Ti lé tac dung ngoai y trén duong tiéu héa ngoai 18 tuan'?
Metformin (n=621)
Tiéu chay® 16.6%
Bu6n non 6.3% Phan tich toan dan sG.

a: Tiletacdung ngoaiy trén duong tieu hod da dugc xac dinh
Non 2_60/0 truoc. Ngoai tru du lieu thu thap sau khi st dung thém
thuoc ha duong huyet.

Pau bungb" 3.9% b: p<0.05 khdc biét gita cdc nhom

¢: Bao gom dau bung duai, dau bung trén va dauthuong vi

JANUMET dugc cung cap 6 dang vién nén uong, cha 64,25 mg sitagliptin phosphate monohydrate va metformin hydrochloride tuong duang véi: 50
mgsitagliptin dang base tu do va 500 mg metformin hydrochloride (JANUMET 50 mg/500 mg), 850 mg metformin hydrochloride (JANUMET 50 mg/850 mg) hodc 1000
mg metformin hydrochlonde (JANUMET 50 mg/1000 mg). JANUMET dugc dung nhu liéu phép hd trg ché do an kiéng va van dong thé luc dé cai thién kiém
soat duong huyet ¢ bénh nhdn ddi thao duong typ 2 dang dung metformin hoac sitagliptin don tri liéu hoac bénh nhan da dung liéu phap két hgp sntaglmn vOi
metformin nhung chua kiém soét dugc duong huyét thich dang. JANUMET duoc diing trong tri liéu két hop 3 thudc voi sulfonylurea nhu 12 lieu phdp ho tro ché do an
kiéng va vén dong thé luc ¢ bénh nhan ddi thao dutng typ 2 chua kiém soat thich dang duong huyét véi bt ky hai trong 6 3 thudc sau day: metformin, sntagllptm hodc
suifonylurea JANUMET duoc diing trong tri liéu két hop 3 thudc vdi chat cht van PPARy (nhom thudc thiazolidinediones) nhu la liéu phap ho trg ché do an kiéng hoac
van dong thé luc  bénh nhén dai thao duting typ 2 chua kiém soat thich dang duong huyét vai bat ky hai trong 50 3 thudic sau day: metformin, S|tagI|pt|n hoac chat cha
van PPARy. JANUMET dugc diing trong liéu phap két hop véi insulin, nhula liéu phap ho trg ché do an kiéng va van dong thé luc dé cdi thién kiém sodt duong huyét ¢
bénh nhan dai thao duong typ 2. Nhin chung: Nén ca thé hoa liéu tri liéu JANUMET trén co's6 phac do hién tai cia bénh nhan, hiéu qua
va kha nang dung nap ctia thuoc trong khi khong vugt qud liu khuyén cao toi da hang ngay la 100 mg S|tag||pt|n JANUMET thuong dugc diing ngay 2 lan cing vi bita
an, vdi liéu tang tur tu nham gidm cac tac dung phu duong tiéu hoa thuong xay ra khi dung metformin. Liéu khuyén cao: Nén dung liéu khai dau cia JANUMET dua
theo phdc do hién tai cia bénh nhan. Nén dung JANUMET ngay 2 lan cling bira an. Hién cé san cac liéu sau day: 50 mg sitagliptin/ 500 mg metformin hydrochlonde
50 mg sitagliptin/ 850 mq metformin hydrochloride, 50 mg sitagliptin/ 1000 mg metformin hydrochloride. Déi vdi bénh nhan khong kiém soat tot duang huyét
bang dan tri liéu metformin: Doi vai bénh nhan dung metformin don doc khong kiém soat thich ddng dutng huyét, liéu khi dau thuong dung cua JANUMET cung
cap sitagliptin liéu 50 mg ngay 2 lan (tong liéu 100 mg/ ngay) ciing véi liéu metformin dang stdung. Déi voi benh nhan khong kiém soat tot duong huyét bang
don tri lieu sitagliptin: Doi voi bénh nhan dung sitagliptin don doc khong kiém soat thich dang duong huyét, liéu khoi dau thuong dung cia JANUMET la 50 mg
S|tagI|pt|n/500 mg metformin hydrochloride ngay 2 lan. 6 thé tang liéu lén dén 50 mg sitagliptin/ 1000 mg metformin ngay 2 lan. Khong nén chuyen sang dung
JANUMET ¢ bénh nhan dang dung don tri liéu sitagliptin vdi liéu diéu chinh vi suy than. Bénh than hoac roifoan chic nang than, ggi y qua creatinine
huyét thanh >1,5 mg/dL [nam], >1,4 mg/dL [nif], hoac c6 hé s6 thanh thai creatinine bét thutng 6 thé do bénh ly nhutruy tim mach (s6¢), nhoi mau co tim cap va
nhiem tring. huyet Duoc biét man cam voi sitagliptin phosphate, metformin hydrochloride hoac bat ky thanh phan khac ctia JANUMET. Nhiém axit do chuyén hoa cap
tinh hodc man tinh, bao gom nhiém axit xeton do ddi thao duong, co hoac khong co hon me. Nén ngung JANUMET tam thai ¢ bénh nhan duoc chup X quang co tiém
