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Rx
Glucovance,

Vien nén bao phim
metformin hydrochiond 500 mg  glibenclamid 5 mg

THUGC NAY CHi DUNG THEO BON THUGC
E XA TAM TAY TRE EM
DOC K¥ HUGNG DAN SU DING TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST
THONG BAO CHO BAC STHAY DUGIC STNHTNG TAC wcm
KHONG MONG MUGN GAP PHAI KHI SU DYNG TH

Glucovance bao gém hai thanh phdn diéu tri d4i thio dubng dang

\céa metformi

MERRTK

500 mg/5 mg- -

-

Thay. thé pmﬁ'; @8 didu tr] k€t hgp trude 06 voi metformin vi
glibenclomid

Diku trj voi sén?ﬁ:m két hgp nén bt ddu wi liéu tuong du'o&g litu,
ibenclamid trudc ddy trén tlng cd lifu
lwrﬁm ting tit¥dua trén két qui xét nghitm dudng huyét,
Biku chinh liéu
u!u Iugng nen dugc diéu chinh mdi 2 tudn hojc Hu hon, lugng gia
ng khong qua 1 vién, phy thubc vao két gud xét nghitm dubng
huya.sU tang liéu tll t oo thé gidp dung nap 6 d3 day rubtva ngén

uding: biguanide (metformin hydrochlorid) va sulphonyiurea  ngira sy khdi phat con hg dudng huyét.
(glibenciamid). Liku t8ida hiing ngdy

Lidu 163 &3 Suge khuyln cdo 14 2000 mg metformin hydrochlorid/20
THANH PHAN mg glibenciamid m&u}mnglv
Thanh phén hogtchét: Kéthap véilitu Mn.mwaautuummvémm
”m___ bk ;_.- 14 "mm‘-ﬂ- T m“ﬂgmﬂh mmhgummﬁlg A T
Glibenclamid 5mg- . Suythin :
Thanh phén té dugc:cellulose vi tinh thé croscarmellose, polyvidone  Danhgid chu ang thin trudc khi khdi ddu ik tri vdi cdc sin phdm
K30, magnesi stearatva Opadry 31-F-22700. chua me vA 8inh gid dinh ki sau 86.

4 thE xem théumnfmmmmwmgaimchacnlnq
DANG BAD CHE than trénbl 1 ¢4 £GFR trong khodng 50-89 mUiphdt/1,73 m'.
Vién nén bao phim, Vien nén bao phim dai, hai mat 16, mdu ving,  Glucovance st dyng trtn bénh nhan suy thin cb eGFR trong
mitm3tdip's’. khodng 30- phtt]),73 m'" chi trong trudng hop khong cd cée

Gifu kitn k thé 1am tang nguy co nkilbm acid factic vi theo sy

CHIDINH
bléuhdhthtodubngtyplldnguanldn
; dhgumgditumbukhu%tdlédbht‘ﬂtbfdwvbd‘hm
budc dhu wdi metformin hoje glibenclamid khong mang [l hitu
qué kiém sodt dudng huyét thich hop.
. uumd!mqwmacua'éummmpm«w

* metformin va gli mid & bnh nhan cd Gudng huyEt 8n dinh

v Buge ki€m sodt 16t

(LY LUGNG VA CACH SUDYNG
Duding uéing. Chi diing cho ngudi [on,
'I‘Cng quit:
Clng nhu tét ¢3 cac thulic hy dudng huyét, Ii!ut)ng cho mbi binh
:::En:alfuﬂ::)wmw“ﬂﬂg chuyén hda cda ting cé thé (Subng

Diku trj bude hai:

Ngudi 1dn cb chile ning thin binh thudng (88 loc cfu thin ube
lugng (¢GFR) = 90 mL/phdit/1,73 m’)

Khdsi ddu didu tri

Litu ehdi ddu £2'1 vien Glucovanee 500 hojc Glucovance

mgl/2,5mg
500:mg/5 mg ngdy mot Hin. D& trénh hy Gudng huyét, liu khdi ddu
khong dugc vuot qud liéu hang ngdy cla glibenclamid (hoje liu
tm O:UOHQ cta sulphonylurea khic) hojc metformin @3 ding
t

chinh fiéu nhuzu Li¢u hing ngdy 16i da L3 1000 mg metformin va

10 mg glibencl
\nqmmﬂ@uummemmammm_

30-44mL/phit/1,73
Chéng. Jnh Gluetmncc trén b!nh nhin cd eGFR dudi 30
miJ .73

mlhm”

Ligu dwwslmmnmmdﬂmmmmtmmsﬁ
chiic nang than (b&t ddu voi Glucovance 500 mg/2,5 mg); cdn thudng
xuyen kiém tra chic nding than [xem myc Thin trang khi st dyngl.
Bénh nhan tir 65 twbi trd I&n; liéu khdi ddu va liéu duy i cla

glibenclamid phii duge didu chinh cdn than 8¢ gidm nquy co ha
fudng ) bdt 84y gy trf voi Fifu thdp nhit ¢ sin va tanq
Vil ik gy mmmﬂmmﬂw .
Tréem

Khong khuyén ding Glucovance cho tré em (xem mucDWriwhw]

S5 19n ddng thube phy thude viio liu lugng cda tiing bénh nhan:

- Mbti4n mBi ngdy. ding vio bla diém tam sdng, 441 vdiliéu dling 13
1 vitn/ngdy

- Hai 14n mOt ngay. budi sdng va t8i, 461 vai liéu ding 1 2 holic 4
vien/ngdy

=Ba I4n mbt ngay, vio bui sing, truavazcu dsivmlrtu dunqtaa

vign]ngady.

