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Glumeform

900 xr

Metformin hydroclorid 500 mg
OF xa tm tay iré em
Bgc ki hwidng din s dyng iride khi ding
Thutic ndy chi ding theo don thude.
THANH PHAN mmm:mm}
Thainh phsin hoat .. 500 mg.

Thiinh |Iin o duigc: Hyprm—-nlm rzaa mncrocnysullm :Me MI01, nati
carboxymethyiceliuioss, magnesi stearal, colloidal silicon digyd,

DANG BAD CHE: Vitn nén gidi phing ko dii

MO ta sén phdim: Vidn nén dang caplet miu trdng hodc trdng ngé, hal mat tron, canh
va thinh vién Enh Bn.

CHI BINH:

Bilf tri A1 thde dubng tip 2 & nguii 10N, ddc B KL B binh nhan béo phi, kiv chi & dn
Vb b iy wong K soat duge Gung i, Mettonmiin o0 thd duing don ) hode Kt
hop voi cac thulic ddi thda dubing uing khic hodc insutin

CACH DUNG, LIEY DUNG:

Luns 2 Ung ca vildn Glurnedorm 500 XA, khong bé hodc nhai vién thofc.

Lidfu khuydin edo:

Lify kil iy 0l vl bénh nhdn dang khong sit dyng metformin (3 500 mg, mit &/
ngdy, ding dubing uling. N¥u bénh nhidn khdng gip phin dng cd hal duing tidu hda vi
cdn phdi ting tfu thi cd thé dimg thém 500 mg sau mbi khodng thiN glan difa tri 1 1
in 2 tudn, Lifu dong cla metformin cdn dugc can nhic difu chinh tridn titng binh nhan
cy the dua trn hidu qui v 83 dung ngp cla binh nhin vi kndng vt qul ifl 1k da
duec kheyEn cio 1 2000 mp! ngay.

Mgt fdn: Ligu khdi ddu thang thung cia Glumeform 500 XR: 1 1 vién/ ngdy vao bla in
181, Biu chinh Hifu sau 1 060 2 tudn dya trén mdc duing huydt (tng mbi 500 mg sau 1
déin 2 tdn), tng lu chdm cb thé cdi thish sy dung nap cia da ddy rudt. Lifu 1k da
KhuyEn cao 1 4 vign Glmetorm 500 XA/ K/ ngay, ding ciing bika n 18],

Chiryfn tf nhitng thefe dif e 041 than dubing khde sang: Ngung thufic khic vi khii diy
viii Glumetorm 500 XA nhy khuyn cdo. Khi chuyln (i clorpropamid sang, cin thin
trong trong 2 tufn ddu, vi sy tdn lu corpropamid kéo dai trong ca thé din o sy cong
tac dyng clia cac thudc v gdy ha dudng huyEt.

Npubi cao tufi: Ligu ding ciia thulc nén duge dify chinh dya vio chic nang thin, Cin

fhudc gy toan lactic.

£z tri ehing ciia nhilm toan lactic bao phm: ki tha, dau byng, chudt rit, suy nhuge,
g thin nhilt vi sau 66 haa mé. Banh nhdn cin ngung s dung metiormin vi kifm tra
finh trang sic khbe ngay Mp tic. Cic k&t qud xét nghigm bao glim gidm pH mdu
(< 7.35), tang nfing d0 factat mdu (> 5 mmal/ L), tng khadng triing anion v 1 lactal/
pyruval.

