








 
 

CE sertifikatas 

 

Produkcijos Kokybės Užtikrinimo sistema 

pagal Medicinos priemonių direktyvą 93/42/EEC priedas-V 

Sertifikato numeris 1984-MDD-19-588 

 

Patvirtiname, kad kokybės įvertinimas buvo atliktas laikantis nacionalinių teisės aktų, kurie taikomi 

toliau pasirašiusiam subjektui, reikalavimų, pagal Direktyvos 93/42 dėl medicinos prietaisų V 

priedą. Mes patvirtiname, kad produkcijos kokybės sistema atitinka atitinkamas minėtų teisės aktų 

nuostatas. 
 

Rengėjas:  
ALTERA TIBBI MALZEME 

SANAYI VE TICARET ANONIM SIRKETI 
 

IBNI MELEK OSB. MH. TOSBI YOL 4SK. NO:29 35900 TIRE /IZMIRAS- TURKIJA 

 

Produktai: Kvėpavimo kontūrai, šildomi kontūrai, anesteziniai krepšiai, kvėpavimo kaukės, filtrai, 

IV rinkiniai ir konektoriai, paciento jungtys, švirkštų adapteriai, biocidinis aplikatorius 

 
 

Produktai išvardinti viršuje, yra šio sertifikato dalis, kurį sudaro vienas puslapis. Sertifikatas galioja 

iki galiojimo pabaigos, sėkmingai atlikus periodinius priežiūros auditus. Prašome susisiekti su Kiwa, 

dėl detalių. 

 

Ataskaitos nr: M.5419.02 

Pirmo išdavimo data: 2019 m balandžio 17 d. 

Paskutinio išdavimo data: 2021 m balandžio 14 d. 

Peržiūros numeris: 02 

Galioja iki: 2024 balandžio 16 d. 

 
 

„Kiwa sertifikavimo paslaugos“ patikrino kokybės sistemą, apibrėžtą gamybos aspektais, susijusiais 

su sterilių sąlygų užtikrinimu ir palaikymu pagal MDD V priedą, ir nustatė, kad kokybės sistema 

atitinka MDD V priedo reikalavimus, taikomus priemonėms, kurioms taikomas šis sertifikatas. 

 

<parašas> 

Notifikuotosios įstaigos vadovas 

Muhtesem Gokhan Yucel 

 

2021 m balandžio 14 d., Stambulas, Turkija 

 
 

<Kiwa rekvizitai> 



           
 

CE sertifikato priedas: 

Produkcijos Kokybės Sistema pagal Medicinos Priemonių direktyvą 93/42/ECC Priedas V 

Sertifikato numeris: 1984-MDD-19-588, Peržiūros numeris: 02 

 

Susijusios medicinos priemonės: 

 

Produktas: Kvėpavimo kontūrai  

Tipai: Ventiliavimo kontūrai, anestezijos kontūrai, specialūs kontūrai, pusiau uždari kontūrai/ APL 

vožtuvo kontūrai, BPAP kontūrai, IPPB kontūrai, CPAP kontūrai, proksimalinių spaudimo linijų 

kontūrai, koaksialiniai kontūrai, T kontūrai, kameros, aspiracijos vamzdeliai, gaivinimo maišai, 

dujų monitoravimo linijos, nebulaizerių dalys kvėpavimo kontūrams. 

 

Produktas: Šildomi kontūrai 

 

Produktas: Anesteziniai krepšiai  

 

Produktas: Kvėpavimo kaukės  

Tipai: Anestezinės kaukės, deguonies/ aerozolio terapijos kaukės 

 

Produktas: Filtrai  

Tipai: Kvėpavimo filtrai 

 

Produktas: IV rinkiniai ir konektoriai  

Tipai: Infuzijos rinkiniai, prailginimo linijos, infuzijos konektoriai 

 

Produktas: Paciento jungtys  

 

Produktas: Švirkšto adapteris 

 

Produktas: Biocidinis aplikatorius  

 
 

„Kiwa Sertifikavimo paslaugos“ yra notifikuotoji įstaiga pagal Tarybos direktyvą medicinos 

priemonėms 93/42/EEC su identifikavimo numeriu: 1984 

 
 

