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Metformin STADA 850 mg

THANH PHAN

M&i vign nén bao phim chira:
Metformin hydroclonid
Ta dugc vira ad

850 mg
1 vién
[Pcz‘ridon K25, magnesi stearat, hypromeliose, opadry tréng 02F28644)
Ti

Vién nén bao phim mau tréing, hinh thudn dai, co khéc vach ch V trén cd hai mat,

DUQC LYC HOC

Metformin 12 mét thubc chéng déi théo duéng nhém biguanid, Khdng gibng
sulfonyluré, metformin khang kich thich gidi phéng insulin tir cac té bao beta tuyén
tuy. Thubc khong o téc dung ha duéng huyét & ngudi khong bi dai thao duong.
@ ngudi dal thao duéng, metformin 1am gidm sy tng duwéng huyét nhung khéng
gay tai bién ha duéng huyét (trir truding hop nhin d6i hoac phéi hop thude hidgp
adng tac dung).

Metformin Iam gidm ndng d& glucose trong huyét tvong, khi d6i va sau biva &n, &
ngudi bénh dai thao duong typ Il (khdng phu thude insulin). Co ché tac dung
ngoai bién cla metformin |a lam tang sir dung glucose & 18 bao, cdi thign fién két
clia insulin vél thu thé va cé 12 ca tac dung sau thu thé, (rc ché tdng hop glucose
& gan va gidm hap thu glucose & rudt, Ngoai tac dung chéng dai thao dudng,
metformin phén ndo cb dnh hirdng tét trén chuyén héa lipoprotein, thuéng bi roi
loan & nguéi bénh dai thdo dudng khéng phy thugc insulin. Trai voi cde
sulfonylurd, thé trong cia nguéi dugc didu tri bing metformin ¢6 xu huéng dn
dinh ho&c cé thé hoi gidm

PONG HOC

Metformin hydroclorid durge hip thu cham va khéng hodn toan & dwong tiéu héa.
Sinh kha dung tuyét déi cda liéu don tq 500 mg dugc bao cdo la tir 50 - 60% va
c& thé gidm khi dUng chung voi thirc &n, Khi duge hdp thu thudc gén két véi
protein huyét twong khéng dang ké va dugc thai trir duoi dang khéng @di trong
nuéc tiéu. Thi gian ban théi trong huyét trong duge béo céo trong khadng tir 2 -
6 gi¢r sau khi ubng. Mt lvgng nhd metformin hydroclorid dugc phan b véo trong
sira me.

CHI BINH

Diku tri bénh dai thao dwéng khéng phy thude insulin {typ 1I): Don tr ligu, khi
khéng thd diéu tri tang glucose huyét bgng ché @8 &n don thudn.

C6 thé dung metformin déng thivi voi mdt sulfonyluré khi ché db &n va khi ding
metformin hodc sulfonyluré don thusin khang cé higu qud kiém soét glucose huyét
mét cach

day du. i
LIEU LUQNG VA CACH DUNG

Céch dang

Metformin STADA 850 mg dugc sir dung bing duwéng ubng clng voi bira &n
hodc sau khi &n.

Chuyén tir nhiing thuds chéng déi thie dudng khéc sang

Néi chung khéng cin cé giai doan chuyén tiép, trir khi chuyén tir clorpropamid
sang. Khi chuyén tir clorpropamid sang, cAn than trong trong 2 tudn ddu vi sy thn
Iy clorpropamid kéo dai trong co thé, co thé dén dén sy cdng tae dung cla thube
vé cb thé gay ha duwéng huyét,

Bidu trj dong théi béng metformin v& sulfonyluré ubng

Néu ngudi bénh khdng dap (g véi didu tri trong 4 tudn & lidu ti da metformin
trong ligu phdp don, :gn thém d&n mét sulfonyluré udng trong khi tidp tuc dung
metformin véi lidu thi da, dii 13 trudic 46 43 cb sy thét bai nguyén phat hofc thi
phat véi mot sulfonyluré. Khi didu tri phéi hop véi fidu ti da cua ca 2 thube, ma
nguéi bénh khéng d&p ng trong 1 - 3 thang, thi thuéng phai ngirng didu tri béng
thude udng chéng dai thdo duéng va bat dAu ding insulin.

Ligu lwong

Nguen idn:

Bat a4y ubng 1 viéningay, udng 1 1an {ubng véo bira &n sang). Tang liéu thém 1
vién 1 ngay, cach 1 tudin tang 1 12n, dwoc chia lam nhiéu liéu cho t&i mirc téi da 1&
3 vién/ingay.

Lidu duy trl thuéng ding 1a 1 vién x 2 lan/ngay (ubng vao cc blra &n sang va ti).
M6t s6 ngurdi bénh 6 thé ding 1 vien x 3 Bningay (vao céc biva &n).

