TO HUONG DAN SU DUNG THUGG
R ~ Thube nby chi dang theo dom thydg

1. Tan thube

glucon 1000

2. Ghe dhu higu i y vA khuydn odo khi ding thube
Dd xa tdm tay ird om
Boo ky hdmg dlin sir dung i kiv ding

Théing bao ngay cho bic si hode duee s nhamg phan img
00 i gdp phil khi sir dung thude

3 Thanh rnln 0bng thir thude

Thanh philn duge cht: Metformin hydraclorid

M&i vién nén bao phim chira 1.000 mg mettormin
hydroclorid,

Thanh phiin & duoe hypromelioss, macrogol 4000,
magn tearat, povidon K90, titan dioxyd (E171).

4. Dang bao chb

Vién nén bao phim mau trdng hinh oval, mét mat khic
riinh v ky hidu "M 1G", mat c0n Igi tron. Knang chia nhé
vidn thubc.

5. Chi dinh

Meglucon 1000 duge dung & didu tri dai o duong typ
2, d9cbidt & nhimg bénh nhan thira ciin, khi ép dyng chis
6 &n king va luyén t3p thé lyc don thuln khitng mang
1ai két qua kibm soat 161 duang huybt.

o i 1, Maglucon 1000 c6 thé duoe dung don tri
lidu hay ding kit hop voi cac thude ha duang huybt
dutng ubng khac hodc véi insulin

Tré em 1 10 tubsi trér 1en v thibu nién, Meglucon 1000 co
thé dure dang don trf ligu hay dung két horp Vol insulin,
Sur glédm bidn chirng cla dai thao dudmg 88 duac ching
minh trisn banh nhan nguii (n a8 théo dutng typ 2 thira
can duoc didu tr| bing metformin nhu liGu phap bude
mt sau khi thAt bai véi chéb 4o an kidng.

6. Lidu diing va céch ding
Lidu dung

Lidu ding cho Ngun kém cé chire nang thin binh thuong
(GFR = 90 mifphit)

Lidu khuydn céo
Lidu khai abu d8i voi bénh nhan dang kndng sir dung
metformin 14 500 mg, hoac 850 mg, mot iAningay, dung
0urtrng ubng. Néu bgnh nhan khdng gap phan img c6 hal
dudrng tidu héa va chn phai tang libu thi ca thé ding thém
500 mp sau méi khodng thei gian dibu tr iz 1 dén 2 ulin,
Libu dung cia metformin cAn duge can nhac dibu chinh
trén 1irng benh nhin cu thé dira trén hidw qua va 0 dung
nap cla bénh nhén va khong vugt qua libu 16i da dugc
khuyén cao 1a 2.000 mg/ngay.

v ding trén cac ddi tuomg dac bigt
Khuyén céo sir dung thude tron bgnh nhan suy thén
Banh gia chi'e nang than trude khi kh dAu dibu tr verl
metformin va da i4 dinh ky sau d6. GFR nén dugc
dadnh gia trror khi bégt aAu dibu tri vori metformin v [t nhat
1a hang ndm sau da. &' nhirng bénh nhan cb nguy co tién
tridn nang hon v suy than, ngutr cao 1ubi cAn dénh gia
chire néng than thuing xuyén hon, vi dy: sau mdi 3-6
thang
Chéng chi dinh metformin trén bénh nhan c6 eGFR dudi
30 mLiphut/1,73 me.
Khong khuyén cdo knéi ddu diburi vai metformin & bgnh
nhan c6 eGFR ndm lrang khodng 30 — 45 mLiphat/1,73
m?,
O b@nh nhan dang st dyng metiormin va c6 eGFR giam
xubng duéri 45 mLiphat/1,73 mé, danh gid nguy co — loi
ch khi tiép tuc didu tri.
Ngung sir dyng metformin néu bénh nhan co eGFR giam
xubng duei 30 mUphit!1,73 m? (xem myc Chéng chi
dinh, Canh bao va than trong khi dung thubc)

Ngimg sirdung metformin khi thie hign xét nghigm chén
dodn hinh nh ¢b st dung thubc can quang chira fod
Trén nhiing bénh nhan co eGFR ndm trong khodng 1o 30
- 60 mL/phut/1,73 m?, irén nhirmg bénh nhiin cé tién st
bénh I vé gan, nghién ryou hodc suy tim, hodc trén
nhirng bgnh nhan s& st dung thube can quang chira lod
qua dudng dong mach, ngirmg metformin trrdre hodc tal
thivi diém thurc hign xét nghigm chan doan hinh anh ¢4 st
dung thubc can quang chira iod. DA giA lal chi sb eGFR
sau khi chiéu chyp 48 giar, sir dyng lai metformin néu
chisc néng than dn dinh (xem muc Canh bao va than
trong khi dung thusc)

N cao tuél:

Do kha nang suy gidm chirc nang than & nguer cao tubi,
libu dung melformin nén duge didu chinh dya trén chie
nang than. Can kidm tra chuc nang than thuamg xuyén
(xem muyc Canh b va than trong khi dung thudc).

