
140

  

 PIC/S GMP 1

GMP 1.

27-2 2

27-2

55
2 7

3 2.

GMP

/

(PIC/S)

GMP 3.

PIC/S PIC/S

PIC/S

(PMDA 4 ) PIC/S

113 7 10

PIC/S GMP
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(Large Volume 

Parenteral) LVP 100 7
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 GMP 

/

PK

PIC/S

 GMP 

GMP

PMDA

 G M P P I C / S

PMDA

1 PIC/S GMP

   PIC/S

(The Pharmaceutical Inspection Convention and 

Co-operation Scheme)

GMP PIC/S GMP
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102 1 1 PIC/S PIC/

S GMP PIC/SGMP

PIC/SGMP

PIC/S GMP

PIC/

S GMP

PIC/S GMP

467

20140829

71 GMP

500

77 211

84

96 GMP

PIC/S GMP

104 1 PIC/S GMP

99
35

PIC/S GMP

PIC/S GMP 2~3

102 1 1

43 113 4 9 PIC/

S 52

PIC/S GMP

104

3 16

99 1 1 PIC/

S GMP 103

PIC/S GMP 155

155 99+35

GMP

https://www.fda.gov.tw/tc/faqContent.

aspx?id=1037 113 7 17

 PIC/S GMP
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PIC/S

PIC/S GMP

99 PIC/S GMP

99 53 102 125

PIC/S

GMP

GMP

113 7 17

10

2 27-2

   27-2

104 11 17

27-2

2

2

PIC/S

4

PIC/S

3
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PIC/S

112 7 17

112 11 1

481 117 34

 

27-2

112

11 1 481 24

456 ~467 12

3 55
2 7

   55

2

PIC/S GMP

113

5
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500 mL

296.7 / 57.55 /

1L 9.4 /

113 7 16

633 253.1 /

+

113 7 15 375

847 113 7

10 16

113 7 16
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4

Pharmaceuticals And Medical Devices 
Agency  PMDA

   2004 4 1

-

Pharmaceuticals And Medical Devices 

Agency  PMDA PMDA

Ministry of Health, Labour and 

Welfare,  MHLW

MHLW PMDA PMDA

GCP GMP
MHLW

PMDA

(Guideline)

PMDA

(Office of Generic Drugs)

PMDA

2004

2021 4 995

 PMDA 129
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Pharmaceutical and 

Medical Device Act  PMD Act

2014

Act on the Safety of Regenerative 

Medicine  ARSM

(PMDA)

129 2021

9 10 PMDA

112/08/01~112/08/04

112/12/15 PMDA

AA4582

https://www.ubi-

pharma.com/data-170041 2024 7

16
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