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То whom it may сопсеrп,

confirmation of the status of а formal application, written agreement, апd appropriate surveil,

lапсе in the framework of Regulation EU 2023/607 amending Regulations (EU) 20171745 (iп the

fol1owing referenced as MDR| as regards the transitional provisions for сеЁаiп medica] devices

апd iп vitro diagnostic medical devices.

With this lеttег TUV SUD Рrоdчсt Sеrчiсе GmbH, designated чпdеr MDR and identified Ьу the пumЬеr

012з оп NдNDо, солfirms that we have received а fоrmаl application in ассоrdапсе with Section 4.3,

first subparagraph of Аппех vll of MDR and has signed а written аgrееmепt in ассоrdапсе with section

4.з, second Jubparagraph of дппех Vll of MDR witЪ trre above stated mапufасturеr with the following

SRN Number:

SRN NчmЬеr: СN-МF-000030048

The devices сочеrеd Ьу the formal application and the written agreement mentioned above аrе identified

iп the Tables below.
- Table 1 identifies the devices fог which ап MDR application has Ьееп received, written agreement Gоп-

cluded and ro,. *ъilй iuv suo product service сйьн is also rеsропsiьlе fоr аррrорriаtе surveillance of

the соrrеsропdiпg devices чпdеr the applicable Directive,
- Table 2 identifies'the devices for whiclr in MDR application has Ьееп received апd а wгittеп аgгееmепt

concluded, but Tuv suD product sегчiсе GmbH bbs щ! yet tаkеп the responsibility fоr аррrорriаtе survеil-

lапсе of the соrrеsропdiпg devices чпdеr the applicable Directive,

lf devices сочегеd Ьу ceгtificates issued чпdеr Directive 90/385/ЕЕс (AlMDD) оr Directive 93/42lЕЕс

т(lvФ
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(MDD) that expired аfiеr 26 Мау 2021 and before 20 Маrсh 2023, without having Ьееп withdrawn, this

letter а|sо сопfirms that
- the mапчfасtчrеr signed the written аgrееmепt чпdеr MDR Ьу the date of MDD/AIMDD сегtifiсаtе expiry, or

- provided evidence йаt а competent a-uthority of а МеmЬеr Siate had grапtеd а d91o9.ati9J1.9lЪxemption

irom the applicable conformity assessment ýrocedure iп ассоrdапсе with Artic|e 59(1) of MDR ог Article

97(1)of the MDR гespectively.

The transition timelines in ассоrdапсе Агtiсlе 12о (3) of MDR that apply to the devices covered Ьу this

lеttеr, subject to the mапчfасtчrеr's continued соmрliапсе to the оthеr conditions specified in Article '!20

(3с) of MDR, аrе shown below:
. 26 Мау 2026 fоr Class lll custom-made implantable devices
о з1 DесеmЬеr 2О27 fоr Class lll devices апd Class ltb implantable devices (except sutures, staples, dental

fillings, dental Ьrасеs, tooth сrоwпs, SсrеWS, wedges, plates, wiгеs, рiпs, clips and соппесtоrs)

. з1 December 2О28 fоr other Class llb devices, Class lla, Class l devices placed оп the mаrkеt in sterile

condition, measuring function
. з.l DесеmЬеr Z028 Тоr devices not requiring the involvement of а notified body under MDD but requiring it

чпdеr MDR (e.g., class l devices that quality as rе-чsаЬlе surgical instruments)

we rеsеrче the right to invoice any issuance, copies, amendments and / оr changes of the сопfirmаtiоп

letter ассоrdiпg to еffогt.

Fоr confirmation letter validity see wиM,tuvsud.com/ps-cert?q=cert:CL 087547 0010 Rev. 00

lп case of inquiries please contact medical devices@tuvsud.com.

оп behalf of the Notified Body TOV SUD Рrоdчсt Sеrчiсе GmbH,
2024-03-23

TUV SUD Product Sеrчiсе GmbH
Medical and Health services

Liang Lu
Conformity Assessment Responsible (CARE)

TUV SUD Рrоdчсt Service GmbH
Medical and Health services

Michael Маuеппеir (Маr23,2024 09:26 GMT+1)

Michael Мачеrmеir
Application Reviewer

20i+.0э
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Table 1: Devices covered Ьу this letter and for which тЁv SUD Product Service GmbH is also rе,

sponsible fоr appropriate surveillance of the corresponding devices under the applicable Di,

rective:
Device паmg оr Basic MDR Device classifica-

UDl-Dl (under MDR ар, tion (as proposed Ьу tho

If the MDR device is а Substi, MDD/AlMDD Cejificate Refer-

tute device, identification of ence(s) of the devices under

the corresponding MDR application, and the NB

MDD/AIMDD device ldentification

а N/д е certification as follows:

G2087547 0009 Rev. 00;

NB# 012з

fied during application

Device'|
Sterile Latex Surgical
Gloves

Вазiс UDl-Dl:

69289651 SLS01 2J

6928s651 SLS022L

revieW)

tr class lll
П Class llb implantable

(non-exempted)

п class llb / class llb im-

pIantabIe (exempted)

к class lla
п c|ass l devices in sterile

cond ition

Device 2

Sterile Latex Examina,

tion Gloves

Basic UDl-Dl:

69289651SLEOlY9
69289651SLE02YB

Device 3

Sterile Nitrile Examina,
tion Gloves

BaSic UDl-Dl:

6928965,1SNE01 YP
69289651SNE02YR

п class ldevices with

mеаsчriпg function

tr clas9 lll implantable

cuStom-made-device
tr class lll
tr Class llb implantable

(non-exempted)

tr Class llb / clasg llb im-
: plantable (exempted)

о class lla
8 class ldevices iп sterile

: condition
п ctass ldevices with

: measuring function

П Class |ll implantable

cuStom-made-device
В C|ass lll

О class Ilb implantable

(non-exempted)

п class llb / class llb im-

plantable (exempted)

п class lla

в ctass l devices in steriIe

сопd ition

п c|ass l devices with

mеаsчriпg function

tr C|ass lll implantable

custom-made-device

а N/A

а N/A

El certification as follows:

G2S 087547 000В Rev. 00;

NB# 0123

E] certification as follows:

G2S 087547 0008 Rev. 00;

NB# 0123
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Ьу this letter and for which ТUV SUD Product Service GmbH is Щ[ re-
surveillance of the соrrеsропdiпg devices чпdеr the applicable Di-

"лffiтtJvж
1чЁ

Table 2: Devices covered
sponsible for appropriate
rective:

Device паmе оr Basic
UDl-Dl (чпdеr MDR ар-
plication)

Not applicable

MDR Device classifica-
tion (as proposed Ьу the

manufacturer and veri-
fied during application

tf the MDR device is а substi- MDD/AlMDD ceЁificate Ref-

erence(s) of the deviceý чп-l tute device, identification of
, tho corrosponding

MDD/AlMDD devlce

each version of the letter

71 зз03927

а N/A

lnitial issue

review)

а N/A

Confirmatio п Letter Version History
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