Vitn néa Glhazide i metormin iyarockiorise NLEEPS ://trungtan{thuoc.com/

Dijunorm-N
Thinh phiin: Mai vién nén khong bao e chim: l
Gliclnzide BP 80myg |
Metformin Hydrochloride BF S00mg |

T dyegeec: Bt cellulose vi tinh thé. tinh b, pevidonie, con isoprapylic; methylen chlonide, 1ale, colfoidal silicon dioxide, natn
stareh glycolate, magiE stenrt. .

MG tii: Digniorm-M chira Gliclaride va Metformin Hydrochlonde. Gliclazide vemathod hoc B |- 3-pmbicyelo [3.3:0,]10¢1-3-
yli3-petalylsulphonylurea. Metfommin Hydrochlonde 14 1, | -fimethyi biguanide hydrochloride,

Durgre Iy Glyclazide Lim giam nong d glucose min bing ci biti 6o ché, dieu chinh s gidm vt inslin vit st khdng insulin
ngani vi, Corehié niy thre hign do sic dong kéoh kali trong: 18 bia Be ta edea tuy L i kénh canxi gly tang canxi ni o vil gity
ra sy gini phong insalin, Gliclazide clng lam ting tinh nhay wkm et biio i vin glucose. Gliclazde plie hiéi tinh nhay cam
v insulin nhie gidm s tao think glueose & gan va tng thanh thi glucose. Gliclazide e hogt tinh ching Kétdinh titw cau v
Tium gidm gbc 1 do, vi viy ngin ngim cie bién chimg dmach, Glielaride cing dirge bio edo i g ndmg Ao cholesterol v
iriglyceride huwt uomg sau khi ding i lf. P ;

Metfarmin tae dung nhir mitchit chidng thng ghaeoss huyer dpedt thign tink nhay cirn cla gan v mo ngoai vi doi voiinsulin.
Thuoe 10 ra co dnh hutmg tieh ewe dén ning 4 lipid huyé thah vi hoat tinh phin huy fibrin. Bicu i bing Metformin khing
Jinm g e tron .

— == PaTEp— et gt |- S B unr—_mmm-n__-'ﬂ'
Syt hyp: Ui sulfonylures va biguanide ¢b e dyng bo %’h nhaw. Ca ha hop ehiit de eb e dyng hy glucess huyoy

cong tnhma khong m ving tic dung ngoutjcﬂamai.rﬂﬁdi bt el theo plifin load dage 1y hipe,

Giliclazide a0 dyng thing qua sickich thich t# bio bé 1a eistuy 1dm gidi phong insulin vime cing lum tang tink nhay camngoal
i di v insulin. Metformin tie dung thing qua sy fing cwimg dung nap va-sir dyng glocose, Ngaii m Metformiin con Him
g s xudt ghocose & gan do db giamosy khang insulin. : :

Ca nhihbpiuduvévﬂcdﬁ;u-i kit hop sulfouyluren vii Mettormin dat dugs mirc kitm sobt glucose huyet i bing trong viil
piim, Sir ket higp nivy duge bl eito 1 co bigu qui irong ehe nghiéa el so sénh mit vige didy trj bingsulfonyiurca di that byt S
ket hop nity c6 thé ting curime mire kidm sodt glucose huydt(tic dung giim glucose huy@t tdi 20%) vitdo d6 lim giim nhu edu
insulindmtsdbénhnhin, =

* Giliclazide it o6 xu hsme iy hy dwimg hiySt va ting th tony so vai cac sulfonylurea khie. Metformin ¢ co ché tic dung
ngogi vitrdi hom vi viy no kiong oé tic dung dong hof nhursulfonylurea vi khimg lam ting trong. : .
Giliclazide thira o6 fch ddi véi cic bién chimg o mach 1om v mao myach giy ra hode do sy ting insulin huyct, tng huyét ép, ting
glacose huyé, ting lipid miu hay ket tp iéw eiu, Metformin Lim giam insufin huyét trong et khi 6 va sau khi dn vi gidm

ning dis trighyceride, ting néng 46 HOL- cholesternl, ting chit kich hogt plasminagen am, lm gidm siekét §p tidu chir. Wé

it dirge dng hoe, hai thide i m tromi thich do Metforminkhéng gin protein huyethrong v khéing bi chuyen hod o gan. Do
dé s tuomg tae v Gliclazide {glin protein huyét tomg §0-00% vt chiryén hod & gan) Fkhong the xay m. Vi viy, sy ket hop