Tré om:

Do tri litu va két hop v insulin:

Meglucon 1000 6 thé ding cho {ré em tir 10 tudi tréy lén
va thibu nién.

Libu théng thueng 1d 500 mg  metformin
hydrochloridingay, ding trong hodc sau bira &n,
Sau1dén2 lugn‘ Iigu dung nén dugc didu chinh dya trén
nbng dé duting trong méu. Tang lidu tir tir gidp cai thign
Kha nang dung nap thubc dudng by héa. Libu 18 da la
%m mg metformin hydrochlorid/ngay. chia lam 2 - 3
1An

Cdch dung:

Ubng tren vién thubc khdng nhai, uéng va long nuec
vira 0. trong hodc sau bira an. Néu ubng tir 2 vien ey
18n/ 1 ngay, hay chia ra ubng trong ¢4 ngay, vi du mé1 vien
sau bra &n sang, mt vién sau bira an 11

Chu yr

D ligu vé libu lugmg khang che phép chia nhé vién thubc
@b phan lidu. Tuy nhién dé cho d& ubng, o6 thé chia nhd
vién thube. Vign thudc da duoc chia nha thi phin con lai
coa vién thudc cAn duoc ubng ngay sau khi uéng phin
thir nhét

Khong c6 ybu cAu dic bist vd xir Iy thubc sau khi s
dung

7. Chéng chi dinh:
= Man cam hodc co tién i qua man véi metformin

hay bét ot thanh phn nao cia thubc.

Bénh nhin suy thén ndng (eGRF dudl 30

miiphat/1,73 m?) (xem muc Canh baa va than trong

khi dung thube)

- Bénh nhan toan chuyén hoa cdptinh hoge man tinh
baa gdm c4 nhiém toan celon do dai thaa duémg
Tibn hon mé da déi thao dutng.

Cac trong hop cAp tinh ¢o thé ddn dén suy than
nhu mAtnude, nhibm khudn ndng, sbe.

Cde bnh chp va man tinh din dén thidu oxy & md
nhur: suy tim mAl b, suy ho hdp, nhdi mau cor tim
chp tinh, sbe.

- Suy chie nang gan, ngd dde rrou clp tinh hodc
nghién rrgu

< Bénh nhan suy im sung huyét thilt bal can drdu tri
dugc ly

8. Canh bao v thn trgng khi ding thubc
Nhiém toan lactic

Nhidm toan lactic, ma! bién ching chuyén héa rAt hidm
Jap nhung nghiém 1rong, thudng xdy ra khi suy gldm
chure ning than clip tinh hodc bénh tim mach heae nhidm
iring huybt Sir tich 10y metformin xdy ra loc suy YU
chue nang than va lam tang nguy ¢o nhidm toan lactic
Trong trrting hgp mit nurdre (tibu chiy ndng hodc non
mira, st hode gldm lugng chit lang). tem then nén
NYUmQ dang metformin va ndn lidn hi vai mdt chuyén gia
chim s6c sirc khde.

Cive 840 phivm thube c6 thd 1am suy gidm chirc niing than
(nhar thube chdng taing huyét ap, thube 161 1éi va NSAID)
ndn dung than trong & bénh nhan didu tr bang metformin
Cave ybu 18 rii ro khac 081 voi nhibm toan lactic 14 udng
qud nhidu g, suy gan, bbu durtmg KM soat khang
ahy a0, ketosis, ahin dn keo dai va bt ky didu kibn tén
quan dén thibu oxy. cing nhu 8dng thor S dung cac sin
phim b nhidm acid lactic (xem phn
Ohdng ehi dink, Tuong (e, trong ky con thube),

Qua trinh giam st hdu mai da ghi nhidn nhimg ¢y nhidm
toan lactic lién quan dén metiormin. bao gdm c4 trtmg
hop K vong. gidm than nhidt. tt huydt ap, logn nhip
chdm keto dbi. Khot phat cda linh rang nnd toan factic
li8n quan dén matformin "'Wg:? khong 4d phat hign, kém
thea cac trigu chumg kNN didn hinh nhy kins ey, dau
oo, suy hd hilp. ko mo vt dau byng Nhibm 10any lactic lign

