
Epoetin dose
 (IU/week) 

Less than 5,000 

5,000 up to 8,000

More than 8,000 up
to and including

16,000 

More than 16,000

Less than 25

25 to less than 40 

40 up to and 
including 80

More than 80

Less than 80 

80 up to and 
including 120 

More than 120 up to 
and including 200

More than 200

70

100

150

200

Darbepoetin alfa dose 
(micrograms/week)

Methoxy polyethylene 
glycol-epoetin beta dose

(micrograms/monthly)

Roxadustat dose
(Milligrams three times

per week)

Coadministration RISK Recommendation 

ROXADUSTAT WITH Phosphate 
binders and other products 
containing multivalent cation 
(EXCEPT) lanthanum carbonate

Roxadustat with gem�brozil 
(CYP2C8 and OATP1B1inhibitor) 
or probenecid (UGT and 
OAT1/OAT3 inhibitor)

Roxadustat with OATP1B1 or 
BCRP Substrates (simvastatin, 
rosuvastatin & atorvastatin) 

decreased roxadustat 
AUC by 67% and 46% 
and Cmax by 66% and 
52%

increased roxadustat 
AUC by 2.3- fold and 
Cmax by 1.4-fold

AUC and Cmax
 increased 

Roxadustat should be taken at least 1 
hour after administration of phosphate 
binders or other medicinal products or 
supplements containing multivalent 
cations. 
Adjust the dose of roxadustat following 
dose adjustment rules based on Hb 
monitoring.

Adjust the dose of roxadustat following 
dose adjustment rules based on Hb 
monitoring.

eY©bvt 

i·vWz÷¨vU GKwU GBPAvBGd-wcGBP BbwnweUi †kÖYxi cÖ_g gy‡L LvIqvi U¨ve‡jU hv G‡Ûv‡Rbvm 
BivB‡_Övc‡qwUb Drcv`b e„w× K‡i BivB‡_Övc‡qwmm cÖwµqv‡K ZivwY^Z K‡i| Avqib †i¸‡jkb 
DbœZ K‡i, †jvwnZ i³ KwYKv Drcv`‡bi Dci cÖ`vnRwbZ B‡cv- mv‡cÖwmf B‡d±m Kgv‡Z mvnvh¨ 
K‡i Ges †mB mv‡_ †ncwmwWb Gi WvDb‡i¸‡jk‡bi gva¨‡g ‡jvwnZ i³KwbKv Drcv`‡b mvnvh¨ 
K‡i| 

Dcv`vbt

†i‡bwmm 20 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q i·vWz÷¨vU AvBGbGb 20 wgMÖv| 

†i‡bwmm 50 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q i·vWz÷¨vU AvBGbGb 50 wgMÖv| 

†i‡bwmm 70 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q i·vWz÷¨vU AvBGbGb 70 wgMÖv|

†i‡bwmm 100 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q i·vWz÷¨vU AvBGbGb 100 wgMÖv|

 †i‡bwmm 150 U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q i·vWz÷¨vU AvBGbGb 150 wgMÖv|

dvg©v‡Kv‡jvwRKvj Z_¨t

_¨vivwcDwUK †kÖYxt GBPAvBGd-wcGBP BbwnweUi

Kvh©cÖYvjxt 

i·vWz÷¨vU GKwU Iivwj ev‡qvA¨v‡fB‡jej nvB‡cvw·qv BbwWDwmej d¨v±i †cÖvjvBj nvB‡WÖvw·‡jR 
BbwnweUi hv i³k~Y¨Zv c~i‡Y mnvqK| GBPAvBGd-wcGBP GbRvBg ¯^vfvweK Aw·‡Rb KwÛk‡b 
GBPAvBGd UÖvÝwµckb d¨v±i‡K †f‡½ †d‡j| i·vWz÷¨vU GBPAvBGd-wcGBP Gi mv‡_ evBÛ 
K‡i GbRvBgwUi Kvh©¨¶gZv bó K‡i| d‡j GBPAvBGd UªvÝwµckb d¨v±i Gi Kvh©KvixZv e…w× 
cvq, hv BivB‡_Övc‡qwUb Drcv`b e„w× K‡i d‡j BivB‡_Övc‡qwmm cÖwµqv ZivwY^Z nq| †mB mv‡_ 
Gi d‡j †ccUvBW ni‡gvb †ncwmwWb Gi G·‡cÖkb K‡g hvq hv Avqib Gi A¨v‡fB‡jewjwU evovq 
Ges i‡³ wn‡gv‡Møvweb Gi gvÎv evovq|

