@) GBUKGroup Data Sheet &) GBUKETeral

Ref Doc: PSD0015 No.: EISO-x Rev. 7

Product: | ISOSAF Syringes Application: | Enteral

Technical Qualification

Raw Materials: Barrel- Polypropylene Plunger- Polypropylene
Lubricant- Silicone Oil Gasket- Polyisoprene Rubber
Packing: Single Sterile blister, PP/PE
Regulatory: EISO and ELDISO 1-3ml Class | Sterile and Measuring
EISO 5-60ml Class lla
Others: ENFit 1ISO 80369-3
5 Years Shelf Life
Products:
Code: Description:
EISO-1 Enteral-ISOSAF 1ml Female ENFit Single Use Syringe
ELDISO-1 Enteral-ISOSAF 1ml Low Dose ENFit Single Use Syringe
EISO-3 Enteral-ISOSAF 3ml Female ENFit Single Use Syringe
ELDISO-3 Enteral-ISOSAF 3ml Low Dose ENFit Single Use Syringe
EISO-5 Enteral-ISOSAF 5ml Female ENFit Single Use Syringe
ELDISO-5 Enteral-ISOSAF 5ml Low Dose ENFit Single Use Syringe
EISO-10 Enteral-ISOSAF 10ml Female ENFit Single Use Syringe
EISO-20 Enteral-ISOSAF 20ml Female ENFit Single Use Syringe
EISO-35 Enteral-ISOSAF 35ml Female ENFit Single Use Syringe
EISO-60 Enteral-ISOSAF 60ml Female ENFit Single Use Syringe
EISO-100 Enteral-ISOSAF 100ml Female ENFit Single Use Syringe

Intended Use: The Enteral / Oral Syringes are intended to be used for delivering liquid medication
and formulated enteral nutrition/feed either orally or via a feeding tube into the gastro-intestinal
tract.
Features:

e Full thread connector

e Clear number markings

e High visibility through barrel

e Integrated plunger backstop

e Purple coloured plunger

e Low dose tip available in 1ml, 3ml and 5ml

e Smooth plunger movement

Pictures:
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Packaging:
Code: Packing: Units:

Primary- Blister 1pc
EISO-1 Secondary- Shelf Box 100pcs
Tertiary- Shipper Box 3600pcs

Primary- Blister 1pc
ELDISO-1 Secondary- Shelf Box 100pcs
Tertiary- Shipper Box 3600pcs

Primary- Blister 1pc
EISO-3 Secondary- Shelf Box 100pcs
Tertiary- Shipper Box 3200pcs

Primary- Blister 1pc
ELDISO-3 Secondary- Shelf Box 100pcs
Tertiary- Shipper Box 3200pcs

Primary- Blister 1pc
EISO-5 Secondary- Shelf Box 100pcs
Tertiary- Shipper Box 2400pcs

Primary- Blister 1pc
ELDISO-5 Secondary- Shelf Box 100pcs
Tertiary- Shipper Box 2400pcs

Primary- Blister 1pc
EISO-10 Secondary- Shelf Box 100pcs
Tertiary- Shipper Box 1500pcs

