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09:00~09:05 | £X&H Opening & Welcome address
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09:05~09:45 | European regulations for medicines: Place and role of the EDQM and
the European Pharmacopoeia
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09:45 -10:30 | General concepts in the European Pharmacopoeia: theory and
rationale
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== 1 gA
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How to participate in the elaboration of the European Pharmacopoeia
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14:40 -15:30 | European Pharmacopoeia reference standards: Overview of the policy
and process used to establish and distribute a reference standard
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CEPJFl} SEE A i it
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' ' Certification as a regulatory tool Comparison of CEP and Active
Substance Master File
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7 H 7 H(m)
09:00-10:00 CEP {4 A% Content of the dossier for a CEP
10:00-10:30 CEPXZ {45 ¥ Revision of CEPs
10:30 -10:45 | &z Open discussion with the panel of speakers
10:45-11:15 | %582 Coffee break
11:15-11:45 | EDQM#FEH = The EDQM inspection programme
11:45-12:05 | CEPz&Z Use of a CEP
12:05-12:30 | &f&% Open discussion with the panel of speakers
12:30-13:30 | & Lunch break
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Commission Sessions | 8™ Edition | Publication ' Implementation

SessionN° | Date Supplements | Schedule Date
‘ _ ’ - [ 8t Edition | 15July 2013 | 1 Jan. 2014
145 Mar. 2013 8.1 1 Oct. 2013 1 Apr. 2014
146 June 2013 82 1 Jan. 2014 1 July 2014
147 ' Nov. 2013 83 ' 1 July 2014  1dJan.2015
148 Mar. 2014 84 100t 2014 1 Apr. 2015
149 June 2014 85 1 Jan. 2015 1 July 2015
150 Nov. 2014 86 " 1July 2015 1 Jan. 2016
151 Mar. 2015 87  10ct 2015 1 Apr. 2016
152 June 2015 88 1 Jan. 2016 1 July 2016

Nov.2015 | 9o Edition | 15July2016 | 1 Jan. 2017
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Edition/ Publication #nIMe 1 implementation
: Supplement schedule (T Ll date
Session No. Date PP as possible and
not later than

153 November 2015 9" Edition  July 20168 31 August 2016 1 January 2017
154 March 2016 a1 October 2016 30 Nowernber 2016 1 April 2017
155 Juna 2016 92 January 2017 28 February 2017 1 July 2017
156 November 2018 93 July 2017 31 August 2017 1 January 2018
157 Mareh 2017 94 Octobar 2017 30 Nowernber 2017 1 April 2018
158 June 2017 95 January 2018 28 February 2018 1 July 2018
159 MNovember 2017 9.6 July 2018 31 August 2018 1 January 2019
160 Mareh 2018 87 October 2018 30 Nowvember 2018 1 Apsril 2019
161 June 2018 98 January 2019 28 February 2019 1 July 2018
162 November 2018 10® Edition  July 2019 31 August 2018 1 January 2020
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Algeria % / . 3 8
Argentina 7 ~ Latvia Russian Federation
Austraba § N Denmuk-of\ l S fedms Lithuania
rand Vo '\ L Nie
Canada U & ) S
China |
i ol R o-The Netherlands Poland
- PRz
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oA o ol 4 1 Caech Rep. Ukraine

’ Austna i
Morocco @~Moidova
Senegal Switzerland g fungary
Singapore Siovenia- 4
South Afrca fess | g jiai
Sy (g N :
Tunisia Italy S i gata | o
United States of America Spain A e 94 Georgy
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B3 BOMEEEZ Bk 5 K BiE 8B (ERPCR - EDQMEE1E)
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AR HEHYE S A B EIEA - HEEEIER & HBTHVEE
D > RLET E B g — 2 @ELXTTE'_EC:%%I%HEJ S FME AEE - L
BN B o B B A O ey (EDQM) 2 199052 17 1 & B o/ NGH
(Pharmacopoeial Discussion Group, PDG) > i%él’]lﬂfm}lﬁﬁﬁ KEEREL-3E
[ER| & B (USP) ~ BIOH S HiL(EP) o H ANEE L (IP) 2 N A HET T4 F11(Pharmacopoesial
harmonisation) » #%0» H iS5 R R BREME M TIF » 41« SRR Bt seay 48
g ~ ZEainbaE - DUV R EEIIH R 4888 2 R - R—THEE AR Ak
B2 TAF » H20124F 854 i B A e H SR 82 LR P& e 2% (International
meeting of World Pharmacopoeias){fg 7 7% [7 &% #i [5] > 1 B 2 B Ei . A 57
Kk o

