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該 非 判 定 書

作成責任者

042-719-4999/090-6171‐ 7744

対象貨物・役務

Bioquell製 過酸化水素蒸気発生器

Z-2 及 び R-30

判定 (2018。 1.22施行法令準拠 )

輸出令別表第一の 1項～15項  対象外
同      16項    該当

外為令別表の   1項 ～15項 対象外
同       16項   対象外

判定理由

対象貨物は、過酸化水素の蒸気を発生・拡散させ、もつて周囲環境の滅菌をする装置である。

輸出令について

対象貨物は、過酸化水素蒸気発生器であるが、これは輸出令別表第一に掲げられた物品ではない。
よつて、対象貨物は輸出令別表第一の 1項から15項について対象外と判定する。

外為令について

対象貨物には、技術情報、データ、プログラムの類は付属しない。 よって、外為令別表については、対
象外と判定する。

添付資料

1.項 目別対比表 (全 1頁 )
2.対象貨物資料 (全 4頁 )
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B ioquell Z‐2

6367

Mobile hydrogen peroxide vapour (HPV)
generator capable of 6-log bio-decontamination

Suitable for large room./zone volumes up to
250m3 in a regulated CMP environment

Easy to operate, fast bio-decontamination
using unique parametric or timed cycles

The Bioquell Z-2 is an easy to use mobile HPV generator.
It is able to bio-decontaminate rooms/laboratories up to
250m3 in a CMP regulated environment using CAMP-
compliant software. It also has a unique parametric cycle
control, eliminating the need for gas cycle development
studies in non-CMP facilities,

The Bioquell Z-2 provides enhanced HPV delivery and
control via a simple touch panel interface. It is ideal for
sterilising all surfaces within a room providing a 6-lo9
reduction in environmental bioburden, the same standard
used for va I idati n g steam steri I isers/autoclaves.

The Bioquell Z-2 is suitable for facilitylarea
bio-decontamination in CMP and non-CMP cleanrooms,
aseptic processing lines, biologic manufacturing plants,
biomed i ca I fac i I iti es an d b i osafety/bi osecu rity a reas.

Image 3, Multi-directional nozzles for
optimum vapour distribution

Image 1. Removable control lectern
is placed outside of the target area
during gassing

Image 2.Simple and easy to operate touch
panel controls
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Key features
The Bioquell Z-2 includes intuitive software with PLC (programmable logic controller)
interfaced via a colour touch panel. With a 5L hydrogen peroxide solution capacity
for continuous room gassing it also includes an integral thermal paper printer.
A hand held hydrogen peroxide gas sensor is provided. Volt-free contacts allow
remote start/stop functionality and a lightweight detachable control panel is provided
for operation outside the target room/zone. The Bioquell Z-2 utilises 30-35% ilw
hydrogen peroxide solution, supplied in pre-filled 5L volumes.

Operatien
After loading the Bioquell Z-2 wilh hydrogen peroxide solution, predetermined
parameters or user determined cycles can be employed to bio-decontaminate the
target area. A thermal printer allows for hard copy data recording of each stage of
the cycle. A Bioquell aeration and distribution system is required for aeration in
areas where room HVAC cannot be used.

Image 4. Bioquell's pre-filled hydrogen
peroxide consumable offers opti mal
performance and safety.

0ptional accessories include:
r Interface to Yokogawa Data Logger

(21 CFR Part 11 compliant)
n Additional external aeration/catalyst unit, to reduce

hydrogen peroxide vapour bio-decontamination
cycle times further, can be linked.

Disclainter: Please note that this document compriss marketing literature and is ior
sumrrary information purposes onlV; customers or potentiaJ customers must not rell
upon the contents oi this docurnent. Bioquell UK Ltd or its aiiiliales, distributo.s,
agents or licensees rtoEether'Bioquell'i reserye the right to nlake changes to the
contents of this document at aDy time and without prior notilication.

All mher traclemarks are popedy ol lheir respective os,ners.

Eioquell is a registered trade mark oi Bioqueii UK ltul.
O Bioqueil UK Ltd 120121. All riehts reserved.
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Validatable cottpliant sottv/are.

