Rx Thubc nay chi ding theo don thuic.
SITAVIA 50 - vién nénbao phim

Sitagliptin 50 mg

Pé xa tdm tay cila tré em.
Poc ki hudng din sit dung tride khi diing.
Néu cdn thém thong tin, xin héi y kién bdc si.

THANH PHAN

Méi vién nén bao phim chita:

Sitagliptin phosphat monohydrat ..................... R AR s Ak 64,24 mg
(Tuong duong Sitagliptin 50 mg)

T4 duge: Povidon, Avicel PH 101, Lactose monohydrat, Tinh bt natri glycolat, Colloidal
silicon dioxyd, Magnesi stearat, Opadry Il 85F140122 Pink.

MO TA
Vién nén bao phim hinh trdon, mau hdng nhat, hai mét tron,

DUQC LUC HQC

Sitagliptin e ch€ dipeptidyl peptidase-4 (DPP-4), 1a mdt enzym lam bét hoat cdc hormon
kich thich ti€t insulin khi &n (incretin hormon), gém c6 glugacon-like peptid-1 (GLP-1)
va glucose-dependent insulinotropic polypeptid (GIP).

GLP-1 vA GIP kich thich t6ng hgp va gidi phéng insulin tif cdc t€ bao beta tuyén tuy,
phu thudc glucose (nghia 12 khi ndng 40 glucose binh thudng hodc cao). GLP-1 cdn lam
gidm ti€t glucagon tiY cdc € bao alpha tuy€n tuy, phu thude glucose, din dén gan gidm
sdn xufit glucose. Trong diéu kién sinh 1y binh thudng, céc incretin hormon dufgc rudt non
gidi phéng subt ngdy va ndng 40 ting sau khi &n; cdc hormon nay nhanh ch6éng bj enzym
DPP-4 bit hoat.

In vitro, & ndng d6 twong ng vdi liéu diéu tri, sitagliptin (¢ ch€ chon loc DPP-4, khéng
dnh hudng d€n DPP-8 va DPP-9. ThuSc lam ting ndng 4 ctia GLP-1 va GIP trong tudn
hoan, phy thudc vao glucose. Sit dung ddng thdi sitagliptin vA metformin c6 tdc dyng
hiép ddng d€n ndng A6 GLP-1 c6 hoat tinh.

Sitagliptin ha thip néng 46 glucose lic d6i va 1am gidm cdc thay d8i ndng d) glucose
sau khi diing mdt li€u nap glucose hodc sau bita An & ngudi d4i thdo dudng typ 2.

DUGC PONG HQC
Hdp thu
Sitagliptin hdp thu nhanh qua dudng tiéu héa. Sinh khd dung tuyét d6i cla thudc khodng

LIEU LUGNG VA CACH DUNG
Trén nguii chua duge diéu tri trude dé
Pon trj ligu: Ngudi 16n uéng 100 mg, ngdy mdt ldn.

Diéu tri phéi hgp vdi metformin hydroclorid: Sitagliptin 100 mg, ngdy mét ldn.

Trén ngudi chuyén sang ch& 44 diéu tri phéi hgp véi mjt thubc chdng ddi thdo duwimg khdc
Diéu tri phéi hgp voi metformin hydroclorid: Sitagliptin 100 mg, ngdy mdt ldn. C6 thé
duy tri liéu metformin hién tai khi khdi ddu diéu trj k€t hgp vai sitagliptin.

Piéu tri phdi hgp véi sulfonylurea: Sitagliptin 100 mg, ngdy mot 1n. C6 thé gidm liéu

_sulfonylurea nhim gidm nguy cd ha dudng huyét do sulfonylurea.

DPiéu tri phdéi hgp véi metformin hydroclorid va mdt sulfonylurea: Sitaglipti
ngay mét 1dn. C6 thé gidm liéu sulfonylurea nhim gidm nguy cd ha dudn
sulfonylurea.

