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RS

SR Ry a2 S B AR Bl B T A Refla R R S B Ak B
o LUBCHEE# (European Pharmacopeia, f&if Ph. Eur) R EL{tFME: - HAR IS
B EELZE 5 (European Pharmacopeia Commission) {7 @ %42 2 & (% —E[E
MeaHA > HAlsth 38 (Eg B 27 (i ZE & - amEEEHZ R 102 FEIEZ K
RECHEEZ S EHE S - RS BHAEZE T T -

BN £ 8 7 B & ML IR A b BIOM 2E G i 8 B AR fr 5 (European
Directorate for the Quality of Medicine & HealthCare, the Council of European, f&H7f#
EDQM) 2 2 BMEEdE Py (European Pharmacopeia Division) & E i Ei e
B S G AHRAT TR - T EDQM B FEESEUNE 75 RE Jidmin B 5 B
z= (Official Medicines Control Laboratories, f&§f OMCL) 47T ~ gE yalEa ke E

kB ENEEE - EEONSEmam B B T E A

AR HEIARZ0 2015 FFEUNSEIZ R & GRE — G H#K - &g 7RSS

HLGREEE AL BRGSO (R M B B R T8 i S B s o e R AR »
BRI G H LIRS RS ES, - DU TP EEEE I 7 SR{E - TIEREFE
FIE » I BFRETT RS S g 1273 EDQM Z & H OMCL i » 1%
A% ERP ISR 2 AR - PRECH S BB H 70 TARH RO TR ALY es &
ARSI > TFANA bl i R SR 5 TIEH E - Bl RS e E 5
BT, RA Rtz oK 8 EDQM 2 GRS - 52 BEIR & (ERE (4 -
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ali

= . By
G2 L Z o' B AR B TR 2 ROl > S B E 2 AREE 0 B

b U@ EE#L (European Pharmacopeia, f&f% Ph. Eur) BN H4RE(&H

i

_Pl‘
iy
'
Bn

£l

VS

ERMNEEHiZ: 56 (European Pharmacopeia Commission) {7 @ & L& B E
102 FE B A BN SE EL TS > BERSUMHBEZ BT - SEUNE

T N 2 BONEE S B A £ &5 (European Directorate for the Quality of

Medicine & HealthCare, the Council of European, f&fi EDQM)& FEEUMNEEH > 45

BONEEILZ B g —F RN = E % - ARHERS0 2015 FEONEE i Z &
T e — NGk FEHHSFEYER T ARBUNSEIREEETE - TIFER, fE
TRIEZC - Sl B8 B R T 8 i LR B R R RS - IR I A s 4 B
REEHLERT AR IZEE, - DU HE TP 8 L 7 GR2 - TREIFE I AME - W75 EDQM
7B T g L e B e g B 2K (Official Medicines Control Laboratories, f§f% OMCL)
B T REZ AP T SRS B T A - o TR SO TR RS S
Bl R GUEERHS - (RIS 2 &R0 - ATFEGL T AR 55 OMCL 2
& (associated membenf2f7 - ARAKHAREHEEE R OMCL & & - 1A S SHIREAE
P & AR e &R T A fn U > DR R 2 e
hfEpRED A FHSE L% -

TI



2 BE

I BZRS 104 4 3 H 15 HENERHRF AT £2(Strasbourg, France) 2l
BIOMER S & T 35 Z BIOM 2 i i B8 A Or (i fs) (EDQM) P 4 B 2 25 151 i Bio £
HiZ B g ESEONEE L E Bl A rER 2 B TS E TR E
(official medicines control laboratories» OMCL) - i 7* 104 4 3 H 21 HiRHLEFT »

BV aNE S AN

H & {THe/ TIFC %

104 43 H 15 H(H)~ FOZ(& Ib-PkER S - AR R 2R A B R T E5)
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— ~ 2055 151 [EEOMEE % B & &

\

BIOM S L ZE 5 & (Ph. Eur. Commission)p% & DIBIUIEI 2 K 48 - H AiTdL A 38
(&g 2 (37 & BB e 1 EEREEAHS) K 27 [ B - AREHSNE EEAKRE
BN B2 - A0Fm il ~ SEE ~ AR - BRAH] - PR - 1R - B ERE R A
A E &Rl e B EBRERF A - GHbHGH I EDQM 5 Dr. Susanne
Keitel Z(EI5A > £ H £JF Dr. Jean-Louis Robert & B M 4HBIOM 4201 Zx B & 4H 4%
Il EEH EDQM BTSN G » WECI S RS - iEE M E X200
ZERE 3 - FER T ERIEN T
(—) REMEHREEH 150 K B G0 Rk SR 5Tty 13 THZE S (New Texts)
&5T 28 = {Ezm(Revised Monograph) & 6 Z 42 Hi|(Revised General Chapters) -
EIEEE BRI &0 EDQM 48ukh » s RIRAEE M A 258 ) - DL AR
FRPBOMEE AR 8.7 - AL E 2016 /£ 1 H 1 HEEFREON 37 (i & S E1AERL -

(&) BbFrmdms - Moy ERE &R (Report of Presidium Meeting) ~ B8 it
1 {[& Zm 28 %0 (Notification of National Monographs) 5z QbD for Analytical

Methods %5 - iz EEREHR AL T

1. FEfEEE S (Report of Presidium Meeting):

BE 205 149 k(2014 2 6 H)EIR - 5iiBHEE 150 KEOMEEHLZ S &rE
7:(2014 £ 11 H)#&IEETEHIA: (1) ¥ MG (General Methods) T{E/)
ZH(Working Party) FJEEEEE - (2) FKIES A (Inhalation) (0671) %
B HATEFEARRACRIT T » FE R &R BT ESABON
S TRt E T BERECKEEE  KiEeh 2 8 G N R i A HE
s Z B E] TAESIAGHE T - (3) JIZE{EET Human Antithrombin 111

Concentrated (0878)-(4) #Z{L#%(Gallium trichloride); %1% (2464) EHiE R »

B LS o & H AR EZ 0.001% ‘B A &k kIR E R 0.01%

3



FREEFH A M EMA (European Medicine Agency).” Safety Working
Party » 2 & B BILEAL 1| ML = MEFE ERHEIRA SR > UPRUELE
FOR > WAERR EIRE R - MIENEISERETT - (5) IHEMRETIE/ N
(HOM Working Party) (B9 ZE15 H T./E&TEE (Priority ”Zero” items on
the work programme of the HOM Working Party) » &5 i i i _E i B
SC L FRBERE i A o

55> AEd(Biological Groups){f 2014 £ 9 H/NHE TR - fRE T IR
B AR RS | AR BUE U7 VAR G S+ B3R T (68 A A an o b LD (A 5

Fo ERE B B ARG 55 TR D e BB p o -

A AR BUFES 432 B Group P4 (Group Procedure 4)#i3 - [fj ICH Q3D ¢

vl

Z A4 (Elemental Impurities)HlJfg HM WP (HEAVY METAL
WORKING PARTY) ¥ -

A BRIP4 5 VU i T SR B BB S % (4" International meeting of
world pharmacopeias: Good Pharmacopeia Practices (GPhP) » ELjA A4 10
H 8-10 HRHRF AT 22817 > EDQM [ f5 ti{# A harmonisation [t
=5 H Al A R EE - RILfEE B g% 887 &3 (Good Pharmacopeial Practices,
GPhP) N HEF 445

