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CLAZIC® SR

30 mg Sustained-Release Tablet
Oral hypoglycemic agent

FORMULATION

Each CLAZIC® SR tablet contains:

Gliclazide.. .30 mg
Excipients: Calcmm Phosphate Maltodaxtnn Hydrcxypropyl Methylcellulosa
Colloidal Silicon Dioxide, Magnesium Stearate.

PHARMACOLOGY

Gliclazide is a sulfonylurea oral antidiabetic agent whose primary action is to
potentiate glucose-stimulated insulin release from functioning pancreatic islet
B-cells.

Gliclazide has actions on peripheral tissues. It has been shown to enhance
glycogen synthesis and inhibit glycogenolysis and gluconeogenesis in the
liver. Gliclazide may also improve peripheral glucose uptake in muscles.

PHARMACOKINETICS

CLAZIC® SR is a once-daily gliclazide formulation intended to improve patient
compliance and glycemic control in patients with type 2 diabetes.

The formulation provides a progressive release of gliclazide which parallels
the 24-hour glycemic profile in patients with type 2 diabetes. It has high
bioavailability. Food has effect on Cp,sy but has no effect on AUC.

The following are important pharmacokinetic parameters of CLAZIC® SR:
Tmax is about 7 hours (Data based on UL's Bioavailability/ Bioequivalence
Study on UL'S CLAZIC® SR 30 mg vs. the gliclazide brand 30 mg).

In patients with type 2 diabetes the apparent clearance of CLAZIC® SR is 0.9
L/h and its apparent volume of distribution is 19 L.

CLAZIC® SR's elimination half-life is approximately 17 hours.

INDICATION
For type 2 diabetes mellitus uncontrolled by diet and exercise.

DOSAGE AND ADMINISTRATION

There is no fixed dosage regimen for the management of diabetes mellitus
with gliclazide or any hypoglycemic agent. Adjust dose according to patients’
individual response.

Recommended Dose:

30-120 mg (1 to 4 tablets) taken once daily before breakfast.

Usual Maintenance Dose:

60 mg (2 tablets) taken once daily before breakfast.

Or as prescribed by the physician.

ADVERSE EFFECTS

Majority of adverse events observed during CLAZIC® SR treatment are mild
to moderate in severity.

The following adverse events have been associated with gliclazide.

Hypoglycemia: Drowsiness, sweating, weakness, paresthesia, and
headache.
Gastrointestinal: Nausea, vomiting, diarrhea, epigastric fullness and
irritation.

Dermatologic: Pruritus, erythema, urticaria and morbiliform or maculopapular
rash.

Hematological: Rarely, leukopenia, agranulocytosis, thrombocytopenia and
anemia.

Metabolic: Rarely, disulfiram-type reactions.

Laboratory Tests: Occasional mild to moderate elevations of AST (SGOT).
LDH and creatinine,

Please inform the doctor for any side-effect during treatment.

CONTRAINDICATIONS:

- Type 1 diabetes mellitus

- Hypersensitivity to sulfonylureas
- Severe renal or hepatic failure

- Diabetic coma or precoma

- Severe infections

- Severe trauma

- Major surgery

- Pregnant and lactating women,

PRECAUTIONS

Hypoglycemia:

All sulfonylurea drugs, including gliclazide are capable of producing severe
hypoglycemia. Debilitated or malnourished patients, and those with adrenal,
pituitary or hepatic insufficiency are particularly susceptible to the hypoglyce-
mic action of gliclazide. Combined use of gliclazide with metformin may
increase the potential for hypoglycemia.

Loss of Control of Blood Glucose:
When a patient stabilized on any diabetic regimen is exposed to stress such
as fever, trauma, infections, or surgery, a loss of glycemic control may occur.

At such times, it may be necessary to discontinue CLAZ'C® SR and adminis-

ter insulin. '~

The effectiveness of any hypoglycemic drug including CLAZIC® SR, in
lowering blood glucose to a desired level decreases in many patients over a
period of time which may be due to progression of the severity of diabetes or
to diminished responsiveness to the drug. This phenomenon is known as
secondary failure, to distinguish it from primary failure in which the drug is
ineffective in an individual patient when CLAZIC® SR is first given. Assuss
adequate adjustment of dose and adherence to diet before classifying a
patient as a secondary failure.

Pregnancy

Abnormal blood glucose levels during pregnancy are associated with a higher
incidence of congenital abnormalities. Insulin is recommended during
pregnancy to maintain blood glucose levels as close to normal as possible.

