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# % F @80 & 30 & %.(Takepron® Capsule 30mg)

&% §iH% 0 sz 15 £ % (Takepron® OD 15mg Tablets)
# % 0 #®% o524t 30 E #,.(Takepron® OD 30mg Tablets)

TR R

FHF A 30 £ HFRUFH 050432 3%
HAH®COER 16 EN WEARRTE 024272 4%
H#APHEPoE 30 L, HERMFR 024273 B

LB
ABHRFHEA

1. MR

11 AR A4l

ALFEBANELAESL TR o150 42 £ fifr(lansoprazole) > 5 A RARE S
benzimidazole %8 &4 » 75 Bp 2-[[[3-methyl-4-(2,2,2- trifluoroethoxy)-2-pyridyl]methyl]sulfinyl]
benzimidazole » & #1644 T ¥ %l § 8 55 » 1% X A CisH1sFaN302S » 4+ #369.37 » &
X T

| I

lansoprazole & & &, 2k 42 & & R4 BB K » #4166°Cawit 2 4% - lansoprazolesT X 24
wdimethylformamide ; 757 P& S8R L8 MUEN LA LE - = £ T sLfeacetonitrile ;
WACE e L MPFRERTHESK -

Wik AT  lansoprazole & 7 4% 48 £ 3248 A 0§ R - wAKER T AN BEPHET ¥/
3 o o 25°CHJERIEN P 69 1% A2 £ A7 pH 5.04 £0.5.v8% » »pH 7.0884 %18/ 8% -

AL EEBEEBENSA Eslansoprazole 30% %, AEMBENLHB RBARSFI0E
% thlansoprazole (£ M 4°) °

FAFBOBEERAHHE 4 B4 4lansoprazole 15E L AIERL * N EHHRD
lansoprazole + 48 U 4% & B R FAM A A 164 %430 % i lansoprazole (£ % %") ©

1.2 B M

ALFABREBENAY X lansoprazole 30£ %, - HEEB AN AWRRRESHIE

# thlansoprazole (£ & )& A T e B A 2 s 8hsd ~ 2oKH ARRERIASET - BRL
Wk B FTARBSRARSHLD - HaH BT 86000 - Rk » B L AFET S AT
5% E580 - #2 R A B o

£ 5 H OBk %A ¥ 4 e dlansoprazole 15 £ A30E % » MAA KARY

R =3¢
lansoprazole + 4% o1 B4T 8 W R MM A 4 15% #4730 % % lansoprazole (£ &4 )& KT ggﬁ r []

B AT S A ETAS RS 88980 - TR B HH - S - SRR - BB - Mﬂlpﬁﬂlﬁnr
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ARG  BRAAGEE BALTASLHEE2910 FaEH  —fAusk - D-o BEE - F
A AWM ERSWLD - Fbse T a5 7 A R R4 tn(ethyl Acrylate methyl methacrylate
copolymer) - ##8 = .85 B & 856000 « BB H b8 ~ & FALE - 4o & RALIK -
@A - RS - AR -

1.3 Mn
R ARGV LB AN - o BRRB(ORA) -
ALTEBRI0ERL  FAFTROERKISEALRIOELER °

2. HRE
Bl + 35 k5 - § Al At mm- R n A X206k B R MR
Z 5 #3648 ~ Zollinger-Ellison 2 48 - A4kt £ F 744 S1d 1135443 # (Helicobacter pylori)
M AL KB - B NSAID B3 ez § % -
wnH
21 EMERBFHHE =1 WRF
30 B WA SR (A ) E 1+ =45
2.2 FHH BN WA ER
48 M ANENSHGEBMEME R H RS - SUSRASER -
2.3 &R ENSAIDS M52 § b
£ % il A G A M ANSAIDZ % ABINSAIDS By 5l e 2 § K% - 8 M k2 B
A8iB8H -
2.4 W AR %% (GERD)
4389 6 M A 4 R 4 GERD
£ % B B8 AN A% M O K Hohe R wGERDAR B E A
S50 76 SRR 0 MM R
£ 5B BB AERGRAE R KM AN A R (E8A) » SUSBAATAEK -
$HME R A A F G RBE KA A 6w AB-10%) - FismBIET A K ah o
4o BRI AE RAE - TARBELR LT BSAESE -
2.5 pAMSRRERR &8 Zollinger-Ellisons 12 8F
A58 0 A A BGRB8 B KR - B8 Zollinger-Ellisonsg 4% 2f -

Bl 0 VUSSR ARSTRRER ¢

3. AkARE
31 AEAE
AATEHRNDX>HBE - 0Bs > MELAISEAMIEL - # ML LA U 6y48 A gL
Bk WATX  RABBAARAMA - LT BESRFIATEH R IR - £ERS
By HlEMEPELTARSRA - 1-1T7TRLEFEMML A LB124 -

KN R 2% b )
i M

2UNE | ®ANE
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K 6B 15 BX | BR—KMEAIA

(3T

3 6 B 30ER | BR—k EHE8H
NSAIDAs M 2 1 k3%

&4 30LKX | BR—REMABH"
W & A K % (GERD)

MMERAREKAGERD | 1584 | BA—K - RAEEH
:{;;&&Mmmm&ﬁ T PP ——
RE(1S118)™
03¢ % 4 £ k #/GERD
Ao da 0056 W A R

<30 aF 15& % HBR—R - FAESH R AREINE AR 128
>30 NF 0LA | HR—K - ERESN - RN AALR123
REA2517)
S 76 7 42 K 6 GERD
9k A 1+ GERD 15%¢ %, HR—K o EREBE 2R LIRS )12
SRS EE B AP e X 30% % HR—RK B AEBH - e RN A ALR(4)12:8
RIS ERA G
Zollinger-Ellisony: & 2% 60E% | HER—KR™™

*A ROk A AL A

*OMARMER RS E G RBE A AR E A5-10%) 0 AL ROBTHEA W BY » 4o RMMLIE MM Rl
KME THEBRL0BELT BB -

T EEARBGRY S FEFREIHVRLERPABI12E BBkl A & ALK ARB
RGP FLLBH K - ANRLERARBBGE T RIROM FAo M0 -

TRAMAFA TG - AAHERM M T HER—RCOL L - MEBRMIBANFEREAL &
REATRANAR - BHERB LT LOEAL-RBHKR - HFARMTLANI0ER  BHRKTF o
# WkZollinger-Ellisonz 12 8f 58 A& M & 4 § B QL6 RG4S -

BETHRA  REG—RBRAT BEERRBRE - Bf > wREET—EREHHR
BT AL AR B R B R 0 BAERBR T —EMEAR TRBFRILH - BIE A
AR AZRAEHEE  URHELBYME -

3.3 HAkMAEAE
FARFEREFARAARTHEMNE - EANBEAGHRABL R HLHE -
3.31 /A HAFM:
ZABRBE
AAEEBERERSR -
BA& FEBREAFEARGEA  THAALT OB - RATHRRA
* iTHBE -
o WAFAMEARRA—FHAMART ENSURE®H T ~ ttacs) - R BRIGHHFEARL -
° JMEEMR -
FREABELTEEDFEET Wt RE0t T RUTHBRA
* iTHBE -
s WMAAMRRAEY BHRRT P REN T TO0EA > H243)-
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e BHAERBACERE  RAER2EBRAEMEHRTIALT  REXPERN T -

KB R R Fo AR A 3R R IB B AR - BRI A -

FABBoae

FATROBEABBR -HWRRENFLHAEIR THREF DK ABFARTUE

B W RAR RS 41E RIBA o

#F RERASRBLEF BESEA » TURMREFXAMAELE 058 -

ES R B R=F SRR

UM MR OEMIER  TRATHBMA R LB O ELR

° M—FAISE AL MA DR B P RIRMWIEFFHA - KM — HI0E A o2 A M4 O AR
P WRGIOEAFK -

o WIBIE &Y LAME IR IRAR o

o RATHARE RIS MNENEHIEATY -

* BUSHMERA2EAFABOEALKKA ASEHA) BBEGHEBAE BBNSHENR
Aag e

% F@oBs-AF £ 428 French)

FEhATERR TRATHRRA FALFHoEE:

* H—FIDE LS RIMASN T » RAEFHH K S — FAS0E AL BIK A4 B P d0H
10EAHK -

o B3I % B P RIEAM -

o BLuEAR  A15SNMNGEHRFEEAT T -

e B HHRASEAFK  BHREGEEARTE -

4. %%

CHoH RN RBRRERRAN T B ERRIEMARBRAOHARLR R BT LIE RN R
B BEMARN oEHERAKHE RATAR SHTLEMARETR K85 -
RFY#HBPP) > af A BB EREL T E 0B #ibs4Aripiviinesi a6 £
BOEA e

A% 70 B A K& 5 B & 0 Rse 4t B 4 K (amoxicillin & clarithromycin) i # &5 & 31,
HHEMARRBE RIE"S -

5. 4R EEKR
51 ¥4 & FR
511 B

ABRA AR EBRRSE L F OB ENBRI REHRIBELDTRE - ZAR
PPl #i8 stk A2 R R A1 R A TR RN 0 R 55 ARE B2 T M i stfo iy
Bl HEERA  EERARERE -
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1612 AREIFHMRMLER

| BRAPPIgA R ey AT S BB M T NERMTHE L BT a4 4 £PPUER sy 42 705 )

R s

B o mATHRA GBS om Mo E iR - 28 5 R IBECR S B 5h 65 TR 60 IR 45 RVEE R (1]
CRE) MR P o H 0 R A ET 6 R A D & B IME AR R BB o 4E
B RAEAMER) SRS ATEARELF AT A0 BKSHHRUIRT MEMERE R
o NEATIRAS -

