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EOMEEHLZE 5 (Eurupean Pharmacopeia Commission) & 5 DUECN B 27 By
TH8 > HEdA 38 EEE 37 Mg aRk 1 [EHEERHSR) K 28 HEZEE -
AR GHESNE FTEREGONIEE S - A - J2E ~ TR - BEA] - FHEE -
TR ~ TR BB AREIIER ~ &' Bri0s - BAPED ~ wE] - {57
WA GESE 20 BORMERSI - ZABRFFEEERR gy - B RE
H) TMEIRAES NG -

erEida TR, EDQM [E& Dr. Susanne Keitel Z0#00E - BT
J& Dr. Jean-Louis Robert 714 E K2 IBOMEE i 2 5 & & 3% - I RLH
EDQM EUEHHE G - IS BERBIE o ARG 3 FER R e T

(DEHEE 153 REEGHRCH AR ER 28 & @Al 3 & E5T{ER
114 ZRGEA] 5 & DLERUSHNEUNEEIES 9 i W6E 2017 4 1 B 1
HASFNEG 37 {Eer BERAERT -

(=) P EpE 3 245 (# 34 3 %0 (Notification of National Monographs) ~ 4% & 5 55

>5¥

(General Policy) for hydrate }2 REACH % » $745EREERS M40 T :

1 &R
[ G AT HA{Z 5] Amiodarone hydrochloride R ZE - E REE (Salvia
officinalis) ~ Jfii&k (Chionanthus virginiana) & +75)[\ (Colocynthis) °

2. ARKEYImAdEeErR
Bty BLARRAR BN S2 81 7 {57 2 Pharmeuropea 27.2 ‘ARAIK&Ya4A
— WERRA BB TR - R A FIRATER AL T 2 EFHA sester
HUR#H &40 hemipenta 2 hemihepta o R KT 2[R - L EIEE 2
AR RR - R S EER R E AR - B0 & 0.5 (&S R/K A
1.5 {455 7K57 51 hemihydrate 7 sesquihydrate » ZjA 2.5-hydrate f
3.5-hydrate ff B Ji 2K a7 %4 > & 7 3 (£ A]  hemipentahydrate &

hemiheptahydrate SE4H &5 -



3.

SO EETROMER b (E ] REACH JIRREH

REACH ZEEURH I ERamB ek « 537G ~ I R EHIIAZE (Registration,
Evaluation, Authorization and Restriction of Chemicals) » fRIEERIE THE [ A
FHMEEE it SRR T4 2 fe EANFRIFEAE ] - H AiEONEE8 7 5
A Eqm T %] REACH {b220nat 6 18 - FIHIELR SR ZIRRE » 41
R0 P SR EGR SO RS - 140 Benzocaine (0011) 7§ /55
C % (] REACH Z Chromium trioxide £zl - CRBUMNEEHKHR

8.5 fHERELEHIHERE -

(D) LAEETE S

1.

BEREONEE I B T

A% BRI » BBAR BT Dr. Tobias Gosdschan & #EE2E 18
£ > (ERHE 2016 4£ 6 HFftA > 57 =4F - Dr. Gosdschan H FijfEL
MEEHZ B E BRI (2013 6F) > (LRI LS8 s H /5 S8 1T
(Head of Division Pharmacopeia, Swissmedic, Swiss Agency for Therapeutic
Products) » 23 HE420F% B £F > ZEEGHRETLEK > & MRSI0E

ZEFRIGE -

i

B HEEEMEZE (Term of Profile and Profiles of Experts)
F R EEIE H o B s B R B mr R EOK - DU LB TR B K

HEIERIE - & TIENAGERITIFETE - & FE RS IEL B g iRy -
HAERARE R - SIIEERPBIERIL TF - BN [0 BRI N BB TR S
2[R » 2SR - PCM (Chairs of Chemical Groups) T.{F/NH 7 %
Ef1& Group 6 (Biological and biotechnological products), 7 (Antibiotics), 9
(Inorganic Chemistry), 10A/B/C/D (Organic chemistry-synthetic and
semi-syntheyic products), 11 (Organic chemistry-natural, semi-synthetic and
synthetic products), 13H (Fatty oils and derivatives, polymers), 14

(Radiopharmaceutical preparations) % P4 (Procedure 4) Z5/NH 2 HE AN
7



(Chair) - PCM LAE/NHASE N ST & » W TR A S A
B/ NMEECTAE/ NAAEATIA PCM LE/NH -
3. M&MEHE
BONSE L E R B & B REmH 2 BE ¢
(1) BUNEEHZE B @& O MIEARMAC (Cannabis flos) {Ez @ K
g AR - EDOM FHE#E% > i A E RO/ B (not
interested) °
(2) i Daptomycin powder for injection or infusion (3033) 2 16 hH :
14 HEEEF - 12 HEEEFREE > 2 (Hg B2 -
(3) M4 Sodium hyaluronate (1472) : 19 (& BEFEREE -
(4) #Ei{Z (Suppression) Phytomenadione (1036) : 3 {H& SEH[EE -
(5) % Water, highly purified (1927) * 14 {E&BEFEE - 1 #EHE R
[t [ROER IRR = SR /KA R B HR A SR e o BT
(6) 'Ei{= Racemic camphor (0655) : 5 {H& BEIEIFEE - 12 (&g 2K
¥ KRN EZEE A Z T EEm -
(7) EEEERA 2.2.60) - 17 EEEEFERE -
4. FEEEGUNH R TAR/ N AR HERE
miSSE TIEIE H 4t 1185 15 > Hdr» MriEfEs| 2 JH ~ flHam 454 H
FAEET 729 JH o & TARIE H #EE 77 B g
Pharmeuropa ~ X {5 £ % B &3 I B G2 il inE HEIGEL -
(V) LA BT e
1. BOMZEy/& S (European Medicine Agency, EMA)
Dr. S. Keckesova ({3 » BEA4 T :
(1) 2015 4 11 H 23 HZ&E 24 HE 2016 4 2 H 1 & 2 H4o R
HE 67 K 68 REZFHEE (Committee on Herbal Medicinal

Products, HMPC) €& -



(2)

€)

(4)

HMPC #5788 (E sm S ECE S T/E4H (Working Party on European
Union Monographs and European Union List, MLWP) /E: » i85
Centaurii herb Z&{fEzG 5 BIEET - Wi BEEIE Althacae radix (s
e

#EH Dr. Linda Anderson /5 Quality Drafting Group FJF > H 2016
3R 11 ERHG - ESAE

GMP/GDP Inspectors TAE/NHIE#/T{EE] EU GMP Guide H75

bk 1~ Bk 13 Kelffgk 17 2% -

QWP (Quality working party)

EMA 2 QWP FJF Dr. Jean-Louis Robert ZHREH40T -

(1)

(2)

€)

(4)

A

5

QWP Hi & slF iRl 2015 4 12 H 1 H&E 2 H 2016
F3H 1 HE3H:

QWP FfE{&E] Guideline on Manufacture of the Finished Dosage
Form (CPMP/QWP/848/96) K Guideline on Chemistry of Active
Substances (CPMP/QWP/130/96-Revl & Chemistry of Active
Substances (3AQ5a)) °

QWP Ei EDQM &A{E Impurities project % Co-processed excipients
’il;—';" 0

QWP £:Hi ICH /& &8 > 15 ICH Q3D (metal impurities) ~ ICH Q12

(Lifecycle management) Kz ICH Q11 (API starting materials) 25 -

. CHMP: Committee for Medicinal Products for Human Use

CVMP : Committee for Medicinal Products for Veterinary Use

EAH S Er AR 4HER (WHO) Bilfh

F

Dr. S. Kopp (Secretary, Expert Committee on Specifications for

Pharmaceutical Preparations, WHO) #ts » EEBLESEAIT ¢



(1) tHF#44H%% Member State mechanism £8P0 & =54 SSFFC
(Substandard/Spurious/Falsely-labelled/Falsified/Counterfeit medical
products) JE &) 0 BB E X EE R W E > B I
Framework/Guideline {E &[fjiF ~ &l K2 [8]# SSFFC L2 5% o
iR B AL B RS 5t Terms of reference for the Global Focal Point
Network for SSFFC - HIEZji & B EUf###ENL SSFFC BHE M 2 2 7iEm
g -

(2) WHO EZfTAREE 55| KB (guidance texts and guidelines) &Y
80 JH » 2016 FTHETE T RIZETHR5 RIS 5 IH -

(3) WHO j» 2015 FHhi International Pharmacopeia Z57LRK » #THA T
e £ 5] Estradiol cypionate % 22 i H ° 5 - J& International
Meeting of World Pharmacopoeias ##7> 2016 42 9 H 13 HZE 15
H H AR R T -

(4) WHO 555 1 {7 Good data and record management practices (GDRP)
WRtEE a2 B THE - HAl - ©5¢R¢ GDRP X BEHER - &
W 1% Bl 1§ 7 WHO 2 Expert Committee on Specifications for

Pharmaceutical Preparations (ECSPP) » 13 ECSPP &% [E =& R n] 2%

{7 e

(71)Chemical Group #5773

BRI IESC Substances for Pharmaceutical use (2034) 1 Related sunstance
= 2 [REREEAAYIIREZSS EMA 55[51E » 8275 ICH
M7 Guideline ((Assessment and Control of DNA Reactive (Mutagenic)

Impurities in Pharmaceuticals to Limit Potential Carcinogenic Risk)) Z]iE °
H 2016 4 1 A 1 HEEHEH - Bl&iER - fiENERZREZRK
AEATTY 2014 4F 6 HES 149 REUMNEEHLZE B g akism > EiEbl

10



Guidelines for using the test for bacterial endotoxins (5.1.10) —#E{Z5] » 2%
Y Pharmeuropa 26.4 - N EI & RE REVFEYYERHE 2 255 - (I
M2 R FrEE A R TR N E RS (ERTgEARISH - #
EEARTEAEESREAFTERRN WA FEREETERE -

B OIRBE-EANE L (Melting point-Capillary method) (2.2.14) BJABE-{5
#3% Melting point-Instrumental method (2.2.60) Wi Rl - BR¥HEES fa%
A s - WA Z 808 P VAR 0 S BRSSP IR 7 VA B IE T IR e
’é;—";" o

B AR e B SRS AL - BTSSRl 22 =R R 38 5= e
ERFRERT KB 3R ROUR 1 » 85K Sterile plastic containers
for human blood and blood components (3.2.3), Immunosera for human use,
animal (0084), Allergen products (1063) £z Anthrax vaccine for human use
(adsorbed, prepared from culture filtrates) ZEPUTE$1 2 Abnormal toxicity

MG, -

() EZREF4H (Group of Experts) #45

BOMSEILE LT 20 4 AREGHEA 16 Ml TIFEEERR - S

B AL
1. Group 6 (Biological and Biotechnological Products)

2.

(1) /IMEZ Assay of heparin (2.7.5) : HSEEUMNEEH G heparin & > £2

Hanti-factor IIa and anti-factor Xa activities 7 R Em B @ N ar @ JE

PREFEMEA B Z 8T - BUEIEAFH must S0fy within -

(2) :E°K# Chondroitin sulfate sodium %1 f{EE2 R 77 @ BWP (Biologics

Working Party) &85 H A2 774 DA 7T B2 Y BRI B ER
IMEEHAR7E

Group 6B (Human Bloodand Blood Products)

11



ELAEF (X FE555KEET Fibrin sealant kit (0903) 2 Production 2 Assay

A

Group 7 (Antibiotics)

(1) {&&T Bacitracin (0465), Bacitracin Zinc (0466), Chloramphenicol
(0071), Phenoxymethylpenicillin (0148) kz Phenoxymethylpenicillin
potassium (0149) ZE{EEw 5 & -

(2) EEK{ZET Colistimethate sodium (0319) : [E]7 Bacterial Endotoxin Test
Group ZF7Z > DAIEANHEZMNGE (2.6.14) HURE R (2.6.8) -

Group 9 (Inorganic Chemistry)

Group 9 H& A Dr. M Turck #z#: HA TIF#EE © Group 9 ZEE > Frid

FEANIN - HH 3 (EHE BB ZER - 2015 FHEE 2 58 ZEEEHA

/NGHIZET . Ammonium hydrogen carbonate (1390) ZE{[Ezy 10 & o 2016

T IEE=E 4 ¥ B¢ Formic acid (2809), Magnesium

Aluminometasilicate (2854) Kz Silver sulfate (3013) Z{fEzm 3 & ° B5T

Aluminium magnesium silicate Z£{EZfy 8 & °

Group 9G (Medicinal Gas)

NJfE4R{E Acetylene Intermix in Nitrogen 3 - F5KE #r Gas Detector

Tube (2.1.6) » & A bl RAS (FOAIE -

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

f&8] Alfuzosine hydrochloride (1287), Atenolol (0703) J; Bromhexine

(0706) Z{[Eh 3 & > /M& Estradiol hemihydrate (0821) {E3f 1 & o

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

{&&T Etoposide (0823) f Vecuronium bromide (1769) {Ezy 2 /= °

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

Group 10D &H£ A Dr. Irmgard Werner 5 H g T/E#FE : Group 10D H

AIA 10 fLHR (GrRlZkEFER « 28 OMCL) > 1 45 2 K&k -

12



10.

11.

12.