Tré em 2 10 tudi va thanh thidu nién:

Bon tri va két hop véi insulin: Lidu khéi déu théng thudng I8 1 vién x 1 laningay. Sau
10 dén 15 ngay, lidu ding nén dwoc didu chinh dua trén viée do dudng huyét. Lidu
a0 nhét duoc 8 nghi 1a 2 gingay, duoc chia lam 2-3 lidu,

Nguei cao tudi:

Liu bt dAu va lidu duy tri cAn dé dat, vi co thé cb suy gidm chire ndng than. N6
chung, nhirng ngudi bénh cao tudi khéng nén didu tri téi liéu i da metformin.
Ngudi bj tén thuong than hodc gan;

Do nguy co nhiém acid lactic hiém xdy ra nhung cé gin 50% trwong hop gay tir
vong, nén khéng dwroc ding metformin cho nguéi cé bénh than hodc suy than va
phai tranh dung metformin cho ngudi ¢b bidu hign ré bénh gan vé& 1dm sang va xét

nghiém.
CHONG CHI BINH

Nguéi bénh cb trang thai dj hoa cp tinh, nhidm khudn, chén thwong (phéi dwoc
diéu tri dai thao dudng bang insulin).

Gidm chirc nang than do bénh than, hodc rdi loan chire nang than (creatinin huyét
thanh 1&m hon hodc béng 1,5 mg/decilit & nam gi¢i, hodc Ion hon hodc bing 1.4
mg/decilit & phy nir), hodc cé thé do nhirng tinh trang bénh Iy nhu truy tim mach,
nhéi méau co tim cép tinh va nhidm khudn huyét gay nén,

Qué man v&i metformin hodc cac thanh phan khac,

Nhiém acid chuyén hoa cp tinh hodc man tinh, ¢o hodc khéng ¢b hén mé (ké cd
nhiém acid - ceton do 44 thao duimng).

Bénh gan ndng, bénh tim mach néng, bénh hé hap nang véi gidm oxygen huyét
Suy tim sung huyét, truy tim mach, nhdi mau co tim cép tinh.

Bénh phdi thiéu oxygen man tinh.

Nhigm khudn nang, nhim khudn huyét.

Nhimng trréng hop mét bi chuyén héa cép tinh, vi du nhirng trwéng hop nhiém
khu#n hodc hoai thur.

Ngudi mang thai (phdi digu tri béng insulin, khéng ding metformin).

Phai ngimg tam théi metformin cho ngudi bénh chup X quang cb tidm cac chét
can quang cb iod vi str dung nhitng chét nay co anh huéng cdp tinh chirc
nang than,

Hoai thw, nghién reou, thidu dinh dudmng.
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HAN TRONG
Déi véi ngudi bénh dung metformin, cin theo ddi d&u dan cac xét nghiém can lam
sang, k& ca djnh lugng duéng huyét, dé xac dinh lidu metformin 141 thidu 6 hidu
Iye. Ngudi bénh cin dugc théng fin vé nguy co' nhidm acid lactic va cac hoan
canh dé din dén tinh trang nay.
Ngudi bénh chn duge khuyén céo didu tiét ché 6§ an, vi dinh dudmg didu tr 14
mot khau trong yéu trong quén Iy bénh dai thdo duéng. Bidu tr bdng metformin
chi duge coi 14 h trg, khdng phéi dé thay thé cho viéc didu tiét ché do an hop ly.
Metformin durgc bai tiét chi yéu qua than, nguy co tich Iy va nhiém acid lactic
tang I&n theo mirc A& suy gidm chirc ndng than.
Metformin khéng phi hop @& didu trj cho ngudi cao tudi, thudng cd suy gidm
chire ndng than; do db phdi kidm tra creatinin huyét thanh truéc khi bat déu didu
tri.
Phai ngirng dibu trj véi metformin 2 - 3 ngdy tredc khi chiéu chyp X quang c6 sir
dyng céc chit can quang chira iod, va trong 2 ngay sau khi chiéu chup. Chi ding
tré lai metformin sau khi danh gia lai chivc nang than thy binh thuéng.
C6 théng bao 14 vigc ding cac thube uéngnd'nlu tri d4i thao dwdmg lam tang 1y 18 1
vong vé tim mach, so véi viéc didu trj bang ché a5 &n don thudn hodic phdi hop
insulin véi ché 86 &n.
Sir dung ddng thai cac thubc ¢ tac dong dén chirc nang than (tac dong dén bai
1iét & dng than) c6 thé dnh hudng dén sir phan bé metformin,
Phai ngirng diing metformin khi tién hanh cac phlu thuét.
Khéng diing metformin & ngurdi bénh suy gidm chirc nang gan.