Nén ubing thubic vao bia dn. sulhmmmawmmm

d‘m trén théi quen 3n ubng cla ting binh nhan. Tuy nhitn, sau mbi
 thudc, phdi ding kém mit bla 3n chia carbohydrate cao

d‘ﬁ nginnqitasclthﬂiphﬂmnhﬂubng huyét.

FR2581424
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?"Wgwn“mmﬁ%’k?%‘;‘}wﬂf“&.“”ﬁ"ﬂ‘““"'"‘“ﬁ
ung Glucovar  gid tn i ding thubc gin acid mat
gidm thil ngdvcugﬂnihipﬂaummwrmmmu&d

CHONG CHI BINH )

- Dj dng voi metformin, glibenclamid hode véi cic sulfonylures knac
hoe sulfonamid hodc voi bét co t8 duge nao trong thanh phén cla
thubc; \

- D31 thio Gudng typ | (431 thao dudng phy thubde insulin), tién hod me

#4i thao dubdng;
- B&t ki thé nao clia ahikm taan chuyén hoa cdp [ahy nhifm acid lactic,
nhikm toan thé ceton do ddi thio dudngl; \

~- Suy thin ndng (60 loc cdu than ude lugng (¢GFR)< 30 m/phit/ 1,73 m))

~ (xemmycThn trgng khisizdyng)

_ Cae truding hgp c4p tinh c6 khi naing 14m bién 4] chic ndng than nhu:

m&t nudc, nhikm tring njng, sbc; : -

Tlaani o8 thé oty ntn tinh rang thu oxy md (§3c bRtbRn clipiah hoje

tinhmnguengmnﬁahuhmlhh}dwmdm_mmm!nhsp,
v Y

- -nh6i mbu catim gdn day, ¢ _
- Suygan; nhim 60 rugu cip tinh, nghitn nigu; =
- Logn chuyén héa porphyrin: 2 oy
- Cho con b; ¥ A9
-K!thopv&micwwktxmmlmgr&em, 1;:.
THAN TRONG KHI SU DUNG e e
Nhilkm acid lactic ; i

Qué trinh gidm s4thju mi 83 ghinhjn nhdng phik
quan @&n metformin, bas gdm cd trudng hoptd

tut huytap, logn nhip cham kéo 83i. Kndi phit ci
acid lactic litn quan d&n metformin thudng khong of
theo cictribu ching kndng di€n hinh nhu kho chiu, 62
lo ma va dau byng. Nhifm acid lactic li&n quan 8én mef

tang ty It lactate/pyruvate va néng b metformin hu

chung tang >5 pa/ml 2
Yéu t6 nguy €0 cia nhiém acid lactic litn quan dén metformin bao gém
suythan's&dungdﬁnglhﬂiwimtsﬁmuﬁcnh{t aly (v ga’tc t

e ché carbonic anhydrase ahu topiramate), 1 65 tubi 18, <6 thye
hign xét nghiém ch3n doan hinh dnh sif dung thubc cdn quang. phiu
thultva thyc hitn cdc thi thujt khac, tinh trang thiku oxyvi dyssy tim
sung huyét cdp), ubng nhiku rugu va suy gan. e

Cac bitn php gidm thifu nguy co vl xU tri nhikm acid factic lién quan
@én metformin 8 nhém bénh nhan ¢ nguy co cao duge trinh bay i tiét
trong td hudng din s dyng thubic (xem muyc Lidu lugng vé cdchs
Chéing chidinh, Thn trgng khi st dyng, Tuag tac thutk).
Néu cé nghi nghnhu!mwdhttlpll&nmﬁnu min, nén
st dyng Glutovance, nhanh chéng dua binh nhan d8n benhvitn va
hinh cic bitn phap xd tri. O ahdng benh nhan 83 Giéu tr i
Glucovance, &4 duge chin dodn nhikm acid lactic hogc nghi ngd <o khd
nang cao bi nhikm acid factic, khuyén céo nhanh chong thim tach mau
& diéu chinh tinh trang nhitm acid va logi b metformin bj tich 1y
{metformin hydrociorid & thé thim tach duge voi 40 thanh thii aén
170 mL/phat trong diku kitn huyét 6ong luc t6t). Thim tach mau co thé
13m dlio nguge tribu chdng vi héi phye.

Huéng d3n cho bénh nhin va ngudi nha vé cac tridu ching cia nhiém
acid lacticva, néu nhing tribu ching nayxdy ra, c4n nging thube va bio
cho nhOng tribu ching ndy cho bacsy. L

