
Presentation
RulicentTM 5: Each tablet contains Ruxolitinib Phosphate INN equivalent to Ruxolitinib 5 mg.
RulicentTM 10: Each tablet contains Ruxolitinib Phosphate INN equivalent to Ruxolitinib 10 mg.
Description
Ruxolitinib is an oral janus kinase (JAK) inhibitor. It contains JAK1 and JAK2 inhibitors which inhibit the signalling of cytokines 
(small cell-signalling protein molecules) and growth factor receptors that are dependant on JAK1 and JAK2 for signalling. 
Ruxolitinib restrains the growth of malignant cells and also controls cytokines that contribute to hypermetabolic state.  
Indications and Uses
Ruxolitinib is a kinase inhibitor that is indicated for the treatment of: 

• Intermediate or high-risk myelofibrosis, including primary myelofibrosis, post-polycythemia vera myelofibrosis and 
post-essential thrombocythemia myelofibrosis in adults. 
• Polycythemia vera in adults who have had an inadequate response to or are intolerant of hydroxyurea.
• Steroid-refractory acute graft-versus-host disease in adult and pediatric patients 12 years and older

Dosage and Administrations
Doses are individualized based on safety and efficacy. Starting doses per indication are noted below.
Myelofibrosis

• The starting dose of Ruxolitinib is based on patient’s baseline platelet count: 
• Greater than 200 X 109 /L: 20 mg given orally twice daily 
• 100 X 109 /L to 200 X 109 /L: 15 mg given orally twice daily
• 50 X 109 /L to less than 100 X 109 /L: 5 mg given orally twice daily

• Monitor complete blood counts every 2 to 4 weeks until doses are stabilized, and then as clinically indicated. Modify or 
interrupt dosing for thrombocytopenia. Hepatocellular carcinoma (HCC): 160 mg orally, once daily for the first 21 days of 
each 28-day cycle. 

Polycythemia Vera
• The starting dose of Ruxolitinib is 10 mg given orally twice daily.

Acute Graft Versus Host Disease 
• The starting dose of Ruxolitinib is 5 mg given orally twice daily

Side-effects
The most common hematologic adverse reactions (incidence > 20%) are thrombocytopenia and anemia and the most common 
nonhematologic adverse reactions (incidence >10%) are bruising, dizziness, headache, infections and edema. 
Contraindications
None
Warnings & Precautions

• Thrombocytopenia, Anemia and Neutropenia: Manage by dose reduction, or interruption, or transfusion.
• Risk of Infection: Assess patients for signs and symptoms of infection and initiate appropriate treatment promptly. Serious 
infections should have resolved before starting therapy with Ruxolitinib. 
• Symptom Exacerbation Following Interruption or Discontinuation: Manage with supportive care and consider resuming 
treatment with Ruxolitinib. 
• Risk of Non-Melanoma Skin Cancer: Perform periodic skin examinations.
• Lipid Elevations: Assess lipid levels 8-12 weeks from start of therapy and treat as needed. 

Pregnancy and Lactation
Ruxolitinib does not have any adequate and well-controlled studies in pregnant women. Thus the background risk of major birth 
defects and miscarriage for the indicated populations is unknown. Based on animal reproduction studies, Ruxolitinib was seen to 
cause adverse developmental outcomes during the period of organogenesis. Advice pregnant women or women with 
reproductive potential of the potential hazards of Ruxolitinib to the fetus.
There is no information regarding the presence of Ruxolitinib or its metabolites being excreted in human milk, the effects on the 
breast fed child, or the effects on milk production. Ruxolitinib and its metabolites were excreted in rat milk and because many 
drugs are present in human milk and because of the potential for thrombocytopenia and anemia shown for Ruxolitinib in human 
studies, breastfeeding must be discontinued during the treatment with Ruxolitinib and for two weeks after the final dose.
Pediatric Use
The safety and effectiveness of Ruxolitinib for treatment of myelofibrosis or polycythemia vera in pediatric patients have not been 
established. Whereas the safety and effectiveness of Ruxolitinib for treatment of steroid-refractory acute graft-versus-host 
disease (GVHD) in children of 12 years and older have been established.
Geriatric Use
No overall differences in safety or effectiveness were observed between adult subjects and younger subjects.
Hepatic Impairment
The mean exposure of Ruxolitnib increased with mild (Child-Pugh A), moderate (Child-Pugh B) and severe (Child-Pugh C) 
hepatic impairment. Dose adjustment is necessary in patients with hepatic impairment. 
Renal Impairment
Total exposure of Ruxolitinib and its active metabolites increased with moderate (CLcr 30 mL/min to 59 mL/min) and severe 
(CLcr 15 mL/min to 29 mL/min) renal impairment, and ESRD on dialysis. No dose adjustment is necessary for patients with mild 
renal impairment but in case of moderate and severe renal impairment dose adjustment is necessary. 
Drug Interactions

