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TUV SUD Product Service GmbH
Confirmation Letter
CL 105485 0010 Rev. 00

Reference: TPS3025_G10
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 TUV SUD 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: IN-MF-000003380

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 con-

cluded and for which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of
the corresponding devices under the applicable Directive.
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- 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 surveil-
lance of the corresponding devices under the applicable Directive.

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(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this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 applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article
97(1) of the MDR respectively.

The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this
letter, subject to the manufacturer’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 Il devices and Class Ilb implantable devices (except sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class llb 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)

We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation
letter according to effort.

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CL 105485 0010 Rev. 00

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

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

2024-03-13

TUV SUD Product Service GmbH TUV SUD Product Service GmbH

Medical and Health Services Medical and Health Services
77
L /A/'"

i Fas
i
Keyur Baruwala Claus Matthias Mumme

Project Handler (PH) Application Reviewer
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Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:

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

Device 1

IV Cannula / Catheter
with/without Safety feature

Basic UDI-DI:
890209510001CY

Device 2

Infusion Sets

Basic UDI-DI:
890209514001DU
Device 3

Flow Regulators
Basic UDI-DI:
890209513100DQ
Device 4

Stop cocks with/without
extension line

Basic UDI-DI:
890209513001DM
Device 5

Prefilled Syringe with
0.9% Saline Solution
Basic UDI-DI:
890209590315GJ
Device 6

Arterial Cannula
with/without Safety fea-
tures

Basic UDI-DI:
890209513426ER

Device 7

Manifolds with/without ex-
tension line

Basic UDI-DI:
890209513710ER

Device 8

Mini-midline catheter (Pe-
ripheral Catheter)

Basic UDI-DI:
890209513535EX

Device 9

Blood Collection Needle &
Holder

Basic UDI-DI:
890209588110H8

Device 10

Endotracheal Tube -
plain/Cuffed/Reinforced

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

Class Ila

Class Ila

Class Ila

Class Ila

Class IIb

Class Ila

Class Ila

Class Ila

Class Ila

Class Ila

If the MDR device is a substitute
device, identification of the corre-
sponding MDD/AIMDD device

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

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

X Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

X Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

X Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

X Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123

X Certification as follows:

Certificate # G1 105485 0007 Rev.
00; NB# 0123
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Device name or Basic UDI- = MDR Device classification If the MDR device is a substitute MDD/AIMDD Certificate Refer-

DI (under MDR applica- (as proposed by the manu- device, identification of the corre- = ence(s) of the devices under MDR

tion) facturer and verified during = sponding MDD/AIMDD device application, and the NB Identifi-
application review) cation

Basic UDI-DI:

890209520150DV

Device 11 Class Ila N/A X Certification as follows:

AV Fistula Needle Certificate # G1 105485 0007 Rev.

with/without safety fea- 00; NB# 0123

tures

Basic UDI-DI:

890209590030FX

Device 12 Class IIb N/A Certification as follows:

Dialyzer (Dialysis Filter) Certificate # G1 105485 0007 Rev.

Basic UDI-DI: 00; NB# 0123

890209590365GZ

Device 13 Class Ila N/A X Certification as follows:

Disinfecting Port Protector Certificate # G1 105485 0007 Rev.

Basic UDI-DI: 00; NB# 0123

890209590309GP

Device 14 Class Is N/A Certification as follows:

Vial Access Spike Certificate # G1S 105485 0008

Basic UDI-DI: Rev. 00; NB# 0123

890209513068EM

Device 15 Class Is N/A Certification as follows:

Transfer Spike Certificate # G1S 105485 0008

Basic UDI-DI: Rev. 00; NB# 0123

890209590314GG
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Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Device name or Basic UDI- = MDR Device classification If the MDR device is a substitute MDD/AIMDD Certificate Refer-

DI (under MDR applica- (as proposed by the manu- device, identification of the corre- | ence(s) of the devices under

tion) facturer and verified during = sponding MDD/AIMDD device MDR application, and the NB
application review) Identification
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Confirmation Letter Version History

