
Composition
Atasin® EZ 10/10 tablet: Each coated tablet contains Atorvastatin 10 mg as Atorvastatin Calcium 
Trihydrate USP and Ezetimibe USP 10 mg.
Atasin® EZ 20/10 tablet: Each coated tablet contains Atorvastatin 20 mg as Atorvastatin Calcium 
Trihydrate USP and Ezetimibe USP 10 mg.

Pharmacology 
Atasin® EZ is a combination of Atorvastatin and Ezetimibe. Atorvastatin lowers plasma 
cholesterol and lipoprotein levels by inhibiting HMG-CoA reductase and cholesterol synthesis in 
the liver and by increasing the number of hepatic LDL receptors on the cell surface to enhance 
uptake and catabolism of LDL. Atorvastatin reduces LDL production and the number of LDL 
particles. Ezetimibe reduces blood cholesterol by inhibiting the absorption of cholesterol by the 
small intestine. The molecular target of Ezetimibe has been shown to be the sterol transporter, 
which is involved in the intestinal uptake of cholesterol and phytosterols.

Indication 
Atasin® EZ is indicated for -

• The reduction of elevated total cholesterol (total-C), low-density lipoprotein cholesterol 
(LDL-C), apolipoprotein B (Apo B), triglycerides (TG), and non-high-density lipoprotein 
cholesterol (non-HDL-C) and to increase high-density lipoprotein cholesterol (HDL-C) in 
patients with primary (heterozygous familial and non-familial) hyperlipidemia or mixed 
hyperlipidemia.

• The reduction of elevated total-C and LDL-C in patients with homozygous familial 
hypercholesterolemia, as an adjunct to other lipid-lowering treatments (e.g., LDL apheresis) 
or if such treatments are unavailable.

Dose and administration
Route of administration: Atasin® EZ should be taken in oral route with or without food at any 
time of the day. Tablets should not be crushed, dissolved or chewed.
The dosage range of Atasin® EZ is 10/10 mg to 80/10 mg daily. The recommended starting dose 
is 10/10 mg or 20/10 mg daily. The recommended starting dose for patients who require a larger 
reduction in LDL-C (greater than 55%) is 40/10 mg daily. After initiation and/or upon titration of 
this medicine, lipid levels should be analyzed within 2 or more weeks and dosage adjusted 
accordingly. The dosage in patients with homozygous familial hypercholesterolemia is 40/10 mg 
or 80/10 mg daily.

Contraindication 
It is contraindicated in patients with history of known hypersensitivity to atorvastatin or ezetimibe 
or any other components of this product. It is also contraindicated in patients with active liver 
disease or unexplained persistent elevations in hepatic transaminase levels.

Warning and precaution 
Special warning: Embryo-Fetal Toxicity

The combination may cause fetal harm when administered to a pregnant woman. The drug 
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, it should be discontinued immediately and the patient should be apprised of 
the potential hazard to the fetus. Risks of skeletal muscle effects (e.g., myopathy and 
rhabdomyolysis) increase with higher doses and concomitant use of certain CYP3A4 inhibitors, 
fibric acid derivatives and cyclosporine. Predisposing factors include advanced age (>65), 
uncontrolled hypothyroidism and renal impairment. A history of renal impairment may be a risk 
factor for statin-associated myopathy. These patients need closer monitoring for skeletal muscle 
effects and therapy should be temporarily withheld or discontinued if necessary. Regular 
monitoring of serum transaminase level, HbA1c and fasting serum glucose is necessary as the 
combination may elevate their levels.

Side effects
Most common side effects are increased ALT, increased AST and musculoskeletal pain.

Use in pregnancy and lactation 
Pregnancy: It may cause fetal harm when administered to a pregnant woman and is 
contraindicated during pregnancy.
Lactation: There are no data on the presence of this combination in human milk, the effects on 
the breastfed infant, or the effects on milk production. Because of the potential for serious 
adverse reactions in breastfed infants from this combination, advise women not to breastfeed 
during treatment.

