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Ry - Thube bén theo don

GOLDDICRON

(Vién nén gidi phong cé kiém sodt gliclazid 30 mg)

CANH BAO:

Chi dung theo sy ké dom cua bac si.

Néu can thém f]wng tin, xin hoi y kién béc si.

Khéng ding qua liew chi dmh

Xin thong bao cho bac'sT biét edc tac dung khng mong mudn xdy ra trong
qua trinh sir dung.

Dé thudc xa tam tay tré em.

Doc ky hiedng dén ste dung trude khi sic dung.

Khéng dimg thude da qué han sie dung.

THANH PHAN: :
Moi nén giai phong c6 kiém soét c6 chira:
Hoat chat: gliclazid............... 30 mg

Td dwpc: mannitol, acid stearic, sip carnauba, dinatri phosphat khan,
hypromellose type K4 MCR, magnesi stearat, silic dioxid keo khan,
hypromellose type 5 cps, macrogol 4000, tale, titan dioxid.

DUQC LUC HQC :

Gliclazid la thudc chéng ddi thdo duong nhom sulfonyluré. Tac dung chu
yeu cta thude 1a kich thich t& bao beta tuyén tuy gidi phong insulin. Vi viy
thude chi ¢o tac dung & ngudi bénh khi tyy con kha nang san xufit insulin.
DUQC PONG HQC

Gliclazid d& dang hép thy qua dudng tiéu héa. Nong dg dinh cua thude
trong huyét tuong dat sau khi ubng khoang 2 - 4 gi¢s. Thudc gin manh véi
protein huyét twong (85 - 94%). Thoi gian tac dung kéo dai 12 gid hoc
hon. Gliclazid dwoc chuyén héa manh & gan thanh nhing san phém khong
con hoat tinh. Thudc chua bidn di va céc chit chuyén héa dao thai chu yéu
qua nudc tidu (60 - 70 %); khoang 10 - 20 % qua phén & dang chuyén hoa.
Nira doi thai trir cua gliclazid khoang 10 - 12 gid,

CHI DINH:

Ddi thdo dudng khong phu thude insulin typ 2 ma ché 6 an kiéng don
thuan khong kiém soat duge glucose - huyét.

LIEU LUQNG VA CACH DUNG:

Dung cho ngweoi lon.

Liéu ‘hang ngay cb thé dao dfng tir 1 dén 4 vién mdi ngdy, twong tmg véi
30 den 120 mg gliclazid, ubng mjt lan duy nhit.

Nén udng thude trong bia in séng.

Khéng nén be vién lhuoc

Néu quén uéng thuoc mot ngdy, khong ubng b trong ngay hom sau.

Ciing nhu véi tit ca cac thube ha duong huyét khac, phai chinh liéu theo
dap g clluyen héa di voi timg bénh nhan (duong huyét, HbAlc).

Liéu khoi dau :

Liéu khai diu dugc khuyen céo la 1 vién/ngay (30 mg/ngay).

Néu dudmg huyét duge kiém soat thoa déng, co thé ding liéu nay trong diéu
tri duy tri.

Néu dudng huyét khéng duge kiém sodt thoa déng, c6 thé tang heu 1én 2
vién (60 mg), 3 vién (90 mg) hay 4 vién (120 mg), biing cach ting liéu timg
néic, mdi 1in tang liu cich nhau it nhit mot thiang, ngoai trir & nhimg bénh
nhan 6 dudng huyét khong giam sau 2 tudn dleu tri. Trong trudng hop nay,
co the d& nghi tang lieu ngay ¢ cubi tuin thtr hai diéu wi.
Lidu téi da duoc khuyen cao 1a 120 mg/ngay.

Bénh nhén trén 65 tuoi: ding lidu tuong tu nhu & ngudi tré tudi.

Bénh nhén suy thdn nhe dén vira : ding lidu twong ty nhu & ngudi khong
suy than nhung phai theo ddi chit ché.

Céc dir lidu trén da duge ching minh qua cac th nghiém trén ldm sang.

O nhitng bénh nhdn cé nguy co bi ha dwong huyét :

- do dinh dudng kém hoic suy dinh dudng,

- do miic cac bénh 1y noi tiét nang (suy thiy trude tuyén yén, suy tuyén
gidp, suy thuong thin),

- dang trong giai doan ngung corticoid sau khi ding kéo dai vi/hodc liéu
cao,

- bénh 1y mach mdu ning (bénh 1y mach vanh nang, ton thuong dong mach
canh niing, bénh Iy mach mdu lan téa), trong nhing trudng hop ndy nén bit
diu ding Golddicron ¢ liéu t6i thidu 30 mg/ngay.

Tré em : khong ¢6 s0 ligu cling nhu l!u,rc nghi¢m trén 1am sang.

Phéi hop véi cde thudc ha dwong huy @t khac :

Golddicron co thé duge ding phdi hop véi biguanid, cde thube e ché
alpha-glucosidase hay insulin.

