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TUV SUD Product Service GmbH
Confirmation Letter
CL 057924 0018 Rev. 00

Reference: 713292980
To whom it may concern,

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

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number 0123 on NANDO, con-
firms 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: CN-MF-000018731

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, written agreement concluded and for
which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of the corresponding devices
under the applicable Directive.
- Table 2 identifies the devices for which an MDR application has been received and a written agreement concluded,
but TUV SUD Product Service GmbH has not yet taken the responsibility for appropriate surveillance of the corre-
sponding devices under the applicable Directive.

Registered Office: Munich Supervisory Board: TUV SUD Product Service GmbH tuvsud.com/ps

Trade Register Munich HRB 85 742 Holger Lindner (Chairman) Certification body for medical Products Hotline: +49 89 50084-747
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If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC (MDD) that expired after
26 May 2021 and before 20 March 2023, without having been withdrawn, this letter also confirms that
- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption from the ap-
plicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article 97(1) of the MDR re-
spectively.

The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this letter, subject to the man-
ufacturer’s continued compliance to the other conditions specified in Article 120 (3c) of MDR, are shown below:
e 26 May 2026 for Class Il custom-made implantable devices
e 31 December 2027 for Class Ill devices and Class IIb implantable devices (except sutures, staples, dental fillings,
dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)
o 31 December 2028 for other Class IIb devices, Class lla, Class | devices placed on the market in sterile condition,
measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it under MDR
(e.g., class | devices that qualify as re-usable surgical instruments)

The issuance of the first confirmation letter is free of charge. We reserve the right to invoice further copies, amendments and /
or changes of the confirmation letter according to effort.

For certificate validity see https://www.tuvsud.com/ps-cert?q=CL 057924 0018 Rev.00

On behalf of the Notified Body TUV SUD Product Service GmbH,

05.10.2023
TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services
W~ L
¥
Ms. Yi Wu [/ Tunde Junaid

Conformity Assessment Responsible (CARE) Application Reviewer


https://www.tuvsud.com/ps-cert?q=CL%20057924%200018%20Rev.00
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Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also responsible for appropri-
ate surveillance of the corresponding devices under the applicable Directive:

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

Disposable skin stapler
(Basic UDI -Dl:
69448757SUF0012N)

Remover for skin stapler
(Basic UDI -Dl:
69448757C001RE)

MDR Device classification
(as proposed by the manu-
facturer and verified during
application review)

[ Class IlI

[ Class llb implantable
(non-exempted)

[ Class lIb / Class Ilb im-
plantable (exempted)

Class lla

[ Class | devices in sterile
condition

[J Class | devices with
measuring function

] Class lll implantable cus-
tom-made-device

I Class Il

I Class lIb implantable
(non-exempted)

[ Class lIb / Class llb im-
plantable (exempted)

[ Class lla

X Class | devices in sterile
condition

[ Class | devices with
measuring function

I Class lll implantable cus-
tom-made-device

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

N/A

N/A

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

Certification as follows:
Certificate # G2 057924 0016 Rev.
00; NB# 0123

Certification as follows:
Certificate # G2S 057924 0017
Rev. 00; NB# 0123
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Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is NOT responsible for appropri-
ate surveillance of the corresponding devices under the applicable Directive:
Device name or Basic UDI- = MDR Device classification

DI (under MDR applica-
tion)

Not applicable

(as proposed by the manu-
facturer and verified during
application review)

N/A

Confirmation Letter Version History

Date

2023/10/05

TOV SUD Product Service GmbH in-
ternal reference traceable to each
version of the letter

713292980

If the MDR device is a substitute
device, identification of the cor-
responding MDD/AIMDD device

N/A

Action

Initial issue

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

N/A
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TV sUD Product Service GmbH
Potvrzuji ¢i dopis
CL 057924 0018 Rev. 00

Odkaz: 713292980

Komu se to muiZe tykat,

Potvrzeni o stavu formalni Zadosti, pi semnéo souhlasu a pfi sluSnéo dohledu v rdmci nafi zeni EU 2023/607, kterym se mé ni
nafi zeni (EU) 2017/745 (déle jen MDR), pokud jde o pfechodnd ustanoveni pro né kterél&arskézafi zeni a diagnostickézdravotnické

prostredky in vitro.

