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COMPOSITION: Gliclazide 50 mg and extipients q.s. for 1 tablet,
INDICATIONS, ADMINISTRATION, CONTRAINDIGATIONS AND FURTHER Rc

INFORMATION: Reler o the package insan.
STORAGE: Temperature not exceeding 30°C.
SPECIFICATION: In-house.

KEEP OUT OF REACH OF CHILDREN,
READ PACKAGE INSERT CAREFULLY BEFORE USE.

60ms
Gliclazide
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WHO-GMP

Manutacturer: RELIV PHARMACEUTICAL
JOINT STOCK COMPANY

Zona A, N* 18, Le Thi Soc streat, hamist 2A,
Tan Thanh Tay commune, Cu Chi district,

Ha Ch Minh city, Vietnam,
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THANM PHAN: Ghclazide 60 mg va cac ta dudc via di 1 vien.

Yem trong i hudng din s dung thude kém theo,
BAD QUAN: Nhipt do khéng gua 30°G.

TIEU CHUAN: TCCS.

DE XA TAM TAY TRE EM.

BOC KV HUONG DAN SU DUNG TRUCC KHI DUNG,

CHI BINH, CAGH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAG:

Gliclazide

s Thudc co 1 heu ching minh fuong duung sinh hoc

Hop 3 v 2 10 wén

Reliv ™

WHO-GMP
Cd 58 sdn xudt:
CONG TY C8 PHAN BUGC PHAM RELIV

Khu A, &6 18, duding L& Thi Spe, 4p 24,
xi Tén Thanh Tay, huyén Cu Chi, thanh
ghd HE Chi Minh, Vist Nam.
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KEEP OUT OF REACH OF CHILDREN.

COMPOSITION: Giiclazide 60 mg and excipionts g.5. for 1 tabiat.
INDICATIONS, ADMINISTRATION, GONTRAINDICATIONS AND FURTHER
INFORMATION: Refer 10 the package inser.

STORAGE: Temperature not exceeding 30/C.

SPECIFICATION: In-house.

READ PACKAGE INSERT CAREFULLY BEFORE USE,

Diareli [¥[;]

60ms

Gliclazide

Bioequivalence documented drug
Box of 3 blisters x 10 tablets

®

SBK/Visa:

56 16 SXLot No.:
NEXMIE

HDExp:

WHO-GMP

Reliv
PHARMACEUTICAL

Manutacturer: RELIV

JOINT STOCK COMPANY

Zone A, N° 18, Le Thi Soc straet, hamiet 24,
Tan Thanh Tay commune, Gu Chi district,

Ho Chi Minh city, Vietnam.
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THANH PHAN: Gliclazide 50 mg v cac ta duge vira 60 1 vién.
CHI BINH, CACH DUNG, CHONG CHI BINH VA GAC THONG TIN KHAG: e
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o Thute oo b chung et uong duong sk o
)/ Hop 1 ko 30 ven

BEFORE USE.

Re IiV v WHO-GMP
Manufacturer:

RELIV PHARMACEUTICAL JOINT
STOCK COMPANY

| Zone A, N* 18, Le Trv Soc street, hamiat

24, Tan Thanh Tay commune, Gu Chi
district, Ho Ghi Minh city, Vietnam,

60ms

Gliclazide

- Boegquivalance domamentid drig
NP 50011 ot 1 30 bkt

SBK/Visa:

S 16 §3Lot No.:
NS
HD/Exp:

T

CEISTIETTY

apizey
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B neseiq
COMPOSITION: Gclazide B0 mg and ; THANH PHAN: Giiclazide 60 mg va céc ta

Reliv excipisnts q.5. for 1 1ablet, Rellv ™ | awovmostvan -
R Thase ke don INDICATIONS, ADMINISTRATION, R Prascoption drug CHI BINH, CACH DUNG, CHONG CHI

CONTRAINDICATIONS AND FURTHER BINH VA CAC THONG TIN KHAC: Xem
INFORMATION: Refer to the package = trong 1o huong dén s dung thube kem
inssrt. 1 I  } Ilm theo.
STORAGE: ‘ D Ia re I BAD QUAN: Nhigt do khong qua 30°C.
Temperature nat exceeding 30°C. y TIEU CHUAN: TCCS.
SPECIFIGATION: In-house. B KA TAM TAY TRE EM.

POC KY HUONG DAN SU DUNG
TRUGC KHI DUNG.

RCIIV i WHO-GMP
Cd 58 siin wuiit:
CONG TY ¢O PHAN DUGC PHAM RELIV

Khu A, 6 18, dubing Lé Thj Soc, dp
2A, xa Tan Thanh T4y, huyén G Chi,
thanh phé H& Chi Minh, Vigt Nam.

