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1. AMAC / PURPOSE

Bu rapor, Ulusal ve uluslar arasi1 referans standarlar kapsaminda bireysel amaglh kullanilan

turnikelerin akis kontroliiniin yapilmasi ve verimlilik deneylerini icermektedir.

This report includes the flow control and efficiency tests of turnstiles used for individual purposes within the scope of

national and international reference standards.

2. KAPSAM /SCOPE

Bu rapor miisteri kurulusun iiretimini yaptigi turnikler ve kiyaslama igerisine sokmak istedigi

diger marka ve model turnikelerin akig kontrolleri ve bunlarin sayisal verilerini igermektedir.

This report includes the flow controls of the turnstiles produced by the customer organization and the other brands and models
that it wants to include in comparison and their numerical data.
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SORUMLULUKLAR / RESPONSIBILITIES

3.1.Muayene Kurulusunun Sor umlulugu ! Responsibilities of Inspection Company

Dogruluk 6l¢timii protokoliiniin ve raporunun hazirlanmasi1 ve onaylanmasi.

Preparation and approval of the accuracy measurement protocol and report.

Sistemin performans testlerini giincel metotlar kullanarak yapmak ve sonuc¢larini1 degerlendirmek.
Performing the performance tests of the system using the current methods and evaluate the resullts.
Gerektiginde kurulus dis1 laboratuvardan hizmet alma onay1.

Approval of obtaining service from outside the laboratory when required.

Testlerden elde edilen verileri tamamen tarafsiz ve bagimsiz bir sekilde kayit altina almak,
raporlamak, kontrol etmek ve onaylamak.

Record, report, check and approve the data obtained from the tests in a completely impartial and
independent manner.

Elde ettigi misteri bilgilerinin gizliligini ‘Tarafsizlik, Gizlilik ve Bagimsizlik Beyanr’
cercevesinde korumak .

To protect the confidentiality of the customer information obtained within the framework of the
Declaration of Neutrality, Privacy and Indipendence.

Raporun elektronik kopyasini arsivlemek .

Archive to the electronic report copy.
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3.2. Mii§teri Kurulusun Sorumlulugu ! Responsibilities of Customer Company

e Dogruluk 6l¢iimii protokoliiniin ve raporunun gozden gegirilmesi ve onaylanmasi .
Review and approve the accuracy measurement protocol and report..
e Performans dogrulama testlerine teknik personelin eslik etmesi.
Accompaniment of technical staff to performance verification tests.
e Gerektiginde teknik destegin saglanmasi.
Providing technical support, when required
e (Cihaz kullanim amac1 ve Kabul kriterlerinin olusturulmasi.
Forming device using purpose ond acceptance criterias
e Bu raporun ve rapor sartlarinda olabilecek muhtelif degisiklikleri kabul etmek ve onaylamak.

Accept and approve various changes that may occur under this report and report conditions.

3.3.Ar SiV Sor umlulugu / Responsibilities for Archiving

Orjinal rapor miisteri kurulusa teslim edilir ve miisteri tarafindan saklanir. Test kurulusu, orijinal
raporun elektronik kopyasini 4 yil boyunca ‘Tarafsizlik, Bagimsizlik ve Gizlilik Prosediir ‘line uygun
olarak muhafaza etmekle ylkimliidiir.

The original report is delivered to the customer company and kept by the customer. The test organization is
obliged to keep the electronic copy of the original report for 4 years the Declaration of Neutrality, Privacy and

Indipendence.
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4. KISALTMALAR [ ABBREVIATIONS

4.1. Kasaltmalar / Abbreviations

°C Santigirat derece

5. URUN TANIMI / PRODUCT DESCRIPTION

ALT VE UST EKSTREMITE TURNIKELERI

(UPPER AND LOWER EXTREMITY TOURNIQUETS)

1. COMBAT APPLICATION TOURNIQUET GEN 7 (CAT)

CAT IR,

1976
2

Resim/ Figure 5.1
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3. SAM XT TOURNIQUET

Resim/ Figure 5.3
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4. FORA EKSTREMITE TURNIKE (FR_19)

Resim/ Figure 5.4
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5. SOF TOURNIQUET GEN 4

Resim/ Figure 5.5
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6.REFERANS DOKUMANLAR / REFERENCE DOCUMENTS

e TSEN 60601-2-24
Electrical Medical Devices - Part 2-24: Infusion Basic Safety of Pumps and Control Units and
Music for Required Performance
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7.TEST PROSEDURU / TEST PROCEDURE

ADIM 1: Normal ortam sicakliklari igerisinde bir inflizyon cihazi yardimai ile yapilan yapay
simiilasyon kol iizerinden gecirilen s1v1 akisi bir referans siv1 akis 6lger tarafindan 6lgtilerek bos akis

olarak kaydedilir. Bu akis 6l¢iimleri 3 kez tekrarlanir ve ortalama deger bir tablo igerisine yerlestirilir.

