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Metformin STELLA 850 mg

Metformin STELLA 850 mg

Céc diu hiéu lwu y va khuyén céo khi ding thubc

BE xa tam tay tré em

Boc ki burdmg dn sdr dyung irudre khi dung

Thanh phan céng thirc thubc

KT TTTIT HYCICICHIOIBE 1.y rerbcosnarrens samsiast s mesescossastss shess cenmebissbisssnte sepmss e henssessssusens 850 Mg
Thanh phan ta dugr: _

Povidon K25, magnesi stearat, hypromellose, opadry tréng 02F28644,

Dang bao ché

Vién nén bao phim.

Vién nén bao phim mau rdng, hinh thuén dai, cé khac vach chir V trén c& hai méat.

Chi dinh

Digu It bénh dal thao diremg khang phu thudc insulin (typ I1): Bon trj ligy, khi khang thé
digu trj tang glucose huyét ché 86 &n dom thun. y

G thé ding metlormin dng thor véri mot sulfonyluré khi ché d6 &n va khi ding metformin
hofic sulfonyluré don thun khong &6 hiéu qua kiém sodt glucose huyBt mt cach day du.
Cach dung, liéu ding

Cdch ding g

Matl'g;rmln STELLA 850 mg dugc sir dung bang dutmg ubng cing véi bira an hoac sau
khi én.

Chuyén tir nhimg thude chéng déi thao dung khéc sang:

Néi chung khang can co giai doan chuyén tiép, trir khi chuyén tir clorpropamid sang.
Khi chuyén tir. clorpropamid. sang, c&n .than wong trong 2 tuln dau.vi sie Bn ey

_clorpropamid kéo dai trang ca thé, cd hé dan dén sy cong tac dung ciia thube va cd the
ghamm

Biéu trf ddng théi bing melformin va sulforyluré udng,

Néu nguén bénh khiing dap Umg von digu trj irong 4 Wwan & Jigu 161 da medormin trong ligu
phap dom, can thém dén mit sullonyluré udng trong khi tiép e dung metformin véi ligu toi
da, dii trurére, 06 A& c0 57 that bainguyén phél hodc thir phét wéri mit sulfonyluré, Khi digu
1ri phéi hgrp veri liEu 161 da cia cé 2 thulic, ma ngudi bénh khang dap img trong 1 - 3 thang,
thi- thudng phai ngimg digu tn bang thudc ubng chang dal thas dudmg va bat dau ding
insulin,

Ligu dung

Li2u khuyén céo; Lidu khéri dau.d5) vél benh nhan chua sir dung metformin 1& 500 mg,
mot [Aningay, ding dudng. udng. Néu bénh nhan khing gdp phén (ng c6 hai duting iéu
héa va can phai tng ligu thi cd thé ding thém 500 mg sau mdl khodng thai gian digu tri
tir 1. dén 2 tudn, Liéu ding cla metformin can durgc cén nhic digu chinh trén timg bénh
nhan cu thé dia trén higu gua va do dung nap cla bénh nhan va khdng vurot qud ligu toi
da duaBn khuryén cao 1a 2000 mg/ngay.

BEI AU ung 1 viéningay, uéng 1 1an (udng vao bira an sang). Tang liéu thém 1 vien

1 ngay, céch 1 tudn téng 1 1an, duoe chia lam nhigu B cho ol mc 16i da la 3 vién/ngay.

Ligu duy tri thuérng ding la 1 vién x 2 lan/ngay (ung vao cac bira an sang va 161), Mt sé

Bon tr va két hop véi insulin: Ligu khéi dau théng thuedng 14 1 vién x 1 Jan

8n 15 ngay, iBu ding nén duoc dieu chinh dira trén viée do dudng huyét. Li

duge & nghi |a 2 gingay, duoc chia lam 2 - 3 lidu,

Ngerdi cao tudi: e

Lidu bét day va ligu duy tri can dé dar, vi c6 thé co suy gidm chirc nang than, Noi chung,

nhing nglri bénh cao wdi khang nén diéu i toi ligu 16i da metfarmin.

