HUONG DAN SU DYUNG THUOC CHO NGU'OI BENH

™ Sitagibes'50

Thuébe bén theo don
ky hudng din sir dung trirére khi ding
xa thm tay tré em
Théng bao ngay cho bac s§ hodc durgc s§ nhirmng tac dyng khéng mong mudn gap phai
Khi sir dyng thusc
Khéng ding thubc qua théri han sirdyng ghi trén nhin

‘Thanh phiin: Cong thire cho 1 vién
b T B I T S e
(Dutri dang Sitagliptin phosphat monohydrat ...
B R A
(Dicalci phosphat khan, Microcrystallin
Magnesi stearat, Hydroxypropyl methylceliulose
alyool 6000

ylen gly -
M8 ta san phdm: Vién nén trén bao phim mau vang, mét mtirom, mét mat e gach ngang, duong
kinh9,0mm.
Quy edch déng goéi: Hop 4 vix 7 vién nén bao phim.
Thubdc ding cho bénh gi:
Ilm&c nay chia sitagliptin dugrc ding ad kidm soat lrgng dudmg lrong méu & bénh nhan dai

: 2kéthop :
Ty theo inh rang bénn cia bon mé b 5 6 thé chi dinh diing thuc ndy mdt minh hodc két
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Nén dung thubc nay nhur thé nao va ulc': Irgng:

Céchding:

Bantn igu: Ubngthube gy motifin, c6 thé ciing v biva an hodc khong.

Diu i phéi hop: Khi ding sitagliptin irong ché a8 didw tr phéi hep o6 dinh sitagliptin/metformin
hydroclorid, ubng thubc phéi hop 2 lan/ngay cung vér bira &n, tang liu tir tir aé gism thidu ADR
trén g tiéu hba cua i

Lidu lvemg:

Kt rutcinadincing v 0 v oo o v
Shagliptin dugrc ding phi hop vél g g é Sobt dé
aha":saap.mngngp2uannnmwmm-qb&nm5mgm«emmmmnqaonmm

duromg -
thubc chbng dai théo hop véi metiofmin v4 pioghtazon Knicap phéi hap néy khéng

mgnpmoonamaﬂm
o glucose
smgm:.mamw&mmw'mwwmmmmmu,m
insulin khéng kiém soat dugc glucose huyét

Liéu ding:

mecmdmnﬂéumzmcﬁé -

Do tri ligu: Ngurér fom 100mg, ngdy 118n. i

Didus tr| phéi nrp verimetformin hydroclond: Uéngmaqkpﬂﬂjoﬂn:g,ngéﬂ o

8 ek bl : o i

il tr phdi hop vén metformin hydrociond: Ung stagliptin 100mg, ngay 1 1n. C6 th duy i
libu metformin hién tai khi khdr ddu didu trj két hop voi sitagiiptin.

Didu trf phéﬂw).va;nﬁsuwanwre ubngmymsm ngay 114n, C6 thé cin gidm iéu
Diba 1 phéi horp v6i metformin hydroc & Ubng sitagliptin 100mg, ngdy
Iénc‘. 4 ~an & il aA coh b+

Dibu tri phdi hop véi thiazolidindion: Usng sitagliptin 100mg, ngdy 1 1n. C6 thé duy i §u
mhu;zmdnflonmgnhl khi ki dhu dibu tri két hop v sitagliphin.
Ché d6 diu trj phdi hop

va mot
A

i bénh diza trén ché 83 i rj dang 4p dung, d4p Umg IAm sang VA khd ndng dung nop
;’L&é":—\h&ls&cmnmngmim mu&?@‘:uptmwmégﬂramﬂ&h&“w
glucose hi % . y .
Trénngi At i 6w Khévi ahu ding
shéi hop cb Binh 50mg sitagliptin va metformin hydrodiorid, mszm Néu clin,
mnq'l‘gﬁmeﬁamﬁnb&gmdrdmu hop cb dinh 50mg sitagliptin va 1g metformin

