
�;flSJll, 2023<i'01Jl16S 
IJi:l:SJll, 2023<i'02Jl14S 

2023<i'11Jl30S 

�-iffi�JIJIT #i�PJ.I� 
iwff-� Jlal �iJIJJl :J! #.f:E �9iliffi � "Ffleffl 

[�,11,,gal;] 
j!)!l,gf!t, ililllti1!i!ll'1JIT/t 
;e;,11,,g,!t, H!l® 
jt:SC��= Sitagliptin Phosphate Tablets 
Dl.ffifJt-ff: Linsuan Xigelieting Pian 

[i.t!Jrl 
ilil!li1!i!ll'1JITo 

�'le,go'i<, 7-[(3R)-3-�-1-�-4-( 2, 4, 5-:C:liUlci!l)T£]-5, 6, 7, 8-11!1 
i\-3-(:C:l!l'l'£)-1, 2, 4-:C:ll!!lll[4, 3-a]Alt�U( 1  :1 J-7l<1't<lllo 

-k:��#irit: 

�'Tit: C15H15FsN50•H3PQ4•H,-O 
:SH':!lb 523.32 

[ tt:fJ:l 
100mg: il!llil%lit�:l<lt, ill<*"El«!s.m!s%;;1t!l1s%o 

[li>Ji\UiE] 
1/l!fflftff 
;$;,ll,ll,1stttit�IIOJ,om;;IJ, /!l 'ri:l:fi2!1/li;!;li!r.;1!\s!rl'J11Il!l�il0Jo 

.!,.:::Jfl,;«41.lflll 
e!,Jj!.!�*lll11!:lit='l'J!Jtlll11Illl�illJ'l'ff!ft,/, aT!a11!:ill='l'J!Jtlllill<1st*!!l, 

'l'Ett-tt,nm;;/J£,11ll:i:l:*2llili;!;!i!11,,l!s!i'l'J11Illi;!;millJo 

#,tmtt!ffflllllm 
;$;,1/,llc*i:tfflllliJ,I@;;/J, l!l'fi:l:"1l!£-!ll>lilllliiilt�<llllil�iM'liltli£-!ll>IJI 

lllii "1�<11llll<1st='l'ru!l!llfiFc11Itli;!;J!,'!fflJ'l'il!l'J2!1/li;!;Pi<1'i.'ils!i'l'Jlliltl#lffiUo 

#IMJ'i•lflll 
;$;,l/,li!1sttt1tmtu.om'l/J, l!l'ri:l:Wll£lllii1,:t;ti1�W!i';;1tllii1,:t;111<1st='I' 

J!Jtlll!llfiFcllilftm�'l'il!l'J2lli!l>i<r..��l'Jllil•m�o 

[Jl<!II] 
100mg ( !;(i1!i!ll'1JITit I 

[!!li!/!lAl 
;$co1,/il�;;1t!a='l'J!ltQ1stillfi, ;;it!alJl!rul!�<llllli<1'tlll!1' ! :blll!lillt'l':blll!l 

='l'J!ltlllI I illt!allliiil,ilU�*lllli' I/Jn/!lil\t'l'llnl!l='l'J!ltl!ll l'Jll'l,ifiJiil:,i100 mg, 
fiH'l-�o *,11,a]"!j"il\t"f'!j"j\<IIJ[ajijfo 

e!,;$;,11,!;"-!ll>illllliiilt�<IIJilltllliiil,J;Ji<jst)!j�ft,j' !l!�!l!,.iltif!Jiilillllliiilt� 
<IIJil\tlliil,itl'JifiJ!.!, !;(QIJlll!iill!�<IIJilltllliil,J;s;R;<Jfi<llil•Jxl�o (filft:O:lll 
�. !a-!ll>lilllliill!�<IIJ ;;Jtlliil,:t;Jll<1st/!l�lt,/l'Jiltllilft l o 

/!ff;lf/!!J/9#.if 
tEclfla;$co1,i/lfioJ.lii1i'l't.!i'111:!JJ�. #tEclflaillfiFcJii1il!filEJlll1't.!io 

