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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lia, lib or Ill)

No. G2 073425 0008 Rev. 02

Manufacturer: Jiangsu Zhengkang Medical
Apparatus Co., Ltd.

Sanhekou, Zhenglu Town
213115 Changzhou City, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Jiangsu Zhengkang Medical Apparatus Co., Ltd. ' '
Sanhekou, Zhenglu Town, 213115 Changzhou City, Jiangsu,
PEOPLE'S REPUBLIC OF CHINA

Product Infusion Sets for Single Use (with Needle),
Category(ies): S_terile Hypod_ermic Syringes for
Single Use (with Needle),
Disposable Sterile Hypodermic Needles,
Scalp vein Sets,
Sterile Insulin Syringes for Single Use,
Disposable Transfusion Set (with Needle)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For

marketing of class lib and Ill devices an additional Annex lll certificate is mandatory. See also notes
overleaf.

Report No.: SH19612EXTO01
Valid from: 2019-11-13
Valid until: 2024-05-26
Date, 2019-11-13

Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body » RidlerstraBe 65 « 80339 Munich « Germany TUV



CE SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEB, Priedas V
(IIa, IIb ar III klasés prietaisai)

Nr. G2 073425 0008 Rev. 02

Gamintojas:

Tiekéjas:

Produkto kategorija(os):

Jiangsu Zhengkang Medical
Apparatus Co., Ltd.

Sanhekou, Zhenglu Town

213115 Changzhou City, Jiangsu
KINIJOS LIAUDIES RESPUBLIKA

Jiangsu Zhengkang Medical Apparatus Co., Ltd.
Sanhekou, Zhenglu Town, 213115 Changzhou City, Jiangsu,
KINIJOS LIAUDIES RESPUBLIKA

Infuzijos sistemos vienkartiniam naudojimui (su adata)
Sterilus hipoderminiai $virkstai vienkartiniam naudojimui (su
adata)

Vienkartinés sterilios hipoderminés adatos

Drugelio tipo adatos

Saugus Svirkstai (su adata)

Sterilais insulininiai $virkStai vienkartiniam naudojimui
Vienkartinés transfuzijos sistemos (su adata)

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiegé kokybés uztikrinimo sistema atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos 93/42/EEB V Prieda. Si kokybes uztikrinimo
sistema atitinka §ios direktyvos salygas ir turi baiti periodiskai perzitirima. IIb ir III klasés
produktams yra privalomas papildomas III priedo sertifikatas. Taip pat zr. kitame lape.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2019-11-13

SH19612EXTO01

2019-11-13
2024-05-26

/paraSas/
Christoph Dicks

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.

Puslapis 1118 1



JIANGSU ZHENGKANG MEDICAL APPARATUS CO., LTD.

ADD.: SANHEKOU, ZHENGLU TOWN 213115 CHANGZHOU CITY, JIANGSU, CHINA

DECLARATION

We, JIANGSU ZHENGKANG MEDICAL APPARATUS CO., LTD. (Add. : Sanhekou,
Zhenglu Town 213115, Changzhou City, Jiangsu, China) hereby decalre that we
authorize JIANGSU SHENLI MEDICAL PRODUCTION CO., LTD. (Add. :No. 20,
Changzheng Rd, Zhenglu Tianning District 213111 Changzhou, Jiangsu, China)
(EC certificate No. G2 17 04 45885 022) as our Sub-supplier to manufacture

EXTENSION TUBING for SKIRGESA LTD. (Add. : ENERGETIKU STR. 8, LT- 52461

Kaunas, Lithuania)

JIANGSU ZHENGKANG MEDICAL APPARATUS CO., LTD.
Date : April 01, 2020



JIANGSU ZHENGKANG MEDICALAPPARATUS CO., LTD.
ADD. : SANHEKOU, ZHENGLU TOWN 213115 CHANGZHOU CITY, JIANGSU, CHINA

DEKLARACIJA

Mes, JIANGSU ZHENGKANG MEDICAL APPARATUS, LTD. (Adresu: Sanhekou, Zhenglu Town 2131135,
Changzhou City, Jiangsu, Kinija) patvirtiname, kad suteikiame leidima JIANGSU SHENLI MEDICAL
PRODUCTION CO., LTD. (Adresu Nr. 20, Changzheng Rd, Zhenglu Tianning rajonas 213111 Changzhou, Jiangsu,

Kinija) (EB sertifikato Nr. G2 17 04 45885 022) kaip miisy tickéjas, gaminantis ,, SKIRGESA LTD* (Adresu:
ENERGETIKU g. 8, LT-52461 Kaunas, Lictuva) prailginimo linijas.

