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SEMUTBE i 2 o B AR B B T AR ARG - R 2SR B i 2 R A - BIOM
ZEffl (European Pharmacopeia, fff Ph. Eur.) A& FEAFEME > 28 > HERE
HEECNSEHLZE 52 (European Pharmacopeia Commission) #h{7 > % ZEE & 45—
SMEAHSR - 1964 FRITIIHME 8 {EBUMENZE - 2018 4F 4 AJECA 39 {EE 8 &
29 fEiZZ 5 - BRI 2 B SRt B RIOMSE B i 1 &/ FRA (G - DARENT 54t
mrin B AR B BB R i - B S E B 102 F IR REBUNEEIZE & &

g—ERR-RGHE > 5 (2018) FEOMEHZRFH—KE
sRlFH Ry 107 423 H 20 HE 3 A 21 H » MB{EERIHTRI AT TS - @ag HEUMN
= BN & 5L S B 4R (£ 5 (European Directorate for the Quality of
Medicine & HealthCare, the Council of European, f&fi EDQM) T 2 BN EE B E5FY
(European Pharmacopoeia Department) & F &

AR SR RO S R R & BEAREZE —F s T Emm =am Al
B PR U TRA LU BOMEE H 22 B iR T 2 F o el ) TARAAE
B TIFEE 2R - H/NHERAFTRRERZ - HiEiE 88 K% - BfhHiy
&5 19 = ramfl 37/ - EaT{EER 51 1= s iRl 15 5 » i iE)E4s
2H (Gene therapy product working party) » LUK FERLIR VG = L S5 -

il EDQM Je& ~ BUNSEIZ S & I - SLEEE I T % KB B AOR A
B > WEAEE f AR FR ~ Group 10D 7442 A ST EmBIOMSE SLg 8 B 50T o ] 5 I
Az PE7R AR R - AR EIRERY 2016 4 11 H pl BEUMNEEHEZ 1% > TR
BHE > ARG AR LRSS SR (PMDA) BLENE L 5 &Y
BRI AR - & 8L 7 RERAM L G A W 2 4 S 4w 2 485 - R
EESE UG 2 2%

W
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SRR AR 2 S R B BT AR & > Ry S Bl SL Z EEYREE - BN
ZEffl (European Pharmacopeia, ff# Ph. Eur.) AER[E FEAFEME > 28 > HERE
HEHECNEEHZE 5& (European Pharmacopeia Commission) ST > iZZE B & {42 —
[P P SH A - BRI AR SR P AR AR BB S L VT S (R B (% DRSS B ¥ 8
on B A E Bl lR Rl - HATETA 39 ([Eg B K 29 (HREE - RinEY/EHER
102 FEEARABONFEILZE B GRS - fJ D2 EMHEEZ AT EE -

2018 FFEOMEE i Z B s —EkiE f 107 23 H 20 HE 3 H 21 H »

it B A R BT R AL B2 o & AR BON B 35 g BOM 2 dn 0 B B A AR iR S

\

(European Directorate for the Quality of Medicine & HealthCare, the Council of
European, ff EDQM) T ZENEEBLEFT (European Pharmacopoeia Department)
BEEW - ARHEAS0 2018 FEOMNSE I Z B &5 —NEs - S2EBUMNEEH
Bl b — R TAERCR - ARSI E S T T RatE 2 HEE) - SO R ERHR
A BTEAREITAN T ARESE H = REE M BT - HIREESHEE -
FhEEgE i B H B EPR[ED - BT ER BUFE & - H5¢ - 24 K& EDQM
[EH{CEIEREE - SRR > IR EEREIIE AL > EEGE - &
K BURT BRI AT de Z S -



A R

HEIA BZ2RY 107 4 3 F 18 HENABIIrRH & (Strasbourg) £ hIEH
HEE @ (Council of Europe) | 2% 7 B M & 5L 8 B A= (R &5 (European

Directorate for the Quality of Medicine & HealthCare, the Council of European, T7#

EDQM) FreHFa. 25 160 RENEEIZ 5 & & 3 MEON SR ERIE > 7t 107
3 H 23 HREEIFT - 17k TR &
H&A 1T/ TIFaC %

107 4£ 3 H 18 H(H)~ | BUE(ZIL-HhEHE - B AR e 1R85 - A BT R LT 6E)
107 4£ 3 A 19 F(—)

107 53 [ 20 H(Z)~ | 270156 160 REH L Z B & &%

107 £ 3 H 21 H(=) | (160" session of the European Pharmacopoeia Commission)

107 2 3 H 22 H(M)~ | RRECEABHRHLIT - (8B A R e a5 — ES-2Z10)
107 £ 3 H 23 H(f1)

BN EELZE 5 (European Pharmacopoeia Commission) 7~ 1964 5617 » F
FUEF R A B RO SE HLaR1E - Hodr B 2 DB 22 K £85 - TRBH A FRIOH
6 B R BRAH AR a5 i 22 B - HFTBIONEE IR B & A 9 ([EE & (38 MERTE) K
29 (EHZR S - BUNSEIZE G —FRM=RZag g > ok 3 -6 Ak
11 B817  MEBEIE AR ALTTEE EDQM - &3 T SgtBIOM 2 MU 3 (2
BT FEEE AR LIRS 2 515 - BHFEEEE - /MEAEARBIZ A2
w0 % (2018) 4 3 HBEOMNEEILZ &5 160 &k - LB EH AR EEAKH
Ber il ~ B ~ AR ~ BHA - FREE - e - TEED - Bt~ TR EBUNEE L & B

4




REREONEE B SR/ NHEL TR/ NN  SHBR BT QBT HA
IS R 2 B E B RAE 200 -
C GRNESERNE
EakbAat FHHER (7 EDQM f& £ Dr. Susanne Keitel £ - #23&77144 3
fIEXHEEHRAR  REZE ALY EHE TR NS ENE B FHA A
7% » BOMEEHLZ 5 & % Dr. Tobias Gosdschan fa#f EDQM 3L IR E - I2#K
AEEAREE -

H#EABONEE LR AT - K IE AR S50 (Uzbekistan) Y 2017
5 F S EONSE S B 0 Y 2017 4E 11 BEREHEE SR > EEEK
AR WARGH L E G BERERER B EREREE - Kihl
FoBOMSEHLES 29 (EifZ2 & - 480 EDQM FREAT EDQM [FHLENE LA 58
FNENE [ B e » FRE A Drug Standards and Regulatory Updates » B[ By

2018 -4 F > EUMBLIG #2200 - ARHAS (160) TG aka s EREERAT T

(MRS 159 KEOMSEILZ: B & Eafidc ik SR
2017 7 11 A5 159 sy (83w (monograph) 1175 » H PR fE{y1E
B[RRI 4E Rotigotine (3014) 55 —{E EEPRETAZ 45 (mAbs) Infliximab
concentrated solution (2928) - {&#/& 2014 FFRGENTT BRI TAS LB ERT 52 > BLA
TR NS IR iR s ] € - BOMEE HUREa SE ORI AF T s i D 3
> i@%E suspend #EHI (general chapter) FEE & (Abnormal toxicity) (2.6.9) »
AGTRHER R 5 [ 2 EEEREE T E 49 5% BB EETE 108 i/ (& il
BEim) REsT®Al 18 & o i HI %% 3 58 A 22 (glass containers for
pharmaceutical use) » 32 7Kf&H 77 (hydrolytic resistance) &% EAS:0HH © R
M g —(2- 2.3 5fs (DEHP) 7574 Regulation (EC) 1907/2006 (REACH)
5B 57 GRIEAE > EBE SR EAYYE (Substance of Very High Concern, SVHC) » (Al

BT B B R SR 2 A 7 7% TR (AR, DEHP 2B QU574 » DLW



FAEETZSORAGEABIOMEE L 9.6 iy - I H 2019 4 1 H 1 HAEFEUN 39 & &
[ A= -
(DM E
1. Corrections integrated in Supplement 9.5
STIFEUMEESL 9.0 {E 3% Clomifene citrate (0997) 51155 - B FHE
B Foot-and-mouth disease (ruminants) vaccine (inactivated) &z Infectious
chicken anaemia vaccine (live) (2038) 2% - E&% Dioscorea nipponica rhizome
(2890) KAl 0.1M KMnO4 7 B 7330 1% - WL BIOMEEIL 9.5 fig -
2. [z {EzyEHAl (Notification of National Monograph)
fEE g Z 5 g 2017 £ 10 H 27 Dg#TEARE X2
(Braunwurzwurzel) (Scrophularie radix) 2% 5 W H - & 5] K Wi (G
(Cannabisbliten) (Cannabis flos) » DL_EUaR i = EI&28 DAB (Deutsches
Apothekerbuch, pharmacist book, 2018) -
3. ARSI EZE 2 B R &% (Compilation of answers received
during the survey on plastic containers)
HEiEoNgEmAIsE 3 ZEagdiME/A 25 (materials/containers) 7 5H/&E
FOR > mAsEEm A~ E > — MR 2E &R (information) - &R E A5
PR > AR Syomdl i (mandatory) » HATEAET 2 (E6mS | AI EIA
5 HieRiMB s ssmAl 323324325326 % 328 F 5 &>
Wt Ry e Rt (medical devices) SE K - 55 dlAIIENER A2 H
Al 3.1.1-31.11 K 3112 % 3 /& - WoMNEEMREE 1993 F & i~ Bl
e e < (Directive 93/42/EEC) ik Bl Al - £ HECNEEY)EHE
(European Medicines Agency, EMA) ~ [ [& {2 % (£ 2H 4% (the International
Organization for Standardization, 1SO) ~ BUMEAE(LZ2 & & /BN E TR L