tinh mach chat can quang gan iode phong xa, vi strdung cac chat nhu thé c6 thé gay thay doi chic nang than cap tinh. Khong dung JANUMET cho bénh
nhén dai thao duong typ 1 hodc dé diéu tri nhiém axit xeton do déi thdo duong. Gidm sat chiic nang than: Khong dung JANUMET cho bénh nhan ¢ creatinine huyét
thanh cao han mic t6i da cho phép tuang ing véi do tui. Doi vai bénh nhén ¢d tudi, nén can than khi tang liéu de xac dinh liéu toi thiéu cd hiéu qua kiém soat duong
huyét thich déng, vi chic nang than thuong gidm khi cang cao tuoi. Nén kiém tra déu dan chic nang than ¢ bénh nhan cao tuoi, dac biet nguci >80 tuoi. Khi dung két
hop Tthuoc nham SU hoacinsulin, tan suat ha duong huyét do SU hodc do insulin tang hon & cdc nhom dung placebo két hop vai metformin, va 1 thuéc nhom SU hoac
insulin.Do do, dé giam nguy co ha dudng huyet do SU hoac insulin, co the xem xét giam liéu SU hoac insulin. Phan ling qua man, nhiém axit lactic, ha duong huyet, st
dung dong thai cac thudc co thé anh huong dén chic nang than hodc su thai trir metformin. Chup X quang co tiem chat can quang gan iode phong xa. Tinh trang gidm
oxy, phau thuat, uong rugu, suy chiic nang gan, nong do vitamin B12, thay d6i tinh trang lam sang ctia bénh nhan da kiém soat tot benh dai thao duong typ 2 trudc day,
khong kiém sodt dugc glucose mau. Trong cacthinghiem lam sang doi chung placebo ¢ bénh nhan ddi thao duong typ 2, liéu phap két hop sitagliptin
va metformin thuong duoc dung nap tot. Tan suat chung cla cac bdo cao tac dung phu 6 bénh nhan dung liéu phap két hop sitagliptin va metformin déu giong nhu 6
bénh nhan dung placebo cung metformin. Liéu phdp két hap Sitagliptin va Metformin: tiéu chay, buon non, kho tieu, day hai, non, nhiic dau, ha dutng huyet
Sitagliptin két hap vai metformin va squonyIurea ha duong huyét. Sitagliptin két hop véi metformin va chdt chii van PPARy: nhic dau tiéu (hay, buon non,
ha dutng huyét, non, nhic dau, ha duong huyet, non, nhiém trung duong ho hap trén, ho, viém da do nam ,phu ngoai bién. Sitagliptin két hdp vai metformin va
insulin: ha dutng huyét. (acphan iing bat loi dd xdc dinh vai Sitagliptin: Khong co phan ing bat lgi lién quan dén thuoc dugc béo cdo vai tan suat =1% 6 bénh
nhandungs&taghptm CacphanUngbatldldaxacdmh vai Metformin: Chan an, buon non, non, ia chay, day thugng vi, tdo bon, g ndng. Da: Ban, may day, cam thy
v6i anh sang. Chuyén héa: Giam nong do vitamin B12. Huyet hoc: Loan san mau, thiéu mau bat san, thieu mdu tan huyet suy tay, g|am tiéu cau, mat bach cau hat.
Chuyén héa: Nhiem acid lactic. Kinh nghlem hau mai: phan (ing phan vé, phu mach, phdt ban, mé day, viém mach ¢ da va cac bénh Iy gay troc da bao gém hoi chiing
Stevens-Johnson, viém tuy cap, bao gom ca xuat huyét gay tirvong va khong gay tii vong, hoai ti tuy, suy giam chiic nang than, bao gom suy than cap, viém dutng ho
hap trén, viém mui-hong, tao bon, non, dau dau, dau khap, dau co, dau chi, dau lung. Dung cting lic phacdo nhiéu liéu sitagliptin (50 mg, ngay
2 lan) va metformin (1000 mg, ngay 2 Ian) khong lam thay doi 0y nghia dugc dong hoc cua sitagliptin hoac metformin 6 ngudi bénh dai thao duang typ 2. Sitagliptin
khéng tdc dong co y nghia ldm sang lén duoc dong hoc cia nhiing thudc sau ddy: metformin, romghtazone glyburide, simvastatin, warfarin va vién uong ngura
thai. Cdc thudc duac ddnh gid la thudc dung phd bién & bénh nhdn ddi thdo duang typ 2 bao gom: statins, fibrates, ezetimibe, clopidogrel, thudc tic ché men
chuyén, thudc chen thu thé angiotensin, thudc chen tha thé §, thuac tic ché kénh canxi, hydrochlorothiazide, naproxen, diclofenac, celecoxib, bupropion, fluoxetine,
sertraline, cetirizine, omeprazole, lansoprozole, sildenafil. Metformin hydrochloride: Glyburide, Furosemide, Nifedipine, cic thuoc cation.

