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Méu nhan vi

Metformin HCI 500 mg

SAVI PHARMACRUTICAL J 5 €0
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" Metsav 500

Metformin HC1 500 mg
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" Metsav 50

Metformin HCI 500 mg
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' Metsav 500
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" Metsav 500

Mettormin HCI 500 mg
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METSAY 500

Metformin HCI 500 mg

THANH PHAN : M4/ vién chu
Metlormin HCI o TJC. n_ . 500 mg Metsaviso

Ta duge vira dd 1 vién

Sdn xudt tal i
HI BINH - CHONG CH BINH - LIEU LUGNG - CONG TY CP DUGC PHAM SAVI
g.\culnum - THAN TR :us -TAC nun*; : (Ispharar 45.0)
0 R 16 2.01-02-03 KON trong KCX Tan Thidn,
Xin doc 18 hudng dlin si dyng thudc 0.7, Tp.HE Chi Minh

A0 QUAN : Nai kho, nhigt 60 TiEu cHuk : BP 2013
khéng qua 30°C. Tranh dnh sdng. SDK / Reg. No.:

POC KY HUONG DAN SU DUNG TRUGE KHI DUNG - BE XA TAM TAY CUA TRE EM

Metformin HCI 500 mg

COMPOSITION : Each tablef cont
adorRm B L e mg Metsav 5o

Excipients q.s. for 1 tablet
Manutactured by

INDICATIONS - CONTRAINDICATIONS - DOSAGE o ALARE S

ADMINISTRATION - PRECAUTIONS - SIDE EFFECTS : (Satapharm J.5.0)

See enciosed eaflel Lot No. Z.01-02-03, Tan Thian 7

focated In EPZ, Dist. 7, Ho Chi Minh City
STORAGE : Keep in a dry place,
do not store above 30°C. Protect from light SPECIFICATION : BP 2013

REFULLY THE LEAFLET BEFORE USE - KEEP OUT OF REAC {ILDREN
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TO HUONG DAN SU DYNG THUOC

Thubc nay chi diing theo sy ké don cla béc s
Rx Vién nén bao phim METSAYV 500

CONG THUC
= Metformin hydroclorid............ccccccueunneeee.. 500,0 mg
- T& duge vira d0.....cocenrenssensonns e 7

(Povidon K30, magnesi stearat, Opadry AMB white)
DANG BAO CHE: Vién nén bao phim.

Duge luce hoc:

Metformin 12 mdt thube chéng dai thao dudng nhom
biguanid, c6 co ché tac dyung khic véi cée thubc cluﬁng
d4i thdo duomg nhém sulfonylure. Khong gibng
sulfonylure, metformin khong kich thich gidi phéng
insulin tir cdc té bao beta tuyén tyy. Thubc khong cé
tic dun%ha dudng huyét & ngudi khong bi dii théo
dudmg. U ngudi ddi thao dudng, metformin lam gidm
sy ting dudmg huyét nhung khéng gdy tai bién hg
dudng huyét (trir truomg hop nhin d6i hoac phdi hop
thubc hiép dbng téc dung). Vi vdy trudc diy cd
biguanid va sulfonylure diu duge coi 1a thudc ha
dudmg huyét, nhung thyc ra biguanid (thi dy nhu
metformin) phai dugc coi la thube chdng tang duong
huyét mai thich hgp.

Metformin lam giam ndng d¢ glucose trong huyét
tuong khi déi va sau bira &n, & ngudi bénh dii thao
dudmg type 11 (khong phy thugc insulin). Co ché tdc
dung ngoai bién cla metformin 14 lam ting sir dung
glucose & té bao, cai thién lién két cia insulin voi thy
thé va c6 18 ca tic dung sau thy thé, trc ché ong hop
glucose & gan va giam héip thu glucose ¢ rudt. Ngoai
tdc dyng chéng dai thao dudng, metformin phin ndo
c6 anh hudng tdt trén kpo i), g
bj réi loan & ngudi b i *du'on ] 1y
thuge insulin. Trdi véi cac sulfonylure, thé trong ciia
ngudi duge diéu trj bdng metformin c6 xu huéng 6n
dinh hodic ¢6 thé hoi giam.

