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Composition:

Each film-coated tablet contains:
Sitagliptin phosphate monohydrate
equivalent to Sitagliptin... 50mg

Dosage, Indicalions & Contraindications:
As direcled by the physician or see package
insert for full preseribing information,

Slorage:

Store below 30°C.

Protect from sunlight & moisture
SOLD ONLY BY PRESCRIFTION.

KEEP OUT OF REACH OF CHILDAEN.
READ CAREFULLY THE INSEART BEFORE USE.
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Rx Thudc ké ddn

GETSITALIP TABLETS 50mg
Hop 2 vix 7 vién nén bao phim
THANH PHAN: M&i vién nén bao phim chifa:
Sitagliptin phosphate monchydrate tugng
dudng Sitgliptin: 50mg

cHl BINH, CHONG CHI BINH & CAC
DUNG:

Xirrl tﬂl‘t;xdng dén s dyng kém theo
0 QUAN:

Bdo quan & nhiét d dudl 30°C, tranh

sdng va &m. ay

S6 16 SX, NSX, HD: xem Batch No.,

date, Exp. Date trén bao bi.

SBK VN-

Cdc théng tin khdc dé nghj xem td hudng

dan s dyng kém theo.

Néu cdn them théng tin, xin hoi y kién bac si

Boc k hudng dén sif dung trudc khi ding
xatim tay tré.

San xudt bdi

GETZ PH.M:IMR (PVT) LTD. - PAKISTAN
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GETSITALIP TABLETS 50mg
Sitagliptin 50mg
Vién nén bao phim

THANH PHAN:
M3i vién nén bao phim chira
GETSITALIP TABLETS 50mg

Hoat chit:
Sitagliptin  phosphate monohydrate tuong
duong vdéi Sitagliptin..............ceeeeeenn . 50mg
Td duge:
Anhydrous Dibasic Calci Phosphate,

Microcrystalline Cellulose (Avicel PH 102),
Croscarmellose natri, Hypromellose
(Pharmacoat 606), Colloidal Anhydrous Silica
(Aerosil 200), Natri Stearyl Fumarate,
Hypromellose (HPMC 5CPS), Magnesi
Stearate, Macrogols (P.E.G. 6000), Instacoat
Brown Color, Titan Dioxide, bdt Talc tinh
khiét.
DUQC LYC HQC:
Sitagliptin 1a chit c6 hoat tinh &rc ché DPP-4 &
bénh nhén déi thao dudng tuyp II bing cach
lam cham su bat hoat cdc hormon incretin gom
“peptid | tuong tu Glucagon™ [Glucagon-
Iike peptid-1 (GLP-1)] va “polypeptide huéng
insulin phu thudc glucose” [Glucose dependent
insulinotropic polypepude - (GIP)]. Cac
incretin 12 m§t phén cia hé thdng noi sinh,
tham gia diéu hoa sy én dinh ndi mé glucose
trong co thé. Khi nong do glucose trong mau
binh thudng hogc téng cao, GLP-1 va GIP gay
tang tong hop va glal phong insulin tir cac té
bao beta tuyen tuy bing con duong din truyén
tin hiéu ndi bao co lién quan dén AMP vong.
GLP-1 ciing lam giam tict glucagon tir cac té
bao alpha tuyén tuy, ddn dén giam san xudt
glucose & gan. Bing cach gia ting va kéo dai
hoat tinh cta incretin, Sltaghptm lam ting tiét
insulin va lam giam nong d§ glucagon phu
thudc glucose trong vong tuan hoan.

DUOC PONG HQC:

Hip thu:

Sau khi ung sitaglipin liéu 100mg, thude dugc
hip thu nhanh véi ndng do dinh trong huyet
tuong (Tmax trung binh) dat dugc sau khi udng
tir 1 dén 4 gio, dién tich dudi duémg cong
(AUC) trong huyét tuong trung binh la 8,52
pMegidr, Cmax 1a 950nm. Sinh kha dung tuyét
d6i cua Sitagliptin 1a khoang 87%. Dién tich
dudi dudng cong AUC trong huyét tuong ctia
Sitagliptin tang ti 1¢ thudn véi lidu.

Phin bo

lOOmg la khoang 198 lit. Mot pha g
Snaghptm két hop thuén nghich vé&i protei
huyét tuong (38%).

Chuyén héa va thdi triv

Sitagliptin bj thai trir chii yéu dudi dang khéng
thay ddi vao nudc tiéu (khoing 79%), do d6
chuyen hoéa la con dudong thal trir thir yéu. Sau
khi ubng [14C] Sitagliptin, xAp xi 100% phéng
xa da udng bi thai trir vao phén (13%) hodc
nude tiéu (87%) trong mét tuén dllng thuoc
Thoi gian ban thai biéu kién ti sau liéu udng
100mg Sitagliptin 1a khoang 12,4 gid va d¢
thanh thai qua thén la khoang 350mL/phut.

