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Rx- Thude ban theo don

Galvus®

Thube sir dyng cho binh dai thao dwémg, chil ic ché
dipeptidyl peptidase 4 (OPP-4)

MO TA VA THANH PHAN

Dang bao chié

Galvues 50 mg: vidn nén mau triing dbn vang nhat, hink
1",;";: mét mat oh khie chir “NVR® i matl kia o chir
Hoat chit

Vildagliptin

Mt vitn nén Gahas chira 50 mg vildagliptin

Phin hogt chit

Vildagliptin

Ta duwrge

Lactase khan, celiulose vitinh thé, natri stasch glycolate,
magnesi stearate.

Céng thire durge phiim o6 thé khac nhau gilra cae nude

cHi BINH

Gabvus duge ehi dinh nhir mdt thube b gy cha ché g6
An v luyén 13p 08 ci thin sy kidm sodt duding huydt
& bénh nhén dal thao dudmg type 2 (T20M),

*  Dudl dang domn tri lidu.

«  Trong phél hep hal loai thubdc

s wii metformin khi chi d an, keyén t8p va
metformin don ddc khong dem lai s kibm
sodl dudrmg huydt ddy di,

s v mdt sulphomydurea (SU) khi chid 36 dn,
luyln tap va sulphomylurea don ddc khing
dem [3i sy kim sodt durdmg huypbt ddy di.

+ v mdt thiazolidinedione (TZD) khi ché
a9 an, luydn $Bp va thiazclidinedione
khéing dem lai s kifm seat didmg huydl
dhy da.

s  Trong phél hop ba loai thube.

+ wil mit sulphonylurea va metformin khi
ché d§ &n, lupdn t3p va didu trj keép bing
nhirmg thudc nay khdng dem lai sy kiém
sodt dudng huyét diy du

Gahvus cing duge ehi gnh phdi hop v insulin (o6 hodc
knbng co metformin) khi chd df &n, leyén thp va lidu
insulin da dinh khong dem ki sy kidm sodt dudng huyét
dhy di.

Galvus cing duee chi dinh phdi hop ngay tr ddu
wéri metiormin & nhimg bénh nhiin tdu dutmg type 2
(T20M) khéing dugre kidm soit ddy @0 chi bing chi db
#in va 1p luydn.

LIEU LUFQNG VA CACH DUNG

Lidu luwgng

Kitm sodl vide didu tr d4i thdo dutmg nidn 1y theo timg
B&nh nihiin.

Lidu durgre khuydn cdo cha Galvus 14 50 mg mét hodc
hai thn mB ngdy. Libu t8i da cla Galvus 18 100 mg mdt
ngay.

Trong dom i lidu, va trong bu tf phdi hop wei
Metformin, wéri mit TZD hode v insulin (¢ hodc khing
et Matformin), lidu duge khuwdn cdo cla Galws |a
50 mg hodc 100 mg mbi ngéy,

Trong digu ti ph&i hop hai loai thude wéi mét
sulphonyiurea, By duge khuydn cao cba Vidagliptin
13 50 mg m& |An mdt ngay CF nhdm bénh nhan nay,
vildagliplin 100 mgingay khiing hidu qua hom vildagliptin
50 mg, 1 An/ngdy.

Trong didu i phdi hop 3 loai thude vai metformin va
mt SU, lidu duee khuydn cdo cla Galvus 14 100 mg
mdi ngay.

Méu i kidm soat dudmg huydt chit ché nom cin
din lidu dung trén Bhu vildagliptin 18 da hang ngay
dugre khuyén céo, oo thé xem xét b8 sung cac thude
didu tri d8i thao dwimg khéc nhw metformin, mét
sulphonylurea, mit ihiazolidinedione hodc insulin.
Nhém bénh nhin myuc théu

Nguriri 5 tir 18 tudi triv 18n,

Nhém bnh nhin d3c bigt

Suy thén

Khang cin dibu chinh libu Galvus & bbnh nhén suy than
nhe, OF bénh nhdn suy thin trung binh hodc ndng hodc
bénh than giai doan cudi (ESRD), liku Galvus duge
khuybn cdo 1 50 mg, 1 Aningay (xerm phiin DUIGIC LY

LAM SANG - Dugc ddng hge, myc Céc nham bénh
nbelin dije bigit).

Suy gan
Khiing khuyén cao ding Galvus cho bénh nhdn suy

gan, ki ci binh nhdn o ALT hode AST trude didu i -

= 2,5 14n gicri han trén clda mdre binh thudmg (xem phin
DIFOC LY LAM SANG - Duge dong hoc, myo Cac
e bignih nhan dac bidt)

Bénh nhin cao tudi

& nhirng bénh nhan = 65 twdi vi = 75 whi duge didu
béng Galvus, khéng quan st thiy sy khac bigt vb 45
an todn tng thé, sir dung nap hodc hidu qua gitra nham
bénh nhén cao i ndy vii nhdmg bénh nhin tré tubi
hom. Do dé khing cdn diu chinh liéu irén bénh nhan
cao tudi (xem phin DUGIC LY LAM SANG - Dugc déng
hoe, myc Cac nhdm bénh nhan dac bigt).

Bénh nhan tré em

Gatvus chua dugc nghibn cou & bitnk nhan dudi 18
tudi, do g6 khing khuydn céo ding Galvus cho baah
nhén tré em (xem phin DUQC LY LAM SANG - Duge
ddng hoe, mye Cac nhdm bénh nhan dic bigt),

Céch ding

Ding dutrng whng.

Galvus of thl ding edng hodc khbng cing thire f&n
(em phin DURGIC LY LAM SANG - Hip thu),

Ligu 50 mg nén dwrge ubng mdt Bn mit ngay vao budi
sang. Libe 100 mg nén duge chia thanh 2 libu 50mg,
whng vio budi sang va budi thi,

Wéu bd M mot ibu Galvus, cin ubng ngay khi binh
nhan nhdr ra. Khong ndn wbng mot lidu gdp Adi trong
cimg mit ngay.

CHONG CHI BJNH

Chéing chi djnh ding Galvus cho bénh nhan d3 bidt bj
qua min vii viidagliptin hodc vii bit cir t3 duge néo
ciia thubc (xem phdn MO TA VA THANH PHAN, muc
Té dugre).

CANH BAO VA THAN TRONG

Thng quét

Galvus khfng phdi 1 mot chdl thay thié insulin trén bénh
nndn chn insulin. Khong duge ding Gabus cha bénh
nhén ddi thao dudng type 1 hode 68 Gidu tri nhilm toan
caton do dal thao dwdng.

Suy gan
Khiing khuyén cdo ding Galus cho bénh nhin swy

gan, ké cd bnh nhdn cb ALT hodc AST trdee didu trj
= 2,5 I4n gigri han trén cla mirc binh thuémg.

