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EMA #2fft GMP/GDP Inspectors Working Group =@ A1 £/ # GMP ] GDP R FAQs °

TEAEEM Q&As - (FEIMNN)ERTZ(BNEEZE = (EC)BEMAY)EU GMP A GDP 15/ - TEAEMKER - #1/E
(BLE) Q&As °

&= EC BT (1HREE)IeREs - EMA (O] 8E)MIFR1E R Q&As -

Code
. H: (EFR)A A%
o V:(ERAR)EY) HZE

EU GMP guide part | : ZEgaEARZESK : Ch 1 : PQS (New Jul 2018)

Q1 Emm B[Ol EE(PQR)AVIEZR?

Al (FEEH)EF 1 REMEE - CEGESE I IHENEBHERBGER)#HAZE - TEXDER -
[RF B 2242 2 (timeframe criteria) FEF2 177E SOP - @B DI Z AT —IRFEAINERNER - DUEREB Y
(robustness) « (Bf#)ECIFEMABEEE - MBEMESEIBETEK sec 1.10 #17 - SLTEHER - B
O] ~ &5 - B - REEBREANEYRE)NEEE = - ERERIER EXPAR -

EU GMP guide part | : Z2mEAREXK : ch3 : &

ol TEMAIKEERE(ER)ARELE)EZERED - W fTIRAFIEBE ? (H+V Feb 2015)

Al B (DR RBRM B R (B F)RE - (H ) B (D) 8e) BR B IE IR Al aa 18 &M & £ 1%

R - 2@ REeBRAEREARGERIEERNRE - AREREREREE RS - AT/REHECH
mERER - WEFEZRE)RETEAEBRNES -

EU GMP guide part | : ZEgaEAREEK : Ch3 | R4 ERN

01 EMERERNRXSREERD R BEREHLARPRE HBEL FAREIE A EZE @A E b

HAOFERT” (H+V Apr 2018)

Al

e Questions and answers on implementation of risk based prevention of cross contamination in
production and 'Guideline on setting health based exposure limits for use in risk identification in the
manufacture of different medicinal products in shared facilities'
(EMA/CHMP/CVMP/SWP/169430/2012) (updated 30/04/2018)

¢ Guideline on setting health based exposure limits for use in risk identification in the manufacture of
different medicinal products in shared facilities

EU GMP guide part | : Z2mEAREXK : ch5: £&E
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Ay

Q1 BEESE 3 75 audit? (H+V Jul 2006)

Al ER(E 38 fRY)FEm I (Community procedures FY)—&870 - FEEWER inspection (EELMIIAY)EHE
Y & (AS) B2 45 R Fi (site) 5% e B - e e B (FEET) & E X #3F B A (manufacturing-authorisation
holder)audit AS /&S - EUS(tFEAN)AS 2EEBE GMP EiE"MNRE - NEEEF(TEE) LA
(B BEHMH(SEIR)B 1T audit ©

GMP guideline Sec 5.25 ZEsR I AT B E (AT 1 00 (L FETS - ELBVS M B A (R EAIB B0 B
? -

EEIE?—tﬁ%%ﬁ%(manufacturing—authorisation holder)ﬁﬁ audit [EEH ﬁﬁﬁ:gﬁﬁﬁ%iﬁ@%)ﬁ@
HAME D - WASEARN)GMP 23K - IREESSBRNIIGEEN) E T ERMHUEN)REHNIT - H
FE (8 & ) 50 8% IEME@T%‘EEK(ﬂﬁb)mspect o

FA R 3T - BIZHEFES (ch 7 of the GMP guideline FY)AIER - IER 76 1E3<AB - Z5E& (contract-giver)
2 (#k 45T 15 =2 553 (contract-acceptor) °

(BREZHENZE - 105 - FERE audit IEF(ED audit BREA)EM X - HEEHERE inspection °
(BR)ERE(ZRHN)RSE - BI(E=FETHN)audit R EZ0E/(credible) « ZE %R (waiving) HE 1S
B HEFF B E (manufacturing-authorisation holder)B1T audit Z B * 24 - BA(T ARERM)ERAE
ENZER - MRmBERO)ERR :

o (17 audit AVAB B EL 4 audit zﬂﬁ?ﬁﬂ’])?ﬁ%? g%
o auditor BY1E A E1%E (conflict) - FTEA(EE 3 ERN)TERH audit HEEEEFEF)) -

B (topic) [ELHER T E A D - 552 (contract-giver) IR EVHIE A 151 - ESFERCEEM U - 0 :
auditor S EHIEGES -

G2 - (LHRR)ERRAREEREFSEE(ERRE— AS WHED)R - 27 H= audit IS (allow
sharing of audit reports) - (BU1R )55 FH audit 5 & (3@ L) L[5 (B EER) 3 AS -

Q2 EE O HEZEmMMEIEPEHZERSR ? (H+V Dec 2020)
A2 GMP inspector 2571 " fEZEmBI% E IR ZEHLSE o AUTTHL4 (desirability) ©

EHEGUKNBEESZE IR A3(@R)EREARmt ARNEELT - CBR)BHREBRI
(numbering format) 2 = B VRN A mALEFRAITER - (BRI EFHE - (BF)IRE R (suffix)
Bl (prefix) MBI - 2IRERE -
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inspector B ERIEIERE - EBEEN M mitRTE AR - MEB BN KER - (BE)REFE Y
EHMEZRL - XK inspector WRBEB A OERIMEUE - BEE%R - ER(EEBER)NEEREZE

. BEMBRMRBEFEAS(TRE)SDEEER
« BREENERPHLER (UE)BREDEMHE
o [CIFS(CIRE)LIRIES - BUTENTBE) RN

OERNZ - (U AR LR RSEMRINEHKRER - I d5EmEK - EnREFHEMER)E
ERENWER - FIERER - BRRSUEMNL -

Q3 ¥ AS BEFESERY SR HE RS (verification) + BOTHAEE(ZE5K)(ref. Para 5.29, Ch 5 EU GMP Guide)? (H+V
Aug 2015)

A3 51&E AS R FEHE 7R 32 17 [0]18 2 (back to)AS FEMAM IS - FEACERIN X - HARRG &M - &
sz FE 58 (AHEA RY) [ Bz FE IE 03X HE - B EBHECGEAR)AS EE - FEZ1EE (verification) B &R B (&
HEERY) PR RS AN (ASHEERY) BiEE - B E BRTERE (verify) (L FEHERY) B2 E L FESE - DUE T2 LB R
AS FUFEIAM I BY3E B RYEC 87 4B Bt (documented trail) © IEHERE (verification)BSER FEE RS -

Q4 BEO (1 RA/E 2 BB ZHWE—Em : RE - B - fT8) - DUERSERESR "8
#i 4t (super batch) o #E1S? (H+V Jul 2018)

A4 (B )EBERERIDE  REMRAERAERMEN)MRIERN - HEERE DB (E—A5RA) EH
AIAL R (finish) 2 - 87 - (R B EEREHEER arM RAI(FED)ER - (ED)EBELMEE

o RAEFEARRE

o HEIEMBERNZEREEYF K (pharmaceutical form)(R El « BESE)

o BEMAIHA

o HEBEZ T (ongoing stability study)AIEE 5T R4S SR

o (BHMtM)2EZmsTEl(reference samples plan)

o EmPYREATR M (criticality) R (1) mE R (T AE) 5 BRI FE TR & B
o (SET)ER MAH BHEE

imim QRM BRI - EEHSH "BARN  NEEERE LD a(MAERPRER)RE
IPC AN A% A Rl - FIRERRULIA

H(RE) U - BEIWERE BRI,

Q5 ¥ 1TE B (parallel trade)Z m E13%_E(HIRAY)HESR B Z5K ? (New Dec 2020)
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A5 IFTTESRENERRAECENEmR - BT 5 HEFTEFE S 8% (parallel distributed
tradedpack) (3R AY) HESR A RE RV (E1T) 5 € B X 1Ak fa R

EHEERNBERIDEEIEERN)IER - INEIEEE 1 @S - BFTESE 2 (allocated by the
parallel trader) - D BCAIRLSRIES 2 [EAHKE7;

(1) REIRRYHESE - ]

(2)#4 78 B B 5L/ RE = HERY I — AU B (unique code)
SERMVRB S EUSFE(E 2 BRAES - (FITESBR) AR EERE LA/RR - AR 1(R
SUEFHLR)E AN 2(EHE R/ ERIT(ERAR)RE) - (EO)REEIDZNITASERGES
RN ERAE - RASRAFTES B REN o ENE - BECHFEREEEREACHK -

(ARZEmiER  FITES BT (ERM)NE safety feature I - £ BAY Ul FEZ AR (_E3tRY)2 AH D HESE -
1R Art 34(4) of Commission Delegated Regulation (EU) 2016/161 - [R#ESEAFITE S ER 2 AAHRLEE
BIREL - BRER U GEREAST - TEERFEPE - BARTEEAMM  BSK T

SES)N (TR EERARERE/EMTENERINMIFEAERAERE -

EU GMP guide part | : ZmREAREK : ch8 : B - mEMREMNEmEIU

Q1 1755 EU GMP By " B GRPA[C1H (quality defect reporting) 1 225K?

Al (OJER)EmmEREAY  EmEE - 2RREES)ELREEREMI)EEHASN(UR EEA
SN BUSMAVE T - REES EEA HENEERRE - B Z U ZEEREEM(CAP)NEMR @ Al
#3 (notification)EMA ° 5% 38 R (notification) EFEE FR BV A 35 T8N BI 52 1 - (BRIE)AETE Ch 8 BY para 8.26-
SEREUNEFEMSITE - FTUEREUTEVRERE (CLENH)RE -

e mEREEFTHRE - ERBEMSHRIBHAER - REBE/BYOEERR) DTN -
RAF(ABE) ERTHBTER - BREIEWR - (BR)BERIFTREN 1 BILERA - BHREESHKE -

= (E5R) mERPE W K 2B B &S G (site) - BIETE R T 177 € & £ &= Bl ¥R = 1E (reporting responsibility) °
(RIESELEEER  SRI(BERE)HHE/EX MAH F(&=4R)EU R OIRIMPT - FELLETE B ¥R (lead on

reporting) °

53 ) 2235 B 788 4 (notify) L B X = BB (NCA) (SRR A EEA IMAY EU BE E 1 RE) CHERB & E GMP
B - (L) BB (OIRE) SR F RN HTENRI(OI5E) EmEAPA(H : media fill K - REREWNE
%) - lEREBRE GMP BB EBRTHRAE ;| SIRAEMEDRARIEER - BRENER -
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(BIBE) EN EFHEN FINERE GMP R - FEIE1E Art 23(2) of Directive 2001/83/EC, Art 27 of Directive
2001/82/EC, Regulation 726/2004 and EMA guidance! P (FREM AR ERFS - @R MAH F(18E8) F =1
A

= (FH EEA ERMEEMN)MA ZEmEE = Bl(SNZE)HE - Bl MAH BT/ AT forthwith inform) 74
BHTEU E E BB 2L &2 2 T 1 E X T E 7% F/NCA) i IIET 10722 S 2L R #prohibition or
restriction) - K O55) 7 5 2 o = A B 7 F 15 A (T2 1) 77 &7 (1A« BIUNEL BRE GMP 8]
&) - BfE(RELIURFN)FEMARR EEA SHE - IMEWLL -

HEIZR T ERERE(NCA)EIFE O 2R L M B RGN SERER - HIEREINNHAE/ZEK - [BEBSF -
lhttp://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document _listing/document _listing 000238.jsp&mid=WC
0b01ac0580024593

02 MEmMEI - EHREBVIERSERKRR T IRHMH5 ) (ref: Ch 8 para 8.21) ?

A2 7£ {Compilation of Community Procedures) F - ERAEIW S ;| “IEEHEFE A E PHEISHEA
178 - #EEUR(TIRE)RE N - AZMENR ET EFEENFEREPRHE ZERREREEN(FIA)
AR ERE(REB)NEEEHTE - 5 - MAH SUEFAS(URE)2HEHEPHNSEE - (ELEER)
FAEEHD - IEER - MAHEEFAS)ER S EHEN—E7 -

