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9 FEA% | - 78 87], B0COIEoA w718 Aa] BH AZUZRE 3679
DEEEEE L
b - 8% L AR TG WA
o A9l
D eFlFE )
A DPP-4 <A A
PEES DpEE]
z IR s gsestan  2007.12.28
O Bz o efF o FHES7FAAAA A FH A A]2010-103%, 2010.12.31.)
ST A 252 A 23775
HEAS NA A

w I AFSH
< 71 RAME >

1. oJoF& «l B35 7h A - A A (2 F o oFE Qb A Al A12010-103%F, 2010.12.31.)00 243 oS-
o AF5E AEFstT FA7] vrgUh

D xﬂ?&oﬂ e 8 &% 9 AR T WA ZARE.
B 3 A3AEZHA T TAAE AE

= EAZAREZ(BPD2011.04.29.)
- HE 9EFH SmPC2011.12.08.)
- FE= S ISCDO] SAE HESE R O] AAHEH AE
e Safety and efficacy of vildagliptin versus placebo in patients with type 2 diabetes and moderate on
severe renal impairment. a prospective 24—week randomized placebo—controlled trial; Diabetes, Obesity
and Metabolism 13: 947-954, 2011(A| &3 Y34 & CLAF237A23137% &)
e The dipeptidyl peptidase—4(DPP-4) inhibitor vildagliptin improves glycemic control in type 2 diabetic
patients undergoing hemodialysis; Endiocrine journal 58(11): 979-987, 2011.
- AA mFAE 57 slo] HA &F.

- <EY 1> ABAR - 7tE2FAGEEE, FFuE2(F))
- <B4 2> ¢ALFEAN FELY - JIE2H(MGEEE, IS HEX(F)
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1) o] oke] 4

2) AlE g
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22 ZgEQ 2~ B (galactose intolerance), Lapp 33 (Lapp lactase
deficiency) T I o4 E Q A F4Abol(glucose—galactose malabsorption) 59 A2 ¢l 47} 9)\% Rl A = Fo

2. o]k

1) 125 o9 tzddAdoaA 19 50mg(1¥ 13) == 1¥9 100mg(1¥ 13 100mg =+ 1¥¢ 23] 50mg) &3] ¥
ZHH =238 F 3784‘33021"?—15194 A ARE FHSFAT o] FAE FollA 2,264WS AFHE S dEo02
Fof @ota 1,520 O FE g4 Fouigit 2682W e FAELS HUUE=HE S 1€ 100mg(1¥ 13 100mg =
= 1¥ 23 50mg) T @, 1,102%2 1Y 13 50mgS Fof Wk

2) YNNG AA Yebd o dutge] tEE2 BT 2 dAFoIgleH, FoE TET Zavl jIlH. o)duksd yol
AT, F= =271 v I Fo8FHe A= THHA FUdH

3) TEE ETFT AU ool == RuFHT. dibdor JE FHFol glol FEAcIlen, Foks TEd
Foll 752 Ao R IHHUT. 2459 @59 B BEaW eGP T AFelM, ALT E+= AST7}
A A@A(ULN) ] 3 o] S YeEbg & H % HoEd® 50mg 1€ 13, d=4e 50mg 1< 23 9 =& =
e 42 0.2%, 0.3%, 0.2%% UEbS T EfzolnjuAe] 3] Jed dibzos FF543 0la Bl-xg 2 ojH,
G54 5 FEy ddo] it

4) dz=a3 FAR Hes daegdd FoTodA daFFol AEAIL, ACE AsijAlet B&FoAste w n
o

&ol § =St} o dugo RS FFele

5 @52y 3 HEAMOE o|THHLE o] oL T 2
of w2k ydstitt
ol E&3HAI(=1/10) ; E3HAI(=1/100, <1/10) ; &E3kA FA(=1/1,000, <1/100) ; E&A(=1/10,000, <1/1,000) ;
- =FA(<1/10,000) ; WA @SS + A+
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(1) ez ¥&F

1 oF 1€ 100mgs WEZ =R ] BEFo tx JGAIFAA, o dh-goz A AFTEL o] o3 mMEZER
79T e S vEZ=Y ErOEliL oA HaE A ekttt

FA PN AEFe HAEL o] ¢F 19 100mg¥ WMEZEY PEFATNA 1%2 &34, Y7 WE
Aol A 0.4%= E8tA] @Al YEPT. ©] of FoATolA T35 AL HuHA F3dot.
FARelA MEZER o] o 1 100mgs BEFAsA& wl o] oF Tl +0.2kg, 1 FAT -1.0kgo =
Ao Wah= /o

o

H~1
E
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[¥1] olF B YEAF208)olA HEZZRH HEQHOR
19 d49=4Hd 100mgs Fo &2 oA BiE o] dikg
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&3 SEEES
o4 @A 9=
A7BA o
&t 74
WA R GG oy
& Agg

