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W R

B REBOMNSE MR E 2 BONEE S5 E B EF A S (European Directorate
for the Quality of Medicines & HealthCare, EDQM) A 2014 FE 10 H 6 HE 8
H 28 e PR & s BB Lo g 8L 50 HFEBRE HEYmBEHER= (0fficial
Medicines Control Laboratories, OMCLs) 484%50T 20 T > AEENE L

-,

e LRI TR fE RS Gk i 2 - Bk BBl G SR NFE S EDOM Tha= - D
g

EIREONSEIGRE & B T8 E B E R E S R EhRE - WA AT B A
FIRE R ZATEE > UM S St SR Rins 7 74 B B P R e i bR i B

PEEGTE -

REN T ek ERRMRRSL 0 FEE TFDA 1E & fntS hIPe SEeaIs S AR P MERT
HEqL I HAGRUR - AR TR A B AEAR B H I BIFARE S - SRS
A - WIEESET EDO B SR =TRSO EL G 8l - BT RSO e
i HETT P B 2 B R P S R R S LA W B R (LR T R 2
e EBIR & R RS OR AR 2 B4 - BABIRIRE S T E R (% -

SN LRI RS - BEREREBOMNSEIL « SR aE I H AR 42 iy
B et > a5 dhi=Tim/N4H (Pharmacopoeial Discussion Group, PDG) #rifl & -
ANFYRE AR Y EE S A B R R TR EE SR MR ST n] S R B R T 2 i EH - DA
e[ & BB ] P e, -
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H Hy

BEBONENREFEE ZBONESE L mEEHEA T (European
Directorate for the Quality of Medicines & HealthCare, EDQM) #?
2014 10 H 6 H#E 8 HEEAIE S B OIBUNEEHL 50 BFEBEE 748 m
BEHEER= (0fficial Medicines Control Laboratories, OMCLs) 4
EEAKAT 20 A - AREHEN G FERGOGRTTRIZ A RS &7 Xk
BB RRIEE 25 EDOM B - DIEEBONSE IR E K B T8 mE
EFIE SR EIRE - WS PR I R AT E E 0 DU

R B T = B B R L R I B 1 -
L B A ERRNE » BR T SRR SR IR R

TR ~ Bt S B S A TERGERAANG ~ J7 AL EiS R S R i i - ALAEX
HBE B e HE R 5 > B b R AR BRBOMN SR I 5288 » SR LY 102 4F 11 A 2L
TFDA YA FRIEA I BBONSE IR & &G 2 B2L 5 DB B 88 im B A2
BURERFIT - %% EDQOM BB OIBUMNEEILZ: B & plaT 50 AR &

» FEEGE L HREE ISR B B iR - B AL MBI SR E A B Al
TS, RS I R R ER R (MR PSR E
2% HRIA R LR -

AR MEH LN EE 2% " Trend in the Pharmaceutical

]

EL

\

E
>5L

Adulterants inDietary Supplements in Taiwan ;52" Reference Standards

for Biologics and in Vitro Diagnostics in Taiwan ; WfEam S > IR
TFDA 7E & fnfS PG SECEIs S AR W MR AR SIS 2 B RUR » BB EAAR
BRI BIERE T - WINE R R 324 -
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=" E

(—) SMECHEZELmEEEEREG (B 5[HEgENmE
50 HEEF B

ARTAHECOMNES 8 i BB %A (European Directorate for the
Quality of Medicines & HealthCare, EDQM) FyBEti4R B M EE /N4 »
5| HE e B 50 AT G50 2 2014 £ 10 H 6 &2 8 HIEAR
HrFF T R BB - 54T 300 iz 2k HEOMN B ~ 256 ~ BN ~ ik~ 2
PE ~SHTISE ~ HA - 52 ~ FRIELEESE 45 (@R 2 FEWEE - 450 - &

FAILBFE R L RSB E B R MRS G - FlRE —RRE =K
Wb 2 g PR 2GR 2SN > B KAV E Y EREF T

& (1) BUNEEH{ERR (Monographs ) HYALER S ARARITEARF ~ (2) &

BEREET (Quality by Design)~(3) plianfEqm ~ (4) 409 (Impurities
)~ (5) BEEEYEERIERERL (OMCL Network) Z At ~ (6) FT%
RIEEES, ~ (7) B8R (Pharmacopoeial harmonisation)~ (8) 49
gl (Biologicals )~ (9) B (Certification)~(10) % (Herbals
) %10 B MHRERERRE - RIS - Bl m] DUBEEA B T REHC PR 2
Bt o o MHRE AN S BRI ATl

lll’



Time & Meeting| Palais de I'Europe Building EDQM Building EDQM Building
room Room 1 Room 100 Room 550
8:30-10:00 Experiences with Ph. Eur. Role of the OMCL Certification
Monographs Network
10:00-10:30 Coffee Break Coffee Break Coffee Break
10:30-10:45 Transfer Transfer Transter
10:45-12:15 Quality by Design (QbD) Combatting Illegal Impurities
Medicines
12:15-14:15 Lunch Break Lunch Break Lunch Break
14:15-15:45 Finished Product Pharmacopoeial Certification
Monographs Harmonisation
15:45-16:15 Coffee Break Coffee Break Coffee Break
16:15-16:30 Transfer Transfer Transfer
16:30-18:00 Impurities Biologicals Herbals
(FE G )
. fmeE

P2 FECNEEE S (Council of Europe) EIFAER Ms Gabriella
Battaini Dragoni M EU M & & 3% & K& ( Council of Europe
Parliamentary Assembly) FJiE Ms Anne Brasseur HYEEE NBEHFES »
MR AT AR E T B BIOMN &2 8 K EDOM HY SZ#5 » B B PR &
AREEHVERR 5 #EE oK B RS B AR B TR B B RRH - B2
SHITZ EE (European Commission) ~ BUMZEY)E B/ (Buropean
Medicine Agency, EMA) ~ B LEEYE TS (Swissmedic) FIRFRIRAZ AT
FHBONER I 250 BB HBON%EiZ 8 & (European Pharmacopoeia
Commission) ~ JFfl&E B S5 EZ 89 (Certification Steering
Committee) FEN OMCL 484% (General European OMCL Network, GEON)
e/ NG (Advisory Group) BRIy T /% 70 A E T#R 2 - DA SRRt

o

N

(1) BOMEEY) &3 /5 (European Medicine Agency, EMA) 22 Compliance and
Inspections ZPFIFEE Ms Anabela de Lima Marcal BRES/TEOMER
IRIEEL EMA RROIZSR E40 0 R4 EMA B EDOM BV &fENES » BE T
H| = :




