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ANNEX I

SUMMARY OF PRODUCT CHARACTERISTICS
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vThis medicinal product is subject to additional monitoring. This will allow quick identification of
new safety information. Healthcare professionals are asked to report any suspected adverse reactions.
See section 4.8 for how to report adverse reactions.

1. NAME OF THE MEDICINAL PRODUCT

Bimzelx 160 mg solution for injection in pre-filled syringe
Bimzelx 160 mg solution for injection in pre-filled pen

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Bimzelx 160 mg solution for injection in pre-filled syringe

Each pre-filled syringe contains 160 mg of bimekizumab in 1 mL.

Bimzelx 160 mg solution for injection in pre-filled pen

Each pre-filled pen contains 160 mg of bimekizumab in 1 mL.

Bimekizumab is a humanised [gG1monoclonal antibody produced in a genetically engineered Chinese
hamster ovary (CHO) cell line by recombinant DNA technology.

For the full list of excipients, see section 6.1.

3.  PHARMACEUTICAL FORM

Solution for injection (injection)

The solution is clear to slightly opalescent and pale brownish-yellow.
4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Bimzelx is indicated for the treatment of moderate to severe plaque psoriasis in adults who are
candidates for systemic therapy.

4.2 Posology and method of administration

Bimzelx is intended for use under the guidance and supervision of a physician experienced in the
diagnosis and treatment of plaque psoriasis.

Posology

The recommended dose for adult patients with plaque psoriasis is 320 mg (given as 2 subcutaneous
injections of 160 mg each) at week 0, 4, 8, 12, 16 and every 8 weeks thereafter.

Consideration should be given to discontinuing treatment in patients who have shown no improvement
by 16 weeks of treatment.
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Special populations

Overweight patients

For some patients with a body weight > 120 kg who did not achieve complete skin clearance at week
16, 320 mg every 4 weeks after week 16 may further improve treatment response (see section 5.1).

Elderly (=65 years)
No dose adjustment is required (see section 5.2).
Renal or hepatic impairment

Bimekizumab has not been studied in these patient populations. Dose adjustments are not considered
necessary based on pharmacokinetics (see section 5.2).

Paediatric population

The safety and efficacy of bimekizumab in children and adolescents below the age of 18 years have
not been established. No data are available.

Method of administration

This medicinal product is administered by subcutaneous injection.

Suitable areas for injection include thigh, abdomen and upper arm. Injection sites should be rotated
and injections should not be given into psoriasis plaques or areas where the skin is tender, bruised,
erythematous, or indurated.

The pre-filled syringe or pre-filled pen must not be shaken.

After proper training in subcutaneous injection technique, patients may self-inject Bimzelx with the
pre-filled syringe or pre-filled pen if their physician determines that it is appropriate and with medical
follow-up as necessary. Patients should be instructed to inject the full amount of Bimzelx according to
the instructions for use provided in the package leaflet.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

Clinically important active infections (e.g. active tuberculosis, see section 4.4).

4.4 Special warnings and precautions for use

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number
of the administered product should be clearly recorded.

Infections

Bimekizumab may increase the risk of infections such as upper respiratory tract infections and oral
candidiasis (see section 4.8).

Caution should be exercised when considering the use of bimekizumab in patients with a chronic
infection or a history of recurrent infection. Treatment with bimekizumab must not be initiated in
patients with any clinically important active infection until the infection resolves or is adequately
treated (see section 4.3).
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Patients treated with bimekizumab should be instructed to seek medical advice if signs or symptoms
suggestive of an infection occur. If a patient develops a clinically important infection or is not
responding to standard therapy, the patient should be monitored carefully and bimekizumab should not
be administered until the infection resolves.

Pre-treatment evaluation for tuberculosis (TB)

Prior to initiating treatment with bimekizumab, patients should be evaluated for TB infection.
Bimekizumab should not be given in patients with active TB (see section 4.3). Patients receiving
bimekizumab should be monitored for signs and symptoms of active TB. Anti-TB therapy should be
considered prior to initiating bimekizumab in patients with a past history of latent or active TB in
whom an adequate course of treatment cannot be confirmed.

Inflammatory bowel disease

Cases of new or exacerbations of inflammatory bowel disease have been reported with bimekizumab
(see section 4.8). Bimekizumab is not recommended in patients with inflammatory bowel disease. If a
patient develops signs and symptoms of inflammatory bowel disease or experiences an exacerbation of
pre-existing inflammatory bowel disease, bimekizumab should be discontinued and appropriate
medical management should be initiated.

Hypersensitivity

Serious hypersensitivity reactions including anaphylactic reactions have been observed with IL-17
inhibitors. If a serious hypersensitivity reaction occurs, administration of bimekizumab should be
discontinued immediately and appropriate therapy initiated.

Vaccinations

Prior to initiating therapy with bimekizumab, completion of all age appropriate immunizations
according to current immunization guidelines should be considered.

Live vaccines should not be given in patients treated with bimekizumab.

Patients treated with bimekizumab may receive inactivated or non-live vaccinations. Healthy
individuals who received a single 320 mg dose of bimekizumab two weeks prior to vaccination with
an inactivated seasonal influenza vaccine had similar antibody responses compared to individuals who
did not receive bimekizumab prior to vaccination.

Excipients

This medicinal product contains less than 1 mmol (23 mg) sodium per dose, that is to say essentially
“sodium free”.

4.5 Interaction with other medicinal products and other forms of interaction

No interaction studies have been performed.

There is no direct evidence for the role of IL-17A or IL-17F in the expression of CYP450 enzymes.
The formation of some CYP450 enzymes is suppressed by increased levels of cytokines during
chronic inflammation. Thus, anti-inflammatory treatments, such as with the IL-17A and IL-17F
inhibitor bimekizumab, may result in normalisation of CYP450 levels with accompanying lower
exposure of CYP450-metabolised medicinal products. Therefore, a clinically relevant effect on
CYP450 substrates with a narrow therapeutic index, in which the dose is individually adjusted (e.g.
warfarin) cannot be excluded. On initiation of bimekizumab therapy in patients being treated with
these types of medicinal products, therapeutic monitoring should be considered.

Live vaccines should not be given concurrently with bimekizumab (see section 4.4).
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4.6 Fertility, pregnancy and lactation

Women of childbearing potential

Women of childbearing potential should use an effective method of contraception during treatment
and for at least 17 weeks after treatment.

Pregnancy

There is a limited amount of data on the use of bimekizumab in pregnant women. Animal studies do
not indicate direct or indirect harmful effects with respect to pregnancy, embryonic/foetal
development, parturition or postnatal development (see section 5.3). As a precautionary measure, it is
preferable to avoid the use of Bimzelx during pregnancy.

Breast-feeding

It is unknown whether bimekizumab is excreted in human milk. A risk to the newborn/infant cannot
be excluded. A decision must be made whether to discontinue breast-feeding or to discontinue/abstain
from Bimzelx therapy taking into account the benefit of breast-feeding for the child and the benefit of
therapy for the woman.

Fertility

The effect of bimekizumab on human fertility has not been evaluated. Animal studies do not indicate
direct or indirect harmful effects with respect to fertility (see section 5.3).

4.7 Effects on ability to drive and use machines
Bimzelx has no or negligible influence on the ability to drive and use machines.
4.8 Undesirable effects

Summary of the safety profile

The most frequently reported adverse reactions were upper respiratory tract infections (14.5%) (most
frequently nasopharyngitis) and oral candidiasis (7.3%).
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Tabulated list of adverse reactions

Adverse reactions from clinical studies (Table 1) are classified by MedDRA System Organ Class and
frequency, using the following convention: very common (> 1/10), common (> 1/100 to < 1/10),
uncommon (> 1/1,000 to < 1/100), rare (> 1/10,000 to < 1/1,000), very rare (< 1/10,000), not known
(cannot be estimated from the available data).

Table 1: List of adverse reactions

System Organ Class Frequency Adverse reaction
Infections and infestations Very common Upper respiratory tract infections
Common Oral candidiasis,
Tinea infections,
Ear infections,
Herpes simplex infections,
Oropharyngeal candidiasis,
Gastroenteritis,
Folliculitis
Uncommon Mucosal and cutaneous candidiasis
(including oesophageal candidiasis),
Conjunctivitis
Blood and lymphatic system Uncommon Neutropenia
disorders
Nervous System disorders Common Headache
Gastrointestinal disorders Uncommon Inflammatory bowel disease
Skin and subcutaneous tissue Common Dermatitis and eczema,
disorders Acne
General disorders and Common Injection site reactions?,
administration site conditions Fatigue

® Includes: injection site erythema, reaction, oedema, pain, swelling.

Description of selected adverse reactions

Infections

In the placebo-controlled period of Phase III clinical studies in plaque psoriasis, infections were
reported in 36.0% of patients treated with bimekizumab for up to 16 weeks compared with 22.5% of
patients treated with placebo. Serious infections occurred in 0.3% of patients treated with
bimekizumab and 0% treated with placebo.

The majority of infections consisted of non-serious mild to moderate upper respiratory tract infections
such as nasopharyngitis. There were higher rates of oral and oropharyngeal candidiasis in patients
treated with bimekizumab consistent with the mechanism of action (7.3% and 1.2% respectively
compared to 0% for placebo-treated patients). More than 98% of cases were non-serious, mild or
moderate in severity, and did not require treatment discontinuation. A slightly higher incidence of oral
candidiasis was reported in patients <70 kg (8.5% versus 7.0% in patients >70 kg).

Over the entire treatment period of Phase III studies in plaque psoriasis, infections were reported in
63.2% of patients treated with bimekizumab (120.4 per 100 patient-years). Serious infections were
reported in 1.5% of patients treated with bimekizumab (1.6 per 100 patient-years) (see section 4.4).
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Neutropenia

Neutropenia was observed with bimekizumab in phase III clinical studies in plaque psoriasis. Over the
entire treatment period of Phase III studies, neutropenia grade 3/4 were observed in 1% of patients
treated with bimekizumab. Most cases were transient and did not require treatment discontinuation.
No serious infections were associated with neutropenia.

Hypersensitivity

Serious hypersensitivity reactions including anaphylactic reactions have been observed with IL-17
inhibitors.

Immunogenicity

Approximately 45% of plaque psoriasis patients treated with bimekizumab up to 56 weeks at the
recommended dosing regimen (320 mg every 4 weeks up to week 16 and 320 mg every 8 weeks
thereafter) developed anti-drug antibodies. Of the patients who developed anti-drug antibodies,
approximately 34% (16% of all patients treated with bimekizumab) had antibodies that were classified
as neutralising. No evidence of altered clinical response, or significantly altered safety profile was
associated with anti-bimekizumab antibodies development.

Elderly patients (>65 years)

Elderly patients may be more likely to experience certain adverse reactions such as oral candidiasis,
dermatitis and eczema when using bimekizumab. In the placebo-controlled period of Phase III clinical
studies in plaque psoriasis, oral candidiasis was observed in 18.2% of patients >65 years versus 6.3 %

in <65 years, dermatitis and eczema in 7.3% of patients >65 years versus 2.8% in <65 years.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting system
listed in Appendix V.

4.9 Overdose

Single doses of 640 mg intravenously or 640 mg subcutaneously, followed by 320 mg subcutaneously
every two weeks for five doses have been administered in clinical studies without dose-limiting
toxicity. In the event of overdose, it is recommended that the patient be monitored for any signs and
symptoms of adverse reactions and appropriate symptomatic treatment be instituted immediately.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Immunosuppressants, interleukin inhibitors, ATC code: LO4AC21
Mechanism of action

Bimekizumab is a humanised IgG 1/« monoclonal antibody that selectively binds with high affinity to
IL-17A, IL-17F and IL-17AF cytokines, blocking their interaction with the IL-17RA/IL-17RC
receptor complex. Elevated concentrations of IL-17A and IL-17F have been implicated in the
pathogenesis of several immune-mediated inflammatory diseases including plaque psoriasis.

Bimekizumab inhibits these proinflammatory cytokines, resulting in the normalization of skin
inflammation and as a consequence improvement in clinical symptoms associated with psoriasis. From
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in vitro models, bimekizumab was shown to inhibit psoriasis-related gene expression and cytokine
production to a greater extent than inhibition of IL-17A alone.

Clinical efficacy and safety

The safety and efficacy of bimekizumab was evaluated in 1,480 patients with moderate to severe
plaque psoriasis in three Phase 3 multicenter, randomised, placebo and/or active comparator-
controlled studies. Patients were at least 18 years of age, had a Psoriasis Area and Severity Index
(PASI) score >12 and Body Surface Area (BSA) affected by psoriasis (PSO) >10%, an Investigators
Global Assessment (IGA) score >3 on a 5-point scale and were candidates for systemic psoriasis
therapy and/or phototherapy. The efficacy and safety of bimekizumab were evaluated versus placebo
and ustekinumab (BE VIVID — PS0009), versus placebo (BE READY — PS0013) and versus
adalimumab (BE SURE - PS0008).

The BE VIVID study evaluated 567 patients for 52 weeks where patients were randomised to receive
either bimekizumab 320 mg every 4 weeks, ustekinumab (45 mg or 90 mg, depending on patient
weight, at baseline and week 4 and then every 12 weeks), or placebo for an initial 16 weeks, followed
by bimekizumab 320 mg every 4 weeks.

The BE READY study evaluated 435 patients for 56 weeks. Patients were randomised to receive
bimekizumab 320 mg every 4 weeks or placebo. At week 16, patients who achieved a PASI 90
response entered the 40-week randomised withdrawal period. Patients initially randomised to
bimekizumab 320 mg every 4 weeks were re-randomised to either bimekizumab 320 mg every 4
weeks or bimekizumab 320 mg every 8 weeks or placebo (i.e. withdrawal of bimekizumab). Patients
initially randomised to placebo continued to receive placebo provided they were PASI 90 responders.
Patients who did not achieve a PASI 90 response at week 16 entered an open-label escape arm and
received bimekizumab 320 mg every 4 weeks for 12 weeks. Patients who relapsed (did not achieve
PASI 75 response) during the randomised withdrawal period also entered the 12-week escape arm.

The BE SURE study evaluated 478 patients for 56 weeks. Patients were randomised to receive either
bimekizumab 320 mg every 4 weeks through week 56, bimekizumab 320 mg every 4 weeks through
week 16 followed by bimekizumab 320 mg every 8 weeks through week 56 or adalimumab as per
labeling recommendation through Week 24 followed by bimekizumab 320 mg every 4 weeks through
week 56.

Baseline characteristics were consistent across all 3 studies: patients were predominantly male
(70.7%) and white (84.1%), with a mean age of 45.2 years (18 to 83 years), and 8.9% were >65 years
of age. The median baseline BSA was 20%, the median baseline PASI score was 18 and the baseline
IGA score was severe in 33% of patients. The median baseline scores for Patient Symptoms Diary
(PSD) pain, itch and scaling items ranged between 6 and 7 on a 0-10 points scale and the median
baseline Dermatology Life Quality Index (DLQI) total score was 9.

Across all 3 studies, 38% of patients had received a prior biologic therapy; 23% had received at least
one anti-IL17 agent (primary anti-IL17 failures were excluded) and 13% had received at least one
TNF-antagonist. Twenty-two percent were naive to any systemic therapy (including non-biologic and
biologic) and 39% of patients had received prior phototherapy or photochemotherapy.

The efficacy of bimekizumab was evaluated with respect to impact on skin disease overall, specific
body locations (scalp, nails, palms and soles), patient reported symptoms and impact on quality of life.
The two co-primary endpoints in all 3 studies were the proportion of patients who achieved 1) a PASI
90 response and 2) an IGA “clear or almost clear” (IGA 0/1with at least two points improvement from
baseline) response at week 16. PASI 100, IGA 0 response at week 16 and PASI 75 response at week 4
were secondary endpoints in all 3 studies.
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Treatment with bimekizumab resulted in significant improvement across efficacy endpoints compared
to placebo, ustekinumab or adalimumab at week 16. The main efficacy results are shown in Table 2.

Table 2: Summary of clinical responses in BE VIVID, BE READY and BE SURE

BE VIVID BE READY BE SURE
Placebo Bimekizumab Ustekinumab | Placebo Bimekizumab Bimekizumab Adalimumab
320 mg Q4W 320 mg Q4W 320 mg Q4W
(N=83) (N=321) (N=163) (N=86) (N=349) (N=319) (N=159)
n (%) n (%) n (%) n (%) n (%) n (%) n (%)
PASI 100
Week 16 0(0.0) 188 (58.6)* 34 (20.9) 1(1.2) 238 (68.2)* 194 (60.8)* 38 (23.9)
PASI 90
Week 16 4 (4.8) 273 (85.0)~" 81 (49.7) 1(1.2) 317 (90.8)* 275 (86.2)* 75 (47.2)
PASI 75
Week 4 2(2.4) 247 (76.9)~° 25 (15.3) 1(1.2) 265 (75.9)* 244 (76.5)* 50 (31.4)
Week 16 6(7.2) 296 (92.2) 119 (73.0) 2(2.3) 333 (95.4) 295 (92.5) 110 (69.2)
IGA 0
Week 16 0 (0.0) 188 (58.6)* 36 (22.1) 1(1.2) 243 (69.6)* 197 (61.8) 39 (24.5)
IGA 0/1
Week 16 4 (4.8) 270 (84.1)~° 87 (53.4) 1(1.2) 323 (92.6)* 272 (85.3)* 91 (57.2)
Absolute
PASI <2
Week 16 3(3.6) 273 (85.0) 84 (51.5) 1(1.2) 315(90.3) 280 (87.8) 86 (54.1)
PSD Pain (N=48) (N=190) (N=90) (N=49) (N=209) (N=222) (N=92)
improvement
>4 (N)
Week 16 5(10.4) 140 (73.7) 54 (60.0) 0 (0.0) 148 (70.8) 143 (64.4) 43 (46.7)
PSD Itch (N=53) (N=222) (N=104) (N=60) (N=244) (N=248) (N=107)
improvement
>4 (N)
Week 16 6(11.3) 151 (68.0) 57 (54.8) 0 (0.0) 161 (66.0) 153 (61.7) 42 (39.3)
PSD Scaling (N=56) (N=225) (N=104) (N=65) (N=262) (N=251) (N=109)
improvement
24 (N)
Week 16 6 (10.7) 171 (76.0) 59 (56.7) 1(1.5) 198 (75.6) 170 (67.7) 42 (38.5)

Bimekizumab 320 mg Q4W= bimekizumab every 4 weeks. Non-Responder Imputation (NRI) is used.
IGA 0/1 response was defined as Clear (0) or Almost Clear (1) with at least a 2-category improvement from Baseline at
week 16. IGA 0 response was defined as Clear (0) with at least a 2-category improvement from Baseline at week 16.

PSD is a Patient Symptoms Diary, also referred to as Psoriasis Symptoms and Impacts Measure (P-SIM), measuring psoriasis

symptom severity on a scale from 0 (no symptoms) to 10 (very severe symptoms). Response is defined as a decrease >4 from
baseline to week 16 for pain, itch and scaling on a scale from 0 to 10.
a) p<0.001 versus placebo (BE VIVID and BE READY), versus adalimumab (BE SURE), adjusted for multiplicity.
b) p<0.001 versus ustekinumab (BE VIVID), adjusted for multiplicity.

Bimekizumab was associated with a rapid onset of efficacy. In BE VIVID, at week 2 and week 4,
PASI 90 response rates were significantly higher for bimekizumab-treated patients (12.1% and 43.6%
respectively) compared to placebo (1.2% and 2.4% respectively) and ustekinumab (1.2% and 3.1%

respectively).

In the BE VIVID study, at week 52, bimekizumab-treated patients (every 4 weeks) achieved
significantly higher response rates than the ustekinumab-treated patients on the endpoints of PASI 90
(81.9% bimekizumab vs 55.8% ustekinumab, p<0.001), IGA 0/1 (78.2% bimekizumab vs 60.7%
ustekinumab, p<0.001) and PASI 100 (64.5% bimekizumab vs 38.0% ustekinumab).
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Figure 1: PASI 90 responder rates over time in BE VIVID
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BKZ 320 mg Q4W=bimekizumab every 4 weeks; Uste=ustekinumab. NRI is used.

In the BE SURE study at week 24, a significantly higher percentage of patients treated with
bimekizumab (Q4W/Q4W and Q4W/Q8W combined dosing arms) achieved PASI 90 and IGA 0/1
responses as compared with adalimumab (85.6% and 86.5% respectively vs 51.6% and 57.9%
respectively, p<0.001). At week 56, 70.2% of patients treated with bimekizumab Q8W achieved a
PASI 100 response. Among the 65 adalimumab non-responders at week 24 (< PASI 90), 78.5%
achieved a PASI 90 response after 16 weeks of treatment with bimekizumab. The safety profile
observed in patients who switched from adalimumab to bimekizumab without a wash-out period was
similar to patients who initiated bimekizumab after wash out of prior systemic therapies.

10
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Figure 2: PASI 90 responder rates over time in BE SURE
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BKZ 320 mg Q4W = bimekizumab every 4 weeks; BKZ 320 mg Q8W = bimekizumab every 8 weeks; ADA= adalimumab.
Patients in the BKZ Q4W/Q8W group switched from Q4W to Q8W dosing at week 16. Patients in the ADA/BKZ 320 mg
Q4W group switched from ADA to BKZ Q4W at week 24. NRI is used.

The efficacy of bimekizumab was demonstrated regardless of age, gender, race, disease duration, body
weight, PASI baseline severity and previous treatment with a biologic. Bimekizumab was efficacious
in prior biologic exposed patients, including anti-TNF / anti IL-17 and in systemic treatment-naive
patients. Efficacy in patients with primary failure to anti-IL17 has not been investigated.

Based on population PK/ PD analysis and supported by clinical data, patients with higher body weight
(=120 kg) who did not achieve complete skin clearance at week 16 benefited from continued
bimekizumab 320 mg every four weeks (Q4W) after the initial 16 weeks of treatment. In the BE
SURE study, patients received bimekizumab 320 mg Q4W through week 16, followed by either Q4W
or every eight weeks (Q8W) dosing through week 56, regardless of responder status at week 16.
Patients in the >120 kg group (N=37) on the Q4W maintenance regimen showed greater improvement
in PASI100 between week 16 (23.5%) and week 56 (70.6%) compared to those on the Q8W
maintenance regimen (week 16: 45.0% vs week 56: 60.0%).

Improvements were observed in psoriasis involving the scalp, nails, palms and soles in patients treated
with bimekizumab at week 16 (see Table 3).

11
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Table 3: Scalp, palmoplantar and nail responses in BE VIVID, BE READY and BE SURE at
week 16

BE VIVID BE READY BE SURE
Placebo Bimekizumab Ustekinumab | Placebo Bimekizumab Bimekizumab Adalimumab
320 mg Q4W 320 mg Q4W 320 mg Q4W
Scalp IGA
(N)? (72) (285) (146) (74) (310) (296) (138)
Scalp IGA
0/1,n (%) 11(15.3) 240 (84.2)° 103 (70.5) 5(6.8) 286 (92.3)° 256 (86.5) 93 (67.4)
pp-IGA
Ny (29 (105) (47) €2y} 7N (90) (34)
pp-1GA 0/1,
n (%) 7 (24.1) 85 (81.0) 39 (83.0) 10 (32.3) 91 (93.8) 75 (83.3) 24 (70.6)
mNAPSI
100 (N)* (51) (194) (109) (50) (210) (181) 95)
mNAPSI
100, n (%) 4(7.8) 57 (29.4) 15(13.8) 3 (6.0) 73 (34.8) 54 (29.8) 21 (22.1)

Bimekizumab 320 mg Q4 W= bimekizumab every 4 weeks. Non responder imputation (NRI) is used.

Scalp IGA 0/1 and pp-IGA 0/1 responses were defined as Clear (0) or Almost Clear (1) with >2 category improvement
relative to Baseline.

3 Include only patients with a scalp Investigator Global Assessment (IGA) of 2 or greater, a palmoplantar IGA of 2 or greater
and a modified Nail Psoriasis and Severity Index (mNAPSI) score > 0 at baseline.

Y p<0.001 versus placebo, adjusted for multiplicity

Scalp IGA and palmoplantar IGA responses in bimekizumab-treated patients were maintained through
week 52 / 56. Nail psoriasis continued to improve beyond week 16. In BE VIVID, at week 52, 60.3%
of patients treated with bimekizumab 320 mg every 4 weeks achieved complete nail clearance
(mNAPSI 100). In BE READY, at week 56, 67.7% and 69.8% of week 16 PASI 90 responders
achieved complete nail clearance with bimekizumab 320 mg every 8 weeks and bimekizumab 320 mg
every 4 weeks respectively.

Maintenance of response

Table 4: Maintenance of responses with bimekizumab at week 52 in PASI100, PASI90, IGA 0/1
and Absolute PASI < 2 responders at week 16*

PASI 100 PASI 90 IGA 0/1 Absolute PASI <2
320mg 320mg 320mg 320mg 320mg 320mg 320mg 320mg
Q4w Q8W Q4w Q8w Q4w Q8w Q4w Q8W
(N=355) (N=182) (N=516) (N=237) (N=511) (N=234) (N=511) (N=1238)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
295 (83.1) 161 (88.5) 464 (89.9) 214 (90.3) 447 (87.5) 214 (91.5) 460 (90.0) 215(90.3)

* Integrated analysis of BE VIVID, BE READY and BE SURE. NRI is used.
320 mg Q4W: bimekizumab 320 mg every 4 weeks followed by bimekizumab 320 mg every 4 weeks from week 16.
320 mg Q8W: bimekizumab 320 mg every 4 weeks followed by bimekizumab 320 mg every 8 weeks from week 16.

12
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Durability of response (after bimekizumab discontinuation)

Figure 3: PASI 90 responder rates over time for PASI 90 responders at week 16 — Randomized
withdrawal period in BE READY
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NRI is used.
At week 16, 105 study participants started the Randomized-Withdrawal Period in the bimekizumab 320 mg Q4W/placebo
group, 100 in the bimekizumab 320 mg Q4W/Q8W group, and 106 in the bimekizumab 320 mg Q4W/Q4W group.

In BE READY, for PASI 90 responders at week 16 who were re-randomised to placebo and
withdrawn from bimekizumab, the median time to relapse, defined as loss of PASI 75, was
approximately 28 weeks (32 weeks after the last bimekizumab dose). Among these patients, 88.1%
regained a PASI 90 response within 12 weeks of restarting treatment with bimekizumab 320 mg every
4 weeks.

Health-related Quality of Life / Patient reported outcomes
Across all 3 studies, a greater proportion of patients treated with bimekizumab experienced no impact
of psoriasis on their quality of life as measured by the Dermatology Life Quality Index (DLQI)

compared to placebo and active comparator-treated patients at week 16 (Table 5).

Table 5: Quality of life in study BE VIVID, BE READY and BE SURE

BE VIVID BE READY BE SURE
Placebo Bimekizumab Ustekinumab | Placebo Bimekizumab Bimekizumab Adalimumab
320 mg Q4W 320 mg Q4W 320 mg Q4W

(N=83) (N=321) (N=163) (N=86) (N=349) (N=319) (N=159)

n (%) n (%) n (%) n (%) n (%) n (%) n (%)
DLQI 0/1*
Baseline 3(3.6) 16 (5.0) 5(@3.1) 44.7) 11(3.2) 10 (3.1) 13 (8.2)
DLQI 0/1*
Week 16 10 (12.0) 216 (67.3) 69 (42.3) 5(5.8) 264 (75.6) 201 (63.0) 74 (46.5)

3 DLQI absolute score of 0 or 1 indicates no impact of the disease on health-related quality of life. NRI is used.

DLQI 0/1 responses continued to increase beyond week 16 and then were maintained through week
52/56.In BE VIVID, DLQI 0/1 response rate at week 52 was 74.8% in patients treated with
bimekizumab 320 mg every 4 weeks. In BE SURE at week 56, 78.9% and 74.1% of patients had a
DLQI 0/1 with bimekizumab 320 mg every 8 weeks and bimekizumab 320 mg every 4 weeks,
respectively.
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Paediatric population

The European Medicines Agency has deferred the obligation to submit the results of studies with
Bimzelx in one or more subsets of the paediatric population in psoriasis (see section 4.2 for
information on paediatric use).

5.2 Pharmacokinetic properties

Absorption

Based on population pharmacokinetic analysis, following a single subcutaneous dose of 320 mg in
plaque psoriasis patients, bimekizumab reached a median (2.5th and 97.5th percentile) peak plasma
concentration of 25 (12 -50) pg/mL, between 3 and 4 days post dose.

Population pharmacokinetic analysis showed that bimekizumab was absorbed with an average
absolute bioavailability of 70.1% in healthy volunteers.

Based on simulated data, the median (2.5th and 97.5th percentile) peak and trough concentration at
steady-state following subcutaneous administration of 320 mg every 4 weeks are 43 (20-91) pg/mL
and 20 (7-50) pg/mL respectively and steady-state is reached after approximately 16 weeks with every
4 weeks dosing regimen. Compared with exposure after a single dose, the population pharmacokinetic
analysis showed that patients exhibited a 1.74-fold increase in peak plasma concentrations and area
under the curve (AUC) following repeated four weekly dosing.

After switching from the 320 mg every 4 weeks dosing regimen to 320 mg every 8 weeks dosing
regimen at week 16, steady-state is achieved approximately 16 weeks after the switch. Median (2.5th
and 97.5th percentile) peak and trough plasma concentrations are 30 (14 -60) pg/mL and 5 (1-

16) pg/mL respectively.

Distribution

Based on population pharmacokinetic analyses, the median (coefficient of variation %) volume of
distribution (V/F) at steady state was 11.2 (30.5%) L in plaque psoriasis patients.

Biotransformation

Bimekizumab is a monoclonal antibody and is expected to be degraded into small peptides and amino
acids via catabolic pathways in the same manner as endogenous immunoglobulins.

Elimination
Based on population pharmacokinetic analyses, the median (coefficient of variation %) apparent
clearance (CL/F) of bimekizumab was 0.337 L/day (32.7%) and the mean terminal elimination half-

life of bimekizumab was 23 days in clinical studies in patients with plaque psoriasis.

Linearity/non-linearity

Bimekizumab exhibited dose-proportional pharmacokinetics in patients with plaque psoriasis over a
dose range from 64 mg to 480 mg following multiple subcutaneous administrations, with apparent
clearance (CL/F) being independent of dose.

Pharmacokinetic/Pharmacodynamic relationship

A population pharmacokinetic/pharmacodynamic model was developed using all available data in
moderate to severe plaque psoriasis patients. The analysis showed that higher bimekizumab
concentrations are related to better Psoriasis Area and Severity Index (PASI) and Investigators Global
Assessment (IGA) response. A dose of 320 mg every 4 weeks was shown to be an appropriate dose for

14
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the initial treatment period and 320 mg every 8 weeks thereafter is appropriate for the maintenance
period for the majority of moderate to severe plaque psoriasis patients (see Special Populations, Body
weight).

Special populations

Body weight

Population pharmacokinetic modelling indicated that exposure decreased as body weight increased.
The average plasma concentration in adult patients weighing >120 kg following a 320 mg
subcutaneous injection was predicted to be at least 30% lower than in adult patients weighing 90 kg.
Dose adjustment may be appropriate in some patients (see section 4.2).

Elderly

Based on population pharmacokinetic analysis with a limited number of elderly patients (n=110 for
age > 65 years and n= 14 for age > 75 years), apparent clearance (CL/F) in elderly patients and
patients less than 65 years of age was similar. No dose adjustment is required (see section 4.2).

Renal impairment or hepatic impairment

No specific studies have been conducted to determine the effect of renal or hepatic impairment on the
pharmacokinetics of bimekizumab. The renal elimination of intact bimekizumab, an IgG monoclonal
antibody, is expected to be low and of minor importance. Similarly, [gGs are mainly eliminated via
intracellular catabolism and hepatic impairment is not expected to influence clearance of
bimekizumab. Based on population pharmacokinetic analyses, hepatic function markers
(ALT/bilirubin) did not have any impact on bimekizumab clearance in patients with plaque psoriasis.

Race
No clinically meaningful differences in bimekizumab exposure were observed in Japanese subjects
compared to Caucasian subjects in a clinical pharmacokinetic study. No dose adjustment is required.

Gender
Population pharmacokinetic modelling indicated females may have 10% faster apparent clearance
(CL/F) compared to males and it is not clinically meaningful. No dose adjustment is required.

