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2018 4E4E 54 & T EEEER @ (DIA) | 4EE(54th Drug Information
Association Annual Meeting) 22 - {E €2 1.0 (Boston Convention &
Exhibition Center)Z3¥ » H2CH 222K 50 Z{EEIZ A 450 25K 2 ey BEE =] K
MHEAEAL - 83 6000 LI ERVEES ~ AWIRAITI B e B R A28 -

KJES A S BIEER BRI Z8 2 Town Hall - EIF54ASETA TFDA Town
Hall - DLGRBH & BEEY) & B2, - EERAYBRER R A SR AT 2 Sl Bl pl R -
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ERREERIREE R - A& ALER T aBERKEBERTE
( TaiwanClinicalTrials. TW ) &gyl » BHg 23 0B IRKERTHVESR
DR S [ P M 22 38 5 00 2T 2 VB BE R B A B PR e U
T EEE NGRET
(—)~6 H25H
S [ELO 1) AR E B R EUIS R #EY) 5@t ( All Hands on Deck:
Using Science to Help Solve the Opioid Crisis; Nora D. Volkow, MD)
B =R E 0L (CDC)eaT 3 - B RARE 115 ZEE A
SERNTEAS | &2)(Opioids)iE & - J5HG 7 S50 AT Rce - BL4E kR AY
Ja 5 BE ~ MRS AT & YIRS #2540y 38 JE (Fentanyl) % > 880 R 55
H R ENER G - mEZEALER - MRS - =5 CDC 5]
EEE VS R S8 OF e B FE S E 185 B AT EERE
BE M AE L RREENARNESAN AFEIER -
R EREAEM 2 T 5 HE NBARERREEILRERR - E4
o308 & (E AN F bR & - L5 Rt - DURORE S0 38 OIS B2
BASET ° ANJeE DIA #5555 B B 53 AR i 7 e B R 22 ) % R it e P
(NIDA ) Fff Nora Volkow ffi4-7 744 NIDA PR 8 687 IS = 2510k
AR R - ERESE SR ERERMH AR - DU
{EAHRASE T - BHFERR S8 /RIS 1 BORE Y AL BT S22 AR flg - I3k
FIF 2 ~ AR AR U7 KR EE MR » AR - SR
BRIl - BEE RIS MPRRE M AT - FBARLEF IS & RO
BE % - HEIRRR L — AR -
Nora Volkow #5342 fe 55 B 2016 A 2010 & 356 A Ky &4
V) FOBRE R - (BEH 380 E N AREZIGHREE - MIHIG R 22 E i
(Opioid crisis) B A2 B HEHS 22 R B EFR B MR B E - (B4 NI
THR R PR - JREN 38 R ARG R DAY <2 B8 S A S0 R 34 - SO &
AIRETRR S - MEZ2ME  URASRBESEST S NI - i BRE
BBE IMEERRER » B T ESHEEYHIB R JTEA - MAE 2014 5]
AL IH GRS R B - b T —E i o (2 fE A M RE R EYRY
PR
SNl S [E A 55 R S E DA E 1% > Dr. Nora 57 BH B & ¥ 70+ FIfC
TR DU S e A S POm R B T Bl E Sy S A
1EJE#(Targeted opioid analgesics) ~ FELEFE |/ FHAY 1 & (non-opioid