JIANGSU ZHENGKANG MEDICAL APPARATUS CO., LTD.
Data: 2020.04.01

/antspaudas/




TUV SUD Product Service GmbH mRidlerstraBe 65 80339 Miinchen mDeutschland

Jiangsu Zhengkang Medical Apparatus Co., Ltd.

Sanhekou, Zhenglu Town

213115 Changzhou City, Jiangsu
PEOPLE’S REPUBLIC OF CHINA

Your Ref/Name Our Ref/Name Tel. /E-Mall Fax
73425 713335548 Jia.Zhu@tuvsud.com

Reference: 713335548

To whom it may concern,

TUV SUD Product Service GmbH
Confirmation Letter

Product Service

MehrWert.
Mehr Vertrauen.

Date Page
2024-05-21 1lvon 6

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 VII of MDR and has signed a written agreement in accordance with Section
4.3, second subparagraph of Annex VII of MDR with the above stated manufacturer with the following

SRN Number:

SRN Number: CN-MF-000037484

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.

- 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.

Sitz: Munchen

Handelsregister Miinchen HRB 85742
UniCredit Bank AG mBIC HYVEDEMMXXX
IBAN DE13 7002 0270 0048 8522 11
USt-1dNr. DE 129484267

Informationen gemé&R § 2 Abs. 1 DL-InfoV
unter www.tuvsud.com/impressum

Aufsichtsrat:

Holger Lindner (Vorsitzender) Telefon: +49 89 5GG84-747
Geschaftsfuhrung: www.tuvsud.com/ps
Walter Reithmaier (Sprecher)

Patrick van Welij

TUV SUD Product Service GmbH

Niederlassung Minchen

RidlerstraBe 65
80339 Miinchen
Deutschland


mailto:Jia.Zhu@tuvsud.com
http://www.tuvsud.com/impressum
http://www.tuvsud.com/ps
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Product Service

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:
* 26 May 2026 for Class lll custom-made implantable devices
e 31 December 2027 for Class lll devices and Class llb 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 insterile
condition, measuring function
* 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 073425 0012 Rev. 00

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

2024-05-21
TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services
Mr. Jia Zhu Claus Matthias Mumme

Conformity Assessment Responsible (CARE) Application Reviewer


http://www.tuvsud.com/ps-cert?q=cert:CL%20073425%200012%20Rev.%2000

Seite 3von 6

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

Infusion Sets for Single Use
(with Needle)

(Basic UDI -Dil:
695312468101FZ)

Device 2

Sterile Hypodermic Syringes
for Single Use (with Needle)

(Basic UDI -Dil:
695312468201G6)

Device 3

Disposable Sterile Hypoder-
mic Needles

(Basic UDI -Dil:
695312468301GB)

Device 4

Scalp vein Sets

(Basic UDI -Dil:
695312468401GG)

MDR Device classification If the MDR device is a substitute
(as proposed by the manu- device, identification of the corre-
facturer and verified during  sponding MDD/AIMDD device

application review)

O Class Il IXN/A
O Class Ilb implantable
(non-exempted)

0O Class Ilb / Class I1b im-
plantable (exempted)

Kl Class Ila

O Class | devices in sterile
condition

O Class | devices with meas-
uring function

O Class Il implantable cus-
tom-made-device

O Class Il X N/A
O Class Ilb implantable
(non-exempted)

O Class Ilb/ Class Ilb im-
plantable (exempted)

K Class Ila

O Class | devices in sterile
condition

O Class | devices with meas-
uring function

O Class Il implantable cus-
tom-made-device

O Class Il X N/A
0O Class Ilb implantable
(non-exempted)

0O Class Ilb/ Class I1b im-
plantable (exempted)

K Class Ila

O Class | devices in sterile
condition

O Class | devices with meas-
uring function

0O Class Il implantable cus-
tom-made-device

O Class Il X N/A
O Class Ilb implantable
(non-exempted)

O Class Ilb / Class Ilb im-
plantable (exempted)

K Class lla

O Class | devices in sterile
condition

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

X Certification as follows:
Certificate #G2 073425 0008
Rev.02

NB# 0123

X Certification as follows:
Certificate #G2 073425 0008
Rev.02

NB# 0123

X Certification as follows:
Certificate #G2 073425 0008
Rev.02

NB# 0123

X Certification as follows:
Certificate #G2 073425 0008
Rev.02

NB# 0123



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

Device 5

Sterile Insulin Syringes for
Single Use

(Basic UDI -Dil:
695312468501GM)

Device 6

Disposable Transfusion Set
(with Needle)

