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Rx — Thudc nay chi ding theo don thude

GLIKLIDE MR 60

e Déxatam tay ciia tré em.
o Boc ky hu’o’ng dan st dung frude khz dung

1. THANH PHAN
MBoi vién nén phong thich bién déi c6 chira:

- Théanh phén hoat tinh: Gliclazide 60 mg

- Thanh phdn ta dwge: Starch pregelatinized, lactose monohydrate, sodium citrate,
hypromellose, magnesium stearate.

2. MO TA SAN PHAM
Vién nén hinh thuén mau tring dén trang nga, dugc khic chir °Z° va ‘I’ 1én mt mit va tron &
mot mat.

3. CHI DINH !
bai thao duong khong phy thudce insulin (type 2) trén nguoi 1on khi cac bién phap an kiéng, van
dong thé chat va giam can don thuan van khong du dé kiém soét glucose mau.

4. LIEU LUQNG VA CACH DUNG !

GLIKLIDE MR 60 c6 thé khong cung cap tat ca cac ché do liéu duoc phé duyét cua gliclazide;
do d6 nén dung cac dang bao ché/ham lwong khac da duoc phé duyét cua gliclazide.

Liéu hang ngay cua vién nén phong thich bién d6i c6 thé thay d6i tir 30 dén 120 mg ngiy 1 14n.
Khuyen cao dung thudc vao gid dn sang,

Néu quén mét lidu thudce, khong duoc tang liéu dung vao ngay ké tiép.

Nhu vé6i bat ky cac thudc ha duong huyét nio, nén diéu chinh liéu dyra vao dap ing chuyén hoa
ctia ca thé bénh nhan (glucose mau, HbAlc).

Liéu khdi dau )
Licu bat dau dugc khuyen cdo 1a 30 mg moi ngay. Neu glucose mau duge ki€m soat cé hig¢u qua,
licu nay cé thé dugc st dung cho dicu tri duy tri.

Néu glucose mau khong dwoc kiém soat day di, lidu co thé ting 1én 60, 90 hoic 120 mg moi
ngdy, 1an lugt tirng budc. Khoang cach giira mdi dot ting lidu nén tdi thidu 12 1 thang ngoai trir
nhitng bénh nhan cé glucose mau khong giam sau 2 tuin diéu tri. Trong nhitng trudng hop niy,
lidu co thé ting vao cudi tuan thr hai dicu tri.

Liéu t6i da khuyén cdo mdi ngay 13 120 mg.

Chuvén doi tir thudc tri ddi théo dong dimg dwong uong khac sang vién nén GLIKLIDE MR
60: Vién nén GLIKLIDE MR 60 c6 thé duoc dung dé thay thé cac thudc tri d4i thdo dudng
ding dudng udng khac. Liéu lwong va thoi gian ban thai cua thudc tri dai thao duong trude do
nén dugc tinh dén khi chuyén dbi sang GLIKLIDE MR 60.

Giai doan chuyén tiép thuong khong can thiét. Nén ding lidu khdi diu 30 mg va lidu nay nén
dugc dicu chinh dé phu hop véi dap (rng glucose mau cia bénh nhan, nhw da moé ta ¢ trén.

Khi chuyén doi tir mét sulphonylurea ha dudng huyét cé thdi gian ban thai kéo dai, cn thiét co
mdt khoang thdi gian vai ngay khong diéu tri dé tranh tac dung phu cia 2 thude, co thé giy ra ha
dudng huyét. Quy trinh md ta khai dau diéu tri cling nén dwoc sir dung khi chuyén sang diéu tri
bang GLIKLIDE, tirc 13 liéu bit diu 30 mg/ngay, sau do ting liéu bac thang, phy thudc vao dap
\rng chuyén héa.
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Diéu tri phoi hop voi cdc thudc tri dii thao duwong khiac: )
GLIKLIDE c¢6 th¢ dugc dung phoi hop véi biguanides, thudc rc ché alpha glucosidase hoic
insulin.