4



analgesics) » 41K (Cannabinoids) DA VIR - B JEEEYERFE TS
= PIOAS ERE R -
NIDA TEAERFFE T A B R Y8 B Ve a3 7 =0 > plal k=
M & naloxone DI Y B B IFHYTOR - AW naloxone SIFHAY - b
Fe B[R AERA 5 M ERDH T - DU - SSIMEAEI S - DA
SEETHIS R SV (B S SLsnl RF) - B R H A A ARGIEEMER - EAE
11 35 B B & . AE 2018 4F427F 10 {5358 » #EfT—IHH 2018 4 4 H
46 o HHBIRE A FE b (NI & 2 B 20 K REE R IL [ & FrY —THET
= HEAL Network (Helping to End Addiction Long-Term) » DI#ETT L=
SIS R BEY ORI R a7 R bR E TR 5T -
A2 EM - A% % 6 H 27 H Health Canada HY¥z & NA
H o IR AH R R Opioid Activities Update » 4l K2 il &= KAV KIS F 4%
Vifetk - I InERZE NS R #RIE S8R 0 £ 2016 F£F
2 T2 EIEIG R SIEIBH4G R B - 78 2016 UG R BRIMHBSE C e 2
2946 A - fRAKHEB7T 8 Fentanyl k& H[EMHZE mARE o M2 KRBURE HEAYIT
THFE i ¢ TRPG:PG 1EA ARG R Y - BiE S B R I )T RS
Hps EAE B R\ b S i - B s B AR T AV AL o [ REGE SR E A
K EREAHRERY 5 T BB - DL naloxone AYHI{S o s fH]. 4% 45 R Lg%
YElis - (RIEESHES - 540 MERBUFAEFEANEE 1350 SEin% -
PTHFENEEA 2 8 3 TEIELCZRDIEEE R BE s & 1T -
B5—J7H » MERBFARMEELEAZTETE 2018 4 10 H 17
HIE= EEg - BRR2E &A% - "SR #E % - Health Canada
WAFFHETHRIETT A -
(=)~ 6H26H
1. B ggpe N B g SE iy 27 2 PELE R (Generic Drug Products: Comparison
Profile with Branded Cousin)
btEmiER i FDA $N B2 X G822 e MRS SR DL R AR AE
fRER-EfE » DASOERIE T (TR E - DI IR SN Ehg%
e
T+ A Dr. Howard Chazin 5t Jif i 8% B 22 44 S8 1 22 2 PE R A — 8%
A > BRAEELEARE - FIEE AN - ARHEMBE) - ERRHEREME
(FERH S ME © TE) B R 22 BRI - & (SR B2 B IR 4% 0 Reference



listed drug ; RLD)FMHEHY CMC 28 » FoRHALSAE —2 > gl
FEMFROREHAME LR ~ B - RREUREE - RIE - An'E - SR

ik o B AT EF IR RF YR [E] - IR - REH AR ~ B R - R0 -
R o [ff BE J TE £ CFR i5HEFR - BN gel L2 MR f
AN REREEER - BB 25N - 228N
AR E AN - DU FEIRY B M - 1A TR E AR E R - BUE
DU REPA -

PEE FH{T LY 35 B FDA 11y Dr. Karen B. Feibus 5107 FDA $fjA 224
SRR RGBSR - S L A3 & (Pre- ANDA) ¥R E2 44 2511y BE
sl ) OB H SAEs A - TR » HEX S F5E (ANDA) ZEFET
fii » DLR B if% (Post-Marketing) 7 27 PR EE 1 - L HE O BSR4
& > R R DU IR 22 = MEER S, - H 8 K CDER 2 &0
HIBSERFTEF » A Re i B A SN A R~ BN 55 R B g 2 A [
A REAFEFRE

A AN Harvard Medical School #Y Dr. Aaron S. Kesselheim @ FijF
BB ATH ML WS R WA - BH - SEATETR
BT EVMNHEE  DIRGEARNELEEEHAERAR -

FEEHELEHE(SFIIE HH 89% 2% » RS 24 T REALLE -
BAE 718 fuzdi&EE T » H 32%H BATH 2GR R EEEE - MRS
H A - RIBUREZIE O ANGEOTE A E1E A :43%:29%) B 824, 4%
fr s - GRHERENEENEE » EARACEAEMENES - (288
75 > DAUREE AN A — B L ERAER - Dr. Aaron $2 1 238 JEXBEEE N
BRORBETHE - RRBFERE LSRR O RiFA—
B EEmINE - DAIOGE B -

1% HE L Apotex Inc.#Y Dr. Kiran Krishnan &5 BH 22 44 @& g
ALY Bl ~ i e e Barh - £ L i 38 2224 %250y
PEES » PEET R By B 1 e 22 g B e ~ AN Ay oAbt 5e - 5 BE &
Snaeat % o #EBEAEEN M ERMEAE - L e fa BRI L



Pre-marketing: Development of Generic Drugs

Excipients

* Inactive Ingredient Database
* Pharm/Tox Study

Impurities

* Organic/Inorganic
* Genotoxic
* Residual Solvents

Tablet/Capsule size

Transportation Studies

Bioequivalence Study Design

TN LSS BT S + LM RERERIR ~ AR IHE > A
S B S R R AR E RS GBS
DAFIER R B R ok EE L B8R R b i1 T e A S B B » B¢
HEIT L8858 8% > B0 Antiepileptic Drug Pregnancy Registry -
Antiretroviral Pregnancy Registry % » £ 18 B R FE (T 2 i s 40
T