Py~ ZEdi{7 A1 (Pharmacopoeial harmonisation)

2 A BN E L (BRI © EaE )
% o E%HQ“FEﬁElf&

1 201243 H1E Geneva

2 20133 H7E New-Delhi (IP and WHO)

3 20144 H#E London (MHRA and WHO)
4 2014 4 10 FH 4 Strasbourg (EDQM and
WHO)

20154 H4E Rockville (USP and WHO)
201549 H #£China (ChPh and WHO)
20169 H £ Janpan (JP and WHO)

o | O1
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T~ BOMEEBL NSRS/
(—) ZE3H(General Notices)

General Notices—f{i R BB 1 » FR LR (0 S22 FOAH]

& WERBHEERFRIE - ARl ERMEEEA R

1. {EFE {5 /£ (alternative methods)
BOMEESL 2 il )7 /55275 77k » Al 38 A4 P (o I H0 I
AR RTTE > wRS T RLE HZREEH 1B 1R (competent
authority) A% 4 -

2. BUMNEE BLRT & 4 (compliance)
FE AT T WIOMSE BT S R - & e s 14 (mandatory) £ 7E
BB EFRoaf MR E (A I ME 2 fRE ~ 25 8RR E R IR
) - 1] FHEUFZ 47 #r 4 (process analytical technology, PAT)E( E[IHE
AT iz (Real time release testing) & F R fir & #8752 - {H
SR T ETRAEE

3. Bkl 4 2 Mg (validation)
(e SN 2 ARS8 T AR - 2T AN BRI T i 775
W0 BRI IESCSTA R -

4. §% 715 E@ (identification)
S — R — A R TR Bl A R T
AP AERA 2 18RS - BN BlE R 2 safiEZ0K 5 55 iR IAR
P B e eiiEe fo DAMERS 3% o > AT B -

(=)@ Alj(General chapters)
1.General chapterspy 25 Bl & — e > ] 3 0 A 28 fnf [l HH BB AR
RO [E] 2 fBiJ502% - TRl B S B il A T M ek 2 3
HEE - BRI T A2 RS © AR B Rsd 1 22
K {B{iE4E:General monograph sl i il 5w tH IR 20 - R R iEE
HI—80r - s AR EE K -

2.3 1E 32 (General monograph) 4 A1 1E S FH A BT E # it A Y
BRI R F0RE > S am MR ER - RISy KRR (classed of
substances) J¢ 7 A1Fi(dosage forms)2 A5 - {5 I (R AN [ A JEtet
BARIRY > 3R F SRR T S HBAARE ©
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(=) Efn(EEm (specific monographs)
BONEE AR BV (B S B AV 2 ettt A G

Bl -

1R RIOM S 812 B e i B B B TR S P Ak e oy ) 2 il
M Z 2 b

2. (EREAZ A G RO HERTEE Sn N A SRR (impurity
profile)

3. JHA 5e i B EHE A 7k

BOMZE BLER 17U S [ 3 25 2500 i T - Al 77449346
T SME (B AT A o R E4 - E R DY EE R EE L PG B
1 (53.7%) - HAUS Hh RS20 (11.0%) B g A Z20(6.2%) » 1M1
[FEISUREEIR T i bR /) (0.5%) - HM S FURI AT S EL R BNk
3o
H ATz mnfE U 2 TP A& o Fy
1. 5l g% (active pharmaceutical ingredients) o
2. B % (excipients) -
3. Hegd ke (finished products)  : BL$EY% i (vaccine) B [ )5 (sera) ~ [T
TR B ZE T (blood products) ~ & EZEY)) (radiopharmaceuticals) 5z
ik 5 2R EE | B A5 (insulin preparations) % PU