Ti mto dopisem spole&nost TUV SUD Product Service GmbH, oznacena podle MDR a oznagena &i slem 0123 na NANDO, potvrzuje, Ze
jsme obdrZeli formalni Zadost v souladu s oddi lem 4.3 prvni m pododstavcem pfi lohy VII MDR a podepsali pi semnou smlouvu v
souladu s oddi lem 4.3 druhym pododstavcem pfi lohy VII MDR s vySe uvedenym vyrobcem s ti mto ¢i slem SRN:

& slo SRN: CN-MF-000018731

Zafi zeni , na ktera se vztahuje formalni Zadost a vy3e zmi né na pi semna dohoda, jsou uvedena v tabulkach ni Ze.
- Tabulka 1 uvadi zafi zeni , pro kteréa byla pFijata Zddost o MDR, byla uzavfena pi semn4 dohoda a u kterych je TOV SUD Product
Service GmbH rovné Z odpové dna za odpovi daji ci dohled nad odpovi daji ci mi zafi zeni mi podle platnésmé rnice.

- Tabulka 2 uvadi zafi zeni , pro ktera byla pFijata Zddost o MDR a byla uzaviena pi semna dohoda, ale spole¢nost TOV SUD
Product Service GmbH dosud neprevzala odpaué dnost za odpovi daji ci dohled nad odpovi daji ci mi zafi zeni mi podle
platnésmé rnice.

Si dlo: Mnichov dozor¢i rada: TOv SUD Product Service GmbH tuvsud.com/ps

Zivnostensky rejsti k Mnichov HRB 85 742 Holger Lindner (pFedseda) Certifika¢ni orgén pro zdravotnickévy robky Horka linka: +49 89 50084-747
UniCredit Bank AG - BIC HYVEDEMMXXX PFedstavenstvo: Ridlerstr. 65

IBAN DE13 7002 0270 0048 8522 11 Walter Reithmaier (CEO) 80339 Mnichov

DICDE129484267 Patrik van Welij Né& mecko “N®

Informace podle § 2 [1] DL-InfoV
(N& mecko) na adrese tuvsud.com/imprint



Machine Translated by Google

Strana 2 ze 4

Pokud zafi zeni , na kteréd se vztahuji certifikdty vydanépodle smé rnice 90/385/EHS (AIMDD) nebo smé rnice 93/42/EHS (MDD), jejichZ platnost vyprsela po
26. kvé tna 2021 a pfed 20. bfeznem 2023, aniz by byl tento dopis staZen, rovné Z potvrzuje, Ze
vyrobce podepsal pi semnou smlouvu podle MDR do data ukon€eni platnosti certifikditu MDD/AIMDD;
nebo poskytl diikaz, Ze pfi slusny organ ¢lenskéo statu udé lil vyjimku nebo vyjimku z pfi slusnéo postupu
posuzovani shody v souladu s €l. 59 odst. 1 nafi zeni MDR nebo ¢l. 97 odst. 1 nafi zeni MDR.

Harmonogramy prechodu v souladu s €l. 120 odst. 3 nafi zeni MDR, kterése vztahuji na zafi zeni , na kterd se vztahuje tento dopis, za
predpokladu, Ze vyrobce trvale splfiuje ostatni podmi nky uvedenév ¢lanku 120 (3c) nafi zeni MDR, jsou uvedeny ni Ze:
+ 26. kvé tna 2026 pro implantabilni zafi zeni na zakazku tFi dy III

31. prosince 2027 pro zafi zeni t¥i dy III a implantovatelna zafi zeni tfi dy Ilb (kromé stehd, svorek, zubni ch vypini ,
zubni ch rovnatek, zubni ch korunek, Sroubd, kli nd, desticek, dratd, koli ki, svorek a konektory)