5.3 Preclinical safety data

Non-clinical data revealed no special hazard for humans based on tissue cross-reactivity testing,
repeat-dose toxicity studies (including safety pharmacology endpoints and assessment of fertility-
related endpoints) and evaluation of pre- and postnatal development in the cynomolgus monkey.

In cynomolgus monkeys, bimekizumab-related effects were limited to mucocutaneous changes
consistent with pharmacologic modulation of commensal microflora.

No mutagenicity or carcinogenicity studies were conducted with bimekizumab. However monoclonal
antibodies are not expected to damage DNA or chromosomes. In a 26-week chronic toxicology study
in cynomolgus monkeys there were no pre-neoplastic or neoplastic lesions observed at a dose resulting
in 109 times the human exposure at 320 mg every 4 weeks.

In a peri- and postnatal development study in the cynomolgus monkey, bimekizumab showed no
effects on gestation, parturition, infant survival, foetal and postnatal development when administered
throughout organogenesis until parturition at a dose resulting in 27 times the human exposure at

320 mg every 4 weeks based on AUC. At birth, serum bimekizumab concentrations in infant monkeys
were comparable to those of mothers.
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6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Glycine

Sodium acetate trihydrate

Glacial acetic acid

Polysorbate 80

Water for injections

6.2 Incompatibilities

In the absence of compatibility studies, this medicinal product must not be mixed with other medicinal
products.

6.3  Shelf life
3 years
6.4 Special precautions for storage

Bimzelx 160 mg solution for injection in pre-filled syringe

Store in a refrigerator (2°C — 8°C).
Do not freeze.

Keep the pre-filled syringe in the outer carton in order to protect from light.

The pre-filled syringe may be stored at room temperature (up to 25°C) for a single period of maximum
25 days with protection from light. Once removed from the refrigerator and stored under these
conditions, discard after 25 days or by the expiry date printed on the container, whichever occurs first.

A field for the date is provided on the carton to record the date removed from the refrigerator.

Bimzelx 160 mg solution for injection in pre-filled pen

Store in a refrigerator (2°C — 8°C).
Do not freeze.

Keep the pre-filled pen in the outer carton in order to protect from light.

The pre-filled pen may be stored at room temperature (up to 25°C) for a single period of maximum
25 days with protection from light. Once removed from the refrigerator and stored under these
conditions, discard after 25 days or by the expiry date printed on the container, whichever occurs first.
A field for the date is provided on the carton to record the date removed from the refrigerator.

6.5 Nature and contents of container

Bimzelx 160 mg solution for injection in pre-filled syringe

One mL pre-filled syringe (type I glass) with a fluoropolymer-laminated bromobutyl rubber stopper,
staked 27G, '4” thin wall needle, and a polypropylene rigid needle shield assembled in a passive safety
device.

Pack size of 1 pre-filled syringe.

Pack size of 2 pre-filled syringes.

Multipack containing 3 (3 packs of 1) pre-filled syringes.
Multipack containing 4 (2 packs of 2) pre-filled syringes.

16



EAFXXTT 1.6 NEIZH T 5ERRREICET LIEH Page 19

Page 19

Not all pack sizes may be marketed.

Bimzelx 160 mg solution for injection in pre-filled pen

One mL pre-filled pen containing a pre-filled syringe (type I glass) with a fluoropolymer-laminated
bromobutyl rubber stopper, staked 27G, %" thin wall needle, and a polypropylene rigid needle shield.

Pack size of 1 pre-filled pen.

Pack size of 2 pre-filled pens.

Multipack containing 3 (3 packs of 1) pre-filled pens.
Multipack containing 4 (2 packs of 2) pre-filled pens.

Not all pack sizes may be marketed.
6.6  Special precautions for disposal and other handling

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.

7. MARKETING AUTHORISATION HOLDER

UCB Pharma S.A.

Allée de la Recherche 60
B-1070 Bruxelles
Belgium

8. MARKETING AUTHORISATION NUMBER(S)

Bimzelx 160 mg solution for injection in pre-filled syringe
EU/1/21/1575/001
EU/1/21/1575/002
EU/1/21/1575/003
EU/1/21/1575/004

Bimzelx 160 mg solution for injection in pre-filled pen
EU/1/21/1575/005
EU/1/21/1575/006
EU/1/21/1575/007
EU/1/21/1575/008

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation:

10. DATE OF REVISION OF THE TEXT

Detailed information on this medicinal product is available on the website of the European Medicines
Agency http://www.ema.europa.eu.
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fid %2 &,

LU

HFICBIT A E AR AT OMRICET T — 2 BIZE SN TW5D, B cl, iFE. Ik
WA HPER OVERREE ~OEZEN XSO BRI RR SN -T2 (S3THESHR) |
TR HAE & LT, IEET O Bimzelx O FITRET 5 2 E A F LU,

=
EAX X2 TN NELHHICBATT 2003 AR TH 5, AR FLE~D U 27 [ZERIVTE 720,
B AT 57, Bimzelx (2 X DAL HIET 5 PEX 502 OV THE, U 28 FO~
X7 4 v b ELMICHTHIEEORET 4 hEBEL TRETLIVERD D,

ZHEHeE

b M OZIREEIZRTT D B A A= T OBIIMET SN T 7w, Bl cid, ZMEEICE L TR
B XM R B E BT R SN0 B3 THEZSH)

4.7 H BY B OEHR K U DB EA~ D

Bimzelx (&, H EHELOMEHHES S OB OBIEDRENIHT LT, WL 5 272V TE HRET
%,

4.8 BIVEA
M7 a7 7 A VOE

H X< ALNEITERIZ, EXGERY: (14.5%) (T2 EIREESR) ROAFED P F5E (7.3%)
Th-oT,

RIEH—B

EA X X~ 7 ORIWERIE. MedDRA #5E BIK /38 JOBEEIZ K> THFE L, IROIEREEE v
7= (1) : Verycommon (=1/10) ., Common (=1/100~<1/10) , Uncommon (=1/1000~ <
1/100) . rare (=1/10,000~<1/1000) . Veryrare (<1/10,000) . Notknown (FiIfi"[HE7 2T — & >
LTIETHICE 20
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F1:BIEA—&
BEBIRIE REEE BITEA
JRYWRE B K OV e Very common RGER
Common Afeh vV HhE,
SN
B L2 2R
HHIHEE D > A RE
B,
ESHPN
Uncommon KR RGO P (RIED P FFEET) |
Mg
MiEER LV R kEE Uncommon A ERIEAE
e e B Common SR
H Ik Uncommon RIEVERIR B
G J O TR Common i 3R TEN
—f% - EHEHL LOREEN O | Common BESHEL B 2,
b7 57
O VEREOCRLEE, UG, VEIE, R, MEIREZ ST,

FrEORIWEMRIZEET % i

=M A TS & LT ARG R ERER O 7 T B AR B W T, EXAXR X752k 16 1
R 5 L7 D 36.0% CRUYENHRE SN0t L, IR &L L7- BE TlE 22.5% TRk
YUENRE S, BEERBYYEIT., EAXTATEE03%. 77 BAREE 0%IZERD LT,

JEYSEDZ <1, FREARZEOIEEERBEN O FEED FXEBRTH -T2, EAXF A~ T 2
HL=BETIL, EAEFEIC LT, ORI o P X EDORBRNEN-T- (N
T3% K NN12%ICk L, T RE2HEG LIZBETIZ0% TH-oT2) o 98%LL EOSEFINY, FEEE,
WE X IHEETHY, BEEPILTDHLE L)~ T2, T0kg RiOBE TIL, AFED P HE
DFRBEN DTN @D EREE Sz (8.5%IC%F L, 70kg LA EDOBETIL 7.0%) .

= VERLRE A2 X5 & LT BIHRBR O 2 5 WIMIChiz ), EAF AT 2K 5 L7-BED 63.2%
(120.4/100 835 -4F) CTRGYENHE SNT-, HEELRBYMEIL, EAXAT 25 LTZEHD

1.5% (1.6/100 25 -4) THEINTZ GA4THERR) |

L BRI D

SRR A TSR & LT T ARERIRERBR 1BV T, B XX A~ 7 25 U= BE AP kU IE
MR BTz, FUHERBRO 2R 5HMIZ O, AR AT 2G5 LTZBRED 1% 7 L—F
3/4 DIFHERBUMENR RO Hiviz, 1TE A EDERIT—BETHY . &5 2 IET 20T -
7.

B A BRI L B 5 TR 2R GME 13RE D DL o 7,




EAXXTT 1.6 HEIZE T A ERKREICET 5EH Page 25

THEE
IL-17 BEAITIX, 77 4 7% — % & EE /2 BBUE RS20 BT 5,
TSEEE

HEDERE - & (320mg % 16 3 £ T4 RN, = D% 320mg % 8 HFRTHE) TEAF R~
TG % 56 £ TR - EVERRERE DK 45% PRI Uiz, FUKMHURN S EE L
THEEDI DL, K34% (EAXAF X TEG2F 0 16%) BSHREEZ RIHiAkEHa LT\, it
ERA X X2 THUROFBUMED | BRRDEROENUI LM T 1 7 7 A VOEE R EbOMEEIL 72
Mo T,

B E (65 L L)

EEERE X E A AT AP ORED O FIE, RIER L ONIE O X ) 7R E ORIWER B
TWATREMED 8 Do SRR A K5 & U756 N ARES IR BR O 7 F & AR IR IC VT, [
2V FRENL 65 AT D 6.3%Z5% L 65 Ll T 18.2%. RIER K ONBIZIE 65 AT D 2.8%I
5t L 65 LA T 7.3%I2880 HiT-,

BITEH DR IZ OV T O
ABNOEGBZLOBIWEANGEDON D FHEHREITEETHD, UKD, AFIOREXT v 8 /U R
T DINT AT T =2 ) 7T H 2 ENRTE D, EREFHEIX. Appendix V (TR T2 [F
WEV AT L@ LT, BIERR DN H DL FEREZWETDHZ RN,

4.9 BmERE

HEARRBRIZ I\ T, 640mg OFARNEIER G, X 640mg DR T 54, 320mg % 2 @M TS
[ PG LA, AERRHEEIIGRO bRhot, BEES LA, BEAL O
BIVER O L OYERN Ve =2 U 7 L, BHISHEY e EREZ AT 5 2 &),

5. SN praR: )

5.1 SKEEM

SEWPFE SO R SRR, A 2 —r A FUHER, ATC =— R : L04AC21
kil e

EAF A~ 713e MEIgGl/k €/ 7 m—F AHRTH Y, IL-17A, IL-17F K OVIL-17AF YA 7
A ARSI OIS S L. IL-17RA/IL-17RC ZFE B AR L OMENER 28w+ 5, IL-17A
JOVIL-17F 80 FSIE, SEMEREL E 100 < O D RSN EMEIIEER B OIS LT
bHo EAXRXSTIXINORIEMY A NI A U EHETDHI LT, fBRE LT, REORIEDER
el 3z, MRS DRI OEE 7263, Invitro T /VIZEBWT, EXAF X<

&, IL-17A B OFAE X 0 & IR ELPH CRZEHZ B 2 BIE T RBL L O A NI A U EA ZBRE
T 5,
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HERIR B A 20 Je OV 2t

ERA X Xv T OREMEROFEIEZ, 3 2O% 3 Sk L RIBEIEAL T T &R & OV LT
FR LI AR A AT RS D D B DS R VERZRE B 1480 5] TR S 47z, AR 18 7k
T, R - EAEEFERE (PASD) A= TN 12 LAk, ﬁsi‘%ﬁ%ﬁ (BSA) Zx3 2 HzfiE (PSO)
DOREHFEOEIS (LT, WA BSA) 23 10%LL E, [ERfIC X 22005 HE (IGA) A= 7285 B
BERHEC 3 LA ETH Y | BE Rk &k OV X i)’l:ﬁﬁ%/f@ﬁ%%“@%o 2o EXXF R~ T OHFME
FOVZENEX, 77 R LY AT XX~ 7% (BE VIVID - PS0009 #5%) . 77 A% (BE
READY - PS0013 &%) . 74 U A~7 % (BE SURE - PS0008 55%) CRlli S 417z,

BE VIVID &I, 567 1,752 8 CTakili i/, &1L, BEAFA~7 320mg D 4 HEREHR G, U
AT XX T FE (BEOKREIZE U T 45mg Xix 90mg, X—A T A L HE, 43, %@?&iuL
IRR) . XIE7 TR 16, LIk E A XX~ 7 320mg O 4 BRGSOV IS 12 E
T 6z,

BE READY #lI%, 435 51],756 1 TRl S 417z, BF L, B A F X< 7 320mg D 4 ARG
X&‘if?ﬁﬂﬂiﬁéf’ﬁ% ZEI R BTz, Week 16 12 PASI90 B&%é}éﬁk L7231, 40 MR M
VEZAVBER AR CRBAT LTm, SIS B A % X< 7 320mg 4 HEFEH G125 0 11 S - B

A ¥ X~7 320mg 4 R G, EAXFA~T 320mg 8 kA 5 X 17 7R (?‘iﬁzbfo

ERA XX~ T OFGHIE) OWTIN ﬁf“ EEZAIZEID AT bz, BN 7 BRIZED fF
BV A DS PASI 90 2 A #ERk L 72 A i 7tf@%¥5%ﬂﬁ L7=, Week 16 {Z PASI 90
B ER Lo 2 BE L. HEER Escape BEELTI2M], EAXR AT 320mg @ 4 @M
B 5250012, TAEACBEDIR IR Lz (PASI 7S 2 ER L2 o 72) BEHL 2D 12
H D Escape BEIZHAAN BT,

BE SURE #&I%. 478 #5156 ¥ CTREAM 417z, EFIL, 56 A H U E A ¥ X~ 7 320mg O 4 JHfH
G, 16 HE TE XX X~ 320mg ® 4 BRIMRER G, D 56 E TE A ¥ X~ 320mg D 8
MR G, X248 E TT XY b~ 7 YA CETHELE ézhéﬁﬁ?i— METERE, L% 56 %
TEAFX~<7 320mg O 4 BMEE G OWTINICEELIZE D 15 b,

NR—=2 T A VRHEF 3 SORBRE TREECTH Y | B ITTITHEME (70.7%) LA AN (84.1%) T,
SRR 45.2 % (18~837%) | 8.9%7% 65 kLA L CThH o7, N—R T A L DHFZE BSA OHIE
1L20%, ~N—AFA D PASI A7 OHFHAEIT 18, X—A T A D IGA A 271X 33%DYERE
THETH-T-, BEIERAE (PSD) O, #FE, BEOHE D= A 2 a7 O JfE
1% 0~10 EBEEEM C 6~7 O TH Y . FJEHRED QOL FHiifi/%E (DLQID) #AI T DR—RZ
A OFRAEIZ 9 ThoTz,

3R AL T, 38% D BEDAEMFHRIFNOIEEENH D . 23%13 072 < & 1 DO IL17 B5H

(U IL-17 O—WESHHNIERIN) 1T K DIEHR AT, 13%03 072 < &b 120 TNF [HEIEOTEHE
BT TN, 22%IT ek GEED I RE &Ué%%ﬁ’ﬁ% EETe) ORBRNL<, 39%%
HEREE XA TFHIEDITRIFRIER B > 72,

A X X~ T OFEIET, REREE, FFEOHERIA FEK, N, ERORIK) | BERE
FER O WONZ QOL ~DEIZOW TR & 47z, 3BT X TUTHW = 2 >OEA T
FHBIEE (X, 16 O 1) PASIOO0 ki, 2) IGA NHAIXIFIEHK] (IGA01 TR—RATA v
MHOUEEN 2R A ML L) SEEZER LTBFEOEISG Tho7, 16 KD PASII00, 1GA 02
MO 4 HIRF D PASL 75 B0l 3 B N T CHERRVGHEHEE Th o7,
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SR LA

A X X2 7L DI, 16 BRFOEFHIMETHMIEB ICBW T, 778K, VATHFX<vT X
W7 XY A~T7 LG LT, BHERKEELLTO Lz, BRI ERER 2 IR L,

%2 : BE VIVID, BE READY % U'BE SURERBRIZ 31T A R R OER

BE VIVID BE READY BE SURE
Placebo Bimekizumab320 | Ustekinumab | Placebo Bimekizumab Bimekizumab320 | Adalimumab
mg Q4W 320 mg Q4W mg Q4W
(N=83) (N=321) (N=163) (N=86) (N=349) (N=319) (N=159)
n (%) n (%) n (%) n (%) n (%) n (%) n (%)
PASI 100
Week 16 0(0.0) 188 (58.6)" 34 (20.9) 1(1.2) 238 (68.2)" 194 (60.8)" 38(23.9)
PASI 90
Week 16 4(4.8) 273 (85.0)%° 81(49.7) 1(1.2) 317 (90.8)* 275 (86.2)" 75 (47.2)
PASI 75
Week 4 2(24) 247 (76.9)-° 25 (15.3) 1(1.2) 265 (75.9)° 244 (76.5)" 50(31.4)
Week 16 6(7.2) 296 (92.2) 119 (73.0) 2(2.3) 333(95.4) 295(92.5) 110 (69.2)
IGA O
Week 16 0(0.0) 188 (58.6)" 36 (22.1) 1(1.2) 243 (69.6)" 197 (61.8) 39 (24.5)
IGA 0/1
Week 16 4(4.8) 270 (84.1)~° 87 (53.4) 1(1.2) 323 (92.6)° 272 (85.3)" 91 (57.2)
Absolute
PASI<2
Week 16 3(3.6) 273 (85.0) 84 (51.5) 1(1.2) 315(90.3) 280 (87.8) 86 (54.1)
PSD Pain (N=48) (N=190) (N=90) (N=49) (N=209) (N=222) (N=92)
improvement
>4 (N)
Week 16 5(10.4) 140 (73.7) 54 (60.0) 0(0.0) 148 (70.8) 143 (64.4) 43 (46.7)
PSD Itch (N=53) (N=222) (N=104) (N=60) (N=244) (N=248) (N=107)
improvement
>4 (N)
Week 16 6 (11.3) 151 (68.0) 57 (54.8) 0(0.0) 161 (66.0) 153 (61.7) 42 (39.3)
PSD Scaling (N=56) (N=225) (N=104) (N=65) (N=262) (N=251) (N=109)
improvement
>4 (N)
Week 16 6 (10.7) 171 (76.0) 59 (56.7) 1(1.5) 198 (75.6) 170 (67.7) 42 (38.5)

Bimekizumab 320 mg Q4 W= bimekizumab every 4 weeks. Non-Responder Imputation (NRI) is used.
IGA 0/1 response was defined as Clear (0) or Almost Clear (1) with at least a 2-category improvement from Baseline atweek 16. IGA 0 response
was defined as Clear (0) with at least a 2-category improvement from Baseline at week 16.
PSD is a Patient Symptoms Diary, also referred to as Psoriasis Symptoms and Impacts Measure (P-SIM), measuring psoriasissymptom severity on
a scale from 0 (no symptoms) to 10 (very severe symptoms). Response is defined as a decrease >4 frombaseline to week 16 for pain, itch and
scaling on a scale from 0 to 10.
a) p<0.001 versus placebo (BE VIVID and BE READY), versus adalimumab (BE SURE), adjusted for multiplicity.

b) p<0.001 versus ustekinumab (BE VIVID), adjusted for multiplicity.

B AR X7 ClE, OB RHL R SN 7-, BE VIVID iBRIZEB VT, 2 KON 4 D
PASIO0 ERIT, 7T BAR (12%K%1WN24%) KT AT XX~ T7EERE (12%M5003.1%) &

#g L, EXXR R~ TEEEE (12.1%51V43.6%) CTHEEICE>T-,

BE VIVID iRBRIZIVN T, 52 EFD PASIO0 (B A F X~ 81.9%vs VAT F X~ 558%,

p<0.001) . IGA0/1 (EAFRX~T 782%vs VAT XX~ 60.7%, p<0.001) KTNPASII00 (E A
X AT 64.5% vs VAT XX ~T 38.0%) DOFFHIHEBICBWT, BEAXF X~ 7588 (4 HH
b ) X, VAT XX~ TEEBE LKL, BEEICE O ERE ER LT,
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X|1 : BE VIVIDRERIZI31T 5 PASI 90 HZE R DHERS

100
a0 -
O
801 ﬁ__,_q:)
704
E 60+ T A A,
g T " A
2
£ 50
&£ 404 |
30
/ /
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{ £
204 { ’
/ I
! !
!
10 ,P s
[ 4
.r x
. x .
R Sx
o Y
T T T T T T T T T T T T T T T
012 4 8 12 16 20 24 28 32 36 40 44 48 52

Week

- ==X -- Phcebo (N=83) —&— BKZ 320mg Q4W (N=321) — —&— - Uste (N=163)

BKZ 320 mg Q4W=bimekizumab every 4 weeks; Uste=ustekinumab. NRI is used.

BE SURE il D 24 I TlX, BEAX A~ 7R EEE 4 EMR—4 HERERS. 4 BFRE—8 EiHE
WP 5-OPFE) @ PASI90 L ONIGA 0/1 OUGESRIX, 77XV A~wT7 gL, BEICE -T2
(85.6%}% 1) 86.5% vs 51.6%}% X 57.9%, p<0.001) ,

56 A, B A X X~7 8 MR EE %5 T 7 HBE D 70.2%7° PASI100 % ik L=,

24 WRED T AU L~ T 5T PASI0 UGB A BERK L 72 Do T2 BT 65 B0 9 B, 78.5%MM B A F X
~ 7LD 16 HEHIZ L VW PASI 90 A ik L=, IREEMIRIZ2 LIZT XU AT B EAF X
~ VO B R T2 BEORENET 0 T 7 A VX, FRIOREEIEDORERIMZICE A ¥ X~ 7 %5
WHLUTZEBE LR CTH -T2,
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[X|2 : BE SURERBRIZI1T B PASI 0 ERDHR

100 -

(%)

40

Responder Rate

20 -

Week
— O— - BKZ 320mg Q4W (N=158) —8&—— BKZ 320mg Q4W/0QBW (N=161)
= —A= = ADA (N=158) — =O— = ADA->BKZ 320mg Q4W (N=159)

BKZ 320 mg Q4W = bimekizumab every 4 weeks; BKZ 320 mg Q8W = bimekizumab every 8 weeks; ADA= adalimumab.Patients in the BKZ
Q4W/Q8W group switched from Q4W to Q8W dosing at week 16. Patients in the ADA/BKZ 320 mg Q4 W group switched from ADA to BKZ
Q4W at week 24. NRI is used.

EA X X7 ORI, Filim, PR AR, FEREIEL. KE, PASIN—Z T A L OEEKE, K&

OAEW R RFI OIRIRIEIC D 69, SERESNTz, EAF A< T71E, HLTINF HUIL-17 25 T4
FHIRGHIC X DIBHRIED & 5 A R O EHFHEREE L OBE THL AR Th o7, HUIL-17 —RIEL)
DEF BT D ARG LT,

FHEM] PK/PD fifdT M OGIR T — 2 23D OFEAFTF 20D, 16 BRI R EREIR DO & 2/ L 72 o 72
F U EAE (120kg UL E) OBHETIE, 16 LS B AF X< 7 320mg @ 4 MR (Q4W) &5
DHEFIZ L DR T 4 v FAFRD HHTZ, BE SURE s RICEB W T, AL, 16 BETEAF X~
7 320mg D QAW $e 5% ZALIREIT 16 EFOEERFIZES D 53, Q4W L 8 kG

(Q8W) DFhH-%=2T T,

Q4W T & D HER P 5-%2 521 F T2 120kg UL B BEHER] (N=37) @ PASII00 chERIL, 16 HEF
D 23.5%Z%F L 56 HIFIE 70.6% TH VD . Q8W (2 L DHERiPES (168 : 45.0%I2%F L 56 HEE :
60.0%) &g L, XV RERUGENGRD LT,

16 AFFICBWT, EXXF A~ T OG22 T - BEOHER., TN, S0 OVE K 25 T ez 26
L. JEREENRD BN (FE3E2BR)
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#:3: BE VIVID, BE READY % U'BE SURERBRIZIIT D16 EBFDOFER ., BHE VUREIZXT 5

FRPRZh AR
BE VIVID BE READY BE SURE
Placebo Bimekizumab Ustekinumab | Placebo Bimekizumab Bimekizumab Adalimumab
320 mg Q4W 320 mg Q4W 320 mg Q4W
Scalp IGA
N)? (72) (285) (146) (74) (310) (296) (138)
Scalp IGA0/1,
n (%) 11 (15.3) 240 (84.2) 103 (70.5) 5(6.8) 286 (92.3)° 256 (86.5) 93 (67.4)
pp-IGA
Ny 29 (105) (47 (€3] (C0) (90 (34
pp-IGA 0/1,n
(%) 7(24.1) 85 (81.0) 39 (83.0) 10 (32.3) 91 (93.8) 75 (83.3) 24 (70.6)
mNAPSI100
(N)* mNAPSI  ||(51) (194) (109) (50) (210) (181) 95)
100, n (%)
4(7.8) 57 (29.4) 15(13.8) 3(6.0) 73 (34.8) 54 (29.8) 21(22.1)

Bimekizumab 320 mg Q4 W= bimekizumab every 4 weeks. Non responder imputation (NRI) is used.

Scalp IGA 0/1 and pp-IGA 0/1 responses were defined as Clear (0) or Almost Clear (1) with >2 category improvement relative to Baseline.
a) Include only patients with a scalp Investigator Global Assessment (IGA) of 2 or greater, a palmoplantar IGA of 2 or greater and a modified
Nail Psoriasis and Severity Index (mNAPSI) score >0 at baseline.

b) p<0.001 versus placebo, adjusted for multiplicity.

EA X XA TR GEFITBIT D5 IGA K OVERE IGA E#I3 52.756 BIC b7z D ffERF S 7z,
JVEZHREC I 16 W LAME & oA kfse L 7=, BE VIVID i&RBR Ci, 52IfIC, B A F X< 7 320mg D
4 IR 5B D 60.3%03TURZEDIEK (mNAPSI 100) %Ak L7=, BE READY & Tix, 56
TFRFZ, 16 FERFIZ PASIOO0 S % 2% L7238 D 67.7%M X 69.8%0, TNENEAXF A~
320mg @ 8 JE kR K O 4 bR 5 CITURZE O 2 2k LTz,

BNRDHFF

% 4 : 16 AEFIZ PASI100. PASI9. IGA 0/1 2O PASI 2 2728 2 LA FDERMIZEIT 5 52 #@EED
RN SR DR+

PASI 100 PASI 90 IGA 01 Absolute PASI <2
320mg 320mg 320mg 320mg 320mg 320mg 320mg 320mg
Q4w Q8w Q4w Q8w Q4w Q8w Q4w Q8w
(N=355) (N=182) (N=516) (N=237) (N=511) (N=234) (N=511) (N=238)
n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
295 (83.1) 161 (88.5) 464 (89.9) 214 (90.3) 447 (87.5) 214 (91.5) 460 (90.0) 215(90.3)

* Integrated analysis of BE VIVID, BE READY and BE SURE. NR1 is used.
320 mg Q4W: bimekizumab 320 mg every 4 weeks followed by bimekizumab 320 mg every 4 weeks from week 16.
320 mg Q8W: bimekizumab 320 mg every 4 weeks followed by bimekizumab 320 mg every 8 weeks from week 16.
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BIRDIFHENE (EX F X5 7RG E)

X3 : 16T PASI 9030 % 3ERk L /- BE 12 BT 5 PASI 902 ELR DR —BE READYRBRIZKB T

2 e £
% Ve A VBB AR
100 - - -0
-
Y .
90 o a
o o °
80 —
70—
— 60—
E
a2
= 50—
g
5
= 40 —
30
~% >
20+ \
~x
10—
o
. T . T . T T T . .
16 20 24 28 32 36 40 48 52 56
Week
——— BKZ 320mg Q4W/Plcebo — - - BKZ 320mg Q4W/BKZ 320mg Q8W - - " - - BKZ 320mg Q4W/BKZ 320mg Q4W
NRI is used.

At week 16, 105 study participants started the Randomized-Withdrawal Period in the bimekizumab 320 mg Q4W/placebo group, 100 in the
bimekizumab 320 mg Q4W/Q8W group, and 106 in the bimekizumab 320 mg Q4W/Q4W group.

BE READY #BRICIVT, 16 JHRFIZ PASI 90 i3 2 @Rk L7288 Tk, 77 B RICHETT &
. EAXF AT 00 OIRFBENL M T 7o, TR (PASITS BGEZ MK LR o T L EFR) Db
HHNDETOMMOF R, K28 M (A XA~ THREKE 32#%) Tholm, 7B, Z
NHDBED 88.1% B A F X~ 320mg © 4 AMINEER G- OB G 12 HELANIZ PASI 90 tiE

FEOGER LT,

PERFERE QOL A T T 7 R 20 A

3BT R CITIBN T, 16 IO FER RO QOL FHIi#EIE (DLQD) <

ZFf L 72 QOL {225\ T,

WA OFEDN IR NEEORIGIT, 7T R R OFEERGBE LR LT, EXF AT HRERET

mnote (RS .

75 : BE VIVID, BE READY X U'BE SURERBRIZI31T 5QOL

BE VIVID BE READY BE SURE
Placebo Bimekizumab Ustekinumab | Placebo Bimekizumab Bimekizumab Adalimumab
320 mg Q4W 320 mg Q4W 320 mg Q4W

(N=83) (N=321) (N=163) (N=86) (N=349) (N=319) (N=159)

n (%) n (%) n (%) n (%) n (%) n (%) n (%)
DLQI 0/1*
Baseline 3(3.6) 16 (5.0) 5@.1) 4(4.7) 11(3.2) 10(3.1) 13(8.2)
DLQI 0/1*
Week 16 10 (12.0) 216 (67.3) 69 (42.3) 5(5.8) 264 (75.6) 201 (63.0) 74 (46.5)

a) DLQI absolute score of 0 or 1 indicates no impact of the disease on health-related quality of life. NRI is used.
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DLQI 0/1 221 16 HELARE T THM L, 52,756 #iZH7= 0 | #HeFFS 7=, BE VIVID R EkIZ3
W, 52 D DLQI 0/1 SR 1T, B A X X~ 7 320mg O 4 MRHEE5-HEE T 748% Th -7,
BE SURE B D 56 I TlX, B AF A~ 7 320mg O 8 HFIFEHR G K ONE A ¥ X~ 7 320mg D 4
R GEZ DS B, DLQI/1 & 72> 72 BFILENZEI 78.9% % X 741% Th - 7=,

A

PR =SSP I, i/ NEEE O 9 B 1 DLl EO/MEMZ %5 & LT- Bimzelx % FU 7= 35S 5
PR T 2 L ORBEATEH L TWD CNE~OEEIZET ATEFRICOWTIZ 42 HASHR) |

[

5.2 HEyEhR
e

RHERSEENREMENTIC S < &, SHEMHEET ICB1T 5 320mg BRI TR 5%, EAXA~T
1%3~4 A T25 (12~50) pg/mL OfgmAEFIRE [FofE 2.5 K975 3—k 2 A1) ] 1T
=T D,

FHEMBEMENREMATIC O &, EAXF X< T71E, BEREHEERE T 70.1%DHaxf 314 4T <4 Z &)
T4 (CF¥) CTRIREND,

VIalb—varT—H IS L, 320mg D 4 EMMEE TREHOEFIREICBIT A E—7 K&
N7 7EEOHRRIE 25 K975 83—k & AV) 1%, ZhEh 43 (20~91) pg/mL K20
(7~50) pg/mL T, 4@EMREGTITHR 16 B7RICEFIREICET 5, RHEEMEYEBREMITIZ LY
RS 4 TR 5% O e PR EE K OV FiEfE (AUC) 1%, H[EIE G5 ORiE & L bt
L7560, L14fEoRmeE R LT,

320mg @ 4 FHEFER G225, 16 12 320mg @ 8 FREIFRIR G ICUI 0 B2 -84, U2 #%K 16
HETEFKREBIZET S, =2 KO M7 7EPREOHRIE 2.5 KT97.5 3—k %A )L)
X, ENEN 30 (14-60) pg/mL K5 (1-16) pg/mL TH D,

A

RHEM SR BENREARNTIC S &, SR MRS (2B D EFIREETONMEM (V/IF) Ol
(ZEEREY%) 12112 (30.5%) L TH D,

ARNZE L

EAXR A TITE ) 70— AHUETHY . WRPESE 7 07 ) o & FRRIC R GRS 2/ L TRy
FRTF RROT I VBRI IND LEZBND,

P

FHEM SR REMATIZEE O & S IEIREE 235 & LEBRREBRICBW T, EXXX<T D
BN os V77 A (CLF) ORI (ZEigEE%) 1£0337L/H (32.7%) . EAFXF A~ 7 DOk
FRAVE R O MEIL 23 H CTh o7z,

B FERRIENE

EAF R T1E, SEMEERERE BT, EK TR 5% 0 64mg~480mg O &4 T H&IC
sl U7 @ie 2R L, BT D27 V75 (CLF) SITERRTH -7,

3>
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Y BREFHY ) AP FR

HAERE N O B OF IR E L0 SO =R ATRER T _RTOT — & 2 VT, RHENIEYE)
He/HE)FHET VBB ST, T ORER, EAXT A TRENEVIZE, wfiFmfg - HEAEE
FEIE (PASD M ONERANIZ X 220N (IGA) SGENBAFC/R D Z RSNz, 1A D
LD D EE O EMEHREEA 1B C, BAIM T 320mg @ 4 BRI 50 #@ Y 7e R TH
0. ZO%OHMERHR TIiX, 320mg © 8 HFEH G- HEY TH D 2 EAVRENTz (RERIZREE,
KEEZZM]) |

FERI 7R 55 A
&

RHENERYEEE T ) 72 L0, KENINTHIC N CTREENBADT 5 Z L OVREB I T,
{KE 120kg LA EDO RN BT 320mg & 2 TG U 7= e E ML 13, K E 90kg DRk N B
(T 30%LL BV E Pl S 7=, FHEFREIT 5o BRE CHEREENH 5 G2HEEZS

) .

