
Adalimumab INN

Composition
Adali Injection: Each pre-filled syringe contains 0.8 mL sterile solution of Adalimumab INN 40 mg.
Pharmacology
Adalimumab is a recombinant human IgG1 monoclonal antibody specific for human tumor necrosis factor 
(TNF). Adalimumab binds specifically to TNF-alpha and blocks its interaction with the p55 and p75 cell surface 
TNF receptors. Adalimumab also lyses surface TNF expressing cells in vitro in the presence of complement. 
TNF is a naturally occurring cytokine that is involved in normal inflammatory and immune responses. Elevated 
levels of TNF are found in the synovial fluid of patients with Rheumatoid Arthritis, Juvenile Idiopathic Arthritis, 
Psoriatic Arthritis, and Ankylosing Spondylitis and play an important role in both the pathologic inflammation 
and the joint destruction that are hallmarks of these diseases. 
Indications
Adalimumab is a tumor necrosis factor (TNF) blocker indicated for treatment of:
Rheumatoid Arthritis (RA): Reducing signs and symptoms, inducing major clinical response, inhibiting the 
progression of structural damage, and improving physical function in adult patients with moderately to severely 
active RA
Juvenile Idiopathic Arthritis (JIA): Reducing signs and symptoms of moderately to severely active 
polyarticular JIA in patients 2 years of age and older
Psoriatic Arthritis (PsA): Reducing signs and symptoms, inhibiting the progression of structural damage, and 
improving physical function in adult patients with active PsA
Ankylosing Spondylitis (AS): Reducing signs and symptoms in adult patients with active AS
Adult Crohn’s Disease (CD): Reducing signs and symptoms and inducing and maintaining clinical remission 
in adult patients with moderately to severely active Crohn’s disease who have had an inadequate response to 
conventional therapy. Reducing signs and symptoms and inducing clinical remission in these patients if they 
have also lost response to or are intolerant to infliximab
Pediatric Crohn’s Disease: Reducing signs and symptoms and inducing and maintaining clinical remission in 
patients 6 years of age and older with moderately to severely active crohn’s disease who have had an 
inadequate response to corticosteroids or immunomodulators such as azathioprine, 6-mercaptopurine, or 
methotrexate
Ulcerative Colitis (UC): Inducing and sustaining clinical remission in adult patients with moderately to 
severely active ulcerative colitis who have had an inadequate response to immunosuppressants such as 
corticosteroids, azathioprine or 6-mercaptopurine (6-MP). The effectiveness of Adalimumab has not been 
established in patients who have lost response to or were intolerant to TNF blockers
Plaque Psoriasis (Ps): The treatment of adult patients with moderate to severe chronic plaque psoriasis who 
are candidates for systemic therapy or phototherapy and when other systemic therapies are medically less 
appropriate
Hidradenitis Suppurativa (HS): The treatment of moderate to severe hidradenitis suppurativa in patients 12 
years of age and older.
Uveitis (UV): The treatment of non-infectious intermediate, posterior, and pan uveitis in adult patients.
Dosage and Administration
Administered by subcutaneous injection:
Rheumatoid Arthritis, Psoriatic Arthritis, Ankylosing Spondylitis: 40 mg every other week.
Some patients with RA not receiving methotrexate may benefit from increasing the frequency to 40 mg every 
week.
Juvenile Idiopathic Arthritis:
10 kg (22 lbs) to <15 kg (33 lbs): 10 mg every other week
15 kg (33 lbs) to < 30 kg (66 lbs): 20 mg every other week
≥30 kg (66 lbs): 40 mg every other week
Adult Crohn's Disease and Ulcerative Colitis: Initial dose (Day 1): 160 mg (four 40 mg injections in one day 
or two 40 mg injections per day for two consecutive days), second dose two weeks later (Day 15): 80 mg, Two 
weeks later (Day 29): Maintenance dose of 40 mg every other week. For patients with ulcerative colitis only: 
Adalimumab should only be continued in patients who have shown evidence of clinical remission by eight 
weeks (Day 57) of therapy
Pediatric Crohn’s Disease
17 kg (37 lbs) to < 40 kg (88 lbs.): Initial dose (Day 1): 80 mg (two 40 mg injections in one day), Second dose 
two weeks later (Day 15): 40 mg , Two weeks later (Day 29): Maintenance dose of 20 mg every other week.