hydrocierid, ubng 2 An/ngay. .
Tmnmmmmramgmwmwm@mmmmﬁwmm
dang ap dyng, i dbu ding phdi hop

jotin & 500mg

orid inva 19 =
T"B‘ﬂﬂwl‘-rjkhdﬂgki&nmawcglumemy&kmdﬁmmnsmg..zlédmaym
TR 2008 agliptin va 1gmetformin ngay. .
Trén ngur khng kibm sodt duore glucose huy8t khi ché A6 diéu tri phéi hap hai hubc sitagliptin

Liéu diing va théri gian ding thubc tisy theo tinhtrang bénh cla ban. Ludn fludn ding thube dd
nhur bac sy dé hudng diin. Kndng nén ubng thudce véi sb iugng nhidu hon hodc it hom hogc iu
hon sovéilidu chidinh,

Khinao khéng nén dung thube nay:
Khodng sir dyng thubc néy cho cac trudrmg hop sau:
ﬂ&n cém vdi sitagliptin va bt ky thanh phan nao cia thube.

typ 1 (ph
Baéithao dudmg nhibm toan ceton,
Tac dyng khﬁrg mong mubn (ADR):
Glgng nhr 13t ca céc loai thubc, thube nay o6 thé gay ra tac dyng phu, nhung nhibu ngudri
khong c6 hodc it phan g phu.
Thuamg gép, ADR > 1/100
Tiéu héa: Tiéu chay, dau bung, bubn nén.
HBhAp: Viém hau - mGi - hong.
ADR khéc:
Phiingoai bién, nhiém khuln duemg hd hptrén, dau, khd migng, chan an, bubn ngd, dau dbu,
ching m3i, ha glucase huyét (nguy cor cang tang khi phéi hop véri sulfonylurs), viem xuong
khérp man tinh, viém tyy, tang enzym gan, tang creatinin b thanh, tang bach cAu va cac
phan mg mﬂ c&m nhur phén vé, phi mach, héi chimg Stevens-Johnson, viém troc da, may

daéy, maAnngtra.
Néu ban gap hé‘l ky tac dung phy nao ké ¢a nhirng tac dung phy chura 1iét k& nhu trén nén
& c6 chch xir i kip ther.

gung ubng a
Néntranh dang nhimg thubc hojc thyc phdm gz  khi dang sir dung thude nay:
Teude khi di ) bt A

bao gbm cé thubc ké dom va khéng ké don, thubc 1l 4
Ban dang ding thubc ha duéng huydtkhac,

va metformin hydroclorid, sitagliptin va mot hodic y it
- Diing phéi e i mzwwgay.wan;wmgnmm&

‘,""i" a (rei iing & du Gl hop.

Snaginplin dom trj ligu Lidu 181 62 100mgingay.

Phéi hop cb ginh voi metformin hydroclorid: Lidu t4i da sitagliptin 100mg va metformin

rwdmdunszgfgfy.

Lidu dung trén d&i tugmg dac bigt

Suy gan: Khang cin hiéu chinh li&u a8i véi bénh nhan suy gan nhe 8én trung binh. Tinh an toan

va higu lyc ciia thubc trén bénh nhan suy gan nang chua dugrc thiét 1ap.

