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.

) (Active ingredient)
 (...  Surfactant agent

 .
(Finished product)

 .

Inhouse

.

 1

 (color) (solubility)

 .
(Identification )

(specific optical rotation)
 (water) (related substances)

(assay)
(res idual  solvent )

(heavy metals)
(particle size by lazer light diffraction)

(particle size by microscope)
.(1) 

 2
 ...  

(acidity) (solubility)
(chloride) (distillation range)

(water )
(high boiling matter)

(chromatographic purity)
.  (assay)

(Appearance)  1

.
(Net weight)  2

.
 3

(Weight of individual container)

.(1)
 4

(Average weight of metered dose)

.(1)

238  / 990



 .  . 10  . 88 83

 5
(Number of delivered dose)

.
 (pressure test)  6

 .
 50 - 75psi CFC

.
(leakage test)  7

 12  
 .

 3/5  

 5 
.(1)

 8
(particulate matter)

 .

 .
 50 

 50 40 20 
 10 

 40-60 )
 95   (

 .

 .  40
 100 

.(1)  50 
 9

 5  
 .

 40  
 95  .

 2/5  
 5   2/5  5  

.(1)
 10

(particle size by laser)

.(1)

:(water content)  1

 75ppm

.(1)
:(Identification)  2
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IR

. HPLC

 3
(Related substances)

HPLC HPTLC, TLC

 .

.(2)
 4

(assay/Puff)

 40   10  

 ... 
 .

 ( g)

.(2) 
 5

(assay/can)

 .
 -20oC

.(1)
(Deposition of the emitted dose)  6

 .

assay/puff

 .
 (1  )

.(2)

H B

 .
PVC F

A

PVC

 .

H D

glass impinger  1 
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 jet G  .
H spacer

H

.

Lit/min

60lit/min

 .

 .
 .  5 

Lower, Upper, Actuator

 .

.
(fine particle dose)  7

.(2 )

. cascade impactor

stage

stage stainless steel

.(2)

.
oring

 stage stage 0

 . filter

stage 0 stage 1, 2

Induction port

. stage 0

casade impactor  2 
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 .
 28/5  (Flow)

 .

Induction port

 .
 . stage

stage

 .

.(3 )
 8

(uniformity of delivered dose)

Dose unit sampling

 .(4 )

)
.(2) (

 3 
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pharyrixpharyrix

trachea & primary bronchitrachea & primary bronchi

secondary bronchisecondary bronchi

terminal bronchiterminal bronchi

alveolialveoli

alveolialveoli
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collection tube

 28/5 L/min

 30  .

waste shot collector

 5   .

. waste shot collector

 .
 .

 3  4 3

.

 .

.

1. According to Inhouse Standard (Cipla).

2. BP 2009.

Dose unit sampling apparatus for MDIs  4 
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