Trén nhitng bénh nhan khong kiém soat ddy du véi GLIKLIDE, liéu phap dung dong thoi
insulin c6 the dwgce khoi tri dudi sy giam sat y khoa chit ché.

Dén s6 dic biét

Nguoi cao tuoi

GLIKLIDE duoc ké don sit dung & ché do liéu twong tr nhur dugce khuyén cdo cho nhitng bénh
nhin dudi 65 tudi.

Bénh nhdn suy than

Trén bénh nhén suy than nhe dén trung binh, phic do liéu dung twong tu c6 thé dung nhw trén
bénh nhan c6 chitc ning than binh thudng kém theo ddi cAn thin. Nhitng dit liéu nay da duwoc
xac nhan trong cac thir nghiém 1am sang di bao cao.

Bénh nhan c¢é nguy co hg diong huyét

- thiéu dn hoic suy dinh dudng

- r6i loan ndi tiét kém bil hodc bl ning (gidm ning tuyén yén, giam hoat dong tuyén gidp,
thiéu adrenocorticotrophic),

- rit khoi liéu phap corticosteroid liéu cao va/hodc kéo dai,

- bénh vé mach nghi€ém trong (bénh mach vanh tim ning, suy dong mach canh ning, bénh
mach mau lan téa)

Khuyén c4o liéu bit dau hing ngay tdi thiéu 30 meg.

1ré em
Tinh an toan va hiéu qua ciia vién nén phong thich bién fléi cua gliclazide trén tré em va thanh
thi¢u nién da khong duwgc thict 1ap. Khdng ¢6 dir li¢u ¢6 san.

5. CHONG CHI PINH !
Gliclazide chong chi dinh trong c4c trudng hop sau:
e Qua man cam véi gliclazide hay véi bat ky t4 duwroc ndo, cic sulphonamides, sulphonylurea
khac
bai thao dudmng type 1
Hon mé va tién hén mé dai thio duong, nhiém keto-acid ddi thio dudng
Suy gan hodc suy than ning; trong nhirng trudmg hop ndy khuyén cdo dung insulin
Diéu tri v6i miconazole
Cho conbu

6. CANH BAO VA THAN TRONG !-2

Ha duong huyét

Viéc diéu tri nén duoc ké don chi khi bénh nhan bao dam cé sy in uéng déu din (bao gdbm bita
in sang). Piéu quan trong 1a nap carbohydrate déu din do ting nguy co ha duwong huyét néu in
tré, néu hrong thic in khong diy du hoic néu thitc in c6 it carbohydrate. Ha dudng huyét
duong nhu xay ra trong sudt ché do in it calorie, sau khi tap thé duc tich cuc hoiic kéo dai, uéng
rugu hodc néu dung phdi hop véi cac thube ha dudng huyét khac.

Ha dudng huyét ¢ thé xay ra sau khi dung sulphonylurea. Mot s6 trudng hop cé thé nghiém
trong va kéo dai. Co thé can nhap vién va viéc ding glucose co thé can duge tiép tuc trong vai
ngay.

Viéc chon loc bénh nhén va liéu dung can than, va huéng dan o rang cho benh nhan 1 can thiét
de lam giam nguy co cac con ha dudong huyet.
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Nhitng yéu t6 1am ting nguy co ha dudng huyét:
Bénh nhan tir chéi hoiic (dic biét & nhitng ngudi cao tudi) khong thé hop tic,
Suy dinh dudng, thdi gian An udng that thudng, bo bira, thay dbi thei gian doéi hodc ché do

-

Mt cAn bang gitra rén luyén thé chat va lugng carbohydrate nap vao,

Suy than

Suy gan ning

Qua liéu gliclazide

R6i loan ndi tiét nao do: rdi loan tuyén gidp, suy giam chirc ning tuyén yén va thugng than.
Dung dong thdi véi cac ché pham thude khac.

......g(..

Suy gan va thin

Dugc dong hoc va/hoiic duoc luc hoc ciia gliclazide cd thé bi bién doi trén nhitng bénh nhan bi
suy gan hodc suy thin ning. Con ha dudng huyét xay ra trén nhirng bénh nhén nay co thé kdo
dai, do d6 nén khoi dau viéc xir tri thich hop.

