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£
#| ik | Humira 20 mg solution for injection in pre-filled syringe
5¢ | Humira 40 mg solution for injection in pre-filled syringe
181 4 | Humira 40 mg solution for injection in pre-filled pen

(| Humira 80 mg solution for injection in pre-filled syringe

1 | Humira 80 mg solution for injection in pre-filled pen

¥* (Abbvie Inc)

)

%h | [Rheumatoid arthritis]

BE | Humira in combination with methotrexate, is indicated for:

% | » the treatment of moderate to severe, active rheumatoid arthritis in

PS adult patients when the response to disease-modifying

anti-rheumatic drugs including methotrexate has been inadequate.
* the treatment of severe, active and progressive rheumatoid arthritis

in adults not previously treated with methotrexate.

Humira can be given as monotherapy in case of intolerance to
methotrexate or when continued treatment with methotrexate is

inappropriate.

Humira has been shown to reduce the rate of progression of joint
damage as measured by X-ray and to improve physical function,
when given in combination with methotrexate.
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TW5,

[Juvenile idiopathic arthritis]
[Polyarticular juvenile idiopathic arthritis]
Humira in combination with methotrexate is indicated for the
treatment of active polyarticular juvenile idiopathic arthritis, in
patients from the age of 2 years who have had an inadequate response
to one or more disease-modifying anti-rheumatic drugs (DMARDs).
Humira can be given as monotherapy in case of intolerance to
methotrexate or when continued treatment with methotrexate is
inappropriate. Humira has not been studied in patients aged less than
2 years.
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[Enthesitis-related arthritis]
Humira is indicated for the treatment of active enthesitis-related
arthritis in patients, 6 years of age and older, who have had an
inadequate response to, or who are intolerant of, conventional
therapy.
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[Axial spondyloarthritis]

[ s 1 3 A B i 4%
[Ankylosing spondylitis (AS)]
Humira is indicated for the treatment of adults with severe active
ankylosing spondylitis who have had an inadequate response to
conventional therapy.
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[Axial spondyloarthritis without radiographic evidence of AS]

Humira is indicated for the treatment of adults with severe axial

spondyloarthritis without radiographic evidence of AS but with

objective signs of inflammation by elevated CRP and / or MRI, who

have had an inadequate response to, or are intolerant to non-steroidal

anti-inflammatory drugs (NSAIDs).
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[Psoriatic arthritis]
Humira is indicated for the treatment of active and progressive
psoriatic arthritis in adults when the response to previous
disease-modifying anti rheumatic drug therapy has been inadequate.
Humira has been shown to reduce the rate of progression of
peripheral joint damage as measured by X-ray in patients with
polyarticular symmetrical subtypes of the disease (and to improve
physical function.
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[Psoriasis]
Humira is indicated for the treatment of moderate to severe chronic
plaque psoriasis in adult patients who are candidates for systemic
therapy.
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[Paediatric plaque psoriasis]
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Humira is indicated for the treatment of severe chronic plaque
psoriasis in children and adolescents from 4 years of age who have
had an inadequate response to or are inappropriate candidates for
topical therapy and phototherapies.

(/08 U2 =3 P WA
b2 X703, RATRIE R OBIRIERN DR A 5 T - 72,
IS DOFRIENAREL) 2R 4 5 LA EO/NR R OVFFEIZBIT S HIE
D= MR OIB R 2 HWIC & T D,

[Hidradenitis suppurativa (HS)]
Humira is indicated for the treatment of active moderate to severe
hidradenitis suppurativa (acne inversa) in adults and adolescents from
12 years of age with an inadequate response to conventional systemic
HS therapy.

MEMRPEITFRRZE (HS) ]
b X T, IO EEN D EECLRBEITREZ AT 5
12 5% LA E DR R O F FEBF TR T D20k D28 HS FIEICKE
TORIEHA T30 56 OEREZ IS &1 5,

[Crohn’s disease]
Humira is indicated for treatment of moderately to severely active
Crohn’s disease, in adult patients who have not responded despite a
full and adequate course of therapy with a corticosteroid and/or an
immunosuppressant; or who are intolerant to or have medical
contraindications for such therapies.
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[Paediatric Crohn's disease]
Humira is indicated for the treatment of moderately to severely active
Crohn's disease in paediatric patients (from 6 years of age) who have
had an inadequate response to conventional therapy including
primary nutrition therapy and a corticosteroid and/or an
immunomodulator, or who are intolerant to or have contraindications
for such therapies.

[NR 78— ]
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[Ulcerative colitis]
Humira is indicated for treatment of moderately to severely active
ulcerative colitis in adult patients who have had an inadequate
response to conventional therapy including corticosteroids and 6
mercaptopurine (6-MP) or azathioprine (AZA), or who are intolerant
to or have medical contraindications for such therapies.
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[Uveitis]
Humira is indicated for the treatment of non-infectious intermediate,
posterior and panuveitis in adult patients who have had an inadequate
response to corticosteroids, in patients in need of
corticosteroid-sparing, or in whom corticosteroid treatment is
inappropriate.
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[Paediatric Uveitis]

Humira is indicated for the treatment of paediatric chronic
non-infectious anterior uveitis in patients from 2 years of age who
have had an inadequate response to or are intolerant to conventional
therapy, or in whom conventional therapy is inappropriate.
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Humira treatment should be initiated and supervised by specialist
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physicians experienced in the diagnosis and treatment of conditions
for which Humira is indicated. Ophthalmologists are advised to
consult with an appropriate specialist before initiation of treatment
with Humira. Patients treated with Humira should be given the

Patient Reminder Card.

After proper training in injection technique, patients may self-inject
with Humira if their physician determines that it is appropriate and

with medical follow-up as necessary.

During treatment with Humira, other concomitant therapies (e.g.,
corticosteroids and/or immunomodulatory agents) should be
optimised.
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Posology

[Rheumatoid arthritis]

The recommended dose of Humira for adult patients with rheumatoid
arthritis is 40 mg adalimumab administered every other week as a
single dose via subcutaneous injection. Methotrexate should be

continued during treatment with Humira.

Glucocorticoids, salicylates, non-steroidal anti-inflammatory drugs,

or analgesics can be continued during treatment with Humira.

In monotherapy, some patients who experience a decrease in their
response to Humira 40 mg every other week may benefit from an
increase in dosage to 40 mg adalimumab every week or 80 mg every

other week.

11
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Available data suggest that the clinical response is usually achieved
within 12 weeks of treatment. Continued therapy should be

reconsidered in a patient not responding within this time period.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

Dose interruption
There may be a need for dose interruption, for instance before surgery

or if a serious infection occurs.

Available data suggest that re-introduction of Humira after
discontinuation for 70 days or longer resulted in the same magnitudes
of clinical response and similar safety profile as before dose
interruption.
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[Ankylosing spondylitis, axial spondyloarthritis without radiographic

evidence of AS and psoriatic arthritis}

The recommended dose of Humira for patients with ankylosing

spondylitis, axial spondyloarthritis without radiographic evidence of

AS and for patients with psoriatic arthritis is 40 mg adalimumab

administered every other week as a single dose via subcutaneous
injection.

