
® 250μg  
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1   1.1   
1  
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2 

 1  
 

 
 

 22800AMX00686000 
 2016 9 28  

 872413 
 2016 9 28 2024 9 27  

  250 μg  
  

  
  250 μg 

 
 

250 g  
 

 
 

 2017 2 15 1 2022 4 1 2 
1

 
2  

 2017 3 1  

 
 

  
 

 PMS  
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1.2   1.2.1   1.2.1.1   
 

MSJ-0011 1.2

r-hCG
92 145

70,000
hCG 1-5  

hCG 6

1 6-7  

hCG luteinizing hormone LH
hCG 

Assisted Reproductive Technology ART
 

hCG
LH/hCG
ATP cAMP

cAMP

2  
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1.2.1.2   
 

2
 

 
 1   

 

  
In vitro 

 
6864  

In vitro 
u-hCG

 
u-hCG LH/hCG

 

 in vivo 
 

7298  

hCG
PK u-hCG  

u-hCG

 
 

u-hCG u-
hCG  

 
1.2.2   

 

I
 

 

7012 : 

 : MSJ-0011 500 5,000 20,000 IU u-hCG 
5,000 IU  

 : 12 6 I  

 

7013 : 

 : MSJ-0011 2,500 IU
 

 : 12 6 I  

 

7014 : 

 : MSJ-0011 u-hCG 5,000 IU
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 : 24 12 I  

 

EMR701173_003 : 

 : MSJ-0011 250 μg
u-hCG 5,000 IU  

 : 36 24 12 u-hCG
12 I  

 

EMR701173_003 250 μg

 

 1.2.2.1   
 

12  250 μg
Cmax 132.2±44.8 IU/L tmax 22.0 I

7013 132 μg 2500 IU
0.38±0.10  

 1.2.2.2   
 

12  250 μg
(Vz/F) 33.0±7.5 L  

 1.2.2.3   
 

 

 1.2.2.4   
 

12  250 μg
(CL/F) 0.65±0.13 L/h  

 1.2.2.5   
 

 

 1.2.2.6   
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1.2.2.7   
 

QT/QTc
QT/QTc  

 1.2.2.8   
 

 
 1.2.3   

 

 2  

 
 2   

 
 

a)  
 

     
 

 
 

EMR70
1173_0
02  

OI 15  2012
9  

 
2014
12  

III  

 

250 g 
 
 

u-hCG
5,000 IU

JP  
 

250 g

u-hCG

 

125  

81  

54 u-
hCG 27

 

 
b)

 

8209
 

OI 19

 

19

 
 

19

 

III  

 

250 g  
u-hCG

Profasi
5,000 IU 

 
 

u-hCG

u-hCG

 

u-
hCG

 

270  

242  

198
99
u-

hCG 99
 

1
hCG

 

r-hFSH
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a)  
 

     
 

 
 

7648
 

ART 9

 

19

 
 

19

 

III  

 

250 g 
u-hCG

Profasi
5,000 IU 

 
 

u-hCG
 

u-hCG

 

200  

205  

190
97
u-

hCG 93
 

IVF
1
 
hCG

 

IVF

ICSI-
ET

r-
hFSH

 

7927
 

ART 20  19
 

 
19

 

III  

 

250 g
500 g  
u-hCG

Profasi
10,000 IU  

 

 

500 g
u-hCG 

10,000 IU

 

250 g
500 g  

 
 

Lupron
297

 

275

250 g 94

500 g 89
u-

hCG 92
 

FSH

 

IVF-ET
u-

hFSH

 

a) ART OI
 

b) r-hFSH
 

FSH Follicle stimulating hormone hCG human Chorionic Gonadotrophin
ICSI Intracytoplasmic Sperm Injection IVF In-Vitro Fertilization IU

International Unit IVF-ET In-Vitro Fertilization-Embryo Transfer r-hFSH
recombinant-human Follicle Stimulating Hormone u-hCG urine-derived-human 
Chorionic Gonadotrophin

1.2.3.1   

EMR701173_002 2
 

OI  

EMR701173_002 8209 250 g SC
PT 6.5% 4.6% 2.6%

Ovarian Hyperstimulation Syndrome OHSS 6.5%
 

EMR701173_002 u-hCG 5,000 IU IM
250 g SC 250 g SC 9.3% u-hCG 5,000 IU IM 3.7%

u-hCG 5,000 IU IM 250 g SC
250 g SC 24.0 u-hCG 5,000 IU IM 60.3

u-hCG 5,000 IU IM 250 g SC
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OHSS
 

