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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
SKYRIZI safely and effectively. See full prescribing information for
SKYRIZI.

SKYRIZI® (risankizumab-rzaa) injection, for subcutaneous or
intravenous use
Initial U.S. Approval: 2019

————————————————————— RECENT MAJOR CHANGES --------------------
Indications and Usage, Crohn’s Disease (1.3) 06/2022
Indications and Usage, Psoriatic Arthritis (1.2) 01/2022
Dosage and Administration (2.1, 2.2, 2.6, 2.7) 06/2022
Dosage and Administration, Psoriatic Arthritis (2.4) 01/2022
Warnings and Precautions, Hypersensitivity Reactions (5.1) 01/2022

Warnings and Precautions, Hepatotoxicity in Treatment of 06/2022

Crohn’s Disease (5.4)

————————————————————— INDICATIONS AND USAGE ---------------------

SKYRIZI is an interleukin-23 antagonist indicated for the treatment of:

» moderate-to-severe plaque psoriasis in adults who are candidates for
systemic therapy or phototherapy. (1.1)

* active psoriatic arthritis in adults. (1.2)

» moderately to severely active Crohn's disease in adults. (1.3)

------------------ DOSAGE AND ADMINISTRATION ----------n-umnn-

Recommended Dosage

Plaque Psoriasis and Psoriatic Arthritis

* 150 mg administered by subcutaneous injection at Week 0, Week 4, and
every 12 weeks thereafter. (2.3, 2.4)

* In patients with psoriatic arthritis SKYRIZI can be administered alone or in
combination with non-biologic disease-modifying antirheumatic drugs
(DMARD:). (2.4)

Crohn’s Disease

* Obtain liver enzymes and bilirubin levels prior to initiating treatment with
SKYRIZI. (2.1, 5.4)

* The recommended induction dosage is 600 mg administered by intravenous
infusion over at least one hour at Week 0, Week 4, and Week 8. The
recommended maintenance dosage is 360 mg administered by
subcutaneous injection at Week 12, and every 8 weeks thereafter. (2.6)

———————————————— DOSAGE FORMS AND STRENGTHS ----------------
Subcutaneous injection (3)
* Injection: 150 mg/mL in each single-dose prefilled pen. (3)

* Injection: 150 mg/mL in each single-dose prefilled syringe. (3)

* Injection: 75 mg/0.83 mL in each single-dose prefilled syringe. (3)

* Injection: 360 mg/2.4 mL (150 mg/mL) in each single-dose prefilled
cartridge. (3)

Intravenous infusion (3)

* Injection: 600 mg/10 mL (60 mg/mL) in each single-dose vial. (3)

----------------------- CONTRAINDICATIONS ---------mnmmmmmmaeee
» SKYRIZI is contraindicated in patients with a history of serious
hypersensitivity reaction to risankizumab-rzaa or any of the excipients (4)

—————————————————— WARNINGS AND PRECAUTIONS ------------------

» Hypersensitivity Reactions: Serious hypersensitivity reactions, including
anaphylaxis, may occur (5.1)

* Infections: SKYRIZI may increase the risk of infection. Instruct patients to
seek medical advice if signs or symptoms of clinically important infection
occur. If such an infection develops, do not administer SKYRIZI until the
infection resolves. (5.2)

+ Tuberculosis (TB): Evaluate for TB prior to initiating treatment with
SKYRIZI. (5.3)

» Hepatotoxicity in Treatment of Crohn’s Disease: Drug-induced liver injury
during induction has been reported. Monitor liver enzymes and bilirubin
levels at baseline and, during induction, up to at least 12 weeks of
treatment. Monitor thereafter according to routine patient management.
(5.4)

* Administration of Vaccines: Avoid use of live vaccines. (5.5)

——————————————————————— ADVERSE REACTIONS ----------------mmomoo-

Most common adverse reactions are:

+ Plaque Psoriasis and Psoriatic Arthritis (> 1%): upper respiratory
infections, headache, fatigue, injection site reactions, and tinea infections.
6.1

* Crohn’s Disease (>3%):

o Induction: upper respiratory infections, headache, and arthralgia. (6.1)
0 Maintenance: arthralgia, injection site reactions, abdominal pain,
anemia, pyrexia, back pain, arthropathy, and urinary tract infection.

(6.1)

To report SUSPECTED ADVERSE REACTIONS, contact AbbVie Inc.
at 1-800-633-9110 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

See 17 for PATIENT COUNSELING INFORMATION and Medication
Guide.

Revised: 06/2022
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FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE

1.1 Plaque Psoriasis

SKYRIZI® is indicated for the treatment of moderate-to-severe plaque psoriasis in adults who
are candidates for systemic therapy or phototherapy.

1.2 Psoriatic Arthritis

SKYRIZI is indicated for the treatment of active psoriatic arthritis in adults.

1.3 Crohn’s Disease

SKYRIZI is indicated for the treatment of moderately to severely active Crohn's disease in
adults.

2 DOSAGE AND ADMINISTRATION

2.1 Procedures Prior to Treatment Initiation

For the treatment of Crohn’s disease, obtain liver enzymes and bilirubin levels prior to
initiating treatment with SKYRIZI /see Warnings and Precautions (5.4)]

Evaluate patients for tuberculosis (TB) infection prior to initiating treatment with SKYRIZI
[see Warnings and Precautions (5.3)].

Complete all age-appropriate vaccinations as recommended by current immunization
guidelines [see Warnings and Precautions (5.5)].

2.2 General Considerations for Administration

Visually inspect SKYRIZI for particulate matter and discoloration prior to administration.
The solution may contain a few translucent to white particles.

o SKYRIZI 150 mg/mL and 360 mg/2.4 mL: a colorless to yellow, and clear to
slightly opalescent solution.

o SKYRIZI 75 mg/0.83 mL and 600 mg/10 mL: a colorless to slightly yellow, and
clear to slightly opalescent solution.

o Do not use if the solution contains large particles or is cloudy or discolored.
Discard after use. Do not reuse.



2.3 Recommended Dosage for Plaque Psoriasis

The recommended dosage is 150 mg administered by subcutaneous injection at Week 0, Week 4,
and every 12 weeks thereafter.

2.4 Recommended Dosage for Psoriatic Arthritis

The recommended dosage is 150 mg administered by subcutaneous injection at Week 0, Week 4,
and every 12 weeks thereafter.

SKYRIZI may be administered alone or in combination with non-biologic disease-modifying
antirheumatic drugs (DMARDs).

2.5 Preparation and Administration Instruction (Plaque Psoriasis and Psoriatic Arthritis)
e Administer SKYRIZI prefilled pen or prefilled syringe(s) subcutaneously.

e Patients may self-inject SKYRIZI after training in subcutaneous injection technique.
Provide proper training to patients and/or caregivers on the subcutaneous injection
technique of SKYRIZI

e Before injecting, remove the carton with SKYRIZI from the refrigerator and without
removing the prefilled pen or prefilled syringe(s) from the carton, allow SKYRIZI to
reach room temperature out of direct sunlight (30 to 90 minutes for the prefilled pen and
15 to 30 minutes for the prefilled syringe(s)).

e When using SKYRIZI 150 mg/mL prefilled pen or prefilled syringe, inject one 150 mg
single-dose prefilled pen or prefilled syringe.

e When using SKYRIZI 75 mg/0.83 mL prefilled syringes, for a 150 mg dose, two 75 mg
prefilled syringes are required. Inject one prefilled syringe after the other in different
anatomic locations (such as thighs or abdomen).

¢ Do not inject into areas where the skin is tender, bruised, erythematous, indurated or
affected by psoriasis. Administration of SKYRIZI in the upper, outer arm may only be
performed by a healthcare professional or caregiver.

e Ifa dose is missed, administer the dose as soon as possible. Thereafter, resume dosing at
the regular scheduled time.

The SKYRIZI “Instructions for Use” contains more detailed instructions on the
preparation and administration of SKYRIZI /see Instructions for Use]. Instruct the
patient to read the Instructions for Use before administration.

2.6 Recommended Dosage for Crohn’s Disease

Adult Patients: Induction

The recommended induction dosage of SKYRIZI is 600 mg administered by intravenous
infusion over a period of at least one hour at Week 0, Week 4, and Week 8.



Adult Patients: Maintenance

The recommended maintenance dosage of SKYRIZI is 360 mg administered by subcutaneous
injection at Week 12, and every 8 weeks thereafter.

2.7 Preparation and Administration Instructions (Crohn’s Disease)

Intravenous Induction Dosing Regimen:

1. SKYRIZI vial for intravenous administration is intended for administration by a healthcare
provider using aseptic technique.

2. Prior to intravenous administration, withdraw 10 mL of SKYRIZI solution from the vial and
inject into an intravenous infusion bag or glass bottle containing 5% Dextrose Injection (600
mg/10 mL in 100 mL, or 250 mL, or 500 mL) for a final concentration of approximately 1.2
mg/mL to 6 mg/mL. Discard any remaining solution in the vial.

3. Do not shake the vial or diluted solution in the infusion bag or glass bottle.

4. Allow the diluted SKYRIZI solution in the infusion bag or glass bottle to warm to room
temperature (if stored refrigerated) prior to the start of the intravenous infusion.

5. Infuse the diluted solution intravenously over a period of at least one hour. Complete the
infusion within 8 hours of dilution.

6. Do not administer SKYRIZI diluted solution concomitantly in the same intravenous line with
other medicinal products.

Storage of Diluted Solution:

If not used immediately, store the diluted SKYRIZI solution refrigerated and protected from light
for up to 20 hours between 36°F to 46°F (2°C to 8°C). Subsequently, the diluted SKYRIZI
solution can be stored (protected from direct and indirect sunlight) for 8 hours at room
temperature at up to 77°F (25°C) after dilution (cumulative time after preparation including the
storage and the infusion period). Do not freeze.

Subcutaneous Maintenance Dosing Regimen:

e SKYRIZI is intended for use under the guidance and supervision of a healthcare professional.

e Patients may self-inject SKYRIZI using the on-body injector with prefilled cartridge after
training in subcutaneous injection technique. Provide proper training to patients and/or
caregivers on the subcutaneous injection technique of SKYRIZI.

e Before using the on-body injector with prefilled cartridge, remove the carton from the
refrigerator and allow to reach room temperature out of direct sunlight (45 to 90 minutes)
without removing the prefilled cartridge or on-body injector from the carton.

e Use the on-body injector to administer SKYRIZI 360 mg/2.4 mL prefilled cartridge
subcutaneously on thigh or abdomen.



¢ Do not inject into areas where the skin is tender, bruised, erythematous, indurated or affected
by any lesions.

e Ifa dose is missed, administer the dose as soon as possible. Thereafter, resume dosing at the
regular scheduled time.

The SKYRIZI “Instructions for Use” contains more detailed instructions on the preparation and
administration of SKYRIZI /see Instructions for Use]. Instruct the patient to read the
Instructions for Use before administration.

3 DOSAGE FORMS AND STRENGTHS
Subcutaneous Injection

SKYRIZI Pen

e Injection: 150 mg/mL as a colorless to yellow and clear to slightly opalescent solution in
each single-dose prefilled pen.

SKYRIZI Prefilled Syringe

e Injection: 150 mg/mL as a colorless to yellow and clear to slightly opalescent solution in
each single-dose prefilled syringe.

e Injection: 75 mg/0.83 mL as a colorless to slightly yellow and clear to slightly opalescent
solution in each single-dose prefilled syringe.

SKYRIZI Prefilled Cartridge with Supplied On-Body Injector

e Injection: 360 mg/2.4 mL (150 mg/mL) as a colorless to yellow, and clear to slightly
opalescent solution in each single-dose prefilled cartridge for use with the on-body
injector.

Intravenous Infusion

SKYRIZI Vial

e Injection: 600 mg/10 mL (60 mg/mL) as a colorless to slightly yellow, and clear to
slightly opalescent solution in each single-dose vial.

4 CONTRAINDICATIONS

SKYRIZI is contraindicated in patients with a history of serious hypersensitivity reaction to
risankizumab-rzaa or any of the excipients [see Warnings and Precautions (5.1)].



5 WARNINGS AND PRECAUTIONS

5.1 Hypersensitivity Reactions

Serious hypersensitivity reactions, including anaphylaxis, have been reported with use of
SKYRIZI. If a serious hypersensitivity reaction occurs, discontinue SKYRIZI and initiate
appropriate therapy immediately /see Adverse Reactions (6.1)].

5.2 Infections
SKYRIZI may increase the risk of infections /see Adverse Reactions (6.1)].

Treatment with SKYRIZI should not be initiated in patients with any clinically important active
infection until the infection resolves or is adequately treated.

In patients with a chronic infection or a history of recurrent infection, consider the risks and
benefits prior to prescribing SKYRIZI. Instruct patients to seek medical advice if signs or
symptoms of clinically important infection occur. If a patient develops such an infection or is not
responding to standard therapy, monitor the patient closely and do not administer SKYRIZI until
the infection resolves.

5.3 Tuberculosis

Evaluate patients for tuberculosis (TB) infection prior to initiating treatment with SKYRIZI.
Across the Phase 3 psoriasis clinical studies, of the 72 subjects with latent TB who were
concurrently treated with SKYRIZI and appropriate TB prophylaxis during the studies, none
developed active TB during the mean follow-up of 61 weeks on SKYRIZI. Two subjects taking
isoniazid for treatment of latent TB discontinued treatment due to liver injury. Of the 31 subjects
from the PsO-3 study with latent TB who did not receive prophylaxis during the study, none
developed active TB during the mean follow-up of 55 weeks on SKYRIZI. Consider anti-TB
therapy prior to initiating SKYRIZI in patients with a past history of latent or active TB in whom
an adequate course of treatment cannot be confirmed. Monitor patients for signs and symptoms
of active TB during and after SKYRIZI treatment. Do not administer SKYRIZI to patients with
active TB.

5.4 Hepatotoxicity in Treatment of Crohn’s Disease

A serious adverse reaction of drug-induced liver injury was reported in a patient with Crohn’s
disease (ALT 54x ULN, AST 30x ULN, and total bilirubin 2.2x ULN) following two
intravenous doses of SKYRIZI 600 mg in conjunction with a rash that required hospitalization.
The liver test abnormalities resolved following administration of steroids. SKYRIZI was
subsequently discontinued.

For the treatment of Crohn’s disease, evaluate liver enzymes and bilirubin at baseline, and during
induction at least up to 12 weeks of treatment. Monitor thereafter according to routine patient
management.

Consider other treatment options in patients with evidence of liver cirrhosis. Prompt
investigation of the cause of liver enzyme elevation is recommended to identify potential cases
of drug-induced liver injury. Interrupt treatment if drug-induced liver injury is suspected, until



this diagnosis is excluded. Instruct patients to seek immediate medical attention if they
experience symptoms suggestive of hepatic dysfunction.

5.5 Administration of Vaccines

Avoid use of live vaccines in patients treated with SKYRIZI. Medications that interact with the
immune system may increase the risk of infection following administration of live vaccines.
Prior to initiating therapy with SKYRIZI, complete all age-appropriate vaccinations according to
current immunization guidelines. No data are available on the response to live or inactive
vaccines.

6 ADVERSE REACTIONS
The following adverse reactions are discussed in other sections of labeling:

» Hypersensitivity Reactions /see Warnings and Precautions (5.1)]

* Infections /see Warnings and Precautions (5.2)]

 Tuberculosis [see Warnings and Precautions (5.3)]

* Hepatotoxicity in Treatment of Crohn’s disease [see Warnings and Precautions (5.4)]
6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse drug reaction
rates observed in the clinical trials of a drug cannot be directly compared with rates in the
clinical trials of another drug and may not reflect the rates observed in practice.

Plaque Psoriasis

A total of 2234 subjects were treated with SKYRIZI in clinical development trials in plaque
psoriasis. Of these, 1208 subjects with psoriasis were exposed to SKYRIZI for at least one year.

Data from placebo- and active-controlled trials were pooled to evaluate the safety of SKYRIZI
for up to 16 weeks. In total, 1306 subjects were evaluated in the SKYRIZI 150 mg group.

Table 1 summarizes the adverse drug reactions that occurred at a rate of at least 1% and at a
higher rate in the SK'YRIZI group than the placebo group during the 16-week controlled period
of pooled clinical trials.

Table 1. Adverse Drug Reactions Occurring in > 1% of Subjects on SKYRIZI through

Week 16

SKYRIZI Placebo

Adverse Drug Reactions N=1306 N=300

n (%) n (%)

Upper respiratory infections? 170 (13.0) 29 (9.7)
Headache® 46 (3.5) 6 (2.0)
Fatigue® 33(2.5) 3(1.0)
Injection site reactions? 19 (1.5) 3(1.0)




SKYRIZI Placebo
Adverse Drug Reactions N=1306 N=300

n (%) n (%)

Tinea infections® 15(1.1) 1(0.3)

* Includes: respiratory tract infection (viral, bacterial or unspecified), sinusitis (including acute), rhinitis,
nasopharyngitis, pharyngitis (including viral), tonsillitis

" Includes: headache, tension headache, sinus headache, cervicogenic headache

° Includes: fatigue, asthenia

4 Includes: injection site bruising, erythema, extravasation, hematoma, hemorrhage, infection, inflammation,
irritation, pain, pruritus, reaction, swelling, warmth

° Includes: tinea pedis, tinea cruris, body tinea, tinea versicolor, tinea manuum, tinea infection, onychomycosis

Adverse drug reactions that occurred in < 1% but > 0.1% of subjects in the SKYRIZI group and
at a higher rate than in the placebo group through Week 16 were folliculitis and urticaria.

Specific Adverse Drug Reactions

Infections

In the first 16 weeks, infections occurred in 22.1% of the SKYRIZI group (90.8 events per 100
subject-years) compared with 14.7% of the placebo group (56.5 events per 100 subject-years)
and did not lead to discontinuation of SKYRIZI. The rates of serious infections for the SKYRIZI
group and the placebo group were <0.4%. Serious infections in the SKYRIZI group included
cellulitis, osteomyelitis, sepsis, and herpes zoster. In Studies PsO-1 and PsO-2, through Week
52, the rate of infections (73.9 events per 100 subject-years) was similar to the rate observed
during the first 16 weeks of treatment.

Safety Through Week 52

Through Week 52, no new adverse reactions were identified, and the rates of the adverse
reactions were similar to those observed during the first 16 weeks of treatment. During this
period, serious infections that led to study discontinuation included pneumonia.

Psoriatic Arthritis

The overall safety profile observed in subjects with psoriatic arthritis treated with SKYRIZI is
generally consistent with the safety profile in subjects with plaque psoriasis. Additionally, in the
Phase 3 placebo-controlled trials the incidence of hepatic events was higher in the SKYRIZI
group (5.4%, 16.7 events per 100 patient years) compared to the placebo group (3.9%, 12.6
events per 100 patient years). Of these, the most common events that were reported more
frequently in both the placebo group and the SKYRIZI group were ALT increased (placebo:
n=12 (1.7%); SKYRIZI: n=16 (2.3%)), AST increased (placebo: n=9 (1.3%); SKYRIZI: n=13
(1.8%)), and GGT increased (placebo: n=5 (0.7%); SKYRIZI: n=8 (1.1%)). There were no
serious hepatic events reported. The incidence of hypersensitivity reactions was higher in the
SKYRIZI group (n=16, 2.3%) compared to the placebo group (n=9, 1.3%). In the Phase 3
placebo-controlled trials, hypersensitivity reactions reported at a higher rate in the SKYRIZI
group included rash (placebo: n=4 (0.6%); SKYRIZI: n=5 (0.7%), allergic rhinitis (placebo: n=1
(0.1%); SKYRIZI: n=2 (0.3%), and facial swelling (placebo: n=0 (0.0%); SKYRIZI n=1 (0.1%).
One case of anaphylaxis was reported in a subject who received SKYRIZI in the Phase 2 clinical
trial.



Crohn’s Disease

SKYRIZI was studied up to 12 weeks in subjects with moderately to severely active Crohn’s
disease in two randomized, double-blind, placebo-controlled induction studies (CD-1, CD-2) and
a randomized, double-blind, placebo-controlled, dose-finding study (CD-4; NCT02031276).
Long-term safety up to 52 weeks was evaluated in subjects who responded to induction therapy
in a randomized, double-blind, placebo-controlled maintenance study (CD-3) [see Clinical
Studies (14.3)].

In the two induction studies (CD-1, CD-2) and the dose finding study (CD-4), 620 subjects
received the SKYRIZI intravenous induction regimen. In the maintenance study (CD-3), 142
subjects who achieved clinical response defined as a reduction in CDAI of at least 100 points
from baseline after 12 weeks of induction treatment with intravenous SKYRIZI in studies CD-1
and CD-2, received SKYRIZI subcutaneously as a maintenance regimen.

Adverse reactions reported in > 3% of subjects in induction studies and at a higher rate than
placebo are shown in Table 2.

Table 2. Adverse Drug Reactions Reported in > 3% of Subjects with Crohn’s Disease
Treated with SKYRIZI in Placebo-Controlled 12-Week Induction Studies

SKYRIZI
600 mg Intravenous Placebo
Adverse Drug Reactions Infusion® N =432
N =620 n (%)
n (%)
Upper respiratory infections® 66 (10.6) 40 (9.3)
Headache® 41 (6.6) 24 (5.6)
Arthralgia 31 (5.0) 19 (4.4)
* SKYRIZI 600 mg as an intravenous infusion at Week 0, Week 4, and Week 8.
" Includes: influenza like illness, nasopharyngitis, influenza, pharyngitis, upper respiratory tract infection, viral
upper respiratory tract infection, COVID-19, nasal congestion, respiratory tract infection viral, viral pharyngitis,
tonsillitis, upper respiratory tract inflammation
° Includes: headache, tension headache

Adverse reactions reported in >3% of subjects in the maintenance study and at a higher rate than
placebo are shown in Table 3.

Table 3. Adverse Reactions Reported in >3% of Subjects with Crohn’s Disease Treated
with SKYRIZI in Placebo-Controlled 52-Week Maintenance Study (CD-3)

SKYRIZI
360 mg Subcutaneous Placebo
Adverse Drug Reactions Injection® N=143
N=142 n (%)
n (%)

Arthralgia 13 (9.2) 12 (8.4)
Injection site reactions®< 8 (5.6) 4 (2.8)
Abdominal pain®® 12 (8.5) 6 (4.2)
Anemia 7(4.9) 6(4.2)
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SKYRIZI

360 mg Subcutaneous Placebo

Adverse Drug Reactions Injection® N=143
N=142 n (%)

n (%)

Pyrexia 7 (4.9) 4(2.8)
Back pain 6(4.2) 3(2.1)
Arthropathy 5(3.5) 2(1.4)
Urinary tract infection 5(3.5) 4(2.8)

* SKYRIZI 360 mg at Week 12 and every 8 weeks thereafter for up to an additional 52 weeks

" Includes: injection site rash, injection site erythema, injection site swelling, injection site urticaria, injection site
warmth, injection site pain, injection site hypersensitivity, injection site reaction

© Some subjects had multiple occurrences of injection site reactions. The adverse reaction is included only once per
subject.

“Includes: abdominal pain, abdominal pain upper, abdominal pain lower

Specific Adverse Drug Reactions

Infections

In the maintenance study (CD-3) through Week 52, the rate of infections was 36.6% (60.8 events
per 100 subject-years) in subjects who received SKYRIZI compared to 36.4% (60.3 events per
100 subject-years) in subjects who received placebo after SKYRIZI induction. The rate of
serious infections was 5.6% (7.4 events per 100 subject-years) in subjects who received
SKYRIZI compared to 2.1% (2.4 events per 100 subject-years) in subjects who received placebo
after SKYRIZI induction.

Lipid Elevations

Elevations in lipid parameters (total cholesterol and low-density lipoprotein cholesterol [LDL-
C)) were first assessed at 4 weeks following initiation of SKYRIZI in the induction trials (CD-1,
CD-2). Increases from baseline and increases relative to placebo were observed at Week 4 and
remained stable to Week 12. Following SK'YRIZI induction, mean total cholesterol increased by
9.4 mg/dL from baseline to a mean absolute value of 175.1 mg/dL at Week 12. Similarly, mean
LDL-C increased by 6.6 mg/dL from baseline to a mean absolute value of 92.6 mg/dL Week 12.
Following maintenance treatment with SKYRIZI, mean LDL-C increased by 2.3 mg/dL from
baseline to Week 52, to an absolute value of 102.2 mg/dL.

6.2 Immunogenicity

As with all therapeutic proteins, there is potential for immunogenicity. The detection of antibody
formation is highly dependent on the sensitivity and specificity of the assay. Additionally, the
observed incidence of antibody (including neutralizing antibody) positivity in an assay may be
influenced by several factors including assay methodology, sample handling, timing of sample
collection, concomitant medications, and underlying disease. For these reasons, comparison of
the incidence of antibodies in the studies described below with the incidence of antibodies in
other studies or to other products, including other risankizumab products, may be misleading.
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Plaque Psoriasis

By Week 52, approximately 24% (263/1079) of subjects treated with SKYRIZI at the
recommended dose developed antibodies to risankizumab-rzaa. Of the subjects who developed
antibodies to risankizumab-rzaa, approximately 57% (14% of all subjects treated with SKYRIZI)
had antibodies that were classified as neutralizing. Higher antibody titers in approximately 1% of
subjects treated with SKYRIZI were associated with lower risankizumab-rzaa concentrations and
reduced clinical response.

Psoriatic Arthritis

By Week 28, approximately 12.1% (79/652) of subjects treated with SKYRIZI at the
recommended dose developed antibodies to risankizumab-rzaa. None of the subjects who
developed antibodies to risankizumab-rzaa had antibodies that were classified as neutralizing.
Antibodies to risankizumab-rzaa were not associated with changes in clinical response for
psoriatic arthritis. A higher proportion of subjects with anti-drug antibodies experienced
hypersensitivity reactions (6.3% (5/79)) and injection site reactions (2.5% (2/79)) compared to
subjects without anti-drug antibodies (3.8% (22/574) with hypersensitivity reactions and 0.7%
(4/574) with injection site reactions). None of these hypersensitivity and injection site reactions
led to discontinuation of risankizumab-rzaa.

Crohn’s Disease

By Week 64, approximately 3.4% (2/58) of subjects treated with SKYRIZI at the recommended
induction and maintenance dosages developed antibodies to risankizumab-rzaa. None of the
subjects who developed antibodies to risankizumab-rzaa had antibodies that were classified as
neutralizing.

6.3 Postmarketing Experience

The following adverse reactions have been reported during post-approval of SKYRIZI. Because
these reactions are reported voluntarily from a population of uncertain size, it is not always
possible to reliably estimate their frequency or establish a causal relationship to SKYRIZI
exposure:

e Skin and subcutaneous tissue disorders: eczema and rash

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Pregnancy Exposure Registry

There is a pregnancy exposure registry that monitors outcomes in women who become pregnant
while treated with SK'YRIZI. Patients should be encouraged to enroll by calling 1-877-302-2161 or
visiting http://glowpregnancyregistry.com.

Risk Summary
Available pharmacovigilance and clinical trial data with risankizumab use in pregnant women

are insufficient to establish a drug-associated risk of major birth defects, miscarriage or other
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adverse maternal or fetal outcomes. Although there are no data on risankizumab-rzaa,
monoclonal antibodies can be actively transported across the placenta, and SKYRIZI may cause
immunosuppression in the in utero-exposed infant. There are adverse pregnancy outcomes in
women with inflammatory bowel disease (see Clinical Considerations).

In an enhanced pre- and post-natal developmental toxicity study, pregnant cynomolgus monkeys
were administered subcutaneous doses of 5 or 50 mg/kg risankizumab-rzaa once weekly during
the period of organogenesis up to parturition. Increased fetal/infant loss was noted in pregnant
monkeys at the 50 mg/kg dose (see Data). The 50 mg/kg dose in pregnant monkeys resulted in
approximately 10 times the exposure (AUC) in humans administered the 600 mg induction
regimen and 39 times the exposure (AUC) to the 360 mg maintenance doses, respectively. No
risankizumab-rzaa-related effects on functional or immunological development were observed in
infant monkeys from birth through 6 months of age. The clinical significance of these findings
for humans is unknown.

All pregnancies have a background risk of birth defect, loss, or other adverse outcomes. The
background risk of major birth defects and miscarriage for the indicated population is unknown.
In the U.S. general population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%, respectively.

Clinical Considerations

Disease-associated maternal and embryo/fetal risk

Published data suggest that the risk of adverse pregnancy outcomes in women with inflammatory
bowel disease is associated with increased disease activity. Adverse pregnancy outcomes include
preterm delivery (before 37 weeks of gestation), low birth weight (less than 2500 g) infants, and
small for gestational age at birth.

Fetal/Neonatal adverse reactions

Transport of endogenous IgG antibodies across the placenta increases as pregnancy progresses,
and peaks during the third trimester. Because risankizumab may interfere with immune response
to infections, risks and benefits should be considered prior to administering live vaccines to
infants exposed to SKYRIZI in utero. There are insufficient data regarding infant serum levels of
risankizumab at birth and the duration of persistence of risankizumab in infant serum after birth.
Although a specific timeframe to delay live virus immunizations in infants exposed in utero is
unknown, a minimum of 5 months after birth should be considered because of the half-life of the
product.

Data
Animal Data

An enhanced pre- and post-natal developmental toxicity study was conducted in cynomolgus
monkeys. Pregnant cynomolgus monkeys were administered weekly subcutaneous doses of
risankizumab-rzaa of 5 or 50 mg/kg from gestation day 20 to parturition, and the cynomolgus
monkeys (mother and infants) were monitored for 6 months after delivery. No maternal toxicity
was noted in this study. There were no treatment-related effects on growth and development,
malformations, developmental immunotoxicology, or neurobehavioral development. However, a
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dose-dependent increase in fetal/infant loss was noted in the risankizumab-rzaa-treated groups
(32% and 43% in the 5 mg/kg and 50 mg/kg groups, respectively) compared with the vehicle
control group (19%). The increased fetal/infant loss in the 50 mg/kg group was considered to be
related to risankizumab-rzaa treatment. The no observed adverse effect level (NOAEL) for
maternal toxicity was identified as 50 mg/kg and the NOAEL for developmental toxicity was
identified as 5 mg/kg. On an exposure (AUC) basis, the 5 mg/kg dose in pregnant monkeys
resulted in approximately 1.24 times the exposure in humans administered the 600 mg induction
regimen and 5 times the exposure in humans administered the 360 mg maintenance doses,
respectively. In the infants, mean serum concentrations increased in a dose-dependent manner
and were approximately 17%-86% of the respective maternal concentrations. Following delivery,
most adult female cynomolgus monkeys and all infants from the risankizumab-rzaa-treated
groups had measurable serum concentrations of risankizumab-rzaa up to 91 days postpartum.
Serum concentrations were below detectable levels at 180 days postpartum.

8.2 Lactation

Risk Summary

There are no data on the presence of risankizumab-rzaa in human milk, the effects on the
breastfed infant, or the effects on milk production. Endogenous maternal IgG and monoclonal
antibodies are transferred in human milk. The effects of local gastrointestinal exposure and
limited systemic exposure in the breastfed infant to risankizumab-rzaa are unknown. The
developmental and health benefits of breastfeeding should be considered along with the mother's
clinical need for SKYRIZI and any potential adverse effects on the breastfed infant from
SKYRIZI or from the underlying maternal condition.

8.4 Pediatric Use
The safety and effectiveness of SKYRIZI have not been established in pediatric patients.

8.5 Geriatric Use

Of the 2234 subjects with plaque psoriasis exposed to SKYRIZI, 243 subjects were 65 years or
older and 24 subjects were 75 years or older. No overall differences in SKYRIZI exposure,
safety, or effectiveness were observed between older and younger subjects who received
SKYRIZI. However, the number of subjects aged 65 years and older was not sufficient to
determine whether they respond differently from younger subjects.

Clinical studies of SKYRIZI for the treatment of Crohn’s disease did not include sufficient
numbers of subjects 65 years of age and older to determine whether they respond differently
from younger adult subjects.

No clinically meaningful differences in the pharmacokinetics of risankizumab-rzaa were
observed in geriatric subjects compared to younger adult subjects with Crohn’s disease /[see
Clinical Pharmacology (12.3)].
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11 DESCRIPTION

Risankizumab-rzaa, an interleukin-23 (IL-23) antagonist, is a humanized immunoglobulin G1
(IgG1) monoclonal antibody. Risankizumab-rzaa is produced by recombinant DNA technology
in Chinese hamster ovary cells and has an approximate molecular weight of 149 kDa.

SKYRIZI (risankizumab-rzaa) injection 150 mg/mL prefilled syringe or prefilled pen for
subcutaneous use

Each SKYRIZI prefilled pen or prefilled syringe contains a sterile, preservative-free, colorless to
yellow, and clear to slightly opalescent solution. Each syringe and pen delivers 150 mg of
risankizumab-rzaa and the inactive ingredients glacial acetic acid (0.054 mg), polysorbate 20
(0.2 mg), sodium acetate (0.75 mg), trehalose (63.33 mg), and Water for Injection, USP. The pH
is 5.7.

SKYRIZI (risankizumab-rzaa) injection 75 mg/0.83 mL prefilled syringe for subcutaneous use

Each SKYRIZI prefilled syringe contains a sterile, preservative-free, colorless to slightly yellow,
and clear to slightly opalescent solution. Each syringe delivers 75 mg of risankizumab-rzaa, and

the inactive ingredients sodium succinate (0.53 mg), polysorbate 20 (0.17 mg), sorbitol (34 mg),

succinic acid (0.049 mg), and Water for Injection, USP. The pH is 6.2.

SKYRIZI (risankizumab-rzaa) injection 360 mg/2.4 mL (150 mg/mL) prefilled cartridge for use
with the supplied on-body injector for subcutaneous use

Each SKYRIZI prefilled cartridge contains a sterile, preservative-free, colorless to yellow, and
clear to slightly opalescent solution. Each cartridge delivers 360 mg of risankizumab-rzaa, and
the inactive ingredients glacial acetic acid (0.13 mg), polysorbate 20 (0.48 mg), sodium acetate
(1.8 mg), trehalose (152 mg), and Water for Injection, USP. The pH is 5.7.

SKYRIZI 600 mg/10 mL (60 mg/mL) in a vial for intravenous infusion

SKYRIZI (risankizumab-rzaa) injection 600 mg/10 mL (60 mg/mL) is a sterile, preservative-
free, colorless to slightly yellow, and clear to slightly opalescent solution in a 10 mL single-dose
vial.

Each 10 mL single-dose vial contains 600 mg of risankizumab-rzaa, and the inactive ingredients
glacial acetic acid (0.54 mg), polysorbate 20 (2 mg), sodium acetate (7.5 mg), trehalose (633.3
mg), and Water for Injection, USP. The pH is 5.7.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

Risankizumab-rzaa is a humanized IgG1 monoclonal antibody that selectively binds to the p19
subunit of human IL-23 cytokine and inhibits its interaction with the IL-23 receptor. IL-23 is a
naturally occurring cytokine that is involved in inflammatory and immune responses.

Risankizumab-rzaa inhibits the release of pro-inflammatory cytokines and chemokines.
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12.2 Pharmacodynamics

No formal pharmacodynamics studies have been conducted with risankizumab-rzaa.

12.3 Pharmacokinetics

Risankizumab-rzaa plasma concentrations, after single dose administration increased dose
proportionally from 18 mg to 360 mg when administered subcutaneously (0.05-2.4 times the
lowest recommended dose to the highest recommended dose) and from 200 mg to 1800 mg when
administered as an up to 3-hour intravenous infusion (0.3 to 3 times the recommended dose) in
healthy subjects.

In subjects with plaque psoriasis treated with 150 mg subcutaneously at Weeks 0, 4, and every
12 weeks thereafter, steady-state peak concentration (Cmax) and trough concentration (Ciougn) are
estimated to be 12 mcg/mL and 2 mcg/mL, respectively.

With the same dosing regimen, the pharmacokinetics of risankizumab-rzaa in subjects with
psoriatic arthritis was similar to that in subjects with plaque psoriasis.

In subjects with Crohn’s disease treated with 600 mg intravenous induction dose at Weeks 0, 4,
and 8, followed by 360 mg subcutaneous maintenance dose at Week 12 and every 8 weeks
thereafter, the median Cmax and Cirougn are estimated to be 156 mcg/mL and 38.8 mcg/mL,
respectively, during Weeks 8-12; and the steady state median Cmax and Cirough are estimated to be
28.0 mcg/mL and 8.13 mcg/mL, respectively, during Weeks 40-48.

Absorption

The absolute bioavailability of risankizumab-rzaa was estimated to be 74 to 89% following
subcutaneous injection. In healthy subjects, following administration of a single subcutaneous
dose, Cmax Was reached by 3 to 14 days.

Distribution

The estimated steady-state volume of distribution (inter-subject CV%) was 11.2 L (34%) in
subjects with plaque psoriasis, and 7.68 L (64%) in subjects with Crohn’s disease.

Elimination

The estimated systemic clearance (inter-subject CV%) was 0.31 L/day (24%) and 0.30 L/day
(34%) and terminal elimination half-life was approximately 28 days and 21 days in subjects with
plaque psoriasis and Crohn’s disease, respectively.

Metabolism

The metabolic pathway of risankizumab-rzaa has not been characterized. As a humanized IgG1
monoclonal antibody, risankizumab-rzaa is expected to be degraded into small peptides and
amino acids via catabolic pathways in a manner similar to endogenous IgG.

Specific Populations

No clinically significant differences in the pharmacokinetics of risankizumab-rzaa were observed
based on age (>18 years). Risankizumab-rzaa exposures (Cuough) in geriatric patients (>65 years)
are comparable to those in younger adult patients with Crohn’s disease. No studies have been
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conducted to determine the effect of renal or hepatic impairment on the pharmacokinetics of
risankizumab-rzaa.

Body Weight

Risankizumab-rzaa clearance and volume of distribution increase and plasma concentrations
decrease as body weight increases; however, no dose adjustment is recommended based on body
weight.

Drug Interaction Studies

Cytochrome P450 Substrates

No clinically significant changes in exposure of caffeine (CYP1A2 substrate), warfarin
(CYP2C9 substrate), omeprazole (CYP2C19 substrate), metoprolol (CYP2D6 substrate), or
midazolam (CYP3A substrate) were observed when used concomitantly with risankizumab-rzaa
150 mg administered subcutaneously at Weeks 0, 4, 8 and 12 (more frequent than the approved
recommended dosing frequency) in subjects with plaque psoriasis.

Clinical drug interactions have not been evaluated in subjects with Crohn’s disease at the
recommended dosage.

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenicity and mutagenicity studies have not been conducted with SKYRIZI.

No effects on male fertility parameters were observed in sexually mature male cynomolgus
monkeys dosed weekly for 26 weeks with 50 mg/kg risankizumab-rzaa at 10 times the exposure
(AUC) in humans administered the 600 mg induction regimen for Crohn’s disease, and 3.9 times
the exposure in humans administered the 360 mg maintenance regimen for Crohn’s disease,
respectively.

14 CLINICAL STUDIES

14.1 Plaque Psoriasis

Four multicenter, randomized, double-blind studies [PsO-1 (NCT02684370), PsO-2
(NCT02684357), PsO-3 (NCT02672852), and PsO-4 (NCT02694523)] enrolled 2109 subjects
18 years of age and older with moderate to severe plaque psoriasis who had a body surface area
(BSA) involvement of >10%, a static Physician’s Global Assessment (sPGA) score of >3
(“moderate”) in the overall assessment (plaque thickness/induration, erythema, and scaling) of
psoriasis on a severity scale of 0 to 4, and a Psoriasis Area and Severity Index (PASI) score >12.

Overall, subjects had a median baseline PASI score of 17.8 and a median BSA of 20%. Baseline
sPGA score was 4 (“severe”) in 19% of subjects. A total of 10% of study subjects had a history
of diagnosed psoriatic arthritis.
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Across all studies, 38% of subjects had received prior phototherapy, 48% had received prior non-
biologic systemic therapy, and 42% had received prior biologic therapy for the treatment of
psoriasis.

Studies PsO-1 and PsO-2

In studies PsO-1 and PsO-2, 997 subjects were enrolled (including 598 subjects randomized to
the SKYRIZI 150 mg group, 200 subjects randomized to the placebo group, and 199 to the
biologic active control group). Subjects received treatment at Weeks 0, 4, and every 12 weeks
thereafter.

Both studies assessed the responses at Week 16 compared with placebo for the two co-primary
endpoints:

* the proportion of subjects who achieved an sPGA score of 0 (“clear”) or 1 (“almost clear”)

* the proportion of subjects who achieved at least a 90% reduction from baseline PASI
(PASI 90)

Secondary endpoints included the proportion of subjects who achieved PASI 100, sPGA 0, and
Psoriasis Symptom Scale (PSS) 0 at Week 16.

The results are presented in Table 4.

Table 4. Efficacy Results at Week 16 in Adults with Plaque Psoriasis in PsO-1 and PsO-2

PsO-1 PsO-2
SKYRIZI Placebo SKYRIZI Placebo
(N=304) (N=102) (N=294) (N=98)
n (%) n (%) n (%) n (%)
sPGA Qor1
(“clear or 267 (88) 8 (8) 246 (84) 5(5)
almost clear”)?
PASI 90° 229 (75) 5(5) 220 (75) 2(2)
sPGA 0
(“cloar”) 112 (37) 2(2) 150 (51) 3(3)
PASI 100 109 (36) 0 (0) 149 (51) 2(2)
* Co-primary endpoints

Examination of age, gender, race, body weight, baseline PASI score and previous treatment with
systemic or biologic agents did not identify differences in response to SKYRIZI among these
subgroups at Week 16.

In PsO-1 and PsO-2 at Week 52, subjects receiving SKYRIZI achieved sSPGA 0 (58% and 60%,
respectively), PASI 90 (82% and 81%, respectively), and PASI 100 (56% and 60%,
respectively).

Patient Reported Outcomes

Improvements in signs and symptoms related to pain, redness, itching and burning at Week 16
compared to placebo were observed in both studies as assessed by the PSS. In PsO-1 and PsO-2,
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about 30% of the subjects who received SKYRIZI achieved PSS 0 (“none”) at Week 16
compared to 1% of the subjects who received placebo.

Study PsO-3

Study PsO-3 enrolled 507 subjects (407 randomized to SKYRIZI 150 mg and 100 to placebo).
Subjects received treatment at Weeks 0, 4, and every 12 weeks thereafter.

At Week 16, SKYRIZI was superior to placebo on the co-primary endpoints of SPGA 0 or 1
(84% SKYRIZI and 7% placebo) and PASI 90 (73% SKYRIZI and 2% placebo). The respective
response rates for SKYRIZI and placebo at Week 16 were: sSPGA 0 (46% SKYRIZI and 1%
placebo); PASI 100 (47% SKYRIZI and 1% placebo); and PASI 75 (89% SKYRIZI and 8%
placebo).

Maintenance and Durability of Response

In PsO-1 and PsO-2, among the subjects who received SKYRIZI and had PASI 100 at Week 16,
80% (206/258) of the subjects who continued on SKYRIZI had PASI 100 at Week 52. For PASI
90 responders at Week 16, 88% (398/450) of the subjects had PASI 90 at Week 52.

