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(ROSUVASTATIN)

COMPOSITION

RICHSTATIN 5mg

Each film-coated tablet contains:

Activeingredient: Rosuvastatin... 5mg

(as Rosuvastatin Calcium)

Inactiveingredients: Avicel PH 102, Lactose Regular, Dibasic Calcium Phosphate

Anhydrous, Povidone K-30, Crospovidone, Magnesium Stearate, Methocel E-5

(HPMC 5CPs), Titanium Dioxide, PE.G. 6000, Brilliant Blue Lake Color.

RICHSTATIN 10mg

Each film-coated tablet contains:

Active ingredient: Rosuvastatin... 10mg

(as Rosuvastatin Calcium)

Inactiveingredients: Avicel PH 102, Lactose Regular, Dibasic Calcium Phosphate

Anh)l/drous, Povidone K-30, Crospovidone, Magnesium Stearate, Opadry |1

Purple.

RICHSTATIN 20mg

Each film-coated tablet contains:

Active ingredient: Rosuvastatin... 20mg

(as Rosuvastatin Calcium)

Inactiveingredients: Avicel PH 102, Lactose Regular, Dibasic Calcium Phosphate

Anhydrous, Povidone K-30, Crospovidone, Magnesium Stearate, Opadry |1 Green.

PHARMACODYNAMICS

Rosuvastatin is a selective and competitive inhibitor of HMG-CoA reductase,

the rate-limiting enzyme that converts 3-hydroxy-3-methylglutaryl coenzyme

A to mevalonate, a precursor for cholesterol. The primary site of action of

rosuvastatin is the liver, the target organ for cholesterol lowering.

Ininvivo and in vitro studies, rosuvastatin produces its lipid-modifying effects

in two ways. First, it increases the number of hepatic LDL receptors on the

cell-surface to enhance uptake and catabolism of LDL. Second, rosuvastatin

inhibits hepatic synthesis of VLDL, which reduces the total number of VLDL

and LDL particles.

PHARMACOKINETICS

Absorption

Maximum plasma concentration is achieved approximately in 5 hours after

oral administration. The absolute bioavailability is approximately 20%. Both

peak concentration (C,,,) and area under the plasma concentration-time curve

(AUC) increased in approximate proportion to rosuvastatin dose. Administration

of rosuvastatin with food decreased the rate of drug absorption by 20% as

assessed by C., but there was no effect on the extent of absorption as
assessed by AUC.

Distribution

Rosuvastatin is taken up extensively by the liver which is the primary site of

cholesterol synthesis and LDL-C clearance. Mean volume of distribution at

steady state of rosuvastatin is approximately 134 litres. Rosuvastatin is 88%

bound to plasma proteins, mostly albumin. This binding is reversible and

independent of plasma concentrations.

Metabolism

Rosuvastatin is not extensively metabolized (approximately 10%). The major

metabolite is N-desmethyl (50% less active than parent), which is formed

principally by cytochrome P450 2C9 and lactone metabolites (clinically
inactive). Rosuvastatin accounts for greater than 90% of the circulating HMG

CoA reductase inhibitor activity.

Excretion

Following oral administration, rosuvastatin and its metabolites are primarily

excreted in the feces (90%) and approximately 5% is excreted unchanged in

the urine. The elimination half-life (t,,) of rosuvastatin is approximately 19

hours. The elimination half-life does not increase at higher doses.

INDICATIONS

RICHSTATIN (Rosuvastatin) isindicated:

- Asanadjunct to diet to reduce elevated total-C, LDL-C, ApoB, and triglycedrides
levels and to increase HDL-C in patients with primary hypercholesterolemia
(heterozygous familial and nonfamilial) and mixed dyslipidemia
(Hyperlipoproteinaemias/Fredrickson Types Ilaand I1b).

- Asan adjunct to diet for the treatment of patients with elevated serum TG
levels (Hypertriglyceridaemia/Fredrickson Type 1V).

- To reduce total-C, LDL-C and ApoB in patients with homozygous familial
hypercholesterolemia as an adjunct to diet and other non-pharmacological or
lipid lowering treatments or if such treatments are unavailable or inadequate.

DOSAGE AND ADMINISTRATION

- For statin group: it should be recommended that using lowest starting dose that
the drug has effect, then if necessary, the dose could be adjusted according to
the needs and response of each patient by increasing the dose intermittent no
less than 04 weeks and monitored adverse reactions of drug, especially adverse
effects on muscular system.