Oud trinh gidm 54t hiiv m3i a3 ghi nhin nhidng ca nhilm toan lactic litn quan dén
metformin, bao gdm cd trudng hop 1 vong. gidm than nhit, it hay8t 4p, kan nhip
chim kéo ddi. Khdi phit ciia finh trang nhillm toan acid lactic litn quan @8n mattorrmin
thuting khisng ol phat hign, kirm theo cac triu chiing khitng aién hinh nhi kho chiu, day
£, suy hd hifp, b mo va daw bung. Nhikm toan acid lactic litn quan d&n metiormin duge
83 tnmg bling ndng dd iackat tang Kn trong méu (> 5 mmal/ L), khodng tring anion
(khbing cd bing chimg clia kebo nidu hode keto mdu), ting tr 1 lactabpyroval va nfing
) metiormin huyt tusng noi ching ting = 5 pg/ mL

Yéu tff nguy cd ci nhifm toan ackd lactic lin quan dén mettormin bao gfim suy thin, sit
tyng déing this vii mt s thudie nhdk dinh (vi dy che chit e ché carbonic anhydrass
nhas topiramat), ti 65 fulli trd Bn, cd thys hién chis chup sdf dyng thudic cin quang.
phllu thullt v thye hikn cdc thid Inudt khac, tinh trang gidm axy hit vo (v dy suy tim
sung huylt €dip), ubing iy rugu v suy gan.

Cdc bign phdp pidm thifu nguy co va = trf nhillm toan acid lactic Bén quan dén
metformin & fihom biénh nhin 66 Nguy ¢0 Gao BugG trink by chi 11 trong 1o huting diin
sil dyng (e Liu diing v cdch ding, Chéng chi dinh, Chnh bdo vi thin trong,
Tuong tic fhuic vi Sif dyng thulic trin nhilng ddi twgng d3c bigt).

Wiy nghi ngd o6 tean lactic liBn quan dén mettormin, nén nging sl cyng metiormin,
fiharh ching dua binh nndn dén bAnh viln v UEn hanh cac bign phap xi 1r, O nhing
bénh nhdn 0 difu tr voi metformin, 4B dupc chdn dodn toan factic hodc nghi ngt cd
khid hdng caa b toan laclic, KhuyEn cdo nhanh chbng loc maw d didu ching finh tgng
nhifim toan v iogi bo phin i bj tich Ky i id e thé thim
thch duge voi 49 thanh thii 170 miL/ phit trong diéu kifn huy8t ddng e 161}, Loc mdu
ol thif 1am dio nguic tridu chimg va hii phue.

Huing diin cho BaAh nhin vA nguti nhi v cdc tridu ching cla toan lactic vi néy nhing
tridu chitng ndy xdy ra, cin ngimg thudic vi bio cda nhilng tridu chilng nay cho bic 57
B v mi yiiu 1 m tng nguy co nhiBm tan lactic ién quan dén metlormin, nhiing
khusyén cdo nhdm gidp gidm thigu nguy oo vi i tri tinh trang toan lactic idn quan din
matfarmin, cy th nhu sar

Suy thin:; Nhilng ca nhilm toan lactic l#n quan &din matfarmin trong gul trinh giim sdt
thisic hdui mili sy ra chi yéiu trén nhing b&nh nidin bi-suy thén ning. Nowy oo tich Iy
mattormin vi nhifim toan lactic BEn quan d8n matformin tng 1&n thao mic 89 nghiém
1rong clia suy thin bai metformin dugc thil tn call ey qua thin. KhuyEn cdo Bm sang
dija trén chifc ndng thin ciia bénh nhin bao gfm [xem muc Lifu ding v cich ding,
Duc by lm sing]:

~Trudc khi kindi ddu difle trf vii metformin cfn wie tinh mie 88 ke cdu thin (eGFR) cla
nh nhin,

- Ghdng chi dinh metformin toén bénh nhdn co eGFR duti 30 mU/ phat! 1,73 m" [xem
mye Chiing chl dinh],

- Khiing khay&n cdo khdl ddu difu trj voi metformin & binh nhin cb eGFR ndim trong

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

G4n thin trong khi s dung metformin ket heip wii ce thudc tri 04 thio duling khac vi
noiy co ha dubng huyt.

TUONG TAC, TUDNG KY COA THUGE:

Khdng khiyén cio sl dyng chung:

Rugu Tang nguy £o ngd ddc rou vi nhilm ackd lactic, d3c bt trong tring hop 2n
chay, thi dinh duling hode suy gidm chie ndng gan.

