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Néu cin lhem thtmg tin xin hoi y kién théy thuoc.
GMP Chi diing thubc nay theo sw ké don ciia thiy thuéc.

Z1.ATKO

(Vién nén bao phim Sitagliptin)

Torthong tin sdn phim nay bao gom hudmg dén si dung cho thubc cé nhiéu ham luwgng khdc nhau.

THANH PHAN:

M&i vién nén bao phim ZLATKO-25 chira:

Sitagliptin (diedi dang Sitagliptin phosphat monokydmd .25mg

Té dwoc: Natri lauryl sulfat, mannitol, cellulose vi tinh the (chel 101, ), croscarmellose natri, magnesi stearat, HPMC 615,
PEG 6000, titan dioxyd, tale, mau oxyd sat do.

M3i vién nén bao phim ZLATKO-50 chira:

Sitagliptin (duwdi dang Sitagli iptin phosphat monohydrat).... .50mg

Té dugc: Povidon, cellulose vi tinh thé (chef 101), Iactase manohydrar natri starch g!yco!t silicon dioxyd, magnesi stearat,
HPMC 613, PEG 6000, titan dioxyd, talc, mau oxyd sdt do, mau sunset yellow, mau oxyd sat vang.

Mai vién nén dai bao phim ZLATKO-100 chira:

Sitagliptin (didi dang Sitagliptinphosphat monohydraj).... ..100mg

Ta dugc: Povidon, cellulose vi tinh thé (Avicel IOU Iactme monohydrat natri starch glycolat, silicon dioxyd, magnesi
stearat, HPMC 615, PEG 6000, titan dioxyd, talc, mau oxyd sét do, méu sunset yellow, mau oxyd sét vang.

Bic tinh dwge lyce hoc:
ZLATKO thuoc nhém thude udng tri ting dudng huyét, goi 1a chit u'cxche dlpeptldyl peptidase 4 (DPP-4) c6 téc dung cai thi¢n
dudng huyét 6 bénh nhén dm thao dudng tuyp 2 bang cach lam ting nong dj cac hormon incretin thé hoat dong.
Céc hormon incretin bao gom peptid giong glugacon-1 (glugacon-like peptide-1: GLD-1) va polypeptid kich thich tiét insulin
va phu thuge vao glucose (glucose-dependent insulinotropic polypeptide: GID), dugc phéng thich tir rugt suot ngay va tang
nong d§ dap ung vGi bira an. Cac hormon incretin nay la thanh phan cua hé thong ni sinh tham gia vao sy diéu hoa sinh Iy tinh
trang cin bangngi moéi glucose.
Sitagliptin ngan ngira DPP-4 thiy phén céc hormon incretin, do d6 1am tang ndng do céc dang hoat tinh cia GLP-1 va GIP
trong huyét twong. Bing cach ting nong d¢ incretin dang hoat dong, sitagliptin lam tdng phong thich insulin va giam nong do
glucagon theo céch thirc phu thude vao  glucose. O bénh nhan dai thio dudng tuyp 2 c6 tinh trang ting dudng huyet, sy thay doi
nong d¢ insulin va glucagon nay din dén giam ndng 46 hemoglobin Alc (HbA1c) vanong d6 glucose lic doi va saukhi an. Co
ché phy thude vao glucose nay cia khéac biét voi co ché tic dung cua cac sulfamid ha duong huyét; cac sulfamid ha duong
huyet lém tang tiét insulin ngay ca khinong do glucose thap va cé thé din dén ha dudng huyét & bénh nhan dai thio dtrang tuyp
2 va & doi tugng binh thuémg. Sitagliptin Ia 1 chét {rc ché manh, chon loc cao trén enzym DPP-4 va khong trc ché cac enzym
lién quan gan la DPP-8 hoidc %’)PP 9 cac néng do diéu tri.
Dic tinh duge déng hoe:
guqchdong hoc cuia sitagliptin ni chung déu giéng nhau & dbi twrgng khoe manh va & bénh nhin déi thio duong tuyp 2.
ap thu:
Sinh kha dung tuyét ddi cua sitagliptin khoang 87%. Do udng thubc trong bira an c6 nhiéu chat béo khong anh hudéng dén téc
gqng 1én d6ng duoge hoc ciia ZLATKO, nén c6 thé dung ZLATKO cing hodic khéng cung véi thire &n (lic bung no hodc lic
ung doj).
Phdn bé:
Thé tich phin bé trung binh & trang thai én dinh sau khi dung 1 liéu don sitagliptin 100 mg duong tinh mach & déi tugng khoe
manh khoang 198 lit. Ty 1& sitagliptin gin két thudn nghich véi cac protein huyét tuong thap (38%).
Chuyen hoa: .
Sitagliptin dugc ddo thai chu yeu trong nugc tiéu & dang khong thay ddi va mét phin nho qua dudmg chuyén hoa. Gan 79%
sitagliptin dworc thai trong nudc tiéu & dang khong thay dg
Thai trie: !
Sau khi céc d6i twong khée manh udng 1 lidu sitagliptin [C], khoang 100% chét 6 tinh phong xa duge thai trong phén (13%)
hodic nuéc tiéu (87%) trong 1 tudn ding thuéc. Thoi gian ban thai do dwoc saukhi udng 1 liéu sitagliptin 100 mg thi xdp xi 12,4
gla\rasmhanhthﬁlqua than khoang 350 mL/ phit.