Suy than:

Sitagliptin dom tr liu:

Khyénwhieumlnhﬁéuvéﬂzuung mnmgtrénbémnhs«lmmnmaénmm
: a . Ak it e Anebbininiegy

Trén ngudi beﬂhsu;msn mirc 4% u{ng binh (CICr 2 30 dén < S0mUphat, ndng do creatinin
‘huyét thanh trong khoding > 1,7 - 3mg/dl 881 véi nam hodc > 1,5 - 2.5mg/d| 68 vén nlr): Lidu
sitagliptin khuyén cao la 50mg, ngay 114n.
‘rronWupibem;«{w!m;am(qcrmm{u}n&wdoaeaﬁqnnwéimmmugms
; ) T L A oy
Nguén bénh sur mang&andaanwbnn?n;:;éllhémmmmauhca:m!mléchph&cmac‘.béu
sitagliptin kh céo 1a 25mg, ngdy 1 3n. C4 thé ding sitagliptin ma khang cin dé y toi thai
gian thAm tach mau.
Ché 60, b i phéi ho o8 dinb
Ngurdi bénh suy than phai hiéu chinh Iu ding sitagliptin khdng nén chuyén sang ché 60 didu
A : & CA p i : P
Cachding: iy
Bon irj ligu: Ubng thube ngdy mét idn, c6 thé cling wéri bira an hoac khong. Néu quén thube cin
phai ubng ngay khi nhé ra, cang sém cang tt va tiép tuc lai lich udng thubc binh thurémg. Néu
nhé ra libu diing 02 quén tai thar diém lidu ké iép thi bd qua fiéu 03 quén va thyc hidn tiép theo

‘Dh?’coblel,éd'lrzcbég sggiéméubandangdm digoxin (métioai thubc dung 6 didu tr nhip tim bét ding lich ung thub 1i8u da quén i
ng vi in vl thube nay lam 6 dis Didu : Khi dling sitagliptin ché 65 didu 06 dinh sitagliptin/metformin
Danps.acnnaymongaéyaﬁcac|u?imwsckhaweméwm‘g_«acwisnagbwn.Haycnobac 1 ndi g oo oy e "ﬂ&mmmmmmm
s§ clia ban biét vé tAt ca cacl g sir dyng. Dirng di 4t thube méri ma khong Buromg ti o ; Néu:nu i 7 T P Khi
noiveibAcsy cuaban, Fa, céng s6mn cing tt v bt fai ich 1ng ihube. Nad nbé ra i ung d quén tal thor i
Ban nén tranh uéng ruou trong khi didu tr véi sitagliptin do nrgu 6 thé 1am tang tac dyng ha b ki tidp thi Ay jén b 0 4 & 8
glucose huyét cla sitagliptin b 5 quén béing cAch nhan dbi liéu.
Cén lam gikhi mg: 14n quén khéng diing thuée: Chéng chidinh:
Néu quén thubc cin phai ubng ngaglkhi nhé ra (trudmg hop didu tr phéi hop cin phéi ubng MEn cam véi sitagliptin va bAt ky thanh phin nao cia thudc.
clng véi bira &n), cang sém cang 1t va bt dhu lal fich udng thubc. Néy nhé ra idu diing a3 Bai thao dudng typ 1 (phy thudc insulin).
quén tai théri diém lidu ké tiép thi bo é -mmianu&pmmdunghdﬁ b b Pai & o
dang c6. Khéng duorc biz liéu 88 quén bang céch nhan 06 lidu. Céctrirong hep th khi ding thude:
Néu chura réi nén hoi bac sy dang didu tri cho ban. Khéng dung 2 i cing lue. Khdng tis ¥ thay ctcﬁnr? ?:n r,g: "uya':n“wng:u"g =
abilidu hodcngung thubc Viém tuy cap 84 duoc bao cao trén ngudi sir dung sitagliptin hodc sitagliptin phéi hop véri

4n bao quan thubc nay nhurthé nao:
D8 & nhigt 86 duei 30°C. tranh Amva dnhsang
Nhirng d4u higu va trigu chirng khi ding thudc qué lidu:
Hign con itthdng tin vé qua liéu sitagliptin.
Cién phaf lam gi khi dimglhué:?uélﬁu khuyén céo:
\- 3 i ngay co sy 14 gh:
Nnumgaléucinnhsnvvngkmuungu-ubcniy:
Cactinh trang cdn thin trong:

I A

3 iy vtrang
Covhn aé vétuyén tuy (nhu viem tuy).