(2) Azdsdolel HEFA
- o] ¢ 50mg¥ Axd$Hole HEES thxr YFAHAA, o)t oz A3 Al FHEL o] o3 Axded
o HE&FAT 0.6%, A7 Axdgdol T 0% AT
- A FNA AEFe BAEL YWYl o] o 1¥ 13 50mge F7} FAFHAE W 1.2%0)19 3 9 F}
eI E BT 0.6%°1JH. ©] of FATZANA S5 AT HuHA &ttt
- AN A, SEEFZ = o] ¢F 1Y 50mge F7F FASAS o o] ¢ FAF -0.1kg, HF FoAT -0.4kgl 2
Az wste flsdth

[£2] olF W7 AFARAT0%)Nq HEdSeole} Hgagon
19 WOEHPE 50mge Fol we ol maH ol gk

749 (infections and infestations)
o] - =EA IAJNFH
A7ZA ol
E3HA A
E3HA 55
E3HA oA H 2
E3HA €3
/A o)
E3HA] A Hu
A R FE o1
E3HA AEg

(3) AopEeldy &3 H-&F

- ol ¢ 1¢ 100mg¥ FeFeetEe] HEF thx EZAHANA, ol ditgos I A S ©] o3 JeF
gEE WEFoT 8 AR veFHEE FolT EFolA RiEA o

- YEAFAM AEFe] B ES A ddd Je eI Fof T Z}(O 6%~ E8kA &
HeZgeEs Fol B2 FA(1.9%) A= E3AT. o] & FoATdA FTFo] AEF2 RiEA WQ}E‘r.

- veggeERe] BE&FA A FAA Ak B o] oF 14 100mg Fo A A AT F7h= 44 1.4kg 3
2.7kgel ATt

- o] ¢ 1¢ 100mgo] v e EtE(1Y 45mg)e] Ho &l F7F Fo=HNE o T2 FFo| 24
e e @5 T = 2.5%°13U
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[#£3] o]lF %A LFAFA58%) oA AopEeldy 23 HEaHow
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S A7 AAE AAS] 71eE RUE PGS ok 3 (7] AAME AAske Ffole As 192 37dvt
o, o] Foll= A1 or AAss Zo] niEA

EdizotuuA] £A7F Fsd A= oA Hr)ee] HrhEojofF stal, Ao w & uwj7hA] EUE FE ook .
A% BFAULN)E 3u) o)/de]l AST T ALT ol AEHY o] oo R FAT e dudy. I =&
0E W7ls oldE UBlle S5 2 &A= o & Sk of 3.

o] ¢fo) TS TSt e HATE BHLE I HH FolE o] oo FAF ANSHA| ook

BA : New York Heart Association(NYHA) functional class I-1[¢] €84 AlF Ao glE 3ato|A U=HE 9
o A3o] AFo|mR o]lE FlAo|As AFF] ALEsledol dt} NYHA functional class -1V Abol| A o] dA+
o] §l7] wfiEol o] ko] ARgo] AREHZA ket

) AFold g A T FF #Hdo] Aol RN BuHATHE. ZIE ). dGAIRANA 97 B
WY Eo] F7HEAE AR duBA IE FHFo] e @_—x}cﬂ]/q,] AgAHo] Homw Sy = ok =3
22 A5 A7t yed=A RUHP S sto] ALHos g §4E #T AL d4IT

6) A : A T ZAbolM FA4 HAFHol AR o= HuHIG AHHo|y FF R 2> FA AFHe] SAF
A F4E BAAA FEFolok drh AFHS HuIHRIY] TS FHEI & I RFATt. wef Aol oAE
A%, AaeEdest g2 o4 JheAo] e =] FAE FHsor dnt

7)ol ool & % Al =&l mAE Gl el ATFHA Fkou oS o® XY Ee BIY F A= FA
© =4 EBE 7IAAES ddof 3.

4. ¥5F &

D Eg=gde HEFEd FEFTAEY el Wk ATESdE 2 CYP4509] 71”e] obar, CYP4509] Asf B
T 28-S 2EA &7) wZel o] Eae] 71, AA e FEAL FEAES dodA ¥E ALE Bt

2) yesdEE, MExzEY, SUHNSHVE @ 78 T Feed FHE G 23 ddHeE o] = oF
1% (e
=

3) AP geuel 71Q), GTACYP2CIe] A1) 1 ARE MPA] FAH AW A Ao ofn] g
FFeA FEAES Holx itk YU BE BAToIA £PE 2 okt

4 2O, BE=d, BAZE Bt ANABE A% D@4 GROW, geEd, a2 9 Ausees
cam AR Ak oYl YeRe ¥ ANAOD onl i oHEed 4Egel BREA Yskd

5) THE AT§ BuW OB gol, WrhEUrle] YA 4L Aokdl, 2P I RIE, A FE 2 wPA
Artgores ge 54 ¥4 24 o8] 72a¥ FE Y

