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2. MO TA SAN PHAM
Vién nén 1000 mby tring, hal mit tron.
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3. QUY CACH DONG GO!
Hép 3vix 10 vién

4. DUQCLYC HOC

M3 ATC: A 10602

Nhém duge ty: Thode diéu tn 3hi thio dudng. thudc Uc ché dipeptidyl peptidase 4
([DPP-4)
memmmmmmmww&dﬂgaﬂ

— — . \ \

Vidagliptin £6 tée dung U ché nhanh vi hodn todn hodt tink DPP-4 din én ting ndng
84 cOa cic hoemon Incretin GLP-1 (peptid tuong ty glhacagon 1) va GIP (polypeptid kich
thich tit insulin phy thuds glucose) kuc 844 vh sau khi &n

Duxt e hoc

Nho lim ting ndng @4 ndi sinh cla cic hotmon incretin, vildaghiptin ting cutmg tinh
nhay cle cla che ¥ Bio beta i vl Ghucose, din dén chi thidn sy tide insulin phy thudc
ghucase. Didu trf voi vildagiptin 50 - 100 meg 6 bénh nhin 44 thio duing typ 2 ci thén
Ging kf cic chi dfu chix ning t bao beta bao gém HOMA-, ti I peoinsulin choyés
thanh insulin va kit Qui xét nghiden Gip Ung cia t# bao beta bing thir nghidm dung
wmmwmmmmemuwmmfmm

(kl&NoalednSavﬂgluzm d&nﬂnd&u(&\hs«lﬂ(gluagmlr-chmpva
ghocase,

Su gla ting ty 46 insulind ghucagon khi ting dutng huydt do ting ndng 96 cic hormon
Incretin gly gidm tao ghucose 1ai gan 1< 3 va sau khi Sr. diin dén gl duting huyét
Kndng thify tc dung chim Lam rdng da dby do ting GLP-1 khi diing vildagliptin.

5.0UGC DONG HOC
thu:

Hdp

Sau khi diing duing ubng vao I6c 461, viddagliptin duoc hip thu nhanh vi dat néng &5
Ginh trong haydt tuang sau 1,7 giés Thic &n m 13ng nhe thal glan dat ndng 66 dinh
trang huyét tuong 40 2,5 gid nhung néi chung khdng thay 881 AUC. Ding vildagiiptin
VORUNGE 80 A Uiy gy 9% Tuy nhidn, mius 44 thay 3l intag ¢d y nghia m sing,.
nén co thé ding vildaghiptin cing haic khang ciing vai thic &n, Sinh khi dung tuydt
O6i ctia thubc 1 85%.

Phan ba:

Vildagliptin it gda v peotein huyét tuong (9.3%], va vildagiiptin phin bé déng déu
gilla huyét tuang vi hdng clu. Thé tich phin b trung binh cia widagliptin & trang thii
&n dinh sau khi Gupc tém theo dubng tinh mach (V) 18 71 L 9ot ¥ su phin b ngoal
mach,

Chuyén héa:

O nguis, chuyén hda 1 con dudng thil trir vildagliptin <y yéu, chidm 69% hu ding.
Chit chuyén héa chinh, LAY151, khang ¢6 hoat tinh duoc b va 13 sAn phim thiy phia
g0¢ cyano (57% Bdu ding), thép ¢4 1 sin phim glucuronid hoa (BOSEET) va thiy phia
arid (4% lidu dang). Tharg tin in wero cda vi Lap the thin ngudi cho thily thin ¢4 thé 1
mdt trong nhimg oo quan chinh tham gia vio qué trinh thay phin viidagliptin thinh
chit cheryén hoa khiing cb hoat tinh cla né. DPP-4 d6ng gop mdt phin vdo su thiy
phdn vildaghptin dua trén nghién cou & vivo sif dung chudt bi thidu hut DPP-4.
Vildagliptin khéng <huyén hoa bl cic erzym CYP 450. Do 36, si thanh thii cac chit
chuyén héa cia visdaghiptin khdng bl dnh hudng bdi cae thubc cdm Ung hosc uc ché
CYP 450 khi ding chung. Nghién cliu i vitro cho thily vildagliptin khong Ot ché/ cden
Ung cic enzym CYP 450.Vi vy, vildagliptin thuting khéng Anh huding dén dd thanh théi
che cht chuydin b <la cac thuds duoe chupdn héa bal CYP 1A2, 2C8, 2C9, 2019, 206,
2E1 hodc JAA/S,