C6vhn 68 v& han (nhu suy than)

Ban dang sét, nhigm khuln, sap phau thut.

Bancd ph%n rng dj irng vén ’s‘rtaghphn

Cau u

Y phyne h bu:
N6i chuy@n véri bac s§ trrec khi ding thubc nay néu ban dang mang thai, du dinh o6 thai hogc
@ang cho con b vi thubc ndy tranh diing trong thiky mang thai va thube co thé anh
trébime.
Téc déng cia thube dén kha nang 14i xe va vin hanh may méc:
Thubic khdng ¢ hodic anh huémg khong dang ké dén kha nang 15i xe v3 sir dung may moc. Tuy
nhién, khilai xe hodic s dung méy moc, nén iy thub & gay Abub
Ngoai ra, bénh nhan nén durc canh bao v& nguy co ha dudmg huyét khi thube nay dugs sir
dung két hop véi mét sulfonyluré hosic vérinsulin.
Khinae cin tham vén bic sy, dwec sy:
Pang st dyng loai thubc khac, bao gbm ¢4 thube ké don va khang ké don, thube tir duge ligu
hoacthyc phgm chire nang
o thai, dang c6 thai h d
Ngui b van 64 vé tuyén tyy hodc than.
Ngui cao tudi.
Nguri sap phu thuat.
Naurdri dué 18 tudi.
Nguei 6 tién sir dj img wi thuéc, thyre pham hosic cac chat khdc.
Ngu cAn them théng tin xin h|  kién bac s§ hodc dwgc s§.
Han diing cira thuéc: 36 thang ké tir ngay sén xust.

HUGNG DAN SU* DUNG THUOC CHO CAN BO Y TE
Céac dac tinh dwgc lyc hoc, dwegc dong hoc:

Cacdictinhd Igchoe:

itagliptin Crc ché dipeptidyl 4 (DPP-4) la mét enzym lam bt hoat cac hormen kich
thich tiét Insulin khi &n (incretin hormon), gm c6 glugacon-like peplid-1 (GLP-1) va glucose-
dependent insulinotropic polypeptid (GIP).
GIP v& GLP-1 kich thich tdng hop va gidi phéng insulin tir cac 14 bao beta tuyén tuy, phu thuge
glucose (a‘ima 1a khi néng d6 glucose binh thuéng hode cac), GLP-1 can 1am gidm glucagon
tiéttir cac 1& bao alpha tuyén tyy, phy dAn aén gan gidm san xud Trong
didu kién sinh Iy binh thutmg, Cac incretin harmon duge rut non gidi phong sUStngay va nbng
d6 tang sau khi dn; Y héng bj enzym DPP-4 bt hoat.
In vitro, & ndng d6 twong (ng Vol lidu didu tri, sitagliptin tre ché chon loc DPP-4, khong &nh
hirémg dén DPP-8 va DPP-3. Thubc 1am 13ng nong o GIP va GLP-1 trong tuén hoan, phu
thudc véo glucose. St dung dong théi sitagliptin va metformin ¢ tac dung hiép dbng 6én néng
a6 GLP-1¢6 hoattinh.
Sitagliptin ha thdp ndng d6 glucose huyét tuong lic déi va lam gidm cac thay i ndng 86
gl kbl du liéunapg an & ngudi dai théo Gudng typ 2.
Cac dic tinh dugc dong hoc: :
Hép thu: Sitagiiptin h&p thu nhanh qua duong tiéu héa. Sinh kha dyng tuyét adi ciia thubc khoang
87%. Tai frang thal An%{m (thurdng dat duoc rong vong 3 ngdy sau khdi 8 diéu trj), thube dat
nbng d6 dinh trong huyét trong trong khodng 3 ity (dao dang tur 1 -4 gié) sau khi uéng, Thisc &n
khang anh hurémg dén hap thu. Thudc bt du tac dung giam thay d8i nbng dd glucose huyét
tuang sau &n trong khoang 60 pht. Kha qﬁgﬂ' !-"W"‘ﬂ hogt tinh cia DPP-4 khoang 80%, kéo
daitrong 12 gitr hodc 24 gir, (rng véiliu ubng 100mg.
Phéin bd:Thé tich phan bb xAp xi 198 it ty 18 gén va protein huyét trang khodng 38%. Khéng
16 thubc cb vao dugce strame hay khong. iy
Chuyén hda: Sitagliptin chuybn hoa gitr han b&i hé théng cytochrom, qua isoenzym 3A4 va
2CB thanh chét chuyén hoa khang con hoat tinh.
Thé trir. Thubcthéi trirchii ybu qua nurdc tiéu khodng 87% (irong d6 75% dudi dang khéng b,
16% dutri dang da chuyén hoa) va qua phan khodng 13%. 5||aunun thai trir qua nuérc lidu
theo corché b liét tich cuc gua dng than. Thii gian ban thal ci a12gié
Suyihéin: Dién tich duéi duong cong (AUC). tang, thrl gian béan thai kéo dai,
Suyganmire dp frung binh: Nang 46 dinb cla thubc trong huyét luong va din tich dudi dutng
cong (AUC) léng r:hung khn‘ng b jnghT‘a lam sang.

