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Deney laboratuvari olarak faaliyet gésteren LVT Test Laboratuvarlari Ltd. $ti. TURKAK’ tan AB-0341-T numarasi ile IEC/ISO TS EN 17025:2017
standardina gore akredite edilmistir. B
LVT Test Laboratuvarlari Ltd. Sti. accredited by TURKAK under registration number AB-0341-T for IEC/ISO 17025:2017 as test laboratory.

Tiirk Akreditasyon Kurumu (TURKAK) deney raporlarinin taninmasi konusunda Avrupa Akreditasyon Birligi (EA) ile Gok Tarafli Anlagma ve
Uluslararasi Laboratuvar Akreditasyon Birligi (ILAC) ile karsilikli taninma antlagmasini imzalamigtir.

The Turkish Accreditation Agency (TURKAK) is a signatory to the European co-operation for Accreditation (EA) Multilateral Agreements (MLA) and to the
International Laboratory Accreditation Cooperation (ILAC) Mutual Recognition Arrangement (MRA) for the recognition of test reports

Deney ve / veya olgiim sonuglari, genigletilmis 6lgiim belirsizlikleri (talep halinde) ve deney metotlari, bu raporun tamamlayici kismi olan takip
eden sayfalarda verilmigtir.

The test and / or measurements results, the uncertainties (if required) with confidence probability and test methods are given on the following pages
which are part of this report.

Deney Sorumlusu Laboratuvar Midiiri
Person in Charge of Test Head of Testing Laboratory
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Bu rapor, Laboratuvarimizin yazili izni olmadan kismen kopyalanip ¢ogdaltilamaz.
Imzasiz ve miihiirsiiz raporlar gecgersizdir.
This report shall not be reproduced other than in full except with the permission of the laboratory.
Testing reports without signature and seal are not valid.
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1 Numunelerin Tanimi Solunum Cihazi
' Definition of the Samples Ventilatér
1.1 Biyovent (20-1129-R0-N1)
Numune Kabul Tarihi 16.04.2020
Date of Receive
Numune Seri No 400003
Serial No
Tip Biyovent
Type
Kutup Sayisi Monophase
Number of Poles
Beyan Gerilimi Un 220 VAC
Rated Voltage
Beyan Akimi In 0.5A
Rated Current
Beyan Frekans fn 50 Hz
Rated Frequency
Beyan Koruma Derecesi IP 20
Rated Degree of Protection
Numune Boyutlari mm 150*58*58
Dimensions of the Sample
Numune Agirhgi kg 55
Weight of the Sample
Sinif Class | and Internally powered ME equipment.
Class
Cihaz — Malzeme Listesi See table 8.10
Device — Component List
Deney sonuglari, misteri tarafindan laboratuvara teslim edilen ve
2 Deney Sonuglari sadece deneyi yapilan numuneye aittir.
) Test Results The test results only belong to the tested sample(s) delivered to the laboratory
by client.
Numune Uygulanan Deney Sonug
Sample Applied Test Result
TS EN 606011:2009+A1:2014+AC:2011 OLUMLU
Biyovent +A12:2015+A1/AC:2014 Passed
IEC 60601-1:2005/AMD1:2012/COR1:2014
3 Cevre Sartlari
' Environmental Conditions
Ortam Sicakligi o
3.1 Ambient Temperature (21£3)°C
Ortam Nemi
3.2 Ambient Moisture (37£3) %Rh
Deney Metodundan
Sapma, Ekleme ve
4. Cikarmalar Deneyler; standart deney metoduna gére uygulanmistir.
Deviations, Additions & Tests were made according to the clauses of the relevant standards.
Cutbacks from the Test Method
Sartnamelere Uygunluk
5. (Gerekli Hallerde) }
Conformity to Specifications
(If Necessary)
FRT.61/Rev06/0220
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g  Dediim Bilgilen :  BIOSYS BIYOMEDIKAL MUH. SAN. ve TiC. LTD. STi.
istrubition Information
7 Aciklama )
' Explanation
8 Olgiim Belirsizligi . Detaylar agagidaki tabloda verilmigtir.
' Uncertainty of Measurement ' The details are mentioned table below.

