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Purpose and Scope Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual

Purpose

This manual provides instructions on how to install the SU800 SingleSense® Single-Use pH Sensor for use with
a bioprocess container (BPC).

Scope
This manual is for customers who purchase and use the SU800 SingleSense® Single-Use pH Sensor.

Precautions

This product is intended for professional use only. Follow your standard operating procedures when using this
product. Do not use the product if it is broken, defective, or visually damaged.

Disclaimers

Read all instructions prior to installing or operating this product. Save this manual for future reference.

If the instructions in this manual are unclear, contact Broadley-James. If this instruction manual is not for the product ordered, call (949) 829-5555.
Follow all warnings, cautions, and instructions marked on and supplied with the product.

To ensure proper performance, use qualified personnel to install, operate, update, calibrate, and maintain the product.

This product is designed for single-use.

Third-Party Content
The manual uses the trademarks and names of third parties, including Eldon James Corporation. Broadley-James Corporation and users agree that the third parties are not affiliated or partnered with Broadley-James Corporation. The mention of third parties is not an endorsement

of any business offering, products, or services. Broadley-James Corporation is not liable for any products or services of mentioned third parties or any transactions or decisions that may arise from the mention of third parties in this manual for any reason.
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Compliance Information Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual
Compliance

Broadley-James Corporation confirms Model SU800 SingleSense® Single-Use pH Sensor meets the following
regulatory and compliance standards:

CE Compliant Yes
RoHS Compliant Yes
REACH Compliant Yes
CFR 21-11 Compliant Not applicable
BSE/TSE/ADI Free Yes
USP Class VI Compliant Yes, all wetted parts
FDA Material Compliant Yes, all wetted parts

Wetted Materials

PEEK: UPS Class VI, ADI-Free, Extraction Tested 21CFR, 177.2600 | Dimethyl Silicone Rubber: Pt Cure, USP Class VI,
Extraction Tested 21 CFR, 177.2600 | EPDM: USP Class VI, FDA Compliant, ADI-Free | Lead-Free Glass | Alumina
Silicate

Full scale extractable and leachable test based on BPOG extractable protocol and USP 665 pending.

Broadley
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Product Description and Symbol Definitions Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual

Product Description
The SUB0O0 SingleSense® Single-Use pH Sensor is gamma sterilizable and designed for use with a BPC.

Definition of Symbols

REF Catalogue number

SN Serial number

C € CE marking

g Use by date

/ﬂ/ Temperature limit

QTY Quantity

Broadley
James Apr2024 | 4

IM-062102 R4




Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual
Table of Contents

Installation Overview 6
Step 1: Preparation 7
STEP 20 INSYAIIGUION | 13
Step 3: Post-Installation INSPeCtioN e 20
Appendices 22

Appendix A — Dimensional Drawing of Installed Sensor
Appendix B — Dimensional Drawing of 1-inch Silicone Tube
Appendix C — Dimensional Drawing of Eldon James Barbed Port
Appendix D — Dimensional Drawing of Tubing Fit

Appendix E — Specification Sheet

Appendix F — Purchasing Sheet

Broadley
James Apr 2024 | 5




Model SU800 SingleSense® Single-Use pH Sensor

Installation Overview
Installation Manual

Installation Steps

Step 2: Installation

* Recommended Parts and Supplies * Installation Overview
* Essential Terms * Install Tubing

* Sensor Description I n Sta I Iat | O n * Remove Protective Cap
* Unpacking the Sensor » Secure Zip Ties
Steps

Step 1: Preparation

Step 3: Post-installation Inspection
* Inspection Checklist
* Packaging Recommendations
* Final Bubble Wrap

Broadley
James Apr 2024 | 6
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Step 1: Preparation

« Recommended Equipment and Supplies
* Essential Terms and Definitions
* Sensor Description

* Unpacking the Sensor
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1.0 Preparation Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual
1.1 Recommended Equipment and Supplies

The following materials are recommended to complete the installation.

