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SIMTEROL

Simvastatin 10mg

P
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THANH PHAN: M3 vién bao phim chiia THUGC BAN THED BON

Hoat chal: Simvastatin. ... 10mg BE XA TAM TAY TRE EM

T4 dugc: Lactose, Cellulose vi tinh thé PH 101, L-HPG... v di 1 vin BOC K7 HUGNG DAN SU DUNG TRUIC KHI DUNG .
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BAO QUAN: Trong bao bi kin, tranh dnh sdng & nal khd, nhigt 89 dudi 30°C Sin et bdi: GTY TNHH DP SHINPOONG DAEWOD
TIEU CHUAN: USP 30 5613, Bung 9A, KCN Bién Hoa 2, Béng Nai, VN

Treatment for hypercholesterolemia and hyperlipidemia _
3 Blis. x 10 Tabs. m

& Sold Only By Prescription

SIMTEROL

Simvastatin 10mg

S5 SHINPIONG AEWOD PHARMA G0 LTD

COMPOSITION: Each film coated tablet READ CAREFULLY THE LEAFLET BEFORE USE SBK Reg. No, -
Active ingredient: Simvastatin............ 10mg SOLD ONLY BY PRESCRIPTION

Excipient: Lactose, Microcrystalline cellulose KEEP OUT OF THE REACH OF CHILDREN 610 SX LotNo.
PH 101, L-HPC.............q.5. 1 tablet '

INDICATION-USAGE-CONTRAINDICATION: See insert
STORAGE: In a well-closed container, protected from  Manufactured by:

bant a dry plce, temperature below 30°C SHAPOONG DAENOD PHARMAGO.LTD.
SPECIFICATION: USP 30 Bien Hoa Industrial Zone 2, Dong Nai, VN ; 7
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Vién bao phim SIMTE

Simvastatin 10 mg

THANH PHAN: Mdi vién chira:

Hoagt chat: Simvastatin ............. T T 10 mg

Td dwge: Cellulose vi tinh thé PH 101, lactose, low substituted
hydroxypropyl cellulose, silicon dioxid, acid citric khan, natri starch
glycolat, povidon K30, natri lauryl sulfat, magnesi stearat, acid
ascorbic, butyl hydroxyl toluen, mau vang Opadry 03B62869, sap
Carnauba. £

DANG BAO CHE: Vién bao phim
QUY CACH PONG GOI: Hop 3 vi x 10 vién.
CHI DINH

Ting cholesterol méu nguyén phat: ting cholesterol méu dj hop tir cé
tinh gia dinh hogc ting lipid mau dang hdn hgp.

Tang cholesterol mau ddng hop tir ¢6 tinh gia dinh.

Gidm nguy co céc bién chimg tim mach: & nguwi bj bénh tim mach
do xo vira djng mach hoiic bj dai thao duimg.

LIEU LUONG VA CACH DUNG

Diéu trj tdng cholesterol nguyén phdt
+ Liu khoi ddu: 10- 20 mg/ngay. .
+ Ngudi cin giam manh cholesterol: lidu khoi déu 40 mg/ngay.

_Diéu tri ting cholesterol méu déng hop tr cé tinh gia dinh: 40

mg/ngiy; hoic 80 mg/ngay, chia lam 3 lan (20 mg, 20 mg va lidu
budi tdi 1a 40 mg).

Gidm nguy co cdc bién chimg tim mach: 20 - 40 mg/ngay.

Suy than: Thin trong khi dung liéu trén 10 mg/ngy & ngudi bj suy
thin ning (Creatinin < 30 ml/phat).

Ngudi gid: khong cin chinh liéu.

Tré em va thiéu nién (10 - 17 tuéi) ting cholesterol mau dj hgp tir c6
tinh gia dinh: 10mg/ngay; liéu tdi da 40 mg/ngay.

* Lu y:

Udng thube mot ldn vao budi tdi. ,
Khi can diéu chinh lidu lugng, cdn tuan thi khoang céch it nhét 4
tudn, liéu toi da la 80mg/ngay.

