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ASPECTOS IMPORTANTES DE LA INFORMACIÓN PARA LA 
PRESCRIPCIÓN 

Estos aspectos importantes no incluyen toda la información necesaria 
para utilizar IDACIO® de forma segura y efectiva. Consulte la 
información para la prescripción completa de IDACIO®. 

 
 IDACIO® (adalimumab-aacf), solución inyectable para uso subcutáneo  
Aprobación inicial en los EE.UU.: xxxx 
 

IDACIO® (adalimumab-aacf) es biosimilar* a HUMIRA® (adalimumab).  

ADVERTENCIA: INFECCIONES GRAVES Y MALIGNIDADES 
Consulte la información de prescripción completa para conocer los 
recuadros de advertencias. 
 
INFECCIONES GRAVES (5,1, 6,1):  
•! Aumento del riesgo de infecciones graves que conducen a la 

hospitalización o la muerte, incluyendo tuberculosis (TB), sepsis 
bacteriana, infecciones fúngicas invasivas (como histoplasmosis) e 
infecciones debidas a otros patógenos oportunistas.  

•! Interrumpa IDACIO® si el paciente desarrolla una infección grave 
o sepsis durante el tratamiento.  

•! Realice la prueba para tuberculosis latente; si es positivo, inicie el 
tratamiento para la tuberculosis antes de iniciar IDACIO®.  

•! Vigile a todos los pacientes para detectar tuberculosis activa 
durante el tratamiento, incluso si la prueba inicial de tuberculosis 
latente es negativa.  

 
MALIGNIDADES (5,2):  
•! Se han notificado linfomas y otras neoplasias malignas, algunas 

mortales, en niños y adolescentes tratados con bloqueadores del 
TNF, incluidos los productos de adalimumab.  

•! Se han producido casos posteriores a la comercialización de 
linfoma hepatoesplénico de células T (HSTCL, por sus siglas en 
inglés), un tipo poco frecuente de linfoma de células T, en 
adolescentes y adultos jóvenes con enfermedad inflamatoria 
intestinal tratada con bloqueadores del TNF, incluidos los 
productos de adalimumab.  

 
INDICACIONES Y USO 

IDACIO! "es un bloqueador del factor de necrosis tumoral (TNF) indicado 
para: 

•! Artritis reumatoide (AR) (1,1): Reduce los signos y síntomas, induce una 
respuesta clínica importante, inhibe la progresión del da#o estructural y 
mejora la función física en pacientes adultos con"AR"moderada 
a"gravemente activa. 

•! Artritis idiopática juvenil (AIJ) (1,2): Reducción de los signos y síntomas 
de"AIJ poliarticular de"moderada a"severamente activa en pacientes de 2 
a#os de"edad"y mayores. 

•! Artritis psoriásica (APs) (1,3): Reduce los signos"y síntomas, inhibe la 
progresión del da#o estructural y mejora la función física en pacientes 
adultos con APs activa. 

•! Espondilitis anquilosante (EA) (1,4): Reducción de los signos y 
síntomas en pacientes adultos con EA activa. 

•! Enfermedad de Crohn (EC) (1,5): Tratamiento de la enfermedad de 
Crohn moderada a gravemente activa en adultos y pacientes pediátricos 
de 6 años de edad y mayores. 

•! Colitis ulcerosa (CU) (1,6): Tratamiento de la"colitis ulcerosa"moderada 
a"gravemente activa en"pacientes"adultos. 
Limitaciones de uso:"No se ha establecido"la eficacia"en pacientes que 
han perdido la respuesta"o eran"intolerantes"a los bloqueadores del TNF. 

•! Psoriasis en placa (Ps) (1,7): Tratamiento de pacientes adultos con 
psoriasis en placa crónica moderada a grave que son candidatos para 
terapia sistémica o fototerapia, y cuando otras terapias sistémicas son 
médicamente menos apropiadas. 

 
DOSIFICACIÓN Y ADMINISTRACIÓN 

•! Administrar"mediante inyección subcutánea"(2) 
Artritis reumatoide, artritis psoriásica, espondilitis anquilosante (2,1): 
•! Adultos:!40"mg cada dos semanas. 

•! Algunos pacientes con AR que no reciben metotrexato pueden 
beneficiarse de aumentar la dosis a 40"mg cada"semana u"80 mg 
cada dos semanas. 

Artritis idiopática juvenil (2,2): 

            Peso pediátrico 
2 años de edad y mayores 

•! Dosis recomendada 

•! 30 kg"(66"lb) y más •! 40"mg cada dos semanas 
 
Enfermedad de Crohn (2.3): 
•! Adultos:!160 mg el Día 1 (administrado"en un día o dividido en dos"días 

consecutivos); 80 mg el Día 15; y 40 mg cada dos semanas a partir del Día 
29. 

•! Pacientes pediátricos de 6 a" os de edad y!mayores: 
Peso pediátrico Dosis recomendada 

 Días 1 y 15 A partir del Día 29 
40 kg"(88"lb) 
y más 

Día 1: 160 mg (dosis única o 
dividida en dos"días 
consecutivos) Día 15: 80 mg 

40"mg cada dos semanas 

 
Colitis ulcerosa (2,4): 
•! Adultos:!160 mg en el Día 1 (administrado"en un día o dividido en 

dos"días consecutivos), 80 mg el Día 15"y 40 mg cada dos semanas a 
partir del Día 29. Interrumpir en"pacientes que no tengan evidencia de 
remisión clínica a las ocho semanas"(día 57). 

Psoriasis en placa (2.5): 
•! Adultos:!Dosis inicial de 80 mg, seguida de 40 mg cada dos semanas 

comenzando una semana después de la dosis inicial. 
FORMAS DE DOSIFICACIÓN Y CONCENTRACIÓN 

Inyección: 
•! Pluma prellenada de dosis única (IDACIO!  Pen): 40 mg/0,8 ml"(3) 
•! Jeringa de vidrio prellenada de dosis única: 40 mg/0,8 mL"(3)" 

 
CONTRAINDICACIONES 

Ninguna."(4) 
ADVERTENCIAS Y PRECAUCIONES 

•! Infecciones graves:!No inicie IDACIO!  durante"una infección activa. Si"se 
desarrolla una infección, vigile cuidadosamente y suspenda IDACIO!  si la 
infección se hace grave."(5.1) 

•! Infecciones fúngicas invasivas:!Para los pacientes que desarrollan una 
enfermedad sistémica en IDACIO! , considere la terapia antifúngica empírica 
para aquellos que residen o viajan a"regiones donde las micosis son 
endémicas."(5.1) 

•! Neoplasias malignas:!La incidencia de neoplasias!malignas!fue mayor"en los 
pacientes tratados con adalimumab que en los controles"(5.2) 

•! Pueden producirse!anafilaxia o reacciones graves de hipersensibilidad!(5,3) 
•! Reactivación del virus de la hepatitis B: Monitoree a los portadores del 

VHB durante la terapia y varios meses después. Si se produce la 
reactivación, suspenda IDACIO® y comience la terapia anti-viral. (5,4) 

•! Enfermedad desmielinizante:!Puede ocurrir exacerbación o nueva 
aparición,."(5,5) 

•! Citopenias, pancitopenia:!Aconsejar a los pacientes que busquen atención 
médica inmediata si se presentan síntomas y considerar la suspensi$n de 
IDACIO! ."(5,6) 

•! Insuficiencia cardíaca:!Puede ocurrir empeoramiento o nueva aparición."(5,8) 
•! Síndrome parecido al lupus:!Suspenda IDACIO!  si se desarrolla el 

síndrome."(5,9) 
 

                     REACCIONES ADVERSAS 
Las reacciones adversas más comunes (>10%) son:"Infecciones (por ejemplo, 
de las vías respiratorias superiores, sinusitis), reacciones en el sitio de 
inyección, dolor de cabeza y erupción cutánea."(6,1) 

 
Para reportar POSIBLES REACCIONES ADVERSAS, póngase en 
contacto con Fresenius Kabi USA, LLC al 1-800-551-7176 o a la FDA al 1-
800-FDA-1088- o www.fda.gov/medwatch 

                                                  INTERACCIONES FARMACOLÓGICAS  
•! Abatacept: Mayor riesgo de infección grave. (5,1, 5,11, 7,2) 
•! Anakinra: Mayor riesgo de infección grave. (5,1, 5,7, 7,2) 

•! Vacunas de microorganismos vivos: Evite el uso con IDACIO®. (5,10, 
7,3) 
 



 

2  

Consulte la sección 17 para obtener INFORMACIÓN SOBRE 
RECOMENDACIONES AL PACIENTE y la Guía del medicamento. 
*Biosimilar significa que el producto biológico está aprobado conforme a la 
información que demuestran que es muy similar a un producto biológico 
aprobado por la FDA, conocido como producto de referencia, y que no hay 
diferencias clínicamente significativas entre el producto biosimilar y el 
producto de referencia. Se ha demostrado la biosimilitud de IDACIO® para 

las condiciones de uso (por ejemplo, indicaciones, regímenes de dosificación), 
concentración(es), forma (s) de dosificación y vía (s) de administración 
descritas en su Información para la prescripción completa. 
 

Emitido: MM/AAAA

   
 

 

 

 

INFORMACIÓN DE PRESCRIPCIÓN COMPLETA: 
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INFORMACIÓN DE PRESCRIPCIÓN COMPLETA 
!

ADVERTENCIA: INFECCIONES GRAVES Y MALIGNIDADES 

INFECCIONES GRAVES!

Los pacientes tratados!con!productos de adalimumab, incluyendo IDACIO" , tienen un mayor 
riesgo!de!desarrollar infecciones graves que pueden conducir a la hospitalización o!la 
muerte![ver Advertencias y precauciones (5.1)]. La mayoría de los pacientes!que desarrollaron 
estas infecciones estaban tomando inmunosupresores concomitantemente como!metotrexato!o 
corticosteroides.!
Interrumpa!IDACIO"  si el paciente desarrolla!una!infección grave!o!sepsis. Las infecciones 
reportadas incluyen:!

" Tuberculosis activa (TB), incluida la reactivación!de TB latente. Los pacientes con TB 
han!presentado con frecuencia!enfermedad!diseminada!o extrapulmonar.!Realizar 
pruebas a los pacientes!para detectar!tuberculosis!latente!antes!del uso de IDACIO"  y 
durante el tratamiento. Inicie el tratamiento para!la tuberculosis!latente!antes del uso 
de IDACIO" .!

" Infecciones fúngicas!invasivas, incluyendo histoplasmosis, coccidioidomicosis, 
candidiasis, aspergilosis, blastomicosis!y!neumocistosis. Los pacientes con 
histoplasmosis!u!otras!infecciones f#ngicas!invasivas!pueden presentar enfermedad 
diseminada, en lugar de localizada.!La prueba de!ant$genos!y!anticuerpos!para 
la!histoplasmosis puede!ser negativa en algunos pacientes!con!infecci%n activa. 
Considere la terapia emp$rica antif#ngica!en!pacientes con riesgo de!infecciones 
f#ngicas invasivas que desarrollan una enfermedad sist&mica grave. 

" Infecciones!bacterianas, virales!y!de otro tipo!debidas!a pat%genos oportunistas, 
incluyendo Legionella!y Listeria. 

Considere cuidadosamente los riesgos y beneficios del tratamiento con IDACIO" !antes de 
iniciar el tratamiento!en!pacientes!con!infección!crónica o!recurrente.!
Vigilar de!cerca a!los pacientes!para detectar!signos y síntomas!de infección durante y después 
del tratamiento con IDACIO" , incluido el posible!desarrollo!de tuberculosis en 
pacientes!que!dieron negativo a la!infección de!tuberculosis!latente!antes de iniciar el 
tratamiento![ver Advertencias y precauciones (5,1) y reacciones adversas (6,1)].!

MALIGNIDADES!
Se han notificado linfomas y otras neoplasias malignas, algunas mortales, en niños y adolescentes 
tratados con bloqueadores del TNF, incluidos los productos de adalimumab [ver Advertencias y 
precauciones (5,2)]. Se han reportado casos posteriores a la comercialización de linfoma 
hepatoesplénico de células T (HSTCL), un tipo raro de linfoma de células T, en pacientes 
tratados con bloqueadores del TNF, incluidos los productos de adalimumab. Estos casos han 
tenido una evolución muy agresiva de la enfermedad y han sido mortales. La mayoría de 
los casos reportados de bloqueadores del TNF se han producido en pacientes con enfermedad de 
Crohn o colitis ulcerosa y la mayoría se produjeron en hombres adolescentes y adultos jóvenes. 
Casi todos estos pacientes habían recibido tratamiento con azatioprina o 6-mercaptopurine (6-
MP) concomitantemente con un bloqueador del TNF en el momento o antes del diagnóstico. No 
está claro si la aparición de CSTCL está relacionada con el uso de un bloqueador del TNF o un 
bloqueador del TNF en combinación!con!estos otros inmunosupresores![consulte Advertencias y 
precauciones (5,2)].
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1 INDICACIONES Y USO 
 

1.1 Artritis reumatoide 

#$%&#'®!()*+!,-.,/0.1 !2030!3(.4/,3!51)!),6-1)!7!)8-*190): !,-.4/,3!4-0!3()24()*0!/58-,/0!,9213*0-*(:!
,-;,<,3!50!23163(),=- !.(5!.0>1!()*34/*4305!7!9(?1303!50!@4-/,=- !@8),/0!(- !20/,(-*()!0.45*1)!/1- !03*3,*,)!
3(490*1,.(!0/*,A0!91.(30.0!0!630A(B!#$%&#'®!)(!24(.( !4)03!)151!1!(-!/19<,-0/,=-!/1-!9(*1*3(C0*1!
4!1*31)!@+390/1)!0-*,33(49+*,/1)!91.,@,/0.13()!.(!50!(-@(39(.0.!DE%FGHI!-1!<,15=6,/1)B!
 

1.2 Artritis!idiopática!juvenil 

#$%&#'®!()*+!,-.,/0.1 !2030!3(.4/,3!51)!),6-1)!7!)8-*190)!.(!50!03*3,*,)!,.,12+*,/0!?4A(-,5!
215,03*,/45039(-*( !.(!91.(30.0!0!)(A(309(-*(!0/*,A0 :!(-!20/,(-*()!.(!J!0>1) !.(!
(.0. !7!90713()B!#$%&#'®!)(!24(.(!4*,5,K03!)151!1!(-!/19<,-0/,=-!/1-!9(*1*3(C0*1B!
 

1.3 Artritis!psoriásica 

#$%&#'®!()*+!,-.,/0.1 !2030!3(.4/,3!51)!),6-1)!7!)8-*190): !,-;,<,3!50!23163(),=- !.(5!.0>1!()*34/*4305!
7!9(?1303!50!@4-/,=-!@8),/0 !(- !20/,(-*()!0.45*1)!/1- !03*3,*,)!2)13,+),/0!0/*,A0B!
#$%&#'®!)(!24(.( !4*,5,K03!)151!1!(-!/19<,-0/, =-!/1-! E%FGH!-1!<,15=6,/1)B!
 

1.4 Espondilitis anquilosante 

#$%&#'®!()*+!,-.,/0.1 !2030!3(.4/,3!51)!),6-1)!7!)8-*190)!(- !20/,(-*()!0.45*1)!/1-!()21-.,5,*,)!
0-L4,51)0-*(!0/*,A0B!
 

1.5 Enfermedad de Crohn 

#$%&#'M!()*+!,-.,/0.1 !2030!(5!*30*09,(-*1!.(!50!(-@(39(.0.!.(!&31;-!91.(30.0 !0!630A(9(-*(!
0/*,A0:!(-!0.45*1)!7!20/,(-*()!2(., +*3,/1)!.(!N!0>1)!.(!(.0. !7!90713()B!
 

1.6 Colitis ulcerosa 

#$%&#'®!()*+!,-.,/0.1 !2030!(5!*30*09,(-*1!.(!50!/15,*,)!45/(31)0!91.(30.0!0!630A(9(-*(!
0/*,A0!(- !20/,(-*() !0.45*1)B!!

O,9,*0/,1-() !.( !4)1!
P1!)(!;0  ()*0<5(/,.1 50!(@,/0/,0 .(!51)!231.4/*1)!.(!0.05,9490<  (-  20/,(-*()!L4(!;0-!2(3.,.1!
3()24()*0!1!(30-!,-*15(30-*() 0!51) <51L4(0.13()!.(5!QPE !"#$ %&'()*+&,-.í/*-+& 012343 125678B!
 

1.7 Psoriasis en placa 

#$%&#'M!()*+!,-.,/0.1 !2030!(5!*30*09,(-*1!.(!20/,(-*()!0.45*1)!/1-!2)13,0),)!(-!250/0!/3=-,/0!
91.(30.0!0!630A(!L4(!)1-!/0-.,.0*1)!0!*(302,0!),)*R9,/0!1 !@1*1*(302,0:!7!/40-.1!1*30)!*(302,0)!
),)*R9,/0) !)1-!9 R.,/09(-*(!9(-1)!02312,0.0)B! #$%&#'M!)151!.(<(!0.9,-,)*303)(!0!20/,(-*()!L4( !
S(!)42(3A,)03+!.(!/(3/0!7!)(!3(05,K03+-  A,),*0)!.( )(64,9,(-*1!2(3, =.,/0)  /1-  4-  9 R.,/1  !-+/&(.'#,
9)"#$'#/-*:&  ;,<$#-:(-*+/#& 0=78B!
 

!
2 DOSIFICACIÓN Y ADMINISTRACIÓN 
 

2.1 Artritis reumatoide, artritis psoriásica y espondilitis anquilosante 
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O0!.1),)!)4</4*+-(0!3(/19(-.0.0!.(! #$%&#'®!2030!20/,(-*()!0.45*1)!/1-!03*3,*,)!3(490*1,.(!D%FI:!
03*3,*,)!2)13,+),/0!D%T)I!1!()21-.,5,*,)!0-L4,51)0-*(!DH%I!()!.(!UV!96!0.9,-,)*30.1) !/0.0!.1)!
)(90-0)B!H5!9(*1*3(C0*1!DGQWI:!1*31)!E%FGH!-1!<,15=6,/1):!654/1/13*,/1,.():!0-*,,-@5090*13,1)!-1!
()*(31,.(1)!D%#PHI!7X1!0-056R),/1) !24(.(- !/1-*,-403)( !.430-*(!(5!*30*09,(-*1!/1-!#$%&#'®B!H-!(5!
*30*09,(-*1!.(!50!%F:!0564-1)!20/,(-*() !L4(!-1!*190-!GQW!/1-/19,*0-*( 9(-*( !24(.(-!1<*(-(3!
<(-(@,/,1)!0.,/,1-05()!05!049(-*03!50!.1),)!.(!#$%&#'®!0!UV!96!/0.0!)(90-0!4!YV!96!/0.0!.1)!
)(90-0)B!
 

2.2 Artritis idiopática juvenil! 

O0!.1),)!)4</4*+-(0!3(/19(-.0.0!.(! #$%&#'®!2030!20/,(-*()!.( !J!0>1)!.(!(.0.!
7!90713()!/1- !03*3,*,)!,.,12+*,/0!?4A(-,5!215,03*,/4503!D%#ZI:!)(!<0)0!(-! (5!2()1!/1321305!/191!)(!
94()*30!0!/1-*,-40/,=-B!H5!GQW:!51)!654/1/13*,/1,.():!51)!%#PH!7X1!51)!0-056R),/1)!24(.(-!
/1-*,-403)(!.430-*(!(5!*30*09,(-*1!/1-!#$%&#'®B!
 

Peso pediátrico (2 a' os!de edad y mayores)! Dosis recomendada!

[V!\6!DNN!5<I!7!9+)! UV!96!/0.0!.1)!)(90-0) !
 

P1!(C,)*(!4-0!@1390!.(!.1),@,/0/,=-!2030!#$%&#'M!L4(!2(39,*0!50!.1),@,/0/,=-!<0)0.0!(-!(5!2()1!
2030!20/,(-*()!2(.,+*3,/1)!213!.(<0?1!.(![V!\6B!!

O1)!231.4/*1)!.(!0.05,9490<!-1!)( !;0- !()*4.,0.1!(- !20/,(-*()!/1-! %#Z!215,03*,/4503!9(-13()!.(!J!
0>1)!.(!(.0.!1!(-!20/,(-*()!/1- !4- !2()1!,-@(3,13!0!]V!\6B!
 

2.3 Enfermedad de Crohn 

%.45*1)!

O0!.1),)!)4</4*+-(0!3(/19(-.0.0!.(! #$%&#'M!2030!20/,(-*()!0.45*1)!/1-!(-@(39(.0.!.(!&31;-!
DH&I!()!.(!]NV!96!,-,/,059(-*(! (-! (5!$ 80!]!D0.9,-,)*30.1!(-!4-!. 80!1!.,A,.,.1!(- !.1)!. 80)!
/1-)(/4*,A1)I:!)(64,.1!.(!YV!96!.1)!)(90-0) !.()24 R)!D$ 80!]^IB!$1) !)(90-0) !9 +)!*03.(!D.80!
J_I!/19(-K03!4-0!.1),) !.(!UV!96!/0.0!.1) !)(90-0)B!O1)!09,-1)05,/,50*1)!7X1!/13*,/1)*(31,.()!24(.(-!
/1-*,-403)(!.430-*(!(5!*30*09,(-*1!/1-!#$%&#'®B!%K0*,123,-0:!N`9(3/02*1243,-0!DN`GTI !!"#$,
9)"#$'#/-*:& ,; ,<$#-:(-*+/#&,0=3>78,1!GQW!24(.(-!/1-*,-403)(!.430-*(!(5!*30*09,(-*1!/1-! #$%&#'®!
),!()!-(/()03,1B!

T(.,0*380!

O0!.1),)!)4</4*+-(0!3(/19(-.0.0!.(! #$%&#'®!2030!20/,(-*() !2(., +*3,/1)!.(!N!0>1)!.(!(.0.!7!
90713()!/1- !(-@(39(.0.!.( !&31;- !DH&I:!)( !<0)0!(-!(5!2()1!/1321305!/191!)(!94()*30!0!
/1-*,-40/, =-a!
 

!
Peso pediátrico!

Dosis recomendada!
Días!1!a!15! A partir!del!Día!29!

!
UV!\6!DYY!5<I!7!9+)!

$ 80!]a!]NV!96!D.1),)!b-,/0!1!.,A,.,.0!(-!
.1)!. 80)!/1-)(/4*,A1)I !
$ 80!]^a!YV!96!

UV!96!/0.0!.1)!)(90-0) !

!
P1!(C,)*(!4-0!@1390!.(!.1),@,/0/,=-! .( !#$%&#'®!L4(!2(39,*0!50!.1),@,/0/,=-!<0)0.0!(-!(5!2()1!
/1321305!2030!20/,(-*()!2(.,+*3,/1)!213!.(<0?1!.(!UV!\6B!
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2.4 Colitis ulcerosa 

%.45*1)!

O0!.1),)!)4</4*+-(0!3(/19(-.0.0!.(! #$%&#'®!2030!20/,(-*()!0.45*1)!/1-!/15,*,)!45/(31)0!()!.(!]NV!
96!,-,/,059(-*(!(5!. 80!]!D0.9,-,)*30.1!(-!4-!. 80!1!.,A,.,.1!(- !.1)!. 80)!/1-)(/4*,A1)I:!)(64,.1 !.(!YV!
96 !.1)!)(90-0)!.()24 R)!D.80!]^IB!$1)!)(90-0)!9 +)!*03.(!D.80!J_I!/1-*,- b(!/1- !4-0!.1),)!.(!UV!96!
/0.0!.1)!)(90-0)B !

#-*(33492,3!#$%&#'M!(-!20/,(-*()!0.45*1)!),-!(A,.(-/,0!.(!3(9,), =-!/58-,/0!0!50)!1/;1!)(90-0) !D$ 80!
^cI!.( !*30*09,(-*1B!O1)!09,-1)05,/,50*1)!7X1!/13*,/1)*(31,.()!24(.(-!/1-*,-403)(!.430-*(!(5!*30*09,(-*1!
/1-! #$%&#'®B! O0! 0K0*,123,-0! 7! 50! N`9(3/02*1243,-0! DN`GTI! d"#$, 9)"#$'#/-*:&, ;,
<$#-:(-*+/#&,0=3>78,24(.(- !/1-*,-403)(!.430-*(!(5!*30*09,(-*1!/1-!#$%&#'®!),!()!-(/()03,1B!
 

2.5 Psoriasis en placa! 

O0!.1),)!)4</4*+-(0!3(/19(-.0.0!.(! #$%&#'®!2030!20/,(-*()!0.45*1)!/1-!2)13,0),)!(-!250/0!DT)I!()!
4-0!.1),) !,-,/,05!.(!YV!96:!)(64,.0 !.(!UV!96!0.9,-,)*30.1) !/0.0!.1) !)(90-0)!0!203*,3!.(!4-0!)(90-0!
.()24 R)! .(!50!.1),)! ,-,/,05B!H5!4)1! .(!231.4/*1)! .(!0.05,9490<! (-!T)!/3=-,/0)!91.(30.0)!0!630A()!
.()24 R)!.( !4-!0>1:!-1!;0!),.1!(A0540.1!(- !()*4.,1)!/58-,/1)!/1-*3150.1)B!
 

2.7 Supervisión para evaluar la seguridad 

%-*()! .(! ,-,/,03 !#$%&#'®!7!2(3,=.,/09(-*(! .430-*(! (5! *30*09,(-*1:! (A05b(! 0! 51)! 20/,(-*()! 2030!
.(*(/*03!*4<(3/451),)!0/*,A0!7! 3(05,/(! 234(<0)! 2030! .(*(/*03! ,-@(//,=-! 50*(-*(!!"#$,
9)"#$'#/-*:& ,; ,<$#-:(-*+/#&,0=3178B!
 

2.8 Consideraciones generales para la administración!

#$%&#'®! ()*+! .,)(>0.1! 2030! )4! 4)1!<0?1!50!6480!7!)42(3A,),=- !.(! 4- !9 R.,/1B!e- !20/,(-*(! 24(.(!
04*1,-7(/*03)(!#$%&#'®!1!4- !/4,.0.13!24(.(!,-7(/*03 !#$%&#'®!4*,5,K0-.1!50!T5490!.(!#$%&#'®!1!
50!?(3,-60!23(55(-0.0:!),!4- !9 R.,/1!.(*(39,-0!L4( !() !02312,0.1:!7!/1-!)(64,9,(-*1!9 R.,/1:!)(6 b-!)(0!
-(/()03,1:!.()24 R)!.( 5!(-*3(-09,(-*1!0.(/40. 1!(-!50!*R/-,/0!.(!,-7(//, =-!)4</4*+-(0B!

#$%&#'® )(!24(.(!)0/03!.(5 !3(@3,6(30.13!213!]^!0! [V!9,-4*1)!0-*()!.(!,-7(/*03 :!2030!2(39,*,3!L4(!(5!
58L4,.1!05/0-/(!50!*(92(30*430!09<,(-*(B!P1!3(*,3(!50!/4<,(3*0!-,!50!*020!9,(-*30)!.(?0!L4(!05/0-/(!50!
*(92(30*430! 09<,(-*(B!#-)2(//,1-( !/4,.0.1)09(-*( !50!)154/,=- ! (-! 50! T5490! .(!#$%&#'®!1! (-! 50!
?(3,-60!23(55(-0.0:! 2030! .(*(/*03! 203*8/450)!7! .(/15130/,=- !0-*()! .(! 50! 0.9,-,)*30/, =-! )4</4*+-(0B!
S,!1<)(3A0!203*8/450)! 7! .(/15130/,1-():!-1! 4*,5,/(! (5! 231.4/*1B! #$%&#'®!-1 !/1-*,(-(!
/1-)(3A0.13()B!T13!51!*0-*1:!.()(/;(!50)!213/,1-()!-1!4*,5,K0.0)!.(5!@+390/1!L4(!L4(. ( -! (-! 50!?(3,-60B!

#-.,L4(! 0! 51)! 20/,(-*()!L4(! 4*,5,/(-! 50! T5490! .(!#$%&#'®!1! 50! ?(3,-60!23(55(-0.0:! L4(!
,-7(/*(- !50!/0-*,.0.! *1*05!(-! 50!?(3,-60:!.(! 0/4(3.1! /1-! 50) !,-)*34//,1-() ! 231213/,1-0.0)!(-!
50)!#-)*34//,1-()!.(!4)1 !! /1-)45*(!50),?/&'$(--*+/#&,)#,(&+85!

O0)! ,-7(//,1-() !.(<(- !;0/(3)( !(- !),*,1)! )(2030.1)!(-! (5! 94)51! 1!(5! 0<.19(-B!%5*(3-(! 51)! ),*,1)! .(!
,-7(//, =-!7!-1!025,L4(!,-7(//,1-() !(- !+3(0)!.1-.(!50!2,(5!()*R!)(-),<5( :!31?0!1!.430!1!/1-!913(*1-() B!

S,!)(!19,*(!4-0!.1),): !0.9,-,)*3(!50!.1),) !*0-!231-*1!/191!)(0!21),<5(B!%!203*,3!.(!(-*1-/():!3(0-4.(!
50!.1),@,/0/,=-!0!50!;130!23163090.0!3(64503B!

H5!*02=-!.(5! R9<151!.(!50!?(3,-60!#$%&#'®!7!50!/4<,(3*0!.(!50!064?0!-1!()*+-!@0<3,/0.1)!/1-!5+*(C!.(!
/04/;1!-0*4305B!
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!
3 FORMAS DE DOSIFICACIÓN Y CONCENTRACIÓN!

#$%&#'® ()!4-0 !)154/,=-!/5030!(!,-/15130!0!0903,551!2+5,.1:!L4(!)(!23()(-*0!/191a!
• Pluma DT5490!#$%&#'®I!

#-7(//, =-a!UV!96XV:Y!95!(-!4-0!T5490!.(!.1),)! b-,/0B!
• Jeringa prellenada!

#-7(//, =-a!UV!96XV:Y!95!(-!4-0!?(3,-60!.(!A,.3,1!23(55(-0.0!.(!.1),)! b-,/0B!!
 
4 CONTRAINDICACIONES!

P,-64- 0B!

!
5 ADVERTENCIAS Y PRECAUCIONES!
 

5.1 Infecciones graves 

O1)!20/,(-*()!*30*0.1)!/1-!231.4/*1)!.( !0.05,9490<:!,-/547(-.1! #$%&#'®:!*,(-(-!4-!
90713!3,()61!.( !.()03315503!,-@(//,1-() !630A()!L4(!,-A154/30-!A03,1)!),)*(90)!7!),*,1)!
.( !=360-1)!L4(!24(.(-!/1-.4/,3!0 !50!;1)2,*05,K0/,=- !1!50!94(3*(B!#-@(//,1-()!1213*4-,)*0)!.(<,.0)!0!
<0/*(3,0):!9,/1<0/*(3,0):!;1-61) !,-A0),A1):!A,305():!2030),*03,0):!4!1*31)!20*=6(-1)!1213*4-,)*0)!
,-/547(-.1!0)2(36,51),):!<50)*19,/1),):!/0-.,.,0),):!/1//,.,1,.19,/1),) !( !;,)*1250)91),):!S(!;0-!
3(213*0.1!5(6,1-(51),):!5,)*(3,1),):!-(491/,)*1),)!7!*4<(3/451),)!/1-!<51L4(0.13()!.(5!QPEB!O1)!
20/,(-*()!;0-!23()(-*0.1!/1-!@3(/4(-/,0 !(-@(39(.0. !.,)(9,-0.0!(-!54603!.( !(-@(39(.0. !51/05,K0.0B!

H5!4)1!/1-/19,*0-*( !.(!4- !<51L4(0.13!.(5!QPE!7!0<0*0/(2*!1!0-0\,-30!)(!0)1/, =!/1- !4- !90713!
3,()61!.( !,-@(//,1-()!630A()!(- !20/,(-*()!/1-!03*3,*,)!3(490*1,.(!D%FIf!T13!51!
*0-*1:!(5!4)1!/1-/19,*0-*( !.(! #$%&#'®!7!()*1)!231.4/*1)!<,15=6,/1) !-1!)( !3(/19,(-.0 !(-!(5!
*30*09,(-*1!.(!20/,(-*()!/1- !%F!!A(3,9)"#$'#/-*:& ,; ,<$#-:(-*+/#&,0=343,=3117,( ,*/'#$:--*+/#&,
@:$A:-+.BC*-:&,0,43>,78B!

H5!*30*09,(-*1!/1-!#$%&#'®!-1!.(<( !,-,/,03)( !(- !20/,(-*()!/1-!4-0!,-@(//, =-!0/*,A0:!,-/54,.0)!50)!
,-@(//,1-()!51/05,K0.0)B!O1)!20/,(-*()!.(!N^!0>1)!.( !(.0.!1!9 +):!51)!20/,(-*()!/1-!
(-@(39(.0.() !/1-/19,*0-*() !7X1!51)!20/,(-*()!L4(!*190-!,-94-1)423()13()!/1-/19,*0-*()!D/191!
/13*,/1)*(31,.()!1!9(*1*3(C0*1I:!24(.(-!*(-(3 !4-!90713!3,()61!.(!,-@(//,=-B!&1-),.(3(!51)!3,()61)!7!
<(-(@,/,1)!.(5!*30*09,(-*1!0-*()!.(!,-,/,03!50!*(302,0!(-!51)!20/,(-*()a !
• /1- !,-@(//,=- !/3=-,/0!1!3(/433(-*(f!
• L4(!;0-!()*0.1!(C24()*1)!0!50!*4<(3/451),)f!
• /1-!0-*(/(.(-*()!.( !,-@(//,=- !213!9,/311360-,)91!1213*4-,)*0)f!
• L4(!;070-!3(),.,.1!1!A,0?0.1!(-!+3(0)!(-.R9,/0! .(!*4<(3/451),)!1!.(! 9,/1),)!(-. R9,/0):! *05()!

/191! ;,)*1250)91),):!/1//,.,1,.19,/1),)!1!<50)*19,/1),)f !1B!
• /1-! (-@(39(.0.()! )4<70/(-*()!L4(!24(.(-!23(.,)21-(351)!0!50!,-@(//,=-B!

 
Q4<(3/451),)!
 
S(!;0-!-1*,@,/0.1!/0)1)!.( !3(0/*,A0/,=- !.( !50!*4<(3/451),)!7!.(!,-@(//,1-()!.(!*4<(3/451),)!
.( !-4(A0!0203,/,=- !(-! 51)!20/,(-*()!L4(!3(/,<(-!231.4/*1)!.(!0.05,9490<:!,-/54,.1)!51)!
20/,(-*() !L4(!;0- !3(/,<,.1!*30*09,(-*1!23(A,1!2030!50!*4<(3/451),)!50*(-*(!1!0/*,A0B!O1)!3(213*()!
,-/547(31-!/0)1)!.( !*4<(3/451),)!24591-03!7!(C*3024591-03!D()!.(/,3:!., )(9,-0.0IB!HA05403!51)!
@0/*13()!.(!3,()61!.(!*4<(3/451),)!(-!51)!20/,(-*()!7!3(05,K03!234(<0)!.(!,-@(//,=-!50*(-*(!0-*()!.(!
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,-,/,03!#$%&#'M!7!2(3,=.,/09(-*(!.430-*(!(5 !*30*09,(-*1B!
!
S(!;0!.(91)*30.1!L4( !(5!*30*09,(-*1!.(!50!*4<(3/451),)!50*(-*(!0-*()!.( !50!*(302,0!/1-!06(-*()!
<51L4(0.13()!.(5!QPE:!3(.4/( !(5!3,()61!.( !3(0/*,A0/,=-!.(!50!*4<(3/451),)!.430-*(!50!*(302,0B!%-*()!.(!
,-,/,03!#$%&#'®:!(A05b(!),!()!-(/()03,1!(5!*30*09,(-*1!2030!50!*4<(3/451),)!50*(-*(f!7!/1-),.(3(!L4(!
4-0!,-.430/,=-!.(!g!^!99!()! 4- !3()45*0.1!21),*,A1!(- !50!234(<0!/4*+-(0!.( !*4<(3/45,-0:!,-/54)1!(-!
20/,(-*()!23(A,09(-*(!A0/4-0.1)!/1-! (5!h0/,51!.(! &059(**(̀ i4(3,-!Dh&iIB !
!
&1-),.(303!50!*(302,0!0-*,*4<(3/451)0!0-*() !.(5!,-,/,1!.( !#$%&#'M!(-!20/,(-*()!
/ 1- !0-*(/(.(-*() !.( !*4<(3/451),)!50*(-*(!1!0/*,A0!(- !51)!L4(!-1!)(!24(.( !/1-@,3903!4-!/43)1!0.(/40.1!
.( !*30*09,(-*1:!7!(-!20/,(-*()!/1- !4- !3()45*0.1!-(60*,A1!2030!50!*4<(3/451),)!50*(-*(!2(31!/1-!@0/*13()!
.(!3,()61!2030!50!,-@(//,=-!*4<(3/451)0B!%!2()03!.(5!*30*09,(-*1!231@,5+/*,/1 !2030!50!*4<(3/451),):!)(!
;0-!231.4/,.1 !/0)1) !.( !*4<(3/451),)!3(0/*,A0.0!(-!20/,(-*()!*30*0.1)!/1-!231.4/*1)!.(!
0.05,9490<B!S(!3(/19,(-.0 !/1-)45*03!0!4- !9 R.,/1!/1-!(C2(3,(-/,0!(-!(5!*30*09,(-*1 !.( !50!
*4<(3/451),)!2030!074.03!(-!50!.(/,), =-!.(!),! () !02312,0.1!,-,/, 03!50!*(302,0!0-*,*4<(3/451)0!2030!4-!
20/,(-*(!,-.,A,.405B!

