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PR FFRERR
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HERHE - 112F£2 ASHE2H10H
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T

B SEYVEHETY 102 FIEF A EONEE 2 5 & (European Pharmacopeia
Commission)i 2% 5 - H BBUMNSEH AP HEBRUR S 5 NE R TAF/NMEZ HER A -
i BEONEE IS AL H 2 B ~ TR ERSEE TS - KR E R MR EEREE —
FHE - DR R EEEE I NS - 111 FEIOMNESE M S OB R NE R TR/ N
B WAEEF 11 H 8B 2 BOMNEEiZ B &5 174 G e i mRNA SIH]
TAE/NH(mRNAVAC working party) » DA LA 57 48 bt S 50 - R SR i T A
e EETE o

BanSEYVEHE 111 F 10 BEZPHEEZAFECIEEBUNESEH mRNA SIFTIF
/INHERECE - BB [FAE SO & i i 'E B4 2F (/53 (European Directorate for the
Quality of Medicines & HealthCare, EDQM)MEAIINIA LIE/NHZ &S - AR EHR A
mRNA S TAE/ NAROZEE L Bl R 12F2 A 7H22 H 8 HiR
B SRR AR » 51 30 (IR MEIRGEH  T U ERG L2 A T4
EDQM F5 ki TAENE S FlHSBEREETME i IR R S
Feffn  AEEELRE - Efe & aRaar 3 (EZUNE » B2 4EE mRNA iR
nn H SR EEIEAETT - IR B IR B IR B R 2 SO E i 5B R S B EE L E T
ERERENE - SEIRE NS - TEMBIETER - mRNA i8S K AHRE
FNE - BIL AR > DLEHE mRNA JEE B o EhRR B B R, - w5 A AR

o BB TP A A S A B A B A T AR LR
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il

F RIEEER

il

BN B i S BRI P E BARTR M 2 B » S R SR A o B s B B AR A - B BIOM
B 2 B L E R i B 2 EE SRR o BOMEE B (% (BN 8% 1 %2 & & (European
Pharmacopeia Commission, EPC) & 4w {E » I FHEOM &% i i 'E 848 4= fr /5 (European
Directorate for the Quality of Medicines & HealthCare, EDQM) | = & i1 3 | (European
Pharmacopoeia Department, EPD)fBI4RIE % LIF - BmEEY)EHZCL N ERAZ)R
102 FIEF R ABONEEIZ S GRS - ZASNEZEEGERIER -

KRB L T AR 2 BB B2 HUERY R 2 S TSR fOEH) B EBERAFREILE
TERAM G - B4 > AEWFenbesl " AL ER=E | 7 107 4 3 A 2 HIEAIABUMNAE

feE gL e HI T E = 4948 (General European Official Medicines Control Laboratory

\

Network, GEON ) » B By H'E 77 %% 518 ] & B = (Official Medicines Control Laboratory,
OMCL)R B Z — » REARZE B B =AM i A V)48 iy i B i B R el
RESTESERIREE R > F S BIRRER=EITY - W82 8 EDQM 4 andk [FfEE
WH5E KRE T BRihEh - FE RS N B R = S0 BRI S R b e e e B T T
(NGRSl

H BN EE i E S & 3 17 (H 55/ NH(Groups of Experts, GrE) k& 41 i T{E/NH
(Working Party, WP) » FE[E] {77 BB S22 78 H1](general chapter) & {i#l3fi(monograph)/ii H
Z4RE > 5A 18 (E LI/ NMHESERIER - B2 & (F(dormant) » H/NHAHZRAE
SR 3 4F 0 111 SFEONSEIZ B &5 174 TORE @B —EIH(112~114 5)Z/ NEHE

VEEHETRE > ZE8MLF 13 UEREES2I 6 {HH /N4 (GE 6 Biological and

$

Biotechnological products ~ GrE 6B Human Plasma and Plasma Products * GrE 10A Organic
chemistry-synthetic and semi-synthetic substances * GrE 11 Organic chemistry-natural, semi-
synthetic and synthetic substances ~ GrE 13B Herbal Drugs and Herbal Drug Preparations 2 GrE

15 Human Vaccines and Sera)Ed 5 {[& T {F/]N4H(CST (Chromatographic separation techniques)



CTP (Cell Therapy Products) ~ MAB (Monoclonal Antibodies) + TCM (Traditional Chinese
Medicines) &z mRNAVAC)

