
Description
Copixa® 2.5 Tablet: Each film coated tablet contains 
Apixaban INN 2.5 mg.
Copixa® 5 Tablet: Each film coated tablet contains 
Apixaban INN 5 mg.
Apixaban is an oral, reversible, and selective active 
site inhibitor of FXa. It does not require antithrombin 
III for antithrombotic activity. Apixaban inhibits free 
and clot-bound FXa, and prothrombinase activity.

Indications
Apixaban is indicated to reduce the risk of stroke 
and systemic embolism in patients with nonvalvular 
atrial fibrillation.

Dosage and Administration   
Recommended Dose 
The recommended dose of Apixaban for most 
patients is 5 mg taken orally twice daily.
Dosage Adjustments 
The recommended dose of Apixaban is 2.5 mg twice 
daily in patients with any 2 of the following 
characteristics: 
• age ≥80 years 
• body weight ≤60 kg 
• serum creatinine≥1.5mg/dL
CYP3A4 and P-gp inhibitors: When Apixaban is 
coadministered with drugs that are strong dual 
inhibitors of cytochrome P450 3A4 (CYP3A4) and 
P-glycoprotein (P-gp) (e.g. ketoconazole, itraconazole, 
ritonavir, clarithromycin) the recommended dose is 
2.5 mg twice daily.
Missed Dose 
If a dose of Apixaban is not taken at the scheduled 
time, the dose should be taken as soon as possible 
on the same day and twice daily administration 
should be resumed (Take your medicine as soon as 
you remember unless it's nearly time for your next 
dose. In this case, skip the missed dose and take 
your next dose at the usual time). The dose should 
not be doubled to make up for a missed dose.

Discontinuation for Surgery and Other Interventions
Apixaban should be discontinued at least 48 hours 
prior to elective surgery or invasive procedures with 
a moderate or high risk of unacceptable or clinically 
significant bleeding. Apixaban should be discontinued 
at least 24 hours prior to elective surgery or invasive 
procedures with a low risk of bleeding or where the 
bleeding would be non-critical in location and easily 
controlled.

Switching from or to Apixaban
Switching from warfarin to Apixaban: Warfarin 
should be discontinued and Apixaban started when 
the international normalized ratio (INR) is below 
2.0. 
Switching from Apixaban to warfarin: Apixaban 
affects INR, so that INR measurements during co 
administration with warfarin may not be useful for 
determining the appropriate dose of warfarin. If 
continuous anticoagulation is necessary, discontinue 
Apixaban and begin both a parenteral anticoagulant 
and warfarin at the time the next dose of Apixaban 
would have been taken, discontinuing the parenteral 
anticoagulant when INR reaches an acceptable 
range. Switching between Apixaban and anticoagu-
lants other than warfarin: Discontinue one being 
taken and begin the other at the next scheduled 
dose.

Hepatic Impairment 
No dose adjustment is required in patients with mild 
hepatic impairment. Because patients with moderate 
hepatic impairment may have intrinsic coagulation 
abnormalities and there is limited clinical experience with 
Apixaban in these patients, dosing recommendations 
cannot be provided. Apixaban is not recommended in 
patients with severe hepatic impairment. 

Renal Impairment 
The dosing adjustment for moderate renal impairment 
is described above. No data inform use in patients 
with creatinine clearance <15 ml/min or on dialysis.

Contraindications
Apixaban is contraindicated in patients with the 
following conditions: 
• Active pathological bleeding 
• Severe hypersensitivity reaction to Apixaban (i.e. 
anaphylactic reactions) 

Warning and Precautions
Increased risk of stroke with discontinuation of 
Apixaban. Discontinuing Apixaban in the absence of 
adequate alternative anticoagulation increases the 
risk of thrombotic events. An increased rate of stroke 
was observed during the transition from Apixaban to 
warfarin in clinical trials in patients with nonvalvular 
atrial fibrillation. If Apixaban must be discontinued 
for a reason other than pathological bleeding, 
consider coverage with another anticoagulant.

Side Effects
Common side effects are haemorrhage, contusion, 
epistaxis and haematoma.