Ding metformin don trj liéu c6 thé c6 hiéu qua té1 dbi
vdi nhitng niubi bénh khdng dip (ng hoiic chi dip
ing mdt phan véi sulfonylure hoic nhimg nguoi
khéng con dép img véi sulfonylure. O nhimg ngudi
bénh ndy, néu véi metformin don trj lidu md duon
huyét viin khong dugc khdng ché theo yéu ciu thi phtﬁ
hop metformin véi mét sulfonylure cé thé ¢6 tic dung
hiép déng, vl ca hai thudc cai thién dung nap glucose
bing nhimg co ché khac nhau nhung lai bd sung cho
nhau.

A :
Metformin hrgp thu chdm va khong hoan toan ¢ duong

tiéu hoa. Kha dung sinh hoc tuyét déi cia 500mg
metformin udng luc d6i x&p xi 50 - 60%. Khong c6 sy
ty 1& véi liéu khi tang liéu, do hdp thu giam. Thic an
lam giam mirc d9 hap thu va lam chim sy hip thu
metformin, Metformin lién két véi protein huyér wong
mirc 49 khong dang ké. Metformin phdn bd nhanh
chong vao cdc md va dich. Thube ciing phin bd vio
trong héng cdu.

Metformin khdng bj chuyén héa & gan, va khong bii
tiét qua mat. Bai tiét & dng than 1a dudmg thai trir cho
yéu cla metformin. Sau khi ubng, khoang 90% lugng
thube hép thu duge thai trir qua duding thiin trong vong

24 git ddu ¢ dang khong chuyén hoa. Nira doi trong
huy%l twong la 1,5 - 4,5 gid.

C6 thé c6 nguy co tich lily trong truémg hop suy giam
chic nang thdn. D¢ thanh thai metformin qua thén
gidm o ngudi bénh suy thin va ngudi cao tudi.

CHI PINH

Ché phim dung didu trj bénh ddi thio dudng khong
phu thudc insulin (type II) trong don trj liéu khi khéng
lhé}ldiéu trj ting glucose huyét bing ché do an don
thudin.

C6 thé dung metformin ddng thoi véi mot sulfonylure
khi ché d¢ &n va khi diing metformin hojic sulfonylure
don thudn khong c6 higu qua kiém sodt glucose huyét
mot cach diy du.

LIEU LUQNG VA CACH DUNG

Thube ndy chi ding theo sy ké don cia bdc .

- Nguoi lon,

Ubng | vién metformin (500mg) /lin, ngay ubng mot
ldn vao bira &n sdng. Tang thém liu | vién (500mg)
nira /ngdy, cdch mot tudn ting mot ldn, cho téi mirc toi
da |a 2.500mg/ngay. Nhing liéu tdi 2.000 mg/ngdy co
thé chia lam 2 l4n trong ngdy. Néu cin dung liéu 2.500
mg/ngdy, chia lam 3 I4n trong ngay (udng vao bira &n),
dé thude dung nap tdt hon,

Lidu duy tri thuong dung 1a 500mg (1 vién)/Idn, ngay
2 lin (udng vao cac bira an sang va t6i). MOt sb ngudi
bénh co thé dung lidu 500mg (1 vién)/ldn, ngay 3 1an
(vao ciic bira &n).

= Ngwdi cao (uoi:

Liéu bit ddu va liéu duy tri cén deé dat, vi cé thé co

uy giil ng thin. Noi chung, nhitng ngudi
@ﬁfﬁ%@ﬁg nén diéu trj t6i lidu t6i da
metformin.