GKvwaK wm‡KwW †ivMxi mveccy‡jk‡b †`Lv †M‡Q, i·vWz÷¨vU Bbd¬v‡gk‡bi Dcw¯’wZ‡ZI †Kv‡bv 
cÖKvi Avqib mvwcø‡g›U Qvov BivB‡_Övc‡qwmm cÖwµqv‡K ZivwY^Z K‡i, i‡³ †jvwnZ i³ KwYKvi 

gvÎv e„w× K‡i Ges cøvRgv BivB‡_Övc‡qwUb †j‡fj ¯^vfvweK gvÎvmxgvi gv‡S eRvq iv‡L|

dvg©v‡KvWvqbvwgKmt

i·vWz÷¨vU wifviwmewj Ave× nq Ges nvB‡cvw·qv-BbwWDwmej d¨v±i (GBPAvBGd) †cÖvwjj 
nvB‡Wªv‡jR GbRvBg¸wj‡K evav †`q, GBPAvBGd-α ‡f‡½ hvIqv nÖvm K‡i Ges GBPAvBGd 
UÖvÝwµckbvj wµqvKjvc cÖPvi K‡i| GB GBPAvBGd c_wU mwµqKi‡Yi d‡j Bwi‡_Övc‡qwm‡mi 
mv‡_ RwoZ Uv‡M©U wRb Dci cÖfve †d‡j †hgb BwcI, BwcI wi‡mÞi, Avqib †kvlY mnvqK †cÖvwUb, 
Avqib cwienb Ges †ng ms‡køl‡Yi Dci cÖfve †d‡j| i·vWz÷¨vU cÖ‡qv‡M †WvR-wbf©ikxjfv‡e 
wn‡gv‡Møvweb gvÎv e…w× cvq, wncwmwW‡bi gvÎv D‡jøL‡hvM¨fv‡e nÖvm cvq Ges wm‡KwW-i i³víZvRwbZ 
†ivMx‡`i (hviv WvqvjvBwmm wbf©i wQj bv) g‡a¨ BIwcI Gi cwigvb e „ w× cvq | i·vWz÷¨vU 
WvqvjvBwmm wbf©i ev WvqvjvBwmm-¯^Zš¿ wm‡KwW-i mv‡_ i³víZvRwbZ †ivMx‡`i †WvR-wbf©i 
c×wZ‡Z †mivg UÖvÝdvwib, A‡š¿i Avqib †kvlY e…w× K‡i Ges mwÂZ Avqi‡bi wecvK nÖvm K‡i| 
÷vwUb ev Ab¨vb¨ wjwcW-n « vmKvix G‡R›U¸wji e¨envi QvovB i·vW z÷¨vU e¨env‡ii d‡j 
†Kv‡j‡÷i‡ji gvÎv D‡jøL‡hvM¨fv‡e nÖvm cvq|

wb‡`©kbvt 

wKWwb †ivMx†`i i³ïY¨Zvq wb‡`©wkZ| | 

gvÎv I cÖ‡qvMt

gvÎvt 

i·vWz÷¨vU GKw`b ci ci K‡i (cÖwZw`b bq) mßv‡n m‡eŸvP© wZb evi K‡i gy†L LvIqvi Rb¨ 
wb‡`©wkZ| 

i‡³ wn‡gv‡Møvwe‡bi cwigvY 10 †_†K 12 Mªvg/wWGj AR©b Ges eRvq ivLvi Rb¨ wb‡Pi wb‡`©kbv 
cÖ‡hvR¨ t 

