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.~ PEROSU°

Rosuvastatin 10 mg/ 20 mg
Vién bao phim
Thudc (fc ché men HMG-CoA reductase/ Piéu trf rél loan lipid mau

THANH PHAN

M3i vién bao phim chifa:

Rosuvastatin (dang calcium) 10 mg hodc 20 mg
Tad dugde: Microcrystalline Cellulose, Lactose monchydrate, Monobasic Sodium
Phosphate, Dibasic Sodium Phosphate, Crospovidone, Magnesium Stearate,
Opadry.

DUgC LYC HQC

Cd ché tic ddng: rosuvastatin la chat dc ché chon lgc va canh tranh men
HMG-CoA reductase, men xtic tac qua trinh chuyén déi 3-hydroxy-3-methylglutaryl
coenzyme A thanh mevalonate, tién chét cia chol ol. Rosuvastatin giam lipid
béing céch lam ting s& lugng thy thé LDL trén bé mat 1& bao gan, do vay lam ting
hap thu va dj héa LDL va dc ché sy tdng hgp VLDL & gan, vi vay lam gidm VLDL
va LDL.

DUJC BONG HOC

Néng dé dinh trong huyét tudng clia rosuvastatin dat dugc khodng 3 -5 gid sau khi
udng, Sinh kha dyng tuyét déi khodng 20%. Uéng rosuvastatin clng vdi thic in
khéng anh hudng dén AUC cla rosuvastatin. AUC clia rosuvastatin khang thay ddi
khi uéng thudc vio budi sang hay budi t6i. 88% rosuvastatin két hgp vdi protein
huyét tudng, chi yéu la albumin. Rosuvastatin it bi chuyén héa (khodng 10%), chi
yéu thanh dang N-desmethyl rosuvastatin, Sau khi udng, rosuvastatin va cic chat
chuyén héa dugc thai trd chl y&u qua phan (30%). Thai gian bdn thai trong huyét
tudng la 19 gid.

cHI BINH

Tang cholesterol mau nguyén phat, hodc rdi loan lipid mau hén hgp.

Bénh nhi td 10 dén 17 tudi bj ting cholesterol mau gia dinh kiéu dj hgp tlf khi

bénh nhan khéng dap Ung ddy dd vdi ché do &n kiéng.

Tang triglyceride mau,

Rdi logn betalipoprotein mau nguyén phat.

= Tang cholesterol mau gia dinh kiéu déng hgp tli: ding hd trg cho céc bién phap
diéu tri gidm lipid mdu (nhu ly trich LDL mau) hodc ding mat minh khi cac bién
phép diéu trj d6 khéng c6 san.

= Lam chdm sy tién trién cda bénh xd vila ddng mach nhu 12 mat phin clia chién

lugc diéu trj dé gidm cholesterol toan phan va LDL-C dé dat myc tidu didu .

o} nhiing ngudi khong bj bénh mach vanh trén lam sang nhung cé tang nguy cd

méc bénh tim mach difa trén tudi (nam 2 50 tudi, ni = 60 tudi), hsCRP = 2 mgiL,

va c6 thém it nhat 1 yéu t8 nguy cd tim mach, PEROSU® dugc chl dinh dé giam

. nguy cd bi dt quj, nhdi mau cd tim, va cdc thi thuat tdi thdng déng mach.

LIEU LUGNG VA CACH SU DUNG

PEROSU® nén dugc ding két hgp vdi ché d an va tap thé dyc thich hgp. Xac dinh
lidu dya trén myc tidu diéu tri va ddp Ung cla titng bénh nhan. Xét nghiém lipid
trong vong 2 - 4 tudn sau khi khdi ddu liéu hodc sau khi chinh liéu, réi chinh liéu cho
ph hgp. Liéu ding tif 5 d&n 40 mg, uéng ngay 1 1an. Nén khdi ddu véi 5-10 mg mdi
ngay. Cé thé udng PEROSU® liéu duy nhat trong ngay vao bat cd lic nao, trong
hodc xa bda dn. Chl nén ding liéu 40 mg cho nhilng bénh nhén ting cholesterol
maéu ning, cé nguy cd tim mach cao (ddc biét Ia bénh nhan ting cholesterol mau
gia dinh), ma khong dat myc tiéu diéu tri & liéu 20 mg. Cén theo ddi cdc bénh nhén
nay thudng xuyén. Cén cé sy theo ddi clia bac sT khi bat ddu ding lifu 40 mg.

