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Théng tin cho cdn b y té

Rx-Thubc bin theo don
SITAGIL 100
(Vién nén bao phim Sitagliptin 100 mg)

THANH PHAN

Moi vién nén bao phim c6 chia:

Hoat chat: Sitagliptin phosphat monohydrat twong duong vai sitagliptin ......... 100 mg.

Ta duoc: Cellulose vi tinh thé (Avicel PH 101), magnesi stearat, natri croscarmellose, povidon
K 30, dicalci phosphat, Opadry 11 85G58977 White, oxid sit do, oxid sit vang.

DANG BAO CHE

Vién nén bao phim.

DUQC LUC HQC

Nhém duoce ly: Thude chéng déi thio duong, nhém (e ché dipeptidyl peptidase — 4.

Ma ATC: A10BHO1

Co ché tac dung:

Sitagliptin la thudc chéng d4i thao duong dang udng thudc nhom e ché dipeptidyl peptidase —
4 (DPP — 4), 1a mot enzym lam bat hoat cac hormon kich thich tiét insulin khi in (incretin
hormon), gom c6 glucagon — like peptid — 1 (GLP — 1) va glucose — dependent insulinotropic
polypeptid (GIP).

GIP va GLP — 1 kich thich tong hop va giai phong insulin tir cic té bao beta tuyén tuy, phu
thudc glucose (nghia 14 khi néng do glucose binh thudmg hodc cao). GLP — 1 c¢on lam giam
glucagon tiét tir cac té bao alpha tuyén tuy, phu thudc glucose, din dén gan giam san xuét
glucose. Trong diéu kién sinh 1y binh thudng, cac incretin hormon dugc rudt non giai phong
su6t ngdy va nong d tang sau khi dn; cac hormon nay nhanh chéng bi enzym DPP — 4 bt
hoat.

In vitro, & nong do twong g v&i lidu diéu tri, sitagliptin re ché chon loc DPP — 4, khoéng anh
hudng dén DPP — 8 va DPP — 9. Thuéc lam ting n?)ng d6 GIP va GLP — 1 trong tuan hoan, phu
thudc vao glucose. Sir dung dong thoi sitagliptin va metformin c6 tic dung hiép déng dén ndng
d6 GLP — 1 c6 hoat tinh.

Sitagliptin ha thép nong d6 glucose huyét twong lic déi va lam giam cac thay d6i nong do
glucose sau khi ding mét liéu nap glucose hodc sau bita in & ngudi dai théo dudng typ 2.

An toan va hiéu qua trén lam sang:

Nhin chung, sitagliptin cdi thi¢n kiém soat glucose huyét twong khi dwoc ding don tri lidu hodc
da tri ligu.

Hai nghién ctru dugc tién hanh dé danh gia tinh hidu qua v an toan cia don trj lidu sitagliptin.
Diéu tri véi sitagliptin 100 mg ngay/lan bang don tri liéu cho nhitng cai thién dang ké vé
HbA,., glucose huyét luc déi (FPG), glucose sau an 2 gid khi so sanh véi gia dugce trong hai
nghién ctru, mot nghién ciru kéo dai 18 tuan va nghién ctru con lai kéo dai 24 tuan. Su cai thién
vé chirc ning té bao beta, bao gdm HOMA-B, ty 1¢ proinsulin chuyén thanh insulin, va céc tiéu
chuin danh gia sy dap Ung cua té bao beta tir clc xét nghiém dung nap thirc an duoc lay mau
thuong xuyén. Céc ty 1é ha glucose huyét & bénh nhan dugc didu tri véi sitagliptin va gia dugc
tuong tu nhau.

Sitagliptin 100 mg/lin/ngay cho thay nhiing cai thién dang ké trén céc thong sb glucose huyét
khi so véi gia dugc trong hai nghién ciru 24 tuan véi da tri liéu, mot nghién ctru két hop vén
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Théng tin cho cdn bj y (6

