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SZUTEST

EC CERTIFICATE

AT SERTIFIKA

According to Annex V of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek V'e gore

Production Quality Assurance System
Uretim Kalite Gluvencesi

Certificate Number: 2195-MED-1816401

Sertifika Numarasi

Manufacturer: R Vent Medikal Uretim A.S.
Uretici 29 Ekim Mah. Balkan Cad. No:33 Torbah, Izmir, TURKIYE

Product(s): (1) Sterile and Non-Sterile Breathing Circuit Systems
Uriingfer) (1) Steril ve Sterit Olmayan Solunum Devre Sistemieri
(2) Sterile and Non-Sterile Breathing Filters
(2) Steril ve Steril Olmayan Solunum Filtreleri
(3) Sterile and Non-Sterile Catheter Mounts
{3) Stenl ve Stenit Olmayan Katater Baglantian
(4) Non-sterile Masks, BVM (Resuscitator}, O: & Aerosol Therapy Set
(4) Steril Olmayan Maskeler, BVM (Resusitatdr), Oz & Aeresol Terapi Sefi
(5) Sterile Closed Suction System
(5) Sterf Kapalr Emig Sistemi

Reference Report No: MMO0687-P004-R01, MM0687-P004-R02, MM0687-P005-R01
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex V, Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system covers those aspects
of manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and conforms to the provisions
of this Directive. The approved quality system is subject to surveillance pursuant to Annex V, Section 4 of Directive 93/42/EEC and
unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product{s). For class | devices
with sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concemed with the conformity of the devices with metrological requirements.

2195 Kimiik numaral Onaylanmis Kurulug Szulest, yukarida belirtilen Greticinin 93/42/AT Tibbi Cihaz Yonetmeligi EK V bolim
3'iine gbre bir kalite yonetim sistemi uyguladigmi, bu yonetim sisteminin ybnetmeli§in sadece bahsi gegen driiniin dretiminin gliveniik
kogullarint sadfama ve devam eftirme ile ilgili gerekiiliklerin kargiladigm beyan eder, Onaylanan bu kalite yinetim sistemi, 93/42/AT
Tibbi Cihaz Ydnetmeligi EK V, boliim 4'e gbre periyodik olarak gbzetime ve habersiz saha denetimierine tabidir.

Uretici, drinferinin fasanminda ve yapisinda gerpeklestirditii Gnemii dedisikiideri Szutest'e bildirmek zorundadir. Steril
kondisyondaki sinif | dranler igin kalite yonetim sistemi degerfendirmesi liretimin steril kondisyonin sadlanmas ve korunmasiyla
limitlidir. Olgiim fonksiyonlu sinif | Griinler igin Kalite yénetim sistemi dederiendirmesi drefimin cihaziann metrolojik sartlara uyumunu
saglamasiyla limitlidir.

This EC certificate is valid till 2024-05-26.
Bu AT Sertifikasi 2024-05-26 tarihine kadar gegeriid

Issue Date/Yayn Tarihi: 2018-06-13 _ Rukiye BALKAN
Revision No./ Revizyon No.: 02 Rev./Rev. : Deputy General Manager
Revision Date/ Revizyon Tarihi: 2020-06-26 Genel Midiir Yardimcisi

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tathsu Mahallesi, Akif Inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr




SZUTEST

CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI
According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yénetmeligi Madde 120(3)'ye gére

Effected Certificate Number(s): 2195-MED-1816401
Etkilenen Sertifika Numarasi(lar):

Manufacturer: R Vent Medikal Uretim A.S.
Uretici Yazibasi Mah. Balkan Cad. iztipsan Apt. No:33/1 Torbali, lzmir, TURKIYE

Product(s): (1) Sterile and Non-Sterile Breathing Circuit Systems
Uriin(ler) (1) Steril ve Steril Olmayan Solunum Devre Sistemleri
(2) Sterile and Non-Sterile Breathing Filters
(2) Steril ve Steril Olmayan Solunum Filtreleri
(3) Sterile and Non-Sterile Catheter Mounts
(3) Steril ve Steril Olmayan Katater Baglantilari
(4) Non-sterile Masks, BVM (Resuscitator), O; & Aerosol Therapy Set
(4) Steril Olmayan Maskeler, BVM (Resusitator), Oz & Aeresol Terapi Seti
(5) Sterile Closed Suction System
(5) Stenl Kapali Emig Sistemi

Model(s): No change
Model(ler) Degisiklik mevcut dedildir.

Reference Report No: MMO678-P008-R01
Referans Rapor No

Definition of the Change: Address change
Degigikligin Tanmi Adres dedigikligi

SZUTEST, Notified Body 2185, declares and the above mentioned manufacturer has initiated an insignificant change according to
Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s) has been
changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2185 kimlik numarall Onaylanmis Kurulug SZUTEST, yukarida belirtilen dreticinin (AB) 2017/745 Regiilasyonu Madde 120(3)'e ve
MDCG 2020-3 rehber dokimarnina gére &nemli olmayan bir degisikiik yardttiging ve bu sebeple etkilenen 93/42/AT sertifika(lar)indaki
bilgilerin yukaridaki gibi degistigini beyan eder.

Bu dokiiman yetkili otoriteler i¢in bir onay niteli§inde olup farkli bir amagla kullanilamaz.

