RXTHU()'C BAN THEO BON
TO HUONG DAN SU DUNG THUOC
ZLATKO-25
(Vién nén bao phim Sitagliptin 25 mg)
Poc ki huéng dan sir dung truéc khi diing

Chi duing thudc nay theo sw ké don ciia thay thuéc
Neéu can thém thong tin xin héi y kién thay thuoc

THANH PHAN:
Moi vién nén bao phim chtra:
Sitagliptin .......... 25 mg

(dwoi dang Sitagliptin phosphat monohydrat) )
Ta duoc: Natri lauryl sulfat, mannitol, cellulose vi tinh thé (Avicel 101), croscarmellose natri,
magnesi stearat, HPMC 615, PEG 6000, titan dioxyd, talc, mau oxyd sat do.

PAC TiNH DUQC LUC HQC:

ZLATKO thudc nhom thude udng tri tang dudng huyét, goi 1a chat uc ché dipeptidy! peptidase 4
(DPP-4) c6 tac dung cai thi¢n duong huyét & bénh nhan dai thao duong tuyp 2 bang cach lam
tang nong dg cac hormon incretin thé hoat .dong.

Cac hormon incretin bao gom peptld gidng glucagon 1 (glucagon-like peptide-1: GLD-1) va
polypeptid kich thich tiét insulin va phu thuoc vao glucose (glucose-dependent msullnotroplc
polypeptide: GID), duoc phdng thich tir rudt sudt ngay, va tang nong d6 dap ung voi bira an. Cac
hormon incretin nay 1a thanh phan cua hé théng noi sinh tham gia vao su diéu hoa sinh ly tinh
trang can bang noi mdi glucose.

Sitagliptin ngdn ngwra DPP-4 thiy phan cac hormon incretin, do d6 1am ting nong do cac dang
hoat tinh ciia GLP-1 va GIP trong huyét tuong. Bang cach tang nong do incretin dang hoat dong,
sitagliptin lam tdng phong thich insulin va glam nong do glucagon theo cach thuc phu thugc vao
glucose. O bénh nhan dai thao ~duong tuyp 2 ¢0 tinh trang tang duong huyet sy thay d6i nong do
insulin va glucagon nay dan dén giam nong do hemoglobln Alc (HbA1c) va nong do glucose luc
d6i va sau khi an. Co ché phu thudc vao glucose nay cua sitagliptin khac biét voi co ché tac dung
cua céac sulfamid ha duong huyét; Cac sulfamid ha duong huyét 1am tang tiét insulin ngay ca khi
ndng d6 glucose thap va co thé dan dén ha duong huyét ¢ bénh nhan dai thao dudng tuyp 2 va &
dbi twong binh thuong. Sitagliptin 12 1 chat tc ché manh, chon loc cao trén enzym DPP-4 va
khong uc ché cac enzym lién quan gan 1a DPP-8 hoac DPP-9 ¢ cic nong d6 diéu tri.

PAC TINH DUQC PONG HOQC: . )

Dugc dong hoc cua sitagliptin n6i chung déu gidng nhau ¢ dbi twong khée manh va & bénh nhan
dai thao duong tuyp 2.

Hd'p thu: Sinh kha dyng tuyét déi’cﬁa sitagliptin khoang 87%. Do udng thudc trong blra an ¢co
nhicu chat béo khong anh hudng dén tac dong 1én dong dugc hoc cia ZLATKO, nén c6 thé dung
ZLATKO cung hodc khong cung véi thire an (luc bung no hogc lic bung dor).

Phdn phéi: Thé tich phan phdi trung binh ¢ trang thai bén viing sau khi dung 1 liéu don
sitagliptin 100 mg duong tinh mach ¢ ddi tuong khoe manh khoang 198 lit. Ty 1€ sitagliptin gin
két thuan nghich véi cac protein huyét tuong thap (38%).

Chuyen héa: Sitagliptin dugc dao thai chu yéu trong nudce tiéu o dang khong thay d6i va mot
phan nhé qua duong chuyén hoa. Gan 79% sitagliptin dwoc thai trong nudc tiéu & dang khong
thay doi.

Dao thdi: Sau khi cac ddi twong khoe manh ubng 1 héu sitagliptin [*C], khoang 100% chat co
tinh phong xa dugce thai trong phén (13%) hodc nudce tiéu (87%) trong 1 tuan dung thudc. Thoi
gian ban thai do duoc sau khi ubng 1 lidu sitagliptin 100 mg thi xdp xi 12,4 gio va sy thanh thai
qua thén khoang 350 mL/ phut.

Ngwoi suy than:
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AUC cua sitagliptin tang ¢ bénh nhan suy thén trung binh, ndng va ¢ bénh nhén giai doan cubi
dang dugc tham phan méu. Do d6 nén dung liéu thap hon & nhitng bénh nhan trén.

CHI PINH:

Sitagliptin duoc chi dinh don tri liéu hoic két hop véi céc thude khac nhu metformin, sulfamid
ha duong huyét, chat chu van PPARy dé cai thién kiém soat duong huyét & bénh nhan dai thao
duong tuyp 2.

