




SXUTEST
Konforsslt*esbewsrtun gs$t€lle 6mbll

To whom it may concern,

Co the status lication, writte eillance in the framework qfRe z0231607 ation (EU) zOt n (EUf 2023/tr104 amendingim gulation (E regards the tra cat derrices.

SZUTEST K

entified by (NB) designated against Reguiation (EU)

of Annex apptication in accordance with Section
accordance with Section 4,3, secondVll of MDR rer:
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NOTIFIED BODY CONfIRMATION TETTER

No: MDC064-CL-01

Turkuaz Hizmetferi Medikal Temizlik K

Mah. Muhsin y Cad. No:4
TR-MF-000016026

Name
lgL ve Tic. A,g

RKiYSSRN Flumber

The devices covered by the formal application and the written aBreement mentioned above are identified in the Tables below,

ulilli;i:,ff.,"i5:;:f::j", j"y:,:l^.:y:j flITl":!i,t*.*n|.*.*ru*d, written ug,""*unt.oncruded, and fcr whi"e,h rne
of the corresponding devices*' **'i,ToT;': ffiItl-;epreernpnt rnnrlrrdod hrr+ t7l tTr{T l/^-5^-.a€ree!=nent eoncluded, bur

surveillancg of the corresponding devices under the appricabre Directiva

On beha lf of SZUTEST Konformitlitsbewertungsstelle GmbH,

ln the case ofdevices covered by certificates issued under Dire
20 March 2023, without having been withdrawn, this letter als
under MDR by the date of MDD certificate expiry; or provide
granted a derogation or exemption from the applicable confo
MDR or Article 97(1) of the MDR respectively, by the 20 Mar 20

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer,s continued compliancewith the other conditions specified in Article 120.3c of MDR (as arnended by (EU) za2g/607),are shown below:. 3 Class lil devices and Class llb implantabte devices excl tished technolcgies (WET- alfillings, dental braces, tooth crowns, screws, wedges ns, clips, and connectors). 3 other Class llb devices, Class lla, Class I devices placed sterile condition or havea

r 31 December 2028 for devices not requiring the involvement of a notifled body under MDD but requiring it under MDR' 31 December 2o28for Annex Xvl products which do not require a clinical investigation.
' 31 December 2029 for Annex XVI products which require a clinical investigation.
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General Manager
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To check the validity of this confirmation letter prease scan the barcode, To manuaJry check, go to

rurther inrormauon prease contact #:.tiriilfiH"1%:Ttf#l#TrjJer 
name and conriimation retter No. For
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Table 1: Devices covered by this letter and for which szurEsr Konformitstsbewertungsstelle G,nbH is also responsible forappropriate sr.rrveillance of the corresponding devices under the applicabre Directiver

Devlce ndme ol MDR Devlce classificatlon (as
Basic UDI-DI proposed by the manufacturer
{Under MDR and verifled at the pre"
applicatlon) appfication stage)
Anti-Lice and Nlts Class lll
Spray
-Topical Anti-Lice
and Nits Spray 50
mL (STOPLICE)

-Anti-Lice and Nits
Spray 100 mL
(KoNix)
-Anti-Lice and Nits
Spray 100 mL

{BiTER)
-Anti-Lice Spray i00
mL (B|ONYT)

Sterile First Aid Class lil
Burn Gel
-Sterile First Aid
Burn Gel Bottle (50

nnL,59 mL, 100 mL,
118 mL, 125 nnl)
-Sterile First Aid
Burn Gel Sachet (3,5

5r, 5 gr, t0 gr,20 gr)

lf the MDR device is a
substltute devlce, idenilfication
of the corresponding MDD
device
Same

Same

MDD Certificate Referenc€($]
of the devices under MDR
application, and the NB
ldentlflcatlon
Certificare #1; 30100 1343
rssue Date: 10.05.2021
Expiry Date: 24.AS.ZOZ4
N80653: NATIoNAL
EVALUATION CENTER OF

QUAI-ITY AND TECHNOLO6Y IN
HEALTFI 5,A.- EKAPTY

Certificate #1; 04ZS-Mf O
004475-00
lsssue Date: 25.05.2021
Expiry Date: 26.05.2e24
N80425: lCtM S,p,A.

Table 2; Devices covered by thls letter and for which szurEsr Konformitdtsbewertungsstelle GmbH ls NOT responsihle forappropriate surveillance of the corresponding devices under the applirable Directlve:

Device name or Basic on is a MD flcate Refe ) of theUDI_D! dev der MDR a on/ and(Under MDR ied e the ntificationaPPllcatlon) 
ng MDD device

stageI
N/A N/A N/A

Confirmation Letter Revision Hlstory
Date Verslon ofthe letter Acffan
"uilrrrmEUon LeIIer Kevision Hlstory
ofujrio,u,,r, 
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To check the validity of this conflrmation letter please scan the barcode. To manually check, go to\tle$J use the first 3 digits of the manufacturer n.r* rno confirmation ietter No. Forfurther inforrnati0n plea$e contact md_conflrmation*glzutest-gerrnany.de
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