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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:

O e ] oL Yes
(T N @leT ] o= Lo Yes
@ Ty T T Yes
CFR 21-11 COMPUANT oottt Not applicable
BSE/TSE/ADI Free Yes

USP Class VI COMPIANT ettt
FDA Material Compliant

Yes, all wetted parts

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

Installation Manual

Product Description
The SU800 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
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Installation Overview Model SU800 SingleSense® Single-Use pH Sensor

. Installation Manual
Installation Steps

Step 1: Preparation Step 2: Installation
* Recommended Parts and Supplies * Installation Overview
* Essential Terms * Install Tubing

[
* Sensor Description I n Sta I Iatlo n * Remove Protective Cap

* Unpacking the Sensor » Secure Zip Ties

Steps

Step 3: Post-installation Inspection
* Inspection Checklist

* Packaging Recommendations
* Final Bubble Wrap
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Model SU800 SingleSense® Single-Use pH Sensor

Installation Manual

Step 1: Preparation

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

e Unpacking the Sensor

Broadley
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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) 2.4in and 2.5 in.

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 8 (o5 e

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

Tob housin sensor is retracted and down when the glass pH sensor is extended.
b © 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
- t.
Zip tie Buffer storage chamber

v A

I . - e BORpl Sensor g,

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 SU8B0O SingleSense® Single-Use pH Sensor
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1.4 Sensor Packaging Configuration

e The sensor is double bagged.

e The outer bag protects the inner bag.

e The inner bag is sealed in a Class 7
clean air hood.

e All labeling on the inner bag is legible
through the outer bag.

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. L

SEALED
IN CLASS 7

Note: Do not damage the sensor’s cable e e sac

INCLASS 7

during removal. Only open the inner bag in I cLEAN AR 00D
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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Step 2: Installation

* |nstallation Overview

* Install Tubing
* Remove Protective Cap

* Secure Zip Ties

Broadley
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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

9 ‘Hd uenEIq e

eleq UCQEIYIE)

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

Zip Ties

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

. Installation Manual
2.2 Install the silicone tube on the Eldon James barbed port.

Silicone tube (Refer to

AppendixBforthe |
dimensional drawing

* For ease of installation, of the tubing with

lubricate the internal reeemmees sl | E'dclln (Jjame:
arbed por
—

surface of the silicone mSta:ali‘cj:on )

tube with isopropyl
alcohol.

* Follow your standard .
. Silicone tube
operating procedure on installed on

the use of isopropyl Eldon James :
barbed port with —
alcohol.

isopropyl alcohol =
as a lubricant

v

Simulation of BPC

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

Figure 5. Silicone tube installation

Broadley
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2.0 Installation Model SU800 SingleSense® Single-Use pH Sensor

. Installation Manual
2.3 Remove the protective end cap.

Remove
protective
end cap

:Hd uoneiqied
13asyo Molred
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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

. vy Installation Manual
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

:Hd ucrEIgIEd
sjasyQ faoyaey
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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: Part of the BPC is simulated in the image. 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

- . . L. Installation Manual
2.5 Secure the silicone tube with zip ties.

Blue zip ties

. . i 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.

nasyo Aojaey

o
o
-3
g
2
-

eleq uoneIqied

zt'9
209/%86 585/%86 (W) adojs/ueds

NLEDTF

JoLEW  DSTW

Follow your standard
operating procedure on
the use of zip ties.

699

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.

2asy0 Aopey

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

ze'9 M uopelqied
ejeq uoneiqiied

09/%86 585/%86 :(Aw) adojs/ueds
AWEDZF

JolEW  ISTW

699

Figure 9. Sensor final installation
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Step 3: Post-Installation Inspection

* Inspection Checklist

* Packaging Recommendations

* Final Bubble Wrap

Broadley

James Sept 2023 | 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? [0 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? [0 6. Is the sensor tip angled down at a 15° angle?

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
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Appendix A — Dimensional Drawing of Installed Sensor

[198 mm]
7.8in

[123 mm)]
4.84in

Calibrate
position

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

Figure 11. Dimensional drawing of sensor
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Appendices Model SU8B0O SingleSense® Single-Use pH Sensor
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\

Appendix B — Dimensional Drawing of 1-inch Silicone Tube

/ s 7

o
|

These are nominal dimensions that will guarantee that the barbed feature
of the sensor will touch the barbed feature of the Eldon James port. /

Figure 12. Dimensional drawing of 1-inch silicone tube
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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"’

4-“-4— .043+.003 E

NOTES:

1) NO MOLD PARTING LINE ALLOWED ON CONICAL BARB SURFACES
[2> RAISED FEATURES ON BARB NECK (IF PRESENT) ARE ANTI-ROTATION BUMPS

A 762 FRODUCTION RELEASE 3-4-2019 SAT DH
REV ECO DESCRIPTION DATE BY AFP
A REVISION HISTORY

MATERIAL TOLERANCE UNLESS SPECIFIED [DRAWN DATE TITLE S
ABBREVIATIONS /B OTHER SAT 9/6/2018 PORT DISK Ja mes
4BS / PC / PS £0.016 +0.031 |CHECK DATE 0 BARB ' o -

