Metformin hydroclorid 1000 mg

Glumeform 1000
XR

BE xatdm tay tréd em,

Bpe k§ hugng adn s dung trude khi ding,

Thudc nay chi ding theo don thude.

THANH PHAN CONG THUC THUGC

Thénh phin hoal chal: Mettormin hydroclond ............... 1000myg

Thanh phdn t4 duge: Hypromellose 2208, natni carbaxymethyl cellulose. magnesi
stearat. colloidal silicon dioxyd.

DANG BAD CHE: Vian nén gidi phing ko dai.

M0 13 sdn phdm; Vidn nén dang caplel, miw trdng hode trng nga. hal mat tron,
canh vi thanh vién lAnh i&n

CHI DINH: Didu tri dai thdo dudng tip 2 (kndng phu thube insulin) & ngudi trudng
thanh, dc hiét & nguisi béo phi, sau khi da p dung ch& d6 &n kidng va tap thé duc
dan thudn khiing higuqud.

Glumeform 1000 XR cé the duge dang nhu dan tri lidu hiode phii hp vii cac thude
tri ddi théo dubng dubng ulng khac hodc voi insulin,

CACH DUNG, LIEU DUNG

Luuy: Udng ¢d vign Glumeform 1000 XR, khiing bé hode nhai vidn thode,

Liu khuyén cao

LiBu khi gdu ddi vii bEnn nhin dang kbding sd ayng metformin & 500 mg, mbt
1an/ ngay, ding duling vdng. MEu bnh andn khdng gap phdn dng c6 hai duling lidu
hda v& cdn phii tang Nidu thi ca 1hé ding thim 500 mg sau mdi khodng thii glan
difu tr] it 1 d€n 2 tdn, Ligu dong cla metformin edn duge cin nhic digu chinh
trén ting bénh nhan cy the dya trén hidu qud va 00 dung nap cla binh nhidn va
khifing vt qus 1w b8 da duge khuye’n cdoli 2000 mp/ ngay.

Nguii l6n: Glumeform 1000 XR dusc chi dinh cho nhiing bénh nhin da duge didu
tri biing metformin (dang Gidi phéng titc thi hode gidl phdng kéo dai}

Ligu Glumetorm 1000 XR né( luong dudng vl lidu hing ngdy cha metformin (dang
gidi phéng tre thi hode gidi pnong kéo dai), 1 da 12 2000 my uling vao bifa 4n 1)
Sau 10 - 15 ngay didu tri nén ki8m tra sy tuong thich vé 1By lugng clia Glumetorm
1000 XR dya trén vigc do lugng duling huy8t.

K&t hgp vai insulin:

Bi vai benh nhdn &3 dug; didu tri metformin phéi hgp voi insulin, lidu Glumelorm
1000 %R nén tusng duong voi Iy king ngay cia metlormin, ti da 1 2000 my
wing vao bifa an 15i, trong khi fidu insulin duge didu chinh dua trén vige do fugng
diking huyt,

Noudi cao tufi: Lidu ding cia thude nén dudc difu chinh dua vao chilc ndng thin.
Cénthuting xuyén danh gid chic ndng thin,

Tré em: Do chua cb dit gy, khdng nén ding Glumeform 1000 XR cho tré em.
Khuy&n cdo sir dyng thudc trén bénh nhin suy thin

Glumetarm 1000 XR c6 th8 duge sir dyng & bEnh nhdn suy than mie &b frung biok
(a1 thanh thal CICr tr 45 - 59 mL/ phitt hofic mic Ip¢ cdu thin eGFR k45 - 59 mL/
phiits 1,73 m') chi khi khiing co cac y&i 18 khic lam ting nguy co nhiEm toan lactic
v phdi diéu chinh By nhy sau gy khdi diu 12 500 mg hode 750 mg metformin
hydroclorid (ludng Ung 1 vién Glumeform 500 XR hodc 1 vign Glumeform 750 XR},
1 1&n/ ngay. Lidu 181 da 12 1000 mg/ ngay (1 vién Glumeform 1000 XR). Chic ndng
than nén duge theo ddl chit ché (mbi3 - 6 1hing)

Danh gid chiic ndng than trudc khi khdi ddu diu trj vél metformin va danh gia dinh
ki sau dé.