Metfammin va Glyclazide rited ich trong digu i NTDDM viingin ngin duge cie bien chimg dmach Im va o ompch

Dirge dng hoe: Liku duy nhdt kisi udng cia Gliclazide, 40 dén | 20my gy ra Crax tir2,2 ién § my/l rong vong 2 dén 8 gio.
Ming 4 dn dinh dgt dirge sau 2 ngly dimg 40-120 mg Gliclazide. Udng Gliclazide ciing voi thire &n lim gidm Cmasx v chim
Tenax. Thé tich phils b thip do ghn protein huyét thanh cao (85-97%). Thin gian bin huy coa Gliclizidethay dbitir £.1= 2005
gitrsau liéu duy nhdt. Gliclazide bi chuyén hod chir yéu thank 7 chidt chuyién hod v thiti tnir chinh gua mnde tiéu. Hiwhet cic
ﬂmn churyén hod I diin chilt cia acid cﬂ;l:iqu}rlic. ._mu%;%mdum thili trir g nusde e v 10-20% thai ul'lq:uph&u_
etformin ¢é  khid dynig fuyét dds khi- udng 13 S0-607%. Sy hip thy & dutmg da diy - it hein foin siu 6 gio Vi
fommin 6 46 sinh ks dug G SR |

¥ g ortht samkhl hilp thi N et TR e IV T AT

Hup thu v thii-trirer phadi ed then ian bin huy 12 6 gia, 5% con Epgithiia trirchitmm o phia cuddi i chint guen ban hug 16 20 giir
Metformin khidng gin prorein iy & nomg, 40-60% Liew dung dirpe phit hign dudi dang khéng bicn dii trong mide thcn vl 30055
nira e phiat hign didi dang khéng bign diitrong phdn,

Chi djnh:- B thio dwime khing phy thude insulin, 41 thilo Buimy b hay khing o6 béo phi & ngui lon.

Ching i:hi_dinlr.Bﬁiﬁndu&ngphgthu&-inwlin,quygmluy sty thiin, nighifn nngw, dii thio dirimg khong phythuge msilin
et bign ehimy nghiém trong do nhiem ccton hodc acid, hin me hode tign hin mé do dai thio duomg, bénh nhin vim trii qua
phis tinudt, chibn thiong hay nhidm khuin, bénh phdi nghla min tinh, bénhmach vinh, suy tim, béuh maich ngoal vi, €6 that,
el con bi, dirge biét c6 rvn eim vt bit ki thinh phin ndo ca ché phim.

- Bénhnhan suy thinning (eGFR dudi 30 mLipha'), 735 [Kem mue Ciinh bio v thin tron ).

- Bénh nhiin 43 c6 tién sirqui min vai metformin. ;

- Bénh pihdn toan chiyén hia cip tinh hode man tinh, bao gomea nlviém toan ceton do ity dudmg.

Ciinh bido va thiin trong: ) [ .

Cireh D Fig durimg Byt e thé xiy ra néu bénh nhin gl ché 45 an, sau ki qué figu do v tink hay cb y hodi sau khi luyén

tip ndng, chin thuong vil stress, Trigu chimg hy duomg huyétes the disu ir bing cich Lé don theo ké honeh birm &n ciia ngwi

i thilo dirémg, Cin ngimg thute ngey khi ¢4 nhimg dau higa vk iriéu chimg hy dwomg huyétxiy m. !

Tihecin trpng: Didw chinh lidu kit hop theo nﬁngdﬁglmu&mau vil tropg mune tiew trong vid thang din. Tuy whién; e6 mit

vili bin cdo vé s nhibm acid bsotic 0 bénh nhin oé bénh gan hole thin, R

{‘.Flri-lgchfd'.l'nr_h cho phitndcd thaivi chocon b, :

Sir el trome shif o B wm ok v hidu I i tng em el duge cdng B 3

- Nhidm toan faetie: Qe trinh gidm i1 hin mi dF phi nhin n}i;tng cn nbidm toan sctic lign quin dén metformin, bao ghm ca
o AT g 1 o i thin BhiEL, tyt By s dp, |oan nhip chim kéo dii. Khai phit ci Hinh trang nhicm toan acid lactic lit