• Strong CYP3A4 Inhibitors or Fluconazole: Concomitant use of strong CYP3A4 inhibitors or Fluconazole with Ruxolitinib will 
increase the drug exposure. Reduce, interrupt, or discontinue Ruxolitinib doses with these drugs as recommended to prevent 
adverse effects due to over exposure to the drug. Avoid use of Ruxolitinib with fluconazole doses greater than 200 mg except 
in patients with acute graft versus host disease. 
• Strong CYP3A4 Inducers: Concomitant use of strong CYP3A4 inducers with Ruxolitinib will decrease the drug exposure. No 
dose adjustment is necessary; however, monitor patients frequently and adjust the Ruxolitinib dose based on safety and 
efficacy

Storage
Do not store above 30°C. Keep away from light and out of the reach of children. 
Commercial Pack
RulicentTM 5: Each box contains 2 alu-alu blister strips of 7 tablets.
RulicentTM 10: Each box contains 2 alu-alu blister strips of 7 tablets.

Dc¯’vcb
iæwj‡m›U TM 5: cÖwZwU U¨ve‡j‡U i‡q‡Q iæ‡·vwjwUwbe dm‡dU AvBGbGb hv iæ‡·vwjwUwbe 5  wg.MÖv. Gi mgZzj¨
iæwj‡m›U TM 10: cÖwZwU U¨ve‡j‡U i‡q‡Q iæ‡·vwjwUwbe dm‡dU AvBGbGb hv iæ‡·vwjwUwbe 10 wg.MÖv. Gi mgZzj¨

weeiY 
iæ‡·vwjwUwbe GKwU  Rvbym KvB‡bR wb‡ivaK hv gyL w`‡q †meb Ki‡Z nq| iæ‡·vwjwUwb‡ei JAK-1 Ges JAK-2 wb‡ivaK hv mvB‡UvKvBb wmMbvwjs Ges JAK-1 Ges JAK-2- 
Gi  Dci wbf©ikxj †MÖv_ d¨v±i¸‡jv‡K evuav cÖ`vb K‡i| iæ‡·vwjwUwbe g¨vwjMb¨v›U †Kv‡li e„w× `gb K‡i Ges †h mKj mvB‡UvKvBb AwaK-wecvKxq Ae¯’vi Rb¨ `vwq, Zv‡`i wbqš¿Y 
K‡i|

wb‡`©kbv Ges e¨envi
iæ‡·vwjwUwbe GKwU KvB‡bR wb‡ivaK hv wb‡`©wkZ -
• cÖvßeq¯‹‡`i gvSvwi A_ev D”P - SzuwKc~Y© gv‡qjdvB‡eªvwmm, cÖv_wgK gv‡qjdvB‡eªvwmm,  †cv÷-cwjmvB‡_wgqv †fiv gv‡qjdvB‡eªvwmm Ges cÖvßeq¯‹‡`i †cv÷-G‡mw›kqvj 
†_ªv¤^mvB‡_wgqv gv‡qjdvB‡eªvwm‡mi wPwKrmvq| 
• nvBWªw·BDwiqvi cÖwZ Amnbxq wKsev Ach©vß Kvh©KvwiZv †`Lvq Ggb cÖvßeq¯‹‡`i cwj-mvB‡_wgqv †fivi wPwKrmvq| 
• cÖvßeq¯‹ Ges 12 eQi ev Zvi †ewk eq‡mi wkï‡`i †÷i‡qW-wi‡d«±vi GwKDU MÖvdU-fv‡m©m †nv÷ †iv‡Mi wPwKrmvq| 

