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%
#%ff (European Pharmacopeia, fif#% Ph. Eur.) AEIE FEFE M B8R A=l S
BN 228iZ B (European Pharmacopeia Commission) #4{T » %EE S {4 —

BPR 4RSS - 1964 SEAITIRF(E 8 (BN - 2017 4 4 HJEEA 38 HE8H
BREA & 29 (AEiR 5 BIFRMEET S BRI TE MBI SR 17 & (ERR % - DARENS
EHHZER 102 EEIERE ABONEE F
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EgBlEE  FUSHHFEGERE -

BONEE iR B g — R =g 0 5 (2017) FEONEHRESGSE Rg
IR 106 423 H 21 HE 3 A 22 H > #EBE ARG E - G mEoiE
BEWONE L m BB E A RES (Buropean Directorate for the Quality of
Medicine & HealthCare, the Council of European, f&jf§ EDQM) & i FY
(European Pharmacopoeia Department) ¥ - & B G EHBAERIL - FEEBIREOM
HUR SRS > BREBONERE R/ NI TR MIEEA - §EBIREZEES
SREABCINEEHL AR BN, - SR L LFE - OMCL (BN ZEmm B EHIE J7
EE) MEBUNELREREE (CEP) BIE AL A MEHBONEE 7 B (% > T0#K
HEONEEHZE B FE T FEF3HE R /N 10A (Organic Chemistry-Synthetic products)
BENSZERFEEEE > /M4 EDQM 2 B EHE R -

AR BEIHRSIN 2017 FFBUNEEHRZ 5855 — NG KEON R ARE SR

» @ R EONEEHLARERETR « ST e A PR ILHA T F
e RO RER LMK ER T/EHEE - 2016 4 11 HBUNESEMZ S G &%
EETTERAE GBIE 6 (IHFEESIN 4 (EH B K 2 (8 TIE/NUEE)
(Group 6 ~ Group 6B ~ Group 10A ~ Group 11 ~ MAB WP ~ TCM WP) » AARE

U/ NMEAE NSRRI/ N oA RE B FIECRE - AR
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fil » #555 EDQM J&j+% Dr. Susanne Keitel BHEER Q¥R & » WWEHER -
2016 FEHAHREZE% » RN KL BB EE LB R oS (PMDA) M
e B8E > ShEE ARG B SRS - TR |
WHO EpEgEsn e | N ETOR G E) > AR BEEOMNEEH 10B ~ 10D ~ TCM

MG FEZ/NAAE AT RN SEEH ¥ B ¥ron H 2 fEABLEREL - R ERR AL

PEEREHISE 2 25
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g HH

SRR AR L 7 A B R B ER T AR AR ED RS B EEan  EERRER - BON
&3t (European Pharmacopeia, fEjf§ Ph. Eur.) Rl EEFRMEZEEM - HARE
HAHENZE0EZ 88 (European Pharmacopeia Commission) #1{T » ZZ R & fh—
IR AR - BPRRE HA B e P R A B RO EE S 1T SRR (% AR SR
on B AR SR Bl » HATETA 38 (8 2B - BREE M 29 ([HEi% 8 > emEE
HZR 102 FERIEARAEONERZ S GHE S > TUSBHEZ S g9E% -

2017 FFEON BN Z B FE —REGHIFHE LA 106 3 H2l HE3 A2 HE
o MERIEEBET R R G o &3 O B G BN 2 i in'E B 4 R ES
(European Directorate for the Quality of Medicine & HealthCare, the Council of
European, f5f& EDQM) #Z#1EFY (European Pharmacopoeia Department) 22§ o
BRONEEIZ & & S dS R BINEON S IURIESR TS - BiRg BB - Bl B KEX
INEEHF S NE R TR NEAEASIN T HRBONEES RSB » DFIRZRE

TEHER -
AR BRI 2017 FFECNEEHEZ B GH —REH L EmERIE - EEHEK

Bz dndmete ~ ERESOEIFIER - T T IREONSE IS B G AR SR Rl B gk

HgRIEES > DUHIRIERERHLE - OMCL BUNEmmEEFRETERE) &

BOMZEmnEES (CEP) BRI LG MEIBUNSERERR - BhttRg

B EBRERIOR AR SR - IR EER IR g h#
7 EDQM FRAKGIREBIENES S - ZREBIRE(E -



A - ak

HEI A BZIRIA 106 42 3 B 19 HENEBIHFRF ARG (Strasbourg) SANECH
1 = & (Council of Europe) T 5% Z BN 2 i i H B 5 £ (R {2 /5 (European
Directorate for the Quality of Medicine & HealthCare, the Council of European, &%
EDQM) FrAE B2 5 157 REONEEZ B & &3 K BONEE R ZRITE > 1 106

3 H 25 BEREEFT > TR TIECEA MR

H ] (REAR(EGE

106 ££3 H 19 H(H)~ BUR(EIL-HREME- AR - A BT R T )
106 463 A 20 H(—)

106 4E 3 H 21 H(X)~ SN 157 REONEEHZ B EErag
106 ££3 B 22 H E(=) | (157" session of the European Pharmacopoeia

Commission)

106 3 H 22 O FR(=)~ | 2B SRR S

106 4£ 3 A 23 ()

106 4 3 A 24 H(H)~ B AR R RO B - A B R 2R — R EAS -2 D)
106 £ 3 H 25 H(GR)

2 - GRNTERHER

—~ S0 2017 SFEUONEERZ EFE | REH
Bl EEdiZ B¢ (European Pharmacopoeia Commission) 74 1964 FERYIL >
BEEBEAEEOMNEE RS - H 82 DBONEIZ R 1R » JRBEREETEBIOM

Hi W B R A A R FoBlgE & - 2017 &7 1 A 24 HIFBONESEIRZR SER %




FL. (Moldova) [RIBICNER S G2 FHFIIABUMNEEHL A4 1 4 H 25 BAR

FIELERIBONERZE S EH 39 EGE (38 HE AR 1 (HEXEE) & 29 (HE!
- BUNEEHZ S —FRM=RZ B GEHE » BBONEEIEIEEETEX

FBED AL TAETERERE T BFgER - NMIAEANBIRES

g - S Q01T 3 A ABMNEEHRZEEEE 157 RG> 2MAR

E R - TEEY AR~ B~ IR - R - 1R - I FEONEEE B

REREONEER B NABR TR NAAEAN > DR SHFUEEAS - &

Bt~ QRN - WBiER - HARGEERNEIRAERS -

EbAtGHH EHHEE AL EDQM f& & Dr. Susanne Keitel 2080 » #EE T /%

Dr. Tobias Gosdschan fMEERSMGHNFE - Fi#Hf EDQM S| E

W ERA BRI E - EEEENTEEROT:

ﬂ

Rzl

(—)ERESE 156 REOMEEHZ B & &R FcR
2016 4 11 A% 156 WEmi@msiy 14/ (Haw 12 @Al 2 7%) KigaT
52/ CGERAU 12 - B2 8 f K (Wi 32 7)) DALRABCHOIBIONEEE 9.3 h -
E 2018 55 1 A 1 HEFEON 37 (E& B4 RiBBOMNBEH 5> 2016
7 H > EDQM BRAHIMECKIE S | B S22 B B E 5 0 A2 2R
MEEBLEE - HRARIETES) - G-l 720 i1 A E2RE S EIFEE E B - 2
By » SBEONGEIZ B8 20 MBER/NE K 37 [l TIE/NH - B 6 5l
B5¢ i TFDA RIHERE > 778 4 (S NER 2 [HTIE/NE > JIEEGEE
RS UL BEEHEE) - FHEr h gt e -

%

1. {Ez%#E% (Notification of National Monograph)
W R VA 12 B AR 2 AR 1 TR 8 ] 48 T 7 [ B R R AE. (Cannabis
flos) » (R4 2015 £ 10 HIBHENRF R G GHRAE S EEE

Obidoxime chloride (f#85%%) Jz Cannabis extract Z£ (R 2



2. REACH Update

REACH (Registration, Evaluation, Authorization and Restriction of Chemicals)
BRSO LS e - BVAh - PRME B ZUEM - iETE 2016 £ 5 H
19 B - Bomassta mAE EERET 67 MRLM%1/E 8 7 REACH (L& - H
A AERE S 21 RMERIRNE 16 RIMIERAIE 9 R A EA B2 m BT
Lok 21 TR MAEVTRR

1551 (Style Guide)

EDQM #8uh EABMEEHZ(55| (European Pharmacopoeia Style Guide)

ATEHTHE - oA RIS S EER M -

(S LIFEtEwmS

L.

Wi PA (Pyrrolizidine Alkaloids) T.E/N&H

HAER D B BE B 5 B i R L B 88 i (Herbal Medicinal Products) 22
BitEA PA ZHEYSE BOUREEE T 6000 fELL EEEH PA -
U PA BUERTERNE » DRI MBKNEEEAZS B eHR I T /e NI 6
Ko ARG R\ITE PA TR/ s/ MER & FEERE Pyrrolizidine
AR T

EEEE

BIOM S SR B FEH R 0 B TR0 B 2 2 g BREEE1SE - Hh
HNARE 18 REHR & 1 RERITFRE > SWREE TETET MR 7/

(e < s TAE -

BOMEEIL TIF R RS

SEEB SN R TAE/NHT IR E - 4851 1160 35 > Horpr > St 452 T

fE5T 708 I - RF|& TAEHH A ~ ¥ogsigs] - &R NEZTAE
BSENERs ~ FIATAFot BRI TR - TIEERL T 0-5 ) R AFIE
B8R 407 0 /RRMIEFNEZ (no official draft) > "1 AR FEZEK (draft

circulated) - "2 | fRFEEZE /G Pharmeuropa (draft in Pharmeuropa) » '3 |
7



RFEXHEZE B S Com (document Com.) > "4 | AFRIFBEZEEGHERE
(adopted) » "5 | FRELHIAR @ BHEY3E S kR (published, removed from the

list) °

(M) HEAthH 8% TrEHR

1.