quan ddn metformin duge dde nmg bng 40 lactat
lAng in trong mau (= § mmallL), khodng trong anion
(khong o bdng chimg coa keto nigu hodc keto miu),
1ang ty 1§ lactabipyruvat va ndng 46 metformin huybt
ety noi chung tang > 5 pg/mi.
Yéu 18 nguy cor cun nhibm toan lactic lidn quan dén
metformin bao gbm suy thin, mr dung ddng thirl vér mot
#b thubdc nhilt dinh (vi du cdc chidt (e ché carbonic
anhydrase nhis lopiramat), {ir 85 bl indr lén, o6 thye hign
chibu chup adr dung thube cdn quang, philu thudt va thye
hign ede thi thudt khac, tinh irang gidm oxy hit vao (vi du
suy tim sung huybt chp), ubng nhibu rrgu va suy gan
Cic bign phip gidm tibu nguy co va xir tri nhidm toan
lactic Wn quan dén metformin & AKGM b@nh nhAn oo
nQuy 60 cao duge Irinh bisy chi bt trong t hudang dln
st dyng thudc (muc Libu ding vA cach ding, Chéng chi
dinh, Céinh baa va thdn trong khi dang thube, Tuong tc,
weng Ky coa thube va Sir dung thubc trén nhimg d8i
twgng dic bit
:“VW nmﬁ.g: ;1 toan lactic lién quan dén matformin. nén
ngimg sir dung metformin, nhanh chong dua bbnh nhin
abn bnh vién va én hanh c4c bign phap x(r 1. O himg
bénh nhan dd Sibu tr| vori metformin, db dugc chidn doan
10an lactic hodc nghi ngtr ¢6 khd néing cao bj toan lactic.
khuyén cao nhanh chong loc mau dé dibu chinh tinh rang
nhidm toan vA loal bd phiin metformin d4 b tich 10y
{metformin hydraciond co thé thém tach dugc vol 89
thanh thi 170 mLiphil trang didu kién nuyA! abng luc
1ht). Loc mAu c6 thé 1am ddo nguge triéu chimg va hdi
hic.
Eiu\fng dlin cho bénh nhan va nguol nha vé cac trigu
chirng cia toan lactic (kho thé, hot thér c6 mui acid, dau
bung, chudt rat, suy nhugc va ha than nhiét, o6 thé dén
én han me) va néu thang Irigu chimg néy xdy ra, cAn
nqing thubc va bao cdo nhimg tridu chimg nay cho bac
s§. Két qua xét nghiém chdn doan 1 gidm pH mau
(<7,35), tiing ndng 4 lacta irong huyé! twong (> 5 mmal /1)
vé tang khodng trbng anion va 1y 16 lactat / pyruvat

Bdi voi mdi ybu 18 14m 18ng nguy cor nhibm toan lactic lién
quan abn metformin, shirng khuyén cac nham giup gidm
1hibu nguy cor v xir Ir tinh rang toan lactic ién quan ddn
melfarmin, cy thé nhu sau

Suy than: Nheng ca nhidm toan lactic lien quan abn
matfarmin trang qué (rinh glam sat thudc hau mai xdy ra
chii ybu trén nhirng bénh nhan b suy than nang. Nguy co'
tich lay melformin va nhiém toan lactic lién quan dén
melformin tang 1én theo mire do nghiém trong cla suy
than bai metformin dugc thai inr chi yéu qua than
Khuyén cdo 1Am sang dya tréin chire nang thén cia banh
nhan bao gbm (xem muyc Libu ding va cach ding):

~ Trutre khi khot dAu didu rj vei metformin cén w6 tinh
mirc 48 loc cAu than (¢GFR) cia bénh nhén,

~ Chéng chi dinh melformin trén bénh nhan c6 aGFR
duti 30 mUphGtA, 73 m (xem muc Chéng chi dinh).

— Khong khuyén cao khai dau digu tri vai metformin &
bénh nhan c6 eGFR ndm wong khodng 30 - 46
mUphoy1,73 m?,

= Thu th3p dor ligw v8 eGFR it nhat 1 13n/nam & tht cd cac
bonh Ahan sir dung matformin, & bgnh ahan co kha néng
tng nguy co' suy Ian (vl du nhu nguei cao tudi), chirc
nang than nén duoc danh gia thremg xuyén hon

~ O bénh nhan dang st dung metformin va ¢6 eGFR
qidm xubng duei 45 mLphut'1,73 v, dénh gid nguy cor
~ lpi ich cta vige tidp tue phac dé

Teong téc thude: Sir dung dbng thoi metformin véri malL
58 thubdc co thé 1am ting nguy co nhidm toan lactic lign
quan dén metformin: bénh phan suy gidm chic nang
thgn dén toi nhirg thay d8i dang ké vé mat huyét aong,
Anh huéng 16 can bang acid-base hadc lam tang tich iy
metformin (xem muc Tuang tac, luong ky cia thude). Vi
valy, can nhic theo dai benh nhan thuang xuyén hon.
Bénh nhan i 65 tudi trér 1én: Nguy co toan lactic lién
quan dén metformin tang fen theo wéi cua bénh nhan boi
banh nhan cao tui cé kha néing bi suy gan, suy than, suy
1im 16 hom ahGrng bénh nhan tré tubi hon. CAn danh gia
chire nang than thudng xuyén han déi vai nhimg bénh
nhan lem bl