Khuyén cdo str dung thudc trén bénh nhan suy than:

+ Dénh gia chirc nang than trirdre khi khon déw digu try vol metformin va danh afa dinh ky
sau dé.

+ Chéng chidinh metfarmin wén bénh nhan co eGFR dudi 30 mL/phat/L.73 m?.

+ Khong khuyén cao khéi dau digu ) voi metlarmin & bénh.nhan cé eGFR nam trong
khoéng 30— 45 mL/phat1,73 v,

+ ) bénhnhan dang sd dung merformin va cd eGFR gidm xudng dud) 45 mUphutL.73 m?,
déanh ga nguy ca - lm ich khi tiep tuc déu tn.

+  Ngimg sir dyng metformin néu bénh nhan cd eGFR gidm xudng dudi 30 mUiphut'1,73 m
[xem muc Chéng chi dinh; Cdnh béo va than trong khi dung thude, wo

Nguréi bi ton thuong gan: R e

Do nguy co nhiém acid lactic hiém xay ra nhung £6 gan 50% trudma hop gay tir vong, nén

phéi tranh ding metformin cho ngudi o6 bigu hién 18 bénh gan v lam sang va xétnghigm.

Ngirng str dung metformin khi thuc hign xét nghiém chén dodn hinh dnh cd st dung thubc

cdn quang chua iod:

Trén nhing bénh nhan cé eGFR nam trong khoang ir 30 — 60 mLphit/1,73 mv, trén

phimg bénh nhan ca tién sir bénh Iy v gan, nghién rugu hodc suy tm, hoac irén nhirng

bénh nhan sé si dyng thubc can quang chiza iod qua dudng dong mach, ngirng

mietformin irurdc hodc tai thad diém thye hign xél nghiém chan doan hinh dnh co st dyng

thudc can quang chira iod. Banh gia lal chi 56 eGFR sau khi chigu chyp 48 gio,, st dung

lﬂu&nﬂomin néy chirc nang than on dinh [xem muc Canh bao va than trang khi ding

thudc).

Chéng chi dinh 3

 Bénh nhén da co tign sir qua mén voi metformin hodc bat ky 1a dugc nao cia thudc.

Ngurdi bénh ca trang thal di héa cap tinh, nhiém khudn, chén thuong (phai dugc diBu tr

d4i thao duréng bang insulin). .

Glam chire néng than da bénh than, hofic réi loan chirc nang than (creatinin huyét thanh

ién han hoac bang 1,5 maldL & nam gidi, hodic Ion hon hodc bing 1.4 mgidL. & phu ni¥)

6 thé do nhivng tinh trang benh i nhe truy tim mach, nhakméae co tim cép tink va nhiem

khudn huyét gay nén, .

Bénh nhan suy than nang (eGFR dudi 30 mLiphit/1,73 m?) [xem muc Cénh bao va than

trong khi ding thugc],

Bénh nhéan toan chuyén hda cdp tinh hodc man tinh, bac gom ca nhiém toan ceton do iéy

duérng.

8énh gan néng, bénh tim mach néng, bénh hd hip nang voi giam oxygen huyét

Suy tim sung huydt, truy tim mach, nhdi mau co tim cap tinh,

Bénh phdi thifu oxygen man tinh.

Nhigm khudn néng, nhiém khudn huyst "

E:au“g m.l:emg hop mét bii chuyén hda céip tinh, vi du nhimg tuémg hop nhiem khudn
c hoai thu.

Mguri mang thai (phal dieu trj bang insilin, khdng ding metformin).

Phai ngirng fam thén metformin cho nguii bénh chup X quang co tiém cac chitcan quang

6 iod vi sir dung nhirng chét nay c6 thé anh hurémg cép tinh chire nang than.

Hoai thur, nghién rugu, thigu dinh dudng.