5.1.3 H ¥4k 48 i ALK (Clostridium difficile associated diarrhea; CDAD)

| HERARESRR T HR PPRS o A AR RAR AL BB oA TRAHELY

WA BB fad W 0 A AREERA - EHEER RS EFBA R LB -

F5 AL APPSR &6 B S s ol A SR B R KB M A il e 6% -
LB DL AR A THFGOREFHRBL - MARAEFTHRD
(clarithromycin & amoxicillin) it % %, F BB R X E L H B UEKA R AN F B LT NHES
B EEIUEEFH Y -

| 5.1.4 Fi

HEREARER  PPIMRE S &M TR RGBS  THREME AN - B FRYENuF
Wz BB B MBS REL - ERTHBRTE BAEHAR A BEA SR E R
RAERHEE - PPIARSEAN AL FENBARZAAN  AESAATHRR - HAE
# Fvitamin Dgcalcium -

5145 REAAFRRE

BESQE KT REM > L4 Stevens-Johnson s #% 25 (SJS)fo et & R A AZE (TEN) - 8
By LA A B & a8 B 2 4 Ik (DRESS) ~ &0 A2 34 Mt (AGEP) » ¥
FRER PPl AaMeBM - $ AR —RBFLRFARRRRBAMR LER R BEMR
o ERARATERELS LT RO ER LA RE— TS o

5.1.6 & W A2 5 M b s R

% 4 A A PPl % & 5 &4% lansoprazole)#m A 4 & K o sa R B (CLE)fu 2 & M ée sLIRAE
(SLE)sh4R Y » S B4 a8 4 B4R RRHA B H RIEH BB % At 15 8416 - PPl 34
&) 4 BE P RO ) R 3R B AL do s jRR (CLE) -

#A PPlsRemATRYH 4L CLE MR D &M A K st A (SCLE) - i ¥ ik skig
KRG LR AR EHENSEE RERELBEEANAE - —MRN AR PIRELERIEL
BERINFBETLUYE -

BE PPl AEARES S RA(SLE)M4R S R4 CLE § A - BN FRHF R
SLE > &t PPl 3alif#y SLE ¥ Amtfdeyiife - AR FAMUERARREKRENEL  £&
REREBABZEANAE ASHURALRLAS  Kd MBRfoaREKPEFRYE -
WRMEA PPIRBBR AL TN - wRELHELTRERAFALF B BRGRAFTTAR
#LCLE &% SLE KAt HEHK > BERARELHAARNTLMEHRFHRITIE - KK

AARIHEA PP 4 2 12 BB THRA S o F EHRBE R (Flde ANA)T & 2 M % E

Z M

o e i PR B E LB R AR T B R Ry sh b bR
5.1.7 Rebrk(k 4 KB12)srLE o

s AN

n'ﬁﬂr ﬁiﬁ

| B B oA B SR A6 AR (Bl + ABIBIFAE) T 46 5 B Kok 3| de RSB I

(4% £BI12)y Bt Hs: o SUBR T S MY B HEBeAMEL RERASZHELRE - DR

BALBE S RMRAS MBI OERELEERASFAFABE AR LI RO BERARASY

BN SOE S Serikoy i

5.1.8 el bk Ak K KW

YR BMEIET  TRUEAPPIBAS RH(ZVRAIMEA » RATELAIER L) T

HEHAFR BB AEZ RARE  THEERZBREZRRKMER » @46F Lthdg - R

e FAM B H o 18SE S T A8 W BURSS s Fo/ RAKSFigE » BT 4 v R & AL A 698 4

R4 d g o AED A IR BE S 2 8 ALK B FSE R T T e AL APPIBAR S B -

441k PP A & 8B Sz A v o lF R IAME A ~ BF F digoxin sk 246 5T 8 36 AARSE fo ik 2 B8 50

(ko AL SR)BF - Bl AR B AT R A 815 0 Rl A AL -

FEAMGRARLE R RAL Y B O BESA R hsi A drilUF B TS o E

B (e &) P KRR Th AR T ) A5 A G R AT P R K0 B o b B oA SLAk o/ 4T 0 o REHMEAS o E

Gk 0 AR PPl

519 mFRRTLMERENX IR

Wapsldew) B ERYD &5 S hfdiE oA (COA)REA® - COARK &5 TR E B
PO B BT A S R - B E R ACoARE AT A 27 ¥ t#lansoprazole ) ié

AR > ho RAECOAR 16 S » TFRA K R o o R B AT R R (Ml 4o » FKER)

RIBZEAREGTRE BITHRSE > BARRKRZMGEERBTERR -

5.1.10 gzMethotrexatety X Z4ER

# Uk 4s 3 PPIOE Bl methotrexate (£ & 4 & A8 )T 4t & #2 % &4t Kmethotrexate sy do 3§ R &

RIH K8 i simethotrexatesy #4k - &% AL &% # Fmethotrexates? » BA K THE £ Y

125 RPPIsHE S -

51411 XWEERA

FoT 07 &3¢ (aspartame) 7T #E # X8 Aok (PKUMR AR 5 » &30 § i 088044 FIAT 3 - 840

158 5 ee M 44158 L A BMI0L AR A 3.0F ALITH S oo £ 3PKUR AM L& 4 4 3

TikdkR A 2N  BEROERABROBRANNFBEHAATRANB QT -

5.1.12 ¥ & A& A (fundic gland polyps)

HERAPPISE &AL A Mt BRI Aok i » RRIGKERIMER R m LAZERALE—F o 4

£ HRBERGPPUER & » KH A REK  HARITHNRBHBATER - APPLER

JEMR B AT T K OLIR R R A 0y A GRS -

54013 1R LT 5 At SR L&,

FHLIABEHOREEABERAMRUT LERA - EHFH R GBRAT BT

i lansoprazole¥ M BUY B 4 R R o CHRMMBAGRBENTIRAR LK AGLE

R B Am

6. HARMEEFR
LAR.CX

QLU

’Emd

EETITERTSY
{
[
]
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i
i
|
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Rl &
REBRABELS R AN I - Ylansoprazolessffo R RERER » LM L ¥4
AR A8 M M (P ) -
EHMEARRTY  HETHRMNEBLMOAR  ORETFHEAARRAZRA 6442
#lansoprazole » ¥ A BRNAEABRIRAEBE T  MERE AREPLEREE(ER
)R D (B 2R TEBFRM TR ORI T M Bl R RN L BLERR-
HREBRAERE LRI EDEH T ARRD kb - MMAREMA B LS~ RAE > R H
HAREROFRA R  LLERBATT > SHRABRDHIREFRELTRE4BINEY
& F AR 0 25 A 2~4%F16~20% ©
| 25 E AR R & %, § 3@ szclarithromycin - clarithromycingg it 2 B8R N R % - T4 %
| clarithromyciney 45 » R4 A MR P HFEALHES AR -
€
ASRHE
PR OBBIE A AT B BB R AW P48 M & R ivlansoprazolesy i M &
Moo RSB BB R A ok B IR G SOk B S IR F R T RR e W &) R
B o FE B o 35 4 F AR 48 ¢ (European Network of Teratology Information Services)gy—
MBI R T o 4 — mE24 R B o4k T 8 R F P iz # A 30mguylansoprazole + kIR
RAE4TPPI# 7898684 1L 2 4otk $ M AT b # S RBAT R BPPIY o R Bz Mt &
R4 R4 F £ 8 B RMR(RR)=1.04 : [95% 1z H & [ (Cl) 0.25-4.21] - £ — B AR
BUMAD R RME > BET1996 22008 M A LM E E AR LTHHNE —F i
% Flansoprazolety F AR5t ¥ HOMMMFLERAHASGELAABALE W 39 —R
BAETHRIEIMMEL LR - B EBPPIM B Lot > $0133, 410z k£ B Btk
8 BAAR PP AR S A A R K B A A AR (E RS KA IL(OR)=1.12 >
[95% C10.86-1.45] ; A #tLif A& B K tb(OR)=1.29 » [95% Cl 0.84-1.97])
BH R
AR KA ST AT v Rlansoprazole#) #8150 mo/kg/day(REM A @MLK -
HABE N ABERH E30 mg/day#404) » UAHBBATFABEHBAHBN T OR
lansoprazole#| # 130 mg/kg/day(&E M A BHILE + L4 EW ARERM T168 )89 K
YoORKBE LRS- AEEORRBE -
—HUHRKAENEERFTERYOAR T TR ERB RS T HEFT 2B THR
#5278 SL3 O AR 45 Flansoprazole &) & 10-100 mg/kg/day (1R IEAUC [ 4R Z-RETI 6 dh s T
| BA] KA ER AR IRA F30 mgey0.7~6.442) - & £ ¥ % 2) £ 100 mg/kg/day(#4EAUC
AERABERBFIO MM AN BHAELE VY > AN RMNGLER - ROBRBMM Y
| RER pofo R EIRG R D > ERBEFTABAOURT N ETRAUSHELGMBLE -
HA%FTIRME 100 molkg/daysa h %) A ER Y - KA B B2NX > FEE MFERAE -
AW By o £17-188 #8085 » 100 molkg/day ey B EF AN Y - £HEK $21% 5100
ma/kg/dayfa stk B 4+ KA B K Y - £17-18i8 4485 » 304w 100 mo/kg/daysa ey sk & 4 iR B
| RS o MEE eV BB L2 BOBEAW -
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% % lansoprazole th HLAE ASRIL T ~ HH AR BE - AN oo HEHEM - KA
lansoprazolefo £ K #t A A HREXRILA  BHXEEAHAFETREFABEPFREE
AERAERE R URA TR BRI 2 R R B ARG M Lo AR L el 4R
THFRBE -

