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Rx: Thufic nay chi ding theo don thufc

TAGLIN 50mg Tablet

(Vildagliptin 50mg)

Dé xa tim tay tré em
Doc k§f huong diin sik dyng trude khi ding

1. Thanh phiin chng thire thubc,
M&i vién nén chira:
Thanh phén hogt chét: Vildagliptin 50 mg
Thanh phén t4 duge: Lactose khan, Microcrystalline cellulose PH 102, Natri starch glycolat
loai A, Acetone pharmaceutical grade, magnesi stearat,
. Dang bao ché: Vién nén
M t4 dang bio ché: Vién nén mau tring, hinh tron va hai it phing.
3. Chi dinh
TAGLIN 50mg Tablet duge chi dinh nhu mét thudc hd trg cho ché @) an va luyén tip dé cai
thign sw kiém soat dudmg huyét & bénh nhan ddi thio dudmg type 2 (T2DM).
- Du6i dang don tri liu.
- Trong phéi hop hai loai thube
e Vi metformin khi ché @6 #n, luyén tip va metformin don dgc khong dem lai su
kiém sodt duémg huyét diy du,
e Vi mdt sulphonylurea (SU) khi ché d¢ an, luyén tip va sulphonylurea don dge
khang dem lai sy kiém sodt duong huyét ddy dd.
e V&i mdt thiazolidinedione (TZD) khi ché &8 an, luyén tip va thiazolidinedione
khéng dem lai sir kiém soét dudng huyét ddy di.
- Trong phéi hop ba logi thube.
» Véi mét sulphonylurea vi metformin khi ché dg n, luyén tap va diéu trj kép bing
nhitmg thuéc ndy khong dem lai sur kiém sodt dudmg huyét déy di

(]

TAGLIN 50mg Tablet ciing dugc chi dinh phdi hgp véi insulin (c6 hofic khéng o6 metformin)
khi ché d¢ in, luyén tip v lidu insulin &n djnh khéng dem lai sy kiém sodt duomg huyét ddy du.
TAGLIN 50mg Tablet ciing dirge chi dinh phéi hgp ngay tir diu véi metformin & nhiing bénh
nhan tidu dudng type 2 (T2DM) khong duge kiém soat diiy di chi bing ché d§ an va tip luyén.
4. Cdch ding, lidu ding.
4.1, Lidu dimg:
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- Kiém soét viéc didu trf di thio duimg nén thy theo timg bénh nhin. % AN,

- Litu dige khuyén cfo clia Taglin 50mg Tablet 12 50mg mt hoge hai lin mdi ng# &ycc Pmi': *
da ciia Taglin 30mg Tablet 13 100mg m{t ngay. AN UIE'] TNI

- Trong don tri liu, va trong didu trj phéi hgp v&i metformin, véi mét TZD hu;\c b ity s e o2
(c6 hofic khong c6 Metformin), lidu duge khuyén cio cia vildagliptin 1z SOmg hoge 100mg
mbi ngdy. '

. “Trong didu tri phéi hop hai logi thubc vai mét sulphonylurea, liéu duge khuyén céo ciia
Vildagliptin 1 50mg mét 1in mgt ngdy. & nhém bénh nhan nay, vildagliptin 100mg/ngay
khéng hiéu qua hon vildagliptin S0mg, 1 Min/ngay.

- Trong didu tri phéi hop 3 loai thube véi metformin va mt SU, liéu duge khuyén cdo cia
Taglin 50mg Tablet 12 100mg mdi ngdy.

- Néu su kiém soat dwimg huyét chit ché hon cin dén liéu ding trén liu vildagliptin téi da
héing ngdy duge khuyén céo, c6 thé xem xét bd sung céc thube didu tri déi thdo dudng khdc
nhur metformin, mét sulphonylurea, mét thiazolidinedione hodc insulin.

Nhdm bénh nhin myuc tidu:

- Ngudi 16 tir 18 wdi e len.

Nhdm bénh nhin diic hiéi:

- Suy thin: Khéng cin didu chinh lidu Taglin 50mg Tablet & bénh nhn suy thiin nhe. O bénh
nhan suy than trung binh hofc ning holic bénh thin giai doan cudi (ESRD), liéu Taglin
50mg Tablet dugre khuyén cdo 14 50mg, 1 lin/ngay.

- Suy gan: Khong khuyén céo ding Taglin S0mg Tablet cho bénh nhin suy gan, ké ca bénh
nhén ¢6 ALT holic AST truée didu tri > 2,5 1An gidi han trén ciia mirc binh thuong

- Bénh nhén cao tbi: O nhitng bénh nhan > 65 tudi va > 75 tudi duge didu tri biing Taglin
50mg Tablet, khong quan sét thily s khéc bigt vé 43 an toan tdng thé, sy dung nap holic
hiéu qué gitta nhém bénh nhan cao tudi nay véi nhimg bénh nhén tré tudi hon. Do d6 khang
chn didu chinh lidu trén bénh nhén cao tudi.