=¥ (the European Committee for Standardization/the European Committee for



Electrotechnical Standardization, CEN/CENELEC) 5\ B E S
#55[ (guidelines) Ei#H#Es (norms) -

g 156 X (2016 4F 11 H) BUOMZEINZ: & & & 3ET 00 A BN EE L
Wk B E TR AR A - Y 157 WEEk (2017 4F 3 ) MiEEK
BN s KBTS E R - DT S E R SE EER » RS
AREMEBEBONESMHEZ CE &t (CE Marking) Z Fes/fEAEEE > 4
R~ IR EIE R > (blood and blood components) 7585 » DAK
A MR ELITIR Y B4 (sets) FFEEnn - BUNSEMRLE R Y 2017 4 4 &2
10 ARYEN5A7E (survey) :5EZ 45 Hh 5 1#%FRF (National Pharmacopoeia
Authority, NPA) ~ \HI&EY)Z B G/ M1 852 B & /in'E T0F4H (Committee
for Medicinal Products for Human use/Committee for Medicinal Products for
Veterinary use/Quality Working Party, CHMP/CVMP/QWP) ~ BxHE 78 fekEEh
1740 4% (European Notified Body Operation Group) & [ & 1%#%% (Blood
Establishments) IEER %% » A7 EIHIE B ZE2r (European Commission, EC) -
AR GHF SRR M AR - REREFHEE N -

(Z)T1EZ+E (Work programme)
1. BEoNgEdipl i {EEmeH7 (Adaptation of monographs on finished products in
the European Pharmacopoeia)
AT AR R BOM SE L e (8w s B R BT o > AL S E RS
HAisamigH > LA " Back to the future? | Fy 1R/ 48 - REHREE RIS ZLA0T -

1964 4 BN H 25 & 3 4% BROM 22 i 4R £ /2 49 (Convention on the
elaboration of a European Pharmacopoeia) » 755 4 — B & i i B A » DL LR
i EC AR (R 5 B A L RN BTG I T > WAL H AR EIZ AP LR BN
358 i 2 BRI o BOMNSEHLEE DI FRIEE - jE - 5885 > ZAE SR 4
FERRR R BN SE L RR D (e - BRI I AR R AL BT R B b
T > AR 22 B iy A\ IO DRI R E A ER - (e (SEBIOM 2 B B AR AR B4R

7

U



R - THET 2 2050 FUrEiEY 150 RmpkanfEam (B —) - IKERI4RE
JAZE (K Procedure 4 Fz Procedure 1 f2fp#E IR S B B R O £

B B B SRR ISR - FEH U NEGEE R - BB E A
(pre-enquiry) - FEHEHUHTE ([EEmETEE - BONEEIZ B gt Al B L Egiig
TERZ R - BifiBE HoAth B 2 S ML 5w | HH B SR Fr - S8 a3 ([ 5m A 2 1% LU ER
NEE B an (E e B H - R e Ry plin{EEm a8 (Adaptation of Finished
Product Monograph, AFPM) -

.. in the future?

» If no change ... around 150 FPM could be
expected to be published in Ph. Eur. in 2050

» Need / wish expressed by Commission
members to speed up the process ...

“Commission lo consider
the

toincreasethe
FPM porffoliointhe Ph.
Eur”

Groupslu reflect whether
tolaunchan enqulmu

propose the additiol

‘——; ?ﬁi@ﬁa%fﬂ

BREBGCTHEEmRE 2 PR3 > #EAES 159 X (2017 4 11 ) ZESE
tedD ARERFE2HERE  REHEEN TSRS BEREENEERE -

THEAEL TSR E R - o] [ BRI e Eo At st 6 2 B B O 2 S R Al — 25 -
s CBOMEE LY 7k A28 e R R RS e - S NBOMBEILE &S > BB HEEmnE
B s 2 BEW B RIS SRS 7% > nl R T A (B R o G S I
s O] BEFE) A 2 0 A8 FH WO Mt I iz A 22 [E] i o B i » AN EEARF T BT 3P ] FHGR
e e AR R AR BGL R P RE A 8N o R TR P A e - kit
FAATEERiE (Privilege) BoinfEEm o [RIREFF oIR8 RE - BEEEAESTE - 8
18 REEHR(ERR T 5T (I Emei M E R Al S B e AR B 22 AR (5 o

2. {FepEZE K T/E/NHESZ (Nominations to Groups of Experts and Working

m

1%

Parties)



AR Eakmis 18 B HEE S - Ho @ Group 6 F 7 (EEZREHH
(group of experts) Kz BET (Bacterial endotoxins test) = 9 {@& T.{E/NgH
(working party) - 557338 17 it HZEEHZ (Ad hoc experts) L > 77
J& Group 10B = 10 {f/]NaH K2 {F5 MG (General methods) working party £
NEL 12 frF5g - DL BB RIARE RS - B8 E T B - £ ETER -
SEME IR G EOIRRER ~ Bl - RE KBS T BRI -

3. HEZEHg (Addition) ~ iR (Deletions) ;. ®j{= (Suppressions) T {EztE >
fi#:[E18 (Replies to questionnaires)

TEEF#ri% Glatiramer Injection (3104) Z{&zy 12 I Sz HI Test for
bacterial endotoxins using recombinant factor C (2.6.32) % 6 A T{E:tEE - 28
ARERE G N A %5 M Glatiramer Injection (3104) » ZORIMEITH
THEE AR R s BT B 2 L - WA R4RHEE Glatiramer injection F P4Bio
%2 MAB WP {7 - DAEEITBE BB PR R an (5 -

MO %% e 5 EREE S MER Procyclidine hydrochloride Kz Smallpox
vaccine (live) (0164) 2 fEzra&ss R - ek H TIFETET MR - WEHEGRE
{#%w Chlorpropamide (1087) - Oxprenolol hydrochloride (0628) & Water,
highly purified (1927) -

4. TAEstEIRHE (State of Work of all Groups of Experts and Working Parties)

SR INH R TR/ N T ARG EE - FIA4Y 1255 JHTfEeTE - HP /&
A¥EE 402 TH- (&3] 853 1 HEFEEESLIHfPET 349 IH TAEAEZLLT 0-5
TR 4010 AARIEIEFEZ (no official draft) &7 482 1H - 1, (%
sre iz (draft circulated) 295 277 IH - 2 | (RFEFEZE/\FFFY Pharmeuropa
(draft in Pharmeuropa) 2975 237 75" 3 /(LFHEE L %EFH S5 Com (document
Com.) &JF 571H - "4, {FmBEZETHEE (adopted)4JH 6415 5

REFECHIRE 5 H @ B1esFEFME: (published, removed from the list) -



5. EHZIREEHIE (Terms of Reference and Profile for Members of Groups of

Experts and Working Parties)

(1) GTP (Gene Therapy Products) Working Party #rhkgc#nE (New Terms
of Reference) %1 | :

a. BET#RAIA AR S 5 [F0fRL (Gene transfer medicinal products for
human use) (5.14) -

b.  SEAHAMEZR/NEC A/ NMEZFECHIEEET (FIanERE i
DNA 7E & &/ (Quantification and characterisation of residual host
cell DNA) (2.6.35) -

C. BTBOMNEEIZ: & &y Al B R < S AEBLEZET -

(2) GTP Working Party E5z&&FEEfL (Profile for experts) :

W I SR AR R R i < B S B R E i B R A A Z B SR AR

s B R e R A fn TR TR SR R - B RR TS E RN I8

LAY B E R B A R A SRR S A B A AR A Gn Y E T

B TR g -

(PU) Relations with EU
1. BUOMEEYEES

(1) =& ZEE9 (Committee on Herbal Medicinal Products, HMPC)
7y 2017 F£H5F 2 XEFEewE > %= Dr. loanna B. Chinou &{T

Monograph and List Working Party (MLWP) =& 7344 Maria Helena Pinto

Ferreira % 3 fI% & - (L] 3 & - fkKIE MLWP ZEZE K HMPC FF{lii% -

1838 Hederae helicis folium % 3 &5 2%y - Curcumae longae rhizome %

Valerianae radix/Lupuli flos 2 2 fBBEZEC 52K AFEE » 11 Hyperici herb

VA BT a1

(2) GMP/GDP Inspectors Working Group (EMA/EC/HMA)

10



2018 FGMP/GDPIEE TIE/NHTAFGTE » A EMA 48k - &
LT A RHECHH B S B RY 2 H B 5 A g anBliS 2 GMP/GDP 2 AH 5K
Z8f3#: (mutual recognition agreement) - #THf - EF & LEEY)EHE (FDA)
EMEREE I 4 (EEEE B (B ~ MR~ WA REEEED) ZfEE
e ZETEA 12 (Eg BB thinAstEHE12019 £ 7 A 15 HAT5E

2. QWP (Quality Working Party)
e NHEEnZ B GBI HEELZE B g TIF/\H20185F TIFHkeE
(Work plan for the joint CHMP/CVMP Quality Working Party (QWP) for 2018)
(1) Mg

HEFEBI =KIEAEsE > AL E - SN R - HEHREH
AN PLE RS ] Z S inan E T S5E > EE2KE EDQM ~ BRERIIAE] (EU
accession countries) - FHFFHEREEECE LIS MY FETRIE 2 - GG IFHELY
25K » HIREESTAMG 60fi - ikETam EREFR KB D 4H & -

(2) f551 K Em >4 (Guidelines and Reflection Papers)

TERTSERGHTE S [ R 3C 110 = B BWP (Biologics Working Party)

BB B~ JFUREE  IUP R R E R 2R ETES |52 (Guideline on

1

the sterilisation of the medicinal product, active substance, excipient and primary
container) ELFA 2016 4 10 H&SEHEARERMECK » THET 2018 FHE_FN
fifas |- 50 HEHESTIES] 6 R Hrh R BUISET55] (Guideline on the
manufacture of the finished dosage form, EMEA/CVMP/126/95) == 4 > EL
/> 2015 A 10 A 17 HARH > &t 2018 FHE—FAFEZE -
() ZHIEREE)

PRl ICH JEBhSN - ERELER IR BIOMEOR I LY MY S m B TR - W15=
FDA ~ IS KRR R HAREAEZEE G - Bl EDQM &1FHH B
Rzt - seEzmms - S28sT5m4H (pharmacopoeia discussion group,

PDG) ~ B 22 i F 4352 (cerifificate of sutiability, CEP) i35 -
11



(4) FIFR ARSNGB E )
BERLEEREG > ¥t QWP BEE Z R AL ~ $551 ~ B Kow 7

EHETTES B

(#.)Essential/General Texts

1.