Primary- Blister 1pc

EISO-20 Secondary- Shelf Box 100
Tertiary- Shipper Box 900pcs

Primary- Blister 1pc

EISO-35 Secondary- Shelf Box 50pcs

Tertiary- Shipper Box 400pcs

Primary- Blister 1pc

EIS0-60 Secondary- Shelf Box 50pcs
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Tertiary- Shipper Box 200pcs
Primary- Blister 1pc
EISO-100 Secondary- Shelf Box 30pcs
Tertiary- Shipper Box 60pcs
Code: GTIN Primary: GTIN Secondary: GTIN Tertiary:
EISO-1 05060460840573 05060460840580 05060460840597
ELDISO-1 05060460843819 05060460843826 05060460843833
EISO-3 05060460840603 05060460840610 05060460840627
ELDISO-3 05060460843871 05060460843888 05060460843895
EISO-5 05060460841020 05060460841037 05060460841044
ELDISO-5 05060590881538 05060590881545 05060590881552
EISO-10 05060460840931 05060460840948 05060460840955
EISO-20 05060460840962 05060460840979 05060460840986
EISO-35 05060590883754 05060590883761 05060590883778
EISO-60 05060460841051 05060460841068 05060460841075
EISO-100 05060590881569 05060590881576 05060590881583
Code: Quantity per Pallet: Pallet Dimensions:
EISO-1 28,800pcs
ELDISO-1 28,800pcs
EISO-3 25,600pcs
ELDISO-3 25,600pcs
EISO-5 19,200pcs
ELDISO-5 19,200pcs 1200 x 1000 mm
EISO-10 12,000pcs
EISO-20 7,200pcs
EISO-35
EISO-60 3,600pcs
EISO-100 1,920pcs
Drawings:

THIS DRAWING IS CONFIDENTIAL AND THE PROPERTY OF THE COMPANY
“GBUK Group” IT CANNOT BE GIVEN, COMMUNICATED OR COPIED
WITHOUT OUR AUTHORIZATION

DIMENSIONS THE ON
THE DRAWING NOT
TO SCALE
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Description: ‘ Barrel Artwork
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Description: ‘ Primary Artwork

ISOSAF"

C €1639

ISO 80369-3 ENFit®

GBUKEmnteral

Partofthe GBUK Group swes

e O WD

Symbol glossary available at
www.gbukenteral.com
Not made with natural rubber latex.

C €1639

ISOSAF"

ISO 80369-3 ENFit®

GBUKEteral

Partof the GBUK Group eeee

[rereclee| C [MD]

Symbol glossary available at
www.gbukenteral.com
Not made with natural rubber latex.

ISOSAF™
60ml
Enteral Syringe

C €1 639

~e
=
i

m Caution: Federal (U.S.A.) law
1 I R(o nIy restricts this device to sale by
Enteral syringe oron the order of a physician.
Single Use X<00®

1 m I Caution: Federal (US.A.) law

R(o nIy restricts this device to sale by
Enteral Syringe - Low Dose or on the order of a physician.
Single Use OO

Caution: Federal (U.S A.) law
R(Only restricts this device to sale by
or on the order of a physician.

GBUK Group Ltd. Woodland House,
Blackwood Hall Business Park,

North Duffield, Selby, North Yorkshire,
YO8 5DD, UK

EU: +44 (0)1757 282 945

US: 18665 289 422
info@gbukgreup.com
www.gbukgroup.com

QualRep Services BV
Utrechtseweg 310 B42,
6812 AR Arnhem,

The Netherlands

GBUK Group Ltd. Woodland House,
Blackwood Hall Business Park,

North Duffield, Selby, North Yorkshire,
YO8 5DD, UK

EU: +44 (0)1757 282 945

US: 18665 289 422
info@gbukgroup.com
www.gbukgroup.com

QualRep Services BV
Utrechtseweg 310 B42,
6812 AR Amhem,

The Netherlands

GBUK Group Ltd.
Woodland House,

Blackwood Hall Business Park,

North Duffield, Selby,
North Yorkshire,

YO8 5DD, UK

EU: +44 (0)1757 282 945

Single Use

[sTERILE[EO| O (MD|

US: 18665 289 422
info@gbukgroup.com

ISO 80369-3 ENFit®

www.gbukgroup.com

EISO-1
123456

e YYYy-mm-op
2 YYYYMM-DD
Made in XOXXO(XX.

(01)05060460840573
(17)Y YMMDD

EXAMPLE
NSRSl (101123456

EISO-1-04 16 2102

ELDISO-1
123456
] YYYY-MM-DD
% YYYY-MM-DD
Made in JOO(XOK.

(01)05060460843819
(17)Y YMMDD

2GUEES (10)123456

BARCODE

ELDIS0-1-04 16 2102

EISO-60

LOoT| 123456
]  YYY¥mm-op
% YYyrmm-pp

Made in JO000X.