Chiing ehi dinh metiormin trén bénh nhdn cb eGFR dudi 20 mL phit/ 1,73 m’
Khing khuy&n cdo khii ddu didu tri voi metformin & bEnh nhan cb eGFR ndm trong
khodng 30-45 mLS phit/ 1,73 m’

& banh nhin dang s dung metlormin v c6 eGFR gidm xuling dudi 45 mL/ phiot/
1,73 m', ddnh gid nguy co - Igi fch khiti#p e didutr,

Ngitng sif dung metformin néu bEnh than ob eGFR gidm xudng oudi 30 mL! phit
1,73 m’ [xem mye Chong chidinh, myc Cdnh bdo va thin frong].

Ngitng st dyng metformin khi thifc hign xé1 nghiém chén dodn hinh Anh cb sif
dyng thufc cén quang chika iod

Trén nhing bénh nhan co eGFR niim trong khodng fir 30 - 60 mL/ phat/ 1,73 nv',
trén nhilng banh nhan b 1ién st bEnh Iy v& gan. nghién rugo hodc suy tim, hodc
irén nhiing bénh nhdn s& sl dung thodc cin quang chiva iod qua dubing dGng mach,
ngimg metformin trufic hoZic tal thin difm thye hign x&t nghigm chin dedn hink
anh o6 sif dyng thidc cdn quang chia fod, Banh il lai chi 50 eGFR sau khi ¢higl
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chup 48 gib sit dyung ki metformin néu chite ndng than dn dinh [xem mue Cdnh

bdo va thin trong),

CHONG CHi DINH: Bénh nhin da ¢6 tién s qud m&n voi metformin hodc mot
trong cdc thanh phén coa thudc.

BEnh nhin suy thin nang (eGFR dudi 30 mL/ phot/ 1.73 m) fxem mye Cdnh bdo
vl thin trong].

Binh nhin toan chuyén hoa cip tinh hodc man tinh. bao gdm ¢a nhifm toan ceton
do tidu duding

Cac tnibing hop ¢dp tinh c6 tha 1am thay o8i che nang than nhie mAl nude, nhikm
kindin ndng, sfic, fidm chil cdn quang o chii iod.

Gac truting hop banh cdp tinh cf thé gdy gidn cxy md nhu: suy tim mat bo, suy ho
h&p, con nhdi maucatim, s6c.

Suy gan, nhidm d9¢ rugu c&p tinh, nghidn rugy,

CANH BAO VA THAN TRONG KHI DUNG THUGC

Hhidm toan lactic

Q4 trinh giam sat hau mal d3 ghi nhan nhilng ca nhifm toan lactic lign quan dén
metformin, bao gfm 3 truding hop 10 vong, gidm than nhidt, it huy8t &p, loan
nhip chdm kéo dai. Khdi phat cla finh trang nhifm toan acid lactic lién quan dén
metformin thiting khong d& phat hign, kém theo cac tridu ¢chiing khang didn hinh
nhu kho chiv; dau o0, suy hd hdp, ld mo va dau bung. Nhidm toan acid lactic lign
quan dén metformin duge Qe trung bdng nfng ¢4 lactat ting 1Bn trong méu
{>5 mmol/ L), khoang trdng anion (khdng cb bing ching cua keto niku hodc kelo
mau), tang ty 18 lactat/pyrovat vA ndng & mettarmin huyEt tudng néi chung tang
>Hpg/ mL.

YUt nguy co ela niim toan acid lagtic lign quan d&n mettormin bao gdm suy
ihdn. st dung dbng thak vol midt sd thubc nhat dinh (vi du cdc chit e chi carbonic
antydrase nhw topiramat), 1lr 65 i rd [&n, oo thyc hign chidu chyp st dyng thude
can quang, phau INuAL va thye hién cac thh thudt khic, tinh trang gidm oxy hit vao
{vi dy suy tim sung huy8t eip), ubng nhifu rugu va suy gan.

