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HU’O’NG DAN SU DUNG THUOc CHO NGUO'I-BENH

; Sltaglbes 50

Thuéc ban theo don
gzc k§ hwéng dén s dungtrl.r&c khl dl)ng
xa tAm tay tré em
Thﬁng bao ngay cho bac sy hoéc duqc sS' nhipng tac dyng khdng mong muén g#p phai
khi sir dung thude
Khéng diing thudc qua thei hgn sir dl,mg ghitrﬁn nhén

Thanh phan: Cong thifc cho { vidn: 3 '_

Sitagliptin... )20 _
; Du*mdgngSitaghptnnphosphatmqnohydrat P AN T [ ...64,25mg)
il B EPTC Y tunidin. - srampnoyats § (bRt iia .Avién

,(Dicalci phosphat khan, Mlcrocryslallm oellulose 112, Povidon. K30 Groscarmellosa natri,
Magnesi stearat, Hydroxypropyl methylcellulose 606 Tale, Titan dioxid, Oxui sét vang,
Polyethylen glycol 6000, Polysorbat 80). w 2!

Mé ta san phadm:Vién nén tron bao phum mau’ vang mot mat*twn mét mat cé gach ngang, dwrdng
kinh'9,0mm.

Quy cach déng géi: Hop 4 vix 7 vién nén bao phlr'n

Thuéc diing cho bénh gi:

Thuéc nay chira sitagliptin duoc diing dé kiém soat legng dwéng trong mau & bénh nhan dai
théo duong typ 2 két hop véi ché do an valuyén tag

Tiy theo tinh trang bénh clia ban ma bac s ¢6 thé chi dinh dung thuée nay mét minh hogic két
hop véi mot sé loai thuée khac (insulin, metformin, sulfonyluré hoac pioglitazon).

Nén dung thubc nay nhirthé naova lidulweng:

Céachding: 3

Pontriliéu: Uéng thubc ngay mOtlén cothé cling véi bira #n hodc khong.

Piéu tri phéi hop:Khi diing sitagliptin trong ché dé didu trj phéihop cb dinh sita llptin!rnetfonnln
hydroclorid, uéng thuéc phdi hop 2 lan/ngay cling véi bira &n, ting lidu tir tir dé giam thléuADR
trén dwdng tiéu hda cla metformln hydroclorid.

Liéu lvong:

Liéu dung va théri gian dlng thubc tiy theo tinh trang bénh clia ban. Luén ludn diing thube ding
nhu béc s§ da huong dén. Khong nén u6ng thuéc v&i s6 lwgng nhidu hon hogc ithom hodc lau
hon sovéilidu chidinh.

Khinao khéng nén diing thubc nay:

Khéng str dung thudc nay cho céc trrérng ho'p sau:
M2n cam véi sitagliptin va bét ky thanh phén nao cia thubc.

__Daithao dudngtyp 1 (phu thudc insulin).

Pai thdo dwdng nhiém toan ceton.

Tac dyng khéng mong muén (ADR):
nhu tat ca cac loai thube; thube nay c6) thé gay ra tac dung phy, nhieng nhiéu nguoi

khéng cohoacitphanng phy: = o
Thuwong gdp, ADR> 1/100
Tiéu hoéa: Tiéu chay, dau bung, budnnén.

H& hép: Viém hau - miii -hong.

ADR khéc:

' Phirngoai bién; nhiém khuan dwéng ho hap trén, dau, khd miéng, chan 4n, budn ngt, dau dau,
chéng mat, ha glucose huyét (nguy co cang tang khi phdi hop véi sulfonylurd), viém xuwong
khép man tinh, viém tuy, tang enzym gan, tang creatinin huyét thanh, tang bach ciuva céac
phén trng man cam nhu phan vé, phit mach, hc:u d'u.rng Stevens-dohn&on wém tnbcda may
day, man ng(ra. -

Néu ban gap bét ky tac dung phu niao ké ca 'nhirng 'tae dung phy ehl.ra Het K& nhw trén nén
ngtrng ubng thuéc va théng bao ngay cho bac s d& c6 cach xir tri kip thi!