Chua thuchién cacnghién ciu vé tac dong cia JANUMET Ién kha nang li xe va van hanh may. Tuy nhién, nguai ta cho réng JANUMET
khong anh hudng dén kha nang Idi xe va van hanh may. Vi khong co nhing nghién ctu day dd va doi chiing tot & phu ni co thai dung
JANUMET hodc vai ting thanh phan ctia thudc, nén chua biét 16 tinh an toan ctia JANUMET 6 phu nif 6 thai. Nhu cac thudc ung tri tang dutng huyét khac, khong
khuyén cdo st dung JANUMET trong thai ky. Chua tién hanh cac nghién ctiu & dong vat dang cho con b véi cac thanh phan thuoc két hop
trong JANUMET. Nhiing nghién ctiu thuc hién vdi tung loai thuoc cho thay ca sitagliptin va metformin déu bai tiét vao sita chuot cong me. Van chua biét ro sitagliptin c6
bai tiét vao sua nquoi hay khong. Do do, khong nén dung JANUMET cho phu nir dang nudi con bi. Chua xdc lap tinh an toan va hiéu luc cia
JANUMET 6 bénh nhén tré em dui 18 tudi. Vi sitagliptin va metformin duoc dao thai chi yéu qua than va vi chiic nang than thuong
giam khi cao tudi, nén dung can than JANUMET khi tudi cang cao. Nén than trong khi chon liéu va nén dua trén sy giam sat can than va thuong xuyén chic nang than.

24 thang ké tir ngay san xuat. Hop 4 vi x 7 vién nén bao phim cho méi ham Iugng 50/500, 50/850, 50/1000 mg/mg. Hop 8 vix 7 vién
nén bao phim cho moi ham lugng 50/500, 50/850, 50/1000 mg/mg. San xuat hdi: Patheon Puerto Rico, Inc. Villa Blanca Industrial Park, State Rd. 1, Km. 34.8. Caguas,
Puerto Rico, 00725. Déng géi bai: Merck Sharp & Dohme BV, Waarderweg 39, 203] BN, Haarlem, Netherlands (Ha Lan). DOC KY HUGNG DAN SU DUNG TRUGC KHI
DUNG. NEU CAN THEM THONG TIN, XIN HOI'Y KIEN BAC SY. DE XA TAM TAY TRE EM.
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