Use in children and adolescents
Safety and effectiveness have not been established in pediatric patients. 

Drug interaction
Drug interaction with medication: The risk of myopathy during treatment with statins is 
increased with concomitant administration of fibric acid derivatives, lipid-modifying doses of 
niacin, cyclosporine or strong CYP3A4 inhibitors (e.g., clarithromycin, HIV protease inhibitors, and 
itraconazole). The co-administration with cyclosporine should be avoided. Due to an increased 
risk of myopathy/rhabdomyolysis when HMG-CoA reductase inhibitors are co-administered with 
gemfibrozil, concomitant administration with gemfibrozil should be avoided. The risk of skeletal 
muscle effects may be enhanced when used in combination with niacin. Patients taking digoxin 
should be monitored appropriately. The increase in AUC values for norethindrone and ethinyl 
estradiol should be considered when selecting an oral contraceptive for a woman. Caution should 
be exercised when prescribing with colchicine. If added to warfarin, the INR should be 
appropriately monitored.
Drug interaction with food and others: Not applicable.

Overdose
In case of overdose, treatment should be symptomatic and supportive measures instituted as 
required.

Storage 
Store below 25⁰C in a dry place, protected from light. Keep away from the reach of children. 

Packing
Atasin® EZ 10/10 tablet: Carton of 30 tablets in blister pack.
Atasin® EZ 20/10 tablet: Carton of 30 tablets in blister pack.

130 mm X 390 mm

Atorvastatin Calcium Trihydrate USP &
Ezetimibe USP

Dcv`vb
GUvwmb® BwR 10/10 U¨ve‡jUt cÖwZ AvewiZ U¨ve‡j‡U Av‡Q G‡UvifvmU¨vwUb K¨vjwmqvg UªvBnvB‡WªU BDGmwc 
wnmv‡e G‡UvifvmU¨vwUb 10 wgMÖv Ges B‡RwUwge BDGmwc 10 wgMÖv|
GUvwmb® BwR 20/10 U¨ve‡jUt cÖwZ AvewiZ U¨ve‡j‡U Av‡Q G‡UvifvmU¨vwUb K¨vjwmqvg UªvBnvB‡WªU BDGmwc 
wnmv‡e G‡UvifvmU¨vwUb 20 wgMÖv Ges B‡RwUwge BDGmwc 10 wgMÖv| 

dvg©v‡KvjwR
GUvwmb® BwR n‡jv G‡UvifvmU¨vwUb Ges B‡RwUwge Gi Kw¤^‡bkb| G‡UvifvmU¨vwUb hK…‡Z GBPGgwR-†KvG 
(HMG-CoA) wiWv‡±m Ges †Kv‡j‡÷ij ms‡kølY‡K evav w`‡q Ges †Kv‡li c„‡ô †ncvwUK GjwWGj (LDL) 
wi‡mÞ‡ii msL¨v evov‡bvi gva¨‡g GjwWGj (LDL) Gi MÖnY I wecvK evwo‡q i³i‡m †Kv‡j‡÷ij Ges 
wj‡cv‡cÖvwU‡bi gvÎv Kgvq| G‡UvifvmU¨vwUb GjwWGj (LDL) Drcv`b Ges GjwWGj (LDL) KYvi msL¨v nªvm 
K‡i| B‡RwUwge ¶z`ªvš¿ Øviv †Kv‡j‡÷ij †kvlY evav w`‡q i‡³i †Kv‡j‡÷ij Kgvq| B‡RwUwg‡ei AvYweK j¶¨ 
†÷ij UªvÝ‡cvU©vi wnmv‡e †`Lv‡bv n‡q‡Q, hv †Kv‡j‡÷ij Ges dvB‡Uv‡÷ij¸‡jvi Avwš¿K MÖn‡Yi mv‡_ RwoZ|