T
MER
_Iﬁut :E_-;J,-.N

e\ S

Issue Date/Yayin Tarihi: 2022-02-18 - 0% T Rukiye BALKAN
. . Deputy General Manager
Genel Maddr Yardimeist

SZUTEST UYGUNLUK DEGERLENDIRME A.S.
Tatlisu Mahaltes), Akif inar Sk. No:1 Umraniye 34774 iISTANBUL / TURKIYE

Szutest.com.tr




SZUTE ST NOTIFIED BODY CONFIRMATION LETTER

KonFormititsbewertungsstelle GmbH

NOTIFIED BODY CONFIRMATION LETTER
No: MD004S-CL-01

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 Regulation {EU) 2017/745 and implementing Regulation (EU) 2023/1194 amending
implementing Regulation {EU} 2022/2346 as regards the transitional provisions for certain medical devices.

This etter confirms that SZUTEST Konformititshewertungsstelle GmbH, a Notified Body {NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 2975 on NANDO, has received a formal application in accordance with Section
4.3, first subparagraph of Annex VIl of MDR and has signed a written agreement in accerdance with Section 4.3, second
subparagraph of Annex VIl of MDR with the following manufacturer:

Company Name R Vent Medikal Uretim A.S.
Address Yazibag! Mah. Balkan Cad. iztipsan Apt. No:33/1 Torbali, izmir, TORKIYE
SRN Number {if available) TR-MF-000028282

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
SZUTEST Konformitdtsbewertungsstelle GmbH is also responsible for appropriate surveillance of the corresponding devices
under the applicable Directive. Table 2 identifies the devices for which an MDR application has been received and a written
agreement concluded, but SZUTEST Konformititsbewertungsstelle GmbH has not vet taken responsibility for appropriate
surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under 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 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
MBDR 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
with the other conditions specified in Article 120.3¢ of MDR {as amended by (EU} 2023/607), are shown below:
* 31 December 2027 for Class IIl 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 I|b devices, Class lla, Class | 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
¢ 31 December 2028 for Annex XVI products which do not require a clinical investigation.
31 December 2029 for Annex XVI products which require a clinical investigation.

On behalf of SZUTEST Konformititsbewertungsstelle GmbH,

MEHMET ISIKLAR
General Manager

-

|
SZUTEST Konformititsbewertungsstelle GmbH-NB 2975
der’ich-'aben-Anlage 36 D-60325 Frankfurt am Main /GERMANY

[] ] 55 [8] 7o check the validity of this confirmation fetter please scan the barcode. To manually check, go to
=  https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
further information please contact md_canfirmation@szutest-germany.de

1/3 FR.MED.203 R.04



Sz UTE ST NOTIFIED BODY CONFIRMATION LETTER

Konformitdtsbewertungsstelle GmbH

Table 1: Devices covered by this letter and for which SZUTEST Konformitdtsbewertungsstelle GmbH is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or MDR Device classification {as If the MDR device is a MDD Certificate Reference{s}
Basic UDI-DI proposed by the manufacturer  substitute device, identification  of the devices under MDR
{Under MDR and verified at the pre- of the corresponding MDD application, and the NB
application) application stage) device Identification

Sterile and Non- Class lla Same Certificate #1; 2195-MED-
Sterile Breathing 1816401

Circuit Systems Revision No:2

Revision Date: 26.06.2020
Issue Date:13.06.2018
Expiry Date:26.05.2024
NB2195: Szutest Uyguniuk
Degerlendirme A.S.

Sterile and Non- Class lla Same Certificate #1; 2195-MED-
Sterile Breathing 1816401
Filters Revision No:2

Revision Date: 26.06.2020
Issue Date;13.06.2018
Expiry Date:26.05.2024
NB2195: Szutest Uygunluk
Degerlendirme A.S.

Sterile and Non- Class lla Same Certificate #1; 2195-MED-
Sterile Catheter 1816401
Mounts Revision No:2

Revision Date: 26.06.2020
Issue Date:13.06.2018
Expiry Date:26.05.2024
NB2195: Szutest Uygunluk
Degerlendirme A.S.

Non-sterile Masks, Class Ha Same Certificate #1; 2195-MED-
BYM (Resuscitator) 1816401
Revision No:2

Revisign Date: 26.06.2020
issue Date:13.06.2018
Expiry Date:26.05.2024
NB2195: Szutest Uygunluk
Degerlendirme A.S.

Sterile Closed Class lla Same Certificate #1; 2195-MED-
Suction System 1816401
Revision Ng:2

Revision Date: 26.06.2020
Issue Date:13.06.2018
Expiry Date:26.05.2024
NB2195; Szutest Uygunluk
Degerlendirme A.S.

E To check the validity of this confirmation letter please scan the barcode. To manually check, go to
=~ https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
il j further information please contact md_confirmation@szutest-germany.de
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SZUTEST

Konformitatsbewertungsstelle GmbH

NOTIFIED BODY CONFIRMATION LETTER

Table 2: Devices covered by this letter and for which SZUTEST Konformitéitshewertungsstelle GmbH is NOT responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or

Basic UDI-DI
{Under MDR
application)
N/A

MDR Device classification (as If the MDR device is a MDD Certificate Reference(s) of
proposed by the manufacturer substitute device, the devices under MDR
and verified at the pre- identification of the application, and the NB

application stage)
N/A

Confirmation Letter Revision History

Date

2024/04/03
2024/09/25
2024/09/27

Version of the letter
MDO045-CL-01
MD0045-CL-01
MDO04S-CL-01

. corresponding MDD device Identification
N/A N/A

Action

Initial issue

02 & Aerosol Therapy Set were removed from the list.

The products have been transferred from Table 2 to Table 1.

To check the validity of this confirmation letter please scan the barcode. To manually check, goto
https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For

further information please contact md_cenfirmation@szutest-germany.de

3/3 FR.MED.203 R.04
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