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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or M)

No. G1 081681 0021 Rev. 00

Manufacturer: Shanghai Kindly

Medical Instruments Co., Ltd.
No.925 Jinyuan yi Road

201803 Shanghai

PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Sterile Seldinger needle, Intervention accessories kit,
Guidewire, Introducer tool kit, Introducer set, Bone
cement syringe, Manifold kit, Stopcocks, Manifold,
Infusion pumps, Pressure transducer for single use,
Extension tube, Foley catheter, Safety syringe,
Angiography Catheter, Y-connector Pack, Sterile
Infusion connector and accessory for single use,
Guiding Catheter, Micro Catheter.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class IIl devices an additional Annex |l (4) certificate is mandatory. See
also notes overleaf.

Report No.: BJ19703071
Valid from; 2012-10-29
Valid until: 2024-05-26

Date, 201941 D-29 c @
’ j('\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123
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ZERTIFIKAT & CERTIFICATE +

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex I excluding (4)
(Devices in Class lla, llb or 1)}

No. G1 081681 0021 Rev. 00

Facility(ies): Shanghai Kindly Medical Instruments Co., Ltd.
y( ) No.925 Jinyuan yi Road, 201803 Shanghai, PEOPLE'S
REPUBLIC OF CHINA

Page 2 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH - Certification Body * RidlerstraRe 65 « 80339 Munich « Germany
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Visisko kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prietaisy (MMD), Il priedas, iskyrus (4)

(I1a, b arba 11l klasés prietaisai (
Nr. G1 081681 0021 Rev. 00

Gamintojas:

Prietaiso (-y) kategorija (-o0s):

Ataskaitos Nr.
Galioja nuo:

Galioja iki:

Data: 2019-10-29

1psl.is2

TUV SUD Product Service GmbH yra notj

TOV sUD Product Service GmbH, sertifik

priemonés))

Shanghai Kindly

Medical Instruments Co., Ltd.
No. 925 Jinyuan yi Road
201803 Shanghai

KINIJOS LIAUDIES RESPUBLIKA

Sterili Seldingerio adata, intervenciniy priedy rinkinys, vielinis kreipiklis, jvedimo
irankiy rinkinys, jvedimo rinkinys, kaulinio cemento Svirkstas, kolektoriy
rinkinys, uzdaromieji voZtuvai, kolektorius, infuziniai siurbliai, vienkartinis slégio
keitiklis, prailginamasis vamzdelis, Folio kateteris, virkitas su saugos sistema,
angiografijos kateteris, Y jungciy rinkinys, vienkartine sterili infuziné jungtis su
priedais.

BJ19703071

2019-10-29
2024 -05-26

[Parasas)
Christoph Dicks
Vadovas certifikuotos/notifikuotos jstaigos

ifikuotoji jstaiga, kurios identifikacinis numeris 0123,

uota jstaiga, RidlerstrRe 65, 8039 Munich, Vokietija
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Visisko kokybés uztikrinimo sistemna

Direktyva 93/42/EEB dél medicinos prietaisy (MMD), Il priedas, iSskyrus (4)
(Ila, 11b arba Il klasés prietaisai (priemonés))

Nr. G1 081681 0021 Rev. 00

Gamybos vieta: Shanghai Kindly Medical Instruments Co., Ltd.
No. 925 Jinyuan yi Road, 201803 Shanghai,
KINIJOS LIAUDIES RESPUBLIKA
1pslis2

TUV SUD Product Service GmbH yra notifikuotoji jstaiga, kurios identifikacinis numeris 0123,

TUV SUD Product Service GmbH, sertifikuota jstaiga, RidlerstrRe 65, 8039 Munich, Vokietija




EC Certificate TUVRheinland

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex || excluding (4)

Registration No.: HD 1023580-1

Manufacturer: BALTON Sp. z 0.0.
ul. Nowy Swiat 7/14
00-496 Warszawa
Poland

Products: - Analgetic control kits
- Angiographic accessories kits
- Aspiration catheters
- Balloon catheters
- Biliary prosthesis, catheters and kits
- Catheters and kits for dialysis
- Catheters for oxygen rhinoscopic administration
- Central venous pressure measuring kits
- Connectors
- Cystostomy catheters and kits
- Dilating catheters and dilators
- Drainage catheters and kits
- Drains
- Embolectomy and throm bectomy catheters
- Embolization catheters

The Notified Body hereby declares that the requirements of Annex II, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established and
applies a quality assurance System, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by this
certificate an EC design-examination certificate according to Annex || section 4 is required.

