
99766774 Normasol
Normal saline for use in topical irrigation, wound cleansing, irrigation of mucous membranes and rinsing of eyes

Product details

Size :Size : 25ml
Descriptive feature :Descriptive feature : Saline, Sodium chloride
Sterile :Sterile : Sterile

Images

Delivered items

99766774-02

Sales released in:Sales released in: Bahrain, Gibraltar, Hong Kong, Ireland, Malta, Oman, Saudi Arabia, South Africa, United Arab
Emirates, United Kingdom of Great Britain and Northern Ireland
Country of origin:Country of origin: United Kingdom of Great Britain and Northern Ireland
Shelf life:Shelf life: 1.5 years
Sterilization method:Sterilization method: Steam
Production Responsibility:Production Responsibility: Mölnlycke Health Care Ltd, Tubiton House, Medlock Street, Oldham, OL1 3HS, United
Kingdom
Packing information:Packing information: First packaging layer is a plastic sachet. Once opened the sterile barrier cannot be closed
again. Second layer is a thermoformed pouch. Third layer is a corrugated board transport box.
Is suitable for Tray:Is suitable for Tray:  No

Packing levelPacking level QuantityQuantity GS1 Code / UDI-GS1 Code / UDI-
DIDI

Width x Length xWidth x Length x
HeightHeight

VolVol Weight gross /Weight gross /
netnet

Consumer pack 1 7332551878603

Transport box 250 7323190024803 295x395x185 mm 21.6
dm3

7.6 / 6.6 kg

Pallet 16000 7323190024797 800x1200x1624 mm

Material

Animal tissues :Animal tissues : No
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Human blood derivatives :Human blood derivatives : No

Natural rubber latex :Natural rubber latex : No
Medicinal substances :Medicinal substances : No
Phthalates :Phthalates : No
Polyvinyl chloride :Polyvinyl chloride : No

Product Composition Saline Solution ProductsProduct Composition Saline Solution Products

Product ComponentProduct Component CompositionComposition

Saline solution Purified water, Sodium chloride

Technical

ClassificationsClassifications

Regulation type(s)Regulation type(s) MDR Class IIbMDR Class IIb Locally RegulatedLocally Regulated Locally RegulatedLocally Regulated Locally RegulatedLocally Regulated

CE Certificate Number : MDR 722028

Intended Purpose : For use in topical
irrigation, wound
cleansing,
irrigation of
mucous
membranes and
rinsing of eyes

For use in topical
irrigation, wound
cleansing,
irrigation of
mucous
membranes and
rinsing of eyes

For use in topical
irrigation, wound
cleansing,
irrigation of
mucous
membranes and
rinsing of eyes

For use in topical
irrigation, wound
cleansing,
irrigation of
mucous
membranes and
rinsing of eyes

MDR Classification Rule : 4

Conformity Annexes : IX

Measuring Function : No

Notified body medical devices/PPE : BSi 2797 Saudi Authority Local Authority
MEA

Local Authority
APAC

510(k) clearance number : 3110756

Regulatory Released : Gibraltar, Ireland,
Malta, United
Kingdom of Great
Britain and
Northern Ireland

Saudi Arabia Bahrain, Oman,
South Africa

Hong Kong
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ClassificationsClassifications

Regulation type(s)Regulation type(s) Locally RegulatedLocally Regulated

CE Certificate Number :

Intended Purpose : For use in topical irrigation, wound cleansing, irrigation of mucous membranes
and rinsing of eyes

MDR Classification Rule :

Conformity Annexes :

Measuring Function :

Notified body medical devices/PPE : Local Authority United Arab Emirates

510(k) clearance number :

Regulatory Released : United Arab Emirates

Applied standards : Applied standards : The standards presented below is a selection of the most essential standards that areThe standards presented below is a selection of the most essential standards that are
adhered to.adhered to.

EN 1041, EN 62366, EN ISO 9001, EN ISO 13485, EN ISO 10993-1, EN ISO 11607-1, EN ISO 11607-2, EN ISO
15223-1, ISO 14001

Removable labelRemovable label

No

GMDN Code (Global Medical Device Nomenclature)GMDN Code (Global Medical Device Nomenclature)

64871 Sterile wound irrigation sodium chloride solution, single-use

UNSPSCUNSPSC

42312309 Wound irrigation systems

Commodity CodeCommodity Code

3307900000 Sodium Chloride Solutions

CE ResponsibilityCE Responsibility

Molnlycke Health Care AB, Gamlestadsvagen 3c, Box 13080, SE-402 52 Goteborg Sweden

Basic UDIDIBasic UDIDI

733243000000000062JW
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