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Each modfi ed-rekase tablet contains
Gllclazlde 60mg
Cortains lactoee monohldrate.
For lndcatim, Contnidbtin, Prccaltton and
Recommended dosage see enclosed package lnsert.
lGep out of the reach and sight of childr€n.
Reed antrI;th pagr bilGt iE rt brfre.,rc.
Do nc use frerthe qiydilr d sr thc podogirqr
Store in a cool and dry place, protect from light,
at temperature below :rcoc
Stff€ in the dirind pacftage.
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Td hu6ng din st} dgng

R--Thu6c b5n theo don

GLICLADA 30 MG MODIFIED.RELEASE TABLETS
GLICLADA 60 MG MODIFIED.RELEASE TABLETS

Gliclazide

AitOau vdi li€u t6itnieu 30 mg/ngdry .

Trd em vd tu6ivithdnh ni6n
Cn,r, co dO liQu nghi6n cr.?u lAm s?rng v6 hiQu qud vd

v?r tu6ivithanh ni6n (duoi 18 tu6i).
chiing chi dinh:
- Qu6 m5n v0i gliclazid, c6c thu6c sulfonYlurO tri

nhom sulphonamid, hoic b6t k!,t6 duqc ndo

-Ti6u duong tuVp 1

- Ti6n hOn m0 vd h6n mO do ti6u duong, nhi6m toan o benh

em

uoc

ti6u

o
'11
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DrId0

MQt vien nen ph6ng thich keo ddi Gliclada 60mg tuong duong voi2 vi6n n6n
phong thich keo dirigliclazid 30mg (Gtictada 30 mg).
Thay !16 glicla4id 80 mg dqng vi€n nen (dqng bao ch6 phong thich hoqt ch6t
ngay lQp tuc) bang vi€n phong thich k6o dai Gticlada 60 mg
MOt vi6n nen gliclazld 80 mg tucrng. duong voi 1 vi6n pnong thich keo ddi
Gliclada 30 mg. D9 d6 co tho thay the nhung cAn duoc tnuc nien vdi su theo
dOi duolg huyet cAnih6n.
Thay th€ thu1c tri ti6u duong dlng duong u6ng kh6c bdng vi6n phonq thich
k6o diti Gliclada 60m9,:Gliclada co th6 duEc dtrng de thay tie cac inu6c"tri tieu
duong dUng duong u6ng kh6c.
Li6u lugng vd thoi gian b6n thdi c0a c6c thu6c tri ti6u duong truoc do n6n
duEc tinh to5n khi thay th€ bang vi€n phong thich keo dai Glictala 60mq.
Khong c6n thiet phdic6 mqt khodng thoigiln chuyen o6igioaihuo" r.nZ. srng
Gliclada.
Li€u khdi d6u li 30 mg vd n€n xem x6t viec di6u chinh li6u cho phu hEp voi d6p
Ong duong. huy6t crla b€nh nhin, nhu m6 td d tr6n.

5l'i tf.y 
J!6 .cho thuoc 

1!6m.gu,tfonytu16 hq duong huy6t voi thoi gian b6n h0y
keo ddti thl c6n ngung di6u tri bdng thu6c ndry mQt vdi ngdy ld c6n tntet O6 tr6nh
hiQu ong cQng hudnq cia hai sdn ph6m (co th6 gay ha olong huyet). N6n sfr
dung phuong thOc di6u tri s& dqng cho di6u tri ban diu khi chuy6n sanq di6u tri
voi vi6n phong thich keo da.i Gticlada, tuc la mOt lieu bdt d6u 3Omg/n{ay, tiep
!!9o ta sL/ gia tiing li6u tung buoc, tuy thu6c vdo ddp f ng chuyen h6a. 

- '
K6t hqp di€u tri voicdc thuOc tr!ti6u duong
Vi6n ph6ng thich keo diri Gliclada c6 th6 duoc x6t nqp voi biguanid, thu6c uc
che alpha-glucosidase hoic insulin.
o nhirng b6nh nhan khong dugg ki6m so6t t6t voi vi6n phong thich k6o ddri
Gliclada, co tho di6u tri pn6i nEp bdng insurin duoi sr.r gi6ms6t vie cnit;hc. 

