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INDICATIONS / DOSAGE & ADMINISTRATION /

CONTRAINDICATIONS / PRECAUTIONS: _
Refer to the insen for use

3 vi x 10 vién nén tron bao phim

Sitagliptin phosphat monohydrat
tuong duong Sitagliptin 50 mg
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Doc ky huong dan sir dung trwée khi ding.
Néu can thém thong tin, xin hoi y kién thay thubc.
Chi diing thubc nay theo su ké don ciia thay thuéc.

Z1.ATKO-50

Vién nén tron bao phim Sitiagliptin 50 mg

THANH PHAN:

MJdi vién nén tron bao phim chura:

Sitagliptin phosphat monohydrat

tuong duong Sitagliptin........... 50 mg

Ta dugc: Povidon, cellulose vi tinh thé (Avicel 101), lactose monohydrat, natri starch glycolat,
silicon dioxyd, magnesi stearat, HPMC 615, PEG 6000, titan dioxyd, talc, mau oxyd sét do, mau
sunset yellow, mau oxyd sdt vang... ... vica di 1 vién.

DPAC TINH DUQC LUC HQC

Sitagliptin thude nhom thude udng tri tang duong huyét. goi la chét e ché dipeptidyl peptidase 4
(DPP-4) ¢6 tac dung cai thi¢n duong huyét & bénh nhan dai thao dudng tuyp 2 bing cach lam
tang nong dj cac hormon incretin thé hoat dong.

Cac hormon incretin bao gom peptid gidng glugacon 1 (glugacon-like peptide-1: GLD-1) va
polypeptid kich thich tiét insulin va phu thudc vao glucose (glucose-dependent insulinotropic
polypeptid: GID). dugc phong thich tir rudt sudt ngay va ting nong do dap ung voi bira an. Céac
hormon incretin nay la thanh phan cua hé théng noi sinh tham gia vao sy didu hoa sinh 1y tinh
trang can bang ndi méi glucose.

Sitagliptin ngan ngira DPP-4 thuy phan cac hormon incretin, do d6 lam tang nong do cac dang
hoat tinh cua GLP-1 va GIP trong huyét tuong. Bdn;: cach tang ndng do incretin dang hoat dong,
sitagliptin lam tang phong thich insulin va giam nong d¢ glucagon theo céch thirc phu thuge vao
glucose. O bénh nhén déi thao  dudng tuyp 2 co tinh trang tang dudng huyét, su thay ddi nong do
insulin va glucagon nay din dén giam nong do hemoglobin Alc (HbAlc) va nong dé glucose ltic
d6i va sau khi an. Co ché tac dong phu thuoe vao glucose nay cua sitagliptin khac biét voi co ché
tdc dung cua cac sulfamid ha duong huy ét: cac sulfamid ha duong huyét l1am tang tiét insulin
ngay ca khi non}__ do glucose thip va cé thé dan dén ha dudng huyet O bénh nhan dai thao duong
tuyp 2 va & dbi tuong binh thudong. Sitagliptin 1a 1 chét e ché manh, chon loc cao trén enzym
DPP-4 va khong tic ché cac enzym lién quan gan la DPP-8 hoac DPP-9 & cic nong do diéu tri.

PAC TINH DUQC PONG HQC

Duge dong hoc cua sitagliptin ndi chung déu gidng nhau o dbi twong khoe manh va ¢ bénh nhén
dai thao duong tuyp 2.

Hip thu: Sinh kha dung tuyét dbi cua sitagliptin khoang 87%. Do ubng thude trong bita dn co
nhiéu chat béo khong anh huong dén tac dong 1én dong duge hoc cua sitagliptin, nén c6 thé ding
sitagliptin cung hoac khong cung vai thire an (lic bung no hoac lic bung doi).