The teie:

Sau khi ubng vildaghptin dinh diu '*C. khodng 85% Iiéu ding duoc thill trir ra nude
théu v 15% lidu ding dugc tim thiy trong phan. Sy thii tr vildagliptin chua bj chuyén
B0 1romg NuO¢ tiéu chidm 23% by udng, Thai gian Bin thil sau khi uéng kholng 3 gl
Suf tugpén tinh:

Co Vi AUC ndng 84 huydt tuong theo thai glan < vildaghptin tiag ¢ 1 thakn ot
Iiu trong khodng fiéu diéu tr).

D61 tuong dde bidt

Gidh 2inhy

Khéng b ke biét ¢d ¥ nghia 1dm sang vé dugc ddng boc clia vildagliptin gira d&i
tuong nam vi ni khde maah 1rong mdt khodng tudi vi chi s5 kil co the (BMI reng.
Gidi tinh khdng dnh nidng dén tic dung dc chvé DPP-4 cda vildagliptin

Ngedi coo tudd

M~w

3 nguti cao tud khde manh (z 70 18l), ndl chung AUC cilia vildagliptin [100 mg/ ngdy)
ting 32% vi ndng 64 dinh trong huyét tong ting 18% so voi nguik tré khoe manh (18
+ 40 twdi). Tuy nhién nhing thay 86i ndy khdng dnh hudng trén lim sing. Tudi tic
khéng dnh hudng 6én tic dung U< ché DPP-4 cia vidagliptin.

Bérsh nhan suty gan

AUC el vildagliptin sau khi ding iu don & benh nhin suy gan nbe va visa gidm tuong
(ing 20% v 8%, trong khi AUC clia vildagliptin & bénh nhin suy gan ning ting 22%. Su
thay 884 ti da (ting bodc gllm) cia AUC cla vitdagliptin 1 khodng 30%, dugk cho 1y
khéng dnh hudng trén M shng. Khdng €6 s 1uang quan gida mdc 84 ndng ciia bénh
gan va sy thay 641 AUC cdia vildagSptin,

Bénh ahdn suy than

AUC cia vikdagliptin t80g trung binh 1.4; 1,7 vi 2 18n tuang ing & bénh nhan suy thin
nhe, via va ning $0 Wi 85i tugng khde manh, AUC cisa chit chuyén hoa LAY1ST v
BQSES7 tang trung binh 1,5 3 va 7 Iin twong tng & bénh nhdn suy thia nhe. wia va
ndng Thang tin cdn han ché & binh nhin bi bénh thin gial doan cudt (ESRD) cho thiy
Mcmwxmwwmmwmmﬂmaouvm ting
khodng 2 - 3 16n 50 i bénh nhda suy thin ning.

idagliptin it Guoc loal bS khi thém thch miu (3% sau 3 - 4 gis thim tich khai diu sau
ki dung thubc 4 gid).