†hmKj †ivMx BivB‡_Övc‡qwmm w÷gz‡jwUs G‡R›U MÖnY K‡i bvt

cÖvß eq¯‹‡`i †¶‡Î hv‡`i IRb 100 †KwRi Kg Zv‡`i †ÿ‡Î wb‡`©wkZ cÖviw¤¢K †WvR nj 70 
wgMÖv K‡i mßv‡n wZb evi Ges hv‡`i IRb 100 †KwRi ‡ewk Zv‡`i Rb¨  100 wgMÖv K‡i mßv‡n 
wZb evi †meb ‡hvM¨|  

†hmKj †ivMx BivB‡_Övc‡qwmm w÷gz‡jwUs G‡R›U MÖnY K‡it

cÖvß eq¯‹‡`i †¶‡Î mvaviY cÖviw¤¢K gvÎv n‡e 70 A_ev 100 wgMÖv| hv mßv‡n wZb evi †meb 
Ki‡Z n‡e| AZtci †ivMxi Ae¯’v Abzhvqx gvÎv wVK Ki‡Z n‡e| 

gvÎv I cÖ‡qv‡Mi mZK©Zvt 

†hmKj †ivMx BivB‡_Övc‡qwmm w÷gz‡jwUs G‡R›U _¨vivwc †_‡K cwiewZ©Z n‡”Qb Zv‡`i †¶‡Î 
cÖviw¤¢K gvÎvt

c‚‡e© MÖnYiZ BivB‡_Övc‡qwmm w÷gz‡jwUs G‡R›U Gi gvÎvi Dci wfwË K‡i i·vWz÷¨vU Gi gvÎv 
wbY©q Ki‡Z n‡e Ges †mB gvÎvq i·vWz÷¨vU MÖnY Ki‡Z n‡e|

Kbfvimb †Uwejt

i·vWz÷¨vU 24 mßnv‡ni †ewk e¨envi cÖ‡hvR¨ bq| 

gvÎv mgš^qt

hw` gvÎv mgš^q Gi cÖ‡qvRb nq Z‡e wb‡Pi ÒgvÎv e…w×-nÖvm wbqg Ges gvÎv e…w×-nÖvm mviYxÓ 
Abyhvqx gvÎv e„w× ev nÖvm Ki‡Z n‡e| cwieZ©‡bi ci cwiewZ©Z gvÎv Kgc‡¶ 4 mßvn Pvwj‡q †h‡Z 
n‡e| i‡³ wn‡gv ‡M ø v we‡bi NbgvÎv h w` g vÎv e … w×i 4 mßv‡ni gv ‡S ` ª æZ e … w× cvq (>2 
wgMÖv/‡W.wj.), Z‡e gvÎv nÖvm Ki‡Z n‡e A_ev i·vWz÷¨vU e¨envi eÜ Ki‡Z n‡e|

gvÎv e…w×-nÖvm mviYxt

20 wgMÖv- 40 wgMÖv-50 wgMÖv-70 wgMÖv-100 wgMÖv-150 wgMÖv-200 wgMÖv-250 wgMÖv-300 wgMÖv-400 
wgMÖv|

gvÎv nÖvm- e…w×i wbqgt

 

 

†mebwewat

i·vWz÷¨vU Lvev‡ii Av‡M wKsev c‡i †h †Kvb mgq †meb Ki‡Z cvi‡e|

wgmW †WvRt

hw` cieZ©x †Wv‡Ri ≥24 N›Uv †ewk mgq evwK _v‡K Zvn‡j Zr¶bvZ wgmW †WvRwU MÖnY Kiæb| 
hw` 24 N›Uvi Kg mgq _v‡K Zvn‡j wgmW †WvRwU ev` w`b Ges cieZ©x †WvRwU mgqgZ MÖnY 
Kiæb| GKB w`‡b `zwU †WvR KL‡bvB MÖnY Ki‡eb bv|

mZK©Zv Ges mveavbZvt

i·vWz÷¨vU U¨ve‡jU mveav‡b e¨envi Kiv DwPZ|

GwU wKQz _Ö‡¤^vwUK fv¯‹zjvi B‡f›U (TVEs) ïiæ Ki‡Z cv‡i we‡kl K‡i TVE-SzuwKc~Y© †ivMx‡Zi 
g‡a¨ Ges hv‡`i g‡a¨ ¯’‚jZv I TVE-Gi c‚‡e©i BwZnvm i‡q‡Q|

wLuPzwbi BwZnvm mn †ivMx‡`i mZK©Zvi mv‡_ i·vWz÷¨vU e¨envi Kiv DwPZ|

hw` †Kvb †ivMxi ‡h †Kvb ai‡bi msµg‡Yi ¸iæZi j¶Y Ges DcmM© _v‡K Z‡e i·vWz÷¨vU 
e¨envi Kiv DwPZ bq|