Theo dal enTyme gan

Cac trwémg hop hidm gép wé rbi logn chire néng gan
{ké ¢ vitm gan) da duge béo cho. Trong nhirng tnrémg
hgp ndy, bénh nhin thudng khiing of tigu chimg,
khing cb di chimg IAm sdng v cdc xét nghidm chire
néing gan trée vl binh thudmg sau khi nglmg didu tr.
Cén thare hin cdc xét nghtém chire ndng gan trude
khi bt dhu iy tri blng Galvus. Cn theo doi cdc xét
nghiém chirc ndng gan trong khi didu tn bng Gahvs 3
thding mét Hm trong nam o vi dinh ky sau do. Nhimg
bénh nhin bi ng nbng 4 transaminase chn duge theo
%t bing chch danh gid lai chire nang gan tn thir hai
a8 khing dinh kit qud vi sau 96 phdi thudmg xuyén
6t nghiém chire ndng gan cho dén khi cae i 56 bt
thartrng trdr v ndng a6 binh thardmg, Ndu AST hade ALT
ting gdp 3 1An gitri han trén cla mire binh udmg hode
a0 hon v kéo dbi, khuyén cdo ngimg dibu b bing
Galvus. Méu BEnh nnan b ving da hode ol cac bebu hidn
khde cho thiy i loan ehdre ndng gan, phéi ngimg ding
Galvus v liln hé voi bac i ngay, Sau khi ngimg dibu
bitlﬁng Galvus va cac xét nghiém chirc néng gan da trdr
wit binh thuérng, khang duge ding lsi vitdaghiptin,

Sy tim

Mot thir nghiém 1am sang voi Vildagliptin rén bémh
nhdn ¢ phiin 36 suy tm theo Higp bl tim New York
{NYHA) 1 -1 che thily @iy tri vér Vitdagliptin khing
Hien quan dén sir thay ddi chire ndng thit Il hode tlam
nEng thém tinh 1rang suy Im sung huydt (CHF) e
@6, so vii gld dwge, Kinh nghidm 14m sang trén nhimg
bénh nhan ed suy tim 48 111 theo NYHA duge didu tr vi
ildagliptin con han chi va kit qua 1A khang két ludn
dunye (xem phdn CAC NGHIEN CUFU LAM SANG).
Khbing c6 kinh nghigen vé vide st dung vildagliptin trang
cdc thir nghiém 18m séng & bénh nhin suy tim & IV
theo phén 88 chirc néing cda NYHA va do 45 khing
khuydn cho sir dung & nhirng bénh nhan nay.

TUONG TAC THUOC

vildaghptin ¢& khd nang teong tde thubde ybu, Vi
vilgagliptin khéng phéi 14 mét co chil cla anzyme

https://trungtamthuoc.com/

eytochrom P (CYP) 450, khiing (rc ché va clng khéng
gy cam (mg cic enzyme CYP 450 nén khéng ob kha
néng !uvnglac wirl Ge thubc ding dlng thii 13 cor chdt,
chiit trc ché hodic chdt gay cdm irng cdc enzyme nay.
Hom nra, vildagliptin khéng dnh hiréng dén dd thanh
thal chuyln héa cia céc thubc ding ddng thén duye
chuyln haa bdi CYP 1A2, CYP 2C8, CYP 2C9, CYP
2019, CYP 206, CYP 2E1 va CYP 3A45, Cac nghién
iy v tuong e thudcthube 03 duge Bln hinh v
cac thube thuémg duge ké dom ddng thé cho binh
nhain déi thao duémg type 2 hofic nhimg thude ot cira
sd dibu i hep. Két qud cla nhimg nghidn ciu ndy
cho thily khdng oo tuong tc ndo od ¥ nghia 1am sang
i cde thuds diflu tri 43l théo duding dang udng khic
{glibenclamide, pioglitazone, metforman), amlodipine,
digoxin, famiprl, simvastatn, valsanan hodc warfarin
saw khi ding Sfng théi viri vildagliptin,

PHY NI CO KHA NANG MANG THAIL PHY NTF CO
gﬁl. PHU NIF CHO CON BO WA KHA NANG SINH
N

Phiy nir cé thai

\ildaghptin khéng o8y quai thai frén ca chudt clng va
thé. Chira o6 di kinh nghiém sir dyng Galvus trén phy
nir b thai. Vi vy khéng nén ding Glavus frong thiv ky
mang thai il khi ki lch mang kal cha ngudi mg cao hon
nguy cor tibm An ddi veri thai.

Phy nir cho con bl

V1 chura ré oo phai vildagliptin duge bal tét vao sia me
hay khiing, do @6 khing nén diing Gahus 8 véri phy
nir cho con ba,

Kha ning sinh sdn

Céc nghidn ciu vl khd nding sinh sdn duge thire hién
trén chodt & cac biéu ghp 200 thn Bbu dang & ngudd 48
chao thiy khong cb bing chirng vl suy gidm khd ndng
sinh sdn hay phat tridin phéi sém do Vildagliptin, Chua
et nghién cins wé dnh hirding trén kha néng sinh san &
Aguets durgrs thur hidin veri Galvus.

TAGC BONG TREN KHA NANG LAI XE VA VAN
HANH MAY MOC

Chira cd nghién ciru dugs tidn hanh vi tic ddng trén
khi ndng 1ai xe va vAn hanh may moc. Vi vily nhimg
bénh nhan oo thi bj chéng mdt nén trdnh 13 e hodc
van hanh may moc.

PHAN UNG BAT LON CUA THUOC

Khai quat dir by an todn

B an toan va khd ning dung nap cla Vikdagliptin
{50 mg ngay 1 I&n, 50 mg ngdy 2 lin va 100mg ngdy
1 14n) di dure danh gid bing cach thng hop dTr liku
te hon 11.000 biénh nhan trén 36 nghéén ciu pha I vl
11 (b 3 mghidn ciru nhiin md) trong théd gian tr 12
i hon 104 tudin. Cae nghitn ciu duge sir dyng trong
phin tich gop ndy d5 danh gid Vildagliptin trong don tr
fidhi, trj I b trgr wiri cac thube chiing dai thao duimg
durérng ubng (metiormin, TZD, SU va insulin) v tr hiéu
phéi hop khéi dhu véi metformin hodc pioghitazane.
Bénh nhdn khing ding Vildagliptin (tit < & cac nhém
abi chirmg) chi dwgc ding gid duge hadc metformin,
TZD, SU, acarbose hodic insulin. D tink todn thn sudt
e phdn dmg bit loi trong cae chi dink igng rd, i lidu
an todn tr mdt 13p hop con cia cac nghsln cir ob Kilm
chirng chil vlu trong thid gian it ahdt 12 tubn 48 dwge
v odt, Dir BBy an tedn tha dugs tie chc BEnh nhdn sdr
dyng Vildagliptin & Bbu 50 mg (Mt e mbt agay) hoge
100mg (50 mg hai 1n mi ngdy hodc 100 mg mét Hn
e ngéy) niae dorm b HGu hede ur lidu phii hop woi cac
thusde khae.

Ba sb cac phdn mg phy trong nhirng thir nghim ndy
I4 mhe va thoang gua, khing cln phai ngimg dibu tri.
Khing cd sir lign quan gilra nhimg phan img phiy ndy
wiri fudi, chiing the, thi gian ding thude hode libu kegmg
hang ngay.

Nhimg Iredng bop phi mach hidm gdp 83 duge
bdo cdo khi ding vildagliptin wél mdil IF 1§ lwong
nhwr & nbom 3bi chimg. Ti i cao hon vl e ndmg
hipp nay @3 dugc bao cio khi ding vidagliptin it
hgp v hube Oc ché enzyme chuydn angiotensin
(ACE-Inhibitor). Ba sb cac tnromg hgp dbu co mirc 45
nhe va qua di khi tiép tue didu tri bdng vildagliptin.

