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TOV 50D Product Service Gmbli
Confirmation Letter
CL 061155 0022 Rev. 00

Reference: 713298433
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the
following referenced as MDR) as regards the transitional provisions for certain medical devices
and in vitro diagnostic medical devices.

With this letter TOV SOD Product Service GmbH, designated under MDR and identified by the number
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3,
first subparagraph of Annex VIl of MDR and has signed a written agreement in accordance with Section
4.3, second subparagraph of Annex VIl of MDR with the above stated manufacturer with the following
SRN Number:

SRN Number: MY MF-000023462

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.
- Table 1 identifies the devices for which an MDR application has been received, writlen agreement con-
mmumTWSOOMWGmﬂu&oWI«WMM
the corresponding devices under the applicable Directive.
- rwzmumumamum»mmmm;m-mm
WMMWSOOMWGMMMMMWNM appropriate surveil-
lance of the corresponding devices under the applicable Directive.
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If devices covered by certificates issued under Direclive 90/385/EEC (AIMDD) or Directive 934 2/EEC
(MDD) that expired after 26 May 2021 and before 20 March 2023, withaut having been withdrawn. (nis

letter also confirms that

tho manufacturer signed the wntten agreement under MDR by the dato of MOD/AIMDD certficate expry. of
provided evdence thal a competent authonty of a Member State had granied a derogation of exemabon
rom (he apelicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article

97(1) of the MDR respectvely

The transition Umelines in accordance Article 120 (3) of MDR thal apply 1o the devices covered by this
letter, subject 1o the manulacturer's conlinued comphiance lo the other conditions specified in Article 120

(3c) of MDR. are shown below:

26 May 2026 for Class |Il custom-made implantable gevices

# 31 Decamber 2027 for Class Il devices and Class |ib implantable devices (excepl sutures. staples. dental
filings, denial braces, looln crowns, screws. wedges plales, wires, pins. clips and conneclons)

+ 31 December 2026 for oiner Class lib devices. Class lla, Class | devices placed on the markel o stenie

condition, measurng funcuon

. 31 December 2028 for devices nol requinng ihe involvement of a nobfied body under MDD but requanng it
under MDR (e.0. class | devices that gualfy as re-usable surgscal mstrumenis)

The issuance of the first confirmalion letier is free of charge, We rasarve the right to inveice further cop-
ies. amendments and / or changes of the confirmalion letter according lo effon

For certficate validity see www luvsud com/ps-cen?g=CL 061155 0022 Rev 00

On behall of the Nolified Body TUV SUD Product Service GmbH
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Table 1: Devices coverad by this letter and for which TOV SUD Product Service GmbH Is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Deviee name or Basic UDI-
DI (wnder MDR applics-
tion)

Sterile Latex Surgical Pow-
dered Gloves

Basic UDI-DI:

95550761 1000GF

Sterile Latex Surgical Pow-
der Froe Gloves

Basic UDI-DI:

95550761 1080H7

Sterile Polychloroprene Sur-
gl Powder Free Gloves
Basic UDI-DI:
955507611 160H6

Skerile Polyisoprene Surgical
Powder Froe Gloves

Basic UDI-DI:
9455076115018

MDR Device classification
(a3 propesed by the manu-
facturer and verified during
application review)

O Class 111

O Class [T> implantable (o0~
exempted)

O Class 11 / Class 1ib -
plantable (cxempiad)

B Class e

O Class | devices im stenle
condtion

0 Class | devices with meas-
wing function

O Class 11l implantable cus~
tom-made -device

OChass

O Class Ilb imphaatable (ooa-
exemptod)

O Class 1Ib / Class 11b un-
plintable (cxemptad)

B Class 1l

0 Class | devices i senke
<condition

D Class | devices with meas-
wing function

O Class 11 implantable cus-
tom-made-device

O Cass I

0 Class U1b implastable (noa-
exampted)

O Chass 1ib / Class IIb -
plantable (exemptod)

B Class e

O Class | devices in sterile
<ondition

13 Chuss T devices with meac-
wing fencti

O Cuass 111 implantable cus-
tom-made-device

O Class 1

O Chass b implastable (nce-
exempted) |

0 Chass 11 / Classs i ¥~
phaintable (exempted)

B Class 11s

0 Class | devices in swerile
condition

1f the MDR device is a substitute
device, identification of the corre-
spondisg MDD/AIMDD device

B NA
or

) Kentification of the comespond-
ing device under MDDVAIMDD

B NA
or

1 Mdentifi of the spond
ing device wnder MDIDYAIMDD

BNA

O Wentification of the correspoad-

BNA
or

O 1dentifh of the poad
Ing device under MDINAIMDD

MDIVAIMDD Certificate Refer-
ence(s) of the devices under MDR
application, and the NB Identifi-
cation

