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Metformin STADA 850 mg

THAN TRONG

i véi nguréi bénh dung metformin, cn theo déi ddu ddn cac xét nghiém cin lam

THANH PHAN sang, k& c& dinh lvgng duéng huyét, dé xac dinh lidu metformin t4i thidu co higu
M3&i vién nén bao phim chira: le. Mgudi bénh chn duge théng tin vé nguy cor nhifm acid lactic va cac hoan
MELFOITIN HYAROCIONT. ..o oovvvmsor oo 850 mg canh dé dan aén tinh trang nay.

Té duoc vira ad ... 1 vién - Ngudi bénh cAn dugc khuyén cao didu tiét ché d6 &n, vi dinh dudng didu tr 13
(Povidon K25, magnesi stearat, hyp opadry trang 02F28644) mét khau trong yéu trong quén Iy bénh dai thdo duéng. Bidu trj bing metformin
MO TA chi duwoe coi 14 hé try, khang phai d& thay thé cho viéc didu tiét ché do an hop ly.

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

DUQC LIFC HQC

Metformin 1a mét thube chéng dai thao dwéng nhém biguanid, Khing gitng
sulfonyluré, metformin khang kich thich gidi phéng insulin tir cac té bao beta tuyén
tuy. Thubc khéng oo tac dyng ha duwdng huyét & ngudi khéng bi dai thao duong.
O ngudi dal thao dwéng, metformin 1am gidm sy tng duéng huyét nhirng khing
gay tai bién ha dwéng huyét (trir trvéng hep nhin d6i hodc phéi hep thude hidp
ddng tac dung).

Metformin lam gidm ndng g4 glucose trong huyét tweng, khi 86i va sau bira &n, &
ngudi bénh dai thdo dwdng typ Il (khéng phy thude insulin). Cor ché tac dung
ngoai bién cda metformin |4 lam tang sir dung glucose & 16 bao, cdi thién lién ket
cia insulin v thu thé va co 18 ca tac dyung sau thy thé, trc ché téng hop glucose
& gan va gidm hdp thu glucose & rudt. Ngoai tic dung chéng dai théo dudng,
meftformin phan néo o dnh hirdng tt trén chuyén héa lipoprotein, thuéng bi rdi
loan & ngwdi bénh dai thao dudng khéng phy thuge insulin. Trai voi cde
sulfonylurd, thé trong cia nguei dugc didu tri blng metformin c6 xu huéng én
dinh hodc cé thé hoi gidm.

DUQC BONG HOC

Metformin hydroclorid durgc hép thu cham va khéng hodn toan & dwong tiéu hoa.
Sinh khd dung tuyét dbi cda lidu don tr 500 mg dugc bo cdo 1a i 50 - B0% va
cb thé gidm khi ding chung voi thire &n. Khi durge hip thu thudc gan ket véi
protein huyét trong khéng dang k& va dupc thai trir dudi dang khéng @i trong
nirére tidu. Thivi gian ban thai trong huyét trong duoc baoe céo trong khodng tir 2 -
6 gi&r sau khi uéng. Mét lwong nhd metformin hydroclorid duge phan bd véo trong
s(ra me.

CHI BINH

Bidu tri bénh dai thao duwéng khéng phy thuge insulin (typ 11 Bon td ligu, khi
khéng thé diéu tri ting glucose huyét béng ché 45 &n don thudn,

C6 thé dung metformin déng thér vl mdt sulfonyluré khi ché d6 &n va khi ding
metformin hodic sulfonyluré don thudn khéng cb higu qud kidm soét glucose huyét
mét cach day di

LIEU LIFONG VA CACH DUNG

Céch ding

Metformin STADA B50 mg dugc sir dung bing duéng ubng cing vai bira &n
hodc sau khi &n.

Chuyén tir nhimg thude chéng déi théo duéng khéc sang

Néi chung khéng cén cb giai doan chuyén tidp, trir khi chuyén tir clorpropamid
sang. Khi chuyén tir clorpropamid sang, cAn than trong trong 2 tudn dau vi sy tén
Iru clorpropamid kéo dai trong co thé, cd thé dén drzn sir cbng tac dung clia thube
v cb thé gy ha duémg huyét,

Bidu tri ddng thed béng metformin vd sulfonylurd udng

Néu ngurai bénh khong dap (mg véi didu tri trong 4 tudn & libu t8i da metformin
trong ligu phap don, :in thém din mét sulfonyluré udng trong khi tidp tue ding
metformin véi lidu thi da, dii 14 trdrc d6 @3 co sy thét bai nguyén phat hodc thir
phét véi mét sulforyluré. Khi didu tr] phéi hop voi liéu t8i da cia c 2 thube, ma
ngudi bénh khéng dap ing trong 1 - 3 thang, thi thuréng phéi nglrng didu tr bng
thubc udng chéng déi théo duéng va bt dAu ding insulin.

