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107411 A 22 H (Meeting for European Pharmacopoeia Observers)

2+5); EDQM B s R BIOM S HUE IR S B U

(Visit of the EDQM Laboratory & Visit of the EDQM
Reference Substances production, distribution and storage
areas)

107 11 H 23 H~24 H | B2 (AR SR Hrir - far s PR -5 36)

S A8 I R B R T A 2 R - Ry S B L B Y SR -
Forp o BION 2 H R B N P A B R o 2 L [E AR S - FEBIONER 25 & (Council of
Europe) 37 {5 B R BR S P9 B ol - HH AR T35 oAt 2 B asaman'E - H Al
E%’K>Jll%?§ﬂﬂa)§*ﬁ§%9 R o HLER AR i 5 %E B ZE R (General  notice) ~ g Al {2 41C
(General chapter) ~ ## RI| 132 (General monograph) k% 7 ([ Z (Specific monograph)Z » il
/\%Jﬁéﬁﬁﬁﬁ'ﬂzﬁﬁ TR T 0 R A1 ] B v e M TR

EONES 5 @ (European Pharmacopoela Commission) ¢ 17 /219644 » H F F{F
%{%EE@%}I@N mie ZZ B E B S LIBONBIZ Ry - HoAth I RO M B 22 B04H 4%
IR HSER A EZE 8 - BRTBONEEILZ B &A38 (Hd 5B K30HEZ= 8 - AE 4
E 1024 pl RBONSEIIR 22 & - BUNEEILZ B & FEE N3N ~ 65 K11 S8 —X
ZE GG > DFEBONGEICH Y s Tl B ilsy - WHIERSE TIFst= BE Ak
FBIEE NE > IR ] R e DA RO £ L i G 22 4 S 310 B 2% Bl (O B AL T A SR
Bl -

RREOMEE I Z B & 1620 & 3 HEONEEILZE B & 2018 BT THY =R gk
ZEete—R > gakbiaH LA EDQM J5{Dr. Susanne Keitel E{EE/EGH%E (X
% ERIHEUMNEEiZE 5 & FEDr. Tobias Gosdschan {FHfE » 22 5 &2 201943
HEESEE RN Z B T - 72 R IH—REEEST - ZTEg SRR @8
12 Em A i B2 128 i Al R (B 2 (BT - sy 125 i B EEm . TEEEs -
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(—) WERHE

(DA RASH ¥V HE (Valsartan) £2 i o o % e (nitrosamines) 2 {581 ke /D EJH2E o
H N-gEfff AL T R (NDMA) B N-afiff L — Z i (NDEA) g RIAF bt 58T
2018 = 7 - R T GRIEE NS N SRR 5 » ST P AR e 2 e T BR 8
[ EE Valsartan &5 BEIY)EUETE 2 A 409 NDMA » [A NDMA JE# {1848
FRHI G A Z A4V - P AR g R 8 A e Lo A ab i 2 T AR B Aeo/ 5
& e BOTAEM R SBIER T & &y AR B BR S - B 1 A
HERE - PREEE &4 A BA H RS R A Y R B2 A s U T 4 2 5
Gh » TR S TORBIONSE BUBET o2 Lo gt inflElEm - (NI - B Iaz Se A iyl A
FAEE TRIOM S B B 28 Pl B8 1 51 B ZI AN B4R Y LAFEEIH © ARGk BlIRE -
(DFERS Valsartan FHEE A 5 2 42 7 (production) /N i A% EEA 40y o7
TE(EETIREECIR) - B dm Ao g ot 7T A (B TR IR 1) © (2)2
BFRREITTE » BELER AT A S AR —BITHIR © Q)@ & /R Ik 2
PE B B RER e NS > SR TR R Al n T A T et B DL e B E [EHE RO A 4l
SREREE T - SBPYINEERE > REFEXRSEMIEHRRER » &
R ARSE AHRRAIEET DAPREE R g m 2 (R 2 DR e/ IME Y DIH S %E
anflE G o ARF A BRAR s A B AR AR/ N T > A EE(2) R ()T » RITARERE
i1 MG working party (General methods)& & 1248 TAF » iz5H L 2019 4 3 H
YBINSE N TS B S 163 Z e s T (R -

(2) BRI NS ILZE B 5 161 i MIR K > BONSRIGRIE TR
AERHHS Ty ~ B3] MBS » WEE i E st It — B L T %%
ARG P E AR - B ER R RE LIRE A 2 TR - W
B LEERGHREZE GRS - DR B M LIFHE R e TR
ate > NIRBOMEE HURBI 2 (25T -

() ILfFstsE

RIS S iy SR~ FA&EE &S - #ig Mycoplasma gallisepticum vaccine
(live) (3133) ~ Balances (2.1.7) ~ Colistimethate for injection (3128) ~ Enoxaparin injection
(3131) ~ Insulin glargine injection (3129) ~ Teriparatide injection (3130) ~ Mirabegron (3132) -
Senna fruit dry hydroalcoholic extract, standardised (3127) - Cyclo-olefin copolymer (COC)
(38.1.17.) ~ Styrene block copolymers (3.1.18)%% 10 j& 8 I =k (@ 3% > 4w & T1/F - Mk
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Olanzapine (2258).Z 42 - LEA) - 5 B LM (A8 i B E I SR BR 7 /A 2 Rt it es - H
H oy Bz 2 pil B E SRR 2 FRE 2R - BOMEEEL{, 3R (R &4 Bovine insulin (1637) -

(=) Essential/General Texts :

(1)#r¥% Quantification and characterisation of residual host-cell DNA(2.6.35) » {57
Whe Wheat starch (0359) - Copovidone (0891) ~ Gelatin (0330)3: 3 & » /M&
Cellulose, microcrystalline (0316) 5z Pharmacopoeial harmonisation (5.8)#: 2 /& -
A7 7 #% Reference spectra instead of CRS in monographs on narcotic and
psychotropic substances Z{ZZT55°K » IEAN » 3/ NHDRERFBIOMN S L 55 =507
(Section 3). 7 ZEREEH 4Rk » 0B EEREES 4 (medical device) & 17 F Section 3.3 -