Overview of Post-Marketing Surveillance

What must be reported to
FDA? P Types of Reports

* Serious and Unexpected * Expedited or 15-day alert
adverse experiences from all (Serious and Unexpected
sources (Domestic and adverse experiences)
Foreign) + Periodic Reports

» Other spontaneously reported « Follow-up Reports
adverse experiences « 7-day report for unexpected
(domestic only) fatal or life threatening
* Serious and expected adverse reaction reports
* Non-serious and

unexpected

* Non-serious and expected

Dr. Kiran Krishnan ifi DL ZFIER ALKy Eifgmy @y - AL 2 ReE e
THETHIE RE > HLZE FDA BUKEE ETIEIEEE > i1 5 HiR
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ERAHIERE > RELZeEES - LT eAREESE BHE
iz ~ BB ~ B IEESS T > MR e e E
Bll#5 H oK & 1Y real world safety data » HIf v (L7247 2 M Ay B 2 -
2. B g K e (Generic Drug Town Hall)
EA S HFEERL Y FDA /Y Kathleen, M.D.(Director, Office of Generic
Drugs) » Maryll Toufanian, J.D.(Director, Office of Generic Drug Policy),
Ashley B. Boam, MSBE (Director, Office of Policy for Pharmaceutical
Quality) » Susan Rosencrance, Ph.D.(Director, Office of Lifecycle Drug
Products) Alonza Cruse (Director, Office of Pharmaceutical Quality
Operations)ZF A °
FDA #Y Dr. Kathleen $ £ 1£ 22 34 & (i F & & A {2 1- 25 (Generic Drug
User Fee Amendments; GDUFA) | » FDA ¥ ML @1 B o
GDUFA T (2012-2017)5+E A EF(FHEAY HEE » 2018 FHY5RILAR
(GDUFAII) » R b EE dn B a0 56 — RIVEE M - G EF AR
I5e B 7E S i o DA R E YR FEE2 24 8% (complex generics) B 4% -
F A 1984 £ Drug Price Competition and Patent Term Restoration Act
({5f5 1Y Hatch-Waxman Amendments) » 5 [iG &% K7 B2 47 %% e 22 KL HU AR 3R >
JRRERS S FX R BB - 3 IR SR B > DUk FDA &
MY F A ER G - 24482 7 SE A DI L HV X B EBH(ANDA) » 825
E RIS SR ERE R A - DUR 180 RAVEEMBEHFH - —FHHEIRTE
cGMP [IZEHE BTk —5 - (EEBERERF NER LAIERE @ HEOT:

NDA vs. ANDA Review Process

Brand Name Drug Generic Drug

NDA Requirements ANDA Requirements
> Chemistry » Chemistry

» Manufacturing :

» Controls » Manufacturing

» Labeling » Controls

» Testing > Labeling

» Animal Studies » Testing

» Clinical Studies » Bioequivalence
» Bioavailability



GBI BRIy ~ T R EE h ~ I EE - BB EE b S R G R
GNEBE - R TS ETlGRE o B2 A PR E R EA] - Bk
B AR Iy 56— ER 4 8 n] DUERS 180 RAVTTIGEEH] » 7818 FDA F
RE LA HAth B2 42 B -

FDA f2 it g i HHEN TR 5 | - DI B2 EEHEE ANDA » 4igid
BT - BRI E R MY E o o MRS S [TEE R EE E R AYES
TR - DI SR 255 - AR Sn(Complex product) 25 &
HEFEAER Sy ~ Bo)7 ~ EHERVEIR » EURK - SEEEME (FEm-E
MEIF) Em o RE @ HHA 7 7AERES BE » i GDUFA ITHY H %
Z e R RV i 3% > P AFEBLIZEEHY Pre-ANDA meeting » ¥f3E
EhN5REHE - 5540 - FDA @175 - DRI HBIELE ~ DUSGHSE
mhse 22 BE IV T H BT -

Dr. Susan Rosencrance 2 f& 7 OPQ (Office of Pharmaceutical
Quality) » OPQ /& CDER R H¥ s B ITAY B » 1 B EUF AR A M8 o
A e AN EE RESE LS o e A% - e - AP - 15
REERNETEAEN o WEETL —E Y B AR AR o WAl R R ERAR AR
FRINEE Rl - OPQ Bl OGD [H/E ANDA H & ZEEHBH % -