2.

kR T 2 BB R i (Esm AR 5 S E Al (General principles for

monographs on finished products containing chemically defined active

substances)

BICMEE I [ B & BRI URER S 159 T LIRTE
o RPUT 2 TREIEEEE
(1) ERl

IR REHEE T R 2R AR B s b SIS T BT

o] gE BZE EEHAFH AR R [E] (These release specifications may differ from the

shelf-life specifications) | - DLEJE4RFER -
(2) idEE2

FH B i A BB IS S 708 BRIESS A SR B - S RI Ry
HIMERR R - Rt S CHESR T E R— BT fEEFEER T - FPMAE

A& T DUTOHEE R E&EE]  YEREH (as an example. In this case, the statement

“the following testing procedure is provided as an example™) | k& I S fEAESE
F A HEREZ B (acceptance criteria: as approved by the competent
authorities) ; ° {H& SE¥ IR RIA—2 -
#EE(Es] DNA 82z (Recombinant DNA technology, products of
(0784)

PE#EE4H DNA il 2 EFH BN ET S8 fe - el ik (iam e Ti2aT
4 DNA FiffogiE - CiERTFeEaiEn - ARNEESYSTEY) 2 &5
BLUREHEHEDUR > NEESTAT (1) AR B RA bEBR

&> P& ICH - EMA K WHO HRISEHEHERHES] - (2) #ridiEihmk
12



YRR - AR E H R - BEEEEE - o8 - WS - dE
T DL R AT (PIIRERAE) St - (3) i i 1B ISR S it T
Rir -

/IME R E

5ER Al Gas pycnometric density of solids (2.9.23.)~Particle size analysis
by laser light diffraction (2.9.31.) - Characterisation of crystalline and partially
crystalline solids by X-ray powder (XPRD) (2.9.33) ~ Bulk density and tapped
density of powders (2.9.34.) - Powder fineness (2.9.35.) &z Water-solid
interactions: determination of sorption-desorption isotherms and of water activity
(29.39) % 6 m2iEa] - HNE R =E%EHA -

{&sT{#zw Saccharin sodium (0787) ~ Saccharin (0947) Jk: Cellulose
acetate (0887) % 3 & » {i#% 2017 & 9 H PDG @& AH > At 3 &
AP HETT = B EEHLA -

N)EZEEH (Group of Experts) #re:
BOMEE B EFAHET 20 40 > AREHA 18/ MIMEAZAEZEgEE
FENENZAA TR SR E B TS - 22k R

1. Group 1 (Biological methods and statistical analysis)

(1) /MZ#EHI] Microbiological quality of non-sterile pharmaceutical

preparations and substance (5.1.4) -

(2) TrEfEE#Hs

H 2017 4 3 Hiz%5 > Group 1 C&EEH T WIRE 3 » Froo By LIEsT

BOSEACEZE  BIRFEA Pharmeuropa ABHECKE RFEEL -

a. {Zz1@Hl Application of the Foconcept to steam sterilisation of aqueous

preparations (5.1.5) DA&NAFn TREZENRE < FEM] -

b. il Depyrogenation processes and related indicators (5.1.12) DLEF:

RENFERE KAHRATEER -
13



c. {Zz1mHl Methods of preparation of sterile products (5.1.1) iz Biological
indicators and related microbial preparations used in the manufacture of sterile
products (5.1.2)) E AR - IEFEHERT I & R RE-ESE -

d. 4% 515 K 5112 AERETERZZEGHFE  DUEEREY)
AP R -

2. Group 6 (Biological and biotechnological products)
(1) #Hrbg{Ezm Octreotide (2414) 1 7= -
(2) TrEfEE#Hs
2017 = 9 HEMME 1 Sy NHERR - Group 7 TEstEHA 34 3 G2
PR Y R — B A 13 - Hik 26 - 9 JH R (e -

E=T{Ezm Insulin glargine (2571) % 6 B EMEEE 158 WK 159 ZKEX

Hrid (EsmAE R~ © % —7A 3 IH > Octreotide ELEAKEM
& plehnflEEm Filgrastim injection E28GH @ REFY FIUNHERR
5 e A BT I 2 R R, - Fondaparinux EL58 AR —EEE » IEHETTIT7AR
ig o FHMREIEML Pentosan polysulphate sodium EiRHIES amH o FreafEEE
Atosiban ~ Triptorelin ~ Lanreotide &z Glatiramer Z&{fE si#dE & 5 UF 1% 48
{EEmTEEE T4F - [HTEEETL Pancreatin {EZy » 2434 Pancreatin 5z Pancreas
powder AEFITET - H HATET ol & A FEFRBOMNEE I~ Pancreas powder
PRUEEHRF P 2R F 3 KR
fEET EamAE Rl ~ ¢ Frfizlz Erythropoietin ~ {[&lz - R 52 5 514
=\Em 2 Aprotinin ~ Aprotinin concentrated solution ~ Protamine sulfate %
Streptokinase concentrated solution T EEBEMNEEIT B & E » 44 ABUN
G2 9.6 - CLSER AR Z &1 & heparins (NI R E LR T 7ALIHE 1

BoAh) BEIFEE - R TR NMIgHE SRR B R - CRRERRARRA

4

_Pl‘

Protamine sulfate 5z Urokinase - HAt, Sodium hyaluronate - Somatostatin -
14



Chondroitin sulfate ~ Aprotinin ~ Oxytocin Jz Tetracosactide ZFE{Z:ET% » FféE

ERBLERENE ~ MR BRSO AR S R EE T

3. Group 6B (Human plasma and plasma products)

(1) f&&T{E3% Fibrin sealant kit (0903) 1 £5 -

(2) TAEEEEHE

C.

2017 FFET 2 WEgH > G amER K 2018 FLMFTENT ¢
Thromoembolic complications observed with administration of human
normal immunoglobulin preparations for intravenous administration and
subcutaneous administration

2014 FEOMEEZE 5 & s/ NEFTET procoagulant activities (PCA)
in immunoglobulin preparations EHE S 4 - fj>coagulation factor Xla #%
157 Fsthromboembolic events 3= 227 A » (Rt ERESTHE » 2% global
test for procoagulant activities %1555 — B4 - B BSP (Biological
standard programme) {542 2= E(#E) Procoagulant activity testing of
immunoglobulins (BSP143) » H i F#Ef T/ NRFEEE -

f&&T Human plasma (pooled and treated for virus inactivation) (1646)
20134/ M & s Em FI TR IEET(H5w1646 - (REIZLE] hepatities A virus
(HAV) e aEfE K NAEEEDURSEK » FLBoN e 8 BEER
PYEIRE 0.2 UMl - PEZRE 147 REOMEEILZ: B & & kst im it
- BWP giHUSERIETE - 58/ Octaplas fiifGtE 0.2 IU/ml JGfEIHEA
JE\b - PREF R TR0 e 8RR 0.2 1U/ml > (iAHEENE - TR
TEY AN EHEER - F B UREIE ML BWP 5l - 55 1
RARAE 1z 0.6 IU/ml - UeElgps e ftmlga e R - HEET > A6
B/ 0.3 1Uiml > FEETSFEREE -

Human albumin solution (0255)

15



@z 0255 DL SEC-HPLC 174> FA /NS5 AstEs (Molecular size
distribution test) » j~ 2013 4/ \BEA R 16 8 Rl REF(E - &A%
Flatam S Ak - FHEEDUTE - NILEE) BSP139 W5t » Bl AFE
> Pharmeuropa » FEEHI S A/ NE G i EIEE R -

d.  Human coagulation factor VIII (rDNA) (1643)

2016 £ 6 HAas ZEGFEE/NEFEREST 2% A HE(ER 1643
R RSB S8 Sl s =0 BEE #EE > THETRIE I 4 ™ VI {3 -
e. f{E&TFibrin sealant kit (903) = FXII &g - ATAZEGHFE -
4. Group 7 (Antibiotics)

(1) prdEimb]  Pulsed electrochemical detection (2.2.63) 1 &% ~ {Z5T{Ew
Polymyxin B (0203) ; Griseofulvin sulfate (0182) 2 & s/ IMEsT{EE R
Mupiroci (1450) 2 3 £

(2) TirEEEHE
Hgat 18 fir - 2017 FERH 3 KEEk - HERMEABIIE 16 AL

F 2017 FiEAEONGEZ S EE A 14 70 2018 FI{FH 84 IH - Mt
%

&

14 " B3] 70 i MEEZEEES 9 K OO 11 K6 RXZEY
FAM O PSR R 28 R0 30 KRS -
(3) EHZEHHsElaboration/revision of monographs for Group 7