≥40 kg (88 lbs): Initial dose (Day 1): 160 mg (four 40 mg injections in one day or two 40 mg injections per day 
for two consecutive days) , Second dose two weeks later (Day 15): 80 mg (two 40 mg injections in one day) , 
Two weeks later (Day 29): Maintenance dose of 40 mg every other week.
Plaque Psoriasis or Uveitis: 80 mg initial dose, followed by 40 mg every other week starting one week after 
initial dose.
Hidradenitis Suppurativa: Adults: Initial dose (Day 1): 160 mg, second dose two weeks later (Day 15): 80 
mg, Third (Day 29) and subsequent doses: 40 mg every week. 
Contraindications
None
Warning and precautions
Serious infections: Do not start Adalimumab during an active infection. If an infection develops, monitor 
carefully, and stop Adalimumab if infection becomes serious.
Invasive fungal infections: For patients who develop a systemic illness on Adalimumab, consider empiric 
antifungal therapy for those who reside or travel to regions where mycoses are endemic.
Malignancies: Incidence of malignancies was greater in Adalimumab-treated patients than in controls. 
Anaphylaxis or serious allergic reactions may occur.
Hepatitis B virus reactivation: Monitor HBV carriers during and several months after therapy. If reactivation 
occurs, stop Adalimumab and begin antiviral therapy.
Demyelinating disease: Exacerbation or new onset, may occur.
Hematological reactions: Advise patients to seek immediate medical attention if symptoms develop, and 
consider stopping Adalimumab.
Heart failure: Worsening or new onset, may occur.
Lupus-like syndrome: Stop Adalimumab if syndrome develops.
Adverse reactions:
The most common adverse reaction with Adalimumab was injection site reactions (erythema and/or itching, 
hemorrhage, pain or swelling). The most common adverse reactions leading to discontinuation of Adalimumab 
in rheumatoid arthritis were clinical flare reaction, rash and pneumonia. Other adverse reactions of 
Adalimumab include-
Gastrointestinal disorders: Diverticulitis, large bowel perforations including perforations associated with 
diverticulitis and appendiceal perforations associated with appendicitis, pancreatitis.
General disorders and administration site conditions: Pyrexia
Hepato-biliary disorders: Liver failure, hepatitis
Immune system disorders: Sarcoidosis
Nervous system disorders: Demyelinating disorders (e.g., optic neuritis, Guillain-Barré syndrome), 
cerebrovascular accident
Respiratory disorders: Interstitial lung disease, including pulmonary fibrosis, pulmonary embolism
Skin reactions: Stevens Johnson Syndrome, cutaneous vasculitis, erythema multiforme, new or worsening 
psoriasis (all sub-types including pustular and palmoplantar), alopecia
Vascular disorders: Systemic vasculitis, deep vein thrombosis.
Drug Interactions:
Abatacept: Incerased risk of serious infection
Anakinra: Incerased risk of serious infection
Live vaccines: Avoid use with Adalimumab
Pregnancy and lactation
Pregnancy Category B
Adequate and well controlled studies with Adalimumab have not been conducted in pregnant women. 
Adalimumab is an IgG1 monoclonal antibody and IgG1 is actively transferred across the placenta during the 
third trimester of pregnancy.
Lactation
Limited data from published literature indicate that Adalimumab is present in low levels in human milk and is 
not likely to be absorbed by a breastfed infant. However, no data is available on the absorption of Adalimumab 
from breast milk in newborn or preterm infants. Caution should be exercised when Adalimumab is administered 
to a nursing woman.
Pediatric Use
Safety and efficacy of Adalimumab in pediatric patients for uses other than polyarticular juvenile idiopathic 
arthritis (JIA) and pediatric crohn’s disease have not been established.
Overdose
No dose limiting toxicity was observed during clinical trials. The highest dose level evaluated has been multiple 
doses of 10 mg/kg, which is 15 times the recommended dose
Storage
Store in original carton between 2°C to 8°C. Do not freeze. Protect from light. Avoid shaking vigorously.  Keep 
out of the reach of children. 
Presentation & Packaging
Adali Injection: Each box contains one pre-filled syringe of Adali Injection, one alcohol pad and one first aid 
bandage.