BOMEEH mRNA /N By 111 SFEA I 2 TAE/NGH > ficfE EDQM 112 4F 4 H %
i 7 Bk 25 37 B 2 (Terms of reference and profile for members of groups of experts and
working parties * {45 PA/PH/SG (23) 20) mRNA /NH{TH F it K 25T AH mRNA
FEe I fn H &7 A H mRNA i & HAHRCC 77 S i A B SR R 26
IS SEHBER T TH 2 B ARAEI 2 AR50 - B BT B 18R e e LI
B 2 SRR HE DU T R % T 5B 120 OMCL ¢ &)~ mRNA % it /7 (formulation)
ffEs 2 &808% - mRNA SR TITERSE ~ g Elipia s sl Faar b &ins - 4
7Bl mRNA 2 #3885~ 4R E

R EHBSIIHT L2 mRNA BIF T /E/NH(mRNAVAC WP, mRNA Vaccines for
human use - LT & mRNA /NaH) &3 R332 H > BB A2 6 2 B8 77505 (Brainstorming
session) » FEHFAEHATTEALE mRNA fn HARER R » IR A # P IS FrarFH
[F]5F FH EDQM TAE A & B EREFR4N R SF AT 72 < BRG » BRI — 050 5m DIARAE TR i e
{b kBl EEE 2 5158 » RORKRITEIE -

2B mRNA S IHE b n{EHBZAEEE EDQM R BUNEE I 2 4R %] EDQM
TR B R A oM S B4R R R YA (extranet) SUAFEBR S 48 S - FEERE
PR ELES) > A TH AR B EARE) S R RS, - TR R AR B 280 SO e H 4L
B - FrERE TR h SR R -



A~ TR TIRCE

HEABZFIRFY 112 4 02 H 05 HIEEFEENER S hr e T B gt
mRNA B TAE/NH | 58 1 gsk > 7 112 42 02 B 10 HRHKERPT » {728 T

TECEA TR

HEH (RE VR (ERE:
H242H05 H(H) | R (ZIL AR
11242 A 06 H(—)

H242 407 H(Z) | 20 mRNA S TAE/NESS 1 s
112422 A 08 H(=Z)
H242 09 H(IM)~ | BfE CAEr R tE-210)
112422 A 10 H(E)




mRNA /NEE 2 HRH 40 8:{iL © 5575 7 4 EDQM BERBIT(EASHE) > &
KREBCGESE L E T E R ER=ERE
authorities, NPAs)~ ‘B 5 % i, 2 75 2L 57 (licensing authorities) ~ £z 25 £% BE.{17 (inspectorates) ~
mRNA e BUS s SAHRRSE SR E S o H A/ INH R FoFin 1R E2#3% Gerrit Borchard » H
FOR R Eim 20 eRFMHEA TIF4EER - HJRERE R Non-Biological Complexes T{FE/N4H
(NBC WP)FEUEF % - &KBa s - 55 ~ VAR ~ 18T ~ 28 RF ~ PEHEA ~ farfil ~ EEAIRS -
FREE ~ Bt~ BRI ~ R ~ B B 12 (EBIOME 22 F B HERA S HER 1~3 AARFZH 5
B
ZHEFARLNE  SSAER - X - BN EEEIFEONER 2 BT HEEE S - HA
AFEREEZH% 3 (i ~ BRE TR EZR(E 2 mRNA 2UGRG « B5H (lipid) 527K (Nano) iz

Zrat i 2 B EE AR 5 (Contract Development and Manufacturing Organization, CDMO)HI =

(OMCLs) - [7] 57 &8 F- 45 Bi 17 (national pharmacopoeia

i Z=@ (European Commission) /R NE)REE & 122 50 (Joint Research Centre, JCR)

ZH 16 A > mRNA /NHA T B o IRE I 3 A A 5 55 5 /NeH (Group 15 Human
Vaccines and Sera)Bk & °

AR mRNA /NHEFEHRIE R R AR 112 4 2 5% (PA/PH/Exp. mRNAVAC (23)
D([E—) » Zafpk AR GHRIR AL ~ B8R TT2 U IR - mRNA /NHAZ S K 28l