Cic tricong hop dic biét

Suy thin

Bénh nhén suy than nhe khéng co sy gia ting
nong do Sitagliptin trong huyét twong c6 y
nghia vé mét lim sang. Dién tich dudi duong
cong AUC trong huyét tuong cua Sitagliptin
tang khoang 2 1an & nhitng bénh nhén suy than
trung binh, 4 1in & bénh nhan suy thén néng va
bénh nhan suy than giai doan cubi phai thim
tach mau.

Suy gan

Chua cé kinh nghiém 1am sang trén bénh nhén
suy gan ning (Diém sb Chlld -Pugh > 9). Tuy
nhién, vi Sitagliptin chi yeu dugce thai trir qua
than, suy gan ning di kién c6 thé khdng anh
huémg dén duoe dong hoc cua S][a%llptlﬂ /
Nguwoi gia: \é;\ /
Bénh nhan cao tudi (65-80 tuﬁh) c mopg do
Sitagliptin trong huyét twong cao, hon Khoang
19% so v&i cac bénh nhén tré hon. ™

CHI DINH:

GETSITALIP (Sitagliptin) dugc chi dinh hd

tro ché do an kiéng va tap thé duc & bénh nhan

dai thdo dudmg tuyp 2 giip kiém sodt duong

huyét, dudi cac dang sau:

- Dontrj liéu

- Phdi hop 2 thuée:
Phéi hop véi Metformin hodc sulfonylurea
hoic thudc ddng van PPARy (Vi du:
thiazolidonediones) khi ma diéu tri bing
thude don tri liéu, ché d6 an kiéng va tap
thé duc khong thé kiém soat duomg huyét
thich hop.

- Phéi hop 3 thude:
Phéi hop véi Metformin va 1 sulfonylurea
hoic Metformin va 1 PPARy (Vi du:
thiazolidonediones) khi ma phéi hop 2
trong c4c thubc nay, an kiéng va tap thé
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duc khdng thé kiém soat duomg huyét thich
hop.
- Phoi hop vdai Insulin.

LIEU DUNG VA CACH SU DUNG:

Liéu khuyén céo cia GETSITALIP
(Sitagliptin) 1a 100mg mdi ngay dang don tri
liéu hozc phdi hop diéu tri véi Metformin, 1
sulfonylurea, insulin (C6é6 ho#c khoéng co
Metformin), 1 thuéc déng van PPARy (Vi du:
Thiazolidonediones), metformin cfng voi |1
sulfonylurea, hoic metformin céng 1 thudc
déng van PPARYy (Vi du: Thiazolidonediones).
Khi Getsitalip (Sitagliptin) két hgp véi
sulfonylurea hodc voi insulin, ¢6 thé xem xét
diing sulfonylurea hoac insulin v&i lidu thép
hon dé lam giam nguy co ha dudng huyét do
sulfonylurea hodc insulin.

Ubng Getsitalip (Sitagliptin) trong bira an
nhiéu chit béo khéng anh huéng dén dugc
déng hoc, Getsitalip (sitagliptin) c6 thé dugc
diung cing hodc khoéng cing vdi thic én.
Néu quén udng mét liéu Getsitalip (sitagliptin)
can udng ngay khi nhé ra. Khong nén dung liéu
gip dbi trong ciing mdt ngay.

Cic trudng hop dic biét

Suy thin

Péi v6i bénh nhan suy than nhe (d6 thanh thai
creatinin [Cle,] = 50mL/ phut, twong duong véi
ndng d9 creatinine huyét thanh < 1,7 mg/ dL &
nam va > 1,5mg/ dL & nit), khéng can diéu
chinh lidu sitagliptin.

Déi voi bénh nhén suy than trung binh (Cle, >
30 dén < 50ml/ phut, twong duong v&i ndng do
creatinine huyét thanh tir > 1,7 dén 3,0mg/ dL
& nam va > 1,5 dén < 2,5mg/ dL & nit), liéu
sitagliptin 1 50 mg ung m&i ngdy mot 1an.

P6i v6i bénh nhan suy thin ning (Cle <
30mL/phit, tuong duong v&i ndng do
creatinine huyét thanh > 3 Omgf’dL & nam va
2,5mg/ dL & nir) hodc bénh than giai doan cubi
(ESRD) doi hoi phai thdm tach mau hoic tham
tach phic mac, lidu SIIagllptm [a 25mg mdi
ngay mot lan. Co thé udng Sitagliptin trong
th&i gian khéng thAm tach mau.

Nguwoi gia

Khong can didu chinh liu theo d6 tudi.

TAC DUNG PHU:

Pon tri liéu

Nhigm khun dudng ho hép trén, dau diu va
viém miii hong,.

Sitagliptin phoi hop véi Metformin HCI:
Thirome edp. budn non

It gdp: budn ngn, tiéu chay, dau bu
ha dudng huyét.