Group 10D 1% TEEFFEIY 5T AR (E5m > 16 RAZERREm TS
ABONEEL > Jr{EGm 8 Rdmieth - 2015 FEETHHw 10 & 5 RHER
[t Pharmaeuropa > Hrft 2 FREEH LA -

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

f&&7T Pholcodine (0522) &z Dicycloverine Hydrochloride (1197) {@E&y 2

o

il

Group 12 (Dosage Forms and Dosage Form Methods)

f&&T Uniformity of dosage units (2.9.40) ##EHI] 1 & - [bham AR 8 S E L
(i F > BEMI 8 /5% (single-dose solutions) ~ %% (suspensions) ~ FL7
(emulsions) Jz gels (FEH]) FHIAL -

Group 12 £ A Dr. Horder e TAF#ERE: —FHHE 2 g G &9
A) k1 KE&EEEGHE (5 H) - Group 12 Edfi i &/F2$fE Intravesical » fi
fXHFFE2 1Y Pharmeuropa 28.2 5 55FH&¢ Intravitreal F%Y » R 55—
THETHAIAL - 2015 FBONSEIZ: 5 & &k i@i#/ME Uniformity of content
of single-dose preparations (2.9.6.) ##HI] 1 /& Medicated tampons (1155)
K2 Powders for cutaneous application (1166) #HITFESC 2 & o FFEFE
FHHEsTHIAINZ » 41 Chewing gums, medicated (1239) %5 6 i - USP 2
Z: 1 A1 Particulate contamination subvisible particles (2.9.19) #RI| » EAEE
153 REEGERENILE - BEZEGFEBIEETH -

Group 13A (Herbal Drugs and Herbal Drug Products)

iE K B 57 Bilberry fruit, fresh = 5@ /A Kz & #5 )i Aurantii  dulcis
aetheroleum (1811) 434775724 » RIE S Nk HIIEFEY)E Sambucus nigra
(1602) 2757k » BRHEN GC M7k -

Group 13B (Herbal Drugs and Herbal Drug Products)

13



13.

14.

15.

16.

ZEoK{EET Valerian root, cut (2526) Kz Valerian root (0453) {fEzm 2 &&:
FH P W Bl 2 AB I o BT 6l - ZEEHATIIA xylene - By iEplihmBmdt Fan
7= WM xylene 2 1,2,4-trimethylbenzene (& -

Group 13H (Fatty Oils and Derivatives, Polymer)

HRHEIRATHEZK » {Z5] Sesame oil, refined (0433) 7 triolein & &AL o

s oK EETEAIBEE S - W EARREZBENER=2ER - ERERIE
BONZE L 4HE8.5 2 Nickel in hydrogenated vegetable oils (2.4.31) JHIES,
Glyceroli monostearate 40-55 15558 & » SR AT TR 4R A 28
BEOREI20C > 5 PORZIRAERE  IMBRSIN AR ILRIIRAE - WA 52
ATt 2 fgRe e leqz e - SR K IE LR - (EEUR ERR BT Methacrylic
acid- ethyl acrylate copolymer (1:1) (1128) type B ZhLE&lEs 754 K H AR
& o

Group 15 (Human Vaccines and Sera)

{IREL WHO T fI{EZE5K » {857 Poliomyelitis vaccine (oral) (2376) ([

il

» 55 °KfEET Haemophilus type b conjugate vaccine (1219) ZE(EEy 5

o

il

Group 15V (Veterinary vaccines and sera)

Group 15V /NHAE A S TIEHEE: Group 15V SERKHTEE Infectious
Bovine Rhinotracheitis Vaccine (inactivated) (2674) {Ew 15> ELj2 2015 4F
11 Hims & A o {Z5] Vaccines for veterinary use (0062) {[&
B 2015 £ 9 H¥HESY workshop &fEf e Group 15V 7EE 2016 £ 5
H 11 HEY Osloon ¥EFHEAIEE . workshop °

Group P4 (Procedure 4)

i Gadodiamide (2225) R 1 & © /IMEZ Montelukast sodium (2583) 7
Enantiomeric i[85 - Sitagliptine phosphate monohydrate (2778) 52454

RIFRHS: » HFiEogEdt b 2 # REEm A E HU R DA IR HIE - BATEAE S [
14



arbE¥s o HEERIGRENAER » ISR LS R18 2452 - AU
AFHE IR > (ETEE S HIEGE R NPR LB - SO S Ris Al -

(t)TAE/N4H (Working Party) ##
B g T(E/NHET 52 4H > AREHA 13 HEERE TIEEEHR S
EE RS AL

1.

CST (Chromatographic Separation Techniques) Working Party

W FE 55 K& T Gas chromatography (2.2.28) K Chromatographic
separation techniques (2.2.46) o

CST TAR/NaH#RE TIFER: —F8BT 1 REg#H - WEFREGRERSS
st o © WOMBEIEEL USP Kz JP fiMIJgtfrfily - TN e A EaT Al -
SERCITIAA ©

EXT (Extracts) Working Party

iEK{ZIE Herbal drug extracts (0765) J Monographs on herbal drug
extracts (5.23) » ¥ Genuine (native) drug extract ratio (DER genuine) H[J
FBHEEL  Total drug extract ratio (DER total) fyzEHUEL ©

FRC (Functionality-Related Characteristics) Working Party

f

W

= Caprylocaproyl =~ macrogolglycerides  (1184),  Lauroyl
macrogolglycerides (1231), Linoleoyl macrogolglycerides (1232), Oleoyl
macrogolglycerides (1249), Stearoyl macrogolglycerides (1268), Sorbitan
trioleate (1044), Sorbitan stearate (1916), Sorbitan palmitate (1042), Sorbitan
oleate (1041), Sorbitan laurate (1040), Sodium starch glycolate (type A)
(0983) Jz Sodium starch glycolate (type B) (0984) ZE{Ezy 12 &= °

HCP (Host-Cell Proteins) Working Party

il EE4H DNA Ffig{55)E 5 Host cell protein analysis (2.6.34) JHI
BT

HMM (Homoeopathic Manufacturing Methods) Working Party
15



10.

{&5T Homoeopathic pillules, impregnated (2079) -~ Production 457 > JlIA
=m0 B (impregnation step) °

/INME  Homoeopathic preparations (1038) ([ & = Fff % > 0 A IR &
(Eyedrops) ~ JIH&4 % £%E K, (Coated homoeopathic pillules) Fz)3:5f /A&
(Solutions for injection) 2 Production e

MG (General Method of Analysis) Working Party

sEoK{E5T Optical rotation (2.2.7) % Osmolality (2.2.35) ZEfi#E R 4747
J3i%

MSL (Alkyl Mesilates) Working Party

Dr. David Snodin i JER(CFEE M FAERE ZKE1E Methyl, ethyl and
isopropyl methanesulfonate in active substances (2.5.38, 2.5.40, 2.5.41) > i {2
HSCERER B » 7588 Production statements 35745 - EDQM &z QWP
B QWP SURHFEESETAELE - HY alky sulfonate {5fEMFEER -
R A o

P4 BIO (Procedure 4 BIO) Working Party

/IME Teriparatide (2829) {[Elzf » & & &0 Ml AEL g - AHEEE L EH
73 MDA Z &0 e

POW (Powder Characteristic Techniques) Working Party

/IME  Specific surface area by air permeability (2.9.14) E@/Ef RS (b)
U-tubemanometer NZ > H ' manometer NAEREEEIE Bk f LS 72
F.okiMkeE REACH “E#|2%E dibutyl phthalate °

ROP (Rules of Procedures) Working Party

BN & AR E R 5 %8 i ZE 58 Code of Practice for the work of the
European Pharmacopeia {Z1EHK @ $#HZEE - KEIAE - HX - EHE
TAFHREIMGETAA - A TR EE SR/ INE R A/ N T R R R AR - B

D FFEE s R S R E ARG AR -
16



11.

12.

13.

SIT (Second Identification Testing) Working Party

SIT TAE/NHAERE S ITHARBHEE(EER 8 & > ABHY Pharmeuropa

27.3 0 $HEESUERIY 2015 4 11 19 HZ5 6 KEsiEf7atim -

58h% Furosemide (0391) Jz Etacridine Lactate monohydrate (1591) {fz g 2

REXEZEEHFSE - TIE/NESUESFET Benzocaine {5 ATE

& 0 B EEAE method for mixed melting point 347 -

TCM (Traditional Chinese Medicines) Working Party

HrhE  Andrographis herb (2712), Chinese goldthread rhizome (2715), Lycopus

herb (2723) % Dioscorea nipponica rhizome (2890) Z{[Ezy 4 &= °

f&&] Salvia miltiorrhiza root and rhizome (2663) Kz Angelica sinensis root

(2558) (i 2 & o /NMEZ Names of herbal drugs used in traditional

Chinese medicine (5.22) #BAI 1

WAT (Water for Pharmaceutical Use) Working Party

(1) ERIFEF K (Water for injection) (0169) Az kR AR A 2852
FIAIEZ SR A - LB R i B A ) 2 = R Ea o
#4F - EDQM B 2010 4 3 HBdsasE i seill 5 DIOEZE gl
BUSIERN K Z 8% - 2011 & 3 ABMEZREmE (Water for

-

Injections—Potential Use of Membrane Systems for the Production) {% >
o b A R ARSI rI IR At TRIONSE M Z B G FE - BE ] ER A
N e A BB R 40 R A T /K& - WAT AR/ NHSE RGOSR
IKEFEIER > 2AFAFY Pharmeuropa > {E1EAE T 2RI ATRZR S
flo > HAESLT RN H/KZ S8 F FEZAEK - IIAE BB 4y - T
RIS Water, highly purified (1927) -
(2) TEEREAZMEBEILERTE » BT Q&As - FH# TR

i BEY 6 AIREIEREYIS IR - NLL 30-35°C £/VEFE 5
Ko WAV E 2 B R -

17



€)

FE R ERINATEZ 8 R3S 21 VK (EZHEE /KA E A
TR AR AY K - AN DU 2 I B 0 A At 5 il 2R 8 25 B - ROl
(Electro-deionisation) ~ #8877 (Ultrafiltration) K8 (¥ 8 JE 10l
(Nanofiltration) #i&=5F FI/KFIMESHA L E R - FbElRE ML E
HEAR Y ~ 4R B E a5 B SR A M R A E P 5 A S 2w
FEITHYLAE -

2

(VOHM T EHR

1. Certification

EDQM FYEEHEA s 2015 Az BREIOM EE MR FPERYES Certification of

suitability) FHEFTE S AHRRSE) -

(1

2

CEPHIEE

2015 EAZPHHEE CEP {8 369 - i 291 > Hrh 7 fF2H
4% > HiggfEE] CEP 5t 1884 {4 - i@i{Ea] 418 (- B EEhH
B 103 - SERE 80 &% > Hb 38 FAEBUSEME - hEIX
PEMI LS 51% TORENEML 38%  BUNEAMMMEEZR S5 11%:42 F
EEBENAH > TEEMZGMP FBE > AFEEEAR 4 X0 1 X
{ESE AR - 2015 SFERETEER; - 2 KB USFDA [aiEd - 1
Bl TGA Bi&fEH -

EE

2015 4 9 HIREESYREER (Assessors) B 60 fLAMED=FE B LI -
FEH S = ERTET TR - 40 APL #E4AY) ~ YT ICH M7 ~ Bl
WAt 2 (R~ SEREEF TSN 2 - E B CEP ZREASE - Z9ft
2015 £ 10 F¥E PIC/S API expert circle &3 > 2h1&EKE 40
90 IBUNFEH AL - G HAERIBE T 8IRs 5 - HAL
TR RE R ERE R AR - FNEEA ) R SR
RERK - 2015 4F 11 HIRERAEERLGR Eita e EREE AR R

18
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{595 CEP DI CEP %% R -
5o E

(3) EF

EDQM EAEME o eV E BB T & 1F - /35 CEP a¥flidher - Mg

=

fft46 {7y CEP sl -35 (iRBtBOMME 14 B 15 FEHEFT
HohH#5(H CEP 11 {7 > 23 {5 CEP {8 ASMF (Active
Substance Master File) {5 > 1 9B EMA SAWP (Scientific
Advice Working Party) &Fffi > 55 11 {7 CEP #2{ft3-IEBUMNIE - &
FENNSE AR EERES ~ it ~ 208 R A5 44048 - Bipdk MCC %
BOREWIE > TS CEP HigE Kfmd Z N - ILAMILEE API
inspection program, PIC/S API expert circle, ICH Q7 IWG, IGDRP,
ASMF working group ¢ ICH Q11 IWG ZFH&1E »
(4) BN EEE
2015 FiEEHERT{ERm 66 f= (reports B) EL5ERK 59 A TEEHLHNMT

HEBETHHEELUE BIEAR TLC AR ItHEYER 9 -

ST AR Z 5 E A GV SN T A R IREAEEERA 17

WEINFEEA YIS H piERR T A YIEBERA 23 R IR E AR
HYIREN R - FFEA MY ZENTTE ~ IIAR T A SR &
BE 17 = -
Reference Standards for Adoption
HrE AL Entecavir impurity F ¢ 30 fEACHEHT 54 FRAEAELL 2L
2K o
Biological Standardisation programme (BSP)
BSP HAIHET#T 24 IHETE - B A MRS s 7 1 MUREE] 8
o EYRdlarEs 4 HAEEE RS S H o AVUEMAES T o AX
@i BSP i e W IHBIRR S RRASE

