EC Certificate Production Quality Assurance System: Certificate ES13/88103

The management system of

BASTOS VIEGAS, SA

Avenida da Fabrica, 298,
4560-164 Guilhufe-Penafiel. Portugal

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions.

For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 08 August 2019 until 31 July 2023
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 22 June 2021

Issue 13. Certified since 21 February 2013

Certification is based on reports numbered ESIMAD 228876

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (011934 522917 f +44 (0)1934 522137 www.sgs.com

SGS CE 18 0811 M2
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EC Certificate Production Quality Assurance System: Certificate ES13/88103, continued

BASTOS VIEGAS, SA
Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions.

Issue 13

Detailed scope

Sterile, single use non-invasive non-woven dressings.

Sterile, single use orthopedic padding, elastic and tubular bandages.

Sterile, single use non-adherent wound dressings.

Sterile, single use absorbent pads, maternity pads and first aid dressings.

Sterile, single use non-invasive, gauze dressings, eye pads.

Sterile, single use non-invasive forceps, and umbilical cord clamps.

Sterile, single use tongue depressor.

Sterile, single use Ayre spatula.

Sterile, single use, eye shield,

Sterile, single use surgical drapes and draping sets.

Sterile, single use operating room towels, towel clamps, incise drapes, instrument
pouches, fluid pouches, tube holders, adhesive tape for operations and surgical
absorbent pads.

Sterile, single use protection blankets for patients in emergencies and baby blankets.
Sterile, single use disinfectant applicators.

Sterile, single use procedure sets.

Sterile single use plastic skin staple remover.

Sterile single use guidewire bowls

for preparation and temporary storage of guidewire while keeping it in place

and hydrated.

Material de penso de nao-tecido, ndc-invasivo, estéril e de uso tnico,

Ligaduras ortopédicas, elésticas e tubulares, estéreis e de uso iinico.

Material de penso néo-aderente estéril e de uso tnico.

Pensos absorventes, pensos de maternidade e compressas de primeiros socorros
estéreis e de uso tnico.

Material de penso de gaze nao-invasivo, pensos oftilmicos estéreis e de uso tnico.
Pingas nao-invasivas e clamp umbilical, estéreis e de uso tGnico.

Abaixa-linguas estéril e de uso tinico,

Espatula d'Ayre estéreis e de uso unico,

Protector ocular estéril e de uso Gnico.

Campos cirirgicos e sets de cobertura, estéreis e de uso Ginico.

Toalha de bloco operatério, clamp de campos, campos de incisdo, bolsas

de instrumentos, bolsas de recolha de fluidos, segura-tubos, adesivo para operagées
e almofada absorvente cirlirgica, estéreis e de uso linico.

Lengol de protecgao para pacientes em situagdo de emergéncia e lengol de bebé,
estéreis e de uso tnico.

Aplicadores para desinfecgdo estéreis e de uso tnico.

Sets de procedimento, estéreis e de uso tinico.

Removedor de agrafos plastico, estéril e de uso tinico.

Recipiente fio-guia estéril e de uso nico, destinado & preparagio

e armazenamento temporario do fio-guia, mantendo-o0 na sua posi¢ao e hidratado.

TThis d it s tssued by e Company subject to ks General Canditions of Page 2 of 2
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CE Sertifikatas Gamybos Kokybés Uztikrinimo Sistema: Sertifikatas ES13/88103

Valdymo sistema

BASTOS VIEGAS, SA

Avenida da Fabrica, 298,
4560-164 Guilhufe-Penafiel. Portugalija

Buvo patvirtinta ir sertifikuota kaip atitinkanti

Direktyva 93/42/EEC

apimanti medicinos prietaisus, Priedas V
Apibrézianti gamybos aspektus, kaip uZtikrinti ir palaikyti sterilias salygas.

reikalavimus Siems produktams

Registracijos taikymo sritis yra Sio sertifikato 2 lape.

Sertifikatas galioja nuo 2019 rugpjicio 8 dienos iki 2023 liepos 31 dienos
ir lieka galioti tinkamai audituojant

Resertifikacijos audito data: prie§ 2021 Birzelio 22 diena

[8davimas 13. Sertifikuota nuo 2013 vasario 21 dienos

Sertifikatas paremtas ES/MAD 28876 ataskaitomis

PasiraSytas
/parasas/

SGS United Kingdom Ltd, Notifikuota jstaiga 0120
Irekvizitai/

SGS CE 18 0811 M2

Puslapis 1 i§ 2



CE Sertifikatas Gamybos Kokybés Uztikrinimo Sistema: Sertifikatas ES13/88103, tesinys

BASTOS VIEGAS, SA

Direktyva 93/42/EEC

apimanti medicinos prietaisus, Priedas V
Apibrézianti gamybos aspektus, kaip uZtikrinti ir palaikyti sterilias salygas.

13 iSdavimas

Detali sritis

Steriliis, vienkartiniai neinvaziniai neaustiniai tvarsciai.

Sterilus, vienkartiniai ortopediniai, elastiniai ir tubuliariniai tvarsciai.

Sterilus, vienkartiniai nelipniis Zaizdy tvarsciai.

Steriliis, vienkartiniai absorbuojantys, motinystés, pirmosios pagalbos tvars¢iai.

Sterilas, vienkartiniai neinvaziniai marliniai tvarsc€iai, akiy tvarsciai.

Sterilios, vienkartinés neinvazinés Znyplés ir virkstelés spaustukai.

Sterili vienkartine Ayre mentelé.

Sterili, vienkartiné akies apsauga.

Sterilus, vienkartiniai chirurginiai apklotai ir apkloty rinkiniai.

Steriliis, vienkartiniai operacinés ranksluosciai, ju laikikliai, inciziné plévelé, instrumenty
maiSeliai, skys¢iy maiSeliai, vamzdeliy laikikliai, lipni juosta operacijos ir sugeriamieji
paklotai.

Sterilas, vienkartiniai dezinfekcijos aplikatoriai.

Sterilus, vienkartiniai procediiry rinkiniai.

Steriliis, vienkartiniai odos siuvimo aparato kabuciy iSémikliai.

Steriliis, vienkatiniai pravedimo vielos dubenéliai paruoSimui ir laikinam pravedimo vielos
laikymui iSlaikant ja sudrékinta.

Puslapis 2 i§ 2



JEC

infernationat

3EC International a.s., Hraniéna 18, 821 05 Bratislava, Slovak Republic
Notified body No. 2265

EU QUALITY MANAGEMENT SYSTEM CERTIFICATE
No. 2022-MDR/QS-027

CHIRANA T. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia
SRN No.: SK-MF-000003702

This EU Quality Management System Certificate issued in accordance with the Regulation (EU) 2017/745 of
the European Parliament and of the Council on medical devices as amended confirms, that quality
management system of medical device:

Non-active and Non-implantable Medical Devices:
Tubular Devices

Adapters, Connectors, Ramps, Stopcock, Caps
Arterio-Venous System Devices

(For detailed list refer to Annex 1)

Intended purpose: See Annex I
MD class lla

meets the requirements on quality management system according to the Chapter | Annex IX of the
Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices as
amended. / .

Conditions for or limitations to the validity of the certificate: N/A
Validity of the certificate is conditional upon positive results of regular surveillance audits.

Notified body No. 2265 has performed assessment of the quality management system of the abovementioned
medical device and found that it meets the requirements stated above. The outcome of the assessment of the
quality management system of the abovementioned medical device is stated in the MD Technical
Documentation Assessment Report No. MDR077_2022 from 21.09.2022, MD Clinical Evaluation Report No.
MDRO077_2022 from 21.09.2022 and MD Audit Report No. SK-0655/22 from 21.09.2022. Information on all
examinations and tests performed is stated in the abovementioned reports and is available on request.

This EU Quality Management System Certificate applies only to the quality management system of the
abovementioned medical device. The certificate validity is conditional upon fulfiment of relevant legal
requirements by the manufacturer.
omted by
" %

Valid from: 30.09.2022 - 3EC .

Valid until: 30.09.2027 intecnntionng

First issue: 30.09.2022 2

Revision: 00 gl 3EC International a.s.

History: Annex llI Katarina Tomin SrdoSova, PhD.
Director of NB2265
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InternrAtionat

ANNEX | TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2022-MDR/QS-027 ;’

issued for the company

CHIRANA T. Injecta, a.s.

Nam. Dr. A. Schweitzera 1_94r 916 01 Stara Tura, Slovakia

List of medical devices covered by the EU Quality Management System Certificate:
Tubular Devices

CHIRAPLUS G CHG301
CHIRAPLUS G CHG317
CHIRAPLUS G CHG318
CHIRAPLUS G 7 / CHG331
CHIRAPLUS G with needle CHG319
AL CHIRAPLUS G with metal spike CHG316
G CHIRAPLUS G DEHP free CHG501
CHIRAPLUS G DEHP free - CHG518
CHIRAPLUS G DEHP free CHG531
CHIRAPLUS G DEHP free _ CHGS01
CHIRAPLUS G DEHP free, PVC fre CHG731
CHIRAPLUS P 7 CHP306
CHIRAPLUS P ) / | CHP318
CHIRAPLUS P . CHP336
| CHIRAPLUS P - CHP339_170
: | CHIRAPLUS P CHP339_185
Infusion Set for | cRAPLUS | cHIRAPLUS P ) CHP339_190
Single Use p CHIRAPLUS P DEHP free CHP506
CHIRAPLUS P DEHP free CHP536
CHIRAPLUS P DEHP free CHP538
CHIRAPLUS P DEHP free CHP576
CHIRAPLUS P SAFETY CHP338
CHIRAPLUS P SAFETY 7 | CHP337

Infusion Set for
Single Use

Versions:
- with solution filter
- with or without air ventil
- with or without flow regulator
with or without needle
drip chamber transparent or colour photo-sensitive
Luer / Luer-Lock with cap
with or without flashball
with or without check valve
with auto air stop and priming filter
; micro drip / burette
" with or without DEHP

Page 1 of 8
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JEC

international

ANNEX | TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2022-MDR/QS-027

issued for the company

CHIRANA T. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tur4, Slovakia

List of medical devices covered by the EU Quality Management System Certificate:

Tubular Devices

Product Trade Name ~ Models REF code

CHIRAHEM CHT314
CHIRAHEM . CHT315
CHIRAHEM / 77 . CHT320
CHIRAHEM _ CHT323
CHIRAHEM with needle - . | CHT321
CHIRAHEM with metal spike / CHT322

Transfusion Set CHIRAHEM

for Single Use CHIRAHEM DEHP Free 7 CHT514

' CHIRAHEM DEHP Free : ; / CHT515
CHIRAHEM DEHP Free ; ’ CHT516
CHIRAHEM DEHP Free CHT517
CHIRAHEM DEHP Free CHT518

Versions:
~  with blood filter
- with and without air ventil
- with or without flow regulator
~ with or without needle
Luer / Luer-Lock with cap
with or without flashball
with or without DEHP

