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Staclazide 60 MR

Staclazide 60 MR
Céc diu hifu luu § va khuy!n ciio khi. dung thutic
D5 tAm tay réem

Boe ki herdng déin sir dung trunde khi diing
Tmnh:l:;n cong ‘Hli?: 'Ih!.l&c

'I'Mrrh pﬂén ﬁi d‘l.'w
Calci hydrophosphat dihydral, hypromellose 100 cps, maltodextrin, colloidal
silica khan, magnesi stearat,
Dang baio ché
_Vién nén phong thich kéo dai
gﬁﬂﬁ hinh oval, mau tréing hay tréng ngd. hai mé&t khum, tron.

n i
Bai thiao duang khang phy thudc insulin (typ 2) & ngurot 16m khi khong kiém soat
durge glucose huydt chi 4§ an kiéng, luyén thp thé |re véa gidim can
Cach dang, liéu ding

Staclazide MR durgre udng mdi ngay 1 18n vao budi sang, Nubt nguyén vién

thuds, khing nhai, bé hay lam v vién thudc tiede khi ubng.

Ligu ding hang ngay cd thé dao dgng tir 1 vién Staclazide 30 MR dén 2 vién

Staclazide 60 MR, tirong dng wdi 30 - 120 mg gliclazide;

Meu guen dung thude, khing lang litu vao ngay ke tép.

Cling nhur véi tt cd cdc thudc ha glucose huyst khagc, phii chinh lidu theo dap

irng chuyén hoa ddi voi timg bénh nhan (glucose huydi, HbAlc),

Li&u khod dau:

LiBu khdi dau khuyén cae la 30 mgingay (1 vign Staclazide 30 MR).

:eu glucose huyét dugc kiém sodtthoa dang 0 thi ding 18U nay trong diéu tn

ury tri

Neu glucose huygt khing dugc kiém s.ui! thoa déng, co thé tang Igu Kn

60 mo/npay {2 vién Staclazide 30 MR hbéc 1 vién Staclazide 60 MR), 90

mygingay (3 vién Staciazide 30 MR) halic 120 mgingay (4 vién Staclazide 30 MR

hoac 2 vién Staclazide 80 MR), bAng thch tang ligu tirng néc. ME Ian tang By

céch nhau it nhat 1 thang, ngoai trir & nhirhg bénh nhan c6 glicose huyét

khéng gidm sau 2 twan diéu tri. Trong trudng hep nay, co the ting @u ngay &

cudi twan thir hal digu .

Li2u khuyéin c4o t5i da la 120 mgingdy {4 vign Staclazide 30 MR holic 2 vién

Staclazide 60 MR).

““Chuyen tir vién nén gliclazide !ﬂmu théng thudng sang vién nén phéng

thich kéo dal Staclazide 30 MR.

1 vién nén gliclazide 80 mg lhﬁng thurng e6 higu qué twong diong woi 1 vién

nén phong thich kéo dai Staclazide 30 MR. Da 06 c6 thé thire hign viéc chuyén

déi nhung phéi theo dbi glucose huyét cn thin,

Chuyén hrmorﬂmﬂce:hﬁumménﬂnhmdwnﬂnykhﬁ:m vién

nén phong thich kéo dai Staclazide MR:

C6 thé st dung vién nén phéng thich I-:én dal Staclazide MR dé thay thé thufc

dﬁngdé.l dudng dang udng khac.

Nén iy § déin lidu lugng va thii gian béan thail i shudc ching dai théo dudng

ding trudre 46 khi chuyén sang vién nén phang thich kéo déi Staclazide MR,

Théag thirdng khang cin gl doan.chuyén liép. Nén bat 08u & ligu 30 mg (1

vién Staclazide 30 MR), sau da digu chinh niy theo dép (mg glucose huyét ciia

timg biénh nhan nhur d& néu & trén.

NEu chuyén tiép 1 mt sulfomyuré ha plucose huyét cd thivi gian béan thai dai,

ch thé cd mit giai doan khidng diu iri trong vai ngay:nham irénh tde ding ciing

hrp cuA Naihote, Gan deén na giucose huyet Khi chiyén 1 thube khac sang

Staclazide MR, nén ap dung nhur khi moi bt dau diutri, 66 nghla la nén bt dau

& ligu'30 mg/ngay (1 vien Staclazide 30 MR}, sau d6 tng liu 10mg n&c, Ly theo

dép (mg chuyén hoa.

