Uretici/ Manufacturer:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.§.
ibni Melek 0S8 Mh. Tosbi Yol 4 Sk. No: 29
35900 Tire - izmir - TURKEY

Onaylanmis Kurulus/ Notified Body: Kiwa Belgelendirme Hizmetleri A.5.(1984)
Adres/ Address: ITOSB 9. Cadde No:15 Tepedsren Tuzla — Istanbul / TURKIYE

Document id. - Rev. Number - Counter No:

DOC01-02-183

93/42/EEC Medikal Cihaz Yénetmeligi
Avrupa Uygunluk Deklarasyonu
European Declaration of Confarmity
to the Medicol Device Directive, 93/42/EEC

1984

: Steril/Non-Steril Solunum sisternleri ve infiizyon sistemleri / Sterila/Nan-Starile Brasthing Systems

Dokiiman KapsamifScope of the document
and Infusion Systems

Sterilizasyon Durumu/Sterilization Status

: Non-Steril / Non Sterilz

fl - Kural / Classification - Rul
Stntiontelrivia-kural ] Classifieetfon < Rikia :Sinif Il a-Kural 2f Class 1l @ -Rule 2

(MDD — Annex 9) / {ace. to MDD - Annex 1X)
Uygunluk Degerlendirme Yolu/ Confarmity Assessment Route 1 Ek VfAnnex V

Beyanname/ Declaration

1. Meditera Tibbi Malzeme Sanayi ve Ticaret A.S. bu beyannamenin iligkili oldugu yukaridaki iriinlerin CE Isaratini tasidigini ve 14 Haziran 1993 tarihli 2007/47/EC Direktif ile degistirilen 93/42 / EEC
sayili MDD Konsey Direktifinin, EEC de licretsiz dagitim, satisa izin veren tibbi cihazlarla ilgili yiiriirlikteki sartlarina uygun oldugunu beyan eder.

Meditera Tibbi Malzeme Sanayi ve Ticaret A3, deci
Council Diractive MDD 93/42/EEC of 14 Juna 1993 25 ameandad by diractive 2007/47/EC concarning madical davicas, wi

t

2. Yukarida belirtilen Direktifin gerektirdigi gibi; bu beyanname asagidaki dokiimanlar tarafindan desteklenir:
As required by the above mentioned Directive, this Declaration is supported by:
EC Sertifika Numaras-Onaylanmis Kurulus/£C Certificate MNo- Notified Sody
KYS Sertifika Numarasi-Onaylanmig Kurulug /QSys Certificate No-Netified Body

3. Tim destekleyici belgeler, iireticinin tesislerinde muhafaza edilir.

All supporting documentation is retained at the manufacturer’s premise,

4. Bu iirtinlerle ilgili olan harmonize standartlar asagidadir:

Harmenized standarts which arz related to these products are herzin below:

23 that the ahove products to which this declaration relates, bears tha CE Marking, and is in conformity with the applicable requirements of the
:h allows theirs free distribution, sale and circulation in EEC.

:1984-MDD-19-588- Kiwa Belgelendirme Hizmetleri A.$.(id. #1984)

: 31826401 - Szutest Uygunluk Degerlendirme AS

EN 150 10993-5

EN ISO 13485 EN 556-1
ENISO 15223-1 EN 15986
EN ISO 10993-1 EN ISO 14155

EN IS0 14971

EN 150 10993-7

EN 1SO 23328-1

EN 1SO 23328-2

EN IS0 9360-1
EN IS0 9360-2 EN 1SO 11607-2
EN 1041 EN SO 11607-1

Beyanname asafida EK I'de verilen kodlari kapsar:

The declaration covers the following codes in

Onaylayan/Approved by : Cansu ONERCAN
Pozisyon [ Position : Kalite Giivence Mithendisi/ Quality Assurance Engineer

Tarih / Date : 05.02.2020
Imza fSignature @

ANNEX |

. s

PRODUCT CODE

PRODUCT DESCRIPTION

AL-31200

ADULT OXYGEN THERAPY SET

Digitally signed by Bole
Date: 2021.09.26 08:07:
Reason: MoldSign Sign:
Location: Moldova
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Uretici/ Manufocturar: Document id. - Rev. Number - Counter No:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.§.

