Signed by /
Podpisano przez:

) . Karolina
(\Buamedltgk Szereszewska

Date / Data:
2023-11-03 08:30

Uretici/ Manufocturer:

Meditera T:bbi Malzeme Sanayf ve Ticaret A5,

Ibni Melek Q5B M, Toshi Yol 4 Sk, Ne: 29

35900 Tire - lzanir - TURKEY

Onraylanms Kurulus/ Notiffed Body: Kiwa Belgelendirme Hizmetleri A.$.(1984)
Adres/ Address: [TOSB 9. Cadde No:15 Tepesren Tuzla —istanbul / TURKIYE

Document fd, - Rev. Number - Counter No:

DOC01-02-104

93/42/EEC Medikal Cihaz Yonetmeligi
Ayrupa Uygunluk Deklarasyonu
Europeon Declaration of Conformity
to the Medical Bevice Directive, 93/42/EEC

ce .,

: Sterli/Nan-5terll Solunum sistemleri ve Inflizyon sistemleri / Sterile/Non-Sterile Breathing Systems

Doktiman Kapsami/Scope of the document

and Enfusion Systems

Sterilizasyon Durumu/Sterifizetion Status : Starit -Mon Steril / Sterife-Non Sterile
Simflandirma - Kural / Classification - Rule  Sinif Il 2 -Kural 2/ Ciass i & -Aule 2

[ MDD ~ Annex 8} / foce. to MDD - Anniex 1X)
Uygunluk Defarlendirma Yolu/ Conformity Assessment Route i Ek V/Annex V

Beyanname/ Degioration

1. Meditera Tibbi Maizeme Sanayi ve Ticaret A.S. bu bayannamenin illskill oldugu yukandaki triinierin CE fsaretini tagidiiini ve 14 Haziran 1993 tarihli 2007/47/EC Direktif ile degistirilen 93/42 / £EC

sayil: MOD Kensey Direktifinin, EEC de iicretsiz dagitim, satisa izin veren tibbi cihaziarla #gili yurarilikteXi sartlarina uygun oldugunu beyap ader,

Meditera Tibbi Malzeme Sanayi ve Ticaret A5, declaras that the above products to which this declaration ralates, bears the CE Marking, and is in conformity with the applicable requirements of the
Council Directive MDD 23/42/EEC of 14 fune 1993 as amended by directive 2007/47/EC concerning medicai devices, which allows thairs free distribution, sale and circulation in EFC.

2. Yukarida belittilen Direktifin gerektirdiZf gibi; bu beyanname asagidaki dokiimanlar tarafindan destekienir:
As required by the above mentioned Directive, this Declaration is supported by:
EC Sertifika Numarasi-Onaylanmis Kurulus/EC Certificote No- Notified Bady
XY5 Sertifikz Numarasi-Onaylanmig Kurulug /QSys Certificats No-Notified Body

3, Ttim dastekleyici belgeler, Ureticinin tasisierinde muhafaza edfir.

Al supporting decumentation is retoined at the manufocturer’s premise.

4. Bu Griinlerle ilgili olan harmonize standartlar asagidadir:

Harmonized skandarts which are related to these products are herein below:

:1984-MDD-19-588- Kiwa Beigelandirme Hizmetleri A.5.(id, #1584}
: 31826401 - Szutest Uyguniuk Degarlendirme A5

EN I5C 13485 EN 556-1
E£N {50 15223-1 EN 15936
EN IS0 10993-1 EN 150 14155
EN IS0 105993-5 EN 150 14971

EN I5G 117371

EN SO 11737-2

EN 15O 109837

EN 150 23328-1

Beyanname agapida EKV'de verilen kodiar kapsar:

The decloration cavers the following codes in Annex ).

