
 

 

DECLARATION 

 

We, Global Medikit Limited, hereby declare that our medical device: 

Device Name: Gloflon Safety – Safety I.V. Catheter with Injection Valve and with Wings 

Complies with the following specifications: 

1. Material: Manufactured from polyurethane (PUR) with 3 contrast lines for 
radiographic visibility. 

2. Flexible Wings: Equipped with flexible wings that are resistant to repeated 
bending maneuvers, ensuring durability and ease of handling. 

3. Lumen: Designed with a lumen of minimal risk of obstruction, which is flexible 
and resistant to repeated bending maneuvers, ensuring consistent and safe 
fluid flow. 

4. Thermoelastic Property: The catheter is constructed with thermoelastic 
characteristics, enhancing patient comfort and ensuring reliable performance 
during clinical use. 

 

For Global Medikit Limited 

 

 -------------------------------------------- 

Name:  SAMAR KESHARI JENA 

Designation: Manager, Quality Assurance 

Date: 20.08.2025 

 



I.V. Catheter with injection valve and wings with added safety feature for prevention of needle stick injury.

• Safety feature for complete protection from needle stick injury.

• Passive, irreversible activation of safety mechanism.

• No change in insertion technique required.

• Stainless steel, silicone tipped needle for smooth penetration.

• Injection port with one way silicone injection valve.

• Specially designed protection cap with a recessed plug to cover the injection
port and minimize contamination.

• Angled and grooved wings for secure fixation.

• Radio-opaque lines for accurate radiographic detection.

• Luer cap for blocking the catheter when not in use.

• 6% luer taper for compatibility with all standard devices.

• Disposable, sterile and non-pyrogenic.
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I.V. Catheter with injection valve and wings with added safety feature for prevention of needle stick injury.

• Safety feature for complete protection from needle stick injury.

• Passive, irreversible activation of safety mechanism.

• No change in insertion technique required.

• Stainless steel, silicone tipped needle for smooth penetration.

• Injection port with one way silicone injection valve.

• Specially designed protection cap with a recessed plug to cover the injection
port and minimize contamination.

• Angled and grooved wings for secure fixation.

• Radio-opaque lines for accurate radiographic detection.

• Luer cap for blocking the catheter when not in use.

• 6% luer taper for compatibility with all standard devices.

• Disposable, sterile and non-pyrogenic.
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DEVICE BRAND NAME Gloflon Safety® 

DEVICE MODEL Safety I.V. Catheter with Injection Valve and with Wings 

DEVICE DESCRIPTION Gloflon Safety® IV Catheters are over-the-needle, intravascular (IV) 
catheters. These devices include a radiopaque catheter, needle, needle 
hub, safety needle shield, and flash chamber with removable vent plug. 
The needle and catheter are protected by a needle cover. The flash back 
chamber provides confirmation that the device has entered the vessel. 
The needle tip is protected when the needle is removed, reducing the 
risk of accidental needlestick injury. 

INTENDED USE I.V. Catheter is a device for access to the human circulatory system for 
the introduction of fluids or medicament and / or withdrawal of blood 
samples. 

CLASSIFICATION Class IIa as per Rule 7of Annex VIII of Regulation (EU) 2017/745 of the 
European Parliament and of the Council of 5 April 2017 on medical 
devices 

SIZE AVAILABLE 14G,16G,17G,18G,20G,22G,24G,26G 

PATIENT POPULATION Child, Adult 
 

Brand Name Product name Specifications Variant/Size 
Reference No. 
Radio-Opaque 

 
 

 
Gloflon Safety 

 

 
I.V. Catheter with 
Injection valve and 

wings 

 
 

FEP catheter, 60 
GSM paper, 100 

GSM Paper, Tyvek 
paper 

14G 4580142G 
16G 4580162G 
17G 4580172G 
18G 4580182G 
20G 4580202G 
22G 4580222G 
24G 4580242G 
26G 4580262G 

GENERAL DESCRIPTION OF DEVICE 
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 Technical Specifications
 

PARAMETER TOLERANCE SPECIFIED VALUE 

GAUGE  14G 16G 17G 18G 20G 22G 24G 26G 

Needle OD (in mm) ± 0.01 1.47 1.25 1.05 0.87 0.71 0.56 0.45 0.41 

Needle Material - Stainless steel 

Needle Type - Back Cut 
Catheter OD 
(in mm) 

+0.049, -0.05 2.1 1.8 1.5 1.3 1.1 0.9 0.7 0.6 

Catheter Material - FEP (Radio opaque) 
Effective length 
(in mm) 

±1 mm 45 45 45 45 33 25 19 19 

 

 
Flow Rate ml/min 

Not less than 80% 
for catheter 
OD≤1.0mm 
Not less than 90% 
for catheter 
OD≥1.0mm 
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Colour  Orange Grey White Green Pink Blue Yellow Violet 

Distance of 
Catheter Tip from 
Needle Bevel Heel 

 
Mini. to Max. 

 
0.1 to 1.0 mm 

Connecting Port - 6% female Taper with luer lock facility. 

