Nestor

Rosuvastatin BP

Composition

Nestor™ 5 Tablet: Each film coated tablet contains Rosuvastatin Calcium BP equivalent to
Rosuvastatin 5 mg.

Nestor™ 10 Tablet: Each film coated tablet contains Rosuvastatin Calcium BP equivalent to
Rosuvastatin 10 mg.

Pharmacology

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. In vivo
studies in animals and in vitro studies in cultured animal and human cells have shown Rosuvastatin to
have a high uptake into and Rosuvastatin produces its lipidmodifying 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.

Indication

¢ Heterozygous Hypercholesterolemia (Familial and Nonfamilial)
¢ Homozygous Hypercholesterolemia (Familial)

¢ Mixed Dyslipidemia (Fredrickson Type lla and llb)

Dosage & Administration

For asian people, initial starting dose of Rosuvastatin is 5 mg once daily.

The dose range of Rosuvastatin is 5-40 mg once daily.

Heterozygous Hypercholesterolemia (Familial and Nonfamilial) and Mixed Dyslipidemia (Fredrickson
Type lla and Ilb)

The usual recommended starting dose of rosuvastatin is 10 mg once daily. Initiation of therapy with 5 mg
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 (LDLC > 190 mg/dL)
and aggressive lipid targets, a 20-mg starting dose may be considered. The 40-mg dose of rosuvastatin
should be reserved for those patients who have not achieved goal LDL-C at 20 mg. After initiation and/or
upon titration of rosuvastatin, lipid levels should be analyzed within 2 to 4 weeks and dosage adjusted
accordingly.

Homozygous Hypercholesterolemia (Familial):

The recommended starting dose of rosuvastatin is 20 mg once daily in patients with homozygous FH.
The maximum recommended daily dose is 40 mg. Rosuvastatin should be used in these patients as an
adjunct to other lipid-lowering treatments (e.g., LDL apheresis) or if such treatments are unavailable.
Patients with renal insufficiency: No modification of dosage is necessary for patients with mild to
moderate renal insufficiency. For patients with severe renal impairment (CLcr <30 mL/min/1.73 m2) not
on hemodialysis, dosing of rosuvastatin should be started at 5 mg once daily and should not be
exceeded 10 mg once daily or as directed by the physician.

Contraindication

Rosuvastatin is contraindicated in patients with a known hypersensitivity to any component of this
product. Rosuvastatin is contraindicated in patients with active liver disease or with unexplained
persistent elevations of serum transaminases.

Warnings and Precautions

Skeletal muscle effects (e.g., myopathy and rhabdomyolysis): Risks increase with use of 40 mg dose,
advanced age (greater than or equal to 65), hypothyroidism, renal impairment, and combination use with
cyclosporine, atazanavir/ritonavir, lopinavir/ritonavir, or simeprevir. Cases of myopathy and
rhabdomyolysis with acute renal failure secondary to myoglobinuria have been reported. Advise patients
to promptly report to their physician unexplained and/or persistent muscle pain, tenderness, or
weakness and discontinue rosuvastatin if signs or symptoms appear.

Liver enzyme abnormalities: Persistent elevations in hepatic transaminases can occur. Perform liver
enzyme tests before initiating therapy and as clinically indicated thereafter.

Side Effect
Rosuvastatin is generally well tolerated. The most frequent adverse events thought to be related to
rosuvastatin were myalgia, constipation, asthenia, abdominal pain, and nausea.

Use in Pregnancy and Lactation

Rosuvastatin should be administered to women of childbearing age only when such patients are highly
unlikely to conceive and have been informed of the potential hazards. If the patient becomes pregnant
while taking this drug, therapy should be discontinued immediately and the patient apprised of the
potential hazard to the fetus. It is not known whether rosuvastatin is excreted in human milk.

Use in Children and Adolescents
The safety and effectiveness in paediatric patients have not been established.

Drug Interaction

Erythromycin : Co-administration of erythromycin with rosuvastatin decreased AUC and Cmax of
rosuvastatin by 20% and 31%, respectively.

ltraconazole : ltraconazole results in a 39% and 28% increase in AUC of rosuvastatin after 10 mg and
80 mg dosing, respectively.