(1) Hepatitis E virus RNA for NAT testing BRP batch 1 (BSP127) 1 %
19



ST BRP (Biological Reference Preparation) @ 57514 24
XEMESN > 23 FERECEFHLER -
(2) Hepatitis A virus RNA for NAT testing BRP batch 1 (BSP101) & %
ST HHY BRP (Biological Reference Preparation) » DA NAT 2l
IMAEE A BIRFRp# > 51A 8 B 13 RERESN > 45RETH
potency °
4. EENGENE
EBIFEEE /D Carcinogenic mutagen or toxic for reproduction (CMR)
{EF > {EZm40 Acetone (0872), Carbomers (1299), Ethanol 96 Per cent (1317),
Ethanol anhydrous (1318), Isopropyl alcohol (0970), Methanol (1989) DLk
Reagent (4.1.1) Ochatoxin A solution ZF5/EZIE -
JVZEEFEELER
RGO EE i 7z B G HR A TR/ Nl s - NS BB ST 255
B 3 B NH AR o et 75 % - SCE A AL (Text)
B o6 o Ballim S REEA 1 RUARMEET 40 JR - 82 Zo0RE
BONEEILER 9.1 e IEH 2017 4 4 FHEEREON 37 MEEIZRAR - ST
MFESL BRI T

i Gadodiamide (2225) ~ ZF/ [ 3 (Andrographis herb) (2712) ~ & 7H#

@
N
i

Chinese goldthread rhizome (2715) ~ }%Ff Lycopus herb (2890) k7 %7 ([ %&
Diosorea nipponica rhizome (2890) {Hzm 5 /& MfE T4l E 8 'E 97
(Host-Cell protein assays) #RI] 1 & o {Z5]{EzH Water for Injection (0169) > H5
T NS E S K > DA JEZR &8 5 i - (5] Substance for
pharmaceutical use (2034) ZHENZFHEALYIE T > [R5 EMA 155 [GTER
& 2% ICH M7 Guideline ((Assessment and Control of DNA Reactive

(Mutagenic) F]JE °
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.~ FLEDQM A E&fEmAEYIEE L RIZE H K H i OMCL 2 H

WAEAE ETRER R 104 £ 7 HIERAARBONSE 2 & & 4= )%
5 Group 6 BEZ/NAHEE S » WiiE(T: CTB Working Party §z NBC Working Party
Z B iZHIR S EEONEELRE 2 Sim g o R DRI C B E S aER
st 50 - MWK EFEE R - BEr AT BEAE A E 2 > AR, - HY
AT B oY E R AT RS EDQM G Dr. Susanne Keitle » & H[F]
BRI 3 H 15 H P87 side meeting - GakfitGH EDQM & 714
EDQM Hf A &: Mrs. Cathie Vielle AEUNEEHINE R IR NBC Working Party
ZH57 > Dr. Emmanuelle Charton Jf3ECHEEELEIFLE RJR R Group 6 fz CTP
% > Dr. Gwenael Cirefice % Group 6 E 57 Dr. Julia Maier £ CTP Working
Party H52 o G rPERBUMNSEHE L HAH] ~ SCUHESTHER - (EEmt SRl sA e
TEAERA — 2z A0 B - B R4 B 6 #E 5 0 Ll Monocyte
activation test {55y S48 - % BUSEILAFIEI FHE AT FTAEE R » H ATEEE
BERY i HIH . BRI - 551R AL - Bhi 2 cell therapy preparation JE
[T 2.6.27 Microbioogical control of cellular products Jz FHE5 OMCL i
F1 EDQM HZFFL[EIZEHEE - W 5ZHR 3 A 16 HEL EDQM BRI
OMCL &5 A& @ H /7488 Dr. Richard Wanko &f&H s OMCL HH -
TEEAFZMHBHEFE R o EDQM {ESERR AN 10 ARt HES - EDQM
R A kR U AR EE R LR T E AR B =K HHFEIAR
N B BTE R -

= BIZE BRI
=R E o SFE g3 T EE The Benefits of the European
Pharmacopeia Network of Observers » FL¥pHE 18 SSEREEEE - HECNZEME B &

T & Dr. Jean-Louis Robert {5 = > & HEV N 5B & L% Mrs SneZana
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Samardzi¢-Markovi¢ (Director General for Democracy of the Council of Europe) %X
BT © DU tsEss £ - gkl b

F&E— - An Introduction to EDQM

ie By EDQM f5& Dr. Susanne Keitel> T=341-43 EDQM  4H 45 ELEMN
SEHLE (AT > ERERRAT T

1. Council of Europe, European Council, European Union, European Parliament

and Parliamentary Assembly
BONERE G 1949 FRIr > SELEITRAALITSE - B FEOI et
BOMEFZBIPRaHAR - DIRIERE ~ IReEANRIERI AR E - A 47 (4
B > NCEEE 8.2 (- BONHEEG NIt » ARG GRS
EDQM JRECHHEEEE (Council of Europe) dHARZRE T2 H I hE
(Partial Agreements) > BUMERSE G iR 5222t EDQM #{TE BT FR4L
& i EDQM FRETTEREE - DIGEEABENE - BUN DA — RS
i R (European Union) » F 28 & BEI4IAY » R BrRIMLHY
¥ TAHECNSE S (European Council) K BN &% (European
Parliament) % - WOMBE FE G N BONHEHE T FHE KRG (Parliamentary
Assembly) -ty 47 {H& & 2 BIZGHEAHM - B EEON AL -
&L BONESEEAFRE  TAEREONSES - MEONEEE &

AN E I FREONHES -

2. EDQM HEHEE LR (%

1964 £ 3 H 17 H > BONBEEGHEZEGEABUONERALY
(Convention on the Elaboration of a European Pharmacopoeia) * [E4F 9 H >
ABEONESE SER R - WIHAE 8 (EAIGET - FWHRAE 37 (g 8
FEREE - 28 (HIRZE A (& 8 (EEUMNEIZR - 18 {EFFEOMEIZR ~ FEE
LA R B L EEYE IS - 19754F » { Directive 75/318/EEC » HH 55 A FH%E

onfERF S BIOM S S5 - BBoRHTEZR - 19944F - B R B WO S8 L
2

/het

2



&) > (EEOMN ST A RS - 1L OMCLs K JFURPIE8 12 7
(Procedure of Certification for APIs ) 1996 4 EDQM FE17 » 2007 4
EDQM Fi{G & Hiif ey EIEZER  [FF5HH) EDQM &85l [17 2008
FHGAREFIAE (Health Care) JEE) I TRIHEE - 2009 Ll &
mnAes t )% 2 EDQM © 4% I > EDQM JEENHIRIBEIONE 2 & i 4

A EEON B 28 2 BIFE A4S > RICHASE T o B e o 4EsE RR
% °
3. EDQM 4H%% > 4rPUEiPFe ke FigH » 40 N iEl
L&
| | | | | | | |
::‘ n:.lﬂl ”-‘Tﬂl A Iiu‘ ‘-.‘r-l V. Egolt [ Iflllllllbm & Perderbon
ESE e e e
= = = = [ — = —
— =
=
(% B i)
CEIENE i)
EDQM GBS & E P E R - &P FEEBERA T > WEAH
B4 -
4. EEETE
1990 “FENEEH - £ 28 K H AZEd Y 17 Pharmacopoeial Discussion
Group (PDQG) » HL[aElET6m = (E B ZZ &2 AL - A A ARSI AE



B> #H5%/E Good Pharmacopoeial Practices 155 | 5 5% & G2 UL 3 S fi 5
N

» European Pharmacopeia: How does it work?
& Fy Mrs Cathie Vielle ((Head of European Pharmacopeia Department
(Head of EPD), EDQM)) » 1M 4EBOMSEHL 7 3 » BB

BIOM S HLAN T R R BRI LRl & T E LY (The European Pharmacopoeia or

how to turn challenges into opportunities and successes:

EDQM ZEHLEH & BON SR IR E R - —F I 3 REEGEH g8
B iz B RRAUR S I - G BEA %5 I - g3 H
BHR/NHECAF /N LR E S/ NEBCR (EEmEGEREE) - EEEEa=

feg ARURER > £RUEE B) - HATA&EE 700 2550 778 20
(B S H R/ N 50 & TIE/NE - BIEONSEELRE - ARt n
37 {H& BEEEGFEHA - e L - HAlE&emkiEs# 2200
s s 340 Al - AEHEREER - REEEONSEILAEE > [RE R
BN - AT 60 friEE 82 HSE > Sy I E Pl B R A nE ~ sE3Rfesd
BN ~ I EREERT ~ IISK ~ DLES ~ FE2PEEE ~ &R K. TFDA % -
ARABON S Bl R g it 2 3R =M > 55— R DT G dmiE 44t - HAT
AHEREEEM 2 R > WFE ~ 250 ~ 75 S8 R R R BUMNEE G Ry
MfE—SEH > FLEL R S ERIBOMN SR L EEE B L BB S U275 - B =F %

BIOMNEEHUERT S ¥ 2SR AT A BETY Pharmeuropa (45 _F 5e B E M
Ok B R E R - EDQM 48k FA TIEstEs R e Hak =0 ] n gy N ek
BOMNEE 7 5 el & YR AR B R E S E - HEA 2 {Hg58%H
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F

2.

3.

|

l.

A LR o g eI gy ABION SR 2 SRE TAFETE - [FINRFEEm 2 B EEH

e E HAEBON TS5 EAFF Al - B 2 AR E D S 8E R

E% o

#2412 (Nomination process)

2016 & 11 AR EM{EaESR - RibE B =0HEE BHEES - AFEER

EaIR g BB S IFEIZE EHER - FHEEiZ B e NiE - AHEERR
» REHHMEANERE CV ~ BRS8N HES -

EBOMNEE T Q3D 55| 2/ T75REE (Ph. Eur. implementation strategy of the

ﬂ
0

‘fﬁt

Q3D guideline)

EMA 55 [ O8 A in 2 5B A LR B sl B 2 B IR E 458 H By
2008 £ 9 H 1 H - EMA 2 CHMP A EEEE ICH Q3D for elemental
impurities T HHA - FrEan K 2016 4 6 A BATEMLIITHI A
2017 £ 12 F-BoMgEinZz S g E BT ICH Q3D HHEE 2017 4 12
A NILERC A EETEONEE P ST - 41{EET Metal catalyst or metal reagent
residues (5.20) fz Determination of metal catalyst or metal reagent residues
(2.4.20) » (> Pharmaceutical preparation (2619) t.5[F Metal catalyst or
metal reagent residues (5.20) ZHEC&{Z1E 5% Substances for pharmaceutical
use (2034) FE—UEFE ICH Q3D Rl - S AN

Pharmeuropa 28.2 » ZITF#ET T2 REG -

— ~The European Pharmacopoeia Part 2: General methods, Control of impurities,

FP monographs, Pharmacopoeial harmonization
5% B Dr. Ulrich Rose (Head of Division A, EPD, EDQM) » /2H—fEk
Bk ~ ALPrER] - SRR R EE AL - ERARE R T

—fatlas (GM)



fefftale 2 AEAETT 724 > JEE AR - BT EA5IH GM - Bk
FRyRHIPEZOR o T HA TR AEE AT i@l Chemometric methods applied
to analytical data (5.21) EL4N ABUMNEEHLFE 8.7 » SRR Chemical
imaging (5.24) » IE AR ST ER - T EET Water: micro
determination (2.5.32) Z£#EAll 15 & » &#f Chromatographic separation
techniques (2.2.46) % 7 il )74 © GM working group & HllE 1
AIZEfE AN (template) TfF -
FulityE# (Control of impurities)
AEPE S ALY « ALY  ERVEAAY) (UK - L)
FFPRAGEIRCT - AN (Genotoxic) A &% - A GIY) 2 &
M LA— a2 - AbREE (B I K EE /8 Heavy metals (2.4.8) (HAiLA
HEANENEE HEE) SRR MEREN A AAS ~ICP =R Determination
of metal catalyst or metal reagentresidues (2.4.20)  fEH=FM N4l EH Rl
fiX Residual solvents (5.4) ¢ Identification and Control of Residual
Solvents (2.4.24) $h{T > Class 3 solvents i LOD %] (up to 0.5 %) = 7K
SR MoilE =754 B2 Semi-micro determination, Coulometry 5,
Loss on drying * FRNFE (DNA-reactive) &l 2 & il RIS A o 5
Sme R A A - WAL MY ETED Y 2016 /£ 1 A 1 HATA
ICH M7 - F¥A i) 2 BRI ICH Q3A - il [F TS ACHY I 1ESL
Substances for pharmaceutical use (2034) - 45 & {H % B % W A
Transparency list » f2 LR P ATETE Z A WHIIARE - NETEER
&)~ RegE AV R EAEY) -
B
2012 FROMEE T B S RTERNE - DL — RN AR nB @ Talis
2014 FLIRERE AR EM 5T 1 KRB Sitagliptin tablets {55 -

%)% Pharmeuropa > ¥ 2015 4 3 FUIEMEEBUNEEIZE S GEFE » 3k
26



l.