Tubular Devices

Product Trade Nime  Models REF code

Extension Line for : CHL318045
Single Use CHIRAL I - CHL318180

Page 2 of 8
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Director of NB2265
In Bratislava, Slovakia, 30.09.2022
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international

ANNEX 1 TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2022-MDR/QS-027

issued for the company

CHIRANAT. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia

List of medical devices covered by the EU Quality Management System Certificate:
Adapters, Connectors, Ramps, Stopcock, Caps

Product Trade Name Models REF code

14G CHFX20014
16G CHFX20016
17G CHFX20017
18G _ 7 _ CHFX20018
206G _ - . CHFX20020
226G CHFX20022
24G i CHFX20024
26G CHFX20026

Mandrin for Single | CHIRAFLEX
Use

Adapters, Connectors, Ramps, Stopcock, Caps

Product Trade Name / Models REF code

Three Way Stop
Cock for Single CHIRAWAY
Use

Standard _ CHWOO1
Lipid resistant . CHWO002

Adapters, Connectors, Ramps, Stopcock, Caps

Product Trade Name - REF code

‘Stopper Luer-Lock : CHLLO1

Stopper for Single Combistopper red - CHCSO01
Use SHIRAP AU Combistopper blue _ CHCS02

Combistopper white CHCS03

Adapters, Connectors, Ramps, Stopcock, Caps

Product Trade Name Models REF code

Needle free injection port CHINFO1
Injection port CHIPO1

Port for Single Use | CHIRAPLUS

Page 3 of 8
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3ELC

internrtional

ANNEX | TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2022-MDR/QS-027

issued for the company

CHIRANA T. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia

List of medical devices covered by the EU Quality Management System Certificate:
Arterio-Venous System Devices '

Product

Trade Name

Models

REF code

LV. Cannula for
Single Use

CHIRAFLEX /
CHIRAFLEX
SAFETY

14G with port, snap fit cap & suturable wings

14G with port, snap fit cap & suturable wings

16G with port, snap fit cap & suturable wings

17G with port, snap fit cap & suturable wings

18G with port, snap fit cap & suturable wings

18G with port, snap fit cap & suturable wings

18G with port, snap fit cap & suturable wings

20G with port, snap fit cap & suturable wings

20G with port, snap fit cap & suturable wings

20G with port, snap fit cap & suturable wings

22G with port, snap fit cap & suturable wings

24G with port, snap fit cap & suturable wings

266 with port, snap fit cap & suturable wings

14G without port & with wings (without injection port)
16G without port & with wings (without injection port)
17G without port & with wings (wit_.hout injection port)
18G without port & with wings (without injection port)
20G without port & with wings (without injection port)
20G without port & with wings (without injection port)
22G without port & with wings (without injection port)
24G without port & with wings (without injection port)
26G without port & with wings (without injection port)
14G without injection port & without wings

16G without injection port & without wings

CHFX0101445
CHFX0101450
CHFX0101645
CHFX0101745
CHFX0101832
CHFX0101840
CHFX0101845
CHFX0102030
CHFX0102032
CHFX0102033
CHFX0102225
CHFX0102419
CHFX0102619
CHFX0201445
CHFX0201645
CHEX0201745
CHFX0201845
CHFX0202032
CHFX0202033
CHFX0202225
CHFX0202419
CHFX0202619
CHFX0301445
CHFX0301645
CHFX0301745

17G without injection port & without wings

Page 4 of 8
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3EC

tnternrtional

ANNEX | TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2022-MDR/QS-027

issued for the company

CHIRANA T. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia

List of medical devices covered by the EU Quality Management System Certificate:
Arterio-Venous System Devices
Product

Trade Name Models REF code

18G without injection port & without wings CHFX0301832
18G without injection port & without wings CHFX0301845
20G without injection port & without wings CHFX0302032
226 without injection port & without wings CHFX0302225
24G without injection port & without wings CHFX0302419
26G without injection port & without wings CHFX0302619
14G safety - with port, snap fit cap & suturable wings CHFXS0101445
16G safety - with port, snap fit cap & suturable wings CHFXS0101645
17G safety - with port, snap fit cap & suturable wings CHFXS0101745
18G safety - with port, snap fit cap & suturable wings CHFXS0101832
18G safety - with port, snap fit cap & suturable wings CHFXS0101845
IV. Cannula for | CHIRAFLEX/ | 20G safety - with port, snap fit cap & suturable wings CHFXS0102032
Single Use CHIRAFLEX 20G safety - with port, snap fit cap & suturable wings CHFXSD1020_33
SAFETY 22G safety - with port, snap fit cap & suturable wings CHFXS0102225
24G safety - with port, snap fit cap & suturable wings CHFXS0102419
26G safety - with port, snap fit cap & suturable wings CHFXS50102619
14G safety - without port & with wings (without injection port) | CHFXS0201445
168G safety - without port & with wings (without injection port) | CHFXS0201645
17G safety - without port & with wings (without injection port) | CHFXS0201745
18G safety - without port & with wings (without injection port) | CHFXS0201832
18G safety - without port & with wings (without injection port) | CHFXS0201845
20G safety - without port & with wings (without injection port) | CHFXS0202032
22G safety - without port & with wings (without injection port) | CHFXS0202225
24G safety - without port & with wings (without injection port) | CHFXS0202419
26G safety - without port & with wings (without injection port) | CHFXS0202619

Page 5 of 8
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JEC

internrtional

ANNEX | TO EU QUALITY MANAGEMENT SYSTEM .
CERTIFICATE No. 2022-MDR/QS-027 '

issued for the company

CHIRANA T. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia

List of medical devices covered by the EU Quality Management System Certificate:

Arterio-Venous System Devices

Product Trade Name Models REF code

14G safety - without injection port & without wings CHFXS0301445
16G safety - without injection port & without wings CHFXS0301645
| 176G safety - without injection port & without wings ' CHFXS0301745
CHIRAFLEX / | 18G safety - without injection port & without wings CHFXS0301832
CHIRAFLEX | 18G safety - without injection port & without wings 'CHFXS0301845
SAFETY 20G safety - without injection port & without wings CHFXS0302032
226 safety - without injection port & without wings CHFXS0302225
24G safety - without injection port & without wings CHFXS0302419
26G safety - without injection port & without wings CHFXS0302619

I.V. Cannula for
Single Use

Versions:
- with port, snap fit cap & suturable wings
- without injection port & with wings
- without injection port & without wings
- safety versions

Sizes: 14G, 16G, 17G, 18G, 20G, 22G, 24G, 26G

Page 6 of 8

0\'\{'190' bO
b %

- 3EC .

intxrnutlun:l

atarina Tomin Srdo$ova, PhD.
Director of NB2265

In Bratislava, Slovakia, 30.09.2022
Valid until 30.09.2027

ETlalared canin KASICO, a. 5. Bratislava, 190-141-21 - -



3EC

internAational

ANNEX |1 TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2022-MDR/QS-027

issued for the company

CHIRANAT. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia

Intended purpose of medical devices covered by the EU Quality Management System
Certificate:

Infusion Set for Single Use: CHIRAPLUS G / CHIRAPLUS P - administration liquids and drugs into the
circulation system by using of intravenous catheters and cannulas

Transfusion Set for Single Use: CHIRAHEM - administration blood into the circulation system by using of
intravenous catheters and cannulas

Extension Line for Single Use: CHIRALINE - connection and extension infusion or transfusion sets for
administration liquids or blood into the circulation system by using of intravenous catheter and cannula

Mandrin for Single Use: CHIRAFLEX - long term closure of the intravascular catheters

Three Way Stop Cock for Single Use: CHIRAWAY - administration of fluids and drugs into the human
circulating system — to provide access into the peripheral vascu[ar systems through |.V. Cannula for
administration of two fluids or drugs at the same time

Stopper for Single Use: CHIRAPLUS - closure of Luer Lock connectors

Port for Single Use: CHIRAPLUS - connechon of medical devices, additional input into the system by the
drug administration

L.V. Cannula for Single Use: CHIRAFLEX / CHIRAFLEX SAFETY - access into the peripheral vascular
system for administration of fluids and drugs and for withdrawal of blood at patient

Page 7 of 8
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JEC

internAtional

ANNEX 1l TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2022-MDR/QS-027

issued for the company

CHIRANA T. Injecta, a.s.

Nam. Dr. A. Schweitzera 194, 916 01 Stara Tura, Slovakia

Certificate history:

it Date of Application for Conformity

Boyvision ?2;:'2?:‘_? issue _ Assessment of MD number

Description

Initially granted
MDR105_2022, MDR106_2022, certification,

_ »» | MDR107_2022, MDR108_2022, | sampling of technical
2022-MDRIQS027 | 30.09.2022 | \pR110 2022, MDR111.2022, | documentation
MDR114_2022, MDR115_2022 | according to art, 52
| . (6) MDR.
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ZERTIFIKAT & CERTIFICATE ¢

A

=7] =
BIOVAL

w W,  Benannt durch/Desigrated by
Zentralstelle der Lander

W
w * "
L4 ! fur Gesundheitsschutz 2
=== X bei Arzneimitteln und =
% % :

X Medizinprodukten
Rk % ZLG-BS-244.10.08

Product Service

EC Certificate

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

No. G1 073403 0025 Rev. 03

Manufacturer: Henan Tuoren Medical Device Co., Ltd.
Weiyuan Industrial Zone
Menggang, Changyuan County
453400 Henan
PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Endotracheal Tube, Tracheotomy Tube, Endobronchial
Tube, Infusion Pump, 1.V. Cannula, Reinforced
Endotracheal Tube, Laryngeal Mask Airway, Foley
Catheter Kit, Suction Catheter, Breathing Circuit,
Oxygen Mask, Anesthesia Mask, Guedel Airway,
Endotracheal Intubation Kit, Nasal Oxygen Tube, Heat
and Moisture Exchanger, Suction Handle, Manual
Resuscitator, LOR Indicator Syringe, Disposable
Pressure Transducer.

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 Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class lll devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf,

Report No.: BJ1973704
Valid from: 2019-11-21
Valid until: 2024-05-26

Date, 2019-11-21 C
'@’L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH -« Certification Body - Ridlerstraiie 65 » 80339 Munich - Germany
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***** Benannt durch/Designated by
Zentralstelle der Lander

*

e g fiir Gesungheitsschutz
* Ez—f—_g * bel Arzneimitteln und
* * Medizinprodukten

***** 21.G-BS-244.10.08

EC Certificate

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

No. G1 073403 0025 Rev. 03

www.zlg.de

Product Service

Facility(ies): Henan Tuoren Medical Device Co., Ltd.
Y( ) Weiyuan Industrial Zone, Menggang, Changyuan County, 453400
Henan, PEOPLE'S REPUBLIC OF CHINA

Henan Tuoren Medical Device Co., Ltd.
Middle of Weft 7 Road, Nanpu District, 453400 Changyuan
County, Henan, PEOPLE'S REPUBLIC OF CHINA

Henan Tuoren Medical Device Co., Lid.