- Chuyén tie thudc chong ddi tho dwong khdc sang

ding metformin: '

N6i chung khéng cn c6 giai doan chuyén tiép, trir khi
chuydn tir clorpropamid sang. Khi chuyén tir
clorpropamid, cin than trong trong 2 tudn ddu vi sy
n lwu elorpropamid kéo dai trong co thé c6 thé din
dén sy chng tdc dung cla thubc va c6 thé gy ha
dueng huyet. .

- Didu tri dong thai metformin va sulfonylure uéng:

Néu nguoi bénh khéng ddp (mg véi diéu trj trong 4
tudn 6 lidu t6i du metformin trong lig¢u phip don, cin
thém din mot sulfonylure ubng trong khi tiép tuc din
metformin voi lidu téi da, du 1a truée d6 44 c6 sy thit
bai nguyén phdt hodc thir phdt vdi mdt sulfonylure.
Khi diéu trj phéi hop véi lidu i da ciia ca 2 thude ma
ngudi bénh khong ddp (mg trong | - 3 thdng thi thudmg
phii ngimg diéu trj bing thubc ubng chéng ddi thao
duong vi bat ddu dung insulin,

- O nguvi bj 16n thueng thdn hodc gan:

Do nguy co nhiém acid lactic thudng gdy tir vong, nén
khong dugc ding metformin cho ngudi ¢ bénh thén
hodc suy thin va phai tranh ding metformin cho ngudi
¢6 bidu hi¢n rd bénh gan trén |dm sang va xét nghiém.

Thang bio cho Bic st nhitng tdc dung khing mong
mudn gip phdi khi sie dung thube
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CHONG CHI PINH

- Nhitng bénh cé trang thdi di hod cdp tinh, nhiém
khuén, chdn thuong (phai duge diéu trj d4i thao dudng
bing insulin).

- Giam chirc nang thdn dbi véi bénh thin, holc rdi
loan chirc nang thdn (creatinin huyét thanh > 1,5
mg/decilit & nam gidi hodc 2 1,4 mg/decilit & phy ni),
hoic c6 thé do nhimg tinh trang bénh 1y nhu truy tim
mach, nhdi mau co tim cép tinh va nhiém khudn huyét
gdy nén.

- Qua mén vdi metformin hodc cdc thanh phén khac.

- Nhiém acid chuyén hoa cdp tinh hoiic man tinh, ¢6
ho#c khdng c6 hdn mé (ké ca nhim acid-ceton do dai
thédo dudmng).

- Bénh gan nang, bénh tim mach nang, bénh ho hiip
nang véi giam oxy huyét.

= Suy tim sung huyét, tryy tim mach, nhdi mau co tim
céip tinh,

- Bénh phdi thiéu oxy man tinh.

- Nhiém khun nang, nhiém khuin huyét.

- Nhitng trudmg hop méit bl chuyén hod cp tinh, vi dy
nhing trudng hop nhi€m khudn hoac hoai thu.,

- Ngudi mang thai (phai didu tri bing insulin, khony
dung metformin).

- Phai ngirng tam th&i metformin cho ngudi bénh chifu
chyp X-quang c6 tiém chét can quang c6 iod vi sir
dung nhitng chit ndy ¢6 thé anh huang cdp tinh chire
nang thin.

- Hoai thu, nghién rugu, thiéu dinh dudng,

THAN TRONG KHI DUNG THUOC

Pbi v6i ngudi bénh dung metformin, cén theo doi déu
dan cdc xét nghiém cdn 18m sang, ké ca dinh lugng
dudng huyét, dé xdc dinh liéu metformin tdi thidu cé

e PR

co nhiém acid lactic va

trang ndy.

Ngudi bénh cin duge khuyén cdo diéu tiél ché dg an,
vl dinh dudmg diéu trj 12 mdt khiu trong yéu trong
quan ly bénh déi thdo duomg. Bidu tri bing metlormin
chi dugc coi 14 hd trg, khong phai dé thay thé cho vie
diéu tiét ché 40 &n hop ly.