TIEU CHUAN: TCCS.
D€ XA TAM TAY TRE EM.

Reliv

Cd 58 sén xuft:

Vigt Nam.

WHO-GMP

CONG TY ¢O PHAN DUGC PHAM RELIV
Khu &, 56 18, dubng L& Thi Sec, fp 2A, xa Tan
Tnanh Thy, huyén Ci Chi, thanh ph HA Ghi Minh,

THANH PHAN: Glicluzide 50 mg va c4c bt dude vir di 1 vign,
CHI BINH, CAGH DUNG, CHONG CHI BINH VA CAC THONG L S
TIN KHAG: Xem trong 18 hudng diin st dung thube kism theo.
BAD QUAN: Mhist da khdang qua 30°C.

e e
T Lo 30 ven

tablat

SFECIFICATION: In-houss.

581 SX/Lot No.:
HDExp:

Manutacturer:

Fuma iy L

COMPOSITION: Gliclazide 60 mg and exciplents q.s. for 1

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS
AND FURTHER INFORMATION: Refer to the package insert.
STORAGE: Temperature not exceeding 30°C.

KEEP OUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY BEFORE USE.

RELIV PHARMACEUTICAL JOINT STOCK COMPANY
Zone A, N° 18, Le Thi Soc street, hamlet 2A, Tan Thanh Tay
commune, Cu Chi district, Ho Chi Minh city, Vietnam.
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60ms

Gliclazide

Trudec o 1 ki chung minh tuong duong sinh hos
Hep 1 1p 80 vién

P
@

exciplents g.5. for 1 tablat.

INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND FURTHER
INFORMATION: Refer to the package
insert.

STORAGE:

Reliv

R Presaription crug

'Diareli

Temperatura not exceeding 30°C.
SPECIFICATION: In-housa.

KEEP OUT OF REACH OF CHILDREN.
READ PACKHAGE INSERT CAREFULLY
BEFORE USE.

Reliv

WHO-GMP
Manufacturer:
RELIV PHARMACEUTICAL JOINT
STOCK COMPANY

Zone A, N® 1B, Le Thi Soc street, hamiet
2A, Tan Thanh Tay commune, Cu Chi
district, Ho Chi Minh city, Vietnam.

60ms

Gliclazide

\ S5 18 SXiLet No.:

NSXMId:
HD/Exp:

g

THANH PHAN: Gliclazide 60 mg va cac ta
dugc vila dd 1 vién.

CHI BINH, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC: Xem
trong 10 hudng ddn sir dung thudc kem
theo.

BAO QUAN: Nhi&t d¢ khang qua 30°C.
TIEU CHUAN: TCGS.

DE XA TAM TAY TRE EM,
B0C KY HUONG DAN SU DUNG
TRUGC KHI DUNG.

Reliv

Co sdsdn xult

CONG TY COPHAN DUGC PHAM RELIV
Khu A, 58 18, duting Lé Thi Soc, &p
2A, x4 Tan Thanh Tay, huyan Gi Chi,
thanh phd Hé Chi Minh, Viét Nam.

WHO-GMP

l

BAO QUAN; Nni¢t do khong qua 30°C.
TIEU CHUAN: TCCS.
BE XA TAM TAY TRE EM.

Reliv ™~

Cd =8 san xudl:
cONG TY ¢6

WVigt Nam.

THANH PHAN: Gliclazide 60 mag va cdc 18 duds vita d 1 vién,
CHI BINH, CACH DUNG, CHONG CHi BINH VA CAC THONG
TIN KHAC: Xem trong 16 hudng dén sil dung thude kem theo.

DOC KV HUONG DAN SU DUNG TRUOC KHI DUNG.

WHO-GMP

PHAN DUQC PHAM RELIV
Khu A, 8 18, duting L& Thi Soc, dp 2A, xa Tan
Thanh Tdy, huy&n Ci Chi, thanh phd HS Chi Minh,

Reliv

B Tt b o

Diarelim

60ms

Gliclazide

COMPOSITION: Gliclazide 60 mg and exciplents q.s. for 1

tablet.

INDICATIONS, ADMINISTRATION, CONTRAINDIGATIONS
AND FURTHER INFORMATION: Refer to the package insert.
STORAGE: Temperature not exceeding 30°C.

SPECIFICATION: in-housa.
KEEP OUT OF REACH OF CHILDREN.

READ PACKAGE INSERT CAREFULLY BEFORE USE.

