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Metformin STADA 500

Metformin hydrochloride 500 mg,

Metformin STADA 500 mg

Meliormin hydrachloride 500 mg
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Méu vi: Metformin STADA 500 mg
Kich thugc: 40x100 mm

Méu hop: Metformin STADA 500 mg

Kich thudc: 42x105x52 mm

Tilé: 89%
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Metformin STADA 500 mg

Merinemin hydrmchlonide 500 mg

CTY TNHH LD STADA-VIET NAM STADA
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chliride 500 mg

X THUGC BAN THEO DON

CTY TNHH LD STADA-VIET NAM
A Tiga 18 Far Do, KON VBT Mo Sungapoe,
Thud e A, Tlub Bloh Caomg, Vigl Ham

Metformin STADA 00 mg

SDK - Reg. No.:

X PRESCRIFTION DRUG

STADA-VN LY. Ca, Lid.
240 Tu 0 Ao, Vadnan-Singapon: Indminal
Pk, Thasis An, Bink Dumg Province, Viebnam

Metformin STADA 500 mg

Barcode

Metformm STADA 500 mg

_N—

Metformin STADA 500
Mertoemin hydeochlande 500 mg
STADAVN |V, Co, 1. STADA. 5
-
Mt
BHH LD STADA-VIET NAM
STADA 500 |
b siscbloende SO0 mig
Hgp 6 vi x 10 vién nén bao phim

Metformin STADA 500 mg

o —

STADA

Thinh phdn: 81 vida nén baa phim chia:
Metformin hydroclorid
Té dukgpe vita dl ... e prarermr AR

Chi dinh, Céch ding, Chiing chi dinh vi
céc thing tin khac

Xin doc trong 18 hudog ddn <t dyng.

Bdo quan: Trong ban bi kin, ndi kho

Nhiét da khdng qud 30°C

Tiéu chudn dp dyng: TOCNSX

DE XA TAM TAY TRE EM

DOC K¥ HUONG DAN SU DYNG TRUGC
KHI DUNG

Compuosition: [ ach lilm-coated tablel contains:

et inrmin hydrochloride . oo K mp
Exqipients g5, R 1
Indications, Mvmwnhm Confralndi cations
and other precautions:
Reeard thee leatbel insidi
spore in 4 wiell-Closed container, in a dry place

1o not store above M1

Manulacturer's specilication

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY
BEFORE USE

8 B
£ 3 3
- <= &
a2 % b
5

- > -
% 2 T

Ds. Nguy&n Ngoc Liéu



Metformin STADA 500 mg

THANH PHAN
MBi vidn nén bao phim chira
hydrocioria 500 mg
Tadugoviradd......... 1 vién
Mo{li'l_o:uonkzs i stearat, hyp llose, opadry tring 02F28644)

\idn nén Lrén bao phim mau tring, hai mat khum, tron,
DUQC LIYC HOC
Metformin la mt thube chéng déi thio dudmg nhém biguanid. Khdng gibng
sulfonyluré, metformin khang kich thich gidi phéng insulin tir céc té bao beta tuyén
. Thudc khéng 6 tac dung ha duéng huyét & ngudi khdng bi déi thao duéng.
ngudi dai thao duwdng, metformin lam gidm sy ting duémg huyét nhung khing
g?mu;i:nw: duéng huyét (trir tnréng hop nhin d6i hodc phdi hop thubc higp