Cac trundng horp hiden gép vk ndi loain chire nding gan (ki
A vilm gan) G durorc béo cho. Trong nhimg tniing hop
niry, bénh nhén thudmg khdng ob triéu chimg, khing cd
di chirng 1&m séng va cdc =ét nghidm chirc ndng gan trir
vé binh thudmg sau khi ngima didu tr. Trang cac dir Bau
cla cac thir nghigm dom trj lidu v dibu 15 két hop oo abi
chimg trang theri gian adn 24 whn, 1§ Eag ALT hode
AST 2 3 Hin gitvi han trén cia midrc binh thudng (theo
phén toai hién nay dya vao i nhit 2 Bn o lén tidp hodec
It tham kham cudi cing frong qud trinh didu o) 150,2%



ddi wesi vildagliptin 50 maingay, 0.3% 081 véi vildagliptin
50 mg, 2 Bn/ngay va 0,2% abi wi it i chit so sanh,
Sy 1ang cde ransaminase nay thardng khing b tridgu
chirmg, vé bdén chit khing tién trign va khang di kém wiri
ir mét hodc vang da.

Tém tét céc phin (ng bét lgd tir céc thir nghigm
|&m séng

Céc phén (mg phy 48 durge bdo cho & bénh nhan ding
Galvus trong céc ngh[ﬁn ol mi 38 durdi dang dom trj
ligu v didu tri kit hop dwoc 18t ke dudi day. 68wl
mdi chi dink, theo hé théng phan loai nhdm oo quan
Med DRA v theo thn sudt tuyét dbi. Trong mdi phan
logi theo hé o quan, cac phdn dmg bt ki cia thudc
durre xép hang theo thn sudt. Trong mdi nhom thn sult,
c4C phén tmg bt lgi dege tinh bay thea thir iy mir:
a4 nghidm trong gidm din, Ngoai ra, cdc thn subt cho
mbi phan (mg bt kyi duoe dura trén quy wvéc nhy sau
(CIOMS 1% rét thwomg odp (2 1/10)% thwéng gap
(2 17100 dén < 1110} it gdp (= 1/1.000 4én < 11100},
i gdp (= 1/10.000, dén < 1/1.000): it hidm gdp
{< 1/10.000}.
Bon trj ligu
Ti W& chung v& ngimg thudc trong cac thir nghidm
dan i lidu do phan (g phy khing cao  hon @81 i
bénh nhén didu i bing vildagliptin wéi lidu 50 mg,
1 lAningay (0,2%) hodic vildagliptin voi fidu 50 mg,
Z Winingay (0,1%) so weri gia duge (0.6%) hodc thude
5o sanh {0,5%).
Treng ¢ac nghién ol don b (8w, ha dwdng huyét it
gép, i b dugre bao cdo |4 0,5% binh nhan (2 lrong sb
409) durgc dibu tr bing vildagliptin 50 mg, 114ningay va
0,3% bénh nhdn (4 trong 546 1.373) dwgc didu tr bing
vildagliptin 50 mg. 2 iningay so0 véi 0,2% bénh nhan
{2 trong 58 1.082) & nhém duge dibu i bdng mat thubc
50 sanh hodc ding gid dugc va khing ¢b trudmg hop
néo ndng hodc nghim trong dugs bio céo.
Galvus khing dnh hudng dén cin ning khi ding den
i lido.
Bang 1: Céc phan Ong phy di dwgc bdo cio &
bénh nhén ding Galvus 50 mg, 1 ldningay (n=408)
hodic 50 mg, 2 liningdy (n = 1373) dwdl dang don
tri ligu trong cac nghién ciru mi dbi
Rii loan hé thin kinh

Thurimg gip Ching mj
it gip Nhire diu
Rii logn titu hoa
it wip Téo bén
| Réi loan todn thin va tinh trang tgi ch ding thude
! it zip Phirngogibi¢n |

Céac thiy nghidm m sang dal hgn dén 2 nam khing
cha thiy bt ky ddu higu nao tham v tinh an tedn hads
cac nguy cor khing bidt trurde ndo khi ding vildagliptin
dom fri Hiuw.

Phéi hop viri metformin

Trong cac thir nghidém [4m sang phii hop vildagliptin
+ metformin, 0,4% sb bénh nhan ngirng  thudc do cac
phén img phy & nhém didu i bing vildagliptin 50 mg,
1 ningay + matformin va khing cb bdo cdo bénh nhin
ngirng thubc do phan dmg phy & nhom didu i bing
vildagliptin 50 mg, 2 i&ningay + metformin hoge nhom
gié durgre + metformin,

Trong céc thir nghiém [Am sang, § & ha dudng
huyét It gip & bénh nhan ding vildagliptin 50 mg,
1 n/mgay phdi horp wéi matformin (0,9%), bénh nhdn
ding vildagliptin 50 mg, 2 tAningay phdi hop voi
maetformin (0,5%) va bénh nhan ding g duge +
matformin (0,4%). Khing cb cic nrimg hep ha dudng
huyét ndng dugc bao cdo & nhém bénh nhan ding
vildagliptin.

Galvus khdng dnh hurémg dén can néng khi ding phii
e v matformin,

Bang 2: Cic phin (ng phy d8 dwec bdo cdo &
bénh nhin ding Galvus 50 mg,1 lin/ngay (n=233)
hofic 50 mg, 2 HWningdy (n=183) phéi hep véi
metformin trong céc nghién ciu mi d8i

[ GALVUS TRONG BIEU TR] KEP DANG UONG
VI METFORMIN

Réi logn hi thiin kinh
Thudmg @ip

Run, ching mit, nhitc ddu

Cac thir nghifm [&m wgdﬁi han han 2 ndm khdng cho
thity bét ki ddu hidu rdo thitm v tinh an toan hogc cac
nguy cor khiing bidt trude ndio ki vildagliptin duge dang
kit hop vari metformin,

Phéil hep véi mit sulphonylurea

Treng cac thir nghigm 12m sang phéi hirp vildagliptin
&0 mg + glimepiride, 1 & chung vh ngimg thude do
phdn ng phy 4 0.6% & nhém didu t bing vildagliptin
50 mg + glimepiride, so véi 0% & nhdm ding gld duge
+ glimapirida.

Trong céc thir nghiém lAm sang, U & ha duwdng
huydt & nhém ding vildagliptin 50 mg, 1 laningay +
glirmepiride 14 1.2% 50 v 0,6% & nhdm ding gia duge +
glimepiride. Khiing &b cac tnsémg hep ha dudng huyét
néng duge bao cdo & nhdm dung vildagliptin,

Ve lidu khuyén cdo ks 50 mg, Galvus khéng dnh hudmng
dén cin nang khi ding phdi herp v vai glimepiride,
Béng 3: Céc phan (rng phy d3 dwgc bao cdo &
bignh nhin dung Galvus 50 mg, 1 Hn/ngay phbi
herp viri mét sulphonylurea trong céc nghién cuu
mi dai (n=170)

I
| B bogn b thin Kink

Thiimg gip Rian, mhie dia, chéng mit
Ri logn toin thin vi tinh trang 3l chl ding thube

Thuimg gip Sy !ﬂ".!E_

Phéi hep v mét thiazolidinedione

Trong cde thir nghigém WBm sang phdi hop vildagliptin
vii mdt thubc nhém thiszolidinedione, 0.7% sb bénh
nhén ngimg thubc do cdc phin tng phy & nhém didu
Iri béng vildaghptin 50 mg, 1 liningdy + ploglitazone v
l:,hbng cd bénh nhin ngl}.mg thubc do phéln |.rng phy
& nhom didu t bing vildagliptin 50 mg, 2 Eningdy +
pioglitazone hodc nhim ding gid dugc + pioglitazone.
Trong céc thir nghiém 13m séng, khéng cé céc trudmg
hop ha dwdmg huydt duge bao cdo & nham bénh nhin
ding vildagliptin 50 mg. 1 Hningdy + pioglitazone
45 mg, ha dudmg huydt it gap & nham bénh nhan
ding vildaghiptin 50 mg. 2 Hnngay + pioglitazone
45 mg (0,6%) nhung thudng gap & nhém bénh nhin
diing gid duge + ploglitazone 45 mg (1.9%), Khing cb
céc trrérng hep ha duéng huyét ndng dwgc bdo clo &
nhdm bénh nhan ding vildaghiptin,

