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REG.NO:
SPECIFICATION: MANUFACTURER’S STANDARD o
BOX OF 03 BLISTERS X 10 TABLETS

MEYERVILIPTIN

MEYER - BPC

COMPOSITION:
Viidagliptin 50mg
Excipients q.s for one tablet.
INDICATIONS, CONTRAINDICATIONS, DOSAGE:

Please read the instruction.
STORAGE: Store below 30°C. In a dry place. Protect from light.

KEEP OUT OF REACH OF CHILDREN.
READ THE INSTRUCTION CAREFULLY BEFORE USE. MEYER-BPC JOINT VENTURE COMPANY
OTHER INFORMATION READ THE PRESCRIPTION. 6A3 National road No 60, Phu Tan ward, Ben Tre city, Ben Tre province-Vietham
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MAU PANG KY
TG HUGNG DAN SU DUNG THUOC MEYERVILIPTIN

Rx Thu6c bdn theo dan
MEYERVILIPTIN

Tiéu chuén: TCCS

Doc ki hudng din si dyng trudc khi diing
Dé xa tdm tay tré em
Théng bdo cho bdc si cédc tic dung khéng mong muén gap
phal khi si dung thudc
Thanh phén, ham lugng cia thudc:

Vildagliptin 50 mg.

T4 dugc: Cellactose 80, avicel 101, natri starch glycolat,
aerosil, magnesi stearat viia dd 1 vién.
MG ti sdn phdm: Vién nén mau tring, hinh trdn, Up canh, mot
mét c6 khdc M | Y, mot mat tron.
Qui cach ddng goi:

- Hop 03 vi, m&i vi 10 vién nén.

- Hop 10 vi, mdi vi 10 vién nén.

HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

Thudc dung cho bénh gi:

Meyerviliptin dugc chi dinh nhu mét thuéc hd trg cho ché do
#n kiéng va luyén tap dé cai thién sy kiém sodt dudng huyét &
bénh nhan dai thdo dudng typ 2 (T2DM).

- Don trj liéu: Cho nhitng bénh nhan khéng kiém sodt ddy dd
béng ché& dd &n kiéng két hop tap luyén don thudn va bénh nhan
khéng dung nap hodc chéng chi dinh vSi metformin.

- Trong ph6i hgp hai loai thudc:

+ Véi metformin & bénh nhdn khdng kiém sodt ddy dd
dudng huyét khi dung metformin don trj liéu & liéu t&i da dung
nap.

+ V6i moét sulfonyluré (SU) khi ché dd dn, luyén tap va SU
dan doc khong dem lai sy kiém sodt dudng huyét ddy dd.

+ Vdi mét thiazolidindion (TZD) khi ché dd &n, luyén tap va
thiazolidindion khéng dem lai sy ki€m sodt dudng huy&t ddy dd.

-Trong phdi hgp ba loai thubc:

Véi mét sulfonyluré va metformin khi ché& dd &n, luyén tap
va diéu trj kép biing nhiing thu6c ndy khéng dem lai sy kiém sodt
dudng huyét ddy dd.

Meyerviliptin cling dugc chi dinh phéi hgp véi insulin (cé
hodc khong cé metformin) khi ché d6 &n, luyén tap va liéu insulin
8n dinh khéng dem lai sy kiém soét dudng huyét ddy dii.

Nén dung thudc nay nhu thé nao va liéu lugng:

Céch dung:

+ Vildagliptin c6 th& diing ciing ho#c khéng cung thic &n.

+ Liéu 50 mg nén dugc udng mét 1&n mot ngay vao bubi
sdng. Liéu 100 mg nén dugc chia thanh 2 liéu 50 mg, uéng vao
budi sdng va budi t&i.

Liéu lugng: Liéu diéu tri ép dung cho ngudi I6n tir 18 tudi trd
én:

+ Kiém soét viéc diéu tri ddi thdo dudng nén tuy theo tiing
bé&nh nhan.

+ Liéu dugc khuyén cdo cla Meyerviliptin 1a 50 mg, mot
hodc hai 1&n m&i ngay.

+ Trong don tri liéu va trong diéu tri phSi hop Vvéi
metformin, vé8i mét TZD hodc vdi insulin (c6 hodc khdng cd
metformin), liéu dugc khuyén cdo clia Meyerviliptin 1a 50 mg hodc
100 mg m&i ngay.

+ Trong diéu tri ph6i hop hai loai thuSc véi mét sulfonylure,
li6u dugc khuyén cdo cda vildagliptin 1a 50 mg mot 1&n mét ngay.
3 nhém bénh nhan nay, vildagliptin 100 mg/ngay khong hiéu qué
han vildagliptin 50 mg, 1 lin/ngay.

+ Trong diéu trj ph&i hop 3 loai thubc véi metformin va mét
SU, liéu dugc khuyé&n cdo cia vildagliptin 12 100 mg mai ngay.

+ Né&u sy kiém sodt dudng huyét chit ch& hon cén dén liéu
diing trén liéu vildagliptin t&i da hang ngay dugc khuyén cdo, c6
th& xem xét b8 sung cdc thubc diéu trj ddi thdo dudng khac nhu
metformin, mét sulfonyluré, mét thiazolidindion ho&c insulin.

+ Liéu I6n hon 100 mg khéng dudc khuyén céo.

Do an toan va hiéu qud cla vildagliptin trong phdc dé ph&i
hdp ba thuSc dudng udng vdi metformin va moét din chét
thiazolidindion chua dugc thiét i4p.