©6i vai mbi y8u t6 tam tang nguy co nhikm acid lactic litn quan dén
metformin, nhang khuyén cio nhim gidp gidim thifu nguy cava xd tri
tinh trgng nhikm acid lactic lien quan 6€n metformin cy thé nhusau:
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Suythgn
Nhing ca nhilm acid lactic litn quan dén metiprmin trang qué trinh
gidm sat thufic héu mai xdy ra chi yéu trén phdng binhnhdn bj suy than
n@ng. Nguy co tich Iy metformin va nhidm acé lactic litn quan dén
metformin ting ien theo mac 60 nghitm trag cda suy thin bdi
metformin duge thai trd chi yéu qua thin. Keeyén cio lam sang dya
trén chic ndng than cda m@mwwmwmfmw
mﬂ,w:". = W .!— 3
_Tride khi khdi 64 ditu trj vOi Glucovance cdn 85 mic 49 loc cdu thn
wée tinh (eGFR).
- Chéng chi ginh Glucovance trén binh nhan <o ¢GFR dudi 30
mUphliilh.?Jm‘_(nmmcdn&chM
- Khong khuyn cdo khdi d4u diéu trj & benh nhan co eGFR niim trong
khodng 30-44 mUphitf 173 mle - 0y
- Thu thap do fiéu vé eGFR it nbSt T lnfndm & tit cd cde bénh nhan sd
duna Glucovance. O btnh Nhan co nguycotién trin suy than (vi dy nhu
nqudi cac tudi). chic nang thin nén duge dinh gid thudng xuytn hon.
~'.' HUCOYRNCC, ¥ LU “.:;".4': R, fbixs duoi
Iphit}1,73m, 840 gié nguy €0 - 101 ich cavite tép tuc phic 86,
Tuong tée thude
Sd dyng dbng thoi Glucovance vai motss thube cd thé Lhm tang nguy co
nhibm acid lactic litn quan dén metformin: nhdng thube 1am suy gidm
chie nang than ¢4 181 nhing thay i ddng k€ vé mat huy€t 8ong, dnh
hudng t0i can bing acid-base hojc lam tang tich Iy metformin (xem
mye Tudng tde thu6o. Vi vay cdn can nhic theo ddibenh nhan thudng
xuyén hon,
Bénh nhan ti65 tuditrd fén
Nguy ¢0 nhidm acid lactic lién quan ﬂ!@mgﬂqghml_mthwmﬁ
dammwmmmwdm_&wuﬁwﬁmm than,
suy tim cao hon nhding biah nhn tré tudi hon. C4n d4nh gid chic nang
thin thudng xuykn hon d6i wdi binh nhan 16n tubi.
Thfchi{mﬂc_nérnghwpchd'ndodnds&d'mwmfcdﬁ quang
“Titm thudc cln quang c6 choa iod vo noi mach & nhang bénh nhin
@ang Giku trj metformin cé thé din ti suy gidm c4p tinh chilc ndng thin
vA gy ra nhikm acid lactic. Nging s dyng Glucovance trude hodc tgi
thai digm thyc hikn xét nghitm chin dodn hinh 4nh c6 sd dung thubc
cin quang c6 chia iod 8 nhilng bénh nhan ¢6 eGFR nim trong khodng
30 - 60 mL/phdt/1.73 m’, d nhang benh nhan 6 tién st suy gan, nghign
rugu, suy tim hodc & nhing benh nhan sé sl dyng thubic cin quang chda
iod theo dbng mach. Danh gid [3i ¢GFR 48 gid sau khi thyc hitn
xét nghit chiin dodn hinh dnh va s dyng i3 Glucovance néu chic
nang thin 6n
Phiu thugt hodecdc thi thudt khac
Phai ngung Glucovance t3i thoi diém tién hanh phiu thujt c6 gay me
toan than, gdy t& ngodi mang cing hoje tdys6ng. Vige ditu tri cb thé
bAt d4u lgi kndng som han 48 gid sau phu thujthoje sau khibitddulgi
sy nubi dudng qua dubing titu héa va V6i difu kikn chdc nang then 43
duge 8dnh gid 131 v cho thiy @4 dndinh.
Sy ngung si dyng thic 3n va chit idng trong qué trinh phiu thujt hojic
thyc hitn cic thi thudt ikhdc o6 thé tang nguy €0 gidm thé tich, tyt
iyt p va suy than. Nén tam thoi nging sil dung Giucovance khi binh
nhan bjgidi hanhvoqﬂu)cénv}d\ﬁtlhqhm
Tinh trgng thiu oxy
. Qua trinh theo 687 haw mai 83 ghi rhan mot s&ca'nhilm acid lactic litn
quan 8n metformin xdy ra trong benh cdinh suy tim sung huyé: cip (¢3¢
bitt khi b kém theo gidm tudi miu va gidm oxy huyét) Tedy tim mach
{s6c), nhéi mdu co tim cdp, nhikm khusn huy€tvd cc bbnh Fkhic lien
quandén gﬂmmhuﬂtcﬁnﬁilt&nquinvﬂinmbnﬁuﬁd lactie vs cing
c6 thé gay nita huy€t trudc than. Khi nhing bién 6 niry Xdy ra, nging
Glucovance.
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Rugu c6 khd nding dnh hudng d€n hitu qudicda metformin l&n chuyén
héa lactate va tl 06 o6 thE lim ting nguy oo nhibm acid lactic litn quan
@én metformin. Cinh bdo bdnh nhan khong ubng rugu khi'sd dyng
Glucovance. :
Suygan
Benh nhan suy gan ot thé tién trién nhibm acid lactic litn quan dén
metformin. Difu ndy cd thé do suy gidm thii trd lactate din t6i ting
- néng 8% lactate trong mau. Vivay, tranh su dyng Glucovance trénnhing
bénh nhan @ duge chin dodn bénh gan thdng qua bling ching xét
nghiém hodc 1am sdng. | -
Ha duling huyét
Vi thinh phdn c6 chta sulphonylurea, Glucovance cd nguy co gay khdi
phitcdn hp dubng huyEt Sau khibdt dbu ity tri, mot sy chink liéu oy
tién cé thé ngan ngira sy khdi phidt con ha dubing huyEt. Chi nén chi dinh
dﬁ!:mntu b4nh nhan tusn thd mdt lich trinh bda 4n déu 84n (bao gém
an sng). Didu quan mg 13 lugng carbohydrate “?‘ua véio phai déu d3n vi
nguy €0 hy dudng huyét tang [&n khi &n mubn, khdu phan ca rate
"khbng a4y 80 hodc khong can d6i. Ha ubng huyét ggh U khd naing
xdy ra trong trudag hop ch€ 30 an ubng han ch€ ndng lugng, sau khi
luygn t3p thé dyc cubng 89 cao hoje kéo dsi, khi ubng rigu hoge trong
qué trinh sd dyng mdt phii hgp cla ¢ac técnhidn ha dudng huyét.
Chdn dodn
Cic tribu chilng ha Qudng huyét 13: Gau a8y, 361, bubn ndn, nén, cye ki
metmdl, r6i logn gisc ngd, bn chén, hung hing, gidm tip trung va phin
ung, trém cdm, 15n Ion, rBi loan ngdn ngd, rbi logn thi gisc, run rly, i
va dj cdm, chong mt, mé sing, co gidt, ngl ga, hon me, thd ndng va nhip
tim cham. Do sy diku hba ngudc gdy ra bdi sy ha Subng huyét, o thé