Thong tin bénh nhin

Nguy co ha duong huyét, cling véi cac triéu chimg cua nd, viée diéu tri, va nhitng diéu kién dua
dén sy phat trién ha dudng huyét, nén duoc giai thich cho bénh nhan va cac thanh vién trong gia
dinh. Bénh nhan nén duoc thong bao v& tAm quan trong cia viéc 1am theo 1i khuyén vé ché do
in ubng, tap thé duc thudng xuyén, va theo ddi thudmg xuyén mic glucose mau.

Kiém soit kém ndng do glucose miu

Kiém soat glucose mau trén bénh nhan nhén diéu tri bénh déi théo dudng c6 thé bi anh huong
boi bt ky diéu nao sau dy: cac ché phiam chira St. John's Wort (Hypericum perforatum), s,
chan thrrong, nhiém tring hoic can thiép phiu thuat. Trong mdt s6 trudng hop, cé thé cin ding
insulin.

Hi¢u qua ha dudng huyét cua bat ky thudc tri dai thao dudng dung dudong udng nio, bao gom
gliclazide, bi suy gidm theo thdi gian & nhidu bénh nhan: diéu ndy c6 thé 1a do sy tién trién vé
mitc d6 nghiém trong cua bénh dai thao duong, hodic do sy giam dap ung diéu tri. Hién twong
nay duoc biét nhu sy that bai thir phat 1a khic biét voi thit bai nguyén phat, khi mot hoat chat
Kkhong con co hiéu qua nhu diéu tri diu tay. Diéu chinh liu thich hop va tuan thii ché dé 4n nén
dugc xem xét trude khi phan loai bénh nhan 14 thit bai thir cép.

Roi loan dwong huyét

R6i loan glucose mau, bao gom ha dudng huyét va ting duong huyét di duwoc bio cdo, trén
nhitng bénh nhan dai thio dudong dwoc diéu tri dong thoi voi fluoroquinolones, dic biét trén
nhitng bénh nhin 16n twoéi. Khuyén cdo theo ddi can thin glucose mau trén tit ca nhirng bénh
nhan nhan cung luc gliclazide va mot fluoroquinolone.

Xét nghiém cin 1im sang

Khuyén cdo xac dinh ndng do hacmoglobin glycat hoa (hoic glucose huyét twong tinh mach luc
doi) duge khuyén cdo trong viée danh gid kiém soat glucose mau. Tiy theo di glucose mau ciing
c6 thé hitu dyng.

Nhitng bénh nhin thiéu G6PD dung cic thudc sulphonylurea cd thé din dén thiéu mau tan
huyét. Do gliclazide thuéc phan nhom héa hoc cia cic thudc sulphonylurea, nén thin trong trén
nhitng bénh nhin thiéu G6PD va cin nhic viéc chuyén doi sang mét thuéc khong phai
sulphonylurea.

Lactose
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GLIKLIDE MR 60 c6 chira lactose. Bénh nhan bi cic van d¢ di truyén vé khong dung nap
galactose, roi loan hap thu glucose-galactose hoac thi¢u hut Lapp lactose khong nén dung thuoc
nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU !

. Mang thai

Khéng c6 dit liéu hodc dir lidu c¢6 gidi han (dudi 300 két cuc thai ky) tir viée st dung gliclazide
trén phu nir mang thai, ngay ca co it dit li¢u voi cac sulfonylurea khac.

Trong nhirng nghi€n ctru trén dong vat da bao cdo, gliclazide khong gy quai thai.

Nhu mot bién phap dé phong, nén tranh ding gliclazide trong sudt thai ky.