- For the relationship between the dose of Rosuvastatin and rhabdomyolysis, it

should be take note: all patients started with dose of 10 mg/ 1 time/ day and

increased to 20 mg if necessary after 4 weeks. Closely monitored in case of
using dose of 40mg.

According to the pharmacokinetic study in American for Asian, absorption of

Rosuvastatin in Asian increased 2-fold compared with Whites, therefore it

should be considered when using initial dose of 5 mg for Asians.

The patient should be placed on a standard cholesterol-lowering diet before

receiving RICHSTATIN (Rosuvastatin) and should continue on this diet during

treatment with RICHSTATIN (Rosuvastatin). RICHSTATIN (Rosuvastatin)
can be administered as asingle dose at any time of day, with or without food.

Hyper cholester olemia (Heter ozygous Familial and Nonfamilial) and Mixed

Dyslipidemia (Fredrickson Types|laand I1b)

The dose range for RICHSTATIN (Rosuvastatin) is 5mg to 40mg once daily.

Therapy with RICHSTATIN (Rosuvastatin) should be individualized according

to goal of therapy and response. The usual recommended starting dose of
RICHSTATIN (Rosuvastatin) is 10mg once daily. Initiation of therapy with
5mg once daily may be considered for patients requiring less aggressive LDL
C reductions or who have predisposing factors for myopathy. For patients with
marked hypercholesterolemia (L DL-C>190mg/dL) and aggressive lipid targets,
a20mg starting dose may be considered. After initiation and/or upon titration
of RICHSTATIN (Rosuvastatin), lipid levels should be analysed within 2 to
4 weeks and dosage adjusted accordingly.
The 40mg dose of RICHSTATIN (Rosuvastatin) is reserved only for those
patients who have not achieved their LDL-C goal utilizing the 20mg dose of
RICHSTATIN (Rosuvastatin) once daily.
- Elevated serum TG levels (Hypertriglyceridaemia/Fredrickson TypelV).
The dose range for RICHSTATIN (Rosuvastatin) is 5mg to 40mg once daily.
Usual starting dosage is 10mg per day with adjustments based on lipid levels,
monitored once daily 2 to 4 weeks until desired level is achieved.
Homozygous Familial Hyper cholester olemia
The recommended starting dose of RICHSTATIN (Rosuvastatin) is 20mg once
daily in patients with homozygous FH. The maximum recommended daily
doseis40mg. RICHSTATIN (Rosuvastatin) should be used in these patients
as an adjunct to other lipid-lowering treatments.
The following Guidelines may be used to establish treatment goals:
NCEP Treatment Guidelines

LDL Level at Which LDL Level at
. LDL Goa |tolnitiate Therapeutic | Which to Consider
Risk Category (mg/dL) Lifestyle Changes Drug Therapy
(mg/dL) (mg/dL)
CHD* or CHD >130
risk equivalents <100 >100 (100-129:drug
(10-year risk >20%) optional)**
10-year risk 10-20%:
2+ Risk factors >130
. <130 >130
(10-year risk < 20%) T0-year risk <10%:
>160
>190 (160-189)
0-1 Risk factor *** <160 >160 (LDL-lowering
drug optional)

* CHD, coronary heart disease

** Some authorities recommend use of LDL-lowering drugsin this category if

an LDL-C level of <100 mg/dL cannot be achieved by therapeutic lifestyle

changes. Others prefer use of drugs that primarily modify triglycerides and HDL-

C, eg., nicotinic acid or fibrate.

***% Almost all people with 0-1 risk factor have a 10-year risk <10%; thus, 10-

year risk assessment in people with 0-1 risk factor is not necessary.

ADVERSE REACTIONS

Rosuvastatin is generally well tolerated. Adverse reactions have usually been

mild and transient.

- Corl‘?mn: Headache, dizziness, constipation, nausea, abdominal pain, myagia,
asthenia.

- Uncommon: Pruritus, rash and urticaria.
Rare: Hypersensitivity reactionsincluding myopathy, rhabdomyolysis, arthralgia,
increased hepatic transaminases.
- Very Rare: Jaundice, hepatitis, polyneuropathy.
Laboratory Abnormalities: Proteinuria has been observed in patients treated
with rosuvastatin. This finding was more frequent in patients taking rosuvastatin
40mg, when compared to lower doses of rosuvastatin. Other abnormal laboratory
values reported were elevated creatinine phosphokinase, dose related increase
in transaminases, glutamyl transpeptidase, alkaline phosphatase,
bilirubin and thyroid function abnormalities.