Use in Specific Populations
Pregnancy 
There are no adequate and well-controlled studies of 
Apixaban in pregnant women. Treatment is likely to 
increase the risk of hemorrhage during pregnancy 
and delivery. Apixaban should be used during 
pregnancy only if the potential benefit outweighs the 
potential risk to the mother and fetus. 
Labor and Delivery 
Safety and effectiveness of Apixaban during labor 
and delivery have not been studied in clinical trials. 
Consider the risks of bleeding and of stroke in using 
Apixaban in this condition.
Nursing Mothers 
It is unknown whether Apixaban or its metabolites 
are excreted in human milk. Women should be 
instructed either to discontinue breastfeeding or to 
discontinue Apixaban therapy, taking into account 
the importance of the drug to the mother.
Pediatric Use 
Safety and effectiveness in pediatric patients have 
not been established.
Geriatric Use 
Of the total subjects in clinical studies of Apixaban, 
>69% were 65 and older, and >31% were 75 and 
older. The effects of Apixaban on the risk of stroke 
and major bleeding compared to warfarin were 
maintained in geriatric subjects.

Drug interactions
Apixaban is a substrate of both CYP3A4 and P-gp. 
Inhibitors of CYP3A4 and P-gp increase exposure to 
Apixaban and increase the risk of bleeding. 
Inducers of CYP3A4 and P-gp decrease exposure to 
Apixaban and increase the risk of stroke.

Overdose
There is no antidote to Apixaban. Overdose of 
Apixaban increases the risk of bleeding. Activated 
charcoal may be useful in the management of 
Apixaban overdose.

Storage Condition
Keep in a dry place and store below 30º C. Keep 
out of the reach of children.

Commercial Pack
Copixa® 2.5 mg Tablet: Box of 3x10 in blister strips.
Copixa® 5 mg Tablet: Box of 3x10 in blister strips. 
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eY©bv
Kwc·v®  2.5 U¨ve‡jU: cÖwZ AvewiZ U¨ve‡j‡U Av‡Q Gwc·vevb 
AvB Gb Gb 2.5 wgMÖv|
Kwc·v®  5 U¨ve‡jU: cÖwZ AvewiZ U¨ve‡j‡U Av‡Q Gwc·vevb 
AvB Gb Gb 5 wgMÖv|
Gwc·vevb GKwU †gŠwLK, wifviwmej Ges K¬wUs d¨v±i Xa Gi 
wm‡jw±f A¨vw±f mvBU BbwnweUi| Gi Kvh©KvwiZvi Rb¨ 
mn-Drcv`K (†hgb A¨vw›U_ªw¤^b III) Gi cª‡qvRb †bB| Gwc·vevb 
gy³ Ges RgvU euvav d¨v±i Xa Ges †cÖv_ªw¤^‡bR Gi Kvh©KvwiZv‡K 
euvav †`q|

wb‡`©kbv
bb-fvjfyjvi A¨vwUªqvj wdweª‡jkb †ivMx‡`i †÷ªvK Ges wm‡÷wgK 
GgewjRg  cÖwZ‡iv‡a| 

†mebgvÎv I wewa
cwiwgZ †mebgvÎv
†ewkifvM †ivMx‡`i †ÿ‡Î Gwc·vevb Gi wb‡`©wkZ †WvR nj 
†gvwLKfv‡e 5 wgMÖv ‰`wbK `yBevi|

†WvR mgš^q
hw` †Kv‡bv †ivMxi wbgœ³ 3 wU ˆewk‡ói g‡a¨ †h‡Kvb 2 wU ˆewkó 
_v‡K Zvn‡j Gwc·vevb Gi wb‡`©wkZ †WvR nj †gŠwLKfv‡e 2.5 
wgMªv ˆ`wbK `yBevi:
• eqm ≥ 80 eQi 
• kvixwiK IRb ≤ 60 †KwR
• wmivg wµ‡qwUwbb ≥ 1.5 wgMÖv /wWGj