(2)z%/NeH¥i > Quantification and characterisation of residual host-cell DNA(2.6.35)
HHE B I T B R SRR 2 F R YIRS - B A YEEmE R E A
E YRGB R 2 L - 8 m DR R Rs2'E - R AR dmtis Rl - =]
(e firs 4 AR 2 &0 ~ DURSGUSEAEYEE - RZ LAYy
18 F AR Rl AR R AR TR A S B IR R 4R 2 8 iR 15 - DNA
A REAF A VB M B B A SR M B AL A - B0 (o P 32 2 A T i SRS
7 REREmNZ e - ZEAY) RS TR B R R A LR A RS R TE £
A DNA AT FRET LR A 2 A 50 7R B —(E @ A SR A5 A AR A A
Bass - FRICIE > BIOMSE TR/ NHAY S50 T8 72 B 18 £ 4HAE DNA Agfl]
JEZAEHS > Al Group 15 BUEEE S - 5% i S sk Rl & 8 5 S i s 5l S R A
(real-time quantitative PCR) % & % 2%, (immunoenzymatic method) » Fij#it — 75
A WHO L [EIEE sl Bahfent 2 e SRy UL S A3 - BB BER - £
EEAS R E R E R 2 il% - PR E B 218 T4 DNA &8
I TRA] M DNA R ECR/N © [E4h - B E R Y S mfdEE % - 8
HE R ] A e A EAS (R iR M BB S LAY Rl 5 0% - MG R R &
BT S ¥E I A BRER AT (8 FH 48 £ E TR A 2 fllA" - DANEORaZ 3 Al 2 58
ez R 2 Fri s 2 [E K - B& Cell substrates for the production of
vaccines for human use (5.2.3) ~ Carrier proteins for the production of conjugated
polysaccharide vaccines for human use (5.2.11) ~ Raw materials of biological origin
for the production of cell-based and gene therapy medicinal products (5.2.12) ~ Gene

transfer medicinal products for human use (5.14)%53&HI| » FILAAHREIE B2 > 4
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YRl A Bl g b (biotech products){E & > #0 Teriparatide (2829) - Etanercept
(2895) ~ Glucagon (1635) ~ Monoclonal antibodies for human use (2031) ~ E [N ==
s MABFL SR E R - AN EH B BRI © WEEEk o A S
FRREE ~ AVE /N ~ SR s s RS - NIEEEZE
%Jﬂ‘zfﬁ YR T 60 (ELL_EAYEY R é\iﬂﬁﬂikm ' JEEE 1 DL ERYRERE Y

sEIE  J7 e - RIMNEA R A EOM SE B85 162 ZX &k s s iy -

(19) EZRER4H(Group of Experts))#izi : BUMEESLESERAHET 20 4 AXEHA 18 /)

MHER S AR A AT B GRS TERE NS » MErERT ¢

(1)Group 6 (Biological and biotechnological products)
&1 Protamine sulfate (0569) - Urokinase (0695)+L 2 &= - ifi/MZ Follitropin
(2285) -~ Follitropin concentrated solution (2286) - Urofollitropin (0958) -~
Gonadotrophin, chorionic (0498) ~ Heparin sodium (0333) kz Heparin calcium (0332)
L6/ -

(2)Group 6B (Human plasma and plasma products)
{57 Human plasma (pooled and treated for virus inactivation) (1646) > ifi/\M&
Human measles immunoglobulin (0397) ~ Human plasma for fractionation (0853) 5z
Anticoagulant and preservative solutions for human blood (0209)1t 3 & -

(3)Group 7 (Antibiotics)
/IM& Microbiological assay of antibiotics (2.7.2.) » 3fi##% Erythromycin (0179) &
Erythromycin ethylsuccinate (0274)4% 2 f& 2~ {85 55K

(4)Group 9 (Inorganic chemistry)
f&aTAluminium magnesium silicate (1388) - ilfiz# & Calcium carbonate (0014) . &

BIEAK °
(5)Group 10A (Organic chemistry - synthetic and semi-synthetic products)

i 1% Benzydamine hydrochloride (2759) Kz Tetracaine (2909) 2 & » {E &7
Benserazide hydrochloride (1173) -~ Desipramine hydrochloride (0481)
Phenylpropanolamine hydrochloride (0683) kzPropyl gallate (1039)#:4% - 52Rk
Caffeine (0267) ~ Caffeine monohydrate (0268) ~ Chlorpromazine hydrochloride
(0475) Kz Fenoterol hydrobromide (0901) -~ /N & - ifi ## %% Benzydamine
hydrochloride (2759) ~ Tetracaine hydrochloride (0057) ~ Desipramine hydrochloride
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(0481) ~ Chlorpromazine hydrochloride (0475) ~ Metformin hydrochloride (0931) 5z
Sotalol hydrochloride (2004)%:655 2 (251357

(6)Group 10B (Organic chemistry - synthetic and semi-synthetic products)
{&zTChlortalidone (0546)- Fluocortolone pivalate (1212)~Propranolol hydrochloride
(0568) ~ Mesterolone (1730) iz Terbutaline sulfate (0690)F£5% » i % Valsartan
(2423) ~ Chlortalidone (0546 - Mercaptopurine (0096) ~ Verapamil hydrochloride
(0573) ~ Testosterone isocaproate (1737)ExTibolone (1739)Z:5fE 2 B3T:EK » H
tr o BR 7 Valsartan (2423)iRF (35 ARG s PRAH B (Em D MERR A B THh > H
ERAfR B3T3 KR & e B -

(7)Group 10C (Organic chemistry - synthetic and semi-synthetic products)
& &7 Levodropropizine (1535) - Tilidine hydrochloride hemihydrate (1767) k2
Vigabatrin (2305)%3%; °

(8)Group 10D (Organic chemistry - synthetic and semi-synthetic products)
HrivTopiramate (2616) » {5 Carmustine (1187) - /[NM&Imidacloprid for veterinary
use (2924) %15 -

(9)Group 11 (Organic chemistry-natural, semi-synthetic and synthetic products)
¥ Vincamine (1800) - {Z&] Vinorelbine tartrate (2107) - Sucralfate (1796) -
Penicillamine (0566) - Galantamine hydrobromide (2366) } Diacerein (2409)4:5

» Alfi/IMEZApomorphine hydrochloride hemihydrate (0136) 5zBoldine (2971)#:2

|

o

i

(10) Group 12 (Dosage forms and dosage form methods)
{&zTParticulate contamination: visible particles (2.9.20.) 5&zPowders, oral (1165)+%
275 > li/[M&Disintegration of tablets and capsules (20901) &z Solutions for organ
preservation (1264)$£255 -

(11) Group 13A (Herbal drugs and herbal drug products)
3 7E Peppermint oil (0405) ~ Purple coneflower herb (1823) ~ Purple coneflower
root (1824) - Liquorice root (0277)Ed Liquorice dry extract for flavouring
purposes(2378)% 5 i 2 BETEE