Trong nghién ol gy irj kit hop vii pioglitazone, sy
thay o4i thé trong so voi gid dugc B +0,1 kg b vai
Galvus 50 mg/ngay va +1,3 kg dbi voi Gahvus 50 mg,
2 infngdy

Ti 4 phil mgoai bign khi ding phdi hop vai lidu thi da
cia pioglitazone nbn (45 mg, 1 Wningay) & B.2% v
fidu vildagliptin 50 mg, 1 1&ningay va T% vwéi liBu 50 myg,
2 Wnfngay so wbi 2,5% abi voi pioglitazone nén don
dfc. Tuy nhign, §1 1 phd khi ding vildagliptin k&t hop
wiri pioghitazone dudi dang dibu i kép ngay 1 dhu cha
bénh nhiin chira timg ding thubc thip hon so v ding
pic-gl'nazone dom &ic (50 mg, 1 lﬂn}r‘gﬂy 3.5%, 50 mg.
2 lAningay §,1% so vwdi pioglitazone 30 mg 9,3%).
Bing 4: Céc phin (mg phy di dugre bio cio &
bénh nhan ding Galvus 50 mg, 1 Idn/ngay (n= 146)
hodc 50 mg, 2 lAningay (n=158) phdl hop véd mot
thiazolidinedione trong cic nghién coru ma d&i

Thing s6 nghita edru
Thatimy: gip Tiing ciin

Ciic rhi Inam chung vi finh trang tgd chil ﬁlgdn‘c
Thubmggp Phil ngaai bidn

Phbi herp v insulin

Trang cae thir nghidm 14m sdng oo dbi chimg s dung
vildagliptin 50 mg, 2 ln/ngdy phéi hop & insulin, cé
hoée khing ot melformin ding dbng thid, 1 18 chung
v ngleng thude do cdc phan img phy 14 0,3% & nham
diéu trj bing vildagliptin va khing co tnrimg hep ngimg
thudc & nhom gis dwge,

Ty 1& ha dwdng huydt tuong b & cd hai nhom dibu tri
(14% & nhém ding vildagliptin 5o v&i  16,4% & nham
ding gid dugec). Hai binh nhdn bio clo o phédn img ha
duimg huyét ndng & nhém ding vildagliptin va & bénh
nhan & nham ding gid dure,

Va0 cudi cubc nghidn olru, anh hudng tridn thd trong
trung binh 13 trung tinh {thay d4i + 0,6 kg so voi mic
ban diu & nham ding vildagliptin va khong thay déi cin
nang & nhédm ding gid durgc).

Bang 5: Cac phan img phy da duverc bdo chdo & bénh
nhén ding Galvus 50 ma, 2 lAningay phéi hop véi
insulin (¢& hodc khéng cd matfermin (n=371))

Rl logn b thiln kink
Thuimg ghp Whire diu,
Rl logn tida héa
Huba nin, bénh trdo ngege dy
Thistmg. gbp diy-thige quin
It gip Tiéu chay, diy hen
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logm chang vi tinh

Thrmg gip On lunk
Xet nghifm
— '1h|{b1'm gp Gifim g"l_w:m Buyéa

Phéi hp vird metformin va sulphonylurea (SU)

Khing o bao céo vh ngimg thube do cde phdn dmg
phy & nhém didu trj bing vildagliptin + metformin +
glimepiride so vii 0,6% & nhom didu i bing gid duge
+ metformen + glimepiride,

Ty 18 hg dwdmg huyét thuémg gép & ca hai nhom dibu tri
(5, 1% dbi vixi nhom didu tri bdng vildagliptin + metformin
+ glimepiride so vii 1,9% 38 véi nhém didu tr bing gid
duge + metformin + glimepinide).

Mét trurémg hop ha during huydt nding 48 duge bao cao
& nhdm ding vildaghiptin,

Vao cubl cudc nghign ciru, dnh huwdmg trén (i
trong trung binh 1a trung tinh (+ 06 kg & nhém ding
vildagliptin va -0,1 kg & nhém ding gid durge).

Bang 6: Cac phan dmg phy di dugc bio cio &
b¢nh nhin ding Galvus 50 mg, 2 lin/ngdy phdi
hep wiri metformin va SU (n=157)

i logn b thdn Kiah
Thuimg pip Chbng mit, run
i logn tokn thin va thob trang tal chl dimg thude
Thartmg gap Sury nbange
bl logn chuyén his va dink didng
Thuimg gip Ha diimg huyét
Rii bagn da v e duiki da
Thuriemg gip Thng titt mil béi

Céac phan Omg bat lgi tir cac bao cao ty phit va
céc trrdmg hop trong y viin - Kinh nghiém héu mai
{khang r8 thn suit)
Cac phan ing bt gt clia thude sau Gy bat nguén tir
kinh nghiém héu méi woi Gahvus, thang qua cac bao cao
tir phal va cac tnrirng hop trong ¥ wan. Vi cac phin dmg
ndy dute bdo cdo by nguyén it quin thd khing & ol
miu, nén khing wéc tinh dugc thn sufl, do vy duge
phan loai 1 khéng rd thn s,
«  Vigm, co thé hdi phyc khi ngimg thude (cem phin
CANH BAC VA THAN TRONG)
= N&i mé day, vigm tyy, trdc vy khu tnd hodc bing
PG,
QUA LIEU
Ddu higu va tridu chimg
& nhirng nguiri khde manh (7-14 nguai méi nhém didu
tri}, Galvus duge dang & cae bbu 25, 50, 100, 200, 400
vé 600 mg, 1 [&n/ngay trong 10 ngay lién tidp. Cac lidu
ﬁnﬂ]mdﬂduwdumngplﬂtﬁﬂéudﬂﬂmg,nﬁ
3 trrémg hop dau co, cdc trbmg hop riéng 18 v di
cam nihe va thoang qua, sbt, phi v tang thodng qua vl
ndng 46 lipase (gdp 2 14n gitd han trén cda mic binh
thutmg), O libu 600 mg, mit nguéd bj phi ban chan
va ban lay va nbng &0 creatine phosphokinase (CPK)
lang cao, kém theo lng aspariale aminotransferase
(AST), protain phén ng © (CRP) va myoglobin. Thém
ba ngudi & nham lidu nay c6 bidu hién phi o3 hai ban
chén, kém theo di cdm & 2 trudrng hop. Tat cd cdc Iriéu
chimg va bét thudmg vé xé! nghigm mét & sau khi
ngirng thude nghién o,
Xir tri
Galvus khong thé dugc logi bd bdng thidm tdch, tuy
nhién chdt chuydn héa chinh do thiy phan (LAY151) co
thé logi bé bling thim thch mdu.

DUFQIC LY LAM SANG

Cer ché tic dung (MOA)

vildagliptin, mé&t chit thudc mhém thudc tang
cubmg chirc nang tiéu ddo tyy, B chit gc ché
dipeplidyl-peplidase-4(DPP-4) manh va chon oo
nén cdi thién duge sy kidm sodt didng huydt, Sp
rc ché DPP-4 clia Vildagliptin lam tEng néng 30 che
hormone incretin GLP-1 (glucagon-fike peplide 1) va
GIP (glucose-dependent insulinotropic polypeptide) nii
sinh lbc ddi va sau blra &n.