Phin bé: Thé tich phan bo trung binh ¢ trang tha bén vimng sau khi ding 1 liéu don sitagliptin
100 mg dudng tinh mach ¢ doi tugng khoe manh khoang 198 lit. Ty 1¢ sitagliptin gin két thuan
nghich vai cac protein huyet tuong thap (38%)

Chuyen hoa: Sitagliptin duge dao thai chu yéu trong nudc tiéu ¢ dang khong thay d6i va mot
phan nho qua dudng chuyén hoa. Gin 79% sitagliptin duoc thai trong nude tiéu ¢ dang khong
thay doi.

Thai triv Sau khi cac ddi tuong khoe manh udng 1 liéu sitagliptin ["*C], khoang 100% chat ¢
tinh phong xa dugc thai trong phan (13%) hoac nudc tiéu (87%) trong 1 tudn dung thude. Thoi
gian ban thai do dugce sau khi uong 1 liéu sitagliptin 100 mg thi xap xi 12,4 gid va su thanh thai
qua than khoang 350 mL/ phat.
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Nguwoi suy than:
AUC cua sitagliptin tang ¢ bénh nhén suy than trung binh. ndng va ¢ bénh nhén giai doan cuoi
dang dugc tham phan mau. Do do6 nén dung licu thap hon o nhitng bénh nhan trén.

CHI PINH:

Sitagliptin dugc chi dinh don tri li¢u hodc két hop vdi cac thude khac nhu metformin, sulfamid
ha duong huyét, chat chi van PPARy dé cai thién kiém soat dudong huyét & bénh nhén dai théo
duong tuyp 2.

LIEU DUNG - CACH DUNG:

- Liéu khu_vén cao la 100 mg/ ngay/ 1 lan khi dung nhu don tr liéu hoic két hop vdi cac thude tri
tiéu duomg khac (bung déi hodc bung no).

- Khi dung sitagliptin két hop voi sulfamid ha duong huy el ¢ thé xem xét dung sulfamid ha
duomg huyét liéu thap hon nham giam nguy co ha duong huyét do sulfamid.

Bénh nhan suy than

- Suy than nhe ([CICr] > 50 mL/phut): khong can chinh liéu.

- Suy than trung binh (CICr > 30 t&i < 50 mL/phut): 50 mg ngay 1 lan.

- Suy thin nang (CICr < 30 mL/phat). hodc ¢6 bénh thin giai doan cudi c¢in thim phan mau hoic
tham phin phiic mac: 25 mg ngay 1 lan. Cé thé ding sitagliptin bit ky luc nao, khong lién quan
dén thoi diém tham phan mau.

Do ¢6 su chinh liéu dua vao chirc nang than, nén danh gid chirc nang than trudce khi khoi dau
diéu tri va sau do kiém tra dinh ky.

CHONG CHI PINH: ‘ '
Bénh nhan man cam vaéi bat ky thanh phan nao cua thudc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG THUOC:

Khong nén dung sitagliptin & bénh nhén dai thao duong tuyp 1 hodc dé diéu tri nhiém acid ceton
¢ bénh nhan dai thao dudng.

Sir dung 6 bénh nhin suy than: Sitagliptin duge dao thai qua than. D¢ dat nong do sitagliptin
trong huyét twong tuong tu nhu & bénh nhan ¢6 chire nang than binh thudng, nén giam liéu thwf{c
& bénh nhén suy thén trung binh va ning. ciing nhu ¢ bénh nhan c6 bénh than giai doan cuoi
(ESRD) can tham phan mau hodc tham phén phic mac

Ha dwong huyét khi dimg ligu phip két hop véi sulfamid ha dwong huyét: Ty 1¢ bao céo ha
duomg huyét do sulfamid ha duomg huyét tang hon & nhém dung sitagliptin két hop v6i sulfamid
ha duong huyét (SU), khi so v6i nhom dung. Do do. dé giam nguy co ha duong huyét do SU. ¢6
thé xem xét giam lleu SL.