Thure hign céc xéf nghiém chdn doén cé sir dung thude
cén quang: Tiém thube can quang vao ndi mach & nhimg
bénh nhan dang didu trj metformin cé thé din 161 suy
gidm c8p tinh chic néng than va gy ra toan lactic
Ngirng sir dung metformin trrée hode tai thor diém thye
hign chiéu chup cé sir dung thubc can quang cb chira iod
& nhimg banh nhan c6 eGFR ndm trong khoang 30-60
mUphat/1,73 m?, nhiing bénh nhan ¢ tién sir suy gan,
nghién rugu, suy im hodc nhiing bénh nhan sé s dyng
thube can quang chira iod theo duang dong mach. Bénh
gid lai eGFR 48 git sau khi chibu ehyp va sir dyng lai
metformin néu chirc nang than én dinh

Phiu thudt hogie chc this thugt khac: Sy luu giir thire &n
va dich trang qua trinh phu thuat hodc thic hign cac thi
thuit khac cé thé 1am tang nguy co gidm thé tich, tyt
huyt 8p va suy than. N&n tam thin ngimg sir dyng
mafarmin khi bénh nhan bj gidi han feong thv dn va
dich nop vo.

Metformin phai duorc ngung tai thoi idm phAu thuat khi
©6 gy mé loan than, gy 1& cht sbng hoac gay 1& ngoai
mang cing. Viéc didu b ¢ thé dugc bat dau lai khong
sérm hon 48 gity sau phBu thuat hodc khi bt dAu fal vieo
an uéng qua dutrng migng va vGi Gidu kién 13 chire nang
1han 6 dugre danh gia lai va cho thiy 1a &n dinh.

Tinh trang gidm oxy hit véo: Qua trinh theo ddi hau mai
4 ghi nhan mot s ca nhim toan lactic lién quan dén
metformin xdy ra trong bénh canh suy tm sung huyét chp
(88c bigt khi cé kem theo gidm lréi mau va gidm oxy
huybt). Truy tim mach (séc), nhdi mau co tim cp, nhigm
Khudn huybt va cac banh Iy khac lién quan dén gidm oxy
huyét cé méi lién quan véi taan lactic va ciing c6 thé gdy
nito huydl truéc than. Khi nhing bién cb nay xay ra,
ngung metformin.

Ubng nou: Ruou 6 kha ndng dnh hudng 6én tac doing
cia melformin én chuydn hoa lactat va tir 46 cé thé lam
1ang nguy co nhigm toan lactic lién quan dén metformin
Canh bao bnh nhan khong ubng ruou khi sir dung
metformin,

Suy gan: Bénh nhan suy gan co thé tién tridn thanh toan
lactic lién quan dén metformin do suy gidm thai trir lactat
dBin 161 tang nbng 06 lactat trong mau. Vi vay, tranh sir
dyng metformin Lrén nhirng bénh nhan d& duoc chin
dodn bdnh gan thdng qua bing chirng xét nghiém hoiic
1am sang

Tré om vit thidu nién:
Chéin dodn banh nhan b dal thao Audng typ 2 pha droc
xac djnh trrere khi cho didu tr bAng metformin. Metformin
khong dnh hudmg trén sy phat mgn vé ddy thi duge xac
dinh trong nghién ciru lam sang co déi chirng trong thén
glan mot ndm nhung hign khéng ca 4 ligu dai han hon
v nhing diém cy thé nay. CAn theo dai chat ché anh
hurérng ciia metformin tran sy phat trién va day thi cia tré
036 bidt & tré trudre dy thi,

& tré om tir 10 0én 12 tudi:

Chicd 15 déi tuomg 1ir 10 va 12 tudi dugc chon vao trong
nghién ciri 1am sang co abl chimg dugc tién hanh & tré
m va thanh thidu nién, Mac da higu qué va an loan cda
metformin & nhirng tré ndy khong khac nhau sa voi tré
16m va thanh thidu nién nhung can than trong khi ké don
€O 166 1ir 10 déin 12 tud

Céc thin trong khic

- TAt ca bdnh nhan nan Uép tyc ché & an kigng dé dam
bao phan bd hop Iy lugng carbohydrat cho ¢ ngay. Bénh
nhan thiza c4n ndn tidp tyc chd 46 an udng han ché nang
Irgng