Durgre Iyre hoge (PD)

Dhing vildagliptin din én o ché nhanh va hoan toan
hoat tinh cia DPP-4, O bénh nhan dai thio duémg
type 2. ding vildagliptin ddn dén (e ché hoat tinh
enzyme DPP-4 trong thivi gran 24 gitr,

Biing cach 1am thng ndng 99 ndi sinh cla che hormon
incretin nay, Vildagliptin 13m tang tinh nhay cam cla
& bdo beta 48 v glucose, din dén cai thign sw thit
insulin phy thubc glucose. Bidu 1 voi lidu 50-100 mgl
ngay cho bénh nhin d& thdo dudmg type 2 cdi thign



dang k& cac yéu 16 ol didm chire nding cia té bao beta,
Mirc 90 cdi thibn chire ndng 1 bao bata phy thudc vao
mirc 08 suy gidm ban dau; & ngwéi khdng bi dai thao
dutmg (dréng huydt binh thidmg), vildagliptin khang
kich thich tiét insulin hodc khing 1am giam ndng 45
glucose huydt,

Béng cach lam ting ndng &6 GLP-1 ndi sinh vildagliptin
lam tng tinh nhay cim cla 4 béo alpha @bi e
glucose, din dén Gidt glucagon phl hop v mie
glucose hom. Sy gidm Nidl glucagon khéng phi hop
trong bira dn 9én legt no 1gi lam gidm sir d& khang
ingulin,

Sy gia lang 1y W insuliniglecagon tong tang dudmg
huyét do tang ndng 4o hormane incretin lam gidm san
xudt glucose & gan lic d6i va sau bira &n, din dén gidm
dudmg huyét.

Tac dyng 43 bidt v& sir tang nbag 80 GLP-1 lam chim
ring da day khing duge quan sat thiy khi didu tr
bdng vildagliptin, Ngoai ra, 33 quan sat thdy sy giam
lipid huyét sau bira &n khang lign quan véi tac dung
qua trung gian Incretin cia viidaghptin a4 cdi thign chire
ndng tibu ddo huy.

Dwrgrc dGng hoc (PK)

Hip thu

Sau khi udng lic dé, vildagliptin duge hip thu nhanh
wiri nding a0 dinh trong huydt Womng duge quan sat thay
sau 1,75 gier. DUNg cing v thire &n [am gidm nhe the
8 hiip thu cia vildagliptin, dwoc djc trung b4 nfing 86
dinh gidm 19% v& cd sy chim I3l vb théd gian dat dén
néng 45 dinh trong huyit leong dén 2,5 gidr, Khiing cb
thay 881 v mire 48 hip thu va thire &n khang lam thay
adi mirc idp x0c toan b (AUC).

Phan bé

Vildagliptin gidn kdt kem voi protain huydt weng (9,3%)
v phén bd bing nhaw gidra huydt teeng va hing clu,
Thd tich phan bé trung binh coa vildagiptin & trang thai
&n dinh sau khi tigm finh mach (V_) 14 71 lit goi y thude
duge phén bd & ngodl maeh,

Bién déi sinh hge/Chuydbn héa

Chuydn héa 1& duirng thdi inr chinh cha vildagliptin &
ngurti, chifm 89% liBu diing. Chédt chuyén héa chinh
LAY151 khéng o6 hogt tinh dugc 1 va t sdn phdm thiy
phén cda nhém chire cyano chifm 57% libu ding, tiép
thea 14 sdn pham thiy phidn ahdm chie amid (4% lidu
ditng). OPP-4 déng gop mit phin vao sy thiy phan coa
vildagliptin nhwr 88 duge chimg minh trong mégt nghién
el in vive dng ehudt chng thidu hyt DPP-4, Vildagliptin
khang bi chuyln hta béi cic enzym cylochrom P450 &
bl ki mire dé ndo o6 thid dinh lugng dwee. Cac nghidgn
eiru in vitro cho thiy vildagliptin khaing irc ché hodc gay
cAm (ng cac enzyme cylochrom P450,

Thi trip

Saw khi udng [“Clvildagliptin, khodng 85% lidu ding
durgre bai tidt vao nwdc tdu va 15% dugc tim thdy
& phan, Vildagliptin dang khéng 481 bai tét qua thin
chiém 23% bbu ding sau khi ubng. Sau kni tiém tinh
mach cho ngudi khae manh, dd thanh thl tedn phin
trong huydt twong cla vildagliptin 14 41 litgitr va 48
thanh thdi thiin cia vildagliptin 13 13 litigiy. Thiri gian
béin thai trung binh sau khi tiém finh mach khodng 2 gidr,
Thiri gian ban thai sau khi ubng khodng 3 gitr v khdng
phy thudc v Hbu ding.

Sir tuyén tinh

Vildaglipin duge hip thu nhanh voi sinh khi dyng
tuyit ddi dudmg udng & 85%. Néng 44 dinh trong huydt
hrong cla vildagliptin va dién tich dudd dwdmg cong
néing 84 trong huydt hrong thee théd gian (AUC) gln
niir ting 1118 véi 1o ding trong pham i bu Sbu tri.
Céc nhém bénh nhin dic bigt

Gidr tink

Khiing quan s4l thdy sy khdc nhau vé duge ddng hoc
clia Gakvus gilra cac d6i tirgmg nam va nd vii khac bidt
wh tudi tc va chi sé khii cor thé (BMI). Sy tre ché OPP-4
cla Galvus khing bj dnh hirdmg béi gidi tinh.

Béo phi

BMI khéng che thiy bdt ky anh hudng ndo dén cde
thbng eb dugre ding hoc cia Galvus. Sir ire ché DPP-4
ca Galvus khing bj dnh hurémg bid BAMI,

Suy gan

Anh hurémg ciia suy chirc ning gan trén dugec 44ng hoc
clia Galves 08 dugc nghién ciru trén nhimg ngudi bi
suy gan & mibrc 4% nhe, trung binh v ndng dyra vo
thang didm Child-Pugh (trong khodng tir & 13 mirc 46
nhe dén 12 14 mirc 48 nding) 50 vl nguds cb chire nang
gan binh thuémg, Mire tiép xie vl Galvus (100 mg) sau
midt [ duy nhdt & ngudd bi suy gan nhe va trung binh
gldm (20% v 8% theo thir b tuormg Gng), trong khi mibc
tip xic véi Galvus & ngudd b suy gan nang tang 22%.

https://trungtamthuoc.com/

Sy thay 8l ti da (ting hodc gidm) vé mire tibp xic
wiri Gakvus khodng 30% nhung khing duge xem 13 cd
y nghfa lam sang. Khing ci mdl tireng quan giira mirc
% suy chirc nang gan va sy thay 880 vl mie blp xic
Wi Gatvus,

Khiing khuyén cao ding vildagliptin cho bénh nhén bi
sy gan ké cd binh nhan cd ALT hode AST trudre dida i
> 2.5 14n gicrl han trén cda mire binh thirémg.