(Basic UDI -Dil:
695312468601GS)

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

O Class | devices with meas-
uring function

O Class Il implantable cus-
tom-made-device

O Class Il

O Class Ilb implantable
(non-exempted)

O Class Ilb/ Class Ilb im-
plantable (exempted)

K Class Ila

O Class | devices in sterile
condition

O Class | devices with meas-
uring function

O Class Il implantable cus-
tom-made-device

O Class Il

O Class Ilb implantable
(non-exempted)

O Class Ilb/ Class I1b im-
plantable (exempted)

K Class Ila

O Class | devices in sterile
condition

O Class | devices with meas-
uring function

O Class Il implantable cus-
tom-made-device

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

X N/A

X N/A

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

cation

X Certification as follows:
Certificate #G2 073425 0008
Rev.02

NB# 0123

X Certification as follows:
Certificate #G2 073425 0008
Rev.02

NB# 0123
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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 I1f 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

Not applicable X N/A X N/A X N/A
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Confirmation Letter Version History

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

2024-05-21 713335548

Action

Initial issue



/Logo/

TUV SUD Product Service GmbH - RidlerstraBe 65 - 80339 Minchen - Deutschland

Jiangsu Zhengkang Medical Apparatus Co., Ltd.
Sanhekou, Zhenglu Town

213115 Changzhou City, Jiangsu

Kinijos Liaudies Respublika

Jasy nuoroda/ Masy nuoroda/ Tel. / El. paStas Faksas Data Puslapis
pavadinimas Pavadinimas
73425 713335548 Jia.Zhu@tuvsud.com 2Q24-Q5-21 1i§ 6

TUV SUD Product Service GmbH
Patvirtinimo raStas

Nuoroda: 713335548
Visiems, kam tai gali bati aktualu,

Oficialaus prasymo, raSytinio susitarimo ir tinkamos priezidros statuso patvirtinimas pagal
Reglamentg ES 2023/607, kuriuo iS dalies keiCiami reglamentai (ES) 2017/745 (toliau - MDR), kiek
tai susije su pereinamojo laikotarpio nuostatomis dél tam tikry medicinos prietaisy ir in vitro
diagnostikos medicinos prietaisy.

Siuo rastu TUV SUD Product Service GmbH, paskirta pagal MDR ir NANDO sistemoje pazymeéta numeriu
0123, patvirtina, kad gavo oficialig paraiSkg pagal MDR VIl priedo 4.3 skirsnio pirmg pastraipg ir pasirasé
rasSytinj susitarimg pagal MDR VIl priedo 4.3 skirsnio antrg pastraipg su pirmiau nurodytu gamintoju, turinciu
§j SRN numerj:

SRN numeris: CN-MF-000037484

Prietaisai, kuriems taikoma pirmiau minéta oficiali paraiSka ir raSytinis susitarimas, nurodyti toliau
pateiktose lentelése.
- 1 lenteléje nurodyti prietaisai, dél kuriy buvo gauta MDR paraiSka, sudarytas raSytinis susitarimas ir dél
kuriy TOV SUD Product Service GmbH taip pat yra atsakinga uZz tinkama prietaisy priezitra pagal taikoma
direktyva
- 2 lenteléje nurodyti prietaisai, dél kuriy buvo gauta MDR paraidka ir sudarytas rasytinis susitarimas, ta¢iau TUV SUD
Product Service GmbH dar neprisiémé atsakomybés uz tinkamag prietaisy priezitrg pagal taikoma direktyva.

Sitz: Minchen

Handelsregister Miinchen HRB 85742 TUV SUD Product Service GmbH
UniCredit Bank AG - BIC HYVEDEMMXXX Aufsichtsrat: Niederlassung Minchen

IBAN DE13 7QQ2 Q27Q QQ48 8522 11 Holger Lindner (Vorsitzender) Telefonas: +49 89 5QQ84-747

USt-1dNr. DE 129484267 Geschaftsfihrung: www.tuvsud.com/ps RidlerstraRe 65

Informationen geméaR § 2 Abs. 1 DL-InfoV Walter Reithmaier (Sprecher) 8Q339 Miinchen

unter www.tuvsud.com/impressum Patrick van W elij Deutschland


mailto:Jia.Zhu@tuvsud.com
http://www.tuvsud.com/ps
http://www.tuvsud.com/impressum
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Jei prietaisams, kuriems taikomi sertifikatai, iSduoti pagal Direktyvg 90/385/EEB (AIMDD) arba
Direktyvg 93/42/EEB (MDD), kuriy galiojimas baigési po 2021 m. geguzés 26 d. ir iki 2023 m. kovo 20 d.,
bet jie nebuvo panaikinti, Siuo rastu taip pat patvirtinama, kad
- gamintojas pasiradé raSytinj susitarimg pagal MDR iki MDD/AIMDD sertifikato galiojimo pabaigos dienos; arba
- pateiké jrodymy, kad valstybés narés kompetentinga institucija pagal MDR 59 straipsnio 1dalj arba

MDR 97 straipsnio 1 dalj atitinkamai suteiké leidZianCig nukrypti nuostatg arba iSimtj dél taikytinos
atitikties vertinimo proceddaros.

