORELE L TRONZIEHEL KO T ®E @ﬁﬂ@®VE1

EEEHEHDOLE 2—)
A review of all changes carried out to the processes or analytical methods.

Tt AB L OOHETITONEZE2TOERDO L B o2 —

(BRFEABEOEEREEHDOL B2 —)
A review of Marketing Authorisation variations submitted, granted or refused, including
those for third country (export only) dossiers.

fEH L7, AGE Sz (granted) & HWIHEIF E4u7e (refused) IRFEARED L B =2—, =
cix, HEE (i os) ~OUstHESE (dossiers) b &Te,

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
WHHF ORI (FEI) WNICEPNTVD BAGEE, YHEHONEIZESWTREPER LI=Z A S TT
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(vii) (BEHE=FV DL Ea2—)
A review of the results of the stability monitoring programme and any adverse trends.

BEMETE=F V77T LofERE, BN (adverse trends) OFTDO L E = —

(viii) (GRS 7 L—A - [EROLVE2—)
A review of all quality-related returns, complaints and recalls and the investigations
performed at the time.

MBI R TOERN « 7 L—24 - [\ E, TORESTITo7ZfHED L B 2 —

(ix) CIENATo R IEFEENRFEY TH oD Ea—)

A review of adequacy of any other previous product process or equipment corrective
actions.

W70 2RI O W TLRNAT o 7o R IEHEDNEY Th o T hd L B 2 —

(x) (ﬁ?ﬁbéb\ﬂ’ﬁﬁ L 7= k5% wu%@l/t :L"_‘)
For new marketing authorisations and variations to marketing authorisations, a review of
post-marketing commitments.

i fiﬁﬁﬁﬁkwi.ﬂb F R FEAGREDZHE (variations) (Zxf LT, BERE%Z OfRETEHE GR

SRYE : PMDAAEH L CTWAEENTIL,  “post-marketing commitments” % THIERRIES DRRFIEIE] & L
TSz, RXTIFZOMFEEHEMN Lz, 72721, HiEORFSE®RNLEZ 2L, b oD LEKE
SR T TRUERGEH ORENT O REENFH] LF_&LBbhd, WAL, IREERESED
(2T T, BRkx BRI 2 B HRGEAGRBHFEE 23 Y RICKRF LT, OB AR ORF AR TIT ) Z L IR L
HEHTH D,

(xi) (BHE$ 288586 LORARDERMERBOREDO L L2 —)
The qualification status of relevant equipment and utilities, e.g. HVAC, water,

compressed gases, etc.

B 5 aR 5 L U R OB MEMERR OIRTE, B2, K, Bz &

20

(xii) (ZFEMVEDOBMYROBPEFH THEINDL E=—)
A review of any contractual arrangements as defined in Chapter 7 to ensure that they are

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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up to date.

Chapter 7ICHUE SN TWD L 9 REFEOMVIRDBEFHT THLH Z & A Rit T H7cdOD L E

2 —

111 CRIEHSE TP HE O BBk 9 2 2Rl & AR O 150 1H)
The manufacturer and, where different, marketing authorisation holder should evaluate the
results of the review and an assessment made as to whether corrective and preventive action
or any revalidation should be undertaken, under the Pharmaceutical Quality System.
There should be management procedures for the ongoing management and review of these
actions and the effectiveness of these procedures verified during self-inspection.
Quiality reviews may be grouped by product type, e.g. solid dosage forms, liquid dosage
forms, sterile products, etc. where scientifically justified.

REER, B (BLEEE TIERWVWEAITR) BOEARREE L. TV a—0fR) &
PQSDO T T, BIEHEBLIONTHIED D WVIZFHANY T —va U BMThilieinE H M LT
fToiic 17 2AA L M %7kl (evaluate) § 52 &,

ZINOOEEICE L COMGEINR~ R A e LEa—RNFETHZ &, LT, ZhH O
FEOAZIMEL, B S8 (self-inspection) HICHERT 5 Z &,

B L E 2 —E, BEEOICIEYEZ RS 2 ERHBRASAICIE, B, BERERA, kAl
K E VD Ko, ®EOXA TEIZI A= L TH LW,

Where the marketing authorisation holder is not the manufacturer, there should be a
technical agreement in place between the various parties that defines their respective
responsibilities in producing the product quality review.

MR FE AGRIRFF A NG S TRV B I, Ak (2 36) oI @) 22 Hehfi b7 & # (technical
agreement) BFEET S Z &, ZOHMHEEL, BLGMEL E2—22] D HIF LB, %
FREHE O TN ENOEESHEZMHICHET 2 2 &,

Quality Risk Management (BRI IRTA )

112 (MBI R~ A R Ed)
Quiality risk management is a systematic process for the assessment, control,
communication and review of risks to the quality of the medicinal product. It can be applied
both proactively and retrospectively.

BB Y A7~V Ay NI, EERGEOEICHTHY A7 2T A A b (assessment) L. il

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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) (control) L, 23 a2=4/—FL, TLTCLEa2— (review) T 5%M7Z o727 0t A ThHD,
BE D AT~ A M, OfkICmnoTE, OQiREOFEREZ WM E D, W7
THZERHKRS,

113 (WE YV 27 ~x P A FOJEAD
The principles of quality risk management are that:

BV A7 <32V AY FOFANL, ROL S5 EDTH D,
i) (EEKEITIIREORBITHE OO U R 7 3HE)

The evaluation of the risk to quality is based on scientific knowledge, experience with
the process and ultimately links to the protection of the patient

e BT % U A7 OFH (evaluation) (3, FHERYKIGEE, Hi%7 m A TORER, €L TRk
BN EE ORFEICPEMNT IS NETH D,

ii) (BEVRIFXPAL DLV E T R7 L-YLOFER)
The level of effort, formality and documentation of the quality risk management process

is commensurate with the level of risk

mE U A7 =RV A FOFEDTGT S IERE ROSCERLRHFO LWL, U R 7 LyL L f
ST DL,

Examples of the processes and applications of quality risk management can be found
inter alia in ICH Q9 which is reproduced in Part I11 of the Guide.

BV AT XA FOT R EZO@EAOERIL, K2, ZOHA ROPart NI &k
SNTWDICHQITH S Z E kD,

(2012 4% 10 H 12 H#RGER ; 2015 4 1 H 5 H fFAfEad 5 2015 4F 1 7 17 HEFRTEZEM)

FIFUILTREGR - RN ET, FOUIHRICREEEADO T, LTRSS I VB L, 17814 LT 2SN,
HFE DK (FEIL) WIZEITOD AARGEL, HEEEHONFICIESWTIREDMER LTz Z A R T
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