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2022-36 , 2022. 5. 10.) .

                                         2022 10 12

.

1 5 5.10. “ ”  “

.” .

2 3 3.1. Ⅱ  “ 100 mL 

.” “

.” .

2 4 4.1. Ⅱ  “

.” “

” .

2 6 6.1. Ⅱ  “ ( )點眼劑
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.” “ ( )點眼劑

, 

.” .

4 “5) ” “6) ” 

“7) ” “8) ” , “9) ” “5) ”

, “10) ” “6) ” , “7) , ,   

.”  .

4 “ (75 100) 50mL→

” “ (75 100) 5mL ”→

, “ B (C36H30O16) (mg) = B

(mg) × S

T ” “ B (C36H30O16) (mg) = B

(mg) × S

T × 10” .

4 “15 20 cm” “15 25 cm”∼ ∼ 

.

4 2) “ · · · (10 

: 4 : 4 : 0.5)” “ · · (20 : 10 : 1)” ,  

“ ” “ ” .

4 “15 20 cm” “15 25 cm”∼ ∼ 
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.

4 “1) ” , “2) ”

“1) ” , “3) ” “2) ” , “4) ”

“3) ” , “5) ” “4) ” , “6) ” 

, “7) ” “5) ” , “8) ” “6) ” , 

“9) ” “7) ” , “8) ,   

.” .

4 “1) ” , “2) 

” “1) ” , “3) ” “2) ” , “4) 

” “3) ” , “5) ” “4) ” , “6) ” 

, “7) ” “5) ” , “8) ” “6) ”

, “9) ” “7) ” , “8) ,   

.”

.

4 “2) ” , 

“3) ” “2) ” , “4) ” “3) ” , 

“5) ” “4) ” , “6) ” “5) ” , “6) 

  

.” .

4 “4) ” , 

“5) ” “4) ” , “6) ” “5) ” , “7) 
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” “6) ” , “8) ” , “9) ” “7) 

” , “10) ” “8) ” , “11) ” 

, “12) ” “9) ” , “13) ” , “10) 

, , 

.” .

5 “34. ” “34. ”

, 34. ( 34. )

.

주사제용고무마개시험법34. 

 (

) . 

.

용출물시험 1) . 100 ± 10 

cm2 ( 100 cm2

 ) 1 cm2 2 

mL . 
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20 30 121 ± 2 , 30 ∼ ℃

. 

. 

30 

    . 

200 mL . 

. , ) 

 .

   가 탁도)   

. 

   제 법 육안법1 

 II . , 

III .

   제 법 광전광도법2 

. 

I, II, III 

IV  3, 6, 18 30 NTU . 

6 NTU . 

, 
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18 NTU . 

  )  O 3 mL 97 mL

. 15 25 mm∼ 

, 40 mm 

, 

. 

   )  20 mL 0.1 mL

0.01 mol/L 

. 

0.01 mol/L . 

. 

. 0.01 mol/L 

0.3 mL , 

0.01 mol/L 0.8 mL

. 

   : 50 mg 0.02 mol/L ◦ 

4 mL (96) 20 mL

100 mL .

   )   4 . 2

0.0 mL 1 mL 0.002 mol/L 20.0 



- 9 -

mL 3 . 1 g

0.25 mL 0.01 mol/L 

. . 

0.01 mol/L 3.0 mL 

. , 0.01 mol/L 

7.0 mL .

   )   5 

. 0.45 m mLμ

. 1 c

m 220 

~ 360 nm 0.2 . , 

4.0 . 

.

   )   5 mL 14 mL . 1 mo

l/L 15 mL

. 0.3 mL

. [1 ppm

(NH4+)] 10 mL 5 mL

0.3 mL . 

5 

( (NH4+) 2 ppm).
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   : 11 g ◦ 

(II) 15 g 100 mL . 

25 % .

   )  20 ± 

2 cm2 100 mL 2 w/v% 

50 mL . 2 w

/v% 50 mL 0.154 mg

. 

. 50 

mL

. 20 ~ 30 121 ± 2 ℃

, 30 . 30 

.

생물학적반응시험2)   

(in-vitro) (in-vivo) . 

.

가 시험관 내 시험  ) (in-vitro)

  , 
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1 mL 0.1 g . 

. 

  시험법

  (1)   

  (2)   0.1 % 0.25 % 

   L-929 (ATCC CCL1, NCTC 

929; 

) . 

(10 

vol%) . mL 105

. 80 %

4 6 %, 36 38 ∼ ∼ ℃

24 . 

.[ : 

.]

    (0.9 % 

) . 

. 37 ℃

24 . 

  장치  
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    , , 

20 121 ± 2 ℃ ℃

. , 20 ℃ 

. 

    50 70 ± 2 ∼ ℃ ℃

.

   37 ± 1 5 ± 1 % ℃ 

. 

    

. 

. 50 75 m∼ μ

. 

(polytef) .  

    

, . 

, 

. 48 

. 

  조작법 
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    ) .

    

(0.9 % ) 

. [ : 37 24 ℃

. 

.]

  1 

.

    100 mm2

. 

   .

    .

   7 mL

60 mm . 

2 % 

. [ : 

. 