Diéu tri phéi hgp vdi thiazolidindion: Sitagliptin 100 mg, ngdy mdt 1dn. C6 thé fuy tri lidu
thiazolidindion hién tai khi khdi ddu diéu trj k€t hgp vai sitagliptin.

U6ng sitagliptin ciing v&i bifa in hodc khéng. N€u quén thulc, cdn phdi ufng ngay khi
nhd ra, cing sdm cang t&t va ti€p tuc lai lich uéng thudc binh thudng. N€u nhd ra liéu
ding dd quén tai thdi diém liéu k€ ti€p thi bd qua lidu di quén va thyc hién ti€p theo
ding lich uéng thufc dang c6. Khdng duge bl liéu di quén bliing cdch nhdn dbi liéu.
Liéu gidi han:

Sitagliptin don trj liéu: Liéu t8i da 100 mg/ ngay.
Ph&i hgp ¢ dinh v8i metformin hydroclorid: Liéu tdi da sitagliptin 100 mg va 2 g metformin
hydroclorid/ ngay.
Bénh nhdn suy gan: Khong cin hiéu chinh liéu 46i v6i bénh nhin suy an nhe d€n

100 mg,
' huy€t do

trung binh, Tinh an todn va hi¢u lyc cia thudc trén bénh nhin suy gan ning chua dugc
thi€t 1ap.

Bénh nhdn suy thin:

Khuy€&n cdo hiéu chinh lidu va si dung thdn trong trén bénh nhén suy thin vira d€n
ning hoic ngudi bénh suy thin giai doan cudi cdn phdi thim téch mdu hod¢ thim tdch
phiic mac.

P&i vai bénh nhidn suy thin nhe (Hé s& thanh thdi creatinin Cl., > 50 ml/phdt, gdn twrong
ttng v6i creatinin huy&t thanh < 1,7 mg/dl & nam va < 1,5 mg/dl & nif): Khong cén hi¢u
chinh liéu sitagliptin.

Pdi vdi bénh nhén suy thin trung binh (Cl, = 30 dén < 50 ml/phit, gin
creatinin huy&t thanh > 1,7 4€n < 3,0 mg/dl & nam va > 1,5 d€n < 2,5 mg/dl
sitagliptin khuy&n céo 12 50 mg, ngdy 1 ldn,

P3&i v6i bénh nhin suy thin ning (Cl., < 30 ml/phit, tdng ing vdi creatinin huyé&t thanh
khodng > 3,0 mg/dl & nam va > 2,5 mg/dl & n@¥) hodc bénh nhén suy thin giai doan cubi
cin phdi thim tdch mdu hodc thim phan phic mac: Liéu sitagliptin khuy&n cfio 12 25 mg,
ngay 1 ldn. C6 thé ding sitagliptin bdt ky lic nao ma khong cﬁn aé ¢ t6i th¢1 gian thim

ng ng véi
nir): Liéu

87%. Tai trang théi én dinh {thuong dat duge trong vong 3 ngay sau khdi ddu dicu ),
thudc dat ndng 46 dinh trong huy€t tidng trong khodng 3 gid (dao dong tir 1 dén 4 gid)
sau khi ufng. Thitc &n khdng dnh hudng d€n hép thu. ThuSc bdt ddu c6 tdc dung gidm
ndng 40 glucose huyét tuong sau dn trong khodng 60 phit. Khd nidng ¢c ch€ hoat tinh
cia DPP-4 khodng 80%, kéo dai trong 12 gid hodc 24 gid, tudng ng vdi li€u ubng
sitagliptin 2 50 mg hodc 2 100 mg.

Phédn b6

Thé tich phin b& trung binh & trang thdi bén vilng sau khi ding 1 liéu don sitagliptin
100 mg dudng tinh mach & d8i wigng khée manh khodng 198 lit. Ty 1¢ sitagliptin gdn
k€t thudn nghich véi céc protein huy€t twong khodng 38%.

