
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 
IIa and IIb).

Dosage & administration: Primary hypercholesterolemia, Heterozygous 
Hypercholesterolemia (Familial and Nonfamilial) and Mixed Dyslipidemia 
(Fredrickson Type IIa 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 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 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/RitonavirIn: 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. Itraconazole: Itraconazole 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.

ßrJKkar®

rxMnJxPaKaj KmKk

Kmmre: rxMnJxPaKaj FTKa FAYFoK\ ßTJ-F KrcJPÖ\ (HMG Co-A Reductase) Fj\JAo 
AjKyKmar (ˆqJKaj) SwMi KyPxPm kKrKYfÇ FKa ˝J˙qTr UJhq S mqJ~JPor xJPg mqmyJr TrJ 
y~ pJ ãKfTr ßTJPuPˆrPur kKroJe ToJPjJ S fv‡jv ßTJPuPˆru mOK≠r oJiqPo 
ßTJPuˆrPur oJ©J Kj~πPe mqmÂf yP~ gJPTÇ FZJzJS pJPhr xMKjKhtÓ S mÄvVf 
ßTJPuˆrPur xoxqJ IJPZ ßxPãP©S mqmÂf y~Ç

TJptk≠Kf: ßrJKkar® (rxMnJxPaKaj) FAYFoK\ ßTJ-F KrcJPÖ\ Fj\JAPor FTKa xMKjKhtÓ 
S k´KfPpJKVfJoNuT k´KfPrJiTJrL SwMiÇ FAYFoK\ ßTJ-F KrcJPÖ\ FTKa VKf KjPhtvT 
Fj\JAo pJ 3-yJAPcsJKé-3-KogJAuVäMaJrJAu ßTJ Fj\JAo-F ßT ßonJPuJPja Fr kKrmftj 
fôrJKjõf TPr, ßonJPuJPja ßTJPuPˆrPur FTKa k´JgKoT CkJhJjÇ FAYFoK\-ßTJF 
KrcJPÖ\ Fj\JAoPT mJiJ k´hJPjr oJiqPo ßTJPuPˆrPur C“kJhj mº TPrÇ

SwMPir Ckr vrLPrr Kâ~J (lJotJPTJTJAPjKaé): ßvJwe: ßxmPjr kr rPÜ xPmtJó WjPfô 
ßkÅRZJPf rxMnJxPaKaPjr xo~ uJPV 3-5 W≤JÇ rPÜ xPmtJó WjoJ©J (Cmax) S FACKx 
hMPaJA rxMnJxPaKaPjr oJ©J mJzJr xJPg xJPg ßmPz gJPTÇ
Kmfre: ˝JnJKmT  Im˙J~ rxMnJxPaKaPjr Kmfre  yu VPz 134 KuaJrÇ rxMnJxPaKaj k´J~ 
88% kpt∂ käJ\oJ ßk´JKaPj IJm≠ yP~ gJPT, pJ ßmKvr nJVA IqJumMKojÇ
KmkJTL~ k´Kâ~J: rxMnJxPaKaj mqJkT yJPr KmkJT y~ jJÇ Fr k´iJj KmkJTL~ CkJhJj yu 
Fj-ßcxKogJAu  (N-Desmethyl) rxMnJxPaKajÇ pJ rxMnJxPaKaj Fr FT wÔJÄv ßgPT 
IPitT FAYFoK\ ßTJ-F KrcJPÖ\ Fj\JAoPT k´KfPrJi TrJr ãofJ iJre TPrÇ xPmtJkKr 
90% FrS ßmKv ßãP© rÜrPx xKâ~ FAYFoK\ ßTJ-F KrcJPÖ\ Fj\JAo k´KfPrJi 
rxMnJxPaKaPjr TJrPe yP~ gJPTÇ
KjVtoj: ßxmPjr kPr rxMnJxPaKaj FmÄ Fr KmkJTL~ CkJhJjxoNy k´iJjf oPur xJPg KjVtf 
y~ (90%)Ç rxMnJxPaKaPjr KjVtoj IitJ~M yPuJ 19 W≤JÇ 