UNER - EZRtRAe "TrMmhiE .

o QP ERUHAMAT - WEHEMIZR/EEMBRBSEN)EFEERARKLIHES -

o QP CHIR YU HERESHFEE— P EEREm) B2 ol N EBTFARRNM - Bl R 3EAT
/EEAMEFHREE S - INZWUE -

- RERHEEMRB)EREEREPIEBESEI(  ZRE)WIET - 156 1 AHREZFEI

Emfs - SER/mMm5 -

EmBMmEE  BERENE)LUTE EMEZXKEE#EI(NCA) - MAH Tl :ERZALEAA
(reconcile) M A~ 2& a [B1UZ 3B %R (recall notice)B1ENT - NCA RIE A EEREEEHAE D ATMEIWER

(public recall communication) °

METER - (RE)ENHERD : IEHEEY) - ATMP_%5)(B] B5) £ 72 8] (certification) B f B 22 &
(shipped under quarantine) ° [REEHARBIOI7E PQS AEIE " #b15 23 (Retrieval) 4 -

EU GMP guide part Il : {EBFEMRIRBIAT AS EAREESK : AS B9 GMP SR

Q1 WMEIFEHR AS S FT 5 GMP 23K ? (H+V Apr 2011)
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A1 £ Directive 2001/83/EC as amended (Directive 2001/82/EC for veterinary medicinal products)3R i€ -
4 EFT 0l #5 8 A(manufacturing-authorisation holder) B E 7 {EF (i GMP F RIS R FIER)AS 1F &
EIEME - B ZIDABEEIE FER AS B9 MAHs - HRTE R (foresee) ¥ AS B5E 8958 5l 46117

inspection °

TR NEET AS BISEM GMP SRMIEE - AL MY - 2 EEHEE ((FREBMR
B9)AS BLiE i M FTBOEE K2 1T (38 2 BY)inspection IIEE 7 - fE43 Community procedures B—EF 53 -
NXHIEY - (FaET)EERF Ol5 8 A (manufacturing-authorisation holder) & & A& FH ¥ AS HEREAY audit -
TEIR(ERRY)AS BEE GMP Fi& -

5 - REBR AS 258 audit BY(—E)BE - BHE—DEE -

Q2 & AS HEE S H(EEA B E BB E#EE inspect BEE(BMH)GMP BE - HEEFE audit AS #
FER ? (H+V Jul 2006)

A2 BUEIEREIFA A (Manufacturing-authorisation holder) BIEE#5 inspector HABEBCHEISRE
B - A(BEWILL) - = EEA ~ MRA STEBH SN HE MR O ##EA %5 55AY inspection &3k GMP EZ 0] A

R - (BL)oIARERESFAARKEREN -

ESEEETABERITRERERF B AREERHE GMP guideline sec5.29 RIEK - 78 - BRIEHET]
(ERERRYTTIE)H inspection FEREBE S FHFEM — A - LIEE(BCRY)AS RIER audit 573
HEBEIRRE -

03 B2EORBEBERE - XHEE - 1S09000 7% ~ DT AERM(HERN) FEL LS - &7
ZIZREME ? (H+V July 2016)

ASEEA BRERBE(ER)AEMN ' EF ) - BFEARHBEIRGEERIKFIRE - ARERZEER
[EbRR)RES D - SE(ER -

£ ol BT EARY (R )inspection ERIFNEE(BML AME)N audit BT -« (BLE)RE(IBE)F
RIER - RABERNE As HEBRIIRS audit - BOBRER "audit 512 ) F(ARMN)BRRET

(interim and temporary measure) °

Q4 FTERBEREONBHBOIFE ? (H+V Jul 2006)

A4 #E 8 2 EIE R #E1F B A (manufacturing-authorisation holder) « #3E 3 Art 46f/50f of Directive
2001/83)REMFRTE - HEOBMS - BH(EA AS FFREBMEIR)E 3 BIRISHEETTSE 2 77 audit
RITIBEME (DI BE) 25 — B84 -
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HEOBCEARREIRS 3 BEEDEE B European Community THE R GMP 122 - T EIRIE ch7 of
the GMP guideline fEHZHE - t4 - B(EERMEN)E : 3 3 BREF 7D E H(AIRER European
Community EmM)AS - EIZER Gmp EiEH) -

R (ER) 0B EFE AS RIEBEE(SERBER 3 77)iEE (verify)GMP 122 - SinMiERIE - 7ifEE
MER - INEHEW -

Q5 BEOJEK AS B2E 7 H R inspection ? (H+V Feb 2015)

A5 B - BEAIRR ampP EiER)AS WETHEEREMAFBAKIE - EEA # AS HEEW
inspection I~ EER PR MA FHBANETE -

Art 111 (1f) of Directive 2001/83/EC and Art 80(1) of Regulation (EU) 2019/6 FRTE « (BE)XEBINWEE
HEAREHEHNEREK - HEHEM R BEE inspection © Inspection 555K F& [0 WP (site) 1 EEA
ERBERD - EMPIAIRE=E - RIFEL(FERREM ) ZEnSiSMEEHBERL - BIFELE
oL - OJBEZE(EA)EEA BfS -

REEHE(E2)ERERERMN) R ZFEIE MR inspection - A RFBUILEZ RSB EME
(BRI &SR E55 B FE inspection i - AEHEE HEEARIE) inspection FNETF)

Q6 @x(notice) BKEBF AR QPD - 2HH(PTFARY)AS 278 GMP R7ERY - ... (H+V Sep 2008)

A6 BB AEKIZZ QPD - FEARFR{ERRY AS R GMP RIERY - (EmTPHY)AS HEZfE

- AEB)FAEREY As - HERRD SRMMRBE(—L)E# - BaOEE - LUR R QPD ?
(H+V Sep 2008)

(BE)FE (A mAN AS BY)GMP 24 ER#ERFA A (manufacturing-authorisation holder)f AR &ETE
o2l BRDEE R AS(FB2)VRRAEER - WEED(UE)FMEERE(MAEBENEES)EE

REEHREER -

(BR)ESKEBRNKIR - REKRBERT - EFERERB A(manufacturing-authorisation holder) BV 15
MECEE GMP WEBFZE - WA (fE1T)E18(derogation) - & H(EREMRA)IER -

QPD E(FFA)ERR (2 GMP MEIKFIREMN)IREKIE - EMA WEIDARAESR - (FERS B W
guidelines(tHEAIE 1E=A0)EHE -

Q7 (ZBERY)AS B3ER - (BEER)GMP SXHERZA ? (Jul 2010)

A7Jan 2019 E ¥ : Q&A ERZEm ~ AS ~ IRFEEIF] 1 AREIM AV E Guideline BV - (BRE):EHEEH -
A R 7N Guideline °
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DA

GMP H(TESEELL M KIAY)AS RUEZARZESK(EU GMP guideline part 1) EE AR AS BERIRSIE - (5

ST Zaz &3

AS H) B EMEE EIE A1 guideline #3015 - FEE{EZ%am GMP (Commission Directive 2003/94/EC %2
mMEARZKPEEE - & annex 1 of the EU GMP guideline part 1) - B35 : (fEf)% AS HE(FEE)EBE
RIBRY AS BUERE - JHIER B EEA EF T (EB)MRA S EM(HEEZHN) TR ENBENEERE

(valid manufacturing authorisation)2% GMP &= -

AS BEEEZAR) MAA B MAH 22 (BR)AS REBENEIR(ESENEE) - USE(RMMRER)E
= - MEFF ol R

Q8 Inspection B[ + BTEE inspector(B )& Z KB & (ask to see)ZEmMBVEHES AS BETEITH
audit ¥RE ? (H+V May 2013)

A8 Inspector(TJ BE) 55 7E inspection HIEIE & audit 3T - (ERI LA ERERTEAN(ZHLN)—35 -
PIRERR AS BUERE (S ERE)AY GMP SR © Inspector BiEZRIBE KB (BELEREM)ZMAE -
2R EZ MR (the audited site) W RIHI[EIE - (¥IPA1R RV GRR PR TFEGERY) & 2250 R -

Q9 Inspector ¥72 mp EE T (SHE] AS SR ETTH audit EARE - BETHIEZ(ZEK) ? (H+V May 2013)
A9 BEARENES

o (SEEERY)REFR (site) EREL ML - Auditor ZEE B ¥ (identify) - WECEREE - & audit 2UFRE
th75)3E9T - FEERS T IBERBLLR, - 3 audit HREZLHSE 3 HEINS - AIHERERSA
A (manufacturing-authorisation holder)B & T 1 (R (audit IS BREF A EH - (28 audit
H) B A B (key staff) WE ) (FBEERIEAG)— 0 if - B HE audit WA BRI (TR )BE
A BB (e-mail ~ phoneno) » FEFCEE audit BHEf - BEEIRGEX - RIERBEEN
R)ZXHBEEA - (IR audit BARR)CER3ER - BBEKIEN - audit BRABTE(EL audit EEZE5KA0)
FOMIRSRE - BIEMERRE - WEER(RET oMP ARE)Eme S IEN - ERS A ASIMAB
- WFrFR - (BRN)B LAY AR audit W EEmM - B1E(X audit V) AS - EERIAE
EEEPHIER - W MATRET RS EES D) -

o audit EBEE(FRTE)EREA - W : WMEMPLEIEED(2HES EU GMP part Il / A FIZE s AR T 223K ICH
Q7 E&) - (REER) audit SENTFERRTERCER - Auditor FRIEEREMNR X audit MFT(SXEm
RS EEEE - 2 : S(0J8E)= - BARK :

o HiE - BEREIEN

o H(EMhAS SHEMME - 22 X5 ER

o (CIBE)ELERIFHE

o (KHE)YRIREEEER)  BMHIFERE BRI ER
o HEEH




EMA FAQs of GMDP

o (REENER
o (AS BHEMNZEEZHREZE(BEVNLZEZIRE
o 1&#(Subsequent) audit TEA (3548 14 ) FERS audit 5T2l(ongoing supplier audit program)fY—=
2 (WA B - (BRI RSEARE - RUIER - BEE (identify) i S BIEEILER

AR -
o BEELIFHEEIA) audit BE - B : (FTHB)AS K(EEMPTRY)EA AS 3P ERR(SE M ZE
o) ©

FE(CEE M) 0 iR (audit BY)Emm - REFRERMNERY) - BIEEMTA(EN)ERERE - BRCixIL A -
BERIE S (audit SEEIN)BMIL AS ZEZ FEREEEREN) PIERREEmEVTTRRES)

o [EECEZAI audit HEA: HE— (S URE ) HERERF B AT - & (D) audit FERAR GMmP
SHMEE - BIEBGCHREN)EIEREE -

o EU GMP part (BEE AEENERENNS - WARAGPIEEMN)AS - key finding M(THIER)
BERESK - SRR AR (& #Y/examined) finding - (FFA)ZEES ERE - audit HAFE T
(#4585 E B9 /identified)GMP TR 55 (deficiency) &5 7ERBIEECE% + I iF 5 &z 22 & (criticality defined) °
r_{-_tﬁﬁi(yﬁ?jﬁ’] SOP HP)FE (D RIARA) R4 - 1 : BRERK - EEZRK(ARERK) -

. FUIEEHY CAPA report FEAR Auditor 22 (review) ° Auditor &R f (assess)CAPA report K (58
ﬁi)ﬁ—ﬁzi‘z PIHETE (2 finding WEIEB)2E 5 - EE KRt (R REHEN)E—PE S (5
SERREETE) -

o Auditor W ZIFNFE1L CAPA report f& - FEECTEES CAPA (RS E)FIL - BE(RB)HRE TR L4
5232 %% (overall recommendation) * # Z (summary)lE = Auditor BB (regard)TEIZ ATHE
(BER)QP EBIERZFEE (/i) B ERAMENAREZER - QP A5 EAF(Auditor FEHHRE
)BT (release)HEAZE @ - ZEZEEZIRBH GMP SRR - K Auditor EE
(A% mBIEIR G F AR ([ EEE -

o EEZBEEN)BHLER -

o Ex#2¥RF(final report)fE(Z2 /')A lead auditor 5 Z (= HEA) -

Q10 YN1ATHY{F AS auditor E1%(qualify) ? (H + V May 2013)