2] 2 5 gL o {8 i TS AR R

BN i Z B G RE G B MNEE TR - ARG H LRG0T
(1) JEEREEM 2 EEH — - — REET Bergamot oil((f5-F-4H) » 55— IE5T
NEEA e (o F Z 3B485S (2) Bt AE2HL{ZET Carrageenan (Irish moss)
QbD for Analytical Methods:

HL[ER] 4% 73 5 & Secretary & Scientific Director Dr. Samantha Atkinson £&
Z¢ " MHRA/BP Analytical Quality by Design Feasibility Study-Update ; fiff
FURIR - FaTEH 2012 FREMG - WEEEET 28 - DL Atrovastatin SE7]

{EaCET AT SRR o W 5E BB REEAGE SR FE R 38 2 7 i E SRR Al
4



(Analytical Target Profile) » 1F 95%f#3% "~ 0] DUERE /i & = H5EE 70%
% 130% - ELiscsE MR BE M T ABLE S BRI AR 5% - i
BN THEME IS RERE - ST TEER - BEREE TR H R
(4R1ENR pH » JATLAHRTE) ~ AT (AR > IR TE ~ J0AfTESs i) ~ JBR%E
EVE CeifEg) ~ ot EE N > HELEFERNTER 22 G - i
M B E M 774 ~ 8278 77A TR  RACHT AT Ae =]
RE I Tasat 2 Base ~ ST7E I E M SRES - $TREREE K B = Ml
& st B ] TR TR 3k -
(’9) EMA (EUROPEAN MEDICINES AGENCY) B &% S/ 3 5 25 AH R S )
1. HMPC (Committee on Herbal Medicinal Products)

(1) [EE4NECE Herbal Monograph 27 37 (Lichen islandicus) - $R75 £
(Ginkgo folium) ~ Z5f8i & (Melaleucae alternifolia) ~ {i[[fE & (Agrimoniae
herb) ~ & 3%({(Eschschollziae herba cum flora)Z 5 fh H » F &5 THEEE
(Betulae folium) 57z ‘&4 {£(Echinaceae purpureae)®: 2 i H -

(2) [FIFEPR4NEXEE 542 Herbal Monograph 528 it LA BRI 2 R
(Hedera folium) & #§1(Thymi herba)/#z & (EFR (Primulae radix)&5 3 i
H - [EEPR&NEREE Herbal Monograph S 285 &1 (Carvi
aetheroleum)~ &5 F=F-(Carvi fructus) ~ Sabalis serrulatae fructus - Crataegi
folium cum flore ~ Myrtill fructus recens Jz Myrtilli fructus siccus &5 6
Y=

(3) ZEEEYNTET {4 Public statement on the use of herbal medicinal
products containing toxic, unsaturated pyrrolizidine alkaloids fz Draft
Guideline on the use of the CTD (common technical document) format
in the preparation of registration application for herbal medicinal
products for public (EMA/HPMC/71049/2007 Rev.2) -

2. GMP/GDP F&% & T fE4H(Inspector Working Group) (EMA/EC/HMA)
5



HREG AZES GMP {552 CYI(E Annex 21 B S H AL % GMP Z=Ej
TREIERRE  FHERGE - Annex 1 (fRFZEMEIE) » Annex 13 (R
) » Annex 15 (E& S HERY) » Annex 16 (Certification by a Qualified
Person and Batch Release) > Annex 17 (Parametric Release) - H {1
Guideline on Formalized Risk Assessment for Ascertaining the Appropriate
Good Manufacturing Practices for Excipients of Medicinal Products for
Human Use ~ Guideline on the Principles of Good Distribution Practice for
Active Substances for Medicinal Products for Human Use £z GMP for
Advanced Therapy Investigational Medicinal Products & -

EMA H A TAE

BT 20 4F 0 A BN © 4% - SR ] 4% Kz Advanced Therapy

Medicines - 2012 A1) 17 &2 4 B (1 E\ 25 22 & & (Pharmacovigilance

of

and Risk Assessment Committee » PRPC) » 2015 FEFH4A1¢ B4 B s 4
EEIREIE AT - BARE R EIWONEE IR » WHREL T - (REEIHERE
AN~ BEEE REBREIFTARE Z B -

CHMP (Committee for Medicinal Products for human Use)/CVMP QWP
(Committee for Veterinary Products for Human Use) (Quality Working Party)
6 T EEEEI T (1) 525% Guideline on Quality of Oral Modified Release
Products and on Quality of Transdermal Dosage forms: 247> EMA 4815 -
(2) IE # 17 Guideline on Manufacture of the Finished Dosage Form
(CPMP/QWP/846/96) Z{Z5T - dI#ERaNTE - BRI ABHEETE R, - (3) #E
%5 Guideline on Chemistry of Active Substances + Guideline on Selection of
Sterilisation Process for Drug Products - Active Substances and Primary
Packaging ~ Guideline on Quality and Equivalence of Topical Products k7
Reflection Paper on Quality Aspects of Medicines for People % 5 J5 » #1H{

15 QWP 4 12481 T\ B = FLEE - (4) Reflection paper- The Chemical
6



Structure and Properties Criteria to be Considered for the Evaluation of New
Active Substance (NAS) Status for Chemical Substances =2 #; QWP £/~ >
FEE A BAEEE - (5) Reflection paper - The Use of Co-Crystals and Other
Solid State Forms of Active Substances in Medicinal Product =23 A 2 BAE
SPEEY o (6) WHEHrly Reflection paper - The Dissolution Specification for
Immediate Release Products -
Bl EDQM A% 2 &1F » MESEEMEZ TR - g8 hydrates
EDQM ARMEEAMPYIEZAGS ]~ TLAERBREYI I 2L 2 3%
JE& ~ &R LAIISRERIE A ST E S - EMA R ST A MR B4R 3R
Pharmeuropa EL{#3H & 5L R QWP HFifT£:8l ICH JE&)A ICH Q3D -
FEon B E T (Q12) Kz API EE4AY)(QLL) - FLM TEAIHHEE Assessor 5llk
g o A g -
(M) EA B EEh
BOMEE MBS B SR ~ [ SR 7 SR 22 i F g A S 1F B i bat s
H AT =B & F 55 Working document » FFifHET 9 Fi » Hrfr Section 8 k¢

Section 9 H1E[H %% i B & (USP)# 5 5kt N » Section 8: PRINCIPLES

JH
=

OF COLLABORATION AND EXCHANGES AMONG PHARMACOPEIAS
RO SE e al W e 1902 4= - HE| 1989 4 - A AHERE - BOMEEH - H
IS i Ry S5 [R5 HEL4H Y 5 HEL 5 S A4 (Pharmacopeia Discussion Group, PDG) »

WHO 17 2008 45 B4 6 - BEULETHABHE TR A RIBIE TR (56

P

(excipient monographs) ;7 ## HIj(Key general test methods, general chapters) -
HETEETTE > DIEsEE 5 2518 & (E DU RIREAE - NI &2 i K7 35 B4
AL [EI AR A 45— (prospective harmonization) 2 S BAEAER > DARFH 2 PPy
AR SN « HORNEEL - RRE SR - ERPREEI K 5]
S AT JFUREE BRI R T B (5 5 1 F - oAt =S85 1F Kok (arrangement)

