Ropitor®

Rosuvastatin BP

Description: Rosuvastatin belongs to the group of medications known as
HMG Co-A reductase inhibitors (statins). It is used, along with a healthy diet
and exercise program, to improve cholesterol levels by lowering bad
cholesterol and raising good cholesterol. It is also used to treat people who
have certain inherited cholesterol disorders.

Mode of action: Ropitor® (Rosuvastatin) is a selective and competitive
inhibitor of HMG Co-A reductase, the rate-limiting enzyme that converts
3-hydroxy-3-methylglutaryl coenzyme-A to mevalonate, a precursor of
cholesterol. Blocking this HMG Co-A reductase enzyme, ultimately blocks
Cholesterol synthesis.

Pharmacokinetics: Absorption: Peak plasma concentrations of
Rosuvastatin were reached 3 to 5 hours following oral dosing. Both peak
concentration (Cmax) and AUC increased in approximate proportion to
Rosuvastatin dose. Distribution: Mean volume of distribution at steady-state
of Rosuvastatin is approximately 134 liters. Rosuvastatin is 88% bound to
plasma proteins, mostly albumin. Metabolism: Rosuvastatin is not
extensively metabolized. The major metabolite of Rosuvastatin is
N-desmethyl Rosuvastatin which has approximately one-sixth to one-half
the HMG Co-A reductase inhibitory activity of Rosuvastatin. Overall, greater
than 90% of active plasma HMG Co-A reductase inhibitory activity is
accounted for by Rosuvastatin. Elimination: Following oral administration,
Rosuvastatin and its metabolites are primarily excreted in the feces (90%).
The elimination half-life (t1/2) of Rosuvastatin is approximately 19 hours.

Composition: Ropitor® 5 mg Tablet: Each film coated tablet contains
Rosuvastatin calcium BP 5.209 mg equivalent to Rosuvastatin 5 mg.
Ropitor® 10 mg Tablet: Each film coated tablet contains Rosuvastatin
calcium BP 10.417 mg equivalent to Rosuvastatin 10 mg.

Ropitor® 20 mg Tablet: Each film coated tablet contains Rosuvastatin
calcium BP 20.834 mg equivalent to Rosuvastatin 20 mg.

Ropitor® 40 mg Tablet: Each film coated tablet contains Rosuvastatin
calcium BP 41.668 mg equivalent to Rosuvastatin 40 mg.

Indications: Primary hypercholesterolemia, Heterozygous
Hypercholesterolemia (Familial and Nonfamilial), Homozygous
Hypercholesterolemia (Familial) & Mixed Dyslipidemia (Fredrickson Type
lla and lIb).

Dosage & administration: Primary hypercholesterolemia, Heterozygous
Hypercholesterolemia (Familial and Nonfamilial) and Mixed Dyslipidemia
(Fredrickson Type lla and IIb): 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 (LDL-C > 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 LDL-C goal at
20 mg. After initiation and/or upon ftitration 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
(Cler <30 mL/min/1.73 m?2) not on hemodialysis, dosing of Rosuvastatin

should be started at 5 mg once daily and not to exceed 10 mg once daily.

Dosage in Asian Patients: Initiation of Rosuvastatin therapy with 5 mg
once daily should be considered for Asian patients. Use with
Cyclosporine, Lopinavir/Ritonavir or Atazanavir/Ritonavirln: In patients
taking Cyclosporine, the dose of Rosuvastatin should be limited to 5 mg
once daily. In patients taking Lopinavir and Ritonavir or Atazanavir and
Ritonavir the dose of Rosuvastatin should be limited to 10 mg once daily.

Contraindications: 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.

Side effects: 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 & 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. It is not known whether Rosuvastatin is excreted in human
milk.

Precautions: Caution should be taken in patients with thyroid problem, have
family history of mascular disorder, had any past problems with muscles
pain, tenderness, after using statins or have developed an allergy or
intolerance to them.

Drug interactions: Erythromycin: Co-administration of Erythromycin with
Rosuvastatin decreased AUC and Cmax of Rosuvastatin by 20% and 31%,
respectively. ltraconazole: ltraconazole resulted 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 (25 mg) with Rosuvastatin (40 mg) did
not change Warfarin plasma concentrations but increased the International
Normalized Ratio (INR). Gemfibrozil: Co-administration of Gemfibrozil (600
mg twice daily for 7 days) with Rosuvastatin (80 mg) resulted in a 90% and
120% increase for AUC and Cmax of Rosuvastatin, respectively. Antacid:
Co-administration of an antacid (aluminium and magnesium hydroxide
combination) with Rosuvastatin (40 mg) 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.