The OPQ — OGD Business Partnership

() C )( =51
Db The ANDA A
- Team-base Review - Application Filing

Integrated - Bioequivalence/
Quality Clinical Review
Assessment - Labeling Review

Supported by OPQ/OGD project management

A single integrated

quality
recommendation on
OPQ’s application
Integrated approvability 0.C1D)
Quality
Assessment N N



OPQ FeHAR I 2B - SFEfEE LR sy ~ BRI ~ BE ~ W5 ~ TEY)
FEM D BERIHEITES - Bk 2 B EERIRE - e
PSP S R (45 OGD - HhA &% i AR ap i I w70 Ry DU

Post-
Marketing
ANDA

Marketing

{T
NDA

{ IND & NDA }

Office of New Drug Products Office of Lifecycle Drug Products  Office of Lifecycle Drug Products ~ Office of Lifecycle Drug Produgts
Office of Process and Facilities  Office of New Drug Products Office of New Drug Products Office of Process and Facilitj€s
Office of Process and Facilities Office of Process and Facilities

BEPUHA R EF 2 E T AL - T OPQ FEAEHIF T = » K — I E
AMPRAtAE T —IEEREEE - GRS AR & aEE - DUES
A arEELE S - 4 OPQ &4H ¢ Emerging Technology Team
(ETT) - {7 Bl B fig 2% & BE R B B R 8 - H AT sl AR
3D HIED ~ FFPRIEE IR ~ Rk e B T -

3. R R BN S R Y R R, fi# R 5 =X (Brexit: Practical Real-world Solution
Planning)

201743 H 29 H » S£EBUFES| 7 BUEAMREYE 50 ik o NI » 5%
B A 2019 4F 3 H 30 HAF R EkGAERER - BUNZE R EHE (EMA) Bk
2019 £ 3 A 30 H Z AiskBa s - Wi HER B TR - thifal g
LT[ i B B B AT SR IR Y R DA E MR o W S ERE T a fERR
Ik

FH 7 B B R B R At B o iy B 8 e SR AR RS ~ AR ML e S U7 [T 00
HIRKEENEEES - §HHEE S5 s BEE S B R o 3%
[B5 6 R T 2 e Y A T 7 14 DA RSB B B PR S 2 T A T B e R 1
i€ 2 S B AR BRI FYET Pl 8 G ~ B - ERPRGUER I At E gl s 2L -

FH A T B AT 28 2 BIOM 2 [F] & & 1Y — 3 73 - B B 7 A i ek 1y
BARIRMFAE - (B RE ZHBMWTO)N S » 2 HE S - JLE&
Wi R B =B B O A ABCEEMHE G BHVR GEEFE - IF5E -

EMA 72 2019 4 3 H 30 HE RS R <55 =B (FRIE it A 1Y
HE B fh e i (Bl 505 5 T B Mt H A1) - (E 3Ll 4R B8 MHRA ELR R 428
DAEER SR AR [E] 8y 05 0B B A o o SR iR B 5 28 S RS R Y s B8R A K
FHIE - & SERED T IR B HAY R ERE S - HRIN B S - BEiHET &
ESH AR T AV E T o BRI RS S ~ SRR E  #ETUK
17~ R - et REFAERSIEETH R -
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WAEBRHE - F7A 28 et o] 58 00 R AT BRCHR /BIOM &8 7% & 2 1L 5F 7 F¢
HANEENERWINATE) » BUREATSLEAY F & AT AR AT
2019 4 3 H 30 HZHIfT &AM » ENEZAFITEOHAEET - 220 HA
BE 1A BB EREP5E o MRS M2 Decentralized & Mutual
recognition (MRP) ;5= EEEF Al » Rk 2 ( Reference Member
State; RMS ) Wi ZH DUBR BE/BIOM &C 771 Ry Bl o A0SR B DASE ] Ry 25 B -
RAIFFZAE EU / EAA F550ME—HIY 25 E] -

2019 4£ 3 H 30 H PAf% - SLB AR A By R & R B0 - S TEBR BRI
Wl R [FE T on o JRAEBON e SR I ps - W2 BEAHRA &R -

50 0 Bt IE fil(Batch Control) M HHfizA£ EU / EEA tf » HAJ
DU T 58 BEHE T AR B o A VL T = 8 en HE IO T 3 38 R 3 B A T e
RERY &8 A B (Qualified Person ) ¥ ZEMI Y EU / EEA H o