g Nong iy
Chidinh, libu dimg, cach dang, chéng chi djnh:
Chidinh:
Srba;]nplln duereding don ir ligu 46 kiém soat olucose huyél & bgnh nhan dai thao dudng typ 2

metformin. Chura c6 nghién cir v sir dung thubc trén ngudn ca tign sir viém tuy va khong rd
nhirng abi trgng nay khi dung sn:gupun 0 gia tang viém tuy hay khong. Khi ding thubc trén
nhimg ngui co tidn siz viém tyy, cAn than trong va gidm sat chat ché. Phai theo dai cac bidu
hién cua viém tuy nhu budn ndn, nén, chan an, dau byng ndng kéo dai. Néu nghi nger viém ty
phéi ngirng dung sitagliptin. Viem tyy thuromg xay ra rong vong 30 ngay diu didu tr. Yéu 1
nguy co bao gbm: Béo phi, tang cholesterol, tang tiglycerid,

Sir dyng & bénh nhan suy than: Can danh gia chirc nang than tredrc va dinh ky khi didu trj bang
sitagliptin. Trén mét & bénh nhan da xéy ra hién tvong suy giam chirc nang than, bao gbm ci
swl:gn cép, cén phai thm tach mau. Trong sé nhirmg bénh nhan nay, mét sb a2 bj suy than va
mét s ding lidu sitagiiptin khang phi hgp. Sir dung than trong trén nhimg ngué: banh suy
than vira dén nang hod: suy than giai d &icén phai thAm 4
tach phac mac. phai higu chinh lidu néu cn.

Trong thei gian bj stress (sét, nhiém khudin, phiu thust) co thé mét kidm soat glucose huyét,
tam ngi iptin va dung i & kiém soat. Ap dung trj éu bang sitagliptin tré lai khi giai

g

doan ting glucose huyét cAp 04 qua.

Phan (mg man cam hiém gap bac gbm: Phan (g phdn v&, phi: mach, phan (g di img da

nghiém trong nhur héi chirng Slevms-duhnsonuM"%n cam thuémg xay ra frong vang 3 thang

khéi dau didu iri nhung gﬁrgob thé xuat hién & ngay liu ddu tién. Néu x3y ra diu hidutrigu
miphi

Than trong ki phoi hop sitagliptin véi cac thubc thude dan chét sulfonyluré vi o6 thé am gia
tang nguy co ha glucose huyét. Gidm sat chét ché glucose huyét, cb thé higu chinh |?éu
sulfonyluré khi cln thiét.

