CERTIFICATE

Kiwa

AT Sertifikasi
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yénetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-19-588
Agsagida bahsi gegen kurulugun iiretim kalite giivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine gore yapildigini
beyan ederiz. Uretim kalite giivence sisteminin yukarida bahsi gegen yénetmeligin
ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

MEDITERA TIBBi MALZEME
SANAYi VE TICARET ANONIM SiRKETI

IBNI MELEK OSB. MH. TOSBI YOL 4 SK. NO:29 35900 TiRE / iZMIR - TORKIYE

Uriinler: Solunum Devreleri, Isitici Telli Devre, Anestezi Balonu, Solunum Maskesi,
Filtre, IV Set ve Konnektérler, Kateter Mount, Enjektér Kilit Adaptérii, Biyosidal
Aparati

Uriinler, sertifikanin bir parcasi olan ekte tamimlanmig olup, ek bir sayfadan

olusmaktadir. Sertifika son kullanma tarihine kadar gegcerli olup periyodik gdzetim
denetimlerinin basan ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa
Belgelendirme Hizmetleri’ne basvurunuz.

Rapor No: M.5419.02

ilk Yayim Tarihi: 17 Nisan 2019
Son Yayim Tarihi: 14 Nisan 2021
Revizyon Numarasi: 02

Son Gegerlilik Tarihi: 16 Nisan 2024

Bu sertifika kapsaminda olan Sinif Is {iriinler igin Kiwa Belgelendirme Hizmetleri
A.3., Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak steril sartlarin glivence altina
alinmasi ve muhafaza edilmesi ile ilgili Giretim yénleriyle sinirl olan kalite sistemini
denetlemis ve kalite sisteminin Tibbi Cihaz Yonetmeligi Ek V'deki uygulanabilir
sartlar karsifadigini tespit etmistir.

I
Muhtesem Gdékhan Yiicel

14 Ni 21, i |, Thrki
Nisan 2021, Istanbul, Turkiye Onaylanmis Kurulus Baskani

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Tiirkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com.tr



CERTIFICATE

Kiwa
AT Sertifikasi Eki: Sayfa 1/1
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V
Sertifika No: 1984-MDD-19-588, Revizyon Numarasi: 02

ilgili tibbi cihazlar;

Oriin: Solunum Devreleri

Tipleri: Ventilasyon Devreleri, Anestezi Devreleri, Ozel Devreler, Yan Kapal
Devreler / APL Valfli Devreler, BPAP Devreler, IPPB Devreler, CPAP Devreler,
Proksimal Basing Hath Devreler, Coaxial Devreler, T Devreler, Chambers,
Aspiarasyon Hortumlari, BVM Resusitatérler, Gaz Ornekleme Hatlari, Devreler igin
Nebulizasyon Pargalar

Oriin: Isitici Telli Devreler
Uriin: Anestezi Balonlan

Oriin: Solunum Maskesi
Tipleri: Anestezi Maskeleri, Oksijen / Aerosol Terapi Maskeleri

Uriin: Filtre
Tipleri: Solunum Filtreleri

Uriin: IV Set ve Konnektérler
Tipleri: infiizyon Setleri, Uzatma Setleri, Inflizyon Konnektérleri

Uriin: Kateter Mount
Uriin: Enjektor Kilit Adaptéri
Uriin: Biyosidal Aparati

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda bir
onaylanmis kurulug olup kimlik numarasi 1984 tiir.

Muhtesem Gdkhan Yiicel

14 Nisan 2021, Istanbul, Tirkiye Onaylanmis Kurulus Baskan:

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com.tr
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EC Certificate

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-19-588
We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

MEDITERA TIBBi MALZEME
SANAYi VE TICARET ANONiM SIRKETi

IBNi MELEK OSB. MH. TOSBi YOL 4 SK. NO:29 35900 TiRE / 1ZMIR - TURKEY

Products: Breathing Circuits, Heated Wire Circuits, Anestheasia Bags, Breathing
Masks, Filters, IV Sets ve Connectors, Catheter Mounts, Syringe Lock Adaptor,
Biocidal Applicator

The products defined at the enclosure which is the part of this certificate and

contains one page. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5419.02

Date of first issue: 17 April 2019

Date of last issue: 14 April 2021

Revision Number: 02

Expiry Date: 16 April 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MDD Annex V and found that the quality system meets the
applicable requirements in MDD Annex V for Class Is devices covered by this
certificate.