Mancun Industrial Zone, Changyuan County, 453400 Henan,
PEOPLE'S REPUBLIC OF CHINA

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

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




CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEC (MDD), Il priedas, iSskyrus (4)
(Jrenginiai klaséje lla, llb arba Ill)

Nr. G1 073403 0025 Rev. 03

Gamintojas: Henan Tuoren Medical Devices Co., Ltd.
Weiyuan industrné zona
Menggang, Changyuan County

453400 Henan,
Kinijos Liaudies Respublika

Produkto kategorijos: Endotrachéjniai vamzdeliai, Tracheostominiai vamzdeliai,
Endobronchiniai vamzdeliai, Infuzinés pompos, 1.V. Kaniulés, Sustiprinti endrotrechéjiniai
vamzdeliai, Gerkly kauké kvépavimo takams, Foley kateteriy rinkiniai, Atsiurbimo
kateteriai, Kvépavimo kontiras, Deguonies kauké, Anesteziné kauké, Guedel Airway,
Endotrachéjinis intubacinis rinkinys, Nosies deguonies vamzdelis, Silumos ir drégmés
keitiklis, Atsiurbimo rankenélé, Rankinis gaivinimo aparatas, LOR indikatoriaus Svirkstas,

Vienkartinis slegio keitiklis.

Pranesimo numeris: BJ1973704

Galioja nuo: 2019-11-21
Galioja iki: 2024-05-26

Data, 2019-11-21
Parasas//
Christoph Dicks
Sertifikavimo / Notifikuotosios jstaigos vadovas



CE SERTIFIKATAS

Pilna kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEC (MDD), Il priedas, iSskyrus (4)
(Jrenginiai klaséje lla, llb arba IIl)

Nr. G1 073403 0025 Rev. 03

Paslaugos: Henan Tuoren Medical Devices Co., Ltd.
Weiyuan Industiné zona, Menggang, Changyuan County, 453400

Henan, Kinijos Liaudies Respublika

Henan Tuoren Medical Devices Co., Ltd.
Middle of Weft 7 Road, Nanou District, 453400 Changyuan

County, Henan, Kinijos Liaudies Respublika

Henan Tuoren Medical Devices Co., Ltd.
Mancun Industriné Zona, Changyuan County, 453400, Henan,

Kinijos Liaudies Respublika



ECCERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

M.2021.106.14392-1 Design Examination Certificate Was Prepared for Class Il Products Defined in This Cerfificate.

Company Name : Klas Medikal Cihazlar Sanayi MUmessillik Ic ve Dis Tic. Ltd. Sti.

Company Address : Ramazanodlu Mah. Mahsus Sk. Klas Medikal Blok No:1 Ic Kapi No:1
Pendik ISTANBUL / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

: Anfimicrobial Drape - Class I, Sterile

Product Brand/Model/Type

GMDN : 47783

This certificate has been issued based on Ministry of Health's E-61749811-511.14-378880 numbered scientific
opinion faken on 23.03.2021 according to 93/42/EEC Annex | Art .7.4

Product Types are attached.
Certificate Number 1 M.2021.106.14392
Report Number 1 MD.3466.1B
Initial Assessment Date :10.10.2019 ; ."é;?ga.'
Registration Date : 26.03.2021 Auditing Training Cantre Industry
Revision Date /No - and Trade Inc. Co.
Expiry Date :27.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive 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 audits, defined by Annex Il, section 5 of the foremenfioned directive. According _P-
to Annex Il, section 4 an EC design- examinafion cerfificate is required for placing the Class lil devices on the market. /:6

UDEM:'s responsibility for class | devices covered by the EC sertfificate is imited to manufacturing issues related fo
safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related to product's
conformity with metrological requirements, if it has measurement function. This certificate remains as the property of
UDEM International Cerfification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returnedupon l ' D E M

\ p

request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration

of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must nofify all changes relatedwith the approved product

to UDEM. If UDEM will not renew the expiry date of this certificate in question, themenfioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76

E-mail: info@udemltd.com.tr www.udem.com.ir




This document containing 1 (one) pages is the Annex of the Certificate with the number

Yt
-f"é M.2021.106.14392 and with the registration date of 26.03.2021 issued for “Klas Medikal
___‘/L:_ Cihazlar Sanayi Miimessillik i¢ ve Dig Tic. Ltd. $ti.” by UDEM Uluslararasi Belgelendirme
UDEM  Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID
No: 2292 according to 93/42/EEC Medical Devices Directive
Ref. No | Description GMDN | Ref. No | Description GMDN
IDO510 | Antimicrobial Drape 5x10 cm 47783 | ID4530 | Antimicrobial Drape 45x30 cm 47783
ID0607 | Antimicrobial Drape 6x7 cm 47783 |1D4535 | Antimicrobial Drape 45x35 cm 47783
ID1012 | Antimicrobial Drape 10x12 cm 47783 ||D4540 | Antimicrobial Drape 45x40 cm 47783
ID1020 | Antimicrobial Drape 10x20 cm 47783 | 1D4545 | Antimicrobial Drape 45x45 cm 47783
ID1030 | Antimicrobial Drape 10x30 cm 47783 |1D4548 | Antimicrobial Drape 45x48 cm 47783
ID1050 | Antimicrobial Drape 10x50 cm 47783 | |D4555 | Antimicrobial Drape 45x55 cm 47783
ID1060 | Antimicrobial Drape 10x60 cm 47783 ||D4560 | Antimicrobial Drape 45x60 cm 47783
ID1520 | Antimicrobial Drape 15x20 cm 47783 | |D4565 | Antimicrobial Drape 45x65 cm 47783
ID1528 | Antimicrobial Drape 15x28 cm 47783 |1D4590 | Antimicrobial Drape 45x90 cm 47783
ID1530 | Antimicrobial Drape 15x30 cm 47783 |ID5045 | Antimicrobial Drape 50x45 cm 47783
ID1620 | Antimicrobial Drape 16x20 cm 47783 | |ID5060 | Antimicrobial Drape 50x60 cm 47783
ID2010 | Antimicrobial Drape 20x10 cm 47783 |ID5580 | Antimicrobial Drape 55x80 cm 47783
ID2020 | Antimicrobial Drape 20x20 cm 47783 | ID5640 | Antimicrobial Drape 56x40 cm 47783
ID2030 | Antimicrobial Drape 20x30 cm 47783 | ID5645 | Antimicrobial Drape 56x45 cm 47783
ID2040 | Antimicrobial Drape 20x40 cm 47783 | ID5660 | Antimicrobial Drape 56x60 cm 47783
ID2525 | Antimicrobial Drape 25x25 cm 47783 |1D5680 | Antimicrobial Drape 56x80 cm 47783
ID2815 | Antimicrobial Drape 28x15 cm 47783 | ID5685 | Antimicrobial Drape 56x85 cm 47783
1D2830 | Antimicrobial Drape 28x30 cm 47783 ||D5690 | Antimicrobial Drape 56x90 cm 47783
ID2840 | Antimicrobial Drape 28x40 cm 47783 ||D5766 | Antimicrobial Drape 57x66 cm 47783
ID2845 | Antimicrobial Drape 28x45 cm 47783 |I1D6030 | Antimicrobial Drape 60x30 cm 47783
ID3020 | Antimicrobial Drape 30x20 cm 47783 | ID6035 | Antimicrobial Drape 60x35 cm 47783
ID3027 | Antimicrobial Drape 30x27 cm 47783 | 1D6040 | Antimicrobial Drape 60x40 cm 47783
ID3030 | Antimicrobial Drape 30x30 cm 47783 |1D6045 | Antimicrobial Drape 60x45 cm 47783
ID3035 | Antimicrobial Drape 30x35 cm 47783 | 1D6050 | Antimicrobial Drape 60x50 cm 47783
ID3040 | Antimicrobial Drape 30x40 cm 47783 ||D6055 | Antimicrobial Drape 60x55 cm 47783
ID3045 | Antimicrobial Drape 30x45 cm 47783 | ID6060 | Antimicrobial Drape 60x60 cm 47783
ID3050 | Antimicrobial Drape 30x50 cm 47783 | ID6070 | Antimicrobial Drape 60x70 cm 47783
ID3060 | Antimicrobial Drape 30x60 cm 47783 |ID6080 | Antimicrobial Drape 60x80 cm 47783
ID3535 | Antimicrobial Drape 35x35 cm 47783 | ID6085 | Antimicrobial Drape 60x85 cm 47783
ID3540 | Antimicrobial Drape 35x40 cm 47783 | |D6090 | Antimicrobial Drape 60x90 cm 47783
ID3545 | Antimicrobial Drape 35x45 cm 47783 | 1D6640 | Antimicrobial Drape 66x40 cm 47783
ID3550 | Antimicrobial Drape 35x50 cm 47783 | 1D6645 | Antimicrobial Drape 66x45 cm 47783
ID3560 | Antimicrobial Drape 35x60 cm 47783 | ID6650 | Antimicrobial Drape 66x50 cm 47783
ID4030 | Antimicrobial Drape 40x30 cm 47783 |ID6660 | Antimicrobial Drape 66x60 cm 47783
ID4035 | Antimicrobial Drape 40x35 cm 47783 |ID6685 | Antimicrobial Drape 66x85 cm 47783
ID4040 | Antimicrobial Drape 40x40 cm 47783 |ID6690 | Antimicrobial Drape 66x90 cm 47783
ID4042 | Antimicrobial Drape 40x42 cm 47783 | ID9045 | Antimicrobial Drape 90x45 cm 47783
ID4045 | Antimicrobial Drape 40x45 cm 47783 |1D9050 | Antimicrobial Drape 90x50 cm 47783
ID4060 | Antimicrobial Drape 40x60 cm 47783 | ID9060 | Antimicrobial Drape 90x60 cm 47783
ID4528 | Antimicrobial Drape 45x28 cm 47783

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S

Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkéy — Cankaya — ANKARA
T:03124430390 F:03124430376 info@udemltd.com.tr

www.udem.com.tr

Sayfal/1l

and Trade Inc. Co.




/logotipas/
EC SERTIFIKATAS
Pilna Kokybés UZztikrinimo Sistema
Medicinos Priemoniy Direktyva 93/42/EEC Priedas I
(ISskyrus 4 skirsn;j)
M.2021.106.14392-1 Dizaino Tyrimo sertifikatas paruostas Il Klasés produktams apibréztiems Siame sertifikate
Jmonés pavadinimas : Klas Medikal Cihazlar Sanayi Miimessillik i¢ Ve Dis Tic. Ltd. Sti
Jmonés adresas : Ramazanoglu Mah. Mahsus Sk. Klas Medikal Blok No:1 Ic Kapi No:1
Pendik / STAMBULAS / TURKIJA

Susijusios Direktyvos ir Priedai :93/42/EEC Medicinos Priemoniy Direktyva — Priedas Il (iSskyrus 4 skirsnj)

Produktai : antimikrobiné plévelé — Il klasé, sterilu
Produkto prekinis Zenklas :HITEC
GMDN 147783

Sis sertifikatas isduotas pagal Sveikatos Ministerijos E-61749811-511 numeruotg moksline nuomoniy, i$reikitg 2021-
03-23 pagal 93/42/EEC | Priedo 7.4 str.