Isomalt (Carbohydrate Working Party)

BIOMEESE - HARZE M K SSRZE LY 2016 £F 11 H 29 H%ZEHR#H Isomalt fi

FYESCHE o SERFMEER 7845 Definition ~ Identification + Conductivity

Reducing sugars ~ Related substances - Nickel ~ Water ~ Assay K Labelling

LIHE - MRS AR CENEVGE - ESEEHEE -

T FET A 4H A (WHO)

1 WHO Dr. Sabine KOPP (Secretar, WHO Expert Committee on

Specifications for Pharmaceutical Preparations) X\ » EEHESFLT:

(1) Fourth Meeting of Member State mechanism on Substandard/Spurious/
Falsely-labelled/Falsified/Counterfeit medicinal products (SSFFC)
2016 £ 11 A 23 HZ 11 A 25 HiWwEHNRETY S ESEE
SSFFC SEPUR Gk - sTam AR 2016-2017 8T Z TIFstE MBS
PR H - EREES SR/E o/ RIE/ RS/ R E (SSFFC) B & i 2 {
ST~ BENTAEAE DRSS, ~ 387 SSFFC MR ~ 750k BB HEE i
A ETAEREVEREEE SSFFC RANESERZ ~ SSFFC B2
NIFERGEBRZEZMREIUNSEE SSFFC LIEE#REH
H » PLESHRA S P S BT B Y R4 Rg -

Q) EBESBIRREBERZEBT (Expert Committee on Specifications for

Ay

Pharmaceutical Preparations, ECSPP)
2016 £ 10 H 17 £ 10 A 21 Hit% - HWELST ECSPP £ 51 Rg
e G HIBERTY SAZETR 3 ol o B ERE AN R

‘BRI BRI | (Annex 1) ~ BRSNSETHEIEEEAME (Annex 4)
8



®)

(4)

)

(6)

R ey 8y EER] (Biopharmaceutics Classification System) &
o8 £ 3 A RSP B BB 5 5[ (Annex 6) o fEET {1 B PR 8
(International Pharmacopoeia) HL&BERAKEEE (Annex 2) ~ (e BEiE
s B EAGAZSE (Annex3) JrEFELE W EE IS B K R SaH] (Annex 5) -
EIFEEEH iR o R ~B3T 7R
2016 FFEE(TEE 6 AR » R 220 - FrdE b ~ REEE/DFEZ
@A FE Ceftriaxone sodium 2§ 6 f& - ¥ FH A EESR ~ Mebendazole
tablets AZERT ORI EE RHIBEEE 2 M - ¥riPiRizEE Clindamycin
phosphate Injections i fE5] HJERl - {5 #E %% Methylthioninium
chloride FzEHFEHH] - {E5T4#8H] Colour of Liquids 2 2.6 Non-Aqueous
Titration %5 2 & DU SR SR BLBIRI b 2 A a5 | -
B [&{EEEXE Y, (International Chemical Reference Substances, ICRS)
Hri¥ Capreomycin sulfate ~ Dextromethorphan for system suitability ~
Clindamycin phosphate for system suitability 5z Medroxyprogesterone
acetate for system suitability 5% 4 & -
GyfEE o 54 (Expert Committee on Biological Standardization)
2016 4F 10 HExZEG @ wmARKLE - AYMiaREL MK
BURIEBEE 2 S - B2 AT 25T SE A A A - R
ZAEHE S s AR Ancrod ~ Batroxobin » Factor XI, Plasma ~ Thromboplastin
(human, recombinant) J% Thromboplastin (rabbit, plain) %5 5 f& - JREE
#1 IVD 255508 - BG4 ~RE -~ (FADRSE - BREWeE - B 2T
K - AT ERIMALZE K JAK2 V617F % 6 1 -
bR
it 2016 FiRiBEVH R A0k - BRI RINEEE ZRETE > I
SRS E BRI R - MARPTAERDEM MR - DA
BIHAER  THET 2017 4 4 ARy o BAFHE -

9



™)

(8)

e DS S A P e R i

EAE A HS T EARAER A GR - s TR ELF RS AUSEE
R ARER - B2 EEETEE SRR - BAE AR
SRR LU FHE A 2 I - TR SR st 2 T8
ATEE o DUGEI S A e B B S A Y AR i AT AT M B A

(e

Rl&#32% (Trends towards convergence)

B X International Meeting of World Pharmacopoeias FHtH 5854 4H 22

W RGN A FBIRERLT - AR SRt ~ R R R A0 T

JERl | HEE i Y B

1 201242 H29 HE | BEHWE WHO
201243 H2H

2 201344 A 18 HE | HIEHEE Indian Pharmacopoeia Commission
2034E£4 HE 19 H

3 201444 H 10 HE | EE{mEX MHRA/British Pharmacopoeia
20144 HE 11 H Commission

4 2014 £ 10 A 8 HE | ABIHTFFALNTEE | Council of Europe/European
20144105 10 H Pharmacopoeia Commission

5 201544 H 20 HE | ERHETHT United States Pharmacopeia
20154 522 H

6 20154E 9 H 21 HZE | HEIREESRIN Chinese Pharmacopoeia
201544 H 23 H Commission

7 201649 H 13 HE | HAR MHLW/PMDA/Japanese
201644 5 14 H Pharmacopoeia

8 201747 B 11 HZE | EEEEF o ANVISA/Brazilian Pharmacopoeia
2007 7TH 12 H

#F: MHRA: Medicines and Healthcare products Regulatory Agency, MHLW: Ministry
of Health, Labour and Welfare, PMDA: Pharmaceuticals and Medical Devices
Agency, ANVISA: Agéncia Nacional de Vigilancia Sanitaria

(#1.)Essential/General Texts for Adoption

10




CRB (Carbohydrate) T {E/NH#R: Isomaltose (1531) /MEXEE&Y) (Related

substances) JAIFXEND R EEREREEH R - BERRRIGHE SR EAH

2 0 K RE AR AR - EUR /K HE © Group 11 kz CEL (Cellulose

Derivatives) T.{E/|N&H I RfCEE BLRT F1{L1& » B4 Benzyl alcohol (256)

Carmellose calcium (886) Y% » Wi i H ARRE PA_ ARG ZUEERC a4 o H ELAREX

JWEE 3% I Pharmacopoeial Harmonization (5.8.) #E{TiFAIME -

(7N ez FI{E (Pharmacopoeial Harmonization) (5.8)

TP BB ~ SEE F H A= B4 i i S B a I AL - BuF5 3 Al Degree of

Coloration of Liquids-Instrumental Methods 2% 4 & - {f &% Benzyl Alcohol 25

41 18 - SSPh¥ HARSEIL I SEEEE L - 51A Electropboresis 7 18 R RIFF i

Ak -

(t)EZEE4H (Group of Experts) ¥4
BOMBEH BT 20 4 AREGHA 19 /MRS EMZARZEgFE
BENAKZATIETEHE TR - 22k ERAT
1. Group 1 (Biological Methods and Statistical Analysis)

Group 1 (Microbiology) ZBHEEIE R ILZ BR/NE - Z B EGImERT
ol > @R AR R A SRt - P AZE LR TS B At/ NB /D
SEE R | TS - /NHBFYR S B Methods of Sterilization
(5.1.1.) ~ Bio Indicators (5.1.2.) kz Alternative Methods for Control of
Microbiological Quality (5.1.6.) » &AEZAERTER ST » EUENEOMNEERL 9.2 -
LHuisE sk gt A RE Antiseptic #EHI » EL58H¢ Determination of bactericidal,
fungicidal or yeasticidal activity of antiseptic medicinal products (5.1.11.) > Ui
B BIOMEESL 9.2 « MERTIY L IERANTR » AR FREEHIERAL - 38 hmH
SRETE /NEETR EEIREE TE R 2 B bR JRIRZ T - (1) @RI S.1.11
(8 FA S s e P B RS M T I RERES i A e PR S it > 2) —

RERE A TR E RS - 3 AELEERIL AR
11



JEYE o AIFENIINEETE - B TE MR R TR T

IE - GHhE EAMBIR AR ETE S » IR ARE S -

Group 6 (Biological and Biotechnological Products)

Group 6 73 Al 2016 2 9 H F 2017 4 3 H AR 2 R&wk  #rEHiA 12 1L

FRCEIIA » 49fh/NHAE AR 173 < /NEILEFE 39 TEGRIETAE ((Ei 32

& Hb 18 By RRES > HER 98 BEASE  /INMENEREE

TERELT - HRIREEENT @ 756 156 XEw#ili8(E5T Heparin sodium

(0332) K Heparin calcium (0333) {l3% 2 F » ARZEEGEHEERIEST

Gonadotrophin, chorionic (0498) %({E:m 4 & » ERAHE RER - IEE

EFEH 2 i - BABR Pharmeuropa 29.2 A {Ew 4 & » D8EERA

Bi> Pharmeuropa 5 1§ » HERMEGEREEEP -

Group 6B (Human Bloodand Blood Products)

20164F Group 6B BH® 2 % - 513475k Human plasma (pooled and treated

for virus inactivation)(1646) i3 5 & 20174 LIEsTETEEH{&ETHuman

plasma (pooled and treated for virus inactivation)(1646) 5 Human

coagulation factor VIII (rDNA)(1643) o EL4\BH 7 Pharmaeuropa 29275

Fibrin sealant kit (903) JHuman anti-D immunoglobulin for intravenous

administration (1527) (w25 -

Group 7 (Antibiotics)

Group 7 KB 18 fir » ERHEEHED 3 K3 > FH 13 A - 2016 4F38
#EHTIG Tacrolimus (2244) {3 3 /R AAEET 17 B(Ew - BRTMA R

& 13 %&b%ﬂ%ﬁﬂ 71 BfFER 0 HPOAZIE 6 B > EEEEHE
30 5 - BEESE 29 8 EABHRY Pharmaeuropa H 16 & » DX EEE%E

AH2E -

Group 9 (Inorganic Chemistry)

12



Group 9 LR EE 4 fir 2015 4 11 AMIIER —Ar - HR LR 100%
ERTEHE & 8 (185 - Hrp S ¥ E s - TIEstE R E [ 18
o Hh 4 BREIE - AEE LA 83 RlEmfrHEs AT RA {E
7> o BEVNEBRINERR R LR BRI FEES R E A - (BAREE
HEEER BA B —RREERR - IR RWE LEEE AT R A
airgnt - DARARFTHIEZRERAAEE -

j={i{3

Group 10A (Organic Chemistry-Synthetic Products)

Group 10A BE4RE 81 FREm (i 17 5 > B8] 64 %) » TEEBIMEE
Z R R R - K EiEaEONENEEGHE 5 K > EXECARN
Pharmeuropa A 29 5 » MARSEHREREFA 39 7 - HABRINHEREEWE
il ~ B BEEEIS/ V& - R FRUER AT E AR R
FEER: > DR BE R BiE  EE

Group 10B (Organic Chemistry-Synthetic Semi-Synthetic Products)

Group 10B & FEUMEE L 306 F{EEHZ4mIE 1L 2014 23 HE 2016 F£ 6
HiBBEUNEEHZ B GHFER 44 15 - 2016 525 13 7 - HAILIFsTEERE
FrigER 1R SEREgYETE D EREET R 35 B A F IR ER
711 - ARFEZEGFER 4 5% » BRI Pharmeuropa 5 7 7 » HERET
o TAEFTAFIRYRIEAE 10A - R EEUSRER & 1F S BEHERL -
HREER LS ~ B DFETRE - HRERRERARMR
BUER < BR  BHENREREZBTEL -

Group 10C (Organic Chemistry-Synthetic Semi-Synthetic Products)

Group 10C B& 27 R{EMmIAmE G 12RE  BET15R) 20165 1EHER
NEEILT B e B (HiRHE SR - AXFREER Temozolomide {fEiwlE > &
#%R1E Pharmeuropa A 2 i o /MERHFETFEERRAT - (1) &
g G E RIS L  SHEET P ERIUS SE BRI ik an - Al
HEREZ BB - () [ Pharmeuropa ABAEEAIEE - SR

13



10.