41 adopt-adapt agreement > {f &2 1] DL 5 F {50 A 5 PR1 T (adapt) HLALER 54
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(R{FE AT —FEAE -
e A b lE g Ry 2011 47 i BREE L 5l 3% (the Global Summit of

the Pharmacopeias) 5z tH: 7L A4 4H 45 i 7L 4

E

/% (b &2 (the World Health
Organization’s International Meeting of World Pharmacopeia) >\ _F & #9024
FE S A AR SRR (b Gk - 2012 2 WHO FI[t 49 AgEst - Horh
Z 29 KRR BN EE S5 S B 5 B RIS o T SRR A AH AR SR B A
ok e > LTSGR LRI -SSR SR LE I - SRR R SR AT
A BT O - RS AT A S [EIPEE R - B G
W > WIEEEEEY(HEINCHRTHR R - BEFFAREGS > HA
EREE EIAEN WHO RAE IR TAF - (RS2 IR 2R -
Section 9: COLLABORATION WITH STAKEHOLDERS - JEZEFIZERHAA
(STAKEHOLDERS)AVEFRER {7 J B T B ~ & M FXEAL - R - &
EEEE - (HEFEEEE - 5 AL Patient interest groups %5 o {45 = & HUfEie:
o BLHERIMAANGTE » RRESER - EFIT AR & 234k -
B~ EFUEEmE o ST LIFstE T EVE B R - T2 RN BRI (A E A
ZEOR > BRI CARSSORUS B - e S A AR workshop ~ ZEHiLT7
EEREE

(75) ESSENTIAL/GENERAL TEXTS FOR ADOPTION 5
1. Ak

Fert AR T - Lhiss ~ H RBUNSEINE - BT - BRTA

uulf

CL#R electrophoresis ~ thermal analysis ~ amino acid analysis ~ sulfated ash -
sterility ~ friability of uncoated tablets ~ specific surface area by gas adsorption ~
powder flow ~ optical microscopy - particle size distribution estimation by
analytical sieving ~ uniformity of dosage units N7 » 5wt E 2= E 1 AN
HREE 2 FE 3 FH2HL -

2. Hydroxypropyl cellulose, low-substituted
8



H1 Group CEL (Cellulose Ethers)s#i 5 - A RAEIFERIRIEARENZ > Hris:
ARFRAILER 73 e AR HS25 B — 2 M F R

3. Sodium laurilsulfate (SDS)
H1 Group 13H (Fatty Oils and Derivatives)#; 45 » fEEIE AL FE(EETH#E
71 ~ Non-esterified alcohol ~ it i&5 k& & 8 HIE FNE » 287 IR CED
73 M ARAG & B — U LFEE -

4. Saccharin Sodium (SDS)
/g Group 10A (Organic Chemistry-Synthetic Semi-synthetic Products) 7+
BRI E N EEaTHER]  ERINR - BeEsumE K Zh EE F A
A PEMEIRF L ES 75 18 AR AU 25 B — U LA R

5. Determination of metal catalyst or metal reagent residues
MrE R EORMEIE  (KER ICH Q3D $h( 7 it 2016 4F 6 H i iR A 84 H 5 -
2017 £ 12 FIE PR ET AT 2 S

() F5EE4H (Group of Experts) s - MBI AT Z B G hafam PR

HAEFHEREA 20 41 - DU E R s BRI A0 T

1. Group 1 (Microbiology)
Group 1 KFILET 2 RGgai e 1 KEFEGH - GiERS 2014 6
@ EE] 5.1.1. JE E LA #L 75 7A (Methods of preparation of sterile
products) > 252 Pharmeuropa 26.4 (2014 4+ 10 A) #ckER - 5{&:57 5.1.2.
Biological indicators of sterilization » > Pharmeuropa 27.3 (2015 4 7 H)
Bk E R - 85T 5.1.6. Alternative microbiological methods » &
Pharmeuropa 27.1 (2015 £ 1 B)EZea= R - g 5.1.11. Test for bactericidal
and yeasticidal activity » A B #5575 A5RR » 5\ B> Pharmeuropa
27.2 (2015 - 4 A)EEER.
Group 1 B Group 12 (Dosage forms and dosages form method)#% 5K #1%f

JHIEL orodispersible films {#({Zz71 » RIL[ERZF{EET 5.1.4. Microbiological
9



quality of non-sterile preparations and substances for pharmaceutical use kz
2.6.12. Microbiological examination of non-sterile products-microbial
enumeration tests° (I EEIC A5 11 AieZ B GadamE & 1 9 AR
ML - gL EGRE - E%(% PDG E{EEA -
R E A 511,512 ~51.4.~51.6.~5111. % 26.12FZHIZER
[ElEE &R ERIE EAZ o

2. Group 6 (Biological and Biotechnological Products)
& 57 2.2.31. & Jk (Electrophoresis) N &% - & IE (Corrections) Insulin,
bovine(}1%1] A BN EEHL#i%S 8.6) ~ Insulin preparation, injectable ~ Insulin,
porcine ~ Insulin, human K Goserelin 2 5 & {5 o R ESEHL {7 f1{E 25K
{&5T Somatropin injection -
Group 6 HEIAHEZX AE 29 N » ExEsFREEAF 4 HR 9 A - 2014
i Somatropin solution for injection {Z:] 4 B{Ezm(IFN alfa-2
Follitropin-Filgrastim~Buserelin) - H FijA 6 & #{#zqw(Filgrastim injection ~
Fondaparinux ~ Interferon beta 1b ~ Octreotide ~ Pentosan Jz Terlipressin) >
Horfr 1 75 Terlipressin £2/3FdA Y Pharmeuropa @ {Z57 13 = {Ezm > HH 6 =&
E\FI£E Pharmeuropa °

3. Group 6B (Human Blood and Blood Products)
Hrig 2.7.34. Assay of Human Cl-Esterase Inhibitor X {[& s Human
Cl-esterase inhibitor concentrate (2818)5z{£z7 Human Coagulation factor
X1 (1644) % 2.6.15.Prekallikrein activator 2 5 °
Group 6B RACE&1¥ER anti-Hepatitis A virus content fH[EH 2 Human
plasma (pooled and treated for virus inactivation)(1646) 5z Human
coagulation factor 1X (rDNA) concentrated solution (2522) > {#Ezm#E{ T4R1E
TAE -

4. Group 7 (Antibiotics)
10



Group 7 57 & Meropenem trihydrate 75 &5k fe =53 0 INBLIES
{EERAE - S5/ME(Minor revision){E 3w Mitomycin ({2 &0 Efs fakl
FEAE FLEV &) ~ Doxycline hyclate (B related substance - $2 L 5 s 4% &)
MHECETT=0) Fe Ivermectin(E B SR A U7 2l P AEHDL 2 A R Hp 1)
H1j7% Daunorubin HCI (0622) - HEZE8E M K BusE - HIRATER 2 Bk
> NI TR/ N ERESBR I TIFE T -