Kiém soat bénh dai thao dudng nén dugc thye hién trude thdi gian thy thai dé giam nguy co cac
bt thuong bam sinh cé lién quan dén bénh d4i thio dudmg khong duoc kiém soat. Cac thudc ha
duong huyét dung dudong uéng khong phu hop, insulin 1a mot thudc cua su Iya chon dau tién
trong diéu tri bénh dai thao duong trong sudt thai ky. Khuyén cdo liéu phdp ha dudng huyét
ding duong udng cbd ging dugc chuyén dbi sang insulin trudc thai ky, hoiic ngay khi phat hién
¢6 thai.

e Cho con bu

Chura biét lidu gliclazide hodc chat chuyén héa ciia nd c6 bai tiét ra sita nguodi khong. Pa co
nguy co ha dudmg huyét so sinh, do d6 san pham bi chong chi dinh trén ba me dang cho con bu.
Nguy co cho tré so sinh/tré nhé khong thé loai trir.

e Kha ning sinh san

Khong anh huong dén kha néing sinh san da duoc ghi nhin trén chudt cong dyc va céi.

8. ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC!
Gliclazide khong co anh hudng hoic anh hudng khong dang ké dén kha ning 1ai xe va van hanh
mdy. Tuy nhién, bénh nhin nén dugc nhin thirc vé cic triéu chimg cua ha dudng huyét va nén
can than néu l4i xe hay van hanh mdy, dic biét Iuc bit dau diéu tri.

9. TUONG TAC THUOC, TUONG THICH, TUONG KY 2
1) San phim sau diy c6 thé lam ting nguy co ha dudng huyét:
Phoi hop bi chong chi dinh
o Miconazole (dung dwrong toan than, gel boi niém mac miéng):
Ting tic dung ha dudmng huyét voi kha ning khoi phat cic triéu ching ha dudmg huyét, hoiic
ngay ca hon me.

Phoi hop khong dwoc khuyén cdo

e Phenylbutazone (diing dwong toan than): 1am ting tac dung ha dudng huyét cua sulphonylurea
(thay thé sy gin két vdi protein huyét twong va/hodc lam giam sy dao thai).
Uu tién st dung mot thudc khang viém khac, néu khong, phai canh bo bénh nhin va nhan
manh dén tam quan trong cua vi¢c tu theo doi. Khi can thiét, diéu chinh liéu trong va sau khi
diéu tri véi thubc khdng viém.

o Alcohol: 1am tang phan img ha duong huyét (bang cich irc che cac phan img bii) c6 thé dan den
kh¢i phat hon mé ha dudng huyct.

Nén tranh alcohol hodic cac ché phﬁm thudc chira alcohol.

Phoi hop véu cau than trong khi si dung

Kha niing vé tac dung ha glucose mau va do do, trong mot sd trudng hop, ha duong huyét ¢ thé
xay ta khi mot trong nhitng thuéc sau day dugc diung: cac thubc tri dai thdo duong khéac
(insulins, acarbose, metformin, thiazolidinediones, cac thuoc e ché dipeptidyl peptidase-4,
dong van thu thé GLP-1), beta-blockers, fluconazole, cic thubc @rc ché enzyme chuyén
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angiotensin (captopril. enalapril), thuoc doi khang thu thé Hz. MAOIs, sulphonamides,
clarithromycin va cac thuoc khang viém khong steroid.

2)  Sin phim sau day o thé gy ra ting ndng do glucose miu:
Phoi hop khong dwgc khuyen cdo
. Danazol: tac dung gay dai thao duong cua danazol.

Néu khong tranh khoi viéc sir dung hoat chat nay, canh bdo cho bénh nhan va nhdn manh tim
quan trong cua viéc theo doi glucose mau va mroc ticu. Co the can thict viée dieu chinh licu cua
thuoc tri dai thao dudng trong va sau khi dicu tri va1 danazol.

Phoi hop yéu cau than trong khi sit dung

Chlorpromazine (thudc an thin): liéu cao (>100 mg chlorpromazine mdi ngay) 1im ting nong
do glucose mau (giam phong thich insulin).

Canh bdo cho bénh nhéan va nhan manh tim quan trong cua viéc theo dai glucose mau. Co thé
cap thiét diéu chinh liéu cua hoat chat tri dai thao duong trong va sau khi diéu tri voi thudc an
than.