Lactating women

Itis not known whether gliclazide is distributed into breast milk. However, the
potential for hypoglycemia in nursing infants may exist. So, gliclazide as other
sulfonylureas should not be used for lactating women.

Pediatric Use
Safety and effectiveness in pediatric patients have not been established.

Geriatric Use

Elderly patients are particularly susceptible to hypoglycemia action of
glucose-lowering drugs. Hypoglycemia may be difficult to recognize in
the elderly.

In elderly, debilitated, or malnourished patients, or in patients with renal or
hepatic insufficiency, the initial dosing, dose increments, and maintenance
dosing should be conservative to avoid hypoglycemic episodes.

OVERDOSE AND TREATMENT

Taking overdose of gliclazide may result in hypoglycemia symptoms include
sweating, pallor, palpitation in mild cases. In more severe cases, coma may
appear. Treatment for mild hypoglycemia by giving enough sugar or sugar -
containing drink promptly. In cases of severe hypoglycaemia, infusion of
concentrated (10 or 30 %) glucose solutions may be necessary and the patient
must be sent to a hospital.

DRUG INTERACTIONS

Aspirin, non-steroidal anti-inflammatory drugs, phenylbutazone, clofibrate,
sulfonamides, coumarin anticoagulants and other highly protein-bound drugs
may displace gliclazide from binding sites and cause severe hypoglycemia.
Cimetidine, sulfonamides, imidazole and MAQ inhibitors inhibit hepatic
microsomal enzymes and cause increased hypoglycemic effect of gliclazide.
Rifampicin, barbiturates, phenytoin, and alcohol induce hepatic enzymes and
cause lower plasma concentration of gliclazide.

Thiazide diuretics, diazoxide, glucocorticoids, estrogens, and sympathomi-
metic drugs inhibit the release or action of insulin and thus, oppose the effect
of gliclazide.

Early symptoms of hypoglycemia such as tremor, sweating, and tachycardia
may be masked by beta-blockers such as propranolol, allowing severe
hypoglycemic episodes without preceding warning symptoms. If beta-blockers
are required, the more selective types, such as metoprolol or atenolol are
preferred in diabetic patients.

Note: Should neither break nor chew the.
with water.

SUPPLY
Box of 10 strips x 10 tablets
Box of 1 strip x 10 tablets

STORE \ | ;s
Store at temperatures not exceedlr}g\\‘,ﬁ)os ]
Keep away from children Y

SHELF-LIFE
24 months from manufacturing date.

USE UPON DOCTOR'S PRESCRIPTION ONLY
READ THE PACKAGE INSERT CAREFULLY BEFORE USE
FOR MORE INFORMATION, PLEASE ASK FOR DOCTOR'S ADVICE

Manufactured by
UNITED PHARMA VIETNAM, INC.
ISO 9001:2008, WHO-GMP, GLP, GSP
Binh Chanh, HCMC, SR. Vietnam
Tel: 08-38100800
®Registered trademark of United Laboratories, Inc.
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R Thuse ban theo aon
CLAZIC® SR

Vién nén phdng thich kéo dai 30 mg
Thuéc ha dudng huyét dang uéng

CONG THUC

Mbi vien CLAZIC® SR chifa:

CCIEZIEE o ivsran s o AN e mmneenn 30 mg
Ta dugc: Calcium Phosphate, Maltodextrin, Hydroxypropyl Methylcellulose,
Colloidal Silicon Dioxide, Magnesium Stearate.

DUgC LY HQC

Gliclazide Ia thubc diéu tr dai thao dudng dang udng nhém sulfonylurea. Tac
dyng chll yéu cla thudc I kich thich t& bao B tuyén tyy cén chic nang giai
phéng insulin, 1a chit hoat ddng dudi sy kich hoat cla glucose,

Gliclazide c6 téc dong trén cac md ngoai bién. Thude dude ghi nhéan lam tang
téng hop glycogen, Uc ché sy ly gidi glycogen va sy tan tao glucose d gan.
Gliclazide cling c6 thé lam tang hap thu glucose ngoai bién nhu & c4c cd,

DUGC BONG HQC

CLAZIC® SR vdi cdng thic dung 1 1dn mdi ngay sé giip bénh nhan tuan thi
diéu trj va kiém sodt dudng huyét t6t hon & nhing bénh nhan dai thdo dudng
type 2.