&1-),.(303!@4(3*(9(-*(!0!50!*4<(3/451),)!(-!(5!.,06- =)*,/1!.,@(3(-/,05!.(! 20/,(-*()!L4(!.()0331550-!4-0!
-4(A0!,-@(//,=- !.430-*(!(5!*30*09,(-*1!/1-! #$%&#'®:!()2(/,059(-*(!(- !20/,(-*()!L4(!;0-!A,0?0.1!
23(A,0!1!3(/,(-*(9(-*( !0!208)()!/1- !05*0!23(A05(-/,0!.(!*4<(3/451),):!1!L4(!;0-!*(-,.1!/1-*0/*1!
/(3/0-1!/1- !4-0!2(3)1-0!/1-!*4<(3/451),)!0/*,A0B!

S42(3A,),=- !
!
j,6,503!.(!/(3/0!0!51)!20/,(-*()!2030!.(*(/*03!),6-1)!7!)8-*190)!.(!,-@(//, =-!.430-*(!7!.()24 R)!.(5!
*30*09,(-*1!/1-!#$%&#'®:!,-/54,.1!(5!.()0331551!.(!*4<(3/451),)!(-!20/,(-*()!L4(!.,(31-!-(60*,A1!0!50!
,-@(//,=-!.(!*4<(3/451),)!50*(-*(!0-*()!.(!,-,/,03!(5!*30*09,(-*1B!O0)!234(<0)!2030!50!,-@(//,=-!.(!
*4<(3/451),)!50*(-*(!*09<,R-!24(.(-!)(3!@05)09(-*(!-(60*,A0)!9,(-*30)!)(!()* +!(-!*(302,0!/1-!
#$%&#'®B!
!
#-*(334920!#$%&#'®!),!4-!20/,(-*(!.()0331550!4-0!,-@(//,=-!630A(!1!)(2),)B!H-!(5!/0)1!.(!4-!20/,(-*(!
L4(!.()0331550!4-0!-4(A0!,-@(//,=-!.430-*(!(5!*30*09,(-*1!/1-!#$%&#'®:!3(05,/(!4-!)(64,9,(-*1!
9,-4/,1)1!.(!51)!9,)91):!3(05,/(!4-0!(A0540/,=-!.,06- =)*,/0!3+2,.0!7!/1925(*0!0.(/40.0!2030!4-!
20/,(-*(!,-94-1.(23,9,.1!(!,-,/,(!4-0!*(302,0!0-*,9,/31<,0-0!0.(/40.0B !

#-@(//,1-()!@b-6,/0)!,-A0),A0)!
!
S,!51)!20/,(-*()!.()0331550-!4-0!(-@(39(.0.!),)*R9,/0!630A(!7!3(),.(-!1!A,0?0-!(-!3(6,1-()!.1-.(!50)!
9,/1),)!)1-!(-. R9,/0):!/1-),.(3(!50!,-@(//, =-!@b-6,/0!,-A0),A0!(-!(5!.,06-=)*,/1!.,@(3(-/,05B!O0!
234(<0!.(!0-*86(-1)!7!0-*,/4(321)!2030!50!;,)*1250)91),)!24(.(!)(3!-(60*,A0!(-!0564-1)!20/,(-*()!/1-!
,-@(//,=-!0/*,A0B!&1-),.(3(!50!*(302,0!0-*,@b-6,/0!(92 83,/0!0.(/40.0:!*(-,(-.1!(-!/4(-*0 !*0-*1!(5!
3,()61!.(!,-@(//,=-!@b-6,/0!630A(!/191!51)!3,()61)!.(!50!*(302,0!0-*,@b-6,/0:!9,(-*30)!)(!3(05,K0!4-!
(C09(-!.(!.,06- =)*,/1B!T030!074.03!(-!(5!90-(?1!.(!*05()!20/,(-*():!/1-),.(3(!50! ,-*(3/1-)45*0!/1-!4-!
9 R.,/1!/1-!(C2(3,(-/,0!(-!(5!.,06- =)*,/1!7!*30*09,(-*1!.(!,-@(//,1-()!@b-6,/0)!,-A0),A0)B!
 

5.2 Neoplasias malignas 

&1-),.(3( !51)!3,()61)!7!<(-(@,/,1)!.(5!*30*09,(-*1!/1-!<51L4(0.13()!.(5!QPE:!,-/54,.1!
#$%&#'®:!0-*()!.( !,-,/,03!(5!*30*09,(-*1!(-!20/,(-*()!/1- !4-0!-(1250),0!
905,6-0!/1-1/,.0 :!L4(!-1!)(0!4- !/ +-/(3!.( !2,(5!-1!9(50-190 !DPGS&I!*30*0.1!/1-!RC,*1!1!/40-.1!
/1-),.(3(!/1-*,-403 !/1-!4-!<51L4(0.13!.(5!QPE!(-!20/,(-*()!L4(!.()0331550-!4-0!-(1250),0!905,6-0B 

P(1250),0)!905,6-0)!(- !0.45*1)!
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H-!51)!()*4.,1 )!/58-,/1)!/1-*3150.1)!.( !!0564-1)!<51L4(0.13()!.(5!QPE:!,-/54,.1) !51)!231.4/*1)!.(!
0.05,9490<:!)( !;0- !1<)(3A0.1!9 +)!/0)1) !.( !-(1250),0)!905,6-0)!(-*3(!51)!20/,(-*() !0.45*1)!*30*0.1)!
/1-!<51L4(0.13()!.(5!QPE:!(-!/192030/, =- !/1-!51)!20/,(-*()!0.45*1)!*30*0.1)!/191 !/1-*315B!
$430-*(!51)!()*4.,1)!/1-*3150.1)!.(![_ !,-A()*,60/,1-() !/58-,/0)!!651<05()!.(!0.05,9490<!(- !20/,(-*()!
0.45*1)!/1-!03*3,*,)!3(490*1,.(!D%FI:!03*3,*,)!2)13,+),/0!D%T)I:!()21-.,5,*,)!0-L4,51)0-*(!
DH%I:!(-@(39(.0.!.( !&31;- !DH&I:!/15,*,)!45/(31)0!D&eI:!2)13,0),)!(-!250/0!DT)I!7!1*30)!,-.,/0/,1-():!
)(!1<)(3A031-!-(1250),0)!905,6-0)!.,)*,-*0)!.(5!/ +-/(3!.(!2,(5 !-1!9(50-190!D/R5450)!<0)05()!
7!/ R5450)!()/091)0)I! /1-! 4-0!,-/,.(-/,0 !D,-*(3A051!.(!/1-@,0-K0!05!_k̂I !.(!V:c!
DV:UY:!]:V[I !213!]VV!20/,(-*() `0>1!(-*3(!c_c[ !20/,(-*()!*30*0.1)!/1-!0.05,9490<!A(3)4)!4-0!
,-/,.(-/,0 !.( !V:c!DV:U]:!]:]cI !213!]VV!20/,(-*() `
0>1!(-*3(!UYUY!20/,(-*() !*30*0.1)!/191 !/1-*315!D9(.,0-0!.(!.430/, =- !.(5!*30*09,(-*1!.(!U!9()()! (- !
51)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!7!.(!U!9()() !(- !51)!20/,(-*()!*30*0.1)!/191 !/1-*315IB!H-!
^J!()*4.,1 )!/58-,/1) !651<05()!/1-*3150.1)!7!-1!/1-*3150.1)!.(!0.05,9490<!(-!20/,(-*()!0.45*1)!/1-!
%F:!%T):!H%:!H&:!&e:!TS!7!1*30)!,-.,/0/,1-(): !50)!-(1250),0)!905,6-0)!1<)(3A0.0)!/1-!90713!
@3(/4(-/,0:!0203*(!.(5!5,-@190!7!(5!PGS&:!@4(31-!(5!/+-/(3!.(! 9090:!/151-:!23=)*0*0:!2459=-:!(*/B!7!
(5!9(50-190B!O0)!-(1250),0)!905,6-0)!(- !51)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!(-! 51)!()*4.,1)!
/1-*3150.1)!7!-1!/1-*3150.1)!@4(31-!),9,503()!(- !*,21!7!- b9(31!0!51!L4(!)( !()2(30380!(-!50!21<50/,=-!
6(-(305!.(!51)!H)*0.1)!e-,.1) :!.(!0/4(3.1 !/1-!50!<0)(!.(!.0*1)!SHHF!D0?4)*0.0!213!(.0.:!)(C1!7!
30K0IB1!

H-!()*4.,1 )!/1-*3150.1)!.(!1*31)!<51L4(0.13()!.(5!QPE!(- !20/,(-*()!0.45*1)!/1-!90713!3,()61!.(!
905,6-,.0.()!D*05()!/191!20/,(-*()!/1-!HT'&!/1- !0-*(/(.(-*()! ,9213*0-*()!.(!*0<0L4,)91!7!(-!
20/,(-*()!/1-!630-45190*1),)!.(!l(6(-(3!*30*0.1)!/1-!/,/51@1)@09,.0I:!4-0!90713!/0-*,.0.!
.( !905,6-,.0.()!1/433,=!(- !(5!63421!*30*0.1!/1-!<51L4(0.13()!.(5!QPE!(-!/192030/,=-!/1- !(5!63421!
/1-*315B!

DE/-#$,)#  <*#.,/+,A#.:/+A: !

$430-*(!50)!@0)()!-1! /1-*3150.0)!.(![_!()*4.,1 )!/58-,/1) !651<05()!.(!0.05,9490<!(-!20/,(-*()!0.45*1)!
/1-!%F:!%T):!H%:!H&:!&e:!TS!7!1*30)!,-.,/0/,1-(): !50!*0)0!.(!PGS&!@4(!.(!V:Y!D,-*(3A051!.(!
/1-@,0-K0!05!_k̂I! DV:^J:!]:V_I!213!]VV!20/,(-*()`0>1!(-*3(!51)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!7!.(!
V:J!DV:]V:!V:^_I!213!]VV!20/,(-*()`0>1!(-*3(!51)!20/,(-*()!*30*0.1)!/191!/1-*315B!H)!/1-A(-,(-*(!
(C09,-03!0!*1.1)!51)!20/,(-*():!7!(-!203*,/4503!0!51)!20/,(-*()!/1-!0-*(/(.(-*()!9R.,/1)!.(!*(302,0!
,-94-1)423()130!23151-60.0!23(A,0!1!20/,(-*()!/1-!2)13,0),)!/1-!0-*(/(.(-*()!.(!*30*09,(-*1!/1-!
Tej% :!2030!.(*(/*03!50!23()(-/,0!.(!PGS&!0-*()!7!.430-*(!(5!*30*09,(-*1!/1-!#$%&#'®B!

F*/@+A: ;  F#(-#A*: ,!

H-!50)!@0)()! /1-*3150.0)!.(!51)!()*4.,1 )!/58-,/1)!.(!*1.1)!51)!<51L4(0.13()!.(5!QPE!(-!0.45*1):!)(!;0-!
1<)(3A0.1!9+)!/0)1)!.(!5,-@190!(-*3(!51)!20/,(-*()!*30*0.1)!/1-!<51L4(0.13()!.(5!QPE!(-!/192030/,=-!
/1-!51)!20/,(-*()! *30*0.1)!/191!/1-*315B!H-!50)!@0)()!/1-*3150.0)!.(![_ !()*4.,1 )!/58-,/1) !651<05()!
.( !0.05,9490<!(-!20/,(-*()!0.45*1)!/1-!%F :!%T):!H%:!H&:!&e:!TS!7!1*30)!,-.,/0/,1-(): !)(!231.4?(31-!
J!5,-@190)!(-*3(!c_c[!20/,(-*()!*30*0.1)!/1-!0.05,9490<!A(3)4)!]!(-*3(!UYUY!20/,(-*()!*30*0.1)!/191!
/1-*315B!H-!^J!()*4.,1 )!/58-,/1)!651<05()!/1-*3150.1)!7!-1!/1-*3150.1)!.(!0.05,9490<!(-!20/,(-*()!
0.45*1)!/1-!%F:!%T):!H%:!H&:!&e:!TS!7!1*30)!,-.,/0/,1-() :!.430-*(!4-0!9(.,0-0!.(!0231C,90.09(-*(!
V:c!0>1):!,-/54,.1)!JUBNV^!20/,(-*()!7!9+)!.(!UVBJ]^!20/,(-*() `0>1!.( !0.05,9490<:!50!*0)0!1<)(3A0.0!
.(!5,-@190)!@4(!.(!0231C,90.09(-*(!V:]]!213!]VV!20/,(-*() `0>1B!H)*1!()!0231C,90.09(-*(![!A(/()!
9 +)!05*1!.(!51!()2(30.1!(-!50!21<50/,=-!6(-(305!.(!51)!HHBeeB!$(!0/4(3.1!/1-!50!<0)(!.(!.0*1)!SHHF!
D0?4)*0.1!213!(.0.:!)(C1!7!30K0IB1!50)!*0)0)!.(!5,-@190!(-!51)!()*4.,1 )!/58-,/1)!.( !0.05,9490<!-1!)(!
24(.(- !/1920303!/1-!50)!*0)0)!.(!5,-@190!(-!51)!()*4.,1 )!/58-,/1)!.(!1*31)!<51L4(0.13()!.(5!QPE!7!()!
21),<5(!L4(!-1!23(.,60-!50)!*0)0)!1<)(3A0.0)!(-!4-0!21<50/,=-!.(!20/,(-*()!9 +)!0925,0B!O1)!20/,(-*()!
/1-!%F!7!1*30)!(-@(39(.0.()!,-@5090*13,0)!/3=-,/0):!()2(/,059(-*(!0L4(551)!/1-!(-@(39(.0.!05*09(-*(!
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0/*,A0!7X1!/1-! (C21),/,=-!/3=-,/0!0!*(302,0)!,-94-1)423()130):!24(.(-!*(-(3!4-!3,()61!9+)!05*1!D;0)*0!
A03,0)!A(/()I!L4(!50!21<50/,=-!6(-(305:!.(!.()03315503!5,-@190:!,-/54)1!(-!04)(-/,0!.(!<51L4(0.13()!.(5!
QPEB!S(!;0-!-1*,@,/0.1!/0)1)!.(!5(4/(9,0!064.0!7!/3=-,/0!21)*(3,13()!0!50!/19(3/,05,K0/,=-!(-!3(50/,=-!
/1-!(5!4)1!.(!<51L4(0.13()!.(5!QPE!(-!50!%F!7!1*30)!,-.,/0/,1-()B!#-/54)1!(-!04)(-/,0!.(!*(302,0!/1-!
<51L4(0.13()!.(5!QPE:!51)!20/,(-*()!/1-!%F!24(.(-!*(-(3!4-!3,()61!9 +)!05*1!D0231C,90.09(-*(!J!
A(/()I!L4(!50!21<50/,=-!6(-(305:!.(!.()03315503!5(4/(9,0B!

P(1250),0)!905,6-0)!(- !20/,(-*()!2(., +*3,/1)!7!0.45*1)!?=A(-() !

S(!;0-!3(213*0.1!-(1250),0)!905,6-0):!0564-0)!913*05():!(-!-,>1):!0.15()/(-*()!7!0.45*1)!?=A(-()!L4(!
3(/,<,(31-!*30*09,(-*1!/1-!<51L4(0.13()!.(5!QPE!D,-,/,1!.(!50!*(302,0!m!]Y!0>1)!.(!(.0.I:!.(!51)!
/405()!#$%&#'®!()!9,(9<31B!%231C,90.09(-*(!50!9,*0.!.(!51)!/0)1)!(30-!5,-@190):!,-/547(-.1!
5,-@190)!.(!n1.6\,-!7!-1!n1.6\,-B!O1)!1*31)!/0)1)!3(23()(-*0<0-!4-0!A03,(.0.!.(!.,@(3(-*()!
-(1250),0)!905,6-0)!(!,-/5480-!-(1250),0)!21/1!@3(/4(-*()!L4(!6(-(3059(-*(!)(!0)1/,0-!/1-!
,-94-1)423(), =-!7!-(1250),0)!905,6-0)!L4(!-1!)4(5(-!1<)(3A03)( !(-!-,>1)!7!0.15()/(-*()B!O0)!
-(1250),0)!905,6-0)!1/433,(31-!.()24R)!.(!4-0!9(.,0-0!.(![V!9()()!.(!*30*09,(-*1!D30-61!.(!]!0!YU!
9()()IB!O0!9071380!.(!51)!20/,(-*()!3(/,<80-!,-94-1)423()13()!/1-/19,*0-*()B!H)*1)!/0)1)!@4(31-!
3(213*0.1)!.()24R)!.(!50!/19(3/, 05,K0/,=-!7!)(!.(3,A0-!.(!4-0!A03,(.0.!.(!@4(-*():!,-/547(-.1!
3(6,)*31)!7!3(213*()!()21-*+-(1)! .430-*(!50!21)*̀/19(3 /,05,K0/,=- B!

S(!;0- !3(213*0.1!/0)1)!21)*(3,13()!0!50!/19(3/,05,K0/,=-!.( !5,-@190!;(20*1()25R-,/1!.(!/ R5450)!Q!
DnSQ&OI:!4- !*,21!3031!.( !5,-@190!.(!/ R5450)!Q:!(- !20/,(-*()!*30*0.1)!/1-!<51L4(0.13()!.(5!QPE:!
,-/54,.1) !51)!231.4/*1)!.(!0.05,9490<B!H)*1)!/0)1) !;0- !*(-,.1 !4-0!(A154/,=-!947!063(),A0!.(!50!
(-@(39(.0.!7!;0-!),.1!913*05()B!O0!9071380!.(!51)!/0)1) !-1*,@,/0.1)!.(!<51L4(0.13()!.(5!
QPE!)( !; 0-!231.4/,.1 !(- !20/,(-*()!/1- !(-@(39(.0. !.(!&31;- !1!/15,*,)!45/(31)0!7!50!
9071380!)( !231.4?(31-!(-!A031-()!0.15()/(-*() !7!0.45*1)!?=A(-()B!&0),!*1.1)!()*1)!20/,(-*()!;0< 80-!
3(/,<,.1!*30*09,(-*1!/1-!51)!,-94-1)423()13() !0K0*,123,-0!1!Ǹ9(3/02*1243,-0!DN`GTI!
/1-/19,*0-*(9(-*(!/1- !4- !<51L4(0.13!.(5!QPE!(-!(5!919(-*1 !1!0-*() !.(5!.,06- =)*,/1B!P1!()*+!/5031!
),!50!0203,/,=-!.(!nSQ&O!()* +!3(50/,1-0.0!/1-!(5!4)1!.(!4-!<51L4(0.13!.(5!QPE!1!.(! 4-!<51L4(0.13!
.(5!QPE!(-!/19<,-0/, =-!/1-!()*1)!1*31)!,-94-1)423()13()B!H5!3,()61!21*(-/,05!/1-!50!/19<,-0/,=-!
.( !0K0*,123,-0!1!N`9(3/02*1243,-(!(!#$%&#'M!.(<(!/1-),.(303)(!/4,.0.1)09(-*(B !
 

5.3 Reacciones de hipersensibilidad 

S(!;0-!-1*,@,/0.1!0-0@,50C,0!7!(.(90!0-6,1-(43=*,/1!21)*(3,13!0!50!0.9,-,)*30/,=- !.(!231.4/*1)!.(!
0.05,9490<B!S,!)(!231.4/(!4-0!3(0//, =-!05R36,/0!0-0@,5+/*,/0!4!1*30!3(0//,=-!05R36,/0!
630A(:!,-*(334920!,-9(.,0*09(-*( !50!0.9,-,)*30/,=- !.(! #$%&#'®!( !,-)*,*470!50!*(302,0!
02312,0.0B!H-!()*4.,1 )!/58-,/1) !.(!0.05,9490<:! )(!;0-!1<)(3A0.1!3(0//,1-() !.(!;,2(3)(-),<,5,.0. !
D*05()!/191!(342/,=-!/4*+-(0:!3(0//, =-! 0-0@,50/*1,.(:!3(0//,1-()! @0390/15=6,/0)!@,?0):!3(0//,1-()!
@0390/15=6,/0)!-1!()2(/ 8@,/0):!43*,/03,0IB!
 

5.4 Reactivación del virus de la hepatitis B. 

H5!4)1!.(!<51L4(0.13()!.(5!QPE:!,-/547(-.1 !#$%&#'®:!24(.(!049(-*03!(5!3,()61!
.( !3(0/*,A0/,=- !.(5!A,34)!.(!50!;(20*,*,)!h !DjnhI!(-!20/,(-*()!L4(!)1-!213*0.13()!/3 =-,/1) !.(!()*(!
A,34)B!H-!0564-1)!/0)1):!50!3(0/*,A0/,=-!.(5!jnh !L4(!)(!231.4/( !?4-*1!/1-!50!*(302,0!/1-!
<51L4(0.13()!.(5!QPE!;0!),.1! 913*05B!O0!9071380!.(!()*1)! 3(213*() !)(!;0- !231.4/,.1 !(- !20/,(-*() !L4(!
3(/,<(-!/1-/19,*0-*(9(-*( !1*31)!9(.,/09(-*1)!L4(!,-;,<(- !(5!),)*(90 !,-94-,*03,1:!51!
L4(!*09<,R- !24(.( !/1-*3,<4,3!0!50!3(0/*,A0/,=-!.(5!jnhB!HA05b(!0!51)!20/,(-*()!/1-!3,()61!.(!
,-@(//,=-!213!(5!jnh!(-!<4)/0!.( !(A,.(-/,0 !23(A,0!.( !,-@(//,=- !213!()*(!A,34):!0-*()!.( !,-,/,03!(5!
*30*09,(-*1!/1-!<51L4(0.13()!.(5!QPEB!S(!.(<(!*(-(3!/4,.0.1 !05!23()/3,<,3!<51L4(0.13()!.(5!QPE!2030!
20/,(-*()!,.(-*,@,/0.1)!/191!213*0.13()!.(5!jnhB!P1!)(!.,)21-(!.( !.0*1)!0.(/40.1)!)1<3(!50!
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)(643,.0.!1!50!(@,/0/,0!.(5!*30*09,(-*1!.(!20/,(-*()!213*0.13()!.(5!jnh!/1- !*(302,0!0-*,A,305!?4-*1!
/1- !*(302,0!<51L4(0.130!.(5!QPE!2030!23(A(-,3!50!3(0/*,A0/,=-!.(5!jnhB!H-!(5!/0)1!.(!51)!20/,(-*()!
213*0.13()!.(!jnh!7!L4(!3(L4,(3 (-!*30*09,(-*1!/1- !<51L4(0.13()!.(5!QPE:!3(05,/(!4-!)(64,9,(-*1!
(C;04)*,A1!.(!.,/;1) !20/,(-*() !(-!<4)/0!.( !),6-1) !/58-,/1)!7 !.(!50<130*13,1!.(!,-@(//,=- !0/*,A0!213!(5!
jnh !.430-*(!*1.1!(5!*30*09,(-*1!7!.430-*(!A03,1)!9()() !.()24 R)!.(!50!@,-05,K0/,=-!.(5 !*30*09,(-*1B!H-!
20/,(-*() !L4(!.()0331550-!3(0/*,A0/,=-!.(5!jnh: !,-*(334920!#$%&#'®!(!,-,/,( !4-0!*(302,0!0-*,A,305!
(@(/*,A0!/1- !4-!*30*09,(-*1!.(!02171!0.(/40.1B!S(!.()/1-1/( !50!)(643,.0.!.(!3(0-4.03!50!*(302,0!/1-!
<51L4(0.13()!.(5!QPE!.()24 R)!.( !/1-*31503!50!3(0/*,A0/,=-!.(5!jnhB!T13!51!*0-*1:!)(!.(<(!*(-(3!
/4,.0.1 !05!/1-),.(303!50!3(0-4.0/,=-!.(!50!*(302,0!#$%&#'®!(-!()*0!),*40/,=-!7!91-,*13(( !.(!/(3/0!0!
51)!20/,(-*()B!
 

5.5 Reacciones neurológicas 

H5!4)1!.(!06(-*()! <51L4(0.13()!.(5!QPE:!,-/54,.1) !51)!231.4/*1)!.(!0.05,9490<:!)(!;0!0)1/,0.1!/1-!
/0)1)!3031)!.( !-4(A0!0203,/,=- !1!(C0/(3<0/,=- !.( !)8-*190)!/58-,/1)!7X1!(A,.(-/,0!30.,163+@,/0!
.( !(-@(39(.0.!.()9,(5,-,K0-*(!.(5!),)*(90 !-(3A,1)1!/(-*305:!,-/54,.0!50!()/5(31),)!9 b5*,25(!DHGI!7!50!
-(43,*,)!=2*,/0:!7!50!(-@(39(.0.!.()9,(5,-,K0-*(!2(3,@R3,/0:!,-/54,.1!(5!)8-.319(!.( !i4,550,-̀ h033RB!S(!
.(<(!*(-(3! /4,.0.1 !05!/1-),.(303!(5!4)1!.(!#$%&#'®!(-!20/,(-*()!/1- !*30)*13-1)!.()9,(5,-,K0-*()!.(5!
),)*(90!-(3A,1)1!/(-*305!1!2(3,@R3,/1!23((C,)*(-*() !1!.(!3(/,(-*(!0203,/, =-f !)(!.(<( !/1-),.(303!
50!,-*(3342/,=- !.(! #$%&#'®!),!)(!.()0331550!0564-1!.(!()*1)!*30)*13-1)B!!
 

5.6 Reacciones hematológicas 

S(!;0- !3(213*0.1!,-@139()!3031)!.( !20-/,*12(-,0:!,-/54,.0!50!0-(9,0!
025+),/0:!/1- !06(-*() !<51L4(0.13()!.(5!QPEB!O0)!3(0//,1-()!0.A(3)0)!.(5!),)*(90!;(90*15 =6,/1:!
,-/54,.0!50!!/,*12(-,0!9 R.,/09(-*( !),6-,@,/0*,A0!D213!(?(9251:!*319<1/,*12(-,0:!5(4/12(-,0I!)(!;0-!
-1*,@,/0.1!/1-!21/0!@3(/4(-/,0!/1-!51)!231.4/*1)!.(!0.05,9490<B!O0!3(50/,=-!/04)05!.( !()*1)!,-@139()!
/1- !51)!231.4/*1)!.(!0.05,9490<!),64(!),-!()*03!/5030B!%/1-)(?( !0!*1.1)!51)!20/,(-*()!L4(!<4)L4(-!
0*(-/, =-!9 R.,/0!,-9(.,0*0 !),!23()(-*0-!),6-1)!7!) 8-*190)!L4(!)46,(30-!.,)/30),0)!
)0-648-(0) !1!,-@(//,=-!D213!(?(9251:!@,(<3(!2(3),)*(-*(: !913(*1-(): !)0-630.1:!205,.(KI!9,(-*30)!()*R-!
<0?1!*30*09,(-*1!/1-! #$%&#'®B!&1-),.(3(!50!21),<,5,.0.!.( !)4)2(-.(3 !(5!*30*09,(-*1!/1-!#$%&#'®!(-!
20/,(-*()!/1-!0-1905 80)!;(90*15=6,/0)!),6-,@,/0*,A0)!/1-@,390.0)B!
 

5.7 Mayor riesgo de infección cuando se usa con Anakinra 

H5!4)1!/1-/433(-*( !.( !0-0\,-30!D0-*061-,)*0!.(!50!,-*(35(4/,-0̀ ]I !7!1*31!<51L4(0.13!.(5!QPE!)(!0)1/,=!
0!4-0!90713!231213/,=- !.( !,-@(//,1-()!630A()!7!-(4*312(-,0!7!),- !<(-(@,/,1!0.,/,1-05!(-!/192030/,=-!
/1- !(5!<51L4(0.13!.(5!QPE!)151:!(-!20/,(-*() !/1-!%FB!T13!51!*0-*1:!-1!)(!
3(/19,(-.0 !50!/19<,-0/, =- !.( !#$%&#'®!7!0-0\,-30!!"#$,?/'#$:--*+/#&,@:$A:-+.BC*-:&,043>785!
!

5.8 Insuficiencia cardíaca 

S(!;0- !-1*,@,/0.1!/0)1) !.( !(92(1309,(-*1!.( !50!,-)4@,/,(-/,0!/03.80/0!/1-6()*,A0!D#&&I!7!.(!-4(A0!
0203,/,=-!.(!#&& !/1-!<51L4(0.13()!.(5!QPEB!Q09<,R-!)(!;0-!1<)(3A0.1 !/0)1) !.( !(92(1309,(-*1!.(!
50!#&&!/1-!231.4/*1)!.(!0.05,9490<B!O1)!231.4/*1)!.(!0.05,9490<!-1!)( !;0- !()*4.,0.1!@139059(-*(!
(- !20/,(-*()!/1-!#&&f!),-!(9<0361: !(- !()*4.,1 )!/58-,/1) !.( !1*31!<51L4(0.13!.(5!QPE:!)( !1<)(3A=!4-0!
,-/,.(-/,0 !9 +)!05*0!.(!3(0//,1-()!0.A(3)0)!630A()!3(50/,1-0.0)!/1-!50!#&&B!S(!.(<(!*(-(3!/4,.0.1 !
05!4)03!#$%&#'®!(-!20/,(-*() !/1-!,-)4@,/,(-/,0!/03. 80/0!7!A,6,50351)!/4,.0.1)09(-*(B !
 

5.9 Autoinmunidad 
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H5!*30*09,(-*1!/1-!231.4/*1)!.(!0.05,9490<!24(.(!231A1/03!50!@1390/,=- !.( !04*10-*,/4(321)!7:!(-!
3030)!1/0),1-():!(5!.()0331551!.(!4- !)8-.319( !203(/,.1!05!5424)B!S,!4-!20/,(-*(!23()(-*0!)8-*190)!L4(!
)46,(3(-!4- !)8-.319(!203(/,.1!05!5424)!.()24R)!.(5!*30*09,(-*1!/1-!#$%&#'®:!,-*(334920!(5!
*30*09,(-*1!!"#$,G#:--*+/#&,9)"#$&:&,0H3178B!
 

5.10 Inmunizaciones 

H-!4-!()*4.,1 !/58-,/1!/1-*3150.1!/1-!250/(<1!.(!20/,(-*()!/1-!%F:!-1!)(!.(*(/* =!-,-64-0!.,@(3(-/,0!(-!
50!3()24()*0!.(!0-*,/4(321)!0-*,-(491/ =/,/1)!0-*, !(-*3(!51)!63421)!.(!*30*09,(-*1!/1-!0.05,9490<!7!
250/(<1!/40-.1!)(!0.9,-,)*3=! 50!A0/4-0!0-*,-(491/=/,/0!215,)0/ +3,.0!7!50!A0/4-0!/1-*30!50!,-@54(-K0!
),945*+-(09(-*(!/1-!0.05,9490<B!T31213/,1-()!),9,503()!.(!20/,(-*()!.()033155031-!-,A(5()!
231*(/*13()!.(!0-*,/4(321)!0-*,63,205()!(-*3(!51)!63421)!.(!*30*09,(-*1!/1-!0.05,9490<!7!250/(<1f!),-!
(9<0361:!51)!*8*451)!063(60.1)!0!51)!0-*86(-1)!.(!,-@54(-K0!@4(31-!91.(30.09(-*(!9+)!<0?1)!(-!51)!
20/,(-*()!L4(!3(/,<,(31-!0.05,9490<B!O0!,9213*0-/,0!/58-,/0!.(!()*1!()!.()/1-1/,.0B!O1)!20/,(-*()!
<0?1!*30*09,(-*1!/1-!#$%&#'®!24(.(-!3(/,<,3!A0/4-0)!),945*+-(0):!(C/(2*1!50)!A0/4-0)!.(!
9,/311360-,)91)!A,A1)B!P1!;07!.0*1)!.,)21-,<5()!)1<3(!50!*30-)9,),=-!)(/4-.03,0!.(!50!,-@(//, =-!213!
A0/4-0)!.(!9,/311360-,)91! A,A1)!(-!20/,(-*()!L4(!3(/,<(- !231.4/*1)!.( !0.05,9490<B!
S(!3(/19,(-.0!L4(!51)!20/,(-*()!2(., +*3,/1):!),!()!21),<5(:!)(!21-60-!05!.80!/1-!*1.0)!50)!
,-94-,K0/,1-()!.(!0/4(3.1!/1-!50)!.,3(/*3,/()!.(!,-94-,K0/, =-!0/*405():!0-*()!.(!,-,/,03 !50!
*(302,0!#$%&#'®B!O1)!20/,(-*()!(-!*30*09,(-*1!/1-!#$%&#'®!24(.(-!3(/,<,3!A0/4-0)!),945*+-(0):!
(C/(2*1!50)!A0/4-0)!.(!9,/311360-,)91)! A,A1)B!

S(!.()/1-1/( !50!)(643,.0.!.(!50!0.9,-,)*30/,=-!.(!A0/4-0)! .(!90/311360-,)91)! A,A1)!1!0*(-40.1)!(-!
51)!50/*0-*()!(C24()*1)!0!231.4/*1)!.( !0.05,9490<!*/,( '#$+B!O1)!3,()61)!7!<(-(@,/,1)!.(<(-!
/1-),.(303)(!0-*()!.(!A0/4-03!0!51)!<(<R)!(C24()*1)!DA0/4-0)!.(!9,/311360-,)91)! A,A1)!1!
0*(-40.1)I !!"#$,I&+,#/ ,<+J.:-*+/#&,#&<#-K@*-:&,06313,63278B!
 

5.11 Mayor riesgo de infección cuando se usa con Abatacept 

H-!()*4.,1 )!/1-*3150.1):!50!0.9,-,)*30/,=-!),945*+-(0!.(!<51L4(0.13()!.(5!QPE!7!0<0*0/(2*!)(!0)1/,=!
/1-!4-0!90713!231213/,=-!.(!,-@(//,1-()!630A()!L4(!(5!4)1!.(!4-!<51L4(0.13!.(5!QPE!)151f!50!*(302,0!
/19<,-0.0:!(-!/192030/, =-!/1-!(5!4)1!.(!4-!<51L4(0.13!.(5!QPE!)151:!-1!;0!.(91)*30.1!4-!<(-(@,/,1!
/58-,/1!9(?130.1!(-!(5!*30*09,(-*1!.(!50!%FB!T13!51!*0-*1:!-1!)(!3(/19,(-.0 !50!/19<,-0/,=-!.(!
0<0*0/(2*!/1-!<51L4(0.13()!.(5!QPE:!,-/54,.1!(5!#$%&#'®,!"#$,?/'#$:--*+/#&,@:$A:-+.BC*-:&,043>78B!
!
6 REACCIONES ADVERSAS!

O0)!),64,(-*()!3(0//,1-()!0.A(3)0)!/58-,/09(-*(!),6-,@,/0*,A0)!)(!.()/3,<(-!(-! 50!#-@1390/,=-!2030!
T3()/3,<,3a!
• #-@(//,1-()!630A() !"#$,9)"#$'#/-*:& ;  <$#-:(-*+/#& 0=5178!
• P(1250),0)!905,6-0) !-+/&(.'#,9)"#$'#/-*:&  ;  <$#-:(-*+/#& 0=3>78!
• F(0//,1-()!.(!;,2(3)(-),<,5,.0.  !-+/&(.'#,9)"#$'#/-*:&  ;  <$#-:(-*+/#& 0=3L78!
• F(0/*,A0/,=-!.(5!A,34) .(!50!;(20*,*,) h  !"#$,9)"#$'#/-*:& ;  <$#-:(-*+/#& 0=3278!
• F(0//,1-()!-(4315 =6,/0) !"#$,9)"#$'#/-*:& ;  <$#-:(-*+/#& 0=3=78!
• F(0//,1-()!;(90*15 =6,/0) !-+/&(.'#,9)"#$'#/-*:&  ;  <$#-:(-*+/#& 0=3H78!
• #-)4@,/,(-/,0!/03.80/0 !-+/&(.'#,9)"#$'#/-*:&  ;  <$#-:(-*+/#& 0=3678!
• %4*1,-94-,.0.  !-+/&(.'#,9)"#$'#/-*:&  ;  <$#-:(-*+/#& 0=3M78!