Report No.: 84949468-50 Py
Effective date: 2021-05-12 & P N\
Expiry date: 2024-05-26 S
Issue date: 2021-05-12 Qf

) N viatko
& TOVRheintand LGA Progts GmbH
TillystraRe 2 - 90431 Nimberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 1 of 5
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=0 Certificate TUVRheinland

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

Registration No.: HD 1023580-1

Manufacturer: BALTON Sp. z0.0.
ul. Nowy Swiat 7/14
00-496 Warszawa
Poland

- Extenders
- Feeding catheters

- Flat antibacterial filters

- Guide wires

- Gynecology catheters and kits

- Insemination catheters

- Introducers

- Kits for stent introduction

- Nephrostomy catheters and kits
- Pediatric catheters

- Puncture kits

- Rotating Y type adapters with and without valve
- Scalpels

- Stopcock manifolds and stopcocks
- Syringes

- Thermodilution kits

- Thrombolysis catheters and kits
- Treatment needles

- Ureteral catheters

- Urological catheters

- Vessel compression tourniquets
- Vessel irrigation catheters

Report No.: 84949468-50 i
Effective date: 2021-05-12
Expiry date: 2024-05-26
Issue date: 2021-05-12

TUV Rheinland LGA Produets GmbH
TillystraRe 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197
Page 2 of 5
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EC Certificate TUVRheinland

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding (4)

Registration No.: HD 1023580-1

Manufacturer: BALTON Sp. z0.0.
ul. Nowy Swiat 7/14
00-496 Warszawa
Poland

- Vessel slings

- Sets for venous insufficien cy treatment
- Infusion microcatheters

- Support catheters

For the following medical devices, the scope covers only the aspects
of manufacture concerned with securing and maintaining sterile conditions:

- Aspirators

- Blockers

- Bottles, containers for aspiration

- Dilatation catheters for salivary duct

- Endoscopic balloon dilation catheters

- Guide wire grips

- Guide wire introduction tubes

- Insemination catheter universal luer lock caps
- Larynx anesthesia catheters

- Luer lock caps

- Mandrins

- Pushers

- Redon plugs
Report No.: 84949468-50 5
Effective date: 2021-05-12 N\
Expiry date: 2024-05-26 L

&

Issue date: 2021-05-12 - f'

tko
TUV Rheinland LGA Products GmbH
TillystraRe 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 3 of 5
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EC Certificate TOVRheinland

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex I excluding (4)

Registration No.: HD 1023580-1

Manufacturer: BALTON Sp. z 0.0.
ul. Nowy Swiat 7/14
00-496 Warszawa
Poland

- Radial artery compression tourniquet kits
- Stents for salivary ducts

- Suction connectors

- Universal hubs luer lock

Replaces EC Certificate, Registration No.: HD 60144654 0001

Report No.: 84949468-50 pitodes
Effective date: 2021-05-12
Expiry date: 2024-05-26
Issue date: 2021-05-12

Da
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nirnberg - Germany

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197.
Page 4 of 5
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EC Ca rtificate TUVRheinlang

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding (4)

Registration No.: HD 1023580-1

Manufacturer: BALTON Sp. z 0.0.
ul. Nowy Swiat 7/14
00-496 Warszawa
Poland

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 BALTON Sp. z 0.0. Activity: Administration.
ul. Nowy Swiat 7/14
00-496 Warszawa
Poland

/02 BALTON Sp. z ¢.0. Activity: Design and development, production
ul. Modlinska 294 and distribution of sterile, disposable medical
03-152 Warszawa devices for dialysis and hemodialysis,
Poland radiology, cardiology, urology, anesthesiology,

gynecology and general su rgery.

/03 BALTON Sp. z0.0. Activity: Production of disposable medical
ul. Strzelnicza 3 devices,
18-300 Zambrow
Poland
/04 BALTON Sp. z0.0. Activity: Production of components
ul. Topolowa 23 and packaging materials for disposable medical
05-119 tajski devices and EO gas sterilization service
Poland according to EN 1SO 11135:2014 standard.
Report No.: 84949468-
eport No 9 8-50 P Produy
Effective date: 2021-05-12
Expiry date: 2024-05-26

Issue date: 2021-05-12 ey ] - e e
TUV Rheinland LGM

o
GmbH
TillystraRe 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197.
Page 5 of 5
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TUVRheinland

EB paZyméjimas
Pilna kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prictaisy, IT Priedas (i$skyrus (4) dalj)