bni Melek OSB Mh. Tosbi Yol 4 Sk. No: 29 DOC01-02-184

35900 Tire - lzmir - TURKEY

Onaylanmug Kurulus/ Notified Sody: Kiwa Belgelendirme Hizmetleri A,$.(1984)
Adres/ Address: [TOSB 9. Cadde No:15 Tepedren Tuzla — [stanbul / TURKIYE

93/42/EEC Medikal Cihaz Yanetmeligi
Avrupa Uygunluk Deklarasyonu
European Declaration of Conformity
to the Medical Device Directive, 93/42/EEC 1984

: Steril/Non-Steril Solunum sisterleri ve Infiizyon sistemleri / Sterile/Mon-Starile Brazthing Systems

Dokiiman Kapsami/Scope of the document
P fscape of ; and Infusion Systems

Sterilizasyon Durumu/Sterilization Status : Non-Steril / Non Sterilz
Siniflandirma - Kural / Classification - Rule

: Sinif Il a -Kural 2/ Closs If @ -Rule 2
[ MDD — Annex 8) / {acc. to MDD —Annex 1X) el 2 ClaasTra:-Roke
Uygunluk Degerlendirme Yolu/ Conformity Assessment Route 1 Ek V/Annex v

Beyanname/ Declaraiion

1. Meditera Tibbi Malzeme Sanayi ve Ticaret A.§. bu beyannamenin iligkill oldugu yukandaki driinlerin CE Isaretini tasidigini ve 14 Haziran 1993 tarihli 2007/47/EC Direktif ile degistirilen 93/42 / EEC
sayili MDD Konsey Direktifinin, EEC de {icretsiz dagitim, satisa izin veren tibhi cihazlarla ilgili yGrirlikteki sartlarina uygun oldugunu beyan eder.
ive Ticaret A.$. declaras that the above products to which this d ing, and is in conformity with the applicable raquiremants of the

Cof 14 Jun=s 1993 as amendad by dirsctive 2007/47/EC concarning medical davi

sclaration relates, bears the CE Mark
which allows thei

Meditera Tibbi Malzeme Sana
Council Diractive MDD 93/42/

frae distrinution, sale and circulation in EEC.

2. Yukarida belirtilen Diraktifin gerektirdigi gibi; bu beyanname asagidaki dokiimanlar tarafindan desteklenir:
As required by the abave mentioned Directive, this Declaration is supperted by:
EC Sertifika Numarasi-Onaylanmig Kurulug/EC Certificare No- Notified Body :1984-MDD-19-588- Kiwa Belgelendirme Hizmetleri A.$.(id. #1984)
KYS Sertifika Numarasi-Onaylanmig Kurulus /QSys Certificate No-Notified Body : 31826401 - Szutest Uygunluk Degerlendirme A.S

3. T destekleyici belgeler, Greticinin tesislerinde muhafaza edilir.

All supporting decumentation is retained at the manufacturer’s premise

4, Bu firinlerle ilgili ofan harmonize standartlar agagidadir:

Harmonized standarts which are related to these products are herein befow:

EN 1SO 13485 EN 556-1
EN ISO 15223-1 EN 15986
EN 15O 10993-1 EN ISO 14155
EN 1SO 10993-5 EN S0 14571
EN ISO 10993-7 EN 15O 23328-1
EN 150 9360-1 EN IS0 23328-2
EN IS0 9360-2 EN ISO 11607-2
EN 1041 EN ISO 11607-1

Beyanname asagida EK I'de verilen kodlari kapsar:
ing codes in Annex L

Onaylayan/Appraved by Cansu ONERCAN -',l : B
Pozisyan / Position i Kalite Giivence Mihendisi/ Quolity Assurancs Enginesr / f A -
Tarih / Date i 05.02.2020 ]/ .
imza /Signature = i Y-
- <
ANNEX |
PRODUCT CODE PRODUCT DESCRIPTION v
AL-17300.V001 CATHETER MOUNT {ALTECH)

