
Composition
Baritinib® Tablet 2 mg: Each film-coated tablet contains Baricitinib 
INN 2 mg.
Baritinib® Tablet 4 mg: Each film-coated tablet contains Baricitinib 
INN 4 mg.

Indications 
• Rheumatoid arthritis: Baricitinib is indicated for the treatment of 
moderate to severe active rheumatoid arthritis in adult patients who 
have responded inadequately to, or who are intolerant to one or more 
disease-modifying anti-rheumatic drugs (DMARDs). Baricitinib may 
be used as monotherapy or in combination with methotrexate

• Atopic Dermatitis: Baricitinib is indicated for the treatment of 
moderate to severe atopic dermatitis in adult patients who are 
candidates for systemic therapy

Clinical pharmacology 
Baricitinib is a selective and reversible inhibitor of Janus kinase JAK1 
and JAK2. Janus kinases (JAKs) are enzymes that transduce 
intracellular signals from cell surface receptors for a number of 
cytokines and growth factors involved in haematopoiesis, 
inflammation and immune function. Within the intracellular signalling 
pathway, JAKs phosphorylate and activate signal transducers and 
activators of transcription (STATs), which activate gene expression 
within the cell. Baricitinib modulates these signalling pathways by 
partially inhibiting JAK1 and JAK2 enzymatic activity, thereby reducing 
the phosphorylation and activation of STATs.

Dosage and administration 
• Rheumatoid arthritis: The recommended dose of Baricitinib is 4 
mg once daily. A dose of 2 mg once daily is appropriate for patients 
such as those aged ≥ 75 years and may be appropriate for patients 
with a history of chronic or recurrent infections 
A dose of 2 mg once daily may also be considered for patients who 
have achieved sustained control of disease activity with 4 mg once 
daily and are eligible for dose tapering.

• Atopic Dermatitis: The recommended dose of Baricitinib is 4 mg 
once daily. A dose of 2 mg once daily is appropriate for patients such 
as those aged ≥ 75 years and may be appropriate for patients with a 
history of chronic or recurrent infections. A dose of 2 mg once daily 
should be considered for patients who have achieved sustained 
control of disease activity with 4 mg once daily and are eligible for 
dose tapering 
Baricitinib can be used with or without topical corticosteroids. The 
efficacy of Baricitinib can be enhanced when given with topical 
corticosteroids. Topical calcineurin inhibitors may be used, but should 
be reserved for sensitive areas only, such as the face, neck, 
intertriginous and genital areas.
Consideration should be given to discontinuing treatment in patients 
who show no evidence of therapeutic benefit after 8 weeks of 
treatment.

Method of administration
Oral use. Baricitinib is to be taken once daily with or without food and 
may be taken at any time of the day.

Use in specific populations
• Hepatic impairment: No dose adjustment is required in patients 
with mild or moderate hepatic impairment. Baricitinib is not 
recommended in patients with severe hepatic impairment
• Renal impairment: The recommended dose is 2 mg once daily in 
patients with creatinine clearance between 30 and 60 mL/min. 
Baricitinib is not recommended for use in patients with creatinine 
clearance < 30 mL/min

Drug interactions
The recommended dose is 2 mg once daily in patients taking OAT3 
inhibitors with a strong inhibition potential, such as probenecid

Use in pregnancy & lactation
• Pregnancy: Baricitinib is contraindicated during pregnancy. Women 
of childbearing potential have to use effective contraception during 
and for at least 1 week after treatment. If a patient becomes pregnant 
while taking Baricitinib the parents should be informed of the 
potential risk to the foetus
• Lactation: Not recommended

Use in pediatric & geriatric patients
• Pediatric patients: The safety and efficacy of Baricitinib in children 
and adolescents aged 0 to 18 years have not yet been established

• Geriatric patients: Clinical experience in patients ≥ 75 years is very 
limited and in these patients a starting dose of 2 mg is appropriate

Contraindications 
• Known hypersensitivity to Baricitinib or any of its excipients
• Baricitinib is not recommended during pregnancy

Side effects
Common side effects include throat and nose infections, high levels 
of cholesterol, cold sores, gastroenteritis, urinary infection, 
pneumonia, high number of platelets, headache, nausea, stomach 
pain, high levels of liver enzymes, rash, acne, increase in creatine 
kinase. 