Date TUV SUD Product Service GmbH inter-
nal reference traceable to each version
of the letter

2024-03-13 TPS3025_G10

Action

Initial issue



Preklad z anglického jazyka
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I _ i _ Inspire trust.
TUV SUD Product Service GmbH- Ridlerstr. 65 - 80339 Mnichov - Némecko
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TOV sUD Product Service GmbH
Potvrzeni
CL 105485 0010 Rev. 00

Znacka: TPS3025_G10

VSem zainteresovanym,

Potvrzeni statusu oficialni zadosti, pisemné dohody a pfislusného dohledu v ramci nafizeni (EU)
2023/607, kterym se méni nafizeni (EU) 2017/745 (dale jak MDR), pokud jde o pfechodna
ustanoveni pro nékteré typy zdravotnickych prostredki a diagnostickych prostredk in vitro.

Timto dopisem organizace TUV SUD Product Service GmbH, jmenovana podle MDR a oznacena &islem

0123 na zakladé Nandol, potvrzuje, ze obdrzela oficialni zadost podle oddilu 4.3, prvni odstavec Prilohy
VII nafizeni o ZP (MDR) a v souladu s oddilem 4.3, druhy odstavec Pfilohy VIl MDR podepsala
pisemnou dohodu s vy$e uvedenym vyrobcem s nasledujicim SRN:

SRN gislo: IN-MF-000003380

Prostfedky, na néz se vztahuje vysSe uvedena oficialni zadost a pisemna dohoda, jsou uvedeny v
tabulkach nize.
-V Tabulce 1 jsou uvedeny prostfedky, pro které byla obdrzena Zzadost podle MDR, uzaviena pisemna

dohoda a u kterych je TUV SUD Product Service GmbH odpovédna rovnéZ za néleZity dohled
pFisludnych prostfedkl podle pfislusné smérnice.

Sidlo: Mnichov Dozoréi rada: TUV SUD Product Service GmbH tuvsud.com/ps

Obchodni rejstfik Mnichov HRB 85 742 Holger Lindner (pfedseda) Ridlerstr. 65 Hotline: +49 89 50084-747
UniCredit Bank AG - BICHYVEDEMMXXX  Vedeni: 80339 Mnichov

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

DIC DE129484267 Patrick van Welij "nN®

Informace podle § 2 [1] DL-InfoV TUV

(Némecko) na adrese tuvsud.com/imprint
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-V Tabulce 2 jsou uvedeny prostiedky, ke kterym byla Zadost dle MDR pfijata a pisemna dohoda uzaviena,
ale TUV SUD Product Service GmbH jesté nepfijala odpovédnost za nalezity dohled odpovidajicich
prostfedku podle pfFislusné smérnice.

V pfipadé prostfedkl, na néz se vztahuji certifikaty vydané podle smérnice 90/385/EHS (AIMDD)
nebo smérnice 93/42/EHS (MDD), kterym skoncila platnost po 26. kvétnu 2021 a pfed 20. bfeznem
2023 (pokud nebyly certifikaty odebrany), tento dopis rovnéz potvrzuje, ze
- vyrobce podepsal pisemnou dohodu podle MDR do dne skon&eni platnosti certifikatu vydaného podle
MDD/AIMDD; nebo
- poskytl dikazy, Ze pfislusny organ ¢lenského staru udélil pro pFislusné prostfedky vyjimku z pFislusného
postupu posouzeni shody v souladu se ¢lankem 59(1) nafizeni MDR, resp. ¢lankem 97(1) MDR.