Nhém bénh nhédn ddc biét:

+ Suy than

Khodng diéu chinh liéu vildagliptin 8 bénh nhan suy than nhe
(Cle; > 50 ml/phut). O bé&nh nhan suy than trung binh hodc nidng
hodc bénh nhadn giai doan cubi (ESRD), liéu vildagliptin dugc
khuyén cdo 1a 50 mg, 1 l&n/ngdy. Khéng khuyén cdo diung
vildagliptin cho b&nh nhan suy gan, k& cd bénh nhan cé ALT
ho#c AST trudc khi diéu trj > 2,5 14n gidi han trén clia muc binh
thudng.

+ Nguoi cao tudi (> 65 tud’)

Khéng c4n diéu chinh liéu trén bénh nhan cao tudi.

+ Tré em (dudi 18 tudi)

Khéng khuyé&n cdo dung vildagliptin cho b&nh nhan tré em.
Khi ndo khéng nén dung thudc nay:

Qué mén vdi vildagliptin hodic bét cu té dugc nao clia thubc.
Téc dyng khéng mong mudn:

Da s6 c4c tdc dung khédng mong muén qua céc thd nghiém
I1&m sang & nhe va thodng qua, khéng phdi ngung diéu tri. Khéng
tim th&y méi lién hé gilia cdc phan (ng b4t 10i v6i tudi tac, sdc
tdc, thai gian s& dung hay liéu hang ngay.

* Tdc dung khéng mong muén dugc bdo cdo khi dung
vildagliptin 100mg (Galvus 100mg) mdi ngay két hop véi
metformin trong cdc nghién cdu ma déi:

- Thudng gép (1/100 < ADR <1/10):

+ R&i loan chuyén hda va dinh dudng: ha dudng huyét.
+ R6i loan h& thén kinh: run, dau d4u, chéng mét.
+ R6&i loan tidu héa: budn nén.

- It g4p (1/1000 < ADR < 1/100): mét méi

* Té4c dung khéng mong mudn dudc bdo cdo khi dung
vildagliptin 50mg k&t hgp vdi sulphonyluré trong cdc nghién cdu
mu dbdi:

- Thudng gép (1/100 < ADR <1/10):

+ R&i loan chuyén héa va dinh dudng: ha dudng huyét.
+ R6i loan hé thdn kinh: run, dau ddu, chéng mait, suy
nhugc.

- gdp (1/1000 < ADR < 1/100): R&i loan tiéu héa: tdo bén.

- R4t hiém (ADR <10.000): nhidm trung dudng hd hép trén,
viém miii hong.

* Té4c dung khéng mong mudn dudc bdo cdo khi ding
vildagliptin 100mg m&i ngay két hgp vdi thiazolidindion trong cdc
nghién cdu mu dbi:

- Thudng gdp (1/100 < ADR <1/10):

+ R&i loan chuyén héa va dinh dudng: lam ting can.
+ Bé&nh mach mdu: phi mach ngoai bién.

- It gdp (1/1000 < ADR < 1/100):

+ R&i loan chuyén hda va dinh dudng: ha dudng huyét.
+ R&i loan hé thén kinh: dau d4u, suy nhugc.

* T4c dung khéng mong mudn dugc bédo cdo khi don tri liéu
bing vildagliptin 100 mg m&i ngay trong c4c nghién cdu mu doi:

- Thudng gap (1/100 < ADR <1/10): Réi loan hé thdn kinh:
chéng mat.

- It gap (1/1000 < ADR < 1/100):

+ R&i loan chuyén héa va dinh dudng: ha dudng huyét.
+ Ré&i loan hé thén kinh: dau d4u.

+ Bénh mach mdu: phi mach ngoai bién.

+ R&i loan tigu héa: tdo bon.

+ Bénh co xuong: dau khép

- R4t hiém (ADR <10.000): nhiém trung dudng ho h&p trén,
viém mi hong.

* Tdc dung khéng mong muén dugc bdo cdo khi dung
vildagliptin 50mg 2 i&n m3i ngdy két hgp vdi metformin va
sulphonyluré:

- Thudng gdp (17100 < ADR <1/10):

+ R6i loan chuyén héa va dinh dudng: ha dudng huyét.
+ R&i loan hé thén kinh: chéng mat, run, suy nhugc.
+ Réi loan & da va mé dudi da: tang tiét mé hdi.




* Téc dung khéng mong muén dugc bdo cdo khi ding
vildagliptin 100mg m3i ngay két hgp véi insulin (c6 hodc khéng cé
metformin) trong cdc nghién cdu mi déi:

- Thudng gap (1/100 < ADR <1/10):

+ R&i loan chuyén héa va dinh dudng: ha dudng huyét.

+ Réi loan hé thdn kinh: dau ddu, 6én lanh.

+ R&i loan tiéu héa: bubn nén, bénh trao ngugc da day -
thyc quén.

- It gap (1/1000 < ADR < 1/100): Ré&i loan tiéu hoa: ddy hoi,
tidu chdy.

* Céc téc dung khéng mong mudn khdc ti kinh nghiém thj
trudng: vién tuy; viém gan, cé b4t thudng cda xét nghiém chuc
n&ng gan; dau co; may day, viém da tréc vay.

Théng béo cho béc sT céc tdc dung khéng mong muén gap phai
khi si dung thubc
Nén trdnh ding nhiing thuéc hodc thyc phdm gi khi dang s
dyng thudc ndy:

Vildagliptin c6 khd naing tuong tdc thudc y&u. Vi vildagliptin
khéng phdi Ia mdt co chdt clia enzym cytochrom P, (CYP),
khéng c ché va cling khéng gdy cdm (ng cdc enzym Pus nén
khéng c6 khd ning tuong téc véi cdc thubc ding déng thdi 1a co
chét, chét dc ch& hoc chét gay cdm ung cdc enzym nay.