--
Nhom bFnh ?hdn ddc bi€t
Nguoilon tu6i
Vi6n ph6ng thlch keo ddi Gllctada duq_c_chidinh gi6ng nhu phdc d6 srl dung
thuOc khuy6n c6o cho benh nhdn duoi65 tu5i.
O nhhng b€nh nhdn suythQn nhe d€n trung binh
D6i voi nhirng bonh.nhin ndy, ph6c d6 dirng thu6c co th6 duEc sfr dung nhu d
nhong benh nhan co chuc ndng thQn binh thuong voiviQc theo d6i oein nnan
cdn th0n. Nhong do liQu ndry da duEc x6c nh6n trong c6c thrl nghiQm l6m
s,ang
O nhhng benh nhdn co nguy co hq duong huy€t
Nguy co hq duong huy6t cao & nhOng bQnh nh6n sau:
- Suy dinh du0ng
- R6i loan nOi tiOt ndng ho{c kh6 bu (suy tuy6n y6n, suy gi6p, suy tuy6n thuEng
th0n).
- Do ngurng dung corticoid sau thoigian didu tri krio ddi hoic li€u cao .

- B0nh mach m5u nghldm trgng (b6nh dQng mach vdnh n{ng, b€nh suy dQng
mqch cdnh ndng, benh mach m6u lan t6a).

I nong tm benh nhdn:
NgrI.g",lg ctyon.s h,uy6t,. cirng voi cdc triQu-chung, phuong thr?c di6u tri, vdcdc di6u kien dnh lygngget duono.huv6t n6n qi;; giaithi;h';nJie.i ,'na.vd gia drnh. B6nh nhan c6n duoc th-6ng b6o v6tam q,iin trqng c0a tu vdn ch6y?ilI^oL9:jgglle duc, vd theodoitn,r-ors *rven J,iJis nuyet
Ki€m soat luEng duong huy6t k6m:
Viec ki6m so6t duong huyet d b€nh nh6n dir3u tri ti6u duong c6 th6 bi 6nhhudng bdi bat kv nhung y6u t6 sau oay:iot, .rran'tn;;;;;"i,#ffi;i,&.
i.T,,lllr, 

phau thu6t. frons mQt s5 truons nop tni can thi6t phdi s& dung

HiQu qud ha duorlo huyet c0a o5t ky roqithug.^rgnq triti6u duong, bao gom cdgti,ctazid, blsuy gidm theo thoi gian & nhong benn nian nav co tnE rl oo"."iia,tjjgn.TTg. dQ nghiOm treng cOi benh ti6u 6q"1s, noa. oo giam ddp rrnq voidi6u tri Hien tuqns l?y 0qq: ggila thet bai Ih,? piili k;ac ior nnufri,.,i, [1,tienphat d6ta khi mot hoat cndt xnons c6 hi€u q;el;;;; rie.u pnlp olil fiiHichudn d6u ti6n. Nhung truoc ti6n can xem xet di6u chin"h li6u'thidh 6;;;;"tuan th0 cne oo an u6ng sau do moix6p bQnh nh6n ,ao ,no, thdt baitho phat.Cacxet nghiQm:
Do n6ng dQ hemoglobin A1c (HbAl .) lgig,lgng d0.duong nuyet tinh mach t,cd6i dusc khuv6n khich t191s v.iqc oanh gia kiem-soet d"Jng huy6t. Tqr theo doiduong huy6t cOng co tne nOru icn.
cdc thu6c surfonyrurO tri tieu duonq c6 the gay ra thieu m6u tan huy6t o6ivoib€nh nh6n thidu hut G6pD. C6n thin trqnsid6i il.;;;;s benh nh6n niy vdxem.xet viQc thay the thu6c trong truong hoi.5n iniei."-'
Td duEc:
Gliclada vl€.n-ph6ng thich k6o dirichoa lactose. Benh nh6n co vdn d6 ditruvonhi6m gip: kh6ns Oy1g nqp gatactose, thi6u.nui r"bp ia;i;.";"e.'l;;;i;fiL
glucose-galactose khOng n6n dUng thu6c nay.
Phu nO co thai vi cho con bf:
Thoi kjr mangthai
Clua co nghiOn cuu viQc srl duqg gliclazid tr6n phgr nu m
ooi ,oi cacinrZ.lrrr"nyrure trili6"rE,rqns kh6c thi c,ns .6"[1 ,'lo1l ,yjrtn', 

tu
Kh6ng dirng gticlazid cho phu nO c6 thar.
GliclaZd kh6ng g6y qu6ithaitr6n dQng vat.
can ki6m so6t b6nh ti6u duong truoixni mang thai d6 gidm thi6u cdc r0i ro v6di tat bdm sinh ri6n quan d6n bel-nii6, duong r,iong [iEirioat duoc.
I!9-._u6ls hq duo.ne 