- Bénh nhdn tré em: Taglin 50mg Tablet chua dwge nghién cita & bénh nhin duéi 18 tudi, do
do khong khuyén co ding Taglin 50mg Tablet cho bénh nhan tré em.

4.2 Cich ding

- Ding dutmg ubng.

- Taglin S0my Tablet c6 thé diing cing hoiic khdng ciing thirc in.

- Litu 50mg nén duge ubng mét 1in mét ngay vo budi sang. Lidu 100mg nén duge chia
thanh 2 lidu 50mg, ubng vio budi sing va budi t6i

- Néu bo 1 mt lidu Taglin S0mg Tablet, cin uéng ngay khi nhé ra. Khong nén uéng mét
lidu ghp d5i trong eding mét ngy.
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5, Chéng chi dinh
Chéng chi dinh ding Taglin 50mg Tablet cho bénh nhan dx biét bi qué min véi vildag
& bt cir té duoc ndo clia thube.

6. Cinh bao va thin trong khi ding thube
Téng qudt

Taglin 50mg Tablet khang phai 4 mjt chit thay thé insulin trén bénh nhan cin insulin. Khong
duge ding Galvus cho bénh nhin déi thio dudng type | hodc dé didu trj nhi®m toan ceton do dai
thdo dwdong.

Suy gan

Khong khuyén cfio ding Taglin 50mg Tablet cho bénh nhén suy gan, ké ca bgnh nhdn c6 ALT
hofic AST trudc didu trj > 2,5 1An gidi han trén cila mire binh thudmg.

Theo di enzym gan

Cac trutmg hop hiém g3p vé rdi logn chirc niing gan (ké c4 viém gan) da dugc béo cdo. Trong
nhimg trrimg hgp ndy, bénh nhin thudmg khéng ¢6 trigu chimg, khong ¢6 di chimg lam sing va
cdic xét nghiém chirc niing gan tré vé binh thudng sau khi ngimg diéu tri. Can thyc hién cde xét
nghiém chire nang gan tnrdc khi bt din didu trj biing Taglin 50mg Tablet. Cén theo doi cdc xét
nghiém chirc ning gan trong khi diéu tri bing Taglin S0mg Tablet 3 thang mét lin trong nim diu
va dinh ki sau d6. Nhimg bénh nhin bi tang ndng d9 transaminase cin duge theo doi biing céch
dédnh gié lai chire nfing gan Tan thir hai dé khiing dinh két qua va sau d6 phai thuimg xuyén xét
nghiém chitc néng gan cho dén khi cée trj s6 bit thudmg tré vé ndng d6 binh thudng. Néu AST
hoac ALT ting gép 3 ln pidi han trén ciia mic binh thudmg hojic cao hon va kéo dai, khuyén céo
ngimg didu trj bing Taglin 50mg Tablet. Néu bénh nhén bi ving da hofic c6 céc hiéu hign khic
cho thdy rdi loan chirc néing gan, phai ngimg ding Taglin 50mg Tablet va lién hé véi béc si ngay.
Sau khi ngimg diu trj bing Taglin S0mg Tablet vi cdc xét nghiém chirc ning gan da tré vé binh
thuémg, khdng duoc dimg lai vildagliptin.

Suy tim

Mét thir nghiém 1am sing vai vildagliptin trén bénh nhén ¢6 phén d§ suy tim theo Higp hji tim
New York (NYHA) tir I-1II cho thiy diéu trj voi Vildagliptin khéng lign quan dén sy thay d6i chirc
ning thit trai hodc lim nang thém tinh trang suy tim sung huyét (CHF) trude do, so vai gia dge.
Kinh nghiém 1am sang trén nhimg bénh nhéin c6 suy tim d8 I theo NYHA duogc didu trj voi
vildagliptin cén han ché va két qua 13 khang két luin duoc,

Khéng ¢6 kinh nghiém v& vigc sir dung vildagliptin trong céc thir nghiém ldm sang ¢ bénh nhan
suy tim d3 IV theo phén do chitc ning ctia NYHA va do do khéng khuyén cdo sit dung & nhimg
bénh nhén nay.

Laciose
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Do sn phim ndy ¢6 chita t durge lactose, khong nén ding cho nhirng bénh nhn offo% A\

truyén hiém ggp v& khong dung nap galactose, thiéu lactase, hofc kém hép thu glucgss st _H,E;é:a" "; _

7. Sir dung thuéc cho phy nir ¢6 thai va cho con bi

7.1 Sit dung thudc cho phy nir c6 thai %
Vildagliptin khone gy qual thai trén e chudt cing vA the. Chum o6 di kinh nghiém STRRE>
Taglin 50mg Tablet trén phu nir ¢6 thai. Vi vy khong nén ding Taglin S0mg Tablet trong theri
iy mang thai trir khi Igi fch mang lai cho nguréri me cao hon nguy co tiém 4n ddi véi thai.

