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< Tai liéu théng tin cho cdn bé y té
GalvusMet’ THONG TINAA /—\mnm::

|dagliotin/metforr PAI DIE

THANH PHAN: Vildagliptin \)é metformin hydrochlorid, c6 ba loai ham lugng: MMHMM

a rmin, 50mg vildagliptin/850mg metformin; 50mg
vildagliptin/ 1000mg metformin. DANG BAO CHE: Vién bao phim. CHI DINH: BS tischo. MBI €4t lIbép ta

é cai thién duong huyét & bénh nhan dai thao duong

0 : 0 ;b6trg cho insulin khi liéu insulin va metformin don doc khong
kiém st duong huyét day dd. LIEU LUONG VA CACH DUNG: Liéu lugng: Viéc sit dung thudcTr tang duting huyét trong bénh di thdo dudng typ 2 phai tuy thudc
vao ting bénh nhan dua vao tinh hiéu qua va dung nap thudc. Dung Galvus Met khdng duoc vugt qué liéu tdi da hang ngay cta vildagliptin a 100 mg. Liéu khdi dau
cho bénh nhan dang ding metformin don tri liéu ma khéng kiém sodt dugc dudng huyét: Dua vao liéu metformin dang dung cho bénh nhan, Galvus Met c6 thé khdi dau
bang vién c6 ham lugng 50mg/500mg, 50 mg/850 mg hodc 50 mg/1000 mg, ngay 2 lan. Liéu khdi ddu cho bénh nhdn chuyén tir diing phdi hop cdc vién vildagliptin va
vién metformin riéng ré: Galvus Met c6 thé duoc khdi dau bang vién cd ham luong 50mg/500mg, 50 mg/850 mg hodc 50 mg/1000 mg dua vao liéu cua vildagliptin hoac
metformin dang dung st dung phoi hop vdi SU hay vdi insulin: liéu Galvus Met nén cung cap liéu 50mg, 2 Idn/ngay va liéu metformin tuong tu véi liéu da duoc dung.
Nhém bénh nhdn muc tiéu: nguoi 16n tir 18 tudi tré 1én. Bénh nhdn suy than: Galvus Met khong duoc dung cho bénh nhan suy than hodc rdi loan chiic nang than. Bénh
nhdn suy gan: Galvus Met khdng dugc dung cho bénh nhan suy gan 6 biéu hién lam sang hoac xét nghiém, ké ca cac bénh nhan cd ALT hoac AST trudc diéu tri > 2,5
1&n gidi han trén cta binh thutng. Nguoi cao tudi: Vi metformin thai trif qua than va nguoi cao tudi ¢o khuynh hudng giam chic nang than, nén bénh nhan cao tudi
dung Galvus Met can dugc theo ddi dinh ky chic nang than. Galvus Met chi duoc dung cho bénh nhan cao tudi ¢6 chiic nang than binh thuang. Bénh nhi: Tinh an toan
va hiéu lyc cia Galvus Met & bénh nhi chua dugc xéc dinh. Do do, Galvus Met khdng khuyén cdo diing cho bénh nhi dudi 18 tudi. Cach dung: Galvus Met nén dung vao
bifa &n dé lam gidm tai bién tiéu hoa do metformin. CHONG CHi DINH: Qua man vdi vildagliptin hoac metformin hydrochlorid hodc véi bét cif té dugc nao cia thudc,
suy than (vGi do thanh thai creatinin < 60 ml/phut); suy tim sung huyét (can diéu tri bang thudc); nhiém toan chuyén hoa (cdp / man tinh), ké ca nhiém ceton acid do
dai théo duang c6 kem hon mé hoac khong. Cac chdng chi dinh khac: suy gan, ngd doc cap, nghién rugu man tinh, phu nit cho con b, cac tinh trang cap tinh 6 thé
lam thay ddi chiic nédng than (vi du nhu: mat nudc, nhiém trung nang, soc, tiém tinh mach cac thudc can quang chia iod), cac bénh Iy man tinh ¢6 thé dan dén thiéu