EE IR gy 2B (EU pharmacovigilance Activities ) J5TH] »
xR B ST R PR FF & AF - BT EIER 2020 4 12 H A s AR ATHY 52K

TS KB M L R - NSRBI )T — B fEEHE A 5t
B0 AR FE R R HETTE R - DAORIRs B g & -

P WONBIEE TR @i & & (EFPIA) {URERB] Brexit ¥ #U4E
EENE  RZgHat - B H R 27 B S 2 4500
5 BL {7 (patient packs) - [TEXEE 27 B$H1ETLEAY SE 5 Fy 3700 BB - 8
EREAN » Brexit NMELFSESERAVHS - A8 -~ EomdE - G5 - fE
1t T2 0 EFPIA 17 Task Force » B3 [E]] K7 BRCEH 4 P B (i BX %
ST 0 DAORIESEY) B G AT L W s I (L - [ 1R EEY)ER G -

a5 FE &4 Dr. Matthias Jauslin t,DLEZ 2\ 5] B3] » 25HH Brexit ¥f3%
NEIER R DGR ESE R R E T -

(Z)-6 H27H
PMDA Town Hall

fEEmIE - PMDA 7 ZEHAFEEE - LA BEHRBUR 24 (Pl
“PMDA & =) HIEE e HIES) » DU R ez iy 3
B 0 BERBEUERENE R » DU & -

B 4t B Mr. Kazuhiko Mori (Councilor for pharmaceuticals »
MHLW) 748 H AT IR A RS Bh S il - B 2017 F4E H AR SUE 2R 1
HYEE 12 JE %5 5L B RS %€ (12th Summit of Heads of Medicines
Regulatory Agencies) f¢ [F]FF 22 Ji ) £ & 5k (£2.45 ICMRA ) YR -
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et AR (R A SR AR ATy 35 77 - st HACEE o S B IR e M A #E T
R WL DA =B A T E
L ORGP IE S RIRTHY S S AN B R es A1 A IR 2 = HE i
2. MR Z A MEOREE A B PR S M R MY S ~ EA T8
% o
3.4 1 B S R ZE Rl Y 5 F DA S 28 Sy 22 2 JE L
HATE G B H AN gll#r (Japan-first development)ZE 17 77 SAKIGAKE
(J:HE) Designation System” Jz” Conditional Early Approval System” i %
TR T DB AR A EEE R A 0 BE A IR - i
A #2 XOFLUZA Tablets /{3l » 5 #% SAKIGAKE Designation {58 H [ = HH
SEEMEE 4{EH - 2017 4E 10 H 20 HEA4AE AT Conditional Early
Approval System - ¥ jj> Rt 5 BB JA R T30 % - DU BB -
SRZIR R » DB AR R R ERIRR BT - & DI RIS E
i Post-Market surveillance 3RHEEY H 22 1k -
Dr. Shinobu A%t PMDA i FH B & tH 5 815 (Real World Data) j> 2%
oo B HRE -
f2-& 1 PMDA Y Dr. Tatsuya Kondo ¥z 8575 68 H A2 n A A R 22 B
BIGET > A RHEE mEE SIS 0 PMDA BLUHA 5 (El& (=R ~ B ~ 1K -
Big ot~ BOMN) 0 DART R ¥ EE I E K H - PMDA QYERRIAE S E
(2017 & FDA 243 -k ~ PMDA 333 K ~ BtHBE 419 K) - £ 2018 F- 4 H -
PMDA f% 17 Regulatory Science Center » DUFE ) F B& PR 2 B S i Fl 25
TEFRECEE - WERRSLEANERET AR » 8% Lt B PMDA HYHA
W E o SR A E - e AEETEVIAGIE 0 PMDA FEHBIL KE -
B EA MR SR & fE JL4H Science Board » DUFE i PMDA R} 2 Ry 5 Sa sk iy
% » S =J& Science Board > = %17 7 Subcommittee on Rare Cancers -
Subcommittee on Drug Development ~ Subcommittee of Artificial
Intelligence » DASF¥HET &% ~ e RS2 AR A - WIRHIARER T E -
%% H Horizon Scanning 27 » DL AT & Hr BLE il S 28 o 368 T BE 4L
AR YT - W FH AE -
(M) ~ 6 H 28 H
FDA Town Hall:
IEmE E St B Janet Woodcock M.D.(Director, CDER, FDA )z HH
CDER T HAB XA EERL - B fE:
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R