�Jl'i!l!lii'i!i'l.!!"1 I '/11,J\lll<l:tM>l'[ eGFRJ;;.60mUmin/1.73m2.!l.<90mUmin/ 
1.73m' I Hi/!l;$co1,lt,/, 'l'i':i'!lliJ!ll!:;llJAo 

'Pill'l!flilllo'l'J!!!;'f I eGFR;,, 45mUmin/1.73m2.!l.< 60mUmin/1.73m2 I !i 
J!l;$co1,lt,/, 'Fi!i::lii'illl!iifiJAo 

i:pjjt 1,m,1ii�a(J.'!.� { eGFR �30 mUmin/1.73 m2 .§. <45 mUmin/1.73 m2 ) Hli 
/!l;$co1,lt,/, ifiJA'Ullfl!:;!JSOmg, lijS-�o 

!li:/Jt\!t!!il'i!fl'J!!!;!t I eGFR ;,, 15 ml/min/1.73 m2 .!l.<30 mUmin/1.73 m' I sit 
!,t,i<J(lj\!j-11, ( ESRD I ,11!"1 ( eGFR<15mUmin/1.73m2), "Elffli.:::liillilft!Jrillt 
lll�i!iffil'J!.l,;!t, !l/!l;$co1,lt,/, ifiJ:iliJ!lll!!:;!J25mg, lijB-�o !l/!l;$co1,0!'ii!::lii 
��i/iffil'Jft,jfliJo 

[Of'!i!Ji<Ji,l] 
Ji;l;)lclit�l'Jl!£� 

JI! 'fJi;l;)lclit�tE-J!i'1J'l'l"lffilJI. T-il!fi' lalJli:li!i!;�#JtEJ[f;)lci,\;�<j,l'JO!'li! 
&Jii1£!!,>;,,c,!!j"!iJ-"1�!(//JtEJi;l;)lci,\;�<j,l'JOf'1i!&.lii1£!t>;,i£fi1!lilt*-'1, # 
.!l.Of'fm&�li;l;lic!i:l!i!'Pl'J'l'li!&.lii1£!E>;,o 

;'E;$co1,[jl.�j(lfi;;(.l,l_;$co1,!;"='!'lll(Jll;;Jtnltl\lHIJllllll(1'tll!fil'Jx.JJffll[Ji;lic1Jf;E 
'P, Cl'ii!&Ji,l, iltl1Ilff>Alalli;l;.!«Of'li!&Jii1-!;<li({<'�;<J,�j$£!!,$;'Ej(lfi!llifl]$: 
!iitifillllfi!llzf�fflfQ.o ;$co1,!;"!8'1JUJl.1stll!li', Jm/!lillt'l'Jmlll='l'J!ltlllilt,/, ;$; 
ol,illfi!llii;l;lic'l'lil&.lii11'J,��£!tlf<J!ri'r'l<!i!ifiJ!II, lll*l!lal£;$co1,j(lfi!lll'Jilt 
11Ill!£!tll'*-'!J!ri ( •.!U,1I ; :/E;$co1,J/lfi!ll'P, [llli;l;llc'l'lil&Jii1s,li(f,;!iol'J£ 
!tll'!a'l<!iltiu111r,,!llfflfQ.o 

:(E2�*�IJ:;1JJ!ll18Joi <A24Joil'J'i<!!!ifil3'1Jffll'Jli!loillfillf !l?'P, ,l!fflisl' T;$; 
'1,100mg, lijB-,x, ;$co1, 200mg, lijB-.xillJ'l<!iitifiJ>llfio Jll:lle, IJfji:,t'B; 
il!fiT3liii1alll24l<ll'J'l<!iitifil:otJffl, IIHt,l!fiiJf;E, *ilJ:;1Jlll(1'1-=l!'J!ltlll, Al!!I 
JUIIJillJ!8'1J,l'lllii , /JA/!lil\t'l'Jmlll='l'J!Jtl!l.l'J!llfi!Jf;Eo MiTWEif!Jtl'J='l'J!lt 
Ill., Al!8'1Jjf,J, !8,UU.iililt!8'1J,!'111ii/Jn='l'J!Jtlllille, &!;!j!11,�illl'l'lill'J,l!!ffl,; 
M!sl'T;$col,100mg, lijS-�;;it'i<!iltil'Jillli'o 'l'al'i:l!liif!l?;'\'j.fillllt�J!il'JWf;!; 
�-. 1£*�100mg, :fij:B-)X-�Jaffffl, *�1J11Plt$9U�Jll*jaffffl!OC* 
o1,!Jnl!l'1J,l'Jlll, :blll!llilt'l'/Jn!!l='l'J!Jtlllill<1stillfi!ll'P, £!!,>;,;,,5%#.!l.lai'r'l< 
l'.tifilillfi!lll'J'l'li!&Jii1y.!U,1 o 