Available data suggest that the clinical response is usually achieved
within 12 weeks of treatment. Continued therapy should be

reconsidered in a patient not responding within this time period.
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[Psoriasis]

The recommended dose of Humira for adult patients is an initial dose
of 80 mg administered subcutaneously, followed by 40 mg
subcutaneously given every other week starting one week after the

initial dose.

Continued therapy beyond 16 weeks should be carefully reconsidered

in a patient not responding within this time period.

Beyond 16 weeks, patients with inadequate response to Humira
40 mg every other week may benefit from an increase in dosage to

40 mg every week or 80 mg every other week. The benefits and risks

13
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of continued 40 mg weekly or 80 mg every other week therapy should
be carefully reconsidered in a patient with an inadequate response
after the increase in dosage. If adequate response is achieved with
40 mg every week or 80 mg every other week, the dosage may

subsequently be reduced to 40 mg every other week.

Humira may be available in other strengths and/or presentations
depending on the individual treatment needs.
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[Hidradenitis suppurativa]

The recommended Humira dose regimen for adult patients with
hidradenitis suppurativa (HS) is 160 mg initially at Day 1 (given as
four 40 mg injections in one day or as two 40 mg injections per day
for two consecutive days), followed by 80 mg two weeks later at Day
15 (given as two 40 mg injections in one day). Two weeks later
(Day 29) continue with a dose of 40 mg every week or 80 mg every
other week (given as two 40 mg injections in one day). Antibiotics
may be continued during treatment with Humira if necessary. It is
recommended that the patient should use a topical antiseptic wash on

their HS lesions on a daily basis during treatment with Humira.

Continued therapy beyond 12 weeks should be carefully reconsidered

in a patient with no improvement within this time period.
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Should treatment be interrupted, Humira 40 mg every week or 80 mg

every other week may be re-introduced.

The benefit and risk of continued long-term treatment should be

periodically evaluated.

Humira may be available in other strengths and/or presentations
depending on the individual treatment needs.
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[Crohn's disease]

The recommended Humira induction dose regimen for adult patients
with moderately to severely active Crohn’s disease is 80 mg at

Week 0 followed by 40 mg at Week 2. In case there is a need for a
more rapid response to therapy, the regimen 160 mg at Week 0 (given
as four 40 mg injections in one day or as two 40 mg injections per
day for two consecutive days), 80 mg at Week 2 (given as two 40 mg
injections in one day), can be used with the awareness that the risk

for adverse events is higher during induction.
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After induction treatment, the recommended dose is 40 mg every
other week via subcutaneous injection. Alternatively, if a patient has
stopped Humira and signs and symptoms of disease recur, Humira
may be re-administered. There is little experience from

re-administration after more than 8 weeks since the previous dose.

During maintenance treatment, corticosteroids may be tapered in

accordance with clinical practice guidelines.

Some patients who experience decrease in their response to Humira
40 mg every other week may benefit from an increase in dosage to

40 mg Humira every week or 80 mg every other week.

Some patients who have not responded by Week 4 may benefit from
continued maintenance therapy through Week 12. Continued therapy
should be carefully reconsidered in a patient not responding within

this time period.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

[ 2 72— ]

HEIEN D \EIEDIEEIH 7 o — VIR AN BT ICH T 237
OHELTE AT, 80mg & 0ICHKE L, D% 40mg % 2
BIZEET 5, K 0RGERIBERICS LERGEX, BARIE
FICHEEEZOY A PE W &2 L2 ET, 160 mg % 0
HEICEE (40mg Z— HICWUEEE, XX 40 mg Z [Al/H .
i T HEEE), 80mg & 2 MEBICHE L (40 mg & —HIC [
Bh) ¥R TED,

MR ER ORI BIZ40mg WEKR TR THL, BENE
27 0REG 2RI L, REOBELOIERDZHIE LG AT,
taIT72BRELTH IV, fiE&kE,D 8 HHZ# A TH
G LRI 7m0,

HMEFFRE T IX, BB A RIA Vo CalLFaRrTal R
WL TH LV,
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b7 40mg BB OENHTS LZBFETIE, e 237
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4B ETICHERRD DN —FOBHETIE, 128EH
FCHEFFRIE 2T 2 2 L TREX 7 4 v ML LD ATRENE
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[Ulcerative colitis]

The recommended Humira induction dose regimen for adult patients
with moderate to severe ulcerative colitis is 160 mg at Week 0 (given
as four 40 mg injections in one day or as two 40 mg injections per
day for two consecutive days) and 80 mg at Week 2 (given as two

40 mg injections in one day). After induction treatment, the
recommended dose is 40 mg every other week via subcutaneous

injection.

During maintenance treatment, corticosteroids may be tapered in

accordance with clinical practice guidelines.

Some patients who experience decrease in their response to 40 mg
every other week may benefit from an increase in dosage to 40 mg

Humira every week or 80 mg every other week.

Available data suggest that clinical response is usually achieved
within 2-8 weeks of treatment. Humira therapy should not be

continued in patients failing to respond within this time period.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

B¢ PN 2

HAEE 2> O BE O R ATBIBME KRG REF ISR T 58 2 I 7 0HE
TEH A &EIX, 160mg Z 0 H (40 mg % — H WA, XX 40 mg
Z O AEA E) &S5 L, 80mgAZ 2H (40mg & —H
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A G D, BARRER OHELEH 1T 40 mg I BT
GTHo,

MEFFRET X, BB A RIA LV ICfE»CalLFaRrTal R
WL TH L,

40 mg R G AR T A RIGNE T L7ZEETIE . E2I70H
B 40 mg RIE G XX 80 mg PR 512 &5 5 2 & TR
DIFOLNDGEEDNH D,

HE . WG 28 WRILINICERRZIENE LD Z & &R
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[Uveitis]

The recommended dose of Humira for adult patients with uveitis is an
initial dose of 80 mg, followed by 40 mg given every other week
starting one week after the initial dose. There is limited experience in
the initiation of treatment with Humira alone. Treatment with Humira
can be initiated in combination with corticosteroids and/or with other
non-biologic immunomodulatory agents. Concomitant corticosteroids
may be tapered in accordance with clinical practice starting two

weeks after initiating treatment with Humira.

It is recommended that the benefit and risk of continued long-term

treatment should be evaluated on a yearly basis.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

[$5 & 5 BEA]

WH ., RADOSEIBERBFIZITE =22 7 & LTHIENC 80 mg
Z, PIEES»D —HE%KIC 40 mg ZFRAEZE ST 5, B2 T
DO HANBE G OBFMRBRIIE SN TWVWD, B2 708X, =
NFaRTa A REOY IO IEAEY T o i & o ff A
WCRVBHBT HZENTED, BRZFEIZIEET, E2IT70
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BN G 2BMBICarFaRrTof 2R L TH L,
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b= X T3 & OEFE=— X2E CTo & & & O/ SUIHFE T
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Special populations

Elderly

No dose adjustment is required.