Ching 1é¢

MOt viil thdng tin cho thiy ching 16¢ khdng inh hudng Kin dén dupc 8dng hoc cia

e

6. CHIDINH
Vikdagliptin duoc chi dinh nhu mdt thude bd tro cho chié dd 5n va luyén tip 8€ cdi thitn
1 i 50t dutng huyét & binh nhiin i thao dubng typ 2 (T2DM).
Dudi dang dan tri lidu.
.rm.u-m»wm
+ Vit metdormin khi ché 8 3n, luydn thp vi metformin don dd¢ khing dem lyi s kiém
s0dt dutng huyét ddy i
+ Vi médt sulphonylure (SU) khi ché 84 3n, luyén tip va sulphonylure don 80¢ khing
dern Wi sy kiém sodt dudng huylt diy ad.
+ Vi mdt thiazolidindion (TZD) kit ché 84 &n, luyén tip va thiazolidindion khdng dem
1ok sy kim 50t duding huyét diy du,
~Trong phéi ba loal thudc:
» Vor mét sulphorylure vi metformin khi ¢hé &4 3n, fupin tip vi didu tr) kép Nng
nhing thudc ndy khdng dem lal su oém sodt dudng huydt dfy A0,
Vildag#ptin cGng Gupc chi dinh phéil hop vor inwulin (06 holk khang <6 metformin) khi
ché &0 an, haydn t4p va béu insustin 6n dink khdog dem L sy kidm 108t dudng huyét ddy
a8,

Vildagiptin clng ducc ¢l dinh phdt hop ngay 1l dla vée metformin & nhing bénh
nbudn Al thio duing typ 2 (T2OM) khéng duoc kidm sodt dly 93 chi bing ché 44 §n vi
tp hapdn.

Noudiion \
Khv 302 dung dan te, phéi bop voi metformin, phéi hop vor thiszohdmadsan, phai hap vit
metformin va sulphonylure, hodc phéi hop vai insulin (kém hodc khoeg kim
metforming, My khuyén cho cda vildagliptin 13 100 mg ding 1 liée 50 mg veo bud
shng ¥ 1 héu 50 mg vio budi 1.
Xhi sl dung phéi hop 2 thude cling vél sulphoaylure. Sy khuyén cio cda vildagiptin 1y
50 mg dung 1 16/ ngly vao bubl sing. & nhing banh nhin niy, vidagliptin My 100
mg/ ngly khéng cé hidu qui cao han vildagliptin Sk 50 mg dung 1 la/ ngly.
Khi st dung phéi hop voi sulphonyliure, ©6 thé cin nhic dang sulphomdure kéu thip
hon a0 glém nguy <a by glucose hayée.
Khéing khuyén cao ding kil cao han 100 mg.
Khuyén biah nhin ndu quén dung 1 16y vidagliptin th ndn ding #u @6 cing sém
cang t6t khi nha ra. Khéng dung 2 idu trang <ing | ngly,
An todn vA! mwwmmmmmqmm
v mmnamp

D6i tugng ddc
Ngued 0o tubi (x 65 )
Khding cin hidu chinh Iéu & nguds cao tudi,
8¢nh nhdn suy thin
Khong chn hidu chinh ldu & bénh nhin suy thin nhe (CL, = 50 mL/ phat). O binh nhan
suy thin via hodc ndng hode bi ESRD, My vildagliptin khuyén cio I 50 mg ding 1 lin/
ngdy.
Bénh nhdn suy gon
Kbdng nén ding vidagliptin cho bénh nhin suy gan, bao gém bénh nhin <6 alanin
aminatransferase (ALT) hodc atpartat aminotransferase (AST) > 3 15n gidi han 1rén binh
thutn g (ULN truas ki didu t.
Trdem
mmmmwmm«nnM¢wmt<mme
v hidu qud coa vildaghptin & ted em va thanh thiéu nién (< 18 tuds) chum duae thidét 1§p.
Cach diing:
Thubc duoe ding dutng udng clng hobe khdng cing vt thac Sn.

8. CHONG CHI DINH
M3n chm vii vidagliptin hodc bt ky thanh phin ndo cda thudc.

9. CANH BAO VA THAN TRONG KHI DUNG THUGC
Cdnh Bdo chung

Vikdaghptin khong ding dé thay thé cho insulin & nixing bénh
nhin cin ding Insulin. Khéng ding vildaghptin & bénh nhin 44|
thio Gudng typ 1 hodc bénh nhin bi nhibm toan ceton do d4)
thio duing,

Bénh nhén suy thn

Kinh nghidm sd dung vidagliptin & bénh nhin bj ESRD phai thim
tach mdu con han ché. Vi viy nén thin trong ki ding wildagliptin
& nhimg tah nhin nay.