31. prosince 2028 pro ostatni prostfedky tfi dy IIb, tfi dy Ila, tfi dy I uvedenéna trh ve sterilni m stavu,
mé fici funkce

31. prosince 2028 pro prostredky, kterénevyZzaduji zapojeni notifikovanéo subjektu podle MDD, ale vyZaduji to podle MDR (napf.
prostredky tfi dy I, kterése kvalifikuji jako opakované pouzitelnéchirurgickénastroje)

Vystaveni prvni ho potvrzovaci ho dopisu je zdarma. Vyhrazujeme si pravo fakturovat dalSi kopie, dodatky a/nebo
zmé ny potvrzovaci ho dopisu podle Gsili .

Platnost certifikatu viz https://www.tuvsud.com/ps-cert?q=CL 057924 0018 Rev.00

Jménem notifikovanéosoby TUV SUD Product Service GmbH,
05.10.2023

TOV SUD Product Service GmbH TOV SUD Product Service GmbH

L&arskéa zdravotni sluzby L&arskéa zdravotni sluzby

g '
V

pani Yiwu |

Ci tit Junai
Odpové dnost za posuzovani shody (CARE) Recenzent aplikaci
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Tabulka 1: ZaFi zeni , na ktera se vztahuje tento dopis a u kterych je TOV SUD Product Service GmbH rovné 7 odpové dn4
za odpovi daji ci dohled nad odpovi daji ci mi zafi zeni mi podle platnésmé rnice:

Nézev zaFi zeni nebo zékladni UDI- MDR Klasifikace zafi zeni (jak Pokud je zafi zeni MDR nahradni m Reference certifikdtd MDD/AIMDD
DI (v aplikaci MDR) je navrzeno vyrobcem a zafi zeni m, identifikace na zafi zeni pod

ové feno bé hem odpovi daji ci ho zafi zeni MDD/AIMDD aplikace MDR a NB

kontrola prihlasky) Identifikace
Jednorazova sesi vatka kiize Tii daIII N/A Certifikace takto:
(Zékladni UDI -DI: Implantovatelna t¥i da IIb Certifikat ¢. G2 057924 0016 Rev.
69448757SUF0012N) (nevynato) 00; NB #0123

Tri da IIb / TFi da IIb im-
pé stovatelny (vynaty)

Tri dalla

Zaii zeni tfi dy I ve sterilni m stavu
stav

Zari zeni tfidyIs
mé Fici funkce

Implantovatelnécus-

tom-made-zafi zeni

Odstraiovat sedi vacky kize Tii daIIl N/A Certifikace takto:
(Zakladni UDI -DI: Implantovatelna tfi da Ilb Certifikat ¢. G2S 057924 0017
69448757C001RE) (nevynato) Rev. 00; NB # 0123

Tri da IIb / T¥i da IIb im-
pé stovatelny (vynaty)

Tri dalla

Zaii zeni tfi dy I ve sterilni m stavu
stav

Zafi zeni tfidyIs
mé Fici funkce

Implantovatelnézafi zeni

na zakazku tfi dy III
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Tabulka 2: ZaFi zeni , na ktera se vztahuje tento dopis a u kterych TV SUD Product Service GmbH NENI odpové dné za
odpovi daji ¢i dohled nad odpovi daji ci mi zafi zeni mi podle pfi sluSnésmé rnice:

Nazev zafi zeni nebo zakladni UDI- MDR Kilasifikace zafi zeni (jak Pokud je zafi zeni MDR nahradou Reference certifikatd MDD/AIMDD
DI (pod aplikaéni m zafi zeni m MD#Re ientiéikeceykobeleara)a na zafi zeni pod

ové feno bé hem odpovi daji ci zafi zeni MDD/AIMDD aplikace MDR a NB

kontrola pFihlasky) Identifikace
Nelze pouZzi t N/A N/A N/A

Historie verzi potvrzovaci ho dopisu
Datum TOV SUD Product Service GmbH in- Akce
ke kazdénu Ize dohledat interni reference

verze dopisu

5.10.2023 713292980 Pocatecni vydani



