NoChol

(ROSUVASTATIN)

5mg, 10mg & 20mg Tablets
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DESCRIPTION:

2 synthetic ipid| nt for oral Rosuvastatin calcium s bis[(E)-7-[4-
ridimin-5-y1)(3R,55)-3,5-dihydroxyhept-6-enoic acid]
calcium salt. The molecular formla for rosuvastatin calcium s (CuHrFN:OcS):Ca. evidence of active inflammation
and fibrosis,
QUANTITATIVE & QUALITATIVE COMPOSITION:
NOCHOL (Rosuvasunn) is available for oral administration as
1- NOCHOL Tablets 5;
Each filmcoated tabletcontins
Rosuvastatin Calcium USP equivalent to Rosuvastatin

ach film coated tablet contains:
Rosuvastatin Calcium USP equivalent to Rosuvastatin 10mg
roduct Specs.: USP)
3- NOCHOL Tablets 20mg
Each film coated tablet contains
Rosuvastatin Calcium USP equivalent to Rosuvastatin..
duct Specs.: USP)

20mg

MECHANISM OF ACTION
Rosuvastatin i 3 selectiv and competitv nhiitor of MG CoA eductase the ratedimiting enzyme tha converts
e, precursorfor cholesterol.Theprimary st of acton of

L increases the number o hepatic DL receptors o the el surface, enhancing uptake and catabolsm of LDL

2.It inhibits of VLDL, th reducing number of VLDL and LDL particles.
PNARMACOKINETICS

Absorg

M is achieved in's hours after oral The absolute

hmavan\ab\h!y is approximately 20%. Food did not affect the AUC of rosuvastatin.
tributi

The volume of istribution of rosuvastati is approximately 134 L. Approximately 0% of rosuvastatin s bound to plasma

proteins, mainly to albumin. This binding is reversible and independent of plasma concentrations

Metabolism:

Rosuvastati undergoes | hm:ted metabolism 1appruxm\ately 10%) by CYP2CS. The main metabolites are N-desmethyl
ctone Rosuvastatin accounts for greater than

90% of the ur(u\aung ore-Con reducess mhimor activity.
Xcretion:

About 90% of an oral dose is excreted in the faeces and the remainder is excreted in the urine. The elimination halfife

is apprnxnmale\y 19 hours.

Special Popul:

Renal Iniu'ﬁ:lencv

Plasma concentrations of rosuvastatin increased (about 3-fld)in patients with severe renal impairment. There is S0%

increase i steady-state plasma concentrations of rosuvastatin in patients undergoing haemodialysis.

Hepatic Insufficiency:

In patients with liver disease, plasma f increased.

THERAPEUTIC INDICATIONS:

NOCHOL is indicated for the treatment av

1. Hyperlipidemia and Mixed Dyslipidemi

o adnctve therapy t it to reoce eleated Total . LDLC, ApoB, nonHDLC, and trglycerides and to ncrease

HDL-Cin adult patients with pr i Lipid altering agents should be used in

aciton 0. et restricte nsaturated fat and choleterol when response to diet and nonpharmacological

interventions alone has been madequa(e

2. Pediatric Patients 10 to 17 years of age

Adjunct to diet to reduce Total-C, LOL-C o ApoB levels in adoles:ent boys and g, wha are atleast one year

postmenarche, 10-17 years of age with heterozygous familial hypercholesterolemia if after an adequate trial of diet

therapy the following findings are present: LDL-C >190 me/dI or >160 me/dl and there is a positive family history of

premature cardiovascular disease (CVD) or two or more other CVD risk factors.

3. Hypertriglyceridemia:

Adjunct to diet for the treatment of adult patients with hypertriglyceridemia.

4. Primary Dysbetalipoproteinemia:

Adjunct to diet for the treatment of patients with primary (Type

5. Homozygous Familial Hypertriglyceridemia

Adjunctive therapy to other lipid lowering treatments (e.g., LDL apheresis) or alone if such treatments are unavailable to

reduce LDL-C Total-C, and ApoB in adult patients with homozygous familial hypertriglyceridemia

6. Slowing of the Progression of Atherosclerosis

Adjunct to diet to slow the progression of atherosclerosis in adult patients as part of a treatment strategy to lower

Total-C and LDL-C to target levels,

7. Prevention of Cardiovascular Events

Prevention of major cardiovascular events in patients who are estimated to have a high risk for a irst cardiovascular

event, as an adjunct correction of other risk factors.

DOSAGE AND ADMINISTRATION:

The dose range for NOCHOL is Smg to 40mg orally once daily. The usual starting dose is 10-20mg,

NOCHOL can be administered as a single dose at any time of day, with or without food.