S dyng & tréem:Tinhantodn G tré 18 ubichuad

- it i :

Thari ky mang thal-
Tranh s(r dyng sitagliptin trong théi ky mang thai.

Thad ky cho con bi:

Chua 5 sttagliptin o6 bai tié vio s(ra me hay khdng, do 46 khdng nén diing sitagfiptin cho phu
niFdang cho con b trir khi a3 can nhéc ky gira lor ich va nguy oo

Tacdongcua thudc dénkha nanglai xe vavanhanh may méc:

Kkhi hube cétha g et

{rdyng may méc, néniuuy gdy v3tva budn ngo.
Ngoai ra, bénh nhan nén dirgc canh béo vé nguy co ha dudng huyét khi thudc ndy dugc sir
dung két hop voi mot sulfonyluré hoac véi insulin.
Tuong tac clia thube véi céc thube khac va cac loai trong tac khac:
Tang tac dung va dc tinh:
Rurgu, steroid ddng héa, cac thubc (e ché MAO, testosteron: Cé thé Iam tang tac dung ha
glucose huyét ciia sitagliptin.
a0 tr

5 L
Cao thubc (o ché beta-adrenergic cé thé che Ip du hiéu ha glucose huyét cia cac thubc
chong dai théo duong.

G{érq!a‘r:dung.

Cac ihude corlicoid, I tidu quai va thiazid, thudc tranh thai: Cé thé @4 khang tac dyng ha

c!a: I{hn[nic G ché hoac cam img CYP3A4 va 2C8 khng &nh hudng dén chuydn ha cia
sitagliptin.
Tac dung khéng mong muén:
Thuong gép, ADR > 1/100
Tiéu hoa: Tiéu chay, dau byng, bubn nén.
Hohép: Viem hau - mGi - hong.
ADR khéc:
Phii ngoai bién, nhilm khuén duréng hé hép trén, dau, khé miéng, chan &n, budn nga
chéng mat, ha glucose huyét (nguy co cang tang khi phdi hap véri suirmymm)mﬁz
khop man tinh, viém tuy, 1&ng en 1 gan, téng crealinin hu% thanh, ting bach ciu va cic
ghén L;na mén cam nhu phan v¢, phi mach, hoi chimg Stevens-Johnson, viém troc da may
ay, man ngra. ;
Hblnfmg déin cach xl':tr;Ang:
Néu nghi ngdr viém tuy cap xay ra, lam cac xét nghiém thich hop (ar se huydt nieére
{igu, ty 1& thanh thai amylase/creatinin, dién gidi 4, calci nu:@ ﬂla":?‘ha;glue‘gsa J'Q'T.“,f;?;,) cin
ngirng dng sitagliptin va didu tri h3 tr kip thén. 5

Qui liéu va cach xirtri: %
0y o bt Py ey s tagiptn ibu dg
800mg siagliptin, khoang QT tang réttva khoy an aén |am sang. Ch Jecnair
g chcli 800mg & ngurts. Trong (ru giaioan 178 ché Qo by b
rgay, ngudi ta khong tim théy cac phan (g bt igi irén iAm sang flen quan dén fidu khi dung
ptin dén tié trang 10 &n 28 nga

v
Xt trf: Trong nzemng hop qua liéu, nén ap dyng cac bién phap hd by thudmg ding, nh loal bd
chét chwa klp hip thu khéi durang tiéu hda, thea ddi trén 14m sang (bao gbm am dién tam dé).
va tri iBu néng d&, ndu cdn_ Sitagliptin 6 thé duge thdm tach vira phai. Trong nghién cisu am
sang, khoang 13,5% lidu diing dugc loai bo sau 3-4 giér thAm phan mau, C6 thé xem xét thém
phéin mau kéo déi néu phi hop trén 1am sang, Van chua bidt 16 thim phan phac mac o thé
thAm tach dugcsitagliptin hay khdng
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