250 g  

EMR701173_002 OHSS 1 1.9% OI
 

OHSS 8209 EMR701173_002 250 g SC
3.0% 14.8% u-hCG 5,000 IU IM 0% 14.8% EMR701173_002

OHSS
OHSS 2

EMR701173_002
OHSS

250 g SC u-hCG 5,000 IU IM 14.8%
OHSS EMR701173_002 1 OHSS

OHSS
EMR701173_002 250 g SC 2 3.7% EMR701173_002

250 g SC 1 OHSS
recombinant-human Follicle Stimulating Hormone r-

hFSH r-
hFSH OHSS  

OHSS
OHSS 8209
EMR701173_002 OHSS

OHSS
 

 

ART  

7648 7927 250 g SC
SOC

250 g SC
3.1% 2.1% 4.2% u-hCG 5,000 IU SC 8.6% 20.4%
21.5% 250 g SC u-hCG 5,000 IU SC  

OHSS 250 g SC 2.1% u-hCG 5,000 IU SC 1.1% u-hCG 
10,000 IU IM 3.1% OHSS 250 g 
SC OHSS  

250 g SC 1.3% u-hCG 5,000 IU SC 1.5%
10,000 IU IM 1.0% 250 g SC

0.4% 0.4% OHSS 0.4%  

 

 

SOC
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OHSS SOC
OHSS

EMR701173_002

EMR701173_002
u-hCG OHSS EMR701173_002

OHSS
 

250 g
 

 
1.2.3.2   

 

 

OI  

Progesterone P4

hCG 5 7 8 10

P4

EMR701173_002
P4 5 ng/mL 8-10

8209 P4 10 ng/mL
P4 9.4 ng/mL

EMR701173_002 8209 P4 9.4 ng/mL
 

 

ART  

ART 7648 7927 hCG 34
38

hCG
7648

7927 hCG 35 42
 

 

 

EMR701173_002
Follicle Stimulating Hormone FSH

250 g u-hCG 5,000 IU
EMR701173_002 8209

250 g
2 OI
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2 III ART 7648 7927
ART 250 g u-hCG 
5,000 IU

ART  

EMR701173_002 250 g
III 8209

hCG OI ART
ART

EMR701173_002 250 g 2 ART
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 2  
 

EMR701173_002 

MSJ-0011 
250 g 5,000 IU 

III  

  
 54 
 21 

 38.89% 

             ( ) 
 2 (3.70) 

 1 (1.85) 
 1 (1.85) 

 1 (1.85) 
 1 (1.85) 

 12 (22.22) 
 3 (5.56) 
 1 (1.85) 

 8 (14.81) 
 8 (14.81) 

 1 (1.85) 
 5 (9.26) 
 2 (3.70) 
 1 (1.85) 

   MedDRA/J version (17.1) 
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 1.2.4   
 

 

 

 

16 135 10
 

 1.3   1.3.1   
 

 250μg
 

 

 3
 

 
 3   
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 1.3.2   
 

3  
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 3  
 

 
 

   

2018 4    

2023 3  

1 2 7
8 9

10 11
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1.3.3   
 

 4 
 4  

 
 4   

2016 11     
2017 1   

 
 
 

 

 

2017 11  
 

 

 

 

2018 7   
 

 

 

 

2023 11   
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 4  
 

 OHSS
 
 

 
 

 

 

 

 

 
 
 

  
 

Global Version ID: 78691_6614420_9991514



17 

1.3.3.1   
 

5
6 7  
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 5  
 
 

 
 
 

 250μg  

  

  
OHSS

/  

  

 

A)  
 

 

  

B)  

 
A)  B) 

 

 
 

 

  

/  

B)  

  

  

 OHSS /
 

  

  250μg 

OHSS
/ 1

 

EDC
eCRF  

 

 

 2017 9 25 2020 3 31  

 320  
150

150 20  
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 6

 

 
 

  6   
  

 1   
  6    

   

1
 

 33  

 419  

 419  

 419  
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 6  
 

 
 

 
 

  

Global Version ID: 78691_6614420_9991514



21 

 7  
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 1.3.3.2   
 

8  
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8  
 

 6

 
 OHSS /

 
 MR

 
2 2 1 1 1

MR

 
MR

MR
 

 2017 3 1 2017 8 31  
 - 

 
 

 
  

 OHSS /
 

 

1  
  

 ® 250 g
 

https://www.hcpmrkjp.com/product/ovidrel/ 
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1.3.4   
 