(1) EomfhbsstE

EMA B2 EDOM #8778 1997 FEHITEH > stHE R EEZEE
(Centrally authorized products, CAP) HHE &EMITHE =
(Sampling and Testing programme) * DARESEZMERE L& HZ 4
A ERRG o 1998 FFAGHEITIRENIE » WH 1999 FEEFET E
Bst BT 0 1A 1998-2013 FE4EETHBE4Y 550 1 CAP » B3 AH
FEWIFEE - SIS EEEH EMA BRI EETHE TR E
ERADEE - EDOM BB W E TEY B E T ER= (OMCL) 4845E&
MR RGRE I B ARG R R - RKE G s ST R
SRELL R E SRR (R - FlHRGZENE T SEYImEEH ER=
(OMCL) HE&E{EALMEE L ~ ARG R PEIERC A i (radio-labeled
products) SERHIKAVAE SJELER - W T OEE R fn 2 B A
(risk-based selection) It -

|

(i1) EAEEY) B AR RE Y 25 (i <Fisk

EMA B3 EDOM 7 FiIAE B EEY) i B AH BRI Y 258 SEISET A e BARY B8 - 40
EDQM /& EMA HVRTF 2 B % Z 89 » B3 Quality Working Party (QWP) »
Biologics Working Party (BWP) ~ Committee for Advanced Therapies
(CAT) 5z Committee on Herbal Medicinal Products (HMPC) HZE
&G 2% A1 EMA /2 EDOM BIOW 25 Z S & s Z B XL 6B, 7, 15, PAT
Fe et ElamSE LA/ NERVEREL B - e S B TR SR S a e
BORHUERR » 1 EMA S35 BIONEE B2 B & 5 88 00 op 7 728
(Monogrpahs ) z{—f&#EHI (General chapters) H. EMA £ QWP HY55EH)
g E RO S Z B g g @ P S -

(1i1) GMP FHREFFRE

EDQM =& EMA GMP/GDP inspectors working group (IWG) AVEHZZE -

H EDOM & =2 SE LSRR AR - W22 81 EMA Rybd i & s sl



(2)

Tk V B EARL TR TR IR EE EAZ PR = (F B 2K - EMA B2 EDOM H AiAE
GMP J7THisTamiVEEA © RUEIEZH—EUE - FERE R A RO
EER A ENVREIEHEA R 2 MBS A SF -

BUMNEEHZ B & 1/ Dr. Jean-Louis Robert ¥REE) 50 FFHY
FICTR R AR ARETHREK © il B et BHEEBLHT A 0 - HEE 7 M 4EOM S B 4H
GRS ~ (B R ORI PRE -

gy eRE - (H)UWEEMYHE  (Substances for
pharmaceutical use) HYARE R § (2)48—ELLhnE ZORIE LI F]
AR 5 (3) MBS B A R/ BUEER N B USRI - BUM
SEMFEE G 1964 FHIL 0 #IE 2014 FTA 38 g & K% 27 (E#%
B BUNSEIEINEZ B GR AN S 2R A ERYIRNSFIELE -

BUMNEEILZ EaHy 38 ([ BfE 28 {EEREERE ~ 9 (EFFER IR
EHEUONBTZE S - 27 (A8 264 8 EEUNEIZR - 17 [EIEEUH
128 ~ Taiwan FDA (TFDA)EL {54 4H4% (WHO) - % Z B G EIEH

& 1 ALERE 2 R REERZE S GIE - ZZEY NIEA

52 /NG > 41 Group 6 (Biological substances) ~ Group 15
(Vaccines) » BOMNEEEZ: B GHVAHSZREAI T 3% -



Ph. Eur. Organisational chart

Ph. Eur. Commission

38 signatory parties: L
28 EU member states F're§|d|um,
European Commission Cha_lr .

2 vice-chairs

9 non-EU member states
27 observers: Ph. Eur. secretariat

8 European countries, 17 non-European countries,
Taiwan Food and Drug Administration (TFDA)
World Health Organization (WHQ)

Meetings of the
Presidium +

Chairs of groups of
experts

Contributors:

National Pharmacopoeia

I | | | | I | | | Authorities
- National Competent Authorities

Groups of experts - Industries
- OMCL Network

(#%HA Dr. Jean-Louis Robert f&#;)

BIOMEEILE 1969 FHARS 1 ARFEYA 120 RS > 2 2014 FH
FRCER 8 W kA 2,600 RS - Bl& T 2,300 miEwEL 330
— Al > SIFEEEIAT T E o

Contents of the European Pharmacopoeia:
More than 2300 Monographs and 330 General chapters

Antibiotics Gases o oeopathy

3,4%

PI;::;S“\ Blood deriv. 6,2% 0,89/{,/ 0,5%
Vet. Vaccines ' \!-\;3% \ /. Biologicals

4,7%

Human vaccines
4,7%

Radiopharm. ,

2,9%

: / _ Chemicals
Fats~ T s7%
5,1% i

Herbals
11,0%

Dosage forms
3,0%

(#% 5 Dr. Jean-Louis Robert f&#H;)
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BOMSEHAY RS S - (1) Z2 B G RE AR AT CREIH S8 L
s AL ¢ (2) ZRGHEFNIMERE S T EEKE - K26
OB EST » PR RIEARAE © (3) 2= B & B &S B K BOM FE s i) 55
B FE VIS E - A HEORSEHLIRIEAR 5% feg<r 48 S W B S Bl 1 22
nnEEOK S (4) BIFEEE 5 (5) CEP Btz Fe nlfsr i e i > (6)
FERE A MBI (R E - BT RS, - (EEONEE G LIRS
Ry e - RS SRR TN - Rt REER N E T
sEY R E R EERE (OMCLs) 3BT AHARE » msX e RIMECR

BIOM S ST 22 P Y B BRI | R R B SRS A B BB A
> RESOENETERURIR ER AT RS2 R - Sl B 48 s F ] HAKIGR B i o e
JFRIRRK > BNy 574 TLC B8R HPLC ~ B A5 7A R A B IR R
#T (Quality by Design) HYJRRAISE o HT2CHY S T [R18 B Al anH I {E
s B E R A DT AR — B A - DI FERFER AR D M1 EE BEpf S BliE
TR o ARZRHY PR AT DU N ELEIEHE H

Developments in

Regulatory
Environnement

Increased demand for
Generic and Biosimilar
products

\,;\/ -
Scientific/Technical u Public Health

|
Evolutions U

( Developments in
y, Manufacture and

Globalisation

(#%H5 Dr. Jean-Louis Robert f&§#H;)
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(3) BN OMCL #g4&:%Em/N8H (General European OMCL Network (GEON)
Advisory Group) EJF » ZKE{EE Paul-Ehrlich Institute (PEI)
Y Dr. Carmen Jungbdck ¥&EBONE /78y B EHIE = (OMCL)
HE%E 20 AT HECR AR IERATERR ©

B 557148 OMCL #84&H9% 8 - OMCL 445 2EC s TZAE (KU
Commission) FIECHEESEE (Council of Burope) 7E 1994 FFILTERK
IHY - A FTRAER B A KBRS B E TR L E S
FYT5ZC > EDQM S 1995 FEpA It 7 (8T LI EE) - B J75EY)
B EHIERE (OMCL) BE IR AN T E BAETEY W EEH T
{F > OMCL DM HEBIL I SRR A Lttt - H AT 2EY) i BB T SR A
FIAWERA T A - B T R E R EA 2 [EE &Y a/a g
Eha=0IER - BRERE -MEERFE 1 #E 7870 EEHH
= » EDOM #&(F: OMCL 4845 hiE i - &R i aagssnyh BB 2 Bt
[EIfEEET5%€ (joint programmes) °