Produkty tipai priede

Sertifikato Numeris :M2021.106.14392

Ataskaitos Numeris :MD.3466.I1B /antspaudas/

Pradinio vertinimo data :2019-10-10 /parasas/

Registracijos data :2021-03-26 UDEM International Certification
PerZiGros data/Nr. - Auditing Training Centre Industry

Galiojimo data :2024-05-27 and Trade Inc. Cp.



Sis 1 puslapio dokumentas yra Sertifikato M.2021.106.14392, registruoto 2021-03-26, I3duoto Klas Medikal
Cihazlar Sanayi Miimessillik i¢ Ve Dis Tic. Ltd. Sti Notifikuotos jstaigos paslaugas teikian¢ios jmonés UDEM
su Nr:2292 pagal 93/42/EEC Medicinos Priemoniy Direktyva

Ref. Nr. ApraSymas GMDN | Ref. Nr. AprasSymas GMDN
ID0510 Antimikrobiné plévelé 5x10 cm 47783 ID4530 Antimikrobiné plévelé 45x30 cm 47783
ID0607 Antimikrobiné plévelé 6x7 cm 47783 ID4535 Antimikrobiné plévelé 45x35 cm 47783
ID1012 Antimikrobiné plévelé 10x12 cm 47783 ID4540 Antimikrobiné plévelé 45x40 cm 47783
ID1020 Antimikrobiné plévelé 10x20 cm 47783 ID4545 Antimikrobiné plévelé 45x45 cm 47783
ID1030 Antimikrobiné plévelé 10x30 cm 47783 ID4548 Antimikrobiné plévelé 45x48 cm 47783
ID1050 Antimikrobiné plévelé 10x50 cm 47783 ID4555 Antimikrobiné plévelé 45x55 cm 47783
ID1060 Antimikrobiné plévelé 10x60 cm 47783 ID4560 Antimikrobiné plévelé 45x60 cm 47783
ID1520 Antimikrobiné plévelé 15x20 cm 47783 ID4565 Antimikrobiné plévelé 45x65 cm 47783
ID1528 Antimikrobiné plévelé 15x28 cm 47783 ID4590 Antimikrobiné plévelé 45x90 cm 47783
ID1530 Antimikrobiné plévelé 15x30 cm 47783 ID5045 Antimikrobiné plévelé 50x45 cm 47783
ID1620 Antimikrobiné plévelé 16x20 cm 47783 ID5060 Antimikrobiné plévelé 50x60 cm 47783
ID2010 Antimikrobiné plévelé 20x10 cm 47783 ID5580 Antimikrobiné plévelé 50x80 cm 47783
ID2020 Antimikrobiné plévelé 20x20 cm 47783 ID5640 Antimikrobiné plévelé 56x40 cm 47783
ID2030 Antimikrobiné plévelé 20x30 cm 47783 ID5645 Antimikrobiné plévelé 56x45 cm 47783
ID2040 Antimikrobiné plévelé 20x40 cm 47783 ID5660 Antimikrobiné plévelé 56x60 cm 47783
ID2525 Antimikrobiné plévelé 25x25 cm 47783 ID5680 Antimikrobiné plévelé 56x80 cm 47783
ID2815 Antimikrobiné plévelé 28x15 cm 47783 ID5685 Antimikrobiné plévelé 56x85 cm 47783
ID2830 Antimikrobiné plévelé 28x30 cm 47783 ID5690 Antimikrobiné plévelé 56x90 cm 47783
ID2840 Antimikrobiné plévelé 28x40 cm 47783 ID5766 Antimikrobiné plévelé 57x66 cm 47783
ID2845 Antimikrobiné plévelé 28x45 cm 47783 ID6030 Antimikrobiné plévelé 60x30 cm 47783
ID3020 Antimikrobiné plévelé 30x20 cm 47783 ID6035 Antimikrobiné plévelé 60x35 cm 47783
ID3027 Antimikrobiné plévelé 30x27 cm 47783 ID6040 Antimikrobiné plévelé 60x40 cm 47783
ID3030 Antimikrobiné plévelé 30x30 cm 47783 ID6045 Antimikrobiné plévelé 60x45 cm 47783
ID3035 Antimikrobiné plévelé 30x35 cm 47783 ID6050 Antimikrobiné plévelé 60x50 cm 47783
ID3040 Antimikrobiné plévelé 30x40 cm 47783 ID6055 Antimikrobiné plévelé 60x55 cm 47783
ID3045 Antimikrobiné plévelé 30x45 cm 47783 ID6060 Antimikrobiné plévelé 60x60 cm 47783
ID3050 Antimikrobiné plévelé 30x50 cm 47783 ID6070 Antimikrobiné plévelé 60x70 cm 47783
ID3060 Antimikrobiné plévelé 30x60 cm 47783 ID6080 Antimikrobiné plévelé 60x80 cm 47783
ID3535 Antimikrobiné plévelé 35x35 cm 47783 ID6085 Antimikrobiné plévelé 60x85 cm 47783
ID3540 Antimikrobiné plévelé 35x40 cm 47783 ID6090 Antimikrobiné plévelé 60x90 cm 47783
ID3545 Antimikrobiné plévelé 35x45 cm 47783 ID6640 Antimikrobiné plévelé 66x40 cm 47783
ID3550 Antimikrobiné plévelé 35x50 cm 47783 ID6645 Antimikrobiné plévelé 66x45 cm 47783
ID3560 Antimikrobiné plévelé 35x60 cm 47783 ID6650 Antimikrobiné plévelé 66x50 cm 47783
ID4030 Antimikrobiné plévelé 40x30 cm 47783 ID6660 Antimikrobiné plévelé 66x60 cm 47783
ID4035 Antimikrobiné plévelé 40x35 cm 47783 ID6685 Antimikrobiné plévelé 66x85 cm 47783
ID4040 Antimikrobiné plévelé 40x40 cm 47783 ID6690 Antimikrobiné plévelé 66x90 cm 47783
ID4042 Antimikrobiné plévelé 40x42 cm 47783 1D9045 Antimikrobiné plévelé 90x45 cm 47783
ID4045 Antimikrobiné plévelé 40x45 cm 47783 ID9050 Antimikrobiné plévelé 90x50 cm 47783
ID4060 Antimikrobiné plévelé 40x60 cm 47783 ID9060 Antimikrobiné plévelé 90x60 cm 47783
ID4528 Antimikrobiné plévelé 45x28 cm 47783

/antspaudas/

/parasas/

UDEM International Certification

Auditing Training Centre Industry

and Trade Inc. Cp.
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ZERTIFIKAT & CERTIFICATE

AW KK <  Benannt durch/Designated by

Y S A—,f,‘; Zentralstelle der Lénder S
- W ,  fiir Gesundheitsschutz 2
R === ,‘ bei Arzneimitteln und z
w, ® Medizinprodukten 2
w w N

W % W ZLG-BS-244.10.08

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 090237 0017 Rev. 00

Manufacturer NOBAMED Paul Danz AG
Héltkenstr. 1-5
58300 Wetter (Ruhr)
GERMANY

Facility(ies): NOBAMED Paul Danz AG

Holtkenstr. 1-5, 58300 Wetter (Ruhr), GERMANY

Product Swabs, Balls, Wound Dressings, Padding

Category(ies): Dressings and Bandages, Gloves, OR-Clothes,
Drapes, Bandages, Plasters, Umbilical Cord Clamp,
Tongue Depressors, Customized Procedure Trays

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. See also notes overleaf.

Report No.: 713148089+713155325
Valid from: 2020-02-26

Valid until: 2024-05-26

Date, 2020-02-26

c@lL\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body + Ridlerstrae 65 « 80339 Munich « Germany



EC SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC, Priedas V
(I klasés priemonés yra laikomos steriliose salygose ar steriliose pakuotése)

Nr. G2S 090237 0017 Rev. 00

Gamintojas: NOBAMED Paul Danz AG
Holtken g. 1-5
58300 Wetter (Ruhr)
VOKIETIJA

Adresas: NOBAMED Paul Danz AG

Holtken g. 1-5, 58300 Wetter (Ruhr), VOKIETIJA

Produkto kategorija(os):  Tamponai, kamuoliukai, Zaizdy tvars¢iai, tvarstomoji medZiaga
ir tvarsciai, pir§tinés, operacinés drabuziai, apklotai, bintai,
pleistrai, umbilikaliniai spaustukai, lieZuvio prispaudéjai, pagal
uzsakymag gaminami rinkiniai

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiege kokybés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos V Prieda. Si kokybés uztikrinimo sistema apima
gamybos aspektus, susijusius su atitinkamy priemoniy / priemoniy kategorijy sterilumo savybiy
iSlaikymu ir atitinka Sios direktyvos salygas. Kokybés uztikrinimo sistema turi biiti periodiskai
perzitirima. Taip pat zr. kitame lape.

Protokolo Nr. 713148089+713155325
Galioja nuo: 2020-02-26

Galioja iki: 2024-05-26

Data, 2020-02-26 /paraSas/

Christoph Dicks
Sertifikavimo/Notifikuotos Istaigos vadovas

Puslapis 1 1§ 1

TUV SUD Product Service GmbH yra notifikuota jstaiga, identifikacijos Nr. 0123.
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ZERTIFIKAT & CERTIFICATE o =

AW w ﬁ'_h Benannt durch/Designated by
W, a

w"‘ Y¢  Zentralstelle der Lander
: EL A fir Gesundheitsschutz 2
X 1"‘ bei Arzneimittein und
L W Medizinprodukten 2
< 3

L S <o ™ . .
K S W ZLG-BS-244.10.08

Product Service

EC Certificate

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

No. G1 090237 0015 Rev. 01

Manufacturer: NOBAMED Paul Danz AG
Holtkenstr. 1-5
58300 Wetter (Ruhr)
GERMANY

Facility(ies): NOBAMED Paul Danz AG

Héltkenstr. 1-5, 58300 Wetter (Ruhr), GERMANY

Product Category(ies): Gauze Dressings, Gauze Balls, Surgical Cloths,
Covers, Surgical Gloves, Customized Surgical
Procedure-Sets, Wound Dressings, Ropes

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 Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713148089+713155324
Valid from: 2020-02-26

Valid until: 2024-05-26

Date, 2020-02-26

C@I‘-\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body + Ridlerstrae 65 + 80339 Munich « Germany TV




EC SERTIFIKATAS

Gamybos kokybés uztikrinimo sistema
Medicinos prietaisy direktyva 93/42/EEC (MDD), Priedas 11, iSskyrus (4)
(Ila, ITb ar III klasés priemonés)

Nr. G1 090237 0015 Rev. 01

Gamintojas:

Adresas:

Produkto kategorija(os):

NOBAMED Paul Danz AG
Holtken g. 1-5

58300 Wetter (Ruhr)
VOKIETHA

NOBAMED Paul Danz AG
Holtken g. 1-5, 58300 Wetter (Ruhr), VOKIETIJA

Marliniai tvarsciai, marliniai tamponéliai, chirurginés medziagos,
apdangalai, chirurginés pirstinés, pagal uzsakymg gaminami

.....

