SO [ECH

CASE STUDY FILE: STERILITY TESTING

ISOSPHE

STERILITY TESTING ISOLATORS
WITH H202 DECONTAMINATION

CUSTOMER: FDA
APPLICATION:

cGMP sterility testing

FEATURES:

* C8 model 8’ with 4 gloves for sterility testing.
* C4 model 4’ with 2 gloves for sterility testing
* Iso5 unidirectional airflow.
* Lift system
* 316 stainless steel with tempered glass.
* Inflatable seal.
* H202 decontamination and integration.
* Millipore sterility pump integration
* Alpha Beta doors
* Allen Bradley HMI/PLC

ST

SPECIFICATIONS:

* H202 integration & faster decontamination cycle for both the C8 and C4
* Fast recovery rate.
* 1 PLC & HMI to control both the isolator and the H202 generator.
* H202 generator can decontaminate both the C8 and C4 units

* Turnkey solution: equipment integration, interfacing, start-up, training,
validation ( 1Q/0Q/PQ) for full cGMP compliance.

* C4 is mobile for materials transfer.
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Vertical unidirectional laminar airflow

(60 Feet/Min.@12 inches)

ALL TRANSFER CHAMBER DOORS MADE OF TEMPERED

GLASS WITH AN INFLATABLE GASKET.

LEFT TRANSFER
CHAMBER

WITH INTEGRATED
GLOVE PORT

INTEGRATED VHP
DECONTAMINATION SYSTEM

ELECTRIC OUTLET
115V./60Hz/6A.

8”INCH DIA. INLET PORT WITH
PNEUMATIC BUTTERFLY VALVE

ISOSPHERE

TECHNICAL DRAWINGS

6" DIA. INLET DUCT PORT WITH
PNEUMATIC BUTTERFLY VALVE

FRONT DOORWITH FOUR
10" GLOVE PORTS AND
GLOVE SUPPORT TOOL

3/4" TEMPERED GLASS DOOR
WITH INFLATABLE GASKET
FOR MAXIMAL DOOR SEALING

RIGHT TRANSFER CHAMBER

3/8" TEMPERED GLASS
SIDE WINDOW

HMI/PROGRAM ENCLOSURE MOUNTED
ON A STAINLESS STEEL ARTICULATED ARM
ALLOWING AN ERGONOMIC DISPALY POSITION
(HMIDISPLAY 8"x 10")
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8x STAINLESS STEEL
CASTER WHEELS