Chalt cdn quang chika lod: Phili ngung sif dung metformin trude kit hode ngay thil didm
chifi chyp v khng sl dyng iai it nhit 48 git sau 86, wbi difu kién chirc nng thin dugc
t4i ddnh gid va Sn dinkird lal

MOL 56 phiiLbgp thulic cdn thin trong: Cdc thudc tic 0bng o6 hal trén thin Bm g
nguy co nhilim toan lactic (NSAIDs, bao pm cd thuflc Gc chf chon lpe COX2, thufic
i men chuyéin, dc chi thy thf angiotensin 1|, thufic Iod tifu djc bidt 1 ko 6y guai), odn
hea 83i sdt chike ndng thin khi ulng cic thulic ndy cing v metformin

Cdc thodc Bim tang dubng huydt (nhém glucocorticold, thulc culing giao cim). Cln
‘thuting xuén theo 86 dubing huyft, d3c bidt e bit dfu diu in. NEu cin phii chinh ligy
metformin khi wling Wi c4c thalic nlly va khi ngiing sif dung,

Protein vin chuyén cation hilu cg (OCT): Metlormin 1 ca chil cia OCT1 va OCT2, Si
dyng ddng thisi metbormin vak:

- Chdt e ch§ OCT1 (b verap: i gid qui cia
- Chdt cdm dng OCTY {nhe ritampiciny o8 the m tng hsp thy g dubng tidu hda v
i qué cia metformin.

- Ghift (it chif OCT2 (nhit cimetidin, dohlegravir, ranolazin, trimathoprim, vandetania,
isavuconazol) lm gidm thii trir dln dfin tang néing Y metformin trong huyst tuong,

- Chit e ché déing thisi OTC1 v OTC 2 (nhu crizatinid, olaparit) dnh hidng din higu aui
v s thil trif clia mettormin.

Do d edn ehi § & bénn nhan suy idm chirc ndng thin. Sit dung dbng thil cic thude
niry vl metformin 52 Em ting néing of trong huyél twong methormin, Nbu cdn thif phai
chinh [y metiormin knd uling chung wi cic thufic cdm dng/ ifc chl OCT.

TAC DUNG KHONG MONG MUGN COA THUGC:

Trong oué trinh diu tri, cic tic dung phy thudng gAp nhit bao gdm: Phin dng dj ing,
nbn &i, By chiy, dau byng, chin dn. Cac trifu chitng ndy thubing tu kbl trong phidn idn
trung hop.

Tdn sudt duge phdn ol nhy sar RS thudng gap (= 1/ 10). thudng gip (= 1/ 100,
<1/ 10}, it giip (= 1/1.000, < 1/ 100), hifm gap (=1/ 10.000, < 1/ 1.000), rit hifm gap
{<1/10.000).

Vi mai nham tdn sudt. cic the dung phy dusc sip xBp theo thir by gidm din mdc 48
nghkém trong.

R doan chuylin héa vi dink duling:

Rt him gap: Tean chuyén mawmmmnmﬂmmmmmzmg it
thanh. Gin chi: § nu bnh nhin gdp phdl tinh trang thiumay hing cé

bl logn thiln kinh:

Thuting gap: REI loan vi gide

i fogn tidu hoa:

RS thudng Gap: NOn &, i chdy, dau bng, chén An, Cac trifu chitng niy thiling xudt
i lic bt ddu difu tri va ty khdi sau d0. Tang iy metiormin i &l s gidp hé tidy hia

TR TR GO TV

Ngubi cao tudi: Lidu disng cia thufe nén duge difu chinh dya vio chic ndng thin. Gin
thuing xuyin danh gid chilc niing thin

Tré am; Do chua 6 dlf 2w, khtng nin ding Glumelorm 500 XA cha tré em

Didu trf dding thoy bdng metformin vi sulfonylurd udng:

Néu nguii biah khiing dap Ong vat difu tri trong 4 hulin & Béu o da mettormin trong il
phap don, cén thém dén mbt sufonyluré uSing trong khi tip tye ding metformin v ifu
1 da. N&u khiing ddp (g vii lifu phil hop 11 da cla hal thudic rong 1 - 3 thang thi phdl
ngiing difu trj v4 chiyén sang insidin.