Tré em: Tinh an todn va higu qua & tré em dudi 10 tdi chua duge ching minh; tuy
nhién, mdt 53 tré em = 8 tudi bj ting cholesterol mau gia dinh kidu déng hgp 1 da
dugc diéu tri vdi thude nay.

Ngudi cao tudi: Khang can diéu chinh liéu. Bénh nhan cao tudi cé nguy cd bi bénh
cd cao hdn; thin trong khi ding rosuvastatin cho ngudi cao tudi.

Bénh nhén suy than: Khéng cén diéu chinh liéu & bénh nhén suy than tif nhe dén
vila. Khdng ding rosuvastatin cho bénh nhan suy thin ning.

Bénh nhan suy gan: Suy gan tif nhe dén via: ding lifu binh thudng. Suy gan
nang: ding 10 mg, ngay mét Ian. Xem xét cdn than khi ding liéu trén 10 mg.
Bénh nhan chau A: Nén diéu chinh lidu ding rosuvastatin & bénh nhan chau A.
Nén xem xét khdi dau diéu trj vdi liéu 5 mg rosuvastatin, ngay mot lan,

Bénh nhan dang dung cyclosporin: gidi han liéu diing § 5 mg, ngay mét ldn.
Bénh nhan dang ding gemfibrozil, lopinavir/ ritonavir va atazanavir/ ritonavir:
gidii han liéu dung & 10 mg, ngay mat lan,

Bénh nhan cé cac y&u t& lam dé méc bénh cd: liéu khdi diu: 5 mg, ngay mét ldn,

CHONG CHI BINH

M&n cdm vdi bat cif thanh phan nao cla thudc; bénh gan tién trién, gém ca trudng
hgp tang transaminase huyét thanh dai ding khang gidi thich duge, va trudng hgp
tang transamine huy&t thanh hon 3xULN; suy thin ndng; bénh cd; phy n cé thai
hodic ¢6 thé co thai; phy n cho con bu.

THAN TRONG

Anh hudng trén cd xudng: thin trong khi ding rosuvastatin cho bénh nhin cé cic
yé&u 16 lam dé mic bénh cd (vi dy, = 65 tudi, suy than). Nguy cd bi bénh cd cé thé
téng thém khi ding rosuvastatin ciing vdi cic bién phap gidm lipid mau khéc (fibrate
hay niacin), cyclosporine, lopinavir/ritonavir hay atazanavir/ritonavir. Nén ngung
rosuvastatin néu creatinine kinase tang nhiéu hodc co nghi ngd hay chian doan bj
bénh cd. Clng nén ngung tam thdi rosuvastatin § bénh nhén cd tinh trang bénh
nghiém trong, cap tinh g¢i ¥ dén bénh co hodc cé y&u 13 lam dé bi suy than thd phat
sau khi bj tiéu cd van (vf dy, nhiém tring huyét, tyt huy&t dp, malt nudc, dai phiu).
Anh hudng trén gan: Thin trong khi ding rosuvastatin cho bénh nhin udng nhiéu
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rugu va/ hodc co tién sl bénh gan, Trudc khi bat dau diéu trj hay tang lidu, nén xét
nghiém chifc ning gan va xét nghiém lai sau 12 tuén, sau dé nén xét nghigém dinh
ky. Nén theo déi nhiing bénh nhén cé tang transaminase cho dén khi transaminase
trd vé binh thudng. Néu transaminase tang hon 3xULN v kéo dai, nén giam lidu
hodc ngung diing rosuvastatin,

Anh hudng trén thin: Trong cdc nghién cdu lam sang, protein nigu va tiéu mau vi
thé dugc ghi nhdn & nhiing bénh nhén dugc didu tri bing rosuvastatin lidu cao, dic
bigt liéu 40 mg. Tinh trang nay thodng qua va khéng lam giam chidc ning than. Mac
di y nghla lam sang cla ddu hiéu nay chua dugc biét, nén xem xét giam liéu
rosuvastatin & nhiing bénh nhan co protein nidu dai déng khéng gidi thich dugc
va/hodc tiéu mau khi lam xét nghiém nudc tiéu thudng qui.