1/1




Ureticif Manufacturer: Document id. - Rev. Number - Counter No:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.5.
ibni Melek 0S8 Mh. Tosbi Yol 4 Sk. No: 29 DOCO01-02-185
35900 Tire - lzmir - TURKEY

Onaylannug Kurulug/ Notified Body: Kiwa Belgelendirme Hizmetleri A5.(1984)
Adres/ Address: ITOSB 9. Cadde No:15 Tepedren Tuzla — istanbul / TURKIYE

93/42/EEC Medikal Cihaz Yonetmeligi
Avrupa Uygunluk Deklarasyonu
Europeon Declaration of Conformity
to the Medical Device Directive, 93/42/EEC 1984

+ Steril/Non-Steril Solunum sistemleri ve infilzyon sistemleri / Sterile/Mon-Sterile Bresthing Systams

Dokiiman Kapsami/Scape of the document i
and Infusion Systems

Sterilizasyon Durumu/Sterilization Status : Non-Steril / Non Sterile
Simiflandirma - Kural / Classification - Rule

: Ila -Kural 2/ Class 1 @ -Rule 2
(MDD — Annex 9) / {ace. to MDD — Annex iX) Sl e A
Uygunluk Degerlendirme Yolu/ Conformity Assessment Route 1 EkV/Annex V

Beyanname/ Declaraticn

1. Meditera Tibbi Malzemne Sanayi ve Ticaret A.S. bu beyannamenin ilikili oldugu yukaridaki iiriinlerin CE Isaretini tasidigini ve 14 Haziran 1993 tarihli 2007/47/EC Direktif ile degistirilen 93/42 / EEC
sayill MDD Konsey Direktifinin, EEC de licretsiz dagitim, satisa izin veren tibbi cihazlarla ilgili ylrUrlikteki sartlanna uygun oldugunu beyan eder.

& Ticaret A.S. declares that the abova products to which this declaration ralates, bears the CE Marking, and is in conformity with the applicable requirements of the
, which allows thsirs frae distribution, sale and circulation in EEC.

Neditera Tibbi Malzema Sa
Council Directive MDD 93

2/EEC of 14 Juna 1893 as amendad by directive 2007/47/EC concerning madical dev

2. Yukanida belirtilen Direktifin gerektirdigi gibi; bu beyanname asagidaki dokiimanlar tarafindan desteklenir:
As required by the above mentioned Directive, this Declaration Is supparted by:
EC Sertifika Numarasi-Onaylanmis Kurulug/£C Certificete Ne- Notified Sody :1984-MDD-19-588- Kiwa Belgelendirme Hizmetleri A.5.(id. #19284)
KYS Sertifika Numaras-Onaylanmig Kurulug /QSys Certificate No-Notifizd Body 31826401 - Szutest Uygunluk Degerlendirme A.$

3, Tiim destekleyici belgeler, Ureticinin tesislerinde muhafaza edilir.
Alf supporting decumentation is retained at the manufacturer’s premise.

4. Bu Uriinlerle ilgili olan harmonize standartlar agagidadir:
stendarts which are related to these products are herein below:

EN 1SO 13485 EN 556-1
EN IS0 15223-1 EN 15986
EN 150 10993-1 EN IS0 14155
EN [50 10993-5 EN 1SO 14571
EN 150 10993-7 EN ISO 23328-1
EN IS0 9360-1 EN ISO 23328-2
EN 15O 9360-2 ENISO 11607-2
EN 1041 EN ISO 11607-1

Beyanname asapida EK I'de verilen kodlar kapsar:

The declaration covers the following codes in Annex |,

Onaylayan/Approved by : Cansu ONERCAN
Pozisyon / Position : Kalite Giivence Miihendisi/ Quolity Assurance ineer
Tarih / Date H 05.02.2020 M

imza /Signature

ANNEX |

Y PRODUCT CODE PRODUCT DESCRIPTION

AL-4711-020/2.V001 SINGLE HEATED WIRE CIRCUIT




Uretici/ Manufacturer: Document id. - Rev. Number - Counter No:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S.