O nhimg bénh nhan khéng du kiém soat bénh véi Golddicron, c6 thé phdi
hgp vai insulin nhung phai theo doi chit ché.

CHONG CHI DINH :

Khéng dugc ding gliclazid cho cac trudng hop sau:

i

I




Dii thio duong phu thuge insulin (typ 1).

Hon mé hay tién hén mé do déi thao dudong.

Suy gan nang, suy thin nang.

C6 tien sir di tmg véi sulfonamid va céc sulfonyluré khac.

Phéi hop vai miconazol vién.

Nhiém khuin nang hoic chin thuong nang, phau thuét 16m.

CANH BAO VA THAN TRONG:

Trong khi ding ghclaznd van phéi theo ché do an kiéng. Diéu d6 s& giap
gliclazid phat huy day dutac dung

Khi ding ph01 hop véi cac thuoe khéc ¢6 tac dung tdng hodc giam tac dung
ha dudng huyét, cin phai diéu chinh lidu cua gliclazid cho thich hop. Trong
trudng hop suy than, suy gan, cn phai giam liéu.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thoi ki mang thai

Chéng chi dinh ding gliclazid.

Thoi ky cho con bi

Khéng rd thude co phan bé vao sita hay khong. Tuy nhién, ha duong huyet
0 tré nho cé kha nang xdy ra, vi vdy khong nén ding gliclazid cling nhu cic
sulfonyluré khac trong thoi ky cho con bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY
MOC

Khéng ¢6 béo cdo lién quan. Tuy nhién thudc co thé gy tac dung phu dau
diu, lo mo, do dé nén thén trong khi lai xe hodic vin hanh may mac.
TUONG TAC THUOC:

Su phdi hop cia mét sb thude c6 thé 1am ting hoic giam tac dung ha dudng
huyét cua gliclazid:

Mot sb thuoc 6 khd ning lam tang tac dung ha duong huyét cua gliclazid
nhu thubc chéng viém khong steroid (ddc bit 1a aspirin), sulfamid khang
khuén, coumarin, thubc chéng dong mau, IMAO, thudc chen beta,
diazepam, teLracycIm perhexilin - maleat, clorampherucol clofibrat,
miconazol vién, udng rugu cling co thé 1am ting tic dung ha dudng huyét
cua gliclazid.

Mt sb thude lam giam téc dung ha duong huyct cua gliclazid nhu barbituric,
comcestcrou:l, thudc loi tidu thai mudi va thudc tranh thai uéng.

TAC DUNG KHONG MONG MUON

Tac dung khong mong mudn bao gbm rdi loan tidu héa, budn nén, dau déu,
phat ban...

Thuong gap, ADR >1/100

Thén kinh trung wong: Pau dau.

Tiéu héa: Réi loan tidu hoa, budn nén.

Da: Phat ban.

It gdp, 1/1000 < ADR < 1/100

R6i loan mau (thuong hoi phuc): Giam tiéu Cé.ll, mét bach cAu hat, giam bach
cf‘iu, thiéu méu.

Da: Phan tmg da, niém mac.

Hiém gdp, ADR <1/1000

Thén kinh trung uong: Trang thdi lo mo, va md hoi.

Tim mach: Ting tin s tim.

Da: Tai xanh.

Tiéu hoa: Nén, doi cdn cao.

QUA LIEU VA XU TRI KHI QUA LIEU:

V6 tinh hay cé y ding qué liéu s& din t6i nhirng déu hidu ha duong huyét
nhu v m6 héi, da tdi xanh, tim d4p nhanh. Trudng hop nhe, didu tri ha
dudng huyét nhe bang cach udng ngay mét cée nude duong hodic nude hoa
qué cé cho thém 2 hodc 3 thia ca phé dwdng. Truong hop ning co thé biéu
hién lo mo thi phai ding ngay dung dich glucose 10% hodc 30% tiém tinh
mach va chuyén ngudi bénh dén bénh vién.

TIEU CHUAN CHAT LUQNG:

Nha san xuét.

HAN DUNG:

36 thing ké tir ngay san xudt

Sé 16 sin xuit (Batch No.), ngay san xuit (Mfg. date), han ding (Exp.
date): xin xem trén nhan bao bi.

BAO QUAN:

Trong bao bi kin, & nhiét d¢ duai 30°C.

DANG BAO CHE VA QUY CACH DONG GOI:

Hop 5 vi x 20 vién nén giai phong co kiém soat.

Co s sdn xudt bdn thanh phdm:
VALPHARMA INTERNATIONAL SPA
VIA G. MORGAGNI, 2 — 47864 PENNABILLI (RN), ITALY.
Co 56 déng goi va xudt xudng:
LAMP SAN PROSPERO SPA
VIA DELLA PACE, 25/A - 41030 SAN PROSPERO (MO),
ITALY.
Cod. 0781/A