OMCL #8485 A (1) MO R iainss R » (2) 53 OMCLs
Ay 5 (3) (efERIEN TIEHE © (4) B TIETESHERE $ (5)
f#%ad OMCLs FEIHVES) 5 (6) TAEJTARFEFAME 5 (7) SR EIAIT#E
1T 7 7AMERT  (8) (RiEFaAIEAE (harmonized standards) HYBH
%5 (9) APREI2FYERSREES ; (10) BEAHRIBHERIEE -

OMCL #8s&ryHE&FARFEEXR - fE (1) FR&GEARES
— SR > BN - B fREE 5 ZE (Quality Assurance programme )

SRESETE (Proficiency Testing Scheme, PTS) ~ —fg i &L Al
12 (General Market Surveillance Scheme, MSS) -~ Z(E 3|4k EE)
FER it geAER B b & (2) ZREBCAMBON A &Y OMCL
FraliEE) - Bl st EPEEZERES (Centrally authorized
products, CAP) H:EIEIERITHIHHERETE (Sampling and Testing
programme ) * HsSf2fF (Mutual Recognition Procedure, MRP) Fl1%3

12



B EBFEF (Decentralized Procedure, DCP) % MmNy EHit%
Be WIEtE - AMAEMESNE HZAEIT (Official Control
Authority Batch Release, OCABR) - Gy HENY) FHEENTE J7 2 AL T
(Official Control Authority Batch Release, OCABR) M'E HiZit
F# (Official Batch Protocol Review, OBPR) % - 47 OMCL 484%
ESEINN

Common Network Strategies v A .
QMIS Issues including PTS C:‘:? ¢:3
MSS and Collaborative Studies .
Edeationil Progaaines CAP NETWORK" OCABR HUM:‘-\N VBR NETWORK MRP!DCP.
Applied analytical research and NETWORK NETWORK
regulatory development f i
Counterfeitillegal medicines testing Scope / Scope \ Scope Scope
Workang Groups .
ﬁﬁl : T OCABR/OBPR Market

Sampling »11.1rl 0;::;" 1 Och:iR IVMP Surveillance

Cerly Bk 1 o . oo

ally roducts
3 Authorised 4 Workmg Groups
GEON Advisory | pothe ey, s
Gl’oup ‘ ‘ l I Worlng Groups
[
CAP OCABR VERN
Advisory Human Advisory Active
Group Advisory Group Participants
Group

* EU specific activities restricted to EEA community members and Murual Recognition Agreement (MRA) partners where relevant Indicare Interactions

(#%E Dr. Carmen Jungback F§%R)

BUM OMCL 48%% (General European OMCL Network, GEON) &%
/INGH (Advisory Group) &H GEON B Y 8 firf{7% ~ EDQM #Y Director
SCHAZE AR - BURSTZ B g R BMA (3R (BiE B ) Ardiik -
stsan)/NEAY A (B 5 AE OMCL A& X% GEON~ 7385 GEON Z#{F ~ By GEON
afem RS © ICH TIFsT SRt Es - S/ NMEFEHER 2 &g - 0
CSYINCIRE] I
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OMCL #84% H AT (2014 4F) AZKH 40 EEZEAEE » BFEEUMNEE
HMFEE GG SMEZEE Y451F 57 Full members~9{E Associated
members (FEEME B G S TF HEUNEENZ S GEE & ITAHFHER)
2 3{E Limi ted members (fEAFF& GEON reference ) o« HFEIER[EIRK
BEZEARTE » 2015 FRAEELFIFATE ZE R 220 -

B fRie 72 (Quality Assurance Programme ) BYHHYE A T M
I OMCLs = EEp= MRy anE EHECR > (A TAEA  HHE 1S0/1EC
17025 BB BT | REIMYEZE M - HER G’ (Mutual
Joint Visits, MIVs ) ~ MHE B &FER% (Mutual Joint Audits, MJAs) ~
BTG K OMCLs ABZ mBEH RS FIIHEE) > 1997 2
2013 FRFEETT 50 THH AR &I REL 107 T B GTER -

BEJJE\EEE1EE (Proficiency Testing Scheme, PTS) #%EH 1995
FEHIEETT - SHEYER LRSS (Physico-chemical Products)
FHAT 4-6 TEIFE > GIEIRSTA 28-49 {E OMCLs 281 > 2007 4L »
TEFSEA 27-40 {EFE OMCLs £Hd  H 1998 FFAtGEITEY S
(Biological products) HYJ PTS W4T - SFESATT 2-7 TETSE > BRENT
F2A 11-24 {B OMCLs 281 - 2007 FF5EE - HEIAZEA 10-13 {E3FE OMCLs
2B o

N

W

— R EESHETE (General Market Surveillance Scheme, MSS)
H 1995 FEBAMATT » FETT 2-6 JEWTSE - FIEVIZEA 12-20 ELL L
(BG2H0) OMCLs 281 » BT R R RO S 0 b 22 1R 2 en 3w 1B 1T 2
5l o

N AW EE SR E 7 3 1 fT (Official Control Authority
Batch Release, OCABR) H 1994 FFAAET @ 2B 2K H BUE AN
LORENFRIVEE) > HAEIRMIE (Directive 2001/83/EC,
2004/27/EC) » BIRITARINATBAEY « WIFTATHL - 1 GEON 22 A
OCABR-specific network > sZ4E4E0H 6 {EF[Epk B FRAHRES /N

14



4H o PEE MR B 4k 3 (B o FHIY OCABR 2@ iE sl a ey > BleX
R AW ZE N SR T — B T 88 B E R B == i B T2 R T
B AMIBOMN SR & B A A B - IR A = S TIE
FHHYZE J D7 A Bt tp B ik 76 - B A B fn B E V45 51 821 protocol
templates ffEFH -

P E RS EZES (Centrally authorized products, CAP)

HEEERTTHYIMERETEE (Sampling and Testing programme ) 74 1998
FERMAETT A WH 1999 FHREFETEMBEERTZ - #H
EMA $R BE&8 % fase e o - EDQM B E iai S Tialany e )7 %Y
BEHERE (OMCL) BH R REE - f1 3 HAFERRNVEZE AR
E T AR » SR &t R 40 e CAP 7 b CAP 484% 11 FH 6 {/ OMCLs
K 1 ir EMA UFRAHEGES S/ N -

P SRR (Mutual Recognition Procedure, MRP) FI4E«=t
EEFEF (Decentralized Procedure, DCP) #% AEZE AN 1% B H]
ETEE 2000 FEFRAGHEITSRETT - W H 2006 FEEEA E AT RN
578 o MRP £ DCP XA SN N AT BN A S SA B - HBA 2
HAEE—EREE L > B TIFSlabndt R4 =AY ER] - OMCLs =]
HHSMEIEETE - Dl iR - sz 4948 maiest/ Nl - T2 H
FTA 2811 OMCLs 4HE TAR/NH - ERAELTRHI 700 T B 4%

OMCL 484& (5 B T8y m/8 E I E =0 TR E A FraiEe - (e
iRV EROR - NS IE = & ROy A L AR - A
el be BB A B = ER - (EHEE = MM I v e iRss
F o B OMCL A4 VR (S i Bl SR m] BEAHRE B T RIS B2
im0 (G > 22538 OMCL EDRHEE IR Al B R B AT TR e sl By
HhaE o HAh o BRI E R ILEISCAE A BN SR ERT - B
& OMCL 4848 MR AR IR R AV ERR