wb‡`©kbv
GUvwmb® BwR wbgœwjwLZ †¶‡Î wb‡`©wkZ-

• ewa©Z †UvUvj †Kv‡j‡÷ij (total-C), †jv-†WbwmwU wj‡cv‡cÖvwUb †Kv‡j‡÷ij (LDL-C), A¨v‡cvwj‡cv‡cÖvwUb 
we (Apo B), UªvBwMømvivBWm (TG), Ges bb-nvB-†WbwmwU wj‡cv‡cÖvwUb †Kv‡j‡÷ij (non-HDL-C), nªv‡mi 
Rb¨ Ges cÖv_wgK (heterozygous familial and non-familial) nvBcviwjwc‡Wwgqv ev wgk Ö 
nvBcviwjwc‡Wwgqv †ivMx‡`i nvB-†WbwmwU wj‡cv‡cÖvwUb †Kv‡j‡÷ij (HDL-C) evov‡bvi Rb¨|

• †nv‡gvRvBMvm d¨vwgwjqvj nvBcvi‡Kv‡j‡÷‡ivwjwgqvi †ivMx‡`i †¶‡Î ewa©Z †UvUvj †Kv‡j‡÷ij (total-C) 
Ges †jv-†WbwmwU wj‡cv‡cÖvwUb †Kv‡j‡÷ij (LDL-C) nªv‡mi †¶‡Î Ab¨vb¨ wjwcW nªvmKvix wPwKrmvi (†hgb- 
LDL A¨v‡dwiwmm) mnvqK wn‡m‡e A_ev G ai‡bi wPwKrmv mnRjf¨ bv n‡j|

‡mebgvÎv I cÖ‡qvMwewa
Ilya MÖn‡Yi c_t GUvwmb® BwR Lvev‡ii Av‡M ev c‡i w`‡bi †h †Kvb mgq gy‡L MªnY Kiv nq| U¨ve‡jUwU P~Y© ev 
cvwb‡Z †Mvjv‡bv ev wPev‡bv hv‡e bv|

GUvwmb® BwR Gi ˆ`wbK gvÎv 10/10 wgMÖv †_‡K m‡e©v”P 80/10 wgMÖv ch©šÍ n‡Z cv‡i| Aby‡gvw`Z cÖviw¤¢K gvÎv 
ˆ`wbK 10/10 wgMÖv †_‡K 20/10 wgMÖv| †hme †ivMx‡`i AwaK GjwWGj-wm (LDL-C)  nªv‡mi cÖ‡qvRb (55% Gi 
AwaK) Zv‡`i †¶‡Î Aby‡gvw`Z cÖviw¤¢K gvÎv 40/10 wgMÖv| Ilya MªnY ïiæi ci Ges/A_ev UvB‡Uªk‡bi ci 2 ev 
Zvi †ewk mßv‡ni g‡a¨ wjwcW †j‡fj wbix¶v Ki‡Z n‡e Ges †m Abyhvqx gvÎv wba©viY Ki‡Z n‡e| †nv‡gvRvBMvm 
d¨vwgwjqvj nvBcvi‡Kv‡j‡÷‡ivwjwgqvi †ivMx‡`i †¶‡Î Aby‡gvw`Z gvÎv ˆ`wbK 40/10 wgMÖv †_‡K 80/10 wgMÖv|

cÖwZwb‡`©kbv
hv‡`i G‡UvifvmU¨vwUb ev B‡RwUwge ev GB Ily‡ai Ab¨vb¨ Dcv`v‡bi cÖwZ AwZms‡e`bkxjZv i‡q‡Q, Zv‡`i †¶‡Î 
GwU cÖwZwb‡`©wkZ| †hme †ivMx‡`i mwµq hK…‡Zi †ivM i‡q‡Q ev hv‡`i AÁvZ Kvi‡Y µgvMZ hK…‡Zi UªvÝA¨vgvB‡bR 
†j‡fj ewa©Z _v‡K Zv‡`i †¶‡ÎI GwU cÖwZwb‡`©wkZ|

