N3onatop nonoxurtenobHoro aasneHna CIVAS-Assist
TexHn4yeckne xapakTepucTmKu

Anmartbl (727)345-47-04
Anrapck (3955)60-70-56
ApxaHrenbck (8182)63-90-72
AcTpaxaHb (8512)99-46-04
BapHayn (3852)73-04-60
Benropop (4722)40-23-64

BnaroselyeHck (4162)22-76-07

BpsiHck (4832)59-03-52
BnagmsocTok (423)249-28-31
BnaaukaBkas (8672)28-90-48
Bnagumup (4922)49-43-18
Bonrorpag, (844)278-03-48
Bonorga (8172)26-41-59
BopoHex (473)204-51-73
EkatepuHbypr (343)384-55-89

Poccus +7(495)268-04-70

Mo Bonpocam npogax n nogaepXkn obpaljanTtecs:

MBaHoBO (4932)77-34-06
Wxesck (3412)26-03-58
WpkyTck (395)279-98-46
KasaHb (843)206-01-48
KanuHuHrpap (4012)72-03-81
Kanyra (4842)92-23-67
KemepoBo (3842)65-04-62
Kupos (8332)68-02-04
KonomHa (4966)23-41-49
Koctpoma (4942)77-07-48
KpacHonap (861)203-40-90
KpacHosipck (391)204-63-61
Kypck (4712)77-13-04
KypraH (3522)50-90-47
Juneuk (4742)52-20-81

KasaxcTtaH +(727)345-47-04

MarnuTtoropck (3519)55-03-13
Mocksa (495)268-04-70

MypmaHck (8152)59-64-93
HabepexHble YenHbl (8552)20-53-41
HwxHuin Hoeropog (831)429-08-12
HoBoky3HeLk (3843)20-46-81
Hosbpbck (3496)41-32-12
HoBocubupck (383)227-86-73
Omck (3812)21-46-40

Open (4862)44-53-42

OpeHbypr (3532)37-68-04

MeHaa (8412)22-31-16
MeTposaBoack (8142)55-98-37
lMckos (8112)59-10-37

Mepmb (342)205-81-47

Benapychb +(375)257-127-884

PoctoB-Ha-[loHy (863)308-18-15
Ps3saHb (4912)46-61-64

Cawmapa (846)206-03-16
Cankr-lMeTepbypr (812)309-46-40
CaparoB (845)249-38-78
CeBactononb (8692)22-31-93
CapaHck (8342)22-96-24
Cumdpeponons (3652)67-13-56
CmoneHck (4812)29-41-54

Coun (862)225-72-31
Craspononb (8652)20-65-13
CypryT (3462)77-98-35
CobikTbiBKap (8212)25-95-17
TamboB (4752)50-40-97

Teepb (4822)63-31-35

Y36ekucraH +998(71)205-18-59

an.nouta: eib@nt-rt.ru || canT: https://envair.nt-rt.ru

TonbATTH (8482)63-91-07
Tomck (3822)98-41-53
Tyna (4872)33-79-87
TtomeHb (3452)66-21-18
YnbsiHoBCK (8422)24-23-59
YnaH-Yas (3012)59-97-51
Ydba (347)229-48-12
Xabaposck (4212)92-98-04
Yebokcapbl (8352)28-53-07
YenabuHck (351)202-03-61
Yepenosel (8202)49-02-64
Yura (3022)38-34-83
AkyTck (4112)23-90-97
HApocnasnk (4852)69-52-93

Kuprusums +996(312)96-26-47


mailto:eib@nt-rt.ru
https://envair.nt-rt.ru

ENVAIR

TECHNOLOGY

C I VAS 'ASSiSt Clean Air & Containment

POSITIVE PRESSURE ISOLATORS

Safe aseptic .
handling of h
pharmaceutical -

Our range of positive pressure isolators have been
designed for pharmacy routines requiring the
aseptic handling of pharmaceutical products in an
EC GMP Grade A environment with a degree of
operator protection.

They are widely used in NHS hospital pharmacies
for CIVAS (Central Intravenous Additive Service),
TPN compounding and bagging, preparation of

IV solutions and eye-drops, ampoule filling, etc.

Positive pressure isolators for aseptic handling of
pharmaceutical products

KEY FEATURES

* Positive pressure for product protection

® EU GMP Grade A unidirectional airflow work area for aseptic work and product protection

* Transfer chambers with electromagnetic timed interlocks and high air change rates for total suppression of

airborne contamination during material transfers in and out, and for rapid evaporation of disinfecting agents
» Automated pressure decay leak test for indicating results and monitoring trends
® PLC controls for easy setup, operation and maintenance
® Good access to all potentially contaminated areas to facilitate cleaning
* Safe to change primary exhaust HEPA

® Two and four-glove models available
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MODEL MODEL DESCRIPTION C (mm) Wt (kg)

2G2R (1.2m) | Two glove ports, two transfer chambers. 2424 1340 1100 500 900

Recirculates air back to room.