WG e T AR M (S iEn) A RIS ERR R ER e e
(Technical Guide for the Elaboration of Monographs) {7 2R 4 2 27 555k
M EBERRTEEZ (definition) ~ 25447 (related substances) il &HIE
(assay) ZE—IH o

A EIAR R A [FE A SR & - IR IH R B RS 5 = - 2K
H & RIS T Z A SIPIEETE 1ICH Q3A (2R) 551 R EEFIPIE R T
(Substances for Pharmaceutical Use) (01/2018 : 2034) FRp o 283,

FERGE 0 Rfic#E Guideline on Setting Specifications for Related Impurities in
16



Antibiotics (EMA/CHMP/CVMP/QWP/199250/2009 corr) -

Group 7 H FiTEIERAYBKER 152 4 55 5 BRI R R R A5 25 5 2 A B2 4 B
&3 - PR K755 FEAH R EE A BE RS Y A o - ANGH (BC & B E R (S
SCHR ) FHERE — MO AL NN EREE ] © R—S A ERRE ST E R A4
PIIRE A RIED - Class 1, 2, 3 {5 EMA 155/ Class 4 {KigimAIEEHYIE
(2034) [ff% 2-{EERE AL (peptide)f 4.2 reporting ~ §1E K e &R E
(threshould) > Class 5 {(xi& VICH Q10 » & +2H 158 (Decision tree) 1

@ IMERETEAAPIRESZ 5 (E ) -

Production Cass | Single / | Sub- | Reporting ldentification Qualification
famil class | threshold % threshold % threshold %
Synthetic i nfa nfa | 005/003% 0.10/0.05 0.15/0.05
(same as ICH [same as ICH [same as ICH
@Al Q3 3a)
2emiz 1 Single | Ll |Q02/003 010/0.05 0.15/0.05
synthetic
1 Family |12 | 010 015 0.50/0.2
4 Peptides | nfa | 01% 05 10

Eermentation

e
(=3
E

(Ml
=
=]
i
{=]
=
-
L
=
n
=]

b

i

3 i 015
4 Peptides | n/a | 01% 05 10

e R e S R

Z¢— ~ The thresholds of related substances in antibiotics (£ B & :#H &k
! Guideline on Setting Specifications for Related Impurities in Antibiotics
2 2nd value is for a maximum daily dose of > 2g/day
%0.50% is for structurally closely related impurities
* Other thresholds should be justified
> Active substances used in veterinary medicines only and consisting of a family of compounds, the

thresholds may be justified and assessed on a case-by-case basis.
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e

o <
< Synthetic API

No flexibility unless
- justified on a case by case
basis
s o
. o s o
EMAGL no i Treat on a case by case
applicable? / > basis
& low 2 Specify limits and
< WM" > 2 impurities according to
method capability other
thanin EMA GL
 high
/.J’."- "-\.\l :
- i Specify limits and
< Complex product Ty > impurities indine
\\ with CRS feasibility
and quality on the
market
no
e : e
7 Mukisource - "
product e
-
no
Spedfy limits and impurities
according to EMA GL
28/02/2018 EP/IQ

B~ ~ PIrAERRAYIRERE(S R gHRER)

5. Group 9 (Inorganic chemistry)
Hrig (s Magnesium aluminometasilicate (2854) 1 & ~ /IM&{[EZm Sodium
mobybdate dihydrate (1565) 1 & ~ 55>K{Z5T Silver, colloidal, for external use
(2281) -

6. Group 9G (Medicinal gases)
(1) #5°KfE:T Nitrous oxide (0416) 155
(2) EEHEEEEFEEEL (Risk based evaluation of medicinal gas monographs)

FI2TUNHE R HE S DUE g A BN S LB A (R )

ACFR R ACETEm L R — ORI (EER  Nitrous oxide (0416)
Z A EBLRTER Y o A bR R —E A B » PR3 G PR S R TR
U lEl AT > R — R bbik R/ B S B IR R A &% EE i Nitrous Oxide.Z

18



PRI (K > B s Pt RSB A S RE - B (Esm — R L= EFAT
RUEPRE > NIEEERKIMERIELEL ST -

Ph. Eur. Monograph Title

01/2008:0375 Carbon dioxide
01/2010:0417 Oxygen
01/2008:1247 Nitrogen
01/2008:1550 Nitric oxide
01/2008:1684 Air, synthetic medicinal
01/2008:1685 Nitrogen, low-oxygen
01/2008:2155 Helium
07/2010:2407 Argon

01/2008:2155 corrected 7.2 |Carbon monoxide
04/2011:2455 Oxygen (93 per cent)

T BOMNEEHECR AR (55 (2 R Es & k)
7. Group 10A (Organic chemistry — synthetic products)

(1) rbE(Ezy Dexamfetamine sulfate (2752) 1 &= ~ {Z25]{Ezm Simvastatin
(1563) = 6 7= ~ /IME{Hzm Dosulepin hydrochloride (1314) % 3 &~ 55
KIEZET{EEw 1soniazid 1 7 -

(2 ITiFfEEHS
2017 FHEHE G HFERAH 55~71% » T/FIE H (Fk&s

SRIEAT) 5T 80 IH - Higril(Esm 18 = - ZaT(Esm 62 f® - I —4F - i

HEBONEEILZ & & A/ ME(ERRA SR Bl MEaTEE 17 7o &5 21%; 23

R EEm B Pharmeuropa @ 5 29% -

SHEEBTAE /L ER © ICHQ3D JTEAMY) 2 Fif ~ fEKY).2K
STHIE ~ B IR ERSE—#AEZ et s —#RIHEFTEZ CRS
o mHERAYRTRE - FREAHE SO RO R AL - NI R B EE R R S 55—
TEHREE Fr B B == B B B < TN 22 BB i e [ 2R 4 L T T
WD EESE B e EHIEE=E (official medicines control laboratories,
OMCL) IIAS I 7ESRS LA > SSoehd (Ukrainian) K &G (Former
Yugoslav Republic of Macedonia, FYROM) OMCL 47528l 7 &= 3 &B{HE

HILEERT - SHAREEL EDQM DLab &1F -
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8. Group 10B (Organic chemistry — synthetic products)
(1) {E=T{Ezm Alfentanil hydrochloride (1062) % 3 &= ~ /IME{Esw Closantel
sodium dihydrate for veterinary user (1716) 1 &5
(2 LTiFfEEHS
TAEstE AR 11 7 (257 51 R AFE Gy EHb
EhkEEm 77 R o BE > BERBER 14 REIRAERmEST IIE -
2017 F,\BdA(EEm alfentanil hydrochloride 2 8 /=Y Pharmeuropa > #H#H %3
e EZE AR 7 B BaEiE(Eis mometasone furoate monohydrate 1
=~ BaT{Ezm fentanyl 25 5 &= K/ IME(EEm methylprednisolone acetate 155 °
ARxergZrid 4 BiERETRRE o TEETH(EH Rosuvastatin tablets
(3008) > FTEHEHGY) AT OB BB F Y 7 (3SR - RAGKE AR
7> Pharmeuropa °
/INHIEEAPRE - T ISR A\ - 4R E T EEEL &
TRl R BB > AR EE= R B RN RS - ELEUSEEY CRS ZCF A % -
FERFIHPT ST Z G A S - bR DA BREE H 2 A SR
an ~ FEREIEERENEA JE ~ BUIRA R A YIRS — 85 - R 2
U aF - SRS RS B R EE e (FRthimn - Basd - it
BEE) o DUl Pharmeuropa P& ERIER B AT A -
9. Group 10C (Organic chemistry — synthetic products)
(1) Hrie{Ezm Esomeprazole sodium (2923) 1 &= ~ {Z&T1{[Ezm Temozolomide
(2780) 1 £ -
(2 ITiFfEEHS
TestEEmHEER 13 BRIEDT 19 B Lh 17 BEREEeE
SR RIS H 3l DABIER 6 B - 2017 RIBAZ B EHEAN
#m temozolomide %5 4 &> AXEEAZ esomeprazole sodium Kz temozolomide

7 o

m)
Bl

% 2 @fF



10.

11.

17 R EERREE IR - HEREDARUSIE Rt i oe B8R 2 i
B A R RGE A A RGN - B Rt Emm A = 8 K/
SAEA M ST TIEEH -

Group 10D (Organic chemistry — synthetic products)
(1) /IME{EzmAcetone (0872) 1 = -
(2) TrEefEsd
NHAER 13 iz » B 8 e G - SRS EiER AR -
BB RACEZE EATY) - RéREom H s @ algeiltmiims NS EE
B~ o NEARREEAE 5 ~ SEEm A B AT C AR RAE R > AAAFIRT
PO E S - NIt RE(ERRTT - RS RS rI IR A Pk
017F TAFEH EFE 30 REEmCGIY 11 BAEET 19 ®) » AiBEUH
SiFZaEHEA AR 5 REMYELURERESTAR) K 3 ReFKETHE - &
B 11 R o Horh 9 REERMIERE A e A - A B R AR > R
| zinc acexamate [HIEEE R > RHFEIEER - HerlEim 8 R EZAS
A - 2018 FLIERTEHEOIE (AR 10 R Es][Em 15 = -
Group 11 (Organic chemistry-natural, semi-synthetic and synthetic products)
(1) FHrhu(Ezm Boldine (2971) K Terpin (2940) 2 & ~ E&T{Ezm Calcium
folinate (0978) %% 3 i ~ /ME{EZw Nicergoline (1998) 1 & » FK{E&T
{# #w  Gemcitabine hydrochloride (2306) J; Codeine phosphate
sesquihydrate (0075) 2 & °
(2) ITrEfEE#HE