Beyan edilen genisletilmis 6l¢iim belirsizligi, standart belirsizligin k=2 olarak alinan genigletme katsayisi ile garpimi sonucunda bulunan
degerdir ve % 95 oraninda giivenilirlik saglamaktadir.

The reported expanded uncertainty of measurement is stated as the standard uncertainty of measurement multiplied by the coverage factor k=2
which for a normal distribution corresponds to a coverage probability of approximately 95 %.

Deney bilgisi Cihaz kodu | Olgiilen deger | Olgiim belirsizligi

Test details Device code Measured value Measurement uncertainty

Ambient Temperature LC349 Cl. 3.1 %1,6

Ambient Moisture LC349 Cl. 3.2 2,98

Creepage distances and air clearances LC365 Ins. Diagram 10,0758

Creepage distances and air clearances LC443 Ins. Diagram %0,06

Power input LC96 See Table 4.11 %1,31

Humidity preconditioning treatment (Temperature) LC215 See Clause 5.7 11,26

Humidity preconditioning treatment (Humidity) LC215 See Clause 5.7 3,91

Accessible parts and applied parts LC30 See Table 8.4.2 %1,34

ME equipment intended to be connected to a LC30 See Table 8.4.3 %1,34

power source by a plug

Impedance and current-carrying capability LC85 See Table 8.6.4 %3,96

Leakage currents and patient auxiliary currents LCI1 See Table 8.7 %3,6

Dielectric strength LC85 See Table 8.8.3 %1,91

Mechanical strength and resistance to heat LC100 See Table %2,67
8.8.4.1

Gaps Measurement LC365 See Table 10,0539
9.2.2.2

Gaps Measurement LC443 See Table %0,06
9.2.2.2

Instability in transport position LC284 See Table %1,33
9.4.2.1

Instability excluding transport position LC284 See Table %0,66
9.4.2.2

Audible acoustic energy LC44 See Clause %0,31
9.6.2.1

ME equipment not intended to produce diagnostic LC320 See Table 10,0612

or therapeutic x-radiation 10.1.1

Maximum temperature during normal use LC74 See Table 1,39
11.1.1

Push test LC204 See Table 15.3 %0,59

Mould stress relief test LC100 See Table 15.3 %2,67
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Medical Electrical Equipment Tests

Test Laboratuvarlan

9. Deney Uygulamalari:
Test Applications

IEC 60601-1
Medical electrical equipment

Part 1: General requirements for basic safety and essential performance
Test specification:

Standard ..........ccciiiinini ¢ IEC 60601-1:2005, COR1:2006, COR2:2007, AMD1:2012
(or IEC 60601-1:2012 reprint)
Test procedure.........cccccirriiiiecnnenn i Type Test

Non-standard test method...........:

Test Report Form No...........cccccc... : IEC60601_1P
Test Report Form Originator......... : UL(US)
Master TRF ........ccocierrecceeeee s i 2019-10-11

Copyright © 2019 Worldwide System for Conformity Testing and Certification of Electrotechnical
Equipment and Components (IECEE), Geneva, Switzerland. All rights reserved.

This publication may be reproduced in whole or in part for non-commercial purposes as long as the IECEE is acknowledged as
copyright owner and source of the material. IECEE takes no responsibility for and will not assume liability for damages resulting from
the reader's interpretation of the reproduced material due to its placement and context.

If this Test Report Form is used by non-IECEE members, the IECEE/IEC logo and the reference to the CB
Scheme procedure shall be removed.

This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory
and appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02.
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Copy of marking plate

The artwork below may be only a draft. The use of certification marks on a product must be
authorized by the respective NCBs that own these marks.

Biosys Biyomedikal Miihendislik San. Tic. Ltd. $ti.