Fluconazole : Co-administration of fluconazole with rosuvastatin resulted in a 14% increase in AUC of
rosuvastatin.

Warfarin : Co-administration of warfarin (20 mg) with rosuvastatin (40 mg) do not change warfarin
plasma concentrations but increase the International Normalized Ratio (INR).

Gemfibrozil : Co-administration of gemfibrozil (600 mg twice daily for 7 days) with rosuvastatin (80 mg)
resulted in @ 90% and 120% increase for AUC and Cmax of rosuvastatin, respectively. This increase is
considered to be clinically significant.

Antacid : Co-administration of an antacid (aluminum and magnesium hydroxide combination) with
rosuvastatin resulted in a decrease in plasma concentrations of rosuvastatin by 54%.

Oral contraceptives : Co-administration 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.

Overdose

There is 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. Hemodialysis does not
significantly enhance clearance of rosuvastatin.

Storage
Store below 30°C, away from light and in a dry place. Keep out of the reach of children.

Packing
Nestor™ 5 Tablet: Each box contains 3X10 tablets in Alu-Alu blister pack and an insert.
Nestor™ 10 Tablet: Each box contains 2X10 tablets in Alu-Alu blister pack and an insert.

Manufactured by :

Navana Pharmaceuticals Ltd.
Rupshi, Narayanganj, Bangladesh.

JAHURUL ISLAM COMPANY

;i"‘ NAVANA PHARMA

NCLT0511_01-21_02

™

(D

FrerGIHT f[f
T
B ¢ BIRTEs: fols fre (BT Gkl qr werBity wyhm [ ¢ far wrerEity a7
TG |

EPBI™ So BIIRTES: AfSs fFey (@I Brites qee FperniT wpEhms &+ ar so AT, TErGItT «3
TG |

Frficrfer

TIEFHIGT €35 @7 T @la Tenge qTaRer Feebe ¢ skibhe 39kt 35 T & @9 fergs
@35 Afe-frE GTeIET A ©0-FI@H-0 MARA-PBREZA @F-GTaZA-9 qF FOTEAEs @ AffFs gafve
FCE | (TSNS (FIEESACET A6 ATAfTE SoAmIe |

FEIHIGT 1RO ffre «fiees v | euwe, ot @Eee @efts anfws ferbea s e e gafsgs
97 e ¢ fraem pAifre 3 | fadiwe, et wgte fouafeys (VLDL) @7 e efewry S, 3t
fouafes 8 Gafews el wifwreZeT T |

oo

* BRI QARSI RIERRT (e a3 T@-wifuferse)
¢ ISR FRARCFCACS @A (Fferae)

+  fige feaffrefm (@i 5129 [la ¥ 1Ib)

A8 CRARI

¥ @M & TSP O ARfEs Sar 201 ¢ frar, fe s a9

BEEIZART FZAICFICETCEE N (FACIT G F-FfAfEr=ET) G930 fFge GHAfafefm (@7
B1Z7-lla @3 11b): Mar@er Fra=mmiar S AFcT JeifeFe oRfes Tl e so el | T oFeg v
LDL-C 3 eaes sI2&T Ievd M 239 S aeace, oid ovid a[igs i@t s ¢ fran, [ s
@TS A& | @R @R SwaaR gEAREiEwsEEtEr (LDL-C>190 mg/dl) 7t Sie-r qiwe S
ffore @ T, G CRE AR W@ e o fal. (R @S A | mE R e o Al st
LDL-C =Fmiar sffe z@f, S & wafe 8o Tl W@ AEfFe aNte 20 | Terpii (R o
/ST TN AL @F AT R (ATF 8 AW My AT ey F0 20 YR (1R AT rar wfTefevdiaer
FACS TA |

ISR QZAACRICACH AT (FATIT): (RCAGIZATT ARG IR @F (Fea 2=feF Wl
WiE 20 fal | PofFe T mEE W@t 8o Al | @ T @i cRE TISrpItT it T  SErEy
FPIeZER ~TR (9 GefS9s QTR TeHr e N1 77 Sy bRt o 783 72 |

0@ SFRITET: JG (A TGN @R @ TSGR 7@ Tt - Fdraers e 7 | $F @ 3
s@faet (Cler<30 mI/min/1.73 m2) 7 @SRRI (8 Erw@ Ferpil a7 ks wmar
e @ fra. [ s i so fral, 7 7w A et e e St oy |

efsfRotamt

TISPBIT WA 4T AR SAMICTa effe SomamaeTel, aFbe frem feftre w4@r S[eey fmy @
GrrguiReTEs i |

RIS G HoF!