CYP3A4 Ges P-gp BbwnweUi: Gwc·vevb hw` mvB‡Uv‡µvg P450 
3A4 (CYP3A4) Ges P-MøvB‡Kv‡cªvwUb (P-gp) (†hgb wK‡Uv‡Kvbv‡Rvj, 
BUªv‡Kvbv‡Rvj, wi‡Uvbvwfi, K¬vwi_ªgvBwmb) Gi g‡Zv kw³kvjx 
Wy‡qj ¸‡jvi mv‡_ GK‡hv‡M e¨envi Kiv nq ZLb wb‡`©wkZ †WvR 
n‡e 2.5 wgMªv|

fyjµ‡g Jl‡ai †WvR w`‡Z bv cvi‡j
hw` Gwc·vevb Gi GKwU †WvR wba©vwiZ mg‡q †bIqv bv nq, Z‡e 
†WvRwU hZ ZvovZvwo m¤¢e GKB w`‡b †bIqv DwPZ Ges †gvwLK  
w`‡b `yevi eRvq ivL‡Z n‡e (hw` ev` c‡o hvIqv cª_g †WvRwU  
wØZxq †Wv‡Ri KvQvKvwQ mg‡q n‡q hvq Zvn‡j cª_g †WvRwU Gwo‡q 
†h‡Z n‡e Ges cieZ©x †WvRwU wba©vwiZ mg‡q wb‡q wb‡Z n‡e)| 
wgmW †WvR c~iY Ki‡Z †WvR wØ¸Y Kiv hv‡ebv|

mvR©vwi Ges Ab¨vb¨ Kvi‡Y †WvR Z¨vM Ki‡j
mvR©vwi Ges Bb‡fwmf cªwµqvq i³cv‡Zi gvSvwi Ges D”P ch©v‡qi 
SyuwK _vK‡j mvR©vwii Kgc‡¶ 48 N›Uv Av‡M Gwc·vevb MªnY eÜ 
K‡i w`‡Z n‡e| †hmKj †ivMx‡`i †¶‡Î i³cv‡Zi SyuwK Kg _v‡K 
A_ev i³cvZ mn‡RB wbqš¿Y Kiv hvq †mmKj mvR©vwi ev Bb‡fwmf 
cªwµqvq i³¶i‡Yi SyuwK Kgv‡bvi Rb¨ 24 N›Uv Av‡M Gwc·vevb 
MÖnY eÜ K‡i w`‡Z n‡e|

Gwc·vevb †_‡K Iqvidvwib G ev Iqvidvwib †_‡K Gwc·vevb G 
cwieZ©‡bi †¶‡Î
Iqvidvwib †_‡K Gwc·vevb G cwieZ©‡bi †¶‡Î: AvšÍR©vwZK 
¯^vfvweK AbycvZ (AvB Gb Avi) 2 Gi wb‡P _vK‡j Iqvidvwib eÜ 
K‡i Gwc·vevb ïiæ Ki‡Z n‡e|

Gwc·vevb †_‡K Iqvidvwib G cwieZ©‡bi †¶‡Î: Gwc·vevb 
AvBGbAvi-†K cªfvweZ K‡i, Zv Iqvidvwi‡bi mv‡_ AvBGbAvi 
cwigvc Iqvidvwi‡bi Dchy³ †WvR wba©vi‡Yi Rb¨ Dc‡hvMx bvI 
n‡Z cv‡i| hw` µgvMZ Îw›U‡KvA¨v¸‡jkb cª‡qvRb nq, 
Gwc·vevb eÜ Ki‡Z n‡e Ges Gwc·vevb Gi cieZ©x †WvR †bIqvi 
mgq c¨v‡i‡›Uivj/Bb‡RKkbwfwËK Gw›U‡Kvqv¸‡j›U Ges 
Iqvidvwib DfqB ïiæ Ki‡Z n‡e, hLb AvBGbAvi GKwU 
MªnY‡hvM¨ cwim‡i †cŠuQvq ZLb c¨v‡i‡›Uivj/ Bb‡RKkbwfwËK 
Gw›U‡Kvqv¸‡j›U eÜ K‡i w`‡Z n‡e|