mveavbZv I m‡PZbZv

we‡kl mveavbZv: åƒ‡Yi Uw·wmwU nq

Mf©eZx bvixi †¶‡Î GwU e¨envi Ki‡j Zv †_‡K åƒ‡Yi ¶wZ n‡Z cv‡i| Mf©avi‡Y Dchy³ eqmx gwnjv‡`i †¶‡Î 
ïaygvÎ ZLbB GwU †`qv hv‡e hLb Mf©avi‡Yi †Kvb m¤¢vebv _vK‡e bv Ges †ivMx‡K m¤¢ve¨ SzuwK m¤ú‡K© Rvbv‡bv n‡e| 
Ilya MÖnYKvjxb mg‡qi g‡a¨ †ivMx Mf©eZx n‡j mv‡_ mv‡_ Ilya MÖnY eÜ Ki‡Z n‡e Ges †ivMx‡K åƒ‡Yi SzuwK m¤ú‡K© 
AewnZ Ki‡Z n‡e| wbw`©ó CYP3A4 BbwnweUim, dvBweªK GwmW †Wwi‡fwUfmg~n Ges mvB‡K¬v‡¯úvwib Gi mv‡_ 
GK‡Î Ges D”P gvÎvq cÖ‡qvM Ki‡j Hw”QK †ckxi cÖwZwµqv (†hgb- gv‡qvc¨vw_ I i¨ve‡Wvgv‡qvjvBwmm) Gi SyuwK 
e„w× cvq| eqm e„w× (65 eQ‡ii †ewk), Awbqwš¿Z nvB‡cv_vBi‡qwWRg Ges e„°xq AKvh©KvwiZv G‡¶‡Î mnvqK d¨v±i 
wn‡m‡e KvR Ki‡Z cv‡i| e„°xq AKvh©KvwiZvi BwZnvm ÷¨vwUb NwUZ gv‡qvc¨vw_i GKwU wi¯‹ d¨v±i n‡Z cv‡i| G 
ai‡bi †ivMx‡`i Hw”QK †cwkRwbZ †h‡Kvb cÖwZwµqvi Rb¨ ch©‡e¶Y Ki‡Z n‡e Ges cÖ‡qvR‡b Ilya MÖnY 
mvgwqKfv‡e ev m¤ú~Y©iƒ‡c eÜ Ki‡Z n‡e| wmivg UªvÝA¨vgvB‡bR †j‡fj, HbA1c Ges dvw÷s wmivg Møy‡KvR †j‡fj 
wbqwgZ ch©‡e¶Y Riæwi †h‡nZz Ilya MÖn‡Y G¸‡jv †e‡o hvIqvi SzuwK i‡q‡Q|

cvk¦© cÖwZwµqv
mvaviY cvk¦© cÖwZwµqv¸‡jv n‡”Q ALT e„w×, AST e„w× Ges gv¯‹z‡jv‡¯‹‡jUvj †cBb|

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi
Mf©ve¯’vqt Mf©eZx bvixi †¶‡Î GwU e¨envi Ki‡j Zv †_‡K åƒ‡Yi ¶wZ n‡Z cv‡i Ges G Kvi‡Y GwU Mf©ve¯’vq 
cÖwZwb‡`©wkZ|

¯Íb¨`vbKv‡jt gvZ„`y‡» Gi Dcw¯’wZ, `ya Drcv`‡b Ily‡ai cÖfve A_ev gv‡qi `ya cv‡”Q Ggb wkïi Dci Gi cÖfve 
m¤ú‡K© †Kv‡bv Z_¨ †bB| gv‡qi ey‡Ki `ya cvIqv wkïi Dci GB Ily‡ai m¤¢ve¨ ¸iæZi ¶wZKi cÖfv‡ei Kvi‡Y GwU 
Øviv wPwKrmv PjvKvjxb ¯Íb¨`vb bv Kivi civgk© w`‡Z n‡e|

wkï I wK‡kvi‡`i ‡¶‡Î e¨envi
wkï I wK‡kvi‡`i †¶‡Î Gi wbivc` e¨envi I Kvh©KvwiZv cÖwZwôZ nqwb|