!1<1 
:lHi!!i!8'1JIT/illo!llfiillte!i!8'1JIT!anil!l.iJ!II, l!l'1J,l'lllii+i-='l'J!JtU 

IIU\l!i+i-='l'J!Jtlllil'Jll<1'tlllli'l'J'i<!lltifil3'1Jffll'JJl;l;llclJf!l?, £!!,$;;.5%#.!l. 
lai'f'i<MlifiJ!llfi!ll,11!.tl'J'l' ii!&Ji,l, 'l'�l!liif!l?.tx.Jlllll!*i!il'JWf;!;!oll!1 

miu ,f.,t',A.1& I% I 
!t!�!llfi i1!i!ll'1JIT 100 mg 'l<l'.tif!J 

N=443 N=363 
;J.•�ift 23 (5.21 12 (3.31 
!a•i!8'1JIIJl!l(*lll1i' i1!i!8'1JIT100 mg + Alt!!IJIJlll $:!iit)li) + Al!ll'1Jftll 

N = 175 N=178 
1:0f'ffli!/; 11 (6.3) 6 (3.4) 
y,,r,; 9 (5.1) 7 (3.9) 
!a!ll'1JJ!'ll!iii!l(1't!/!1i' i1!i!8'1JIT100 mg + !8'1Jl!'IIII< 'l<!iitil'J + !8'1Jl!'lllii 
( +/--Ejl)!J(Jll) (+/--Ejl)!J(Jll) (+/--Ejllll(IIJI) 

N=222 N=219 
ilt!IIlt\li: 27 (12.21 4 (1.Bl 
J;!.O�ift 14 (6.3) 10 (4.6) 
Mil 13 (5.9) 5 (2.3) 
!j"Jlliil,J;Jll<jstj(ljJ' i1!i!8'1JIT100 mg+ Jlliil,J; 'l<!!lif!J +Jlliil,J; 
(+i-='!'J!ltlllII (+i-='l'J!JtlllII l+i-='l'J!JtlllII 

N-322 N-319 
flt!IIlli;!; 50 (15.5) 25(7.8) 
t itiallaff A.Mo 

;'E;$co1,!;"='l'J!ltllIJll\1st,llfil'JJi;l;licli/f;E<j,, 'l'al'J:l!liif;E,t'j.f[llJl!*l!il'Jl;i> 
f;!;!/;JI!, iJ!:l,£!!,J;f,;a,5%#.§.J!ri'J''j;;!i,;laJ!/lfi'!ll,f.s!fl'J'l',l&Jii1o 

tE-�:;l,Jll52f.ll'Jliif!l?'P, x.J-Ol'lll='l'J!JtlllI!i1lolllfiFc11Il&!:�illJ'l'li!l'J,1! 
a!r!ll/Jn1 00mge!i!ll9'JIT!ij la -)Xil\t!8'1JAltO/kFcl'Jffl!l:•O'l<½1iil!fi !"lll'o e!i!II 
,urr!II ! 4.9% 1 l'Jf1<Jfil.li1£!t>;,lii!l!lflt'rl!l.iJniOl!II ! 32.0% 1 o 

