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Tiirkiye Cumhuriyeti Biyikelgiligi, Kirgiz Digisleri Bakanhfina saygilarmi sunar ve
Tiirkiye Cumhuriyeti’nin ilk yerli ve milli iist diizey yogun bakim véntilatsrii olan “Biyosis /
Biyovent Solunum Cihaz1"na iliskin olarak agagida kayith hususlant bildirmekten geref duyar.

Tirkiye Cumhuriyeti Sagbk Bakanhgi ile Sanayi ve Teknoloji Bakanhifi’nin,
koordinasyonunda Tiirk teknoloji ve savunma sanayii firmalarinda gérevli mithendisler ve
uzman doktorlar tarafindan 5 y1llik AR-GE ¢abasiyla geligtirilen Tiirkiye Cumhuriyeti’nin ilk
yerli ve milli iist diizey yofun bakim ventilatérii “Biyosis / Biyovent Solunum Cihazi”min
tanitim brogiiri ilisikte sunulmaktadir.

Farkh coprafyalara ihracati yapilan mezkfir cihaz ayrica Tiitkiye Cumhuriyeti’ndeki Sehir
ve Pandemi Hastanelerinde COVID-19 pandemisi nedeniyle tedavi ‘géren hastalarin
entiibasyonunda kullamlmaktadir. Hem yagh hem de erigkin hastalar igin kullanimi uygun ve
bakim maliyetleri diisiik olan, 2 yil firma garantisi ve 3 y1l opsiyonel ilave garanti uzamasi
bulunan “Biyosis / Biyovent Solunum Cihaz1 UDEM ve ISO sertifikali sahip olup, sdzkonusu
kalite sertifikalan, deney raporu ve laboratuvar sonuglaniyla birlikte ekte sunulmaktadir.

. Saghk Bakanlifi’'nin ilgili kurulugu olarak faaliyet gdsteren Uluslararasi Saghk
Hizmetleri (USHAS) A.$. tarafindan yurtdist satisi gergeklestirilen “Biyosis / Biyovent
Solunum Cihaz1” hakkinda ilave bilgi ve satig islemine dair detaylar USHAS Direktorii Ulug
1¢62’den (e-posta: uluc.icoz@saglik.gov.tr, telefon: +90 505 274 9103) temin edilebilecektir.

Biiyiikelgilik, keyfiyetin ve ekli tamitim brogiiriiniin Xirgiz Cumhuriyeti’ndeki ilgili
makamlara iletilmesi hususunda mmv.maowﬂ Bakanlifin S<»mm==m=2 rica eder.

. .Hﬁ_cva Cumburiyeti w&Ewo_oE% bu vesileyle, N:mﬁ Disigleri Bakanhgina en derin
saygilarini yineler.

m_n Tk.

Kirgiz Cumhuriyeti Disisleri Bakanhg1

Cec. Kirgiz Cumhuriyeti Sosyal islerden moEBE Bagbakan .&E&BE_@ AT
Kirgiz O:B_.Eav.oa Saghk Bakanhif . KapuERsPuACH
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ITocomsctBo  PecmyGnuku  Typuusa  BolpakaeT CBOE  yBIKECHHE
Munucrepersy MHoctpanunix Jlen Kripreackoit PecryGiIuMKe M HMeeT decTh
COOOIIMTE HMDKGCTCAYIOUYI0 HHGOPMAanMiO OTHOCHTENbHO anmapaToB HBJI
“Biyosis/Biyovent”, KOTOpBle SABISIOTCH NEPBEIMM OTEYECTBEHHHIMH H
HalMOHANBHEIMK  aNmnapaTaMH WHTEHCHBHON TepamMM BBICOKOTO  YPOBHA
Pecny6nuxu Typuus. .

