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Mix-Up  .
.

:

(Material Flow)
(Process Flow)

21CFR211.42

 .

 .

 (First In-First Out )
 .
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QC  .  (Rejected

.
 .
MSDS

Safety

.

)
.  (... 

 (... )
.

.

.

 .

 (Recall)
.

:
 Active Ingredients 

 Excipient

 In Process Material

 Packaging Material

 Labels And Labelling

 Equipment

 Support System

Testing

Storage (Quarantine Release Rejection)

Receipt Sampling

. Mix-Up

Quarantined Approved Retested )

1

260  / 591 .  . 8  . 90 83



.

.
Scoop

scoop)
.(

.

First-expired-First-out (FEFO)

.(4.12WHO GSP)

 ( )
 .

)
(

Lot Number

 .

 . Lot

Seal

 .

 .

.

Regulatory requirements for
Incoming Goods and Dispatch

EU GMP GUIDE WHO GSP 21CFR

3.20 4.5; 5.3; 5.7; 7 211.80

. HVAC

.

 (...  )
.

.
SOP

.

.
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.

.

Risk based approach

.
 Quality Risk ICH Q9

 . Management

Globalisation

 ( )

European pharmacopoeia USP

Deep frozen -15
o
C to 0

o
C freezed -25

o
C to -10

o
C

Refrigerator 0
o
C to +6

o
C cold +2

o
C to +8

o
C

Cold +6
o
C to +15

o
C cool +8

o
C to +15

o
C

Room temperature

+15
o
C to +25

o
C __ __

__
Controlled Room 

temperature
+20

o
C to +25

o
C

__ Warm +30
o
C to +40

o
C

Figure 1: Pharmaceutical temperature specification

Who Good Storage Practice

Normal storage condition +15
o
C to 25

o
C (up to +30

o
C in exceptional cases)

Defined Storage Conditions 
(In Accordance With Declaration On Container)

Do not store above 30
o
C +2

o
C to 30

o
C

Do not store above 25
o
C +2

o
C to 25

o
C

Do not store above 15
o
C +2

o
C to 15

o
C

Do not store above 8
o
C +2

o
C to 8

o
C

Do not store above 8
o
C +8

o
C to 25

o
C

Protect form moisture
60% relative humidity under normal storage conditions; to 

be handed to the patient in moisture-tight container

Protect form light to be handed to the patient in light proof container

Figure 2: GSP temperature specification
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Sampling record  . Log book

:
)

 .
Aerosol Valves

.(

.

 .

.

1. Gausepohl CH. Mukherji P. GMP MANUAL: 
Good Manufacturing Practice Implementation. 
update07 Maas & Peither GMP PUBLISHING; 
2010: 11M-110.

2. WHO guidelines for sampling of pharmaceutical 
products and related materials, Annex 4 World 
Health Organization, Technical Report Seris, No. 
929, 2005. apps.who.int/prequal/info general
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