. Glucocorticoids (dwong toan than va tai cho cidc ché phim tiém vao khop, boi ngodi
da va dgt trwe trang) va tetracosactrin: 1am ting ndong do glucose mau voi kha ning nhiém
ceton (giam dung nap carbohydrates do glucocorticoids).

Canh bao bénh nhin va nhin manh tm quan trong cua viéc theo dodi glucose mau, dic biét luc
bat dau diéu tri. Co6 the can thiet di€u chinh lieu cia hoat chat tri dai thao dudng trong va sau
dicu tr1 voi glucocorticoids.

. Ritodrine, salbutamol, terbutaline (LV.): Tang nong do glucose mau do cac tic dung
chu van beta-2. Nhan manh tam quan trong cia viéc theo doi nong d§ glucose mau. Neu can
thiét, chuyén sang insulin.

. Cdc ché phim Saint John's Wort (Hypericum perforatum): Sy phoi nhiém véi
gliclazide bi giam boi Saint John's Wort (Hypericum perforatum). Nhan manh tim quan trong
cua vige theo ddi nong dé glucose mau.

Cac san pham sau day 6 thé giy ra roi loan dudng huyet
3) Phéi hop yéu ciu thin trong khi siv dung

. Fluoroquinolones: trong trwong hop dung dong thei gliclazide v61 mot fluoroquinolone,
bénh nhan nén dugc canh bao vé nguy co 16i loan dudng huyét, va nhin manh tdm quan trong
cua vi¢c theo ddi glucose mau.

4)  Phéi hop phii dwee tinh todn dén:
o Liéu phdp khdng dong (vi dy warfarin): Sulphonylureas co thé dan dén kha ning khang
dong trong qud trinh diéu tri dong thoi. Co thé can thiét diéu chinh thuoc khing dong.

10, TAC DUNG KHONG MONG MUON !2 ,

Dua trén kinh nghi¢m véi gliclazide, nhitng tac dung khong mong muon sau day di dugc bao
cao.
Phan tmg bt 1o thudmg xuyén nhat véi gliclazide 1a ha duong huyét.

Ha dudng huyét

Nhu cic sulphonylurea khac, diéu tri v6i gliclazide c6 thé gy ra ha duong huyét, néu bita in
that thuong, dic biét, néu bo bita. Céc triéu ching cd thé c6 cua ha dwong huyét 1a: dau dau, déi
con cdo, budn ndn, ndHn, mét méi, 16i loan gidc ngu, boi rdi, giy hin, kém tip trung, giam nhin
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thirc va phan ung cham, trAm cam, 14n 16n, 16i loan thi gic va 16i ndi, méit ngdn ngir, run, liét
nhg, roi loan cam giac, chong mdt, cam giac mat hét ning luong, mat ty chi, mé sang, co giat,
thé nong, nhip tim chim, nga ga ngu gat va mat tinh tdo, ¢6 thé dan dén hon mé va hau qua chét
nguoi.

Ngoai ra, cac diau hiéu cua diéu hdoa nguoc giao cam (adrenergic counter-regulation) c6 thé quan
sat thay: do mo hoi, da lanh va am wot, lo 1ang, tim dip nhanh, ting huy¢t ap, danh trong nguec,
dau thit nguc va ro1 loan nhip tim.

Thong thuong, cac triéu chirng bién mat sau khi dn vao carbohydrates (duong). Tuy nhién, cac
chit 1am ngot nhan tao khong co tac dung. Kinh nghiém vo1 sulphonylurea khac cho thay rang
ha dwong huyét c6 thé tré lai ngay ca khi cac bién phap chirg minh ¢ hiéu qua khi khei dau.

Néu con ha dudng huyét 1a nghiém trong hoic kéo dai, va ngay ca néu dugc kiém soat mot cach
tam thoi bang cach nap duong, yéu cau dicu tri y khoa ngay titc khic hoac thim chi phai nhap
vién.

Cic tac dung khong mong mudn khic:

Céc r6i loan da day rudt, bao gom dau bung, budn ndén, ndn, khé tiéu, tiéu chay, va tao boén di
duoc bdo cdo: néu nhitng diéu nay xay ra, cé thé tranh chiing hoic t6i thiéu héa ching néu
gliclazide dugc dung vdi bita dn sang.