In PsO-3, subjects who were originally on SKYRIZI and had sPGA 0 or 1 at Week 28 were re-
randomized to continue SKYRIZI every 12 weeks or withdrawal of therapy. At Week 52, 87%
(97/111) of the subjects re-randomized to continue treatment with SKYRIZI had sPGA 0 or 1
compared to 61% (138/225) who were re-randomized to withdrawal of SKYRIZI.

14.2 Psoriatic Arthritis

The safety and efficacy of SKYRIZI were assessed in 1407 subjects in 2 randomized, double-
blind, placebo-controlled studies (964 in PsA-1 [NCT03675308] and 443 in PsA-2
[NCT03671148]) in subjects 18 years and older with active psoriatic arthritis (PsA).

Subjects in these studies had a diagnosis of PsA for at least 6 months based on the Classification
Criteria for Psoriatic Arthritis (CASPAR), a median duration of PsA of 4.9 years at baseline, > 5
tender joints and > 5 swollen joints, and active plaque psoriasis or psoriatic nail disease at
baseline. Regarding baseline clinical presentation, 55.9% of subjects had >3% BSA with active
plaque psoriasis; 63.4% and 27.9% of subjects had enthesitis and dactylitis, respectively. In PsA-
1 where psoriatic nail disease was further assessed, 67.3% had psoriatic nail disease.

In PsA-1, all subjects had a previous inadequate response or intolerance to non-biologic
DMARD therapy and were biologic naive. In PsA-2, 53.5% of subjects had a previous
inadequate response or intolerance to non-biologic DMARD therapy, and 46.5% of subjects had
a previous inadequate response or intolerance to biologic therapy.

In both studies, subjects were randomized to receive SKYRIZI 150 mg or placebo at Weeks 0, 4,
and 16. Starting from Week 28, all subjects received SKYRIZI every 12 weeks. Both studies
included a long-term extension for up to an additional 204 weeks. Regarding use of concomitant
medications, 59.6% of subjects were receiving concomitant methotrexate (MTX), 11.6% were
receiving concomitant non-biologic DMARDs other than MTX, and 28.9% were receiving
SKYRIZI monotherapy.

For both studies, the primary endpoint was the proportion of subjects who achieved an American
College of Rheumatology (ACR) 20 response at Week 24.
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Clinical Response

In both studies, treatment with SKYRIZI resulted in significant improvement in measures of
disease activity compared with placebo at Week 24. See Tables 5 and 6 for key efficacy results.

In both studies, similar responses were seen regardless of concomitant non-biologic DMARD
use, number of prior non-biologic DMARD:s, age, gender, race, and BMI. In PsA-2, responses
were seen regardless of prior biologic therapy.

Table S. Efficacy Results in Study PsA-1

Placebo SKYRIZI .
Endpoint N=481 N=483 Difference :‘rom Placebo
Response Rate Response Rate (95% €1

ACR20 Response*

Week 16 33.4% 56.3%* 23.1% (16.8, 29.4)

Week 24 33.5% 57.3%* 24.0% (18.0, 30.0)
ACRS0 Response*

Week 16 11.1% 26.4% 15.4% (10.6, 20.2)

Week 24 11.3% 33.4% 22.2% (17.3,27.2)
ACRT70 Response*

Week 16 2.7% 11.8% 9.2% (6.1, 12.4)

Week 24 4.7% 15.3% 10.5% (6.9, 14.2)

a. multiplicity-controlled p<0.001, SKYRIZI vs. placebo comparison.
*A Subject was considered as a non-responder after initiation of rescue medication or concomitant medications
for PsA that could meaningfully impact efficacy assessment.

Table 6. Efficacy Results in Study PsA-2

Placebo SKYRIZI .
Endpoint N=219 N=224 D‘ffere';;‘s’g otn Flacebo
Response Rate Response Rate o CT)

ACR20 Response*

Week 16 25.3% 48.3%* 22.6% (13.9,31.2)

Week 24 26.5% 51.3%* 24.5% (15.9, 33.0)
ACRS0 Response*

Week 16 6.8% 20.3% 13.5% (7.3, 19.7)

Week 24 9.3% 26.3% 16.6% (9.7, 23.6)
ACRT70 Response*

Week 16 3.4% 11.2% 7.8% (3.0, 12.6)

Week 24 5.9% 12.0% 6.0% (0.8, 11.3)

a. multiplicity-controlled p<0.001, SKYRIZI vs. placebo comparison.
* A Subject was considered as a non-responder after initiation of rescue medication or concomitant medications
for PsA that could meaningfully impact efficacy assessment.
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The percent of subjects achieving ACR20 responses in study PsA-1 through Week 24 is shown

in Figure 1.

Figure 1. Percent of Subjects Achieving ACR20 Responses in Study PsA-1 through Week 24

100 |

90 <

80

70 4

60 -

50

40

ACR20 Response Rate (%)

30 4

20 A

10 4

Baseline Week 4 Week 8 Week 12 Week 16 Week 24
Visit

| -+ O - - Placebo N=481 —#— Risankizumab N:483]
The results of the components of the ACR response criteria for both studies are shown in Table 7.

Table 7. Mean Change from Baseline in ACR Components

PsA-1 PsA-2
Placebo SKYRIZI Placebo SKYRIZI
(N=481) (N=483) (N=219) (N=224)
Mean (SD) Mean (SD) | Mean (SD) | Mean (SD)
Number of Swollen Joints (0-66)
Baseline 12.2 (8.0) 12.1 (7.8) 13.6 (9.0) 13.0 (8.7)
Mean change at Week 16 -5.5(7.0) -7.7(7.2) -5.4 (8.5) -8.0(7.4)
Mean change at Week 24 -6.7 (7.2) -8.7(7.2) -6.5 (7.8) -9.1(7.6)
Number of Tender Joints (0-68)
Baseline 20.5 (12.8) 20.8 (14.0) 22.3(13.8) | 22.8(14.9)
Mean change at Week 16 -6.3 (11.1) -10.7 (11.4) -6.0 (13.1) |-11.3(13.0)
Mean change at Week 24 -7.9 (10.7) -12.0 (12.3) -8.3(11.3) | -13.0(12.5)
Patient’s Assessment of Pain ?




Baseline 57.1 (22.6) 57.1 (22.6) 57.0 (23.1) | 55.0(23.5)

Mean change at Week 16 -8.6 (23.7) -18.4(26.3) | -5.7(22.7) |-144(264)

Mean change at Week 24 -10.9 (25.4) | -21.4(26.5) -8.7(25.3) |-15.3(26.5)
Patient’s Global Assessment *

Baseline 57.4 (22.1) 57.9 (21.7) 56.2 (23.0) | 56.2(21.8)

Mean change at Week 16 -10.2(23.9) | -19.4(25.7) | -49(23.6) |-17.0(27.1)

Mean change at Week 24 -11.1 (25.1) | -22.6 (26.9) -8.7(25.4) |-17.7(27.7)
Physician Global Assessment *

Baseline 62.4 (17.0) 61.3 (17.6) 60.7 (16.4) | 63.0(17.0)

Mean change at Week 16 -18.3(22.5) | -31.1(23.4) | -19.0(23.3) |-32.7(24.7)

Mean change at Week 24 -22.2(22.8) | -34.8(23.2) | -21.3(25.2) |-35.5(25.6)
Health Assessment Questionnaire - Disability Index (HAQ-DI) *

Baseline 1.2 (0.7) 1.2 (0.7) 1.1 (0.6) 1.1 (0.6)

Mean change at Week 16 -0.1 (0.5) -0.3 (0.5) -0.1 (0.5) -0.2 (0.5)

Mean change at Week 24 -0.1 (0.5) -0.3(0.5) -0.1 (0.4) -0.2 (0.5)
High sensitivity C-reactive protein (hs-CRP) mg/L

Baseline 11.3 (14.1) 11.9 (15.9) 8.2 (17.1) 7.4 (10.9)

Mean change at Week 16 -0.3 (14.7) -4.8 (14.2) -0.1 (6.8) -2.1(7.5)

Mean change at Week 24 -0.2 (11.7) -4.3 (12.8) -0.5 (14.5) -1.8 (13.4)

SD= Standard Deviation.

activities of daily living.

a. Assessment based on Visual Analog Scale (100 mm) with the left end indicating “no pain” (for patient’s
assessment of pain), “very well” (for patient global assessment), or “no arthritis activity” (for physician global
assessment) and the right end indicating “the worst possible pain” (for patient assessment of pain), “poor” (for
patient global assessment), or “extremely active arthritis” (for physician global assessment).

b. Disability Index of the Health Assessment Questionnaire; 0 = no difficulty to 3 = inability to perform, measures

the patient’s ability to perform the following: dressing, arising, eating, walking, hygiene, reaching, gripping, and

Treatment with SKYRIZI resulted in improvement in dactylitis and enthesitis in subjects with

pre-existing dactylitis or enthesitis.

In patients with coexistent plaque psoriasis receiving SKYRIZI, the skin lesions of psoriasis
improved with treatment, relative to placebo, as measured by the Psoriasis Area Severity Index

(PASI 90) at Week 24.

Physical Function

In both studies, patients treated with SKYRIZI showed statistically significant improvement
from baseline in physical function compared with placebo as assessed by HAQ-DI at Week 24
(Table 5). The mean difference (95% CI) from placebo in HAQ-DI change from baseline at
Week 24 was -0.20 (-0.26, -0.14) in study PsA-1 and -0.16 (-0.26, -0.07) in study PsA-2.

In both studies, a greater proportion of subjects achieved a reduction of at least 0.35 in HAQ-DI
score from baseline in the SKYRIZI group compared with placebo at Week 24.



Other Health Related Outcomes

In both studies, general health status was assessed by the 36-Item Short Form Health Survey (SF-
36 V2). Fatigue was assessed by Functional Assessment of Chronic Illness Therapy Fatigue
Scale (FACIT-Fatigue).

In both studies at Week 24, subjects treated with SKYRIZI showed improvements in the SF-36
physical component summary scores compared with subjects who received placebo. There were
also numerical improvements in subjects treated with SKYRIZI in physical functioning, role
physical, bodily pain, general health, vitality, social functioning, mental health, role emotional
domain scores and mental component summary scores in both studies at week 24 compared to
placebo. In both studies at Week 24, subjects treated with SKYRIZI showed improvements in
FACIT-Fatigue scores compared with subjects who received placebo.

14.3 Crohn’s Disease
Induction Trials (Studies CD-1 and CD-2)

In two 12-week induction studies (CD-1; NCT03105128 and CD-2; NCT03104413), subjects
with moderately to severely active Crohn’s disease were randomized to receive SKYRIZI 600
mg, SKYRIZI 1,200 mg, or placebo as an intravenous infusion at Week 0, Week 4, and Week 8.
Moderately to severely active CD was defined as a Crohn’s Disease Activity Index (CDAI) of
220 to 450 and Simple Endoscopic Score for Crohn’s disease (SES-CD) >6 (or >4 for isolated
ileal disease). Subjects with inadequate response, loss of response, or intolerance to oral
aminosalicylates, corticosteroids, immunosuppressants, and/or biologic therapy were enrolled.

At baseline, the median CDAI was 307 (range: 76 — 634) and 307 (range: 72 — 651), and the
median SES-CD was 12 (range: 4 — 45) and 13 (range 4 — 40), in CD-1 and CD-2, respectively.
In CD-1, 58% (491/850) of subjects had failed or were intolerant to treatment with one or more
biologic therapies (prior biologic failure). All subjects in CD-2 had prior biologic failure. At
baseline, 30% and 34% of patients were receiving corticosteroids, 24% and 23% of patients were
receiving immunomodulators (azathioprine, 6-mercaptopurine, methotrexate), and 31% and 19%
of patients were receiving aminosalicylates in CD-1 and CD-2, respectively. In CD-1 and CD-2
combined, the median age was 36 years (ranging from 16 to 80 years), 81% (1145/1419) of
subjects were white, and 53% (753/1419) were male.

In CD-1 and CD-2, the co-primary endpoints were clinical remission and endoscopic response at
Week 12. Secondary endpoints included clinical response and endoscopic remission (see Table 8
and Table 9). The SKYRIZI 1,200 mg dosage did not demonstrate additional treatment benefit
over the 600 mg dosage and is not a recommended regimen [see Dosage and Administration

(2.0)].
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Table 8. Proportion of Subjects Meeting Efficacy Endpoints at Week 12 — Study CD-1

Placebo SKYRIZI Treatment
600 mg Difference”
Endpoint Intravenous (95% CI)
Infusion®
Clinical Remission**
Total Population N=175 N=336 21% ©
25% 45% (12%, 29%)
Prior biologic failure’ N=97 N=195
26% 42%
Without prior biologic failure N=78 N=141
23% 49%
Endoscopic Response*®
Total Population N=175 N=336 28% ©
12% 40% 21%, 35%)
Prior biologic failure' N=97 N=195
11% 33%
Without prior biologic failure N=78 N=141
13% 50%
Clinical Response"
Total Population N=175 N=336 23% ¢
37% 60% (14%, 32%)
Prior biologic failuref N=97 N=195
34% 58%
Without prior biologic failure N=78 N=141
40% 62%
Endoscopic Remission'
Total Population N=175 N=336 15% ¢
9% 24% 9%, 21%)
Prior biologic failure" N=97 N=195
5% 18%
Without prior biologic failure N=78 N=141
14% 32%
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a. SKYRIZI 600 mg as an intravenous infusion at Week 0, Week 4, and Week 8

b. Adjusted treatment difference (95% CI) based on Cochran-Mantel-Haenszel method adjusted for
randomization stratification factors

c. Co-primary endpoints

d. CDAI <150

e. p <0.001

f. Prior biologic failure includes inadequate response, loss of response, or intolerance to one or more biologic
treatments for CD

g. A decrease in SES-CD > 50% from baseline, or a decrease of at least 2 points for subjects with a baseline
score of 4 and isolated ileal disease, based on central reading

h. A reduction of CDAI > 100 points from baseline

i. SES-CD < 4 and at least a 2-point reduction from baseline, with no individual subscore greater than 1, based
on central reading

Table 9. Proportion of Subjects Meeting Efficacy Endpoints at Week 12 — Study CD-2*
Placebo SKYRIZI Treatment
N=187 600 mg Difference®
. Intravenous (95% CI)
Endpoint Infusion”
N=191
Clinical Remission®* 22%F
0 o
20% 42% (13%, 31%)
Endoscopic Response ¢ 0 o 18%F
11% 29% (10%, 25%)
Clinical Response” . . 29%f
30% 60% (20%, 39%)
Endoscopic Remission’ . . 15%F
4% 19% (9%, 21%)

a. All subjects enrolled in CD-2 had prior biologic failure. Prior biologic failure includes inadequate response,
loss of response, or intolerance to one or more biologic treatments for CD

b. SKYRIZI 600 mg as an intravenous infusion at Week 0, Week 4, and Week 8

c. Adjusted treatment difference (95% CI) based on Cochran-Mantel-Haenszel method adjusted for
randomization stratification factors

d. Co-primary endpoints

e. CDAI score <150

f. p<0.001

g. A decrease in SES-CD > 50% from baseline, or a decrease of at least 2 points for subjects with a baseline
score of 4 and isolated ileal disease, based on central reading

h. A reduction of CDAI > 100 points from baseline

i. SES-CD < 4 and at least a 2-point reduction versus from baseline, with and no individual subscore greater than
1, based on central reading

Onset of clinical response and clinical remission based on CDAI occurred as early as Week 4 in
a greater proportion of subjects treated with the SKYRIZI 600 mg induction regimen compared
to placebo.
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Reductions in stool frequency and abdominal pain were observed in a greater proportion of
subjects treated with the SKYRIZI 600 mg induction regimen compared to placebo.

Study CD-3

The maintenance study CD-3 evaluated 247 subjects who achieved clinical response defined as a
reduction in CDAI of at least 100 points from baseline after 12 weeks of induction treatment
with intravenous SKYRIZI in studies CD-1 and CD-2. Subjects were randomized to receive a
maintenance regimen of SKYRIZI 360 mg or placebo at Week 12 and every 8 weeks thereafter
for up to an additional 52 weeks.

The co-primary endpoints in CD-3 were clinical remission and endoscopic response at Week 52
(see Table 10).

Table 10. Proportion of Subjects Meeting Efficacy Endpoints at Week 52 - Study CD-3

Endpoint Placebo?® SKYRIZI Treatment Difference vs
360 mg Placebo®
Subcutaneous (95% CI)
Injection®

Clinical Remission®*

Total Population N=130 N=117 14%
46% 57% (3%, 26%)
Prior biologic failure® N=99 N=83
40% 51%
Without prior biologic failure N=31 N=34
65% 71%

Endoscopic Response®"

Total Population N=130 N=117 31%"*
22% 48% (21%, 41%)
Prior biologic failures N=99 N=83
21% 44%
Without prior biologic failure N=31 N=34
23% 59%

a. The placebo group consisted of patients who were in response to SKYRIZI and were randomized to receive
placebo at the start of maintenance therapy.

b. SKYRIZI 360 mg at Week 12 and every 8 weeks thereafter for up to an additional 52 weeks

c. Adjusted treatment difference and 95% CI computed using Cochran-Mantel-Haenszel method adjusted for
randomization stratification factors

d. Co-primary endpoints

e. CDAI <150

f. p <0.05

g. Prior biologic failure includes inadequate response, loss of response, or intolerance to one or more biologic
treatments for CD

h. A decrease in SES-CD > 50% from baseline, or a decrease of at least 2 points for subjects with a baseline
score of 4 and isolated ileal disease, based on central reading
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Endoscopic remission was observed at Week 52 in 41% (48/117) of subjects treated with the
SKYRIZI maintenance regimen and 13% (17/130) of subjects treated with placebo. This
endpoint was not statistically significant under the prespecified multiple testing procedure.

16 HOW SUPPLIED/STORAGE AND HANDLING

How Supplied
SKYRIZI (risankizumab-rzaa) injection is supplied in the following strengths:

Strength Pack Size NDC
Subcutaneous Injection

150 mg/mL single-dose pen Carton of 1 0074-2100-01
150 mg/mL single-dose prefilled syringe Carton of 1 0074-1050-01
75 mg/0.83 mL single-dose prefilled syringe Carton of 2 0074-2042-02
360 mg/2.4 mL (150 mg/mL) single-dose Kit 0074-1070-01
prefilled cartridge with on-body injector

Intravenous Infusion

600 mg/10 mL (60 mg/mL) single-dose vial Carton of 1 0074-5015-01

Subcutaneous Injection

SKYRIZI 150 mg/mL prefilled syringe or prefilled pen contains a sterile, preservative-free,
colorless to yellow, and clear to slightly opalescent solution. Each prefilled syringe or prefilled
pen consists of a 1 mL glass syringe with a fixed 27-gauge 2 inch needle with needle guard.

SKYRIZI 75 mg/0.83 mL prefilled syringe is a sterile, preservative-free, colorless to slightly
yellow and clear to slightly opalescent solution. Each prefilled syringe consists of a 1 mL glass
syringe with a fixed 29-gauge "2 inch needle with needle guard.

SKYRIZI 360 mg/2.4 mL (150 mg/mL) cyclic olefin polymer prefilled cartridge with a septum
and cap contains a sterile, preservative-free, colorless to yellow, and clear to slightly opalescent
solution for use with supplied on-body injector administration device.

Intravenous Infusion

SKYRIZI 600 mg/10 mL (60 mg/mL) vial contains a sterile and preservative-free, colorless to
slightly yellow, and clear to slightly opalescent solution. Each glass vial is closed with a stopper
and blue flip cap.

Storage and Handling

« Store in a refrigerator at 36°F to 46° F (2°C to 8°C).
* Do not freeze.

* Do not shake.

+ Keep in the original cartons to protect from light.

* Not made with natural rubber latex.
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17 PATIENT COUNSELING INFORMATION

Advise the patient and/or caregiver to read the FDA-approved patient labeling (Medication
Guide and Instructions for Use).

Hypersensitivity Reactions

Advise patients to discontinue SKYRIZI and seek immediate medical attention if they
experience any symptoms of serious hypersensitivity reactions /see Warnings and Precautions

(5.1)].

Infections

Inform patients that SKYRIZI may lower the ability of their immune system to fight infections.
Instruct patients of the importance of communicating any history of infections to the healthcare
provider and contacting their healthcare provider if they develop any symptoms of an infection
[see Warnings and Precautions (5.2)].

Hepatotoxicity in Treatment of Crohn’s Disease

Inform patients that SKYRIZI may cause liver injury, especially during the initial 12 weeks of
treatment. Instruct patients to seek immediate medical attention if they experience symptoms
suggestive of liver dysfunction. (e.g., unexplained rash, nausea, vomiting, abdominal pain,
fatigue, anorexia, or jaundice and/or dark urine) /see Warnings and Precautions (5.4)].

Administration of Vaccines

Advise patients that vaccination with live vaccines is not recommended during SKYRIZI
treatment and immediately prior to or after SKYRIZI treatment. Medications that interact with

the immune system may increase the risk of infection following administration of live vaccines.

Instruct patients to inform the healthcare practitioner that they are taking SKYRIZI prior to a
potential vaccination [see Warnings and Precautions (5.5)].

Administration Instruction

Instruct patients or caregivers to perform the first self-injected dose under the supervision and
guidance of a qualified healthcare professional for training in preparation and administration of
SKYRIZI, including choosing anatomical sites for administration, and proper subcutaneous
injection technique /see Instructions for Use].

If using SKYRIZI 75 mg/0.83 mL, instruct patients or caregivers to administer two 75 mg
single-dose syringes to achieve the full 150 mg dose of SKYRIZI /see Instructions for Use].

Instruct patients or caregivers in the technique of pen or syringe disposal [see Instructions for
Use].

Pregnancy

Advise patients that there is a pregnancy registry that monitors pregnancy outcomes in women
exposed to SKYRIZI during pregnancy and patients can call 1-877-302-2161 [see Use in
Specific Populations (8.1)].
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Manufactured by:

AbbVie Inc.

North Chicago, IL 60064, USA

US License Number 1889

SKYRIZI® is a registered trademark of AbbVie Biotechnology Ltd.
© 2019-2022 AbbVie Inc.

20070464 06/2022
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2.5 B RO EIE (SRR K O BIHAE ML RE)

SKYRIZI 'L 7 4 L RRUOIT TV T4V RV P h 54 4,

BT TFENOFIEICHOWT N —=2 7 %51 F7-% . SKYRIZI % B C.1E4t
LTH LV, SKYRIZI DRz FIEFHEIZOWT, BE KO XTI #EE ) 7
N —=U T HFETHI &,

FESFETNZ, SKYRIZI D A5 TZANEEZRBENOEID HL, 77 4L R X
X7V 7 4V R ) U EAENOED B E T, EHH AR T T=RIRICRE T
(L7 4 )V RR_XNT30~90%5., V7 4L R U 13 15~304%)

SKYRIZI 150 mg/mL 'L 7 4 )b RRUII T VT 4V RV UM T 58
Ay 150 mg B[ G- 7 L7 4 )L R I VT 4V RV O EHT 5 2
&

SKYRIZI 75 mg/0.83mL 7'V 7 4 )V R U U EEHT 2546, 150 mg D#% 512
mﬁm@7v74wb/)//@2$b£1%5 FE A 272 D ERAL (SR
HSRREER 7 &) 2. fel TR 5,

WU, 15, ALBE, BERSEDN A D 3L D A M ORI B AL I3 e 5- LgwnwZ &, B
FEAMAl~D e HA X EIRIEFE I #EE DHANEMTE 5,

BhezENBEelE, TEORVBEIEKEGETLHI L, D%, BHEOART Y 2—
WT&Q%ﬁﬁﬁé

SKYRIZI @ THAREHE | 121%, SKYRIZI O H #E (i i O 512 B 2 264 72
FERMAEEHEIN WD [ E 2247 . BEICE, RERNCEIRHHE S
ek VIRET L L,

2.6 7 B — YRITRI A HELE L
RN EAE

SKYRIZI & L T 600 mg Z 0. 4 MOV BEIZ 1 HERILL BT THaEEEET A 2 & 23 HEE
Sy g
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RN B HERH &
MEFFR L LCI2HEIC 360 mg 2 2 IS L, LItk 8 TG 5 Z L3 fElE S

éo

2.7 BlE RO 5 HiE (7 a—9R)
BRI A LG L A

SKYRIZI /N4 7V OFF RN G- 13, EREIEFENEE TETITY) 2 & xaife s L
TW5h,

F RN P G- DR, S TP SKYRIZIIEHR 10 mL X . 5% 7 RN o7 sk
(600 mg/10 mL, 100 mL, 250 mL, 500 mL) DA 7= /3> 7 I A 7 AfRITIE
AL, BABEEZF 12 mgmL~6 mg/mL &35, /A T ILNOFERKIT T THEIHE
T 5,

INA T IV OGRS > 70 H T AN OFTRIRIZIES 722 by

SR 2 BT DRI, SNy 7 XAIH T AN OFAIR L 7= SKYRIZI iR & S=IR1Z
R (WEAEL TWDE5A) |

R 2072 < &b 1 RIS TR 595, ffRi% S BFMI LINIC R G- 284 T
T 5,

SKYRIZI AR IL, DEFHLEFR CART A » CTHA LRV &,

A BRIE DR

T IEH L2 WEGATE, 2C~8CoM TrmEirir L. #E LT 20 B LI 3
%, Rt O SKYRIZI T E 25°CO R T 8 Hif] (RAAHIM & S 24 Lol Atk
O BFEREME]) BRIFTHZENTE S (EF AL OEBER LT 2) , BESE
A AN

MR R G LU A

SKYRIZI [ZEEMNFEOREEBEOL L THATHIZEEZER L TV 5,

BT FEHOFIEICOW T R —=u 7 a2 3%, L7 4V R —FY v
OftEFURT 4RI T 2 7 X —% HWT SKYRIZI 2 H O S L TH L,
SKYRIZI ® fZ FIEFHEIZOW T, BELD/ IN#EE @R b —=0 752 3FE
T RS

TL 74NV R — bR o IONEART 4 BA D2 =T DI, G
ENDAHFEZERY L, L7 4NV R — ) o RIIAF AR T oA D
72— AFE O S TICES B AR CRIRICE L TE L (45~90 4))

FURT M T = X —% H T, SKYRIZI360 mg/2.4mL 7'V 7 4 /b R 71—
U 2% R SUIREEIC R T 535,



o PUBITIETR. M5, ALBE. A, SUBHEDNH D EALTITEH L2 &y

o REZENTHGEIL, TELHRTRLIKEGT S, Tok, @EOTERAIIKE %
AR 2,

SKYRIZI ® [ AFAE | (2, SKYRIZI OFHFI L O 542 X 0 sEfl 72 e R &2 50
o MEMGIEZSIR] . BEANC ERFAE 25l &k 5 BFICHET 52
ko

3HEEROEERE
T
SKYRIZI >

o A HEEL T LT 4L R AT 150 mg/mL O Bfa~HE T, &Y
~DOTMDCEHB LIEREEET 5.
SKYRIZI L7 4 )L R o
o VEHFH : HEERET LT 4L R U Y 1 AFIZ 150 mg/ mL DA~ AT,
BH~DTINNCEHE LIRREEAT 5,
o EHA: HEIEL T LT 4L KU U 1 ARHIZ 75 mg/0.83 mL O A~k T
T, B~ TNCHE LERE ST 5,
SKYRIZI AV AT 4 A P27 B —ft& TV T 4V RH— Y v
o VEHFH : HEEREALVART ABA V2 X —HT LT 4NV I —FY vV 1A
H11Z 360 mg/2.4 mL (150 mg/mL) OB~ T, BH~DF I HE L2
A= R SR AR
SR
SKYRIZI /A T v
o EHH : BEEIIEE XA TV 1 AHIZ 600 mg/10 mL (60 mg/mL) DA~
T, BEH~DLTNICAE LR E ST 5,

47%5'

ZISID

SKYRIZI i%, V%% X~ 7 rzaa XIIZ ORIZAN 3 5 B E 7o i@ e SO O BEA IR
DHDHEFIIIFERA LW & [BEER O FoE (5.1) #2/#]
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SELEEROMEREOEER

5.1 WBBUE s

SKYRIZIOERIC X W, 7F 7 4 XL — 25 BEELIBBMERISHE ST
%, BEEBBIERSNEE LA X, SKYRIZI ZE HicH Ik L, wY) a2 B
WMTHZ & [FIEH 6.1) =/,

5.2 RYE
SKYRIZIIZ K D IJEGED Y A7 NEERTDHBZNN D [FITEH 6.1) ],

BRI EEBE 2R B MR YYE 2 9 5 B 12, JRYYENHET 520 EUNIERE S5
T, SKYRIZI OFEH-ZBAIG LW 2 &,

PP YLIE BB ST PR GSE OBEE D & 5 835 TlL, SKYRIZI OALGEHIZ Y A7

X7 4y NEBET 52 b, BRAICE B EGYE OEECIER D & b b 2561

%, EROREEZZTALIBEFIRHEET LI, 208D BREYYELZRIE L7256 X
TR PEEEIG SO0 L2 WEEAITIE, BEEZTEIRCBIEL, BYYENHELAT L E
T SKYRIZI 285 L7pnZ &,

5.3 fEf

SKYRIZI O ¥ 5-BIAHTIC, FEEROFEIIOWTREZTMET 5 Z &, RO F I
FERER TIE, BBRAHIZ SKYRIZI & @Ol 22 f5 8% 705 & OFH U 72 IS EMERG L gk 72 44
H, Y 61 M o SKYRIZI BB B ] RIS TEBIERE L 2 F0E L 72 BF 1TV R Do
7o WEMREEDIBRDIZ0OIZA V=T ¥ REHG L T iERE 2 4 08RG LY
BehZHik Uz, BEMREEEZA L, RIS TIREZ =T Tz o 72 PsO-3 3
BroOgBRE 31 4, 55 BRI SKYRIZIL BRI I IEBIPEREEZ 2 30E L 7- bR
FIXN 2o Tz, BEMERSE SUTIEEIMEREZ OB ER SV, @URIEEEZ=Z T2 &7
MR CTX 72\ W T, SKYRIZI D5 % BlthT 2 Bl PUIRIR 2 a3 2 2 &,
SKYRIZI #5-H1 } O 5-#% 1 X IE Bh A A% D1 J OYEIRICOWTHRE 2 BIZT5 2
o IREMERSEE R 1T SKYRIZI 235 L Tld e H 720,

5.4 70— RIBEICEBIT 5 FEHT

71— JRBREIZEB W T, SKYRIZI 600 mg % 2 [BIEARNE 5%, A2 BT 585 %
PF O SEFE TR MEATIESE (ALT 54xULN, At U /L 30xULN, [M#Er U ire s 22
xULN) WO EERRWEHANHE SN, FRERFIIAT a4 FREIZXVEEL
7= =D, SKYRIZI D& 5% H1k L7z,

7 —IROIBFRIZH T > T, X—=A T A U RO 7a< & HxE 12 B OE AR
FEERZ L O Y L 2T 5, EO%kiTdEE OREFHITNED Z &,

HFRRZE DT BASERD 15 B TIE, MORBRIE & BT 5. S0 s RIEATRE 0
BRI B BYEAE, IFRER LSO ARICIAT B 2 L MR SN D, MR
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IFREENZEDON DL BT, TORWPHEIHIND T THRZ TS5 2 &, ATHERERE
AN T DRI LI HGEIZIE, ELICEMORR %S 5 & 0 BHIHEET 5,

55U 7F ks

SKYRIZI D522 17 TWAHEFEICIT, AV IFraERA LRI &, EREMA
ERT 23E5NT. £V 7 F L OBERITRYSED Y 27 Z @b 5 RN b 5,
SKYRIZI O ¥ 5-BAARIZ, BT O TR IR » THEERZIG Uz TRHERE 3 X T
BRZDHZ L, BT TFUIIRNET 7 F o ~DRUGMI T 5T — 2135 5T
v,

6 EIfEA
PLFOBRMWERIZOWTIE, IMICEOROE THm U 5,

« WBUESL [BEER O LEoyiE (5.1) 2]

o JRYYE [BER O Fo)EE (5.2) 2]

o FEE [EEER O FoiE (5.3) SH]

o O —IRRICRB T DFENE [BEROENH LOHE (5.4) 2]
6.1 BE R RABRAE

BRI 2 Ao R FCEM SN TV D720, A DRI I 5 BIEA R SR
LA O BRARRBICE T B BIEARELISR L 2 BT 5 2 LI CX P, E B
IZBNTRBD b2 RIEMFEIREE KL TORWATRENEDR H 5.

=5 i VR IR

= PERRE O IR B R RBRIZ BT, AFF 2,234 £ o#kBiE |2 SKYRIZI =& 5- L 7=,
ZDH5 5, 1L SKYRIZI IZHEFE L 7- 2B E 13 1,208 4 Th o7z,

77 2 ANk RERER ) VSRS BRARER T3 7= 7 — # 2 0FA L, SKYRIZI OZ2M: % fit K
16 HRIFHE L7z, AFF 1,306 4 O#ERF 2 SKYRIZI 150 mg B TRf L 7=,

# 112, PFERRRERD 16 B O X B IZ SKYRIZI BED 1%L ETHRILL, 7v
SKYRIZI BECORREN 7T v REEL Y @ o T-EIWER 22K 5,

# 1. 168 F TIZ SKYRIZI BEOHERE D 1%L L THRHE L -BI1EA

SKYRIZI 7R

BITEM N = 1306 N =300
n (%) n (%)

ARGE Y 170 (13.0) 29 (9.7)
SER 46 (3.5) 6 (2.0)
T © 33 (2.5) 3 (1.0)
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PSSO ¢ 19 (1.5) 3 (1.0)

G © 15 (1.1) 1(0.3)
CEEND B O  ROEEY (U AV AYE MM, FPEARRE) | BIRRER (RPEETe) | Sk, LWHIAK. WEHK (VA LA
Te) . RHEMR %K

PEEND DO R, BIRVEEUR, BlEPEga kS SR, SURIEIR
“-é‘iméfb@:%&%ﬂ I e

BEND SO EHEMAL AL, AL, B ME, i, G SO, R, B, T OREE. BUS. AR, BUK
CEENDHO SRR, AR, AR AR, B, F R EI%VWL JNEL B E

16 % TIZ SKYRIZI BEDOWEERE D 0.1%H8 1% AT CTHREL, " 2o7 T vREELD 3
HRNE DS TZEIERIZRBR KR OZERZ THh -T2,

e 2 D BIEH]
IR

BHD 16 #MIZ, SKYRIZIFED 22.1% (90.8 /100 N4E) TRYLENFEH L=, 7
7tfﬁ1ipm%<%5#mmA$)T&U SKYRIZI OH IEIZIZE S 2o 17,
%anﬁ&077tfﬁ®ﬁ Mmr@%ﬁéi 0.4%LL FTdh->7-, SKYRIZI
TR DN EHERBYYER, BHRK, 55K, &mf&omﬁ@rf%oto
PsO-1 #&5% & O PsO-2 B T, ﬂﬂif@wmr@%ﬁ4(39#mmA$)

B E-BAMAET 16 IR O SN RER L FRE TH -7,

2 M E TOREM

52 W E TIZH LWEIERIZERD 6T, @@%@%ﬁ?i&ﬁ%ﬁ%l6nif_w
ODINTHBIRLERE Th o, ZOHMY, 1BERPIEICE o 72 BEEREYYEIZ TR
Nd> T,

B8 HE T H

SKYRIZI D% 5% 5 1F 7= BIEEME I B ORI 2 et 7 e 7 7 A4 Vi, S5
WREOZEET e 7 AV EM R L TWS, £, F mﬁ77tfﬁ%ﬁ%
IZBWT, FEEORBRILIT 7 BEARRE (3.9%. 12.644/100 BEF) 2k LT
SKYRIZI # (5.4%. 16.74/100 F&EH) Twrolc, ZDIH b, 77 BAREE,
SKYRIZI #E & HICHSHEENE - T HRIE, ALT EH (78R n=12

[1.7%] . SKYRIZI# : n=16 [2.3%] ) . AST k& (7 EBARHE  n=9 [1.3%] ) .
GGT bH (77 ARt : n=5 [0.7%] . SKYRIZI&f : n=8 [1.1%] ) ThH o7z, EHE
FREE X E SRy o T, IBBUES G SKYRIZIEE (n=16. 2.3%) T 7t REf
(n=9, 1.3%) XV EWRBETH-7, 77 BARMEE IHRARICENT,
SKYRIZI # T WBEE THE SN WIS, 382 (77 BAREE : n=4 [0.6%)] .
SKYRIZI # : n=5 [0.7%] . 7L AX—M&ER (77 8ARE  n=1 [0.1%] . SKYRIZI
B n=2 [03%] . HEMEE (77 vAREE :n=0 [0.0%] . SKYRIZIEf : n=1 [0.1%)
mEThoTle, T 74 7% —0JERNL, & NAHERKFERICI VT SKYRIZI % # 5-
INT-HBRE 14 TH o7,
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J 0 — Y

SKYRIZI %, NS EEDOIERIM 7 v — IR 2 xR, 2 ODOE/ELL _HEH
7R3 HEARE (CD-1, CD-2) M OE/EZLL —EEMR 77 & A5 i 2 E sl
(CD-4 ; NCT02031276) |28\ Tk 12 MRHAHER L7, AL Lo gbid %
KR, BAEZAL —EHEMR Y7 B AR ERRB (CD-3) IZBW T2l E ToE
MM 25N Uie [ (14.3) /T

2 ODEAGRER (CD-1. CD-2) MUHERERE (CD-4) 2B\ T, 6204 O
(2 SKYRIZI 3 A & FFRN G- LTz, MERPEERER (CD-3) Tid, CD-1 3Bk &
CD-2 3R CARFN OFENRNE 512 L 28 AR LA 12 BRI L, CDAI A N—RF A
235 100 AR A > R LU U CERIRZVER DGR BT 142 4 OERA \THERFH &4 2T
w5 L7,

AL TR D 3% UL EICHE S, 7T RIS WERTHE S
ER R wF 2 ITRT,

#2. 77 AR 12 BEEARBRICB VT SKYRIZI 2% 5 &S/~ 7 u— U fEgkERE
D 3% LA EIZEHE S - BIER

SKYRIZI o e
v s 7 7R
N ,J_:,‘\ N a
(e 600 mg AR FRE N = 432
N =620 .
n (%) n (%)
ERGE Y P 66 (10.6) 40 (9.3)
GIpL 41 (6.6) 24 (5.6)
ESFENG 31 (5.0) 19 (4.4)

"SKYRIZI 600 mg % 0.4 % U8 8 il H I ALffi S 5.