Thudec phén b8 qua sita & chudt cfng nhung chua bi€t lidu c6 qua sita me¢ hay khong.
Chuyén héa

Sitagliptin chuy€n héa gidi han bdi hé thdng cytochrom, qua isoenzym 3A4 vi 2C8, tao
thanh chd't chuyén héa khong con hoat tinh.

Thdi trir

Sitagliptin thdi trir chi y&€u qua nudc ti€u khodng 87% (trong d6 75% dudi dang khong
d8i, 16% dudi dang di chuyén héa) va qua phan khodng 13%. Sitagliptin dugc dio thdi
chii y&€u qua thin theo cd ché& bai ti€t chi ddng qua ng thin. Thai gian bdn thdi do dugc
sau khi udng 1 liéu sitagliptin 100 mg thi xdp xi 12 gi® va sy thanh thdi qua thin khodng
350 ml/phiit.

Suy thin

Dién tich dudi dudng cong (AUC) ting, thdi gian bdn thdi kéo dai.

Suy gan miéc d§ trung binh

Ndng 40 dinh cla thudc trong huy€t twong va dién tich dudi duding cong (AUC) tiing nhung
khdng ¢6 ¥ nghia ldm sang.

Ngudi cao tudi

Néng 40 thudc trong huy€t tudng ting khong ddng k& so vdi ngudi binh thuding.

CHi PINH

Bon tri ligu

Sitagliptin duge chi dinh d€ ki€m sodt dudng huy&t & bénh nhén d4i thdo dudng typ 2
(khéng phu thudc insulin) cing v&i ch& 4 &n udng va luyén tip.

Phéi hgp

Sitagliptin duge diing ph&i hdp véi céc thube chdng ddi thio duding khdc dé€ ki€m sodt
d4i thdo dudng typ 2 trén nhitng ngudi khong ki€m soédt duge glucose huy€t khi ding don
tri liéu thudc chdng d4i thdo dudng dang udng.

Sitagliptin cdn dugc ding phdi hgp véi metformin va pioglitazon khi cip phéi
khong kiém sodt dugc glucose huyét.

Sitagliptin cling duge phdi hgp vdi insulin (kém theo hodc khdng kém theo metformin)
khi insulin khong ki€m sodt duge glucose huyét.

hgp nay

fach miu.
Vi ¢6 sy chinh liu dya vdo chidc ning thdn, theo khuy&n cdo nén ddnh gid chic niing
thin trudc khi khdi ddu diéu tri va sau 46 ki€m tra dinh k.

Ngudi b¢nh cao tudi: Cn thin trong khi lya chon liéu diing vi chie niing thin c6 thé gidm.

CHONG CHI PINH

Qué mfn cdm v@i bdt cif thanh phin nio cilia thude.
Pdi thdo dudng typ | (phy thudc insulin).

P4i thio dudng nhiém toan ceton.

:
1

CANH BAO VA THAN TRONG

Cén dénh gid chifc ning thin trudc va dinh k¥ khi diéu tri bling sitagliptin.
Viém tyy cdp: Pi dugc bdo cdo trén ngudi st dung sitagliptin hodc sitaglipti
metformin. Chua ¢6 nghién cttu vé sit dung thufc trén ngudi c6 tién sif Vi