(12) Group 13B (Herbal drugs and herbal drug products)
i Serratula coronata (2754) - /J\ﬂ%High-performance thin-layer chromatography
of herbal drugs and herbal drug prepa (20825) % ####%Black horehound (1858) > {&
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HE B
(13) Group 13H (Fatty oils and derivatives, polymers)
i Cocoa butter (2607) fzSqualene (2805)1:2% - {5 T Arachis oil, hydrogenated
(1171) ~ Borage (starflower) oil, refined (2105) ~ Castor oil, hydrogenated (1497) -
Cetyl palmitate (1906) - Cod-liver oil (type A) (1192) - Cod-liver oil (type B
(1193) ~ Cottonseed oil, hydrogenated (1305) ~ Diethylene glycol palmitostearate
(1415)~ Ethylene glycol monopalmitostearate (1421)~Evening primrose oil, refined
(2104) ~ Glycerol dibehenate (1427) ~ Glycerol distearate (1428) - Glycerol
monostearate 40-55 (0495) ~ Hard fat (0462) - Hard fat with additives (2731) -
Macrogol 15 hydroxystearate (2052) - Macrogol 30 dipolyhydroxystearate
(2584) ~ Palmitic acid (1904) - Propylene glycol monopalmitostearate (1469) -
Safflower oil, refined (2088) - Soya-bean oil, hydrogenated (1265) ~ Soya-bean oil,
refined (1473)~Squalane (1630)-~ Triglycerides, medium-chain (0868)~ Wheat-germ
oil, refined (1379) - Wheat-germ oil, virgin (1480)Z:267% * /[\MZCastor oil, virgin
(0051) ~ Castor oil, refined (2367) ~ Fish oil, rich in omega-3 acids (1912) &z
Lauromacrogol 400 (2046)Z:475 » i 1@ % Beeswax, yellow (0070) ~ Fish oil, rich in
omega-3 acids (1912) - Lauromacrogol 400 (2046) - Macrogol isotridecyl ether
(2730) ~ Macrogols (1444) - Paraffin, yellow soft (1554) - Wool fat (0134) &z
Squalene (2805)%:8f% Z f[&aT55K -
(14) Group 14 (Radioactive compounds)
i Krypton (81mKr) inhalation gas (1533) 7 {Z5 155K -
(15) Group 15 (Human vaccines and sera)
1) {£ 5] Botulinum antitoxin (0085) &z ## RI] Residual pertussis toxin and
irreversibility of pertussis toxoid (2.6.33) > A fc &&= TE HAHRE > & J E4HpE A
B HZEER 2w EEtE 10 & - /M& Poliomyelitis vaccine (oral)
(0215) ~ Yellow fever vaccine (live) (0537) ~ Influenza vaccine (surface antigen,
inactivated, prepared in cell cultures) (2149) ~ Influenza vaccine (whole virion,
inactivated, prepared in cell cultures) (2308) 5z Immunonephelometry for
vaccine component assay (2.7.35)4L 5 & - 7##E Tetanus vaccine (adsorb)
(0452) ZfEETEHK » ZAZRTN R MENE A - K —fHERT B HAERE < &%
B Ry 2 e w15 7 -
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2) #@HI Residual pertussis toxin and irreversibility of pertussis toxoid (2.6.33) &
Bl BEHE R ZEETE - PRI RHIEAY 5 H s B A 82 4)) 5 AR R
ZWE M ~ B, SRR HedEEE (e =a— WHEa— A8
—RNE—EE) T2 — > B ER SR R e i o TR SR R 5E
e EZEHZBERZ 0I5 EEa e VEHEER . — - iR
PR 2 (R S B I E F— MR A AR T R AY B H
R T H iz R el DIMECR e M - R Seliaaz @Al oot
J7 5% R A5 e BRUR M5 B 2 (murine histamine sensitivity test, HIST) » 5% 75
ERER/NRETEE ZEREEEL - A USRS R NS TR R
SR HIE Z MR - WONEE BLE R T EREN Y~ E RFELZ 3Rs
(Replacement, Reduction, Refinement)fi il » S8GR b R4 st B 2 B U A R
FotBJeTAE - Z A Z{E5TH Group 15 (Human vaccine and sera) &5 » &
BT NA S =0y (D PR b2 CHO difr A+ SatEe % (standardized CHO
cell clustering assay) SV CAH @ BURL MR B % + TR/ NHEZRKIEZ EDQM
JeAT R PR - fERE W DAE AR B 2 RV RS CHO JHAEEE
SR EI A S BN ERS L - (FhE HIZHER B w5 » %07
EHAIF TR & ELUN S 4RtE(Chinese hamster ovary cell, CHO cel)i*& A H
Hix s 2R VRS N e AR R 2Rt - (E R (AT R A B H e vy
HESAH A HZBEREHEEL 2 olE(E—) - QMRS HiZsEZE A A
Ve © (IR R B 7 B4 5 5 B8 % (Official Medicines Control
Laboratory, OMCL)FrEfTHYER AT 72 Bt b i & 5 EAAEAY 1 H Iz i iy %2
EVECHEDR - BHZEHERAESELEN - EANER M2 R
i BOIBR T E HsE 2= A e mtE - GYMIBR P BT B H %5
R ZHE - DO NI HG < SRR (pre-adsorbed  bulk) P& 07 3% 55
B H R PEEES RS - BRI R R < e e RS
B DiFS RS WARE ZAHZER » s 5 iz flE =] -
ARGk A 88T - IR —Of i E A IR AL T H i 2
H EAHE SR et 10 /R 2 BaT - AETHY 2019 A 1 HIE=AERL -
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CHO Cell Clustering Assay

/36

Source: R. Isbrucker,

Health Canada

Control (no PT>) + PTx (48 hrs)
Sensitivity: ~ 0.006 IU PTx

= Induction of clusters in non-confluent CHO cell cultures by
active pertussis toxin

= Standardised method validated in a collaborative study (¢ zmbrucker
R, Daas A, Wagner L et al. Transferability study of CHO cell clustering assays for monitoring of
pertussis toxin activity in acellular pertussis vaccines, Pharmeur Bio Sci Notes 2016:97-114) 3