Dcv`vb :

A¨vWvwj Bb‡RKkb: cªwZwU wcª-wdì wmwi‡Ä Av‡Q 0.8 wgwj RxevYygy³ `ªeY hv‡Z Av‡Q A¨vWvwjgyg¨ve AvBGbGb 40 wgMªv|

dvg©v‡KvjwR:

A¨vWvwjgyg¨ve nj GKwU wiKw¤^b¨v›U wnDg¨vb IgG 1 g‡bv‡K¬vbvj A¨vw›UewW hv wnDg¨vb TNF Gi Rb¨ wbw`©ó| 
A¨vWvwjgyg¨ve we‡klfv‡e TNF-Avjdv‡K mshy³ K‡i Ges P55 Ges P75 †Kv‡li c„‡ôi TNF wi‡mÞi¸wji 
mv‡_ Gi wg_w¯Œqv‡K eøK K‡i| TNF nj GKwU cÖvK…wZKfv‡e NU‡Z _vKv mvB‡UvKvBb hv ¯^vfvweK cª`vn Ges 
BwgDb cªwZwµqvi mv‡_ RwoZ| TNF-Gi D”P gvÎv wiDgvU‡qW Av_©ªvBwUm, Ry‡fbvBj BwWIc¨vw_K Av_©ªvBwUm, 
†mvwiqvwUK Av_©ªvBwUm, Ges A¨v¼vB‡jvwRs ¯úÛvBjvBwUm †ivMx‡`i mvB‡bvwfqvj d¬yB‡W cvIqv hvq Ges GB 
†ivM¸wji ˆewkó¨hy³ c¨v_jwRK cª`vn Ges R‡q›U  ÿq cÖwZ‡iv‡a A¨vWvwjgyg¨ve ¸iæZ¡c~Y© fzwgKv cvjb K‡i| 

wb‡`©kbv:

A¨vWvwjgyg¨ve nj GKwU wUDgvi †b‡µvwmm d¨v±i eøKvi (TNF) hv wbb¥wjwLZ wPwKrmvi Rb¨ wb‡`©wkZ:

wiDgvU‡qW Av_©ªvBwUm: gvSvix †_‡K Zxeª gvÎvi wiDgvU‡qW Av_©ªvBwUm †ivMx, hv‡`i †¶‡Î bb‡÷iqWvj 
Gw›U-Bbd¬v‡gUix WªvM (GbGmGAvBwW) I wWwRR †gvwWdvBs Gw›U-wiDgvwUK WªvM (wWGgAviwW) Gi Kvh©KvixZv 
K‡g hvq, Zv‡`i †¶‡Î A¨vWvwjgyg¨ve wb‡`©wkZ| wiDgvU‡qW Av_©ªvBwUm G mvaviYZ †g‡_v‡Uª‡·‡Ui m‡½ GK‡hv‡M 
e¨envi Kiv nq|

Ry‡fbvBj BwWIc¨vw_K Av_©ªvBwUm: Ry‡fbvBj BwWIc¨vw_K Av_©ªvBwUm Gi †ivMx hv‡`i eqm 2 eQi ev Zvi †ekx 
Ges hv‡`i †¶‡Î bb‡÷iqWvj Gw›U-Bbd¬v‡gUix WªvM (GbGmGAvBwW) I wWwRR †gvwWdvBs Gw›U-wiDgvwUK WªvM 
(wWGgAviwW) Gi Kvh©KvwiZv K‡g hvq, Zv‡`i †¶‡Î A¨vWvwjgyg¨ve wb‡`©wkZ|