6.4 N5

HFAFRBEARNL T B EEIMRINTREA HKMEGERD MM A X L &2 50
BRGRSE ARG -

£ ERMCERDA B MM AE X HERRS®R Y  FATEAEATRITER L TR FRB12
B E ARG AR AT ARTRLRF KL - AN ES AR RBQRHY
B ENER MM (RY F L EBHHE N BRI

E—BSP o BE RARHBARTPET FAFEAUNURE—BAZIERTEFE
A GERD R & A& G A B2 - Bib» TRATRASHKT SN MRl - £
FH KRB R AT R E T 0 % 2 A lansoprazole ) & &M 48 AR A E WA F 05 W
MR RAREARARBE -

MEREIRUTEERA

A A F 228 K XA 1-1118 B A &4 GERD# 52 % A » #t % lansoprazoles & th &) ;1
B B IERI0ELHRRBRA  MARLA LHHEREF(£0.581 mg/kg/daysy # & T -
PHEBRESRAGERICAUCHE S 7S T2.0421.8842) <108 KRB R EKR R i EEY
BB ST SR - 21 mg/kg/day s B A KN 10848 57 0 H P AUCH 8138 % 30E .81
TR AL -

A-AAHMIBYERFo kM S Foo T - THEBHM - FHERRT - $HM625 44—
BAZFE12A > 27 EREGERD (R4E A 4 fo i 48 B o0 ROASR/ Hla 245 £) A H7
F14RFRT4HCERDR E(Ar kB ENARE)AH R B A > it k% Hllansoprazole
oo AR B AR B A 4 & lansoprazole (<1048 2 8 %,35 4 0.22.0.3 mg/kg/day i A3 10
HZ R E%1.021.5 mg/kglday ; ABEXHA) BAREDEHRELEH -
ERRAMATLGIRE 0 RIRE A RN H B EMATIEE o tb 8 AR > An50% » &
HARA — PO o SRR R B A e 4 AR o 1] (9 4 ) U IR AR O R50% o
felansoprazoleta R W #lm 2 M » RBAEFAIEE N bt i £ R(Ha 'y A54%) -
KREBRRBR(EE—BAZR12M A )AA BRAALTRRELA T RFH -

L B BB R e 4 £ > lansoprazole it kBET A2k - Hb 0 L& R B R XI5
lansoprazole Al 7 /4 # 4 52,44 4% Ik GERD -

1RENIR

MENE > S0XARTHRARBELT B R EI5LABER—R » BBIOLXF /A
Al 3% 50 B BI0E L H R — R 64821218 - 66.8 R EHASB2E AL » Jusz RIF 4L

E-BEHE - HROAR S P OBRRMR T » 6642 &4 GERDE &% AR 21 1TRIRK ‘
|

RERT2AAHRLE BRI BRI L RAEK) -

Page 8 of 29



| 85%e % AR A M A 4R 2 F R &0/ KILGERD (i 3480 67 B 3F45) - 58%F7 E R MM
GERD » 42%% LML Aid % (& AR 40H £ 3 45) o

. @8R 12 e 5 L H B A Mtk AR ERMA B GCERDER B L EEN K EEBBL
50% o

TR EERAT F2IAN KB NREHRE PERAE « 100%5m AN12:8H
BA(R—) -

F— V1RIMBR AR A 7 GERD G R 4 fo M4 Xx B4

GERD BEAET % (N)
# % 1k hGERD
. #7 47 GERD iz ik 2 %0 76% (47/62°)
R RER
#it 4 GERDyz ik 7k £° 81% (22/27)
AR 100% (27/27)
a WM R1219

b R RSk B A B bIR bk -
C A LA AR M -

— 46 TR IR E SR L FEARANBERSEE AR TISELER - REOE L~
ABRGEZFEEHRE  aFFLeRRELAOEY  RAARROBES TR - Kk~
| RAEDEE  FALE B bR F R A089% ¢ b £886951 pgimL & 597 pa/mL [v9 44 ¥
M AE(F252755 ) B71£130 pg/imL] -

EAHHB6 12 1R L E R A W 5L § BB LN L E R 2 M -66/1GERD A ¥ 1 85%
(56/66)M 7 % %, ¥ 18 288 » ™ 15% (10/66)Ak A 1238 o

FE12) 11805 A(N=66) P » 5k % 4845 (2 A 0 L) B8 5 48 B 69 R R R B A 12 44(5%)Fv 5545 (3%) °
128 2174

A EHBOLEA S PRSP 8T EH EKRIEGERDS ¥V E(12RB1TH)
FAREAL R LT @G A8212: o RPAGEHY EHLERNRBREG R BB AL B2
[ 40 1 64 A(T4%)% FERIMILGERD - 23 A(26%) 4 B 12 8 S be A1l X (EE) - kR MM GERD
FARSELTRISES — R— R4 R » MEEm AL SR L FRIOEL—R—KM%
8128 - Fsg ¥ > FHHATFEO%EFRE Z T HAH YCERDE MK (i M B &7 K1 8537 4%) o
A8Weh K BB M PP o RIBB IR R » F Y SR AGHGERD k& £ 58 R KD
63% - B A ¥ 069%

2 F Y R AN R EERAP > H2IA(95.5%) &m0 B e E 4§ BEHEEE - b
2% » IR AN RER (L) -

£ = 12RE1TR AR A T CERDE Btk o ML A A X BB R

GERD B A % (nIN)
L GERD(/ 4 % A)

#> i 47 GERDE & 85 2% %° 73.2% (60/82) E
9k A M GERD

e 5 GERDE Hk 6 2 #-° 71.2% (42/59)° ﬁhﬂ n

=)
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FRME L A R R
WA GERDsE ka2t %2 78.3% (18/23)
Ho R 95.5% (21/22)°

3 ARG A B I % £ b SURR AR R )M A -
b Sinak A SEERAF KM o
C MR A AP B RSP RS B o Y B 4 Dk R L TR SR S -

EEBTREVERAT  2F F kiR ELAGHNL  RRARKRGMEERAL Kk —
REGW R F T e RE P MM H042% 0 o & 8k 0945 pg/mbiR #64 pg/mLb [ 5 #
RSB (%252 758 54 #0) 544 £88 pgimL] » (4 th b % § 6% R E 5252111 pg/imL - )
HHBOTHE D FRARERAL T BB RN oM - £E87 ) FGERD#A A ¥ 6% (5/87)
PR £ 5 B @K 268 - 93% (81/87)IA6 21038 » 1% (1/87) Ak A 488104 -

Bk AR H ML (2 03%)806 BB M AT RS » HMA(T%) ~ M (5%) ~ B (3%
EG%) BEAE LR BN 1%BRRAR AR LI SR MRE > RARREY  H3
M RMILCERDH b £5% AS L A6 HI MeyiAE - AR oHE LR R R 6 5H -
oo [ jefo-Eut) -

AL EwHyEHSH

o R T .

e/ IR O R EM R ¢ 0 %lansoprazoles R M AR T HR R RBEE - 2B
HABBETRANEN AN L LE#)RE A% B1ARGEE A AL VR F8) M 4604 0 R250
mg/kg/day it L ({KIFAUCIL N » B4 B BTRABE AR EI14R SR ENT-11% - B §30kg
HEATFTRERAZLESE DR EI15MOMB.24ERA2E)VMER BT » MBS MY E - H
SRR E A ML RS R REHORBISHAA o BB E BRI  FRBER
HEREAORTH - AHABRB2IRAENABA2REE) MM 8B 0 H 54 SR E
& F 4+ 1§ 2045 F 500 mg/kg/day & #0148 B(RIMAUCIK K > #48 F1-115% - - E30kgsk
MTFLERAZSLEED A E15Mge 5.2 ) mm E—EXRA(1/24)BR - RELE R4
(exposure margin) » « Bk AR B HAM R A LA AT ERA BRI -

K

EENRABRABEBRBTRMEA R0 o RFRLRE P AR TFHEEASAMN100
mg/kg/day ({REAUC » 48 EMN1-118 ~ M E30kgH 1A T 6y L 45 0 # & 15mgay2.54%) 4
A REE RFTAHARBIORFENABN A LA FRIRA BRI W ER T v - &
R RV R 2100 mgkg/day R R S # T @ RRLAME A QM ERE(aRnY
B D 14~44%) £ B THRH E TN MFEEHRE RFRAOFAGRRD - HEF LKA
BB B 0 48 5 A2 e 500 mo/kg/day #) F o 0 A4 @RS REE 0 b B RABM A Y
BHRELE EAARERRMARIE -

6.5 EHA

H % 5 BB RPN A% AR (n=21486)F » 65 AL LR A E16% » TR AU L&mA L
4% « W E i AN S BBEAZMAAREIA LR KA RO LR » L6908 RN
BhAFHEREERAREBZAZIMORBABEL R - HA LT BABMGY R LB K5

R BRI A TR SRR KGR A R ORGN o

_im{i"?
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6.6 FFhE A&

| AR BIEE ORI R 2m AT » SUE ¥ A 3546 a9 4 B % 3440 1k » lansoprazoles) & &
WA Moty Bt o #Haha8 % (Child-Pugh Asg) s + & (Child-Pugh B&)AT shSE R £ A » & 5t
BB AKEA TR OB THENE - HA K EFH8ER 2% A(Child-Pugh C# )& ik
ABEHERORISESR -

6.7 BFaiteRd

lansoprazole AR R E T HEREHAG RS H PFHEATREFLERLEL AT
EASHATRFHEERNE -

7. X54%R
AEAAMIERFELT AR REREALT AU SRAANSELBREEEZRHBERAF
BHFRAEBRAOA XRE -

TEERWGA B EREF RS APPIHBRHAGEM -

AEZ BB ANABELER B R v BRHR W2 MR X EER RNt

LB k5% & B dh(antiretrovirals)