e =

—

&l — - CHO 4ifRfEsliRiA (e 5 G35k

3) TE#EEHE © 138 Technical Guide for the Elaboration of Monographs on
Vaccines and Immunosera - & 5 B ABUNSEBLE 5008 R T 40T 4R B TE T K&
TP I (EEm < SR te HilE » DAL AHBE R 5 5 il E o 1 fe R e L0 (1l 5m
HE 22 - AR 4R E Y EL 3.1 5 Pharmacopoeial requirements #71% General
information /NEf7 > LATFEBUOMNEEEL General Notices fz HoAthAH[EH < 4% ~
R fiaTa 5 [HREE ; 1£ 3.2 fii Alternative methods 1 » jRF£2-5 T A B
AR 7y - s AR SRS < B R AU SRR - BT
3.3 £fi General chapters % FH i A\ By Je R 05 34 J7753R B © AT 3.6
&7 Elaboration and revision of monographs and general chapters RIJfit & BN £
HUETIS EETIE T DU - WEFR LSS EDQM 2 REEAEER 1S 5 55 4 &f
Structure and content of monographs on vaccines for human use 7 4.2.2.1 /]\§fi
Production - General provisions 4 [HiffifllR 2 M5 - 4.2.2.5 /NG
Production - Purification and inactivation 7R & &\ 2T 45 Bl it S BN &%
H Cell substrates for the production of vaccines for human use (5.2.3) N #:1T
f&5T ; 25 5 £ Structure and content of the general monograph on animal
immunosera for human use tt » ZERREE RIEAEIEEL(E I Z 801 > RI=IUE
Z o~ W AL Bl B AN S LSRR ZORBU 52 5 5 55 6 &7 Style guide
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of the elaboration of monographs on vaccines for human use » HI[#2{tir Hi5E ¢
HrGEETI R F RdmiE 2 HuA -

(16) Group 15V (Veterinary vaccines and sera)
i Infectious pancreatic necrosis vaccine (inactivated) for Salmonids (3063) » {Z
=1 Enteric redmouth disease vaccine (inactivated) for rainbow trout Yersiniosis
vaccine (inactivated) for salmonids (1950) - ifi 3% Tetanus vaccine (adsorbed)
(0697) 2 fE5T57 K

(17) Group 16 (Plastic materials, plastic containers and closures)
{&=71 Sets for the transfusion of blood and blood components (3.2.6) % Sterile
single-use plastic syringes (3.2.8)1L 2 & - /[\M& Materials for containers for human
blood and blood components (3.1.1) ~ Materials based on plasticised poly (vinyl
chloride) for containers for human blood and blood components (90001) - Materials
based on plasticised poly (vinyl chloride) for tubing used in sets for the transfusion
of blood and blood components (90002) - Sterile plastic containers for human blood
and blood components (3.2.3) ~ Empty sterile containers of plasticised poly (vinyl
chloride) for human blood and blood components (3.2.4) - Sterile containers of
plasticised poly (vinyl chloride) for human blood containing anticoagulant solution
(3.2.5) ~ Sets for the transfusion of blood and blood components (3.2.6) ~ Sterile
single - use plastic syringes (3.2.8) 5z Plastic additives (3.1.13)#L 9 /& > i#EiE
Polyolefins (3.1.3) ZfE&T55°K » s im AANERT N SR EAN 4K 1835 - K [E]HRr 28
/> Polyethylene with additives for containers for parenteral preparations and for
ophthalmic preparations (3.1.5) - Polypropylene for containers and closures for
parenteral preparations and ophthalmic preparations (3.1.6) 5z Poly (ethylene -
vinyl acetate) for containers and tubing for total parenteral nutrition preparations
BLNHEIE -

(18) Group P4 (Procedure 4)
¥ #% Dronedarone hydrochloride (3039) - Prasugrel hydrochloride (3040) &
Tapentadol hydrochloride (3035)=:3% - i i & Prasugrel hydrochloride (3040) &z
Tigecycline (2825)4:2f 7 {&ET35:K -
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(7x) IAE/N&H (Working Party, WP) iz © AXERRA 13 /NMEREAMZEEZAES

IR FTEEET RENE - kR
(1)BET wroking party (Bacterial endotoxins test)
/IME Pyrogens (2.6.8) » 2@ %% Monocyte-activation test (2.6.30) 7 {Z5 15K -
(2)CEL wroking party (Cellulose)
/IM& Carmellose sodium (0472) ~ Croscarmellose sodium (0985) k2 Carmellose
sodium, low-substituted (1186)1t 3 &5 - iz %% Hypromellose phthalate (0347) 2
EETFHK
(3)CRB wroking party (Carbohydrates)
{&&7 Galactose (1215) - ifi/]MZ Sodium starch glycolate type A (0983) ~ Sodium
starch glycolate type B (0984) 5z Sodium starch glycolate type C (1566)% 3 & -

(4)CTP working party (Cell therapy products)
/IM& Numeration of CD34/CD45+ cells in haematopoietic products (2.7.23) - ifiZ7

H 2019 £ 6 H RFEZRHTHY/ NH F &S -
(5)INH working party (Inhalanda)
{34 Preparations for inhalation (0671) 7 {Z5]z5°K -
(6)MAB working party (Monoclonal Antibodies)
/IME Infliximab concentrated solution (2928) » {5 F infliximab BRP 44 A (& &
b AR o
(7YMG working party (General methods)
{&=T Absorption spectrophotometry, ultraviolet and visible (2.2.25) -
(8)PAT working party (Process Analytical Technology)
i Process analytical technology (5.25) -
(9)POW working party (Powders)
i Powder flow properties by shear cell methods (2.9.49) -
(10) STA working party (Statistics)
/)M Statistical analysis of results of biological assay and tests (5.3) » ifiZiEH
EDQM Z AEWIMERUE 3 iréiatiicds CombiStats &> 2020 4F 1 H 1 H 5 ¥
(11) TCM working party (Traditional Chinese Medicines)
i Abelmoschi corolla (2827) » {Z5TIndigo plant leaf (2727) » 3ifi/[M&ZNames of
herbal drugs used in traditional Chinese medicine (5.22) %155 -
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(12) VIT working party (Vitamins)
f&5T Alfacalcidol (1286) - ifi/J\Mg Biotin (1073) ~ Cholesterol for parenteral use
(2397) ~ Phytomenadione, racemic (3011) 5z Pyridoxine hydrochloride (0245)1t 4
= .