Other side effectsinclude:

- Cognitive impairment (such as memory loss, confusion, forgetfulness)

- Increased HbA1c levels

- Hyperglycemia

Inform doctors with side effects when using medicines.

CONTRAINDICATIONS

Rosuvastatin is contraindicated:

- In patients alergic to any component of the product.

- In patients with active liver disease including unexplained persistent elevations
of serum transaminases and any serum transaminases elevation exceeding 3
fold the upper limit of normal (ULN).

- During pregnancy and lactation and in women of childbearing potential not
using appropriate contraceptive measures.

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

- In patients with myopathy.

- In patients receiving concomitant cyclosporine.

The 40mg dose is contraindicated in patients with pre-disposing factors for

myopathy/ rhabdomyolysis. Such factorsinclude:

- Moderate renal impairment (Creatinine clearance <60mL/min)

- Hypothyroidism.

- Personal or family history of hereditary muscular disorders.

- Previous 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




PRECAUTION

- For statins group: patients with risk factors of muscle damage should consider

when taking statins drug. Drugs of statin group are likely to cause adverse

reactions to the muscular system such as muscular atrophy, myositis, especially

for patients at risk for example: over 65, patients with uncontrolled thyroid

insufficiency, patients with kidney disease. Need to closely monitor the adverse

reaction of the drug.

For Rosuvastatin: Patients should inform doctor immediately for the treatment

of signs or symptoms of muscle pain, fatigue, fever, dark urine, nausea or

vomiting when using this drug.

Before instituting therapy with rosuvastatin, an attempt should be made to

control hypercholesterolemia with appropriate diet, exercise and weight

reduction in obese patients and to treat other underlying medical problems.

When initiating statin therapy or switching from another statin therapy, the

appropriate rosuvastatin starting dose should first be utilized and only then

titrated according to the patient's individualized goal of therapy.

HMG-CoA reductase inhibitors, like some other lipid-lowering therapies, have

been associated with biochemical abnormalities of liver function. It is

recommended that liver enzyme tests be performed before starting statins

therapy and thereafter when clinically indicated.

- Consider monitoring creatine kinase (CK):
Before treatment: CK level should be measured before starting treatment in
following situations: Impaired renal function, hypothyroidism, personal or
familial history of hereditary muscular disorders, previous history of muscular
toxicity with astatin or fibrate, previous history of liver disease and/or excessive
quantities of alcohol consumption, in elderly (age> 70 years) with arisk factor
of rhabdomyolysis, possibility of drug interactions where an increase in plasma
level may occur and special populations. In these cases should weigh the
benefits/ risks and monitor patients clinically treated with statins. If CK levels
are significantly elevated at baseline (> 5XULN), treatment should not be
started with statins.
Whilst on statin treatment: Patients should inform doctor if muscle pain
weakness, or cramps occur especialy if accompanied by malaise or fever in
patients receiving statin. CK levels should be measured in these measured for
appropriate interventions.

- Paediatric use: Safety and efficacy have not been established in children.

DRUG INTERACTIONS

Increased risk of muscle injury when using statin drugs concomitant with the

following drugs:

- Gemfibrozil

- Other cholesterol-lowering drugs of fibrate group

- High doses of niacin (> 1g/day)

- Colchicine

Coadministration of human immunodeficiency virus (HIV) or hepatitis C virus

(HCV) protease inhibitors with certain statins can increase the risk of muscle

damage, especially myopathy/rhabdomyolysis, nephrosis, leading to renal failure

and may prove fatal.

Recommendations for drug-drug interactions between statins and protease

inhibitor of HIV and HCV

Statin Interacting protease Prescribing
inhibitor (s) recommendation
Rosuvastatin - Atazanavir Maximum rosuvastatin

- Atazanavir + Ritonavir
- Lopinavir + Ritonavir

- Warfarin: Coadministration of rosuvastatin to patients on stable warfarin
therapy resulted in clinically significant risesin INR (international normalized
ratio)

- Coumarin: In patients taking coumarin anticoagulants and rosuvastatin

concomitantly, INR should be determined before starting rosuvastatin and

frequently enough during early therapy to ensure that no significant alteration
of INR occurs.

Antacid: Coadministration of an antacid (aluminium and magnesium hydroxide

combination) with rosuvastatin (40mg) resulted in a decrease in plasma

concentrations of rosuvastatin by approximately 50%. The antacid should be
taken at |east 2 hours after rosuvastatin administration.

Cyclosporine: Coadministration of cyclosporine with rosuvastatin resulted in

11 and 7-fold increase in Cra and AUC of rosuvastatin respectively, compared

with healthy subjects. The coadministration of cyclosporine with rosuvastatin

is contraindicated.