BEYE PPUR S S AR BT E R M0 H T A S BN - WAL LT M Fih ek

FEMFo MR G RTDMT A -

® F kbR ik & Wi (f+ v : rilpivirine > atazanavirfenelfinavir) i) &£ %
¥ 42 B w56 Al lansoprazoleid & MK » 7 56 PR L H0A5 415 B LK iR
LX) ¥

® Gt BILE Mk & B (ke © saquinavir)ey & & & 4 F) 05665
lansoprazoley f3# i + T 4534 ho LUK dhakom & Bdh o) 4L o

® 5 A LR WhikAs & R R & MRansoprazole & 4 B R a M ¢ X 54
m 3

TARE a-Firipivirine#) 2 & ' FERF AT ABR AL LT U RKEGER - £

M5 B o

atazanavir : if £ Matazanavir{y £ oy 8| & F K -

neffinavir: & % Jt % % B AR & & 4% % i 0 25426 M - 4 M nelfinavir{s £ -

saquinavir : 4 Msaquinavirts & 3 & i saquinaviréy 8 & ¥4 -

SR RS R T S MR E I

Warfarin
LiyE % 1) W48 1 PP S Fowarfaning s A P« B PR 3 8 ML (INR o 42 d
A 0 R 0 o+ INR Aok o 85 R U5 R T S s L Bt e R 250 -
TARE 8 RINRfo 5% do 85 /5 05 1) - warfarind B & WA T H £ 435 L B 2INRJE
0 - 4 Mwarfarinfs & -

Methotrexate
(L)% o1 o methotrexate (X £ 2 & % & )4t M PP % o5 7T # & & 3¢ fomethotrexate & /
&, 21X W 4hydroxymethotrexate i) . 4 ;K & » 9T 4 3| ¥ methotrexate &4 o
B AT % & 4 iE X 47 & & Fmethotrexate PPIZR & 5o 6t Moy R X Z M
AR -

TARE # 44k % & & Emethotrexate:4 B M ATRAS BY SR AL AR K
XN FLR=p:2 -4

Digoxin
B AR # 34 pudigoxin gk & ¥ & 7T skt
fTARRE Bizdigoxinif & - T 4k & & 08 Acdigoxing £ § s Hel bk R - 2 M

Page 11 of 29

| digoxingy & -

Theophylline

Y34 4 3 motheophyliine & 4 gk £

TARE AMBRAZERELTEBRRA AT R oigsed AHNBATRERS
£ 38 % ftheophyllinety #] & » Sk fRILBE R A #da PR -

4 B spH/i % F R4 R (ke : ron salts, erlotinib, dasatinib, nilotinib,

mycophenolate mofetil, ketoconazole/itraconazole)

BB R lansoprazole Bl & A MK B a6 B » M WA 1 Ripe) R -

Al E mycophenolate mofetil (MMF) © 2,37 48 W {5 filt B 48 383 Fo 45 4 55 AL (5] 165 1
AMMFRPPI% R s+ T45 B B spHE & » EHMMEERE T @
& {8075 M 4% #t4pmycophenolic acid (MPA)S 2 B § - 464 £ % B i o MMF
A A SR AMPARE T # 3 T /7 e BE AR A8 M - 2 EMMF
HBEHARERER S LT AR EAo S P ok -
I M bRl R I mpH R R B b ey iy B -

Ficlarithromycinfeamoxicillin4-4f /6 #

BAYE clarithromycingit f fs 4t A TR SRR EHRRRR » OB EHRGNH
SRR 3 B R 2 S o amoxicilling, f & T AR -

NARE ® fjclarithromycinfy £ 2 ¥ & « $ 4 L FIF -
® 2 &amoxicillinty L2 By kX A EMKS -

Tacrolimus

B M3 potacrolimus ey A58 & - LR A M ACYP2C19 % & A3 o) ik & 55 E 4K
WA BETHHERA -

AR E B mitacrolimusy & du i 4R & - 9T & % %18 & tacrolimus ey #] & R s 45 8B iy
89768 RE - 4 Mtacrolimuss & -

RAPENGEEERENEEEA

R R PPl 8 b 15 W § skt V8 i 2 COARY R R & ~ COAREH S TR &G
SN LA G S B R A RAGRER

TARRE AW ECIAR A Z A £ V14X Y oG ok 450 0 A & K4 5L § 38 0 5886
B o RATECIARE & T - AA B FAMA - o R F KAT 2 B ARK(F) 40
HRER) ARBARE T RERITRE BARGHRBRZM ST RE
TREAR [ -

Pt R Y X B AR

1LY, 8 2 Wit F R RS 5 AL kR s 0 M BB SRR A SRR AR -

TARE ERBARAEAT G S B XA N B 0Beeh Rk V28R K
e e SRR

THC &% By Ny b Ji it

BAGE % 4 WG W4 2 £ PPlE) s AP Btetrahydrocannabinol (THC )& 48 Bt
B iR SE R -

TARE BEA RS —BERY i RBWRHUER -

Am AR BOAFEERAN BB RLLLE B o BRGBFRNEELHEA

CYP2C19&4. CYP3IA4IL A&

ES R ¥ F AR % W R F R K 0 & ${elansoprazolew) A K & -

TARE 1% M St John's Wort, rifampin & 4-ritonavire) & & © # 4, FIef & A & %, K A58
BAFAB R K-

CYP2C19%, CYP3A4¥p |

gAY E T £t 0 Aty o) B8] ) 53 4 F) o @ 4 Jolansoprazoledy £ K & -

AR T voriconazole : 485 &

Sucralfate
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Y8 %
PARE

%48, 3t 4€ &6 lansoprazole sy k. -
# %0 AR S & %Y 0§48 s 4116 M sucralfate 2 AT 2 309 $¥ALIA -

8. AMERIFRRM

8.1 BAAERIAFAIARRS
UMTHRERRRBERANRTRYE R
AMBIEFMERER

[ %44 04 48 0 LR

B

EELERRRIE

BE B & M b pe R
Fsh (4 2 K B-12)k £ 2
&Sk dn ik Skl W W
BEMR LR

8.2 BRI AR 2N

B Ao B0 AR SR AT AR 48 6 R B e 0 0 T ARAT + B AR SRR B0 45 A Lh sl Bk A LA 0 SL R AR SR
o bL 548 b R T AR 0k Booh ) BE AR AT AT IR R 4 Bl g

SHARH10,000A ¥ EFNZNME R R P EA LT B4H  QHEIERRAAMENS
e SAl] o MTE - KL B B IERAENA R P WA R
RTFRARETALREGMENTRRM  THERTERRARYAMW  HFEM%BUALERR

AFEEBEYRA BERSLTREEABRA  BERANERALHBERABA
FE RN A B TR TR R MR RER TSR LR
ESN-E ] L8|
HMAG/REAME | (N=2768) | (N=1023)
% %
S 1
T} 21 12
RS
Ak 1.0 04
R 3.8 23
o 13 12

WRFARNBERLIAN Y% BATHEHQRAYR - HLTHEKI MK Aok 15E 30
EARL T Bedm A BB L BB 0 23 %550 § 860E 5200 % ABUBH A& £ 88 (5 5]
22.9% ~ 1.4% ~ 4.2%F7.4%) -

FHARE > REMREGTRIMRTRAEEAAMAR RARAME -

AHELTERNERENSAIDE#3 22 B RFe RRE ARG  #AELEHE
misoprostol + & 52 &% &6 5 ¢ 5 AL 5 & £ 5 5] 55% ~ 22%F93% -
W5 — WA AR F) B R e B AR AR 0 5 AR COX-24 1 4l s lansoprazole ftnaproxen
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384 S AT B SUBRAR o H 20 AT B T oY B AR WRBR T IR A T 4R BLER AR SR B R 2 AR 0 00 F 44

Qs+ R LIRS AR - B MM AR HHERR - Y
BREAHERR

R RB1%6m A %L BE KB LREAMELORRECRI BT -

S H-HAk B B HE Ak BE S MAGEER) BR KB B A

RERBE - O~ BRI R) ~ 25 R - HA - BASMER - KR - B AR

SRR SR B e EINERE - 0B BB - REHE

WARE » oif ~ LR FR) » B - o MiBiEk - e HREK

HlbA#-REEE - RBERR - HILD GFIAR -MBEr  BHX -0 HERR

HREE B SA RERE RERN R EX - RRYE A BN/ RME

A-FX-BBE -FRM FARE  Atd - 58 Fdif ok Rk

B siEhe ~ BB~ O BRAE B Bek BB T BT AR ABELE AN S

oo X - RERE OB FHAEL  HSHEHX - RBK DX

P F dh-BR Ak ~ THKBREE « F KBRS ARIKT

BRHE K- F s Eh - REREK

R hmS- e FHEE - RE - BAK - Ham/dell  AEKR - HENuRE

LI A G- AT~ WA R MRS - MHRE - BRI~ LB RER - NLE - ILE

A-TE-BHEX:

WEAGB-REE U RN ER - RB

B WHREE LR BB B EAR

AL A B AR B AR
EEMAE U ~ ALTR A BT ~ oW iB 4L - RIR -

PEASARIR/ A0 - PR RTR C WRTRE R RY  obRMEgE - ek BRARY MR
iz

o Ak AR aR A S RENE S S Kb AR R B R B
B R PR BRI AR BRR

ERAMBEET-B - A% - BAEENE  AFE - BaksR  L8EE mesh
BPRE BE - RN RNAE T BA5

HART-REEL BRREX AN - SR &BE - TR ok - FAR S
$ 8 REE AR - A FHE - oaRiesE o Bk RN - AR RS Hg
MIFERIG

WA AG-AERE S JLEHA  JLEAEMA  LERR - RE - HeARAMR - B ILE
Mt B85 TRAR - 6% Boi®f ARAW BEAE- & - FhRE - A
A~ SR B AR B YRS R R -