Gwc·vevb †_‡K Ab¨ Gw›U‡Kvqv¸‡j›U (Iqvidvwib e¨ZxZ) G ev 
Ab¨ Gw›U‡Kvqv¸‡j›U †_‡K Gwc·vevb G cwieZ©b Gi †¶‡Î: GKwU 
MªnY Kiv eÜ Kiæb Ges cieZ©x wba©vwiZ †Wv‡R Ab¨wU ïiæ Kiæb|

wjfv‡ii AKvh©KvwiZv
nvjKv AKvh©Ki wjfv‡ii †ivMx‡`i †¶‡Î Gwc·vevb Gi gvÎv 
mgš^‡qi cª‡qvRb †bB| gvSvwi AKvh©Ki wjfv‡ii †ivMx‡`i 
Af¨šÍixY i³RgvU euvavi A¯^vfvweKZv _vK‡Z cv‡i Ges GB 
ai‡bi †ivMx‡`i Gwc·vevb e¨envi Gi †¶‡Î mxwgZ wK¬wbK¨vj 
djvdj _vKvi d‡j Jl‡ai wbw`ó gvÎv cvIqv hvqwb| ¸iæZi 
AKvh©Ki wjfv‡ii †ivMx‡`i Rb¨ Gwc·vevb  MªnY wb‡`©wkZ bq|

e„°xq AKvh©KvwiZv
gvSvwi e„°xq AKvh©KvwiZvi †ivMx‡`i Rb¨ Jl‡ai gvÎv I †mebwewa 
Dc‡i ewY©Z Kiv n‡q‡Q| wµ‡qwUwbb wK¬qv‡iÝ <15 wgwj/wgwbU ev 
WvqvjvBwmm G _vKv †ivMx‡`i Gwc·vevb  e¨envi Gi †¶‡Î †Kv‡bv 
Z_¨ cvIqv hvqwb|

cªwZwb‡`©kbv
Gwc·vevb wbgœwjwLZ Ae¯’vi †ivMx‡`i Rb¨ cªwZwb‡`©wkZ nq:
• mwµq c¨v_jwRKvj i³cvZ
• Gwc·vevb -Gi cªwZ AwZwi³ ms‡e`bkxjZv  (†hgb
   A¨vbvwdj¨vKwUK cªwZwµqv)

mZK©Zv
mwVK mg‡qi c~‡e© Gwc·vevb eÜ K‡i w`‡j †÷ªv‡Ki SyuwK †e‡o 
†h‡Z cv‡i| Ab¨ Gw›U‡Kvqv¸‡j›U ïiæ bv K‡iB Gwc·vevb eÜ 
K‡i w`‡j _ª¤^wUK NUbvejx e„w× †c‡Z cv‡i| bbfvjfyjvi 
A¨vwUªqvj dvBweª‡jkb †ivMx‡`i Dci Kiv wK¬wbK¨vj Uªvqvj¸wji 
djvd‡j †`Lv wM‡q‡Q †h Gwc·vevb †_‡K Iqvidvwi‡b iæcvšÍwiZ 
n‡j †÷ªv‡Ki SyuwK †e‡o hvq| hw` c¨v_jwRKvj i³cvZ e¨ZxZ 
Ab¨ †KvbI Kvi‡Y Gwc·vevb eÜ Ki‡Z nq, Z‡e Ab¨ 
Îw›U‡Kvqv¸j¨v‡›Ui mv‡_ Kfv‡iR we‡ePbv Ki‡Z n‡e|

cvk¦©cªwZwµqv 
mvaviY cvk¦©cªwZwµqv nj i³cvZ, Kvjwk‡U `vM, Gwc÷¨vw·m 
Ges †ngv‡Uvgv|

wbw`©ó e¨envi
Mf©ve¯’v
Mf©eZx gwnjv‡`i g‡a¨ Gwc·vevb e¨envi Gi †¶‡Î †Kv‡bv ch©vß 
Ges mywbqwš¿Z M‡elYv Kiv nqwb|  
Mf©ve¯’vq A_ev cªmeKvjxb mg‡q Gwc·vev‡bi e¨envi i³¶i‡bi 
SyuwK evwo‡q †`q| 
Mf©Kvjxb mg‡q mšÍvb m¤¢vebv gv Ges åƒ‡Yi Rb¨ hw` SyuwK c~Y© bv 
_v‡K Ges myweav hw` SyuwKi †P‡q †ekx nq Z‡e Gwc·vevb e¨envi 
Kiv †h‡Z cv‡i|

cªmeKvjxb mg‡q
cªme Ges cªmeKvjxb mg‡q Gwc·vev‡bi wbivcËv Ges Kvh©KvwiZvi 
Dci †Kv‡bv wK¬wbK¨vj Uªvqvj Kiv nqwb| GBRb¨ cªmeKvjxb mg‡q 
Gwc·vevb e¨env‡ii †¶‡Î i³cv‡Zi Ges †÷ªv‡Ki SyuwK we‡ePbv 
Ki‡Z n‡e|