Group 7 s EFHIE 11 = {EzG © H o Phenoxymethylpenicillin tylosine
phosphate &z Tacrolimus £, 225/~ Pharmeuropa 26.1 {27 Demeclocycline-
Sulbactam sodium }z Piperacillin 2 3 & 1{[&zm HATEHA 72 R {EzEmEr5ehk
NI - ££ 2015 FFHESER 80 {5 > HAT5EE Chloramphenicol &
Minocycline {ifE » I EL/AFARY Pharmeuropa 26.1 - 74 EMA Sk
Teicoplanin I H » AZxer 55K MER Daunorubin HCIl 7 4@ (& -

Group 9 (Inorganic Chemistry)

12 [ Wt S i L, RE B i 72 g (Fedleral Institute for Drugs and Medical
Devices » BIArM)EEHEETA T 3 /(& zm: (1) Magnesium sulfate
monohydrate(1543) 2 # 5I| B » (2) Potassium sulfate (1622) 7 &&= 01E > (3)
Sodium sulfate anhydrous (0099) = < &I -

Group 9 HEIA EZ 411 - 2014 i {Ezm Sodium selenite (anhydrous):
i & E P A1 {E(ZET Sodium hydroxide ~ Potassium hydroxide k7 Sodium
selenite pentahydrate 5 3 &5 » DA_EI9EHHER4AN - 2015 SEFHE Y 3 R
Zm(Formic acid ~ Magnesium aluminometasilicate 5z Aluminum stearate) -
HAIIEEET Acetic acid, glacial % 10 & {EE > SS5HC ICH Q3D FRFHE:T
83 7= - [tAh - BoEBIPERARI{LETEET7E Calcium carbonate 55 4 75 -
Group 9G (Medicinal Gas)

Group 9G HpIEEM: TIEEHEE4R& Intermix Gases » 1FH#E{T Acetylene

1% in nitrogen ~ Carbon oxide 5% in nitrogen k7 Methane 3% in nitrogen -~
11



W5e > SothErli—S bR 574 11(2.5.25) > DLEADSURIE AL Chromium
oxide 2 AJFEME o

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

f&&T Clomipramine hydrochloride (889) ~ Nalidixic acid (701) &
Trimipramine maleate §& j71];£ &% related substance #3475 °

Group 10A HATH 11 it EAEERAEJIH 5 - AHEL Group 10B 20 fir &
Group 10C 15 fir » AJJWHEEA e - RIFRRAETHEER - B5AEHERS
BEE) - 2015 £ TAFaHE » TRy 14 R {EEm 25T 73 M ilHEm - Hrb 54
i I ARBHIGENTT - 2014 F3R 1L Pharmeuropa 5 16 7 - 22817 B & ERAN
13 &= » HA i Triclabendazole for veterinary use iz {&zT Benzocaine &
12 /% > AHE 2013 4 17 7 ~ 2012 4E 19 & & 2011 4E 14 f&/b -

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

i Dienogest (2732) - {Z5] Nimodipine (1245) ~ Fentanyl (1210) ~
Methylprednisolone (0561) - Methyltestosterone (0410) - Tamoxifen citrate
(1046) )7 Estradiol valerate (1614)% 6 &= - /)\f& Halothane (0393) ~
Midazolam (0936) 5z Hydrocortisone acetate (0334)% 3 i * 55 KIEB1E
Methylprednisolone hydrogen succinate (1131) & 11 & -

Group 10B 5 2015 3124 13 M ilHim - (25T 46 MR - 24F 24
= I ARBAT - 25 5%0% Pharmeuropa A 16 iR (¥t 5 7% » (85T 11 5%) - 2014
FEONEEIZ B GER 18 RO 27 ~ B5] 7T R/ ME 9 R) % » A
et 10 BEE - HaraSIREE BT - W4y - (Ha0E
DIRUSA G » sREUS- /DA THERL - BEBLEFRGF - AR
TR B DA EIRE T LR - BON DAY NS oA R = & F
fR L E R Rz B IR A

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

i Cisatracurium besilate (2763) 5z Rabeprazole sodium (2868):1 2 /= * &
12



10.

11.

571 Azelastine hydrochloride (1633) 1 /&= ° /[M& Ramipril (1368) » 5 K{1EIL
Etoposide (0823) /K47 Al E R 2.5.12 §8 /% 2.5.32 -

Group 10C #r e HATHZ A - 7Y 2014 £ 16 ABEH0% 18 A - 2014
FESTWHE 3 5a - LIFsTE7H » 2014 F% 5 Gy 6 R
i ° 2015 = T{F&TE5 PR E 52 Ak 16 = el - ot 4 /S £ 382 )5% Pharmeuropa-

8 mIMETTH - A 1 THR e 2011 A ATARSTE - (HAER G
H AT - 2014 FREGHEIBER] 457 - /ME 9 R+ 2015 FIHEHE
2] 9 =GR HATA 3 ML %R, Pharmeuropa- 2 i E A &k & -
4 FRIEHErT o

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

i Ropinirole hydrochloride (2604) &% f&£&T Glyceryl trinitrate solution
(1331) Z G I3t 5725 Sesdine - LRI RR ZR(EET Ether (0650) 2 {3
R -

Group 10D #&: HRIA 7 I HRKCKEES ~ 2 OMCL) » 1 87 2
Rk - FETFEFRHEES TR ER - FE5ER 2 RUEEOM2E
B 8.5 - AT 3 {Ef BB 7y H pIEE T &G KA S MBS TN
[b]jgH 2014 47 - (Z5T 5 i > Horp 3 RGN BIOMN 2 IR 8.5 /ME S 7=
Hp 1 RUER R BN 28R 8.4 > 1 RUENECONZE Ll 8.5 - 2015
FEAEMEEEFHA Pharmeuropa A Cystine %31 6 & » i Ezetimibe 2Ry
=t 10 /& » ¥4 {E85TH Carbocisteine Kz Lysine acetate2 = -

Group 11 (Organic Chemistry-Synthetic Semi-Synthetic Products)

i Thiocolchicoside hydrate (2814) &z Thiocolchicoside crystallised from
ethanol (2896) 2 /= [ o INFE_Faftr i (@ w2k Z5T Colchicine (0758) »
B ¥ related substance -

Group 11 FEHFEFA 7 A » HHE RN » HEAHE S HRNEF K

OMCL 28 - FHET#{T 35 = {5 - Group 11 FrfZsE] APl ZEE%E > A
13



12.

13.

14.