†mvwiqvwUK Av_©ªvBwUm: †mvwiqvwUK Av_©ªvBwU‡mi †ivMx‡`i Aw¯’mwÜi e¨_v, dy‡j hvIqv I nvo ¶q cªwZnZ Kivi 
mv‡_ mv‡_ †ivMxi ¯^vfvweK RxebhvÎvi gvb‡K DbœZ K‡i| †mvwiqvwUK Av_©ªvBwU‡mi †ivMx‡`i †¶‡Î †g‡_v‡Uª‡·‡Ui 
m‡½ GK †hv‡M A_ev †g‡_v‡Uª‡·U Qvov A¨vWvwjgyg¨ve wb‡`©wkZ|

A¨v¼vB‡jvwRs ¯úÛvBjvBwUm: GKwUf A¨v¼vB‡jvwRs ¯úÛvBjvBwUm Gi †ivMxi †¶‡Î A¨vWvwjgyg¨ve wb‡`©wkZ|

cªvßeq¯‹ †µvbm wWwRR: gvSvix n‡Z ZxeªgvÎvi †µvbm wWwRR Gi †ivMx hviv cª_vMZ wPwKrmvq mydj cvqbv Zv‡`i 
†¶‡Î A¨vWvwjgyg¨ve wb‡`©wkZ|

†cwWqvwUªK †µvbm wWwRR: j¶Y I DcmM© nªvm Kiv Ges 6 eQi ev Zvi †ewk eqmx †ivMx‡`i g‡a¨ wK¬wbKvj †iwgkb 
Kiv Ges gvSvwi †_‡K ¸iæZifv‡e mwµq †µvbm wWwRR hv‡`i KwU©‡Kv‡÷i‡qW ev BwgD‡bvgWy‡jUi †hgb 
A¨vRvw_Iwcªb, 6-gviKvc‡UvwcDwib, ev †g‡_v‡Uª‡·‡Ui mv‡_ Aí cÖwZwµqv Av‡Q Zv‡`i †¶‡Î A¨vWvwjgyg¨ve 
wb‡`©wkZ|

Avjmv‡iwUf †KvjvBwUm: gvSvwi n‡Z ZxeªgvÎvi Avjmv‡iwUf †KvjvBwU‡mi †ivMx, hv‡`i KwU©‡Kv‡÷i‡qW/ 
A¨vRvw_Iwcªb / 6- gviKvc‡UvwcDwib Gi Kvh©KvixZv Kg Zv‡`i †¶‡Î A¨vWvwjgyg¨ve wb‡`©wkZ|

cøvK †mvwiqvwmm: Zxeª I `xN©‡gqv`x cøvK †mvwiqvwmm †ivMx (wkï ev cªvßeq¯‹), hv‡`i †¶‡Î wm‡÷wgK ev d‡Uv 
†_ivwc Kvh©Kix bq, Zv‡`i †¶‡Î A¨vWvwjgyg¨ve wb‡`©wkZ|

nvBWªv‡WbvBwUm mycivwUfv: gvSvwi †_‡K ¸iæZi nvBWªv‡WbvBwUm mycivwUfv wPwKrmvq A¨vWvwjgyg¨ve wb‡`©wkZ|

BDfvBwUm: A-msµvgK , †cv‡÷wiqi Ges c¨vbyfvBwU‡mi wPwKrmvq A¨vWvwjgyg¨ve wb‡`©wkZ|

†meb gvÎv I wewa:

A¨vWvwjgyg¨ve mvewKDUvwbqvm Bb‡RKkb wbgœwjwLZ gvÎvq wb‡`©wkZ-

wiDgvU‡qW Av_©ªvBwUm, †mvwiqvwUK Av_©ªvBwUm, A¨v¼vB‡jvwRs ¯úÛvBjvBwUm:

wiDgvU‡qW Av_©ªvBwUm, †mvwiqvwUK Av_©ªvBwUm I A¨v¼vB‡jvwRs ¯úÛvBjvBwUm Gi †¶‡Î 40 wg.Mªv. A¨vWvwjgyg¨ve 
B‡ÄKkb cªwZ GK mßvn weiwZ‡Z (†hgb: 1g mßvn, 3q mßvn, 5g mßvn) cªvß eq¯‹ †ivMxi †¶‡Î wb‡`©wkZ| 

Ry‡fbvBj BwWIc¨vw_K Av_©ªvBwUm: wkï‡`i (≥2 †_‡K <18 eQi) †¶‡Î wbgœ wjwLZ gvÎvq A¨vWvwjgyg¨ve 
wb‡`©wkZ-

‰`wnK IRb 10-15 †KwR n‡j 10 wg.Mªv. A¨vWvwjgyg¨ve B‡ÄKkb cªwZ GKmßvn weiwZ‡Z wb‡Z n‡e| ˆ`wnK IRb 
15-30 †KwR n‡j 20 wg.Mªv. A¨vWvwjgyg¨ve B‡ÄKkb cªwZ GKmßvn weiwZ‡Z wb‡Z n‡e| ˆ`wnK IRb 30 †KwRi 
AwaK n‡j 40 wg.Mªv. A¨vWvwjgyg¨ve B‡ÄKkb cªwZ GKmßvn weiwZ‡Z wb‡Z n‡e| 

cªvßeq¯‹ †µvbm wWwRR Ges Avjmv‡iwUf †KvjvBwUm: cªv_wgK †WvR (1g w`b ): 160 wgwjMªvg (GK w`‡b PviwU 
40 wgwjMªvg Bb‡RKkb ev cici `yB w`b cªwZw`b `ywU 40 wgwjMªvg Bb‡RKkb), wØZxq †WvR `yB mßvn c‡i (15Zg 
w`b): 80 wgwjMªvg, `yB mßvn c‡i (29Zg w`b): cªwZ mßv‡n 40 wgwjMªvg i¶Yv‡e¶Y †WvR| 

†cwWqvwUªK †µvbm wWwRR:

17 †KwR †_‡K <40 †KwR: cªv_wgK †WvR (1g w`b): 80 wgwjMªvg (GK w`‡b `ywU 40 wgwjMªvg Bb‡RKkb), wØZxq 
†WvR `yB mßvn c‡i (15Zg w`b): 40 wgwjMªvg, `yB mßvn c‡i (29Zg w`b): cªwZ mßv‡n 20 wgwjMªvg i¶Yv‡e¶Y 
†WvR|

≥ 40 †KwR (88 cvDÛ): cªv_wgK †WvR (1g w`b): 160 wgwjMªvg (GKw`‡b PviwU 40 wgwjMªvg Bb‡RKkb ev cici 
`yB w`‡bi Rb¨ cªwZw`b `ywU 40 wgwjMªvg Bb‡RKkb), wØZxq †WvR `yB mßvn c‡i (15Zg w`b): 80 wgwjMªvg (GK 
w`‡b `ywU 40 wgwjMªvg Bb‡RKkb), `yB mßvn c‡i (29Zg w`b): cªwZ mßv‡n 40 wgwjMªvg i¶Yv‡e¶Y †WvR|

cøvK †mvwiqvwmm ev BDfvBwUm: cªv_wgK †WvR 80 wgwjMªvg, Zvic‡i cªwZ mßv‡n 40 wgwjMªvg K‡i cªv_wgK †Wv‡Ri 
GK mßvn c‡i ïiæ Ki‡Z n‡e|