11.

12.

FHEEER > DEFERERERS  BEEXEAEBAAREREK
DABE RESEARERIE -
Group 10D (Organic Chemistry-Synthetic Semi-Synthetic Products)
T2 HE2T Ether, anaesthetic (0367)52(0650) {EEf 2 5§12 Substances
with Foreign Odour HizA7E B » RZARUVAT #EIF HA RS - bRz
AERSEHEE AR -
Group 11 (Organic Chemistry-Synthetic Semi-Synthetic Products)
Group 11 BE3VRERLGRE - HP¥ry(EimeRs  EEGYHE ERES]
H 25 B -AREAZEGEEH 4 & - Group ITEERIL fiL - AAEHAHT
BEZIHREHE - B8N TEH - FERELIFHE—LME - BE
HERD » fEREHE S - BACYIIERTSEZ - Ao bcE
ZIEET - BRI BB aiip it iEns - SoliE - RHIFTEES < (Eim
AR - RES T ERE A G - HMNETR AR RE TR TR -
Group 12 (Dosage Forms and Dosage Form Methods)
Group 12 }4 2016 4EFAEr 2 X » KK ¥iche Pharmaceutical Preparations
(2619) HEERTIYEETHIZ (S - /NH .82 Inhalanda Working Party &{EH
B A B BT B T s < PR AR B g AT - 2016 SFEIEBEON

g FE 5@ sR A Glossary (1502) 5% Capsules (0016) SR (EHsm 8 & @ 58

N‘

A% Uniformity of Dosage Units, PDG Harmonised Text (2.9.40) ZZi@HI 4 &5

E/\BEH Pharmeuropa ©

Group 13A (Herbal Drugs and Herbal Drug Products)

2016 FEBEONEREZESEERVINER 3 B RETER 6 R 5B

R 1 RS ABIF Pharmaeuropa - 2016 525 HFE T/FIH Bk 75
= OBt 28 R R MEE] 47 1) (RS0 6 (8 LIFE2E H Al {EER 1 B

sTMEER S &) - NAEREHERIGE - SEBRIEAENSHE > &

14



13.

14.

15.

16.

HEONEENE B g SR EE(E R - FIE S FRrE R sl
SFTR B > DUV AAKHEEEEA N R MEB L ERwE TEZEE -

Group 13B (Herbal Drugs and Herbal Drug Products)

20164EJE Group 13B HEE TAEHHHAS2H » EFEHIY (EEm28F s &5 1

i 24 B o BiERR P ARIREACH L Mm@ RN A - B/ NEER
TAE - SRty - BEARA etk ERRE - BREONEEEZ S

eI AR/ D BRI EOK - DI Z R -

Group 13H (Fatty Oils and Derivatives, Polymer)

2016 4F Group 13H A 9 BEEEEBNEENZEGHEE (IE(Hm 1=
FAEETHzR 9 #8) » 8 MEEFRAE Pharmeuropa » FEKIEERE] 10 RESIA
TfestEH - BRI LMFHEEHA 61 1 (B 15 BRIEET 46 ) K 14
R M TEEHT AL - Group 13H B52H 14 fir > 2016 SEBR 3 555 1 KRG
2o B 10%BERSMNER o BE/NMITIFEFIREEEER AR LK
EIEBRERE - 2016 4 11 Aty 7B - HSHERRKEEH= >

WERREEER - BRIEETIFEH T -

GROUP 14 (Radioactive Compounds)

W Choline ([11C]methyl) injection (2462) (&R 1 & » WiHKIEET
Fluoride (18F) solution for radiolabelling (solution de) (2390) EZFEL[5> ~
11 Sodiummolybdate (99Mo) solution (fission) (99Mo) (1923) F&EHIAIE
T3k e

Group 15 (Human Vaccines and Sera)

EBoNEE T B s 154-156 R &5 3%3% Group 15 gty Substitution of
in vivo method(s) by in vitro method(s) for the quality control of vaccines
(5.2.14.) R f&z&] Poliomyelitis vaccine (oral) (0215) %5 3 &% - B RIEHEFHT
{fz6 2 B RAEHIE 1 & > 78571557 Influenza vaccines E{Ez G 12 /8 M Assay

of pertussis vaccine (acellular) (2.7.16) Z3ER| 2 & » 2 HER Abnormal
15



17.

18.

19.

toxicity (2.6.9) #E2EET E A {[E R 36 B K Botulinum toxins » EEST{EER
HE/\BER Pharmeuropa 29.2 °
Group 15V (Veterinary Vaccines and Sera)
Group 15V FEMREZ JMESTHERESCEELIFFE 3R B3k - 85 155-156 REUM
B e @ agg o /NEH Winter ulcer vaccine (inactivated) for
Salmonids (3064) Kz Principles for the detection of extraneous viruses in
immunological veterinary medicinal products using culture methods (2.6.37)
WIETIEsTE - HATEETY » SEEEFEmIEATE - [REEEAERRE
BRI T — RS - 20165F Group 15V JMEFEMISERINE 3 ZUN
(HE 0 S Bce EDQM Mg Estmag ik | SEEFEERE
SRR - Bl eI E R AREL 2% -
Group 16 (Plastic Containers for Pharmaceutical Use)
/INeH R /]ME Polyolefins (30103)~Polyethylene with additives for containers
for parenteral preparations and for ophthalmic preparations (30105) iz
Polypropylene for containers and closures for parenteral preparations and
ophthalmic preparations (30106) ZE{iEw 3 & » {4MA plastic additive 12 CRS
PSR A E - RIS I06E I RTRCR S it - W HEEKIEE] 3 mE 2
T MTRlEER AT o
Group P4 (Procedure 4)
Group P4 JA 2002 FERIL > MBBEEUNEEME B EER 78 & - 77 B AFER
&% > 2015 FiyH Sitagliptin FERIUCERBONEE 8.7 - 2016 £/ NHEZR
17 fir - AR 3 B2 R & - 2016 FT/FHH B4 26 TR EE K 16 THAY
Bl AABOHENZE R SR AR 7R Hd 2 R EsR - S BhAE
BIMEER - EABAFRIEE 6 18 KUK 2 /B hL Pharmeuropa » AXIEEE G
EXrE(EER 2 R ARG | R TR 16 RERHER - WERTFE 2K



B NPAs ¥ MAERB D TEUR & RAE 2T » BREELE
T B A Z R

(t)TAE/NH (Working Party, WP) s
2016 &= 11 HEONEEdZ Sl 37 E T /F/ NI EH KA 16 /M
W EMZ AR E R B EENB ;K TESREI I TER - fekER

T
1.

BET (Bacterial Endotoxin Test) Working Party

BET WP Eifit” MAT (2.6.30) EL/\Bf}* Pharmeuropa 27.4 > AGHAEE 155 K

WBECNERE EEERES - AENRAE MAT PRESLIMIE R

"Pyrogen , Y 2 HIE o 488 Group 15 &Rtk » HEkeh Group 15 EEFTHL

Z 1 B - /NEFRFEEET Guidelines for using the test for bacterial endotoxins

(5.1.10.) S8 3 7% » S5 tA7ED Group 1 EHERTEAI 1 S -

CEL (Cellulose Derivatives) Working Party

AR @A Viscosity (2.2.8.) A Alternative equipment 273 » #HefME 7T

NFHBIEE  HEEEES -

CRB (Carbohydrates) Working Party

CRB WP #43% Gammadex (2769) FzSucrose, liquid (2797) ZFE{Ezy 2

£ » 1{&E] Dextran 1 for injection (1506) {Eifi1BEEEE » WEHHEKE

=T Lactulose (1230) K Betadex (1070) ZE{f2BE  —HAEZETHER -

CTP (Cell Therapy Products) Working Party

2016 £ CTP WP H 2 IE T AE:1EE » HH{EET Microbiological examination of

cell-based preparations (2.6.27) ELFAEE 156 RECHEEI T B GO RE AR
o ZFIAEE 143 RFE B IIY Microbiological control of tissues

(2.6.39) A BUERHFAER - LUEIRE 10 g BR=IET 102 (HER

LA 50 (ER RsPmilyrBAIHRE - FEEMRRERBERER

SEREZE P/ NEZ B THETIY 6 AT -
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HOM (Homoeopathic Raw Materials and Stocks) Working Party

2016 4£ HOM WP $2H¥#ri¥ Selenium (2844) K Ammonium carbonicum
(2916) {Hzm 2 B ~ MIEREEFRR saEZ i Ephedra distachya, dried (2837) {[& g
1 BB RCHTHY B55 Hyoscyamus (2091) {37 LIFstEEMBRUNENZ RS
SEA - 2016-2017 FEE/ANBHAEFES Rhus toxicodendron (2519) Z{fEEG 6 Bid
Pharmeuropa - HOM WP TAEBIHFEGT 127 71 » &HRF& - S RSB
FHER HIFE AR FEEEEE4R S =
20 BAE 53R o EHEBSumERE 10 (Eram HERER > £
BHIE By MEASE TSR © ORIERS IR - BN ELLIEY RACRER - 28
&5 - A EMEBER D DUARE LS ERR » RO ITARS
I - NEEEREIN G B 2 2B E IR ESEBIAEEHE - MR8
BEEHER - sHE SRR T EET -

INH (Inhalanda) Working Party

E20164£2 H DAZK » INH WP E 3 2%/ NMASE S K SREF G > H 2
X PDG EEEezsTi# G-08 Preparations for inhalation: aerodynamic
assessment of fine particles inhalation (2.9.18.) {#FI{ENZ @ HiEBRIE ST
ZAF » GEIREONSEIH S 1 AN B N R RFERENT - (H B 2 B SR i
/INGH R (s B SR B B L AT L B AN BE BT TRER A B LT
BRI EEEES -