Nén tranh dung nhirng thuc hogc thyrc phémgi khidang strdung thudc nay:

Trurérc khi diing thubc nay, cho bac s§ ctia ban biét tat ca cacloai thudc khac ma ban dang sir dung,

) , b ﬁng.kedaﬂ. thude tie dugc ligu hoépt}wgphém chlcnang,
ndang dung th chatf huyétkhac.

Dic biét, cho bac s§ biét néu ban dang dung dlgOXII'I (métloai thubc. dung d& didu trinh ip tim bét
thwdng va cac vén dé tim mach khéc) vi thude nay lam téing ndng do digoxin trong huyét twang.
Danh sach nay khong déy du cac loai thube khac cé thé twong tac véi sitagliptin. Hay cho bac
sy clia ban biét vé tat ca cac loai thubc ban dang sir dyng. Birng dling mét thudc méi ma khong
noi v&i bac sy clia ban.

Ban nén tranh uéng ruQu trong khi diéu tri v6i sitagliptin do rugu. 06 thé Iém téng tac dung ha
glucose huyét ctia sitagliptin.

Cinlamgikhim ug: I4n quén khéng dung thude:

Néu quén thudc can phai ubng ngay khi nhé ra {triréng hop'didu tri phdi hop can phai uéng
cling v6i bira &n), cang som cang tot va bét dAu lai lich ubng thubc. Néu nhé ra lidu ding da
quén tai thori diém lidu ké tiép thi bd qua liéu d& quén va thue hlénﬂéptheodung lich uéngmuéc
dang c6. Khong duwoc bii liéu da quén bang cachnhan dsilidu. -

Néu chua rd nén héi bac sy dang diéu tri cho ban. Khéng dung 2 lidu cung lic. Khong ty Nhay
dbilidu hodc nguwng thube.




https://trungtamthuoc.com/

Cén bao quan thubc nay nhwthénao:

Nhirng ddu hiéu va triéu chirng khi diing thudc qualidu:

" Hién con itthdng tin vé qua liéu sitagliptin. ; L

Cén phai lam gi khi ding thuéc qua liéu khuyéncao: - 4
Goi cho bacsy clia ban hodc dén ngay co s&y té gén nhét. ;

Nhirng didu cin than trong khi diing thubc nay:
Cactinhtrangcanthantrong: = i
Trwée khidiing thube nay, ban hay cho bac 57 biétnéu bari ¢6 batky tinh trang ndo duwdi day:
Covén dé vé tuyén tuy (nhw viem tuy). : 50 ;
Co6 vandé vé than (nhw suy tt;gn)’.
Ban dang sét, nhiém khuan, sap phiu thuat.
Ban co phan (rng dj (rng véi sitagliptin.
Céc khuyén céo diing thudc cho phuy ni¥ c6 thai va cho con ba: :
No6i chuyén v&i bac sy trirére khi ding thubc nay néu ban dang mang thai, dir dinh ¢6 thai hogc
dang cho con bu vl thubc ny trénh dung trong thoi ky mang thai va thubc c6 thé anh hudng dén
b T et el s e iy ol hapdidi s
Tac ddng cuathubc @énkhanang laixe vavin hanhmaymée:
Thubc khong c6 hodc dnh hwdng khdng dang ké dén kha nang lai xe va sir dung may moéc. Tuy
nhién, khilai xe hodic str dung may méc, nén fuu y thudc co thé gay chongmatvabudnngd.
Ngoai ra, bénh nhan nén dugc canh bao vé nguy co ha dudng huyét khi thudc nay dirgc st
dung két hop véri mot sulfonyluré hodc véi insulin, 1

Khi nao can tham van bac s§, dwoc sy: iz
Dang sir dung loai thuée khac, bao gém cé thube ké donva khéng ké don, thube tir duge ligu
hoéc thirc pham chirc néng.
Phuy ni dy dinh c6 thai, dang c6 thai hodc cho gon bu.
Ngudi co van dé vé tuyén tuy hodc than.
Nguidvicao tudi. in fi
Nguwoi sdp phéu thuat. . I
Nguréri dudi 18 tudi.
Nguéi c6 tién sir dj rng v&i thube, thire phdm hodic céc chét khac.