CEEND DO BN, BRI

bEFENDED A VT PR, FIHEES .
BB, AV AMERERYE, A L AVEEER . RS, ERIEORIE

A TN WHERSE . ERGERRGE,

7 A NV APERGEEGE, COVID-19,

MERPRIERBRIZ B W TR E O 3% LU EIZHE S, 777 BRI m OISR THE S

NIZEIWER 23K 3187,

# 3. 7T A% R 52 @R REREBR (CD-3) 128\ T SKYRIZI # 58D 3%LL I
WHRE S 7 v — R EBE OBER

SKYRIZI N
BIVER 360 mg fZ FIE 17_’164;“
N =142 o,
n (%) n (%)
EaNEiv 13 (9.2) 12 (8.4)
VRS EBAL B ¢ 8 (5.6) 4(2.8)
fE 9 9 12 (8.5) 6 (4.2)
& 1. 7 (4.9) 6 (4.2)
N 7 (4.9) 4 (2.8)
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R 6(4.2) 3(2.1)
BAf R 5(3.5) 2(1.4)
PR S i 5(3.5) 4 (2.8)

SKYRIZI 360 mg % 12 R K OV AVLARE T 8 I Z & ITiR 52 5T 5,
EENDHO GBS AR, EFHTAIENR, VEFALEERRS , AR, TEGHIALER AR
f“ TSR AL B G
o PR AS 2SR BT ER L 7= B b -, BIVENZERE 2 L iC 1 Mo AT#ET 5,
CEENDHO MR, FIEEBRE. TR

e B 2 T

55 52 1 F TOMEFFRIERER (CD-3) TlE, JEYYE DRI i SKYRIZI O 5- %252 1F
7o BRE TlE 36.6% (100 FBEHH7-D 60.81F) THo7-DIZxt L, SKYRIZI DE AP
BRI TR OBRE %25 0F T #5RE Tix 36.4% (100 $%$3’7)7’_ v 6031F) ThHo
7o, BEEREYLRBIERIT, SKYRIZI B H5-HETIE 5.6% (100 BEFEYHT-D 741) Th
STEDIZH L, VoA~ TEHARICT TR E2&KEG L-HRE TlE2.1% (100 £
HHEMT-0 241F) THoT,

HARER (CD-1, CD-2) IZHBWT, JRENRTA—% (RalvA7a— /LK OMKIEY
Ry JEalL A7 r—/)L [LDL-C] ) @ _EHFI%, SKYRIZI D&% 5BAth# 4 #H HIC
R L7z, R—RT A D DOHIME LT T 2RIk T D HINRT 48B3 285 L.
12 H £ CEEWNHER LTz, SKYRIZI OE A%, ko L 2T 0 — /13—
ATA D6 94 mg/dLIEIN L, 12 38 B OFEJHEHEIL 175.1 mg/dL Th -7z, [FlkE
12, FELDL-CII_—AF A )5 6.6 mg/dL #EAN L, 1238 B (21X ¥l
92.6mg/dL T&h > 7=, SKYRIZI DHERFEIETIX, ¥ LDL-ClIR—RA T A >0 5231
HET23mg/dLE ML, #*HEIL 102.2 mg/dL Th o7z,

6.2 S R

OVEIRM & /37 B LRI, SEIFMEO TR & 5, PURDPEAEZ R TE 570
BNET v A DR OFFRIEICRE KFT 5. £12, 7oA TROLNLA
& (PR zEte) BHEORBEEL, 7 v A OFE, BIEROED H, BIARERE
HFI, ﬁﬁﬁ%&@%ﬁ“ﬁ$7‘£ EDEBDORFITHESND RN D 5, Z0izd, L
T~ % 5ER I ié#{ﬂi@%ﬁﬁfﬂmﬁ%ﬁT@%ﬁﬁﬁE{, Xiftho U ¥ X<
7 WH 2 Z AN T DPURDOREIBE L 2 kT 5 &, BEERIBThR D 5,
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=5 i VR IR

52 #F TIZ, SKYRIZI OHESEH B4 B G L= #BrE DK 24% (263/1,079 44) 2V ¥
X X< T rzaa IR T DR EEL L=, VYo% X~ T rzaa IZHT HHURN I L7-
W%%@OB,ﬁﬂ%(%XMﬂ#&5§MK£W%%@M%)#¢ﬁ#¢uA*
77, SKYRIZI # 5 H8RFE DK 1% TR Lz @ W PLiRiiL, w3 X~<7-
rzaa e K O IR SO O T & BE L’Cl/ AV

e B AE L L

HELEFH > SKYRIZI & $¢ 5 U720 E O 12.1% (79/6524) 7, 28 B Tz U ¥
VR AT zaa KT APUA RS LT, UV AT rzaa ISR A PR ERELL
THWRED S b ¢ﬁ#¢k YEENTZ LD oTn, UV X~ T orzaa (kT
HHRIL. BAETEMERLRE S 3BT D ERIR UGS DO 2L & B 1L e o T2, FUbUA A A
5%%%?w\ﬁ@ﬁﬁm<amdﬂm%])&U&%%&ﬁﬁ(xm[ym%])

. TUEMPUREZ A LI R 2B 10 2mBUER S (3.8% [22/574 4] ) K UONESH
nmmMerMz])kw@bfmwﬂAf D BT, TS OMBEUECTESR 7
Iz & VYo% X~ T rzaa O 5 IEICE S T2IERNL 2o 72,

J 0 — Y

HEBE X378 A B N OWEER F & D SKYRIZI 2 #% 5. U 7= #5808 0% 3.4% (2/58 44) 3
4B ETIZY VU X X~ T rzaa Ik T PR HEE L=, UV X~ 7 rzaa lTxf
THPURERBL LA D > 6, FRPURE I N DIF o7,

6.3 AR OfF R B

SKYRIZI ®O7&iR% . L TFORWERANRE SN TWD, ZIH O HFAE S R fE72
EHNS BRIICHE SN DO THDHD, TOMEZHEICHEE L=V . SKYRIZI
OMEFE L ORI BEREZMSL L2952 130T L AIEETIXAR U,

o SRS HiIEE : AR T2

8 Rk eBEEHA~DOHRE

8.1 14
TERE L A R —

S SKYRIZIIZ X 2 1R HICHTR L= A ORIR 2 BT 24HRIEZ L U A R U — 2 dH
%, B, 1-877-302-2161 (ZEERET 5 A, http://glowpregnancyregistry.com (27 7 & A L
LOA MY =BT 5 2 L 2m<HERT 5,

U 27 OB

EIFIZ 351 D SKYRIZI O FHIZEET 2B CTO 7 77—~ a BT T o A K OERRER
DT —H 1, BERAHARKE, FEIIRMEA D U <X E OF E 2z o F A BEE U
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A7 T AIIEAR S TH D, VI F A~ T rzaa T 27— X TR0 D

D, F /7 a—F VBRI 2 i LIRS SN D RTREME H D . SKYRIZI
XN SIE I 2 5l S i 2 RN H 5, RIEMREEZ B T 5 LM TIL,
HRF OB ERERIRNRO DIVTWD ( THKIIELE ) 2

ISR A T B OXHH A 0 98 A BB T, LR = 2 A S U 4> % X~ 7 orzaa
5 Y13 50 mg/kg &3 1 [EIRFETERMN DM E TR TG Lz, IRV L TiE, 50
mg/kg DHETHIVAR ORI LT (F—22M) , IHEYAIZEBT 5 50 mg/
kg #5-TlL, & MC 600 mg A REZ#E LISE 0K 10 f5OIRER (AUC) | 360
mg HERF B2 G L= 35A OF) 39 (DR (AUC) BNENERED bz, HAE
MHA% 6 » HFE TOHAAFT VLTI, VYo F X~ 7 -rzaa BEEH OERER) X051
RE~OFBIBD LNARD-T, € MIBY 5 IS OFT ORI ERITRY ThH
éo

T RCOMENRIZ, HERKRIE, FiE, XIZTomogEiRRoE Y A7 BN FEET D,
WIS 2 B HARKBE K OWEDOYE =) A7 IIARHTH D, KEO—KRE
MCiE, BERAHARKEROMEOHES Y A 71X, BKRMICHR SN2 ERDO %
NZN 2%~4%LK TN 15%~20%TH 5,

i PR B 75 22

KB L B FHEK ONE NG (F~D U X 2
NEINTWDET—XIZEDE, RIEEREBER T 5 LMEICB T 2RO F EFRIFO
VA7 0L, REJEEMED EH LBE L TWA Z EVRIEBE I TV D, RO A EHRIFIC
X, BPE BEEE 37 LLET) . IRHAERER (2,500g ) | AEIRMAR O3 HAER:
DIRAE R ERD D,

Ho1F BN FIZ 1T 58 R

%2 L= INIRPE 1gG LR OB iL, EIROMET & & BT L, EIRESE 3 =M<
= IZET D, VYo X~ TR T D0 MO A L ET 2 ATetEn d 5 7

. SKYRIZLICHENIREE LA FICE T 7 F o 2R G535, VAT ERRT 4 v

NERETT AOMENDH D, HAERICKT D U o X~ T O M LV, ROVER
OHAFMIEF DOV o % X~ T OFRGFHRICET 27 — X 3R+ ThHh D, BNEEL
THAA~DET I F %8 O D BRI R REII AR CH 503, AFNO Y %25
L., HAESRKIKS » HZBETL20ERD D,

Tk
Bity7—5

T =27 A P& TR AR L N A7 D58 R m sl g e L7z, iR =2
AW iz, VP F A~ 7 rzaa 5 mgkg XX 50 mg/kg A ALHR 20 H B> 6 0 E T
BTG, W fratER 6 » AMBIEE Lz, ARBR CIIRMEEMEITRO 5
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Niginole, MELRUIHE, w78, BEMRESENE, MRATEIFAREICRGICEEL
TR b oo, LirL, Vo F XA~ rzaa %58 (5 O 50 mg/kg B
TEIEI 32% KL TN 43%) TIREEERFREE (19%) & kg U CHR{H/AUP e T 21K
FEIZHEIN Lz, 50 mg/kg #ETHRO LT RF/FATE T O#EINE, Vo X~ 7-
rzaa OFGIZEET H D EEZ b, RBMEAEMEICEET 2 M & (NOAEL) 1% 50
mg/kg, FEAEFMEICEIT 5 NOAEL 13 5 mg/kg & REE éi}lf_o IRz & (AUC) ~N— AT
%, IRV VT 5 mglkg G- LT235A . B M2 600 mg EAHEL &G LT25E 0K
1.24 1%, & M2 360 mgfERFH EZ G L7268 ORI SERENENEO v, HAf
T, FHIMETRENSHEEFOICER L, [Hx ORI ORI 17%~86% DR & 7¢
o7, HERIL, VYo% X~ T azaa & GREO T =7 A FOMERAR O K OFLF4
SRS, PEFZ 91 H H £ TRl rTREZRIMIGH Y o % X~ T rzaa JREZH LT, FEL 180
H H O Mg iR E I TREZ TE- Tue,

8.2 Ll
U 27 OB

b hRLHTICEBIT D Y B F X~ T rzaa OBAT, BEILEER RIS DR Ot
A RAET BT T 57 — X 1372\, BHROWNKME 1gG KK OE 7 7 o —F uhifk
X, B FELHFICBITT 5, REALREIRICBIT S Y 303 X~ 7 rzaa OELE RPTR
%&zﬁﬁﬁ;ﬁzﬁ@fiéﬁf&%%@%ﬁ“ IR TH D, T L DRE R OERE EOFZEIZ oW
TiE, REBLO SKYRIZI XS B ERIRIILENME, 72 6 NS REALS R IZ %9 % SKYRIZI
ST REBLO BRI L D EN B EIER A2 BIET L ERNDH D,

8.4 /NREE~DOERE
INREBEIZE T D SKYRIZI D222 K OVE I IHESL S AL TU R0,

8.5 Bk E ~DEE.

SKYRIZI % Bt 5- U7z S E MRS 2234 4D 9 5, 65l BIT & 243 4. 75 kLA
X244 TH o7z, SKYRIZI 5 Uiz Gilnd & FH4FEEHETIE, V¥ X~ 7 rzaa D

IREEE, LM OEMEICERNRZTRD b oTz, L, 65l Lol

BRa By, YRS L B DG E AT INE ) hEHET A IZIE A+ Th o T,

7 a— U RIRHESE & LT SKYRIZI O RREBRClX. 07250 65 ikl FowkEns %
AN DR Tl D BHFERNEERE & B2 DFORERTINE D et % 2
LIXTERNoT,

R & RN 7 v — ARG & ORIT, U Y X~ T orzaa DI ENHEIC
BRI ER D & 2 21T b e oo [EREEEE (12.3) 2]

o
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11 PRIk

Ay —nAg %23 (IL-23) R THL YV F A~ Tazaald, b Mk rn>
U Gl (IgGl) &/ 7 ua—FAPEThs, VY F A~ 7 azaald, DNA %
Hefiii 2 IO TF v f =— X N A 2 —JPHAHINE RIS L, 481349 149 kDa T
éo

SKYRIZI (VU H2%F X~F-rzaa) EHAI 150 mg/mL X FERGHIL 7 4V ) o
XIIT V7 )L Ry

SKYRIZI 7L 7 4 b RRUXITT VT 40 R Y 2 RIS, B HE I~ RAFEIR
M, BEO~EATERA~DTNICAE LI S8 T 2,

U UKL, VY F A~ T rzaa & LT 150 mg, ARIEMERSY & L COKEERR
(0.054mg) . RAY JA_X—E20 (02mg) . FEET LU 74 (075mg) . kL m
—2 (63.33mg) (USP) #&HT %, pHIZ57 Thb,

SKYRIZI (V¥ v F X~ T -rzaa) JEHAI 75 me/0.83 mL X FHEREHF L7400 K v
>

SKYRIZI 'L 7 4 L R U 2 L RHIZ, BB A, IRAEEHE T, RO~ R80T
EA~DTNCEBE LTERRE G T 5, £V o Piddd, Vo F X~ T rzaa & 75
mg, NEWERSE L TansZ@@F- M) oA (08853 mg) . AV V~—hk20 (0.17
mg) , Y/VE b=/ (34mg) , a7 (0.049 mg) MOVERMAK (USP) Z#&H7
%, pHIZ 62 TH D,

SKYRIZI (U ¥ % X~ 7 -rzaa) JEHHK 360 mg/2.4 mL (150 mg/mL) AL ART A
VY A ERTERGHI V4NV A= ) oY

SKYRIZI 'L 7 4 L R U 2 L RHIZ, A RAFEER, A~ 6 Tk
H~bFNcEB LTmRE G/ T 5, 00— ) v 2id, V¥ XA~ T rzaa %
360 mg, NEMEAT & U COKEERE (0.13 mg) . AU V_— 120 (048 mg) . Kt
FUZA (1.8mg) . hlom—2Z (152 mg) KROVESHAK (USP) Z#&4HT %, pH
X157 CThHD,

SKYRIZI 600 mg/10 mL. (60 mg/mL) FHiEH/SA 7L

SKYRIZI (V¥ > % X~ 7 -rzaa) 7EHK 600 mg/10 mL (60 mg/mL) 1 AFIZ, JKEHE
By PRAFEIARE ], B~ AN OB H~OTICAB LR E G675 10 mL B
EHGASA TNV THD, 4 10mL HEFEL A T uE, U3 2% X~ 7 rzaa 600 mg,

AIEMERR Y & U COKEERE (0.54mg) . AU Y L_"—120 2mg) . FEfgFT MU 7 A

(75mg) . Floa—2 (6333mg) KOVERAK (USP) #&67 5, pHILS57 T
H D,

46



12 BRR 3R

12.1 fERBE

VYo F A~ T rzaald, IL-23 A b A D pl9 7 2=y MIBERIZFHES L,
IL-23 =5k & OFAERZRET 5 MEIgGl €/ 7 vn—F AHiKTH S, 1L-23 1L
HRBET LA NIA LD 1IETHY, RIELDRERIGCEEGT 5,

U Yo X~ T rzaa IIRIEF TS A P UA L ROTEDA O ZET S,

12.2 S5
U % X< 7 rzaa OIER ) 5 BRITFE M L T 7euy,

12.3 EEhhe

UH o X< 7 rzaa ZERWERE IR TR LZEX, EHRY V% X~ 7 rzaa 2
FEIZ BRI G TIIE TG T 18 mg 725 360 mg (RARHESE &) & e HELE & 0D 0.05~
241%) | FeR 3B ORI S-T 200 mg 7> 5 1,800 mg (HELEE D 0.3~31%F) & H
I L TH N L 7=,

T MERREBE AR RIT, 0, 4 HERKOZEDOHR 12 BT LITE TR LEZEE, EFK
RRIZHR T D m MAETIRE (Cnad) ROMEE b7 7 IIMETIRE (Cruen) 1, ZHEN
12 meg/mL & T* 2 meg/mL Td> o7z,

7] C# G55SR T 5 BAFEVERCE 2 A9 2 BRE D U 3 2 % X< 7 -rzaa DHLH)HE
X, SEERREATO2HREICB T bDLFEKRTH T,

7 —REEEZXZRIC0, 4, 8HBICE AR 600 mg kIS L, 128 B (2HE
FFHE360mg 2 T#H 5 L., Z0O% 8 EEICHEG LG E. 8~12H B D Chuux XY
Cirough P FIAFE X Z NZ 4 156 meg/mL }2 OF 38.8 meg/mL & HEE Sduiz, 72, 40~48
HH OEFIRIEIZE T D Cmax LT Cirough P HIRAEILZ F1E 41 28.0 meg/mL KL T 8.13
meg/mL & HEE Sz,

PR

W% X< T rzaa D TR GEZEDOMEEINA T T XA T EY T (1% 74~89% & HEE
SNTe, BEEHERE CIX, HBEZ TR 5%, 3~14 H T Crax IZBIZELT=,

paKiiil

S PERZRE SRS ISR T D E R IRIED DM AT (B AR CV%) OHEEMEIX 11.2
L (34%) . 7 a—JitBrE CTiX 7.68 L (64%) TH-o7,

DEiE

SRR RS L OV v — VR T BT A 7 U T T v A (BRI A E%)
OHEEMIT FNFN 031 L/A (24%) . 030L/A (34%) ToHV, HEEFEHIZIZENE
NHKI28 ALN21 HThoT-,
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¢

VYo% X~ T rzaa ONREHRBIIHA SN ER Ty, VYo% X~Trzaa ittt b
fb1gG 1€/ 7 a—FAHURTH Y, NERME G & [RRIC, FERRRE 28 U TRy 13
TFREOT I VBIIOMIND EEZBND,

ik 70 BAE S

U W% X< 7 rzaa OIEYENREIZHERS (18 Ll b)) I K AEKRMICEE R ZITRD
Nipinotz, @l EEE (65l l) 2B T2 U Y F X~ 7 rzaa DIEFERE (Croun)
L. BFERANTZ B —IRRE BT A2RERELFETH D, BEEIFEERY
X A~ 7 -rzaa DIEYENRRIZ KT TAIEH LY 50T 2720 OFREBRITZE M L Tuguy,

K&

RERIMZAEY, VYo XA~ Trzaa D7 VT T 0 AR OSARRBITHEML, g
BEEIICT L7722, (REICHES < HEFREIHEE I 20,

I FH B AE R

F N z—AP450 DIEE

SRR E 1) X X~ T rzaa 150 mg & 0, 4, 8 MOV 12 IR TG (K
BENTWDOHERRGHEE LY L EMEE) CHHHLEZEED 7 = A (CYPLIA2 JE
B) , U757 U (CYP2CO WE) , A AFF >V —/ (CYP2CI9 FE) , A 7
71—/, (CYP2D6 £E) it %Y 7. (CYP3A FE) OB EICEKMICEE A
{LIZER O ey o 7=,

7 u—RERE R & LT HERE ] & C ORI B RNLEHE S v Tuvigny,

13 FERE R Bt
13.1 AR, BEEM, ZRERIET
SKYRIZI Tl AJEMERER & OV AR MERBRITEM L TR0,

PERREN U 72D = 7 A T Y B % X< Trzaa % 50 mg/kg fiif 26 @B &G L= &
X, EOZIRIENT A — X ~OEBEIBO LN ol (7 a—IRIcktd 28 A% L
600mg 5 L7zt N TOlFER (AUC) O 1015, 7 o — Iiikt3 2 MRk
360mg % 5- L7t N TOBRBEED3IfEFL L) |

14 BER B

14.1 S F HEERE

4 DL lE LRI EE AL —ESHRER (PsO-1 35k [NCT02684370] , PsO-2 #Er [
NCTO02684357 ] , PsO-3 &l [ NCT02672852 ] KON PsO-4 il
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[NCT02694523] ) 2, HEBmMEISARER (BSA) O 10%LL L, Wit fEro7Em

(95 OEE/MERS, FLBENA O/, BEIE L 0~4 TiHl) TERMIC X 2 504 5N
FEEE (sPGA) A= 7 N3 LIk ( THEE] ) , KO ZBmiE - EEEES (PASD @
AT N 12 LL D, 18 mLL E O HRESE DS & FBAE O =5 R ERE 2,109 £ 235 L
7=,

BIRE LT, HBREDR—ZXF A Wi PASI 227 O dfElX 17.8 TH Y, BSA

DO FHAEIE 20.0% T > 7=, FERE D 19% TR—2A T A4 D sPGA ZAa 734 ([HE
JE| ) Tholz, F7=, #ERE D 10%IZEAEEMREDZMIEN H - 7~

AHBRAZ B U T, WHIEERO D HHERE 1L 38%, FEEMFHIRERIERD & 5 HER
FHiX48% ThHo7-, F7-, B ED - O FHIRREZ 52T TR D & H B
1L 42% CThH -7,

PsO-1 #kBi & OF PsO-2 35R

PsO-1 &k & O PsO-2 3RBRIZ1E 997 4 D#ERZE 232 L, SKYRIZI 150 mg #EIZ 598
%, 7 BARBET 200 4, AW TFRIFEIHREEIC 199 44 & AR L 1ZEI D 11072, #EERE
0B, 4H, UBRIZR2ESLICkEEITo7,

MR e b, LTFD2 DOEEEEFHMEEEICOWT 16 HH OIS %E 77 &R & g
B L 7=,

¢« sSPGA 227 0 ( [{H5) ) XiZx1 ( NFIFWHK ) ZEk LI#BRE OFE

o X—2F A PASI 2276 90%LL DR 23R LT~ #BrE 0E|E  (PASI90)
BIREEHMIE H 1%, 16 B2 PASI 100, sPGA 0 M O #oRiE R R (PSS) 0 23Rk L7~
wERE OEETH o7,

FER A E 4 17T,

# 4. PsO-1 RBAK O PsO-2 RBRICBIT A2 EMEREL B THHRAD

16 H B OFEDRER
PsO-1 PsO-2
SKYRIZI WA N SKYRIZI WA N
(N=304) (N=102) (N=294) (N=98)
n (%) n (%) n (%) n (%)
sPGA Oor1
( MEZER] X 267 (88) 8 (8) 246 (84) 5(5)
ESEEI RN
PASI 90* 229 (75) 5(5) 220 (75) 2(2)
SIZGF‘A‘Y;% ) 112 (37) 2(2) 150 (51) 3(3)
PASI 100 109 (36) 0 (0) 149 (51) 2(2)
LA R A
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s, MERI, AFE, {KH, J\—X74’ @D PASI A 27 K OB RIEDOIRHEE XX AW
FHEIEOIBRBEZ Mt L=, 29 LIEBEY 7 7 0 —7"Tik 16 B @ SKYRIZI (2
iﬂﬁ”é}iﬁf\ii?ﬁ mu&) %Z}Ifiz’ﬁo 7Lx_o

PsO-1 &8k & O PsO-2 3Bk TlX, SKYRIZI AETiE 52 B IZ sSPGA 0 (F3LF41 58% K& N
60%) , PASI90 (ZIZI 82%M TN 81%) M TRPASI 100 (ZIZFL 56%K TN 60%) %
ER LT,

HBERL T A

PSS Tafili L 7299w, F8IR, & 9 B OVAEVEIZ BB 4~ 2 18l e OSER I DWW T, [lak
BREb 16 HBICT TR LB L TUGENED Lz, PsO-1 iR & O PsO-2 kR T
%, 16 RS “C PSSO ( MERZ L] ) ZEK LI-HHREORIGIL, 77 8REETIE

1% THo7=DIZx L, SKYRIZI BETIEH 30% TH - 7=,

PsO-3 ikBR

PsO-3 FRBRIZITHRERE 507 435 L, SKYRIZI 150 mg #2407 4, 77 BAREEIC 100
A EBAELIZEI DT 7o, R ICIX0EE, 4 HH, DB 1R2EILICREEITo
77

16 FFF AT, SKYRIZI /X sPGA A =27 0 XX 1 (SKYRIZI £ 84%, 77 &AREE7%) &
TNPASI 90 (SKYRIZI £ 73%, 77 ®AREE2%) @2 DOEAE EEFHMEEE T 7R
LD HENL TV, 16 BIFSICEIT D SKYRIZLEE N O T B REEOMIGRIZLL T D &

BY TH-o7-: sPGAO (SKYRIZI £ 46%, 7 &REE1%) , PASI100 (SKYRIZI £

47%, 77 REE 1%) KMOVPASI75 (SKYRIZI B 89%, 77k HREE8%) THolz,

P& D#eRF & OFritt

PsO-1 &k & O PsO-2 3k T SKYRIZI D 5- %2517, 16 KT PASI 100 Z 251 L 7-
Wl D 9 B, SKYRIZI Z ikt L 7= 95 D 80% (206/258 4) T 52 KFHTH
PASII00 23388 H 3177, 16 B PASIO0 L AR Z—D H 5, 88% (398/450 44)
T 52 HEESTH PASI 90 2338 BT~

PsO-3 iR TlL, HPIC SKYRIZI Z 541, 28 HEFAD sPGA 728 0 it 1 Ok
Z 12 Z & O SKYRIZI fFeRE S IEREIC T E IR A L BIMT L7, 52 RS T,
sPGA 730 X% 1 Toh o -#rE 0EE i SKYRIZI #fefE (2 B A A LB S iz
PBRE TIZ87% (97111 4) Tho7oDIZk L, IR B EIE R LRI S 7o pk
BrE Tl 61% (138/2254) Toh -1,

14.2 BIEE MR

TEENEBAEEME R E (PsA) 287 25 18 UL ORISR 1,407 44 % xf 512, SKYRIZI D
MR OEIEZ . 20 EEAL _ES #9@7"3*12?“&1%?%% (PsA-1 Bk 964 4
[NCT03675308] . PsA-2 ik 443 4 [NCT03671148] ) 2 WCREE L 7=,
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I ORBROHERE 1L, CASPAR (BIEEMERED pFEILNE) 12K S< 6 v HUL ED
PsA W, X—2F A /H%‘c@ PsA HAM PO E 4.9 45, 5 BIEILL E O K OMERR, 220
R—R T A UREOIEENES PRI O TR B2 H 55 EE%% L7z _"—RTA
> DEFARIERIZ OV T, 55.9% O#5RE 73 BSA3% UL EOTEEMES i 2 A L,
63.4% M O 27.9% OYLERFE 3 E IV E TR B TR M e R %2 & Lm\f_ PsA-1 Tl
REREE TR B A S SICHHM L7z & 2 A, 67.3%MN e TR A2 A LT,

PsA-1 TlE, T X TOWERE NIEAWZH) DMARD (2% U TR 22 B AT AR %
IRLT=Z 2B 0 EMFRIAIRRERE TH o 7=, PsA-2 Tk, #BRE D 53.5% I
AW =EE) DMARD (2% L TRy 72 B8 ATARMEZ . 46.5% 23 A=A 8AI % LT
RN I ARMEE R LT Z E R o T,

I RRER |2 b\f WeBREIX 0. 4. KOV 16 ¥ HIZ SKYRIZI 150 mg #f & 77 B R & 53¢
(CHEVEZ I\ ZEID AT Bz, 28 38 B LAREIL., T XTOMERE 2 1238 = & 12 SKYRIZI
@%ﬁ%ﬁﬁtoﬁﬁﬁﬁﬁ\é%mﬂmﬁiﬁ@ﬁﬁﬁﬁﬁﬁbmtoW%%@ﬁ%
[ZDOWTIE, BB D 59.6% 1 A b L — K (MTX) %, 11.6%7% MTX LIFk DIk

A=) DMARD % AR L. 28.9% 7% SKYRIZI HAI% 5-% 5% 1T 7=,

B e b, FEIMOIE A X 24 HIZKEY v~F %% (ACR) 20 DENEEKR LT
WERE OEIE L L,

iR ZE D)

MaRERIZ I T, SKYRIZI B G/EIL. 24 HIZ 7 7 BAREE & ik U CRAEE DO
BICABRWEL R LT, FERAIMEORRIIR S LOF 6RO Z L,

mBRIZ BV T, FEAY SR DMARD OffH. FEAEYSH) DMARD O =286 54
FAES, Al MR, AFE, BMLIC) )b 53, RO RN &brazmio PsA-2“C
1. AEWFERRIFNC X DIREROGRII )b BT, BhDRRO b,

# 5. PsA-1 RBRICBIT 2EMOREERE

7R SKYRIZI o o

FE{fiE A N=481 N=483 TR DER
=% BY% O5% €D

ACR20 J5%&*
16 3 H 33.4% 56.3%" 23.1% (16.8, 29.4)
24 3 A 33.5% 57.3%" 24.0% (18.0, 30.0)
ACRS50 &+
16 8 H 11.1% 26.4% 15.4% (10.6, 20.2)
24 8 A 11.3% 33.4% 22.2% (17.3,27.2)
ACR70 &+
16 3 H 2.7% 11.8% 9.2% (6.1, 12.4)
24 3 A 4.7% 15.3% 10.5% (6.9, 14.2)
a. ZHEA p=0.001, SKYRIZI %} 77 &R ik,
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EMERHEICA BB e 5 A D AREEDOH 5 L AF 2 —4ER0 PsA O IR & Bitn L iRE 23R L AR LT,

3 6. PsA-2 REBRICBIT 2 EMDOREERE

R S
S8 H s N2 77ERL DER
B s O5% €D

ACR20 J &+

16 H 25.3% 48.3%* 22.6% (13.9, 31.2)
24 18 H 26.5% 51.3%* 24.5% (15.9, 33.0)
ACRS50 &+

16 H 6.8% 20.3% 13.5% (7.3, 19.7)
24 18 H 9.3% 26.3% 16.6% (9.7, 23.6)
ACR70 jiH &+

16 H 3.4% 11.2% 7.8% (3.0, 12.6)
24 18 H 5.9% 12.0% 6.0% (0.8, 11.3)

a. ZHEXR p=0.001, SKYRIZI %77 & Rk,
HOVEHEICHE EREEE XD RIEDH 5 U A X 2 —3KL PsA OFF S Z Bilhs U= 2 IR0 & B 7n LT,

PsA-1 3BRIZIBW T, 24 H H £ TIZ ACR20 ) Z R LT- B OEIS 2K 1 1R
‘ﬁ‘o



ACR20 Response Rate (%)

1. PsA-1 RBRIZ B

100 |

90 <

80

-~
o
L

@
o
L

[+.)
[=]
L

B
o
L

[
o
L

[x]
o
L

-
[=]
L

o
L

Baseline Week 4 Week 8

Week 12
Visit

Week 16

Week 24

[--©-- Placebo N=481 —8— Risankizumab N=483 |

MR D ACR G FEHEDRE N EE R DRER & £ TITR T,

#F 7. ACREREZEDOR—Z T4 b DOEHE{E

75 2438 E FTD ACR20 & 8B E DEIS

PsA-1 PsA-2
W47 N SKYRIZI 77%4R | SKYRIZI
(N=481) (N=483) (N=219) (N=224)
EHIEESD) | FHEESD) | SEHEESD) | FIIESD)

JERR D & % BAEE (0~66)
R— 2 3 Pz 12.2 (8.0) 12.1 (7.8) 13.6 (9.0) 13.0 (8.7)
16 BT 5 BB & -5.5(7.0) -7.7(7.2) -5.4(8.5) -8.0 (7.4)
24 ¥ BB BB L E -6.7(7.2) -8.7(7.2) -6.5(7.8) 9.1 (7.6)
F{“@é@él@éﬁ*éﬁc (0~68)
R 4 % 20.5(12.8) | 20.8(14.0) | 22.3(13.8) | 22.8(14.9)
16 BT 5 BB & -6.3(11.1) | -10.7(11.4) | -6.0(13.1) |-11.3(13.0)
24 BB BB L E -7.9(10.7) | -12.0(12.3) | -8.3(11.3) |[-13.0(12.5)
BEIC J: 6%#‘%&?% 2
R— 2G5 57.1(22.6) | 57.1(22.6) | 57.0(23.1) | 55.0(23.5)




16 BB ICBIT B A (b | -8.6(23.7) | -18.4(263) | -57(22.7) |-14.4(26.4)
24 EEICEBIT A EHEE | -109(254) | -21.4(26.5) | -8.7(25.3) |[-15.3(26.5)
%%;i67n~AWﬁﬁa

fib—7<§/{:/ 57.4(22.1) | 57.9(21.7) | 56.2(23.0) | 56.2(21.8)
1638 B2 58 (k& | -10.2(23.9) | -19.4(25.7) | -4.9(23.6) |[-17.0(27.1)
4 EICEBIT A M | -11.1(25.1) | -22.6(26.9) | -8.7(25.4) |-17.7(27.7)
E%;i67n~AWﬁﬁa

«ch13/ry/ 62.4(17.0) | 61.3(17.6) | 60.7 (16.4) | 63.0(17.0)
16 BloB1T BB bE | -18.3(22.5) | -31.1(23.4) | -19.0(23.3) |-32.7(24.7)
4B ICEBT B EHELE | -22.2(22.8) | -34.8(23.2) | -21.3(25.2) |-35.5(25.6)
@%ﬁﬁgﬁgﬁﬂh&amgmnb

&—x34y/ 1.2 (0.7) 1.2 (0.7) 1.1 (0.6) 1.1 (0.6)
16 1 B IZ81T 5 82 b & -0.1 (0.5) -0.3 (0.5) -0.1 (0.5) -0.2 (0.5)
24 BITB T oA kE -0.1 (0.5) -0.3 (0.5) -0.1 (0.4) -0.2 (0.5)
WJEZE C }iﬁ;‘l‘iﬁ 737’8 (hs-CRP) mg/L

«chzﬁ/ry/ 11.3(14.1) | 11.9(159) | 82(17.1) | 7.4(10.9)
16 B 2B T 582 k& | -0.3(14.7) -4.8 (14.2) -0.1 (6.8) 2.1 (7.5)
24 BITB T oA kE -0.2 (11.7) -43(12.8) | -0.5(14.5) | -1.8(13.4)
SD=HF HER 7%,

a BVar T es s 27— (100mm) ([CESSFHET, 2L DERZR L) (BEOEMWFE) . [FEFICRIF) (&

HOZm— VR L TR RIE B L
Bl (BEOZm— L) |

17, i, BlE, 0F. RO R EGRDE

(EED 7 v — N L)
(& b T HIEIIE O BIi%
WEHERP LI SO BB A 0= REZR L~3=FATRAET, BADLLF 247 9 N 2 WIET 2

. AT TREOENE )
(EfiD 7 a—VFHl) R L TWD,
D EAREE, ER, BE, &

(BH OFRIf) . TR

SKYRIZI

Z DIRRBICUED TR b T,

(X DMFITLY ., /R

ST B SR 2 BRI L CW=gE iz Bun\W T,

WMEHLRE A B3 L CW A BREIZ SKYRIZI 25 L& = A, #5243 H @ PASI 90

(Psor1a51s Area Severity Index)

b7,
o (REERE

MFRERIZ BT, SKYRIZI &5 L 7= BE 1
—x?%yﬁ%@QW%A@ﬁiﬁf??fk%@bfﬁﬁm
B1F 5 HAQ-DI DRX—RAT A UL DELED T TR & D)%
-0.14) . PsA-2 % C-0.16 (-0.26.

5) ., 24HIZ

(95%CI) (%, PsA-1#BRT-0.20 (-0.26.

o7,

(XD TTRR L R U THRED B F A

(DR

. 24JHH ® HAQ-DI TaMfi L7=354, ~
BThotz (%

-0.07) T
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MERBRICIB VT, 2438 H @O HAQ-DI A 2 73— R F A v 5 0.35 BL BV U 7= 4k
HOEGIX, IR L L TSKYRIZIFETL D 0 o 7=,

T DAt O it e B AF-Aff L H

MRRBRIC VN T, — XA EREIRAE X 36 THE 2B 72 DEEFHA (SF-36 V2) TRl =
Tz, PRI VTNB MR BRI - 57 ORSRERTN  (FACIT-Fatigue) (2 &V Al S 4172,

MRERICBW T, &5 24 B BICIE, SKYRIZIRGEETII T 7B REHGREL R L T
SF-36 AR EZEE A a7 IChEN R o, -, MRBRICBWT24#HE I
SKYRIZI 5 S /- gl Tl HiRtne. B E&RERERE (1K) | RO,
BRI, 5], fEaETEHRE, DO, B E&ERERE Ot fElRx=a7. K&
UM ERE A a7 N7 7R &l U CBIERICSGE S vz, BRI n T,
243 H1Zi%, SKYRIZI & 58 TlX 7 7 B R GRE L bl L C FACIT-Fatigue A = 7 (Z
dEN R LN,

143 7 B — %%
i AGER (CD-1 %1 CD-2 #kR)

21 12 FREREARER (CD-1 35 : NCT03105128, CD-2 #BR : NCT03104413) 23\
T, PEENLEEOIFEIMN Y o —WE AT 588E %2, 0. 4, 81HIZ SKYRIZI 600
mg. SKYRIZI 1,200 mg % 58, KT T AR AR IS % G5B EEVEZ 2B 0 1)

7o WEEEEND HEOIEEIE CD X, 7 v — IRiEEiM % (CDAI) 220~450, 7 1
— IR S NEREEA 27 (SES-CD) 6 UL b (IREMEEGRBOEAEIZA4LLE) & EE
L7, O7 73U FAMBEA, RIBRERAT A R, EMmAlL RO/ UIAEY
FHIRANC KT DB+, FEE. UIAMEEZ AT 2 8RE DBk S 7,

N— 2T A WD CDAI P B IX CD-1 T 307 (& : 76~634) . CD-2 T 307 (&ipH :
72~651) . SES-CD Fdufliix 12 (&P : 4~45) . 13 (&P : 4~40) ThHo7-, CD-1
T, #BRE D 58% (491/85044) 75 1 FEFALL LD AWy BANZ L DI A X
XIS Cdh o 72 (W FRRANRR O R IIEE) . CD-2 Tlix, T X TOHERE
DAY P BIANE IR DO R IIEZ A L Tz, CD-1 KM TNCD-2 Tld, _R—Z2 T A Hf
12, 30%,34% DBEFEICEIEEEAT 0 A &, 24%,23% O BE TR (79
FHATV L, 6-ANI TR TV . A RMLXY—R) & 31%,19%DRBEEFIZT I/
H U FLEEE E N EFnKE Lz, CD-1 & CD-2 Z &b =4k d i fix 6% (16
~80 %) . #ERE D 81% (1,145/1,4194) 1XHAN. 53% (753/1,4194) 1XBMHETH-
77,

CD-1 XU CD-2 TiX, 12 BIZ31T % BRI TR K CWNRSENZE D) 2 2RI E A &
L7z, BIRHIGHIIE B X, EERAIZEZN K ORISR (X8 L UVFEKISM) Tho
7. SKYRIZI 1,200 mg ® A &El1E. 600 mg D HEIZxt L CGEMOIRE R EZ R S 72 -
i, HEESND LD A TR L HE 2.6) 2T
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# 8. 128 B IZ B RHMEIE B & 72 L= 8B O EIA-CD-1 BBk

7S8R SKYRIZI BEDZER®
- 600 mg (95% CI)
FHA S R ST
FEPR A B iR !
HEAF N=175 N=336 21% ¢
25% 45% (12%, 29%)
£ N=97 N=195
FRBIANEE O 2g(y 4_20/
R | ’ ’
E W) AR R D N=78 N=141
NI 23% 49%
NERSERI =S o
A E N=175 N=336 28% °
12% 40% (21%, 35%)
LE WS BAITE I O N=97 N=195
AR EE 11% 33%
LE WS BAITE I D N=78 N=141
NI 13% 50%
BEPRAyZE%h
A E N=175 N=336 23% ¢
37% 60% (14%, 32%)
LE WS BAITE I D N=97 N=195
AR 34% 58%
LE WS BAITE I D N=78 N=141
N2 40% 62%
ARSI B AR |
HEHAF N=175 N=336 15% °
9% 24% (9%, 21%)
LE WS BAITE I D N=97 N=195
AR 5% 18%
LE WS BAITR I O N=78 N=141
AR 72 L 14% 32%
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a. SKYRIZI 600mg % 0, 4 KO8 MR AT #FET S

b. EEALEBANLRFE2 27 5 =< T =~ = LIRE CTHIE L1557 (95%CI)

c. i EELmTE A

d. CDAI<I150

e. p<0.001

f. AEWERNRANSRO R DI, CDIZxT 5 1 DL oA ER ARSI T 5 BAR 4y, Tohwdk, Rtz &
NSRS

g SES-CD B R—RA T A Vinb 50%LL B LTNnDZ L, FR—RAT A DAITH 4 CRIFERIGRE L FT 58
BREICOWTIE, B b INY =T 4 U TIHESE DR LB 2FRA MEA LTS E

h. CDAIZAR—ZT A 2ni 100 800 B LTnb 2k

i. SES-CDN4LUTTHY, R=Z2T7 Ao tb 280 L, Hx0FT72Aar7RNIUETRNIE (BRI
U—F ¢ 7IcESK)

K 9. 12 8 B A RMERHEE B 27 L7 #kBE OFIE-CD-2 Bk

TR SKYRIZI TBRDER <
N=187 600 mg (95% CI)
LA IE B RIRERE L
N=191
BEPRE BLAR o 22%"
20% 42% (13%, 31%)
HNARSER =2 4¢ 18%°
11% 29% (10%. 25%)
BEIREOZES " 29%"
30% 60% (20%. 39%)
PR B AR 15%"
4% 19% (9%, 21%)

@ e as o

CD2 |[ZBER ENT=T R COBBRE L. AW FENRBNERORRNEL AT D, EWFHRANEROR
FREIEEIZ L, CD ISR % 1 FELL LA FRIRANC L 18RS W TR 5. B3iEE. it
REBH D

SKYRIZI 600mg % 0, 4 K& O* 8 B SifFFET 2

EVEAILBRNLIE T4 27 5 =< T b=~ = URE Tl L2159 (95%CI)

i 3= SR TE

CDAI 2 217 <150

p <0.001

SES-CD 3= T A VN5 50%LL Bl L TnD Z &, IR —2T A DA T ) 4 TRIFIERE
REEZATHEREIZONTE, B b INY =T 4 v I FESE DR EB 2RV MNP LTV D
Z &

CDAI RNR—Z T A 5 100 AU B LTS Z &

SES-CD 4L T THY, R=RT7 A nbbipd &H 2l L, fHx 03722728 1 8L ETRY
& (B b TIAY =T g v TZIZHES)

CDALIZES < BRIRRIZEZN M ORI EEORBIL, 77 B AREE L il L ¢ SKYRIZI
600 mg ENFIEHE GRECOFIGNE L, BIFX 4 BEIBBL LT,

BEFE A5 N ONES O L, 77 BAREE L Hhlt LT, SKYRIZI 600 mg AL & 55
TIZ LD Z < OBRFE THIE I N,

CD-3 bR
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HEFRE VR EBR CD-3 TlX. CD-1 LT CD-2

FABRIZ BT SKYRIZI I X 5 12 O

WAGHEE, CDALDOR—ZFZ A4 B OMKT 100 R EZERIRINZES L ER L, £
225 2 R U T RS 247 4 il L7, #BREE. 1238 B2 SKYRIZI 360 mg D#ERF
P, LT 7 B ARBECIEER IR 0 b, Z0% 8 I & ITHR K 52 1 £ Cial

= AWy

CD-3 LR FEFHBHE E L, 5238 IR T DRI EM LK ORNBRERZE8 & Le (%

10 /) |

#10. 52 8 B IZBW CHMETHMETE B 2172 L7-#BE 0EI4 - CD-3 R Bk

BAEEE 7R SKYRIZI TR HE L
360 mg BEREZE-
RTFHE® (95% CI)
B PR B B AR O
LA F N=130 N=117 14%f
46% 57% (3%, 26%)
e SR FNTERE D N=99 N=83
AR JEE 4 40% 51%
W) BRIR IR O N=31 N=34
R ThEA L 65% 71%
WNAREER %) ot
HEH A N=130 N=117 31%*
22% 49% (21%, 41%)
e SR FNTERE D N=99 N=83
AR TJEE ¢ 21% 44%
W) BRIR IR O N=31 N=34
R ThEA L 23% 59%
a. TR, SKYRIZI NZER) L., HERPRIEBMGEIFC 7 7 B R R EICEEAIZE O T ONT-RENSLK D,
b, &G R2BERROZEALUREILSH I LT, I HIZHKE 52 M, SKYRIZI 360 mg % # 5-
o. M{EABRHLIRT %22 T v=v T h=n Y = URRTE TR L72IBIEE (95%CD)
d. i TR A
e. CDAI <150
f.  p<0.05
g EMPERISHIGEO R DEIC I, CD ISR B 1 UL O AR AN kT 5 2R 4y, Bk, RiR E2 b
%
h.  SES-CD B _—RA T A 05 50%LL LA LTnEZ 8, UIR—AT A DA77 ) 4 TRIBMEIGE R Z A3 5 s
WIZOWTE, B "IN =T 4 o I HESEDR LB 2RA U M LTnD T L

Be5-BAA% 52 1 B OB M-I, AFFERRIERET41% 48/117641) . 77tk

AEET 13% (17/130%]) TH-o7=, ZD
IR B Tl o 72,

AHEIE H %, FRNSHE L2 2 ERETFIET
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16 B 715/ PRE R O HRAR
a7 ik

SKYRIZI (V% % X~ 7 -rzaa) EHKIZ. L FOEE CTHE I NS,

B Ry 7 A4 X NDC
BT S

150 mg/mL Hi[n| 5~ 158 0074-2100-01
150 mg/mL HEEL L7 4 L Ry oy 156 0074-1050-01
75 mg/0.83 mL HEIE 57 L7 4 )L K 2% 0074-2042-02
Vv

360 mg/2.4 mL (150 mg/mL) H[al¥ 5. 4> Kit 0074-1070-01
AT A2 H—fFE T LT 4R

H—hrU v

R ERE

600 mg/10 mL (60 mg/mL) H[A]f 5,34 7 )L 156 0074-5015-01
RS

SKYRIZI 150 mg/mL 7'V 7 4 )L R U XX T V7 40 K0T, BEEA, RAT
BIARE, EA~KEANDOEWH~DOTNIAB LBk G/ T2, 7V 7 4V R
Vo XET V7 4V RXUE, =— R — R & 27 77— 12 A4 T EES &
DImL AT ALY TN BED,

SKYRIZI 75 mg/0.83 mL 'L 7 4 /L KV o 1d, WREHE A RAFERE . A~
HEOPOFERA~DTNIEE L ERRE AT 5, £7 V740 Py ) orvid, =—1F
W= & 297 =212 A4 UFREEEMTE D 1T mL A7 2 Y bk b,
SKYRIZI 360 mg/2.4 mL (150 mg/mL) 7% A%y v I fEBRINAL T 0 VR v —
TV T 4N A=Y v D0E, WEFER», RFEAER, Ea~we, EH~DT )
ICEE LR E AL, HBOA AT 4 BA Y27 — AT R EGHETH
60

SR R

SKYRIZI 600 mg/10 mL (60 mg/mL) /3o 7 VTG 2, ARAFRRE T, M~ P i
BPOEW~DTNCAB LR E AT 5, K0T AL T T, Ay i—Kk
OFEOT7 ) v 7 F v vy 7 THEENA TN D,

R K O AR
o WEE (2°C~8°C) TIRETHZ &
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WS ERno b

R L2\ &
BESDT=DITTDFHIANTRETHZ &
« RIRILTT v I A&EGH LN

17BEAI Y U 7ER

FDA DAGR L7 BEF WM EHR (BT A FEROBEGIHE) Z25ite k) BE LY X
IIEEICBIET A L,

I BE UG

L 7 m B SO OSEIR I F L L7285 & 12 iE. SKYRIZL # ik L, IZEERT D242
AL L 0BRFICHIETAE [ &Oﬁﬁiwgg(ﬂ)fﬁjo

G

SKYRIZI 12X W RDRENNET LT, BEBEAONELLIBZNANH D 2 L&k
Flmx2 b b, BYYEDOBE % RREIEE IImA 5 2 k&@ﬁ%rmfﬁﬁ%ﬁbt
BT R E IR T2 2 L O EEMN E BE UG D 2 L [BLAR O L D)E
(5.2) 2fE]

7 b — RIRERIC BT AT EE

BRI G-BRAG7 5 12 R, SKYRIZLIZATE E 25| & = Ti};'—/\ﬁ%z) L EBEICE
252 &, NFHERERE 2 eI DIEREZ R LI2E ., BELICEMOZEEZ T 5L 9
%%K%%ﬁéo<mzi\ﬁl7%@%ﬁ\%u Mg - | @r Fr. BERAIR, X
ITRIE N O UK IR)  [BER O LoMEE (5.4) T

7 7 F v Dh

SKYRIZI (2 L DR, K ONBEOEF XIXEZOET 7 F o SEfITHER S 20 2
EERBEICMET A&, EREFHEAIERT DAL, évﬁ%/@&ﬁﬁ IR GYIE
DIV A % FRIELIBENRH D, V7T U HEEORREMENS 561X, SKYRIZI
BEHEEZZTTWDLZ L2 ON UDERNESEE A D X o BE| %@ﬁé & [EE
R OMENH EorEE (5.5) Z=HT

BHAZBET 5 B

BAIOH O 51L, 54 552N O8I 25 e SKYRIZI O F (i K& O
B WONC#EY) e 2 TG TR OISOV TEREZ AT A EEEE L O E G B
DFTEMT DL )EEXNINETIRET D [ RRHIZERH]

&QRMHMQM%mL%ﬁ%ﬁéﬁm,%mgﬁﬁﬁﬁvuyV%zxﬁﬁb,

SKYRIZI 4 150 mg & 532 K 5 BEXIMER I REST L2 & [IREFVIZFS
]

o
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NUNFT Y Y OBREFEGIEICOWTERE UIIES TS 5 2 L [IRRFH T E=
]

SR

ZPEDNEIR I SKYRIZLIZHRFE S L7258 OIFIRERIF 2 T 2 R L O X R —0
H ., BFIL1-877-302-2161 IZEFECRIWEDOEHTEZ A Z 2B IETH2 L [#
P BEEMA~DEL (8.1) ],

o

B
AbbVie Inc.
North Chicago, IL 60064, USA

KET A & A% B 1889

SKYRIZI®Z AbbVie Biotechnology Ltd. D & EkpHHE T 5,
© 2019-2022 AbbVie Inc.