 5
 

 
 5   

 
 

 

2016  
9 20

2017  
9 19  

2017  
9 20

2018  
9 19  

2018  
9 20

2019  
9 19  

2019  
9 20

2020  
9 19  

2020  
9 20

2021  
9 19  

2021  
9 20

2022  
9 19  

2022  
9 20

2023  
9 19  

2023  
9 20

2024  
9 27  

 

          

g  
         

 

250 g
1 250μg

 
 

 1.3.5   
 

ART 2000 2002
2024 9

 

 

 6  

 
 6   

 
2000 9 20  
2002 2 2  
2003 9 15  
2004 2 17  
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1.4   1.4.1   1.4.1.1   
 

9  

5 5 5  

 

 

 

OHSS OHSS
 

 

 

 

33 46  

15  

7 3
1  

4  

2 1  

27  

2

1  

 

21 30

7 1
2 1
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12 16
2
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 9  
 

37  51  5  5  33  46  
2 2 1 1 1 1 
1 1 1 1 0 0 
1 1 0 0 1 1 

1 1 0 0 1 1 

1 1 0 0 1 1 
3 3 0 0 3 3 
1 1 0 0 1 1 
2 2 0 0 2 2 
3 3 1 1 2 2 
1 1 0 0 1 1 
1 1 0 0 1 1 
1 1 1 1 0 0 
1 1 0 0 1 1 
1 1 0 0 1 1 
2 2 0 0 2 2 
2 2 0 0 2 2 
2 2 0 0 2 2 
1 1 0 0 1 1 
1 1 0 0 1 1 
3 3 1 1 2 2 
1 1 0 0 1 1 
2 2 1 1 1 1 
4 4 0 0 4 4 
1 1 0 0 1 1 
1 1 0 0 1 1 
2 2 0 0 2 2 

2 2 0 0 2 2 

1 1 0 0 1 1 
1 1 0 0 1 1 
2 3 1 1 1 2 
1 1 1 1 0 0 
1 1 0 0 1 1 
1 1 0 0 1 1 

17 22 0 0 17 22 

1 1 0 0 1 1 
1 1 0 0 1 1 
1 1 0 0 1 1 
1 1 0 0 1 1 
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3 3 0 0 3 3 
1 1 0 0 1 1 
1 1 0 0 1 1 
2 2 0 0 2 2 
1 1 0 0 1 1 
1 1 0 0 1 1 
1 1 0 0 1 1 
7 7 0 0 7 7 
1 1 0 0 1 1 
3 3 1 1 2 2 
1 1 0 0 1 1 
1 1 1 1 0 0 
1 1 0 0 1 1 

MedDRA/J Version 27.0
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1.4.1.2   
 

 46  54  PMDA   
OHSS  2  2  10  

5  5
 1

 1.4.1.1
 

42  49  OHSS 42  
42  3  3  1  1  

    
1   

OHSS 42
OHSS

1.4.1.3
 

3
1 1

8 12
1

8
3 1

OHSS  

OHSS
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1 
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0 
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0 
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2 
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0 
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0 
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4 
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0 
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0 
1 

1 
0 
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0 

0 
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0 
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1 
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0 
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1 
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1 

3 
3 
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4 

4 
5 

8 
8 

0 
44

 
0 
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0 
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0 

0 
0 

0 
0 

1 
0 

1 
0 

0 
0 
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0 

0 
0 

0 
0 

1 
0 

1 
0 

1 
3 

3 
7 

4 
4 

5 
8 

7 
0 

42
 

0 
0 

0 
0 

0 
0 

0 
0 

0 
1 

0 
1 
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0 
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0 

0 
0 

0 
0 

0 
1 

0 
1 

 
 

 
 

 
 

 
 

 
 

 
 

M
ed

D
R

A
/J

 v
er

si
on

27
.0

 
 1

20
16

9
20

20
17

3
19

 
 2

20
17

3
20

20
17

9
19

 
 3

20
17

9
20

20
18

3
19

 
 4

20
18

3
20

20
18

9
19

 
 5

20
18

9
20

20
19

9
19

 
 6

20
19

9
20

20
20

9
19

 
 7

20
20

9
20

20
21

9
19

 
 8

20
21

9
20

20
22

9
19

 
 9

20
22

9
20

20
23

9
19

 
10

20
23

9
20

20
24

9
19

 
11

20
24

9
20

20
24

9
27

Global Version ID: 78691_6614420_9991514



31 

1.4.1.3   
 

 

 

 
 