¸iæZi wjfv‡ii e¨vwa _vK‡j i·vWz÷¨vU e¨envi Kiv DwPZ bq|

Mf©eZx gwnjv‡`i g‡a¨ i·vWz÷¨vU ïiæ Kiv DwPZ bq|

cvi¯úwiK wµqvt

Ab¨vb¨ Ilz‡ai mv‡_ i·vWz÷¨v‡Ui mv‡_ WÖvM-WÖv‡Mi wg_w¯Œqv _vK‡Z cv‡i|

mswgkÖ‡Y e¨eüZ Ilza: cvk¦©cÖwZwµqvt 

‡hmKj cvk¦©cÖwZwµqvmg‚n mvavibZ n‡q _v‡K Zv nj D”Pi³Pvc, wKWbxi i³cvZ, †c‡U A¯^w¯Í, 
Wvqwiqv, kixi dz‡j hvIqv, nvBcviK¨v‡jwgqv, ewg-ewg fve| 

we‡kl e¨envi wewat 

Mf©ve¯’vqt Mf©eZx gwnjv‡`i †¶‡Î e¨venvi Kiv hv‡ebv|

¯Íb¨`vbKv‡jt e¨envi Kiv hv‡e bv|

wkït wkï‡`i †¶‡Î i·vWz÷¨vU Gi cÖ‡qv‡Mi AbygwZ ‡`qv nqwb|

wjfvi ev hK…‡Zi †iv‡M AvµvšÍ †ivMxt gvSvwi ev ¸iæZi wjfv‡ii ‡iv‡M AvµvšÍ †ivMx‡`i 
i·vWz÷¨vU e¨env‡ii Rb¨ mzcvwik Kiv nq wb| 

gvÎv AwZwi³Z e¨envit 

j¶Yt JlawU hLb 5 wgMÖv/‡KwR gvÎvq (510 wgMÖv) †Kvb my¯’ cÖvßeq‡¯‹ e¨venvi Kivi d‡j 
nvU©weU e…w× †c‡Z †`Lv w`‡q‡Q| JlawU AwZwi³ †me‡bi d‡j i‡³ wn‡gv‡MøvweGb NbgvÎv 
¯^vfvwe‡Ki †_‡K †ewk nq|

cÖwZKvit cwigvb gZ †Wv‡Ri gvÎv Kgv‡Z n‡e A_ev e¨envi eÜ Ki‡Z n‡e|

dvg©vwmDwUK¨vj Z_¨t

msi¶‡bi wbqgt

300 †m. ZvcgvÎvi wb‡P, ïK‡bv ¯’v‡b, Av‡jv I Av`ª ©Zv †_‡K `~‡i ivLyb| mKj Ilya wkï‡`i 
bvMv‡ji evB‡i ivLyb|

c¨v‡KwRst

†i‡bwmm 20 U¨ve‡jUt cÖwZwU evwbwR¨K †gvo‡K 6 wU U¨ve‡jU i‡q‡Q A¨vjy-A¨vjy weø÷vi c¨v‡K|

†i‡bwmm 50 U¨ve‡jUt cÖwZwU evwbwR¨K †gvo‡K 6 wU U¨ve‡jU i‡q‡Q A¨vjy-A¨vjy weø÷vi c¨v‡K|

†i‡bwmm 70 U¨ve‡jUt cÖwZwU evwbwR¨K †gvo‡K 6 wU U¨ve‡jU i‡q‡Q A¨vjy-A¨vjy weø÷vi c¨v‡K|

†i‡bwmm 100 U¨ve‡jUt cÖwZwU evwbwR¨K †gvo‡K 6 wU U¨ve‡jU i‡q‡Q A¨vjy-A¨vjy weø÷vi c¨v‡K|