Metformin lam gidm ndng 85 glucose trong huyét wong, khi d6i va sau bira &n, &
ngudi bénh a4 thao duwéng typ Il (khéng phy thudc insulin). Cor ché tic au;?
ngoai bién cla metformin & lam tang sir dung glucose & té bao, cai thién lign ket
cla insulin véi thy thé va cb 18 ca tac dyng sau thy thé, (rc ché 1dng hop glucose
& gan va gidm hdp thu glucose & rudt. Ngodi tac dung chéng @i thao dudng,
metformin phan ndo o6 dnh hudng tat trén chuyén hoa lipoprotein, thuéng bj réi
loan & ngudi blnh G4 thao dudmg khéng phy thude insulin. Trai vol cdc
sulfonylurd, thd trong clia ngudi dugc didu tri blng metformin cé xu huéng &n
dinh hoic ¢é thd hai gidm.
DUQC BONG HOC
Metformin hydrociorid dugc hip thu chdm va khing hoan toan & duéng tidu héa.
dyng tuyét 8bi clia lidu don tri 500 mg dwge bdo cdo la tir 50 - 60% va
cb thé gidm khi ding chung voi thirc an. Khi dugc hép thu thubc ghin két voi
protein huyét tirong khéng dang ké va dugc thai trir dudi dang khéng ddi trong
nurére tibu. Thei gian ban thi trong huyét trong duoc béo céo trong khodng tir 2 -
& giér sau khi udng. Mét luong nhé metformin hydroclorid duere phan bé vao trong
sira me,
CHI BINH
Pidu tr bénh @4l thédo dudng khéng
khéng thé didu tr tng glucose huyét b 3
Cé thé ding metformin abng thei véi mét suifonylurd khi ché 86 &n va khi di
metformin hodc sulfonyluré don thudn khdng cb hidu qué kidm sodt glucose huy
mdl cach ady du.
LIEU LUOING VA CACH DUNG
Céich dung
Metformin STADA 500 mg dugc sir dyng blng duémg ubng cing véi bira 3n
hodc sau khi &n.
— Chuyén tir nhimg thuéc chéng i théo dudng khéc sang
N&i chung khéng cin cb gial doan chuyén tiép, trir khi chuyén tir clorpropamid
sangKlim.ryinIirch'pmpunidmnq,cénﬁnkz:utrmgzméndhviwt&n
Iwu clorpropamid kéo dai trong cor thé, ¢ thé dén dén sy cong téc dung clia thube
va co thé gay ha dirdng huyét,
- Bidu tri déng thoi bing metformin v sulfonyluré uéng
Néu ngudi bénh 8ap (mg voi didu tri trong 4 tudn & lidu t4i da metformin
trong liéu phap don, can thém din mot sulfonyluré ung trong khi tiép tuc ding
metformin véi lidu thi da, di 13 treéc 46 da co sy thit bai nguyén phat hodc thir
phat véi mot sulfonyluré. Khi didu tri phdi hop véi lidu 141 da cia ca 2 thube, ma
ngurdn bénh khéing dap (mg trong 1 - 3 thang, thi thurdng phdi ngirng Giéu tri bing
thude ubng chéng dai thao dwémng va bt dhu ding insulin,
Liéu lurong
j lém

mm1m5n.ngsyz|&1(u&gmmwunmvamrmiéu
thém mét vién mdi ngay, mbi tudn 1 14n, t&i mirc 15i da 14 5 vién/ngdy. Nhimg
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libu 164 4 vidryingdy c6 thi udng Iam 2 (Bn trong ngdy. Néu chn ding libu § vien/ngdy,
chia lam 3 1An trong ngdy (ubng véo bira &n), dé dung nap thubc it hon,
~ Tré om 2 10 tudi vé thanh thiéu nién.

Bon trf vé kit hop vé insulin: Lidu khéd dAu thdng thusdng 1 1 vién x 1 ldn/ngay. Sau
10 aén 15 ngdy, Iidu ding nén duge didu chinh dya trén vide do dudmg huydt, Lidu
mr@hduwﬁimnﬂzm.wmhnmmlw.

cao tudi;

maahnuhmmanam vi cb thé ¢b suy gidm chirc ndng than. Néi

chung, nhirmg ngui bénh cao tudi khdng nén didu tri téi lidu 14 da metformin,

Nguron bi tén thuong than hodic gan: )

Do nguy o nhim acid lactic hidm xdy ra nhung c6 gin 50% tnromg hop gay tr

vong, nén khing durge dung metformin cha ngudi cb bgnh than holic suy than va

phéi trénh ding metformin cho ngudi cd biéu hign rd bnh gan vé 18m sang va xét
hidm,

cnrgna CHI BINH

- Quéa miin virl metformin holic cac thanh phdn khéac,

- Ngudi bénh c6 trang thi di héa cép tinh, nhibm khudn, chin thuong (phdi dugc
mﬂ tr| dai thao dudmg bing Insulin).