ZAHRHEE) ~ EDQM SMNETE RN 238t S EDQM B SIE SO PR AI T 5 B i TR -

—  FERRIE
st S LS BRSO R AR EEH S IRIRERE RS AR g%
RIE 7T 8 By SRAESS 1~4 K 7~8 5 6 (Bl 0N Ry e BB 5/ NI TR/ NHBE & ok
RAVEAE - BRSNS  SEERTE AR U R (B O EE)RF - R
B A/ NHEEAT > FOE RS T BRRGLRIE R - IR S R wst - BRI E 2
#£ A EDQM extranet (A& M4H) S AEH » B ABMFR#IS% o AIBEIRGZ L0
MHEJTE -



Bt ARGEFHIES | 85 E X FEERA EDQM TIE A B St #
12 Bl Ho R A A —fiE 325 2 B 2 S EXFENA N REE
AREGHIFEREEIER 3 FNEOAMREZEA T IEAR - g% frA
R TR o I Eak P AR @ 2E - MEMAR 2 B FEER S
fEZE > TRE AR EZEE I - EH S L EHEHERE 2 SR —Rg b - 3R
55 3 Wy R R ER AT 2 KR 173 K 174 OB FEHR & B mRNA /NHA T
ZHEREGETE R o SRARSE 4 W AV NEAT R SR e 0 [N mRNA /NH Ry

FTRCAL - AR o S B R s SRR Tl A R S 2 A

MRNAVAC WORKING PARTY
DRAFT AGENDA - 1ST MEETING

1. ADOPTION OF THE AGENDA PA/PH/Exp. mRNAVAC (23) 1

2. DECLARATION OF INTEREST

3. EXTRACTS OF THE REPORTS OF THE 173RD AND 174TH SESSIONS OF THEDMMISSION
3.1 mRNAVAC Working Party— Terms of Reference
3.2 Extracts from reports of the 173RD and 174TH sessions of the Commission
-173rd session PA/PH/Exp. mRNAVAC/T (22) 2
- 174th session PA/PH/Exp. mRNAVAC/T (23) 1

4. REPORT OF PREVIOUS MEETING

5. EDQM NANOMEDICINES SYMPOSIUM

6. BRAINSTORMING SESSION
For discussion How to address mRNA vaccines in the Ph. Eur.?

7. ANY OTHER BUSINESS

- WHO: Evaluation of the quality, safety and efficacy of messenger RNA vaccines for the
prevention of infectious diseases: regulatory considerations

8. DATE OF NEXT MEETING

E— » AREERE AR

RRAE o 5~6 T Ry AR Bl R AR TS > [N Covid-19 127215 ¢ - EDQM
AR B A ERF S DI 2E mRNA SR (L S TR & BilEmIE » N A 4 mRNA
/INHZ BT > ERFS K EDQM TE N B g (it 8t 2 tHE SR a B e o - 1]
IEEAKHAS s am (L o R IR L) - SRFEsR 7 By R MaEmE - TIE/Nall
et S AR SH S AR P BRI 4R (£ 5 5 2 &g (World Health Organization Expert

Committee on Biological Standardization, WHO ECBS) 112 4 4 H&4f 2 " WHO



Recommendations, Guidelines and other documents related to the manufacture, quality
control and evaluation of biological products | TEF % » HAEFHEIREG - ASCED
TR AR - SRS 8 B PR PR G 25 - nIEERAR 2 ARk
st ] e ERE

~ B TR R R

BER ARG SRAZS 6 B0 77 > /& mRNA /NI KA B R - EDQM T
fE AN BT 5 [ R0EER - 1. /NG S mRNA 5 H $R {2 8 R ol A el
B > SRRy EDQM T{E A BB eif S BE N ERR g R A et S m &k
) > Mg PR ERR I - AAKIA 10 BRI FxHRER - 2. EDQM TIEFH
(=177 B 5 R A R TR ot i 2 EEEE - 3. ARIERTIES TR IR R IE S B 2 A
RIS SRR E TR A S R > 4. BEEERHRE T - 5. TIE/NEZHE -

General chapter (key QAs/testing strategy/characterization elements)

mRNA after
extraction

Delivery
systems

RNA after

encapsulation

DNA template i gexr;::zll f Kl

general chapter . class
tex vaccine

Cholesterol

General chapter (key QAs/specifications) . monograph
‘ mRNA (revision?)
_ DS

FRC: free cholesterol

QAs: guality attributes
LNP: lipid nanoparticle

PEG: polyethyl lycol
Standardization of analytical procedures mRNA ’ PCs: p: ?Eh V'Zﬂf i\‘;'ﬂ
(aneri chapters} ot Integrity s: phosphatidylchelines
g DSPC: distearoylphosphatidylcholine