metformin vi mét nghién ciru két hop véi pioglitazon. Trong cdc nghién ciru, céc bénh nhan c6
ty 18 ha glucose huyét twong tw nhau khi cing dwgc didu tri véi sitagliptin hodc cing ding gia
duoc.
M6t nghién ctru d6i chiing gia dirge trong 24 tudn duge thuc hién dé dénh gid tinh hiéu qua va
an toan cia sitagliptin (100 mg/Iin/ngay) két hop glimepirid hoic glimepirid kém metformin.
Viéc két hap sitagliptin v6i mot minh glimepirid hofic véi metformin kém glimepirid cho thiy
nhitng cdi thién déng ké vé c4c théng sd glucose huyét. Bénh nhan dugc didu tri véi sitagliptin
gia ting trong lugng co thé khong déng ké so v6i nhitng ngudi diing gia duoc.
Nhitng két qua twong tr ciing thu diogce & cic nghién cim dbi ching gia duoc cia sitagliptin két
hop ddng thdi véi pioglitazon v metformin, sitagliptin két hop véi insulin kém hodic khéng
kém theo metformin.
Trong 24 tudn nghién ctru dbi ching gid dwogc thiét k& giai .thﬁ’a, dung sitagliptin 50 mg/2
1an/ngiy két hop metformin (500 mg hodc 1000 mg, 2 lAn/ngdy), cdc théng sé glucose huyét
duge cai thién so véi don tri liéu. Trong lugng co thé khi két hop gitta sitagliptin v metformin
giam giéng nhw khi ding metformin don d6c ho#ic gia duoc, va khong cb su thay dbi ndo khi
ding sitagliptin mét minh. T 18 ha glucose huyét tuong tu nhau gifta cdc nhém diéu tr.
Dé danh gia tinh hidu qua va an todn cda lidu sitagliptin 100 mg/lin/ngay, nghién ciru déi
ching véi metformin trong 24 tuén dugc thyc hién, & nhiimg bénh nhan thidu kiém so4t glucose
huyét bang ché d6 in va tip luyén, khong diéu tri dé ha glucose huyét (it nhit 4 thang). Lidu
trung binh cia metformin khodng 1900 mg méi ngly. Viéc giam HbA,, tir gid tri trung binh
ban dau 7,2% 14 — 0,43% cho sitagliptin va — 0,57% cho metformin. TV 1& chung céc tic dung
phuy trén dudng tidu héa duge xem nhur lién quan dén thude & bénh nhan diu tri véi sitagliptin
13 2,7% va 12,6% & nhiing bénh nhan dwoc didu t véi metformin. Ty 1€ ha glucose huyét
khong khéc biét déng ké gifta cic nhém didu tri (sitagliptin 1,3%; metformin 1,9%). Trong
Iwong co thé déu gidm so v&i trong lugng ban dfu & ca hai nhém (sitagliptin, — 0,6 kg;
metformm -1,9 kg).
Mot nghién ctrn dbi ching gia duoc trén 660 bénh nhin dwgc tién hanh véi sitagliptin (100
mg/lan/ngay) két hop insulin glargin ¢6 hoic khong kém metformin (it nhét 1500 mg) trong
qu4 trinh ting cudng didu tri bang insulin. HbA, ban diu 14 8,74% va lidu insulin ban diu 1a
37 IU/ngdy. Bénh nhan dwgc théng bio dé do liéu lugng insulin glargin dwa trén gid tri glucose
méu lic d6i. Vio tuan thit 24, ting lidu insulin 19 IU/ngdy & nhitng bénh nhan duoce didu trj
véi sitagliptin va 24 IU/ngdy & nhitng bénh nhén dugc didu tri bing gid duge. G bénh nhan
duge didu tri véi sitagliptin va insulin (cé hodc khéng kém metformin), HbA, gidm 1,31%, ty
18 ha glucose huyét 12 25,2%. Nhitng bénh nhan dwoc didu tri bing gia dwoc va insulin (cb
hodc khong kém metformin), HbA;, gidm 0,87% va ty 1€ ha glucose huyét 1a 36,8%. Su khac
biét niy chil yéu 1a do ty I8 bénh nhan timg tham gia céc dot diéu trj ting glucose huyét (3 hodc
nhiéu hon) & nhém diing gia dugc cao hon.
Mbt nghién ciru so sanh gifra liéu sitagliptin 25 hodc 50 mg 1 lan/ngay vdi glipizid lidu 2,5 —
20 mg /ngay dugc thuc hién trén 423 bénh nhén suy thin vira dén ning (suy thin man tinh véi
tbc d9 loc cAu than wéc tinh < 50 ml/phit). Sau 54 tudn, t§ 16 gidm HbA. trung binh & nhém
dimg sitagliptin 14 0,76% va 0,64% & nhom didu tr voi glipizid. Trong nghién ciru ndy, tinh
hiéu qua va an todn clia sitagliptin v6i lidu 25 hodic 50 mg mét lAn/ngdy tuong tr nhw cée
nghién ctru don trj liéu khdc & bénh nhén c6 chirc ning thin binh thudng. Ty 1€ ha glucose
huyét & nhém ding sitagliptin (6,2%) thip hon mét cich déng ké so véi nhém ding glipizid
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Théng tin cho cdn bj y té

(17,0%). Ciing c6 mét su khac biét dang ké gitia cac nhom lién quan dén sy thay déi so vdi ban
dau cia trong lugng co thé (sitagliptin — 0,6 kg; glipizid +1,2 kg).