 
6.1 Experiencia en estudios clínicos 
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$(<,.1!0!L4(!51)!()*4.,1 )!/58-,/1) !)( !55(A0-!0!/0<1!(-!/1-.,/,1-()!947!.,A(3)0):!50)!*0)0)!.(!
3(0//,1-()!0.A(3)0)!1<)(3A0.0)!(-!51)!()*4.,1 )!/58-,/1) !.(!4-!9(.,/09(-*1!-1!)(!24(.(-!/192 0303!
.,3(/*09(-*( !/1- !50)!*0)0)!(-!51)!()*4.,1 )!/58-,/1) !.( !1*31!9(.,/09(-*1 !7!24(.(-!
-1!3(@5(?03!50)!*0)0)!1<)(3A0.0)!(-!50!23+/*,/0B!

O0!3(0//,=-!0.A(3)0!9 +)!/19 b-!/1-!0.05,9490<!@4(31-!50)!3(0//,1-()!(-!(5!),*,1!.( !,-7(//, =-B!H-!
()*4.,1 )!/1-*3150.1)!/1-!250/(<1:!(5!JVk!.(!51)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!
.()033155031-!3(0//,1-() !(-! (5!),*,1!.(!50!,-7(//, =- !D(3,*(90!7X1!2,/0K=-:!;(913306,0:!
.1513!1!;,-/;0K =-I:!(-!/192030/, =- !/1-!(5!]Uk!.(!51) !20/,(-*()!L4(!3(/,<,(31-!250/(<1B!O0!9071380!
.( !50)!3(0//,1-()!(-! (5!),*,1!.( !,-7(//, =- !)(!.()/3,<,(31-!/191 !5(A()!7:!213!51!6(-(305:!-1!3(L4,3,(31-!
50!,-*(3342/,=-!.(5!@+390/1B!

O0!231213/,=- !.(!20/,(-*()!L4(!,-*(33492,(31-!(5!*30*09,(-*1!.(<,.1!0!3(0//,1-()!0.A(3)0)!
.430-*(!50!213/,=-!.1<5(!/,(6 1!/1-*3150.0!/1- !250/(<1!.(!51)!()*4.,1)!(- !20/,(-*()!/1- !%F!D()!.(/,3:!
51)!()*4.,1)!F%`#:!F% !̀##:!F%`###!7!F%̀#jI :!@4(!.(!ck!(-! 51)!20/,(-*()!L4(!3(/,<,(31-!0.05,9490<!
7!.(!Uk !(- !51)!20/,(-*() !*30*0.1)!/1- !250/(<1B!O0)!3(0//,1-()!0.A(3)0) !9 +)!/194-() !L4(!55(A031-!0!50!
,-*(3342/,=- !.(5!0.05,9490<!(-!()*1) !()*4.,1)!.( !%F:!@4(31-!50)!3(0//,1-() !/58-,/0 )!.( !03.13!
DV:ckI:!!(342/,=- !DV:[kI!7!!-(491- 80!DV:[kIB!

#-@(//,1-()!
H-!50)!@0)()!/1-*3150.0)!.(!51)![_! ()*4.,1 )!/58-,/1)!651<05()!.(!0.05,9490<!(- !20/,(-*()!0.45*1)!/1-!
%F:!%T):!H%:!H&:!&e:!TS!7!1*30)!,-.,/0/,1-() :!50!*0)0!.(!,-@(//,1-()!630A()!@4(!.(!U:[!213!]VV!
20/,(-*() `0>1!(-!c_c[ !20/,(-*() !*30*0.1)!/1-!0.05,9490<:!@3(-*(!0!4-0!,-/,.(-/,0 !.(!J:_!213!]VV!
20/,(-*() `0>1!(-!UYUY!20/,(-*()! *30*0.1)!/191!/1-*315B!O0)!,-@(//,1-()!630A()!1<)(3A0.0)!
,-/547(31-!-(491- 80:!03*3,*,)!)R2*,/0:!,-@(//,1-() !.(! 23=*(),) !7!21)*L4,3b36,/0):!(3,),2(50:!/(545,*,):!
.,A(3*,/45,*,)!7!2,(51-(@3,*,)!!"#$,9)"#$'#/-*:&,; ,<$#-:(-*+/#&,0=3178B!

N(J#$-(.+&*& # */@#--*+/#&,<+$,+<+$'(/*&':&!

H-!^J!()*4.,1 )!/58-,/1) !651<05()!/1-*3150.1)!7!-1!/1-*3150.1)!(- !%F:!%T):!H%:!H&:!&e :!TS!7!1*30)!
,-.,/0/,1-() :!L4(!,-/547(31-!JUBNV^!20/,(-*()!*30*0.1)!/1-!0.05,9490<:!50!*0)0!
.( !*4<(3/451),)!0/*,A0!-1*,@,/0.0!@4(!.(!V:JV!213!]VV!20/,(-*() `0>1!
7!50!*0)0!.( !/1-A(3),=- !21),*,A0!.( !TT$!@4(!.(!V:V_!213!]VV!20/,(-*() `0>1B!H-!4- !)4<63421!.(!]VB]][!
20/,(-*()!*30*0.1)!/1-!0.05,9490<!(-!HHBeeB!7!&0-0. +:!50!*0)0!.(!Qh!0/*,A0!-1*,@,/0.0!@4(!.(!V:V^!
213!]VV!20/,(-*()̀ 0>1!7!50!*0)0!.(!/1-A(3),=- !21),*,A0!.( !TT$!@4(!.(!V:Vc!213!]VV!20/,(-*() `0>1B!
H)*1)!()*4.,1 )!,-/547(31-!3(213*()!.( !Qh!9,5,03:!5,-@+*,/0:!2(3,*1-(05!7!24591-03B!O0!9071380!.(!
51)!/0)1) !.(!*4<(3/451),)!)(!231.4?(31-!.(-*31!.(!51)!23,9(31)!1/;1!9()() !.()24 R)!.(5!,-,/,1 !.(5!
*30*09,(-*1!7!24(.(- !3(@5(?03!50!3(0/*,A0/,=-!.(!50!(-@(39(.0.!50*(-*(B!H-!()*1)!()*4.,1 )!/58-,/1)! 0!
-,A(5!94-.,05:!)(!;0-!3(213*0.1!/0)1)!.(!,-@(//,1-()! 630A()!!213!6R39(-()! 1213*4-,)*0)!0!4-0!
,-/,.(-/,0 !6(-(305!.(!V:V^!213!]VV!20/,(-*()̀0>1B!%564-1)!/0)1) !.( !,-@(//,1-() !630A()!213!
1213*4-,)*0)!7!*4<(3/451),)!;0-!),.1!913*05()!!"#$,9)"#$'#/-*:&,; ,<$#-:(-*+/#&,0=3178B!

%4*10-*,/4(321)!

H-!51)!()*4.,1 )!/1-*3150.1)!(-!20/,(-*()! /1-!03*3,*,)!3(490*1,.(:!(5!]Jk!.( !51)!20/,(-*()!*30*0.1)!/1-!
0.05,9490<!7!(5!ck!.(!51) !20/,(-*() !*30*0.1)!/1-!250/(<1!L4(!*(-80-!*8*451)!.(!%P%!,-,/,05()!
-(60*,A1):!.()033155031-!*8*451)!21),*,A1)!(-!50!)(90-0!JUB!$1)!.(!/0.0![VUN!20/,(-*() !*30*0.1)!/1-!
0.05,9490<!23()(-*031-!),6-1)!/58-,/1)!L4(!,-.,/0<0-!4-!) 8-.319(!203(/,.1!05!5424)!.(!-4(A0!
0203,/,=-B!O1)!20/,(-*()!9(?13031-!*30)!50!,-*(3342/,=-!.(5 !*30*09,(-*1B!P,-6b-!20/,(-*(!
.()033155=!-(@3,*,)!5b2,/0!1!)8-*190)!.(5!),)*(90 !-(3A,1)1!/(-*305B!S(!
.()/1-1/( !(5!,920/*1!.(5!*30*09,(-*1!0!50361!250K1!/1-!231.4/*1)!.(!0.05,9490<!(-!
(5!.()0331551!.( !(-@(39(.0.() !04*1,-94-()B!
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H5(A0/,1-()!.(!(-K,90)!;(2 +*,/0)!

n0- !;0<,.1! 3(213*()!.( !3(0//,1-()!;(2 +*,/0)!630A():!,-/547(-.1!,-)4@,/,(-/,0!
;(2 +*,/0!064.0!(- !20/,(-*()!L4(!3(/,<(-!<51L4(0.13()!.(5!QPEB!H-!51)!()*4.,1 )!/1-*3150.1)!.(!@0)(![!
.(!0.05,9490<!DUV!96!S&!/0.0 !.1)!)(90-0)I !(- !20/,(-*()!/1-!%F:! %T):!7!05!,6405!L4(!/1- !50!
.430/,=- !.(5!2(381.1!.( !/1-*315!L4(!1)/,50!(-*3(!U!7!]VU!)(90-0): !)(!231.4?(31-!(5(A0/,1-()!.(!50)!
(-K,90)! %OQ!g![!C!eOP!(-!(5![:^k!.(!51)!20/,(-*() !*30*0.1)!/1-!0.05,9490<!7!(-! (5!]:^k!.(!51)!
20/,(-*()! *30*0.1)!/191!/1-*315B!$0.1!L4(!94/;1)!.( !()*1)!20/,(-*()!(- !()*1)!()*4.,1 )!*09<,R-!
()*0<0-!*190-.1 !9(.,/09(-*1)!L4(!/04)0-!(5(A0/, =-!.(! 50)!(-K,90)!;(2 +*,/0)!D213!(?(9251:!%#PH):!
GQWI:!50!3(50/,=-!(-*3(!0.05,9490<!7!50!(5(A0/,=-!.(!50)!(-K,90)!;(2 +*,/0)!-1!()*+!/5030B!H-!
4- !()*4.,1 !/1-*3150.1!.(!@0)(![!.(!0.05,9490<!(-!20/,(-*()!/1- !%#Z!215,03*,/4503!L4(!*(-80-!(-*3(!U!7!
]c!0>1):!)(!231.4?(31-!(5(A0/,1-()!.(! 50!%OQ!g![!C!eOP!(-! (5!U:Uk!.(!51)!20/,(-*() !*30*0.1)!/1-!
0.05,9490<!7!(-!(5!]:^k!.( !51)!20/,(-*()!*30*0.1)!/191!/1-*315!D(5(A0/,=-!.(! %OQ!9+)!/19 b-!L4(!
%SQIf!O0)!(5(A0/,1-()!.(!50)!234(<0)!.(!(-K,90)!;(2+*,/0)!@4(31-!9+)!@3(/4(-*()!(-*3(!
0L4(551)!20/,(-*()! *30*0.1)!/1- !50!/19<,-0/, =- !.( !0.05,9490<!7!GQW!L4(!(-*3(!0L4(551)!*30*0.1)!/1-!
0.05,9490<!)151B!H-!6(-(305:!()*0)!(5(A0/,1-()!-1!55(A031-!0!50!,-*(3342/,=-!.(5 !*30*09,(-*1!/1-!
0.05,9490<B!P1!)(!1<)(3A031-!(5(A0/,1-()!.(!50!%OQ!g![!C!eOP!(-!(5!()*4.,1 !0<,(3*1!.(!0. 05,9490<!
(-!20/,(-*()! .( !J!0!oU!0>1)!/1-! %#Z!215,03*,/4503B!

H-!()*4.,1 )!/1-*3150.1)!.(!@0)(![!.(!0.05,9490<!D/1-! .1),)!,-,/,05() !.(!]NV!96!7 !YV!96:!1!YV!96!
7!UV!96!(-! 51)!$ 80)!] !7!]^: !3()2(/*,A09(-*(:!)(64,.0) !.(!UV!96!/0.0!
.1) !)(90-0)I !( - !20/,(-*() !0.45*1)!/1- !(-@(39(.0.!.(!&31;- :!/1-!4-0!.430/, =-!.(5!2(381.1!.(!/1-*315!
L4(!1)/,50!(-*3(!U!7!^J!)(90-0):!)(!231.4?(31-!(5(A0/,1-()!.(! 50!%OQ!g![!C!eOP!(-! (5!V:_k!.(!
51)!20/,(-*() !*30*0.1)!/1-!0.05,9490<!7!(-!(5!V:_k!.(!51)!20/,(-*()! *30*0.1)!/191!/1-*315B!H-!
(5!()*4.,1 !.( !@0)(![ !.(!0.05,9490<!(- !20/,(-*()!2(., +*3,/1)!/1-!(-@(39(.0.!.(!&31;-!L4(!(A054=!50!
(@,/0/,0!7!50!)(643,.0.!.(!.1) !3(689(-()!.( !.1),)!.( !90-*(-,9,(-*1!<0)0.1)!(- !(5!2()1!/1321305:!
.()24 R)!.( !50!*(302,0!.(!,-.4//,=- !<0)0.0!(-!(5!2()1!/1321305!;0)*0!^J!)(90-0)!.(!*30*09,(-*1:!)(!
231.4?(31-!(5(A0/,1-()!.(!50!%OQ!g![!C!eOP!(-!(5!J:Nk!D^X]_JI!.(!51)!20/,(-*(): !. (!51)!/405()!U!
3(/,<80-!,-94-1)423()13()!/1-/19,*0-*( 9(-*( !05!,-,/,1!.(5!()*4.,1f!-,-64-1!
.( !()*1)!20/,(-*() !. ( )/1-*,-4 =!(5!*30*09,(-*1!.(<,.1!0!0-190580)!(-!50)!234(<0)!.(!%OQB!H-!()*4.,1 )!
/1-*3150.1)!.(!@0)(![!.(!0.05,9490<!D/1-! .1),) !,-,/,05() !.(!]NV!96!7 !YV!96!(-!51)!
$ 80)!] !7!]^ !3()2(/*,A09(-*(:!)(64,.1) !.(!UV!96!/0.0 !.1)!)(90-0)I!(-!20/,(-*()!0.45*1)!/1-!&e :!
/1- !4-0!.430/,=-!.(5 !2(381.1!.(!/1-*315!L4(!1)/,50!(-*3(!]!7!^J!)(90-0):! )(!231.4?(31-!(5(A0/,1-()!.(!
%OQ!g[!C!eOP!(-!(5!]:^k!.(!51)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!7!(-!(5!]:Vk!.(!51)!20/,(-*()!
*30*0.1)!/191!/1-*315B!H-!51)!()*4.,1 )!/1-*3150.1)!.(!@0)(![ !.(!0.05,9490<!D.1),)!,-,/,05!.(!YV!96!7!
.()24R)!UV!96!/0.0!.1)!)(90-0)I !(- !20/,(-*()!/1- !T):!/1-!.430/, =-!.(5!2(381.1!.(!/1-*315!L4(!1)/,50!
(-*3(!]J!7!JU!)(90-0):!)(!231.4?(31-!(5(A0/,1-()!.(! 50!%OQ!g![!C!eOP!(-!(5!]:Yk!.(!
51)!20/,(-*() !*30*0.1)!/1-!0.05,9490< !7!(-! (5!]:Yk!.( !51)!20/,(-*() !*30*0.1)!/191!/1-*315B!!

'*30)!3(0//,1-()!0.A(3)0) !

%&'()*+&,-.K/*-+&,#/ ,.:,:$'$*'*&,$#(A:'+*)#!

O1)!.0*1)!.()/3,*1)!0!/1-*,-40/, =- !3(@5(?0-!50!(C21),/,=-!0!0.05,9490<!(-!JUNY!20/,(-*():!,-/54,.1)!
JVc[!(C24()*1)!.430-*(!N!9()():! 0)8!/191!(-! ]U_c!(C24()*1)!.430-*(!9+)!.( !4-!0>1!7!][YV!
(- !()*4.,1)!0.(/40.1)!7!<,(-!/1-*3150.1)!D()*4.,1) !F%`#:!F%`##:!F%`###!7!F%̀#jIB!%.05,9490<!)(!
()*4., =!23,-/,2059(-*( !(- !()*4.,1)!/1-*3150.1)!/1-!250/(<1!7!(- !()*4.,1)!.(!)(64,9,(-*1!0!50361!250K1!
.(!;0)*0![N!9()()!.(!.430/, =-B!O0!21<50/,=-!*(- 80!4-0!(.0.!9(.,0!.(!^U!0>1): !(5!cck !(30-!94?(3():!(5!
_]k !(30-!/04/+),/0)!7!*(- 80-!03*3,*,)!3(490*1,.( !0/*,A0!91.(30.0!0!)(A(30B!O0!9071380!.( !51)!
20/,(-*()!3(/,<,(31- !UV!96!.(!0.05,9490< !/0.0!.1) !)(90-0) !!"#$,%&'()*+&,D.K/*-+&,01231785!

O0!Q0<50!] !3()49( !50)!3(0//,1-()!3(213*0.0)!0!4-0!,-/,.(-/,0 !.( !05!9(-1)!^k!(-!20/,(-*()!*30*0.1)!
/1-!0.05,9490<! (-!.1),)!.(! UV!96!/0.0!.1)!)(90-0) :!(-!/192030/, =- !/1-!(5!250/(<1!7!/1-!4-0!
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,-/,.(-/,0!90713!L4(!(5!250/( <1B!H-!(5!()*4.,1!F%`###:!51)!*,21)!7!@3(/4(-/,0)!.( !3(0//,1-()!
0.A(3)0)!(-!50!(C*(-),=- !0<,(3*0!.(5!)(64-.1!0>1!.(5!()*4.,1:!@4(31-!),9,503()!0!51)!1<)(3A0.1)!(-! 50!
@0)(!.1<5(!/,(61!.( !4-!0>1B!
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Tabla 1. Reacciones adversas reportadas en ≥5% de los pacientes tratados con 
Adalimumab durante el período controlado con placebo en los estudios agrupados de AR 
(estudios RA-I, RA-II, RA-III y RA-IV) 

 %.05,9490<!
UV!96!)4</4*+-(1)!/0.0!.1)!

)(90-0) !

T50/(<1!

 DPpcV^I! DPpN_VI!

F(0//, =-!0.A(3)0!D*R39,-1!23(@(3(-*(I!   

Respiratorios!   

#-@(//,=-!.(!50)!A80)!
3()2,30*13,0) )42(3,13()!

]ck ! ][k !

S,-4),*,)! ]]k ! _k !

S8-.319(!.(!63,2( ! ck ! Nk!

Gastrointestinales!   

P+4)(0)! _k ! Yk !

$1513!0<.19,-05! ck ! Uk!

Pruebas de laboratorio*!   

F()45*0.1!.(!50<130*13,1!0-13905! Yk ! ck !

n,2(3/15()*(315(9,0! Nk! Uk!
n,2(35,2,.(9,0! ck ! ^k !

n(90*43,0! ^k ! Uk!

%49(-*1!.(!50!@1)@0*0)0!05/05,-0! ^k ! [k !

Otros!   

$1513!.(!/0<(K0! ]Jk ! Yk !

H342/,=- ! ]Jk ! Nk!

O(),1-()  0//,.(-*05() ! ]Vk ! Yk !

F(0//, =-  (-! (5!),*,1!.( ,-7(//, =-  qq! Yk ! ]k !

$1513!.(!()205.0! Nk! Uk!

#-@(//,=-!.(5!*30/*1!43,-03,1! Yk ! ^k !

n,2(3*(-), =- ! ^k ! [k !

q!O0)!0-190580)!.(!50)!234(<0)!.(!50<130*13,1!)(!3(213*031-!/191!3(0//,1-()!
0.A(3)0) (-  ()*4.,1 )!(4312(1)!
qq P1 ,-/547( (3,*(90 (-!(5!),*,1!.(!,-7(//, =- :!2,/0K=-:!;(913306,0:!.1513 1!;,-/;0K =- ! 

F(0//,1-() !0.A(3)0)!9(-1) !/194-() !(- !()*4.,1)!/58-,/1)!.(!03*3,*,)!3(490*1,.(!

'*30)!3(0//,1-()!0.A(3)0)!630A()!,-@3(/4(-*()!L4(!-1!0203(/(-!(-!50)!)(//,1-()!.( !%.A(3*(-/,0)!7!
T3(/04/,1-() !1!F(0//,1-()!%.A(3)0) !L4(!1/433,(31-!/1-!4-0!,-/,.(-/,0!,-@(3,13!05!^k!(-!20/,(-*()!
*30*0.1)!/1-!0.05,9490<!(- !()*4.,1)!.( !%F!@4(31-a!

Oí/'+A:&,C#/#$:.#&P $1513!(-!50)!(C*3(9,.0.():!.1513!2R5A,/1:!/,34680:!.1513!*13+/,/1 !

!
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O*&'#A:,-:$)*+":&-(.:$P ,%33,*9,0:!@,<3,50/,=-!043,/4503:!.1513!.(!2(/;1:!*30)*13-1!.(!50!03*(3,0!
/131-03,0:!2031!/03.80/1:!(-/(@05120*80!;,2(3*(-),A0:!,-@03*1!.(!9,1/03.,1:!2052,*0/,=-: !.(3309(!
2(3,/+3.,/1:!2(3,/03.,*,):!)8-/12(:!*0L4,/03.,0!

O*&'#A:,)*C#&'*"+P,&15(/,)*,*,):!/15(5,*,0),):!()1@06,*,):!60)*31(-*(3,*,):!;(913306,0!60)*31,-*()*,-05:!
-(/31),)!;(2 +*,/0:!A=9,*1) !

O*&'#A:,#/)+-$*/+P Q30)*13-1!2030*,31,.(1!

O*&'#A:,Q#AE'*-+,;,.*/@E'*-+P %630-451/,*1),):!215,/,*(9,0!

N$:&'+$/+&,A#':JB.*-+&,;,/('$*-*+/:.#&P $();,.30*0/, =-:!/,/0*3,K0/,=-!0-13905:!/(*1),):!
2030231*(,-(9,0:!(.(90!2(3,@R3,/1!

O*&'#A:,AR&-(.+S#&T(#.U'*-+P,%3*3,*,):!*30)*13-1!=)(1:!@30/*430!=)(0!D-1!!
()21-*+-(0I: !-(/31),) !=)(0:!*30)*13-1!03*,/4503:!/0509<3()!94)/4503():!9,0)*(-,0:!03*3,*,)!2,16R-,/0:!
),-1A,*,):!*30)*13-1!*(-.,-1)1!

V#+<.:&*:P %.(-190 !

O*&'#A:,/#$"*+&+P &1-@4),=-:  203()*(),0): ;(90*190!)4<.4305:!*(9<513!

O*&'#A:,$#&<*$:'+$*+P %)90: <31-/1()20)91:!.,)-(0:  .,)9,-4/, =-!.(  50!@4-/,=-!24591-03: .(3309(!
25(4305!

W$C:/+&,)#,.+&,&#/'*)+&P &0*030*0!

N$+AJ+&*&P Q319<1),)!(-!50!2,(3-0!

O*&'#A:,($+C#/*':.P,&,)*,*,):!/ +5/451!3(-05:!*30)*13-1!9(-)*3405!!

H)*4.,1)!/58-,/1)!(-!03*3,*,)!,.,12+*,/0!?4A(-,5!!

H-!6(-(305: 50) 3(0//,1-()  0.A(3)0) (-!51) 20/,(-*()!*30*0.1)!/1-!0.05,9490<!(-!51)!()*4.,1 )!.(!03*3,*,)!
,.,12+*,/0!?4A(-,5!215,03*,/4503!D%#ZI!DH)*4.,1)!Z#%̀#!7!Z#%̀##I!d"#$,%&'()*+&,D.K/*-+& 0123>783 @4(31-!
),9,503()!(-!@3(/4(-/,0!7!*,21!0!50)!1<)(3A0.0)!(-!20/,(-*()!0.45*1) !"#$,
9)"#$'#/-*:&  ;  X$#-:(-*+/#& 0=73,G#:--*+/#& 9)"#$&:& 0H78B!O1)!;0550K61)!,9213*0-*()!7!50)!
.,@(3(-/,0)!/1-!3()2(/*1!0!51)!0.45*1)!)(!.,)/4*(-!(-!51)!),64,(-*()!2+330@1)B!

H-!(5!()*4.,1!Z#%̀#: )(! (A054= 0.05,9490< (-!]c]!20/,(-*()!.(!U!0!]c!0 ñ1)!.(!(.0.:!/1-! %#Z!
215,03*,/4503B!O0)!3(0//,1-()!0.A(3)0)!630A()!3(213*0.0)!(-!(5!()*4.,1!,-/547(31-!-(4*312(-,0:!@03,-6,*,)!
()*3(2*1/=/,/0:!049(-*1!.(!50)!09,-1*30-)@(30)0):!;(32()!K=)*(3:!9,1),*,):!9(*313306,0!7!02(-.,/,*,)B!S(!
1<)(3A031-!,-@(//,1-()!630A()!(-!(5!Uk!.(!51)!20/,(-*()!(-!0231C,90.09(-*(!J!0 ñ1)!.()24 R)!.(5!,-,/,1!
.(5!*30*09,(-*1!/1- 0.05,9490< (!,-/547(31-!/0)1)!.(!;(32()!),925(:!-(491- 80:!,-@(//,=-!.(5!*30/*1!
43,-03,1:!@03,-6,*,)!7!;(32()!K=)*(3B!

H-!(5!()*4.,1!Z#%̀#:!(5!U^k!.(!51)!20/,(-*()!(C2(3,9(-*031-!4-0!,-@(//,=-!9,(-*30)!
3(/,<80- 0.05,9490< /1-!1!),-!GQW!/1-/19,*0-*( :!(-!50)!23,9(30)!]N!)(90-0)!.(!*30*09,(-*1B!O1)!
*,21)!.(!,-@(//,1-()!-1*,@,/0.0) (-!20/,(-*()!*30*0.1)!/1-!0.05,9490<!@4(31-!6(-(3059(-*(!),9,503()!0!
50) 1<)(3A0.0)!/19 b-9(-*(!(-!20/,(-*()!/ 1-!%#Z!215,03*,/4503!L4(!-1!3(/,<(-!*30*09,(-*1!/1-!
<51L4(0.13()!.(5!QPEB!%5!,-,/,1!.(5!*30*09,(-*1:!50)!3(0//,1-()!0.A(3)0)!9+)!@3(/4(-*()!L4(!)(!
231.4?(31-!(-!()*0!21<50/,=-!.(!20/,(-*()!*30*0.1)!/1-  0.05,9490<: @4(31-!.1513!(-!(5!),*,1!.(!
,-7(//, =-!7!3(0//,=-!(-!(5!),*,1!.(!,-7(//, =-!D]_k!7!]Nk:!3()2(/*,A09(-*(IB!e-! (A(-*1!0.A(3)1!9(-1)!
/19 b-!(-!20/,(-*()!L4(!3(/,<,(31-  0.05,9490<: @4(!(5!630-45190!0-4503!L4(!-1!/1-.4?1!0!50!
,-*(3342/,=-!.(5  *30*09,(-*1 /1-! (5!9(.,/09(-*1!.(5!()*4.,1 B !
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H-!50)!23,9(30)!UY!)(90-0)!.(!*30*09,(-*1!(-!(5!()*4.,1!Z#%̀#:!)(!1<)(3A031-!3(0//,1-()!.(!
;,2(3)(-),<,5,.0.  -1!630A()!(-!0231C,90.09(-*(!(5!Nk!.( !51)!20/,(-*()!( !,-/547(31-!23,-/,2059(-*(!
3(0//,1-()!.(!;,2(3)(-),<,5,.0.!05 R36,/0!51/05,K0.0)!7!(342/,=-!05R36,/0B!

H-!(5!()*4.,1!Z#%̀#:!(5!]Vk!.(!51)!20/,(-*()!*30*0.1) /1- !0.05,9490<!L4(!*(-80-!0-*,/4(321)!0-*,̀
.)$P%!<0)05()!-(60*,A1):!.()033155031-!*8*451)!21),*,A1)!.()24R)!.(!UY!)(90-0)!.(!*30*09,(-*1B!
P,-6 b-!20/,(-*(!23()(-* =!),6-1)!/58-,/1)!.(!04*1,-94-,.0.!.430-*(!(5! ()*4.,1 !/58-,/1B!

%231C,90.09(-*(!(5!]^k!.(!51)!20/,(-*()!*30*0.1)  /1- !0.05,9490<!.()033155031-!(5(A0/,1-()!5(A()!0!
91.(30.0)!.(! 50!/3(0*,-0!@1)@1L4,-0)0!D&TrI!(-!(5!()*4.,1!Z#%̀#B!S(!1<)(3A031-!(5(A0/,1-()!)42(3,13()!
0!^!A(/()!(5!589,*(!)42(3,13!.(!51!-13905!(-!A03,1)!20/,(-*()B!O0)!/1-/(-*30/,1-()!.(!&Tr!
.,)9,-47(31-!1!A15A,(31-!0!50!-13905,.0.!(-!*1.1)!51)!20/,(-*()B!O0!9071380!.(!51)!20/,(-*()!24.,(31-!
/1-*,-403!/1- !0.05,9490<!),-!,-*(3342/,=-B!

H-!(5!()*4.,1!Z#%̀##: )(!()*4., =!0.05,9490<!(-![J!20/,(-*()!.(!J!0!oU!0 ñ1)!.(!(.0.!1!U!0 ñ1)!.(!(.0.!7!
90713()!/1-!4-!2()1!,-@(3,13!0!]^!\6:!/1-! %#Z!215,03*,/4503B!H5!2(3@,5!.(!)(643,.0.!2030!()*0!21<50/,=-!
.(!20/,(-*() :!@4(!),9,503 05!2(3@,5!.(!)(643,.0.!1<)(3A0.1!(-!20/,(-*()!.(!U!0!]c!0ñ1)!.(!(.0.!/1-! %#Z!
215,03*,/4503B!

H-!(5!()*4.,1!Z#%̀##:!(5!cYk!.(!51)!20/,(-*()!(C2(3,9(-*031-!4-0!,-@(//,=-!9,(- *30) 3(/,<80-!
0.05,9490<B!H)*1)!,-/547(31-!-0)1@03,-6,*,):!<31-L4,*,):!,-@(//,=-!.(5!*30/*1!3()2,30*13,1!)42(3,13:!1*,*,)!
9(.,0:!7!@4(31-!(-!)4!9071380!.(!5(A(!0!91.(30.0!(-!)(A(3,.0.B!S(!1<)(3A031-!,-@(//,1-()!630A()!(-!(5!
_k!.(!51)!20/,(-*()!L4(!3(/,<,(3 1-!0.05,9490<!(-!(5!()*4.,1:!(!,-/547(31-!/03,()!.(-*05:!60)*31(-*(3,*,)!
213!31*0A,34)!7!A03,/(50B!

H-!(5!()*4.,1!Z#%̀##:!)(!1<)(3A031-!3(0//,1-()!05R36,/0)!-1!630A()!(-!(5!Nk!.(!51)!20/,(-*()!(!
,-/547(31-!43*,/03,0!,-*(39,*(-*(!7!(C0-*(90:!*1.1)!(551)!.(!630A(.0.!5(A(B!

H)*4.,1)!/ 58-,/1)!(-! 03*3,*,)!2)13,+),/0!7!()21-.,5,*,)!0-L4,51)0-*(!!

%.05,9490<!!;0!),.1! ()*4.,0.1 !(-![_^ !20/,(-*()!/1-!03*3,*,)!2)13,+),/0!D%T)I!(-!.1)! ()*4.,1 )!
/1-*3150.1)!/1-!250/(<1!7!(- !4- !()*4.,1 !0<,(3*1!7!(-![_[ !20/,(-*()!/1-!()21-.,5,*,)!0-L4,51)0-*(!
DH%I!(- !.1)!()*4.,1)!/1-*3150.1)!/1-!250/(<1!d"#$,%&'()*+&,D.K/*-+&,0123L3,123278B!H5!2(3@,5!.(!
)(643,.0.! (-! 51)!20/,(-*()!/1- !%T)!7!*30*0.1)!/1-!UV!96!.(! 0.05,9490<!/0.0!.1)!)(90-0) :!@4(!
),9,503!05!2(3@,5!.(!)(643,.0. !1<)(3A0.1!(-!20/,(-*() !/1-!%F:!(-!51)!()*4.,1)!.(!0.05,9490< !F%`#!0!
#j !

H)*4.,1)!/58-,/1)!.(!50!(-@(39(.0.!.(!&31;- !

9)(.'+&P,H5!2(3@,5!.(!)(643,.0.!.(!0.05,9490<!(-!]UcY!20/,(-*()!0.45*1)!/1-!(-@(39(.0.!.(!&31;- :!
(-! /40*31!()*4.,1) !/1-*3150.1)!/1-!250/(<1!7!.1) !()*4.,1) !.(!(C*(-), =- !0<,(3*1),!"#$,%&'()*+&,-.K/*-+&,
0123=78,@4(!),9,503!05!2(3@,5!.(!)(643,.0.!1<)(3A0.1!(-!20/,(-*()!/1-!%FB!

X:-*#/'#&,<#)*E'$*-+&,)#,H,:,14,:Y+&a!H5!2(3@,5!.(!)(643,.0.!.(!0.05,9490<!(-!]_J!20/,(-*()!
2(., +*3,/1)!L4(!203*,/,2031-!(-!4-!()*4.,1!.1<5(!/,(61!DH)*4.,1!T&$`#I!7!4-!()*4.,1!.(!(C*(-), =-!
0<,(3*0!!"#$,%&'()*+&,D.K/*-+&,0123H783,@4(!),9,503!05!2(3@,5!.(!)(643,.0.!1<)(3A0.1!(-!20/,(-*()!
0.45*1)!/1-!(-@(39(.0.!.(!&31;-B!

$430-*(!50!@0)(!.(!,-.4//, =- !0<,(3*0!.(!U!)(90-0)!.(5!()*4.,1!T&$ `#:!50)!3(0//,1-()!0.A(3)0)!9+)!
/194-() !L4(!1/433,(31-!(-!50!21<50/,=-!2(., +*3,/0!*30*0.0!/1-!0.05,9490<!@4(31-!.1513!(-!(5!),*,1!
.( !,-7(//, =- !7!3(0//,=- !(-!(5!),*,1!.( !,-7(//, =- !DNk!7!^k:!3()2(/*,A09(-*(IB!

e- !*1*05!.(!Nck!.(!51)!-,>1)!(C2(3,9(-*031-! 0564-0!,-@(//,=- !9,(-*30) !3(/,<80-!0.05,9490<!(-! (5!
()*4.,1!T&$ `#B!H)*1)!,-/547(31-!,-@(//,=-!.(!50)!A80)!3()2,30*13,0)!)42(3,13()!7!-0)1@03,-6,*,)B!

e- !*1*05!.(!^k!.(!51) !-,>1)!(C2(3,9(-*031-!4-0!,-@(//,=-!630A(!9,(-*30)!3(/,<80-!0.05,9490<!(-!(5!
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()*4.,1!T&$ `#B!H)*0)!,-/547(31-!,-@(//,=- !A,305:!)(2),)!3(50/,1-0.0!/1-!(5!.,)21),*,A1!D/0*R*(3I:!
60)*31(-*(3,*,):!,-@54(-K0!213!n]P]!(!;,)*1250)91),)!.,)(9,-0.0B !

H-!(5!()*4.,1!T&$`#:!)(!1<)(3A031-!3(0//,1-()!05R36,/0)!(-!(5!^k!.(!51)!-,>1):!*1.0)!(550)!-1!630A()!
7!23,-/,2059(-*(!3(0//,1-()!51/05,K0.0)B!

H)*4.,1)!/58-,/1) !(- !/ 15,*,)!45/(31)0!!

9)(.'+&P,H5!2(3@,5!.(!)(643,.0.!.(!0.05,9490<!(-!]V]V!20/,(-*()!0.45*1)!/1-!/15,*,)!45/(31)0!D&eI!
L4(! 203*,/,2031-! (-!.1)! ()*4.,1)! /1-*3150.1)! /1-! 250/(<1! 7! 4-! ()*4.,1! .(! (C*(-), =-! 0<,(3*1!
d"#$,%&'()*+&,D.K/*-+&,01234783!@4(!),9,503!05!2(3@,5!.(!)(643,.0.!1<)(3A0.1!(-!20/,(-*()!/1-!%FB!