- Gemfibrozl: Coadministration of asingle rosuvastatin dose to hedlthy volunteers
on gemfibrozil (600mg twice daily) resulted in 2.2 and 1.9 fold, respectively,
increase in mean Cya and mean AUC of rosuvastatin.

- Oral contraceptives: Coadministration of oral contraceptives (ethinyl estradiol
and norgestrel) with rosuvastatin resulted in an increase in plasma concentrations
of ethinyl estradiol and norgestrel by 26% and 34%, respectively.

- Erythromycin: Concomitant use of rosuvastatin and erythromycin resulted in
a 20% decrease in AUC and a 30% decrease in Cpa Of rosuvastatin.

USE IN PREGNANCY AND LACTATION

Rosuvastatin is contraindicated in pregnancy and lactation. Women of child

bearing potential should use appropriate contraceptive measures.

Since cholesterol and other products of cholesterol biosynthesis are essential for

the development of the fetus, the potential risk from inhibition of HMG-CoA

reductase outweighs the advantage of treatment during pregnancy.

It is not known whether rosuvastatin is excreted in human milk, caution should

be exercised when it is administered to a nursing woman.

EFFECTS ON ABILITY TO DRIVE AND OPERATE MACHINE

Rosuvastatin may cause dizziness during treatment. Therefore, caution should

be made when driving and operating machinery.

OVERDOSAGE

In the event of overdose, the patient should be treated symptomatically and

supportive measures instituted as required. Haemodialysis is unlikely to be of

benefit.

dose 10mg/day

STORAGE: Store below 30°C. Protect from sunlight and moisture.
EXPIRY: 36 months from the manufacturing date.
SPECIFICATION: Manufacturer.

HOW SUPPLIED:

RICHSTATIN 5mg: 1 Blister x 10 Film-Coated Tablets/Box
RICHSTATIN 10mg: 1 Blister x 10 Film-Coated Tablets/Box
RICHSTATIN 20mg: 1 Blister x 10 Film-Coated Tablets/Box
WARNING:

- Keep out of reach of children.

- Read carefully the leaflet before use.

- For further information, please contact your doctor.

- Thisdrugisused only by doctors' prescription.

Manufactured by:

@" thaer-lr:nZa 29-30/27,

(PVT)LIMITED
www.getzpharma.com

K.LLA., Karachi,
Pakistan

VN06-200007493




Vién nén bao phim Richstatin’ 5mg, 10mg, 20mg

R( Thudc ké toa

(Rosuvastatin)

THANH PHAN

RICHSTATIN 5mg

M3i vién nén bao phim ¢6 chira: i

Hoat chdt: Rosuvastatin 5 mg (dang mudi Rosuvastatin calci)

Td duge: Avicel PH 102, Lactose regular, Dibasic calcium phosphate anhydrous, Povidon K30

Magnesi stearat, Methocel E-5, Titan dioxyd, PEG 6000, mau xanh Brilliant lake, bt Talc tinh ki

RICHSTATIN 10mg

M3i vién nén bao phim ¢6 chira: i

Hoat chdt: Rosuvastatin 10 mg (dang mudi Rosuvastatin calci)

Td duge: Avicel PH 102, Lactose regular, Dibasic calcium phosphate anhydrous, Povidon K30, crospovidone,

Magnesi stearat, Opadry 11 mau tim, bt Tale tinh khiét.

RICHSTATIN 20mg

M3i vién nén bao phim ¢6 chira: i

Hoat chdt: Rosuvastatin 20 mg (dang mudi Rosuvastatin calci)

Td duge: Avicel PH 102, Lactose regular, Dibasic calcium phosphate anhydrous, Povidon K30, crospovidone,

Magnesi stearat, Opadry Il mau xanh, bt Talc tinh khiét.

DUQC LUC HQC

Rosuvastatin Ia mot chdt trc ché chon loc va canh tranh men HMG-CoA reductase, la men iic tic qua trinh chuyén

déi 3-hydroxy-3-methylglutaryl coenzyme A thanh mevalonate, mét tién chét cua cholesterol. Vi tri tic dong

chinh ctia Rosuvastatin la gan, co quan dich lam giam cholesterol. .

c nghién ciru trén in vivo va in vitro cho thiy Rosuvastatin c6 tac dung theo 2 cich: Dau tién, tang s6 lugng thy

thé LDL trén bé mat té bao & gan, do vay lam tang hap thu va dj hoa LDL. Thir hai, thude tre ché sy tong hop VLDL

& gan, vi vy lam giam s6 lrong céc thanh phan VLDL va LDL.