B npuioxeHuH MpHBOIAKTCS HHOPMAIMOHHAS GpOIIIOpa OTHOCHTENBHO
nepBHX B TypnuH oTeuecTBEHHHX M HAIHOHANBHEIX alapaToB MHTEHCHBHOM
TepamuM Beicokoro ypoBHs HMBJI “Biyosis/Biyovent”, xotropele G6buin
paspabOTaHH B pe3yNbTaTe 5 NETHHX MCCICAOBAHUA U pa3paboTok HHXKEHEPOB H
CIENMANKCTOB, paboTaloOMMX B KOMIIAHMAX TypeIKo# TEXHONOrHYeckol M
o6OpOHHOH  NPOMBINUIEHHOCTH  NoJ  KoopaHHauue#  MuHucrepcTBa
3npaBooxpaHeHH H  MmunucrepcrBa I[lpoMulnuieHHocTH H - Texsomorni
Pecrry6muku Typrms. .

. f L |

Taroxe naHHBINA anmapar, KOTOpHYR SKCIIOPTHPYETCS.B pa3sHEIE CTPaHH,
UCIONB3yeTcs NPy HHTYGaliy NIANVMeHTOB, NOJyYalomuX JieYeHue B I'oponcKux 1
Onunemuonornyeckux BonpHunax Typuuw, B cBasH ¢ maHaemueit COVID-19.
Ammnapat VBJI «Biyosis/Biyovent», KOTOpEIH IIOAXOMUT KaK LIS IOMXIUIEIX, TaK U
IV BSPOCHBIX TAlMEHTOB M MMEEeT HH3KMEe 3aTpaThl Ha TEXHHYECKOe
obciyxHBaHHe, 2-TOAHYHYIO rapaHTHIO OT (UPMEI H 3-JIeTHEe JIOTIONHHUTEIBHOE
NpoJIeHHE rapaHTHH, cepTHdHIMpoBaH MexayHapoaHsM CepTHOHKALHOHHEIM
LienrpoM/UDEM u MexayHapoauoit Opranuzauyeit no Crangaprusanun/ISO, u
3TH CepTH(HKATE KadecTBa NpPEJICTABIECHH B IIPANOXEHHH BMECTE C IPOTOKONIOM
HCHHTaHUH K 1a6OpaTOpHBIMH Pe3YJIbTATAMH. -

JononuutensHyo uH$popMaumio o6 annapare UBJI «Biyosis/Biyovent»,
TIpOZAAXKY 3a IPAHMIY KOTOpOH OCYINeCTBILAET KOMNaH)a “Yirycnapapack Carnisix
Xusmernepy (USHAS) AHoHuM llimpxeru”, ABAMIOALCA COOTBETCTBYIOH[MM
yupexienueM MuHHCTepcTBa 31paBooxpaHeHHs PecryGnuku Typuus, n
nozpobHyIo HH(opMaIHIo 0 Mpolecce NpoAaxH MOXHO NOMYIHTs y JiupexTopa
USHAS rocnmommia VYayyu HMu¥3  (agpec  3MEKTPOHHOH  NOYTH
uluc.icoz@saglik.gov.tr, Tenepon +90 505 274 9103).

TloconsCcTBO MPOCHT yBaxaemoe MUHHCTEPCTBO OKa3aTh comeiicTBHe B
nepefiaic BHINCYKa3aHHOH HHQOpMaIMM ¢ MpWIOXKECHHBIMH OpommopaMu B
COOTBETCTBYIOIME H KOMIIETCHTHEIE HHCTaHIMK Kuiprrrsckoit PeciyGimxu.

IlocomscTB0  PecnyGuuku  Typrms monmbsyercss ciydaeM, YToOBI
B0300HOBUTE MuHHcTepeTBYy MHocTpaHHEX Hen Keipresckoit Pecny6nmxu
YBEpeHHS B CBOEM BEChMa BEICOKOM YB&KEHHH.

Brumxkex, 9 uiong 2020 roaa |
MunucreperBo HHoctpanusix Jea Keiproiexoit PecnyGnnxn
Konnu: Bamne-Ilpembep-Munuctpy no Connansnnvim Bonpocam

B MuuncrepcTBo 3apaBooxpanenns KP
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Biyovent can support all female & male and pediatric & adult patients.

