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Table 12-2  Incidence of AEs — Evaluation for severity (continued)
<Caueasian> N=30
Severity Mild Moderate Severe Total
Adverse Event Number of subjects incidence (%) Number of subjects Incidence (%) Number of subjects Incidence (%) Number of subjects Incidence (%)
soc (events) (events) (events) {events)

PT 1) 33 33) 10.0 0(0) 0.0 4(4) 133

Respiratory System 1(1) 33 0 (0) 0.0 0(0) 0.0 (1) 33
Cold Symptoms 1(1) 33 0 (0) 0.0 0 (0) 0.0 1(1y 33

Other (Laboratory) 0(0) 0.0 3(3) 10.0 0(0) 0.0 3(3) 10.0
Elevated C-Reactive Protein 0(0) 0.0 (D 33 0 (0) 0.0] (L 3.3
Elevated Total Cholesterol 0 (0) 0.0 1(H 3.3 0 (0) 0.0 1 (1) 3.3
Elevated LDL Cholesterol 0 (0) 0.0 1Q) 33 0 (0) 0.0 1 (1) 33

Tneid

= the per of

.

SOC: System Organ Class
PT: Preferred Term

Source: Table 12.1

]

* Coded using MedDRA (Ver. 13.0)
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12.2.3 Deaths, Discontinuations Due to Adverse Events, and
Serious Adverse Events

There were no deaths, discontinuations due to AEs, or serious AEs during this
study in each study site.

12.3 Clinical Laboratory Evaluation

Laboratory values (hematology, blood biochemistry and urinalysis) outside the
normal reference range are flagged “Low” or “High” as appropriate. Normal/abnormal
rating shift in laboratory values are tabulated in Appendix 8.1.1. Summary statistics
for laboratory values and shift tables for urinalysis parameters are presented in
Appendices 8.1.2 and 8.1.3, respectively. Abnormal laboratory values by subject are
listed in Appendix 8.2. Follow-up/additional test results by subject are listed in
Appendix 8.5.

Abnormalities in various laboratory values were reported before and/or 72 hours
after administration of the study drug. Although most of them were mild in severity, 8
cases (2 cases at LDL cholesterol and 1 case at total cholesterol in 2 Japanese
subjects, 1 case at total bilirubin in 1 Korean subject, each 1 case at LDL cholesterol,
total cholesterol, total bilirubin and urinal protein in 3 Caucasian subjects) were
evaluated to be moderate. Of them, 4 cases (each 1 case at LDL cholesterol and
total cholesterol in both 1 Japanese subject and 1 Caucasian subject exceeded
moderately the upper limit of normal range 72 hours after administration.

There were neither marked changes nor apparent trends in laboratory parameters
following administration of meloxicam.

12.4 Other Safety Assessments

12.4.1 Vital Signs

Summary statistics for vital signs are shown in Appendix 8.1.4,
There were no clinically relevant abnormalities in vital signs, and no apparent
trends following administration of meloxicam.
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12.4.2 12-Lead ECG

Individual 12-lead ECG abnormalities at screening are listed in Appendix 8.6.

Although there were several subjects with sinus bradycardia et al. in each study
site, all of them were judged as “not clinically significant”. The other subjects in each
study site showed normal value.

12.4.3 Body Weight

Summary statistics for body weight are shown in Appendix 8.1.5.
There were no clinically relevant abnormalities in body weight, and no apparent
trends following administration of meloxicam.

12.5 Safety Conclusions

Most of treatment-related AEs were mild in severity, and none required
concomitant medication or intervention. Laboratory and other safety assessments did
not appear to show any clinically relevant abnormalities arising from the
administration of meloxicam. Meloxicam showed the similar safety results in these 4
ethnic groups.

13. DISCUSSION AND OVERALL CONCLUSIONS

The data from this study indicate that meloxicam given in oral dose of 7.5 mg is
safe and well-tolerated in healthy male Japanese, Chinese, Korean and Caucasian
subjects.

14. REFERENCES

1) Drug interview form: Mobic tablet 5 mg/10 mg 7th edition, Nov 2009
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Ak -FAE . ABShAE - AEOHEANE U, 0EPREERER 5281

WhlroTHIETED 75mg @ 1 BROFEE L Lz, BREDIEL &%
Mz B7=01c, RBREESHLUBEOSBOERFE, fiEOSELEEO
BE -AEOIn Y —BIOPFC AT AL ERE CHRERBVFE—T 3
&L,



4. WK

AR, FEBIUEETIE, 2 A1 #EXE) ETRXEBRVThLEBEOCEER2FTE
EXGEET5H, 2B, PENMIERKBICRERET S, KETRI—n vy Rasr—U7rE2H0n5,
ARBRCIIINOOEFEED Y B, UTD 4.1 BIREE) 23 _THERZL, 2o 4.2 Bt
EE) OWTIICHEZE LRVEBERASESEE 2R LT 5,