STEP 1: The fluid flow passed over the artificial simulation arm with the help of an infusion device in normal ambient temperatures is

measured by a reference fluid flow meter and recorded as empty flow. These flow measurements are repeated 3 times and the average

value is placed in a table.

ADIM 2 : Bos akis1 6l¢iiliip kaydedildikten sonra akis siirekli hale getirilerek 6l¢lim ana prosediirii

baslatilir deneye tabi tutulacak turnike kola baglanir. Olgiimler tur tur alnacak sekilde yapilir bunun
icin turnikelerin sikma kolu her seferde 1 tur doniip kilitlenecek sekilde baglanir ve 6l¢iim sonuglari

tabloya kaydedilir.

STEP 2: After the blank flow is measured and recorded, the main process of measurement is started by making it flow. Measurements

lap, with regard to the conversion results, the clamping lever of the rotation is connected so that it rotates 1 turn at a time and locks the

measurement results in the table.
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Sema/ Schema 7.1
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Sema/ Schema 7.2
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8 .TEST EKIPMANLARI / EQUIPMENTS OF TEST

Infutest 2000-... -

IEGUIPIERIES]

Resim/ Figure 8.1
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8.1 Cihaz Ozellikleri / device features

TEKNIK OZELLIKLER/TECHNICAL SPECIFICATIONS

1. PERFORMANCE SPECIFICATIONS

The following specifications apply to both channels of the Infutest 2000 Series E Dual
Channel Infusion Device Analyzer.

1.1 Single Rate Test

1.1.71 Continuous Flow Conditions

I. Flow Measurement

a. Nominal range: 0.1 - 1200 ml/hr
b. Maximum flow measurable and displayed: 1700 ml/hr
c. Minimum flow measurable and displayed: (.04 ml/hr
d. Maximum display resolution: L0001 ml/ he
e. Measunng time: 10 min. at 0.1 ml/ he
20 sec. max. above 6 ml/hr
f. Accuracy

Average flow: + /= 1%, (L1-1200km]/ he
g. Ranges: LOW -0.1 to 170 ml/h
HIGH - 170 to 1200 ml/h
h. Range selection: Automanc

i. Internal nominal effective
collection volume: LOW range: 0.014 ml
HIGH range: 1.1 ml

Introduction/Chapter 1 » Page 1
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11. Volume Measuremnent
a. Hange: (0 - D
b. Maxirnwm display sesolution: (LT md
C. ACcuracy: + /- 1%
111. Back Pressure Measurement
i Range: i1 - 3K mimHg
b. Fero oftser ermore: +/- 5 mmHg
c. Dhsplay resohston: I mmlHg
d. Accuracy: +/- 1% By,

+ .-"- wero offser esrror

IV. Elapsed Time Measurement

i Hange: (¥ - 100 heouaes
b. Dasplay foemar: hhzmwmessg
C. ACCuracy: I, -Tsecond

1.1.2 Pulsatile Flow Conditions

1. Flow Measurement

a. Momunal range: 5 - 1200 mi/hr
b. Maximum flow measurable and displayed: 1700 ml,/ e
c. Mmoo Bow measwreable and dasplayed: 275 ml/hr
d. Maximuwm display resolution: (LMl ml/ hr
e. Measunng pme: 14 mniri at 5 ml/he

20 sec. max. above 2000 mil e
I Accuracy:
Averare fow +4- 1%
- Ranges: HIGH mange only
(rrernally selecred)
h. Infermal nosmenal effecove
collection vobeme: 1.1 md

I1. Volume Measurement

a. Hange: () - 09l
b. Maxunum display sesoduntom: (LT rd
C. AcCufacy: +/- 1%
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INFUTEST 2000E OPERATING MAMUAL
111. Back Pressure Measurement
- Same as for Conbneous Flow Measurement
I¥. Elapsed 1ime Measurement
-mame as for Conpnuous Flow Measuremeni
1.2 Dual Rate Test
1.2.71 Continuous Flow Conditions ONLY
I. Flow Measurcment
1. Nomunal range: (1.1 - 1700 mld e
b. Maximum flow measurable and displayed: 200 ml/ hr
c. Mimmmum flow measurable and displayed: (L4 mlshr
d. Maxmum display resodution: 0L001 md/he
e, Measunng pme: 10 mnan. ar 0.1 ml/he
2 sec. max. above & ml/ hr
f. Accuracy:
Average flow: +/- 1%
g- Ranges: LW range only
h. Dehvery penaod determananon: Auromang
i. Inrernal nomenal effectve collecnon volume: (4 ml