Két hop vl insulin

Mettoemin v insufin i the phii hop trong tri lidu shdm kiém sodt dubng huyt 161 hon,
Ligu ki &l Glumetorm 500 XA 1 1 vign/ in/ nglly vao blta dn 19, frang khi ||éumsum
e i chinh Oya trén mic duting huy8t clra bENN AN

Khuydin cdo st dung thude irdn binh nidn suy thin:

Binh gid chir: ndng thibn trude khi khii diu difu trj vi metformin vi ddnh gid dinh iy
530 0o,

Ching chi dinh metiormin trén binh nhdn ob eGFR dudi 30 mU/ phit/ 1,73 m".

Khdng khuyn cdo kil dfi diu 1r] vi metiormin O bénh than cd eGFR ndm trong
khaing 30 - 45 mL/ phit 1,73m’",

@ bénh nhan dang i dyng mettormin v co eGFR gidm adng dudi 45 mL/ phit/
1,73 m’, dénh gid nguy co - gl ich khi tikp tuc didutr,

Ngimg s dung metiormin néiu bdnh nhin cb eGFR gidm xding duti 30 mL/ phit/
1,73 m’ [xem myc Chiing chi dinh, myc Cinh bio va thin trong).

Ngung sd dyung metformin khi the hidn xét nghim chin dodn hinh doh cd st deng
thudc cdn quang chita iod

Trén nhilng b¥nh nhdn cb eGFR ndm trong khodng tir 30 - 60 mL/ phit/ 1,73 m', trén
nhing banh nhdn of sl bénh § W gan, nghin rugu kode sy tim, hode trén nhing
bénh nhin s sit dyng thufc cin quang chda lod gua dubing ddng mach, ngiing
metformin trudc ho3c tal thil difm thu hign xét nghidm chén dodn hinh dnh o8 sir
dyng thutic cdn quang chiia lod. Bdnh gid lai chi 58 eGFR sau khi chifu chup 48 it sif
dyng I3 metformin néu chiie ndng than &n dinh [xem myc Cinh bio vi thin trong).
Hoiic theo ehi dlin ciia Thiy thudc

CHENG CHi DINH:

Bénh nhdn suy thin ning (eGFR dufi 30 mL/ phit! 1,73 m’) [xem myc Cdnh bdo vi
théin trong].

i mdn vii b8 ky thanh phdn ndo cla thufe, Binh nhin 84 cb 1idn sif qué min vl
matfrmin.

B&nh nhiin toan chuyén hoa clip tinh hodc man tinh, bao gém cd nhifm toan ceton do
tid duing

Bl thio duling tifn hin ma.

Cdc tndng hop cip tinh ob thé lim thay o) chilc nang thin: MEt nude, nhilm khisn
niing, sic, diing céc chit cin quang ©b chita lod 84 tikm Binh mach.

Cac binh cdp hay man tinh gdy ra tinh trang thidu oxy md: Say tim, con nhdi mdu eatim
mdi xdy ra, swy hd hip, tie mach phdi, sfc. mat nhifiy may cdp, nhilm khuda, cic
truting hop hogi ti, vibm tyy,

Nguiti philu thudt thng xuyén (cn thin trgng).

‘mnumsnmmﬁaiuu‘ﬁummemmmawm nhin ¢ eGFR ndm trong
khodng 30 - 45 mL/ phit/ 1,73 m’

- Thu thp o Tiduvé eGFR it nhdt 1 Mn/ndm & t6t cd cic bénh nhan si dyng metformin,
@ bénh nhdn c6 kivd réing ting nguy oo Suy thin (i dy nhu nubi cao tudi), chikc ning
than nbn dups dinh gid thubng xuyén han,

- 0 bénh nhin dang sit dyng metformin vA of eGFR gidm xuling dudé 45 mLY phit
1,73 m’, ddnh gid nguy ca- ki ich chia vidc 1iflp tyc phic df.

