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TECHNICAL SHEET

Reference SF02
Trade Name: Needle free Surfactant Kit
Product Description Surfactant Kit without needle
Characteristics
Intended Use For administration of pulmonary surfactant
Raw Materials: 1. M.L.L Superlock connector - blue Rigid — PVC. DEHP
free.
2. Graduated Tube @ 1x1.7 mm (CH5) Length 215 mm in
Polyurethane with blue radiopaque stripe.
3. Syringe with superlock F.L.L Connector in PP.
4. M.L.L Superlock connector in blue Rigid — PVC. DEHP
free.
5. Strap—-PVC.
6. F.L.L Superlock cap — PVC. DEHP free.
7. M.L.L. connector — ABS.
8. Vial cap @ 13mm -PC
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Packaging Single package in paper PP-PE film blister.
Multiples packed in boxes of 25
Shelf Life: 5 years from the date of sterilisation
Usage Single use Device
Sterilisation EtO Sterilisation of the Surfactant kit is undertaken in
accordance with the requirements of the current regulations
Device should not be Re-sterilised
Storage Normal storage procedures and conditions
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Disposal The user must follow the legal regulations regarding disposal
of hospital waste.

IFU

Manufacturer HMC Premedical Spa

Via Tonino Morandi 16
41037 Mirandola
Italy

Classification

Class lla Sterile

Conformity Assessment Route:

MDD 93/42/EEC, Annex VII

Notified Body

IMQ NB Number: 0051

Certificate Ref

1668/MDD
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