Bioque‖ provides complete service including:
螢 Insta‖ ation and integration

饉 Preventative rnaintenance plans
o Extensive field‐ based service engineer network

・ IQ/OQ/PQ dOCumentation and execution
苺 Bio‐decontanlination cycle development services

l  Your local distributOr:

Ｅ

Ｗ

info@bioquell.com
www.bioquell.com

Bloque‖ UK             B:oquell lreland

T: ■44(0)1264835835    T: +353(0)61603622

3:● qlle:l USA           3ioqueli Asia Paciflc

T: ■1(215)6820225      ■: ■6565925145

BI●quell France

T: +33(0)143ア31594

31oqudi China

T: +8675586310348
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Bioquell I R-30

Image 1. Ergononric design facilitates
ease-of-use

6367

Rapid removal of hydrogen peroxide
vapour (HPV)

Active distribution technology

Mobile, lightweight & highly manoeuvrable

The Bioquell R-30 is a high speed catalytic convertor
developed to support a broad range of HPV-based
bio.decontamination generators, used throughout the
life sciences sector. Bioquell's HPV technology is used
to eradicate microorganisms - comprising bacteria,
viruses and fungi.

Bioquell's unique catalytic filters and air exchanger are a

result of extensive research and development, The filter
design maximises air volume throughput, resulting in rapid
aeration (the longest part of the HPV bio-decontamination
cycle). This is required to reduce the concentration of
the HPV to a safe occupational exposure limit (OEL)

of <'lppm, enabling a risk-free re-entry to the room.

The Bioquell R-30 also incorporates other features,
including the use of a patented active HPV distribution
system. This improves the distribution of the HPV during the
bio-decontamination cycle, resulting in an excellent
biological kill. The Bioquell R-30 has also been designed
to be self-sterilising during each bio-decontamination,
removing the risk of any location-to-location transfer
of viable bioburden.

Image 2. Bioquell R-30 external pre-filter
removed to reveal the hydrogen peroxide
catalytic conversion filter

Image 3. Bioquell R-30 air{low dynamics
achieve rapid aeration cycles

ヘ

→

イ

ハ
←

←

ヽ

無:ф雀∪◎||



Technical specification 6367

Key ttettef;篭 s

The Bloque‖ R-30 is a lo、へ/rllaintenance unit′ alding fast and efficient bio… decontan■ nation cycles lt quickly and

efficiently converts 1lPヽ /to residue― free′ harrniess、へ/ater vapour and oxygen′ leaving an environmentthatls safe to

re¨ enter.The Bioque‖ R‐ 30 is the latest generation catalytic convertor、へ/hich incorporates a proprietclry fiiter that

has been Optinlised for tlse、A/ith 8ioque‖
′s HPV technology

のpettat:θ 嬢

[asy to operate′ the Bioque‖ R‐ 30 connects directly、 へ/ith the Bloque‖ range of「 IPヽ/generators.Each stage ofthe

HP∨ bio‐ decontan■ nation cycle(inCluding aeration)can be recorded on thc generator and printed.丁 he BioqLle‖

R-30 aeration and distribution syste■ l assists HPヽ/distribution and provides catalytic aeration to reduce cycle times.
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O, oxygen

'Residue-free'

Validation and service
Bioquell provides a complete service including:
r Installation
. IQ/OQ/PQ documentation and execution
. Bio-decontamination cycle development services
r Extensive field-based seruice engineer network
r Preventative maintenance plans

Disclainrer: Please note that this document cofiprises maiketirlg literatute and is it:r
summarv information prlrposes onl!; customers or potentiill custonrers musi not rely
upon the contents oi this document. Bioque{l UK Ltd or its affiliates, disttibutors,
agents or licetrJees (together'Bioquell'i resewe ihe right to make chaiiles to the
contents ol lhis documenl at an)'time and \vithout prior fotil-iration.

AII other tradenrarks are propertv oi their rclpective owners.

Bioquell is a registered trad€ rrark of Bioquell LJK Ltd.

O Bioquell UK Ltd {101 3). All rights reserved.
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