Liu lwong

Ngurdn ldn:

Bat d4u ubng 1 viéningay, ubng 1 lan (ubng vio bira &n sang). Tang libu thém 1
vién 1 ngdy, cach 1 tun tang 1 &n, dwoc chia lam nhiéu lidu cho téi mirc téi da la
3 vién/ngay.

Liku duy tri thuémg ding 1a 1 vién x 2 laningay (ubng vao céc blra &n sang va t4i)
Mét sb ngudi bénh cé thé ding 1 vién x 3 1an/ngdy (vao céc bia &n).

Tré em 2 10 tudi va thanh thidu nién:

Do iri va két hop voi insulin: Lidu khi dau théng thuémg 1 1 vign x 11&ningay. Sau
10 dén 15 ngay, lidu ding nén duoc diéu chinh dua trén viée do dudng huyét. Lidu
cao nhit dwoc & nghi 1a 2 gingay, dwort chia lam 2-3 liéu,

Nguei cao tudi;

Lidu bat ddu va lidu duy tri cAn dé dét, vi b thé o suy gidm chire néng than. N6i
chung, nhikng ngudi bénh cao tudi khéng nén didu tri t&i lidu tdi da metformin.
Ngudi bi t8n thuong thén hodc gan;

Do nguy co nhiBm acid lactic hiém xdy ra nhung cé gan 50% trwéng hop gay tir
vong, nén khong drroc ding metformin cho ngudi co bénh than hodc suy than va
phai trdnh dung metformin cho nguéi cb bidu hién rd bénh gan vé 18m sang va xét
nghiém.

CHONG CHi BINH

gutfi bénh ¢ trang théi dj héa cip tinh, nhigém Kkhuén, chén thwong (phai durroc
diéu tri dai thao durémg béng insulin).

Gidm chirc ndng than do bénh than, hodic réi loan chire nang than (creatinin huyét
thanh I6n hon hodc bang 1,5 mg/decilit & nam gidi, hodc Ién hon hodc bing 1.4
mg/decilit & phu nir), hodc cé the do nhirng tinh trang bénh |y nhu truy tim mach,
nhéi mau co' tim cép tinh va nhidm khudn huyét gay nén,

Qué man véi metformin hodc cac thanh phén khac,

Nhidm acid chuyén héa cép tinh hodc man tinh, ¢ hodc khéng cb hén mé (ké cd
nhigm acid - ceton do @4 thao duéng).

Bénh gan nang, bénh tim mach néng, bénh hd hip nang voi gidm oxygen huyét.
Suy tim sung huyét, truy tim mach, nhdi mau co im cp tinh.

Bénh phdi thidu oxygen man tinh.

Nhi&m khudn nang, nhigm khudn huyét.

Nhirng treéng hop mét bl chuyén héa cép tinh, vi dy nhikng truémg hop nhidm
khusn hosc hoai thir.

Nguréi mang thai (phai didu tri béng insulin, khéng ding metformin)

Phai nglmg tam théi metformin cho nguéi bénh chup X quang ¢b tiém cac chét
can quang cb iod vi st dung nhiing chét nay co anh hudng cdp tinh chirc
nang than,

Heai thw, nghién negu, thidu dinh dudng.

Metformin duroc bai tiél chi yéu qua than, nguy co tich Iy va nhiém acid lactic
tang I&én theo mirc d& suy gidm chirc ndng than.

Metformin khang phi hop 88 didu trj cho ngwéi cao tudi, thudng co suy gidm
chire nang than; do @b phai kidm tra creatinin huyét thanh trrdc khi bat ddu didu
tri.

Phai ngirng dibu tri véi metformin 2 - 3 ngay trwde khi chidu chyp X quang cb sir
dyng céc chét can quang chira fod, va trong 2 ngay sau khi chidu chup. Chi ding
tré¥ lai metformin sau khi danh gid lai chire ndng than thdy binh thuéng.

C6 théng bido la vidc ding cae thube ubng didu trj dai thao dudng lam tEng ty 18 tir
vong vé tim mach, so v&i viée didu tr bgng ché dj an dom thudn hodc phéi hop
insulin v&i ché 86 &n.

Sir dung dbng thén cac thubc cb téc ddng dén chirc ndng than (tac déng dén bai
tiét & dng than) cé thé dnh hurémg dén sir phan bb metformin,

Phai ngirng diing metformin khi tién hanh cac phiu thugt.

Khéng ding metformin & nguréi bénh suy gidm chirc nang gan.

