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The Good Automate anufacturing Practice
(GAMP) Guide for Validat of Automated
Systems in Pharmaceutical ufacture

GAMP 4 is the most widely used, intsrn
accepted, guideline for validation of xomputer
systems. The GAMP Guide is produced by ISPE an
the GAMP Forum.

GAMP 4 is intended for suppliers and users in
pharmaceutical manufacturing and related
healthcare industries such as biotechnology and
medical device.
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AIB American Institute o kinQg)

GMP
HACCP AlB
AIB Consolidated Standard for Food Safety
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http://mww.mhlw.go.jp/houdou/2004/11/h1102-§.ht
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FDA

578.450 Wheat Flour - Adulteratio
and Rodent Hairs (CPG 7104.06)

“REGULATORY ACTION GUIDANCE:
represents criteria for direct reference
ORA, Division of Compliance Manageme
Operations (HFC-210) and for direct citation\by
District Offices:

ith Insect Fragments

Examination of six 50 gram subsamples shows:

1. Insect fragments - an average of 75 or moye
insect fragments per 50 grams

2. Rodent Hairs - an average of 1.0 or more
rodent hair per 50 grams”™
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IBC

Intermediate Bulk Container

In Practice
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CTS(Containment Transfer System,
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584L.x990Wx1061H
(Heater)921Lx752 975Lx850Wx1100H 450Lx610Wx1040H
W1022H(Fan) (Heater & Fan) (Heater & Fan)

104 kg (Heater) 100kg Heater&Fan) 75 kg(Heater&Fan)
+113 kg (Fan) i +110ka( )
80 20*2=40 2 18/9(2

22 15 0.75
3600 @400Pa) 3000 @250Pa)
350 @6000m3/h) 200 @7800m3/h)
400-440 400-440 400-440V

60KVA)

800KVA)

700 1500 350 700
9 19 9 19
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History of Heat Treatment

Heat Has 1993 1994 1994 1994-98 1999 1999

Been Used Midwest K-State Early 25-30 Intreduction  K-State
Since the Floods Heat Adopters  Heat Treats of TecHeat Heat
Early 1900's Treat Begin Using per Year Food Treat
Temporary Heat Services

@;\ AAmachine, Inc.

/

| 560kwW
1,120kW

aggreko

processing
SERVICES




i@ AAAmachine, Ine.

m 30 40

B 40 60

i@ AAAmachine, Ine.

P I 2 e
TR ToH Toh ek e
i r [ e ] D
— le or
[~ L8R

23



@ AAAmachine, Inc.

40

@ AAAmachine, Inc.

Blower (2.2kw)
762W><921L
113 kg

990W <5841 > 1061H
104 kg
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DKP-100

DKP-80 | 80A
DKP-90 | 90A

DKP-100 | 100A
DKP-150 | 150A
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4.1.4 - Specific Design Requirements{or Sifters

4.1.4.1 Separate conveying air systems s
after an atmospheric sifter in the system.

| be provided before and

4.1.4.2 Sifters shall permit continuous discharge of tqili through
dust-tight connections to an enclosed container.

4.1.4.3 Sifters shall employ no rubbing action to facilitaté\product
flow.

4.1.4.4 Sifter screen frames shall be designed to prgvent
replacement in an improper position and shall be readily removable
for cleaning (

)

4.1.4.5 Sifter screens shall be minimum mesh to allow passage of
product.
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Pneumatic In-Line Screens
GUMP

..;

Ultra-High
Capacity In-Line Pneumatic In-Line
Pneumatic Screener Sifter
SINKA
SWECO
Kason
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/
BISSC BISSC BISSC 30
) ) ) Kw)
Great Western
Manufacturing ( BISSC 600
0.75
/ BISSC 1000
1.5
500
BISSC 1200 0.75
SINKA 3.7
800
Pneumatic In- |GUMP / BISSC 1350 0.5
Line Screens 37
Ultra-High 1219
Capacity In-Line BISSC 1525 15
Pneumatic Kason 7.5
AZO Reimelt
Buhler
Centrifugal ) Kason 2.2
Screener) 7.5

Mo B e
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621 .| 20 T/M
621 5 T/H
621 6 | %0 T/H-|
621 7 | 35\I/H

2 3.0 T/H

4 6.0 T/H
611 2 5.0 T/H
611 3 7.5 T/H
611 4 10.0 T/H
611 ) 12.5 T/H
611 6 15.0 T/H
611 7 17.5 T/H
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