Né&u nghi ngd viém tyy, phdi ngirng diing sitagliptin. Viém tyy thudng xdy ra trong vong
30 ngay ddu diéu tri. Y&u 18 nguy cd bao gdm: Béo phi, ting cholesterol, ting triglycerid.
Sit dung & bénh nhan suy thdn: Sitagliptin dugc dio thii qua thin. Trén mot $6 bénh nhin
dd xdy ra hién wigng suy gidm chifc ning thin, bao gdm cd suy thin cip, ciin phdi thim
tdich mdu. Trong s8 nhitng bénh nhin ndy, mdt s& dd bi suy thin tir trudc |
ding liéu sitagliptin khéng phi hgp. Sit dung thin trong trén nhitng bénh
vira d€n niing, ciing nhu & bénh nhéin suy thin giai doan cudi cin thim
thdm phin phic mac (xem Liéu lugng va cdch ding, Bénh nhén suy thin).
Ha duong huyét khi ding liéu phdp két hgp vdi sulfonylurea: Thdn trong
sitagliptin v@i cdc thuSc thudc diin chit sulfonylurea vi c¢6 thé 1am gia ti
glucose huy&t. Gidm sét chat ché glucose huy&t, c6 th€ hiéu chinh lidu sulfonylurea khi
céin thiét, '
Trong thdi gian bj stress (s6t, chdn thuong, nhiém khudn, phdu thudr): Cé fhé mét ki€ém
sodt glucose huy&t, tam ngimg sitagliptin va diang insulin d€ ki€m sodt. Ap dung trj liéu
bing sitagliptin trd lai khi giai doan ting glucose cdp di qua.

Phdn img qud mdn: D c6 cdc bdo cdo hju mdi vé nhitg phdn (ng qud| midn nghiém
trong & bénh nhdn ding sitagliptin. Cdc phdn @ng hi€m gidp nay bao gpm phédn ing
phdn vé, phit mach, phdn ing dj ¥ng da nghiém trong nhu hdi chifng Steyens-Johnson.
Min cdm thudng xdy ra trong vong 3 thing khdi ddu diéu tri nhung ciing c6|th€ xudt hién

& ngay liéu ddu tién. N€u nghi ngd c6 phdn dng qui min, phdi ngung ding sitagliptin
ngay, ddnh gid cdc nguyén nhin c6 th€ khdc va bdt ddu céc trj liéu thay th€ vé bénh
ddi thdo dudng (xem Tdc dung khéng mong muén).

https://trungtamthuoc.com/



Sa d;éng @ tré em: Chua xdc ldp tinh an toan va hiéu lyc cia sitagliptin 8 tré em dudi
18 tudi.

Sit dung & ngudi cao tudi: Trong cdc nghién cdu lAm sing, tinh an todn vi hiéu lyc cia
sitagliptin & ngudi cao tudi (2 65 twdi) twong ty nhwr 3 bénh nhén tré wéi hon (< 65 wéi).
Thudc nay théi trir chil y€u qua thin. Do ngudi cao tudi c6 nhiéu khd niing bj suy gidm
chifc néing thin nén ciin thin trong trong viéc lya chon lidu & d6i nigng ndy. Pénh gid
chifc ning thin d nhitng bénh nhin ndy trudc khi bit diu ding thuSc va dinh ky sau dé
12 hitu ich.

TUONG TAC THUGC

Trong cdc nghién cifu tudng tdc thudc, sitagliptin khdng gy tdc ddng c6 ¥ nghia l4m sing
1&n dugc dong hoc clia cdc thudc sau diy: metformin, glyburid, simvastatin, rosiglitazon,
warfarin, vd vién uéng trinh thai. Cdc di¥ liéu ndy cung cip bing chiing in vive ring
sitagliptin khéng ic ch€ cdc isozym CYP la CYP3A4, 2C8, hodc 2C9. Dya vio dif liéu
in vitro, ngudi ta cho ring sitagliptin ciing khong c6 tic dung dc ch&€ CYP2D6, 1A2, 2C19
hodc 2B6 hodc cdm tng CYP3A4.

Metformin: Ding metformin liéu lip lai ngdy 2 ldn ciing vdi sitagliptin khéng 1am thay
d8i c6 ¥ nghia duge ddng hoc cila sitagliptin & bénh nhin d4i thdo dudng typ 2.

