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3 d=gHogAe AALTFe 19 100~ 200mgelth Ho) dFLZFHES 1Y 500mgo]th
sy HAZE 32 F dRE EnguolE = QWA 1Y 1,000mg7tA Wekd ol dith

Ae 159 e Aol 0.5-Img/kg 2.2 FoIS AARTh o] F 125 kAo 14 05-1
mglkg® SEFTt 19 18] FASIES she, Thef AXTL TS AT ofH sk, SHEAE
ZoAY, THAE SEES Ik EFolY SEAEE JdNSel wek Ad e
aote] e dxayozAMe] ARFEFS 19 3-bmg/kgolth. F-mTAo2 HddE Aot
47 19 500mg7bA| Fedk A go] .

2. #7ray

- 4% (1741 ©]7d)

Ql

FEEL 19 200mgol™ B4 19 200-400mg e 18] Fol gk, Fxol whe} o) Al
19 800mg7HA] FAT 5 Itk AL 159 Foke Aol 25-50ng4 f—roq e pow AnE
A, T Re Sl AlFEhs s ol Felt 1-2F AoE §FL
He

oF

2 >'_\|l [11

25-50ng F3tel 19 18] Fol@th wef AT F/HEFL 24_1:171 SEENRS
8§32 ZANANAL % 142 AL 5 Atk Folwe QYA wet Aol
st

- Zeo}(g 2-16A)

1_4
N

il

Al

o

1-2% 702 19 1-3ngle® FF3te] 19 13) Fofsin). £ azg
Agstelo} gtk 19 nghke7b TR A= glom, o 7

Qg E et
Hepgel Egie.

—]o
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3. Aol &=t

- 5% 9 %% (CLcr < 70 mL/min/1.73 m2)9] A% el 3zt= AZEF 2 FA87F9
°F 1282 st Zlo] dxdn.

- AEMEAL o] ok PARMo g A A AAHY] Wi FARARAE T T
de 1¢ T ¢ 120 sdste &FS F7tE BEF Folof 3tk B HEe
AR, BARAY Aas @ BASAY AHLE S8 At RATE SEEka, 9
Exo] NI 3 Ao £8 T3t}

4. 7o) &=t

e BAEL o] oko] FEojHavt HAE - glong Fojste] FEostoof it

O g FoAG

1. A1
D A4 Ak
G A FFS B8 FAA AATE B AAEFE YA SUHE Y. A F 9




F2Lud Y za Algell tigh wERHEA AdoA Aakdd s A e S o
EFF (@ A FoF 0.43%, 919F 0.24%). olelgt 9189 Skl did 713 &84 A &
o FHAFTES s s AATE e A E, 925 Id Ee g
7123 PFo] v Aol tiste] TYEHF ook o)

FHAZFS AYes HXSY g2 22 Ay O AT o3 F A, X877 59
o AT A A F] APdTUIe BAAY. wE A, A FHAFTE HGA F
ZHe] A 57I1%F FF AAHE B2y A EH A5 e AR 7 2 o] of &
'4E A Esh

2) HHZ8A] EAA

Evgvo]ES] Alg A Y AA =5 A3 32H2,794 patient-yearse] =)ol A 10
Hol EAAE ety AAEAE-S 0.003590 s E T

H|E o] Tl Eo] A% AT Aol ASHE FAEGE o4, EIgHolEE Fo
2] e HAZFHAASNAAN YdEE A4 TAE FHAHSY Ul dHHA HAF
gzt A o] B E-L2 0.00050]H, EFHo]EL] -9 FARRE AFAE did A F9
A E-2 0.0030]1 2, AEESH HHASEA A LAYELS 0.0050]TF).