<parašas> 

Notifikuotosios įstaigos vadovas 

Muhtesem Gokhan Yucel 

 

2021 m. balandžio 14 d., Stambulas, Turkija 

 
 

<Kiwa rekvizitai> 





























 
 

 

TÜV NORD CERT GmbH, Am TÜV 1, 45307 Essen, Germany TÜV NORD CERT GmbH 

Am TÜV 1 

45307 Essen 

Germany 

 

Phone: +49 201 825 2236 

 

medical@tuev-nord.de 

tuev-nord-cert.com/en 

 

TÜV® 

 

 

BIÇAKCILAR TIBBI CIHAZLAR SAN. VE TIC. A.Ş. 
Osmangazi Mahallesi, Gazi Caddesi No: 21, 

Esenyurt 34522 İstanbul 

Turkey 

 

 

Reference Contact Direct Dial Date 

No.: 8003060047 E-Mail: medical@tuev-nord.de Tel.: +49 201 825 2236 

 

29 June 2023 

Notified Body Confirmation Letter  

Reference:  8003060047 

To whom it may concern, 

 

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in 
the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as 
regards the transitional provisions for certain medical devices and in vitro diagnostic medical 
devices 

 

This letter confirms that, TÜV NORD CERT GmbH, a Notified Body (NB) designated against Regulation (EU) 
2017/745 (MDR) and identified by the number 0044 on NANDO, has received a formal application in 
accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a written agreement in 
accordance with Section 4.3, second subparagraph of Annex VII of MDR with the following manufacturer:  

 
BIÇAKCILAR TIBBI CIHAZLAR SAN. VE TIC. A.Ş. 

Osmangazi Mahallesi, Gazi Caddesi No: 21, 

Esenyurt 34522 İstanbul 

Turkey 

SRN Number: TR-MF-000022603 

   

Headquarters 
TÜV NORD CERT GmbH  
 
Am TÜV 1 
45307 Essen, Germany 
 
Phone: +49 201 825-0 
Fax: +49 201 825-2517 
info.tncert@tuev-nord.de 
tuev-nord-cert.com/en 

Director 
Dipl.-Ing. Wolfgang Wielpütz 
Dipl.-Oec. Sandra Gerhartz 
 

Registration Office 
Amtsgericht Essen 
HRB 9976 
VAT ID No.: DE 811389923 
Tax No.: 111/5706/2193 

Deutsche Bank AG, Essen 
BIC (SWIFT-Code): DEUTDEDEXXX 
IBAN-Code: DE26 3607 0050 0607 8950 00 
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The devices covered by the formal application and the written agreement mentioned above are identified in 
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written 
agreement concluded and for which the NB is also responsible for appropriate surveillance of the 

corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR 
application has been received and a written agreement concluded, but the NB has not yet taken the 
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive. 

 

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been 
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the 
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State 
had granted a derogation or exemption from the applicable conformity assessment procedure in accordance 
with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant 

devices. 

 

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s 
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU) 
2023/607), are shown below: 

 

 26 May 2026 for Class III custom-made implantable devices  
 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-

established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns, 
screws, wedges, plates, wires, pins, clips and connectors) 

 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in 
sterile condition or have a measuring function 

 31 December 2028 for devices not requiring the involvement of a notified body under MDD but 
requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments) 

 

On behalf of the Notified Body, 

 
 
 
 
i. V. Kevin Mühlenberg    i. A. Bodo Mestmacher      
Head of Projectmanagement     Specialist Management 
Medical Devices International     Medical Devices International 
TÜV NORD CERT GmbH     TÜV NORD CERT GmbH 
Notified Body for Medical Devices    Notified Body for Medical Devices 

 

 

 

 

 

 

Digital unterschrieben 
von Mestmacher Bodo 
Datum: 2023.07.05 
09:08:26 +02'00'

Digital 
unterschrieben von 
Mühlenberg Kevin 
Datum: 2023.07.05 
09:16:27 +02'00'
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Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate 

surveillance of the corresponding devices under the applicable Directive: 