7.2 Sir dung thube cho phu nit cho con bit
Vi chira 16 6 phai vildagliptin dirge bai tiét vao sita me hay khong, do d6 khong nén ding
Taglin 50mg Tablet d6i véi phu nir cho con b,

7.3 Anh hwing ciia thuc 1én kh# ning sinh sin

Cée nghién ciru vé kha ning sinh sén dugc thyre hién trén chugt & céc lidu ghp 200 14n lidu ding

& ngudi d4 cho thiy khéng c6 bing chimg vé suy gidm kha ning sinh san hay phét trién phéi

som do vildagliptin, Chua c6 nghién ciru v& 4nh hudmg trén khi ning sinh san & nguoi duge

thue hién véi Taglin 50mg Tablet.
8. Anh hwémg cila thube 1én khi ning 14i xe, vin hanh miy méc

Chua cé nghién ciru dirge tién hanh vé tic dng twén kha ning i xe v vin hanh may mée. Vi

vy nhimg bénh nhan c6 thé bj chéng mit nén trnh 141 xc hodic van hinh may méc.
9. Twong tie, twromg ky ciia thude

Vildagliptin 6 kha nang twong tic thude yéu. Vi vildagliptin khéng phai 13 mot co chit cia
enzyme cytochrome P (CYP) 450, khong irc ché va ciing khéng gfy cim img cfic enzyme CYP450
nén khong ¢6 khi niing twong téc véi céc thude ding ddng thoi 14 co chélt, chit te ché hojc chiit
gdy cim (mg céc enzyme ndy.

Hon nira, vildagliptin khéng énh huéng dén d¢ thanh thai chuyén héa cia cic thube ditng ddng
thoi duge chuyén héa bdi CYPIA2, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EI vi
CYP3A4/5. Cic nghién clru vé twong tic thude-thude ¢ duoo tién hanh veki cac thube thudng duge
ké don dbng thoi cho bénh nhén d4i thio dutmg type 2 hojic nhitng thudc c6 cira sb didu trj hep.
Két qué eiia nhiing nghién ctru ndy cho thiy khdng cd tuong tic nio oo ¥ nghia lim sing véi cic
thude digu tri d4i thio dudmg dang ubng khic (glibenclamide, pioglitazone, metformin),
amlodipine, digoxin, ramipril, simvastatin, valsartan hoic warfarin sau khi ding ddng thin vai
vildagliptin,

Chura ghi nhén tuong ky ndo ciia vildagliptin,

10. Tie dyng khong mong mudn cia thube
Khdi qudt di¥ ligu an toan:
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ctru pha Tl va Tl (gom 3 nghién ciru nhdn md) trong thdn gian tir 12 dén hon 104 tudn, C
ciru dirge sir dung trong phén tich gdp ndy d dénh gid vildagliptin trong don tri ligu, tri ligu ieeegs]
véi cde thubc chdng ddi thao dutmg dwdng ubng (metformin, TZD, SU va insulin) va tri ligu phéi
hop khéi diu vai metformin hofic pioglitazone. Bénh nhén khéng dang vildagliptin (tat ca 0f chc
nhém ddi chimg) chi duge dimg gia duge hogic metformin, TZD, 8U, acarbose hodic insulin. D&
tinh todn thn sult cAc phan img bit lgi trong cée chi dinh riéng r2, dir iu an todn tir mdt tip hop
con ciia cdic nghién ciru o6 kiém chimg chit yéu trong thi gian it nhéit 12 tudn di duge xem xét.,
Di liéu an todn thu duge tir céc bénh nhin sir dung vildagliptin & liu 50mg (mdt kin mot ngay)
holic 100mg (50mg hai 1in m3i ngdy hoic 100mg mdt 1in mdt ngdy) nhur don trj ligu hode tri ligu
phéi hop véi céc thude khéc.

Pa sb c4c phan tmg phy trong nhimg thir nghiém nay 1a nhe va thodng qua, khong can phai
ngimg didu tri. Khong ¢6 su lién quan gifta nhimg phin éng phy nay véi tudi, chitng tdc, thoi gian
diing thude hotic liéu hugng hang ngay.

Nhimg trutmg hop phi mach hiém gip d3 duge béo cfio khi ding vildagliptin véi mt ty 18
twong twr nhir & nhom dbi chimg. Ti 18 cao hon vé cdc trudmg hgp ndy da duge béo céo khi ding
vildagliptin phéi hop véi thube e ché enzyme chuyén angiotensin (ACE-Inhibitor). Pa s6 cdc
trudmg hgp déu c6 mirc 4o nhe va qua di khi tiép tue didu tri bing vildagliptin.