8.2.1 4-ffamoxicillinfeclarithromycing &z 48 7

1t A 4 % ¥ i@ svamoxicillinf=clarithromycin » & % % § i svamoxicillings & 5 7k 6 B R 8k
boAREH AL EYEABAORARRE MBAHARKE ALY RELEBHHALE R
amoxicillin & clarithromycin & g K & ©

Z & #% © £ % i/amoxicillin/clarithromycin

A% (6% )Av ok B 8 AL(5%) » 1(

guTﬂ

B "lt!l

Page 14 of 2



R MUMRZEFREARERREFHHAE  BRTEBRENER - AZFRFGHRAMGTR

| R A 3 B AT A R o

M EH% %5 F d/amoxicillin

HLBLHH— R ZRwamoxicillin— R =k ¥ ERLmA > BWREOF RFHIBE

(8%)Av 5 55 (7%) & 7 § i — K =k + Avamoxicillin— & =k R EH 5684 Mo K RAK
BEREAABGNREIRERALLTE -

WA R F @B kR A% F @ osecit B4 K i (amoxicillin & clarithromycin) & K & R &
Wi HEABEPHORRRBIY -

8.2.2 MR h

UL H BB ABRIE RELRERRMS

o E4E R R % - SGOT (AST)#+# - SGPT (ALT)# & - MLELET A % - M tEab B s F & ~
REOHHK  CCTPH & ~ Ghik A H/MER/E Y -ACHEY - hk BV  BafbE
FHEH - ahFAEH HNARGE AP hRRBS - b RS Bl EMEAS/
B fs ~ B E B B/ AR - A KO A A& 0 LDH A% - A RAB/MARIR Y RF s E R
BEAGRRRE LR AL - LEREFLERREE  WEER - BAT LK - TBERE

AL A

LR BRI W RR T - WESGOT (AST)#SGPT (ALT)eF » 0.4% (4/978) 84 o 4 B 4 AFv
0.4% (11/2677)t4 % L Biham A ERA—~RSBRAYH  SFABLHGENRE LM
34 o feikEkHAN o i sklansoprazolesam AR Y MEH L #E o

218 A % % ¥ i Aeamoxicillinfeclarithromycin » & & %, § i feamoxicillin i 654 % B8 A X 8
P AR BLERMESFFEIBRBEY -

ML B AR K H 0§ @ viast ot A HU A & B4 (amoxicillin 3 clarithromycin) &) 3¢ 3 % #
BTN REETRETHRRAREES ¢

8.3 ik sem

REMENEFT Y AZRATBBBEARATR SR ETREATRRBORS - Ebgg )
FoA AT ABERELT B BRHMBHACEHER - TEFHEAD R D RIHRMEL KR
Bt kb W% « HEFHREBAAT BLT -

SH-BRKHERR > 2 H M AsERE

WAL R R-ATREE L - REE R - ok

R HRE AR LE BARRAR - Bl Th  ShfBE  FPHan
FRAQAE ~ D IKIB IR ~ o AR IR Fo do b N AR SRR BE

d o R o RO A SRR - O REAR B AR R ALOR -

FHIR A -3~ ML -

BRRAMABE-RELKAMA 64 5 it - Stevens-Johnsony Z2E(SJS) ~ Hb & &
WA (TENYA s 84r) ~ Bip A 0F S Bt & 38 % 7 2 % K(DRESS) ~ &4
A AR (AGEP) » gt W S sE A
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B B-REHSE
e F A T - BB
Rttfe 5 D E R4 sk - A5 5 ~ IRAPLasE > RIS o

9. &%

ERRREN BEMELTRARETBE - £-RARBTHMLEHHT > HARMG0E R |
HAALTHR BREALRRKM - %i£5000 mg/kgsylansoprazole o iR A1 & A 7 & KR &
@A E - 4 A ARZIRA T 41,3004 Mo s RURMA BT E - 5 AMEREFH675.7
15) R AT RAETEERM K - |
HRERFOHIT o WA FE R T AR - |

10. REish

10.1 tE R Mk

% %, § #® (lansoprazole) 8 # X & Abenzimidazole Z #ia- sk b S48 » RE G B EWH F
B mip &k | a sk ey (H KY)-ATPase sy 8 4 A %ot #] § 8y it - i N B R A S TRA B 4a i
M B (% F)¥ % > Mlansoprazole &bt K &8 % i ey Btk 05 > KL HA B &Y H404)
oo Mk tid Eram o B abdpdl Kt fod| b § BE A 0 KRR AMHE - lansoprazole R £ F
TR 2 b i B H- 2 S LM &5 M -

10.2 MR

Hor gL

o k4% > lansoprazole X 1g M ik bt § st 2 4 & > B AR & § pHP3g4EA § pHIE An 344
# 85 M & 1k - lansoprazole iR BAMG R A RIS A F B A & Fu iy ib § IR BRI § BOMK
(pentagastrin) ] #xey § 888 £ & - #0 § 8l & 5k sl A 0 lansoprazole se 82 ¥ H 5 defv
FRRAR § ML F R akey 88 55k o lansoprazole gedrd e B A B4 B fostE
£ FHIER Ao -

£—HM5K 58 #F15% #430% flansoprazolesy B X X BB\ T+ R Y +pHEHR
RFHE:

Fs P ko §oRE BB RR PR HHR

LA R
£ 3 Al 15 mg 30 mg
#1K | B5K | ®1X | #5X
3424 ) ¥ pH1A 21 27 4.0* 3.6° 4.9
34 7% f pHAE 1.9 2.4 3.0* 2.6 3.8
B pHE>309 85/ % 18 33 59* 51° 72
B pHAE>4%) 5% 1% 12 22 | 49* | 41 | 66

i pHE>4 K v R AR R99Y% -
“(p < 0.05)4a #1204k
*{p < 0.05)48 ##+ K M frlansoprazole 15% 5,

ARty F B &% 0 A lansoprazole 30E {1 22/ 6§ E 2| FpHE LA > /™
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lansoprazole 15% %, A A2 2 3/\0F - £ % k-0 5814 {6 M lansoprazole 30% 5, T A4 R
%15 % 2] § pHAE Lo+ - Mlansoprazole 154 % 8 &1 22/ 8§ ©

BB A T 534 R AR & PR R AT E(H. pyloriYty Rk - —TRMBR—R > —R@R > —
RERGREF TR AT -5 FpHE A & E5f 60 LR E Hb(k L) -

Feb R—RARA— RGN 5 RARWFHIa AR

2ANE

E 3 i 30 mg 15 mg 30 mg 30 mg
HR—R | —RBR | —RBK | —RER

8 pH16>5 4 14 1% 43 | 47 59* 7

A pH1E>6# 15 11 % 20 23 28 45" |

*p < 0.05)4 7 4 % ¥ 630 mg q.d.
“(p < 0.05)44 #t#4 %, ¥ #®30 mg@ X 15 mg— R =RkA30 mg— K =R

$RBM2EARYE R E FpHEM T &
et RE -

Bk s5(ECL) s oty M AF
HEG BT R B2 R H4 RR7150 mg/kg/dayslansoprazole T » £ 3.4 F {2 § B8k K A Bid
B 2 AhRBEECLam ¥ s BB EAT A ARSI BLEMAFE -

e #1504 3 % lansoprazole s i 20 — B R A BUL B sl h wlil 0 B R
FRBEREBEMAERBRMECLIm B - TERMATH UBRAHARMBL
lansoprazole4 # % B M B 4 R 38 ho e ST BB -

AeNARTRAYE

lansoprazole R ¢ AN H B At M aih o Il F sl ey EX A 2R - 98N

¥ > Yo+ 5 BB ol iR Y $917% - lansoprazole g A8 B b =T 4 46 Bl Ak e bk
BHE 3 kK B R S8R (pepsinogen) g A& o BEARKE T AR MM EME KT
stesey B & & di(pepsin)idtt - fo et % F FpHiE sh B — % - § pHE LA & PRI AN LR
Bt B RFRATRTAHDHBEREAS - BREREHBAEABR LA -
Bk B

#8i82,1004 % A4 15% % 5|60 % % # ¥ ¢ v jklansoprazoless 4 » % Mq 3 B s HR A
PR BN R ES0%E100% @ e AR HEE N - A RBEASR2EOANEIHR
0 mAESILEBAENE B ERATH KR -

B T 3 o 2 B o4 % 4w B 38 2k Ao o A COAIUE A% - COARE A & T & S RPN Sk
BT e E B RABGELR -

febis. 10k 4.