CHONG CHI DINH

Qud mén vdi simvastatin hay vai bét ky thanh phin nao cia thuéc.
Bénh gan tién trién hay ting men gan kéo dai khong rd nguyén nhin.

SU DUNG THAN TRONG

Simvastatin c6 thé gay bénh co vai céc diu higu lim sang nhu dau
co, yéu co, nbng d¢ creatin kinase (CK) ting cao hofic gdy tidu co
kém hoge khong kém voi suy than cap thir phat. Thin trong khi ding
thude & ngudi co cac yéu to nguy co cao (ngudi gia > 65 tudi, suy
thin, thiéu ning gidp khong kiém soét dugc, v.v ...) hofic dang ding
cdc thudc lam tang nong do simvastatin trong huyét tuong. Theo doi
céc ddu higu 14m sang va ngumg thude khi c6 ddu hiéu cia bénh co

- vatiéu co.

Nén kiém tra chirc ning gan trudc va sau khi bit ddu diu tr voi
simvastatin, ddc biét 1a khi dung licu cao, nén dinh ky kiém tra chirc
nang gan trong nim ddu tién. Thin trong & ngudi nghién rugu va
ngung thuoc khi men gan ting cao kéo dai (gap 3 lan so vdi mirc
binh thurimg).

Simvastatin c6 thé gdy bénh phdi mo ke, nhét 1a khi diéu trj dai han.
Céc triéu chimg bao gdm khd thd, ho khan, ... Nén ngung thude néu
bi bénh phdi mé ke do statin.

Thudc nay co chira lactose, vi vdy, nhimg ngudi khéng dung nap
lactose, thiéu hut Lapp lactase hay kém hdp thu glucose-galactose
khong nén ding thudc nay.

SUDUNG O PHU NU' CO THAI VA CHO CON BU

Tinh an toan cia simvastatin & phy nir ¢6 thai chwa dugc thiét 1ap.
Do nhitng nguy co tiém 4n, khéng sir dung simvastatin cho phy nit
¢0 thai hodc ¢6 y dinh mang thai.

Chua biét simvastatin hogc céc chét chuyén hod c6 bai tiét vao sita
mg hay khéng. Vi nhimg téc dyng phu nghiém trong tiém 4n, ngubi
mg khong nén cho con b khi dang ding simvastatin.

T%C DONG LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Simvastatin khong c6 anh hudng hofic"anh huéng khong dang ké lén
kha naing l4i xe va sir dung may maéc. Tuy nhién, khi 14i xe va van hanh
hanh méay méc, ¢6 thé xdy ra tinh trang chong mat nhung rét hiém gap.
TUONG TAC THUOC

Cdc chdt tc ché manh CYP3A4 (itraconazol, ketoconazol,
posaconazol, erythromycin, clarithromycin, telithromycin, chdt tec

&

DT : (08) 22250683
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ché Hler CHSE
néng 40 simvasgar
o va tiéu co. Chi
Amiodaron, verapamil,
qua 10 mg/ngay.
Amlodipin, ranolazin: lidu simvastatin khéng nén vugt qua 20
mg/ngay.

Thude chéng déng dicmg udng (coumarin): 1am tang nhe thi gian
prothrombin. Theo ddi thisi gian prothrombin trong théi gian ddu
diéu tri khi phéi hop voi simvastatin.

asyorine, danazol ...): lam tang
fig, ddn dén tang nguy co bénh

PHAN UNG PHU

*

*

Cac tac dung phy cia simvastatin va cdc statin khac thuong 1a rdi
loan tiéu hoa.
Céc téc dung phu khéc bao gdm:

Nhire ddu, phat ban, chéng mat, mit m, mét ngi va réi loan vi gidc.
Co thé xdy ra ting men gan c6 hdi phuc, cén theo ddi chirc ning gan
Viém gan, viém tuy

Phan img quéd min cdm bao gdm phan (mg phan v¢ va phi mach
ciing da xdy ra.

Bénh co, dfic tnmg 1a dau co va yéu co két hgp voi tang ndng do
creatine phosphokinase, dc hiét Ia & nhimg bénh nhin dang sir dung
ciclosporin, ddn xudt cia acid fibric hodic acid nicotinic.