15



(4) EDQM Director Dr. Susanne Keitel #f5 2010 SEARHIFS & iR 0V#E
RIS - dhE i BH 2010 FFARTAS & e TV E Ry > B3« EYgE
o~ AEPYES - e 3R IFAIRVER S -

TE A Y8 a7 BT o 1T B A 1 B8 4 A IO % B B HCEERG SR

e HAJ pegylated protein FIEEREHIAS AR ABUMNEEHE T /513

M‘

i o
o EEMERACCIRNY 2011 5 2 HEfTRAN TS 365 amaid TR R TR
1& 4838 EF 2 A A B i B BN 48 i A ) +H TR 4 B

(Biologicals groups) #EfTHY/NUE

o RSROEEE NP IR T Y - DIMECRERRAE A e S sa Mok
T TSR A [FIR S St B A T AR R AR
HIERR=ERIT

e “biological monographs” RIS H AIIFHET5m

o BUMEEILZ B & BRI RI{# working parties » EH—% Raw
Materials for the production of cell-based and gene therapy
products (RCG) » DADNEZ FA BRI S g A2 (o A 2 FURt Y i B
HIFESK  H By Host-Cell protein (HCP) - #2{f:EafE T 4MAEEE
HENAE &2 B J57As EEHRE - SO 2
[BR R

FEA GPyE 5 T 5 s SR B 7 T RO 4 B 45
o (M Fast-LC #E AR R > ILERS [BUNSEIMZE 5 & 2

Chromatographic separation techniques (CST) working party
HYEE ©

o [ NMR A &EPyE il s S SR MER S A LC-MS £¢ifg - 2 —b %
PROERY TR

o EIFHYELRIFEMEAR 4 ( Genotoxic impurities) {EERTANAEL
AN ABCMNEES > 41 © general monograph 2034 - Substances

16



for pharmaceutical use %% CHMP Guideline on the limits of
genotoxic impurities {&5] °

o ICH Q3D "B/ VETTENAAYIER] “ HETINSE 9 HES
Step 4 » —H CHMP & ExUER A ICH Q3D > & UL EMA 2 “&
B LA EARRERSE "guideline - BUMNEEH 5.20 "%
B RS BRI SRR 2 5] 0 2.4.20 "B
BRI B e HI i B 2 defl” BRI RF B ks ICH Q3D 7T
A HAth ] ge sz B E St (EAF B EPAS -

FEBEER 3R IFRAIAYER 5

o 3R JFAIAYE M ZEOMNEZ & 2 B /g DEE R ERYE TS -

o SEENAS FEEREEHIT R AU A BB Y)at B — Bus IR 7% -

e EUdirective 2010/63 HELEERFHEYIEERIFZTAT » TRl HA
WHFE T AV ETREME: - AT /R BR FH N B B R T R R D et Bl
V2 it e 2P 5R " HUfX (Replace )~ Jik& (Reduce )
FokESE (Refine) 3R JRRAI, AVEE -

o 3R JFRIHIEFTEAEYIEAE(LETE (Biological Standardization
Programme ) A —Ebi#ERE - MM GERIEIREN - JR4IIE S
HiZwsi ~ A BIFFR %% - EDOM S8 H B A 3R tHFe S E

. BAEYVEEREBREME (OMCL Network) ZF8H

il

Z FREHE J78EY) 8 B I E B = 4945 1 2 7148 OMCL Ne twork HY—£E
EH) > EHEKEZFEEY Finnish Medicines Agency (FIMEA) XFR/48.1
& ESHIFZE » KA EAY Paul-Ehrlich-Institut (PED)FENEAH
KB A= g L B 5 i LfT (Official Control Authority Batch
Release, OCABR) » K2k HZAEIAY French Agency for Food, Environmental

B

17



and Occupational Health & Safety (Anses) fUF/ 48 OMCL fHEEHH 2
EENERAIL - DU EE R -

(1) ZRHEZFEEAY Finnish Medicines Agency (FIMEA) HY Dr. Tom Wikberg
48 1B ESHIFSE (Post Market Surveillance Studies, PMS) e
PMS JE K8 OMCLs #iz - Z2AVES) - H i _E Rl gEsnaE OMCL 817
Tl FEIC B EERTAL RIS AR - DUREIRASEmE L2 - |
FATHIE FEEmE R RS - IR » SRER SRR RERRIT -
A EE TR B E R B AR A AT A _ERTA YRS
AL E T8y BB H TR ETL LR I L E S E A AT
iy -

M EEHETE (Market Surveillance Scheme, MSS) J&H—1&
OMCL Ay Jo e e N M e — {8 8 s At iy U7 0% FE 2 By
OMCL & B b= & H Bz A i bk - AP IRy 7752 S EDQM
Ay EER IS ES (Common testing sample, CTS) —iEfaks »
EDOM BiZ FH e e ] — L A B R B 25 - So/ME A I s AYHy T & B
o158 0 412014 £E8+%f Heparin & lowmolecular mass heparin APIs >

PAKe Sexual potency enhancers (Food supplements) e

s EE L % S (Centrally authorized products,
CAP) - HH EMA 245 % R et Es 7 on - EDOM B B s Tieiaiv e
TEEYIEE R E S E (OMCL) B EAERERE - BFEIHE 40-45
& CAP i > AVIgEmi 2 (HE 7Y ImEER B = e - IR
#mblh 1 EETE#Y)wEERERE e o st AEYHEIOIESE R
(Biosimilars) HYFHRBEHERTE A Al S E 5 W) ARV R

$HE T EREF (Mutual Recognition Procedure, MRP) FI43H=
HBEFEFE (Decentralized Procedure, DCP) f% AgE LAY it ELH
sFEN 2000 FRAGHEIT AN ST 0 OMCLs #H IT share point
database T TIFEifnlpsi R &ML= > i EDOM B H 4R
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database » FFFLYA 20-25 (EE J7EY)mmEE T B b= St [ 2 BE
ST BAELEDHI 500-700 HHEEEES - £S5 TALY 6000 [HHFEFZELEET
database > FREEZEEM 1 S0 (EHEI - MRP/DCP B HIETEE#5H OMCLs
[ LR Bl hebast SR It =M A s B el - MHE BASER G -

HA B R EB R © RAT%A EDOM B OMCL 4845 FafaRIF IR
T2 « BEfFEE5, (Stock piled medicines) ~ B&FESH ~ (LHEMA AR
JEBUE S BEY) S B RN -

OMCL #g%% ~ b it& B ANEE Rt T &% L8 maym'E
TrEEEM LA Z IR - TMEEEAMEE BV EREREEY) -

(2) ZHEE Paul-Bhrlich-Institut (PEI) FYDr. Detlef Bartel 47
SH N R B AR B iy B D7 B b BT (Official Control
Authority Batch Release, OCABR) o F:iMA= W a1k - BE T
EHE B A Y EE R AT I 2 BRI TR B 0 EU directive
2001/83/EC Article 114 BAET AHAYEELHYE )T Z#ITTRE
BU directive 2001/82/EC Article 82 HIHHETENMI A48 MATE
T B TRUE -