- Dung k&t hop véi pioglitazone, metformin va glyburide: Céc
két qua nghién cuu dugc tién hanh vdi cdc thubc diu tri ddi thdo
dudng dang udng cho thdy khéng c6 tuong tdc dugc dong hoc cé
y nghia lam sang.

- K&t hdp véi digoxin, warfarin: Cdc nghién cdu 1am sang
thyc hién trén cdc déi tugng khde manh cho thdy khéng cé tuong
tdc dugc déng hoc cé y nghia lam sang. Tuy nhién, diéu ndy chua
chiing minh dugc cho c& céng déng.

- K&t hop vdi amlodipin, ramipril, valsartan, simvastatin: Cdc
nghién cudu tuong tdc thyc hién trén ngudi khde manh cho thdy
khéng c6 tuong tdc dugc ddng hoc cd y nghia Idm sang khi ding
dbng thdi vdi vildagliptin.

- K&t hop véi cdc thuc uc ché enzym chuyén (ACE): C6 thé
¢6 nguy cd cao bj phit mach & bénh nhan khi si dung déng thai.

Nhu véi cédc thubc tri déi thdo dudng dang uéng khéc, tdc
dung ha dudng huyét clia vildagliptin c6 th& bj gidm bdi cdc thubc
Ioi tiéu thiazid, cdc corticosteroid, cdc hormon gidp trang va cdc
thuéc cudng giao cdm.

C4n lam gi khi mét Idn quén ding thudc:

N&u bd 18 mdt liéu vildagliptin, c&n uéng ngay khi bénh nhan
nhd ra. Khdng nén uéng mét liu g&p déi trong cing mdt ngay.
C4n bdo quén thuéc ndy nhu thé ndo:

Bdo quén thuBc 3 noi khé, nhiét dé khéng qud 30°C, tranh
4nh sdng.

Nhing ddu hiéu va trigu chung khi dung thudc qua liéu:

Théng tin vé cdc triéu ching quéd liéu da dugc thyc hién tu
mot nghién cuu vé kha ndng dung nap khi tang liéu & ngudi khde
manh s dung Galvus (vildagliptin) 10 ngay. Liéu 400 mg, c6 ba
trudng hgp dau co, vai trudng hdp cé biét c6 cdm gidc khdc
thudng nhe va thodng qua, s6t, phi né va tang thodng qua néng
dd lipase. Liéu 600 mg, mét déi tugng bj phu né ban chan va ban
tay, va tidng creatine phosphokinase (CPK), aspartate
aminotransferase (AST), creactive protein (CRP) va néng d6
myoglobin. Ba d&i tugng khdc bj phii né ban chan, trong d6 cé hai
trudng hgp c6 cdm gidc khéc thudng. T4t cd cdc triéu ching va
bét thudng xét nghiém ty h&t ma khéng cén diéu trj sau khi ngiing
ding thuéc.

Cdn Iam gi khi dang thuéc qud liéu khuyén cdo:

Nén ngung dung thuéc, bdo ngay cho bdc si hodc dua ngay
bé&nh nhan vao bénh vién.

Nhiing diéu cén thédn trgng khi ding thudc ndy:

Vildagliptin khdng phdi la mot chét thay thé insulin trén bénh
nhéan cén insulin. Khéng dugc dung vildagliptin cho bénh nhan dai
thdo dudng typ 1 ho#c dé diéu trj nhidm toan ceton do déi thdo
dudng.

Suy gan

Khéng khuyén cdo dung vildagliptin cho bénh nhan suy gan,
k& cd bénh nhan cé ALT hodc AST trudc diéu trj > 2,5 l4n gidi
han trén cia muc binh thudng.

Theo déi enzyme gan

Céc trudng hop hi€m gép vé 18i loan chuc ndng gan (k& cd
viém gan) da dudc bdo cdo. Trong nhiing trudng hgp nay, bénh

nhén thudng khéng co triéu ching, khéng c6 di chung lAm sang
va cdc xét nghiém chuc ning gan trd vé binh thudng sau khi
ngling diéu tri. Cén thyc hién cdc xét nghiém chuc ning gan
trudc khi b4t ddu didu tri bing vildagliptin. C4n theo déi cdc xét
nghiém chic ndng gan trong khi diéu trj bing vildagliptin 3 thang
mét 1n trong ndm d4u va dinh ky sau d6. Nhiing bénh nhan bj
tang néng d6é transaminase c&n dudc theo ddi biing cdch ddnh
gid lai chuc ndng gan I4n thu hai d& khdng dinh két qua va sau d6
phdi thuding xuyén xét nghiém chuc ndng gan cho dén khi céc trj
s6 bdt thudng trd vé néng d6 binh thudng. Néu AST hodc ALT
tang gép 3 I14n gi6i han trén cla muc binh thudng hodc cao hon
va kéo dai, khuy&n cdo ngiing diéu trj bing vildagliptin. N&u bénh
nhan bj vang da ho3c c6 cdc bi€u hién khdc cho thdy réi loan
chiic ndng gan, phdi ngiing dung vildagliptin va lién hé bdc si
ngay. Sau khi nguing diéu trj bdng vildagliptin va cdc xét nghiém
chdic ndng gan da trd vé binh thudng, khdng dugc ding lai
vildagliptin.