EN 150 9350-1 EN 50 23323-2

EN IS0 9360-2 EN 150 11607-2

ENISO 131351 EN 150 11607-1
EN 1041

OnaylayanfApproved by : Cansu ONERCEN
Potlsyon / Position H ! Kalite Gilvenca Mithendisi/ Quelity Assurence Engineer
Tarih / Date H v 43, 10,2019

fmza fSignature  :
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ANNEX |

PRODUCT CODE PRODUCT DESCIRIPTION
AL-0005 HUMIDIFICATION CHAMBER AUTOFEED
AL-0410-040/7.V003 JACKSON REEVES CIRCUIT
AL-0512 3MT GAS SAMPLING LINE (MALE-MALE CONNECTOR)
AL-0519 2MT GAS SAMPLING LINE (MALE-MALE CONNECTOR)

AL-07007.V002

0,5 LT BREATHING BAG NECPRENE (SINGLE PACKED)(ALTECH)

AL-07008.v002

1 LT BREATHING BAG NEOPRENE (SINGLE PACKED){ALTECH)

AL-07009.V002

2 LT BREATHING BAG NEQPRENE (SINGLE PACKED)ALTECH)

AL-08002.v005

BACTERIA FILTER WITH LUER LOCK CAP (BIAMEDITEK)

AL-080029.V005

BACTERIA FILTER WITH LUER LOCK CAP (STERILE EQO)(BIAMEDITEK)

AlL-080049.V004

BACTERIA FILTER MINI (STERILE EO)(BIAMEDITEK)

AL-08006.V005

BACTERIA HME FILTER WITH LUER LOCK CAP (BIAMEDITEK)

AL-080069.V005

BACTERIA HME FILTER (STERILE EO)(BIAMEDITEK)

AL-080089.V004

BACTERIA HME FILTER MINI (STERILE EO)(BIAMEDITEK)

AL-080149.v003

HME FILTER NEONATAL (STERILE EO)BIAMEDITEK)

AL-08022 V002

BACTERIA HME FILTER WITH LUER LOCK CAP PP (ALTECH)

AL-080229 V002

BACTERIA HME FILTER WITH LUER LOCK CAP PP (STERILE EQ){ALTECH)

AL-080228.v006

BACTERIA HME FILTER PP (STERILE EQ)(BIAMEDITEK)

AL-08023.V002

BACTERIA FILTER WITH LUER LOCK CAP PP (ALTECH)

AL-080239.v002

BACTERIA FILTER WITH LUER LOCK CAP PP (STERILE EQ) (ALTECH)

AL-080239.V006

BACTERIA FILTER PP (STERILE EQ} (BIAMEDITEK)

AL-08025.V004

TRACHEOSTOMY FILTER WITH HME PAPER (BIAMEDITEK)

AL-0802598.v003

TRACHEOSTOMY FILTER WITH HME PAPER (STERILE EOQ) (BIAMEDITEK)

AL-080319.V001

PEDIATRIC BACTERIAL/HME FILTER WITH SOFT CAP(STERILE EQ)

AL-080329.V001

NECNATAL BACTERIAL/HME FILTER WITH SOFT CAP(STERILE EQ)

AL-09000 ANESTHESIA MASK #0
AL-09001 ANESTHESIA MASK #1
AL-09002 ANESTHESIA MASK #2
AL-09003 ANESTHESIA MASK #3
AL-09004 ANESTHES|A MASK #4
AL-09005 ANESTHESIA MASK #5
AL-09051 PVC FREE ANESTHESIA MASK # 6
AL-09052 PVC FREE ANESTHESIA MASK # 1
AL-09053 PVC FREE ANESTHESIA MASK # 2
AL-08054 PVC FREE ANESTHESIA MASK # 3
AL-09055 PVC FREE ANESTHESIA MASK # 4
AL-09056 PVC FREE ANESTHESIA MASK # 5

AL-10009.V004

CATHETER MOUNT (STERILE EO) (BIAMEDITEK)

AL-1100.V010

BREATHING CIRCUIT

AL-1100.V020

BREATHING CIRCUIT

AL-11009.V002

BREATHING CIRCUIT (STERILE EQ)

AL-1101-060.V008

BREATHING CIRCUIT

AL-1101-060.V015

BREATHING CIRCUIT

AL-11100.V002

BREATHING CIRCUIT

AL-11103.V003

BREATHING CIRCUIT

AL-11103-060.V003

BREATHING CIRCUIT

AL-11103-060.V004

BREATHING CIRCUIT

AL-11103-060.V007

BREATHING CIRCUIT

AL-11103-160.V003

BREATHING CIRCUIT

AL-11103-160/5.V001

BREATHING CIRCUIT

AL-1111.V008

BREATHING CIRCUIT

AL-11121-200/9.V001

BREATHING CIRCUIT
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Al-11121-206/9.V001