B

RoNT-EEnEE (65l 1104, 75 mLLE - 144) Zxtg b U RHEMN SRy EhRefiiT |2
S, BBRE LD 6S AT OREIZBIT 2 ANTD 7 VT Z A (CLF) XFREETH -7,
FAEFRE OVENL2N Q2 HEHESR)

IR 2 X TS RE e 2

R HERERE T S IITHERERE R 23 B A % X~ 7 OFEMEREIC KT THELZ ] ST 572D ORI
BRITSER S v Ty, 1gG €/ 7 B —TF AHURTH 5 B A ¥ X~ 7 ORE(LRT OB IL
<. EEMEGEMEEZDND, R, 1gG I3 TSN R L Z A L THRE S v, ATRSRERE 31
EAXAYT DI VT TV RTHBELRWEEZ LD, RHEMBEYEREMITIC IS & e
~—7W— (ALT/ BV A EY) [ISEHEERESTICBITAEAX AT D7 VT 7 0 AT
Moz,

NP

HRAZEENRERIRIC W T AARANERE &L AEABIRE ICRW T, B AT X~ 7 DU B
IZEROD HAEITRD N h o T, HEFAEOMLEILTR,

R

RHEMEKYENRETT U 7D, BIEL R L CTMETIZRANT D2 U7 Z A2 (CL/E) 28 10%
HWOVATREMEAS R SN D, BRRAICEEClIE v, AEFEIOMLIL T2,

53 FFERREANRER

SRS ARSI, SO Tt (Rt o oA o b R OISR D = o A
VM EET) BUH =2 A YR THVERT - HUEBREIC BT BRI -5 < FRlask T — 4 7>
By b MR SRRz ARITERD bR Rh o T,

H=T AP IIZBNT, EAF X< T7EREOIERAIL, A MAY# O SKPHE & — 803 2 khE g
DEAVIZIR BT,
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B A X 7 DA BRGSO VSRR 3580 S Ve 72, LavL, &/ 7 a—F bk
X DNA SRPEARZ BT 2 E B2 LR, I =7 A P % vz 26 B ERERBRICB D
T, 320mg D 4 BEIFEHEGIHE D & MRERD 109 % & 7225 AR T, BiEERZ XI5
IR BN Do T,

=7 A P m RO AR R AR OF BT 23812V T, AUC #5C 320mg O 4 1
IfEEE G120k 9 & MREED 27 5L 2 5 HEEZAWT, 5t E CORBERRIHICE G LIzkE,

EAX A7V, MR, bk, FLROEFE, RIEER AR B I EL KE S otz HE
e, TLOIROIME B A F X~ TREIIREMW & RS Th o7,

6. BRI B HIH
6.1 A n—%

A%

Fefe ) R U o LoKF8)
KRR

AUV _— | 80
SR K

6.2 [y

Pl e 2 e 2 32t L TRz, AFIE, oBER ERG LanZ &,

6.3 B
34

6.4 HE Forg
Bimzelx JEHHE 160meg (FL7 4L KU D)

M (2°C~8°C) THRETHZ &,
HE S ETIIR B0,

XD, L7 4V R o DIEAEIC AN TRET A L,

TULT7 4 R U, iR (s 25°CET) Tk 25 BHiE (H—H#IR) | T TOREMN
ARECTH D, WMENGEY HL, IO DORETHRE L2GAIZiE, 25 BHURE, SUIEZRIZH]
i ST B IEARR DO WNT IR NG £ TICHEIET 5, AMEICER T Dz BRI, WEE HELY
HL7- B 25T 5,

Bimzelx YEFHIK 160mg (FL 7 1)L F~X)

M (2°C~8°C) TIRETHZ &,
HE SETIIR B0,

DT, T LT 4 RRUIAEIC AN TRE T 52 &,
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TUT7 4V BT, IR (i 25°CET) TR 25 AR (BRI | #E T CoRE D FTEE
Thbd, MEENGID L, ZALDOEMTHRE LICGEITIE, 25 BLKE, XIXAFIZFIR S
AR OWT IR £ TIZERET 5, SMEICRIT S BARIC, WisE IR ML
NER R ik A

6.5 R DHEE R ONEY

Bimzelx {EH I 160mg (FL 7 4L KLY )

SRR REENRV TN TIAA R R v—F I F— T RETFILTLR Ry — 27
=12 A F thinwall L OVR Y 7o VL U FERE S — /L A& ImL 7V 7 4V RVl
vV AWK T R)

1 %927 : L7 4RI ARAD,

1 /%07 - LT 4V RV 2RAD,

N FRy 7 LT AN RV V3R (I ARKTD38v7) AL,
TN FRNy 7 T T AN R VAR QATO23v7) AL,
TRTCO/NNy 7 WA X%R5ET 5 3RO R0,

Bimzelx JEHHK 160mg (L7 4L R~XY)

IdaR)v—FIFx— T aETFILIALR Ny N— 27— 1/2 A > F thin wall
RY T o e L AEEERE =V B E T LT v Ry ) oY WA T R) BAAATE ImL
L7 4L Ry

1% 7« T T 4 )V R TARAD,

12Xy 7 LT IV RN 2AKAD,

<INF Ry 7 T T gV RR3AR (L ATD3 v 7) AD,

SINF Ry 7 LT AV R AR QEATO2y7) AV,

TRTONy 7 YA X355 5 EH RO 220,

6.6 BRER O OMOEHR T 285172 5E
A S 3Ad % O AL 2 L0+ BT, AR OHANCHE S Z &

7. BLERTEEE

UCB Pharma S.A.
Allée de la Recherche 60
B-1070 Bruxelles

Belgium
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8. RFEAFBE S

Bimzelx {EHE 160mg (F L7 4L KLY )

EU/1/21/1575/001
EU/1/21/1575/002
EU/1/21/1575/003
EU/1/21/1575/004

Bimzelx JEHHK 160mg (L7 4L R~XY)

EU/1/21/1575/005
EU/1/21/1575/006
EU/1/21/1575/007
EU/1/21/1575/008

9. MEER R / ABEEH
MIEEGE A

10. ETH

ABLZOW T OFERTERITIERINEZR ST O W = 7 A K http://www.ema.europa.eu (Zai# L TV
Do
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1.6.2 ®EFZT—%2 22—k (CCDS)
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CCDS bimekizumab [
L

Company Core Data Sheet
Bimekizumab

Confidential — for internal use only Page 1 of 26
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EXFX<T

1.7 RERR—ER

Page 1

1.7

AR~

[FFERIZN AL D& 1.7- 113 & & biT, AR OB SCEZ IR LT,

[FFE[FZhA & LTI, Rolflo4 2206

(IR EET 2 EMFEFN D 5 B, AL FRERIC

A F—aAxy (L) -17 OAEEZIEST 28A L LT, & Mijie NL-17A€/ 7 v—F
PR RIBICH D a7 4+ 7 A, & MEfLe B IL-17A €/ 7 0 —F VHREIAICH D Ly,
KOt MEHE N IL-17S2B/IEA T 7 a—F AR lERchH L LI BT 20 FiFe,

# 1.7-1 FERDL—ER
Bl AR E | akrT 07 AR TE LY B2 R 80mg - o
AR7E4 160mg & U > ¥/ A=k |[150mg ~<2 /L) v (A=A V= H— w\ﬁ?%fgmm@
H Py h— T5mg Y Ly Y S
v EAF AT I ¥X~vT A FEFA~T A= V% e
B G5 F-Hi 2) (R TR ) GEtHEF-Hi 2) GEHE FH# 2)
B 5 2=V Uk | ST AT R | BRIV RS | sl ke
Ltk St gan
BEAFIRIE O RA 0370 | AR IR IR TRV 070 | BEEIRIR OO +007 | BEFIRIR ORISR A +0572
TR T RO TR A TROE A
= PERCRE, IEVERE | SR PERRE, BIEVEMEYL | SRtk BIEENER | Sk ioRe, BIETEN R
Zhie « ZhA% |E. REmEMERL R E iE, PR, TRIENE R VR, ROREE | R BRI RLRE, ROREE
FHEAe, XAREEERGT | FLEORE, SRIEMERHESS . X ALRRE, TRE MRS, X
STRUMATE R HERI ¢ | BRISYEA - SAR VA | BRESHEZ - S\ A
PEFHEBIER PEFFHEBf
VRHSCE B . . .
2021 4F 9 AkFT 2021 4F 6 A UGT 2020 4E 11 A kiT

VERRAE ]




RHORNXEESRIT S

* % 202149 HEET (BE2RL, R O EZAH)
*20204F8 HELET (B, #haeE™, MERUHEZEHE)

Bk 1 2~8C IIRATE
A - 249 A

BAEEERIEES
873999
150mg  |**75mg 150mg
~RY PR R I
ARES 22800AMX | 30300AMX | 22600AMX
00672000 00446000 01396000
BR5ERts | 20164F11H - 201542 H

b FEUTE MIL-17AE/ 70— F IV E8H
XX v T (BEEFHERR) FHHF

JC/FT4 DX mFiz150. ~v

~JOI)TU DA Fi275. 20075

IO 74 I X 15020975

Cosentyx” for s.c. injection pen
Cosentyx” for s.c. injection syringe

SRR, BISE, MR,
(TS — M O & ) T2 2 &)

> NOVARTIS

1.
1.1 REEHEREOBRLELEC BB ICTHIHETE
PEEMFZICEVNT. FENC OV TO+9LEEH & &
REOAREBEICT M - BRE2LOEMNDEHEET. K
BCL2REOEREMI EMIEE LR EHEShSE
BIOHMERT D &S
AENIBLOU RV ARSI EBTREMIH Y. T8
BOBEE+ET2EETIIEREZEELE & 5 TEEM
Phd, £/, FEEDOBEEMIZAS HTIEEVY, B
MEEORBEIRESINTWVS, BERIBICETIS. K
BN RBREREIEIEFTEVIEHED. FHD
AMRVOERMEEEEFEICTIBAL. BEIEREL
F-lEaER L LETHRELZMIBATA L, [8.1-8.3.
9.1.1. 9.1.2, 15.1.38H]
1.2 ERGREEE
DA, HBEARVEREICL2EELBPEIHRE S
hTWai0., T9EBRE21TO B EREEOHREICE
Bl FERERICEEOBEIIERS H 5 Hh 5
AT, BBICTFAREICERTILOBESIBETSC
&, 8.1, 8.2, 9.1.1, 9.1.2, 11.1.18H]
B AFORELBRBT EIC. BEREREOBREAEDE
BAETRICHETEE, [5.1-5.388]

i

=3
=

2. mz

CBE (ROBFICEBELEVWIE)

21 EELREOES HERZEASEELIBZENLDTD
%.] [9.1.1%H]

2.2 B OBE DERZELS LI BENDDH D]
[9.1.25:H]

2.3 BRI O KH Ik U BOE O BEAEE O & 5 B #H

3. MR - MR
% %31 K

Ity TAUA
R FiE1I50mg | FiEISOmg

Ny Y)Y

atrTA7 A Rt

o 5 i
e B FiE75mgs ) oY

BRI
1) o)

s ¥ AT GEETHRZ)
150.0mg

trF 2T (Efn R
Z) 75.0mg

Moo=k 75.67mg
L-ERAFT Y - L-LAF VU
KA 3.103mg™
L-AFF = 0.746mg
F1) V)R- h80 0.200mg

Foa— 2K 37.83mg
L-LAFV Y - L-LAFY
R ACRIY) 1.552mg™
L-AFF=> 0.373mg
ARV IR—180 0.100mg

TR
SSDMSLD)

REFHEE

FRNOBENESTH D7 FX~T GREZTFHIEZ) X, F

YA = ANLAY —PIEME,SEA SN e NlE ) 2

O—F VPR TH S,

) L-b 2AF VY EL-k 2AF Y VIERMEKIM O GEREE
L-b2F Y romE LTRY,

* %3.2 BWEIOMR

Wi, avr T4 A kT4 A avTAT A
oL R T AE150me > | BT 0me s ) v Y | T mg Y U v Y
IR e ~ P 0 O T A USRS L 72

pH 5.5~6.1
2B 300~400mOsm/kg

*4. FEEN SRR
B RE CHRA T2 & TRAR
SEMLE. BHEMEZE. REUEZE. BEMEHER.
XEREEAEZ 7= & B UOMAEIMEERERIEI R

5. RHEEIIHHRICEDHET 2 E

(BEMEE. BMENZE. RENEZE

5.1 UFowshyzim s dEFEIHKST52 8, [1.380]
BRI SO O e L (EWRAI AR T

BRSNS, RIEDMERREFED10%LL IR 5 B
- HEAETEO RS, BEVERIE Y A3 5 B

(BREMEHR)

5.2 WEDHFRIIBWT, BB GEA T894 FIUEEHE
SAE) (12X B R EEE T T, ERISGERT 250
R ERRIEIRD T D a5 35 2 Lo [1.38M1]

XEREEE - & EOFEMEEHEEHR)

#5.3 MEDEFRICB VT, BEEEHRSE GER 714 FHEPURE
) X B REREToTh, RERICERT 26 5
7 BRARAEIR B OV 9AE D B RN BE DS Z20 S N A B A 1 i 53
52k, [1.35017]

6. AERUVAE

*x (BEMEE. REESE. REETR

WE A7 F X7 (BEFERR) LT 1M
300mg%. WAl LEf, 2:8%, 3@k, GERICETRS
L. DU 4B OB TR THRG 5. 72, FEIZLD,
1A150mg% #5595 2 £ TE %o

WE. 6L EO/NBICIEE s F X~ T (BT &
L C. FES0kgAii D BEFEI21Z1M75meg% . FE50kgl) k.
DOEHFIIZIAEI50me % . MIEL 1Ak, 28%, 38k, 48
RICE TG Ly DR, 4l OMB TR THREG$ 5, 2B,
RHES0kg L L T, KEEIZIE U T1R300mg & #45-9
52 ENTE D,




* CREMEHER. XEEELE S AV AEMEEHEEL)
HE RACEE 7 ¥~ 7 GhEfzTHIRzZ) & LT, 1A
150mg# . #A., 1A%, 8%, 3%, 4BBIZE TS
L. DB, 4B OME TR T %53 5,

7. RERUHEICEET 2EE

(zhREE)

7.1 FFH| &AL AW EFR OISO TR R OF R
LTV RWOTHHZE#ITSZ &

7.2 RHNZ X BB POSIE, WERG-RIGE A 5 16 LIS 5
oo 16HLNIZIER USRS N WIGEIX, KH DEH
FIE OHkfE 2 HEICHET 5 Lo

(BEMzE. BRESTE. RELTER

® %7.3 REO0kgLL T OMNEHE TIELMIS0mgDH5- & EE 5

Z Lo [17.1.220]

8. EEAEAIEE

8.1 RANL, B ) A7 ZWMA S LMD L, D7
DA DG L Tk, T RBIEE 2T, EGYEDIYE
RWHNVEET 5 2 o RPOBE UTFERD S S b3
Hl2iE, EHRe IS EICHEE TS L) BEICIRET S 2
Eo [1.10 1.2, 9.1.1, 11.1.1=/8]

8.2 AHIFLGAZJESr o TR T 5 5 % M T O i X

(LY MY BAECINZAA % — 7 20 vy s ity
NV 2 ) Y RSB R, EERBCTRESE217) 2 &
&Y. RO REL T LI .
F 7o REFEGH S . IS X A OB Y) 2 i & o Y
VAT 7 ERERHE DSBS 2R L. WA 5 EIR
(FEfEd 28, HREMA. B PEILHE ISR
PICHHMEIERE T 5 L) BEIIRET 22 L, b, il
DIEEEDHER SN A I ORBREEL L. A% &%
HLZwZ e [1.1, 1.2, 9.1.2, 11.1.1%/8]

8.3 FEAREERIZ B\ TR FE K USRI IAL o TR IE 5 0 38 E A3
HFINTW5E, KH & OFRBERIEIIIETIE 2V, EEE
EORBICIIEET AL, [1.1. 15.1.328]

8.4 KA G-H, ATy T yEEIC L 2 EYGUERBLO Y A
ERETEI WO, BT 7 F VERI fThRWT &,

8.5 ML AW BLHI A & LT § B B A LGS DA IZ D W TH
HORELHFIBIRT L &,

8.6 AHIDFGHIEIZH 725 T, EFEMEICBNT, LTE
filC X 50, BHIOEZROEROL LTRSS %2ITHIZE, H
OG0Bz oW T, ERiAZ OZ4 M 2 EI R L.
T BB IR AE I L 7ot AREIIR 51 L B fERlE &
FCOWTEBEDVHG L, BEHSHEICKETELI LT
ALz LT, EHioOEHEEDO FTE/RT L2, HOKRY
DA BHIEZEOARFNC X B BWEH B b L b3 E< B
OG- Ok S HE 2 IR & 2 B BEME DS A1, T
LICHOH G 2 Pk s &, EMOEH T CEBEICHSET 2%
EWMYI R IEE T ke F . RFFEGBICEEH O3
MEON D86 E, BRI ~NEET L L) BEICIREL 1T
)T & HHEADERERZFHEHAL 2L ICEFEIEEY
L, $RCOBHOREBEFEFFICET 258417 &
FIFRELS, RS AOEG T BEET 25952 &,

9. BENERZEZFIHBEHICHT IR

A BOHE - BIEEEOH 5 8E

9.1.1 BRE (ERELBPEZRC) OBREXIIBRPEIED
h3B&E
BIHENTEAL ST 2 BENWH Do [1.1, 1.2, 2.1, 8.1&MH]

9.1.2 BROBEEZH T 2 BEXNIHBRBEI»EON B BE

(1) WEOWALEZ AT BB T, M lsEss2
nA»hs, [2.2. 8.22H]

() WMEOHALEZ AT 26 R OB AD DN 55512
1, SR OBIRERD D HEMIHRT 52 & BITOWT
o EgiZid, BRIl E LTz 55 L7z BT KA
2iG9 52k, [1.1. 1.2, 2.2, 8.2%H]

©

- ORI GRS CREIH AL AT 2 i E S N D B
HY 5EHE
CREBOWEEE WYEEE &) AT 588

A Yy =7 o0 yylEREERERRe Y NV 2 ) v SRS D
A LD BREGS R < BEb b B
CRERE L ORIEEMEY 5 8E

9.1.3 RIEMBERBOEE
FIEM IR B O BE IR G T LA IS L 151241 H &
Eo IERZEALS L BENDD L, EHMICHL 70—
WOBE LR E LI ERRBRICB LT, 77 2R EIC
HARTERAFEZ B TREEM O 7 0 — IRk A EALT %
DA BN TS, [11.1.45H]

9.1.4 7 v U ZBHEOCREERIIFIEEMOH 3 8E
TUVF-Hnz I T IENHLOTEET LI L, EEE
WO NI, BRI L (F7 v 7 ZEGEWE) 5.

9.5 1F1%

TR SR L T B A REE D & B etz ix, B LA
et s s SN A GEICOAEGTH I L,
KHENEH =27 A FIVZBWTRENOBIT G S Twb
A5 MR - R IREE K IR BTy,

9.6 ®3LIB
G ORI AR EOGRET EE L. B0
XATHIEZET T4 2 Lo BFD L MBI D IH~ORAT
BATATH 575, AEE LG -8k (v A) T3t
TICBATT 2 2 LD E ST B,

) REBPUREZ RS L8 ER (w7 A) CTHAROmE
HAORAT R IR L 720
9.7 /2
(BEMEZE. BEEENTZE

#3%9.7.1 RHAGEE, #rAR, FLURSUI6R AN DL R & k5

& LR BR L EM L TV v,
(RAMERE. SEMEHR. XREELH-I LV EFEHME

HERIERK)
9.7.2 NRFEZWFRE LZERRHEITIER L T v,
9.8 EiE

BASEFORIFHOEBICHE L, To2BlgEzir) 2L,

— IR BRI T LT %0

1. BMER
ROBMERESH HbNE ENHLDT, BEE 451297
W, BEDFED SN ARG 2 kT A e S 2 L
ExiTH) 2 &,

1.1 EXLZEIEA

1.1.1 EELRBELE (1.5%)

TANVA, MHED D CIEEHSI X DEEREIIEND S D
NBHZENBH D, [1.2. 8.1, 8.2%:H]

11.1.2 BBIERS
TFT74T7F— CHEAH). #HE (1.0%) %oBEE
G bbb Z Db b,

11.1.3 $FehEREUKS (0.5%)

11.1.4 RIEMBERE (0.5%)

[9.1.3&H]
11.1.5 ¥LEAE GIBMEBR) GHEAD)

*%11.2 ZOMOBEHER

1%5LE okl | BT
TREEE (LESE. A ERaE. O

Rttt R, Bde. WHSHZ. HIEL|HEAL X .
Bk, M), 7y S

RS - T REE

. W - i i

OB

I - iE0 E

S T O T | SR - -

i

AR - il

WEREE - o

o B RO i R |

5




14. BALOEE

14.1 FRIR5RIOER

1411 HEEPSWMY B LERICELTBLL I L,

14.1.2 #5EWE TRAOIFFEHO X v v To S hnwZ &,
Xy v TENLESEBICKGTAZ L,

14.2 EFIZ5FOXE

14.2.1 RO R0 ICBRE O H HE0 (B, 55k,
VA, WAL, WHR. RSSO . BEEO AL IEE
BLZanwZ &

14.2.2 F 580000, RERER. BEH SO BRI F L, (A
— RN R LSS A 2 Lkl b 2 L,

14.2.3 R#ENL, 1AEHOBATH Y . FHEHLZWI &,

15. ZOBOIEE
15.1 BRERfEAICED < 153K
(hREFE)

#1511 S PEREE X OB HIE oz & i S & L - E L[
OVHESVAE A G PR S8R <. 5238 £ T1219/3,364%61 (0.6%)
DBEZIIE 7 XX THEDIBD S, 9 53/3,36451
0.1%) ofitt 7 ¥ X~ 7HuRidh vk <cd - 72 (HERA
TIE, 1714861 (0.7%) 123t 7 F X~ THARDSZZD &4,
ZOBOIL 7 ¥ X~ THAEIEHHETH o 72) . HAE
NI R B 2 R & L 72 ENE TTAHRER I BV T,
1260t 7 % X~ THUAD RO LN BE TR o 70,
RE MR G E R E L CHARTER L 72 IFE Mt
T O A48 TR FRBR I B\ Ty #edR 15638 F TL212/1, 19241
(1.0%) OEFIH L7 X< THAADRD Hizn5, il
PURTIE e 0o 720 XHRHLIHE & {5 72 & 7\ fA il P 34 PR 15 2%
wxbg & Lz ER S EE T, 5438t 2 & X < A
HRDENIZBE I aD o7z b, BUEDIHE & 3h%E X
WAERG L OMEIZHS 2 Tld v,

15.1.2 FH & O R EBARIZHAME T 2225, BENOTHTRIC
BOWTHBEZROR T HWE ST Wb,

(BEMEZE. HHEEEE

15.1.3 BB FFEN OV 58 AR R U< A#FI300mg
MG SN EEL, 4106 (52 E) 122w T, EE
B GEREMEL SRR, VMR OB,
0.34/100 A\ 45 (4/1,41061) TH Y. ZOWNEIZFENEN:
Bfl, EREOE, B EWTH - . BEEE O
BHEIX, —BMADTFNINLBFBE L FHETH -7
(P bse At 0 0.64 [95%MEHEXM : 0.17, 1.63]). FEE
o)l B2 9 O FEHIMARE 1Z, 0.43/100 A 4E (5/1,41061) TH
5726 [1.1. 8.3%M8]

(BEUTE. BaENEZE. REkEEE

15.1.4 SRl F UL L bR L7256 oret ko
AREEFE. L T,

16. FEHENEE
*¥16.1 MR
HARMEFRABFI2E 7 F X~7 HEEFHIEZ) 150mg
X AF300mgx WA TG Lz & &2, k7 ¥ X~ 7
P 5-#%8H B IZCmaxx /R L. {HE M 1326~30H TH
o720 Fo MEHNAFTARA T T4 1XTT%TH o720

fo2}
f=}
I

w
(=}
I

—o—150 mg (6 f)
—e—300 mg (6 %)

o
(=}
I

MiEH v 7 % X~ 7i#E (ug/ml)
S
!

20
10
0 ‘ ‘ ‘ ; : ‘
0 20 40 60 80 100 120
B (1)
(P fli+EEmRZE)

HEANEREBRAB 27 ¥ 2~7 (B PRI Z) 150mg X%
300mg % HLAI Kz TG L7z & & O i EEHERS

HANERBAT FI2E 7 ¥ X< 7 (BEETFHBEZ) 150mgi3300mg %

B TG Lk 2 OFEMBRE ST 2 -5 (66])

150mg 300mg
Cmax (ug/mL) 21.1+2.90 46.3+7.63
AUCo-ni (ugday/mL) 1,070+153 1,930 +408
Tmax (H) 8 (4~21) 8 (7~14)
T1/2 (H) 30.0+6.93 25.9%5.09

I = MR, TmaxiZ DWW TEPRE (RA~RK)

AHARANEERARFICE s 32~ 7 GRETFHBEZ) 1~
10mg/kg# HEIRNES L7z D2 ) 75~ 2130.114
~0.121L/H . 5 Ai%fE134.23~5.34LCTd - 72,
HARANGZBEZ I ¥ X~ 7 GREFHAEZ) 150mg X it
300mg % M 110] D4 T4 5% 5% . 4 B THe 57248
HEHECHRETHRT Lz, 5% K UB2EEDO 17 ¥ 2
<7 (BETHIEZ) S RoMFEhEE CF9fE+ EER
#) 13, 150mgHETI316.7+6.18ug/mL (2661) % 1517.3
+7.65ug/mL (24f1). 300mg#ET1230.9+12. 4ug/mL (28
B) J%031.9+9.53ug/mL (276l) T -7,
REEREEMBIREMAT X D2 L2 AR NS M i (P
KT 1 73.3kg) D7) T T AF0.181L/H, Hdea v 8— | X
Y MOSAEREIL3.25L, KT 28— X 2 O E R
2.53LTH -7,
HANEEEFHE S RZICy ¥ 2~ 7 BIZFEIRZ) 150mg
% 1B OBERE T4 BB G- M CTix 5 %48 HH £ T
BT A5G- L7z0 55248 B RUBS2HBEDY 7 ¥ X~ 7 (GEIET
M) SR OMEhRE (CFYMEEEfHEE) £, 20.9+
7.07ug/mL (2561) K 1'9.9%5.25ug/mL (2161) TH-72,
HARNOXIERE R 72 & A RIS HER T LB E Ik o
X X7 GEIEFHEEZ) 150mg % 18] o4 EE T4 [ 50
G, BB TG %A H TR THRG L7z, 5%
S2AHDY s ¥ 2~ 7 (HETHIEZ) 5000 Mk b
12, 125K 0°16.5ug/mL (261) THh -7,

FHEO/NE S VR OB ETE R RS (HAR AR UHE
N) 27 X277 (EETHz) ZRECSC CHELROME
JECABMBIRI G-, AEMIE TR TS Lo % FIREEIZ
B LHEGRIOMETREZ TRIOR T, 2B, HARNEELH
(R E25kg bl F50kg i, 150mghe T#%5-) D24:HH K 0528 H
2B B GRIOME T, 66.1%0%56.0ug/mLTH -7

R Peljam 2438 5254
25kg kil 5mg | 24.1, 34.6 (2) 22.2 (1)
. . 75mg 20.4+7.44 (14) | 18.7+8.18 (14)
2ok DL ESOke R 00 30 62 16.4 (10) | 41.9%15.4 (5)
\ 150mg | 24.7=8.04 (1) | 26.1+8.87 (8)
S0kghl b 300mg | 71.8+24.6 (6) | 47.7-18.6 (9)

ug/mL. “PISME + B R (150

PR AT EE O /N S R OB v e R ()
EAN) ISt X x~7 (ETHifz) 24EIC0 0 AL
Bl DAHEE CAR M5 G-, 4B TR TS L2z
HARBEIZ B B G HT o Ii hiiE # T RITRT

fRIE el 2431 5238
25k g A 75mg 33.6x12.2 (6) | 32.7+7.10 (4)
. . 75mg 18.9%6.51 (10) | 22.0%7.05 (10)
25kgl LSOk Rl o T 32.0210.1 (9) | 28.4216.7 (8)
- 150mg | 28.0*10.6 (29) | 25.6*9.52 (24)
S0kgPlL- 300mg | 52.7*22.2 (27) | 48.9+15.8 (24)
wug/mL, ¥l + ik fF=E (B
17. ERERELIE

171 EHRUCREMICET 255
(SEMEZE. BEESEZE
17.1.1 EEEFESE MAERER (A23025K58)

FREERE U FRE O SR TR BB 95 % A 9 5 i VRT3 M O R B E
VBB ETITH (HARANSTHI &) (RTHER 5 DR DE
A (BSA) D10%LE,. 2 DOPASIFY 2 a7 75120 1) %
Gl L7262 77 v RatE T v 4 ML EmE RO TR I
BB L 720

TR I F 27 EETHEIRZ) 150mgXi£300mg
Z0. 1. 2. 3RU4HE, ZO%4AME TR TS L7z 12:8
FBOPASIA T T HIN= AT A ¥ 5 75% LI 1390% L |35



L7z oEs (LT, 2 2NPASI75RUGEE XL
PASIQORUGES) 2 IWFEIRT o ARE GBI 512
HHEOPASITSRUSEIE, 77 HRBHIC R TH RIS
Motze FDH. 52HHFTIRIT—EDMCTHER L 722,
7£1) Psoriasis Area and Severity Index

pieailiby
300mg | 150mg |77t |[95%EHEXH], pfiE™
300mg 150mg
8L6% | L6 | 45% | 671
PASLTS oy s | 174/24300) | (11240 | 09 8241 | [60.1, 73.3]
s p<0.0001 | p<0.0001
ki 5.0 37.9
past g0, P26 | 9L 1B a5 te 1 (9.4, 46.0)
(45724550 | (65724390 | 37260 | > P
oas 5| 2% | %% | 69% | 79 93
A (o4/2000) | (25/290) | (2/291) | (534, 90.00| (577, 92.2]
[ ol | man | o 621 52
: (18/2081) | (16/2980) | (0/2981) |[37.2, 80.31|[295, 75.0]

FEAM T SIS LA B R O I B % & JEROIS & L C 4R
SHI K AT (90kg A L 1390kg bl b)) % & & L 72Cochran-
Mantel-Haenszel#iE