Phan irng qud man: Di c6 cic bao cdo hau mai ve nhimg phan Gmg qua man nghiém trong &
bénh nhan dung sitagliptin. Cac phan tng nay bao gom phan tmg phan vé, phit mach va cic bénh
ly troc da ké ca hoi chtrng Stevens-Johnson. Vi cdc phan img nay duge bao cao tu nguyén tir dan
s6 chua biét rd ¢& mau. nén thuomg khong thé udc tinh chic chan tan sudt hodc xéc lap mdi quan
h¢ nhin qua véi vige sur dung thude. Cac phan tmg nay bat dau xuét hi¢n trong 3 thang dau sau
khi bat dau diéu tri vai sitagliptin, véi vai bdo cdo xay ra sau lidu ddu tién. Néu nghi ngo ¢6 phan
ang qua man, phal ngung dung sitagliptin, danh gia cac nguyén nhéan tiém nang khac va bat dau
céc tri liéu thay thé vé bénh dai thao duong

Sir dung o tré em: Chua xac lap tinh an toan va hi¢u luc cua sitagliptin & bénh nhi dudi 18 tudi.
Sw dung o nguwoi cao rum Trong cdc nghién ctru ldam sang tinh an toan va hiéu luc cua
sitagliptin 0 nguoi cao tu01 (= 65 tudi) tuong ty nhu ¢ bénh nhan tre tudi hon (< 65 tudi). Khong
can chinh liéu theo do tudi. Bénh nhan cao tudi ¢6 nhiéu kha ning suy than hon; nhu cac bénh
nhan khac, c6 thé ¢an chinh liéu khi ¢6 suy thin dang ké.

Pé xa tim tay tré em

1%
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SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢6 thai

Nhu céc thude udng trj tang dudng huyét khac, khong khuyén cao sir dung sitagliptin trong thai
ky.

Phu nir dang cho con bu

Sitagliptin duge phan bd vao sira chudt cong me. Van chua biét rd sitagliptin ¢ phan bé vao sira
ngudi hay khong. Do dé, khong nén dung sitagliptin cho phu nir dang cho con bu.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thude c6 thé gy budn ngti vd/ hodc chong mat & mot sé it bénh nhan do d6 nén cén trong v0‘1\

ngudi phai lai xe va van hanh may mée. Dung thude trude khi ngu s& lam giam nhimg tac dong 5\,
trén trong ngay. GTY\

TAC DUNG KHONG MONG MUON: PHAM
Tac dung khong mong mudn thuong gép la: Nhue dau, tiéu chay, dau bung, khé tiéu, budn non, W
;On nhiém trung dudong héd hap trén, viém mii hong. phu mach, viém da do ném, ha duodng \N \(\Q
uyét.
C6 kha ning gy tir vong: Séc phan vé va / hodc phan tng da nang nhu hoi ching Stevens—
~ Johnson.
Théng béo cho thay thuéc nhitng tdc dung khong mong mudn gap phai khi sir dung thuéc.

TUONG TAC THUOC VA CAC TUONG TAC KHAC:

Trong cac nghién curu tuong tac thude. sitagliptin khong gy tac dong co6 y nghia lam sang 1én

duge dong hoc cua cic thude sau day: metformin, rosiglitazon, glyburid, simvastatin, warfarin,

va vién udng tranh thai. Dya vao cac dir liéu nay, sitagliptin khong e ché cic isozym CYP la
CYP3A4, 2C8, hoac 2C9. Dya vao dir li¢u in vifro, ngudi ta cho rang sitagliptin ciing khong co

tac dung tic ché CYP2D6, 1A2. 2C19 hodc 2B6 hodc cam tmg CYP3AA4.

Dung metformin liéu lap lai ngay 2 lan cung véi sitagliptin khong lam thay dbi c¢6 y nghia duoc

dong hoc cua sitagliptin o bénh nhan dai thao dudng tuyp 2

Cac phan tich duge dong hoc theo dan so da dugce tién hdl’!h ¢ bénh nhan dai thao duong tuyp 2.