REONEES R 8.7 ALH 2016 4 HAERL - HATA 13 (B MR-
Bt - FREAE M ERSIEMZTE > B AR E MR HE
HEEE - DU RIRERURIAY R R Aa FC 5 B A AN S R AR G I B -
gedtif ik

i%#4 Pharmacopoeial Discussion Group (PDG) & a1 HI K ST FlED
7 > HAlE s BRI ~ TR AR R - I - RlIEEER
RIS - A2 PR &340 International meetings of World
Pharmacopoeias » I H B RTELES [{E AR E[EEmEdE5 | Z 2E%E - 2L
FRIEFCTT 2RI 48 R B -

» The European Pharmacopoeia 3
%% Fs Dr. Emmanuelle Charton (Head of Division B, EPD, EDQM) » 7}~
SHATHERT Z S VK~ Bt EARE 5 E oA ~ AEVItE DR ERE
FER3R’S 5 BB
FTHAEET ) F 5 7K Water for Injections (WFI)
B EERL Water for Injections, WFI (0169) ([ zm[F IR E LLZE 8 7 2SR
Ko ARBER /K WAT TR/ NEEEE 5 D7 gl 4: 2 2 WFI A2
RN RPN DIZEEENSE WF 258 > RItEHEST WFL {#ih - 24
SRR > AREEE WA - Hor B R e iERMBETEHE -
WFI {EEmEIEK 2 s ERAE - DAY Y7 Al e K2 e -
R IR T A R S 2K E Rz T R iE 20K
b Zgiaeat ~ HR1F - 458 (RSO ER) $9FREE  BART& GMP 20K -
Hram RI-4H R & B R e L JFURI &% (Raw materials for the use of cell and
gene therapy products) (5.2.12)
2015 4 11 F i A s Az e S AE R R R B e n < A PR IFOR 8 e
FORZERAT (5.2.12) o KA ABONEEIEE FLRR » 2017 2 1 HAER - &
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FESRAPEROR - BIIRITIRIERA > (8 & R R S i B g i
R MRS R 2 S B ] I sE RIS RRAC 3k S o SRR EERR
BRGEHE - ARZEGGHAAE FARETE O (Host-Cell
Protein Assays) (2.6.34) » [ENIELYH M4 EEET (non-binding chapters) » B[{E
Fos% e R e e EAIAEE A'E (HCPs) ZoffriEs| > AT E B4l
DNA £l e fn 2 s o

BIOMESE B A= YA U188 s Se B3Iz (The place of the European
Pharmacopeia within the context of biosimilars)

i EMA/CHMP/BWP/247713/2012 551 » f{E I A Fd H AT HUS 2 1248
an 0 R AR PR DIBE S Ll - NSRRI AE L o AT > R
SN SR LIEER AP (U - ARE (DNA ZESLFBONSE T
H 1992 FRitaE E4H DNA [ 1iiE L 0 2003 4~ EMA 2847 Biosimilar
Guidelines 2006: Somatropin biosimilar » HFj&y%H 10 Z%fdEE T

Hr— A ERSE L (Monograph for new generation biotherapeutics)
2013 4% - H— R ZEAE DNA HH - #r— A aREEm T -
R 2 H N X B A 58 DL Human coagulation factor VIla (rDNA)
(2534) B » DEITERSY > W1 desalting, selective release of glycans,
labelling of glycans k. liquid chromatography (2.2.29) with fluorometric
detection - ion exchange chromatography = o

BItEA (THE 3R’S)

BIOM 2% B R 15 PR B A B BTN /24T (European Convention for the
Protection of Vertebrate Animals used for Experimental and other Scientific
Purposes (European Treaty Series No. 123) {iFHEERENY) BONEEHLTR & &
e > ARG T AR AT RE IR BV E R T I #8704 - AR1E T
X (Replace) ;| ~ T JE&EReduce) | KEE: " FE%{E(Refine) | 3Rs fFEH »

B TEIK (phasing out) BWEERTTEA - (BRI G EE iR - BlG
28
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F R R B N A SR B R 2 — B - MR St R S 8

BRI -

F 7. ~ The European Biological Standardisation Programme (BSP)
s34 By Dr. Karl-Heinz Buchheit ((Head of Department of Biological
Standardisation, OMCL Network & HealthCare (Head of DBO), EDQM)) »
TrAEBUNA IR LGS - ST
1. BSP %t
1994 FEUNHEEE N2 EDQM KEXHEEZEE (EU Commission) Ht[H]
S5 BSP o DU AW S s E B ] R H AR - BSP L{FH HE & H#A7EL
JEEHLERAEf (BRPs) Kt (BRRs) ~ Ji7AR#E(L (Standardisation) J
JEFI3RIE I EEHL 575 - BSP HHIEEZ B & (Steering Committee, SC) 7
TERENETE Nz e - EDQM DBO & & fi#6 & BSP IJHHEH - {54
ZEGHTE 14 (5 Biological groups HEN)EIZEE (WHO) KAl
FEAARA (& BWP,IWP K EMA (%) FE[EHAL -
2. BSP #{T5R R ER
B OMCL f2H BRP 5EFER 5 EZE B GREKRMEIGIFIE
iTE  FFEMRCEERZ B G R E U NIFER RN - FHXREUMNEEIZ
EeEEEiA% - 235 Pharmeuropa-Bio & Scientific Notes - BSP ¥#fEx
e

e,

SWEEBLEER » AT A EIE I EUR] (Biological Reference Preparations,
BRPs) ~ A¥EHE ] (Biological Reference Reagentss, BRRs) [z 757%
R - BSP HAEIWIFE R IR - E58pk 145 HEHE ~ i 127 H
(BRPs/CRSs-Chemical reference substances/BRRs) ~ Fi=% 38 IE 54K 21

TH 3RVFA
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FREN

BN Z B S HEAZEE T (European Pharmacopoeia Reference Standards)
& B A Lodi (Head of the Laboratory Department, EDQM) » 4B £
HUAIEAEARE e SR ~ (E BRI > BRI e AT T

BOMEE MU IR L E 6~ (E ] ST

&% i rp B[ 3 7H DL B AR Sn DR s Al oA - IRIBEBIOM 22822 B

IR T H IR A R - FREB AR EYE - BOMSE

FHHAfE 2 Reference standards (RS) (5.12) JE# RS > H1& reference

IEh

substances, reference preparations J& reference spectra’ RS FFA§E RIER -
Gl e S g s R R BB I 3 i o HZR DA A MR il 58 BH P idE L
IR SR A o BIOMNSE B B R g = > o) Bl R O £E i
chemical reference substance (CRS) & biological reference preparation (BRP)
¢ herbal reference substance (HRS) - RS I8¢5 HAV 788 - &2
EREE 17% -~ fEEEEAE S 45%  frdyeEsf®E S 1% -
A dEERBHE S 1% DU 20T IESEE (SST/peak
D) FIZ . 16% -

DIAEAE AR e B AT = 0 B BOMSEHEE AT R K B A 28 EARAE i
SR AR PR BRI R - MY B R Y P Ty A8
BAE > ERITR - ANEEHKECH - AR e IR A i - 2
i PR AR HA (K 28 R EAIECTECRIAY 22 E MR E @ W 12 ~ 24 ~ 36 B4
60 {lE HHlE . - FEeTE H RIKE I E

Secondary standard £ K HK

BOMEEIL 512 EFK 4EAESL (Secondary Standards) fEzz BA B1—4k
REAE L AE V@M - MEREDAEU A E AT - HEHYTE B A R B —4R AR
#AHE o ZHIFERELESTE TSI AL 0 TEE BN o (#
F#EAE S AL B - EU GMP Annex VI - 6.20 f5i »

=)



EHE AR - TR (R A — SR AL - PRIERESE =R IAAT
{50 P 4R IR St ] FRaFHY > AT [E] 22 — SR i H A S EEERA -

» The procedure of Certification of Suitability to the Monographs of the
European Pharmacopoeia) (CEP)
& By Héléene BRUGUERA (Head of the Certification of Substances
Division, EDQM)) » 7 M4HBIOH&E 1L P MEREEE - BERER T
CEP %5%5 Certificate of suitability to the monographs of the European
Pharmacopoeia
BLar BT ET &= (Regulatory background)
2HHEEATE<S Directives 2001/83/E Fz 2001/82/EC R HABTFRK » &5
T B 5 P R G LU S S BIOM S BB s AR 8 2 B 0 in ' > LIRS 4%
AR GMP 2 > B BA{RERT ZAE TSR -
The Certification Procedure Role
S EHE CEP HEFE R SSHERACR G # DR - A AYE 288
e HEBWHE M & @HAIIE S TSE (Transmissible Spongiform
Encephalopathy) - 3 fé 0] g5 BHH 5 B S data 75 > ®fE CEP, Active
Substance Master File (ASMF) K Fmi#F o] EL5e 2 &R (Full data in the
Marketing Authorisation Application) ° & fAK B 55 CEP 25 HI TR BB 42
B ERAn H  A R 8 R 2R~ R/ R R B> 85 )0 22142 Herbal CEP >
{5275 TSE risk (APIs, raw materials, intermediates, reagents, ... regardless if
there is a monograph) 457 TSE CEP -
CEP HIFE MR
CEP FHEERAIAE R LGS - ERORIGERRBOMNEE M 2 JFRH2E ~ (kg EU
legislation 2 A=Wj&E50 ~ NBGAHEROTAY) ~ URETAY) R s A FE CEP

A E Y -
31



EDQM ‘B4 (it CEP HIgEFRME - FHEE& BT NEUES MR
K AEEES I R FREEE ] 5000 BTt EDQM 24 - 2 firsVaE B & H CEP
ZH#FE - 1{ILEKE EDQM - 5—rRIFRE & &R - A 100 firzkE
24 FHEFEHFES (BMNEINIEX) - 1R#2 ICH, EU KM inEi5515F &
CEP FRZEZE - flistI815 CEP :ELIFE 12-18 {HH (&5 KAHFIFR)-
CEP &R 5 4 FIHARTFAEFR HEE TN - EHE EIFESEK EDQM
WS TR E - CEP s E e A& A CEP EBABE EMEH
HEAL R FE1E% 2 CEP 58 o CEP 2 88 5 43 R A FEE 3 K1/ T BT ~ /N
&~ K& ~ TEFIIATH KL &8 EsTVEHR R B HEE - 4
sPEEAEHSE CEP LB 6200 (- HAui@BEE & EHEEEA
4200 {4 738 S0 1100 Zx&LEfH;  EDQM LA 26 B 350 Z8diE
W o {REUS CEP 5835 B ACF T » BN L% » 2 37% > BT
Xz > 5 23% (CEP S6E A K 267 5RKz 260 5R) - o Attt l&
5 7% 0 EElG 6% KEAMMEZ (ROW) & 4% -

a

FRH/\ ~ The EDQM Inspection Programme

54 B Dr. Thomas HECKER (Inspector, Certification of Substances

Division, EDQM) » /148 EDQM 2 CEP &€& 15 » ERHMEEEA T
1. EDQM Inspection Programme in the frame of Certification Procedure

EDQM FfE&EE1E 4 f(xi5 Article 111 of Directive 2001/83/EC K Article 80
of Directive 2001/82/EC, Compilation of Community Procedures f2f% @ 2§58
AIEEETTIE R » Tl 2 ST & R 55 &K - EU GMP Part 1T}z EU
GMP Annexes #i#&1 (1 Annex 1 sterile substances 2 Annex 7 substances
of herbal origin) - EDQM {{ Directives 2001/82/EC Jz 2001/83/EC > #7EX
MEERLZ: B GIR (15 ST E TS  FEEEON KB MNE % -

BE&HA CEP 35E 2 BLShg k H pE/ A8 3HR -
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How does the system work?

CEP &g FHAMRIBENE55] EMA/EMA/385898/2013 as amended,
Compilation of community procedures on inspections and exchange of
information JJE\f@at iR RGN, - CEP /ORE e R AT - EFE RS
BUERC VX B AR, CEP B2 R SRR M - 3% BIBUN B4R
U E R BRI RIS - EgEREE EDQM BT 1 firkzk
H EUEEA/MRA fE&ES 1 fi - EHEAE RS EGRAER(EFTE
BIfE CEP {5fEREHN - ILRIBEN &R - BRXEER TS ~ borderline
AT EMIE - Borderline fRREEEEHFAREE (provisional status) » 4845 [
aHd% > ERELETENATTE  FE A RIBE KRB H KRR 2-5
FHRIFEERHE - EAUWE B S —(EH NFEEIAE - (R L TE
fii (CAPA) 3% - sFAlEC#km B 5 - DCEP HElREE A R -
R R R plCsR BV E B -

Statistics: participation of inspectorates, activity review, main deficiencies,
compliance trends

CEP f&#& B2k HEUMCORE 16 Bl (B& veBRpb s ~ fE5 ~ 73R ~ AR »
T8 ~ A~ VKE ~ AR ~ W7 ~ $0E - DR - RIS e ~ BT
W4t ~ PEIES Rl ~ A RTEEM 1 - BN B S &
fZ2HaAI5E] FDA Rt g 4H&E WHO -

ik CEP ®RL53% - o3t 2006 FE2 2015 FEXFAMBRICHT S ELEIA0 T
B FHE 7% (Quality related matters) 5 38% - FIFE % (Process
equipment) 5 14% > ¥kl EHE ~ FF  BCPYEEE (Material mangament,
Storage, distribution, Packing) 5 14% - #58 K 3%0# (Building & facility)
5 12% 0 A E kI REE S ~ BERFHE (Production & IPC, Rejection and
reuse of materials) 5 8% - EExZES | (Laboratory controls) 5 14% ~ 75F

& CEP fEZE KBNS 5% - 55 EMERSHRIREFARAEZRIA K -
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2015 FEZ 38 K T FATTFEEEE GMP 5 18% o &K HERIECHRAE
% 42 %2> Hrp o 34 FH GMP & - EEA &% 4 Z0RTHE - RHERAL
site-related CEPs 78] ; 3 RE#HAR » LUERKR GMP FF{f (distal GMP
assessment) 455 > AIIEIR AR | RIEERE - CHUHE CEP 35 F -
AT 2008 FEE 2015 FEEWALFELLE] 2008 F 21%-2009 4F 34% -
2010 4E 18%~2011 4F 32%-2012 4F 40%-2013 4F 38%-2014 4F 12%

ke 2015 - 18% o AFFEtEimE R - AR R E 2

BURIMUA A RE I EERT S GMP ORI ERG I RE [ ERERX - i JFURIEE
HtrepEW HEn ST - FRRIGEE - BERmANUHELE 2+
B EBREEIHHARG# - PREL M LA b -

* Benefits of using CEPs
5% Fy Hélene BRUGUERA (Head of the Certification of Substances
Division) » 41 4A{EF CEP HY¥FIE @ ERHESFAIT:
The CEP procedure
EAER 2 ASMF/DMF A [E > CEP data A EDQM # & - J& S =51
(Centralized assessment) > V3F T{FtHIEEIZR 1B E FRAZE - fHIRE
GE o PTG HEESEE - CEP @R Bl 2 BHEE  (Marketing
Authorization Application) il F] DLEUAAHBHEHE (CTD F1#Y3.2.S o7 ) »
WL - AR BT B R W - WWEHEA KRR S 0 5]
peaEl Ky R RN RS A S
CEP :5&Z 3 #NA » B ME—kAIEE (41 RO-CEP 2015-001 Rev 00) ~ [5