Metformin dugc bai tiét chd yéu qua thiin, nguy co tich
ldy va nhiém acid lactic ting lén theo mire J$ suy
giam chirc ning thin.

Metformin khong phu hgp dé diéu trj cho ngudi cao
tudi, thudng cd suy gidm chic ning thin; do do phai
kiém tra creatinin huyét thanh trudc khi bit diu diéu
tri.

Phai ngimg didu trj voi metformin 2 - 3 ngdy trude khi
chiéu chyp X-quang c6 sir dung céc chit cdn quang
chira iod, va trong 2 ngdy sau khi chiéu chyp. Chi
dung tr¢ lai metformin sau khi ddnh gid lai chirc nang
thin thdy binh thudng,

Co théng bdo 14 vigc dung cdc thube udng didu wrj dii
thdo dudng ldm tang ty 1& t&r vong vé tim much, so voi
viée diéu trj bing ché ¢ an don thudn hodc phdi hgp
insulin v&i ché d an.

Str dung ddng thdi cac thude c6 tac dong dén chiw
ning thin (tdc dong dén bai tiét ¢ éng thin) cd thé anh
hudng dén sy phdn bd metformin.

Phai ngung metformin khi tién hanh cdc philu thuit.

Khéng dung metformin & ngudi bénh suy gidm chire
nang gan.

TUONG TAC VOI CAC THUOC KHAC, CAC
DANG TUONG TAC KHAC

- Giam tdc dung:

Nhitng thude ¢ xu huéng gdy tang glucose huyét (vi
dy, thude lgi tiéu, corticosteroid, phenytoin, acid
nicotinic, phenothiazin, nhimg ché phdm tuyén gidp,
oestrogen, thudc tranh thu thai udng, nhitmg thude tde
dung gidng thdn kinh giao cdm, nhiing thudc chen kénh
calci, isoniazid) c6 thé din dén sy gidm kiém soit
glucose huyét.

- Tdng tdc dung:

Furosemid lam tang ndng d¢ téi da metformin trong
huyét twong va trong méu, ma khéng 1am thay ddi hé
s6 thanh thai thin cua metformin trong nghién ciru
dung mdt liéu duy nhit.

- Tang djc tinh:

Nhitng thubc cationic (vi du amilorid, digoxin,
morphin, ranitidin, procainamid, triamteren, quinidin,
vancomycin, trimethoprim, quinin) dugc thai trlr nho
bai tiét qua dng thin c6 thé c6 kha ning tuong tic véi
metformin bing cdch canh tranh véi nhitng hé théng
viin chuyén théng thudmg & dng thin,

Cimetidin lam tang (60%) ndng d6 dinh cla metformin
trong huyét twong va méau todn phén, do dé tranh dang
phdi hgp metformin véi cimetidin.

sU'DUNG CHO PHY NU' €O THAI VA CHO
CON BU

Thai ky mang thai:
Metformin chdng chi dinh déi v6i ngudi mang thai.

.élﬂazhdﬁllbg/gw cling phai didu tri ddi thdo
“

Thai ky cho con bit:

Khong thdy c6 tu ligu vé sir dyng metformin ddi véi
ngudi cho con ba; hodic xdc dinh lugng thube bai tiée
trong stra m¢. Metformin dugc bai tiét trong sita cia
chudt cbng tring cdi cho con bu, véi ndng d¢ o thé
ngang n&ng 46 trong huyét tuong. V1 c6 trong lugn
phin tr thip (khoang 166) metformin c6 thé bai tiét
trong st me. Cin cdn nhic nén ngimg cho con bi hojic
nging thube, cin cir vao mirc d§ quan trong cua thudc
dgi vii ngudi me.

Tic dong cia thube khi 16i xe vh vin hinh mby
]IIQC;

Metformin khong anh hudng lén kha nang lai xe va
vin hinh mdy méc.