Ibni Melek 0SB Mh. Tosbi Yol 4 Sk. No: 29 D 0 CO 1 "'02 & 1 8 6

35900 Tire - fzmir - TURKEY

Onaylannus Kurulus/ Notified Body: Kiwa Belgelendirme Hizmetleri A.$.(1984)
Adres/ Address: ITOSB 9, Cadde No:15 Tepedren Tuzla — Istanbul / TURKIVE

93/42/EEC Medikal Cihaz Yonetmeligi
Avrupa Uygunluk Deklarasyonu
European Declaration of Conformity
1984

to the Medical Device Directive, 93/42/EEC

+ Steril/Non-Steril Solunum sistemleri ve Infizyon sistemleri / Starils/Non-Sterile Breathing Systems

Dekiiman Kapsami/Scope of the document
P /Scope of and Infusion Systems

Sterilizasyon Durumu/Sterilization Status : Non-Steril / Non Starile
Siniflandirma - Kural / Classification - Rule

{ MDD - Annex 9) / [occ, to MDD — Annex IX)
Uygunluk Degerlendirme Yolu/ Conformity Assessment Route 1 EkV/Annex V

Beyanname/ Declaration

S Il a -Kural 2/f Class Il o -Rule 2

1. Meditera Tibbi Malzeme Sanayi ve Ticaret A.§, bu beyannamenin iliskili oldugu yukandaki driinlerin CE Isaretini tasidigini ve 14 Haziran 1993 tarihli 2007/47/EC Direktif ile degistirilen 93/42 [ EEC
sayilt MDD Kensey Direktifinin, EEC de ficretsiz dagitim, satisa izin veren tibbi cihazlarla ilgili ytirtirlikteki sartlanna uygun oldugunu beyan eder.

= above praducts to which this declaration relates, bears the CE Marking, and is in conformi
=2 distribution, sale and circulation in EEC.

v with the applicable requiraments of the

Meditera Tibbi Malzeme Sanayive Ticaret A5, declares tf
Council Diractive MDD 93/42/EEC of 14 June 1993 as amendzd by dirsctive 2007/47/2

C concarning madical devicas, which allows theirs

2. Yukarida belirtilen Direktifin gerektirdigi gibi; bu beyanname asagidaki dokimanlar tarafindan desteklenir:
As required by the abave mentioned Directive, this Declaration is supported by:
EC Sertifika Numarasi-Onaylanmis Kurulus/EC Certificate No- Notified Body :1984-MDD-19-588- Kiwa Belgelendirme Hizmetleri A$.(id. #1984}
KYS Sertifika Nurnarasi-Onaylanmig Kurulug /QSys Cartificate No-Notified Body : 31826401 - Szutest Uygunluk Degerlendirme A

3. Tiim destekleyici belgeler, iireticinin tesislerinde muhafaza edilir.

All supparting decumentation s retained ot the manufacturer’s premise.

4. Bu iirtinlerle ilgili olan harmonize standartlar asagidadir:

Harmonized standarts which are related to these products ore herein below:

EN IS0 13485 EN 556-1
EN 15O 15223-1 EN 15986
ENISO 10993-1 EN 1SO 14155
EN 150 10693-5 EN IS0 14971
EN 1SO 10993-7 EN [SO 23328-1
EN 150 5360-1 EN ISO 23328-2
EN ISO 9360-2 EN 15O 11607-2

EN 1041 EN 15O 11607-1

Beyanname asagida EK I'de verilen kodlari kapsar:

The deciaratign covers the following codes in Annex L.