Sitagliptin véi sulphonylurea
Thuong gdp: ha dudng huyét
Sitagliptin vdéi Pioglitazone:
Thieome edp: Ha dudong huyét, diy hoi, phu
ngoai bién.

Sitagliptin_véi sulfonviurea via Metformin
HCl ,

Rat thudng gap: ha dudng huyét.

Thudng gap: tdo bén

Sitagliptin_vdi Rosiglitazone vi Metformin
HCi

Thuong gdp: ha dudng huyét, nhire dau, tiéu
chay, ndn mira, pht ngoai bién.

Sitagliptin vdi insulin

Thuéng gdp: cim, ha dudng huyét va dau dau.
[t gap: kho miéng, téo bon. ]
Hiém: Téc nghen tryc trang, phin dong khoi, b
ticu.

Théong bdo bdc si nhitng tdc dung phu gdap
phdi khi dang thudc.

CHONG CHI PINH

Sitagliptin chng chi dinh trong céc truémg hop

sau:

- Bénh nhin c6 tién s min cdm Véi
Sitagliptin holic bat k¥ thanh phan nao khac
ciia thudc.

- Bénh nhdn dai thao duong tuyp 1 hodc
dang diéu tri dai thio dudng nhiém toan
ceton.

- Tré em dudi 18 tudi.

THAN TRONG

Vigm tuyén tuy: '
Sau khi khai dau diéu tri bang Si agl&gllﬁ
nhén nén duoc theo ddi cin thin cdc dau hiéu
va triéu chiing cua bénh viém tuyén thy. Néu
nghi ng& viém tuyen tuy, nén ngung Sitagliptin
ngay lap tirc va bat du c6 phuong phép diéu tri
thich hop.

Ha dwing huvét:

Ti 1& ha duomg huyét ting & cac bénh nhin phéi
hop Sitagliptin v&i  sulfonylurea hodc VGi
insulin, 14 nhitng thudc co thé gay ha dutmg
huyét. Do d6, c6 thé cin phai giam liéu
sulfonylurea hogc insulin dé lam giam nguy co
ha huyét 4p.

PHU NU CO THAI VA CHO CON BU:

Phu ni¥ c6 thai

Su an toan cua Sitagliptin ¢ phu nir co thai
chura duoc biét. Sitagliptin, tuong tir céc thuée
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chéng ting duong huyét khac, khong duoc

khuyén céo sir dung & phu nir ¢é thai. SAN XUAT BOT: S \
i i (o Y4

Phuy nir cho con bi ) ! ey

Chua biét Sitagliptin cé tiét vao sira me hay @‘I" GETZ PHARMA _(PV ‘-T\t‘ D'_/ &)

khéng. Vi cd nhiéu thudc tiét vao sira me, 29'30’{2.7’ Korangl‘ Indugtfia tm‘é’

khéng nén dung Sitagliptin trong khi cho con Karachi 74900, Pakistan.

bi.

TAC DUNG CUA THUOC LEN KHA
NANG LAI XE VA VAN HANH MAY
MOC

Getsitalip khong anh hudng dén kha nang lai
xe va vin hanh may méc. Tuy nhién, khi 14i xe
va van hanh may maéc, cin huu y di c6 bdo cdo
v& cac trudmg hop hoa mét va budn ngu.

Ngodi ra, nén canh bdo nguy co ha duong
huyét khi phdi hgp GETSITALIP va thudc
nhém sulphonylurea hodc insulin cho bénh
nhéan.

TUONG TAC THUOC:

Digoxin:

Sitagliptin ¢6 anh huong rit nhd dén ndng do
digoxin trong huyét tuong. Khong khuyén cdo
diéu chinh liu digoxin. Tuy nhién, bénh nhén
¢6 nguy co ngd doc digoxin nén duge theo déi
khi diing déng thi Sitagliptin va digoxin.

QUA LIEU:

Khi xay ra qua liéu, c6 thé sir dung céc phuong
phap diéu tri hd trg thong thuong nhu thai trir
cac chit khong dugc hdp thu qua dudng tiéu
hoa, theo d&i 1am sang (bao gbm dién tam\dd),
va didu tri hd tro tily theo tinh trang Tam. 53 \
cua bénh nhan. Sitagliptin chi dugc thai twu
bing thAm tach & mirc 6 vira phai. Thém tach
méu kéo dai c6 thé duoc xem xét néu phi hop
vé lam sang. Chua duoc biét Sitagliptin c6 thé
bi thai trir bing thAm tach mang bung hay
khong.

BAO QUAN: Z
Bao quan dudi 30°C. Tranh 4nh sdng va tranh S0
am,
TIEU CHUAN: Nha san xuét
HAN DUNG: 2 nam ké tir ngay san xuft
DONG GOI: Hop 2 vi x 7 vién e\ Sy LA
- Doc ki heong din st dung truwse kih
diung.
- Néu céin thém thong tin, xin hoi § kién
bdc si.
- Thube nay chi dwge ding theo sy ké toa
cia bdc st
- Dé xatim tay tré em.

-