Warnings and precautions
• Serious infections: Avoid use of Baricitinib in patients with active, 

serious infection, including localized infections. If a serious 
infection develops, interrupt Baricitinib therapy until the infection is 
controlled

• Tuberculosis: Prior to initiating Baricitinib, test patients for latent 
tuberculosis (TB). If positive, consider treating for TB prior to 
Baricitinib use. Do not give Baricitinib to patients with active 
tuberculosis

• Haematological abnormalities: Baricitinib initiation is not 
recommended in patients with an absolute lymphocyte count (ALC) 
<0.5x109 cells/L, absolute neutrophil count (ANC) <1x109 cells/L, or 
hemoglobin level <8 g/dL

• Viral reactivation: If a patient develops herpes zoster, Baricitinib 
treatment should be temporarily interrupted until the episode 
resolves. If HBV DNA is detected, a liver specialist should be 
consulted to determine if treatment interruption is warranted

• Vaccination: Use with live, attenuated vaccines during, or 
immediately prior to, Baricitinib therapy is not recommended. Prior 
to initiating Baricitinib, it is recommended that all patients be 
brought up to date with all immunisations in agreement with 
current immunisation guidelines

• Lipids: Dose dependent increases in blood lipid parameters were 
reported in patients treated with Baricitinib 

• Hepatic transaminase elevations: If increases in ALT or AST are 
observed and drug-induced liver injury is suspected, Baricitinib 
should be temporarily interrupted until this diagnosis is excluded

• Malignancy: Immunomodulatory medicinal products may increase 
the risk of malignancies including lymphoma

• Venous thromboembolism: Baricitinib should be used with caution 
in patients with risk factors for DVT/PE, or patients undergoing 
surgery and immobilization. If clinical features of DVT/PE occur, 
Baricitinib treatment should be discontinued and patients should 
be evaluated promptly, followed by appropriate treatment

• Immunosuppressive medicinal products: Combination with biologic 
DMARDs, biologic immunomodulators or other Janus kinase (JAK) 
inhibitors is not recommended

• Hypersensitivity: If any serious allergic or anaphylactic reaction 
occurs, Baricitinib should be discontinued immediately

• Diverticulitis: Baricitinib should be used with caution in patients 
with diverticular disease and especially in patients chronically 
treated with concomitant medications associated with an increased 
risk of diverticulitis. Patients presenting with new onset abdominal 
signs and symptoms should be evaluated promptly for early 
identification of diverticulitis or gastrointestinal perforation 

Storage 
Store at temperature not exceeding 30 °C in a dry place. Protect from 
light and moisture.

Presentation & packaging
Baritinib® Tablet 2 mg: Each commercial box contains 10 tablets in 
Alu-Alu blister pack.
Baritinib® Tablet 4 mg: Each commercial box contains 10 tablets in 
Alu-Alu blister pack.

   Medicine: Keep out of reach of children 
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Dcv`vb
evwiwUwbe® U¨ve‡jU 2 wg. MÖv.: cÖwZwU wdj¥-‡Kv‡UW U¨ve‡j‡U i‡q‡Q 2 wg. MÖv. 
evwiwmwUwbe AvBGbGb|
evwiwUwbe® U¨ve‡jU 4 wg. MÖv.: cÖwZwU wdj¥-‡Kv‡UW U¨ve‡j‡U i‡q‡Q 4 wg. MÖv. 
evwiwmwUwbe AvBGbGb|

wb‡`©kbv
• wiDg¨vU‡qW Av_ª©vBwUm: evwiwmwUwbe c~Y©eq¯‹ †ivMx‡`i gWv‡iU †_‡K wmwfqvi 
GKwUf wiDg¨vU‡qW Av_ª©vBwU‡mi wPwKrmvi †¶‡Î wb‡`©wkZ hviv GK ev GKvwaK 
DMARD-i cÖwZ Ach©vß mvov †c‡q‡Q ev hv‡`i AmwnòyZv †`Lv wM‡q‡Q| 
evwiwmwUwbe Avjv`v ev †g‡_v‡U«‡·‡Ui m‡½ e¨envi Kiv †h‡Z cv‡i
• G‡UvwcK Wvg©vUvBwUm: evwiwmwUwbe c~Y©eq¯‹ †ivMx‡`i gWv‡iU †_‡K wmwfqvi 
G‡UvwcK Wvg©vUvBwU‡mi wPwKrmvi Rb¨ wb‡`©wkZ hv‡`i wm‡÷wgK †_ivwc †`Iqv n‡”Q

dvg©v‡KvjwR 
evwiwmwUwbe †Rbvm Kvq‡bm R¨vK1 Ges R¨vK2 GbRvBg‡K evuav †`Iqvi gva¨‡g 
KvR K‡i | GB GbRvBgwU ‡ngv‡Uvc‡qwmm, Bbd¬v‡gkb Ges BwgDb dvsk‡bi Rb¨ 
`vqx Ggb wKQy mvB‡UvKvBb ‰Zwi Kivi gva¨‡g KvR K‡i| evwiwmwUwbe †Rbvm 
Kvq‡bm GbRvBg‡K evuav †`Iqvi d‡j mvB‡UvKvBb ‰Zwi‡Z evuav †`q| 