1'=/Néu cn thém théng tin xin'hdi y kién béac sy hodic dugcsy.

Han diing ctia thudc: 36 thang ké tir ngay san xuét.

RaNes o) n F NINCELEIUTIL - WG

'HUONG DAN SU DUNG THUGC CHO CAN BO Y TE

Céc déc tinh dwore lye hoc, dwore ddng hoc:
Cac dactinh dworc e hoc: M 2 faqtas |
Sitagliptin trc ché dipeptidyl peptidase-4 (DPP-4) Ia mot enzym lam bét hoat cac hormon kich
thich tiét insulin khi an (incretin hormon), g_'6mob glugacon-like peptid-1 (GLP-1) va glucose-
‘dependent insulirotropic polypeptid (GIP). =+ =" : e
GIP va GLP-1 kich thich tdng hep va gidi phong insulin tir cac té baa beta tuyén tuy, phy thudc
glucose (nghfa Ia khi néng d6 glucose binh thuéng hodc cao), GLP-1 con lam gidm glucagon
‘tiéttir céc 16 bao alphia tuyén tuy, phy thugc glucose dén dén gan gidm sén xuét glucose. Trong
didu kién sinh ly binh thuwéng, cac incretin hormon dwoc rudt non giai phong suét ngay va nbng
dd tang sau khi&n; cac hormon nay nhanh chéng bi enzym DPP-4 bat hoat. '
In vitro, & ndng dd twong (rng véi lidu didu tri, sitagliptin (rc ché chon loc DPP-4, khéhg anh
huéng dén DPP-8 va DPP-9. Thuéc lam tang ndng do GIP va GLP-1 trong tuén hoan, phy
thugc vao glucose. Str dung ddng théi sitagliptin va metformin cé téc dung hiép déng dén ndng
d6 GLP-1 co hoattinh. g
Sitagliptin ha th&p ndng d6 glucose huyét turong lic doi va 1am gidm cac thay ddi nbr}g as
glucose sau khi diing mot liéu nap glucose hodc sau biva an & ng';ubi'@[ thao dueng typ 2.
Céc @ictinh dugre ddng hoc: S e :
Hép thu: Sitagliptin hap thu nhanh qua dudng tiéu héa, Sinh kha dung tuyét déi ciia thubc khoang
87%. Tai trang thai n dinh (thuromg dat dwoc trong vong 3 ngay sau khdi dau didu tri), thudc dat
ndng d6 dinh trong huyét trong trong khodng 3 giér (dao ddng ttr 1 - 4 gidy) sau Igguén'g. Thiec &n
_,_khdng anh hwéng dén hap thu. Thube bét Gau tac dung gidm thay ddi ndng do glucose huyét
_, trong sau &n trong khoang 60 phit. Kha nang (e hoat tinh ctia DPP-4 khoang 80%, kéo
dai trong 12 gi&r hoac 24 gidr, twong Leng v lieu uéng sitagliptin = 50mg hodc = - 00mg.. ...,
Phén bo: The tich phan bb x&p xi 198 Iit, ty 1& gan voi protein huyét tirong khodng 38%. Khong
rd thube co vao dwoc siva me hay khong. L Lok
Chuyén héa: Sitagliptin chuyén héa gi¢i han bdi hé théng cytochrom, qua isoenzym 3A4 va
2C8thanh chétchuyén héakhongconhoattinh. h
. Théi tri: Thudc thai trir chi yéu qua nudc tidu khodng 87% (trong d6 75% duwdi dang khang ddi,
. 16% dui dang g4 chuyén msag va qua phan khoang 13%._Sitaglﬁi'n thai trir qua nwéc tidu
theo co ché baitiét tich cec qua dng than, Thai gian ban thai cla thude khodng 12 gio:.
- Suythar: Diéntich i cuong cong (ALC) tang,thi gian b haikéo da .
~~ Suyganmure d6 trung binh: Nong d6 dinh clia thube trong huyéttuong va dién tich dudi duong
. cong (AUC) tang nhwng khong co y nghia lam sang. 2
Ngueicao tudi: Néng dé thudc trong huyéttuongtang khong dang
Chidinh, liéu diing, cach ding, chéng chidinh: - ;
Chidinh: . (B 2i2y i baprale .
Sitagliptin dugeding don tri iéu dé kién soat glucose huyét & bénh nhan dai thao dueng typ 2

e Céng ty CP Dwgc phdm Agimexpharm

k& 50 v&i ngudi binh thuong.

