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 gére

Production Quality Assurance System
Uretim Kalite Glivencesi

Certificate Number: 2195-MED-1816401

Sertifika Numarasi

Manufacturer: R Vent Medikal Uretim A.S. i
Uretici 29 Ekim Mah. Balkan Cad. No:33 Torbali, Izmir, 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 (Resusitatér), Oz & Aeresol Terapi Seti
(5) Sterile Closed Suction System
(5) Steril Kapali Emig Sistemi

Reference Report No: MM0687-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 concerned with the conformity of the devices with metrological requirements.

2195 kimlik numarali Onaylanmig Kurulus Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK V bélim
3'lne gdre bir kalite y6netim sistemi uyguladigini, bu yénetim sisteminin yénetmeligin sadece bahsi gegen iriiniin tiretiminin glivenlik
kosullarini saglama ve devam ettirme ile ilgili gerekliliklerin karsiladigini beyan eder. Onaylanan bu kalite ybnetim sistemi, 93/42/AT
Tibbi Cihaz Yénetmeligi EK V, béliim 4’e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, driinlerinin tasarniminda ve yapisinda gergeklestirdigi 6nemli degisiklikleri Szuteste bildirmek zorundadir. Steril
kondisyondaki sinif | drdinler igin kalite yénetim sistemi degerlendirmesi diretimin steril kondisyonun saglanmasi ve korunmasiyla
limitlidlir. Olgtim fonksiyonlu sinif | drtinler icin Kalite y6netim sistemi degerlendirmesi diretimin cihazlarin metrolojik sartlara uyumunu
saglamasiyla limitlidir.
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FILTERS

— Bacterial-Viral Filters

—> 15 mm/22 mm connectors conforming to ISO Standards
~> Retainable cap
—> Inspected and approved by third party experts

—> Transparent,easy to see the surface

~> High efficiency with low resistance electrostatic filters
—> Effective to prevent microbial cross contamination

~> Remarkably efficient heat and moisture exchangers

Code 40920 Code 40921
Bacterial-Viral Sterile Code 409205 Bacterial-Viral Sterile Code 409215
Filter Qnty/Box 50 Filter Angled Qnty/Box 20
Tidal Volume(ml) 150-1500 9 Tidal Volume(ml) 150-1500
Dead Space(ml) 33 Dead Space(ml) 36
Bacterial-Viral Efficiency >99,999% Bacterial-Viral Efficiency >99,999%
Viral Efficiency >99,99% Viral Efficiency >99,99%

Resistance to Flow

30 It/min 8 mm H20
60 it/min 17 mm H2O
90 It/min 27 mm H2O

Resistance to Flow

30 It/min 8 mm H20O
60 It/min 17 mm H2O
90 It/min 27 mm H2O

Weight (gr) 17.2 Weight (gr) 22,7
Fittings 22F-15M /22 M-15F Fittings 22F-15M /22 M-15F
Code 40900 Code 409008
RV, Qnty,/Box 50 RV, Qnty/Box 50
Bacterial-Viral 0" Volume(mi) 150-1500 Bacterial-Viral ;g1 olumefm 150-1500
Filter without port Filter without

Dead Space(ml) 33 Ty Dead Space(ml) 33
Bacterial-Viral Efficiency >99,999% Bacterial-Viral Efficiency >99,999%
Viral Efficiency 599,09% Viral Efficiency >99,99%

Resistance to Flow

Weight (gr)
Fittings

30 It/min 8 mm H?O
60 It/min 17 mm H?O
90 It/min 27 mm H2O
17.2
22F-15M /22 M-15F

—— Bacterial-Viral HME Filters

Resistance to Flow

Weight (gr)
Fittings

30 It/min 8 mm H?O
60 lt/min 17 mm H20
90 It/min 27 mm H?O
17,2
22F-15M /22 M-15F

—> low resistance
~> latex-free
—> Inspected and approved by third party experts

—> Transparent

~> low dead space

—> Gas sampling port available
—> Straight and angled choices

Bacterial-Viral = <°% 40820 Bacterial-Viral <°% 40821
Sterile Code 408208 HME Sterile Code 408218
HME Qny/Box 45 A Qny/Box 45
Filter with paper [ Tigal Volyme(mi) 150-1500 ,f,’]"e’ A”gf’_‘f/a ¢ Tidal Volume(m) 150-1500
HME Dead Space(ml) 53 with paper Dead Space(ml) 55
Bacterial-Viral Efficiency | >99,999% . Bacterial-Viral Efficiency | >99,999%
. Viral Efficiency >99,99% Viral Efficiency >99,99%