Canh béo v than trong khi diing thude

Nhiém toan lactic:

_09udi Banh ¢ thE ding 1 vien x 3 AAIGAY a0.cAc b R,
R s ik

, Sau 10
1 cao nhét

+ QuA trinh giam sat hiu mai da ghi nhan nhiing ca nhiém wan lactic lién guan dén

metformin, baoc gbm ca liuding hop W w%n‘.whn-méﬂ ahiét, Wl huyél ap, loan nhip
chéam kéo dai. Khén phat cia tinh trang nhiém toan aeid lactic lién quan dén metformin
thuromg khong dé phat hién, kém theo cac tiéu chimg khang dién hinh nhur khé chiu,
dau co, suy ho hdp, lo mo va dau, byng. Nhigm oan acid (actic lién guan dén
metformin dirgc dac trung bing ndng d§ lactat tang |En trong méu (> 5 mmoliL),
khoang 1rdng anion (khang co bang chimg cda keto nigu hodc keto maw), tng ty 1
lactatipyruvat va niing dd metformin huyét wong noi.chung tang > 5 pg/mL.

+  Y&u 15 nguy co cia nhidm foan acid lactic lién quan dén metformin bao gbm suy than,
sir-dung dong, than vin. mot so. thude nhat dinh (vi du céc chéar uc ché carbonic
anhydrase nhir topiramat), 1l 65 twéi trdr 1én, cothure hién chiéu chup str dung thuGc
can quang, phau thulit va thuc hién cac thi thuat khac, finh trang gidm oxy hit véo
(vi du suy tim sung huyét cap), uBng nhiBu rugu va suy gan. .

+ Céc bién phap gidm thiéu nguy co va x0r tri phiém toan acid lactic lién quan dén
melformin & nhdm bénh nhan ¢t nguy cocan duge trinh bay chi tiét trong 1o hudng
dén str dung thude (muc Cédch dung, liBu dung: Chong chi dinh; Canh bdo va than
trang khi diing thudc; tag, twong ky cda thudc),

Tuong fa i
.+ N&u nghi ng& c6 toan lactic liEn quan dén metformin, nén nglng sit dung metformin,

nhanh chang diura bénh nhan dén bénh vién va lién hanh cac bign phap xdr trl.
O nhitng bénh nhan da digu trj voi metformin, d& dugc chén doan toan lactic hodc
nghi ngi co kha néng cao bj toan lactic, khuyén cao nhanh chong lgc. mau dé dieu
chinh tinh trang nhiém toan va loai bd phan metformin d& bj tich ldy (metformin
hydrochloride ¢ thé thdm tach duwge voi dd thanh thal 170 mUphat trang digu kién
huyét ddng lre tht). Loc méu ¢ the lam dao nguore trigu chitng va hdi phic,

+ Hurémg dan cho bénh nhan va ngudi nha vé cac iéu chimg cla toan lactic va néu
gi}ng triéu chimg nay xay ra, can nglrng thudc va bao cao nhimng tiéu chimg nay cho

C 5§.

+ Dol val mdi yéu 16 lam tang nguy ca nhiém toan lactic lién quan dén metformin, nhirng
khuyén cao nhdm gidp giam thidu nguy co va xir tri inh trang toan factic lién quan dén
metformin, cy thé nhu sau:
= Suy thén: Nhirng ca nhiBm toan lactic lién quan dén metformin trong qué trinh

gidm sat thufic hiu méi x&y ra chd y8u trén nhirng bénh nhan bj suy than néng.
Nguy co tich Idy metformin va nhigém toan lactic lién quan dén metformin tang |én
theo mire d& hghi€m trong cda suy than bii metformin duge thai trir chil yéu qua
thén. Khuyén céo |&m sang dia trén chire niing than cla bénh nhan bao gdm
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*  Trirdre khi khéi du digu tri véi metformin cén wéc tinh mire dd loc cdu than

