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Product Service

EC Certificate

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

No. G1S 105485 0008 Rev. 00

Manufacturer: POLY MEDICURE LIMITED
Plot No. 34
Sector-68, IMT
Faridabad, Haryana 121004
INDIA

Product Vial access spike, Transfer spike.

Category(ies):

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 Il. 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. All applicable requirements
of the testing and certification regulation of TUV SUD Group have to be complied with. For details and
certificate validity see: www.tuvsud.com/ps-cert?q=cert:G1S 105485 0008 Rev. 00

Report No.: IND2020110
Valid from: 2021-05-10
Valid until: 2024-05-26

Date, 2021-05-10 c
'@’L\/

Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:G1S%20105485%200008%20Rev.%2000%C2%A0
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Text v némeckém jazyce
ZLG-BS-244.10.08

Preklad z anglického jazyka

Product Service

ES osveédcéeni

Systém uplného zabezpeclovani jakosti
Smeérnice 93/42/EHS o zdravotnickych prostfedcich (smér. o ZP), Pfiloha Il kromé (4)
(Prostfedky ve tfidé | ve sterilnim stavu, sterilizované systémy nebo Ié€ebné jednotky)

€. G1S 105485 0008 Rev. 00

Vyrobce: POLY MEDICURE LIMITED
Plot No. 34
Sector-68, IMT
Faridabad, Haryana 121004
INDIE

Vyrobkoval/é aspiracni trn, dvoustranny trn
kategorie:

Certifikaéni organ TUV SUD Product Service GmbH prohlasuje, Ze vySe uvedeny vyrobce
ma zavedeny systém zabezpecovani jakosti pro vyrobu v souladu se smérnici o ZP P¥iloha
Il. Tento systém zabezpecfovani jakosti zahrnuje aspekty vyroby souvisejici se
zajisténim a udrzovanim sterilniho stavu pfislusnych prostfedkl / kategorii prostfedku a
splfiuje pozadavky této smérnice. Podléha pravidelnému dohledu. Museji byt dodrzeny
v8echny poZadavky predpisu organizace TUV SUD Group pro zkouseni a certifikaci.
Podrobné informace a platnost osvédceni najdete na: www.tuvsud.com/ps-cert?q=cert:G1S
105485 0008 Rev.00.

Zprava ¢.: IND2020110
Plati od: 10.05. 2021
Plati do: 26.05. 2024

Dne 10.05. 2021 Y .
necitelné

Christoph Dicks
Reditel certifikaci / notifikovana osoba

Stranalz1
TUV SUD Product Service GmbH je notifikovanou osobou s identifikaénim &. 0123

TOV®

TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstrasse 65 - 80339 Mnichov - N&mecko


http://www.tuvsud.com/ps-cert?q=cert:G1

PREKLADATELSKA DOLOZKA

Ja, Mgr. Alice Tejkalova, jsem provedla pekladatelsky ukon jako tlumognice a prekladatelka jmenovana podle
zékona €. 36/1967 Sb. rozhodnutim predsedy Krajského soudu v Praze ze dne 15. listopadu 1991, &.j. Spr.
698/91, pro jazyk ¢esky a anglicky, zapsana v seznamu soudnich tlumoéniki a soudnich piekladateli vedeném
Ministerstvem spravedInosti CR, v souladu s § 44 zékona &. 354/2019 Sb., o soudnich tlumo¢nicich a soudnich
piekladatelich.

Stvrzuji, Ze pFeklad souhlasi s textem pFipojené listiny.

Ukon je zapsén v evidenci tkont pod evidenénim &islem 116486/2024 dne 20.5. 2024.

Translator’s Clause

I, Mgr. Alice Tejkalova, translated the document as an interpreter and translator to English appointed by the
decision of the Regional Court in Prague on November 15, 1991, file. No. Spr. 698/91, under Act No. 36/1967
Sb., and entered in the Register of Court Interpreters and Court Translators maintained by the Ministry of Justice
of the Czech Republic in compliance with Act No. 354/2019 Sb., on Court Interpreters and Court Translators,
Section 44,

I hereby certify that this is a true and accurate translation of the original document.

The translation is entered in the translation register under No. 116486/2024 on 20/05/2024.

Mgr. Alice Tejkalova






