Certificate US19/819843647.00 continued

Teleflex Medical

Directive 93/42/EEC

on medical devices, Annex lf (excluding Section 4).

Issue 2

Detailed scope

Non-sterile Anaesthesia and respiratory Circuits including breathing bags

and water fraps, Non-sterile Heated Humidifiers, Non-sterile Non-Prefilled
Humidifiers and Nebulizers, Non-sterile Small Volume Nebulizers,

Sterile Prefilled Humidifiers and Nebulizers {saline or water) with adaptors,
Sterile Prefilled unit dose vial /solution for nebulisation,

Non-sterile Respiratory therapy Adaptors and connectors,

Sterile Column and Reservoirs including adaptors, Non-sterile Nasal cannula
{including gas sampling}, Non-sterile Cannula and Supply Tubing, Nonsterile CPAP
Cannula System, Non-sterile Manual resuscitators and PEEP valves,

Non- sterile Respiratory and anaesthesia masks,

Non- sterile Gas scavenging mask, Sterile Endotracheal tubes,

Sterile Endobronchial tubes, Non-sterile Suction and Aspirating Tubes,

Sterile Vented Thoracic Chest Seal, Sterile Operative Cholangiogram Catheters,
Sterile Abdominal Access and Insuffiation devices,

Sterile Capillary drains, Sterile Percutaneous Surgical System (Minil.ap

and Grip graspers), Sterile Percutaneous Surgical System (Mini Polar
electrosurgical probe and MiniGrip Bipolar Graspers),

Non-sterile Heat and Moisture Exchangers

Where the above scope includes class Il medical device{s), a valid EC Design Examination
Certificate according to Annex [ (Section 4) is a mandatory requirement for each device
In addition to this certificate to place thal device on the market.
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