Trong modt nghién ctru khac véi 91 bénh nhan bi bénh tiéu duong typ 2 va suy thin man tinh
(d6 thanh thai creatinin < 50 ml /phit), sy an toan va dung nap cua diéu tri véi sitagliptin & liéu
25 hodc 50 mg mot lan/ngay tuong tu véi gia duoc. Ngoai ra, nhin chung sau 12 tudn, mic
giam trung binh ciia HbA, (sitagliptin — 0,59%; placebo — 0,18%) va glucose huyét lic doi —
FPG (sitagliptin — 25,5 mg/dl; placebo — 3,0 mg/dl) twong tu nhu cic nghién ctru don tri liéu
khac trén céc bénh nhan cé chirc nang than binh thudng.

DUQC DONG HQC

Dugc dong hoc cua sitagliptin trén ngudi khoe manh va nguoi bi dai thao dudng typ 2 nhin
chung la nhu nhau.

Hap thu:

Sitagliptin dugc hap thu nhanh qua dudng tiéu héa, dat nong do dinh trong huyét twong trong
khodng 1 — 4 gi& sau khi uéng mét lidu 100 mg, nong do téi da 1a 950 nM, AUC trung binh 1a
8,52 uM.gid. Sinh kha dung tuyét d6i cia thudc khoang 87%. Thirc n khéong anh huéng dén
hap thu. AUC tang ty 1& thuan theo liéu.

Phén bo:

Thé tich phan b6 xap xi 198 lit, ty 1& gén véi protein huyét tuong thip, khoang 38%.

Chuyén hoa:

Sitagliptin chuyén héa giéi han boi hé théng cytochrom, qua isoenzym 3A4 va 2C8 thanh chét
chuyén hoa khéng con hoat tinh.

Thai true:

Thuée thai trir chi yéu qua nudc tiéu khoang 87% (trong d6 79% dudi dang khong ddi, 16%
dudi dang da chuyén hoa) va qua phan khoang 13%. Sitagliptin thai trir qua nude tidu theo co
ché bai tiét tich cuc qua ng than. Thoi gian ban thai cia thude khoang 12 gio. Do thanh thai
cua than khoang 350 ml/phut.

Suy thdn:

Dién tich dudi duong cong (AUC) tang, thoi gian ban thai kéo dai.

Suy gan:

Suy gan mirc do trung binh: Nong do dinh cua thude trong huyét twong va dién tich dudi
duong cong (AUC) tang nhung khong c6 ¥ nghia 1am sang.

Suy gan nang: khong c6 kinh nghiém trén lam sang.

Nguoi cao tudi

Nong d6 thudc trong huyét trong tang khong dang ké so véi ngudi binh thuong.

Tre em

Chua c6 nghién ctru ndo cua thudce trén tré em.

QUY CACH PONG GO1

Hop chira 1 vi x 10 vién nén bao phim.

CHI PINH

Sitagliptin duoc ding don tri liéu dé kiém soat dai thao duomg typ 2 (khong phu thudc insulin)
cung voi ché d6 an va luyén tap.

Sitagliptin duoc ding phdi hop véi cac thude ubng chng dai thao duwong khac dé kiém soat dai
thdo duomg typ 2 trén nhimg nguoi khong kiém soat duge glucose huyét khi ding don tri liéu
hoac phéc do diéu tri hai thude chéng dai thdo duong dang ubng.
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Sitagliptin ciing dwgc phdi hop véi insulin (kém theo hodc khéng kém theo metformin) khi
insulin khéng kiém soat dwoc glucose huyét.

LIEU DUNG VA CACH DUNG

Lidu dung sitagliptin/metformin hydroclorid trong ché d6 diéu tri phdi hop ¢6 dinh
sitagliptin/metformin hydroclorid cin diéu chinh theo timg ngudi bénh dua trén ché do diéu tri
dang &p dung, dép \ng lim sang va kha nang dung nap thubc. Can hét sirc than trong khi thay
d6i ché d6 diéu tri vi c6 thé gay ra thay ddi kiém soat glucose huyét.

Khi diing sitagliptin don tri liéu, uéng thude ngay mét 14n, c6 thé cing véi bira in hodc khong.
Khi dung sitagliptin trong ché do diéu tri phdi hop ¢b dinh sitagliptin/metformin hydroclorid,
uéng thude phdi hop 2 lan/ngay ciing véi bira an, ting lidu tir tir dé giam thiéu ADR trén dudong
tiéu hoa cua metformin hydroclorid.

Trén nguoi chua dwoc diéu tri trude do:

Don tri liéu: Nguoi 16n udng 100 mg, ngay 1 lan.

Diéu tri ph6i hop véi metformin hydroclorid: Sitagliptin 100 mg, ngay 1 lan.