Ching tgc: Cdc nghién clu dugc déng hgc cho thdy cé ting tidp xic vdi
rosuvastatin d ngudi chau A so vdi ngudi da tring.

Phy nd mang thai va cho con bu: Khang dung rosuvastatin cho phy ni 6 thai va
cho con bu. Phy n c¢é kha ndng mang thai nén sif dyng céc bién phap ngifa thai
thich hgp.

Anh hudng lén kha nang ldi xe va vin hanh may méc: Dya trén déc tinh dugc lyc
thi rosuvastatin khéng thé dnh hudng 1én cc kha ning nay. Khi ldi xe hodc van
hanh may nén luu ¥ 1a chéng mat cé thé xdy ra trong thai gian didu trj,

TAC DUNG PHY

Nhin chung cac tac dyng khéng mong mudn ciia rosuvastatin thudng nhe va thoang
qua. Trong cac nghién clu ldm sang cé ddi ching, < 4% bénh nhan diu trj bing
rosuvastatin rit khoi nghién cdu do tac dyng khéng mong muén. Tan xuét rit lui nay
tudng dudng vdi nhém bénh nhan ding gia dugc.

Thudng gép (= 1100, < 1/10) | Nhic diu, chéng mit, dau cd, suy nhudc, to
bén, budn nén, dau byng

It gap (= 1/1.000, < 1/100)

Hiém gép (= 1/10.000,
< 1/1.000)

Ngua, phét ban va mé day

Bénh cd, tidu cd van, dau khdp, cdc phan Ung
qua min ké ca phii mach, viém tyy

Anh huéng trén than: protein nigu da dudc ghi nhan, Trong hidu hét trudng hgp,
iralain nigu ty gidm hodc bién mat khi tiép tyc didu tri.

nh hudng trén cd xudng: Dau cd, bénh cd, va mét 8§ trudng hgp hiém bj tiéu cd
van da dugc ghi nhén, dic biét d lidu > 20 mg. Tang néng d§ CK theo liéu ding
dudc ghi nhén; phan Idn cdc truding hgp 1a nhe, khéng cé trigu chiing va thodng qua.
Anh hudng trén gan: Téng transaminase theo liéu da dugc ghi nhan & mét s6 it
bénh nhan ding rosuvastatin; phin ldn cdc trudng hgp déu nhe, khong cd trigu
chiing va thodng qua.
Xin théng bdo cho béc si nhing tic dyng khéng mong mudn

QUA LIEU VA CACH XU TRI -

Khéng ¢d phudng phép diéu trj dac higu khi ding tiilidc
/¥ bénh nhan nén duge diéu tri triéu ching va 4p dyng Féc b
' /hi§L‘lén theo d&i chuc ndng gan va néng dg CK. ;

khang cé Igi. i
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TUONG TAC THUGC ; I RR

\ Cyclosporin: lam ting ti€p xic dang ké vdi rosuvasta ‘?diyh_an'_iérﬂpng"
rosuvastatin & 5 mg, ngay mét Ian, néu ding chung rosuv. nvgi cyclodporins ®
Gemfibrozil: lam tang tiép xic ding ké vdi rosuvastatin. NePRigi handiguiing

rosuvastatin § 10 mg, ngay mét 1an, néu diing chung rosuvastatin vdi gemfibrozil.
Chat Uc ché protease: lopinavir/ ritonavir va alazanavir/ ritonavir lam ting AUC clia
rosuvastatin 1&n géap 3 ldn. Vdi cdc ché phdm phdi hgp ndy, nén gidi han lidu ding
rosuvastatin & 10 mg, ngay mét lan,

Thudc chéng ddng coumarin: rosuvastatin lim ting dang ké INR & bénh nhan
ding thude chdng déng coumarin,

Niacin: lam tang nguy cd dnh hudng trén cd xudng. Nén xem xét gidm liéu
rosuvastatin,

Fenofibrate: khong thdy gia ting c6 ¥ nghia lam sang AUC clia rosuvastatin hay
fenofibrate. Nén cén nhac cdn than gilla Igi ich nguy cd clia sy két hgp thudc nay,
Thudc trung hoa acid (hydroxit nhém va ma-gié): néng do rosuvastatin trong
huyét tudng giam khodng 50%. Tuy nhién, anh hudng nay s& dugc gidm bdt khi
diing thudc trung hoa acid sau rosuvastatin 2 gid.