Sertifikavimo jstaiga TUV SUD Product Service GmbH patvirtina, kad paminétasis gamintojas
idiegeé kokybés uztikrinimo sistemg atitinkamy prietaisy/prietaisy kategorijy gamybai ir galutiniam
patikrinimui pagal medicinos prietaisy direktyvos II Prieda. Si kokybés uztikrinimo sistema apima
gamybos aspektus, susijusius su atitinkamy priemoniy / priemoniy kategorijy sterilumo savybiy
iSlaikymu ir atitinka $ios direktyvos salygas. III klasés priemoniy pardavimui reikalingas
papildomas II priedo (4) sertifikatas. Taip pat zr. kitame lape.

Protokolo Nr.

Galioja nuo:
Galioja iki:

Data, 2020-02-26

Puslapis 1 1§ 1

713148089+713155324
2020-02-26
2024-05-26

/paraSas/

Christoph Dicks
Sertifikavimo, Notifikuotos Istaigos vadovas

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



NOBAMED Paul Danz AG

Declaration of Conformity
Konformitatserkldarung
Medical Device Regulation (EU) 2017/745

We / Wir

NOBAMED Paul Danz AG
Holtkenstr. 1-5
D-58300 Wetter

declare in sole responsibility, that the product, this declaration refers to, correspond to
the following procedures of conformity

erklaren in alleiniger Verantwortung, dass das Produkt, auf das sich diese Erklarung
bezieht, mit den folgenden Konformitatsbewertungsverfahren bereinstimmt.

SRN [ DE-MF-000000023 |
REF 453407 |
Product/Produkt NOBAHEBAN® 4,5M 7,5 CM BRAUN

Class/Klasse

[

Basic UDI-DI | 403181549000 [l 53 |
[
[

Rule/Regel 1 |
Class | Annex |, I, 1ll Klasse | Anhang |, II, 11l

Class Is Annex XI, Part A Klasse Is Anhang XI, Teil A
Class lla, llb, Ill Annex IX Klasse lla, llb, lll Anhang IX

according to the demands of the Medical Device Regulation (EU) 2017/745, 05 of April 2017.
geman der Bestimmung der Verordnung (EU) 2017/745 vom 05. April 2017.

Normative Requirements, Common Specifications and EC-Certificate numbers please see
www.nobamed.com (search for REF number).

Normative Anforderungen, gemeinsame Spezifikationen und EC-Zertifikate Nummern siehe
www.nobamed.com (Suche nach REF Nummer).

Our notified body is TUV SUD PS, Ridlerstr. 65, D-80339 Miinchen, 0123.

Unsere Benannte Stelle ist TUV SUD PS, Ridlerstr. 65, D-80339 Miinchen, 0123.

Person responsible for regulatory compliance/ Verantwortliche Person fiir die Einhaltung der
Regulierungsvorschriften: Dr. A. Danz MBA, Executive Board NOBAMED Paul Danz AG. Wetter/ Ruhr, 13.04.21

I Do



/logotipas/

Atitikties deklaracija
Medicinos Priemoniy Reglamentui (EU) 2017/745

Mes

NOBAMED Paul Danz AG
Holtkenstr. 1-5
D-58300 Wetter

Prisiimdami visg atsakomybe deklaruojame, kad produktas, esantis Sioje deklaracijoje, atitinka Sias
atitikties procediras

SNR Zr. dokumenta originalo kalba
REF Zr. dokumenta originalo kalba
Produktas Zr. dokuments originalo kalba
Basic UDI-DI Zr. dokumenta originalo kalba | Zr. dokumenta originalo kalba
Klasé Zr. dokumenta originalo kalba
Taisykle Zr. dokumenta originalo kalba

Klaseé I priedas I, I, 111
Klasé Is Priedas XI, Dalis A
Klasé Ila, ITb, 111 Priedas IX

Pagal Medicinos Prietaisy Reglamento (EU) 2017/725, BalandZzio 5 d, 2017 reikalavimus.
Normatyviniy reikalavimy , specifikacijy ir CE sertifikaty numeriy ieSkokite www.nobamed.com

(ieskoti REF numerio)
Notifikuota Jstaiga TUV SUD PS, Ridlerstr. 65, D-80339 Miinchen, 0123.

Asmuo, atsakingas uz norminiy akty laikymasi: Dr. A. Danz MBA, Executive Board NOBAMED
Paul Danz AG. Wetter/ Ruhr.

/paraSas/


http://www.nobamed.com/

according the Directiv
Annex Il excluding se

/ %
py

As a Notified Body of the European Union, DEKRACettificatic

PAJUNK GmbH Meéedizinte

—=
e
.

Karl-Hall-StralRe 1,
Certified location

==
o =

e
T —————

o

e
N
e

S

Q
olife

\\Q\\\x\x\* :

ey

0N
T
N
R

__\

applies a quality assijké_ cording to the Directive 93/42/EEC Anr
devices listed in the anne p S |f|cat|o
51268-23.00, the decision dated 2018-03-20 and is only valid in connection with the

f 7 / -
performance of the annual sury : =

This certificate is valid from 2018-03-22 tc
Registration No.: 51268-16-02

** b e * Benannt durch/Designated by

Zentralstelle der Linder &

** !%@t fiir Gesundheitsschutz _Ei!z
* *

bei Arzneimitteln und E
Medizinprodukten

** o ** ZLG-BS-295.10.02

DEKRA Certification GmbH Stuttgart; 2018-03-20
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class Il a (non-active):

i

il \\'II
N
(i

Class | MD-Code GMDN Brand/ variants/ item code group
lla MD0101 37148 Laparoscopic sleeve EcoFlex Mod
FlowSys Tube
MIS (Minimal Invasive Surgery) 1298-Series (i
Systems: 1295-Series ',,'||'|
1288-Series .'I',"}
1000-Series .
lla MD0101 45342 Laparoscopic trocar EcoBalloon RA(-S)
MDS7006 sleeve anchor EcoBalloon URO(-S)
EcoBalloon SB
Balloon Systems for fixation; MonoBalloon RA(-S)
1285-series modular disposable | MonoBalloon URO(-S)
and 1283-/ 1284-Series fully MonoBalloon SB
disposable VarioBalloon RA(-
VarioBalloon =
VarioBal
Mo
lla MD0101 45342 Laparoscopic
sleeve anchor
Modular Tr ation abdemin
lla MD0101 37148 L ocaTee
Mod Relisable-guide tube for-trecar sleeve
/ 287566
lla MDO0101 s /-
lla MD0101
MDS7006 |/,
lla MD0101 145597 Trocal caTe
reducer cersleeve
__e'tr
Modular reusable system: —
Reusable valve top Z
lla MDO0101 37148 Laparoscopic sleeve
MDS7006 7
Modular disposable systems TrocaSys SLEEVE

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
lla MDO0101 42412 Laparoscopic TrocaSys:
MDS7006 trocar/sleeve TrocaSys SHIELD
TrocaSys PYRAMID
Modular disposable systems TrocaSys BLUNT

TrocaSys PROTECT
TrocaSys HASSON
TrocaSys VIEW
TrocaSys Double Kit
TrocaSys Triple Kit
TrocaSys Duo PROTECTTroca
SHIELD

TrocaSys Duo PYRAMID
TrocaSys Duo BLUNT

1289-series
lla MDO0101 42412 Laparoscopic 1282-Series
MDS7006 trocar/sleeve

MultiPort P

lla MDO0101 16833 Bone marrow biopsy
MDS7006 procedure kit

Cannula-trocar-syst
biopsy of bone
Marrow
lla MD0101 niration needle
MDS7006

——

———

T
e

—
———
oy ey
Ay

T
—— =
—————
——————
o >3
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e X
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lla MD0101
MDS700

( edicated /fi
lla MD0101 546 N ' UniPles I,
MDS7006 esthes /// 7

R
N
N

X
NN

\

N
\

}’_}'}.‘:?ﬁ}}d-“ =2,
I MDO0101 1 e-block sh SonoTAP
: MDS7006 i 7 S onoTAP NRF

61546 Nerve-ldcating

lla MDO0101 ‘SonoLong NanoLine
MDS7006 anaesthesia needle ‘| SonoLong NanoLine Tuohy
7 SonoLong NanoLine NRFit™
Needles for peripheral nerve SonolLong NanoLine Tuohy NRFit™
block and catheter placement PlexoLong NanoLine

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
lla MD0101 45018 Non-implantable needle IntroDucer
MDS7006 guide, single-use Initial Puncture needle/ Pravaz
Introducer 2.G
Needles/ trocars for needle- Introducer SONO
through-needle/ catheter- Introducer NRFit®
through-needle and initial GCS Guidance Instrument GLOA
puncture TIPPS-Placement needle
lla MDO0101 45018 Non-implantable needle DeltaCut Trocar/ Coaxial Sleeve
MDS7006 guide, single-use PrimoCut Trocar/ Coaxial Sleeve ,
CoreCut Trocar/ Coaxial Sleeve ///3
Trocars for biopsy system ///I ;;f;////

lla MDO0101 58865 Vascular catheter Vascular Sono
MDS7006 introduction kit, non-steerable Tsui E-IV

Needle/ kit for placement of
central venous catheter

<

lla MDO0101 45018 Non-implantable needle Split ¢
MDS7006 guide, single-use In
Needles/ trocars for %
tunnelisation (e. g. of a
lla MDO0101 46801 Subcutaneo

MDS7006 tunneler, single-

Needles/ t
tunnelisati

=
= =
—_— =
——

N
N

lla | MDO101
h
i
}ilhl‘;i‘:i‘v
R,
lla | MD0101 / - ff;jﬁ;}!}‘ﬁ‘,‘i
1AL ] f LHW
MDS7006 I
N
/ ] agents R
MDS700 ' 77 00

AR

N
- §§\
AR
R
N
N
N

N\
\
\
N
N

TS
07

N\

’ff};‘/ Lo j

/4
e

lla MDO0102

pheumoy
reusable -

Veress-Needle-System
reusable System and reusab
insufflation body for reusable
modular system :

lla MD0102 46669 Breast ductography | Galactography kit
MDS7006 cannula
lla MDO0102 33961 General surgical T-Pex Anchoring kit
MDS7006 procedure kit, non-medicated,
single-use