¯Íb¨`vbKv‡j
¯Íb¨`vbKv‡j Gwc·vevb A_ev Gi †gUvejvBUm ¸‡jv gv †_‡K `y» 
Gi gva¨‡g wkïi kix‡i cwievwnZ nq wKbv Zv m¤ú‡K© †Kv‡bv Z_¨ 
cvIqv hvqwb| 
GKRb gv‡qi †¶‡Î Gwc·vev‡bi Mªn‡Yi ¸iæ‡Z¡i Dci we‡ePbv 
K‡i wPwKrmv †bIqvi mgq ¯Íb¨`vb eÜ ivLv DwPZ A_ev ¯Íb¨`v‡bi 
mgq Gwc·vevb MªnY eÜ ivLv DwPZ|

wkï‡`i †¶‡Î e¨envi
wkï †ivMx‡`i †¶‡Î Gwc·vev‡bi  e¨envi wb‡q †Kv‡bv wbivcËv I 
Kvh©KvwiZv cªwZwôZ nqwb|

eq¯‹‡`i e¨envi
Gwc·vevb Gi wK¬wbKvj ÷vwW‡Ri †gvU welq¸wji g‡a¨, >69% 
wQj 65 Ges Zvi †ewk eqmx, Ges  >31% wQj 75 Ges Zvi †ewk 
eqmx| Iqvidvwi‡bi Zyjbvq †÷ªvK Ges AwZwi³ i³¶i‡Yi SyuwK 
Gwc·vevb Gi cªfve †RwiqvwUªK †ivMx‡`i †ÿ‡Î †ewk wbqwš¿Z n‡q 
_v‡K|

Jla wg_w¯Œqv
Gwc·vevb nj CYP3A4 Ges P-gp Df‡qiB GKwU mve‡÷ªU| 
CYP3A4 Ges P-gp-Gi BbwnweUi¸wj Gwc·vevb Gi G·‡cvmvi 
†K evwo‡q †`q Ges Gi mv‡_ AwZwi³ i³cv‡Zi SyuwKI evwo‡q 
†`q| CYP3A4 Ges P-gp-Gi BbwWDmvi¸wj Gwc·vevb Gi 
G·‡cvmvi †K Kwg‡q †`q Ges Gi mv‡_ †÷ªv‡Ki SyuwKI evwo‡q 
†`q|

gvÎvwaK¨
Gwc·vevb Gi †Kvb cªwZ‡laK †bB| Gwc·vevb Gi e¨envi G 
i³¶iY n‡Z cv‡i| Gwc·vevb Gi gvÎvwaK¨Zvi †kvlY Kgv‡bvi 
Rb¨ Gw±‡f‡UW Pvi‡Kvj Gi e¨envi we‡ePbv Kiv †h‡Z cv‡i|

msi¶Y
GKwU ï®‹ RvqMvq ivLyb Ges 30º †m Gi wb‡P msi¶Y Kiæb| 
wkï‡`i bvMv‡ji evB‡i ivLyb|

evwYwR¨K †gvoK
Kwc·v 2.5 wgMÖv U¨ve‡jU: cªwZ ev‡·  Av‡Q 3x10 Gi weø÷vi 
w÷ªc| 
Kwc·v 5 wgMÖv U¨ve‡jU: cªwZ ev‡·  Av‡Q 3x10 Gi weø÷vi w÷ªc| 
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cÖ¯ÍyZKviK:

mvB‡bvwfqv dvgv© wcGjwm., †ókb †ivW, UsMx, MvRxcyi|
†ew·g‡Kv dvg©vwmDwUK¨vjm& wjt Gi GKwU mvewmwWqvix cÖwZôvb