EHTREHARRBRASEAUNILAAME ETEA LA EALYE - WP A RO A R L
B B8 sk (LH) R ek (FSH) « v itk 45 4 3% & (SHBG) - dehydroepiandrosterone

RER H&oainhl ROl ¥ AAHRE

5|88 o AR A F15 260% % sylansoprazole » ¥ F kMR T REREXBE -

7ei& 2418 A #Sprague-Dawley &, % & B 1% 12 %] & 3150 mg/kg ey 2/ 5 F - ¥ ALeydig
sapt b oy ML B REEE ANHRBRRE -

P54

k%t 3lansoprazole A e) ISR S 4~ M E - ibam - BEE O TEE - v E TR ARE
AR o 564 A k4R 2 S IR B IEE 8B A 0 15 eylansoprazole (% i£180 mg/day)
RS0 A 1% 0 RS T B EN o B4R R LA KRR 0 R L5
BhRHE - MBRAB ISR o g A AR -

10.21 WA T

[EX L

lansoprazole -~ clarithromycin &/ amoxicillin 2,38 04 {£ 28 s Fu BS ARE 3 ¥ » AT AESHIL 5 S 1Y
WA BEH® HMANEHSAAREFY -

SRAAT v AT SR

clarithromycin 4 # &7 44 8 4L 4 & v = § 8 75 B AR 3% 9 (M93-125 ~ M93-130 » M93-131 ~
M95-392 + $uM95-399) » clarithromycin ;& 5% 3T 3t # t£(2 2.0 meg/mL)@ E-testii] & £9.5%
(91/960) » s34 5 4Kk R % 1) 411.3% (12/108) -

AT FREBARRSR T - BE-testfuis A MIELR AL - 497.8% (936/957)7098.0%
(98/100) s % A 43824 amoxicillin & & AT & 4 4k 1% & #k(< 0.25 meg/mlL) - E-test] £ 4 7,957
B At A 21 A(2.2%) > 24k 3 #4585k 9 E 5 3L 100185 AP A 2.A(2.0%)eramoxicillin:é 5 AT
MICE#0.25 meg/ml « # 1185 A4 %14 % = T4k > AE-testR R LA RA B R A
amoxicillin /s34 %1 B & (MIC) A 7256 meg/ml. + 3555 A8 @ PSR AR AT B F BUARIR (R A) ©

Fo : clarithromycin s &4 0 v B Hi/ba il 4 45 R °

clarithromycin clarithromycin ;4815 &%
GRATHER -
wh P SRR AT B I - R AR PR
AP iRk LA X
m-tmn [P ] P | R EMIC
1AR=EHk

(lansoprazole 30 mg b.i.d.Jamoxicillin 1 gm b.i.d./clarithromycin 500 mg
b.i.d.) (M95-399, M93-131, M95-392)

XL 112 105 7
o B 420 3 3

RO 17 6 7 4
10Kk Z E4 %

(lansoprazole 30 mg b.i.d./amoxicillin 1 gm b.i.d./clarithromycin 500 mg
b.i.d.) (M95-399)

sulfate (DHEA-S) » stgLikk ~ & K B8 - wh =% (estradiol) - i & % - 4B 87 ~ F K Sl
# - s #pgcF(glucagon) ~ P AR RD MR (TSH) ~ s ¥ i B 8 B(T3) - 7RI K (T4 £ F
#(STH) - U # #15260% % tlansoprazole— 4 - HARBHBERTAYE > m

=:

Page 17 o

PR 42 40 1 1
R pb
LR 4 1 3

5 g} 4 O BT it i clarithromyeln g £ k6 75 A
"Wﬁs 0.25 meg/mL + ¥ B (i) MIC 0.5-1.0 mcg/mL » 47 B 44.(R) MIC2 2 mcg/mL

]Jg—n

[nL' "IJ
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e PR3 AR B R AR 04 % AR #hlansoprazole/amoxicillin/clarithromycin = $ 85k 4% » TH A
clarithromycindi 8 M it P3R4 42 16 - Bl ot - $H56 8 R e & A B & 9T fik it f7clarithromycin
A o R clarithromyciniy Bt s FIB R Beim A - RlBE%
lansoprazole/amoxicillin/clarithromycin = & ##:% » & 3¢ clarithromycin &y = — 41 4 & & 83% -
Amoxicillingl & M RE RIEE R/ § RS R AR G EREHERRR T » SBNE
amoxicillingk % HMIC (< 0.25 meg/mL)#s % A F » 82.6% (195/236)4F 2w PSR A AL B ARIL »
Z e g Aramoxicillin MIC > 0.25 pgimLig s A » B A F A 3A e s PR AR AT 2IAR IR - 2%
lansoprazole 30 % %, — x = =k/amoxicillin 13, — X Z kW F&kehm AT+ 3£430% (21/70)
HRAER AR MELI0RFPARAZERENEAT  £412.8% (2217256 H ki - &
PAMLG B KA B ABUF SRR REER - £Famoxicillinig R EMICH 11 = 4k &
B AT+ HIAR B clarithromycingio bk g PT 8%4% 42 8 R bk o

oy PR AT B 2 S0 b RIS W] e PSR AR B B % 1 R0 30 3% R clarithromycinfuamoxicillingy 8
B A A 4 QUK -

10.3 AN L2 KA

10.3.1 Bk - SRR~ EFHRE

122162448 B ¢y 3 1388 T - Sprague-Dawley & % 4% % o jg #) 85 2 150 mg/kg/dayss # »
HRM R @RMGMNE - RREFREN— 4SS - BES0LF ) A& BHK1.46 m?)
# ik %] ¥ 30 mg/day (22.2 mg/m?)#4 415|404 - lansoprazole 4 4 { Aok { & L » 41 i B &
faMes B P MAEE S (ECL)Sa R 3% 4 ECLMER > 48Uk - EO L RF L HREa
WAL R 5 o et &P > lansoprazoleid i &) & 48 H ¢ F LM K s ARG 3% Ao o fE4E%
152150 mg/kg/day & E (RER A Ak H > BAMERB EHIZ0E) R E ¥ Eifm
AHERRNEMAE LA RFLFAHBEEE=1.42(10%) -

A —IA2448 A & B M RER P CD-1. R % o R # £15 2600 ma/kg/dayss s » ki &
AR A AR E A E 6925804 - lansoprazoleid & & F 48 M ey § PECLYw % 4 55 4
LA b BT RRAE AL B4 & L A (BT fo SR ARG A b AT $m B ) - 4 % 300 2600 mg/kg/day(tk
MEABHE » HAAMEPE T 4028048 ):4 8 a9 4E R #0324 150%8]600 mg/kg/day (x5t
Bt E o AARENB F920218048 e Ray M R B R A BB N QAR LM
HEYARFEPHRE - HL752600 mglkg/day (Rt & @t H - AARERFE10
%]804%) lansoprazole & # #y M &, 4 4 F UG -
—1E268pS3(+/-) 5k E M & Y B R EE R H M -

lansoprazole feAmes &k ~ A7 # P3-& FUAT b 38 &k J2 HE ) DNA & i (UDS) 5k ~ 28 W) B34
fafe iR R E RNt R Y EAERABDHML - BOPAMRRC KL LHD
BRARERBGMN -

lansoprazole o J. #| & % i 150 mg/kg/day (#l & @At H - B ARBMA FH404%) - i
RAMBRGLET IWAARRAIFTVE -

1. Rind 7 $454
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F

FHFEBE -~ £ 5 i o544 4 lansoprazole i R $Ak & K (lansoprazolefL B 1 F R 4%
) Bk RF AR F R4 - AR B4 Rilansoprazole - #1.7/) 854 & 8]
lansoprazole & 34 4 4 )& & - ¥k v fklansoprazole 154 #, £60% %, » lansoprazolesy & &
oo 58 R B (Crmax ) o SE RS 8 80 T @A (AUC) A4 42 S A1 & iE Lt - lansoprazole & & & #
ARWH N EERT RS RLBEMHEY - BHAMTHERHEB0% £RERKE T T4
(+SD) sz & + T8 B 1.5 (£1.0)1 8% - RN FHURA > N it R %305 58Pk A » Craxfe AUCT T
% #50%2170% - R ATAMEE & ABARMHE -

P

lansoprazole# s B G 454 % B97% - % G454 ¥ E4R35£0.0525.0 meg/mLag iR A&
#BEW -

Berr

2%’ 2

lansoprazole x & & AFRLALH = du S8 ¥ €5 T R4 3§ 7T 0§ #) R ¥ (lansoprazole &y
hydroxylated sulfinylfusulfone£7 & 4) - iR $dp R F B KBV TR - BH
lansoprazoled® $§ 1L A, R A E M K » seadnhl § Aol & & K F ¥4 + #4[(H* K*)-ATPase
BK ARG R o 2R 4 B RAMEIR T - lansoprazole sy u 5 F 0 36k Ruk 05
B 2ot e 45 OR05 R) > B sbshe ko SRR RIAR B2/ 08 - 24| B R T 4524/ 050 L -
¥

BRuomELEB% - R T RFRA Ru B elansoprazole - £— BRI T+ EROM
14C-lansoprazole#t + 42k ¥ 5 R &4 1St AR A H 4ty + £48 & 4 5.2/3 » B 7=lansoprazole
AR = B QM TN -

b %y

REHA

1217 #

YAERAREMERRRB T U121 AN 12217 REA CERDHLERA R
lansoprazole sy ¥ H & - £1 £ 11 % 50 & + » lansoprazole 44 £ 30 2/ #%3
FUISEHER—KRAR  BHH0AFUELREAI0ELER—R A - HEHE
aERABE S RIMEB 0T Cmax & AUC M » @K B 3T A A o) & B &8 R
FTANBESLFHRANLHVE- R 122 1TRFIELRE S 2 RLLEMMRHBMIL 15
# 30 £ . 85 % — £ H-¢ lansoprazole - lansoprazole #-F34 Cmax 2 AUC A4 £ 3| EX &
BOBE mBEARSR T REARTAZRE > BEEFH Crax & AUC M4 FR B & L5
}m o

gm0 1 217 R ER AL lansoprazole 24 ) 5 4 S AR S RE TR B GOMR
Lo

EEBA

%% A# lansoprazole Frp £ 4% 0 P HERF E MM T 4 50 2 100% - ea#tEFAM
T ERMPEHL 192 29 5z ) R FH—RA KL REK lansoprazole Bt - &
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5 At o S8R A 3B R K e o
FMALMHEA