1rvF1 inons thi"l hoe .h. ih;;o Ji#il.1l.r,,n ,, rutua chon d6u tien d6i voinhong.bQnh nhan nby. Vr ,av, tnu6c ,arg oidr'ii, tia,duong non duoc thay th6 bang insurin truoc t'ni manfi'tii" noi. ngr;[d;;;e;hi6n ra c6 thai.
Thei klcho con brt

-c..llu, 
c6 nghien c0ukhdng dinhgricrazid ho6cc6cchdtchuy6n h6a cOa n6bditi6t qua soa me. Vi c6-nguy co gav hB duong nrveti",rh-il; ii6ffi;[i^l;gliclazid 06t vOi phr; no Oang cn-o ion.Oi.



- Ritodrin, salbutamol, terbutali
Tdng duong nuy6t do c6c t6c
crla viOc theo d6i huvet

-D trich ng d6ng m6u
trong benh dai th6o duon g
m6u khid6ng thoi sl} dung
T6c dgng kh6ng mong m

loan ti6u hoa bao g m dau bung, b
t6o b6n. Nh0ng triQu chOng ndy
thi6u
s6ng

5n manh t6m quan trong
sang s& dung insulin

dOng

n: (ti6m Unh mach)
drJlg d6ng yan 82. Nh
NOu c6n thi6t, chuyEn

Hi6u qud d6i vdi vi6c ti6t insulin
Trong ti6u duong tuyp2, gliclazid co tic dUng phtrc hoi
ddu trong dap ung glucose vdr tdng tiet ins.ulin cria pha
k6 trong d6p fng insulin duEc quan s6t th6y khi co sU k

vi€c tiet insulin cOa pha
thu hai. Viec tang ddng

(vjdUj w=arfglin), C6c thu6c nhom sutfonyturO
co th6 dAn d6n tdng t6c gungcOa thu6c ch6ng

. Cdn dieu chinh tieri tnu6c chi6ng OOng.
u5n:

dung b0ain glucose.
Ich thich giy ra bdi m0t

Gliclazid gidm huyet kn6i Oang 2 co ch6 li6n quan den bien chung crla ti6u
duong:.
- Uc ch6 mqt phin k6t tQp vi f6t Oinn ti6u cAu , voi su sut gidm nh0ng ch6t
d6nh d6u trong que trinh kich hoat ti6u cAu (beta thromboglobulin,
thromboxane 82);