DUQC PONG HQC

Hap thu: Nong ¢ dinh trong huyét wrong cia Rosuvastatin dat duge khoang 5 gids sau khi udng. D¢ sinh kha

dung tuyét doi khoang 20%. Ca nong do dinh Cmax va di¢n tich dudi duong cong AUC tang tuong quan theo liéu.

Diing Rosuvastatin véi thitc an lam giam ty 1¢ hap thu khoang 20% theo Cmax, nhung khong anh hweng dén mire

do hap thu theo AUC. ) X .

Phiin bd: Rosuvastatin phan bo rong rai & gan 1a noi chi yéu tong hop cholesterol va thanh thai LDL-C. Thé tich

phan b ciia Rosuvastatin khoang 134L. Khodng 88% Rosuvastatin gin két véi protein huyét twong, chii yéu la

albumin. Sy gan két nay c6 thé dao ngugc va khong phu thuge vao nong do trong huyét trong.

Chuyén héa: Rosuvastatin it bj chuyén hod (khoang 10%). Chit chuyén hoa chinh la N-desmethyl (c6 hoat tinh

yéu hon khodng 50% so véi Rosuvastatin) - dugc tao thanh boi cytochrome P450 2C9 - va chit chuyén héa lactone

(khéng c6 hoat tinh lam sang). Rosuvastatin chiém hon 90% hoat tinh irc ché HMG-CoA reductase trong tuin

hoan

Thai trir: Sau khi uéng, khoang 90% liéu Rosuvastatin va chit chuyén hod duge thi trir qua phan va khoang 5%

duoe bii tiét ra nuée tiéu dudi dang khong doi. Thi gian ban thai (t1/2) khoang 19 gior. Thai gian ban thai khong

tang khi diing liéu cao hon.

CHI PINH

RICHSTATIN (Rosuvastatin) duge chi dinh:

Phéi hop véi ché o an kiéng dé giam nong do Cholesterol toan phén, LDL-cholesterol, Apolipoprotein B, cac

Triglycerid, v tang HDL-cholesterol ¢ nhimg bénh nhan tang Cholesterol huyét nguyén phit (di hop tir co tinh

gia dinh va khong co tinh gia dinh), réi loan Lipid huyét két hp (ting Lipoprotein huyét/ typ Ila va Ib theo

phan loai Fredrickson).

Phdi hop véi ché o an kiéng trong diéu tri tang nong do Triglycerid huyét twong (bénh ting triglycerid huyét/

typ IV theo phan loai Fredrickson).

- Lam giam Cholesterol toan phén, LDL-cholesterol v Apolipoprotein B ¢ nhig bénh nhén tang Cholesterol
huyét dong hop tir c6 tinh gia dinh, dé hd trg cho ché dg an kiéng va cac phuong phap diéu trj giam lipid huyét
Khéng ding thude hoge céc phuong phap diéu trj giam lipid huyét khac, hogc khi céc phuong phap diéu trj nay
khong thich hop hogc khong diy di.

LIEU LUGNG VA CACH SU DUNG ) ) o X X

- Khuyén co bit dau diéu tri v6i liéu thip nhat ma thude c6 tac dung, sau do néu can thiét, ¢6 thé diéu chinh liéu

theo nhu cdu va dap tmg cua timg ngudi bang cach ting liéu ting dot cach nhau khong dudi 04 tudn va phai

theo ddi cac phan ing c6 hai ciia thude, dac biét la phan img c6 hai di véi hé co. i X

Lién quan giira liéu dung cia Rosuvastatin va i y: tit ca cc bénh nhan bit dau véi lidu

10mg/ 1 1an/ ngay va chi tang lén 20mg néu thay can thiét sau 4 tuan. Can theo ddi chat ché dbi v6i truong hop

diing licu 40mg.

- Theo nghién ciru duge dong hoc tai My trén ngudi Chau A, kha nang hap thu Rosuvastatin & nguoi Chau A

tang gp 2 1an so v6i nguoi da tring, do d6 nén can nhéc liéu khoi diém Smg ddi voi ngudi Chau A.

Bénh nhan can phai tuan thi ché do an kiéng lam giam Cholesterol theo qui dinh trude khi uéng RICHSTATIN

(Rosuvastatin) v tiép tyc ché d¢ an nay trong subt thoi gian sir dung thuoc. RICHSTATIN (Rosuvastatin) duge

sir dung liu don vio bat cir lic no trong ngdy, cling hodc khong clng voi thirc an.