\

3 WOMNEEILERTT U i R R (B RO - EDQMEE)
ZE ] Fr i 5 77tk

(%)
(LE2%E HHE (Chemicals) 53.7
rhEEkE  (Herbals) 11.0
PLAEZIE (Antibiotics) 6.2
HRERE (Fats) 5.1
AFHEEHE (Human Vaccines) 4.7
Y FEEE (Vet. Vaccines) 4.7
L% HRE (Biologicals) 3.4
@ty AkE (Dosage form) 30
A4 EEY3H (Radiopharm) 29
YAREE M (Plastics) 21
IMIRELEE (Blood deriv.) 1.8
B FSAASE (Gases) 0.8
[EIMEE S (Hemoeopathy) 05
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Contents of the European Pharmacopoeia:
“More than 2500 monographs and 346 general methods

Antibiotics Gases /,Humneopathv
Vet Vaccines . P1astSs piood deriv,  6,2% 0,8% / 0.5% _ siologicals
4,7% 2% ‘\\\1,5%‘.\ ' \ T 36%

Human uacclnes,_\ \

4,7%

Radiopharm...
2,9%

- Chemicals
o
P 53,7%

(4 B SE SR TS B A (B R AR © SR &)

(PO B 2 L i (e < 4 S RRAR TR AL
1 A2 (Title) ~ RiiZk(Version) Kz % e[l (Date)
{fE S (BOE O R - Hal ' (BRI R AR
(International Nonproprietary Name for Pharmaceutical Substances,
INNs) - BEESFI0EE " AL EE T ERASE - SEEAE
JIMEER7KAIEE (degree of hydration) » SIfzFHY B EE S5 25 ORIl
k& T anhydrous | ZF1 -

2. 1= 45 RE = (Molecular and graphic formulae) -
3. tH¥E FZE 55T = (Relative atomic or molecular mass) -

4. (BB a1 (CAS)4R5%(Chemical Abstracts Service registry
number) o

5. 7E#:(Definition)
(1){EE2 41544 (Chemical nomenclature) °
(QEERZ A /K BRI RR 2 #4255 (Content)
MR 574 2 IR EHEE (Assay limits) -
A EDUREREMNT TZ0RIE » AR oA 88 514 (assay
variability) 5z 44 & (purity) » 5140 : 96.0-102.0%F~H 2%
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Ty MBS e 2% %A @i (total impurities)
B. & DI &5 %E (volumetric titration) €% » 82— 5
99.0-101.0% -
C. EZLIAEME T =0NESE - AR SRS E(minimum
activity » lU/mg) = R&E
D. %5 PLAE)EE 7 =0 E 7 RI LA & 14 5 = (specific
activity > lU/mg)fE- -
(4)77 F sl 22 B (Statements on scope) @ W1E iR ~ K&
REBR(EF 2 SRANY AR R S LIS - AT ABTROR
®ENEERIPED BRIESS AR R SRR Z AR 2 -

6.24FE (Production)

et ELEE A BRE PRI S | - A EFERRIRR
(source material) ~ £L35F2 F7(manufacturing process) ~ HER A
BURRE P BN T 2 i -

74514 (Characters)

AREFIFTEER Z NEILIEIATRAE ERTE - E3E R4
andH Z FHEERE B Aot N B 275 - Q15 M8 (appearance) ~ %
J& (density) ~ 7&%h(melting point) + 2 &% (polymorphism) ~ /i
[&£ (solubility) ~ 4% & FE (crystallinity) 5215 % (hygroscopicity) &
A 552w A5 11 -

8.f% 1 (Identification)
]l 57 Ry a1 A1 A B SR 28 11 L - T General Notices il A
EF  BUERNABN @GNSR > 28 RE N a2
Ko B A B e EE i R R -

9. fm B (Tests)

DABEE ~ VB R g ot DT A T R i > H i E S
ZIAH Ry A i (Impurities) B - —REFMEER A 2 R & He K2 i
PN AT H ATz AeRl 2 5 2 A 4% (specified impurities) ~ JERFE
ety (unspecified impurities) DA 5z 48~ i) (total impurities) .
PREAEAE -

& LUET AT A ditmbalcy - AR BIA 4P 2 (BE2
HEfEEY) (chemical reference standard, CRS) AFIRESY » HEE M
ZIFEA @) (specified impurities) HAT & HAFE fuliRts
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(individual acceptance criteria) » ELAh A g5 H] > “4di47) (other
detectable impurities, ODIs)ZE T &3 ERF E A 4647 (unspecified
impurities) 2 —f& o U #Z#E (general acceptance criteria) e

HRAA4Y) » S5aTEDirective 2003/63/ECSL A H#EI T »
FE P AN Y R HA RS FFHE R DA & 3 5 2 TG R
st o