2. b Bpole FolsA 2 2
D ol ete Aol HuFol Y& B

3. the BAE AFS Foid 2
D Aol BAEL oy deje] 84 sro] Sdetie o B Aol 2e8ths A
g mesEA YgH 2 3 5

’ ko)

5
SR 3%, RAg)e] utet §FHYS HAstelol BTHEWNE
3 A B P

A 5 oA AAGERE TN A BAx
of &S T oF It (o, 1ES FHRA(GLE, L3 FIHE °] &3] 400 ml/min
o] £x8 YREAS 31FS W, o] Y HAE2 120 m/mine® HAFRINA AT A

A& 20~30 ml/min¥ Bl A| 4~6 B =2 FAES UERATH
3 EvgolES] A& wHstA 8l thAA] 2F AFS §
A

Te ZeE 34
o] A$ 4-8Y whol| ¢HA HH O dF £x EEsiy 5% ol AF Tle &40l
e A= 10-15Y0] A~eHT)
4) o AL, 53] AT &Qlo] e FAELS AAY A L 2NE, AEF S
ER 59 28 AFANY #-EE AU S4Y fdel e Ao olgd f3E
Z0o]7] A e FA 8 FFol asig AFYd gt 93 AAZE o) A
A AY, AEAY JEY 9 adgkaFo] oy olgdt IAEe] o] o Am EFe
AAN S JtEA dAsteE AL ofyt
5 tA o] sAES EvHolEL FEojH vt ZHAE & Jorg Folsle] FEoldhejof
Ela=
6) EgrolE Fo =F Thef A9 AFo| TAstAYU AT 7 AAA Eatd
Aol zAY &4 AHY S7HE LHEES S
4. o] 4Hk-E-
7). EnjEgidolE &Aoo BaE o] kg
D AA/ZMAAA o] dukg - A Zbo)d, AW, X, IATH/FYY Hol, =, A H
=, J=2, S, 5, Aol AYESE), A EJCUIREY 2 AAAUFTOZ YE
3, 25, ASEA, FEF, ZF, V199 Ael, A, @715, Ao, o g,
o, TS, BAEETAY, A, oA F AFSHA7E dEE £ Ao E=JF EEA




A, 1Al o]l A), Z3lo| At M8 AZ AHAo|A=AHFZH) 2

E-Sg;g—oﬁ’ %2:112(:[]?_ 13_]_—% (o) Oy 1 = sy O o o 1
nzZt=zko] yekd ¢ At

2) A% o] oF A FA Fofke 2,086 T 32W(L5%NA AAA o] FAHAFCEEZ
¢ #x)

3 dHMAFTo] Had Fo] oy o] ofytef A= SFHE YA FHt

4) B2 E 13 2= B ofAek ME T d3ADANA YERD o] dHtg o i 1de
floF Fof Aol Hlw A 200-400mg/L-& Fol W2 2k 1% o] dolA o= Folok #d
Ho] &3] Uehd oS A8 Ut iAo ® A5 859 FoUIt Fob o]t
e 4T R A2 A ‘%}Er W7AA 133k o) duteE ThAl AR &
At

o= AYA A= ol A= A /‘}9—1 FHAZT N o] & FIHFASAS
b doFv= A AA A Az = FAEY 5 e oY 2ddse] d4ANE
oM et 7] il o)dRtse NMES 1 st ARSSAE dEve AS BAE ok
ok =S @17]01]*1 DFT HEFE e Fo Fa=d ¢ d7A e A dddTelA
dojxl Az} AFHHoFE Nt A= ‘{P%E‘r.

a3y, o t‘]‘:—’F% PNl FAPdE SASoA BAR o] Fut-go] =l 7|

= 7P *34 gX l Bk A= *PHV“’E At 7128 AT

0l o =042t (mg/Y

MFIES/0AES |99t |200-400 380'1'0
[m} [m}

(2012) |(1832) | ) 401)
UBIE Ol MAIH
0}
e 134|148  |29.7
EEE 1.0 6.0 3.1
== 41 55 29
== 3.4 3.8 04
EE TP 3.3 3.6
SHAI= 1.7 20 3.6
TEES] 1.0 1.6 29
x= 1.4 1.6 0.7
e 0.0 11 0.0
o= 1.4 1.6 1.0
EE 0.0 11 0.5
ESESET
O x A O
)()1X|E1%(dizziness 15.1 4.6 39 1
SEAX 6.5 15.8 14.5
o101 (speech) ZH0H_[2.1 13.1 1.4
OFRRIEE 6.9 9.8 1.1
XI2H0] & 3.8 10.9 19.1
) 6.0 8.7 8.9
%W(La“g“age)t 1.0 6.0 10.4
T 5014 1.7 3.8 3.6
22 X 5t 0.7 2.0 1.0
EENES 1.4 07 00
S40x 284% [1.0 2.0 00
=0 0.0 1.6 1.2




