
Three-way stopcock

Three way stopcock made of polycarbonate

• Multiple channels for multiple infusion therapy.

• Designed to withstand pressure upto 5 bars.

• Smooth, fully rotatable tap.

• Stability tested pneumatically and hydrostatically.

• Tap turns every 360° without limitation.

• Flow shuts off every 90°.

• Minimal dead space in ports to ensure precise drug administration and maximum infusion 
flow. Continuous flow channels.

• Arrow indication marks on top to indicate direction of flow.

• Low profile for stable and safe positioning.

• Available in lipid resistant/non-lipid resistant varieties.

• Available with blue and red pegs for easier identification.

• Disposable, sterile and non-pyrogenic. Sealed blister packing.

Gloflex
®

Glocath
I.V. Catheter with an integrated three-way stopcock

Ports of the stopcock can be utilized for attaching additional stopcocks for multiple 
infusion therapy.

• Colour coded tap for easy identification.

• Flexible wings with suture holes for secure fixation.

• Luer lock stoppers to prevent contamination.

• 360° rotation of the tap without limitation.

• Rigid and sturdy design for longevity.

• Female luers with6% taper for compatibility with all standard devices.

• Disposable, sterile and non-pyrogenic.

• Sealed blister packing.
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Technical Specifications

Radiopaque

4310012G

4310022G

4310032G

4320012G

4320022G

4320032G

Technical Specifications

• A specially designed injection port cap which has a recessed plug and 
a protective skirt to minimize contamination.

• Disposable, sterile, non-pyrogenic.

• Sealed blister packing.

Glothin
®

I.V. Catheter with Injection Valve and Wings

Technical Specifications
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PRODUCT SPECIFICATIONS 

 

 
 

DEVICE BRAND NAME GLOFLEX® (Non-Lipid / Lipid resistance) 

DEVICE MODEL Three Way Stopcock 

BASIC UDI-DI 8903545GMLSTC017P6 

DEVICE DESCRIPTION The Three Way Stop Cock is a device used as an accessory to direct 
the flow of fluid through an infusion system while allowing multiple 
fluids to be connected to the same input source. An exterior handle – 
called tap, allows the clinician to choose the specific fluid or 
medication to flow at a given point of time. Three Way Stop Cock is 
available in lipid resistant (LR) and non-lipid resistant (Plain). 

INTENDED USE Three way stop cock is intended for fluid flow, directional control, 
and for providing access port(s) for the administration of solutions. 

CLASSIFICATION Three Way Stop Cock is non-invasive, short term use device which is 
intended for channeling liquids for the purpose of eventual 
administration or introduction into the body and hence classified as 
Class IIa as per Rule 2 of Annex VIII of Regulation (EU) 2017/745 of 
the European Parliament and of the Council of 5 April 2017 on 
medical devices (MDR 2017/745). 

TAP COLOUR Blue, White, Red 

PATIENT POPULATION Child, Adult 
 

 Technical Specifications

 
Parameter Value 

Base/Housing Transparent 

Flow Rate 500 ml/min. ± 10% 

Pressure stability (up to) 5 Bar 

Rotation 360° rotation tap 

Priming Volume 0.20 ml (Approx.) 

Connecting Ports: Transparent having 6% Taper with luer lock facility. 

GENERAL DESCRIPTION OF DEVICE 
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DEVICE DRAWING 

APPROVED MATERIAL OF CONSTRUCTION 

 
Reference No. 

 

Colour Code 
Ref. No. 

Non-Lipid resistance Lipid resistance 
 

 Blue 4310012G 4320012G 
 White 4310022G 4320022G 
 Red 4310032G 4320032G 

 Features
 

 Multiple channels for multiple infusion therapy. 
 Designed to withstand pressure up to 5 bars. 
 Smooth, fully rotatable tap. 
 Tap turns 360° without limitation. 
 Flow shuts off every 90°. 
 Minimal dead space in ports to ensure precise drug administration and maximum infusion flow. 
 Continuous flow channels. 
 Arrow indication marks on top to indicate direction of flow. 
 Low profile for stable and safe positioning. 
 Available in lipid resistant/non-lipid resistant varieties. 
 Sterile, non-pyrogenic, for single use. 

 

 

 

Details of all components and its material are given in following table. The product and product 
packaging doesn’t contain any constituent of animal origin. 
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PACKING SPECIFICATIONS 

STERILIZATION 

STORAGE CONDITION 

SHELF LIFE 

STANDARDS COMPLIANCE 

 

S.NO PART NAME MATERIAL 

1 Threaded stopper HDPE (High Density Polyethylene) 

2 Tap HDPE (High Density Polyethylene) 

3 Rotator PC (Poly Carbonate) 

4 Body/housing PC (Poly Carbonate) 

5 Plain stopper PP (Polypropylene) 

 

The Device is individually packed in PVC blister packs (Thickness 0.28 mm) sealed with Medical 
grade Tyvek/60gsm paper, such 50 PCs. are packed in inner carton i.e. Duplex Board & such 10 
inner cartons are packed in master carton i.e. Kraft pull Paper. 

Packing Details 
 

Inner carton size 168 x 136 x 105 mm 

No. Of blister packed pieces in inner carton 50 pcs 

Master carton size 538 x 288 x 178 mm 

No. Of inner cartons in master carton 10 nos 

No. Of blister packed pieces in master carton 500 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 8536-9:2015 Infusion equipment for medical use — Part 9: Fluid lines for single use with 
pressure infusion equipment 

Iulian
Выделение



Global Medikit Limited 
Khasra No. 323 (MI), Central Hope Town Camp Road, 
Selaqui, Dehradun, Uttarakhand-248197 [India] 
Phone: +91 11 27662182 
E-mail: info@globalmedikit.in Ref. No: TDS – 02A, Revision No - 05 

Page 5 of 5 

 

 

 
ISO 8536-10:2015 Infusion equipment for medical use – part 10: accessories for fluid lines for 

single use with pressure infusion equipment 

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

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: 21 February 2023 

Samar Keshari Jena 

Regulatory Affairs Manager 

Global Medikit Limited 
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