27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang
Sén xuét tai: Chi nhanh Céng ty CP Dwge phdm Agimexpharm - NI
AGMEXPHARM  DBuwdng Vi Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyér
GMP-WHO DT: 0296.3857300 Fax: 0296.3857301
Ngay xem xét stra dbi, cap nhat lai ndi dung hwéng dén sir dyung thuédc: 27/03/2018
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(khéng phy thudc insulin)cung véi chéddan va luyéntap. o %
Sitagliptin dugre ditng phdi hop véi cac thube ubng chéng dai thao dudng khac dé kiém soat dai
thao dwong typ 2 trén nhirng nguwéi khéng kiém soat dugc glucose hu_yét khi dung don tri liéu
thudc chéng daithdo dwongdangudng. . = w». 3
Sitagliptin con dugie diing phdi hip véi metformin va pioglitazon khi cap phéi hop nay khéng
ki&m soat dwoc glucose huyét. S O P B D
Sitagliptin cting dwoc phéi hop véi insulin (kém theo hodc khéng kém theo metformin) khi
insulin khéng kiém soat duoc glucose huyét. 3 = :
Liéuding:
Trén nguoi chua duwgc didu trj trude do:
Don triliéu: Ngudilon uénQ'TDO_fﬁQr,[_i);‘géy ERb :
Didu tri phéi hop véi metformin hydroclorid: Uéng sitagliptin 100mg, ngay 1 1an.
Trén ngudi chuyén sang ché do diéu trj phdi hop véi mét thube chdng déi théo dudng khéc:.
Didu tri phéi hop v&i metformin hydroclorid: Uéng sitagliptin 100mg, ngay 1 Ian. C4 thé duy tri
lidu metformin hién tai khi kh&i dAu diéutrj két hop VEi SRAGHPHIR.- . oy e maeie o 2
‘Biéu trj phdi hop voi mot sulfonyluré: Ubng sitaglgnin 100mg, ngay 1 1an. C6 thé can giam lidu
sulfonyluré dé giam thiéu nguy co haglucose huyét. ; I
Diéu tri phdi hop véi metformin hydroclorid va mét sulfonyluré: Ubng sitagliptin 100mg, ngay 1
14n. C6 thé cAn gidm lidu sulfonyluré dé giam thiéu nguy corha glucose huyét. 6y
Diéu tri phdi hop voi thiazolidindion: Uéng sitagliptin 100mg, ngay 1 IAyn. Co thé duy tri lidu
thiazolidindion hién tai khi khdi dau diéu tri két hop voi sitagliptin,
Ché dé didu trj phdi hop cd dinh sitagliptin/metformin hydroclorid: CAn diéu chinh lidu theo ting
ngudi bénh dya trén ché do diéu trj dan%ép dung, dap (g lam sang va kha nan? dung nap
thubc. Cén I'éét stic than trong khi thay d6i ché d6 diéu tri vi co thé gay ra thay dbi kiém soat
glucosehuyét. i . : Rrit
Trén nguoi khong kidm soat duoc glucose huyét khi dung sitagliptin don tri ligu: Khéi 6au ding
_phéi h%p cb dinh 50mg sitagliptin va 500mg metformin hydroclorid, udng 2 lan/ngay. Néu can,
tang liéu metformin bang cach dung phéi hop cb dinh 50mg sitagliptin va 1g metformin
hydroclorid, ubng 2 1An/ngay. s N~ N
Trén ngudi khdng kidm soat dugc glucose huyét khi diing metformin don tri liéu: Tuy thude vao
lidu metformin dang ap dung, lwa chon khéi dAu diing phéi hop ¢b dinh 50mg sitagliptin va 500mg
metformin hydroclorid hodc 50mg sitagliptin va 1g metformin hydroclorid, udng 21an/ngay.
Trén nguéi khdng kiém soat duorc glucose huyét khi dung metformin 850mg, 2 lan/ngay: Diing
phdi hop cé dinh 50mg sitagliptin va 1g metformin hydroclorid, uéng 2 1an/ngay.