5. 4%, S, THA 8 2ol U@ Fof

D 9ol ti ¥
Qxol Wi A AT AW} ATk FEAY A, DEFANA ANSAL G Adelqel FAH AP
2wk ok AgelA ] A3t BEehs] WRe] o] kg QAR AgSME ¢ Wk

2) Sl Hg Fof
W] Ag maol BulHta deAA 2tk FEAWNA ATZULe] fFOE BulHE o2 F7
7) W] o] oke Ffiel AgIAE @ Bk,

3) B AHEEA o) d)el thit Fo



4)

2)

8.
D

2) &

3)

4)

5)

aFANA S 2HL2 BRsHA ¥t T5A o) I A ek A Ado] ARFo|BE Fofstoiof gt

dotel] U@ Fol
o oke 184 vlure] ok R PN U W FEAC FAHIYA HOoHE, of ko] e AYHA ¥

/‘ﬁ'
FEF VoY AYARZIE, 400mg §FolA 379 THET HFIWA YA
2 AAH Aol 184 ATk 600mg SFIA 199 NP7} £e] 2%, 2
HobEld QA8 EA(CPK), AST, C-3¢ BM(CRP) 2 wlegeul $:x9) 442 APsiarh. Al 9ol e ny47t
272) o4 B Wl BES AYRATH BE 24 0 A o] AYeel Rl @ 5 AAglo] A4

A %)
Fgrel A AA e AAPT WOEANL FAEH o2 AAT o), F2 AR GAALAYISDE @
GEHoZ AAY & Yk,
e 9 AFe] FYNG
ofglole] o] @A @ ol HBT A
TE 8700l mhe] Wi e Anddle] HAY F4 47 Weld ngrAs gons o Fog A,
e
MA A FE AE Ado] HAHAAHTNES 15me/ks [Cmax® 71F02 AY wZel 7)),

EE YHOR § 267 WEFAEHAY 9 hSx 13F WEEARYAYA, A= D vpse] HolH ETA
AT AT ZHo] YARYT Aol H FoSE 25me/ke AUCE 71202 A wZe] 5u)0] 11, vhg-2of
A& 750mg/kg (AUCE 71222 AbE =29 1428))o| At}
527 WEEZAARNA Aol AT 4, 53 B W, NG W, A4, neFo)A Fwo] BAAYD, Tl
8% YA Ay
FRASQA G VRS in vitro D in vivo AWA Swel S vpep A ekgtrh.
AeolA FHs @ 2o BAAY A, AnEden A sy, AN 9 2o B4 ool 247 Ue
A gtk e @ E70A deA SAA Pl FAEA Aeod mAe AF Pach B sy gulmel
A EC] FSA T, FAEFE Tome/keg(AY w29 10M)olTh Bl BAe] AAE ekl Hote] A%
a8 B4 WEe 230 A 4o e Ww BAHUL, FA8F 50mg/kehd wEe] 9uolgith
QoA S FAAF BAAY A%, 150me/ke oo Sl BA H47 BE sdve] BHEYT, Al 1
AT Aol A S5 Zhash AAH AF gart dehge,
Aol A 900mg/ke(Ahete] Al AN wEFe] of 2009)71A o ATEFoE Wby AFol 2d F A
A9t UH29Y Fan o] B4 F7ks BAHA Ggkth vizdA 1,000mg/ke7iA el AT S et
B Agol 2d B FARNNUT. FRALE @ FVGE VAE S/ BAHAUL, TN 8FLE 500me/kg(AE =F

2

o] 591)) B 100mg/kg(AHe 2] 16W)oIUth PRe-2ol A olel @ Foel AR F7HE WTFPW 2 1 Fa
AAF FASAS JERA o3 gto] 38 AL A4 wFA @ Folw Uehte e AL W, Agl o
Folg 1ol BABTILE TelEA Yt

6) dwols ez 3 13F WERFAASA AN, vF ¥Ho] dmg/keg/day ol &FolA HElNH. ol TaH



(&, &, A, mEhellA d#HA Yetwth Smg/kg/day (100mg &4 A AUC =23 d& §5) &ZFolAs
Fxo] BFHAIL, ALKZR] FooE Bt o] F4ES HHF oo x4 W SHE o) dd= AHo] RS
o x4 W wstel A Qe "ol dF, yRaty], gx, ag] 4F°] 20mg/kg/day(100mg &AM Abe
AUC =29 o 3ul) o &FolA BZHAA. mgfe] A ol 80mg/kg/day ©1/d9] &&FolA BZEHUH.
160mg/kg/day& T3t dgololA dF BHL 45 35 731 &< 7oA &t £,

rl

?

d



<EY 2> FHAFEA HELY - 7E2ARUSHR), d=HEINF)