Cac budn phdp giam thidu nguy co v it tri nhim toan acid lactic lién quan dén
metformin & nhém banh nhin c6 nguy cd cao duge trinh bay chi 1iét trang o hulng
déin sif dung thulic (mye Lifu ding va cdch ding, Chiing chl dinh, Canh bao va
thin 1rong, Tueng tc thubc va S dung thudc trén nhiing dii tugng dic bigt).

NEu nghl ngd ¢b toan factic llEn quan dén matformin, nén ngimg sl dyng
metformin, nhanh chdng dua bénh nhan d&n bEnhvign va tign hanh cac bifn phip
il i, 0 nhiing b3nh nhin 3 diéu tri voi metformin, 43 dupc chin doén toan lactic
hiedie nahi nod o4 khi nang cao bj toan lactic, KnySn cdo nhanh chdng loc médu o8
difu ¢hinh tinh trang. nhiém toan va logl b phin metformin d3 bj tich Gy
{metlormin hydroglorid ¢6 thE thim tdch duoe vl ¢ thanh thii 170 mL/ phil
trang didu kign huy€t ddng lyc 1), Loe maw cd the 1am dido nguge tridy chiing vi
hi phye.

Huing din cho bénh nhin va nguisi nhi v8 cic trigu chimg cla toan lactic va ndu
nhilng 1rigu ching ndy %3y ra, cdn ngimg thude vi bao cdo nhitng tridu chiing ndy
che bac si.

Bidi vai mbi yEu t8 lam tang nguy co nhigm toan jactic ién quan dén metiormin,
nhiing khuy@n cio nhim gilp gidm thidu nguy ¢o v xd tei tinh trang toan lactic lidn
quan d&n metformin, cy thi nhy sau;

Suy thin: Nhiing ca nhidm toan lactic 1ién quan dén metlormin trong qud trinh
gidm sél thufic hiu mdi xdy ra chi) yBu trén nhing bdnh nhin bi sw thin nidng.
Nguy ca tich 13y metformin va nhiEm toan lactic ign guan d&n metformin 1ang 1&n
theo mitc 60 nghfém trong cia suy thdn boi mettarmin duge thal b ehi yéu qua
thén, Khuyén cao lam sang dya trén chiic ndng thin cla bénh ahin bao gdm (xem
myc Lidu diing va cach ding, Disge iy lim sangj:

= Trude ki khai ddu didu trj voi metformin cn wde tinh mile 49 tpe cdu than (eGFR)
cia bénh nhan,

- Chiing chi dinh metformin trén bénh nhan cb eGFR duti 30 mL/ phit/ 1,73 m’
[xem mue Chdng chi dinh)

- Knbng khuy@n cdo khii ddu didu trj voi metformin 0 bénh nhan cb eGFR ndm
trong khodng 30 - 45 mls phit/ 1,73 m".

- Thu thap dil lEu v& eGFR [t nhit 1 in/ndm & 14k ca cdc bEnh nhan sif dung
mettarmin. 0 bénh nhdn co khd ndng 1dng nguy co suy than (vi du nhu ngudi cao
tudi), chiic nang than nén duge dinh grd thutsng xdn hon.

- (f bnh nhan dang sir dung metformin va cé eGFR gidm xudng dugi 45 mLs phit/
1.73'm’, danh gid nguy ¢o - Igi ich cia vide tign tue phic dd

Tuang tac thude: S dung déng thii metformin vdi mat s8 thude 6 thé lam 1ang
nguy o nhilm toan lactic lién quan d&n metformin: bénh nhin suy giam chifc nang
than d3n 101 nhimg thay d6i ddng k& v& mat huyét dGng, Anh huling 10 cin bing
acid-base hodc [Am 1ang tich iy metiormin fxem muc Tudng Gic thide) Vi vy,
can nhie theo déi b&nh nhin thudng xuyén hon

Bénh nhdn i 85 twdi (rd 18m: Nguy oo tean factic [i8n quan d&n metformin ting i8n
thea tudi cla bénh nhin bdi bénh nhdn cao Wi ¢o khd ndng bi suy gan, suy than,
suy tim i6n hon nhing biénh nhdn tré fudi hon. Cin ddnh gia chic nang thin
thuing xuy&n hon ddi vai nhiing b&nh nhin kn twdi,