S o b s i ot g kg i ik g Kb, g o, sy 1 hip,Jo

mi vib da bung. Nhidm toan acid lactic lign quan dén metformin tige die tmg biing ndng 49 lctat ting 120 trong miu

{=Smmol/L}, khodng iring snion (khang 6 bing chimg e keio niéu hafie keto mau), ting ty 1§ lactatipymvat vi ning di

mitformin huyéttirong ndi chungting > Spafml, 1

i 1 rigury oo ciim uhim toan acid lactic lién quan dén metformin bao b suy thin,sitdung ddg thir voi mitsé thude nhit

dinh (vi du ede chit ire ché carbonie anhydrose nhr opiratats, 1ir 65 ol iro 1én, od thiee Bign ehicu chup siedyng thude cin

quinrge, plaiu thadt vl thore hidn cic t thudckhie, b troog giam oxy hitvio (vi dy sy tim sung by @ cip), uing nhicu neg

vil suy gan. i ¥ :

Ciic Budn plip giam thidu agay co v e ohigm toan seid Incue lign quon dén meiformin o nhim berh nhin o nguy corcas

dise trink by ¢hi ties trong 1o hrdme din it dung thuisc (myeL icu ding vh edeh dimg, Chéng ehidinh, Canh bao vithin rpng.

Tuong tic thude vi Sirdyung thude trén nhimg i trgng diehify

Méw nghi npied toan lactic lidn quii dén metformin, nénngime s dung metformin, nhanl chong dua benh nhan din bénh

wign vi titn hinh cée bign phip i tri. O nhimg bénk nhin i dicu trj vén metfomin, 48 duge el dodn toan [rctic hofic nghi

ngrr ¢o ki niing coo bj toan lactic, Khiyin cdo nhanh chong loc miu deé dign chink tinh trang niiem toan vi logi bd phin

metformin di by tich iy (metformin hydroclond cé the thifim tich dinge viti 49 thank thii 170 mL/phit trang i kzdn hnydt

ding Iye tht). Loe midu corthé lim dao nguge trige chimg va héiphue. ‘

Hirémg din cho binh nhin vi ngui nhi vé ede trigw chimg eua toan lactic vinéu nhiimg trigu chimg ndy xay ra, clin ngimg

thudc v bdo eho nhimg trigu chimg ndy cho bae 4§ ” 1 i :

Do voi ahirng ydu th lim 1@ng nguy co phidm wan lactic lignguan den metformin, ahimg khuyen cdo nhim giip giam thitn

nuey cor vl X1 i tinh frang toan lactic o quan dién metformin, cu th nlursmi n

Sy theini: Nhirvig ea phidm toan Tactic fién quan dén metformin trong qud trink it sat thube o man gy mechi yéu rén




nhimg bénh hidn b suy thin ning, Ny co tich iy metformin va nhidm toan lactic lign untMémgmmthuoc . Com/

Ao nghiém trong cidsuy thiln bin metformin dige thii trirchilyeu qua thin., Khuyen cdo lim sing dim wén chire nding than cua

bénh nhin bao gom | Xem mc Licu dimg v cdch dieg, Dige i fam sangle

T ki khin diu didu tri v metfomin cin wde tinh mire 46 loc cia than (€GFRY ¢l bénh nhiin,

+ Chémng chi dinh metformin trén bénh nhin 66 6GFR dudi 30mL phiv/ 1,73 m [Xem mae Chebngechidhinh],

+ Khang khuyén cio khot dio didi tr véi metformin & bénh nhin c6 ¢GFR nfim trong khoing 30-43 mLphit/1. 73 m”

+Thu nhiip dif fige vé eGFR ftohit | 1in/nfm & Gt i cie bénh nhin sirdyng metformin. O bénhnhifin o6 khi ning ding nguy co

suy thiin {vi dynhir g cao i), chie nfing thiin nén duere dink i thuong xuyén hon.