nvBWªv‡WbvBwUm mycyivwUfv: cªvßeq¯‹‡`i: cªv_wgK †WvR (1g w`b): 160 wgwjMªvg, wØZxq †WvR `yB mßvn c‡i 
(15Zg w`b): 80 wgwjMªvg, Z„Zxq (29Zg w`b) Ges cieZ©x †WvR: cªwZ mßv‡n 40 wgMªv|

cªwZwb‡`©kbv: bvB

mZ©KZv:

mwµq msµg‡bi mgq A¨vWvwjgyg¨ve e¨env‡i weiZ _vK‡Z n‡e| GjvwR© cªwZwµqv ev gv_v †Nviv ev dymKywo ev 
eyKUvb Abyfe Ki‡j A¨vWvwjgyg¨ve e¨envi eÜ Ki‡Z n‡e I Wv³v‡ii civgk© wb‡Z n‡e| Wvqv‡ewUm, A‡¯¿vcPv‡ii 
msµgY A_ev bZyb msµgY weKv‡ki my‡hvM _vK‡j A¨vWvwjgyg¨ve mveavbZvi mv‡_ Wv³v‡ii civgk© gZ e¨envi 
Ki‡Z n‡e|

KwVb i³‡ivM, h¶v, †ncvUvBwUm-we myß A_ev Kvh©Ki Ae¯’vq _vK‡j Zv A¨vWvwjgyg¨ve †`Iqvi Av‡MB wbY©q Ki‡Z 
n‡e I cª‡qvRbxq wPwKrmv wb‡Z n‡e|

cvk¦©cªwZwµqv:

A¨vWvwjgyg¨ve e¨env‡ii d‡j †h mKj mvaviY cvk¦© cªwZwµqv †`Lv hvq Zvi g‡a¨ GjvwR© cªwZwµqv (PyjKvwb, 
dymKywo, gv_v †Nviv, nvZ, cv I gyL dy‡j hvIqv A_ev k¦vmKó nIqv) A_ev †h †Kv‡bv ai‡bi msµvgK AmyL †`Lv 
w`‡j Aek¨B wPwKrm‡Ki civgk© wb‡eb|

Mf©eZx I `y»`vbKvix gv‡q‡`i †¶‡Î e¨envi:

Mf©eZx gwnjv‡`i Dci A¨vWvwjgyg¨ve e¨env‡ii ch©vß I mivmwi †Kvb cix¶v ev Z_¨ cvIqv hvqwb| `y»`vbKv‡j 
gvZ„`y‡» A¨vWvwjgyg¨ve wbtm„Z nq wKbv Rvbv hvqwb| G‡¶‡Î wPwKrm‡Ki civgk© wbb| 

gvÎvwaK¨ e¨envi:

GLb ch©šÍ †Kvb Z_¨ cvIqv hvq wb| 

msi¶Y:

Bb‡RKkbwU Aek¨B †iwd«Rv‡iU‡i (2-8°‡m.) ZvcgvÎvq msi¶Y Ki‡Z n‡e| wWc wd«‡R ivLv hv‡e bv| 
Bb‡RKkbwU e¨env‡ii c~‡e© SvKv‡eb bv| Bb‡RKkbwU D¾¡j Av‡jvi ms¯ú‡k© ivLv hv‡e bv| wkï‡`i bvMv‡ji 
evB‡i ivLyb|

evwYwR¨K †gvoK:

A¨vWvwj Bb‡RKkb: cªwZwU evwYwR¨K †gvo‡K Av‡Q 1wU A¨vWvwj 40 wgMÖv Gi wcª-wdì wmwiÄ I 1 wU A¨vj‡Kvnj 
c¨vW Ges 1wU dv÷© GBW e¨v‡ÛR|

we¯ÍvwiZ Z‡_¨i Rb¨ Bs‡iRx Ask †`Lyb|

cÖ¯‘ZKviK
exKb dvg©vwmDwUK¨vjm& wcGjwm
fvjyKv, gqgbwmsn, evsjv‡`k

A¨vWvwjgyg¨ve AvBGbGb

Manufactured By
BEACON Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh 13
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