- Gidm chirc ndng thin do bénh thin, holic rdi loan chire nang than (creatinin huyét
thanh 16m hon hodic blng 1,5 MM'“ & nam gie, hodic Ién hon hodic bng 1,4
mg/decilit & phy n(r), holic ¢6 thé do nhimg tinh trang bénh Iy nhu tryy tim mach,
nhdi méu co tim cdp tinh va nhidm khudn huyét gay nén,

~ NhiBm acid chuyén héa cdp tinh hodc man tinh, co hodic khéng co hén mé (ké ca

nhidm acid - ceton do @4l thdo duimg).

Bénh gan nding, bénh tim mach niing, bénh hé hip nding véi gidm oxygen huyét,

Suy tim sung huyét, tryy tim mach, nhdi méu co tim cép tinh,

Bénh phdi thidu oxygen man tinh,

Nhidm khudin nding, nhidm khuln huyét

Nhimg tnrémg hop mét b chuyn héa cdp tinh, vi dy nhimg taréng hop nhidm

khulin hodc hoal thur.

- Ngudi mang thai (phai didu tri bling Insulin, khéng ding metformin).

-~ Phdl ngimg tam thii metformin cho ngudi bénh chyp X quan 6 tidm cdc chit
cdn quang co lod vl st dung nhing chét ndy cb thé dnh hu ng cp tinh chire
néng than,

P

thidu dinh dudng.

N

T

- véi ngudi bénh ding metformin, cdn theo dai dbu dan céc xét nghiém cin iam
sang, ké i dinh lrong dudng huyét, dé xéc dinh lidu metformin 11 thidu co hidu
hre. Ngudi bénh cén durge théng tin vé nguy co nhilm acid lactic vé cdc hodn
c4nh d diin én tinh trang nay.

- Ngudi bénh cn duge khuydn cdo didu tibt ché d¢ &n, vi dinh dudng Gidu tj 1a
mét khéu trgng yéu trong qudn Iy bénh ddi théo dwémg. Bibu tr bAng metformin
chi dugc coi 14 hd trg, kndng phdi aé thay thé cho viec didu tidt ché 66 &n hop Iy.

- Metformin dwec bai idt chd yéu qua thin, nguy co tich iy va nhidm acid lactic
18ng I&n theo mirc A% suy gidm chirc ndng thén,

-Meﬂwrinmwphuhwoéﬂumcmmuaimui.mmoosﬂ?;ﬁm
ﬁmmmnm;mmmau&nwmwnnyammhmmmm u Gdu

Phdi ngirng didu trj vi metformin 2 - 3 ngay truée khi chiu X quang cb sir
dung cac chit cdn quang chira iod, vé trong 2 ngdy sau khi chiéu chyp. Chi dung
tri¥ I3l metformin sau khi d4nh gid lgi chire néng than thdy binh thuémg.

- Co théng béo la viéc ding cac thube didu trj G4l thao 1am tang tj 18 tr

vong vh tim mach, so v&i viée didu trj bing ché 4 &n don thuan hodc phbi hop

insu!invé'l;!g:dﬂh. e o 4

Sir dung théri céc cb tac ddng Gén chirc ndng than (tac dong dén bai

1iét & dng than) co thé dnh hurémg dén sir phan bd metformin,

— Phdi ngirng dung matformin khi tidn hanh cae phiu thult.

Khéng ding metformin & ngurdi bénh suy gidm chirc ndng gan.

TUONG TAC THUOC & ” ”

~ Gidm tac dung: Nhimg thudc cb xu hureng glucose huyet (vi dy, thubc lgi
tibu, corticostercid, phencthiazin, nhimg g?:?m tuyén gidp, estrogen, lﬂu&
tranh thai dwémg udng, phenytoin, acid nicotinic, nhirng thudc tée dung gibng thin
kinh giae cam, nhirng thudc chen kénh calci, isoniazid, co thé din Gén gidm sy
kiém soét glucose huyét.

~ Téng tac dung: Furosemid lam ting ndng A4 14i da metformin trong huyét trong
v trong méu, ma khéng lam thay ddi hé sb thanh thai than cda metformin trong
nghién edru ding madt lidu duy nh&.