Trén nguoi chuyén sang ché d diéu tri phoi hop véi mét thuée chéng ddi théo duong khac:
Piéu tri phdi hop véi metformin va/hoic céc chit chu vin PPAR y: Sitagliptin 100 mg, ngay 1
lan. C6 thé duy tri lidu metformin va/hoic cac chét chu vin PPAR 7 hién tai khi khoi du didu
tri két hop vdi sitagliptin.

Diéu tri phdi hop véi mot sulphonylurea hodc véi insulin: Sitagliptin 100 mg, ngay 1 lan. Giam
liéu sulphonylurea hodc insulin dé giam thiéu nguy co ha glucose huyét.

Ché dg diéu tri phoi hop cé dinh sitagliptin/metformin hydroclorid:

Trén nguoi khong kiém sodt duoc glucose huyét khi ding sitagliptin don tri liéu: Khéi dau
ding phoi hop cb dinh 50 mg sitagliptin va 500 mg metformin hydroclorid, uéng 2 lan/ngay.
Néu cin, ting liéu metformin bing cach dung phdi hop ¢b dinh 50 mg sitagliptin va 1 g
metformin hydroclorid, uéng 2 lin/ngay. Liéu téi da sitagliptin 100 mg va 2 g metformin
hydroclorid/ngay.

Trén ngudi khong kiém soat duogce glucose huyét khi ding metformin don tri liéu: Ty thude
liu metformin dang 4p dung, lua chon liéu khéi déau dung phéi hop cd dinh 50 mg sitagliptin
va 500 mg metformin hydroclorid hodc 50 mg sitagliptin va 1 g metformin hydroclorid, ung 2
lan/ngay.

Trén ngudi khong kiém soat duge glucose huyét khi ché do diéu tri phdi hop hai thudc
sitagliptin va metformin hydroclorid, sitagliptin va mét sulfonylurea hodc metformin
hydroclorid va mdt sulfonylurea: Ding phéi hop ¢6 dinh 50 mg sitagliptin, uéng 2 lan/ngay.
Dua trén mirc glucose huyét hién tai va mic liéu metformin dang dung dé xac dinh liéu cia
metformin phéi hop.

Trén cdc doi tuong dac biét:

Suy than:

Bénh nhan suy than nhe (d thanh thai creatinin Cle, > 50 ml/phut), khéng cin diéu chinh lidu.
V6i bénh nhan suy than mace dd trung binh (30 < Cle, < 50 ml/phit), licu sitagliptin khuyén
céo 1a 50 mg, ngay mét lan.

D6i v6i bénh nhén suy than ning (Cle; < 30 ml/phiit) hodc ¢6 suy than giai doan cudi can phai
tham tach mau hodc tham téch phic mac, liéu sitagliptin khuyén céo 1a 25 mg, ngay mot lan.
C6 thé dung sitagliptin ma khéng cin dé ¥ dén thoi gian thdm tach méu.
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Boi vi lidu ding dwoc didu chinh dua trén chirc nang than, danh gia chirc niang thin duoc
khuyén céo phai thuc hién trude khi bit dau va dinh ky trong qua trinh diéu tri véi sitagliptin.
Suy gan:

Khéng can hi¢u chinh liéu déi véi bénh nhén suy gan nhe dén trung binh. Tinh an toan va hiéu
qua ctia thude trén bénh nhén suy gan ning chua dugc thiét lap.

Ngudi cao tudi:

Can than trong khi lya chon lidu ding vi chite ning than c6 thé giam.

Tré em:

An toan va hiéu qua cua sitagliptin & tré em dud6i 18 tudi chua duoc x4c dinh.

CHONG CHI PINH

Min cam véi sitagliptin va bt ¢t thanh phin nao cua thuc. ,

Dii thio duong typ 1 (phu thude insulin). ! e
Dai thio duong nhiém toan ceton.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Viém tuy cap di dugc bdo céo trén nguoi su dung sitagliptin hodc sitagliptin phoi hop
metformin. Chua c6 nghién ctru vé sir dung thude trén ngudi ¢ tién sir viém tuy va khong o
nhimg déi tuong nay khi dung 51tag11ptm cb gia ting viém tuy hay khéng. Khi ding thudc trén
nhitng ngudi ¢ tién st viém tuy, can than trong va gidm sat chit ché. Phai theo ddi cac biéu
hién ctia viém tuy nhu budn nén, non, chan an, dau bung ning kéo dai. Néu nghi ngo viém tuy,
phai ngimg dung sitagliptin. Viém tuy thudng xay ra trong vong 30 ngay dau diéu tri. Yéu té
nguy co bao gdbm: Béo phi, tang cholesterol, tang triglycerid.