Phdi hop véi cac thude ching dai thio dudng khde:

Staclazide MR cb thé duoe ding phﬁh“ﬁw voi biguanid, cac thuGe (o ché

alpha-glucosidase hoac insulin.

& nhimg bénh nhan kifm so4t bénh

herp v insulin nhieng phéi theo dai chiit £hs.

Céc d6i twong déc bigt:

Ngui cao tudi- Ding ché df liu Stacsazide MR wromg nf nhi ddivei benh nhén

durcri B5 tui.

B&nh nhan suy than: & nhimg b&nh nhin sy than nhe dén vira, ding ché dé

lI&u turomg b nhur déi vévl bénh nhéin ed chire néing thdn binh thirémg nhumg phai

theu::\ cén than. Cac dir 8y nay g dugre chirng minh qua cac thlr nghigm trén

{&m sang.

Bénh nhdn co nguy co ha ghicose huydt

+ Dao dinh duang kém hofic suy dinh durdng,

+ Do mac cac rdi loan ndi tist nfing hodic con b kény (suy tuyén yén, suy tuydn
giap, suy thuang thén),

+ Bang trong giai doan ngung corticold sau khi ding kéo dai vavhodc liBu cao,

+ Bénh mach mau ning {b&nh mach vanh ndng. Mn thwrong d0ng mach canh
ning, bénh mach mau lan ta);

Khuyén cao ding ligu khri daw 1] thisu la 30 mg/ngay (1 vién Staclazide 30 MR).

7ré em; Tinh an t0an v& higu qua cia Staclazide MR & (ré em va tré vi thanh nién

chura durgre thiét [&p. Hign chura o dir ligu.

Chéng chi dinh

B&nh nhan qua man voi bét cir thanh phan nao cla thude.

Déi thao dudmg typ 1.

Tign hon mé ho#c hon mé do dai thao durng, nhiém toan cetan do dai thio duimg.

Nhiém khufin nfing hofic chin thuong néng, phdu lhuﬂl dém.

Suy gan, than hiing.

BPang di€u tri vii miconazol.

Phu nir dang cho con b,

Tén thudc

di véi Staciazide MR ¢ thé phoi

“Cénh bao va thin trong khi diing thubc

Sulfanyluré khong dugc sir dung trong diu tri dai théo dudng typ 1. Khi ding
trong ditu trj 44l théo dudng typ 2, chbng chi dinh wéi bénh nhin da vao gial
doan nhidm toan ceton va nhiém tring ndng. chan thuomg hodic cac tinh trang
n&ngkhécnﬁlhuﬁcnhﬁmsuﬂurvyiwékhﬁngﬂkiémsnﬁlﬂwzwtﬁng
glucose huyét.

Khi chin dong sulfonyluré cho banh nhén tana nguy co ha glucose huyét, mit
thudc t&c ddng ngan nhur gliclazide thich hyp hon; gliclazide bj bat hoat chi yéu
& gan nén cé thé thich hop cho bénh nhan suy than, méc di vay, can theo doi
cén than ndng % glucose huyBt.

Sulfanyluré nén duwt st dung thén trang & nhirng bénh nhan thiu hut GEPD vi
cé nguy co gay thiu mau tan huyét.

Sir dung lhuﬂc cho phu niF cd ﬂmq‘h cho con ba

Phy nik cd

Khong ca hoac 6 it diF [igu v vigc sfd.ung gliclazicke trén phy nl.co thai, ngay
cd cée sulfonyluré khéac ciing o6 rét it div liéu

Trong céc nghién ciru trén ddng val, gliclazide khing gy qual thai,
Nhir mit bién phép phang ngira, 16t nhéit nén manh sir dung gliclazide trang thal ky.
CAn kiém soat bénh dal thao Guéng mrde khi cd thai dég.ia.rnrlwywdlﬁlhim
sinh do khang kidm soét bénh dai théo durirng.