gvÎv I cÖ‡qvM
• wiDg¨vU‡qW Av_ª©vBwUm: evwiwmwUwbe 4 wg. MÖv. ‰`wbK GKevi †L‡Z n‡e| 75 eQi 
ev Zvi †ewk eqmx †ivMx‡`i hv‡`i `xN©‡gqv`x ev Nb Nb †ivM msµg‡Yi BwZnvm 
Av‡Q, Zv‡`i †ÿ‡Î ‰`wbK 2 wg. MÖv. †WvR  wb‡Z n‡e  
‰`wbK 2 wg. MÖv. †WvR †mme †ivMx‡`i †`Iqv †h‡Z cv‡i hviv ‰`wbK 4 wg. MÖv. †WvR 
Øviv Zv‡`i †ivM wbqš¿‡Y Avb‡Z †c‡i‡Q|

• G‡UvwcK Wvg©vUvBwUm: evwiwmwUwb‡ei cÖ¯ÍvweZ †WvR n‡”Q cÖwZw`b 4 wg.MÖv. K‡i| 
75 eQi ev Zvi †ewk eqmx †ivMx‡`i Rb¨ Ges †hme †ivMx‡`i `xN©‡gqv`x ev Nb Nb 
msµg‡Yi BwZnvm Av‡Q Zv‡`i †ÿ‡Î ‰`wbK GKevi 2 wg.MÖv. †WvR †`Iqv †h‡Z 
cv‡i| †hme †ivMx ‰`wbK GKevi 4 wg.MÖv. †WvR Øviv `xN© w`b a‡i †iv‡Mi wbqš¿Y 
Ki‡Z †c‡i‡Q Ges †WvR †Ucvwis†qi Rb¨ †hvM¨ Zv‡`i †¶‡Î ‰`wbK GKevi 2 wg.MÖv. 
†WvR we‡ePbv Kiv DwPZ  
evwiwmwUwbe UwcKvj KwU©‡Kv‡÷i‡qW mn ev Qvov e¨envi Kiv †h‡Z cv‡i| UwcKvj 
KwU©‡Kv‡÷i‡qW GKmv‡_ †`Iqv n‡j evwiwmwUwb‡ei Kvh©KvwiZv evo‡Z cv‡i| 
UwcKvj K¨vjwmwbDwib BbwnweUi e¨envi Kiv †h‡Z cv‡i, Z‡e ïaygvÎ ms‡e`bkxj 
GjvKv †hgb gyL, Nvo, Pvgovi fvuR Ges ‡hŠbv‡½  †`Iqv DwPZ|
8 mßv‡ni wPwKrmvi ciI hw` †ivMx‡`i †_ivwcDwUK DcKv‡ii cÖgvY †`Lv bv hvq 
Zvn‡j wPwKrmv eÜ Kivi wel‡q we‡ePbv Kiv DwPZ|

†me‡bi c×wZ
evwiwmwUwbe ˆ`wbK Lvev‡ii mv‡_ ev Lvwj †c‡U †h †Kv‡bv mgq †L‡Z n‡e|

†ncvwUK Ges †ibvj Bg‡cqvi‡g‡›Ui †¶‡Î e¨envi 
• †ncvwUK Bg‡cqvi‡g›U: gvBjW †_‡K gWv‡iU †ncvwUK Bg‡cqvi‡g‡›Ui †ÿ‡Î 
†Wv‡Ri cwieZ©b n‡e bv| wmwfqvi †ncvwUK Bg‡cqvi‡g‡›Ui †¶‡Î evwiwmwUwbe 
wb‡`©wkZ bq

• †ibvj Bg‡cqvi‡g›U: 30 †_‡K 60 wg.wj./wgwb‡Ui g‡a¨ †hme †ivMx‡`i wµ‡qwUwbb 
wK¬qv‡iÝ, Zv‡`i †¶‡Î cÖwZw`b 2 wg.MÖv. wb‡`©wkZ| †hme †ivMx‡`i wµ‡qwUwbb 
wK¬qv‡iÝ <30 wgwjwjUvi/ wgwbU, Zv‡`i †¶‡Î evwiwmwUwbe wb‡`©wkZ bq

Jl‡aii wg_w¯Œqv
†cÖv‡ebwm‡Wi g‡Zv kw³kvjx OAT3 BbwnweUi MÖnYKvix †ivMx‡`i †¶‡Î cÖ¯ÍvweZ 
†WvR n‡”Q ‰`wbK GKevi 2 wg.MÖv. 