Muhtesem Gékhan Yiicel

14 April 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr



CERTIFICATE

kiwa?™
Enclosure of the EC Certificate: Page 1/1

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V
Certificate Number: 1984-MDD-19-588, Revision Number: 02

Concerned medical devices;

Product: Breathing Circuits

Types: Ventilation Circuits, Anestheasia Circuits, Special Circuits, Semi-Closed
Circuits / APL Valve Circuits, BPAP Circuits, IPPB Circuits, CPAP Circuits, Proximal
Pressure Line Circuits, Coaxial Circuits, T Circuits, Chambers, Aspiration Tubes, BVM
Resuscitators, Gas Sampling Lines, Nebulizer Parts for Breathing Circuits

Product: Heated Wire Circuits

Product: Anestheasia Bags

Product: Breathing Masks
Types: Anestheasia Masks, Oxygen / Aerosol Therapy Masks

Product: Filters
Types: Breathing Filters

Product: IV Sets ve Connectors
Types: Infusion Sets, Extension Lines, Infusion Connectors

Product: Catheter Mounts
Product: Syringe Lock Adaptor
Product: Biocidal Applicator

Kiwa Belgelendirme Hizmetleri A.$. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

Head of Notified Bodyl

14 April 2021, Istanbul, Turkey Muhtesem Gékhan Yiicel

Kiwa Belgelendirme Hizmetleri A.$.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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CE sertifikatas

Produkcijos Kokybés Uztikrinimo sistema
pagal Medicinos priemoniy direktyva 93/42/EEC priedas-V

Sertifikato numeris 1984-MDD-19-588

Patvirtiname, kad kokybés ivertinimas buvo atliktas laikantis nacionaliniy teisés akty, kurie taikomi
toliau pasiraSiusiam subjektui, reikalavimy, pagal Direktyvos 93/42 dél medicinos prietaisy V
prieda. Mes patvirtiname, kad produkcijos kokybés sistema atitinka atitinkamas minéty teisés akty
nuostatas.

Renggjas:
ALTERA TIBBI MALZEME
SANAYI VE TICARET ANONIM SIRKETI

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

Produktai: Kvépavimo kontiirai, Sildomi kontiirai, anesteziniai krepsiai, kvépavimo kaukés, filtrai,
IV rinkiniai ir konektoriai, paciento jungtys, Svirksty adapteriai, biocidinis aplikatorius

Produktai i§vardinti virSuje, yra Sio sertifikato dalis, kurj sudaro vienas puslapis. Sertifikatas galioja
iki galiojimo pabaigos, s¢kmingai atlikus periodinius priezitros auditus. PraSome susisiekti su Kiwa,
deél detaliy.

Ataskaitos nr: M.5419.02

Pirmo iSdavimo data: 2019 m balandzio 17 d.
Paskutinio iSdavimo data: 2021 m balandzio 14 d.
Perziiiros numeris: 02

Galioja iki: 2024 balandzio 16 d.

,,Kiwa sertifikavimo paslaugos‘ patikrino kokybés sistema, apibrézta gamybos aspektais, susijusiais
su steriliy sglygy uztikrinimu ir palaikymu pagal MDD V prieda, ir nustaté, kad kokybés sistema
atitinka MDD V priedo reikalavimus, taikomus priemonéms, kurioms taikomas $is sertifikatas.

<paraSas>
Notifikuotosios jstaigos vadovas
Muhtesem Gokhan Yucel

2021 m balandzio 14 d., Stambulas, Turkija

<Kiwa rekvizitai>
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CE sertifikato priedas:

Produkcijos Kokybés Sistema pagal Medicinos Priemoniy direktyva 93/42/ECC Priedas V
Sertifikato numeris: 1984-MDD-19-588, Perziiiros numeris: 02

Susijusios medicinos priemonés:

Produktas: Kvépavimo konturai

Tipai: Ventiliavimo kontirai, anestezijos kontiirai, specialiis konturai, pusiau uzdari konttrai/ APL
voztuvo kontiirai, BPAP kontiirai, IPPB kontiirai, CPAP kontiirai, proksimaliniy spaudimo linijy
konturai, koaksialiniai konttrai, T konttirai, kameros, aspiracijos vamzdeliai, gaivinimo maisai,
dujy monitoravimo linijos, nebulaizeriy dalys kvépavimo kontiirams.

