The Surgical
Company

EC DECLARATION OF CONFORMITY

We, the undersigned, ensure and declare that the following products meef' the provisions of
the European Medical Device Directive 93/42/EEC which apply to them:

1** SN

REF Product name Last SN
MA1100-EU Mistral-Air® Plus Forced Air Warming Unit (220-240V) | 090500100 210370857
MA1100-US Mistral-Air® Plus Forced Air Warming Unit (110-120V) | 090700692 200570472
MA1200-EU Mistral-Air® Warming Unit (220-240V) 170900234

MA1200-US Mistral-Air® Warming Unit (110-120V) 180302066
MA1200-QC-EU | Mistral-Air® Warming Unit (220-240V) 190111942
MA1200-QC-US | Mistral-Air® Warming Unit (110-120V) 190820733. -

36954 Circulating-air whole-body heating system
Control unit

GMDN Code and Term:

Classification: Class IIb (Annex IX, Rule 9)

Conformity assessment procedure: Annex I

Notified Body:
CE-certificate:

DEKRA Certification B.V. (0344)
2081762CE04

Manufacturer: ,
Digitally signed by Grecu Mihnea loan

Date: 2024.06.14 09:49:44 EEST
Reason: MoldSign Signature
Location: Moldova

¥gical Company International B.V.
tRermweg 6F
Amersfoort

Place and date of issue: Amersfoort , 2022-06-01

Sjoerd van de Wal
Global Director Regulatory Affairs
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The Surgical Company International B.V.
Beeldschermweg 6F

NL-3821 AH Amersfoort

The Netherlands

T +31 (0)33 450 72 50
info@tsc-group.com
www.tsc-group.com

INT/R310-EU/16-06/22

The Surgical Company International B.V., Bank: ING Commercial Banking, Bijlmerplein 888, 1102 MG Amsterdam,
The Netherlands. Account: 0653.7522.02, IBAN: NL15 INGB 0653 7522 02, BIC: INGBNL2A
Chamber of Commerce (Amersfoort) no. 31029240, EORI. NL0O06998021, VAT number NL 8111.49.948.B.03

All offors, deliveries and agreements are subjact to our general terms and conditions deposited at the Chamber of Commierce in Amersfoort under number 31029240. To be downloaded from our website.
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