It can deliver up to 150 breaths and go down to 20 cc low Vtidal

It can calculate the values of patient elastance and comptiance fast

and precisely.

It can automatically calibrates itself when It is turned on.

Automatic tube compensation.

It provides leak compensation up to 80

Inspiration hold and expiration hotd in 1-60 sec. intervals.

Biyovent has Nasal Cpap and High Flow Oxygen

Therapy modes.

Biyovent has an integrated nebulizer system.

Pressure Controlled  Volume Controlled
Modes: Modes:

P-ACV V-ACV
P-SIMV+PS V-ACV(PRVC)
P-CMV V-CMV

pP-PSV V-SIMV+PS
P-Bilevel V-SIMV(PRVCHPS

APRV

Spontaneous and Smart
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. Displayed Data on screen

PPeep  Measurement of PEEP

PPlateau  Masurement of Plateau Pressure Insplration

PAverage  Masurement of Average pressure
Flnspiration  inspiration Flow
F Expiration  Expiration Flow
MVe  volume Measurement

SpnMVe  Spontaneous Minute Volume Measurement
SpnMVe/Mve Spontaneous Votume Per Minute / Volume Ratto Per Minute

VTidal  Tidal Volume
Fi0Z  Oxygen Ratlo
Respiratory rate  Number of Breaths Per Minute

Spontaneous respiratoryrate  Spontaneous Number of Breaths Per Minte

Tinspiration  Inspiration Time

T Exspiration  Exspiration Time
YE  Inspiration and Expiration Time Ratio

RAiway Airway Resistance Measurernent
CStatic  Static Compilance Measurement
CDynamic  Dynamic Compilance Measurement
Elastance  Elastance Measurement
RC Constant  Rc Time Constant Measurernent

Alarm Feautures

PPeak  Measurement of Peak Pressure Inspiration

Auditory and Visual Alarm and Recording
Two-Minute Alarm Sitence
Inspication Pressure Lower Limit / Upper Limit
Tidal Volume Lower Lirnit / Upper Limit
Speed of Respiration Lower Limit / Upper Limit
Volume Per Minute Lower Limit / Upper Limit
I/E Ratio Lower Umit / Upper Limit
Fi02 Lower Limit / Upper Limit
Apnea Time Upper Limit

Leak Upper Limit

Graphic Features

Pressure Time Graphic
Flow Time Graphic
Volume Time Graphic

Pressure-Volume, Pressure-Flow, Volume-Flow Cycles

Patient Records and Logging

Last 3 Days Record of Ventilation Value Trend and
Graphical Representation.

Information Storage With The Capauty of 2000 Record
Alarm and Ventitation Alarm.

WOB  Energy Spent During Inspiration
WOB/LL  Energy Spent During Inspiration 7 Volume

VResudial  Resudial volume at the end of breathing
V Expiration  Exsplration Tidal Volume
VAds Anatomic Dead Space Measurement
AutoPeep Trapped Air Pressure After Respiration Occlusion
PO Pressure Measurement Per 100 mill Seconds
RSBl Rapid Shallow Breathing Index
PTP  Negative Pressure x Negative Pressure Time
FTP  Negative Flow x Negative Flow Time
PNIF  Negative Inspiration Pressure Force
MVsp%  Spontaneous Ratio to Mandatony Minute Volume
Leak Rate Leak Volume Rate
Leak Volume Leak Votume After Respiration Cycle

Electrical Features

Battery Time 2 Hours + 8 Hours Optlonal
Mains Voltage Power 180 - 264 VAC
Consumption  47-63 Hz 100W