Céc trudng hop hiém gap v& r6i loan chire ning gan (ké ca viém gan) da duge bao cdo. Trong
nhiing truimg hgp ndy, bénh nhin thuéng khéng cé tri¢u chimg, khong c6 di chimg lim sing va
cdc xét nghiém chire nang gan trd vé binh thuémg sau khi ngimg didu tri. Trong cac dir liéu cia céc
thir nghiém dom tri liéu va diéu trj kéi hop c6 ¢81 chimg trong thor gian dén 24 tudn, 1i 16 ting ALT
hosic AST > 3 14n gidi han trén cla mic binh thudng (theo phin loai hign nay dua vao it nhit 2 lin
do lién tiép hofic lic thim khém cudi cing trong qua trinh didu tr) 14 0,2% d6i véi vildagliptin
50mg/ngiy, 0,3% ddi véi vildagliptin S0mg, 2 1An/ngay va 0,2% ddi v&i tdt ca chit so sénh. Sy
ting cdc transaminase ndy thutmg khéng cd tri¢u chimg, v& ban chét khang tién trién va khong di
kém véi ir mat hodic vang da.

Tdm tdt cdc phitn teng bét Igi tir cdc thi nghigm lam sang

Céc phan img phy 83 dugc bio cdo & bénh nhan diing Taglin S50mg Tablet trong céc nghién ciru
mi d6i dudi dang don trj lidu va diéu trj két hop duoc ligt ké dudi ddy, dbi voi mBi chi dinh, theo
¢ théng phn loai nhém co quan Med DRA v theo thn sut tuyét dbi. Trong mdi phan loai theo
h¢ co quan, céc phan ng bt loi ctia thude duge xép hang theo thn suét. Trong mdi nhom tin suft,
cfc phin ting bt Igi duge trinh bay theo thir tur mire ¢ nghiém trong gidm din. Ngodi ra, céc thn
sut cho mdi phan mg bét lgi dugc dya trén quy e nhy sau (CIOMS 111): cit thudmg glip &
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1/10); thurémg gap (= 1/100 dén < 1/10); it gip (= 1/1.000 dén < 1/100); hiém gip (= 1/10. |ri/.>.

< 1/1.000); rit hiém gap (< 1/10.000).
Bon i lifu

Ti 16 chung vé ngimg thubc trong céc thit nghigm don tr ligu do phén img phy \'-.;.‘
481 v&i bénh nhan didu trj bling vildagliptin v6i liéu S0mg, 1 lin/ngdy (0,2%) hofic vildaglipt TR
lidu 50mg, 2 Jn/ngay (0,1%) so véi gia duge (0,6%) hoiic thude so s&nh (0,5%).

Trong cic nghién ciru don tri ligu, ha dudng huyét it gip, ti 1§ dugo béo cdo 12 0,5% bénh nhan
(2 trong sb 409) duge didu tri bing vildagliptin 50mg, 1 Hn/ngdy va 0,3% bénh nhén (4 trong 56
1.373) duge didu trj bang vildagliptin 50mg, 2 lin/ngay so v6i 0,2% bénh nhén (2 trong s6 1.082)
& nhom duge didu tri bing mét thude so sanh hodc ding gid duge va khong c6 tniémg hop nao
niing hodic nghiém trong duge bfo cdo.
Taglin 50mg Tablet khing dnh huong dén cén ning khi diing don trj li¢u,
Béng 1: Cdc phan img phu d dege béo edo & binh nhan dimg vildagliptin 50mg, 1 lén/ngay (n=
409) hogdc 50mg, 2 ldnngay (n = 1373) dudi dang dom tri liéu trong cde nghién ciow mi d5i.

Téc dyng khing mong
H# co quan Tén sufit ung g
mubn

Th Chong mit
Réi logn hé thin kinh udng g¥p ¢ mi
It gip Nhte diu
RGi logn b tiéu héa Teeap 5 o
R&i loan todn fhan va finh " e

v * ‘é

trang tai chd ding thude ip ngoai bién

Cac thir nghiém |4m sang dai han dén 2 nam khéng cho thiy bat ky dAu hiéu nao thém v2 tinh an
toan hofic cfc nguy co khong biét truée ndo khi ding vildagliptin don trj liéu.
Phii hop véi metformin

Trong céc thir nghiém 1m sing phdi hop vildagliptin + metformin, 0,4% s§ bénh nhan ngimg
thuéc do céc phan img phy & nhom diéu tri bing vildagliptin 50 mg, 1 1An/ngay + metformin va
khong c6 bdo cdo b¢nh nhén ngimg thube do phan ing phy & nhém didu ti biing villagliptin 50
mg, 2 Iin/ngay + metformin hofie nhém gia duge + metformin.

Trong céc thit nghi¢m l4m sang, ty 1é ha duémg huyét it giip & bénh nhén ding villagliptin 50
mg, 1 ln/ngay phéi hop véi metformin (0,9%), bénh nhin dyng vildagliptin 50 mg, 2 lAn/ngay
phi hop voi metformin (0.5%) v bénh nhén dimg gia dugc + metformin (0,4%). Khédng c6 cic
trudmg hqp ha dudmg huyét ning duge béo cio & nhém bénh nhin diing vildagliptin.