<ot

>
x
10
foh
0x

aANZE NENESSS

O #ATA © ofofFo| FF3I7RA AR (A F o FF g ] A|2010-103=, 2010.12.31.) Al5=
A2 [AE1] I ASAZIFE g8 ALg4o FoAE WA

o} A Al
u (L%C’Xﬂ‘i =4 ok U
o] oFE A5 719 5}3} 71 EF5A o Ak S
B ME T AN e | D S| A S L g 7 | WHAD = | 9 | 7} |RR| AR
JA| e HE g 2 a Al (98 g8 | g HME 2| 4| @
= = L = P P X o3 = -1 - o
kIEIRINE mE
Z}‘EOXXXXXXXXXXXXAXAXOXOO
o] k& 9
() A&
SO X | X | X | X|X|xX|[X|[x]|x]|x]|X X | X|[xx| X | O| x| O| x
n
O AEAE 5=
9 EE BE D ARAG] B AR

<AAR FHAH AEYA>  AZH

255 9 F39) Al BAE PO & YPANBA

\:ﬂl

oM a4 B Aol dSHl Wt §HE

g g AT S M A oz A& YdASE(CLAF237A23137, CLAF237A23138) % o]
2 SCI =& W7 5% SmPCol|l 2JAst el o, 7] A4 3 2HESRD)] 3 F 24471 #| g3 o]
u2 g Aol A oA AFd] Fodof k= AFE FUHE =T, AW T ZAIE B UHET A
B7} dulolEF wEt AR FoAEe] ARE XA ARE FUHIASIF o BEE. o5 7AE
o] AAHHe Fo|Atgo] JulolER wet A TS URbd FooA AL RS FUHESHA S

A % AT B AR

- ARAY: D HE Q4B FEEM=165) B FF0=207)9] A BAE o & AGARA, U2
Y9 19 18] 50mg §90] A%) B4 PRI AR AR A5 EE dZHA 2@

9194 glol FEA B Wekyol F& glo] FWFo] 1 e Yulo|EsuA .
2) ABF 7 A ARA FG BUE FAHE B4 GG 0E FHE 459 At mag

Aolol Estarat 3t

3) &L WA wef Ao Aol ik AR A W8-S AAstaA §
- ¢Fg]71A: Dipeptidyl peptidase—-4 (DPP-4) inhibitor
- =Wl S{7FAME: 7R AR S utE () (F55 7L A 1 2007.12.28.)



- =9 FUMAEE g 2 SElvEle) SYSAl § 8 7 A AAHS st WA"E 3. (letter of
declaration & rational sheet for BPI changes A &3t¥ 12 BY T ABASZTHA AF)

2. AEAE
- WA AA L HATHE
- EALZA A B (Basic Prescribing Information; BPD(2011.04.29.)
- Rationale Sheet for BPI changes
- clinical overveiw (&% &% % ALY FYAY F ‘TTE &
7V o2 MAE AMY)
- clinical overveiw (AH&4 FolAEE F AT & AL A ‘oFo] B Fok A 79 Z QA 1Y’ S 7R A
- YAE A AE L I 994 (LAF237A23137, LAF237A23138, LAF237A2337, LAF237A2115,
LAF237A2117)
- Letter of declaration (M7 # EA} ulE] 2ol A = ulE]| 20 A] FdRAAA S 3t7] HAste] A=3
25 list & letter)
—- EAIZARZ(BPD2011.04.29.)
- WA &E2H SmPC(2011.12.08.)
R} ZE A Z 5 FHA
- F = Q1A (SCD O SAE FE 85 R o] A AE AE

» Safety and efficacy of vildagliptin versus placebo in patients with type 2 diabetes and moderate or severe

rr

== Al Ao FAto] thste] EAo FEo

renal impairment: a prospective 24-week randomized placebo—controlled trial; Diabetes, Obesity and Metabolism
13 947-954, 2011(A| &3 Y¥AY 5 CLAF237A23137% &)

e The dipeptidyl peptidase—4(DPP-4) inhibitor vildagliptin improves glycemic control in type 2 diabetic
patients undergoing hemodialysis, Endiocrine journal 58(11): 979-987, 2011

3. ARFAY HAYH &
<84 &3>

73’%%*% 19 100mgo. 2, 50mg#® 1¢ 23] o}, Ade=w o A AREFS 1Y 100mge=E, 50mg¥ 1Y 2
£ Fodn 3] of, AYeom £ FAFH
- o] & Az oot BEF A AZEF 1< - o] s dxdpeotet BEFS A AFEFS
50mgez 1Y 13] opyol &8t 1Y 50mge® 1¢ 13] oplol] H&gr}.
- o] o2 2Abel FAIGle] BEEF 4 dom, 1Y 100mg | - o] F& 2Abel #AIQle] BEE&T & don, 1Y
olFel &% AHAHA Ferh 100mg °]%e] &3 dAFHA B
e /R gl ﬂx}
o] ¢k& FA3l7] A ALT Ev AST FX7F A A9 o] & 371 A ALT E+ AST FA7F 8%
2505 2Hstes R SAtele AR HA Feth CRi 2.53HE- e A SFAs A7
A get
RIZFo) BEx}
- A% A% A (F#EolEld HAE >50 mL/min) & Ff B
F xdo] ZastA I - Ase AR @AEdotEd H&E =50
- % B T AR @A £ dAFAo] Had & ml/min) @ &F =Ho] BashA ¢t
7] AN (ESRD) 2} @ Fojrt AFEA F=t - 5% 3 TF AR A £ Br] Al