+ O bénh nhiin dang sit dung metformin vi c6cGFR gidm xudng dudi 45 mL/phint/ 173w, danh gid nguy co-loi {eh ca vigd

tiep tue phuc di. X

Tﬁ':mg rl:lir hehe: Sir duyng l.ll"mg thin metformin v mot 3& thude b _||Ié lam ting nguy oo _I'lhllél'ﬂ toun Inetic 1ién quin 'L'Dél'l

metformin: bénh nhin suy g chire nhng thin din i ohimg thay doi ding ke ti miit et ding. dnh hudmg i cin bing

ucid-base hode Kim ting tich 1y metformin [Xem mye Firomg tic thuse]. Vi vily. cin nhic theo 461 bénh nhin thirimg xover

b ;

Bénlynhiin (i 65 tidi o fén: Mgy cotoan lactic 1ién qua dée metformin ting 1én theo tudi o bénh nhiin béd bénk nhin cao

tudi ¢6 khil nding bi suy gan, suy thin, suy tim 16n hon nhimgbgeh nhin tré i hon. Cin dinh gid chire ning thiin thudmg xuyén

buorey i vk iz bénby héin om tudi, s

Thire: higin cdic X6e nghign chudndodn o si dung i o

dhaunp i trj metFormin 6 thi diiin ti suy giam cdptinh chy

hodo tai thad diem thire hidn chidu chyp ¢d sirdung thude can

10-60 mL/phit/1.73 o', nhimg bénh nhin ¢d tién sitsuy gan,
|:;m-_"r!|_||.‘. il ey darmig ding mach. Dioh pid b eGiFR 4%

wng: Tiém thude cdn quang vio 007 moch & nhitng bénh nhin
12 thiln viv ity ra toan Inctic. Ngimg sir dyng metformin trinic
2 o chin iod & nhimg bénh nhincd ¢GER nidm trong khodng
ién rungu, suy Lim hofic nhirmg hénh nhin 2 sirdung thude cin
jiv sau khi chieuchyp va sir dung lg) metforman neéw chire nling
) R e o g
."h:é'u thiicit heiedic ccie i thaagit Rt Sie f gith thiee fn viidich tronggud irinh phifi thudthofie thire higm ciie tho thult khic co
thé lim thng nguy corginm thé tich, t hovét Ap visuy thiin. Nién tom thin ngimg sirdyng metformin khi bénhnhan bi giéi han
liromz thire finva dich nap vao, n ' .
Tinale framg gicing oy it vée: Qi trint theo dai i nii 4 ghi nhin mits6 oo nhido toan lictic lién quan dén metformin xay m
tromg bénh canh suy timstng huyt cap (e bidt khi oo kémtheo ghiem tu meu v gigm oxy huyét), Truy tim mach (sdc), nhéi
rudiu cor tim clip. nhidm khiin huyet v cée bénh 1 khie lign quan dén gikm oxy huyétct moi lién quan véi toun lactic vl cling
¢ thé gy niterhuyét tnnde thiin. Khi nhimg bién c6 niy xay ra, ngimgmetformin. ;
Lidng ripne: Rarou ¢6 khi nfing dnh hutmgg dén the dong cin metformin lén chuyén hoa lactat va ol 46 ed the m ting nguy co
nhigmioan factic ién quan dén metformin. Canh bio bénh nhin kiibng uéng rrou khi s dung metformin.
Sty gan: Bénh nhin suy gan cd thé tién trién think toan lactic |inquan dén metformin do sugngiﬂm thiti trir lactat din (i ting
nong di lactat tramg man. Vi viy, trmnh sir dung metformin trén phimg bénh nhin di dwree chuin dodn bénh gan thong qua bang
chimy xé nghigmhoje Emsang.

|
Sirdyng thudc cho pha nie mang thai vi cho con bi: Chong chli_ﬁ_nh.

Tic dung cia thube 1én khaning i xe vi vin himh mity mées Vi thode c6 thé gy hadudmg huyétnén cin thin trong khi 14
xie hode vim hinh miy moe,

Tuweng tie thude: Cic thude Lo tidy, barbiturate, phenytoin, rifipicin, cic corticosteroid, estrogen, estroprogestogen vi
progestogen tinh khigt o the o giam mire kiem soit dutmg hovés. Tic dyung hy dudmg huyét cis thude of the ting curimg bai
cic salicylate, phenylbutazone, cie sulphonamide, cic chiit chen bé 1. acid clofibric, chitdoi khing vitamin K, allopurinol,
theophylling, caffeine va cic chit tre ché MAO. Ding ddng thii miconazole, pechexiline hay cimetidin v Glyelazide edithe
wity hg diimg huyét. Khdngnén ding Glyelazide voi ele thude 66 thé lim ting ndng 4o glucose tron i mi khidng ifim sit
ahitehe nmwjlmmamdnm-vmdms InayetsAgarbose va gom guar di cho thay dam guis dung ke sinh
khia dyung dudmg ubng eia Metformin,