DP: drug product

B — - mRNA ZE{RIEEE

WA _EHLHE TR B > EIERAEE — 455 > 5o mRNA % im H
Z4mleg - 2/VFRARAL 3 (B NEACERUTFS > 73 A R(1) mRNA-LNP £24% 5 in(DP)



on B ERE - HEEHU% 2 mRNA ~ mRNA 17 1% - 3% 740 KB (potency) 7745 5#
TS G > (2) mRNA JHE(DS)sn HBE - AEE ~ A R Se B MEFHHE - (3)DNA
fEtkan H - BIEEAE IR Z B o B J 1 RS et - Hop - E TR (E == O AR
Tl 2 B EL & A FI AR H AT PR BRI 574 (in vitro translation or expression) f—
foiE i pTiE 2 S E R - TNE B RIELEEN - KRR — D alEm -
BESN - IS mRNA JE i & (5 FH ZAEHEE (lipid) 2507 - HATH IR mRNA j&
F Z WE[E] % (cholesterol) EVAMIAE » HEIN mRNA g Mmas sty ~ 257 » K&
HEE A HAR MR AE R T BA RS MR sl B RS IR > DU —
AAERRE I AE - R 112 4 3 ABUNEEIES 175 RG> [FE mRNA /I
HERE 3 (EimH F—) > HEOMNSE NGRS 5 E Ry 5.36 ~ 5.39 K 5.40 - HA]
5 BHEH Z 18 Al dma i BIOMN 2 B S Eom i AR - mRNA /NETRIEF RO AHE EZ X
/Nl DL HEERIEHEERA] -

R— > BUNEEILES 175 ARG [EE mRNA /NMEGREZ i H BRI Z K/NME
BIOMEE L | Rz 2 R+ BEwEZ | TNHEZR
Al oIk /N B
5.36 A mRNA J 1 38 Al Subgroup 1 FH mRNA /N
(General chapter mRNA Vaccines for | (nRNA-LNP | 4HKE
human use) (vaccine))

5.39 4 A mRNA JZ 2 mRNA [ | Subgroup 2 | AT mRNA /N
eyl (mRNA HEk B

(General chapter mRNA Substances | substance)
for the production of mRNA
vaccines for human use)

5.40 mRNA#LF 7 DNARAR ] Subgroup 3 Hrpafir
(General chapter DNA Template for | (Starting

the preparation of mRNA transcript) | material)

= ~ mRNA /NHIZS IR F 281 7 10 RRVEE)

NRTEHE mRNANIIZ SR R C2BEGR 28 MR RE) 5 TE 16 5



Ko B 1 REE 2 AT AIRBBIOMNEEEEES 173 K5 174 KNG - G A 5] mRNA
/INH > BREOMNSE AR TR 07 mRNA e tHEB R Baisiiotas | > 25 3~6 JHIEE 4 X
& mRNA /NHZ 8 B R /eRERG G > R4 > 112 4 5 FRFEE mRNA /NHES 1 X
/INgH (subgroup) K2 55 2 R/INH 2 2 47 &g e mRNA /NHE B 255 2 K (6 H)

K55 3 /(10 A&k -

IEE51 - EDQM A G 3 SEONEEI RS - s3RE3 H ~6 HR 11 AR
HE - BEREFZ NN TN ERE RS S/ N NUEE - WHAREEE
B/ NGHIRERERIE o IESN o 112 FERENHEEZ B/ NEE KBS - EDQM JRRHRE 3
R GRS BT & (Webinar) » X ERITAE] - JHEEH N T RBIOMN S L B 1538

f -

 EDQM SMETEER AR 4R
EDQM R fEZEHARRH M B 2 $RiE LIF - Hamsat£/0 4 [MIMEREE - o5
BIOMSEHLLR E R~ BOM S5 8LER 5w iE - EDQM R EHE & EDQM Fhf(extranet) -
DU 73 Al 47 SR A A -
(—) EXMZEE#43E R (European Pharmacopoeia Online)

BICOM &2 i 55 SOy B U5 f g Ky Ph. Eur (DU EP) - 4R B RRAEHE Ky
https://pheur.edqm.eu/home - E T o] 8 ALEH ZARA R 11.0 FR(112 45 1 AR
111 (112 4F 4 BAERDR 11.2 BR(112 4F 7 B4R - A BB SR -
JRE] {485 archives & HTEERRFHRASCIEEOR] -