CkJhJj: ßrJKkar® 5 KoV´J aqJmPua: k´KfKa aqJmPuPa IJPZ rxMnJxPaKaj TqJuKx~Jo 
KmKk 5.209 KoV´J pJ rxMnJxPaKaj 5 KoV´J Fr xofáuqÇ
ßrJKkar® 10 KoV´J aqJmPua: k´KfKa aqJmPuPa IJPZ rxMnJxPaKaj TqJuKx~Jo KmKk 
10.417 KoV´J pJ rxMnJxPaKaj 10 KoV´J Fr xofáuqÇ
ßrJKkar® 20 KoV´J aqJmPua: k´KfKa aqJmPuPa IJPZ rxMnJxPaKaj TqJuKx~Jo KmKk 
20.834 KoV´J pJ rxMnJxPaKaj 20 KoV´J Fr xofáuqÇ
ßrJKkar® 40 KoV´J aqJmPua: k´KfKa aqJmPuPa IJPZ rxMnJxPaKaj TqJuKx~Jo KmKk 
41.668 KoV´J pJ rxMnJxPaKaj 40 KoV´J Fr xofáuqÇ

KjPhtvjJ: ßyaJPrJ\JAVJx yJAkJrPTJPuPˆrPuKo~J (lqJKoKu~Ju FmÄ jj lqJKoKu~Ju), 
ßyJPoJ\JAVJx yJAkJrPTJPuPˆrPuKo~J (lqJKoKu~Ju) Ges Koéc KcxKuKkPcKo~J         
(ßl∑cKrTxj aJAk-IIa FmÄ IIb)Ç

oJ©J S k´P~JV: ßyaJPrJ\JAVJx yJAkJrPTJPuPˆrPuKo~J (lqJKoKu~Ju FmÄ jj lqJKoKu~Ju) 
FmÄ Koéc KcxKuKkPcKo~J: xJiJre KjPhtvjJ IjMpJ~L xTu ßãP© rxMnJxPaKaj xMkJKrvTíf 
k´JrK÷T oJ©J ‰hKjT 10 KoV´JÇ pJPhr ßãP© To LDL-C y∑Jx k´P~J\j IgmJ pJPhr oJP~JkqJKg 
yS~Jr ^ÅMKT rP~PZ fJPhr ßãP© Êr∆r oJ©J 5 KoV´JÇ ßpxm ßrJVLr yJAkJrPTJPuPˆrPuJKo~J 
(LDL-C>190 mg/dl) rP~PZ IgmJ pJPhr UMm hs∆f KuKkc ToJPjJr uãqoJ©J rP~PZ, fJPhr 
ßãP© k´JrK÷T oJ©J ‰hKjT 20 KoV´JÇ  pJPhr ßãP© ‰hKjT 20 KoV´J oJ©J~ LDL-C uã oJ©J 
IK\tf y~Kj fJPhr \jq QhKjT 40 KoV´J oJ©J xÄrKãf rJUPf yPmÇ rxMnJxPaKaj ßxmj Êr∆ 
FmÄ /IgmJ oJ©J kMj” KjitJre Fr kr 2-4 x¬JPyr oPiq KuKkc kptPmãe TrPf yPm FmÄ 
ßxA IjMpJ~L oJ©J kMj” KjitJre TrPf yPmÇ 
ßyJPoJ\JAVJx yJAkJrPTJPuPˆrPuKo~J (lqJKoKu~Ju): FßãP© k´JrK÷T oJ©J QhKjT 20 
KoV´JÇ xMkJKrvTíf xPmtJó ‰hKjT oJ©J 40 KoV´JÇ FxTu ßrJVLPhr ßãP© rxMnJxPaKaj 
KhPf yPm IjqJjq KuKkc y∑JxTJrL SwMPir (ßpoj- FuKcFu FPlKrKxx) xyTJKr KyPxPm 
IgmJ pUj IjqJjq KYKT“xJ ßh~J x÷m jJÇ 
mOPÑr ITJptTJKrfJ: oOhM ßgPT oiqo oJ©Jr mOPÑr ITJptTJKrfJr ßãP© oJ©J kNj”KjitJrPer 

