PHAEDRA

RADIOPHARMACEUTICAL DISPENSING ISOLATOR
FOR VIALS AND SYRINGES

DESIGNED WITH THE OPERATOR IN MIND



PHAEDRA

RADIOPHARMACEUTICAL DISPENSING ISOLATOR FOR VIALS AND SYRINGES

The main chamber of Phaedra is
equipped with tele-pliers, which

allow for the manipulation of highly
radioactive pharmaceuticals in total
safety, as well as hand doors that enable
manual operations in compliance with
radioprotection standards.

PHAEDRA is a radiopharmaceutical dispensing
isolator fitted with class A chamber. The front door is
equipped with tele-pliers and doors through which the
radiopharmaceutical may be handled directly.

The 75 mm lead shielding makes it suitable for
dispensing high activity PET emitters, mainly managed
with the tele-pliers, while the hand door makes it
possible to act quickly inside the aseptic chamber
during consumable removal, cleaning and preparation
of the new batch, assuring a continuous production
process (back-to-back) with no need to open the front
shielded door. This approach enhances operative
speed while preserving operator exposure.

Ideal for aseptic dispensations of vials
or syringes in GMP field

Ergonomics and responsiveness thanks
to the combination of gloves for
manipulation and telepliers

Extraction system for vials and syringes
equipped with pass-through dose
calibrator

Compact solution also suitable for
small laboratories

Telepliers with QuickPlug system for
quick tight release

The Phaedra isolator

- ensures high ergonomics and operative rapidity
in pre-production stages (introduction of vials,
syringes and disposable in the aseptic area) and
post-production stages (removal of disposable and
cleaning)

- ensures flexibility during management and
extraction of final containers, either in vial format
or as syringes or cartridges, thanks to the new
universal extraction system equipped with integrated
calibrator

- makes significant productions possible with batches
of up to 20 vials (15 ml) even as a compact solution,
only 175 cm wide

- ensures safe recovery of the pharmaceutical in
the event of emergency or malfunction, thanks to
the possibility of access with one's hands with no
need to open the front door (the aseptic condition is
ensured by the presence of gloves and intermediate
isolation door)

- lets operators easily manage manual production
processes in case of loading syringes for C11
injections, production of short half-life radio-
pharmaceuticals or test productions and R&D

- is connected to decontamination systems with
hydrogen peroxide (VPHP) either integrated by
Comecer, or by third parties, with the option of
activating “rapid gassing” cycles thanks to direct
injection in chamber

- ensures easy operation thanks to a user-friendly
touch screen interface, integrating dispenser and
dose calibrator controls

- maintains the utmost compatibility with GMP lines.

GMP COMPLIANCE - FROM START TO
FINISH

Class B pre-chamber, Class A chamber with laminar
flow, CFR21 PART 11 control system, an independently
shielded and isolated solid waste system, a vial/
syringe extraction system equipped with double
isolated chamber and more...

EASE OF USE - DESIGNED WITH THE OPERATOR IN MIND

The main chamber of Phaedra is equipped with tele-pliers, which allow for the manipulation of highly radioactive
pharmaceuticals in total safety, as well as hand doors that enable manual operations in compliance with
radioprotection standards.

Class A Chamber

Shielded glass
window
Glove flanges
rand doers QuickPlug Teleplier
QuickPlug sealing bellows
Teleplier System

THREE IN ONE - IDEAL FOR LABS THAT NEED TO DISPENSE VIALS,
SYRINGES AND CARTRIDGES

Equipped with a universal extraction system for the transfer of vials, syringes and cartridges. Compatible with all
Comecer radiopharmaceutical dispensers.

VIALS SYRINGES CARTRIDGES




FEATURES AND BENEFITS

Features and Benefits

- Material introduction prechamber (airlock) complying with Class B "At rest” (EEC-cGMP) and equipped with handling gloves

- Dispensing chamber complying with Class A "At rest” (EEC-cGMP) and equipped with laminar flow over the entire area

- Waste compartment complying with Class B "At rest” (EEC-cGMP) equipped with front door

- Universal extracton system that enables the transfer of vials or syringes from inside the cell to the external environment while keeping the work
chamber class unaltered

- Compatible with all the Comecer Radiopharmaceutical Dispensers

- Shielded and hinged front door of the main chamber equipped with glass and hand doors for manipulation

- Tele-pliers with special "QuickPlug” system in the main chamber for high sensitivity and precision-movement handling

Equipment lines
The machine is available in different equipment lines to fulfil the requirements of any production centre.
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Shielding (mm Pb) 75 7l 75 75 75 75 75
“Class B" material introduction side pre-chamber | S 5 S S S L 5
Solid waste compartment | - - S i - S S
Dose calibrator S S 5 S 5 5 5
Pass through dose calibrator = S 5 5 s S =
Sliding tray (o] o o [0} (o] o o
Smart Gelger (internal environmental monitoring system) | (o] o] o] [e] (o] o o]
Automatic Bubble Point Test® - - = S S 5 S
Drawing System _ _
Universal Drawing Systemn | 5 | = | = = | = | = | S
Universal Drawing Systemn with integrated Pass Through
: S 5 = S 5 =
Calibrator
Final product extraction position | |
Fron{ Draw_fa'ng Sysfer_n drawer opening | S | S | S S S S S
Rear Drawing System drawer opening (8] 9] (o] (o] o
Side Drawing System drawer opening o] (o] | o (e} | o o (o]}
Dispenser set-up | | | | | |
CLIO dispensing systemn set-up | - | - | - - | - _ S | -
ARGO dispensing system set-up = = E - S = =
ARGO+FORMULATION dispensing system selt-up - - - s - - -
FEBO RP dispensing system set-up - - E - = = S
Shielded container
Shielded container mod, CF18 S S 5 S S 5 o
Shielded container mod. CF18-T (o] (o] o] o] | [0} | o o
Shielded container mod. 55C o o o = | i | i | s
Shielded container mod, S5CP (e} o o = =: S (o}
* For Comecer dispensers (not included).
Technicaldata 8= Standard; O= Option; R= Configurable when placing order
Support frame material Carbon steel treated with epoxy paints
External casing material | | AISI 304 - Scotch-Brite™
Working chamber material AIS| 316L - Mirror-Bright
Lead purity Title Pb 98% + Sb 2%
Electrical panel protection rating P | 54
Shielding (Pb) | mm | 75
Weight kg 8700
Internal pre-chamber dimensions mrn 555 x 740 x 495 (wx d x h)
Internal dimensions of the dispensing chamber mm 700 x 750 x 725 (w x d x h}
External dimensions mm 1800 x 1350 x 2400 (w x d x h)

Kontakt / Contact:

COMECER

WINKGEN MEDICAL SYSTEMS GmbH & Co. KG

: 2 / S Eichendorffstralle 3
COMECER S.p.A. - Via Maestri del Lavoro, 90 / s
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e ////A Telefon: +49(0)6441 / 381437 AR

b: +39 0546 656375 - f; +3% 0546 656353
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