Registracijos Nr.: HD 1023580-1

Gamintojas: BALTON 3p. z o.0.
UL ;\'ow}' Swiat 7/14
00-496 Varsuva
Lenkija

Produktat: - Analgetinés kontrolés rinkiniai
- Angiografijos priedu rinkiniai
- Aspiracijos kateteriai
- Balioniniai kateteriai
- Biliariniai protezai, kateteriai ir rinkiniai
- Kateteriai ir rinkiniai dializei
- Rinoskopinio deguonies tickimo kateteriai
- Centrinés venos slégio matavimo tinkiniai
- Jungtys
- Cistostomijos kateteriai ir rinkiniai
- Dilataciniai kateteriai ir plétikliai
- Drenazo kateteriai ir rinkiniai
- Drenos
- Embolektomijos ir trombektomijos kateteriai
- Embolizacijos kateteriai

Notifikuotoji istaiga $uo dokumentu pareiskia, kad sarase nurodyti produktai atitinka direktyvos 93/42/EEB 11
priedo, i$skyrus 4 dalj, reikalavimus. Aukédiau nurodytas gamintojas yra idieges ir taiko kokybés uztiktinimo sistema,
apibrézta aukiciau minétos direktyvos I Priedo 5 dalyje, kuri yra periodiskai priziarima. 11T klases produkty, jtraukey
1 § pazyméjima, pateikimui j rink reikalingas EB projektavimo — patikrinimo pazyméjimas pagal II Priedo 4 dal,.

Ataskaitos Nr.: 84949468-50)
[sigaliojimo data: 2021-05-12
Antspandar:
Galiojimo pabaigos data: 2024-05-26 TUV Rheinland LGA Products GmbF
/ parasas /
[sdavimo data: 2021-05-12 Daniel Swiatko

TUV Rheinland LGA Products GmbH
Tillysrtafe 2 * 90431 Niurnbergas * Vokietija

TUV Rheinland LG A Products GmbH yra notifikuotoji Istaiga pagal Direktyva 93/42/EEB dél medicinos prietaisuy,
kurios identifikavimo numeris 0197

Puslapis 1 i§ 5




EB paZyméjimas

Pilna kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prietaisy, IT Priedas (i$skyrus (4) dalj)

Registracijos Nr.:

Gamintojas:

Ataskaitos Nr.:

Isigaliojimo data:

Galiojimo pabaigos data:

Isdavimo data:

TUV Rheinland LG A Products GmbH yra notifi

2024-05-26

HD 1023580)-1

BALTON Sp. z o.0.
UL Nowy Swiat 7/14
00-496 Varsuva

Lenkija

Pletikliai

Maitinimo kateteriai

Plokstieji antibakteriniai filtrai
Kreipiamosios vielos
Ginekologiniai kateteriai ir rinkiniaj
Apvaisinimo kateteriai
Introdiuseriai

Rinkiniai stento jvedimui
Nefrostomijos kateteriai ir rinkiniai
Pediatriniai kateteriai

Punkecijos rinkiniai

Sukamieji Y tipo adapteriai su voztuvu ir be vostuvo
Skalpeliai

Kolektoriai su claupu ir ¢laupai
Svirkstai

Termodiliucijos rinkiniai
Trombolizés kateteriai ir rinkiniai
Gydomosios adatos

Slapimtakiy kateteriai

Urologiniai kateteriai

Kraujagysliu kompresiniai rurniketai
Kraujagysliy irigacijos kateteriai

84949468-50

2021-05-12

Auntipandas:

TOVRheinland

TUV Rheinland LGA Pre ducts GmbH

/ parasas /

2021-05-12 Daniel Swiatko

TUV Rheinland LG A Products GmbH
Tillysrtafe 2 * 90431 Niurnbergas * Vokietija

kurios identifikavimo numeris 0197,

kuotoji istaiga pagal Direktyva 93/42/EEB dél medicinos prietaisy,

Puslapis 2 i§ 5



EB pazyméjimas

TUVRheinland

Pilna kokybés uztikrinimo sistema
Direktyva 93 /42/EEB dél medicinos prietaisy, II Priedas (isskyrus (4) dalj)

Registracijos Nr.:

Gamintojas:

Ataskaitos Nr.:

Isigaliojimo data:

Galiojimo pabaigos data:

Isdavimo data:

HD 1023580-1

BALTON Sp. z 0.0,
UL Nowy Swiat 7/14
00-496 Varsuva
Lenkija

- Kraujagysliy dirzeliai

- Veny nepakankamumo gydymo rinkinia
- Infuziniai mikrokateteriai

- Laikantys kateteriai

Toliau 1$vardyty medicinos prietaisy atzvilgiu | pazyméjimo apimti jtraukd tik
gamybos aspektai, susije su steriliy salyey uztikrinimu ir palatkymu:

- Aspiratoriai

- Blokatoriai

- Buteliai, aspiracijos konteineriai

- Dilatacijos kateteriai seiliy latakui

- Endoskopiniai balioniniai 15pleciamieji kateteriai
- Kreipiamujy viely spaustukai

- Kreipiamuyjy viely jvedimo vamzdeliai

- Apvaisinimo kateterio universalis Luer-lock jungciuy dangteliai
- Gerkly anestezijos kateteriai

- Luer-lock dangteliai

- Mandrenai

- Stumikliai

- Redon kamstukai

84949468-50

2021-05-12

Antspandas:
2024-05-26 TUV Rheinland LGA Products GmbH
/ parasas /
2021-05-12 Daniel Swiatko

TUV Rheinland LG A Products GmbH
Tillysrtafe 2 * 90431 Niurnbergas * Vokietija

TUV Rheinland LG A Products GmbE yra notifikuotoji jstaiga pagal Direktyva 93/42/EEB dél medicinos prietaisy,
kurios identifikavimo numeris 0197.

Puslapis 3 i3 5




TUVRheinland

EB paZyméjimas

Pilna kokybés uztikrinimo sistema
Direktyva 93/42/EEB dél medicinos prictaisy, IT Priedas (i$skyrus (4) dalj)

Registracijos Nr.; HD 1023580-1

Gamintojas: BALTON Sp. z 0.0.
UL Nowy Swiat 7/14
00-496 Varsuva
Lenkija

- Radialinés arterijos kompresiniy turnikety rinkiniai
- Stentai seiliy latakams

- Siurbimo jungtys

- Universalios $akotuvy Luer-lock jungtys

Pakeicia EB pazyméjima, kurio registracijos Nr.: HD 60144654 0001

Ataskaitos Nt.: 84949468-50
[sigaliojimo data: 2021-05-12
Antspandas:
Galiojimo pabaigos data: 2024-05-26 TUV Rheinland LGA Products GmbH
/ parasas /
[sdavimo data: 2021-05-12 Daniel Swiatko

TUV Rheinland 1.G A Products GmbF
TillysrtaPe 2 » 90431 Niurnbergas ® Vokietija

TUV Rheinland LG A Products GmbH yra notifikuotoji jstaiga pagal Direktyva 93/42/EEB dél medicinos prietaisuy,
kurios identifikavimo numeris 0197.

Puslapis 4 i3 §




TUVHheinIaﬁd

EB paZyméjimas

Pilna kokybés uztikrinimo sisterma

Direktyva 93/42/EEB dél medicinos prietaisy, II Priedas (i$skyrus (4) dalj)
Registracijos Nr.: HD 1023580-1

Gamintojas: BAJ.TO!\E‘SP. z 0.0.
UL Nowy Swiat 7/14
00-496 Varsuva
Lenkija

[ sertifikavimo apimtj jeina toliau nurodytos gamybos vietos:
Nr. Vieta Gaminamy produkty grupés
/01 BALTON 8p. z 0.0. Veikla: Administravimas

ul. Nowy Swiat 7/14
00-496 Varsuva

Lenkija
/02 BALTON Sp. z 0.0. Veikla: Steriliy, vienkartiniy medicinos priemoniy, skirty dializei
ul. Modliriska 294 ir hemodializei, radiologijai, kardiologijai, urologijai,
03-152 Varsuva anesteziologijai, ginekologijai ir bendrajai chirurgijai,
Lenkija projektavimas ir vystymas, gamyba bei platinimas.
/03 BALTON Sp. z 0.0. Veikla: Vienkartiniy medicinos priemoniy gamyba.

ul. Strelnicza 3
18-300 Zambréw

Lenkija
/04 BALTON Sp. z 0.0. Veikla: Vienkartiniy medicinos priemoniy komponentu ir
ul. Topolowa 23 pakavimo medziagy gamyba ir sterilizavimo EO dujomis
05-119 Lajski paslaugos pagal EN [SO 11135:2014 standarta.
Lenkija
Ataskaitos Nr.: 34949468-50
Isigaliojimo data 2021-05-12
Antspandas:
Galiojimo pabaigos data: 2024-05-26 TUV Rheinland LGA Products GmbH
/ parasas /
Isdavimo data: 2021-05-12 Daniel Swiatko

TUV Rheinland LG A Products GmbH
TillysrtaPe 2 * 90431 Niurnbergas * Vokietija

TUV Rheinland LG A Products GmbH yra notifikuotoji jstaiga pagal Direktyva 93/42/EEB dél medicinos prietaisy,
kurios identifikavimo numeris 0197,

Puslapis 5 i§ 5
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