Nhiing tic dung khong mong mudn sau day di dwgc bao cdo hiém gip hon:

«  Réi logn da va mé duoi da: phat ban, ngira, phit mach, ban do, ban san, cac phan (g bong op
(nhwr hdi chirng Stevens-Johnson va hoai ti biéu bi nhiém doc), va ca biét, phat ban do thudc véi
tang bach céu ra cosin va cdc tri¢u chirng toan than (DRESS)

«  R6i loan vé mau va hé bach huyét: Nhirng thay doi trén huyét hoc 1a hiém gip. C6 thé bao gom
thiéu mau, giam bach cau, giam tiéu cau, giam bach ciu hat. Nhiing dié¢u nay thuong hdi phuc
khi ngimg thudc.

Réi logn gan mat: ting nong do enzyme gan (AST, ALT, alkaline phosphatase), viém gan (cac
bao cao don I¢). Ngung diéu tri néu xuét hién vang da r mat. Nhiing tri¢u chirng nay thudng
xuat hién sau khi ngung diéu tri.

«  Réi logn mdt: Cac 16i loan thi giac thoang qua co thé xay ra diic biét trong giai doan khei tri, do
thay d6i nong do glucose mau.

«  Tdc dung gop phdn vao phén logi téc dung khong mong muon
Nhu cdc sulphonylurea khic, nhimg bién c6 bat loi sau day dd duoc bdo cio: giam hong ciu,
mat bach célu hat, thiéu mau tan huyét, giam toan thé huyét cau, viém mach di tng, giam natri
mAu, ting ndng dd enzyme gan va thim chi suy giam chirc nang gan (vi du r mt va vang da) va
viém gan s& thoai Iui sau khi rat khéi sulphonylurea hoic dan dén suy gan de doa tinh mang
trong nhirng treong hop don 1e.

11. QUA LIEU: TRIEU CHUNG VA BIEU TRI !

Qua liéu sulphonylurea c6 thé giy ha dudng huyét.

Céc triéu ching ha duong huyét mirc do trung binh, khong co bat it cac dau hidu vé mat tri gidc
hay cac dau hiéu than kinh, déu phai duoc diéu tri bing cach nap carbohydrate, didu chinh lidu
va/hoic thay doi ché do dn. Nén theo doi chiit ché cho dén khi béc si bao dam ring bénh nhan di
ta khoi nguy hiém.

Cac phan trng ha dudng huyét ning, véi hon mé, co giat hoidc cac 1di loan thin kinh khdc 13 ¢6
thé xay ra va phai dugc dicu tri nhu mét su cap ctru y khoa, yéu cau nhip vién ngay lap tirc.
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Néu chin doan hoiic nghi ngd hén mé ha dudmg huyét, bénh nhan phai duge cho tiém tinh mach
nhanh 50 mL dung dich glucose dam dic (20 dén 30 %). Sau dé tiém truyén lién tyc dung dich
glucose lodng hon (10%) véi toc do sao cho duy tri ndng d6 glucose mau trén 1 g/L. Bénh nhin
nén dugc theo doéi chat ché va, phu thudc vao diéu kién ctia bénh nhan sau thoi gian nay, bac si
s& quyét dinh ring lidu c6 can thiét theo di thém hay khong.

Tham phan khoéng dem lai lgi ich cho bénh nhan vi sy gin két manh mé cua gliclazide véi
proteins.

12. PAC TINHDUQC LUCHQC!
Nhoém dugce Iy: sulphonamides, dian xuat urea
Ma ATC: A10BB09

Gliclazide 14 mot hoat chat tri dai thao dudng dung dudng uéng nhom sulphonylurea co tic
dung ha dudng huyét, khac voi cac hop chat lién quan khac bai mot di vong chira Nito va mot
lién két ndi vong.

Gliclazide 1am giam nong do glucose mau bang cach kich thich bai tiét insulin tir cic té bao B
ctia cac dao Langerhans. Ting insulin sau #n va sy bai tiét C-peptide van tiép tuc ton tai sau 2
niim diéu tri.