Nhirng thude dung dong:, thoi khong gy tac dung c6 y nghia lam sang lén duoc dong hoc cua
Sltaghplm Nhiing thude duoce danh gia 1a thude dang pho bién & bénh nhén dai thao duong tuyp

2, bao gébm cac thudce tri tang cholesterol mau (nhu statins, fibrat, ezetimib), thude khang tiéu cau n
(nhu clopidogrel). thude tri tang huyet ap (nhu thude te ché ACE, chen thu thé angiotensin, chen
beta, trc ché kénh calci, hydrochlorothiazid), thuéc giam dau va khang viém khong steroid (nhu
naproxen. diclofenac. celecoxib). thude tri trdm cam (nhu bupropion. fluoxetin, sertralin). khang
histamin (nhu cetirizin). ¢ ché bom proton (nhu omeprazol, lansoprazol). va cac thudc tri rdi
loan cuong duong (nhu sildenafil).

Dién tich dudi duong cong va trung binh nong do dinh cta digoxin tang nhe (AUC, 11% va Cyax. ,
18%) khi dung cung sitagliptin, mirc d¢ tang nay khong dugc xem la c6 y nghia lam sang. Nén

giam sat bénh nhan dang dung digoxin cho thich hgp. Khong khuyén cdo diéu chinh liéu digoxin

hay sitagliptin.

Khi cho dm tuong nay udng mot lidu don sitagliptin 100 mg cing vdi mot liéu don cyclosporin

600 mg. von la chat e ché manh p-glycoprotein, AUC va Cmay clia sitagliptin ting xap xi 29%

va 68%. Nhimg thay ddi nay trong dugc dong hoc cua sitagliptin dugc xem khong ¢o ¥ nghia

lam sang. Khong khuyén céo chinh lidu sitagliptin khi ding chung véi cyclosporin hodc cdc chat

trc ché p-glycoprotein khéc (nhu ketoconazol).

QUA LIEU & XU TRi:

Trong nhimng thur nghiém 1am sang c6 ddi chimg nguoi khoe manh, sitagliptin liéu don dén 800
mg dugc dung nap tot. Trong mot nghién ciru dung lidu 800 mg sitagliptin, khoang QTe¢ ting rat
it va khong lién quan dén 1am sang . Chua c6 kinh nghiém su dung cac liéu cao hon 800 mg &
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nguol. Trong cac nghién clru giai doan | vé ché do nhiéu liéu trong ngay. ngudi ta khong tim
thiy cac phan tng bat loi trén lam sang lién quan dén liéu khi dung sitagliptin dén liéu 600
mg/ngdy trong 10 ngay va 400 mg/ngay dén 28 ngay. Trong truong hop qua liéu, nén 4p dung
cac bién phap hd trg thuong dung. nhu loai bo chat chua kip hip thu khoi duong tiéu hoa, theo
doi trén lam sang (bao gébm lam dién tam dd). va tri liéu ning d&. néu can. Sitagliptin cé thé
duge tham tach vira phai. Trong nghién ctru lam sang, khoang 13,5% licu dung duge loai bo sau
3-4 gio tham phan mau. Co thé xem xét tham phan mau kéo dai néu phu hop trén 1am sang. Van
chura biét rd tham phéan phic mac c6 thé tham tach duge sitagliptin hay khong.

PONG GOI: Hop 3 vi x 10 vién

BAO QUAN Noi kho rao, tranh anh sang, nhiét do khong ua 30°C.
TIEU CHUAN CHAT LUO'NG Tiéu chuan nha san xuat:

HAN DUNG: 36 thang ké tir ngay san xuét. *

2

San xudt tai:
CONG TY TNHH DP PAT VI PHU
(DAVI PHARM CO., LTD)

- L6 M7A, Pudng D17, Khu CN My Phude 1, xa Théi Hoa, huyén Bén Cat, Tinh Binh Duong,
Viét Nam

Fax: 0650-3567688
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