A10 Auditor EE(Z5R)RIE - B ME M) &8 - EHEE AS RISEET(GHEIEE REREN) 7
2 MBER audit - 2= (B ZAY) Auditor £ AS FUSBIEGR Y (ESE /KER) B EA - (st B (A
audit BREARY) B = (ACHERN)BIIMFFEHE - ERFEE Auditor(TE audit &)RI(FEHR)EA
audit HARE (DI BE) B 2892110 - Auditor BB IBIIFEEE - 7 #MPIE EU GMP part Il &2—#% audit
KA EN AR AR - 1IN EE L FE (ST B ) e iR TESE -
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(B4 Auditor FY)E &N 48 B 23S #EH5B A (manufacturing-authorisation holder)(B 2 89) Auditor
BHEEEX -

Q11 AS ZUEERY(B14T) re-inspection 583K % ? (H+V Feb 2015)

A11 Art 111 (1b) of Directive 2001/83/EC EXRBREBZEVEETE - S(UIRETN)AS 855 -
O EHE AT > EERER > EIT(@EE)3BZEM inspection °

1R12 ( Compilation of Union Procedures) F 3 A0 T (E R E B HY) 22 E4E 1 inspection 5T 4 X4
BEMEDN AS AB2HE)RSWER - 1 - TERBORAE(RBELEYE)RRES(FRE
AY)inspection AR -

Q12 A (GEM XX HR)AS FEG - BRARERTH)EY AS IR » cMP Z5K &3 ? (H+V Feb
2017)

A12 Q&As on Quality Part 1 52AB : OI$## AL CTD 3.2.5 »

R AS FWAEE - 7B A Part Il and Annex 2 of the GMP guidelines ° & QRM [RRI73E R E S 5
FIEY) AS - SA(TFHE)EZA GMP part 1 W(EE)HOESE -  BEVES !

o [ERFABCAE formulated AS H)IHTEHIMNEIE - FBARIE GMP Part I, 4.14 EZAZEIFRE
(specification) - 3 F& FA R 2% B2 {E 3% (monographs of the EP) ° FEE IR QRM » #EE ~ 48 & F0 audit

M EI &R - K55 GMP Part |, 5.29 ] EU guidelines on the formalised risk assessment for
ascertaining the appropriate good manufacturing practice for excipients of medicinal products for

human use ° Z 17 ZmESHMNEEEREEENFE - BRE GMP Part1,5.28 -

(AR formulated AS FO)BEAZERIEN % » FETT S GMP Annex 8 - (FEAZEIRY) BB 72 4% m(retention sample) F&
FRZmp2iEE & 5 (1R GMP Part 1., 1.9 (viii)A] GMP Annex 19) °

(formulated AS RY)ZSEFTE AR EZE - B PQR &SR (TRIE GMP Part 1., 1.10 (i) °

o FEEE1RIE GMP Annex2, 67 and GMP Part ., 6.28 -+ (E formulated AS PRI Y) 2 e ftf - WA
FELZETEIP - DUEER)RERE (holding time) W mf#F -

o HIMEZERS - FELL(7T D) FEH Chapter 7 of the GMP part | guideline RIZESK - B(h % R A )
ZIMEEAMEENF T » E3E(formulated AS B)EE -

EU GMP guide part Il : (TERIERRERIEV)AS WEAREK : IHFEAZEm(IMP)T AS Y GMP SR 14

Q1 &E IMP B > FEREEWBM IR AS » 25 EESF GMP ? (H Jul 2006)
A1l Directives 2001/82/EC and 2001/83/EC 1851 % » SEEREFE AN EFE A (RIR aMP EiERT)AS 1Y
BI5 o 50 BT AS BEEETT inspection - 1BEBEREL) B EER °
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IMP A& - IRIIEN - (EEIRERE AN)EEIE MR Directive 2005/28/EC - SAARZ S AS Y
MEEZEK - B - part Il of the GMP guideline FIATS D IRAAHELL R, -

Part Il of the GMP guideline &= = (B B IMP #RELEMHIR0)FT AS W RERIE - (BLE)NAEZ
HmRdle - A (ERESFARRE MP» (FHRENS EhEMAYAS EZKFE GMP -

e

EU GMP guide annexes : fi78Z5K : Annex 1 @ REZEmm RIS

Q1 YA HE RS (verify) i B 1 8O 8 28 ST 22 4RI R (PSIT) ? (H+V Jun 2007)

AlAnnex1,para 85 #iiE : " PSIT FEEFHRIERE - FABIZEIGEER))EHES (confirm) » ¥ : bubble-
point * IEEUA (diffusive-flow) 3% 135 B8l 75 (pressure-hold test) °

BERARBE(IRE)ENYIERT] - W : BREP S )n(JEE)BURER 2/ - (QIRE)BUAISBE AR 0.2
m B(AFFRB)RRNRE - Bas 4 pE RSB LA M e (improve) » EIRRKIIH 2 8 — RS W HFFR
(remove) BV NREHL > BRBR)ERBAEE - W - BRETHERS - EAB(PUPSITANERRE - &
AR -

5 - BEIRMU(in situ)RIEL - HE5E (verify) B (2 IMAR) B4 -

02 B(EARBEZERN)RmitAZ ERERE AN - EEHERRHIZZER BT ?(H+V Oct 2008)

A2 (FERER ) INRETEIE=E = GMP guideline fliFE REHEAIE E K annex 1 sec 93 (sec 127 in the
Feb 2008 revision)fViE:% - FER E 23 & & (Each steriliser load) A& —E1E 17 F#E - &7 - BEFHE
EEET—REEDR  SBREEHERNEmEERETT S ZK(EP requirements, sec 2.6.1.3) ©

EEA (M) BISMER ?

(HEBEEZE overkill level W) AB = )FHE - o/ RIZ (BB E WS T H) 15 E A ELRIZ (specific
internal procedure) = B IR ETE(BRIE » MA BI57E /specify)

ZmizER RN EEEES DI - 2 B E s EE (dentify) W& 2 U E - (B REFH)E M
HEERE "ERRERNG L) B B mABEER S EK(EP requirements, sec2.6.1.3) ° 55—
MEREFE(IRAEHEE MA N)EERZEZS E1T(parametric release) « ZER[R " HMEG R, FK -

Q3 (EU GMP annex 1 89)2008 €5 iRk » BIFLE(EE)EEE ? (H+V Jan 2010)
A3 BRI R EMTER > AR

. (RED)BERIEHE
. EEEEEHER
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. /NREZENER
o (HERIM)EYE S (bioburden)&s

Q4 Annex FTEE] 2 (FT)EF] ZEK - EU 2R IEHREUMLE D ER » 7R EU GMP inspector /X inspection
HARS > AR annex ROZSKIETT(—BUHE) 2% ? (H+V Jan 2010)

A4 28 EU GMP inspector 3 Swissmedic inspector 51F + BAIER] G ¥T annex WAEEE » (R :5H{E1E
9 (harmonized guidance) + 2 inspector £ inspection 223& B {5 FH - 323X AFER A PIC/S : GMP annex
1(2008 125]HR) : BREEmFE(REZEEN)RERE D IFAMAIEERE -

e

Q5 (MEFEERN)Em - BEME A EY & (bioburden) ? (H+V May 2013)
A5Jan2019 §E# : o - AS - A 1 4hA =R "TREERE . 2B oA - BEFAERN - RAE
I_EE o

HRAE EU GMP guideline (annex 1) « JHEAIEERIEY R - REESHtEm

(RR)BFEE - BEEEERANEVAE "BUEEA R (bulk solution) s &L - FHERIMNZETA(RR
H)Res - ol E(FR)BRATER KA EY R - 4 £ 2 E@RLDERE - AR IEFE (no holding time)

Q6 (AJEZH)FAEYEEKFEZZD ? (H+V May 2013)
A6Jan2019 B3 : Zn -~ AS ~ BRIEHIA] 1 AkEa: TREER L BEUC QA - BREFMEN - RAE
7 -

(EYEERY)RIBIRE : NMT10CFU/100ml - FE (ARSI ERAREEREREHN
(CPMP/QWP/486/95 #1 EMEA/CVMP/126/95) *

iz

=

L2 (FR) R - (BRIF) AR - BRIRRI L) REB BRI EY R = RIE : 10CFU/100ml « #E GMP
BE - GRXES)ERM KARSEVRERENES - AEE(2 BZER)SBE(high capacity) 4l
EEBERaRE -

A RRR(BEE)ER KBRS EMAEYSNEER SRR - AFKARRARESE)R - (F8)48
BRINEYEERESH 10CFU/100mI(TIEE)E 03 #ERA - MUILIER - BERSE 1 ERRN&E 1
RiBEAI > FEYE T NMTI0CFU/100 ml - £&F 5 A% an B B 235 $5 3 (CPMP/ QWP/486/95 Al
EMEA/CVMP/126/95) °

Q7 EEEETE(EFHY) 1SO 14644 part 1 standard 3K ?

A7 Annex 1 of the EU GMP guide BAIMEE] & - i§E = (EM)IS0 124 - BT - (RFERIEN)ERE
2% 55 2 38 (qualification or re-qualification) - ZZmEIEE 0/ £ % Annex C (KFEHKIET R/ counting of
macroparticles) & FIFS (B HTAY)ISO 124 - S 4E/BEBEIR 1S 122 - 248 - BIFTEDRIFEEEBTE(ERBR)

Annex 1 °
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Q8 B FEEIE WFI
A8 Questions and answers on production of water for injections by non-distillation methods — reverse
osmosis and biofilms and control strategies - Final

EU GMP guide annexes : 752 5K : Annex 8 : RESAFIEIMEUER : HIH(Glycerol)

Q1 REABRE RS EEHNE S ? (H+V Dec 2007)

Al HRBEMABEERS | HEM _HES/diethylene glycol (DEG)5HRANH M - (R 5REMMN)ER
BT H(BRE)ER -

2006 & - IZBESR P (2 DEG S5 2R HRMEEEZHEEMA 50 AFETC - 1995-1996 /it 1 RER I
S - HOMERER (paracetamol)iEIR T (= DEG /5 F M) EH - & E/) 80 ASET - ?J%iﬁ% -+ o]
RE ~ ZHMNAIE - EDEMRRAEREE THMSY S8 BBRENT - 1937 =R FE—HE
PESEH - B 107 ABA(R DEG /52 &NZ 24 (sulphanilamide elixir)f@ + 36T °

(BL)HASHE(TEAN)EIIRNTRER - (RL)BREANEERERE -
EOEA - BRI EEZE

o EmYP  REJRER(RTRINEM)  REHER(EARA) - LUEE HIHRE P DEG

o (RSHREmM E’J)%E@L%ﬁfﬁﬁﬁt\mﬁéﬁht\ﬁ’ﬂ COA
o HAALH COA FRIHMACR - (BEMIAY)E M CoA - (BB RGEIAN CEFHEE - ZH
E

= ?—t?ﬁ%%%%ﬂﬁiﬁﬂﬂiﬁ%ﬁ - AEH(OIBE)V E R ENEREMEEEE - DRHEHE
02 YMEIfRE EU BE RS EU EmP(EEER)FELUTE ? (H+V Dec 2007)

A2EUGMP ZK(FIB)HEATER(FIBA)EMRIRNWER - B&0E  ERERIMmME - TEHE
HE(EXR)EMBEED - (TH)ER(TRIE EP monograph) @i EEH) H R m -
PR =248 8I(EP monograph) : H B NMT 0.1% DEG °

Q3 GMP Annex 8 FR7E : ZK(BF)ERIFEE - 24 - KIEWAIHERE - ol J§ % (derogation) » LRI HY
(FrEESRN)HE’A - TIfEA ? (H+V Dec 2007)

A3 Annex 8 TE E R € /¥ & (relaxation) ¥} (B M) EERELER - E2IEERN - R(3EHE) - EPEE (broker
or intermediate) 2 EA L FESE - BE 2L 0lEEM -