Item Quantity Description

Eldon James 1-inch barbed port or 1 The sensor is designed to be used with an Eldon James

equivalent barbed port.

Isopropyl alcohol As required | Isopropyl alcohol may be used as a lubricant. Follow your
standard operating procedures on the use of isopropyl
alcohol.

Silicone tube 1 The silicone tube is placed over the sensor and barbed

(See Appendix B for dimensional port. The tube needs to be precut to a length between

drawing) 2.4inand 2.5in.

Zip ties As required | The zip ties will be used to secure the silicone tube to the
barbed feature of the sensor and barbed port. Follow
your standard operating procedure on the use of zip ties.

Zip-tie tool or fastener 1 The tool is used to secure the zip ties.

Broadley
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1.0 Preparation Model SU800 SingleSense® Single-Use pH Sensor

. . el Installation Manual
1.2 Essential Terms and Definitions

This table outlines terms and definitions important for the installation process. See the next slide for their location
on the sensor.

Term Definition

Section of the sensor body that is used to create a seal with the silicone tube

Barbed feature il lertned [por:

Buffer storage chamber Houses and protects the glass pH sensor within the sensor body

Calibration tag Tag on the sensor’s cable that displays data specific to each sensor (do not
remove)

Yellow protective cap Protects the VP8 connector during shipment

Lever arm Retracts and inserts the glass pH sensor

Protective end cap Protects the end of the sensor prior to BPC installation

Red safety zip tie Designed to keep the sensor in the retracted position for shipment

The top housing moves with the glass pH sensor. It moves up when the glass pH

Too housi sensor is retracted and down when the glass pH sensor is extended.
op housin
> e Important: The logo must be facing upward on the top housing for proper

installation.

Broadley
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1.0 Preparation Model SU800 SingleSense® Single-Use pH Sensor
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1.3 Sensor Description

Logo facing
upward for
installation

Red safety
zip tie Buffer storage chamber

|

Yellow
protective cap

Calibration tag Protective
Lever arm end cap
Barbed
Top feature
housing

Figure 1. Sensor description
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1.0 Preparation

Model SU8B00 SingleSense® Single-Use pH Sensor

1.4 Sensor Packaging Configuration

Installation Manual

e The sensor is double bagged.

clean air hood.

through the outer bag.

Broadley
James

e The outer bag protects the inner bag.

e The inner bag is sealed in a Class 7

e All labeling on the inner bag is legible

Figure 2. Sensor packaging configuration
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1.0 Preparation Model SU800 SingleSense® Single-Use pH Sensor
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1.5 Unpacking the Sensor

* Remove the outer bag from the sensor
package and transfer the inner bag to a
clean room.

e When inside a clean room, carefully open
the inner bag and remove the sensor.

/\ Do not remove the calibration tag. ?m

SEALED
IN CLASS 7

Note: Do not damage the sensor’s cable il "SENLED.

INCLASS 7
CLEAN AIR HOOD

during removal. Only open the inner bag in
a clean room.

e ————————

Remove from outer bag Remove from inner bag only
when in a clean room

Figure 3. Unpacking the sensor
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Model SU800 SingleSense® Single-Use pH Sensor
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Step 2: Installation

* Installation Overview
* Install Tubing
* Remove Protective Cap

* Secure Zip Ties
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2.0 Installation Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual
2.1 Installation Overview

Tubing (Refer to Appendix B for dimensional
drawing on recommended length of tubing)

Eldon James barbed
port installed on a
BPC

ejeq uonesqi(e) |

This image shows the necessary
components to install the sensor
into a BPC. ADLLE

Note: The BPC is simulated at the
end of the port.

Simulation of BPC

Figure 4. Sensor installation components with simulated BPC
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2.0 Installation Model SU800 SingleSense® Single-Use pH Sensor
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2.2 Install the silicone tube on the Eldon James barbed port.

Silicone tube (Refer to

Appendix B for the >
dimensional drawing

* For ease of installation, of the tubing with Eldon James
lubricate the internal recommended length) | barbed port
surface of the silicone inSta:al:oclon )
tube with isopropyl
alcohol.

