Motifikovana osoba &. 1023
INSTITUT PRO TESTOVANI A CERTIFIKACI, a.s.
ffide Tom&3e Bati 299, Louky, 763 02 Zlin, Ceska republika

ES Certifikat — Zabezpeceni jakosti vyroby
€. 17 0613 QS/NB

Systém jakosti vyrobce

IMUNA PHARM, a.s.
Jarkova 269/17, 082 22 Sari§ské Michafany, Slovenské republika

je certifikovan v souladu s poZadavky

Smeérnice 93/42/EHS

o zdravotnickych prostredcich, Priloha V
pro nasledujicf kategorii(e) vyrobk:

Iriga€ni roztoky

Notifikovana osoba &. 1023 prohlasuje, Ze vySe uvedeny vyrobce ma zavedeny systém
zabezpedovani jakosti pro vyrobu a koneZnou kontrolu uvedenych vyrobkl / kategorie
vyrobk( v souladu s pfilohou V Smérnice 93/42/EHS. Systém zabezpetovani jakosti
odpovida poZadavkim Smémice a je podrobovan pravideinym inspeké&nim prohlidkam.
Pro uvadéni na trh vyrobki tfidy 1ib a tfidy 1ll, které jsou pokryty timto ES certifikatem, je
poZadovan Certifikat ES pifezkousen! typu dle pfilohy lil.

Platny od: 2018-01-18
Platny do:  2022-12-18
Prvni vydani: 2017-12-19
Revize: a
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Notifikovana osoba &. 1023

INSTITUT PRO TESTOVANI A CERTIFIKACI, a.s.

tfida Tomase Bati 299, Louky, 763 02 Zlin, Ceska republiika

Priloha k ES Certifikatu ¢. 17 0613 QS/NB

vydaného vyrobci;
IMUNA PHARM, a.s.

Jarkova 269/17, 082 22 Sarisské MichaPfany, Slovenské republika

Vyrobek(y):

Nazev:

Obchodni znacka(y):

Model(y):

Trida:
GMDN:

Nazev:

Obchodni zna&kaly):

Model(y):

Trida:
GMDN:

Nazev:

Obchodni znacka(y):

Modely):

Trida:
GMDN:

Datum: 2019-01-18
Revize: a

NaCl 0,9% IRRISOL

N1000, N1000W, N2000, N2000W, N3000, N3000W,
N5000, N500OW

lla
37298

RINGER IRRISOL

R1000, R1000W, R2000, R2000W, R3000, R3000W,
R5000, R5000W

lia
37298

AQUA IRRISOL

A1000, A1000W, A2000, A2000W, A3000, A3000W.
A5000, A5000W

lia
62659

5 RN R AV =S

/&) Mgr. Jifi Hed
NG " ¢ Predstavitel Notifikované osoby &. 1023

Strana 1/2



Notifikovand osoba ¢. 1023
INSTITUT PRO TESTOVANI A CERTIFIKACI, a.s.
tfida Tomase Bati 288, Louky, 763 02 Zlin, Ceskéa republlika

Priloha k ES Certifikatu €. 17 0613 QS/NB

vydaného vyrobci:

IMUNA PHARM, a.s.
Jarkova 269/17, 082 22 SariSské Michafany, Slovenské republika

Vyrobni zavod(y):

IMUNA PHARM, a.s.
Jarkova 269/17, 082 22 Saridské Michalany, Slovenské republika

Historie certifikatu:

1

Referencni Popis
gislo

Revize Datum vydani

2017-12-19 803602629 | Certifikaéni proces — posouzeni shody

a 2019-01-18 803602731 | Rozsiieni vyrobkového portfolia 2a zmé&na balenl

Datum: 2019-01-18 o Mgr. JiFi Hes
Revize: a ; Pfedstavitel Notifikované oscby &. 1023
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Production Quality Assurance
No. 17 0613 QS/NB

The quality system of manufacturer

IMUNA PHARM, a.s.
Jarkovéa 269/17, 082 22 SariSské Michalany, Slovak Republic

has been certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
for the following product category(ies):

Irrigation solutions

The Notified Body No. 1023 declares that the aforementioned manufacturer has
implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance. For placing on the market of Class Ilb and Class Il devices
covered by this certificate, an EC Type-Examination Certificate according toc MDD Annex
Il is required.

Valid from: 2019-01-18
Valid until: 2022-12-18
First Issued: 2017-12-19
Revision: a
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Date: 2019-01-18 N Mgr. Jifi Hes

Representative of the Notified Body No. 1023

Page 1/1



R - ®
o S

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 17 0613 QS/NB

issued for manufacturer:

IMUNA PHARM, a.s.

Jarkova 269/17, 082 22 SariSské Michafany, Siovak Republic

Product(s):

Name:

Trade name(s):
Model(s):

Class:
GMDN:

Name:

Trade name(s):
Model(s):

Class:
GMDN:

Name:

Trade name(s):
Model(s):

Class:
GMDN:

Date: 2019-01-18
Revision: a

NaCl 0.9% IRRISOL

N1000, N100OW, N2000, N2000W, N3000, N3000W,
N5000, N5000W

lla
37298

RINGER IRRISOL

R1000, R1000W, R2000, R2000W, R3000, R3000wW,
R5000, R5000W

{la
37298

AQUA IRRISOL

A1000, A1000W, A2000, A2000W. A3000, A3000W,
A5000, A5000W

E]
62659

Mgr. Jifi He§
- Representative of the Nofified Body No. 1023
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 17 0613 QS/NB

issued for manufacturer:

IMUNA PHARM, a.s.
Jarkova 269/17, 082 22 SariSské Michalany, Slovak Republic

Facility(ies):

IMUNA PHARM, a.s.
Jarkova 269/17, 082 22 Sarisské Michalany, Slovak Republic

Certificate History:

Revision Date | Reference Action
Number |

2017-12-19 | 803602629 | Certification — conformity assessment

a 2019-01-18 | 803602731 | Product portfolic extension and packaging change
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Date: 2019-01-18 Nt/ Mgr. Jifl Hes
Revision: a by ' Representative of the Notified Body No. 1023
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