60 T COENEHFSHAHE X, ARFI150mgtk 5-#F
T32.2% (79/24501) % OAFI300mglk 5-5:-C27.3%
(67/24561) Th o720 ERENWERHIZ. RAEI50mght
SRECIZaIEEE%4.1% (10/245610), F5GEIESE3.7%
(9/245%51) . AFI300mgz G- CTld F5E G2, 9%
(7/24501) . % 9 3EHE2.9% (7/24561) T -7,

17.1.2 EEEFRETHEHER (FE7 - A2302. A2303.
A2308 R U’A2309:XBR D HER)

SHE AL ESED BB 5 % B 5 % 3 ez 8 I
UBIETEM R E 2 R & LB RO R E 0
1238 % OPASI75 S X AZPASIOO S % k12 7R
9, [7.35]

R

80kg#d | 75.7%
70~80kg | 84.9%
60~70kg | 87.9%
60kglL T | 75.8%
80kg | 45.8%
70~80kg | 69.0%
60~70kg | 75.9% | (88/116f) |48.4% | (44/91%1)
60kgLh ™ | 61.3% | (38/62B1) |57.7% | (45/7861)

R S BB B 6 B0 R O % s, FFIIG & L CHEdE

e il

300mg
(289/382451))
(107/1261)
(102/1161)
(47/62%1)
(175/382f31)
(87/1261)

150mg
(258/38911)
(96/13141)
(63/9141)
(60/78141)
(139/38951)
(55/131%1)

66.3%
73.3%
69.2%
76.9%
35.7%
42.0%

PASI 75

PAST 90

*%17.1.3 EFEHEFRFEMAERE (1T @ A231055%)

HREDO R 5% A3 565 L 18 Ao/ Nz
W VERZIEE I OB B R R E 16200 (HA NGB &)
(RTHTI R 95 OIREDMRETIFE (BSA) D10%LLE, 2»
DPASIZATTA20L4 F) &3t L7 7T R R OHESE
XHRT v & LA BT AR A S L 7o
75 RNt 7 F X~ T GEIET-HIE 2 ) % A E 25k
R OB E B HE R O e & 1275mg. 25
kg Pl F-50kg i D 54 13T BT 13 75mg., =R
13150mg. fAFESOkgbh F OB A I3 H & 12 150mg.
EHEBIE300me#0. 1. 2. 3K U4HE, ZDk4H
MIPE TR TS L7ze 128%OPASITSIRE, IGA
A 3T DOXNZIN DU ESR L PASIO0 SIS % )k ##
VRS o AFIPEGHEIZ BT 512 5 OPASITS UG E
T OIGAA T 7 DOXIFI~NDYERIZ, wiFhd 7
TR RN THEEILE P> 720 D, PASITS
FUGE, IGAA T 7 DOXATI~NDE K P ASII0
FSEIL, 520 H £ TIHIF—EDMHETHRE L 72,
TIERBEINT D
Fo AL
(95015 HEIXI. pfi
ICHEH | mAEg
2697 2655

(7319222] | (7579309]
p<0000L | p<0000L
1218 1014
[14231043.28] | [129893472]
1039 8%
837, 19487] | [600, 13392]
p<0000L | p<0000L

AR | SRS | 7 7R

PASI 75| 801% 80.2% 149%

SRER | PASTO0|  711% 69.3% 2.5%

IGAO/L | 69.8% 62.6% 6.3%

KAMEOTY vy & L CHEHELEE V7720, RS Hs

TeHBRFRLTR LT,

LG, N—2 T A VEEOKE (25kgHiii. 25kgll 50kgH
il BOkgbh ) KOMEHE (121, 1200L 1) % JEAEH L
L7zIEMER T Y AT 4 v 7 [lfRE T )V

BOKHER L. 25%, Bk o B BARMEIZ T M2.5%E L.
Bonferroni® % W CIRHER L 77 L RO, &H
whEE 7T R ARHEOREIIZ N ENL.25% T DT 5 2 & T,
IR DL Bk % L7,

523 40T B I B I, LT B B C27.5%
(11/40%1) K OVEHERET32.5% (13/4060) THo7z2,
AT, BSTRRCIE LINET 5% (3/406).
AREY5.0% (2/4061). RPk4E5.0% (2/40%0). &
S, 0% (2/4080). TFIELBECLE FINSHSET. 5%
(3/40%1). MHEEZE5.0% (2/4061) 14458674 LIES . 0%
(2/4061). EWHE5.0% (2/4061) TH o722,

*%17.1.4 BHEMAERER (IZ : A23115K8R)

FPEERE X EAE O R ALY 5 & A 3 % 65 L R 18R AR
5D/ N S R OSBRI PR i R 84 (B
TR 5 O DMEETRE (BSA) D10%2 E, 5>
PASIZa 7120 1) #rGE L2552 LIEE
Mok Bk 2 S0t L 720
7 F X3 T (BRI ) & AR E25kg K DY A 3R
JHEBE L O EHERE L 1275mg. 25kgbh E50kg A D
BE KA ERIZ75meg. HAERIE150mg, AE50kg
Do A& #12150mg. & #HH3300me %
0. 1. 2, 3K V4H, ZOR4AEME TR TS L7z,
KA 51285 OPASITERUSRIL, RS, SHE
BEOWFNG92.9% (39/4261) THY. IGAAITT DO
MATINOEERE, KHERETT8.6% (33/4261).
FAEHET83.3% (35/4261) Th o7z F72. 128HD
PASIQOSE=IE, R HEHET69.0% (29/4261). =M
BEETT6.2% (32/426]) THolz0 ZDH. PASITHR
THER, IGA A7 DO0ITINDUY [ P ASIQ UG
KL, 52HHFTIRT—EDMETHER L 72
ARFN 552805 L CORWE S BUHE 1L, ST
14.3% (6/4261) R OB HEHET23.8% (10/4261) T
Hotze EREMERIZ. HER T3 MmER A E
7.1% (3/4280). IFhEREAMEA.8% (2/4261). B HE
T FAGERYA.8% (2/42(]) Tdr 72"

(IRatEezEE)

17.1.5 EIREMEER (A1302558)
HA N IUSS TR v sz R 1260 Wy % 1F 5 #LBE
FED AR R D10% U EE Fo 2 BE) #x%e L
7-IEE R % FEhE L 72,
tr ¥ <7 (EETHIEZ) 150mg%0. 1. 2. 3k
U4, ZOH4BE TR TS L7z, 8EHLIEIE
H 5D LOME SN /-FEHEIE U T300mg Db E %
e L7ze 16812128 WT, 83.3% (10/1261) T%
L ASER Stz CEALEIN), hERRELELR)) ),
H2) FHHAUGE., hEEETGE. UIRETGE &k S

AWAL 135 E ek

S52:A W I CORIMEMSETHEE L. AHIE 5T
33.3% (4/1261) Td - 720 BIWEHIZ, HW VT
O FRERE . FEMAEIR, ALREEE, U,
EHRRERE EHT%8.3% (1/1261) TH -7z

(ROENE M5B

17.1.6 BHE MR (F23125458)
AT A FHEPURAESE, RAGHEI) v~ F
(DMARD) IIPUTNFaANZ & 268 TRHRAT 75D
L IEZB AR R OB B FTE iz i R & 39761 (18
HERE & & SIS B B A As 2 2 M SBEE DL L) 2l &
L7279 RS > & 2L BB M AT B it
B2 TR NI F 7T GEIET-HR
2) 75mg’. 150mgXix300mg#0. 1. 2. 3. 43|25z
THG- L., Z0H4EEMET 7SR Xi375mg. 150mg
N13300mg% Bz F#5-L 720 B#EDHRI35% (139/397%1)
IFPUTNFa# A EEIZ L B EA TG HITH Y $945%



(185/39761) 1& AN ML FH—h2fHL Tz, AH|
(75mghE. 150mghE. 300mghE) D243 D ACR20K

JOERIZ T T AR L TSR o272,
. e B [9%EHEIXH], pff*
300mg 150mg Tomg | 77ER g 150mg T

38.7% 3.7% 14.0%
0/ 0 0, 5 3%
0 | 510 2980 | 1536 | roet sy o) s 4 6] | (25, %.4)

(54/1001) | (51/10081) | (29/9981) | (15/98%1) 5<0.0001 2<0.0001 2=0.0200

IR, PUTNFOEANC X 2 BB 4 8 ) OV % 2
& L 7zlogisticlalJi € 7 v
24385 T ORIWE S HEIE 1X . ARAI75metk 5-#
T24.2% (24/9961) . AH150mg# 58 T17.5%
(25/143%1) & OAFHI300med 5-#C29.0% (42/145
Bl) THotze EREWERIE. AH7T5ometk 58 Tld
FERGEEYT 1% (7/9961) . AHI150medk 5-# Tl
BIRTEZ2.8% (4/14361) . F5GERES2.1% (3/143
%), AHI300mgk 5T ;tL SOBIEY4.8% (7/145
BI) . SINEEZE3.4% (5/14561) TH -7z,

17.1.7 B E THEHER (F23065158)
3Fx%u4 FPEEHT28RES . DMARD X IZH T TNF o5

CEBEHWTHEAT G L L BEAEUARROES)

Iéﬁ%ﬁﬁfléﬁdﬁ?%\%(soesm R 181 575 5 O o 8 o 4
MNENENSMHELLE) 2HRE LT TR T
v AL EE MR AT I R EGBR EL 7 T
Y REE 7 F X~ 7 (BEFHEEZ) 10mg/kg
0. 2. LBEICEIRABES L. ZO%4EMFE CT75mg
(IV-75mgff) *. 150mg (IV-150mgff) Nz 75+
RERTHG L7z. BEHEDH30% (178/60661) 1&#t
TNFa#HNERIC L 28 EART5BITH Y, $60%
(368/606%1) 1&A ML ¥F—FEHFHL TV, &
#I (IV-75mglf J OTV-150mglf) 02438 D ACR20

BB T 7 AR L CREICE 2o 72,
3
150mg Tomg S HEE [95%EBXH], pfi®
150mg 75mg
50.0% 50.5% 17.3% | 32.7 [24.0, 41.3] | 33.2 [24.5, 41.8]
(101/202f1) | (102/20241) | (35/202451) p<0.0001 p<0.0001

PG, PITNFa# A X 2 GHFEEROA L O E % 3%
& L 7zlogisticlalJi € 7 v

F72. 20BGOMEIBIEERELY FROEOXMHREA 2
7 (modified Total Sharp Score : mTSS) TaFli L
ToAER. v ¥ X< T (EEFRIRZ) 58 V-
75mght K ' IV-150mghf) OXR—=A T4 Vb D%

LEIZT T T RFICHRTHEEITNE 1o 72,
150mg 75mg 7T R
N 22.3448.0 20.4+39.4 28.5%63.5
NoATAY (185) (181) (179)
T 22.40+48.01 | 20.42%39.63 | 29.03+63.90
B2l (185) (181) (179)
L 0.131.18 0.02=1.60 0.57=2.48
b (185) (181) (179)
T AL D -0.47 -0.54
[95%fZ#E X[ ], | [-0.87, -0.07] | [-0.96, -0.11]
pff* p=0.0212 p=0.0132
fEHO 7T 1R - = -
By 0 [05% (0 0.50 [:%.%3,130,111
X, pfit* P
I G BN OPUTNF a4 A) 12 & 2 0GR G, fRE, N— A

TA MERHIIERE L2
)%

52:8IR i CORIWEHFSHMIE X, ARH7T5meg 58T
30.5% (89/29261) K UAH#I150mgPt5-# T38.6%
(114/295%1) TH o720 EREIWERIZ. KHI7T5mgik
B3T3 FAGEIRYL6.5% (19/29261) . SuIHEE£3.8%
(11/29261) . AHI150meg# G- T3 FAERYLT7 . 8%
(23/29561) . EIHEE2:3.7% (11/29561) THh -7,

(BEEEHR)

17.1.8 B ETHEFER (F2310588)
JEATFOA FUHAIESEIC & B IER TR T 32,
BB R MR e 45 FB 3 219%] (BASDAT™ i 2 a7
AL EAOBASDAIDOEHERVASH A%embl F) %K)
RELTTTURWIRT v 7 2L E MG TRER M

YT A Ny Z G E T

HBEEER L2 7R Tk rF 2~ 7 GEIZTH
¥z) 75mg' X ix150mg#0. 1. 2. 3K V4H, Dk
AR TR TS L72e 150mefEo 16380 ASAS™
205BFHIT T T LRI R THEREICE o 72,

7£3) Bath Ankylosing Spondylitis Disease Activity

Index
7£4) Visual Analogue Scale
7E5) Assessment of SpondyloArthritis international

Society
v At
150mg 75K [95% 5 HE X [H]]
pfii*
4.38
61.1% 28.4%
ASAS 20 [2.14,8.96]
(44/7281) (21/74%1) 5<0.0001
36.1% 10.8% 5.07
ASAS 40 (26/7251) (8/7411) [2.06,12.44]

XEGHE, FITNFa# AN X 2 GG o A i (SR EM D M)
M OMRER % FHHZE 5L & | 7z logisticlal & € 7V

156:8 CORIERFEIAER L. AFI75mee 55 T41.0%
(43/10561). AF50mgt5-#CT45.9% (51/111%1) T
Holze EREWERE, ARHITomg5-H Cld A
Ye7.6% (8/10561), HHEES4.8% (5/10561), TH#i.
LEZRE A 7 VI H3.8% (4/10561) ., AH
150mg 58 CTld 4B G N U RIIEE 56.3% (7/111
B, 47NV H4.5% (5/11161) THhH-o7z
17.1.9 ERE D1EHER (H1301§f€5ﬁ)

AT O A FUEPIISAESE I K B IGH CRIRA T
ﬁ"éﬁﬂ&?ﬁiﬁ‘fﬁ%ﬁ’@éﬁ%BOW (BASDAM"E‘.Z I 7’
4L E 2 OBASDAIDO FHEFFVASH4cmbl F) %%t
RELEERABREFER L2, v7 X x~7 (#En
Tz ) 150mg#x 0. 1. 2. 3L U4, Z k4
[BCR T#H45 L7zo 165D ASAS20UEZ1370.0%
(21/301) ASAS4OEL BFEL46.7% (14/3061) TH
). 520HH T TIRIE—EDHETHER L2
52;_1%1%)1%7‘1%&5% . AN PG HET46.7%
(14/3061) TdH o720 EEINERIE. FIHEEKTH
(23.3%) . P9 4481 (13.3%) ZTdh o729,

s (XIREAEE 7= & B OFBIIEEHERTE KD

17.1.10 ERERAFEIHERKER (H23155:E8)
FEAT A FEPURIESEIZ X 2 HH CRIRA T2
A B 70 X 2 i 72 & T R létﬁff@aﬁﬁfx &
%5556 (BASDAI¥Z 2 72340l I, BASDAIOH
e VASAMMembl b, 2 OCRPE il (FLiefliig) X
IEMRIMHRET R MG BEE R2SFED 5N D) &5
EL7T I RAIET vy AL EERILE R 5
HWL7ze 79 RNt 7 FX<7 (EEETHIER)
150mg#% 0. 1. 2. 3N U4, ZO%4ARE TR T
5 (79 %R, HAKYL) ix150mgz LARET <
BTG GREAKS) Uiz T2 7% T S
T HPITNFa A AEREE BT, REEHH
HT®H 216:8%DASASAOSULER 1, K AR 55
TT 7RI THEIIE P72,
F6) 1. 2R UBBRICT TR R% TS

150m F v XLt
! TIeE | [95%(EHHX ]
BAFEEHY e
PUTNF 325 1.72
ASAS 40 p=0.0197
LAk S 40.0% 28.0% 0 114727 .
ASAS 40 (74/18561) | (52/186) =0.0197

M58, CRPEMEMBIZLLT (CRP+/-) S O'MRIME{£HT
12 & BB oM (MRI+/-) 1235 C@RIKT (CRP+
P OMRI+. CRP+72>2>MRI-. CRP-7>>MRI+). HiTNFa#$H)
2 & DIEFRERO A (ERERTOMTOR) L ORE % F
HHZE % & | 7zlogisticlal &€ 7V
52 TORMERSEHME L. AFEBE ARG HT
44 .9% (83/185%1) Td o720 FRBMEHIZ. AH

AP G- BET RIHEE2£9.2% (17/18561) . &K



e T UPRBERE 4 . 9% (9/18561) . BHE3.2% (6/18561) T
&)")7‘:7)0

HARFN OV RE, BRI M R, a2 B 2K
FEH O H X, T@EF . A7 ¥ X~ 7 GEfR
FHlIz) & LT, 1M300mg% . #A, 1A%, 2#%, 3
B, GRRICE TS L. Dk, 4RO TR TS
T5, Flo. AKEIZLY, 1MN150mgx #5352 AT
XD, W, 6L LEONBICIZRE s X~ T GEIETH
iz) & LT, RESOkg RGO BEEIZIZ1A75me% . fAHE
50kg P E D EFIZIZ1A150meg% . @A, 1385, 258, 3
B, SRR TS L. Dk, 4RO TR TS
S 5o B, RES0kg L BE TR, RAEEIZES L TLE
300mgx #5952 ENTE S| THbH
F 7o, AFOREEBHES. XEFdE & 572 & IRk
FHERIET R B 2 ARG RE R O R, [l AL
s ¥ x~7 (ERFMEZ) L LT 1[150meg% .
WA, AR, 28%. 3EH. GERICE RS L. DR,
LEM OB TR TS5 3 5.] Thb,

18. ZERpEIR
18.1 1EARF

trF A< 7L, B MIE ML-17AE /) 7 0—F VHIETH Y,
FIEVEFA S A > THAIL-1TALFEE L. IL-17TADIL-17%
RN RIHET L EICLY, 202 TRIT 5,
18.2 In vitrolZ & T 2 EIFEM

b7 F X 7E, BIWICE MIL-17TACK A L (REEE
B #9200pM) . & b ERHESE I ARIE ALY R OV e b RS R
HEFAIIE 12 BV T, b PIL-17AIC & 1) 38 L - IL-6E 2415
xR L7,
18.3 /n vivoll &\ B ZIHEM

Y7 X A< 7, b MEETHEZIL-17AIC L VS L 72
Mg BTN AICBWT, R EZFRT S 240 F L O
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MR BT,
1B \ LV b PP
AT5 R ) ABRES | 22800AMX00440 | 22800AMX00439
) FE-ERSOMSZICIDERTIZ & AR5SRAA 2016%11H
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1.2 EERRIYE
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1) SHENEREE ICAAI160mgE A — b > P27y —Nd > ) » I THER T
U7z & &0 MEREHER (P HHERE)

#1) NEANGZBEZEICAFLF A2 T160mgEF— b VY275 —RiE> ) Y ITH
EE TG Uiz & & DENTHRE/)ST A —%

F—r ATz TH— PR
B 98 94
Crnax(4tg/mL) 14.8 (46) 15.0 (45)
Ci4days(¢ g/mL) 9.22 (51) 8.98 (40)
tmax'®D (day) 4.00 (1.88-14.01) 3.97 (1.88-13.96)
AUC 0-14days)( 11 g * day/mL) 154 (44) 157 (41)

BPiafE (RBRE%)
L) HRfE (B ME-RAfE)
*16.1.2 RiEixS

HARNEG@REEICRAO160mgZFmAREE L. 28H & 0 80mgz 28 KE. 12381
&, 80mgZ4BER TR TRE L EZD M T 7TRERR20EBY TH 729,

£2) HRNGZBEZE BT S T3 A7 THE

2 Cpre 12#Cpre 52iHCpre
SRS 8.69 (46.7)[24] | 9.35 (44.6)[26] | 2.57 (66.2)[12]
& (ﬁﬁiing sey| B18 @709 | 943 @LOI0) | 257 (70.2)(11)
o | e 494 (41.0)[5] | 804 (40.6)6] | 223 (-)[2]
B 3Rt 72 13.3 (—)[2] 13.4 (—)[2] -
WAL 9.67 32731 | 7.49 (66.9)[4] | 2.60 (-)I1]
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Curougn (1 g/mL) 8.04 (34.8) 8.49 (59.3) 10.1 (39.1)
1,22 (days) 11.4 (6.40-13.4) | 132 (0.410-44.0) | 12.2 (5.58-28.5)
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BSE R BE M 2 aT) ZMRE LTI AMBEE R B2 £ L7z,
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1251 5 1238%OPASI 75, PASI 90K UPASI 10013, 7Tt REFSEEICHARTH
HEMICERICEY 572, BEO I BO603%OPASI 75, PAST 90K UPASI
10022V T H, FARORRESED 57z (F258) 1011,
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& 04% i 1% 17.1.2 ERARAEINE_ESRLRER (XORAP)
| pasiop| 70:9% 64.6% | 05% | oo | 1506% 68.7% P TR ORERIE & AT 2 1REHE 12270 (REREEOREN hRTH
(307/433F) | (279/432) | (/4318 | = _ " <0.001 (BSA) ®10%B L. »DOPASIZa7#12M k. 55, BEHEEEZ#EEZE2106. H
: : ANGBBEIHl2 &) 2R L EEREEBERBEERLL, 1323~
9 9 9 35.3% 33.6% 7 GRIZFMEZ) 160mgzMEICHSE L. Z0H%IE80mg % @M. 4HME. X
pasiio | 353% 33.6% 0% | (30.8%, 39.8%) | [29.1% 38.0% N b e ST B 7 A Y P o st )
(153/433) | (145/43241) | (0/43141) “O70, 27 0 OO 1238 P B~ 0 5 P PR A A 0% P RE 70 4B R C B RS L7 (TRBREEH S IR:0~ 52
<0.001#3 | <0.001%3) SR,
L00% 75.0% 0% 100% 75.0% AAI2ERRIR 5B 552B%OsPGAR 7 HORIE1ITH 5 BEDOEHE (LT,
Mt e N % A % A PGA 131)). PASI 75. PASI *PASI 1 IZRT12,
PASLTS | oy on2m) | /13 | 100% 100%] | [50.5% 99.5% SPGA (0%ix1)). PASI 75 ‘5 90 UPASI 100%£5I0RF
H — — #5) 52EHOBFHMIEIED R RILE)
PN 75.0% 53.3% 0% 75.0% 58.3% SPGA(OXIx1) PASI 75 PASI 90 PASI 100
A | PASI 90 [45.0%, 100%] | [30.4%, 86.2%]
Y (6/8fl) (7/12f0) | (0/13f) o o AR 78.6% 85.9% 79.5% 59.7%
MRS | (480/61141) | (525/61141) | (486/6114l) | (365/6114l)
37.5% 33.3%
pasi 100 | S7o% 33.3% 0% (4.0%. 71.0%] | [6.7%, 60.0%] #6) sSPGA (0XIE1). PASLIZBUI A RHEIX. /Y VARV YL LT 72
(3/845ll) (471240 | (©/13f0) |~ R (Non-responder imputation. NRI).

1) PASIICBI 2 REMEIE. / Y LVARYF—E& LTHY -7 (Non-responder 1?3@ﬁ?/>uzd€>y*— (SPGAZ 27 7520 LOHikE#) t*”%ﬁéht%‘%mjﬁ”
imputation. NRI)., BRI 5 BT 513 H5SPGA (0XUd1). PASI 75, PASI 90K UPASI 100:&mRE%

E2) RRE HiBh MBI O R EHREIC £ HWHE (IR, TR SR ROIRT 1,

&g o IRRAIMMELL b - 3MERNE) ROMERE (100kghl L - 100kgAis) %3 #6) 1AM T YLV ARY ¥ — LYl SN/ BEOBTHEEEOZERR (KH2:ER
AR E L-uY 274 v ZERBETF L (LEEROHR) #5) D

3) OYRAF 1y VTN CPESHERMETH > 1270, Fisherd HEEHERF SPGAOXEL) | PASI 75 PASI 90 PASL 100
W, o 0 0, 0,

VEA) AHIO BRI, I, B, SRR B 5 R 121 o oLs% 15.6% 0%
UFIRG. GEE. RACRA FEFAYT BETHHEZR) & LTIEIC160mg (0/9641) (597966 (15/96f) (0/964)
ZETRE L. 285 5 128%F T3 1E80mg % LBMB TR TRE L. Uil L6 43.8% 75.0% 41.7% 4.2%
B180mg % 4BHIE TR T 259 5. &5, 28BS CHRER+DLHEICE. 1E (42/9641) (72/964) (40/964) (4/964)
80mgz 2BMB T FHE5TE 5.l Thb. o 63.5% 31.3% 63.5% 31.3%

#2) 60/HNDPASI 75, 90, 100D (61/9641) (78/964) (61/964) (30/964l)

. TS5 REDE %7) sPGA (0XE1), PASICBY 2 RHEIEIZ. /Y LAKY ¥ —& LTHDH- 1
;;E;JE} Fotk [95% S HAIX ] (Non-responder imputation. NRI).
" AEERR S AF2EMREREHICHE T 552 COREEROKHMEILT74.2%. BEELEEFRER
p— 8% 63.9% DRPAEII5.3%, BHER G E - LA BBRORRILEI1%TH 7
PASI 75 e e i HRWER. ESHBERISAOH (7.6%). EAEAAIEISH (3.0%) TH-7
(178/229fl) (20/2264) [62.3%, 75.4%] . v EATERRLIG O%0) s GEATERILA D% e
& oA 90 707% 2.4% 56.3% #7) 520F TOHERROFIL
(162/229fl) (10/22641) [59.8%, 72.8%] A2 EMER S AH4EBER S
52.0% 2.7% 49.3% - | 74.2% 79.7%
PSHIOT (9/220m) (6/2260) [42.5%, 56.1%] FETROTRIAR (452/609%1) (247/3108)
100% 16.7% 83.3% 5.3% 5.2%
EhAE DFBISEE
, PASI 75 (5/50) (1/6f1) [53.5%, 100%)] TREHERROFHRIE (32/60943l) (16/3104)
f PASI 90 100% 16.7% 83.3% R SRR ICE > 7 3.1% 1.9%
® (5/5) (1/641) [53.5%, 100%] HERRORBUEE (19/60941) (6/31041)
PASI 100 60.0% 0% 60.0% 17.1.3 BRSEIEHFSRELIESHE (UNCOVER-))
1) [17.1%, 100%] " e , -
(3/5f) (0/6f3 FERENEIEEORANEE 26T 2% BES (BEELR. BEEETZELZED).

15) PASIICB A RFIEIZ. /Y VARV S =& LTHYK-7 (Non-responder
imputation. NRI).

HABRLGHHICB I 2 EEBRORBIEE L, AFI2ERBRES RO T T RTEE
N59.4%K% U48.7% ERLAEFRRORIE I TN ZN1.4%KT1.2%. TRBEER
HHIECE > L AEHRORBBE L ZNEN2.3% KR T1.4% TH > 7z AHI2GEHFE
5B B EREWERIE. FESEHRARIGA06] (9.2%) . EETEBAALBE27H] (6.2%)
Tho.

#£3) HARSHMICB I 2 HEFRORIHE

ARH258 o e

- TR
59.4% 48.7%

HERRORRAR (257/433l) (210/43141)

1.4% 1.2%

HEGAEFRORIE (6/4336) (5/431)
BB SRR 7 2.3% 1.4%

HEBROFIE (10/433f) (6/4314)

MR G B 2 KHI2BH RS/ AR4ER BRSO EEROFEHEKEIE
79.8% EELHEERORISEIIS.9%. GHRERSPIICE S AEBERORE
HEIX3.4%ThH - 7o ELEMEAIZ. BIEHR7H (5.9%) . FEEAKIGAH]
(3.4%) TH-7

4

SRR ROE BB R OIRE R (M) BEEFOLMI 2 0 & L 52:BREERE
MR EGHBEER Lz, A FEF X7 BIETHIRR) 160mg#lE# 5%, 80mg%
128 % C2AMBTRS L. 1280 R52EE CARMBTRS L. SREIRERD
IR EE IS B 5 1 2B%OLRUFEY NHE] X [5E] ofldrzhnes
Nn100% (8/8fl). 100% (5/5(1) TH->7-o ZORRIIS2ABE TRfEL. Th?
Nn100% (8/8fl). 100% (5/5(l) Td -7, BAFIEMGZBES BT 2128ZB KXY
52:8% DACR20BHRES (3, 2h2h80.0% (4/561). 100.0% (5/561) TH-
7-14.15)

*8) ACR20ICBFBRAMEIX, /) Y LV ARYF—& LTHV k-7 (Non-responder

imputation. NRI).

S2BE TOAEERROAEBELIL86.8%, EELAEHROAETALIL3.3%. 1HEZE
BEHIEICE > A EFROBIIAEIE3.3%TH > /oo ERBEIEMIX. BRIFERSH
(8.8%) EHEBALRISTHI (7.7%) Tdh -7z,

*8) 52HF COREHROFEIUHE

ARH 28R S/ AR AT R L S
86.8%
HEBROFETAE (79/91)
3.3%
HECHEEFROFBUE (3/916)
BB SHIEICE -7 3.3%
BEHROFEBUHE (3/9141)




17.1.4 ERHESEIE"ESREBEER (SPIRIT-P1)
MBI IE IS ) ¥ < 7RI K B RIEO & W IG BB EE R R E 4176
(REARRE & K R R E s 2 2 3B B BARANLHI 2 &) 2RE LIHE
FEROT T RABEEREBRHBREEGE L2, 77 RAEA FEF X7 (B
T z) 160mgEHEICHRS L. Z0O#%I380mg % 2@ MK Xk 4E R RE 2 T24:8
TR TG Uiz, ARIREGEICHET 5 1208% K U248%DACR20MERIF 7T K
BEBICHANTREMENICERICE D - 7219,

#9) 12i8% K U243 D ACR200#H )

TIEREDE
oo | mem (95% (FABIX T
548 (EELI0)
MR | R | 7T P
2 A
ey 5
29.1% 25.9%
12 60.2% 57.0% 31.1%
N [16.1%, 42.0%] | [13.0%, 38.7%)
A (62/1034) (61/1074) (33/1064) <0.001 <0.001
31.9% 27.8%
24 62.1% 57.9% 30.2%
N [19.1%, 44.8%] | [15.0%, 40.6%)]
E (64/1031) (62/1074) (32/1064) <0.001 <0.001

#9) ACR20IZB BRHAMEIZ. / Y VARV F—& LTV -7 (Non-responder

imputation. NRI).

E10) BGRE. M OCRERBRBEMES ) v~ FHEOWBBE (aREL L - #BEIC
- FAEEAP) ZFHALHE L-u D27 ¢ v JEBET IV

E AN

24;8% OB EEREE FRORBOXHEAITT (modified Total Sharp

Score. mTSS) TiMili L7 #EHR. 4 FLF A7 58 (EMES &4
BE8) ORN—254 H50OE(LRIET T RSB HRTHREFENICER IS

o7z
#10) 248%OMTSSICBIFBRN—AF 1 ¥ 5DELE
2EMERGE | AEMEREEY | 7IeR
N=2F5 4 (FE+1EHERE) | 15.2+28.85 19.2+32.68 17.6+28.62
(BI%) (98) (100) (94)
2438 (-1 fE + R ) 14.4+30.71 16.7+28.65 17.2424.53
(%) (80) (76) (59)
ZALi (P + EHE R ) 0.1£0.57 0.1+£0.85 0.5+1.10
(1% (85) (82) 61)
-0.41 -0.33
T RRBEEDE
_ X [-0.63, -0.19] | [-0.55, -0.10] -
= T
[95%fEHEX /] pfEE!D <0.001 0.004

ELL) BGRE R, PERBIRBEMER Y v~ FROGRE (aREL L - BRI
F - BUERER) . KB R Uk & R SBHO LA R UONR—2F 4 Y 237 %2
HIZERE U BE N TGS ) OS2 (RUE L o RERE R AR ET L

24 E TOREEFROFIHFEIL, AA2AMERS . FH4ERRERS RS T R
TENTN65.7%. 66.4%KV47.2%. ERLAERRORIFEILIZNEN2.9%.
5.6%K% U 1.9%. BHEHREGRILICE > L HEEROFEBIERIZNEN3.9%. 1.9%

#12) 16:8%DASASAORISR L FASAS20RIEHR (ITTHF. NRI)

! T5eRIHT B v XHED
j‘@;’i 5k (959 RAEIX ]
felfF FBDIEEIELS)
445
48.1% 18.4%
ASAS40 [2.20, 9.03]
(39/814l) (16/87#) <0.001
64.2% 40.2% 2.78
ASAS20 1 so/gipy | (35/874) [1.48, 5.24]
E14) HER. MK, X—25 4 V0D CRP 2HHAEKE LY AT 1 v 7 ERE
T
E15) REBESEOERKEIWEM 5% I 74 AWV T7Ta—FIZ&D., HHBEDZ

EESTES N (Biom. J. 2011; 53: 894-913, Stat. Med. 2014; 33: 693-
713),

AH| ARG % 168D RERESE U 7z & & D52 RFASASA0 KGR K FASAS20 G H

& Zh2n55.1% (43/78f1) KUV67.9% (53/78%1) ThV. RHZSICX2HM

HoOHMFEPRS NI,

16 F TOREEFRORIE L. AAGEMIFEZ SRV T IR TENRZN42.0%K%

U39.5%. EELAEFROBIAEZ I ZNENL2%RV0%. ABRERGHIEICE-

LEERRORBBBEEEIEDBIC0%TH > 72, EHRMEM . FEAEBAATBE 26
(2.5%). ESGERELH (1.2%) THo7.