HhE2—E8m BEZRAREMMEMTE - —Kins  EHHEBREEEHEER - PEBE (broker)
SHHREE  RER -

04 EU REBEEHMEHES E HEYRSE =BEER) - SREWRVIEN ? (H+V Dec 2007)

AL REIRGETRBBRENESSENER - BEEHHE 1 EsARMR -
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NEIEBEE R (exhibit) ¥ B4RV RS FESERY R 1 32 #% (good knowledge) + 7% (3ELE) %0840 QRM R Al
FERAREEFEEIEFTE - B S (Inspector) 2 N iR (R EHERIEREE (qualification) - ER(EEHHRE)S
R Bk E (RREER) IR - BIZ(ZBK)BITTRER - HEESR1TER R EP FREAEE(limit test
for DEG) °

Q5 DEG B9 EP PRE BT K GC - (TJEE) A S HITRZEE B 23 (large number of containers) ° (H+V Dec
2007)
A5 RE bR - (BRNIEEZEEEBNAE - DUEAR (BT rY)ZERIER(CIBERY)E & - EP DEG FREH R

2R (T e Ewm)NETA -

Q6 EMFFI BB (MAA)NZEYFLE - 2EB(EE)ERSIR ? (H+V Jul 2008)
A6 T MA ZXEN (S S B HMAEER) - BIA MATERR)ZE XU : ERERAETE) - EiER

WERIE it RAEE A - LEZEERR(RETRN) AR (THREN)EE DEG J5RER - BRER!
ALERERSN - EFE(DEG RY) = /AR - (EERY)ETZE DEG - SUW SR EP HHE R

Q7 HEIEEINFEm - NIgE2EEH?(H+V Jul 2008)
A7 BNTEEINBNER - BFEPEL)ERTPHFE DEG () EEIRE - EXE 1R  (supervisory
authority) I/ EEE S8 - =1 DEG &8 -

EU GMP guide annexes : 752 3K : Annex 8 : EESAFBIMEUER : EFE NIR BT T B 2R E Rl &8

Q1 R} EE AR (specification) = (F AR Sl Z2 EK) IR ER RV ERIGAR - 28 - HEFEMA NIR...
A1 RN EEM 3R 18 (specification) 2 (% R BN BB R) RN TERR AVEERIRHAR - 24 - REEER NIR B(ARH
EIRFERNERMHINESESRTERNGR SEURRBERNLSR?

GMP Annex 8 15t - (BE)EUMESRTIRI B S ERmERIRE - HRciERER(ZEH)HEIAM
K DFFEH(SEUBIREN)BRTHOIE - BRECA(EEEM ) BRERER - A
annex MR - ARBEINEmM)EEME - A0JEER (R AMBM)ERLTER -

BRIEE (PR ) R ER E mIE R R 2 (variation)/ 2B B S - BRIEHIT(E R EIRE/ECs)
ERIEER - A - BINITRORES - ATEPRHIEERS - BEA NIR MEER B 23T (container-wise) EE RlIF R Ol
RHEEBREN - RUER - HEHETRRMEN)ESIXMTT (statistically representative composite
sample) BELAERER] - WEHDIE S ERRM NR - H50E LM (MA)EXK -

NIR ;A FEIRE guideline on the use of near infrared spectroscopy by the pharmaceutical industry and the

data requirements for new submissions and variations F {TERL -

EU GMP guide annexes : 78 2°K : Annex 11 : EBi&{ER A

Ql EHHEASEFXHEMBEH)ELE - EF EXREF AN (template of spreadsheet) BT EiEE
5K ? (H+V Feb 2011)
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Al BEF i E R E K (template of spreadsheet) BB AR G2 (ST RIET E PR ERAY) BUB IR 25T & - [E(EE
B)GEER UM TS (annex 11 p7.1) * FRAERRCGEZR)RABEIE(Ch 4 p4.1) °

Q2 FRAE B R (spreadsheet) - TR R AYXEME M1 5 (annex 11 p 6)? (H+V Feb 2011)

A2 FE(ES)EA(RREH)EE  EREBTEM - BeE(LEFERBE AN A ) REFTEN
18 - BIIESFERMA(CESN) BB RSN ENERASW : BFE i A S F e E U2 P i
A 10 DL EWMEIF ) - suBIFTsEH "B F & (boundary check) s ©

Q3 EWEFHER  BEEBA(EAEERN)TEEIE?(H+V Feb 2011)
A3 (2/MEZEE TS (custom code) WEFEFR (AN : (FEAEI0RY)Visual Basic) - B FEIRIE para
4 of annex 11 ° [ETEE (Verify) AR S (E R A M) EE ARV (E &4 -

Q4 FIRAUMPLE R - TERE REREIEZ 2 (security)?(H+V Feb 2011)
AdBEZEZ DI OSEMMO BN - BUERBRNENBEHN) 24 - BEES .

o HWITRENKS - EEREEZE  LRSEBNZERNEEZ
- BEHE - BEREEERERARE(FRH)ERAE(ERERMERN) TR
o ZMEMBHERE - (LE)BUBEZEZRI(FAM)ENE(annex 11 P17)

Q5 (B:E)ERMA(Ean BEHIR0) WPLE P E 1T /A [ B 3 (RM) ? (H+V Feb 2011)

A5 RM BREZFEELEmBH - BETE 1 REMFELIEE 2GR oMmp B - BIRAGEEHE
BLE  EmmERHBTEUEETE ? URSGER)ZEE(EM) AR MIE - WSS 1 RIETNE
fREERIER -

JETE#E— 0 (B A0 A P 3k R E (evaluate) B X 2 4 - LIMECRESEINEE - (BB R EICEE
(validation activity) i 2= (FT )RS I EE

RM 2 B it (38 = 8) E 12 K W& (verify) ©

2=

Q6 ERRCHBHEENER - 285 URS?(H+V Feb 2011)
A6 BB AR ER BB BENNAEEES URS - W DHTERE - EELHMNENAR - [E
T 58 (verify)URS °

Q7 BIEMNEIE R A EH?(H+V Feb 2011)

A7 FBEHIE B (review) BIMEZRA - TERIDERERGAL - THAFV (B (evaluate) B (WE ) ER1)
AoEE - (REACHE - BB - HAARELLH - 46E - EMNZE Y - BEENBRVEHER
R(ZAHEN)FEREE -

08 BFEIEF1E (data and document) I Z 05 ? (H+V Feb 2011)
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A8 FRAE F BUIBNIERNZKEMA N HHEEA - BHERFAREFAERR)EFRE(ES) - E(EE) R
FHAB -

Q9 /NEURE ERY(#BRA) FERY ? (H+V Feb 2011)

A9 /NEURR IR (BB B)EIZERRIRMNERE - RILER - AREmBHRETEHAHRBEEHEE - 4 - HE
EPRRECER)MBEZRESE A (assess) R (F 32 EAZA)EET]

EEERFIE - BEMRFERRERMN)ERIES (verify) EARRI - H(EEN)AE B "Bt B E
(implementation life-cycle) s BRENEIR - (/D) F#RADINEIE

. (FRHARZRM)EXRTER  2BRENRT - BEEH - 5B ERIEREIS—E£4 - 1R
BNERBHUEER  BBIEXKAGER MBEFEER  BFREAEEBN -8 REERE
Eif(access) B - EUEZH - FEREERBITHN)SHEE  REER)FFY - ASE
B

o [EfEstdh - ZE(FEE)RRNE(VN AR B EN)EZRENEE R

o L AEFER (vendor)

o HEBERCIANNXHEE (BRI AP EMEE)REENXG(EER) - 1Y
ZHREFE SN (FARPEEINTH)IHNESEES

. RIEFBS(HEHEA)

o IKEMEFIEER - FlEEUETE

o TE&R(verification) Al - FEAARRE W/ (FRER) AERMEK - (AIBE)E R PQ

INRUBUERE(ER)ELFEMEESRNEKE - FANTSEERIEE - 5 - (BL)RE - HBER)
EBE/EERE - R(EE)  AFEFEREBREENER - 8 - #75 audit trail - FFFR(IBE)E
[REBETHITIRE -

I

Q10 EHMIENEHE - FA2RBRARKEEBN(EMEEEEERE  JEIMEELEER
22 ? (H+V Feb 2011)

A10 EHEBAZIZEIINEE - ol 7L (procedure) - #2768 : 85I ENE L (4BE8)audit trail 3RS - b
FENEA R BT -

EU GMP guide annexes : f875 25K : Annex 13

Q1 REPRMEMEE(MNIHBAEEYEAS) - MRSPER(Em) - RAMEES IMP ? (H Jun
2007)

A1 Commission Directive 2001/20/EC FEZ& IMP £ " (& PRz B o 73l B (T) 2 7 B8 (R)BY) AS 3N 22 et el ey 282

P - & BIE MA MARRBZEERANERSEEERNEE)NER - UARCREEN)E

FIER - SEHN (B RR)RETR/ 15 E (authorised form) AU E Z &K
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= AS BRI ARERGSR - 875 IMP - (RO IHEEKEFEERIFTE IMP REREN TRE

EEmMARBERGEER - (EOUEARAS BEMPEESIN L - (LZEH)FE IMP EERE -

YIFENNT (40 : BFEE API)AHBAY IMP 224 -

VI ESFEEA - (BR)ILEERERE - EHEP -

02 (RIEEWHER)IRR N ZIEBFAR - (A8E)FE QP 7o O (Certify) HERIT » (FEFEF/ORY)QP M HE (R TRF
SRR FERIEK ? (H Jun 2007)

A2 (EEZRPEEN)LIHO QP - BEFRERNEEMEZETS EUGMP - (F55Z) annex 13 RIE

EIREB (28 iMp EftBEREIRI A (Site)iV)QP MEM LM AENSEN(BY) - HIE EmRIEE
(PSF) ° BRPRad B Z 553 (sponsor) T ES LB 1E - & (Tl BE) 2 E A I (rudimentary form) B = (1R D'RY)

Men - SAFEREE AN AY 5 E (evolve) M FE 28 - 28 5 (critical) £ BIFN & £ #7 1% (specification) ° PSF &
1R1E annex 13 B (5&1BAY/envisaged) EmFIEE - EITEMMERE -

PSF HUF S& EARIBRTIHE (TA) SN B HEM M B (—LE)TA ETEE - (BE)ESEEEREL)D
OJ#EATHY QP FZFEE (sponsor) (& 2ERE) « (HE)1E - (RB)EZ T (sponsor) iE E :ZE m 5%
B2 (HE R B PREL BB ER R IR RR(Z0 © annex 13.44 ESK) A ER - 75 0J 5 E an (& 42) w0 O HE BT 20 B
5 Ff(trial site) © S 7E annex 13.40 Al 13.44 PERK : “Z5E & (sponsor)[EIER QP Esa o - (BEM)
ZRBIREE Art 9(2) of Directive 2001/20/EC (BEIHY)EH—E -

03 BE O ER BRI IEE H F(investigator site) 2253k A 12 ?(H Sep 2007)
A3 (BE)EEBRXEERBINCARE TIRGEEHF N - A A0k -

IR¥E Art 9(1) of Directive 2005/28/EC - “Art 13(1) of Directive 2001/20/EC R ERIIZ#E - HH IMP W E
B BE - R0 E - BEYERNIBEIRE  9EEX TiREHFO, -

24+ Art 9(2) of Directive 2005/28/EC TE R ZA T IEFTE : “/RIZ Art 13(1) of Directive 2001/20/EC 3R TE -
HFERI R BEL)EEESHEMAAITIULESRE - 0 EEENEHERSERE) - B ivp
SEERAR(EL)EE - 5 - ES%E sec 33 of annex 13 B (EA) ELZLUER MEIHIAR -

Q4 S FRE R IEE 5 (the investigator site) W B ZE 21 AE1E/EZE ? (H Sep 2007)
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A4 ZiEE (sponsor) B RAZEMT - (WOIBE)EZK(IMP E3EERY)QP 3 (5t BRbf 78 & 15 P Y bR IR 5l B
e e

HE/ 58 (adequacy) % it () (M : REIEHESE)
o WE/E#M(adequacy) SOP
EFIMEHEEAE - # . oMP ZKAN(EA IMP H:ZH)FEEK
o (HITIEZEM)EMIE R (written instruction)
o FDER(BITIFERMY)ZRAE
. EEWBE
o [REBEBEXm(retention sample)