R BN SE ISR {2/ NH B S A & - EDQM SEELERFTE 1R 2 B o 6 il e
RRETOMZERL 2 HERR » BOMNZERLAR PR EIRF A SO ROESCRA > o] DUFARRSE TS
BrEf e - A - BRSO REIRT S S s R
RRCAEZHLE §%(Table of contents) » {REEHLARHE > S HAIIHIF &5 - & mRNA /NGH
GG o B R HE B BHCARR - EDQM T/E A 8788 ASLEOMEE



HiLgR ERR - FHETTE -

R > mRNA /NHIC S 2B 7 HBIEED - 3£ 16 (111 5 12 A~112 £ 11 )
H 34 IR

E

2022/6/21-22 TOMEEILES 173 A& > $2ZEEETT mRNA /N&H
2022/11/22-23 | BIOMEEHEEE 174 K& > mRNA /NATEREL W EEHEF A

B T

2022/12/16 mRNA /NHES 1 4R & (virtual get together)

2023/1/24 mRNA /NEZE 1 RE&E 48 (induction) &5

2023/1/26 mRNA /NHE 2 K& B/ 4EE =R

2023/2/7-8 mRNA /NHEE 1 REFR(ERE MR DREEHR)

2023/3/21-22 BOMEEBLES 175 XRG » G [EEA/NIGRE 3 FiEAl(E
=)

2023/4/13 55 1 WAEREIET & (webinar)

F+ & & Documentation structure and the roles and
responsibilities of the Ph. Eur. Family - EDQM X 4R{&/N4HE

ES=EE S
2023/5/4 55 2 RIS S

7 Fy Ph. Eur. Processes (Elaboration, revision (including

suspension), correction, suppression of texts)) » EDQM 54 {&

AL SIS RE I
2023/5/5 mRNA /NHES 1 JUNE RS 2 TONHZ 5 1 Rk
2023/5/15 % 3 RAERR T &

+ B & Independence & impartiality, confidentiality &
transparency and the management of documents > EDQM %45
&/ NAE T RS0

2023/5/31 mRNA /NHEE 1 TN RS 2 TN Z 5B 2 R i
2023/6/20-21 BIOMEEILSS 176 TORE - EFE R &S

2023/6/29-30 | mRNA /NaHER 2 KRR E(E47 L)

2023/10/11-13 | mRNA /N4HEE 3 Rk

2023/11/21-22 | BOMNEEHEE 177 KRG - FJF R




(Z) B EE 4R 548 (Pharmeuropa Online)

Y0[FIS< [ & S5 42 i 55 1 Pharmacopeial Forum (PF) - BJOMSEHLTR A 5 R 0 B
Bl HEZE 4 FERiEAEnS - H4gHE B https:/pharmeuropa.edgm.eu/home » 52
HEE R EIRIRAG T B A B AR RN - KRR R T EDQM -

—REABH 3 8 FUEE ST < EAT PF 4855 1E/AF Pharmeuropa 35.2 & 37 {4:
BZ > BRIEEE 112 4 6 B 30 Hil - Shamte FBUEEIE TR > SN s
BEREFZZER  EEBTERMARRN  ERERFNZENL EEREE
PEER BN R AR - BHRE R REER—OMHE -

BEAN » B2 AL TR A Ry S AR BN SE UM REET R S S THE AR S B4 A1
112 - 3 HEEMURE@i 2 m IR N2 o B iR - g2dt e H BIRE i A B
f& ~ BOMNEEHS AR R T~ BONEEHUHRAZS J ISk s R HA B 2 — &
SHELRiTEE - Tk EDQM 7 S2HLET P T4/ L ) 3 R S0

I

(Z) EDQM A&k E(KNOWLEDGE Database)

EDQM R EHE 2 ALELE R F A SRR EONEEI & H - FURIEEEON
BT 575 (Certification of Suitability, CEPs) ~ IR 5 Ky ) B 22 S B0kl F55%
BT FZES MRS > 484 https://extranet.edgm.eu/publications/recherches_sw.shtml »
Hm AR FR EAIRSR RN Al B R - RIS ~ TASCEL T S RS A -