Suy tim

Kh hiém vé viéc si dung vildagliptin trong cédc
thi nghié m sang & bénh nhan suy tim dé IV theo phan d6
chic néing cla NYHA va do d6 khéng khuyén cdo si dung 3
nhiing bénh nhan nay.

Suy than

Thén trong khi ding vildagliptin & bénh nhan bj bénh than
giai doan cudi (ESRD).

Rdi logn da

Tén thuong da, bao gém phéng rop va loét da dugc bdo cdo
& cdc chi cda khi trong cdc nghién cdu ddc hoc phi Idm sang.

Viém tyy cap

Céc triéu ching déc trung clia viém tuy cdp nhu: Dau bung
nhiéu va kéo dai.

N&u nghi ng& viém tuy, phdi diing ding vildagliptin; néu d3
xdc dinh viém tuy cép thi khéng dugc diéu tri vildagliptin trd lai.
Cén than trong & bénh nhan c6 tién st viém tuy c4p.

Ha dudng huyét

Sulfonyluré da dugc biét gdy ha dudng huyét. Bénh nhan
dang ding vildagliptin ph&i hgp sulfonyluré c6 thé cé nguy co ha
dudng huyét. Vi vay cé thé xem xét dung moét liéu sulfonyluré
th&p hon d& 1am gidm nguy co ha dudng huyét.

Trudng hgp phy ni c6 thai va cho con bu va khad ning
sinh san

+ Phy nd ¢6 thai

Vildagliptin khéng gay qudi thai trén cd chudt céng va thé.
Chua c6 di kinh nghiém st dung vildagliptin trén phu nif ¢6 thai.
Vi vay khdng nén dung vildagliptin trong théi ky mang thai trir khi
Igi ich mang lai cho ngudi me cao hon nguy co tiém &n d6i vdi
thai.

+ Phu ni cho con bu

Vi chua rd c6 phdi vildagliptin dugc bai tiét vao sita me hay
khéng, do d6 khéng nén dung vildagliptin d8i véi phy nir cho con
bd.

+ Khé nang sinh sén

Céc nghién cdu vé khd nang sinh sdn dugc thuc hién trén
chuét & céc liéu g&p 200 I4n liéu dung 8 ngudi da cho thdy khéng
c6 bang ching vé suy gidm kha néng sinh sdn hay phat trién phéi
sém do vildagliptin. Chua ¢6 nghi&n ctu vé dnh hudng trén khd
n&ng sinh sdn & ngudi dudc thyc hién vdi vildagliptin.

Trudng hgp lai tau xe va van hanh may mdc:

Chua c6 nghién cuu dugc tién hanh vé tdc ddng trén khd
ndng Idi tau xe va van hanh mdy mdc. Vi vdy nhitng bénh nhan
c6 thé& bi chéng mit nén trdnh I4i tau xe hodc van hanh mdy méc.
Khi ndo cén tham vén Béc si, Dugc si:

N&u ban cdm th&y b4t thudng trong khi ding thubc, nén lién
lac véi bdc sicua ban.

Néu c4n thém théng tin xin héi y kién béc si hodc dugc si.
Han dung cta thudc: 36 théng ké tu ngay sdn xuét.

HUGNG DAN SU DUNG THUSC CHO CAN BO Y TE

Dugc lyc hec:

Vildagliptin, mét chét thudéc nhém thubc téing cudng chiic
néng tiéu ddo tuy, 1a ch4t uc ché& dipeptidyl peptidase-4 (DPP-4)
manh va chon loc nén cdi thién dugc sy kiém sodt dudng huyét.
Sy uic ché DPP-4 cla vildagliptin lam ting néng d6 cdc incretin
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hormon GLP-1 (glucagon-like peptid-1) va GIP
(glucosedependent insulinotropic polypeptid) ndi sinh lic d6i va
sau biia &n.

Dung vildagliptin ddn d&n Uc ché nhanh va hoan toan hoat
tinh cla DPP-4. G bénh nhan ddi thdo dudng typ 2, dung
vildagliptin d&n d&n Gc ché hoat tinh enzym DPP-4 trong thdi gian
24 gig.

Béng cdch lam tang nbng dd nodi sinh cla cdc incretin
hormon nay, vildagliptin lam ting tinh nhay cdm cla t§ bao beta
d&i véi glucose, din d&n cdi thién sy ti€t insulin phu thuéc
glucose. Diéu trj vdi liéu 50 - 100 mg/ngay cho bénh nhan d4i
thdo dudng typ 2 céi thién ddng k& cdc y&u t& chi diém chic ning
clia t& bao beta. Mic d6 cdi thién chdc ning t&€ bao beta phy
thudc vao midc dd suy gidm ban d4u; 8 ngudi khdng bj déi thdo
duding (dudng huyét binh thudng), vildagliptin khdng kich thich tiét
insulin ho#c khéng lam gidm néng dd glucose huyét.

Béng cach lam ting néng dd GLP-1 ndi sinh vildagliptin lam
téng tinh nhay cdm cia t& bao alpha d6i véi glucose, ddn dén tiét
glucagon phit hgp véi mic glucose hon. Sy gidm tiét glucagon
khéng phu hgp trong bita &n dén Iugt né lai lam gidm sy dé khdng
insulin.

Sy gia téing ty 1& insulin/glucagon trong tdng dudng huyét do ting
néng do incretin hormone 1am gidm sdn xuét glucose 8 gan lic
d6i va sau biia &n, din dén gidm dudng huyét.