TAC DUNG KHONG MONG MUON CUA
THUOC (ADR)

Nhitng ADR thudng gap nhit cia metformin la vé tiéu
hod, Nhitng téc dyng ndy lién quan téi lidu va thudn
Xiy ra vao lic bit déu tri liéu, nhung thudng 1a nhét
thoi.

Thirdng gdp, ADR > 1/100

- Tiéu hod: Chan &n, budn ndn, ndn; tiéu chay, diy
thugng vj; tdo bon, ¢ néng.

- Da: Ban, mé day, nhay cam v6i 4nh sing,

- Chuyén ho4: Giam ndng d¢ vitamin B,.

It gép, 1/100 > ADR > 1/1000
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- Huyét hoc: Loan san méu, thiéu mau bit san, thiéu
méu tan huyét, suy tdy, giam tiéu cdu, mit bych cdu
hat,

- Chuyén hoa: Nhiém acid lactic.

Huémg din cdch xir tri ADR

C6 thé tranh nhimg ADR vé tiéu héa néu ubng
metformin vao cdc bira an, va tang liéu ddn ting budc.

Khong xdy ra ha glucose huyét trong diéu trj don djc
bing metformin. Tuy nhién da thdy c6 tai bién ha
glucose huyét khi c6 két hgp nhimg yéu té thufn loi
khdc (nhu sulfonylure, rugu).

Khi diing dai ngdy, c6 thé c6 nguy co giam hip thy
vitamin By, nhung t quan trong vé ldm sang, va rét
hiém xdy ra thiéu méu hong cfu khéng 16. Didu tri
nhimg truémg hop ndy béing vitamin By c6 két qui tét.
Nhi&m acid lactic hiém khi xdy ra, nhung c6 thé gay t
vong véi ty 1¢ cao va la mot bién chirmg chuyén héa c6
thé xdy ra néu c6 tich Iy metformin. Da ¢é wrvong
hgp xdy ra & ngudi bénh gidm chirc ndng thin, nhung
ciing cé trong trudng hop bénh gan, nghién rugu va
tinh trzng giam oxy huyét.

C6 thé nght dén nhi&m acid lactic & nhing ngudi bénh
¢6 nhi€m acid chuyén héa khong tang ceton, va cln diéu
tri ngay, tt nhit 12 loc mu. Cn luu y ngimg didu trj
bing metformin néu ng:lg d0 lactat huyét twong vuot qua
5 mmol/lit. 4

Suy gidm chirc ning thdn hofic gan la mdt chi djnh bat
budc phai ngimg diéu tri bing metformin,

Khi c6 bénh nhdi mdu co tim hodc nhiém khuin mau
béit buc phai ngirng dung thudc ngay.

Khong dung hodc han ché uéng rugu, do ting nguy co
nhim acid lactic. .

Néu ngudi bénh nhin déi kéo dai hodc dugc didu tri

véi ché dg an c6 Iummﬁg':ﬁ}‘/'ﬁlﬂfﬁ@.t

ngirng ding metformin.

com/drug/

QUA LIEU VA XU TRI

Khéng thdy giam duémg huyét sau khi ubng liéu 85
gram metformin, mic du nhi€m acid lactic 43 xay ra
trong trudmg hgp do.

Metformin c6 thé thim phén dugc véi hé sO thanh thai
|én t&i 170 ml/phit; sy thim phin méu c6 thé co tic
dung loai trir thuéc tich Iy & ngudi bénh nghi la dung
thubc qua liéu.

DONG GOI: Hop 10 vi x 10 vién

BAO QUAN:

Béo quan noi kho, nhig¢t dd khong qua 30°C, tranh dnh
sang,

TIEU CHUAN AP DUNG: Tiéu chudn BP 2013.

HAN DUNG: 48 thang ké tir ngdy san xudt.

Dé xa tdm tay ciia tré em.
Doc kp hwdng din sic dung trudce khi ding.
Néu cin thém théng tin, xin héi j kién Bdc st, Duge si.
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