FHRIER (PN ASRefeT (@, M @32 ARTSEEE): 8o MFETT @7 M@y e @ a7, T (Ve 9
BT @ T 7T), FEARIEARCE, JF TSRFIST G ARH T s W I2E, sibemies /
fbmifen, @fmrer / fomfes, @ frifafes | waiEeiem e Seriefonr TwEEnE g
TRCCIBEARTER Sl (Tl 2E0E | @R RErE sivd e o1afes ware 2@ I @ers (o 52,
(FIIETST A eI ael 1 ol (Al Fter pepBitT 95 Fare 201 |

TFCOT GTIZCAA SrATSlfTSt: (@G FHAANZACRT @7 @areie e 450 oI | (@I S T ST G A
fopfermrifer frwere R aren Gaei3 s Rwef wers 20 |

Ardefefear

ISFBI sMHers TRTANT | FeRBI 2 Srgawary Arfefefammz 2ot wrmEfem, @i, qeafr,
BT @3 I A ©r |

TERER 8 BTNFIIC JIRF

I QI A TS (ST ©42 TSFHIG (A T, T4 I AS IR TG (72 R (@S
s TF RIS FACS F(A | TSEBI (RN G (6 ST A0 A A F[SPIBIT 2=if I
FACS R(A | FOPGIT Treueeh FeTe = 61 ©F @A & 7 7 |

e @3 T IR
Feretma ot frerel ¢ SEifTer @2 efsfe =i |

Oy ST A e

O @FT A TARQNIEA ¢ TerhItT e T wernitT «d AUC ¢ Cmax TIEE
20% 3R 3% FCA A | FGICFIAICETIT: SHIICEI FTRHIBT So firar, € vo fal w@R gw@mew @
FEREIT @@ AUC TG 9o% G 0% @G I | FIRAMIET: GF2 A FIIACGE 8 TSP
ST T Ferpiod «F AUC 38% QTS IR | GIFFART: O3 A STRFIRE (¢ frar.) ¢ wempiit
(80 f.al.) &I T ST ST @7 qerar ~Affaeq =7 71 f&g International Normalized Ratio
(INR) @t% I | (GafrEiferT: @92 Y (@NRF@EIee (Yoo .4, Wiie 18 a9, a4 F) ¢ FerRpIHT (bo
frar) grmem e wperipid 98 AUC 8 Cmax TG 50% 93 d20% @0 IR | 95/F70: OF2 AN
@BIfTe (QrEfifas g3 PRI 2RGRERT FREE) ¢ FErEIta (8o fal) dwm T aEEeT
FIEFHIT qF TIN@ ¢8% I AW | ¥ 9T GARFoPTT 6FF: 42 AR [ IR G oFa ST
(BRAZT @GIes G TAGCEG) ¢ FSPBIGT LRI T Tea07 JRNIT GGIMGG QR TAGCRA 99
T TG 0% 3R 98 % ([T T |

wfew@t

afske IeEe e bReen @21 arFm a@e Ta @iie Serifefer ¢ =-fifeet fite =@ )
TSP (RITCRIFIRERT @ LI &= i a2 =1 |

i

©O° (. SR ICE, SIITETT (ATF VTH '@ WF T HFHe T | FRIST A=I1eer 1303 AL |

()12

EPBI™ ¢ BIIRTEs: @S A IR wxso B BIRTEs Se-snie G A W @ e e |

PBI™ o BIIRTES: @S A AT AXdo B BIRTAD SI-S1e fZ5Ia 27 W qfo Fewiae |

ABOFITFS |
o TG HFIET s

FHEA, TIAEeNE, LA |

,%zm@mzmﬁ

T SN (N