Toliau nurodyti pereinamojo laikotarpio terminai pagal MDR 120 straipsnio 3 dalj, kurie taikomi
prietaisams, kuriems taikomas Sis rastas, jei gamintojas ir toliau laikosi kity MDR 120 straipsnio 3c dalyje
nurodyty salyguy:

¢ 2026 m. geguzeés 26 d. lll klasés pagal uzsakyma pagamintiems implantuojamiems prietaisams
2027 m. gruodzio 31 d. lll klasés prietaisams ir 1lb klasés implantuojamiems prietaisams (iSskyrus sitlus,
sgvarzas, danty plombas, danty breketus, danty kartnélés, varztus, pleiStus, ploksteles, vielas, smeigtukus,
spaustukus ir konektorius)

2028 m. gruodzio 31 d. kitiems IlIb klasés prietaisams, lla klasés, | klasés prietaisams, pateiktiems rinkai
sterilios baklés irturintiems matavimo funkcijg

2028 m. gruodZio 31 d. prietaisams, kuriems nereikia notifikuotosios jstaigos dalyvavimo pagal MDD,

bet reikia pagal MDR (pvz., | klasés prietaisams, kurie laikomi daugkartinio naudojimo chirurginiais
instrumentais).

Pasiliekame teise iSraSyti saskaita faktlrg uz bet kokj patvirtinamojo laiSko iSdavima, kopijas, pataisas ir (arba)
pakeitimus pagal pastangas.

Dél patvirtinimo laiSko galiojimo Zr. www tuvsud.com/ps-cert?q=cert:CL 073425 0012 Rev. 00

Notifikuotosios jstaigos TUV SUD Product Service GmbH vardu,

2024-05-21

TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medicinos ir sveikatos paslaugos Medicinos ir sveikatos paslaugos
/Parasas/ /ParaSas/

Jia Zhu

Claus Matthias Mumme

Atsakingas u? atitikties vertinimg (CARE) Parai$kos recenzentas


http://www/
http://www.tuvsud.com/ps-cert?q=cert%3ACL%20073425%200012%20Rev.%2000
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1 lentelé: Prietaisai, kuriems taikomas Sis rasStas ir uz kuriy tinkama priezitra pagal taikomag
direktyva taip pat atsako TUV SUD Product Service GmbH:

Prietaiso pavadinimas arba
pagrindinis UDI- DI (pagal
MDR paraiska)

1prietaisas

Vienkartiniai infuzijy rinkiniai
(su adata)

(Pagrindinis UDI -Dl:
695312468101FZ2)

2 prietaisas

Sterilds vienkartiniai
poodiniai Svirkstai (su adata)

(Pagrindinis UDI -DI:
695312468201G6)

3prietaisas

Vienkartinés sterilios
injekcinés adatos

(Pagrindinis UDI -Dl:
695312468301GB)

4prietaisas

Venu komplektai (,,Butterfly*
tipo adatos)

MDR prietaiso klasifikacija
(kaip pasiulé gamintojas ir
patikrinta paraiskos
perzilros metu)

O Illklase

O llb klasés implantuojamas
(neatleistas nuo mokesciy)

O llbklasé/ IIb klasé
implantuojamas

(atleistas nuo mokesciy)
S llaklasé
O Iklasés sterills prietaisai

O Iklasés prietaisai su
matavimo funkcija

O 1 klasés
implantuojami pagal
uzsakyma pagamint
prietaisai

O Il klasé

O lIb klasés implantuojamas
(neatleistas nuo mokesciy)

O llbklasé/ lIb klasé
implantuojamas

(atleistas nuo mokesciy)
S llaklasé
O Iklasés sterills prietaisai

O Iklasés prietaisai su
matavimo funkcija

O Il klasés
implantuojami pagal
uzsakyma pagamint
prietaisai

O Il klasé

O lIb klasés implantuojamas
(neatleistas nuo mokesciy)

O llbklasé/ IIb klasé
implantuojamas

(atleistas nuo mokesciy)
S llaklasé
O Iklasés sterills prietaisai

O Iklases prietaisai su
matavimo funkcija

O Il klasés
implantuojami pagal
uzsakyma pagamint
prietaisai

O Il klase
O lIb klasés implantuojamas
(neatleistas nuo mokesciy)

O llbklasé/ Ib klasé
implantuojamas

(atleistas nuo mokesciy)
S llaklasé
O lklasés sterills prietaisai

Jei MDR prietaisas yra pakaitinis
prietaisas, nurodomas atitinkamas
MDD/AIMDD prietaisas.