(eGFR) cia bénh nhén,

* Chdng chi dinh metformin trén bénh nhan co eGFR dudi 30 mLiphiy173 m*

[mmanMML 1" i oy 1)

g khuyEn cao khért dau diéu trj vai metormin & bénh nhan co eGFR nam
trong khodng 30 — 45 mL/phav1,73 m*.
®  Thu thap di¥ i@u vE eGFR it nhét 1 An/n&m & 18t ca cdc b@nh nhan sir dung
metformin. © bénh nhan cé kha ning tang nguy co suy than (vi du nhr ngud
cao twdl), chirc néing than nén dugc danh gia thiramg xUyen hom.
¢ ¢ bénh nhan dang Sir dung metfarmin va co eGFR' gidm xufing duéi
45 mLiph(t1,73 m?, danh gi& nguy co -~ lgi ich cia viée tigp tic phdc d6.

+  Tuwong téc thude: Sir dung dong thei metformin voi mot sé thufic ¢6 thé lam ting
nguy oo nhiem toan lactic lién quan dén metformin: bénh nhén sty gidm chirc
néng than din tei nhing thay A1 déng ké vé mt huy&t 6ong, &nh hudng 161 can
béing acid-base hodc 1am tang tich 10y metformin [Xem miic Tirong tic, firong ky
cta thudc], Vi vay, can phac theo dii bénh nhan thurdmg xuyén hon.

« Bénhnihan tir 65 i trér ién: Nguy co loarn lactic lién quan dén metformin téng 1en
theo tudi coa bénh nhan bdi bénh nhan cao wdl co khd ndng bi suy gan, suy than,
suy tim iém hon nhirng bénh nhén tré tudi hon. Can danh gid chirc néng than
thurdrng xuyén hon déi vl nhimg bénh hhan [ém tudi.

«  Thye hign cac xét nghiém chén dodn cé sir dung thufie edn quang: Tigmthubc can
qguang vao ndl mach &rmhirmg bénh nhan dang digu tri metformin oo the dan 161 suy
gi&m cép tinh chirc ndng than va gay ra toan lactic. Ngimg sir dung metformin
Arurde hodc tai thad diém thue hién chifu chyp co sir dyng thudc cén quang cd
chira jod ¢ nhirng bénh nhén co eGFR nam trong khodng 30 — 60 mLfphat/1,73 m?,
nhrng bénh nhan ¢ tién sir suy gan, nghign rurgu, suy tim hodic nhimg bénh nhan
s& sir dung thuic can quang chira iod theo dirong dong mach. Banh gia lai eGFR
48510 sau kil chi@u chup va sir dyng lai metfarmin'néu chire néng thén 6n dinh.

« PhAu thufit hodc cac thd thudt khac: Sir uru gilr thirc &n va dich trong qué trinh
phéu thuat hodc thue hién cac thi thuat khdc co thé [Am tang nguy cor gidm thé
tich, tyt huy8t 4p va suy. than. Nén tam thdn ngimg st dung metformin khi bénh
nhan bj gici han legng thire &n va dich nap véao.

+  Tinh trang gidm oxy hit vao: Qué trinh theo dél hau mél da ghi nhdn mot s6 ca

~nhiém toan lactic lign quan dén metformin xay ra h suyitim sung

huy8t ¢ép (déc bigt khi co kém theo gidm wdl mau va gidm oxy huygt). Triy tim
miach (s6c), nhdl maw cor tim cép, nhiém khudn huy&lva cic bénh Iy khéac lign quan
dén giam oxy huyét co mii guan hé voi toan lactic va cling cd thé gay nitor huygt
trurdrc thin. Khi nhig bin cd nay xay ra, nglmng metformin.

+  Udng nyou Rirou c6 khé nang anh hurdmg dén tac ddng cia metformin ién chuyén
héa lactat va tir 46 ¢ thé lam tang nguy co nhiém toan lactic lién quan dén
metfarmin. Canh béo bénh nhian khang uéng ruou khi sir dung metformin,

+  Suy gan; B&nh nhan suy gan co thé tién trién thanh toan lactc lien quan dén
metformin do suy giém thai rir lactat dan toi tng nong dd lactat trong méu. Vi vay,
tranh sir dyng metformin irén nhirng bénh nhan da duoc chén dodn bénh gan
thang qua béng chimg xét nghiém hodc lam sang.