Hiém khi xay ra tiéu co van véi suy thén cdp tinh tién trién.

Md'f bdo cho bdc si nhitng tdc dung phu gip phii khi sit dung
thu

D

D

UQC LUC HQC

Sau khi udng, simvastatin & dang lacton khong c6 hoat tinh duge
chuyén hod qua gan thanh dang beta-hydroxy acid ¢6 hoat tinh, c6
tic dung uc ché enzyme HMG-CoA reductase (3 hydroxy — 3
methylglutaryl CoA reductase). Enzyme ndy xic tic qua trinh
chuyén hod HMG-CoA thanh mevalonat, mdt trong nhimg budc
quan trong trong qua trinh sinh téng hop cholesterol.

Simvastatin lam giam néng do LDL-C lic binh thudmg va ca khi
ting cao. LDL dugc hinh thanh tir VLDL. Ce ché lam gidam LDL ¢6
thé lién quan dén viéc lam gidm ndng do VLDL va sy c4m tmg thy
thé LDL, din dén giam san xuit vd ting dj hoa LDL-C.
Apolipoprotein B ciing giam thir phét trong qua trinh diéu trj. Ngoai
ra, simvastatin con lam ting HDL-C trung binh va lam giam
triglycerid huyét twong. Tir d6, simvastatin lam giam ti 1¢ cholesterol
toan phan/HDL-C va ca ti 1& LDL-C/HDL-C.

U'QC DONG HQC

Hdp thu: Simvastatin dugc hdp thu tét va chuyén hoa lin ddu qua
gan. Nong d dinh trong huyét twong cia chét chuyén hoa cé hoat
tinh dat duge sau 1 — 2 git. Thirc &n khong anh hudmg dén sy hép
thu ctia thube. Y

Chuyén hod: Simvastatin |a chét nén ctia CYP3A4. Chét chuyén hoa
c6 hoat tinh chinh hi¢n dién trong huyét twong Ia beta-hydroxy acid
v thém 4 chit c6 hoat tinh khac.

Phdn bo: Trén 95% simvastatin va chét chuyén hod c6 hoat tinh
vao protein huyét twong. Khong co sy tich luy thudc khi ding
licu. 2
Thai trir: Sau khi udng, 13% thudc dugc thi trir qua nudce tidu va
60% qua phdn trong vong 96 gid. Sau khi tiém tinh mach ch
chuyén hod beta-hydroxy acid, nira doi trung binh 1a 1,9 gi¢r. Trung
binh chi ¢6 khoang 0,3 % liéu IV bai tiét trong nude tiéu, ;g

QUALIEUVAXUTRI
- Co mét vai trudmg hop qua lidu simvastatin. Lidu ti da dung nap 1a

3,6 g. Tét cd ngudi bénh déu hdi phuc ma khong @ lai di chimg néo.

Xir tri: Khong c6 liéu phép diic higu trong diéu tri qua liéu
simvastatin, Céc bi¢n phap diu trj chi yéu 12 hd trg va didu trj trigu
chimg.

KHUYEN CAO:

Trénh xa tim tay tré em.

Thudbc niy chi ding theo sy ké dom ciia thiy thude.
ky huwéng din sir dung trude khi ding.

Neéu ciin thém thng tin, xin hoi ¥ kién béc si.

BAO QUAN:

Trong bao bi kin, tranh anh sang, & noi khd nhigt 4§ dudi 30°C.
HAN DUNG: 36 thang ké tir ngay san xudt.

TIEU CHUAN: USP 30.

CONG TY TNHH DP SHINPOONG DAEWOO
Nha may 5613, Puimg 9A, KCN Bién Hoa 2, D(’mg Nai, Vigt Nam
Van phong: Phong 5 & 7, Léu 9, Thép R1-Toa nha Everrich, 968 Dudmg 3/2, P. 15, Q. 11, Tp. HCM
Fax : (08) 22250682

Email : shinpoong@spd.com.vn
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SIMTEROL Film coated tablet

" : Simvastatin 10 mg .
\

COMPOSITION

= Active ingredient: SImvastatin ......oeoeoveeovvosov 10 mg.