- BUS R EEY)E AT - FDA 2 B2 RN B B S P L E &5 - A
FEURG JFy SE ) U A B S AR R il B P A B B B ARG - B (UM
IRy EENT 4 - GBI SSRGS 1 22V (1 ) [&RsE(Opioid Use Disorder; OUD)
HIYBHB G REEEY) - DL BRI E ST -

g i 1 TE)ETE (Drug Competition Action Plan):CDER #f&§{E ANDA
FERE AR FEERER - MRS FEE N ANDA EETT - Wz s
o E R EE S —JCEE AR - i) ANDA NS & EER

(review cycles) °

e

El

. BEl5 % (Pharmacy Compounding):
3 S03A K2 S03B AT » S03A MR E B/EA SR H ~ FERFIE,
HEH EAWMIA ~ EELIGERIAVEE S o 1 S03B RIS ZHF & cGMP 3K
JRESER RS - H R FERYIE0E B AN mIE -
. HrésE I {E(New Drugs Regulatory Program Modernization):
CDER EHURE ~ UFE0K - DU Eite Y RIIZ MRS - I
s EEEA BN GACRE - BEAR - EER - Zilif) o
DR T E A E o IR EFEERCE

CBER HY Peter Marks, M.D., Ph.D.ZRBHzZ OV EH AV E W BEEEMm
R~ MORELE ~ e - ARDER - REBE - AVEZE RS o Bk
AV TR 8UE RE ~ 1 - B2 CBER EHNE M © K
TR A B E MRS B - DR E R R R A S dr
& EEHAEE T XAV EFEEH > CBER % Regenerative Medicine
Advanced Therapy Designation (RMAT) 7= » W& ERFSHE S » &
MREHEE R FER - HATHHEZEAENESFEZAT » 19 HEmES
PoE 0 A 14 THEREG I SR E - BERENE S KAl a R

Bt

RMAT Designations Granted

* 19 products granted
designation

* 14/19 products have Orphan
Product designation

* Most are cellular therapy
= ranted = Denied products or cell-based gene
Pending Withdrawn thera Py prOdUCtS

Data as of April 30, 2018
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CBER #E @) INTERACT Program (INitial Targeted Engagement
for Regulatory Advice on CBER producTs) » S¢EHBIEHEE A H E) » DLEL
X pre-pre-IND meeting ° 554 CBER Y% IHE B T1F - AR IR AHE
[BE 2 e YR B~ A JSAH SRA AR 2 n AU B S AR ~ RRRDG R o FR 5 2
b ~ i ARDAREEGHV RS ~ R Rt ABUE % 5% - CBER HY
HAR R s BRI ~ By iR RE S - 2 o s AR AL - 2SR -

B~ OISR

— L

DIA 5t 2 ER AR 2 i KAV & ofe » ST BIPRBUEE A e 25iE 2, - TA
ST PR AR ~ BUERR g Bl S BT S8 - FEIL B nEIS RS - RN 2R
BUBERESEMHRASE S - WIE5EHIE - ERIREER CRO ~ JAML BN RS S s e i
SRR T o] DR E B R B S M S AR i e A DA S AR
HrEUE TSN AR AR S SRR T A e~ TR SR S
HHE—TIEE -

SN RSB EES B R & i S H A R R E PR - P EE IR
HYZER ~ BERDER - A THEEEGWVEHEES - DUBIER 88V Ei
% JRAliR it S E B g RS
TR

BERER - I AR EEEE TS R % (Opioid crisis) YT » {E15FE]
SIPAR A - gt th—rfaf » RARIEIE %?%E’]ﬁﬂé*&ﬂﬂﬁﬁﬂ%f E0E Wi
HIBHREE T E > BEZRER P B AR PR =HAHY IR oy » REANEARR
HISERS » (BRI A BB 1k %%Eﬁ’é’%ﬁiﬂ EBZV MR (RS
AR - B TR T R T - B A E -

BT - XETFAEN A BEIERERES - IR EEEF
SREEE - IR E B - DR E iy BT o R IRES SN & IE -
ST RADRE FRIES A E bt - DIEUA A - TREIEHT P BEE A
i\éii TR B E RS 0 R E e

EERESE TR ] E S hngE AR < BV S S e A KRR S - RES
IR & B EAERAGNGRERAE - DA ST » T AERRIPEREES - Mk HE R 8
GMP KB -

N

EUI

HHH
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