Erythromycin: lam gidm 20% AUC0-24 va 30% Cmax cla rosuvastatin,

Thude ngtfa thal dang udng/ liéu phap thay thé hormon: lam tang néng dé huyét
tudng cla ethinyl estradiol 26% vé norgestrel 34%.

Men Cytochrome P-450: khong cd tudng tic lién quan vé lam sang gida
rosuvastatin vdi fluconazole hodc keloconazole. Ding ddng thdi itraconazole va
rosuvastatin lam tang 28% AUC cla rosuvastatin, tuy nhién, sy ting nay khéng co
¥ nghia lam sang.

Céc thudc khac: Khong cd tudng tic ddng ké trén lam sang vdi cac thude didu tr
tang huyét p, thudc didu trj dai thdo dudng, digoxin va ezetimibe.

TRINH BAY
Hop 3 vix 10 vién.

& \1'-\r 10 vién,

/" CONGTY
BAO QUAN i e
Bao quan ndi khd ¥ag, frantt &R/ E&rY, dng qué 30°C.

HAN DUNG

ol A A

= - — o
BQC KY HUGNG DAN-SUBUNG TRUGC KHI DUNG _
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST

San xudt tal CONG TY TNHH UNITED PHARMA WET NAM
ISO 9001:2008, WHO-GMP, GLP, GSP
Kp 2, Binh Chénh, TP HCM, Viét Nam
BT: 08-38100800
®Dang ky nhan higu United Laboratories, Inc.

SENED“"TQ :"‘l AL

Size: 196 x 280 mm

- : T ML CDA
weneral Director




https://trungtamthuoc.com/

& Prescription medicine

PEROSU®

Rosuvastatin 10 mg/ 20 mg
Film-coated Tablet
HMG-CoA reductase Inhibitor/ Antidyslipidemic agent

COMPOSITION

Each film-coaled tablet contains:

Rosuvastatin (as calcium) 10 mg or 20 mg
Excipients: Microcrystalline Cellulose, Lactose monohydrate, Monobasic Sodium
Phosphate, Dibasic Sodium Phosphate, Crospovidone, Magnesium Stearate, Opadry.

PHARMACODYNAMICS

Mechanism of action: 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 of cholesterol. Rosuvastatin
exerts its lipid-modifying effects by inc ing the number of hepatic LDL receptors on
the cell surface, enhancing uptake and catabolism of LDL and inhibiting the hepatic
synthesis of VLDL, thereby reducing the total number of VLDL and LDL particles.

PHARMACOKINETICS

Peak rosuvastatin plasma concenlrations are reached 3 to 5 hours after oral adminis-
tration. Absolute bicavailability is approximately 20%. Administration of rosuvastatin
with food did not affect the rosuvastatin AUC. Rosuvastatin AUC does not ditler
following evening or morning drug administration. Rosuvastatin is 88% bound to
plasma proteins, mostly albumin, FRosuvastatin undergoes limited metabolism
(approximately 10%), mainly to the N-desmethyl rosuvastatin. Following oral adminis-
tration, rosuvastatin and its metabolites are primarily excreted in the feces (90%). The
elimination half life is 19 hours.

INDICATIONS

= Primary hypercholesterolemia or mixed dyslipidemia.
= Pediatric patients 10 to 17 years old with heterozygous familial hypercholesteral-
emia after failing an adequate trial of diet therapy.

Hypertriglyceridemia.

Primary dysbetalipoproteinemia.

Homozygous familial hypercholesterclemia: as an adjunct to other lipid-lowering
treatments (e.g., LDL apheresis) or alone it such treatments are unavailable.
Slowing of the progression of atherosclerosis as par of a treatment strategy to
decrease total-C and LDL-C to target levels,

In individuals witheut clinically evident coronary heart disease but with an increased
risk of cardiovascular disease based on age (= 50 years old in men and = 60 years
old in women), hsCRP 2 2 mg/L, and the presence of at least one ad®tional
cardiovascular disease risk factor, PEROSU® is indicated to reduce the risk of
stroke, myocardial infarction, and arterial revascularization procedures.