= Nén duoc thyc hign thudmg xuyén cac xét nghidm
thang thurong a8 theg 4ol bt dai thao dutmg 3
= Matformin khong 1y gay tut dudmng huydt, nhung cdn
1hdn trong khi kdt hop var insulin hodle thudc chbng dal
thao dutmg dang ubng (ahur sulforylurea hose megiitinid)

9. SU dung thude cho phy nir 6 thai va eho con bu
Phy niF c6 thai:

Banh 44l thao dudmg khiing kiém scdl duoe trong khi
mang thai (then ky thal nghien hoda vinh vilin) co lién quan
104 NQuY €O gla tang di 13 bdm sinh va ty 1§ 1 vong,

D@ U han ché vb vide sir dyng metformin & phy nl
mang thai khgng cé nghia 4 [Am tang nguy co dj 14t bdm
sinh. Nghién ciry 1réin ddng vt khding cho thdy tic dong
o6 hai 61 vér phy < thal, phat iridn phai thai hodc bao
thai, phat tidn sau khi sinh. Khi bénh nhan o k& hoach
mang thal v& tong khi mang thal, khuydn cdo khdng
durge kb tr) BInh 34l thao durdng voi metformin, nhung
sur dung insulin 86 duy 11 lugng dudng trong méu cing
g binh thudng cang t8t, 48 gidm nguy co o 14t cia thai
nhi

Phy nir cho con bu

Metformin bai it véio sm mg Kndng ghi nhan tde dyng

T



phy & tré b stra me/ird s 8inh. Tuy nhin, vi dir igu han
cnd, khdng khuybn cho didu Irj metlormin trong qud trinh
oho con ba. Nén quylt dinh c6 nglmg cho con bu hay
khng sau khi tinh 3én cic o ich clm vide cho con bl va
iy 0o Anh hurdmg xbu aén 1ré.

Khi niing sinh san

Metlormin v&i mire by 600 mg/kgingay knong dnh
hartmg b kivé niing sinh sin o chubt dwe hods ENuot

ohl. Ml by ndy odo hom khodng 3 thn sa vl by
Mhurydn cao i da Ir8n ngurtr ki quy 881 theo dign tich bd
bt oar thé

10. Anh hirong cun thude 16n ki nang 1l xa v vin
hAnk may moc

Don i 1y vol Meglucon 1000 khong gy tul dutrng
huydt vi do 06 kndng dnh hudmg adn khd nang 14) xe v
VN hanh méy méc.

Tuy nhién, bdnh nhan nén duge canh bio v nguy co Wt
dutmg huydl khi st dung metformin két hop v cAc
thudc tr| 08 thao duréng khde (vi du nhur cAc suffonylurea,
insulin hodc meglitinid).

1. Twong tae, twong ky cia thube
11.1 Twong téc cia thubc
Knéng khuybn khich sir dung 83ng thoi

Ruou

Ngé ddc regu cAp tinh cb lién quan véi tang nguy co
nhidm toan lactic, dac bigt la trang trutmg hop &n kidng,
suy dinh dubng hodc suy gan

Chét cin quang chira iod

Phal ngung sir dung metformin truée hodc tai thort didm
kidm tra va khong duwc s dyng 18l trong vong 48 gitr sau
46 va chi dung sau khi danh gid kg chirc néing thn va cho
théy chive nang thén &n dinh (xem muc Lidu dung va cach
diing va Canh bac va than trong khi ding thubc),

Mot 86 thubc cd thé anh hudng bAL Iyl dén chic nang
than va c6 thé 1am 1ang nguy co nhidm toan lactic, Vi
dy nhu NSAID, bao gdm cac chit irc ché chon loc
cyclo-oxygenase (COX) I, chiit e ché ACE, thube 661
khéng thy thé angiotensin Il va thubc (gi tidu, dac bigt 18
thudc loi tidu qual. Khi b&t dAu hodc sir dung phl hap
cdc thubc nay vél metformin, chn theo doi chat ché chire
néng than.

Cac thudc oo tac dung tang glucose huyél ngi tai nhir
glucocorticoid (ding duomg todn thén hodc tal ch) va
thude kich thich giao cdm. Co thé phai thea déi dueng
huyét thueng xuyan, dac biét khi khoi du didu . Néu
cén thiét. chn dibu chinh lidu metformin trong théi glan
am\;cm véi che thubc wong tmg va cé thé ngirng ding
thude.

Chdt vén chuyén cation hiu co (OCT)

Metformin la ch&t nén cla c4 hai chét van chuyén OCT1

Phéi hop metformin vai

+ C4c chét o ché OCT1 (nhu verapamil) o6 thé lam gidm
higu qua cla metformin,

« Chét kich thich cda OCT1 (nhw rifampicin) c6 thé Lam
Qngnkhé néng hip thu tgi da day-rudt va higu qua cia
mef
Thubc e ché OCT2 (nhu cimetidin, dolutegravir,
ranolaazin, trimethoprim, vandetanib, isavuconazol) oo
thé lam gidm sy thai tris cda metformin qua than va do
406 lam tang ndng dd metformin trong huydt weng.