2013 = AN FAEPIEEAL OCABR #848F 15 (BB 78V B E T TR
e [F] 2 B R T B Y B TR SE - ARG AHRE ARy E AT T
EHIAT 3900 fbREi ~ 6609 HEMIRELE] - A3l T 10830 it plasma
pools o FTAMERNZ 34 {# OMCL 484%Ek 8L =1 > OCABR 44&af Bl

Health Canada %% MOU » ACHAHE AR (FELAHARRIREREE R ) -
Dr. Detlef Bartel 144 PEI HsghfT/EWEESE 7Bt BTy
EOFT (AR -

Hﬂ}

AL

L"ﬁ
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Presioent s |Presicent &
e bl i et Paul-Enhrlich-Institut S=&.,
pncolyfic Measles Virusss and|  Molscular Blotschnology |
ine Vectors ‘ana Gana Therapy L/ \3
President and Professor e i LZ e =TT
Rassarch Coonfinator Vica Praaidents Management Major Pollcy |=suss, Prags and Controliing,
mm Group Vice President and Professor 1 ‘Support, Intsmational Information OMes | Quallty Management
SectionVPr 1 ————|
Molecular Allergology servicss
‘Gecupational Safsty | [Contact for comupsion | [~ Defa Profecion Equal Opportunities FETD
Spaciallst prevention Tostngt
______________________ or VD
Division Z Division 5 Diviaion 1 Divtsion2 Divislon 3 Division 4 Division 5 Divialon & Divislon 7
Adminksiration Satsty of EL Co-operation/ Virology Immunoiogy Veterinary Medicine Allsrgology Medical Hasmatology!
Memical Devicss
T I I I I I [ |
unit Z1 Unit 51 Section 111 2 Secion 311 Saction 41 Section 51 Section &l Sechion 711
Parsannsl Pramacovglincs | EU Co-Operation iral Vactinss Lavanced Therapy
and Immung Sara Allergen snatytica Medicingl Products,
Tizsus Preparations:
Unlt 22 unit 52 Section 112 ‘Section 42 Section 32 Section 47 Section 512 section &2 ‘Saction 712
n 3 Moncctonal and Viral Vaceines | Testand Hon-viral
Procursment Vaccines Hew and Anfibodios | Therapy Allsrgens Gane Transfsr
Emerging Pathogens Meamcing Products
Unit 23 Unit$3 Section 113 Secthon 23 Section 33 Section 43 Section 53 Soction &3 ‘Sechion 713
PE 3 Pharmacovigilanca Microblological iral Safety Morpnaiogy Wiral Vaccines Il Clinical &l Tisaus Engineering. Batch Relsase
Dl:lm of Vetsrinary Immuno-| Safsty eracton Somatic Biood Products,
Managamant logical Products and Call Therapautics Loglatica
imal Welfare
Unit 24 Unit 54 Saction 114 ‘Section 24 Ssction 314 Saction ZT Section 54 Section &4 Section 714
Technical Servicss Lagal Aftaira Eicatatistics Moiscutar Virology Therapeulic Animal Factises Recomoinant Non-ital Tissus. Tranafusion Medicing
Vaccines altorgan
Xanogensic Call
Therapautics
it 25 “Saction 15 Seclion &5
Organisztion and Clinleal Trials Inepacton Sarvices viral Gene Tranafer
Information Technology for Blomedicinal Medicinal Products
Products
unit ¢
Satsty & Health, Permity
OMCL
UntZ7
tam W ‘Youtn and
Councll ve Apprentics Temporary Ressaren Grou —
Chalrperson Reprasentation —
OEWE Professorzhip| NG 1 NG 2 NG3
for Targated Hew Vaccination | Cellular Aspects
Modification In Sirataglesand Early | of Pathogen Host
Stem Cell IMMune Reepoensss Intaractions

(#E Dr. Detlef Bartel f&4%R)

OCABR #8%% A] A AHAcHA A= M8 &N - /) OMCLs TfF & ~ #1%)
B S EE R RhAE - H% OMCL RV TEEHATE EU HoAth il SN ER 2 AN
1Y BN SR & BT E HORE -

S OMCL #d4&hk B MH B AHARGE S B = R T45 5 Fr LB i
E A E R HUEIFE EEY o FrEEn B R E B IE R F © BOMEE
82~ EN I1SO/IEC 17025:2005 ~ DIN EN ISO Norms &N B LReE %
&~ K8 ICH Q2(R)#ET AT JTAMERL ~ BTIRFREFSE SOP ~ 2
FBEEHR 2% - BEEDIEE  EDOM MJA (Mutual Joint Audit) 2P
%o ERENIE R T R E = B E ISR ~ anE T
K N EFIEREES N EDOM 2 MTA S8 AH & A F » IREFE % B0 /E 2k 5 OMCL
A L ERHI A

OCABR #8%%#ErH OCABR database k2 OMCL annual report & annual
meeting fHEAIAE REBHGIHE - OCABR database FHETHEZRAT
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iy OMCL i ABd% > 3% Bk e m] (s B Cs =] 2 dn A~ [ SR I A i B
&R W R BRI B BIR A TELRE o A R S PR B o S A R
NERIE PRI TRHURT THE G SRR ERR AR RS IEFEHE - #ERUZ
A2 IR RS - PR ] AR Bt PR SR -

Pyrogen content
: L . Improved production process
. Patency decrease . . L
IVIGs . Solubility . Revalidation protein determination
i . Optimization of the Iyophilization process
: Protein content Revalidation of the potency test
-
«  Stability 00S potency
. Solubility problems
Clotting factors, Fibrin glue, PPSB, * zg:?i;npig;lt:::s . Optimization of the production process
i Optimization of the lyophilization process
ST . Protein content * P yop p
. Factor IX or VIII QOS
: I?ﬂtlz::nwg %rz?tll:r:lfergen . Optimization of extraction
Allergens . Phenol content . Revalidation of analytical methods
. Aluminium content
. Antigen content B .
- . Optimization of the production process
: Stability problems . Revalidation of analytical methods
IVMPs . Particles, Mislabelling L
A . Variation
* Endotoxins . Titre adjustment
«  Shelflife data missing )

Vaccines * ggﬁ:ﬁ';:]ir::;n enei . Improvement of the QC procedures
-
geneity . Optimization of the production process
. Potency O0S

(%#%8 Dr. Detlef Bartel f&s )

NrEssEE 3R AT > OMCL #8535k T 20T ETEatEg [
FEZHFES » OCABR HEHEl—H& R (Final bulk) HYSE—HEX
TRl o MRS R EE L ST SRR AR o R SR AT sk o METTTAR IR
SEACERAR SR DRERIEE

3. FTEERESEN (Combatting I1legal Medicines)

2 T REMH R AR aH TN R s L — S E B EE K E Y
National Medicines Institute (NIL)fUZRANEEE HEy) WEEHEE=E

21



TR EEEY AT A > 2K E Minimising Public Heal th Risks posed
by Counterfeiting of Medical Products and Similar Crimes EFRZFEFE
FRENH EDM KEONE S G EIAF TR ESEYIHVERES - KoK E (R
National Institute for Public Health and the Environment (RIVM) 1%
B EFTEEIE A4 F2EfS (Rogue Online Pharmacies) @ DU EEE B
> o