Customized Procedure Kit for
common hospital use

lla MDO0102 33069 Brachytherapy needle DeltaSeed
MDS7006 DeltaFix
Needle for Seed placement and
implantation

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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http://www.dekra-certification.de

Annex to the EC Certificate No. 51268-1 -:I“‘

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
lla MD0102 47714 Subdermal needle Bo-Inject-Series: Bo-Nanolnject
MDS7006 Electrode Bo-Inject-Series: Bo-Sonolnject _
Bo-Inject-Series: Stimulation-Cable for
Needles for injection of needle, Accessory '
Botulinumtoxin
lla MDO0102 45130 Tissue extraction bag Resection Bag
MDS7006
lla MDO0102 58742 Wound drainage bag MultiPort Bag
MDS7006
lla MDO0102 35824 Closed-wound drainage Quadrain F10
MDS7006 kit, general-purpose Quadrain F12 //// //////
Quadrain F15 //
lla MD0102 10817 Pleural drainage system | Pleura Puncturing Kit /////////////////
MDS7006
lla MDO0102 46328 Simple Insufflation can
MDS7006 pneumoperitoneum needle
Veress-Needle-Systems, semi-
Reusable
lla MDO0102 46329 Spring-loaded
MDS7006 pneumoperitoneum ne
reusable /
Veress-Nee
reusable, i A //
lla MD0102 ge i i
MDS7006
lla MD0102
MDS7006
lla MD0102
MDS7006
lla MD0102
MDS7006
lla MD 0102 |
MDS7006
lla MDO0105
MDS7006
lla MD0106 60417 Surgical in
cleaning adaptor
la MDO0106 47829 Surgical instrument
handle o
Handles for Suction-Irrigation | FlowSys ACCESS
Systems : ‘Valve Handle
Pistol Handle
FlowSys Ergo
lla MDO0106 12291 Rigid optical 502-series

Laparoscope

Optical Endoscopes/
Laparoscopes

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

il
|;":I|II;':I

"fx

Class | MD-Code GMDN Brand/ variants/ item code group
lla MDO0106 44794 Surgical balloon dissector | Eco Balloon DIL |
MDS7006 EcoBalloon DIL-XL i
Balloon Systems for distension, EcoBalloon DIL-BI
1285-series modular disposable
and 1284-Series fully disposable | MonoBalloon DIL |
MonoBalloon DIL-XL -I.'J',|'|',||
MonoBalloon DIL-BI i
lla MD0204 40808 Implantable lesion MammalLoc SONO i
MDS7006 localization marker Mammalocalization Kit
Mammography Localisation-
Puncturing-kit

Class Il a (active):

w

0

Class | MD-Code GMDN Brand
lla MD1103 35723 Nerve-locating system,
battery-powered i
Nerve stimulator for
muscle localizati
lla MD1104
MDS7006 / il
/ / i
lla MD1104 2 ;
I
L
."udl/f i
”||||,'I|'|; .l'l'."r]
|'|".".".".f'fx. /f; ]
|!|||||'“”'|I'f:e’,f{x/
||;||I.'| !.é,/

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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http://www.dekra-certification.de

Annex to the EC Certificate No. 51268-1

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class Il b (non-active):

Class | MD-Code GMDN Brand/ variants/ item code group

IIb MDO0101 46383 Nerve-locating PlexoLong f
MDS7006 anaesthesia kit, continuous- PlexoLong SONO NanoLine acc. Meier || |
administration PlexoLong NanoLine JAnmS
PlexoLong NanoLine acc. Meier I _"|,'nn
Pre-Assembled Procedure Kit PlexoLong Seldinger ';.I i
for peripheral Nerve Block with/ | SonoLong Sono NanoLine ) i H
without stimulation SonolLong Echo NanoLine (incl. 3

SonoLong Sono NanoLine NRF
SonolLong Echo NanoLin %/4//‘- 3 ,/

LR /)

USaCeE st

i,
)
SonoLong Curl Echo (incl /-//f//f’
[®

NS

IIb MD0101
MDS7006

.-’,:'fﬂ :.‘ »::; e .'.,, ng
o | MDO1OZ {i :

IIb MDO101 | |
MDS7006

llb MD0101 47191 Anaesthesi
MDS7006 catheteriza_tio_n ;kit'i

- —

ong SONO-Series (420, 420T, 5
'500T, 600, 600T, 900, 900T)
~|"InfiltraLong TUN-series (420T, 500T,

| 600T, 700T, 900T)

InfiltraLong DUO-Series

InfiltraLong Forte-series

Fuser Pump Kit-Series (500, 600, 700,
900)

FuserPump Forte series

InfiltraLong- NRFit® Series (900, 900T, 400,
400T, 420, 410T, 500, 500T, 600, 600T,
700, 700T)

InfiltraLong SONO- NRFit®-Series (420,
420T, 500, 500T, 600, 600T, 900, 900T)

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de

Pre-assembled kits for wound
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:
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Class | MD-Code GMDN Brand/ variants/ item code group _
InfiltraLong TUN- NRFit®-series (420T,
500T, 600T, 700T, 900T)

InfiltraLong DUO- NRFit®-Series
Fuser Pump Kit- NRFit®-Series (500, 600,
700, 900) il
FuserPump Forte NRFit®-series |
IIb MD0101 47191 Anaesthesia conduction FASCIA ILIACA Block .
MDS7006 catheterization kit Rectus Sheath Block y I ,.
SonoTAP Dual Katheter Set 7 | }
Pre-assembled Procedure Kit for
peripheral Nerve Block //
IIb MDO0101 16430 Anaesthesia conduction PlexoLong Cath
MDS7006 catheter StimuLong Cath
Plexus Cath
Peripheral catheters for SonoLong CurtECHO Catl
continuous anaesthesia and Perip
analgesia (;, :'G/ .
sy
ot s it o8
IIb MDO0102 16472 Cement disp tfor Cemento-relisable-Gup
MDS7006 orthopaedic W(("u & quin
1385=5¢efrle
Systems/ GM
injectio ;
cyphoy
IIb MD0102 47737-Orthopaedie
MDS7006 i : /
Dispos .Ia/' 8¢
b MD0106 |
MDS7006 |

N
N

NN
N
N
NN
NN
NN

Class 1l b (active):

N
NN
\\\

Class | MD-Code Brand/ variants/ item code group
Iib MD 0102 58739 - Radio-frequency | F Jeedle 2
MDS7006 | || ABiAben s proecaniiia AORE Z

single-use e/ cannula
Thermolesion needlés:,f cénnu_l_a
and trocars for RF-Ablation

IIb MD1104 33596 Endoscopic ~ | FlowTube HF

electrosurgical

coagulator/cutter, unipolar,
reusable

Modular HF/SI-System: Rod,
Handle, tube, figure

FlowTube HF-C
FlowTube HF RET
FlowTube HF-C RET
Handle HF

Handle HF-C
J-Hook

Right Angle (90°)
45° angle

Needle

Spatula

Ballpoint

DEKRA Certification GmbH * Handwerkstraf3e 15 * D-70565 Stuttgart * www.dekra-certification.de
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http://www.dekra-certification.de

Annex to the EC Certificate No. 51268

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
Conical
1299-Series
2000-series (standalone, integrated
handle)
IIb MD1104 35732 Rigid endotherapy biopsy | ErgoForceps
forceps, reusable ErgoTop
biopsy punch, serration
Modular HF/SI-System: Rod, biopsy punch
Handle, tube, figure biopsy punch, spoon shaped
Biopsy spoon forceps with fixati
Biopsy punch, spoon shaped
Biopsy Kit
1292-Series
IIb MD1104 35080 Laparoscopic grasping ErgoForceps \
forceps ErgoClamp |
ErgoTop 'l
Modular HF/SI-System: Rod, BABC 0} | ll‘” “\
Handle, tube, figure |}|I
MONTGOMERY
oo i
e i
Mult D‘-’vﬂ‘: RYLAND ‘l’l |
J W _‘f,i
i o
DO 'f 4HN /‘;f’
Seseri /f;f:
.%; 7 %};l}l Wi
e""f;, s /t‘f’f ]
At ﬁ;’!’,’!";’ iy iy
ORTOR G
o S, i
NVHXTE l’;l’;.l ‘l,
LS i i
i )
72 ﬁW”ﬂ 7, i
M D-ENDOCEHINCF ;}’;:{ﬁf’lﬁ{/]’,’,&"’[ ;’;"ﬁ'
i 00
RETRATS) )
DUCKBIL ff;/f_,ripr;r///// 7277
‘.%’r MonoTip 7 ///////
IIb MD1104 noTip MARY
b MD1104 37148 Laparoscopic sle T
747 owTube HF-C
HF and Sl Systems: 1299-Series
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Annex to the EC Certificate No. 51268-

Revision status: 0

Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class

MD-Code

GMDN

Brand/ variants/ item code group

b

MD1104

38727 General-purpose surgical

scissors, reusable

Modular HF/SI-System: Rod,

Handle, tube, figure

MultiTip METZENBAUM (M, L, S, P)
ErgoScissors
ErgoTop

Dissection SCISSORS curved/ straigh
Dissection SCISSORS METZENBAU
Hook Type SCISSORS

Hooked Scissors METZEMBAUM
Micro Scissors curved/ straight
Peritoneal Scissors curved/ strai
Fine Serration Curved
Surgical scissors
Wondercut
Metzenbaum Soft
Surgical Spoon
Scissor Kit
1292-Seri

b

MD1104

38727 General-purpose surgical

scissors, reusable

Modular HF/SI-Syst

b

MD1104
MDS7006

MOnG P T CERE I
z*"?v;:g? 'il":‘ '
%f/

b

MD1104
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b

MD1104 |

ErgoNeedle
M-;ﬁr Holder Ki

series
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class | MD-Code GMDN Brand/ variants/ item code group
IIb MD1104 47829 Surgical instrument EcoGrip Mod
handle ErgoFlex

ErgoGrip
Handles for Suction-Irrigation/ EcoFlex
HF-Systems EcoGrip

EcoGrip-M

EcoGrip-F

FlowSys Eco HF
FlowSys Ergo HF
FlowSys Twin HF
FlowSys HF
TipRatchet
TipHandle

Pistol Handle
Lever Valve
Valve Hand|
Trump

D

b MD1104
IIb MD1104 {
b MD1104

L

’H; / ’:’.
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

Class lll:

Class

MD-Code

| GMDN

| Brand or item code group

Cannulas for regional anaesthesia at the central nervous system
(epidural, spinal, combined spinal-epidural (CSE))

MDO0101 58293 - Epidural needle, non- Tuohy IIIII|'|| |
MDS7006 threaded Tuohy SONO "}'{""" J
Tuohy SURETY® fﬁ/ﬁiﬁ’ i ")ljl |

Tuohy NRFit® |
Tuohy NanoLine
SPROTTE SPECIAL

SPROTTE® SPECIAL N

i
7

35212 - Spinal needle, single-
use

"M;‘r:?’.@

SPROTTE® STANDARD
SPROTTE® Curved

SPROTTE® Tapered
A
Spinal needle for anaesthesia/ SPROT RFit®
analgesia conduction and SPRO 4&:3/_;&:‘3"{5///
lumbar puncture SPR 33,.'3