mmﬁ.mm».mmmummnu-_m-m@ﬁ?m%

thit ngye, logn nhip tim. Che tribu'ching sau c6 thé

dudng huyét dikn tién chim, trong trudng hgp bénh thén kinh ty chi
. hojc khi btnh nhan ulng céc thudc chen beta, clonidine, reserpine,
guanethidine hojc chat kich thich giao cim.

Xy khi ho duting huy€t

Ciic tritu ching ha dudng huyét trung binh khong gay mat y thic hoje
khong o6 cic bi€u hign than kinh nén duge xd Iy bling cich ubng dubng
ngay. Phéi ddm bdo chinh lidu vijhode thay 661 kitu bla M_I.Nhar;g phin
Ung ha dudng huykt nghitm trong vi hon me, co gist hojc o6 déu hitu
Maﬁnhkhkdngeﬂm!dymﬁdnmmgg uy t€ ngay bing
céch titm tinh mach glucose mot khi nquyen nhan duge chin dodn hoje
nghi ngd, trudc khi nhanh chéng dua btnh nhan nhjpvitn.

Vige chon fya cdn thin bénh nhan, liéu lugng va hudng din 64y 46 cho
binh nhan 13 quan trong 8€ gidm nguy co con hg dudng huyét. Néu binh
nhan gip phdi con hg dudng huyét lp 13i, nghidm trong hode két hop voi
sy khong c6 { thdc vé trgng thi, nén xem xét Iya chon phuang phip
diéu trj 6ai thdo dudng khic hon 2 Glucovance.

“Clicyéu 16 ta0 diku kikn cho ha Buding huyér: :
"= duihg d6ng thoivei rugy, dEcbitt 13 k€t hop voi nhin d6i,

= bnh'nhan ti chi hodic (G3c bitt & benh nhan 10n tudi) khong 6 khi
nang hop téc,

- suy dinh duding. 4n ubng khong déu, bd bia, nhin ddi hogc chuyénsang
ché b dnkitng, y WA s

~ mit can biing gida t3p luyen thé chit va lugng carbohydrate 3n vio,
sty thyn,

= Suygan njng,

- qud liéu Glucovance, " i e

- chc rbi logn ndi ti€t ndo dd: sty tuyn gidp, suy tuyén yén v tuyén
thugng than, :

~ diing 66ng thoi voi mot s8 logl thude khace (xem myc Tuong tée thude).
Bénh nhan (b tusl

D0 tubi tir 65 tuli trd I&n 65 dugc xdc Gnh 1a yéu 16 nguy ca cho hy
dubing huy€t 8 banh nhan ity trj voi mw&i&w{mnhand‘gn
ha GuSng huyet & ngudi 16n tudi. Litu khai 8u va liéu duy tr cia
glibenclamid phdi dugc diéy chinh cdn than a8 gidm nguy ca hp dudng
huyét (xem myc Lidu lugng v cdch sirdyng).

Suyganvdsuy thin

Duge 4ong hoc vAfhoge duge Iye hoe cda Glucovance cb thé thay a6i &
benh nhan suy gan hodc suy than nng. Néu ha dudng huyét xdy ra &
nhilng bbnk nhdn ndy, nd o6 the kéo dai, vi phdi tién hanh diu trj thich
hap. ; '
Théng tin cho bénhnhdn

Phii gia! thich cho benh nhan vi ngubi nha cda ho vé Aguy co hg dudng

1 hu,{ﬁ:ﬁc triby chipg va cach diku tri, cing nhu cac tinh trang cd thE

Iactic trong trudng hop o6 cicdiu hitu khong djc hitu nhuvop bé ca 8i
kim vl r6i logn tibu haa, dau byng v suy nhuge ngng, khé thd do nhifm
acid, hy than nhittva hon me;

D3c bitt, bbnh nhan phai duge thong bio vé tm quan trong cla vike
tulin thy ché 4 @n, theo mot chuang trinh t3p thé dyc déu djn va kiém
g xuydn,.

huyét

thujt hoge bt cd nguyen nhan ndo gay mit bl
insulin tam thoi nén dugc dy kién thay cho didu

trj mdy.