* Thubc e ché cd OCT1 va OCTZ (nhu crizolini,

4 G5 F s v 1

& than.
Do do nén than trong, 43¢ biét & nhing bénh nhan bj suy
than, khi ding chung cac thubc nay voi metformin, vi
néng 4o metformin trong huyét twong co thé tang 1&n
Néu can, didu chinh liéu metformin €6 thé duge can nhic
khi cac chét ire ché/ kich thich OCT c6 thé lam thay dbi
hibu qua cia metformin
Cée tuomg léc khéc
M@t s6 san phém thubc co xu hidmg gay tang duemg
huyét va co (hé din dén méat kiém soat duomg huyét.
Nning san phdm thubc bao gbm cac thiazid va thub loi
tiéu khac, corticosteroid, phenathiazin, san phdm tuyén
giap, estrogen, thudc ranh hai, phenyloin, acid nicotinic,
5 A ubc chgn kénh caici va isoniazid
Khuyén cao theo dai chat chd su kibm soat dueng huyét
va didu chinh lidu metformin khi 0 dung hodc ngung
ding nh{ng sén pham nay trén bénh nhan

11.2 Twong ky cia thuée
Khong 4p dung.

12. Tac dyng khong mong muén cua thube

Trong thei gian dhu didu tri, nhirg phan (ng c6 hai
thurtng gap nhat cia thude bao gbm bubdn ndn, nén, tigu
chay, dau bung va chan an. Nhirng phan (g nay cd thé
tur khéi trong hau hét cac truéng horp. D& ngan ngira, nén
chia 2 dén 3 lan ding metformin mbi ngay va tang lidu tir
.

Céc phan (g o6 hai dudi day xudt hién trong khi didu tr
bang metformin. Tn sudt duge xdc dinh nhir sau: rit hay
gap (2 1/10); thutmg g3p (2 1/100 dén < 1/10); i gap
(2 1/1.000 dén < 1/100); hiém gdp (= 1/10.000 dén
<1/1.000); rét hiém gap (< 1/10.000)

Trong méi nhém tAn suét, cc phan ung cé hai duge trinh
bay theo thir tir murc dd nghiém trong giém dén.

i
RAt hay gép:
. Gidm thém &n

RAt hiém gap:
- Nhi&m toan lactic (Xem myc Canh bao va
than trong khi diing thudc)

. Gidm hip thu kém theo giam nbng do
witamin B12 trong huyét twong khi st dung
metformin dai han. Néu bénh nhan gap
thidu mau nguyén héng cAu khéng 16, cin
can nhéc 6én nguyan nhan nay.

Thueng gap:
. Réi loan vj gidc

Rbi loan liéu hoa

Rét hay gép:

. Réifoan tiéu hoa nhu bubn non, non, tiéu
chdy, dau bung va chan an. Nhing phin
ing khong mong mudn xdy ra thitng
xuyén nhét trong qua trinh bat du dibu Irj
va Ly khol trong hlu hét cac tnrdmg hop.
DA ngan ngira, nén chia 2 hose 3 I4n dung
melformin hang ngay trong hodc sau bira
an. Viéc tang libu tir o ciing c6 Ihé cal
thién kha nang dung nap thubc dudng ey
hoa

Rbl loan gan mat
RAt hiém gép:
. Viem gan **

RAt hidm gap:
. Céc phan ng Wrén da nhu hdng ban,
ngira, may day

* Céc bao cao riéng biét vé bt thutng céc xél nghidm
chire nang gan hodc viém gan cd thé phyc hdl khi ngung
sir dung metformin

Tré em va thanh thidu nién

Trong dir liéu d& cting bd, dir lidu sau khi luu hanh va
trong cac nghién ciru 18m sang c6 déi ching kéo dal 1
ném trén mot sb lugng ahét dinh 4 tir 10 dén 16 Wi,
bao o tac dung phy thi tuong 1w véi logi va dé ndng
nhu dugc bido cAo & ngudi lon

13. Qua lidu va cach xir tri

Khong thdy tut dutmg huyét & muc lidu metformin
hydroclorid [6n 8én 85 g, mac du ANIdM toan lactic cing
84 xiby ra trong truérng hop nhu vy, Qué lidi cao cba
metformin hodc nguy cor Bo dung 8dng then c6 thé din
abn nhidm toan lactic. Nhim toan (actic 1a mét inrémg
hop cAp eiru y 16 va phai duoe dibu i trong banh vign
Phurong phap hidu qué nhist dé loal bd lactat va metformin
1 lpo méu.