LBP (Live Biotherapeutic Products) Working Party

)

W8

LBP WP T {EBEEE#: A Live Biotherapeutic Products /5B K AH R
ZiER) DMEREON LBP Eds 255 - MR35 > LBP WP Hf2
RNE GRS R EEEG R ST {E R LBP B B8R M B B0R 7 47 G
BRELZE  WIRERR 7 A HAT BRI SR S (Em AR EIARE LBP BSR4y
HAEE - AT BOM B2 P RO JR AR A A IR BRE A (2.6.12) K

(2.6.13.) Wi N FALBP 2 - R/ NHEEL#E Live biotherapeutic products
18



for human use (3053) 5z LBPZE i ¥ka& @Al (2.6.36.) & (2.6.38.) Jz
{&&T Microbiological quality of herbal medicinal products for oral use and
extracts used in their preparation (5.1.8.) » J&}* Pharmaeuropa 29.2 B /K
MR -

8. LEC (Lecithins) Working Party
LEC WP #45#r5% Soya phospholipids for injection » E.o & RllzERER L 3 &
J3% » %5 N-Acyl-phosphatidylethanolamine %L1 TLC 8¢ LC f&H] - 24H
J77% C (Composition of fatty acids) ; ZEREE - MEENENH 96% LIE
YA 7 Bt RETEDE & RSB IR HI7Y Phospholipids RIREFEHIENE R T
#r > NI ZEAX Guidelines for using the test for bacterial endotoxins (5.1.10.)
TR BRETAL -

9. MAB (Monoclonal Antibodies) Working Party
BOMEEILZ B EEE 148K EA1E MAB WPZHEEK © 4% mAb a/EiE4E
Sl (Pilot phase) > HIVREILEAR mAb iz —iJ57A/EHRE
e K B2 EAE % (PUERR) gRlER (B 58 E Infliximab A
B5E o /NHIREE 155 RE RS Infliximab EEIFATEEIR - LEBONEEHE
S A E B Infliximab concentrated solution (2928) TAEIEH @ 2016
FEI0HFEZE AR Pharmeuropa 28.4 » 51201744 H et i s RAEEIEE -
SR RETT B SR =L EE - AR EERAWP 2GR -

10. PaedF (Paediatric Formulary) Working Party

2016 £F 4 H PaedF WP B{EN4RIELIF - AR 4 ZVNHERE - W& 2 K
WA < /N BN 5755 - EATE 52X PacdForm (i
B2 BB NG - 227% EMA /A2 Inventory of paediatric therapeutic
needs for medicines » B AEE » H35EE Hydrochlorothiazide oral

solution J Sotalol oral solution B{E4: T {FIEH - HAEAS TIEHERE S
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11.

12.

13.

14.

FEBIMZAZIET AR RIIEFEHWEE SRRSO - DIEE
HEHZ R -

PAT (Process Analytical Technology) Working Party

H20164F6 HBONBEHZ S T EHREFE T EE PAT WP ¥t Process
Analytical Technology (PAT) L{EitE1% » NHTHEH2 G 3 S 2K E S
G o KRR E - EERMNMEITAIMNOGE - frStt - X
W~ AL BB BB G E SR v BN SRR PR - 55/
% Demonstration of uniformity of dosage units using large sample size
(2.9.47) BEZ > DL PAT FOiTePEEIRE » T HBE SRR S E -

SIT (Second Identification Testing) Working Party

SIT WP BRIEERBONENZE & & F BB THR 3 Mok MH 6 AR
1A Pharmeuropa 29.2 Jz 29.3» th gt HAth/ NHEE 8 HIVERHRR 2 T 7AR &%
sfEET % > WHEYE Decision tree MAHIEE —$ERIEIDA (R 2 M8
> BIZANARITHERS - DS/ NEBERFREZ S -

TCM (Traditional Chinese Medicines) Working Party

20164ELLET » TCM WP FLEFT 187 » 20164E11 H BAGHERR » 131 8%
REEH » 3L HIRE KR ~ HH K EE - 20165F LB N &3
017FECYHEIRER S HIBE3RGHE - ZEHFERTS % - /NHERTAE
SSTHTAFatsE » Hr g {HamasSTd - EET{EER 1370 - ARIGBOMNEELZ
SETR - BESCEIETE o BT RRU R B EE (5 b
71 BRICEREESHR RO A st EE R TmERR - 2087104t
BIBRHE R E TR R EAITE » THETEEE R ELIASE -

VIT (VITAMINS) Working Party

VIT WP & F 4 aniinin < mie » EBRESL » 20166511 H1% - &
L ERET8AL » BRT{HEmAR 2016526 H f 11 A 73 Al B BONEE L Z

SEEL o /NIRR2UATIRTE  FIaZAgFERER - AR
20



Pharmeuropa H75E ~ THeTFAR2E » HER SRR -

15. VSADM (Vibrational Spectroscopy and Analytical Data Modelling) Working
Party
VSADM WP j? 2016 58 Chemical Imaging (5.24.) BEZE/N\F > W
2016 4F 11 HiEBEEUNEEIZE B E@H A - 2METEAI IR (2.2.24.) - FHET
BAIRR AL « et R () ATR B— 2 BB iE SN - THRHER
SERK, °

16. WAT (Water for Pharmaceutical Use) Working Party
{£5] Water, purified (0008) > BC&BOMEEHLETT ICH Q3D JTE ALY > TH
5 B8 4 Heavy metals (2.4.8)~J A Elemental impurities - M &7 HH#5 Purified
water in bulk fEERFS Water for Injection (0169) in Bulk Z&85EHIE FEk
3% HI] Metal Catalyst or metak reagent residues (5.20.) f5UEEEHS -

(JOHA T EHRE
1. Certification

(1) CEP HiggaFili fAEERIR

EDQM & 1994 fF¥## CEP 35E HERHER - C2HEM 6600 (FHFE
% ZETERIE 4400 £ - 2016 52 CEP H5E5T 305 (> HPH
FH{LEE CEP &% > H 298 { > %3k CEP ig&a] 314 {F EE%%#%&@%
TEEEAEEL > 2016 4F8L 2015 £ER/DAT 18% » FIRESHIBREE FI S IEaY
HEEREIRFIE T A EORAR - 55 2016 FULEEE] CEP
{5 1684 1 - B 499 4 EEARBIUN/EEINCY CEP &H 126
o

SMNERETAL 95 fir » Horp 88 [ E(BERAIESUE > 7 fir A= TSE -
H 45 ST EE - 2016 FERT 79 HRIEE - EHAEE 40 HR (HIE
5 32% > W 55% » HATIEBIONBIZR K 10%) » Hiek 39 SR AE SR

A » AR OMP 5 E KB EE > A5 18% -
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(2) BIESIEHEIOR
20164F EDQM BELHAEHo #EBUEH B> = CEP sHlisheE (e
A) 5138475 EFEAK EBOMN12{E B ZR 2507 » BONEASM 315 » 533l K TFDA
FWHO - 20165E11 5 » B @B FH B (& R 5 M R (ANVISA) 7 ZZCEP
HEA{TarE  EOE 200 CEP i » 55 EDQM JREEIFEH 45 =
ASMF &L CEP FREEZE{TETE » 2016555 KIEHE 58 17
CUE] 25 1 BER T RiRE < JEM » IARBNEEGa - DIEsI K
HAZZBERRERE - oE CEP HFE/EHREENE -
2. Reference Standards for Adoption
A 25 A A i Diosgenin 25 19 T8> EEHi LK Bezafibrate 25 81 hIH -
3. Biological Standardisation Program (BSP)
BSPHATA24I 1515 - BN AFIEE KUESHE @ MREHISE - £95
MTEMmTIE » BREHEH41E » H 9 Erythropoietin for Size Exclusion
Chromatography CRS (BSP137) ESZEEIL RETEMEZ CRSHAEE - Kl
(EEmiEs] —HERZEEHE -
CVELEEER
ARIREONEEIZ: & S BT Pyrrolizidine Alkaloids (PA) WP BT - Ki& 5
HlE PA Z—fealleis - AREE D EREFE N TR/ NER B E BRI
% 62 7% ~ 5HKIEE] 38 HEAERE LIt ERE 29 & - EF T RBE CEREN
MeER 15 & > BT 37 KA 10 = i FECRTETBON 22
9.4 Fi - M E 2018 - 4 HEEFEOM 37 (EBR A3  FridEzmu T
(1) E—7RJRER]: Raltegravir potassium (2887) %z Tigecycline (2825) o
(2) {fiw 5 & > f4& Formic acid (2809) ~ Choline ([11C]methyl) injection
(2462)~ Gammadex (2769)~ Sucrose, liquid (2797) k. Soya phospholipids for
injection (2316) =

(3) ELZE K HEBIMI: Green tea (2668) ~ Guarana (2669) J; Mate leaf (2678) -
22



(4) H#E#4: Houttuynia herb (2722) ~ Platycodon root (2660) ~ Bupleurum root

(2562) ~ Szechwan lovage rhizome (2634) k. Moutan bark (2474) -

= SIENEERR RS

*

ezl

L.