Thue hign cde xét nghidm chdn dodn cd st dyng thude edn quang: Tiem thude
can quang vio ndi mach & nhitng benh ahdn dang didu Ir metformin ¢ the din i
Suy gidm cdp tinh chirc ning thin va gdy ra toan factic. Ngimg &0 dyng metfarmin
teuic hodc tal théd dim thys hign chifu chup co st dyng thulc cdn quang cb chia
iod & nhiing b8nh nhdn b eGFR nim trong khodng 30-60 mLs phit/ 1,73 m',
nhiing bénh nhin ob fién st suy gan, nghidn rugy, suy tim hoge nhiing bEnh nhin
s sif dyng thudc cin quang chia lod theo dudng dding mach, Bénh gid lai eGFR 48
it $au khi chifu chyp va s dung 13i mettormin néu chitc ndng thiin &n dinh,

Phiu thudt hode cdc thi thudt kiic:

Cédn ngung s dung metformin khi 1i&n hanh cdc phiu thudt thong thuting, gay 18
tily sing hay ngodi mang cling. Chi i dung |ai it nh&1 48 gt sau d6 hodc khi bénh
nhin ¢d thé dinh dudng diding migng. ted kai hode duge dénh gid lal chire ndng
thén,

Sif il thive &n v dich trong qua trinh phiu thudt hodc thue hign cic thi thudt
khéc ¢d IhE 1am Bing nguy ca gidm thi tich, tut huy8t 4p va suy thin, N&n tam thai
ngiing sir dung metformin khi bénh nhan bi gidi han lugng thife &n v dich nap vao
Tink trang @dm oxy hit vao: Qud trinh theo dbi hju mai da ghi nhin mit s8 ca
nhiém toan lactic lién quan A&y metlormin xdy ra trong bénh canh suy tim sung
hiryE cdip (dac gt ki o6 kém theo gidm 1l mau va @am owy huyt). Truy tim
mach (s6¢), nhii mAu co tim cp, nhiém khudn huydt va cdc banh Iy khdc lign
aean dén gidm owy huy8t co mdi fign quan vii toan factic vA ciing cd the gdy nito
huyEt trudic Whan. K nhilng bign ¢d nay =y ra, ngiing metformin.

Udng rugu: Rugu co kha ning dnh hudng dén tac dbng eha mettormin 18n chuyén
hoa lactal va tii d6 co thé 1am tdng nguy co nhidm foan lactic lién quan dén
mettormin. Canh bao bénh nhin kiving udng rugu khi s dung metformin.

Suy ‘gan: BEnh ahdin suy gan o thé lign trign thanh toan lactic lién quan dén
metformin do suy gidm hdl teir iacial odn 161 g ndng 00 lactat trong maw Vi vay,
trdnh sit dyng metformin trén nhilng bénh nhin di due chdn dodn bénh gan
théing qua bang chilng xet nghigm hodc IEm sang.

Thay thé mettormin biing insulin trong trung hap nhidm khudn ndng, chn thigng
sau phiu thudt, co thal.

Nguy co cao thigu oxy mdu va suy thin & bEnh nhdn suy tim. & nhiing bénh nhan
suy lim man tinh Gn dink, metformin 6 1hé duge sU dung, uy ahign cdn gidm sat
thuiing xuyBn chise ndng tim vi thin,

B vii BEnh nhin suy tim cdp linh wi khng da dink: chiing chi dinh,

SU DYNG THUGC CHO PHY N O THAI VA CHO CON BU: Chéng chi dinh thufic
cha phy ni ¢& thal. Phy nilf cho con b cin cdn nhic rén noiing cho ¢on bo holc
ngimg thidc, cin cif vio muc d) quairtrong cisa thulic vai ngudi me.

ANH HUGNG CUA THUGEC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Glumeform 1000 XR khiing gay ha dubng huy&t kii ding don ddc. Tuy nhign, cin
thén trong khi k€t hop thubc vii cac thude tri dai thio duiing khdc vi nguy oo ha
duting huyst.