Produktas: Sildomi kontiirai

Produktas: Anesteziniai krepSiai

Produktas: Kvépavimo kaukes
Tipai: Anestezinés kaukés, deguonies/ aerozolio terapijos kaukes

Produktas: Filtrai
Tipai: Kvépavimo filtrai

Produktas: IV rinkiniai ir konektoriai
Tipai: Infuzijos rinkiniai, prailginimo linijos, infuzijos konektoriai

Produktas: Paciento jungtys
Produktas: Svirksto adapteris
Produktas: Biocidinis aplikatorius

,,Kiwa Sertifikavimo paslaugos‘ yra notifikuotoji jstaiga pagal Tarybos direktyva medicinos
priemonéms 93/42/EEC su identifikavimo numeriu: 1984

<paraSas>
Notifikuotosios jstaigos vadovas
Muhtesem Gokhan Yucel

2021 m. balandzio 14 d., Stambulas, Turkija

<Kiwa rekvizitai>



CERTIFICATE

kiwa

AT Sertifikasi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-19-588
Asagida bahsi gecen kurulusun Gretim kalite glivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine gére yapildigini
beyan ederiz. Uretim kalite giivence sisteminin yukarida bahsi gecen yonetmeligin
ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

MEDITERA TIBBi MALZEME
SANAYi VE TiCARET ANONIM SiRKETi

IBNI MELEK OSB. MH. TOSBI YOL 4 SK. NO:29 35900 TiRE / iZMIR - TURKIYE

Uriinler: Solunum Devreleri, Isitict Telli Devre, Anestezi Balonu, Solunum Maskesi,
Filtre, IV Set ve Konnektorler, Kateter Mount, Enjektor Kilit Adaptoéri

Uriinler, sertifikanin bir parcasi olan ekte tanimlanmis olup, ek bir sayfadan
olusmaktadir. Sertifika son kullanma tarihine kadar gegerli olup periyodik gdzetim
denetimlerinin basari ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa
Belgelendirme Hizmetleri’ne basvurunuz.

Rapor No: M.5419.01

ilk Yayim Tarihi: 17 Nisan 2019
Son Yayim Tarihi: 02 Ekim 2019
Revizyon Numarasi: 01

Son Gegerlilik Tarihi: 16 Nisan 2024

Bu sertifika kapsaminda olan Sinif Is Grinler igin Kiwa Belgelendirme Hizmetleri
A.S., Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak steril sartlarin giivence altina
alinmasi ve muhafaza edilmesi ile ilgili tiretim y6nleriyle sinirli olan kalite sistemini
denetlemis ve kalite sisteminin Tibbi Cihaz Yonetmeligi Ek V'deki uygulanabilir
sartlari karsiladigini tespit etmistir.

/|
Muhtesem Gokhan Yiicel

02 Ekim 2019, Istanbul, Tiirkiye Cirseryinrons Kaarudls Baskeam

Kiwa Belgelendirme Hizmetleri A.S.

iTOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com.tr



CERTIFICATE
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AT Sertifikasi Eki: Sayfa1/1
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika No: 1984-MDD-19-588, Revizyon Numarasi:01

ilgili tibbi cihazlar;

Uriin: Solunum Devreleri Sinif: lla
Tipleri: Ventilasyon Devreleri, Anestezi Devreleri, Ozel Devreler, Yari Kapal
Devreler / APL Valfli Devreler, BPAP Devreler, IPPB Devreler, CPAP Devreler,
Proksimal Basing Hath Devreler, Coaxial Devreler, T Devreler, Chambers,
Aspiarasyon Hortumlari, BVM Resusitatérler, Gaz Ornekleme Hatlari, Devreler igin
Nebulizasyon Pargalari

Uriin: Isitici Telli Devreler Sinif: lla
Uriin: Anestezi Balonlari Sinif: lla
Uriin: Solunum Maskesi Sinif: lla

Tipleri: Anestezi Maskeleri, Oksijen / Aerosol Terapi Maskeleri

Uriin: Filtre Sinif: lla
Tipleri: Solunum Filtreleri

Uriin: IV Set ve Konnektorler Sinif: [la
Tipleri: infiizyon Setleri, Uzatma Setleri, Infiizyon Konnektorleri

Uriin: Kateter Mount Sinif: Ila
Uriin: Enjektor Kilit Adaptorii Sinif: Is

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi 93/42/AT altinda bir
onaylanmig kurulus olup kimlik numarasi 1984'tiir.