/INHIEAIBrH 5 - SR AL - SwiE LIFLYA EEm35
fm o Hrp 6 RN (e - A AT EER > EEESTN SRS
el UPLC HUfUEF LC =Bl LC HUX TLCs » ARGkt S0 (Eqm

i e 4 R o /DNHAERE — MR - BRI EHE R TR R A
8 - AIAKR AL ~ A AV RO E R B S - 251 BB SFAL -
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EsT R E RN ot A2 s ~ BRMEE LR E T Az - Hib

SR TTE o A RVERE - UPLC S BUkanfles » AR Suise s

2 R ARSRERAU L LAF - SRS R -

12. Group 12 (Dosage forms and methods)

(1) #EkEzT#mHl Dissolution test for transdermal patches (2.9.4.) Iz {Ez
Liquid preparations for cutaneous application (0927) kz Semi-solid
preparations for cutaneous application (0132) 2z Foams, medicated (1105)
F 3o

(2) ITfFatEss
2017 AF IR B I S T am AT A B 2 (B A28 0 2017 i Z B g R

Efga TR EER e L2 EE (0016) ~ Fkr (0499) ~ LIFEMIRI AR (1165) ~ filIER

gl EU| (Pressurised Pharmaceutical Preparations)(0523) Jz %% (Sticks)

(1154) % 6 = - HpE i (E R =K A fe CBUN SR B g H A -
FHUARISEE (Medicated Plasters) (s » ARAGR: B K28 FH - Gl AG

&M (Semisolid Preparations for Cutaneous Use) 1 f&17 5% 55— - 27557

FEHER] Cutaneous patches (882) i Hh iz i FH -~ [il A SRR ([ 5w 7% 2 48 R

REF (Transdermal Patches) » i EHEREIL bR (Patches)  WiEEH (EERIL TS

fadlm (Intravitreal Preparations) F.28 - MEZE ve iR FIEWORL (particulates) k%

BET [R& @ EL5epk i I my([EzmiE e A E &4 (Intravesical Preparations)

Je{&zTParticulate Contamination- visible particles (2.9.20)&%g - B AR °

[tk > Group 12 2/ Inhalanda WP & {EH#ET T BH DA AT & 280 2 Wik

&= —2M (Uniformity of delivered dose) & #5135 F54EE1 USP K JP

EfFaEREEEGRRE il RAEKL (sub-visible particulates) Z /& -

13. Group 13A (Herbal drugs and herbal drug products)
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&sT{#Ezw Peppermint oil (0405) £z Saw palmetto fruit (1848) 2 &= ~ /IME(E
zm Fresh bilberry fruit dry extract, refined and standardised (2394) 1 & -~ &5k
&aT{#Ew Saw palmetto fruit (1848) % 4 = -

14. Group 13H (Fatty oils and derivatives, polymers)

(1) {E:T#EH] Composition of fatty acids in oils rich in omega-3 acids
(2.4.29.)~{Hzw Castor oil, refined (2367) &% 1 & 5 :KE:T{Ezm Maize
oil, refined (1342) 1 &=

(2) TS
B NE 17 fir o /DNHIE 3 BN 1 RIVEE - &7 3 REHH

F R E 65% - FIETIEHEAE L & - 20174 EZ% 8

FEEETER 8 Riu@fl 1 & AFER 10 F - {(FR# 1ICH Q3D -

ShafEE 16 7= - UE] 12 (3ERIEETZ - A—HHEWb: - TiFstE

dri 11 (EEE - HArA TIEHEE 80 I » ;yRilfskiy 14 TR (EET 66

IH o {Ei18 80 HT - A 13 I KM EEMIGAI T RT3 -

15. Group 14 (Radioactive compounds)

(1) #rrE{Ess Ytrium (°°Y) solution for radiolabelling (2803) K7
Fluoro-L-dopa (**F) (prepared by nucleophilic substitution) injection (2481)
2§ #okiEETEER Sodium fodide (') % 6 & -

(2) TP
2017458l & Bl o BRUH]E B M EEy 2R (3w Tamg (Guide for

the elaboration of monographs of radiopharmaceutical preparations)4g{&{&

ah o BLEAR HEONTZ 222452 (European Association on Nuclear Medicine,

EANM) &1F » TEAFE4RESER T HUR & PR (R B 0 Bl s s
ok W e (E 3% Gallium (®Ga) chloride solution for radiolabeling

(Cyclotron produced) > 525% Yttrium (*°Y) solution for radiolabelling (2803)

(356 K iR 8% Fluorodopa (°F) SH:E7| - B ARNTEE &R - IF
23



ErfHEsR Fluorocholine (*°F) injectionfil AR 4li47) bromocholine 27zt /5
% o [ T/ETE H BT Fluoromethylcholine (*°F) injection » ZR¥ZRULEIWA
KA ERTE AR - HERRERMIC AR - R/ NSRS K E TIFstE T
bRz 3w - EREERH > CEFERE  FRCERFIEZEGEE (@
i8) - EA\BEHHESS Gallium (®Ga) PSMA injection K f£=T Technetium (**m
Tc) mebrofenin injection 2 A L2 4 E R & & L KIS M EE
(radiolabeling) > %t Fluoride (“°F) MzsinefElsm S5 2 M HEIRA] - HEH
TN S L FRIEIEE B R - (25T KL Fluoroethyl-L-tyrosine (*°F)
injection 7 S FLAEY)GLENE - BRI SEREZE -

SRS P S o {18 i B AL LA IR R 221 i (3 8 DAL ESF ) FE
e E SRR T AR ER - HEHERESEIME > ok
BITHE LIS I8 A o (B VEE R AR - BeHE tamEsas - |
FELE R R e (BIAREERE ) DHHBE S A s AL - (2
Bt (/08D ATIHETFLSFRIAEE -

16. Group 15 (Human vaccines and sera)
(1) /MZ#EHI] Assay of hepatisis A vaccine (2.7.14) -
(2) TP

017F T2 0N &k - IR ZE B G F A EFEEET Haemophilus
influenza type B-containing vaccines (1219) (1932) (2065) (2066) (2067) % 5
o DIRrE3R’s JRAI » Bl &EOMNEEEE suppression R abnormal toxicity >
{5 RS [ FHaZ @G 49 & > f& Vaccines for human use S5 [F¥T
#AIS.2.14 - BRXEITHLAE - EEEEEHESw Meningococcal group A, C,
W-135, Y conjugate vaccine ~ Aluminium phosphate used as vaccine adjuvant
(3065) Kz #r#E Al Quantification and characterisation of residual host-cell
DNA (2.6.35) % 3 IH » {Z57] Influenza vaccines (0158) (0159) (0869) (2053)

(2308) (2149) = 5 & & Assay of pertussis vaccine (acellular) (2.7.16) ¥t
24



/NBES Pharmeuropa - £4585% Residual pertussis toxin and irreversibility of
pertussis toxoid (2.6.33) BET5.% » HIE/A\FF> Pharmeuropa -

BONEEHL 2008 FUgEL Botulinum antitoxin » 2010 2 BETEZE -
Ll EEE BB T AR U U774 - DUEBSEMERE L (non-lethal
paralysis) k/)NER AR AL AR AREERG SR (phrenic nerve diaphragm) $R{T50(H
s LU Dso 5B - SZEACABER - IR/ DB g = T B s st
B > HA refineness method #E17H o (R F{EET45E —AFEZ -

17. Group 15V (Veterinary vaccines and sera)

2017 EYRFH2 R4 2K 7 [E] E etk » SB3WE sk - AL R e et
T SIS K E S G - BB EEREE - A BRIINILRE B TR
& - 2017 o 2 (EEBTIFIRE AL BHEETAHE fo e i m AR ek
EfExz L (Immunological Veterinary Medicinal Products, IVMPs ) 14 847
HYZEK © 51220184 H Pharmeuropa/A i « T/FETEA567H » H g

AAEHR » (237525 - STHTFEEAT ¢
(1) el S/
2016 HriE 4 JHIT(FETEE - Hob o A SR IERIRESLE s (A~

yii{E)  (Infectious pancreatic necrosis vaccine (inactivated) for Salmonids)
(3063) Kz ## HIl  Principles for the detection of extraneous viruses in
immunological veterinary medicinal products using culture methods (2.6.37)
HESEREZ - BIEFAFERY Pharmeuropa - [ifEfAHAZFEEEE (G
{&) (Winter ulcer vaccine (inactivated) - for Salmonids) (3064) (2151) % fig £,
Fimsse (KSR ) (Vibriosis vaccine (inactivated) for sea bass) (3090) &
FEEHET -
(2) (EaTHEmEA]

38 HI] Substances of animal origin for the production of IVMPs (5.2.5) £

R R b E L IVMPs s NG Z 1% D ERT B R ZEFTE BRI

25



B &% - I - s E s Al S R Al (0030, 0062 Jz 5.2.4) 1Y
SOK > —GHEFTEE AR EA > WIANE 5.2.5 (23] - BHTHER(ER 40 7= >
EETEZE /B Pharmeuropa 30.2 -

EIMEEYER (Clostridial vaccines) {5 (0360, 0361, 0362, 0363 f%

0364) » BS/EYEE (Tetanus vaccines) {E3f (0697) K A FIE (L E,

(Tetanus vaccine for human use )(0452) {Z5T T /EffE®E T -

18. Group P4 (Procedure 4)

(1) ¥Hrig{Ezm Atazanavir sulfate (2898) = 6 = ~ /ME{FEZR Entecavir
monohydrate (2815) 1 & ~ K EET{Hz Everolimus (2918) &%
Raltegravir tablets (2938) 2 7= -