OHSS  

OHSS 64 64
42 42 22 22

64 16 47
1  

1  7
8

8  

 
 7 10 1   

 

 
 1  

2  
3  
4  5  6  7  8  9  10  

 1 9 17 3 12 5 9 8 64 

          

/100,000  

         

 

OHSS 6 9
3 1

1
OHSS

OHSS
OHSS

 

OHSS

OHSS
OHSS
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2022 4 10
PMDA

OHSS
OHSS 2023 3 10

 

OHSS

 
 

/  

/ 6 8
2 1

 

2 1
2 1 1

1

8

 

/
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 1.4.1.4   
 

5
OHSS 64 44 34

16 10 7 OHSS

 

2023 11

 

 

 1.4.1.5   
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1.4.2   
 

 
250μg 419

12  

OHSS 3.10% 13/419
/ 0.24% 1/419 2

1 OHSS

 

 

419
15  

17 4.06%
17/419 OHSS 13

3.10% 2 0.48% 1
0.24%  

OI III EMR701173_002
III 38.89% 21/54

OHSS 8 14.81% 5 9.26% 3 5.56%
2 3.70%

1 1.85% III
OHSS 1 1.85 %  

ART 4.06% OI 
1.53%

III 

III 
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 12  
 

 250μg  

 419  

 
  

  

 - - 

OHSS 0 0.00  13 3.10  

OHSS  0 0.00  0 0.00  

 0 0.00  0 0.00  

/  0 0.00  1 0.24  

 - - 

 0 0.00  0 0.00  

 0 0.00  0 0.00  

 0 0.00  0 0.00  

MedDRA SMQ
 

 OHSS PT  
 OHSS OHSS  
 SMQ  
 / SMQ SMQ

SMQ  
 SMQ SMQ

SMQ SMQ SMQ
SMQ SMQ  

 PT PT  
 SMQ  
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 15  
 

 250μg  

  

 419 

 17 

 4.06% 

             ( ) 

 1 (0.24) 
  1 (0.24) 

  1 (0.24) 
  1 (0.24) 
  1 (0.24) 

  2 (0.48) 
  2 (0.48) 

  13 (3.10) 
  13 (3.10) 

   MedDRA/J version (27.0) 
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1.4.3   
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 13  
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1.4.4   
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 14  
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1.4.5   
 

15 65
 

0.48% 2/419
419 OI

202 10.89% 22/202
19

4 1 ART
129 20.16% 26/129

13.18% 17/129  

 

 1.4.6   
 

 8  

 
 8   

 
   

 

 

 

1.4.7   
 

PBRER  

PBRER

 
 

 
3

 

3 1

 

2

1
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2023 11

 

 
SMQ  
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 9 318 501

 

 
 9 SMQ   

  
 107 

 90 
 87 

 71 
 49 

 48 
 14 

 13 
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 6 
 3 

 1 
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1  10

10
10 2023 11

2023 11
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2023 1 11
1 137 / 2023 12

2024 9 82 / 2023

31 15
29 9

10 9 10
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PT 
20 
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1.4.8   
 

38 54 OHSS 42
 

OHSS
OHSS

OHSS
2022 4 10

PMDA

64 64
8

 

37 51 5 5
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1.5   1.5.1   
 

 

 250μg 419
OI 89.29%

175/196 OI 
100% 6/6 OI 202 

0.00% 0/202 11.88% 24/202  

OI hCG

OI 3.96%
8/202

hCG hCG
hCG hCG

OI

hCG
hCG

 

ART 217   
6.7  5.1 

177 6.8  5.2 40 6.5  
4.8 ART 217 

6.45% 14/217 16.13% 35/217  

 1.5.2   
 

 

 1.5.3   
 

14  

 1.5.4   
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 1.5.5   
 

 250μg

 

OI 202 
89.60% 181/202 III 
EMR701173_002 96.3% 52/54 

EMR701173_002
III EMR701173_002

90%
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1.6   
 

 

 1.6.1   
 

 

 1.6.2   
 

 

 1.6.3   
 

 

 1.6.4   
 

 

 1.6.4.1   
 *  

* 6.1 2024
9  

 
 

OHSS)
 

 
 

OHSS)

 

 
 

 

/
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1.4.8 

 

 1.6.4.2   
 

* 
 

* 5 2019 8
 

 
 

 
MS200113-0003  

  
1.4.2 

 

 

 

 1.6.4.3   
 

 

* 
 

* 5 2019 8
 

 
 

 
MS200113-0003  

  
1.5.1 
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* 6.1 2024

9  
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