& D] (vertigo) 1.0 1.1 1.7
P2 EOH
-4 8.2 9.8 12.1
el = 6.2 7.1 6.3
=58 3.8 6.0 7.0
| 2.4 3.8 3.4
—?I’éi%*(gastroenterl 14 50 10
tis)
2 0.7 1.6 3.9
PIEEO NOS 0.3 1.1 0.0
X2 0.3 1.1 1.2
ot L MY Fof
A2t 0| A 0.7 1.6 1.2
CHAF & S ZOH
s 24 3.1 9.3 12.8
222N =0l
2= 0.7 1.6 1.7
=38 0.0 1.1 0.0
HAm, =9 2
210 &0l
HIEE 1.4 2.2 0.7
Bt 0.7 1.1 0.0
Halo|st ™ Fof
J3H 12.0 29.0 27.8
HME2S A 2.4 12.6 20.8
A1 0ol 6.2 16.4 19.3
Jls ZoM 3.1 12.0 14.5
et 5.2 11.5 13.8
SES 4.8 5.5 13.0
dE/F=28 & (1.7 6.0 14.5
A=22X 4.5 10.4 12.3
= 2.1 3.3 3.4
JIZZ0H 2.1 3.8 9.2
S3FO B3 1.7 2.7 2.9
QIXl EOH 1.0 2.7 2.9
ciHlE 24 0.7 1.6 0.2
223 0.7 1.1 3.1
0121& 0.7 1.1 2.2
2E S0t 1.4 2.7 2.7
| PN
SN EN . leee) 72 (282
=YS 2.2 3.5 0.0
FEZ 1.1 1.8 1.6
=4 0.0 1.8 0.8
=2 F0| 4 1.1 1.8 0.8
SR B0 198) |(126%) |(2862)
L_l/él < < <
e o 0.5 2.4 0.0
NESPIESEF- (U
=g 1.0 1.6 0.7
Ol A 2 1.4 1.6 0.5
2HCICHS 0.3 1.1 0.0
SEJIAH EoH
Hl & 5.8 6.6 6.3
IEZ 2.1 6.0 3.1
FHl=sd 4.1 4.9 5.6




ss=e 1.0 i1 2.4
o= o

D2 S| ZoH

R 0.3 i 0.2

0= = 0f 0.3 1.6 0.7

=0 50t 0.3 i 0.5

JIEF S+ 22

= of

D2 0.0 1.6 3.9

Hl =1 =0

EERE 0.7 2.2 2.9

= 0.7 1.6 0.5

] 0.3 1.6 1.4

RN 0.7 1.1 2.4

L8 0y 0.0 1.1 0.5

NEE

S A 5.5 104|104

NERIE 126 [10.1

e 1.1 18 [2.0

TR

AILHTI 2 = of

BED A3 (07 1.6 1.2

e Zof

e 1.0 1.1 0.5

PR HEa ANFEAA FAEL o oF me AR 1-27HA 9 %ﬂ%ﬂ%%% A TRt
P e e @78 olgueg RId fxe] MEge Yrhith BASL 1714 oo ol4dutge
nng § glome, @ sHae ool olgws o d % Yok

<E 2> 5709 k=4, HE&aW A Hiud §3Fad o dikso #2E(%)