Onaylayan/Approved by : Cansu ONERCAN
Pozisyon / Position 2 Kalite Glivence Mihendisif Quality dssurance Engineer f y //-\
Tarih / Date H 05.02.2020

imza /Signature =

T

ANNEX |

PRODUCT CODE PRODUCT DESCRIPTION

AL-08016.V001 BACTERIA HME FILTER WITH SOFT CAP {ALTECH)

1/1




Uretici/ Manufocturer: Document id. - Rev. Number - Counter No:

Meditera Tibbi Malzeme Sanayi ve Ticaret A5,
ibni Melek 0S8 Mh. Tosbi Yol 4 Sk, No: 29 DOC01-02-187
35900 Tire - [zmir - TURKEY

Onaylanmig Kurulug/ Notified 8ody: Kiwa Belgelendirme Hizmetleri A.5.(1984)
Adres/ Address: [TOSB 9. Cadde No:15 Tepedren Tuzla - Istanbul / TURKIYE

93/42/EEC Medikal Cihaz Yénetmeligi
Avrupa Uygunluk Deklarasyonu
European Declaration of Conformity
to the Medical Device Directive, 93/42/EEC 1984

piokdisvian Kaps/Seapeiof the dostrient G Slerii,"Nr-m-Ste(il Solunum sisternleri ve infizyan sisterleri / Sterile/Non-Sterile Breathing Systems
and Infusion Systems

Sterilizasyon Durumu/Sterilization Status : Steril / Starile

Siniflandirma - Kural / Classification - Rule

:Sinif Il a -Kural 2/ Closs If g -Rule 2
{ MDD — Annex 9} / (acc. to MDD —Anaex 1X) il a Kuiral 2f Glass Il-a-<Rule
Uygunluk Degerlendirme Yolu/ Conformity Assessment Route :EkV/Aanex V

Beyanname/ Dec/aration

1. Meditera Tibbi Malzeme Sanayi ve Ticaret A.S. bu beyannamenin iligkili oldugu yukandaki riinlerin CE Isaretini tagidigini ve 14 Haziran 1993 tarihli 2007/47/EC Direktif ile degistirilen 93/42 / EEC

saylh MDD Konsey Direktifinin, EEC de {icretsiz dagitim, satiga izin veren tibbi cihazlarla ilgili yiirtrlikteki sartlarina uygun oldugunu beyan eder.
hat the above praducts to which this declaration ralates, bears the CE Marking, and is in conformity with the applicable requirements of the

bbi Malzemea Sanayi ve Ticaret A.S. declarze
Council Diractive MDD 93/42/FEC of 14 Ju 993 as amendad by diractiva 2007/47/EC concerning medical devices, which allows theirs frae distribution, sale and circulation in EEC,

2. Yukarida belirtilen Direktifin gerektirdigi gibi; bu beyanname asagidaki dokiimanlar tarafindan desteklenir:

As required by the abave mentioned Directive, this Daclaration is supported by
EC Sertifika Numarasi-Onaylanmis Kurulus/EC Certificate No- Notified Body :1984-MDD-19-588- Kiwa Belgelendirme Hizmetleri A.5.{id, #1984)

KYS Sertifika Numarasi-Onaylanmis Kurulus /QSys Cartificate No-Notified Body : 31826401 - Szutest Uygunluk Degerlendirme A.$

3. Tiim destekleyici belgeler, Greticinin tesislerinde muhafaza edilir.

All supporting documentatian is retained at the manufaciurer's premise.

4. Bu Griinlerle ilgili olan harmonize standartlar asagidadir:

Harmonized standarts which are related to these praducts are hersin below:

EN IS0 13485 EN 556-1
EN IS0 15223-1 EN 15986
EN I50 10993-1 EN ISO 14155
EN 150 10993-5 EN 150 14971

EN ISO 11737-1 EN SO 11737-2

EN 50 23328-1

EN ISO 10993-7

EN ISO 9360-1 EN 150 23328-2

EN IS0 8360-2 EN SO 11607-2

EN SO 11135-1 EN ISO 11607-1
EN 1041

Beyanname asagida EK I'de verilen kodlari kapsar:

The deciaration covers the foilawing codes in Annex .

Onaylayan/Approved by @ Cansu ONERCAN
Pozisyon / Position : Kalite Glvence Miihendisi/ Quolity Assurance Engineer
Tarih / Date s 05.02.2020

imza [Signature

ANNEX |

PRODUCT CODE PRODUCT DESCRIPTION

AL-11019-060.V002 BREATHING CIRCUIT (STERILE EO)

1/1
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