_‘IO_



| (ESRD) 34 : 149 13] 50mg Fo7F A=), |

e A&EAE  WAYHIE Z <7 (Rationale Sheet for BPI changes)
clinical overview (AH874 oA} F Al & ZAbollA ‘TF55E 9 59 AlAo] 32 ==
W7] AN (ESRD) $Ao] QoiA o g &9 §F L WA AR
AAAE A Am W I Q94 (LAF237A23137, LAF237A23138, LAF237A2337,
LAF237A2115, LAF237A2117)
Letter of declaration (17 A EA}L xulE] 204 3 HE 20 FHHAANAE 37 g
3l A& AFE list L letter)
SmPC(2011.12.08.)
A} EAF 5 HA
SCIg =& -
e Safety and efficacy of vildagliptin versus placebo in patients with type 2 diabetes and moderate or
severe renal impaiment. a prospective 24-week randomized placebo—controlled trial; Diabetes, Obesity
and Metabolism 13° 947-954, 2011
e The dipeptidyl peptidase-4(DPP-4) inhibitor vildagliptin improves glycemic control in type 2
diabetic patients undergoing hemodialysis’ Endiocrine journal 58(11): 979-987, 2011
I e i e R 979l o) 331} & &} =9 fﬁ ] AaA
9A | /A9 N - (147 2) 712k (Nj g
1% | CLAF23 | vo], 44, 2% 2 | 37 A7 AdA, | & 3 | 48 vildaglipti | &% A& A
7A2337 | AEe Be A% A% A 8 | B n 100mg | ESRD #elr 71733
(s | 8 jj{fg e A, CRERNELEEREEE
A A w2z oo 9 FTEE A% vildagliptin®] =Zo] °F
Z27) oﬁt%a% Q= %z}, 2i A= =94Th LYL151
9o, I, BT == AAq3 2 vyildagliptin® 24
e # AR ool A7
.
1% CLAF23 | ¥bg=d" 3% 1¢ | TN AN 3| 14Y 32 vildaglipti | A& ZNIAAE gL
TA2117 13] 100mg < 14¥3t 2, A7 T n 100mg 2 14¢7 1Y 139
Foste Wo=yHE i 1¥¢ 13 vildagliptin 100mg %<
i R P e I 8}&’1—% ) A3 AP
Fo 2 HkE Ro] A 9} Hlw 3] vildagliptin
FFste AF Aol ) %@57} o} %55t
Ao} 2EH o, o2 FoFl ezl §
Al BEAE WX At
g A Al Al
Hladzg I, 3
AT A F
1% CLAF23 | ¥g=4¢d 35 1¥¢ | T4 B3, 55 | 14¢€ |96 vildaglipti | Vildagliptin® AUCE A
7A2115 | 13] 50mg & 14¥3+ =% AFN & | 1 n 50mg 73 @A v wske
Eostel dgadd Aok ARZ AL | Y1 FTET AlFe FAeA
S iAA e @3 s 5 of 1.70), 2= Ao 3
Eo 2 ukE o A Aol A ¢k 2] Z7}ekad
FFe AE, T% ooz 3UhAEE Ho
=, o5 Al A Eo g2 100mgel &
o} 253 Yol 44, W 8821 1¢ 13 50mg
=5AE WA A% 2 A9
3k Aol Al vtz
g 3, BT Y