- Tiing cholesterol huyét (dj hop tir ¢é tinh gia dinh va khong c6 tinh gia dinh) va réi loan lipid huyét két
hop (typ 1la va Ib theo phén logi Fredrickson)
Liéu Rosuvastatin tir 5 —40mg, uong mdi ngay mt lan, tity theo myc dich tri li¢u va dap img cua bénh nhan.
Licu khoi dau thong thudng khuyén cdo cho RICHSTATIN (Rosuvastatin) la 10mg, 1 lan/ ngay. Liéu khoi dau
Smg/lan/ngay dugc dp dung cho nhimg bénh nhan khong c6 yéu cau giam LDL-Cholesterol tich cyc hoge
nhiing bénh nhan co yéu t6 din dén bénh co. i véi nhimg bénh nhn tang Cholesterol huyét dng ké (ham
lugng LDL-Cholesterol > 190mg/ dL) va doi hoi giam lipid tich cyc, c6 thé xem xét licu khoi dau 20mg. Sau
liéu khai dau, va/hode dong thoi voi dinh lrgng RICHSTATIN (Rosuvastatin), nén xét nghiém nong do lipid
huyét trong 2 - 4 tuan dé diéu chinh liéu phit hop.

Liéu 40mg chi danh cho nhnm;, bénh nhan khong dat myc tiéu giam LDL-Cholesterol nhu mong muén khi sir

ospovidone,

Liéu Rosuvastatin st d\mg tir’S — 40mg, uéng 1 1an/ ngdy. Liéu khoi da |hong thudng 13 10mg/ ngay, diéu
chinh dya trén nong 49 lipid huyét, theo doi hang ngay trong 2 —4 tuin dén khi dat mic mong muén.

Ting Cholesterol huyét dong hop ti ¢6 tinh gia dinh

cio cho RICHSTATIN (Rosuvastatin) 1a 20me, | lin/ ngay & nhiing bénh nhin ting
¢ hop tir ¢6 tinh gia dinh. Liéu t5i da trong ngdy 13 40mg. RICHSTATIN (

h nhén suy thin nng (4 thanh thai creatinin < 30ml/ phiit)
h nhn c§ bénh co.

- Bénh nhan dang s dung cyclosporin.

Lidu cao 40mg Rosuvastatin chng chi dinh & nhimg bénh nhan 6 sin cc yéu t6 nguy co din dén bénh cof bénh
co nigu kich pha

) Q)
£
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B
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i

- Cé tién s c4 nhan hodic gia dinh méc bénh ri loan co di truyén

- €6 tién sir doe co do cic chat irc che HMG-CoA reductase khac hodc dgc co do Fibrat.

- Lam dung rugu

- Céc truomg
Phéi hop v

THAN TRONG ) . . ) )

- Than trong chung véi nhimg thuoe nhom statin: can cén nhac khi ding thuoe thue nhém statin doi véi bénh
nhan ¢6 nhimg yéu té nguy co din dén ton thuong c0. Thudc thude nhom statin co nguy co gdy ra céc phan ing
c6 hai ¢ és

6 thé din dén tang nong do thudc trong huyét twong.
dc Fibrat.

V6i hé co nhu teo co, viém co, dic biét di v6i cdc bénh nhén trén 65 tuéi, bénh nhén bj bénh thiéu
néing tuyén gidp khong duge kiém sodt, bénh nhan bj bénh thin. Can theo doi chit ché céc phan tmg ¢ hai
trong qué trinh diing thude.

Bénh nhin cdn bio cdo ngay cho bie ST diéu ti cic ddu higu hoc trigu chifng dau co, mét moi, sét, nude tiéu

- Truéc khi bt dau

ché dg an kiéng, 4 :

Khi bat dau liéu phap diu trj véi statin hogc chuyén tir liéu phap didu ti statin Khic sang st dung Rosuvasu\tm
liéu khoi dau Rosuvastatin phai dugc diéu chinh thich hop va tity theo myc tiéu diéu tri o timg bénh nhan.

- Cic chit itc ché HMG-CoA reductase, ciing nhu céc liéu phip giam Lipid huyét khic, cé lién quan dén nhimg

bit thudng sinh ha chiie ning gan.

Khuyén cdo 1am xét nghiém enzym gan trude khi bit du diu tri bing statin va trong truong hop chi dinh lam

sing yéu cdu xét nghi¢m sau do.