Bénh nhde suy gan

Khong nén diang vildagiiptin & bénh nhin suy gan, bao gém bénh
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nhdn c6 ALY hode AST > 3 1in ULN trisde khi didu 1,

Theo ddi enzym gan

D4 ¢b bdo cdo trutng hap him gdp 166 logn chix ndng gan (bao
gbm viém gan), Trong nhilng trudng hop ndy, cic gy ching
thuitmg khong dé 1a di chang tridn Lien shng v kit qui xét nghibm
chic ndng gan trd wé binh thuding sau kN nging thusc, Xét
nghidm chic ning gan nén Guoe thuc hidn trudc khi khat dbu
@iéu trf vot vildagliptin 4 bidt Guoe gid tr ban dSu cia binh nhdn
Chic ning gan nén duoc theo dé trong khi didu t vés
wiidagliptin theo chu ky 3 thing 1 Kin trong mim. A5 tién v dish
by sau dé. Bénh nhin c6 diu hién ting néng 0o transaminase nén
duge theo ddi bing cich dinh gid chiic nkng gan 1in tha 2 86 xic
nhin i v sau d6 theo dbi chaic ning gan thuimg xayén dén khi
nhing bt thuting trd lal binh thudng. Néu AST hosc ALT ting = 3
Lin ULN hodc thng dal ding. nén ngimg vildagliptin.

Bénh nhin bj ving da hodc che dSu hilku khic gai ¥ 16 Ioga chdc ndng gan nén ngung

vildsgliptin,
Saus ki ngig diu trf vt widagiptin v xét nghiém chis ning gan 1l bish thuong,

¥hong nén téi s dung vildaghptin.
B¢nh nhan suy tim

Mt thiz nghiém m sing diing vildagliptin & bénh nhin bi suy tim NYHASH | - 9 cho
thiy didu ti) vl vildaghiptin khdng gly thay dé chic ning thit tul hode tinh
“trang suy thn sung huyEt Fibn 68 45 Wi nhdm ching. Kinh nghiém Km sang stfdung

MWGMomMMW“NMMWwHtMMtWW
Chile ¢6 kinh nghiém si dung vildaghiptin trong thi nghigm Lim sing & bénh nhin suy
tm NYHA 40 IV vb vi vy khdng khuydn cio ding thudc & nhimg bénh nhin ndy.
Bénh trén da

Tén thuong da, bao gém bong da v lodt di duoc bao cao & chi cla khi trong mdt
nghlén clfu dd¢ tinh khéng thude 1im shng. Mic di chua thily thng i 1§ tén thuong da
trong cic thar nghidm lm sang. kinh nghiém ding thube t2én bénh nhin déi thio
duing ¢6 bidn chang da cdn han ché.

Hon rila 34 €6 nhing bdo cdo tén thuang da béng nuss v troc da sau khi Gua thubc ra
hi trudeg.

Wi vy, ngodl nhing ehlen so¢ bink thudng cho bink nhin dil thio duong. nén theo d&d
A LU ke T R

Vildagliptin ¢4 thé 1am ting nguy <o vim tuy cip & binh nhin. N&n thang bio cho
bénh nhin vé dic tinh ndy.

