“Hifc 9705

Liquid particle counting syster

Efficiency
and repeatability
with Accu-Swirl




The HIAC 970%ets new

standards for accuracy
and efbciency in the
detection of liquidborne
particles in bnal and
intermediate product, in
WFI /PW /DI waters and
other Ruids such
as those used for
precision cleaning and
formulation.

The HIAC 97@%
streamlined case
contains an innovative
sampling process that
delivers consistent
dispersion improving
repeatability
and reproducibility
of sampling.

Compendial testing at the push of a button

Rapid, efficient and consistent execution of final product tests
in the EP, USP, JP and KP compendia through the well-proven
PharmSpec software. Customize tests can be created through
the optional Procedure Builder function of PharmSpec.

Uniform Particle Dispersion: Accu-Swirl

In USP <788>, hand-swirling of the sample is recommended to
create a more homogenous suspension during sampling.
The HIAC 9705quid Particle Counting System introduces the
patent-pending Accu-Swirl" stirring mechanism, a revolutionary
noninvasive design for particle suspension. The possibility of exteah
contamination is greatly reduced because no stir bar is needed:
the Accu-Swirl" moves the entire bottle in an elliptical motion carefully
calculated to provide uniform particle dispersion. This motion
automates the hand-swirling stirring method specifically referenced
by USP <788>, improving repeatability and reproducibility of sampl@q
and freeing the user to accomplish other tasks during the sampling

process.

The Accu-Swirl works in combination with theHIAC 97@5unique sample
delivery system. To eliminate the potential for contamination after
samples have been taken, samples are septa-sealed for purity. Once
placed in the HIAC 970%e sample is drawn while the Accu-Swifl'is
in motion to ensure uniform particle dispersion. When the sample bide
is removed, the self-cleaning needle eliminates cross-contamination

between samples.

Bene ts

Q Full compliance: Supports USP, EP, JP, and KP test methods
for detection of sub-visible particles. Complete compliance to
21 CFR Part 11 can be achieved through the use of the

PharmSpec software.

Q Intuitive operation: Icon-driven operating system with touch
commands simpliPes operation.

Q Rapid Analysis: Execute both standard and compendial tests with
speed and precision. Use the built-in printer to record results.

Innovative sample delivery: Inverted position of the sampling bottle
optimizes the delivery of any particulate matter to the detector and

provides maximum use of the sample material.

Q




Accurate compendial testing at the a button saves test time
: .
Innovative Accu-Swirl ™ stirring m nlsm ensures uniform particle

dispersion and prevents Cross co

= : mpling system with small tare volume minimizes waste
and reduces sampling time

PharmSpec version 2 Software

USP, EP, JP and KP compendial kegtempendial tests from the USA, Europe,
Japan and Korea are available. PharmSpec software allows the system administrattm
control users’ access to only the relevant tests for their requirements.

Security of unique user HBarmSpec employs a 3-element identification method
consisting of a user ID, password, and a public name.

Only the public name appears in reports or screens, increasing security by linmigj
knowledge of access codes.

Audit trailsa secure audit trail database records user actions and automatic system
actions. Review and search the database by the type of action, by specified dates day user
name. Information may be printed but cannot be altered or removed.

Database securityhe protected SQL database prohibits operator access or alteration.
Back up and archive utilities are provided for the database to permit rag recovery in the
case of hard disk or computer failure.

Network supportEstablish network connection to remote printers when required.

Sample small and large volumes

Directly sample septa-sealed vials up through 125 mL. To sample other types of
containers such as IV bags or vessels over 125 mLEHIACH ULTBak provide the optional
large volume adapter (LVA).

Small tare volume: minimizes sample waste and reduces sampling time when
working with expensive or limited sample material.

Q Septa-sealed samples: tests can be conducted in a standard laboratory environment;
no need to use a Bow hood to protect sample integrity. Sealed samples up to 125 mL
can be directly sampled.

Q Non-coring, self-cleaning needles: solid-tipped, non-coring needles penetrate the septa-seal
without contributing particles. Wiping action as the vial is removed after sampling removes sample
residue, preventing cross-contamination of the next sample.

Q Accu-Swirl stirring mechanism: Uniformly and consistently disperses particles during sampling,
and frees the operator for other tasks during the sampling process.



Performance specifications

HIAC 9705 Liquid particle counting system
Specibcations Temperature range

Temperature range of sample

10 to 40° C, 20 to 80% relative humidity, non-condensing
5t0 40° C

Viscosity limit < 15 cp

Voltage
Dimensions
Weight
Sample bottle clearance

100 to 240 VAC, 50/60 Hz
40.5Hx30.1Wx34.3D/16.0"x 11.9"x 13.5”
10.7 kg / 23.5 Ibs

11.8cm/ 4.6

Volume accuracy * 2%
Flow rate accuracy * 3%

Sample ow rate
Concentration limit
Sizing range
Sample vial sizes
Large volume adapter
Tare volume

Accessories included Large volume adapter

Standard needle for 50 - 125 mL bottles
Adapter rings (20, 100 mL rings)

Syringes (10 mL)
Needle removal tool
Optional accessories / Spares Large volume adapter
Sample vials
Vial adapter
Adapter rings
Removable vent needle
Sample preparation kit
Sample vial seals
Sample vial crimp tool
PharmSpec calibration kit
Syringes (1, 25 mL)

PharmSpec version 2 Software

20 mL/min default; 10 to 60 mL/min as special order

10% coincidence loss at 10,000 p/mL (10 pm PSL)
1.3 to 150 um

5, 10, 20, 30, 50, 60, 100, 125 mL

Sample sizes greater than 125 mL including LVI
0.54 mL

Sensor cleaning brush  Stylus
USB cable, 1 m
Power cord
Printer paper
Operator manual

(5, 10, 20, 30, 50, 60, 100, 125 mL)
(5, 10, 20, 30, 50, 60, 100, 125 mL)
(20 mL for USP standards, 100 mL for LVA)
(5-30 mL vial, 50-125 mL vial)
(5, 10, 20, 30, 50, 60, 100, 125 mL)
Sample vial crimp ring
Sample vial decapping tool
PHeanefeiieake particles
USB cable (1, 2,3 m, A to B type)
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Computer requirements Intel Pentium 111 or higher processor, 450 MHz 128 MB RAM
Micros8ftWindows 2000, NT or XP system 500 MB free hard disk space
Microsoft Internet Explorer 5.5 or higher Video, 1024 x 768 px
USB Communications port

License and ordering information PharmSpec 2 license KP Compseidmalimstse
JP Compendial test <11>, <6.07> license EP Compendial test <2.9.19> license
Procedure builder for custom tests license USP Compendial test <788> license
User manual and CD
PharmSpec version 2 validation (1Q/OQ) CD

Service Comprehensive local and-ohc3ité)LTSAvice programs with multiple eld service of ces and authorized
distributors are available throughout the world. Contact your local service representative for additional information.

Global Headquarters Americas Headquarters

6, route de Comp@l® 212 481 California Avenue @ ©
1222 VésenazenevaSwitzerland Grants Pagdregon 97526)SA LAN G E -
Tel ++ 41(0)22 594 64 00 Tel 18008667889 / 1541472650 yUNITED FOR WATER QUALITY
Fax ++ 41(0)22 594 64 99 Fax 15414726170

© 2008 HACH ULTRA ANAOYatesarks are property of their respective owners. Speci cations are subject to change without notice.

ANATEL HIAC ORBISPHERE HYT METONE POLYMETRON C€ www.hach-lange.com