. [REAER

Q5 & IMP ¢ B5ErE E 50 B1) 38 35 P ol 5 BR A 5 35 FlT (investigator site)fS - HEE S EWMAFEFIRE ? (H
May 2009)

A5 ZFEE (sponsor) EEFE(IMP AU ELEEiH T8 - RS E A EEA - EHEIKBA RIS
(investigator site) - P& R (guarantee)IMP (B B)HF N EF - E@WANEIE

2 IMP RBFE B - EOEAERR (verify) EmMEBZRNREERGEEEESE - ¥ 3)?@ EEA AR
Em - HEEaaEERNREEEG - BERMNHZED R EEZFEE (sponsor) ~ BiERg « EOEMEH
B(EERZIENELE -

Q6 FEERENRLE FE Mt iE (R IMP 7 B iS i 5 B iH ) Bt BR A 5S35 Pl (investigator site) BB R ISTER S
1814 ? (H May 2009)

A6 BB IEEEFEAEBENREREN(EE)RERS:RE (W REC#E2S/ Temperature Logger)
HEITHE RN S EZ Rl (validated or monitored) - EIZEEB AN EEZEE ST E(EmMN)EE MR 4
(nature and sensitivity) - I FEIE (R X EFiE IMP 1ZE & 253 Br iff 9535 P (investigator site)

SMEIER EIRSRANIRE - BURERAZ BRI - RIS B EEFTE (sponsor) KR K (FR B RY) M F 151+ -

Q7 FEFRENBPLEFE R A (R IMP RETF1E R BRI 9535 Pl (investigator site) (R IF1E 38 &= 1814 ? (H May 2009)

A7 IMP FEEIES - IMI LR RITRM (A D ZRRR)EE - Z5EE (sponsor) [BTETE IMP(C]ZZ M) [ 17
m AN (T B A TR R (0 - BEE) -

Zrt& (sponsor)[EBIERFIAMEEL (W : BRE - SR8 - ZA - REEES)  BER(EL) KRG
BimrmeirER - BIRERIITE -
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BEEBER  EART IMP BWPEHIE i (restricted area) - FEFEFAEEFERW : R EHNRE M : A
FEAEE) - 10 RERCEEES (temperature recorder) - S (E2/V) B EERW . 8R) it M
BRE -

Q8 = BT 7235 P (investigator site) FEHI EWRLE(RE AL IMP FO)EHERTZ ? (H May 2009)

A8 ZFE& (sponsor)[BIEREEMIE - 2EBMRE(SUEEB)EEENFHT MP - BEBEMIET -
(BELE)TRESEASNLZEEW - BIE - RF - BB N - 484581 (ET)E 42 F (reconstitution
process) * R E R R (retrieval) KREAMEm * XBERFER IMP BZE45Z L& (sponsor)(F & 11
BREHER  BREFEE(sponsor)EEW K S (EHN)ESEK) -

AR FERR B (instruction) : RNiw/ERERIRARS - BRIATH -

Q9 F#URTE - BRI IR IS5 Fh(investigator site) 2B BE 17 BRLE A2 8% (H May 2009)
A9 Z L& (sponsor)fETEIR GCP ch8 " #EE1THR IR 58 VR AR S (essential document) 1 B3I IS4
BETF o HiEEsaEmnZHEaR -

EU GMP guide annexes : 72 25K : Annex 16 (Updated May 2018)

Q1 —{E /P (site) O] B2 & QP #E578 0] (certification of batch)?
Al EUEEREREEEE/D 1@ qp ot - & 1 EmMFT(DJEE)BZE QP - o REEEEHEMR O

(certification of batch) °

Q2 (%A ERY)#EZ2 T] (certification of batch) - & 0] K (@ QP?

A2 EU GMP Annex16 %4~ [E1223E P (site) 1T (HERY) R EI £ EPRER - IR HIEE -

RIUCHER - IERBREHVAEME - R qP ERITIHER] - HZAGETRZRD - EEREME, -
AER ap (A 8E) B FH(HE) A EIBLEFFERR T - (B ZA0) - ERATAIETT (&RAR)B oK ap &
RIE GMP ML EF O (MA)ETTHEEE - BEEEIE -

Q3 /2 B IMR Z (unexpected deviation) & 5 - (% 89) 5F i} 7R 4% 28 & (scope of registered
specification) T2 AE ? ...

A3 EEBIMREZMNE R - (EmM)EMRESEEMZ NS/ "2 fRZ=E?/ Annex 16 BE T
H(RE—SIMREFER)ZSE#RLETT QP F&B0]?

% 7 WE Annex 16 sec3 EIERIMRERNIRE - ‘RinE)EEYE(AS) - MEH - BRI ZE (P
B AR EE

(Zaa):EMRE - 8115 | (2 BHE MA PRI FH G (in-process) ~ ALZ (bulk) MK mmAR1E -
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(EEMIRIER) BARPRIREYE(TIAD) R AT RR - BREAUR R (RN RE B W ARRNTE
(R AR RE) REBEEES - 1 - ARFEERENE WER)FYERER - O SRR
AR -

W BREBIMRE  ARSEMBREERIEEE QrM [R] - o/ #ESE R P HEBEHIRE) - TN Annex
16 sec 3 &2[E - QP F)ARIE Annex 16 FRE - o] 2 ERHE -

g "= RE?

HEB(XRBEN)FRTEFTSEMEBRESEN) - 3RA1 - REIJDR/EBIN” - BEE S ERHRE
% P £ & (supply disruption) - RI(LEEBR)EERE - FAHE22IN - (MI)0 B = (ETPFHI)CAPA
Kmi & Annex 16 para 3.1 FRERF © QP 3#5 K53 0] (certification) ©

FTEIRZ (A MAH BEESE B REEREBER) Mo EHRZEU . & MAH RBFNEER MA MBS
%) A[E para3.1 EE - MNFE - MAH BIERBFFMESE MA -

Annex 16 %Eﬁ‘.ﬂﬂ(%ﬁl—gﬂﬂgﬁ% 209)Z @t - 1T QP #30](certification) ?
%ﬁéfﬁgﬂ\ﬁ;‘?ﬁ% - EREM/S RS ERE - BITIETE Annex 16 sec 3 FRE - E =S¥ (FAAELE)#HE
T QP R T(certlflcatlon)

BIRfE - BHEF/HIMERENEBRE  BESEE  BRAEX(ZFEN)MA B E - FkiE
o R DPETHFE - TJEECGETTPR)CAPA S - (BIfS)4E4E ap 0] ; B it " 24, fRZE Q&A -

EU GMP guide annexes : 723K : Annex 19 ¥R K& B3 7_7fj<uu(Updated)

0l S EREMESTRE(CHEE)Km - LUEE 2 BARSE - ETHEEGESE? (H+V Oct 2008)
Al BBEFEMN - 2 NEBF(EP B (monograph) i) E & fﬁﬁiaﬁ% Table 2.6.1.3 B (ZKHY) = itk
mEE(PITEW) - RB(EHN)EE - DUETT 2 R RERE - B FB{EH Table2.6.1.2 H (P
M)/ NBIE -

Q2 fAIFE1B T + (EU GMP part | Annex 19 sec 2.1 FR#tAY)5e = BI 2L EE NI (B )24 2 B8 7 4% ma(retention
sample)?(H+V Dec 2013)

A2 {aIfE1E - (EU GMP part | Annex 19 sec 2.1 FRilig9)5e £ B B I (E )28 2 B 4 M(retention
sample) : “(ABE)FERRBEN - EFEEFEERRATTREWEX - ¢ /NMEEEEARAE/MNH

15(3IEE B E B m)”?(H+V Dec 2013)

BT - BEB (supervisory authority) BIR IE BE M E KIS F(IH5R)EA % - & mae A N 1 8802 18)F -
(BB E R0 E = UEE, :

o H&/\i% 50 [EE
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. SE/|IEEERNBEERFEERSERZEmM
o AR E)EEEEM - W : (—LEEBYR)RERS(BARERN)EE

FEECEFITHA/ERER L 2RE (keep) TEEREN - WHREIEE€EM” - RILIE
ot AT R/ A B i TS ¥ 884X fa (reference sample)

B—FAH - HF T AR/ EHEHE AT F(REM/source product A9)2 AREE - BEE (R (retain)
REBINBIEEM R A AE AR o

03 (EEEEREME QU)IRANEES R - (CEBEEMRIN T EFEIRE (retain)? (H+V Dec 2013)
A3 ‘BIREE (keep) B B ENRI/ENEC (print/imprint) WIR G HE (1 E)1 AREIM (BB)  (FTB)RIBHE(EFE)2 4R
BM - W (BBRIRI/EIEZ(BE))EE 5 E (leaflet) - XBNE/dosing aid(EB) -

(fE 5T BIEE BB U RY) E El 14 (photocopy) 22 11 B8 7 4x mn(retention sample) @~ O %% - (R L) AR &N
(70 : EXHE EEl(hologram) ) (TIHE) /A IEEZEIR -

Q4 ¥R EBTF4 M (reference and retention sample) AR EXK - 25 AR (FEL)EER? (H+V Dec
2013)

A4 annex 13(IMP))if 2 B 77 1% ma (retention sample) B RIRIZE K - ¥4 5 il 155 FH AY 2 fr (compassionate
use medicinal products) * BRISFEENZERE - (O/R)BRENBZHEXK -

GMP 388l

Q1 EU A WHO #t GMP BOZESKBVE B! ? (H Jul 2006)
Al EU GMP [RBIFI3EEIFE Directive 2003/94/EC (A FBZE#))H Directive 91/412/EEC(ENY) FBZE4)) P AR
E ° (EL)RAIFIERLLEU GMP 18R R HE annex FE T, + IRFEE—TFEMAIEE -

WHO #ffi(E CHY)GMP 5 E1E -
(FRE)EU #1 WHO BY GMP guidance TE(FLE)AEN FEBAE - AT ERARIFAE - U BXRES
WHO FRE&#& -

GMP & Z (certificate) * FNERBHRMEEIRHE

]

Q1 BRAEEREN oMP BE 2 B2 EudraGMDP ERlE  BREHTARERIA U HFEERR ?
(Apr 2017)

A1 HIRFE EudraGMDP BRIEFHIX 4 - HEXR T EXEIINCAKHZ R HE - REEHESY -
O EU ERRRXHAZHREXH - KoJ£%2 EudraGMDP ER}E -

EU ERREE  (BE)XHUARZHE=ENEERR - H(BRBROSFEMMEXK - S5
Bl - ZE/R EudraGMDP BRI E P (1R B RY)STE M - EU ERGRERE) GEZERE -

BWEREDRRES/IRES(EE)FREEE) - BRBEEEEL -
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Q2 I35 GMP 85 + B1ZE mn(medicinal product)z8 2 (711 2L 2 £ qa(pharmaceutical product)z8 ) EP
{121 5t 38 FB 14 (suitability) 56 = - A fal & Bl?(H+V Jul 2006)

A2 GMP :BE : GMPinspection & - FH(E & inspection V) T EHEIS EEE - (AN ER S EZMPT
(inspected site)fY GMP SR 14 AKEE -

GMP B & : SH¥EI(BFE)MFTY - BIRIE inspection EE - Sl ERERIFESE (10 : B(IFEEMIEH
RO)BUEE RSN ) o A&Z(BE]8Y) Directives 2001/82/EC & 2001/83/EC FRFE - B R GMP inspection f§ + #&
inspection ZARFTAPEIEE TS GMP + BIFETE inspection fG 90 XAEEE GMP :EEHARERD -

CMP B E : EH(IE T L METaIpY) 3 E 14 RE 1E 55 7Y E an'fs 78 S (product-specific certificate)  EMA 14
FEUEZETE - A RIEHERME M(centrally authorised product)s5 85 CMP ° CMP 2 WHO(BE R B R
BETEpRE)NREAENSEE FEH  LEIERLIDRERE - (EE)FBEEEDLEEMMA
B GMP SRMAREE - IMP(EZE)RASIHARBB(ZHHHEHZEREH T 2)EE LA LB EN (less-
developed regulatory system)BIZ °