-of-q'nm ARD2,C

Cannulas for lumbar puncture and myelography at

\}
Rt il
MDO0101 = ; 1l
W A
MDS7006 o STANDA M
Soie ,W" / il

-
o
-
S

-
S
S,

Sy

, A

A i CoG HHHHIN ‘;il' 3

S d 0S umba PRO STA ] THHIHH W

Y 1y ot W// i

/] @ cke-SONO IHIHHIHT ’fl,[‘r”«f,- i

i it <URE %%W "
71/

central nervous system

N
\\
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R

N
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N
N
=
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Cannulas and
i

N
N
N
W
%

NN

. A AL A A A
MDO101 | 777
' 7
MDS7006 ;;,%;ﬁgffgfdlfﬁﬁﬁfﬁl

Catheter for re

at the central nervous system (CNS) '

MD0101 EpiLong CAT 2
MDS7006 EpiLong CATH SURETY®

analgesia

, _

CNS coiled catheter NRFit®
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Annex to the EC Certificate No. 51268-

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

1] Kits for regional anaesthesia contacting the central nervous system

for continuous epidural
Anaesthesia

MD0101 34842 - Epidural anaesthesia EpiLong
MDS7006 kit, non-medicated EpiLong |
EpiLong Il
Pre-Assembled Procedure Kit EpiLong Soft

EpiLong Soft Sono
StimuLong Sono Tsui
Tuohy NRFit®
EpiLong NRFit®
EpiLong SURETY®

34842 - Epidural anaesthesia
kit, non-medicated

Customized Procedure Kit for
continuous epidural Anaesthesia

001151-Series
021151-Series
0431157-Series
061151-Series
071151-Series

46308 - Epidural/ intrathecal
anaesthesia kit

Pre-Assembled
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http://www.dekra-certification.de

Annex to the EC Certificate No. 5126

Revision status: 0
Valid from 2018-03-22 to 2023-03-21

Devices/device categories included in the certificate:

1] Cannulas, Special cannulas and treatment units for navigated and manual brain biopsy
MD0101 38563 Brain biopsy procedure BrainPro
MDS7006 kit DBZ Sedan

BrainPro Access

Cannula system for stereotactic
and navigated brain biopsy

o
Al

For the placing on the market of class Il devices covered by this certificate an EC desig
certificate according to directive 93/42/EEC annex Il (4) is required.
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Ruth Delbdck-Bayer
DEKRA Certification GmbH, Stuttgart, 2018-03-20
Notified Body ID-number: 0124
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CE kokybés uztikrinimo sertifikatas

Pagal 93/42/EEC Direktyvos
II Priedq iSskyrus 4 skirsnj

Europos sajungos notifikuota jstaiga DEKRA Certification GmbH
patvirtina, kad gamintojo

PAJUNK GmbH Medizintechnologie
Karl-Hall-Strasse 1 — 78187 Geisingen, Vokietija

Medicinos tikslais taiko kokybeés uzZtikrinimo sistemg pagal Direktyvos 93/42 / EEB Il prieda prietaisams, kurie
yra i§vardinti preide. Patvirtinimas grindZiamas pakartotinio sertifikavimo audito ataskaitos Nr.51268-Z3-00,
sprendimas priimtas 2018-03-20 ir galioja tik sékmingai vykdant metinius preizitiros auditus.

Sertifikatas galioja nuo 2018 03 22 iki 2023 03 22

Registracijos numeris: 51268-16-02

/ParaSas/
Dekra Certification GmbH
Stuttgart, 201-03-22

Notifikuotas jstaigos nr: 0124



CE sertifikato Nr. 51268-16-02 priedas
Patikrinimy skaicius:0
Galioja: nuo 2018-03-22 iki 2023-03-21

I sertifikatg jtrauktos preimonés / priemoniy ketegorijos:

Klasé MD-kodas | GMDN Pavadinimas / variantai / elemento
kody grupé
1E] MDO0101 45018 neimplantuojami adaty pravedéjai, Introducer
MDS7006 vienkartiniai Initial Puncture bneedle/ Pravaz
Introducer 2.G
Adatos / trokarai adatai jvesti / kateteriui Introducer Sono
ivesti ir pradinei punkcijai GCS pravedimo instrumentas
TIPPS- adata
lla MDO0101 45018 neimplantuojami adaty pravedéjai, DeltaCut Trocar/ Coaxial Sleeve
MDS7006 vienkartiniai PrimoCut Trocar/ Coaxial Sleeve
CoreCut Trocar/ Coaxial Sleeve
MDO0101 5.88§5 Vaskularnis katetrio jvedimo vVascular Sono
la MDS7006 rlnklnys. o Toui E-IV
Adata/ rinkinys jvesti centrinés venos
kateteriui
MDO0101 4.5018 nc?ir.llplantuoj ami adaty pravedéjai, Pa}dgli‘jama kaqiulé / ,,Tea}raway‘f adata
lla MDS7006 vienkartiniai Vidinis kateteris / Nuolatiné kaniulé

Adatos?trokarai nuleizavimui




10/020h 0408 ® TV, TUEY and TUV are ragistered trademrks. Utilisation and application requires prior approval.

EC Certificate TUVRheinland

Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

Registration No.: DD 1023663-1

Manufacturer: ZARYS International Group
Spdika z ograniczona odpowiedzialnoscia,
spétka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

Products: - Sterile and non-sterile cutting gauze
- Non-sterile dressing gauze
- Sterile and non-sterile gauze swabs (with or without X-ray thread)
- Sterile and non-sterile gauze lap sponges (with X-ray thread/ with X-ray
chip)
- Sterile and non-sterile gauze balls (with or without X-ray thread)
- Sterile and non-sterile gauze rolls (with or without X-ray thread)
- Sterile and non-sterile non-woven swabs (with or without X-ray thread)
- Sterile paraffin gauze dressings
- Sterile three-way stopcocks
- Sterile transfusion sets for single use
- Sterile infusion sets for single use
- Sterile extension tubes for infusion pump
- Sterile endotracheal tubes
- Sterile tracheostomy tubes

The Notified Body hereby declares that the requirements of Annex V 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 V, section 4 of the
aforementioned directive. For placing on the market of class lib and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Report No.: 84951712-170 50 Reini
~5

/A

Effective date: 2021-05-14 N [ 2 Q .

~ X‘x '

Expiry date: 2024-05-26 % ol
- \?; § 4

Issue date: 2021-05-14 / . /.><"‘f/ % g 3

/

i
:

n;\polb

ez

9

{"

Lt Daniel Swiatko
{/’ TUV Rheinland LGA Products GmbH
TillystraRe 2 - 90431 Nurnberg - 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




N ®
TUVRheinland

EC Certificate

Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

Registration No.: DD 1023663-1

Manufacturer: ZARYS International Group
Spétka z ograniczong odpowiedzialnoscia,
spétka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

- Sterile breathing circuits

- Sterile catheter mounts

- Non-sterile anaesthetic masks
- Sterile laryngeal masks

- Sterile oxygen masks

- Sterile Venturi masks

- Sterile non-rebreath masks

- Sterile nebulizer masks

- Sterile nasal oxygen cannulas
- Sterile nebulizers

- Sterile oxygen tubing

- Sterile suction catheters

- Sterile abdominal drains

- Sterile feeding tubes

- Sterile stomach and duodenal tubes
- Sterile urology catheters

- Sterile surgical suction sets

- Sterile surgical suction cannulas
- Sterile syringes for single use
- Sterile insulin syringes

- Sterile tuberculin syringes

- Sterile hypodermic needles

Report No.: 84951712-170 .. ké" Rhsinta,

. \len
Effective date: 2021-05-14 : V “%
Expiry date: 2024-05-26 \%.a /o

e /&
Issue date: 2021-05-14 =%

_ Daniel Swigtko
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 concerhing medical

devices with the identification number 0197.
Page 2 of 5
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EC Certificate

- ®
TUVRheinland

Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

Registration No.:

Manufacturer:

Report No.:
Effective date:
Expiry date:

Issue date:

DD 1023663-1

ZARYS International Group

Spdtka z ograniczong odpowiedzialnoécia,
spétka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

- Sterile insulin pen needles
- Sterile blood lancets

- Sterile IV cannulas

- Sterile needle free valves
- Sterile surgical gloves

- Sterile procedure kits

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

- Elastic bandages

- Adhesive cannula fixation dressings
- Adhesive wound dressings
- Eye pads

- Incise films

- Transparent film dressings
- Foam dressings

- Alginate dressings

- Absorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

84951712-170 s ﬁ";‘ﬁ’!‘{(q(%
i " ﬁ
2021-05-14 | Qﬂ, Xy
2024-05-26 %& %Y )8/
\% y 'g
2021-05-14 e 7

¥ Daniel Swiatko
-~ TUV Rheinland LGA Products GmbH

- TillystraRe 2 - 90431 Nurnberg - 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

Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

Registration No.:

Manufacturer:

Report No.:
Effective date:
Expiry date:

Issue date:

TOV Rheinland LGA Products GmbH is a Notified Bod

DD 1023663-1

ZARYS International Group

Spétka z ograniczong odpowiedzialnoscia,
spotka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Poland

- Fluid collection pouches
- Nelaton catheters

- Vaginal speculums

- Cervical brushes

- Urine bags

- Enema bags

- Tongue depressors

- Oropharyngeal airways
- Intubation stylets

- Endotracheal tube holders
- Suction tubes

- Withdrawal cannulas

- Cannula stoppers

- Umbilical cord clamps

" ®
TUVRheinland

Replaces EC Certificate, Registration No.: DD 60139535 0001

84951712-170
2021-05-14
2024-05-26

2021-05-14 / L e

- —
'9"11- TP

devices with the identification number 0197.

Daniel Swigtko
TUV Rheinland LGA Products GmbH
Tillystrae 2 - 90431 Nurnberg - Germany

y according to Directive 93/42/EEC concerning medical

Page 4 of 5

0 0408 @  TOV, TUEV and TUV are regisiored trademarks. Uitleation a3 spplication requiras prior approval.



EC Certificate

Production Quality Assurance

. ®
TUVRheinland

Directive 93/42/EEC on Medical Devices, Annex V

Registration No.: DD 1023663-1

Manufacturer:

ZARYS International Group

Spoétka z ograniczong odpowiedzialnoécia,

spétka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Poland

The scope of certification includes the following manufacturing sites:

No. LLocation

101 ZARYS International Group
Spoétka z o.0. sp.k.
ul. Pod Borem 18
41-808 Zabrze
Poland

/02 ZARYS International Group
Spétka z 0.0. sp.k
ul. Guido Henckela Donnersmarcka 1
41-808 Zabrze

Poland
Report No.: 84951712-170
Effective date: 2021-05-14
Expiry date: 2024-05-26
Issue date: 2021-05-14

Product groups manufactured

Activity: Final inspection and release.