DOSAGE AND INSTRUCTION FOR USE .
PEROSU® should be used in conjunction with appropriate diet and exergfs
alize dose according to goal of therapy and patient response. Dete A

within 2 to 4 weeks after initiating or titrating PEROSU® and adjust dos : coréﬁng
The dose range is 5-40 mg orally once a day. Treatment should be initi

mg daily. PEROSU® can be administrated as a single dose at any T.uq :
without food, The 40 mg dose is only recommended for patients with sg
lesterolemia at high cardiovascular rigk (in particular those with familla
terolemia), who do not achieve their treatment goal using the 20 mg dos
routine follow-up will be performed. Physician supervision is recommentiad-
40 mg is initiated,
Use in children: Safety and efficacy have not been established in chlldren B
than 10 years of age; however, a few patients 8 years of age or older with homnzygous
familial hypercholesterolemia have been treated with the drug.

Dosage in the elderly: No dose adjustment is necessary. Elderly patients are at
higher risk of myopathy; rosuvastatin should be used with caution in the elderly.
Dosage in patients with renal impairment: No dose adjustment is necessary in
patients with mild to moderate renal impairment, The use of rosuvastatin in patients
with severe renal impairment is contraindicated,

Dosage in patients with hepatic impairment: Mild to moderate hepatic impairment:
usual dose range, Severe hepatic impairment: 10 mg once daily. Dose above 10 mg
should be carefully considered.

Dosage in Asian patients: Rosuvastatin dosage should be adjusted in Asian patients.
Initiation of rosuvastatin therapy with 5 mg once daily should be considered.

Dosage in patients taking cyclosporin: Limit dose to 5 mg once daily.

Dosage in patients taking gemfibrozil, lopinavir/ ritonavir and atazanavir/
ritonavir: Limit dose to 10 mg once daily.

Dosage In patients with predisposing factors for myopathy: Initial dose: 5 mg once daily.

CONTRAINDICATIONS

Patients with hypersensitivity to any component of the product; active liver disease
including unexplained, persistent elevations in serum transaminases and any serum
transaminase elevation exceeding 3 x ULN; severe renal impairment; myopathy;
women who are pregnant or may become pregnant; nursing women,

PRECAUTIONS

Skeletal le effects: Rosuvastatin should be prescribed with caution in patients
with predisposing factors for myopathy (e.g., age 2 65 years, renal impairment). The
risk of myopathy during rosuvastatin treatment may be increased with concurrent
administration of some other lipid-lowering therapies (fibrates or niacin}, cyclosporine,
lopinaviriritonavir or atazanavirfritonavir, Rosuvastatin should be discontinued if
markedly elevated creatinine kinase levels occur or myopathy is diagnosed or
suspected. Rosuvastatin should be also be temporarily withheld in any patient with an
acute, serious condition suggestive of myopathy or predisposing to the development of
renal failure secondary to rhabdomyolysis (e.g. sepsis, hypolension, dehydration,
major surgery).
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Liver eflect: Rosuvastatin should be used with caution in patients who consume

substantial quantities of alcohol and/or have a history of liver disease. It is
recommended that liver function tests be performed before and at 12 weeks followig
both the initiation of therapy and any elevation of dose, and pericdically thereafter.
Patients who develop increased transaminase levels should be monitored until the
abnormalities have resclved. If transaminase levels rise to greater than 3 x ULN and
persist, dose reduction or discontinuation of rosuvastatin is recommended.

Renal effect: In the clinical trial program, proteinuria and microscopic hematuria were
observed in patients treated with higher doses of rosuvastatin, in particular 40 mg,
where it was transient and was not associated with worsening renal function. Although
the clinical significance of this finding is unknown, a dose reduction should be
considered in patients on rosuvastatin with unexplained persistent proteinuria and/or
hematuria during routine urinalysis testing.

Race: Pharmacokinetic studies show an increase in exposure in Asian subjects
compared with Caucasians.