Céng thic nay phéng thich lién tyc gliclazide tudng ling vdi néng dd dudng
huyét trong 24 gi& & nhilng bénh nhan d4i thdo duéng type 2. Thudc cé sinh
kha dyng cao. Thic &n c6 anh hudng dén gia trj Cpay nhung khong anh
hudng dén gid tri AUC,

Dudi day la cac théng sé duge dong hoc quan trong clia CLAZIC® SR:

Théi gian thudc dat néng A9 18i da (T,,,) khodng 7 gid (sé liéu dya vao nghién
cdu cUa Unilab vé Sinh kha dung/Tudng dudng sinh hoc clia CLAZIC® SR 30 mg
so vdi nhan hiéu gdc gliclazide 30 mg).

e} nhiing bénh nhan dai thdo dudng type 2, db thanh thai cia CLAZIC® SR [a
0,9 L/gi& va thé tich phan phdi la 19 L.

Thai gian ban hiy cla CLAZIC® SR Ia khodng 17 gid.

CHI BINH
Diéiu trj dai thdo dudng type 2 khong kiém soat dugc bing ché do an va tap
thé dyc.

LIEU LUGNG VA CACH DUNG
Khong cé phac dé ¢ dinh vé liéu lugng dé diéu tri dai thdo dudng vdi
gliclazide hodc céc thudc ha dutng huyét khac. Biéu chinh liéu lugng tuy theo
dép ng cla tung bénh nhan.
Liéu khuyén céo:
30 - 120 mg (1 dén 4 vién) udng mdt Idn mdi ngay trudc khi &n sang.
Liéu duy trl théng thudng:
60 mg (2 vién) udng mot IAn médi ngay trudc khi &n sang.
Hoac theo sy hudng din cla thdy thube.

\ |
PHAN UNG PHY
HAu hét cdc phan tng phy dugc ghi nhan khi diéu trj véi CLAZIC® SR thudng
& muc do nhe dén trung binh.
Céc phan dng phy sau ¢d lién quan dén gliclazide.
Ha dudng huyét: Budn ngl, todt mé hoi, mét mi, dj cam, va nhic diu.
Tiéu héa: Buén nén, nén, tiéu chay, ddy hdi va kich dng thugng vi.
Da: Ngua, ndi mdn dé, mé day va phat ban dang sdi hoac ban s4n.
Mau: Higm khi xay ra, ching gidm bach cdu, mAt bach c4u hat, giam tiéu cu
va thigu mau.
Chuyén héa: Hiém khi xay ra, cac phan ung loai disulfiram,
Céc xét nghigm: Lugng AST (SGOT), LDH va creatinine déi khi téng nhe dén
trung binh.
Théng bao cho bac sTnhiing tac dyng khdng mong muén gap phai khi st dyng
thudc.

CHONG CHI BINH:

- Baithdo dudng type 1

- Qua man vdi sulfonylureas

- Suy gan hodc suy than nang.

- Hon mé hodc tién hon mé do dai thdo dudng
- Nhiém khudn ning

- Chén thudng nang

- Ph&u thuat In.

- Phy nii c6 thai va cho con bu.

THAN TRQNG

Ha dudng huyét:

Tét ca céc thudc sulfonylurea, bao gém gliclazide cé thé gay ha dudng huyét
néng. Nhiing bénh nhin y&u sic hoac suy dinh dudng, va nhiing bénh nhén
bj suy tuyén thugng than, suy tuyén yén hoac suy gan rat nhay cam vdi tac
déng ha dudng huyét clia gliclazide. K&t hgp sif dung gliclazide véi metformin
¢6 thé lam tang nguy cd ha dudng huyét,

(-

Mat kiém soat dudng huyét: A3 >
Khi mét bénh nhan da &n dinh véi mét phac dé didu trj d4i thao dudng néu gap
stress nhu sét, chn thudng, nhiém trung, hodc phiu thuat, thi sy mat kidm
504t dudng huyst cé thé xay ra. Lic nay, c6 thé nén ngung sif dung CLAZIC®
SR va chuyén sang dung insulin.

Hiéu qua ha dudng huyét dén muc mong mudn cla céc thudc ha dudng huyst
ké ca CLAZIC® SR, giam xuéng & nhiéu bénh nhan theo thai gian cé thé 1a do
sy tién trién cUa bénh dai thdo dudng hoac do bénh nhan gidm dap ung vdi
thudc. Hién tugng nay duge xem la khong dap (ng thi phat, dé phan biét vdi
khéng dép Ung nguyén phat khi thudc khéng higu qua & mét bénh nhén khi sit
dyng CLAZIC® SR |1an diu tién. Tién hanh diéu chinh liéu lugng va ap dung
ché dé an phu hgp trudc khi phan loai mét bénh nhan I khdng dap (ng tha
phat.