CEP i = : H EDQM 7REAVRE S - ARER REEE MUY E (AS)2R1E P 10 (B (S EF B4R RN
AR ESKEE - CEP O] (AT R AT ol FR (MAA)RFE R - MEEV(C_ETRRF 185 AS Fr
FHAREDE - EDQM TJE CEP RRRERTRIRVE R &+ ZKH AS RIEFHETT GMP inspection °

A3 ZHEREA 2 B IEE GMP 5B E?(H+V Jul 2006)
Q3 & - H(BE inspection )X SR8 GMP B E - BEASHRIEB & A EudraGMP ER}E -

Q4 TFLE EU A EEA #4EE#ETT4H B 78 o/ AY(mutually recognised) inspection 778 5% GMP 58 = ?(H+V Nov
2011)
A4 FR7S (%17 inspection RY)EU A1 EEA Bl R FEHEA(NCA)E A Z 5 1E EudraGMP Bl ERH A GMP

Res o W BEREBER(LIRMN)EM emp EEE SR ER D - HEREZHEEZHE (authenticates)

HAEENERHRFES - B ZE0EEE 1 (the issuing authority) °

Q5 I EEFR GMP A S #REEHR ? (Sep 2017)
A5 JRAI L - B EU #RBAETTHTRY inspection W 85% GMP B E% - HBEEUH GMP AEHRER - B
%E - E(OEE) 4R (MIMEE 3 BIRY) BEE 2R K] £ (difficulty) ©

(RS 3 BIR)MPT - GMP A& RERR (0l 8E) BIRE L M PI A B HIR _EMEFol(MA)SERE S - #
Y2 IBEREETT (FTRY)EU inspection ° 22 - EU inspection 14 87£ 5% (acknowledge) « 2 & E fB1E (DI BE)E K
HOWRUE I - ERRPTIE (DI IERA0) S RRKF - 4 - B S (no intention)BiEZMPTAEE L (A o2
B AERKFESE - HEREAFEL(FTRY) inspection #Hl - 78 - 8BRS 558 /550 BR(1E Eudra
GMDP I EH IR A BFEARRVEAR) -

Inspection 73R
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Q1 E/3(Agency)@E 1T GMP inspection ? (H+V Jul 2006)
Al ZE AT inspection - FH(EEA A% B BB R = EHRA(NCA) 1T - BA&E D EHEFT(CMA)RIZ T
HNEmBH -

Q2 (5 3 BlRY)MPTETEIE EEA B ZE - @& J B A5 GMP inspection ? (H+V Jul 2006)
A2 (BB - inspection 5 EHEFO(MA) BB LS o (EF) o] BFEZE K inspection » 2R
T EHBEAEMEBESIE - WA REER)EREIEXK -

HERZRE(GSE)OEE - EEEAERE EEA R EB)ERIZE - 28 - SBIPRFEARRERA - XA
B8)1R8 - DAR(3E 3 BRY) inspection R &l °
03 B EEA () BE B RSB N EETT GMP inspection 15 - FHINME = S #BEXETT inspection ?

(H+V Jul 2006)
A3 EREFRALA EEA - RIEBREPR(FTE AL B B )R £ E RS inspection -

IR EEA BIX NN - B3 inspection BOMEREER (“Bs B 14 RE” ) 28 A Bl (FTESE T ) BRI
EC BRI ({E 1) R A i inspection + OJZFE55 — EEA = &R -

=P (FRTER)EZ European Community [E%55] 18 B EGR I E(MRA) + Bl MRA B HERIEITRY GMP
inspection #&5R - (BE)F% EU #RENR D -

B STEE M (New Aug 2016)

FIRTEM(DI)
DI FREFME EWAIEME RFRTE - 17 EUGMP Chl P (HEZAT)PQS BEARZEK - (EBE)EAR
FHEERN)NET 24 -

REMEEREMER D WABARINER - 2SREEBHNET FRIASZHKEL - Ralft
EENEFERNS EMNEGE -

SREEERERIEE QrRM [RAIFEM « RESFIEZE DI @RS - 2 BC4A (DI FBHEN) 2 A EREEE
fnon & EfRAETE - WE(HE 1@)5:%?1?5%5/}??5?1‘@11@] TE 1 7 (identify) R ER1E 1 LUZE (B RR) E 12548
PERF - FEEREY(BR ) T8 e LU ES @S (mitigate risk) - 1 FEES I B -

Q&A HHL(BBIR)INE (S Pic/s BEE AR MI)IRAIERINERRR - EEEZR1ER - #m
I7;AF0 Eudralex volume 4 FEEHEY GMP 1224 - —RERREE -

DIHMEREBENAXBERE)NEEY - BMAAEEILGER -

e WHO - Annex 5: guidance on good data and record management practices

Q1 WfelEF 14 BURE B ?
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Al BB R IR AT - B2 S BB (FER involuntary /30 & =/deliberate RY)E2X ~ MIFRSEZ PRI M4
(vulnerability) » F7IE(RIZER)EEITIIE S ol RAE/ oI RS EZRIEN - ol 1F7R B BRAR BRIE I (risk

mitigating action) °

(SJBE)IE/N DI AR AR ER S A : S E(FRMAMERERN)ERM - LA —BHERF - (— - IBE
MEEHHN)EEETE (task) - DJFEEEE -
FlgsH a2 EEMM : £Z - aC) - MIFEZE 1T AARTNEEHERY) - BFEENER - = .

o MER)EERMM

o MEE—NM - BEEEE/AE E
. BL/ERNESM

o M(R)EZFRMAELEZBERN

OfERERRREBRET  BEZERT T 2ENFENE - (EXR)BIERAREIDIpE) A2 F
oI EiR - (FAIR)E2EABETE(EUAKPHRE)BUER -

02 W] F T E ER AR 1 ?
A2 BIR(FEMLERE)WEZ (D) A E - BUR(EDRE) W E (I 8E)AE - (AR BURR L -
FEENEM =
o HEBZTEMERE? AN EHMEHBITRER  BHERETSE cCoAs NEIE - LEEES
« HEBYHEMMEEIZZ)NTE? AW BHROMKREL - AS 28 (Assay) IBHEmmE (R Z
E)WFERARRTEE -

Q3 I BEE"?
A3 B4 AR  RIERBWAER - R E 88 - ARNRE - GRANSRZMNRBERER
A2 -
HiEm(EE )N EEE « (WeE)EEEmBHPA(RRE) SRR - 0 .
o ITEARMR
o mBEZRFNEM

H¥
i

O
S
=

o EFEEAZM
o EBEREF(ENTIFE)

o MERUN : FEEE - QC # QA fF)
o IMNER(HD : ERE/RFTEMR)
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o EREmERABEAMNEE

04 Bfa TEBEA B, SEHERAEMW)D EHRER?
A4DI FE(Em B EWREE - #(TE)RTE - i HR(SHERN) BB AR NEMBHRER -
A HE (R (PR PR BOE T (R BRI A E IR AL LE AR EE - FFREE -

Q5 EB(review) " BUEE A, 5 EEESHER?
AS BEEa B - BiE ¢
o BUIBAYEEFNFCHE(generation and recording)
o BRI AN (processing into)_JﬁHE’Jm;
o MEFRSEEMNEEENN)TTREEMER Y
. ﬁﬁﬁ?ﬁmﬁ@%ﬂ?@(ﬁ%%)
o HBHNEBGEANME - MILEBEXRS(REEN)BX
o TEHEEMBHAEER - IS 5 F(Retiring) 2} E & (disposal ) BB

BEHEBELEMER (EAR)AANEFC - (BE)EEEMNER(TIEE) BRI AR - HEMER
o TEEEmBH sERRERESEW  £E QC)Q(?E@%%W%E’\J)IT ABEFHIT - EU
GMP Annex 11 para4.3 ERH(BISERFKR0) 4 - o] EBILEE - = FHE R MM B4 BE(application
of critical thinking skill) + “NZ ¥} 445 (identify) 1355832 (data governance) W EFEREE - B (¥ H0)PEEL
IRAREN(RAMEEZEN) B - W REZ -

(BUE 4 an 28 5 P& Ex B RV S & 70 B (segregation) » A8 ERIRL MBI A (R4 3538 ) B e ~ EHEBISBIE
S - R (ML DI BPER)IREE

(EHEEm AN EENEEEER - SRZEHRER -

Q6 B4 B . wAHE(BUERN) MR - BEENER ?
A6 EIEERGAEZENE - 25 .
o RI\BEEMNEHNMMEEIAENEF)
o [HPLEZ2EZIIE (metadata) A EIE RS B (associate) - LITE(R5SEE « EREF(DI B W) 408 - [BIRF
ZE ALCOA [REl - & 7FFE# (reconstruction) 40 £
o EBERMREIHENNUE
o ZAMEATKEHE  BEBRFIAKAGREET @ mEEER « ¥H(EL)BREDTM
FIERHE BB RHERERAYE  BERERE KA FHUE N : GK:R) - £ R
GFREE - Bk - MBRNEZREIZR audit trail JRE - (BH)EE (limited) audit trail » 5% DI
bz - fIFR (B OISR R R (3R /) BB R R E RS o B RR VR ) - ol (B (A ol 418!
R BB R F R b -
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« EAUEE - BUEMRRGBEBNEERE  HEACHRNEE  RAEREEED

=1 A
A\ am °

BIUERRETE(DIRE)BER - SR EEHBFF I (privilege) MARAACE - LISRHI(SLE LE)ER
BIENEE - FHEVEEFIA)BUBEIHE - = 1T BR#5 A &(helpdesk staff) - fth{f(oJ8E)E

RIBEUBERENGK - #72E - R (EL)EEREmBERAAAETEREZE - dREAN
i

- WERKBEBEHIEMUEEER)  ETERENERE  BREJBEESHIEMEZF W
BRI - FEUEH)HE  BRER(EER)ERNIERH BN - BIRERRCEARIENR
(ER) - BENEFNTE - LEEAZEENEELBFEE - (BhI2)E2AF N ELAER
AERB(EEREN)ZREER

RIEEBENAE  EEBEENTERSHMEERFREZIRS ) ?

Q7 B4 mER  EEBEBEEAYRENR - BES/ERR ?
A7 EiEE B EEERR - B2E .
o WMEIEIFEIE : BB EIE R EELHE - OIWENERAER - EEFEEEET - B®B)
SHETT A » PIIERERENIEL -
e WMMEHHEBEE . BacZEERZE  ERKBB(WSREEN)BERT - SRER
(iteration) (= F3 /A 45 R) BB FE o] (L 21#B 18 & & /Checker) i& 77 (verification)
o (BEHEBHNAZEREANTEHRSNEESEENZIRAT)  EEABTOEZEEE - (B
F) AT EREBHERET(EN)EEN BN RS - (L olsE)EiR MR : $TE0 - A
EERLHEEE) SEMFRSRINITEESH - WHESHP 1 R(EEW)EHRER -

B2 (W : BEBERRSRLES - LUBRIR D D TIENZIR) W EERE - M= ZE DI

08 HBEEMBY | REREBBN(EREES)TEUEMER LR > BEENER ?
A8 TERETE AR M E RGN - BEE
o [RIGBUR(ZRIGBUBIE T /format) 2 & 0] (A ERT : FEIREE (preserve) RIGEUR (BT )H
B0 WADATERZIBER A (W : R  BEE)WH I BHRAGEIBEEEA (reviewer) ° IA(E
BR)BLRET(ERERNEE - HalR/ EERE - 10 FEAEEYN) audit trail “EF
WE"MIFEENERTEE -
o EAAEIREREIE K audittrail?E(J ) ZIRAENBBHHEE  MBIBEEE (BER)
eEAZIR - BEMERING)EZRBE - DR ERLFBIR(RARY) AR -
- HEBEEREBEEOIE A visibility) MR(FIA)EMBIEIE : B = KM ISR ()&
BEEHIFREREIRQRERFIMIERNEREE) - (A JRNEBEBIMILERE
MR BIBRSAREGR” -
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- BBEREZGEHFIA)REBEENCRIMEMNAE  BREREBEBTIESHNRZER
EERRENBBKE - B(E)BURSIR(EHEETEANES) » EER(REFR)RIEK
B (FrAERBERNIRM  RHAMRE  BLERARNEEESRE -