#£13) 168 TOREHRORBUAE

ARA4E N
" TR
42.0% 39.5%

REHERORRIAE (34/814) (34/86)
1.2% 0%

HECAEFRORIE (L/8160) (0/866)
RBEH SR IRICE S 7 0% 0%

HERROFKIHE (0/814l) (0/864)

52 E TOAKGERRR S IC L 2 AEFROFKFIEEIR71.6%. ERLEEEROR
B 136.2%. ERERSPILICE > - AEFROFBFFEX1.2% ThHoTe £
BIfEFD G DESERAIAIBESM (3.7%) . HHHERALRIS3H (3.7%) . LIHEE %361
(3.7%) TH -7z

17.1.6 NEFEINB_ESREEER (COAST-W)
NSAIDs % U'TNFHE AR THRAR T2 NEIARRETH o 1S B ARE HEEHERE
H316BI2MRE LIz 7S AMBoEEREBRBR2 £l L2, 75 ERIA Ft
FA 7 GEEFHIRZ) 80mgRix160mgkle) #FEICHS L. ZD#%I1380mgz2
SERIREELS) XIAERBRTI6EE TR IS Lz, ARI4ERBRSEICB T 5 168%
DASASAORIER KU ASAS20R ISR X T T 1 R GRIC AR THREHENICERICE
»Po7z18),

H16) RANOREMHBHERICB T ZKBERCHRIZ., BE. BRAICEAFEF A<

7 (BETHEIRZ) & LT1E80mgZ4BHERE TR T RET 5.] TH 5.

#14) 16:8#%DASASAOSIER KL ASAS20 5% (ITT 4£H. NRI)

RU1.9%TdH o FaBIEM G AH 238 B I 5 T 3k 5 AR S 156 ] S RIS B v KHED
(14.7%)« EHHERAACHELH (12.7%) AFIAERIERS TREH BRG] 26 AAIAE SR [95%(E X ]
00) . ST EHEf 00) g 7 ] ’ ZOTIR
(11.2%) FEEFHRRAAIHE7H] (6.5%) TH -7z, TR {ETEL7)ELS)
£11) 24BF TOHEBROFIUHE
Hl2E FhlaE ASAS40 25:4% 12.5% 1 7 95]
R S AR 12 7R (29/11440) | (13/1044) p=0017
65.7% 66.4% 47.2% 48.2% 29.8% 2.20
=29
HEHRORTUAE (67/10213) (71/10741) (50/1064) ASAS20 (55/11441) (31/1044) [1.26, 3.84]
2.9% 5.6% 1.9% W17) #5558, #i, N—2F 1 BOCRP. BEICHEALETNF HEEORE HHE
7 ==
ERLAERRORIIAE (3/10231) (6/107f31) (2/106f3) BELaY AT 4 v VERET I
BTG RILF o 7 3.9% 1.9% 1.9% H18) RBREOERKERFEN 5%. 7771 ALT FU—FILED. FBHEDS
BERRORIEE (4/102f) @/107) (2/10641) EEHSFEE N/ (Biom. J. 2011; 53: 894-913. Stat. Med. 2014; 33: 693-

F12) AAlO@E LR, BEEECR. REHGER. RIS T 2 &R
RUHZE, B, RACEA FEFXv7 GBEFERL) & LTHEIC
160mg# K F#45 U, 22 51238% % T3 1H80mg % 2;:EM R TR TS5 L.
DI 1EI80mg 2 4HMB TR T RE T 5. &b, 12BRLETHRAT I LEHE
1213, 1[80mg % 2:BME TR TG TE %.] TH 5.

CGEEEEHER)

17.1.5 EFHRESIE"ESRLEEEER (COAST-V)
JEAT O A FHEFASESRE (nonsteroidal anti-inflammatory drugs:NSAIDs) &8 T
WRAF D IARBE T H > 72 EWBIANC & 2 EEIEO 2 W IRE AR EE3416

(HARANTHIZ &) 20RE LAERERVT T L ANB EE MR HERHES % £ L7z,
T RIEA FLF AT (BIEFHIEZ) 80mgXid160mgELd 2FEICHS L,
ZO#%1$80mg % 2 ARIFE) XIZ4EME TloEE TR TS L. ARIGERMERS
B (WE#580mg & 160mgD i) KB 2 16i8%DASASA0KIEHR K ASAS20
RIERIE T T 2 KRB GBI LR TREHENICERICE» - 7217,

H13) ARAIOMBEMEHELRICHE T ZAZEABERCHRE, LEE. BAICEA FEF X2

7 (BEETHRZ) & LTLE80mgz 4BMETH M5 T %.] THb.

713),

KA 4B MRS % 163E DIRERESE L7 & & D52 ERFASAS40 ISR K FASAS20IEH
. ENEN39.8% (39/98H1) KU61.2% (60/98fl) THY . REHRSIZL2H
HOMRARE NIz,

L6 E TOREERRORIEE L, FAIGEMFERS RV T 7R TENZN64.0%K%
U'49.0% EELAERFRORBFE I TN ZN3.5% K V4.8%. HEBEFERSHIEIC
EoAEBRORFHERI TN ZTNE8BKRUL.9%TH - /o ERBIEAIE, L5KGE
RGO (5.3%) EAERALEREAR (3.5%) TH -7z

%15) 168 TOREFROFEBHEL

ARH4E N
RIS 77w
64.0% 49.0%
=29 4
HEBRORRESE (73/114431) (51/10441)
3.5% 4.8%
ERSHAEFRORTAR (4/1144) (5/1041)
BRI S I B 7 8.8% 1.9%
HERRORIIE (10/1144) (2/1041)

S2EE TOARGERRR S IC & 5 EEFROFEIAE386.0%. EELEERRORK
BUEEI35.3%. RS PILICE > EEERORBSEEIX12.3% Tho7z. £
BIERIE. EKEBERSEL0H] (8.8%) . HEAERAIEEAH (3.5%). LIAFERAH
(3.5%) TH-7z.



(BRI TR L MABIE R ERIER)
*17.1.7 ERARSIME_ESHRILERR (COAST-X)
AMANIC £ BIBRIEA 72 < . NSAIDSIAR TR+ L AREETH - 7 X
R S 72 DT M A E 3030 (HAAL6MI% &) (BASDARA T T 7
4B E. BAFERONRS 2 27 A48 L. A CRPSmg/LB X IEMRIER Lol
BRERNED 5NB) FRRE LT T RME - EEREERB L E L. 75
CAREA FEF T (RIETHEEL) 80mgXid160mgt!?) #MEICHRE L, Z
D#%1280mg % 2ERIFEEY X ABMETS2EE TR RS U, AAI4ERIER 58
(WE#580mg & 160mgD B E) 12513 5 16[BHDASASAORIERIE T T £ RiL5
BHCHATHEHEIICH RIS D 5 7219,
E19) ARIOXIREREE 7 & 2 L EHETHEIACS Y 2 RRRERORRZ. [l
FBRACEAS FEF 7T BETFHRI) & LTIE80mgZ ARME TR T
545, THb.

#16) 165B#%DASASAORIEF (ITTHRE. NRI)

] TS RIS BF v X HE20)
f@é’i Ptk [95% =X H]

i FEpIHIE0) E2)
35.4% 19.0% 1 2?32 51]

(34/96f8l) (20710531 p=0.010

H20) HBEBE, Hi, MRIE/{SATRIC & 2 MUIBREE 2 D76 B O'CRPIE DR % A A
BELzuI AT+ v Z70ERET IV
F21) REBEEOERKEIEH 5%, I 74 AVT Ta—FIC&D, EHBEEDS
EUEAFR SN (Biom ] 2011; 53: 894-913, Stat Med 2014; 33: 693-
713).
A 4B 5 % 1638 LUkRE L7z & & D52BBASASA0RIERIZ30.2% (29/96
Bl) THD. REHEICXL2E0EOMREIRENIZ,
52 E TOREHEROFEBAE L. ARIGERBIRE RV T IR TZENZN65.6%K%
U57.7%. BEZEEHROFEBAE I TN ZN2.1%KV1.0%. ABERGHIEIC
Eo L AEBROFBIBEIZNZNL0BRTLI%TH > 7z EREINERIL. FHHHE
MRISL0MH (10.4%). ESHERAALHE3B] (3.1%) TH o720

#17) 52BE TOREHRORBUAE

Al o
T 77w
65.6% 57.7%
HEFROFEIUAE (63/96) (60/104431)
2.1% 1.0%
W ERROTIIAE e wroni
REBERESRIEICES 72 1.0% 1.9%
HERROTIIE (1/961) (2/104f1)
18. ENEEIE
18.1 {EAKR

KHENE, REEY A b THEA vy —aAF2 (IL) -17AICHT B & MLIgG4
E/7U—FIUHAETHY . HOCRBRBORIEICHE L TWHEEZS5NBIL-17A
IZFEE LTIL-17ADER 2T 5 EE X 5N b,

18.2 IL-17AICH T 2 EBEBAERUISEM
AENZ e FIL-17AICEWRAETRE Lods (BREER:3pMAI) . IL-17B, IL-
17C, IL-17D, IL-17ERUIL-17FICid & L o7 (in vitro) 20,

18.3 IL-17A FEET EHA VEEICK T ZPEE(EA
In vitro BB IL-17TAZHE Lic w7 ZICB VT, AFIRIL-17AIC L DFHESh D
TENA VEERHELLD,

18.4 FEHZF
IR CEN L B EOREERICSL T, IHEP 543ABP I TR
P NI 7 5 F A by THIBR ORI B R 22 D MBI 22
D572,

19. B ICRET SIE{LEHAR

—fHBTR A F e F A~ T GERIEFHMIRZ) [Ixekizumab (Genetical
Recombination)] [JAN]

S HAFLF AT, BEFHEBIE MEE Z7u0—FUHHETHD ., <
AFLE M V¥ —uA F - 1THRAOHEBERER. HLice MgG4n 7
L—LT =R OCERRD? S 20 . HEED227F H DSerfi i A Prolc @
#shn, CREOLysEBRESNTVS, 1 FEF AT, FrA=—X
NLAY —PIRMRIC K DEES NS, A FEF XTI, 44507 I/
BRTRE D 5 7% 2HEH (v 48H) 2ARRUIMED T I /) BFE» 52 HLEH
(K 84) 2ARTHRShAHY > /878 (H78:8149,000) TH 2,

20. BBV EDER

20.1 BHRERD B 2 &L W LEBARER LA LI L,

202 EOBEEFI < LDIT, AR AN ZRECEARIET 52 &

203 ML EES L,

20.4 ERTRET HHEIE30CEBA L VBT CRIEL. SHUWICHERT S &,

21. R

R A 7 EHEE 2 HED L EYICERT 5 Lo

22. @&
(MLYRT80mgd — kA YU TI5—)
ImL [1A—=hA>Vzr%—]
(MILYETE80mgY U YY)
ImL [1>)>¥]

23. FEIR

1) Kimball AB, et al.: Br. J. Dermatol. 2014; 170(2): 366-373

) Molté A, et al.: Front. Med. 2018; 62(5): 1-10

) Duffin KC, et al.: J. Eur. Acad. Dermatol. Venereol. 2017; 31(1): 107-113

) HNERRERERE R & U EAEIHERE (20167 H4H 4R, CTD2.7.6.9)

) FEPERH R E 2 R & U 7o SR By RBARAT (1 R 3 [ S TTIAH X Bk (RHBP AR B
IXORA-P)IZED < #iEf)

P REORHBRIEIE B HE R B 2 R & U 7 SR B RE AR AT (RN RE S RIS TIAH A ER (RHB VR
B COAST-V)IZED 1Y)

ALY ROREXHRERHE 2 7 & A W R IR HEBI I B 2 R & U 7o S B RE AR AT (EI R
HEEIIMEEES (RHBX#ER. COAST-X)ICED < #ET)

HNERLEEE 2R E U R B REENT OESEIE, BIHERR & CEE
FESEIIERER B < MET) (201657 H4H &R, CTD2.7.2.3)
AN R E 2R & U 7 B SE B R AR AT (E N SETTTH R BRI 2 D < M)
(20165E7H4H#%#R. CTD2.7.2.3)

Imafuku S, et al.: J. Dermatol. 2017; 44(11): 1285-1290

Gordon KB, et al.: N. Engl. J. Med. 2016; 375(4): 345-356

Langley, R. G. et al.: Br. ]J. Dermatol. 2018,178(6), 1315-1323
HWNEREPSE S EEOREMEE 2 H T 2HREE 2R E L “HERER
B (RHBP#Ef. IXORA-P)

14) Saeki H, et al.: J. Eur. Acad. Dermatol. Venereol. 2015; 29(6): 1148-1155
15) Saeki H, et al.: J. Dermatol. 2017; 44(4): 355-362

16) Mease PJ, et al.: Ann. Rheum. Dis. 2017; 76(1): 79-87
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26. HERTERES

26.1 REAFTT
BARA—54)) —tR &1t

HETPREEEBSTE 15285

26.2 BR5EIRIS
EEERKRASH
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®: B PRiEIE
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* % 2020411 AHEXAET (58 3 M. AIREZE)

RHDRNXEESRIHL

% 202042 AT JK
Bk 2-8CTRA SRR ERARES
BREAR - 2415 H 873999
RS
wE
Wy E b E MML-T7RBEFAT S/ 7 0—FILIiESE]
705 T GEcTFHRR) &%l
——_— ® -~ - [RE—
L= xFx210mgauss
LUMICEF subcutaneous Injection 210mg Syringe
FKERES | 22800AMX00441
V) R — RIS DA BN & O BT 5 C & BB | 2016897

-

|
A KRR EREORPEZSOCERFICTDICHLT
ERERMRICHBNT. FEICONWTDTDRAHEE
ERVEROBEICT DA - BERZEOEMDE &
T. FEIC L BEROERIEN BRI Z DD & HIT
SNBEEDHICERTD &,
AHNFEREDU R T ZIBASE 2T MG, &
i DEEEZR Y 2 BETHEZREEEELIES
OgEMN' 2. Fle. FFEDARERIFASHTIF
BOLH, BHEBORRENMRESINTNS, BEHE
[C5EITB. FHNMRREZTESERIERTRLI LD
S, FEOBEWERUBREZBECHIHAL.
BENEBRULIEZER L LTHREZRIBT S
&o [8.1-8.3. 9.1.1, 9.1.2, 15.1.388]
.2 EETRRAYIE
UAILR, HERVUERFICKDEERBRRENRS
TNTVBTeD. TOBRERRET D IR ERPAEDFHEAE
[TERU. FAIRSRICBRROBIRIFERDN H 5D
NEZEICE, BES[CEIECERT DL BEZRE
E932&, [8.1. 11.1.188,]
3 FEIDEFEZRI Y SHIlC. BERVERDEIFLERD
BRAZTDICEIRT ST &, [5.1-5.380]

*
*
—

—_

*
*
—

2. ER(ROBEICIFIBS LBV L)
%21 BEELBYYEOBRE
ek 2 ELSEHBENADH 5]
2.2 BRI OBE
R 2 E(LSEEBENSH 5.] [8.280]

[9.1.15H]

2.3 FAID RGN UIBBUEEDBHERED & 5 &

3. #ERY - MK
3.1 #EmK
HR7e4 VIt 7ERE2L0MmgT Y Y
25~y 1>y 1.5mL
BHES | 7ayLw 7 GEIGTHEEEA) 210mg
L-7V% I Vg 6.5mg
WA |L-Fa) v 36mg
AR VIR — k20 0.15mg

KRIOBEMR S 70y V<7 GBI B, Fv A/ =—X
NAAY —PIEME 2 AW TEE S N5,
3.2 RFIDMIR

HR7E4 VIt T EREI0mgY Y v Y

& R Ly oYM, BHP DT RLICHBEOR
pH 4.5~5.1

BB #91 (R EIER )

* %4, PEEXFZHR
B AE CHRAToRR T ERE
SEMEE. FEEENEE. BEEEE. RREMAIRE. 8
EEEHER. XIFEEREE SRR IS HEBIETN

* %5, FMREMEIFIRICEIET HiF=
(SEUERE. BEEME. R, SRR
5.1 IRowghh 2l 9 BEICHRET 5 L. [1.32H]
KR 2 & CRIF O 2 S8 (EMRAI 2 R <) T
IR SN S WAEREEDI0%L BT 58
- HRATEORIE . BEMERXIIIE 2 H T 5 BE.
GEEMEHER)

5.2 BEDBHICBVT, BHAGHREERX T o1 MK
TERE) I K HEYRIGHZIT->TH, RREICERT 54
5P RERIERPRSHEICHRET S L. [1.32H]

XIREEEZ T S TR WMAE SRR

5.3 BEMGHEICBVLT, BIAGHREER T o1 NMEFIK
RERE) I KB EYRIGHEZIT->TH, REICERT 58
5 D72 B RIEIR T O RIE D F BRI BUR A TR 5 N BB 51T
BE5T5Z L. [1.380]

6. FRiENUAE
BE, RAICR TR LY 7 GREFHEEZ) & LTl

ORIRTE M5 5.
*x7. FERUREICEET %R
(ShRESLE)

7.1 KAl & A EBIF O M IO W TR R OE WX
YL TWEWOTHAZETSZ &,

(FRMEE. BEEHEE. BENEE. KD

7.2 RENC X BIBERISIE. BERSEIED 5 12BMANICE
5N%. 12BHUNICIBERIGHE S N WIEEIX. RAlD
IBEFTEOMRE 2 EHEICHET A2 &,

GEEMBHEN. XIGEER G SIRVMAE BRI

7.3 RENC X BHBERISIZ. BERSHEIED 5 16ANAICE
5N5B. 16ANIIBERISHTE SN VIERIE. AFO
BEETE MG ZEEICHET A2 &,

8. EEREANER

8.1 ARANL, BEDY AT ZHEKSELA[EENS DD, ZD
7o, AROBEICEHELTIE. +oRBEE2TV. BRYWE
DOFIEPHEBEICTRT 5 & BPEOMEIIERDTS D 5
bNHEEIIE, HP»ICHSRICGHEET 5 X5 BFICHE
EBF LT, [1.1. 1.2, 9.1.1. 11.1.1=HE]

8.2 AR EGITIENL - THERZICE T 5+ B2 K O X
WRREICZA V¥ —7 20 vy R Z Y N7 Y
UIRIHEEZTV. BEMFCTHRESE 2752 &1L,
RO EZERT S E, /2. AFRSETL., I
ERXARMRE S O] 2 E 2 EHINICIT S 2 ERE O R
W3 ER U 2 B TEIR (B9 2 % RE D,
REE)PFHER LU GEICIEESMICHYEIGEET 5 &
HBEFIIEET AL, kb, BEOEHEI RSN

RBHFE




BRI OEEZBEL, AFI2HRE LBV &, [1.1,
2.2, 9.1.2%H]

3 EERRRER I B W TR N O 8 DAL 0 B B D F IR A5
MESNhTWD, AHEDORBEARIIAETIIZ VWY, EH
HEBEOFRBICIFERT S &, [1.1. 15.1.33H]

A REESHRIIET V7 F U BRBICKA2BIVERBEOY 27
BEETERWD, £ F UV EEEZIThRVWI &,
8.5 fhDEWBEIA» 5 EE T HIGAIIBIYEDHEIZ DOV T
BEOREZHICBET S &,

6 AENZ, BEEERICBWLWT, RTEMICK S, Efio
EFREOEEDOL ETRE2HKT AL, HEREOHEH
IZOWTIE, ERiDZF0OZYEE2EEICKRET L. +942H
BilliixE L-0b, KEIRSIC X 2B Sk
ODVWTEENHMRL, BEEHOHEICRETESI L 2K
BLzET, BHIOBEIEEDO Y & TEHT S Lo T2
TEF%. BYYESAAIC X ZEIER P SREDNIBEPEDS
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(o)
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9.8 HimE
BIYEFORERORBUCHBE L.+ 282175 2 Lo
—fRICEERE CIAEIEENMERL TS,

. 8IfER
WOEHWERDH 6o BT ENHBDTEHELZTDITITV,
BENDOSNTGARICIIREE2PIET 572 S BT A 0E %
To52 &,
1.1 EXGENER
11.1.1 EERELAE (0.8%)
TANLA, HE. EESICEAEELBRYENHSDNS
ZENH B, [1.2, 8. 1]
11.1.2 SFPERECEA (0.7%)
11.1.3 EETMEHUEE (0.02%)
TFI74TF T —FOEELBBIENHODNEIENH 5.
1.2 ZDftDEIER

- RERORERE (NS 2 &) 2 BT 28E
Ay =7 zaryEERBEP YNV RIS ES
OHEICE D, By @ Sebh b B
- REMBELOBREEMEEZET 5 EE

9.1.3 5D, DDREXNFZDEIEREZE I EE. BR
SENFERENDOEEEEZET 2EE
HBHR2E. BRENPHobNEZ ENH 5, BNER
REEICBWT., BREMDPL77HIF1H (0.6%) ICHRE S H
T3, WBIERREICBWVLT., REILPHRE S N24,625
BIFR16M41(0.3%) I &E. BEREREFHESN, 3
H1(0.06%) BEBICE 7= ENMESN TS, F77,
BEATY v F BED 2R E Lz BIERREICB VLT,
2011 151(0.5%) SERBICE > - 2 EDPHFE SN TV A,
(WIE&EER T — %)

)Y T~ FREANOESIE. A TIIEBENTDH 5,

9.1.4 FHEAD I O—ViRDEE
70— IROBILICEET A &, EROBILSAED S
NG EICIE. BOPICHEHERIGEET 2 &5 BEICEE
IT5ZE, Tl Ju—VRHPEALLBEICE, B R
WEZITH T &,
70— iREBEEZNRE LIBNERREBRICB LT, 710
—VIROBALICEET 2ERIPME SN TV S,

9.5 {HE
TR AR L C W A ATREM O 5 B oI, 1R LB
HAEEZ A2 S K SN BIERICOARRET BT &,

BEOMGES NIRRT E 2 RS H A EEICIE. B 5% I 1~ 5% 1%
LlIcHORE AL S Y, EMOEE T cEEICERTS FRERE RIEER. H VY| BAK. BEBRY.
7 EHEY R ABRITD & [HRFEHOESE (LS5 — #E WREEZE. HIGE | MENLSS ER, B,
RE) ZFEEH LAVES ICBZFICERER L. RELHE 4 mops R A VTNIVY, @RS G KW
FHEICO VIR A MIES 52 &0 TATOBRBOLS TG, WG, B, SEER. R
BRI I (7 £ R, AR GRS D o
— k) 2 ERET HRBERMT S L, . e
ZOFERE. R, Gl M. ERE. K
O ] =2 - = * k| F§ FEEZIR. RZEFLEERE.
9d§§%§¥%§%§5§§§gﬁaégﬁ . T @%ﬁﬁﬁﬁ T
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9. 1%.2 BROBEREZE I 2 BENIERBEIRONDE OREEE. DX
PR EE K. IR
MHEEOBFEEEZET 2BETIE. EE2EH LY 55 FEliG e a RS
ENDH D, [8.280H] % | M F ERE R
QEHOBEEAET 2B R ORKBRISEDN A e 5 HEV. SO0,
IKid, EROBERBS S HEMICGHKT 5L, UTo ¥ mgs R, R, A%
WENAOBEICIL R & U TSR E L BT, EETER RS NG |/ ML (kR
AHAEBRESTHZ L, (1.1, 8.250] N SIBE. L. 7S |FB. BEE
- BOERE S E CB AEREIC A BT A EE S N B IEE coft R, W2 at).
2ETHEE BRI

4. BALDER

14.1 EHEIZSHDER
BERICHEE,POIRDHELERICELTEL 2 &,

14.2 ERIZSHOER

14.2.1 BEEDPBUREERNL. R ICEE D H D0 (5. FR.
B EE, BBE DTN R OIALIITEFT L s n &,

14.2.2 BEEBOLIE. KBRS, REEB I EREERAPE & L L,
B — AT ARR O E LIRSS 5 2 I3RS, 548 150
fZ2EZBHT &,

14.2.3 AFN. IEEHOEFITH O BHEHALZVWI &

15. ZOMDER

* %15.1 ERIREAICE D IER

15.1.1 BB E 2 NR & LzEWNECEIERREBRICB WL
T EWL7760F360(1.7%)« #54, 461617912241 (2.7%)
7 ay L TRETRZRD N, fiTus LT
PRI EOEEIREShTVLZR YL, 2B, MY v~
FHREY ZRNRE LB ERRBRICB VLT, 211515241
(0.9%)IcHi7a ¥~ THHNFMEOEENRESNTY
b0 Fio. AREIEEHEREETI 2 GRIEEBHER . XAREHE £ 1
7o S WK EHERTET 2¢) BB 2 MR & U 72 E AL
RERERICB VT, AFERE£14861F1451(0.7%) IcH 7 a ¥
L THREEHEZRO L0, fi7a ¥ < 7THHFUEORE
FlIRESIN TV,

E) BT v FBEANOEKESIE, K TIIEAINTH S,

9.6 IR
A _— s 15.1.2 SHENE, WEVERIGH, BRI
G LD ! UH D ! L D
R OATRORE AR L, BAOR AL B\, S YEBREE & OFF L7 B

B EE (VL) TATTRAOBITFIRD 5N TV S,
9.7 INE

NREENRE L-AMER VR Z IR E UZERRR

BRIZSEME L Tz,

DREMR AT L TR,
15.1.3 FREEEZ 26T 2 BEE 2R E U ER
RET. KED G SNz BE4,46141(5,574. 0L NEE) 12D
W, BiEEGERGEEREEER. DUTER) 0FB



BEEEIX. 0.4/100 A4E(23/4,46161) TH V. ZDHNAILHIV
. BIREfMTh -, ENREEORKEHEIX. —&RA
OCTPRISNAFHFESEE LRETDH > 7o GEE[LFEH
0.91[95%/ S HAXE : 0.58, 1.37]). FEERIERLEHOFE
BEEEIE. 0.5/100 N4E (28/4,46101) Td > 720 (KIHELHE
REEN 2 GRIEMETHER . XAREHE 2T o & 70 W R E B HERE
HiR)BEEZRNRE U-EBELEE KRBT, KFPKRS
SINTZEBEL4861 (163.0 NME) I2DOWT, BB OFIHEIX
BFHoNEN 5T, (1.1, 8.35M]

16. EY)ERE
16.1 MAEE
16.1.1 B[Ok S
TERERLAICARAIT0. 140, 210/ UM420mg™ % B[n 7 Rt 5 L7 &
ZOMFEPREHEBR R OENHENT XA - ZLLTOEBDTH
D fCo Cmax&(fAUCOﬂli&%‘%HﬁLiJ:L:igb[] l/\ ﬁﬁﬂ@%%iﬂ%\
IR R LY,

(ug/mL) —e— 70mg(661)
100 —=—210mg(6f))

—o— 140mg(661)
—— 420mg(641)

N
o

-0 i B

01 T T T T T T T T
0 4 8 12 16 20 24 28 (day)
®REERBEH
MiEHREHER (CFME + fF i (R E)
HAR NG Uiz & EOEYFHEIST X —5
tmax Chmax AUCo-+
"R % (day) (pg/mL) (png - day/mL)
1.00
70mg 6 (1.00. 2.99) 1.30£1.10 5.40+6.24
2.00
140mg 6 (1.00, 4.00)* 4.48%+3.99 53.2+47.6%
4.00
210mg 6 (4.00. 7.00) 10.0+4.7 119£58
7.00
420mg 6 (4.00, 10.99) 21.6£5.2 349+80
SPEE = FEUER 22 (tmax 3 FPORAE (/I ME, HKMH))
#1561

16.1.2 REK”RS
(1) EEEREZET 2% HES
FEE~EEOREEEEE2ET 2HBEEEZNRE LT, K|
70, 140% 0210mg™ 2 ¥IE# 5% 2EH £ T AR &1, #h
DI IZ2BEB S E IR TG L2 & & D8~ 10 H 0 #EMFRE S S
A—=FRBUTDEBYTH 77,

REF TG Liz & ED8~10BE OEYHHE/NT A —¥

tmax Cmax AUCO"[
1

B8R Bl (day) (pg/mL) (ug - day/mL)
2.93

70mg 15 (1.96. 4.16) 2.34%1.71 14.3£12.9
3.22

140mg 15 (1.84. 7.02) 5.97+3.60 56.1£49.6

210m 11 2.9 27.3x11.1 319+136

5 (1.90, 6.92) S -

SPALfE + AEUERZE (tmax 3 FPRAE (B/IME, BAKAE))
% sk (2) B EIERIENN RS
HARAO LA % CREME AR XEEZMH-S2W
R B HEBIEI %) BF 2 MR & LT AF210mg % #) [l 5.4 2
BEEHECRBEMI &I, ThDEERZEM IS IR N RELIZE
EDIA~16EEHOFEWEE/NT A —F B RO EBY TH -7,

RERTHE Lz 2014~ 16EEHOEYBIHE/ S5 A — %

tmax Chnax AUCo+

% 1

il e (day) (ug/mL) | (ug - day/mL)
6.95

210mg 3 (2.84. 9.97) 26.0+24.4 331£312

PG + AR (tmaxl & PO (/M FRAH))
) ARBO&RARIFLE210mg TH 2.