†i‡bwmm 150 U¨ve‡jUt cÖwZwU evwbwR¨K †gvo‡K 6 wU U¨ve‡jU i‡q‡Q A¨vjy-A¨vjy weø÷vi c¨v‡K|

BivB‡_Övc‡qwUb
(AvBBD/mßvn)

Wviwec‡qwUb Avjdv
(gvB‡µvMÖv./mßvn)

Bc‡qwUb †eUv
(gvB‡µvMÖv./4mßvn)

i·vWz÷¨vU
(wgMÖv/‡WvR)

5000 Gi Kg

5000 †_‡K 8000

8000 †_‡K 16000

25 †_‡K 40

40 †_‡K 80 120 †_‡K 200

80 †_‡K 120 100

150

16000 †_‡K †ewk 80 †_‡K ‡ewk 200 †_‡K ‡ewk 200

25 Gi Kg 80 Gi Kg 70

wn‡gv‡Møvwe‡bi
cwieZ©b (weMZ Pvi
mßv‡n)

≥ 1.0 MÖvg/ †Wwm.wj. 
≤ 1.0 MÖvg/ †Wwm.wj.

> 1.0 MÖvg/ †Wwm.wj.

> 2.0 MÖvg/ †Wwm.wj.

< 10.5 MÖvg/
†Wwm.wj.

≥ 10.5 MÖvg/ †Wwm.wj.
≤ 11.9 MÖvg/ †Wwm.wj.

> 12 MÖvg/ †Wwm.wj.
≤ 12.9 MÖvg/ †Wwm.wj.

> 13 MÖvg/ †Wwm.wj.

Pjgvb mßv‡n wn‡gv‡Møvweb

wn‡gv‡Møvwe‡bi NbgvÎv 
12.0 MÖvg/‡Wwm.wj.
Gi wb‡P Avmv ch©šÍ 
MÖnY Kiv †_‡K weiZ 

_vK‡Z n‡e| 
Ab¨w`‡K wn‡gv‡Møvwe‡bi 

Nb gvÎv 12 
MÖvg/‡Wwm.wj Gi wb‡P 
Avm‡ZB cybivq †meb 
Kiv myiæ Ki‡Z n‡e| 

<1.0 MÖvg/ †Wwm.wj. 1 avc e…w×

1 avc e…w×

1 avc e…w× AcwiewZ©Z

AcwiewZ©Z

AcwiewZ©Z

1 avc nÖvm 

1 avc nÖvm

1 avc nÖvm 

1 avc nÖvm 

mswgkÖY SzuwK mycvwik

dm‡dU evBÛvi Ges gvwëf¨v‡j›U 
K¨v‡Ukb (j¨vš’vbvg Kve©‡bU e¨ZxZ) 
aviYKvix Ab¨vb¨ cY¨¸wji mv‡_ 
i·vWz÷¨vU

i·vWz÷¨v‡Ui AUC 67% 
Ges 46% Ges Cmax 66% 
Ges 52% K‡g †h‡Z cv‡i

dm‡dU evBÛvi ev Ab¨vb¨ Jlwa `Öe¨ ev 
gvwëf¨v‡j›U K¨v‡Ukbhy³ Jl‡ai mv‡_ 
i·vWz÷¨vU‡K Kgc‡¶ 1 N›Uv Av‡M  MÖnY
Kiv DwPZ|

‡RgdvB‡eÖvwRj (CYP2C8 Ges 
OATP1B1 BbwnweUi) ev†cÖv‡ewbwmW 
(UGT Ges OAT1/OAT3 
BbwnweUi) mn i·vWz÷¨vU

i·vWz÷¨v‡Ui AUC 
2.3-¸Y Ges Cmax 
1.4-¸Y e…w× †c‡Z 
cv‡i

ch©‡e¶‡Yi Dci wfwË K‡i †WvR mgš^q
wbqg AbzmiY K‡i i·vWz÷¨vU Gi †WvR
mvgÄm¨ Ki‡Z n‡e|