Ngoai nhitng dic tinh chuyén héa nay, gliclazide cé nhing dic tinh trén mach mau.

Tac dung trén sy phéng thich insulin

Trong dai thao dudng type 2, gliclazide phuc hoéi dinh dau tién cua su bai tiét insulin trong dap
g v6i glucose va lam ting pha th hai cua sw bai tiét insulin, Tang ddp tmg v&i insulin dang
ké da duoc quan sit trong dap ing véi su kich thich tiét insulin béi bita in hay glucose.

Pic tinh trén mach mau , ) 7 ‘ ,
Gliclazide lam giam huy¢t khoi nhé boi 2 co che ¢6 thé bao gom trong cac bien chimg ciia bénh
dai thao duong:

e 1rc ché mot phin sy két dinh va két tip tiéu cAu, kém giam céc chi ddu cua sy hoat héa tiéu
cau (beta thromboglobulin, thromboxane Bz).
e tac dong trén hoat tinh tiéu so1 huyet no1 mé mach mau véi su gia ting hoat tinh (PA.

13. PAC TINH DUQC PONG HOC !

Hip thu

Nbng do trong huyét twong ting dan trong 6 gidr dau tién, dat trang thdi 6n dinh duy tri tir 6 dén
12 gi¢r sau khi ding thudc. Su khac biét trong méi ca nhan 13 thap.

Gliclazide dugc hip thu hoan toan. Thitc &n in vao khong anh hrong dén toc do va mirc do hap
thu.

Phin bo

Str géin két véi protein huyét trong khodng 95%. Thé tich phin b6 1a khoang 30 lit.

Dung mot liéu don hang ngay vién nén phéng thich thay doi gliclazide 60 mg duy tri nong do
gliclazide trong huyét twong ¢ hiéu qua hon 24 gio.

Chuyén héa

Gliclazide dugc chuyén hoa chu yéu ¢ gan va duoc bai tiét qua nudc tiéu: it hon 1% dang khong
d6i duoc tim thiy trong nuéc tiéu. Khong cd chit chuyén hoa c6 hoat tinh dwoc phat hién trong
huyét twong.

Thii trir

Thoi gian ban thai cta gliclazide thay doi giita 12 va 20 gio.

Tuyén tinh/khong tuyén tinh

Mo6i quan hé giita liéu dung trong khoing pham vi 1én dén 120 mg véi dién tich dudi dudng
cong thoi gian nong do 1a tuyén tinh.
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Dén s6 dic biét

Nguoi cao tudi

Khéng c6 nhitng thay doi d4ng ké trén 1am sang vé cac thong s6 duoc dong hoc di dwoc bao cdo
trén bénh nhan cao tudi.

14. QUY CACHDPONG GOI: Hop 3 vi x 10 vién
15. BAO QUAN: Bio quan dudi 30°C.
16. HAN DUNG: 36 thing ké tir ngay san xut.
KHONG DUNG THUOC QUA HAN DUNG GHI TREN NHAN.
17. TIEU CHUAN THANH PHAM: TCCS
18. San xuit tai An P§ béi:
Sun Pharmaceutical Industries Limited
Village Ganguwala, Paonta Sahib -173 025, District- Sirmour, Himachal Pradesh, India

TAI LIEU THAM KHAQ

1.  Summary of Product Characteristics of Diamicron 60 mg MR Tablets, Les Laboratoires
Servier, France, revised in July 2012,

2. Summary of Product Characteristics of Diamicron 30 mg MR Tablets, Les Laboratoires
Servier, France, revised in October 2016.

Thong tin dwoc bién sogn thdng 7 nam 2018
Diamicron® 13 thwong hiéu d dAng ky cua chu so hitu twong (g va khong phdi 13 thirong hidu
cua Sun Pharmaceutical Industries Ltd. Nguoi tao ra thuwong hiéu nay khong phai 1a héi vién va
khong dai dién cho Sun Pharmaceuticals Industries Ltd. hay cdc san phdm cua cong ty nay.
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