Cictrity ching cda tan huy€t 13: 87 tifu tang, khit nude 40 doiva

T

Chile nling tim - sy

Bénh nhan suy tim dEed nguy ca gidm oxy va suy thin. O bnh nhan suy

timman 6n dinh, Glucovance o6 thé dugc s dyng néu theo dbi 64y d3n

chiienang tim va than. R

Chiing chi dinh metformin & binh nhan suy tim cSp vi khang 8n finh
i sohl _ g hei)

biglbenclamidvéichcthubekhbe

Kheng khuyén cdo s dung d6ng thoi glibenciamid voi rugu,
phenylbutazone hodc danazol (xem myc Tuang tdc thudd).

Cic bénhnhily

Thang bio chabic sinéu ban dang mic.céc binh nhikm tring nhu cém
ctm, nhikm duding hd hip hodc nhibm tring dudng tifu.

Nhdng luuy

Tétcé bénh n tibp tycché 8% &n ubing cla ho, voi sy phin bl Bku

pobydrate 3n vao trong ngdy. Ndng bbnh nhan gud can

a%n lupng carbo
‘nén ti€p tyc chEicd i ing lugng
xuybn edng edn thiktnhu ucovance.

Cicxétnghitm thong thudng d€ theo dbi binh 84i thao dubng (glucose
huyét, HbATc) phdi duge thychidn thudng xuyen.

Diku tricho bnh nhan thiéu hyt GEPD vdi céc sulphonylureacd thé din
dén thifu mau tn huyét. Vi glibenciamid thude nhom thutc hoa hoc
sulphonylurea, nén than trong khi st dyng Glucovance & bgnh nhan
thiy hut G6PD va ¢ the can nhic vite thay the bing mot thubc khac
khdng thubesulphonylurea,

Vi sén phdm ndy c6 chua lactose, chéing chi dinh trong trubng hop

. galactose huytbdm sinh, hoi ching kém hip thu glucose vi galactose
"o trong truBng nop thiiTactage e e
SU DUNG CHO PHY NT €O THAI'VA CHO CON BU

- Thang bdo cho bac <7 nku ban dang mang thai, ban nght ban cd thé
hojc dang cd k€ hoach mang thai. Trong subt thdl ky mang thai, binh
@41 thao dudng nen Guge diu Ui biing insulin. Néu ban phit hien ban cb
thai khi dang diing Glucavance, tham khdo y ki€n béc 57 6€ ho 6 thé
'ﬁwd&iw%ﬁc&am
~Khong duge ding Glucovance néu ban dang cho con bis hojc néu
m@g&ﬂmﬂomh&. .

L% b izl b U
TACBONG CUA THUGC KHI LA XE VAVAN HANH MAY MOC

Bénh nhén phi Guge cdnh béo vé nhing tridu ching ha Budng huyét va
c4n phai than trong khi 1] xe hogc vin hinh miy méc.

SN
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Sukét hap chéing chi dinh
Lign quan 8€n glibenclamid
- Miconozofe (ding todn thin, gel nhdy dwiing migng): ting téc dung ha
dudng huy€t 6 the kndi phat voi cdc biky hign ha dudng huyét hojc
ngaycd hon me (xem myc Chéing mldjnh
Sukét hop khong khuyén ding e vy
© Litnquan @€nsulfonylurea o
- Rugu: the dyng chéng nghien rugu (khong dung nﬁnw] dicbibtdsi
woi chlorpropamid, glibenclamid, glipizid, tolbutamid.
Tang phin 0ng ha dudng huyét (dc ch phin dng béi hssn), c6 the gk
déng khdi phat hon mé ha dubng huyét (xem mwllon rrwvg.lum sir
“dyng).
Trinh s dyng rugu hojic cie thube chia cin. -
- Phenylbutazone (dung todn thén): 1amitang téc dyng ha dudng huyét
cda sulfonylurea (thay thé sulfonylurea t3i vi tri lifn két vai protein
vafhode 1am gidm sy thdi trd cda n6). T6t hon nén diing ﬁcﬂwﬁg khang
vitm khac cd twong tac it han, hoje cnh bio.chg binh phan, % ta
o cuting ty kiém tra; néu'cdn thiét, diéu chinh fifu trong'qué trinh diéu 1
vdithude khdng viem va sau khinglng s dyng. -
Litn quan 8€n tat ca cée thudc di€u tri dai thio dubng
= Danozol:Néu sy két hop khong thé trinh khéi, cénh bao chobgnh nhan

ﬂluﬂ(
Sau khi

va ting cuing ty kiém tra dudng huyét. C6 thé ¢y chinh
diku tri 43] thio Gubng trong qud trinh didu tr voi danazol v
nging sil di
I.ihlqulnﬂ'n metformin

- Rugu:Ngb do< rugu b litn quan dén l.‘-ng ¢ co nhikm ictic,
d3cbibt trong trudng hop nhin déi, 5uydmhdu o@es.wgan.

g Glucovance
nang than a4

dugc danh gid I3i va cho thdy 83 6n dinh, xem cdc mye Lifu lugng va
céch st dung va Than trong khisd dyng. b

ung.
vsﬁgﬁﬁ ﬁnﬂt;ﬁgﬁlﬁsu a6, vé di!u <hi deﬂ

Nhing két hgp cdn thin trong
Lién quan 8€n tit c cic tic nhan trj 84 thio Auang
- Chiorpromazine: 0 1iéu cao (100 mg chlorpromazin
tiang dudng huytt (13m gidm sy phong thich insufin). &
Thzn trongthrsdﬁung cdnh béo cho béah nhan vi (3ng
duong huykt. Cothé dihuﬂlﬁhwtﬂutrr it thao 4
.mmvﬂWMﬁmmngﬁmﬂm :
= Corticosteroids (glucocorticoid) vi tetrocosactide (ding dudng todn
thdn vé toi chd): 1am tang dudng huyEt, thinh thodng &1 kém véi ching
@ ceton (gidm sy dung ngp carbohydrate vdi corticosteroid).
Thin trong khi sd dyng: cinh bio bénh nhan v ting cubng ty kifm s
mmmummww&mwmmmmm
wii corticosteroid va sau khi ngding sl dyng.