BEERHE A B — R DA &SRR A Bl & ez A H 2 B
SIFESE ~ FROL IS T o H AR Z S E R AECREION B HUERARE - 324 pdf #&=(

Z JEIERE - 45 EDQM M & 2 SEEEE S ~ R - R E B A YRR R

B4 B KT S BN S & 5 . CEPs M R85 5 %

('d)y EDQM 4j4d(extranet)
EDQM 4ME(EDQM extranet » DL T f5HfH extranet) » {5 EDQM B FyaZ (4 BH YR
AN RE B R ek a T 2 S £ 4048905 > HH EDQM E2(EFERR 1% » Bl ] (L4 N ER B AL

fH A » HA4ghE By https:/connect.edgm.eu/accounts/login/?next=/home > A4ELLHREE X

10



S 45 /N S [ R4 - EDQM R FEBE AR I S8 SN 26 SIS (collaborative
study) B 115tk (proficiency test, PTS)% OMCLs BBE » JRAI 25 F K28R it
EDQM A5 &E 2 Sl -

mRNA /NHE 1114 11 BRknis » ERTE extranet 35474 NE B S
£ 5 (HEES) » SCHE4RYEILL PA/PH/Exp. mRNAVAC BHFE » 45 1 {3 B A NERLTL
5 | AR L Gs - EDQM TfF A SR /148 mRNA /N i
2 R 3 (PRSI NI G NS T o S NI A
T PR H S NIUB A extranet 575 1 55 4 KB S IR B A G ATE A e
R G BT SR I » BT S e extranct BF I BHETL
$ o S EFIR RG] extranct B - {15 HEESEHCT IS4 -

= > mRNA/NHIES AT 2 XX > £ 5

S [k

PA/PH/Exp. mRNAVAC/T | mRNA/INH B R 4R & -mRNAfEAIEL N —25
(22) 1

PA/PH/Exp. mRNAVAC/T | BICMEEELES 173 JOK & B mRNA AHEE 2 s
(22)2

PA/PH/Exp. mRNAVAC/T | BICMEEBLES 174 ZOK & B2 mRNA AHRH 2 % s
(23) 1

PA/PH/Exp. mRNAVAC | mRNA /NS 1 REgakdfi sz
(23) 1

PA/PH/Exp. mRNAVAC | mRNA /NaHES 1 &R
(23)2

mRNA /NHEHFRERAEHS extranet EE A/ NH A7 2 BB SIS0 RESEBETRA]
s E F EDQM LAE A B e HAN R E /N ST mRNA/NEETE 2 S FI41 extranet
BHHARMEEZEEN —RENE R (folder) > & mRNA /NEAENZEGwE /)
HEZITEHEIRETE K N ae% BRI AT A SRR R ER R AL - HoAth A NH H AiTa]
BEZERRN -

11



= ~ HAlr mRNA /NHEREAE extranet EF 7 XHFFE > £ 74
XHEAHE | RA

2022 The EDQM Nanomedicines Dialogue and WHO on Regulating
mRNA Vaccine Quality
2022/6/7-8 Outcome of EDQM Nanomedicines Symposium
2023/1/24 BCONEE T - BOMSEL i E Bl A CrigF M BIOMEE
(Council of Europe, EDQM and the European
Pharmacopoeia)
2023/1/24 B 2 s — e TR U
(European Pharmacopoeia: General Principles)
2023/1/26 BIOM S — i A
(General concepts in the Ph. Eur.)
2023/1/26 B EE S AR
(European Pharmacopoeia: The Process)
2023/1/26 BOMEESLER ERR ~ RISREORIE © SEHERIE K I

(Ph. Eur. online, Knowledge database, Pharmeuropa &

Extranet)

FRVURT 2 (330 FF R mRNA /NHBRIZATEEAT - EEUEAE mRNA 152 mRNA
W E AR ZoR iU (lipid nanoparticle, LNP)H - [NIL - mRNA /R EE 7R R 42
an > FRISEATE#AZ 2 (o XV NEE R 2% > Heg 5 (oS HAITE Ry mRNA 7R
12 5 1 AR 2 RO 8 ERpmce I EE 23X - H3EmHMAs 1 H 24 H
K1 A 26 H 5173 BECHEEZEE (Council of Europe) + EDQM JBCH SEH Al -
EDQM {4 SBUMER SR & T 2 4045 - BEEONEEIREE - 55 2 (7 HEUNEEI—REH
Al > FCREERERH 3 THA A - SEEON SR (2 2 2 p S (community) ~ BIOMSEHPAY
BN R A/ NER I R AR BT T B A 1 ~ IR A IEM: S 56 3 (0K
BJOM G 81 7 Y BRGE RS - RCZE dn2 A3 157 6 (compliance) B 4% it 5z HL o8 1
(flexibility) » 55 4 (X {FER BHEON SR E TR - B &0 H ISR LR SE 0~4 5
& 0 BECOHEEI ARG FE RSN - 1 BZdRE/ NIEZ RS B I FEHRE
S (rapporteur and co-rapporteur) * 2 RyS iSRG > 3 F S B £ E KR F S
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%> 4 RyBEHUR GG AR > 1055 S (o SUFRIRRIHEIONSEHER ERR ~ RIEER
JE ~ BESHAR FamiE N SN > EROATEER A -