Tuang téc thedc: Sit dyng déng thili metiormin vii mit 8 thuc c6 the m ting nguy
o nhiBm toan kactic bén quan dén metformin: bénh nhdn suy gldm chic ning thin din
14 nhing thay &6i ddng kif vE mat huyft ddng, &nh hubng i can biing acid-base hojc
1am tang tich [y metiormin [xem myc Tuang tic thulc. Vi vily, cin nhic theo o8l bénh
nhdn thubng xuyén han,

Bfinh nhdn 1 65 fudl 1rd kén: Nuy o0 toan lactic n quan & metformin ting 180 theo
tuffi ciia bgnh nhan béil bénh nhan cao tudi cb khi ndng b suy gan, suy than, suy tim Kn
hon nihiing bénh ntdn trk tudi hon. Cdn danh gid chife ndng than thabng xuytn hon dBi
vili nhing bénh nhin K tudi,

Thutc hifn cde xit nghim chdn dodn e s dyng thude cdn quang: Tibm thulic can
quang vao ndi mach & nhifng bénh nhan dang digy tri matiormin cd thé alin 14 suy gidm
c&p tinh chilc ndng thén v gdy ra toan factic. Ngig 52 dyng metormin tadc hodc tal
thi dém thyc hign chi chp of st dyng thudc cin quang of chif ind @ nhiing binh
nhan cb eGFA nim trong khodng 30-60 mL/phi1,73 m', nhing binh nhdn cb tién si
suy gan, nghidin rugy, suy tim hode nhilng bénh nhan sE sif dung thulic cin quang chila
iod theo duling ddng mach. Eidnh gid lai eGFR 48 sau khi chifi chyp vé il dyng ki
metfoemin ndiu chile ndng thin dn dinh.

Pirdu thudt hodic céc thd thudt khdc:

Cn ngung st dung mattormin khi ti€n hann cde phiu thult thing thuling, gy 18 by
sting hay npodi mang clng. Chi sif dung Lai it nhat 48 gi sau do hode khi bénh nhin cb
thé dinh dubng dubing mitng trd la hodc dup: danh gid Iyl chikc nang thin.

S luts il thidc 4n v diich trang qud trinh phlu thult hojc thyc hifin cdc thil thult kdc
ot thé 1am tang nguy co giim thil tich, tut huyst 4p v suy thin. Nén tam thal nging s
dyng metfarmin khi bignh nhdn bi it han lugng thie An v dich nap wio.

Tinh trang gidm axy hit vio: Oud trinh theo ddi hju mi d3 ghi nhin mit =8 ca nhifm
toan lactic likn quan dn metformin xdy ra trong bénh cinh sy tim sung huy8t cip (03¢
bidt kil b kém thea gidm tuds mau vi gidm con 1), Truy tim mach (s8c). nhéi mdu
cotim ciip, nhiim khudn huydt va cdc binh 1 ke li8n quan dén gidm oxy huyét oo mi
lién quan véi toan factic va cling o thé gdy nito huy#l trde thin, Khi nhilng bign cf nay
xdy ra, ngiing metformin,

Uding rugiu: Rugu o6 khi nding dnh huing d8n tic ddnp cla metformin 1én chuyiin héa
lactat v 1ir g cb thé tim 13ng nguy oo nhim toan factic lign quan dén metformin. Cinh
béo bitnh nhin khisng uling rugy khi £l dyng metformin,

Suy gan: Binh nhin suy gan co th tdin trién thanh twan tactic lidn guan dfn mettormin
do suy gidm thal bril lactal 0dn 101 1Ang néng 89 lactat trong mau Vi vy, trdnh sil dung
metformin irén rhilng bénh nhin 63 duge chidn dodn binh gan thing gua bing chitng
8t nghigm hodc m sang.