Suy than

ALC cia Vidagliptin ting trung binh 1.4, 1,7 va 2 Hn
& cac bénh nhiin suy thin nhe, vira va ndng, theo
thir tiy, 50 viri ngudni binh thurémg, AUC clia cac chét
chuyén haa LAY 151 tang 1,6; 3,2 va 7,3 thn vi AUC cla
BOSEET ting 1.4; 2.7 va 7.3 lAn & cdc binh nhan suy
thin nhg, vira va ndng, theo thir iy, so vai nguwdi tinh
nguyén khoe manh. D liu han ché & cac bénh nhan
bénh thin giai doan cudi (ESRD) cho thiy mic tigp
i vildagkptin tromg te nhir mir Bp xic & cac binh
nhdin suy than ndng. Nbng &4 LAY151 & cac bénh nhan
ESRD cao hon khodng 2-3 In so voi céc bénh nhin
suy than néng. Khuyén céo chinh liéu & bdah nhdn suy
théin trung Binh hodc suy thin ndng hoac binh than giai
doan cudi (ESRD) (xem phin LIEU LUQONG VA CACH
DOUNG).

Nguwerd cao tudi

& ahing ngudi cao wdi khde manh (= 70 tudi), moc
tiép x0c todn bé vii Galvus (100 mg, 1 liningay) ting
32% v ndng 88 dinh trong huydt tromg tng 18% so
viri ngud té tudi khée manh (18-40 tudi). Nhimg thay
i ndy khing duere xem K ob ¥ nghia m sang. Sy o
ché DPP-4 cia Galvus khang bi Anh hurdmg do tubi tac
trong nhlmg ahdm tudi dugc nghién i,

T am
Chua oo dir idu vé dugc ding hoc.
Nhém ching tdc

Khiing od bing chirng cho thiy ching the ob dnh hudmg
déin durge 8dng hoe cia Gahus.

CAC NGHIEN CUrU LAM SANG

Hon 15.000 bénh nhan d4i thde dudmg type 2 43 tham
gia vao thir nghiém 1am sdng mi 48i, ot 3di chimg wéi
gid dugre hode vii hoat chit i d41 théo dutmg tidn
hanh trang théi gian dén hon 2 ndm. Trong cdc nghign
oiru ndy, vitdaghiptin d& dugc ding cho hon 9.000 bénh
nihdin v lsbu 50 mg, 1 Anfngdy; 50 mg. 2 IAningay hodc
100 ma. 1 lAningay. Hen 5.000 bénh nhan nam va hon
4.000 bénh nhén nir 4 ding vildagliptin 50 ma, 1 lan/
ngdy hodc 100 moingdy. Hom 1.800 bénh nhin ding
vitdagliptin 50 mg, 1 1iningay hode 100 mgingdy 1 bénh
nhdn 2 65 tudi. Trong cac thr nghiém nay, vildagliptin
dugc ding dudl dang don rj Béu cho bénh nhin da
théo dirérng type 2 chira timg dugc didu tr hodic ding
phi¥i hop cho bénh nhan khong dwec kifm sost ddy 06
blng ede thubc 1 34 thdo dudng khic.

Méi chung, vildagliptin cal thién sir kidm sodt duwdmg
huyét khi ding duéi dang don tri hidu hodc khi ding
phdd hrp i matformin, vir mid sulphonylurea, voi mét
thiazolidinedions, véi insulin hodc trong phdi hop ba
thisbe wii metformin va mdt sulphonylureanhur &4 duoc
dénh gid b s gidm Hba_ so vid mide ban i vao 166
kit thic nghién con (xem Bang 7).

Trong cae thir nghiém [m sang, mirc 46 gidm HbA_ wii
wlﬁag-iphnrﬁléul‘ra‘n&mﬂ'lubhhnh&mHM lie:
ban d4u cao hon,

Trang mdt thir nghidm 52 tudn (LAF2308), vildagliptin
(100 mgingdy) ldm gidm HbA, ban diu -1% so véi
-1,4% a8 v&i metformin (Sugrc chinh iy dén 2gingay).
Mhimg bénh nhin dwrgc didu tri bing vildagliptin 43
béo cho 1y 18 phdn dmg phig v durimg tdu hoa it hon
démg ké s0 v nhimg bénh nhan dugc dibu 1 bing
mietformin,

Trong mdt thir nghidm 24 tulin [LAF2327), vildagliplin
{100 mgingdy) duoc 30 sdnh i rosightazone (Bmg,
1 ln/ngay). Mic gidm trung binh 18 -1,1% &0 vai
vildagliptin va -1,3% da4i woi rosigltazone & nhimg
binh nhan cé mie HbA, ban dAu trung binh 14 8,7%.
Bénh nhan ding rosigitazone of cén ndng ting trung
binh (+1,6 kg) trong khi nhém diéu i bing vildagliptin
khéng ting can (0,3 ka). Ti 1é phi ngol bign & nhdm
vildagliptin thip hom g0 véi nhém rosiglitazone (2,1%
& nhém vildaghiptin so véi 4,1% & nhdm rosiglitazone).

Trong mit thir nghiém 24 wdn (LAF2354), vidagliptin
(50 mg, 2 Hiningdy) duge so sanh vih pioglitazon (30
mg, 1 lAningdy) & cac bénh nhin khong duge kidm
sodt ddy 00 blng metformin. Gidm HbA . trung binh
[4 - 0,9% so wéi mire ban dhu B.4% & nhim ding
vildagliptin cfng metformin va gidm -1,0% & nhém dang
proglitazon cing metformin, Vi HbA _ ban ddu >8%,
mirc HbA, . gidm duge nhidu hom (-1,5%) & ¢l 2 nhdm
didu tri. &F bénh nhan ding pioglitazon cing metiormin,

cAn ndng tng 1.9 kg O bénh nhin ding vildagliptin
chng metformin, cén ndng ting 0.3 kg. Trang mat thir
nghigm mé riing 28 tudin, mire gidm HbA . gidra 2 nhdm
trong tr ihau va sir khde Bidt vl edn nding con ting
hern nira.

Trong médt thir nghiém kéo dai trén 2 ndm (LAF2308),
vildagliptin (100 mgingdy) 04 duge so sdnh i
glimepiride (lidu dén & maingay) & bénh nhan duge dibu
tri bding metformin, Sau 1 ndm, mic gidm HEA, trung
binh 14 -0,4% & nhém vildagiiptin chng metiormin v
gidm -0,5% é& nhom glimepinid oling metformin, Sy thay
adi thé trong véi vildagliptin ks -0,2 kg so vin glimepiride
14 +1,6 kg. Tii@ ha dudng huydt & nhom vildagliptin thip
herm o6 nghita {1,7%) 50 v nhém gimepiride (16,29%).
Vaa 1 két this nghién ciru (2 nam), tr sb HbA,; twong
iy & ¢4 2 nhom ity tr (6,97% & nhém ding Vidagliptin
vA6,05% & nhém ging Glimepinida) , sy thay 48 vl hé
trgng va khac bigt vé 1y 16 ha dudmg huyét via duge
duy 1ri.