0l °F E0i2(mg/Y)
600 -
0| AtEHS QloF 200|400
(1749)|(459) |(68%) 1,000
(247)
i 141 (111 [11.8 [30.8
NET 7.5 13.3 [17.6 [20.6
FEEEEEVIIIR 6.7 8.8 15.4
=gt 5.2 8.9 10.3  [15.0
2EZ 6.3 8.9 7.4 13.4
NELES 4.0 4.4 5.9 11.3
of 0 & 0K 0.6 2.0 8.8 11.7
S0t 5.2 2.0 2.9 9.3
J| 20| A 1.7 0.0 5.9 10.1
Ol A Q| Af
0.6 0.0 0.0 4.0
2/ (NOS)
=2t A 2.3 4.4 8.8 12.6
X & 6.3 13.3 8.8 13.8

<E 3> &0H16A HI¥h) ol 9otz BEAFA g o] dnkg LAL)M (Bt

Oo|E T A 1% o]l B o] dyg)
oo ERTENT]
MRS S/01 A8 S 0lE
(1019)
(989)
U ROl HAI of




o=z 5.0 16.3
Aboll 12.9 14.3
2y =7 B2 1.0 2.0
sa 0.0 1.0
ZhH 0.0 1.0
AE A FOH - LBt

h=-Rel; 0.0 1.0
== L X AIAH ZOH

a0l &t 5.0 8.2
2SA X 2.0 6.1

SIS 4.0 5.1

01 Xl 21 S (dizziness) 2.0 4.1

™1 0f (speech) ZHOH 2.0 41

e 3.0 3.1

gt ALK GF 0.0 2.0
NEES; 0.0 1.0
HAZ 0.0 1.0
X201 & 0.0 1.0
PIE2H FOH

< 5.0 6.1

2EH St 4.0 6.1

HH| 4.0 5.1

2| & A (gastroenteritis) 2.0 3.1

Hot2et 0.0 1.0
2| & XU B 1 & (flatulence) (0.0 1.0
AT A= 0.0 1.0
o 0.0 1.0
X2 A 0.0 1.0
AlZ 8ts ZHOH

A GH 0.0 1.0

CHAF & A2k ZHOH

HE 2 1.0 9.2

z235 1.0 2.0

NEYS 0.0 1.0

s SOt 0.0 1.0

sS40 28 2 20 H

Xhgt 4.0 8.2

H=& 1.0 4.1

EES 0.0 1.0

TZEZH I} 0.0 1.0

EATULS 0.0 1.0

oIS ZOH

309 15.8 25.5
N | 14.9 24.5
AlE 0401 6.9 14.3
QIHAZTOH (S ZOH) 8.9 11.2
dE/FoE Fol 2.0 10.2
SAX G2 4.0 9.2

E0N 6.9 8.2

JlE &0l 6.9 7.1

Jleis Eol 0.0 5.1

2 2oty 5.0 5.1

et 3.0 4.1

HNE2S A 2.0 3.1

AlE B} 0.0 1.0

MES 0.0 1.0




SADH E0h, 01A
84 CH &t 0.0 2.3
HE OIE Zof
HHOlefA %% 3.0 7.1
2 3.0 3.1
52001 =0
AT 29H 36.6 36.7
He 1.0 5.1
SE ZOH 0.0 1.0
I8 & 27 HOoH
L= Z 0K 2.0 3.1
g§2 1.0 2.0
] 0.0 2.0
C2S 1.0 2.0
sos oA 0.0 2.0
S& 0.0 1.0
NS 0.0 1.0
0% e 0.0 1.0
Bl 010 =0}
= 2.0 4.1
ORte 0.0 1.0
AIZE 2 OH
= ol 1.0 2.0
Al2tol &S 1.0 2.0
=Al 0.0 1.0
S04 0.0 1.0
EN 0.0 1.0
W o A2 A O]
WEANAS 0.0 2.0
TR WEaN AN BAEE o] oF B qok 19l gudsere 9 Felugi
" Eo| Ve gre 9AF olduee Hud $e MEES VB BA5E 1hA o4 olyurge
IG5 gomz, @ shen ol ge] o yuts ol iE 4 9l

oEL

5) =S RE QAP 71t B 171599 MAZ BAolA EvGuoEE REaNAR
A Bt UERd ol anhg e Bewt 2o

A0 1% o), "WulZ - 0.1% © 1%, =EA : 0.1% vwk 3xpo A 2HAY)