Cén dénh gi4 chic nang than truée va dinh ky khi didu tri bing sitagliptin. Trén mot sé bénh
nhin da xay ra hién twong suy giam chirc nng than, bao gdm ca suy thin cép, can phai thim
tach méau. Trong s6 nhitng bénh nhan nay, mot sé da bj suy than va mot sé dimg lidu sitagliptin
khéng phu hop. Sir dung than trong trén nhiing nguéi bénh suy than vira dén nang va nguai
suy than giai doan cubi phai tham tach mau hodc thdm phén phiic mac; phai hiéu chinh liéu néu
can.

Trong thoi gian bi stress (sét, nhiém khuan, phiu thuat) c6 thé mat kiém soat glucose huyét,
tam ngimg sitagliptin va dung insulin @ kiém soat. Ap dung tri liéu bang sitagliptin tré lai khi
giai doan ting glucose huyét cip di qua.

Phan (tng man cam hiém gip bao gdm: Phan tmg phan vé, phu mach, phan tmg di (mg da
nghiém trong nhu héi chimg Stevens — Johnson. Man cam thuorng Xay ra trong vong 3 thang
khoi dau diéu tri nhung cling c6 thé xudt hién & ngay liéu dau. Néu xay ra dau hidu/tridu chimg
hodc phan rng man cam, phai ngimg thudc ngay.

Thén trong khi phéi hop sitagliptin véi cac thubc thudc din chét sulfonylurea hoac insulin vi
c6 thé lam gia ting nguy co ha glucose huyét. Giam sat chit ché glucose huyét, c6 thé hiéu
chinh liéu sulfonylurea hodc insulin khi cin thiét.

Thoi ky co thai:

Khong c6 dit liéu day du vé viéc sir dung sitagliptin & phu nit mang thai. Cac nghién ciru trén
dong vat cho théy doc tinh sinh san & lidu cao. Tranh sir dung thude trong thoi ky mang thai.
Thoi ky cho con bu:

Sitagliptin phan b6 vao sita trén dong vit thi nghiém. Trén ngudi, chua o thude cd vao duge
sita me hay khong. Tuy nhién, khéng nén dung thuéc cho ngudi nudi con bi trir khi di cén
nhdc ky gitra lgi ich va nguy co.
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Anh hwéng dén kha n&ng ldi xe hodc vian hanh may méc:

Chua cb nglnen cfru ndo v8 tic dong ctia thubc 18n kha nang lai xe va vén hanh may mée. Tuy
nhién, cin thin trong khi sir dung do thube ¢o kha ning gy chong mit, budn ngi. Ngoai ra,
nén canh bdo cho bénh nhan vé& nguy co ha glucose huyét khi phdi hop voi sulfonylurea hoic
insulin.

TUONG TAC THUOC

Tang tdac dung va déc tinh:

Ruou, steroid dong héa, cic thudc tc ché MAO, testosteron: C6 thé lam ting tAc dung ha
glucose huyét ciia 51tag11pt1n

Sltaghptm ldm ting nong d6 trong huyét tuong cla dlgoxm

Cac thube rc ché beta — adrenergic c6 thé che Iap déu hiéu ha glucose huyét cia cac thubc
chdng d4i thio dudng. |
Gidm tac dung:

Cac thube corticosteroid, 1¢i tidu qual va thiazid, thudc trdnh thai: C6 thé dbi khéng tic dung
ha glucose huyét cta cac thubc chéng dai thao dudng.

Cac thudc uc ché CYP3A4 manh (nhu ketoconazol, itraconazol, ritonavir, clarithromycin) c6
thé 1am thay déi dugc dong hoc cia sitagliptin ¢ bénh nhin suy thin ning hoic suy than giai
doan cudi cin phéi thdm tach méu/philc mac, tuy nhién hiéu qua trén Jm sang van chwa dugc
danh gid.

TAC DUNG KHONG MONG MUON

Viém tuy va dj Gng dd dwgc bdo cdo. Ha glucose huyét khi két hop sitagliptin véi
sulphonylurea (4,7% — 13,8%) va insulin (9,6%).

Céc ADR sau diy dugc ghi nhan, sip xép theo hé co quan va tin sudt gip phai:

Rét thuong gip (ADR > 1/10), thudng gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR <
1/100) hiém giip (1/10 600 < ADR < 1/1000), rat hiém gip (ADR < 1/10 000), khéng 15 tin
suit (khéng thé tinh todn dwoc ti dit lidu c6 san).