Can nhic theo d5i creatin kinase (CK) trong truong hop:

* Truge khi diéu tri, xét nghiém CK nén duge tién hanh trong nhimg truomg hop: Suy giam chirc nang thn,

nhugc gidp, tién sir ban thin hofc tién sif gia dinh mdc bénh co di truyén, tién sir bi bénh co do sir dung statin

hog sit bénh gan vivhodc udng nhicu rugu, bénh nhan cao twdi (> 70 i) c6 nhimg yéu

6 nguy co bj tiéu co vin, kha nang xay ra twong ti thude v mot s6 di tuong bénh nh

trudng hop ndy nén can nhic loi ich/nguy co va theo doi bénh nhin trén 1dm sang khi

két qua xét nghiém CK > 5 lan gi6i han frén cia mie binh thuong, khong nén bat da

Trong qué trinh diéu tri bang statin, bgnh nhan can thong bao khi ¢6 cac biéu hign vé co nhu dau co, cimg co,

yéu co ... Khi ¢ cic biéu hi¢n nay, bénh nhan can lam xét nghiém CK dé co cac bién phap can thigp phi hop.

- Sirdung & tré em: Hi¢u qua va an toan khi sir dung thuée o tré em chua dugc thiét Iip.

TAC DUNG PHU .

Rosuvastatin thudng duge dung nap tét. Céc tic dyng phy thuong nhe v thoang qua.

- Phé bién: dau dau, hoa mt, to bon, budn non, dau bung, dau co va suy nhuge.

{t pho bién: ngira, ban do, mé day.

- Hiém xay ra: cdc phan mg qui mdn cim bao gdm bénh co, co niéu kich phat, viém khop xuong, ting
transaminase gan. X

it hiém: vang da, viém gan, bénh da thin kinh. . .

- Bt thuong trong xét nghiém: Protein niéu da xéy ra & nhing bénh nhan didu tri v6i Rosuvastatin, Didu nay xiy
ra thudng xuyén hon 6 nhimg bénh nhén ding liéu cao Rosuvastatin 40mg. Céc bit thuomg khéc duge bdo cdo
gdm ting creatinin phosphokinase, ting transaminase lién quan dén lidu, ting dudng huyét, glutamyl
transpeptidase, alkalin phosphatase, bilirubin va bét thuémg chirc nang tuyén gidp.

- Ngodi ra, edn ¢6 cic tic dyng phy sau:
Suy giam nhin thire (nhu it tri nh, 16

Tang duong huyét

Tang HbATc

TUONG TAC THUOC

- Téng nguy co ton thuong co khi s dung statin déng thoi v6i céc thubc sau:
Gemfibrozil

i

ha cholesterol méu nhom fibrat khéc

Niacin liéu cao (> | g/ngdy)

Colchicin .

- Cic thudc ha lipid mau nhom statin véi cac thube diéu trj HIV va viém gan siéu vi C (HCV) Viée sir dung dong
thoi cac thude ha lipid mau nhom statin véi céc thude dicu tri HIV va viem gan siéu vi C (HCV) c6 thé 1am tang
nguy co gy (on thuong co, nghiém trong nhit 1 tiéu co van, than hu din dén suy thin va c6 thé gay tir vong.
Khuyén cdo vé tuong tic thudc gitta céc statin véi cic chét e ché protease cia HIV va HCV

Gici han liéu rosuyastatin
«Atazanavir + Ritonavir t6i da 10 mg mot lin/ngly

+Lopinavir + Ritonavir

-~ Warfarin: St dung Rosuvastatin & nhing bénh nhin diéu tr liu dai v6i Warfarin s2 din dén tang chi s6 INR 1
rét trén \g (international normalized ratio)

- Coumarin: © nhimg bénh nhin str dung déng thai thudc chéng déng coumarin va Rosuvastatin, INR phi dugc
xdc dinh trudc khi sir dung Rosuvastatin va thudng xuyén trong thoi gian ddu dé dam bo ring sy thay d6i INR
Khong dang ké.

- Cic thude khing acid: Ding chung cic thude khing acid (phéi hop nhom vi magnesi hydroxyd) vGi

Rosuvastatin liéu 40mg) lam giam nong do huyét tuong ciia Rosuvastatin khoang 50%. Nén uong céc thuée

Khing acid cich it nhit 2 gids sau khi udng Rosuvastatin.