A EH KA HEAERERAR » J77AEBEZEEIE > H. unspecified
impurities %2 0.1% DA E o XCAGY)E OEHTS » SR 2/ D iEain s 4
FEBCA RS EP SRR H AT E SR -

Group 12 (Dosage Forms and Dosage Form Methods)

B SACRAR BN A A EZ IR E A A — 205 - 2@n] LA 2.6.30.
Monocyte-activation test {{{. 2.6.8. Pyrogen test » {EE{CFEIEEE LT
SR e A S AR - Groupl2 sR Ry U B I (& - 8 Rt
JREEILERYS - JEEETE TR -

Group 12 5 IHZ BFAH BEASR T B (Em el - (H ISR & - b
BRG] - AR R SRR - 1 1B 26 B4 39 (Efd]\gE
ZHIAL > HFuEssH & Granule > [NIEZAZIE Granule -

Group 13A (Herbal Drugs and Herbal Drug Products)

fE&] Matricaria flower - H%g {E22HU)(0404) (il > (EEICRIELIES
Mentha Piperital Oil, Peppermint oil (0405)53#f 77724 » B HAFERE IS F
(Bilberry fruit, dried) (1588)# /&4 185 A& (Elderberry)fE T8 H
e -

Group 13A 5 2014 425 B ErRAMBRRETANTAE 1 FILIERT 6 b g%
R+ Pharmeuropa {iElzw AT 4 X (EGT 2 7/ > %861 137 - 2015 4E7HE
SRk 65 FEfERR - B 23 5 0 42 WABEET » 55 2014 FEHEORIAE
5] 67w » STRAHTIY - CAIATAERTET - oM eebramsy siEsT Z [
s © RGN HPTLC 7% ~ BRPASR Mty R S S oA 572 - 2014 AR5
38 3 f# Senna fE#7H hydroxyanthracene glycosides 2 7574 » #rig &
fit (Horse-Chesnut) fei R AFAE(LEZERZHY) 2 Escin 73477 » £l HPLC
ERURESE UV HIE - R3320 Pharmeuropa BEEAE R » FTAEHIRAE
SRS [RE R - S AR - AR R E RS -

Group 13B (Herbal Drugs and Herbal Drug Products)
14



15.

16.

17.

{&sT Boldo leaf (1396)3% 51];% B &z Boldo leaf dry extract (1816)7K 47 HI & B
S aME - 25T HfE(Ipecacuanha root) (0094) ~ Ipecacuanha tincture,
standardised (1530) - Ipecacuanha, prepared (0093)k: Ipecacuanha liquid
extract, standardized (1875) Z#ERIE » 8l HPTLC &R )54 -
Group 13B iy 5HEF 6 HES » INZAEERHZE (WY 135 - LR/
) HEEGIRFHER] 5 W - SFEETEFR5E 55 REER(HY 23 7=
B8 32 /%) » EZEEITAE /L HPTLC #E51E flavonoid 7 FRELEE %
PregtEalas 2 (M - MEREN WSS RE S 2.8.25. Qualitative
High-performance thin-layer chromatography of herbal drugs and herbal
drug preparations J HEIESE 7 fEAEY)(ERR - KF5EZ%)% Pharmeuropa -
Group 13H (Fatty Oils and Derivatives, Polymer)

i Sodium lauroyl sarcosinate (2542) {[&zm 1 &

Group 14 (Radiopharmaceutical Preparations)

Hriv{Ezm Technetium (99mTc) oxidronate injection (2376)

Group 15 (Human Vaccines and Sera)

e (EEm Haemophilus type b and meningococcal group C conjugate
vaccine (2622) » {£5T Haemophilus type b conjugate vaccine (1219) -
Meningococcal group C conjugate vaccine (2112) k2 Pneumococcal
polysaccharide conjugate vaccine (adsorbed) (2150) - Meningococcal
polysaccharide vaccine (0250) ~ Pneumococcal polysaccharide vaccine (0966)
¢ Typhoid polysaccharide vaccine (1160)Z 5 /&~ title of the test -
Group 15 £gH ¥t Live attenuated influenza vaccine (2772) EL#75¢4h - &
a1 2.7.14. Assay of hepatitis A vaccine - 5.2.3. Cell substrates for the
production of vaccines for human use - Immunonephelometry for vaccine
component assay (20735) -~ Polio vaccine (oral) (0215), 2.6.19. Test for

neurovirulence of poliomyelitis vaccines (oral) » E.283% " Pharmeuropa - 2
15



18.

19.

SR R

Group 15V (Veterinary vaccines and sera)

g 5.2.13. Healthy chick flocks for the production of inactivated vaccines
for veterinary use » 253 }/> Pharmeuropa - #8724 - Borreliosis vaccine
(inactivated) for dogs (2907)[ARERY HE » &5 51245 - Infectious bovine
rhinotracheitis vaccine (2674) 5z {&zT#8 1| Cell Culture for the production of
veterinary vaccine (5.2.4) ~ Brucellosis vaccine (live) for veterinary vaccines
(0793) &z Vaccine for veterinary use (0062) £ a2 & &g H B -

Group 15V HRIIEEH 26 {iI > FEA E&EA R FEEVI5RIFEH R HECK
S RREE R H Rt SR E R -

Group P4 (Procedure 4)

¥r W4 Entecavir monohydrate (2815) -~ Gadobutrol ~monohydrate
(2735) ~ Gefitinib (2866) - Pregabalin (2777) - Sitagliptin phosphate
monohydrate (2778) % Sitagliptin tablets (2927)% 6 & {[& - /]\& Celecoxib
(2591) K Sevoflurane (2269) %5 2 & {Ezh - NIEMEBE (R ERKEE
Tiotropium bromide monohydrate (2420) fz Pregabalin (2777) A i #73)

Group P4 MAEERE ZHYHESNIA » HAENER 12 {ERkE - EGDHTEAE
ZHOAETE  WREEARKE e TAFHEE - MEZ2% EDQM Jit 2014 AEETARER
BRI - iRl AR EBIOM PAS MBI - (B RgrE S REREAE - 2 H Al
TR fERE -

2014 fE-Z% E & Group P4 FrEg > ik 3 £ {3 (Imatinib mesilate
Pirfenidone Jz Rosuvastatin calcium) - {Z57] Fulvestrant - /M&Z 4 &5 - 2015
FHETIFEIER5ER 35 K liEw - HATA 26 RarFREE(EER - 55
RN AR E s T > 4 TReE R AE Pharmeuropa » 4 JHIEHEFTE g -

IERHEE  CWEIRUErietA 2/ - WA 5 RERELGr Rt
16
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AT H R EER S SR 2 ERE] - Bt LR ARZEE G - H
AR 2 10 - FREEUGHEIERITA 6% -
(/O LAE/NH(Working Party)s <5 - IR A Ze B & Thafam Bkt
1. BET (Bacterial Endotoxin Test) Working Party

BET T{E/NaH#H & HEE RER R dkaTimiz 2 EDQM &1 - 23

IE)
pic

5.1.10. Guidelines for using the test for bacterial endotoxins ~ 2.6.30.
(Monocyte activation test, MAT) z 2.6.8. Pyrogens » 3%/~ Pharmeuropa -

2. CEL (Cellulose ethers) Working Party
/IM& Microcrystalline cellulose and carmellose sodium (2050){[&z » 40
hygroscopic JYMiRTEAL - Bo & oo trEasid B - 28] 2.2.9. Capillary
viscometer method -
CEL TAR/NHFRE MR AFRT L REFE TR 1 KEAgH BAR
REERIE B E T J IR o - BEHESE ~ H REOMEZELAT I Cellulose
mm H A [E] > ARACE PR i AT it 2 PR

3. COL (Colour Instrumental) Working Party
s USP Kz JP ¥4/ Coloring measurement [HRE » EL[EfET Y 2014 £ 9
AR EZESIT45 USP k. JP - EDQM Bl s fisfd (X9 - m] fe FIARAEAL
(Ponceau 4R) » EALEEHERSITY REACH Annex XIV - {5{ESFl s SR =] 17
P