HTiZ AL FE o 2 A GEYE I (impurity control) #5272 E 58T B

TEEMERANSA R ENT  FE T Al s R R

SR FAAYRR A S B T BIOMN B2 B

10528 517575 (residual solvents)

AR A 2 Briil n] 2275 General Chapter 5.4 - BERUAH
I3 FeATE AR
class LR © B ABEUEY) ~ 55 NRREUEYBEREAEY)
class 257 « BAIFEREEFEESEMEM:
class 7/ © BAKEME
class 4} © i e S e R ER &R

BUOMNEEIERRN - —REA SR RS A R Z ol » bR
HLUN2EFBE
(1) class AR : Emn{dsms - BB HE ek HFIHHIRE -
(2) class /AR - Emn{dsms - BB E e & HIIHHIRE -

A PR E KT 0.5%IE -

11.57#7 (Assay)
(e LEE ~ VR ~ s~ (NAEVIE - HEAEE
BRSESYF o » T AT RAOH -

12 (1% (Storage)
AIFEIRRHIHRE » BRI ~ WA TR -

13.#Z7=(Labelling)
REE SR K EEHRE - AR ERZE ST &
o HERIMETS N Em 2 S - JRE & B2 (package) ~ {175
(leaflet) Kz 411128 HH 2 (certificate of analysis) -

14. ThEE M AR A4 E(Functionality-related characteristics)
ARIABIRRGFIMERE - SieHE ot 2 HAE -

14



(Fo)E ol 2 BT BEERT
1 onfllEm < BT BUER TR B A AT A CAEE Mg A5
& HIAMHAEREREREL I FRZANS st ELERER
REHT] 222 EDQM E4g_F 2 #1ii455] T Technical Guide for the
Elaboration of Monographs ; (7th Edition-2015 {Z5THR) °

2 T EEETRUOMNEE I 2 12

FA 3 7 e B L BB R T2 - AR E R B R E e T
{E/NGHET TR S 1% » BRI S B AR &5 E A - EDQM
BN ZE LA P (EPD) e84 1% » SRR B o B K TR/ NH R
ENE > HiIEEZEGE - KR melE A - I AEH
FEVEIRIEAE i » 505 B 2 an e 2 T BB R T A2 B 3 HY
T

B RN 2 - N5 8 SN 2 2 (R
FIEAEA 2 FLLE)  HEmmE T 2 A2l FaloRE - 2168 S -
L P4 H5ZE(Group of experts PA)EFTHIE - B HEKEN A
AT A2 TEE] - EDQM BCE T 2 im i b e i
= o BER R ZOME & BB — R e USRS TR o S R
HEAHRAE R Sbehn - FH EDQM Ela=sE 78 minin g in s
TR - FEN R ROH R R 1k 22 2 o B R o LB el
H - EDQM SB 842 S oy BRI HE 2% - AR AEuE{E
SRR IRERAIGHEE I ERENE  IRSEZ R gFZ
EERAR AT 6 M H - WA HE L AR IEET -

Monographs: how?

Procedure 1 Procedure 4

“"ViZd

Ly

MONOGRAPH
valid for A,B,C&D

- N N—
e -~ #QH @r g
B == e
- . = consumesmn
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3. LIRS ~ &
7 B LB B R T 2 HE S ] EAEuE A IR - 48UhE R
AR
(1)EDQM website
http://www.edgm.eu/en/european-pharmacopoeia-work-program
me-607.html
(2)Pharmeuropa-on-line
(http://pharmeuropa.edgm.eu/home/) underuseful information”
(3)Knowledge Database
(http://www.edgm.eu/en/Knowledge-Database-707.html)
1EKnowledge Database4dy5 - 1] & ) {#EEmE TZEBET [ (State
of Work, SoW) - BIFFHERE 2 (B s RER T ¢
0 : FATARETE - (HiER5EHAIHE(on the programme, no first
draft) -
1 SERk b s E T (B s >~ ¥ (first draft, new or revised
monograph) -
2 @ ANBHECNZE H s 4gink (published or in press in
Pharmeuropa) -
3 X £ Z 5% (submitted to the commission) °
4 IRH - B TEf A\ AT (adopted, ready for publication)
5 @ /M (published)