Renal and/or hepatic impairment
Humira has not been studied in these patient populations. No dose

recommendations can be made.

I 75 4 [

It
L

&

MEREIIAETH D,

e

B RE P K Y T AT RS RE S 2
INLOBRFEMAERNELE L =2 25 ORBITERL TV
WV, HERE R ST 0,

Paediatric population
[Juvenile idiopathic arthritis]

Polyarticular juvenile idiopathic arthritis from 2 years of age

The recommended dose of Humira for patients with polyarticular
juvenile idiopathic arthritis from 2 years of age is based on body
weight (Table 1).Humira is administered every other week via
subcutaneous injection.

Table 1. Humira Dose for Patients with Polyarticular Juvenile

Idiopathic Arthritis
Patient Weight Dosing Regimen
10 kg to <30 kg 20 mg every other week
>30 kg 40 mg every other week
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Available data suggest that clinical response is usually achieved
within 12 weeks of treatment. Continued therapy should be carefully

reconsidered in a patient not responding within this time period.

There is no relevant use of Humira in patients aged less than 2 years

for this indication.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

/N
[ FF 4 P T 1 B AR
2 K B D % B A AR B A A

ZEEIIEEIME 2 A 9 5 2 Ll b O F A Rr 8 1 B R B E (S
P HE 2 I 7 OMERARIIREICESS (R1D, AANT2H#
A 1l B FiERd %,

£ 1 SHEMEEEREREEAGRBEF T TOE2I70ME

BEOKE A A&
10 kg Ak 30 kg A 20 mg f@H & 5
30 kg UL E 40 mg fg i ¥ 5-

WE . BEREND 12 BBELNICERSIEN GO D Z & 2R
BT 5T —ZNELNTND, ZOHBNICHIERNPED b7
WHBFIZOW T, IBFEOMKEZEEICHEESTHZ L,

2 AT D RBEIZHTDHE = I T OEILILR,

b= I 73 & iR =— X205 U THLO & & X O/ UTFIE T
feftsn s,

[Enthesitis-related arthritis]
The recommended dose of Humira for patients with enthesitis-related
arthritis from 6 years of age is based on body weight (Table 2).

Humira is administered every other week via subcutaneous injection.

Table 2. Humira Dose for Patients with Enthesitis-Related
Arthritis

20




IV-155

Patient Weight Dosing Regimen
15 kg to <30 kg 20 mg every other week
>30 kg 40 mg every other week

Humira has not been studied in patients with enthesitis-related

arthritis aged less than 6 years.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

[ 15 85 % B B i K
6 F LA b IR % i 5 A S 2k B8 1 B % R LT3 D AR
OHRAEIIR2DLEBY THD, AFNT 2 HWHEIC 1B, BT
EHT 5,

K2AERABEBEHREBECH T2 =2I70HE

BEOKRE A A&
15 kg L E 30 kg Riili 20 mg bR &% 5-
30 kg UL I 40 mg @ H ¥ 5

6 kAT DA AT R BEEESI R EE LR R L Lt 270
FRERIT FE i LTV 7w,

b= X T3 & OEHE=— X2E CTo & & & O/ SUIHFIE T
et s,

[Paediatric plaque psoriasis]
The recommended Humira dose for patients with plaque
psoriasis from 4 to 17 years of age is based on body weight

(Table 3). Humira is administered via subcutaneous injection.

Table 3. Humira Dose for Paediatric Patients with Plaque

Psoriasis
Patient Weight Dosing Regimen
15 kg to <30 kg Initial dose of 20 mg, followed by 20 mg

given every other week starting one week
after the initial dose

>30 kg Initial dose of 40 mg, followed by 40 mg
given every other week starting one week
after the initial dose
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Continued therapy beyond 16 weeks should be carefully considered

in a patient not responding within this time period.

If retreatment with Humira is indicated, the above guidance on dose

and treatment duration should be followed.

The safety of Humira in paediatric patients with plaque psoriasis has

been assessed for a mean of 13 months.

There is no relevant use of Humira in children aged less than 4 years

for this indication.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

[/ JE 3 51k R ]
AP B 1T £ TOREREBER ST 2 I 7 OHELE
MEFEEICESS (F3) , AABKTHRET D,
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ZOHEWICHRDFEO bR WEHE TIE, 16 HHZ B T
TRy 5 2 & ZHEICHRHNT 52 &,

b7 OFRENEIGERDGAIT. HELROE S WIRIZE
THEFTLDOTA L AH/ED Z &,
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[ RFAT L 72,

4 AT O/NRIZH T 258 2 I 7 OIS IER VY,
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[Adolescent hidradenitis suppurativa (from 12 years of age, weighing
at least 30 kg)|

There are no clinical trials with Humira in adolescent patients with
HS. The posology of Humira in these patients has been determined

from pharmacokinetic modelling and simulation.

The recommended Humira dose is 80 mg at Week 0 followed by
40 mg every other week starting at Week 1 via subcutaneous

injection.

In adolescent patients with inadequate response to Humira 40 mg
every other week, an increase in dosage to 40 mg every week or

80 mg every other week may be considered.

Antibiotics may be continued during treatment with Humira if
necessary. It is recommended that the patient should use a topical
antiseptic wash on their HS lesions on a daily basis during treatment

with Humira.

Continued therapy beyond 12 weeks should be carefully reconsidered

in a patient with no improvement within this time period.

Should treatment be interrupted, Humira may be re-introduced as

appropriate.

The benefit and risk of continued long-term treatment should be

periodically evaluated

There is no relevant use of Humira in children aged less than 12 years

in this indication.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

[T IR S (12 3% 2L B, RE 30 kg LA k)]
HEHS BEEZNRLE Lzt 2 2 7 OBERBRIIER ST
V0, IRHOBFICBIT 2 2 I 70MHRIT, EpBiEeT
Vo 7Rk Ialb—ra X VikE LT,
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[Paediatric Crohn's disease]
The recommended dose of Humira for patients with Crohn’s disease
from 6 to 17 years of age is based on body weight (Table 4). Humira

is administered via subcutaneous injection.

Table 4. Humira Dose for Paediatric Patients with Crohn’s

disease
Patient Induction Dose Maintenance Dose
‘Weight Starting at Week 4

<40 kg ® 40 mg at week 0 and 20 20 mg every other week

mg at week 2

In case there is a need for a

more rapid response to
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therapy with the awareness
that the risk for adverse
events may be higher with
use of the higher induction
dose, the following dose
may be used:

¢ 80 mg at week 0 and 40

mg at week 2

> 40 kg e 80 mg at week 0 and 40 40 mg every other week

mg at week 2

In case there is a need for a
more rapid response to
therapy with the awareness
that the risk for adverse
events may be higher with
use of the higher induction
dose, the following dose
may be used:

¢ 160 mg at week 0 and 80

mg at week 2

Patients who experience insufficient response may benefit from an
increase in dosage:
. <40 kg: 20 mg every week

. > 40 kg: 40 mg every week or 80 mg every other week

Continued therapy should be carefully considered in a subject not

responding by week 12.