* %16.2 IRIY
REEFEM MR ORER. KRDONA T TRASEY T 1138
55% & B 5hizY,
* %16.3 9
RHE MM BT OSSR, AF OO AREITH6.5~8.0L & Bk
b 6N, MELUANOFHRIIBENTH S EEZ5NBT,
16.7 E4EE{ER
16.7.1 E9YVS LA
hEE~BEEOLZBEZFICEVL T, AF(210mgHEIHRES) & 0
PAICE D, CYP3AAORE TH 5 IV T L CmgHEHRS) D
CraxlZ1. 16 (90%EHEX R : 1.00~1.36. LUREAAE) G AUCo-=Id
1.24(1.12~1.38) & > =" M EAT—%),

7. BRPRANHE

17.1 BERUZLMEICET 55

(SEURHN U BEEEEER

17.1.1 EASE T1EHER
B ~ B O S E IR B E R CEEEE R E R (RS
DIREMPEREE (LR, BSA)D10%LL E. A DPsoriasis Area
and Severity Index (LR, PASI) A2 7 #5120 k) xR & Liz
BERILT T A B BRI TR LSRR EER L. 7
TR, AFI70. 14031E210mgHV %20, 1R U258, Z D 2:E M
[ECI2BME TG Lz, ¥BE512BBOPASIZA I 7 ER KT
PASIZa 7 DBR—=Z2F A VP 575%LL k. 90%LL By 100%243E L
7o (LR, PASI 75/90/100/% i) D& 2 IREK ISR T o ARHE
EBHTEI TSI AR LB L THRICEWVWPASIA I 7 SERE TR
U7zo E7z. BAEMEMTIR & ZH S . ACREMEFM™ AR — 2
T4 520%LL EiiE L7z EE (DUR. ACR 20) 0#EI&1X. 75
T AREE0% (0/561)« 210mgEE100% (4/461) TH - 727

AP A 70mg 140mg 210mg
384 3945 374 374
PASIZ I 7 3% (%)
I + + + +
+ i s 9.4+45.4 | 37.7+46.8 | 82.2+£28.1 | 96.8+7.4
TIEREDE _ 28.3 72.8 87.3
(95%1Z #HE X ) (12.1, 44.5)|(56.4, 89.2)((70.9, 103.8)
PfiE — <.001 <.001 <.001
7.9% 25.6% 78.4% 94.6%
e
PASI 7555 (3/3881) | (10/3081) | (29/376) | (35/37f1)
.. 2.6% 15.4% 64.9% 91.9%
PASI 9055 (1/3881) | (6/391) | (24/378) | (34/371)
0% 2.6% 35.1% 59.5%
e
PASIT 10055 (0/3881) | (1/3981) | (13/376) | (22/370)

# REBEOHEIXR—RA T A METHITE. 95%EFEXHIE 28T THEH.
PfElZWilliams’ testTHH.

#8 PEFIROFIGIE. EREE LTHRAIEICEENS,
BITERFISEE X, 75 v RBEET18.4%(7/38%1) . 70mghT
28.2%(11/39%1). 140mgt35.1% (13/37f1) X U'210mgkt T
40.5% (15/37H1) TH - 7z REBGBETHIL - ELEIERE.
BIASEA., WHEA. MPEE VIV BN, $8RE R ORISR ZRE
%1.8%(2/11361) TH - 70

17.1.2 BHE MABHER
hEE~BEORANEE2ET 2EERE (BEELEORED
BSAD10%LL E. »DOPASIZa7A12B ) R E Ui EES
b7 SRRV AT F X< 7o B EERIAT R it 5 %
L7z, FTuA, ARRI0mgE0. IRUBE, Z0H2E -
TI2EMBETFHRE L. 52BE CARBOHR G2/ LIz, £/ ¥
AT F X7 7 (fAE100kgbl F1345mg. 100kg#Bi390mg) 20, 4.
16 28, 40EICK F#%5 L7z #512:8% DPAST 75/100 Kt
BRREOEBDTHY ., REREGHII ST ERBEROT AT F
XY THEHB L TARICEVEIEZR LY,

77t R IAFFXTT 210mg
6.0% 69.3% 85.1%
PASI T5RJ& (19/315f1) (217/31361) (531/62441)
95% 15 #E Xl (3.7, 9.3) (63.9, 74.4) | (82.1, 87.8)
T REDE 79.1%
(95%EHHX M) - - (74.4, 83.4),
PfE* <.001
TATFIXTT L 15.8%
ggﬂf/ _ - - (9.0, 22.4).
LIS EEIX ) « 0.007
PfE* )




75u R IAFFRTT 210mg
0.3% 18.5% 36.7%
PASI 100/ (1/3151) (58/313f1) (229/62441)
95% (= X [ (0.0, 1.8) (14.4, 23.3) | (32.9, 40.6)
7oA EDE 36.4%
(95%{ATIXF) - - (32.9, 40.6).
PlE? <.001
TATHFXTT & 18.2%
D7 ~ _ — (11.4, 24.8).
(95% (S HEX ) « <.001
PiiE* :

BB R Okl JERIGE L ONRBIEICEE NS,

# PEIIR—Z 51 Y BEOKE (100kgbl Ry 100kgit8) . =845 o fi
IR R — 25 A VEEOPASIZ 27 (FRIMEDIR, R {ER) 2EE L
7zCochran-Mantel-Haenszel##E TR, I RHERTT AT F X
¥ 7B EORBIC O W T EEFMIEE KO FE 2 IRGHEE 0 ZEE A
B 5128% F TOREHRRBBE L. 77 R RBET12.5%(39/313
). 7 AT F X2 TEETI5.3%(48/313f1) . 210mgRET19.9%
(124/6226) T - 720 210mgBETHI L - ELBWERIX. L4508
JB&HL2.3% (14/622451) e O'BAEEL . 9% (12/622f5]) TdH > 7z,

(FAETAEMERZ R

17.1.3 8oV T ABEHER
BAEAE MR R (RS R OB R S e e h3» Fill k) %
W& LI ERL T T £ At ZE BT B LB & 52
HL7ze 7TER, Kﬁ‘JMOXLiZSOng“’E’O\ 1R U2E, ZDik2
AR CIZAME TG L. Z0%. ARHI280mg (7 X TOHERE
A48 T R C210mgIC A ) 2 2R TG G Lz, &5
12;8%DACR 200 &1, 140mghE36.8% (21/57f1) . 280mghE
39.3%(22/566) TH V. 75 AREELS.2%(10/550]) & i L TE
WEIEZRLEY,
BIMEFIRBUSEE X 75 £ RBET18.2% (10/5561) . 140mghéT
30.4% (17/56f) . 280mgHET28.6% (16/56ff) Td - 7zo KA G
BRI UELBIERE. EXEREY6.3% (7/11241) RO
4.5%(5/11261) TdH > 7=

RfEMER N ORI RTAE)

17.1.4 ERSE MEKER

RYEE R R 1200 X iR AL R E R F 18 2 R & L-IEE
TatBR % i L7zo AFI140mg™) 20, 1RU2BE, F0%2JEMkE
TSLEME T#E L. SEDRBEICHREA 7 Sl S iz ia1cid
210mg DB EAREE Uiz, IREMHEEBEZ IOV T, RHIH
SRhET & g Lo 2RNEE L. #5106 TICLIBITIER]
XAITEE | FRD S, A& ETAM R (5238 S 1d A kB ) 121 [ E A
H358.3% (7/12451) « T2z 1H333.3% (4/1241) AL ]A38.3%(1/12
) O#:EEE TRO STz, HREALEEREICOVWT, #5448
PREZTRTOHBE ICB VW TERUBEONE Y PR 5
B AR R L X [ BB | 5%66.7% (12/18/1) [ 24 1 H333.3% (6/18
Bl) DEERE TERD 510,

BllVE FIFSBSAE 1353.3% (16/306) TH - 7o ERBIEMAIE. RIA
BE2$16.7% (5/3061) BB R R U=EME %56.7%(2/30f]) Tdh - 7.

HEDARAOAZHARIZLE210mgTH 5.

H2) T AU AN T FEXINERT 2 BEEROFHlELE

CEEMBHERN. XIREEZ R SRUVMAH IS HERIETRY)

* %17.1.5 EEHLESE DEHR

Rl ME A HEBE AR ¢ RIEVEBHESS . XHREEME 230 72 & 2 W (R Eh i
HHERAET ) BEF 15961 (HAR306]. HE446]. BE85H) % &
RELFERMRERSHZzECRERL TSI LRAMH_EET
AT R RREE EE L., —EERETIE. TIEARX
3AHI210mg 20, 1% U238, 2 D%2EMETIOBEME M5 L
7zo 16ELIREIXARF210mg 2 52 AL T 5 Liz. #5166 %D
Assessment of SpondyloArthritis international Society (L4
T ASAS)A0ERMEI A IIRROEBVTH Y. KAREHIZ ST
TARBEHB L CARICEVEIAZR LY,

15.5, 38.5). AAIHE5HT46.0% (29/63%1) (95%IEHXMH :
33.4, 59.1) AR ERTRELS . T RBEDEIF20.2%TH
o7z XHREEMEZ N7 & 5 WA BRI BT R EE 1T B 51516
% DASASAGEREIE L. 7T REET18.8%(3/1661) (95%
BRI 4.0, 45.6). AFFRGHT35.3%(6/1761) (95%(FHIX
f:14.2, 61.7) EARFREHTEL . TIRBHEDEIL6.5%
THo7z0 o AR EHOR 5685 % ™ D ASASAERLEIE 1.
RETEEMEREE T57.1%(36/63061) . XHREHE % i /- & 7250 W (£
TEEHEBAET 2 B T52.9% (9/17f) TdH - 7z
BE16E% F TORIERFIERE R, 772 REET25.3%(20/79
Bl) . AAFI SR T32.5% (26/8061) TH > 7z AFIRERH THRIER
U7 BRI, EIREEAKT.5% (6/80%1) . ALTHEI. ASTHMN
KO TE BB TR A E3.8% (3/8081) T - 7z,

08 & TORAI SHERE 1B\ S BIWEFFEIHAAE1364.9% (96/148
) T o7z EBWERIE. LIHTEZE14.2%(21/14861) ESGER
248.1%(12/14801) RO TERTERIE 4. 1% (6/1486) Tap > 7=

TE3) SR E MR TR IR A HE 2 U XHRARHE 2 i e S e WA TR
HEBBEI R DV AU DS N h > 12 16I(7 7 LR 2 &,
E4) FHERR OB E, FERIEE L TIRABICEEN 2,

8. EapIIE

18.1 {EFHR
AANZE FIL-172B48A (IL-17RA) IZ0f 9 5 & J 7 10— F L#ifk
THD. IL-17RAICEIRMICKHEE L. REET A P hA v THS
IL-17A. IL-17F. IL-17A/F~AF 10— 81k, IL-25(RI&IL-17E) &
VIL-17COIL-17RAZ A L7z ¥ 7 F U niE 2 HET 5,

18.2 IL-17RABEZE{EF

18.2.1 In vitroREE Tt FIL-17RAICE WA BEMMEZRL, B b
IL-17A E B ARIICE FIL-17RAICKE& L7128,

18.2.2 In vitro@REETl b VSER, BER, BRIERKR UKL Mg
MEFMBOMmERICKEA L. & FIL-17A, IL-17F, IL-17A/F
AT aZBE, IL-25R CIL-17CHIEIC & D FE SN HIL-17RA
A Uiz EiEtE 2 RE L2,

18.3 BZREEICXI T D1EMA

18.3.1 Hiv 7 XIL-17RAFUKIZ. ~ 7 REEREE T IVICERERNIR G T
% 2 LI KD R O R (REGRER . REEHN OBk
MRR R O AL RE 1T X 2 RERIME) 2. IRETREICB T 5 8R
SEMEr EHA Y RUY A N A mRNAOFEBR ZIMH L2,

18.3.2 AANIFLEERE ORE L E I B HIL-17A, IL-17F. IL-
17C. IL-12BKUIL-23A mRNADOFEKR, 75 F ) 44 b O#EHEK
R AREN N SOER TR O EE 2 IH L2 (SR AT — %),

18.4 BAERNITH T 2 1EH
v AIL-17RAHUEIZ, < 7 2 RFEME RIS %€ T LI JEREP#
59322k UBoMEERER (RRROER) & itk
2 B B E O S A ZME L 722,

1 9_.ﬂ§§blﬁﬁl: K9 2IEEFHAR

Jay v 7 GEETHEEZ)
(Brodalumab (Genetical Recombination))

NTE
$9147,000

PN =1
Tayne7iE, b b vy —aA FU-1TREEAICKHT HE b
[gG2E /) Z7u—FUFUETH D Frv 4 =—ZANL AT —JIEM
RTEEASINS, Tu¥ L7, 42E07 I ) BERE,LS LD
HE4 (7284) 2R R OR14MED T 3 ) BBEE D & 72 L8 (ki) 24
SRS NAHEY VISV ETH 5,

20. BRWL EDER

SIERREMR ILEDE L TREFT 5 2 &,

21. HEERHRM

72’f-lb/'l‘ i;oén/g B A EHEEE A RO L, HWICERT 52 &,
ASASACRER (19/79f) (35/80f0) ). A
95% 5 HEX [l (15.1, 35.0) (32.7, 55.3) ’ YYD, e 27—
IS = I 1.5mL{1> ) >, a8t 275 — )
PIE" - 0.018

23. FEXHER

1) Osamu N, et al. : J Dermatol Sci. 2014; 75: 201-207

2) B REREE2E T SR BEE 2R E U2 THEER
B (20165F7H4H#%&GE. CTD2.7.6.7)

HNER AR EHERIEI R B E 2 R & LS TR R
BRIC B 1) 2 g R o S B RE o LLik (2020411 B 27 H &G
CTD2.7.2.3.3)

Timmermann S, et al. : Basic Clin Pharmacol Toxicol.
2019; 125: 16-25

FHlREI OB A, FERIGE L THREIICEEN S,

# PEIZR—ZT A VEOCRP LA (EYEHIFE FIRDL b, B FRRok
W) MU (BA, @®E, /%) ROEE GREEEHER, XRREL
Sl WP EHERIAT %) 2 8 & L7z Cochran-Mantel-Haenszel &

F o RABRESEHOBRS568E%Z ™Y DASASI0EREA1356.3%
(45/80%) T . BHIFRETHEVERE|I SRS N,

BEAITIX, MEEBHERABREICB T 5RE516#1% D ASAS40
EREAR. T ARBET25.8%(16/62f) (95% 5 HEX R :

_4_

* %3)

* % 4)



% % 5) HPNER BB RE 2 R E U RS B

= =

#7 (2020511 B27H#%&RE. CTD2.7.2.3.2)

PR - RFEFSEYBIREARNTIC & 5 RiEZE DG (20165E7H4
H#&FR. CTD2.7.2.3.2)

HNER  PEE~BEOSEHIBEE LR E L EYHE
1R ER (20164E7H4H &FR. CTD2.7.6.6)

HNER : RHEERE 26T SiBEFE MR E LB IEER
B (201657 H4H%&FE. CTD2.7.6.11)

R : BAETREE R B E 2R & U758 T AHER REAER (2016
FE7TH4HAFR. CTD2.7.6.12)

HENER - R R E R ORI R 2 R & L5
AR B R EER (20165E7 H4H %38, CTD2.7.6.15)

PR R E R R R & U 7 5 A R R 3Bk
(202011 H27H%RE. CTD2.7.6.1)

HNERL T b FIL-17RAMIRES R X A 269 2 i A B
(2016F7A4H%FE. CTD2.6.2.2.1)

HNER D & FIL-17AEIL-17TRADFE AT S5 &EEER
(2016£E7H4HA&FR. CTD2.6.2.2.2)

HWNER & b 2MAIL-17RARG M A MERMIAZ I 288 &1k
(20162E7H4H%&FR. CTD2.6.2.2.3)

&R e MIL-17A. IL-17F. IL-17A/FREBUKTERIGROqE
T ZEECEA (20164E7H4H AR, CTD2.6.2.2.4)
HWNER - & MIL-17CHEKTZENDEFB4 mRNAFIHIIHTT S
FHE(ER (201657 H4H#A&FE. CTD2.6.2.2.5)

HWNER & ML-25HEUREIL-5E A 139 5 BEEMER (2016
FETHAH A, CTD2.6.2.2.6)

HER v REEETE TV AER (2016257 H4H Z4&33.
CTD2.6.2.2.9)

Russell CB, et al. : J Immunol. 2014; 192: 3828-3836
HHNER v ZRERREE R T TIVICH A1EH (20165£7H4
H#&FE. CTD2.6.2.2.10)

24, NEEEKEROBELEDEE
AIE ) OHREH < T OMHERED

T100-0004 REEHTRHXAFMT-9-2

B/EE  0120-850-150

ZATRR 9:00~17:30(%: - B - HEHROWRIKE 25 <)

26. BHEIRTERES

26.1 BEEARFETT

BAFVIBR R
SRR T REKAFH-9-2



JK
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18 &fIXE ®
1.8.1 AMIXE ()

(e Ly 7 ZB T 160mg & ¥, Er¥ Ly 7 2B FIE 160mg 4— kA > =7 &
—| DN TEREZREL Y AT,



20XXEXX A 1R GELhR)

f7

ik 2~ CCRAFE

B 3F

HAKEH R o

873999
R K e o

TR &

]

b Mbdie b IL-17A/IL-17F & / 27 & — F /LA ARSHE|
EAX AT GRIZTHHLZ) B
AR BIE, AR
Bl Y7 e T 160mg U Y
BBl R FTFHE 160mg A — A ¥ F—

Bimzelx® Syringe for S.C injection

Bimzelx® Autoinjector for S.C injection

) TEE—EASEOU I L VT 2 &

AENSHEZZEDRBREZ SO RIFI ST DI/ T E SERER
IZBEVT. FFIZDWT O+ 735058 & BISRBOABRIC 573850
# - BRELOEMDD & T, FHIL HBRDBERENEIREE
EE EHE SN DEBIDAHFERT S &,
AENFRBERED ) R ZERESEHAREMEMNH Y . E-FHEZOBHE
BEHY HEETIHEREEH LS DARMELNH D, Fi=. &F|
EDESEEIFBALMNTIRHAVD, BHEBBORBEAHRESLTL
o SBEFMAICEKLL. ARNRRETASEDIERITENI LD
2. FEOENMERVEREZEEICTIHAL. BESEREL
e EHR LI LTRRERMRY S, [2.2. 8.1, 8.2, 8.4,
9.1.1, 9.1.2, 11.1.1, 15.1.28H8]
EEGRME
VAR, ERVERFEICKE SEEGRPENMRESNTINS
O, TRREEIT I B ERFEDREI TR L. AFURERICE
ROBIERITERNS DO 5RI1ZE BELITELEISERT S
FOBEFIBETLHIL, [2.1. 8.1, 9.1.1, 111 18]

AEDBREFRIET DI, BHEEDOREAROERE+57IH)
E9bH_ &, [6. 3]

2. B3 (ROBAICFHRELENIE)

2.1

2.2

TEEYUEORY JEREE LS8 H 5, ] [1.2,8.1,
9.1.1, 11. 1. 1]

SIS ORE DERZELSE2BThnid 5, 1 (1.1, 8.2,
9. 1. 2]

2.3 AHNDOEG T LIBIE ORI & % B
3. ARk - IR
3.1 #Amk
Wi, e Pl v s AR 160 e Pl v s AT 160
7= mg YUY mg A—hA LTz H—

Ry -

EAXX~T (EfR7HAH#LZ) 160 mg

(1.0 mL )
TR a4 16.5 mg
(1.0 mL 1) ARY Y ~_— | 80 0. 40 mg
ARNOEHHGTEA X AT (BIRTHIRZ) (X T ¥ A =— AL A2 P
fE S A SIS,
3.2 HFIOHERK
B, ErE L w7 AR 160 vy 7 AR 160
e mg Y Y mg F—hA Pz s H—
[EREE2N A A% B 2 B~ B DK
pH 5.1 0.2
12 E 1

(EPRAEIIC

PO ERAL:S)

4 SEER TR
BEARTHRA TS LTRRE
SEELE. RANLE. EEIRE

5. %
PUTFOWT Rzl & RS+ 5 2 L,

BEXINRICEEET 5538
(1.3 ]

 RRRRE L TR FORSIRE CEMRAEIZERS) THa2iins

BonT, RBEBNEEKmEEO 10%2L EIC kS8,

- FEAYED RS UL 2475 % BB

6. A

ERURE

W, RAIE AR A~T (EsHikz) & LT, 118 320mg 4]
[\ 16 3 E Ti 4 B TR TR L, LAY 8 HMNG TR TSt
T 5,

o8, BEORIEIIE U C 16 LS 4 HMECR TN TE 5,

1. BERUVASICEEY 53R

11

1.2

RH & oD AN D BRI OV TR O3, LT
RODOTHAZBET D Z &,

AHNC L BIBFRINL, W@EE GG 16 BLNIAR DD,
16 ELANITIRIRLUS MG DAV AT IAKI ORI HE Ok 4
HEICHSTHZ &,

8. BEELEAWIE

8.1

8.2

8.3

AHNT, YDV 27 RSB AReMENH D, DT OAK]
OELITERUTE, Bl a7, BYYEDRAECH I T
BT 52 L, BYOB TR S & OISR, #3500
ICHYSEICEE T D L O BE RS T 2L, (11, 12, 2.1,
9.1.1, 11. 1. 1 ZH]

AFABEGZFENT - THEZIZ BT 2+ 72 a2 K OWaHD X Sl
MMzA 5 —7 =y EEGOUTY ~ V7 U VR A AT
VN, TEENGES CT 21T 9 Z LI X 0 | YDA 2 R
THI L, Fio, AFEG S M X SRS O bR A
TEHIRNTAT 5 72 ERSEORBUIT TR L, #EkE a5 D ek
(FEET 20%, IRERD, JEEEE) AVIEEL L7235 AT senic
YRR T D L5 BEARET D &, 2ok, MO
DRSNS EITREOIBRA B L, ARIEEL- Lz
L, (1.1, 2.2, 9. 1.2 ]

AFRGIE, £V 7 F BRI L DIRYYERBIO Y 27 2 EET
Wb, BT F USRI TN &,



8.4 EEARHBRICICRE L O RGN OIEMEIES O3B S X C
W5, AL OREBIRIZIAME I3 S, B ORIUITE
ET52&, (1.1, 15.1.2 B8]

8.5 fthoDAEWEIAIN BT DA URYSE DR oW CRF OIRRE
AoBIET L L,

8.6 AFIOEGBHACHI- > TUE, EFIERICBW T, HTEAICEL D
o ERIOEBEOEBEDOL & TREEITH Z L, BOEGO@EAIC
DOWTIL, [ERIAEDZUPELEBIHE L. 070 8EG 3L 52
i Uizt AF A L B fishatt & UEIC W CRE DAL
BEA ORI L CE 5 Z L AR LIz EC, EMOEEERRED
HETEMT DL, Fo, W%, BYYEEAANC X HaIWERR
BEON D IAR0 H TGOS REE R & 72 D ATHEMEA 8 D 3
A, BHICHOHRG A2 IS, EROFE T CEEICEIET
57 EHUIZRUEERT O T & RSO GRS A5)
R L7 & D ICBFITER AR L, BeiFEe kil s
FREZITH 2 &

). HEDEREFT HEEICETIER
9.1 &HHE - BIEEEDHLEE
9.1.1 R (EEGRPELFIRC) DBRERITEEELNTEONDESE
BYYERSEN T DTN H D, (11, 1.2, 2. 1,8 1, IL 1.1 &
iy
9.1.2 EHOBEEZEY 2EERIIELBRELSFEONLEE
[1.1, 2.2, 8.2 5]
(1) FEEOBHHREZ AT 2 BECIL, B2 Eab S 28%
b s,
(2) FEEOBHIREZR T 5856 L OFRIRI R SO D 51T
V. SR ORI B D ERRIARR T 2 2 & LT DWW
APOBFINL, RIS U ChHusia &5 Lz LT A%

ERGTHT L,
o JEREfgRA CRIR RS C A ST B e Sh b e
BRI HERE

o FEEOREE WSNEZEET) AT 285
o A UF—T z sy WY VD Y RO
DOBREIZE Y . BERYAR< Sebiu b B
o FERIRE & OWREBAEA AT B
9.1.3 REMREREDEE
BIEE AT Y Z & TR LT D2 B D, AAIDR
PRI T, SOEMR BB OHE S S ShTnb,
[11. 1. 3 &]
9.5 iFE
TR SUTIHR U CO B ATREMED & B eI iE, 18R LA TSI E
Wett% ERl% &M SN DSEEIC oG T2 L, ARIEI =2
A PFMTBWTRRA~OBI TG ST, [16.3.1 5]
9.6 B3R
1R O ORFEBROASIEEZ BB L, RO+
EERRTD 2 &, AAIDE MLH~OBITEC SO TIRATH
L0, —IZE b IgG AT D 2 ERHbN TN,
9.7 /NR
TNV G b LT BRI 3SR L TR,
9.8 =kE
FBYUESORIWER OFBUER L,
AFREREAMIN T LT D,

=l

WROBWERD B HDND Z L3 DD T, BEETIATH, BEH
D BTG EIII B G 2 UL 57 IEYIZMME AT O T L,

1.1 EXGEWER

11 EEGRRE 0.5%)

AFNIEGD V) 27 2R SE D[RR DD, HEGHICHEER
TEYUIELS 8 & DIV B RREIRIRIC K 0 YGRS DI\
BlE. BEOREZ T8I L, BYIEINTHAT D £ T2
BH LN &, [1L1, 1.2, 2.1, 8.1, 9. 1.1 &#]

it

R

POy EAT D Z &, —RIC

s

—_
—_

i
=2}

11.1.2  $FehEREiED (0.5%)

11.1.3  RAEMIRRE 0. 1%AH)
[9. 1.3 2]

11.1.4 EELBBYERG GEERH)

1.2 Z0thnzEHWER

5%t 1~5%A5 1%A
Apeh P HE | Badk, AR, | HEEE. Bk

(13.2%), EX |Hfli~ LSRG

UYL \iE CN PN
FAE I e~ LA LREE)

WHEE S o O ANE, i
%

G

IR IR

BFR M ONES (| STE
JEAR. B RER,
E SRR GRITI N TN
R, RRTER

REE)

B30
Py tes

- Ay eSS VATIne 55
KO
BEGEEOIRAE

14, BALOZEE

141 EFSESRIOEE

1411 AFBEGRNCHIREN SB HL, FoEE 30 LSk
ICEE, FRIRL T ZEREE LY, TOMOFE (BT
L URIRKEE) TARAIZRD RN &,

14.1.2 FEIZRSRNZ &,

14.1.3 BESEICNEYE BRIC K VIERT D Z &, 7k, NEWFICH
D NRRI OISR DI AGAIIIHERA L2 &,

14.1.4 FEZRGT HHERTED LTI v v TEAESRNT &,

14.2 ZFIBEROER

14.2.1 BeHIIE, REESUITBERALEE L, NS AR S
T LA, HE~oR G5 bET 52 L,

14.2.2 RIEHPBUEENL, HE, FEAR, RS, WHE. RIS H D
BN, HOREOENITES Lian 2 &,

14.2.3 RS bem ANICAAKIZ G- LianZ &,

14.2.4  [R—EFT~0D 2 ROTEGHTRES | BeGHHIEFRI A2 5 =
L,

14.2.5 ARANL, 1 [EERORAICHY . FHERA LRV &,

15. ZOhDEE

15.1 ERERRERICE D 1EHR

15.1.1 SEEH
HES S OVEISHERIRABRI W C i MR | OANH 320mg %
16 W% FE T4 MR, Z0%IT 8 EHE CRE Lz A,
45% (116/257 fi)) DBEIHIE A X A~ T HESRD DI, €
D 9B 34% (40/116 B, AFIZHES LT-4EE D 16% [40/257
B] ) TR BT,
AARNTHEVERNE, SRR SRR AL R B A
320mg % 16 M E Tix 4 WM, ZO%IT 8 BRI THREY L
Jel A, 46% (30/66 i) DEEITHIE A ¥ X~ T HiEN D
DI, ZD 9 BHRIE3% (16/30 Bil, AFNEEG LT 2EED 24%
[16/66 f5il] ) (ZHFFPLADSGRD B,
PLE A 5 X~ THUANTRD D BE T, AR
THE T 2HAATD LTS, HLE AT X~ T HRREBUC L
BEHRIN R BME~D BT S TR,
1) MBS TR ROE RS C 16 JHINFIZ 1GA0/1 REERR DAL

16 LAY b 4 SR 52,

15.1.2 BHEEERIEE
WS Aokt ge b LT Mg AR R OVEIRS S RIR SR A
BN BE 1, 789 BIlCoWT, TS G EER R 4 bR
<) DOIEBEELL0.4/100 NFF (7/1, 789 f5) THV | HfiEEs




THEE SN D EMBSEOFREE (0. 5~2.9/100 A & [RIFRE
Thol-, [1.1, 8.4&H]

15.1.3 REEEREFIZIOVT, SoRe A U ERRE & 0P L7560
LA R OV L TR,

16. EyEhEE

16.1 Mg

16.1.1 Em@EEs
A A AR AR 80mg ™ | 160mg ™ J O 320mg % HAlFIFZ 4%
B U mifif e A % X~ 7P ERERIHERS K OSSR pEhe <
A—=HEX 1 JOFE VIR, M e A 52~ 7RG R
WZHBI L CEEIN L WO S RICRO T 4~6 B TR
PR B L7, 20~22 H OAEHICIE R L= Y,

(ug/mL)
50
——  80mg™ (541)

+ --A-- 160mg™ (661)

&

,,,,, B 320mg (6 %)

BREN A XN W% B8

';";;:;;-;‘, B

T T T
0 14 28 42 5 70 8 98

2 126 140
Eras R AR

1 BRI HIA R PG OMEH B A X X< 7 REHER
(AT £ 95X S HHIX )

1 HARMNEHR A HRIE THREROMIES &4 X~ 7 OIMHHE

INTA—H

e Cmax tmax AUCO-t AUCO—c0 t1/2
(mg) (pg/nlL) (day) (ug: day/mL) (pg' day/mlL) (day)
) 9.294 4.021 327.9 342.3 22.17

80 mg™”
(17.6) (4. 02-6. 05) (27.4) (29. 6) (20. 3)
N 19.80 6.038 667.9 679.4 22.13

160 mg™
(8.9) (4.03-6. 20) (18.8) (19.0) (8.4)
41.33 6.035 1257 1278 19.94

320 mg
(16.0) (4.01-6.04) (16.8) (17.8) (24.8)

Guxe  AUCory  AUCoeoy  tue : BEMAIFEME (CREMREL (%)) to o A Gl MR
fiE)
1) AGRS U 1 RN 320mg THh D,

16.1.2 REHE
AN F PR IR L ORIV R e
A 320mg % 4 B TG L7-FER OV 16 B & T4 8, =
LIS 8 W e - LTI B A 2 X<~ 7 WRED T 7l
3R 20EBY Tholz 2 9,

2 BARASFENCREE, MRS K ONERE S BUE B 1A
Flla AR TG LI oM e A X X< 7IRE T 7|

| wwtiwcm: | wwerbim | wERESOE
AF 320mg D 4 B TG
16 38 20.016 (63.8) | 15.983 (53.2) | 13.617 (52.5)
[59] * [4]” [91?
483 L< 125238 17.223 (86.6) | 18.896 (48.0) | 16.783 (49.9)
[52] " (41" (61"
AF 320mg 0> 16 I8 H F T 4 IR TG 16 LI 8 IR N5
163 | 19.536 (52.4) | 17.640 (53.0) | 18.800 ()

[44]" (61" (1Y
48 1 4.673 (83.8) 6.734 (87.5) 3.080 (-)
[39] b) [5] b) [1] b)

BT :pg/mL, SfERME (EEREL %) [
a)  PS0009 &R (AAA=AR— 1) 0 16 &L 52 HFEDT— %
b)  PS0014 7B (AAA=AR— 1) O 16 ML 48 DT — %

16.1.3 BEEZEYENRERRAT
FHEMSBIREARTT & 0 RIS DI A 4T A Z
BV T ¢ OFVET 70 1%, FHVEREE ST 2 YR o7
1323 By BT 2 VT 5 AR ODREREO TR (L85
%) 130.337 (32. 7%) L/day KTN11.2 (30.5%) L LHEESH T,
AN 320 mg DR FFEEAZINT, (RHEA 120 kg UL EORRAEE
O B A F X~ TYREEE, 90 kg DRIANBHE L0 D72
LB 30%EN EfEE SN Y,

16.3 9%

16.3.1 Raid@ids
H=7 AP MTENT, HAEROIMET & 2 % X~ 7 IR E)
W) & FIFEETC, IMia e 5 2 LoV sn= 9, [9.5 2]

17. BRERRGIE
17.1 BHERUVREMEICRET 558k
(SEME

17.1.1 EREFEFEIHEZETHRHAER (PS0009)
P EE~REORENEZ BT S IEE (AEhEE
IMERERED 10624 L, 7> PAST 2778 12 PAE) Zxfgusr
TEARKOT AT F X~ 73R E BRI A FE i L,
TR, T AFF X+ ((KE 100kg L1 i 45mg. 100kg #81% 90mg
Z 0, 438, LI 163 A kv 128K UIAH (320mg % 4
TR 285G LIZBR0 16 IRHZIST 2 PAST A 7 HRR—2RF
A UB 9L, 100%k#E LizBEOEIE UUIT., £hEh
PAST90, PAST100) K OVERTIZ L D EfA0REMAS T4 X NE
EHR LipoToBE RS CLF, 1600/1) %% 1ITRT, A
e 58D PAST90 JON 1GA0/1 ZERRIT 77 B ARBHICEAH RIS

ol

1 16 BEEZISIT 5 PAST0, 1GA0/1, PASI100 #ERk%

TR | UATRXVT A5 320mg
PASI90 ? 4.8 (4/83) | 49.7 (81/163) 85.0 (273/321)
Y223 (vs 7TRRE Y 79.9
(95U S]] - - [74.0, 85.9]
pfiE? < 0.001
YRZF (vs YATFX~TRE) Y 35.2
[oBMEAIX ) - } [27.0, 43.4]
16AO/17 4.8 (4/83) | 53.4 (87/163) 84.1 (270/321)
YRY3 (vs TTERER Y 78.9
(95U S]] - - [72.9, 84.8]
pfiE? < 0.001
YRI5 (vs AT XX THE) P 30.4
[oBMEAEIX ) } ) [22.2, 38.7]
PAST100 0 20.9 (34/163) 58.6 (188/321)
YRY3 (vs TTERE Y 58.7
[oBM AR j ) [53.4, 64.0]
YRZF (vs YATFX~TRE) Y 37.8
(959 EAEPLT] } } [29.8, 45.9]
% (n/N)

a)  Non—Responder Imputation % FH\ CHNIE & fioe

b)  HUIE K OV O A RAI O O #E %2 IR T & L7z Mantel-
Haenszel DJ7ik

¢)  Cochran-Mantel-Haenszel fi%E

F 7=, 52 WIFFTISIT 5 PAST90, 1GAO/1 K TN PAST100 Rk RI35% 2
DEBY ThoTz,

%2 52 FFFZIIT 5 PASI90, 1GAO/1. PAST100 BERLR
TATXRA~T AF| 320mg
55.8 (91/163) 81.6 (262/321)
60.7 (99/163) 77.9 (250/321)