Q9 HEA AN . FRBBEEER)HMLRER > BEEWERE ?
A9 TETEE B I E BT - IEEENED
o (IR M ERE/KM (pass / fail| WRE : ERCER(RBEIBENEEENER)REFRIXAGKE
A2AI > ML (BUB OISR E - ERE (D) ARERFEE  DUERE ARERN)ER -
B audit trail FEEBBLLEE - BUEE R E 228 (not be visible) ©

SEMCARERHEE ABRETHR - FREERE (SR EABIERE RF(save)”
FEWA)RCRREFERFSLRETR -  E2—EBHNZERR -

Q10 EEBEmBER | B (retain) IR REIE - Y L EBIBE RS RSB EN)BLEE - BEEWE
b2
Al0 TEHEEEEAEZRERR - BEZE0EM

o FREEBNAI/ME : BBAEAAEF)NER  BURZZHNUE - EREEASTE -
FRUEREHR(ELHMN)RE - PIILEEK - XEEMEER -

o BMPLER IEGERSNAREREN)EIEN : BB L T HEMEE V)RR B RERE
FIfFENEAEE - CIMREIBIER] (10 : &AL IT BRFES (helpdesk) N E R EBE])ER Pas &
2= (EE) 2D B E 1% & 2 FF (approval process) ©

o HERELINFERTHNALN)ED  BIENEDLSEE SR 1T R HIEEEIE (restore)
ZIBHIBEES) - TERRTERIE (metadata)(RHBIFE R A S - HEH(0S event log)) B2 /R YA BB 17
RABRELET  BFA)RTHEOBE  BREEERLCHEFIENIEEE-BE "5
BRIRNARAH) ) JEHEARR  |BUBBHEF L UEFHREEBN)UE -

o 1138 FT A #E (ownership)/18 RZ HE(retrieval arrangement) - (455 2)E EFINEH (S HIEF
) : BT E i3 :%(TA) - &7 5 GMP guide (Part | Ch 7 and Part Il Sec 16)FVE5K -

011 ‘HEEMBH  HRBEMBERE > U ZEAAFREES BER - BESEE ?
All EiEERBMEERER - BZE/0EM
o BUEREEFH(retention period) : EXRINARBZXRMBIRBRBMNTE - EZEE—EmMAVE
BR - HERR(ERN)BEAEE - AR EREUR pivotal trial data) NI RE/ D AT HE L EUIRRVEL
BIREBFTXK - (dE)AE -
o WMAREHBRE  (EWBEBEE  SEREREAFANEGIE  TEBRERTSHE
IR REBHNERME -

Q12 EU GMP & Z K E it DI B4 E At 12 (specific procedure) ?
Al2 EERTEMRE - ARME 1 OB AESEIERBARREF ZNBENH - (dE)2Bh=E -
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(G7RR)PQS B MM EAEEIE - #(FTA) BIEEEH GMP &

=
JEER

mE EEAREREER

S/488
=

amtaRE

= /?/zzzy

=

NENEENESSE 33

RBAEHREREMERNEERE - ZSEURERMEAREY - oJEIR DAY QRM (ICH Q9)7774 » AR

(EEEER) S

RIS -
EEELE -

ITEFE ICH Q9 #1 Q10 [Z Al »

- BEMBENTG L > EENEEZ R (iterative) -
£ DI A1— A% GMP 1%5‘6“@)%‘?5 » V1S

SR (SRR B E R AR MR AE7E -

2aZpas P - EREHSHE

St .

Q13 I8E EU GMP £ Eudralex vol 4 A 1THRE V) E

SR E?

A13 BEEEE DI W(EE)EKZ BT ALCOA(RRIEK) -

(Part I, Part Il #] Annex 11) :

5 (DS)FNEI &Y (DP)(1E BE AY) 2

172 DI Z5K(ALCOA) -

NERIZH ALCOA JREIEL EU GMP(2E /) iELS

Basic Requirements
for DP
(Part I): Ch 40 / Cch 6@

Basic Requirements
for DS used as Starting
Materials (Part Il) :

Annex 11
(Computerized System)

Ch 5@/ Ch 6

Attrlbgtable (data can [4.20, c & f] [6.14] 2]
be assigned to the [4.21, c & i]
N . [6.18] [12.4]
individual performing [4.29, €] [6.52] 15]
the task) '
Legible (data can be
read by eye or [5.43] [7.1]
electronically and {j;} {j.ig)][4.7] [4.8] [6.11] [6.14] {2]0]
retained in a ’ ' [6.15] [6.50]

[17]
permanent format)
Contemporaneous
(data is created at the [12.4]
time the activity is [4.8] [6.14] [14]
performed)
Original (data is in the
same format as it was
initially generated, or as [El (5,264 [8.2]
a ‘verified copy’, which bl (955 [9]

Py, [Para “Record”] [6.16]

retains content and
meaning)

Accurate (data is true /
reflective of the activity
or measurement
performed)

[4.1]
[6.17]

[5.40] [5.45]
[6.6]

[Para “Principles”]
[5] [6] [10] [11]

!Chapter 4 (Part |): Documentation
Chapter 6 (Part 1): Quality control

(
3Chapter 5 (Part II): Process equipment (computerized system)
(

“Chapter 6 (Part II): Documentation and records
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Q14 N RIS ZRBR G248 - DIHIECRERE)EMEIZE aMmP BUE?
Al4 IR FHECFAIEARN(ZER)RE - JEEFZA(Word - Excel F)FEIE (creat) » (HIE)EXXHE
VIBF M AR AE T2 AERIES - HREBNZEL)RE - BEECAMEXK
o BlE—(unique)2EMmIR(ZRA) - BHZ(1HEK)SOP #Ri%k
o 7 - BRERGEERN)EEZEREX
- BEUETFZRE BERZENEFRE
BEZESRALCHF( : BT EF"RE) - REBHBERMEAREY - BEVB)ZELIHEK !
. RAFERFEBR)EHGREMESN) 2R > BAGTIZEBRENTERE - R
mEEARE - DRHE - IRFFETTHRSE - (D REAR)RE - (D BREARER)EMSE > B
& -
o (MEEIARN)RRETRE R - AL EEE (secure stamp) + B H(LIF@EENE
PRBEN)BAREE) -

il

Q15 FEEREV MR E 1 FE it DUIE (R R B8 (preserve) R IR BB F BB ?
Al5 BIERARWKETERERSS D JRA - AARETEELRATE - BEMREREE - TEF
(retention)8E Sz IR (£Y R 48 SR P EY) &2 BB AV audit trail °

Q16 B EE(review)BEFEHIBEEEE ?

A16 BN (EBFRAEMN)EIE - EFHBE/RGAHE - EMERITTREMER comp HHEEE
HER)EMAE W : HHELTEUER - 2T A AENE)E - AES M E(evaluate) - EBEEER
REENEE - BlACER(CIBE) E MR EEERIEI - H(ORE) S (REHREMN) A SEEIB(SHEME
BEIE) - EERVEFHIBEREMRERM - WAEZE T8 (detection) BURMIFR ~ B0k - B - EEREH
MRS - (BLE)ER(E RBRI)DI GR K (failure)

Zp) - R
(FERAY)HPLC/GC MAIMRIGEIE - WMEB TR QC [RIGEIE E(package) - RASHEEED °

EHER - EERETEUR BRI (procedure) AN EE B [RIABIE =S (2 H1HER)audit trail » 22
AR EREEI WA AB R (R REMR S BRI R B8 - 228 AH (B
1B () AR -

017 2E 0EZ(BERERKN)EFBIBES (review)?
Al7 Z - EEEFHIEIE - 0EA arM [RE) - ERBIEGEENER) T - neHBINEE -

ERRS(ER)REETEEEFREENTIEBIN : ((BEARR)EFHLCE) - EEHREJREDF
BRERBHEZD(RERNERZ— - AER - CREFMENEERL > (I8E)EBIIMER K
(HREBAREN)EOMNEERKIEME - AHBEBCAANELHARERS - Tl E S /) A ANE
W - IEIRINBERT & GMP BIR 5 (business) AVARZEK -




EMA FAQs of GMDP

018 #& DI HEANEIRETE] > WEKEHIE)?
A18 BIRHAR - EEE (review) AT BUIB(RIEBER/MB)NFHERBT - UIERIEFERSN - ()3
(Q3-Q9 PRI BB EMBRNER -

Q19 HEHEZINGES 1 KATRIGMP JEENHI DI > BRIEIE?
A19 DI ZXEMA (A BIR)ZIMEE R/ R BB ER/REFTEIFHEEERE -

BRIER(BCR)EIERIERAIN - TRNEIER (verify) ZINEEINSRFEE (X)W RS » E(FROM)T/£
EG 14 (comparable systems) ° REEEIRFAEEFTE B SEITEKE -

¥ EEEBY(BE I FNE ST/ competency and compliance BY) IEZ0AEAY - FE(EJC)FEHL ERFTRIET - &
%> EERERL(ESZIN)IEER » EEREZ (verify) °

020 U5 (ZFEE) I Z B HER (RFTE)RHERN CoA FXXH - E(BMHER)EDL?
A20 WIS IE 7 A IERE (RER CoA T)EMRZAFRIE - B(TFL)ZHE - HEIREBA/notify(R 4
FEREE - WEHES (review)(BE) LA -

(EZINEENABIR) BUR (GBS ) IR STV : CoA)TFRIMEEUE (summary data)iZ2fit - (BL)HE
NHHRZFAEANTES - WEHEEZEEE DWW : on-siteaudit) - EEAREER - UEZUMERYH
(FrRR R EEEE - BEL -

Q21 3235 (on-site) M /3L 3FIR 5 (off-site) RIEW " WIEARFF S X 1 BRUBHERKEAL)EE R audit(iE
LE) A BV IS FT(premises)?

A21 fEFA QrM JRBUGHE (BUE) B M4 E B - /\ﬂﬁﬁﬁtﬂﬂﬁ%@%\]f?ﬁﬁ%  [EHARFBIR L E (B
FBUERIR R Al h - o] (K EIRFIRHEHEBRESHER » #17 on-site audit S EHE (desk-based)&T
HMmEIR -

022 HF T OIW(approva | GH B EIEEE R LRY(BRA)DI WESE/ASRER - HRIWEX
(HRiZ) ™ fa?

A22 EXRTROUMNSHB( - EFUNERED HARED qc ERES)NFIEEHEA(FE)DI
NESE/FASHEER - HRINBREL)RME?