* Follow your standard e
1llicone tube

operating procedure on installed on
the use of isopropyl Eldon James y 7)
alcohol. barbed port with ~ Simulation of BPC

isopropyl alcohol
as a lubricant

Note: Part of the BPC is
simulated in the image.

Figure 5. Silicone tube installation
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2.0 Installation Model SU800 SingleSense® Single-Use pH Sensor
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2.3 Remove the protective end cap.

Remove
protective
end cap
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Do not remove the yellow protective connector cap or
red safety zip tie. The calibration tag should remain
attached throughout the installation process.

Figure 6. Protective end cap removal
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2.0 Installation Model SU800 SingleSense® Single-Use pH Sensor
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2.4 Install the sensor into the silicone tube and barbed port.

Logo side up for ease of

operation Sensor is installed with

isopropyl alcohol as a
lubricant

Eldon James barbed port
installed on a BPC
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For ease of installation, lubricate the internal surface of the silicone tube
with isopropyl alcohol.

Follow your standard operating procedure on the use of isopropyl alcohol.

Note: A rolled or missing gasket does not impact product use or integrity. Simulation of BPC

Figure 7. Sensor installed with silicone tube and barbed port
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2.0 Installation Model SU800 SingleSense® Single-Use pH Sensor
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2.5 Secure the silicone tube with zip ties.

Blue zip ties

] ) ~ Simulation of BPC
 We recommend using a zip
tie at each end as shown.

To ensure best fit, use of a
zip-tie tool or fastener is
recommended.
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Follow your standard

operating procedure on
the use of zip ties.

£0T
JolEW
DEROLA 4L

Silicone tube
Note: Part of the BPC is installed on Eldon

simulated in the image. James barbed port
and secured with
two zip ties

Eldon James barbed port
installed on a BPC

Figure 8. Zip tie placement
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2.0 Installation Model SU800 SingleSense® Single-Use pH Sensor
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2.6 Clip the ends of the blue zip ties after securing a tight fit.

ejeq uoneiqie)

This completes the installation
process. We recommend bubble
wrapping the sensor prior to final
packaging with the BPC.

4 TORVE 4L

Figure 9. Sensor final installation
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4 N

Step 3: Post-Installation Inspection

* Inspection Checklist

* Packaging Recommendations

* Final Bubble Wrap

Broadley

James Apr 2024 | 20




3.0 Post-Installation Inspection Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual
3.1 Post-Installation Inspection Checklist

[0 1. Is the yellow protective cap on? [J 4. Is the lever arm tied back?

[0 2. Is the tag on the sensor cable? [0 5. Do the barbed features touch?

[0 3. Is the red safety zip tie on the sensor?

Important: We recommend bubble wrapping the sensor to prevent damage during shipment.

Figure 10. Inspection checklist
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Appendices

* Appendix A — Dimensional Drawing of Installed Sensor

* Appendix B — Dimensional Drawing of 1-inch Silicone Tube

* Appendix C — Dimensional Drawing of Eldon James Barbed Port
* Appendix D — Dimensional Drawing of Tubing Fit

* Appendix E — Specification Sheet

* Appendix F — Purchasing Sheet
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Appendices

Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual

Appendix A — Dimensional Drawing of Installed Sensor

[198 mm]
7.8in

[123 mm]
4.84in

Calibrate
position

Logo up

The BPC bag is simulated
at the flange of the port.