AC +0.020 +0.050 1.0B WO :
BI/MMN NN /W +0.016 +0.020 ENGR e 4 THE INFORMATION CONTAINED IN THIS
At i SAT 8/10/2018 GUSSET BASE PLATE DRAWING IS THE SOLE PROPERTY OF ELDON
B +0.021 0035 [oeGR [DATE JAMES GORP. ANY REPRODUCTION IN PART
EB4032 /B /NP /WP +0.018 +0.023 oH 3412019 OR AS A WHOLE WITHOUT THE WRITTEN
- PERMISSION OF ELDON JAMES CORP. IS
il it 2R BV R Y STRICTLY PROHIBITED
ASME Y145 0 DS, ;.
st i = s THRD AnGit PROJECTON ITJNITS N INCHES; DO NOT SCALE DRAWING PART NUMBER | REV
NK J PVOF 10,020 |+0.020/-0.07( =N
: | : SHEET | OF 5 PNDG 16 A
NKF +0.026  |+0.026,/-0.070) aih L] SCALE 1l 1

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. Se pt 2023 | 25
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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 lubrcafing siicone gaket wi Barbs have to touch for proper fit.

isopropyl alcohol prior to installation into pod\

pﬂ/,

This dimensional drawing Siicone tube

shows the proper tubing

fit. The barbed features Barbs are designed fo meet and touch.
are designed to meet and
touch in order to create a
strong seal.

The BPC bag is simulated
at the flange of the port.
Note:
For clarity. siicone tubing and

7ip ties shown sectioned.

Proper tube fit
with zip ties

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 SU800-16-V8
Coc Mbr: FE5-062701 R i
Jully 2035 — Page 1 Single-Use pH Sensor

for BPC with 1-inch Hose Bark Port

Description

The SUS0-16-YE SingleSerese® Sngle-Uee pH Sescr s 3 gamma
sterilizacle a1z designed with s 1 neh hosa berb far pre iqstallation inte 2.
bupiueess sunlaine (BPC). The serson car be wsed Ton ursliearm and
downzresm GFC spalicstans ircluding mesia mixing, buffer preparation.
wrin lerge-scale el cullue bioesclons,

Fugoed and always ready touge ro bydraticn tme s sequires. The s2nsc
i1 me-run for a 1-point standardization chezk with the

Mode:
Part Mumb=sr Blan-gve

Sensor Specifications
Mleasuremenl Range 2-1Z pH
Ogerananal | amp. Harge R T Er o e P e
Stormge TempemEuE EP-BAT O [—A5T 7]
34 ronths
Fast Garnma. 23 munths
Garrra Tolerance Lavel S0 kG
SarmunTubinyg Inberface “-inzin Huse Bart:
Sangar Cornestor Cable & 0 Marizgin

Sneff Life

Wetted Materials
PEEA, LUUS™ 88 Class VI, LIST B7, ADI
Free

Crmethyl &liceie Rubber Pt Cure, LET
B4 Class v, LsP &7 AD| Frees

EFOM. LS 38 Class VI, ISP 37 FCA
oeing Zamehart Extaciar Tested 21 CRR,
1772600, ACI Freg

o= f3lass Eactrode Leac-ras Glass
Cerarmiz Junztion Alumina Silicats

Mlzir Serisur Bouy

FUBOC-1E-4E Blngl-L3e pH Sensor
Por. Gaskel

Features Benefits

a oH seqanr reracts irto the bofer SIS 'ae_mnred_a‘v: protested
sivrage chamber in e sensor T heedsing urtil nesced
anddy far lorg term sterags » Always reach 1o use no rebyvdraticn

* Semsorcun be mserled wng time required

eetracted Mulicls times withe:dt » Serisur can be rebizcted inle buTer

oss o7 bulfer slorage elecloyle SICAANS ChamBer sunng mic-mir for

1-paint =t nda dization check

Product Specification Sheet SUBD0-16-V8
Coc Mbr. FES-062° 07 R

July 2023 - Page 2 Single-Use pH Sensor
for BPC with 1-inch Hose Barb Port

Dimensional Drawings of SUS00-16-V8

WVarloplin
connector ~

Hybrid™ circuit
wi sensor metadata

Low-noise
cablg—_

Lever Arm DACK:
Sensor Relracled

Lever Arm FORWARD:
Sensor Prtended

1 in hose baro—

Sirubber

gosket————————==

[33 mm]
130

Extended
sensor———" +
*SEnsar
Insertis

Sensor refracted Ina=fHER
into storage buffer chamber depth

N Y e

[Erpe
R

i guaian ik § ot i e

zencione, which are momibibln or req et i rezare the igin o maniy o mpmee te desgn o° soen fisaior of mich andeee xl amy e