-Chdtdldvénurob?ltmungm huyét do chit ch 2,
,.m mmmm ' ig ki tra dudng

d‘l nqua difu tribing insulin. . k

Lién quan ﬂ'n metformin

- Mot s6 thutic c6 thé ism thay di chdc ndng than theo hudng bt lgi,
lam ting nguy co nhilmacid lactic, nhu thusc khing khong steroid
(NSAID), bao gém cac chat dc chE cyclo-oxygenase 11 chon lge,
dﬂtﬁcdﬁmmdluyén.dﬁtm;:“thuﬂﬁang n ll va cde
thube lgi tify, d3c bidt cdc thudc Igi tiu quai. Khi bAt 84U <J dyng hojc

dang sd dyng nhing thutic niry két hop vdi mtrlofmm.cb theo dbi chit
chtcﬁcﬁ;#éng thin. n
- Cdc chdt viin chuy€n cation hiu ca (OCT}: etformin tedacd
--mdlmndm& ocm vbm‘gém mm
+  Cacchst dc ché OCT1 (nhu verapamil) cé thé Jam gidm hitu gud cla
metformin,, !
*1 Chdt cdm ung OCT1 (nhu rifampicin) ¢ :b! lam unﬂlp thu &
Gubng tiku hdava ting hibu qus ciia metformin,

»  Cdc chdt dc ché OCT2 (nhu cfmdlne. ravir, ranolazine,
trimetoprime, vandetanib, isaviconazole) 1am gidm sy thai
trﬂmdunmmwhhvtdn&dﬁdnﬂngnﬁnqaommmn
trong huy€t tuong.

= Cdc chit de ch€ c3 OCT1 vi OCT2 [nhd crizotinib, olaparib) cd thé
1am thay d6i hidu qud vi sy thii tri qua than cda metformin.

Do 86, cén thyn trong khidiing chung céc thube nayvoi metformin, djc

bitt & bpnh nhan suy thin, vi néng 60 metformin trong huy€t tuong cd

thé tang. Néu cdn, c6 thé xem xét diéu chinh liéu metformin vi céc chit
¢ ch€/cdm dng OCT b the [am thay d6i h%uqn.\ichmetfwmm

Lién quan &€n glibenciamid

_-Chdt chen beto: Tht ca che chit chen beta che gisu ditﬁhdﬂﬂngcﬁa
“hia dubng huyEt: K6l hopva chilng tim d3p nhanh: hiu hét cdc chitchen

" beta khong chon loc trén tim fam gia ting ti 1& mac phdi va moc 4 trdm

trong cba hp dudng huyét.

Cinh bao bénh nhan, tang cubng ty kifm tra dudng huy€t, d3c bidt lic

bt 0du Bk tr, S
,ercmudcachm {coptopril, enolapril): Cac thubc dc ché
6udng huyEt. NEu cin thik, ditu chinh litu

i - Msﬁtmﬁwﬂhﬁwlmmﬂm

: nvidnmuunmsﬂdung.
- Fluconazole: Gia tng thoi gian bdn thii cla sulfonylurea, c6 thé khdi
phat nhdng bi€u hitn ha dubng huyét.

Cinh béo binh nhan va ting cudng ty ki€m tra dudng huyét, cé thé ditu

ehfnhh!u!mmu&cﬂutﬁﬁimwmm thii gian diéy trj voi
fluconazole vi sau khi ngiing s dyng thubic ndy.

= Bosentan: Nguy co lam gidm tic dyng hy dudng huyét cla
glibenciamid vi bosentsn Iim gidm néng @0 huyft tuong cla
glibenciamid. Gia ting nguy co tang men gan 43 duge bdo cdo & bénh
nhan ding 86ng thai glibenclamid voi bosentan.

Cinh bdo b¥nh nhan, bit ddu theo ddi dudng huyt vi céc men gan va

ditu chinh liéu lugng thube 8iku tri 83i thao duding nfu cdn thiée.

- Coc thube gbn ocid mdt: Khi diing 8ng thai vi thubc gin acid mat,
 néng 80 trong huyét tuang coa glibenciamid gidm cd th din atn hity
“qud gidm dudng huyst kém. mmmnmnmucm nky néu ubng

glibenclamid vio mdt thai diém nhat djnh trubc khi ubng cic thube khic,
gﬂmmmmmmmnnmwummumm
acid mat.

Litn quan thi ghibenciamid.
muammammmmdam

rﬁcwmn&m
Cée tie dyng ngoai § sau b thé xdy ra khi difu trj vdi Glucovance, Cc
t4n 36 duge dinh nghla nhu sau: it thudng: 2 1/10; ﬂulbn? 2 1100 va
< 1f10; thudng: = 1/1000 v& < 1/1 annmﬂ

Uigdh umn <1hm R >

Cic xét nghitm:
Khéng thuing: ting th nhe d€n trung binh néng 0 creatinin va ure
huy€t thanh.