Ngurn bénh can duge khuysn cao difu tét ché 4§ an, vi dinh dudng diu tri |& mit khau
trong yéu trong quén Iy bénh dai thao duomg. Bigu trj béng metformin chi durgre coi la hd
trg, khong phai dé thay thé cho vige digu 1t ché d6 &n hop ly.
Da c6 bao cao vE viee ding cac thudc digu trj dai thao duong dudng ubng lam téng ty 18
tiF vong vé tim mach, 50 vori viéc digu tri bdng ché g0 an don thuan hofc phdi hop insulin
i ché do an.
Sir dyng thubic cho phu nik cé thai va cha con bi
Phy ni¥ co thai g Tt
Khao sat sur tBn tai clia meformin hydrochioride 18n nhal thal ching 19 réing c6 1 phan
thuc qua duge hang rao nhau thai. Khi ndng dd glucose trong mau & me bét thueng
trong SuGt thiri glan mang thai co thé gay nguy co.cao bat thuong bam sinh, hau hét
nhing chuyén gia khuyén céo ring nén sir dung insulin trong théx ky mang thai d& duy tri
t6t nhét nBng A glucose trong Mau,
Phu ni¥ cho con bu
Metformin hydrochioride bai tiét vao sira me. Vigc ngrng cho con bi hoac ngung thudc
tity thube vao mirc dé quan trong cla thudc ddi vai ngudi me. Néu ngung dung metformin
hydrochloride va ché g6 &n udng khbng kifm soat mire durong huyét thoa dang nén tign
hanh digu trj bang insulin.
Anh hudmng ciia thubc 18n kha ning 14 xe, van hanh may méc
Sir dung metfarmin hydrochloride don i khiéng gay ha dudng huy&tva vi th& khong anh
hudmg trén tinh trang lai xe va van hanh may moc,
Tuy nhién bénh nhén can dwoc canh bao VB nguy co ha duwdng huyét khi sir dung
metformin hydrochloride k&t hop voi cdc thudc tri t8u dudng khac (cac sulfonyluré,
insulin, repaglinid],
Twong tac, trong ky coa thubc