Casové rozvrzeni pfechodného obdobi podle &lanku 120, odst. 3, které plati pro prosttedky, k nimz se
vztahuje tento dopis, a je podminéno trvalou shodou vyrobce s ostatnimi podminkami stanovenymi v
¢lanku 120 (3c) MDR, je uvedeno nize:

e 26. kvéten 2026 pro implantabilni prostfedky tfidy Il vyrabéné na zakazku

e 31. prosinec 2027 pro prostfedky tfidy Il a implantabilni prostfedky tfidy IIb (s vyjimkou Siti, svorek, zubnich

vyplni, rovnatek, zubnich korunek, Sroub(, klind, dlah, vodi¢u (drath), pind, spon/svorek a konektord)

e 31. prosinec 2028 pro dalSi prostfedky tfidy llb, tfidy lla, tfidy | uvadéné na trh ve sterilnim stavu nebo s méfici

funkci

e 31. prosinec 2028 pro prostfedky nevyzadujici zapojeni oznameného subjektu podle MDD, ale vyzadujici
je podle MDR (napf. prostfedky tfidy I, které jsou posuzované jako opakované pouzitelné chirurgickeé
nastroje)

Vyhrazujeme si pravo fakturovat jakékoli vydani, kopie, dodatky a/nebo zmény pisemného potvrzeni
podle obtiZnosti.

Platnost pisemného potvrzeni najdete na www.tuvsud.com/ps-cert?q=cert:CL 105485 0010 Rev. 00

V pfipadé dotazl se prosim obratte na medical devices@tuvsud.com.

V pfipadé dotazl se prosim obratte na TUV SUD Product Service GmbH,

13.03. 2024
TOV SUD Product Service GmbH TUV SUD Product Service GmbH
Zdravotnické a zdravotni sluzby Zdravotnické a zdravotni sluzby

Podpis necitelny
Podpis nedcitelny

Keyur Baruwala Claus Matthias Mumme
Spravce projektu (PH) Posuzovatel Zadosti
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Tabulka 1: Prostfedky, na néz se vztahuje tento dopis a u kterych TUV SUD Product Service
GmbH rovnéz zodpovida za nalezity dohled u pfislusnych prostredkd podle pfrislu§né smérnice:

Nazev prosti‘edku nebo
zakladni UDI-DI (podle
Zadosti MDR)

Prostiedek 1

IV Cannula / Catheter
with/without Safety feature

Zakladni UDI-DI:
890209510001CY

Prostiedek 2
Infusion Sets
Zakladni UDI-DI:
890209514001DU
Prostiedek 3
Flow Regulators
ZiKkladni UDI-DI:
890209513100DQ
Prostiedek 4

Stop cocks with/without
extension line

Zikladni UDI-DI:
890209513001DM

Prostiedek 5

Prefilled Syringe with
0.9% Saline Solution

Zikladni UDI-DI:
890209590315GJ

Prostiedek 6

Arterial Cannula
with/without Safety fea-
tures

Zakladni UDI-DI:
890209513426ER

Prostredek 7

Manifolds with/without ex-
tension line

Zakladni UDI-DI:
890209513710ER

Prostiedek 8

Mini-midline catheter (Pe-
ripheral Catheter)

Zakladni UDI-DI:
890209513535EX

Prostiedek 9

Blood Collection Needle &
Holder

Zakladni UDI-DI:
890209588110H8

Prostfedek 10

Endotracheal Tube -
plain/Cuffed/Reinforced

Klasifikace prostiredku
podle MDR (navrzena
vyrobcem a ovéiena béhem
piezkoumani Zadosti)

X Ttida lla

Trida lla

Trida lla

Trida lla

Ttida llb

Ttida lla

Ttida lla

Ttida lla

Trida lla

Ttida lla

Je-li prostiedek podle MDR
nahradnim prostiedkem,
identifikace odpovidajiciho
prostiedku dle MDD/AIMDD

X nevztahuje se

nevztahuje se

nevztahuje se

nevztahuje se

nevztahuje se

nevztahuje se

nevztahuje se

nevztahuje se

nevztahuje se

nevztahuje se

C. svédéeni / certifikati
prostiredku dle MDD/AIMDD
podle Zadosti MDR a identifikace
oznameného subjektu (NB)

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

X Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

X Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123



Nazev prostiredku nebo
zakladni UDI-DI (podle
Zadosti MDR)