Device name or Basic UDI-DI 
(under MDR application) 

MDR Device 
classification (as 
proposed by the 
manufacturer 
and verified at 
the pre-
application 
stage) 

If the MDR device is 
a substitute device, 
identification of the 
corresponding 
MDD/AIMDD device  

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

Pressure Monitoring Set Class IIb N/A  04232980886 
Leukocyte Filter Set Class IIb N/A  04232980886 
Gamma Leukocyte Filter Set Class IIb N/A  04232980886 
Thoracenthesis Set Class IIa N/A  04232980886 
Thoracic Catheter Class IIa N/A  04232980886 
Arterial Needle Class IIa N/A  04232980886 
Endotracheal Tube Class IIa N/A  04232980886 
Reinforced Endotracheal Tube Class IIa N/A  04232980886 
RAE Endotracheal Tube Class IIa N/A  04232980886 
Nasogastric Catheter Class IIa N/A  04232980886 
Stomach Catheter Class IIa N/A  04232980886 
Feeding Catheter Class IIa N/A  04232980886 
Manifold / Manifold Pressure Class IIa N/A  04232980886 
Three -Way Stopcock Class IIa N/A  04232980886 
Tourniquet Set Class IIa N/A  04232980886 
IV Cannula Class IIa N/A  04232980886 
Suction Catheter Class IIa N/A  04232980886 
Microaggregate Filter Set (Blood 
Filter Set) 

Class IIa N/A  04232980886 

Soft Drain Class IIa N/A  04232980886 
Oxygen Catheter Class IIa N/A  04232980886 
Nasal Oxygen Cannula Class IIa N/A  04232980886 
Oxygen Connecting Tube Class IIa N/A  04232980886 
Tracheostomy Tube Class IIa N/A  04232980886 
Extracorporeal PVC Tubing Class IIa N/A  04232980886 
Extracorporeal Tubing Set Class IIa N/A  04232980886 
Quick Prime Set Class IIa N/A  04232980886 
Cardioplegia Set Class IIa N/A  04232980886 
Wound Drainage Set Class IIa N/A  04232980886 
Infusion Pump Set Class IIa N/A  04232980886 
Yankauer Suction Set Class IIa N/A  04232980886 
Suction Connecting Tube Class IIa N/A  04232980886 
Surgical Braided Tape Class IIa N/A  04232980886 
Nelaton Catheter Class IIa N/A  04232980886 
Tiemann Catheter Class IIa N/A  04232980886 
Hydrophilic coated uretheral 
Catheter 

Class IIa N/A  04232980886 

IV Filter Set Class IIa N/A  04232980886 
Aspirators Class IIa N/A  04232980886 
Blood Transfusion Set Class IIa N/A  04232980886 
Rectal Catheter Class IIa N/A  04232980886 
Umbilical Catheter Class IIa N/A  04232980886 
Angiographic Kit Class IIa N/A  04232980886 
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Device name or Basic UDI-DI 
(under MDR application) 

MDR Device 
classification (as 
proposed by the 
manufacturer 
and verified at 
the pre-
application 
stage) 

If the MDR device is 
a substitute device, 
identification of the 
corresponding 
MDD/AIMDD device  

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

B -Soft Kit Class IIa N/A  04232980886 
Aortic Punch Class IIa N/A  04232980886 
Gas Sampling Line Class IIa N/A  04232980886 
External Drainage Set Class IIa N/A  04232980886 
Vent Catheter Class IIa N/A  04232980886 
Vessel Cannula Class IIa N/A  04232980886 
Coronary Artery Retraction Clips Class IIa N/A  04232980886 
Urine Collection Bag Class Is N/A  04232980886 
Pleural Drainage Set Class Is N/A  04232980886 
Central Venous Pressure Set Class Is N/A  04232980886 
Guedel Airway Class Is N/A  04232980886 
Spigot Class Is N/A  04232980886 
Extension Lines Class Is N/A  04232980886 
Kapkon Connector Class Is N/A  04232980886 
Straight Connector Class Is N/A  04232980886 
Straight Luer Connector Class Is N/A  04232980886 
Y Connector Class Is N/A  04232980886 
Y Luer Connector Class Is N/A  04232980886 
Stopper Class Is N/A  04232980886 
Instopper Class Is N/A  04232980886 
Umbilical Cord Clamp Class Is N/A  04232980886 
T.U.R. Set /Arthroscopy set Class Is N/A  04232980886 
Transfer Set Class Is N/A  04232980886 
Intravenous Infusion Sets Class Is N/A  04232980886 
Intravenous Infusion Sets / 
Flowmeter 