5616 S}Llot No:
HD/Exp:

Manufacturer:

RELIV PHARMACEUTICAL JOINT STOCK COMPANY
Zone A, N® 1B, Le Thi Soc street, hamlet 2A, Tan Thanh Tay
commune, Cu Chi district, Ho Chi Minh city, Vietram.
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TO HUONG DAN SU DUNG

XL Humc néy chi dimg theo don thuoc

5, WDI '

({) Pl ‘1

Vién nén phong thich kéo dai

W S
N %r Y r,t)gé. WY HUONG DAN SU DUNG TRUGC KHI DUNG.

THANH PHAN: Cho | vién
- Thanh phén hoat chit: Gliclazide .................. 60 mg

- Thanh phfm ta duge: Hypromellose, lactose monohydrate, magnesium stearate, colloidal
anhydrous silica.

DANG BAO CHE: Vién nén phong thich kéo dai (Vién nén dai, mau trﬁng dén lréng nga, mol mat
tron, mdt mat cd gach ngang).

CHI PINH

Thude duge chi dinh & ngudi [6n dé diéu tri bénh dai thao dudmg khong phu thude insulin (tuyp 2)
. . 7 e ~ X %, .y - 2 » A i ’ . i

khi céc bién phap an kiéng, tdp the duc va giam cin don thuan chua du dé kieém soat dudng huyet.

LIEU DUNG VA CACH DUNG

Liéu ding;

Liéu hang ngay co thé thay doi tir 30 dén 120 mg (tire tir % vién dén 2 vién) méi ngay. udng lam
mdt lan vio bira an séng.

Nén nudt tron vién thube.

Néu quén uéng mét lidu, thi khéng duoc tiang liéu vao ngay hém sau.

Ciing nhu céc thude ha dudng huyét khic, can diéu chinh liéu theo sur dép g chuyén hoéa ciia timg
bénh nhan (dudng huyét, HbAlc).

Liéu khoi déu

Liéu khoi ddu d& nghi 12 30 mg (% vién) mdi ngdy. Néu dudng huyét duwoc kiém sodt tt, co thé
ding lidu nay dé didu tri duy tri.

Néu duong huyét chua duoce kiém soat diy du, ¢6 thé tang lidu timg néc dén 60, 90 hode 120 mg
moi ngay. l'(hoéng céch gitta moi nac tang lidu phai it nhdt 1a 1 thang, ngoai trir & nhitng bénh nhéan
dudng huyét chua giam sau hai tudn diéu tri. Trong nhimg trudng hop nay, 6 thé tang lidu vao
cudi tuan didu trf thit hai.

Liéu khuyén céo tdi da mdi ngay 1a 120 mg.

Chuyén tic mot thude chéng ddi thio dicong dirdng udng khdc sang thude nay:

Thude nay c¢6 thé ding dé thay thé cac thude trj dai thao dudng dudmg ubng khéc.

A 3 S . 2 ’ A - re . A . ‘ 42 R E , A
Licu lugng va thai gian ban thai cha thudc chong dai thao duong diung trude do can duoc tinh dén
. A N A .
khi chuyén sang sir dung thuoc nay.

1/8 (g);
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Khéng cén ¢ mét giai doan chuyén tiép. Nén dimg lidu khoi déu 30 mg va didu chinh cho phu hop
theo sur dap img dudng huyél cua bénh nhan, nhu moé ta o trén.

Khi chuyén tir mot thude ha dudmg huyét sulfonylwé co thei gian ban thai dai, c6 thé can ngung
didu tri vai ngay dé tranh tac dung hiép luc cua hai thude, dicu nay co thé gy ha dudng huyét.
Ciing ¢6 thé 4p dung quy trinh da md ta dé bét diu didu tri khi chuyén sang dung thude nay, tire 1
lidu khai déu diing 30 mg/ ngay, sau do ting liéu, tiy theo sy d4p tmg chuyén hoa.

DPiéu tri két hop voi edac thude irj dai thaoe dirong khac:

Cé thé dimg thude nay két hop véi cde biguanide, cae thude e ché alpha glucosidase hogic insulin.
O céc bénh nhén cé dudmg huyét chua duoc kiém sodt diy du bang thude nay, c6 thé dung két hop
voi insulin dudi sy giam sat y té chét ché.

Cic déi heong dic biét

Ngiroi cao tudi: Dimg liéu nhwr liéu diing cho bénh nhén dudi 65 udi,

Newoi suy thgn: O nhitng bénh nhan suy than (i nhe dén trung binh, ¢6 thé ding liéu twong tw nhu
liéu ding cho nhimg bénh nhan ed chire nang than binh thudmg vai sy theo doi can than, Nhimg dir
liéu ndy da duge xdc nhin trong céc thir nghiém lam sing.