N A. .

Muhtesem Gokhan Yiicel

02 Ekim 2019, Istanbul, Turkiye cinaglanimne Rurulus Baskans

Kiwa Belgelendirme Hizmetleri A.$.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, istanbul, Tirkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr, e-posta: posta@kiwa.com.tr
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kiwa
EC Certificate
Production Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-19-588
We hereby declare that an examination has been carried out following the

requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

MEDITERA TIBBi MALZEME

SANAYI VE TiCARET

iBNi MELEK OSB. MH. TOSBI YOL 4 SK. NO:29 35900 TiRE / iZMiR - TURKEY

Products: Breathing Circuits, Heated Wire Circuits, Anestheasia Bags, Breathing
Masks, Filters, IV Sets ve Connectors, Catheter Mounts, Syringe Lock Adaptor

The products defined at the enclosure which is the part of this certificate and
contains one page. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5419.01

Date of first issue: 17 April 2019

Date of last issue: 02 October 2019

Revision Number: 01

Expiry Date: 16 April 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MDD Annex V and found that the quality system meets the
applicable requirements in MDD Annex V for Class Is devices covered by this
certificate.

|
Muhtesem Gdkhan Yiicel

02 October 2019, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr



CERTIFICATE
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Enclosure of the EC Certificate: Page 1/1
Production Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-19-588, Revision Number:01

Concerned medical devices;

Product: Breathing Circuits Class: lla
Types: Ventilation Circuits, Anestheasia Circuits, Special Circuits, Semi-Closed
Circuits / APL Valve Circuits, BPAP Circuits, IPPB Circuits, CPAP Circuits, Proximal
Pressure Line Circuits, Coaxial Circuits, T Circuits, Chambers, Aspiration Tubes, BVM
Resuscitators, Gas Sampling Lines, Nebulizer Parts for Breathing Circuits

Product: Heated Wire Circuits Class: lla
Product: Anestheasia Bags Class: lla
Product: Breathing Masks Class: lla

Types: Anestheasia Masks, Oxygen / Aerosol Therapy Masks

Product: Filters Class: lla
Types: Breathing Filters

Product: IV Sets ve Connectors Class: lla
Types: Infusion Sets, Extension Lines, Infusion Connectors

Product: Catheter Mounts Class: lla
Product: Syringe Lock Adaptor Class: Is

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

M\

I

Head of Notified Body

02 October 2019, Istanbul, Turkey Muhtesem Gakhan Yieel

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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Kiwa Belgelendirme Hizmetleri A.§.

Notified Body Confirmation Letter |.T.0.8.B 9. Cadde No: 15
Tepedren Mevkii PK 34959
Tuzla Istanbul
Tiirkiye
Subject/Konu: Continuation of Surveillance Audits in the Context of
MDD Certificate Extension Tel. +90 216 593 25 75
MDD Sertifikasinin Uzatiimasi Baglaminda Gézetim Denetimlerinin Faks +80 216 693 2574
Devami osta@kiwa.com.tr

www.kiwa.com

Date/Tarih: 26.02.2024 www. 1kiwa.com
Reference No/Referans Numarasr: MY-24-002703

To whom it may concern,
Sayin Yetkili,

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.

AB) 2017/745 sayili ve (AB) 2017/746 sayih Tiiziikleri belirli Tibbi cihazlarin ve in vitro tani amagl
Tibbi cihazlarin gegis hiikiimlerini tadil eden 2023/607 Sayili Avrupa Parlamentosu ve Konsey
Tiziga” Sayih Ydénetmelik cergevesinde, resmi bir bagvurunun durumunun onaylanmasi, yazili
anlagma ve uygun gézetim.