30 It/min 10 mm H2O

60 It/min 22 mm H2O

90 It/min 36 mm H?O

Weight (gr) 31,7

Fittings 22F-15M /22 M-15F
Humidification efficiency | 37,3 mg/! H*O (500 ml tid. vol)

30 It/min 10 mm H2O Resistance to Flow
60 It/min 22 mm H2O
90 It/min 36 mm H?O

Weight (gr) 26,2

Fittings 22F-15M /22 M-15F

: T —
Resistance to Flow V04

Humidification efficiency | 37,3 mg/I H?O (500 ml tid. vol)

www.rventmedikal.com
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microbial loads

—> Reduces the risk of extrinsic colonization and infection

Code
Sterile Code
Adult HEPA Qnty,/Box
Filter Tidal Volume(mi)
Dead Space(mi)

Filtration Efficiency

Resistance to Flow

Weight (gr)

Fittings

Mini Filters

—> Optimal filtration performance
~> Flat ergonomic design

—> Small and light weight

~> Gas sampling port

Bacterial-Viral = €°%
HME Sterile Code
Pediatric Filter Qnty,/Box
with paper HME Tidal Volume(mi)
Dead Space(ml)

Filtration Efficiency

Humidification Efficiency

Resistance to Flow

Weight (gr)
Fittings
Bacterial-Viral = <°%
HME Sterile Code
Neonatal Filter Qnty/Box
with paper HME Tidal Volume(ml)
Dead Space(ml)

Filtration Efficiency
Humidification Efficiency
Resistance to Flow

Weight (gr)
Fittings

—— HEPA Filters (Mechanical Filters)

—> Protects patients airways effectively from exogenous

~> Prevents any cross-contamination between patient and machine

—> Indicated for use with patients whose upper airways are being

40320

403208

40 Adult HEPA
200-1500 Filter with HME
52

BFE 99,999 %, VFE 99,999%
30 It/min 156 Pa

60 It/min 326 Pa

90 It/min 508 Pa

40

22F-15M /22 M-15F

Code

Sterile Code
Qnty/Box

Tidal Volume(mi)
Dead Space(ml)
Filtration Efficiency

Humidification Efficiency

Resistance to Flow

Weight (gr)
Fittings

~> Straight and angled version

—> latex free

bypassed by an artificial tracheal airway or receiving artificial
ventilator support

41520

415208

40

200-1500

46

BFE 99,999 % ; VFE 99,999%
32,2mg/! H?O (500ml. tid. vol.)
30 it/min 129 Pa

60 It/min 305 Pa

90 It/min 542 Pa

28,4

22F-15M /22 M-15F

—> Inspected and approved by third party experts

40410 Bacterial-Viral
404108 HME

75 Pediatric Filter Angled
150-300 with paper HME
12

BFE 99,999%,; VFE 99,9%

33 mg/l H2O (250 ml. tid. vol.)
30 It/min 13mm H2O

60 It/min 33mm H?2O

90 It/min 55mm H20

13,5

22F-15M /22 M-15F

l!

&
4

40210 Bacterial-Viral
402108 HME

75 Neonatal Filter Angled
50-150 with paper HME

8

BFE 99,999%, VFE 99,99%
22 mg/I H?O (250 ml. tid. vol.)
10 it/min 13mm H2O

15 It/min 24mm H?O

30 It/min 60mm H20O

7.5

15M /15F

|
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Code

Sterile Code
Qnty/Box

Tidal Volume(mi)
Dead Space(ml)
Filtration Efficiency

Humidification Efficiency

Resistance to Flow

Weight (gr)
Fittings

Code

Sterile Code
Qnty/Box

Tidal Volume(ml)
Dead Space(ml)
Filtration Efficiency

Humidification Efficiency

Resistance to Flow

Weight (gr)
Fittings

40411

404118

75

150-300

12

BFE 99,999%,; VFE 99,9%
33 mg/1 H?O (250 ml. tid. vol.)
30 It/min 13mm H2O

60 It/min 33mm H2O

90 It/min 55mm H2O
18,5
22F-15M /22 M-15F

40211

402118

75

50-150

8

BFE 99,999%; VFE 99,99%
22 mg/I H?O (250 ml. tid. vol.)
10 It/min 13mm H2O

15 It/min 24mm H2O

30 It/min 60mm H20

13,5

15M /15F

www.rventmedikal.com
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