Mf©ve¯’vq Ges gvZ…`y»`vbKvjxb mg‡q e¨envi
• Mf©eZx mg‡q: evwiwmwUwbe Mf©ve¯’vq cÖwZwb‡`©wkZ| mšÍvb Rb¥`v‡bi m¤¢ve¨ 
gwnjv‡`i wPwKrmv PjvKvwjb mg‡q Ges cieZ©x‡Z Kgc‡¶ 1 mßv‡ni Rb¨ Kvh©Ki 
Rb¥wbqš¿Y c×wZ e¨envi Ki‡Z n‡e| hw` †Kv‡bv †ivMx evwiwmwUwbe †bIqvi mgq 
Mf©eZx nb Zvn‡j  wcZvgvZv‡K å~‡Yi m¤¢ve¨ SyuwK m¤ú‡K© AewnZ Kiv DwPZ

• gvZ…`y»`vbKvjxb mg‡q: e¨venvi Kiv DwPZ bq

wkï Ges eq¯‹‡`i †¶‡Î e¨envi 
• wkï‡`i †¶‡Î: 0 †_‡K 18 eQi eqmx wkï Ges wK‡kvi-wK‡kvix‡`i g‡a¨
  evwiwmwUwb‡ei wbivcËv Ges Kvh©KvwiZv GL‡bv cÖwZwôZ nqwb
• eq®‹‡ivMx‡`i †¶‡Î: 75 eQi ev Zvi †ekx eqmx †ivMx‡`i g‡a¨ wK¬wbKvj Uªvqvj Lye 
Kg _vKvi d‡j Zv‡`i †¶‡Î 2 wgwjMÖv‡gi GKwU cÖv_wgK †WvR Dchy³

cÖwZwb‡`©kbv
• evwiwmwUwbe ev Gi †Kvb Dcv`v‡bi cÖwZ ms‡e`bkxjZv _vK‡j Jla †bIqv hv‡ebv
• Mf©ve¯’vq evwiwmwUwbe †bIqv hv‡ebv 

cvk¦© cÖwZwµqv
mvaviY cvk¦© cÖwZwµqv¸wji g‡a¨ Av‡Q Mjv Ges bv‡Ki Bb‡dKkb, †Kv‡j‡÷i‡ji 
D”P gvÎv, ÿZ, M¨v‡÷«vG‡›UivBwUm, g~Îbvjxi Bb‡dKkb, wbD‡gvwbh ়v, †cøwU‡j‡Ui 
D”P msL¨v, gv_ve¨_v, ewg ewg fve, †c‡U e¨_v, wjfvi GbRvB‡gi D”P gvÎv, 
dymKzwo, eªY, wµ‡qwUwbb Kvq‡b‡mi e„w×|

mZK©Zv
• ¸iæZi Bb‡dKkb: ¯’vbxq Bb‡dKkb mn ¸iæZi Bb‡dKkb Av‡Q Ggb †ivMx‡`i  
†ÿ‡Î evwiwmwUwbe e¨envi Kiv hv‡e bv| hw` †Kv‡bv ¸iæZi Bb‡dKk‡bi weKvk 
N‡U, Z‡e †mwU wbqš¿‡Y bv Avmv ch©šÍ evwiwmwUwbe eÜ ivL‡Z n‡e

• h²v: evwiwmwUwbe ïiæ Kivi Av‡M †j‡U›U h²v †ivMx‡`i cix¶v Ki‡Z n‡e| hw` 
h²v aiv c‡o, Zvn‡j Av‡M h²vi wPwKrmv Ki‡Z n‡e| h²v †ivMx‡`i‡K evwiwmwU-
wbe †`Iqv hv‡e bv

• †ngv‡UvjwRKvj A¯^vfvweKZv: †hme †ivMx‡`i 500 †Kvl/wgwg3 Gi †P‡q Kg 
wj‡çvmvBU KvD›U (GGjwm) A_ev 1000 †Kvl/wgwg3 Gi †P‡q Kg wbD‡U«vwdj 
KvD›U (GGbwm), ev 8 MÖvg/wWGj Gi †P‡q Kg wn‡gv‡Møvweb †j‡fj Zv‡`i †¶‡Î 
evwiwmwUwbe †`Iqv hv‡e bv