 Features:
 

 Radio-opaque catheter for easy insertion and X-ray detection. 
 Needle safety guard automatically covers the bevel after withdrawal of needle from the hub, 

minimizing the risk of needle stick injuries. 
 Easy identification of needle safety guard after covering needle tip due to color coding of needle hub. 
 Stainless steel, siliconized needle for easy and smooth penetration. 
 Robust, evenly, sharp, triple facetted beveled needle ensures least trauma and reliable insertion. 
 Color coded injection port cap is provided for easy identification of gauge size. 
 Injection port is provided with one way injection valve for extra medication by syringe without needle 

and to prevent back flow. 
 Ergonomically designed luer lock facilitates instant secure closure immediately after penetration. 
 Flexible angled wings allow easy fixation and prevent displacement of catheter over the patient’s body. 
 Transparent flashback chamber for easy visualization of blood. 
 Sterile, non-pyrogenic, for single use. 

DEVICE SPECIFICATIONS 
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APPROVED MATERIAL OF CONSTRUCTION 

 

 
 

 

 

S.no Part name Material used 
1 Body (Wing Housing) Polypropylene (PP) 
2 Catheter Holder Polyacetal (POM) 

3 Catheter 
Fluorinated ethylene propylene with 2RO Lines 
(FEP)/Polyurethane (PU) with 3RO Lines 

4 Silicon Tube Silicon Rubber 
5 Needle Stainless Steel (AISI 304) 

6 Needle Cover Polypropylene (PP) 
7 Port cap Linear Low-Density Polyethylene (LLDPE) 
8 Needle Hub Polypropylene (PP) 
9 Hub Cover (Flash Back Chamber) Polypropylene (PP) 

10 Threaded Stopper High Density Polyethylene (HDPE) 
11 Safety Cage Polyacetal (POM) 
12 Safety Cage Cover Polyacetal (POM) 
13 Needle Stopper Polypropylene (PP) 

14 Spring Stainless Steel (AISI 304) 

15 Washer Stainless Steel (AISI 304) 

DEVICE DRAWING 
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STERILIZATION 

STORAGE CONDITION 

SHELF LIFE 

STANDARDS COMPLIANCE 

 

 

The Device is individually packed in PVC blister pack sealed with Medical Kraft paper, such 100 PCs. 
Are packed in inner carton Duplex board & such 10 inner cartons are packed in master carton i.e. 
Kraft pulp Paper. 

 
Packing Details 

 

Individually packed size 147 x 27.5 mm 

Inner carton size 168 x 150 x 150 mm 

No. of packed pieces in inner carton 100 pcs 

Master carton size 765 x 320 x 178 mm 

No. of inner carton in master carton 10 nos 

No. of individually packed pieces in master carton 1000 pcs 

 

The device is sterilized by Ethylene Oxide (EtO), A Concentration of 20:80 (ETO: CO2). 
 

Stored in at 5°C to 25°C temperature, keep away from moisture, direct light and heat sources. 
 

 

Shelf life of the finished product 5 years from the date of sterilization. 
 

 
ISO 13485:2016 Medical devices – quality management systems – requirements for 

regulatory purposes 
ISO 14971:2019 Medical devices – application of risk management to medical devices 

ISO 15223-1:2021 Medical devices – symbols to be used with medical device labels, labelling 
and information to be supplied – part 1: general requirements 

ISO 20417:2021 Information supplied by the manufacturer of medical devices 

ISO 10555-1:2013 Intravenous catheters – sterile and single- use catheters –Part 1: General 
requirements 

ISO 10555-5:2013 Sterile, single-use intravascular catheters – Part: Over- needle peripheral 
catheters. 

ISO 80369-7: 2016 Small-bore connectors for liquids and gases in healthcare applications — 
Part 7: Connectors for intravascular or hypodermic applications 

PACKING SPECIFICATIONS 
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IEC 62366-1:2015 Medical devices - application of usability engineering to medical devices 

ISO 11607-1:2019 Packaging for terminally sterilized medical devices – part 1: requirements 
for materials, sterile barrier systems and packaging systems 

ISO 11607-2:2019 Packaging for terminally sterilized medical devices – part 2: validation 
requirements for forming, sealing and assembly processes 

ISO 10993-1:2018 Biological evaluation of medical devices – part 1: evaluation and testing 
within a risk management process 

ISO 10993-7:2008 Biological evaluation of medical devices – Part 7: Ethylene oxide 
sterilization residuals 

ISO 11135:2014 Sterilization of health care products – ethylene oxide – part 1: 
requirements for development, validation and routine control of a 
sterilization process for medical devices 

ISO 14644-1:2015 Cleanrooms and associated controlled environments – part 1: classification 
of air cleanliness by particle concentration 

ISO 14644-2:2015 Cleanrooms and associated controlled environments — Part 2: Monitoring 
to provide evidence of cleanroom performance related to air cleanliness by 
particle concentration 

MEDDEV 2.7.1., Rev 4 Clinical evaluation: a guide for manufacturers and notified bodies under 
directives 93/42/EEC and 90/385/EEC 

ISO 11737-1:2018 Sterilization of health care products — Microbiological methods — Part 1: 
Determination of a population of microorganisms on products 

ISO 11737-2:2020 Sterilization of health care products — Microbiological methods — Part 2: 
Tests of sterility performed in the definition, validation and maintenance of 
a sterilization process 

MDCG 2020-6 Clinical evidence needed for medical devices previously CE marked under 
Directives 93/42/EEC or 90/385/EEC 

 
Date: 06 August 2024 

 

Samar Keshari Jena 
Regulatory Affairs Manager 
Global Medikit Limited 
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