.] , 
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. 3 

. 4 6 %, ∼ 

36 38 24 . ∼ ℃

, 

. 

   ( ) 0 4∼ 

( 1) . , 

. 

0( ) , 

3( ) . 

2( ) . 

. 

  1. 
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0
.

1
.

2

, 

0.45 cm 

. 

3
0.45 1.0 ∼ 

cm . 

4
1.0 cm 

.

  2   

. 

    100 mm2

. 

   .

   .

    2 mL

35 mm . 

0.8 mL . , 

. 4 6 %, ∼ 

36 38 24 . ∼ ℃

, 
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. 

    . 

2( )

. 

.

  3   -

. 

  

(0.9% )

. mL 

0.1 g . 

. 4 6 % 24 ∼ 

. 

36 38 . ∼ ℃

   .

    . 

.

   2 mL

35 mm . 

, 
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. 

(100 %) 2 . 

25 % 2 

. 4 

6 %, 36 38 48 ∼ ∼ ℃

. 

. 

   , 2

. 2(

) . 

. -

.

  2. 



- 18 -

0 
; 

.

1

20% 

, .

2

50% 

. 

, 

. 

3
70% 

. 

4 .

나 생체 내 시험  ) (in-vivo)

  

. 

, 

mL 0.1 g . 1 

2 .

  . 

   . 

  

.

    

.
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  , 50, 70 

121 . ℃ 

    ( ), 0.9 % 

. 

  (19 : 1)・

  400 ( )

  ( ) ( ) 

  ( )

  ( )

  [ : ( ) ( ) 

. 

. 

0.2 mL 10 24, 48, 

72 . 3

. (30 ) 

(18 )

0.5 1.0 10 mm

 . 

. 

.]
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  3. 1)

0

( ) 1

2

- 3

( ) - ( ) 4
2)

0

( ) 1

( ) 2 

( 1 mm ) 3

(1 mm ) 4

 1) Draize JH, Woodward G, Calvery HO. Methods for the study 

of irritation and toxicity of substances applied topically to the 

skin and mucous membranes. J Pharmacol Exp Ther 

1944;82:377 390.–

 2) ( ) 

.

   .

    ) . 
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    ) . 

    ) . 

  

, , . 

( , 

). 

.

  , 

. [ : 

.]

조작법  

  

. 4

. 

100 mL

70 mL . 30 

. 50 

. [ : ℃

, 

.]
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20 mL . 

. 

20 mL . 121 , 60 ℃

, 70 , 24 , 50 , 72 ℃ ℃

. 

. [ : 

. 

. 

. 

.

  , 20 , ℃ 

. 20 30 24 ∼ ℃

. 

, , , 

, .

4. 1)



- 23 -

20 mL

< 0.5 mm
120 

cm2

5 × 0.3 

cm

0.5 ~ 1 mm
60 

cm2

, 

> 1 mm
60 cm2 5 × 0.3 cm 

> 1 mm
25 cm2

2)

 1) 

1 mL 0.1 g .

 2) .

  1   

. 

.

    17 23 g∼ 

 . . 

. 

    

. 5 

5 . , 
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400 g 

4.1 mL 

200 mg .

  5. - 

kg 
50 mL IV 

· (96) 

(19:1) 
50 mL IV

400 10 g IP

( )

50 mL IV

50 mL IP

50 mL IP

  IV : ( )

  IP : ( )

  , 4 , 

24, 48, 72 . 

. 2 

, 

2  , 2 g 3 
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. 

, 1 

10 

. 10 

. 

  2   

.

. 

. 

    

. , 

. 

.  . , 

. 

, 

. 2 

, 6

. , 400



- 26 -

1 g  7.4 

mL 120 mg

. 

  6. 

( L)μ

5 200

5 200

  

   , 

. , 

. 24, 48 72 

. 3

. 

. (24, 

48 72 ) . 72 

. 12(2 

× 3 × 2 )

. 
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1.0 

. 

3 . 

1.0 .

기능시험3) 

  . 

. 

  , , 

. 0.8 mm(21 )

( 12 ± 2°)

. 

   )   10 

. 

± 0.25 N 10 N .

   )  12 

4 mL , 

16 . 

, 12 . 
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1 mL

1 mL . 

4 . 

. 0.5 mμ

5 . 

50 mμ

. 

.

   )   10 

. 10 . 

0.1 % 

10 27 kPa . 30 

. 

. 
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6 16. 4 4.3

.

시험방법의 분류 4.3 

  ( , )

, 

. 4

.

   1) 

   2) ( )

   3) ( )

   4) ( )

6 16. 5 5.5 , 

5.2 5.4 .

정량시험 낮은 농도 예 순도시험의 정량시험 등 5.2 ( , : )
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○

-○

○

(LOQ)
○ - 

정량 및 한도시험 높은 농도 예 함량 용출시험 등5.3 ( , : , )

○

○

○

한도시험 정량한계와 근접한 기준농도5.4 ( )

○ -

(LOD)
○ - 
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1 ( ) 3 .

2 ( ) 

. 

3 ( , ) 

5 34 「

· · ( 2021-90 , 2021.1」

1.11.) 7 2 4) )(6)

, .