H)*4.,1)!/58-,/1)! (-! 2)13,0),)!(-!250/0!

%.05,9490<!;0!),.1! ()*4.,0.1!(-!]N_N!)4?(*1)!/1-!2)13,0),)!(-!250/0!DT)I:!(-!()*4.,1)!.(!(C*(-), =-!
0<,(3*1)!7!/1-*3150.1)!/1-!250/(<1!!"#$,%&'()*+&,D.K/*-+&,0123678B!H5!2(3@,5!.(!)(643,.0.!.(!51)!
)4?(*1)!/1-!T)!*30*0.1)!/1-!0.05,9490<:!@4(!),9,503!05!2(3@,5!.(!)(643,.0.!1<)(3A0.1!(-!51)!)4?(*1)!
/1-!%F!/1-!50)!),64,(-*()!(C/(2/,1-()B!H-!50)!@0)()!/1-*3150.0)!/1-!250/(<1!.(!51)!()*4.,1 )!/58-,/1)!
(- !)4?(*1)!/1-!T) :!51)!)4?(*1)!*30*0.1)!/1-!0.05,9490<!*4A,(31-!4-0!90713!,-/,.(-/,0!.(!03*3056,0)!
(-!/192030/, =-!/1-!51)!/1-*315()!D[!A)B!]kIB!
 

6.2 Inmunogenicidad 

%5!,6405!L4(!/1-!*1.0)!50)!231*(8-0)!*(302R4*,/0):!(C,)*(!(5!21*(-/,05!.(!,-94-16(-,/,.0.B!O0!
.(*(//, =-!.(!50!@1390/,=-!.(!0-*,/4(321)!.(2(-.(!(-!630-!9(.,.0!.(!50!)(-),<,5,.0.!7!()2(/,@,/,.0.!
.(5!()*4.,1 B!%.(9+):!50!,-/,.(-/,0!1<)(3A0.0!.(!21),*,A,.0.!.(!0-*,/4(321)!D,-/54,.1! .( !0-*,/4(321)!
-(4*305,K0-*()I!(-!4-! ()*4.,1 :!24(.( !A(3)(!,-@54(-/,0.0!213!A03,1)!@0/*13():!*05()!/191!50!
9(*1.151680!.(5!()*4.,1 :!(5!90-(?1!.(!50!94()*30:!(5!919(-*1!(-!L4(!)(!3(/16(!50!94()*30:!51)!
9(.,/09(-*1)!/1-/19,*0-*()!7!50 )!(-@(39(.0. () !)4<70/(-*( )B!T13!()*0)!30K1-()!24(.( !)(3!(-60>1)0!
50!/192030/,=-!.(!50!,-/,.(-/,0!.( !0-*,/4(321)!(-!51)!()*4.,1)!.()/3,*1)!0!/1-*,-40/, =- :!/1-!50!
,-/,.(-/,0!.(!0-*,/4(321)! 1<)(3A0.1)!(-!1*31)!()*4.,1)!1!/1-!1*31)!231.4/*1)!.(!0.05,9490<B!

n07!.1)! ()*4.,1 )!L4(!)(!;0-!4*,5,K0.1!2030!9(.,3!0-*,/4(321)!0-*,`0.05,9490<B!&1-!(5!(-)071!.(!
HO#S%:!51)!0-*,/4(321)!/1-*30!0.05,9490<!)151!)(!24.,(31-!.(*(/*03!/40-.1!50)!/1-/(-*30/,1-()!
)R3,/0)!.(!0.05,9490<!(30-!o!J!9/6X95B!H5!( -071!H&O!24(.(!.(*(/*03!*8*451)!.(!0-*,/4(321)!0-*,̀
0.05,9490<!,-.(2(-.,(-*()!.(!50)!/1-/(-*30/,1-()!.(!0.05,9490<!(-!50)!94()*30)!.(!)4(31B!O0!
,-/,.(-/,0!.(5 !.()0331551!.(!0-*,/4(321)!0-*,`0.05,9490<!D%%%I!(-!20/,(-*()!*30*0.1)!
/1- !0.05,9490<:!)(!23()(-*0!(-!50!Q0<50!JB!
 !
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!

Tabla 2: Desarrollo de anticuerpos anti-adalimumab determinado por ELISA y ensayo 
ECL en pacientes tratados con adalimumab 

Indicaciones! Duración del 
estudio!

Incidencia de anticuerpos anti-
adalimumab por ELISA (n/N)!

Incidencia de 
anticuerpos anti-

adalimumab 
mediante ensayo 

ECL (n/N)!
"#!$%&%'!(%'!
)*+,-#$-'!./-!

0-+,1,-0%#!
*&*(,2/2*1 !

"#  )*+,-#$-'!+%#!
+%#+-#$0*+,%#-'!
' 30,+*'!&-!
*&*(,2/2*1 !
4!5!2+672(!

 

80$0,$,'!0-/2*$%,&- a! 9!*!:5!2-'-' ! ;<  =;>7:?95@! ABC ! A8 !

80$0,$,'!
,&,%)D$,+*!
E/F-#,(!
=8GH@!

I!*!:J!* ñ%' &-!
-&*&!b!

I>  '-2*#*' ! :9<  =5J7:J:@! ABC ! A8 !

&-!5!*!I!*K%'!%!L!I!
*K%'!M!+%#!/#!
)-'%!4!:;!N6!

5I  '-2*#*' ! J<  =:7:;@c! ABC ! A8 !

80$0,$,'!)'%0,D',+*  d! I>  '-2*#*' e! :O<  =5I7:J>@! ABC ! A8 !

"')%#&,(,$,'!*#./,(%'*#$-! 5I  '-2*#*' ! P<  =:97:>;@! ABC ! A8 !

"#Q-02-&*&!&-!R0%S#!-#!
*&/($%'!

;9  '-2*#*' ! O< =J759P@! ><  =J7>9@! A8 !

"#Q-02-&*&!&-!R0%S#!
)-&,D$0,+*!

;5  '-2*#*' ! O< =97:>5@! :?<  =97;>@! A8 !

R%(,$,'!/(+-0%'*!-#!*&/($%'! ;5  '-2*#*' ! ;<  =:P7O9?@! 5:<  =:P7P5@! A8 !

T'%0,*','!-#!)(*+* f! U*'$* ;5!
'-2*#*' g!

><  =JJ7P5?@! 5:<  =JJ7OJ5@! A8 !

#V!AW2-0%!&-!)*+,-#$-'!+%#!*#$,+/-0)%'!*#$,X*&*(,2/2*1Y!AZV!A%!0-)%0$*&%Y!A8V!A%!*)(,+*1(-!=#%!
0-*(,[*&%@!
! !"#  (%'!)*+,-#$-' ./-! 0-+,1,-0%#!2-$%$0-\*$%!+%#+%2,$*#$-2-#$-!=C]^@_!(*!,#+,&-#+,*!&- *#$,+/-0)%' *#$,X
*&*(,2/2*1  Q/-!&-!:<!-#!+%2)*0*+,̀ #!+%#!:5<!+%#!(*!2%#%$-0*),*!+%#!*&*(,2/2*1!
" !"#  (%'!)*+,-#$-'!./-!0-+,1,-0%#!C]^!+%#+%2,$*#$-2-#$-_!(*!,#+,&-#+,* &-!*#$,+/-0)%'!*#$,X*&*(,2/2*1!
Q/- &-!9<!-#!+%2)*0*+,̀ #!+%#!59<!+%#!(*!2%#%$-0*),*!+%#!*&*(,2/2*1!
#!"'$-!)*+,-#$-!0-+,1,̀ !C]^!+%#+%2,$*#$-!
$!"#  (%'!)*+,-#$-'!./-!0-+,1,-0%#!C]^!+%#+%2,$*#$-2-#$-_!(*!,#+,&-#+,* &-!&-'*00%((%!&-!*#$,+/-0)%'!
Q/- &-(!J<!-#!+%2)*0*+,̀ #!+%#!-(!:<!-#!8Z !
%!a%'!'/E-$%'!'-!0-+(/$*0%#!&-')/ 3'!&-!+%2)(-$*0!5!-'$/&,%'!)0-F,%'!&-!5I!'-2*#*' %!:5!'-2*#*'  &-!
$0*$*2,-#$%b!
&!"#!(%'!)*+,-#$-'!+%#!)'%0,*','! -#!)(*+*!./-!0-+,1,-0%#!2%#%$-0*),*!+%#!*&*(,2/2*1!M!)%'$-0,%02-#$-! '-!
0-$,0*0%#!&-(!$0*$*2,-#$%_!(*!$*'*!&- *#$,+/-0)%'!+%#$0*!*&*(,2/2*1 &-')/ 3'!&-(!0-$0*$*2,-#$%!Q/-!',2,(*0!*!(*!
$*'*!%1'-0F*&*!*#$-'!&-(!0-$,0%b!
' !c#  -'$/&,%!&- Q*'- 5 &-!:5!'-2*#*'  M!/# -'$/&,%!&- Q*'- O &-!;5!'-2*#*' !

!

9$'$*'*&,$#(A:'+*)#,;,:$'$*'*&,<&+$*E&*-:P,O1)!20/,(-*()!.( !51)!()*4.,1)!F%̀#:!F%̀##!7!F%`###!)(!
)19(*,(31-!0!234(<0)!(-!A03,1)!24-*1)!.(!*,(921:!2030!.(*(/*03!
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0-*,/4(321)!/1-*30!0.05,9490<!9(.,0-*(!HO#S%!.430-*(!(5!2(381.1!.( !N!0!]J!9()()B!
P1!)( !1<)(3A=!4-0!/133(50/,=- !0203(-*(!.(5!.()0331551!.(!0-*,/4(321)!/1- !50)!3(0//,1-()!
0.A(3)0)B!&1- !50!91-1*(302,0:!51)!20/,(-*()!L4(!3(/,<(- !.1),) !/0.0 !.1)!
)(90-0) !24(.(- !.()03315503!0-*,/4(321)!/1-!9 +)!@3(/4(-/,0!L4(!51)!L4(!3(/,<(-!.1),) !)(90-05()B!H-!
51)!20/,(-*()!L4(!3(/,<,(31-!50!.1),) !3(/19(-.0.0 !.(!UV!96!/0.0!.1)!)(90-0)!/191!91-1*(302,0: !50!
3()24()*0!%&F!JV!@4(!9(-13!(-*3(!51)!20/,(-*()!/1-!0-*,/4(321)!21),*,A1)!L4(!(-*3(!51)!20/,(-*()!
/1-!0-*,/4(321)!-(60*,A1)B!S(!.()/1-1/( !50!,-94-16(-,/,.0.!0!50361!250K1!.(!51)!231.4/*1)!
.( !0.05,9490<B!
 

6.3 Experiencia!posterior a la comercialización 

S(!;0-!,.(-*,@,/0.1!50)!),64,(-*()!3(0//,1-()!0.A(3)0)!.430-*(!(5!4)1!21)*(3,13!0!50!0231<0/,=-!.( !51)!
231.4/*1)!.( !0.05,9490<B!$(<,.1!0!L4(!()*0)!3(0//,1-() !)( !3(213*0-!A154-*03,09(-*(!.(!
4-0!21<50/,=- !.( !*090>1!,-/,(3*1:!-1 !),( 923(!() !21),<5(!()*,903!.(!90-(30!/1-@,0<5(!
)4!@3(/4(-/,0!1!()*0<5(/(3!4-0!3(50/,=-!/04)05!/1-!50!(C21),/,=-!0!51)!231.4/*1)!0.05,9490<B!

N$:&'+$/+&,C:&'$+*/'#&'*/:.#&P,$,A(3*,/45,*,):!2(3@130/,1-()!.(5!,-*()*,-1!634()1!,-/547(-.1!
2(3@130/,1-()!0)1/,0.0)!/1-!.,A(3*,/45,*,)!7!2(3@130/,1-()!02(-.,/4503()!0)1/,0.0)!/1-!02(-.,/,*,):!
20-/3(0*,*,)!

N$:&'+$/+&,C#/#$:.#& ;  -+/)*-*+/#&,)#.,&*'*+,)# :)A*/*&'$:-* B/ P T,3(C,0!

N$:&'+$/+&,Q#<:'+SJ*.*:$#&P #-)4@,/,(-/,0!;(2+*,/0: ;(20*,*,)!

N$:&'+$/+&,)#.,&*&'#A: */A(/*':$*+ P S03/1,.1),)!

V#+<.:&*:&,J#/*C/:&3,A:.*C/:& ;  /+,#&<#-*@*-:):&,0*/-.(*)+&,T(*&'#& ;  <B.*<+&7P &03/,-190!.(!/ R5450)!
.(!G(3\(5!D/03/,-190!-(431(-.1/3,-1!.(!50!2,(5I !

N$:&'+$/+&,)#.,&*&'#A:,/#$"*+&+P,Q30)*13-1)!.()9,(5,-,K0-*()!D213!(?(9251:!-(43,*,)!=2*,/0:!)8-.319(!
.(!i4,550,- `h033RI:!0//,.(-*(!/(3(<31A0)/4503!
N$:&'+$/+&,$#&<*$:'+$*+&P H-@(39(.0.!24591-03!,-*(3)*,/,05:!,-/547(-.1!@,<31),)!24591-03:!(9<15,0!
24591-03!

G#:--*+/#&,-('E/#:&P,S8-.319(! .( !S*(A(-)!Z1;-)1-: !A0)/45,*,)!/4*+-(0:!(3,*(90!
945*,@139(:!2)13,0),)!-4(A0!1!L4(!(92(130!D*1.1)!51)!)4<*,21):!,-/547(-.1!24)*451)0!7!
20591250-*03I:!0512(/,0:!3(0//,=- !/4*+-(0 !5,/(-1,.( !

N$:&'+$/+&,":&-(.:$#&P j0)/45,*,)!),)* R9,/0:!*319<1),)!A(-1)0!231@4-.0!
!
7 INTERACCIONES FARMACOLÓGICAS!
 

7.1 Metotrexato 

%.05,9490<!;0 !),.1 !()*4.,0.1 !(- !20/,(-*()!/1-!03*3,*,)!3(490*1,.(!D%FI!L4(!3(/,<,(31-!9(*1*3(C0*1!
/1-/19,*0-*( 9(-*( !DGQWIB!%4-L4(!(5!GQW!3(.4?1!50!0203(-*(!(5,9,-0/,=-!.(!0.05,9490<: !51)!
.0*1)!-1!)46,(3(- !50!-(/(),.0.!.( !0?4)*03!50!.1),)!.( !#$%&#'®!1!GQW!!"#$,Z:$A:-+.+CK:,D.K/*-:,
01>3L78B!
 

7.2 Productos biológicos 

H-!()*4.,1)!/58-,/1)!(-!20/,(-*()!/1-!%F:!)(!;0!1<)(3A0.1!4-!90713!3,()61!. (!,-@(//,1-()!630A()!/1-!
50!/19<,-0/,=-!.(!<51L4(0.13()!.(5!QPE!/1-!0-0\,-30!1!0<0*0/(2*:!),-!<(-(@,/,1!0.,/,1-05f!T13!51!
*0-*1:!(5!4)1!.(!#$%&#'®!/1-!0<0*0/(2*!1!0-0\,-30!-1!)(!3(/19,(-.0!(-!20/,(-*()!/1-!%F !!"#$,
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9)"#$'#/-*:& ,; ,X$#-:(-*+/#&,0=343,=31178B!Q09<,R-!)(!;0!1<) (3A0.1!4-0!90713!,-/,.(-/,0! .(!
,-@(//,1-()!630A()!(-!20/,(-*()!/1-!%F!*30*0.1)!/1-!3,*4C,90<:!L4(!3(/,<,(31-!*30*09,(-*1!21)*(3,13!
/1-!4-! <51L4(0.13!.(5!QPEB!P1!;07!)4@,/,(-*(!,-@1390/,=-!)1<3(!(5!4)1!/1-/19,*0-*(!.(! #$%&#'®!7!
1*31)!231.4/*1)!<,15=6,/1)!2030!(5!*30*09,(-*1!.(!50!%F:!%T):!H%:!H&:!&e :!7!T)B!O0!0.9,-,)*30/,=-!
/1-/19,*0-*(!.(! #$%&#'®!/1-!1*31)!E%FGH!.(!13,6(-! <,15=6,/1!D213!(?(9251:!0-0\,-30!7!0<0*0/(2*I!
4!1*31)!<51L4(0.13()!.(5!QPE:!-1!)(!3(/19,(-.0!(-!@4-/, =-!.(5!21),<5(!049(-*1!.(5!3,()61!.(!
,-@(//,1-()!7!1*30)!21),<5()!,-*(30//,1-()!@0390/15=6,/0)B!
 

7.3 Vacunas de microorganismos vivos 

HA,*( (5!4)1!.(!#$%&#'® /1-! A0/4-0)!.(!9,/311360-,)91)!A,A1)!!"#$,9)"#$'#/-*:& ;  <$#-:(-*+/#&,
 0=31[78B!
 

7.4 Sustratos del citocromo P450 

O0!@1390/,=-!.(! ,)1(-K,90)! .(5!&sTU^V!24(.(!)(3!)423,9,.0!213!(5!049(-*1!.(!50)!/1-/(-*30/,1-()!
.(!/,*1L4,-0)!D213!(?(9251:!QPEα:!#ÒNI!.430-*(!50!,-@5090/,=-!/3=-,/0B!H)!21),<5(!L4(!51)!
231.4/*1) L4(!0-*061-,K0-!50!0/*,A,.0.!.(!50)!/,*1L4,-0):!*05()!/191 51)!231.4/*1)!.( 0.05,9490<:!
,-@5470-!(-!50!@1390/,=-!.(! ,)1(-K,90)! .(5!&sTU^VB!%5!,-,/,1!1!,-*(3342/,=-!.(! #$%&#'® (-!
20/,(-*()!*30*0.1)!/1-!)4)*30*1)!.(5!&sTU^V!/1-!4-!8-.,/(!*(302 R4*,/1!()*3(/;1:!)(!3(/19,(-.0!(5!
91-,*13(1!.(!51)!(@(/*1)!D213!(?(9251:!/1- !t03@03,-0I!1!50!/1-/(-*30/,=-!.(5!@+390/1!D213!(?(9251:!
/1-! /,/51)213,-0!1!*(1@,5,-0I!7!50!.1),)!,-.,A,.405!.(5!9(.,/09(-*1!24(.(!0?4)*03)(!)(6b-!)(0!
-(/()03,1B!

!
8 USO EN POBLACIONES ESPECÍFICAS!
 

8.1 Embarazo 

F()49(-!.(!3,()61) !

O1)!()*4.,1)!.,)21-,<5()!/1-!(5!4)1!.(!0.05,9490<!.430-*(!(5!(9<030K1:!-1!()*0<5(/(-!.(!90-(30!
/1-@,0<5(!4-0!0)1/,0/,=-!(-*3(!0.05,9490<!7!51)!.(@(/*1)!/1-6R-,*1)!90713()B!O1)!.0*1)!/58-,/1)!
()*+-! .,)21-,<5()!(-!50!'360-,K0/,=-!.(!H)2(/,05,)*0)!(-!#-@1390/,=-!Q(30*15=6,/0!D'Q#SIXF(6,)*31!.(!
H9<030K1 “\+'Q#$N+]:J; ” (-!94?(3()!(9<030K0.0)!0@(/*0.0)!/1-!03*3,*,)!3(490*1,.(!D%FI!1!
(-@(39(.0.!.(!&31;-!DH&I *30*0.0)!/1- 0.05,9490<B!O1)!3()45*0.1)!.(5!3(6,)*31!91)*3031-!4-0!
,-/,.(-/,0 !.(!]Vk!2030!51)!.(@(/*1)!.(!-0/,9,(-*1!90713()!/1-!(5!4)1!(-!(5!23,9(3!*3,9()*3(!.(!
0.05,9490<!(-!94?(3()!(9<030K0.0)!/1-!%F!1!H&!7!4-0!,-/,.(-/,0 !.(!c:^k!2030!51)!.(@(/*1)!.(!
-0/,9,(-*1!90713()!(-!50!/1;13*(!.(!/192030/, =-! 203(0.0!/1-!50!(-@(39(.0.B!O0!@05*0!.(!20*31-()!.(!
.(@(/*1)!.(!-0/,9,(-*1!,9213*0-*()!()!*30-L4,5,K0.130!7!50)!.,@(3(-/,0)!(-*3(!51)!63421)!.(!(C21),/,=-!
24.,(31-! ;0<(3!0@(/*0.1!50!0203,/,=-!.(!.(@(/*1)!.(!-0/,9,(-*1  0A(0!50!)(//,=-!.( ,^:'+&7,B!

%.05,9490<!)(!*30-)@,(3(!0/*,A09(-*(!0!*30AR)!.(!50!250/(-*0!.430-*(!(5!*(3/(3!*3,9()*3(!.(5!(9<030K1!
7!24(.(!0@(/*03!50!3()24()*0!,-94-,*03,0!. (5!<(<R!(C24()*1!*/ ,( '#$+ 0"#$,D+/&*)#$:-*+/#&,-.K/*-:&7B!H-!
4-!()*4.,1!.(!.()0331551!2(3,-0*05!(9<3,1-03,1`@(*05!3(05,K0.1!(-!91-1)!/,-191561):!-1!)(! 1<)(3A031-!
.0>1)!@(*05()!-,!905@1390/,1-()!/1-!50!0.9,-,)*30/,=-!,-*30A(-1)0!.(!0.05,9490<!.430-*(!50!
1360-16R-(),)!7!21)*(3,139(-*(!(-!50!6()*0/,=-:!0!.1),)!L4(!231.4?(31-!(C21),/,1-()!;0)*0!
0231C,90.09(-*(![c[!A(/()!50!.1),)!9 +C,90!3(/19(-.0.0! (-!(5!;490 - 1!D$GFn I!.(!UV!96!
)4</4*+-(1)!),-!9(*1*3(C0*1!0A(0!50!)(//,=-!.( ,^:'+&7B!

S(!.()/1-1/(!(5!3,()61!.(!0-*(/(.(-*()!()*,90.1!.(!.(@(/*1)!/1-6 R-,*1)!90713()!7!0<13*1!()21-*+-(1!
(-! 50)!21<50/,1-()!,-.,/0.0)B!Q1.1)!51)!(9<030K1)!*,(-(-!4-!3,()61!.(!0-*(/(.(-*()!.(!.(@(/*1)!.(!
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-0/,9,(-*1:! 0<13*1)!4!1*31)!3()45*0.1)!0.A(3)1)B!H-!50!21<50/,=-!6(-(305!.(!51)!H)*0.1)!e-,.1):!(5!
3,()61!.(!0-*(/(.(-*()!()*,90.1!.(!.(@(/*1)!.(!-0/,9,(-*1!9071 3()!7!0<13*1!()21-*+-(1!(-!
(9<030K1)!/58-,/09(-*(!3(/1-1/,.1) :!()!.(5!J `Uk!7!.(5!]^ `JVk:!3()2(/*,A09(-*(B!

&1-),.(30/,1-()!/5 8-,/0) !

G*#&C+ ,#AJ$*+/:$*+_@#':. ;,A:'#$/+, :&+-*:)+,:,.:,#/@#$A#):) !

O1)!.0*1)!24<5,/0.1)!)46,(3(-!L4(!(5!3,()61!.(!3()45*0.1)!0.A(3)1)!(-!(5!(9<030K1!(-!94?(3()!/1-!%F!
1!(-@(39(.0.!,-@5090*13,0!,-*()*,-05!DH##I:!)(!0)1/,0!/1-!4-!049(-*1!.(!50!0/*,A,.0.!.(!50!(-@(39(.0.B!
O1)!3()45*0.1)!0.A(3)1)!.(5!(9<030K1!,-/547(-!203*1!23(90*431!D0-*()!.(!50)![c!)(90-0)!.(!
6()*0/,=-I :!<(<R)!/1-!<0?1!2()1!05!-0/(3!D9(-1)!.(!J^VV!6I!7!<(<R)!2(L4(ñ1)!2030!50!(.0.!6()*0/,1-05!
05!-0/(3B!

G#:--*+/#&,:)"#$&:&,@#':.#&_/#+/:':.#&!

O1)!0-*,/4(321)!91-1/51-05()!)(!*30-)213*0-!0!*30AR)!.( !50!250/(-*0:!/0.0!A(K!9+)!0!9(.,.0!
L4(!0A0-K0!(5!(9<030K1:!/1-!50!90713!/0-*,.0.!*30-)@(3,.0!.430-*(!(5!*(3/(3!*3,9()*3(!D"#$,.:,&#--*B/,
)#,^:'+&7B!$(<(- !/1-),.(303)( !51)!3,()61)!7!<(-(@,/,1)!0-*()!.(!0.9,-,)*303 !A0/4-0)!.(!
9,/311360-,)91)!A,A1)!1!0*(-40.1)!0!50/*0-*()!(C24()*1)!0!231.4/*1)!.(!0.05,9490<!*/ ,( '#$+,!"#$,
I&+,#/,<+J.:-*+/#&,#&<#-K@*-:&,065=78B!

$0*1)!

^:'+&, #/,Q(A: /+&!

e- !3(6,)*31!231)2(/*,A1!.( !50!/1;13*(!.(! (C21),/,=-! .430-*(!(5!(9<030K1!3(05,K0.1!213!50!'Q#SX!
\+'Q#$N+]:J; !(-! 51)!H)*0.1)!e-,.1)!7!&0-0. +!(-*3(!JVVU!7!JV]N:!/19203=!(5!3,()61!.( !.(@(/*1)!
90713()!.(!-0/,9,(-*1!(- !<(<R)!-0/,.1)!A,A1)!.(!JJ]!94?(3() !DN_!%F:!]^J !H&I!
*30*0.1)!/1- !0.05,9490<!.430-*(!(5!23,9(3!*3,9()*3(!7!]VN!94?(3()!DcU!%F:![J !H&I!-1 !*30*0.0)!/1-!
0.05,9490<B!

O0!/0- *,.0. !.( !.(@(/*1)!90713()!.(!-0/,9,(-*1!(-*3( !51)!50/*0-*()!-0/,.1)!A,A1)!(-!
50)!/1;13*() !*30*0.0)!7!-1!*30*0.0)!/1-!0.05,9490<!@4(!.(5!]Vk !D%F!Y:ck:!H&!]V:^kI!7 !.(5!
c:^k !D%F!N:Yk:!H&!_:UkI:!3()2(/*,A09(-*(B!O0!@05*0!.( !20*31-()!.(!.(@(/*1)!.(!
-0/,9,(-*1 !,9213*0-*()!()!*30-L4,5,K0.130!7!50)!.,@(3(-/,0)!(-*3(!51)!63421)!.(!(C21),/,=- !24(.(-!
;0<(3!0@(/*0.1!50!0203,/,=- !.( !.(@(/*1)!.(!-0/,9,(-*1B !H)*(!()*4.,1 !-1!24(.( !()*0<5(/(3!.(!90-(30!
@,0<5(!),!(C,)*(!4-0!0)1/,0/,=-!(-*3(!0.05,9490<!7!51)!.(@(/*1)!/1-6R-,*1)!90713()!.(<,.1!0 !50)!
5,9,*0/,1-()!9(*1.15 =6,/0)!.(5!3(6,)*31:!,-/547(-.1!(5!*090>1!2(L4(>1!.(!50!94()*30:!50!-0*4305(K0!
A154-*03,0!.(5!()*4.,1!7!(5!.,)(>1!-1!05(0*13,K0.1B!

H-!4- !()*4.,1 !/58-,/1!,-.(2(-.,(-*( !3(05,K0.1!(- !.,(K!94?(3()!(9<030K0.0)!/1-!H##!*30*0.0)!/1-!
0.05,9490<:!)(!9,.,(31-!50)!/1-/(-*30/,1-()!.(!0.05,9490<!(-! (5!)4(31!90*(3-1:!0)8!
/191 !(- !)0-63(!.(5!/13.=-!49<,5,/05!D-p]VI!7!(5!)4(31!,-@0-*,5!D-pYI!(5!.80!.(5!-0/,9,(-*1B!O0!
b5*,90!.1),)!.(!0.05,9490<!)(!0.9,-,)*3 =!(-*3(!] !7!^N!. 80)!0-*()!.(5!203*1B!O0)!/1-/(-*30/,1-()!.(!
0.05,9490<!@4(31-!.(!V:]Ǹ]_:c!9/6X95!(- !)0-63(!.(5!/13.=-!49<,5,/05:!.(!U:JỲ ]c:c!
9/6X95!(- !)4(31!,-@0-*,5!7!.(!V`]N:]!9/6X95!(- !)4(31!90*(3-1B!H-!*1.1)!51)!/0)1) !9(-1)!(-!
4-1:!50!/1-/(-*30/, =-!.( !0.05,9490<!(-!)0-63( !.(5!/13.=-!49<,5,/05!@4(!90713!L4(!50!/1-/(-*30/, =-!
)R3,/0!90*(3-0:!51!L4(!)46,(3(!L4(!(5!0.05,9490<!0*30A,()0!0/*,A09(-*(!50!250/(-*0B!%.(9 +):!
4- !50/*0-*(!*(-80!/1-/(-*30/,1-()!) R3,/0)!(-!/0.0 !4-1!.(! 51)!*,(921)!),64,(-*()a!N!)(90-0)!D]:_U!
9/6X95I:!c!)(9 0-0)!D]:[]!9/6X95I: !Y!)(90-0)!DV:_[!9/6X95I!7!]] !)(90-0)!DV:^[!9/6X95I:!51!L4(!
)46,(3(!L4(!)(!24(.( !.(*(/*03!0.05,9490<!(-!(5!)4(31!.( !51)!50/*0-*()!(C24()*1)!(-! */,( '#$+,.430-*(!05!
9(-1) ![!9()() !.().(!(5!-0/,9,(-*1B !

^:'+&, #/ ,:/*A:.#& !
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H-!4- !()*4.,1!.(!.()0331551!2(3,-0*05!(9<3,1-03,1̀@(*05:!50)!91-1)!
/,-191564)!(9<030K0.0)!3(/,<,(31-!0.05,9490<!.().(!51)!. 80)!JV!0!_c!.(!6()*0/, =- !(- !.1),)!L4(!
231.4?(31-!(C21),/,1-()!;0)*0![c[ !A(/()!L4(!50)!51630.0)!/1-!50!$GFn !),-!9(*1*3(C0*1!D)1<3(!4-0!
<0)(!.(5!+3(0!)1<3(!50!/43A0!D%e&I!/1- !.1),) !#j !90*(3-0)!.(!;0)*0!]VV!96X\6X)(90-0IB!
%.05,9490<!-1!231A1/=!.0>1)!1!905@1390/,1-()!(-!51)!@(*1)!B!
 

8.2 Lactancia 

F()49(-!.(!3,()61) !

O1)!.0*1)!5,9,*0.1)!.(!51)!3(213*()!.( !/0)1)!.( !50!5,*(30*430!9R.,/0! 24<5,/0.0:!.()/3,<(-!50!23()(-/,0!
.( !0.05,9490<!(- !50!5(/;(!;490-0 !(-!-,A(5()!.(! .1),)!,-@0-*,5()!.(!V:]!0!]k!.(!50!/1-/(-*30/, =-!
)R3,/0!90*(3-0B!O1)!.0*1)!24<5,/0.1)!)46,(3(-!L4(!)( !()2(30!L4(!50!(C21),/,=- !),)*R9,/0 !0!4-!50/*0-*(!
09090-*0.1 !)(0!<0?0:!.(<,.1!0!L4(! 0.05,9490<!()!4-0 !915R/450!630-.( !7!)( !.(630.0!(-!(5!*30/*1!
60)*31,-*()*,-05B!S,-!(9<0361:!)( !.()/1-1/(- !51)!(@(/*1)!.( !50!(C21),/,=- !51/05!(-!(5!*30/*1!
60)*31,-*()*,-05B!P1!;07!3(213*()!.( !(@(/*1)!0.A(3)1)!.(!51)!231.4/*1)!.(!0.05,9490<!(-!(5 !50/*0-*(!
09090-*0.1!7 !-1!;07 !(@(/*1)!)1<3(!50!231.4//,=-!.( !5(/;(B!O1)!<(-(@,/,1)!2030!(5!.()0331551!7!50!
)054.!.(!50!50/*0-/,0!90*(3-0!.(<(-!/1-),.(303)(!?4-*1!/1- !50!-(/(),.0.!/5 8-,/0 !.( !50!90.3( !.(! 3(/,<,3!
#$%&#'®:!0)8!/191! /405L4,(3!21),<5(!(@(/*1!0.A(3)1!.(!#$%&#' ®!(-!(5!-,>1!09090-*0.1!1!213!
50!/1-.,/, =-!90*(3-0!)4<70/(-*(B!
!

8,4 Uso pediátrico 

O0!)(643,.0.!7!(@,/0/,0!.(! #$%&#'®!;0 !),.1!()*0<5(/,.0!2030a!
• F(.4//, =-!.(!51)!),6-1)!7 !)8-*190)!.(!50!%#Z!215,03*,/4503!.(!91.(30.0!0!630A(!0/*,A,.0.:!(-!

20/,(-*()!2(., +*3,/1)!.(!J!0>1)!.( !(.0.!7 !90713()B!
• H5!*30*09,(-*1!.(!50!(-@(39(.0.!.(!&31;-!91.(30.0!0!630A(9(-*(!0/*,A0!(-!20/,(-*()!

2(., +*3,/1)!.(!N!0>1)!.( !(.0.!7 !90713()B!

e-0!(A0540/,=-!2(., +*3,/0!.(94()*30 !L4(!#$%&#'M!()!)(6431!7!(@,/0K!2030!51)!20/,(-*()!
2(., +*3,/1)!(-! 50)!,-.,/0/,1-()! 2030!50)!/405()!;0!),.1!0231<0.0!neG#F%!D0.05,9490<IB!S,-!
(9<0361:!#$%&#'®!-1!()*+!0231<0.1!2030!*05() !,-.,/0/, 1-() !.(<,.1!0!50!(C/54),A,.0.!.(!
/19(3/,05,K0/,=-! L4(!(C,)*(!2030!neG#F%!D0.05,9490<IB!

$(<,.1 !0!)4!,-;,<,/, =-! .(5!QPEu:!51)!231.4/*1)!.(!0.05,9490<!0.9,-,)*30.1) !.430-*(!(5!(9<030K1!
21.380-!0@(/*03!50!3()24()*0!,-94-,*03,0!(-!(5!3(/,R-!-0/,.1!7 !(5!<(<R!(C24()*1)!*/,('#$+B!O1)!.0*1)!.(!
1/;1 !50/*0-*()!(C24()*1)!0!0.05,9490<!*/,('#$+!)46,(3(-!L4(!0.05,9490<!/34K0!50!250/(-*0!dA(3!I&+,
#/,<+J.:-*+/#&,#&<#-K@*-:&,063178B!S(!.()/1-1/( !50!,9213*0-/,0!/58-,/0!.(!50)!/1-/(-*30/,1-()!
(5(A0.0)!.(!0.05,9490<!(- !50/*0-*()B!S(!.()/1-1/( !50!)(643,.0. !.(!0.9,-,)*303 !A0/4-0)!.(!
9,/311360-,)91)!A,A1)!1!0*(-40.1)!(-!<(< R)!(C24()*1)B!O1)!3,()61)!7!<(-(@,/,1)!.(<(- !/1-),.(303)(!
0-*()!.(!A0/4-03!0!51)!<(<R)!(C24()*1)!D/1-!A0/4-0)!.(!9,/311360-,)91)! A,A1)!1!0*(-40.1)IB!

S(!;0-!3(213*0.1!/0)1)!.( !5,-@190!.()24 R)!.(!50!/19(3/,05,K0/,=-: !,-/547(-.1 !5,-@190!
;(20*1()25R-,/1!.(!/ R5450)!Q!7!1*30)!-(1250),0)!905,6-0):!0564-0)!913*05():!(-!-,>1):!0.15()/(-*()!7!
0.45*1)!?=A(-()!L4(!3(/,<,(31-!*30*09,(-*1!/1-!<51L4(0.13()!.(5!QPE:!,-/54,.1)!51)!231.4/*1)!
.( !0.05,9490<!!"#$,9)"#$'#/-*:&,; ,<$#-:(-*+/#&,0=3>78B!

%3*3,*,)!,.,12+*,/0!?4A(-,5!