- Excipient: Microcrystalline cellulose PH 101, lactose, low substituted
hydroxypropyl " cellulose, - sodium  starch glycolate, povidone K30,
magnesium  stearate, sodium lauryl suifate, ascorbic acid,
butylhydroxytoluene, Opadry 03B62869 Yellow, Camauba wax.

DOSAGE FORM: Film coated tablet

HOW SUPPLIED: Box of 3 blisters x 104ablets.

INDICATIONS

~ Treatment of primary hypercholesteroleemian: heterozygous familial
hypercholesterolaemia or miixed dyslipidaemia,

~ Treatment of homozygous familial hypercholesterolaemia.

- For cardiovascular risk reduction in hight-risk patients, such as those with
atherosclerotic cardiovascular disease or diabetes mellitus,

DOSAGE AND ADMINISTRATION

- Hypercholesterolaemia:

+ The usual starting dose is 10 = 20 mg/day.
+ Patients who require a large reduction in cholesterol, the usual starting
dose is 40mg/day.

~ Homozygous familial hypercholesteroldemia: 40 mg/day or 80 mg/day in
3 divided doses of 20 mg, 20 mg, and an evening dose of 40 mg,

= Cardiovascular risk reduction: 20 ~ 40 m g/day.

~ " Renal impairment: In patients with severe renal insufficiency (creatinine
clezrance < 30 mlmin), doses above 10 mg/day should be carefully
considered,

- The elderiy: No dosage adjustment is necessary.

- Children and adolescents (10 — 17 years of age): heterozygous familial
hypercholesterolaemia: 10mg/day, the maximum recommended dose is
40 mg/day. .

* Note:

- Single dose in the evening.

- Adjustments of dosage, if required, should be made at intervals of not less
than 4 weeks, to a maximum of 80 mg/day,

CONTRAINDICATIONS

- Hypersensitivity to simvastatin or to any components of the drug,

- Active liver discase or unexplained persistent elevations of serum
transaminases. .

PRECAUTIONS

- Simvastatin occasionally causes myopathy manifested as muscle pain,
weakness with increased creatine kinase (CK); or thabdomyolysis with or
without acute renal failure secondary. Caution should be paid to patients
with high risk of myopathy (aged > 65 years, renal impairment,
uncontrolled hypothyroidism, etc., ...} or undergoing other medications
which increase the simvastatin levels in the plasma, Clinical monitoring
is recommended and simvastatin therapy should be discontinued if there
is any sign of myopathy or rhabdomyolysis.

- 1t is recommended that liver function tests be performed before and

" thereafter the simvastatin therapy, esp. at a high dose, tests should be
performed for the first year of treatment. Use with caution in patients who
consume substantial quantities of alcohol. If the transaminase levels rise
above 3 times the upper limit of nommnal, simvastatin should be
discontinued.

- Simvastatin may cause interstitial lung disease, especially with long term
therapy, Symptoms can include dyspnoea, non productive cough, ....Ifa
patient has developed interstitial lung disease, statin therapy should be
discontinued.

— This product contains Iactose, Patients with galactose intolerance, Lapp
lactase deficiency or glucose-galactose malabserption should not take this
medicine,

USE DURING PREGNANCY AND NURSING MOTHERS

— Safety in pregnant women has not been established, Because of the
potential for serious adverse reactions, do not use this drug in women
who are pregnant or trying to become pregnant.

- It is not known whether simvastatin or its metabolites are excreted in
human milk. Because of the potential for serious adverse reactions,
women taking Simvastatin should not breast-feed their infants,

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Simvastatin has no er negligible influence on the ability to drive and use

machines. However, when driving vehicles or aperating machines, dizziness

may occur. -

DRUG INTERACTIONS

= Potent CYP3A4 inhibitors (as itraconazole, ketoconazole, posaconazol,
erythromycin, clarithromycin, telithromyein, HIV protease inhibitors,
gemfibrozil, cyclosporine, danazo...l}: increase the simvastatin levels in
plasma, result in high risk of myopathy/thabdomyolysis. Contraindicated
with simvastatin,

- Amiodarone, verapami, diltiazem: the dose of Simvastatin should not
exceed 10 mg/day.