OATP1B1 ev BCRP mve‡÷Ö‡Ui 
(wmgfv÷¨vwUb, †ivmyfv÷¨vwUb Ges 
A¨v‡Uvifv÷¨vwUb) mv‡_ i·vWz÷¨vU 

AUC Ges Cmax e…w× 
†c‡Z cv‡i

ch©‡e¶‡Yi Dci wfwË K‡i †WvR mgš^q
wbqg AbzmiY K‡i i·vWz÷¨vU Gi †WvR
mvgÄm¨ Ki‡Z n‡e|

LF41002

i·vWz÷¨vU AvBGbGb

Manufactured by:

Beacon Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh 
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Description:

Roxadustat is a �rst-in-class, orally administered HIF-PH inhibitor that promotes 
erythropoiesis through increasing endogenous production of erythropoietin, as well as 
improving iron regulation and overcoming the EPO-suppressive e�ects of in�ammation on 
hemoglobin syntheses and red blood cell production by downregulating hepcidin.

COMPOSITION
Renesis 20 tablet: Each �lm coated tablet contains Roxadustat INN 20 mg.

Renesis 50 tablet: Each �lm coated tablet contains Roxadustat INN 50 mg.

Renesis 70 tablet: Each �lm coated tablet contains Roxadustat INN 70 mg.

Renesis 100 tablet: Each �lm coated tablet contains Roxadustat INN 100 mg.

Renesis 150 tablet: Each �lm coated tablet contains Roxadustat INN 150 mg.

Pharmacological information

Therapeutic class: HIF-PH inhibitor 

3 Tablets

Mechanism of Action 

Roxadustat is an orally bioavailable, hypoxia-inducible factor prolyl hydroxylase inhibitor 
(HIF-PHI), with potential anti-anemic activity. Upon administration, roxadustat binds to and 
inhibits HIF-PH, an enzyme responsible for the degradation of transcription factors in the 
HIF family under normal oxygen conditions. This prevents HIF breakdown and promotes 
HIF activity. Increased HIF activity leads to an increase in endogenous erythropoietin 
production, thereby enhancing erythropoiesis. It also reduces the expression of the 
peptide hormone hepcidin, improves iron availability, and boosts hemoglobin (Hb) levels. 
HIF regulates the expression of genes in response to reduced oxygen levels, including 
genes required for erythropoiesis and iron metabolism. 

Administration of roxadustat has been shown to induce coordinated erythropoiesis, 
increasing red blood cell count while maintaining plasma erythropoietin levels within or 
near normal physiologic range, in multiple subpopulations of CKD patients, including in 
the presence of in�ammation, and without a need for supplemental intravenous iron.

Pharmacodynamics

Roxadustat reversibly binds to and potently inhibits hypoxia-inducible factor (HIF) prolyl 
hydroxylase enzymes, reducing HIF-α breakdown and promoting HIF transcriptional 
activity. Activation of the HIF pathway in this manner results in the induction of target 
genes involved in erythropoiesis, such as those for EPO, EPO receptor, proteins promoting 
iron absorption, iron transport and haem synthesis. Roxadustat dose-dependently 
increased haemoglobin (Hb) levels, signi�cantly reduced hepcidin levels and transiently 
increased endogenous EPO levels within or near physiological range in patients with 
anemia of CKD who were not dialysis dependent. Roxadustat reduced the dysregulation of 
iron metabolism associated with CKD by increasing serum transferrin, intestinal iron 
absorption and the release of stored iron in a dose-dependent manner in patients with 
anemia associated with dialysis dependent or dialysis-independent CKD. Cholesterol levels 
were also signi�cantly reduced from baseline with roxadustat , regardless of the use of 
statins or other lipid-lowering agents.

INDICATION

Roxadustat is indicated for treatment of adult patients with symptomatic anaemia 
associated with chronic kidney disease (CKD). 

DOSAGE AND ADMINISTARTION 

Dosage

The appropriate dose of roxadustat must be taken orally three times per week and not on 
consecutive days. 

The dose should be individualized to achieve and maintain target Hb levels of 10 to 12 g/dL 
as described below:

Patients not on erythropoiesis-stimulating agent treatment: 

For adults,  the recommended starting dose of roxadustat is 70 mg three times per week in 

patients weighing less than 100 kg and 100 mg three times per week in patients weighing 
100 kg and over.