BN SRS BER T ERG B4 0 BRS/NEA
£ A & B BBl B Bldr - S4FEdrsE T 2 Meeting With All Chairs of The
Ph. Eur. Groups » FLi# 13 S ELRERE - SabiiAt HEONEERE S & 1%
Prof. Torbjérn Arvidsson 5|5 » & Mrs SneZanaSamardZi¢-Markovié

(Director General for Democracy of the Council of Europe) &5 - DA T FhERE

ERE - FERATT

— ~ The Council of Europe and the EDQM
5% K EDQM 5 Dr. Susanne Keitel » /MABCHEEFEEDQM » B
BERESRAN T :
ECMNEEEE (Council of Europe) ZAEXEH (European Union)
BCMEEE G 1949 fERIL - SEERENERTFALERER » B R BTl 4EEX
METEZ BIFRaHE > RERT - REANERERBRNIZRE - A 47 (@
TEE > ACEREHE 8.2 (& - BN ESRIMECERRE S /EZARMKR
1B 0 SAMER R RS S EIRTEE) - BN A% O M MERN SRS
@j o
BN A — 14 7% 5B % (European Union) > H 28 (€ EE4HRK @ &
BUEREGRBAE - AOBEMES.1 & > BUNSIEE (European Council) &
BRI R IS - R E BB M RESREH - BONEE
(European Parliament) 2HsKE 28 {EBEBIZ 751 {(EFEEHMN > SEHEX
IERZEE  BEBUEREY - FEERTHEHEE ST - SN BN
HPRFRIETER - 55— 18 REEFEE (Buropean Commission)  H1& 8 B
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HIRARIY  S28IEE » FREDE AR ER T HEONZEE MEON 1%
& (European Council) &) » th & FHEEEHNES - BB RIRG B
B R RS R SRR LB RS S 22 -
HBCNEEH = EDQM

1963 FEERETEMEOMILE T FEEnmE » R A AL - 1964
4 > ERFIEG ~ 7538 - BEAE - B AR - AR - It IR 8
[FHEZBBONSEMFEAL  ILBONEER (BHEUNEE G HFE oiE)
SNE B HY 2R HERON S o B R R 0 1975 FFEONEE 5] A B a0k
0 1994 FEEEZFEONSER LY - RUBONE TH#EmE R ER=4E4%
(European Network of Official Medicines Control Laboratory) » # 17BN &5
RN EBIEFE (Procedure of certification of suitability to the
monographs of the Ph. Eur) » 19967 EDQM (KRB EE /N EIER T » BB
HEFRIZEGE R BRAEEONERGE - By e s s
FESHIE, - 2007 A P 1 5 23 ERSAE R - 2008 BHIR R B T A58 i
FRIEEEIEE) » 2009 FEREE bt R EM S8 -

EDQME T8 300 %4 - &EHFAHASBONEE SRS LEE > g8
BTN AL 120048 82/ 50 iln 2 oK 4B © EDQMETEENMEZBONEE S
@EfEZE® (Council of Europe’s Committee of Ministers) | 7 X f5EFH
=& (Steering Committees) B5Ef -

E 19644325 » S04 7 8578347 » BONEEBL B 1 A BB OR » WCEk{R5m2334
=~ BRI 359 WG 2650 fEEE] M 8 (ERlmESRER 39 Mg A
Bl B 29E 22 8 BOMSE M B L aEoN -

EDQM 4H&k 7 PUERF ;e 78 » IRIERR G R - BRF I BAIA Lear ) -
YIE—&E — - EE#ZE (Laboratory Department, DLab) 3% Lims/IT E

fir
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Director
S Kelte!
Quality, Safoty &

ty,
Environment Divisian (QSED)

*——
P. Laveau

European & Laboratory of Publlc Relations & Adminlstration &
Department (EPD) (DPM) ONCL (DLab) Substances Department & Samples Division Documentation Division  Finance Division (DAF)
Notwork & HealthCare (DCEP) (ORS) (PRDD)
Department (DBO)
C. Vielle M. Jovifch K.-H. Buchheit A. Lodi H. Brugusra V. Egloff C. Larsen Le Tamec 8. Henderson
Chemical Substances & IT & Product Service | [Biological Standardisation, | |Analytical Chemistry Division || New Dossiers Evaluation Purchasing Events & Public Relations ||  Finance & Accounting
Herbals Delivery OMCL Network,
U. Rose Blood mmfullgad l.r‘l:" S. Almoling C. Sampaolss M. Agostinho
==
Blologicals & Others Publications Blology Section Revisions Evaluation Recaption & Dispatch Prass & Human
& Enterprise Systems
E. Charfon Division M. Wierer S. Jorajuria A, McMath F. Moutlor-Game
Projact Care, Lims/IT Unit Inspections Production Information Life Cycle || Sales & Data Management
Office me'{nn:ll Health Protection| Management
& Anti-Counterfeiling 3 d 1
Sackon F. Banolt-Guyo M. Tendero
Scientific Editing Quality Assurance &
Sclentific Support
C. Nicolas Loy P. Poukens-Renwart
Lingulstic Services Statistics
M. Bacqué M. Wierer

fEl— ~ EDQMAHSS: - i 5 A

Director
5. Keitel

Y s
O Enoarint thlden
|Q8ED)

P Leveau 8
European Publications & Biciogk (e Public Relations
Y of a
P QOMCL Nedwork B (,;L iy Dlvision LY i ons) Division L% llnlz:lnn)lllllll
(EPD) (oPM) {0BO). (pter) (PRDD)
€ Vielle M Jewtle KH Becrbei o A Lsg i Bruguers V. Egledt €. Lo L Tarmee §, Mendernon
Division & Pubiicatons B
= obgical Stancardisation, Aralytizal Chamistry Puechasng, Reseplion Eyants § Stark, lryartory
Cramet o™ || &EmemseStsians | “onci 8 1570 Dhisen Do LT & Dipatch Comvuncatisn 8 vesimnt
T T I T T T T T
Division B 3 Irformation Life ,.
Boigicals & Others Sanvice Dalivery Fhe:r:;:gjc:l&:& Bialogy Saton Inspeaiions Minafsauring Cyda Nanegumant Cost Accourmng
e Protection T
& Anti-Ceuntarfaiting
Fharmacewtical Tachralogy Saction Budget & Frances
" r———— 1 T
MR, Adminutraban
Trandatien Statistis &Sl

& — - 20164FBRMEE B 22 B e et

FRE - Setting the scene
S5 Mrs Cathie Vielle (B(H#2412% S @S E - EDQM BN

BEN) » MEEONEE RIS RTAEN - BRI T

SEHHED

|[BEHZ B G
ZEgZH 40 EREZEERNK - HATA38(E S BRI URE M 1{E

fasy
JEESERIAR G RRERZS3 A AE - THERSM B - K
B BT

BEHAETEZBGIIREANT (1) REBONEELL
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70 (2) HEETTAEFTERERBONER  ZE30 - 3) Al TFEE T
ERBHAN LI/ - (4) AEBIGEERE - (5) FHF/NEE TN
47 B PE#IE (Terms of Reference) » 5] H R EFFEHH (Ad hoc
Specialists) & EAREAE DL R [F] R B 52/ NAH B TR/ NGHAEL K
BONZEMZE R e T R2MIEIERE B—RIER - FEIERE) > H9H
2RLEEIEL > TEFIFEREATEL > —HEETEINAHELEA
ERE - mEl ERETREAREREAL - BN TR NMEEEAZD
FESN—REGH  BERIAMUE  GhREEFRED/ MR
EETE N - R TR BB THRE -
. FRE
TFEE (Presidium) ZHER - MALRI TR - EDQMJE & RAMEREHAR -
EBAT () 2MEEGERTEHEE  EHBONERZE G GHHE
BRIFIZEEEHRE » (2) EiA BONSE RIS PR R AT Z B DL
HEEGEFS  HEBR LEERRR=FZBREH B REEEY
ik TREEAREE LETEUEZEGHEES - O) BeEMERM
FILIFAEmmE R - R R EFR > UWRSBERAMTIEHEERE
FUBRREEOEEEE - (1) TRERESUREHREREA - 2
HEZ /N TR MNMEZ EHRE  UHEEEEE
. LfFatE
(1) F¥TIFEE
il Tt EARETZ . 2RI RBIR B R R A - ARBON
EpZ G TIRiEr - @ BRPE AR BT BISE R R BN EE i
BEg -  HEE 2B MFEHE] (National Pharmacopoeia
Authority, NPA) ABCONEEHIRER - IWERBRENSTTEEE
o IhAh  BH/NE/ AR/ NGE ~ BUERE « R MALE IR F N T2
ol TAFHE RRE - HEMEHER - fUI TEE A
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WERRE NPAs 4518  BEEGHEE - #Hitd TIETEFREDWE
RREE B H R B Y -

() MHERFR LT T
BEARE/NMABERZFEK  EHREEHERSIIREMERIFEAR - Hk
BRHENPAsRE - XZEEEHFE - MR LIFsrE AR
T A EHEREZIE LAE o

3) XfHEET
FET ST DRI ERTE/IME » B =3 HMWE 2% - 1h5h > b
SRR » BB SUBIREN - EEAES > NIEE BEFINE
FRIESTRE Ry TRIYERT (Rapid Revision) » DURE @ 4miR [ » ML
ByES 7 $EEA T TE (Correction of Errors) » &{E1E% > FHENERE B 12E

HFB® K NPAs -

To summarise:
Technical revision # Minor revision

Type of revision: Technical Minor
Need for a formal request? Yes No
Need for prior approval by COM  Yes (consensus required) No (but decision to be traceable
before proceeding with the Of course, the Group can in e.g. Group report)
revision? advice the COM
Need for publication in Yes No
Pharmeuropa of the revised
text?
Need agreement of COM to Yes (consensus required) No (but decision to be traceable
delete the request from the in e.g. Group report)
WP?
Need for adoption of the revised Yes (consensus required) Yes (consensus required)

toxt by com?

echnical or minor) => technical!
B = ~ BONSEHBAITEST S MELLIRk (B )
(4) MHERZESC (Suppression of a text)
%o H/INHE R BE T BRI 2 355K » A IIHEINERER B - TSRS
REERE > 2EEGESL - TEPSERT REMER -
&% b BN E S g A BEEAMBONER TEsHE 20N - BTk -
ZIER A E S BRI B A K EEE g2~ B5T KR

27



H) NMNEAEARBERSHEBIEER] (/M2 EX - s RKESTEENE
TARREI R -

EFE= -~ Groups of Experts and Working Parties: Role of the Chair and of the
Secretariat
=25 Monica Sorinas Jimeno & Emmanuelle Charton (BX2£H325FY) -
/N B ENMER WA TR A KNSR B - BRSO
1. HENEH - AF/NEEF
REOMEEHESESE R (Guide for the work) » AEARHRARIEET S
& EBEREEAS IS HIEKFEANPARMERE » XNEREEHE—
RARSIG - HENEE R 1 RER 13 R BAF S - 2
EBENEONEE g SRHEFALEANPA - B/NBNAZRE S BB 2 Fk
B (Adhoc Specialists) 7B/ NHIESE » — A EEHE/NABAFE S - BRIE
REAENEERFAR - (RS BT EMEUE - RN GRS AT
TEMUAR AR R E EN AR MRIEZE S GHERIRGEES IE - B
BHEBRGER /NAIgSERES S EUR KA MBS TSRS NS R -
/INH EEZEEE B Pharmeuropaf® » 5 UWETR RIEIER - TROGREFE R R SR
BB - BREF/NMNEGREREFAEZERTRE  SETRIE
H - EAFRBEAIE R - TEREE RS - BEEEES > X
BEMAL EEBET - HERYEILT » Pharmeuropa AFRRTH] SLELE
ST - SRR A RERYEIRE - DUk IR 84 - SRR
GHUR > AENEEMER U/ INMAFERERRYE - EHEREHEE
HAR R R B S e -
2. AEANEH : HE LTS
AEANDE LEHE THANESR » BRI E & AR TIFREMRIRT
A% o /INETAEHE RS - [ESET B R A FHRE RIEETIRFT - 1RALER
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BERAEWTSE - (1) BENZEME » () F£3XERT > 3) [EmEARX
%> (4) ZKREEMA /PDGERF (5) 3R&TES - W SEEBEFAIFE
FPAir - POAFREREST 2R R8BS 3SR = » BRI E R G EIR
P o FSUERTIRAY - 0¥ IS RER - AR EL LCaEgEll LC
B TLCo T - Rkl EHEEIRE > P k2 - IR A T
Fo R PEELE IR ES

FREP ~ General Concepts in the Ph. Eur.: Theory and Rationale, General Notices,

1.