There is no relevant use of Humira in children aged less than 6 years

for this indication.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

L2 B — 2]
6B 1THRETOZ B =V HEFITHT D E = 3T OHESEH
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b= I 73 & DR =— XI5 U THLO & & X O/ UTFE T
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[Paediatric Uveitis]
The recommended dose of Humira for paediatric patients with
uveitis from 2 years of age is based on body weight (Table 5). Humira

is administered via subcutaneous injection.

In paediatric uveitis, there is no experience in the treatment with

Humira without concomitant treatment with methotrexate.

Table 5. Humira Dose for Paediatric Patients with Uveitis

Patient Weight Dosing Regimen

<30 kg 20 mg every other week in
combination with methotrexate

>30kg 40 mg every other week in
combination with methotrexate

When Humira therapy is initiated, a loading dose of 40 mg for
patients < 30 kg or 80 mg for patients > 30 kg may be administered
one week prior to the start of maintenance therapy. No clinical data
are available on the use of a Humira loading dose in children < 6

years of age.

There is no relevant use of Humira in children aged less than 2 years

in this indication.

It is recommended that the benefit and risk of continued long-term

treatment should be evaluated on a yearly basis.

Humira may be available in other strengths and/or presentations

depending on the individual treatment needs.

LIRS E 5 BEH]
2N ED/NRS LS BERBE ST D 2 7 OHEREMEIX
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[Paediatric ulcerative colitis]
The safety and efficacy of Humira in children aged 4-17 years have
not yet been established. No data are available. There is no relevant

use of Humira in children aged less than 4 years for this indication.

LD JE 1B K % ]

45505 17 ik D/NRIT3 T 5 LM M O ML S T
RV, FT=ZIEELN TV, 4RI O/NBIZHT S e 2 3
AR 1IN ESAN

[Psoriatic arthritis and axial spondyloarthritis including ankylosing
spondylitis]
There is no relevant use of Humira in the paediatric population for

the indications of ankylosing spondylitis and psoriatic arthritis.

Method of administration
Humira is administered by subcutaneous injection. Full instructions

for use are provided in the package leaflet.
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Humira is available in other strengths and presentations.
[ HMEPE BRI R K O 3% [EL VL FHER 2 5 o (R i P 7 HE B A
O (B A ME 2 B OVRZ SR B Bl R o g S 1Tkt T /N RERI T ®
2 X 7 OWE AR,
#5751k
AFNTR TICES T2, AT EOFEMIIRMASCGEICEE#H S
TWo,
EaI 7o ERELTCAEND S,
i
%
JR| B | Humira 20 mg solution for injection in pre-filled syringe
5¢ | Humira 40 mg solution for injection in pre-filled syringe
18| 4 | Humira 40 mg solution for injection in pre-filled pen
(| Humira 80 mg solution for injection in pre-filled syringe
1 | Humira 80 mg solution for injection in pre-filled pen
¥* (Abbvie Inc)
)
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{4} Bk | Humira 20 mg solution for injection in pre-filled syringe
52 | Humira 40 mg solution for injection in pre-filled syringe
18| 4 | Humira 40 mg solution for injection in pre-filled pen
(| Humira 80 mg solution for injection in pre-filled syringe
1% | Humira 80 mg solution for injection in pre-filled pen
¥* (Abbvie Inc)
)
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<HEHMZ BT D AR TR S >

1) Sieper J, van der Heijde D, Dougados M, et al., Efficacy and safety of adalimumab in patients

with non-radiographic axial spondyloarthritis: results of a randomised placebo-controlled trial
(ABILITY-1). Ann Rheum Dis 2013; 72:815-822.5 CK[E ., MEHT A K A > 51 H ik 2 F. &
INHTA RF A 5 FHCHE 1 %)

[2F]

R Ik %5 HE BE i 2% @ Assessment of Spondyloarthritis international Society (ASAS) TR
Zefi 72, X MREEYE 2 7o S AW IR ENE O (R R T HEBI Fi R AR (18 sk BA k) 2B T 5T
XU LA=T7 OISO LEEERFT 22007 7?$ﬁ§kﬁ£1ﬁﬁjfbgia*ﬁtt$§
REBAEE L7z, BREILT XU A~ T (N=OD)B LV 7B AREE (N=94) [ZHEAIC
FOAT ., REHBE 12 BRFICEIT 5 ASAS40 EARE LY EEFMHEE & Lz, 74
VA= TRICEOA T ONTZREITT XY A~740mg % 2 I —F L E &G E% 7,

BB AE 12 I 1T 5 ASAS40 Z iRk L2 BEFEOFIGIX., 77 B REE 15%I2H~
THEY LAY THT36%E, 7Y LAY THTHEICE ST (p<0.001), & Dftid> ASAS
PG ZRR> ASDAS, BASDAIL (2D < BRI AR FE IR > QOL DFRFEIZ R VT H ., 12 HE
RICBWTT XY AT THRREENRD %WZO MRI #HlZ X 2 FHEF L OMLRG
BEICB T2 REICB N TH, BEHBE R2BEORSICEBWTT A Y A~ THETHEIC
WA Llz, AEFRIIT 7 EREETS57.9%, 74V A<77ﬁ“£’6 588%ICABIL, IZEAL
DEEERIIREDO LD Tholz, TV LA THTROBEENE RON-AEERIT
BIHTEZ (11.6%). tER (7.4%). HEW (6.3%)CThoTo, THEZV A~T DLW T 7
7A M, BEEFHERB L OEOMOBEISEBTHRESINTNDEIHD L —FL T,

2) Clinical and MRI remission in patients with nonradiographic axial spondyloarthritis who
received long-term open-label adalimumab treatment: 3-year results of the ABILITY-1 trial.
Arthritis Res Ther. 2018;20(1):612°
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[#EF]

HERO ABILITY-1 SERRRICH T 57 & U A~ 7 ORIE I L LAV T
L7, BFEICT XY LT 40 mg Brm?&%ux X7 7R R2EMEEG L%, FEFEMT
THEY AT ERK 144 BB Lo, BIKREONLZeET — 2133 M., MRIT —#IX
2 RN LTz, 2K T 185 BN ERERICE £, 142 fIRN—ZX T A 2B T
MRI/CRP [t O EFICE Eiz, TREI 65%E 68% 0 3 FMA5ET L, ERIKM
B, HEERIUGE R O MRI TR OKE T WL CTRECTH 72, 3 FHDORA T, ~N—
A Z A > "C MRI/CRP BEPEDE 3 ERICI51F 5 ASDAS<1.3 Z Ak L 7 #BRE O FIG 1%,

T XY LT 7T 2R OYEE S &% T TR E T 30%/33% (non-responder imputation)
ThoT-, 1 HHEON2HHIZ ASDAS<1.3 #ERR L7-HBE CTIX. ER Lo 72EIC
~MUAGRAET O MRI 2 2 7 3 REICEE LT (P<0.001), EMLZEMEICB W TR T 4122
NFEOT Z Y A~ 7 FH5BFIZOWTEE L 7=, E%foeﬁ%%% I3 33 1 (10.9 f4/100 A
EYRHRE S, 2 BIOFET RS ST, BEMEEE, WK, REEEKO B BT KO
IR LI E SN o Tz, R LZE2MOBREEIROONT, TH U A~ T OREMNE
Ta Ty A TSI E — B L T\,