Trén ngudi khdng kiém soat dugre glucose huyét khi ché d6 didu tri phéi hop hai thudc sitagliptin
va metformin hydroclorid, sitagliptin va mét suifonzll.l_r_a, hodc metformin .hydroclorid va mgt
sulfonyluré: Ding phdi hgp cb dinh 50mg sitagliptin, ung 2 An/ngay. Dira trén mizc glucose huyét
hién tai va mirc li&u metformin dang diing dé xac dinh liéu ctia metformin phdi hop.
Liéu gi6i han: : ) A
Sitagliptin don trj liéu: Lidu ti da 100mg/ngay. o
Phéi hop cé dinh véi metformin hydroclorid: Liéu téi da sitagliptin 100mg va metformin
hydroclorid 2g/ngay. o .
Liéu dung trén doi twong déc biét: :
Suy gan: Khéng ¢n hiéu chinh lidu @i véi bénh nhan suy gan nhe dén trung binh. Tinh an toan
va hiéu lyc clia thudc trén bénh nhan suy gan néng chuwa duoflc,thiél 1ap. %
Suy than: | ; ; = gl gl
Sitagliptin don trjliéu: |
Khuyén céo hiéu chinh liéu va st dung than trong trén b&nh nhan suy than vira dén nsing hoac
ngudri bénh suy than giai doan cudi rgn phaith&m tach mau hog;:l thém tach phucmag. |
Trén nguwoi bénh suy than mirc d§ trung binh (CICr 2 30 den < 50ml/phut, ndng d6 creatinin
huyét thanh trong khodng > 1,7 - 3mg/dl déi v&i nam hodc > 1,5 - 2,5mg/d| d6i voi nr): Lidu
sitagliptin khuyén céo la 50mg, ngay 11an.
Trén ngudi bénh suy than nang (CICr < 30ml/phut, ndng dd creatinin huyét thanh trong khoéng >
3mg/di ddi vé&i nam hodic > 2,5mg/dl dbivéi niv): Liéu sitagliptin khuyén caola 25mg ngay 1 [an.
Nguéri bénh suy than giai doan cudi can phai thAm tach mau hodc thAm tach phic mac: Liéu
sitagliptin khuyén céo 1a 25mg, ngay 1 1an. C6 thé dung sitagliptin-ma khong cin @& y t&i thoi
gian thAm tach méau. s ol DSl bt _ S Lo ;
Ché do didu tri phdi hap cb dinh sitagliptin/metformin hydroclorid:
Nguoi bénh suy than phai hidu-chinh lidu dung sitagliptin khéng nén chuyén sang ché dé didu
tgghéi hop cé dinh sitagliptin/metformin hydroclorid.
i v ngLrdr bénh cao tudi: Can théan trong khilyra chon liéu ding vi chire néing than co thé giam.
Céachdung: . )
Don trj liéu: Ubng thubc ngay mét1an, c6 thé ciing véi bira @n hodic khéng. Néu quén thube can
phai uég ngay-khinha ra, cang som cang tot va tiép tuc hiéﬁlmmmw Néu
nhé ra lidu ding 6& quén tai thdi diém lidu ké tiép thi bd qua lidu d& quén va thiee hién tiép theo
dung lich ubng thuéc dang c6. Khong duwrore bil liéu da quén béng cach nhan dbiliéu.
Didu tri phéi hop: Khi ding sitagliptin trong ché @6 diéu trj phéi hpm-lcé_ dinh sitagliptin/metformin
hydroclorid, udng thubc phdi hep 2 lAn/ngay cling véi bira dn, ting liéu tir tir dé giam thidu ADR trén
duomng tiéu hoa ciia metformin hydrociorid. Néu quén thuéc can phai udng ciing véi biva an ngay khi
- nhé ra, cang sém cang t6t va bat dau lai lich udng thude. Néu nhérra lidu duing @ quén tai thoi diém
lidu ké tiép thi bé qua lidu da quén va thuc hién tiép theo ding lichuéng thube dang co. Khéng duorc bl
liéu 3 quén bang cach nhan dbiliéu. \
Chéng chidinh:
Man cam véi sitagliptin va bat ky thanh phan nao clia thuée.
Paithao dudngtyp 1 (phu thude insulin).
Paithao dwénanhidm toan ceton.