This letter confirms that, Kiwa Cermet Italia SPA a Notified Body (NB) designated against Regulation
(EU) 2017/745 (MDR) and identified by the number 0476 on NANDQ, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VI of MDR and has signed
a written agreement MDR Agreement No: CERBO(147622 in accordance with Section 4.3, second
subparagraph of Annex Vil of MDR with the following manufacturer

Bu mektup, (AB) 2017/745 Sayih Ybénetmelik (MDR) kapsaminda atanan ve NANDOQO'da 0476
numarasi ile tanimlanan bir Bildirilmis Kurulug (NB) olan Kiwa Cermet Italia SPA'nin, MDR'nin Ek
Vil'nin 4.3. maddesi birinci alt paragrafina uygun olarak altnan resmi bir bagvuruyu ve MDR'nin Ek
Vil'nin 4.3. maddesi ikinci alt paragrafina uygun olarak imzalanan MDR Soézlesme No:
CERBO0147622 yazili anlasmay: agagidaki lretici ile gergeklegtirdigini teyit etmektedir.

Meditera Tibbi Malzeme San. ve Tic. A.S.
ibni Melek OSB Mah. TOSBI Yol 4 Sok. No: 29 Tire Organize Sanayi
Balgesi, Tire / izmir / Turkey

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
with-drawn, 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 in ac-
cordance with Article 59(1) of the MDR or

- provided evidence that a competent authority of a Member State had granted an exemption from
the applicable conformity assessment procedure in accordance with Article 97(1) of the MDR re-
spectively,

1/2
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90/385/EEC Sayil Direktif (AIMDD) veya 93/42/EEC Sayil Direktif (MDD) kapsaminda diizenlenen
ve 26 Mayis 2021 tarihinden sonra ve 20 Mart 2023 tarihinden énce siiresi dolan ve geri gekilmemis
sertifikali cihazlar durumunda, bu mektup ayrica sunlari da teyit etmektedir:

-Uretici, MDD/AIMDD sertifikasinin siiresi dolmadan énce MDR kapsaminda yazili anlagmayi

imzalamigtir; veya

-Bir AB iiye devletinin yetkili makaminin, MDR'nin 59(1) maddesine uygun olarak bir muafiyet

verdigine dair kanit sunulmugtur; veya

-Bir AB (iye devietinin yetkili makaminin, MDR'nin 97(1) maddesine uygun olarak gegerli uyguniuk
degerlendirme prosediiriinden muafiyet verdigine dair kanit sunulmugtur.

On 10.01.2024, an application was submitted to our organization for MDD surveillance audits of the
products specified in Annex-l, and the contract with Reference Number QUO-188829-X1V2Y5 was
signed on 05.02.2024. In this context, the company's audits will be continued by Kiwa Certification

Services Inc. until 26.09.2024.

10.01.2024 tarihinde, Ek-I'de belirtilen iiriinlerin MDD denetim denetimleri igin kurulugsumuza bagvuruda
bulunulmusg ve 05.02.2024 tarihinde QUO-188829-X1V2Y5 referans numarali sézlesme imzalanmigtir.
Bu baglamda, sirketin denetimleri Kiwa Belgelendirme Hizmetleri A.$. tarafindan 26.09.2024 tarihine

kadar devam ettirilecektir.

Annex-I: Certificate Information
Ek-I: Sertifika bilgileri

Notified Products Certificate Valid Regulation
Body/Onayl [Cihazlar Number/Sertifika Date/ /Yénetmelik
Kurulug Numarasi Gegerlilik
Tarihi
-Breathing Circuit/Solunum
Devreleri
- Heated Wire Circuits/Isitict
Telli Devreler
- IV Sets and Connectors//V
Set ve Konnektdrier
Kiwa - Syringe Lock Adapter/Siringa
Belgelendirme Kilit Adaptori 1984-MDD-19-588 16.04.2024 93/42/AT
Hizmetleri A.$. - Biocidal Applicator/Biyosidal
Aparati
- Filters/Filtre
- Catheter Mounts/Katater
Mount
- Aneshteasia Bags/Anestezi
Balonlari
- Breathing Mask/Solunum
Maskesi
Kind Regards,
Saygilanmla,
Debuty General Manager
Genel Midiir Yardimcist
Mehmet Fevzi Giiliinay
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