3) Efficacy and safety of continuing versus withdrawing adalimumab therapy in maintaining
remission in patients with non-radiographic axial spondyloarthritis (ABILITY-3): a multicentre,
randomised, double-blind study. Lancet 2018;392(10142):134-144.2

[#5]
ABILITY-3 SBRTix, 74V A~ 7 O G REGRICFHRA R IRR A2 ER L2 X
PRELTE 2 it 72 S R WA T HEBI i R B 2 RIS T X ) A~ T OREEZHIETE 500
E D& ME Uiz, X BRIEMEZ 72 S ORI PE T HEBI i 8 & 2T S4u. ASAS L E
WL TCWDN, WET==2—3 — 7 IR L TR 6T BB RRKIEF A, KA
FEL O e 2 MEOIEAT v A Nk #*ﬁ%f}ﬁ%?%“ TTHLZ LDV
Mol N (18 5L L) Z%Ek L7z, 16,20,24 KO 28 WIFICIHFEM N CTT ¥V A= T
(40 mg Z f@i# T 28 WA B T H) Z#5 L T ASDAS<1.3 %m_ﬁiz LicilE 2z, 740 4
~7 (fe) XF7 78R (hik) o 40 BRI GIC 111 0BG TEERICE Y 172,
AVED FEFHME E (X, “EERANCHE (2 Mo L7kl T ASDAS 728 2.1 LL L)
LZpnolt BEORIG L Shic, MRLEBZIZEHERT T X AvT 2 &5 Lz,
BERS T2 673 BID 5 B 305 B (45%) AN FRfc i AR 2 1Ak L . 4E§1‘9&%5E¥ (A
HIZEIOAT BT (T XY L= TR 1526, 7T AR 153 6), 68 HFE THRMNE
ORI BEOEEIT. T FY Av7&5%fu}bbt%%®ﬁz’»7 7RG EA
v bmnoi (15219 107 i [70%] % 153 il 72 #] [47%] ;p<0.0001), 7 & U A
~ 7z L 673 Gt 516 B (77%) ICHEERPRBO LI, 2801 (4%) ICHERA
FERERENRBOONI, THY A THROT T ERHE TR OEIAFEOR I - oA FEHRS
3. SRS (2561 (16%) vs 20 B (13%) ], EXGEES: [20 61 (13%) vs 12 61 (8%) ]
B OV HEBI i ¢ D B4k [10 B (7%) vs 21 5] (14%)] Th -7, LELD, TH
U A~ 7 TR E R 2 R L7 IEBME O X R IR HE 2 7o S 20 R s e HERS i & B
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T, TGk G PIE & L THRD AR R o7,

4) Long-Term Safety of Adalimumab in 29,967 Adult Patients From Global Clinical Trials
Across Multiple Indications: An Updated Analysis. Adv Ther. 2020 Jan;37(1):364-380.%2

[2EF]

THEY L TOREWET 07 7 A )VIE, BEOEINEIZDTZS 23,458 FloEBHE Tl x|
WEIN TV D, AOZE MR (PS). {LIRMEITEHEKL (HS), MY v~F (RA),
SRIELPERFHER . WREMERIREI 8. X %%ﬁéﬁ%?%&%f:éﬁb%ﬂiiﬁéﬁ%%‘é’é’ﬁ% (nr-axSpA) ., R
MPEFHERA/I R, 7 = — 9 (CD) . {EBEMERR (UC) KR OFERRGMES & 9 R (UV)
BT DT XY AT OEMEZEMIZOWVWTHET 5, 77 OBKRBRN D OREMET —
ST =) L, BERMEOFmIZIZ, MBEEOYRKRG% L OR&R 5% 70 B (FEH
D 5fE) LNICHBE L= AHEFL (AE) KOEEZ AE (SAE) Z 8 W7, #EFT 29,967
ANDEFEZRR L L, §EEIE 56,916 85 - 4 (PY) TH V., £D 95 H nr-axSpA 13 863 A,
WREE (X 709 PY Th o7, b @MHEICIRE SR & SAE 13&Y (3.7/100 PY)
T& Y ,CD.RAUV K NUC TOFRIRDP Kb m7> - 72 (3.5/100 PY~6.9/100 PY) , nr-axSpA

(2.5/100 PY), PS (1.8/100 PY) K O HS (2.8/100 PY) (2351} % HHE 22 YLIE O 3 BLE 1T
Brole, BIBINTZ T, FEAEDT XY Av7%’é~%%‘@$ﬁ%&@‘$%”f%@ﬂz
Lf:%lf%ﬁ‘&aéné%tiﬁi DD lamole, THY) AT ORENET e T 7 A VL
EOFRE B LTEY, HileRZes 7T riI@Bo oo,

< HARIZEB T B R B X >
1) EWNIZEIT 5D ICH-GCP #EHL L 7=, X FRIEYEZ 7= S 2 W RE P EFHERI i & 1o xF 9 5
THEY A~ T OEEERBRORE LR -T2,

XICH-GCP IO EFIRABRIZHOWTIE, ZOFRMTHZ &,

(2) Peer-reviewed journal DFRFL, A X « 7T F U T AHEOHRE RN

1) Impact of tumor necrosis factor a inhibitors on MRI inflammation in axial spondyloarthritis
assessed by Spondyloarthritis Research Consortium Canada score: A meta-analysis. PLoS One.
2020 Dec 31;15(12):¢0244788.%3
[#5]
Spondyloarthritis Research Consortium Canada (SPARCC) A =7 % H VT, A4 35 A 5 i
2T D MRI RIEIZ KT 5 TNF [HEFKDEED A X fifir 217 >7-,2020 £ 11 A 14 A
|\Z OVID Medline, OVID EMBASE, Cochrane library @7 — % ~X— X Z @RI E LT,
A 1 HE BE B 2% R A8 (25 1 % TNF B SRR R A% O A5 B Hi & #E > SPARCC 2 =27
DN Z i uﬁ:o XEIRARE & Feie LT, TNF FE UG BIET (n=11, MD=2.86. 95% CI
2.50. 3.23) KROVEHE (n=5. MD=1.87, 95% CI 1.27, 2.46) ® SPARCC R 27 Zf EIZk
TLo, ZOMRIT, B 52W 07 3V — (REMEFHER . X B IETEZ 2 S 220 A
PEFHEBIFI28) KON TNF BLEHOREE (T XV A~ 7, BV M) AT XA0) 28D
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TN —=THT—EH LW, BRRFHFEEOMATIZI W TS, TNF FHE IO (R
FHREI RIS T 2R DRI N, ZOXA XM LY, TNF FHE K (Rl
HERAEI R R EICB T D MRI RIEZ W ET L2DICEHTH Y, RIFEDRIZZH L T I —
J OV TNF [HEEROFEFICEE I N RN &R RI NI,