(13) VSADM working party (Vibrational Spectroscopy and Analytical Data Modelling)
i Scanning electron microscopy (2.9.52)1fi/]MZ Chemometric methods applied
to analytical data (5.21) &z Chemical imaging (5.24) 2 & -

[ ~ BOMZEHSS 162 X% B g

= - 2018 BUOMEE sz AR A G RN B ER

By 1 (HEZR B0 T EEOMN SE L BLIRLE R EDQM (2t 2 FEIHY & {F 773 EDQM it
ARBIOMNSE 12 B o R % - BEEIERE 1 Al — R FAVBUN S 22 SR &g » 1
73 AR (—)BIOM S LR 0 R RIS HEES - (T)BIOMSE B8 FH 145635 (certificate of suitability,
CEP) (=)E f&&E b iE F s = 4945 (General European OMCL Network, GEON)Ei4: )

& LB 7 i3 i fT (Official Control Authority Batch Release, OCABR) » (VU)F ] 82 {5 i B2
ZE i S (To) (e HE R IR T B 5 E R T 0 4H - DU T & Tk S i -
(—) BUOMEEIR & AR EEE

7 F i Dr. Ulrich Rose #E{ TR » &% » Dr. Ulrich Rose 27 BHBJCN 2 sty (0 >
— (RS T A DL BRI (general methods) JTECEER o MG BAA T ITIE S I - B8
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st~ e e MERE ~ SUBRIRAR T AR K (B2 ) B A AH B A B H 2 254
B RN ERAINE - —RME T AR A - e SR TR oK - R
e pes ~ WL - IR E R R AMEER K B0 0 7 AT A G B T S 408
PEAEAE o R — e M o M T AL AR T B T 2Bk rIHe U S RV A > AR
i EE S RE N ITE » WU (ERIVEE S o AR AR bR A A
DUt o 5 BTEOMZE B IE A &ET Chromatographic separation techniques (2.2.46) ~
Determination of elemental impurities (2.4.20) 5z Viscosity (2.2.8)% =81 » i = HE E 22
REAYAR BRI > [ESA B EE #5356/ \4H (Pharmacopoeial Discussion Group, PDG){y3E
T e 2 | B Lt 2 LY B PR B AL - (B2 BRAY A S RE B A & (0 FH & 7R R BRI P - ot
gk > IRFEESE EMA & ICH Q3D (Guideline for elemental impurities) » B €28 H Fi4m
ERYE R Y —RI R EaT &8 b A MY (R E) 2 BRI B = - PIAEsT A 4iY)
Heavy metals (2.4.8) » i H H g {2 2 i 8190 F 8% 2 JFORF 82 - [5) is fic & (2 5]
Pharmaceutical preparations (2619) 5z Elemental impurities (5.20)54& » 0220 MR EE L
i T E B BIREEH CHNRE  ARREEEESAER ALY - Alfics ICH M7
(Assessment and control of DNA reactive (mutagenic) impurities in pharmaceuticals to limit
potential carcinogenic risk) 5z ICH Q3D - {Z5] Substances for pharmaceutical use (2034)5,
A EE b 18 5 P 2 A EE (production) 25 47 F DAFR & 5 S5 ¥  Chromatographic methods
applied to analytical data (5.21) 5z Chemical imaging (5.24) - 5% > Dr. Ulrich Rose 7 BHER

e o 2R BPR AL L R SR B Rl S RS BB R Z TR b e ST 2 R B B EE
EIA—TERBOMNE R - H.3% B a8 g AR ARV SRR e R BB - M EC R BRI
o LRI AR R A AL S BIOM S RO EAR MR PR [F] [ 5 S8 L A R 4 o 2 AR A 55
I > DR S A R DR A [ S AR st Tl - BT ER T TR R SR EAS > TRAESR SR
FHHUSRE SRR - AR PRSI ER BN GBI ~ SRR K ARSI RE AL
PR 1 AT DUSESR 25 B B 2 o BB S S B E A Ik 2 S R T e e S e R T (R
FEALT & A [F] T S (s 2 S AR 6 BRI T 2R S5 AR o E sl - ARG
AT LUB DR E] s S AAREES > (E8 A 15 DU e L bR r s e (S = B A 8 -

(Z) BOMgEER M &
H 1994 it > B E S N\ fdEFEZE 2= (Council of Euorpe's Public Health
Committee) B[I {{c & AP-CSP(07) 1 5% /22 17 T BN &% H % A 14 58 & (suitability to the
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monographs of the European Pharmacopoeia, CEPS)E » A2 0y B B4 (R 2E 41
3 788 P e% endH < s B B 4 2 B SIBIOMNSE B A A & DA PReZ in T H i B -
RIFTTEES N Z e i - DUS B E G 2 Ffg o R > EfniFEg CEP bR AN
RGO 262 HL {18 5 BERTHIAHRE &SRS - BEREEREI S » HUS CEP A HE it & Bz
Fresz - mIEREIs ] AHRE &R - DUFORIEE Rl > BRI EHUS CEP » AT L CEP HY
(CHBR T AT 55 HY 48 A 3529 3 £ (Common  Technical Document, CTD)f5&H 3 — &n'E
(Modual 3 — Quality)Z 77 2 &} o

CEP R FFEE A A E] » w7y Ry a8 mmoE e sy ~ BRI B~ Chemical
CEP &\ Herbal CEP » 555 —JHz8H E M & BN € iE 3 Minimising the Risk of
Transmission of animal Spongiform Encephalopathy (5.2.8)#{ i TSE CEP » Hig5 CEP 1Y
ot 7 s SR 2 BIOM S B {5 = fnH » BRI BIOMN S Y EER 2 fH ~ RFF &8s
BEEmE 25 < VA - HENYIAH S EL R AR VR on - AN BSAHAR e e S MR BB i s -
YRS CEP FRE#HIE - BUSRTAANHES CEP » §5 i EDQM $23C g & KA A R L
- WHFBEER & GMP 2 UJ4EE K2 Bt & 2 FIEE - %% - HhisEEE
(Steering Committee)$5 & B A 3 & i H A ER < B T BRI E ¢ & EDQM Hoz it
[FEE A FEHRNERE TSR FEZERBRBONSERERZE g IS
EDQM & {fcig (il 7| FR B R B U B s A 45 51 - AN T E A R - DARESE 728 Y
BIETF S GMP #E DR R EE NS 2 RN - BB B4R IR SR ERiE S CEP
NEAEE AT RE LIPS & W R 58 H B i T a8~ FEHERE - CEP ARCHIR &y 5 4
5AREERE T —K > BARAIA (a8 > CEP A & /AN EDQM 2 H 85 H1s -
(I =) i A IO 2 HiL{[E] 5 BEF - EDQM JKFZ8AT CEP 57 B S & » 34 T8 S (R ]
Ve RS AI S - R E m T S S IUEE TR 2 58 HA S M - R A B EE IEETRRAH
B ZYE R A A E S S E S HAAN A E S - IS CEP 53 -

7> CEP HE5ERIRNELEREZZ - H CEP ;39 (@& A & BSL A 4)
TINEEAR ~ BN ~ 4P5RE ~ ZEfeiuns R & EFERIFTEE ] - 8 1994 4L - EDQM
Ci%%5 8 5,100 55 CEP » HAgA- 932 300 {58 B 552 5z 1,600 (L) b2 BER % »
ZEEHEFE EHARE T 50 A FEIRIZRAY 1,200 {#ELGER - sZ2BEVIERER T - 58A]
CEP MR IR Fr 4 o -
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How it works