Over dosage: There is no specific treatment for Rosuvastatin overdosage.
Due to extensive drug binding to plasma proteins, hemodialysis is not
expected to significantly enhance Rosuvastatin clearance.

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

Packaging
Ropitor® 5 mg Tablet: Each carton contains 14X3 tablets in Alu-Alu
blister pack.
Ropitor® 10 mg Tablet: Each carton contains 14X2 tablets in Alu-Alu
blister pack.
Ropitor® 20 mg Tablet: Each carton contains 14X1 tablets in Alu-Alu
blister pack.
Ropitor® 40 mg Tablet: Each carton contains 14X1 tablets in Alu-Alu
blister pack.

FrE BT [

=9l TErEha w36 BpanfE @i« fenge (HMG Co-A Reductase) Gaenes
&G (3n1foe) o3¢ foma #ififos | «fs Frgrea 4w @ IR A IR T
o A WS (PICICTAETE AR FAMCT @ O (AT I 4T
(IR A@ FEge ge @ A | G7ele A qRHE ¢ qeeite
(PIGPEACET T AR CITFCAS [Ix© = |

FERS: @GBS (FTemBEe) @3aNlE @F-9 g aTenzeT Wi FHHe
¢ efsrifere aferma@ o34 | GEranfe @-q Fega «3 ' oifs frs
TGRS A ©0-2I2GIH-0-FAZAYGEIZA (@ GTHRT-9 (& (TSNS & AfaST
WIfee @, @ONEAED (FUATAE @36 ARfie TAmE | @3pauia-Fia
ReEe GTEENE AL VTR T (FIECHACER ST I |

SR o AT f (FESIREG): 779 R 24 S TE I70g
cvﬁm—ﬂ—mﬁﬁmmmﬂww|wmmmmme@w
TIG1Z FSPIGGTA Nl AT AT T (@TE 2AF |

Reg9: Freiike S_ER PIEPIGHER [ead 26 e so8 TR | T erEt am
v % S A (@IS =@ A, T @R St SyEE |

17 elfer: TSP e T R 27 7 | @3 &4 R S =6
@=-(efAZA  (N-Desmethyl) STORIEH | T ORIGHET @@ @& T (AT
o GBHaNfE (@F1-« Renge qreiENE Aferay F™ el qRe 70 | AR
50% A8 @M (F@ TR e FpaE @F-9 fFengn gTEes afewr
TSP BTR TR 20 2 |

A5 GTRTRR 23 TR 3 @7 R BomeTz d4ims wed e s
T (50%) | FTSFTHHTR Fsfam Sy 2w o 951 1

Boiw: @5 ¢ e SrReEs: e BikwEns S FpersT srEtE
it ¢.205 Rl A FEEEHT ¢ fNal a7 Trge |

@52 do fial ByRwes: afels Srawes Stz weRTEHT sEtrm ff
30.859 fiiall A FSAIEHT do falt @ gy |

@P5a® 20 fat BrReEs: afel Siaes wie ey srehmw &
20598 el T TEFIEHT K0 il @7 ey |

@f5a° 8o fal BrRwas: afels St wie FpemGhT FrEtEE [
85.uuy Tl At FTSFIEHT 8o fHialt ¥ g |

AT RBIEISIRAT QRARCSIEACS A (FfEme «e w9 whfufere),
RTIAEIRAN AR CACEaEnE  (Frifufere) g fige e
(e 5124-1la @3z Ib) |

TGl 8 &ATAN: EHTACIZANT ZIZ AR CECTICARRI (Fffee qag 79 wyfuferrer)
3 frare et smed FoET Sl @ @ FeEohy Jeifege
2T W@l WE So fall | AWE ¢F0@ I LDL-C I TS SI-El Iead =i
29T IS AR SR CF@ v @ ¢ Bl | @R @R QR AR A
(LDL-C>190 mg/d]) T W23 A 33 Fe Fre TR Tm=al TR, S
CFa A[EET T@ WS 20 Nl | AW ¢F@ WS 0 el @™ IDLC &5 @
wfere 2af Sitva ) e 8o fHall M@l A A4TS 70F | FSFL0 (1T OF
@R[l W@l ofs el @ A9 3-8 AR Wy e AR FAre TR @
T2 S @ 9Fs Fee e 703 |