20070464 06/2022
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COMPANY CORE DATA SHEET
SKYRIZI
(risankizumab)

(64-122 I NEH/RD Tz DHIR)




JHoFX<T
1.7 AEEM&AR—%

obbvie

1.7 REEMm—ER

[ R hin — Rk 2 TRITRT,

BR5E % R —T EEEE LIr— FEESIA | RT5—5 S I VA4 EAEEEE
600mg 100 130mg A 300mg
AEY—CETFE ATFI—SRTFE
360mg A — k K—# 45mg 1) o

—f4 URIANE S 4 A7V Fv~T AT XX wT PR R —

GEE TR 2) GEE TR 2) GEE TR 2) GEE T 2)

24 T g AR H0 =2kt | Yoty 7y —~kk | RS TRt

St

WEENIE | AU — Ui BAFERCHRR A7 | AT 7 — T ST O & BRE DT

Zh R 600mg TR 130mg S R DIEFE KON
S D OIS | OB Y v~F (Mo | OSEs bR | MEFHRE BEFR% T
7 o— R OEME | EB GO IR 2 S B o— 0B A | DRSO REEICR
AFRE (MARRRETY) | D) Wik (ERIRE TR | D)

RAR+5 75 E5 1R
%)

Ax ) —VRTE
360mg A— h I = F—
P—2.4mL
FRAESE 2> O TEE OTRE)
W7 m— 9RO TLRME
Fpdik (BEAFIRIE %)
RAF G AR
%)

OR—=F = MEIZED
HEHRMERIS LD R
O=pH R, BIEEM:
HEHE, MEIEVERCRE, IR
PERT B2 iE

OB EMFHESR
OFEM R —F = v b
9, RN —F v
i, MERIAN—F x>y
iz}

OJ N7 0> 2341
ORDNT I DORIES
RT T B— IR DIRE &
ONHERREE (BETFIRR C
R 7255 1R
%)

H D D B OTREH
Zh DB
INEEAT D EBE

O EESE DN B HEAE OIE 5
PERIGR OIEHR BETEIR
TR 7255
%)

AL 7RI RD)
Oz b T DT
SR 5 D EAREA
it (AP AR
A RERICRS)

AT T =T FE
45mg >V Y
OBETFIBI CRHRA
S8 TRLER
TEERCRE, BETEM:
HE
OHEESED> B FHE DIE
it 7 o — R OMERF
ik (BEARIE TR
R0 705512 R5)
OEE) b BIEDE
S KB 28 DHERFIRIE
(BEAFIRE CRIRA+
DIEGAEITIRD)

OHFESEN B BIEDTE
7 o —fFROIRE
T OHERFRE (BETFIR
TR+ 0725 E
2R %)

USEBE
SETH

2019 4 5 H &GT
(5 1)

2020 4 3 H &GET
(56 2 k)

2019 4 5 H &GT
CoRN




20194F 5 AEET (48 1HK) D27

EHORNEZBRI S L

EES P Ert o
Bk : 2~8T ITiRFF 87239
i fik NTNF @ €/ 2 O—F Vi8I
ﬁgﬂ&ﬁ 4>7U*>77(iﬁ?ﬁ&i)ﬂm
A L3%=le 58 ER100
REMICADE?® for LV. Infusion EBES | 21400AMY00013
) EE— ORI kWS R 20027 5 J3

1. 8%
(RhaEIEE)

11 FEBEICKY, B, RNEL2SCEREBEERY
BEEREOBEErHohbha b Y. FHEDRE
EMIBES AT ALY, BMESORREBEIINT
W3, FHHIPERERABEEIEFITEVEHED.
ChoDEREBRECTABAL, BEIERLAECE
#HBLELT, AELOBEMIERMEEEEHB &
YIS h2BRICOA/ET I L, £, FADES
ICHWT, EREEERICEY., BIGHNERBE/LES
CEFBHBDT, RABICHICHEBTX IERBRR
UEMDS ETHR/E L, FARERCEER»REAL -
BEICIE, THAECERTILOBECEEEEZASC
ko [1.24, 1.22, 1.4, 2.1, 2.2, 2.4, 8.2, 8.7,
9.}1\ 9.1.2, 914, 11114, 11.1.2, 11.14, 1514 &
B

1.2 BAE

1.21 EREBEAE
BMMmiE, REARRELZSC HMRBRREZOEEN
BREGHODNB_EVH B0, +OLBEET

SBEEBPEOREICEETE L, [1.10 2.1,
9114, 11.1.1 &MHE]
1.22 #&&

BEMERZ REER) RURBER (R, K.
Yo NEE) EEUERPFREL. ETCHHRHSN
TW3, BROBREBEETIEROBHELERVUEED
BEThPH 38, FEI/EICEIL-> THKICET S
T2 5BEZRUBEL > M UOBREICMA, 142—
Zx0O -y EBERIYANILI Y CRIGBREZEITUV.
BEBSCTREZZITOIEICLY., BRBEROF
EERTH L. NIBRBEICSVT, FHDOHRE
ICRRZETIHAICE, 2B T 4M2. B
%b?bf?ﬁi%&ﬁﬁ:&ﬁ&U\ﬁﬁﬁ%®€
EETDICHERTI L, £, EE(DH:M?&'%‘(:(L
MEREOREE LELT, FFEH/ETE L.
N7 ) RICEDREFBMOBEICEVNT, 195
BEBMEZIBOS N BB EEIhTWVS, [1.1,
22, 82, 9.1.2, 11.1.2 28]

1.3 AHIRE (CRET 3 &S

1.3.1 Infusion reaction
FHEREDRDH BV IR ERTH2BFMLUAICKRT 3
infusion reaction®> 6, EBRE7F717F% —
(PR, SEXES. MEELR. MEET. M
BEHODNBENH B, FAIIRIEFCTH2ENH
EDTE3ME%E L/ LTREEZHBL. BERTHE
TP LEBEEITHI_E, £/, ERAinfusion
reaction " EB L 158112, XFOH/EEHRIEL.
BYENEEITY> L. [2.3, 8.6, 8.8, 9.1.7,
11.1.3, 14.2.2 8]

1.3.2 BREMAHE (BR50DEHE)
FHBESHIALULEBRICEREOIDEZSOEBHEM
BEAE (A%, %P5, %3, SEHK. T 5.
F-EAETME. MmTEE. EK5. WHEE. BEEE)
BHoHhB ENH B, BREGICIHEBERMEBHEIED
RHECHA. T25BEEITH> &, [2.3. 8.6,
9.1.7, 11.1.7 8HE]

1.4 BERBOBKRERRY /R ISE &2 LOBEL, K

HESCTNFGEREZET2EFTHO DB LD
b, REKR (SRMBLEE) RUZOBRFEDSH

(N—=F v MRICKZBAMPERSE SBER)

16 XFDEBMEITORIIC, BEEAEE (7O0XK) >
%) OFERETIMETEIE, /. AX—F v MR
ICEAMAMBESESBROAEEERE I ORAIEL
FHICOVWTHR AL E T 2R EOEMIZEHE
(;‘é.z‘g)(:ﬁb'('Ff}&ﬁ#s%t WERT3Z &,

1.7 KB OABRBEEITORNIC, BEOLE#EE (EIMEEEE
&80) DEFERETIMETI L, £, EEOLRER
BERF OEMEXFICOVWTHILHMEF T IEMD
BEAEEUERTR .

(CREMERER)

1.8 AEDABMEITHORIIC, BFFAHRE GEX7O04 MR
RIERE) OFERAE+IMET I L, £/, FHO
WT O 558 & BE M EHER ORI R UAEOER
EHOEMPERT I &,

(BEREN—F v M, BERAN—F 1 v MERUMEF
BIN—F 1 v ME)

1.9 XEDEBRBMEITORINIC, BFEAFREOERETHRT
528 . FANCOWT DO+ A E BERIAN—
Frvyv bR, BERUAN—F v MR MEBA~N-—
zIZFﬁ%&®+ﬁtﬂﬁ'ﬁ§%60EﬁNﬁHT
Ilig R0 S2H8) o

110 FHOEBMETOANIC, REITOT) UEEZORKEE
TAMETE_E, T FROVWTOHHEEHE
NG AEOERE S OEMPERTEZ &,
(70—%)

111 FHOEBMET O, BREAEEOFERE+IMET
BlE oy FFNOWVWTO+LEHBEE 7 O— K
BEOERBRE L OEMIFERTAZ &,

GEBM AR %)

112 FHOEBMET ORI, BREAEEOFERE+HMET
BT &, i, BRSOV T O+ 5000 & BB XS
RABOERE L OEMIPERTE &

2.8 (ROBEICEIBELEVE)

21 EELERYE (KmES) 0BE HERZELIELE
Fhhid 5.1 [11. 121, 911, 1111 ]

22 EEIEREHOERE EREZBALSELIBEAEH 5.]
[11, 122, 82, 91.2, 1112 ]

23 FH OB S d~y AEEOERE (v AH, ¥25
#, b ML) HT 2 88EOBREROH 2 BE
l%.]&l‘ 1.3.2, 86, 88, 917, 11.1.3, 11.17, 1422 &

24 BiSRE (SEEEIES) RUZOBRERODH 2 BE
UEROBREUVE/LOBZFNHH 5] [1.1. 14, 914,
11.14 £88]

25 9 oMk UAEnBEHE [151.2 B8]

3. MR - MR
3.1 #Bk
AREA1 Y 7 ) o< 7 (BETHMEZ) 100mg]
% - 05
w5 - R S = mg
: ) VB mﬁfbuvA—xm% 22m
WSATVE)| I | ) S %= 7 1) 9 A=A - 61mg
%@&@%M%tLﬁﬂﬂEw%%ﬁT

FH 1 771%mmﬂéﬂﬂﬂﬂémb‘fﬂﬁéﬂéo EQANE 3
TRIZBWT, s LT ¥ ORBR M EsRES (&
BN EEY) BN S omEERES (MFE7V7I Y, BB

ZRECEBS LV EEL., HERBERIBEY
FEEEZHT3BECRET 3540, BEEGDH
EOREERBT 26 E, ToEBEETIE (11,

WIiE, VERSasr4 >y, PRI VA7) V) #EHLTWA,
o 32 BHOR R
1.5 RFIDBHEITIRIC, FEXFO1 FHARERRV [ R |Efs 0l (MR — %) |
ORY I FREDERE+IMET I L, /4. %
HICOWTO+RBHE )Y FABEOERE S DOE 4. EER ITHHE
MArERTS L. B AR THRET 25 TRER

ORMEY Y ~F (FEOEENREBOMLEEST)
ON—Fzv MRICKZBAMEERIE SER



O SEMEE. BEEYEZE. RENTZE. ZEMILEE
O BEMEHR

O BEEN—F v MR, #EREN—F v M5, OEE
N—F 1 v MR

O IR D 241

O RDODWVBThHDREEZRT 7 O— 2 ROABERVHESESE
(B BETHRARA T RIHAICED)
hEEHSEEDEHHICHDEE

NEEZFETHRE

O hEFEFELSEEDEBURBROEE BEEETCHRER
T3 HERICES)

5. WEER IR RICEHET 5EE
(BEEi Y o~ F)

51 MEDEFIZB VT, AT O A FEHLRER & O obt)
T FHE (AN N UF— MR E ST S X B R
WEAT-> T, EARIGERT 25 H 2% BSR4
52479 2 ko 720 A P LFY— MEHNIAF E L
%%gé:kmuxﬁ~N%74vﬁ%ﬂﬁbtifﬁﬁ7
Tk,

(N=F v MRICEZHAMFEESNESER)

52 \BEDHEHRIZB T, oYL (7 a AR V5) &
OB R EREIT - T FREISERS 2 B 5 72 BRER
BB BB AR O 552179 T Lo
(5%

53 #MEDHFEIZHB VT, BEOEHEDE (EIREr &)
OB R EEEITo TH L BEARERAED10% L LT
T AE, b LAGEREORE ., BMEEROIEES
FTOLGEIAHORG21TH) 2 &,

(BEMEHER)

54 EBFOEEIZB T, MoEYEE GEAT o1 FEHLLE
FI%) S0y 2B EITo T, ERIGERT 25 2%
BRRAEIR DT B W B AR K OPE G- 2479 2 &y
(BERAN—F v MR, #RBEAN—F v MR, MEBN—
F v MAEY

5.5 B DOERIZB VT, MY LS OMY) 26 & 17> T
b BRI T 2 5 5 7 BRI AR 2 3 A AR 0
GEITH T &,

JNIFE O &)

56 \EDEHRIZB VT, REra T VESERTo T, 5
Et%ﬁ?é%%#&%%ﬁﬁﬁ%é%ﬁﬂ$%@&%%ﬁ
)2 &

(7 O—%%)

5.7 \EDHHRITB VT, KR, oYy 6-73 /4
U FOVEREK], ZATaA K, 7THEFF T L) ot
HHFEREIT->CTH ., EAEICRR T 2 W5 2 2 BERAEIR A 2
FUARR OGS %24T) 2 ko b, WG LB R 4T
DERBEBE L AN 2 &,

GEBM K %)

5.8 MEDHEHTIZB VT, oY (5-7 3 /) FIUEp
. 2704 B, 7HFF 7Y 5% S0t 2 ibEziT-o
Th . FERISERS 205 5 7 BRI AR 5 H A 12 A K O
e afi) 2 &, BRMERRIERIN TV RV D, 5
73S A B\ I ARH Ok i G- O LBV E MR L, o B HE
O EEET DL L,

6. BiERUHE
(g o~ F)
WHE, A T7UF YT GEETHEEZ) L LT, AElkeY
720 3mg#x 1M OS5 & L iEEE T 5. Wn$E5%. 28,
GIIZHET L, IS OB CikG 2179 2 Lo B, 6
OG- Lt RT3 AR AR L 72 A120d, 5=
OWECHE G EBOEMHFEITIETH L. INO DG EOHE
R G- BB O JAi (LB B 2T 9 o LM OEE kg 72 ) OF G-
w#O LRI, SHAMOMETHIUX10mg. B9 M % 506 L 72
WaThiubmgs 5, 7o, wEOKG HREIE4EM &5
5ofﬂu\xb%v#ﬁ—b%ﬁm;a@ﬁmﬁmtfmw
% : o
(N=F v MRICEZHAMFEESNESER)
WH. A T7)FRIYT GEETHRLZ) & LT, FElkegY
720 5mg#x LR O G & L iHEET 5. WRS-H%. 2.8,
GG L. MIARSEMOBIE TG %179 2 Lo
(8z8%)
WH. A T7)FRIYT GEETHRLZ) & LT, FElkgY
720 5mg#x IR O G & L EEET 5. WRS-H%. 2.8,
6EICH G L, DESHEOMBETHRG21TH) 2 &, B, 68
O G-Lth. SRR 5 I RFE AR L2 a 12, 55
ORI GHIBOEHEATETH L, INSoFGEOHEE
R ¥ G- M o 4 1 B O IREE IS U CERF AT ) o 1D
KE1kgY 72 ) OG0 ERIZ, SHB O THILIX10mg.
e G-HbE = EiE L2 a Chiudomgs 35, 70, mEO
GRibE 48 & %,
(REMEHER)
WH. A T7)FRIYT EETHRLZ) & LT, FElkgY
720 5mg#x LR O G & L EEET 5. WRS-%. 2.8,
61AI1ZH G- L, D6 ~SHEB OB CHG %175 2 &,

(BEREN—F v MR, BRBEN—F v MR, OIERN-—
F v MR

W, A7) Fo~7 GhfaT#iz) & LT, AElkgY
720 bmg&x MOS8 & L HEEET 5. W54, 2.8,
682 H G L. DESHEMOMB TG %2179 2 L. k., 68
OG- Ltk REA 5 TR R AES L 72 E12id, RE
lkg472 D) 10mg# 1M D58 L 52 LN TE 5,
(IR0 2 4HR)

W, A7) F o~ 7 GhfaT#iRz) & LT, AElkgY
72 V) bmg % H.nl B EET 4o

(rO—>9R)

WE. A7) X7 (#EEEEz) & LT, KElkgY
720 5mg#x 1A=L L miEiEST 5. WS- %, 28,
6:ICH G- L. DIASHEM OB TS 2179 2 L. B, 6
OG- LUt w255 L7254 10 1E, SEoMeE 3k s
RO FAEATRETH 5, I GEEZWET A3, AKEkg
B720)10mgx 1 OFGREET LI LN TE L, HGHELE
M s A%aE, AE1kg47: ) 5mgw 1l oG8 L L, w4
HHOMIETHRG$ 52 L TE 5,

GEEMXE %)

W, A7) F o~ 7 GhfaT#iRz) & LT, AElkgY
720 bmg&x 1M OG5 & L HiEEET 5. W54, 2.8,
G- L. DIESHEB ORI RS %17 2 &,

(heEHE)

B, REEGEIZIZ, 123270 DTFTORA Y TS50 74 )0
Y= WA ITA TV TANY —FBLTHGTHI L,

7. BERVARICEEY 515
GheELE)

7.4 RHF| &AM EYF R BF O B O W TREE R OF R
R L T THHAZ BT 5 2 &,

(BEEY 7~ F)

7.2 ENR M ORRHERIC L ). A B L3 — B
TOBEER CLEWDFER SN TV D, ENEFRERIZEB
T2 28 MLF—MEAOFHAEIX. 6mg/BAULETH .
AN ML EF— MEHBEORFIT T 2 IR0 EESRL, A
FRMLUFY— MESRRAR LD B o7, B, AMMLF
= MEFI DA O T~ F I OF HVEIAES LT
Vo [88. 16151617 /]

7.3 WA, 238, 6:EI%G F TIX10me/ kg~ DR EH51317H %
W2k, Fo, WREICE ) EIAYEDSEBHE D F L BN
HH720, BAHEDOFRIITT5EET 52 & 10mg/kgs
OEHEE RIS, ST LD, EELKEEDSR
BUHEDSEE 572 & OWEDH 5D,

7.4 RFENC X B3R, BERGHEG? S 14ADNICES NS S
EDHERR SN TV D, M4BEDNIZELFEPES N WEE
L, WECEGHBOEMEIT > COREIMEL N VS
WiE, BAEOBERTI OMKGREAZEEICHET L2 &,

75 RHE TNy €7 (BETHEIEZ) OFHIfTbaw &,
WV CENGE L 727 T e R e R E LZEREBRICBWT, K
# % e TNFEA & 7Ny 7 b GRETHIEZ) ot
WEER 2T - BE TR L A2 EOBEMIIRENTES
L EYE K T 7 AR D FE R DVARH) & G P TN
<§%¢Ki6@%%%”tﬁ%f@%ﬁ$km&fgﬁoto

7.6 WA, 238, 63#5 ¥ CTlx10meg/ kgD EH 51317 b %
Wk, Fo, WEICE ) BEIAYEDREBHE A T L BN
B, BHIEORHIETDEET L2 & AHNZ LS
BIENGE RO LN WA, MRS RO ST
1T5 THRERDWLED D S N W21, BUED GG
WOk 2 HEICHET S &,

(BEBAN—F v MR, BREN—F v MR, MERN—
F v MR

7.7 @Al 238, 638%5 ¥ Tlx10mg/ kg~ D5 1317 % »
Tk, WEEToTH, SEIRRLHRETT ROUENRO Sk
WISEIZIE, BEORIEFT I Ok 2 EEICHEET L2 &,
(rO—>%R)

7.8 KH 2wl G5, 238, 61 LG L2tk BEAERPNE
FEAT RS I L VIR RIS 5 2 &0 AIEPRO LN
WIEEIZIE, S IR G E 1T TORMEDE SN v
HEMEDSH 1 . oEEEEET 52 L. $£72. 10mg/kg™~
DR RGBSR E. bme/kg SHEMEIRS1Z X %Ak
WX D RRIZRO SN b OO, MEFRETHIC RN L.
FERDTFEIRATTRD SN BE IR LTITH &, a3
LB OEME T THMEIED SN2 WIAIZIE, o
R EET LI L,

GEEMAEE %)

7.9 KFN 2 EFG 5, 230, 638 & PG L7 th, SIS TR E
KRR RS RS X D EBEIRE T 5 2 Lo BER
D HNRVEAIIE, S 5ICHERG 21T TOMEIES
NV S 0 . MoEEE > ZETH2 L,

8. ERLEKRER

8.1 RENIMAREEA RN D72 ) Ffie 35 7280 (5mg/ kgl 5
E 7% < L B 8~12:H) . ZOBICIZRIEH OSBIZER S
5Tk Fio, MOEYRA L DY FEZ OB IERT L Lo



8.2 RHE G-I o TREBICHT 2 T4 BB R OTWEH L > b

UM A, A ¥ —7 20y EHERB Ty Ny

U Y RUSRAEZ ATV, BAMFBCTMAS 217) 2 L1280,

KRB O A AR T 2 2 Lo JIBREEIZB VT, AH

OEGICBEEAET 2YEI10E, 2ol btanlz.

LY N URESEERT) S LIE Y WEEREOF Y+
v

NIRRT B 2 ko
Y IRAE OB R k E

Z ekl
T2, AAEGHL, L 2k

EMAIZAT ) 2 ERAZIEDFEBUZ I+ ER L. B
L. 8B &5t ) IR FEBLL 72356 (e 2 %, 58845

[T IS FREIERE T 5 L )BT L2 &, [11. 122,

22, 912, 11.1.2 =]

AH % &GP TNFHEANC X 2B Y 4V 2 OFEMEALAS
WS SN TVDDOT, REFEGAZHE > T, BRI 1)L
AP D F R R T H 2 &, [91.3 BH]

KA Z e G- L7tk F8EN LWk, IR DRI 8 25 o [ R P il 2 >
SERDID b b N7 B A IR I TIREI KT S X ) B
FHIZHT 52k, [915, 1115 BH]

RERRPE, £ 7 F BB fTbRVWI &, T KA
OFEEET 7 F oL OMBIE TS ICHITL T ENEF
L, R HTHEY 7 F VP O ARHORYS ETHo%k
MEZHITAHIENTERVEEIIE, VAT - RXAT 4
NAEEICHB L ECHERATAZE, EUZF UK BIK
YefiE BB O VLS T E T & 7\,

AFHI¥E5-% 1 Zinfusion reaction|Zxtd 2 W) 4 #HKEE (7 F
LFy o, BIERERVE AL, ik 27 I v HUIT &+
T3 T ) RBEANERZEDICERTEL L) ok
Rilo b & T, HGEFBL. H5%THD o hBlga 1T
)k Fro. EIMEEEUE GHPERERE) o bhsd
CENHLOT, BEICTHHM L. 5. B, £,
F - BEEEIE, FFRS . RS LA, FREIHE

8.3

8.4

8.5

8.6

K9 HX)IRT B0 LB AxcE £ 52 Lo [131, 1.3.2,

23,88, 917, 1113, 11.1.7, 1422 Z:Hd]

8.7 HIIRFERIZ 51T LG &3FEM O BIFR AT, kY RS
DEMERE; DFEHPWE SN TV Do BUHREERREDD 5
BRI o QEIHH 255 Loy a, BRAYEREL)
SNEEOBEBOERENESE L EPmESNTnb, F72,

AH % &I TNFRA 2 M L 7/hNERHERAIC BN ThH,

) VNSO ESEESE SRS ST b, RFNSRR T
LTRSS, BHELEFEORINIIERT AT L,
[1.1. 1514 ZM]

8.8 AANI~Y ABMAMKT s 5720, b MIIRMEEHT
HN . BB RBNRTLIEDNEESINDLZ ENH D,
B R BRI B\ TR 2 Puik O s EATERR S 7 B
B, LR EE SN o 2 BEBEIZIE, infusion
reactionDFEHAB L EMIZH 1) . F /2. RFIOMAIEEOF;
BEAE L R DEM A A S, MAFREAMET L2 EE TR

ROWEFOW R H 5, [1.31, 23, 72, 86, 917, 1113,

1422, 1614-16.19, 16.1.11-16.1.16. 16.6.1 Z:H]

8.9 AH| &5 L 72 BF I BT, WS EAL LRI BLL 72
EDOWMED B Do BIELYEIZIAREGORIEZZET 5
Zk,

Q. HBENHEREHI2BREICETIEE

9.1 AHHE - BIERZEDH 285

911 BPMENBRER IBPEIRHONEBEE
B e s &+ R RS ETH Do RHNL RIS %
WEST AVER A L. IEH R BN SICEEY 5 2 5k
s bo [1.1. 121, 21, 11.1.1 28]

912 BBOERBRLE FHEBROBREENDH 2 BERUVRIL
>bgéiﬁ&%ﬁmiwaéﬁ%)1@%&@¢ﬁﬁb
h3@E
(1) R OB YE L, MBROWEL >~ b7 s % 5

IR (FeGBaMa 2y HBNIETTREZRR Y 14 HI21m, DIk

EEELEIZS LTC) 1XATH) 28I &0 BRIERD 3

HICHICEET A2 L. @A EEILSE5BENN

Hbo [11. 122, 22, 82, 11.1.2 ]

KB OBMERE Y A3 556 N OHESSE DI L8612,

M OBERRBRD D HEMICHET LI e LTOWT

NAOEE I, FH & L CHEEORS % L7z LT,

KE G5 L,

- FoEp i G RR A CBUIB A AT A HEES NS
R HEE

C REEOWEEE Wi E &) 26T A EE

c Ay =70 r-y R Y NV 2 ) Ve 7
EOMANZ LY . PRGBS B

- EREE L OREEMEL T L EE

[11. 122, 22, 82, 1112 BlH]

Q13 BEIF AV AILZA*x v UTDEEIIEBRERLEE (HBsHE

fetd. b DOHBcifd % 7z (SHBsHLARG M)
NP RE AR TR T A VAT = —DE=5 ) ¥ 7 %4
I 7 & BEIF22 Y A 0V A OFEHEAL OB EIR O FE B
EET LI L, AR %2 &GHTNFREK A5 & - BET
KIANVAF v ) 7 OBEE NI EREE 2BV T, BRJF
KA NVADFIEFEEALPME SN TVWE, 2B, In5D
WD < E, Mo REIHIER % b D384 & iS5 L
HREIEXTWS, [83 2E]

(2

~

A B
=

9.14 RERBIEONIBEEZE T 2BRERVOREEDH 2 BE
(1) Bt ES LN D EEE A 5 EH IOV,
ZHFH R W E B WS OREE TV, HEICEREE A
WA FEM L 22 ECARKIEHN O Z L2 BEt L. %
IR T 2 L BBREBRBEOBENLD D,
(11, 14. 24. 1114 8]
(2) Wil BORBERED 5 5 EH L, W W2 W oA
FEBL, TOICEETAI L, BEEREHOBZ
W be [11. 14, 24, 11.14 8]

9.1.5 BEMMADREEDSH 3 EE )
FEMICHZ 2T L EET L2 &, WM J A
WYIIERT L2 DD D, (84, 1115 2]

9.1.6 EELMEAR CAMEKY. BEFRRMEBNSE) O&RE
X ZDEEERED & 3 BE
MEEENEAT 2B E 00D 5, [11.19 BR]

9.1.7 FEIREBEBRDH 2 BE
Infusion Reaction. EFEVEBEIEN ST AWML H 5.
[1.31. 1.32. 23, 86. 88, 11.1.3, 11.1.7. 1422 &M&]

9.5 1T1%

9.5.1 it AR L TV B W REEO & 2 LMEIiE, mFEEOF
HHENERET EE b2 SN2 EICOAEG T D
Z ko REFEGA & B AR ER S Tw A
W (RFIA e N TNF o 880 TR EBRDPERTE Wiz
H)o 720 YT ATNF a ZHWHIT P48 51280 ., v
A& AOCTRE SN RTIE, AR, RS, B
WBHEITRD SN TV AR,

9.5.2 KFNI AW BN H B & OHENH B o Ty KFD
B5 %27 BB, 5o ERIZBL IR, BED) A7
MEE AR S 720, BT 7 F v 2 HET A B
FEEPLETH D,

9.6 B3l
BB EOBFIER OCBILRBEOE I Z LB L. Lok

Tk E3 5 2 Lo

9.7 MR
(7 O—- R REEMREX)

9.7.1 6RO B EEE R SR & L7 EIAEGRAERIZ T L T\
Wiz, TG OBEIIXHEEEOREEDS BB LN
ékﬂgéhé%ﬁmA&%L\@Wmm%ﬁu+%ﬁﬁ

BT,
QBB O SR

9.7.2 1AM OFLEE MR L L - EWERABRIZFER L T
72, TNHOBFIIIEE LOFmENElEE Rl
&ﬂ%éﬂé%ﬁ@&&%t\@Wm®%ﬁu+%&%?
% : o
(LRSI DRhEE)

9.7.3 /INEEA MR E L2 HERABRITER L TR,

9.8 EfE

BAEFOREMOREBUEE L, IO aBlgEs1T) 2 L,
— AT (RIERERES) KT LTw5,

ElER

ROBWERRH S bILD Z e bHDT, BB 512470,

BAEDRO NG E 3G % kT 5 % E#Y) R ALE 2 AT

Ik,

11.1 EXLEMEA

11.1.1 BEZAE (35%)
B, fids (ma—FY A5 1 Az at), B
SiE. BZE, BEFEgE (V) A7) THEMERBESE ST .
HEOBRELRBIYE (HMREREZ &) 7d 5
EDDH B, B, WEICE S TIER DS Id, RYLE
LD THorze [11. 121, 21, 91.1 BH]

11.1.2 58 (0.3%)
MO, 5N P5H 5 bNA TR 5. F
7oy BEAMRERE (BRI, MRE. U > sHi%E) b H5bhb
ENVBHDLZENLZOMEMED LB L BRI =
Eo [11. 122, 22, 82, 912 %]

11.1.3 EE &infusion reaction (0.6%)

11.

vav s, THFT74 5%y — (PR REE, 580,
E RS MEET, mEFE. 77—, KEBEE. 3
B HERBHEOBERELERN) . BEESHO5bNL I LD
%o [131, 23, 86, 88. 917, 1422 ]

11.1.4 BEERRE (0.1%)
LA EALAE . AR S, M. ¥9 >~ - L —

ﬁ%ﬁ%ﬁ%%bﬂ%ltﬁ%%oHLL&2A9L4§
JitEd

BEMmE (05%)

IEE, WL, DRI R SR O I 2R IR S A ERE L. R
WD L NTEEIIE, ERITWEL v N A,
WEBC TR M NI /7 A MRS & R L. AKX b b
LES— bRFOHEGERIET 2L DI —F VA
T4 A% OERIBW (f-DZ VI OHIES) % EE
WA, BB ROV E v R P55 058 9) 7 WLl & 479
ko FELTADMMLEY— MIKIGHTEICB VT, [
BVEM 9 % S8 LB i el & 72 & o T EBI ST S
TWwh, [84, 915 %]

11.1.5



11.1.6 FF#EERES (0.1%)
AST, ALT.

BAE. FE95
W Je

PLdsDNAFLEDBE AL L. RIFE.
DBHLEDONDLIENHDL, ZDL)BRLGAEIC

11.1.9 EELIMAEEE (0.1%)
PLIMER A
BAEBERE, M/MORATESRBERR S S b b 2 e 03d b,
[9.1.6 1]

11.1.10 #EEBAE (HERH)

EARPN

7-GTP, LDHEOZE LW LA ZE) HEL
R L 5 b N D 2 E D Do
11.1.7 BERMEERAE (06%)

JeE, ZREERN. € .
M BE R

MR |

F -

ERESIE

GHIE SR 1R B EBUE (3
AL ERER) 2dbbhs I dd b, [132. 23, 86.
917 ]
11.1.8 HidsDNAFIFE DB % £ 5 L — 7 ZHIEMEEE (04%)

WA FEFEOREIR

&, &5 %
FMERE A BRERR A | Ik

iy, W, CKES., MR ORPI A 7o s kA
WCHEFEL. 20X RIERDED L bNYAICIdEkE % h
L. YR EYITH 2 &
11.2 Z Db DEIER
5%LLE | 19%P) E~5%Aii 1% A i SHEEANHA
A - |BEE i B li O F | FEAILE, RAE| S 5
HhRER v KR &biux %ﬂﬁﬁw& e R
Bk SRR SO, AR, K= 2 — 1
Eﬁi‘t'?%“ *FH"J“ AN
It 7P 0 O ”E T A DA
U AU PR R
%, VAFAY —,
TAEZE, 1o B B A
WONIREE . AN
Wﬁﬁ@\aoﬁ
BIBALGE, LER
gy SEEL. IR (IR
£
i il (R Z)) »o]Ei g, W | e 4% 1
PEA M AL HERAE, ) >SN A
PEE ) A | ERIRAME, 1) v SBR| R B
Vo KD\ BEIIE . B ER B
MBI E . F I ERBEIE |
T FRERYEIAE . T
Iki“ﬁbuﬁ? AR I ER S
W) oy A
I I ER ER B A
BREERESEIN, 73
7 =L, BEA
W, AREAEN
TIVT I VA
o — A, by
AR LT
M) CNERIERER
ORI o8ER)
) VOSHVE. R
BRBE . DR R v
m. A A8,
CRPHifIl, "~ M2
) A
TEER AR 13T EmAE, AA, RRE M E K
AL, @ ML | BRI, FRIR. A% | (IgA IS
M E . B IR AR, L%l&ﬂ;ﬁ 9%)
1%L I AR ZMIUE. BOUE, U
T BRI E, OHAEEE
MR ER |5 & ﬂ%%il%ﬁ S\ BE R R IRIGEARCHE | 1 2L il
oo MHWE\E S g5 WG, SRR, Hﬁ]ﬂ%ﬁ?ﬂfﬁ
FEPS )Fk\ % 7SN 7 | S N
SlESE B XA
CT) #% . PaO;
T, KL-6800,
Ttk
i ALPHEM NG, g, 0%
25, FEIER, &e
VY UE
WREE (MR R DRSS, JR|BEE K. PEIRIA
RN, 7N R R L PR RO I ER B
. IREPEE | SR, 2 LT T
Bk, BUNEE | = > 38)n, R o
oy Rk (e 2 = H.
I 7%

5%LL L 1%Lk E~5%A: i 19% i WA
HAbEE | WE Ik R | B E , MET R
B, R |E. WA g,
SRS IEEAZE, WEE sz,
HALASEL, IfE. B
i, HE. B
e ICME DG, &
FEhR, BT, B
R =7, HiEs.
R 2% . BB AN
L B, EANR
&, B, R
CIA g5, B8 | T RE N B . o
I Jﬁ?\ FUsge, CIEN
S B BR LW R
ﬁt 8. H4
KR 13895 (M| e, BoRg o8| KR, &, K
R AN SRR C A AN 3 N
B BUIK|JE, KIEUERZ |\, R EE., €
K95, BRI %, WEERE R, RMEE. KM
WEBIKEE R, S LM, REHDL, B
BB /K B8 48 | |TBE. WOME, BRI
AIEERE | BRI, £ (M. sURH, B2RE
B. 0 EE . FOR|EE. B, @M
O EE. LB (B 1[: e 5 ik
%o B ST . REE. £E
5. R fE. 7 b Y — RS
T 595 %
SE AL A
% . R
&, I
% WO
%)
P50 TEGHRRAROE (TEGT
ALY IEATBAL
JETE LSS AL T
T RS ERAL T
TR AL 2 5 FERK)
JiIES Hﬁlﬂk\ o [ 2
e, IR,
%ﬁl‘ﬁ . DE. ER
W EE.
P, REPIBEE. HRAE -
S g, AL,
ﬁ?ﬂ%i‘ﬁm L
N Y REES
5 . [tk F
v B HAU
(EPAR) . H g g
(WWH 7%, wH %,
Bus i)
Wow PO, Wi |PIEIIERR . ¥, (K2 B
&% EEEE . A %, S5
N Fsélﬁﬁ%é\ G | TER %%
g, WK,
W g, CKE .
B R
KPR | B C P 1 |5 GIEs O 7)) S 2 —
bt (30 . NEBRE, BRI AT A
DNA#R PR, A N AT\ AfEL
B k. Pt oAV AHEREG IV E ST
VBAE W, BEY VY YE. TV
DRI fiE, e g% a4 F—
& B P AL 3k
EI LTI AEYE~
[N =
7 AN A T 7
g (A ge (JEAS
SINETRZIN L ALRTIN
B~V JE ) o
NA LA 7)) 7K
VIV gy A
AR R JiE
B4
TV L Y
)
R O L AT BERRIE. EIAE, B
O—)VIE | FURARIVE VARG
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WA, M) 7k
1) RN




5% | 19%0LE~B%AH 19 A i AHEEAA
Z oAt |FER IR, B IS, SR A A

Y N
2% W

N NEN

HEM, B
Y. AELHIA R, T
: i, Pk 5255
HOPERIE, 8| (0 T) . M,
THFIE, 45| AR, W B A B
VERAE. WA, B, EACR
FIFEIE, . fAOE. Bk
EIE, W E. (RERL (A
IR, WEEGE(M . T T
) W, VR —iH,
KA

7

e

bs

15.1.2

14. @A ELOEE
14.1 FHARBOZER
14.1.1 B#ETE

zgijciﬂﬂfigﬁﬁ@k T5Z & (AMEIML NI HRS B

LTk,

(1) T2z y ) — VS THR L%, 21-Gh L 0ITE
SIS 2 LT, 13 74720 10mLo HF
AR (HRABAEER S ) 2#»IEAT S

Z ko TOBICEBEERE TR WA 7IVIIMEHL W &,

(2) WA TV F G SR HRELPICER L, RIS
HEFET A2 L PUAEANERETL2BETNNH 5720,
FLTHLEST, ERFMIEYRERZVW &,
EHBH L OT, BRHEOMEIKE LT, Ehh) oS
FOFEGEZE LTBY, 225 EHOMA T % &
L2 ENH DB DI EET v, £, By, £
OO FF ZED-LDIEFHL 2V &,

(4) HRRAOFEHE OB RLRFIIITb VI &,

3

14.1.2 HFRE &

BEOMEKEN ) TR L 2 LEE % A3 8250mL., 15
HEA25kg A D /NRIEFIS0mL, 25kg L /R IE#100mL
OHFAEBERGICHRT 52 &0 REDN100kg % #E 2 5 B
FIHGTHHEICE ARROA 7)) X2 < TIREN
dmg/mLEBZ VLS. HREAMAERRORZ HET 5
Z Lo TN MRS S 7 & B R A H A DAL o5
WAV & HRAMAER CHART 2B, AR
WAEREIEA L, BHOBLEHMT) &, B
4> 7)F V< 7EEIE, 04~4dmg/mLE$52 b,

14.2 FRIRSHFOEE
1421 12 5HE

AFNIMER - A AV 2> TY—DA Y FTA T4V —
(R7HA X123 70 PUTF) #HATHRSTL L,

1422 BERBR R ERE

RENIML L7z T4 S THRG T 0L L, MojEgHE,
EHEERAE LW E (7 FUHENESEONH SN
FHHE T OMAZALD R I N T VL 720) F 72, B
WM LL E % 200 THRRAR I ST 5 2 &

B, GAOHEG LK., i1t ToOFKYG Tinfusion reaction
SRRSO LN AU, S EE & FF C i R & A
HIENTED, 72720, FHIHAEIZIHFMYD
Smg/kgx 59 HMEE M2 RV & (BRRHRICB VT
B GHEBRA R\ ) o

F 7o, BIMEERE % 455E L 72 B 1 2infusion reaction? il H L
7o E ik, RIEIDEOFG-Cld, Sk % A 371
59452k, [131. 23, 86, 88, 9.1.7. 11.1.3 ZH]