ATG Bolgesi, Cyberpark, Cyberplaza A Blok, 303C
Cankaya/Ankara/TURKIYE, 06800

Tark Mali /Made in Turkey

www.biosys.com.tr .
Biyovent blOS S
L]

TUSEB

@IPQO A E D CE 29

220V AC, 0.5A, 50Hz, 110VA tarafindan lisanslanmistir.

warcelik

Dok.No: TD.01/2.9 Yayin Tarihi: 01.11.2016
Rev. No: 03 Rev. Tarihi: 01.04.2020

tesislerinde Uretilmigtir. ~ /

#

Beslenme Basinci Aralig
Supply Pressure Range

min : 2.0 bar
max: 7.0 bar
Tepe Akisi / Peak Flow
max : 180 Ipm

Oksijen /02

y
|

Hava / Air
Beslenme Basinci Aralig
Supply Pressure Range

min : 2.0 bar
max: 7.0 bar
Tepe Akigi / Peak Flow
max : 180 Ipm
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Medical Electrical Equipment Tests

Test Laboratuvarlan

Copy of marking plate

Periyodik bakimlarin
yapildigindan emin olun!

ENGELLEME!

DO NOT OBSTRUCT!

Hava Acil Giris Portu
Emergency Air Port

FRT.6 1R MY 8kAronik imzali suretine http://e-belge.saglik.gov.tr adfédifdien 8695fe10-a133-4757-81Sd%‘é)ﬂ)‘h%éaég@ﬂo@?i@%ﬁ%ﬁI{rgﬂ\‘ao £

Bu belge 5070 sayili elektronik imza kanuna gére givenli elektronik imza ile imzalanmustir.



Elektrikli Tibbi Donanim Deneyleri
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Copy of marking plate

Sigorta:
250V3A

LUTFEN |
' KULLANICI KILAVUZUNU |
| OKUYUN |

PLEASE REFER
THE USER MANUAL
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GENERAL INFORMATION

Test item particulars (see also Clause 6):

Classification of installation and use ..........cccccooooeiiieiiieeen. . Mobile

Device type (component/sub-assembly/ equipment/ system):  Equipment

Intended use (Including type of patient, application location) :  Intensive care unit

Mode of Operation ...........cooccvveieieeiiiiieiee e : Continuous

SUPPlY CONNECHION.......euiiiiieiiciiiee e e :  internally powered / appliance coupler
Accessories and detachable parts included.......................... : Control screen declarated.

Other options INClUdE ...........cccuiiiiieiiiiieeeeeeee e . None

Name and Address of factory(ies)............cccoooeiiiiiii... . ARCELIK A.S. Elektronik isletmesi

Cerkezkoy Organize Sanayi Bolgesi

Karaagag Mah. 8.Sokak No:1A 59510
Kapakli/Tekirdag

Testing

Date of receipt of test item(S) ......ccoecvvveeeiiiciiiiieeeeeeen :16.04.2020

Dates tests performed...........coooiiiiiiiiiiiiiiii s :16.04.2020 — 28.04.2020
Possible test case verdicts:

- test case does not apply to the test object ......................... . NA

- test object does meet the requirement................................ . Pass (P)

- test object was not evaluated for the requirement ................. . N/E (collateral standards only)
- test object does not meet the requirement......................... : Fail (F)

Abbreviations used in the report:
- normal condition ...........cccccceeecivieeeeeeciiieeeeeennnl NLC - single fault condition................ : S.F.C.

- means of Operator protection ........................... MOOP - means of Patient protection .... : MOPP

General remarks:

Before starting to use the TRF please read carefully the 4 instructions pages at the end of the report
on how to complete the new version “K” of TRF for IEC for 60601-1 3™ edition with Amendment 1.

"(See Attachment #)" refers to additional information appended to the report.

"(See appended table)" refers to a table appended to the report.

The tests results presented in this report relate only to the object tested.

This report shall not be reproduced except in full without the written approval of the testing laboratory.
List of test equipment must be kept on file and available for review.

Additional test data and/or information provided in the attachments to this report.

Throughout this report a X comma / ] point is used as the decimal separator.
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INSULATION DIAGRAM
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