_‘I‘I_



_ g _ 4
S0 e A% gga | EEE A gL | B SEEE!
oA | /AET (AR 71&) M Eds ) &
A
3% CLAF23 | 5% =& 59 | 729w | 5% =5 T | 24F 515 Ao | e Igsygle F5&5
7A23137 | ABZHE 7H A28 | A, 9 AANE 2149 1 9 FFo AFNE
BTy FAE e | oFWd | VMR A2E @ 3] 50mg 7R Aol Al LwkA
2 Hdbg=d9(0mg =1 ) o2 ks Uk
ad)et ke 2433 o] Fgktt.
Folste] AL o H=ye 19 13
FA & Hrrshr] Sl 50mg Fo+ 9ok
o1&, 739, olF HRA F55 2 F
WA, YA Zo AFHE JHA
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A ddHoz F95
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2A7lE AFHE e
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7A23138 | A2¥ Bx=W AE | A, = e P g 1d 1 AFANE 7H Al
ez Hogsygd | oFwd | dxd A 3] 50mg A drkd o=z Qb3
(50mg, qd)et AlEt= HbAlc of = Al e = 9 I R el Fshe
H®(25mg, )& 24 6.5 and < #2191 H, AE=8Edd f
T3+ Bt bdA 10% 3 25mg AbetA A FE
I WS Hrkshr) o A 2 A YER AT
A% g1, 7279, 13 Fo o Ho=ye 19 13
oA, BdHET 50mg FoAe F3F°
A Al E 71z A28
T A oA AlE
SHYE T nxt
AR PFHoE ov]
e HbA,. T4& 2
#E YEH
34+ Endiocrin | The dipeptidyl JHEHS A | 24 60 HAgEd | UgEdes ggeHs
e journal | peptidase-4(DPP-4) Pt A= A B 19 1| 3l AA dutza o
58(11). | inhibitor vildagliptin 28 9wy 3 3] 50mg 2 okAst T Yool =
979-987, | improves  glycemic ZH(QG Eol) Sttt
2011 control in type 2
diabetic patients
undergoing
hemodialysis

AR H T55 AN FAN=165% T35 &N SAN=207)F HFe=Z A 50 mgs 1¥ 1
AA EFH|UA, B MR HARE BAHA FUTheE ATE TAZR, BASTAAE(BPD
D Fo ST WA we Ao Aol ik & &% WANAT HOoE AEFT YEdAE
(LAF237A23137, LAF237A23138)¢} SCI =+&ol 2| A3%te elgdsitta ALRH.
@ FEA:
1¥9 13] 50mg9] vildaglipting FAA] AF WA3gle] FF= AAZNEA2] HbAlcZF 0.74%7F 72
2 72800, 55 AA o] 22 HbAlcZt 0.54%(CLAF237A23137), 0.88%(CLAF237A23138)
o7 ZHASAT. TS o]# e HEl= FAAYES sitagliptin® Hlsd 35 BT AHEHH

2]
Z 149 13 50mgY vildaglipting 55 9 =2 AAd A == JAEMo] H Q3 ESRD &
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e RS BFY ASFAA DA ol Ao
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FARYTG A YeEtsged, 1Z2F85Y AA8S
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a

S5O =
390t} AE, SAE, AEE Q13 FoF 3|,
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A=
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=713k

Bgsa AR
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=A%)
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£ S50 o

kL, FARAA <
ESRD #ztol oAM=
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HAAR SHAA FBAAR JFA Ut AFHo|mR AFEA FoAs|oF &
3. (FARY 7 4L A
ARI}F Aol 7t XY= 3

E3}la ESRDY]

H . sitagliptin®o] 6%, ekFo] 297 UES T EAlE HbAlcY $X)7}

o] AHHk-&-& vildagliptin,

9= Ao= urgp/hjr PARTIE RSN
o] Zxl= A1A o]2AlS Qs EAE=
FolFE st EAl &3 Aol 01-1411}'7 At Eth 2A9 <t
sitagliptin® H]523}A] o] gH-g-o]

e,

sitagliptin, 9 ¢Fto] Z+7}
50%, 66.7%, 0% A3t} L, vildagliptin¥}
vildagliptin ¢ 22} 13| A UES:

A A AstE HAGoA AFEi7E 5438] <k
QA SHAA EEHT b AR
e S0y Ha:=

et FESHA AlsET

;‘ﬂﬁ

¢l LAY1512 &

Aoz Ard.

F oA A ESRD Aol A f834 2
F7vete Aol

WA o] A& GA] AR FHA7}F A Q7] F
HAEAo] FQ3to] wel FDAA A EMIAS

A1) B2 (n=165)9F F5(=206) A& o] A} A vildaglipting 1Y 13] 50mg £ 3

S
tlo |l

W A o® s viokgoel £

sokth, o, dAEXo] Bagh ESRD $A9] ¢ ddAe] 4

N
—

Zoumg ol dFe] dasty AgdEt. 4. YFANE AFAE F)

BPI (2011.04.29.)

= 37HAH (2011.12.08.)

FU AAAAGEE ok ASZEe)

Pati h_hopati ]

impairment

Galvus is not recommended in
patients with hepatic 1mpalrment
including  patients with

pretreatment ALT or AST >2. 5X

the upper limit of normal.

No dosage adjustment of Galvus
is required in patients with mild
renal impairment.

with-—moderate or severe renal
) : B S P

Disease— (ESRD)— the
recommended dose of Galvus is

Additional inf .
special populations
No dose adjustment is

required in patients with

mild renal impairment

(creatinine clearance = 50
ml/min).

end=stage renal disease
(ESRD). the recommentded
dose—of Galvus—is 50 mg
once——daily — (see——also

sections 4.4, 5.1 and 5.2).

o] ¢f& =W = HEAWA 1¥ 13 100mgS

Fostm 19 A& ZFS 100mgolth. o] ¢k 2A}
St BAflel B8 & ATk

HEISUor Ex dEUT WEREAE HE
$elol Ex Q&Y U ARV DL wa
A7) sl BEDSEcl e deds] dAaE 3
A Uk (AHEge] FOAA, 5. Y Feo| B
#3),

AL
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50 mg once daily. (see also
section—o-2—Pharmacokinetic S

Populations).