TUONG TAC THUOC

PHY N

Gidm téc dung: Nhiing thudc o xu hréng ‘?:g tang glucose huyét (vi dy, thudc lgi
tidu, corticosteroid, phenothiazin, nhirng phdm tuyén giap, estrogen, thubc
trénh thal duwréng ubng, phenytein, acid nicotinic, nhirng thudc tac dung gidng than
kinh giao cam, nhimg thubc chen kénh calci, isoniazid, ¢o thé din dén gidm sy
kidm soat glucose huyét
Tang téc dung: Furosemid 1am tang ndng db téi da metformin trong huyét trong
va trong mau, ma khéng lam thay ddi hé s6 thanh thai than cla metformin trong
nghién ciru diing mdt lidu duy nhat.
Tang 6éc tinh: Nhing thudc cationic (vi dy amilorid, digoxin, morphin,
procainamid, quinidin, quinin, ranitidin, tri 1, tr prim, va var yCi
duoc thal trr nher bai tiét qua éng than cb thé cb khd ndng twong téc voi
metformin bing cach canh tranh véi nhirng hé théng van chuyén théng thuéng &
éng than, Cimetidin lam tang (80%) nbng d6 dinh cila metformin trong huyét
tuong va mau toan phan, do dé tranh diing phéi hep metformin véi cimetidin,

€O THAI VA CHO CON BU
Phu nir c6 thal
Khéo sat si thn tai clia metformin hydroclorid trén nhau thai ching t6 ring ¢é 1
phén thuéc qua dugc hang réo nhau thai, Khi ndng dd glucose trong mau & me
bAt thuéng trong subt thei gian mang thai co thé két hop gay nguy co cao bét
thudng bAm sinh, hdu hét nhirng chuyén gia khuyén cdo rang nén sl dung insulin
trong thoi ky mang thai & duy tri tét nhdt ndng d§ glucose trong mau.
Phy nir cho con bd
& ngudi, chua rd metformin hydroclorid co duoc phan bd vao siva me hay khéng,
viée ngirng cho con bi hodc nging thuée ty thude vao mirc dd quan trong cla
thube d&i voi ngudi me. Néu ngung dung metformin hydroclorid va ché do an
ubng khéng kibm soat mirc dwdmng huyét thda dang nén tién hanh diéu trj bang
insulin,

ANH HUONG TREN KHA NANG LAl XE VA SU DUNG MAY MOC

Sir dung metformin hydroclorid dom tri khdng gay ha dwéng huyét va vi thé khdng
&nh hudng trén tinh trang I&i xe va van hanh may mac.

Tuy nhién bénh nhan cin dwoc cnh béo vé nguy co ha duiéng huyét khi s& dung
metformin hydroclorid két hop voi cac thube tri tidu duong khée (cac sulfonyluré,
insulin, repaglinid)
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TAC DYNG KHONG MONG MUON

Nhirng téc dung khong mong muén thuwomg gép nhét cia metformin 13 vé tiéu

héa. Nhirng téc dung nay lién quan véi lidu, va thuéng xdy ra vao i bat dau didu

trf, nhurng thuémg 12 nhét théi,

Thueng gép

+ Tiéu héa: Chan n, budn ndn, ndn, tiéu chay, d4y thuong vi, tao bén, ¢ néng.

+ Da: Ban, may day, cdm thy voi anh sang.

+ Chuyén héa: Gidm ndng d6 vitamin B.

ftgap

+ Huyét hoc: Loan sdn mau, thiéu méau bét sdn, thiéu mau tan huyét, suy tly,
gidm tidu cAu, mat bach céu hat.

+ Chuyén héa: Nhiém acid lactic.

QUA LIEU VA XU TRI

Khéng thay gidm dudmg huyét sau khi ubng B85 g metformin, méc du nhiém acid
lactic 43 xdy ra trong trrong hop do.

Metformin ¢ thé tham phan duoc véi hé sb thanh thai 1én téi 170 mliphdt, sy
thdm phan mau cé thé ¢é tac dyung loai trir thudc tich Iy & nguwdi bénh nghi 12
ding thube qué lidu.

BAO QUAN : Trong bao bi kin, noi khé. Nhigt @ khéng qua 30°C.
HAN DUNG  : 36 thang ké tir ngay san xuét.

DONG GOI

T
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: Vi 15 vién. Hop 4 vi.
VI 15 vién, Hop 6 vi,
IEU CHUAN AP DUNG: Tidu chuln nha sén xuét.

THUOC NAY CHi DUNG THEO BON CUA BAC ST

Dé xa thm tay tré em
Khéng ding thube qué thod han st dung
Dz:: 1? hwéng dén sir dung treée khi ding
Néu can thém thong tin, xin hél y kién béc s

Théng béo cho béc s nhing thc dung khng mong mudn gip phal
Ngay duyét ngi dung toa: 28/12/2015

Nhi san xuét:
e Chi nhénh cdng ty TNHH LD STADA-VIET NAM
STA DA S 40, Bai 1 Ty Do, KCN Vigt Nam-Singapare,
Thi x3 Thudn An, Tinh Binh Duwong, Viét Nam
DT (+84.650) 3767470-3767471 - Fax: (+B4.650) 3767469

khi st dung thude