General Chapters and General Monographs

#%% By Dr. Emmanuelle Charton (European Pharmacopoeia Department)
EERERERAT T -

BOMEEEL N 25572 LB (General notice) ~ #HHl (General chapters) Eii#
FIIIESC  (General texts) ~ 4% {5 (General monographs) B il &

(Individual monographs) ZVUKE 5y > SHHEM R HLE YRR -

Ph. Eur. texts

VY ~ BONSEIITRNE ZBifR (1 B HEER)
FLBIREGST
FLBLRBOMEE s EE—= » HE AT BIE Knowledge database (N/HIRSREHS)
HEE LGNSR - FLOIT St EA 4058 MiabstH H R - BUNZ2H
W T A BTN - R ET ABE B R70% - RSB - BT
GEEHRER VB - (B MRIBE masT ~ B RIS M EGEHEREEH
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3.

Z » RUATPAekraz B4 (Waiving of tests) - IS RERSHIR €1 414
AEEEAZFEMEFES » RIS - (EEmElE A2 7
WA E SR BRIFEERECGBAISARE » — A FE R -
{SEFHEEBL T 7ANG - (E B FRIRIBHRR (R - BRI R E 248 » sHEREE
PRAEORIE T Z 07 ARVER DU SR EI M RER b A - iR e
{41 Heparin, adulteration of glycerol with diethylene glycol » [RIHF FL I
Jil APotential adulteration » jZs R (I B fEHE - RFBI{E & St lEHEY) -
BUERE AR E bl e MR D R B E i B B

(i zm R # 2 H

{ExmacEH H QB L) 0T8> 073 &80 - €% (Definition) -
#13 (Production) * 5% (Characters) ~ $£ 71 (Identification) ~ HIEtEi & &
(Tests and Assays) ~ ££7F (Storage) ~ f@7r (Labelling) ~ R &%)/ 'E
(Impurities) S IhgeMMHEIRFE (Functionality-Related Characteristics) H.H
BREHEFRHTHE A ERHE - 35S - Eh O EEEEHE - B

855 Informative °

Monograph sections: mandatory status

Relative atomic and molecular masses, Informative
graphical formula

Definition

« official definition Informative

< limit of content Requirement
Production Requirement
Characters Informative
Identification Requirement
Tests and Assays Requirement
Storage Informative
Labelling Informative
Impurities Informative
Functionality-related characteristics Informative

[ 7 ~ BOMEEHLEER Section K Status (1 5 Hz#TRE)
plliply
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BOMNZEI W EBRIIRN A TR R FBWE ST A (BREsR
s R I R EEERY J70%) » 58 L B A R TESC AT/ B 5 7B 2 755 |

s AHEANTFZAEFES| (Guidelines for using the test for bacterial

endotoxins) (5.1.10.) ©

EAIAE I ERAIE TR » H R IREEAI - B R rg—
5y > SERITRE PR BB SR IR 5 2 ol - (E TR EBRS  SCS e
WL BEEE (2.4.48) » BEARMEEREH » (EIREDTEIST] > STRMRERE
2 2% D@ Bl (Chromatographic separation techniques) (2.2.46.)
BBl BT RBAER L I SR R R Ol ~ RN -
SYHERS) > EE T AR RBATE (OBEIHAA - R -
WSS » R E IR  DURIRE A GETE S, - EER R
HELSTEIRT (Symmetry factor) » SRS » H{EA08~15 -

&

g
VN

4E& (i (General monographs) R/}

SEErEEm R e i — R - S BRI Al
32 > 41 Substances for pharmaceutical use (2034) fHRERIHZE R YE ~ 58
R B BT SRR U B B - BRI Allergen
Products (1063) & Pharmaceutical Preparations (2619) 2 - 47&{Him 2 {E R

W& AR WA PISNEILIER -

FREF ~ Specific Monographs A Guide Through the Different Sections

FE8& B Dr. Ulrich Rose (Head of Division A, European Pharmacopoeia
Department) - f&ii/MECMEEHEE FULARNZS » WEEEHE 2500 (s - (KEE
BRI JIESFTR 0 bR 0 555% » REBEEEI3%

PUAEZR6% ~ EWEIEIA% o DU Rk (EERECHEIHE H e
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|Contents of the European Pharmacopoeia:
More than 2500 monographs and about 350 general methods

. Homeopathy Med. Devices
Plastics. Blood deriv. Gases_ 2%.

1% Biologicals
0% 1% \
4%
et Va s, 2 /
es.

B A ~ BUNEEMEE SURRAIE » HREEJFAY A UREREL G (B EaETS)

E# (Definition) : S E#i[E (Content)EH#EE[EERHEH (Statements on scope)
& B HER K EEZET - HPLCOMT il (A e BB AN BT
TGS IR R96-102% » (AR EBEER 2% KBEFE 2% MEFKR K
99-101% - A& B U/NEERT (Umg) » Yot IR IRIE M
(IU/mg) &% -

HEERH WEREEE - KEERE)  BAbeYaKoT#E%E  REE
{EE @424 Meldonium dehydrate J Caffeine monohydrate; {L- &4 [E]
K FREVIMR - ZTE &I IIxH0854 » 41 Zanamavir hydrate - {E&
Wi K B 27K 5> T-40% » 41 Fluvastatin sodium » BRIERFHIERET - [E} %
3w 78 S S HE R A S EFR IR R T IER 579 > 40 Pethidine
hydrochloride ° & £5 JFURE 7R 0% B Bl s bl S ALK » HAE R » 4
Simvastatin °

M (Tests)

Tests JHAMaHIA T « St SRS G » Al s A — R oo i ER 14
KEE ) ~ (L2 (WEZRKE - EER) MJEmE (R - B8Y) &
3METTIE -

(1) ARy
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@

€)

FEH @A s R E R R A 4 TERSeBE I SB IR ML - 4
Impurity CRS 5, API BEAIRAII2 8 A&Y) » {API for system suitability
CRS . API for peak identification CRS » 85/ FAH ST s A RS RTEE 71
) - ki Directive 2003/63/EC #1#i New impurity profiles » &%
BHOELDIBONEEIEFIS - VRIS - [RE (Maximum tolerance
limits) SeERESTTA o WISRBOMEEHE G -PRVARE - 7R ATECR B
ZenE o FETREE T RE S SR A R A A TR AL R ARG - B
i e R E T - TERHEEAMBUNEEH - FFAERA AR
BEERER - PME AR IZS TR T -

A )

PEBIRIAR A 5 B8 TR A EE A DL BRI AT 38 - 1 B st
LR - SRR 2 HA Y - RINEETLR CRERERYZE
B~ HAtAAR (UEIEME ) RoTRANEY) - wE T A AR
TR EERE ~ ICP-MS (ICP-OES) ~ Fifg (b5 ~ EEEHHEE -
RAGYIREE ICH Q3D (T » BEONZEH S SUAGEEC IR A 2850
i CARABEEER) vEeBAEIHRE - BB EdmiIrE =
EBHECEE - ERFEEmEE B - FEER Q3D (WFe
Ca- Al) Bzt E @ REERISENE - Bo&ICH Q3D - E314:5
{E % Substances for pharmaceutical use (2034) - Pharmaceutical
preparations (2619)~ 3EHI| Metal catalysts or metal reagents residues (5.20.)

& Determination of metal catalysts or metal reagent residues (2.4.20.) &

ICH Q3D T EVA KR » bl LTS ORI BN EE89.3 -
R

FRRHVAR (Residual solvents) (5.4) RRABIRGEHEM VIS ER] > (Him
— AR ESR AR - BRIR(EER P AUERRMIEE 148 (Class 1) AR Hak

EFRE > 41 Ethambutol hydrochloride (0553) 7 %ED (1,2- & f%)
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fR& Sppm ° 534 (Class 3) JAH—HREREO.5% » F#B4H0.5% > ZHY

{EER S > 40 Olmesartan medoxomil (0600) N HEFEZ0.6%

FHE/N ~ News from the Technical Guide 7th Edition -Modifications and

1.

Improvements
%% Dr. Ulrich Rose (European Pharmacopoeia Department, EDQM) >
EREESAIT ¢ EDQM AR ZRERGTTE R - #uh B TRk - S
AR EE S EER R BRI FE R %5 i (Technical Guide for the
~ Elaboration of Monographs) {F R 55 &2 iHim 2% I - B
G ~ (ERRIEME 2 ERTHE - J77EBRE R o T AR AN - DL
TSR ARE (What's new) BEALANT -
fEEEEA 2% (Title and Definition)
I8 2014 FEONSEHRZ S EEME " Hydrate | BUR » fK{b&EWEEKE
e 2 R E R R AT
(D) BEBOEFERT (AfKZEE) - BRI (Anhydrous) -
2) BEsMbe?raEl{E455E7K (mono-)BfEEEHIK (di-) B nfEdFK
o SR E R -
() REEGETKREZILEY  EREELL (hydrate) BU (hydrated) -
10 (It contains a variable quantity of water. ) SR E &R -
(4) SOKEGERRG LS BEREEASH (hydrate) » #8701 (1t may be
anhydrous or contains a variable quantity of water. ) S FHITLA EFER
&5 (Content)
= EREERIR 0 RBIRE 2 M RIRE T E - BB Si R
AR - FEx GRE— Motk willsERag 99.0-101.0% > HPLC
E—MEDHTE) BHIGEEESE 98.0-102.0% - DUENTESTEE - HTIR

EHRERE - R RBEE Bz A6 - HMPE B8 -
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AR E AR b R R o & 8 > MR T 2EA

(1) EEYE T 2 i e BT R ATV > {Metixene HCI (1347) -

Q) BERMEE  —IERETER R A KRR T INEEAT - 52
FE L BT B IR &S A B LUB R EL » 41 Mefloquine HCI
(1241) o BERAGRELZ ORISR » BoRFURSah i SRlst: - g
A — S LR R R - L (EER T IA— B -

. [BE (Limit)

