Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

2017 11 O7

2019 02 21
2019 05 22
2019 05 24
2020 03 11
2020 12 11
2021 08 05
2021 09 14
2022 11 09
2023 05 25
2023 06 26

S S RE S pab R

BT ETHEA.
RRRBKIIERT | (5{EFEERBKHIT.

[Z5m&Fr]

®

Ustekinumab Injection

Wusinu Dankang Zhusheye

(235:)
L- L- 80
[1$4K]
This copy of the document was generated on 05 Jul 2023 Page 1 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

[iERfE]

MTX PUVA

60 100

o TNFa

[(#45]

45mg/0.5ml/

90mg/1.0ml/
[BiZRE]
FRIXBFETERE. NFEFKEER , iSEERRERIKE.

45 mg 4 12

28

This copy of the document was generated on 05 Jul 2023 Page 2 of 39
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

6
0 4
12 1
=60 kg =100 kg 45 mg
28
v 1
8 90mg 12 90mg
1
a 130 mg

<55 kg 260 mg 2

55 kg =85kg 390 mg 3

85 kg 520 mg 4
a 6 mg/kg

8
12 1 8 1
8 12 1
16 8 1 16
/
8 1
This copy of the document was generated on 05 Jul 2023 Page 3 of 39

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

45mg/0.5ml/ 90mg/1.0ml/

[FRRR]
5%
14 1l
" 6,709
6 4577 1 3,253
4 1,482 5
838
2
This copy of the document was generated on 05 Jul 2023 Page 4 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

=1/10 =1/100 1/10 =1/1,000
1/100 =1/10,000 1/1,000 1/10,000
2
RRREDE K FRRM
This copy of the document was generated on 05 Jul 2023 Page 5 of 39

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

RRREDE I - FRRM
1.36
1.34 0.03
930 30 0.03
434 15
6,709 11,581 1.0
11 0.6
0.91 0.02
11,581 199
0.11 100
929 1 0.23 100
434 1
043 100 929 4 0.46
100 433 2
6,709 11,561 1.0
This copy of the document was generated on 05 Jul 2023 Page 6 of 39

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

11 0.6 11,561
62
0.54 100
=0.93
[95% 0.71 1.20]
0.49 100
11,545 56 31
1%
466 2.4%
470 2.6%
1
(PRES)
2 PRES
RPLS
PRES
1
PRES PRES
This copy of the document was generated on 05 Jul 2023 Page 7 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

12.4%
3%
6
1
110 12-17 60
44 6-11 56
1
/

[Z£2]

[iF=5Imn)

This copy of the document was generated on 05 Jul 2023 Page 8 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

CT
Y- T
T cell enzyme-linked immune-spot assay T-SPOT.TB T
Quanti FERON-TB Gold QFT-G

IL-12/1L-23
BCG
IL-12/1L-23
This copy of the document was generated on 05 Jul 2023 Page 9 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

60
PUVA
[BCG]
15
2
6 BCG
This copy of the document was generated on 05 Jul 2023 Page 10 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

MTX

1-3

This copy of the document was generated on 05 Jul 2023 Page 11 of 39
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

[ZEARIGZ IR REE]
15
/
6 BCG
15
This copy of the document was generated on 05 Jul 2023 Page 12 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

[JLER%]
6 18
[EBFERZE]
65
65
65
[(&54tEE1ER]
6 BCG
"
100
5% 90%
MTX NSAID
6- TNFa
IL-12 IL-23 CYP450
10 ng/ml IL-12 / IL-23
CYP450 CYP1A2 2B6 2C9 2C19 2D6 3A4
This copy of the document was generated on 05 Jul 2023 Page 13 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

CYP450
IL-1 IL-6 IL-10 TNFa IFN
IL-12  IL-23 CYP450
CYP450 CYP450
MTX
[ E]
6 mg/kg
[IaFZSE]
90mg Tmax
8.5 45mg 90mg Trmax
57.2%
Vz 57~83
ml/kg
This copy of the document was generated on 05 Jul 2023 Page 14 of 39

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

CL
1.99~2.34 ml/ /kg
ta/2 3 15~32
CL/F V/F 0.465L/
L t1/2 3 CL/F
0.09 mg/kg—~4.5 mg/kg
24 mg—~240 mg
AUC
0 4 12
28
0.21~0.26 yg/ml 45 mg 0.47~0.49 ug/ml 90 mg 12
126.1pug/ml 8 90mg
12 1 2
90mg 8 1 12 1
1.97pg/ml 2.24pg/ml 0.61pg/ml  0.76ug/mi 90mg
1 90mg 8 1
100 kg CL/F
<100 kg 55% 100 kg V/F
<100 kg 37% 90 mg

This copy of the document was generated on 05 Jul 2023

Confidential - FOIA Exemptions Apply in U.S.

15.7

Cmax

12

100 kg

Page 15 of 39



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

45 mg <100
kg
=65
CL/F V/F
6-17
12-17
CADMUS
CYP450
IL-12 1L-23  CYP450
10ng/ml IL-12 / 1L-23 CYP450
CYP1A2 2B6 2C9 2C19 2D6 3A4
(7350
BHRARIRIETS ( BXA )
2 1,996
1 MTX  PUVA
1 PHOENIX 1 766 53%
0
This copy of the document was generated on 05 Jul 2023 Page 16 of 39

Confidential - FOIA Exemptions Apply in U.S.



)

4 45mg 90 mg 12

0 4 12 16
45 mg 90 mg 12 1
28 40
PASI 75 PASI 75%
12 1 40
40 PASI 50%
76
2 PHOENIX 2 1,230 61%
4 45mg 90mg 16 1
0 4 12 16
45 mg 90 mg
52
3 ACCEPT 903
12
2 50 mg 0 4 45mg 90mg
1 2 PASI
17-18 BSA =20
DLQI 10-12 1/3 1 1/4 2
PsA 3















Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

This copy of the document was generated on 05 Jul 2023 Page 22 of 39
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 4.0 Status: Effective Effective Date: 05 Jul 2023 (EST)

PGAO 1 16 PGAO 1
52
PGA PASI CDLQI 52 6
6 12 52
JLERBHMA (CADMUSJIr.) (6-11 %)
% 12 4 $E 52
5w QA T IR =il
N (%) N (%)
NH R 44 41
PGA
N MovE A !:1‘

PGA V15 iEkR (0) 5L 34 (77.3%) 31 (75.6%)
W (1)
PGA ¥4+ iR (0) 17 (38.6%) 23 (56.1%)
PASI
PASI 75 N & # 37 (84.1%) 36 (87.8%)
PASI 90 N &# 28 (63.6%) 29 (70.7%)
PASI 100 M &# 15 (34.1%) 22 (53.7%)
CDLQI?

S I /) £
%&lﬁ COLQI>1 1 (N=39) (N=36)
CDLOI ¥4~ 08k 1 24 (61.5%) 21 (58.3%)
aCbhLQI CDLQI

CDLQI 0O 1
REEH (EIME )
CDAI =220 <450
8
UNITI-1  UNITI-2 44 IM-
UNITI 52
1409 UNITI-1 n=769 UNITI-2
n=640 6 CDAI
This copy of the document was generated on 05 Jul 2023 Page 23 of 39

Confidential - FOIA Exemptions Apply in U.S.




=100

UNITI-1

UNITI-2

8
75%
0

6 mg/kg 1 130 mg
TNFa 48%

TNFa 52% 2 3 TNFa
29.1% 69.4%

36.4% TNFa










































	在治疗期间及治疗后至少15周内，有生育能力的女性应使用有效的避孕措施。
	妊娠