Pregnancy and lactation: Rosuvaslalin is contraindicated in pregnancy and laction.
Women of child-bearing potential should use appropriate confraceptive measures.
Effects on ability to drive and operate machinery: Based on its pharmacodynamic
properties, rosuvastatin is unlikely to affect this ability. When driving vehicles or operating
machinery, it should be taken into account that dizziness may occur during treatment.

SIDE-EFFECTS

The adverse evenis seen with rosuvastatin are generally mild and transient. In
controlled clinical trials, < 4% of rosuvastatin treated patients were withdrawn due to
adverse events. This withdrawal rate was comparable to that reported in patients
receiving placebo.

Caommon (= 1/100, < 1/10)

Headache, dizziness, myalgia, asthenia,
constipation, nausea, abdominal pain

Uncommon (= 1/1.000, < 1/100) | Pruritus, rash and urficaria
Rare (= 1/10.000, < 1/1.000)

Myopathy, rhabdomyolysis, arthralgia, hypersensi-
tivity reactions including angioedema, pancreatitis

Renal effects: Proteinuria has been reported. In most cases, proteinuria decreases or
disappears spontaneously on continued therapy.

Skeletal Muscle Effects: Myalgia, myopathy and, rarely, rhabdomyolysis have been
reported, in particular with doses > 20 mg. A dose-related increase in CK levels has
been reporied; the majority of cases were mild, asymptomatic and transient.

Liver effects: A dose-related increase in transaminases has been observed in a small
number of patients taking rosuvastatin; the majority of cases were mild, asymptomatic
and transient.

Please inform your doctor of all undesirable effects upen drug administration.

OVERDOSE AND TREATMENT

There in no specific treatment in the event of overdose. In the event of overdose, the
patient should be treated symptomatically and supportive measures instituted as
required. Liver function and CK levels should be monitored. Hemodialysis is unlikely to
be of benefit.

DRAUG INTERACTIONS
Cyclosporin: Significantly increased rosuvastatin exposure. Rosuvastatin dose

fibrozil: Significantly increased rosuvastatin exposure, Rosuvastatin dose should
ited to 10 mg once daily if rosuvastatin is co-administered with gemfibrozil.
ase inh[bilurs IOpmav‘ln’ntunavrr and ata.zanawrinlunaw increase msuvastatln

arin anti lants: Rosu in significantly increased INR in patients
gjiving coumarin antlcoagulants.

Acin: Increased risk of skeletal muscle effects. Consider reduction in rosuvastatin
@sage.

enofibrate: No clinically significant increase in the AUC of rosuvastatin or fenofibrate
was observed, The benefit should be carefully weighed against the potential risks of
this combination.

Antacid (aluminium and magnesium hydroxide): D d rc tatin pl
concentrations of about 50%. However, this effect was mitigated when the antacid was
given 2 hours after rosuvastatin,

Erythromycin: Decreased rosuvastatin's AUC0-24 and Cmax by 20% and 30%
respectively,

Oral contraceptives/ hormone replacement therapy: Increased plasma
concentrations of ethinyl estradiol and norgestrel by 26% and 34%, respectively.
Cytochrome P-450 enzymes: No clinically relevant interactions have been observed
between rosuvastatin and either fluconazole or ketoconazole. Coadministration of
itraconazole and rosuvastatin increased rosuvastatin AUC by 28%, however, this is
not clinically significant.

Other medications: There were no clinically significant interactions with
anlihypertensive agents, antidiabetic agents, digoxin and ezetimibe.

PRESENTATION
Box of 3 blisters x 10 tablets. Box of 1 blister x 10 tablets.

STORAGE
Store in a dry place, out of the light, at temperatures not exceeding 30°C.,

SHELF-LIFE
24 months from manufacturing date.

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

Manufactured by UNITED PHARMA VIETNAM, INC.
IS0 9001:2008, WHO-GMP, GLP, GSP
Caommune 2, Binh Chanh, Ho Chi Minh City, Vietnam
Tel: 08-38100800
®Registered trademark of United Laboratories, Inc.

ould be limited to 5 mg once daily if rosuvastatin is co-administered with cyclosporin.
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