(2) TP
/INHEEZKRE 14 (EEESEFIEY 16 (7 R4HR - EFE 13 % OMCL

1 REEHRE ~ 2 [EEIRGEHPERE - /N (TR Rt EE LR —

AR BRI T Sl o B i im{Bla > ot b el e (18]S i o — R SR R Rt

fEF - 2017 T 3 ZUNHEHE - HUEER 88~100% - CUEBAZ A Y

FEEAHMENEMER 5 B > Kon(Eiw 2 /= (Raltegravir tablets,

Raltegravir chewable tablets) - (] JFFl g 3 /& > Ak 12 B

Pharmeuropa- 2018 T/EEtEA{ER 42 & EREFRIEE 23 &Kl 19

=

(£)TfE/N4H (Working Party, WP) 74
AR GHFA 18 LI MIREAMZAXZEGEEEEZNS  LIEETER
EISCITIESE - EsREREAT T
1.  BET wroking party (Bacterial endotoxins test)
2017 R TARETE - SORAR/NHE S - B9 2017 29 H 22 H
STEERLE K 0 STE rFe - IERGNERERLBETEK - B E AR

B4 BET HIE:TE - BaTIRAZEOMN f 2 BRELEEE 2P 4 B i I S5 B A D
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i E AR A BN (Limulus Polyphemus) 2 filifgikl (Lysate) - (fijod
=R R RAE » BON B S i3 7)fE (horseshoe crab species) o HI i
FEf ~ Bhps ~ BREESE (AUHDS ) - RS (EEHS) - E5 %
IS A ISR EA e o AP BRI LIE - (NIRRT Al THYET S - H)
Hl7E rFc > DB it (e TR B S A T 2 L i B A

BET WP 2 i 5517784 Group 15 » IL[EI4R{EEE A" &H NAEBFE Rl
2 Bz ERE(EEEE (Monocyte-activation test for vaccines containing
inherently pyrogenic components) (2.6.40) -

2. COL working party (Colour determination)

/INHEEE 5 I ES ~ 2015 ke 2016 MR 1 REERHS ABUY
£ ANDLE A 4 s B EEERR - A 1 JHLESTS - EeRiEER
MEEHMZ S FHE -

3. CST working party (Chromatographic separation techniques)

RN IEERTERSITIBY - EaTERIFEAMHENTE (Gas Chromatography)
(2.2.28) - 25T AHJE T4 (Liquid Chromatography) (2.2.29) KA/ NJERRIEAT
7% (size-exclusion chromatography) (2.2.30) » J&AH & T8 s R/ NBEER IEg A o
B2 A R e E R lEs multi-angle light scattering (MALS) - DL EELAEE
159 REsfmmaER o« £ 2017 £ 7 HAR A bR T st
Chromatographic Separation techniques (2.2.46) » ELUZEE T A [EE A, - 20184
B LR Gk - D atam AR R -

4. CTP working party (Cell therapy products)

/IME{EZm Human haematopoietic stem cells (2323) 1 & » {Z2T:0HH T »
KA BGEIAEEA (cellular products) - (&G 2323 BUGEELS s 1 #IUF 54 FH /K
(Water for injections) (0169) Kz Water, highly purified (1927) » K& EEH)3
7K E#ZE Water, highly purified (1927) #1%& > K iR Water, highly

purified (1927) =% - £} Microbiological control 5[f] Microbiological
27



control of cellular products (2.6.27) » [RibERIIEHECOMEEH 9.2 E B 41H »
H Rt S > B IESCF B Microbiological examination of cell-based
preparations °

DIA working party (Dialysis)

/NEFEEZ 8 {irk 2 fuikd BB EfEeEEm - 2015 K 2017 &5
1 gss o MEABIIE 4 ADLE - TiEstESE 8 I EiEHY UH
KAEET 7 - 5Epk 4 RILCEBEONENE S GHFE - Bk 4 Rkt -
EXP working party (FRC) (Functionality related Characteristics)

{&sT{HEzw Ethylcellulose (0822) k; Poloxamer(1464) 2 & -
EXT working party (Extracts)
&&T{EzmHerbal drug extracts (0765) & ##EHI] Monographs on herbal drug

extracts (5.23.) &%1& -
GTP working party (Gene therapy products)

/IME#ERI] Gene transfer medicinal products for human use (5.14.) 1 & ° [
BN EEL PR EET 5 7K (Water for injections) (0169) > B2 {[Ezm Water,
highly purified (1927) #i#i > [KltH Substances used in production E%H{iiis
S5 - 550 sEskEETIb Al - [R=% & H] Raw materials of biological origin
for the production of cell-based and gene therapy medicinal products (5.2.12)
RIFEFHEET - —fFa5K (28] Production E% -

HOM working party (Homeopathic raw materials and stocks)

/NHEE 12 frEoesipl REE 3 g R ABU9E 10 A
PAE-6A 6 firdds BmBheitlEsm - TIFstEst 1256 11 - A&y 120
R fEET 5 H - #EEAT: A 1 RERmEEEONELZEEEFEE 1 B
% E® » Amanita muscaria % 6 £5/\FFY Pharmeuropa ¢ 23 &EEEH

A 94

Ell

K
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10.

11.

INH working party (Inhalanda)

2017 4 PDG &rafk s B i at ok B ) am A oA R A ZE i RS 73 e
A4 (particle size distribution) (2.9.18) fifl{Lak - HE R Z LILES)
&S PDG [EIRE - HATIES 0 ASEHUET T EBFAN - DA 8 Al (A
&2 (uniformity of the delivered dose) (2.9.54) - [RIfEM A JZE i (1T
AROHEN) 23 > AL E R EHE S A - B SR
(nasal products) {&Ezm -2 Group 12 &1/EWETH -

LBP working party (Live biotherapeutic products)

(1) Hrygi@EH] Microbial contamination of live biotherapeutic products (2.6.36.)

(2) TrFfrss

LBP working party T.{FH 82 M e — 00 A VSV EEY e fE in
(live biotherapeutic products, LBP) /B SsRHmANTESS » B BB E e 77
HFES[ - 2017 4F 11 A 1 855 2 Résk - NMIER A 12 fir- A 11
fir B HfE - 2017 2/ 5 Live biotherapeutic products for human use
(3053) -~ Microbial examination of live biotherapeutic products test for
enumeration of microbial contaminants (2.6.36) Jz  Microbiological
examination of live biotherapeutic products: test for specified microorganism
(26.38) % 3 f®I® Pharmeuropa - f2# X AR R, - SHER G EMIL
s REUONZEIZ S g5 160 NEHRECES - NAWRT LBP IiA&E
7> DL N Wi ## Al Microbiological quality of non sterile pharmaceutical
preparations and substances for pharmaceutical use (5.1.4) Kz Microbiological
quality of herbal medicinal products for oral use and extracts used in their
preparation (5.1.8) A&~ sl - HIAME LBP (& @1 - HEHZ
Pharmaceutical preparations (2619) t/H{&Z1F » Ak 5.1.4~5.1.8 f 2619

HHEMERER T ETE - RARELZEGHE -
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12.

13.

14.

15.

MQH working party (Microbiological quality of herbal drugs)

&7 Microbiological quality of herbal medicinal products for oral use and
extracts used in their preparation (5.1.8.) » ZRBHE i F &&= LBP - LBP
YIRS 2.6.36 ~ 2.6.38 K, 3053 MH&ED - fEEFAEMAIE 2.6.12 -
2.6.13 J 2.6.31-

PA working party (Pyrrolizidine alkaloids)

2017 4 3 HWUMNEEHZE Bererst@mimpkir Pyrrolizidine alkaloids T-{F/]\

gH > AmEEREEEDE (Terms of Reference) K EFFEKFEERL (Profile for

Experts) - 2017 4 6 A{fan LIF4HASEA RN E » 2017 4 9 254k

PR Mg - A 14 (IER - 1 IsE AR 3 UltaHE |

RENH e I T [ By o Tl 5 AW (WILC-MSIMS ) 7 Bt ~ TS 28~

ZAEAME - AERESIAE R 2 PA - ATHRAERI S =K G st am bk

HE o

PHP working party (Pharmaceutical preparations)

/IME Pharmaceutical preparations (2619) » {Z5 /& RFEH M (Em 3053 » FAE

FeE AR 3053 47 - M RHHALLL ASREMIACRIE RPN ZS - 1 2R

FEE &

SIT working party (Second identification test)

(1) {E=T{Ezm Amiloride hydrochloride dihydrate (0651) % 3 & ~ /IME{Ezw
Chloramphenicol (0071) &z Proguanil hydrochloride (2002) 2 #% » 3K (&
ST{Ezm Mometasone furoate (1449) 1 = 2@ Al 1= Substances for
pharmaceutical use (2034) 1 5 -

(2) TR
HZ5 157 REg#it - 2508 3 Baat - 2017 FHEHEET Glycol

(0496) % 5 fFfilsm o F _fEhlAC mHEZE B g% L » (85] Prednicarbate

EVABARY Pharmeuropa 30.1 o IO &E i 55 — REE HIAR B @ r@ il M ZKET
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16.

17.