1. Volume Measurement

- mee 11 53INGLE RATE TEST, Connnuows Flow Measurement
I1I. Back Pressure

- Hee 11 SINGLE RATE TEST, Contnuous Flow Measarement
I¥V. Elapsed 1ime Measurement

-hee 11 SINGLE BATE TEST, Conpmnunus Flow Measurement
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INFUTEST 2000E OPERATING MAMUAL
1.3 PCA Pump Test
1.3.1 Continuous Flow Conditions ONLY
1.  Flow Measurement, Bolus Delivery period
i Dlominal range: .1 - 170 mld S
b. Maximuem fow measurable and displayed: 2000 ml/ hr
c. Mirnmum fow measurable and displayed: (.04 il hr
d. Mazoomum dispday resodutiomn: (L0 i/
e. Measusng ninme: 10 . at 0.1 ml/hr

M sec. max. above & ml he
L Accusacy:
."Li.l_':r:'l.!_.ﬂu flevar: + /- 1%

g- Ranges: LW range only
k. Lockour detecticon: AunomEantc
t. Intermal noeminal etfecove collecoon volomme: Lkl ml

1. Volume Measurement

- Bee L1 5INGLE RATE TEST, Conninuous Flow Measurement
111, Back Pressure Measurcment

- Bee 111 5INMNGLE RATE TEST, Connnuous Flow Measurerment
IV. Elapsed Time Measurement

- Bee 1L SINGLE RATE TEST, Conmnuous Flow Measueement

V. Lockout Time Measurement

a. Bange: (0 - TUHD muraces
k. Display foarrmat: MUTIZES
C. ACCUIICY: + /- 2 seconds
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INFUTEST Z000E OPERATING MAMNUAL

1.4 Occlusion Pressure Test

1.4.1 Pressure Measurement

a. Dhsplay Unars: mmblg, s
. RZL'I'IJ_."\L'- {1 - 2586 mamnll [leTl - &} i"l:u:-
. Dhsplay resolunom: 1 e H gt ] pai)
d. Measurng, Hoe: 2 seconds
e. Fero offser error +/- 5 mmHg (.1 pag)
f. Accuracy: +/- 1% +/- zeeo offser error

1.4.2 Nurse Call Detection

a. Murse Call sapmal from pamp sampled once per second.

h. Murse Call sigmal can be produced by any of: relay contacts, open
collector ourput, TTL outpar, B5-232 level, o 208 A current looq.
Murse Call sigmal may be mn ether logacal stace ar start of (loclusion
Pressure Test.

izl

1.5 Data Logger

L Memory Type:
NVRAM (hatery-backed)

II. Capacity:

2 chanmel D0} flow measurements per channel
TIHY pressure measurements per channel
4 channel 450 flow measurements per channel

250 pressure measurements per chanmel

HI. Data Outpurt
Derecrable ts ponter or senal poet folowing
compHenon of 4 test or A s LETICE.
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9.UYGULAMA VE SONUCLAR / APPLICATION AND RESULTS,

9.1 Uygulama / Application

Uygulama esnasinda cihaz kurulumu yapildi ve olgtimler alind1

Device installation and measurements taken during application

FORA GRUP SAVUNMA TEKNOLOJILERI
VE DAN.TIC.LTD.STI

20-31 °C

01/12/2020

01/12/2020

1 GUN
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1. COMBAT APPLICATION TOURNIQUET GEN 7 (CAT) BOS AKIS

23°C
% 45RH

1. TUR OLCUM SONUCLARI

2. TUR OLCUM SONUCLARI

AKIS YOK

AKIS YOK 2. TUR DA URUN

AKIST TAMAMEN
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1. COMBAT APPLICATION TOURMIQUET GEN 7 [EAT]
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3. SAM XT TOURNIQUET BOS AKI$

23°C
% 45RH

1. TUR OLCUM SONUCLARI

2. TUR OLCUM SONUCLARI

AKIS YOK

AKIS YOK 2. TUR DA URUN

AKISTI TAMAMEN
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3. SAM XT TOURNIQUET
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4. FORA EKSTREMITE TURNIKE (FR_19) BOS AKIS
23 °C
% 45RH

1. TUR OLCUM SONUCLARI

2. TUR OLCUM SONUCLARI
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AKISTI TAMAMEN
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4. FORA EKSTREMITE TURNIKE (FR_19)
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5. SOF TOURNIQUET GEN 4 BOS AKIS
23 °C
% 45RH

1. TUR OLCUM SONUCLARI

2. TUR OLCUM SONUCLARI
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3. TUR OLCUM SONUCLARI

AKIS YOK

AKIS YOK
AKIS YOK

3.

TUR DA URUN

AKIST TAMAMEN

KESTI

5. SOF TOURNIQUET GEN 4 ‘
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