Dua tr6n nhCrng thr? nghiQm gliclazid vd c6c thu6c nhom sulfonylurE tri ti6u
ducrng, nhirng t6c dung khOng mong mu6n duoctrinh bay duoi d6y:
TAn s6 duEc x6c dinh nhu sau:
- RAtthuong gap elnO)
- Thuong Si)p ( 1100 to <1 /1 0)
- Kh.ong thuong gap (1/1.0001o <1/100)
- Hi6m gAp(t10.000to <1/1.000)
- Rat hiem gip (1110.000), kh6ng duEc oiet oen (kh6ng ducvc ph6ng do6n tu
c5c giO lieu co oi5 tri)'w
Ha duong huy6t
c0ng nhu c6c thu6c nh6m sulfonyluro tri ti6u duong kh5c, di6u tri voi vi€n
gliclazid ph6ng thich keo dqi c6,tho gay ha duong huy6t n6u dn u6ng khong
di6u d6 dac bi€t la b6 boa. c6 the c6 c6c triQu chung hnduong huyet: dlu dat],
d6i dr/ dOi, bu6n n6n, n6n m&a, m6t m6i, r6i toqn giSc ng.r],-t<icn dQng, hung
hdng, thieu tap trung, gidm nhQn thr?c, phdn ung cti6m, tEm cdm, roiioan tn-i
gi6c, ng6n ngO, run, suy nhucrc, r6i loan cdm giec, chong mit, cim gi6c b6t
luc, m6t khd tU ki6m so6t, m.6 sdng, co gi6t, hO hdp n6ng, nhip tim ch6m, budn
ngi, mdty thucco th6 OAn d6n h6n mOvd gAy tfrvong.
Ngodi.ra, c6c d3u hi6u crla co cho di6u hoa nguochg adrenergic duEc quan
s6t th6y bao g6m: d6 m.6 h6i, da lanh, lo Au, nhip tim nhanh, tdng huy6t 6p,
d6nh tr6ng ngLrc, dau thit nguc vi r6i loan nhip tim.
Th6ng thucrng, tri€u chung se bi6n m5t sau khi u6ng carbohydrat (duong).
Tuy nhi6n, c6c ch6t tao ngot nhdn tao kh6ng c6 hieu qu6. Thr? nghiQm_vcri cdc
sulfonylurE tri ti6u duong kh6c chi ra reng nq ouong huyet co tndtaidiSn ngay
cd.khi c6c bi€n ph6p tr6n da chOng minh ldr ban d6u c6 hiQu qud.
NOu giai doan h.a duong huyot n4ng hoac k6o ddi, vd ngay cd khi duEc ki6m
so6t tam thoi bdng duong, c6n phii chdm soc y te hoac nhQp vien ngay lQp
tuc.

>.^
uOn n6n, nOn m0a, kh6 ti6u, ti6u chdy,
h6ng ph6 bi6n. Co the trAnh hoqc gidm
bdng c5ch u6ng gliclazid vio bOi an

- troat dQng ti6u sqi huyot noi mo mach m6u voi sg gia ting trong hoqt dQng
cia tPA.
Duocd6no hoc:
H6p thu
N6ng d0 tang din trong 6 gio dau ti6n, dqt d6n trang th6i6n dinh, duoc duy tri
tu6 den 12 gidsau khi sir dUng thu6c.
Gliclazid d6 Oang.h5p thu qua duong ti6u h6a.
Gliclazid duoc hap thu hodn todn. Thoc in kh6ng ldm thay e6it6c dQ vi mOc
dQ h6p thu.
PhAn b6

5-!q?lg 95% lien fet vOi protein huyet tuong. Th6 tlch phin b6 la khodng 30 tit.
MoJ li6u duy nhat m6i ngdy crla vicn p_h6ng thich k6o dai Gtictada duy tri nOng
d0 trolg huy6t tuong gliclazid hiQu qud hon 24 gio.
Chuydn hoa
Gliclazid duEc chuyCn -hoa chO you & gan vd bai tiet qua nuoc ti6u : it hon 1o/o

cOa dqng kh6ng thay d6i 9*q. tim thAy trong nuoc ti6u. Khong co ch5t chuyOn
hoa hoattinh duEctim th6ytrong huy€ttuong.
Thditru
Thoi gian ban thdi cria gliclazid tir 12 d6n 20 gio.
Kh6ng 99 thay 06i co v lonia tim sdng trong c6c th6ng s6 duoc dOng hqc d
nhOng bQnh nhin cao tu6i.
Quy c6ch d6ng g6i

xdy rak
6n tr6n

nQp2vix15vi€nn6n.
Di6u kiQn bio quin, han dirng,
Di6u ki6n bdo qudn: Bdo qudn
300c.
Han dunq: 2 ndm kC tu nodv sdn

-

Ti6u chu6n ch6t luong: Nhd sdn

Sdn xuAt bdi:

g c0a thut5c
6nh s6ng, nhiet d0 du6i

TUQ.CUC rnttxc
tNtONC PHONG

e trl,lT,n l(qn/a

t6c dqng kh6ng mong mu

on h KRKA, D.D., NOVO MESTO

Smarje5ka cesta 6,

8501 Novo mesto, sLovENtA

i loan da vd m6 duoida. Ph6t ban, ngOa, mdy day, ban d6, phdn Ong
TENAMYD PHARMA CORP