Zakladni UDI-DI:
890209520150DV

Prostiedek 11

AV Fistula Needle
with/without safety fea-
tures

Zikladni UDI-DI:
890209590030FX

Prosti‘edek 12

Dialyzer (Dialysis Filter)
Zakladni UDI-DI:
890209590365GZ
Prostiedek 13
Disinfecting Port Protector
Zakladni UDI-DI:
890209590309GP
Prosti‘edek 14

Vial Access Spike
Zakladni UDI-DI:
890209513068EM
Prosti‘edek 15

Transfer Spike

Zakladni UDI-DI:
890209590314GG
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Klasifikace prostiedku
podle MDR (navrzena
vyrobcem a ovéiena béhem
pi‘ezkoumani Zadosti)

X Ttida lla

X Ttida llb

Trida lla

X Ttida Is

X Ttida Is

Je-li prostiedek podle MDR
nahradnim prostiedkem,
identifikace odpovidajiciho

prostiedku dle MDD/AIMDD

X nevztahuje se

X nevztahuje se

nevztahuje se

X nevztahuje se

X nevztahuje se

C. svéd&eni / certifikati
prostfedki dle MDD/AIMDD
podle Zadosti MDR a identifikace
oznameného subjektu (NB)

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

X Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

Certifikace viz nize:

Certifikat ¢. G1 105485 0007 Rev.
00; NB ¢. 0123

X Certifikace viz nize:

Certifikat ¢. G1S 105485 0008
Rev. 00; NB ¢. 0123

X Certifikace viz nize:

Certifikat ¢. G1S 105485 0008
Rev. 00; NB ¢. 0123
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Tabulka 2: Prostfedky, na néz se vztahuje tento dopis a u kterych TUV SUD Product Service
GmbH NEzodpovida za nalezity dohled u pfislusnych prostiredkl podle pfrislusné smérnice:

Nazev prosti‘edku nebo
zakladni UDI-DI (podle
Zadosti MDR)

Klasifikace prostiedku
podle MDR (navrzena
vyrobcem a ovéfena béhem
piezkoumani Zadosti)

Je-li prosti‘edek podle MDR
nahradnim prostiedkem, identifikace
odpovidajiciho prostiedku dle
MDD/AIMDD

C. svédéeni / certifikati
prostiedki dle MDD/AIMDD
podle Zadosti MDR a
identifikace oznameného
subjektu (NB)
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Historie verzi pisemného potvrzeni

Datum Interni &islo TUV SUD Product Service
GmbH k dohledani kazdé verze tohoto
dopisu

13.03.2024 TPS3025_G10

Cinnost

Prvni vydani



PREKLADATELSKA DOLOZKA

Ja, Mgr. Alice Tejkalova, jsem provedla pfekladatelsky tkon jako tlumoc¢nice a prekladatelka jmenovana podle
zédkona ¢. 36/1967 Sb. rozhodnutim pfedsedy Krajského soudu v Praze ze dne 15. listopadu 1991, &j. Spr.
698/91, pro jazyk Cesky a anglicky, zapsand v seznamu soudnich tlumo¢nikd a soudnich pfekladateli vedeném
Ministerstvem spravedlnosti CR, v souladu s § 44 zakona ¢. 354/2019 Sb., o soudnich tlumo¢nicich a soudnich
ptekladatelich.

Stvrzuji, Ze pFeklad souhlasi s textem pFipojené listiny.

Ukon je zapsan v evidenci ikonii pod eviden¢nim &islem  093540/2024-2 dne 24.4. 2024.

Translator’s Clause

I, Mgr. Alice Tejkalova, translated the document as an interpreter and translator to English appointed by the
decision of the Regional Court in Prague on November 15, 1991, file. No. Spr. 698/91, under Act No. 36/1967
Sb., and entered in the Register of Court Interpreters and Court Translators maintained by the Ministry of Justice
of the Czech Republic in compliance with Act No. 354/2019 Sb., on Court Interpreters and Court Translators,
Section 44,

I hereby certify that this is a true and accurate translation of the original document.

The translation is entered in the translation register under No.  093540/2024-2 dne 24/04/2024.

T Bl Tl

Mgr. Alice Tejkalova