Naurdi ¢ nguy co ha dicomsg huvér:

- Thiéu dinh dudng hosc suy dinh dudng.

- Réi loan noi tiét niing hoidc bu dép kém (suy tu:.'én yén, suy giap, suy luyén thugng thén).

- Ngung diéu tri bing corticosteroid kéo dai v&/ hogic lidu cao.

- Bénh mach méu ning (bénh mach vanh nang, suy déng mach canh nang, bénh mach mau lan téa).
Nén sir dung lidu khoi dau t6i thidu hang ngay la 30 mg.

Tre ein

Tinh an toan va hiéu qua khi diing thude cho tré em va thanh thiéu nién chua duge thiét lap. Chua
c6 dir ligu ding thude cho tré em.

Ciich ding: Thude ding qua duong udng. Nubdt tron vién thude, khong nghién nat hodc nhai.

Tuy theo liéu ding ¢6 thé lua chon loai vién chita ham luong 30 hodc 60 mg thich hop.

CHONG CHI PINH

X o g . . @ e A 5 - X ‘ v A . " =
- Qua man cam voi gliclazide hofic vai bat ki thanh phan nao cua thude, cac sulfonyluré, cac
sulfonamid khac.

- Déi thdo duong tuyp 1.

- Tién hén mé va hon mé do dai thio dudng, dai thao dudmg nhiém keto acid.

- Suy than hode suy gan nang: trong nhitng truong hop nay, nén st dung insulin.
- Diéu trj biing miconazole.

- Thoi ky cho con ba.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Tut dudmng huyét:

Thube nay chi nén dugc chi dinh néu bénh nhéan co thé dn uésng duge déu dan (bao g5m bita adn
sang). Diéu quan trong 14 cén phai an mét lugng déy du carbohydrate do nguy co tut duong huyét
tang néu ding biva &in mudn, néu dn mot lugng thirc in khéng du hodc khéng can déi vé
carbohydrate. Tut dudng huyét cé nhidu kha ning xay ra trong ché do an kiéng it calo, sau khi tap

2/8 ﬂ} "
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thé duc kéo dai hodc ging sire, ubng ruou hoic néu stir dung két hop cée thude ha dudmg huyét
khac.

Tut duomg huyét ¢o thé xdy ra sau khi ding cée sulfonyluré, Mot s6 trudmg hop ¢6 thé ning va kéo
dai. C6 thé ciin phai nhap vién va cho ding glucose lién tuc trong vai ngay.

Cén phai lya c!mn cén than bénh nhin, liéu dimg va hudng dan bénh nhan ré rang dé giam nguy co
tut dudmg huyét.

Cac yéu td lam tang nguy co tut duomg huyét gom:

+ Bénh nhén tir chdi hoiic khong thé hop tac (nhét 1a nhirng nguodi cao luéi).

+‘Su:,' dinh dudng, bira in khéng déu, bo bita an, cac giai doan nhin in hoic thay ddi ché do &n
uong,.

+ Mét cin dbi gitra tap thé duc va luong carbohydrate #in vio,

+ Suy thén.

+ Suy gan nang.

+ Diing qué liéu gliclazide.

+ M@t sd rdi loan ndi tiét: Réi loan tuyén pidp, suy tuyén giap va suy tuyén thuong thin,

+ Dung két hop mét s6 loai thude khac.

Suy thin va suy gan: Duge dong hoc va/ hode duge lye hog cua gliclazide co thé bi thay ddi & cz'u‘:
bénh nhin suy gan hodic suy thin nang. Con ha dudng huyet xay ra & nhitng bénh nhdn ndy co thé
kéo dai, do do can duge xw tri thich hep.

Théng bao cho bénh nhén:

Can giai thich cho bénh nhin va ngudi nha clia ho vé nhimg nguy co tut duemg huyét, cling véi cac
triéu chimg, céch diéu tri va cde tinh hudng dé xay ra tut duomg huyét.

Can théng béo cho bénh nhén v& tm quan trong cilia viée tudn thu 1oi khuyén vé ché dg an udng,
tap thé duc thudng xuyén va theo doi thudng xuyén mie dudmg huyét.

Kiém soéat dudng huyét kém:

Su kiém soat dudng huyét & bénh nhén dang didu tri dai thdo dudng c6 thé bi anh huong boi cac
vén dé sau: S6t, chin thuong, nhiém khuén hodc can thiép phiu thuit. Trong mét sb trudmg hop, €6
thé can phai tiém insulin.

