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S017 (EN ISO/IEC 17065)

QUALITY SYSTEM

EC-CERTIFICATE

Directive 93/42/EEC

Manufacturer: CryolQ Global
Apelrodsvigen 1
SE 439 32 Onsala
Sweden

Coverage of Certificate: Manufacture and final inspection
Product category: Cryosurgery equipment
Valid until: ' 27% May 2024

The manufacturer’s quality system for the manufacture and final inspection of the
aforesaid product category has been evaluated and meets the provisions of Council
Directive 93/42/EEC as set out in Annex V Section 3. This approval is valid until the
expiry date provided that the manufacturer fulfils the obligations imposed by Annex V
in Directive 93/42/EEC. Products covered by the certificate are specified in the
attachment(s).

Valid from: 215 May 2021

Olli Kakkonen /Sipp’fKaur
Certificate no. . Notified Body no. 0537:
Eurofins Expert Services
C-01-1187-768-21 Kivimiehentie 4

FI-02150 ESPOO, FINLAND

v. 1.1/10.9.2018
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Finnish Accreditation Service
S017 (EN ISO/IEC 17065)

QUALITY SYSTEM

EC-CERTIFICATE

Directive 93/42/EEC

Manufacturer: CryolQ Global
: Apelrodsvigen 1
SE 439 32 Onsala
Sweden

Coverage of Certificate: Manufacture and final inspection
Product category: Cryosurgery equipment
Valid until: 27% May 2024

The manufacturer’s quality system for the manufacture and final inspection of the
aforesaid product category has been evaluated and meets the provisions of Council
Directive 93/42/EEC as set out in Annex V Section 3. This approval is valid until the
expiry date provided that the manufacturer fulfils the obligations imposed by Annex V
in Directive 93/42/EEC. Products covered by the certificate are specified in the
attachment(s)..

Valid from: 215 May 2021

Olli Kakkonen \/ ; /Sl-p%y Kaur

Notified Body no. 0537:
Eurofins Expert Services

C-01-1187-768-21 Kivimiehentie 4
FI-02150 ESPOO, FINLAND

v.1.1/10.9.2018
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EX p e rt s e rv i c e S Finnish Accreditation Service

S017 (EN ISO/IEC 17065)

Attachment 1 to the Certificate number: C-01-1187-768-21

Manufacturer: CryolQ Global
Apelrddsvigen 1, SE 439 32 Onsala
Sweden
Activity and Manufacture and final inspection of Cryosurgery equipment.

product category: GMDN-code(s): 11067

Products: The certificate covers the following products:
Name Brand Model Class
name
Hand-held cryosurgical device CryolQ DERM Contact [la
Hand-held cryosurgical device ~ CryolQ  DERM Liquid Ila
Hand-held cryosurgical device CryolQ DERM Plus [la
Contact
Hand-held cryosurgical device CryolQ DERM Plus Liquid Ila
Hand-held cryosurgical device CryolQ  PRO Contact JIE]
Hand-held cryosurgical device =~ CryolQ  PRO Liquid JIE]
Hand-held cryosurgical device ~ CryolQ  PRO Aesthetic Ila
Contact
Hand-held cryosurgical device CryolQ PRO Aesthetic JIE]
Liquid
Date: Valid from: 218 May 2021

Eurofins Expert Services is Notified Body no. 0537 under Council Directive 93/42/EEC.

EUROFINS EXPERT SERVICES

Medical Devices

Kivimiehentie 4

FI-02150 ESPOO, FINLAND Business ID F122975132

v. 1.1/10.9.2018
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Finnish Accreditation Service
S017 (EN ISO/IEC 17065)

Attachment 1 to the Certificate number: C-01-1187-768-21

Manufacturer: CryolQ Global
Apelrodsvigen 1, SE 439 32 Onsala
Sweden
Activity and Manufacture and final inspection of Cryosurgery equipment.
product category: | GMDN-code(s): 11067
Products: The certificate covers the following products:
Name Brand Model Class
name
Hand-held cryosurgical device CryolQ DERM Contact ITa
Hand-held cryosurgical device CryolQ DERM Liquid [la
Hand-held cryosurgical device CryolQ DERM Plus [la
Contact
Hand-held cryosurgical device CryolQ DERM Plus Liquid 1Ila
Hand-held cryosurgical device CryolQ PRO Contact ITa
Hand-held cryosurgical device CryolQ PRO Liquid IIa
Hand-held cryosurgical device CryolQ PRO Aesthetic [la
Contact
Hand-held cryosurgical device CryolQ PRO Aesthetic [a
Liquid
Date: Valid from: 215 May 2021

Eurofins Expert Services is Notified Body no. 0537 under Council Directive 93/42/EEC.

EUROFINS EXPERT SERVICES

Medical Devices
Kivimiehentie 4
FI-02150 ESPOO, FINLAND

Business ID FI22975132

v. 1.1/10.9.2018