To be updated : Application

- at any change (notification,
minor/major)
- after 5 years (renewal)

Validation at receipt Request for add info

Evaluation (2 assessors)
+ TAB if necessary

Request for inspection

Revision of monograph

Transfer to the Ph. Eur. CEP granted
experts group

& — - CEP 4 dp I8 B g &kl

BT 8 i B B A B R Y B B T IR R T

B 5 & e | & Bz (Official Medicines Control Laboratory, OMCL) &80 +
BRI TEELLEE R ERE - RTINS BT ERE - B EE R
EZ RS E DR E R E BT o /B - OMCL &R B 4400
A ERE S SO E o L FE ~ WONEEIL A 7 A2 s W AR le B & 7y 2
Bl GMP &% ) i MR 95 5% TAF « BRib 2 9h - OMCL IRl meestf ~ AblEim AR
e B e E A B 1T - BUHEEZE & (Commission of the European Union) BB
HEEY 1994 FlidG OMCL BT 2 BONAEEE B 7 mE T E 4848 GEON - (R
EDQM #E(EFLER - BRYEEHHENES) - BIFTFE L ZMEERETTEAR S - fa%
RE I R 5 R I AE TR B R R &R - R T BRI OMCL HEEY)an/E
HIHYEE ST - %2 2018 4 11 H 1 » GEON .72 43 iR [EE %~ 71 i OMCL K& -

BIFE 27 {EEREERK 2= - 7 (I RER BE R B BIRVBOM N ZE - 7 (EFEROM N 22 ~ $I R b 1 ([
) - e EmEYEEZ AL EREE 107 £ 3 H 2 Hi - JRE Rz 4848
H—31 e

(=)
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». Composition of the GEON &

Currently 71 OMCLs from 43 countries
(Status: November 2018)

Members and Observers of the European
Pharmacopoeia Convention

= Full, associate or limited
membership

= 27 out of the 28 EU countries (except Malta)

= 7 European non-EU countries: Belarus, Bosnia
& Herzegovina, Republic of Moldova, Russian
Federation, Serbia, The Former Yugoslav

Republic of Macedonia, Ukraine
= Norway (EEA) & Switzerland (MRA)
= 7 non-European partners (Australia, Canada,
Israel, Kazakhstan, Morocco, Singapore and
associate members as observers

g

rf e

'
i

B0 ~ GEONY B (s & i 2ok)

GEONA A [EjgR  LFE&1FER) - —f M S8 B iE TS5 7TET & (General
Market Surveillance Scheme, MSS) ~ /& ££56 /5 2= (Quality Assurance Programme) ~ £ /7
5053 1 (Proficiency Testing Scheme, PTS) 33l 4lElh s - (4B HOMCLS:
i e EEZ A E T (Centrally authorized products, CAP) - iz 125 (Sampling and
Testing Programme) ~ #H & 28 0] £ (Mutual Recognition Procedure, MRP)ELA: #g& ' E
77247 (Official Control Authority Batch Release, OCABR)Z:EH) HIFRFAER S K BUM
KO B2 Z OMCL2 B - Fipll BB of - AEW)EE S E 7R T e Or A R Ye i R
BIMEAYELLE - X2 RANENEZEE) - BURK BB REE RS <
2001/83/EC-2004/27/EC Article 114 ~ &Y B8 FEHEREAL ZUI 71T EFE 7 (EU Administrative
Procedure for Official Control Authority Batch Release) iz JzE il All#5Fd (Product specific
guideline, PSG) - # # fp4tt Zf i Se iR BRI AE B it B 1% - & dn B TRl > 5H
OMCLAHE T2 fufi s - 1% 48 T BT RA I OMC Lim B i 25 25 B A g 7 et A0 5 55 3
RS2 G558 B ERE RS IRTEEY]E (Batch Release Certificate) 2 f2 571 &y
OCABR([E 71) » &R FRZEHOCABRYGLE R G S RIS » £ 8 B REIHIAH 258 A
JREGEGIPE > HLOMCLERTTOCABRHYES FFRIA E & i1 F AW 4% i ] 5 17 BE R R
M FEREZEFIARIHEECR 2 BT - BUEHATA 15(HOMCLE FH#{TOCABR » 3%
S E R = 2017 L ET5E R T 11,0004 2 BA_ B AW EE S 2 TRUT 0 LS4, 0444
(225 T i R IR) ~ 7,3904t 2 IR B (2 11, 00 Lt T AR IFURE) (1 7X) -
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OCABR: The Qutline

| MS does not apply Article 114
| Article 114 —Human | J'

l MS chooses to apply Article 114

MS informs the MAH | - Applies to products with MA Batches released
that OCABR is required | ~ Must be done for each batch to the market
l- Negative
It;
MAH arranges with an OMCL for tests: :S:ase:m
+  OMCL must have (or develop) the testing competence (method validation) All M5
« OMOL an externally audited Q.H syslem applying the informed
sta IS0 17025 (MIA or National Accred
« OMCL must accept to test the batches
7 limit:
l to signal
60 day limit Independent Testing and Protocol
for assessment Review by 1 OMCL Positive result; common

EU Certificate recognised
in >32 Member States

Official Control Authority Batch Release

[E 71 ~ OCABRIIE (fésk H Gak &)

Overview of OCABR Activity - Human

Over 11,000 lots of final product

released through shared effort 15 OMCLs performed
DOCABR for the network
OCABR Statistics 2017 by OMCL in 2017

OMCLs have different profiles
and different capacities
Vaccine = 4044 batches
(225 monovalent bulks )
Blood = 7390 batches
Plasma pools = 11901

Work-sharing spreads the
load and allows all MS access
to independently controlled
batches.

28 MS require OCABR
S — l 4 MS do not apply article 114
IBFF IBUF WP
FP: Final F‘roduct UF: Up-st‘raarn Product .g. pl.asma pool

S

Mt of atches

[& 7S ~ 20174EOCABRE BB SR (e dk 2 gam &)

(PU) FTE Ryt SR S )
BATBRGERFEL  BNEEGHE 7% — MEEFREL " Mederime
Convention  » R BE (R 3G B i ~ HEMEBGER (IE (A B e an L B BB IR 75 ~ i
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MEBE S~ ARG AT S N B B on SO E A SR < B Rt e M 5 T R e R
2T R RIUIER - pIIUUSEA —EFR BN ERAEIENEGE A RIL - REAEIIR
BRI SAAE RS R AT AR T R > BB RETRR L A - 5% FR&URL 2010 4F 12
A 8 Hif 47 {HEUHRR %2 E i - IESIFEHEN B FE4Y) » Z258F 13
(R & 5% A4 - 15 (R R ALARZ FREI(E ) - A RS B R e hiE B B
2ERMERY 0 EDQM EY17 T Committee of Experts on Minimising Public Health Risks Posed
by Falsification of Medical Products and Similar Crimes (CD-P-PH/CMED) - & & #:8}
Medcrime Convention [ & BEBLE#8444% (single points of contact, SPOCS)&: &) » {H4T
SRt mn LIF RS BRI 2 K -

