3EC Internaticnal a.5., Hraniéna 18, 821 05 Bratislava, Slovakia
MNotified Body No. 22685

EC CERTIFICATE

No. 2020-MDD/QS-080

ssued in compéance with the Council Directive 83/MZFEEC as amended, which is implemented by the
Slovak Government Decree No, S82/2008 Coll. as amended by 215/2013 Coll. cenifies that the medical
device of Class lla,

Dental Units with accessories:
CHIRAMA CHEESE: CHIRANA CHEESE, CHIRANA CHEESE E, CHIRANA CHEESE EASY,
CHIRANA CHEESE L, CHIRANA CHEESE UNI
Smile: Smile Mini 04

Denital Instruments:
Micromotoric handpieces 1100, 120L, 120, 168D-T, 120LE, 120LR,
Turbine handpieces TGL 637A, TGL 656, TG 656,
Micromotors CH 660, CH 660 LED, CH 660 LIGHT, CH 660 mode! 460, CH 660 B less

manufactured by comgany

CHIRANA Medical, a.s.
Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovak Republic

is manufactured under conditions fulfilling the quality system reguirements of Annex Il, excluding
{4}, of the Directive 83/42/EEC as amendad.

The Motified Body No. 2265 has performed an awdit of the above device quality system. The full quadity
assurance system has been assessed and found that it meats the requirements above. The quality
system is subject to continuous surveillance according to Annex 1i, Sections 3.3, and 5. of the Directive
SAM2/EEC as amended. The detalled description of the system, requirements and measures applied by
the manufacturer are presented in the Audit Report Mo, ICT_36 and the Final protocal Mo, 3104752020

This carificale (s isswad under the following candifons;

it applies anly to the guality sysiem maintained in the manufaciure of the above referenced model of
medical devica and it does not substifute the design or type-examination procedures, if requested The
cedificate remains valid until the manufacturing conditians ar the quality system are changed but untd May
26th, 2024 at the latest. The cerlificate valdity is condtional upon positive results of regular survedlance
audits and fulfilment of relevant legal and othér requirements by manufacturer,
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Or. Katarina Tomin Srdobova
Respansibin fo act oo betal of ME 2285

At Bratmslava, on May 25th, 2020
This EC Cedfificale suderssdas ihe EC Cedtificata Mo, 201 T-MDDAOS-0211A issuad on June 4th, 2018
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