PAST90
1GAO/1”




[ pastioo” | 38.0 (62/163) | 64.2 (206/321) |

17.1.2

% (n/N)
a)  Non-Responder Imputation Z VT IHIE ZAfise

BIVERZSHAE (52 ME ) 1T, AFIEETEEY T 37. 2% (147/395
B TH o7z, FARRWERIL, DA 2P &5E 12. 4% (49/395 1) |
SFEESS 6.3% (25/395 1) & THo7-2,
D 16HLFE, 7T RE G HARH 320ng 4 BRI 5~BAT LIR
FraEt,
BV EIME_ETHRAER (PS0008)
FEE~REORENEZ BT SRS (AESE
MMARHEFED 10%2L L, 2>> PAST 22773 12 LUb) ZXRBICT
Z) b TR HEERIEERSR A T L, T AT ()
] 80mg, LA 138 H LV 40mg % 2 HRINE) SUIAA] (320mg % 4
TR ZES LB 16 HREIEsIT D PASTI0, 1GAO/1 KX
PAST100 33343 3 159, PASI9 RN 1GA0/1 EERITIou
) A77E£ IR BAKIBGHED U AT 750 95%(EHHIX
D TR, FRIE LTI MERRAMIE (-10%) % ERl>7-2
LM, THY A77E$ ST BAFIOILIEDRES T,

73 16 JERFZISIT 5 PASI0, 1GA0/1, PAST100 2ERK%
TH) LT A1) 320mg

PAST90 ¥ 47.2 (75/159) 86.2 (275/319)
YR (vs THY L=TH) Y - 39.3
Bl [30.9, 47.7]
16A0/1? 57.2 (91/159) 85.3 (272/319)
YR (vs THY L=TH) Y - 28.2
iR [19.7, 36.7]
PASI100? 23.9 (38/159) 60.8 (194/319)
URY7 (vs TH U L= THE) ¥ - 37.0
(95 FAFX 1] [28.6, 45.3]
% (n/N)
a)  Non—Responder Imputation Z AV NT/RIHNEZAfise

b) iR O E ORI OFE O A JERIA T & L72 Mantel-

Haenszel D771k

16 JRFLARG:, A 320 mg% 4 IR TRk -8 5 W, AR 320
me 8 I ~EAT L7-#%, 56 HiFoD PAST90, 1GA0/1 TN PASI100
HERRIIRADEBY ThoT,

17.1.3

#% 4 56 FFFTISIT D PASI0, 1GAO/1, PASI100 kR
ZRF 320 mg 4 SERINE/ A 320mg4 AR/
4 AR 8 HAEE S 0

PASI90 ¥ 84.8 (134/158) 82.6 (133/161)
1GAO/1° 82.3 (130/158) 83.2 (134/161)
PAST100 72.2 (114/158) 70.2 (113/161)
% (n/N)
a) Non—Responder Imputation % FV C M A ffi5e
b) 16 LA 320 mg 4 BERINEE G2 ke L7
c) 16 FLAREASF 320 me 8 MEfkRE 5-~AT L 71

BIVERIBUERE (56 W C) 13, AFIEEGRET? € 35. 7% (167/468

) TIh-oT-, ELRWERIL, Qe P AYE 14. 3% (67/468 Bi) |

EWEEEZS 5. 1% (24/468 f) S5 THo7-7,

72) 16 WL, A 320mg 4 IR 555 320mg 8 MR G- ~BATL

T, RO 24 AR, T XY b~ T B BARK] 320mg 4 FRIFER
BT LT a e

VB Eﬁﬁ;ﬁ%ﬁ (PS0013)

HEEEE~ O RIS A AT DR E MRS (RiiEE

DMEFERED 10%LL . > PAST A= 73 12 PA L) &%fgé L

77 7 B AR EERRERERE Eit LTz, 77 2R XUIAH
(320mg % 4 RN ZH&E LIz 16 HIKFZI1T 5 PAST90,

IGAO/1 TN PAST100 SRR 6 1T T, AAIHEGHED PASI90

KONIGAO/1 FEREERIT T B AR B B o T

25 16 BFEFZISIT 5 PASI90, 1GA0/1, PASI100 Rk
7R ZRF 320mg
PASI90 ¥ 1.2 (1/86) 90.8 (317/349)
Fv R (vs T EREE) Y - 496. 3
[95%(ZHEIX ] [82.8, 2975.1]
p fiti® < 0.001
16A0/1° 1.2 (1/86) 92.6 (323/349)
T Rt (vs 7T HAREE) P - 657.3
[95%{ZHEIX ] [105.8, 4083.3]
p it < 0.001
PASI100 1.2 (1/86) 68.2 (238/349)
T Rt (vs 7T HREE) P = 220.0
[95%{ ST [28.8, 1683.6]

% (0/N)

a)  Non—Responder Imputation % FHU CKHNEZ TS

b)  Hulsl K O £ O LA O OF A JE R T & L7z Mantel-
Haenszel DJ55

c)  Cochran-Mantel-Haenszel fRiE

BIVERZSHE (56 M E ) 1%, AKHRERE T 26.9% (94/349

) Th-oTo, ERREWERIL, DD P FhE 7. 4% (26/349 f) |

BIFEESR 2. 0% (7/349 ) S Cdho7-9,

1E3) 16 FLAE, A4 320mg 4 IR G-7>5 320mg 8 WMHWERG~BAT L
TRBEE ST,

(AR R B USRI AE)
17.1.4 Ef#REMHEIFSEEER (PS0014 BARANIR—

MR 10 1K OSEREMERL R R 11 &St RICIEE IR
TCAK] (320mg & 4 WG, 16 EED 8 WME, 72721, 16
IR TGA0/1 Z AR OBE T 4 WGk 245 LB,
1GAO/1 3Rk L7 A1 16 TR ORI MERSRE 10 6170 6 {51, #2E
PERCRGIE 11 9 161, 48 B CUSMEELRE 9 B 4 51 (@ Bl 1
BiliZ 16 LA 4 JRERREG-AAkSD | FoEMERLRZAE 10 1 7 4
(7 5l 6 511 16 LA 4 SRR 5-Afket) CTdh-o7z,
BIWEREBUE 48 IET) 1%, MEMHAEEE T 30.0% (3/10
) | SRR RO T 54, 5% (6/11 ) T o7z, 2HILL BT
HEHL U7 RIVER I ISEN RS I DT, R B EE
BETIIONED o OFE 27.3% G/116) Th-727,

18. e

18.1

18.2

18.3

1EFRtER

EAF R 7NE, IL-17A KON IL-17F (OSBRSS L. Pfnd
% 9), 10 N

IL-17A & IL-17F O ehF/ER

Th17 MO FiE & A % 2— k L7= NIH 3T3 #RHEE R ©
1L, BEAX R TIIRIEMY A M IA L OEEE 1L-6 DOW i fHE
L7z, [AREOGIECA ¥ a— |k Uizt MERSHRHER L Ot
KR TF ) A MCBWT, B AT X~ 73— EORER e

f&T-& & LT B ORB A Lz 0 W,

RERSDEFLIER

EAX R TN, AFPERE OHERD SIETIA~DIEEZBL < 2
&L b MEBRMEEIIL O NEE 7 T A MTBWLTHR
r’@ﬁiéﬁM%%ﬁ%mﬁbf%ﬁﬁ#4bﬁ%yﬁwﬁ%
HA D WAEMET S Z L8V MO RIEROSZ IEFAL L

7~ 1, 12)0
19. BHMESET HEEFHERE
—f4  EAXRRYT (EEHHIRZ)  (JAN)
Bimekizumab (Genetical Recombination) (JAN)
434 1 %9150, 000
K H: EAFRATTL, BE AR e MEE 7 m—F Wik TH

. 7w Mk b U F—m A% -17A (IL-178) KOV IL-17F
FURDFRIERERS, & F 7 L—A T —Z Kk R 1g61 @
TEFANS IR D, EAXATTNL, Fr A =—ANLAZ =]
BMlC XV FEESND, EAXF AT L, 455 HOT 2 ik



BIENORD U (v 1) 2 AKRO 214 [l T X BFSED
L7 L (8 2R THRSNDHES L NV B Th D,

20. Bk EDFEE

20.1 HHEABETC. WIBECHRET 22 L, 25 CLL R TRET25E1C
1%, 30 BUNIZHERT 52 &,

20.2 ARANIIMHEICOIIDIRRE CERF T2 2 &

21. A&
[ Y A 2 PR 2 RE O b, YN EET 5 Z &,

22. %
(EELY I RETE160mg> ) o 2)
.omL [17]
(EvELY I RETE160mgA— kA o258 —)
LOmL [1A]
23. EEHK

1) PR : ERARREEABREGE  UP0042 35k

2) HNEEL : ERRSERE AL B RERBRAE  PS0009 75k

3) FPNEEEL : ERSERB A ERARERAE  PS0014 35k

4) HENERE : REERTEEYEREARTER  CL04563

5) FEPNERL : REERTHEYEREARTER  CL0485

6) FENERL : =2 A PILE V- ePPND R

7) FPNEE : ERRSERESIE EEREGRERGE  PS0008 R

8) PRl : ERSLFIF AR — S EGRERARE  PS0013 FRER

9) (Rl EXAX AT D IL-17A KON IL-17F (29 2R
Ay

10) #EPNER) : IL-17A & IL-17F OFRWER

1) FEPNEE 2 In vitro \ZI1F B IIEME R T-RBUK 5 8

12) AENEE} : In vitro 2331 DAFHER R OHERDEEE 25T D HE
YEH

24, XEEERARUVBELEDLEE
= — B U SRS
2=y — =T —RX ar Xy hrx—
T160-0023 HHHEXPEEMES TH 17H/ 1 5
TEL : 0120-093-189
ARG 9:00~17:30 (:H - #LA - SRR ZFRL)

26. BLEERTEESE

26.1 HERRSET
2= — B U U
RHEHTE X PRE 8 TH17& 1=
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1.8.2 X EHMBERVAERVAE () ORTERL
1.8.2.1 PEEXIHRERUVAERVAE ()
4. FEEXITHHER
BF AR THRT AL TRER
SEME. BAMEE. STEMEARAE
6. AERUAZ
W, A EA X AT BB HHEHZ) & LT, 118320mg Z4JEI 5 16 £ Tl 4
MR TR S L, DRI 8 RN TR TR 5,
k. BEDOIRBIIG U T 16 HLRE S 4 HER TR TENTE 5,

1.8.2.2 e - IRRUVAE - BE () ORERN

WolE, B OFLRNE & BRI NS RR OALEE (REMMEE) 24 e L. T & Bk
w0 B AR NAEME DB IESIEVEALIE TH D | RIEVEY A DA > OV & FHE S 2 M)
HFITCOWRBPANTHL EEZDND,

RO, BRARAEIRIC &0 S rEeche, BIEEMERCRE (ROmEPERIRIJ0) | FORRMERLEE, IREtE
RofE, IRELE S ORI S N D, EWFRRFI O/ G L e AN, KRR 2 B < 4 Y
T, oA E UTBHHRR CORAR TG AICREN D L &hd,

ARIOAGRHFEIL, EAFA~T (BKZ) ([ZBWWT [ IERCRE, BRarioie, FofrEriR
JE] COWSZEGT 52 L2 ANE LIEPIRHGERGECTH D, 7ods, FeERIRiRIC OV T,
WOREVEBIEI R 25 & L7288 AR Z RS THh 0 . 4%, HREBMHEELZ TEL T
éo

FEPETRIC OV TE, 7 e — UL R_— 2 TIRE SN TS E R C BT DR R 7 e 77
LMMZAARBBINT 5 Z & T, BARASFHHEGREF AT HRT — % bEM LU, B RIS
Ib #HEER  (PS0010 #ER) M OV Ok G5Bk (PS0011 #ER) | W ONT 3 DD I FHA ZhAR
FERBRD 9 B 1o (PS0009 7ER) | KOS I AHFRBR OfkGE ¢ 55888  (PS0014 #BR) (<&
L. S EGRHCX T D ARKI OB, a2l L7z, PS0014 3 BRIZ O\ TiE, HARA=ZR
— NERT., iSRS A AN D 2L T, SR BT D A ARARI®R T —
2w LTz,

JEH M R S ONRZREMAL RE I DUV Ci, ERE. PS0014 #BRD H AN 27— M, IR
K ORI BE DAL D Z & T, Aotk ettt (EMZettzEt) ZiHn L7z,

PIFIZ, BKZ @ (S VEene, IR icRe, SomprEALRAE | (263 D088 - VAR R OV - A
2 () ORTHRILE T,

(1) SEMHEE

2 OO M ARREERER (PS0010 #45R & (X PS0016 #BR) 72D ATF L72T — & KOV b FHEGAH R
BRA& T HEIC 520 U 7= REEEN] PK/PD AT D7 — & Z FIN T, 55 TIT AR ERAR RRBR D38 A TR f2 ONHERFY
MR - AEZER L7 (M2.5341H) , 3 5OFE2A0ERBR T, EAMRK (Fhbb
Week 16 £ T) |Z BKZ 320mg 4 B[#fE (Q4W) FEITOWTEHI L7z, MR (Week 16~52



EXAEXX<T 1.8 HIXE () Page 8

1% 56) TiE. BKZ320mg Q4W } (N BKZ 320mg 8 #[HE (Q8W) @ 2 >D ik « HEIZ S\ T
D:{:'fﬂfﬁbf;o

5 ML ABAMERBR O OFA T — 2 L OVRHER] PK/PD fi#HT OFER D, Week 16 £ TOIEHE TIE
Wi A A9 5 BB IO 5 B 1T BKZ 320mg Q4W Th 5 Z E RN ER SN T-, 3 DD TEARE
L ABAZMERBR DO+~ T T, HMAHIFE (Week 0~16) DF —Z )b R FEREROUE, EREER D
S % Y QOL 2Kk T B IA#I/R AT 4 v RAVRENTZ, Pool El TiX, (& & A EOHIHRE

(88.1%) »% Week 16 & TIZ PASIOO0 A w2k L7z (M2.5.4.3.1 1H) , FFEN] PK/PD fi#HT OfE H
NE. HARIRIZ BKZ 320mg Q4W &2 595 Z & T, Ca MBRFE-SULHER O i@ U2 U
VMEE 7257, KVIERVWAHE (T2, BKZ 160mg Q4W) TiE, Co bIEFESIGHILL . Week
16 £ TOEAHIMIZ BKZ 320mg Q4W 25325 Z LTI Th 5 Z L AREn7z (M2.53.4
H)

3OO EFRE I *ﬁﬁ?ﬁ %ﬁﬁ@%&ﬁﬂ;ﬁﬁﬁ ZOWT 2 oD - HE (BKZ 320mg Q4W &)
BKZ 320mg Q8W) DA#hMEIXIFEZE CTdh - 7=, Pool E2 TiX, Week 16 (2 PASIOO ch % iRk L 7=k
B DIlx e A 8T, Week 52 c_ PASIOO BB HERF S 4L TV e (BKZ 320mg Q4W ¥ 89.9%, BKZ
320mg Q8W Hf 90.3%) (M2.5.4.3.23H) , RHER] PK/PD fiftr Clk, —HDRE 120kg LA EO#ER
FHEBRE, ZIDOMALE R DRERPRD bz,

HE L C BKZ 320mg Q4W £ T Week 16 (ZELENFRD LR Do To i 13D 7e o7z, 728,
Week 16 (ZHGENGRD HIVR - T WRERE D2 <X, LA OFHGRE L CoeE A 2k L.
Week 52 F CUENHERF S 7z, HEFFHA O Week 52 £ TOEMEORERIL. WP OMER IR D
FiE - H& (BKZ 320mg Q4W K& T BKZ 320mg Q8W) THREFRE THh 72 (M2.7.3.3.2221H) |

HEFFAM OV O YL - & (BKZ 320mg Q4W K& Y BKZ 320mg Q8W) & AAMEILEAF TH
V., HERAEFR, WREOKRGHPILICE-ToAEFESR, IFBRELBED  OFEFFZE KR ONEE
DHEFEROREBRIIFFEE Th 72, BKZ320mg Q8W H DA EFLEHRIIDOTINIEI -T2
DN, Bx R FRORBADNRBERO LFIZO7RN > TR Y . iRm0 ->7-, —J7. BKZ
320mg Q4W HE CIIMEAMFICBaE Lo A EFRSR (HWED O HIE, SR,/ RIE K ORI G
DORBIENE N7z (M2.5.52.7 TH, M2.742.1.121H) ,

RHER] PK/PD fi#dT Tl AE 87kg DI 7o gBRFE & bl U CIRE 120kg DHEERE TIE Coy 3
#130%IK <, REE 200kg OHERE TIF 40%K< 725 2 LRSS, MSEH BRKZIRED 7 7fE
THREEROBANGED bz, RHEM PK/PD £T /LD 2 L—3 3 > Cld, (K 120kg %a’:iﬁ
2. 2 ODOEFFHE (BKZ 320mg Q4W 2 () BKZ 320mg Q8W) DEGFIR KIS IZZEN RO BTz, =
DOFEFIX, PASII00 SEFER IGA 0 UGERD L H 7, BEIZE > THEE LHKRMICERD H HFF
EE CTLVBETH Y, (KE 120kg L EO—HOPERE TlE, Week 16 LI BKZ 320mg Q4W
Tk 595 2 L TTRRT 4y NEB LD FREES RSN (M2.532 1)

RISz, BV HEG O ) R T L ERE OREICITYFRBEIBMR TR b il R, KE
DSRNERE 1 E & O o P FREDFEBLER DN @ o Tz, ZHUE, (RESBVHERE &g LT, K
FEANEOIERE Tl BKZ JBE MK < . BKZ 320mg Q4W Z ki 5 L Ch 0 v DX YD
FHRNEL 2B ERBR SN D, & L LT BKZ 320mg Q4W &% 5 L 7={KH 120kg D
BB 1O, AEFEGICEE S 2 PHRIRAEZR M ITRD S, Stz A+ 2 0E x4 &
L7235 AR R OV T AR O 2R E O LR et 7 a7 7w A L & —F LTz, 77200, KE
120kg B DOPIREFN T D 720 o 1o T2 BRRER T — Z IS < i T E E 728 o 7
(M2.53218) ,
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UP0042 FBRIZHUV T, BARAK O A NEFRBESRE ORI RBITIZIZFETH 5720 Cavsss Craxss
K OFEDD PK 78T A= 6+ 5B R (77 N BARNERE LIET 07 N HEBARAWE
) ORBLZTHIT 5720, 8 AR OE N AHEKRBREZ S L7z T2 b—2 3 > (CL048S
iRNT) %Sl LR, O BITRMICERO H 5 b O TIE R0 o7, £io, BRRIEG
(PASI75/90/100 SR K N IGA B ER) 13 D5 A i i T 2720y I a2 b—a U2 FEi L
TR, T ORERBITEKNCEROH DB E L6 S ehole, ThHORT —H )
b, NELROREIC L DHEREROLETRNEE X HND (M2.7.23.4.3 IH)

PS0009 7Bk Tld, T U7 FEEEAGE B &K OMEAAT T L7 RIEHIIE B (2B LT, A AN
& BRERT—HE LIZRERAG DAz, PS0014 3BRD 18— b B OfERIE, BKZ 320mg Q4W #%
5} OF BKZ 320mg Q8W % 5-% I 7o FEBE 22 A ERBR OS5 R & Bsdsieda—H L Tz, PS0009
RERO HARNEM AR E U FEFEME B & OBENKEEGE B OB AT CIE. PBO BEE DY
AT X X~ T HEE g L C BKZ 320mg Q4W BE CHERRMICE RO H D 20588 Hiv7=, PS0014 7k
RO R — b B Tiked LAV AZMEOREROBMIL, 3 DO TERAG50MER (PS0008 75,
PS0009 75 K TN PS0013 3R) DR L —FH L Tune (M2.7.3.3.4.1H) . PS0009 75k K Y
PS0014 3XBR D H A N TR SN2 22 MO b SEEH ofE B L Bieh—# L Tz,
HANBEERE OBUE, W CRER ST BRE B & bol U CHTBZ D 720y, 3l S == i
HolE 2 A9 2 AARNEEREILGE 153 61 TH Y | Mhx I 2MERHGEE B 0 A AR NERORE R THr /-
7o AAVEICEET 2RO b o7 (M2.7.45.11H) , 2 >0 BKZ Ak - HE (BKZ 320mg
Q4W KUY BKZ 320mg Q8W) % W 7= HERFAR O B AR NE OF R V22 IEOFER S, 2K
L DOEIMER VZEMEDORE R L —F LT\ (M2.7.334.1 TH, M2.74.5.11H)

F 77 &b FEERRERER T 5 PS0015 RBRD Week 48 £ TOFERIL. 3 DD FE A HZMERER
(PS0008 #BR. PS0009 #RER & TN PS0013 385BxR) OfER & —&H L. SHFMHERA2 A9 5 BE~DIA
FNFICEE L, R ET U AEZEIGEMT 52D TH -7,

LEDZ Lt HEEEE~TEE OSFMEIRE A A9 2 BE B GER IR B & fe
L., TRTOBRETEERMIEEZ R LS T, TREHERFT 5 &\ 0 2R72ER BEEICIV., &5
PERRE R A3 D A BE TR 5 BKZ OHESEHEIT, [, RAKEEA XA~ GBls
#az) L L C, 1[a]320mg Z@)E25 1638 % Tk 4 8RB TR TS L, DIRET 8 BMEMCR T
ERT 2, ok, BFEORBIOSCT 16 MUMRES 4 HERCR THENTES, | £T5Z 1%
MThDHEEZT,

(2) [EAEMRE A RE

AIRTIX, PEE~TEEOTZ MR, e & O AT (BIEEME 2 A 0F
HYERE OBERD & L) A ETRRDFEOWR L AT RS 25k T& 5 X912,
PS0014 iBRICIHEER 2 HK— 1 (2h—hKB) Z2RELL,

SR A T DR )G & U725 T ARERRARBR OFS RIS & | 5 AR Ch
% PS0014 75k oD M e e O REMERLEOE 29 2 B FE 1 oef L CTH R CRTE - HEAEIRL
7oo AAR— N B OISEMERE N QSRR EALEE 2 A 9 D R 1L, Week 16 £ T BKZ 320mg %
Q4W THE- L7z, Week 16 AL, IGA 0/1 B0 % 1R L 72 #5713 Week 48 £ T BKZ 320mg %
Q8W THH- L. IGA 0/1 B & 3R L 727> > To R E 133 T £ © BKZ 320mg % Q4W Tilkfit
B LTz,
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IS A B N OV 2 A 3 D HEER S O A BKZ PR 1T, S RO kM7~ 1
T A NS PRI RANTH -7 (M2.72.223431H) ,

PS0014 #RER 28— F B TIIHBRE B R STV e b DD, BKZ 320mg Q4W % #[alf 5-4%
FRRBCEFRD B 5 HMENTRD 7z, Week 16 (2 BKZ 320mg Q8W #-5-~1) 0 B % 7= wiBg ¢
X, BRER BB Sz, — . MR E S LT BKZ 320mg Q4W $¢5- Akt L 7= ks
TIL, SEROSEEN BB Teiaf e (AR IIEICUGE GREMERLEE) L,

Pt P B R OV AL R E & A DR E (2 BT 5 BKZ OLeM7 a7 7 A Vi, SRz
WEa A D8 & IR U BKZ O &0 TRl L 72 f5 5. BKZ OREHOZ ST a7 7 4 Vb
TFTREINT-EBY THoT-,

fiiam & UCL MR PERHE e OO EAL B 2 A9 2 R (o U, S Ve 2 A9 2 P
ERICHE - HENEATELEZBNS,
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183  FERLOIE () RUKRERL
ERALOEE B iR
B

1.
1.

1

AENTHEREDRBREEZECERBITHRITHIET
EFDHEBMERICH T, AFNZDVNTO+H L5
LBIGRBOARRICTN LA - BEBRE D DEMMD
H LT, AR K DBBROBRENERMEZ L@ S
EHER SN DEGDAIZERTH &,
RENTBLIED ) R RS DHAREMENH Y .
FEROBEELET HBE TIIEKEFTHLS
HAREEMENH D, Ff-. AFI L OREMEILASH
TGV, BHEESEORENMREIN TS, A
FEIRICHEIL S, AFNERETASELHERITE
W EELED. FEDAMMERVEREEEHICT
SEBAL. BENBEL-CLEHRLI-LTHE
EERTHIE, (2.2, 81,82, 84, 9.1.1,
9.1.2, 11.1.1, 15.1. 2 B8]

1.2 BELGRPE

TAILR, MERVERFICK 2EEGRRPENR
HEEINTWD=H, THLGERETIGERRED
RIEITTE L. AFIRERICREFOBIRIIAERA
HobNIFEICIE. ELIHEISEISERT HED
BEEXEESTSHIE, [2.1.81,9.1.1, 11.1.1
ZHE]

1.3 AFOBRERIGT DENIC. BERBOBRFERD

BRZETHICHIRT S &, [6. 58]

1.1 18 .

KA & HRIERBIZONT Ok - BBRa A+
HEMOG & CHEATLIMLERSD Z L RO
TR R S TRYYED U A 7 28K S 5 aTREMEDS
BV EOBEITEIYE~ DY) 72 45 L D
VN DT, RRIOHFME - FEBRMEIZ OV TR
BOER UTZ 2 & R TRR LT L CIRIR A BT D 44
TWRHDZ D, FIRTORERNE S LI E
L7z, F7o, KRANZIT 2 EBIEEE OF BRI B
T HIEWMAETER LB A 95720, JHIETOFR
HIR A2 BB ICHE LTz,

1.2 5 .

BRIARRBRIZ F U T FEBUREE IR & D D ERE 7200
PIEDHREDR DY | ZOBFEITIIEIE~ DI )72

HEZHCDINEND D20, IR ToHR %2
BEIVTRIE LT,
1317 :

AFITORBBIAICIESL D, BFEREOEN %558
FTRETHDZENDL, FRTOEFRNESEIC
FE LT,

2.

9 #%x3

RIS

1

(ROBEICIFRE LGN &)
EERBIYMEO RS DERZELIEIBEZNLRH
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Bimekizumab is a recombinant humanized monoclonal antibody composed of
complementarity-determining regions derived from rat anti-human interleukin-17A (IL-17A) and IL-17F
monoclonal antibody, human framework regions and human IgG1 constant regions. Bimekizumab is
produced in Chinese hamster ovary cells. Bimekizumab is a glycoprotein (molecular weight: ca.150,000)
composed of 2 H-chains (y1-chains) consisting of 455 amino acid residues each, and 2 L-chains (k-chains)

consisting of 214 amino acid residues each.

(2) EE—#&2 (INN)
AFEDERE 4 (INN) X, WHO Recommended International Nonproprietary Names [ Recommended
INN List 72, p.385; WHO Drug Information, Vol.28, No.3, 2014 ] {233\ T, bimekizumab & L CTUL#H =
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k2 TANRTIT 52 ARBRIERDER

(1) F&H

TANAZ VT T ADNR) T —va VR CELNZHETRESEKO VA NVAT VT T A
R I-VIORT, ETROYANAT VT T2 AONY F—3 3 VRBRIZEB T 5 )M O e
IIME 2 BRI T2, AR EIT. MLV T 21.36 LA, PRV T22.14 LA I, Reo3 T 16.72
LLE, MMV T 14.50 Tholo, RFE TR EBRE TREZMAG DY S Z & T, BEVERE
LHRHE R EE O T A L A B KIBICHED S8 5 2 e ncaiz, #isEaoiHnc v . IIIEIGEG
B/7e~b27740— R -~ &7 T 7 4 —DFTRRICOWT, BiRHM K% i
LA NART VT T UAENDTHGTHDL I Enailz, v U —F— =B ENS,
2y NEIZUANVADT ¥ U —F— =0\ LRz,

XK 1-1: BRETREEOYANVRAI YT TR

Virus MLV PRV Reo3 MMV
Process step LRV (logi0) LRV (log1) LRV (log10) LRV (log10)
chromatography
viral inactivation
chromatography
Virus filtration
Overall process LRV >21.36 >22.14 >16.72 14.50

LRV = Log reduction value (X{#js/ i)
MLV= Murine leukemia virus; PRV= Pseudorabies virus; Reo3= Reovirus type 3; MM V= Murine minute virus

(2) L rABIAILRABRHFDD A ILARE M

L A7 —VOFFEMES D101y MIOWTL ha A VAR 2 E& LTz, VAL
ADZEMEFHE T, BE TRIZE S MLV OFREIE, L e A VAR F-O7 VT T AD
KbEY7RET NV THDH, MLV ORIHEEMEZ #iET — % AL T, HEEYT-V O
L ha oA VAR O KA ZHEE L7e (£ 1-2) . AEOBETESN TV DHRKES &
1£320mg TH DN, AHlIZBW LY —A Mr—A L LT640mg g K G5EE LTHEHL
776

1 FEHEHRTZVDO L ha v A VAR OHEE R KIEIX 5.7 X103 ETHY, L e v AL
ZRRRIA 1 H2 720 O/ M55 1.8 X102 [E L 705, ZDZ Enb, BEICHT 527280
P L CH R @ eln G o TRy, ARICEESTLIVANADY A7 (FEHTE DL LEEZ
525,



#F12: WEBU-YVDOL ba A VAR FEOHE

DS batch number

Calculation

1039107

1039442

1039546

1048339

1048342

1050149

1050178

1050179

1050180

1050181

A:

Load of retrovirus-like particles in un-
processed bulk determined by TEM
(particles/mL)

B:
Volume of un-processed bulk (L)

C:
Amount of bimekizumab in the drug
substance (g)

D (=Cx1000/640):
Number of 640 mg doses per batch

E (=B/D):
Volume of un-processed bulk per 640 mg
dose (L)

F:

Total LRV for MLV
F': (antilog of LRV)
Virus reduction factor

>21.36

2.29x10%

G (FAXEx1000/F'):
Estimated retrovirus-like particles per
dose

1.1x1013

2.0x10713

2.1x1013

1.8x10°13

1.8x1013

5.7x10°13

3.2x10°13

3.0x10°13

1.7x10°13

1.1x1013

H (=1/G):
Number of doses for every 1 retrovirus-
like particle

8.9x10"?

5.1x10"2

4.8x1012

5.6x10"2

5.7x10"?