H-!(5!()*4.,1!Z#%̀#:!)(!.(91)*3=!L4(!!0.05,9490<!3(.4/(!51)!),6-1)!7!)8-*190)!.(!
50!%#Z!215,03*,/4503!0/*,A0!(- !20/,(-*()!.( !U!0!]c!0>1)!.(!(.0. !!"#$,%&'()*+&,D.K/*-+&,0123>78B!H-!(5!
()*4.,1!Z#%̀##:!(5!2(3@,5!.(!)(643,.0.!.(!51)!20/,(-*()!.(!J!0 !oU!0>1)!.( !(.0. !@4(!),9,503!05!2(3@,5!.(!
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)(643,.0.!.(!51)!20/,(-*() !.(!U!0!]c!0>1)!.(!(.0.!/1-! %#Z!215,03*,/4503!!"#$,G#:--*+/#&,
9)"#$&:&,0H3178B!O1)!231.4/*1)!.(!0.05,9490<!-1!)(!;0-!()*4.,0.1 !(- !20/,(-*()!/1-! %#Z!215,03*,/4503!
9(-13()!.( !J!0>1)!.(!(.0. !-, !(-!20/,(-*()!/1- !4- !2()1!,-@(3,13!0!]V!\6B!

O0!)(643,.0.!.(5!0.05,9490<!(-!51)!20/,(-*()!.( !51)!()*4.,1 )!.(! %#Z!215,03*,/4503!@4(!
6(-(3059(-*( !),9,503!0!50!1<)(3A0.0!(- !0.45*1):!/1-!/,(3*0)!(C/(2/,1-() !!"#$,G#:--*+/#&,
9)"#$&:&,0H3178B!

O0!)(643,.0. !7!50!(@,/0/,0!.(!51)!231.4/*1)!.(!0.05,9490<!-1! ;0!),.1! ()*0<5(/,.0!(- !20/,(-*()!
2(., +*3,/1)!/1-!%#Z!9(-13()!.( !J!0>1)!.(!(.0.B!

H-@(39(.0.!.(!&31;-!2(., +*3,/0!

O0!)(643,.0. !7!50!(@,/0/,0!.(!51)!231.4/*1)!.(!0.05,9490<!2030!(5!*30*09,(-*1!.(!50!(-@(39(.0.!.(!
&31;-!91.(30.0!0!630A(9(-*(!0/*,A0:!;0!),.1!()*0<5(/,.0 !(- !20/,(-*()!2(., +*3,/1)!.(!N!0>1)!
.( !(.0. !7!90713()B!H5!4)1!.(!231.4/*1)!.( !0.05,9490<!2030!()*0!,-.,/0/,=-!()* +!
3()205.0.0!213!234(<0)!.(!()*4.,1)!0.(/40.1)!7!<,(-! /1-*3150.1)!(- !0.45*1):!/1-!.0*1)!0.,/,1-05()!
.( !4- !()*4.,1 !/58-,/1!05(0*13,K0.1:!.1<5(!/,(61!7!.(!^J!)(90-0)!.(!.430/,=-: !/1-! .1) !/1-/(-*30/,1-()!
.( !.1),)!.( !0.05,9490<!(-!]_J !20/,(-*()!2(., +*3,/1)!D.(!N!0!]c!0>1)!.(!(.0.I !!"#$,G#:--*+/#&,
9)"#$&:&,0H3173,Z:$A:-+.+CK:,-. K/*-: ,01>3>3,1>3L73,%&'()*+&,-.K/*-+&,0123H78B!H5!2(3@,5!.(!3(0//,1-() !
0.A(3)0)!(-!20/,(-*() !.(!N!0!]c!0>1)!.( !(.0. !@4(!),9,503!05!.(!51)!0.45*1)B!

O0!)(643,.0. !7!50!(@,/0/,0!.(!51)!231.4/*1)!.(!0.05,9490<!-1! ;0!),.1!()*0<5(/,.0 !(- !20/,(-*()!
2(., +*3,/1)!/1-!(-@(39(.0.!.(!&31;-!9(-13()!.( !N!0>1)!.(!(.0.B!
 

8.5 Uso geriátrico 

e- !*1*05!.(!^]_ !20/,(-*() !/1-!%F!.( !N !̂0>1)!.( !(.0.! 7!90713():!,-/547(-.1 !]Vc!20/,(-*()!.(!
c^!0>1)!.( !(.0. !7!90713():!3(/,<,(31-!0.05,9490<!(-!51)!()*4.,1)!/58-,/1)!F% `#!0!#j!
P1!)( !1<)(3A=!-,-64-0!.,@(3(-/,0!651<05!(-!50!(@(/*,A,.0.!(-*3(!()*1)!20/,(-*()!7!51)!20/,(-*()!9 +)!
?=A(-()B!O0!@3(/4(-/,0!.(!,-@(//,=-!630A(!7!905,6-,.0. () !(-*3(!51)!20/,(-*() !*30*0.1)!/1-!
0.05,9490<!.(!N^!0>1)!.( !(.0.!7!90713() :!@4(!90713!L4(!2030!51)!9(-13()!.(!N^!0>1)!.(!(.0.B!S(!
.(<(-!/1-),.(303 !51)!<(-(@,/,1)!7!3,()61)!.(!#$%&#'®!(- !20/,(-*() !90713()!.(!N^!0>1)B!H-!51)!
20/,(-*() !*30*0.1)!/1-! #$%&#'®:!)(!.(<(! A,6,503!.(!/(3/0!(5!.()0331551!.(!0564-0!,-@(//,=- !1!
905,6-,.0. !!"#$,9)"#$'#/-*:&,; ,<$#-:(-*+/#&,0=313,=3>78B!
!
10 SOBREDOSIFICACIÓN 

S(!;0- !0.9,-,)*30.1 !.1),)!.( !;0)*0!]V!96X\6!0!20/,(-*() !(- !51)!()*4.,1 )!/58-,/1) :!),-!(A,.(-/,0!
.( !*1C,/,.0. !5,9,*0-*(!.( !50!.1),)B!H-!/0)1!.(!)1<3(.1),@,/0/,=-:!)(!3(/19,(-.0 !L4(!
(5!20/,(-*( !)(0!91-,*13(0.1!2030!A,6,503!/405L4,(3!),6-1!1!)8-*190!.( !3(0//,1-()!0.A(3)0) !1!(@(/*1)!(!
,-)*,*4,3)(!,-9(.,0*09(-*(! (5!*30*09,(-*1!),-*19+*,/1!02312,0.1B!

!
11 DESCRIPCIÓN!

%.05,9490<̀ 00/@!()!4- !<51L4(0.13!.(5!@0/*13!.(!-(/31),)!*491305B!%.05,9490<`00/@!()!
4- !0-*,/4(321!91-1/51-05!;490-1!3(/19<,-0-*( !.(!50!#6i] !/3(0.1!9(.,0-*(!*(/-1516 80!.(!
(C21),/,=-!.(!@061):!L4(!.0!/191!3()45*0.1!4-!0-*,/4(321!/1- !3(6,1-()!A03,0<5()!.(!/0.(-0!5,6(30!7!
2()0.0!!7!3(6,1-() !/1-)*0-*() !.(! #6i]a\!;490-0)B! %.05,9490<̀ 00/@!)( !231.4/( !9(.,0-*( !*(/-151680!
.(!%$P !3(/19<,-0-*( !(-!4- !),)*(90!.(!(C23(), =-!.(!/ R5450)!.(!9098@(31)!D1A03,1!.(!; +9)*(3!/;,-1!
D&n'II!7 !)( !243,@,/0!9(.,0-*(!4- !231/()1!L4(!,-/547(!20)1)!()2(/ 8@,/1)!.(!,-0/*,A0/,=-!A,305!7!
(5,9,-0/, =-B!&1-)*0!.(!][[V!09,-1 +/,.1)!7 !*,(-(!4- !2()1!915(/4503!.(!0231C,90.09(-*(!]UY!
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\,51.05*1-)B!

O0!)154/,=-!,-7(/ *0<5(!.(! #$%&#'M!D0.05,9490<̀ 00/@I!)( !)49,-,)*30!/191 !4-0!)154/,=-!()* R3,5!7!),-!
/1-)(3A0.13()!2030!50!0.9,-,)*30/,=-!)4</4*+-(0B!H5!9(.,/09(-*1 !)(!)49,-,)*30!/191!4-0 !T5490!
23(55(-0.0!.(!.1),)! b-,/0!D#$%&#'M!T(-I!1!/191 !4-0!?(3,-60!.(!A,.3,1!23(55(-0.0!/1- !] !95!.( !.1),)!
b-,/0 B!$(-*31!.( !50!T5490!;07!4-0!?(3,-60!.(!A,.3,1!23(55(-0.0!/1- !]!95!.(!.1),)! b-,/0B!O0!)154/,=-!
.(! #$%&#'®!()!/5030!(!,-/15130!0!0903,551!2+5,.1:!/1- !4-!2n!.(!0231C,90.09(-*(!^:JB!

&0.0!?(3,-60!23(55(-0.0!.(!UV!96XV:Y!95!1!T5490!23(/0360.0!)49,-,)*30!V:Y!95!DUV!96I!.(5!
9(.,/09(-*1B!&0.0 !V:Y!95!.(! #$%&#'®!/1-*,(-( - !0.05,9490<̀ 00/@!DUV!96I!7!+/,.1!0/ R*,/1!650/,05!
DV:^!96I:!*3(;051)0!D^U:Y!96I:!215,)13<0*1!YV!DV:Y!96I:!/513431!.(!)1.,1!DJ:[!96I!7!0640!,-7(/*0<5(B!H5!
;,.3 =C,.1!.(!)1.,1!)(!0>0.(! 2030!0?4)*03!(5!2nB!

!
12 FARMACOLOGÍA CLÍNICA!
 

12.1 Mecanismo de Acción 

O1)!231.4/*1)!.(!0.05,9490<!)(!4-(-!()2(/ 8@,/09(-*(!05!QPÈ05@0!7!<51L4(0-!)4!,-*(30//, =-!
/1- !51)!3(/(2*13()!.(5!QPE!(-! 50!)42(3@,/,(!/(54503!2^^!7!2c^B!O1)!231.4/*1)!.(!0.05,9490<!*09<,R-!
5,)0-!50!)42(3@,/,(!.(5!QPE!(C23()0-.1!/R5450)!*/,"*'$+!(- !23()(-/,0 !.( !/1925(9(-*1B!O1)!231.4/*1)!
.(!0.05,9490< !-1!)(!4-(-!-, !,-0/*,A0-!0!50!5,-@1C,-0!DQPÈ<(*0IB!H5!QPE!()!4-0!/,*1/,-0!-0*4305!
L4(!203*,/,20!(- !50)!3()24()*0)!,-@5090*13,0)!(!,-94-,*03,0)!-13905()B!O0)!/1-/(-*30/,1-()!
(5(A0.0)!.(5!QPE!)(!(-/4(-*30- !(-!(5!58L4,.1!),-1A,05!.(!51)!20/,(-*()!/1-!%F: !%#Z:!%T)!7!H%!
7!?4(60-!4- !202(5!,9213*0-*(!*0-*1!(-!50!,-@5090/,=-!20*15=6,/0!/191 !(-!50!.()*34//, =-!03*,/4503!L4(!
)1-!/030/*(38)*,/0)!.,)*,-*,A0)!.(!()*0) !(-@(39(.0.()B!O0)!/1-/(-*30/,1-()!(5(A0.0) !.(5!QPE!*09<,R-!
)(!(-/4(-*30- !(- !50)!250/0)!.(!2)13,0),)B!H-!T):!(5!*30*09,(-*1!/1-!#$%&#'®!24(.(!3(.4/,3!
(5!()2()13!(2,. R39,/1!7!50!,-@,5*30/,=- !.( !/ R5450)!,-@5090*13,0)B!S(!.()/1-1/( !50!3(50/,=-!
(-*3(!()*0)!0/*,A,.0.()!@0390/1.,-+9,/0)!7 !51)!9(/0-,)91) !213!51)!/405()!51)!231.4/*1)!/1-!
0.05,9490<!(?(3/(-!)4)!(@(/*1)!/58-,/1)B!

O1)! 231.4/*1)! .(! 0.05,9490<! *09<,R-! 91.450-! 50)! 3()24()*0)! <,15=6,/0)! L4(! )1-! ,-.4/,.0)!
1!3(6450.0)!213! (5!QPE:! ,-/547(-.1! / 09<,1)!(-! 50)!/1-/(-*30/,1-() !.(! 915 R/450)! .(! 0.;(), =-!
3()21-)0<5()!.(!50!9,630/,=-!.(! 51)!5(4/1/,*1)!DHO%G̀]:!j&%G `]:!(!#&%G`]!/1-!4-!#&^V !.(!] `J!W!
]V-10!GIB!
 

12.2 Farmacodinamia 

$()24 R)!.(5!*30*09,(-*1!/1-!0.05,9490<:!)(!1<)(3A=!4-0!.,)9,-4/, =- !(- !50)!
/1-/(-* 30/,1-() !.( !)4)*0-/,0)!3(0/*,A0)!.( !50!@0)(!064.0!.( !,-@5090/,=-!D231*(8-0!&!3(0/*,A0!dT&Fv!7!
*0)0!.(!)(.,9(-*0/, =-!(3,*31/,*03,0!dHSFvI!0)8!/191!.( !/,*1L4,-0)!)R3,/0)!D#ÒNI:!(-!/192030/, =- !/1-!
(5!A0513!<0)05!(-!20/,(-*()!/1-!03*3,*,)!3(490*1,.(B!Q09<,R-!)( !1<)(3A=!4-0!.,)9,-4/, =- !(- !50)!
/1-/(-*30/,1-()!.( !T&F!(- !20/,(-*()!/1-!(-@(39(.0.!.(!&31;-!7!/15,*,)!45/(31)0B!$()24 R)!.(!50!
0.9,-,)*30/, =-!.(!0.05,9490<! *09<,R-!.,)9,-47(31-! 50)!/1-/(-*30/,1-()! )R3,/0)!.( !50)!
9(*051231*(,-0)0)!.(!90*3,K!DGGT̀]!7!GGT `[I :!L4(!231.4/(- !3(91.(50/, =- !*,)4503!3()21-)0<5(!.(!50!
.()*34//, =-!.(5!/03*85061B!
!

12.3 Farmacocinética 

O0!@0390/1/,-R*,/0!.( !0.05,9490<!@4(!5,-(05!(-!(5!30-61!.(!.1),)!.(!V:^!0!]V!96X\6!.()24R)!.(!50!
0.9,-,)*30/, =- !.(! 4-0!)150!.1),) !,-*30A(-1)0!D51)!231.4/*1)!.(!0.05,9490<!-1!()*+- !0231<0.1)!2030!
)4!4)1!,-*30A(-1)1IB!$()24R)!.( !50!0.9,-,)*30/,=-!)4</4*+-(0!.( !JV:!UV!7!YV!96!
/0.0 !.1) !)(90-0) !7!/0.0 !)(90-0:!50)!/1-/(-*30/,1-()!9(.,0)!.(!0.05,9490<!(-!)4(31!
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(- !()*0.1!()*0/ ,1-03,1!049(-*031-!0231C,90.09(-*(!231213/,1-059(-*(!/1- !50!.1),)!(-!20/,(-*()!/1-!
%FB!O0!A,.0!9(.,0! *(39,-05!(-!2319(.,1! @4(!.(!0231C,90.09(-*(!J !)(90-0):!A03,0-.1!.(!]V!0!JV!
. 80)!(-!*1.1)!51)!()*4.,1)B!O1)!)4?(*1)!)0-1) !7!51)!20/,(-*()!/1- !%F!91)*3031-!4-0!@0390/1/,-R*,/0!
),9,503!.(!0.05,9490<B!

S(!()*,90!L4( !50!(C21),/,=- !0!0.05,9490<!(-!20/,(-*()!*30*0.1)!/1- !YV!96!/0.0!.1)!)(90-0) !() !
/192030<5(!0!50!.( !20/,(-*()!*30*0.1)!/1- !UV!96!/0.0!)(90-0B!

%<)13/,=- !

O0!<,1.,)21-,<,5,.0.!0<)154*0!2319(.,1 !.( !0.05,9490<!.()24 R)!.( !50!0.9,-,)*30/,=-!.(!
4-0!.1),) !b-,/0 !)4</4*+-(0 !.(!UV!96!@4(!.(!NUkB!H5!*,(921!9(.,1!2030!05/0-K03!50!/1-/(-*30/,=-!
9 +C,90!@4(!.(!^:^!. 80)!D][] !w!^N!;130)I!7!50!/1-/(-*30/,=-!) R3,/0!9+C,90!@4(!.(!U:c!w!
]:N!9/6X9O!(-!)4?(*1)!)0-1) :!.()24 R)!.( !4-0!)150!0.9,-,)*30/, =- !)4</4*+-(0!.(!UV!96!
.( !0.05,9490<B!

$,)*3,<4/,=- !

H5!A1549(-!.(!.,)*3,<4/,=-!DjSSI!A03,=!.(!U:c!0!N:V!O!.()24R)!.(!50!0.9,-,)*30/, =-!,-*30A(-1)0!.(!
.1),)!L4(!1)/,5031-!(-*3(!V:J^!7!]V!96X\6!(-!20/,(-*()!/1-!%FB !

H5,9,-0/,=- !

O0!@0390/1/,-R*,/0!.( !4-0!.1),) !b-,/0 !.( !0.05,9490<!(- !20/,(-*() !/1-!%F !)(!.(*(39,- =!(-!A03,1)!
()*4.,1) :!/1-!.1),)!,-*30A(-1)0)!L4(!1)/,50<0-!(-*3(!V:J^!7!]V!96X\6B!H5!0/50309,(-*1!
),)*R9,/1 !.( !0.05,9490<!()!.(!0231C,90.09(-*( !]J !95X;B!H-!()*4. ,1)!0!50361!250K1!
/1- !0.9,-,)*30/,=-!.(5!9(.,/09(-*1!.430-*(!9+)! .(! .1)!0>1):!-1!)(!1<)(3A031-!
/09<,1) !(- !(5!0/50309,(-*1!0!51!50361!.(5!*,(921!(-!51)!20/,(-*() !/1-!%FB!

T1<50/,=-!.(!20/,(-*() !

9$'$*'*&,$#(A:'+*)#,;,#&<+/)*.*'*&,:/T(*.+&:/'#P,H-!20/,(-*() !L4(!3(/,<,(31-!UV!96!.(!0.05,9490<!
/0.0!.1)!)(90-0):!50)!/1-/(-*30/,1-()!9(.,0)! (-!()*0.1!()*0/,1-03,1! .(!0.05,9490< :!@4(31-!.(!
0231C,90.09(-*(!^!9/6X95!7!.(!Y!0!_!9/6X95:!),- !7!/1-!*30*09,(-*1!/1-/19,*0-*(!/1-!GQW:!
3()2(/*,A09(-*(B!O0)!/1-/(-*30/,1-()!.(!0.05,9490< !(-!(5!58L4,.1!),-1A,05!.(!/,-/1!20/,(-*()!/1-!
03*3,*,)!3(490*1,.(:!1)/,5031-!(-*3(!(5![]!7!(5!_Nk!0!50!1<)(3A0.0!(-!(5!)4(31!.(!
51)!20/,(-*()B!O0!@0390/1/,-R*,/0!.( !0.05,9490<!(- !20/,(-*()!/1-!H%!@4(!),9,503!0!50!.(! 51)!20/,(-*()!
/1-!%FB!

9$'$*'*&,<&+$*E&*-:a!H-!20/,(-*()!L4(!3(/,<,(31-!UV!96!/0.0 !.1)!)(90-0):! (5!2319(.,1!.(! 50)!
/1-/(-*30/,1-()!.(!0.05,9490<!(-! (5!()*0.1!()*0/,1-03,1!@4(31-!.(!N!0!]V!9/6X95!7!.(!Y:^!0!
]J !9/6X95:!),-!7!/1-!*30*09,(-*1!/1-/19,*0-*(!/1-!GQW:!3()2(/*,A09(-*( B!

X&+$*:&*&,#/,<.:-:a!H5!2319(.,1!.(!50)!/1-/(-*30/,1-() !.( !0.05,9490<!(-! (5!()*0.1!()*0/,1-03,1:!@4(!
.(!0231C,90.09(-*(!^!0!N!9/6X95!.430-*(!(5!*30*09,(-*1!.(!UV!96!.(!0.05,9490<!/0.0!.1)!)(90-0)B!

%/@#$A#):),)#,D$+Q/,#/,:)(.'+&P,O0)!/1-/(-*30/,1-() !9(.,0)!.(!0.05,9490< !@4(31-!.(!
0231C,90.09(-*(!]J !9/6X9O!(-!50!S(90-0 !J!7!50!S(90-0 !U!.()24 R)!.(!3(/,<,3!]NV!96!(- !50!
S(90-0 !V:!)(64,.1!.(!YV!96 !(- !50!S(90-0 !JB!H5!2319(.,1!.(!50)!/1-/(-*30/,1-()! (-!(5!()*0.1!
()*0/,1-03,1!@4(31-!.(!c!9/6X9O!(-!50!S(90-0 !JU!7!(-!50!S(90-0 !^N!.430-*(!(5!*30*09,(-*1!/1-!UV!
96! .(! 0.05,9490<!/0.0!.1) !)(90-0)B!

D+.*'*&,I.-#$:'*":,#/,9)(.'+& a!H5!2319(.,1!.(!50)!/1-/(-*30/,1-() !.(! 0.05,9490<!@4(31-!.(!
0231C,90.09(-*(!]J !9/6X9O!(-!50!S(90-0 !J!7!50!S(90-0 !U!.()24 R)!.(!3(/,<,3!]NV!96!(- !50!
S(90-0 !V:!)(64,.0)!.(!YV!96!(- !50!S(90-0 !JB!O0)!/1-/(-*30/,1-()!(-!(5!()*0.1!()*0/,1-03,1!@4(31-!.(!
0231C,90.09(-*(!Y!9/6X95!7!]^!9/6X95!(-!50!S(90-0 !^J:!.()24 R)!.(!3(/,<,3!4-0!.1),)!.(! UV!96!.(!
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0.05,9490<!/0.0!.1) !)(90-0)!7 !UV!96!/0.0!)(90-0:!3()2(/*,A09(-*(B !
!
H@(/*1)!.(!51)!0-*,/4(321)!/1-*30!(5!9(.,/09(-*1 !)1<3(!50!@0390/1/,-R*,/0!

9$'$*'*&,$#(A:'+*)#P,S(!,.(-*,@,/=!4-0!*(-.(-/,0!;0/,0 !4-!90713!0/50309,(-*1!0203(-*(!.(!
0.05,9490<!(- !23()(-/,0 !.( !0-*,/4(321)!0-*,`0.05,9490<B!

T1<50/,1-()!()2(/ 8@,/0)!

X:-*#/'#&,C#$*E'$*-+&a!S(!1<)(3A=!4-!9(-13!0/50309,(-*1!/1-!(5!049(-*1!.( !50!(.0.!(- !20/,(-*()!
/1- !%F!.( !UV!0!xc^!0>1)B!

X:-*#/'#&,<#)*E'$*-+&P!

9$'$*'*&,*)*+<E'*-:,`("#/*.  P!
¥ ^#,2 :,14  : ñ+& )#,#):)P  O0)!/1-/(-*30/,1-()!9(.,0)!.(!0.05,9490<!(- !(5!()*0.1!()*0/,1-03,1!

@4(31-!.(! N:Y!9/6X95!7!]V:_!9/6X95!(-!20/,(-*()!L4(!2() 0-!o[V !\6 !7!L4(!3(/,<0-!JV!96!.(!
0.05,9490<!213!A80!)4</4*+-(0!/0.0!.1)!)(90-0)!/191 !91-1*(302,0!1!/1-!GQW!/1-/19,*0-*(:!
3()2(/*,A09(-*(B!O0)!/1-/(-*30/,1-()!9(.,0)!.(!0.05,9490<!(-!()*0.1!()*0/,1-03,1!@4(31-!.(!
N:N!9/6X95!7!Y:]!9/6X95!(-!20/,(-*()!/1-!4-!2()1!g[V!\6!L4(!3(/,<,(31-!UV !96!.(!0.05,9490<!
213!A80!)4</4*+-(0!/0.0!.1)!)(90-0)!/191 !91-1*(302,0!1!/1-!*30*09,(-*1!/1-/19,*0-*(!/1-!
GQW:!3()2(/*,A09(-*(B 

• ^#,> :  a2 : ñ+&,)#,#):),+,)#,2,:ñ+&,+ AE&,-+/,(/,<#&+,*/@#$*+$,:,1=,bCP O0)!/1-/(-*30/,1-()!
9(.,0)!.(!0.05,9490<!(-!()*0.1!()*0/,1-03,1!@4(31-!.(!N:V!9/6X95!7!c:_!9/6X95!(-!20/,(-*()!
L4(!3(/,<,(31-!(5!9(.,/09(-*1! 213!A80!)4</4*+-(0!/0.0!.1)!)(90-0)!/191!91-1*(302,0!1!/1-!
*30*09,(-*1!/1-/19,*0-*(!/1-!GQW:!3()2(/*,A09(-*(B!

%/@#$A#):),)# ,D$+Q/,<#)*E'$*-:P,O0)!/1-/(-*30/,1-() !9(.,0)!.(!0.05,9490< !w!$H!@4(31-!.(!
]^:cwN: !̂9/6X95!(-!50!)(90-0!U!*30)!50!0.9,-,)*30/,=-!.(! ]NV!96!(-!50!S(90-0 !V!7!YV!96!(-!50!
S(90-0 !J:!7!.(!]V:^wN:V!9/6X95!(-!50!S(90-0 !^J:!.()24R)!.(!50!0.9,-,)*30/,=-!.(! 4-0!.1),)!.(!UV!
96!/0.0!.1)!)(90-0)!(-!20/,(-*()!L4(!2()0<0-!g!UV!\6B !O0)!/1-/(-*30/,1-() !9(.,0)!.(!0.05,9490<!
w!$H!@4(31-!.(!]V:NwN:]!9/6X95!(-!50!)(90-0!U!*30)!50!0.9,-,)*30/,=-!.(!YV!96 !(-!50!S(90-0 !V!7!UV!
96 !(-!50!S(90-0!J:!7!.(!N:_w[:N!9/6X95!(-!50!S(90-0 !^J!*30)!50!0.9,-,)*30/,=-!.( !JV!96!/0.0!.1)!
)(90-0) !(- !20/,(-*()!L4(!2()0<0- !o!UV!\6B!
 

X:-*#/'#&,A:&-(.*/+&,; ,@#A#/*/+&,a!P1!)(!1<)(3A031-!.,@(3(-/,0)!@0390/1/,-R*,/0)!3(50/,1-0.0)!/1-!(5!
6R-(31!.()24 R)!.(!50!/133(//,=-!.(5 !2()1!/1321305!.(! 51)!20/,(-*( )B!O1)!)4?(*1)!)0-1)!7!51)!20/,(-*()!
/1-!03*3,*,)!3(490*1,.(!91)*3031-!4-0!@0390/1/,-R*,/0!),9,503!.(!0.05,9490<B!

X:-*#/'#& -+/  */&(@*-*#/-*: $#/:.  + Q#<E'*-:P P1!;07!.0*1)!.,)21-,<5()!.(! @0390/1/,-R*,/0!(-!
20/,(-*()!/1- !,-)4@,/,(-/,0!;(2 +*,/0!1!3(-05B!

D+/-#/'$:-*+/#&,)# ,@:-'+$,$#(A:'+*)#,+,XDGP,S(!23(.,?(31-!049(-*1) !9(-13() !(-!(5!0/50309,(-*1!
0203(-*(!(- !20/,(-*() !/1-!%F !L4(!3(/,<,(31-!.1),)!,-@(3,13()!0!50!3(/19(-.0.0 :!0)8!/191!(- !20/,(-*()!
/1- !%F!/1-! /1-/(-*30/,1-()!05*0)!.(!@0/*13!3(490*1,.(!1!T&FB!H)!21/1!231<0<5(!
L4(!()*1)!049(-*1) !)(0- !/58-,/09(-*(!,9213*0-*()B !

H)*4.,1)!.(!,-*(30//, =- !@0390/15=6,/0a!

\#'+'$#c:'+ a!H5!GQW!3(.4?1 (5!0/50309,(-*1 0203(-*(!.(  0.05,9490< .()24 R)!.(  50!0.9,-,)*30/, ó-!.(!
.1),)  b-,/0 ) 7 9 b5*,25() (-!4-  J_k  7 4-!UUk 3()2(/*,A09(-*(:  (-  20/,(-*()!/1-  %F !"#$,?/'#$:--*+/#&,
@:$A:-+.BC*-:& 043178B!
!
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13 TOXICOLOGÍA NO CLÍNICA!
 

13.1 Carcinogénesis, mutagénesis, alteración de la fertilidad 

P1!)(!;0-!3(05,K0.1!()*4.,1) !0!50361!250K1!.(!50!0.9,-,)*30/,=-! .( !231.4/*1)!.(! 0.05,9490<!( -!
0-,905():!2030!(A05403!(5!21*(-/,05!/03/,-16R-,/1 !1!)4!(@(/*1!)1<3(!50!@(3*,5,.0.B!
!
14 ESTUDIOS CLÍNICOS!
 

14.1 Artritis reumatoide 

O0!(@,/0/,0!7!50!)(643,.0.!.(5!0.05,9490<!@4(31-!(A0540.0)!(- !/,-/1!()*4.,1)!05(0*13,K0.1):!.1<5(!
/,(61 :!(-!20/,(-*()!g]Y!0>1)!.(!(.0.!/1-!03*3,*,)!3(490*1,.(! D%FI!0/*,A0:!.,06-1)*,/0. 0!.(!0/4(3.1!
/1- !51)!/3,*(3,1)!.(5!%9(3,/0- !&155(6(!1@!F;(490*15167!D%&FIB!O1)!20/,(-*()!*(-80-!05!
9(-1) !N!03*,/450/,1-()!;,-/;0.0) !7!_!03*,/450/,1-()!)(-),<5()B!%.05,9490<!)(!0.9,-,)*3=!213!A80!
)4</4*+-(0!(-!/19<,-0/, =- !/1-!9(*1*3(C0*1!DGQWI!D]J:^!0!J !̂96 !(-!51)!H)*4.,1)!F%̀ #:!F%`###!7!
F%`jI!1 !(- !91-1*(302,0!DH)*4.,1)!F%̀##!7!F%̀jI!1!/1-!1*31)!@+390/1)!0-*,33(49+*,/1)!
91.,@,/0.13()!.(!50!(-@(39(.0.!DE%FGHI!DH)*4.,1!F%̀#jIB!

H5!()*4.,1!F%̀#!(A054=!0!Jc]!20/,(-*()!L4(!;0< 80-!@0550.1!05!*30*09,(-*1!/1-!05!9(-1) !4-1!2(31!
-1!9 +)!.(!/40*31!E%FGH!7!L4(!*(-80-!4-0!3()24()*0!,-0.(/40.0!0!GQWB!S(!0.9,-,)*3031-!.1),) !.(!
JV:!UV!1!YV!96!.(!0.05,9490<!1!250/(<1!/0.0 !.1)!)(90-0)!.430-*(!JU!)(90-0)B !

H5!()*4.,1!F%̀##!(A054=!0!^UU!20/,(-*()!L4(!;0< 80-!@0550.1!05!*30*09,(-*1!/1-!05!
9(-1) !4- !E%FGHB!S(!0.9,-,)*3031-!.1),)!.( !250/(<1:!JV!1!UV!96!.(!0.05,9490<!(-!91-1*(302,0!
/0.0 !.1)!)(90-0) !1!)(90-059(-*(!.430-*(!JN !)(90-0)B!

H5!()*4.,1!F%̀###!(A054=!0!N]_!20/,(-*()!L4(!23()(-*0<0-!4-0!3()24()*0!,-0.(/40.0!05!GQWB!O1)!
20/,(-*()!3(/,<,(31-!250/(<1:!UV!96!.(!0.05,9490<!/0.0!.1) !)(90-0)!/1-!,-7(//,1-()!.(!
250/(<1!(- !)(90-0)!05*(3-0):!1!JV!96!.( !0.05,9490<!)(90-059(-*(!.430-*(!4-!9 +C,91!.(!^J!
)(90-0)B!H5!()*4.,1!F%̀###!*4A1!4- !/3,*(3,1!.(!A05130/,=- !23,903,1!0.,/,1-05!0!50)!^J!)(90-0) :!.(!
,-;,<,/, =-!.( !50!23163(),=-!.(!50!(-@(39(.0.!D)(6b-!51!.(*(/*0.1 !213!51)!3()45*0.1)!.(!3071)!WIB!%5!
*R39,-1!.(!50)!23,9(30)!^J!)(90-0): !U^c!20/,(-*() !)(!,-)/3,<,(31- !(- !4-0!@0)(!
.( !(C*(-),=- !0<,(3*0!(- !50!L4(!3(/,<,(31-!UV!96!.( !0.05,9490<!/0.0 !.1)!)(90-0)!.430-*( !4-!9 +C,91!
.(!^ !0>1)B!

H5!()*4.,1!F%`#j!(A054=!50!)(643,.0.!(-!N[N!20/,(-*()!L4(!-1!*(- 80-!E%FGH)!1!L4(!)(!5()!
2(39,*,=!2(390-(/(3 !(- !)4!*(302,0!3(490*15=6,/0!23((C,)*(-*(:!),(923(!L4(!(5!*30*09,(-*1!@4(30!
()*0<5(!.430-*(!4-!9 8-,91!. (!JY!.80)B!O1)!20/,(-*()!@4(31-!05(0*13,K0.1)!;0/, 0!UV!96!.(!0.05,9490<!
1!250/(<1!/0.0!.1) !)(90-0) !.430-*(!JU!)(90-0)B!

H5!()*4.,1!F%̀j !(A054=!0!c__!20/,(-*()!/1- !%F!.( !91.(30.0!0!630A(:!/1- !*,(921!.(!(A154/,=-!
9(-13!.(! [!0>1):!/1-!(.0.! g]Y!0>1)!7!L4(!-1!3(/,<80-!GQWB!O1)!20/,(-*()!)(!05(0*13,K031-!2030!
3(/,<,3!GQW!D12*,9,K0.1!0!JV!96X)(90-0!(-!50!)(90-0!YI: !UV!96!.(!0.05,9490<!/0.0!.1)!
)(90-0) !1!*(302,0!/19<,-0.0!.(! 0.05,9490<XGQW!.430-*(!]VU!)(90-0)B!S(!(A054=!0!51)!20/,(-*()!(-!
<4)/0!. (!),6-1)!7!) 8-*190):!0)8!/191!.(! 23163(),=-!30.,163+@,/0!.(5!.0>1!03*,/4503B!O0!9(.,0-0!.(!
.430/,=-!.(!50!(-@(39(.0.!(-*3( !51)!20/,(-*()!,-/54,.1) !(-!(5!()*4.,1!@4(!.(!^!9()()B!O0!9(.,0-0!.(!
.1),)!.(!GQW!05/0-K0.0!@4(!.(!JV!96 B!

F()24()*0!/58-,/0 !

H5!213/(-*0?(!.(!20/,(-*()!*30*0.1)!/1-!0.05,9490<!L4(!1<*4A,(31-!3()24()*0)!.(!0/4(3.1!/1-!50!
%&F:!.(! JV:!^V!7!cV!24-*1)!(- !51)!H)*4.,1)!F%`##!7!###:!)( !94()*30!(-!50!Q0<50![B!
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Tabla 3. Respuestas de acuerdo con el ACR, en los estudios RA-II y RA-III (porcentaje de 
pacientes) 

 Estudio de monoterapia RA-II  
(26 semanas)!

Estudio de la combinación con 
metotrexato RA-III (24!y 

52!semanas)!

F()24()*0! T50/(<1! %.05,9490<! %.05,9490<! T50/(<1XGQW! %.05,9490<XGQW!

  UV!96!/0.0!
.1)! )(90-0 )!!

UV!96!
!)(90-05() !

 UV!96!/0.0!).1)!
(90-0 )!!

 Pp]]V ! Pp]][ ! Pp]V[ ! PpJVV! PpJVc!
ACR20!      
G()!N! ]_k ! UNkq! ^[kq ! [Vk ! N[kq !
G()!]J ! P%! P%! P%! JUk! ^_kq !
ACR50!      
G()!N! Yk ! JJkq ! [^kq ! ]Vk ! [_kq !
G()!]J ! P%! P%! P%! ]Vk ! UJkq!
ACR70!      
G()!N! Jk ! ]Jkq ! ]Ykq ! [k ! J]kq !
G()!]J ! P%! P%! P%! ^k ! J[kq !

q 2oV:V]:!0.05,9490< "&5 250/(<1!
 