†mebgvÎv I wewa
myi¶v Ges Kvh©KvwiZvi wfwË‡Z †WvR¸wj c„_K Kiv n‡q‡Q| wb‡`©kbv Abymv‡i cÖv_wgK †WvR wb‡P †jLv n‡q‡Q| wb‡P †jLv n‡q‡Q| wb‡P †jLv n‡q‡Q| gv‡qjdvB‡eªvwmm
• †ivMxi †emjvBb †cU‡jU KvD‡›Ui wfwË‡Z iæ‡·vwjwUwb‡ei cÖv_wgK †WvR 
wba©viY Kiv n‡q‡Q: 
• 200 x 109/ wj. †_‡K D‡a©t 20 wg.MÖv. gyL w`‡q, ˆ`wbK `yBevi
• 100 x 109/ wj. †_‡K 200 x 109/ wj. 15 wg.MÖv. gyL w`‡q, ˆ`wbK `yBevi
• 50 x 109/ wj. †_‡K 100 x 109/ wj. Gi wb‡æt 5 wg.MÖv. gyL w`‡q, ˆ`wbK `yBevi
• †WvR  w¯’i nIqv ch©šÍ cÖwZ 2 †_‡K 4 mßv‡n m¤c~Y© i³ Mbbv ch©‡e¶Y Ki‡Z n‡e, Ges Zvici wK¬wbKvj wb‡`©kbv Abymv‡i ch©‡e¶Y Ki‡Z n‡e| †Ìªv¤^mvB‡Uv‡cwbqvi Rb¨ †WvR 
cwieZ©b Kiæb wKsev mvgwqK fv‡e eÜ ivL‡Z n‡e| †ncv‡Uv‡mjyjvi Kvwm©‡bvgv (GBP wm  wm)t 160 wg.MÖv. gyL w`‡q, ˆ`wbK GKevi cÖwZ 28 w`‡bi P‡µi cÖ_g 21 w`b| 
cwj-mvB‡_wgqv †fiv
• iæ‡·vwjwUwb‡ei cÖv_wgK †WvR 10 wg.MÖv. gyL w`‡q, ˆ`wbK `yBevi GwKDU MÖvdU-fv‡m©m †nv÷ †ivM
• iæ‡·vwjwUwb‡ei cÖv_wgK †WvR 5 wg.MÖv. gyL w`‡q, ˆ`wbK `yBevi

cvk¦©cÖwZwµqv
me‡_‡K j¶Yxq i‡³i cvk¦©-cÖwZwµqvi (≥20%) g‡a¨ i‡q‡Q †Ìªv¤^mvB‡Uv‡cwbqv Ges A¨v‡bwgqv Ges Ab¨vb¨ cvk¦©-cÖwZwµqvi (≥10%) g‡a¨ i‡q‡Q ¶Z, gv_v †Nviv, gv_v e¨v_v, 
msµvgK †ivM Ges GwWgv|