1. AFY

mL/min

AZNEA (FHEIdAAE =50
dAagoteldozA iz FAdAE
1.7 mg/dL ©o]st ¥ HAeA = 1.5 mg/dL ©]3d}e
AFgHelAe &FxHo] BastA o
2. 559 A AA(AH A LS
mL/min A adolE|ldoZA i

723 3.0 mg/dL °]3 &€ oAM= 1.
mg/dL ©]&}el] i3l =

[e]

=30, <50

¢ 301]/‘1 =
5z3 2

19 13] 50mg& Ero':]

Fias
3. =359 AFNIA(ZE olE I AH A& <30 mL/min
y @RI olEdoeZA dF EAdAE 3.0 mg/dL

23 9 A= 2.5 mg/dL 239 siEd) ==
AT S gdte DA RSFAESRD) A= 19

13] 25mgs Fositt. o] oF> HNEAM AP #

Agel £ 4 9t

A7)5e) e fFxdo] adug o] oF B A

9 FBo 3 Fr|Ho= ARV Hrirt AR

A otEld H A& the9 Cockeroft-Gault 222

A agoteldoA A5 5 Uk

A oted g =
(140 -A B x A F(kg)*

72x 8% A o el d(mg / dL)
+ o] 3 gate) ¢

p

L

A5 (kg)x0.859] o=z A4ksh

o}.
AEF FANG WA>
1. 0]k
|7 A LR
5 AlE ¥ BH G) ANe ¥ 39
AT & AP 717 5t F/AH0E B oS AR F AE VI3 ¢ FUHHoE BRaE o dNkEe o
=3 2t =3 2t}
- Sl oFY B S A 719 AH 1
HEs dHAA FAuH @ FE287], A7 - HE 29 55y, AR
# O] o] gHh-ge ERHI A7) AFPoA ApEH
oF Bug Zow R g A=Y Je HUbE
o H .
s AEAE C AAURI R
Rationale Sheet for BPI changes
clinical overview (AF84 FAANS F AT F ZAbo|A] ‘oFo] Fof Fo Al 719HQ 'S
F7hE A
HAPZ AR} Z(BPD2011.04.29.), SmPC(2011.12.08.)
DA® ¥ 3Y
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- AEYA : A3
- Nze
3

¥ AR F7Hl o

3 g0 =2 BPI®F SmMPC @ A|Z3F clinical overviewoll 743t F7}

BPI (2011.04.29.)

= GIJLALE (2011.12.08.)

Post—-marketing Experience
During  post—marketing

*. Rare cases of hepatitis

experience
additional adverse drug reactions have been reported:
reversible upon

Post—-marketing Experience
During post—marketing experience the following
reactions have been

the following

additional adverse drug

drug | reported:

discontinuation (see also section 4.

4 Special warnings | ,

. Cases of abnormal liver function tests and cases

and precautions for use)

». Frequency not known=: urticaria,

*Because these reactions are reported voluntarily from

reversible upon discontinuation of the
reported (see

of hepatitis,
medicinal product,

pancreatitis.

have been also

a population of uncertain size, it

section 4.4)
is not possible to

reliably estimate their frequency which

. Frequency not known: urticaria, pancreatitis.
is therefore

categorized as “"not known”

- Clinical overview (A}&4
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6) o] oFo] & @ 7|A ZZo] w|x]|5) o] oFo] & @ J|A XF o] wlx]| 7) o] ¢Fo] £H = A =z el WX
= gk e AFHA Fkout| B FFF dia AFHA gkout| & FFd tha AFHA ggkort
ogulg o g oAYES AIL ojlgutgog oAYHLS AIL olgulgo g oAYES AIY
e IAAE o1 == JAA F dE IAAE 21 == JAA] F UdE A= o1 == JAA
45 3 oF gy, 45 3o} g}, 45 F3of ghrt,

1) A%l Aol B FE

s AEA : NAZFF
o AIRANE @ 2) 2 Ao . HAEMS 3t= 7] AFNESRD)EFAANA 2] ALE HFo] AdHo|EE, o]E

A= 2153 AHgstdoF gtk 2 J§ F7}

- SHE&H WA w FUHES AR FANE WASE A 8 EHdA FEE H T35 4
Zoll FAtollAl Foj7F AFEH A %H y&o] &8 =42 HAHA ug A3 FoAE 9] s g
£ WAL 533 a8y A3 AAAE(CLAF237A23137 2 23138)014 27] AlAe} 3FA(ESRD) )
P57 gl wet A" mPcoﬂ gAY 99 ETE TSNS 4. 9EAE HAHAAE F
)

BPI U FAAA (ZEE o

= 37HH% (2011.12.08.)