+ BOMNEE AR

(—)EDQM FEEEFTHIM - (A7 K ALEGH &) EoM gL 9}% SRR
R e B ixﬁﬂ%\éﬁz.ﬂ:{é FEIEEEES - HE R /KAETIE
EfE R E i WHO ?Eﬁ%?ﬁéiz?t%ﬁmf%ﬁ*/u °
BN ZE MU IR oy B S BERAREAE S (chemical reference
substances,CRS) 5z 4= #7124 H(biological reference preparations,
BRP) » EZE A4} BRI F (Identification, k5 45%) ~ & & 4307 F
(Assay, 17%)~E&%1H (Mixture, 16%) -~ 4fi%7 Quali. (Impurities,
11%) ;e A 4di%71 Quant. F (Impurities, 11%) o

(C)H R L 2 BB S - RS AT ~ BLIERE 2R - fESR R At
PSR Z &G » 6 R e B AmilE 2 22 i - AZEN
uEELXT"’“* :

&=L (the assigned percentage content) ;
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2. RGP E(baY ZmgsmLE &

3. 580 F A2 7 31 (biological assays) stcfi 44752 7 =l
(microbiological assays) 7 f2£ 1 » JEFE R {E (potency in units
either per mg or per vial) -

4 FEAE ] 25 B = (reference standard leaflets) 7 Z A R —ER57 -

(=) EDQM HaubaT S B AE i - (0 B R by FERRERY
PAUNEETH
1S HRSEAE St % (bateh number) - 55 w] B4 & SRR THIAL IR M
#ZHH (validity statement) °
2 IR ERIC AN » SRS AT R S
3R L A R SRS THRERUE -

- BOMNSE I A MRS (CEP)

(—)fEs
JRRHEENBE 2 _FriEFrl {4 2L Directive 2001/83/EC JZ
2001/82/EC E By B Kt o A5 BIOMSE HL{E] 5 o Y R A SR ORZE
BB (WIHTHY AR 497) - FTki% Directive 2001/83/EC N4 £ E] 1
ETRRE T T AR R 2R S RS
5 1994 LUK LA #B 8 6500 TH CEP Hi%s » HFik% 474 4400
5k CEP 583 > sKE A 1100 ZZgRs > 4347~ 50 {EEIZ -

¢ CHMP/QWP/297/97 rev.1 corr T Summary of requirements
for active substances in the quality part of the dossier ;| >4 » B{EEAYIE
THEE RS = 0E =1 -
1. BN & Bl ] £ A 1458 2 (Certification of Suitability,
CEP) -
B EAA R BN SE B 5 2 728 i
2. JF s T A 25 (Active Substance Master File, ASMF) -
BT A SR (AR BIOMN 2E 61)
3. FF IS 2 LS R A AHER SO (Full details of
manufacture in Marketing Authorization Application) -

P PR SRR (R AR U BIOM SE L)
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(—) CEP 81 ASMF {1y Ll (3= 4)40 T -
CEP ASMF

7 FH & BRI EBEWEEREON | BAERATEEER
P 2 FEan ~ APL | (RIS BN S i)
JrdrwiZil

X Rl EE LSRG A &Rl | R SRR S PG s k)
] EDQM EH 55 (1 By 1] 4[] A B ER
CEP ZFHEH)

pIEES FREEHEZEZUGEE | FEREERERG At

feE

EAB&gE L BT AT AR

BARE 48 n ETET IR

ENE I GEELR

fis T E I E AR
Ak F EDQM &k FH A T AR R AT T
i
ra CEP 3T IrURt g8BiERg | % B %8s biar ] nlfH
FHZ R 42
g GIRBEEEE E L | SRR SRR F R A
RUSEEE > JIZAR RSB > QIZARIS X
EDQM HigH 5% BT R
i FH B 2 Bl ERE B - BN ~ I | EU/EEA & 2] ~ B

IV

55 > CEPHIEERIMFTNE R > HFEFEEDQMKESHL Hi s

kL S B

5 o =
BEHIZ B

Gk BB REMA > HAf EFECHMP (A

gz EYy ) RCYMP (BIHgEmZEE) - [ EMAKEE
guideline CHMP/QWP/227/02 Rev 3 Corr » H;5ASMFEELE 5 55=
TEDQM » ZEF[EFILE » DRI R R AL -