S NETAIKOMA

S NETAIKOMA

S NETAIKOMA

S NETAIKOMA

MDD/AIMDD sertifikato
nuoroda (-0s) | prietaisus,
kuriems taikoma MDR paraiSka,
ir NB identifikacinis numeris

S Sertifikavimas:

Sertifikatas #G2 073425 0008
Rev.02

NB# 0123

S Sertifikavimas:

Sertifikatas #G2 073425 0008
Rev.02

NB# 0123

S Sertifikavimas:

Sertifikatas #G2 073425 0008
Rev.02

NB# 0123

S Sertifikavimas:
Sertifikatas #G2 073425 0008

Rev.02



Prietaiso pavadinimas arba
pagrindinis UDI- DI (pagal
MDR paraiska)

5prietaisas

SterilGs vienkartiniai insulino
Svirkstai

(Pagrindinis UDI -DI:
695312468501GM)

6 prietaisas

Vienkartinis transfuzijos
rinkinys (su adata)

(Pagrindinis UDI -Dl:
695312468601GS)

Puslapis 4 i5 6

MDR prietaiso klasifikacija
(kaip pasiulé gamintojas ir
patikrinta paraiskos
perzitros metu)

D |Kklasés prietaisai su
matavimo funkcija

D Il klasés
implantuojami pagal
uzsakyma pagamint
prietaisai

D Il klasé

D lIb klasés implantuojamas
(neatleistas nuo mokesciy)

D llbklasé ! lIb klasé
implantuojamas

(atleistas nuo mokesciy)
S llaklasé
D |klasés sterils prietaisai

D Iklasés prietaisai su
matavimo funkcija

D Il klasés
implantuojami pagal
uzsakyma pagamint
prietaisai

D Il klasé

D lIb Kklasés implantuojamas
(neatleistas nuo mokesciy)

D llbklasé ! Ilb klase
implantuojamas

(atleistas nuo mokesc€iy)

S llaklasé
D |klasés sterilis prietaisai

D Iklasés prietaisai su
matavimo funkcija

D Il klasgs
implantuojami pagal
uzsakyma pagamint
prietaisai

Jei MDR prietaisas yra pakaitinis
prietaisas, nurodomas atitinkamas
MDD/AIMDD prietaisas.

S NETAIKOMA

S NETAIKOMA

/Logo/

MDD/AIMDD sertifikato
nuoroda (-0s) j prietaisus,
kuriems taikoma MDR paraiska,
ir NB identifikacinis numeris

S Sertifikavimas:

Sertifikatas #G2 073425 0008
Rev.02

NB# 0123

S Sertifikavimas:

Sertifikatas #G2 073425 0008
Rev.02

NB# 0123
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2 lentelé: Prietaisai, kuriems taikomas 3is ra3tas ir uz kuriy tinkama priezitrg TUV SUD Product
Service GmbH NERA atsakinga pagal taikomus teisés aktus:

Prietaiso pavadinimas arba
pagrindinis UDI- DI (pagal
MDR paraiska)

Netaikoma

MDR prietaiso klasifikacija
(kaip pasialé gamintojas ir
patikrinta paraiskos
perziaros metu)

S NETAIKOMA

Jei MDR prietaisas yra pakaitinis
prietaisas, nurodomas atitinkamas
MDD/AIMDD prietaisas.

S NETAIKOMA

MDD/AIMDD sertifikato
nuoroda (-0s)j prietaisus,
kuriems taikoma MDR
paraiSka, ir NBidentifikacinis
numeris

S NETAIKOMA
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Patvirtinimo LaiSko Versijos istorija

Data TUV SUD Product Service GmbH vidiné
nuoroda, atsekama pagal kiekvieng

rasto versija

2024-05-21 713335548

Veiksmas

Pradinis leidimas
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Dokumentg elektroniniu parasu
pasirasée

Data: 2025-02-25 11:18:19
Paskirtis: Pirkimo nr. 783698
Vieta: Energetiky g. 8, Kaunas
Kontaktiné informacija: VieSuyjy
pirkimy specialisté



