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8™ July 2021

EC DECLARATION OF CONFORMITY

We Poly Medicure Limited, Plot No. 34, Sector-68, IMT Faridabad, Haryana- 121004 INDIA.

Hereby declare and take responsibility to ensure that the following product:

S. No. Product Description Medical Device Class

01 Vial Access Spike (Polyspike) Is

As per Annexure — IX of the Medical Device Directive comply with the product standards/
requirements and, meet the essential requirements according to Annexure- I of the Council
Directive 93/42/EEC of 14™ June 1993 as amended by 2007/47/EC concerning medical devices.

Conformity Assessment Procedure was carried out according to Annexure - II excluding section 4
of the MDD and is certified by the following Notified Body.

Name, Address & No. : TUV SUD Product Service GmbH,
Ridlerstrae 65, 80339, Munich, Germany
Notified Body Number 0123,

CE Certificate No. : G1S 105485 0008

European Authorized Representative Address : OBELIS S.A.
Boulevard Général Wahis 53,

B-1030, Brussels, Belgium,
mail@obelis.net

Ramdas Sharma
DGM - Quality

On behalf of POLY MEDICURE LTD. Faridabad

Regd. Office : 232-B, 3" Floor, Okhla Industrial Estate, Phase-ll, New Delhi - 110020 (INDIA) T: +91-11-33550700, 47317000
F:+91-11-26321894, 26321839 CIN: L 40300DL1995PLC066923




Preklad z anglického jazyka

Poly Medicure Limited POLYMED

i Zdravotnické prostiedky
Plot No. 34, Sector-68, IMT, Faridabad-121004, Haryana, (INDIE)
Tel. : +91-129-3355070, 4287000, Fax: +91-129-2307007, 2309102

E-mail :info@polymedicure.com, Web: www.polymedicure.com

8. Cervence 2021

ES PROHLASENI O SHODE

My, Poly Medicure Limited, Plot No. 34, Sector-68, IMT Faridabad, Haryana 121004 INDIE,

timto prohla

Sujeme a na svoji odpovédnost zajiStujeme, ze nasledujici vyrobek

Porad. ¢. Nazev vyrobku Trida zdravotnického
prostiedku
01 Vial Access Spike (Polyspike) - aspiracni trn Is
podle Pfilohy

IX smérnice o zdravotnickych prostfedcich splfuje normy / pozadavky vztahujici se

na vyrobek a splfiuje zakladni pozadavky podle Pfilohy | smérnice Rady 93/42/EHS ze dne 14.
¢ervna 1993 ve znéni smérnice 2007/47/ES o zdravotnickych prostfedcich.

Postup posuzovani shody byl pouZit podle Prilohy Il, kromé ¢asti 4 smérnice o zdravotnickych

prostfedcich a

Nazev, adresa a €.

Osvédéeni CE ¢.

Adresa evropského zmocnéného zastupce:

Sidlo:232-B, 3rd Floor, Okh

je certifikovan nasledujici notifikovanou osobou.

TUV SUD Product Service GmbH

Ridlerstrasse 65, 80339, Mnichov, Némecko,
Notifikovana osoba ¢islo 0123

G1S 105485 0008

OBELISS.A.

Boulevard Général Wahis 53,
B-1030, Brusel, Belgie,
mail@obelis.net

necitelné
Ramdas Sharma
Zastupce GR pro jakost
Jménem spol. POLY MEDICURE LTD. Faridabad

la Industrial Estate, Phase - Ill, New Delhi— 110020 (INDIE) Tel :+91-11-33550700, 47317000
Fax :+91-11-26321894, 26321839 CIN L 40300DL1995PLC066923
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PREKLADATELSKA DOLOZKA

Ja, Mgr. Alice Tejkalova, jsem provedla prekladatelsky tkon jako tlumognice a prekladatelka jmenovana podle
zakona ¢. 36/1967 Sb. rozhodnutim predsedy Krajského soudu v Praze ze dne 15. listopadu 1991, &.j. Spr.
698/91, pro jazyk Cesky a anglicky, zapsand v seznamu soudnich tlumo¢niki a soudnich piekladateld vedeném
Ministerstvem spravedlnosti CR, v souladu s § 44 zékona ¢. 354/2019 Sb., o soudnich tlumoé&nicich a soudnich
prekladatelich.

Stvrzuji, Ze pieklad souhlasi s textem pFipojené listiny.

Ukon je zapsan v evidenci tkoni pod &islem o ?é A 42 / 2026 dne 499 . 2024.

Translator’s Clause

I, Mgr. Alice Tejkalov4, 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, &7 6 4 4 [2.0.2 &
on 9.75'7’&&/2024_

07)?,7, A o fﬁée/c\/

Mgr. Alice Tejkalova