A R IE S B BRI A E B H AL - /N (R T8
HITESC 25 FH%’&  (Substances for pharmaceutical use) DL4A A _FaftEEHH » A0
By TiRHEERER] & - KB HRE R M B0 A ERHIFE - 1EF

RHRFEET R

TCM working party (traditional Chinese medicines)

(1) ¥#Hrig{Ezm Achyranthes bidentata root (2999) % 4 &= ~ (25 T{E:R
Atractylodes lancea rhizome (2559) % 4 = K/M&#@H] Names of herbal
drugs used in traditional Chinese medicine (5.22.) 1 & -

(2) TP
18 frE » % 2017 FHF=ZNEEH - 2018 F I —NEE#E -

ERE=RGHT > A 12 {IERERLFE - TIEETELA 55 H o wiEH

WEEm 37 RAEE] R 18 1= - WHHE AR 2R 11 = (¥ 5 7=

8] 6 =) % Pharmeuropa - %Z g ACHEME 11 K Corigsm 6

mREETERR 5 M) - IKIBZEGE - /NAEEET AR BB R

f£753£ (alternative approaches) TJ7T1ERF2E (pilot studies) » 35 J 7iF 22

Corydalis rhizome (2976) ~ Jir H £} Fritillariae thunbergii bulbus (2588) 2 #itt

&5 Leonuri herba (2758) {F B b72iEHY -

VIT working party (Vitamines)

(1) {B:T{Ezm Betacaroten (1069) % 3 iF

(2) VIT BRI EST A RBONSE I Z: & Gy lic < 48R 3R S = 4R
ZNTAEYEEE R - AEF 7 {0 2017 EERME 2 REE > EREEE
A P (Esm Phytomenadione, racemic 1 &5 ~ 8] Acitretin 2 6
fm s Mg Calcipotriol % 3 7% - TAFEFEHA 19 TH > AR 6 K- A
KixZ BGH#A Ergocalciferol % 2 & > FABA 10 7 - /NaliE

FINEEE R ~ ARSI KOS 5 -
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18. VSADM working party (Vibrational spectroscopy and analytical data

modelling)
(1) {E&T#mHI Absorption spectrophotometry, infrared (2.2.24.) 155
(2) TrEfEE#Hs

sepaEbl Chemical Imaging (5.24) EUERTYBIOMEE .3 - TRSERIT
T EE T-#{WsE Scanning Electron Microscopy (2.2.52) E.Z8/E: /NG E Fes At
p= A

AR iEZE B g E A 2 mAELIMEEEE (Infrared Spectroscopy) (2.2.24)
EETATT: (a) FARCHERREREI L [R 7 JYIE7 (peak bands) HI#r (cm™)
Fy 1028.3 ~ 11545 ~ 1583.0 ~ 1601.2 ~ 1942.9 ~ 2849.5 K 3060.0 - {Z1F /5 4
{18 5y Sz S e S 85 (cm™) & 906.6 ~ 1028.3 ~ 1601.2 K 3060.0 - i ATR
(attenuated total reflectance) J7%z(cm™) 438k 906.1 -~ 1027.7 ~ 1601.0 K
3059.7 » kRS (verification) i [E 5 B H Ak (i 2 8 HIDAIG SRR s 1Y &
s o (b) MOAOEEEGEFE ZER KGR - (€) S98b - (R¥E AT B e it 4 e )
1ESZ (general monographs) fEifk » EEELFE L o
(1) ZEgyriy A Multivariate Statistical Process Control (MSPC)

HEEIFEEH] (process control) i A48 A Chemometric methods applied
to analytical data (5.21) - AL Z BUEE - (] MSPC i R 8 {E 73 7
(numerical analysis) Ug&ERVEHE - BIREEEE M7 (process data analysis) &
FUBHERIE TR - TR R RS EE S - SHERREE R R T
H > BEFINESHM A (mechanistic understanding) K characterize
process signatures 5 o [NIL B EHE A& E DLy ARty (process analytical
technology, PAT) RyREREZ SiAfries - DASCFH IR B B ~ BRI R iA T
LA TEILZGR o /N R R A 5 — (IR Y & ET AR E ] (statistical process
control) 7 #EHI » FRIE 2885l (multivariate techniques) BRI » AR

R EES BRI - AR - 2T BdR i - R EE
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i~ R T E S~ R~ RIS T ~ 2UHERE S EISHEEIRY IR - 1K
P BB 0 AT 4 2R m] 12 Bt TR S P B EE 1% 2 il feed-forward 7 85 - 72 F1BR%E K
SRR EHIRAHAY -
(o) HAth TAEHRE
1. Certification FHz5E 82520174 TIERE
(1) EoMzEiEA 1TSS (certificate of suitability, CEP) Hi3g
HEZR 2017 FRULEIHAEERAIERE R BRI REY10% - (HEEFUTEIAHT

HHEEZEEL 2016 AEAHEL (2016 AFULE] 305 {EHER ) RyfeF - 2017 FHUS

et S EE Bl 2016 FAHE - HATAEE 4900 5RA% CEP - 20174 »
E5ER 92% (LERAIREHTHIEEZE - 20174RULEIEST HEE B EE 2016 4480
&7 10% - 238 1850 {f - 92% (E3THIZEZ » HRRERFHNTERL - SR
ICH B SUA RIS 4) - FHARS T A (Methyl Isobutyl Ketone, MIBK) Hj
3 AEHE S 2 it HUTRIAMESTETE - WNFERHERE T MIBK [REAR
4500 ppm F » FOREFA CEP 58&E3 - {CHHE BT -

CEPHIZE AR[EIE EDQM FrsgthAVER AR S (E - BN HEE AEUL
FIERAEOHEEORRIE S - BRI CEP 8% - (EA/VEOT B LR
R (4 (&2 > 2016 5 16 () ; EEWNAERHHIE CEP HEE
HIZEPL 3 #m (3rounds) BUER - HUX 2 % (2-rounds) EER - 2017 7 52
RN HER - NERA AR Sl HE AU HEEE (2016 45 61
H) -

(2) FHLERY2:EL (assessors participation)

Toro il B 494% (network of certification assessors) fifE 25 B (&M
FnER) A4 (AEHHE RIRREHE) 86 (rsMlaiEa -5 B 7
fir TSE SHEAMIEHE S - 2KE 6 B 8 fir Herbals 5l & < 20174 R
AR RS &R > JB LA RE (chemical assessment) 23 #5251 517

Ko bE 2016 /0 [RINGERTHEE ZIRC ) - BHEREESTE (toxicological
33



evaluation) H 4 35X ~ MEE (L (sterility assessment) & 9 #52K ~ TSE &#F
& 7 5K Herbals 2 £t -
(3) EDQM FEFETE (inspection programme)

2017 FFEE 81 WX - BHAMg 44 X o HEERZ > 558% (25
) - TR > 5 37% (16) » FEEIOMENZE 3% (L) @ BOMESEE 2% (1
W) - TREATRIEEET 37 g > EIFE GMP 58F (27) ~ FEF&&TE)
(2 W) ke 8 iz &iwmatfl - JR#E(T 5 KSR - 3 KB EMA > 17X
BILEREE FEERE - 120 81 PMDA (HA) - FREERIEFARETL5% -
(4) EUESELR K AET

EDQM {EuhEl/ABd 4 (oA EHE NG5 40T © ¥rH s B EE T/ S
CEP &3 ( =[EEZESE ) (Management of applications for new CEPs and
applications for revision/renewal of CEPSs) (3-round policy, public)) ~ 2015-2016
. CEP HIZEZER[+Afh4: (New Top Ten Deficiencies) (applications
2015-2016) document)~ CEP ZET-HzE+5&HEAEETH (Revised Guidance for
electronic submissions) K5 CEP {Z5]H RHE (Revision of FAQs on the
EDQM website) - it ABHEAHEIRIES [ 3 (040 N AL anHEEa a2
ZTHR (Revised guideline for evaluation of chemical applications) ~ TSE & 7 i
M55 [fEETHR (Revised guideline for evaluation of TSE risk products) - &
g Ea sESEL 55| (Guideline for evaluation of Herbal applications) -
(5) BIFEE{EEARTM

2017 4 - 18 [EHEEKIEHE 57 7 CEP sHbsh&(EEA) - i 25
EREEONLINEEER (CF] - 2P ~ 5EFDA k& WHO) - [MEBLEE
%= EDQM FE&E#HS - %25 1718 ifEdEHEs (MUEE) @ &
FEEPE ~ IER - HAMSEE 4 (EEOHELI MR -

EDQM ¥ 2 5KBHFRICH Q3D Ag4stftat & - DUBREBUMNEEHUT R

A&k CEP UK - 81 CEP HRASHRBIENMEEF CEP B3TEHFE
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2.

o B A& G S 20179 H R RS 28 T 2 SRS HE Fp A BH & - B R
HRERSHETTZOM - MEREIR [ i PR B 3 i J BRI - EDQM 5YEEH
FIIRIR B2 88 A ER ik (F1401CH Q11 IWG ~ IGDRP - PIC/S;EH)
BFEAPIE S - APIBIIRFEEETES ) DIBER E iR BIPRaE A B E L
% o
(6) SHBUMEEM T IF

20174 > REEEHELFTHER 50 {7 CHesB) smKiEE] HamHEEZE (& 49 =
{l&l5m) » BEEFEREEETANEAT + ABT AR ISR & A ity
AEJTEBRRER 9 R~ IR EA A AlEHET 18 R~ UERETTA
U TLC Ryt 6 = o HAl OEETARIEEAEYIRE - FreErE
ZERTTE ~ WINsHECNEUES ) B 22 R - raiEiiEs CEP SEEAHE -
& (EEm F 2R ABARY Pharmeuropa RIf(EE
Reference standards for adoption
SOOI IR 46 T (CRS~ R4l FIE) FATAE S S b T 94 1
DIBEEONSE L B g EE A -