O1)!3()45*0.1)!.(5!()*4.,1!F%`#!@4(31-!),9,503()!0!51)!.(5!()*4.,1 !F%`###f!51)!20/,(-*()!L4(!3(/,<,(31-!
UV!96!.(! 0.05,9490<!/0.0!.1) !)(90-0) !(-!(5!()*4.,1!F%`#!*09<,R-!05/0-K031-!*0)0)!.(!3()24()*0!.(5!
%&F!JV:!^V!7!cV!.(5!N^k: !^Jk !7!JUk:!3()2(/*,A09(-*(:!( -!/192030/,=- !/1- !50)!3()24()*0)!.(!
250/(<1!.(5!][k: !ck !7![k !3()2(/*,A09(-*(:!0!51)!N!9()() !D2oV:V]IB!
O1)!3()45*0.1)!.(!51)!/1921-(-*()!.( !51)!/3,*(3,1)!.(!3()24()*0!.(5!%&F!(-! 51)!()*4.,1)!F%̀##!7!F%`
###!)(!94()*30-!(- !50!Q0<50!UB!O0)!*0)0)!.( !3()24()*0!.(5!%&F!7!50!9(?130!(- !*1.1)!51)!/1921-(-*() !.(!
50!3()24()*0!.(5!%&F!)(!90-*4A,(31-!;0)*0!50!S(90-0! ]VUB!$430-*(!51)!J!0>1)!.(5!()*4.,1!F%`###:!(5!
JVk!.(!51)!20/,(-*()! *30*0.1)!/1-!0.05,9490<!L4(!3(/,<,(31-!UV!96!/0.0!.1)!)(90-0) :!
5163031-!4-0!3()24()*0!/58-,/0 !,9213*0-*(:!.(@,-,.0!/191!(5!90-*(-,9,(-*1!.(!4-0 !3()24()*0!.(5!
%&F!cV!.430-*(!4-!2(381.1!.(!N!9()()B!O0)!3()24()*0)!.(5!%&F!)(!90-*4A,(31-!(- !231213/,1-()!
),9,503()!.( !20/,(-*() !;0)*0!51)!̂ !0>1)!/1-!(5!*30*09,(-*1!/1-*,-41 !/1-!0.05,9490 <!(-!50!@0)(!
0<,(3*0!.(5!()*4.,1!F%`###!
!

Tabla 4. Componentes de la respuesta del ACR en los estudios RA-II y RA-III 

 Estudio RA-II! Estudio RA-III!

Parámetro (mediana)! Placebo N=110! Adalimumaba 

 N=113!
Placebo/MTX 

N=200!
Adalimumaba/MT

X N=207!
 Línea 

basal!
Semana

!26!
Línea 
basal!

Semana!
26!

Línea 
basal!

Semana
!24!

Línea 
basal!

Semana!
24!

Pb9(31 .(!03*,/450/,1-()!
)(-),<5()!DV̀NYI!

[^ ! JN! [] ! ]Nq! JN! ]^ ! JU! Yq!
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Pb9(31 .(  03*,/450/,1-()!
;,-/;0.0)!DV `NNI!

]_ ! ]N! ]Y! ]Vq! ]c ! ]] ! ]Y! ^q!

HA0540/,=-!651<05!.(5!
9 R.,/1 "b 

c:V! N:]! N:N! [:cq ! N:[! [:^ ! N: !̂ J:Vq!

HA0540/,=-!651<05!.(5!
20/,(-*( "b 

c:^! N:[! c:^! U:^q! ^:U! [:_ ! ^:J! J:Vq!

$1513b c:[ ! N:]! c:[ ! U:]q! N:V! [:Y! ^:Y! J:]q !
y-.,/(!.(!.,)/020/,.0.!
Dn%zIc 

J:V! ]:_ ! ]:_ ! ]:^q ! ]:^ ! ]:[ ! ]:^ ! V:Yq!

T&F D96X.5I! [:_ ! U:[! U:N! ]:Yq! ]:V! V:_! ]:V! V:Uq!
 a  UV!96!.(!0.05,9490<!0.9,-,)*30.1!/0.0!.1)!)(90-0) !
 b"H)/050!0-+5160!A,)405f!V!p =2*,90: ]V!p 2(13!
 c y-.,/(!.(!.,)/020/,.0.!.(5 !&4()*,1-03,1!.(!HA0540/,=-! .(! S054.f!V!p!9(?13:![!p!2(13:!
9,.( !50!/020/,.0. !.(5!20/,(-*( !2030!3(05,K03!51!),64,(-*(a!j()*,3X033(6503)(:!5(A0-*03)(:!/19(3:!
/09,-03:!05/0-K03!1<?(*1):!0603303:!90-*(- (3!50!;,6,(-(!7!90-*(- (3!50!0/*,A,.0.!.,03,0!

q 2oV:VV]:!0.05,9490< "&5 250/(<1: <0)0.1!(-!(5 /09<,1!9(.,1!/1-!3()2(/*1!05!A0513!<0)05!

 
O0!(A154/,=- !*(921305!.(!50!3()24()*0!%&F!JV!(- !(5!()*4.,1!F%̀ ###:!)(!94()*30!(-!50!E,6430!]B!

H-!(5!()*4.,1!F%`###:!(5!Y^k!.(!51)!20/,(-*()!/1- !3()24()*0)!%&F!JV!(-!50!S(90-0 !JU!90-*4A,(31-!50!
3()24()*0!0!50)!^J!)(90-0)B!H5!/43)1!*(921305!.(!50!3()24()*0!%&F!JV!(- !(5!()*4.,1!F%̀ #!7!(-! (5!
()*4.,1 !F%`##:!@4(!),9,503B!

Figura 1. Respuestas del ACR 20 en el Estudio RA-III durante 52 semanas

 
H-!(5!()*4.,1!F%̀ #j:!(5!^[k!.(!51)!20/,(-*()!*30*0.1)!/1- !UV!96!.(!0.05,9490<!/0.0!.1)!)(90-0) !9 +)!
0*(-/,=- !()*+-.03!*4A,(31-!3()24()*0!.(5!%&F!JV!(-!50!S(90-0! JU:!(-!/192030/,=-!/1-!(5![^k! .(!51)!
20/,(-*()!*30*0.1)!/1-!250/(<1!9+)!0*(-/, =-!()* +-.03!D2!o!V:VV]IB!P1!)(!1<)(3A031-!3(0//,1-()!0.A(3)0)!
),-64503()!3(50/,1-0.0)!/1-!50!/19<,-0/,=-!.( !0.05,9490<!7!1*31)!E%FGHB!

H-!(5!()*4.,1!F%̀ j!/1-!20/,(-*()!/1-!%F!.(!,-,/,1!3(/,(-*( !),-! 3(/,<,3!GQW:!(5!*30*09,(-*1!/19<,-0.1!
.(! 0.05,9490<!/1-! GQW!/1-.4?1!0!90713()!213/(-*0?()! .(!20/,(-*()!L4(!1<*4A,(31-!3()24()*0)!.(5!
%&F!L4(!50!91-1*(302,0!/1-!GQW!1!50!91-1*(302,0!/1-!0.05,9490< !(-!50!S(90-0! ^J!7!50)!3()24()*0)!
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)(!90-*4A,(31-!(-!50!S(90-0! ]VU!DA(3!Q0<50!^IB!

!

Tabla 5. Respuestas del ACR en el Estudio RA-V (porcentaje de pacientes) 

Respuesta! MTXb  

N=257!
Adalimumabc  

N=274!
Adalimumab/MTX 

N=268!

ACR20!
!!!S(90-0  ^J!
!!!S(90-0  ]VU!

 
N[k !
^Nk !

 
^Uk !
U_k!

 
c[k !
N_k!

ACR50!
!!!S(90-0  ^J!
!!!S(90-0  ]VU!

 
UNk!
U[k !

 
U]k !
[ck !

 
NJk!
^_k !

ACR70!
!!!S(90-0  ^J!
!!!S(90-0  ]VU!

 
Jck !
JYk !

 
JNk!
JYk !

 
UNk!
Uck!

F()24()*0!/58-,/ 0!90713 a JYk ! J^k ! U_k!
a"O0!3()24()*0!/58-,/0! 90713!)(!.(@,-(!/191  516303!4-0!3()24()*0!.(5!%&FcV!.430-*(!4-!2(381.1!
/1-*,-41!.(!)(,)!9()() !
b"2oV:V^:!0.05,9490<XGQW @$#/'#,: GQW!(-!50!3()24()*0!%&F JV!
2oV:VV]:!0.05,9490<XGQW @$#/'#,: GQW!(-!50!3()24()*0!%&F ^V 7 cV: 7!3()24()*0!/58-,/0! 90713!
c"2oV:VV]:!0.05,9490<XGQW @$#/'#,: 0.05,9490<!

!
H-!50!S(90-0 !^J:!*1.1)!51)!/1921-(-*()!,-.,A,.405() !.(!51)!/3,*(3,1)!.(!3()24()*0!.(5!%&F!(-! (5!
()*4.,1!F%`j :!9(?13031-!(-!(5!63421!.(!0.05,9490<XGQW!7!50)!9(?130)!)(!90-*4A,(31-!;0)*0!50!
S(90-0! ]VUB!

F()24()*0!30.,163+@,/0!

H-!(5!()*4.,1!F%̀ ###:!(5!.0>1!()*34/*4305!.(!50)!03*,/450/,1-()!)(!(A054=!30.,163+@,/09(-*(!7!)(!(C23() =!
/191!/09<,1!(-!50!24-*40/,=-!.(!-,*,.(K!*1*05!DQSSI!7!)4)!/1921-(-*():!50!24-*40/,=-!.( !(31),=- !7!50!
24-*40/,=-!.(!()*3(/;09,(-*1!.(5!()20/,1!03*,/4503!DZSPI!(-!(5!G()! ]J :!(-!/192030/, =-!/1-! (5!3(6,)*31!
<0)05B!%5!,-,/,1!.(5!()*4.,1:!50!9(.,0-0!.(!QSS!@4(!.(!0231C,90.09(-*(!^^!(-!51)!63421)!.(!250/(<1!7!
UV!96!/0.0!.1)!)(90-0)B!O1)!3()45*0.1)!)(!94()*30-!(-!50!Q0<50!NB!O1)!20/,(-*()!*30*0.1)!/1-!50!
/19<,-0/,=-!.(! 0.05,9490<XGQW!91)*3031-!9(-13!23163(),=-!30.,163+@,/0!0!50)!^J!)(90-0):!L4(!51)!
20/,(-*()!L4(!3(/,<,(31-!GQW!)151B!

 

Tabla 6. Cambios de la media radiográfica durante 12 meses en el estudio RA-III 

 T50/(<1XGQW! %.05,9490<XG
QW!

UV!96!/0.0!.1)!
)(90-0) !

T50/(<1XGQW`%.05,9490<XGQW!
D_^k!.(!/1-@,0-K0!

#-*(3A051qI!

j0513!Tqq!

T4-*40/,=-!064.0!
*1*05!

J:c! V:]! J:N D]:U: [:YI! oV:VV]!
T4-*40/,=-!.(!
(31),=- !

]:N! V:V! ]:N DV:_: J:JI! oV:VV]!
T4-*40/,=-!
.(  ZSP!

]:V! V:]! V:_ DV:[: ]:UI! V:VVJ!
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q#-*(3A051) .(!/1-@,K0!05!_k̂  2030 50) .,@(3(-/,0) (-!50) 24-*40/,1-()!.(  /09<,1  (-*3( GQW 7!
0.05,9490<B!
qqh0)0.1 (-!0- +5,),)!.(!30-61!H-!50!(C*(-),=-!0<,(3*0!.(5!()*4.,1!F%̀###:!(5!cck!.(!51)!20/,(-*()!13,6,-05()!*30*0.1)!/1-!/405L4,(3!

.1),)!.( !0.05,9490<!)(!(A054031-!30.,163+@,/09(-*(!0!51)!J!0>1)B!O1)!20/,(-*()!90-*4A,(31-!50!
,-;,<,/, =-!.(5!.0>1!()*34/*4305:!)(6b-!51!9(.,.1!213!(5!QSSB!&,-/4(-*0!7!/40*31!213!/,(-*1!-1!*4A1!
23163(),=-!.(!.0>1!()*34/*4305!/191!)(!.(@,-(!213!4-!/09<,1!(-!(5!QSS!.(!/(31!1!9(-1)B!&,-/4(-*0!7!
/,-/1!213!/,(-*1!D^^kI!.(!51)!20/ ,(-*()!*30*0.1)!13,6,-059(-*(!/1-!UV!96!.(!0.05,9490< !/0.0!.1)!
)(90-0)!;0-!),.1!(A0540.1)!30.,163+@,/09(-*(!0!51)!^!0>1)B!O1)!20/,(-*()!*(-80-!,-;,<,/, =-!/1-*,-40!
.(5!.0>1!()*34/*4305:!/1-!4-!^Vk!L4(!-1!91)*30<0!23163(),=-!.(5!.0>1!()*34/*4305!.(@,-,.0!213!4-!
/09<,1!(-!(5!QSS!.(!/(31!1!9(-1)B!
H-!(5!()*4.,1!F%̀ j:!(5!.0>1!()*34/*4305!.(!50)!03*,/450/,1-()!)(!(A054=!/191!(-!(5!()*4.,1!F% `###!S(!
1<)(3A=!4-0!90713!,-;,<,/, =-!.(!50!23163(),=-!30.,163+@,/0:!(A0540.0!9(.,0-*(!/09<,1)!(-!(5!QSS:!50!
24-*40/,=-!.(! (31),=-!7!(5!ZSP!(-!(5!63421!.(!/19<,-0/, =-!.(!0.05,9490<XGQW!(-!/192030/,=-!/1-!
(5!63421!.(!91-1*(302,0!.(!GQW!1!0.05,9490<!(-!50!)(90-0!^J!7!(-!50!)(90-0!]VU!DA(3!Q0<50!cIB!

Tabla 7. Cambio medio radiográfico* en el estudio RA-V 

  MTXA N=257! Adalimumaba,b 

N=274!
Adalimumab/MTX 
N=268!

^J )(90-0) ! T4-*40/,=-!064.0!
*1*05!

^:c DU:J: c:[I ! [:V D]:c: U:[I! ]:[  DV:^: J:]I !

 T4-*40/,=-!.(!
(31),=- !

[:c  DJ:c: U:YI! ]:c  D]:V: J:UI! V:Y DV:U: ]:JI !

 T4-*40/,=-!.(  ZSP! J:V D]:J: J:YI! ]:[  DV:^: J:]I ! V:  ̂DV:V: ]:VI!

]VU )(90-0) ! T4-*40/,=-!064.0!
*1*05!

]V:U Dc:c: ][:JI ! ^:^ D[:N: c:UI! ]:_  DV:_: J:_I!

 T4-*40/,=-!.(!
(31),=- !

N:U DU:N: Y:JI! [:V DJ:V: U:VI! ]:V DV:U: ]:NI!

 T4-*40/,=-!.(  ZSP! U:] DJ:c: ^:UI! J:N D]:^: [:cI ! V:_ DV:[: ]:^I !

q!T319(.,1 !D,-*(3A051!.(!/1-@,0-K0!05!_k̂I !
a 2oV:VV]:!0.05,9490<!XGQW!frente a GQW!0!50)!)(90-0)! ^J!7!]VU!7!2030!0.05,9490<!
XGQW!frente a!0.05,9490<!0!50)!]VU!)(90-0) 
b 2oV:V]:!2030!0.05,9490<!XGQW!vs. %.05,9490<!0!50)!^J!)(90-0)!

!
F()24()*0!.( !@4-/,=-!@8),/0!

H-!51)!()*4.,1)!F%̀#!0!#j:!0.05,9490<!91)*3=!4-0!9(?130!),6-,@,/0*,A09(-*(!90713!L4(!(5!250/(<1!(-!
(5!8-.,/(!.(!.,)/020/,.0.!.(5!&4()*,1-03,1!.(!HA0540/, =-!.(!50!S054.!Dn%z̀$#I:!.().(!(5!,-,/,1!;0)*0!(5!
@,-05!.(5!()*4.,1:!0)8!/191!4-0!9(?130!),6-,@,/0*,A09(-*(!90713!L4(!(5!250/(<1!(-!51)!3()45*0.1)!.(!50!
)054.:!)(6b-!50!H-/4()*0!h3(A(!.(! S054.!DSE![NIB!S(!1<)(3A=!9(?1380!*0-*1!(-!(5!F()49(-!.(!
&1921-(-*()!E 8),/1)!DT&SI!/191!(-!(5!F()49(-!.(!&1921-(-*()!G(-*05()!DG&SIB !

H-!(5!()*4.,1!F%̀ ###:!(5!2319(.,1!.(! 50!9(?130!D#&!05!_^kI!.( 5!/4()*,1-03,1!n%z `$#!/1-!3()2(/*1!05!
A0513!<0)05!(-!50!S(90-0!^J:!@4(!.(! V:NV!DV:^^:!V:N^I!(-! 51)!20/,(-*()! *30*0.1)!/1- !0.05,9490<!7!V:J^!
DV:]c:!V:[[I!(-! 51)!20/,(-*()!L4(!3(/,<,(31-!250/(<1XGQW!D2oV:VV]IB!H5!)()(-*0!7!*3()!213!/,(-*1!.(!
51)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!5163031-!4-0!9(?1380!.(!V:^!1!9+)!(-! (5!/4()*,1-03,1!n%z `$#!
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(-!50!S(90-0!^J!(-!50!@0)(!.1<5(!/,(61!.(5!()*4.,1B!H5!YJk!.(!()*1)!20/,(-*()!90-*4A1!()0!9(?1380!
;0)*0!50!S(90-0! ]VU!7!4-0!231213/,=-!),9,503!.(!20/,(-*()!90-*4A1!()*0!3()24()*0!;0)*0!50!S(90-0!JNV!
D^!0>1)I!.(!*30*09,(-*1!0<,(3*1B!O0!9(?130!9(.,0!(-!(5!SE`[N!)(!90-*4A1!;0)*0!(5!@,-05!.(!50!(A0540/,=-!
(-!50!)(90-0!]^N!D[!0>1)IB!

H-!(5!()*4.,1!F%̀ j:!(5! /4()*,1-03,1!n%z `$#!7!(5!/1921-(-*(!@8),/1!.(5!SE`[N!91)*3031-!4-0!9(?130!
90713!D2oV:VV]I!2030!(5!63421!.(!*30*09,(-*1!/19<,-0. 1!/1-!0.05,9490<XGQW!A(3)4)!50!91-1*(302,0!
/1-!GQW!1!(5!63421!.(!91-1*(302,0!/1-!0.05,9490<!(-!50!S(90-0!^J:!L4(!)(!90-*4A1!;0)*0!50!
S(90-0! ]VUB!
 

14.2 Artritis idiopática juvenil 

O0!)(643,.0.! 7!(@,/0/,0!.(5!0.05,9490<!)(!(A054=!(-!.1)!()*4.,1)!DH)*4.,1)! Z#%̀#!7!Z#%̀##I:!55(A0.1)!
0!/0<1!(-!20/,(-*()!/1- !03*3,*,)!,.,12+*,/0!?4A(-,5!215,03*,/4503!0/*,A0!D%#ZIB!

H)*4.,1!Z#%̀#B!

O0!)(643,.0. !7!50!(@,/0/,0!.(5!0.05,9490<!)(!(A054031-!(-!4- !()*4.,1 !945*,/ R-*3,/1:!05(0*13,K0.1:!
.1<5(!/,(61:!.(!3(*,31!7!.(!63421)!20305(51):!3(05,K0.1!(-!]c] !20/,(-*()!.(!U!0!]c!0>1) !.(!(.0.!/1-! %#Z!
215,03*,/4503B!H-!(5!()*4.,1: !51)!20/,(-*()!@4(31-!()*30*,@,/0.1)!(- !.1)!63421)a!Q30*0.1)!/1-!GQW!1!
*30*0.1)!),-! GQWB!Q1.1)!51)!20/,(-*() !*(- 80-!L4(!91)*303!),6-1)!.( !(-@(39(.0. !91.(30.0 !1!
630A(9(-*( !0/*,A0!0!2()03!.(5!*30*09,(-*1!23(A,1!/1-!%#PH):!0-056R),/1):!/13*,/1)*(31,.() !1!E%FGHB!
S(!(C/547=!.(5!()*4.,1!0!*1.1)!51)!20/,(-*()!L4(!3(/,<,(31-!*30*09,(-*1!23(A,1!/1-!/405L4,(3!E%FGH!
<,15=6,/1B!

H5!()*4.,1!,-/547=!/40*31!@0)()a!e-0!@0)(!0<,(3*0!.(! ,-.4//,=-! D'O`O#f!]N!)(90-0)I: !4-0!@0)(!
05(0*13,K0.0!7!.1<5(!/,(61 !.( !3(*,31!D$hf![J !)(90-0)I:!4-0 !@0)(!.(!(C*(-),=- !0<,(3*0!D'OH̀ hS%f!;0)*0!
][N !)(90-0)I!7!4-0 !@0)(!.(!.1),)!@,?0!0<,(3*0!D'OH̀ E$f!]N!)(90-0)IB!H-!50)!*3()!23,9(30)!@0)()!
.(5!()*4.,1!)(!0.9,-,)*3 =!0.05,9490<!<0)0.1!(-!(5!+3(0!.(!50!)42(3@,/,(!/1321305:!0!4-0!.1),)!.(!JU!
96X92!;0)*0!4-0!.1),)!/1321305!*1*05!9 +C,90!.(!UV!96!213!A80!)4</4*+-(0!DS&I!/0.0!.1)!)(90-0)B!H-!
50!@0)(!'OH̀E$:!51)!20/,(-*()!@4(31-!*30*0.1)!/1-!JV!96!.(!0.05,9490<!S&!/0.0!.1)!)(90-0) !),!)4!
2()1!(30!,-@(3,13!0![V!\6 !7!/1- !UV!96!.(!0.05,9490<!S&!/0.0!.1) !)(90-0) !),!)4!2()1!(30!.(![V!\6!1!
9 +)B!O1)!20/,(-*()!2(390-(/,(31-!(-!.1),)!()*0<5()!.(!%#PH )!1!23(.-,)1-0!DmV:J!96X\6X.80!1!]V!
96X.80!9+C,91IB!

O1)!20/,(-*()!L4(!91)*3031-!4-0!3()24()*0!2(., +*3,/0!.( !%&F![V!05!@,-05!.(!50!@0)(!'O `O#:!@4(31-!
05(0*13,K0.1)!;0/,0!50!@0)(!.1<5(!/,(61!D$hI!.(5!()*4.,1!7!3(/,<,(31-!0.05,9490<!1!250/(<1!/0.0 !.1)!
)(90-0)!.430-*(![J!)(90-0) !1!;0)*0!L4(!50!(-@(39(.0.!)(!(C0/(3<=B!O0!(C0/(3<0/,=-!.(!50!
(-@(39(.0.!)(!.(@,-,=!/191!4-!(92(1309,(-*1!.(!g[Vk!/1-!3()2 (/*1!05!,-,/,1!.(5!()*4.,1:!(-!g[!.(!N!
/3,*(3,1)!<+),/1)!2(., +*3,/1)!.( 5!%&F:!gJ!03*,/450/,1-()!0/*,A0)!7!4-0!9(?1380!.(!x![Vk!(-!-1 !9 +)!
.( !]!.(!51)!N!/3,*(3,1)B!$()24R)!.(![J!)(90-0) !1!(- !(5!919(-*1!.( !50!(C0/(3<0/,=-!.(!50!(-@(39(.0.!
.430-*(!50!@0)(!$h:!51)!20/,(-*()!@4(31-!*30*0.1)!(-!50!@0)(!.(!(C*(-),=- !0<,(3*0!<0)0.0!(- !(5!3R6,9(-!
hS%!D'OH`!hS%I:!0-*()!.(!/1-A(3*,3)(!0!4-!3R6,9(-!.( !.1),)!@,?0!<0)0.1!(-!(5!2()1!/1321305!D@0)(!
'OH `E$IB!

G#&<(#&':,-.K/*-:, #/,#.,#&'()*+ ,d?9S?5!

%5!@,-05!.(!50!@0)(!'O `O#!.( !]N!)(90-0):!(5!_Uk!.(!51) !20/,(-*() !(-!(5!63421!GQW!7!(5!cUk!.(!51)!
20/,(-*() !(-!(5!63421!),-!GQW:!(30-!20/,(-*()!2(., +*3,/1)!/1-!3()24()*0!.(5!%&F![VB!H-!
50!@0)(!$h: !4-!- b9(31!),6-,@,/0*,A09(-*(!9(-13!.(!20/,(-*()!L4(!
3(/,<,(31- !0.05,9490<!(C2(3,9(-*031-!4-0!(C0/(3<0/,=-!.( !50!(-@(39(.0.!(-!/192030/, =- !/1-!
(5!250/(<1:!*0-*1!),-!GQW!DU[!A)B!c]kI!/191 !/1- !GQW!D[c!A)B!N^kIB!G+)!20/,(-*()!*30*0.1)!/1-!
0.05,9490<!/1-*,-4031-!91)*30-.1!3()24()*0)!2(., +*3,/0)!.(! %&F![VX^VXcV!(-!50!S(90-0 !UY:!(-!
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/192030/,=- !/1- !51)!20/,(-*()!*30*0.1)!/1-!250/(<1B!O0)!3()24()*0)!2(., +*3,/0)!.( 5!%&F!)(!
90-*4A,(31-!.430-*(!4-!9 +C,91!.(!.1) !0>1)!(-!50!@0)(!'OH!(-! 51)!20/,(-*() !L4(!3(/,<,(31-!
0.05,9490<!.430-*(!*1.1!(5!()*4.,1B!

H)*4.,1!Z#%̀##!!

%.05,9490<!)(!(A054=!(- !4-!()*4.,1!0<,(3*1!7!945*,/R-*3,/1!(-![J!20/,(-*() !.( !J!0!oU!0>1)!.( !(.0. !1!
9 +)!.(!U!0>1)!/1- !4-!2()1!9(- 13!0!]^ !\6 !7!/1- !%#Z!215,03*,/4503!.(!91.(30.0!0!630A(!0/*,A,.0.B!O0!
9071380!.(!51)!20/,(-*() !D_ckI!3(/,<,(31-!213!51!9(-1)!JU!)(90-0) !.(!*30*09,(-*1!/1-!0.05,9490<!
(-! .1),)!.( !JU!96X92!;0)*0!4-!9 +C,91!.(!JV!96!/0.0!.1)!)(90-0) :!(-! 4-0!)150!,-7(//, =- !S&:!;0)*0!
4-!9 +C,91!.(!]J V!)(90-0)!.(!.430/, =-B!$430-*(!(5!()*4.,1: !50!9071380!.(!51)!20/,(-*()!4*,5,K031-!
GQW!/1-/19,*0-*(! 7!)151!0564-1)!()*0<0-!3(/,<,(-.1!/13*,/1)*(31,.()!1!%#PH)B!H5!1<?(*,A1!23,-/,205!
.(5!()*4.,1!@4(!50!(A0540/,=- !.(!50!)(643,.0.!!"#$,G#:--*+/#&,9)"#$&:&,0H3178B!
 

14.3 Artritis psoriásica 

O0!)(643,.0. !7!50!(@,/0/,0!.(5!0.05,9490<!)(!(A054031-!(- !.1)!()*4.,1)!05(0*13,K0.1):!.1<5(!/,(61:!
/1-*3150.1)!/1-!250/(<1:!(-!U][ !20/,(-*()!/1-!03*3,*,)!2)13,+),/0!D%T)IB!%5!@,-05,K03!09<1)!
()*4.,1): ![Y[ !20/,(-*()!)(! 3(/54*031-!(-!4- !()*4.,1!.( !(C*(-),=- !0<,(3*0:!(- !(5!L4(!)( !0.9,-,)*3031-!UV!
96 !.(!0.05,9490< !/0.0 !.1)!)(90-0)B !

H-!(5!()*4.,1!%T)̀ #!203*,/,2031-![][ !20/,(-*()!0.45*1)!/1- !%T)!.(!91.(30.0!0!630A(!0/*,A,.0. !Dx[!
03*,/450/,1-()!;,-/;0. 0)!7!x[!03*,/450/,1-()!)(-),<5()I :!L4(!23()(-*0<0-!4-0!3()24()*0!,-0.(/40.0 !0!50!
*(302,0!/1-!%#PH)!(-!4-0!.(!50)!),64,(-*()!@1390)a!D]I!0@(/*0/,=-!,-*(3@05+-6,/0!.,)*05!D$#TI!DPpJ[If!
DJI!03*3,*,)!215,03*,/4503!D04)(-/,0!.( !- =.451)!3(490*1,.()!7!23()(-/,0 !.(!2)13,0),)!(-!250/0I!DPpJ]VIf!
D[I!03*3,*,)!A('*.:/& !DPp]If!DUI!%T)!0),9 R*3,/0!DPpccIf!1!D^I!),9,503()!0!H%!DPpJIB!O1)!
20/,(-*() !*30*0.1)!/1-!GQW!D]^Y!.(![][!20/,(-*()I!(-!(5!919(-*1!.(! )4!,-63()1!D.1),)!()*0<5(!.(!m[V!
96X)(90-0!.430-*(!x!]!9()I!21. 80-!/1-*,-403!/1-!GQW!/1-!50!9,)90!.1),)B!$430-*(!(5!()*4.,1!)(!
0.9,-,)*3031-!.1),) !.(!0.05,9490<! .(! UV!96!1!250/(<1!/0. 0!.1)!)(90-0)!.430-*( !(5!2(381.1!.1<5(!
/,(61!.( !JU!)(90-0)B!

H-!/192030/,=- !/1- !(5!250/(<1:!(5!*30*09,(-*1!/1-!0.05,9490<!231.4?1!9(?130)!(-!50)!9(.,.0)!
.( !50!0/*,A,.0.!.( !50!(-@(39(.0.!DA(3!Q0<50)!Y!7!_IB!H-*3(!51)!20/,(-*()!/1- !%T)!L4(!3(/,<,(31-!
0.05,9490<:!50)!3()24()*0)!/58-,/0)!@4(31-!(A,.(-*()!(-!0564-1)!20/,(-*()!(- !(5!919(-*1!.(!
50!23,9(30!A,),*0!D.1)!)(90-0)I!7!)(!90-*4A,(31- !;0)*0!50)!YY!)(90-0) !(-!(5!()*4.,1!0<,(3*1!(-!/43)1B!
S(!1<)(3A031-!3()24()*0)!),9,503()!(-!20/,(-*()!/1-!/0.0!4-1!.(!51)!)4<*,21)!.( !03*3,*,)!2)13,+),/0:!
04-L4(!21/1)!20/,(-*()!)(! ,-63()031-!/1-!51)!)4<*,21)!.(!03*3,*,)!A('*.:/& !7!()21-.,5,*,)!0-L4,51)0-*(B!
O0)!3()24()*0)!@4(31-!),9,503()!(-*3(!51)!20/,(-*()!L4(!3(/,<80-!1!-1!*(302,0!/1-/19,*0-*(!/1-!GQW!05!
,-,/,1!.(5!()*4.,1B!

O1)!20/,(-*()!/1-!0@(/*0/,=-!2)13,+),/0!.( !05!9(-1)!*3()!213!/,(-*1!.( !+3(0!.(!
)42(3@,/,(!/1321305!D%S&I:!@4(31-!(A0540.1)!2030!50)!3()24()*0)!.(5!8-.,/(!.( !630A(.0.!7!+3(0!
2)13,+*,/0!DT%S#IB!%!50)!JU!)(90-0): !50!/0-*,.0.! .( !20/,(-*()!L4(!5163031-!4-0!9(?130!.(5!c^k!1!
_Vk!(- !(5!T%S#!@4(31-!.(5!^_k!7!UJk:!3()2(/*,A09(-*( !(-!(5!63421!.(!0.05,9490<!DPpN_I:!(-!
/192030/,=- !/1-!(5!]k !7!Vk !3()2(/*,A09(-*( !(-!(5!63421!.(!250/(<1!DPpN_I!D2oV:VV]IB!O0)!
3()24()*0)!.(5!T%S#!@4(31-!(A,.(-*()!(-!0564-1)!20/,(-*()! .().(! (5!919(-*1!.(!50 !23,9(30!A,),*0!D.1)!
)(90-0)IB!O0)!3()24()*0)!@4(31-!),9,503()!(-!51)!20/,(-*()!L4(!3(/,<80-!1!-1!*(302,0!/1-/19,*0-*(!/1-!
GQW!05!,-,/,1!.(5!()*4.,1B!

 
Tabla 8. Respuestas del ACR en el estudio APs-I (porcentaje de pacientes) 
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 T50/(<1!Pp]NJ! %.05,9490<*"Pp]^] !
ACR20!
!!S(90-0  ]J !
!!S(90-0  JU!

 
]Uk !
]^k !

 
^Yk !
^ck !

ACR50!
!!S(90-0  ]J !
!!S(90-0  JU!

 
Uk!
Nk!

 
[Nk !
[_k !

ACR70!
!!S(90-0  ]J !
!!S(90-0  JU!

 
]k !
]k !

 
JVk !
J[k !

q!2oV:VV]!2030!*1.0)!50)!/192030/,1-()!(-*3(!0.05,9490<!7!250/(<1!

 
 

Tabla 9. Componentes de la actividad de la enfermedad en el estudio APs-I. 

 T50/(<1!Pp]NJ! 8&*(,2/2*1 * Ad:;: !

T03+9(*31a G(.,0-0 ! O8-(0!<0)05! JU )(90-0) ! O8-(0!<0)05 5I!'-2*#*' !

Pb9B . (!03*,/450/,1-()!. 15131)0)!a J[:V! ]c:V! 5?_?! ;_?!

Pb9(31 .(  03*,/450/,1-() ;,-/;0.0) "b ]]:V ! _:V! ::_?! O_?!

HA0540/,=-!651<05!.(5!9R.,/1 "c ^[:V! U_:V! ;;_?! :9_?!

HA0540/,=-!651<05!.(5!20/,(-*("c U_: !̂ U_:V! I>_?! 5?_?!

$1513!c U_:V! U_:V! ;I_?! 5?_?!

y-.,/(!.(!.,)/020/,.0.!Dn%zI  d ]:V! V:_! :_?! ?_I!

T&F D96X.5Ie V:Y! V:c! ?_>! ?_5!

q!2oV:VV]!(-! 50)!/192030/,1-()!.(  0.05,9490< "&5 250/(<1!<0)0.0) (-  (5!2319(.,1!.(!/09<,1) !
a H)/050!V̀cY!
b H)/050!V̀cN!
c H)/050!0-á5160!A,)405f!Vp9(?13:!]VVp2(13!
d y-.,/(!.(!$,)/020/,.0.!.(5 !&4()*,1-03,1!.(!HA0540/,=-!.(!50!S054.f!Vp9(?13:![p2(13f!
9,.( !50!/020/,.0. !.(5!20/,(-*( !2030!3(05,K03!51!),64,(-*(a!j()*,3X-1A,1:!5(A0-*03)(:!
/19(3: !/09,-03:!55(603:!06033(:!90-*(-60!50!;,6,(-(!7!90-*(-60!50!0/*,A,.0.!.,03,0B!
e F0-61!-13905a V̀ V:JYc 96X.O!

!
S(!1<)(3A031-!3()45*0.1)!),9,503()!(-!4-!()*4., 1!0.,/,1-05!.(!]J!)(90-0)!.(!.430/, =- !(-!]VV!
20/,(-*() !/1- !03*3,*,)!2)13,+),/0!91.(30.0 !0!630A(:!L4(!23()(-*0<0-!4-0!3()24()*0!)4<=2*,90!0!50!
*(302,0!/1-!E%FGH:!90-,@()*0.0!213!g[!03*,/450/,1-()!)(-),<5()!7!g[ !03*,/450/,1-()!;,-/;0.0)!(-!(5!
919(-*1!.( 5!3(/54*09,(-*1B!

F()24()*0!30.,163+@,/0!

