-

&*& Y . Benannt durch/Designated b

w«;{ﬁr Zentralstelie der Lénder

‘ﬁv l‘ flir Gesuncheltsschutz
* EEEE * bel Arzngimitteln und
W . Medizinpradukien

K kX 7LG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
{Devices in Class lla, lib or IlI)

No. G1 041938 0007 Rev. 00

www.zlg. de

Product Service

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

H « IV Cannula/ Catheter with / without Safety Features, Infusion Sets,
PFOdUCt Category“es)' 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, lrrigation 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 TUV SUD 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 Il.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class lll devices an additional Annex Il (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 c
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Christoph Dicks
Head of Certification/Notified Body
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Text v némeckém jazyce
Z1LG-BS-244.10.08

Preklad z anglického jazyka

ES Osvédceni

Systém upiného zabezpedovani jakosti
Smérnice 93/42/EHS o zdravotnickych prostfedcich (smér. o ZP), Priloha Il
kromé (4) (Prostredky ve tfidé lla, lIb nebo IIl)

€. G1041938 0007 rev. 00

Vyrobce: POLY MEDICURE LIMITED

PLOT No. 104-105, Sector-59
HSHDC Industriat Area, Ballabhgarh
Faridabad, Haryana 121004

INDIE

Product Service

Vy robkovalé IV kanyla/ katétr s ochr. pouzdrem /bez ochr. pouzdra, infuznf sety, infuznf sety

kategorie:

byretového typu, regulatory pritoku, prodluZovaci haditky, zatky Luer,
stylet (obturatory), manometry CVP, kohout s prodluZovaci hadi¢kou / bez prodluz.

hadi¢ky, bezjehlové spojky s prodluZovaci hadi¢kou / bez prodluZ. hadi¢ky, infuzni
set (infuze s kiidélky) (s ochr. pouzdrem /bez ochr. pouzdra), inzulinové st¥fkacka,
infuzni set Huber s ochr. pouzdrem /bez ochr. pouzdra, katétr over-the-needle (OTN),
arteridlnf kanyla s ochr. pouzdrem /bez ochr. pouzdra, rozdé&lovace s prodluzovaci
hadi¢kou / bez prodluZ hadit¢ky, Mini-midline katétr (perifernf katétr), set transfuzni
pumpy, adaptéry Luer, krevni vaky, set na odbér krve (s ochr. pouzdrem /bez ochr.
pouzdra), drzék a jehla pro odb&r krve, transfuzni sety (pro transfuzi krve), uzavieny
systém na odsavani (drenaZ) rany, sada pro odsévéni s ndstavcem Yankauer (odsdvaci
haditka a/nebo drzdk), hrudni drenaZni katétr (s trokarem / bez trokaru, hadicka

k Redonové& drenaZi, sada pro abdominalni drenaZ, utdsnény drenazni systém, Zensky
katétr, Nelatontiv katétr, Foleyiv katétr s balénkem, proplachovaci sada, Levinova
sonda, hadi¢k k podavani umélé vyZivy kojenciim, nasogastrickd sonda, Zalude&ni

sonda, pupecni katétr, vak na umélou vyZivu, zafizeni na odsavani hlenu

s bakteridlnim filtrem / bez bakteridlniho filtru, odsdvaci katétr, nosni kyslikovy katétr
/ kanyla, kyslikovy katétr, Guedeliv tubus (vzduchovod), endotrachedlni kanyly
(hladké, s manZetou, zesilené), spojka katétru, kyslikova maska, nebulizaéni maska,
Venturiho maska, sada hadiéek na dialyzu, dialyzagni jehla s ochr. pouzdrem /bez
ochr. pouzdra, sada katétrii pro peritonealni dialyzu, podtlakova sbérné lahev na

drenaz.

Certifika&ni organ TUV SUD Product Service GmbH prohlasuje, Ze vySe uvedeny vyrobce ma

zavedeny systém zabezpetovani jakosti pro navrh, vyrobu a vystupni kontrolu piislugnych
prosttedki / kategorii prostiedk( v souladu se smé&mici o ZP Pfiloha Il. Tento systém

zabezpedovani jakosti splfiuje pozadavky této smérnice a je pravideln& kontrolovan. Pro uvedeni
na trh prostredk tifdy i je nutné jesté osvédteni dle Prilohy Il (4). Viz rovnéZ poznamky na

druhé strané.

Zprava ¢.: IND2019081_CN
Plati od: 17.6. 2020
Plati do: 26.5. 2024

Dne 17.6. 2020 ip g &
nedciteiné

Christoph Dicks
Reditel certifikaci / notifikovana osoba
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Tlumotnicka dolozka

Jako tlumognice jazyka &eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem pr1p03 ené listiny.
Tlumoénicky tikon je zapsén v deniku pod pof. €. 6703 dne a4 . 2020.

199f file No Spr. 698/91 Thereby certify that my translation corresponds with the original attached document
. The translation is fecorded in the translator’s book of records under No. ¢ ¢ on g4.2 2020.
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Tlumot¢nice / Translator