Téc dung da biét vé sy ting néng dd GLP-1 1am cham r8ng
da day khong dudc quan sét thy khi diéu trj b&ng vildagliptin.
Ngoai ra, d& quan sét thdy sy gidm lipid huyét sau biia &n khéng
lién quan véi tdc dung qua trung gian incretin cia vildagliptin dé
cdi thién chuc ning tiéu ddo tuy.

Dugc déng hoc:

Hép thu

Sau khi ubng luc déi, vildagliptin dugc h&p thu nhanh véi
ndng do dinh trong huyét tuong dudc quan s4t thdy sau 1,75 gid.
Ding cung véi thuc &n lam gidm nhe téc d6 hdp thu cla
vildagliptin, dugc d&c trung bdi néng dd dinh gidm 19% va c6 sy
cham lai vé thdi gian dat d&n néng dd dinh trong huyét tuong dén
2,5 gid. Khong cé thay d8i vé muc d hdp thu va thdc &n khéng
1am thay d8i muc ti&p xuc toan bd.

Phén bé

Vildagfiptin g&n k&t kém vGi protein huyét tuong (9,3%) va
phan b8 bdng nhau giiia huyét tuong va héng cdu. Thé tich phan
b& trung binh ciia vildagliptin & trang théi 6n dinh sau khi tiém tinh
mach (Vss) la 71 lit goi y thuSc dugc phan b8 & ngoai mach.

Bién ddi sinh hgc/Chuyén hda

Chuyén hda la dudng thai trii chinh cda vildagliptin & ngudi,
chiém 69% liéu dung. Chét chuyén héa chinh LAY151 khéng c6
hoat tinh dugc ly va l1a s&n phm thdy phan cda nhém chiic cyano
chiém 57% lidu dung, ti&p theo 1a sdn ph&m thdy phan nhém
chuc amid (4% liéu dung). DPP-4 déng gép mét phén vao sy thiy
phan cda vildagliptin nhy dd dudc ching minh trong mét nghién
cuu in vivo ding chuét c8ng thi€u hyt DPP-4. Vildagliptin khong
bi chuyé&n héa bdi cdc enzym cytochrom Pys 8 bat ky muc d6 nao
c6 thé dinh lugng dugc. Céc nghién cdu in vitro cho thdy
vildagliptin khéng uc ch& hodc gdy cdm idng enzym cytochrom
Paso-

Théi tro

Sau khi uéng ['“C]-vildagliptin, khodng 85% liéu ding dugc
bai tiét vao nudc tiéu va 15% dugc tim thdy & phan. Vildagliptin
dang khéng déi bai tiét qua than chiém 23% liéu dung sau khi
uBng. Sau khi tiém tinh mach cho ngudi khde manh, dé thanh théi
toan phén trong huyét tuong cla vildagliptin 1a 41 lit/gié va do
thanh thadi than clia vildagliptin 12 13 Ift/gi&. Thai gian bdn théi
trung binh sau khi tiém tinh mach khodng 2 gid. Thdi gian bén
thai sau khi uéng khodng 3 gid va khéng phu thudc vao liéu dung.

Sy tuyén tinh

Vildagliptin dugc h&p thu nhanh vdi sinh khd dung tuyét d&i
dudng ubng 1a 85%. Néng dd dinh trong huyét tuong cla
vildagliptin va dién tich dudi dudng cong ndng dd trong huyét
tuong theo thdi gian (AUC) gén nhu téng 718 vdi liéu dung trong
pham vi lidu diéu tri.

Cdc nhoém bénh dic biét

+ Gidi tinh

Khéng quan sét thdy su khac nhau vé dugc déng hoc gilia

céc d6i tugng nam va nif véi khéc biét vé tudi tac va chi s& khéi

co thé (BMI). Sy uUc ché DPP-4 clia vildagliptin khong bj dnh
hudng bdi gidi tinh.

+ Béo phi

BMI khéng cho théy bat ky 4nh hudng nao dén céc théng
s6 dugc ddng hoc cida vildagliptin. Sy dc ch& DPP-4 cia
vildagliptin khéng bj dnh hudng bdi BMI.

+ Suy gan

Khdng khuyén cdo dung vildagliptin cho bénh nhan bj suy
gan k& c& bénh nhan cé ALT hodc AST trudc diéu trj > 2,5 I4n
gidi han trén clla muc binh thuding.

+ Suy thén

Khuyén cdo chinh liéu 8 bénh nhan suy than trung binh hodc
suy than néng hodc bénh than giai doan cuéi (ESRD).

+ Nguoi cao tudi

Su dc ché DPP-4 cia vildagliptin khéng bj &nh hudng bdi tudi
tac.

+Tré em

Chua ¢6 4 c ddng hoc.

+ Nhom chdnd téc

Khoéng c6 béing ching cho thdy chiing tdc cé dnh hudng dén
dugc déng hoc cla vildagliptin.

Chi dinh:

Meyerviliptin dugc chi dinh nhu mét thuc hd trg cho ché d6
#n va luyén tap dé cai thién sy kiém sodt dudng huyét & bénh
nhan ddi thdo dudng typ 2 (T2DM).

- Pon trj liéu: Cho nhiing b&nh nhan khdng kiém soat ddy dd
b&ng ché& db &n kiéng két hop tap luyén don thuén va bénh nhan
khéng dung nap hoc chéng chi dinh véi metformin.

- Trong phéi hop hai loai thuéc:

+ V6i metformin & bénh nhan khdng kiém soat ddy ad
dudng huyét khi dung metformin don tri liu & liéu t8i da dung
nap.