PSR S F G Q1B (micronized) K ARESE o SEFIA E MRS
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fiE - BN SEIATRE 2 (#l5 ~ 258 H I RARH B > 082 > IIT4R
SE RIS o REEEY > CEP 35 > i npesc#iErg -

{bE2%E CEP 385 - TN Em shoResca A aipllst - &A1 - (EEm
M (FT&H8) ~ (EEm ARy S BRI - TSE 8ERIFRaCHEEzk
R R (5 BN R SHARARR - 5258 Gelatins RIS IR MIAL - 5
CEP 3&&E T AR LAt R SR B D 7 - R HY A2 W) 2 FasRg
> FRaCEkAEHIEL (Drug extract ratio, DER) ~ SR AR 1R FE B A A 2 ZEHY
A (ERlTA R IRERRE) RIS EER -

Aimie bEgE CEP s(F4E CEP > HAWEMFREUNGEIE - AFE
PS5 AR Es > H gy CEP I TSE 53 L2 B AT & EMA
NfG Jsi/)> TSE J&lf# °

CEP #E/AHI{ COA > tE GM P 563 - HAIf#EM CEP ZEIZ - FREUH
s B - HAAIEN ~ Y ~ HISK - B ~ mEIE ISk
HFE] -

BilrSsxis

s CEP f2fy - EDQM SB35 R SER -V 5 575 - (EE ER I -

[ f EMA QWP Kz GMDP Inspectors Working Group #i%2 5 » EU ASMF

B

i

Worksharing programme & E K ICH Q11 IWG - SN RE & g 550
F&:TE (International Generics Drug Regulators Programme, IGDRP) &¥
22 G E Mgl & (convergence) Bl fEA%I - 281 ASMF/DMF,
Biowaivers Jz Worksharing model (EU DCP) T.{E4H - s&{bELS B EHE
(LR - NFBRERE > 7% CEP HFERE GHEHE) 3¢ EDQM
S - EDQM 280 ~ T7E ~ JIEEK ~ 4y ~ AR ~ DS
HAMAS IR RIS CEP - B TSR Fr - B CEP 36E 1Y
S Bl T Z SR

EDQM #F&€#&:1E (EDQM inspection programme)
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EDQM FE#s51 25412281 International API Inspection Programme » Z5Ha
ERGETE - BRMAER KBRS - P55 FDA ~ TGA ~ IIZREEE K
BUREBR S AR 0 2015 FREER 3 KN - BBEREIRLEE - R
ek D e B A 2 EE AR AE o s DL 2015 4E EDQM [E{CEEET R 4EE
SEfEE EELENE B M A > SRR & EudraGMP FlE > B R
HE 0 EE] FDA AR H#E M 2 o o I KRN 1k &z Rk
27 SEIAE o BURE R SR -

\

By

i
4

/10

£l

ll.

FRH+ ~ Introduction to the General European OMCL Network Activities
sty Richard Wanko (DBO, EDQM) » 7B i I 45508 il 8 Bl == 4
PEIEE)  ERHESRA T

1. OMCLs fiif/ 181 OMCL £33 f
OMCL 44 5 Official Medicines Control Laboratory » 1994 4 5 H 26
 BUNEZ S )k EDQM JE[ERERIT Network of OMCLs @ & {EE %

ErgERn 2 A0S - 1995 &£ EDQM 1. OMCL 48%% > WEHEMEE T
1 > Bz HERNBER: - AR AER S8 R EEETE - BLEE
SHIE(L K. EMA &1F @ LEBUEFE TIFTE -
OMCLs &F ) F BT L/ Bz AH RERE % 2 anE
‘Bl - OMCLs L{FIHH » Ba& Mg EtE « EhRiHitEotr - ot
RAZLAEBE S, ~ TNTIREE/ANEEEY) ~ S0P Lo Es o E P El 7y - SRk
nn s el AR R 5728 GMP &g - 45 & - OMCLs ST i
ZEAE > BlE g ~ ARG (ST - blood derivatives) ~ JFURLEE - P
il ~ ELEE -~ U MESES - (biEm -~ B 2EER ke

2. GEON #H%% - GEON &

!&‘

i

GEON 244/ General European OMCL Network » OMCL & GEON 7 —

& > GEON RIAKAIH: » — BECEEIFE (Policies and Rules) » 21
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fif (Terms of Reference) ~ #2f7 (Procedure) ~ §55] (Guideline) JHATE
S Z R ATT T ok (Advisory Group)s 4B K& (Plenum)

H54 (Expert Groups) KAhERE (EDQM) -

GEON Y #Es V6 » IRFIFEE BB A - & BRI G #R A EiER &

SR B BB RS REZ ERE - A mEEH - &

sR Rl e B = N AR H O ERAR -

FIEER R GEON & EJ7= > A ERREELME RAMEY  IKIBEEE(

LERHEEE - B R GEON & & - OMCL 48RS pl B A HEMR B A4HRS -

AFRERIL ~ ANTEMIG R MBS EE e 5t~ Rz 8758 © (KB ISO/IEC 17025

TTEEE R A4 - WA EE R AE Y Hm TR -

HAl GEON pREAZKA 41 Bl EUNEEIALE B REIERE) 69 XER

° 41 BIRIRE 27 (EEHE FREmN - 7 EECHIFEERE (5

[RERHT ~ LIS T MIARIEEFAEAD - e ST - MRERITBEFS - JERAEE - 5

FCUH TR BT R AR S e Re) ~ BIOMNAS R T [FEIRS R - A ST e 5

Tk S EIEBUNEIR 2 22 S ZEUNEEMEIZZ S CBEM ~ Tn=X -~ 2L

3~ BRSSPI - HAT > MA KA B R ERE T

GEON HifZ

1L GEON £ HIRE TAET S (work sharing) ~ A EREERRERGER ~ &

DB SR ~ ARIEAM BOR R i A B R e U S Eh i AN ~ R0

S B SR i > fE A HA (Simplified exchange) K7 774y 523 H BN

*A\ /ZA o
1:1

GEON &{Erfr &E#E) (Collaborative analytical activities)

EDQM T3 OMCL Network 48 ANHYEFEME SRS - LLEDHIBON
a8 Ry HEY - R EAE =T

(1) MSS (Market Surveillance Studies) A%, (nationally registered

products)
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(2) MRP/DCP Post Marketing Surveillance Scheme (Mutual Recognition
Procedure/Decentralised Procedure)—£24,%% (generics)

(3) CAP (Centrally Authorised Products) Sampling and Testing
Programme—“E¥ filf/EE it (biotech products) e

5. GEON {WEEHEH) (Quality Management activities)

GEON /B EH A AR RIS A PLHYEEAE ISO/IEC 17025 (General

requirements for the competence of testing and calibration laboratories)

OMCL Guidelines/Document J7 B M EEHL o

1999 FEEHIAE i MIA/MIV Programme > ¥ 1SO17025 1R BIEE=

HEFFITIEEH AL - BRE AR S R E BB RS E i

MIJV (mutual joint visits) 518 5 CELmEEH R4 AIE T MIA (mutual

joint adults) & -

Proficiency testing studies (PTS) HME&akt—(EEEE=EIIEET] > PTS EiE

—Z W5k - DMEPR OMCL dEp&H] 2 e - ERAIH AR - KB

ISO/IEC 17025 7 5.9.1 Elg= R wHERIER - DR iF

EZRRME oy — 22 B =RETI5EE (Proficiency testing) 5185

EDQM #R{E 1SO17043 £33 PTS - fe{its B B L R APt =

OMCLs K AMEE B = 22 81 - GEON Z i Fdll4f5tF (Educational

Programmes) 73 fE - —fEZH EDQM fi# OMCL A& ZE5%—

OMCL W& S E BB s E R - SRR R B s ol e A e

B~ haBaly ~ FEEHIGR SRR, -

F&+— ~ EU Official Control Authority Batch Release (OCABR)
#%7% By Dr. Catherine Milne (Scientific Officer, DBO, EDQM) » 11-4HE A E
TE IR T - R SR T

1. OCABR (EU Official Control Authority Batch Release) &/}
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{42 EU Directive 2001/83/EC -2004/27/EC (Article 114) 37 Human
OCABR>OCABR %5 GEON Hg&EZEMH8 N ZFFR4AERS - 7Y 1994 0T -
FP e i R U T AR B B B B i M B Rk < 8 i > IRIEE AR S5/ h st T
B S I A E DTS E R R T T U protocol
% EHIE A SIHIE T BN A TR & BB R
FHECEZ B & - EDQM {7738 OMCL Hhgi= - {Ffy OCABR Network
MERR - B2 BN E J7 8 minbn 8 5n = 4948 T VR e g% - HIEE
S/ NMAEE - s NMERRREAEE BE 6 SRR K
B RS —F - BERE -G EERRY - FKFEEEE)
Featam AR TAFHE %
OCABR #1735 EDQM K. OMCLs-OCABR [ & Bl B8 /B 475 i
A ~ A AT EERE (mutual recognition partners) » 4% 1 K LLED
H (EMRIEH) K ZH =ekEiZZ 5 - OCABR Network Partners &1 &EX
HHZEG BONRELEHEE (EMA) ~ iR E N (Heads of
MedicinesAgencies) 5 MAHs/manufacturers °
EMA &g e, (Centrally Authorized products, CAP) = [
TS - Rt I EESECR/BUN OB & & BB s -
1999 4> EMA Bl EDQM #HZPREAGGETS - EMA f2{REE B -
BEFLHITIHE - EDQM A EEH OMCL E{THIE TIF - EDQM %
BEOTTAE I SRS R H T EMA -
21 OCABR Network &%
#iB Network 17 & 8BS FHH] /b B AR MH ALY AT ARt R -
HAMER E B (L 4ERS ~ EEIE T ER - SRER R Rl ~ [FfTaFE
Kl Sz Ff ~ ARl mA T E - #EHMERIATAES > HAEK
o IR BT A 7B - OCABR Network 2 {872 A= V)8 i it BLAH A
TRERR T EE At - A B i 2 A E B B Y BRI ER A
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OCABR #{E

EXZE OCABR 2 AFAEYEESMKINITIZ T » 2 OMCLs B{T{RIAT
AR B R AEF AT EE R A A (MAHS) - #2t MAHS 81 OMCLs Z[#]
SR SCUEFES ] M OCABR FHEEFZE - OCABR {E372 el 4
T FEEIK Article 114 BAIFF A5 HRA N HAZ AL 2 A V)8t R 1%
Z OMCL - iy 1 % OMCL Ehp=ETiRE - Mg > $HEE -
so g ALY 32 ELL BRI - AR E - TLETEAT OCABR 4845
B - BRTTEREFSN - BATA 58 {ERf7kE ML Guideline « Guideline &
£ EDQM T » 1 OMCLs F5z4H#EES - 41 OMCLs FHIEAYE
J3i% » Guideline 7RIS ABIEEIE R, - Rl HIERIARA - 515
TR IR A B o

Test Methods for OCABR

{7 OCABR MEAJ7% » FRAUGHESE G BEE » HElERTHEH Ryi(E 8l
LA S T 2 MRS/ BRI DU E Ry A&/ R G © OCABR i
07 A PRS2 B BT RS BB A TR I C e i 2 U0k - [ERETT
R i E R - iR B IREE AR 1SO 17025 ~ EEgEN VI IFT
EBEA - RELEEULZ 3R K - iR 8 HEFEE RS
Bkl o EERNEEYHE -

SlEERY] 2014 A 15 % OMCLs &1F » #ifT AM&Em 2 OCABR
EE) 0 RESE B THEIGEE 10600 #t > EE e TR 4323 A
MR BRI TaT 6368 LI > [M4E/E (Plasma pools) & 11753 #EK -
OMCL #AA[ERYEREIRE KA FREERELE - & OCABR 484 - B
=G UK ER=E &S - BAEETE g BB B ERHT X
BT G 0 2 v — B 2 83 - [ B ik 0 N A 2 BUR RR AR A Ay
% °

il

(Proactive action) » /5% /4 bl & 1H B EL S U AET T

40



5.

B

l.

EU Official Batch Release for Immunological Veterinary Medicinal Products
7EJE B EU Directive: 2001/82/EC-2004/28/EC » Rtk 17 EU Veterinary
Batch Release Network (VBRN) » TAEJFHIIEE{EL OCABR » ZEBIEEE

ih o~ EESENEMEEET] (regulatory capacity) ZE5TH] °

-+ - Falsified Medicines Testing in the GEON

5%k Dr. Richard Wanko (DBO, EDQM) » /144 GEON {BZE 2
BRGS0 T

(g HIERFEAEE (FM Testing Starting Point)

ZAFAE > OMCLs & BEBLEE 5 2R ~ B2 ~ JART S R BT AR
T & F ARG/ IR ASE0n (falsified/illegal) 2§ 7F K g & 3 M LA - f1
41 OMCLs 177 Bh s E2/ 7 RE (forensic/customs labs) B g s fanim Ko LAR i
HR 5 HEEIERE - 2004 47 EDQM {773+ OMCLs &FiErTfyia
IPEEZEYIRAETE » 2RI EEEEYIRBEN BT ARMEE - M
kA s OMCLs f{E{/R%E 7 fafiliESE) -

2. Falsified Medicines Documents for the GEON

3.