Features of The Saource of Pressure

02 Pressure  2.5-7 Bar Central System / Tube
Air Pressure 2.5 - 7 Bar Central System / Tube

Automatic Change and Alarm Display When The
Source Is Consumed

Working With a Medical Compressor or Regulator

Size and Weight
Lenght 150cm
Depth 44cm

Width 42cm
Weight 55kg
Monitor Movement Left and Right150°
Up and Down 15°
15 inch Full Touch Screen Monitor
Pendant and Colurnn Mounting

Digital Interfaces

4 USB, 2COM, 2 Ethernet

Comparison of Modes

Mindray
Ouolevel

Maquet
SIMV-PC+PS

"Hamilton
APV/SIMV+

Puritan Bennett

‘Biosys'
P-SIMV+PS
P-Bilevel

SIMV-PRVC+PS

SIMV-PCVG

VC-SIMV+ Autoflow
SPN-CPAP/VS

SPN-VS

V-SIMV(PRVC)+PS

Vs

+PS(Pressure Support) feature supports the breathing efforts with pressure.
o PRVC(Pressure Regulated Volume Control) feature provides pressure control for volume target.

Evrakan elektronik imzals suretine http=/e-belgesaglik.gov.tr adresinden 8695¢10-2133-4757-818d:428 1bdSed2ec kodu ile erigebilirsiniz.

Bu belge 5070 sayih elektronik imza kanuna gore glvenli elektronik imza ile imzalanmistir.
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Elektrikli Tibbi Donanim Deneyleri
Medical Elgcldcal- Equipment Tests

Elektrikli Tibbi Donanim Deneyleri .
 Medical Electiical Equipment Tests

Test Laboratuvarlsrr

9. Deney Uygulamalars;

Test Applications
e s 'The artwork helow may he only a.draft. The use of.certification marks on a praduct must be

v amwﬁﬁ.omoﬁ.a authoriZed by the respective NCBs that own:these marks.
NMedicabelestricdl equipment -
Part 1: Gerieral requirements for basic safsty and sssantial perorinaine { Blogys Biyometllkal Muhendialtk:San. Tlo. Ltd. Sti. ::.mowﬁmvﬁa _w.._b..m; S |
“Test:specification: ) m * mﬁ%ﬁi&.«%&ﬁ%ﬂ«%&ﬁg>m§ruou0 Tk Mali Nade In Tutkey ._.Pmm.m
Standard :  IECH0601+1:2005, CORA2006, CORZZ007, AMEB:2012 P : T 3 m 220V AC, 05A, 50Hz, IOVA | mraindanteansanm. |
A T Ay ey o i A Y warelk |
{orEC BDBO1-1:2012 reprin)- { @ﬂwoa @ M n@ ﬂ 2092, T e T o §¢§hﬂ%§. }
| TSt PrOCRtUtR s cisammivan?, TYpE TS e = : =S ‘v..

Nop-stanidard test inethod, s,

Test:Report. Form No.......cccmnene.. +  |EG6QS0% 1P
TeskReport Foim Ofiginatora...s  UL{DS) P kb L e DL ittt TrmmTeTe ™
Master TRF : 20191011 /

Oksijen/ 02 Hava/ Air

1
]
Copyright ©.2019'Warldwlide Systern forGonformity: Testing:and Cerification of Electrotechnlcal m
Eguipimentand Cofnpenetits IEGEE), Genba, Sivitzexland, Alf Hahfs teserved, ! o B Aralid
‘s pbtestomz hma__mwam_:x&aﬁ:&sﬁ_ s eriRarfornomcommercal porposesiay bnges e IELEE Isackmonadged ax i { Beslenme Basinci Araligs Beslenme Basinci Araligi
e e e oo ] e el papases as bngsstly  Jsrdaowfec
i Toados rrlaon feveptadLoe e A o s 58 I o6 {  Bupply Pressure Range Supply Pressure Range
1
1
1
m
]
)
)
1
1

If:this Test Report Form Is'used by non-IECEE membiers, the IECEENEG oge-and e mesrsriceto s G min : 2.0 bar min : 2.0 bar

‘Scheme procedure shall be remayved. max: 7.0 bar max: 720 bar
Thifs report [s' oot valld as:4 GB Tesf Reportviniess sigrigd by Atapproved CB Tesilng Laborator .