7 National Medicines Institute (NIL)HYDr. Zbigniew Fijalek
INEE TS B E T B =T T AN ASEY R A & - S B A R
JRAT 2014 4 3 HEEFEIEF LAY 10 MEfREE (49 240 & §E/1) 2K
BEHIRTREEY IR - /488N OMCL 4848 (General European OMCL
Network, GEON) FESHT{REEIEIAAZEY T I ES) - EEHE T OMCLs FHE
ZERLC L FE S EE - WS S B TR B i e BUE &
AR RSN REEY) - FoRa S fnhad OMCLs S BB = AR (REE LA AEEY)
ol 2 &1 - GEON Ji* 2004 FEDREFTA RCE MI&ERILS - A0AE EDOM fi78h T
EATLEETE - HEEEE S

e Falsified Medicines Documents for the GEON : ZEIZIEEHYA
B SR ERL N BA S -

e “Counterfeit Report” DataPool - KnowX database : #&75 OMCL
(BREEEA R EE Y A 45 SR A S U SR B S A AR AR =X (4 NI |
770 H 2014 4 3 HEEAERILERY database - KnowX database
(ZO N NT5) - s OMCLs BURRE ~ fs i R A FE TR 5 B
fir » AHREEEAL & A A FRERRAE AGZ 3 - RS B A A AG
Fro SR TBOT E SR T ERYER - HRTE S 1500 S5 E -
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Ref: Doc: PAPHOMCT. (04) 146 DEF
Ref: Doc: PAPHOMCL ((4) 146 DEF 2
Furthar actions taken by the OMCL Report 1o the Prosecutor and Sanitary

Infarmation Exchange of Countarfeitililegal Madicines in the OMCL

Network

Fart 1. Organization detalls

Compatent Authority/ OMCL

National Medicines Instriute

Coaitact Person Zbigniew E. FIJALEK )
Telephone N° (Include National Code) | +48 22 B51 43 69 @
E-Mail Address 2 fijalekd@nil.gov.pl ;I .
Part2. Product Details 'é'ﬁ 1
Laboratory Reference Number HIL0133.14_33 = ;j
Product Orlgin ie. Selzed by the Prosecuton (Legal Intesnet ; E
Internes, Legaliliegal Market etc shop) xro
Product Hame 5 FEMALE ORAL TABLETS ;
Labelled Active Ingredient Xiaoyao gene elemeinls )
Lisensed/Unlicansad Unlicensed
Product Type Dietary Supglement
Diosade foim (Eblen, capside, e Tablat

Strangth per unit dosa

2600mg x §tablets

Pack size & tablats
mﬂdﬂm;:;m Mas G Germany
Distributor {If Different) R

Blatch Numier A6

Expiry Date 2150531
Raipid alert reference numbsr WA

Sumimary of Problem or Deficiency
Le

Provida dotails of analysis results,
Include Nlzgal actives identified

Main ingredients were idemtified as:
Siidenafil (15mg/tabl}

I A L S

. N R -Paracatamal {Gmgitabl}
1T mporting connterfeit products provide Hicetinic acid
information on packaging livery and amy Tadalafl
vismal  identifiers  and  any  results A
obtained on muthentic comparators |
| HI-193-14_33
Detail of Analytical Method Used Source; ES|
i.e. HPLZ, Column type, Mahile phase lon polarity: positive
and Detaction system. Info regarding Scan: 90 - 1200 miz
availability of referance materials i .
HPLE - UV
ed m
KnowX P v e

Aulhoity natre

Origin of sampie

Product name labeled

Actve mgredhents Lt

Repoding tate

Lasbarstory reference number

Product typa Rapid alartsyatom numbar
Batch number Distribution path
Markesting authorsation holder Criminal ghenomanan
Distributor PH risk critaria

Licansng status PH risk assessmant

Main active ingradient

View

Ordles by

20 results v

Detault v

Risk cammunication

(f#&HE Dr.

fram

O

Zbigniew Fijalek EH%R)

e Suspicious Unknown Products (SUP) programme : SUP &f&/&—
TESH AR ARG A IRE
[EHE - B o DU B T8 R 7 Ak e 2N E B
R EMESEYIE 5 (active pharmaceutical ingredient, APT) e

BESTHIT 7 ARG » HArrl 3 RELE 6 TaRSEE IR T ES
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BEEanteie 5 4, 5, T RWFERIZIR BLE BRIV A EEY) Rt -
BT EPEA 23 [HE T8 E E R im0l -

e Counterfeit/Illegal Medicines Testing Training and
Symposia * $FERFERY AR AT TEBRIEIISK > 25 58N
5 KE BRI S GG SRETA 20 {E{EE T7 888 5m B E T B b
FE2HL > H SN GERAE AR BT - 1EAh - W RIY 2011 4
K2 2014 FEERRATESEYIET & -

e Market Surveillance Studies on Suspected Illegal Products
(MSSIP) : St AEEY R T & EOAER AT - 1° 2012 F5t
FIRACHE B 7o (MSSIPO01) - 75 23 {[E OMCLs 228 - &Ettaill
370 #t2k B &R EG A EE E A RS - A 173 Htfeie( (b
47% ) RHRHERAY APT - 73 iR E &AM EE Eiieis TF 9
AR AR LR R APL ;5 2013 FF#1 ¥ & BRI RTERE 11 2 ke
BRI (MSSIP002) > 7 20 {E OMCLs 2283 » &8THI 520 HE2k

e EGAMEE B RS - A 255 HbheRe (45 49% )
fe AR EH#RAY APT - 147 #2k B &7AMIEE BERiRie T A 74 ittha
At HoR EERAY APT -

e Counterfeit/Illegal Medicines Working Group : OMCL #d4&th
B BEEEAASEY AR B Y E/NE - B 2011 FEE
AHBH 6 NEgafk - s LIF/NHIEREE © B RERATT AR
FIEEST B AR ~ HESE OMCLs FER A ZEYia I Sk 7 (192
Bl L FEA T BRI E 7EETE (MSSIP) S -

e Counterfeit Testing Webpage : EDQM H 2011 4F 5 HEEHAIH
TEEAMEE OMCL 4858 A ASEy ek 2 tHREE)
( http://www.edqm.eu/en/Testing-counterfeit-medicines-1445.html )

A H R ] A E— L BRI R A B R B -
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4.

e API Testing Projects : OMCL 484&%4F 2011 ER1L APT TA/E/NaH »
{E# OMCLs [ F API R E@ENAYE AR (API testing
database) BiZ#& “API fingerprint’ EZE o

ZEHIHA{L (Pharmacopoeial harmonisation)
7 FRAH S B g (R M aE SRR B — S5 H) - EE&KE H A%

AR 4E2E S R/ NH (Pharmacopoeial Discussion Group, PDG)
&S] - 2R E SRR EE A AR/ 48 B2 BT 3/ NAH TR RYVEED - B2 APT A RH
AR FIEE B 5 > Ak E WHO AR/ 4818 R &2 & (Good
Pharmacopoeia Practices) HYBUMELARA » DU EEBHEMT S -