Taglin 50mg Tablet khang anh hudng dén can niing khi ding phdi hgp véi metformin,
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Béng 2: Cde phan img phu dii dwgc bdo cde & bénh nhdn dimg vildagliptin 50 mg,
(n=233) hodic 50 mg, 2 ldn/ngay (n=183) phii hop véi metformin trong cic nghién cir
\TAGL]N 50mg TABLET TRONG DIEU TR] KEP DANG UONG VOI METFQR

HE co quan Tin sust Tiéc dyng khong mong muon™L:7

R#i logn hé thin kinh Thudng glip Run, chéng mit, nhire dau

Cac thir nghiém 1am sang dai han dén 2 néim khdng cho thiy bét ky déu hi¢u ndo thém ve tinh
an toan hode céc nguy co khong biét trroe ndo khi vildagliptin duge ding két hop vai metformin.

Trong cde thir nghi¢m lam sang phdi hop vildagliptin 50 mg + glimepiride, i 1§ chung vé ngimg
thuc do phén img phu 12 0.6% & nhém didu tri biing vildagliptin 50 mg + glimepiride, so v&i 0%
&rnhém diing gid dwge + glimepiride.

Trong cAc thit nghiém 1&m sang, ti 18 ha dudng huyét & nhém ding vildagliptin 50 mg, 1
1n/ngay + glimepiride 12 1,2% so véi 0,6% & nhém efing gia duge + glimepiride, Khong ¢6 cdc
truimg hop ha dudmg huyét ning duge bdo cio & nhom diing vildagliptin.

Vi lidu khuyén céo 12 50 mg, Taglin 50mg Tablet khong anh huéng dén cin nang khi ding
phbi hop vai véi glimepiride.

Béing 3: Cdde phan fimg phu da duge bdo cdo & bnh nhdn dimg vildagliptin 50 mg, 1 lan/ngéy phdi
hop vdi mt sulphonylurea trong ede nghién clrw mit d6i (n=170)

81, HOIU RN
TTHENR VIEN

=

Tac dung khéng mon,
Hé e quan Tin sufit e ! e
muon
Rdi loan hé thin kinh Thudmg gip Run, nhirc dau, chong mét
R&i loan toan thin va tinh trang tai chd
. Thutmg gip Suy nhuge
diing thube

Phii hep vii mit thiazolidinedione

Trong cdc thir nghiém |4m sing phéi hop vildagliptin vé&i mét thuéc nhém thiazolidinedione,
0,7% 58 bénh nhan ngung thubc ¢ céc phan dng phy & nhém diéu trj bing villagliptin 50 mg, 1
1hin/ngay + pioglitazone va khong c6 bénh nhin ngime thude do phan {mg phy & nhém didu trj bing
villagliptin 50 mg, 2 1in/ngiy + pioglitazone hodc nhém dimg gia duge + pioglitazone.

Trong céc thir nghiém lim sing, khéng cd céc trrémg hop ha didmg huyét duge bdo cio & nhém
benh nhén ding vildagliptin 50 mg, 1 lin/ngdy + pioglitazone 45 mg, ha dudng huyét It giip &
nhom bénh nhén ding vildagliptin 50 mg, 2 lén!‘ngay + pioglitazone 45 mg (0,6%) nhung thudmg
gdp & nhom bénh nhin ding gia dwoc + pioglitazone 45 mg (1,9%). Khong 6 céc truong hop ha
dutmg huyét niing duge bfio cio & nhém bénh nhan ding vildagliptin.
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PP . Q mcuw&unmmu%
Trong nghién cim didu tri két hgp véi pioglitazonc, sy thay doi thé trong so véi gia dize 14 +Oclwmvin |’
kg 46 v6i vildagliptin S0 mg/ngay vi+1,3 kg dbi voi vildagliptin 50 mg, 2 lin/ngay. ; BUGC PHAM
i 16 ph ngoai bién khi dung phéi hop véi lidu t6i da cia pioglitazone nén (45 mg, 1 v
14 8,2% Vi lidu vidagliptin 50 mg, 1 1n/ngay v& 7% vai lidu 50 mg, 2 lin/ngdy so véi 2,5%
viri pioglitazone nén don ddc. Tuy nhién, ti 1§ phi khi ding vildagliptin két hop véi pioglitazone
dudi dang diku trj kép ngay tir diu cho bénh nhén chua timg ding thudic thip hon so véi dimg
pioglitazone don de (50 mg, 1 tin/ngay 3,5%, 50 mg, 2 lén/ngdy 6,1% so vdi pioglitazone 30 mg
9,3%).
Biing 4: Céic phén tmg phy d4 duge béo cdo & bénh nhén diing vildagliptin 50 mg, | ln/ngdy (n=
146) hodc 50 mg, 2 lAn/ngdy (n=158) phéi hgp véi mét thiazolidinedione trong cée nghién ciru mit

asi
Téc dung khong mong
Hé co'quan Tin suft
mufm
Théng s nghién ciru Thudng gip Tang cdn
REi loan chung va tinh trang tai cho diing Phil ngoai bién
thude HgE php

Ek?fl‘ hop vii insulin

Trong cée thit nghiém 1dm sing e6 d5i chimg sir dung vildagliptin 50 mg, 2 lAn/ngay phéi hop
v6i insulin, ¢ hodic khong c6 metformin diing ddng thi, ti 12 chung vé ngimg thuc do céc phan
{mg phy 14 0,3% & nhém diéu tri bing vildagliptin v khng 6 trwomg hop ngimg thudc & nhém
gia durge.