D A&277 - wu2 Rsgol Yergttt

@ AAA BAL : AF &, ez v, FYE, A4, 7T, 2R A9, =
B4, $28 FE5 FAF dei

m\l

i
X
(2
K
o

) *‘%J«‘ﬂ] 2 vEQ}t, AP}, AAF AdEto] veRgT

@ 3 9 BxAAA X} 143, D78A, 82 g8, AAS, duz 543}
=, AAH 2, &), iz, 35S, E‘rﬁl 744, dAb e AR, HE5E, 554, A4y
o, 5o, vARA, JHX“’H, dH, stF, oA SE, AGHN, 7, HS, wHA
%, AE-EEA neuron 74, EWH, AAR, T A Z2FES, AAAE, A-YHY
Hk-S-(paranoid reaction), 41 E-3F7}F, WA, WS, AW, ¥IAGA =, EEGolY, EEA 4Y
=37, 3upd], gulx F717F YEsT

® YEHA - du 2 33AAF, 25A A7 vyERg T

® 238714 - AF A TE, XA, “H“HE U, A3, AL #F4, FA, FUE, A
sHel, S, 4, BrASV 254, AR 9dR, JEE AEY, TEA Efol YER
t}.

@ A7 " AR Aol AF oy, =EA olF, HZHHlo] el

A e 2 JA5, AASR, AV block AW, ZAAEE, EEA FA9, AlWAdEAE,




AAE o] YERSTH

© 2+ 2 gFA - Ww 2 SGPT A<, SGOT 4<%, @dadol, y-GT <o) vebsth

W A 2 Y Bl - AF g, W2 AT ISV 23S, ALEFEES, akaline

phosphotase &7}, AZEdZF, TALEF, 45, 1¥TF, ZdotEd S7H 194EF,
_]

N

FTAZE, S Fu, THEFAF, I G4 o, AUEFUE, AFU2HEY
L AEFZE, AAFo] tepsth

2BAA AT BAE, 2% o5, Wy

FHANE) - 2 7|2 H £ F ko] ek,
A AF NG, WUE B FY, AW, ALBPLEF, AM0ZF, 9EAF, I=PF
L BATEUE, YZTHAS, NITHLZE, GELTINE, FATRLES, EBENE,

I
=
ot
i}
101-
:IN:(
2
o
-
o
3L

o

@

®@

®

2

EEA AQFS7ES, & A, HETHaFo] YEsT

W AA71A - W2 47 Atole] &, Wtist, ¥4F, A, FE7, AgEN, FAAA
o 5 EHIZF YEEoh

® ZF7A - W= 713, 71829, DY, 71BAZE, =2 FFEEe] YEs T

7 AF qEF, FEH], duz gr, aid, S, 2ed, dx4d v,
3, AR, A, FARNg, SRk B, A4 g7, gEY g4, 2oy, =
=7 Aol YEsit

@ ZAA71A - du 2 w4 =2hF, n2dd, 5ol et

7| A - A diade, Ay, due 2249, Rk, 24e, 2A4F7, du5EF, A
e, ks, R UET, Uk, FUl HEEH

48 vuz =&, ANERF, ANd, =2 8450l e

@ = A A9d, WuE2 2dold, wFA, 77, AL A, TAlL AbE, = 9
2}

6)

o] SRR d AAA-TAE Az, Rz, ges-TtiE S5 3|
oz Ag me H2 IdE HAdS B HFEFY ARE A8l 20139 olFHAA A
oAk 4,111 9] ghak(e] oF : 3,1827, #1¢F : 9297)9} 3471¢] F7H(open-labeDA @ ol