oxy t6 chic (vi du nhu suy tim, suy hd hap, nhdi mau co tim gén ddy, soc). THAN TRONG: Galvus Met: khong ducc duing cho bénh nhan dai thdo dudng typ 1 hoac dé
diéu tri nhiém acid ceton do ddi thdo dutng. Vildagliptin: Suy gan: khdng khuyén cao dung cho bénh nhan bi suy gan, ké ca bénh nhén ¢d ALT hodc AST trudic diéu tri
> 2,5 lan gidi han trén cla binh thuang. Theo doi enzym gan: Cac xét nghiém chic nang gan can duoc tién hanh trudc khi tién hanh diéu tri bang Galvus Met. Galvus
Met khong khuyén cdo dung cho bénh nhan c6 ALT hoac AST > 2,5 Ian gidi han trén cla binh thutng. Céc xét nghiém chiic nang gan can dugc theo dai trong khi diéu
tri bang Galvus Met ctt 3 thang mot lan trong nam dau va dinh ky sau d6. Suy tim: Vildagliptin khdng lién quan dén sy thay ddi chiic ndng that trai hoac lam nang thém
tinh trang suy tim sung huyét (CHF) trudc d6, so véi gia dugc. Kinh nghiém lam sang trén nhitng bénh nhan c6 suy tim d |1l theo NYHA duoc diéu tri véi vildagliptin
con han ché va két qua la khong két luan dugc. Khang khuyén cdo stt dung vildagliptin cho bénh nhan bi suy tim dd V. Viém tuy cap: Vildagliptin ¢6 lién quan t6i nguy
ca tién trién viém tuy cap, can thong tin vé cac triéu ching viém tuy cp cho bénh nhan. Néu nghi ngd, nén ngng diéu tri véi Vildagliptin. Metformin: Nhiém acid
lactic do tich ldy metformin; chan dodn nhiém acid lactic; theo ddi chiic nang than; dung dong thai cac thudc c6 thé anh hudng dén chiic néng than hodc dén tinh chat
ctia metformin; tiém vao trong mach cac thudc can quang ¢ iod; tinh trang thiéu oxy; phau thudt; uéng rugu; ton thuong chic ndng gan; gidm nong do vitamin B12;
thay ddi tinh trang lam sang & bénh nhan dai thao dudng typ 2 trudc day da kiém soét tét; ha dudng huyét; mét kiém soat dutng huyét. TUONG TAC THUOC: Galvus
Met: Khong ¢d tuong téc dugc dong hoc c6 anh hudng dén lam sang khi dung vildagliptin (100 mg ngay mét lan) ddng thoi véi metformin (1000 mg ngay mét lan).
Vildagliptin: Vildagliptin c6 kha nang tuong tac thudc yéu. Vildagliptin khong phai la mdt co chat ctia enzym cytochrom P (CYP) 450, khong dc ché, ciing khong gay
cam (ing cac enzym CYP 450, nén khong tuong téc khi dung phdi hgp vdi cac thudc la co chdt, chat tic ché hoac chét gdy cdm ting cac enzym nay. Nghién ciu cho thay khdng ¢
tuong tac vé mat lam sang vdi cic thudc tri ddi thdo duong dang udng khac (glibendamid, pioglitazon, metformin hydrochlorid), amlodipin, digoxin, ramipril, simvastatin,
valsartan hoac warfarin. Metformin: Thanh phan metformin dugc biét la c6 tuong tac sau: Furosemid, Nifedipin, Glyburid, cac thudc cation, cac thudc khac nhu mot
s6 thudc ¢6 khuynh hudng lam tang glucose huyét dan dén khong con kiém sodt dugc glucose huyét, nhu céc thiazid va cac thudc Igi niéu khac, cac corticosteroid,
