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$HUASDHINIVT

isalation valve system SKS

actuator for
opening and
closing the
valve disc

Glatt Isolation Flap System SKS

centering/ passive
locking pins [ valve

valwe
locking actuator
static seal (EPDM)

inflatable seal
(inflatet)

PSL Charge Point
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Table IV. Benchmarking survey results of verification assessments from 16

pharmaceutical companies

Control Technology

Expected Range (ug/m?)

General Ventilation

>100, >10,000

LEV (elephant trunks)

>100-5000, 500-1000, >1000

Engineered LEV
(enclosures)

>20, >30, 100-5000

Down-Flow Booths

1-20, 10-20, 300-500, 100-1000

Engineered Hoods

>20, 100-1000

Ventilated Enclosures

>1,100-1000

FIBCs (w/o enclosures)

1, 1-20, <100, <200, 100-5000

FIBCs (w/ enclosures)

1-20, 25, 10-1000

Continuous Liners

1, 1-5, 10-100, 50-100, 100-1000

Split-Butterfly Valves

1, 1-10, 1-20, 10, 10-20

Isolators/Glove Boxes

0.01, <1, <1-10, <10

Barrier Isolators (filling) 0.1

Bag w/in bag 1, <10, 1-20
Charging Canisters 1-20

Direct Connections 10

Vertical Process Trains 1-20, 10
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BEDIUT/HSEXIE. HUADMRZETEMAIVEBEThDI LR
BELTLS, A TEIM#ElZT LS, FILAHERBNIRTEMAST
cid. R, EBHSNhEL,

2 [E : COSHH Regulation 2002( EEMEEEMA )R EE

REMNICEIRNETHSMRY, BEICEFTLMEICHTIHERXREOREOMIE
FEGEYLERR. REEDREBLUNDFRICIVRIEETNESTIEILES L
(XRHNTEVEEEVRFERE. EVWVDSELEZIHHIDIE. ThOSHRLE
MEENTLBEHTY)
So far as is reasonably practicable, the prevention or adequate control of
exposure of employees to a substance hazardous to health, except to a
carcinogen or a bhiological agent, shall be secured by measures other than
Q\e provision of personal protective equipment. /
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@ m GUIDELINE TO THE INSPECTION OF HORMONE
PRODUCT MANUFACTURING FACILITIES

Working document QAS/08.256
February 2008

Figure 2. Safe change filter by-pass arrangement
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