Qua lidu metformin dA xay ra, bao gbm ca vide ubng sd
lrong 1on han 50 g. Ha Guemg huyét da duge bao cdo
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trong KNGANg 10%, pr nhung khiing co méi lién
hé nhdn qué voq mwm duge mr:‘:wp Nhibm
toan 1ctc 38 duge bag cdo rong khodng 32% tnrtmg
horp Uil b metform, potfarmin c6 thi thibm tach dutre
won 40 hanh th kan 1 170 mi / phit duron dibu kin
m"::ﬁﬂlbclad&im"mn nhan 1go cb thé co ich
i i tieh Iy h
4 " Gy 1 b4nh nhan nghi gty

Trond IMnG how au . dbu ) hd rg thich hop nén
durorc bt dbu theo caa diu hieu v 1rigu
ool VA iy chimg lm sang

14. Cée die tinh dugt Ive hoe
Nhom dugro ddu trl; Thube ha glucose mau. Nhém
biguanid
Ma ATC: A10BA0Z
Cor chié the dung
Metformin 14 thubc didu I 08 théa duemg nhom
biguanid, lam gidm duremg huydt khi doi va sau bira sn
Thubc khéing cd téc dyng kich thich tiét insulin nén knong
olin 101 Wt duéng huybl. Tde dyng cia metformin dua
irén 3 co ché
aiém 18ng hop glucase & gan do e ché tdng hop
glucosa v phan giai glycogen
- 18ng nhay cam cia insulin rong co, cai thidn hdp thu
VA sir dung glucose & ngogl vi

- v lam chiim hép thu glucose & ruét
Metformin kich thich tbng hop glycogen ndi bao bing
céch tc dung trén glycogen synihase
Metformin lam téng kha nang vén chuyén tAt ca céc loal
protein van chuyén glucose mang 1 bao (GLUTs)

Téc dung duar Ive hoo

Trong e4c nghién ciru 1am sang, sir dyng metformin cha
thily can nging &n dinh hodic giam can nhe

O nguoi, ngoal tac dung ddc 1gp trén duong huybt,
metformin co tc dung 11 trén chuyén héa lipid. Didu nay
@A duge ching minh & cc libu didu I trong cac nghidn
cuu 1Am sang co abi ching, trung va dal han: metformin
Iam gidm néng a6 cholesterol toan phin, LDL cholesterol
VA tnglycerid

Higu qué 1am sang

Nghién ciru ngay nhién tidn ciu (UKPDS) cho thay lgi
ich 18U 98i clia vige kiém sodt 181 duong huyét trén bénh
nhan Ngut lem b dai théo dwémg typ 2

Phan tich cac két qua déi véri bénh nhan thira can duge
aidu 1ri bdng metiormin sau khi 1At bal véi ché a6 an
kiing 907 thudn cho théy:

- Glam gang ké nguy co tuyét adi cua bal ky bién
chimg lign quan dal thao dutmg trong nhém
metformin (29,8 bién &/ 1.000 bénh nhan-nam) so
v&i ché 36 an kiéng don thuln (43,3 bién cb/ 1.000
bénh nhan-nam), p=0,0023, va so véri phbi hop
sulfanylurea va insulin ding den trj (40,1 bién cdf
1.000 bénh nhan-nam), p=0,0034
Gidm dang ké nguy co tuyét dbi cia to vong lién
quan dai thao dung: metformin 7,5 bidn ¢b/ 1.000
bgnh nhan-nam, ché ¢ an kiéng don thudn 12,7
bién ob/ 1.000 bénh nhan-nam, p=0,017;

Giam dang ké nguy co luyét dbi cla ty I& tir veng
chung: melformin 13,5 bién cé/ 1.000 bénh
nhan-nam so véi ché 88 &n kiéng don thuén 20,6
bién c&/ 1.000 bénh nhan-nam (p=0,011), va so
vl phdi hep sulfonylurea va insulin ding dom trj
18,9 bién 8/ 1.000 bénh nhan-nam (p=0,021);
Gigm dang ké nguy co tuy@t déi ciia nhbi mau co
tim: metformin 11 bién cd/ 1.000 bénh nhan-nam,
ché db an Kiéng dan thuln 18 bién cb/ 1.000 bénh
nhan-nam (p=0,01).

Lo feh lign quan két cyc lam sang chua dugc ching
minh 88i véi metformin duge sir dyng nhur didu trj butre
2, trong phéi hop v&1 sulfonylurea.

Trong déi thao dueng typ 1, sur phéi hop clia metformin
va insulin duec sir dung trén nhing bénh nhan duoc
chon loc, nhung I ich 1m sang ciia sw phéi hop nay
chua duge thidt 1ap chinh thirc.