HAREEIE 57 7 S & £ % Dr. Toru Kawanishi /14871478285 30/ N4l
(Pharmacopoeial Discussion Group, PDG) HY &S o PDG & EDOM ~ S5 [EH%%
B R HAREEH AR 1989 T HY » 5%/ INH A 3 BRI 2 & ke e &2 5
SATMLRYERRE » AL 2001 A 5 H #3855 WHO B RsiiZs & - PDG B &t —
fie i Il FR B AR AL - B0 —ReER LB A - BIANAERER T A K
A R ES - DUB DSBS REER A (R 7 A B [F R 2 AR i T
TIATHYATE - AR RIRYARRE o 2%/ AR AR e m] DU EH A
AR M E - e DSt ¥y m e - BE T NEEER RS

e Stage 1 ! EFMELFIMIE (Identification)

e Stage 2 : FH EP ~ JP ~ USP A EAMHRAE R} (Investigation)

Stage 3 feHEEMHEFRHZEEHTHER (Proposal for Expert
Committee Review)

Stage 4 : EFIEAEEE (Official Inquiry)

Stage 5 ZEpRKIEE (Consensus)

a) Provisional

b) Draft sign-off

25



e Stage 6 @ & & HY £k 49 Bl F Jii (Regional
implementation)
a) Adoption and publication
b) Implementation

c¢) Indication of harmonization

adoption and

e Stage 7 : BREH X &M & BUARHNBEZ (Inter-regional

acceptance)
o H4AMNEA Revision ~ Correction B2 Addition or

local requirement ZFHFEFF °

revision of a

#(ZE 2014 42 6 H 26 H Ryl > 36 (B @il TIEstE T EF 29 @

SEAGANILE > THIZEL ICH QoA BRAM—fEAI
e Stage 6
Dissolution (Rev. 3),
Disintegration (Rev. 1),
Uniformity of Content/Mass (Rev. 1),
Tests for Specified Microorganism (Rev. 1),
Microbial Enumeration (Rev. 1, Corr. 1),
Limits for Non-sterile Products,
Bacterial Endotoxins (Rev. 2),
Extractable Volume (Rev. 1),
Particulate Contamination (Rev. 1),
Residue on Ignition (Rev. 2),
Sterility Test (Rev. 1, Corr. 3)
EA R R A R — s A L
e Stage 6
Amino Acid Determination
Capillary Electrophoresis (Corr. 2)

Isoelectric Focusing

26



Polyacrylamide Gel Electrophoresis (Rev. 1)
e Under revision :

Protein determination (Rev. 1, Stage 3)

Peptide Mapping (Rev. 1, Stage 4 rev.l)

NERIE PDG I b2 S8 L H B R ]

Stage 6A Stage 6B Stage 6C
Sign-off Adoption and Publication Regional Implementation
; e | e [ oue [ e | o | s |

Dissolution Jun, 22,2004 2005/06  |Mar. 31, 2006] 2005.03.31 2006/01 | Apr. 1, 2006 | 2006.04.01 2006/01 | Apr. 1. 2006 | 2006.04.01

Rev. 1 Nov. &, 2005 - - - - - - - - -
Rev. 2 Mow 12, 2008| 200906 | Jul 30,2010 | 2010.04.01 2010/01 | Jul 30,2010 | 2010.10.01 2010/01 | Jul 30, 2010 | 2010.10.01
Rev. 3 Jun, 10,2010 201011 |Sep. 27, 2012| 2011.02.25 Oct. 1,2012 | 2011.12.01 2012101 Oct 1,2012 | 2011.12.01
Disintegration Jun. 21,2004 | 200506 |Mar. 31, 2006 2005.03.31 2006/01 | Apr. 1, 2006 2006/01 | Apr.1,2006 | 2008.04.01
Rev. 1 Oct. 30,2007 | 2008/06 Mar. 2009 | 2008.06.06 2009701 Mar 2009 | 2008.08.01 2009/01 Mar. 2009 | 2008.08.01
Uniformity of Content/ Mass Feb. 18, 2004| 2004112 |Mar. 31, 2006/ 2010.04.01 2005/06 | Apr. 1, 2006 | 2010.10.01 2005/06 | Apr. 1,2006 | 2010.10.01
Rev. 1 Nov. 82010 |  2011/03  |May 31,2013| 2011.02.25 2012/04  |May 31, 2013 2011.12.01 2012/04  |May 31, 2013| 2011.12.01

Revision: Sign-off cover sheet | Jun. 15, 2011 - - -
Revision: Sign-off cover sheet | Nov. 6, 2013 - oz =

Tests for Speified Microorganisms | Mov. 8, 2005 | 2006/06  |Sep. 26, 2007| 2006.08.01 2007/01 Oct. 1, 2007 200701 Cot. 1, 2007
Rev. 1 Jun. 5, 2008 | 200812 Mar. 2009 | 2010.04.01 2009007 Mar. 2009 | 2010.10.01 2009/07 Mar. 2009 | 2010.10.01

Microbiological Enurneration Nov. 8 2005 | 2006/06 |Sep. 28, 2007| 2006.08.01 200701 Oct. 1, 2007 2007/01 Oet. 1. 2007
Rev. 1 Jun. 5, 2008 | 200812 Mar. 2009 | 2010.04.01 2000/07 Mar. 2000 | 2010.10.01 2009/07 Mar. 2000 | 2010.10.01

Gorr. 1 Jun. 10, 2008 | 200906  |Mar. 24, 2011| 2010.07.01 Apr. 1, 2011 201007 | Apr. 1,201

Microbial Contamination Limits for

. Nov. 8, 2005 |  2006/06 |Sep. 26, 2007| 2008.11.01 2007/01 | Oct 1, 2007 | 2009.05.01 2007/01 | Oet 1. 2007 | 2008.05.01
Non-sterile Products

Rev. 1 Jun, 27, 2013 - - -
Bacterial Endotoxins Jan. 3, 2000 2006/06  |Mar. 30, 2001| 2000.07.31 2001/01 Apr. 1, 2001 | 2002.01.01 2001/01 Apr. 1, 2006 | 2002.01.01
Rew. 1 Now. 11, 2008| 200806 |Mar. 24, 2011 2010.04.01 2010401 Apr.1, 2011 | 2010.10.01 2010/01 Apr. 1, 2011 | 2010.10.01
Carr. 1 Oct. 27,2009 | 200911 |Mar. 24, 2011| 2011.04.01 Apr.1,2011 | 2011.10.01 2011001 | Apr. 1,201 | 2011.10.01
Rev. 2 Jun. 15, 2011 Sep. 27, 2012| 2011.11.23 Oct. 1, 2012 | 2012.12.01 Oct 1, 2012 | 20121201
Extractable Volume of Parenterals | Jul. 18,2000 | 2001/06 = 2000.07.31 2002101 = 2002.01.01 2002/01 =2 2002.01.01
Rev. 1 Jun. 10, 2004  2005/06 Jul. 21,2005 | 2006.11.14 Jul 21. 2005 | 2006.11.14 Jul. 21, 2005 | 2008.11.14

Rewvision: Sign-off cover shest | Nowv. 9, 2010 - - -

(% Dr. Toru Kawanishi f&%)
PDG BN A B MM HE - (HBONESEI - 0 A ISR S iy d
fE it PDG AHBHEREF HAE R R4 H - tHEHEHE T
e EDOM (EP):
https://www. edgm. eu/en/international -harmonisation-614. html
e PMDA (JP):
http://www. pmda. go. jp/kyokuhou/harmonization. htm! (English)

e [SP:

http://www.usp.org/usp-nt/harmonization
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5. E¥EESL (Biologicals)

