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TECHNICAL DATA SHEET
ENFit Infant short term Feeding Tube

Reference: CGxx/xxx
Trade Name: ENFit Infant short term Feeding Tube Polyurethane

PRODUCT DESCRIPTON:
ENFit Infant short term Feeding Tube Polyurethane, available from 4FR to 14FR

INTENDED USE:
The device must be used exclusively by healthcare professionals, or suitably trained personnel. The Short Term Tubes
(CG) are mainly used in neonates and paediatrics but can be used with adults who need short term enteral support.

RAW MATERIAL:

Tube: Polyurethane and barium sulphate
Connector: ABS

Strap: Polyethylene

Cap: Polypropylene

PACKAGING:
Primary packaging: Single product in Tyvek pouch.

Secondary Packaging (Box): White Cardboard box — quantities refer to table 1

Tertiary Packaging (Shipping Carton): Brown corrugated cardboard carton— quantities refer to table 1
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Table 1 - Product Range:

Outer Diameter Inner Diameter Length of Tube Box quantity Carton Quantity
CG4/40 1.38 0.6 400(+10/-2) 50 500
CG4/50 1.38 0.6 500(+10/-2) 50 500
CG4/50W 1.38 0.6 500(+10/-2) 50 500
CG4/80 1.38 0.6 810(+10/-2) 50 500
CG4/90 1.38 0.6 910(+10/-2) 50 500
CG5/40 1.7 0.9 400(+10/-2) 50 500
CG5/50 1.7 0.9 500(+10/-2) 50 500
CG5/80 1.7 0.9 810(+10/-2) 50 500
CG6/40 2 1.3 400(+10/-2) 50 500
CG6/50 2 1.3 500(+10/-2) 50 500
CG6/50W 2 1.3 500(+10/-2) 50 500
CG6/80 2 1.3 810(+10/-2) 50 500
CG6/80W 2 1.3 810(+10/-2) 50 500
CG6/100 2 1.3 1100(+10/-2) 50 500
CG6/120 2 1.3 1210(+10/-2) 50 500
CG8/40 2.7 1.5 400(+10/-2) 50 500
CG8/50 2.7 1.5 500(+10/-2) 50 500
CG8/80 2.7 1.5 810(+10/-2) 50 500
CG8/80W 2.7 1.5 810(+10/-2) 50 500
CG8/120 2.7 1.5 1210(+10/-2) 50 500
CG10/80 3.3 2.15 810(+10/-2) 25 500
CG10/80W 3.3 2.15 810(+10/-2) 25 500
CG10/120 3.3 2.15 1210(+10/-2) 25 500
CG12/80 4 2.8 810(+10/-2) 25 500
CG12/80W 4 2.8 810(+10/-2) 25 500
CG12/120 4 2.8 1210(+10/-2) 25 500
CG14/80 4.7 3.2 810(+10/-2) 25 500

STERILISATION:
EtO Sterilisation is undertaken in accordance with the requirements of the current regulations
The device should not be re-sterilised.

SHELF LIFE:
Shelf life 5 years from sterilisation

USAGE:
Single use device

STORAGE:
Standard storage procedures and conditions.

DISPOSAL:
The user must follow the legal regulations regarding disposal of hospital waste.

MANUFACTURER:
Medicina Ltd
Units 2-4 Rivington View Business Park, Station Road, Blackrod, BL6 5BN

EC REPRESENTATIVE:
HMC Premedical S.p.A.
Via Bosco 1/3, 41037, Mirandola (MO) — Italy
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NOTIFIED BODIES:
SGS Belgium NV — CE1639
Certificate Number: GB19/964577
SGS United Kingdom — UKCA0120
Certificate number — GB22/00000566
CLASSIFICATION:
Class lla
CONFORMITY ASSESSMENT ROUTE:
MDD 93/42/EEC Annex V
UK MDR 2002 (as amended) Part Il
REVISION HISTORY:
Revision No: Date: Summary of changes Issued by:
01 07/05/2020 First issue with CE1639 Joanne Schmidt
02 17/02/2021 Addition of EC Representative Joanne Schmidt
04 21/12/2022 Include UKCA and update packaging | Joanne Schmidt
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