15. ZOfDEE
15.1 BRR{ER ICED < 1E%R
15.1.1 AHIOEERERL, ENTIZ62E8 (148) T, W<

102:HR (248) FCOMIMTEBEIN TS, 72, KH|
OEMHE RN B3 2 R i H ORI AN 1L 24E M £ TO MM T
FEHEINTW5E, s oW A2 72 KH o BN 5
DEEVEIIRET L T,

1508l DHEEEE M S EEED ) o M OALEOBE (FEEE
F35% LT T NYHAGHERESHIL/IVEE) 12, 7T R K
OARAIS, 10mg/kgx @Hl, 2%, 6823 L7
M CTORERABRZ M L 720 ZORR. KRR GHE., FFIC
10mg/kgi 12 B W CUARERER O EAL K OFE A5 =2 7R
OOLNTE OW|MEDD L PINFEGH28HIFRIZB VT,
10mg/kghECT36, Smg/kglfE CIHIDIL TN RO HIL, 7T
Y ARBETIRICTEENI R o7 Ty SEREALIC X 5 AR
X, 10mg/kghES1BIH 1160, Smg/kghE506IH 3%, 77 &
REEAIFIAFBBICTH o720 S 51T, VEBROFHIIC BT H5E
. 10mg/kghfEC8BITH - 7-D 124t L. bmg/kghf &
T T RETIEZENZIUGTH -7z, [25 ZE]

15.1.3 TR T B\ Ty AH & BRI I BEAT O 4 5 15 9%

E OB R$ 2B & 2 thIdRET. L Ty (]
FRERDS 2N o

15.1.4 51 D B R BV B OY g R BUSRAE T #2345 1 SLI 542 o0 3B B

AN BT, ) VoS, FUE. SRR, R RO,
T i . SRJECHIEIE Je OV Rz S AT 169B L2 s S LT
bo AENPLG & BB OMEE 2 R 5720, %
RE A RN 95 A3 52 & 72 B NSRBI 2 77— & X —
A O LR —E 5% AT 5 —BER» S oFE
EI~IR L7z ToTMIEIE. ERAEOME. Fi.
JBERMRSE X ) NIH SEER7— % X— 2 (National Institute
of Health (NIH) Surveillance, Epidemiology, and End
Results (SEER) database) #*SifE5E L7zl % 7z, 1
D7 a—VFEEETORETIE, AFEGHICBI) 2 BT
95 O F 61 514,498 2% LIRS BRI 21HCThH - 720 —
F 7T BB BT E0.20601 8 L BIZ B0
BITHho7zs [1.1. 87 &)

F1.7 10— 2 4ralR C o SRR O B FIEUL OV T 144

75 & R 5Bl

U= VARG [ SPTRHIIN] EUEE | B
(N-4F) | BiEeE | T

afEMEY) v NIE 97 0 0.01

b I 5 1 9% 1 NA

c RS D B 9 1 0.19

BHEET atc) *| 9% 1 020

L3Ih— 5

0= UIRERE [SPURHIN] EEE | T
(N-45) | BEeIE | T

all k) > oNE 4094 2 0.65

.3 5 P 4085 8 NA

c. FRC DAY O FEEIE S 4055 19 13.85

EMRES RN (atc) 4055 21 14.49

a t BEICHT L7227 0 — > sk BRoD skBRI I vh 2 OFS 46 ) 00 4

%D

GAVEBIR AL T O FEBHI L = ERT

i NIH SEER databasell & F 41T\ 22 W IR Il Bz i 9 12

ST IEREA

7o, BETY) v~ 7 B T O BN 0 B B RN OV
B2 FR21R L7z AREGHE TP BIE52.37601 2% L
BlEpIAIE506), 77 L ARRETIE, FHIGIEA3.6161I% L
BB EU310BI TH - 720

FE2.BHRT ) ¥ < F Gl © O ENEIES O B I O 4

7T & R
BAER Y v~ F Al | pla i | FE
(A - 48) BIgI TR
M) SR 1626 0 046
b IR 0 8 1611 6 NA
c. FRELIAL o T I 1604 10 13.16
EME ST (atc) * 1604 10 1361
L3 — F#540
RIS 7~ FAaBRt | e B B | TR VRN
(A - 4F) BEHI FHE%
alEME) v oNEE 6391 9 1.79
b IR R S e 6357 24 NA
c. R DAY L o T e 6343 41 50.80
SR (atc) * 6331 50 52.37
Ma o PEICIRT L2 BEE Y v~ FRBR oD S BRI ] h  ONS4AE R JLIZ5

%D

4R O Rl VB A T O FEBLBIE T SEaT

: NIH SEER databaselZ & F 1T V> 72 W I B 1 7 8 7 1

DWW CUEERAE

I 72, ARRRERC BT 5 EEIEE; O B8 B 07 61
Bz F3IIR L7zo AFIAGHED T MBI £105.18F11 %) L]
U066, 7T L R TIEFHBI519.46601 23 L <T@l
LB 15BITH o 720



FKIEFBR COEREE OBEMER S FiHl 1%k Z 10000
] 75 A S5 2
ECt SPLEEHM] EXEE | BEE -
(A-%) | BZrk | T D , , )
afE ) v SE 2906 1 072 2 \ \
b Ik 5 6 1 B 2887 12 NA a0
c ERUSNOEIERSE | 2877 14 1875 e :
EEER (a+c) # 2877 15 1946 % 0 4 8 12 16 20 24 28 32 336 40
LI 7 — FESM root tert
E-t eplagam| ExEE | BaEE
— A - %) BB | FWOR 5mg/kg S!ME&EJ?;;?:%(Z)&LWD—>ﬁEi‘l:I/E"r—F
afEty ~ V@ 17852 14 413 10mg/ke & HMEHSHBIRARE L 21O MRS > 7 Y % 7 TRERS
b.JE B0 i 1 B R 17721 67 NA (ATT>, n=26~30, 0, 16ERIRSES LUHRSRT 1 BEELRR)
c R A OE RS 17720 92 101.30 1:Liy-Fak
EMEER (a+tc) #| 17707 106 105.18 . RE | WE | WE | ME | NE
EWEIE ST A— 5 . . . . !
#a BRI T L7-SURO SR M R UM LII5E M 0= = O3Cpre| OHC1u [8i8Cpre |16:8Cpre| 403
MBS R T ORI E £t ;| 10me/lg | P+ IBR 2 145+ 267 ) 04171 |324:£510|373£585/410+558
¥b : NIH SE%( ygatabaseu:ﬁinrwt;w;ﬁ%ﬁ@ﬁ&mm: | 0=~ ATT > 030 | 19124 [ 129 | 131 | 218
SWTIEER
15.2 JEEBEREARR (C 35 < 1548 Cun * #5# T 1R, Cpre : 5101l (ug/mL)

FHFL PRUFF VI8 V—DTNF ¢ DRIZEEREZER L.
Ty bReh = ANV EO—FHICEYERIMEHIhLE)
WHEOTNF q LEA LRV, S0, HSABERERIIER
EhTwiv,

16. EMEYAE
16.1 MR

(7 a—9%)

16.1.1 REREICH T 3 X MEHRE

B2 0— v REEEH %5mg/kgn HET3EH (0, 2, 6
M) BEEEEIRARS . 10GEFEEICHREIBO SRR
F xR 1408 DESHE M I TR S L 2B o R ERE + i
L7z SEMERSFOHRSHOmEFSA 7)) F <7k

B (AVT7 V) 3#EFIN,

%1000.0

K

w1000

S

o100 ’\. ‘k ‘\ ‘&
N - /

&

:r: 10

A

= 02 6 14 2 30 38 48 54
o tr ot ot t t t

AEKSHEWE (week)

JO—CEFICL Iy — F Smglke ® MBEERMRAKRS L ZB0S
B SBOMERT > 7 ) %7 REHB (7>, n=31~38, 0,
22, 46 ERFESMNHLURERT 1BARLEITR) 1 LIF—FRS

BB NG A =¥ 0:8Cin [14:8Cpre|30;8Cpre| 54:8

e J &

Smg/kg |FIf fEKEE|804+169] 31+24 | 26+21 | 20+16
(n=31~38) ATV 789 31 26 20

Cin : 58 T 1R 448, Cpre : #5501

(ug/mL)

16.1.2 MBI 5 ICH (T 3 XYERE

5mg/kg SHAM XS THREHIMERTE LV EFHD5mg/kg
BE5SHEBOmMFER A7) F Vv TERE (AVTY) &
030 ug/mLTHho7=h5, ThbDEFHI10mg/kg® x5 L
7234, 10mg/kegly 58BHEOMFEFR A >~ 7 1) F < THEE
(AV7Y) 1 3129ug/mLETLERL,

16.1.3 RS RHMERREFC 5 () 5 XWH) AR

5mg/kg 8HEMBFIZ 5 TRREHIHERFT & L WEE 19 5mg/
kg 4BMBEREZTo/z & E0uBBOmFEREEL, &5
[HI PR 4EMERD & ol LT L 72, 72, MiE AR e 13408
T THERS Iz

—

£ 1000

5

X

w100 &

R

f{ 10 - SIS =
@

|-\ 1

AY
e e
" 0 4 8 12 16 20 24 28 32 3 40
= tot ot ot ottt ottt

4ARMBSBTERSR (week)

70— URBEICL I & — F 5mg/kg & 4HARMR THEBIRAES L B0
MR, 7)Y TRERE (X7, n=4~19, 48ERESE
FEAERRELE) tILIF—- KRS

EHEET A — 5 *

bk
438 Cpre

bk
838 Cpre

S
4038

bk ot
038 Cpre | 0:Cix

#
5
b

1473+920
870

183+ 2.74 8550+ 865
080 86.75

649+6.15
490

896+725
6.90

T+ B REE
ATV

5mg/kg
(n=4~19)

Cim * 5% T 1144, Cpre @ #5H01H
X

(ug/mL)
5 MR ERBITRZ0EE LTHES L

16.1.4 BRI RUREIRSCH () 2 EMEHRE

Smg/kg® B ZE S TIIRmEMPEE (Cmax) OFREZ
118 u g/mL. SH%EMH (VAE) o FREI30L, HEFR
BIZOSATH- 2. EERBRICBWT, BEDOE., Filf.
#HE, FRUFRESOEEINOEYH B EZTBD S
Nhhol, BIGEERVECHIAERL-BETIE, &
BALAVWEHEICN L CVAMEOEELRBM (17%) H#ED 5
nrzh, BIBREAVE YRV ERENT VALK ET S
72010, FiHEEMER LR EEZ 5Nz, Smg/kgD
HEES % 20 722080 C 326 FFNC o T 2 FifE s H &
Nizo ILE R L T2 KB DRBE IZFH5mg/ kg% fIE .,
208, 6EBIIRERS LABOEHEER d o, FH
DINVT IR BEDY LT F = UMEDH H\WITAST,
ALT L H#BEIZRED b ¥, BFiket - FREEEHR BT
BREOEIRD SNkh o7, Smg/kgd RERS %2137
3IFITIIBICFFN T A iufEL i Sh/: JEACE
2B . (88 BH]

E

21000

m

= 1005

n

X

* 104

N

A1

R

&

é 04' T T T T T T T T T 1
0 2 4 6 8 10 12 14 16 18 20 (week
tot t

tLifs—F#s HAEERETI /O REEC

L 37— F&3EEBMBRARZS L 1
BOmERS 7 X7 TiRE
WB (X T 7 o =M HHES)

—@— : 5mg/kg (n=28~30)
—A— : 10mg/kg (h=29~32)



BB NS A —F 03C1n | 238Cpre | 6:8Cpre | 1438

(n=28~30)

54
14-10.6

168
113-206

337
26.746.4

218
13.8-333

5mg/kg ATV
10 73+ ] A

BE dr &

(n=29~32)

176
9.3-236

751
54.1-93.7

506
31.769.1

ATV
19 53 )

3595
274-419

10meg/kg

Cin

CHGHT IR M. Cpre © #5001

(ug/mL)
(FEE ) 7~ F)

16.1.5 REEREICH T 2 XHERE

AMMLFEF—FEHET (6mg/BEE) T, FH3,
10mg/kgZ fE., 28, 6B#HIZRERS L7z L &omiF

REEGHEICIITRE L THNL 2 (CEERLERER).

$72, K, Fis. IREERVECHID S VIEERATOA
FEREERFERICL 252N OBPHEOEIAL L
o 7zh, R (BMI) OEANI - T miE e
M 2EFEDEA SNz, B EREEELFT28E1C
EWHBOENFET 2 HPEPEFRATH 5. 3mg/kgd R
1Hi% 5% 3137249601326, 10mg/kgd RiEIx5- % Z1372
;ogig]mim 12 FFNIAT 2 E R S b, [72, 88

E
21000
5 100
S
X
o 10
NI
3
£ o
g€ 70 2 4 6 8 10 12 14
t t t #5045 (week)
tivisr—-Fis B I FEELCLISF—FE

X b hLFY— MEET GmgiE L)
SEFBRAKRS L B0 mik$
170X TRERB (X7

—O— : 3mg/kg (n=49)
—@— : 10mg/kg (n=48~51)

BHEE NG A —F 0CiH | 238Cpre | 6:Cpre | 1438

i Jr &

56+41
48

08+1.1
05

479+11.3
475

115+41
108

3mg/kg | P +HRERE
(n=49) AIT v

(n=48~51)

223+137
206

54+58
36

1684+ 436
168.3

356+152
337

10mg/kg | P +FRERE
AT

Cin

DI 5RT 1RG£/, Cpre : & 5-H01E

(ug/mL)

16.1.6 MBI 5(CH (T 2 ERE

AMMLEYF—MEHET (6mg/BEE) T, F#I3mg/kg
TEE, 2385, 6EBIFERFIRAES L. 5] &5 & 3mg/
kg, 6mg/kgd 5\ iZ10mg/kg % Sl MM TREHRS Lz &

EOMFREEIAEICIIIZHRAL CHEML: EERE).

3mg/kgik 5% %) 729961 Ti3276), 6mg/kgix 5% %72
10461 T 132461, 10mg/ kg5 % Z13 721046 TIX 136112,

FHEZNT 2SR S hiz, (7.2, 88 ]
EWE NS A —F 0:8Cig | 14:8Cin |22:8Cpre| 548
3mg/kg | FHOf I EZE|57.77£1423]6082+ 1360 0.85 +098| 090+ 1.13
(n=86~99) ATV 58.14 60.35 050 044
? 6mg/kg [P R REZE 5886+ 1174 110942383 (218 £2.30| 2.88 +2.80
o (=01~ AYTY 5852 | 11341 | 181 228
10mg/kg |FIff +HEHEEZ|582311.34| 18870+ 3961 |4.73 £4.78 | 6.50 £ 6.26
(n=%~14)| AVT7¥ 5716 | 18612 | 313 547
Cin 258 T 1R 48, Cpre : #5001 (ug/mL)

#AH#|3mg/kgd 5\ 36mg/kgZ SBM I CRERG L2 X,
1% 5228 8% 5 T ACRELHE20%EL V25 L 72 2o 2 SEFIN T
LT, %5 M %4828 L2 BeofeEmiFER S~ 7))
FUvTEE (EEREOmMBES T 7 EE) B 3,
3mg/kgT3.35 [0.83—10.46], 6mg/kgT7.19 [1.27—21.62]
ug/mL (FPRfE [R/ME—RKE]) Thorz.
ED) MEFBOBE (32761, 510454) ZH & L4
2 E)REEEHT (NONMEM version VI) |2 ¢ 3
HEIEE NS A — & WY I al—Y g VER

16.1.7 REHRSICH (T 2D EHRE

Pk EMAERE (ATTRACTHE) 0BT, AMPLF
F— bERT (125mg/BRlE) T, FHFI3, 10mg/kg% 7
[\, 28, 6EEICEHREFIRARS L. 5] & 08HED
5\ (388 bE TLO2:H M RAEH 5 L /- MERria i 1c & &TF
HidR ., BRELCIMEFREZEBHMICbDAYEFT
CEDEE SN, 3me/ked RIERS (4BME) 2213
7273BTIF106, 3mg/kgd RIEHRS (SBMEE) %1372
716 Ci38F1, 10mg/kgd RiEIxS (4BME) % Zi)7=74
BT 1B, 10mg/kgd RIEHRS (BHEMKWE) %7776
Tix6I, FHNIHT A MEs B Sh FHEACBT
AHEE) . [7.2. 88 8]

E2) FHOKBRABAEIZIEIONg/ kgTH %,

(N—F 1 v MEICK ZRAMEERSE S BK)

16.1.8 REISICH T 2 EMEHRE

#F#I5, 10mg/kgxfME, 28K, 6BEIHZKES L, 5l&HEE
SEM W T46: 8 F TREKZS Lz L EomFFRE KRS
EOBIMIE-> THL 2 Y, BE L-MEFRE % &M
b7z )T L EABRE SR, FFER TS5, 10mg/
kgD R 5% 2 728012 BV TERFNI T A Hifk i3
Shihorz. [88 BH]

§1000
2
& 100:
b
S
:.I: 10
3
21
A
3
¥ e
" 02 6 14 2 30 38 46 50 54
g Tttt t t t t
EH S EeRE (week)
t:LvIisr—-Fias N=F 1 v MEICE 28AMER
—O~- : 5mg/kg (h=3~4) REIRAMEIILIF—FE
—@— : 10mg/kg (n=3~4) ABEHEBRARS L B0 miE$
127V IRTRERB(XTT V)
EHEE ST A—F 0 C1u | 238 Cpre|6:8Cpre |30:8Cpre| 5438
o Smg/kg [P +EBREE|1149:203(159+99|143+77[ 6745 |68+47
5 (n=3~4)| AVTV 1190 15.7 133 6.3 70
= 10mg/kg |'FHi + B REZE[1931£172|325£227(260+176| 59+63 | 48+6.1
(n=3~4)| AVTV 1859 329 321 5.2 26
Cun : 54 T 1R M, Cpre : $5H018 (ug/mL)
(;z}%)) FH|ORBRAHE X1E5mg/ kg TH 5,
16.1.9 REHRSICHB T 2XDEIRE

SEHEREY L EHEEEREE CEH5mg/ kg I,
28, 6EBICIKRS L., &t &AM T628 % F TS
Lizb &, RELCMEFRELHERT LI EHFRES
7: (BREEMRBR U#HESRER) . Smg/kgd RIEHRS *
Z1F 735G F8HIC, AFNIRT AHESRE Sz, B
HREE, ENESEREY. RESEEES R TR
AL AE B E \Z A F 5 mg/ kg fE, 238, 68HEIZIRS L,
FlE#E EZSHEMKE T468HE X TIREG- L2k &, 148#H 554
Bk T TORSEBHOMFREE (FRE) (30394 g/mL
A 5227 u g/mLOGHE THR L7: (EHR5FER) . Smg/
kgD RAEIR G % %\ F 7264F 19\, FHN AT 2 Hifehs
W iz, [88 BHE]

1000

s 8

miFhS > 7% 7 TiRE (ug/ml)

o

02 6 10 14 18 22 26 30 34 38 42 46 50 54 58 62 66 70
L A S A A S | t t
ME S HA (week)

BREMESHAE - EHEMESREECLIS-F
5mg/kg £ MBEHHEBRARS LA L EDMiEP
127V % R TRERB (X DT, n=27~35)
t:LifF—-F8s

FWHEE T A—F 0:C1H [14;8Cpre |30:#iCpre| 70:8

#
5
b

(n=27~35)

222+226
2.09

334+295
245

216+218
148

97.18 1940
9833

Smg/kg IR £ REEE
ATV

Cn © #5-# T 1BFRI {40, Cpre : 2 5-H01E

(ug/mL)

16.1.10 MBI 5 (C B (T 2 HEHRE

5mg/kg SBMIFIR S THRERIHRTELVREEEE, B
HAETERZ R, IRAEMECR ., IR IE B Obmg/kgtk 5
SHBOMFER A Y7 ) F IV TEE (AVTY) BEER
B (0lug/mL) RiTdHo72h, IhbBEHIZI0mg/ kg
%5 L7oH4E. 10mg/kgik 5408 % (MRS oMmiF
A7) FUYTEE (A7) $110ug/mLETE
5‘ Lf;o



T o
E)

K

-] 100
-

b

~ 10
*

=

N 1
A

-

+ <01
é 4 8 12 16 20 24 28 32 3B 40

t t t t t
MMBER (week)

Smg/kg 8 BREKRKRE THRIMBTELVERE
#FICL I/ — F10mg/kg & B EFHBRAES L
LEOMERS T F v TREREB (X7
>, n=44~51) t:L3I5—F#E5

om 4 I a o i3 W
FWEE ST 2 =5 | 5 ore| 03Cum |8 Cpre 168 Core] 4038

By

:‘E 10mg/kg | P + R S| 145+ 223| B0W+51.T | 270+ 4.05(318 +4.30| 360 £ 4.56
o |@=sl~4)| YT | 000 [23799 | 000 | 047 | 110
Cin : F 5 T 1R 48, Cpre : & 5H01E (ug/mL)

FH|5mg/kg SBHKEIR S THEIMERFTE RVEZREEIC
LT, FH6mg/kgZ 4B MK TRERS LB A0#kE
MmiFERA v 7)) F o< 78E (EFRBomET 7 7k
BE) 4 (3, 463 [0.00—37.69] ug/mL (Pl [R/AME—

ﬂkﬁ]) ’C‘%oﬁ:o

) WMEFBORE (58F). 7904) &L L-HER
I ENRERZIT (NONMEM ver. 7.20) (235 34
BN A=y FHVEYIab—Ya VR

CREMHHR)
16.1.11 REREICH U 3 RMENRE

#FH|5mg/kgZ ME, 23, 6BHEIIHRES L. 5l&2EE6:H
[k TA2:8 % X TS Lz L &, RE L-MiEHEE
B3I ESBEENT, Smg/kgD RIEHES %57 723361
Ti2Bc, FFHNHT 2HE R S hiz, (88 BHE]

g

100 §

=)

MiRA > 7Y %7 TRE (ug/m!

02 6 12 18 24 30 36 42 48
tr ot

IREEHHABEICL I 45— KoSmg/kg #MM@ER
BARAKRS L AROMFR, 7YX TME
#B(XTF7, n=32~33) t:LIs—-Fi5

1 t
EESEME (week)

BWEE T A—¥ 0;8Cin | 24i8Cpre

488

Smg/kg |TPHfl + EE#E(EAE|91.76 £21.10| 7.40+4.33
(n=32~33) AVT 86.28 701

BE Jr &

696+ 448
7.37

Cun * BeGH T 1M 4. Cpre : H/5H0MH
GRAEEARR %)
16.1.12 REVEICH T 2EDERE

(ug/mL)

A H|5mg/kgx E, 238, 6BHEICIFRE L., 5l&HEE8HE
[k T2l T THRE LA &, REL-MEREEZ#
BHTaIEPHESNT. Smg/kgd RIERS #%177:104
PITIRI0BN AN § 2 FuiE A S hiz. (88 ZH]

- 3 8

1000
s t\l\N\
01 ————

MAEA TR T TRE (4

t
DERSERSI (week)

MBHEABARE L I 7 — FEmg/kg £ MME R
HEBIRARE L BONFRI -7V X TRE
WB(XTT7, n=62~104) t:LIFy-FHE

FYEE T A —F 08 C11 | 638 Cpre |14:8Cpre|22;8 Cpre| 308

g Smg/kg | +F#RE|958£2150)|1109+719|345+398)| 252+ 273|246 +2.73

= (n=02~14)| AT TV 93.72 10.88 231 146 146
Cun : F5-# T 1R 28, Cpre : F5H01E (ug/mL)

16.1.13 RE/RSICH T 2FMEHE

ACTIZRE\Z BT, FH5mg/kgzfE., 28, 6%
HEEEIRAIE S L. 5 &5 X SE MK T46:81% TS L
LA, RELS-MEREEZEHMICOVERTLZE
AR S N7z, Smg/kgd RIEIR S % 2137211661 Ti3opIC
EF#J;;%T rfEAEHE SR (HEACBT 5 %) .
8.8 ZHE
(BEBIN—F 1 v MR, @EERAN—F 1 v ME. MEFRN—
F v MR

16.1.14 REREICH ) 2 FHWERE

FH|5mg/kgZ MIE, 28, 6BHEIZE L., 51 &4 &8
B T4685 T TRERG LA L &, FRACEEIBD S
N, BELCMEDRELERT LI EAHE SN,
5mg/kg? AR5 % 2T 72 18 B\ THEHNI A T 2 ik
g S o 7z, [88 BEE]

NP L 7VF LT TRE (ugiml)

t
MERSEME (week)

BER, #RYRUVAERAN-Fv MEBELCLIT—F
5mg/kg & WHEFRMFRARE L ARONFRS 7YX
IR TRERE (XTTY)

tiLIfy—F#s

-@— BEEA—F v ME (h=7~11)

—L— RREIN-F v ME (n=2X133)

—O— : MWW~ -F 1 v MF (n=3X134)

cBEEEIANR—F v MF
LT A—F 0:8Ciu |14 Cpre|30:#8Cpre| 548

g Smg/kg [TFHfi + EHE(RRE|11436+272|859+4.53 6.72+ 398|651 396
(n=8~11) ATV 104.55 778 730 6.77

i
Cu © $5# T 1R {2ME, Cpre : 510118 (ug/mL)
AR AN—F v ME
o= 4 , " 30:8Cpre| 548
EWEET A—F 0:Cin |14:8Cpre (n=2) (n=2)
#

5 Smg/kg [P £ FEHE(EE | 11606£2909|9.45+4.00| 699 79
= (n=2~3) ATV 130.00 840 6.99 79

Cim * 5% T 1R {44, Cpre @ #5H01E (ug/mL)
CIERAN—F v ME
EWENE T A—F 0iiCiz |1438Cpre|30:Cpre| 5438
g Smg/kg |G + FEHE(EE| 127093800 |886+3.27 |495+143(562+1.38
™ (n=4) AVTV 11769 818 473 590
Cin @ ¥ 54 T 1R 06, Cpre : #5-H01E (ug/mL)

16.1.15 MER5(CH (2 X WERE

##F|5mg/kg SHBlMIERS TRHREIMERFTE LWVEBER ~—
F v MREEIFINCEHIOmg kg FEE L2 E Z08EE
DmMEREEL, BER & B LTl 72,
10mg/ kgD ¥z 5% %\ F 73BN B\ TEHRHN AT 2 Fiufkid i
HEhiAor. [88 BEE]

W EHHE/ S5 A — &% |0 Cpre | 0 Cin |8 Cpre

8#C | 16:8
(n=1) | a=1)

? 10mg/keg [0 + B 2 [4.38+ 341 | N98)£5145 | 1151654 | 17077 | 506
= (n=1~3)| 2Y7¥ 439 | 19057 | 977 - -
Cum : ¥ 5T 1BERI {408, Cpre : #5018 (1 g/mL)
# 1 10mg/keflolz 50 % 00 & L THFHL 72,

Ilig R0 28)

16.1.16 HEI®EIC B 2 EHEFE

FH|5mg/kg® BEIFRAHZRS L7z & & o &l g g
(Cmax) 1369.80+9.26 u g/mL (FI5fE +Z#RE=E), 69.73
wg/mL (FPRME), HEFMT 13179371280 (F9E
+iEMk(EE), 18386 M (FhRfE) THh o7z, FHIXS556H
BizixleFlIflomER S >~ 7)) F U TRENERT
PRfE (0.1ug/mL) KW Tdho7z, Smg/kgn BEIFE %5
g{:mﬁ TIITRNFF A T 2 E B S hiz, 88 &
16.3 2%
EFTNFa b9V AV 2=y 2y ARUFRRHETFER <Y
AN, ISR ¥ 7)) ¥ V< 7 #10mg/kg & IR S L
7oL E O - MRABSTRERE VTR OO, B, B
WIE L L PR AT R OB, HLETIdR
&B@ﬁi"oto



16.4 1Rt
EFNTNFa b9 VATV 2=y 7 < AZSSERESN 7)) F
22 7#10mg/ kg F FFIRNIZS- L2 L 25, mMFFICIEEL
L TRZELED B S, REEEE S hikhro7ze 72,
t MgGi& FRk A B RS X ) ERTHRRERIX
Shabnl¥EHEhs,
16.5 Bttt
E FTNFa bT YAV 2=y 22 A1, SSiEifELS > 7))
FU2 7 10mg/kg FBIRAIIRS Lz L 2 A, x514BH £
TORRUVERNIZSBETREED T NLEN1L5% K U712.2%
AR S . BEEEEIZ237% TH o 72,
166 JEDEREFTIBHE
16.6.1 /N2
(70— 9%)
(1) F#%5mg/kg® HET3E (0, 2. 6:8) FHHEHFRAKZS
#. 10EAFMERI R ENBO S W BEEZHRIZI4GED
FESEM IS T 5 L 7B 0 B EE 2 BT L 72, SHMEE
BESFOESHOMER S v 7)) F Vv TRBE (V7
V) (3R S W7z, Smg/kgd RIERS £ ZF 1400 B
WTEANIH T 2 R S v oz, [88 BHE)

1000
100

1 SR

1

<01 @&
02 6 14 2 30 38 46 54
Tttt t t t t t

MR 7Y F 27 TRE (ug/m

WOBLEER (week)

MEIO—RBEICL I 7 — F5mg/kg EMBEMKRMIRAIES U /288
OmiEpA 2T ) F ST TREMB (X IT7>, n=8~14, 0, 22, 46
HRRENHSURERT IRRELRRT 1 LIF— FR5)

BN A —F 03C1n |1438Cpre|30;8Cpre| 5438
g Smg/kg |FHM +EHEEZE|9119:1060{4.71£3.36|4.28 +332[4.19+3.69
M (n=8~14) ATV 9148 454 375 362

Cin * 58 T 18, Cpre : F5H01E
(2) HMEBRESICH T 2EMENRE
A K|5mg/kg SHEM KX 5 TRHEIHERFT X L WEESH
I2EH10mg/ kg% %5 L7 & 2 0SEHE O MG P,
WEERT & B LT L7z, 10mg/kgDIx5 %} 72561
g]&swrz&m AT ARABRBRE S ol [88 B
B mE | WE | WE | HE
HWEE T A5 * 0 Cpre | O#Cin | 8:#8Cpre | 16
10mg/kg |FHff +HEHEEZ| 285374 17387844457 +5.11|7.82+£693
(n=3~5) ATVT Y 038 17320 1.16 9.61

Cm : 58T 1B M. Cpre : #5H0fE (ug/mL)
3% 0 10mg/ kg [al#% 5-B 208 & L THEH L7
GEBM KRR %)

(3) F#|5mg/kgx fE, 2.8, 6BHEIIZE L., 51 &H &8
WBHET2ABE TR LA L&, BELmMEPEE
FHERT A L DB SN, Smg/kgd RIERS % T
;gé]ﬁl'mi*#] T a2 S h e orz, [88

100

18 2 2 %

(ug/mL)

JE dr &

g

MiReh A > 7 ¥ TiRE (ug/mL
o —
- o

6810 14
t

-
— N

t t
NERS5HEE (week)

NEOREUABLEOBBEICL IS — F5me/kg
EMBEFERRANES L EABOMER 7 %
Y TBEMB (X TP, n=14~21)t L3S —
K5

FYEE T A —F 08 C11 | 638 Cpre |14:8Cpre|22;8 Cpre| 308

g Smg/kg | i + FE#EE|%18+1565| 1234+ 751|330+ 3.03| 268 +302(2.74 £352
o =142 | ATV 9717 | 1035 2.58 154 134

Cun : F5-# T 1R 28, Cpre : F5H01E

il

(ug/mL)

17. BRERRR IR
171 B RORLM(CEET 2 KR
(70— 4%)
1711 ERF IR (RE®S)
EEH s 0 —- Y RBRESFAE NS E L, AL, 3. 5.
10mg/kg# BEI% 5 7z FH|5mg/kgx x5 L7zBD ) b,
I0IBDI5E (FZH54BHOEI KRS L V2a BB L
CIRLEBT) Tlaspid4fl, CDARERE (5480 EH
%—iﬁﬁz;t V70K A~ L EEA) T4 3B ER T
272%%
BEIVE A EBEE (BRBRETEZEZH IR Q) &, F4
5mg/kgit 5B TT14% (5/78) Thoiz. ELEIERIE.
IR%429% (3/7H)) Th o720
1712 ERFIARER (HiFes)
FH|5mg/kgZ E, 2085, 6:B# %S U108 X TloikE
(CDAMEH25% L E 270K 4 >~ P EDRD) 2B
RN SEEO Y O — v REEETHIZ6:8 LIFEIXS:HE M IF T
46:8 F TG L. BEISHEELHEE T LIEGEM T
508 F TG L7z, 5SABHROERII825% (47/57F)), &
23R (CDAMEA50kK) 13614%Th - 72 (4AMEHxRS
EAoEMD &), BB, GABTH O R FmEEOR
HF(13833% (15/18%)), HEEFEII556% (10/18F1) Tdh -7z,
ElIfe I ZBEE L, 89.1% (57/64F)) Tho7z. EHREBIE
Fix. DNAVERMES31% (34/64%) Tdh -7z,
1713 ANFENAKER (MERS5)
#H|5mg/kg SEMBERS T3 EIEFTE RV O— >
FEFFE SR E L, FH10mg/kg SAMKET328% T
B L7z, HMESHESIZB 2 10mg/ kg 5/ 50
CDAVMED#AE (FhRE R U FHE £+ E#&RFE) 1395.0%
UF1035+87.2 (33f1) TH . HEA0ME T TIX5.0K
1097 £988 (26F1) Tdh -7z
BIVEFREBHE X, £H5mg/kg SHEM K5 B T91.5%
(65/7181) BUEH10mg/kg 83 %5 8 T53.8%
(21/39F1) TdH o7z, ELBIEHIZ. Smg/kg¥ TDNAHL
FHE1E25.4% (18/716). HMEEA%K22.5% (16/7161).
10mg/kg# THRMEE%10.3% (4/39%1) . DNAH B
10.3% (4/3961) TH - 720
171.4 BREER (HERS5ST) (MR)
FH|5mg/kgZ E, 208, 6:B# RS U108 X TloiE
(PCDAIHS15K A » b BLEEA, #2300 TF) %@ dis
FE & BIED/NE D 7 0 — 2 iFEE 145012638 DU (3 8:8
Wi T46 B F THRES L. EVWBLA-HEEEALE
10mg/kg % SB[ b T46:8 F Tk 5 L 720 S4EH OB ER T
91.7% (11/12%1), EREE (PCDANEH10LLT) (£75.0%
(9/12F1) Tdh -7 (10mg/kg SEMFEHS OWERS %
To7ER D &) FH)5mg/kg SHEM M TR FEAIMRTS L
7252 BT, FH10mg/kg SHEMEE TIRE L7z & &, #
ESHEBOEREEIZ600% (3/56]) Thol.
BV B X, 643% (9/14F1) Th oo ELEWER
&, ZFSMDNATERES0.0% (7/1481) TH o7z,
(PEEHSEEDERHHICH 2 70— KEBE)
1715 @A T/ THEER (BEES)
BHFERTHER TS 2hEEASEEOEEHMICH S
U— VREHE, 79t Rk UEFSmg kgx BEITRS L7,
ZOMER, AHE (F548HI BT 2CDAUEN 5T &
DT70K 4~ FELERD) (375 b ARELT% (4/24F) 123
LT, srgg/kg#—etisl% (22/2761) THY ., HFEEHNFR
W 5Y,
BIfEFBEHEE X, FAXRSHETM4% (12/276) RO
T RET24.0% (6/2561) ThHotzo ELRBIFEHIE. FH
;52)5,»#1*&) T\WT74% (2/27TH) . EFHKTA% (2/2781) T
2720
1716 B ENAREER (MiF85) (ACCENTI KE)
FHF|5mg/kgx BEES L, 2:81280% (CDAEA25%LLE
D70 A~ PELERD) HEED S A EEH 7 10— ViR
BEIC, 2ok2, 68, DEESEMEET468E TSI 1R
XidAE#5mg/ kg ix10mg/kgZ x5 L7z, Z0&EE, ME
BERICBD SN EIEET 2 T TOMMIIEHHERS
HTHAEICE (p=0002). Z0MMIE 7T L RHEREEL
W2x LT, 5mg/kg. 10mg/ kgl Tld 2 £ 1388
(p=0002), 5468 E (p<0001) TH-o7zY,
ElfE B, £H5mg/kghER B T65.3% (126/193
Bl), AH10mg/ kghEF B T589% (113/19261), 77 &K
HMEFET53.2% (100/188%1) TdHo7z. ELBIEAIZ.
Smg/kg# CERfE14.0% (27/193F1) . ARERIE10.9% (21/193
Bl), 10mg/kg® TEHME16.1% (31/19261) . BZW10.4%
(20/1921) THh -7z,
HEEETH 70— iREE)
171.7 B ENARR GEES)
BHEERTHEA TS RNEZE T2 0 - Y REEZ,
75 R R UEHSmg/kgZ 3 (ME., 28, 6:8H) %
B L7z ZO&ERE. FRHFE (B L7220 ORI EED
LI 37T L FEE26% (8/31#) 1H LT,
Smg/kg¥ Tl268% (21/31B1) TH Y. AEEHRED b9,



RIS 12, AHI5me/ kgt 55 T484% (15/314) .
AFN10mg/ kgt 5-#:T53.1% (17/3281) . 77 L RHET
452% (14/31%)) Tdh o7z, E4FEIERAIE. Smg/kghf Tl
J16.1% (5/3181). 10mg/kght T 57 125% (4/32%]) <

2720

»
17.1.8 BB MAHRER (MEFFRS5) (ACCENT I &ER)

AHK)5mg/kgZx FIAl, 28, 6:EHZICHES- L, 1008, 148 T
e CRED EoSILAHE) 2RO b N IEEHT
ra—UREEIC, FORSHEERTHEE TSI LR
AHK5mg/ kgx G- L7z. O, 14 BLFEOR RN L F
TOME (hofl) 1279 v RHEFBE 14 IR LT,
Smg/kgifEFFIE (X408 M % 8 2 . bmg/kgiftFiE Tl 7 7+
RUEFFRE L I L CHEICESRZMEFTEL 2 LAUR
7 (p<0.001) 9,

BIVEFE S BUEEE 12 . AH5me/ kg HFRET47.1% (65/13841)
T OV T b RHERREET604% (87/14481) Td - 720 F74F
EFE. bmg/kghE THIKS8.0% (11/138%1) . #557.2%
(10/138%1) . Bl:65% (9/138%1) TH o770
(B8 < F)

17.1.9 EAE I/ TR

ANNLFF— MIHRERTGREE) v FREEE NS
L. AMMLFY—=MEHT (6mg/#EDE) T, TI%
KRR OAHK3mg/ kg% WA, 208, 6EHZICERS L7
(CZEEMILERER) . 2 ofH, 148 % 0 ACRIE#20%LL
REEERIE, 7T L RBE234% (11/4761) 12xf LT, AH
%ﬁ%z;iesl_z% (30/74961) TH Y, AEENBED LN (p<
0.001) o

T, COZEERILEGSBRICSM L 2B LT, =
EEMLERBEOHE 1ML S 5] 2 3mg/kg% 8]
W@ T4 5 L, 555438 £ TEHI L 72 (B350
B) o ZORER. it 5-8I % O ACRIEHE20% DL _F g5
1353.3% (24/4561) TH Y. HIVEOHEREDFRD S sz,
BIVERH S BB E (BEAEER) 1, AF3mg/ kgt 5-# T
49.0% (24/49%1) J N7 T & KET51.1% (24/47%1) T
Holzo ERBEIEM (BEEIR) 13, 3mg/kghf TIEE
12.2% (6/4961) TH -7z,

17.1.10 BB MR (EEHER)

ANMNMLFES—MEHT (6mg/#LL L) TARAS3mg/ kg%
wal, 2%, 6B L, 51 &% &3mg/kg. 6mg/kg
B 5\ 1X10mg/ kg% SHARMIBE T RIEHK G L72e BERIZLLT O
EBHTHo7,
(1) WEIZ X A% 4 BHBOACRNGE (P9 +SD) 11X
3mg/kghf (99%1) 51.3+32.1. 6mg/kght (104%1) 53.8=
344, 10mg/kglf (104%1) 583+31.3TH V. 10mg/kglt
Tld3mg/kghfloxf L THEZED RO SN (p=0.024),
10:8# 12 ACRIEHE20% VL EE T2l 72 X o 72 BB D
5408t O ACRIEHE20% VL F L #E= 1X3mg/ kgt 5-37.5%
(9/24f51) . 6mg/kgk5-61.5% (16/26%1). 10mg/kgi5-
61.5% (16/26%1) TH -7z,
RAENAESE DR 1L - BIEEER 2 TR R OXHEA 3
7 (Sharp Score) TP L 725, RAFES-HOIFM
DA a7 %EAbIE3mg/kgl0.00, 6mg/kghf048, 10mg/kg
FE0.00 (Wb pfii) Tho7z,
EIVEFHZS B 1, 86.1% (179/208%1) Td - 7z. LRl
EFX. DNAPUAR53.8% (112/208%1) TH - 72,

(2

~—

17.1.11 BHE T HEFER (ATTRACTHER)

A b MUFS— MR REA TR RE ) v T EE R
HEE L, AN MLFRY—MEHT (125mg/#LE) T,
77 R OARHAI3me/kgx A, 2:81%. 68 ICHS L.
5| & fot & 8 B CHAM M R G- L7z MAHIZ TRID & B
N CTHol27,

(1) JEROEER - 545 D ACREHE20% L. LEEFRIE, 75
Y ARG (MTXHEMEE) 170% (15/8861) 12X L. &
FIFZ5-FETlE41.9% (36/8661) TH Y. AEENED L
7z (p<0.001),

(2) PAEIWEIE DM I ¢ 2 5-50 2 55438 F T ORI B
BETFROEOXHEA 27 (Sharp Score) TEEAM L 72k
Ky 7T REEAA00 (hUfE) EALL7zolZR LT A
FIF 52050 (hofE) TH Y. AEICHEEIE ST
A X 7z (p<0.001) o

(3) TRBEREREE DL - 512 554 F T H A IFS)
{£ (ADL) OUrEZHAQA 27 (IKENHIBE & /D V3
T % GR35 A 48E) CTREM L 7245 R . 77 2 REE0.1
(FPgufilE) (23 L CARRIFEG-#03 (RRfE) CTHZEAEDTE
wo5N7 (p<0.001). F7-. fEEHEEMEQOL (SF-36) @
B~ — 237 0%k, 77 R E06 (h
Jl) (2R L CARFIRGEEL2 (FRfE) THY ., FEE
MR N7z (p=0.002) o

BIVEA SSBUREE (2. ARFHI3 58 C62.5% (55/88%1) KU
T v RTET44.2% (38/86%1) TH -7z EREMNEMIZ. K
FIP 5B CHIG14.8% (13/88%1) TH - 720

(N—=F v MEICK 2HAMRARALE S BERX)

17.1.12 EREE MR

N—=F v MEIZLLEEMEREES ) RERE 2R E
L. AR#5mg/kgx #nl. 28% ., 6HBIZAERG L. €
OFER 1AM B 72 ) OIRFEIER L P9 £SD) 1. #
HA110.17 £ 106001 %> 5572066 = 098[0 & 72 ) . A EIZH
L7 (p<0.001)o F7z. 148 B 720 OIRFSIERIEIL .
&ffﬁﬁfﬁb:ﬁb‘leﬁWllﬁU“@f)ﬁi/}‘L\ ZD 9 BLTHITHS
L7z

BIVERZSBUAEE X, 100% (12/1261) CTH -7z FREIE
. DNAPUER458.3% (7/1261) . K8 %41.7% (5/12
Bl) THotzo
(&)

17.1.13 ENEE MR

TR R RS & BEEE R R (RIS AR
FED10%LL . 72 DOPASI (Psoriasis Area and Severity
Index) A 7H12PL L) 265 E L. 79 R EOARHF
Smg/kg&x #nl, 2/ %, 6T L7z (BEEraER) o
ZFOiER., 108BOPASIA I 7T75% I ERT, 7T R
0.0% (0/1961) 1% LT, KA G-H68.6% (24/3561) T
HY. HEEIROSN (p<0.001).