T5 1¢ ha dudng huyét twong tr & ca hai nhom didu tri (14% & nhom dimg vildagliptin so véi
16,4% & nhém ding gia dugce). Hai bénh nhén béo cfo ¢6 phin img ha dutmg huy&t néng & nhém
ding vildagliptin va 6 b§nh nhin & nhém ding gié duge.

Va0 cubi cude nghién céru, anh hudng trén thé trong trung binh 12 trung tinh (thay di + 0,6 kg
s0 voi mire ban diu & nhém diing vildagliptin va khéng thay d6i cin nang & nhém ding gia dugc).
Bang 5: Céie phan ting phu @& diepe bdo cdo ¢ bénh nhan ding vildagliptin 50 mg, 2 Idnfngéy phoi
hop voi insulin (c6 hodic khing cd metformin (n=371))

Thc dyng khd
H# co' quan Thn suft B et
muébn
Réi logn hé thin kinh Thirdmg gap Nhire dau
&n non, bénh trio nguge
Réi loan hi tiéu héa Thirdmg gip i
2 da day-thyc quin
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i finh frang tpi chd dit
Rbi logn chung vi tinh (rang tgl € ng Thudng glip
thufc
Xét nghigm Thuimg gip

Phéi hop vii metformin v sulphonylurea (SU)

Khéng 6 bdo clo vé ngimg thubc do cdc phin ing phy & nhém didu tri bAng vildagliptin +
metformin + glimepiride so v&i 0,6% & nhém didu tri bing gi4 duge + metformin + glimepiride.

T§ 1¢ ha dudng huyét thudng gip & cé hai nhém didu tei (5,1% d&i v6i nhom didu trj bing
vildagliptin + metformin + glimepiride so véi 1,9% dbi v6i nhom didu trj bang gid duge +
metformin + glimepiride).

MGt trudng hop ha dutmg huyét niing da duge béo cdo & nhém dimg vildagliptin.

Vao cubi cude nghién clru, dah hudng trén thé trong trung binh la trung tink (+ 0,6 kg & nhom
dimg vildagliptin va -0,1 kg & nhom ding gia dugc).
Bing 6: Céc phan img phy di duge bao cio & bénh nhin ding vildagliptin 50 mg, 2 1An/ngay phbi
hgp véi metformin va SU (n=157)

f Tacd khim,
HEé co quan Tn suat gy :o oty
mubn
R&i loan hé thin kinh Thuémg gip Chéng mit, run
R&i logn toan thin va tinh trang tai chd
. Thuémg gdp Suy nhuge
ding thubc
R&i loan chuyén haa vi dinh dudng Thudng gép Ha dudmg huyét
Réiloan da vi mé dudi da Thudng gip Tang tiét mb hai

Céc phitn img bét lgi cia thubc sau diy duge béo céo sau khi dua thube ra thi trudng, théng qua
céc bo cho ty phét va céc trrémg hgp trong y van. Vi ede phan img nay duge béo cdo tir nguyén
tir quin thé khong 15 c& mAu, nén khdng ude tinh duge thn sut, do viy duge phan Jogi la khdng
16 thn suflt.

- Viém, c6 thé hdi phuc khi ngimg thude.
- N§i mé day, viém tuy, troe vay khu tri hodc béng nude.

“Théng bio ngay cho bic sp hode duge s nhitng phan tng cd hai gip phdi khi sic dung
thube”

11. Qua lidu va edch xir tri

Diu higuva trifu chieng:
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3‘ ONG TY N2

G nhtmg ngudi khoe manh (? - 14 ngum mdi nhom didu tri), Taglm Sﬂmg Tablet d!.r(] .I &ﬁm“a}‘[

n‘! THANH I'EN
igC PiAM

binh thutmg), & liu 600mg, mdt ngudi bj phit ban chin va ban tay va ndng dj creatine
phosphokinase (CPK) ting cao, kém theo ting aspartate aminotransferase (AST), protein phén (ng
C (CRP) va myoglobin. Thém ba ngudi & nhém liu nay c6 biéu hign phii ¢4 hai ban chan, kém
theo dj cim & 2 tntmg hop. Tht ¢4 cdc triéu chimg va bit thudng vé xét nghi¢m mét di sau khi
ngimg thubc nghién ciru,

Xirtriz

Taglin 50mg Tablet khong thé duge logi bd bing thim tach, tuy nhién chit chuyén héa chinh

do thity phan (LAY 151) c6 thé logi bd biing thim tach mau.