SEPTIFLOW CIRCUIT W/WATERTRAP

AL-1121.V008

BREATHING CIRCUIT

AL-12009.V006

BREATHING CIRCUIT (STERILE EQ)

AL-12009.V007

BREATHING CIRCUIT (STERILE EQ)

AL-1202-060.V002

BREATHING CIRCUIT

AL-12029-010.v004

BREATHING CIRCUIT (STERILE EQ)

AL-12029-060.V001

BREATHING CIRCUIT (STERILE EQO)

AL-12029-060.V008

BREATHING CIRCUIT

AL-1212.V006

BREATHING CIRCUIT

AL-12129.V004

BREATHING CIRCUIT (STERILE EQ)

AL-12229.V007

BREATHING CIRCUIT (STERILE EO)

AL-12309.V003

CATHETER MOUNT (STERILE EQ)(BIAMEDITEK)

AL-13009.V005

BREATHING CIRCUIT {STERILE EQ)

AL-1303.V005

BREATHING CIRCUIT

AL-1303-010.v009

BREATHING CIRCUIT

AL-1303-010.V015

BREATHING CIRCUIT

AL-1303-010.V020

BREATHING CIRCUIT

AL-1303-060.V008

BREATHING CIRCUIT

AL-1303-060.V009

BREATHING CIRCUIT

AL-1303-060.V010

BREATHING CIRCUIT

AL-1303-060.V015

BREATHING CIRCUIT

AL-1303-260.V001

BREATHING CIRCUIT

AL-1303-260.V002

BREATHING CIRCUIT

AL-13039-010.V003

BREATHING CIRCUIT (STERILE EOQ)

AL-13039-060.V001

BREATHING CIRCUIT (STERILE EO)

AL-1400.V007

BREATHING CIRCUIT

AL-15008.V003

BREATHING CIRCUIT (STERILE EQ)

AL-1502-060.V001

BREATHING CIRCUIT

AL-15029-060.Y001

BREATHING CIRCUIT(STERILE EO)

AL-15229.V004

BREATHING CIRCUIT (STERILE EQ)

AL-1603-010.V006

BREATHING CIRCUIT

AL-1603-060.V003

BREATHING CIRCUIT

AL-1603-060.V006

BREATHING CIRCUIT

AL-16300.V006

CATHETER MOUNT (BIAMEDITEK)

AL-16309.V005

CATHETER MOUNT (STERILE EO)(BIAMEDITEK)

AL-1701-060.V003

BREATHING CIRCUIT

AlL-17300.V006

CATHETER MOUNT (BIAMEDITEK)

AL-17309.V006

CATHETER MOUNT (STERILE EO)(BIAMEDITEK)

AlL-17309.V007

CATHETER MOUNT (CLOSED) (STERILE EO)

AL-1900.vV009

MEDI-FLOW CIRCUIT

AL-1803.V005

MEDI-FLOW CIRCUIT

AL-1803-060.V007

MEDI-FLOW CIRCUIT

AL-1903-160.V004

MEDI-FLOW CIRCUIT

AL-18039.v002

MEDI-FLOW CIRCUIT (STERILE EO)

AL-1813-060.V003

BREATHING CIRCUIT

AL-1923-000/9.V001

MEDIFLOW CIRCUIT WITH INSP.& EXP. NEEDLE FREE WATER TRAP

AL-1923-000/9.V002

MEDI-FLOW CIRCUIT

AL-1923-060.V001

MEDI-FLOW CIRCUIT

AL-22209.V001

CATHETER MOUNT (STERILE EOQ)

AL-22309.V001

CATHETER MOUNT {STERILE EQ)(ALTECH)

AL-3210.V004 tPPB CIRCUIT
AL-3210-026.V002 IPPB CIRCUIT
AL-3210-026.V003 IPPB CIRCUIT
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AL-32109.V001

IPPB CIRCUIT (STERILE EO)

AL-32108-026.V003

IPPB CIRCUIT

AL-85409.V003

CATHETER MOUNT {STERILE EO}BIAMEDITEK)

AL-66409.V001

CATHETER MOUNT (STERILE EO)

AL-7100-011.V002

CPAP VENTILATION CIRCUIT

AlL-P1903-060.Y002

MEDI-FLOW CIRCUIT
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