phenothiazin, cdc san pham tuyén glap, estrogen, thudc tranh thai uong, phenytoin, acid nicotinic, thudc cudng giao cdm, thudc phong bé kénh calci va izoniazid Trénh
dung ruou va céc sin pham thudc c6 cdn. PHU NO' CO THAI VA NGUOI NUGI CON BU: Galvus Met khong nén dung trong thi ky mang thai trir khi can nhéc thay loi
ich I6n hon kha nang nguy co cho thai. Galvus Met khong nén dung cho phu nif nudi con bd. TAC DUNG TREN KHA NANG LAI XE VA VAN HANH MAY: Bénh nhan
dung thudc co thé bi hoa mat chong mat, do do, nén tranh I4i xe va van hanh may. TACDUNG NGOAI Y: Khai quat dir liéu an toan Galvus Met: Rdt hiém: Phi mach;
réi loan chifc ndng gan (k€ ca viém gan), cdc xét nghiém chiic néng gan lai tré vé binh thuong sau khi ngimg diéu tri. Phan (ing phu trén dudng tiéu hoa nhu tiéu chay
va budn ndn thuong xay ra khi dung metformin, Cac triéu chiing tiéu hoa dugc béo cdo la 13,2% & bénh nhén diéu tri phoi hop vildagliptin va metformin so véi 18,1%
bénh nhan diéu tri bang metformin don tri liéu. Vildagliptin phdi hop metformin: Thuong gdp: ngudi run, hoa mat chong mat, nhiic dau. Vildagliptin: /t gdp:
Nhiic dau, tdo bon, phii ngoai vi. Thuong gdp: Hoa mat chdng mat. Cac phan ting bat lgi tir cdc bao cdo tu phat va cac trudng hop trong y van — Kinh nghiém hau mai
(khong rd tan suat): Viém gan 6 hoi phuc khi ngiing thudc, may day, viém tuy, tréc da hodc phdng rop tai chd. Metformin: Rdt thuong gdp: Giam ngon miéng, budn
ndn, non, tiéu chdy, dau bung. Thudng gdp: Roi loan vi gidc. Rdt hiém gdp: Nhiém acid lactic, ban dd da, ngua, may day, giam hap thu vitamin B12, xét nghiém chuic
nang gan bét thuong. QUA LIEU: Vildagliptin: Céc liéu dén 200 mq dung nap tét. § liéu 400mg: dau co, loan cdm giac nhe va thoang qua, s6t, ph, va tang thoang
qua ham lugng lipase (gap 2 In gidi han trén ciia binh thudng). 0 liéu 600mg: phu chén va tay, ham lugng creatin phosphokinase (CPK) ting cao, kém theo tang
aspartat aminotransferase (AST), protein phan ting-C (CRP), myoglobin, phu c hai chan, kém theo loan cdm gidc. Tat ca cac triéu chiing va bat thuong vé xét nghiém
mat di sau khi nging thudc nghién ctiu. Vildagliptin kh6ng tham tach khdi mau duoc, tuy nhién, chat chuyén hoa chinh do thuy phan (LAY151) c6 thé loai bd bang
tham tach mau. Metformin: Qua liéu metformin da xay ra do usng mét lugng thudc hon 50 gam. Tut duong huyét: khodng 10% trudng hop. Nhiém acid lactic: khoang
32% trutng hgp. Tham tach méau 6 thé c6 ich d€ loai bd phan thudc tich Iy khéi bénh nhan nghi la qué liéu metformin. HAN DUNG: 18 thang ké tif ngay san xudt,
BAO QUAN: Khong béo quén trén 30°C. Giit thudc trong bao bi gdc dé tranh 4m. QUI CACH DONG GOI: Hop 6 vi x 10 vién nén. NHA SAN XUAT: Novartis Pharma
Produktions GmbH. Oflinger Strasse 44, 79664 Wehr, Diic cho Novartis Pharma AG, Basel, Thuy Si. SDK: Galvus Met 50/500: VN-19292-15; Galvus Met.50/850: §
VN-19293-15; Galvus Met 50/1000 VN 19291 15.
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