A ~ EDQM FEZ I (it

IE (T mRNA/NEZ R R 1% EDQM T/E N B 4R Latam g 2l sk & ks -
AlFEiEE] EDQM RS EE R — M MEILED: » B T BT &/ N
HPERER B A R IZEIOMNE 8 - LA A H AT £ EDQM extranet &5 HY B K il
ER 0 14 03 o 77 3 (D RS EE R ZEAEN 5 | i REFEEEER
HAFlaafirzens T & w55 2 (0 Ul R SRR A (a2 TA B S Rt £2 EDQM
SREFAEIFE AR Z & G141 EDQM (L E ~ RS « K s 3z s iy
s ~ SR E T E R E A K E EDQM BE & iR, - B EDQM GEREE L
BUE B S IHE RGN EEE S - IO SR E IR E ST SRR - %6 3 0k
EDQM &k » B A] T BN SE 2y FHHLEFS -

HXA 6 (-0 fFEdin HEmEMHB 2 Bloderg - i iebatig Taya 80E &
AEIRE > RAHENTALC) BRAM BT A(GO I & H AR # R 77k » EEHE S
HF 4 33052 LC B GC MRS AAAIEERS 2551 - 5980 - 345 5 (oRHFER
IHEE AR TR SR IE TIFRUFE R - (H 2/ NEE KRR PVREON SE SR (E B EAE -
an H A SR R A4 B85S — 2 FA &R - 75 EDQM . AR i 0
d HBRAT I Bl 7 A/ NEDK SR > (EG PR ILRESH T -

T
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K1~ EDQM BFR—EHAFE » L 144

SRR R R Ay | B
FORM/226 Rev. 03 Fl| 2 {ET2e A

(April 2016) (Declaration of Interest form)
INFO/341 Rev. 01 EDQM H 75—
(January 2023) (General information for EDQM experts)
Website BIOMEE B s B
(Background &  Mission of the European
Pharmacopoeia)
444k https://www.edqm.eu/en/background-and-mission
8th Edition 2022 an H SRERTTErE
(Technical guide for the elaboration of monographs)
Edition 2020 e EEEMEYE 2 B AR E R TE

(Technical guide for the elaboration of monographs on
Medical products containing chemically defined active
substances)

PA/PH/Exp. PCM/T
(15) 19
(September 2015)

A IE T A BV 2 SR
(Validation/Verification of related substances test by LC)

August 2015

B EE {1 S S B TE AT
(Response and correction factors in monographs of the
European Pharmacopoeia)

December 2022

RAHE T AR
(Liquid chromatography stationary phases)

January 2022

SRAHEATARR A
(Gas chromatography stationary phases)

2022

BN S AR =R
(European Pharmacopoeia Style Guide)

June 2013

EDQM Hifftin < (@5 2K
(Requirements for graphics for EDQM publications)

PA/PH/Exp. MG/T (15)
5 R4 (November 2017)

L IRTEISEEZIN
(Template for general methods.pdf)

PA/PH/Exp. ROP/T SEH T {Ff5re
(22) 2 COM R1 (2022) | (The Guide for the Work of the European
Pharmacopoeia)

PA/PH/Exp. ROP/T
(22) 3 COM CORR 2
(2022)

SR TR RAHR A
(The Code of Practice for the Work of the European
Pharmacopoeia)
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B EESE H AT 50 6R(EF 50 NE R TAE/ NEFFEEE - B/ Z2/DA 20~40
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Rifg ~ BEHAR T SOB RIS H RERA T - [EIS TP EEae 12 (8 HR/ NS R
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E2E EDQM Jh(extranet) XX 24
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ERHE K. EDQM Fhgd(extranet) F 2% (S M AEUEAE 2 - RIBELIF/NMEZ HER&
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