Trong mét thir nghidm dai han 2 ndm (LAF2310),
vildagliptin (50 mg, 2 WBningdy) dgc s0 sdnh win
gliclazide (lén dén 320 mg/ngay). Sau 2 nam, mirc gidm
trung binh HbA, 13 -0.5% @i véi vildagiptin va -0,6%
adi va-ghdamde Vildagliptin e mirc thng cn it hon
0,75 kg) va cde rwdmg hop ha dudmg huydt i/ han
{0,7%) S0 viri gliclazide (1,6 kg vé tEng can va 1,7% vé
c4¢ Inring hop ha duwdmg huyét).
Trong mét thir nghigém 52 twln (LAF23TAZ338),
vildagiptin (50 mg, 2 Hningdy) duge so sanh wi
gliclazide (1&n dén 320 mg/ngay) & che binh nhin khing
dugre kidm sodt diy a0 bdng metformin, Sau 1 nam,
milre gifm HBA_ trung bind 13 -0,81% a8 vii vildagliptin
cing metiomin (mac HbA, ban ddu trung binh B B 4%}
v -0,85% adi véri gliclazide oing metformin {mirc HbA,
ban dhu trung bink 13 8,5%), vildagliptin dat dugre 'ﬂbu
chi khing kérm hon gliclazide v mat thbng ké, Sy thay
adi thi trong A6 v vildagliptin kA +0,1 kg so véi ¢an
ndng tang + 1.4 kg 98 voi ghiclazide. S bénh nhan bj
ha duémg huyét 1 nhur nhau & ca hal nhom didu trj,
tuy nhién s& bénh nhan bi hai hogc nhida bidn ob ha
Mﬂg huydt & nhom ding ghiciazide cing metformin
(0.6%) cae hon so vin & nhdm ding vildagliptin cing
matformnin (0,2%).

Trong mit thir nghigm 24 wén (LMF237A2302), higu
qué cla sy két hop vildagliptin va metformin v lidu
ob dinh (chinh bu din ddn libu 50 mg/S00 mg, 2 A/
ngdy hodic 50 mg/1.000 mg, 2 liningdy) trong didu trj
khiri dhu & bénh nhan chira ding thubc &5 dupe danh
gl Mire gidm HbA, trung binh cia Béu phap didu 1
phéi hop vildagliptin cng metformin nhibu hon oo ¢
nghia théing ké so véi mbi don tri lidu tirng thanh phin.
Vildagliptinimetformin 50 mg/1.000 mg, 2 lAningay 1am
gidm HbA, xudng -1,82% va vildagliptin/metformin 50
mg!S00 mg, 2 Aningay lam giam HbA,, xubng -1,61%
50 v mire HBA,, bandéuwngbhhl&&ﬁ% 04 quan
st thily mire gidm HbA_ nhidu hon & céc bénh nhan
ot mirc ban diu HbA, =10%. Thé trong giam & 14t cé
edc nhém, véi mirc gidm trung binh -1,2 kg & cd hal
mire liéu phéi hgp clia vildagliptin va metformin, Ty 18
ha duimg huyét K wong ty nhau gitra cde nhém dibu
tri (0% wiri vildagliptin cfng metformin va 0,7% wéi mdi
dorn trj ligu cia ting thanh phin).

Trong mét thir nghiém mi 86i cé dbi chimg i gia duge
trong 24 tulin, vildagiptin (50 mg, 1 lAningdy) 44 lam
gidm HbA | -0,74% so véi mic HbA ban ddu trung
binh 14 7,9% & bénh nhan suy than trung binh va gidm
-0,88% 5o vii mirc HbA,_ban ddu trung binh 13 7,7% &
hmhnnanmmnnq:-g Vildagliptin 1am gidm HbA
déng k& khi 50 v nhém gid duec (mirc gidm & bénh
nhdn suy than trung binh 13 -0,21% va & bénh nhan suy
thén ndng 18 -0,32% so wér trj sb HbA, ban dAu trung
hinhmw nbau),

MGt thir nghlém nglu nhign, mi 88, o6 341 chimg wii
gld durgre trong 24 tulin 48 duwe tién hanh & 449 bénh
nhdn ad danh gid héu qud v 6 an todn cia vildagliptin
(50 mg, 2 lningay) phdi hop i mét lidu dn dink cha
insulin ndn hode insulin trdn sln (I treng bink 41 dom
vi (UMngdy), oo matformin dong ddng thii (M = 278)
hodic khing co metformin ding dbng thed (N = 173).
Vildagliptin phdi hop véi insulin lam gidm HbA,_ déng
ké 50 v gid dugre: Trong foan the din 26 nghién clu,
mirc gidm HbA trung binh 68 duge higu chinh vei gid
durgre 14 - 0,72% s0 viri mire Hb,_ ban g8y trung binh 12
8,8% (p= 0,001) . ¢ cac phan nhém dege didu b bdng
msulin 66 hodc khong cé metformin dang ddng thed,
mirc gidm Hbd, trung binh 43 duwgc hidu chinh véi gid
duge theo thir tur 14 <0,63% v -0,84%. T§ 1§ hg duémg
huyét & todn thé ddn s8 nghién ciruthdp vé twomg tie
nhau & cd hal nhdm: 8,4% & nhim ding vildaglptin va
7.2% & nhom ding gid duwge. Trong phan nhdm cd ding
metformin dbng thd, 1 1§ ha dudng hueylt & 7.2% &
ntm vildagliptin so véi 8,0% & nhém placebo. Thé
trong cda bénh nhén & nhém ding vildagliptin hiu nhw



khiing thay ddi irang théri glan nghién ciru.

Mt nghién cire ngdu nhign, mi 481, cd A% ching voi
gia duwrge Irong 24 tudin dd dugc ién hanh & 318 binh
nhén 48 danh gia hidu qua va 44 an todn cda vildagiptin
{50 mg. 2 Aningay) phbi hop véi metformin (= 1.500
mgingay) va glimepirida (= 4 mg/ngdy). Vildagliptin phéi
hirp wiri metformin v glimepiride lm gidm Hba, ddng
ké 50 véi gid duge: mikc gidm HbA,_trung binh & hidu
chinh wirl gid duge 18 <0,76% so v mie HbA,_ban ddu
Irung binh 13 8.8%.

Bang 7: Két qua vé higu qud chinh cla vildagliptin
trong cc thir nghiém dom tr li§u cé @4i chimg véd
gid dugre v thir nghiém trj Ii§u phéi hep bé tryr
(dén & m,a I:I'inh diéu trj (ITT) vé hiéu qua chinh)
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ngly (N=E4}
MNghién ciru

| 2384 Vildaglip-
tin $0 mg, 2 ln

i ngiy (M- T0)

405" {-0.8, 0,1}

05 0.9, 0.0

LR 2.7 0,7 {-1.1, -0.4)

|
| *p= 005 s
i gia dhne

Chc nhbin cin
| bl triy | phii

| hyp
Mghsén ol

2303 Vikdaglip-

tin S mg. 1

Uiningay + g4 08
mietfirmin

(M=143)

Mghids e

2303: Vildaglmp- |
tin S0 mp. 2

thiviigiy + a4 0.9 -LE* {14, 0,8
metformin
(N=143)
Mghidn ciu

| 2303: vildaglip-

D7 (1.0, 0.5

50 (0.9, 0.4

| Wghién e
| 2304: Vildaglip-
(tin S0 mpngly B4 R =0,5% {-0,7, 0.2)
| + phoghiazons |
{N=124) |
Mghién ciru
| 2304; Vildaglip- |
tin 50 mg, 2 lin/ 8.7 10
| nghy + pioglita-
| ome (N=136)
| Mghién ciru
| 2311 Vildaglip-
| in 50 mg, 20An/ 8.5 A5
npiy + insulin
| =12
| reghign
i 23135
Vildaglipsn 50 8.5 EIE
| mg,  Hningiy
“ ingulin
| Nghién
i 23052
Vildagliptin 50
mg, 2 linnghy 88 1,0
+ metiormin
+ glimepiride
(H=152)

-0,7%{-09, -04)

-0.3% {-0,5, 01K

0,7 {-0.9, -0,5)

-0.8%{-1,0, -0.5)