Chie ndng tim:

OO O ST RO
hign o bt ddu dids trf va ty Khdi sau do. Tang iy metformin tr tl 58 glip hi 1 hda
dung nap 15t hon.

R loar i gan mat:

Rift hifim gdp: Cdc bift thuting wé chic ndng gan hodc vigm gan, tuy nhign thuting ty
khési sau ki ngimg uling metformin.

Da va i chirc dudl da:

R4t hidim gip: Cdc phan tmg d} éng nhuban 8d, mdn ngiia, miy day.

Thing bido chi bée s nhing tic dung khong mong mudin gdp phai khi sit dyng thulc
QUA LIEU VA CACH XU TRi:

Knding thily gidm Aubng huyEt sau khi ulng 85 g metformin, mic di nhilm acid lactic 03
sy 1a trang trubing hp 84. Metioemin, 8 thé thdm phin duge wii b <8 thanh thi i8n
181 170 mi/ phid. Sif thém phin mau o6 thé cb the dung loal tril thubc tich Ky & ngub
binh nghi i dimg thudc qud lidy,

DAC TiNH DUYC LUC HOC:

Ma ATC: ATOBADZ

Glumetorm 500 XR 13 thudc trj ddi thio dudng vi thanh phin hoat chilt B metiarmin,
thudc nhom biguanid. Metiormin lim gidm nbng 0 glucose trong kst tong khi dai vi
53y bila 4n & ngudi binh dai thio duing typ 2. Co ché tic dung ol metiormin dugc gidi
thich nhat sau e chil ting hap glucose B gan vi geim hdp thu glucose 3 udt, lam ting
sif dyng glucose 8t bao, cii thién bén kit clia insulin vl cic the thE, kich thich phin
hiy glucose theo dubng ky khi. Glumeform 500 XR lim gidm syt ting dubng huyit
npuoi bj déi thio dung, nhung khibng gy tai bidin ha dubing haydt (trir truing hop nhin
d6i hodc phifl hop vai céc thuc hop ddng tic dung khac). Thubc cling khing cf tac
dyng ha dung huySt & nguti khong bj dé thio duing.

Npadi tie dung chiing 13ng dung huyet, metformin cin cd dnh hidng of ol ién thinh
phin cde lipid mau § ahing bénh nhin bi d4i thio dubing 1o 2. Thubc lm gidm nénp
o trighycerid, cholesterol todn phén vi LDL cholesterol. Hoat dng phan hity fibrin ting
it sy kift t8p tiéu cdu gidm dupe ghi nhdn & nhang binh nhan d4i thio dubing sau khi
il trf i mettormin

DAC TINH DUGC DONG HOC:

Hilp th v sinh kil dung:

Kni uing I don Glumetorm 500 XR, Gmax dat duge saw 4 - 8 gid (trung binh 7 gity).
Ning 04 dinh trong heyét tuong thip hon khodng 20% khi wing liéy tung duong
mettormin phdng thich tic i Tuy nhign mie 4 hdp thu (do bing AUC) tuong ty
mettormin phong thich tic thisi. Vet liéu ding trong khadng 500 - 2000 mg 1 lin/ ngay,
Gtrang thid cn bing, cic thing s AUC v Cmax thu duge cb gid tri nho han ti ¥ gila
cic lidu ding. Sy tang mic 89 hap thu metformin phéng thich ko dai & liéu 2000 mg
11&n/ ngay tuong by wi i 1000 mg 2 n/ ngdy. Vite ulng kp i lifu Glmeform 500
XR khonp [m tich tu néng db trong huydt tuong. Sy thay dfi AUC va Crax clia
mettormin phang thich kéo dai thi tuong 1y vii dang phong thich tic thik. Thic an tm
13ng mie &) hilp thu (AUC) matforniin hioe 50% ntung khing dnh ubng 0o G vi
Tmax. Thiic n giu hay It chdt béo ddu o tic ddng nhy nhau dén duge Bhng hoc ol
Glumetorm 500 XR.