1.8x10"2

3.1x10"2

3.3x10"2

6.0x10"2

9.3x10"2

LRV = Log reduction value (Xf#js/ i)

L2rYyx«4

- ¥EE 0L

RIROHKEEEILEOEEE

g abed
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1.12 HIHEH—E
H3M (ED1—L3) REICHETINE

32 7 — 2 XiTwitE

3.2.8 JiHE
CTD No. FM - MRk - HrIEE

3.2.8.1.1 Bimekizumab

3.2.S.1.1 Nomenclature

ucBs.A. [ttieee] D]
32.S8.1.2 Bimekizumab

3.2.8.1.2 Structure

ucBsA. [#twgEs]l R« ]
32S8.13 Bimekizumab

3.2.8.1.3 General Properties

ucBs.A. [l 2]
3.2.8.2.1 Bimekizumab

3.2.8.2.1 Manufacturer(s)

ucBsA. [l R« n)
3.2.8.22 Bimekizumab

3.2.8.2.2 Description of Manufacturing Process and Process Controls

UcBS.A. [thmee] L]
325823 Bimekizumab

3.2.8.2.3 Control of Materials — Raw Materials

ucBsA. [kl RJYegA]

3.2.8.2.3 Control of Materials — Raw Materials

Attachment 1: Letters of Authorization

UCBS.A. [itm#s] R+

3.2.8.2.3 Control of Materials — Raw Materials

Attachment 2: Master File Certificates

ucBsA. [#tmgs] i)

Bimekizumab

3.2.5.2.3 Control of Materials — Cell Line Development

ucBSA. [#twgs] R +]

Bimekizumab

3.2.8.2.3 Control of Materials — Cell Banking

ucBs.A. [l L]
32.8.24 Bimekizumab

3.2.8.2.4 Control of Critical Steps and Intermediates

UCBS.A. [itm#Ese] i)
3.2.8.25 Bimekizumab

3.2.S.2.5 Process Validation and/or Evaluation — Rentschler Process Performance Qualification

UCB S.A.  [#E#& kL] LA

Bimekizumab
3.2.8.2.5 Process Validation and/or Evaluation — Hold Times

UCBS.A. [t &EEH] bl B PEN

Bimekizumab
3.2.8.2.5 Process Validation and/or Evaluation — Resin and Membrane Reuse

ucBs.A. [l L]

Bimekizumab
3.2.8.2.5 Process Validation and/or Evaluation — Reprocessing

ucBsA. [ivEs] RO

Bimekizumab
3.2.8.2.5 Process Validation and/or Evaluation — Shipping Qualification
ucBsA. [#tmgs] i)

Bimekizumab
3.2.8.2.5 Process Validation and/or Evaluation — Analytical Methods
ucBSA. [#tigs] D]
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3.2.8.2.6 Bimekizumab
3.2.8.2.6 Manufacturing Process Development — Introduction
UCBSA. [#tigs] g i)
Bimekizumab
3.2.8.2.6 Manufacturing Process Development — Process Development History
ucBsA. [kl R A)
Bimekizumab
3.2.8.2.6 Manufacturing Process Development — Batch History
ucBsA. [kl el
Bimekizumab
3.2.8.2.6 Manufacturing Process Development — Critical Quality Attributes
UCBS.A. [itviert]  2q4g Al
Bimekizumab
3.2.8.2.6 Manufacturing Process Development — Process Characterization Studies
UCBSA. [#tigs]  Rqef i)
Bimekizumab
3.2.8.2.6 Manufacturing Process Development — Laboratory-scale Resin Reuse Study
ucBsA. [zl R a)
Bimekizumab
3.2.8.2.6 Manufacturing Process Development — Control Strategy
ucBsA. [#wgk]l R egn]
3.2.8.3.1 Bimekizumab
3.2.8.3.1 Elucidation of Structure and Other Characteristics
ucBs.A. [itmieet] R« A)
3.2.8.32 Bimekizumab
3.2.8.3.2 Impurities
UCBS.A. [#twvst] D]
3.2.8.4.1 Bimekizumab
3.2.S.4.1 Specification
ucBsA. ikl g a)
3.2.84.2 Bimekizumab
3.2.S.4.2 Analytical Procedures — Introduction
ucBsA. [#twgk]l el
Bimekizumab
3.2.S.4.2 Analytical Procedures — Relative Potency
ucsA. [l R+ n]
Bimekizumab
3.2.5.4.2 Analytical Procedures — Protein Concentration
UCBS.A. [#t¥ist] D]
Bimekizumab
3.2.8.4.2 Analytical Procedures — Peptide Mapping
ucBs.A. [ttieee] D]
Bimekizumab
3.2.5.4.2 Analytical Procedures — Size-exclusion HPLC
UCBSA. [ttmgs] R+ i]
Bimekizumab
3.2.S.4.2 Analytical Procedures — Non-reducing Capillary Gel Electrophoresis
ucBs.A. [l [2d i)
3.2.843 Bimekizumab

3.2.8.4.3 Validation of Analytical Procedures — Introduction
UCBSA. [#tivver] D4 i]

Bimekizumab
3.2.S.4.3 Validation of Analytical Procedures — Relative Potency

UCBS.A. [t &EEH] Bl EF PE

Bimekizumab
3.2.8.4.3 Validation of Analytical Procedures — Protein Concentration

ucBSA. [ttmgs] i)

Bimekizumab
3.2.8.4.3 Validation of Analytical Methods — Peptide Mapping
UCBS.A. [itm#s] e i)

Bimekizumab
3.2.8.4.3 Validation of Analytical Procedures — Size-exclusion HPLC
UCBS.A. [#tivver] D4 il

Bimekizumab

3.2.8.4.3 Validation of Analytical Procedures — Non-reducing Capillary Gel Electrophoresis

UCBS.A. [#:N&EEH] bl K N

Bimekizumab
3.2.8.4.3 Validation of Analytical Procedures — Microbial Methods
ucBsA. [kl el
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32844 Bimekizumab
3.2.S.4.4 Batch Analyses
UCBSA. [#tigs] g i)
3.2.845 Bimekizumab
3.2.S.4.5 Justification of Specification — Overview
ucBsA. [kl R A)
Bimekizumab
3.2.8.4.5 Justification of Specification — Compendial
ucBsA. [kl el
Bimekizumab
3.2.8.4.5 Justification of Specification — Relative Potency
UCBS.A. [itviert]  2q4g Al
Bimekizumab
3.2.8.4.5 Justification of Specification — Protein Concentration
UCBSA. [#tigs]  Rqef i)
Bimekizumab
3.2.8.4.5 Justification of Specification — Peptide Mapping
ucBsA. [zl R a)
Bimekizumab
3.2.8.4.5 Justification of Specification — Size-exclusion HPLC
ucBsA. [#wgk]l R egn]
Bimekizumab
3.2.8.4.5 Justification of Specification — Non-reducing Capillary Gel Electrophoresis
UCBS.A. [itiert]  2q4g Al
3285 Bimekizumab
3.2.8.5 Reference Standards or Materials
UCBS.A. [#tivest]  D2q«f ]
3.2.8.6 Bimekizumab
3.2.8.6 Container Closure System
ucBs.A. [ttmes] D]
3.2.8.7.1 Bimekizumab
3.2.8.7.1 Stability Summary and Conclusions
ucBsA. [kl R a]
32S8.7.2 Bimekizumab
3.2.8.7.2 Post-approval Stability Protocol and Commitment
UCBS.A. [itrviert]  2q4g Al
3.2.8.73 Bimekizumab

3.2.8.7.3 Stability Data — Process 4
UCBS.A. [#tmviest] D« Hi]

Bimekizumab
3.2.8.7.3 Stability Data — Process 5
ucBsA. [kl R« a]
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32.P A (BB Ly 7 AR FHELIOmgY U v, Al

CTD No. F - MRk - AR

32.P.1 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.1 Description and Composition of the Drug Product
UCcBSA. [ttmgr] i)

32.P2.1 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.1 Components of the Drug Product
UCBSA. [tmigset] g i)

32.P22 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.2 Drug Product
ucBsA. [ttwgk]l el

32.P23 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — Manufacturing Process History
UCBSA. [itm#Es] R
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — Comparability
UCBSA. [#tmgs] i)
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — CPP/IPC Definition
ucBSA. [#tigs] D]
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — Batch History
ucBsA. [kl R« A]

32.P24 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.4 Container Closure System
ucBsA. [kl Riegn]

32.P25 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.5 Microbiological Attributes
UCBSA. [ttmgs] i)

3.2.P.2.6 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.6 Compatibility
UCBSA. [#tigset] g i)

3.2.P3.1 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.1 Manufacturer(s)
ucBsA. [kl R A)

32.P32 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.2 Batch Formula
ucBsA. [kl R A]

32.P33 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.3 Description of Manufacturing Process and Process Controls
UCBS.A. [#tviert]  2q4g Al

32P34 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.4 Controls of Critical Steps and Intermediates
UCBSA. [#tivgs]  qef i)

3.2.P35 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.5 Process Validation and/or Evaluation — Manufacturing Process
ucBsA. [l R A)
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.5 Process Validation and/or Evaluation — Media Fill
ucBsA. [kl Rifagn]
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.5 Process Validation and/or Evaluation — Filter Validation
UCBS.A. [itiert]  2q«g Al

3.2.P4 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.4 Control of Excipients
UCBSA. [#tmgs]  2qef i)

32.P5.1 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.1 Specification(s)
ucBs.A. [thmis] L]

32.P52 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL

3.2.P.5.2 Analytical Procedures — Introduction
ucBsA. [#wgk] R agn]

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.2 Analytical Procedures — Container Closure Integrity Test
ucBs.A. [itmiee] R+ A]

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.2 Analytical Procedures — Break-Loose and Gliding Force
UCBS.A. [#tiv¥est] D« i]
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3.2.P53 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Introduction
UCBSA. [#tigs] g i)
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Microbial Methods
ucBsA. [kl R A)
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Container Closure Integrity Test
ucBsA. [kl RJYeA]
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Break-loose and Gliding Force
UCBS.A. [itviert]  2q4g Al

32.P54 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.4 Batch Analyses
UCBSA. [#tigs]  Rqef i)

32.P55 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.5 Characterization of Impurities
ucBsA. [zl R a)

3.2.P.5.6 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Overview
ucBsA. [#wgk]l R egn]
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Compendial
UCBS.A. [itiert]  2q4g Al
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Relative Potency
UCBS.A. [#twvst] D]
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Protein Concentration
ucBs.A. [ttmes] D]
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Peptide Mapping
ucBsA. [#twgk]l el
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Size-Exclusion HPLC
UCBS.A. [itrviert]  2q4g Al
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Non-Reducing Capillary Gel Electrophoresis
UCBS.A. [#tmviest] D« Hi]
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Functional Tests
ucBs.A. [ttieee] D]

32.P.6 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.6 Reference Standards or Materials
UCBSA. [ttmgs] R+ i]

32.P7 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.7 Container Closure System
ucBs.A. [l [2d i)
Bimekizumab — Solution for Injection (Safety Syringe) — 160mg/mL
Attachment 1: 3.2.P Drug Product: 3.2.P.1/P.2.3/P2.4/P.2.5/P.2.6/P.3.3/P.3.4/P.3.5/P.5.1/P.5.2/P.5.3/P.5.4/P.5.6/P.7/P.8.1/P.8.2/P.8.3
UCBSA. [#tivver] D4 i]
Bimekizumab — Solution for Injection (Safety Syringe) — 160mg/mL
Attachment 2: Summary Technical Document
ucBsA. [kl R« A
Bimekizumab — Solution for Injection (Safety Syringe) — 160mg/mL
Attachment 3: Certificate of Syringe Performances
ucBsA. [kl Riagn]

3.2.P8.1 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.8.1 Stability Summary and Conclusions
UCBS.A. [itm#s] R«

3.2.P82 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.8.2 Post-Approval Stability Protocol and Stability Commitment
UCBS.A. [#tivver] D4 il

3.2.P83 Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL

3.2.P.8.3 Stability Data
ucBSA. [#tigs] R «]
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3.2.P.1

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.1 Description and Composition of the Drug Product
UCBSA. [ttmge] DAl Gy v o L 3tm)

3.2.P2.1

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.1 Components of the Drug Product
UCBSA. [tivgst] e il U > ol L dhm)

32.P22

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.2 Drug Product
UCBSA. [kl RJagal ) v osHE e m)

32.P23

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — Manufacturing Process History

ucBsA. [imvas]  RERA) () v PR L eE)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — Comparability
UCBSA. [t#tmEe] DAl Gy v ol L 3tm)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — CPP/IPC Definition
UCBSA. [#tigst]  RJR«i] ) v o & tm)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.3 Manufacturing Process Development — Batch History
UcBSA. [itwik] ROl (Vo e

32.P24

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.4 Container Closure System
UCBSA. [ttwigst] R A] ) v ol e k)

3.2.P25

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.5 Microbiological Attributes
UCBSA. [ttmgs] DAl Gy v o L 3tm)

3.2.P.2.6

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.2.6 Compatibility
UCBSA. [#tigst] e il U > ol L 3

3.2.P3.1

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.1 Manufacturer(s)
UCBSA. [ttwvigkt]l  Riagal ) v o e dm)

3.2.P32

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.2 Batch Formula
ucBsA. [ttmgs]  RJRHRA] ) oo L km)

3.2.P33

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.3 Description of Manufacturing Process and Process Controls

UCBS.A. [itmeet] DR nl () v Vs & tim)

32P34

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.4 Controls of Critical Steps and Intermediates
UCBSA. [#tivgst] il U v ol L dhm)

3.2.P3.5

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.5 Process Validation and/or Evaluation — Manufacturing Process

ucBsA. [kl QAT () > O L )

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.5 Process Validation and/or Evaluation — Media Fill
UCBSA. [ttwigkt]  RJagal ) v oRH e k)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.3.5 Process Validation and/or Evaluation — Filter Validation
UCBS.A. [#tet] DR nl () v Pl & tim)

3.2.P4

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.4 Control of Excipients
UCBSA. [#tivgst] il Y v ol L dtm)

3.2.P5.1

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.1 Specification(s)
UCBSA. [kl Riagal ) v o e dm)

32.P52

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.2 Analytical Procedures — Introduction
UCBSA. [ttwgs] DAl ) v oRHE e km)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.2 Analytical Procedures — Container Closure Integrity Test
UcBSA. [itrvar]l  DRaRT U > o e dhm)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.2 Analytical Procedures — Break-Loose and Gliding Force
UCBSA. [#tigs] D] Voo L tim)
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3.2.P53

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Introduction
UCBSA. [#tivgst] e il U > ol L dhm)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Microbial Methods
UCBSA. [itwsik] ROl (o) oo k)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Container Closure Integrity Test
UCBSA. [#mEst] DRIl Vv ot & dkm)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.3 Validation of Analytical Procedures — Break-loose and Gliding Force
UCBSA. [itwer] QR (o0 U st

32.P54

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.4 Batch Analyses
UCBSA. [ttivgst] il U > ol L dbm)

3.2.P55

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.5 Characterization of Impurities

UCBSA. [thwvigkt]l  Riagnal ) v o e dm)

3.2.P.5.6

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Overview

UcBSA. [ttwigst] DAl ) v oRHE e k)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Compendial
UCBS.A. [#tet] DR nl () v PRl & tkim)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Relative Potency
UCBSA. [#tivgst] il v v ol L dtm)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Protein Concentration

UCBS.A. [#:N&EEH] LA U oRE E )

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Peptide Mapping

ucBsA. [ttwgs]  RAYA] ) v ol L E)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Size-Exclusion HPLC
UCBS.A. [#tmzst]  DRAenl () v Pl & tim)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Non-Reducing Capillary Gel Electrophoresis
UCBSA. [itivgs] DY) ) oo L tim)

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.5.6 Justification of Specifications — Functional Tests

UCBS.A. [#:&EkH] LA U oRE L)

3.2.P.6

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.6 Reference Standards or Materials
UCBSA. [ttwigst]  RJagA] ) v ol e )

32.P7

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.7 Container Closure System

UCBSA. [#vgr]  RREgA] U v o L stm)

Bimekizumab — Solution for Injection (Auto-injector/Pre-filled Pen) — 160mg/mL
Attachment 1: 3.2.P Drug Product: 3.2.P.1/P.2.3/P2.4/P.2.5/P.2.6/P.3.3/P.3.4/P.3.5/P.5.1/P.5.2/P.5.3/P.5.4/P.5.6/P.7/P.8.1/P.8.2/P.8.3
ucBsA. [l R« n)

Bimekizumab — Solution for Injection (Auto-injector/Pre-filled Pen) — 160mg/mL
Attachment 2: Summary Technical Document

UCBS.A. [t &EEH] ol B LN

3.2.P8.1

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.8.1 Stability Summary and Conclusions

UCBSA. [#tigst]  DRJY«A] Vv ol & km)

3.2.P82

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.8.2 Post-Approval Stability Protocol and Stability Commitment
UCBS.A. [#tmgset]  DRAenl () v Phbs & tim)

3.2.P83

Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.P.8.3 Stability Data
ucBsA. [#tmgr]l RO n) (U o oRE L )
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32.A T O

CTD No.

F - MRk - AR

32.A1

Bimekizumab
3.2.A.1 Facilities and Equipment — Rentschler Biopharma SE
ucBSA. [#tivier]l D+ n)

Bimekizumab
3.2.A.1 Facilities and Equipment — UCB Braine
UCBSA. [tmigset] g i)

32.A2 Bimekizumab
3.2.A.2 Adventitious Agents Safety Evaluation — Drug Substance
ucBsA. [ttwgk]l el
Bimekizumab — Solution for Injection (Pre-filled Syringe) — 160mg/mL
3.2.A.2 Adventitious Agents Safety Evaluation — Drug Product
UCBS.A. [itm#Es] i)

3.3 2E 3k

CTD No. EA - A - Hi

33.1 Brembilla NC, Senra L, Boehncke WH. The IL-17 Family of Cytokines in Psoriasis: IL-17A and Beyond. Front Immunol. 2018;9:1682.

332 Datta-Mannan A, Wroblewski VJ. Application of FcRn binding assays to guide mAb development. Drug Metab Dispos. 2014;42(11):1867-72.

333 Feeney L, Carvalhal V, Yu XC, Chan B, Michels DA, Wang Y], et al. Eliminating tyrosine sequence variants in CHO cell lines producing recombinant
monoclonal antibodies. Biotechnol. Bioeng. 2013;110(4):1087-97.

334 Flintoff WF, Davidson SV, Siminovitch L. Isolation and partial characterization of three methotrexate-resistant phenotypes from Chinese hamster ovary cells.
Somatic Cell Genet. 1976;2(3):245-61.

335 Flintoff WF, Weber MK, Nagainis CR, Essani AK, Robertson D, Salser W. Overproduction of dihydrofolate reductase and gene amplification in methotrexate-
resistant Chinese hamster ovary cells. Mol Cell Biol. 1982;2(3):275-85.

3.3.6 Giragossian C, Clark T, Piché-Nicholas N, Bowman CJ. Neonatal Fc receptor and its role in the absorption, distribution, metabolism and excretion of
immunoglobulin G-based biotherapeutics. Curr Drug Metab. 2013;14(7):764-90.

3.3.7 Jiang XR, Song A, Bergelson S, Arroll T, Parekh B, May K, et al. Advances in the assessment and control of the effector functions of therapeutic antibodies.
Nat Rev Drug Discov. 2011;10(2):101-110.

33.8 Johnson CM. Differential scanning calorimetry as a tool for protein folding and stability. Arch Biochem Biophys. 2013;531(1-2):100-9.

339 Kabat EA, Wu TT, Reid-Miller M, Perry HM, Gottesman KS. Tabulation and analysis of amino acid and nucleic acid sequences of precursors, V-rigions, C-
rigions, J-chain, T-cell receptor for antigen, T-cell surface antigens, b,-microglobulins, major histocompatibility antigens, Thy-1, complement, C-reactive
protein, thymopoietin, post-gamma globulin, and a,-macroglobulin. Sequences of Proteins of Immunological Interest, 4th ed. Washinton, D.C.: U.S. Dept. of
Health and Human Services, National Institutes of Health, 1987: 6-21.

3.3.10 Liu L. Pharmacokinetics of monoclonal antibodies and Fc-fusion proteins. Protein Cell. 2018;9(1):15-32.

3.3.11 Peebles L, Norris B. Filling 'gaps' in strength data for design. Appl Ergon. 2003;34(1):73-88.

33.12 Raina M, Moghal A, Kano A, Jerums M, Schnier PD, Luo S, ef al. Reduced amino acid specificity of mammalian tyrosyl-tRNA synthetase is associated with
elevated mistranslation of Tyr codons. J Biol Chem. 2014;289(25):17780-90.

3.3.13 Stracke J, Emrich T, Rueger P, Schlothauer T, Kling L, Knaupp A, et al. A novel approach to investigate the effect of methionine oxidation on
pharmacokinetic properties of therapeutic antibodies. MAbs. 2014;6(5):1229-42.

3.3.14 Tickle S, Adams R, Brown D, Griffuhs M, Lightwood D, Lawson A. High-throughput screening for high affinity antibodies. JALA. 2009;14(5):303-307.

3.3.15 Urlaub G, Kis E, Carothers AM, Chasin LA. Deletion of the diploid dihydrofolate reductase locus from cultured mammalian cells. Cell. 1983;33:405-12.

3.3.16 Urlaub G, Mitchell PJ, Kas E, Chasin LA, Funanage VL, Myoda TT, ef al. Effect of gamma rays at the dihydrofolate reductase locus: deletions and
inversions. Somat Cell Mol Genet. 1986;12(6):555-66.

33.17 Wang W, Vlasak J, Li Y, Pristatsky P, Fang Y, Pittman T, ef al. Impact of methionine oxidation in human IgG1 Fc on serum half-life of monoclonal
antibodies. Mol Immunol. 2011;48(6-7):860-6.

3.3.18 Yao Z, Painter SL, Fanslow WC, Ulrich D, Macduff BM, Spriggs MK, et a/. Human IL-17: a novel cytokine derived from T cells. J Immunol.
1995;155(12):5483-6.

3.3.19 Zhang Z, Shah B, Bondarenko PV. G/U and certain wobble position mismatches as possible main causes of amino acid misincorporations. Biochemistry.

2013;52(45):8165-76.
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42.1 FEHRER
42.1.1 B0 % BT D akER
CTD No. kS FA -+ gk - FE - MW
Wi EES
42.1.1.1 40001882 Dual inhibition of IL-17A and IL-17F with UCB4940 leads to optimal suppression of inflammatory gene signature in in vitro model of
[FPAG % skin
UCB Celltech
Hi:?ﬂ’ﬁﬂ Lz 2o ~ 2l e
42.1.1.2 40001760 IL-17A and IL-17F Expression in Human Tissues Assessed by Immunohistochemistry
(R e ) UCB Celltech
Hm%ﬂ ESIB EE LR & LE
42.1.13 40001761 Affinity of UCB4940 (CA028_00496.g3) for IL-17A and IL-17F
(RG2S UCB Celltech
graERETEE & L GRe G L G
42.1.14 40001887 Neutralizing effect of UCB4940 on IL-6 responses by human dermal fibroblasts to IL-17A, IL-17A/F and IL-17F
[REAmEE R UCB Celltech
M{i ERIESEE, B L EReX Gl LN
4.2.1.1.5 40001758 Characterization of UCB4940 in a cell based assay
[REAMmZE R UCB Celltech
Hﬁw EIESTNEY I RN B ) R
4.2.1.1.6 40001759 Inhibition by UCB4940 of natural human Th17 cell derived IL-17A and IL-17F
(RFAMG 2R UCB Celltech
Iﬁ:l)\l’é’*ﬂrl Coentaind -2 0 P ~ 2l R 2!
42.1.1.7 40001876 Inhibition of immune cell migration in the presence of UCB4940
(AT ek ) UCB Celltech
_Hiwgﬂ BT B CReY B L N
42.1.1.8 40001902 Lack of binding of UCB4940 to murine IL-17 isoforms
[RPAIGEE H] UCB Celltech
Hfm IZDIETINE G i BB B b G
42.12 FRII R P PR R
CTD No. BRI ESERN T EE S Rl
WG ER S
42.1.2.1 40001865 In vitro analysis of the Fc receptor function of UCB4940

(R A

UCB Celltech

Hﬁmﬁﬂ ESEEN G F ERe G KGN
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422 FyEhEAR

4221 DIEROANY 7 —a VHEE
CTD No. ARERUT KA - fask - FH - EhuE
HEEES

422.1.1 QBR115392QB02 [Validation of an electrochemiluminescent immunoassay method for the determination of UCB4940 in cynomolgus monkey plasma

(FFfffi 44

) ERl E KER
42212 2011-CDP4940-  |Validation of a Ligand Binding MSD Assay for the Quantification of CDP4940 (Anti-IL-17A/F dual, 4961, UCB0718)
VAL-295 UCB Celltech
TR —
ety B b ERe G K LD

42213 299825QB01 |Re-establishment of a previously validated assay for the determination of UCB4940 in cynomolgus monkey plasma, using the MSD

ST AR platform

ﬁ« B ETaTneY [ ) EREl B LGN

42214 299727QB10 |Validation of an Immunogenicity Method for the Determination of Anti-UCB4940 Antibodies in Cynomolgus Monkey Plasma
FHEE R

e ealiel 5 BE Rl K K N

4227 Z DO FEY B ERER
CTD No. RER R - sk - EE - FEhaHim
WMEEES
42271 NCD2259 4231.1% 58
42272 NCD2260 4232 1%
42273 NCD2384 4232255
42274 NCD2450 42323% 5
42275 NCD2676 4235314581
423 FiERBR
4231 B[R 5 MR
CTD No. RER R - sk - EE - FEhaHim
WMEEES
423.1.1 NCD2259 A Single Dose Pharmacokinetic and Toxicity Study of CDP4940 by Subcutaneous and Intravenous Injection in Cynomolgus Monkeys
(REAmE

e EB B L BB
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4232 S AR

CTD No. kS K - s - FHH - T
W ER
42321 NCD2260 An 8 Week Study of CDP4940 by Intravenous/Subcutaneous Injection in Cynomolgus Monkeys with 12 Week Recovery Period
[REAmEE R

FENEET LSR8 20124521 15 A ~ 2« A 72

42322 NCD2384 UCB4940 and Adalimumab: 8-Week Repeat Intravenous Dose Toxicity Study in the Cynomolgus Monkey with a 12-Week Treatment-
(RHmE k] Free Period

gEnEsEliEl L R G L G

42323 NCD2450 26-Week Subcutaneous Administration Toxicity Study in the Cynomolgus Monkey Followed by a 21-Week Recovery Phase
(Rl

pmEnemE ey L G L L LN

4234 78 AR

42343 Z D FER

CTD No. BRI ESERY TR ARES ]
BEEEE
423431 bimekizumab- Carcinogenicity Assessment Document - Bimekizumab
carcino-assessment-{UCB
2020 GRal=s D IK(EDA=RPll K& B IER
(Z2EERH

4235 AR5 A IR

42353 HAERT R O A 1 00 38 A2 3 ONT REAR OB REIC B 9~ 2 3Bk

CTD No. IR ESER T S
WEEE S
423531 NCD2676 UCB4940: Enhanced study for effects on pre- and postnatal development in Cynomolgus monkeys with a six months lactation/maturation
[P EE H] phase

[aRlE it K B ERel kB BN

4237 Z Dt R

423.7.7 Z DR

CTD No. FRBR I A - iRk - FE - TN
TR
4.23.7.7.1 NCD2258 CDP4940-FITC: An Immunohistochemical Investigation of Cross-Reactivity in a Range of Human and Cynomolgus Monkey Tissues

(R A

EEEEnETEIoE ) CRel G L LR

4.23.7.7.2 NCD2257 Evaluation of the Haemolytic Potential of CDP4940 in Human and Cynomolgus Monkey Whole Blood In Vitro
[HPAEER)

[aDlE iyl K B ERel kB BN
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4.3 2530k

TH &S

FA - A - Hi

2.4 0.6 THIH L7230k

43.1 Annunziato F, Cosmi L, Liotta F, Maggi E, Romagnani S. Type 17 t helper cells-origins, features and possible roles in rheumatic disease. Nat Rev Rheumatol.
2009; 5: 325-31.

432 Armstrong A, Paul C, Puig L, Boehncke PH, Freeman M, Torii H, et al. Safety of ixekizumab treatment for up to 5 years in adult patients with moderate-to-
severe psoriasis: results from greater than 17000 patients-years of exposure. Dermatol Ther. 2019. Doi: 10.1007/s13555-019-00340-3.

433 Australian public assessment report for secukinumab. 2015

434 Brady K, and Webster R. Disposition of Biologics. Adv Pharmacol. 2012; 63:257-77.

435 Braeckman R. Pharmacokinetics and Pharmacodynamics of Peptide and Protein Drugs. Pharmaceutical Biotechnology.1997: 101-22.

4.3.6 Brembilla NC, Senra L, Boehncke WH. The IL-17 Family of Cytokines in Psoriasis: IL-17A and Beyond. Front Immunol. 2018; 9:1682. doi:
10.3389/fimmu.2018.01682.

4.3.7 Brucklacher-Waldert V, Steinbach K, Lioznov M, Kolster M, Holscher C, Tolosa E. Phenotypical characterization of human Th17 cells unambiguously
identified by surface IL-17A expression. J Immunol. 2009;183:5494-5501.

43.8 Bruin G, Hasselberg A, Koroleva I, Milojevic J, Calonder C, Soon R, et al. Secukinumab treatment does not alter the pharmacokinetics of the cytochrome
P450 3A4 substrate midazolam in patients with moderate to severe psoriasis. Clin Pharmacol. Ther. 2019;106 (6):1380-8.

439 Bugelski PJ, Sachs C, Cornacoff J, Martin P, Treacy G. Immunomodulatory biopharmaceuticals and risk of neoplasia. 2008. Preclinical safety evaluation of
biopharmaceuticals: a science based approach. Cavagnaro JA, ed.Wiley Interscience.

4.3.10 Caldarola G, Pirro F, Di Stefani A, Talamonti M, Galluzzo M, D’Adamio S et al. Clinical and histopathological characterization of eczematous eruptions
occurring in course of anti IL-17 treatment : a case series and review of the literature, Expert Opin Biol Ther. 2020. DOI: 10.1080/14712598.2020.1727439.

43.11 Chae W-J, Bothwell ALM. IL-17F deficiency inhibits small intestinal tumorigenesis in ApcM’"'+ mice. Biochim. Biophys. Res. Commun. 2011; 414:31-6.

4.3.12 Chang SH, Dong C. IL-17F: regulation, signaling and function in inflammation. Cytokine. 2009;46(1):7-11.

4.3.13 Chen X-W, Zhou S-F. Inflammation, cytokines, the IL-17/IL-6/STAT3/NF-kB axis, and tumorigenesis. Drug Des Devel Ther. 2015;9:2941-6.

43.14 Chiricozzi A, Guttman-Yassky E, Suarez-Fariflas M, Nograles KE, Tian S, Cardinale I, et al. Integrative responses to IL-17 and TNF-a in human keratinocytes
account for key inflammatory pathogenic circuits in psoriasis. J Invest Dermatol. 2011; 131(3): 677-87.

4.3.15 Clarke DO, Hilbish KG, Waters DG, Newcomb D., Chellmanb GJ. Assessment of ixekizumab, an interleukin-17A monoclonal antibody, for potential effects
on reproduction and development, including immune system function, in cynomolgus monkeys. Reprod Toxicol. 2015;58:160-73.

4.3.16 Evers R, Dallas S, Dickmann LJ, Fahmi OA, Kenny JR, Kraynov E, et al. Critical review of preclinical approaches to investigate cytochrome P450-mediated
therapeutic protein drug-drug interactions and recommendations for best practices: A White Paper. Drug Metab Dispos. 2013;41:1598-609.

43.17 Fabre J, Giustiniani J, Garbar C, Antonicelli F, Merrouche Y, Bensussan A, et al. Targeting the tumor microenvironment: the protumor effects of IL-17 related
to cancer type. Int J Mol Sci. 2016;17:1433; doi:10.3390/ijms17091433

4.3.18 Frieder J, Kivelevitch D, Menter A. Secukinumab: a review of the anti-IL-17A biologic for the treatment of psoriasis. Ther Adv Chronic Dis. 2018;9(1):5-21.

4.3.19 Fujishima S, Watanabe H, Kawaguchi M, Suzuki T, Matsukura S, Homma T, et al. Involvement of IL-17F via the induction of IL-6 in psoriasis. Arch
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4.3.20 Gaffen SL. Structure and signalling in the IL-17 receptor family. Nat Rev Immunol. 2009;9:556-67. (Erratum, Nat Rev Immunol. 2009;9:747).
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Nat Rev Drug Discov. 2011;10:101-10

4.3.28 Johnston A, Fritz Y, Dawes SM, Diaconu D, Al-Attar PM, Guzman AM. Keratinocyte overexpression of IL-17C promotes psoriasiform skin inflammation. J
Immunol. 2013; 190(5): 2252-62.

4.3.29 Kawaguchi M, Adachi M, Oda N, Kokubu F, Huang S-K. Molecular mechanisms in allergy and clinical immunology. IL-17 cytokine family. J Allergy Clin
Immunol. 2004;114 (6):1265-73.

4.3.30 Kolls JK, Khader SA. The role of Th17 cytokines in primary mucosal immunity. Cytokine & Growth FR. 2010;21:443-8.

4331 Kolls JK, Linden A. Interleukin-17 family members and inflammation. Immunity. 2004;21:467-76.
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