Phy nd mang thal

Néng dé glucose huyét bat thudng khi mang thai ¢6 lién quan vdi tang ty |1 dj
tat bim sinh. Insulin dugc khuyén ding khi mang thai dé duy trl néng dé
dudng trong mau cang gan muc binh thudng cang tét.

Phy ni cho con bu

Khéng r6 gliclazide cé phan bé vao sfa me hay khong. Tuy nhién, ha dudéng
huyét cé thé xay ra cho tré dang bu me. Vi vay, khéng nén ding gliclazide
cling nhu cac sulfonylurea khac trong thdi ky cho con bu.

Tré em
Tinh an toan va higu qua & nhiing bénh nhi chua dugc ching minh,

Ngudi cao tudi

Nhiing bénh nhan cao tudi rat nhay cam vdi tac déng giam glucose huyét cila
miéc thude ha dudng huyét. Ha dudng huyét c6 thé khé nhan ra & ngudi cao
tudi.

d nhiing bénh nhén cao tudi, yéu sic, suy dinh dudng hoc nhing bénh nhan
suy than hoac suy gan, liéu khdi ddu, tang liéu, liéu duy tri nén than trong dé
tranh nhitng dgt ha duéng huyét.

QUA LIEU VA CACH XU TRI

Ding qua liéu gliclazide cé thé dan 16i nhiing dau hiéu ha dudng huyét nhu
va méd héi, da tai xanh, nhip tim nhanh trong nhiing trudng hgp nhe. Trudng
hdp nang hdn cé thé hén mé. Biéu tri ha dudng huyét nhe bing cach ngay
lap tuc cho uéng dudng vdi lugng vifa dU. Trong trudng hgp nang, tiém truyén
dung dich glucose dam déc (10 hoadc 30 %) va chuyén ngudi bénh dén bénh
vién.

TUGNG TAC THUGC

Aspirin, cdc thudc khang viém khéng steroid, phenylbutazone, clofibrate,
sulfonamide, céc thudc chéng dong coumarin va cac thudc két hgp nhidu véi
protein cé thé chiém ché cla gliclazide & cdc vj trf két hgp va gay ha dudng
huyét nghiém trong.

Cimetidine, sulfonamides, imidazole va cac thudc tc ché MAO sé tc ché cac
enzyme microsomal gan va gay gia tang tic déng ha dudng huyét cia
gliclazide.

Rifampicin, barbiturates, phenytoin, va rugu anh hudng dén cac men gan va
lam giam ndng dé gliclazide trong huyét tuang.

Céc thudc Igi tidu Thiazide, diazoxide, glucocorticoids, estrogens, va cic
thuée cudng giao cam uc ché sy phéng thich hoic tac dong clia insulin va vi
th& ddi khéng téc déng cla gliclazide.

Cac trigu ching sém cla ha dudng huyét nhu run, tot mé hoi, va nhip tim
nhanh c6 thé bj che Iap bdi cdc thudc chen beta nhu propranolol, khién cac
con ha dudng huyét nang xay ra ma khéng cd triéu chiing canh bao. N&u cin
sif dyng céc thudc chen beta, nén sif dyng céc loai cé tinh chon loc cao han,
nhu metoprolol hodc atenolol cho nhiing bénh nhan bj dai thdo dudng.

Luu y: Khong dugc bé hodc nhai ma phai ﬁh-g—ngﬁ?ﬁ'n\ri_;(n vdi nude,

BONG GO
Hop 10 vi x 10 vién
Hop 1 vix 10 vién

BAO QUAN =
Bao quan & nhiét A5 khang qua 30°
Dé xa tdm tay tré em

HAN DUNG
24 thdng ké ti ngay san xuat.

THUGC NAY CHI DUNG THEO BON GUA THAY THUGG
DOC KY HUGNG DAN TRUGC KHI SU DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC S.

San xuit tai:
CONG TY TNHH UNITED PHARMA VIET NAM
I1SO 9001:2008, WHO-GMP, GLP, GSP
Ap 2, Binh Chéanh, TP HCM, Viét Nam
DT: 08-38100800
®ping ky nhan hiéu: United Laboratories, Inc.
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SIZE: 280 x 196 mm