Ily‡ai cÖwZwµqv
Ab¨ Ily‡ai mv‡_t ÷¨vwU‡bi mv‡_ dvBweªK GwmW †Wwi‡fwUfmg~n, wbqvwm‡bi wjwcW-ms‡kvabKvix gvÎv, 
mvB‡K¬v‡¯úvwib ev kw³kvjx CYP3A4 BbwnweUimg~n (‡hgb- K¬¨vwi‡_ªvgvBwmb, GBPAvBwf †cÖvwU‡qR BbwnweUim 
Ges BUªv‡KvbvRj) Gi mv‡_ GK‡Î cÖ‡qv‡M gv‡qvc¨vw_i SzuwK e„w× cvq| mvB‡K¬v‡¯úvwi‡bi mv‡_ GwUi GK‡Î cÖ‡qvM 
Gwo‡q Pjv DwPZ| GBPGgwR-‡KvG wiWv‡±m BbwnweUmg~‡ni mv‡_ †RgdvB‡eªvwRj GK‡Î cÖ‡qvM Kivi `iæb 
gv‡qvc¨vw_ ev i¨ve‡Wvgv‡qvjvBwm‡mi SzuwK evovi Kvi‡Y †RgdvB‡eªvwR‡ji mv‡_ GB Ilya GK‡Î cÖ‡qvM Kiv hv‡e 
bv| wbqvwm‡bi mv‡_ GwU e¨env‡ii d‡j Hw”QK †ckxi cÖwZwµqvi SzuwK evo‡Z cv‡i| wWMw·b MÖnYKvix †ivMx‡`i 
h_vh_fv‡e ch©‡e¶Y Ki‡Z n‡e| GB Ilya MÖnYKvix gwnjv‡`i †¶‡Î Mf©wb‡ivaK wbe©vPb Kivi mgq biBw_b‡Wªvb 
Ges Bw_bvBj GmUªvwWIj Øviv AUC e„w×i welqwU we‡ePbv Ki‡Z n‡e| †KvjwPwm‡bi mv‡_ cÖ‡qv‡Mi †¶‡Î 
mZK©Zv Aej¤^b Ki‡Z n‡e| Iqvi‡dwi‡bi mv‡_ cÖ‡qv‡Mi †¶‡Î AvBGbAvi (INR) h_vh_fv‡e ch©‡e¶Y Ki‡Z 
n‡e|

Lvevi I Ab¨ wKQyi mv‡_t cÖ‡hvR¨ bq| 

gvÎvwaK¨ 
gvÎvwa‡K¨i †¶‡Î j¶Y Abyhvqx wPwKrmv w`‡Z n‡e Ges cÖ‡qvRbg‡Zv mnvqK e¨e¯’v MÖnY Ki‡Z n‡e|
 
msi¶Y
Av‡jv †_‡K `~‡i, 25⁰ †m. Gi wb‡P I ï®‹ ¯’v‡b ivLyb| wkï‡`i bvMv‡ji evB‡i ivLyb|

c¨vwKs
GUvwmb® BwR 10/10 U¨ve‡jUt cÖwZ KvU©y‡b 30wU U¨ve‡jU weø÷vi c¨v‡K mieivn Kiv nq|
GUvwmb® BwR 20/10 U¨ve‡jUt cÖwZ KvU©y‡b 30wU U¨ve‡jU weø÷vi c¨v‡K mieivn Kiv nq|

G‡UvifvmU¨vwUb K¨vjwmqvg UªvBnvB‡WªU BDGmwc
Ges B‡RwUwge BDGmwc
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