A A thUBE co =u hirdng gay ting glucose huyat (1 dy, thudc loi tidu,
carticosteroid, phenothiazin, nhirng ché pham tuyén giap. estrogen, thubc tranh thai
duirng uéng, phenytoin, acid nicotinic, nhirng thube kich thich than kinh giao cdm. nhimg
thuc chen Kénh calci, isoniazid) c6 the din 8&n mat kiém soat glucose huyst.
Ting tac dung: Furosemid Iam t3ng nbng o5 151 da medormin trang huyét trong va trong
méaLi, ma khang lam thay di hé s6 thanh thal than cia metformin trong nghién cou dung
mit ligu duy nhat.
Tang doc tinh: Nhimg thubc catonic [vi dy amiflorid, digoxin, morphin, procainamid,
quinidin, quinin, ranitidin, triamteren, trimethoprim, va vancomycin) dugc thai trir nha bai
tiét qua Bng than cd thé €6 kha nang wong tac von metformin béng cach canh tranh voi
nhiérmg hé thdng van chuyén théng thudng & &ng than. Cimetidin lam tang (60%) nbng 4o
dinh cia metformin trong huy8t trong va méau toan phan, do g6 tranh ding phdi hop
metformin voi cimetidin,
Twong ky cia thubc :
Do khéng co cac nohién ciru v& tinh trong ky cia thube, khang trgn 1An thuBc nay vei cac
thubc khac.
Tac dung khéng mong mudn ciia thudc -
INhiIng tac dung khang mor?e'zﬂuﬁn thwémg géip nhél clia metformin 1a vé tiéu hda. Nhimg
mﬁ'dg;!gﬂaylien quan véi liBu, va thudng xay ra vao fic bat dau digd trl, nhirng thudmg
I nhat thér.
Thudng gap (1/100 < ADR < 1/10)
Tiéu hta: Chan &n, bubn ndn, ndn, tidu chiy, day thugng vi, tdo bén, o nong.
Da: Ban, may day, nhay cim véi &nh sang.
Chuyén hba: Gidm néng dd vitamin B .
t gdp (1/1.000 < ADR < 1/100,
Huy8thoc: Loan 5&n méu, thiu mauw bal san, thifu méu tan huyét, suy tiy, gim tigu cu,
mét bach c&u hat.
Chuyén hoa: Nhiém acid lactic.
Quaé liBu'va cach x tri’
Khéng thay giam dudmg huyst sau khi ung 85 g metformin, mac do nhi&m acid lactic da
xay ra rong trrgng hop d6.
Metformin cé thé thdm phan duac virl he sa thanh thai 1én téi 170 milphat; sy thdm phén
maL o thé co tae dung leai trir thubc tich Iy & ngudd bénh nghi 1 dung thude qua ligu.
Bic tinh dwoc e hoc
Nhém duoe ly: Thudc giam glucose huyét, trir insuling Cac biguanid.
MaATC: A10BAQZ.
Metlormin 12 mét thufc chéng dai thao dudmg nhém biguanid, Khong gidng sulfonyluré,
mettormin khaing kich thieh giai phong insulin tir céc té bao beta tuy&n uy. Thubc khong
6 tAc digng ha dudng huyet & nguir khing bi'déi thao duémg. & ngurdi dai thao dudmng,
metformin 1am gidm si tAng dueng huyét nhing khiing gy tal bién ha dutng huyét (i
trerdng hop nhin déi hoic phai hep thuic higp dBng tac dung).
Metformin lam gidm néng dé glucose trong huyst tuong, khi dol va sau blra &n, & ngudi
bénh déi thao dudmg typ Il (khng phu thudc insulin). Cor ché tac dung ngoai bién cla
metformin 12 Iam tng str dung glucose &.18 bao, cai thién lién ket cla insulin véri thy thé
va c6 & cA thc dung sau thu thé, trc ché tdng hop glucose & gan va gidm hap thu glucose
¢ rubl. Ngoai tac dung ching dai thao dudng, metformin phin nao cé anh hudng 16t trén
chuyén héa lipoprotein, thuéng bi r6i loan & ngudi bénh dai thao duong khong phy thudc
insulin, Trai v&i cae sulfonylur®, thé trong ciia nguai duoc digu trj bing metformin co xu
huréng Gn dinh ho#ic co thé hoi giam.
Béc tinh dwere déng hoc
Metfarmin hydrochloride duroe hap thu cham va khang hoan toan & duong tiu hoa. Sinh
kh ding tuyét déi cia ligu don irj 500 mg duec bao cao [A tir 50 - 60% va ob thé gidm khi
dling chung voi thirc &n, Khi dirore hap thu thudc gén ket v protein huyét trong khdng
dang ké va dugc thai trir dudi dang khong déi trang nuwére tiéu, Thed gian ban thai trong
huyét twong dugc bao cao trong khodng tir 2 - 6 gie sau khi udng. Mot lrgng nho
metfarmin hydrochloride dwgc phén bd vao trong sira me.
Quy cAch déng g6i
Vi 15 vién. Hop4vii
Vi 15 vién, Hop & vI.
Digu kién bao quan, han ding, tiéu chuin chét lwong cua thube
Diku kién bao quan
Bao quan trong bao bl kin, noi khé). higt 0 khdng qua 30°C.

Han dung

36 thang ké tir ngay san xuét,

Tiéu chudin chit lwong

TCCS.

Tén, dja chi cla co s& san xufit thubc

22
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