Figure 11. Dimensional drawing of sensor
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Appendices Model SU800 SingleSense® Single-Use pH Sensor
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~

Appendix B — Dimensional Drawing of 1-inch Silicone Tube

/

[62 mm]
|_ 2.441in —‘

o

(31.7 mm] [25.4 mm]
®1.25in ®1.00in
These are nominal dimensions that will guarantee that the barbed feature
K of the sensor will touch the barbed feature of the Eldon James port. /

Figure 12. Dimensional drawing of 1-inch silicone tube
Broadley
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Appendices Model SU800 SingleSense® Single-Use pH Sensor
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Appendix C — Dimensional Drawing of Eldon James Barbed Port "
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NOTES

1) NO MOLD PARTING LINE ALLOWED ON CONICAL BARB SURFACES
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Figure 13. Dimensional drawing of barbed port

1. . . .
This dimensional drawing was provided by Eldon James Corporation. See Eldon James Corporation for the latest revision of this drawing. A 4
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Appendices Model SU800 SingleSense® Single-Use pH Sensor
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Appendix D — Dimensional Drawing of Tubing Fit

Note:
Recommend lubricating siicone gasket with Barbs have fo fouch for proper fif.

isopropyl alcohol prior to installation info pod\

This dimensional drawing
shows the proper tubing
fit. The barbed features Barbs are designed fo meet and fouch.
are designed to meet and
touch in order to create a
strong seal.

The BPC bag is simulated
/ at the flange of the port.

Proper tube fit
with Zip fies

Figure 14. Dimensional drawing of tubing fit
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Appendices

Model SU800 SingleSense® Single-Use pH Sensor

Appendix E — Specification Sheet (Model SU800)

Product Specification Sheet

i [REFISUBD0-16-V8

Doc Nbr. =55-062" 01 RS g
Apil 2024 - Sage * Single-Use pH Sensor
for BPC with 1-inch Hose Barb Port

Description

Tlve SUUOU 16-%5 SingleSerme® Single-Use pH Seristr s 9 gam s

S cesigned wth & 1 noh hose berb for pre installation iz a
bopiuce: snilainer (BPC). The serson car be used o usslicam end
downzream BPC epslicatans ircluding mecia mixing, buffer preparation.
@i lzige-scale vel cullure bioeaclurs.
Rugged and always ready to use ro bydration 1me s required. The s2nsar
ca be nstzlled har zorcally 2rd retracted during mid-rar for a 1-paint
standardzanon ches<with e sul t-in burer sterage chamnber.
Mode 5uUsC0
Par: Numb-r SUSL0-E-VE

Sensor Specifications

Measuremenl Range 2-1ZpH

Ogeranonal 1emp. Harge “540° G [8U-1047 =]

Somge Temrperature G557 T [41%-4957 7]

Sazping and Trarsastatior 28 C [-207 F] tor up ts 72 heurs
&4 months

Past Gamma: 20 menths.
Garrei Toleranve Level = kGy

SenzonTub ng Interase “insn Hose Bare

Sersur Cornestor Cable B-pn Varisvin

Shelf Lile

Wetted Materials
PEEA. USP 85 Class ), USP 87, 401
Free

Crmethyl Slicone Rubter Pt Cures, LS
88 Class VI, USP &7 ADI Free

ZPDM. USP 38 Class ¥ USP &7 FL4
O-ring Carrpliart Extracior Tested 21 CFR,
17726800, 401 Free

p- Cless Eectrode Leac-ree Class
Cerame wuncticn Alumira Silicate

Features Benefits

* SCNEs can oo stored anc protected
in sensar heuasing urtil neeced

Mzir Sensar Bogy EUB0-1E-Y3 E1g0-L30 PH Serser

Par Gasket

* SH seIsTr relracts irte the suter
£n"age chamber in the sensar
sedy for lorg-lemm storage » Alwys raack it use nn rehydretion

« Sensor can be nserted and time required _
relizeled mulivle limes wilhoal o Sensct can oo retrzcted nte buter \/ PATENTED
ass o bufer starage electroyte slurage chamier cuiing ic-1or fo ARHENT S

1 pairt standa-dization sheck

Product Specification Sheet SU800-16-V8
Doc Nbr ~55-052° 01 RS

Apil 2024 - Sage 2 Single-Use pH Sensor
for BPC with 1-inch Hose Barb Port

Dimensional Drawings of SU800-16-V8
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Appendices

Model SU800 SingleSense® Single-Use pH Sensor

Appendix F — Purchasing Sheet (Model SU800)

Product Purchasing Sheet
Do Nbr: PDS-112007 R8
Apiil 2124 — Pege 1

SU800-16-V8
Single-Use pH Sensar
for BPC with 1-inch Hose Barb Port

Description

Tre SUA00-1E VA SingleSense” Snge Lse pH Senser e dasicnee fof honzental
preins=liztic in a bioprocess conzinar (BFC) with sLieaquant gammma steril zatior.