Néu nghl ngd bénh nhin bl viém tyy, mwm.gnmnmwucmcommmy
khong nén té si dung vildaghptin Nén thin trong & bénh nhdn 6 tién 50 viém tuy cip
Ha glucose huyét

Sulphonylure < thé gdy ha glucose hayét. Bnh nhin ding vildagliptin phai hop val
sulphonylure ¢ thé ¢6 nguy <o b ha ghucose hupét. Vi viy, <6 thé cdn nhic ding
sulphonyluze idu thip hon & gidm nguy <o by glucose huyét. '

Thude ¢6 chila lactase, binh nhdn mbc binh di truyén hidm gdp khdng g
galactose, thifu but Lapp lactase hodc 18 loan hip thu glucose-galactose nén
ding thudc niy.

D& xa tim tay tré em

SU DUNG CHO PHU N CO THAI VA CHO CON BU:

Phy nircé thai

Chata cd théng tin dfy 30 vé vide sir dyng widagliptin & phy ni mang thai. Nghién cdu
trén déng viit cho thiy ddc tinh trén khd ndng sinh sha & Iy <0, Nguy coco thé c6 &
ngudi con chasa 14 Do thidu thang tin trén ngudt. khing nin tung vidagliptin trong
that ki

Phy nir cho con b

Chata 16 vildaghptin ¢d 14t qua sda me khong. Nghién clu trdn ddng vit cho thiy
thwm.mmmwp«mw&ngchomw.

Khd ndng sinh sdn

TREN mu:xevmmmuvm
Chasa ¢ nghidn cuu dnk hudng coa widagliptia lén khi ning 18 xe vil via hinh miy
moc Bénh nhin b tic dung khdng mong mudn chong mit nda trdnh I& xe hode vin
hanh miy méc.

10. TUONG TAC CUA THUGC V0T CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Vitdagliptin it tueng tie vé cie thube ding chung Vi vildagliptin khdng phii 1 co chit
v khang Uc ché hodic chm (ng cic enzym CYP 450, vildagliptin thudng khdng tuang
1he v che chit B co chst, ¢hit Uc ché hode chm ung Cac enzym nay.
Ding phdi hop v picghitezon, metformin vé glybund
Xt qui nighién €U thue hibn v che thode trf @3l thio dubng dubng bbeg cho thiy
Mcém&w)’m&l&nm

- Digpain fo et OO TP ;
NgMncwumstngmmMcmmemhmnﬁyMcolmm
o y nghia im sang Tuy nhién nghién clfu'chua duoc thyc hién trén &1 tuong bénh
nhin,
Dang phi hop val ambadipin, ramipeil valsartan hode simvastatin
Nghidn ciu tuong tic thusc - thudc & 9 tuang khée manh duc thuc hilgn vol
amiodipin, ramépril, valsartan v simwastatin, Trang cic nghadn cuu nay, khdng thiy ¢o
oG the < y nghis lim sang sau khi ding chung vwoi vildagiptin
Ding phii heap vl thudc e ehé ACE
cozwwqumomwwmomcwmmmmmumm»m&
U ché ACE
Naw vl nhiing thude didu tri dal thio duang dudng wdng. tac dung ha glucose haydt
co.m..gipunmmmmwwwmtmmgémummummm
PHEM thyroid v3 chit cuding glso cbm.

11, TAC DUNG KHONG MONG MUON

Céc thc dyung khdng mong mudn phdn theo thn sult va hé co quan
Dang phéi hep vl metformin

Thutdng gop 1/100 < ADR < 1710

Chuyén hoa v dinh duting: Ha glucose huyde.

Thén kinh: Run, nhvic déu, chéng mit.

Titu héa: Budn ndn

Dung phdl hop
Thedng

Irgfip, 1/1.000 < ADR < 1/100

Thin kinhe Mot méd,

Déng phéi hop véi sulphonylure

Thutmg 9dp, 1/100 < ADR < 1/10

Chuyén hda va dinh duding: Ha glucose hupét.

Thin kinhe Run, nhic diu, chéng mdt, suy nhugc
lrgap, 1/1,000 5 ADR < 1/160

Tty hoa: Tio bon.