Phan fing c6 hai | Tan suit
Cic rdi loan vé hé théng mién dich
Phén ing qué man bao gém phén @ng phan vé | Khéng 15 tan sudt
CAc rbi loan trén chuyén héa va dinh dudng
Ha glucose huyét | Thudng gip
CAc rdi loan trén hé thin kinh
Hoa mit chéng mit It gap
Dau diu Thudng gip
Cic rdi loan trén nguc, hé hip va trung thit
Bénh phdiks Khéng 15 tin suét
Cic rdi loan trén tidu héa
T4o bon It gip
Nén Khéng rd tan suit
Viém tuy cap Khong 15 tan suat
Viém tuy hoai tir xuat huyét din dén ter vong hodc khong Khéng 1§ tan sudt
Céc roi loan da va t6 chire dudi da
Ngita It gip
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Phi mach Khong rd tAn suét
Phét ban Khéng 15 tin suét
May day Khong 15 tin sudt
Viém mach mau cia da Khong 15 tan suét
Héi chimg Stevens — Johnson, viém tréc da Khéng 16 tan suét
Bong nudc dang pemphigus Khong 16 tan suét
CAc roi loan trén co xwong khép va md lidn két
Pau khép - Khéng rd tan suit
Pau co Khéng 13 tin suat
Pau lung Khong S tin sudt
Bénh khép Khéng 16 tan sudt
R0i loan trén thin va tiét niéu
Suy gidm chitc nang thin Khéng 15 tin suit
Suy thén cép Khéng 15 tan sudt

Huéng din cdch xir tri ADR

Néu nghi ngé vién tuy cip x4y ra, 1am céc xét nghiém thich hop (amylase huyét thanh va nudce
tiéu, ty 1& thanh thai amylase/creatinin, dién gii dd, calci huyét thanh, glucose va lipase), cin
ngimg ding sitagliptin va diéu tri b trg kip thoi.

QUA LIEU VA XU TRI

Chua ¢6 ghi nhén nio vé qua lidu sitagliptin. Trong truomg hop qua lidu, nén 4p dung céc bién
phép hd tro thudng ding, nhir loai bd chét chwra kip hip thu khoi dudng tidu hoa, theo ddi trén ’f;,
1am sang (bao gbm lam dién tdm d3), va didu tri h8 tro néu cin thiét. Sitagliptin ¢6 thé duoc |}
thdm téch vira phai. Trong nghién ciru 1dm sing, khodng 13,5% lifu ding dugc loai bd sau 3 — &
4 gid thim phan mau. C6 thé xem xét thim phan méu kéo dai nu phit hop trén 14m sing. Vin
chwa biét 15 thdm phén phiic mac c6 thé thim tich duoc sitagliptin hay khong.

BAO QUAN.

Bdo quan thudc noi khé rdo, tranh 4dnh sing. Nhiét @5 duéi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuit.

HAN DUNG

24 thing k& tir ngdy san xuét.

S6 16 sin xuft (Batch No.), ngay san xuét (Mfg. date), han diing (Exp. date): xin xem trén nhén
bao bi.

San xuét tai Bing — la — dét boi:
INCEPTA PHARMACEUTICALS LTD.
Dewan Idris Road, Bara Rangamatia, Zirabo, Savar, Dhaka, Bangladesh.
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Thong tin cho nguwoi bénh

Rx-Thuée bén theo don
SITAGIL 100
(Vién nén bao phim Sitagliptin 100 mg)

Thuéc ban theo don

DPoc kj hwing din siv dung trwdéce khi ditng

Dé xa tim tay tré em

Théng bao ngay cho bdc sy hodac dwgc si nhitng tic dung khong mong muén gap phdi khi
str dung thuoc

THANH PHAN VA HAM LUQNG

M&i vién nén bao phim c6 chira:

Hoat chit: Sitagliptin phosphat monohydrat tuong duong véi sitagliptin ......... 100 mg.

Td dwoc: Cellulose vi tinh thé (Avicel PH 101), magnesi stearat, natri croscarmellose, povidon
K 30, dicalci phosphat, Opadry IT 85G58977 White, oxid sit do, oxid sit vang.

MO TA SAN PHAM

MG ta dang bao ché : Vién nén bao phim mau nau nhat, hinh tron, mdt mit c¢6 vach chia lidu,
mit kia c6 khic chit “INCEPTA”.

Hinh thitc dang bdo ché: Vién nén bao phim.

QUY CACH PONG GOI:

Hop chira 1 vi x 10 vién nén bao phim.

THUOC DUNG CHO BENH Gi

Sitagliptin 1a thudc thude nhém thude e ché dipeptidyl peptidase — 4 (DPP — 4) c6 tac dung
lam giam lugng duong trong mau & nguoi 16n bi tiéu dudng typ 2. Thude gitp co thé ting san
xuat insulin va lam giam dwdng mau dugc sinh ra sau khi an.

