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EC Certificate Full Quality Assurance System: Certificate TW19/20056

The management system of

Rossmax Swiss GmbH

Widnauerstrasse 1, CH-9435 Heerbrugg, Switzerland

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
For the following products

1. Infrared earftemple thermometer

2. Nebulizer (including nebulizer pack, nebulizer bottle set) for
respiratory therapy

3. Non-invasive blood pressure measuring device and aneroid
sphygmomanometer

: 4. Non invasive blood pressure measuring device with pulse
o arrhythmia detecting function (includes AFib (Atrial Fibrillation), PC
(Premature Contraction), TACH (Tachycardia) and BRAD
(Bradycardia))

5. Powered suction unit.

6. Nasal irrigator

Where the above scope includes class Il medical device(s), a valid EC Design Examination
Certificate according to Annex Il (Section 4) is a mandatory requirement for each device in
addition to this certificate to piace that device on the market.

This certificate is valid from 22 September 2020 until 22 May 2022
and remains valid subject to satisfactory surveillance audits.

Issue 2. Certified since 28 March 2012

and first certified by SGS Belgium NV since 20 February 2020

Certification is based on reports numbered TW/TPE  VWB04603

Authorised by

SGS Belgium NV, Notified Body 1639

§GS House Noorderiaan 87 2030 Antwerp Belgium
t +32 {0)3 545-48-48 f +32 (0)3 545-48-49 www.505.com

LPMOS5007 - Cerfficate CE 1639 Annex i-4_EN rev. 02
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i This document is issued by the Company subject Io its General Gondiions of
1 Certificaion Services, unless otherwise agreed, accessible at
e sgs comAams_aad_condiions. iim. Atlenlion is drawn io the imitations of

Labaty, indemnification and jurisdicional issuss established therein. The
Mammmmmamﬂmﬂmmmﬂm
chents-and-productsicentified cllent-direciory. Any unauthorized altacation, forgery

o falssficaton of the conent or appearance of this document is unlawhul and

oflenders may be prosecutnd ko the fullest extent of the law.



[logo: SGS/
ES certifikat kompletného systému zabezpecenia kvality: certifikat TW19/20056

Systém riadenia spolo¢nosti

Rossmax Swiss GmbH
Widnauerstrasse 1, CH-9435 Heerbrugg, Svajéiarsko

bol posiideny a certifikovany, Ze spiﬁa poziadavky
smernice 93/42/EHS

o zdravotnickych poméckach, Priloha II (okrem &asti 4)
pre nasledovné vyrobky

1. infracerveny teplomer do uSi/na spanky
2. respiracny terapeuticky rozpraSevac (vritane balenia rozpraSovada, siipravy fl'ade pre
rozprasovac)
3. neinvazivny pristroj na meranie tlaku a kovovy tlakomer
4. neinvazivny pristroj na meranie tlaku s funkciou detekcie pulzovej arytmie (vratane Afib
(fibrilacia predsieni), PC (pred¢asni kontrakeia), TACH (tachykardia) a BRAD (bradykardia))
5. pohanany odsavaé
6. zvih&ovad nosa

Tam, kde vy3sie uvedeny rozsah zahrria zdravotnicke poméocky triedy II1, ku kazdej pomdcke musi
byt’ okrem tohto certifikatu aj platné osvedéenie ES o preskimani kon§trukéného rieSenia podla
Prilohy II (€ast 4), aby mohla byt’ uvedena na trh.

Tento certifikat plati od 22. septembra 2020 do 22. méja 2022 a zostava v platnosti s podmienkou
uspokojivych kontrolnych auditov.
Vydanie 2. Certifikované od 28. marca 2012
a prvykrat certifikoval SGS Belgium NV 20. februara 2020

Certifikacia vychadza zo sprav o&islovanych TW/TPE VW604603

Schvalil
[necitatelny podpis]

SGS Belgium NV, notifikovany organ 1639
SGS House Noorderlaan 87 2030 Antverpy Belgicko
tel.: +32(0)3 545-48-48 fax: +32(0)3 545-48-49 www.sgs.com
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Tento dokument vydala Spolo&nost’ podfa svojich
Vieobecnych podmienok certifikadnych sluzieb, pokial
nie je dohodnuté inak, ktoré st k dispozicii na
Wwww.sgs.com/terms_and_conditions.htm.
Upozoriiujeme vas predovietkym na obmedzenie
zodpovednosti, odSkodnenie a zéleZitosti jurisdikcie,
ktoré s0 v nich uvedené. Pravost tohto dokumentu si
mbzete overit’ na htips://www.sgs.com/en/
certified-clients-and-products/certified-client-
directory. Akékol'vek neopravnené pozmeiiovanie,
zasahovanie do alebo faliovanie obsahu alebo
vzhladu tohto dokumentu je nezékonné a

mdze byt stihané podfa zakona.



Prekladatelskd doloZka:

Preklad som vypracoval ako prekladatel
zapisany v zozname znalcov, timocénikov a
prekladatelov, ktory vedie Ministerstvo
spravodlivosti Slovenskej republiky v odbore
slovensky a anglicky jazyk, evidencné éislo
prekladatela 971098 .

Prekladatel’sky tikon je zapisany v denniku
pod poradovym cislom 213/21.

Preklad svuhlasi s prekladanou listinou.

Som si vedomad ndsledkov vedome
nepravdivého prekladu.

Zilina, 17.9.2021 | 7 <20

Translator’s clause:

I produced the attached translation as a
translator listed in the Register of Experts,
Interpreters and Translators maintained by
the Ministry of Justice of the Slovak
Republic, discipline Slovak and English
languages, translator’s registration number
971098.

This translation is registered in the
translator’s diary under no. 213/21.

The translation fully corresponds to
translated document.

I am aware of consequences of false
translation made knowingly.
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[ Mgr. vana Krekarnova