F 2,847 9 SAE FAE AGAIE dlolEHo] A2 HE HIietATh & oA AFEHE=
BHRE THHCHERH EE2HAY. BE oldYErtEe] diEEe BT WA TTES

oL FO{‘ d

2

@O olTHA, A=, HdF BRxzay AE- 40 &4

olFWA, Nz, HAF BxoW AFNA AL o] & Fo vE Al Ao 1%
oj/Fell A Hid o]deFEntgS ofd ol YehlAT. AR 8 %FH200-400mg/day)s EH&
gk ARlel A 5% 3o MAER Uehd oldEtee RI=EIF w2 =MU=E YehA
tod ot - &9, oxgdZE, 92, B9, AF74, AL A (bradyphrenia), 7ztol, B
Al 28Ol T, R, 719, A&7, 2EES, Bd Aok A& A, 719% e,
At

B & olF%A, gz, HAF BeaW AFAA o S Fof i
1% o) ’dol A Hilg o]idefaite

il
2
oo
[o

Al o

o :_X]"o’]

flo

0l <

of = 600-100
Al EE N 200-400| oot

mg/day (N=382)
OlaotEHS |\ lgsy |MO/dRY |

% (N=437)

° %
CHAE 2 Sorxrof
A=22 A 5.4 6.2 1.8
A=A 5.1 8.7 3.7




S AZEOH
HAl2tN 8.2 19.5 3.1
O 3| & EHEOH 4.5 9.4 1.6
S=AH 3.1 5.0 0.8
SES 3.1 1.7 3.4
=9 3.1 6.4 4.5
=34 2.8 3.2 1.8
=X 1.7 2.3 1.3
2 1.7 2.1 0.5
=0t 1.7 6.6 2.9
gt &k 2+ &HOH 1.7 3.2 1.0
|l 283} 1.7 4.6 1.0
A1 3 H ZOH
=2 17.8 17.4 8.4
HXlels 16.4 341 13.6
2201 & 8.2 17.2 3.7
30| A 7.1 11.4 4.2
OF 2 XI & 6.2 11.7 6.8
1™ 5.6 8.0 2.1
LHSS 5.4 6.2 1.0
J| A ZOH 5.1 10.8 1.8
=2/ Z0f 4.5 11.9 1.8
o2 4.0 9.4 5.0
AUAS 3.4 5.3 1.0
= S ZOH 3.4 3.9 2.4
22t X 5f 3.1 5.9 1.0
=9 (intention

3.1 4.8 2.9
tremor)
0] 20| & 1.4 4.3 0.8
S AFEOH 1.4 5.0 1.3
HHEOH 1.1 2.7 0.5
= ZOH
S Al 7.3 12.1 5.0
S¢gl Aok 5.4 8.9 2.4
A2 E Ol 2.0 1.4 0.3
HE2 ZOoH
-9 6.8 15.1 8.4
A A 5.1 14.0 5.2
MERES 3.7 3.9 2.1
| 3.7 3.2 1.8
=2 3.1 3.2 1.3
= 2.3 3.0 2.1
ot AHAX 1.7 3.7 0.3
=58 1.1 2.7 0.8
=223 2 Zg X
= =l
EEL 2.0 2.5 1.3
250i% 1.7 2.1 0.8
23% 88 1.1 1.8 0.3
YorE B X S
=< AEH
= 13.0 30.7 11.8
el 9.3 14.6 3.7
S 3.4 3.0 1.8
SHEOH 1.4 2.5 1.3




x+§3** 9.0 11.9 4.2

Holo] HEXRQHN s AEESZH2 200-400

mg/dayOl C}.

@ oW, Sz, HHS B2 AIY - Lo 38X

oW, AddET, HHdF B2 AP dL o] ks Fo e Aol(2-164) 3
2kl 2% o) oA KHilE o] FeFEnRkgS ofef ESo| YetAuth d% 8=F(5-9mg/kg/day)
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- A%< Sun Pharmaceutical Industries Ltd.

- &2A A]: Plot No. 25, Phase -1V, GIDC Industrial Estate, Panoli -394 116, District
Bharuch, Gujarat, India
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