Céc phan tich duge dfng hoc theo din s§ dd dugc ti€n hanh & bénh nhin d4i thfo dudng
typ 2. Nhitng thuSc diing ddng thdi khong gy tdc dung c6 ¥ nghia 14m sing 1€n dugc
dong hoc clia sitagliptin. Nhitng thuc duge ddnh gid 1a thuSc ding phd bi€n & bénh nhén
ddi thdo dudng typ 2, bao gdm céc thudc trj ting cholesterol mdu (nhu c4c statin, fibrat,
ezetimib), thudc khdng ti€u ciu (nhv clopidogrel), thuc tri ting huy&t 4p (nhu thudc
tic ché€ ACE, chen thu thé angiotensin, chen beta, c ch€ kénh calci, hydroclorothiazid),
thudc gidm dau vd khdng viém khong steroid (nhy naproxen, diclofenac, celecoxib),
thudc trj trdim cdm (nhy bupropion, fluoxetin, sertralin), khdng histamin (nhu cetirizin),
ifc ch&€ bom proton (nhu omeprazol, lansoprazol), vA cdc thudc trj r8i loan cuong duong
(nhu sildenafil).

Digoxin: Dién tich dudi dudng cong va trung binh néng 49 dinh cla digoxin ting nhe
(AUC, 11% va C,,,, 18%) khi ding cling sitagliptin. Mfc 46 ting ndy khong dudc xem
12 c¢6 § nghia ldm sang. Nén gidm sdt bénh nhén dang ding digoxin cho thich hgp.
Khéng khuy&n cdo diéu chinh lidu digoxin hay sitagliptin.

Cyclosporin: Khi cho d6i tigng ndy uéng mdt li€u don sitagliptin 100 mg clng vdi
mét liéu don cyclosporin 600 mg, vén Ia chdt c ch€ manh p-glycoprotein, AUC va
Coax Clia sitagliptin ting xdp xi 29% va 68%. Nhitng thay d8i niy trong duge ddng hoc
cla sitagliptin dwgc xem khéng c6 ¢ nghia lim sang. Khéng khuy€n cdo chinh liéu
sitagliptin khi ding chung véi cyclosporin hodc cdc chit @c ch€ p-glycoprotein khéc
(nhu ketoconazol),

Cdc thudc corticosteroid, lgi tiéu quai va thiazid, thuéc trdnh thai: C6 thé 46i khéng tic
dung ha glucose huyét ciia cédc thudc chdng d4i thio dudng.

Céc thudc e ché beta-adrenergic c6 thé che 14p ddu hiéu ha glucose huyét clia cdc thudc
chOng d4i thdo dudng.

TAC DUNG KHONG MONG MUON

Thuong gdp (= 17100 dén < 1/10)

R&i loan chuy€n héa va dinh dudng: Ha dudng huyét.

R&i loan hé thdn kinh: Pau ddu.

Hiém gdp (= 1/1.000 dén < 1/100)

R&i loan hé thdn kinh: Chéng mat.

R&i loan tiéu héa: Tdo bén.

R&i loan da va cdc md dudi da: Ngita.

Chua ré tdn sudt (khdng thé woc tinh tit d2 li¢u cé sdn)

R&i loan h¢ mi&n dich: Phdn éng qud min bao gdm cédc phdn ing phin vé.

R3i loan hd hip, 16ng nguc v trung thit: Bénh phdi keé.

R4&i loan tiéu héa: Non, viém tuy cdp, xudt huy€t giy uf vong va khong giy tf vong,
hoai tif tyy.

R&i loan da va cdc md dudi da: Phit mach, phit ban, n6i mé day, viém mach médu dudi
da, bénh da tr6c vdy bao gdm hdi chitng Stevens-Johnson, pemphigoid béng nuéc.

R3i loan cd xwong khdp va md lién két: Pau khdp, dau cg, dau lung, bénh khdp.