4.1 FRAE
) XFECLLZREIFONIE
2) FIEREREC 20~35 OB
3) A7 Y —=2JHHI BMI 18.5~30.0 5K, 2> >fKE 50.0~100.0 kg DF
4) MEBEEFVPAZ ) —= VHRETEREZET L, 2 oRRBUCERE &Kl LcE

(R EfRiL]

1) ARBROMEELERE LERE L,

2) ARBRA~OBHRERICL2BMCHY | IFELEACRERHKIL TS 205 ELE L, &
BEOIEL D& RLENEBREICRIT 2EBE/NEL TH-DICFEHO EBE 35/ & Lz,
Ltk ASRBRICH AR E R WVWERIL, GELOMEL L TUHET AN 5 Lk EfE
BRICE BT RETRNT &, 2 RBICHZAA TS ITERELER L ORI EEN L
VEELWLD LD DWREZEDDIONEEE 222 &, RIEM TCE KSR -7
BEWPK a7 7 A VDOUEBPEEEL 2D LItk THS,

3) EEMEEZ LV /IS THDITRE LT,

4) BERANESRET D2 e n, BELRBRSMAFE 2 & ERINT 21 DICEE L,

4.2 BRytEE

D, B, FF, BEORBBEECHIE

2) ARRICEEEZRITTEEZOND L, i, B, K GEREES), PRERER, A3
. HLERE, KEMEBERS, BlE, WMEBIOEEHEOKREL, TOBEEET
5%

3) Bl - BT ABBEELIZT VAT —2ET5E [BICHERT o1 REFAESR
(NSAIDs) &H U FNEE (7 AEY V) I L TT VA —£ R EHERAOBFEO H
5%]

4) RBREER S 1 ERA»LRBET (RS54 B 8) ECICHREEOIEA|, #EAR - V7
U Ay hEERLZE

5) BUEE IS JORER 6 » ALINDE (LEISLCaF=rREZERT D)

6) MYHRTFE ETIXZORVOSHHE (MBS U THEDPR 7 ) —= T 52 ERiwT D)

7 TAa—VERE (1 BY7) 07 L a— U ERE N 50 g o)

T ERE (g = [FAa—AER] X [BUEE (mL)] X [08CLE : 7AT—A I mL DEX)]
il e (Ta—ER 55 E) % 1000 mL BB Lizig4
T Aa—BERE = 0.055X1000X0.8 = 44¢

Q) FFEITBHERETERD Y b, MREEEO LRO 125 FU LOERRBO bivizE, =
FL.REY e BEE Y ALY, AST, ALT B L NALP THIfEsREEHEME O _ERD 1.5
fELA EDEDERD bivizE,



9) RMEAFEEREAT1 » A LAPIZ 200 mL P od$R i, 2 18 B SAPI B4y ik i (it 3% 3 72 13 i/ INR)
F720133 » ALPIZ 400 mL 2B 2 A E{T o723

10) RERFEHKERT 4 » ADRICH ARG EFEELOE THERBRIZ, £33 » AR
TOMOBERBRIZSML, #5229 72F (SyFTX MIOWTIRBRER LA 1 4
AU, 7272 L. TN EOHETh-TH, RIEDORREOKEELZER L TARBR~D
BB FEY THD LB aniE,

11) o, HEEEEVDARBROWEERE & L TTEY L 48T Lk

[ EiRIL]

D~3) HHREOEEHEDTEDIZHRE L,

4)~8) BRMEDHMEL &b, EVEBOMITE X OREEOFDICEEL RITT AL
HABEFDITERE LT,

9) HREOREMERS IUCHEMEZEETH L L HIZ, ROAFEIEDE & DM EHE (R
FEABT ;18400 mL, BRMFENE3 » ALLE, FEREERME 1200 mL LA, EiEEZ 3 8
LIR) BT LS ICERELR,

10) RBRAELHEEEHAZETIEA. RUBERMOEROEELR L L bIC, HRED
ZEERBIURBEEZEELTRELRL,

11) MMRBEEEFESBMEELHREL THBTTE 2 X5 ICRE L,

4.3 dhik - BRSREE
UTFOWTUNICEETHHEHRE L. ARBRE I E 3% &35,
) FERSGZIC, HREEFPEBRBMOMEZ B LHZHE
2) MIREBEEICL Y | FRE VBRI ENEELETCE V2T Héae
3) Eofh, FEREEPIRBRE P& LHEB LGS
(AL 375CUE) 22L TV 554, EELAMRBIERL CVIHE, &)
(FZEMRIL]
D #BREOCOBHERODEEDCEANGHRE L,
2) FERE~DREEMEOBRENHFRE Lz,
3) MMABEEENSRMLERZBIRE L, BBREEEORIELHE TEL X O5RE L,