TUONG TAC THUOC

Gidm tac dung: Nhimg thudc cb xu huﬁngg?z tang glucose huyét (vi dy, thubc Igi
tidu, corticostercid, phencthiazin, nhimg phdm tuyén gigp, estrogen, thudc
trénh thal dwéng uéng, phenytoin, acid nicotinic, nhikng thudc tac dung gibng than
kinh giao cam, nhimg thudc chen kénh caldi, isoniazid, cb thé din dén gidm sy
kiém soat glucose huyét

Téng tac dung: Furosemid 1am ting ndng dé téi da metformin trong huyét trong
va trong méu, ma khéng lam m:é)Ld&i hé sb thanh thdi than cla metformin trong
nghién ciru ding mét lidu duy n

Tang dbc tinh: Nhing thudc cationic (vi dy amilorid, digoxin, morphin,
procainamid, quinidin, quinin, ranitidin, triamteren, trimethoprim, va vancomycin)
dugc thdl rr nhé bai tiét qua dng than cd théd cd khd ndng twong tac vai
metfarmin bng céch canh tranh v&i nhing hé théng vén chuyén thing thuéng &
éng than, Cimetidin 1am téng (80%) nbng d& dinh clia metformin trong huyét
twong va mau toan phan, do dé trénh ding phéi hep metformin véi cimetidin.

PHY NO' CO THAI VA CHO CON BU

Phu nir cé thal

Khao sat sir thn tai clia metformin hydroclorid trén nhau thai ching t& ring ¢é 1
phén thudc qua dugc héng réo nhau thai, Khi ndng d9 glucose trong méu & me
bét théng trong suét thei gian mang thai cé thd két hop gay nguy co cao bat
thurdmg bAm sinh, hdu hét nhimg chuyén gia khuyén cdo rng nén sir dung insulin
trong thév ky mang thai dé duy tri tét nhat ndng 45 glucose trong mau.

Phy nir cho con bi

& ngusi, chura rd metformin hydroclorid co duc phan b vao siva me hay khéng,
vigc ngirng cho con bl hodic nglmg thube tly thude vao mie 44 quan trong cla
thube @i véi ngudi me. Néu ngung ding metformin hydroclorid va ché d an
ubng khéng kidm soat mirc dwong huyét théa dang nén tién hanh didu trj bang
insulin,

ANH HUONG TREN KHA NANG LAI XE VA SUY DUNG MAY MOC

Sir dung metformin hydroclorid don tri khéng gay ha duédng huyét va vi thé khéng
&nh hurdng trén tinh trang 181 xe va van hanh may mac.

Tuy nhién bénh nhan cin duoc canh bao vé nguy co ha duéng huyét khi s dung
metformin hydroclorid két hop véi cac thudc tri tidu duong khéc (cde sulfonyluré,
insulin, repaglinid)

TAC DUNG KHONG MONG MUON

Nhirng tac dung khéng mong muén thuomg gap nhét cia metformin & v& lidu

hoa. Nhirng tac dung nay lién quan véi lidu, va thuérng xdy ra vao ldc bat dau didu

tr}, nhirng thuémg 14 nhét théi,

Thuang gép

+ Tiéu hoa: Chan &n, budn ndn, ndn, tiéu chay, dy thuromg vi, tdo bén, ¢ néng.

+ Da: Ban, may day, cdm thu véi anh sang.

+ Chuyén héa: Gidm ndng @ vitamin B,z

ftgap

+ Huyét hoc: Loan sdn mau, thidu médu bét sdn, thidu méu tan huyét, suy ty,
gidm tidu cAu, mat bach cdu hat.

+ Chuyén héa: Nhidm acid lactic.

QUA LIEU VA XU TRI

Khéng thiy gidm duwémg huyét sau khi ubng 85 g metformin, mac di nhiém acid
lactic 43 xdy ra trong trréng hop do.

Metformin cé thé thdm phan dugc voi hé sb thanh thai lén téi 170 miiphat; su
thdm phan méu cé thé cb tac dyung loai trir thudc tich Iy & nguwéi bénh nghi 1a
ding thubc qua lidu.

BAD Q'_JAN : Trong bao bi kin, noi khé. Nhigt 8§ khong qua 30°C.
HAN DUNG  : 36 thang ké tir ngay sdn xuét.

PONG GOI

: Vi 15 vién. Hop 4 vi,
Vi 15 vién. Hép 6 vi.

TIEU CHUAN AP DUNG: Tigu chulin nha san xult.

THUOC NAY CHI DUNG THEO BON CUA BAC ST

Bé xa thm tay tré em
Khéng ding thude qué thed han si dung
c ki hudng dén sir dung trirde khi dang
Néu cin thém théng tin, xin héi y kién bac sT
Théng béo cho béc s nhing tic dung khéng mong mudn gdp phii
Nagay duyét ndi dung toa: 28/12/2015
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