4. CRB (Carbohydrate) Working Party
/IME& Sorbitol (0435) {5 & Related substance 7772 & HHREES H faHI 7K 57 B
{HERAE - [EECFEEK{ZST Wheat starch (0359) - FH7> Wheat starch &
A Gluten - HEEEERRR > FEAMPIOEIHERR AN S S - RIS
SEHIES > WEEHIRE -
CRB T{E/NH#EEEE: 2014 55 2 RABAZEGEE - SERE LR

(Sorbito) A&z ¥t - 554 Galactose EL257%}> Pharmeuropa @ Lactose
17



monohydrate 5§ 7 f8 EL2#{fis.28 - Wheat starch ~ Dextran | for injection £z
Xanthan gum 2 3 & » fEER ZE T » 5 REEE 32> Pharmeuropa 27.3 (2015
FTH)-

5. CRP (Production and Compounding of Radiopharmaceutical Preparations)
Working Party
Rt (i B g B WS > CRP T{E/NAH ¥ 48 HI] 5.19.
Extemporaneous preparation of radiopharmaceuticals » =X/
Pharmeuropa 23.4 » U#( 190 {7 &, » &EXUEFER AR 26.2 - £94KE]
150 (R, - &EHSR S R R 2B NZ S G KEAR - RAXRE
e 1 o

6. CST (Chromatographic Separation Techniques) Working Party
LR A E - 2B EE R ERENGER - RIS AR K
f&&5T 2.2.29. Liquid chromatography -
CST TAR/NHERE S — 8T 1 K&k > WA R ERE S &k - BL
MEE L BURS AR A& it - [AIIEE 2.2.46. Chromatographic separation
techniques RFFE#HEF ZE - 1538 USP J IP > DUSEREIAIL -

7.  DIA (Dialysis Solutions) Working Party
DIA T {E/NHF: T 45 (& Concentrated solutions for haemodiafiltration > t7./]\
{& peritoneal dialysis haemo(dia)filtration - Peritoneal dialysis solution 7§
FEERm b ZHES 7T - H RS EEYa8a(E H dibutyl phthalate {F&:
B CEFEESHEMREES - R A EIRE - #RN
Pharmeuropa #z=E A, -

8.  FRC (Functionality-Related Characteristics) Working Party
f&&T Poly(vinyl alcohol) (196 L)z - 2 &5 ~ FE(HE & IR BOEEE -

9.  HCP (Host-Cell Proteins) Working Party

52A% 2.6.34. Host cell protein analysis 5228 » =3 L ELISA 4317 - AR
18



10.

11.

12.

13.

Pharmeuropa -

HM (Heavy Metals) Working Party

HM TR/ NEIEHEDRIEET 2.4.2. Arsenic » B i 5742 #EfE > DIE
R E LR 4R > o] LAEk A Silver diethyldithiocarbamate 757568
HOM (Homeopathic Raw Materials and Stocks) Working Party

i Histaminum for homeopathic preparations (2671) ~ Acidum picrinicum
for homeopathic preparations (2695) - /[\M& Cuprum metallicum for
homeopathic preparations (1610)2 & ky 98-102% > DU dM: - Bk {Ek
5 §€-1- Nux-vomicafor homeopathic preparations (2514) ~ E§E 1] &

= R 5 Ignatia for homeopathic preparations (2513)ffflgaE &GV B « TAE/N
SR - 1B 16 (R G - BEHAT 10 2 L > MU TIFETE
TEH - {EER{{FHEEs Mercurius solubilis Hahnemanni for homeopathic
preparations (2506) - ¥ SR ETHIRF mercury FIA{EEmREZEARFEE
MAB (Monoclonal Antibodies) Working Party

MAB T /E/NH#£57#F Infliximab (a chimeric mAb targeting TNF-alpha) %]
ALfFETE

MSL (Alkyl Mesilates) Working Party

Hrivig i 2.5.41. Methyl, ethyl and isopropyl benzenesulfonate in active
substances - /)\M& 2.5.38. Methyl, ethyl and isopropyl methanesulfonate in
active substances 22 Head-space GC-MS 75 » [#{EFRYY » DIEFS 2.5.40
K 2.5.41 -

Group 7 ~ Group 10A ~ Group 10B ~ Group 10D - Group 11 k2 Group P4
FHEFENA S 2.5.40. Determination of methyl, ethyl and isopropyl
toluenesulfonate in active substances K ¥riimHl] 2.5.41. > (BX
Amlodipine besilate (1491) ~ Atracurium besilate (1970) -~ Betahistine

mesilate (1071) ~ Bromocriptine mesilate (0596) - Dibrompropamidine
19



14.

diisetionate (2300) - Dihydroergocristine mesilate (1416) - Dihydroergotamine
mesilate (0551) ~ Hexamidine diisetionate (1436) ~ Imatinib mesilate (2736) -
Pefloxacin mesilate dihydrate (1460) - Pentamidine diisetionate (1137) -
Pergolide mesilate (1555) - Phentolamine mesilate (1138) Saquinavir
mesilate (2267) -~ Sultamicillin tosilate dehydrate (2212) 5 Ziprasidone
mesilate trihydrate (2649)=% 16 = {E:q -

MSL T/E/NHECIZY 2008 4 - L5 iBOM &% 88 8.0 @ All 2.5.37.
Determination of methyl, ethyl and isopropyl methanesulfonate in
methanesulfonic acid - 2.5.38. Determination of methyl, ethyl and isopropyl
methanesulfonate in active substances Jk; 2.5.39. Determination of
methanesulfonyl chloride in methanesulfonic acid (&N Z&4k 8.0) » 2.5.40.
Determination of methyl, ethyl and isopropyl toluenesulfonate in active
substances (EQ)N&&HifE 8.4) z 2.5.41. Determination of methyl, ethyl
and isopropyl benzeneulfonate in active substances 283> Pharmeuropea
26.2 » INAEH RS - fi& 2.5.38. » Codergrocrine mesilate -
deferoxamine mesilate 57 doxazosin mesilate » t7IF{Z1EH - 5 Zi@ A5y
¢HIA AL » —4H Ry 2.5.37 B 2.5.39. » 55—4f /5 2.5.38,2.5.40. )z 2.5.41 -
P4 BIO (Procedure 4 BIO) Working Party

P4 BIO {E/]N4H#H Addition of Darbepoetin alfa T{E12% > gkIrjA 2008
o @ E 2013 4 B 5 Insulin glargine (2571) ~ Human coagulation factor
Vlla (rDNA) concentrated solution (2534) 5z Human coagulation factor IX
(rDNA) concentrated solution (2552) = UgEk BN ZEH 8.0 K fifk 8.3 »
£}~ Human coagulation factor IX (rDNA) powder for solution for injection
(2994) » FAFEERPSEY o HET TAFZ 4% Teriparatide (2829)> Pharmeuropa
21.1 ZHEEREER - SERCREZEIAZ B EHEEET A - [ Pegfilgrastim (2889)

K Etanercept (2895)E b 5EH¢ » FEEE #EFG2822]> Pharmeuropa - £
20



15.

16.

17.

18.