k´P~J\j ßjAÇ fLms oJ©Jr mOPÑr ITJptTJKrfJ~ (Clcr <30 mL/min/1.73 m2) pUj 
ßyPoJcJ~JuJAKxx ßjA ßxPãP© rxMnJxPaKaj-Fr k´JrK÷T oJ©J ‰hKjT 5 KoV´J pJ xPmtJó 10 
KoV´J kpt∂ yPf kJPrÇ 
FKv~Jj ßrJVLPhr \jq KjPhtKvf oJ©J: FKv~Jj ßrJVLPhr \jq rxMnJxPaKaj-Fr k´J~K÷T 
oJ©J 5 KoV´J QhKjT FT mJrÇ xJAPTîJxkKrj, ßuJKkjJKnr/KrPaJjJKnr IgmJ 
FqJaJ\JjJKnr/KrPaJjJKnr Fr xJPg rxMnJxPaKaj-Fr mqmyJr: ßpxo˜ ßrJVL xJAPTîJxkKrj 
V´ye TPrPZj fJPhr \jq rxMnJxPaKaj-Fr oJ©J QhKjT 5 KoV´J F xLoJm≠ rJUPf yPmÇ 
ßpxo˜ ßrJVL ßuJKkjJKnr FmÄ KrPaJjJKnr IgmJ FqJaJ\JjJKnr FmÄ KrPaJjJKnr V´ye 
TPrPZj fJPhr \jq rxMnJxPaKaPjr oJ©J QhKjT 10 KoV´J F xLoJm≠ rJUPf yPmÇ 

KmÀ≠ mqmyJr (ßpxm ßãP© mqmyJr TrJ pJPm jJ) : rxMnJxPaKaj IgmJ Fr ßTJj 
CkJhJPjr k´Kf IxÄPmhjvLufJ, FTKan KunJr KcK\x IgmJ  mqJUqJfLfnJPm ßxrJo 
asJ¿FoJAPj\-Fr âoJVf mOK≠Ç

kJvõtk´KfKâ~J: rxMnJxPaKaj xJiJref xyjvLuÇ rxMnJxPaKaPjr CPuäUPpJVq 
kJvõtk´KfKâ~JxoNy yu oJ~vuK\~J, ßTJÔTJKbjq, hNmtufJ, ßka mqgJ FmÄ mKo-mKo nJmÇ

VntJm˙J S ˜jqhJjTJPu mqmyJr: x∂Jj iJrPe xão jJrLPhrPT ßTmu fUjA 
rxMnJxPaKaj ßh~J pJPm pUj fJPhr x∂Jj iJrPer x÷JmjJ ßjA FmÄ ßrJVLPT ^ÅMKT xŒPTt 
ImVf TrPf yPmÇ pKh rxMnJxPaKaj ßgrJKk YuJTJPu ßTC VntiJre TPr xJPg xJPg 
SwMiKa mº TrPf yPmÇ rxMnJxPaKaj oJfíhMPê Kj”xOf y~ KTjJ fJ \JjJ pJ~ KjÇ

xfTtfJ: gJArP~Pcr xoxqJ xŒjú ßrJVL, kJKrmJKrT nJPm oJÄvPkvLr xoxqJ xŒjú ßrJVL 
IgmJ IfLPf KmKnjú k´TJr ˆqJKaj mqmyJPrr TJrPe pKh ßTJj k´TJr oJÄxPkvLr mqgJ, 
hNmtufJ, FuJ\tL IgmJ ßTJj k´TJr IxyjvLufJ pKh gJPT fJyPu xfTtfJr xKyf mqmyJr 
TrPf yPmÇ