- Tang 6bc tinh: Nnimg thufic cationic (vi dy amilorid, digoxin, marphin,
procainamid, quinidin, quinin, ranitidin, tiamteren, trimethoprim, va vancomycin)
duge thai trir nhé bai tiél qua ng thin cb thé o6 khd ndng trong tac véi
metformin bing cach canh tranh véi nhimg hé théng van chuyén théng thuéng &
éng than, Cimetidin lam tang (60%) ndng @0 dinh clia metformin trong huyét
wrgv&nwuw&nphén.dodét@mdung i hrp metformin voi cimetidin,

PHI NI¥ CO THAI VA CHO CON BU

Phy nir c6 thal

Khdo sat sy thn tai cla metformin hydroclorid trén nhau thai chimg t6 réng 6 1

phin thude qua duge hang réo nhau thai. Khi ndng 84 glucose trong méu & me

bét thuémg trong sudt théi gian mang thai co thé két hop géy nguy co cao bét
thiréng bam sinh, hau hét nhimg chuyén gia khuyén cdo rang nén sir dung insulin
trong théi ky mang thai @& duy tri t4t nhét ndng 46 glucose trong méu,

Phy nir cho con bd

& ngudi, chura ré metformin hydroclorid cé dugc phan bd vao sira me hay khdng,

vigc ngirng cho con bl holic ngimg thubc tlyy thude véo mire 48 quan cla

thube @i voi ngudi me, Néu ngung ding metformin hydroclorid va ché &6 &n

uéng khéng kibm sodt mdre dudng huyét théa dang nén 1én hanh didu ti bing

insulin.

ANH HUXYNG TREN KHA NANG LAI XE VA SIr DUNG MAY MOC
Sir dyng metformin hydroclorid dom trj khdng géy ha dudmg huyst va vi thé khang
&nh hudng trén tinh trang l4i xe va vén hanh may méc.,
Tuy nhién bénh nhan cAn dugc cdnh bao vé nguy cor ha duéng huyét khi st dung
metformin hydroclorid két hop wéi cac thube i tidu Guémg khac (cac sulfonylurs,
insulin, repaglinid)

TAC DUNG PHY

— Nhimng tac dung phy thurdmg gap nhélt cia metformin 1 vé tidgu hba. Nhimg tac
dung ndy lién quan véi lidu, va thudmg xdy ra véo lic bt dbu idu b, nhung
thurémg |4 nhét thed

- Thudng géip

+ Tibu héa: Chan &n, budn ndn, ndn, tidu chdy, aly thureng vi, to bon, ¢ nang,

+ Da: Ban, may day, cAm thy véi dnh sang.

+ Chuyén héa: Gidm nbng a5 vitamin Byz,

gdp

+ Huydt hoc: Loan sdn mau, thiu mau bét san, thidu mau tan huydt, suy tiy,
gidm bdu chu, mél bach chu hat.

+ Chuyén héa: Nnilm acid lactic.

QUA LIEU VA CACH XUr TRI
Khéng thiy gidm duwéng huyt sau khi ubng 85 g metformin, mac di nhidm acid
lactic A8 xdy ra trong tredng hop 86,
Metformin ¢6 thé thdm phan dugc voi hi sb thanh théi I8n t&i 170 miphit, s
tham phan mau cb thé cé the dung loal trir thude tich iy & ngudi bénh nghi 14
dung thube qué lidu,

BAO QUAN : Trong bao bi kin, nol kho, Nhidt dé khong qua 30°C.

HAN DUNG  : 38 thang ké tir ngay sdn xubt.

DONG GOI 2 VI 10 vién. Hop 3 vi.

VI 10 vin. Hop 6 v,
TIEU CHUAN AP DUYNG: Tigu chuln nha san xuét,
THUOC NAY CHI DUNG THEO BON CUA BAC Sl

D4 xa thm tay tré em
Khéng ding thube qua thol han sir dung
m:‘phMthléwWMMfd&ng
nmmmyun.xmmpm‘b_nar

Théng bo cho bic s nhing tic dung khéng mong ol khi st dng
Ngay duyét ndl dung toa: 14/02/2014
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