+ V6i mdt sulfonyluré (SU) khi ché& d6 &n, luyén tap va SU
don ddc khong dem lai sy kifm soat dudng huyét ddy dd.

+ Vi mét thiazolidindion (TZD) khi ch& d6 &n, luyén tap va
thiazolidindion khong dem lai sy kiém so4t dudng huyét ddy dd.

- Trong phdi hop ba loai thudc:

V6i mét sulfonyluré va metformin khi ché& dé #n, luyén tap
va diu tri kép biing nhiing thuSc nay khong dem lai sy kiém soat
dudng huyét ddy da.

Meyerviliptin cing dugc chi dinh ph8i hgp vdi insulin (c6
hodc khéng cé metformin) khi ch& do #n, luyén tap va liéu insulin
8n dinh khéng dem lai sy kiém soét dudng huyét ddy dd.

Liéu lugng va céch dung:

Cédch dung:

+ Vildagliptin c6 thé ding cuing ho#c khéng cung thic &n.

+ Liéu 50 mg nén dugc ubng mdt I&n mot ngay vao bubi
sdng. Liéu 100 mg nén dugc chia thanh 2 liéu 50 mg, uéng vao
budi sang va budi t&i.

Liéu Iugng: Liéu diéu tri 4p dung cho ngudi I6n tir 18 tudi trd
lén:

+ Kiém sodt viéc diéu tri ddi thdo dudng nén tiy theo ting
bé&nh nhan.

+ Liéu dugc khuyén cdo cia Meyerviliptin 12 50 mg, mét
ho#c hai i&n m&i ngay.

+ Trong don tri ligu va trong diéu tri phSi hgp vGi
metformin, véi mét TZD hodc vdi insulin (cé ho#c khéng cé
metformin), liéu dugc khuyén cdo clia Meyerviliptin 12 50 mg hodc
100 mg méi ngay.

+ Trong diéu tri ph6i hop hai loai thudc vdi mét sulfonyluré,
liéu dugc khuyén cdo cla vildagliptin 12 50 mg mét I4n mét ngay.
3 nhém bénh nhan nay, vildagliptin 100 mg/ngay khéng hiéu qué
hon vildagliptin 50 mg, 1 l&n/ngay.

+ Trong diéu tri ph&i hop 3 loai thudc véi metformin va mét
SU, liéu dugc khuyé&n cdo cla vildagliptin 1a 100 mg m&i ngay.

+ N&u sy kiém soat dudng huyét chit ché hon cdn dén liéu
dung trén liéu vildagliptin t8i da hang ngay dudc khuyén cdo, cd
th& xem xét b8 sung cdc thubc diéu tri déi thdo dudng khdc nhu
metformin, mot sulfonyluré, mdt thiazolidindion ho#c insulin.

+ Liéu I18n hon 100 mg khéng dugc khuyén cdo.

D0 an toan va hiéu qua cia vildagliptin trong phdc d6 phéi
hop ba thuSc dudng ubng véi metformin va mét din chét
thiazolidindion chua dugc thiét 1ap.

Nhom bénh nhén dic biét



+ Suy thén

Khong diéu chinh liéu vildagliptin 3 bénh nhan suy than nhe
(Cle; > 50 mi/phdit). (o} bénh nhén suy th4n trung binh ho#c ning
hodc bénh nhan giai doan cuéi (ESRD), liéu vildagliptin dugc
khuyén cdo 1a 50 mg, 1 l4n/ngdy. Khéng khuyén cdo dung
vildagliptin cho bénh nhan suy gan, k& c3 bé&nh nhan cé ALT
hodc AST trudc khi diéu tri > 2,5 I4n gi6i han trén clia mdc binh
thuding.

+ Ngudi cao tudi (> 65 tudi)
Khéng cén diéu chinh liéu trén bénh nhan cao tubi.
+ Tré em (dudi 18 tudi)

Khéng khuyé&n cdo dung vildagliptin cho bé&nh nhan tré em.
Chéng chi djnh :

Qud mén vdi vildagliptin hoc bét cf t4 dugc nao cla thuéc.
Thén trong :

Vildagliptin khdng phdi 1a mét chit thay thé insulin trén bénh
nhan cén insulin. Khéng dugc diing vildagliptin cho bénh nhan dai
thdo dudng typ 1 ho#ic d& diéu tri nhidm toan ceton do d&i thdo
dudng.

Suy gan

Khong khuyén cdo dung vildagliptin cho bénh nhan suy gan,
ké cd bénh nhan c6 ALT hodc AST trudc diéu trj > 2,5 14n gidi
han trén clia muc binh thudng.

Theo déi enzyme gan

Cdc trudng hgp hi€m gap vé réi loan chdc ndng gan (k& cid
viém gan) d& dugdc bdo cdo. Trong nhiing trudng hgp nay, bénh
nhén thudng khéng c6 triéu chung, khéng cé di chuing l1am sang
va cdc xét nghiém chuc ning gan trd vé binh thudng sau khi
ngiing diéu tri. Cén thuc hién cdc xét nghiém chuc ndng gan
trudc khi bit d4u didu tri bdng vildagliptin. C4n theo ddi cdc xét
nghiém chic néng gan trong khi diéu trj bing vildagliptin 3 thdng
mot 14n trong n&m d&u va dinh ky sau d6. Nhiing bénh nhan bj
ting néng d6 transaminase cén dugc theo ddi béng cdch dénh
gid lai chic nang gan 14n thui hai d€ khdng dinh két qua va sau d6
phdi thudng xuyén xét nghiém chic n&ng gan cho dén khi céc trj
s6 bt thudng trd vé néng dd binh thudng. Néu AST hodc ALT
tang gép 3 I4n gidi han trén clia mic binh thudng hodc cao hon
va kéo dai, khuyén cdo ngling diéu tri bdng vildagliptin. N&u bénh
nhén bj vang da ho#c c6 cdc biu hién khdc cho théy réi loan
chiic ning gan, phdi ngiing dung vildagliptin va li&n hé bédc si
ngay. Sau khi nguing diéu trj bdng vildagliptin va cdc xét nghiém
chic ning gan da trd vé binh thudng, khdng dugc ding lai
vildagliptin.