Z FEHE T ZEGEREEE RN GV SR HRN S 55
#H Buropean Medicines Agency (EMA) ¥rB1E&HE 7 B & (Commit tee for
Advanced Therapies, CAT)EFE7r4H¥THLIES L RCG (Raw materials for
the production of Cellular and Gene transfer products, RCG) working
Party » REBOMEEI ~ RCG R/ NE EJE M 4HAEY S AHRIRm H - KoK
H 36 Pfizer fAFRERAASE BN BONSE s AR P BUSE S R I ETL DU
BRI

European Medicines Agency (EMA) ¥rflB& 7 & & (Committee for
Advanced Therapies, CAT)ZEJE Dr. Paula Salmikangas /44T BB RREH
RCG (Raw materials for the production of Cellular and Gene transfer
products, RCG) working Party o %% (Advanced Therapy
Medicinal Products, ATMP) %fplAVEReEEL & il B fe AR
g DUELEHVREIR T B2 R aTRERY  $RPe4mAE st F S AH X I FTRE &
Ty AR by » 117 22 S A ARSI LB B E IR © 2
PHEERLE/ 'E ~ R EA RSP RTE -

o TERELESTTHIVPRENE & © BUSIBIERY GMP ZOK - R anE Bty
KEBLRE ~ AR RS RT ~ B FMORIBIRE R R B -

o TEanE JTHEIVPRENEL & ¢ FFIE o M Ass (el -

o B VHBRYIkENE S ¢ = ~ BURME - Ao S oE R
M -

o B A MAHRANYPRER EL & ¢ (EEGRT 2 2= 2 ~ #& T -
ST A B A YRR A S ¢ BRI 2 R (ERET
MR ERBEMRTIRS) Bt i 2 VgL R E G5
B A B N e - BUE -~ MEBIZENE 5 & E R

or
m o

—
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AR - FFEERT T CRE—EE - BERIRIA RS
HiFF" GMP “F4kvIEkt (EREAZRN) - BONSERZ B ETTHE
il T A B 2 o Z AE WM AR R Y — e R B & 2 R R
TebpBlEEEOR - B HAiny s g A E5aitEryfHiE -
BOMEERL 2 ROG B2/ NHEFF Dr. Jaana Vesterinen 7M4EECN
di b A g S ARRARY an H (& ) - ARS8 R g H A

FEE NISIH ¢
DEFINITION (amino acid sequence,

glycosylation site, assay limits)

PRODUCTION: instructions for
manufacturers (different host
expression systems, truncated/PEG
forms not covered)

IDENTIFICATION (peptide
mapping, bioassay, glycan analysis...)
cross-reference to the test section

3

gy

TESTS (purity) (physico-chemical /
chromatographic methods)

ASSAY (physico-chemical assay
methods, bio/immunoc-assays)

(#E Dr. Jaana Vesterinen i)
— (N ER AR A= P & o JFUR 8 o H B RE 2 S A B —E e =
PE R TR - (B X RE e ST M B B ORI R E I ZE 5
[F]HF MERE fe S50 I B N ER AT U572 - (B N BE RS4RI
—Eh=E @ s H RS Rm R i B E s AR Tk
(EBEHLEEAE “RImffls “B1” KZ5EIT “ZMEHRE - 1A
Bioassay ¥y T451 M B H al {IHEYVIE L T A e 2 A=) %
malll 5 N EEE R > WS ZREA - Bioassay FaZAEEMIE] WHO
AR BB S HLATEAE oy - 17 R 17 R PR AT e R S S (R A e
gt HESHEHET

6. FmEE
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(—)

PR = G EBONEE 2 B W LI £/ Mr. Erik Wolthers 2 Dr.
Tobias Gosdschan By FREME S NMEF PR 5 FEE HIZKE 52 B HTER
MEEIERZZ S (BN ~ 278 ~ ISR ) ARE » IRAHK D ZET
IS EDOM T 2BR(E ) VBRSBTS TERCR - T A 4HA - 556
GEON  HOARBEIL PR BRI R LR EE I B g - BHBIEEURREI =T
IS ERELE L - T GI5HYHE#— 2R EDQM &I S8 0T
EEANTINE(E - &% EDQM £ Director Dr. Susanne Keitel 4845 - =%
Ry N R R E BT e - NIt 4 - AREHE BB EE
IR RS

SeheoE e mE EHED S (EDM) Bi=
WEGLSEEEEST (DO RECHEHEE TR 2l 1964

TR 2 BONSE B Z: & G E iR Ry B RE M 0T A L AU - ArDAH T 22
bR T A EBUNSE RS K S i B S AERA SR AN - WA R S By
B (Certification of suitability, CEP)Kf#%af OMCL 484&85E TAEARETT
R~ Bl LB AT B 8 MR B S E -

EDOM HyZH&RZR I EL & 4 BT © BOMEEHLES (European Pharmacopoeia
Department, EPD) ~ tHRR#IAIZEEAEES (Publications and Multimedia
Department, DPM) ~ EEsz=l(Laboratory Department, DLab) k2 A= ¥fEiAe
B OMCL 48s% i A- ffEE0 (Biological Standardisation, Network of
OMCL and HealthCare Department, DBO) » K 5 4H%] : CEP Ep:&4H
(Certification of Substances Division, DCEP) ~ B iZAE HLEfm A Bl
fHLfE4H (Reference Standards and Samples Division, DRS) ~ /\3:fE
{%EA 440 (Public Relations and Documentation Division PRDD) ~ 1T
PR FE4H (Administration and Finance Division, DAF) Kz /& 2724 Bl

HatE4H (Quality, Safety & Environment Division, QSED) - 2F4l & e
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Director

ty, 5‘;{"& &
Environmant Division
(QSED)
B. Leveau
| | | | | | | |
European a Biclogical RN Certification
kot Pt OMCL Nelwark & nepanmz o :"m':.m & Samples Division
[EPD“] x oPH) nunm:{r;&nranml {DLab) (DCER) (DRS)
c Vislia M. Jawtle X%-H_Buchhalt A Lod| M. Bruguora b ‘M
Division A Publization:
Chamical | Substances & E=niea sy e B TS0 gz n"“'"":lx :::: i Evaluations || FRETE !:D::cham H
&Hebzls || pivision
T
'''''' Sarvice Dalivery Pharmaceutical Care, Biglogy Section Inspestions Mamsfacturing
Biola n»nl & W‘ L Consumear Health

(58 EDOM ‘E49)

KRR AFE2 B EDOM 5 [FHEE 22 n '8 50 B Erak 2 G IIH 78 255 EDOM
Hhaw o IS BT A 2R i dL FREE T R AV EE n B T R
AYERE LTS 2 B E S (DLab) BLAYIEERE OMCL 4848844
PrE&EEL (DBO) WHRFT © H1Dr. Jorajuria fifi/1 EDQM T A=) AR S i
EEAEYIMEHER R ER = - e A ERE - EVEeE I E=F%
HER=E AN RSB AHEE RS - ZERE A E T TR (&
S A B A VMR ST e R T B BRss A AR EE I8 2 A= Wi aliR 705

 EmE e CAP EE ML i85 : Dr. Wierer A48 OMCL 4848 HHRH G EHEL
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