Khi ban bi tiéu duong typ 2 va lugng dudng trong méu qua cao, bac si s& ké don thude nay cho
ban nham lam giam duong mau. Thudc c6 thé duoc dung don doc hoac két hop véi mot vai
thudc khac (insulin, metformin, cac sulphonylurea, hoac glitazon) cling lam giam dudng mau,
phdi hop vdi ché do an ubng va luyén tap thich hop.

Tiéu dudmg typ 2 1a gi?

Bénh tiéu duong typ 2 14 tinh trang co thé khong san xuét di insulin, insulin do co thé san xuit
khong hoat dong nhu binh thuomg, va co thé ctia ban sinh ra qua nhiéu duong. Khi tinh trang
nay xdy ra, duomg (glucose) tich tu & trong mau, c6 thé dén dén cic van dé nghiém trong cho
strc khoe nhur bénh tim, bénh than, mu loa va phai tién hanh phau thuat cit bo.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG

Ludén dung thuée ding nhu bac s§ hodc duge si da ké don. Kiém tra véi bac sy hodc dugc si
néu ban chua chic chin.

Liéu thong thuong 1a 1 vién/ngay. Thude duge ding bang dudng uéng, cé thé udng cung voi
btra an hodc khéng.

Néu ban c¢6 van dé vé than, bac si c6 thé ké don véi lidu thép hon (chéng han nhu 25 mg hoac
50 mg).

Béc si ¢6 thé cho dung thudc nay mot minh hodc két hop véi mot sb loai thube khac ma cling
¢6 tic dung lam ha dudng mau. Ché dd an udng va tap thé duc theo 1oi khuyén cia béc sy co
thé gitip co thé sir dung dudng trong méau t6t hon.
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Thong tin cho nguwai bénh

KHI NAO KHONG NEN DUNG THUOC NAY

Khong ding thude nay khi bi di img véi sitagliptin hodc bit ky thanh phén nao cua thube.
TAC DUNG KHONG MONG MUON

Gibdng nhu nhitg thude khac, sitagliptin c6 thé gay ra mot s6 tic dung khéng mong mudn, mic
du khong phai tat ca bénh nhin s& gip phai.

Ngtmg dung thude va lién hé ngay v6i bac sy néu thay bat ky tac dung khong mong mudn
nghiém trong nao sau day:

Dau dit doi va dai dang ¢ ving bung (da day) lan ra sau lung cing hodc khéng ciing vdi budn
nén va non, day la déu hidu cia viém tuyén tuy.

Néu ban ¢ phan tmg di img nghiém trong (tan s6 khong biét), bao gom phat ban, ndi mé day, "
mun nudc trén da/bong da; sung mat, méi, ludi va cd hong c6 thé gay khé thé hodc nudt,
ngimg dung thude va goi bac sy ngay lap tirc. Béc si c6 thé k& don cho ban thube diéu tri di
g va mot thudc khac danh cho bénh tiéu dwong.

Mot s6 bénh nhan c6 nhiing tic dung phu sau ddy sau khi dung chung sitagliptin véi

metformin:
- Thuong gip (c6 thé anh huéng dén 1 trong sé 10 ngudi): dwdng mau thap, budn nén, day -
ho1i, non. .

- It gdp (co thé anh huéng dén 1 trong s6 100 nguoi): dau bung, tiéu chay, tio bon, budn ngu.
Mot vai bénh nhan gap truong hop da day kho chiu khi bat dau két hop sitagliptin va
metformin v&i nhau (tin s6 thwong gap).

Mot s6 bénh nhdn gip phai nhiing tac dung phu sau khi dung két hop sitagliptin voi
sulphonylurea va metformin:

- Rét thuong gip (co thé anh huéng dén nhiéu hon 1 trong 10 ngudi): ha duong huyét.

- Thuong gap: tdo bon.

Mot vai trudmg hop cé tac dung phu khi dung sitagliptin chung véi pioglitazon:

- Thuong gip: day hoi, sung tay chén.

Khi két hop sitagliptin vi pioglitazon va metformin, mét s6 bénh nhan gép cic tac dung phu

sau:

- Thuong gap: sung chan tay. 4
Dung sitagliptin két hop véi insulin (c6 hodc khéng c6 metformin), mot vai truong hop c6 téc Yo
dung phu sau: [ TRAGH
- Thuong gap: bénh cim. \ \!;

- It gap: kho miéng.

Mot s6 bénh nhan gdp nhiing tac dung phu sau khi ding mot minh sitagliptin trong cac nghién

ctru 1am sang, hodc trong qué trinh st dung don ddc va/hodc cling véi cac thube diéu tri tiéu

dudng khac:

- Thuong gap: ha duong huyét, dau diu, nhidm tring duong hé hép trén, nghet miii hodc chay
nudce miii va dau hong, viém xuong khop, dau tay chan.