Ijq SwMPir xJPg k´KfKâ~J: ArJAPgsJoJAKxj: ArJAPgsJoJAKxj S rxMnJxPaKaj FTA xJPg 
mqmyJPrr lPu rxMnJxPaKaPjr FACKx S Cmax pgJâPo 20% FmÄ 31% TPo pJ~Ç  
AasJPTJjJP\Ju: AasJPTJjJP\Ju 10 KoV´J S 80 KoV´J oJ©J~ k´P~JPVr lPu rxMnJxPaKaPjr 
FACKx pgJâPo 39% FmÄ 28% ßmPz pJ~Ç lîáPTJjJ\u: lîáPTJjJ\u Fr xJPg mqmyJPrr 
lPu rxMnJxPaKaPjr FACKx 14% ßmPz pJ~Ç S~JrlJKrj: S~JrlJKrj (25 KoV´J) S 
rxMnJxPaKaj (40 KoV´J) FTA xJPg mqmyJPrr lPu rÜrPx S~JrlJKrj Fr WjoJ©J 
kKrmftj y~ jJ KT∂á International Normalized Ratio (INR) ßmPz pJ~Ç ß\oKlPmsJK\u: 
ß\oKlPmsJK\u  (600 KoV´J QhKjT 2 mJr, 7 Khj) Fr xJPg mqmyJPrr lPu rxMnJxPaKaPjr 
(80 KoV´J) FACKx S Cmax pgJâPo 90% FmÄ 120% ßmPz pJ~Ç F≤JKxc (IqJuMKoKj~Jo 
S oqJVPjKx~Jo yJAPcsJéJAc xŒjú): FTA xJPg F≤JKxc S rxMnJxPaKaj (40 KoV´J) 
mqmyJPrr lPu rÜrPx rxMnJxPaKaPjr WjoJ©J 54% TPo pJ~Ç oMPU UJS~Jr 
\jìKmrKfTre SwMi: \jìKmrKfTre SwMi (FKgjJAu FxaJKcSu FmÄ jrP\xPˆu) S 
rxMnJxPaKaj FTA xJPg mqmyJPrr lPu rÜrPx FKgjJAu FxaJKcSu FmÄ jrP\xPˆu Fr 
WjoJ©J pgJâPo 26% FmÄ 34% ßmPz pJ~Ç 

oJ©JKiTq: rxMnJxPaKaPjr CóoJ©Jr ßTJj k´TJr xMKjKhtÓ KYKT“xJ ßjAÇ rxMnJxPaKaj 
xPmtJó käJ\oJ ßk´JKaPj IJm≠ gJTJr TJrPe, ßyPoJcJ~JuJAKxx TPr rxMnJxPaKaj fJ“kptkNet 
KjVtoj IJvJ TrJ pJ~ jJÇ

xÄrãe: KvÊPhr jJVJPur mJAPr rJUMjÇ IJPuJ ßgPT hNPr, 30˚ßx. fJkoJ©Jr KjPY FmÄ 
ÊÏ˙JPj rJUMjÇ 

Ck˙JkjJ
ßrJKkar® 5 KoV´J aqJmPua: k´Kf TJatPj FqJuM-FqJuM KmäˆJr kqJPT rP~PZ 14*3 aqJmPuaÇ
ßrJKkar® 10 KoV´J aqJmPua: k´Kf TJatPj FqJuM-FqJuM KmäˆJr kqJPT rP~PZ 14*2 aqJmPuaÇ
ßrJKkar® 20 KoV´J aqJmPua: k´Kf TJatPj FqJuM-FqJuM KmäˆJr kqJPT rP~PZ 14*1 aqJmPuaÇ
ßrJKkar® 40 KoV´J aqJmPua: k´Kf TJatPj FqJuM-FqJuM KmäˆJr kqJPT rP~PZ 14*1 aqJmPuaÇ

Manufactured by

Opsonin Pharma Limited

Rupatali, Barishal, Bangladesh.

® Registered Trade Mark.
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