L OMCL PNER R ABESC: » 2 2016 4 2 HE3fT5 AR -
Counterfeit Report Data Pool-Know-X database

2006 £ EDQM ZET7{f%E data repository sEAE4S S B kRS &L - fH
kg RS - 2014 3 HEEER A BEERE (KNOW-X
DATABASE) » #(% 2016 4 2 H - A 2600 E&EF - ILERHERERE
OMCL flgin s i BN & & BB 2 ERH ~ BR A RRft e
BEEZEp# S (closed falsified medicine cases) » HEIL BRI R 2 HIFAK - (&
TE T AR E AR AP IER -

4. Suspicious Unknown Products (SUP) Programme
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SUP :HEESHERAEMZ NG - BIOR PTS W5t - BErH
TTEEETA > DR ERES TR IPHER & E - BRTCSERKR 7 JEf%ET
=5 BHETEEA 23 RER=ES8- SUP001~SUP003 K SUP006 &
&= i8S B commercial legal samples » SUP004 ~ SUP005 1 SUP007 35
2 inpe @I A -

Counterfeit/Illegal Medicines Testing Training and Symposia

H 2012 FHEZE 2016 £ 2 Hil - 5HHE 8 IBEE/FEEEE SoNEE 4k
SRR o SRR BRI RN > HEE A B R E g BB
B GRS IABNTY 12 2 24 A - BHHE 2 KWFETE - B
1 Zg 2011 48 3 H 29 H%E 31 H » F#E % Combating Counterfeit
and Other Illegal Medicines » /121 106 A - &5 2 X 2014 4 9 A

10 HZE 11 Hi#E » 28k Combating Counterfeit and Other Illegal
Medicines: Testing of Medicines in Disguise » /135 83 A o DL -Edgr A
B AIAKE OMCLs ~ SRS G E = - Uk NCAs -~ EC RES
SR -

Market Surveillance Studies on Suspected Illegal Products (MSSIP)

2012 A RHLRE B 78 (Slimming Dietary Supplements) BHIEHEE
(MSSIP001) » H 23 FREEREHLIESERORE A AL ERE 2 faies
3704t Hrp 173 4it (47%) SRR R FREE REGAMLES 73 4
s A 9 R ARSI RIERIEE » SRS 2.4% - 2013 FFYHEERE
At % BE & #7550 (Dietary Supplements advertised as Sexual Potency
Enhancers) BoHIETE » H1 20 ZXEEn= LE TRoRH G/A IR A ML EE
FEomat 519 Hit > Hrpr 262 it (50%) SAREERZIURIEE - HATIEHETT
MSSIP003 &t » $t¥fEH FEEIHEEL (Anabolics) & 5 [EHI B HIET

= (Retrospective Market Surveillance) » 455157 47HFEIEH 2012 % 2014

Frp o N ERE P ETE Rt b T & A AR R Z R 4 -
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7.

8.

1.

Counterfeit/Illegal Medicines WG

TR (R g K R LRl > 17 OMCL working group » [t T/E4H 3 3
B E R IREE A FEREACH ~ AEFISERE - SELiErmiSh
AETE R mBhaEE B RERR T B RS - BANZERE - H 2011 4
HEOHEE 9 K& TREHE/HZE 2016 £ 5 H 26 H -

API Fingerprint Project

2011 AFREILFRIEE TR > 5 OMCLs T RN S B I ~ At )
SN EUE IR R SR AU B 5 T - IR R B S8 & 1F -
2011 4 9 HZE 2013 4F 2 A > :F52pkAHE Amoxicillin trihydrate
% 8 MEFURIEERRAUERY - 5 IREREN S BETEE - B RERR

Group of APIs > %1 macrolide AB J statins °

FRE+= - Anti-counterfeiting Activities Session: The MEDICRIME Convention and

the Network of SPOCs

%%k Dr. Frangois-Xavier LERY (Head of Pharmaceutical Care,
Consumer Health Protection & Anti-Counterfeiting, DBO, EDQM) » /1%
Medicrime Convention %17 5z SPOC Model =5 » EBHFEHILIT:
Medicrime Convention

SHERGIE 2006 FEEEIPRS RS A1 2006 FRAENEES
Hoimg A HEEEM & 2016 F R Fgoidk 4 Falsified Hepatitis C
medicines F{4 > FEFEERPEATIG IR - ENREESE GRS
A N R BB S 2 AR BH 2 U T R FEAE TR S S, -
REIE B/ DRSS TEASE A » BIER - A E - R EEE
GIER » TR ER R EE st I - VR - EEIf A B A 2 REAY i B A
FHE A B ER S R dEes b LR R EE DAD#E o BOMER S & $1 5)
B NIAREE 2 (R8E FFGEN] - RS 25— (EsT TR 5E 2 R4y
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f%~ & MEDICRIME Convention (CETS 211) » HiA %% K kg (R TH 4
BREE 0 2011 4£ 10 F 28 HBAREERFEZ AN - AR ME
IR LR 2 BRI [F & TR T B2 KR R (R %8 RO USR] > HATE
A 20 BIFEFILAL -

MEDICRIME Convention 2§ ¥ EAUIR T Ry 2 REVE - B & RS A4S -
e ~ fiElE ~ SXfFEE (Falsification of documents) ~ JEARLE/{LfE
SELLEATIHBEM AR & —BMEEK » BRI AGIRIERT RESE - fRiE
ZEN (R RBEHESE -

The MEDICRIME Convention 5 3 (iR %Y > flhE A\ FHELEEEH - &2
M~ BRRST ~ BT ~ B TeBict - BRPR/ARTEEE - EUASIURE

NS

#: Counterfeit medical product {4 $5 false representation of product
identity/source ~ B 78 £ IF i K SO AN 6 — B ZEK 2 DL IR IR &
TR R BB A RIS -

2. Single Points of Contact (SPOC) Model
BONERSEEIRIE 2005 5 2006 FER S G R - HE R E
I SPOC Network DINIZEAREE S OReE AR R - SPOC P EH OB
& A E—EHGHRFE R RGBS B RE - B SPOC Network H/2
FHEEEUE B BT ~ JERH - BZEHALKENE (Justice) BAI&E SPOC Fi
ZHpY > Ml RP (Responsible person or SPOC for Industry) 3##7 » fHE &
TR B E % SPOC: FHH&EZ SPOC &1F&HEKEIFEL) SPOC

3. SPOC FI4 ¥4
H mi7a T Fifs 44045 - EU Heads of Medicines Agencies (HMA) 7[5
a0 %% (Interpol) FIREIEMNIEEE € SPOC Modelc-EDQM HE5 7 B &y

CMED &% SPOC gl#f-F-5 > SEEREVEEIAAL - B 2007 FHiz5

44



SN AT 300 fi7 > 53RI1PRE 50 B (BIERON ~ FEM ~ B35 KRR ES

MEDICRIME Convention &5 —{[E B FREY > LLTHI R B B A fl
TR B BRI ELA RS E AR 2K - IR A SR EA B AR 280k
&y EORAUSRAEIT S E IR - & B EH 4845 T80 TR4 . MEDICRIME
NEIFABEEFTAERIR -

FRE+PU ~ European Committee (Partial Agreement) on Blood Transfusion CD-P-TS

5% B Dr. Guy Rautmann (Scientific Officer, DBO, EDQM) » 4

CD-P-TS - ERH#GRATT:

SR

1953 454 severe flooding 1% - FH#A i da A A AHBH FREYTHE - 40
1958 ‘FE BN B E & 32457 ETS026 (European Treaty Series No. 26)
Exchange of Therapeutic Substances of Human Origin ~ 1962 42 ETS039
Exchange of Blood Grouping Reagents * 1976 4 ETS084 Exchange of
Tissue-Typing Reagents ~ 1986 FHfk Guide First Edition of the Guide
Preparation Use and QA - 1986 F~1995 FEHAEETIES] No. R(95) 15 »

B Ry 2 86 ~ A B RS ER  (RILE - § BEBUNA
PREUD S T ST BR DAMECRIMUR R 70 2 B4 ~ (50 R B A 1R ER
a5 [t Z [t sk PR E] - 2007 FEAHGREEE - p1L CD-P-TS  EBHUMHEZEE
 HRFHEIRZEEER -

CD-P-TS ELECMEEHL R (%

CD-P-TS ERABOMEE S 25T H 0 fipeik - BABOMEEH Z Group 6B Kz DG
SANTE (EXA{#EFE = amZ 2445 - Directorate-General for Health and

Food Safety) &{F - fHlgEHIME - MR AT - o7 Rl 4% &
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Components » Components F{{t45ZIHiEE - HEAEIFS R EDQM ki
~ Guide to the preparation, use and quality assurance of blood components °

IMEEER 7T #E A PDMP - FHXF]pE A - ARALE > 2 RECNEEH Human
Plasma for Fractionation (0853) Production 347 ZC&f -

EDQM Ei EU COM &{F

EDQM HLEUH#MZ G & FEA MM MEE~E - WEE & Good Practice
Guidelines direct grant agreement, Blood proficiency test scheme (B-PTS) k¢
MR EEHE (B-Quality Management, B-QM) » {{¢ Art. 2.2 Dir 2005/62/EC
HRRE BEEFEXER]] (Good Practice Guideline) » B2 A H CD-P-TS 7 {iI &%
DG SANCO (BX i Z & E BN A 48) 13 i - HEIRILAE S48
FERE R B RAESELEA] - EDQM 2L anE SFIEE) - 40 B-PTS - BN
anERHETFE > FRIRURIEE (blood establishment) DL 7 7ARFAL I
G 0 281 B-PTS AR IURIEIERT& EU JEM BN E & 2455
(Guide to the preparation, use and quality assurance of blood components) -
FHHE B-PTS > 2MIEAFTHISINER - REMNESE > MEUEEES
HIV RNA % 9 KJH » H' HBsAg, Anti-HCV, Anti-HIV/p24 J; extended
phenotyping and irregular antibodies 7 St EGFE (REN AR TR » W AFHiE
—ZX Anti-Treponema 2 B-PTS -

MRS EEEETE My 3 HTstE: (DFEEFEZ HIVEBURisEE
T RS E B R ERI T EE AN S
EU AR KECONEEE S~ #55( (Guide to the preparation, use and quality
assurance of blood components) - (2) B-QM &2 T E (Learning Tools)
PRELAN [ T OB E B RS SREREE - (3) BRI IEAE(E TR (On site
Training & Assessment Tools) 47 =f& » 55 —f#E B-Training Visit (B-TV)
BIE oS B2 QMS ; 5 _fdi & Blood Mutual Joint visit (B-MJV) » D)

ISR IEAE SR BT T A0 HETTHL L 8 P DA B B
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245 58 = f&# F Blood Mutual Joint Audit (B-MJA) » ZENMER B E
ZHE BRI EEE T

4. Bt 3 FAI
H FEE AR BZER < JRmsE (LA - DUEFIB&E B K EE - FERiRE
PR -

FRE-T7 ~ Organ, Tissue and Cell Donation and Transplantation in Europe: The Role
of the THE EDQM/COE
5% k% Dr. Marta Lopez Fraga (Scientific Officer, EDQM) » 14475 BHEN >
en B~ AHAR R BRI BLRRG S - ERER LA
1. B EERY Fact and Figures
RIS 12 2011 FERUNE/NA 2 (8 N BB RSt - B I 68,073
T NEREE > 81% R AFIFHAE - 14% i NEHRAT » Hp 23,585
N2 B - P REA 12 \REERFIBHEZEREMET © 5
4% 1997 4E F. Charro [EH|BX ZHFZE57#T1 > ESRD (End Stage Renal
Disease) 55 A DL Hemodialysis ;&% » = FHLTE 50 TEBT 5 DL
Peritoneal dialysis J&J% » ZFH4YTE 30 STEOT » BEMSMHEE > 5 1 4
BEREHY 40 TEOT  BESE 1 FREEBREHAKR 10
TBRIT » SHk#E DG SANTE &R - TEAR I BB 10
Fig o BEITEFEREE 60 BEEUT » fid TR BRI LI 5% %
i3 > 20112016 AFHgf0 980 {EfSIEZER] - RREFEIE 198 M BUT -
2. European Committeeon Organ Transplantation (CD-P-TO)
RIBEONHEFEGREE 17 k- K EZ S CM/RES(2011)
%17 CD-P-TO > BB ETEEZ E® (Steering Committee) » CD-P-TO
BB A RARR B~ SV IE LIF - BN EZEgRE L
fEIE - CD-P-TO DURE(RHEERER] ~ (RIESSE - sHAFILHRELIERE L
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5 AR S s bR B B B A e e B RS TIF H AR - S
WA 0 DI E - e NUEERRAE - HEE M as BRI NI e
{ERATR S B R EERL - HUARIEEZE S (Legal Guidance Texts)
H 1978 FREESTA 20 H - BEHE0kESRE - SHEREHAEE &
BAEZ AR (ethical) ~ BHEZ AT H - BUNE S G H&Z B GHB
resolutions and recommendations ° {F /& 5 B & 1§ £ 8 75 8t > 4
Recommendation No (2004) 19 f2s'ESHE % a0 0] 24 > Resolution
CM/Res (2013) 56 and its Explanatory memorandum HIJ 575 BaJ5 i 5 i 2%
B R LR -

iR 5 B TR R AR HY)

SHETEPR 23 E R RS R Newsletter Transplant-International
figures and donation and transplantation - H 1996 FEFAIAIET—HF—A »
f EDQM Eid Spanish National Transplant Organisation (ONT) &{E2577 >
FHEESIH D&T HYES) (O/T/HSC) FHFEE B ~ CD-P-TO BUECHER
G RRGHR A S  E RSB T TR AR R AR 2 S
BRIHEONE S 5 2L 5 - Midwest Transplant Network (MTN) &%
Red Consejo Iberoamericano de Donacion y Trasplantes (RCIDT) (Network
Council of Donation and Transplant) Ffffgft » FEEfE4: FEKREE NE His
TEHWE - B 70 BE{EIRNE SASEIEE) o BT 2 Bk [E] R B A
BfZ &R E#HSE - 41 WHO Global Observatory on Organ Donation and
Transplantation J7 the Eurocet database » 1] DI 7 BB #E 8L T (F -
Technical Guidance to Improve Quality and Safety

NAGAHAE b sHAS 2 e FH A 25 - B A PR AR VR iy w] LR A o
SAEDRE » (HEA LS R E 2 [ - S TR FE DU TS HE L
flt 2 /B BlZ 4 - 41 Guide to the quality and safety of organs for

transplantation (2013 4255 5 ki) » I BRI RAAE SFURAY BOR HEE R - £2
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LS EEE mE B 7 2% - 55 2015 FHHRZ Guide to the quality and
safety of tissues and cells for human application (55 —RR) » FEAEARHIAHAEF
AR T~ bl - REE -~ DI REEZMESFEEK -
78 B AR BLEE B R AL
SIS EEE 5%-10% ERBHEKERESRE 2009 FHIR Study
On trafficking in organs, tissues and cells and trafficking in human beings 2~
e EsI - SREREAWESE - — R ERIRERE - 48R4 -
S—TEAIE R e H I i/ A S e EHUIRE - ZIHZTEREL - Ao
&7y WA RN HE g R 7 ZE AT IR 28 B 2 e - CD-P-TO Jj& 2015 4 3
HE& Convention Against Trafficking in Human Organsm » HEELA 15
B -
() DABBE & Efg RS B A iR
HINERZ B AR ERE I AR =B - R R - 7
2006 — 2008 FFFEE T BE R % FL BB REIA R » B AR 2
TE R Elan SR - B - STE RIDEEI 78T - WSS EE
FLFIAE 75 5 ) -
2011-2013 4£ Black Sea Area Project {4/& & isI4-4888 ~ ] »
BTSRRI E e mEEn % 9 B - DIgle &AL AMERR M
2577 RIALEIR S E L H KB R RS S AR - 81
REITEBGIERE CETT) - MBI AL AR KR
RIS -
(2) e BRI RUEE)
1996 £ —/EesE R H (EODD) fEHu—t: H A ELEE - 1998 £
BONE R G RE T EUEE) - FEE ARG > 2016 £ 10
H 8 HffE +HECHE R T8 -/ EiE®) - BUNES B Rl H0h

\\>§v
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6.