2) Clinical Characteristics of Patients with Spondyloarthritis in Japan in Comparison with Other
Regions of the World. J Rheumatol. 2019, 46 (8) 896-903.%4

[2E]

HAN 161 62 & Ee 3,984 BIOFFHEBIHI & 2 % R & LIZRATIC L % &, axSpA L R2Mrs i
TZAANEEIZTTI161 Bl Th o7z, 2B, ZHbHD I B 66 BFHIAEE O X #ETR 5
N7, AS O X RIEMEZ T TEAIIANATH D, 77 Blh 19 FI AW FHIRANC LD
BHREZITTHEY, 19 F1F X TH INF HEEIC L DIREERBR L TV,

3) Risk of serious infections in biological treatment of patients with ankylosing spondylitis and
non-radiographic  axial spondyloarthritis: a meta-analysis. Clin Rheumatol. 2018
Feb;37(2):439-450.%°

[#5]
MR 2 AL LG BR IS Bk S N AR RAN L 28R e 2 mEEFHER (AS) K&
O X MRAEMEZ N 72 S I W R HEBI T % (nr-axSpA) BHIZEIT 5 BERIEGIED Y
A 7 % Fff L7z, MEDLINE (PubMed #%H1), EMBASE, Cochrane Library, X OK[E Y 7~
F#2 (ACR) EEINY U~ F 2 (EULAR) W5 OERFEZOWERT — A 7 DRt
W SCIRIR SR % . 2015 4R 10 H £ TIT 272, 2403 ADBEDT — X% AT 5 25 D RCT %4y
BrL7o i&EPE AS FBE A x4 & L7z 21 iR K O nr-axSpA FBE 2 x4 & L7z 4 3B Tl
5 MO INF JREEK (T XV L~T7, LN AT, =X x0T b, TV AT R
OA 7V Fv~=7) KO3 HBEOI INFLER (VU <7, P U X7 B2 F
X< 7)) DG I, EERERIED Y XA 7122170 TRl 2 g5 Sh
AS KO nr-axSpA BFH TIExREE L i L CHREMICHOTNICHEMLIZ0ARTH > -

(OR=1.42;95%E M X [ 0.58~3.47), AS & (p=0.29) K" nr-axSpA £FE (p=0.89) (Z
BWTH, EERERGE IS 2 EWENRA OF B 280 RITGREE L ik L TRO b h
inol, WMIEALERBRO G L o7 AS BE KO nr-axSpA BF BT 5 AW
A O HIZ, 77 R, NSAIDs XX csDMARDs & bt LT, HEEREYIED U A
7 LR ORERENEITRD Lo,

4) Tumour necrosis factor-o inhibitors for ankylosing spondylitis and non-radiographic axial
spondyloarthritis: a systematic review and economic evaluation. Health Technol Assess. 2016
Feb;20(9):1-33426

[ZF]
{EEIE AS 3UE nr-axSpA (7272 LEBI R RIEBEZME D b D) ORFEEZ AR E L, 7
VAT, BNV M) AT RIN 2237, FSVASTRRA 7V Fo<T

37



IV-155

DERIREIANME, 22k e OV et s R 2 it Uiz, EER LGB (RCT) 726 O
IRWRT —H2 XA ARy 8T — 7 A ZG5HEE O TN LT-, &8t 28 D RCT 73 FF
ESAL, 26 R T T 2R (RESIE&EE 12 8F) Th o 7217 G136 D EIHEE
HOHBOWRIIBIT Li-, AS M K& O nr-axSpA EMOWFIZBWTH, HT TNF &H|
IIHRE O UE L R BITHMEDOIR T & W) S CHRFTICHKMICERERXRX 7 1 v M5 b
=6 L7,

5 ) Efficacy, safety and cost per responder of biologics in the treatment of non-radiographic axial
spondyloarthritis. Clin Exp Rheumatol. Sep-Oct 2016;34(5):935-940.27
[25]

A review TiE, H—BIGER T v A FIEFIRIE (NSAID) TR ARM L 7o X BRI YE 2 il
fo Sl RENEFFHEBIET 28 (nr-axSpA) A ICH T 5 TNF BEEOF M & BAEMEZ B
A LIERBRT — 2 % review L7, BIEA(LHERBRNOGEONTAIMT —Z 2 N T
il 2 &> TNF EEOIGHLEL (NNT) 2H5H LR, VAR A= 0B HE2HE
ML, SFREOMEEZ R Lz, 74V A~T 2230t 7 FROEN R v TR0
IEWT NS nr-axSpA BEICAZTHY . ABMHEFIRGThHoTo, =2 x0T FXUTT
HU b~ T mE LI ASAS20 X ASAS40 (Z3ET 2 Al AEMED & < . NNT (7 4
LA=TRERBIELS, BEFELDOY 2713/ FY X~ 7 =0 200 mg O 2 ¥ kR # 5 8
DI R@Pole, VAR —=HI20OEMIT XY AT Rk bEPro Tz, $TXTO
TNF FHE 3L nr-axSpA FBEF LB T 2 EARMBELBEE L TV, 77X U A 7T X
AN R ENL N AT XINVE0 S B4R B ARIIRE R LT,

6 ) Efficacy of TNFa blockers in patients with ankylosing spondylitis and non-radiographic axial
spondyloarthritis: a meta-analysis. Ann Rheum Dis. 2015 Jun;74(6):1241-8.28

[ZFE]

SRIEMEFHER (AS) KUY X BRAEEUEA TG 7 S 2 W RN B HEBIEI %% (nr-axSpA) DB
xt L. TNF LB 7 7 B R ORI ONT A X T2 Ehig U7, RHSCERIRSE 1L, 2
ADVEa2—T —ICXOVMNL L TiToTe, 7TV AT, BV X7 =X 31t
M, AV AT REFA 7V X~ T ORBHAEICBT DAL 7T R & HBREFT
D EERT X MEBEER (RCT) & EhT, 3096 AOBEDOT =X 2HT 25 20
DOFRER:AS BE D 15 RBR. nr-axSpA BE D 4 KRB L Ol G DOBE D 1 RERE 54 &
L7z, AS % Tl&. BASDAIL, BASFI & ' ASAS40 (Z%f7 % TNF BLEHKOFRMEITT 7
TARLVEN TV, nr-axSpA BE TITEN /NI hoon, BEREEEORHAELTA
HEEZRE L%, ASHE & nr-axSpA RO R BICEFTRO N R oT2, 7T ER
E R LT, TNF BLESKIL AS 5 & nr-axSpA BRE DO 5 T, EMICERDO D H5EHA
TEENME L BERERVRE D OB AR LTz,