54424 lansoprazole &4 12 4 B 6 2 SobE ASUS A AT IR e BT - KB RY
BHBRERAERPHERAMINAMER -

2 22772

WA £ B RR(N=S13) ke e P & L B @R A 4 28 IR B e (N=20)49
PGB E) P A ECEITILE - EHEREFYNEL T @ AUC 98 A B SR 25
MR AW BHEREFSR AL - Crax REARE -

FogFrE2mA "

EHEBHERSHALILT 60 £ %6y lansoprazole 4 R AL EHET 1 21.5%
B R ANHERE R4 B A8 AUC(H B 658 )ik D o R - d i T okl
lansoprazole #) AUC st o st R e 2 A B R4 MW+ @A K Cmax & Tmax (22| F & RE 0
BRI )R B ot B K 2 E 6 Crnax & Tmax 48 i B ER - B r 48 ﬂﬁ“?%ﬁ%i#éﬁﬁ)ﬁ"ﬁ’:
R BE PRREEFTAER DAY lansoprazole BinEy i KSR LS ER -
AP RERHA L

A8 BN AT 2h BB % 694 A % 305 > 38 & (Child-Pugh A &) & & (Child-Pugh B &) ) £ £ &
BALBRT RS RUMIOEAAALTAMEFLEL FHAUCHNTH I - HRMP
#5409 lansoprazole * & #a#¢ 1.5 /) #5 & £ 4 /»#5(Child-Pugh A #&)% 5 -} 8% (Child-Pugh
B#)-

BRI EE SR LRE  BARMMEARBRATRILHALSELEROR I Z
RELBBBMELE  AUC MW TAHGERSE -

B4 50 T4 R

lansoprazole 7 H b BB g

o d £ P450 X 5 fER

lansoprazole 4 ¢ &a 38 & F P450 A4 #3459 & 48 & CYP3A & CYP2C19 ) ) 8 (R st -
W LT ARESRET > AT AR LB EF PAS0 & SR U0 R(W
warfarin + antipyrine ~ indomethacin - ibuprofen + phenytoin + propranolol ~ prednisone »
diazepam #, clarithromycin) » % &ES R LEBREM R EER « Bt MR B b &l &K
P450 F]sh&&(éL45 CYP1A2 » CYP2CY - CYP2G19 ~ CYP2D6 R CYP3A)X# -
Theophyliine -

% % % B i@ 8t theophylline (CYP1A2 ~ CYP3A)t A 1§ > theophyliine i Fy % 2 3% 3¢ jm
(10%)- &3 %% theophylline # 1 & & 6918 A0 & @A) R B R R KT RA BRER -
Methotrexate % 7-hydroxymethotrexate -

EHH 28 A RFHRARND XAA(FERNERABER - REFHTSELI5ER
methotrexate) i 17 & — A K& ~ £ — 4~ A 8 X&) Rin% /7 438k F + =X naproxen 500
EXABRABRAALTRIOTABER—RIXT 7 X > E43# methotrexate &

7 o BAT# 4% %% & methotrexate HuiT #4216 R Ak -

Amoxicillin

& %, 0 @5 kB~ amoxicillin HEE R LPAE R EEA -

Sucralfate -

BRI T A S B 6 30 £ 5 A4 M sucralfate 1 L E—BEX BT FHHA
sucralfate B » ¢ i£ 4% lansoprazole &y % » M AL HMTA ERMBK17% -

w A

BRI P o PIEERIAS LT RMA - T A TS Bk e B
Clopidogrel -

clopidogrel #(4-48 & CYP2C19 fsht s s bty « % 41 B CYP2C19 it MRt o e e it
B R AT IR - SR A O RIK] 0 % & R — K clopidogrel 75 £ % £454%
F 80 % 5L 8 i 30 & £,(n=40) - Ja &N LG 12T clopidogrel » F 95 L H 18 3% F 4R T 8%
clopidogrel &% #4803 AUC D T 4 14% (F34 AUC 1t % 86% » 1+ 80%Cl 4 80
% 92%) -

TR T RS & 230 LT (d S5mcM ADP 34 8 )b g 3 B $] L 2168
clopidogrel 5%t 4% 4 § % ¥ 4L - 3t clopidogrel /& 4% %45 & X A $t clopidogrel
FHY MR ABE  ERALRBEREEM -

A 1t 3 3 % lansoprazole ¢ 4§

& 7 lansoprazole & &1 CYP2C19 & CYP3A4 kit » i sk B w35 W A R A I BT hE &t
lansoprazole £ % & -

12. BEREBR TR

121 + =5k

E-BABRM S T M LM - A EAB(15 > 0F60E L BER RN F LK B)
B ARIRAR P A 2844048 AR IR BB A+ BTN 0 A SRR - SRBR 0 4K
MHEEHE  BEANEELT EER2AP4AY  BANEREABRBRT - AR RLE
BISE L OB E A H RGN H R T AT R T RE R R T 8
ZEEE o AL AR T AR EARRIBER(RA) -

B AR

7-hydroxymethotrexate & ¥4 %) 71 4 i % % 4 - 3 2K 35 S0 SRR 3R JF B T SP45 LA R M0 & 0F
RAMMIE  EAEEHEARERM - Af - EHKK AR A 62 & methotrexate 4

L

Fn‘ﬁﬂf
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ﬁﬁ

. FAA@ .. A
15 mg 30 mg 60 mg
HrR—R BR-R HR—-K
i % (N=68) (N=74) (N=70) (N=72)
2 42.4% 35.6%" 39.1%" 11.3%
4 89.4% 91.7% 89.9%" 46.1%
" (p=0.001)4a # 7 4 HLA -

#Eﬁ#‘-’i‘-‘t’!#} yASE LKA R EON MM A ~ EABUR RS B M ARA R RAL

i

H%W“

\a—--s..—-.--_

CHE BRI M ERR(I5R0EAER - ROF AR E) BY
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ranitidine tk. 4% # B AR 38R F » 280 M AREE R B R+ SR B mAT - PSS
#EATBREGRIBGRA > ZEBNARSHREHA - AFEBRARBHENEL
H@CR BT KM T - R 1SE LA F o4 B8 0 £ B 4@ rranitidine - {248 % 2:8 55
AEAMER  B30E At 4& % H @Cbranitidine s & £ £ » Bk Siksk 2 S B4 BRIk Y

thEsE R (&) -
ft ok EER
# 50 8° ranitidine ey
15 mg 30 mg 300 mg
£ 3 HER—R BR-R o B
(N=80) (N=77) {N=82) _(N=41)
2 35.0% 44.2% 30.5% 34.2%
4 92.3%" 80.3% 70.5%" 47.5%

[77.0-91.0] [73.9-88.1]
(N=113) (N=126)
84 81
10% (76.0-89.8] [73.9-87.6]
(N=123) (N=135)

* AR MRS 0T S5 B (S S S — ) R PR AEAT B R S 0TI SR A AT B A SRR
BE(ES CLO itk » WS R/Z3a8)PHED HIF LN - do KB AT AR » MMAFI T o sbsb o
Yo Rl A B AL SO A M o R R AR R R 0 AR R KR A AT IR ST -

Vo RR ARG RUA MM G (o LR R B T R RCE ML A — 7)) 0 Al
AP o A RM A ERRERBAAN

#(p<0.05)44 #4445 %, § i/amoxicillin Fv 3% %, W #h/clarithromycin 4 € # i -

£ (p<0.05)44 ## clarithromycin/amoxicillin 4 &% 5% -

TI0RME 14 RBBRBZ LR I5%EMER » LA THENHEBC058.1)  ffebhEMMW T 4
(-9.79.1) -

" (p < 0.06)4A #1744 & #] f=ranilidine -
“(p=0.05)ia K1 AL A

12.2 ARl PTHRAEAR B 0L RE1R 1+ =48 B 3 5 A5 B
EEAASHEAMPIRRBERT B RGE K (ERAFHHRE X - ENEA KT
R ) A AT S Bl ¥ T BEARRAR 0 345 A5 3, B 48 49 amoxicillin #= clarithromycin
B 14 R = F 5% %40 amoxicillin #2214 X8 @5k » AR e PISTAEAZ B 6 B2 o
BRWELERYBR AL RHERERBRB LG RERRRNK

ZEMAE 508 30 £ 15— xdx/amoxicillin 1 %, — X & =k/clarithromycin 500 & #,

— Rk

WFHk D F W iR 30 £ — R=K/amoxicillin 1 #,— XK =K
FAGREHFR14 R - PISRZERROERBLGHERGG 4 261 - RRIBR0S
e LT T
WRERBTZERFLZAMENATTHRORERLES - CERFZRBANHAE—
ik o WM R AT ARIR o PUIR AR ) T M8+ =5 B R B AU R -
ARSI B A APIRRFERT BB REER(ERAZHRRB L - ENEHRER
R)RARTT AR RO TERRB LR TI0 R 4 XL B2 =88
W o IR Y WRRAMFIFHEBR AR T 10 RZEHAER 14 R FREHE(R
F+—fokt=)-

Fob— PSR R AR — = 2Rk (&4 T li/amoxicillin/clarithromycin) 4%

AFAEE ik [95% 45 BUE M) (% A2E)
ZERE
Tirh =¥R%
W ¥ 19 2" R ER -t
92t 86t
M93-131 4% (80.0-67.7] (73.3-93.5]
(N=48) (N=55)
869 83’
M95-392 14% [75.7-93.6] [72.0-90.8]
(N=68) (N=70)
M95-399" 14% 85 82
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At=:
e PUREAT AR R — 14 X R ERE (£ 5 ) B/amoxicillin)
BB AP E 7tk
[95% M EH)
(% AR)
b3 & 32
Tifts IR
R P E i Rt
77t 70%
M93-131 [62.5-87.2] [56.8-81.2]
(N=51) (N=60)
668 615
M93-125 [61.9-77.5] (48.5-72.9]
(N=58) (N=67)

f R R MR R AR R R AL M) A IR R AR e TR AR A R B AR
W E(f i CLO Ml « MM R/HBR)PHEDRRLMMN - o BB AN BAATH T < abs
S R A B OISR B0 W 60 R BB R B R R KE AN F -