A%; cl‘m suaghptm tang & bénh nhén suy than trung binh, néng va & bénh nhén giai doan cubi dang dugc thdm phén mau. Do
do nén ding liéu thap hon ¢ nhitng bénh nhén trén,

CHIi DINH:
Sitagliptin dugc chi dinh don tri liéu hoic két hgp véi céc thube khac nhu metformin, sulfamid ha dudng huyét, chit chi van
PPARy dé cai thién kiém soat dl.tt‘.mg huyet & bénh nhén déi thao dudmg tuyp 2.

LIEU DUNG - CACH DUNG:

I—)Lleu khuyén céo 14 100 mg/ ngay/ 1dn khi diing nhu don tr liéu hodc két hop véi cac thude tri tiéu dudng khac (bung déi hodc
ung no).

- Khi diing sitagliptin két hop v6i sulfamid ha dudmg huyét, c6 thé xem xét ding sulfamid ha duong huyét lidu thip hon nhim

giam nguy co ha dudmg huyét do sulfamid ha dudng huyét.

Bénhnhan suy than:

-Suy thin nhe ([Cl.]> 50 mL/ phit): khong can chinh liéu.

- Suy than trung binh (30 <Cl_, <50 mL/ phat): 50 mg/ ngay/ lan.

- Suy thén nang (Cl,, <30 mlL/ pht), hodic c6 bénh thin giai doan cudi cin thim phan mau hodc thAm phén phiic mac: 25 mg

ngay 1 lan. C6 thé dung sitagliptin tky lic nao, khong hén quan dén th&i diém tham phan mau.

Do ¢6 su chinh liéu dua vao chire néng thin, nén dénh gia chirc nang thén trudc khi khéi déu diéu trj va sau d6 kiém tradinh ky.

CHONG CHI D : : 2
Bénh nhén qua méan véi sitagliptin hodic bit ky thanh phin nao cta thude.

 —————



LUUYDACBIET VA THAN TRONG KHI SUDUNG: n L
Khong nén ding sitagliptin & bénh nhan d4i thio duong tuyp 1 hodc dé didutrj miéMHp&Ja/&ﬂmgmmuOC .com/
Sir dung ¢ b¢nh nhan suy thin: Sitagliptin dugc dao thai qua thin. D¢ datnong d¢ sitagliptin trong huyeét twong twong ty nhur

& bénh nhén ¢6 chirc nang than binh thudng, nén giam licu thudc & bénh nhén suy than trung binh va ning, ciing nhwr & bénh

nhén cé bénh thin giai doan cudi (ESRD) ¢an tham phin méu hodc tham phan phiic mac. 2 : :