~ROY loan thin va ti€t niéu: Suy gidm chdc nang thin, suy thin cép. -

Maé td cdc phdn ing khéng mong mudn ditge chon loc

Ngodi cdc tdc dung khéng mong mudn lién quan dé€n thudc md td J trén, céc tic dung
khong mong mudn bit k€ mdi quan hé nhdn qud vdi viéc sit dung thudc, xdy ra it nhit
12 5% va phd bi€n hon & nhitng bénh nhin duge diéu tri v4i sitagliptin gdm c6 nhiém
tring dudng hd hdp trén va viém mii hong. Bdo cdo b8 sung vé cic tic dung khong
mong mudn bit k€ m&i quan hé nhin qui vdi thudc xdy ra thudng xuyén hon & nhitng
bénh nhdn dugc diéu tri vai sitagliptin (khéng dat midc 5%, nhung xdy ra véi mot 1y 18
> 0,5% vdi sitagliptin so vdi nhém d8i chifng) bao gém viém xuong khdp va dau ddu chi.
M{t s8 phdn @ng phy di dugce theo ddi thudng xuyén hon trong cdc nghién citu sit dung
phdi hgp sitagliptin vdi cdc thudc tri déi thio dudng khdc so vdi trong céc nghién cifu
sitagliptin don tri li¢u. Nhitng phdn @ng phu ndy bao gdm: ha dudng huyét qui mdc (rit
thudng gdp khi phdi hgp véi sulfonylurea vd metformin), cim (thudng gip khi phGi hgp
vdi insulin (c6 hodc khdng c6 metformin)), bubn ndén va ndn (thudng giip khi phdi hgp
v8i metformin), ddy hoi (thudng gip khi phdi hgp vdi metformin hodc pioglitazon), tdo
bén (thudng gip khi phdi hgp vdi sulfonylurea vad metformin), phid ngoai bién (thudng
gdp khi phSi hgp vdi pioglitazon hodc k&t hgp vdi pioglitazon va metformin), budn ngi
va tiéu chdy (it gip khi phSi hgp vdi metformin), va khd miéng (it gap khi phSi hgp vai
v@i insulin (c6 hodc khéng c¢6 metformin)).

Thit nghi¢gm ddnh gid an todn trén tim mgcb IEP ﬁﬁé{tﬂliplg;ﬁ%wg%pm/

Evaluating Outcomes with sitagliptin):

Thit nghiém dugc ti€n hianh trén 7.332 bénh nhin diéu tri bing sitagliptin, liéu

100 mg/ ngay (hodc 50 mg/ ngay ddi véi bénh nhdn suy thdn trung binh ¢6 Cl, 2 30

d€n < 50 ml/phit/ 1,73 m’) vd 7.339 bénh nhin ding placebo clia nhém diéu tri.

C4 hai nhém bénh nhin dugc theo ddi ndng 40 HbA,. va y&u td nguy cd tim mach

(CV risk factors). Tdn suft xdy ra cdc tdic dung khéng mong muén nghiém trong &

bénh nhén diéu tri vdi sitagliptin twong ty nhy nhém diing placebo.

D4&i vdi nhitng bénh nhin clia nhém diéu tri dang s&f dung k&t hgp vdi insulin va / hodc

sulfonylurea, tin sufit xdy ra ha dudng huy€t niing 1a 2,7% & bénh nhin st dung sitagliptin

vd 2,5% & bénh nhdn ding placebo; d6i véi nhitng bénh nhin khong sit dung két hgp

v@i insulin va / hodc sulfonylurea, tin suit xdy ra ha dudng huy€t ning 12 1,0% & bénh

nhin sif dung sitagliptin vd 0,7% & bénh nhdn ding placebo. Tin sudt xdy ra viém tuy

12 0,3% & bénh nhin sir dung sitagliptin va 0,2% & bénh nhén ding placebo.

Hudng ddn cdch xit tri tdc dung khéng mong mudn:

Cin cip citu n€u c6 bit k¥ nhitng ddu hiéu clia mbt phdn @ng di dng: phét ban, khé thd,

sung mit, mdi, ludi hodc cb hong.