B E LGS R RN 25 B SHE 2 S8AT ~ 5B B R - TR
s B I E R HR NS EEE N B Rins L -

S

BTG - BG4 IERE - mRB A
AMEAAIRERE ~ HEAME > FERLE - wE RAERIEE
EDQM/BIZE B & ies B IR0 AIEE) - FR AL S (e EE RS 1%
HHEEEEE > HEAREFETHCI e 2B - SieRREEH

5 PR S AR

ﬂ

l

75 ~ Cosmetics/OCCL Network
% B Susanne Bahrke (Scientific Officer, DBO, EDQM) > 114% EDQM 7
BRLESL S > B A T
(Mt mm 24
FotEproH B b s
Bt B AT ALHEFE S
28 [ S BOMN SR B 52 -
3R SR bHE e 2 ARE (K Resolution CM/ResAP (2012) 1+ PUs/VBR5E 74 52
A it e L TRORE AT 78 AR A e By - 35 13 T B 7 i FH P S A ~ 38
BUMEYIE - CMR (carcinogenic, mutagenic, toxic for reproduction) J {455
ZRFAITLE R -
405 F Perment make-up (PMU)
BB (S AL & PMU 5 B 2 7 e B HA A
HEAE ORI 2 S AT KEEEL Resolution ResAP (2008) 1 Hif{,
Resolution ResAP (2003) 2 » 5z o 2 A4 R i E 20K « ARASLS 3
TEEEE S BE T 2008 Resolution FREETTE @ & 2 S0 REFE Shbs Rl i

#72 Rapid Alert System for dangerous non-food products (RAPEX) - 3 25

BREE keSS (EU Regulation 1223/2009

76/768/EEC > feFARALIE - AT B
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B - S35 EE e 2L ER05 B E (PAH ) > 0.5 ppm B¢ BZP 0.10 mg/kg =,
aromatic amine [ o-anisidine 3 190 mg/kg E5F K555 -

BOMAEs bt iz H Ei= (OCCL)

HhE S LA ERE b i S (R A &R S R R -
OCCL 484& & 8h EhRE 11 Bnadt S M BT i b B BB 245 - A e 2R
WA - SLEGFEIL AR BT E - OB ITE
BfE 267 T (entries) HYLHTE  BUEMIANTE 40 THRAEYIILE
16 15 - HAIA 35 RER=EHmZSE OCCL &) - 5540 OCCL . Ei[=]
FAGTHEA(Y ~ BUEEENZEE ~ EU Platform of European Market Surveillance
Authorities in Cosmetics ( PENSAC) ~ Bt&wtsed . (JRC) K
CEN/TC392 ({Litdnilsy) EWHAIEII&1EEE - BRI AR bt sE
mn B B SR T A I

OCCL 2016 F-TfEstE

2016 FETAEEFEESE (1) B 2013 FLK » FHEEDHBONMIE & 55
AL - ISR ET - Q) FEEOEL L MSS BOllmIAE &8
SALE - REMIN BRGNS =TH - A 22 RER=SINAEE0ED
HE(LE PTS = (3) HHABIMEAIE & - #EITEIEEE A SPF Z Bas ek
ZHRSE -

FRE+1 ~ Food Contact Materials (FCM)

l.

#5°% By Ms. Susanne Bahrke (Scientific Officer, DBO, EDQM) » /M4A & L%
il - ERMERRA T

CoE Resolutions on Food Contact Materials

1989 FEUNHE T H IR AMEBRTZER - i 4HgEH (B
A~ BRI ~ PEEE - JERD - 7EEE - R - BORH - EAREE - (R

PR~ PEIERF ~ B~ B R ORE) 2GR - 2016 037 HERE (B
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5 28 BRI SR ) Mg WHE T Y - Brabrse o REUH & ih
2724 f5 (European Food Safety Authority) HJ5AR K ETE G

H fir > Resolutions & guidance #1 F: i Bj % & (£ % Aids to
polymerisation (1992)~ i7fE (1999)~ 4XEALLHE (2002) ~ #EE A (2004)
A T (2004) ~ EORIDH 2 BURSEZ (2005) ~ Z88E (2004) ~ Cork
(2004) ~ BT ACHABIR T ~ f6ifE (2004) kf@Bilad: (2013) 5 - 55
Sb FCM /B RliHE5 6 & —fZ2K (absence of transfer, unacceptable
change of food stuffs, GMP) ~ BifG ~ I ~ FRAIVVE (8 AR ~ AR
{PRfE R M 0355 -
B
SEBELG & HR BRI - B LE - B I s e
fn > PARCEEnEESE o SmEET n AR S e hmk R E AR T A B
WA E - IREfE RO BB AR S fr A R B R E s -

Eﬂr

PN
= v 724

N
N

=

Rz Metal and alloys used in food contact materials and articles * iz —fEH
EBEG > nERBGR - FERBAEREZSFMNE > Rt Y e
JEREBCAE AT T AN SR & 2 Big(E 8, - W18 0.14 mg/kg K 0.010

W

mg/kg o [LEF Committee of Experts on Packaging Materials for Food and
Pharmaceutical Products (P-SC-EMB ) , Consumer Health Protection Committee
(CD-P-SC) REFHEMHERZEGILFERS - HAlEETER - &
FhE I (o B R R 0 N Z HIEA R0 - RS EM 2
faHIELER (testing in real food verse stimulant) 7 testing articles for cold
use only °

FCM 4H %5

FCM T/E4H%%7# =: (1) CD-P-SC & &EEH T/E & FRM4HE S (—4
BE FCM > m—HE T bM)Wl EEHRE S R SR E T
A B - BEERE 0 E RBURBST MR R & 1F - BN
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HEGHREEGHE TIRER - (2) P-SC-EMB » H a4 > 5
R 2 BT/ AL » (3) Working groups » I {LHESR/FCM H744

S TAE/NGH

FRH-+/\ - Pharmaceutical Care

o8 & &y Frangois-Xavier Lery (Head of Section Pharmaceutical Care
Consumer Health Protection and Anti-Counterfeiting Section, EDQM) » 444
SELRIGE - ERMEIL T

1. Pharmaceutical Care 3455 E F:
SERIERIEA HLIR At BB FRIaR - B D E R — a5
HE - M AR BRI AIEE  Hpafie Z SEVE 7 e b st o] ke 4%
JErER B AT b+ 5% e it DL e I J 2 R SRR PR F L T 2B A Y

2. Committee of Experts on quality and safety standards in pharmaceutical
practices and pharmaceutical care (CD-P-PH/PC)
CD-P-PH/PC fZ{HE% ) model approach - Efif dn /A AH e A1 FH3E
REJC BB SE R IEE e b SR T IEEON A L B R REE
JEEETEE - CD-P-PH/PC 4HRpATY > (1) §&: BONSEIIEG EE] - (2) 2
I BONBE S g th HAr £ B & R 2GR > 3) Hih2 s : k2
BOMEE HLARE 2 BONE B G G B RBONSE B2 5 (1) BIZEE 5
TEiE — I FRBUR4H 4 -

3. CD-P-PH/PC T fEzt&

\

2008-2009 £ EDQM i CD-P-PH/PC #h{775f Pharmaceutical care
& - WEBUFFEAERA - 8260 - BET - 8+ SR EF G KM
HF 7 EZH > EDQM 52f% Pharmaceutical care : Where do we stand- where
should we go ° #E i JEH ¥ 4F 2 Pharmaceutical care JE Z ° ¥ i°

Pharmaceutical care LS5 | LS 25 86T R EL M M08 A B8 » B TL (2
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L SRS S SR A B 5 RS - 2009 Y B S E kG TR e R o Bt
2011-2012 FEBPERE © 2013-2014 5 - WS —TSERE5t - HE
—IHIEERA S (EEZ 20 -
() FEEHEEUNTYEEEIEE W E 51T
ERSAN ~ SR B RO AR E M E R EEY) 0 BEBEU R BRI
TR - B BN A\ A4S e E B (R TIERE ST - AIb R AR IR
EERIDREEGEIR o HISEIE ] SR R R BUR DR Bl
IRE - AatE HIE e sy 4 sHAARSVETERE > & 4 (E5E
RS HARE 2 B S SR, -

+

l

TG1 Area : Adherence to nationally agreed clinical practice guidelines

(Hi4#HR)

FIOE(E « DASRES/EEAEfE T B BB SRR T S SR & F - EE R %%

FI3 /) antibiotics prescribing

TG2 Area : BE{)aaTE M EEmZ 2 - BANPIEEAT A B S E R -

DAY figis ANBRESIRM S DU MBI AE 2O HE -

S ANE(E - AP UARMEE R DT AR 26 b DURIS/EELE R T 8

TG3 Area : ##E#% My CheckList %% Structured pharmacist-patient

consultations (chronic therapy; poly-pharmacy; poly-morbidities)

S ANE(E © B A S8 > DUSRES/ASAERE & A 2

(multi-morbid patients, with poly-pharmacy, and on chronic

medications)

TG4 Area : BUNE T S5 5 FGEFL T R TIF A

B ANMEME © BFAE ~ SRR T T SERTAE (1 6 4 fmy S 25 B EE R Bk T
foets > HERHER (P EETY) fEMGEE Y
fEAE (Pragmatic indicators) - $EBtEREEFEIE T A 1TEGED

FIRIES R A R
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‘f!\‘

gt 5B 2 B F1ZE4 (Quality and safety of pharmacy preparations)
BUOMNEEEE € ~ Resolution CM/Res AP(2011) 1 on Quality and Safety
Assurance requirements for Medicinal Products prepared in Pharmacies
for the Special Needs of Patients - 5 H &% 5 75 22 0L B A — » FENN
SRR E R - R BEE R E RESARLE  EC &R 2 1L
72 o HPA Scheepers <5 [H|[5 %5 Aseptic preparation of parenteral
medicinal products in healthcare establishments in Europe » 3f& & 5 |
ZBESMGERRETEY - RSB —  ERNEEN
BLTIH - WEREHRR ERE S| DAECREE i — BBl 4 -
Quality and safety of automated dose dispensing

HEA 2 N FEH Automated dose dispensing (ADD) 4HZEEHE » 8
2% Bl & F AR HI SR~ — » CD-P-PH/PC Bf#aE FHlE ADD fE:
g\, guideline DIFELRIR A F&5%4 4 - EDQM Eifif ADD-Best practices
ensuring patient safety, added value for the patient and patient care > 5&
ADD ${TiBfE > SYE LRSS - 2015 4E 9 P HEZR e STmdT
ADD ZRAS#%E - Hifi ADD guideline 7% #5% -
gL LAY AC L (4SS )

HpE SR - R B A REGE A B R R
JENsRE T » BUNEEEE S~ Resolution RESAP (2007) 2 on good
practices for distributing medicines via mail order - 7 & 5 B 1] f(¢; -
e FIT 5 AR AR Bt 7 B AR AR BT - BIEPRE SRS » SRR R
ek (PIHEE T AR 2R NS E R - TiEdH
FIE )

B e TR S B S O EH
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AT Z ARG IR AL PR 2R/ 148 EDQM EEZEBSL > SN HRE
ZARESHEERE - EDQM &L 2007 4 3 H5%E T EH— R BEENAT
EZEMHV TR R N I AaEt - BAMERE EDQM SEES > FRUDUHEAY SR - 91
AR R TR AR SR R ER > R AR A RS - P IRETR - £
BRESAMAERGRE > GER Ry S b BLEOMN S2 SATAE i 7y B BARC IR A -
P ER=I5FIH Dr. Andre Lodi 5[EEAGETRAM - =ik 2 # -
Dr. Andre Lodi f* 2 #HEHERE VSRR E R M 2 ST B ViHlE - H5
= N¥EPasEt - N PHOEEERELIFEE - EATRER &2
EE - BEIGINEREM G - iR B BETVIREHS BB IR &4 - 2t
A o B2l NMR BigE o IHE/NETT 2 Ehas e 2012 £
Hoehk o Hfyt s i AN B R RE a0 - 20 A\ 8 RIEN S5
TfF - NMR #f/E A&7 EDQM JER] NMR {Easlslaks » S5 A DIREE