(=)CEPHIES Z 584z
(W EaG - n] AT R A E R -

(2) S

E5% B

NN

{ElEmFT AR A AHREE & ER -

(3)Facilitates management of MMAs and variations

E R R EDQM -

(5) CEPRI i FTA BN EE I Z & B37TRCE R » DUSCEON ~ K ~ ¥
N8 B p R F B R PEZ PR 4N -

(4) [t gl

B
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(PY)CEPAE i FH i &
(1) BomEEGE N A B rT A - A& RS ~ IRIPR] - Fgg% -
CEP{{¢JE I A] 43 5 Chemical CEP ~ Herbal CEP -
(2) A TSEJ&\fg -~ 7 f(TSE CEP) -
(3) RABIFER S » BRI A Bl 22 2 B4 RG & o] FHE5CEP -

(F1)CEPIEfF A1 F 2 i
(1) AR BUMNEEL 7 IH(PRTSE CEP) -
() RregEiEmE R YE -
(3) EHEhAE AR I 2R AR P MR E A
(4) ARBAHAY - MR R -
(5) HAERA ©

(N)CEPZ HEFEEIH

H 4 (2016)F6 H 1 HFAA LGRS BT {L i =2 i FHEs - FHEs
A% - quality overall summary 852 H1F R » I IAURE
SERHRA EORI I T g2 )7 =0Z 4 " Common European
Submission Platform » CESP | [sIEDQMEREE -

EDQM#EUE H 55 & RIE T W20 a5 A » M2 (7] Y 5 B st U E
3 HHEEZERTES > FEM g A Z KRB E
SBURR BB RS 2 1FTE - DIl E R IR - SR(&IAE 2
EHAZECEPEE M SR FFE A » BRI - AT IRES
G RB AL RS FEER -

HUFFCEPREE 1% » A (LB RS - JARENG HHEg I 5 B
bz 4h » CEPEEE ST TRHILIX -

(£2)CEP(Certification of Suitability)z&#
1. CEPE LR/ BN A (validation) ~ 2% 2F{51(evaluation 1)
Je Rz 2(evaluation?) » NS HEE MG T R E FE LT
T E S
(DN (validation) : f25HE Z AR A IEME - B EAE R}
B IENE - [FEE - GMPEEIHE ~ (EHEMIEE R Uk
HE - MVERRMEBNES » B SRR
& ZEAEE - AR RSS2 G e AF KPR EL -

()& ZaHd 1(evaluation 1) : EHIFEEF AR 4212 - EDQMAS
&l H B R T E %A 45 H AT /EEDQMAEE & 3 FH 35 £ 1
ZHEE > {20155 % 2529155 CEP -
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2. CEPS#H
(DA
A. (TR ETEI B /H IR EDQMER (i - R ERZ AR
B. CEPFf7 & f M 42 5 5y
C. EHXHUSCEPHIA RIS - & CEP R 55 BT & Al i EE
HREH - BARFA B &R S
D. CEPEErig/Hi A 3CRA% » HA T8 E BRI -

(2)CEPSE H 5!
A. Notification : 43 Aimmediate notification, IN 5zannual
notification, AN » EDQM&Y7 1{& H AR R e e s 5 -

B. minor revisions

%)

major revisions

D. renewal : ¥ JCHUS.CEP. XiB54E » FIMAT6IE AR
RS

B PRI B B T CEP S T

FATBOLPEE AR 40~ s

G.Starting Material 8 55

a HrEYIEEN(Starting Material) B g s JR R Ay SLA G
— » J&immediate notification » FEHIFHKIEDQM >

b HrHYEURH(Starting Material)#435 R R 2 JFUZ e A LS g
Z— > [BEREREETTA SRS - JEminor revisions -

C HrEYJER(Starting Material) LS RE R 2 A A LS Y
Z— > HRi &R AR - Bmajor revisions

H. &y E SR 7 S5
a PR{EMROEZ % > AUREREIN - BV RE > B A
afiyfe ZE35 /0 (5] - {8 S5 4 5 38 1 (annual notification, AN) »
b SEFEELKEEGHURT » W ATREEALIY ALY - &
major change °
| BEHLEET > B3« 2O Em i T BEHTES - EDQMIK A AICEP
FH B - A R B SR B SR I ST RS B S
SEIEEMIEETIR B B B EPE KR G EA HM AL

o

Ny
il
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I\~ FEEETE

(—)EDQME &~ fita T
RS A T SR L B A 2 Bk IR R B A EU
GMP part 15
FHEDQMREIFEFE AT EHZE » A XEUEEAE EEEFFHHE
RS FRHEMAHYGMP/GDPIERL TAE/ NaHHES 5 T o - FE AR TS
A HCEPZ B gl E R » HREEsTE=EAFTAEEAE B -