Hiéu qua ha dudng huyét cta bét ky thude ubng tri déi thao dudng nao, bao gdm gliclazide, déu b
suy giam theo thoi gian & nhiéu bénh nhan: diéu nay ¢6 thé 1a do tién wién vé& mirc do ning cia
bénh tiéu dudng, hodc do sy giam dap tmg véi didu tri. Hién tuong nay duge goi la thit bai thir
phat khac biét vai thit bai tién phat, khi mot hoat chit khong ¢6 higu qua nhu thube diéu tri hang
déu. Piéu chinh lidu thich hop va tudn thi ché dé an udng cdn duge xem xét trude khi phén loai
bénh nhén la that bai tha phat.

Réi loan dudmg huyét:

Réi loan duong huyét, bao gdm ha dudng huyét va tang dudng huyét da duge bio cdo, & nhirng
bénh nhan dai thdo duong duge diéu tri két hop voi cée fluoroquinolone, dic biét 1a & bénh nhan
cao tudi. Viée theo di cén than duémg huyét duge khuyén nghi cho tt ca cdc bénh nhan ding két
hop thude nay véi cac fluoroquinolone.

Céc xét nghiém cén 1lam sang: Cén do ndng do glycated hemoglobin (hoic glucose huyét tuong
tinh mach lic doi) trong viée dénh gid ki€m soat dudmg huyét. Ty theo doi dudng huyét cling ¢6
thé 13 hiru ich.

3/8 /4]
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Diéu tri cho bénh nhéan thiéu G6PD bang cic thude sulfonylwé co thé dan dén thiéu mdu tdn huyét.
Vi gliclazide thudc nhom thube sulfonyluré, nén cin phai than trong khi sir dung cho céc bénh nhén
bi thiéu G6PD va nén xem xét ding thude thay thé khdc.

Lactose: Do san pham nay c6 chira ta duge lactose monohydrate, khdng nén ding cho nhitmg bénh
nhén ¢6 van de di truyén hiem gap vé khong dung nap galactose, thiéu lactase, hodic kém hap thu
glucose-galactose.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit co thai

Khéng ¢6 hodic cf! réit it dir liéu (it hon 300 trwdmg hop) tir vide sir dung gliclazide ¢ phy nit mang
thai, méc du ¢o rat it dir liéu voi cac sulfonyluré khac.

Trong céc nghién et trén dong vat, gliclazide khéng giy quai thai.

Vi Iy do than trong, tot nhit nén twanh sit dung gliclazide trong khi mang thai.

Kiém soat bénh dai thdo dudng nén duge thye hién trudge thoi didm thy thai dé giam nguy co bét
thwémg bam sinh lién quan dén bénh dai théo dudng khéng kidm so4t,

Cac thude ubng ha dudng huyét khéng phit hop, insulin la thude duoe lwa chon dau tién dé didu i
bénh d4i thdo dudng khi mang thai. Cén thay doi liéu phap ha dudng Imyét b§mg dudng uicmg thanh
insulin truée khi mudn thy thai, hosic ngay khi phat hién cé thai.

Pl nit cho con b

Chura biét gliclazide hodic cac chit chuyén hoa ctia nd duge bai tiét qua sita me hay khong. Do nguy
co ha dudng huyct ¢ e so sinh, do dé, chong chi dinh san phdm nay cho céc ba me cho con bu.
Khéng thé loai trir nguy co cho tré so sinly t1é em.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

A + a - ) ¢ o - A, o A » i e @ ~ x s
Thuoe nay khong co hodc ¢6 anh huong rat it dén kha nang 14i xe hodc van hanh mdy méc. Tuy
va kY 5 - ;- A ~ X “n . 2 2 A - A .
nhién, cn canh bdo cdc bénh nhdn vé cdc triéu cluing ha dudng huyét va can thin trong néu lai xe

hodic vdn hanh may méc, dic biét la khi méi bat dau dicu tri.

TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia thubc

Cic thube ¢ thé 1him ting nguy co ha duwirng huvét
Chéng chi dinh két hop

Miconazole (dudng toan than, gel boi niém mac migng): Lam ting tic dung ha dudmg huyét co thé
xudt hi¢n cdc trigu chimg tut duong huyét, hodc thim chi hén mé.

Khong khuyén cdo dimg két hop

- Phenylbutazone (dutng toan than): Lam tang tac dung ha dudmg huyét cua céc sulfonyluré (do
thay the sy gin ket véi protein huygt twong va/ hodc lam gidm sy dao thai cia thude).

Tot nhat 1a nén sir dung mdt chat khang viém khac, hodc néu 1a canh bao bénh nhan va nhdn manh
lam quan trong cua vige twr theo ddi. Néu can thiét, phai diéu chinh liéu trong va sau khi diéu tri véi
chat khang viém.