Signatures & Ratification:

he MEDICRIME Convention

&1 ~ 25 ZF 5t A Medcrime Convention 2 B % (fié3% H EDQM E J5441k5)

TEF T RS SR oy 58 - B M (RIS B A SE fmpe ) 14K Ry OMCL — A2
FTEE RN AR RS E - %8 OMCL 7 RIAIAE 5B 28 B4R R R = » I ERAE
s LiERT & B EDQM J* 2014 5 3 H 2 T UR EEER BR 5l 5 B P A B A ) A/ i B 2
iz Know-X database $5f5[e8 - 7% B e & /A CLAS 26 2 (R id B cn Y s P Al A s B Bt
BRI ERIA R E BT BRI TEN S - EEAIEER T OMCL DUk - S50
AR TETRRR - TAFLERAL » VBRI EEEE » IR H R AVE I HBUN TR S e BT
TITENTZ R R FE Ay 27 - [LS - OMCL IR a[FE eSS A i s A A Y A
SR A A o T 35BS HIBH 22 (Market surveillance studies on suspected illegal products,
MSSIP )R 3 ZEE B T ERAR LN » TR 4G HE OMCL HyfsBatily
INE Ty EZANE Kt EDQM H 2007 FRERLHRENE T T SERFYETE (Suspicious
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Unknown Product scheme) » 2% 3-8 (b1 AE 73k B0 138  SFBR S5 LL I (TR 2 7 B 01
A s T O B B D 1 B o I A3 A A1) - IR TRERY IS T ANBAE & - B4 H ] gt
EDQM fE st {E A OMCL #y2:7% - %25 EDQM Es{Tia 8 WralseRMYIE = - H
TR ERT) OMCL £/ 23 ] - % » i OMCL FréH sl (RS AR i AR
/IN&H (Counterfeit/lllegal Medicines Working Group) 7R 5748 U EE I 28 OMCL fE1 373 e 57
MrHIPVE fndE ~ BEEHERARBR RIS ST TSI ey ARG AR R A TR
15 OMCL FYREK » Fr @ AH S A B flor) 1400 S B S b aT & - $24 OMCL fZ LIS
AR SO I B B I SR R i -

(71) frede BRI S 8l
PR T BONSEHLLR{E LIS - EDQM JRE TR (e B R (R IRE AR RE 5 E) - B4t

FENZHG [REER R EE Z &M@t (Food Contact Materials, FCM)EL ¢ it 44
ARG #FE  BaEEM R (RS A SR E) AT IR 'Yl &R H IR F
HIRR - ERHE GBI & m EFEE - R bEYER TR gEs 2 mil &R
A BUETERSZ L A REER Ea P A LEYE NMEE ARG - 5 1959 i » E)
e N R EERVEEE - BREERY 18 {Eg RIS & mBE ikl 2 B O S Z R 77
o MECMER ST 2008 AR KFE L & i@t Z AR EE S HHEDQM & - H
PHEZ L - EDQM BIFHE R EH & B R HR < 55 [80R » DUEETHA
A BB R - (R EBONEESLY 38 (& E S S Bi22 BT Committee for
Food Contact Materials and Articles (CD-P-MCA) » ZZ eS¢ HEONHETEE » ¥
B R W EE TR B AR Y 20 2 A i B AH R R B E R » e B S b (it
B MBI A RITES] - MR - R R S BB IR E AR R (E
) » ZZEGEFEENREBEFF T EAER 2 KEGRED 1 TARER 2 B
itk AXBIEEGHET - REIAREFEF4 &R EDQM [F& Dr. Susanne Keitel 7752
BBV EHE N | miE R e E B iy 2 ks WREBBHIRAZERIA
CD-P-MCA DIRE#E—20 7y 3l & &85 Ko Fffn - TRRERISIE Dr. Keitel #5355 B1585EL
A - 2018-2019 HF-:% F& B TRk B B 2 1N #F BBV B £ F# Food Contact Materials
Regulation (EC) 1935/2004 Fii#fidi & anif@ifk - M i AR 7A B e MR Py E it
— IR B2 R B — AR AL - I HTE R Bl B AR B - AR (ARR) 24
OB i 2 2 B B ARl FE S | -
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Review existing resolutions

 COUNCIL OF EUROPE

https://www.edgm.eu/en e
resolutions-policy-statements

(/) EFEHE 2 &oan iR s R E g Ekh)

I ~ 255 EDQM BB E KBNS I B IR m B .0

ARREOMEE IR 22 B &3 TIE I PR ZE 85250 EDQM BB K BOMEE LS
B L - BiElRSTImE - S8 R » A4 N BSOS i m
BthduL - F 245 EDQM W bk B - B iR S5 28~ nlniEs -
(—) BOMEEHA IR B L

Z LY EDQM - 2 55 UGG FE HEEIOMN 52 I A Fvak i 2 { LE2 M T G i (Chemical
Reference Substances, CRS) - t&47}E ¥ 13 i (Herbal Reference Substances, HRS) & 2 #1:
118 i(Biological Reference Preparations, BRP) » {1 (i F {2 B M2 8 5 A0 TiaEs 7>
Mris < AR B B - DI R EGE B S - 5% B 0 By 0 H RTJR 7B WHO 2
FEFUAE Z A BL(WHO International Standards for Antibiotics, ISA) kB2 4224 5L (WHO
International Chemical Reference Substances, ICRS) - ZA1f1 » ¥flE S EIFE R LVE IS BIFR
A - Z PR B R I 2 Bl » B RS R AE EE T RR 2 o R
Ryl B I &ZEE%%@:LL% A i A R P L [E A e B s i ' R R 1% > PR ERRZ
DB RIIREE ~ B3 TR - T EMH