SEMERE SHEMEESRERREDLI0%L. . 22D
PASIA a7 25120 1) . BAEEMEEE (IR EHUL
OIIE B 85 2L . A DCRPA1.5mg/dLEL 1 X idEH D =
DI A55 DI b)) o WA TR B M O AL R A A8
RS E L. ARH5mg/kgZ Al 28%., 6B L.
Bl &fE QMM MECT46 M T TG Lz (EHHS AR,
ZOFER, BHEHIIC BT, SE MR AR OPASIA O
T 75%eL EHER1254.1% (20/3761) . BISSREMEE EERE OACR
FHE20% 0L 5 1383.3% (10/1261) . RSG5 5 L s
PEALR FE B H O S MGEREDY [THER 3] oG
NZENLS71% (4/761). 875% (7/8%1) TH -7z,

FIE I SS BB 1L, ARFP 58 T85.7% (30/35%1) KU~
J b REET368% (7/1961) Tdh o7z FEREIEHIE. AH)
B 5B CDNAYUAR1168.6% (24/3561) TH - 720

17.1.14 ERFE IEKR (EERS)

KHI5mg/kg ST FEHG TR EAHERF T & Vi HE
516 (S ez EE 3160, BOEE R R 8nl, Ik
WM ERE T, VOMEVERL R E BESH) AR E L. KH
10mg/kg SHEMIFET32:H F TH Y- L 720 PASIA I 734K
Smg/kgfx GHIO A 37 % MM & L7z, W24 IC B
T APASLA I 7 75%04 3 55 13 508 VR 0 2 % T3 40.7%
(11/2760) . BIEE V0B Tl1342.9% (3/761) . Iesgr:
WG TTIE33.3% (2/601) . HZEELEAT R AE B TIE40.0%
(2/581) TH o120

BIVEFZEBUBRE X, 74.5% (38/5161) Tdh -7z, EREIE
FE, ZARSHDNAYUERRE49.0% (25/5161) T - 72,

17.1.15 BHE B (IMPACT2RER)

BIETEME R R (AR B ET R O B BT EASH DL 1 20
DCRPA1.5mg/dLEL EIUTHID 2 b I1X ) 34555 LI F) % k)
KL, 79 RFOAFmg/kgx WA, 208%., 68

5L, 51 & ft & 8EM A T46:8 % F TG L7zo £ DR,

1438 % O ACREHE20% L 35 %12 7T+ R#EL11.0% (11/100
B 2R LTy AREFEG-HL8.0% (58/10061) THY ., A
ZDFRD Bz (p<0.001) . BIEIREEER % F XL O OX
WA a7 (Modified Sharp Score) TaMilli L 7255 5. 244
DA TEAL CPEHE £ R 1377 2 R1E0.82 <262
WAL Ty AFFERGH-070£253TH Y . HEEDPHEDS
7z (p<0.001) ® 9,

FIER B L, RAF G-HET482% (92/19141) KON
T RBET26.5% (26/98%1) THo7z (22BFTIETI+

R, 2AE DR IAK 2355 L7ER 2 5 8) o EREIE-IR.

ARFIFEG-BEC EAREEA11.0% (21/19181) TH -7z
CREMHEHR)

17.1.16 EIN5 M HAER

BEAEIGHR CRIRA T i R B E 2 R L L, &
#5mg/kgx FInl, 2%, 6EZICHS L, 5] &% &6
G- L GEEMT). ZOME., 248%. 48:8% O
ASAS (Assessment in Ankylosing Spondylitis) #:#£20% L)
gﬂi%?ﬁﬂi%ﬂ%ﬂ97.0% (32/33%1). 96.9% (31/3261) <
572,

EIVE I SS BB 1L, 87.9% (29/3361) Td - 720 7 EIE
FA1Z. DNAYUKRRE485% (16/3361) T - 72,

17.1.17 B4 55 M5k (ASSERT:ER)

—-10-

B GEECHEAR T o emEEEEREE LR E L, 7
T b RN OARHK5me/kgx I, 28, 6HEZIZKG L. 5l
S E6EME TG L7ze ZOfEH., 2485 D ASASHHE
20%Lh FELF#ERIT 7T L AREEL9.2% (15/7861) 12Hf L. A&
¥ 5-BETIE61.2% (123/20161) TH Y. AEAEIHDO S
7z (p<0.001) 10,

BIVEF S BUHRE (2. AHII5- 8 T64.9% (131/20261) KUY
7T 2 RBET48.0% (36/7561) TH o720 EHREIEHIL.
KA 5 THER7I% (16/20261) T - 72,

11



(RMMEARS 56)

17.1.18 EIASE M4

BfFER (A704 F, 7H¥FL+ 7Y 0%) CHERT+S
GEEEKBABRE208FAE NS L L, 7T KRR
Smg/kg® fIE, 2:8%, 6BHEIIRS L, 5] & ESBMKE
T22BH%F THREG L., 30B%E CHRYHBLFELZ. 0
R, FEFDEFEEE Th 288H DMayo A I 7R E
L, 77 L KE356% (37/104F)) \2xF L. FHEIBZEE
5;4.8(% (57/1())4%) ThHH, FHNIFEIHOEEERARL
= (p=0.005),

BIVERIZEHERE X, FHHRSETT31% (76/1046)) RS
T L ARETH9.6% (62/104F]) THo7z. ELRBIERIZ, F
H¥x 5 B CDNAFERES1.9% (54/10461) Th - 72,

17.1.19 ER/R R

BFER (A704 F, 7THF+7) V%) THERT5
BRANBOBREBERBRBEE21H Z0H L L, FH|5mg/kg%
E, 228, 6BEIZKRS L, 5l&kx 8B ET228% T
TG L., 30 Mk I THRMELFFME L2, TR, CAI
A a7 EERERZ, 528 T600% (12/20%) %0, &5
6, SHH1280.0% (16/20%) &ML, %510—30:A% T
DM Ti364.3—875% THF L7z, PUCAIZ 2 7 EERERIZ,
%528 T350% (7/20%&) &Y, %56, 8:#H1240.0%
(8/20%) L¥EMML. Zofk, £510—308 F TOM T
286—429% TR L 72. 72, MayoA I 7 OERRUE
a3, %5308 TENFh429% (3/76)). 143% (1/7
) ThHotzo

BIVEF 2 BRI, 714% (15/216)) THo 7z, ELEIE
Hix, Z&MDNAFERBEST1% (12/218]) Tho 720

17.1.20 ES B MAHERR (ACT1:ER)

BFER (A704 F, 7H¥F4+ 7Y 0 %) CHER+5
LEBEBERBREE240201IM L. 77 FRFEH5mg/
kg fE, 28, 6HKRICKES L. 5] &4 =M MM T416:4
FTHRE L, BRI THEOELFE L. FOKER. £
EARDEFMEEEH Th 28BHEDMayo A I T ERIX, 7
T & REE37.2% (45/12180) 2k L. FHHZ S5 HH69.4%
(84/12%{91]3 THY)., FHIIAFBICHVEBERERLEZ (p
<0001) W,
BIVEEZEBIEE X, FHRS B T488% (59/12141) RS
J L ARETL21% (51/1216)) Thorz. EREERIE. F
FIR G- FETEME% (12/121%1) TH o7z,
(BEBIN—F v MR, #BBIN—F v MR, MEFRAN—
F v ME)

17.1.21 EP955 MAREER

BMEERCTHEAT S ZBER ., #EHERUCMER -
Frv MEEZET NS E L, £H5mg/kgx ME, 28, 6
BHENIRS L, Fl &t &M T468 T THRE Lz, 20
R BEHAN—F v MRBRHE TORSE30:HEOFDHF
DEE (MHERECHREOBRE IIBELAHREBETX,
BERIERSHEL ., ELER LR BEOHA) 13545%
(6/1181) THho7z. BERNR—F v MNREZTOHRE30
AgoFzHeloHE (S5  EFMRIEGERETHES
BOWHER UHHF OMRER VIL-6BE RS L V) b E
T L. BEERIHEE L-BEOHE, BHEETE « BHE
MRIE A TR OE 7 5 EfAth (. BT OIL-61%
ErRSEL ) SET L. BEEROEBIZVEZOH
A) 13333% (1/36) Thoiz, MBFBR—F v MEE
HTOHR530BHEOFHDFOEE (PET/CTHh & DOE{ERK
ek B R OB RIER AR 580 £ BALE 9. CRPRUESRA®
&gﬁﬁ ,‘E HELCTETLZBEOHE) 13100.0% (4/4f1)
THo7z,

BEIVEF R BRI, 66.7% (12/18%)) TdH o7z, ELEIE
HiZx, Z&MHDNAFEBE444% (8/18F1) Th - 72,

17.1.22 BB MEER (MEHRS)

#F#|5mg/kg SHM B THESHEF TELVEBER R —
Frv MREEIFIZEWT, FH|10mg/kg SHEMKE TS
L;’: L E, BRERSPRIEY— I — SO BERAHBED S
hiz.
B, SFNCEERIZRD Shlhoiz,

Q1% O 2 38)

17.1.23 EA5E MR

PEOREZ 07 VRETHERT S %) 6% R E 315
L, RyzFLry7)a— VB A s a7 »
(VGIH) 2g/kgk U'#HK|5mg/ kg% BEIZS L. AL
L7z, EEFDERMEE T 2 IGRERS G488 H
DA OESED el (5% EEXM) 1. FHE5E
767% (56.6—96.7%), VGIH#37.0% (119—62.1%) TdH -
720 F72. EEIRAZFBHEEIIVCIHE20.0% (3/1561) (2
L. FHIEGE6.3% (1/1661) Tho7.

BIfE RBBE ., FHIZRSHT68.8% (11/166)) RU°
VGIH#E 5B T66.7% (10/1581) Th o7z, EREIERIE.
FHE 5B T FMDNATERE 1£688% (11/1661) THhH-7z.

18. FEhIEIR

18.1 {E AR
A7) F T2 7Er 0— VRl v FORBREIC
FZHEIZES L TWATNFa DIfEH%2MET 2, TOBFIET
BMETNF ¢ DEWHEEX RN+ 5 & L D12, BE#EARTNF o
ZHR%CDC (M KFEEREE) 5 WIZADCC (1
HRFEERENTEREE) XV EETLZE, 26T
WEZBEICHEALATNFq 2R S5 Z LIZKYTNFa @
ERZET A EEZ LR TV,

18.2 AIBM4TNF a & &1ER
mg'g&TNF a N NDEEEHIZL04%10° M 1TH o 7212 (in
vitro)o

18.3 IL-6EELMGHI/ER
TNF)a FUBLIC X 2 8MEF D & DIL6EELE 2% L7222 (in
vitro)o

18.4 BHEATITNF o RIBMA (S T 2 HE(ER
b MgGOFcE %A+ 22 L H 5, CDCRUADCCIZ LY
}Eﬁf)ﬁ'ﬁTNF e ZHEHTATNF g BEEBREHE L7212 (in
vitro)o

185 SRMAHHEATNF a fFEBE(ER
TNF ¢ RBEICEE L72TNFa & b&EE L. TNFa #2544
o RRME X, EESF (ICAM-1, VCAM-1) 0 %)
L7z (in vitro)o

18.6 TNF a & 45&M (S % hHER
= I~TNF13¢)1 M VAV =y 2y AORETRERIER R
BN,

19. BB 2E{LEMHA
—MB A7) F v 7 (BEFMER L) [infliximab
(genetical recombination) ]
SFR& : #9149,000
A B MgGUERHEREUTNF o SR %~ AT EHEE
EHTHE 70— FIUHMET, 1,328 T I /B
BRENS R IMELE.

21, AEBE M4
EEL) A7 BHAE 2 FEO L, WUNIERTLZ &,

22 . a%
100mg [134 7V (20mL7Z2%)]

23. EE @k
1) Westhovens R, et al:Arthritis Rheum. 2006;54 (4) :1075-1086
2) Asakura H, et al:] Gastroenterol Hepatol. 2001;16 (7) :763-769
3) Targan SR, et al:N Engl ] Med. 1997:337 (15) :1029-1035
4) Hanauer SB, et al:Lancet. 2002:359:1541-1549
5) Present DH, et al:N Engl ] Med. 1999;340 (18) :1398-1405
6) Sands BE, et al:N Engl ] Med. 2004;350 (9) :876-885
7) Lipsky PE, et al:N Engl ] Med. 2000;343 (22) :1594-1602
8) Antoni C, et al:Ann Rheum Dis. 200564 (8) :1150-1157
9) van der Heijde D, et al:Arthritis Rheum. 2007:56 (8) :2698-
2707
10) van der Heijde D, et al:Arthritis Rheum. 200552 (2) :582-591
11) Rutgeerts P, et al:N Engl ] Med. 2005;353 (23) :2462-2476
12) Scallon B], et al.Cytokine. 19957 (3) :251-259
13) Siegel SA, et al.Cytokine. 19957 (1) :15-25

24. XEERRERUBEWVEhEE
HA=#MEHEREST TRy v -
T541-8505 A B AR dL X E 5T 3-2-10

&3 0120-753-280

26. ERTREF
26.1 BGERSE T

%

26.2 BHETT

—
janssen )'

HA=FREHRART

K B o R X 8 BT 3-2-10

Janssen Biotech, Inc.

NI WIRZTWN (A1) H)

—-11-
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IN
* 20204 3 H AT (5E2hR. ZhheZEs) |IIIIIIIIII

20194F11 HEkAT

B & o~SCTRETIIL BRHTORMNCEEZSBBT AT L& H B e T
HRHAR : 367 A 873999

b MR E RIL-12/23p40E / 7 O—FIVin{F8HE|

EMRERT AT %R 7 (BETFERZ) B

¢ 3

nHEERL 15‘5-5®/n\;ﬁﬁ$\ ~_130mg

Stelara® Intravenous Infusion

K 524 %5 | 22900 AMX00514000

KEE -ERFORFELVERTAZL TR 7c B 74 2017458
| ma *5. REER IR ICEET 3EE
1.1 FHISIL-12/ 2304 B & BIRR VI T 5 AT 5 T e st ORI 5y <
370, BEODVI VBRI EHFREMIFH D, £ ./*f'}f'll/@ﬂﬁu\ X:'I"U/f K. \741:‘9'-7]-7"1) NZ SE 1
o, BMORERENTIMA CLERERRML2 ¢ & BMY) RAEME AT > Th, FBITRET 0 552
6?[&5&#5)60 E 3 $§‘J<‘:®B§S§1§ti%5#?li *’E&ﬁ§§%é%%‘:&$‘—;6:&o [14535]
KOS, BHEBORAFHE SN TS, FHFE GRIBHE IS o
ﬁi%/ﬂéﬁ'?%ﬁ]ft{&‘:t HEH. :h%g)ﬁﬁ 5.2 BEDERIIBNWT., MOEWRE(RAFOAL K, TH
ERECHIMAL, BEPERLLC LERBLLE FATY V) HIC L BMDREME Ao T, FBIC
LT, AREOHBM A BRIEE LEIS LHF S D ST 2 e BRI AR 2 e et B = b
BELOHRETH &, Ef. FARSHICHIE (1 42501
APRIBULBECE, ERECERTSIEH>BE e
ICEBEES5 A3 &, [2.1. 8.1-8.3, 9.1.1-9.1.3, 6. AERUVHE
11.1.2, 11.1.3, 15.1.588)] . RACIEY AT ¥ X7 GRIETHEL) L LT,
1.2 ER L BAIE BASEEOMENS, PUTISRT Ff % B0 sisdE T 5.
VAN, HERVHEBEIC L2 ERCBRENRE & BEE Y
hTWa 7., T94IREEZITI & EBEREDRIEIC -
EBTHCEo (2.1, 8.1, 9.1.1. 11.1.288] SokghL T 260mg
1.3 BRFOBRPECOVTREEREE T 5ARFD 55kg##8 2 % 85kgLLF 390mg
Eff&t+aaEH#EEYFERAT S E, [2.2, 8.2, Skg#iBA 5 520mg
9.1.2, 11.1.388]
*| 1.4 FEOBZEEBIBT RIS, BOXBORELED 7. BERUVHZEICEET IR
BAE+HMET S, [6.1. 5.288] 7.4 MEFRECO W T, AFOEES OB%. AT *
* 1.6 KR OVWTO+oEHBEBRLRBDEEDH 227 GRETFHE L) E THRSEENHORS %17 .
o BREOOEMIFERATEIE, ORI BT A HE - B, VAT F X2 7 (BIETFH
B2 ETHRGHEAORN CHELSBT LI L,
2. B2 (ROBEICRIBELAEWNC &) 7.2 2&%‘]t&oi%ﬁﬁl@wﬁc:owf%%ﬁ&v’ﬁ%ﬁ
2.1 WEABIEDOBE EREELSE2BENLH BEEZL T ARWOTHHEE#ITS L.
5.1 [1.1, 1.2, 8.1, 11.1.2&H8] 8. EELEANTE
22 EMEREOSEUERE BlLEwabonssd 8.1 AANIIL-12/2301EH £ BIRHIHIIF HIAITH D,
Oy O o WD) A7 ZHAREEATRERN DS, FO720, &K
2.8 AMOBGH LAREORLE 0% 2 B3 ORI LTIE, +AmBEE . B0

PHEICEET A &, EBEOBEIERED 5 b

3. MR - R A, EHICEREICERT S L) BELIRET
3.1 8% Ak, [1.1, 1.2, 2.1, 9.1.1, 11.1.2&H8]
Bk | A7 T — 5 Al E130mg 8.2 A5 > TR 5+ 2RISR ORI 5
ARBE | 527 % %<7 (REFARL) 10mgh A Vo) Y RISHE R AT, EEMHCTHES % 175 < &
FLERE2210mg, L-E AF Y > 20mg, L-k R L&y, RBBROAE LHERET B Lo
‘ F S TR AR 2T, A0 T e 180 $ 70, AAEG R, WEXSRESOBY 2 RESE
#WA 10 4mg, L-AF+=>10.4mg, =7 &S IV WEAT ) B ERBIEDRRIC I ISR L MR
% 1 A0, 52mg B9 SR (FEBET 21, IR, RIS 1RTLL 725
AR 7 A 3 20— (5p2/0)MIEHE Al C Bt & 1% - FlepaT R 2 L) BECRT S -
3.2 WHIOHR 8.3 AFAIL-12/230 Ve % BAREY I ST6IF 2 EHTH Y |
T R | R mOB G EERRGRBO MR 0 . BEFRSUR I\ 5\ M &
pH 5.7—6.3 UE U O EBEWEEORBBEFREE TS, KH L
: — ORI IIFE T 2 A%, B 0 5581 13T
BEEWL |WEBLERIHTHIL) F22k, [1.1, 9.1.3, 15.1.55H]
4. BRERIHE 8.4 7 7 F o HH IR ET A RIS IO T R % T
- LiwZE,
~ feiBa |-
O T OB REARE G | 55 MOEMEAD S BT 294 B OB D

8.6 AF|x5 - i3 5-24 H 12 Infusion Reaction (F#k, &
g, MBS, WEH., B, B5%) 0BT A2WHEEND S
7z, BEOREZ HICHE L, RE5ED Szl
AWCEEB RS EFIEL, #UA0EGie Ay I Y
B, RBSUHEORSS) B1TH) 2 &,
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9. HENERZEIHBEICEHAT IR

9.1 AHHE - BMEEZEDNH2HEE

9.1.1 BE (EELRBPELKR) DEE., BREIED

DRIIHEMBREEDERFEDSH 28E

JEYE 7 AL LB AL S BENED S, [1.1,
1.2, 8.1, 11.1.2&M1]

9.1.2 BEOBMEE#E§ 2 EENIRBEBLEI DN S
BE

M #EOEREZ AT 5 BETIE, BEZEEMLsEs B
FNDHbHo [1.1. 1.3, 8.2, 11.1.3&=H]

(2) M DBEAEIE % 459 A6 UL G e b N B A1
. EEOBERSRD S HEMICHET 5280 Treow
TNOEZIIE, FHEORYPIEIC OV TR A
TR & EEEDO T, FHHIE L TAK OF5-BIERTIZ# )
HPURERER ARG A2, (1.1, 1.3, 8.2, 11.1.35M]
- MR G A RIS IS AT A S B

WEETAHEE

R OERIE (S &) 2 AT A BE

Ay =7 0yl Y NV ) v RO
HOBRAIZ LY BEGEATR BEb N b B
CAEREECE L OWRIEEME Y T 5 BE

9.1.3 EMEENRITIENH 2 8E,. EMEEFREL.
AEBREMGEEERBL TV IEE
EEGOBAEOD L BE NG E T 5B FER S
nTwizv, [1.1, 8.3zH]

9.1.4 PLIWF  zEie 2\ -B%

T LIV BRI R Z T e BB BT B ARF OIS
DWTIEFHl S TS, RHNIT LIVT v i
BB A G2 LRSS D, FICTF 714 F7F Y —
VRS 27 LV ViR 2 T b d#E 2

F72ClDHBBEICONTIIEET AL,
9.5 1Ti®
g SRR L T W A TREE O & B PRIz,

9.6 ®ilw

MR EOREHMER IR EOFRMEZEZE L, LD
fRBE AL Ik AR A 2 & AFlOE MBI AT
NOBITIIAYTH 575, BWFEER(HL) Tt~
T3HIENMESNT D,
9.7 /MR2

NREOBF 2R E L FRABUIFE L Tz,
9.8 mkE

BIEFORWERORBIEE L, T 2BE217) 2
o —RIZEFERESERT LT 2,

1. BMEA

ROBWERD H 60N D ZEBHDLDT, BlEx T4
T, BEMEO O NG E I3 kG e Pk 2 7% EE

WAEITH 2 &,

1.1 EXAHENER

NAA TFT 4% —HEARD)

%25, ZEWE, MERESENHL-DLNLEZ DD 5,
11.1.2 BEE B BREE (19%K0i1)

T ANV, WD D VITERIZ L 5 EE R EIYE (5
g, MRS, B, BER. MR ORB KRGS 2
HobNDLI N bH, BERBIYENFEIE L 254612

E, B RET 5 F TERBORGE LewnwZ &, [1.1.
1.2, 2.1, 8.1, 9.1.1=H]

1.3 #E% CHEEAH)
FEAREEBOUTEE I T A WEEME S D 5o (1.1, 1.3,
2.2, 8.2, 9.1.2&14]

11.1.4 BB R FEA)

ML, DR PR, S NS o B (R S50 5
N AIiE. R ERXHE. MERCT. i~ —#

1"

—HEOMETERT H Lo MEMEMEASDN G
3Gk U BB E AV 2 A oG5 0 Y)

BMEEAT) 2 Lo

*11.2 £ DMOBEHER

1%L L 19A it BHREA
SMHEH 7€ BAGEE G, | R
*| JRYE ) O VA
A HURE g, wrREE
EIE DS
GRS ) O
MRERIEE | BN FHIED £\
eSS E W W B 9 L | SR ER T S
B OHE b I L

GL - Wi,

BB RO | 2 B 5. HE, | BE TR
BT L e = FCMEVERL B IE
AR PfE . e
i LA GESE
EHEERC | W, ST
G- IR PTRERE BT RS

14. BHALOXE
14.1 EZFFANBEOXE

1411 BZFOREIZED SBGERFLELRARHONAT

NOBEHEMT %,

B EOH
e a2 Bl S SIS N D E DR G$ 5
Lo BENIH =7 A FWIIBWTHRENDORITAIE S
TW2HN E - BRSO EEIRRD 5Tz,

14.1.2 HRERAIRRO250mLARE Ny 7205, BT 5
RH & RS EIREI S,

14.1.3 DBEZR N A 7L Z L2 KK 26mL % 250mL i /N »
TV A BRI ET Ao BiEEI1Z250mLE T 5,

14.2 EFI/EFOIE

14.2.1 G ARF ORI DR CHERT L 2L, RNiE
B TR 20 X B 3500 LN A3 L 2w &

14.2.2 RH ORGP A IR L L2 TR 5356 2 &,

14.2.3 FABBIGSEF LI G52 T34 2 &0

14.2.4 FFNIER - 40T 2 >0 7)) — CTHEAFBA O
WA YT YT ANE —=(GRT YA X0.2um) & HvTHK
H4zpzk,

14.2.5 MO#HH L7 UEHET A~ TRIBHEAIZL W &,

14.2.6 RFO/NA T VIZIAENY Y TH 5o KE IR

IZOWCIEENCBERET S 2 &,
15. ZOMDEE

*15.1 FRERERICE D 153k

15.1.1 S tEesm (B ETESEZ B r G L - BZ 2 58) %
WHRE L2 AT ¥ X~ 7R T 5 5] o A R S
B, 72 F COMMTEBINT D, T2, 2
M E RS E L2y AT F X~ 7 5 NG S o i
SMEERRER L, SEM E COYM TEBI N TBY) . B
SEVERZRE 2 /PR & L 7z bR bR 1224 7 H £ T
THEBEINTWDE, T2, 78— 2Kk OEEERE %
Tl Zz R B R R R CRF H B 5% 12w A
T X X< TR TG A ER S (X, 528 F To
M TEBEINTVS, TR5OBMEBZ Y A7 *
X 7K OB G- E O LA VEIRE L T v,
15.1.2 S tiecm (BEES B> 6 L - BZ 2 &58) %
R E Lo AT X X~ 7R 5 ) o N R
Bz BT, 153601061 (6.5%) 23728 H ¥ Tzt A
TR X THARG L 2 0 L IR R K O B T TR
BEE IR e LRI BYTH, YATF X
TR T PG ARG X ) 5.2~12. 4% D BE DT A
T ERIXTHAMRGIEE 720720 Vi AT F X~ THAED
Bl & 70 o 72 BE TIERh R 2NRES LT A A A S 17z,
T 72, WUEMOARK KO 27 F X~ 7 B %5 F %)
OFGIZEY . ra—veEESE L EERE BRI
BUWT2.9%., EEEAB T xS & L2 EBREFERERIC
BWTL.6%DEBEDRFNZNIY AT F X< THARGE
Lol MUT AT XX THAEDLGIEE e 5 7 BET
R HDTIREFIL T B REMED D B o

15.1.3 S o R E Loy AT F X< TR FH%5-H
B OMEYMRRRERIC BT, BERE R ST 2 BE T
R THRGBOMENT T AT FXTO T 7IRENK
<y RPN EHA DA S L7,

15.1.4 AKH) & ORBFEVEIZH S 2Tl R WS, e nT
T 30 £ PR i B (RPLS) OSEBI AN STV 5,
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15.1.5 Wyt o =g Mz g, BETEMETZ . 7 10— Y[,
BRI 2 % & L 7o BRAR st B (45 TLAH L OY4 THAH
RERD) I2BWT, 7T AR R o> Ik B0 BE 7 i A
B  EAEESE O BBHE X, VAT F XA THRGHED
0.11/100 A4E (1B1/929 N4E) . 7T & RS- HE450.23/100
MNAE (LB /434 NAE) Tdd o 720 FEBAD T R 8 95 0 F B
BElZ. 7 AT F X~ THGHEAN0.43/100 AN4E (4617929 A
). T T R GEED0.46/100 4R (261 /433 NAE) T
Holze Fro B OIERN I ICB VT, 6709%
(L1561 NI AT F X TH G- SN Tze Z OB
W REIX].0FE T, TEVEEE 2 S & L 72 iR s
TIE3.34F, BABAEMERZ R 2 A0 % & L2 Ti11.0
£, ra—UiRENRE LIRS TIX0. 645, BT
K #R =R E LR TIZL.0ETH -7, JERM
Ul Bz 5 8 % T < TETENE S O SEBUBERE 1Z. 0.54/100 A 4E (62
Bl/11561 N4F) Ty £ b OXHIZIRAE . fEmE . B
wlf, A THol20 VAT F A THRGH TG SN
GRS O B, ATl S S FEHUHE
JE L RRETH o 72 (EHaALIEAE L © 0.93[95% 12 HEIX [ -
0.71. 1.20]4E#b. TEBI. ABEIC X D HiIE) . JRE R
J8 98 O SSBUSE 120.49/100 A4 (5651/11545 AN4E) TH >
7oo FZJESEIEMNLE & B2 B A NG O S ER1E3 1 1
THY A TTFUMINLEHEE L RETH > 72,
[1.1. 8.3&M]

15.2 FERRAREABR (CE D < 155

15.2.1 13 o B OIL-12)% OTL-2312 5% L C FRlH It 2 7R &
Wiz PABRPERERIEFER S LTV v, o B
DEFMIZBWT, IL-12/1L-23p40D HEZ L 1 | Bk
JEE OB R HE SN TWBEY,, T/, IL-12)% UFIL-23D
W OEET /KBS 72w ATIE., B8 55
JEREDOFERE T BAMELWINT 5 2 &
EXNTWAY,

16. EYEEE
*16.1 MepEE
(GheEEE)
16.1.1 BEAEI%KE
FERE RS AR H6me/ kg™ % BRI EHIRINTR G- L 72 & & o i
B LHPBRENT A —F LT CTHoTze ¥ WHEAT—%)

200 4

150 4

100

mEPEE(ug/mb)

50

O 4

0 7142128 42 56 70 84 98 112
S

SHEIN R A (CAH & BERFIRARS L 2 L EOMER T T
F XV T IREHR (THELEERE. 696))

EMERENT X — 2 GHEAT— %)

AUC» 3132.4®
(ug - day/mL) (690.2)
tiz 24.7%
(day) (6.2)

S R ) . 6911 () 68471)

SORFI O MR E I E i GRER &) © AR EBbkg L T =4H#I260mg. 1AHE55kgit
85kg LA T =A#I390mg. AHESkgiti=77#]520mg

(7 a—=29%)

16.1.2 BEZS5 (EEEHFERKHER)
HARAKROHEAND 70— »REEIC, g - HEICHE > TRA]
rHOFIRNES Lz L &, iR 7 A7 F X~ 7IREIES 1
FEHI#212113(23.7) ug/mL (n=28) & 1U8126(34.1) ug/mL (n=412) .
8 %124.04(2.92) ug/mL (n=15) & 1'7.09(4.57) ug/mL (n=292)
R L7co VPP (BHERZE) ]

GEBMREX)

16.1.3 HE%S (ERHEEERRHER)
HARNK OE N OB R 28 B8 10 B - HEICiEo TR
Fl 2 HIRERIRNE G- L7z & & il A7 F 2~ TR 51
IEf £212129(27 .4) ug/mL (n=39) % U"126(33.3) ug/mL (n=273) .
8 #4127.40(4.04) ug/mL (n=36) 2 1'9.14(5.50) ug/mL (n=224)
R L7ze ¥ [Pl (R E)

16.4 X5
TATF XY TIE, & MgGIHROPUEATH 2 Z & h 6, D
a7 YOLFEBICRHE SN D LRI N D,

*17. ERPRELHE
17.1 BHERCREMICET 5 H5%
(7 8—2148)
17.1.1 FMEERHFIER AR EER (CRD300155R)
FRERE 2 O BAE OB 0 7 10 — Vg E (H AR NEFIS66 % &
L) EMGE L, 7T R, RAN30mg X IIAER & (6mg/kg)?
%038 B HEE RN S L7238 ARk K0 L 720 PUTNF3E
TRIEANT G LG EBEWER oz BB 2SR E Lz, 6HIC
clinical response™ 2% 6 N7 WEEDEGIX, 77 L RKED
21.5%\2/ LT, ARAI130mgH T34.3%. AHK|KEF & (6mg/
kg) Y #T33.3% TH o7z, 7
##1)Crohn’s Disease Activity Index(CDAD) A7 D X—=2F5 1 b
DI00HEA ¥ b UL EDOWEA (=2 F 4 > DCDAIA I 7 220K A >~
b PLE248K A N LUF O#ERE 12D Tk, CDAIA I 7 551508
A ¥ MR R ER LT 72854, clinical responsensfs H 17z & AT

L7)
. | CH &=
5 75 kR 130mg” Iﬁﬁ:}g )gi,
Slinical 21.5% 34.3%° 33.3%°
€spoise (53/24741) (84/245631) (83/249%1)
rate (68 H)

a) © ARHFIORE R i GREEH &) ¢ RES5kg bl F=A#1260mg. AHE55kg
HB8BkglL T =A#1390mg. AHESSkgi=74#]520mg
b) : I RAGE
c) 1 p<0.01. %77+ K#E. Cochran-Mantel-Haenszel 77 1 —Ftf7E
AFIN30mghE ORIVER FEBUHE X, 26.0% (64151/24661) Td - 72,
FERRIERE, BRH760(2.8%) . BATRESH (2.0%) . SHIHEH 554
BI(1.6%) . 5&354651(1.6%) . FAGEREG3E1(1.2%) . 2 9 FHAE3F
(1.2%) . #H¥kashl(1.2%) Tdh -7z,
AF AT 2 (6mg/kg) #EO EIEH SEBAEEE . 28.1% (70
Bl/24960) Td o 7z EZZBIERIE. BEHIBI(3.6%) . MEIE6
BI(2.4%) . FLS5B0(2.0%) . 57560 (2.0%) . 5B &G40
(1.2%) Ch -7z,
17.1.2 S M HEREEHFERRRER (CRD3002:ER)
PEHED O EREDTHEIM O 7 v — REE (HARNIERI266) % &
L) ERRE L, 77 R, KHIN30mg X IAER & (6mg/kg)?
%018 B I R E IR NS L 7238 AR % 20 L 720 BEAFIGHE (2
VF A AT A FILAIRIEREH) CHRAT 5 TH Y. o
TNF3EIZ L 2R ED 2 W JUIPITNFEEGRIEEZ BT 50 0D
EART G IR EEDR RV EDTREN TV WER R &
L7z 638 H (Zclinical response™ 75 & N7z kErE oElaiE, 7
F 2 REED28.7% 2% LT, AFIN30mghET51.7%. AFIARER]
JH % (bmg/kg) Y #ET55.5% TdH > 720 ¥
#1)Crohn's Disease Activity Index (CDAID) A7 DN—=RAF 4 »h b
DI00FRA » ML EDORA (R=AF 4 » DCDAIA I 7 H220K A ~
ML E248KR A~ N LT O#ERE 12w Tk, CDALA I 7 531508
A ¥ bR & R LT A, clinical responsed’fE S izl Ak

L7)
. ' HERHE
Pk PN 130mg” ?gf: /fgj f,
Clinical 28.7% 51.7%° 55.5%°
response (60/209f1) (108/209%1) (116/209%1)
rate (638 H)

a) ¢ ASHI OKRTE G B GREEA &) ¢ AR ES5kg LT =74R#1260mg. fAH55kg
K85kl F=7#1390mg, K ES5kgi=A#1520mg

b) ¢ B KA

¢) 1 p<0.001. &7 F+K#:., Cochran-Mantel-Haenszel 77 1 —ffi7E
ARHN130mght ORINER ST X, 13.2% (28%1/21261) Td - 72,
TEREEMIEZ. BR7H(3.3%) . EL3B0(1.4%) . HIIIESH
(1.4%) . F5GEEG260(0.9%) T - 720
ARFNARE B & (6mg/kg) #EOREIVE A FEHAE 1L, 12.1% (2541
/20700) TdH o 72 LEREEMIZ. FERE6HI(2.9%) . F5GERK
Je31(1.4%) « EL3BI(1.4%) « SHIETH 260 (1.0%)  ME:251
(1.0%)~ #E57261(1.0%) Td - 72,

GERBHAER)

17.1.3 H I HEEHFERFRRER (UCO300153ER)
FREESE A & FRE DTGB OB K 2B (H AR GEBIL0761 % &
L) ERREL, 7R, AF130mg AT AEELHH (6mg/kg)?
%038 B BB IRNTE 5 U 7238 A GUBR % Fafti L 720 ARy 35
(FUTNFH I AT A= 7) LA GH () Fa A7 a4 KX
W SRIETIEIE) CRIREA TG A E WS o o BE T R L L
720 8¥ HZclinical remission™ A3 5 W72 WEERE DEEIX, 7T
YAREEDS.3%I28 LT, ARAI130mgHET15.6%. ARHIAKRE HIH =
(6mg/kg)"HET15.5% ThH o7z, ¥
F1)MayoA 27 A2 T 20V FROF T A7 1E B TRV
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AN T HA=HRERRET (T HlHFEr 57—
R TR 10mg" (6mg/kg)® ¥541-8505 AW R K HMEAT3-2-10
Clinical 5.3% 15.6%" 15.5%" 7 e A N 01207755280
‘?;‘;ﬁ‘;“ (17/319%1) (50/320) (50/3221) SR 91 00~17 1 30(% - H - MHRULHKHZR )
26. BLHEIRFTEESE

a) : p<0.001, # 77 K&, Cochran-Mantel-Haenszel? 1 —Hta5E
b) : AH) O G FIE B GREZH ) © R ESSkgll F=A#)260mg, #HES5ke
885kl F=4#1300mg, {kH85kgl=4#I520mg
¢) : EANFKZ i
A#130mghE OEE R BB L, 11.2% (3661/3214) TH - 7=
FEEREWEREE, ERETH (2.2%) . 9 FEAESH (1.6%) . £ 57361
(0.9%) . T.:361(0.9%) . FEHMED F261(0.6%) . HSIHE2H]
(0.6%) TH o720
AHEER HE (6mg/kg) BEOEIEH TSI 1L, 14.1% (456)
/3208) Th o720 EEREWEMIZ, ESERGSH(1.6%), #
55481 (1.3%) . % 9 FEHE361(0.9%) . EHE361(0.9%) . 36
(0.9%). EF3361(0.9%) ThH- 720

18. REhgE

18.1 {ER#RF
In vitroiBIZ BT, AHFe b4 Yy —u 4 F 2 (IL)-12R
IL-23% T 2 p407- AEH 7= v MR OE WHME
TRE LY, L-12RUVIL-232H @B A~ E%HE L1219,

18.2 EE{EH
In vitroRBIZ BT, IL-12R UIL-23ic ko TIHEHL E s~
WA—THIRRR O F 2 7 V¥ 5 —#filg % &0 50ER Ll fa oM
KW 7 F WAREE VW IFN-p, IL-17A. IL-17F R UIL-220) 5
WEIIH LAY,

19. AR SICEYT 2B{EZRME
— R BHR Y AT F XY S GRE TR L)
[Ustekinumab (Genetical Recombination)]

AFR D HE  CoarHanoNs2OsnSiz
Li#i CieHiseNzOaxSs

7Fi : 148,079~149,690

A H:9AFFIAYSE, B M Yy -0 FU-12RA V¥
— oA F-230p40H S L=y M T Al L
MgGlE/ 7 0 —F Wik TH %,
YAFF I SIE, ¥ A I u—(Sp2/0) gl X b
BEAEIND,
YAFFAYTIE, MMEOT I JEIREDS R BHM( 1
$0 25 FRUMED T 3 JBREREHD S 5 2L (1825 F
THRENZHEY V8 B (5F& ¢ 148,079~149,690) T
560

20. RV EDEE

20.1 WLLIRE LRI &,

20.2 AFNLERIRET 2 LENDH 220, FHEANIED 5B
DTk,

20.3 HFEL AWV &,

21, ERBRM
BR3EdR ) A 7 EEEHE 2 ED b, BYICERTE L,

2. a%k
26mL[1/54 7 V]

%23, FEYM

1) Langowsk JL, et al. : Nature. 2006; 442: 461-456

2) Maeda A, et al. : Cancer Res. 2006; 66: 2962-2969

3) PR BERACBE Y AT F 23 SEF OFEYENER
BAS% (2017463 A 300 #4&zE. CTD2.7.1.2)

4) HAEE 2 o — Ui 2 ERSE FRERRRO EWRE T
— & DA R (20174E3 A 30 H #K32)

5) FLAECRL ¢ IR R 45 T AHES AR SRR ST (UCO3001 FEf@s A
AF) (202043 H25H #&F2. CTD2.7.6.1)

6) Tabrizi MA, et al. : Drug Discov Today. 2006; 11: 81-88

7) AR EPEEE 55 IARES PR A B (CRD3001) (20174E3H
30HA#RE, CTD2.7.6.2)

8) FLPAIEH © PR [ 4 AR B PR B ak A (CRD3002) (20174E3H
30H#zE, CTD2.7.6.3)

9) Luo J, et al. : J Mol Biol. 2010; 402: 797-812

10) #A&EE v 257 F XSO FL-12% FIL-2350F1/E HigF
(201743 30H 272, CTD2.6.2.1)

11) HRER : v A5 % X 7O FL-12& FIL-23FFVEH O#%
BERZD T (20174E3 H 30H 72, CTD2.6.2.1)

24, XBAWRERVUBVEDESE

26.1 BLERRFET
Yty 77 —<vHAEH
T101-0065 S 3i#f T H X Pafi H3-5-2
26.2 BRFETT
HB = RFER RS
T541-8505 A i X EER]T 3-2-10

et . © e BHEIRFETT e
YoV 77 —vHRASH ATA4AINA VT A—Tarry—
T101-0065 HC#T-FLHH X 1 FEI3-5-2 Yoty 7 7—-vHASH janssen ’
71 — %4 %) 0120-183-275 T101-0065 RE TR AX FHHH3-5-2

WWW . janssenpro. jp BRFEIT
Jo

JP503077IN




ON
*20204F3 A AT (F52hA. BHREZH)
2019411 AT

EHORNEHZBRIT ST L

B & 2~8CTHfFETACE H AREE #E i v S HA AR o
HRMARI : 367 A 873999
b MR E RIL-12/23p40E / 7 O—FIVin{F8HE|
ﬁgﬁ*“ﬂ- Y A7 %77 REFARA) BH
NG EEER 1— — — ® ji—F: ~
-— ~ ~ 3y

p p b I £ 45mg Uy
Stelara® Subcutaneous Injection —
KER-EMFOLFELYVEHTLZL ﬁigz n%%ﬁﬁgmm

1. B

1.1 FFNIIL-12/230/E R 2 RIRWICFEI T 2 FHTH
370, BEOVIVEBKIEIFREMEIFHD. £
. BROBEEZ2FT2BRETCRIERE AR
SFEEM P H B, F/o. FHEOMEEMIZEES HTIE
WA, BMESORBIHEIhTVWS, FELSE
RERABSUBIRATEVILESHED., ChoDIEHR
EBREICTHIMAL, BEIEBBE LA LEEERLL
LT, AELOFEMFERME LR IS h D
BEICOA/ETHE, £/, FFBEZRICEE
AFPRI|BLEGEICE., TAECERT L OBE
ICEBE52152¢&, [2.1, 8.1-8.3, 9.1.1-9.1.3,
11.1.2, 11.1.3, 15.1.6&H]

1.2 ER L BAYE
AR, MBERVERICLIERLBLEIRE S
hTWa ko, +9LBRESITD & ERERFEDRIEIC
EFETBHE, [2.1, 8.1, 9.1.1, 11.1.288)]

1.3 BREOBRPEICOVTZEZEREE I 5RRED
Eff&t+aaEHEEYERTEE, [2.2, 8.2,
9.1.2, 11.1.38H)]

¥ 1.4 XEOKEZFHAT 201, BEOKRBOBRFELED
W% +oMETHE, [6.1, 5.2, 5.388]

S FHCOVWTO+ S amMEEEICEBOBEOHM
B BREIOEMAFERATE L.