(2011.04.29.) At 29")

S d & 81 | Special warnings and precautions for use 3. O A= AF3F
Renal impairment FoAqg A
There is limited experiece in patients with ESRD on haemodialysis. | 1) Al&o}3kz} : o] <& Al
Therefore Galvus should be used with caution in these patients (see | Zo.2 w|dHET. A4 Al7]
also section 5.2) TE 72 @A A FA

g R =EEstr] 4

5.2 Pharmacokinetic properties A HAEN =& HFUE
characteristics in patients Hqs Q3= FEEFT
Renal impairment 2 7] 4% o} (ESRD) Aol
A multiple-dose, open-label trial was conducted to evaluate the | A= &%) AZHT (&
pharmacokinetics of the lower therapeutic dose of vildagliptin (50 | ¥-& %, Aol 3z =)

mg once daily) in patients with varying degrees of chronic renal
impairment defined by creatinine clearance (mild: 50 to <80 ml/min,
moderate: 30 to <50 ml/min and severe: <30 ml/min) compared to
normal healthy control subjects.

Vildagliptin AUC increased on average 1.4, 1.7, 2-fold in patients
with mild, moderate and severe renal impairment, respectively,
compared to normal healthy subjects. AUC of the metabolites
LAY151 and BQS867 increased on average about 1.5, 3 and 7-fold in
patients with mild, moderate and severe renal impairment,
respectively. Limited data from patients with end stage renal disease
(ESRD) indicate that vildgliptin exposure is similar to that in
patients with wevere renal impairment. LAY151 concentrations were
approximately 2-3-fold higher than in patients with wevere renal

impairment.

Vildagliptin was removed by haemodialysis to a limited extent (3%

over a 3-4 hour haemodialysis session starting 4 hours post dose).

% Zka: SmPColA F71Hd d4AE £ A 24-week, multi-centre,
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randomised, double—blind, placebo—-controlled trial was conducted to
evaluate the treatment effect of vildagliptin 50 mg once daily
compared to palcebo in 515 patients with type 2 diabetes and
moderate renal impairment (N=294) or severe renal impairment
(N=221). 68.8% and 80.5% of the patients with moderate and severe
renal impairment respectively were treated with insulin (mean daily
dose of 56 units and 51.6 units respectively) at baseline. In patients
with moderate renal impairment vildagliptin significantly decrease
HbAlc compared with placebo (differece of -0.53%) from a mean
baseline of 7.9%.
vildagliptin

In patients with severe renal impairment,
decreased HbAlc

placebo(difference of -0.56%) from a mean baseline of 7.7%

significantly compared with

2) A4

 AEYA : NRAT

e NAAE : ‘6) AAA - AT T ZAAM FA4 AAdo] ARHoE RuFHL AEHo|y FF BE
I 2o FA AFAH] EAAHJI FAAS AANA dEFolor I AFAL WOg=HB Y EFS T
I 5 S EEQT gk HAde] gAE A4S, dgSgey gE o4l JMsAel dE FEY BHE F

ol of ot} = =7)3)

- A AR FTlo] thE WELE T|E UJE A FAE F AIE F AR@AA ARD e A
WA BRAE AAME] AW AoE2 I3 37FAFEH2011.12.08.9 da#Eel=s H U&)d Ast A
sk Aol st ARE.
BPI (2011.04.29.) 9= 3JALE (2011.12.08.) 2 SAHHA(XISHIOL AIEIZ2RIE)
4.4 Special warnings | 4.4 Special warnings and precautions for | 1. A1
and precautions for use | use 2) #A&ZE
L = Pancreatitis AT T ANeEEHES FAS 3
In post-marketing experience there have been | oA XWZA/MIXH2 =X ==
spontaneously reported adverse reactions of | A AL L Estst= FA F
acute pancreatitis. Ago]l BuHAdtt (4. o]4¥Eg, 2)
Patients should be informed of the | A|&E o]AulS & ZHx) o] o &
characteristic symptom of acute pancreatitis: | & A&+ & #AH Z4o] Yehs
persistent, severe abdominal pain. A Fo QA FFSIAoF g}, wheF
Aol oAdd Ag o o FE o
Resolution of pancreatitis has been observed | & &4 7540l Y& FE9 Eo
after discontinuation of vildagliptin. If | & ZFgs)of 3t}
pancreatitis is suspectied, vildagliptin and
other potentially suspect medicinal products
should be discontinued.
3. AEYA
- S -& ol A7 eAsEA el it FARHE FUsE AL EpmTtolA obF wmbFEHZA 42 A 3

SHFE 2 (AN frH

— HYEE A F

o
517 WA A 5
AE=ZHAE of

AEetH L, A FFN4 F&=

lofA] AL AF&e] & 7FEH U

- A=
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