2G2R (1.5m) | Two glove ports, two transfer chambers. 2742 1660 1420 550 1000

Recirculates air back to room.

4G2R (1.8m) | Four glove ports, two transfer chambers. 3022 1940 1655 580 1000

Recirculates air back to room.
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: ENVAIR
CIVAS 'ASSISt TECHNOLOGY

POSITIVE PRESSURE ISOLATORS

STANDARD SPECIFICATION UPGRADES
Main chamber ® White polyester coated stainless steel internally ® Optional 316L stainless steel polished
¢ Unidirectional airflow (vertically downwards) - 0.4 m/s +/- 20% internally
® Downflow air change rate indicative 1800 air changes per hour
® 316L stainless steel removable dished worktray
Transfer devices e Two D type double HEPA filtered transfer chambers with electromagnetic * Optional arrangement with one
interlocks on adjustable timers, footswitches for inner doors and sliding trays transfer chamber only
e High air change rate indicative 2500 air changes per hour ° thion for electricall'y actuated sealing
T lids for fully automatic pressure decay
® Manual sealing lids for automated pressure decay leak test leak test
* White polyester coated stainless steel externally and internally « Optional 316L stainless steel polished
internally
Stand ® Polyester coated mild steel table frame with adjustable levelling feet or  Optional ‘Vari-Height' electrically operated
lockable castors support frame
Access e Large opening acrylic visor, supported by gas springs in the open position, * Optional elliptical ports or other port
and complete with bonded 300 mm diameter sleeve ports diameters upon request
e Fabric lined polyurethane sleeves, safe change cuff-rings and all associated e Alternative two part safe change cuff
O-rings for the Envair ‘safer aseptic glove change’ when used with system available
sterile-wrapped, beaded, powder-free gloves suitable for cytotoxics
Controls and ¢ PLC control system with touch control membrane and password protection for ® Optional fully automatic pressure decay
electrics different levels of access control leak test includes electrically actuated
® Touchscreen HMI displays critical operating parameters and interlock controls and sealing for transfer chambers and high
status at all times level exhaust
¢ Digital display of transfer chamber pressure * Optional alternative electrical supplies —
¢ Internal pressure (Pa), Downflow Velocity (m/s), HEPA filter differential (Pa) and to be specified by purchaser
Total Air Change (TAC/Hr) displayed
e Automated (prompted) pressure decay test
e Latched audible and visible alarm for internal pressure and downflow air change rate
failure and for transfer chamber door not closed. Alarm mute.
® Mains fail back up for alarms
e LED lighting providing <750 Lux at the work surface
e Electrics designed for 230v/50Hz1Ph supply
Airflow and e The primary exhaust HEPA filter underneath the work tray filters the air leaving
filtration the work area before being exhausted back to the room through the double
HEPA filtered transfer hatches
e The primary exhaust HEPA filter can be sealed and removed into a bag for
safe disposal
e Potentially contaminated airways and plenums are under negative pressure
o All HEPA filters H14 (BS EN 1822-1:2019)
Testing and ® DOP/particle counter test ports in visor of main chamber and in outer doors of
maintenance transfer chambers
¢ Maintenance from front and rear of unit with lockable front panel for control
hardware and downflow system
. J

OPTIONAL ® 316L stainless steel polished internally and externally e CCTV monitoring and recording system
EXTRAS ® 13 amp single splashproof socket ¢ Vapour phase hydrogen peroxide biodecontamination system

® Service taps * Glove sleeve leak test disc with digital manometer
¢ Cable gland for computer connection e Validation with documentation for IQ/OQ including FAT and
¢ Sealed computer screen in rear wall of main chamber SAT, or to full GAMP
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C I VAS 'ASSiSt Clean Air & Containment

POSITIVE PRESSURE ISOLATORS

Optional screen in rear wall Transfer chambers

STANDARDS COMPLIANCE

BS EN ISO 14644, EU GMP, BS EN 1822 (HEPA FILTERS), IEC 61010-1:2001 (ELECTRIC WIRING),
'PHARMACEUTICAL ISOLATORS’ PHARMACEUTICAL, PRESS 2004

QUALITY STATEMENT

Envair Technology provides world class design and manufacturing expertise for a full portfolio of clean room and
containment solutions. We work with healthcare, pharmaceutical and laboratory facilities around the world, to protect
the safety of teams handling hazardous compounds and maintain product integrity. Our engineers and production
team are committed to the highest standards of excellence, meeting the requirements of ISO 9001:2015. We provide
a comprehensive maintenance, testing and parts service for all our products, to ensure a lifetime of trouble-free use.
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