tE!il-�:;!JJ!ll24f.ll'JIJf!l?'P, ;$;!1,f'!S:;!J,!;:bllfii!l"llt,/il!filllllii,l!illl�!llli' 
( /Jn/!lillt'l'�n!!l='l'J!JtlllI I , ;$;,11,'i'lllllii,ll< ( /Jo/!lillt'l'/Jn!!l='l'J!JtlllI I ill!l'!ll,11! 
.t'P, fi<l1Illil£!tlf<:;!J25.2%, iili'l<!litif!JillJllliiil,J; ( /Jnl!l.it'l'/Jnlll='l'J!ltllll!llfi 
!11.f.;!;'l'Jfi<J!Illi;!;£!!,>;,:,i36.8%o �U;;;<ict�Jliilll£'l<!!tif!J!11£!E3&illtl!! 
;!r;,xfll;J!Ilt\li:£f1'1'J�;!;'a"*l"lll'�( 9.4!"19.1%lo !lll!fi<!IIll/1£!£>;,iJi::/i,rno 

tE"E!/li2�/t!ioj(l1i'li/f;E, ='!'J!JtJ!l.lll(1,tj(lfi'li/fjl:ifl]Altffl'1J!J!lll(1,tj(lffli/fjl: 
l'JiL�*llr'P, li!\!;$;,1,1 oo mgillJ'l<!ltifilillli'l'J,f.,t'<j,ill;J!Illl'l'ii!&Ji,ll'J,�� 
£!tlf<IIHGl ( *ilJ:;!J 1.2%,00.9% I o fi<JIItff'l' lilli1.lii1* la /lfli"iltJIIt&!:liis!Rl';-; 
'l'i!l�i"Jft,/illiJ)Ei!!s!\'l'J!IIlll7l<'l'o tEM!s\';$;!1,j(lfil'J,'!!s!\''P, �lEl'Jl!IDlilll'l' 
lil&Jii11'J£!tlli!ji)Jr'/lf;f-, !l;\11 ( ;$;!1,1oomgil!fi!II, 2.3%; 'l<!ilil'Jill!i'!II, 
2.1%)� �,t,(*�100mif,affffl, 1.4%; ��fFIJJtffffl, 0.6%);f0Hi:j!j (*� 
1oomgjaffffl, 3.0%; �liJfiJ:tffffl, 2.3%lo 

:/E!il-�*'re!i!8'1JIT'i'll='l'J!Jtlll:/,J!alll(1st!llffl'J:;1JJll24Joi, 'l<!iliUj./Jffl 
l'J��IJf!l?<j,,£!!,>;,;;.5%fi<J'l'�&Ji,l(;i<af�IJf!l?;'fj.f�Jl!*l!il'lWf;!;JjiJJ!I, 
2/li;f-o tEH!sl''l<MlifiJ, e!il!l'1JJTlj!.�J/lfi, ='l'J!JtDllilillolllfi'i'lle!i!8'1JIT:b11= 
'l'J!JtQ*lllfil'J!!!.t'P, iltl1Il81'J£!tll<*JllJ:;!J0.6%, 0.6%, 0.8%<01.6%0 

;!!2 
i1!iffl•UIT'i'll='l'J!ltDlliMlalll<1'tlllli', tElisl'lll<1st!llfil'J,li!.t'P 

£!!,>;,;;.5% I #.!l.aHlisl'='l'�IIII!t!�illfi, i1!i!ll'1JIT!t!�!llfii11J 
'l<Mlif!Jll!li'l'J�;!;' I l'JO!'li!&Ji\' I Of'�!l!li/f!lt;!;'x.Jlllll!*i!il'JWt.!i I 1 

!!!;!!",A.Ill:( %) 

i1!i!8'1JIT ='l'J!JtlllISOOillt 
e!iff\'1JIT50 mg, bid 

!IIJliJ 'l<!!tif!J 100mg, OD 1000 mg, bidtt +=Ejllll(Jll500il\t 
1000 mg, bid tt 

N= 176 N=179 N=364tt N =372tt 

lllill 7(4.0) 5(2.8) 28 (7.7) 28 (7.5) 
1:0J'll<il!lf.!/; 9(5.1) 8(4.5) 19 (5.2) 23 (6.2) 
Y,,;\11 5(2.8) 2(1.1) 14 (3.8) 22 (5.9) 