12. Diic tinh durge lyc hoc

Mi ATC: A10BHO2

Nhém duwge Ij: Thudc sit dung cho bénh d4i thio dudme, chéit trc ché dipeptidyl peptidase 4 (DPP-
1)

Co ché tdc dung:

Vildaglipitn, mét chit thudc nhém thude ting cuimg chire ning tiéu dio tuy, 1a chit irc ché
dipeptidyl peptidase 4 (DPP-4) manh vi chon lgc nén cai thién duge sy kiém soat dudng huyét. Sw
{rc ché DPP-4 ciia vildagliptin 1am ting ndng d6 cac hormone incretin GLP-1 (glucagon-like
peptide 1) va GIP (glucose-dependent insulinnotropic polypeptide) néi sinh lic doi va sau bira 4n.
Duge lye hoc (PD)

Diing vildagliptin din dén (rc ché nhanh va hoan toan hogt tinh ciia DPP-4. § bénh nhén dai

thio dudng type 2, ding vildagliptin din dén irc ché hoat tinh enzyme DPP-4 trong thési gian 24
gio.
Biing céch lam ting ndng d ndi sinh ciia cic hormon incretin ndy, Vildagliptin lam ting tinh nhay
cAm cia 1 bio beta dbi véi glucose, din dén cai thién sy tiét insulin phy thude glucose. Pidu tri
v6i lidu 50 - 100mg/ ngay cho bénh nhan déi thio dutmg type 2 ci thién déng ké cdc yéu té chi
diém chirc néng cta t€ bao beta. Mirc d cai thién chirc néing té bo beta phy thugc vao mirc 45 suy
gidm ban du; & ngudi khong bj dai théo duémg (duong huyét binh thudmg), vildagliptin khéng
kich thich tiét insulin hogc khdng lam gidm ndng d6 glucose huyét.

Bing céch lim ting ndng dd GLP-1 ndi sinh vildagliptin 1am ting tinh nhay cim cia t€ bio
alpha ddi v6i glucose, din dén tiét glucagon phil hgp véi mite glucose hon. Sy giam tiét glucagon
khong phil hap trong bita &n dén lwet 6 lai Tam gism sy d& khéng insulin.
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Su gia ting ty 1¢ insulin/glucagon trong tAng dudmg huyét do ting ndng d6 tomcc‘ e “H:mwm“
lam giim san xuft ghucose & gan lic 86i va sau bira an, din dén giam dudmg huyét. 1!,5 ot e

Téc dyng 8 biét v& su tang ndng 4§ GLP-1 lam chim rong da day khong duge g \
khi diéu trj biing vildagliptin. Ngodi ra, dd quan sit thily sur gitm lipid huyét sau bita an Rig
quan v6i tic dyng qua trung gian incretin cila vildagliptin dé cai thi¢n chic nang tiéu dao tyy.~——

13. Dic tinh dwge ding hoe

Hip thu
Sau khi udng lac doi, vildagliptin duge hép thu nhanh véi ndng d dinh trong huyét twong duge

quan sit thy sau 1,75 gidr. Ding cing v6i thirc n 1am giam nhg tc dd hip thu cla vildagliptin,
duge dic tmg bdi ndng 40 dinh giam 19% va ¢ sy cham Igi vé thi gian dat dén ndng d¢ dinh
trong huy&t tuong dén 2,5 gi. Khong c6 thay dbi vé mitc 44 hip thu vi thire &n khong 1am thay
dbi mire tifp xtic toan b (AUC).

Phéin bd

Vildagliptin géin két kém v6i protein huyét twong (9,3%) va phin b bing nhau gitta huyét twong
va hdng cdu. Thé tich phan b trung binh cita vildagliptin & trang thai én dinh sau khi tiém tinh
mach (Vss) la 71 Lit ggi y thude duge phin bb & ngoai mach.

Chuyén hoa

Chuyén hoa 12 dudng thai trir chinh cia vildagliptin & nguoi, chiém 69% liéu ding. Chét chuyén
héa chinh LAY 151 khéng cé hoat tinh dwgc 1§ v 1 sén phim thiry phiin cia nhém chirc cyano
chiém 57% liéu ding, tiép theo I sin phim thily phén nhém chirc amid (4% litu ding). DPP-4
d6ng gop mot phan vao sy thiy phan cia vildagliptin nhu d3 duge chimg minh trong mt nghién
citu in vivo diing chujt cng thiéu hut DPP-4. Vildagliptin khdng bi chuyén hoa bisi cic enzym
cytachrom P450 & bét ky mirc 4§ nao c6 thé dinh lugng duge. Céc nghién ctru in vitro cho thiy
vildagliptin khéng trc ché hoic gly cAm tmg cicenzym cytochrom P450).

Sau khi udng ["C]-vildagliptin, khoang 85% lidu ding dirge bai tiét vao nuée tidu va 15% duge
tim thiy & phén. Vildagliptin dang khéng ddi bai tiét qua than chim 23% lidu ding sau khi uéng.
Sau khi tiém tTnh mach cho ngudi khée manh, 49 thanh thai todn phén trong huyét fwong ciia
vildagliptin 13 41 1it/gi& v d§ thanh thai than cia vildagliptin 12 13 lit/gitr. Thixi gian bén thai trung

binh sau khi tiém tinh mach khoang 2 gitr. Thai gian bén théi sau khi ubng khodng 3 gitr va khing
phu thude vao lidu ding.