LIEU DUNG - CACH DUNG:

- Liéu khuyén cao 1a 100 mg/ ngay/ 1 1an khi dung nhu don tri liéu hodc két hop véi cac thude
trj tiéu dudng khac (bung déi hoic bung no).

- Khi dung sitagliptin két hop v6i sulfamid ha duong huyét, c6 thé xem xét dung sulfamid ha
duong huyét liéu thap hon nham giam nguy co ha dudng huyét do sulfamid ha dudng huyét.

Bénh nhan suy than

- Suy than nhe ([Cler] > 50 mL/ phat): Khong can chinh lidu.

- Suy than trung binh (30 mL/ phat < [Cler] < 50 mL/ phut): 50 mg/ ngay/ 1 lan

- Suy than ning ([Clcr] < 30 mL/ phut), hodc co bénh than giai doan cubi can thAm phin mau
hoic tham phén phac mac: 25 mg/ ngay/ 1 lan. C6 thé dung sitagliptin bat ky liic nao, khong
lién quan dén thoi diém tham phan méau.

Do ¢6 sy chinh heu dwa vao chiic ning than, nén danh gia chirc ning than trudc khi khoi dau

diéu tri va sau d6 kiém tra dinh ky.

CHONG CHI PINH: , ‘ ,
Bénh nh&n qua man vai sitagliptin hoac bat ky thanh phan nao cua thuoc.

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

Khong nén dung sitagliptin & bénh nhan dai thao duong tuyp 1 hoic dé diéu tri nhiém acid ceton
& bénh nhan dai thao duong.

Sir dung ¢ bénh nhan suy thgn: Sitagliptin dugc dao thai qua than. Bé dat nong do sitagliptin
trong huyét tuong twong tu nhu ¢ bénh nhan c6 chic niang than binh thuong nén giam liéu thUOc
¢ bénh nhan suy than trung binh va ning, ciing nhu & bénh nhan ¢ bénh than giai doan cudi
(ESRD) can tham phan méu hoic thim phan phic mac.

Ha dwong huyét khi dung ligu phap két hep véi sulfamid hg dwong huyét: Ty 1€ béo céo ha
duong huyét do sulfamid ha duong huyét ting hon & nhém dung sitagliptin két hop véi sulfamid
ha duong huyét (SU), khi so v6i nhom ding. Do d6, dé giam nguy co ha duong huyét do SU, c6
thé xem xét glam Ileu SU.

Phdn #ng qua mdn: Bi c6 cac bao cao hau mai Ve nhirng phan ang qua man nghlem trong o
bénh nhan dung sitagliptin. Cac phan tng nay bao gdém phan wng phan vé, phi mach va cac bénh
ly tréc da ké ca hoi chiing Stevens-Johnson. Vi cac phan img nay dugc bao cao tu nguyén tir dan
s6 chua biét rd ¢& mau, nén thuong khong thé wéc tinh chac chin tan suat hodc xac 1ap moéi quan
hé nhan qua vai viéc st dung thuoc. Cac phan g nay bat dau xuat hién trong 3 thang dau sau
khi bat dau diéu trj vai sitagliptin, vai vai bao cao xay ra sau liéu dau tién. Néu nghi ngo ¢6 phan
ing qua man, phai ngung dung sitagliptin, danh gi cic nguyén nhan tiém ning khac va bat dau
cé4c tri liéu thay thé vé bénh dai thao duong.

Sii dung ¢ tré em: Chua xac 13p tinh an toan va hi¢u lyc cia S|tagI|pt|n & bénh nhi dudi 18 tudi.
Swr dung o ngu’o‘l cao tum Trong cac nghién ctu lam sang tinh an toan va hi¢u luc cua
sitagliptin ¢ nguoi cao tu01 (= 65 tudi) twong ty nhu ¢ bénh nhan tre tudi hon (< 65 tudi). Khong
can chinh liéu theo d6 tudi. Bénh nhan cao tudi ¢ nhiéu kha nang suy than hon; C6 thé chinh
lieu khi c6 suy than dang ké.

Pé xa tAm tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Phu nir c6 thai

2/4 0364.T1



Nhu céc thude udng tri ting dudng huyét khac, khong khuyén cdo sir dung sitagliptin trong thai
ky.

Phu nir dang cho con bu ) 3 ) )
Sitagliptin dugc bai ti€t vao strta chudt cong me. Van chua bi€t 1o sitagliptin cé bai ti€t vao sira
nguoi hay khong. Do d6, khong nén dung sitagliptin cho phu nit dang cho con bu.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thuoc o6 thé gy budn ngu va/ hodc chong mat & mot so it bénh nhan do d6 nén thén trong voi
nguoi 1ai xe va van hanh may moéc. Dung thudce trude khi ngu s€ lam gidm nhiing tac dong trén
trong ngay.

TAC DUNG KHONG MONG MUON:

Tac dung khong mong mudn thuong gap la: Nhuc dau, tiéu chay, dau bung, kho tiéu, budn nén,
ndn, nhiém tring duong hd hap trén, viém miii hong, phd mach, viém da do nam, ha duong
huyét.