Rat hiden gop, ADR < 1/10.000

Nhidm tring va nhidem ky sinh trimgn Vidm mdi hong
Ding phdi hop voi thiazolidindion

Thasting 9dp, I/1005 ADR < 1/10

Chuyén hoa v dinh duding: Thng can.

Mach madu: Phi ngoal bién.

oo 1/1.000 < ADR< 1/100

Chuyén héa va dinh dudng: Ha glucose hupdt.

Thin kinh: Nhdc 88u, suy nhuoe.

Don trf

Thesting 9dp, 171005 ADR < 110

Thin kinh: Chéng mit.

ftgdp. 1/1.000 < ADR <1/100 !
Chuydn hoa vi dinh dudng: Ha glucose hw&

Thin kishc Nhoe odu>
Mach mbu: Phiz ngoyl bién,

Tidu héda: Tho bén.

Co xuong va md Bén két-Viem khop

R4 hiém gdp, ADR < 1/10.000

AhiEm tring vA nhiém ky sinh tring: Nhidm tring Gutrg hé hip trén, vidm mil heng.
Ding phél hop vél metformin vé suiphonylure

Tradng gdp, 1/100 5 ADR < 1/10

-
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Chuyén hoa vh dinh dudng: Ha ghucase huyét.

Thia kinh; Chéng mit, run.
Da va md dudi dac Tang tiét md hoy.
Toan thin v duong s dung: Suy nhuac,

39, 1/100 < ADR < .
Chuyén hoa v dinh duding: Ha glucase huyét.
Thin kinh: Nhoc diu, on lynh,

Tidu héa Budn nde. bEnh trde nguoe d day - thise quin.
ftgdp, 1/1.000< ADR < 1/100
Théu héa: Tidu chiy, dfy hai.
Tdec dung khong mong mudn sou khi dua thude ra thi truréng
Chuta e tdn sudt
Tiéu hoac Vidm tuy,
Gan - mat: Vibm gan, bt thudng xét nghien chae ning gan {cd hdl phyc khi nging
thude)
md dp kit Dau ¢a.

N& mby day, tén thuong da trée vy va béng nudc. bso gbm bénh
pemphigoid bong mudc.
Thude ¢o thi gdy 10 cde to¢ dung Aoy mong mudn khdc, kb bénh nhdn thdng bdo
e tde dung khdng mong muda odp phd At ding thude

12. QUA LIEU VA CACH XU TRI

Thong tin qui liéu widagliptin cdn han ché

Tridu chimg

Thong tin wé céc tridu ching thutng glio ki qud béu duoe tha thip 1 nghsén ciu khd
mmmpmmqmawmwmwmwwamm
nqtydl!ul&mcosm ) i <1 ’ g di cm
phuanhuynbhmmvawnmooanmw AST pmmnc
hoat hoa v myoglobin. B &1 1sgng kiic bi phi & ban chin, va 2 trong «6 46 ¢6 kém
di cdm. T8t cd tridu chung v bt thading xét nghsten 1y khél md khéng cln diéu tn sau
khi ngiing thudc.

X e

Trong truteg hop qui Iiéu, khuydn cdo ai tr ho tro Vildagliptin khéng b ko bd bk
thim phan mda Tuy shidn, chdt chuyén hoa thily phin chinh (LAY 151) ¢6 thé bi loal b6
bt thim phin miu.

13. CAC DAU MIEU CAN LUU ¥ VA KHUYEN CAO: Khong ding qus e chl dinh.

XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SULDUNG.
“‘nmuﬁfmlmm =

15.TEN, DIA CHI VA BIEU TUONG CUA €O S SAN XUAT:

o3e2.T1

DAVIPHARM

Sin xuft tai: CONG TY CO PHAN DUQC PHAM
DAT VI PHU

Ld M7A, Butng D17, Khu Cang nghidp My Phudc 1, Phudng
Thdi Hoa, Thi xA Bén Cat, Tinh Binh Duang, VIigt Nam
Tel- 0274.3567.687  Fax: 0274.3567.68
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