Patients switching from erythropoiesis-stimulating agents:

For adults, the usual starting dose is 70 or 100mg three times weekly.  The dosage thereafter 
should be adjusted according to the patient's condition.

Conversion table: Roxadustat treatment should not be continued beyond 24 weeks of therapy if a clinically 
meaningful increase in Hb levels is not achieved.

Dose adjustment 

When dose adjustments are required, increase or decrease the dose according to the “Dose 
increase/decrease table” and “stepwise Dose adjustment sequence ” below. Once adjusted, 
maintain the dose level for ≥4 weeks. If the hemoglobin concentration increases rapidly 
(>2.0 g/dL) within 4 weeks of a dose increase, decrease the dose or suspend the treatment 
immediately.

The stepwise dose adjustments up or down should follow the sequence of the available 
doses:

20 mg-40 mg-50 mg-70 mg-100 mg-150 mg-200 mg-250 mg-300 mg-400 mg (only for CKD 
patients on dialysis). 

Dose increase/decrease rules Missed dose 

When there is ≥24 hour interval until the next scheduled dosing time, take the missed dose 
immediately and follow the prescribed schedule for subsequent doses. If there is <24 hours 
until the next scheduled dosing time, skip the missed dose, and take the next dose as 
scheduled. Do not take 2 doses on the same day.

Method of administration

Roxadustat tablets are to be taken orally with or without food.

Warnings and Precautions

Roxadustat tablets should be used in caution. 

it may initiate few thrombotic vascular events (TVEs) particularly in patients with 
pre-existing risk factors for TVE, including obesity and prior history of TVEs. 

Roxadustat should be used with caution in patients with a history of seizures.

Roxadustat should not be administered if the patient has serious signs and symptoms of 
an infection.  

Roxadustat should not be administered if the patient has liver disorder. 

Roxadustat should not be initiated in pregnant women 

Drug interaction

Roxadustat in combination with other medications may have drug- drug interaction.

Drug used in combination:

Adverse E�ects 

The common adverse reactions associated with roxadustat are hypertension, vascular 
access thrombosis, diarrhoea, peripheral oedema, hyperkalaemia and nausea.

Use in Speci�c Populations

Pregnant women:

Do not administered to women that may be pregnant or pregnant.

Nursing Mothers:

Roxadustat is contraindicated during breast-feeding. 

Children:

Roxadustat is not indicated in children.

liver dysfunction patients:

Roxadustat  is not recommended for use in patients with severe hepatic impairment. 

Overdosage

Symptoms

When this drug was administered 5 mg / kg (510mg) to a single healthy adult, increased 
heart rate transient have been reported. Hemoglobin concentration by overdosage of this 
drug is likely to increase more than necessary.

Treatment 

Appropriate measures of dose reduction or interruption, etc. of this drug. This drug is not 
removed by dialysis.

PHARMACEUTICAL INFORMATION

Storage condition

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

Packaging

Renesis 20 Tablet: Each commercial box contains 6 tablets in Alu-Alu blister pack.

Renesis 50 Tablet: Each commercial box contains 6 tablets in Alu-Alu blister pack.

Renesis 70 Tablet: Each commercial box contains 6 tablets in Alu-Alu blister pack.

Renesis 100 Tablet: Each commercial box contains 6 tablets in Alu-Alu blister pack.

Renesis 150 Tablet: Each commercial box contains 6 tablets in Alu-Alu blister pack.
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of more than
+1.0 g/dL
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between -1.0 and
+1.0 g/dL

Change in value
of less than -
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Change in value
of more than -
2.0 g/dL

Decrease by 1 step

No change
Reduce dose by

one step

Reduce dose by
one step

Increase dose by
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Increase dose by
one step

Increase dose by
one step

No change

No change

Reduce dose by
one step

Lower than
10.5 10.5 to 11.9 12.0 to 12.9 13.0 or higher

Current Hb level (g/dL): 

Withhold dosing, 
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Hb level and 
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dose
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steps
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