Phiin ba:
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Hodc thea chi dfin cla Thily thulic,

CHONG CHi BINH:
B&nh nhin suy thin ning (eGFR dubi 30 mL/ phits 1,73 m) [xem myc Cinh béio v

than trgng].

Oud mdin voi bt ky thanh phdn nao cla thudic. BEnh nhdn d2 c6 tién sb qud mdn v0i
metformin,

B&nh nhan toan chuyéin héa cAp tinh hodc man tinh, bao gdm ci nhifm toan II do
tiéu duting. nT\
Bai thao duing tién hin mé.

Céic truing hop 6dp tinh ¢ the 1am thay 681 chac ndng thin: MAt nube, nhibm khidn
nng, sic, ding cdc chift can quang o6 chila iod 06 tidm fish mach.

Cac bénh cdp hay man tinh gdy ra tiah trang thifu oxy md: Suy tim, con ahbi mau cotim
méi xdy ra, swy h hip, the mach phdi. sdc. mat nhiéu mdu cdp, nm&mmm
truting hop hogi t, viem tyy.

Ngut hdu thudt thung i (cdn than trong). |
Niguii suy gan ndng, ngl dic rupu cip, nghign rugy. [

Phy ndf cha con b, i
CANH BAO VA THAN TRONG KHI DUNG THUBC: |
Nirifim toan lactic: |

L tinh trang 8i logn chuyEn hoa him gdp nhung nghiém trong v thubing xAy ra khi
chilc ndng than suy gidm, méc cic bénh vé tim mach, hd hdp hodc nhifm khudn

Chiic ndng thin suy gidm din d&n tich ty metformin tir d6 tm tang nguy cd nhillm toan
lactic.

Trong trubing hop mat nutic (K chdy, ndn 61, stit, gidm lwng dich cung cip), cin tam
ngung sif dyng metformin va hél  kidh bdc si. .é..
Céc thufic fm suy gidm chilc ning thiin (thufic didu tr ting huyét dp, ol tidu, NSAIDs)
cdn sir dyng thin trgng & bisah nhdn dang didu 1 vi metformin.

MOt £8 nguy co gdy toan lactic khac nhu wling nhiéu rugu, suy gidm chilc ndng gan, dai
thio duting khong kifm sodt, ting ceton méw, gidm oxy md, sit dung chung; vai cc
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dyng metiormin khi binh nhan b giol han b an va dich nap vio.

toan lactic lién quan difn metformin x3y ra trang bénh cinh suy tim sung huyét cip (d3c
bidt khi ct kétm theo giim tudi mdu va glim oxy huyEl). Truy tim mach (stic), nhdi mu
cotim ¢4p, nhim khudn huy¥1 va cdc bnh iy khdc lign quan d&n gidm oxy huyét co méi
fi#n quan v toan lactic va cing o6 the gy nito huy&t tnudc thin, Khi nhiing bign cf nay
iy ra, ngimg metformin.

Uding rugu: Rugu o khi ndng dnh huding dén téc ddng cla metiormin 1&n chuyén héa
lactat v tir dé c6 th lm tng nguy co nhifm toan kactic 1#n quan dén metformin. Cinh
biéo bnh nhdn khbing uing nigu khi sif dyng metformin.

Suy gan: B&nh nhin suy gan co thi e tién thanh toar lactic Wen quan dén metlormin
do suy gidm thai trir lactat ddn 10 13ng ndng 00 Lactat trong maw. Vi vly, trinh sif dyng
metiormin trén nhiing bénh nhin d3 dupc chdn dodn bdnh gan thing qua bing ching
¢t nghiém node 1dm sang.

Chile ndng tim:

Bénh nhén suy tim lm tang nguy cu gidm cxy md va suy thiin. Trén binh nhan suy tim
man, viéc sit dyng metformin phai ke hop theo di chilc ndng tim, thgn. Chiing chi dinh
sl dyng mettormin @51 vai cAc truking hyp suy tim cfp va kndng 8n dinh.

e ydiu 16 cdn thin trong khdc:

T4t ci bénh nhan cn tifp tyc che d &n gidm dubing, bénh nhdn thira can cdn gD e
ché g0 &n gidi han nang lugng.