C6 kha niang gay tir vong: Séc phan vé va/ hodc phan tng da ning nhu hoi chang Stevens-
Johnson.

Théng bdo cho thay thuéc nhitng tc dung khéng mong muén gap phdi khi sir dung thudc.

TUONG TAC THUOC VA CAC TUONG TAC KHAC:

Trong cac nghién ctru twong tac thudc, sitagliptin khong giy tac dong co ¥ nghia 1am sang 1én
duoc dong hoc cua cac thude sau day: Metformin, rosiglitazon, glyburid, simvastatin, warfarin,
va vién udng tranh thai. Dua vao cac dir liéu nay, sitagliptin khong trc ché cac isozym CYP 1a
CYP3A4, 2C8, hoic 2C9. Dua vao dit liéu in vitro, ngudi ta cho rang sitagliptin ciing khong c6
tac dung uc ché CYP2D6, 1A2, 2C19 hodc 2B6 hodc cam ung CYP3A4.

Dung metformin liéu 13p lai ngay 2 lan cing véi sitagliptin khong lam thay d6i c6 y nghia dugc
dong hoc cua sitagliptin ¢ bénh nhan dai thao duong tuyp 2.

Céc phan tich duoc dong hoc theo dan sé da duoc tién hanh & bénh nhan dai thao duong tuyp 2.
Nhitng thudc diung déng thoi khong gay tac dung c6 y nghia 1am sang 1én dugc dong hoc cua
sitagliptin. Nhitng thudc duge danh gia 1a thudc dung phd bién & bénh nhan dai thao duong tuyp
2, bao gdm cac thudc tri tang cholesterol mau (nhu statins, fibrat, ezetimib), thubc khang tiéu cau
(nhu clopidogrel), thudc tri ting huyét 4p (nhu thude e ché ACE, chen thu thé angiotensin, chen
beta, trc ché kénh calci, hydrochlorothiazid), thudc giam dau va khang viém khong steroid (nhu
naproxen, diclofenac, celecoxib), thudc tri trAm cam (nhu bupropion, fluoxetin, sertralin), khang
histamin (nhu cetirizin), &c ché bom proton (nhu omeprazol, lansoprazol), va cac thudc tri roi
loan cuong duwong (nhu sildenafil).

Dién tich duéi dudng cong ndng do - thoi gian va trung binh ndng d6 dinh cta digoxin ting nhe
(AUC, 11% va Cmax, 8%) khi dung cung sitagliptin, muc dJ ting nady khong dugc xem 1a c6 y
nghia 1am sang. Nén gidm sat bénh nhén dang dung digoxin cho thich hgp. Khong khuyén cao
diéu chinh liéu digoxin hay sitagliptin.

Khi cho 601 twong nay uong mot lidu don sitagliptin 100 mg cing véi mot liéu don cyclosporin
600 mg, von 1a chat e ché manh p-glycoprotein, AUC va Cmax clia sitagliptin ting xap xi 29%
va 68%. Nhimng thay ddi nay trong dugc dong hoc cua sitagliptin dugc xem khong ¢ ¥ nghia
lam sang. Khong khuyén céo chinh lidu sitagliptin khi dung chung véi cyclosporin hodc cac chat
{rc ché p-glycoprotein khac (nhu ketoconazol).

QUA LIEU & XU TRI:

Trong nhiing thur nghiém lam sang c6 dbi chimg nguoi khoe manh, sitagliptin liéu don dén 800
mg dugc dung nap tot. Trong mét nghién ctru dung lidu 800 mg sitagliptin, khoang QT¢ tang rat
it va khong lién quan dén 1am sang Chua c6 kinh nghiém su dung cac liéu cao hon 800 mg &
nguoi. Trong cac nghién ctru giai doan I vé ché do nhiéu liéu trong ngay, nguoi ta khong tim
thay cac phan ung bat loi trén 1am sang li€n quan dén liéu khi dung sitagliptin dén liéu 600 mg/
ngay trong 10 ngay va 400 mg/ ngay dén 28 ngay. Trong truong hop qua lidu, nén 4p dung cac
bién phéap hd tro thuong dung, nhu loai bo chat chua kip hip thu khoi duong tiéu hoa, theo ddi
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trén 1am sang (bao gém lam dién tdm dd), va tri liéu nang d&, néu can. Sitagliptin ¢ thé dugc
tham tach vira phai. Trong nghién cttu 1am sang, khoang 13,5% heu dung duogc loai bo sau 3 - 4
gio tham phén mau. Co6 thé xem xét thdm phan mau kéo dai néu phu hop trén 1am sang. Van
chwra biét r5 thim phéan phiic mac c6 thé tham tach dugc sitagliptin hay khong.

PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Noi kho réo, tranh 4nh séng, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUGN G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.

San xuét tai: ) ‘ )

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thoi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
Tén san pham: ZLATKO-25
M4 sb toa: 0364.T1

- Chuyén file in theo mau Cuc QLD cép

Kiém soat stra doi:
© 1O | - Tach rieng véi toa ZLATKO-50 va ZLATKO-100

Ngay 15/11/2018

Nhan vién thiét ké:
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