- It gap: chéng mat, tio bon, ngira.

- Tén s6 khong dwoc biét: cac vin dé vé than (d6i khi phai chay than), ndn mira, dau khép, dau
co, dau lung, bénh phéi ké.

Néu gip bat ky tic dung khéng mong mudn nao, bao ngay cho bac sy, duoc si, y té, bao gom

bat ky tac dung khong mong mudn khong duoc liét ké trong t& hudéng dan sir dung nay.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU

DUNG THUOC NAY

¢

/
VS
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Hay béo cho béc s¥ hoic dugc si biét néu ban vira hodc dang dung bat ky loai thude khéc nao.
Dic biét 1a digoxin (thudc dung dé diéu tri nhip tim bét thuomg va cac van dé tim mach khac),
mirc d6 digoxin trong méu cia ban c6 thé can phai duoc kiém tra néu dung cung vai
sitagliptin.

Phai c¢6 ché d6 an uéng phu hop theo 101 khuyén cua bac s§.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC

Néu quén khong ding mét liéu thudc, cn phai udng ngay khi nhé ra, cang sém cang tét va
tiép tuc lai lich uéng thude binh thuong. Néu nhé ra lidu ding di quén tai thoi didm lidu ké tiép
thi b6 qua liéu da quén va thuc hién tiép theo dung lich uéng thuéc dang c6. Khong duoc bi
licu da quén bang cach nhén doi licu.

CAN BAO QUAN THUOC NAY NHU THE NAO

Béo quan thude noi khé réo, tranh anh séng. Nhiét do duéi 30°C.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Chua c6 ghi nhin no vé qua lidu sitagliptin.

CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Béo cho bic s§ ngay khi uéng thude qua lidu khuyén cdo.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY

Cac truong hop viém tuy da dugc béo cdo ¢ nhimg bénh nhén dung sitagliptin.

Phai bao cho bac s¥ biét néu ban c6 tién st hodc hién c6:

Bénh vé tuyén tuy (nhu viém tuy).

So1 mat, nghién rrgu hoac triglycerid (mét dang chét béo) trong mau cao. Nhimng d4u hiéu
nay c6 thé 1am tang nguy co viém tuy.

Bénh tiéu dudng typ 1

Nhiém toan ceton dai duong (mot bién ching cua bénh tiéu duong véi luong duong trong
mau cao, giam can nhanh, budn nén hoic nén mua).

C6 tién st hodc hién tai dang gip céc van dé vé than.

- Diung vai sitagliptin.

Thudc nay khéng gay ha duong huyét vi né khong hoat dong khi dudng mau cia ban da xudng
thap. Tuy nhién, khi phdi hop véi céc sulphonylurea hodc insulin, luong dudng mau thap (ha
duomg huyét) c6 thé xay ra, bac sy co thé phai giam liéu cia sulphonylurea hodc insulin.

Tré em va thanh thiéu nién

Tré em va thanh thiéu nién dudi 18 tudi khéng nén sir dung thudce nay. An toan va hiéu qua cua
thudc trén tré em va thanh thiéu nién dudi 18 tudi con chua duoc biét.

Phu niz co thai va cho con bt

Hay hoi béac sy hoidc duge si dé duge tu vin trude khi ding thuéc khi ban dang co thai hoac
cho con bu, c6 nghi ngy mang thai hay cé ké hoach mang thai.

Ban khéong nén ding thudc nay trong thai ky.

Chua 15 thube c6 vao duoc sita me hay khong. Ban khong nén dung thuée nay néu dang cho
con bt hoac du dinh cho con b

Anh hwong dén kha nang lai xe hodc van hanh may moc:

Thudc nay khéng cé hodc anh hudng khong dang ké dén kha ning lai xe va sir dung may moc.
Tuy nhién, chéong mat va buon ngu di duoc bao céo, can thin trong khi lai xe hodc van hanh
may mac.
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Ding sitagliptin két hop véi cac sulphonylurea hay insulin c6 thé giy ha duong huyét, cé thé
anh huéong dén kha nang 1ai xe va st dung may méc hodc 1am viéc ma chd ding khoéng an
toan.

KHI NAO CAN THAM VAN BAC SY, DUQC Si

Néu cin thém thong tin xin hoi ¥ kién bac s§ hodc duoc si. (le
HAN DUNG CUA THUOC

24 thang ké tir ngay san xuat.

S6 16 sén xuat (Batch No.), ngay san xuat (Mfg. date), han dung (Exp. date): xin xem trén nhén
bao bi.

San xuit tai Bang — la — dét boi:
INCEPTA PHARMACEUTICALS LTD.
Dewan Idris Road, Bara Rangamatia, Zirabo, Savar, Dhaka, Bangladesh.
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