Thuing xuy@n theo dbi, kiém tra cic chi s xét nghiém lign quan dén bEnh dii thio

dubing.
Metformin den dbe hi€m khi gdy ha dubing huygt, nhung cdn thin trong khi st dung
chung vl insifin hojdc cho thuSc didu trj dai thio duing khdc (nhém sulfonylurea,

S DYNG THUBC CHO PHY NU CO THAI VA CHO CON BU:
Chiing chi dinh thudc cho phy nd ¢ thai. Phy nil cho con bl cdn can nhic nén npimg
chocon bii hodc ngimng thudc, can cif vao méc 60 quan trong clia thudic voi nguti mg.

difu trj voi metformin,

DAC TiNH DUGC DONG HOC:
Hilp thy v sinh kihd dyng:
Khi uSng 1iéu don Glumetorm 500 XR, Cmax dat dugc sau 4 - 8 gid (trung binh 7 gid).
Néng 60 dinh trong huydt tuong thip hon khodng 20% khi uling lifu twong duong
metiormin phéng thich tile théi. Tuy nhién mic d) hdp thu (do bing ALC) tuing ty
mettarmin phing thich tike thisi. V& lifu ding trong khodng 500 - 2000 mg 1 ln/ ngdy,
f1rang thai can bing, cic thong s AUC vi Cmax thu dupc cé gid tri nhd han 1 18 gida
cdc fiéu dling. Sy tang mic 60 hdp thu metformin phong thich kéo dai & 1idu 2000 mg
1 1&n/ ngdy tuoing ty voi lifu 1000 mp 2 n/ ngdy. Viec uing 14p lai liéu Glumeform 500
¥R khdng 1am tich ty ndng di trong huyft tuong. Sy thay 06 AUC va Cmax cia
metformin phdng thich kéo dai thi tudng t voi dang phong thich tdc thai. Thic &n lam
tang mdc a bl thu (AUC) metioemin hon 50% nhang khiing dnh hudng 0 Cmax vi
Tmax, Thilc &n giau hay it chit béo déu co tdc Bhng nhu nhau dEN duge d9rg NOC cie
Ghumetorm: 500 XA,

Phdn be:

Khac wii cac chit nhém sulfonylurea, metfarmin (i2n kgt ol protein huyst nong khong
#4ng k. Metlormin phin chia vio hifing ciuw Néng db & trang thal cn bing dat dupc
sau 24 - 48 it 14 < 1 g/ ml.

Chuyéin hda va thill trit:

Metformin duge bai iét dusi dang knng a8l qua nude 1iu va khing chuyén héa aua gan
hay b tit qua mat (khdng co chit chuydn hoa ndo durc tim thy & ngui),

00 thanh thai ciia thin cao han khodng 3,5 1én 50 vai d thanh thai creatinin, difu ndy
chiing th metformin duge thi trir chis yéu qua Gng thin.

Khodng 90% lugng thubc hip thu duoc bai it qua duting than trong voing 24 gib odu
i, vai 1hdi gian bian thii xdp xi 6,2 gib. Trong méu, thl gian bdn thal xdpxi 17,6 git,
mmmmmsmmmummwmﬂm

QuY CACH DONG GOk Hop 10 x 1D visn.

HAN DUNG: 36 thang ki tir ngay sin xult.

D1E KIEN BAD QUAN: Noi khd, nhiét 0 khéing qué 30°C, trdnh 4nh sdng.

TIEU CHURN: TCCS.

San xuat tai:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhanh nha may dugc phdm DHG tai Hdu Giang

L& B2 - B3, Khu cBng nghiép Tan Phi Thanh - giai
DT: (0293) 3953454 &  Fax: (0293) 3953555

doan 1, xa Tan Phi Thanh, huyén Chau Thanh A, finh Hau Giang

(EEs)

@ 0292.3899000

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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