7 ) Tumor necrosis factor alpha antagonists in the treatment of axial spondyloarthritis. Expert
Opin Investig Drugs. 2014 May;23(5):647-59.%°
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[#EF]
TNF [REHIZ X D0 OBENIL, MEMAEFHER (AS) BEICBIT 2MBMOEHTH 72,
AU E 2 —2iF, REPETHEREIZE (axSpA) . X FRIEYEZ Gl 7 & 7o v (Aol M 75 HE B £ 2%
(nr-axSpA) K ONAS OWMY 7 X A4 TREEN D, IHEIME AS BFICH L AR I LT
5520 INFHERT XYY A~T7, BV NI X7, =223t TV LA~vT, K
WA 7Y X~ T7 NE £ 5D, Expert Opinion: TNF fREHK 3 AS 35 X OY nr-axSpA 35 D
18 B OMEIR DIRIC A Z T 5, TNF HEFKITFHORIEL BT 223, B LWETF
FRAZ KT 2 2RI & 22 TIEZR WA 4 F O FEAM Tl X #REHN I X 5B T EELT 00 J80E 23
HOHMH L, FFEOBRE TIE TNF EROH & Z REEICHET 2 2 & DS HhE
EzbNb, IWRNPESHLAEWVEA, oo TNF [LER~DY Y B2 N K EOIER TH D
Thd, INFIHEEOREM T —FIXRGRERMET e 7 7 A VA REBLTWD,

(3) %&ﬂi’*’\@*@ﬁ%?ﬁﬁﬁ}: L TOREHEHRT

<M BT D B EE
1) Rheumatology, 2-Volume Set, 7th Edition, 2018, Marc C, et al.?°
AS JBFEIZTI T 551 TNF A D B AT 720G 20 I H -5 &£ (axSpA O ASAS 73 FAEHEZ Gl 72 L
X HRELE 2 Vi 72 TR M E AR HERS B R O FR T A BRI L 72 nr-axSpA BEEZXIZ L LT, TH
VAa~T, BV R X7, XX RO A~T O 4 50% N AR EZ £
Lo WTFoRETH, 12 M 16 HE R GHHE T, 77 R Lk L TR
BMENRENTZ, WTFRORBRTYH, 77 AR RZICEKICY 0 2 TRIBHH
BEalTolz, THHORBRO O TN TiZ. X— R T A RFIZRIE O KB
(CRP L5 SIBAEI ST FHED MRI EOTEEIMERIEZR &) 2580 b7 5 Tk, TNF
FLERICXH T ORISR B THDL ZENRENT, ZRULOLO/RENL, 2 b 4 FEEOH
TNF #A1%, BRINES (28 » [H) EOZFDMZ < OFE T nr-axSpA ORHFEIK & L THEGR
N, KETIIAR S TWARY, FRMNEAS TIE, TNF HEHIC ié%fﬁ“%*ﬁ%ﬁ“é
6. nr-axSpA BEIZEBN R RIEBENRBO LN TWAHA I ERMAETHLN (I
K% SpA DOIRHEICEI T %5 ASAS/EULAR B o FiRIC b EEN TN D), ﬁﬁ@ﬂ“m
TOHILTRO HILTND DT TIiEZew, AS BFE TIEL, #5A1IZ CRP XX MRI 235
Tholea. TINF HEKICHT 5 X0 RUGRKISH RIS D ATREENH 228, 2
REO LD 544\ HATIER, ZOMINEAS OIRA SCEICHE> T AS BB & nr-axSpA B
DIFRANEEZ L L7256, RITIFEAERLTH D,

<HARIZEIT D HFES>

1) BEW -V U~TBE H4R!
Nr-axSpA (Z%}9 5 AW LB OFREIZHOW T, BIERMTIEA 7 U Fo~7
LIA @D TNF BLEZIZ, nr-axSpA ~DOHEHANH 5 ERRLH I N T\ D,

(4) ZEXIIMBEDBIETA BT 4 o ~Oi#Ekin
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1)

2)

3)

1)

2)

<IN BITFTDIHA T4 %>

ASAS-EULAR management recommendations for axial spondyloarthritis 20164

axSpA DIBIEIZ DOV TIE, NSAID THRAR 5 DGEIL, EWFRRAIO #5753
BREIND, EWFHROBEIEN & LT, BRRBRICE 2287 v 20320 TNF
EFHEN DB~ LS TWD,

L9 Pk DIBMR A FEHi L 7212 b B & I B2 W B F IS L TbDMARDs
LR DR ERG T RETH D, BATOIEE TIE INFRERNSBRIET 5,

2019 Update of the American College of Rheumatology/Spondylitis Association of

America/Spondyloarthritis Research and Treatment Network Recommendations for the
Treatment of Ankylosing Spondylitis and Nonradiographic Axial Spondyloarthritis!31¢
Nr-axSpA DR IZ DWW T, NSAID TR AN+ 7 D% A IZ. secukinumab X°
ixekizumab & U & E5E L TRAI DAY FRIA & LT TINF LERK S HLE S TH
%o

HE4E 56 NSAIDs JRR & & 5 B 0D X M KL YE 2 i 72 & o b fAc s 1 3 A B &1 9% D B
(CBWT, TNF HERIC K SR L, FANS L DR ZITDen 2 L IZH~TH
<HERET D,

HELE 58 NSAIDs inf 1% & G B ME 0D XM A U8 4 35 72 S 72 W R ME 3 HE B 5 2k D Rl A
23T, TNF FFIKIC L 2 1R% % | tofacitinib |2 K D IR IZ LR TR & THE
BI 5,

HELE 60 NSAIDs JR¥# % © I BV 0D X LV 4 35 72 & 72 W IR M A HE B 8 8 D R
IZF T, TNF BHE 3| X 5759 % | secukinumab F 7213 ixekizumab 2 X B {RE I
e TR & THELET 2,

APLAR axial spondyloarthritis treatment recommendations 20187

axSpA DIBFEIZ DOV TIX, NSAID THERAR T DOEGEIT, AW FriE o B 53
ERIND, EMFOELIAAM & L TE, BBIRRBRIC L 5 =87 A3\ TNF
FLERNORRG T Y& LI TWD,

#ELE 6 2 FHEI D NSAIDs {5 TEHR A+ Th o 7o EH B P o (R d v HE B AT 22 (X
BRAEEVE A G - S AW IR HERIET K & B de) O B F 1T biological DMARDs
(bDMARDs) D ] 2 580 < HELES 2

#E4E 8 415D D bDMARDs J&% & L T TNF PHEH O 2 58 < B2 2,

<HARIZBT DA RTA %>

WLREMEBIET 2 (BAETIEMERZRE,. PsA) B X USREIMEHFHER (AS) 1&xtd 5 TNF
EIMF A OF51 & (2021 4£ 9 HekEThR) 32

AS DIREIZOWTIE, 2 it LI B NSAIDs #5F 4 B EEH L THHER
+5TH HIEEINE AS i3 (BASDAI > 4 721X ASDAS > 2.1) T, {HE#PE%ZR
TALR A 72 AT R (O JREIZ X B WRIER IS EA £721% AS OIFEEE R~
MRI AT LBE) 235 D546, INFILEROBRENERE SN D,
FHERIHI R ZIROFFI & 20203
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AS DIFFRIZ DWW TIE, NSAID TN+ OGEEIC, AT AORENEE
Shd, EMFEROOERIAML E LT, BARRBRICEL 2= ET o AH %\ TNF i
FAHNS BT NE & SN TV 5D, Nr-axSpA DIEIRICHOWTIE, TN S 7= iR
DHA RTAVIFGFELTELT, ASIZELZBRENMTONL TV D ONREETH
HEINTWD, 7=, ST TNF FHEFKD nr-axSpA IZKGR SN TEY, FHRN
RSN TWDHZ &% EFED ASAS-EULAR OH A KT A4 V&3 H LTS
nTwnsg,