Trong thai ky, khéing nén st dung cac thudc ha glucose huyél dang udng, insulin
14 thudc dugre Iya chon dau tién dé digu i di théo dudng. Can phdi chuyén
ngay thudc ha glucase huyét dang udng sang insulin trurére khi mudn cd thai hay
ngay khi phat hién cd thal,

Phy nik cho con bu

Chura bigt gliclazide hay cac chat chuyén hda cd bai tiét qua sra me hay khong.
Vi nguy-co gay ha glucose huyét & tré sa sinh, chéing chi dinh ding thude nay
cho cac ba me cha con bl. Khong logi trir nguy co 861 vin tré sor sinh/ tré nhé,
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Anh huéng cla thudc 1én kha niing 1di xe, vin hainh may méc

Bénh nhAn nén duroe cdnh bao v nhitng nguy hiém cha viée ha glucose huyét
trong lic i xe v co. wr ch hep trang tinh trang nay (n &
xesammd "”l .&&6 carbohydrat¥a ror ghé xe, tat méy).
Bénh nhan b mit nhan thire khi ha glul:nse huyél hodic bj ha gluocsa huyét
thuirng xuyén khdng nén l&i xe. i

Twong tic, wong ky cda thubc

Twrong tic cla thube
Gidm tac dung ha glucose huyél cia thufc, mﬂcﬁnmngﬂéunmm
sulformuré nhus Adrenaling, Jid

diazoxid, thudc tranh thai durémg uﬁrlg rifamycin, lhmﬁ: Igri ﬁin Waﬂd va Cac
hormon tuyén giap.
Ting tdc dung ha glucose huyBt Thuic the chié enzym chiyBn'(ACE), nrou,
allopurinal, cac thudc gidm dau (déc biét 1a azapropazon, phenylbitazon va
salicylat), céc thube trj ndim cd chira nito (luconazol, ketoconazol va miconazal),
cloramphenical, cimetidin, clarithromycin, clofiiral va céc hop chét lién quan,
thufc chéng déng coumarin, fluoroguinolon, heparin, cac IMAO, ranitidin,
sulfinpyrazon, céc sulfonamid (bao gdm co-trimoxazol), tetracychi va cac thudc
chdng ram cam ba vong.
Beta blocker ¢ thé |am gidm hitu qua cia sulforyiurd do‘lAm gidm sur phang
thich insulin fir tuyén tyy. Beta blocker con cf thé (e ché dap img sinh ly binh
thurérng 61 vl tinh trang ha glucose huyEt va che diu cde diu hidqu giao cam
canh béo dién hinh,
Ritodrin, salbutamol, terbutalin (duong tinh mach): Céc thudc kich thich beta-2
lam ting nbrg db ghicose huyBt. Tang curtmg kiSm tra nBng 48 glucose huyét
Wéu cin, ci thé dmyénsunguanuins in.
Twong ky cia
Do khéng cb cac nghlﬁn ctru vB Ilnh tm)rng ky cha thubc, khﬂng mah 1&n thudc
nay vorl A thudc khée, -
Tée dung khéng mong mufin cla umdc
Thudng gip l’mﬂﬂ SADR < 1/10)
Chuyén hda va dirh dudng: Ha glucose huyét
Thén kinh trung wvong: Bau dau,
Tiegu hoa: RE) loan téu hoa, bubn non.
ga. Phét ban.
g4 (1/1,000 < ADR < 1/100)

Mau; Gidm tiéu cBu, mét bach cAu hat, gidm bach cAu, thigu méu cd hdi phyc,
Da: Phénung da, nidm mac.
Hiém gdp (1/10.000 < ADR < 1/1.000)
Thén kinh trung wvong: Trang thal lo me, 48 md hol,
Tim mach: Tang nhip tim.
Da: Tal xanh,
Tiéu hda: Non, doi ebn cao,