Phiin tmg bilt lgi: Roi loan da diy-rugt: Bubnndn, ia chay, dauda dity, tdo bon, non, vi kim logi trong miéng. Che tae dung trén
dla: Phi ban, g, miy day, ban d6 vil bimg dd, |

Dau diu v ching mit Glyckzide 16 m o6ty 18 ha dubng huyét thip. Glyelazide ¢b théeé nguy co giy tic dung phy trén
hé tim mach. Toy nhidn Glyclazide 43 duge sir dung didu 11 chio bénh nhin dii thio duimg khang phy thuge insulin trong
nhiéu nim md khdng co nbimg tie dung phy tén bé tm mocl, Giam hip thu vitemin B,, v acid folie di xay m khi ding
Metformin kéo dii. ]

* Théng bdo cho bic 5@ nhitmg tdc dyng khdng mong mudn gdp phdi ki siv dung thudc.

Qui lidu v dibu tri: Hy duomg huyéted thé xity ra trong truong hop gui lidu. Khi ¢6 tai bién qua Tiéu, nén tién binh nir da diy
vanén co ging liém tinh mach Wing glucose tutruegme {10 hole B%‘__h'é:tiépwcki.ém sodt pomg dd glucose mén.

Licu lwgmg vil cich dhn{;: - Lidukhuyén cio: Lidu khin diu d6i vii bénh nhin dang khong sit dyng metformin 1 1 vién, mit
Lim /ey, ehiing dudmg udng. Neéu bénh nhin khing gip phan img e hai dirimge tiéu hia va can phii tang lieu thi oo the dimg
thém | vién saw mbi khoang thivi gian diéu tr i | dén 2 toin, Lidu ding cua metformin cin duge ein nhic didu chinh trén timg
bignh niin oy thé diyra irén higu gui v dd dungoap cia bénh nhinvi khéng yirat qua lieu oida dwpkhuyén cho ld 4 vidn/ngiy.
- Khuyén edn sir dyng thude trén bénh nhin suy thin: Binh gid ¢hie ning thin teoe khi khdi diu diea i véi metiormin vi
diinh giddink ki san do. N ey

Ching chidinh metformin trén bénh nhin ¢6 ¢GFR dudi 30 mLphiy 1,73 o', .

Khang khuyén cbo khoi diw dieu 1 v metformin & bénh nhin cd eGFR nim trong khoang 30-45 mL/phit/ 1,73 m,

€ bénh nhitn dang sit dung metformin vit o6 eGFR giam xudng dudi 45mLiphit/1,73 o', dink gid ngay co= lgiich ki tidp tuc
digutry. i

i nhﬂuﬁ.nﬁﬁnmigi duwri 30 mlUphit/1.73 m’ [Kem mue Chidng chi dinh, mue -
Canh bio i thin trong ], =

- Ngzimg sir dyng metformin khi thiee hign xét nghiém chudn dodnhinh dnh oo sirdung thude cin quang chiraiod. y

Trin nhimg béuh ahin ¢6 ¢GFR nim trong khoang 30-60 mL phav/1,73 m’, trén nhitng bénh nhin cd tensir binh 1y ve gan,
nghién nrou hode suy im, hofic trén ohimg bénh nhin s& su dung thuce can quang chi iod qua dudmg ding mach, ngimg
metformin tridc hofic tal thiv diém thye hign xét nghigm chuin doin hinh gnh eo sir dyng thude sin quang chis iod. Binh gid
i chi 80 ¢GFR sau khi chitu chup 48 gio, sir dung lai metfomin néu civic ning thin 6 dinh [Xem mye Cash bio v thin

trgng],

Trinh béay: Hop 10vix 10 vignnen

Hirémg d&n bdo quan: Bao quin noi mat, tdnh dnhising,

Han ding: 3 wim ke nrngay san xuit,

* Khicing dieuse dimg thuwic qu han sicdung, :

* Dioe ki hurdmg din sir dyng tredre khi ditng. Néu can thing tin, xinlién hoi ¥ kién bic 5.

* Thudec nay chi ditng theo suke dom cia thity thdc. :

San xuit hai:
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