* p< 005 50

wirl gid i

+ trj i ném
M@t thir nghiém da trung tam, ngdu nhién, mi 44 trong
52 tudin 43 dugre Uén hinh & bénh nhin dsi thae dudmg
type 2 va suy tim sung huydt (36 | - 1l theo phan &b

chire néing cba HAi Tim Mew Yark - NYHA) 38 danh gia
anh hudng cia vildaglipiin 50 mg, 2 ningay (N=128)
0 v gid dure (M=126) trén chirc ndng ting mau thit
trdi {LVEF), Vildagliptin khng lign quan vai sir thay 81
chirc nding thit tréi hodic am nang thém suy tim sung
huryéit (CHEF) 6 i trudre, G bibn of tim mach d3 dwoc
%em %6l can bing vk thng thé, Cac bidn ef vb tim hei
nhe & bénh nhan suy tim &5 Il theo phén 48 chirc néng
ciia NYHA dugc dibu tni bing widaglipin so wirl gid
durgre. Tuy nhifn cé sy mal cn béng v nguy o fim
mach ban ddu thign vé gid duge va sb luomg cae bidn
o thip am ngdn cén k& ludn chdc chin, Vildagliptin
Iam gidm Hba,_ ob ¥ nghla so v gid duge (sy khac bigt
0,6%) 50 v trj 54 ban ddu trung binh 14 7,8%. Ty 18 ha
dwirng huydt & toan thé din sb nghién clru néi chung
14 4,7% & nhém ding vildagliptin va 5 6% & nhdm ding
gia duge,

Nguy cor tim mach

Mt phan tich thng hop (mela-analysis) vé cac bidn cb
tim mach durgc xem xét S4c Hp v tidn ciru e 25 nghigén
ciru 1Am sang phase il trong thii gian 1&n dén hen 2
néim @8 duoe thye hign, Phan tich nay bao gbm 6956
bénh nhén i thao dudmg type 2 duge didu tr bling
vildagliptin va cho thiy vige didu iri bing vildagliptin
khéng lién quan véi sy ting nguy co tim mach. Tidu
chi thng hop dirgre xem xét vd cic bién od tim mach
va mach mau ndo (CCV) [ chirmg mach vanh cdp
(ACS), at quy hodc L vong do tim mach va mach
mau nda] 14 teong by 481 vai vitdagliptin 2o voi chit so
sanh 14 hoat chit va gid dugre kit hop [I¥ 56 nguy oo
Mantel-Haenszel 13 084 (khodng fin oy 95%:
0,63-1,12)] h8 trer cha tink an todn trén tim mach cha
vildagliptin. Téng céing, 89 trong 56 8956 bénh nhdn 0
bda cdo mét bidn ob & nhdm ding vildagliptin so wi 91
trang s4 6061 bénh nhan & nhdm ding chil so sanh,

CAC DOF LIEU AN TOAN PHI LAM SANG

Mgt nghién ctru trong 2 nédm v khd ning giy ung thu
da dugre tidn hanh trén chudt cdng voi lidu udng &n dén
200 mgikg (ghp khodng 200 lin mirc tibp xic & nguen
wiri lidu khuyén cao ti da), Khiing quan sdt thay tang 1
e khdi w do vildagliptin, MO nghidn clru treng 2 nam vé
khil ndng gdy ung thir Awgc tidn hanh trén chudt nhit
wirl 1 udng 18n Aén 1000 mgikg (odp Khodng 240 thn
mire tip xi & ngud v lidu 18 da duge khuyén cao),
Ti 18 ki U vil ting & chudt ahdt cdi khi mire Gép xic v
vildagliptin gép khodng 150 Hn mdc ikp xic 181 da wii
vitdagliptin dy kién & nguwdr; B 1& kivdi u khong tang khi
milrc tidp =ic gp khodng B0 ln mirc tiép xic 18 da &
ngudri. TT 8 sarcoma mach méu ting khi mirc tidp xic
v vildagliptin & chudt nhit dirc gdp 42-240 1An mirc
tidp xoc thi da & ngudr va & chult nhit cai gdp 150 in
mirc tifp x0c 14 da & nguir. Khing quan sat thégrﬂle
sarcoma mach mdu tng of ¥ nghia khi more iép i
wanwlnragripun & chudit nhét dyc gép khodng 16 1n rm:m
tifp xic i da & ngurdi va & chudt nhit cai gép khoang
80 tan mirc idp wic 14 da & negur,

Vildagliptin khéng géy @4t bién trong nhibu thir nghim
gay At bién ké ci thir nghiém Amas gay di1 bidn déo
nguere & i khufin va thir nghitm géy sai léch nhiém
sl thit lympho bda & ngudd, Thir nghiém i nhdn & ty
wrong dirdng wéng trén cd chudt céng va chudt nhit
khéirg phat hién tiém ndng gy gay nhibm sic thié hedc
géy lech bii wir lidu dén 2.000 mgikg hodc gép khodng
400 tin muee tiép woc 16 da & ngudd. Thir nghiém comet
trién gan chudt nhét in wiva wi By trong ty cling cho
kit qu &m tinh,

Trong mi1 nghién cim 13 wan v8 48c tinh trén khi
cynomalgus, d& ghi nhan tn thwong da & libu 2 5 mg!
kgingdy. Mhing tén thirong nay ndm cb dinh & cac
fAoan cudi (ban tay, ban chan, tai va duol). O Bhu 5 mg!
kgingdy (lrong dwong xép « wirl mirc tifp xic & nguerd
dura trdn AUC i lidu 100 mag), chi thdy ede bong nude.
Mhirng béng nirde nay bdi phyc duge mae da tidp tyc
@by 1 v khang & kém vii nhimg bAt thudmg wh mé
bk hoe, OF lidu = 20 malkgingay (khodng 3 A0 mie
#p xirc & nguedrt dira trén AUC v lidu 100 mg), 48 ghi
nbdin beng da, Wt da, viy da, b loét & dudl véi nhimg
thay i vk md bénh hoe tweng bng. Tén thuong hoai
tir & dudi duge quan sat thiy & lidu = 80 malka/ngdy.
Cén lwu v 13 vildagliptin cd higu ee duge 1§ & khi cao
hon cf  nghla so véi ngudi, Tén thwong da khing hdi
phyc & khi ding lidu 160 mgfkg/ngdy trang mét théxi gian
phyc héi 4 twdn. Khing quan sat thiy tha thirong da &
céc lodi dbng vt khic hodic & ngudi dugc didu irj bang
vildagliptin,

TA DUrQrC

Lactose khan, cellulose vi tinh thé, natri starch glycolate,
magnesi stearate.

Céng thire dugre phdm cd thd khac nhau gida cac rde.

https://trungtamthuoc.com/

TUONG KY
Chura durgrc ghi nhdn,
BAD QUAN

Khéng béo quin trén 30°C, trdnh dm. Gilr thude rang
bao bl ghc

Khing ding Galvus qua han sir dung duge ghi
“EXP" trén bao bi.

HUGNG DAN SUF DYNG VA THAO TAC

Lerw : Galvus phdi dd xa tim tay va thm nhin cla
iré em.

HAN DUNG

36 thédng k& ir ngdy sén xudt.
QUI CACH BONG GO

Hip 2 v x 14 vidn,

NHA SAN XUAT

Novartis Farmaceutica, S.A,

Ronda Santa Maria, 158, 08210 Barbera Del Valles,
Barcelena, Téy Ban Nha
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Tér hurdmg din st dyng che quéc th
Mgay phat hinh thing tin: Thang 12, 2013
& = nhin higu 43 ding ky

Novartis Pharma AG, Basel, Thyy 31

Z1GALa-50-05