Aoy Faeat IR E 2 S > @28 ICP-MS ~ Xray B - IAZV AL
R LIRS R M e 2 R - A S — & > AL > BYP2R R

Bt HAA BB EREN AN SHEE - EAKRER=E - Hrh R irE
EI8 - BEEpOtEat  #OtRsIAERE > EhEis ki - pimHEE
fat LA R > RRSRE T MRME - RPEREER - SR EE 245t &
[E AT it — HFENH - BEES e )RR - 77Ek HPLC ~ GCMS k¢ GC & - =5
PEATRE - DS E R EZ RS - KERENSYA —EILEH > SR
FTEEEREE Mass Q-TOF - 2 (el N A B Rl m B fEast > B A SR
PRINIRE ~ BV R RERIREE T TAF » EDQM [F{C o r4a A = T 35 3R ey 3
el AUEHES IR B SEAHGYIRT > S B A G2 AWTSE - Dr. Andre
Lodi #4455 [HEREEAEYeE &S - “CHl Dr. Sylvie Jorajuri 71M444:9)
"z GESEEEBIIN VAT RIS - MAEVERE > FRAEEIRF
Gy RN oA iR Tkt EhRaE R o] DO RIS R g 25— & -
HESTAEYERESE > FRINARA IEF » ELISA REKatfc - 28R
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‘REBERE N BIAE > IWAERRAEILIRESL - —HIEEIRH - LR
EEN - BAEAOUR - AlEZEHHSER > TN ZEER 2 808 -

BONSESE SR MR R H28 EDQM HHIRFEERBUE - fiF R ACHH
G - REEE T AREREIER L — BT iR gL 2 B B - tela AR IR
A AR RS B £ S s BIOM 25 S S 4k 2 BRE AL » IE ARG BIRE FIE R 2 0y
HEFIRRE > WmRIHEE -

BIOMSE IR G P A AL N B B S —#1& - 1 Mr. Vincent Egloff 71
& APl RS AR - Rl R ARdE in 2 an'E B IR SR el Ry -
FERAE L B RE AR A RN 7R 7 R A SR B R SRR (I FE SRR A by A il PR
IR - BRluEBE - Fita i - AARR BT IE ARG - DL AR RESIR i
TEN = AR ML B GRARE SR L - AR FRY -20C - EDQM A INELEY)
PESSIEREAE o HARSE S AT B EER S in AR 5L 03B - EDQM So RfiaR e P BE
Bt > &85 29 % -

11~ BONEEES E e

-

1% FIERAIEHEONSE MR - smEg EEA 0 W
FRNA FE R =287 > UM aili5a i g EERg a2 -

W
o
_\‘:F,
dﬂ
A_
=4 HP

H]I[

(—) Control of impurities in the European Pharmacopeia-General monograph
“ Substances for pharmaceutical use” and decision tree
##% Fs Dr, Ulrich Rose (Head of Division A, EPD, EDQM) » 4AB 2% Hi
AR GEPYER - ERLREALL T
B 2 st A B A &) Z F it S i AT~ EAIIIESC (General monograph)
KA 3 Hhy
1. ZEFY)'E (Substances for pharmaceutical use) (2034)
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Substances for pharmaceutical use 2 i 7t [ s < — ML &L (general
requirement) » & A = SCRERC S {ElGw —EEHTRE > SR — e MR T Lt
[ A BRI (S > 28 P R ARSI BIOM S LI By 2 i

Substances for pharmaceutical use §' Related substances (Ei ICH Q3A —
£ FEEIASHIAN T FRIFARRIRE - RS 2 A di R RE Tk -
CEERTEESR A - T2 FEOMEEH Table 2034.1 f& 2034.2 (PMEEERE
%] peptide) - FFFREAE (thresholds) A ERERRE/EME (unusually
potent) » BGZE A B MEAVECH A THEARVEEH/E SR i) - WEEmARE2 it
BN AYrE R 2SR TT5 > AR IAILRE Z S AR - B {E
VAR PR AR S AR RO EE A ~ Peptide GEEEREEL) ~ BRI ~ BUAHE
SE0n ~ A ~ BMYISEYIARIE 2R ~ FEE R RIE A -

Al 510 ZEEFHYE R4 E & (General Chapter 5.10 Control of

i

_Pl‘

impurities in substance for pharmaceutical use)
TR 5.10 SR R RS B R » AT - AR E
SRERRRL R R SRS T Dl - A B HISHE R A REE S
T (1) BESEREY) (Specified impuritics) F{EshPAFIL 2 Fai) » L
K552 AU (Specific acceptance criterion) iR & - R ATHEHAI
Kl o () FEFEERAY) (Unspecified impurities) {55 Ll Lo
St R R A - BT E RIS B DR S - (3) Hoftre]
sl &) (Other detectable impurities) {457 Bl 45 2 TB{E A 40
W) o AR SO DARIG B E 7] - AT RIS % e
RSB IEEEE. ... - BRI E RS - BRI DA e
St PR - (4) FCAPRSEY) (Other impurities) 1 —f% feUiiiste By R -
HCPMEER T ETAE LU (i E AR 4G9 (any other impurity) ~ Efit R 40%)
(other impurities) « fE—7R4E#] (any impurity) - {£—FE®: (any spot) R fE—
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77 (any band) FEXEEFIR - @A 5.10 JERIRSREHEIHTE - DUk
£ BBl T ELA A S — i FOURRZE -

&)z 3t

U537 535428811 2.2.46 Chromatographic separation techniques -
ZBRAE I ETETE RSB ER  ERAEWERE T - FHEEMk
TEATHEBITIEN (BN TR/ > BBENHAHEY) UK E Fe A 90
FIMEAERE (ATETEA T ~ LOQ FFH el reporting threshold) 5 -
SEHLCPANECER L. HPLC SRR A - s iR E PR G EH o i
Rl - AREENIEAERSE - 7KAHZ pH ~ SFEDRTHEDRE - ik BIREE -
IR ~ FERLA/IN o 1 ] AR R S (R RR, £ Rl A ] 8 2 228
BEAE - Rl 510 ARG 2 EMER - DU A48 E R e~ &Y
IR T IRUEE R S L ST i R R ] S A S R I T R R UE, - TR
BN K o LIMEERIT A AV Z 28 - /D R s R ER b
(Peak area normalization) 7537 °

CHIERE S E B 2 A4

SERYaE AR CHEE SR ESFEEFER 2 A4 » HIREFHERE
#; ICH RAEEfS - 5& 2801 Tryptophan ZA%Y) A fRE R 10 ppm
{8 A EEY) (Sum of impurities) fRE 200 ppm SRyl o BAEEA
4y L SEFERIYIREE (Threshold of Toxicological concern, TTC)» £ 4,
AR 1.5 pg/day - JRERE - BOM(EGR T CA RIS E AR F A
VI - HRTBONEEIE 2R 5 EARIARNZEIEAYEA] - 40 2.5.38

Methyl, Ethyl, and Isopropyl Methanesulfonate in Active Substances * GC-MS

4

A

57K betahistine mesilate 2 ELRFEY)E alkylsulfonate esters > [R&
0.2~5 ppm - VA 2 AR < 42 A T A T E M AUE N A 41 -

BB RV E NS A STk > FEPR B RS B — 5 7Ar Z - BR
EE RIS B BUREOR ST - B2 EMA QWP & S (Safety) WP &
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s & o RO R FIBIOM S8 122 B & &Rk - {KIE ICH M7 (R1)
Assessment and control of DNA reactive (mutagenic) impurities in
pharmaceuticals to limit potential carcinogenic risk » 51 E(E &Y~ FF 18 7] 7
ZiEHE (Calculation of compound-Specific Acceptable Intake) > ¥ 2015

F6 H 9 HAA HRIC#EA ICH Step 2 -

() The role of European Pharmacopeia monographs in setting quality standards for

biotherapeutic products

5% By Dr. Emmanuelle Charton (Head of Division B, EPD, EDQM) » 4144t
HIBIOMNSE LS T 2 A= VG e an Il 3 < A B AR - B REIR A0 T
1. 1FVIla Case study (2534) 1148
EX N %% i rFVIIa (2534) Human coagulation factor VIla (rDNA)
concentrated solution {3 > 1ESCISE T U7 4 ALl P 51 G Rl i i e
Mg ~ FE(E ~ Modified residue K7 Potential modified residue Z7'& - {EERH
2534 Z #&F R RRAR 2 FHBR AR E I i 1
(1) DEFINITIONS:
et ¥ FVIa 4505 2 - A 406 {Efg R - HE 8D
protein  Ft A 1.11~1.78 mg/mL > {E /> 44000~64000 1U/mg
protein °
(2) PRODUCTION
grEe 3 BOEVEHE - ol REFHEEESE - B XA RS
vector-derived DNA % Glycan analysis Z[R& » HFE4EF 5 BE L [F
= ° Glycan analysis 227 3#[l] Glycan analysis of glycoproteins (2.2.59)
B — A GRHIPEZK o HIEURFELD T BiEE - selective release of
glycans, labeling of glycans K EAHEHNT/E (Liquid chromatography)

(22.29) - DIRBETSCHR AR BT T SRR A - e
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+ 330 nm JFZHEE 420 nm o E 1 Host cell protein analysis
(2.6.34) HAREEMZE B Grimid 2 Frid il > RIRASGE R BIOMN S B
£ 9.1(2016 £ 10 H) -
(3) EME (Identification)
TYE 3 TEOMTTE 0 A TE2E Assay EffiZ Potency HY 0 B A
Fs Peptide mapping (2.2.55) » C A% Glycan analysis > {&Eb ¥ igfg
BRTEAE i JE AT -
(4) s (Test)

(A) Degraded heavy chain fz Oxidised forms
PR TE (2.2.29) ofr fEFH C18 B HANE R 214 nm -
R G R BB 2 BEOMNEEIL (FVIIa (2534) Z[fflE Figure
2534.-2 (#%) ~ [L#E Peak 1 (degraded heavy chain) Eid Peak 2 (oxidised
forms) FHESARHEFH] (Relative retention) K Z i FTE (25K IEEfH]
FGorEEHEP) F o

(B) Gla-domainless (gamma-carboxylation)
PR EET SR E i R A (2.2.29) o3t > (DR 280 nm -
5 » Knowledge database $2fit Gla-domainless 4747 /&tTlE] - =] HLghiT
TRfls 2 2275 - ATEER L SERITEL & 2B (B IR ER4R
TEEE) K Gla-domainless ([E& £y 6.1%) °

(C) Dimer and related substance of high molecular mass
£%H Size-exclusion chromatography (2.2.30) » 55 » Knowledge database
$2{it Dimer and related substance of high molecular mass 73/ @ fT[&]
AR TR 2 27« ARTEEERSE IR Z i L & S S0 P (A0S
AT (HES) p/v (ERG/BES))  DUR B BETEE oA (DU AT profile -

(D) Non -activated factor VII (rDNA) (single chain)
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£%H SDS-PAGE (2.2.31) 4347 > 55 » Knowledge database fZfit Non
-activated factor VII (fDNA) 3 eE0klE - A Bt TRAIG 2 275 -
FRIFAIBEGE R Z A R ZR GBI - (bR B AR L B K B 2
FF4F (heavy Chain, light Chain) °

Assay

Assay H W fE 7775 > — K Protein HE » (42% Size-exclusion
chromatography (2.2.30) - JHlf@ie dimer S50 FE2HEEYE » —
Jy Potency JHAIE - HEEEMIFHE - FHLGFEHEASTE Activity » 401

parallel-line assay (5.3) °

2. EEEPT (G 48

(1)

2)

Etanercept

SERCERR Etanercept » Sy B —AO 2 FEan > THaT 2016 -4 HEF8E3%
> Pharmeuropa 28.2 » EFEANFEEIYIE Z —4EHE LR -
Glyco-variants (£ EHIEEEE) K Potency JHIEZFHEH] ° Potency
E AR TNF-alpha i f1538T (cell-based apoptosis assay) °
Pegfilgrastim

SER R Pegfilgrastim » fy BE—AJH 2 FE b > THET 2016 4 4 F 3%
I Pharmeuropa 28.2 » FENEE IYIE Z —4EH'ELEH - PEG
reagent ~ Charge variants/minor forms (oxidized species)
Aggregate/variants [ Assay - Assay THH T2 EHESEHE (P
UV JEEL LC A7) FEUERIE © SUERIEEZER M-NFS-60
4liftl (responsive to filgrastim) - #EfTAHREIG A= (Proliferation) {5 o

DL WHO  FZE2E i b ¥ ll

(3) mADb pilot phase using Infliximab as case study
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Fo AZRER T N BUE RS VK - S B R T A B RS K - SHETIE
{Ezm 2 E5] - EDQM [y 2010 SEBAgas PAIEZREE 7 A BS54 F /KT i
 EEMBEIR RN R - HERZ R G MRELENE > HEEEF]
FREARAGT IR RA% > (B IEFE AR » AFAlY Pharmeuropa PUEGERS SR
R FRIFEREREZEGFERASE - N IIREST RIS ESR
B8 > Nitt EDQM 2B AR BN &S 2 B g ek se It B IESE - g
B RESKRMEE -
* MIFFAE RIS EDQM G - st RSB L wESE i miE R - 2RISR
K o eV BRI A an TAF/ NHBE 5 > BUNSEERET E4AE
JEFREE A AE VIR AR EES T - STHYHGUA] - raw material R RREISEAESE
% HAMHBAN A AR IS TR R #i 2 27 - Bl OMCL Bf8eg i
VLR D T EAE S EN LA OMCL (88 B HlE 7 &
=) Blg B REMERT FR > WESbiEndEss OCCL &g B HE
o SRR - FAEAESE 6 HAJRE2I0 OCCL &3k - EEin AT

HE)H}
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W
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