{Emrp Rl (RZERRE) RETEMRE RS » A3-Sigma
A /DM 10 MR oNEIE - stEHPSE - IWLUPISE - 31R4E
7= ([EHEERI99.7%) 1E R - ARILIFRRINGIR BB > Rl BAEBGY)
ol [REEEEFEZAELZVERIRE - BEROIREILREE
HEXRER 0.1%  (EERBFIE + 3RAEE R R0.11% » [NILHHRIE
F3-Sigma JRH -

. H#ENEZE (Bacterial endotoxins)

NERZERESEER - KR KREEREE > B5REERYHEL
— » RIS BSOS BRI T RIS, - 3B A DA TERRE > R
A F RE DA I 2 2R BRI, -

. ¥E%Y) (Related substance) & i

S ERF- (Response factor, RRF) SERFHIHHE PR AR fn 2 BERUE - BII
RRF=Ai/Asx Cs/Ci > HthAi =R IETHITR  As =Rp 0 IERITR ~ Cs =
ZHYIREE (mg/mL) ~ Ci=REYPRE (mg/mL) - BIER T2 ERTHY
BIRUE - B AREYE SRR EREASMNIEEEMD T KERTED
0.8-1.2#i[E » BIFRIERT##H1.25-0.8 » RIfEEHIEST H SR T #ulE] - &
IEET> 50 » FERE RS RSN T T ER -

[ZRERF 2 515 R r B8 43 1 &5 B P 2 A AR P e S R P [ B T RE =

ZRRE o RIERTF A UH EAREE - REEEHTAURERIMNEUR B
35



B » ALC/UVIRHLE MR AT - A EiY R E e ia I E 1R
FEIERR A HFERVEESR - WEERmERHE - MizEGREREELEL
AIER R P TR EE M T 2 24 RS A e ) S IA
HatE - FEBEGFAY - B8 HEYI AGERIERAT - Hin EeHleF 4l
VRPN A S LUK AR 2 8 - RAZE (%)= (100 - (K5
Bl ) <ERERE(%)/100 AT > FEIE]E (Provisional value) » FEA
G AR iR e 1 - R T BRI M IER T - HERS
VBRG] > FEEREE 205 BISIRERE - EmiEHK
/%) - HPLC 5TRE&E - BEAAYIEME - EfS I FHCOARIRHE -

. HPLCZ %7 M 4E#E (System suitability criteria)

(1) 53HERETT (Separation capacity)
S T S REETY AR RERE - —RBER (Resolution
factor) - (&S RN R I SR A RIE DT » R A
b BfE E2EN IR R A 2 B - EAEEA/NR 1.5 - Kb
MECRFTE N AYEEt 2 A BE 208 - BERBENE 7% -
(2) BEUE (Sensitivity) : EHRL R/ RHEIRE (Reporting
threshold/Disregard limit)
JEHR & B/ RISRERA2EHEL » —RHERE— Y2 2w
BRI EEAREECESERNEYEET - — R AEEREN BT 4
SAFE A2 24684 (S/N=10  fEHREE/ATRIRRE) -
A BB AYIRE A AR E  JBALSERS BN ER
o B - EAAYIRER - (HisPARIAERS

FREt - Links between the elaboration of monographs and the Reference Standards

activities-Chemical Reference Substancesproduction (CRS)

% Fy Andrea Lodi (Head of the Laboratory Department) > EEREEEEA0 T :
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SEfEHE (Reference Standards, RS) f§7T

SEE (RS) B—EALE  WESEWE - B RO - BEmBHA

B2 BB FI T R ARS A R T A B EGE A TR S BOMEE S
RS RFERSEHEEER TS EHIER S - RS Z 08 FERER HEVT T -
RN QLODEERMEX) BN A E ARG E A 1K
X EERIEERRE) - EMRART S - EEER (EREEGYE
Al ~ RGN - FEE BE S BT MR -

CRS 4:ap#Eff (Lifecycle)

WE7SFTR > BONEESEE H S TERE KIF - DRSERFIERIEARE AR i » ARAE ik
BIR LA R B R R SRR S R P B B _E R AT B oy
B o AEAE A HARMKIS IR B R KA R MR EE  FETHIX
B4 - DRS[H| 2 BREUEEHLFERG ERIBAPIIR A - Impurities Al 5] APIELAER

ZEtE R A E R B A S ISR PR -

Ph. Eur. need CRS LIFECYCL

rouseee PTOCUTEMENE <00,

PRSI ~ R S

RAEBERRER T @F L2 b EEBR - KB EmERIEE L
[FIHRIFEREE - ABERRMEEYES - #E5Y Open workstations #R{E > {5HERIK
D NERBEZIRET - B ERIE - QIDIERE - HEPARH - FRRESR
I - DUERI R BRI o 3A B0 o MRERE R T
BISCH I - (KBRS AR - B R R
R/ DZEEE - SRSFIT RS © BOMZE AT T 2 1002 (H
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B - BRER IR RN R 2 AR DA R S A2 A > B
b - HZER& B AERRENEIENZERHE (ATA) - ERmEE
B EIREON R E (ADR) KEEEEGREARA IMDG) -
RSTHE < PhEk

(B snTE H 285 - RSB R Ea M - mERARUEEE - 4
HEFOHE - ZEEVERRE - B HE DR o B R I e -

FRE/\ - Links between the elaboration of monographs and the Biological

1.

Standardisation Programme (BSP)
%4 FDr Karl-Heinz Buchheit (DBO, EDQM, Council of Europe) » E8 B5$
BRATT
BN A= PfE#E{ 5125 (The European Biological Standardisation Programme,
BSP)
1994 HECNEZEEEDQM MBI H#E G &R U A YEn B E
Hl % HIZZBSP - BSPLAFIH HE & EILBCNEE M Working standards

(BRPs) HzH| (Reagents) (BRRs) ~ BUNEEEL 77 A2 (Standardisation)

BONEE G T 2158% B GUDBOFHHEBSP » 155 Z S &R ENT
BSPETEE I #FiZat B R > DBOARKMEHABSP TIFIHEHEH - 54
ZEGZEBI5r - K 141Z BE K BBON SR A Y BIRBEH £ A
(Group 6, MAB, P4BIO, 6B, 15, 15V, ALG)} 1 {2k I WHORZ » FH=oNFEE
PR ARSI -

BSP¥IT A M IEH
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EEEE  iHiBEFE A Pharmeuropa-Bio &Scientific Notes » E 55T R R,
SR -

BSPRRZETT > 4 YT IE A B (Biological Reference Preparations, BRPs) ~ &
4% Chemical Reference Substances (CRS) ~ 4= #7 %1 1E FH &% (Biological
Reference Reagents, BRRs) B J7/AERz8siHER - 1A BIBCOMNEEL 2 GfE
HEIBSPH 14915+ » H i 1081E:HE A EBRP/CRS/BRRAL 12746 0E »
AR e ~ G - Assays ~ Challenge strains jz Antisera
5 HAUERT BN TR ISR -

FREJL ~ Links between the elaboration of monographs and the OMCL Network
% 5 Dr Karl-Heinz Buchheit (DBO, EDQM, Council of Europe) » B8k

gL T

1. OMCL (Official Medicines Control Laboratory) f&4}

OMCLE# 2 E H# s/ Bl TR - EHIT A% MBS 2 28 in

EHIE A o 1994FEONRE G REONEE G R ERIL Network of

OMCLs > 199545 IZOMCLs #8%% » EDQMIE(ERMZ R HF 7758 OMCLs

HpES) > BURIRANY B - BB EREM TS e lsleEzs
MBI EAS - MR RERIE R S EARERRA » (R B R = AR

SRERATTT > ERLESE S TR ﬁﬂ#ﬁiﬁﬂ%éﬂé ~ JEEBHEE WA EAYEE T
» SHURERE R o FII20%4F %mz T E D IEEZBUNSNEZ

WIINEER ~ FIEE] -

2. OMCLs JEE) 30z

Fo T RBUNTT 8 E > EDQM I EH OMCLsHEE 1% T 55 B AW 52

(Market Surveillance Studies) » E A SEBIAIAE B &SR /AR T 1T E

(Mutual Recognition Procedure/Decentralised Procedure Scheme) ~ £ 1 #

AR S BRI T2 (CentrallyAuthorised Products Sampling and
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Testing Programme) 5z A F SLER B F 4 W) 8 e i 2 B T B HIT RERL BT
(Official Control Authority Batch Release) DA HE JTei\EatEI%E -
FEOMCLs &P a] SE 3SR BABOM SEHAHRR < 5878 - 5341 » OMCLt &2
MEEG1EETE » WIS SYIE Reference materials (BRP ~ CRS)EH
BRI S NIBSPYT AR S « BB/ NASTRRETTE) - HILAE
HEONEEHREAEE ZER -

F /At ~ The role of the Certification Department in the development of the Ph. Eur

1.

texts and its partnership with the groups of experts & working parties
%5 B Héléne Bruguera (DCEP, EDQM, Council of Europe) EEBEE$E 41
T
CEP U812~ (The Certification procedure, CEP)
TRIBB S B 7 FTE - BEin B RIZEEEHARR (F H B9 R R AF S BOM gL
(B - HAGEERT R MR - B RIRCR 2 JFURHRA DB SE i
Bl - 5T A] SR IE A EDQM - CEP Bt&ERHEE - EDQM 73
CEP HIgFZE1& 48 EDQM Eazk 5 X BISER £ EHERMHER 2 Fix B L FERY
AR TN A BRECRRVE PEHE TR - CEP U HE &g
Ft ~ BN GRIER - CEP f2ft i ERVE B IS - IE ABUMNEE
Bal< 2% » NHBERIRA CEP FrAtE - F4KiE CEP fFra AFEER -
R BUE P BURESTE 3 Z A > S35 Report B 2X EBUMNEEHET F 1242 Y
BeT5R°K - SEHEEHERFT R B SAHRE » FKIEST R BMNE 2 B E B0
2 EARFERIRENEREERY]T DCEP SEE8ERFT - Ml fel T2,
TR A TAEET &K DCEP -
Report B FBFCEMEET ZIRA ~ Frig A &iy)afg - sRlids B AIRE &
o s A BTk - FESUREE R (M1 LOD ~ LOQ) KEMARE
M2 el % -
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2016 FFEREETERR 27 7 - BRI IDAE DT A el e AR #fR
BE 10 & - FNEEAAYSIEE 8 B Hif 9 RERBUEEYIEE
JERUR TLC gofll ~ SRS ER AYIR B - feE A atali & 074
KREIERTEER - BRISETERETH 165 MARSTHE 11/R -

