
« DAkkS 
Oartsche 
Akkreditlerungsstelle 
D-ZM-11321-01-00 

Certificate 
No. Q5 041938 0001 Rev. 00 

Product Service 

Holder of Certificate: POLY MEDiCURE LilVIITED 
Plot No. 104-105, Sector-59 
HSIIDC Industrial Area, Ballabhgarh 
Faridabad, Haryana 121004 
INDIA 

Certification IVIaric: 

tuv-sud-com/ps-cart 

Scope of Certificate: Design & Development, Manufacture, Sa les and 
Distribution of Steri le 8k. Non-Steri le Non Active Non 
Implantable Medical Devices for In fus ion, 
Transfusion, General Surgery, Anaesthes ia , 
Gynecology, Gastroenterology, Respiratory, Urology, 
Dialysis by In ject ion Moulding, Plast ic Extrusion, 
Assembly , Packing and Steri l ization. 

The Certification Body of TUV S O D Product Service GmbH certifies that the company mentioned above 
has established and Is maintaining a quality management system, which meets the requirements of the 
listed standard(s). See also notes overleaf. 

Report No.: IND2019081 

Valid from: 2020-06-01 
Valid until: 2023-03-13 

Date, 2020-06-01 Christoph Dicks 
Head of Certification/Notified Body 
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« DAkkS 
Deutsche 
Akkreditierungsstelle 
D-ZM-11321-01-00 

Product Service 

Certificate 
No. Q5 041938 0001 Rev. 00 

Applied Standard(s): 

Facility(ies): 

EN 18013485:2016 
Medical devices - Quality management systems -
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016 

POLY MEDICURE LIMITED 
Plot No. 104-105, Sector-59, HSIIDC Industrial Area, Ballabhgarh. 
Faridabad, Haryana 121004. INDIA 

POLY MEDICURE LIMITED 
Plot No.115-116, Sector-59. HSIIDC Industrial Area, Ballabhgarti, 
Faridabad, Haryana 121004, INDIA 

POLY MEDICURE LIMITED 
Unit III: Plot No. 17, Sector-3. SIDCUL, Integrated Industrial Estate, 
Haridwar, Uttarakhand 249403, INDIA 

Page 2 of 2 
T O V S O D Product Service GmbH • Certification Body • RidlerstraRe 65 • 80339 Munich • Gemiany 



...A 
B e n a n n t d u r c h / D e s i g n a t e d by 

Zent ra ls te l le de r L a n d e r -q 
fur G e s u n d h e i t s s c h u t z 2^ 

bei Arzne imi t te in und ; 
Mediz inprodukten | 

Z L G - B S - 2 4 4 . 1 0 . 0 8 

Product Service 

EC Certificate 
Full Quality Assurance System 
Directive 93 /42 /EEC on Medical Devices (MDD), Annex II excluding (4) 
(Devices in Class lla, lib or III) 

No. G1 041938 0007 Rev. 00 

Manufacturer: POLY MEDICURE LIMITED 
Plot No. 104-105, Sector-59 
HSIIDC Industrial Area, Ballabhgarh 
Faridabad, Haryana 121004 
INDIA 

Product Category(ies): iV Cannula/ Catheter with / without Safety Features, Infusion Sets, 
Burette Infusion Sets, Flow Regulators, Extension Lines, Luer Caps, 
Stylet (Obturators), CVP Manometers, Stop cock with/without extension 
line, Needle free connectors with/without extension line. Scalp vein 
(Winged Infusion) Set (with / without safety features), Insulin Syringe, 
Huber Infusion set with / without safety features, Over the Needle (OTN) 
Catheter, Arterial Cannula with/without Safety Features, Manifolds 
with/without Extension line, Mini-midline Catheter (Peripheral catheter). 
Transfusion Pump Set, Luer Adaptors, Blood Bags, Blood Collection Set 
with / without Safety Features, Blood Collection Needle & Holder, 
Transfusion Sets (BT Sets), Closed Wound Suction Unit, Yankaur 
Suction Set (Suction tube and/or Handle), Thoracic Drainage Catheter 
(with/without Trocar), Redon Drainage Tube, Abdominal Drainage Set, 
Under Water Seal Drainage System, Female catheter, Nelaton catheter, 
Foley Balloon Catheter, Irrigation Set, Levins tube, Infant Feeding Tube, 
Ryle's Tube, Stomach Tube, Umbilical Catheter, Feeding Bag, Mucus 
Extractor with/without Bacterial Filter, Suction Catheter, Nasal Oxygen 
Catheter/ Cannula, Oxygen Catheter, Guedel Airways, Endotracheal 
Tubes (Plain, Cuffed, Reinforced), Catheter Mount, Oxygen Mask, 
Nebulizer Mask, Venturi Mask, Blood Line Set, Fistula Needle with / 
without Safety features, Peritoneal Dialysis Transfusion Set, Peritoneal 
Dialysis Catheter Kit, High Pressure Vacuum Drainage Bottle. 

The Certification Body of T Q V S O D Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device categories in accordance with MDD Annex II. 
This quality assurance system conforms to the requirements of this Directive and is subject to 
periodical surveillance. For marketing of class III devices an additional Annex II (4) certificate is 
mandatory. See also notes overleaf. 

Report No.: IND2019081_CN 

Valid from: 2020-06-17 
Valid until: 2024-05-26 

Date, 2020-06-17 

Christoph Dicks 
Head of Certification/Notified Body 
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Mediz inprodukten | 

Z L G - B S - 2 4 4 . 1 0 . 0 8 

Product Service 

EC Certificate 
Full Quality Assurance System 
Directive 93 /42 /EEC on Medical Devices (MDD), Annex II excluding (4) 
(Devices in class I in sterile conditions, sterilized systems or procedure packs) 

No. G1S 041938 0003 Rev. 00 

Manufacturer: POLY MEDICURE LIMITED 
Plot No. 104-105, Sector-59 
HSIIDC Industrial Area, Ballabhgarh 
Faridabad, Haryana 121004 
INDIA 

Product 
Category(ies): 

Vial access spike, Umbilical Cord Clamp, Urine Collection Bag, Rectal 
Catheter, Trans Urethral Resection Set (TUR Set), Sterile bottle caps. 

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for manufacture in accordance with 
MDD Annex II. This quality assurance system covers those aspects of manufacture concerned with 
securing and maintaining sterile conditions of the respective devices / device categories and conforms 
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf. 

Report No.: IND2019081 

Valid from: 2020-06-01 
Valid until: 2024-05-26 

Date, 2020-06-01 

Christoph Dicks 
Head of Certification/Notified Body 

Page 1 of 1 
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