TUGNG TAC. TUONG KY GUA THUOG

Tang e dyng/ B tinh: Ning df va dic tinh cia metformin ¢ (hé ting boi
cephalexin, cimetidin, cac thudc can guang od iod.

Giam tac dung: Ning 06 va 1dc dung cda metiormin co 1hE gidm b corticosteroid
(udng, hit, 1i8m}, ede chdt wong Wy hormon gidi phéng LK, somalropin,

ma; uiing chifa edn ¢d thé dm kng {1 18 nhifm foan lactic, co thé pay ha duing
huy8l.

TAC DUNG KHONG MONG MUBN cUA THUGE

Tac dyng knong mong muSn (ADR) thulng gap nhal 13 vé tiey héa, Nhilng tic
du;g ndy lidn quan dén lifu va thubmg xdy ra i6g bAL ddu didu 1, nhung thubmg 1
nhat this,

R4t thiing 0dp (ADR = 1/10): RGT loan tigu hda: non, buln ndn, ity chay, dau
bung va chén an. Cde tde dyng nay xdy ra thubing xuy@n han trong giai dogn bit
ddu difu rj v thuding ty ki trong hdu hét cde triing hop,

Thisting gap (1/100 5 ADR < 1/10): R8I loan vi ghac.

R4t hifm odp (1 1& < 1/10 000): R6i logn dinh duling vé chuysn héa: mdm toan
lactic; gidm hap thu vitamin B12. Rai loan da va md dusi da’ ban dd, ngda, miy
day.

Hudng ddm cdch xif tri ADR:

Ca thit tranh nhilng ADR vé tigu hba néu vlng metformin vao blia dn vi ting lidu
@n titng butic.

Khi dung dai ngay co thé co nguy cd giam hdp thu vitamin B12 nhung it quan trgng
vt 1Am sAng vA hiin hOu méi xdy ra, thidu mau hing cu khdng 18, Bidu tri nhiing
truling hop ndy bing vitamin B12 cd két qui 151

Cdn hu v ngling diéu tr) metformin néu ndng db lactat huygt tudng vuni qud 5
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Suy gidm chlc ndng than hode gan [ mdt chi dinh bAt budc phdi nging didu b
mettarmin.

Khi bi nhdi mau co tim hodic nhifm khudn mdu, bdt bude phai ngimg ding
mettormin ngay.

Khéng disng hodc han ché ulng nigu do tng gy ca nhilim acid factic.

NEu nguiii bianh nhin 461 kéo dai hodc duoe didu tri vai ché dd an co lugng calo it
thap thi 18t ahdt 14 nging ding metformin,

QUA LIEU VA CACH XU TRI: Knbng thay giam duong huy8t sau khi uing 85 g
mettormin, mdc di nhim tean lactic d3 xay ra trong lruling hop 46, SO dung
mettormin qua fiéu hodc eb nhiing véu 18 nguy ¢a ddng thii ¢ thE gdy nhidm toan
lactic. Phuong phip hidu gud nhat d8 loai bd lactat va metormin i thim phin
mau.

DAC TINH DUGC LYC HOC

M3 ATC; A10BA0Z

Glumelorm 1000 XR 14 thude tj d3i thio dudng vai thanh phin hoat chdl 1A
metformin, thubc nhdm biguanid. Metformin 1am gidm ndng df duing huydt co
bén va sau khi &n. Thudic khing gy kich thich tigt insulin, vi thé khdng gay ha
dung huygt. Metformin tae dyng qua 3 co ch#" gidm sin xudt glucose d gan bing
cach (i ch® 1n tao dubng va phdn hiry glycogen: tal cg, gia tAng sy nhay cdm cla
insulin, cal \hign viee sl dyng glucose & ngoal bign; fAm cham hdp thu glucose &
ruht.

Metformin kich thich sy 1ng hdp glycogen & 18 bio bling cich tic djng |En men
glycogen synthase.