Hg dwong huyét khi ding li¢u phdp ket hgp voi sulfamid hr dwomg huyét: Ty 1¢ bao céo ha dudng huyét do sulfamid ha

dudng huyeét tang hon & nhom ding sitagliptin ket hop véi sulfamid ha duong huyét (SU), khi so véi nhém dung. Do d6, dé

giam nguy co ha duong huyét do SU, c6 thé xem xét giam liéu SU. r,

Phan ling qud man; D c6 cic bio cdo hiu mai vé nhimg phén (mg qua man nghiém trong ¢ bénh nhéin ding sitagliptin. Céc

phén (mg nay bao gom phan img phan vé, phiimach va céc bénh ly tréc da ké ca hdi chimg Stevens-Johnson. Vi cac phan im

nay dugc bao c4o tir nguyén tir din s6 chua biét 1o ¢ mau, nén thudng khéng thé wéc tinh chic chin tan sudt hodc xac lip moi

quan hé nhan qué véi viée sir dung thude. Céc phan img nay bit ddu xuét hién trong 3 thang dau sau khi bat dau dicu tri voi

sitagliptin, v&i vai bao cao xay ra sau liéu dau tién. Néu nghi ngd ¢6 phan img qua man, phai ngung ding sitagliptin, ddnh gia

cacnguyén nhén tiém niing khac va bat dau céc tri li¢u thay the vé bénh dai thao dudng. "

Sirdung ¢ tré em: Chua xac ap tinh an toan va higu luc cta sitagliptin ¢ b¢nh nhi dudi 18 tuoi.

Sir dung & ngwéi cao tudi: Trong cac nghién ciru 1am sang tinh an toan va hi¢u lyc cia sitagliptin & nguéi cao.méi (> 65 tudi)

tuong tur nhur & bénh nhén tré tudi hon (< .65Atuéi)‘ Khéng can chinh liéu theo d tudi. Bénh nhén cao tudi c6 nhidu kha niing suy

lhg.n hG’{l; Nhu cac bénh nhin khéc, c6 thé cén chinh liéu khi c6 suy thin diang ké.

Dé xa tam tay tréem.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir c6 thai: y

Nhu céc thudc udng tri tang dudmg huyét khéc, khong khuyén céo sir dung sitagliptin trong thai ky.

Phu nir dang cho con bi: y . ’

Sitagliptin dugc bai tiét vao sira chudt cng me. Van chua biét rd sitagliptin c6 bai tiét vao sira ngudi hay khong. Do d6, khéng
nén dung sitagliptin cho phu nir dang cho con bi.

TACPONG LEN KHANANG LAIXE VAVANHANHMAYMOC:
Thuoc c6 thé giy buén ngu va/ hodc chéng mat & mét so it bénh nhan do d6 nén can trong véi ngudi phai lai xe va van hanh may
méc. Dung thude trude khi ngu s& lam giam nhimg tdc ddng trén trong ngay.

TAC DUNG KHONG MONG MUON: ) : )
Téc dung khéng mong muodn thuong gp la: nhirc dau, tiu chay, dau bung, khé tiéu, buon nén, nén, nhiém tring dudmg hé hap
trén, viém miii hong, phti mach, viém da do nam, ha dudmg huyet.

C6 khé ning gdy tir vong: Sdc phan vé va/ hodc phan (mg da ning nhir hgi chimg Stevens-Johnson.

Théng bdo cho thdy thuéc nhitng tdc dung khong mong muén gap phai khi sir dung thudc.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Trong céc nghién ciru trong tac thudc, sitagliptin khong gdy tac dong co y nghia 1am sang 1én dige dong hoc clia cac thube sau
day: Metformin, rosiglitazon, glyburid, simvastatin, warfarin, va vién udng trénh thai. Dya vao cac dir liu nay, sitagliptin
khong 1rc ché cac isozym CYP 1a CYP3A4, 2C8, hoidc 2C9. Dyra vao dir li¢u in vitro, ngudi ta cho ring sitagliptin ciing khong
cotic dung rc ché CYP2D6, 1A2, 2C19 hodic 2B6 hodc cam (mg CYP3A4.