Class Is N/A  04232980886 

Intravenous Infusion Sets / 
Burette 

Class Is N/A  04232980886 

B -Safe Class Is N/A  04232980886 
Intubation Stylet Class Is N/A  04232980886 
Combi Stopper Class Is N/A  04232980886 
Urimeter Class Is N/A  04232980886 
Thoracic Drainage Set Class Is N/A  04232980886 
Vaginal Specula Class Is N/A  04232980886 
ENEMA Set Class Is N/A  04232980886 
I.V. Infusion Set w/B-Flow Flow 
Regulator 

Class Is N/A  04232980886 

Control Syringe Class Is N/A  04232980886 
Meconium Aspiration Connector Class Is N/A  04232980886 
Urimeter Class Im N/A  04232980886 
C.V.P. Set Class Im N/A  04232980886 
Pleural Drainage Set Class Im N/A  04232980886 
Volumetric Exerciser (B -Spiro) Class Im N/A  04232980886 
Infusion Set w/Burette Class Im N/A  04232980886 
Thoracic Drainage Set Class Im N/A  04232980886 
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Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate 
surveillance of the corresponding devices under the applicable Directive: 

Device name or Basic 
UDI-DI (under MDR 
application) 

MDR Device 
classification (as 
proposed by the 
manufacturer and 
verified at the pre-
application stage) 

If the MDR device is a 
substitute device, 
identification of the 
corresponding 
MDD/AIMDD device  

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

N/A N/A N/A N/A 
 

 

Confirmation Letter Revision History 

Date NB internal reference 
traceable to each 
version of the letter 

Action 

2023-07-05 Rev. 0 Initial issue 
   
   

 

 

 

 

 



















 

EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 772264 R000

First Issue Date: 2024-05-13 Starting Validity Date: 2024-05-13

Current Issue Date: 2024-05-13 Expiry Date: 2029-05-12

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.

EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 772264 R000
 
Manufacturer: CAIR LGL

Address:
1 Allée Des Chevreuils
Lissieu
69380
France
 Single Registration Number: FR-MF-000007921

Scope: See attached Device Schedule
On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

& Quality

First Issue Date: 2024-05-13 Starting Validity Date: 2024-05-13

Current Issue Date: 2024-05-13 Expiry Date: 2029-05-12

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



 

EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 772264 R000

First Issue Date: 2024-05-13 Starting Validity Date: 2024-05-13

Current Issue Date: 2024-05-13 Expiry Date: 2029-05-12

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Enteral feeding, drug administration/ Enteral suction devices
and accessories

Class IIa



 

EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 772264 R000

First Issue Date: 2024-05-13 Starting Validity Date: 2024-05-13

Current Issue Date: 2024-05-13 Expiry Date: 2029-05-12

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.

Certificate History
(References to applicable Common Specifications, Harmonized Standards complied with, and the relevant test and audit
reports that support any of the below certificate changes may be requested from
Certificate.Verification@bsigroup.com)

Date Reference Number Action
Current 3566773 Issued



 

EU Quality Assurance Certificate
Regulation (EU) 2017/745, Annex XI Part A

MDR 761075 R000

First Issue Date: 2023-09-25 Starting Validity Date: 2024-05-09

Current Issue Date: 2024-05-09 Expiry Date: 2028-09-24

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.