Hrid Darbepoetin alfa E#)25 $H ¥ 4RERAZ - BFEE R ROAETTEZ
B2 (strategy for method testing) ZEHCER T -

PAT (Process Analytical Technology) Working Party

&1 Rl 2.2.48. Raman spectrometry 1 & °

PAT TAR/NEEFEI 1 K&k - AXZ A G G257 Raman
spectrometry - ‘B FE 75 FfE#E 5, polystyrene (polymer) ~ paracetamol (solid)
J cyclohexane (liquid)%: » S BEIEISZe B & [FIEHRAN -
POW (Powder Characteristic Techniques) Working Party

POW TfE/NHEKER 8 fir - RFEEH 1 gk > HIFE 4 A -
FEBIPERAFE T fRHE H ARS8 it > SR 3E i 2.9.50. Particle size analysis by
dynamic light scattering T{E&18 » it 2.9.48. Particle size analysis by
image analysis 7 2.9.49. Shear cells - T AE/|NaHEF 135 A AHREE 2.9.16.
Flowability 5z 2.9.36. Powder flow —f#Z1F @ [EFF&EFH 1SO 24 > DIT
i 2 7 2.9.31. Particle size by laser light diffraction {257 - 2.9.14.
Specific surface area by air permeability %% {5 F dibutyl phthalate & F5 55
i ©

RCG (Raw Materials for the Production of Cellular and Gene Transfer
Products) Working Party

RCG TfE/NaHJL 2014 FE51T 2 REEL Gk - Sepicamil 5.2.12. Raw
materials for the production of cell-based and gene therapy products » 2857~
Pharmeuropa 26.4 » THiE 2015 4 4 H & AFEEHIHL -
ROP (Rules of Procedures) WORKING PARTY
BONSEILE R 52 B G ERTIEES | $tHZEE T - ZEIER
Hog ~ WE R LIFHENERY - HEZ B Mz Rl - 551 HE
IS TIRE5 [ Za¥am - S5t it ¥1Z2 2 & Rules of Procedures ZE{E1E
o

21



19.

20.

21.

SIT (Second Identification Testing) Working Party

/IM& Pilocarpine hydrochloride (0633) iz Pilocarpine nitrate (0104) »
sE>K{&5T Furosemide (0391) - Chlorhexidine diacetate (0657)~ Chlorhexidine
dihydrochloride (0659) k. Prednicarbate (1467) 7 4377574 °

ST (Standard Terms) Working Party

ST LA/l 2014 7 6 HZEE GG b #4458 (New Terms) 5 g
Z: (Definitions) 2 JH T » #r£4za T 457557 (New Dosage Forms)#[l
Solution for use in drinking water/milk (V) ~ Solution for bee-hive strip (V)
J% Sealant powder Jz#r4H & 4455 (New Combined Terms) » 41 Solution for
injection in administration system, Oral emulsion in sachet 5z Oral paste in
sachet o

EFHz N (WDEBIECAFEF 2 445 (Revision of Definition of Existing Terms) »
%1 Pressurised inhalation, solution- 5 (2) Change of Status from “Pending” to
“Current” » {54l Intravesical suspension » {HfEfs Products for bladder
irrigation

TCM (Traditional Chinese Medicines) Working Party

i KREE Aucklandia root (1797) ~ {251 F7 Mandarin epicarp and
mesocarp (2430) - /[\M& 5.22. Names of herbal drugs used in traditional
Chinese medicine I RE4FE -

FHTESZRL 7518 i 62 T &4 1315 - o 35 IH . 2% 32)/ Pharmeuropa
20 TE{EEm BRI R ZE 1A 10 TURET - AFEBZEgFE AT 4RE
AT & LIREET) - A LAY U iR REET 41 - B8RERN
Pharmeuropa » T .{F/]NHA5H5545 51 State Administration of TCM (SATCM)
afE -

TCM LAE/NETH 18 fLHR » BT 3 KRG FHF R LFEAR 70% - HATH

RN SR BRI b T e T Z BV H - S ERRIESZ(E - TIE/N
22



22,

23.

24,

SR EEILEE B - 4RiEis - HEEEHE AT > EAER HPTLC HY
FRUF&R T 7% -

VIT (Vitamins) Working Party

2R farfd (522 Calcifediol (1295).2 A& B K D » A i fE] A]
RERAM] > NILECRE AR -

VSADM (Modelling) Working Party

g 5.21. Chemometric methods applied to analytical data -
RFFE I TERE Rt - IR/ NHER SRIEX 2.2.24. Absorption
spectrophotometry, infrared -

TARNHEFAZRT 3 NGk S B Eak - B PAT BEREEEFER]
Raman Spectroscopy @ PAT BB AR & » =87 Chemical
Imaging - {J5Fz 448 am > THHEH SR RAS SR -

WAT (Water for Pharmaceutical Use) Working Party

HATIEEET WFI Z6 > 0 fE 2013 4 6 H TF/NHUT SRR WRI R
AR - BEFEE » 4 LIF/NAIAER - 12 2013 4 9

A‘A-—P'i-‘

H EMA Joint meeting Inspector Working Party & & 528 » JES G Z 8 H 1T

BitE 2014 210 H &k BRI A EZ& 85 7] DAEE A 7Y Water for Injection o
EU Annex 1 GMP Guideline jEHELL @ #FHC & ERF B WFI > THE 8855

e

EZZHY Pharmeuropa (2015.4) -

(L) EAh TR E

1.

CERTIFICATION

EDQM 4 2014 4 HE5E N 2280 Certification of suitability (3 FH1EETEE)

T

(1) SRS 2013 4 Jr 2014 FFAHEL AHZE AN %0 BETH 1992 42 2014
> 45 6000 {7 - i 95% 7 - H BIF I E 58 Rk -

(2) HMEREAREF(External assessors): @M EERALES 84 fi > 2KH 24 B -
23



TSE g/ 81z ZKH 5 BN FEERARTA 7 /Ml H % 2k H 4 B -
Q) EIFEEE - 415 CEP g¥fhi#lids - 2014 -7 53 RatfliHh &ik4s 15
ERxEREH FEENNEAR R GE - MaEREREi - L
H7Ed API inspection program ~ PIC/S API expert circle ~ ICH Q7 IWG -
IGDRP ~ ASMF working group ~ ICH Q11 ;7 IWG ZE&1F -
(4) FHKBUMEEIEZET(ERR 47 % - R T REZEGEE
Z BRI AIERE -
REFERENCE STANDARDS FOR ADOPTION
Hri Meldonium impurity A CRS 1 55 12 flfE#e i - L5k S 8h 2 FRAE in

45 Etoposide CRS %5 76 ffi i Az b, o

Ttk

¥

TA

T

BIOLOGICAL STANDARDISATION PROGRAMME (BSP)

BSP k& 15 fir - TAFETER 21 31 » AR UEH 5 75 » MRS

6 I - AERGEm 5 IH - BWIAEES » 59R 3 (E#ETE - @ LEEWE(E

sTERCR -

(1) Collaborative Study to Establish Batch No. 5 of the Biological
Reference Preparation (BRP) for Rabies Vaccine (Inactivated) for
Veterinary Use. (BSP128) > 2:fj1& 2k H 10 X &= » 4 22 OMCL »
5 X & N L AR E R ERE 778 6 [HENHEE X 1 {E7Fe AR -