O1)!/09<,1)!30.,163+@,/1)!)(!(A054031-!(-!51)!()*4.,1)!.( !%T)B!S(!1<*4A,(31-!30.,1630@80)!.(!90-1):!
94>(/0)!7!2,()!05!,-,/,1!.(5!()*4.,1 !7!(- !50!S(90-0 !JU!.430-*(!(5!2(381.1!.(!.1<5(!/,(61 !/40-.1 !51)!
20/,(-*()! 3(/,<80-!0.05,9490<!1!250/(<1!7!(-!50!S(90-0 !UY!/40-.1!*1.1)!51)!20/,(-*() !
3(/,<80-!0.05,9490<!(-!@1390!0<,(3*0B!e- !24-*0?(!064.1!*1*05!91.,@,/0.1!DGQSSI:!
L4(!,-/5480!03*,/450/,1-()!,-*(3@05+-6,/0)!.,)*05() !D()!.(/,3:!-1!,. R-*,/0) !05!QSS!4*,5,K0.1!2030!50!03*3,*,)!
3(490*1,.(I:!@4(!4*,5,K0.1!213!30.,=5161)!5(/*13()!/(60.1)!05!63421!.(!
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*30*09,(-*1:!2030!(A05403!50)!30.,1630@80)B!

O1)!20/,(-*() !*30*0.1)!/1-!0.05,9490<!91)*3031-!4-0!90713!,-;,<,/,=-!.(!50!23163(),=-!30.,163+@,/0!
(-!/192030/, =-!/1-!51) !20/,(-* () !*30*0.1)!/1-!250/(<1!7!()*( !(@(/*1!)(!90-*4A1!0!50)!UY!)(90-0)!DA(3!
Q0<50!]VIB!

!

Tabla 10. Cambio en la puntuación SHARP total modificada en la artritis psoriásica 

 Placebo N=141! Adalimumab N=133!

 S(90-0  JU! S(90-0  JU! S(90-0  UY!
G(.,0!.(!50!58-(0!.(! <0)(! JJ:] ! J[:U! J[:U!
&09<,1!9(.,1!w!S$ ! V:_!w![:]! `V:]!w!]:c! `V:J!w!U:_* 

q oV:VV]!2030!50!.,@(3(-/,0 (-*3(!0.05,9490<:!)(90-0  UY 7!250/(<1: )(90-0!JU!D0-+5,),)!23,903,1I!

 

F()24()*0!.( !50!@4-/,=-!@8),/0!

H-!(5!()*4.,1!%T)̀ #:!50!@4-/,=-!@8),/0!7!50!.,)/020/,.0.!)(!(A054031-!4*,5,K0-.1!(5!y-.,/(!.(!
$,)/020/,.0.!n%z!Dn%z `$#I!7!50!H-/4()*0!.(!S054.!SÈ[NB!O1)!20/,(-*()!*30*0.1)!/1-!UV!96!
.( !0.05,9490<!/0.0!.1)!)(90-0)!91)*3031-!4-0!90713!9(?1380!/1-!3()2(/*1!05!A0513!<0)05:!(-!50!
24-*40/,=-! .( 5!n%z `$#!D.,)9,-4/,1-()!9(.,0)!.(!Uck!7!U_k!(-!50)!)(90-0)!]J!7!JU!
3()2(/*,A09(-*(I!(-!/192030/, =-!/1-!(5!250/(<1!D.,)9,-4/,1-()!9(.,0)!.(!]k!7![k!(-!50)!)(90-0)!]J!
7!JU!3()2(/*,A09(-*(IB!H-!50)!)(90-0)!]J!7!JU:!51)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!91)*3031-!4-0!
90713!9(?1380!/1-!3()2(/*1!05!A0513!<0)05!(-!50!24-*40/,=-!.(5! F()49(-! .(5!&1921-(-*(!E 8),/1!SÈ[N!
(-!/192030/, =-!/1-!51)!20/,(-*()!*30*0.1)!/1-!250/(<1:!7!-,-6b-!(92(1309,(-*1!(-!50!24-*40/, =-!.(5!
F()49(-! .(5!&1921-(-*(!G(-*05! SÈ[NB!O0!9(?130!.(!50!@4-/,=-!@8),/0!<0)0.0!(-!(5!n%z `$#!)(!
90-*4A1!.430-*(!4-!9 +C,91!.(!YU!)(90-0)! . (!50!@0)(!0<,(3*0!.(5!()*4.,1B!
 

14.4 Espondilitis anquilosante 

O0!)(643,.0.!7!(@,/0/,0!.(!UV!96!.(!0.05,9490<!/0.0!.1)!)(90-0) !)(!(A054031-!(-![]^!20/,(-*()!
0.45*1)!(-!4-!()*4.,1!05(0*13,K0.1:!.1<5(!/,(61:!/1-*3150.1!/1-!250/(<1!.(!JU!)(90-0):!(-!20/,(-*()!
/1-!()21-.,5,*,)!0-L4,51)0-*(!0/*,A0!DH%I!L4(!23()(-*0<0-!4-0!3()24()*0!,-0.(/40.0!0!654/1/13*,/1,.():!
%#PH):!0-056R),/1): !9(*1*3(C0*1!1!)45@0)050K,-0B!O%!H%!0/*,A0!)(!.(@,-,=!/191!20/,(-*()!L4(!
/4925,(31-!05!9(-1)!.1)!.(!51)!*3()!/3,*(3,1)!),64,(-*()a!D]I!4-0!24-*40/,=-!.(5! 8-.,/(!.(!0/*,A,.0.!.(!
h0*;!2030!50!H%!Dh%S$%#I!gU!/9f!DJI!50!24-*40/,=-! .(!50!()/050!0-+5160!A,)405!DHj%I!2030!(5!.1513!
*1*05!.(!()205.0!g!UV!99!7!D[I!3,6,.(K!90*4*,-0!g!]!;130B!H5!2(381.1!/,(61!@4(!)(64,.1!213!4-!2(381.1!
0<,(3*1!.430-*(!(5!/405!51)!20/,(-*()!3(/,<,(31-!UV!96!.(!0.05,9490<!/0.0!.1)!)(90-0)!213!A80!
)4</4*+-(0 :!.430-*(!4-!9 +C,91!.(!JY!)(90-0)!0.,/,1-05()B !

O0!9(?1380!(-!50)!9(.,.0)!.(!50!0/*,A,.0.!.(!50!(-@(39(.0.!)(!1<)(3A =!213!23,9(30!A(K!(-!50!)(90-0!J!
7!)(!90-*4A1!.430-*(!JU!)(90-0):!*05!/191!)(!94()*30!(-!50!E,6430!J!7!50!Q0<50!]]B!

O0)!3()24()*0)!.(!51)!20/,(-*()!/1-!0-L4,51),)!()2,-05!*1*05!D-p]]I!@4(31-!),9,503()!0!50)!.(!
51)!20/,(-*() !),-!0-L4,51),)!*1*05B!

 

Figura 2. Respuesta del ASAS 20 por visita, en el Estudio EA-I. 
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!

%!50)!]J!)(90-0): !50)!3()24()*0)!.( !%S%S!JVX^VXcV!)(!1<*4A,(31-!(-!(5!^Yk: ![Yk !7!J[k:!
3()2(/*,A09(-*(: !.( !51)!20/,(-*()!L4(!3(/,<,(31-!0.05,9490<:!(-!/192030/, =- !/1-!(5!J]k: !]Vk!7 !^k:!
3()2(/*,A09(-*(: !.( !51)!20/,(-*()!L4(!3(/,<,(31-!250/(<1!D2!oV:VV]IB!S(!1<)(3A031-!3()24()*0)!
),9,503()!(-!50!)(90-0!JU!7!)(!90-*4A,(31-!(-! 51)!20/,(-*()!L4(!3(/,<,(31- !0.05,9490<!(-!@1390!
0<,(3*0!.430-*(!4-!9 +C,91!.(! ^J!)(90-0)B!

e-0 !90713!/0-*,.0.! .(!20/,(-*()!*30*0.1)!/1-!0.05,9490<!DJJkI!05/0-K=!4- !-,A(5!<0?1!.(!0/*,A,.0.!
.(!50!(-@(39(.0.!0!50)!JU!)(90-0) !D.(@,-,.1!/191 !4-!A0513!oJV!d(-!4-0!()/050!.(!V!0!]VV!99v!(-!
/0.0 !4-1!.(!51)!/40*31!203+9(*31)!.(!3()24()*0!.(! %S%SI:!(-!/192030/, =- !/1- !51)!20/,(-*()!*30*0.1)!
/1-!250/(<1!DNkIB!

!

Tabla 11. Componentes de la actividad de la enfermedad de la espondilitis anquilosante 

 T50/(<1!Pp]Vc! %.05,9490<!PpJVY!
 G(.,0!.(!50!

58-(0!<0)05!
G(.,0!.(!

50 S(90-0  J
U!

G(.,0!.(!50!
58-(0!<0)05!

G(.,0!.(!
50 S(90-0  J

U!&3,*(3,1)!.(!3()24()*0!.(!%S%S JV !q!     
!!HA0540/,=-!651<05!.( !50!(-@(39(.0.!213!(5!
20/,(-*( !!
! %/*,A,.0.A* 

N !̂ NV! N[! [Y!

!!$1513!*1*05!.(!()205.0!q! Nc! ^Y! N !̂ [c !
!!#-@5090/,=- !b* N:c! ^:N! N:c! [:N!
h%SE#c* ^N! ^] ! ^J! [U!
T4-*40/,=-!.(  h%S$%#!dq! N:[! ^:^! N:[! [:c !
T4-*40/,=-!.(  h%SG#!eq! U:J! U:]! [:Y! [:[ !
!!Q3064) 0 203(.!D/9I! ]^:_ ! ]^:Y! ]^:Y! ]^:U!

 

!!E5(C,=-  549<03 D/9I! U:]! U:V! U:J! U:U!
!!F1*0/,=-!/(3A,/05!D630.1)I! UJ:J! UJ:]! UY:U! ^]:N!
!!E5(C,=-!50*(305 549<03 D/9I! Y:_! _:V! _:c! ]]:c !
!!$,)*0-/,0  ,-*(3905(1503 D/9I! _J:_! _U:V! _[:^ ! ]VV:Y!
T&Ff* J:J! J:V! ]:Y! V:N!
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a T13/(-*0?(!.(!)4?(*1)!/1- !05!9(-1)!4-0!9(?1380!.(5!JVk !7!.(!]V!4-,.0.() !.(! 9(.,.0 !(-! 50!
H)/050!%-+5160!j,)405!DHj%I:!.1-.(! V!p!{-,-64-1| !7!]VV!p!{630A(|!
b G(.,0 !.(! 50)!23(64-*0)!^!7!N!.(5!h%S$%#!D.(@,-,.0)!(-!.I!
c y-.,/(!E4-/,1-05 !.(!50!H)21-.,5,*,)!%-L4,51)0-*(!.(!h0*; !
d y-.,/(!.(! %/*,A,.0.!.(!50!H-@(39(.0.!.(!50!H)21-.,5,*,)!%-L4,51)0-*(!.(!h0*; !
e y-.,/(!.(  G(*3151680!.(!50!H)21-.,5,*,)!%-L4,51)0-*( .(!h0*;! !
f T31*(8-0!&!3(0/*,A0!D96X.OI!
q!H)*0.8)*,/09(-*(!),6-,@,/0*,A1!2030!/192030/,1-()!(-*3(!0.05,9490<!7 250/(<1 (-!50!)(90-0  JU!

 

e- !)(64-.1 !()*4.,1 !05(0*13,K0.1:!945*,/R-*3,/1:!.1<5(!/,(61!7!/1-*3150.1!/1-!250/(<1:!.(!YJ!
20/,(-*()!/1-! ()21-.,5,*,)!0-L4,51)0-*(:!91)*3=!3()45*0.1)!),9,503()B!

O1)!20/,(-*()!*30*0.1)!/1-!0.05,9490<!9(?13031-!/1-!3()2(/*1!05!A0513!<0)05!(-!50!24-*40/,=-!.(5!
&4()*,1-03,1!.(! &05,.0.!.( !j,.0! .(!50!H)21-.,5,*,)!%-L4,51)0-*(!D%Sz1OI!D̀[:N!@3(-*(!0!`]:]I !7!(-!
50!24-*40/,=- !.(5!F()49(-!.( !&1921-(-*()! @8),/1) !DT&SI!.( !50!H-/4()*0!.( !)054.!.(!E1390!h3(A(!
DSÈ[NI!Dc:U!@3(-*(!0!]:_I !(-!/192030/, =- !/1- !51)!20/,(-*() !*30*0.1)!/1- !250/(<1!(- !50!)(90-0!JUB!
 

14.5 Enfermedad de Crohn en adultos 

O0!)(643,.0. !7!50!(@,/0/,0!.( !9 b5*,25() !.1),) !.(!0.05,9490<!)( !(A054031-!(-!20/,(-*()!0.45*1)!/1-!
(-@(39(.0.!.(!&31;-!91.(30.0!0!630A(9(-*(!0/*,A0:!H&!Dy-.,/(!.(!%/*,A,.0.!.(!50!H-@(39(.0.!.(!
&31;-!D&$%#I!g!JJV!7!m!U^VI!(-!()*4.,1)!05(0*13,K0.1):!.1<5(!/,(61!7!/1-*3150.1)!/1-!250/(<1B!S(!
2(39,*,(31-!.1),)!()*0<5()!/1-/19,*0-*() !.(!09,-1)05,/,50*1):!/13*,/1)*(31,.()!
7X1!06(-*() !,-94-191.450.13() B!H5!c_k!.( !51)!20/,(-*()!/1-*,-4031-!3(/,<,(-.1!05!9(-1) !4-1!.(!
()*1)!9(.,/09(-*1)B !

O0!,-.4//, =-!.( !50!3(9,), =- !/58-,/0 !D.(@,-,.0!/191!4-!24-*0?(!.(5!&$%#!o!]^VI!)(!(A054=!(-!
.1) !()*4.,1)B!H-!(5!()*4.,1!H&̀ #:!)(!05(0*13,K031-!J__!20/,(-*()!L4(!-1! 3(/,<80-!<51L4(0.13()!.(5!
QPE!;0/,0 !4-1!.( !51)!/40*31!63421)!.(!*30*09,(-*1a!H5!63421!.(!250/(<1!3(/,<,=!250/(<1!(-!50)!
S(90-0) !V!7!J:!(5!63421!.(!]NVXYV!3(/,<,=!]NV!96!.(!0.05,9490<!(-!50!S(90-0 !V!7!YV!96!(-!50!
S(90-0 !J:!(5!63421!.(!YVXUV!3(/,<,=!YV!96!(-!50!S(90-0!V!7!UV!96!(-!50!S(90-0! J:!7!(5!63421!.(!
UVXJV!3(/,<,=!UV!96!(-!50!S(90-0 !V!7!JV!96!(-!50!S(90-0 !JB!O1)!3()45*0.1)!/58-,/1)!)(!(A054031-!(-!
50!S(90-0 !UB!

H-!(5!)(64-.1!()*4.,1!.(!,-.4//, =-: !H)*4.,1!H&̀ ##:![J^!20/,(-*() !L4(!;0<80-!2(3.,.1!50!3()24()*0!0!
50!*(302,0!/1-!,-@5,C,90<!23(A,0!1!(30-!,-*15(30-*()!0!50!9,)90:!)( !05(0*13,K031-!2030!3(/,<,3!]NV!96!
.(!0.05,9490<!(-!50!S(90-0 !V!7!YV!96!(-!50!S(9 0-0!J:!1!250/(<1!(-!50)!S(90-0)! V!7!JB!O1)!
3()45*0.1)!/58-,/1)!)(!(A054031-!(-!50!S(90-0 !UB!

H5!90-*(-,9,(-*1!.( !50!3(9,),=- !/58-,/0 !)(!(A054=!(- !(5!H)*4.,1!H&̀ ###B!
H-!()*( !()*4.,1: !Y^U!20/,(-*()!/1-!(-@(39(.0.!0/*,A0 !3(/,<,(31-!0.05,9490<!(-!.,)(>1! 0<,(3*1:!YV!
96 !(-!50!S(90-0 !V!7!UV!96!(-!50!S(90-0 !JB!T1)*(3,139(-*(:!51)!20/,(-*()!)(!05(0*13,K031-!(-!50!
S(90-0 !U!2030!3(/,<,3!UV!96!.(!0.05,9490<!/0.0!.1) !)(90-0): !UV!96!.(!0.05,9490<!
/0.0 !)(90-0 !1!250/(<1B!O0!.430/,=- !*1*05!.(5!()*4.,1!@4(!.(!^N!)(90-0 )B!O1)!20/,(-*()!/1- !3()24()*0!
/58-,/0!D.,)9,-4/, =-!.(5!#&$!gcVI!(-!50!S(90-0 !U:!)(!()*30*,@,/031-!7!0-05,K031-!213!)(2030.1!.(!51)!
L4(!-1!;0<80-!*(-,.1!3()24()*0!/58-,/0!(-!50!S(90-0 !UB!
!
#-.4//, =-!.( !50!3(9,), =-!/58-,/0 !

e- !90713!213/(-*0?(!.(!51)!20/,(-*( )!*30*0.1)!/1-!]NVXYV!96!.(!0.05,9490<!5163=!50!,-.4//, =-!
.( !3(9,), =-!/58-,/0!A(3)4)!250/(<1!(-!50!S(90-0 !U:!,-.(2(-.,(-*(9(-*( !.( !),!51)!20/,(-*()!
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(30-!A,36(-()!0!*30*09,(-*1!/1-!<51L4(0.13()!.(5!QPE!DH&̀ #I:!1!;0<80-!2(3.,.1 !3()24()*0!1!(30-!
,-*15(30-*()!05!,-@5,C,90<!DH&̀ ##I!DA(3!Q0<50!]JIB!
!

Tabla 12. Inducción de la remisión clínica en los estudios EC-I y EC-II (porcentaje 
de pacientes) 

 EC-I.! EC-II!
 Placebo 

N=74!
Adalimumab!160/80 mg 

N=76!
Placebo 
N=166!

Adalimumab!160/80 mg 
N=159!

S(90-0  U!     
F(9,), =-!/58-,/0 ! ]Jk ! [Nk * ck ! J]k * 

F()24()*0!/58-,/0 ! [Uk ! ^Yk ** [Uk ! ^Jk ** 

O0!3(9,),=-!/58-,/0  ()  4-0!24-*40/,=-!.(5! 8-.,/(!&$%#!o!]^Vf  50!3()24()*0 /58-,/0  ()!4-0!
.,)9,-4/, =-!.(5! 8-.,/(!&$%#!.(  05 9(-1)!cV! 24-*1)B!
*"2oV:VV]!2030!0.05,9490< "&5 250/(<1!(-! /192030/,=-! 203(0.0!231213/,1-05!
**"2oV:V] 2030!0.05,9490< "&5 250/(<1!(-! /192030/,=-  203(0.0!231213/,1-05!

 

!
G0-*(-,9,(-*1!.( !50!3(9,), =-!/58-,/0 !

H-!(5!()*4.,1!H&̀ ###!(-!50!)(90-0!U:!(5!^Yk!DU__XY^UI!.(!51)!20/,(-*()!()*0<0-!(-!3()24()*0!/58-,/0!7!)(!
(A054031-!(-!(5!0-+5,),)!23,903,1B!H-!50)!)(90-0)!JN!7!^N:!90713()!231213/,1-()!.(!20/,(-*()!L4(!
()*0<0-!(-!3()24()*0!/58-,/0!(-!50!)(90-0!U!5163031-!3(9,),=-!/58-,/0!(-!(5 !63421!.(!90-*(-,9,(-*1 !.(!
UV!96!.(!0.05,9490<!/0.0!.1)!)(90-0)!(-!/192030/, =-!/1-!51)!20/,(-*()!.(5!63421!.(!90-*(-,9,(-*1!
.(!250/(<1!DA(3!Q0<50!][IB!H5!63421!L4(!3(/,<,=!*30*09,(-*1!/1-!0.05,9490< !/0.0!)(90-0!-1!91)*3 =!
*0)0)!.(!3(9,), =-!),6-,@,/0*,A09(-*(!9+)!05*0):!(-!/192030/, =-!/1-!(5!63421!L4(!
3(/,<,=!0.05,9490<!/0.0!.1)!)(90-0)B !

!

Tabla 13. Mantenimiento de la remisión clínica en el EC-III (porcentaje de pacientes) 

 Placebo! 40!mg de adalimumab!
cada!dos!semanas!

 N=170! N=172!
Semana!26!   
F(9,), =-!/58-,/0 ! ]ck ! UVkq!
F()24()*0!/58-,/0 ! JYk ! ^Ukq!
Semana!56!   
F(9,), =-!/58-,/0 ! ]Jk ! [Nkq !
F()24()*0!/58-,/0 ! ]Yk ! U[kq !
O0!3(9,),=-!/58-,/0  ()  4-0!24-*40/,=-!.(5! 8-.,/(!&$%#!o!]^Vf  50!3()24()*0 /58-,/0  ()!4-0!
.,)9,-4/, =-!.(5! 8-.,/(!&$%#!.(  05 9(-1)!cV!24-*1)B!
q2oV:VV]!2030!50)!/192030/,1-()  203(0.0)!.(  0.05,9490<!@3(-*(!0!250/(<1!

 

$(!0L4(551)!20/,(-*()!/1 -!3()24()*0!0!50!S(90-0!U!L4(!5163031-!3(9,),=-!.430-*(!(5!()*4.,1:!51)!
20/,(-*()!.(5 !63421!.(!0.05,9490<!/0.0!.1)!)(90-0) !90-*4A,(31-!50!3(9,),=-!.430-*(!9 +)!*,(921!L4(!
51)!20/,(-*()!.(5!63421!.(!90-*(-,9,(-*1! /1-! 250/(<1B!H-*3(!51)!20/,(-*()!L4(!-1!3()21-.,(31-!0!50!
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S(90-0! ]J:!50!*(302,0!/1-*,-4=!9 +)!055+!.(!50)!]J!)(90-0)! ),-!.03!54603!0!4-!-b9(31!),6-,@,/0*,A09(-*(!
90713!.(!3()24()*0)B!

14.6 Enfermedad de Crohn pediátrica 

S(!55(A=!0!/0<1!4- !()*4.,1 !/58-,/1 !05(0*13,K0.1:!.1<5(!/,(61:!.( !^J!)(90-0)!.(!.430/, =-:!/1- !J!
/1-/(-*30/,1-()!.( !.1),)!.( !0.05,9490<!DH)*4.,1!T&$`#I!(-!]_J !20/,(-*() !2(., +*3,/1)!D.(!N!0!
]c !0>1)!.(!(.0.I !/1- !(-@(39(.0.! .( !&31;- !91.(30.0!0!630A(9(-*( !0/*,A0!D.(@,-,.0!213!4-!y-.,/(!
.( !%/*,A,.0.!.(!50!H-@(39(.0.!.(!&31;- !T(., +*3,/0!DT&$%#I!x![VIB!O1)!20/,(-*() !,- /54,.1)!;0<80-!
*(-,.1! .430-*(!51)!.1)!0>1)!0-*(3,13()!4-0!3()24()*0!,-0.(/40.0!0!51)!/13*,/1)*(31,.()!1!0!
4- !,-94-191.450.13 !D*05()!/191!0K0*,123,-0:!Ǹ9(3/02*1243,-0!1!9(*1*3(C0*1IB!S(!2(39,*,=!L4(!51)!
20/,(-*()!L4(!;0< 80-!3(/,<,.1 !23(A,09(-*(!4-!<51L4(0.13!.(5!QPE!)( !,- /547(30-!),!;0<80-!*(-,.1!
23(A,09(-*(!2R3.,.0!.(!3()24()*0!1!,-*15(30-/,0!0!()(!<51L4(0.13!.(5!QPEB!

O1)!20/,(-*()!3(/,<,(31-!*(302,0!.(!,-.4//, =- !0<,(3*0!(-!4-0!.1),)!<0)0.0!(-!)4!2()1!/1321305!DgUV!\6!
7!oUV!\6IB!O1)!20/,(-*()!L4(!2()0<0-!gUV!\6!3(/,<,(31-!]NV!96!D(-!50!S(90-0!VI!7!YV!96!D(-!50!
S(90-0! JIB!O1)!20/,(-*()!L4(!2()0<0-!oUV!\6!3(/,<,(31-!YV!96!D(-!50!S(90-0 !VI!7!UV!96!D(-!50!
S(90-0 !JIB!H-!50!S(90-0 !U:!51)!20/,(-*()!.(!/0.0!/0*(613 80!.(!2()1!/1321305!DgUV!\6!7!oUV!\6I!)(!
05(0*13,K031-!]a]!;0/, 0!4-1!.(!51)!.1) !3(689(-()!.( !.1),)!.(!
9 0-*(-,9,(-*1 !D.1),)!05*0!7!.1),) !<0?0IB!O0!.1),) !05*0!@4(!.(!UV!96 !/0.0!.1) !)( 90-0)!2030!51)!
20/,(-*() !L4(!2()0<0-!gUV!\6!7!.(!JV!96!/0.0!.1)!)(90-0)!2030!51)!20/,(-*()!L4(!2()0<0-!oUV!\6B!
O0!.1),)!<0?0!@4(!.(!JV!96!/0.0!.1)!)(90-0)!2030!51)!20/,(-*()!L4(!2()0<0-!gUV!\6!7!.(!]V!96!/0.0!
.1)!)(90-0)!2030!51)!20/,(-*()!L4(!2()0<0-!oUV!\6B!

$430-*(!*1.1!(5!()*4.,1 !)( !2(39,*,=!50!0.9,-,)*30/,=-!.(! .1),)!()*0<5()!/1-/19,*0-*()!.(!
/13*,/1)*(31,.()!D.1),)!.(!23(.-,)1-0!mUV!96X.80!1!(L4,A05(-*(I!(!,-94-191.450.13()!D0K0*,123,-0:!
Ǹ9(3/02*1243,-0!1!9(*1*3(C0*1IB!

H-!50!)(90-0!]J:!51)!20/,(-*()!L4(!(C2(3,9(-*031-!4-0!(C0/(3<0/,=-!.(!50!(-@(39(.0.!D049(-*1!.(!
50!T&$%#!.(!g!]^!.().(!50!S(90-0!U!7!T&$%#!0<)154*0!x![VI!1!L4(!-1!3()21-.,(31-!
D-1!5163031-!4-0!.,)9,-4/, =- !(-!50!T&$%#!.(!g!]^!.().(!(5!,-,/,1!.(5!()*4.,1!.430-*(!J!A,),*0)!
/1-)(/4*,A0)!/1-! 05!9(-1)!J!)(90-0)!.(!.,@(3(-/,0I :!)(!5()!2(39,*,=!049(-*03!50!.1),)!D()!.(/,3:!
/09<,03!.(!50!.1),) !/1-!(-90)/0309,(-*1 !/0.0!.1) !)(90-0) !0!50!.1),) !/1- !(-90)/0309,(-*1!
/0.0 !)(90-0If!51)!20/,(-*()!L4(!049(-*031-!50!.1),)!)(!/1-),.(3031- !@30/0)1)!05!*30*09,(-*1B!

%5!,-,/,1!.(5!()*4.,1:!(5![Yk!.(!51)!20/,(-*()!3(/,< 80!/13*,/1()*(31,.()!7!(5!NJk!.(!51)!20/,(-*()!
3(/,<80!4-!,-94-191.450.13B!&403(-*0!7!/40*31!213!/,(-*1!DUUkI!.(!51)!20/,(-*()!;0<80-!2(3.,.1!
23(A,09(-*(!50!3()24()*0!1!(30-!,-*15(30-*()!0!4-!<51L4(0.13!.(5!QPEB!O0!9(.,0-0!.( !50!
24-*40/,=- !<0)05!.(5!T&$%#!@4(!.(!UVB!

$( !51)!]_J!20/,(-*()!(-!*1*05:!]YY!20/,(-*()!/1925(*031-!(5!2(381.1!.(!,-.4//, =-!.( !U!)(90-0):!
]^J !20/,(-*()!/1925(*031-!JN!)(90-0) !.( !*30*09,(-*1!7!]JU!20/,(-*()!
/1925(*031-!^J!)(90-0) !.( !*30*09,(-*1B!H5!/,-/4(-*0!7!4-1!213!/,(-*1!D^]kI!DUYX_^I!.(!51)!
20/,(-*() !(-!(5!63421!.(!.1),)!.( !90-*(-,9,(-*1 !<0?0!049(-* =!50!.1),)!7!(5![Yk !D[^X_[I!.( !51)!
20/,(-*() !(-!(5!63421!.(!.1),)!.(!90-*(-,9,(-*1!05*0 !049(-* =!50!.1),)B!

H-!50!S(90-0!U:!(5!JYk!D^JX]YYI!.(!51)!20/,(-*()!)(!(-/1-*30<0-! (-!3(9,), =-!/58-,/0!D.(@,-,.0!/191!
4-!24-*0?(!.(5!T&$%#!m!]VIB!

O0)!231213/,1-()!.(!20/,(-*()!(-!3(9,), =-!/58-,/0!D.(@,-,.0!/191!T&$%#!m!]VI!7!3()24()*0!/58-,/0!
D.(@,-,.0!/191!3(.4//, =-!.( !T&$%#!.( !05!9(-1)!]^!24-*1) !.().(!(5!,-,/,1I :!)(!(A054031-!(-!50)!
S(90-0) !JN!7!^JB!

H-!09<0)!)(90-0) !JN!7!^J:!50!231213/,=- !.(!20/,(-*()!(-!3(9,), =-!/58-,/0!7!3()24()*0!/58-,/0!
@4(!-49 R3,/09(-*(!90713!(-!(5 !63421!.(!.1),) !05*0!(- !/192030/,=- !/1-!(5!63421!.( !.1), )!<0?0!DQ0<50!
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]UIB!H5!3R6,9(-!.( !90-*(-,9,(-*1 !3(/19(-.0.1 !()!.(!JV !96 !/0.0 !.1)!)(90-0)!2030!20/,(-*() !L4(!
2()(- !o!UV!\6!7!.(!UV!96!/0.0!.1)!)(90-0)!2030!20/,(-*()!L4(!2()(-!g!UV!\6B!O0!.1),@,/0/,=-!
)(90-05!-1!()!(5!3R6,9(-!.(!.1),@,/0/, =-!.(!90-*(-,9,(-*1 !3(/19(-.0.1 ,!"#$,^+&*&,;,
:)A*/*&'$:-* B/ ,0>5L78B!

Tabla 14. Remisión Clínica y Respuesta Clínica en el Estudio PCD-I. 

 Dosis de mantenimiento 
baja † (20 o 10 mg 
cada dos semanas)!

N = 95!

Dosis de 
mantenimiento!alta!# (40!o 20 mg 

cada!dos!semanas)!
N = 93!Semana!26!   

F(9,), =-!/58-,/0  ‡ JYk ! [_k !
F()24()*0!/58-,/0  UYk! ^_k !
Semana!52!   

F(9,), =-!/58-,/0  ‡ J[k ! [[k !
F()24()*0!/58-,/0  JYk ! UJk!
} !O0!.1),)!.( !90-*(-,9,(-*1 !<0?0!@4(!.(!JV!96!/0.0!.1)!)(90-0) !2030!20/,(-*()!/1-!4-!2()1!.(!
g!UV!\6!7!]V!\6 !96!/0.0!.1)!)(90-0)!2030!20/,(-*()!L4(!2()(- !o!UV!\6B!

~!O0!.1),)!05*0!.(!90-*(-,9,(-*1 !@4(!.(!UV!96!/0.0!.1) !)(90-0)!2030!20/,(-*()!L4(!2()0<0-!g!
UV!\6!7!JV!\6 !96!/0.0!.1)!)(90-0)!2030!20/,(-*()!L4(!2()(- !o!UV!\6B!

• !F(9,), =-!/58-,/0!.(@,-,.0!/191 !T&$%#!m!]VB!

O0!3()24()*0!/58-,/0!)(!.(@,-(!/191!4-0!3(.4//, =- !.(5!T&$%#!.(!05!9(-1)!]^!24-*1) !3()2(/*1!05!
A0513!<0)05B!

 
 
 

14.7 Colitis ulcerosa en adultos 

O0!)(643,.0. !7!50!(@,/0/,0!.(5!0.05,9490<!)(!(A054031-!(- !20/,(-*()!0.45*1)!/1- !/15,*,)!45/(31)0!
0/*,A0!91.(30.0 !0!630A(!D24-*40/,=-!.( !50!()/050!G071!.(! N!0!]J!(-!4- !*1*05!.(!]J!24-*1):!/1-!
4-0!)4<24-*40/,=-!.( !(-.1)/12,0!.( !J!0![!(-!4-0 !()/050!.(!V!0![I :!0!2()03!.(5!
*30*09,(-*1!/1-/433(-*( !1!23(A,1!/1-!,-94-1)423()13()!/191!/13*,/1)*(31,.():!0K0*,123,-0!1!Ǹ
GT!(- !.1) !()*4.,1)!/58-,/1) !05(0*13,K0.1):!.1<5(!/,(61!7!/1-*3150.1)!/1-!250/(<1!DH)*4.,1)!&e `#!7!
&e `##IB!H-!09<1)!()*4.,1)!)(!3(4-,(31-!20/,(-*()! A836(-()!0!*30*09,(-*1!/1-!<51L4(0.13()!.(5!QPE:!
2(31!(5!H)*4.,1!&e `##!*09<,R-!2(39,*,=!(5!,-63()1!. ( !20/,(-*()!L4( !2(3.,(31-!50!3()24()*0!1!(30-!
,-*15(30-*()!0!51)!<51L4(0.13()!.(5!QPEB!H5!/403(-*0!213!/,(-*1!DUVkI!.(!51)!20/,(-*()!,-)/3,*1)!(-!(5!
()*4.,1!&e `##:!;0<80-!4*,5,K0.1!23(A,09(-*(!1*31!<51L4(0.13!.(5!QPEB!

S(!2(39,*,(31-!.1),)!()*0<5()!/1-/19,*0-*() !.(!09,-1)05,/,50*1)!(!,-94-1)423()13()B!H-!51)!
()*4.,1) !&e `#!7!##:!51)!20/,(-*()!3(/,<80-!09,-1)05,/,50*1)!DN_kI:!/13*,/1)*(31,.()!D^_kI!7X1!
0K0*,123,-0!1!N`GT!D[ckI!05!,-,/,1!.(5!()*4.,1B!H-!09<1)!()*4.,1): !(5!_Jk!.( !51)!20/,(-*()!3(/,<,(31-!
05!9(-1)!4-1!.( !()*1)!9(.,/09(-*1)B !

H-!50!S(90-0!Y!)(!(A054=!(-!09<1) !()*4.,1)! 50!,-.4//, =-!.(!50!3(9,), =-!/58-,/0!D.(@,-,.0!/191!4-0!
24-*40/,=-!.(! 50!()/050!.(!G071!m!J!),-!)4<24-*40/,1-() !,-.,A,.405() !x!]IB!H-!(5!()*4.,1!&e `##!)(!
(A054031-!50!3(9,), =-!/ 58-,/0!(-!50!S(90-0 !^J!7!50!3(9,),=-!/58-,/0!)1)*(-,.0!D.(@,-,.0!/191!3(9,), =-!
/58-,/0!(- !50)!S(90-0) !Y!7!^JIB!

H-!(5!()*4.,1!&e `#:!)(!05(0*13,K031-![_V!20/,(-*() !A836(-()!0!*30*09,(-*1!/1- !<51L4(0.13()!.(5!
QPE!;0/,0!4-1!.(!51)!*3()!63421)!.(!*30*09,(-*1!2030!(5!0-+5,),)!23,903,1!.(!50!(@,/0/,0B!H5!63421!.(!
250/(<1!3(/,<,=!250/(<1!(-!50)!S(90-0) !V:!J:!U!7!NB!H5!63421!.(!]NVXYV!3(/,<,=!]NV!96!.(!
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0.05,9490<!(-!50!S(90-0 !V!7!YV!96!(-!50!S(90-0 !J:!7!(5!63421!.(!YVXUV!3(/,<,=!YV!96 !.(!
0.05,9490<!(-!50!S(90-0 !V!7!UV!96!(-!50!S(90-0 !JB!$()24 R)!.(!50!S(90-0 !J:!51)!20/,(-*()!
.( !09<1)!63421)!.(!*30*09,(-*1!/1-!0.05,9490< !3(/,<,(31-!UV!96!/0.0!.1)!)(90-0)B!
!
H-!(5!()*4.,1!&e `##:!)(!05(0*13,K031-!^]Y!20/,(-*() !2030!3(/,<,3!]NV!96!.(! 0.05,9490<!(-!50!
S(90-0 !V:!YV!96!(-!50!S(90-0 !J!7!UV!96!/0.0!.1)!)(90-0) !.().( !50!S(90-0 !U!;0)*0!50!S(90-0! ^V:!
1!250/(<1!.().( !50!S(90-0 !V!7!/0.0 !.1)!)(90-0)!;0)*0!50!S(90-0 !^VB!S(!2(39,*,=!50!3(.4//,=-!
630.405!.(!/13*,/1,.()!0!203*,3!.(!50!S(90-0 !YB!
!
H-!09<1)!()*4.,1) !&e `#!7!&e `##:!4- !90713!213/(-*0?(!.(!51)!20/,(-*()!*30*0.1)!/1- !]NVXYV!96!
.( !0.05,9490<!(-!/192030/, =- !/1-!51)!20/,(-*() !*30*0.1)!/1-!250/(<1:!5163=!50!,-.4//, =-!.( !50!
3(9,), =-!/58-,/0B!H-!(5!()*4.,1!&e `##:!4- !90713!213/(-*0?(!.(!51)!20/,(-*()!*30*0.1)!/1-!]NVXYV!96!
.( !0.05,9490<!(-!/192030/, =- !/1- !51)!20/,(-*()!*30*0.1)!/1-!250/(<1:!5163=!4-0!3(9,),=-!/58-,/0!
)1)*(-,.0!D3(9,),=-!/58-,/0!(- !09<0)!)(90-0) !Y!7!^JI!DQ0<50!]^IB!
!
!
!
!