EU Quality Assurance Certificate
Regulation (EU) 2017/745, Annex XI Part A

MDR 761075 R000
 
Manufacturer: CAIR LGL

Address:
1 Allée Des Chevreuils
Lissieu
69380
France
 Single Registration Number: FR-MF-000007921

Scope: See attached Device Schedule
On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex XI part A,
the quality system meets the requirements of the Regulation. For the placing on the market of Class III and Class IIb
devices an additional Annex X certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2023-09-25 Starting Validity Date: 2024-05-09

Current Issue Date: 2024-05-09 Expiry Date: 2028-09-24

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



 

EU Quality Assurance Certificate
Regulation (EU) 2017/745, Annex XI Part A

MDR 761075 R000

First Issue Date: 2023-09-25 Starting Validity Date: 2024-05-09

Current Issue Date: 2024-05-09 Expiry Date: 2028-09-24

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Suction and dilatation systems for the respiratory system Class Is
Drainage and fluid collection devices Class Is
Intubation devices and accessories Class Is
Respiratory masks, and balloons and accessories Class Is
Oxygen administration and humidification systems Class Is
Tubular devices Class Im / Class Is
Samples collection devices – various Class Is
Syringes accessories Class Is
Adapters, connectors, ramps, stopcocks, caps Class Is
Newborn nutrition devices Class Is
For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.
For Class Im devices, the Notified Body conformity assessment is limited to the aspects relating to the conformity of the
devices with the metrological requirements.



 

EU Quality Assurance Certificate
Regulation (EU) 2017/745, Annex XI Part A

MDR 761075 R000

First Issue Date: 2023-09-25 Starting Validity Date: 2024-05-09

Current Issue Date: 2024-05-09 Expiry Date: 2028-09-24

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.

Certificate History
(References to applicable Common Specifications, Harmonized Standards complied with, and the relevant test and audit
reports that support any of the below certificate changes may be requested from
Certificate.Verification@bsigroup.com)

Date Reference Number Action
2023-09-25 3566773 Issued
Current 30152906 Supplemented – Addition of Class Is devices



EU Quality Assurance Certificate (MDR) 
Pursuant to Regulation (EU) 2017/745 on Medical Devices,  Annex XI Part A 
(Class I Devices in sterile condition, with measuring function or reusable surgical instruments)
No. G21 078540 0013 Rev. 00

Page 1 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Changzhou Standard Medical
Devices Co., Ltd.
Tongjiang Road
Xinbei District
213022 Changzhou, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

SRN Manufacturer - CN-MF-000018989

Authorized
Representative:

MedPath GmbH
Mies-van-der-Rohe-Strasse 8, 80807 Munich, GERMANY

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in Article 10 
(9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories covered by the 
quality management system are described on the following page(s). 
The Report referenced below summarises the result of the assessment and includes reference to 
relevant CS, harmonized standards and test reports. The conformity assessment has been carried out 
according to Annex XI Part A of this regulation with a positive result. 
As applicable the involvement of the notified body is limited to the aspects relating to:
- establishing, securing and maintaining sterile conditions, 
- conformity of the devices with the metrological requirements,
- reuse of the device, in particular cleaning, disinfection, sterilization, maintenance and functional 
testing and the related instructions for use.
The certified quality assurance system is subject to periodical surveillance by TÜV SÜD Product 
Service GmbH. All applicable requirements of the testing and certification regulation of TÜV SÜD 
Group have to be complied with. For details and certificate validity see: www.tuvsud.com/ps-
cert?q=cert:G21 078540 0013 Rev. 00

Report No.: SH2270202

Valid from: 2023-05-16
Valid until: 2028-05-15

Christoph Dicks
Issue date: 2023-05-16 Head of Certification/Notified Body



EU Quality Assurance Certificate (MDR) 
Pursuant to Regulation (EU) 2017/745 on Medical Devices,  Annex XI Part A 
(Class I Devices in sterile condition, with measuring function or reusable surgical instruments)
No. G21 078540 0013 Rev. 00

Page 2 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
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Classification: Class I
Device Group: A06030301 - URINE COLLECTION BAGS 
Device Properties: MDS 1005.1 - Ethylene Oxide sterilization

Classification: Class I
Device Group: A06030302 - HOURLY DIURESIS MEASUREMENT SETS
Device Properties: MDS 1005.1 - Ethylene Oxide sterilization

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

- none -

Revision History:

Rev. Dated Report Description        
 00 2023-05-16 SH2270202 Initial issuance






























































