2019 05 05

2020 08 07
2022 12 30
2023 06 12
2023 08 14
2024 12 30
2025 01 13
2025 03 11

Polyethylene Glycol Loxenatide Injection

Juyi'erchun Luosainatai Zhusheye



C210H325N55069S: (C2H40)2n

44212.65+4000Da

0.5ml : 0.2mg( Cis7H268N50059S )

0.1mg 7 0.2mg

0.1mg
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1. /
I 307 0.05-0.65 mg 1-14
i 930 0.1-0.2 mg 24-52
i 24
28 52
-1 GLP-1
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24 0.1Img 0.2mg 15.45%

13.49% 28.33% 0.2mg
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=5% 2

2 >5% %
0.1mg 0.2mg*
(N=123) (N=126) (N=120)
0 3.17 8.33
0 2.38 6.67
2.44 2.38 5.00
N=
* 0.2mg
=>5%
2.
24 0.1mg 0.2mg
7.7% 10.4% 17.4% 0.2mg 0.1mg
>5%
3
<2%
24 3
<2%
3
0.1mg 0.2mg
% N % N % N
0.81(123) 1.59(126) 1.67(120)
0.5(182) 2.2(183) 0.6(178)
N=
0.2mg 6
1 52
0.2mg 1
1
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0.2mg

1.0%

HbAlc
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0.2mg

6.73%

HbAlc

250

0.26%

2.9%

3.2%
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51

24

0.13%

HbAlc

751

0.2mg

5.2%
0.1mg 5 HbAlc 0.5%
0.1mg 264  HbAlc
1.2% 52 35
HbAlc 0.97%
26
2.0% 6 0.1mg
3.4% 10 0.2mg 1
3
/
> 1%
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%

0.1mg 0.2mg
(N=123) (N=126) (N=120)
0 3.17 8.33
0 2.38 6.67
2.44 2.38 5.00
0.81 0.79 4.17
0.81 1.59 3.33
0 0.79 2.50
0 0.79 1.67
0.81 0.79 1.67
0 0 1.67
0 0 1.67
0 0 1.67
0 0 1.67
0 0 1.67
0 1.59 0
1.63 0 0
1.63 0 0
/ /
0.1mg* 0.1mg 0.2mg? 0.2mg
N=53 N=119 N=56 N=105
0 0 3.57 1.90
0 0 1.79 1.90
0 0.84 1.79 0.95
0 1.68 0 0.95
0 1.68 0 0
0 0.84 3.57 0
1.89 0 0 0
0 0 1.79 0
1.89 0 0 0
0 0 1.79 0
1.89 0 0 0
0 0 1.79 0
1.89 0 0 0
0 0 1.79 0
1.89 0 1.79 0
1.89 0 0 0
1.89 0 0 0
1.89 0 0 0
1.89 0 0 0
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+ 0.1mg + 0.2mg +
N=182 N=183 N=178
0.5 33 3.9
0.5 0.5 3.9
11 11 34
0 11 2.8
0 0.5 2.8
0.5 0.5 2.2
0 0.5 1.7
0.5 0.5 11
0 0 11
0 11 0

/ /
0.1mg+ 0.2mg+ 0.1mg+ 0.2mg+
4
N=161 N=156 N=79 N=77
0.6 1.3 0 1.3
0 1.3 0 2.6
0 1.3 1.3 0
0 1.3 0 1.3
1.2 0.6 0 0
0 0.6 0 1.3
1.9 0 0 0
1.2 0 0 0
0.6 0 1.3 0
0.6 0 0 2.6
0 0 1.3 2.6
0 0 0 1.3
0 0 1.3 0
0 0 1.3 0
0 0 0 1.3
N=
1 0.1Img N=53 53 0.1mg
2 0.2mg
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MTC

C
C MTC
2 (MEN-2)
GLP-1
1200
1 0.2mg
1
<60ml/min
0.1mg 0.2mg
<30ml/min
Il
0.1mg 0.2mg
26% 1.0% 4.4% 03% 1
52
GLP-1
GLP-1 PEG-



18 18

78
GLP-1
GLP-1
0.5mg
0.2 mg 1 5 Tmax Cmax  AUC
12.8% 5.82+1.25L/h 6.68+1.23 L/h
5mg
0.2mg 1 5 S- R- Cmax AUC

PT INR



40 mg

0.2mg 1 5
Crmax 97.9% 73.2% 131% AUCq.24 81.9% 64.8% 103%
Crnax 132% 107% 164% AUC,.
2 121% 102% 143%
1.
2 Il 406
0.1mg 0.2mg 24 28
24 0.1mg 0.2mg HbAlc
0.2mg HbAlc 0.1mg
24 0.1mg 0.2mg HbA1c<6.5% <7%
24 52
0.Img 0.2mg 52 HbAlc
24 5 25-52
6
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5 24 FAS
QW 0.1 mg QW 0.2 mg QW
N 121 124 116
HbAlc %

8.62 8.50 8.54

LSM -0.15 -0.99 -1.34
LSM -0.84* -1.20*

95% (-1.12, -0.57)

1/
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24 0.1mg 0.2mg
HbAlc
24 0.1mg 0.2mg HbAlc 6.5% 7%
0.Img 0.2mg 52 HbAlc
24 7
28-52 8
7 24 FAS
0.1mg QW 0.2mg QW QW+
+ +
N 179 175 179
HbAlc %
8.5 8.5 8.6
LSM -1.16 -1.12 -0.36
LSM -0.81** -0.79**

95% a (-1.02, -0.59) (-1.01, -0.58)
HbAlc <7% % 41.9 42.9 20.1

95% (34.4, 49.4) (35.2,50.5) (14.0, 26.3)
HbAlc <6.5% % 19.6 24.0 8.4

95% (135, 25.6) (17.4,30.6)
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8 52 FAS

/ 0.1 mg 0.1 mg / 0.2 0.2 mg
QW QW mgQW QW
+ 1 + + 2 +
N 78 158 77 154
HbAlc %
(Meant SD) -1.10+1.103 -0.86+1.311 -0.86+1.236 -0.80+1.141
HbAlc <7% % 449 335 41.6 36.4
HbAlc <6.5% % 21.8 13.9 24.7 19.5
mmol/L
(Meant SD) -1.74+ 2.518 -1.08+ 2.883 -1.31+ 2.266 -1.07+ 2.812
N= QW=
1 / 0.1mg+ 0.1mg
2 / 0.2mg+ 0.2mg
0.1 mg~0.3mg 118
Cmax AUC 0.3 mg
Cmax AUC
70%
2 0.05 mg~0.3 mg 67
AUC Cmax 0.05 mg 2
0.1mg~0.3mg 2
0.05mg~0.3mg
2.555~3.266
0.1 mg~0.3 mg 291~3.13L 2
0.1 mg~0.3 mg 2.72~543 L
PEG
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0.1 mg~0.3 mg 13.37~14.73 mL/h

144~155 2 0.1 mg~0.3 mg 14.55~19.54 mL/h
104~121
0.2mg  AUCouinf 131% Crax  14.4%
AUCo.inf 100.7% Crax  29.1%
PK
7 PK
i
2 2

BMI >24kg/m? <24 kg/m?

BMI<20.0 kg/m? >40.0 kg/m?

18
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222069
4008285227 9:00-17:00

http://www.hansoh.cn
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http://www.hansoh.cn/

0.5ml 0.2mg
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