AKX EDQM TLAEABR GRS RE - XM B EwERKESEE

55 RECEIR Y A\ S5t theg H i DAV - 12 @230 A B R 1 A S IR B T Lol
EHEEHERME ARG L BB AT E A DB NS A CURF ISR I s8] - 75
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HEEBEPHH P —FmP1% - IBRRUS— R DIERFRETRF - AR TLOMR - B
ODEBENECHRAEIREGERE - WIS s8GTE - (A RER) ~ AR - /S
Rtk > RIRGRHGHE ORI (NE0R ~ AEU2 B T TR RENIERS - THE
HEABMRBETHEA{TRARIE - NIE > WO SRR BB R EER - TRKIE LAl
BB UG RORE - 230 T ] TR/ NERCE - HH OB AL KRR - #
EARE oy B TEE B REZ P 32 ER P A B RIB A i IR R & A B BT
BE - FEANFEFERLTEER - W HEEE SR ERENTEETL) - e
{EE T TR R FRIEIERE > MBI TR REZ - R EIE AREZE (R AR - FrRIHYE -
EDQM = & FlFilt sy 3E s ez IR (F A AR o A ml e (E B IR A L B RS S AT
{f‘zﬁﬁ)&a jﬂ%ﬁﬁ%a&ﬂﬁdﬁﬁﬁﬁfﬁ SRR 2 R - B IR LIRS R REARRT  H R AL
R 2 HRER  WRREEHE L E -

[E . ~ EDQM A B 535 (ifEik 5 EDQM 'E 5 §Euh)

RERFIEETEEM - o NEEEAE - PR B O S R (2 BR
ST S e 1 I AN o2 S N WS NS %F‘aﬁzgﬁﬁ%i‘%ﬁ{%ﬁ
AT HEGFEI et Z PR B 2 GRS R (E AN - SR PARY R U
EEHEG > TUETEFRSERE ﬁﬁﬁ%ﬁﬂnnuﬁ%{—%f RIFAE > FEFEAESEE 10 24
RELEREPARIER AR AFEAR L i N SfeERHERY 1 8AV 2R T L
H T R E B A AR R an 2 @f&%ﬁﬁﬂg%ﬂﬁﬁ ZRANE B EhE 2R
M L pE e N B - AR S a0 - BAGEIPIES LI TIE AR E TR E &
=(E1) > Heg NBREEEMR - HRNEENFREXEE - £ERAMEEES
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{EAVEGHZ T BRAJ$ETH AR TAERCRSL > ) 00 T0F A\ BINTHfGE RS g4t
SRS E -

&+ - EDQM A ST imin & R 2 (i H EDQM B J544ih)

() EDQM A1 RYMEMEESRE

EDQM &g EH T Er Al E SE iy g E - Hoohlfiz
> EDQM ZEEYIH R - AN B2Vt ERE B2 et EiE - EDQM
A E SR EREEHERENSEEBYE A E ABNARFRNVEZ =T E T
B - AR S EDQM TR ESBRV AV Z 2R = KE _FERERE > mEER=E
RiEE NBZENNZER > AHBRANSE > i \BEESBEE L EREREZH
ZEBEEREN G G I E - 2T = (ALl G ERRIRRE] - 228 4 A=
WHEE 15 HEPA 84 - HAFSFREVERE A - TIF % - AR24)
AV Z 2B =FREREAEY 2R FERE L R Fa=URE S Ba% R
EHEE A LS B2 AR TR  BoA & I ESHEZR DA BB R A 8y (Y B B
es i SRR Y it 00 N\ BINHUEEYE RS N BUCRE S - tI B E AR SN EEIRI
TR LN SECEREA 6 HEMEAC R T = P ER > DASBEARE
EE PRI E B st W R T R AN RSB BR TR SIS E s E e T

LS ABKERRY) 2P B > Ve E e R R Sy
BIFARL T &I > SRR ERESEIMIRES - EITE=EEPE - Bl MEEINE
EDQM [N 585k 7y TS5 T F KTl BRI IR - 2N = H AR -
H Al s AR B R L R = > M IO B A B B s B R B R
{EFHEEEE DA SR (B +—) - #E 2T AR E s - #ILERER
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SEEHBEER > S A S HEREEFERS > RERRE R ESRASUER - 5B
BIE 81 EAGR(E - ABEFEMAEAREBE A ERBRICEREE - 1 B
e (s R E S GRSy B e T E - BB A R BB ERIEAIME: - f1% > SHAR
REIRPE > BiE2E] EDQM Z K PEH AT ER THEREIREARR » WikHFEH
EEREE R OO E R R E R PRI IS I R RVACBR R B QI —2RBR AT e A
SEERTER IR IR A RFRER RS R FAERGE R > BB E
FlEE IR RS AT R BB R - R E RIS AR AR S EE 2 RN LS —EE% -

E— - EDQM 2%& 2 NMR({#$% 1 EDQM B J54dik)

B ORRER
—  FFEEEER 2 HEERR TS - (e PR MBI R S A

BIOM SRR R B SR 28 i 2 i AR B B 7 VAT AR - B T S (HBIEE 1B 1R
T RSB HVEEIRIN  FEGRE_ LI EE S NSRBI AL - BIETRERE
BN PR GEHL A TR A b - BT 25 B B ot /B AR S B AR A 2 38 > N m R
S T RO R SR ERAS - IR G B 58 G2 AR - NIIL R AR ER IR E 2
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B R EE S 7 T MRS HE R B S 2 IS T LA/ NH BB ER BUS N B 5 e 4B oy
=0 DUNIRIEF 298 % ISR LR {21655 - BRAREPR AR MR B R, - (e i /e Bl R bt
lTsEBasnt > AARFEASBEA A h BE SRR E 2 N - (i th R SR LB Y PR A B AL
PR Ry BIRR LAY SEEE -

- FFENEBERERES e TGS

FEARHTEZ AR g3 T - EDQM Rl ER = Said A Gaaiie T » 0kt
S TIZNAE 22 B HBOMNEEHLEBL EDQM RIS - 41251 ¥ Bl Y B ¢ (L B S 25 TR
ST BIOM SE SR SRR KA T AR E Z M98 > (AR E Rl OMCL 28y 3L [EIfE
TENTFEZ R > (23 AN B #E— P EREEON SR E RS G HEmEE S - ARt aez

I F ERE R T eiEdREZR B HEE R ERE A SREERERIN CEREZEE
AR g A B T T B 3 5 T A B 5 VR {5 P Y B R s s e B2 H e L B 55 A4
& 0 DIAP SRR e T 2 #E1T -

= BEBRSEAT S EEEEEIR

ge iy e B R IR i AL E R AR RIS, - HRTAE CaeogE
HiiZX 5 - GEON (iR ~ REEEH g 8 - PICIS § & - HEFWEIFECIMEELIFE/NE
(% MRS SR PRI FIE T FT a8, o Ry A [Fl S SRR e B P Y - 72

sRMER A RR B VS5 8 - SBIE R IR T SLEERE T MRS th B R E Ay <R A
SaER > FIEEHBIR S F AT REFILSR(EEEI N N2 RS 1 - DAEIR S B gE
' B R SRS 2 S Sl > (e PR EE e P B B A,
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