- Rugu: Lam ting phan tmg ha L‘iu’ﬁ'}lg huyét (bang céch irc ché cac phan {mg b trir) ¢d thé dan dén
khai phat hon mé do tut dudng huyét,

Tranh udng ruou hoiic cac thude ¢o chira cdn.

Cdn than trong khi dimg két hop

e
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=X - . « £ A a A £ P A P .
Do tiém ning tac dung ha dudng huy€t, trong mot s6 trwdng hop, ha duong huyét co thé xay ra khi
dung mét trong céc loai thude sau:
Cac thude chéng dai thao dudmg khéc (insulin, acarbose, metformin, cac thiazolidinedione, cdc chét
e ché dipeptidyl peptidase-4. cac thube dong van thu the GLP-1), cdc thudc (¢ ché béta,

y i - A 2 . . . L A A p
fluconazole, cie thuoe trc ché enzym chuyén (captopril, enalapril), cac chat tc ché thy thé H2, cac
o + . . i P £ £ s A *

IMAQ, céc sulfonamid, clarithromycin va cac chit chong viém khéng steroid.

Céc thubde c6 thé lam ting dwong huyét
Khéng khuvén cdo diing két liop

- Danazol: Do tac dung gay bénh dai théao dudmg cua danazol.

Néu khong thé tranh sir dung hoat chat nay, cin canh bao bénh nhan va nhén manh tam quan trong
cua viée theo d0i duong huyél va dutmg treng nurée tidu. C6 thé cén phai didu chinh lidu coa thude
chéng déi théo dudmg trong va sau khi didu tri bang danazol.

Can thdn trong khi dimg kér hop

- Clorpromazine (thuée an than): Liéu cao (> 100 mg mdi ngay) lam ting mitc dudng huyét (do
giam phoéng thich insulin).
Can canh bao bénh nhan va nhén manh tam quan trong cta viée theo dai Chnfmg, hll)’f:T Co thé ¢in

phal didu chinh lidu cua hoat chét chdng ddi thao dudmg trong va sau khi diéu trj bing thudc an
than.

- Cice glucocorticoid (dudmg toan thin va tai chd: tiém vao khép, cée ché pham ngoai da va truc
trang) va tetracosactrin: Lam ting nong do glucose trong mau, ¢6 thé nhiém keton (giam dung nap
carbohydrate do cac glucocorticoid).

Can canh bdo bénh nhan va nhan manh tdm quan trong cua viée theo doi duong huyét, dic biét khi
mai bat dau didu tri. Co thé cén phai diéu chinh lidu cia hoat chét chdng ddi thdo dudng trong va
sau khi diéu tri bing cac glucocorticoid.

- Ritodrine, salbutamol, terbutaline: (1.V.)
Lam tang mirc dudng huyét do tac dung déng van beta-2.

£ A N . e . s X . R A
Nhan manh tam quan trong cta viée theo doi Iugng duémg trong mau. Néu can thiét, chuyén sang
dung insulin,

- Céic ché pham chia Saint John's Wort (Hypericum perforatum):

l\.léng do tiep xtc gliclazide bj giam béi Saint John's Wort (Hypericum perforatum). Nhin manh
tdm quan trong ctia vige theo dai mire dudng huyét.

Ciic thuéc sau cé thé gity roi loan dwong huyés

Cdn thén trong khi dimg két hop.

- Cace ﬂuomqumolmlc Trong tlucrng hop sir dung két hop lhuoc nay véi céce fluoroquinolone, cin
canh bio bénh nhan vé nguy co r6i loan dudmng huyét, va cin nhin manh tim quan trong clia viée
theo doi dudng huyét.

Cén xem xét khi két hop

- Cée thudc chéng déng mau (warfarin V.V):

Cac sulfonyluré c6 thé din dén lam ting téc dung chdng ddng mau trong qué trinh diéu tr két hop.
Cé thé can didu chinh liéu ding thude chdng dong.

Tuong ky ciia thudc

~ . - (e - Bviar - £ ~ a = A \ e . e
Do khéng c6 cac nghién cttu vé tinh twong ky cua thude, khong tron lin thude nay voi cac thude
khéc.
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TAC DUNG KHONG MONG MUON CUA THUOC

Céc tae dung khéng mong mudn thudmg piip nhit vai gliclazide 1a tut dudng huyét.