B =R s EdE - 2 s Ass el - 455 - IREIOM

sz 7.7 2 Rabies Vaccines (Inactivated) for Veterinary Use

(o]

(0451) #h{T > BRP5 %%{g 10 IU/Vial -

(2) Establishment of Replacement Batches of Detection Antibodies
(BRRs) for Hepatitis A Vaccine Antigen Content Determination by
ELISA> A 3R E JTEig= 20 ST H #1255 BRR batch
3 WM kBN EERL 8.0 Hr 2.7.14. Assay of hepatitis A vaccine

B 455 Anti-hepatitis A virus primary detection antibody Ph. Eur.
24



Batch 3 & Conjugated secondary detection antibody Ph. Eur. BRR
batch FEFEMFE (#5775 % 500 1 K2 400 % -
(MZEGEFEEER
ARE B GHGEE LA/ NAEHR Y 124 Wds - WassKIEE B RIEHE
i o {8 A AR A ZE S (Text) T 24 7=(20 R (EEmEE 4 Rl B3] 72 /&
3o i 2 OGRS ER IR BOMEE U 8.7 iz » I E 2016 5 4 HAEEUH
37 (EBZR A= SHETHTIG i3 SRR A T
1. ¥k 5 fE¥rRk 47 - Enticavir monohydrate (2815) ~ Gadobutrol monohydrate
(2735) ~ Gefitinib (2866) ~ Pregablin (2777) kz Sitagliptin phosphate
monohydrate (2778) » DL_ERk o AR EFIRH » &8 P4 AR RS e it
BERl o AR EIORIEE —(EER (finished product monograph)
Sitagliptin tablets » ZEg DAAE H SRR SE  BIOMSE i X F R T —2
2. froEsEAl 5.21. Chemometric method Kz 5.19. Extemporaneous preparation
of radiopharmaceuticals - 552 %% 2.5.41. Methyl, ethyl and isopropyl
benzenesulfonate in active substances » MSL T{E/NaH—{HEET 2.5.37.
Methyl, ethyl and isopropyl methanesulfontae in methanesulfonic acid ~ 2.5.38.
Methyl, ethyl and isopropyl methanesulfonate in active substances, 2.5.39.
Methanesulfonyl chloride in methanesulfonic acid 5z 2.5.40. Methyl, ethyl

and isopropyl toluenesulfonate in active substance Z 4 Zffj °

- F£55 EDQM {B& KB T éE M E B E R = OMCL & &
FIF &%k EDQM F&r EDQM f5& Dr. Susanne Keitel 5z & & H &5
BEPEEEZE (OMCL) F4 Dr. Buchheit Karl-Heinz Bi& 51225 D

Silvia Munoz-Botella » FEerst B EBEBHEEEAI T

-
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HEi= &3 A Dr. Buchheit Karl-Heinz » /142 OMCL Y network {£7% » [
B < hnin BT ETRSIN RS R EIRA -~ (LS - Boin R EE
BRI - EDQM REBON S B T Bl B Tig s 2 m/E i
AEtE KA LR 2 B MRS RALREECE R - DUF] & B e Pt
EREN - B EE R - WS SR H R < B ISRERE -
i EDQM 4 g 224 OMCL Y5 IHRE fTad -

OMCL IEX&GEHATAZKE 40 (HERAY 69 (HEHEREK 9
associated member (B FENIE A LLEFF I E) - X B OMCL associated
member > [#H] 77 EDQM Z1& 5 Bl f et e - i) 21 OMCL
g B eUhE) - DU 21 EDQM Z33RHIRE 15 - EDQM
BOLIATE 35 R Ry OMCL associated member » 317 MAAHBE HH RS TESE FoR
KREHEZES -

EDQM BCAZE v IEFUHERE & 8 B 2 BN SR L 2 SR Wt &

B A H o PR 2 BN S SRS LIS R BT FEENA A T AREX

54
i

—k‘l‘

T

INEESL Z GRS (ESEMA AR RS HE TP e 4% 7 PN > 2R o 5 S B Bl %

P -
EDQM [E IRk B 2t hadd S F RS BB 2 ARSI & -
EDQM [E]E rI 2K 5 8 TFDA JEERE PR MR & -
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B LG

— ~ BERSI05 151 REUHEiE B G 3# - gk ET] EDQM AT ER K
ATTRBONEEIL 2 4R {2 - EDQM "I Z B &2 S AP f H AR S0P [F & 5
WHE SR TGRS - R T RRITTEES S - HEREE TR NRRE
HEREFSL(Text) » ZEUANG PGSR —ZEEH > REATIAT—
i BEHEHHR T - EXTAEARNERRE - g5 TR EEREERE - AR
st N el A HAT R S (R B XN A A FE R - B i
{7 N - EDQM &AM R SR R B i - 7 AR s - (R
RENERSE R & -

= BONEEBERES TR LIFETE MEESERBEES SHLIFTE LR > X
SEERCATERT - TRABHREE TR NEFEFRE R EE - AFEER
R REEREENER - ISR EHEPFFERZF LREEOR - HiRK
thilgds - SERARITAREISEERFESCZ RO Z B G PN ME
TR E R » ERGRBEM R AR LIETA -

VU~ BCOM SE 8 E S E YR AL (e ~ RRI) ~ U AL~ SEE bR EE
%o B BB DEFREE R - ARG HE T RIS A RS AH 5
TECRT R Z (BG4 - IR E 2 S — (3K Sitagliptin tablets - ZERLIEAFH
(EPR GRS > Fy— KB © SoldmE HAZSORE - B (R Rt
S > T HA TR TR - INIERR st - 49 A8 Al
SAETORA E - G TP RS iR 2 223 2 Production
telE LS LR DUR R A S A -

ot
A

%N‘

T~ HAlh e RS R e GBS G SEIE SN IH % 25 s aEn
R E SN > A HSFEOMNEEH - DUE RS E eI & B EE
L SR ZFHK

7N ~ EDQM [REFREONGEILGRE - RifElr EiigEy)Emam B AT & ZHE » W
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4

D

AERERY > Hip 2 gEmnBREERE (OMCL) @ EREnMEIRGEZ
BT - BT OMCL 484% » IR TGN S A TREEY) ~ (RhEEZ B2
BRI - AHRH Z tele TIE(RE B A EEBR =i L B B = S TR
RSB = » St bR tHE .2 OCCL 48585 - HAT OMCL &
FER=IRDBUNEIZE 57 RERE KN AN - BEEERT - hisX -
LA ~ S ~ RSO IS S O X B R = - IS FASTUI 744 Bl
REMETE - MEPRHY A B R b M= & ST BB E R e
A PIC/S > JiEg Bl 85 A m] (R b o3 AT BB 28 n B S T A0 RBEFHER RS
OMCL associated member > =] LUIIHREUS BUFRE S5 hnan B EaH > (U THE K

BV EE A i o

%
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th ~ Ea&

—~EDQM 2 OMCL EFIEEREGEONE 75 ZER= 20 T - se Il ke B
BEMSA T - BV EEZ TR =IO AN SERIR » BT H
ARy OMCL 4R E =~ — 8 » =H 28 OMCL 48 S~ fEF] -
YEEE ~ SYERE8 - OCBAR (Official Control Authority Batch Release) %2 &
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