Suy tim

Khéng c6 kinh ngiém vé viéc sd dung vildagliptin trong cdc
thd nghiém lAm sang & bénh nhan suy tim d IV theo phan dé
chiic ndng clia NYHA va do dé khéng khuyén cdo sl dung &
nhiing bénh nhan nay.

Suy than

Thén trong khi dung vildagliptin & bénh nhén bj bénh than
giai doan cu6i (ESRD).

R loan da

Tén thuong da, bao gém phéng rop va loét da dudc bédo cdo
& cdc chi clia khi trong céc nghién ciu ddc hoc phi lam sang.

Viém tyy cdp

Céc trigu chung dic trung clda viém tuy cdp nhu: dau bung
nhiéu va kéo dai.

Né&u nghi ngd viém tuy, phdi diing dung vildagliptin; néu da
x4c dinh viém tuy cép thi khéng dugc diéu trj vildagliptin trd lai.
Cén than trong & bénh nhan cé tién sd viém tuy cép.

Ha duong huyét

Sulfonyluré d4 dugc biét gdy ha dudng huyét. Bénh nhan
dang dung vildagliptin ph&i hgp sulfonyluré cé thé c6 nguy co ha
dudng huyét. Vi vay c6 thé xem xét dung mét lidu sulfonyluré
th&p han dé& 1am gidm nguy co ha dudng huyét.

Trudng hgp phy nir cé thai va cho con bu va kha ning
sinh sén :

+ Phu nd c6 thai :

Vildagliptin khdng gdy qudi thai trén cd chudt cdng va thd.
Chua c¢é di kinh nghiém s dung vildagliptin trén phy n{ ¢ thai.
Vi vy khéng nén ding vildagliptin trong thdi ky mang thai tris khi
Igi ich mang Iai cho ngudi me cao hon nguy co tiém &n d6i vdi
thai.

+ Phu nd cho con bu :

Vi chua rd c6 phdi vildagliptin dugc bai tiét vao siia me hay
khéng, do d6 khéng nén dung vildagliptin d8i vdi phu nli cho con
bu.

+ Khé nang sinh sén :

Céc nghién cuu vé& kh3 nadng sinh sdn dugc thyc hién trén
chudt & cdc liéu gép 200 I4n liéu dung & ngudi da cho thdy khéng
c6 bdng ching vé suy gidm kha nang sinh san hay phat trién phoi
s6m do vildagliptin. Chua c6 nghién ciu vé dnh hudng trén khd
néng sinh sdn & ngudi dugc thuc hién vdi vildagliptin.

Trudng hgp 14i tau xe va vdn hanh may méc:

Chua c6 nghién cuu dugc tién hanh vé tdc déng trén khi
nang Idi tau xe va van hanh mdy mdc. Vi vay nhitng bénh nhan
c6 thé bj chéng m#t nén tranh I4i tau xe hoic van hanh mdy mdc.
Tuong tdc thudc:

Vildagliptin ¢é khd nédng tuong tdc thuéc y&u. Vi vildagliptin
khéng phdi 12 mdt co chdt cla enzym cytochrom P, (CYP),
khéng uc ché& va ciing khéng gay cdm tng cdc enzym P,s, nén
khéng c6 khd ndng tuong tdc véi cac thubc dung déng thdi la co
chét, chét dc ché hodc chét gdy cdm dng cdc enzym nay.

- Dung két hop véi pioglitazone, metformin va glyburide: Cédc
két qua nghién cuu dugc ti€n hanh vdi cdc thubc diéu trj ddi thdo
dudng dang udng cho t khong c6 tuong tdc dugc ddng hoc cd
y nghia |am sang.

- Két hop véi xin, warfarin: Cdc nghién cuu l&m sang
thuc hién trén cdc d6i tugng khde manh cho thdy khéng c6 tucng
tdc dugc dong hoc cé y nghia lam sang. Tuy nhién, diéu nay chua
chung minh dugc cho cd céng déng.

- Két hop vdi amlodipin, ramipril, valsartan, simvastatin: Cdc
nghién cudu tuong tdc thuc hién trén ngudi khée manh cho thy
khong c6 tuong tdc dugc ddng hoc cd y nghia Iam sang khi dung
déng thdi véi vildagliptin.

- Két hgp v6i cdc thubc dc ché enzym chuyén (ACE): C6 thé
c6 nguy cd cao bj phii mach & bénh nhén khi sd dung déng thdi.

Nhu véi cdc thudc tri ddi thdo dudng dang ubng khéc, tdc
dung ha dudng huyét cia vildagliptin c6 thé bj gidm bdi cdc thusc
Igi tiéu thiazid, cdc corticosteroid, cdc hormon gidp trang va cdc
thu8c cudng giao cdm.