Ngung ding thudc va lién hé ngay béc s n€u xudt hién tdc dung phu nghiém trong nhu:

- Viém wy: Pau ving thugng vi lan rOng dé€n lung, bubn ndn va 6i mita, 4n mit ngon,
nhjp tim nhanh hodc

- S4t, dau hong va dau ddu trim trong, ndi mén 44 da.

Né&u nghi ngd viém tuy cp xdy ra, lam cdc xét nghiém thich hgp (Amylase huy€t thanh

v nudc ti€u, ty 1& thanh thdi amylase/ creatinin, dién gidi dd, calci huy€t thanh, glucose

va lipase), ngung ding sitagliptin va diéu tri hd trg kip thoi.

Théong bdo cho bdc si cdc tdc dung khéng mong mudn gdp phdi trong sit dung thude.

SU DUNG THUOC & PHU NU CO THAI VA CHO CON BU

Phy ni? ¢6 thai E— ,

Vi chifa c6 nhitng nghién cifu ddy dd va ddi chitng t6t & phy nif ¢6 thai, nén chua biét
rd tinh an todn cda sitagliptin & d6i trgng ndy. Nhu cdc thudc ubng tri ting dudng huyét
khéc, khong khuy€n céo sit dung SITAVIA trong thai ky.

Phy niz cho con bu

Sitagliptin dugc bai ti€t vao sa chudt cdng me. Vin chua biét rd sitagliptin c6 bai
ti€t vao sifa ngudi hay khéng. Do d6, khdng nén‘dﬁng SITAVIA cho phu nit dang cho
con bi.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Hién chua c6 cdc nghién ciru vé dnh hudng cla sitagliptin 1én khd ning ldi xe va vin
hanh mdy méc. Tuy nhién, ngudi ta cho ring sitagliptin khéng dnh hudng 1én khad ning
141 xe vd vin hinh mdy méc.

QUA LIEU VA XU TRI

Trong nhitng thit nghiém 1im sing c6 d8i chitng & ngudi khde manh, sitagliptin liéu
don d€n 800 mg dugc dung nap t6t. Trong mdt nghién citu ding liéu 800 mg sitagliptin,
khodng QTc ting rit it vd khong lién quan d&€n 1dm sang. Chua c6 kinh nghiém s dung
cdc liéu cao hon 800 mg & ngudsi. Trong cdc nghién cltu giai doan I vé ché€ dd nhiéu
liéu trong ngdy, ngudsi ta khong tim thdy cdc phdn @ng bt Igi trén ldm sing lién quan
d€n liéu khi ding sitagliptin 4&€n lidu 600 mg/ngdy trong 10 ngdy va 400 mg/ngay dén
28 ngay.

Trong trudng hgp qué liéu, nén 4p dung cdc bién phép hd trg thudng ding, nhy loai bd
chdt chua kip hdp thu khdi dudng tiéu héa, theo ddi trén ldm sing (bao gbm l1Am dién
tim d4), va tri liéu ning 43, n€u cén.

Sitagliptin c6 th€ duge thim tich vira phdi. Trong nghién citu 1dm sang, khodng 13,5%
lidu ding dugce loai bd sau 3 - 4 gid thim phin mdu. C6 th€ xem xét thim phén méu
kéo dai n€u phid hdp trén lim sang. Vin chua biét rd thim phin phiic mac c6 thé thim
tdch dugc sitagliptin hay khéng.
PONG GOI

10 Vién nén bao phim/ Vi x 3 Vi/ Hjp.

BAO QUAN
Trong bao bi kin. & nhiét dd phong khdng qué 30°C.

HAN DUNG
36 thdng k€ tir ngay sdn xuil.
Khdng ding thubc qud hgn si dung ghi trén hjp.

TIEU CHUAN
TCCS.

Sdn xudt tai

CONG TY CO PHAN KOREA UNITED PHARM. INT'L

S3 2A, Pai 16 Ty Do, Khu cong nghiép Viét Nam - Singapore, Thuin An, Binh Duong,
Viét Nam.