(01)05060460841051

QualRep Services BV
GBUKEnTer I Symbol glossary available at Utrechtseweg 310 B42, EXAMPLE “(;’())\gz'gzﬂs%[)
pmmmwg.. www.gbukenteral.com 6812 AR Arnhem, BARCODE
Not made with natural rubber latex. The Netherlands B50-60-04 1 2102
Description: ‘ Secondary Artwork
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©) GBUKE Teral
Enteral Syringe

60ml

Single Use

1SO 80369-3 ENFit®

The Enteral Syringe is intended for
the delivery of liquid medication,
enteral feed and hydration

Enteral Syringe
iml

ingie Use
150 80360.3 ENFre

usor

Enteral Syringe -
Low Dose

iml

Single Use
150802633 ENFIE

GBUKE Teral
Enteral Syringe

1ml

Single Us
150 80360 3 ENFEe
ey

Enteral Syringe -
Low Dose

1ml

100 units

©) GBUKETeral
Enteral Syringe -
Low Dose

1ml

ingle Use
150 B03z0-2 ENAte

@) GBUKExTeral
Enteral Syringe

60ml

Single Use
ISO 80369-3 ENFit®

FR Saringue & usage uique ertéral
IT  Sringa sntersle moncuse

ES Jeringa de un sola usa enteral

DE Enterale Einwegspritze

DA Emteralsprofte tl sngongsbrug

NO Entorsl engangs:preyte

SE Entoral Spria for englagsbruk

NL Entorsle sput voor eenmalig gebruik

PL Dojelitowago straykawka jednorazowego utythy
PT Seringa de utzaco rica entdrica

EL Tipiyya pac pdanc

TR Enterol tak kullarymitk g

€8 Enterdini jednorizovi injekén stiknékn

ET Entorasine Uhokordsolt kasutatay siistal

HU Enterslis Egyszar hasznalatos focskandd

LV Entordlas Vienraizdjos listosanas Slirca

MT Sringa b tintuza darba

RO Enteral Seringa de unica folosingi

SL Enteraina Injekeiska brizgalk za enkraina uporabo

Description:

‘ Tertiary Artwork
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EISO-1

ISOSAF" Enteral Syringe
Single Use ISO 80369-3 ENFit®

1ml

Quantity:

123456 3600 units
Weight:

M YYYY-.MM-DD XX kg
XX Ib XX oz

tJ  YYYY.MM-DD

Made in XXXXX

\\ // P
N4 ® @ & [MD] [srerueleo] € €1630
Caution: Federal (USA)law  Symbol glossary available at
R(On Iy restricts this device to sale by www.gbukenteral.com
or on the order of a physician. Not made with natural rubber latex.

dW nd\h:fu: Esc
GBUKE(Teral “£:

)7 9
d: hontoralcom nfosigbukerteralcom  The Neherands’

EISO-1

ISOSAF" Enteral Syringe
Single Use ISO 80369-3 ENFit®

1ml

Quantity:

123456 3600 units
Weight:

M YYYY-.Mm-pD XX kg
XX b XX oz

tJ  YYYY-MM-DD

Made in XXX

X+ ® @ & [MD] [srerueleo]
sremielo] C €
AN 1639
Caution: Federal (USA)law  Symbol glossary available at
R(On Iy restricts this device to sale by www.gbukenteral.com
or on the order of a physician. Not made with natural rubber latex.

LI (0°0e0450840597
BARCODE i
(10123456

EISO-1-08 17 2102

UL (1050 50450840597
BARCODE pibl
(10)123456

EISO-1-08 17 2102

QualRep
Wwd\and Hn use, macmma Hall Business Park, Services BY

Nonh Duffield, Selby, North Yorkshire, YO8 50D, UK Utrechtseweg 310 B42
(0)1757282945 US: 18665289 422 6812AR Armhem,

ELDISO-1

ISOSAF" Enteral Syringe - Low Dose
Single Use ISO 80369-3 ENFit®

1iml

@ GBUKEnTeraI

Quantity:

3600 uni
123456 s
Weight:
M YYYy.Mmm-pD XX kg
XX1b XX oz

L YYYY-MM-DD

Made in XOOOX

\\l// .
K+ ® Q& [MD] [srenueleo] € €639
Caution: Federal (USA,) law  Symbel glossary available at
R(Only restricts this device to sale by www.gbukenteral.com
or on the order of a physician. Not made with natural rubber latex.

wm \s nd Huuse Blackwcod Hall Business Park, [ecTner| 0 s:wum BY
Nonh Mﬁeld Selby, North Yorkshire, YO8 50D, UK Utrechtseweg 310 B42
;18665289422 6812AR Amhem,

@ GBUKEnTeraI

ELDISO-1

ISOSAF" Enteral Syringe - Low Dose
Single Use ISO 80369-3 ENFit®

1ml

Quantity:

3600 uni
123456 s
Weight:
M YYyy.Mm-pp XX kg
XX 1b XX oz

tJ  YYYY-MM-DD

Made in JOO0(

A+ ® Q@ & [MD| [srenneleo] € €
=2
AN 1639
Caution: Federal (USA.) law  Symbol glussary avallahle at
R(Only restricts this device to sale by www.gbukenteral
or on the order of a physician. Not made with naluval rubber latex.

(01)05060460843833
{(17)YYMMDD
(10)123456

EXAMPLE

BARCODE

ELDISO-1-08 17 2102

(01)05060460843833
{(17)YYMMDD
(10)123456

EXAMPLE

BARCODE

ELDISO-1-08 17 2102

¢ ]
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GBUKETeral “Eiffizemsmans

Partafthe GBUK Grovp

[Ecrep| St
Services BV

[£cep] QuelFep
KE T l Wmd\ dH m kwnndHHE iness Park, Sorvices BV
n era Yorkshire, YO8 5DD, UK Utrechtseweq 310 B42
O7s7283 64

5269022 GBI AR A,
d:.llwnllml.nnm infodgbukenteralcom  The Netherl

[REF] EISO-GO

ISOSAF" Enteral Syringe
Single Use ISO 80369-3 ENFit®

Goml Quanti'Fy:
123456 200 units

44 0y 945
d: lmi.ml.mm infosgbul hmhr l.mm The Netherlands

EISO-GO

ISOSAF" Enteral Syringe
Single Use ISO 80369-3 ENFit®

Goml Quanti'Fy:
123456 200 units

Weight: Weight:
M YYYY-MM-DD XXkg | ] YYYY-MM-DD XX kg
XX |b XX oz XX |b XX oz

tJ  YYYY-MM-DD

Made in OO0

K+ ® Q &[MD][srerueleo] C €
D 1639
Caution: Federal (U.SA)law  Symbol glossary available at
R(Only restricts this device to sale by vww.gbukenteral com
or on the order of a physician. Not made with natural rubber latex.

tJ  YYYY-MM-DD

Made in XOOOX

A 4 ® @& M [srereleo] € €
=
AN 1639
Caution: Federal (USA.) law  Symbol glossary available at
R(Only restricts this device to sale by www.gbukenteral com
or on the order of a physician. Not made with natural rubber latex.

(01)05060460841075
(17)YYMMDD
(10)123456

(01)05060460841075
(17)YYMMDD
(10)123456

EXAMPLE EXAMPLE

BARCODE BARCODE

EISO-60-08 17 2102 EISO-60-08 17 2102

Modified by: Katey Anderson Date: 05 Nov 2021
Reviewed by: Katey Anderson Date: 05 Nov 2021
GBUK Enteral

= Woodland House
@ GBUKEnIeraI Blackwood Hall Business Park

partolthe UK Group ee North Duffield, North Yorkshire
YO8 5DD, UK

GBUK Enteral is a trading name of GBUK Enteral Ltd.

GBUK Enteral Ltd. Is part of GBUK Group Ltd. TEL: +44(0) 1757 282 945

https://www.gbukgroup.com/
https://www.gbukgroup.com/brands/gbuk-enteral/
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