(5) BEHNEIZHR DA TORKRBERRE X ORERMEHERE (5L (1) L
) 1lzHoWNnWTC

1) SREMHFHERICRESIND TR R OB A - W EEERE 2T R4
VHRE & B R L RHIR S i 5% BF 22 12 38 W TSR & AU 72 A il v 7 HE BE A 4 o0 4 [E i 2R
E_l

PR T HE R O R EE P IC B W T, 2 IRFFA Tl S 772 nr-axSpA FRE 84 4 D 9 b,
39 44 (46.4%) THEMZFMRFINEH SN TEY, £D 55 29 £4(74.3%)I2 adalimumab 73
i & Tz, Adalimumab £ 29 #HA 20611 26 $1(89.7%) ToH v, MERIAE 2 ] %
PR T2 B BT, BB B 17 619 16 41(94.1%), P 10 i+ 8 $1(80%) T - 7=,
Adalimumab i F| 29 6] > HLA-B27 £& A 31% 24% (7 51/29 #1), HLA-B27 FELRA 3 1% 45% (13
1729 511y, MRAEARFEME « BFL AT 31% (9 $11/29 #1)Tod > 7=, HLA-B27 & adalimumab OF
B D BIFRIZ DWW T, HLA-B27 /A & CTIIA 211X 100%(7 $1/7 f51), HLA-B27 FARA#
TIE 84.6% (11 $i/13 f5il), frAEA TN - HEFLA TiX 88.9% (8 #41/9 fil) Td - 7=,
PLEORERE RS, EAND nr-axSpA BEICBIT DT XV LT OFEIERRD LT,

(6) EFto (1) b (5) ZEEZTZELEADZYPEITHONT

THEY AT, EMAA 3 I EICER T X BRIEEYE 2 7o X e O (Al B A 2% o 3
JSEZ AL TWD, 7o, CEBROME, WA TITIEISMED X REEZH - S vk
HhEFHEBI I R IR T D MAEAMLRBROBENH Y 5, KEZEO EEEIZB VT HIERER
IRVRIRE L U TALET 6T WD A D T A KT A 2 TiX NSAIDs TRIUERBA+55 72
BFIZOWT INF BLEAIOFASHELEES TR 4151617 ERNOFHEBEEGRZEOF
Fl& 2020 IZBWTHBIHENTWS 3, ENTIE, MEMEFHERICREIND FHEREE
ROEFRAE -DWHRAEER E BT A BT A4 VRELZ B LT RS MR IC 380
“C ARl A B £ 2% 00 A [ SRR AT AN SEME S A, XORR AV A e & e v AR A B A 2%
BEBILDIBL2IA/IIT XY AT PMEHINTEBY, D55 8. 7% NHMNTH T
Xkl

VLB XD, XOBRERYE 204 7o & 7o W IRl HE B B 0 (2 63 2 AFI IR G O A2, AA
ANDBEIZBNTMETE L LB OND,
<EEREE DRI HONT >
1) VS ORGRRDL, WS ORFIRRBR AT 5, BRSO A BT A o OHESE 3 14 151617 5%
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EHEZAT, BFEREE GERAT v FMERRIERST) THRA 2742 X BREMEZ
72 S 7R WARERPE R HEBS B R 1S3~ 2 RFNOF B L O Z BMEIXEFEY EAMTH D
EEZDI, YHME - IRERETLILARYLEEIOLND,

<HEEMYE - HEIZ>WnWT>

1) 77XV AT OFMIA3 HEICBT UM LETIE, 40mg ZRER FEGT 52 &
EREINTWD, WS OEIEALERRRABR S, O ORMIEICBT ML HE
DOHEPANTEM S, 72U LT OFEMENEE SN TWD, KR D Al s 3 HE
Bk O2EZEZERHE TET XY A~ T OHEAAEIC OO TORBFHRITIE S LTV
2, ENOREEFHEROME - HEZEE 225 L 40mg 721X 80 mg OMEHK F# 5 T
R TWD EHERI NS, — )7 T OEGEH B0 A2 LR R R TiX 80 mg O H
BIIEENL TRV END, BHARAND X BREWEZ G 7o S 7o il M 5 e BA #3812
BWTH, WA EESED 40 mg OFREE NG THWS Z ERRNBLEZILND,

<FRIRAIALE ST 2DV T >
1) X BIEMEZ 72 S AW R HERI B & 2 & Lo, IRERIEFTHER ORI DA KT 4
Lo M4015160 17 i NSAIDs N 2h L2 WAL, EWMFEEBEMER ) v~ F 3K
(bDMARDSs) BN R DIBHE R & 720, 2O T8 TINF HEEROFEHANHR I LTS,
FlEZNOWIDTA KT 4 2 TlX, IL-17 BAERITIRIEEGEEZ S 0F L7- axSpA B3
TG 2 BT D 2 &, RIEMGEEB IS Y ) R 2 A0 58541213t bDMARDs
L0 INFEFEENSHEREI ATV,
AIFIZBNTHEI L RIS, INFIRER TH L7 XY A~ 70, BEFIRFES (NSAIDs
%) CTHHREAR S X BT T S A WK M HEBI Fi R I kT D TR & 72 0,
FRICRIEMEIG R B SEI S E ) R 2 A0 2561213 bDMARDs X 0 b HELEEE D 5
WiaRBRIRKE R EEX BN,

4. FEhid XERBOFEEHL £ DO HER

1) LAToEAE, b LzERNA O ST S K OE N6 HERERAE ((5) BEEARIC
£2 2 AR T O R IR R AR & O IR AE FH 52 H8) ORER K 0, B 72 2 i IR B 0D 32 i | A~ 22
ThY, EFLEmRNETH D EHM LT,

CARINZB T HEHERE, ENANTA 74 0 ROHEREFIZB W TARANT L DIREN
HREINLTWHZ b b, XHBEEZT - I W RS R BT BT 27 XY
LT OHFREIZOWTIEZET U A+ Th Y, B 2 R ER 2 Efi 4 2 42T wn
EEZ D,

c AHETO X BREEYE 2 T S A Al A HE BE 6 2 R BT HERT 800 A & TR S
N5 EMND, nr-axSpA BEEZXNGRLE LEBEKRABRE AT OALTET H 2 LITRET
ORI
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5. 5

< DA >

1) bEddowmv, X MEEEGE S AW EREEFHEBEE RICx 4257 2 U A~ T HRIC
SWTITASDER L EERBO SN TEY, HNADOHTA RIA4 icBWTHHfERS R
TWAHZ ehh, TRARE - @EICHAKOERE | ([CHHEOEY, FHARICTL T TAHH
FHOAREMEE TRETHEE 1 AF U ET,
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