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CERTIFICATE

EC Certificate No. 1434-MDD-244/2019
Full Quality Assurance System

Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Solutions for Tomorrow AB

Saxagardsvagen 5, Vickelsang 362 51,
SWEDEN
For the design, manufacture and final inspection of

medical devices, class llb
Mobile diagnostic x-ray system

Model/Type: IM1

complies with requirements
of Annex Ii (excluding Section 4) to Directive 93/42/EEC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 26.04.2019 to 07.04.2024

The date of issue of the Certificate: 26.04.2019

i mgr Anna Wyroba
Application No: 724/2019 Vice-President
Module H
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OSVEDCENIE

OSVEDCENIE ES &. 1434-MDD-244/2019

Systéem plného zabezpecenia kvality

Smernica 93/42/EHS o zdravotnickych poméckach

Polish Centre for Testing and Certification (Polské centrum pre testovanie
a certifikaciu) tymto osvedduje,
ze system plného zabezped&enia kvality v spoloénosti:

Solutions for Tomorrow AB
Saxagardsvégen 5, Vackelsang 362 51,
SVEDSKO

pre dizajn, vyrobu a finalnu kontrolu
zdravotnickych pomécok triedy 1lb

Mobilny diagnosticky réntgenovy systém
Model/Typ: M1

spifia poZiadavky
Prilohy Il ('s vynimkou odseku 4) Smernice 93/42/EHS (v zneni neskorsich
predpisov)
implementovanej do polskych zakonov,
¢o potvrdil aj audit, ktory vykonala spolo&nosti PCBC.

Platnost osveddéenia: od 26.4.2019 do 7.4.2024

Datum vydania osvedéenia: 26.4.2019

Necitatelny podpis
Mgr Anna Wyroba
C € Viceprezidentka
1434
Cislo Ziadosti: 724/2019
Modul H

Polish Centre for Testing and Certification (Polské centrum pre testovanie a certifikaciu) 23A
Ktobucka Street, 02-699 Var$ava, Polsko, tel. +48 22 46 45 200, e-mail: pcbc@pcbe.gov.pl



PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatelka zapisand v zozname znalcov, tlmo¢nikov a prekladatel'ov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky Jjazyk — anglicky jazyk, eviden&né
Cislo prekladatelky 971183.

Preklad je v denniku zapisany pod &islom 37 5 /2019

Preklad suhlasi s prekladanou listinou.

Vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.

VNitredita ¢ ¢ 2o79

TRANSLATOR'S CLAUSE

[ produced the above 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 971183.

This translation act is registered in the Translator’s Diary under the No. 515‘/2; 79

This translation agrees with the presented original instrument.

[ hereby declare that I am aware of consequences of knowingly untrue translation.

InNitraon June ¢, 2079
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