2. HBMEERG{E
EETREE AR Pharmeuropa [ > DCEPLUE IR CEPRFA A -
HEZREER - AFDCEPELSBUONEEMEFIZXK » AREFRECEPSX{f:
SRR B0E - RILERENMER TR - P BN S TR
=V > HAECEPHI AR IR DA B L RE - DVEESFERREE - BB
INEEFL RN A SR - CEPJRFREC & 58T - M EsmE A > W&
HIFEE SRR Y8 - HEORCEPYR4R AE BLRT ¥ SR (Elm (=2 -

FRE+— ~ EDQM Quality Management System: ISO 9001 & ISO/IEC 17025
% By Dr Pierre LEVEAU (Head of Quality, Safety & Environment
Division) » ERGHEFAI T

1. EDQMmEEH 240

EDQM ¥t 2 e B 24 4 AR BRI Y A Bl RIELER AR [E) Y e B 4R » SO 9001
JEFY Paper based;EHE) » A BUONEEHIEST (texts) ~ FREEE/F K OMCL
#g48%... - EDQMEERRE S5 ERsTEERHISO 17043 » Ehwa AlssE TR
ISO 1702581% » 4 ESZYETRHISO 17034 » FERZIEENERAISO 1901151
# o FEEEEEEFEISO 31000 » EEEEME T (Business Continuity
Management) £% Fi ISO 22301 - [ # Al $% A B B 2 & P9 & &1 %8 Hl
(International Public SectorAccounting Standards, IPSAS) #H#&g o 4k - M
o~ HEEESE (ADRIATA L)~ BRIERE (ICPE - ODSHfEREEE -

FEY)..) o B/ RIEENERER (REACH ~ CLP ~ Zeiigk.) X

AR EEUR E - B S SR T By s aE H R B - % LAl
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REBERIPRGEETE LY -

EDQM Y i'E %4t » HLIZE Rl TERNE » AR E J7 =0
17 » EFEEAFAQ/Afnor certification 7 ISO 9001: 20155555 » HFEECINEBEHL
BEFAMESEE - DBOZEMSEMELOCABR ~ SRE) K Eipa b5t - It

SNEDQME Bz W B LA HF S8 EBELAC ISO / IEC 17025 : 200557085 -

FRE+— ~ Progressing the work (achievements and challenges) from the perspective

1.

of a Chair

tH & Ay Torbjorn Arvidsson (Chair of Expert Group 10A,Vice Chair of

the European Pharmacopeia commission)  EBLEGRUIT:

BONEESL I 52/ N
BONSEME R SRR i (EER B R T - AR R B A o G s L

FRRE > ERSEIURACM: ~ B AR dn - = HBAARET] - ER/NMHET
TE/NEECEZRE A RE R Ry T EHERA - T - ERRER
R NEAEAEH R AEENERHAEZE RFGE SRR 2
Treatim > M TETHAER > FEEFREHEHES - EEZRREE
SEETEREET TIEETE - BHSAE - HAE RS BON SR E g TR
% NPA - THEEZUREESILESIGH -

/NGB T R B

Group 10 A #EESHTIN BT ER ARG - FE RS R IRE
BSh - TNl SRR - SEiERREGER Z S HEUER SFRAER - A
oy RUER AR S (PR BRI R Bt BB S - DSl ZE
MEE /A &) ) CRSERR AL ~ FIFEOARUSBONEE LA | 2 S B /AR 49 -
SRR/ A i EIEH /DR (10-2025) - DB EE D B THER S
s G BUER] JT VARG IIAHRACRS » B2k B BA A FIFEE R 8

ER T TR/ A A EE ] ~ (B AR EERCE S /A di e N
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*

H

FRBERRE TR PRI EHRE - FEs AR Pharmeuropaf% 44 F3V4k
SUHEBATMGARIS - ST S SBT3 4 T AR D B R
NIRRT R 4% -

BH+= - Pharmeuropa website, Extranet, Knowledge database

%5 Hans-Joachim BIGALKE (Publication & Mutimedia

Department) » EREHFEERL T
PharmeuropaEEDQMAEBEFTHRHLE IR » (£ f1& BN > —FHix
A7 DLGEIEERIRAEAE, - EiERHHE (What's new?) ~ ZESEHAME
(Pharmacopoeia Harmonization) ~ 333418 (Readers tribune) - {70k
(Technical Information) ~ 7] LB F|# % B @ BBEX ZHHERE
(Useful Information) DAJ H{ARE (Publication) » Extranet RIJZEDQM Ay
BOMNEE IR R R B 1L 2 4G - BRI A AR A AR S
RIS ~ /NS ~ FRABRRTER Z LS © Knowledge Database 78
HH 5 (5 P IR SR 2 P S WO EE s BB B E T RS - BRHg AT
b BOES GRS - CEPERE -

B 0

— BREEYEREE T P HEEMEEEY > BERENSED  RRUTANE

HOEERT o R b HE B A B - BB - BB EONEEIRE B S
ik IR BTS2 BN B2 s AR e B Bh i » DI BE SRR B 2 25

 ARERFEEGEHRGHRAER | ¥ HAEE 150 FHs - RILgiky

[ R BRI A B - SRR SR TRARENE - (21£ Group 1

¥R A Determination of bactericidal, fungicidal or yeasticidal activity of

antiseptic medicinal products (5.1.11.) {2ET% K Group P4 F7fZ Finished
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Product Monograph: General Principles $4#)%53 A 53 T FH A SAIT 5t 3
Hh > HERMESTERITEMN -
- GHBONEENZ B G EAT > BN TR MNIERGEE AR ER
B BEENEGHEAGEEMHREGERERUETEEZZHGARE
& DG A BTRG TIHERAS  IEMEXZEFE  EAGRATE A%
FRE) - RIRHRAAATR - WL T BB > RN 8 T e
T WETEREESSS -
* BOMNEEHZR B S EE G E TR TEmRERE  Fime2k B BIR (Him s
HEER 2 5K - AREFYS L E  (EawEs TSRS FRAHE S - EHEON
SEMRNE R A i T H R AWM E(RE e R REAREN
B MERETHFZ LIETERARE-YERE  ERE2EgFEFAER B
FIANATAERRT - SSHMS B th A R SRS RE L RN ZE &
GRS HMRE  IREEEENER - ERGFREREARELIETR > B
EERERSEE -
~ BOMNBESLEE LR 2016 4 7 HE%{T - B 2017 &£ 1 A4 WILEHERA
BB REONEESEE TR Z RIETNSS )T - BB EONEEI R IHZ E LR
IR IR - TFDA HEEEINBERSIIBONZEM B R K TR/
B AL ERIEEE 73 HIRTEWTI I R Group 6 B BREDTH K K Group
6B B ~ AELAE ML Group 10A 5K ~ FFRER R A Group 11 H5L ~ 5F
SREEBIR K MAB WP B KGRk B8R Ry TCM WP B 22017 £ 1 Hile»
BN ER TR S BN S B o e S S| SRS E - W P EE R ER R
FHERTPTEENE  B-EEABON S IR SR R HEEE - B[R
WERBEEZE  —RBEREEZ SR TS E - AEETRES U E
A X HERMTHR AECEES—XEH e EE g
DI TE et - A T BN SRR ERE R DR B PR EER - N

G

+
}
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AN

 BOMEE SRR TR =4 AENEEARAGSEEANEEZ 173 > [

HBONEEIARERITE - B/ MIGEASINERESE - LEEAANEH
BONEE 7 B G - WER - BREAEAEE - BONERERRFEL
EDQM Py EREA (7 BB EE B 2 BRI SN 40 - AR ABR R/ NAESE -
HERPOTESREEE » 10 105 21 106 F£EHHE 1 ZVNMAARASGRES
i MIZEEYWPERIGEE Y IS  WREZERE R T ERHIRALMmES
77 - BOMNEE L ZE B G TR BB EE S 4R 18 S B R Bk % - 1 R SR iR {2
Sk R YINAGRER YN:INE B Ry T 2 S SRR E YN ST
ERIEHE LT (A (EE 2 &/ NEESR - DU/ N 2 38 - BEAEAFIE R hEE

SRS R NI 2 2% -

AR EH P SABONE I NEAE AT N T FERER S TR » /NEE

Gt AEE RIS SRR/ DB TERSOTAMMERE » Rl
AN Y PSSR R S AR 7 A BONEEILE B &R T LAES - (H
b P EEEE I TE A% ) S R [ - TS B R SR R PR A - R FRREE R
SR -

BEEEA 103 4£ 5 H 12 HE EDQM [ % " TFDA—EDQM & HAIR
ThaE | 0 B E CIHBIEI N SE BRI R B S R BSOSt
¥ (CEP) - W#ETE IS H EDQM B> @55 » (RHEEE TR - AR

3R %% EDQM & Dr. Susanne Keitel JRHEFR R & - EH

B MR LT

4

B
N

gy

- BAREFRAEONSEME R B1% - EOREZ R ELB RS o TiE

(PMDA) BTGB WA E BHEE & E N IR LR E5E
HAREEE  ZERRUEIBRAREZ BN N FESHEL - 5
i \

Ah > g R B g |, WHO BIFSEEHL & T A BEITOM A E) » [FIS - BHER
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JHEEHL 10B ~ 10D ~ TCM & MG FEBEZ/NAASE ASTamBON G258

Frn B 2 EVABLERL - REIGTR O PR gR i 255 -

W

h - B

— ~ BOMEEBL 5 1969 FE81T55—HR > 5950 S0 SEREENE R BRFR A A B8 - R
Ty BT AWER S HEEE RS EERERI - BERIEGERE - (£
BZEGEFIRG - RILEEREERENR - RFETEERRE - RETE
P i R B i S B ERTHBROMAE S - MBS B/ NEACE - BT LA
738 - SRIETTAFA R -

.~ BEYURAE Ry B i i B IR BB BRI - DAL EESE R R B BB - R
R R R BT - RILERES HEIER M EE - THER=

REESRERSUR A LT B - DU h B BE i - B AR FE IR Sy - 2
5 |RHEEETE - EEEETS -

=~ BONEEH ARSI G T » EDQM BR /M 4EA BN ZE RIS 2 HoilrE e 2%
2G5 DAEREREE - PERAEE ABIAI(E BRI EERER
RS BEHIIABERE T HEEE « BRBRAKZ T - DRI GRE -

U~ BEEREERIROESD o FrEE it ET  ARERUTAHERR T > P EERR AR
FEEARHEAE - HERBIE - BR T HEB P ERMGEEZR S Z AN -
AT GBS ARE) - SRR REON BB R 7 BINE R - 2 &AL
FEREIREE RS > HRRNERS HEONERGEEH IR - B
ERE 2 B REY) -
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