Réthi€m:  gidm natri huyét

REi loan mau v hé bach huyt:

Cdcr6i logn ndy 8 mit 6 khi ngling diku tri

Rt hitm: mmmmm s i tan hayé, b3t sin tiy
- -mmums&-ma ST,
Mg 16i logn vi gidc. y '

Réilogn mit: "

Cac réil loan mgmctboangquamth!xivnlﬂcbitﬂu @iku 1 do
gidmmie dudng huyéL
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R&i logn titu hoa:

Rt thuong: cic rfi logn titu hdéa nhu non, budn non, titu chiy, dau
byng va chin dn. Céc téc dyng Ew ¥ ndy xdy ra thudng
xuyén hon trong giai doan bt ddu didu trj vi ty héi phyc
trong hdu hét cdc trudng hop. DE ngin ngira, Glucovance
dugc khuyén cdo ding mdi ngay 2 hodc 3 Hn. Sy ting lifu
chim cing c6 thé cdi thign dung nap & Gudng titu hoa.

Réi logn da v mb dudi da:

C6 thé xdy ra tuong tac chéo gida sulphonamid v cic dlin xut ciand.

Hiém: cdc phdn dng trén da nhu ngla, may day, bansdn.

Rdthiém:  viem mach di dng da hodc ndi tang, ban 46 da hinh, viem
da troc manh, ching nhay véi 4nh sdng, miy Say tién trifn
thinh njng.

R logn chuy®n héa va dinh dudng:

Ha duding huy€t [xem myc Thdn trong khisd dyng).

Khéng thuing: cic con rSi loan ch
chuyén hoa porphyrin biéu hitn & da

Réthi€m:  nhikmacid lactic (xem mye Thin trong khi strdyng)

Gidm hdp thu vitamin 812 kém theo sy gidm néng 4o

trong huyét thanh khi ding metformin |4y dai. Khuyén

Ca0 xem xét 8én nguytn nhan ndy nfu bénh nhan bj thigu

mau héng cdu khd

mnmlumgtuduurﬁmm khi ubng chung véi rugu.

R&i logn gan

Rt hi€m: xtt ngh-tm chie niing gan bt thudng hojc viem gan 8bi
héi phédi ngung diéu trj.

Théing bito cho béic sT hay duge si nhing tic dyung khéng mong mudn

giip phii khi s dung thude.

QuALifu

Qué liéu cOng c6 thé gy hy dudng huyét gfp do sy hikn ditn cla
sulphonylurea (cem myc Thin trong khisdrdyng).

S dyng qud liéu hodc sy tén tgi dbng thoi nhing yéu téngwcacéﬂd

déin 8€n nhikm acid lactic do sy hitn ditn cia metformin. Nhikm acid

lactic 1 trudng hop cfp cdu y khoa vd phii duge dibu tri tal binh vikn.
Diu trf hu hitu nhit 3 1y di lactate vi metformin bing thim tich
mdu.

Sy thanh théi huyét mngcda glibenclamid c6 thé kéo dai 6 nhing
bénh nhan od bénh vé gan. Vi glibenclamid lign két manh voi protein, né
«hong bi logi tril bing thim tach.

DUGC LYCHOC

Nhém duge : két hop gida Biguanides va sulphonamid.

M4 ATC: A10BDO2.

Metformin I mdt biguanide c6 tic dyng chéing ting duding huyét, lim
gidm cd glucose huyét twong co bin va sau khi an. Metformin khong
kich thich sy tiétinsulin v vi thé khong gy ha dudng huyét.
Metformin 6 thé tac dung qua 3 co ch:
lllfﬁmwmmmumamwumocdeqmmma
sy hiy glycogen

(2) 0 co, gia tang sy nhay cdm cda Insulin, gia ting hiip thi va s dyng
glucose d ngogi bin

(3) Lam chm hdip thu glucose d rupt.
Metformmmuﬂchsuwnghqurmqendréuoungdcmccong
Itn glycogen synthase. Metformin gia tang khd néing vin chuyén cla
céc logi vin chuyn glucose qua mang (GLUT).

' ngudi, ngodi tac Adng trén Bubing huyét, metformin con tic dbng cb lgi
cho sy chuyEn héa lipid. Didu niy 83 Suge ching minh qua cic nghign
cuu 1dm sing <b nhdm chdng trung va dai han, 0 cac libu Gifu tr).
metformin m gidm muc cholesterol toan phdn, mdc cholesterol ti
trong thép (LDL cholesterol) vi mc triglycerid. Cho d@n nay, céc thi
nghitm l8m sing dugc thyc hibn vdi libu phap két hop gidla metformin va
glibenclamid khong cho thiy tic dyng cd lgi ndy trén chuyén héa lipid.

Glibenclamid 14 sulphonylurea the ht thl 2 c6 thdi gian ban théi trung
binh: gay ha dubng huyét c8p blng cich kich thich aidi phéng insulin &
tuyén tyy, tic dung ndy phy thube vio sy hitn ditn cia t€ bdo beta chic
ndng d ddo Langerhans, 3
Su kich thich bii ti€t insulin cba glibenclamid nhim dap dngvoi bla an
od tdm quantrong dns. -

Vigesd dyng yabendamrd trong bénh 84 thao dudng g8y ra sy gia ting
d4p dng kkh ﬂud' insulin sau blia In. S gia ting d4p dng insulin sau

1\ m tjitnhat
: rd.lmkl efgu ché. :ﬁv} Hnf b %‘" {7
nhung :ﬂc chung 04 sung cho rﬂuu.Gl’bendamic kich 1 thich

tuyén tyy hii insulin, trong khi metformin lam gidm sy dé khéng cla
t€ bao 46i voi insulin bing cich tic 8ong 1en sy nhay cm insulin ngogi
bien (co dgan.