Ciing nhu cac sulfonyluré khac diéu bang thude nay ¢ thé gay ha dudng Imyct néu gity an
khﬁng déu dan va dac bigt, néu bo biva in. CdC‘- tri¢u chlmg c6 thé ¢6 cia tut durcrng huyét la: Pau
dau, doi dir doi, buén ndn, ndn, mét maéi, rdi loan gific ngt, kich dong, gay hin, kém lé) trung,
giam nhan thire va phan (mg cham, tram cam, 1a 14n, rdi loan lln giac va ngon ngir, chimg mat ngén
ngit, run rdy, liét nhe, ri loan cam giac. chonb miit, cam gide yéu sirc, mét tir chil, mé sang, co pidt,
the ndng, nhip tim chim, budn ngi va mit i gidc, c6 thé dan dén hon mé va vong.

Ngnfu ra, cdc dau hiéu cua sy chéng diéu hoa adrenergic c6 thé duoc quan sat thiay: dd md hoi, da
am, lo ling, nhip tim nhanh, ting huyét 4p, hdi hép, dau thit ngue va r6i loan nhip tim.

Théng thudng, cc triéu chimg bién mét sau khi an carbohydrate (duémg). Tuy nhién, chat lam ngot
nhén tgo khong ¢6 tac dung. Kinh nghi¢m voi céc sulfonyluré khdc cho thy ha duémg huyédt co thé
tai phat ngay ca khi cac bién phap ban du cé hiéu qua.

Néu con ha dudng huyét 1a niing hojic kéo dai, va ngay ci khi duge kiém soat tam thoi bang cach
dn duong, can phéi Iﬁp tire didu tri hodc thim chi phai nhip vién.

Da ¢ bao cao vé r6i loan tiéu hoa, bao gom dau bung, budn nén, ndn maa, kho tidu, tiéu chay va

tao bon. Uﬁng thude cting bita &in sang ¢o thé tranh hodc giam thiéu dén t6i da cae tac dung khong
mong muon nay.

£ AT . ;
Cic tac dung khong mong muén sau day hiém khi duge bdo cdo hon:
* Roi loan da va mé duéi da: Phat ban, nglra ngdy, ndi may day, phit mach, ban dé, ban dat sin,
phan ting noi bong giop (nhwr hdi ching Stevens-Johnson va hoi ching hoai tir da nhiém doc), va
dac biét 1 hoi chung phat ban do thuoe véi tang bach cau di toan va nhidu tridu chimg toan than
(DRESS).
* R&i loan mau va hé¢ bach huyél Nhimg thay déi vé huyét hoc Is‘n rit hiém. Co thé bao gdm thiéu
méu, giam bach cdu, giam tiéu cdu, giam bach cdu hat. Nhiimg vin dé nay thuong khoi khi ngimg
thude.

* R&i loan g gan mdt: Tang cac enzym gan (AST, ALT, phosphatase kiém), vidm gan (vai turcmg hop
riéng 18). Néu bj vang da & mét thi phai ngung diéu tri. Nhitng trigu chimg nay thudng bién mét sau
khi ngung thudc.

» Réi loan mit

Réi loan thi giac thoang qua c¢6 thé xay ra diic biét 12 khi méi bt dau didu ti, do thay déi ndng da
glucose trong mau.

* Céc hiéu tmg do nhém thube:

Cung nlm cac sultcmylu:e khée, cdce tac dung phu sau ddy da dugc Elu nhan Céc trudong hop giam
hong ciu, mét bach ciu hat, thiu mau tan huyét, giam toan thé huyet clu, viém mach di ung, ha
natri huyét, tang enzym gan va tham chi suy giam chirc niing gan (nhu r médt va vang da) va viém
gan s& thuyén giam sau khi ngung thude sulfonyluré hogc din dén suy gan de dea tinh mang trong
mot vai truong hop cé biét.

THONG BAO NGAY CHO BAC Si HOAC DUQC SI NHUNG PHAN UNG CO HAT GAP
PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi

Qua liéu cac sulfonyluré ¢é thé gay tut dudng huyét.
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Cac triéu clmng tut dmmg huy€t trung binh, khéng ¢é bj mét y thite hodic cac ddu hiéu thin kinh,
can duge didu chinh bang cach an car bohydrate, di¢u chinh liéu ding va/ hodc thay dbi ché do an
ubng. Cin theo doi chiit ¢hé cho dén khi chéic chan ring bénh nhén da thoat khoi vong nguy hiém.

Céac phan ung tut dudmng huyet mng, ¢d thé bi hén mé, co giat hoiic cde rdi loan than kinh khac va
phai duge diéu tri nhy mot ca cdp ctiu y té, phai cho nhép vién ngay lap tie.