cÖwZwb‡`©kbv
†bB|   

mZK©Zv
• †Ìªv¤^mvB‡Uv‡cwbqv, A¨v‡bwgqv Ges wbDUª‡cwbqvt †WvR nªvm ev mvgwqK weiwZ ev UªvÝwdDkb Øviv wbqš¿Y Ki‡Z n‡e| 
• msµg‡Yi SuzwKt msµg‡Yi j¶‡bi Rb¨ †ivMx‡`i ch©‡e¶Y Ki‡Z n‡e Ges ZvZ ¶wbKfv‡e Dchy³ wPwKrmv ïiæ Ki‡Z n‡e| iæ‡·vwjwUwbe w`‡q wPwKrmv ïiæ Kivi Av‡M ¸iæZi 
msµg‡Yi wPwKrmv Ki‡Z n‡e|
• j¶b e„w× Abymv‡i wPwKrmv _vgvb ev eÜt mnvqK wPwKrmv w`‡q wbqš¿b Ki‡Z n‡e Ges cybivq iæ‡·vwjwUwbe w`‡q wPwKrmv ïiæ Kivi wel‡q we‡ePbv Ki‡Z n‡e|
• bb-‡gjvbgv w¯‹b K¨vÝv‡ii SzwKt ch©vqµ‡g Z¡K cwi¶v Ki‡Z n‡e|
• wjwc‡Wi D”PgvÎvt †_ivwc ïiæ nIqvi †_‡K 8-12 mßv‡ni g‡a¨ wjwcW ¯Í‡ii ch©‡e¶Y Ki‡Z n‡e Ges cÖ‡qvRb wn‡m‡e wPwKrmv Ki‡Z n‡e| 

Mf©ve¯’vq Ges ¯Íb¨`vbKv‡j e¨venvi
Mf©eZx gwnjv‡`i iæ‡·vwjwUwbe m¤cwK©Z †Kvb SzuwK i‡q‡Q wKbv Zvi ch©vß Z_¨ †bB| myZivs wb‡`©wkZ Rb‡Mvôxi Rb¨ ¸iæZi Rb¥ ÎæwU Ges Mf©cv‡Zi SzuwK Rvbv †bB| cÖvYx cÖRbb 
Aa¨q‡bi wfwË‡Z †`Lv wM‡q‡Q †h iæ‡·vwjwUwbe AiMv‡bv‡R‡bwm‡mi mg‡q ea©bkxjZvi Dci  cÖwZK‚j cÖfve †d‡j| Mf©eZx gwnjv‡`i A_ev cÖRbb m¤¢vebv m¤c~Y© gwnjv‡`i åƒ‡Yi 
Dci iæ‡·vwjwUwb‡ei m¤¢ve¨ SzuwK¸‡jvi e¨vcv‡i civgk© w`‡Z n‡e| iæ‡·vwjwUwbe A_ev Zvi †gUv‡evjvBU¸‡jvi ¯Íb¨`vbKv‡j gvZ…`y‡» wbM©Z nevi, `y»cvbKvix wkï‡`i Dci, A_ev 
gvZ…`y» Drcv`‡bi Dci cÖfv‡ei †Kvb Z_¨ †bB| Z‡e Bu`y‡ii `y‡» iæ‡·vwjwUwbe Ges †h‡nZz gvZ…`y‡» A‡bK Ilya Dcw¯’wZ i‡q‡Q Ges iæ‡·vwjwUwb‡ei M‡elYvq Gi 
†Ìªv¤^mvB‡Uv‡cwbqv I A¨v‡bwgqvi gZ cvk¦©-cÖwZwµqvi m¤¢vebv †`Lv wM‡q‡Q, ZvB  iæ‡·vwjwUwbe w`‡q wPwKrmv Kvjxb Ges wPwKrmv †k‡l `yB mßvn ch©šÍ ¯Íb¨`vb †_‡K weiZ _vK‡Z 
n‡e|

wkï‡`i †¶‡Î e¨venvi: 
wkï‡`i g‡a¨ gv‡qjdvB‡eªvwmm A_ev cwj-mvB‡_wgqv †fivi wPwKrmvq iæ‡·vwjwUwb‡ei wbivcËv I Kvh©KvwiZvi †Kvb Z_¨ †bB| Z‡e 12 eQi Ges Zvi †ekx eqmx wkï‡`i g‡a¨ 
†÷i‡qW-wi‡d«±vi GwKDU MÖvdU-fv‡m©m †nv÷ †iv‡Mi wPwKrmvq iæ‡·vwjwUwb‡ei wbivcËv I  Kvh©KvwiZvi Z_¨ Av‡Q|