Két U cdc thil nghitm l4m sang mi @el, cd nhdm chdng voi
mngdiéumuamtomﬁpzkhd @ip Ung
i metformin Hodc dmmm.dﬂuan
ching 6 ring sy két hop cd CAg PN trong

Bgnh nhi

Nghien cdu am sing, nbccu. c6 nhém ching trong 26 tudn thc it
trén 167 binh nhi ti 8/8&n 16 tudi bj ddi thio dudng typ 2 khang dap
Ung vl chE 89 an va thp thé dyc, cb ho¥c khong o6 Giéu tri voi thubc
di€u tri dai thao dudng ubing, dang phsi hop ¢ dinh gida 250 mg
metformin hydrochlorid v 1,25 mg glibenclamid khong cho higu qua
hon metformin hojc glibenclamid trong m:gﬁnHMlc
Snvolbindiu wm{.mmﬂdungﬁimmchobm

( sy srwa- 2 DMt BWAST
Litn quan 3&n sy ket hop
Sinh khi dyng tlia metformin v glibenclamid dang phéi hop tyong tu
khi ding cling lic mdt vitn glibenclamid va mdt vitn metformin. Sinh
khd dung cla in trong dang ph&i hop khéing bi dnh hudng bdi
thdc an. Sinh dungmghbendanldmgdmﬂnﬁhwmm
3nhh*u6ngb6|_ hmmammdaw gia
tdng khi an.

ubng metformin, néng db t6i da trong huyEt tuong
{Cmax) 83t duge sau z.s gTb (Trm! Sinh kha dyng tuybt dbi u.'n vitn
metformin 500 mg hodc 850 mg khodng 50-60% & ngudi khbe manh. Sau
khi ubng thulc. phdn khong hp thu duge tim thiy trong phin 1 20-30%.
Swuiu&gthﬁc.whsnmuohmtrmmuuomummm

toan. cﬂodmdmmhocoﬁawhﬁn tin khong
tuy€n nhing li€u metformin thong th uing va 1t gian ding
thuuum- n&qsohum:umam:wsna‘nh amuoumng .
vbng 24 8€n 48 gid v thang thudng it hon 1 pg/mi. Trong cic thi nghitm
1am séng c6 ching, nfing 80 metformin trong huyét tuong t6i da
{Cmax) tqua 5 ug/ml, ngayddhtucaonrdt.
“Phinbd —

Likn két vdi protein huyét tuong kho k€. Metformin phan chia vig= ==
Mdmﬂmﬂaunhmmu"tgmmhmmﬂm -

hitn vdi khod geanﬁpxinhau.ﬁbéohﬁngduginrﬂ\udqidm
cho ngan phan b thd cip. ThE tich phan b trung binh td 63-2761.
&&rd&rsmhm

Metformin duge @8o thii dudi dang khong d6i trong nudc tiku, K.hﬂng:é

chat chuyén héanéo duge tim théy 4 ngudi.

Bao théi

D) thanh thii & than cla metformin 13 > 400 miphit, cho thay ring

mmmwlquawmommnmmdwwm

thudc, thoi gian ban thii kha ki€n khodng 6,5 gio. Khi chie nang

:bm suy giam, sy thanh thii  than gidm theo tf I cla creatinin va vi
thé thdigian ban thai kéo dai, din dén gia tang ndng 49 metformin trong

huyEt tuong.
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Litn quan 8¢n glibenclamid

Hép thu

Glibenclamid duge hip thu déng ké (> 95%) sau khi ubng. Néng 8 dinh
trong huy&t tuong dat duge sau khodng 4 gib.

Phén bd

Glibenclamid lien két manh voi albumin huylt tuong (395%), Bidu niy cé
thé gidl thich cho vai tuong ta< thubce

Bi€n d8isinh hoe

Glibenclamid duge chuy€n héa hodn todn  gan thinh 2 chdt chuyén
hoa. Suy t€ bio gan 13m gidm sy chuyén héa cdlg libenclamid va lam
chym sy 8o thai déng k&,

Ddo thdi

Glibenclamid fugc bai tiét 4 dang chit chuyén héa qua mat (6096) va
nudc tiku (40%), sy @40 thii hodn toan trong vdng 45 i 72 gid. This
gian bdn thi cuditu 4 8€n 11,gi0. Sybai tiét cia chit chuyén hda d mat
giating trong trudng hop suy than, theo muc 40 suy than cho dén khi 86
thanh thai cda creatinin 13 30 mifphit. Vi vay, sudso thii glibenclamid
khong bj 4nh hudng bdi sy than mikn sao sy thanh thii creatinin vin
cOngid trén 30 mij phot.

Bénhnhi.

Khong o6 sy khilc bidt vé dupe ddng hocdllgl ibenclamid va metformin
gi0a BEnh nhan tré em vh ngudi trudng thanh khde manh phis hop vé
gidi tinh va can ngng.

BAO QUAN

Nhitt 4 khong qué 30°C
XATAMTAY TRE EM.

KHONG DUNG CHO TRE EM.

HAN DUNG
36thang k€ 10 ngay sdn xudt
Khong diing thuc qué han ghi trén nhin.

TIEU CHUAN
Titu chudn cosd.

SAN XUAT TAL: -
Merck Sante sa.s
2 ruedu Pressoir Vert, 45400 Semoy, Phéap.

NGAY CAP NHAT NOI DUNG TO HUGNG DAN SUDYNGTHUGC: theo
CCDS 5.0 gy 06/07/2015 vi CCDS 6.0 nghy 02/05/2016

Pt

-

FR2581434