 
Tabla 15. Inducción de la remisión clínica en los estudios CU-I y CU-II y remisión clínica 

sostenida en el estudio CU-II (porcentaje de pacientes) 

 Estudio CU-I.! Estudio CU-II!
 Placebo 

N=130!
Adalimu

mab 
160/80!

mg  
N=130!

Diferencia  
del 

tratamiento 
(IC 95%)!

Placebo 
N=246!

Adalimu
mab 

160/80 !
mg  

N=248!

Diferencia  
del tratamiento 

(IC 95%)!

#-.4//, =-  .(  F(9,), =-!
/5í-,/0! D3(9,), =-! /5í-,/0! (-!
50!S(90-0  YI!

_:Jk ! ]Y:^k ! _:[kq ! _:[k ! ]N:^k ! c:Jkq !
DV:_k:!]c:NkI! D]:Jk:!]J:_kI !

F(9,), =-!/58-,/0!)1)*(-,.0!
D3(9,),=-!/58-,/0!
(-  09<0) S(90-0)!Y!7 ^JI!

 
P!X!%!

 
P!X!%!

 
P!X!%!!

 
U:]k !

 
Y:^k !

U:Ukq!!
DV:]k:!Y:NkI!

O0!3(9,),=-!/58-,/0 !)( !.(@,-(!/191 !4-0!24-*40/,=-!.( !G071!m!J!),-!)4<24-*40/,1-()!
,-.,A,.405() !x!]B!
&#p,-*(3A051!.(!/1-@,0-K0f!!P!X!%pP1!025,/0<5(!!!
*!2oV:V^!2030!0.05,9490< "&5 250/(<1!/192030/,=-!213!203()!.(  231213/,1-()! 

H-!(5!()*4.,1!&e `#:!-1!)( !1<)(3A=!-,-64-0!.,@(3(-/,0!()*0. 8)*,/09(-*(!),6-,@,/0*,A0!(-!
50!3(9,), =- !/58-,/0 !(-*3(!(5!63421!.(!0.05,9490<!YVXUV!96!7!(5!63421!.(!250/(<1!(-!50!S(90-0 !YB!

H-!(5!()*4.,1!&e `##:!(5!]c:[k!DU[XJUYI!.(5!63421!.(!0.05,9490<!)(!(-/1-*30<0-!
(- !3(9,), =- !/58-,/0 !(-!50!S(90-0 !^J!(-!/192030/, =- !/1-!(5!Y:^k !DJ]XJUNI!(-!(5!63421!.(!250/(<1!
D.,@(3(-/,0!.(!*30*09,(-*1a!Y:Ykf!,-*(3A051!.(!/1-@,0-K0!D#&I!05!_^ka!dJ:Yk:!]U:^kvf!2oV:V^IB!

H-!(5!)4<63421!.(!20/,(-*()!.(5!()*4.,1 !&e `##!/1-!4)1!23(A,1!.(!<51L4(0.13()!.(5!QPE:!50!.,@(3(-/,0!
.(!*30*09,(-*1!(- !50!,-.4//, =-!.( !50!3(9,),=- !/58-,/0 :!203(/,=!)(3!9(-13!L4(!50!1<)(3A0.0!(-!*1.0!50!
21<50/,=- !.(5!()*4.,1:! 7!50)!.,@(3(-/,0)!.(!*30*09,(-*1!(- !50!3(9,), =- !/58-,/0!)1)*(-,. 0!7!50!3(9,),=-!
/58-,/0!(-!50!S(90-0 !^J:!203(/80-!)(3!),9,503()!0!50)!1<)(3A0.0)!(- !*1.0!50!21<50/,=-!.(5!()*4.,1B!H5!
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)4<63421!.( !20/,(-*()!/1-!4)1!23(A,1!.(!<51L4(0.13()!.(5!QPE!5163=!50!,-.4//, =-!.( !50!3(9,),=-!
/58-,/0! (-!( 5!_k !D_X_YI!. (5!63421!.(!0.05,9490<!A(3)4)!ck!DcX]V]I!(-!(5!63421!.(!250/(<1:!7!50!
3(9,), =-!/58-,/0!)1)*(-,.0! (-!( 5!^k !D^X_YI!. (5!63421!.(!0.05,9490<!A(3)4)!]k!D]X]V]I!(- !(5!
63421!.(!250/(<1B!H-!(5!)4<63421!.( !20/,(-*()!/1-!4)1!23(A,1!.(!<51L4(0.13()!.(5!QPE:!(5!
]Vk !D]VX_YI!()*0<0- !(- !3(9,), =-!/58-,/0!(-!50!S(90-0 !^J!(-!(5!63421!.(!0.05,9490<:!A(3)4)!(5!
[k !D[X]V]I!(-!(5!63421!.(!250/(<1B!
 

14.8 Psoriasis en placa 

O0!)(643,.0. !7!50!(@,/0/,0!.(5!0.05,9490<!)(!(A054031-!(- !()*4.,1)!05(0*13,K0.1):!.1<5(!/,(61!7!
/1-*3150.1)!/1-!250/(<1!(-!]N_ N!)4?(*1)!0.45*1)!/1-!2)13,0),)!(-!250/0!/3=-,/0!DT)I!91.(30.0!0!630A(:!
L4(!(30-!/0-.,.0*1)!2030!*(302,0!),)*R9,/0!1 !@1*1*(302,0B!

H5!()*4.,1!T)̀#!(A054=!0!]J]J!)4?(*1)!/1-!T)!/3=-,/ 0!/1-!g]Vk!.( !0@(/*0/,=- !.(5!+3(0!.(!)42(3@,/,(!
/1321305!D%S&I:!/1-!4-!24-*0?(!(-!50!()/050!.(!HA0540/,=-!i51<05!.(5!GR.,/1!DTi%I!
.( !05!9(-1) !91.(30.0 !!630A(.0.!.(!50!(-@(39(.0.!7!4-!y-.,/(!.(! € 3(0!7!i30A(.0.!.(!T)13,0),)!
DT%S#I!g]J:!(-!(5!L4(!)(!3(05,K031-!*3()!2(381.1)!.( !*30*09,(-*1B!H-!(5!2(381.1!%:!51)!)4?(*1)!
3(/,<,(31-!250/(<1!1!0.05,9490<!(-!4-0!.1),) !,-,/,05!.(!YV!96!(-!50!S(90-0 !V!)(64,.0 !.(!4-0!.1),)!
.(!UV!96!/0.0!.1) !)(90-0)!0!203*,3!.(!50!S(90-0 !]B!$()24 R)!.( !]N!)(90-0) !.( !*30*09,(-*1:!51)!
)4?(*1)!L4(!05/0-K031-!05!9(-1)!4-0!3()24()*0!T%S#!.(! c^!(-!50!)(90-0 !]N:!.(@,-,.0!/191 !4-0!9(?130!
.( !50!24-*40/,=-!T%S#!.( !05!9(-1)!c^k !/1-!3()2(/*1 !05!A0513!<0)05:!,-63()031-!05!2(381.1!h!7!
3(/,<,(31-!UV!96!.(!0.05,9490<!(-!@1390!0<,(3*0!/0.0!.1) !)(90-0)B!

$()24 R)!.( !]c !)(90-0) !.(!*30*09,(-*1!(!@1390!0<,(3*0:!51)!)4?(*1)!L4(!90-*4A,(31-!05!
9(-1) !4-0!3()24()*0!T%S#!.(! c^!(-!50!)(90-0 ![[ !7!L4(!@4(31-!05(0*13,K0.1)!13,6,-059(-*(!
2030!3(/,<,3!*(302,0!0/*,A0!(- !(5!2(381.1!%!:)(!A15A,(31-!0!05(0*13,K03!;0/,0! (5!2(381.1!&!2030!3(/,<,3!UV!
96 !.(!0. 05,9490<!/0.0!.1)!)(90-0) !1!250/(<1!.430-*(!]_ !)(90-0) !0.,/,1-05()B!H-!*1.1)!51)!63421)!
.( !*30*09,(-*1:!50!24-*40/,=-!,-,/,05!9(.,0!.(5!T%S#!@4(!.(!]_!7!50!24-*40/,=- !,-,/,05!.( !50!(A0540/,=-!
651<05!.(5!9R.,/1!A03,=!(-!(5!30-61!.( !{91.(30.0|!D^[kI :!{630A(|!DU]kI!1!{947!630A(|!DNkIB!

H5!()*4.,1!T)̀##!(A054=!0!)4?(*1)!/1-!2)13,0),)!/3=-,/0!(-!250/0!/1-!g]Vk!.(!0@(/*0/, =-!.( 5!%S&!7!
T%S#!g]Jf!__!20/,(-*()!@4(31-!05(0*13,K0.1)!;0/, 0!0.05,9490<!7!0!UY!)4?(*1)!;0/, 0!250/(<1B!O1)!
)4?(*1)!3(/,<,(31-!250/(<1:!1!4-0!.1),)!,-,/,05!.(!YV!96!.(!0.05,9490<!(-!50! S(90-0 !V:!)(64,.0 !.(!UV!
96!/0.0 !.1)!)(90-0) !0!203*,3!.(!50!)(90-0!] !.430-*(!]N!)(90-0)B!H-!*1.1)!51)!63421)!.(!*30*09,(-*1:!
50!24-*40/,=- !9(.,0 !<0)05!.(5!T%S#!@4(!.(!J]!7!50!24-*40/,=- !<0)05!.(5!Ti% !@4(!{91. (30.0|!DU]kI:!
{630A(|!D^]kI! 7!{947!630A(|!DYkIB!

O1)!()*4.,1)!T)`#!7!##!(A054031-!50!/0-*,.0. !.(!)4?(*1)!L4(!5163031-!4-0!(-@(39(.0.!{/5030|!1!
{9 8-,90|!(-!50 !()/050!.(!Ti%!.(!N!24-*1)!7 !50!/0-*,.0.! .( !)4?(*1)!L4(!5163031-!4-0!3(.4//, =- !(-!50!
24-*40/,=-!.(!T%S#!.( !05!9(-1)!c^k!DT%S#!c^I:!.().(!(5!,-,/,1!.(5!()*4.,1!(-!50! S(90-0!
]N!DA(3!Q0<50!]c !7!]YIB!

%.(9 +):!(5!()*4.,1!T)̀ #!(A054=!50!231213/,=-!.( !)4?(*1)!L4(!
90-*4A,(31-!4-0!Ti% !.( !(-@(39(.0. !{/5030|!1!{9 8-,90| !1!4-0!3()24()*0!T%S#!c^!.()24 R)!
.( !50!S(90-0 ![[ !7!(-!1!0-*()!.( !50!S(90-0 !^JB!

!

Tabla 17. Resultados de eficacia a las 16 semanas en el Estudio Ps-I. Número de sujetos (%) 

  %.05,9490<!UV!96!/0.0!.1) )(90-0) ! T50/(<1!
 P!p!Y]U! P!p![_Y!
Ti%a D.:$:  + AK/*A : q! ^VN DNJ!kI! ]c  DU!kI!
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T%S#!c!̂ ^cY Dc]!kI ! JN Dc!kI!
q &5031 p!),-  (5(A0/,=-!.(  250/0): ),-  ()/090):  0564-0!;,2(32,69(-*0/, =-  1 /15130/,=-  .,@4)0 31)0!1!
31?0!
G8-,91  p!T1),<5(!2(31!.,@8/,5 .(  .(*(39,-03!),!;07!4-0!5,6(30!(5(A0/,=-  .(  50!250/0 213!(-/,90!.(!
50 2,(5 -13905:!0564-0!)(L4(.0.!)42(3@,/,05!/1- 0561!.( /15130/,=-!<50-/0: ;0)*0!0564-0!/15130/,=-!
31?0!

 
 

Tabla 18. Resultados de la eficacia a las 16 semanas en el Estudio Ps-II. Número de sujetos (%) 

  %.05,9490< UV!96!/0.0!.1)  )(90-0) ! T50/(<1!
 P!p!__! P!p!UY!
Ti%a D.:$:  + AK/*A: q! cV Dc]!kI ! ^ D]V!kI!
T%S#!c!̂ cc DcY!kI! _ D]_!kI !
q &5031 p!),-  (5(A0/,=-!.(  250/0): ),-  ()/090):  0564-0!;,2(32,69(-*0/, =-  1 /15130/,=-  .,@4)0 31)0!
1!31?0!
G8-,91  p!T1),<5(!2(31!.,@8/,5 .(  .(*(39,-03!),!;07!4-0!5,6(30!(5(A0/,=-  .(  50!250/0 213!(-/,90!.(!
50 2,(5 -13905:!0564-0!)(L4(.0.!)42(3@,/,05!/1- 0561!.( /15130/,=-!<50-/0: ;0)*0!0564-0!
/15130/,=-!31?0!

 

!
%.(9 +):!(-!(5!H)*4.,1!T)`#:!51)!)4?(*1)!L4(!3(/,<,(31-!0.05,9490<!7!L4(!90-*4A,(31-!4-!T%S#!c^!)(!
A15A,(31-!0!05(0*13,K03!;0/, 0!0.05,9490<!DP!p!J^VI!1!250/(<1!DP!p!JUVI!(-!50!S(90-0 ![[B!$()24 R)!
.( !^J!)(90-0) !.( !*30*09,(-*1!/1-!0.05,9490<:!9+)!)4?(*1)!L4(!
3(/,<,(31- !0.05,9490<!90-*4A,(31-!)4!(@,/0/,0:!(-!/192030/, =- !/1-!51)!)4?(*1)!L4(!@4(31-!3(`
05(0*13,K0.1)!;0/,0 !250/(<1!(-!<0)(!05!()L4(90!.(!
90-*(-,9,(-*1 !.( 5!Ti% !.( !(-@(39(.0. !{/5030|!1!{9 8-,90| !DNY!A)B!JYkI !1!4-!T%S#!c^!Dc_!A)B!U[kIB!

e- !*1*05!.(![Uc!20/,(-*()!/1-!3()24()*0!()*0<5(!203*,/,2031-!(-!4-0 !(A0540/,=-!.(! 3(*,31!.(5!@+390/1!
7!3(*30*09,(-*1:!(- !4- !()*4., 1!.( !(C*(-),=- !0<,(3*1B!O0!9(.,0-0!.(!*,(921!;0)*0!50!3(/08.0!
D.,)9,-4/, =-!0!Ti%!{91.(30.0|!1 !2(13I!@4(!.(!0231C,90.09(-*(!^!9()()B!$430-*( !(5!2(381.1!.(!
04)(-/,0!.(!*30*09,(-*1 :!-,-6 b- !)4?(*1!(C2(3,9(-*=!
*30-)@1390/,=- !;0/, 0!2)13,0),)!24)*451)0!1!(3,*31.R39,/0B!e- !*1*05!.(!]cY!)4?(*1)!L4(!*4A,(31-!
3(/,.,A0:!3(,-,/,031-!(5!*30*09,(-*1!/1-!YV!96!.( !0.05,9490<:!54(61!UV!96 !/0.0 !.1)!)(90-0) !0!203*,3!
.( !50!S(90-0 !]B!H-!50!S(90-0! ]N:!(5!N_k!D]J[X]cYI!.(!51)!)4?(*1)!*4A,(31-!4-0!3()24()*0!.( !Ti%!
{/5030|!1!{9 8-,90|B!

H-!4- !()*4.,1 !05(0*13,K0.1!7!.1<5(!/,(61!DH)*4.,1!T)`###I!)(!/19203=!50!(@,/0/,0!7!50!)(643,.0.!.(!
0.05,9490<!A(3)4)!250/(<1!(-!J]c !)4?(*1)!0.45*1)B!O1)!)4?(*1)!(- !(5!()*4.,1! .(<80-!23()(-*03!
2)13,0),)!/3=-,/0 !(-!250/0!.( !05!9(-1)!,-*(-),.0.! 91.(30.0!(-!50!()/050!Ti%:!0@(/*0/,=-!.(!50)!4>0)!
.( !05!9(-1)!,-*(-),.0.! 91.(30.0!(-! 50!()/050!.( !HA0540/,=-!i51<05!.(!50!T)13,0),)!(-!50)!e>0)!
DTi%`EI!(A0540.0!213!(5!9 R.,/1 :!.(!^!24-*1):! 0)8!/191!4- !y-.,/(!G1.,@,/0.1! .(! i30A(.0.! .(!50!
T)13,0),)!(-!50)!e>0)!D9P%T)#I!(-! 50!4>0!.,0-0! .(!g!Y:!7!4-0!0@(/*0/,=-!.( !0/4(3.1!0!50!()/050!
%S&!.( !05!9(-1)!]Vk!1!4-0 !0@(/*0/,=- !.( 5!%S&!.( !05!9(-1)!^k !/1- !4-0!24-*40/,=-!
.( !9P %T)#!*1*05!2030!*1.0)!50)!4>0)!.(!g!JVB!O1)!)4?(*1)!3(/,<,(31-!4-0!.1),) !,-,/,05!.(!YV!96!.(!
0.05,9490<!)(64,.0!.(!UV!96!/0.0 !.1)!)(90-0)!D/19(-K0-.1 !4-0!)(90-0!.()24 R)!.(!
50!.1),) !,-,/,05I!1!250/(<1!.430-*(!JN!)(90-0) :!)(64,.1!.(!*30*09,(-*1!0<,(3*1!/1-!0.05,9490<!
.430-*(!JN!)(90-0) !0.,/,1-05()B!H)*(!()*4.,1 !(A054=!50!231213/,=-!.( !)4?(*1)!L4(!5163031-!4-0!
(A0540/,=- !{/5030|!1!{9 8-,90| !/1-!05!9(-1)!4-0 !9(?130!.(!J!630.1)!(-!50!()/050!Ti% `



 

43  

E!7!50!/0-*,.0.! .( !)4?(*1)!L4(!5163031-!05!9(-1)!4-0!9(?130!.(5!c^k !/1-!3()2(/*1 !05!A0513!<0)05!(-!50!
24-*40/,=-!9P %T)#!D9P%T)#!c^I!(-!50!S(90-0 !JNB!

H-!50!S(90-0 !JN:!4-0!90713!231213/,=-!.( !)4?(*1)!(-!(5!63421!.(!0.05,9490<!L4(!(-!(5!63421!.(!
250/(<1:!05/0-K=!(5!/3,*(3,1!.(!(A0540/,=-!@,-05!.(5!Ti% `EB!%.(9 +):!4-0!90713!/0-*,.0.! .(!)4?(*1)!
(-!(5!63421!.(!0.05,9490<!L4(!(-!(5!63421!.(!250/(<1:!5163=!4-!24-*0?(!.(5!9P %T)#!c !̂(-!50!
S(90-0 !JN!DA(3!Q0<50!]_IB!

Tabla 19. Resultados de eficacia a las 26 semanas 

!
&3,*(3,1!.(!(A0540/,=-!@,-05!

%.05,9490<!UV!96!
&0.0!.1) !)(90-0)q!Pp]V_ !

T50/(<1!Pp]VY!

Ti% `Ea!gG(?1380!.(!J!630.1)!7!
(-@(39(.0.! -.:$ : ,1!AK/*A : !

U_k! ck !

GP %T)#!c !̂ Uck! [k !

* O1)!)4?(*1)!3(/,<,(31-!YV!96 !.(!0.05,9490< !(-!50!S(90-0 !V:!)(64,.1!.(!UV!96!/0.0!.1)!)(90-0) !0!
203*,3!.(!50!S(90-0 !]B!
 
H-!(5!H)*4.,1!T)`###!*09<,R-!)( !(A054=!(5!.1513!.(!50)!4>0)!7!)(!1<)(3A=!9(?1380!(- !(5!.1513!.(!50)!
9,)90)B!!
 
!
15 REFERENCIAS 

]B P0*,1-05!&0-/(3!#-)*,*4*(B!S43A(,550-/(:!H2,.(9,15167:!0-. !H-. !F()45*)!$0*0<0)(!DSHHFI!
T316309B!SHHF!#-/,.(-/(!&34.(!F0*(): !]c! F(6,)*3,():!JVVV̀JVVcB!

!
 
16 PRESENTACIÓN COMERCIAL / ALMACENAMIENTO Y MANIPULACIÓN 

O0!)154/,=-!,-7(/*0<5(!.(! #$%&#'®!D0.05,9490<̀00/@I!)(!23()(-*0!(-! 4-0!)154/,=-!*30-)203(-*(!(!
,-/15130!0!0903,551!2+5,.1:!()*R3,5:!),-!/1-)(3A0.13():!2030!50!0.9,-,)*30/,=-!
)4</4*+-(0B!H)*+- !.,)21-,<5() !50)!),64,(-*()!23()(-*0/,1-()!.(!(920L4 (B!
!
• IDACIO® Pen - 40 mg/0,8 mL, caja de cartón con 2 unidades!

#$%&#'®!)( !)49,-,)*30!(-!4-0 !/0?0!L4(!/1-*,(-(!J! )1<3()!/1-!*134-.0!7!05/1;15!7!4-0!<0-.(?0B!O0!
<0-.(?0!/1-*,(-(!.1)! T5490)!.(!.1),)! b-,/0:!/0.0!4- 0!(-!)4!,-*(3,13!/1-!4-0!?(3,-60!.(!A,.3,1!
23(55(-0.0!.(!]!95 :!/1- !4-0!064?0!.(!•!24560.0)!.(!/05,<3(!J_:!L4(!231213/,1-0!UV!96XV:Y!95!
.( !#$%&#'®B!H5!*02=-!.(5! R9<151!.(!50!?(3,-60!7!50!/4<,(3*0!.(!50!064?0!-1!()*+-!@0<3,/0.1)!/1-!5+*(C!
.(!/04/;1!-0*4305B!H5!- b9(31!.(! P$& !() !N^J]_`^^Ù VY!
!
• IDACIO® Pen 40 mg/0,8 mL - Paquete de inicio para psoriasis en placa 

#$%&#'®!)( !)49,-,)*30!(-!4-0 !/0?0!L4(!/1-*,(-(!U!)1<3()!/1-!*134-.0!7!05/1;15!7!J!<0-.(?0)!D20L4(*(!
.(!,-,/,1!2030!2)13,0),)!(-!250/0IB!&0.0!<0-.(?0!/1-*,(-(!.1)!T5490)!.(!.1),)! b-,/0:!/0.0!4- 0!.(!51)!
/405()!(-!)4!,-*(3,13!/1-*,(-(!4-0!?(3,-60!.(!A,.3,1!23(55(-0.0!.(!]!95 :!/1- !4-0!064?0!
.( !• !24560.0)!/1- !4-!/05,<3(!.(!J_:!L4(!231213/,1-0!UV!96XV:Y!95!.(!#$%&#'®B!H5!*02=-!.(5! R9<151!
.(!50!?(3,-60!7!50!/4<,(3*0!.(!50!064?0!-1!()*+- !@0<3,/0.1)!/1-!5+*(C!.(!/04/;1!-0*4305B!H5!- b9(31!.(5!
P$& !() !N^J]_`^^Ù JYB!
!
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• IDACIO® Pen 40 mg/0,8 mL - Paquete de Inicio para la Enfermedad de Crohn, Colitis 
Ulcerativa  

#$%&#'®!)( !)49,-,)*30!(-!4-0 !/0?0!L4(!/1-*,(-( !N!)1<3()!/1-!*134-.0!7!05/1;15!7![!<0-.(?0)!D20L4(*(!
.(!,-,/,1!2030!50!(-@(39(.0.!.(!&31;-:!/15,*,)!45/(31)0IB!&0.0!<0-.(?0!/1-*,(-(!.1)!T5490)!.(!.1),)!
b-,/0:!/0.0!4- 0!.(!51)!/405()!/1-*,( -(! (-!)4!,-*(3,13!4-0!?(3,-60!.(!A,.3,1!23(55(-0.0!.(!]!95 :!/1- !4-0!
064?0!.(!•!24560.0)!/1- !4-!/05,<3(!.(!J_:!L4(!231213/,1-0!UV!96XV:Y!95!.(! #$%&#'®B!H5!*02=-!.(5!
R9<151!.(!50!?(3,-60!7!50!/4<,(3*0!.(!50!064?0!-1!()*+-!@0<3,/0.1)!/1-!5+*(C!.(!/04/;1!-0*4305B!
H5!-b9(31!.(5!P$&!()!N^J]_ `^^Ù [YB!
!
• IDACIO®: jeringa prellenada con 40 mg/0,8 ml. Caja de cartón con 2 unidades 

#$%&#'®!)( !)49,-,)*30!(-!4-0 !/0?0!L4(!/1-*,(-( !J!)1<3()!/1-!*134-.0)!7!05/1;15!7!4-0!<0-.(?0B!O0!
<0-.(?0!/1-*,(-(!4-0 !?(3,-60!.(!A,.3,1!23(55(-0.0!.( !]!95 :!.( !.1),)! b-,/0 :!/1- !4-0!064?0!.(!•!
24560.0)!/1- !4-!/05,<3(!.(!J_:!L4(!231213/,1-0!UV!96XV:Y!95!.( !#$%&#'®B!H5!*02=-!.(5! R9<151!.(!50!
?(3,-60!7!50!/4<,(3*0!.(!50!064?0!-1!()*+-!@0<3,/0.1)!/1-!5+*(C!.(!/04/;1!-0*4305B!
H5!-b9(31!.(5!P$&!()!N^J]_ `^^Ǹ ]YB!
!

%590/(-09,(-*1!7 !()*0<,5,.0.!

P1!)(! 4*,5,/(!.()24R)!.(!50!@(/;0!.(!/0.4/,.0.! ,-.,/0.0!(-!(5!(920L4( B!#$%&#'®!.(<( !3(@3,6(303)(!0!
4-0!*(92(30*430!.(!J!‚&!0!Y!‚&!D[N!‚E!0!UN!‚ EIB!P' !&'PiHO%FB !P1!51!4*,5,/(!),!()*+!/1-6(50.1:!
,-/54)1!),!)( !;0 !.()/1-6(50.1B!

%590/(-03!(- !(5!/03*=-!13,6,-05!;0)*0!(5!919(-*1!.( !50!0.9,-,)*30/,=- !2030!231*(6(3!.(!50!54KB!

S,!()!-(/()03,1:!213!(?(9251:!/40-.1!)(!A,0?0:!#$%&#'®!24(.( !0590/(-03)(!0!*(92(30*430!09<,(-*(!
;0)*0!4-!9 +C,91!.(!cc!‚E!DJ^!‚&I!.430-*(!4-!2(381.1!.(!;0)*0!JY!. 80):!/1-!231*(//,=- !/1-*30!50!54KB!
#$%&#'®!.(<( !.()(/;03)( !),!-1!)(!4*,5,K0!.(-*31!.(5!2(381.1!.(!JY!. 80)B!F(6,)*3(!50!@(/;0!(-!L4(!
#$%&#'®!)(!3(*,30!213!23,9(30!A(K!.(5!3(@3,6(30.13!(-!51)!()20/,1) !231A,)*1)!(-!50!/0?0B!

P1!0590/(-( !#$%&#'® (-! (5!/0513!1!@381!(C*3(91)B!

!
17 INFORMACIÓN DE RECOMENDACIONES PARA EL PACIENTE!

F(/19,(-.(! 05!20/,(-*( !1!05!231@(),1-05!.(!50!)054.!L4(!5(0!50!#-@1390/,=-!2030!(5!T0/,(-*(!0231<0.0!
213!50!E$%!Di480!.(5!9(.,/09(-*1!(!#-)*34//,1-()!.(!4)1IB !

#-@(//,1-()!
#-@139(!0!51)!20/,(-*()!L4(!#$%&#'®!24(.(!3(.4/,3!50!/020/,.0.!
.( !)4!),)*(90 !,-94-,*03,1!2030!/19<0*,3!,-@(//,1-()B!#-.,L4(!0!51)!20/,(-*()!50!,9213*0-/,0!.( !21-(3)(!
(-!/1-*0/*1!/1-!)4!9 R.,/1!),!23()(-*0-!056b-!) 8-*190!.(!,-@(//, =- :!*05()!
/191 !*4<(3/451),):!,-@(//,1-()!@b-6,/0)!,-A0),A0)!7!3(0/*,A0/,=- !.( !,-@(//,1-()!213!(5!A,34)!.(!50!
;(20*,*,)!h !!"#$,9)"#$'#/-*:&,;,<$#-:(-*+/#&,0=313,=3>3,=3278B!

P(1250),0)!905,6-0)!
#-@13903!0!51)!20/,(-*()!)1<3(!(5!3,()61!.(!905,6-,.0.()!9,(-*30)!3(/,<(-! #$%&#'®!!"#$,
9)"#$'#/-*:&  ;,X$#-:(-*+/#& 0=3>78!

F(0//,1-()!.(!;,2(3)(-),<,5,.0. !
%/1-)(?(!0!51)!20/,(-*()!L4(!<4)L4(-!0*(-/, =- !9 R.,/0!,-9(.,0*0 !),!(C2(3,9(-*0- !/405L4,(3!
)8-*190!.( !3(0//,1-()!.( !;,2(3)(-),<,5,.0.!630A()B!!

'*30)!/1-.,/,1-()!9 R.,/0) !
%/1-)(?(!0!51)!20/,(-*() !L4(!,-@139(-!0!)4!9R.,/1!/405L4,(3!),6-1!.(! (-@(39(.0.()! -4(A0)!1!L4(!
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(92(130- :!*05()!/191!,-)4@,/,(-/,0!/03.80/0!/1-6()*,A0:!(-@(39(.0.() !-(4315=6,/0):!*30)*13-1)!
04*1,-94-() !1!/,*12(-,0)B!F(/19,(-.(! 0!51)!20/,(-*()!L4(!,-@139(-!.( !/405L4,(3!)8- *190!L4(!
)46,(30!4-0!/,*12(-,0:!*05()!/191!913(*1-():!)0-630.1!1!@,(<3(!2(3),)*(-*(!!"#$,
9)"#$'#/-*:& ,; ,<$#-:(-*+/#&,0=3=3,=3H3,=363,=3M78B!

#-)*34//,1-() !)1<3(!50!*R/-,/0!.(!,-7(//, =- !

#-@139(!0!51)!20/,(-*()!L4(!50!23,9(30!,-7(//,=- !.(<( !3(05,K03)(!<0?1!50!)42(3A,),=-!.(!4- !231@(),1-05!
.(!50!)054.!/05,@,/0.1B!S,!4-!20/,(-*( !1!/4,.0.13 !A0!0!0.9,-,)*303!#$%&#'®:!,-)*34,35(!(-!50)!*R/-,/0)!
.(! ,-7(//, =-!7!(A05403!)4!/020/,.0.!2030!,-7(/*03!213!A80!)4</4*+-(0 :!2030!6030-*,K03!50!
0.9,-,)*30/, =-!0.(/40.0 !.(! #$%&#'®!!"#$,?/&'$(--*+/#&,)#,(&+85!

H-!(5!/0)1!.(!51)!20/,(-*()!L4(!A070-!0!4*,5,K03!50!T5490!#$%&#'®:!,-. 8L4(5()!L4(!a!

• F(*,3(- !(5!*02=-!.(!50!064?0!.(!50!T5490!7!(924?(!7!)4?(*(!50!T5490!@,39(9(-*(!/1-*30!50!2,(5!(-!
(5!),*,1!.(!,-7(//, =-!(5(6,.1B!!

• %/*,A(!50!T5490!245)0-.1!(5!<1*=- !.(!,-7(//, =- B!H5!/5,/!,-.,/0!(5!,-,/,1!.(!50!,-7(//,=-B!

• G0-*(-60!50!T5490!#$%&#'®!/1-*30!50!2,(5!;0)*0!L4(!50!,-7(//, =-! .(5!58L4,.1!;070!*(39,-0.1B!!

• S0<3+!L4(!50!,-7(//, =-!;0!*(39,-0.1!/40-.1 !(5!R9<151!.(!50!?(3,-60!)(!94(A0!/1925(*09(-*(!
;0/,0!0<0?1!;0)*0!50!203*(!,-@(3,13!.(5!/4(321!.(!50!?(3,-60!*30-)203(-*(:!2030!2(39,*,3!L4(!(5!
231*(/*13!.(!)(643,.0.!/4<30!50!064?0B!

#-.,L4(!0!51)!20/,(-*()!L4(!.()(/;(- !50)!064?0)!7!?(3,-60)!4)0.0)!1!50!T5490!4)0.0!(-!4-!3(/,2,(-*(!.(!
(5,9,-0/, =-!.(!1<?(*1)!24-K0-*()!0231<0.1!213!50!E$%:!,-9(.,0*09(-*(!.()24 R)!.(!)4!4)1B!Indique a 
los pacientes que no desechen las agujas y jeringas o Plumas sueltos en la basura 
doméstica. #-.,L4(!0!51)!20/,(-*()!L4(!),!-1!*,(-(-!4- !3(/,2,(-*( !2030!50!(5,9,-0/,=-!.(!1<?(*1)!
24-K0-*()!0231<0.1!213!50!E$%:!24(.(-!4)03!4- !3(/,2,(-*(!2030!(5!;1603!L4(!()*R!;(/;1 !.(!
4- !25+)*,/1!3(),)*(-*(: !L4(!)(!24(.0 !/(3303!/1-!4-0!*020!;(39 R*,/0!7!3(),)*(-*(!0!51)!2,-/;0K1)!),-!L4(!
51)!1<?(*1)!24-K0-*()!24(.0-!)05,3:!A(3*,/05!7!()*0<5(!.430-*(!(5!4)1:!3(),)*(-*(!0!50)!@460):!
7!.(<,.09(-*( !(*,L4(*0.1)!2030!0.A(3*,3!.(!3(),.41)!2(5,631)1)!.(-*31!.(5 !/1-*(-(.13B!
!
#-.,L4(!0!51)!20/,(-*()!L4(!/40-.1 !(5!/1-*(-(.13!.(!(5,9,-0/, =-!.(!1<?(*1)!24-K0-*()!()*R!/0),!55(-1:!
.(<(3+- !)(64,3!50)!.,3(/*3,/()!.(!50!/194-,.0.!2030!1<*(-(3!50!@1390!/133(/*0!.(!
.()(/;03 !(5!/1-*(-(.13!.( !(5,9,-0/, =-!.( !1<?(*1)!24-K0-*()B!#-.,L4(!0!51)!20/,(-*()!L4(!24(.(!
;0<(3!5(7()!()*0*05()!1!51/05()!/1-!3()2(/*1!0!50!(5,9,-0/,=- !.(!064?0)!7!?(3,-60)!4)0.0)B!F(@,(30!0!51)!
20/,(-*()!05!),*,1!t(<!.(!50!E$%!(-!;**2aXXtttB@.0B61AX)0@();032).,)21)05!2030!1<*(-(3!9+)!
,-@1390/,=-!)1<3(!50!(5,9,-0/,=-!)(6430!.(!1<?(*1)!24-K0-*()!7!2030!1<*(-(3!,-@1390/,=-!()2(/ 8@,/0!
)1<3(!50!(5,9,-0/,=-!.(!1<?(*1)!24-K0-*()!(-! 50!/,4.0.!(-! 50!L4(!A,A(-B!

Indique a los pacientes que no desechen su contenedor de desechos de objetos punzantes usados 
en la basura doméstica, a menos que las directrices de la comunidad lo permitan. Indique a los 
pacientes que no reciclen el contenedor de eliminación de objetos punzantes usados. 
!
E0<3,/0.1!213a!E3()(-,4) !r0<, !eS%:!OO&!
O0\(!ƒ43,/;:!#O!NVVUc:!eS%!!
Pb9(31!.(!5,/(-/,0! (-!51)!HHB!eeB!WWW!
!