httpS//trungtathm%Qngn trong khi dung thudc: '
Cac tinh trang can than trong: ; . %’
Viém tuy cip da dwoc béo cdo trén ngudi sir dung sitagliptin hodc sitagliptin phéi hop véi
metformin. Chura c6 nghién ctru vé st dyung thudc trén ngudi co tién stk viém tuy va khgcng ré
nhirng déi twong nay khi diing sitagliptin c6 gia tang viém tyy hay khdng. Khi diing thudc trén
nhirng ngui c6 tién st viem tyy, can than ﬁ?ﬁs Vﬁ&ﬁm sétdlﬁlehfahﬂ ﬂ'gg‘ogﬂi céc biéu
hién ctia viém tuy nhw budn nén, nén, chan an, dau bung néng kéo dai. Néu nghingd viémtu
phai nglrng ding sitagliptin. Viém tuy thuéng xay ra trong vong 30 ngay dau diéu tri. Yéu
nguy co' bao gdm: Béo phi, tdng cholesterol, tang triglycerid.
Strdung & bénh nhan suy than: Can danh gia chizc ndng than tredc va dinh ky khi didu trj béng
sitagliptin. Trén mét sébgnh nhan da xay ra hién fwgng suy gidm chirc nang than, bao gom ca
suyﬂs\gn cép, cAn phai tham tach mau. Trong s0 nhitng bénh nhan nay, mét s6 da bi suy than va
mét s6 dung lidu sitagliptin khéng phi hopt Str dung than trong trén nhikng ngwdi bénh suy
than vira d&n nang hoac ngudi bénh suy than giai doan cudi cin phaithdm tach méu hodcthdm
tach phtic mac; phai hiéu chinh lidu néucén. v :
Trong thei gian bj stress (sét, nhidm khuln, phau thuét) c6thé méat kidm soét glucose huyét,
tam ngirng sitagliptin vé dng insulin @& kidém soat. Ap dung trj liéu bang sitagliptin trd lai khi giai
doan tang glucose huyétcip da qua.
Phan (rng man cam hiém gap bao gém: Phan Emgéphén vé, phtt mach, phan (ng dj &ng da
nghiém trong nhw hdi chirng Stevens-Johnson. Man cam thuwéng ra trong vong 3 thang
kh&i dAu didu tri nhung ciing c6 thé xuét hign & ngay liéu dAu tién. Néu xay ra déu higu/triéu
~chirnghodc phan (rng man cam, phai nglrng thudc ngay. :
Thén trong khi phéi hep sitagliptin véi cac thube thude dén chat sulfonyluré vi ¢ thé 1am géia
tang nguy co ha glucose huyét. Giam'satchat ché glucose huyét, c6 thé hiéu chinh lisu
sulfonyluré khi can thiét. I
Strdyng & tré em: Tinh an toan va hidu lyrc clasitagliptin & tré em dwéi 18 tudi cha duoc xacdinh.
Céc khuyén cao ding thubc cho phy nir ¢é thai va cho con b
Thaoi ky mang thai:
Trénh str dung sitagliptin trong thoi ky mang thai.
Thoiky cho con ba: i
Chua rd sitagliptin cé bai tiét vao s(ra me hay khéng, do d6 khéng nén diing sitagliptin cho phu
nir dang cho con bd trirkhi d& can nhac ky gitra loi ich va nguy co.
Téc déng ctia thubc dén kha nang 14l xe va van hanh may méc:
Thuéc khéng e hodc anh hudngkhdng dang ké dén khanang iixe va strdyng may méc. Tuy nhién,
khi l4i xe hodc str dung may moc, nén luu y thube c6 thé gay chéng mét va budn ngu.
Ngoai ra, bénh nhan nén duoc canh béo vé nguy co ha duéng huyét khi thue nay duoc str