*[ 1

2. B2 (KOBEEICEBELEWVE)

21 BELBPEOERE DERLZELELBENNED
5.1 [1.1, 1.2, 8.1, 11.1.2&H]

2.2 EEIMAEBOBE EREELSELBENED
5.] [1.3. 8.2, 11.1.38H]

2.3 AA| DR A U EBUE DR D DH 5 BE

3. #HRL - K
3.1 &
W% | A7 95— K THE45mgy ) vV
# (139 »20.5mLH)
ARG | 527537 (RETH#L) S5mght
g | PREM38mg, L A5 20.5mg, KV

WX — }80 0.02mg

AHliF~wr A3 xo—~< (Sp2/0) MiatkEHVWTHES 5,
3.2 WAIOMR

o - PR [ —RE OB DT ICRE L

pH 5.7—6.3

REEL |1 EREEECET 51)

*4. RRERIIRHR
ORTFAETHRI A e TRAR
SHEEE. BINEMEE
O FEL SEEDEHM 7 O— L ROMSEE (BF
BETHRAT 2 EBEICRS)
O FEL S BAEDRBUEXBROMSEE BEFLE
THRA+ 56 BEICR )

*5. WRER IR ICAET 5FE
(BEMEMR U M)

5.1 DUF v i % i 72 3 30 M 6288 3\ B A IE M 528
BEICHRSTHI L, [1.488]

AR R S UBRFOEaME (EMEAZR)
THouahERHEonT. REIEERERFKD10%L. L
IR EBE,

- HE RO R IETER Z AT 5 BHE.

(70—2%8)

5.2 M FEDEMIT BT, EMRE, thoFEWHGE (-7
IHYFVBBEF, AFOL K, THEFLT) V%)
LAWY RERET-oTH, ERICERTAHL A
BEREIERDPZE LG ARG T A2 L. [1.4588]

(R KRE %)

5.3 MEDHEMIIBNT, thoFEYHE (A7 F, 7T
WFAT) V) FICLAMULEREIT-oTH., BE
(CRET A 6 PR BRERERPZELGEIRKGT A L,
[1.4%H8]

*6. AERUVHE

(BHMEER U MREMZE
WH. BACIRYATF 27 (GEEFARZ) L LT
1Al45mg% i T4 5§ 5, #FRES R OFO4LE%ICES
L. PIEI2EM S Ci5T 5.
2L, HEATGAEBAICIZIRIOmgE RS T A &
WTE 5,

(7 O— 2 iR/EBEXE %)
TATF AT (BIEFHIRZ) O sEERA 158
BRI, A, BAICRY AT F X7 GRIEFR#ERZ)
L LT90mg# iz TG L. DAREIZ12:8 MRS T90mg# fz
TiE5T 5. B, BRI L2HEIE., K5HE
ZQEMICEMETE 5o

*7. BERUVCHEICEET IR

(RheshE)

7.4 FFH) LA EWBF O H IOV TELLEER OH M
WHETZLTWAWOTHHEZ#ITLZ L,

(BHMi R U MSEMEZE)

7.2 BHN X BEBRTISHKHE L N WS, 5REGEH 5
2BE LIS IR 2 SO CHEMTEZHETLZ L, £
7oy BE AT TH R ERKESHE O R wE,
FH OG5 HGE A ERICHET LI L,

(7 O— R/ EEBMXE %)

7.3 YATF 277 GEETHI L) MEEERNANC X 28
AFEFEOMEES5-8B %I, BHAIOE TR 2MET 52
Lo GEABGEICBU AR - B, YA7¥F 277 (i
fZFRz) OAEEERFORNGEZSEBTLZL,)

7.4 AH|OSEM B~OF5-MFEEME X, AR DKL Tix5H
WD SRATES L7 BE A L, RA O TS5 MG 58
BURECAT) S ENTE L, RHOFSHRE % EEH L T
H16ELIPN BRI RGN WA, &5 #8kbE L
THHEPBEONZVTAREEND A2 L Hh 5. FHI O
S#oLEEERET AL,

7.5 BH| O Ti5-MiE%. AF 020 B O TS5 Tl
EREED 2 WHE, 5286 L TORENES L
WHTREHEDS D B Z L 6. AF DGO LEM % B
qTazzk,

8. EELEFIIE

8.1 AFNIIL-12/23D1EH % BIRAIZHIHIT AFEHITH V) |
BRD ) A7 ZWRKEELAREEND 5. 020D, K
FOFGIZE LTI, HaaBlgErirv., BIEDORE
PHEICERTAZ L, BEOBEIIEREH S DR
AR, EHICEREISERT S L) BE 2 iRET
HZk, [1.1, 1.2, 2.1, 9.1.1, 11.1.2%H]
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8.2 AFNFK G2 o THREICHET 5 50 %2 &k O

XIEMA TN 2 A % —7 =0 ¥ —pilEBEsER 1y X
V7)Y RIS E T, MERECTHRES 21T7) 2 &
&0, B OF L TERET 5 2 L,
F7o, REFEG RS, WEX RSO @Y R R T =
W AT ) 7 ERERED I T EE L. g
g0 e (Fpked 0%, REMA. 85 PEE L
AT R (YRI5 & ) B ICIRE T b
ko [1.1. 1.3, 2.2, 9.1.2, 11.1.3&1]

8.3 ARHNIIL-12/23D1/EH % #IRWIZIIHI T A 3EH]TH D |
EMEGEEOTREEDSDH ) . BRRBRICBVYTHIER
O R DA O B IER O FB S HmE SN Tw b, K&
OREBARIIIIETIE R VDS, BEE OB I3EE
52k, [1.1, 9.1.3. 15.1.6&5H]

8.4 A7 7 F VIR A EAUERIHO T fEtk % 58
TEXZWOT, RANZ L DWEFERIE, &7 27 F 0 25
LawnwZ b,

8.5 oD A=W HLH A 5 AT 3 B Y AL IRAE Oz I D
THEAOREL BRI L &,

9. HENE=EHIHBEHICEHAT IR

9.1 BHHE - BMEEZENH2EE

9.1.1 BLE (EELBRPELRS) ODBEHE. BEEHIE
hhadXIIEREREEOCREEDH 3 8E
G E & AL I BRI S A BENDEH L, [1.1.
1.2, 8.1, 11.1.2&H]

9.1.2 #BOBEEEE+E T 2BENIBRZBLIEDNI S
BE

(1) MEOBAERELZET52HELE T, MR IEHLIE
BENDH S, [1.1. 1.3, 8.2, 11.1.3%K]

(2) WEROBEREZ AT 256 LB 5 b 5 5
BT, EEOTRRFED S HEMICHRTAZ . T
FEOWVT D BEITIE, iSO BRYEICD W TR
RERAAT DR L EEEO T, B E L CAKI oS-
TARNZ @Y 2 P 2 %535 2 Lo [1.1. 1.3, 8.2,
11.1.3%8]

- MR CRUB MR AT A i E SN A B
WERATHBHE

CREROERE WiEEEEet) 2 AT LEE

A =T 0 yylEEERERR Y NV 7 ) v RS
FEOMAIZL Y, BEIEGDm < BEb L b BE

BB L ORISR A5 A B

9.1.3 EMEEORETENDH 25E. EMEEERHEL.
AR MGEEEZRL TV IEE
EUMEGOBAREOD L BHEZ NG E T LRI FEE S
ncTwizv, [1.1, 8.3zM]

9.1.4 PLIVF  EEEE 2\ -BE
T LNV Y RERE Y 2 BEIZB U D ARFOMIC
OWTIEHFM SN TV WA, BFENE 7 LIV > ik
BB LG 2 BN H L, HIZTF 714 T7F v —
x5 27 LV RIEREE T T A R s
722 0HLBEHEIIONTITEETLI L,

9.1.5 7 v ZABIEDELEE I FTREMD H 3 B
TULUVF—RILE2RITIENHLOTHERETLI L,
GRS O H N — &, WK T & (T 7 v 7 AHi%
W) &t

9.5 1T4®
TR SR L T AT BRI D & IS IE, EBE EOF
wiEDfakattx RS L I SN AL IZ0OREG-5 52
Lo RHNEH =7 A F VBN TIREANORITHERE S
TWBA, E - IGIRFHEME R OESEEIEERO 5Ty,

9.6 ®ILIF
EREOFEFZMER I REORFMEZEE L., 2o
MEHEOE P Ik BT 5 2 &0 AFIOE MBI LT
NOBITIIARHTH 205, BEER () THITFA
BTS2 eI N TV 5,

9.7 /hR
INBEEDBE RS & LR RERIZ TN L TV,

9.8 Sk
JERESORBEHORBICEE L, o528 E27) 2
Lo —RICAEMBERENMET LTV 5,

11. BI{EH
WKOFEWERDSH 5 bND I EDNHLDT, BEE 4512
T, BEFIROONZEEI3ES 2T 574 &
Y iE %47 2 &,

1.1 EXGEHER

M1 7F717%>— (HEARH)

895, B2HEE, MEFESEHSLNL DD 5,

11.1.2 BEELGBREE (1-5%Ki)

TAINWVA, M DB VIZEREIC K S EE 2 EYIE (FH

g5, B, BRI, BBR. RN OREIEYEES) 2

HobNDLZENDDH, BERIBIIENEH L2 EIC

. BEARET S F CRAOEGE LwZ &, (1.1,

1.2, 2.1, 8.1, 9.1.1%MK]

1.3 R AT

DSBS LT 2B B B, [1.1. 1.3,

2.2, 8.2, 9.1.2&M1]

11.1.4 BEEMRX CHEEARH)
WL, DR REE, SEE BE o RE (R5E) H50
SN7ZGEIIE, ER P IR, ESCT. g~ —
h—EOWE R ERT S b, MEMMEE b
Bl3FG 2k L, BIBRE RNV E CFH OG5
YR EEITH 2 &

*11.2 ZOMOEIER

1"

56U | 150k | 1%kl | AW
B | LAtk | SR
)
s | WEstesE ] OF e
28 U i
= s, #A
FEHEE > o
, T
BT b T
R, AVESITEHG | S EFRE KPR
911 OHER %
R
s L, WL | T
A 5. 75 | SHE. BRI 1
s A % e, BLEME
PR KRz fiE
B | . T
O 2L i
B
SHREER VERFRL | SITHE
045 R .

14. BALDIEE

14.1 EFIRSHTHOEE

14101 HGANCHEE2L S B LERICEL TR E
DWEFE Ly,

14.2 EFIRE5EOEE

14.2.1 B8 DSR2 A, IS ICRE 2D AL, S
FRALAIZIES L v &

14.2.2 H5ER071E, EREEE. JEER. RBRELSUSEEAE F

L\ [A—HFT~#E D B LIEST 5 2 & id#r s 2 &,

15. ZOMDEE

*15.1 ERERfER (CE D < 158

15.1.1 S tec e (BIEEM W2 40 L - BE 2 &)
B e Uiz AT F X< 7RG 5 o FE P R
HERZ, 728 TOHMTEBEIN TS, T2, &
TR R E L2y AT ¥ X~ TR YRS HEH o
WA VR SR IE, SEME COMMTEREN TS, B
HIE Mz % xS & L 72 oV R BR324 A £ T
MTERENTWD, T2, 70— 2K OTEEERE
KTIE, TNENERIGE L 72 0 [ 1S3 7] i R 2t 8k
(7 27 % X< 7EHERH % B 55 1R K % EE
H) i, 52 F CoOMMTERmENTNE, TNHD
WM %282 727 A7 F 2~ 78K 0 E B %56 0 2 41k
WZAEN L TWZe Wy,

15.1.2 sE i (BEENEL2 A L BB 8T)
Fxtg b Lz ENEERBICB VT, ARG X D153
BIH1060 (6.5%) AS723EHE £ TICH Y A7 F X~ 7Huk
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Btk e e ). BEHERER OB EEGZE Y SRE L
MR R RBEICB VT L, FARS 12X 15.2~12.4%D
BEPMI AT F A THMEBEL o720 MY ATH
2T AL & % - 7 BE TIRBEIRIGILT A1
A& LNz, T2, HIERORFNRTIATHF AT
BiMEERAORSICLY, zo—-viFedg e LE
BRIt E RBRIC B\ T2.9%, BB EEZNR L LI2E
BRI E RER B W T4.6%DBENRFNENIH T AT F X
T THUEBYE L o7z Y AT F X< THE D &
T o 7o BE TR R LT AR D 5.

15.1.3 S84 oS & L7 R RBRIC BT, B
FRRz AT ABETRETHSHOMER Y A7 F 2
RTD T TEENE L BEIEER A A S N

15.1.4 Sz 820 L Rl 3 Seise s & 6FH L
1o DR W R ORI IHEL L T,

15.1.5 AH| & OBEMEIZH S H» Tl B wds, @B W T
W EVE IR R (RPLS) OERIDHE XhTwb,

15.1.6 st o F iz e, PISEMRGZE., 7 o—iF,
BB EEZ NS L LZBERRE (BIHROETHER
BR) IZBWT, 7T Rt BB AR o IS B A % B
EMREE O BB L, AHFS8H50.11/10004E (1
Bl/920N4E) . 77 £ K58 %0.23/100 N4 (151/434
NEE) Thotz. FEMIERMMEOBBEE X, KA
5.8550.43/100 N4 (461/920 \4E) . 75 & Kix5BEH
0.46/100 N4 (2BI/433N4E) THhH-o7z. 7z, HEED
Rt EBHAMIIZ BT, 67094 (11561 N4E) \ZAFIA RS-
Edz. FOBEREA PRI .0F T, B ticE % 5
F L LR RAER TIX3.34E, PIETEME AR E L
MERARERTIX1.04E, 70— Ve ag s L BRRERT
120.6%, EEMRBEEZ S L LZERKRERTIZ1. 04
T o7z FERORERN M Z B CEMREE O BBRE .,
0.54/100 N 4E (62f1/11561 A4E) T, FE74 b DT
M. ERERE. BalE. LB Th o, RARESHT
G SNTEEEHEOBBEER., — S AOTTFHIEh
AEBURAE LA TH -7z (B bZ4 L © 0.93 [95%
fEHIXE - 0.71. 1.20] 48, MR, AFEIC X D HHIE) .
I B i B W O ZE BB 130, 49/100 N 4E (561711545
NE) Th o7z FMIEEMIRE & B M A B o
BRI TH ) — AN TTHE &0 5 BB & [[RE
TH-o7z [1.1, 8.35H]

15.2 FEEERRERBRICED 1§k

15.2.1 FoEEOIL-12% OIL-23124F L CHANEMEZ R &
wizd, PARERBREER SN TRV, (FolH
DEFIVIZBWT, IL-12/IL-23pd00BHEIC L b, Ei
FEE OB A HRE EnTwaY, 72, IL-12KUIL-230
WHDOBEFERBEET T AT, BRI AR
MR ORERAARE T Y, BEHEEIWMT S 2 &9k
EXhTwa?,

16. P ERE
%16.1 IR

(BRMEERUNHELEZE

16.1.1 BiE%S
VEEE B\ AHI 22, 5mg®, 45mg R U 90mgx KOl TG Lz &
%, My A5 F X7 SRR 56.99~10.49H %10 R B
FE(ZE L7zt R93EOM LN TET L. miFhy A7 %
XY/ DCra ke FAUCwIE, 22.5~90mg? A RHHIc B THE
CIRITHE LT L 7

8

—@— 22.5mg
—O0— 45mg
—a&— 90msg

MEPEMRE(ug/mL)

12
BRRE G

16 20 24

ERBECHHEHOABRTRELELZO
MFRI 275X TRERS (PRE, &68)

RPHENT A -4

i 22.5mg* 45mg 90mg
Conax 1.44 2.77 9.58
( ug/mL) (1.21~1.70) (2.63~3.38) (7.23~10.20)
Tmax 6.99 10.48 10.49
(day) (4.76~12.24) (4.73~14.00) (6.98~13.99)
AUCw 61.3 109.4 242.7
(ug - day/mL) (49.2~75.8) (96.9~171.9) (195.7~272.3)

R (TUSHREEE), 560

AH) DAKTE FH (2 10145/90mgTH 5

16.1.2 RS
WREREC0, 4B R OFF D128 4\ 2528 B ¥ TAA45mg Lid
Omg# FHEE FTHE LAk &, mFh v 257 % X~ TRERS
F#G288 H F TICEFIREBICE Lz AH45mg i3 90mg % FAE
BTG5 L X, EFRECBT2MEFYAFFITDb
5 7 @O it W FN0.25~0. 31 % U°0.55~0. 76ug/mL T
HY, HRICIFTHFLTER L2 ¢

16.1.3 BEOFE
TERBF 2BV T, AE100kgE D BH [T AHOmg &G Lz k
XEOmFEF Y AFFXYTOMT 7BEIIEEIOOkgELT O ME
CAH4SmgE G Lz L X EABRETH o720 FHEAT—5) 9

(7 O—48)

16.1.4 RExS (EEHFREFRR)

BARARUSEAD 7 0 — Y fFEEV, FAOSmHESAE, &
UZ OHSE ST 1 2B ICAH9Omeg % B TS5 LAz b &, i
AT ¥ XY SRR B O TR CIcEFREICE
L7ze BRARUNEADZ o — 55 B HICAH90mg % 88 b
THREE TS Lo, EFREBIcBY2mFhy A5F X~
7O b T 7IREO R EE R FNL.02~2. 14ug/mL (n=7~9)
R UL.98~2.26ug/mL (n=74~115) T#H o720 HAARUSE
AND 7 v — 7 55 BE AHI0mg % 1 28 s TRERE T 5 LAz &
i, EERBICBI2MEFYATFFIITOL T TREOHR
fili 1 = #h0.37~0.70ug/mL (n=6~7) K& U0.62~0.76ug/
mL (n=75~103) THh o7,

GRIBME B R)

16.1.5 RExS (EEHFEFRR)
HARNANBUHHEA O B ARBAEE T ARH O Sl Es %
B % O%SHE T 128 AHOmg % B TS5 LAz & &, M
WY AT ¥ X S@EER20 B O TR 56 TicEmRE
FE 720 HARANRUHHE A ORI AR 288 (- AR H90mg % 8:8
MW TREET#RS Lzs &, gFRECBT 20l Y 257 %
ARTDFT 7REO PRI FNFN2.46~2.96ug/mL (n=17
~18) K U2.69~3.12ug/mL (n=131~148) Tho7zc HEAR
UL\ O T 385 1o B 4 12 AR 90m g % 1 238 B B C BB T 4%
HlLktx, EFRBICBI20FFIAFFIITOINT 78
FED i F N FN0.86~1.03ug/mL (n=17~19) & U0.93~
1.23ug/mL (n=122~141) ThH o7z, 7

16.2 URIR
ZBE B AR % B o #IR 4% 5. (0.09. 0.27, 0.9, 4.5mg/
kg) XidHEE TF4#5 (0.27. 0.675, 1.35, 2.7mg/kg) L7z
EEDMGEFIATFFAYTBREEHCTHEB LA, YA57% X
YT EETHRG LAL X0OMMH L4 7L 5E) 71138
57.2% & HEE ENdz. FHEIAT—%)

16.4 R34
YAFF XY SIE, € MgGIHROHETH 22 Lh o, DR
gErus) oY RSN S LR EN D,

*17. ERPRAHE

171 B RURLM(CAIT 2R

(BEMEERUNSHELEE)

17.1.1 ENEEFRRRR (3 1/ IR
HEESED b EAEOREM EE % AT 25 H iR R B EE ST
B (RERESOWRE;EERER (BSA) D10%El L, 72PASI
Aa7HhL2P L) BEEHREL, 79K, 9AFFXITS
45mg R U90mg% 0, 4Bic#5 L. DREIZEEICY A 7F X< T
252l % TG L7279 L R B EEH R BGRER L A.
128 OPASIEY 2 2 7HR— A T4V 575%8 Ekd# L7z
HO#E (BLF. PASITS) % TFRIIR T, 128HORFESEIC
B BPASI7TSIE, 79 RBIC N TAHBICE ot FDFK.,
BRI ERLABEE X TIRIT— DM THEB LA ¥
#¥1) Psoriasis Area and Severity Index

5 7T 45mg 90mg
- 6.5% 59.49% 67.7%"
128 #%PASITS (2/3181) (38/64471) (42/62)

a) : p<0.0001, %77 t+KB., Fisher®FHEIRSE
FAN45mBE DRIV A BB L, 87.5% (5661/64B1) THho 7o
EEREEAE, SIEEZ27H) (42.2%). PIERAR6HI (9.4%). B
5B (7.8%). TFHIAB (6.3%). €9 FHE2f (3.1%) TH-orz.
AFNIOmgBEDEIVE A SEHMEL, 87.1% (5461/6261) TH o7
FE LRI, BIHEEA266] (41.9%), <HE3H (4.8%), E&GH
IR (3.2%). HERE2H (3.2%). Wik26 (3.2%) Tho7z.
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(7 a—29%)
17.1.2 EEHFEERFRRE (8 I#HKR)
FESED S BREDHFEH O 7 v — U HEE (B ARNEFI206 %
H) 2R E LAFAOFEARBRD LSBT L AHRE 2SR
2. 79 R I AAIOmg (S K i 12:HM ) 2B T
B LHMRRAREE ER L 2. A# 0H A RSB T8:H H iZclinical
response®V A5 5 M- 85 (- 1) 3 A 5448 H Dclinical
remission rate®? % F#K{(Z/RF. 4438 H iZclinical remission’¥5
LNAHERE OB E R, 7T RED3E.9%IZx LTy AHI90mg
DSF M B 5-BE T53.5%. A<H190mg D128 k4% 5- 3¢ T48.8%
T&’)to &
#1) Crohn’ s Disease Activity Index (CDAI) A3 7DX—2A54 i b
DL00H A ¥ FALDORA (— A F 1 ¥ OCDAIA I TH2208 A ~ b
A k2484 4 ¥ LT OBEH 22w Tid, CDALZA I 715084 ¥ b
Fith % R L CTve2z#4, clinical responsed*fif Sz b Al L)
#£2) CDAIZA 37 <1504 ~ b

o2 ae 90mg 90mg
wok IR | sammks | 1zamms
Clinical remission rate S50 53. 5% 48.8%5
(47/131) (68/127) (63/129)

a) 1 p<0.01, #¥7"F KB, Cochran-Mantel-Haenszel# £ —FiR5E

b) : p<0.05, %77 X, Cochran-Mantel-Haenszel £ —FetfisE
AH#190mg 8:8 [ W% 5- B OEIE A FIRMAE X, 29.8% (3961131
Bl) Thoro TEREMEMIE. E5AMRY6H (4.6%). BHS
B (3.8%). SIEEZAH] (3.1%). SHEREEIH Y3 (2.3%).
B3 (2.3%) Thote
AHN90mg 12:8 [ bd% 5 B ORI A BB IX, 25.8% (346
/13261) Tdh otz EREMEA L. BRE46 (3.0%). #3361
(2.3%). 03B (2.3%). EREMRG2H] (1.5%). SIEHE 26
(1.5%) . F&&260 (1.5%) ThHor,

GREMEXIR %)

17.1.3 EBRHFEKARE (38 IHKR)
FRERAED & EAEDOFEEN O BB AR L EE (HARNER2H %
Bt) ERRE LRAOBEARED BT L HBRE EHR
12 79 FEAHOme (SHM R X128 ) % B T#5
L7488 % M 7o 4438 H I clinical remission®! $3 50
REREOMESE., TSI FHD24. 0% LT, A#90mgD8
W P 58 T43.8%., AHI9OmgD12:H [ bedk 55 T38.4%TH

b=l f:o n
1) MayoZ 372U T, 2w Fhot 7237 H12BLTwihvls
o dr o3 90mg 90mg
Lt TIEE | samms | 128mEks
Clinical remission 24.0% 43.8%" 38.4%6”
(42/17541) (77/17681) (66/172f1)

a) : p<0.001, ¥ 77K, Cochran-Mantel-Haenszel# 1 —HiR%E

b) : p<0.01, # 77+, Cochran-Mantel-Haenszel # 1 —t&E
AH#190mg 8:H M W% 5B OEIE A FEIRMEEIL, 26.1% (4661/176
Bl) Thoro EEZEWEAIZ, ERERYESH (2.8%). 555
B (2.8%). EHE3B (1.7%). BE3H (1.7%). HEEHARIES
Bl (1.7%) Thot
A#|90mg 12:8 Mk 5-F OB BB L. 17.4% (306
/1726)) TH oo EREMEME. HEFIF (1.7%) . BIEIRE3
B (1.7%). B3 (1.7%). ESGEERG2H (1.2%). 526
(1.2%) THo7

18. FEHFEE

18.1 {ERF
In vitro RBIZBWT, AHde b4 ¥y —o 4 F > (IL)-12R
IL-23% 83 2 p407- A HH 7= v MR P OB VEMET
FELY, IL-12RUIL-232 5B EE~OR &2 HE L2,

18.2 EEBEH
In vitro R\ BT, IL-12R FIL-23i2 X o THEM L E R B~
WA —THIIBR O F 2 5 V% 5 —#ila 7 & O 5H5E Liila DM
KA > 7 F WAREE FIZIFN-p, IL-17A, IL-17F R FIL-220 5
WEIIH LA,

19. FXRS ICET 2E{LEHMER
— B Y AT F XS GRIZFHEEZ)

[Ustekinumab (Genetical Recombination) ]
SF3K - Hil  ComrHaaoNs2OsnSiz
L#i CisHiseNzaOaxSs
148 ,079~149, 690
YATFTEFIXIIXTSIE, M VI —u A F-12RA TV F
— oA FY-230p40% S =y M T AMEFHBA L
FgGlE/ 7 2 —F VHETH 5,
YAFF XS, vy AILo—v (Sp2/0) Mz kY e
EMb,
YAFFRTSIE, 44O T I I BBEH,S R BHH
(y184) 253 FRU214ED 7 2 7 BBEIL R AL (k
#$) 2 FTHRENLEY VN2 (5F& - 148,079~
149,690) TH 5,

SFE
FOE:

ST
Yoty 77-vhAat

T101-0065 MARBFUHX F#HEHE3-5-2

20. RV EDEE

201 WL RE LRV L,

20.2 AHNLERRF T2 LEH D 50, ER BRI 5T
NI,

20.3 HRE LBV &,

21. AFBRMH

211 RE#ER) A BHEEB ZREO L, AYICERTLI &,

(BEMEERUNSHEMEE)

21.2 KRB AREREEREEEZER L. AFOREH IOV Tt
ST A E LD, BREESORBESOLENRSHOR
U R UAHREICOVWTRET 22 &,

22. Ak
0.5mL [13Y ¥ ¥]

*23. FEXH

1) Langowsk JL, et al.: Nature. 2006; 442: 461-465

2) Maeda A, et al.: Cancer Res. 2006; 66: 2962-2969

3) #PEHE : ENES T HEERFEREAR (JNS009-JPN-01) (2011
#1H21H#RE. CTD2.5.3.2)

4) HPARE  EIRS T/ MAERRBRER (JNS009-JPN-02)
(201141 A 21 HA&RE. CTD2.7.6.7)

5) #EPA%ER : SHEIS AR R AN (PHOENIX 1) (20114E1
H21H#&z2, CTD2.5.3.3)

6) FEPIRUEL © EIPREF 4 A EEPR RSk (CRD3003) (20174
3H30H &R, CTD2.7.6.4)

7) #PIEHE  ERREEF S AR RERRE (UCO3001 i@ ks
W% (20204:3H 25H #&RE, CTD2.7.6.2)

8) Tabrizi MA, et al.:Drug Discov Today. 2006; 11: 81-88

9) Luo J, et al. : J Mol Biol. 2010; 402: 797-812

10) #HPIEHE : v A5 F X 7O FIL-12% OIL-235 FI/E s
F (20114E1 H21H#&RFE, CTD2.6.2.1)

11) #A%EHE : v 257F X 7O FML-12K FIL-2350F/EH O
ERERIZI R (2011418 21H&GE, CTD2.6.2.1)

24. XEERRERUVEVEDES.

(- 70— 9% - RBMEABRICET 32 6MVEHE)
Yoy 77 —3IMAEH ATAANAVTH RA—varvkry—
T101-0065 HUiART-4 H X PG H3-5-2
7 —# 4% 0120-183-275
WWW .janssenpro.jp

(70—20% - BREMXBRICHT 3 5MVEDhE)
HA=ZFRERRESHT (FTHHHEY 57—

T541-8505 AW ihih J P AERT 3-2-10
7Y =¥ 4T 0120-753-280
A9 1 00~17: 30 (- H - LH R UEHKHE 2K <)

26. BUEIRTEES
26.1 BERRSETT
Yty 77 —<vHAEH
T101-0065 U ART-4H X P44 H3-5-2
26.2 BRFETTC
HA=HRERR S
T541-8505 A i X EER] 3-2-10

-
janssen )’
BT

HI=FRFHRA4

KRR R X i % BT 3-2-10

"

JP5030570N
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3k

| B O STBEBIT 5 T b

*:%ggﬁgg§@¥ww € MUk basprd 577 Y E yu—FubifkRA [ BAEERSSEES 872399 |
. I ETTES T E W E T T |
& 1 AR, 2~8T ~ ' 3 -
B mn, U I/ smmtR300mg [ ress | wa | e
{55 P HABR : S4A IC R D r 444t * | 23000AMX00483| 20184 8 F | 20184115
WBRACET 2 2 &, = N sk Zhhkikn [20194:5 A |
(RBMRATS < b i Entyvio®for IV. Infusion 300mg.
Sal il L A Y X7 GRIZTHEL) L

s

(% &]

< RhREHE >

L oBlige. BRIAiE, #5485 o i 2 ERAYEAHE EhTw
B ERUAFIIERZBHELELEA TR L
BEICTHSHEI L, BEFEMLACE2HERLZE
T B EoARESGEEYEE RS & RIS b
BFREDOARTEGT A L, Ty AHDFGITB W T,
WEBEEH D ObIBEZENHLDOT, Ralo
IS AT+ 5T B 2 B i F MR M o B LR E O b &
TR L. ARG HICEIER A5 B L 723561213,
FHEEKT S &) BEIEEES AT L,

<EEMKHE%>

2. KRN DEMERATI RIS, AT T4 F L5095 i #) 45
DEHZ+IBERT AL, 720 FHIZO2WTO+
3 7 Sk & R R iR O #RER % b DRl 23
ThrIE,

<7O—9F>

3. KA DEWZATI RIS, HEME. ATFo4 FLxRk
EREHHSEOEHZ T MRT AT L. /2 AANC
DWTOFSRAME 7 0 — VIRERORESRZ LOE
MiAsfEH$ 52 &0

#® 2] GkOBHICEEE LAnT &)
AAH DR U D M BUE DR DD 5 BE

[#ER% - 1K)
TR NFU AT
(154 7 i) (RAZ TR 7)™ 331.20g™
LEAFVY 25.33mg
— L-B A5 ¥ VIERE KM 23.63mg
(134 7 i) L-7 Vv¥= VIERRIE 145.34mg
R 552mg
E) Y h~— 180 33Ing
P4k SRR Y E W IR LN B AES 5 S
(s A W)
pH 6.3
S # 1™
(B EE VA 5 1)

H2) AR RIZFHIRAFEMWICE ) Fr 4 =—AN2 7 — PRIz H
WTRESh D, BEETRTIN) 7Y ¥ (77 BEBEE), #E4 VK
B (7 VILEE) 2 ER LT\ 50

TE3) ARG IR OIREEZEBL, 154 7 6300ng% EHT HICR 5
BEERT A72DIGHRFHENTE Y EHFKLSnL THMF L7oH
HEREDS 5, SnlilEF I HEIE300mgE %5,

TE4) VST K4 8mL CHE . A B FUEMI00mL THR Lz & &,

(3h8E - 2hR]
O3 A & T DR YA 2 O Wi e UHERFI S (REA7
WCHRA+ T RBEIHD)

sk QHEHE D & THAE DTG 7 0 — > 9f DG i B OHERRE 8 (BE

IR TR+ 2B ETRS)

kK

<#HE - HRICBET BEALORE> -

P <TEEEAKRR %> i
| BEOBERICE VT, WOEWRE(RTFOA FL TS |
L F T V) SO R EREIToTH, RBISERT 2

IS PR ERHIERDR Y . AH ORGAGEY) & LA |
| BT S k. ([BARER] DHBH) i
L <70— K> !
| B EOBHHIC BT, R IE MO EYHE(R T 4 F,

| THFAT) V) OB RIMELTo T, KRICE

T B S AR ERERDRY . AAORGAEDEH |
i Wi L7238 08535 2 & ([BRERERE] WS ) i

(A% - AE]
WA BN R Y A2 7 GlfE T 2) & LT 11300ng
EANMET 2. WEBG % 28, 6MITHRS L. UkSH
RIS B

()AH % 335 LT b BB SUS A & vl &, il
HEHET AT L. ([BEREH]OBEH) i
(AANE, ARk WA GERAD TH Y, GHMICHR |
PSR & T L7, BRAH TR |
¥ 5o WRBEOFRWL 05 LD CTEMBHIRAR |
Hypz e, (EHLEOEE]OHSH) !

|

[FALDEE]
1 EERES ROBEICEMEEICHRSGTAIL)

(1) AE O B G R YE AS5E D B IR (A AN 50 BUS
2RSS AEHZA L. EWRRERSITEELZ5 250
s ds0T, +HICilBET A L] ([BE] [EE
BIEARMERE] RO TERZ2EVER 0TS HE)

CHEH OB RS E (RIS B OBMERDH 5 BH R UMW L
VIV ERBEETT RS A RE) REE IS LX S
BEBEND D A.] ([BE] [EEREARNER] LOTER
KR | DIHER)

2HEEAREANER

(DAAZaspr 4 Y5770 VICREE LY Y255k oifE %
T A7, BRYE AT B RIERRITEE % I e Ds
Hb, Wit MILIE, ¥4 PAT T VAER, VAT
) T HiE Je OF H AR IR 55 o0 T 0 IR E B E IS oW T,
BAYEN T ¥ ba— V&N 5 X TAAIOHEG ZMEE L 2w
Tl AHADEGITBRE LTI T4 2B E2TV., EKYYED
FEBLRREIHERET 5 Z & AAF G- AR 2 RAYE %
RBLUZEIE, R SE ) 2 LB 24T, TERYYE DS
AV IO —VTELIIC A ITRESEZRIETAS
Lo T BEITHL. B BEREDNDSbDhLYE
i, RN IR AT A & ) Rl A L. ([BE].
MATEL S ] RO TRARZ2EER JOEHSR)

(AP 5T Lo TR 2+ 2B RO L ~
PP UBREICMZ, 4 V¥ =7 xa vyl EY
NV 2 ) YRR EATV, EEWHSCT RES%217) 2
LIZEY, WBREOAELHERST S Lo BEOMARE
2HT AYERUEERESSEDNALEIIE. B0Z

1) GERIE - B -RMSFORSEI LY EHT AL



PRIEERD B B EINAHR T 5 2 Lo T OWT 0 BH
i RN E U TARHI O BT B ) 2 BUki 3 2 45 55

5Tk,
1) BB (e s C RN PR AZ IS G 8BS 5 D HEE S N B B
AT BB

2) WM OWGHIE (M2 o) 2 6§ 5 8%
A vy —7xu rylEHERER Y NV 7)) v B
FOMAITL Y, BREGEm  SEb b B

4)FERBR & OWRIEEMIEL AT 5 EH
F720 AFFEG RS, BERL > U AR 0 @) A
2 EWIICAT O e RO BBUIZ IR L. BEIC
xF LR & 5k 0 SER S S B L 723 (Fibe 9 2 % 6 3EE)
IR PRI T 2 L OHAT L L, B,
OB ESMEE S NG A IIARR E G LnwZ &,

(3)AFH2 - B AR FN 545 T %2 B LN Bl 5 7
F 7 4 F % ¥ — X Infusion reaction (PP R 8, &8 R
MOFERE. WAL, 3B, MEZEE). ARSI 12T
TEBET AL, KROEGIETF T4 5F TV —REED
Infusion reaction DFEHLUMi 2 TEREKFIZ T3 R FIB25T
ELMEMGEIT 729 Z CTHIA L. 5&THD A 7L
A 2 (M DRI WP ESE) . BRRARACAE K OF F AR TR
F BEOREL THICBETE L, BREROLN
Wraiid, EHICES 2L, MU nEEZ T & ED
WCVERDSRIE T 2 F TREEZ T IS T2 L, F72,
G- E2HEHT 256120, BEITIN U T 584 W U CE
HICEGT 52 L, ([BR] RUTEXRZEEROEHBR)

Wb A 770 YERHETHLF 5 ) A TITB VT
AT % BN IV RUINE (PML) O3B E SN Tw b 720,
F I AT 2 B\BITG ENT BB AR G-I A
WEPMLOFEHIC T EET L2 L, /20 FHYRXTT
ARG EINTVWLERTIR, AFLOHEZRITLZ L,

(5)AH L AL D SIEIHIVEH 2 4 3 2 =M ERAOPEHIZ O W T
FERRERIIFEE L T anizd, KA Oz 5 2
&

3. HHE1ER
HAEEBINICEETSAI L)

A 4455 i ASE IR, - i 1 W - falRx T
gy Fv WAL s F o (B F XD
DIFENZFED HEIR | IEYEFEBL O fE
BEBLZBAEC|ESEETE R
. B AR ML A AT | Vo
Ik,
4. 8l1EA

ok KGN ¥ T O EIPERRRERIC BV TAFIZ00mg % 5 S vz

43761 H1 10951 (24.9 % ) 12 BRIR AR A O 5L 5 % & S8R A

AOLNTEY, EREMERIZY A VAW EEE RS9 6

(21%). #861(1.8%) K OEBERE %5, Tl BB,

BIETE. 8545 7H1(16%) TH - 72,

F 72, YRR RER I BV TARAFIZ00mg 7 $2 G- & 1721,922651

HH64241 (334 % ) I BRI AR A O Bw % & L RITER 25380 5

NTHBY., EREMENIERSIN (4.6%). HE.L6661(34%)

T O EAGE G440 (2.3%) TH - 720

(WDEX&EMER

%3k 1) Infusion reaction (3.6% ")

7 F 7 4 F % ¥ — % Infusion reaction (FE-UE A ¥, 4%
SCRERE. FRRIE. WAL FE9B. MBS
EVNHODLNDEZEDRHLEDT, BEDIREEZ 512
BETHEELIC. TF 74 7F Y —RHEEOD Infusion
reaction 253 SN2 A I, &5 2dak L., @Y%
Ui (BN AEAL AR A], R R - A IV
CHIOPG%) 2179 2 &, ([BRIROTEEZIEARY
1 OHEBK)

S s

sk 2) BE A RBZYE (1.4%™)
Wide, WME, #i8%. VAT Y THE. 4 AT av A
VARG, HRLRGSEOHE R RIS ENH bbb 2
ENDHLOTHEEORELZ HICBEL. BRENRD
LN AITE, S PIEFEOBY R LEEZITH 2 &,
([EE]. MEERS IR OTEERERNEE I OESHR)
dk 3) EITM % Bt B ERAE (PML) (BEERER)
PML OFBIDBHE ENTWBEDT, BIELZ 451247V,
PR, DUJBORRE, RRJDBERERE T, JGERIE. SRR
D PML 23 gD N A IERDFED b N7 WA 1T H e 21
B2k L, Y% L % Lo ([EERIEARM
TR I0HEBR)
(2)Z Db DOEIER
DT o &9 %EIEM 2580 SN GAI1CE. BB U,
Beh ek 22 S @Y R0EET) L,

4 A =

19 <

01~5%" 0.1% A3 ™
1) FBEHEER | W
2)H{t3s L
3) IR 2% BN B . ik
1) RE 95, € 9 IEE
5)8 - BRI, TEbiE. PUBOE
*%| 6) Z D1t FEH, KRB X ERE | SRk
B, £ V7V v,
R SRS, 57
T15) A 0 [ MG SRR 3515 2 i
5. BmENDEE
— M F R TIE AT RE CRER RS 2K T L TWwW 5 o

T BYWESORIERORBICEE L, o252 4) 2

L,

6. 1117, ElF. RIBEADERE

(DI O3 R L C w2 W REE D H 5 M id, B RO
TS B A 3D R WA faklk 2 a5 & HEr S s
LA OREST L2 L, (BB (F)V) CHEARI &
AR % P25 L 72 BEB ) O 53 1 4\ 2 FUAT- o0 it v 20 © AR
AR ENTzo IR OB GBS 2 eIy L Tw
2\ ]

AP OLEICIE, HHEEOFBAOF M Lo -
O 2 fEBE % £ 58 L. BFLoRKE UL PR % E
T5Z L, [b P THRHTANORAOBITIHIEGE ST
B P KA DI O RADHEBEIARYTH %]

7. NREADES
HEfREIR, HraR, LR, SRSUI/NEICH T 524tk
WEAESL LT e v (TR AT 22 ) o

8. ERALDEE

ARE OB, HERIVRIETITY Lo

(155
DAL TARS 7))y TF 7% vy 720 A L, T4k

W7 Vva—VHTRENS, T2ahoh.L2@LT
INA TIVIZI8 ~257 — Vétft& o) Y I EFFA L.
FAEHA U ) I HFENHAKL8mL % /81 7V D
BEHNZfm o TN D X ) IZIEAT b,

DN TR LW ) & NE S, Bz
BB 5. FTOBIINA TV RIRESE20) ETFICK
AW L, RUEHBSEE720I1C, N Tz
2050 HEHE T B0 200 1R ICIIRDS AT Th o 7234
WZUE, B EE S 7RI 100 M ERE T 4,

3) VAR L - SO TE A UL S 0 L M) SR
CTHDHIEEMWRT Do BRI THED SNIHE
WKIEERLZ2WZ &,

D ERBITERLPICHNT B 2 Lo L2 FIRMGRES
PICHRL A ICIE, 2~8CTHRAEL, BIR%ES
RN R T B &0
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2)%R