3. Biological standardization programme (BSP)

BSP f5&EZ 5 H 4 15 fif » 472K HE Group 6, Group 6B, Group 15,

Group 15V, EMA, EDQM, WHO, IWP (Immunologicals working party), BWP

(biological working party) » EC (European Commission) Kz 5 firpk & o KK EF

EeEE T HixiE 2 A YR, Pertussis Toxin BRP batch 1 Calibration for CHO

clustering assay (BSP145) » B HiZ E P E A2 Bordetella pertussis mouse

antiserum, replacement batches 3, 4 and 5 (BSP129) EUXEI[E=Z(Eek » FTHAt T

FrENYI A AR EE e -

(VOVFEGERGR
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ARGl E ARG 88 R HAuirEEsm 19 = AJEiAl 37 - 28]
(& 51 RAJEAI 15 R > DL BRI BIOMEEd 9.7 » AR H 2019 4F 4 HjY
39 BHAERY - BB FSCHE AL

1. REZEFIRERER 6 & 7 B By Atazanavir sulfate (2898)~Everolimus
(2918) ~ Fingolimod hydrochloride (2988) - Deferiprone oral solution (2987) ~
Lacosamide infusion (2991) k; Lacosamide oral solution (2990) -

2. FriE{EEm Live biotherapeutic products for human use (3053) k2 LBPs & /ihfiil
EYEgES T AER] 2/ (2.6.36,2.6.38)

LBPs & A A YA B ol B 2 880y > R R4 Lactobacilli ~
Bifidobacteria ~ Streptococcal species ~ Bacillus clausii kz Saccharomyces cerevisiae
var boulardii % - @EEBONTISIESTE LBPs » ZNEUMEEIIIRILEL LBPs [
BEDIECRECA'E - R/ VE TR o RIE A M LBPs &i—Z0K » SETE M AEY) -
Ry E DA IR f A e s T A 2 R EER IR 2 7 DMERYEH LBP G/E
WA TH - @AM REEREEE - EYILE  MFE KT TERE
(characterization) » DLR (R LBPs A~ & 5 &% M il A= 97 s e A 250 1 A 5
(virulence factors) -

3. BETZIINK AT EErE % (Infrared absorption spectrophotometry) (2.2.24)
BOMEE AR 1200 FR{EGRR 8 FHELINRI T e Al A EaThi

HIAEAT: (1) BEEsEeMIPRER: B 38tds (monochromator)-(2) /I ATR K

PERIE A PR H R PR Z AT HER O (FT-IR) ~ 274051 > FELIN R a&lst

R 50 o () BRedUR B E 7 (R ) Ky 4 (ERZ 06 - S R BB RE Eh A

#5 carbon-hydrogen stretching (3060 cm-*) ~ carbon-carbon stretching (1601 cm™)

carbon-hydrogen deformation in plane (1028 cm™) - carbon-hydrogen deformation out

of plane (906 cm™) » [EIFI [ ATR BREeR 8 - (4) {5 A RELAAYERE K P ol

HUFEZE A -
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4. FESERERE m LIFAHDIRE
AT ERAL NG IR 2 2888 - 75 GTP WP TR DU Bh &2 w2 - it BT Gene
transfer medicinal products for human use (5.14) /5 2008 F{Z5] » 5% & Raw
materials of biological origin for the production of cell-based and gene therapy
medicinal products (5.2.12) #&&5F(5{£(E5T 5.14 -
5. #i{Z (suspend) 4mfZ Chlorpropamide (1087) Kz oxprenolol hydrochloride
(0628) > S35 EEFH/K(0169) TLAEH#Z Water, highly purified (1927) N »

HECNEEHL 9.7 suppress °

6. ¥ T/EIEH 18 1H » & FEHriEAl Congealing point determination (2.2.68) -
multivariate statistical process control (5.28) - test for bacterial endotoxins using
recombinant factor C (2.6.32) z Recommendations on testing of particulate

contamination - visible particles (5.17.2) 5t 4 /= -

PRAIZEONSES 2 GRS AR & - EERLBTE(E » ntrh AR iuR (U LEE T 2 &
2

T gEaRieE LR HEEETmERE e E R EFIH - RS

ZE R/ NH AP A BI B 2 e TRk RETAT 180 /= » FHEIOMSEHRAZ Iz -

/NHAEA K EDQM FE{C#ait EEMEE e - SR E RS S B

REGUFRIEEREL > NI ERHNERIGRE ML E R - Ho NEFTERE

FEFER PRGN - 5 Es B e B BAAG AR LH S

37



ABEWANEEHEVEEN  SAMERg I AR > FEEHATE
K ase A g - BREHE ANF &R > FS DB S mA - DLEE Rk
BRI E A TR - 2T0eR - EEEEE -

~WOMNSEHLTE A AR TR > DUEET S ER 0 (5m R - 5 BER o

(EEmEaTEMIb: - EFEUMEREY T e Bl &% HEEEAIH
HEAZEIAREETE - WAANEE RSFRHED - HREEBPAREES

IR - HYANETIET#T - Sfh SRRt A HEGIEEmE
%1 Group 12 £ Inhalanda WP 7 7 B8 &35 —2¢ 1 (Uniformity of delivered

dose) ZZB > LA EfEREREE -

* BUMEESLEE LR 2016 £ 7 H84{7 > H 2018 4 1 HA > NILEHTEA

PRELSY o RBONSEHSE I Z GRIE TS5 7] - R onZEY)E B E RO
SEHLECTHZ 1 - RN E R SO S5 B & TR/ NEUES) - AN L
HFRIEBEE > 7y R R EHYIE A% Ry Group 6 5% ~ BT EIE & Fy Group 6B H

» TREEE L By Group 10A H5¢ ~ iR F %y Group 11 BZX ~ BT RARES
Ky MAB WP BL5 Jrsok B B TCM WP 5% - 2017 4 1 e » B

(%“Jr

HR OGS MEON SIS am Bl S0 E) - W0 PSR % B &
T ERELE 2R MBS R SR R H R RS - HR MR

BRHEZE » — R ER S RE RS F - A EtE R E SN E L S
Hiahati R e - BERMEE A B (K A e e
Fen L BT R o BB E S F N B E N 2 & FE
> DLEI R E e EE i H F T e BRI - HERSHGEESE > BAT
FREIONESE SRS TG S B RS - A B EE g s i BB B, - A s &
JESZ R BIN B R M2 BN EE TS -

ll

v

ARG HETA S UEONEES NE AR NN G PR /DA SR ~ PR

SIS BB R /D T B B 7 S e S R R s o

HEEREEBEEIERATIA R FER - HEEGEONEEH S B 7
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gh - &/ NHAS EDQM 2 i Bt B EL i == 48 B OMCL SELLSE R ZE ST -
(B G PP RS B T 43 B P B G RSB R AR PR - R R E A
JESR -

t - RIEERNVER S - BONSE M IEER PR #2S - 7548 GTP WP » &
TAFHE R A& DUIBIEE AR - S EREIE LBP 2 /B KA
Al - RFELERIZA0A - ZET4HRA @R Pharmaceutical preparations - X H1%#%
e 2 2 FrEBIBIRRANAGER - A& Group 12 T58 Rl SR RIAY (&

wt

s > [FIRF =5 ERIA NG - A TR HIP - T E P R E S
AP > R AT SRR PR SE S > BRG] h R SR HUm AIERSE > LI5S 4%

SR HE - RS ZHD -

N~ AR Gk o i R 2 B 25 SRR 5w 8 - (Adaptation of Finished
Products Monographs) » BJCH &% ST FRAGU IRl 5 - (525 Ry EBA14E -
LR R RS R AR 2 i (Bl - &S SRR R L » AL 2
RZER G > SERBTERE - MERAG IR -

U~ HAREIER 2016 S AEONSEIERZ 512 - )R H AR S B Rtk as 47
Gk (PMDA) ke EIEEEET S FE{CHIE g3 - SRR 8 2 ek

HIT Ko AR TIS] E LH S L et - & B B 4R - 10D 555 AR PEIAUERAE
A BEZEFT R AEAEEEL - iRt 2%

h~ B

— ~ FFES BBONSESAEREE) - SEEEE - IR chEEaE s L

BICOMEESLE 1969 FF3 T8 A > Aukd 50 RN A EIEA 48 pTh 2
JRNERb S 2 35 B SR RS B R R E M NER Z & 1F  BAHEGE
RIEHIE > NILEEs R E R - RfFHE P E2saR(Z - MERF AR 2 2 BLEK
INEEHANRESE) - SRS - DABhh g s L > WG INFREIFRIFEE -
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CEVSEE ARSI o 0 o S SR M B R R R
BIOM GBI g 2 MBI Ry 523 - PRI = e Z B Eaidl > B0
HEH - BGATENER 2 A (BBl g T AN -
REZEMRET M B R » ST R Z &k » IRy TP AR HLAIGE A\ B PR iR A] 2
HhHEEZ 51 -
I ERE IR R AREERIES DB REEREE > eI 8 E
B EE SR (I o] B i Mz dmiETE R o /R A RS - AR
Group 7 JM4abid: RAWIERF AR 4UVIIR EAR SRS [ DU AR S o A HE
PREMET - thaE el AL > RIS ESFRET - LAESAES
MAEBAE - I HBI TIEER - nIEHERMT 7 AR - Fi/NE
SmISETEIETT > e S I TP SR HPTER -

B

» FREIBIOM 2 S R MERF G 2 B 5 N &3k > TR P R i G 12 7 [ AR

m

B EERI ORI HE - TR N ETHEHERR LR > AR AR R

SEMETUNNAEE(L - BN - HEs 2 k@S - BRFEIRE S

HEE > AT RBIREEHARE) - IRt EEH LI IR B S R - (K
WHERSEEONEREEEH R - RS RS IS5 -
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B ~ Ffx

Elaboration/revision of monagraphs for
Group 7:
PA/PH/Exp. 7/T (16) 58 RS
9% 2 1

[ o8 B
lG {5

Group 7 A& A\ #HE
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