Néu hon mé do tut dudng huyét duge chin doan hoﬁc nghi ngd, bénh nhan cén duge tiém [V 50 ml
dung dich glucose dam dac (2[] dén 30%), Sau do can cho truyén lién tyc dung dlch glucose lodng
hon (10%) véi tée do ma co thé duy tri mire dwemg huyét tén 1 g/ I.. Bénh nhén cin dm;:c theo dai
chiit ch& va tuy thude vao tinh trang cta bénh nhin sau dé, béc si s& quyét dinh xem ¢é cin theo doi
thém hay khong,

Tham tach khdng c6 lgi ich cho bénh nhén do gliclazide gin két manh véi cac protein,

DAC TiNH DUQC LUC HOC
Ma ATC: A10B B09. Nhom thude: Thude chéng déi thio duong (ubng), din chét sulfonyluré,
Co ché téc dung

Gliclazide la mdt thude chong dai thao dwong dang uong 11hém sull‘onvll.uc khdc v6i cac hop chit
co lién quan khac bai mét vong di vong chira nito véi mét ciu ndi noi vong.

Gliclazide lam giam lugng dlrcmg trong méu bang cich kich thich sy bai tiét msulm tir cée t& bao B
cac dao Langerhans ciia tuyén tuy. Sy tang insulin sau dn va bai tiét C-peptide vin kéo dai sau hai
nam diéu tj.

Ngoai cdic déc tinh vé chuyén hoa nay, gliclazide con ¢6 céc dic tinh vé huyét mach.
Tée dung duge lue

Tdc dung phong thich insulin

O bénh nhén dai thao CTI.IO‘IIE tuyp 2, gliclazide phyc hoi dinh sém tiét insulin, khi ¢6 hién dién cua
glucose va lam ting tiét msulm o pha thir nhi, Tang dang k& dép tng tiét insulin dwoc quan sat
thay sau mét bita an hay khi ubng duong.

Biic tinh hu;-=e:‘ mach

Gliclazide lam giam qua trinh hinh thanh huyét khdi vi mach theo 2 co ché ¢6 thé ¢6 lién quan dén
cdc bién chimg ctia bénh déi thao duong.

- Uc ché mot phin su két tap va két dinh tidu cau, qua vige lam giam cac ddu 4n kich hoat tiéu cdu
(Beta thromboglobulin, thromboxan B2).

- Tac dong 1én hoat tinh tiéu sgi huyét & thanh noi mach qua su gia tang hoat tinh ctia tPA.

DPAC TINH DUQC DPONG HOC
Hip thu

Sau khi uéng thuéc, nong do trong huyét lrong tang dan trong 6 gir dau, dat ndng do dinh va duy
trl tlr gidy thir 6 dén 12. Sy Ihd)’ doi giira cac doi tuong la rét it. Gliclazide duge hap thu hoan toan.
Thie dn khong anh hueng dén ¢ @ hodc mire do hép thu,

Phin bé
Thude giin két véi protein huyét twong 1a ki 10dng 95%. Thé tich phéan bb khoang 30 lit.

Uong mot vién nén phong thich kéo dai 30 mg co thé duy ti nong dé glicazide ¢6 hiéu lue trong
huyét trong sudt 24 gio.

Chuyén héa



https://trungtamthuoc.com/

Gliclazide dwoc chuyén hoa cha yéu & gan va bai tiét qua nude tiéu: Dudi 1% thude o dang khong
ddi duge tim thiy trong nuée tidu, Khong ¢6 chét chuyén héa cé hoat tinh nao durge phat hién trong
huyét tuong.

Thai teir
Thai gian ban thai cia gliclazide thay déi trong khoang tir 12 dén 20 gio.
Tuyén tinh/ phi tuyén tinh

Noéng dg thude ty 18 theo lidu cllmg trong pham vi dén 120 mg va dién tich dudi duemg cong ndng
@6 thude theo thoi g gian la tuyen tinh.

Nguoi cao tubi
Khong ¢6 thay doi déng ké trén 1am sang vé céc théng s6 duge déng hoe ¢ bénh nhén cao tubi,

QUI CACH DONG GOI

Hop 3 vi x 10 vién, vi nhém - nhom
Hép 3 vi x 10 vién, vi nhém - PVC
Hop 1 lo 30 vién, lg HDPE

Hop 1 1o 90 vién, lo HDPE

BAO QUAN: Nhigt d khéng qua 30°C.
HAN DUNG: 30 thang ké tir ngay san xuét,
TIEU CHUAN: TCCS.

CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM RELIV

Bia chi: Khu A, s 18, dwong Lé Thj Soc, 4p 2A, xa Tan Thanh Téy, huyén Ca Chi, thanh phd Hb
Chi Minh, Viét Nam.
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