R Cemufication s follows:
Cenificate #1; G1 061155 0004
Rev. (2 NB 0123

0 Evadence that a competent we-
thority of & Member Stage had
granted acc. MDR, An.59 (1) or
An97(1)

Evidence 21; CA¥
Evidence 92: CA¥

R Cemsfication as follows:
Cemificate #1, G1 061155 0014
Rev. (2 NB 0123

0 Evidence that a competont au-
thority of s Member State had
granted acc. MDR, An 59 (1) or
An97(1)

Evidesce 21; CA¥
Evidence 02: CAV

R Cenification s follows:
Certificatc #1; GI 0611550014
Rev. (2NB 0123

0 Evidence that a competent au-
Gority of a Member State had
gronted ace. MDR, Art 49 (1) or
An9T(1)

Evidence 41; CA¥
Evidence #2; CA¥

H Cenification as follows:
Centificae 81, G) 0611550014
Rev. 02 NB 0123

or

O Evidence that a competent au-
thonty of a Momber Suite had




Device name or Basic UDI-
DI (wnder MDR applica-
tion)

Stenile Latex Exanusation
Powder Free Gloves
Basic UDI-DI:
95550761 1630US

Swenke Nitnile Exanusation
Powder Free Gloves

Basic UDI-DI:
9SSS0T611720HQ

Sterile Latex Examination
Powdered Gloves

Basic UDI-DI:
SE550761176004
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MDR Device classification
(s proposed by the manu-
facturer and verified during
application review)

O Class | devices with meas-
uring function

0 Class 1l implanuable cus-
- made-dovRe

OChss Il

0 Class 1T smplantable (non-

exemptad)

0 Class I / Class 11b ims-
plantable (exvemptod)
OChs il

@ Class | devices in sienle
condition

D Class [ devices with meas-
uring fenction

tom-madedes loe

O Clas I

0 Class 11 implarcable (nom-
exempied)

O Class 11 7 Class 11b im-
plastable (exempaed)

0O Class lla

5 Class 1 Jevices in sterile
ooadake

0 Class 1 devices with mess-
uring function

0 Class 11l implantable cus-
toan-made-device

O Chass Il

0 Class IIb implantable (son-
exemgtad)

© Class 11 / Clisss 115 lon-
plantable (exemptod)
OChss I

@ Class | devices in swerile
woudition

O Class I devices with meas-
wnng fenction

O Class [11 implantable cus-
tom-made-device

0 Class (1] implantable cus-

I the MDR device Is 2 substitute
device, identification of the corre-
spoading MDIVAIMDD device

ONA
o

B Mentif of the pond
ing device under MDIYAIMDD

DONA
or
® 1dentifs of the 3

ing device under MDIVAIMDD
Idivicheul Asticle number.

ONA

¥ Wentification of the comrespoad-
ing device wnder MDDYAIMDD
Individual Articke mumber:

MDDAIMDD Certificute Refer-
ence(s) of the devices under MDR
application, and the NB Identifi-
cation

granted ace. MDR, Art.59 (1) oe
An97(h

Evidence #1; CA¥

Evidence 12: CAY

R Centificaticn as follows:
Certificate #1; G2S 061155 01S
Rev. 02 NB 0123

0 Evidence that a competent au-
oty of a Member State hod
panted acc. MDR, An.59 (1) or
An97(1)

Evidence 91; CAx
Evidence v2; CA¥

& Cerufication as follows
Cenificenc #1; G2S 061155 0015
Rev. 02NB 0123

O Evidence that a competent an-
thority of a Member Ste had
granted acc. MDR, At 59 (1) or
An97(h

Evidence ¥1: CA#
Evidence ¥2. CA#

R Cenification as follows:
Certificate ¥1; G2S 061155 015
Rev. 02 NB 0123

O Evidence that a competent -
vty of & Member Staes had
praated ace. MDR, An59 (1) or
An97(1)

Evidence #1; CA¥
Evidence 82; CA¥
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Table 2: Devices covered by this letter and for which TOV S(OD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective: NJA
Device name or Basic UDI.  MDR Device classification 11 the MDR device is a substitute MDINAIMDD Certificate Refer-
DI (wnder MDR applica- (a5 proposed by the mane- device, identification of the corre-  ence(s) of the devices under

tion) facturer and verified during  spoading MDIVAIMDD device MDR application, and the NB
application review) Identification
Confirmation Letter Revision History

Date TiIV S(ID Product Service GmbH in.  Action

ternal reference traceable to each

version of the letter
2023/10/30 713298433 Innal sse
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