• fvBivj wi‡qw±‡fkb: hw` ‡Kvb ‡ivMx nviwcm ‡Rv÷v‡i AvµvšÍ nq, Zvn‡j 
‡ivMwU †m‡o bv hvIqv ch©šÍ evwiwmwUwb‡ei e¨envi mvgwqKfv‡e eÜ Kiv DwPZ| 
hw` HBV wWGbG mbv³ nq Zvn‡j wPwKrmv eÜ Kiv cÖ‡qvRb Av‡Q wKbv Zv 
wba©vi‡Yi Rb¨ GKRb wjfvi we‡kl‡Ái mv‡_ civgk© Kiv DwPZ

• wUKv: evwiwmwUwbe †_ivwci  mgq ev Zvi wVK Av‡M jvBf, G‡Uby‡q‡UW f¨vKwmb 
e¨envi Kiv DwPZ bq| evwiwmwUwbe ïiæ Kivi Av‡M, mg¯Í †ivMx‡`i eZ©gvb wUKvi 
wb‡`©wkKv Abyhvqx wUKv wb‡Z n‡e

• wjwcW: i‡³i wjwcW c¨vivwgUv‡ii e„w× evwiwmwUwb‡ei †Wv‡Ri e„w×i Dci wbf©ikxj
• †ncvwUK UªvÝGwg‡b‡Ri D”P gvÎv: hw` ALT ev AST e„w× cvq Ges WªvM Øviv 
wjfv‡i ÿwZ nIqvi m¤¢vebv _v‡K Zvn‡j, GB †ivM wbY©q bv nIqv ch©šÍ 
evwiwmwUwbe  mvgwqKfv‡e eÜ Kiv DwPZ

• g¨vwjM‡bwÝ: BwgD‡bvgwWD‡jUwi Jla wj‡çvgv mn g¨vwjM‡bwÝi SyuwK evW়v‡Z cv‡i
• †fbvm †_ªv‡¤^vGg‡evwjRg: evwiwmwUwbe DVT/PE SyuwKc~Y© †ivMx‡`i †¶‡Î, ev  
hv‡`i A‡¯¿vcPvi Kiv n‡e ev hviv PjvP‡j Aÿg †mme †ivMx‡`i †¶‡Î mZK©Zvi 
mv‡_ e¨envi Kiv DwPZ| hw` DVT/PE Gi jÿY †`Lv †`q, Zvn‡j evwiwmwUwbe 
eÜ Kiv DwPZ Ges †ivMx‡`i Dchy³ wPwKrmv †`Iqv DwPZ

• BwgD‡bvmv‡cÖwmf Jla: ev‡qvjwRK DMARD, ev‡qvjwRK BwgD‡bvgwWD‡jUi 
ev Ab¨vb¨ †Rbvm KvB‡bm (JAK) BbwnweU‡ii mv‡_ †`Iqv DwPZ bq

• AwZms‡e`bkxjZv: hw` †Kvb gvivZ¥K GjvwR© ev A¨vbvdvBj¨vKwUK cÖwZwµqv †`Lv 
†`q, Zvn‡j evwiwmwUwbe mv‡_ mv‡_ eÜ Kiv DwPZ

• WvBfvwU©KyjvBwUm: WvBfvwU©KyjvBwUm †ivMx‡`i Ges we‡kl K‡i †mme †ivMx‡`i hviv  
GKB m‡½ Ggb Jla †meb K‡i †hwU WvqfvwU©KyjvBwU‡mi SyuwK e„w× K‡i, Zv‡`i 
†¶‡Î evwiwmwUwbe mveavbZvi mv‡_ e¨envi Kiv DwPZ| M¨v‡÷ªvBb‡U÷vBbvj bZyb 
†Kvb DcmM©  wb‡q Dcw¯’Z †ivMx‡`i WvBfvwU©KyjvBwUm ev M¨v‡÷ªvBb‡U÷vBbvj 
wQ‡`ªi cÖv_wgK mbv³Ki‡Yi Rb¨ cixÿv Kiv DwPZ

msi¶Y
ï®‹ ¯’v‡b AbwaK 30 0 †m. ZvcgvÎvq msi¶Y Kiæb| Av‡jv I Av`ª©Zv †_‡K `~‡i 
ivLyb|

Dc¯’vcbv Ges c¨v‡KwRs 
evwiwUwbe® U¨ve‡jU 2 wg. MÖv.: cÖwZwU evwYwR¨K ev‡· A¨vjy-A¨vjy weø÷vi c¨v‡K 10wU 
U¨ve‡jU i‡q‡Q|
evwiwUwbe® U¨ve‡jU 4 wg. MÖv.: cÖwZwU evwYwR¨K ev‡· A¨vjy-A¨vjy weø÷vi c¨v‡K 10wU 
U¨ve‡jU i‡q‡Q|
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