Activity: Final inspection and release.

N\dnl;
/ -\\‘" ”\N

/ Dam;:I ewnqtko
i TOV Rheinland LGA Products GmbH
Tillystrae 2 - 90431 Nurnberg - 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 50f 5
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TUVRheinlarC;Dd
EC Certificate

Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60139535 0001
Report No.: 26300232 017

Manufacturer: ZARYS International Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Polska

Products: (see attachments for products and sites included)
Replaces EC Certificate, Registration No.: DD 60117020 0001
Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of Annex V 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 V, section 4 of the
aforementioned directive. For placing on the market of class llb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex lil is required.

Notified Body
Effective Date: 2019-06-09

Date: 2019-05-2%7

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




TUV Rheinland s

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Products included:

- Sterile and non-sterile cutting gauze

- Non-sterile dressing gauze

- Sterile and non-sterile gauze swabs
(with or without X-ray thread)

- Sterile and non-sterile gauze lap sponges
(with X-ray thread/ with X-ray chip)

- Sterile and non-sterile gauze balls
(with or without X-ray thread)

- Sterile and non-sterile gauze rolls
(with or without X-ray thread)

- Sterile and non-sterile non-woven swabs
(with or without X-ray thread)

- Sterile paraffin gauze dressings

- Sterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubes for infusion pump

Notified Body

Date: 2019-05-27

1/6;

Rafal Byczkowski

u ®
TUVRheinland

Rev. 0

10/020h 0408 @

TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




TUV Rheinland .

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.:

Report No

Manufacturer:

DD 60139535 0001
L 26300232 017

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,

spolka komandytowa

ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

- Sterile
- Sterile
- Sterile
- Sterile

endotracheal tubes
tracheostomy tubes
breathing circuits
catheter mounts

- Non-sterile anaesthetic masks

- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile

laryngeal masks

oxygen masks

Multi-Vent masks
non-rebreath masks
nebulizer masks

nasal oxygen cannulas
nebulizer sets

oxygen tubing

suction catheters
abdominal drains

feeding tubes

stomach and duodenal tubes
urology catheters
surgical suction sets
surgical suction cannulas
syringes for single use

Date: 2019-05-27

Notified Body

2/se,

Rafal Byczkowski

% ®
TUVRheinland

Rev. 0

10/020h 04.08 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017

Manufacturer:

Polska

Products included:

- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile
- Sterile

insulin syringes
tuberculin syringes
hypodermic needles
insulin pen needles
blood lancets

IV cannulas

needle free valves
surgical gloves

Date: 2019-05-27

ZARYS International Group
Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Notified Body

Rafal Byczkowski

5 ®
TUVRheinland

, Rev. 0

10/020h 0408 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and applicat|

‘eqUITes prior approval




o ®
TUVRheinland

TUV Rheinland P Tl
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Products included:

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

- Adhesive cannulla fixation dressings
- Adhesive wound dressings

- Eye pads

- Incise films

- Transparent film dressings
- Foam dressings

- Absorbent wound dressings
- Surgical gowns

- Surgical drapes

- Sets of surgical drapes

- Fluid collection pouches

- Nelaton catheters

Notified Body

Date: 2019-05-27

Rafal Byczkowski

10/020h 0408 ®  TUV. TUEV and TUV are registered rademarks. Utlisation and appiication requires prior epprova



. ®
TUVRheinland

TUV Rheinland Doc. 5/6, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Products included:

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

- Vaginal speculums

- Cervical brushes

- Urine bags

- Tongue depressors

- Guedel airways

- Intubation stylets

- Endotracheal tube holders
- Suction tubes

- Withdrawal cannulas

- Alginate dressings

- Cannula stoppers

- Umbilical cord clamps

Notified Body /
v

Rafal Byczkowski

Date: 2019-05-27

0/020h 0408 ®

TOV, TUEV and TUV are registered trademarks. Utlisation and application (equres prior approva




5 ®
TUVRheinland

TUV Rheinland Doc. 6/6, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60139535 0001

Report No.: 26300232 017
Manufacturer: ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Pod Borem 18

41-808 Zabrze

Polska

Products included:

ZARYS International Group

Spolka z ograniczona odpowiedzialnoscia,
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-109 Gliwice

Poland

Activity: Production

Notified Body /

Rafal Byczkowski

Date: 2019-05-27




CE sertifikatas
93/42/EEC Direktyva V Priedas
Gamybos kokybés uZtikrinimas

Medicinos prietaisai

Registracijos Nr.: DD 60139535 0001
Ataskaitos Nr.: 26300232 017

Gamintojas: Zarys International Group
Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze
Lenkija

Produktai:  (Zr. Priedus dél produkty ir jtraukty viety)
Pakeicia CE sertifikatag Nr. DD 60100191 0001

Galioja iki: 2024-05-27

Notifikuota jstaiga patvirtina minétos jmonés jdiegta ir taikoma kokybés valdymo sistema. Direktyvos
93/42/EEB V Priedo reikalavimai buvo jvykdyti. Minétas gamintojas yra jdiegés ir taiko kokybés
uztikrinimo sistema, kuri yra periodiskai tikrinama, pagal minétos direktyvos V Priedo 4 skyriy. IIb ir
III klasés prietaisy, minimy Siame sertifikate, perkélimui i rinka biuitinas EB tipo patikros sertifikatas
pagal III Prieda.

Galioja nuo: 2019-06-09 Notifikuota jstaiga
/paraSas/ /antspaudas/

Data: 2019-05-27 Rafal Byczkowski

TUV Rheinland LGA Products GmbH — Tillystrasse 2 — 90431 Niirnberg

TUV Rheinland LGA Products GmbH yra Notifikuota jstaiga pagal Direktyva 93/42/EEB dél medicinos
prietaisy, kurios identifikavimo numeris: 0197.



TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001

Ataskaitos Nr.: 26300232 005

Gamintojas: Zarys International Group
Spolka z organiczona
odpowiedzialnoscia

spolka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Lenkija

Jtraukti Produktai:
e  Sterili ir nesterili kerpama marlé
e NesterilGs marliniai tvarsciai
e  Sterilus/nesterilus marlinis tvarstis
(su/be rentgenokontrastine linija)
e  SterilUs ir nesterilis marlés rutuliai
(su/be rentgenokontrastine linija)
e  SterilUs ir nesterilis marlés ritiniai
(su/be rentgenokontrastine linija)
e  SterilGs ir nesterilis neaustinés medziagos tvarsciai
(su/be rentgenokontrastine linija)
e  SterilGs parafininiai tvarsciai
e  SterilGs trijy krypciy kraneliai
e  Sterilios vienkartinés transfuzinés sistemos
e  Sterilios vienkartinés infuzinés sistemos
e Sterilios prailginimo linijos infuzinéms pompoms

Data: 2019-05-27 Notifikuota jstaiga

/paraSas/ /antspaudas/
Rafal Byczkowski



TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001

Ataskaitos Nr.: 26300232 005

Gamintojas: Zarys International Group
Spolka z organiczona
odpowiedzialnoscia

spolka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Lenkija

Jtraukti Produktai:

e Sterills endotrachéjiniai vamzdeliai
Sterills tracheostominiai vamzdeliai
Sterilio kvépavimo grandinés
SterilGs prailgintojai prie intub. Vamzdelio
Sterilios laringinés kaukés
Sterilios deguonies kaukés
Sterili kauké su rezervuaru
o sterili aerozoliné kaukeé
e Sterlios nosies deguonies kaniulés
SterilGs aerozoliniai rinkiniai
SterilGs deguonies vamzdeliai
Steril@s atsiurbimo kateteriai
Sterills chirurginiai atsiurbimo rinkiniai
Sterilios chirurginés atsiurbimo kaniulés
Sterilds maitinimo zondai
Sterills skrandZio ir duodenaliniai zondai
Sterilds urologiniai kateteriai
e  Sterills vienkartiniai Svirkstai

Data: 2019-05-27 Notifikuota jstaiga



/paraSas/ /antspaudas/
Rafal Byczkowski

TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001
Ataskaitos Nr.: 26300232 005
Gamintojas: Zarys International Group

Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Lenkija

Jtraukti Produktai:

SterilGs insulininiai Svirkstai
SterilGs tuberkuliniai Svirkstai
Sterilios hipoderminés adatos
Sterilios insulininiy peny adatos
Sterills kraujo lancetai

Sterilios intraveninés kaniulés
Sterills beadatiniai voztuvai
Sterilios chirurginés pirstinés

Data: 2019-05-27 Notifikuota jstaiga

/parasas/ /antspaudas/
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TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001

Ataskaitos Nr.: 26300232 005

Gamintojas: Zarys International Group
Spolka z organiczona
odpowiedzialnoscia

spolka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Lenkija

Zemiau nurodytiems medicinos prietaisams reikalavimai taikomi tik gamybos aspektams, susijusiems su steriliy sglygy
karimy bei islaikymu:

e Lipnus kaniuliy fiksatoriai
Lipnis Zaizdy tvarsciai
Akiy tamponéliai
Pjavio juosta
Permatomi juostiniai tvarsciai
Puty tvarsciai
Absorbuojantys Zaizdy tvarsciai
Chirurginiai chalatai
Chirurginiai dangalai
Skys¢iy rinkimo talpos
e Nelaton kateteriai

Data: 2019-05-27 Notifikuota jstaiga
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TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

Priedas prie sertifikato

Registracijos Nr.: DD60117020 0001

Ataskaitos Nr.: 26300232 005

Gamintojas: Zarys International Group
Spolka z organiczona
odpowiedzialnoscia

spolka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Lenkija

Jtraukti Produktai:
Zemiau nurodytiems medicinos prietaisams reikalavimai taikomi tik gamybos aspektams, susijusiems su steriliy salygy
kdrimy bei islaikymu:

e Vaginalinés spekulés

e Gimdos kaklelio Sepetéliai

e Slapimo maiseliai

e LieZuvio prispaudéjai
Orofaringiniai vamzdeliai
Intubaciniai stiletai
Tracheostominio vamzdelio laikikliai
Atsiurbimo vamzdeliai
IStraukimo kaniulés
Alignato tvarsciai
Kaniuliy kamstukai
Umbilikaliniai spaustukai

Data: 2019-05-27 Notifikuota jstaiga

/parasas/ /antspaudas/



Priedas prie sertifikato
Registracijos Nr.:

Ataskaitos Nr.:

Gamintojas:

Jtrauktos vietos:

Zarys International Group
Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Gustawa Eiffel'a 15
44-109 Gliwice

Lenkija

Data: 2019-05-27

Rafal Byczkowski

TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Niirnberg

DD60139535 0001

26300232 017

Zarys International Group
Spolka z organiczona
odpowiedzialnoscia
spolka komandytowa
ul. Pod Borem 18

41-808 Zabrze
Lenkija
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