Tré em

Céc nghién ciru I3m sang cb d8 chimg trén tré em gio|
han tir 10 dén 16 uéi duoc didu Irj trong 1 nam da chimg
minh ¢o dap Gng wong by trong kigm soat dutng huyét
nhur dugre ghi nhdn & ngudi lom

15. Cde Gjc tinh duge ang hoc
Hép thu:

p thu:
Sau khi ubng, ndng dd ti da (Cau) trong huyét tong dat
dugc sau 2,5 gty (Tear). Sinh kha dung tuyét déi ciia vien
nén bao phim metfarmin 500 va metformin 850 xAp xi 50
- B0% & nguisi khae manh. Sau khi diing duong ubng.
phan khong duoe hip I duroc thi trir qua phan 14 20 -
0%

@

Sau khi ubng. sy hip thu metformin co thé bao hoa va
khéng hoan toan. Nguei ta cha réng dugc dong hoc clia
sy hép thu metformin 14 phi tuyén tinh. O lidu didu trj va
khodng cach libu thdng thutng, nbng 46 héng dinh huyét
twong dat duge trong vong 24 dén 48 gier va nhin chung
1a nhé hom 1 pgiml. Trong cAc thir nghiém 1Am sang co
abi chimg, nbng do 16i da (Cr..) cia metformin trong
huyét trong khéng vuot qua 5 pgimi, ngay ca & lidu t6i
da.

Thirc &n lam giam va lam cham hip thu cia metformin.
Sau khi ding lidu 850 mg, néng 66 dinh trong huyét
twong gidm 40%, giam 25% AUC (dién tich dudi diréng
cong) va kéo dai theri gian thém 35 phat dé dat nbng A6
dinh trong huyét tuong. Chua 16 vé dnh hudng trén 1am
sang clia nhimg suy glam nay.

Phin bd:

Metformin gén véi protein huyét twong khong déng ké
Metformin vao hing chu. Ndng dp dinh trong mau thip
hon trong huyét tuong va xuat hién & cung thai didm.
Héng cAu ca I8 1a dich dén thir 2 cia metformin. Thé tich
phan bb trung binh (V) dao déng tir 63 dén 276 Iit
Chuyén héa;

Metformin dugre thai trir & dang khéing d8i qua nudre tiéu
Cho dén nay khong x4c dinh duoc sy chuyén hoa ca
metformin.

Thal trir:

Metformin thai tnx qua than véi tde @0 trén 400 miiphat,
metformin duee thi trir bAng cach loc cAu than va bai tiét
& ng than. Sau khi ding dueng ubng, theri gian ban thal
tan cing coa metformin xAp xi 6,5 gi¢~. Trong trudng hop
suy thén, 88 thanh th qua than gidm, Vi vay kéo dai thor
gian ban thai va tang nbng do metformin trang huydt
trong.

Céc dbi trgng ddc bigt

Suy than

D ligu hién co trén nhimg bénh nhén bj suy thin trung
binh [t khi tim thAy v sy danh gia phen nhidm toan than
v&i metformin khong dang tin cay trong phan nhom nay
s0 vérl nhimg ngui co chirc nang thn binh thusng. Do
6, vige didu chinh l18u ding nén dugc can nhic trén hidu
qué 14m sang/ khd ndng dung nap thubc (xem myc Lidu
diing va cach ding)

Té em

Nghién ciru Gom lidu: Sau khi bnh nhi dang ibu duy nhét
metformin hydroclorid 500 mg cho théy dir ligu duoc
d0ng hoc turong ly véi di* lidu duge ghi nhan trén ngudi
16m khde manh

Nghién cou da lidu; DI liéu han ché trong mot nghién
ciru. Sau khi dung lidu 18p lai 500 mg x 2 1An / ngay trong
7 ngay & b&nh nhi, ndng a9 dinh trong huyét tuong (Cu)
v mirc phoi nhim toan than (AUC..) gidm 1hn lugt 1
33% va 40% s0 v&i ngua| Idn bi dai thao dueng dung lidy
1ap lai 500 ma hal 1an md| ngay trong 14 ngay. Do libu
lugng dugc didu chinh dua trén mue do kidm soat
auﬁ:g huyét cda ting ca thé, ddy 1 mdi lién quan co gidi
han vé 1am sang.

16. Quy cach dong g6l
HOp 2 vi x 15 vién nén bao phim.

17. Didu kign bao quan, han dang, tieu chudn chit
Iwong cua thude

Didu kign bao quan: O nhiét 4 duci 30°C

Han dung: 36 thang ké W ngdy sén xult

Khong dung thudc qud han str dung in trén vd hop thubc
Tiou chudn chit lwgng: TCCS

18. Tén, dia chi cua co $& sdn xulit thubc
LEKSA
Podlipie Str 16, §5-010 Strykow, Ba Lan
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