4.4 ik - BRYEFIE

1) MREEFITRBREZPIETHHE, HREFIESCHCTDOELZHATS (WERESHRO
P AHLE LBEIE. FRERBYFMAEHZERT D), Fio, Pk - HERSL, #
HRELEAREEICREATS,

2) MEEEEIL. RAREREZICEBEE P - W& 5546, 1824 REFEEE OO
DOBREER (7L, OFE 13E<) ) WKEUT, BEE2ERT S, Fik - BE LK
BRE TR B 5 oo M PR I E A OIS DWW T, TR A DR ERT S Z &
LT 5,

3) BEESPRDOLNHE, RELEIIRA LEERNEEEZRRET S E CTHRET
5 (BE1»H),

4) 7a¥. HUEH] - FREFIIE T A HRE OBTIIAThRVnb D& T2,



5. BlERE
5.1 RREDRE#H

BRI, X—U o H—A TN, L LT 77—~ 2—TF 4 BV A (Boehringer Ingelheim
Shanghai Pharmaceuticals Co. Ltd) T#LEL, RFETHFE SN TWA A o b A8H (H—a v
N ZRWD,

5.2 HBREOEAMB LU T DDA
FEICBT D RES. RETBIUEINERXTROLERBY Th 5B,
4 Mobic®
ER5E5C Boehringer Ingelheim Shanghai Pharmaceuticals Co., Ltd
WIE  TRoERZ S NTERDOEE - 88
EIAVERAENE, BIENY v~ MEMEFHER

Sl
o

]

AOFTHLE, FAY « R=U B —o A LIRS LA % b AR OLEREE
REHL, I oFdF s F—F2 (COX-2) 2EFIICIEET ANSAIDTH B, 1996517 ERMN
TEFEIN., BETIIHRI0 B ETREILTVHEY,

BEhESY
[—ix4) AaXTh b
[fbE4] 4-Hydroxy-2-methyl- N-(5-methyl-2-thiazolyl)-2H-1,2-benzothiazine-3-carboxamide
-1,1-dioxide
{bFHE]

[5F3] C14Hi3N304S2
[&F8] 35140

EEBIUFHI
18EC A m X b E LT 75 mg SH T HHHEEDEA
R4
B LT R[B AT, 30CUTCRTFET 5, BAHBRIEIRBICEETHZ &,



5.3 HEBREDERE - RE
PEEMEREE L. FTETRESH TV RF 2RI L U CHERRITEERE ORBREEE
FIER - REEEFET D, AREOMEB IUOEHRIT, IEREREE, DRt TR
BREOBFBICETOIFIEE] o TEMT D, RBRRTROMBRERRSITOVWTIL, %K
BEEDRETEZ Tk, RBRETEENLORELHER Lz LT, EROFIEICHE- THESE
IR LAY D,

6. HOEFEDOHFRAEBS
RBREERS | BMR o BT (B548E) TR, T ToEXHORAEEELET 2,
7B, AEELOBREOBAIZLVRPUEETER LZHEA. MEETE L. ToHEA4,
A - A&, EREH, EABNSEIC W UEFBREEICRERT 5.

1. HEBREOEE
1.1 ERBFHTOHEREOEE
) A7 V—=27
PFEEEE L. RERGH%H. RBRERER30 BURNICRAZ V—= 0 TREETT,

2) RBEER SRR (-1 8 : AR ~®&54B88 (48 8

WFEEEE L. RBRERERTE O 16 FPEEE TICHEREZ AT ST 2, ABTHE DS EER
B ORBREERE 4 FEEGETRRL T4, BEHIL., EMIOBRER, BIRRE, 1509
A v (MLE. BRiAE. R SORER LOEDRENERORSRRLEIT %, F/l
9 Frk JER., RRERE 2T D, L&, BBRRA 7 Va2 — iy, RE. EYRE
BIERORMEITS,

Bh 4 BEIC, FIEFIEREOERERBLICEDREATEAOEMN, A nx b A0
WEhEIZBEE T 5 CYP2CY DBETFEEMBER O MTIRIEDORI E & b IcRZeM (RERE)
Kﬁ%ﬁ&w:&%%ﬁbk& TRTOWHREZIBFSED, 2770, BEERENKE
LHET LB AT, HREBRE OAFHMOLERR JUERES 5 VITEMBREEZITV., B
%ﬁﬁ%imﬁéovw%A EHENA % YlHeE OEFREEICRTT 5,

1.2 BREM - HTU A FDER
REEE S 1 EMATORBRRT (k54 BA) ETE, TR CORRERES - 7Y AV
NOBERERELELET D,
TREEAS G T, KREORMEEICET SRR L LURE - IS bOSBEET,