() 2 2 e b A [ U T
1. B a2 IS -

2. HRIERE © PITHFEERR Z IS CEPREE W F1% -
3. JRURIEERE - AP EERRE » JaR R R
4. BUSTRAHRR © A0EA EE TR IR R EHE T -
5. BUSMORGTEHINE -
6. HAHRHANER -
(=) FEETLME

1. FEE R E S 14EDQMEL & K 1447k H EUIEEAIMRAS & 1K RH
B (IR A HWHO ~ TGA - USFDAZERE) » $h244 -

2. IEEFHEFINEEROHENIEL -

3. HE K&RS:(major or critical)i » ZEI7E[E7E -

(1) FEEEER

FEELEIR A7) By & (compliant) ~ A~ HI%E (borderline) BUAFF&

(non-compliant) -

1. EFEELEF Ryborderlinells » &5 (07 7 A TEFE AT~ LASHAd #7E
R EEATE -

2. ETEEGER G (compliant - S Y SR ROERL - S
TREEZFE BRI R R (2-55F) -

3. ZHEE Z BUERUAR LE H NI R I L TEPHE i (CAPA)E T
SRR -

4. TE[A4E5 5 (positive outcome) - EDQM &% % CEP K, GMPEEHH -
& [a45 5 (negative outcome) ¢ A B KR4 (major or critical)ig > Hif
CEP& #5747 {= (suspension) ~ f[e](withdrawn » FEE R ZHI 22 >
(B ] S FR R ) BB 4B CEPHY{R 4B FRE% - CEPEREERG nl N REFEHE
R 1ARNFEHEREH « FEEERE AN 4R IR HEREA - AIEDQMeE
RIFE A LS SR AR A0S » WA RER B -
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(1) T2 GMPHL4:(2006~20144F)

EDQMJA 2015 FFE & 382X » P HTRAEELER A fre > T2
HYEE R BRIE Foase (A ~ QA ~ SEERTRIE ~ U E R BLnR AR ~ ekl R -
QC% -

A (2007-20154F FE AL R A TF & Z H 733 © 2007-20154F £525% »
20134F 538% > 20144F 512% » 20154F F518% - FEA4E RATA &L
Bilie 2 T AR REDQME H R\ s A i H v e\ 2 BLAG Mg > G AES T
FEEHIEESR -
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— ~ R E S
PRECHEEHARISIESE ~ BIE AT R B SRR - BOMSEH
RS H R B S B HLAR(E » T RE 420 5558/ NaH R SO(E T
TTHEEI TR RIE A 25T B ER A H A TR - st
AR T L H R - EB S SRS E R 20 FH

HERK  EThEGEMANE Y SO EET - IIZEh g a8 7 g -

+ 5 b R A A

HREE SR H S NETRRIER > B R RS 8 R BT e Hy AR
i ~ BEatR iR AR M TAF - T E B S — AR LI E S i E
H At 572 e 2 B A H A - EDQM AL 1990EF(H 5 17 B S5 ] 5/ )N

4H(Pharmacopoeial Discussion Group, PDG) » Fi#Aa#1 ¥ 5] &% # (USP)
BN ZE BL(EP) S H AZE B1L(IP) 2 N2 #E1 T {77 il (Pharmacopoeial
harmonisation) » ZE A AT 4R5IHRTH R S B R & AEINE
1 PR S ARt 2, - (e 2 S B BB BRI P A A L
FrE S BROMNSE 8L 7 3| 9R0EE) - Fsdss)| R EE 2Rz A

FEE SRS M Gk o] T FERONSE AR EE I - Uil
% ~ mnIEEs T BRI - R - CEP RFE EMGETES - ERE
FrESIIEDQMEF I~ S IR Esk - 20 T REEUNSE ML AR (2
o RARF BN AR S BB ERASE RS 2 0T - 55 0 hEESEidR(E2E
BEABEN  ER T RE P LIRS 2 25 ERE - WEEIE =20

AR RSO SROE SN - T AR5 B AR BAI0 B A B B N\ R A T4
R > B HE B SR RE NI FE AR
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