Vildagliptin duge hap thu nhanh véi sinh kha dung tuyét d6i didmg uéng 12 85%. Néng d6 dinh
trong huyét twomg cia vildagliptin va dign tich dudi dudng cong néng d8 trong huyét tuang theo
ths gian (AUC) gan nhyr ting 11 18 véi fidu diing trang pham vi liéu didu tri.
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Cac nhém bénh nhén déc bigt

- Giéi tinh: Khong quan sét thdy sy khéc nhau vé duge dong hoc cia Taglin 50mg Tgh
céc déi trong nam va nit véi khic biét vé tudi tac v chi s khdi co thé (BMI). Sy fre o
4 clia Taglin 50mg Tablet khong bj anh huémg boi giéi tinh.

- Béo phl: BMI khong cho thdy biit ky anh hudng nao dén céic thong s6 duge dong hoc cia
Tagfin 50mg Tablet. Sy irc ché DPP-4 cita Taglin S0mg Tablet khong bi anh hutmg boi BMI.

- Suy gan: Anh huéng ctia suy chirc nang gan trén duge dgng hoc cia Taglin 50mg Tablet da
duge nghién ciru trén nhimg ngudi bi suy gan & mirc % nhe, trung binh va nng dya véo thang
diém Child-Pugh (trong khoang tir 6 12 mirc d§ nhg dén 12 12 mirc d§ niing) so voi ngudi cb
chirc ning gan binh thuimg. M tiép xtc véi Taglin S0mg Tablet (100mg) sau mt liéu duy
nhit & ngudi bi suy gan nhe va trung binh giam (20% va 8% theo thir t tuang img), trong khi
mirc tiép (i voi Taglin S0mg Tablet & ngudi bj suy gan néng ting 22%.

Sy thay @i 161 da (tang hofc giam) v& miec tiép xic vi Taglin S0mg Tablet khoang 30%
nhung khong duoc xem 13 c6 ¥ nghfa 1am séng. Khong c6 méi trong quan giira mic g suy
chitc ning gan va sit thay ddi v& morc tiép xic véi Taglin S0mg Tablet.

Khong khuyén céo ding vildagliptin cho bénh nhiin bi suy gan k& ca bénh nhiin cd ALT holic
AST trude digu tri > 2,5 1in giéi han trén ctia mic binh thudmg.

- Suy thiin: AUC cua vildagliptin tiing trung binh 1,4; 1,7 va 2 13n & cic bénh nhén suy thin
nhe, vira va ning, theo thir ty, so vdi ngudi binh thuimg, AUC cida céc chit chuyén héa LAY
(51 tang 1,6: 3,2 vA 7,3 Iin vis AUC cia BQS 867 tang 1,4; 2,7 v& 7,3 ln & céic bénh nhén suy
than nhe, vira va niing, theo thir tyr, so véi ngurdi tinh nguyén khoe menh. DiF ligu han ché &
céc bénh nhén bénh thin giai doan cudi (ESRD) cho thiy mic ti€p x6c vildagliptin tuong tu
nhir mire tiép xtic & céc bénh nhin suy thin ning. Ndng 6 LAY151 ¢ céc bgnh nhdn ESRD
¢ao hon khodng 2 - 3 1in so véi c4c bénh nhén suy thin ning. Khu}'én céo chinh liu & bénh
nhéin suy thin trung binh hodic suy thin ning hojc bénh than giai doan cudi (ESRD).

- Ngudi cao wbi: & nhimg ngudri cao tudi khde manh (> 70 tudi), mirc tiép xic todn b voi
Taglin 50mg Tablet (100mg, 1 lin/ngdy) tang 32% v&i ndng 4§ dinh trong huyét twong ting
18% so v6i ngudi iré tudi khoe manh (18 - 40 twdi). Nhimg thay dbi nay khong duge xem 12
¢t y nghta 1am sang. Sy tic ché DPP-4 cira Taglin 50mg Tablet khdng bi anh hudng do tudi
téc trong nhitg nhém tudi duge nghién ciru.

- Tréem: Chua cé dir ligu vé duge déng hoc.

Nhém ching tde: Khang 6 biing chimg cho thiy ching tdc o6 anh hwémg dén duac déng hoe
cila Taglin 50mg Tablet.

14, Quy chch déng goi: Hop 4 vi x 14 vién nén
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15. Ditu kién bio quin: Nhigt dd dui 30°C, trong bao bl thuong phim.
16. Han sir dung: 24 thing ké tir ngdy sén xudt

17. Titu chufin chit hegmg ciia thube: TCCS

18. Tén, dia chi ciia co s&'sidn xufit thube:

NOBEL ILAC SANAYIL VE TICARET A.§.

Dja chi: Sancaklar Mah. Eski Akgakoca Cad, No: 299 81100 DPUZCE/TURKEY (Thd Nhi Ky)
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