~ Amlodipine, ranolazin: the dose of Simvastatin should not exceed 20
mg/day.

= Oral anticoagulants fcoumarin): lightly increased prothrombin time,
Prothrombin times should be monitored during early therapy if
concomitant admistration with simvastatin,

SIDE EFFECTS

* The commonest side effects of therepy with simvastatin and other statins
are gastrointestinal disorders.

* Other side effects include:

~ Headache, skin rashes, dizziness, blurred vision, insomnia, dysgeusia.

Reversible increases in serum-aminotransferage concentrations may occur

and liver function should be monitored.

- Hepatitis and pancreatitis have been reported,

- Hypersensitivity reactions incleding anaphylaxis and angioedema have
also occurred,

~ Myopathy, characterised by myalgia creatine  phosphokinase
concentrations, has been reported, especially in patients also takin
ciclosporin, fibric acid derivatives, or nicotinic acid.

~ Rarely, rhabdomyolysis with acute renal failure may develop.

Inform dociors with side effects when using medicine.

PHARMACODYNAMIC PROPERTIES

- After oral ingestion, simvastatin, which is an inactive lactone, is
hydrolyzed in the liver to the corresponding active beta-hydroxyacid form
which has a potent activity in inhibiting HMG-CoA reductase (3 hydroxy
~— 3 methylglutaryl CoA reductase). This enzyme catalyses the conversion
of HMG-CoA to mevalonate, an early and rate-limiting step in the
biosynthesis of cholesterol.

— Simvastatin has been shown to reduce bath normal and elevated LDL-C
concentrations, LDL is formed from very-low-density protein (VLDL).
The mechanism of the LDL-lowering effect may involve both reduction
of VLDL-cholesterol (VLDL-C) concentration and induction of the LDL
receptor, leading to reduced production and increased catabolism of LDL-
C. Apolipoprotein B also falls substantially during treatment, In addition,
simvastatin moderately increases HDL-C and reduces plasma TG.
Therefore, the ratios of total- to HDL-C and LDL- to HDL-C are reduced.

PHARMACOKINETIC PROPERTIES

— Absorption: Simvastatin is well absorbed and undergoes extensive
hepatic first-pass extraction. Maximum plasma concentration of active
inhibitars is reached approximately after 1-2 hours. Food do not affect the
absorption.

- Metabolisim: Simvastatin is ‘a substrate of CYP3A4, The major
metabolites of simvastatin present in human plasma are the beta-
hydroxyacid and four additional active metabolites,

= Distribution: The protein binding of simvastatin and it active metabolite
is > 95 %. No accumulation of medicinal product occurred afier multiple
dosing.

= Elimination: Following an oral dose, 13% was excreted in the urine and
60% in the faeces within 96 hours. Following on intravenous injection of
the beta-hydroxyacid metabolite, its half-life averaged 1.9 hours. An
average of only 0.3 % of the [V dase wes excreted in urine as inhibitars.

OVERDOSE AND TREATMENT '

- To date, a few cases of overdosage have been reported; the maximum
dose taken was 3.6 g, All patients recovered without sequele.

— Treafment: There is no specific treatment in the event of overdose, In this
case, symptomatic and supportive measures should be adopted.

RECOMMENDATION

~ Keep out of reach of children,

~ Tkis drug is used enly by doctor's prescription,

- Read carefully the leaflet before use.

- Contact your doctor for further information.

STORAGE: Store in a tight container, protected from light, at dry place

temperature under 30°C,

EXPIRY DATE: 36 months from the manufacturing date.

SPECIFICATION: USP 30,

SHINPOONG DAEWOO PHARMA Co,, Ltd.
' é Factory: No. 13 - Street 9A Bien Hoa Indusirial Zone No. 2, Dongnai Province, Viet Nam 7
D Office: Room 5 & 7, Floor 9%, Tower R1, Everrich Building, 968 Strect 3/2, Ward 15, Dist, 11, Ho Chi Minh City

G

Tel : (68) 22250683

Fax : (08) 22250682

Email ; shinpoong@spd.com.vn