T o RAALLMFEY F S PIRETBR NG L RR)  BEREH MR (SR —FM) > 08y
AR AR R SR R AR ¢

% (p<0.05M8 2 S 104k M A 7 K i -

S (p<0.05)44 #1406 A & &, 1% & K15 M amoxicillin -

12.3 B k¥

R E S T - REA MR U253 RNARREERBREARANRALY
fOMAFLTBISEAPIOEAGR—RYFBA » £IBFEARAEBARE S LAMSE

RERHMm(E+ =)

Atz WRAEER

AR KA M
15 mg 30 mg 60 mg
FER-K HR-R HER-R
W $ (N=65) {N=63) (N=61) (N=64)
4 64.6%" 58.1%" 53.3%" 37.5%
8 92.2%’ 96.8%* 93.2% T6.7%

“(ps0.05) MHAR A -



MAE R EH R AT ESRARA TREFLD - REBABORBABR I N R URE > LEA
HEHAREPEREA T LBY -
F 5 H30E A ke > RANSHEZFABFXITHOGLSE I -

12.4 ;&% BNSAIDS R ¥ 77 5] & K X%

E2BA B PO BE - FRHRBERRET 0 B NRGIR LA NSAIDI R4 73]
Ae et B kH AR ANSAIDs H A AN & SRETENBEEMIOELE LB E% - £E
AT SR LB R A S o RTTIAIARKM + L PTOTABLER - BA
R NMN182|88 & (F L EHER) + K Mm AIE67% > B1E1633% - HidkM S it T 1 87%8
HA 0 B%BA 5% LAbdEsk o £ 5 A B0 AER— R EEN A 8 IRST (R BLR)
Lt g RSB AR (Rt w) .

At @ NSAIDS 7 ) 0 ol 5

" #1
ES A F 1
30 mg
HR—K &4 82
M4 | 60% (53/88)7 | 28% (23/83)
WBW | 79% (62179) | 55% (41/74)
e #e
E 3N £
30 mg
XK sEh
W4 53% (40/75) | 38% (31/82)
#eil | 77%(47/61)% | 50% (33/66)

T P SE LT 76 7 4 0 0 M B2
2 6l ANAmERAME
3 (p < 0.05)4a #9275 P 91 40

12.5 g2kt B R St 5 % (GERD)

EMHMGERD : —AM £ b~ 4 F ~ RAMHMBARKE U 214 2 A AKGERDE ki
ARG E ARERMAHABY & SRR EMNBA » 4 Mlansoprazole 15E A HBR —K
# + GERDAa M ¢ B 0 s M4T A2 Z » BBAAM E AL A1 @ - 4& Flansoprazole 30E L & X —
& v 3 R ABASHSMR -

LR BT A KA OHANBLARE TR TR - BB/eR M e L
HERRELUB R TLRAE BB

fe+E B oA E RS

REA EF N F1 ESAE | e
(n=43) 156 mg 30 mg E E m r 3:
(n=80) (n=86)
W AR b 4 $
M EMoM % | |

ﬁ'n‘ﬁﬂl" m'j

218 0% 1% 46%"
H4H 11% 81% 76%"
838 13% 84% 82%"
wiakos %
18 17% 86%" 57%
H4H 25% 89%" 73%
¥ 88 36% 92% 80%

T (p<0.01)dusl a4 MR

m.—
BRI TSR A B MM o RP LR EE
(3=%4 2= 5% 1=8K  0=R)

g I:—‘EE::"'I- 1Sqy ab
ﬁ e ~-Loveoprotsle ALY 0D
s
» e i e
T {du a'ﬁm‘ah& Pn "
:“ i e WY yd
* PSR AR
T e e e 0 e an en e s a0
MI“!‘IEI*‘
W=

SRRIA M TR AR O R TR TR
(3=%Kk'2=¥& 1=8K 0=%)

"™

B e SELL]

n e~ Larmmuprazela 15 W 0D
n 14 |~ Larsoprarols 30 WK a0
m 1

’min

§ :: lm W afond
- fan AVY SIEERAP, P

PARAES S I AR S A M R YR A Y
NAENKERTR

MW2EER % v - B E - ranitidine ¥ 4 B AR IRAR ¢ 48RS B 9254x A 38 ¥ GERDE ik 12
MR E A RN e A & R B lansoprazole 15& %74 A8 #% > GERDia & 8 -
MR O A SR B B E K KB - Aranitidine 150 (— R =R) - £ A
lansoprazole 30 &£ B R —Kk > &AM HR -

12.6 AR SRR X
—FHEE S b T - ARG R R A 260/ 1 A SRR B I AR 35 T 2
AES AR SRA2UEGCRIBETHRREER)RA  BEEFAGE & +x:

Aot R RAES

E3 AR 45 B

15mgEx  30mghAi  B0mgHR
BLE 4 (N=69) (N=65) (N=72) (N=63)
4 67.6% 81.3% 80.6%1 32.8%
6 87.7%" 95.4%" 94.3%" 52.5%
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8 | 90.9% 95.4%" 94.4% | 52.5%
“(P<0.001) s LM -
T(ps0.05) a5 W15 £& -

AR Y  MARAT B DR MASFRLE  REERNREME 0 B8 - TMMR
AR ERVEMREEaRABELED -

BAMABEREYL  F2BRERTAARARTAE BB RABEL0ELER—K -
H—kB % oo~ WEHERSAR  durb i 5 F A8 &) Eranitidine it 4 24240 48 M it K R
REERANKER - SRB T F » 30E L H T H % § BB Lranitidine 150 5L — X &%

xAB(R+F€):

et i
FSR ranitidine
30mg 150 mg
BR—K — R &K
i {N=115) (N=127)
2 66.7% 38.7%
4 B2.5% 52.0%
6 03.0% 67.8%
B 92.1% 69.9%

" (p <0.001) 444t ranilidine »

sesh ERELFRERGBA  ORBEL D ~ AR oS RE o P HRAranitidine 150
ER—R_KHRA > BHEBORAZENRILBRD -

S ARRARIE A R 0 B 5B MM AR K e A 20t 2 d Mranitidine A N A AR E R
HRAWRAEHI50E R -~ Rk RURBREAREHRE > B RBOLBRSERRTERA
,lﬁ_ °

F b 2@ A AN P EE G RAMME S AEAE B R AR T A B EM
ARSI E BRI -

H—AB ST NG RA R R R 8 30%E f & £ § @ 41504 #ranitidine
—REZKRAISIRL R AR KR AR B AR L 2D —fH R RIS IADS
REDI12 » R B E BSTAPEART G R E L EARE - B RA cimetidine 800E %/ % -
ranitidine 300 % 3%,/ % - famotidine 40 % j,/ % #,nizatidine 300E /% » 1248 KRB 4% - 30
L H oy 5 8 B8R A E R ey s Aranitidine 1508 % — & =k s R H AN T b
TraNMARATRAYESBEH LB LE GG R AR RS B ARBRE LML
BadEH L MARM AR LT RS AR - 7B RBRATET AL AHNER 8
BRH MR G R R AR B B (R +A) -

A M He MM GREBTENE ALY AU XK R

E-3: -5t ranitidine
30mg 150 mg

HR—% —RHR
R ;8 (N=100) (N=51)
4 74.7% 42.6%
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8 [ 837% | 32.0% |

"(p<0.001) #8#}#ranitidine -

127 gtk 5t E KA » &35Zollinger-Ellisons: & %

$HI5710 B B M NS E F ARG 7R Al Zollinger-Ellison (ZEVE 2 #4H XA 4 2 £
O BLRRAE R AR B AR P o S W B AR A BRI § B0 o BAEHIA0E - RERIRK
FoRAEAAWEK MENMRISELARKR— KRB EXR1B0E L2 THEAEELFHFiHH
B AR F BRI E10 mEQ/hrin T o @ % 4% B 30 F 4 6h 9% A RIS mEg/hrt F
AR ERBENBATRABDECENE FLRAZLEFMAENTE - £TLEMNET &
H(ALBEALIFUALVER SR LM R - FRIEFANRFTLFREALEARAGTE
FAFEMEE B ERAGRF T KR &340 2] &2 44 &lansoprazole 4 2
AR o

1.6 RABYG

13.1.60%

2-10001 & K 4x 425 2K

13.2. 5405

Yo dh 0 ¥R -

13.3. 6k

AR 25°C | AL RAT T B ¥R 2 #15-30°C (59-86°F) -

15. %
A 1 US202203TWO01

A

FARRoRe 15 BL - 30E R

M ¥ K (Enteric Coated Microgranules) : Takeda Ireland Limited
RMeak ¢ Bray Business Park, Kilruddery, County Wicklow, Ireland
A & (bulk & blistering) : Kokando Co., Ltd.

ek : 9-1, 2-chome, Umezawacho, Toyama, Japan

QKB R AR B A RS

Rk | A Mol o AL 1R

H£ANABRIOE R

$ ¥ i Takeda Pharmaceutical Company Limited, Osaka Plant
Reak 1 17-85, Jusohonmachi 2-chome, Yodogawa-Ku Osaka, Japan
BEAESER kWAL BRIRDARL S

Rk © R4S B8 O R R TSR
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