Purchase Information
Part Numter

Cesaription
Classification

Mode! Type

Product Typs

Specifications
Measurement
Trpe

Prirciple

Rangs

Cnift

Accuracy
Operational Range
Temperaiure
Pressure

Flow Raw

Signal

Input

Dutput
Sterilization
Auluclavelile

Stear Sterilizabs
Gamma Stenlizable

SUBDT-16-VE

Single Use ok Sensor for pre- ingtall in BPC

SUE0
pH Ssnsnt

rH
Patertiometric
212 0H

2001 pH perday
+05 p arits

16°-40° C[50°-104° F]
Q-77€ mmlg [0-15 psig]
Notappicasle

Nesgpplicadle
Sensar 1414 my

Rt zuluc aveble
Nor steam ster lizable
Yes, up o SO kGy

Connectors and Cables

Conrgtlo

Caaole Length
Process Interface
Ingerticn bletnod
Inserlen Lenglh

Wetted Materials

B-piin Variopin
313 m [€ irches]

1-inch Fose Barb

SLB0I-15-'8 Singlelve pH Surzur

13 mmwben ielrasled. 33 mmaten exlented

PEZK, USP 64 Class vl USP £7. ADHFrez
Extrzction Tested 21CFR, 177 2620 Dmretad Slicznz Rl.utev Ft Cur' JSF 88 Clazs I USP &7
Extractian Tested 21CFR, 177 2620 EFOM USP £4 C

FCA Compliant, ADI-=rai Lasd-Frag Glase, Aumina ollcﬂko

Narth fmerca 3w Facel

OO O Phune +14K K.

e Lt e

urited <Ingdorn and ZU Souriries
Ermall: 2o w7 oo

PR T T

e v Pak Fiss Boola NEAT4HE L5

Product Purchasing Sheet
Doz Mer: PDS-112007 RS
Aprl 2024 - Page 2

Packaging and Regulations

Packaging Information
Package Typs

Fackzge Lirensong
Packens Weight

Coube Bagged . ..
Clearhocd Bagged ..
Clearhixid Class.

Storags Corditions... ... ... ..o

Shipping end Transportztion .
Included Acozssories

Origination and Tariff Code
Hezrmonized Tanill Trade Coile
County of Origin....

IMFR Lozation .. Gaks
Purchasing Information
Uritof Sale... ...

Ifirimum Purchase ¢
Regulatory and Compliance

CECompHant....caianaaniaiingid

Rl 1S Compliant

REACH Camplial

CFR 21 11 Compiant

BSETSEAD Fiee .. . ?
USP 88 Class ', USP 87 Somoliant
FLA Nateral Compliant ... ...

[REFISUB00-16-V8
Single-Use pH Sensar
for BPC with 1-inch Hose Barb Port

Carcboard bax with double- 33gged sensor ins de
048 x 3U A xS om 12 nx 12inx 2 in]
<05ky11h]

..¥es, sensar is couble-oagged

€5, inner 053 only
Class 7 Clean Air Hood
35 C[41°-35" F)

35 months.

31 months

SONZTRO3Z10C
W USA
.. Californiz, JSA

Mat applicatle

Yes
Yes, allwettec pards
. ves, allweltec perts
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Contact Us

Broadley-James Corporation
19 Thomas, Irvine, CA 92618 USA

sales@broadleyjames.com
helpdesk@broadleyjames.com

www.broadleyjames.com

Phone: +1-949-829-5555
Fax: 1-949-829-5550

Apr 2024 | 29