Thidie gia tang khi niing vin chuyén cia 14t ¢d céc chdl viin chuyén ghwcose qua
mang (GLUT),

Ngoal tc dung ching ting dubing huyEt, metformin c¢dn co dnh hulng cd Igi I&n
thanh phiin cac lipid mau & nhilng béah nhan b ddi thao dubing typ 2. Thade lm
gidm néing o0 triglycerid, cholestarol todn phdn va LDL cholesteral. Khdng nhin
thaly tde dyng tuong L 481 vii vién gidl phong ko dal.

BAC TiNH DUGC BONG HOC

Hap thu: V6i dang vién nén gidi phong kéo dii, sy hdp thu metlormin sau khi vdng
1l hodn ddng ké sowdi dang gidi phong tic thi { Tmax = 7 gio so v Tmax = 2.5
gids).

Tugng W niwi vign gia) phong tWe thi, Gmax va AUG tang khng tuy®n tinh v liéu
diing & giai doan Gn dinh. Sau khi uing lidu 2000 mg mettormin vién gidi phong
kéo dai, AUC quan sat dupe tuong iy nhu khi odng 1000 mg metformin vién gidi
phiong tiic thi, 2 1&n/ ngay

S bién thign Cmax vA AUC clia tiing c& the ¢81 vai metlormin vidn gidi phong kéo
di twong duong khi quan sat wii metformin vién gidi phong g thi,

Khi udng vién gidi phong kéo dai fic ddi, AUC giam 30% (cd Cmax vé Tmax déu
khang bj anh hubng).

B hdp thy trung binh ¢la metformin teong Glumeiorm 1000 XA hiu nhy khiing b
thay i bili thinh phén thic an.

Khiing thay 6 sy tich ty thuic sau kil ding lifu 1p 13 18n 08 2000 mg metlormin
hydroclorid vign gidi phong kéo dai.

Saukhi uSng liéu don Glumeform 1000 XR d trang théi dal, ndng & dinh trung binh
ciia thudic trong huyét wong (2 1214 ng/ mL dat duge trong vong 5 ity (khodng 4 -
10 gid).

Vi chi sb Crmax va AUC @ ngii khde manh 4§ trang thai no hay ¢6i, Glumeiorm
1000 %R cho thiy o6 luong duang sinh hoe vl Glumeform 500 XR, & ifw 1000 mg.

Khi metformin hydreclarid vign nén gidi phéng kéo dai dugc uling 106 no, AUC ting
77% (Cmax ting 26% va Tmax tng khodng 1 gid).

Phan bo: Metformin lién k€ i protein huyt twang & mic 0O khong ddng ke,
Metlormin phin chia vao trong hbng cdu. Ndng dé dinh trong mau thip han trong
Tyt twdng va xudt hign voi khodng thiti gian xdp xi nhau,

Chuyén héa: Metlormin dugc bai tig1 dudi dzng khong dbi & nude tifu. Khdng cd
chat chuyfn hda nao duge im thdy & ngudl,

Thai trix; B thanh thii cla metformin > 400 mL/ phit, Sau khi Ldng 1huBt, thal
gian ban thai khd kifn khodng 6,5 gid. Khi chiic ndng thin bj suy gidm, sy thanh
thii & thin gidm theo 1 1 cda creafinin v vi the kéo dai théi gian ban thai cla
metformin, ddn dén ting ndng &b metlormin trong huyét twang,

auy CACH DONG GOI: Hop 3 vix 10 vign,

HAN DUNG: 36 thing ke i ngay san xudt

DIEUKIEN BAD QUAN: Noi kho, nhigt 4 khang qua 30°C, trdnh anh séng.

TIEU CHUAN: TCCS.

Sén xudi lai

CONG TY €O PHAN DUGC HAU GIANG - Chi nhdnh nha mdy duge phdm DHG t3i Hau Giang
Ly B2 - B3, Khu chng nghiép Tén Phi Thanh - giai doan 1, 68 Tin Phd Thanh, hiyin Chiu Thinh A, Heb Hau Giang

DT: (0293) 3953454 & Fax) (0293) 3953555

[“":r.:::;m:h )

{)0292.3899000

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