Anh hu&ng cOa thu5c l6n khi ning l6i xe vi vQn hinh m6y m6c
Khd ndng tfp trung ho{c phdn yng.bi suy gidm n6u lugng duong huy6t qua
thip ho{cqu6 cao hodc do co vin dO v6 thi giac do cdc hien tuEng tr6n gOy ra.
Hay nho rdng ban co th6 gay nguy hi6m cho chinh ban hodc nh0ng nguoi kh6c
(vidU khi leixe hoic sfr dqrng m6y moc). Th6ng b6o cho b6c si n6u:
- Hq duong huy6tthuong xuy6n.
- C6 it hoqc khOng co d6u hiOu b6o hieu ha duong huy6t.
Tuong t6c, tuong ky cria thu5c:
Cdc thuoc sau div ldm tdng nguy co ha duong huyr3t

-

ChOng chi dlnh phoi hEp voi:

bgng nuoc (hQi chung Stevens-Johnson, hoaitOthuErlg bi nhiSm dQc)
- ROi loan hQ thOnq m6u vd bach huy6t: Nhung thay d6i-trol9 huyet hqc ld rAt
hi6m, co th6 bao g6m thi6u m6u, gidm bqch cAu, gidm ti6u cAu, gidm bqch cAu
hat. C6c r6iloan ndy s6 hOiphqc khingung dirng gliclazid.
- R6i loan gan-m?t: tdng enzym gan (AST, ALT, enzym ki€m phosphatase),
vi6m gan. Ngung di6u trin6u vdng da O mQtxuatnien.
- R6i loan mit: r6i loan thigi6c tho6ng qua c6 th6 xdy ra dac biet la khi b5t dau
diiiu tri, do thay O6i luEng duong trong m6u.
C6c truong llqp.gidm hOng cAu, m6t bach cAu hat, thi6u. m6u tan m6u, gidm
toirn th6 huy6t cAu vi vi6m mach di Ong d6 duEc m6 td 06ivOic6c sulfonylur6
tri ti6u ducrng kh6c. Voi c6c trucrng hop sulfonylur0 tri tl6u duong kh6c, quan
s6t cho thAy c6 tdng enzym gan vd th?m chisuy gidm chr?c ndng gan (vidq: u
m6t, vdng da) vd vi6m gan sau khi ngLrng thu6c hofc suy gan d5n d6n trl vong
trong truong hEp ca biet.
Qu5 li6u vi c6ch xt}tri
Tri6u qhfng
Qu6 li6u gllclazid giy ha duong huy6t.
Trieu chfng d mrlc d0 trung binh crla hq duong huy6t md.kh6ng gay mit f
th0c hodc kh6ng co c6c dAu hieu th6n kinh duEc di6u tri bing c6ch b6 sung
luqng carbohydrat, di6u chinh li€u luEng thu6c hoqc thay O6i cne dO dn. Theo
d6i chat ch6 cho d6n khi b6c sI chic chin rdng bQnh nh6n d6 qua kh6i tinh
trqng nguy hiem.
Cac pndn Ong ha duong huy6t n{ng co kem theo hOn m6, co giQt, r6i loan thin
kinh co th6 xdy ra vi y6u c6u phdi duEc nh?p vien c6p c0u ngay lQp trlc.

Duqc lpc hgc:
Nhom duEc lf: ldr thu6c ch6ng d5i th6o duong, nhom sulfonylurO, m5 ATC:
A108809.
Gliclazid la mOt sulfonylur6 hq ducrng huy6t dUng duong u6ng O6 Oieu tri ti6u
duong, la d5n xu6t c0a di vong nitg -
Gliclazid gidm luEng duong 6uyet b6ng c6ch kich thich tiet insulin ti, te bao B
crla ti6u ddo Langerhans. Tdng insulin sau dn vi viQc ti6t C-peptide v5n t6n tai
sau 2 ndm di6u tri.
lrlnnAi nhiunn Aia tinh rtAi vlui ^h,,.,A^ hAa alialazial aAn ^A ;cX^ +i^X rA:.,x':

,rrrsrrV v\.v trrttr vvr vvt vtru)rvtt rlvq, yltutq4lv rvVIt rvrr, Llgrr LItf l t,|r!,I yl.t
mach mdu.