T L Tad

and appentded 10a:CBTest Gertificateslssued’by an NGB inaccordance with 1ECEENZ, ._..m_um ‘&em_ / Peak Flow >‘ ' Tepe Akigi / Peak Flow -
L max : 180 Ipm max : 180 Ipm
FRICHRHNE A ronik imzalt suretine hitpuiie-belge saglik gov.tr afifien 8695fe10-2133-4757-81 3B DS T 2DI AR ARALIH 05:20 b\ RIS YRR A onik imzali suretine http:/ie-belge.saglik.gov.tr adilfflen 86951c10-0133-4757-8184° BT OMRBRENILUL0420 b\
Bu belge 5070 sayili elektronik imza kanuna gdre gliveali elektroniX imza ile imzal e Ru haloe S070 gavih elektronik imza kanuna eBre gQvenli elektronik imza ile imzal
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Elekteikli Tiblki Donannn Beneyleri
WMedical ElecticalEquipment Tesls

Classification of installation and use..esumwers . < Mobile

.Device type {component/sub-assenibly/ equlpmentf system):  Equipment

“Intended use: {Including type of pafient, applicationlocation).:  Intensive:care unit

.+ ‘| Mode-fiaperdtion ) i Confifidous
" | Supply:connectian.... - . <% Iitemnally:powered fappliance-coupler
| Avcesstrissurid detachable patts MAIIEd wunsumnesrmant SOl SoreE e

ditligropiiichis inddda . : ¢ Nama
Name-and -Address of factory(ies). .. erreevmecrersemsenean 3 ARGELIKAS: Elektronik:Isietines!:

Cerkezkiy Qrganize: Sanayl BSlgash
Karaagag Mah. BSakak Mo A 59510
KépaklifTekirdag,

Tesfing
Date ofreceiptoftest item(s)......... :
Dates tests performed. - .

16:02.2020.
16.04.2020'- 28:04,.202¢

-Possible test case'verdicts:
-test xase-dorsnot apply to thatest objett .a.cccwovrevieermnn
-festoblectdoes meef the requIrement... .o vanserersnsens &
- test objectwas nat evaluated for-the regUIFeMENt ...veerverrenne s
- test.object-does not meet themrequireMent, o roagrima’

N/A

"Pass {P).

N/E (collateral standands only}
Fail {F)

Abbreviations used Ih'the report:
- normal condition . et N.Gu

- means of Operator pratection .m..cuewseersameeesss MOOP!

-single fault conditian....vaveve.. 2 S.EGL
- meahs of Patient firatection ....: KIDBP

General remarks:

Before startingto usethe TRF please'read carefully the 4:Instructions pages:atthie end of the repoft
o how to complete the hew~ersion “K* of TRF-for IEC for£0801-1 2% edition 3t Ameadmatit

Sea Attachment #)" refers to additional Information appended to the:report.

uwwmmdm pended table)" refers to a table appended to the Teport.

.hetests results presentediin smmk_‘muoa—.msmwmo:_ﬁo.,»:mU ject-tested:
in 1

__imwa.%a writlen approval of the testing laburatory.

[ s repart shall botdie fepl Nmnﬁ% T blertar e
stoftestequipmen 2 Kept onfiles.and: available: v .
Ega_mzmmd%%mg Jor nfotmiation prosided in ;e%m%a%mén?%ﬁ

1.

FRT.S1R40/27A % onik imzals suretine hitp/c-belge saglik gov.r ad¥Hn 8695010-a133-4757-813d4BAMSLBLLTHRRRANIAARIZG

ik imza ile i

Bu belge 5070 sayili elektronik imza kanuna gore glivenli elek
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Elektrikli'Tibbi Donmanim Deneyleri
WMedical Electrigal Equipment Tests
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