7.3 ghe&
AFTHIF FIEERR 2 DRt SN 5 B L UEEK S O BEUIEEE L 35,
HREE 5% 2 HEE £ Tk 2281 & U, 2 BEELAE 4 BRI E £ T 500 mL %
TERTEA2L0 LT3, AFT, HBERER 4 FHE ETIERELETS, LK, R
B QBB T RTHOK I R TV T 4 — & — (BEEE 100 3R, Volvic %) &43,



AFTEBLUEBREREZEOREREIILLTOL S ILED 5,
BEROHRITERL L, TR OEEORMIZEHEROBRERREIZHES,
- 18 (AFTH) @ 19 KftH
1R (BE5R): BRI BREZ4BMOERESICELETHRET5,
#20: R, ®5% 24 FEOBREL LORLKETHET 5,
%3 H: &L, ®5% 48 FFFOBRER LORMETHR ET 5,
#4 B GEFTR) : E&IX, BRE5EZ NRENOEBRER L OROLETHRE T 5,

7.4 BYE
AFTHIRE T (REHATHOAFLRE) 13EEE L5,

(B AR L]
=aF R, ME - RS OREEICEE L RIETAREENE V- DITRE L,

1.5 EH
AFHIFT (RESBETROARFLUKE, &E& 4 B EOBFRET) 1L, BRI FRNETHE
£ 5 EBB L UWEELZEIET 2,

(2 EiRiL)
EENZ LD AST, ALT B LU CK E0O#RMEERN LR T ARREMENH B 7= DICRE LT,

1.6 &8
RBRIER SR L ) 5% 4 IR RIVETERR) £ TR MESFOREPRMSE TUE
IR R RERLSNTMIER 2R T & 22 L 28k 5,

[E% iR L]
WEADBENT L DRI A~DEEZRET D 7= DIZRRE Lz,



8. #RzE -
8.1 HEREMEFIR

FHmIE B

8.1.1 RO J—= T8

REZXEFCLIYVRE LEERE AR, 27 )V —=V IREZERT D, A7V —=v7
BREL LTRSS IOFRTHE - REEEZER L., AFRICES LTV I ERT 5, £, £
DWNEZIEFIREEICRHET D,

®8-1 RJU—ZUIHOERE - BEEE

o

R

HEl, &, FE - BMI. £FA 0, REOCERRE. BW7 LAF—E, BEFE, &2

B 1 - BRiEDBIE
FRRE 2 EETDZE
QLA BifmEREr, BMERSE., FRMERE, ~E/ o EE ~v 7Yy ME, MR,
3 e IR MLBREL
K e, Mo A7 o~ HDL2 VAT o—)b LDL 2 VAT a—A, hYFZUY K,
# MIEAEERE | BEA. TAT I REE, ZLV7F=2, BREUALE Y, BEEY VLY, AST. ALT.
: y-GTP, LDH, ALP, CK. Na. K. Cl. CRP
e Rip . EUAEy, AR B, pH, BEH, vrvl )5y E (BEEEERE
) MABEDHEIEmT )
< L >
CATATAL | e ik (). R 12 FELER
LEM
ERERBRE HBs Jifl, HCV $UE, #fEHMIERIS, HIV HilE

[B5 - REEE OFERM]
FEPREABRIC BN B RS OEEREDTERICNE L EZ DN AR REE 25H L,
YRR B ORAEIL, MBI NE~ORLE51EZ B E LTERE L,

8.1.2 KRB
HEZMCRIE LWBRE 2RIz, F8-2IRTHE - REHEEZER 3 ORBRAr Va—
JAZHE> TER T 5,
= 8-2 XFEEREFOEHZE - REBERB
FREREZE EfOBE
FEpEhnE i e B A P
AN FRIMERER, ~ES o UEBE. A U « I/NRER
i P—— gigﬁﬁgmﬁ SE, FRIMEEE, ~ES o e s N7 Uy ME, fMRE
B mf, =1L A7 —/L HDL 2 L AT o—/ IDL 2 VAT e—/A, R 7 UED R,
MiRAEFERE | BEA. TAT IV REE ZULTF=0 Br YLy B YLy, AST, ALT,
t# v-GTP, LDH, ALP, CK, Na, K, Cl, CRP
7 i gg“ey;w:“y\ R B, pH, BE, vev Y/ —Fr it EAEIEE
) MA BN EICERT D)
;%;gﬁ4y‘ WEE - ek (R0, (K. E
BT LA BB U=l (EDTA-2K S50 1% - 200CUA T OB RIETRE T 5, WHERRY

BEE 2 BRI, FIA4 74 AFET IR TEETFSHORERR~EET 2,
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