PE)EERA arM RA > FHEERES/MITERNER - BRBZEKEIRE & (Inspector) f2 B BT
(1K

RBEREER - BRIEE)TE - (JE)FBREVB(IERENGHNBERE LIRS - 548
SARB(CIEE) SRAE(ER) P - RIREH(THE)EE

023 ZmHRERY DI - (S FEH) L/ E?
A23 HIBSEPR(FRA)2HEE - 425 (overall) DI MEMmMBRE L H - WRESE/FH -
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(BRI ERE  ERRERXUARBEHEENARRHRERNAS  SREREEGES

(HHEA) EEAFIRBCHE(HRES BN G4 - REAZREHEBEGHETNEZREE BRI
QP °

GDP ZE3K (Updated Jan 2023)

QL NEEE(EMEERBEFERENER  AEEREERE  S50EX?
A1 & - #E3E Guideline on declaration of storage conditions (CPMP/QWP/609/96 Rev. 2) + MAH ‘B2t
25°C/60%(RH) @ Z &4 FZ B4 EIE - 3 30°C/65% RH(RHA)FN 40°C/75% RH(NINZR) - LB AA AR B2 AR

-A Zwy [ +oh &40~
REMZE -

Z L EMEIBIEERUM climate zone | (temperate) and || (Mediterranean/subtropical) i@/ 72 E R 44

BRI - MTHEREZX - 75R WHO Expert Committee on Specifications for Pharmaceutical Preparations
forty-third report, Annex 2: Stability testing of active pharmaceutical ingredients and finished

pharmaceutical products °

TRIREER ) B - ZERREIM  DIAESARES | M IR RG - & EfET/ERB
B BEIRE - BREEEN)LERE  BREMZEMAZZE -

Q2 B (broker)OJ 7E EEA NI 58 » 1T &S 7S Bl (Brokering activity)?(new Jan 2023)
A2 & - 2013/11/5 B A FBZE S GDP 8/ para 10.4 V)IRIE : “FE3 (verify)ft FEHE 35 38 8575 (supplying
wholesale distributor)S A EBHIRE - HERSEH(HEAD)SEARERENERPHEDIRE &

CMs HEZEmAYRE” -

(TR HEBN=FERAR EEA © (EEA SN REEH(ZFR) R REEEENAE EU 1A(GDP 157)
S -

Q3 PREEEE L E EEA EMEFOl(MA)RIIE (AR EEA MBI /@A Lt o))t Em P
I 5 E?(new Jan 2023)

A3 & - 2013/11/5 AR AFBZ M GDP I5FITE para 10.4 iv 15 : “FERAARIEMNERES EmFal
FIRiE” - BIEZEmAEE) 1 8) EEA AERE LT -

Art. 23 (3) of regulation 2021/1248 3K : )Y ZE &5 ol iH EEF IRV ZE W E (New Oct. 2022)

Q1 WDA HFAEAN TIEA B0 R ERE M BRI _EHRITE R (proof) - BUE RS —E L B EIUR
RNE Y EEEEE > 3 A O[fHEEF? (Oct. 2022)

Al HEESTHE(E L) EIRTE EU EFENMMBSYAZEISEE Lharo - ST (E M) BT ol (1T
B5 - EOF0...) - 5 EBEREHEERER - AS(0 EU N EEA NEIWRZE)EATHEER -
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1R42 article 97 of Regulation 2019/6 - EF 4 EMALMITH QP FEIEE (draw up)l HEIEIRS - BHAE
HE Y FZES{k GMP £ E - Wk MA 1RFGETT R o IEEE TR E 3 AR (EE)EU -

Art. 97 of regulation 2019/6 }REEZEENMAZERR - 1 pLEBIFEIRM (QP HREM)EZEWRS - AT
5 1HEBHEHE -

I - tRERISERE S 1 EBNESYRERREEEREHE QP MR OINER - (B8R
B EHARSNET  ATREEZERENEY)  EFRENAREH( REBHIM ZBE) B EN
() S E4% -

EMHEY)E (AS)RE M (New July 2018)

Q1 ANFBZERD(FERN)EMYE AS) B S E BN HEKRAM?
A1l fR#Z Article 52a of Directive 2001/83/EC Z3K : 17l ¥t AS(F0 AS HPfEIFS - Bl crude AS 34 (E1th)AS &
i  HEEEERRXRTN)EEBENHABNEMREK > @1

Active substances for Active substance intermediates
human use for human use
Manufacturer Yes Yes
Registration Distributor Yes No
Importer Yes No

EU GMP guide part IV : ATMP 89 GMP Z:3K : $+#} ATMP B GMP 157 (New Jun 2019)

Q1 £ 00s #t : (RIS AR (ER ATMP 89) 28 4
Al EMA B4 EBEEZE=Z(CANE oMmpDP BEZE TEAIWG)RMEME M LI/EAH—EEE T 1 HHE
HRfER 00s #h - (&= (E RS ATMP BY)AB S (U0 T)

Questions and answers on the use of out-of-specification batches of authorised cell/tissue-based
advanced therapy medicinal products

Q2 ¥ (L3S 3 B# A EU i) ATMP FUREE1Z
A2 Refer to Questions and answers on the exemption from batch controls carried out on ATMPs imported
into the European Union from a third country

Q3 ARERZIEBEY)E (genetic material) » (IEiE ATMP BY)EWIREEIEM I EER GMP [REI(New
Apr 2021)

A3 Refer to: Questions and answers on the principles of GMP for the manufacturing of starting materials
of biological origin used to transfer genetic material for the manufacturing of ATMPs

(FREENY) R ZE B4R IR ISRV A YD B (AS)RUZESK (New Feb 2022)

Q1 (REEMIRZERERIRKEIRY)AS - B2EBETTS GMP ?

Al Z - £ EUV*EASH(EERN)BIRZED » (RIFERFERIA)AS HIZIR AS B GMP £ & - il AS
=1F EU(E 58 3 BHl)4ZE - Article 93(1)(j) of the Regulation }REFETS > $97# [ ° Directive 2001/82/EC?
CREZER
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#£ Regulation (EU)2019/63(EN ¥ FB 244 5R)M Article 93(2)12 & : (FBYEREMRIRRIAY)EN Y FHZER] AS RU4S
E GMP #ERANET - ZEGR GMP Part 1I( &% A8 %8 annex)iE A 4 R (FIEEEAM I AY)AS BIEARE K (A B
Y BEM) °

L For the purposes of this document, reference to the Union should be understood as including also the EEA countries.

2 Directive 2001/82/EC of the European Parliament and of the Council on the Community code relating to veterinary medicinal
products (OJ L 311, 28.11.2001, p. 1).

3 Regulation (EU) 2019/6 of the European Parliament and of the Council on veterinary medicinal products and repealing
Directive 2001/82/EC, OJ L4, 7..01.2919, p.4.

4 https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-4 _en.

Q2 (BMAZERA) BRIEBYAZERGRBINAS - SEEMIET ?
A2 Z - B AZESARERSYREN RSB NBAR !
o TER(verify)EU WRER - MABNERRD - XIE AS B2hSEMEMEBIRA M (thM89)
EE
o RBE(ERE AS N)RIER - EFEBNEABRERRMN - 31T audit - 2

TR#Z Article 95 of the Regulation @ £ EU SR TINERIIFY AS L EMGFT » MEFEMEIEE) - 4 - & AS
FBRR(EU SHEREN Y RZED - (1HEE) BN FBZEAY BL5E IS (S B A ) R FT » 2 audit

AS EEMFTF TR GMP ;é‘%(EE EU ER(E5 3 BlE /) EAYMN MRA 55 ME%) o RRER
N ABZENEYAE  EEERERNGEZN)EMZFHUEER - LIFETE Article 93(1)(1) of the
Regulation P (FERA)ZEmEIEHM audit RIFFE (BIMETE (B O)AS HIER audit FHEIRNETIR
):‘?‘) o 3

- #(FRESY AEEERRNE)AS £EMFT(OEE) B MY cu TEEFHE GMP BE - A - 3B
R EBIEFE inspection 55K (1HEEAY)Q5 -

! Article 93(1)(k) and Article 95 of the Veterinary Medicines Regulation.

2 Article 93(1)(I). It is noted that the conduct of audits was already foreseen as part of the recommendations in the Good
Manufacturing Guidelines (e.g. Section 5.29 of the Chapter 5, Part | of the EU Guidelines for Good Manufacturing
Practice for Medicinal Products for Human and Veterinary Use).

3 Article 93(1)(l) and Article 95 of the Veterinary Medicines Regulation.

4 Reference is also made to EMA Q&A on EU GMP guide part |l: Basic requirements for active substances used as starting
materials: GMP compliance for active substances, question n°2.

Q3 W{AJENE GMP & E?
A3 (BN FBZE1E A ) Article 94(1) to (3) %L 7E inspection AL INBIEE GMP FFE=MRIZ ° % inspection
ER(BZMFT) AT S EUGMP - B A GZE RS (RS MAL B EH) BB E -

TRIZE% Article 2(2) of the Regulation - [E 4% 7t 2 7 FA IR BN W) R 224 EE M PT  sE SR (R EEE IR R RIB0)AS
TEMTNESE - BimEEE EU - ELEE inspection #BK(HHEEIR Q5) -

04 £EMPIZ2EEIE GMP FFE
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AL MR ENEEMITEE EUGMP BE RSN EU. BERMS (Y HZEA) Article
94(5) of the Veterinary Medicines Regulation 225K 814 A2 i A i3 i (R1E EU INER IR (E AT LE 2B m
RVEEMPTIEE U T EEZBFAEEEAT GMP 782 - BRIE MRAGE RS 3 [)) -

EEXEBESHYBELIRRBIA)AS WEEMPIATE GMP 55 - 2 28 - JBIE(R AS 58 EU GMP -
MmailAaqQ2-

1 Reference is also made to the Compilation of Union Procedures on Inspections and Exchange of
Information: https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/compilation-union-procedures-
inspections-exchange-information en.pdf

2 Article 2(2) provides that Articles 94 and 95 apply also to active substances used as starting materials. This cross-reference
should be read in conjunction with the specific wording of the cross-referred provisions. To this effect, it is noted that Article
95 specifically deals with active substances used as starting materials, while paragraphs (1) to (4) of Article 94 are neutrally
worded and apply therefore to both finished products and active substances. In contrast, paragraph (5) of Article 94 explicitly
refers to veterinary medicinal products and not to active substances.

5 - #om(TE EU IMEIIRI)AS £ EMPR > BE oMP BEER AR HEMEFE - 2 audit BK
(B REBABNREBRNERS - (RiE AS ZRB eMP £EE) HEEFIANEEZR R Z—; B
EINEN ) FZERY B] R 14 (availability)

Q5 Y RZEEREZEETRE - 250/ HEEEE GMP inspection?

A5 2 ° FE[QIRRFTFITERY EEA EEEFIE L inspection 355K « SVEMPTMNRE 3 B - BIEE(FERE
EFYRAENEGBRERNN AS)ETEERREL - SN(EABEN)KRER - BIFLEN - ol B E(E )
EEA 118 -

ARETEERETEFEREREMA)ERIZRETZ] inspection « HUE AR B Em e bHEEKX - & - (EH
TEENY) FRZ B YR [R I AY)AS 2 iE R ERRa B A inspection B - B A& EE E BAEES inspection W
% o

1R¥E para (1) to (3) of Article 94 78%% EU GMP B E2RVATE » BEHAN(BIEERRBRIERAAS BiEE (5 R
Q3) -

& - BEH  HEP/MARAEEREERARESR % GMP EIEHI)AS - ! EEA BEFE AS EEER
inspection W A EERIRBEEIREIFTEANE —FE - 4 - B Q2 Fiat - (OJBE)EEE audit ZEHBR -

L Article 93(1)(j).

Q6 7 EU A S A ER(RIFENYRZEEERREIR)AS HiER - 26 F S EU EBHY inspection?
A6 =2 ° (BN EEE ) Article 94(4) of the Veterinary Medicines Regulation(3E[E E Article 2(2!)5@]%
RZNEEMPIFMENYRZEDERN)AS WEEMPT - 3 BXFEEF - #1185 U ZEE0Z
SKE(ARIFREIRIRAIAT)AS ELEF T inspection - 25 3 BRIER -
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a#17HY inspection :

1. fFA(TE EU B IZRY)AS BUE 8 AL AV —EB 70 (Article 95)

2. EHEYREREE/MABN AS RS/ ABETHER R E BT (verification)
ZEIA - Article 123(1) of the Regulation 2K EE = [ HENYIFZEN SIS T/ A B AS FIH
ER/MABETER - (BL)EEBRREBERERNEZCHET  (EV)ES

o EARRPR(site))E EN( R E M EARBER) AT E b

o (BARMFrIEEAERMBTESRUN)EL T

o ((EAOIEE)RIAAEHRIER

o ERTHREAHEYE - BYRE - BYEINNRENER)FE -

3. B(AR)EBYKS EP monograph (Article 125)AIREE + A&7 (verify) B ESERAMEE
(certificate of suitability, COS)MiE XV EIE - @& RF S EP monograph °

4. IE“MRA” » [EE 3 BIEBER/MEK -

Q7 TERAEZE ML EVUinspection 5 - @& 0] Z£5 3 B EEZBPIETTHY inspection?
A7 B BSHRFHEME ASGMP BJ MRA S - TERER G ZH(FAIFRRGMEIA)AS EEMPTET
inspection I% - ZE MRA #{THI inspection A5 R -

Source

Guidance on good manufacturing practice and good distribution practice: Questions and answers | European Medicines Agency
(europa.eu)
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-
good-manufacturing-practice-good-distribution-practice-questions-answers