TSR IRt (Fiffere): acv@ aRfs T@ whe 20
el | RS T Wi T@ 8o fall | @ @i CFE TISPTG BT
it 2@ Sy e 2t eqred (@H- wefaE e Teeif e
ST AT S HfEdT (A 7

@A PRI 7 (AF T4 A oo TSR (v Aal sFafdraeen

e (72 | OF @R FE weRSEer (Cle <30 ml/min/1.73 m2) I%F
EEICRER (72 EURE P[P BH-« ARES @ wfvs ¢ By 71 s do
ot 718 zte A |

afE @It & fTafire @ o IR &R IS b -aa arfes
W@ ¢ et W 9 IR AREEERE,  EnfPeiter/fomies s
isTEfes/RUEmIes @7 A FEPEHT-9a TI2R: @R @A AR ARE
a2 I SIWE T TSP A-99 al Wie ¢ fal @ Fws q14ws 703 |
@ @ EfEfer aae femifer s aiteEfer e femifen azd
FACEH O T FSPIGGE TM@! WTF So el @ T FHs 204 |

Reem TRE (@77 cPeg JIE P AT ) 2 FIPIGHT GG @q (@I
Tomiee afs sPigavTleTel, «wfbe faer fofemt wea  qpSieea GRIN
GAGTIRCE- G @eTe |

Ardafelan: TTerEH AdEeTs TRTAle | TTeFEHE St
Ardefsfaapniz 2o SrEfem, @ofie, dersel, (! w2 «e - o |

TERF 8 TAWRICA IIXA: A AR THFA AAAAE  (FIF 04
FISFICHHA (TR AT T4 SR TR AR TR (72 G2 @M e 71
SRS FACS TA | AW F[SPIGHA @R SARIE @FC ASHR @ AR AR
eg4fs T FaCe T | FOPEH Treges fNeye =7 6 of e @ A |

AeFS!: ABAECC T Tg @IT, AT ST MR T T=4g @M
w3 eIt ey awR Biftw TRREE SR W (@ @R MSTARNE 52,
VEeTel, @IS R (T SFE SPRAATS! A AE OIRG ToF o AR GIRE
FACS TA |

S SR AR elfSfaa: Sz TREMERF ¢ Trn T ¢ A
JIZEE FCE ISR G280 8 Cmax TG 0% G2 ©3% FCI X |
SGicraicenT: FhiEicEne so Rl € o fiall MW A W PGB
GBTHT AN 96% G % @G TR | FCA/AEE. FLHEE G AL [IRCH
T TIOPGHER GBSHT 38% (@S AW | SFFPIFT; GRTRE (¢ fa) ¢
FTERHA (8o fiall) UF2 MY IR T TSACT SRR @7 Tt
“f=$ = 1 &g International Normalized Ratio (INR) (TS IR | cerReefera:
EEFEIeE (Yoo fHial WlFE 2 9, q ) @ T AR T SPGB
(o ) @3TRT @ Cmax INWE bo% e S0% [T TR | GHIHE (ST
G TR FLGAIT TF): GFR A GTIEC ¢ FOFGHA (8o fll)
JRAZEE FCE AGACT I[OOGHOE T@ ¢8% FCH M| o ST
Gafaforgd e34: TRRafead ey (afRIEa @bifben «qe TAEECHA) @
TSTICEHHT @3 AN ARZIER T TG AN GGG e qae TAECH G
Tl AGCT 8% R 98% ([T AR |

TMAEFT: TTSFG B THAAR (I AT e Bt @2 | emGh
S 2Ae (AN AT AR FIRCC, ECACRIER I T@F66 ieogejf
st St 4t A A

Stegel: R AT AR FYF | S (ATF GEF, o @G, SINIER s @3
SHEZICF AL |

oo

@IfI5A° ¢ et BrRwes: afs B @ie-«ie G e TR 38x0 BT |
@IfABA® do et BrRTes: afS FHT Wieg-«ie JE 27 AR S8 X HIRTE |
@IFIBA® 0 el BNATB: &if T -] fa3a 71T IR S8 XD BIRTES |
@IfABA® 8o fiat BrITers: el FB -« 3™ ANt ACaTR S8 XS BT |

Y

Manufactured by 2

Opsonin Pharma Limited *

Opsonin Pharma Rupatali, Barishal, Bangladesh.
ldeas for healthcare ® Registered Trade Mark.