When initialing NOCHOL therapy o switching from another HMG-CoA reductase inhibitor therapy, the appropriate

NOCHOL starting dose should fist be utilized, and only then titrated according to the patient’s response an

individualized goal of therapy. After initiation or upon titration of NOCHOL, lipid levels should be analyzed within 2 to 4

weeks and the dosage adjusted according

The 40mg dose of NOCHOL should be used only for those patients who have not achieved their LDL-C goal utilizing the
me.

Helemxygnus Familial Hypercholesterolemia in Pediatric Patients (10 to 17 yea
The usual dose range of NOCHOL i Sm/day to 20m/day the masimum etommended dose s 20mg /day. Doses
should ng to th I of therapy. be made at intervals of 4
wccks or more,

Homozygous Familial Hypercholesterolemi
The recommended starting dose of NOCHOL is 20mg/day. Response to therapy should be estimated from pre-apheresis
LDLC levels.

Special Population:
Elderly:

Starting dose of 5 mg is recommended in patients >70 years.
Renal Insufficienc
The recommended start dose is Smg in patients with moderate renal insufficiency (creatinine clearance <60mL/min).
Patients with pre-disposing factors to myopathy:

The recommended start dose is Sme. The dose may be increased at intervals of 4 weeks, if necessary, to a usual
maximum of 20mg/day.

CONTRAINDICATIONS:

Rosuvastatin s contraindicated:

- In patients with hypersensitivity to rosuvastatin o to any of the excipients.

- In patients with active liver disease including unexplained, persistent elevation of serum transaminases.

- In patients with severe renal insufficiency (Creatinine clearance <30mL/min.)

In patients with myopathy.

- In patients receiving concomitant cyclosporine,

- In children younger than 10 years,

- Concomitant use of protease inhibitors in HIV patients.

The 40mg dose in patients with pr factors for

Such factors include:

- Creatinine clearance <60mL/min.

- Hypothyroidism

- History of hereditary muscular disorders.

- History of muscular toxicity with another HMG-CoA reductase inhibitor or fibrate.

- Alcohol abuse.

- Situations where an increase in plasma levels may occur.

- Concomitant use of fibrates

- Monitoring of serum transaminase level taken into account and if persistently increase in serum transaminase levels
is observed, discontinued NOCHOL.
- Adose reduction should be considered if unexplained persistent proteinuria and/or hematuria is suspected.

Use NOCHOL with caution;

- In patients with posing factor for In patients

alcohol and/or have a history of chronic liver disease, With drugs that may the levels of
hormones such as ketoconazole, spironolactone, and cimetidine to avoid increase in HbALc and fasting serum glucose
levels.

Pregnancy & Lactation:

Contraindicated in pregnancy and during lactation.

DRUG INTERACTIONS:

Coumarin

In patients takin and rosuvastatin should be determined before starting
rosuvastatin and lvequenl\y enough during esv\y therapy to ensure that no swgmﬁ(zn( alteration of INR occurs.
Gemfibroz

quantities of

Gimfibrozilsignifcantly increased rosuvastatin exposure. Therefore combination therapy should be avoided. f used, do
not exceed rosuvastatin 10mg once daily.

Antacid:

‘The simultaneous dosing of rosuvastatin with an antacid
The antacid should be taken atleast 2 hours after rosuvastatin administration.

Niacin:

Reduction in rosuvastatin dosage should be considered when sed with niacin to avoid risk of skeletal muscle effects.
ADVERSE REACTIONS:

50% rosuvastatin

- d acute renal failure and myopathy g myositis)
- Liver enzymes abnormalities.

Adverse reactions that led to treatment discontinuation were myalgia, abdominal, pain and nausea.

Common:

Headache, constipation, nausea, abdominal pain, myalgia, asthenia, diabetic mellitus.

OVERDOSAGE:

Inthe event of overdose, the ted tituted 4
Liver function and creatinine kinase levels shuuld e montored

INSTRUCTIONS:

- Store below 30°C.

- Protect from light & moisture.

- Keep out of reach of children,

To be sold on prescription of a registered medical practitioner.

HOW SUPPLIED:
NOCHOL (Rosuvastatin) Tablets Smg are available in pack of 10's
NOCHOL (Rosuvastatin) Tablets 10mg are available in pack of 10's.
NOCHOL (Rosuvastatin) Tablets 20mg are available in pack of 10's

QAL e S5 S
‘ﬁ:‘_.,v,wﬁ-_zfmfmf ety
fomeFSuELeadniu
.q/w;aw&rl& Hisgpus,

Manfactured By:

SI Wﬂm“n'emuhnnnl Private lumned )
E50 North Western Industrial Zon:

Port Qasim Authority, Karacni-Pakistan
www.sigmapharma.com.pk



	Page 1