D) L7 2 R E AR SA 7V 2 A 230 BT
Rin &, HEICREGT 5. B LAFERSnL 25 7
Wi HI8~257 =V EDY ) Y IUTHRENRD, H
JR A B EL R H100mL THRS 0 23y 7 2 Hlal ETFICK
RS, MECRETAZE, WAILRMLTERSR
Vi,

DFANIRAFA 2 G LT wizd, HREIEERH»IC
HHT B L. RUEHTHREERHIHGHEL %
WA, IRPRAE I EUR R B D U i 122 1 200 )
PN, &2 ~8C (s 8 2 \) TORFF TR siKi iz

HANBBEXERBECS T 2FXFRERSHFONNYZITT
DEDBHENTA -4

NG RA=% B 1HH 43HH
AUC (Day0-14)

(g day )™ 6 739(12.4) 1154(22.2)
AUC (Day 0-56) _

(g day /)™ 6 2511(33.1)
Cmax (#g /mL) 6 97.3(235) 1243(21.1)
Tiz(day) 6 946(105) 17.4(22.1)
CL(L/day) 6 0.258(16.2) -
Vz(L) 6 350(122) -

(BT P90 (CV %)\ Tvebd FATFI94i]

BEHETHI L, W) Fe 54 556 B B % C oo A - B i 46T
(314 5B
. 4o (2) P SR A & THE O H A N SR N 981838 % 0k ST AH
N} Vi .
DR SR CHRIRIRA L SR R 300mg% 03, 23, 634 ACMMHIE L, DUMES M IR C
Fror. ’ T 7R TSR T . Y
9. FDDEE 148 228 3058
(DB PSSR RBRIC 31Ty BE B S LTV 5 ARAI Lt 20 = =
:g)—&aﬁ{m HEADHE S Twa, ([BEREH] 0uz ‘8;* /‘SL'; 77BE | 17314719 | 1445+603 | 1377637
()M N REHER A % 1% & L7 BRI BT AH) (AP = MR ]

RG L-#BE TR, BORMELavIHRED 2 F V1

S 2 SIS O B A £ T B, D Fk (3)RSFIED & TAEDIEEIN H AN 7 0 — Vi BE 2 RITH

#I300mg% 08, 238, 6:8IZ AidiE L. LIS HEIR T
FURHHE L7214, 22K B0 DN K1) X< 7 DL

- (4 EhRE] b5 IR AT IR, ©
1. 3 _ _ _
(1)F A A P AN % % 6 8. AAI00mg% 0. 2% o 1 28 R
063 (1, 15%U43H H) I Al Lo X F Y X< T
7 DI R EHERE B W BE ST A —F X TidnE B (s /mL) 1120+858 | 9.10+6.18 | 9.01+6.88
3 . 4)
Y TH o7 CBEAT TS + B R 2]
150 2 ﬁ?ﬁ n

HHEI N D fEEER N % 3BT F ) A= 7450mg % iR P AR

Beh U7, A B IR By A= 73l e b o 72,

GHEANDT— %) (FF OARZH R [AE - AE]OHEH)
3. ittt

NFY) X< 7ide MEIgGlE/ 7 a—F Wik THh 5 Z & h

O WHEEDOREZ a7 ) Y OFKEBEF CLHESINE,

(ERPRAY#%]

100 -

50

ANRYZ 7 7 ik i (ug/nl)

. sk <R % >
1 15 43 e 18 211 1. BN I ARES R atBg ©
(a) (1) A#EE

oFEWHER T F, THEFFF TV, 6-AVh T
F7Y ¥ BUTNFaBFA D 5 A4 7% { L H1H]) THRA
+ 50 7R hEED O TAED H A NBBHER B H Z i &

BAABRBEABRBECS T 2FXFREREFONNYITTD
iR R RS (FLAT P51l LR AER )

1000 L7 R E MR % £ L7, AAI300ng L ix 75 &
3 R 0, 23, 6MIFIUHMIEL 7. SHH 5, 104
CRLY HFEOUFRITEDEE) THY ., KA T T LR E
- (8 LRI A R 2D D Do 72,

s SEERIEBER 108 5
1=
™ &§$M) £0)
LA FeT) Zoex | P
2 396% 329%
< o = (65/164%1) | (27/8241) 02722
i TNFa 532% 366% _
ot o | TR (42/79%1) | (15/41%1)
e e 16 2 %M [ HTNFa 271% 20.3%
. BB | (23/858) | (12/41%1) -

BAANBBEABRBECS T 2FXFREREHFONNYITTD
I 57 o FE S (FLATFH91E)



A8) U LT o4&l E L I L
- EEMayo A AT HN=ZA 5L U h5IERAL ¥ M ELERD2230%LL

LA
= M TAITHER=AF 4 96 1RA ¥ bR L 7
AT HB1IUT

11:9) ¥t TNFo BA B G o A % R N1 & L7z
Cochran-Mantel-Haenszel ¥i5E

(2)MEFFEEE
oY FE(ATFa L ¥, THEFE 7 v, 6-A VAT
7Y ¥ BLTNFe#H O 5 H 475 &b 1A TRHER
o5 T tpEHE D & TIRED H AR NEEERIG R EH 2 x5 &
L7z HE M BGRER 2 F2 0 L 720 AH1300mg % 3 101 (0 5.
2. 63) MIHEHERICKEA D S BHIC, DS
S S TAKIZ00mg X 1% 7 T & K & Sl EE L 72 608 1
HMOEMRITEOLEBYTHY ., AHEL TS L REEL
el U CRER TR IS ISR W SRR AT H 7z,
—_EERIERHER 60EF SRR

—EERIEEER S52BRER AR

e #15)
A Joex | PH
418% 159%
Lefk (51/12260) | (20712680 | < 00001
Hi TNFa 458% 190% -
sy | EMEESE | (33/7260) | (15/7961)
B | B TNFa 36.0% 106% -
IR (18/5011) (5/47%1)

H14) TR - 524 Mayo A AT A 2D T 0&TOHY T 2AaT7H 1T
11:15) #EE AL O JE HI K T-12 X % Cochran-Mantel-Haenszel #i5E

)k <7H0O—fR">
%% 3. ENEE M ABER R ER ©
%k (1)BEAFEE

oY FE(ATFaL ¥, THEFF 7 v, 6-A VAT
FFU Y, A M PLEY— b, PUTNFallH D) 54 7% <
D 1HD TRHEAT S SREL S EEOHANZ 10—
UIRBE R L U T EE MG R L 7. AH
300mg X1t 77 AR %2 08, 2.8, 6 BRI IEETE L 72,
G4, 10EREHOWERIEITFTROLBYTHY., K
L7 7 LRI L OGN R A EE R bk

FafgpR 1)
Al Joex | P
56.1% 31.0%
=tk (23/41%1) | (13/4261) 00210
Hi TNFa 542% 35.7% }
sy | TAREEERE | (13/2400) | (10/2861)
®H | HTNFa 58.8% 214% -
HIEAT (10/1741) (3/1441)

TE10) Ef# 58 Mayo A2 72N F 02 TOF 72 a7H 1T
11§t TNFo S4H i G HEE O 4 M % Jg Bl K- & L7z
Cochran-Mantel-Haenszel # 5%

2. @556 M AREE R ER ©

(1BAEE
oY FE (A Fa4 ¥, THEFF 7Y v, 6-A VAT
7Y v BUTNFa#A 09 L4075 &b 1A TRHRAR
T4 7 PR 2 O FOE O AHE R K B R S L
L HmEHbRE % I L 72 AFI300mg iz 7 J &
Rz 08, 2B MRS 6HRF N OWHERITITR
DEBYTHY, KAFEZT T L REEE L TRRHAR
A REICEWHEERDRD bz,

—EEHREEREER 6B SRE
&%%H{lb .
A Foex | M
. 471% 255%
et (106/22561) | (38/149) | <0001
i TNFa 53.1% 26.3% ~
sy | TRHEEESE | (69/130B1) | (20/76f1)
EM | 5 TNFa 389% 24.7% B
WIRIEA | (37/9560) | (18/73%1)

H12) 2 DT O&M% & bz Lad

- %fi‘/l}{[ayox ATBR=ATA4 Y5 3RA ¥ PR H230% LA

- ﬁ‘g;fx ATHR=AF4 H51RA 7 b YRR e+ 7
AATH1ILNT

#13) A AL O JE B K 112 & % Cochran-Mantel-Haenszel K 7E

(2)MEFFREE
o EYFHE (AT a4 ¥, THEFE TV, 6-AVHT
b7 v BUTNFa# #5547 < L S 1AD TRRAR
37 EE 2 & FRE DM E BB R REHE 2T F &
L7 BRI & i L 720 A#I300mg% 028, 238
P BT THER IS SGE SR DI BT, DU S T [ bR
TAFIZ00mg L 1x 7 7 & R % BiEiE Lz 52 R N D%
WARIETEO LB TH Y, RABET T HRBEL H
L THRMHAMIICA ISR W EA R 2558 b7z,

o7z,
“EEREEHE  10BF SRR
gt 17
iS5 Zoex | M
26.6% 16.7%
i (eu7op) | (3/7spn | 0148
Y TNFa 50.0% 250% -
sy | RRIE (9/18441) (4/16f1)
BH | B TNFa 19.7% 145% ~
WREA | (12/6160) | (9/6261)

7E16) 8% : CDAIZA 2 T AIRN—=2 54 Y H5100R 4 ~ F LR
17) $U TNFo A AERIE O 4 HEA2 ERIR T & L7z
Cochran-Mantel-Haenszel #5€. =K : 10%

Rk (2R

oY (R F a4 K, THFE TV, 6-A VAT
Y)Y ANMLEY =T, JUITNFa#AID 5 547 <
EL1HD CHIER TP EIELSEREOHARNZ 0 —
VIRBE ARG L L T EERILEER E L 7. ARH
300mg % 311 (03, 23, 63) MiHEEHZICCDAIA T
BR—=ZF5 4 v BT0EA v MU ORI ST
HZ, LA S B M bR TARAI300mg X ik 7 T & R % Bl e
L7zo 60RO EMFRIITEROEBY TH S,

“EERIEEHR 60EREmKIR

%ﬁ@gjﬂ’:w)

AH AN

41.7% 16.7%

etk (5/1240) (2/12f30)
HLTNFa 50.0% 40.0%

W | R (2/4%1) (2/5H1)
%M | HUTNFa 375% 0.0%
RIRIEA (3/8%1) (0/7%1)

H:18) Ff# 1 CDAI A 2 7 A3150L4 T

sk 4. 7551 M ARER R B
k% (1) BAFEE

fiDgEW (A TFa AL K, 7HEFF 7Y 2, 6-AVH T
b)Y ANMLERY =1, JITNFa#HAID 5 b4 7% <
EH 1A CREA TS5 ERED S BAEDHE N 7 10—
UIBE R E U T E G MG R S L 72 AHI
300mg X Ax 75 &R % 056, 2B LEEHERS, 66
DEMRERVOUBERIITEOEBY TH L, EHRICZBW
T AABEE 7T L RBEE I L CHREMANICERIZE W
BIREDS RO SNz AERICBWT, AFBEIET TR
TRV U CEH A 2 TR Sk h o 72,
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—EERILEHR 6B SNE

e 7 v 1E19) B
$ﬂﬁm%A77kﬁ P
R 14.5% 6.8%
Aotk (32/22080) | (10/148p1) | 00206
Hi TNFa 17.4% 9.2% -
wa | HIERE | (19/10081) | (7/76%1)
%M | HiTNFa 11.7% 42%
HIIEAT (13/11141) (3/72%1)
S i)
A 75K o
N 314% 257%
etk (69/22061) | (38/148%) | 02322
HLTNFa 42.2% 30.3% _
sy | TRHEEESE | (46/10981) | (23/76f1)
®H | B TNFa 207% 208% B
IR A (23/111%1) (15/7211)

{£19) Ef# © CDAI A 2 7 2515000 F
1:20) 83% 1 CDAIR AT HIR—A 54 95100814 ~ b EL A
W21) #EAEZ AL D K 1+ 12 & % Cochran-Mantel-Haenszel #%E

ESEsE)

1. R

0B YT I RAEY =T UNEREWISHEBT 5
aiBr A VT 7)) e AR R o I PN B AT 2 T 5
B9 207 F LY UilaEER -1 (MAACAM-1) (2375
T 5 2 LI & o THALE R R O W45 B ) & 7 SRAERA~ D
U NIRRT B, XFY X TEaupr A Y77
VICHEEBRIICHEAS Ly wfrd Y7 7Y v FIHALE ISR
B9 5 MAACAM-1& DG % HEST 2 — )T AR,
B2 < OISR IS B MRS 41--1 (VCAM-1)
L OFEIIRAE L e b2 o 72 (in vitro) o ¥

2. EIB(ER
k(DN RFY X2 7O~y AMEAYUETDH % Act-1IET & R ¥

=) v (R %% HRISIET S 5~V YHOYIV)IC
BUOCTIHLERIEAD ) SERIZ M % 1S L. A
RKRO 7 T — VTR S NS ML RO JE 2 IR S &
71«:0 11)

(2NFY X TEH =7 L FVIZBWTHILE~D ) 785k
R 2 AR PRI L 7o 2

Hochberg {12 & ) Mo o % Hik % 4%

ek (2)MEFFEE A

oY FE (R Fa4 ¥, THEFF T v, 6-ANVA T
FZYU Y AR RLEY— N HLTNFalH D) 547 L
&H 1A TRREA T e h S E D S HAE DS EA 7 1 —
UIBH R RR L U T E G MU B A J i L 7z AH
300mg % 08, 2 BIFIZ KITEFHERICCDAI A I 7 3R — X
FGA UHBTORA ¥ b LULEOWS RS b BE I D
8 38 [ ki TAHI300mg X 13 75 & K & i EE L 722, 528
S OEMBRIITEOEBY) TH Y. AHFEILZT T LR
&R U TRERT RIS A BB W E IR R AR H N7z,

—EERIEEHR 52BN IR

(B2 (ICB8d 2 EB{EEAR)

— g RRY X< T GEIE TR R)
(Vedolizumab[Genetical Recombination]) (JAN)
NF) X2 7, #ETAz e MebE 20—F L
PARTHY, 7 APk baprA 527U YHMAED
AP E LR, Ice PIgGlo 7L —2 T —2
CEHEH PSR ), HEO239K V241FROT 3 /1
BN AlICBBRINTVWE, RFY XTI, F%
AZ—=ANAAY—JREMIIC X Y EAESNS, X
Y A TN 45RO 7 3 IR S 7 B HEA(y1 $1)
QAR O2IMA D7 3 7 WEFRIED S 7 A LE (812K
THER S NBHE 5 > 787 B (5Fm:59150,000) TH 5.

A H:

(%&EB5A]

%ﬁ@%&ﬂ) ks 1123)
| soex | P
39.0% 216%
ek (60/1541) | (33/153p) | 00007
HLTNFa 51.5% 26.8% _
o | R (34/6661) | (19/7141)
RH | $iTNFa 205% 17.1% ~
A | (26/8801) | (14/82f1)

RIS A 7 BN 2 520 L, @ICERT L &,

(@ %]
KT I300mg © 1754 7V

1£22) Ef# - CDAI A 2 7 2515000 F
1:23) EAE AL D JE B K 112 & % Cochran-Mantel-Haenszel Mg

*k <hREHE >
*% 5. AFZxF§ BIAELE

HREEE A & TE O H AR NS ARG K EE 2 g & Lz EN
8 AR RS EE D S EIEDO H AN 7 10— VIREH
b4 & L7 EIMNEE AR BT, A#1300mg % #1912
L ENTEBED D B WIT N O THRELED D S
NI BEDOEIE133.0% (861 /269B1H) T - 720 HEIED S
EIEOME AR 2B x5 & U7z iy 4 AR R
RBOUEHREED S TEONEAN 7 0 — VIR 2 H & L
7o AN 5 AR R R AU © A HI300mg % Ak Be g 14 - S 7z
BEDIH, WTNr DR CTHRELEDN RO b2 8FHD
HAE136.0% (8661 /1427H1H) TH - 720

[EEHK]
1)Lahat A, et al. : ] Crohns Colitis., 12(1) : 120, 2018.
2)Julsgaard M, et al. : Gastroenterology, 154(3) : 752, 2018.
3) XK X3 T OIS AR (FhNE R
)R FY) A= 7T OFEY B RERB RO (R
*%5) X FY A TOWEBE R RKEE 2R & Lz EWNE T
B PR SRR A (L)
¥%k6)N KU XY T Dy 00— UHEREERE L2 EPNE M
IR ERBRISRT (RPN EORL
7)Y X7 7 0P AR B R
¥k Q)N NY XX TOWBEHRGREZ 2R & Lz MAH
WA BRI A (R ERL)
¥k Q)R NY A TO7 00— VFgEEENG L LA TAH R
IR AR BRI HT (REPER)
10)Soler D, et al. : J Pharmacol Exp Ther., 330(3) : 864, 2009.
11) Hesterberg PE, et al. : Gastroenterology, 111(5) : 1373, 1996.
12)Fedyk ER, et al. : Inflamm Bowel Dis,, 18(11) : 2107, 2012.
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[SCEkEE KL - BBFERBEVEDHE %]
EERICRBROHNZRC O F LT TRICTHIR { 28w,
R TR S T MBS
T103-8668 H AR A UL X H AFE AR T H13HF 1%
FY—=FAX N 0120-566-587
ZAFHER] 9:00 ~ 17:30 (L HMH - B3 H 2 <)

RISHRTCTT

HHERTIEKRASH

T540-8645 AFRM-PREKEEZEINTHIES

000-K D4
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BHORNXEELZSZRTH L

Q@A ERk (5 1 1))

BTk« 2~8C TR AAE gL O EHES
AXhHIE 24 v A 873999
igm*%ﬁ’ E MeiInE b [L-23p19 £/ 2 O—F )Lin{RK&AE| FREE
& -~ > = / —
AHEERLD AR YL EXTT (REFERT) BF comg/toel_|__
600mg/10mL | -

A=l Jmm=j" simtsiz 600mg

Skyrizie Intravenous infusion

) EE-EMFORALFFCLIVERTHIL

OB ERAHI

1. &

L1 FHTERFOBRREZESCREFICHIICHETELIER
BRICTEWT, R ODVWTO+SGHEEECERBO+271
HE - BRELOEMDLE T, FHCKHAROFRENE
BiEZLESEHFTShIBEOAHIHERAT S & FHITRE
REDYRY EWMARSELARMENSH Y. FL-EROBREEZ
BIHBETREREZTHILSELTRENDH D, Ff=. FH
EORERERA LM TEIGVA, BRESORBABESLT
W5, BREAKBICEILL. FANKRETESEIRFTEL
CELED. FAOAWMRUBRIEZEEFC+IHRAL. B
ENERLECEEZERBLE-LTAREMBI S &, (2.1,
2.2, 8.1.8.2, 85, 9.1.1, 9.1.2, 11.1.1, 15.1.2 8]

1.2 ERGERE
VANARUVHEEFICISIERGCBRENSRESA TS
O, THBBRETOIGEBRREDNREITERE L. FFHRER
[CEREOBERRITERLNSH obhBEICE, FOMEY
EICERTHLISBEEZERTHIE. [21, 810 9. 1.1,
11.1.1 8]

1.3 FHDEREMIET HAIIC. ECEREORFAROERZ T
PEERTH L, [6. B8]

3.2 MHDHR

EE~MEG, BA~DTPICABXEZETHHE

& R | L~ B eoNa kDM T 2 AT - &5

pH 5.2~6.0

2 & E K09 EEAERCHT S

2. B (ROBEICEEBEELAENI L)

2.1 EERBREOCRE (EREZEBLLIEIBENAND D, ]
[1.1, 1.2, 8.1, 11.1.1 8]

2.2 EEMREOBRE EREZBESEI2BENNRH D] (1.1,
8.2, 9.1.2 /]

2.3 KA DS LIBEGEDBEEED & 5 BE

3. #ARk - K
3.1 4Rk
(1 734 7 /v 10mL 1)
Aoy - &k Vo X<7 (BicTFHEEZ)
600mg
2. SR/, S 1L 12. 4ng
wom | kEEEE 0. 54mg
kL —Z2 K 700mg
RY I _—F 20 2. Omg

FHNLTF ¥ A =—ZANL2 5 —JiEMlaZ AV TRESNSD,

4. PEERITHR
PHEELNSEEOFHM Y O—RORRBAME (EFAMTHR
F+ATBEITRSD)

5. DEERIIHRICEET HEE
BEDIERICBNT, KE|RE, thoEYRE -7 I/ 3V FLE
BE|, 2AFuAf R, THEFFATY %) SiC X 5@ RERET-T
H, FRCERT AL RERERSELIGRICRET AL,
[1.3 K]

6. RERUAE

BE, RACIRY ¥ A~ (BEEFHEMEZ) L LT, 600mg % 438
<3 E (ME, 438, 8i8) RMEFFET 2. 2B, V¥ X~7
(BiEFHBL) O THREBRANC X DHEFREMLS 16 BLREICE
BT LI25HE ., 1200mg & BEAHFET S Z LN TE 5,

1. RERUVAEICEET 5IE

1.1 #EFREIZOVW T, 3SEBRED4AENL, VI X~7 (&
EFiHRZ) O TERERAMNAORESZMETH 2L GEFREICE
FAHEBERVHRIZ, V3 A~7 (BEFEEZR) ORTEREE
MADOFALFEELSRBTH L),

1.2 V9 UrFA~7 (BEFHEBZ) ORTRESBRANC X 2 HERRE
FIZBHREDBEET L= HE D 1200mg EEIREIZOWTIE, TOLEMES
HEICRHMTAZ L, £, UTORICEETHZ &,

- 1200mg HEEEZ1T-7- 8 BHMD V¥ A~7 (BiEFHEHEZ)
DETHREMNAOREZBEMT L,

+ 1200mg DE#RE-Z1T 9 HAL, AIEID 1200mg #5525 16 AL ED
HEEHiTH L,

+ 1200mg D 5% 3 B LT B A OF IR UL 22 FET 5
EEARARBRITFER L TV o, BREBVIES RV &,

1.3 &FH LAY OBERIC OV TEEM R OE DTS LT
RWOTHAZETHZ L,

8. EELEXMIE

8.1 XAFNX, BPDV A7 EMKIEHAEENRH D, DD, FH
DOEEIZBEL T, +4RB8%TV. BRMEORECHEICERT
5k, BYSEDOMEIIERYEH bbb HEIciT, #EOMITEY
ElCE#T L BELEN TS L, (11, L2, 2.1, 9.1.1,
11.1.1 B8]

8.2 FAEEITHRI > TREZICET 5+ 2R R UHKES X SRR
ZAAVE =Tz y HEERBEXIIY V7 ) U RIGREZITV, 3
HRSCTRESZITOZLICLY, BEBEBROFELZHERTHZ L,




Fio. ARG L, M X BRES O 2 RE 2 EHNICIT S 2
EFERE OFRBUII IR L, M a2 ik (R 9 214, 1K
ERUD . RBEE) PRBLZGAITESCHICH Y EICEE T 5 X 9
BEELRETLZ L, ok, MEOEEMENHER SN G E 3D
TRIREEE L, A28 Lanz e, [1L1, 2.2, 9.1.2 &M]]

8.3 AFEG I, £V I F ORI L ARIYERBDOY 27 Z2HKET
XN, BT 7 FUBRIIITDRN &,

8.4 EMIEIN B EF I HIHAITBYLE DI >V THRE OIRE
HTBIETH L,

8.5 FRARERBRIC ISV TR S OV LAS O SEME I D RSB S 4T
W5, ARAFIE ORERIRIZIE TRV, B0 RIIITEE
252 &, [1.1, 15. 1.2 ]

9. HEDERZETHEBICHEIT HIE
9.1 BHHE - BEEZEOHLEE
9.1.1 B (EELRRLEERC) ODEERIIRLELNFONIES
BYYENEBbT o2’ d 5, [1.1, 1.2, 8.1, 11. 1.1 BH]
912ﬁ&wﬁﬁﬁéﬁTé$%xu#&@%ﬁﬁbhéﬁﬁ
FERIE DRBUZ A ITEETH 2 L,
4D) %&@%Eﬂ%ﬁﬁéﬁﬁf
%, [1.1, 2.2, 8.2 5]
(2) FEEOBEREEZ AT 250 R ORI R S D551 \F
BEOBERBR D & D ERICHRTHZ L, uT@miﬂm@$ﬁ
Emkbffﬁ&iéﬁﬁbtif\$ﬂ%&5¢5_koDJ\
2.2, 8.2 BM]
- [ ER BTG RE CBR IR PRSI
*
- M OB (MM E Gt 289 2588
A B =T za sy BEERBRRSY L2 ) RSSO REIC L
D, BEEEER Bebiu b BE
- FERRE L OIRIEHEANE 2 A3 5 8
9.5 {EiR
B0 SUTATNR LT 2 ATREME D 8 2 PRI, TR L OF R fE R
ﬁ%i@ékwménéﬁé_@&ﬁﬁTé L, AFlg =049
’xwf%ﬁ«@%ﬁﬁﬁ%éﬂfwéﬁ JRIR - AR RICENE R
U1ﬁﬁ IRH BTV,

3. MEEES LS EDBENNH

BETHINEESNSREEHTLE

R EOARMER ORARBOA R LZ EE L, RO T IE
ERETT DL, AAIDOE MTBT DT T ~OBITIIAHTH 5,

9.7 /NR
NBE RS L U BRI L T,
9.8 SEE

BIESFOREMORBICHE L., TORBIEEZTI L, —RICE
PEREDME T LT %,

11. 8l{ER

&@*Wﬁﬁ%%bhé’kﬁ%éwf BIE A 0ATV, BEN
O LN HA TG 2 PIL T 5 70 Y R0 E 21T O :a

1.1 EX% ﬂﬁm

1111 EEAGRERE (FEAH)

EERRYYE (WE, ik, BB, MEMERIEELE) 2"H6
D End D, HERBYYENSTIE LI E X, BYYES R
THECARAZEE LW &, [1.1, 1.2, 2.1, 8.1, 9.1.1 &[]
11.1.2 EELBEIGE (0. 3%)

TFT7 4 X —FHOREEMBBIENR S HLOND I ENRH B,

11.2 ZOtoEIER

5%L4 1 1~5%ATi 1%AT BHEEAS
A O - FRET I PR
s £
R . o - —
- ey = s
b B O g@ﬁéf%#
B G R EEE O
)

14, FHRLDZEFE

14.1 EFIBRSHOEE

14.1.1 AFIOFRLT, BEPBIETITY 2 &,

14.1.2 KRF%E, 5%7 Kok (ARARSERIIAV W L) 28
NS Ny 730 H 7 ARSI 2, RIEEA 100mL, 250mL, i
500mL & 722 X ORI 52 & (Al 600mg Z R EHET 2 56 D
KRR : £9 1. 2~6mg/mL, AH| 1200mg % fUHFHET B HA Ok
SPREE ) 2.4~12mg/mL), 72F. 5% K UFHRLIS OWER & Ol
BT 2T —2iE0,

14.1.3 FFREITHEGRE T2 CLLTFCRmE T 52 &

14.2 EFIBRSHDEE

14.2.1 B, EOXIREDR TR HE40F, FHLRANWZ &, ¥
B~ H OB HROMR 25T 2 L 3B D,

14.2.2 K#l 600mg OAHIKZ | KeELL_E S IIARK] 1200mg DFFFIR % 2
RERICL BT TR 5352 & (1 BEfY472 0 600mg DFEHHE 28 %
NI L) AR 8 FERILINICE S T35 2 &

14.2.3 hDOIEA L [F CEET A > CRIRHEANZI LN &,

14.2. 4 KEID A T AL L EEWEIY Th 5, KEMFRIRIC OV T
UNCBEET 52 &

15. Z0HDFE

15.1 EREREAICE D < 15#k

15. 1.1 Mo R O E B EL R AR BRI B\ C 7 v — Ui R 18Rk
(KF 600mg ZHE5-0, 4 KOS FEIIZEHIRINIR G #BICHERRE (U
P AT VY Y 360mg H G 12 #EE, DIBIE S BT LT T
B5) #7074, 64 HEOBBEHH i 2/58 fil (3.4%)
KON 0/58 61 (0%) DBRFICHEEITRNT L5 o X~ T HEE)
PRI AFR D BTz,

HAS NS MR RE IR R R SRR AL RE R I ) o R~
7 Y Timg X 150mg & 0 @ H ., 438 H K OENLIE 12 B
52 METHTFE&EELLEZA, T 165/67 # (22.4%) KO
31/100 B (31.0%) DBFIHLY v ¥ X< THIRNRRD Hiv, 10/67
B (14.9%) K OV12/100 6] (12.0%) OBHEIZHFIHUEITRD vz,

5 R CE BRI RRBRIC S W TR B g 2 xR e LT, U
¥R T Y Y 150mg & 0 H, 4 HKRKOZENLIRE 12 @I
52 WETH THELZE Z A, 263/1079 ] (24.4%) DOEEITHY
VX R THUEMNZE® AL, 150/1079 il (13.9%) D ERFE SRRk
DO NI,

15.1.2 7 u—fRlBE e xig s U EELRER AR (M16-000 R
Sub-studyl) O#EF. V¥ o A~ 7 PRSI, EEEED
100 NAESH 720 DOIFEERBEFREHE 0.6 /100 N4E (360mg 7 FH#E5-BE 1
Bl) Thote, [1.1 5]

HERE B 2R & LT [EN i S 0 E i e & ONfg st — S I E ik

BROFE AT OFE R GEBI%K - 1672 . #IRFEWIR : 1758.5 ALE).
VYo X~ TRV, B GERAMEREE AR
DFHLHIT, 0.6/100 ANFE FEHEIEG @ 0.5%, 9/1672 #i) Tholz,
DFE ST COEMIES GERGIERERZMR<) ORBIRE, —iko
HEEH CHE SN TV D HEBLE (1.42/100 AF, 95%(5 HEHIXH :
1.35, 1.49) LRBETHo V. FEHQIEKEREOFETEEIT
0.9/100 A4 (FEHREIA 1 0. 7%, 12/1672 %) ThHotz, —fROELREEHR
FHTHRE SN TV L IFRONER R OFHET 1.80/100 A (95%(F
JEIX 0 1.73, 1.88) Th-o7= ", [1.1, 8.5 K]

16. EYH)RE
16.1 mAiEeE
16.1.1 EREikE

HAR AR A (58E 6 #) 12V Yo X~7 18, 90 # L < 1% 300mg
ZHE R TG L & & T 200~1800mg ZHRNIEREG L7z & DY
P od X T OMmBEFREX, WIS AR LTEm Lz 29



R A Y J ¥ X<7 200mg~1800mg # HEIFIRNE S Lz & 2 oim
BEhREEHER

g

-

§ 500 - —o— 200mg MARAFSEERA (6H)
= —v— 600mg MARABEBAA (6H)
m —a— 1200mg MARAESBEA (6 H)
g 500 —a—  1800mg MHARAEE B AN (6 H)
S

% 400

T‘ﬂ i

i 300 4

X

& 200+

A

P 40

-

g 0 ] —
i 0 20 40 60 80 100 120 140

K (2)

EFERAIZY o F X< 200mg~1800ng # HEIFIRNEE Lz & 203K
BERE/ ST A —F

1) 18. 8% 67. 9%
ERPR A A7 (3/16 ) (19/28 #)
#2) 6. 3% 35.7%
PREESET? (1/16 i) (10/28 )

200mg 600mg 1200mg 1800mg™®
Caax (pg/mL) 60.1 (14) 225 (8) 363 (15) 693 (16)
ty. (day) 31.2 (7.38) |30.7 (2.56) |32.7 (14.2) | 28.2 (5.70)
AUCs 998 3620 7020 11200
(pg - day/mL) (12) (9) (28) (15)

Corn AUC.. : EEHFEE (CVE), ty.: ALY (RLUEHERZ)

A D K AR EIX 1200mg Th 5,

16.1.2 RE®ZS
7 o— iR BEICEARROAH 600ng 25 0, 4, 8 BEECERIRA
BEL, Bl #EFRAED ) 3% X< 7 360mg # 5 12 88, UL
FBRIZ8EM I LICETRE L &, HAREY (K5 8-128H) ©
Caax TR Corougn DHKAE D RABITA 2156 TR 38.8pg/mL THY .
HEFFRIES] (5 40-48 3EFE) DOEFEREE Cose BT Corougn P P RAAIT

%4280 B8 13 g/nl Tho7= ¥ (BEARVSNEAFET—4),

16.1.3 BEARMBERNT
BEFAEYBRERIT LY, KETkg DBEFICHTEV o F w7 D
2HI7VT77 A (CL), EXRELSMAERE (V) RUMEKMEINEY
W (ty.) ZFNAFN 0.296L/day, 7.68L R 21 HTh-o7=? (H
AEANRUABEAFET—4).

16.7 EMHBEER
B[EMEMBFICYV IV Y Y 150mg FRERE LE
A, B 7xA (CYPIA2), YA 77 YUY (CYP2C9), ARAT T/ —

(CYP2C19), # hFmm—/ (CYP2D6) UK &/ 5 A (CYP3A) O

BRI B IGFRRTER CREREThH -7 GAEAT—4),

17. ERERALEE
17.1 BHHRURLEICHET 2HR
(Y a—2m)

17.1.1 ERARFEMBEKRFB (M16-006 )
PHENOEEOFEIE o—RBELHRLEL, 7F58R, VH
V& X< 600mg X% 1200mg % 038, 4 BROS BICHIRAN®RS L
WARERBREZER L, £PA 7V Fv~T, THY Av
7T, ENVRYVAX=T Rdn, FRIYVX<T, RRFYXA<TXIIU A
F¥X7T) DIERTHEFR+HXIIFAHEDOBERVEFLER (7
I BV FARBE, aLFaxTF ol FUTLEWEA) THRER
R IRHEDOBEL R L Lz, 12 BREOEEMHEART D RUN
HEAIUEED REOSNHBREORAE 2 TRIZTT,

5 12 BROBRAOEAR CNEENSEL ZR L= HBRE 0FI&IC
SNT, WL Y H ¥ Xv7 600mg BED 7T & REECRHT 5%
ZHABENTEN, EEENRIES N (P<0.001) 9,

| 7SR | V¥ *x~7600mg
AR
21. 7% 43. 5%*
BERA) BARE (38/175 i) (146/336 )
. 12. 0% 40. 3%*
PRSI SET 2 (21/175 i) (135/336 {31)
BAA#EH

EREEIE, COVID-19 BIHED KM Z ZEAAETHET 2 REEZMAAALTL ) v
VAR Z—#liseiETHi5E L Rubin’ s rule ZAWTEH AN, R L-#BE
FISIERFIS L FFEAIC L Y B Ehis,

SEEMME T T H X AT L 77 ROLBRIIB VTR ENCHEE

(p<0. 001)

) ;1 BPHEEIER 2.8 BILTFTN—R54 X0 BELTWARY, 5

T 1 AR AT R LUTTR—RF4 L LD LTWARY,

¥ 2)  FRYEOFMEICTL D R a7 HE THIEREOHNRBENAT R (Simple

Endoscopic Score for Crohn’s Disease [SES-CD]) 23 _—ZFA L 55 50%

B (FEFEBICRE L TWAHHEBRE T<—2 7 1 0 SES-CD #% 4 O
B, R—RFAUHLOBELR2LLE),

ARBRTILY o F X~7 600mg &5 S-S 373 F
d1 84 5l (22.5%) IZEWEAM RO LN, ERBIFEAIX, V%X
<7 600mg BETITFEY 23 373 il 12 ) (3.2%) EKGERSH 373 Fil
11 5 (2.9%), EAFEA 373 Fh 8 f] (2.1%) HEThotz, i, VH
vF X< 7 600mg DA END T BREEIC—BIED 2 TR
EMEEEZREELUERS 1 FRD N,

17.1.2 ERRF*FEFEMAEERKRE (M16-000 FXE& Sub-study1)
FEENSEEOENE o— U RBEEZNR L LEYV U F AT
DEARERBRN»OBIT LEERELHRLEL, 78R, V¥
A< 180mg X% 360mg % 8 L IZH TG Li-HfpiEese =
L7z, MARERRBRTY 4o F X< 7HIRIBEIC L BERA%NE
B RELNHBREICBT S, KRBk 52 BROBEAEREY R
RSN EEY BELN-HBREOHEE TRISTT,

B 5. 52 AR OBERA AR R UNESENSEL R L - BRE 0FAIC
DNT, WL ) HoF X< 360ng BED T T ERBEICRT 5 #E
FHAEREN TSN, EEREARIES Az (PL0.01) 7,

75 &R | U4 X< 360mg
YT
%19 39. 6% 51. 8%*%
Rk A A (65/164 ) (13/141 )
u 22. 0% 46, 5% ¢
HIRBEET " (36/164 B1) (66/141 B1)
NG
1) 50. 0% 60. 0%
Rk A AR ) (6/10 )
#5) 35. 7% 50. 0%
PIREAB T (5/14 ) (5/10 1)

B AL, COVID-19 BlED XM Z ZRAAETHMRET 2 REEMBALTE ) v
VAR Z—lisei THlisE L Rubin’ s rule ZAWVWTEB S, R L-#8E
PSRRI A L FEAIC LV B &,

SEEMMET TV H U F AT LT 7 ERORBRICEWTKHENICHEE

(p<0. 01)

§SEEMMET TV H U X AT L7 I EROKBITE VTR FENICEER

(p<0. 001)

¥ 3) 0 T 1 BYEMEEIEAS 30%LL LB R UYL EE 1 B A 2 7 4% 30%LL k.
B, BonTRLER—ZRT A XD EBEL TV,

T 4) : FH 1 BHHEEIEN 2.8 BILLTFTR—R7 4 X XL L TV, o
FE1BERAITNRIUTTR—RT A LV EE LTV,

E 5) : PRHEOTMEIC LD R a7 HE THIEREOHNRSAOFTR (Sinple
Endoscopic Score for Crohn’s Disease [SES-CD]) 3 _—ZFA L H b 50%
BEY (FEFERCRE L TWHHEBRE T<—X 7 A 0 SES-CD #% 4 O
B R=RTFA N0 2LLE)

ARBTIL) ¥ X~ 7 360mg #8E SN- LTS 163 F)
43 ) (26.4%) ICBIFEASRO b, ERBWERIZ, Vo3 X
<7 360mg B TIE L SOERYA 163 5 9 5 (5.5%), IEAEARISH
163 55 7 5] (4.3%), BIEHREA 163l 4] (2.5%) HThol-,

FEERTTOLRF21—AR

5 16 @R LI, FEROEBEDOTTER CFBRRIE~—h — D
BICESE HROEBHHBOON-HEBREFIL, FERTTOY
FATTIZEDVAF a—iEH (1200mg Z#RARAEE L7-1%, 360mg
8BILICKTRE) 21To7.
360mg FHEHTL AF 2 —IHR AT - HBRE O 5. 52 BRFOEEKAY
BREEE Y RUONESEMNSEEY 2 2R LEZERFOH AT, 20.0%
(6/30 f5) KU*34.5% (10/29 ffl) Thotz, £7=, #4552 @RFICE
FREI BTV G SN BA1E 56. 7% (17/30 ) Thoi=,
VY rF X< 360mg JHEHET, V¥ rFA~7 1200mg FEIRAZ S
LB VAF 2R EZT I - HERE B HD 16 (3.0%) ICEHERMBR
otz (A IV FIFERE), V¥ A<T7 1200mg i



RPN 54%. 360mg % 8 ¥ Z LT FHEG S - wkBra 28 fith 6 {4 26. HLEERFEEES
(21.4%) \CEMERFEO biviz, EREIWERIL, FEFTPAAE 28 26. 1 SIEERSS T
B2 (7.1%) Tholz,

18. EZhEE
18.1 {EAA¥F
Vo XL, f ¥ —aAF%r (IL) 23 1295t Mb 161
E 7 a—FAHETHY, IL-23 D pl9 T 2=v MIFEA L. IL-
23 OIEAZHFId 2 ¥ 10,
18.2 in vitro®FI{ERA
18.2.1 & FOVEAMERAMIAL Y > fEHSEE b B U - S3EERHERK IS B
WT, VP U X~ T71LSTAT3 D IL-23KFEM Y Vb Z2 HE L2,
18.2.2 = 7 AW T, U F X< 713k M IL-23 fI#IC L 5
IL-17 OFEAFEZ IR L7 2,
18.3 /n vivohF{ER
R IL-23 IR FBEINAY Y RAENRIEETAICBNT, U
X X~ 71T HA OREIR &K O EAR T O 1L-17 KO 1L-22 OFEAZ ]
Lfilmo

19. B SICEAT HEBILZHER

—ix4 VYR R~ GBI L)
(Risankizumab (Genetical Recombination)) [JAN]

o7& K9 149, 000

A HBEFHERZE MEE 2o —F bR THY . w7 ZXHE b
A B —nAfF%-23a (p19) VT 2=v MHUKOMMEMERE
B, B b7 L—bU—=JHKEOE b 1g6l OEFELNSR0 ., H
23T R ON238 T H DT I/ BRI NE N T Ala T EHE S,
C RIED Lys IFBRESNTND, FrA =—A LA —PIH
MMIC X VPEESND, 449 OT I BEFEIEN S5 H 44
(y180) 2AKKRO 214 BOT 2/ BEEN G725 LEH (k)
QARTHER SN HESX 78 (18 : K149,000) TH D,

20. BEWLWEDEE
20.1 AFB L OHPFEIL, MLIEE S LRV &,
20. 2 RANIAFECANTIRE TIRIFT D Z &,
20.3 HEEWET CRIFT D Z &,
21, EEBEH
22, @i
XA TV (10mL) X1 A&
23. FE @k

1) Kimball, A.B., et al.: Br. J. Dermatol. 2015; 173: 1183-1190
2) KRR BREERRNICISI B85 TARRR (2019 45 3 A 26 HIKGR,

CTD2.7.2.2)
3) FEPERL - BEFERRAICISIT S5 THEEER (20XX F X A XX H AR,
CTD2.7.2.2)

4) FENERL : RMEMSRYEIE (20XX 4E X A XX A&, CTD2.7.2.3)

5) FEPNEEEL : CYP IRE I & oM AEMEHRASR (2019 4E 3 H 26 A&,
CTD 2.7.2.1)

6) FLEPUERl : BAFRERER M16-006 ER (20XX 4E X A XX H7&ZR.
CTD2.7.3.2, CTD2.7.3.3)

7) FENER R EEER M16-000 BUER (20XX 4E X H XX HEGR.
CTD2.7.3.2, CTD2.7.3.3)

8) FhPNEE} : IL-23 [Zxf7 DA H M (2019 4 3 A 26 HIKR.
CTD2.6.2.2)

9) tNEEL : in vitroFER (201943 H 26 HKFR, CID2.6.2.1)
10) #PNEE : in vivoFITEM (20194E 3 H 26 H &R, CTD2. 6. 2. 2)

24, XRREKRAERUBEWLEDLEL
Ty U4 AREH < DHER=E
T108-0023 HLAUHBHEX T 3-1-21
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