.. dung két hop véimét sulfonyluré hogc voiinsulin. dis
Twong tac cua thube véi cac thube khéac va cac loai trong tac khac:
Tang tac dung va doc tinh: by
Ruou, steroid ddng hda, cac thube trc ché MAO, testosteron: Cé thé lam tang tac dung ha
glucose huyét cua sitagliptin. " a
. Sitagliptin lam (é? ndng dé trong huyét tiong cla digoxin,
Cac thubc trc ché beta-adrenergic ¢ thé che Iap du hiéu ha glucose huyét cla céc thubc
chéng dai thao dudong, e wriife
Giam tac dung: :
Cac thubce corticoid, lgi tiu quai va thiazid, thubc tranh thai: Cé thé dbi khang tac dung ha
glucose huyét ciia cac thubc chong déithao dudng. - - ; -
Cac thude (rc ché hodic cam (rng CYP3A4 va 208 khéng anh hudng dén chuyén héa clia
sitagliptin. : ; Y .
Téc dung khéng mong muén: :
Thuong gap, ADR > 1/100
Tiéu héa: Tiéu chdy, dau bung, budn ndn.
H&'h&p:Viem hau - miii= hong. :
ADR khac: e : g
" Phiingoai bién, nhiém khu&n dudng hd hép trén, dau, khd miéng, chan &n, budn ngt, dau dau,
" ‘chéng mat, ha glicose huyét (nguy co cang tang khi phéi hop véi stlfonylurs), viém xurong
khép man tinh, viém tuy, tang enzym gan, ting creatinin huyét thanh, tang bach cau va cac
phén trng' m&n ¢am nhw phan vé, phit mach, héi chirng Stevens-Johnson, viém tréc da, may
day, man ngira. I :
Huwéng dan cach xir tri ADR: , ;
Néu nghi ngér viém tuy cap xay ra, lam cac xét nghiém thich hqg (amylase huyét thanh va nwédc
tidu, ty 16 thanh thai amylase/creatinin, dién gidi dé, calci huyét thanh, glucose va lipase), c&n
ngirng dung sitagliptinva diéu tri h6 trg kip thoi. i
Quaé lidu va cach xirtriz _ ;
Triéu chirng: Hién con it thong tin vé qualidu sitagliptin. DA co tai liéu vé st dung sitagliptin lidu don
© @én800mg trong nhirng thir nghiém Iam sang duoc dung nap tét. Trong mdt nghién ciru dung liéu
800mg sitagliptin, khodng QT ting rat it va khdng lién quan dén 1am sang. Chura cé kinh nghiém st
“dung cac liéu cao hon 800mg & ngurdi. Trong cac nghién cleu giai doan | vé ché do nhiéu lidu trong
ngay, ngudi ta khong tim thay cac phan (ng bét loi trén Iam sang lién quan dén liéu khi ding
sitagliptin dén lidu 600mg/ngaytrong 10 ngayva 400mg/ngay dén 28 ngay. '
Xir trf: Trong treerng hop qua lidu, nén dp dung céc bién phap hé-trer thudng ding, nher loai bo
chét chua kip hap thu khoi dwéng tiéu hoa, theo dai trén 1am sang (bao gbm 1am dién tam 6d),
“vatriligu nang dd, néu cén. Sitagliptin c6 thé duwgc thAm tach vira phai. Trong nghién ciru lam
- 'sang, khoang 13,5% lidu ding dirge loai bd sau 3-4 gi¢ thAm phan mau. C6 thé xem xét thdm
phan mau kéo dai néu phu hop trén 1am sang. VAn chura biét rd thAm phan phiic mac cb thé
thé&m tach dwgc sitagliptin hay khéng. #
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