Oaz Hbr: FEE-052707 34 Pubimhad 27 Ly 2005
i i Wik e

v fnr trac nfnmmtion

BI‘O&(ﬂ Marih Amarca and PRl | Mribed Kingdom mnd BU S santries
ey Emall: saeslrn st Phone M3 829 1060 | Eml sdesfOmanlainiont Flhene: w066 B2318
ames Tl e WIS T Bz A4 1155 TN
Fas 458755560

=4 19 Thomas. Inéme. T, B35 10 LEA il Ptk Sl Iechord RAT 415, LK

Horh At e Pciic Urabwl Kingudum and BU Sountriss
Email; zrin o Fhsanm; 315108305 Emall: slnitmnciear e s s Phane +H (015E 062370
Wil Vi il adhes.con Tolkfri GUOTRE0RS | WGk Ve bietd ey aties o Pog 144 011528 BB

Fax: 943 823 6260
W i Ieane T, 1R LSS e Pk Sme, Al BEATARS 115

Installation Manual
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Appendices

Model SU800 SingleSense® Single-Use pH Sensor

Appendix F = Purchasing Sheet (Model SU800)

duly 2073 — Pags 1

Product Purchasing Sheet
Dz Wb POS- 112007 RS

[REF SUB00-16-V8
Single-Use pH Sensar
for BPC with 1-inch Hose Barb Port

Description

Part Numker
Cesaription
Classification
Model Type
Product Typs

Specifications
Measurement
Type

Prinziple

Rangs

Cirift

Accuracy
Operational Range
Tsmpersiune
Prassure

Flowe Rale

Signal

Input

Tutput

Sterilization
Autociavable

i1 Slerilizakiz
‘Zamma Sterlizshle

Conhactar

Cable Length
Process Interface
Ingerticn betnod
Inzerticn Length

PEZE, USP &8 Clax
Eslrection Teded
Extracsian Teshed

Purchase Information

Connectors and Cables

Wetted Materials

FLA Compliard. ADI-Fres Le;

The BLA00-1E-YE SingleSense” SingieLse pH Senses 12 deaknes for
prainss 1in & bioprocess conminar (BRC] «» Lesaquant garmma sterilzation.

SUBDT-1EVE
Single-Use aH Sansor for pre-ingtall in GRPC

= 00 M per day
+.05 p urits

A5G- 407 C[E 1047 F]
=778 mmHg [0-15 osig]
pplicanie

horgpplicaale
Sensar 414 my
Wetzdata: Cigital: Sensce Telk™

M auteclsvakle
Pol sleam slerlizeble
‘s, up o S0 kGy

B-pir Yaniopin
.18 m [# inches]

1-inch base Barb

13 mm when retracted. 33 mm when extenged R Rt P i

Fre Giss. Aumira Slicats

Product Purc hasing Sheet
Coc bk POS-112007 RE

July 2023 - Page 2

Packaging and Regulations

Packaging Information
Fackags Tvps .

Fackage Dimensang
Pankaps Weight

Coulie Baggesd ...
Cleanhood Bsgoe

Clearhun] Class.

Starags Corditions ... .

Inzllded Accossories
Zuglty Certificate.

ShefLife Post Gemma Sterilization
Crigination and Tariff Code
Harmanized Tariff Trace Code

Couniry of Qngin..... ... y

MR Location

Purchasing Information

Unizef Sale.. ..

Minimum Pumhase Sianfisy
Regulatory and Compliance

CF Campliznt

RoHS Compliant
REACH Compliant ...
CFR 24-11 Compiant.
BSE/TSEAD Free .

UsH 86U Clags V), WS O Camaliant .

L Wateral Cemplisnt

[REFISUB0D-16-V8
Single-Use pH Senszar
for BPC with 1-inch Hose Barb Part

Cardboand bo with dauble-hagged sensor inside
048 » 3048 ¢ 2. DG om 12 ¥ 120 2 1n)
05 kg 114

.¥es, monsaris couble-oagged

€5, inns- agg only

g T Clean Air Howd
Temremture: T—35 C[41-357 7]
ot applice Lle
Inzudec
35 months
31 menths

BOZTR0S00
58
Califcrniz, JSA

Caclk
Fack

Yes

Yes

e
Mot applicable
-

.. ¥es, allwelter pars
Yea, allwattes pars

James

Broad|ev.. Harh &inedca am Facrlc
Enall s
, B

ELE T e bk e Ules RS A1 9

Thes zonfert: ofthis pa

o
el i, Wepr e T, 1EOr ) ROVAILR o sk el ATA 7 AT it i B

. bl v ufft s e i i el vy e e nck o o e
i [ Y

senbis, which e v lalia en fagues, W e Ha dght b modfy of imaes thi deakn of spicHistio of aush p-um al oy tie

Do Hbr 05112007 RE

Pubrichud 27 Jaky

e
. uly N7 Frcmcug-lanmes Copiealian A1 cighls miosrenil Wil oace brtoadghie o omnd i B Inschr ik isfunssiion

wzdh A manes wnd ¢

Urstad Sirpdom and £U Sourtres

T e, e e

s Lk b il 8
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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: 949-829-5555
Toll-free: 800-288-2833
Fax: 949-829-5550
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