Gﬁhﬂﬂ IV
Qué lidu sulfonylura cé thé gay ha gluu:lse huyet,
Trwdmg hop nhe, dibu i ha glucese huy@t bing cach cho udng ngay glucose
hedo dirdng 20 - 30 g hoa vao mt cle nurbe va theo dbi glicose huysr Cir sau
15 phii lal cho uing mot n cho dén khi glucose huyét tné vE binh thudmg.
Ha glucose huyEt vira phéi, khimg mét y thirc hodc cac dfiu higu than kinh, cBn
b8 sung carbohydrat, diku chinh liu vé/hodc thay dgi ché g9 an.
Phan irng ha glucose huy8t ndng wéi tinh trang hén mé, co giét hodc réi loan
than kinh thi oo thé hodc can thit cp cir, yéu chu nhdp vién ngay.
NBu ha ghicose huy8t kém hon mé dige chitn doan hodc nghi ngér; bénh nhan
nén dugc tigm finh mach nhanh 50 ml dung dich glucose ndng A& cao (20 -
3004). Sau dd nén tifp tye ruyén dung dich glucose nBing dd lodng hon (1006)
i e af cd thé duy tri ndng d§ glucose huydt khoang 1 g/, Bénh nhan nén
duge theo dii chit ch VA Wy vaio tinh trang tirng biénh nhén, béc T s& quyét
dinh e6 cin thidt phai theo dii G8p hay khong.
Sumﬁch ld':bnq higu qué do-gliclazide gin ket manh v&i protein.
Bac dwrorc
Nhdm duoe : ce.c sulomhﬂﬁ dfin chét cla uré
MEATC: AL0BBO9
Gliclazide 14 mif thudc chiing ddi thao dudng dang using thudc nham sulfonyluré
o6 tac dung ha glucose huyél, cd cBu wic di vong chiva nite khéc uéi céc
sulfonyluré khéc,
Gliclazide 1am giam ndng 0 glucose huyét bing cach kich thich sy tiél insulin
1ir ‘e 18 bao bewa cla 080 Langerhans, Sie ting Insulin sau khi &n va tiét
C-peptid vAn kéo dai sau hai nam digu trj.
Ngoai nhitng dac tinh chuyén hoa, gliclazide can ¢b cac GAC tinh huy&t mach.
Anh huréng mén sur phéng thich insulin

N E SRR Y

& bénh nhan dai thao typ 2, gliclazide phuc hii dinh 18t $6m ca insulin
trong dap ing voi wa.m:angnstinsuhnﬁ pha thir 2.

€6 sir ting déng K& BAp ting B51 insulin khi 06 kich thich bé bira &n hay glucose.
Céc d3c tinh huyét mach

Gliclazide lam gidm qua wrinh hinh thanh vi huyét khﬁl theo hai co ché ¢4 thé lién
uan dén cac bién chirng cda.

ﬁrcch!mhph!nwmmybkﬁgﬁmgj vﬂiuﬂcgﬁ&mtﬁcnhﬂmﬁnh

du sur hoat héa tidu cliu (beta thromboglobulin, mmrnnm{nn B2).

Téac dgng n hoat tinh téu gidi fibrin & ndi md mach mau voi s EAng hoat inh tPA.

Béc :’nitdm dgng hoc

Haip

Sau khi udng, nbing 4o thube rong huyét trong tang tir tir rong 6 gitr déw thi da
trang théi 8n dinh, wrang théi nay dugc duy tri i gide thir 6 dén gide ther 12,

It c6 sy khdc biét gitra cac ci thé,

Gliclazide durgc hép thu hoan toan, Thire &n khéng anh hudngdﬂn e d6 eling
nhu mire d§ hap thu.

Phén bd

Gliclazide gn két v protein huyét trong khodng 955. Thé tich phén phdi
khod&ng 30 lit. Ubng 1 ligu duy nhat/ngay Staclazide MR cho phép duy tr ndng 4§
hir hidu ca gliclazide trong huyét twong t'mu 24 ulﬁr

Bién déi sinh hpc

Gliclazide durge chuyén hba chi yso é gan vt hhﬂ&qnumdn.—i!w durdr 196
durgc tim thay dunéi dang khong ddi trong nuac téu. Khong co mgt chit chuyén
héa c6 hoal tinh nao Guge tm thily rong huyét tromg;

Thai trir

Thivi gian ban théi clia gliclazide wong khoang 12 - 20 gibr.

Tinh tuyén tinh/khéng tuyén tinh

Giira liBu dang (1€n d&n 120 mg) VA dién tich dudi diremg cong (AUC) eb quan hé
‘tuyén tinh wii nhau.

B wong ddc bigt

Nguor cao wei

Khiing ghi nhiin ca nhimg thay ddi 1am sang nao dang ké rén cac'thdng s duoc
adng & ngudd cao W,

Quy cach déng gai

Vi 10 vién, Hop 3vi.

Vi 10 vién, Hip & i,

Bios i 80 i, Han @0, e chigh éhii dng cila thise

17.1. Didu kién bao quan

Ba0 quan rong bao bi kin, not knd. Nhigt 45 khang qua 30°C.

17.2. Han ding

7.3,

24 thang k8 tir ngay san xuatL
Tiéu chudin ehat lugng
TCCS,

Tén, dia chi cua co s sén xufit thube
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