Cyclosporin: Phéi hop Cyclosporin vi Rosuvastatin din dén ting ndng do Cmax va dién tich dudi duong cong

AUC ciia Rosuvastatin 1an lugt 1a 11 va 7 Ian so véi nguoi khoe manh. Chéng chi dinh diing chung Cyclosporin

va Rosuvashlm

dugc sit dung & nhing bcnh nhin nay dé hd trg cc phuong phip diéu trj lam gim Lipid huyét khic.
C6 thé tham khdo bang huéng ddn sau dé thiét Igp muc tiéu diéu tri
Bang huéng dén diéu trj theo chuong trinh NCEP (Chuong Trinh Gido Dyc Cholesterol Quéc Gia — Hoa K¥)

hoi hop G (600mg, 2 lan, ngay) va liéu don Rosuvastatin din dén ting ndng do Cmax
vi dién tich dum dudng cong AUC ciia Rosuvastatin gip 2.2 va 1.9 lin.
- Ciic thubc ngira thai duong uong: Ding chung céc thuce ngira thai duong udng (ethinyl estradiol va norgestrel)
va Rosuvastatin lam ting nong do huyet tuong cua ethiny] estradiol va norgestrel Ién Iin lugt 13 26% va 34%.

- Er

Lo Muc tiéu LDL | Nong d6 LDL bt diu Nong do LDL bt
Yeu 10 nguy co (mg/dL) diéu tri bing cdch thay dau ding thude
doi I6i sing (mg/ dL) (ing/ dL)
CHD* hay nguy co >130
tuong duong CHD <100 >100 (100 - 129: khong bit buoc
(nguy co 10 nim > 20%) diing thude ** )
C6 hon 2 yéu t6 nguy N > 130 va ¢6 nguy co
<o (nguy co 10 nam < 20%) <130 2130 10 nam tir 10— 20%
- =190
0-1 yéutd nguy co *** <160 2160 (169~ 189: khong bt buge
ding thude giam LDL)

*  CHD: Bénh mach vanh i .

** Vi téc gia khuyén cdo sir dung céc thude giam LDL trong trudng hop ndng do LDL-Cholesterol < 100mg /

dL khong thé dat dugc bang cach thay doi I6i song. Céc tic gia khac Khuyén cdo sir dung cac thube diéu chinh

Triglycerid va HDL-Cholesterol nhu nicotinic va fibrat.

##% Hiu hét cde bénh nhan 6 0 -1 yéu t6 nguy co thi ¢6 nguy co 10 nam < 10%, do do

niim & nhom bénh nhan nay 1 khong cin thiét.

CHONG CHI PINH

Rosuvastatin chéng chi dinh &

Bénh nhan mén cam vai bt ky thanh phén no ciia thude

- Bénh nhdn c6 bénh gan, bao gbm ting transaminase huyét twong kéo dai khong rd nguyén nhn va nhiing
truomg hop ting transaminase qua 3 lin gi6i han trén.

- Phuy nit ¢6 thai va cho con b, phy nif c6 nghi ngdr mang thai va khong sir dung cc bién phap trénh thai thich
hop trude do.

dénh gid nguy co 10

: Ding chung Er v lam gigm 20% dién tich dudi duéng cong va 30%

nongdd dinh trong l\uyc( tuong Cmax cta Rosuvastatin,
ANH HUONG PEN KHA NANG LAIXE VA VAN HANH MAY MOC
Rosuvastatin cd thé giy hoa mét trong khi diéu tri. Do do can than trong khi
SUDUNG O PHU NU €O THAI VA CHO CON BU:
Rosuvastatin chéng chi dinh & phu nit ¢ thai v cho con bit. Phu nir dang & d§ tubi sinh san nén dng phuong phip
tranh thai thich hop. Vi cholesterol va cc sin phim khic cua qué trinh sinh tong hop cholesterol can thiét cho su
phat trién cta thai nhi, nén nguy co tiém an tir vige rc ché¢ HMG-CoA Coenzyme A sé cao hon lgi ich cua vige dicu
tri trong khi mang thai
Chua duge biét rosuvastatin ¢6 tiét vo sita me hay khong, cén thin trong khi ding thude & phy nir cho con bu.

U

xe va

hanh may méc.

TIEU CHUAN: Nha sin xudt

TRINH BAY

RICHSTATIN Smg: 1 vi x 10 vién/ hop.
RICHSTATIN 10mg: 1 vi x 10 vién/ hop.
RICHSTATIN 20mg: 1 vi x 10 vién/ hgp.

- Dé xa tam tay tré em

- Doc ky huomg ddn sir dung trude khi ding.

~ Néu cin thém thing tin, xin hoi § kién Bdc sT

- Thude nay chi dimg theo su ké dom ciia thay thudc.

Manufactured by:

Getz

www getzpharma.com

Pakistan