Diing mctgonnin liéu 1p lai ngdy 2 14n cling véi sitagliptin khong lam thay dbi ¢6 y nghia dwgc dong hoc cia sitagliptin & bénh
nhén dai thdo duomg tuyp 2. 2 . ; g

Céc phén tich duge dong hoc theo dén s6 dd dugc tién hanh & bénh nhén dai thdo dudng tuyp 2. Nhimg thude dung dong thoi
khéng gdy tac dung c6 y nghia 1dm sang Ién dwoc dong hoc clia sitagliptin: Nhimg thude dugc danh gid 13 thude diing pho bién
& bénh nhén déi thao dudng tuyp 2, bao gom céc thuoc tri ting cholesterol mau (nhur statins, fibrat, ezetimib), thuoc khing tiéu
céu (nhu clopidogrel), thudc tri ting huyét ap (nhu thuoc e ché ACE, chen thu thé angiotensin, chen beta, trc ché kénh calci,
hydrochlorothiazid), thuéc giam dau va khang viém khéng steroid (nhw nag:roxen. diclofenac, celecoxib), thudc trj trim cam
(nhu bupropion, fluoxetin, sertralin), khang histamin (nhur cetirizin), (rc ché bom proton (nhur omeprazol, lansoprazol), va cic
thude tri rdi loan cuong dwong (nhu sildenaﬁl]).

Dién tich dudi dudng cong va trung binh nong do dinh clia digoxin ting nhe (AUC, 11% va C_,,, 18%) khi dung cling
sitagliptin, mirc d9 ting nay khong dugc xem 14 c6 y nghia 1am sing. Nén gidm sét b¢nh nhan dang dung digoxin cho thich
hop. Khong khuyén cdo diéu chinh liéu digoxin hay sitagliptin. g : ! ;
Khi cho d61 tugng nay uong mét liéu don sitagliptin 100 mg cung vdi mot liéu don cyclosporin 600 mg, von la chat irc che
manh p-glycoprotein, AUC va C,,, cua sitagliptin ting xap xi 29% va 68%. Nhing thay doi ndy trong dugc djng hoc cua
sitagliptin dugc xem khong c6 y nghia lam sang. Khong khuyén céo chinh lidu sitagliptin khi diing chung véi cyclosporin
hoic céc chét (rc ché p-glycoprotein khac (nhur ketoconazol).

QUA LIEU- XU TRi: _ : _ ;

Trong nhimg thir nghiém 1am sang c6 d6i chimg ngudi khoe manh, sitagliptin licu don dén 800 mg dugc dung nap tot. Trong
m{t nghién ctru dung liéu 800 mg sitagliptin, khoing QTc tang rat it va khong lién quan dén 1am sang. Chua cé kinh nghiém sir
dung cac liéu cao hon 800 mg & nguoi. Trong cac nghién ciru giai doan I ve ché d6 nhi€u liéu trong ngay, nguoi ta khéng tim
théy cag phan img bit loi trén 1dm sang lién quan dén liu khi dung sitagliptin dén liéu 600 mg/ ngay trong 10 ngay va 400 mg/
lr;ﬁiy dén 28 ngay. Trong tnrong hop qué liéu, nén ap dyng cac bi¢n phip ho tro thuong ding, nhu logi b chat chua kip hap

i dudng tiéu héa, theo ddi trén 1am sang (bao gom lam dién tim do) va dicu trj hé trg, néu can. Sitagliptin c6 thé dugc

tach &'mirc d¢ vira phai. Trong nghién ciru 1am sang, khodng 13,5% licu ding dgc loai bé sau 3 - 4 gio tham phin mau. C6 thé
xem xét tham phan m4u kéo dai néu phu hep trén 1am sang. Van chua biét rd tham phin phiic mac c6 thé tham téch dugce
sitagliptin hay khong.

PONG GOI: Hop 3 vix 10 vién.
BAO QUAN: Noi khé réo, tranh 4nh séng, nhiét d6 khong qua 30°C.

TIEU CHUAN CHAT LUQNG: Tiéu chudn nhi san xuét
HAN DUNG: 36 thang ké tir ngay san xuat.

Sdn xut tai: DAVIPHARM

CONG TY CO PHAN DUGC PHAM PAT VI PHU (DAVIPHARM)
L& M7A, Puding D17, Khu Cong Nghiép My Phuc 1, Phudng Théi Hoa,
Thi x& B&n Cét, Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688
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