Tédc dyng khéng mong mudn:

Da s8 céc tdc dung khdng mong muén qua céc thd nghiém
1am sang 1a nhe va thodng qua, khdng phai ngung diéu tri. Khéng
tim thdy méi lién hé gilta cdc phan Ung bt lgi v6i tubi téc, séc
toc, thdi gian si dung hay liéu hang ngay.

* Tdc dung khdng mong muén dugc bdo cdo khi dung
vildagliptin 100mg (Galvus 100mg) mdi ngay két hdp vdi
metformin trong cdc nghién cdu ma déi:

- Thudng gdp (1/100 < ADR <1/10):

+ R&i loan chuyén hda va dinh dudng: ha dudng huyét.
+ R&i loan hé thén kinh: run, dau d4u, chéng mét.
+ R&i loan tiéu héa: buén nén.

- It gdp (1/1000 < ADR < 1/100): mét méi

* Té4c dung khédng mong muén dugc bdo cdo khi ding
vildagliptin 50mg k&t hgp vdi sulphonyluré trong cdc nghién cuu
mu doi:

- Thudng gdp (1/100 < ADR <1/10):

+ R&i loan chuyén hdéa va dinh dudng: ha dudng huyét.
+ RGi loan hé thdn kinh: run, dau ddu, chéng mat, suy
nhugc.

- It gap (171000 < ADR < 1/100): R&i loan tiéu héa: téo bén.

- R4t hiém (ADR <10.000): nhiém trung dudng hd hép trén,
viém mii hong.

* Tdc dung khéng mong mudn dugc bdo cdo khi dung
vildagliptin 100mg mdi ngay két hop vdi thiazolidindion trong cdc
nghién cdu mu doi:

- Thudng gdp (1/100 < ADR <1/10):

+ R&i loan chuyén héa va dinh dudng: lam téng can.
+ Bé&nh mach mdu: phi mach ngoai bién.

- It gap (171000 < ADR < 1/100):

+ R&i loan chuyén hda va dinh dudng: ha dudng huyét.
+ R&i loan hé th4n kinh: dau d4u, suy nhugc.

* T4c dung khéng mong muén dudc bdo cdo khi don trj liéu
bing vildagliptin 100 mg m&i ngay trong céc nghién cdu mu doi:

- Thudng gé&p (1/100 < ADR <1/10): R&i loan hé thdn kinh:
chéng mat.

- It g4p (171000 < ADR < 1/100):




+ Réi loan chuyén hda va dinh dudng: ha dudng huyét.
+ Ré6i loan hé thén kinh: dau ddu.

+ Bénh mach mdu: phit mach ngoai bién.

+ R&i loan tiéu héa: tédo bén.

+ Bénh co xuong: dau khép.

- Rat hiém (ADR <10.000): nhi&m trung dudng hd hip trén,
viém mii hong.

* Téc dung khdng mong muén dudc bdo cdo khi ding
vildagliptin 50mg 2 I1&n m&i ngdy ké& hgp vdi metformin va
sulphonyluré:

- Thudng gdp (1/100 < ADR <1/10):

+ Réi loan chuyén héa va dinh dudng: ha dudng huyét.
+ R&i loan hé thén kinh: chéng mét, run, suy nhugc.
+ R&i loan & da va md dudi da: téng tiét mé héi.

* Tdc dung khdéng mong mudn dugc bdo cdo khi dung
vildagliptin 100mg m&i ngay k&t hgp véi insulin (¢ hosic khdng cé
metformin) trong cdc nghién cdu ma dbi:

- Thudng gdp (1/100 < ADR <1/10):

+ R&i loan chuyén héa va dinh dudng: ha dudng huyét.

+ R&i loan hé than kinh: dau d4u, 6én lanh.

+ Rd&i loan tiéu héa: bubn nén, bénh trao ngugc da day -
thuc quén.

- It g&p (1/1000 < ADR < 1/100): Ré6i loan tiéu héa: ddy hoi,
tidu chdy.

* Cé4c tac dung khéng mong mudn khdc tif kinh nghiém thj
truding: vién tuy; vidm gan, cé bét thudng cla xét nghiém chic
ning gan; dau co; may day, viém da tréc vay.

Théng bao cho béc si cac tac dung khéng mong mubn gap phai
khi si dung thude

Qud liéu va céch xu tri:

- D4u hiéu va triéu ching:

Théng tin vé cdc triéu ching qud liéu da dugc thyc hién tu
mdt nghién cuu vé kha ndng dung nap khi tang liéu & ngudi khde
manh st dung Galvus (vildagliptin) 10 ngay. Liéu 400 mg, cé ba
trudng hop dau cd, vai trudng hgp cd biét cé cdm gidc khdc
thudng nhe va thodng qua, sét, phi né va ting thodng qua néng
do lipase. Liéu 600 mg, mét d6i tugng bj phu né ban chan va ban
tay, va tdng creatine phosphokinase (CPK), aspartate
aminotransferase (AST), creactive protein (CRP) va néng dd
myoglobin. Ba d8i tugng khdc bi phi né ban chén, trong d6 cé hai
trudng hdp cé cdm gidc khdc thudng. T4t cd cdc triéu ching va
bét thudng xét nghiém ty hét ma khéng cén diéu trj sau khi ngiing
dung thuéc.

- Xa tric

+ Diéu trj hd tro.

+ Vildagliptin khong thé dugc loai bd bing th&m tdch, tuy
nhién chét chuy&n héa chinh do thdy phan (LAY151) c6 thé loai
bd bdng th&m tach mau.

Ngay xem xét sda d6i, cap nhét lgi néi dung hudng din si
dyng thudc:
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