eq¯‹‡`i †¶‡Î e¨venvi: 
cÖvß eq¯‹ †ivMx Ges Kgeqmx †ivMx‡`i g‡a¨ wbivcËv I Kvh©KvwiZvi †Kvb cv_©K¨ cvIqv hvqwb|

hK…‡Zi AKvh©KvwiZv:
g„`y (Child-Pugh A), gvSvwi (Child-Pugh B) A_ev Zxeª (Child-Pugh C) hK…‡Zi AKvh©KvwiZvq iæ‡·vwjwUwb‡ei Mo cwigvb e„w× cvq| hK…‡Zi AKvh©KvwiZvi †ivMx‡`i 
†¶‡Î gvÎv mgš^q Ki‡Z n‡e|

e„‡°i AKvh©KvwiZv:
gvSvwi Ges Zxeª e„‡°i AKvh©KvwiZvq Ges ESRD WvqvjvBwm‡m iæ‡·vwjwUwb‡ei †gvU cwigvb e„w× cvq| g„`y e„‡°i AKvh©KvwiZvq gvÎv mgš^‡qi cÖ‡qvRb †bB Z‡e Zxeª e„‡°i  
AKvh©KvwiZvq gvÎv mgš^q Ki‡Z n‡e|

WªvM B›Uvh©viKkb
• kw³kvjx CYP3A4 wb‡ivaK A_ev d¬yKbvhjt iæ‡·vwjwUwb‡ei mv‡_ kw³kvjx CYP3A4 wb‡ivaK A_ev d¬yKbvh‡ji mnKvix e¨envi Wªv‡Mi cwigvb‡K evwo‡q Zzj‡e| Ily‡ai 
AZ¨waK cwigv‡bi Rb¨ cvk¦©cÖwZwµqv †iva Kivi Rb¨ civgk© Abymv‡i GB Ilya¸wji mv‡_ iæ‡·vwjwUwb‡ei †WvR nªvm, mvgwqK fv‡e weiZ ev eÜ  Ki‡Z n‡e| GwKDU MÖvdU-fv‡m©m 
†nv÷ †iv‡Mi †ivMx‡`i †¶Î Qviv 200 wg.MÖv. gvÎvi d¬yKbvh‡ji mv‡_ iæ‡·vwjwUwb‡ei e¨venvi Kiv †_‡K weiZ _vK‡Z n‡e|
• kw³kvjx CYP3A4 cÖfveKt iæ‡·vwjwUwb‡ei mv‡_ kw³kvjx CYP3A4 cÖfve‡Ki e¨venvi Ily‡ai G·‡cvRvi‡K Kwg‡q w`‡e| †Kvb gvÎv mgš^‡qi cÖ‡qvRb †bB; Z‡e, †ivMx‡`i 
Nb Nb ch©‡e¶Y Ki‡Z n‡e Ges myi¶v Ges Kg©¶gZvi wfwË‡Z gvÎv mgš^q Ki‡Z n‡e|

Jla msi¶Y
30 0†m. Gi Dci msiÿY Kiv †_‡K weiZ _vKzb| wkï‡`i bvMv‡ji evB‡i ivLyb|
 
evwYwR¨K †gvoK
iæwj‡m›U TM 5: cÖwZwU ev‡· i‡q‡Q 7wU U¨ve‡j‡Ui 2wU A¨vjy-A¨vjy weø÷vi w÷ªc|  
iæwj‡m›U TM 10: cÖwZwU ev‡· i‡q‡Q 7wU U¨ve‡j‡Ui 2wU A¨vjy-A¨vjy weø÷vi w÷ªc|
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iæwj‡m›U 
iæ‡·vwjwUwbe 5 wg.MÖv. Ges 10 wg.MÖv.
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