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NEPCOHAJIbHA CUCTEMA CKPUHIHTY 340POB’A KOLIBRI®

MefMYHA CUCTEMA ANA HEIHBAa3UBHOIO CKPUHIHTY 340P0B'A N0OANHM, 3aCHOBaHA Ha
aHanisi cepuesoi gianbHocTi (HA) Ta BapiabenbHocTi cepuesoro putmy (HRV)
(Hagani - KOLIBRI® abo MS KOLIBRI)

MD KOLIBRI is Active Medical Device of Class lla, according to the ANNEX VIII, Chapter | DURATION OF USE: «Transient»,
ACTIVE DEVICES: «Active device intended for diagnosis and monitoring» ANNEX VIII, Chapter 111 6.2 Rule 10 and SaMD
KOLIBRI 6.3. Rule 11 of the REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

MD KOLIBRI is Active Medical Device of Class lla, according to the Annex IX Sect. | clause 1.6, 3.2 Rule 10 of the Directive
2007/47/EC of the European Parliament and the Council amending Council Directive 93/42/EEC concerning medical devices

SaMD KOLIBRI Class lla according to the ANNEX IX Sect. Il clause 2.3 — of the Directive 2007/47/EC of the European
Parliament and the Council amending Council Directive 93/42/EEC concerning medical devices

SaMD KOLIBRI Class A according to the IEC 62304:2006/AMD 1:2015 (IEC 62304:20015 ed.1.1) Medical device software -
Software life cycle processes -Amendment 1

TR 753-UA Annex 2 Clause 18 - Active medical device, designated for diagnostics, are classified up to class lla.

According to CISPR 11: 2015 + AMD1: 2016 + AMD2: 2019 CSV - Class B
GMDN 46565
UMDNS 12461

Note: SaMD - Software as a medical device Requirements for FDA, EU
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IFU for MS KOLIBRI®

MNepep, BukopuctaHHAMm MS KOLIBRI yBaXXKHO npounTaiiTe Lel0 HacTaHOBOY KopuctyBaua (IFU)

Lsa IFU micmume onuc npucmpoto, NpuHyun pobomu, mexHiuyHi xapakmepucmuku ma iHcmpykuii 3 ekcnayamauyii 0aa MD
KOLIBRI.

HacmaHosa Kopucmysaya, 6KM4arYu B8Ci YaCMUHU, 3aXUWeHd asmopCbKUM npasom. bydb-gKe BUKOPUCMAHHSA
mamepiasnis Yyb0o2o NOoCcibHUKA, WO NOPYyWye 8UMO2U YUHHO20 30KOHOAa8Ccmed npo asmopceKi npasa, 6e3 nucemMosozo
00380s1y 8UPOOHUKAG 3a60POHAEMBLCA.

Lle noa0xeHHA cmocyemocs KOMito8aHHS, nepeknady, CKAHY8AHHS, PO3MIUjeHHA Ma MAHIMYyM08AHHA MOWO AK 8
e/1eKMPOHHUX CUCMeMaXx, MaK i 8 OpyKOBAHUX 8epCisX.

BuKOpUCTaHi CKOPOUEHHA Ta BUSHAUYEHHA:

MeguyHa cuctema - e iHTerpasbHe meanyHe pilleHHA gna CKPUHIHIOBOIT
LiarHOCTUKK, AKE NOEAHYE anapaTHi Ta NPOrpamHi YaCTUHM, AKI NpaLoTb CMiIbHO,
BMKOPUCTOBYIOUM BiaganeHuin goctyn ta anroputmm Al / ML 06pobku aaHumX.
MporpamHe 3abe3neyeHHA AK MeaAnYHNI Npuctpiit (SaMD), AK Le BU3HaYeHO B
IMDRF SaMD WG N10/Software as a Medical Device: Key Definitions. Accordingly,
SaMD / NporpamHe 3abe3neyeHHA K MeAUYHUA NPUCTPIN: KNOYOBI BUSHAYEHHA.
BignosiaHo, SaMD - e nporpamHe 3abe3neyeHHs, NpM3HavyeHe AN BUKOPUCTaHHA
B O4Hi ab0 AEKINbKOX MeANYHUX LiNAX, AKi BUKOHYIOTb Ui Lini, He byayuu
YaCTUHOK anapaTHOro MeANYHOro NPUCTPOLO. Y HaWomMy BUNAAKY YacTuHa MS
KOLIBRI, po3TalwoBaHa Ha XMapHOMY cepBepi, po3rnagaerbca ak SaMD, byayum
OZHOYaCHO NpPOrpamHMM NPoAyKToM oxopoHu 3a0pos’a (HSP) (KOLIBRI HSP).
MeanyHut Nnpunag, - anapaTHa YacTMHa MeAnYHOI cucTeMm, aka besnocepeHbo
BUKOPUCTOBYETLCS 419 BUMIPIHOBAHHSA.
Mo6inbHUI 40AATOK, AKMIM TAaKOXK Ha3MBalOTb MOBINbHMM AoaaTKom abo npocTo
[0AAaTKOM, - Lie Komn'loTepHa nporpama abo nporpamHe 3abe3neyeHHs,
npusHadeHe Ansa poboTn Ha MobiIbHOMY NPUCTPOI, TakomMy K TenedpoH abo
nnaHweT. [loAaTOK 3aBaHTAXKYETbCA 3 N1aTGOPM PO3NOBCIOAKEHHA [,0AATKIB,
AKMMW KepYE BNACHMK MobifibHOI onepauiiHoi cuctemu, Hanpuknag, App Store
(i0S) abo Google Play Store. BiH npu3aHayYeHnit 4N KepyBaHHA NPOLLECOM
BMMIpPIOBaHHA, Nepeaadi AaHunx Ta BigobparkeHHA 06pobieHnx pesynbTarTis.
CepueBa aKTUBHICTb - Le Pi3HMUA NOTEHLiaNiB €/IeKTPUYHOrOo NoAA, LWo
reHepyeTbcA cepL.eBMM M'A30M, BUMIPIOBAHA B KiZIbKOX TOYKaX Ha NOBEPXHi
NOACbKOro Tina
BapiabenbHicTb cepueBoro putmy - ue ¢isionoriyHe ABMLLE 3MiHM YacOBOTO
iHTepBany Mix cepuebuntram. BUMiptoeTbca BapiaLli€lo iIHTEPBANY MiXK pUTMaMMU.

SaMD=HSP
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1 3ATA/TIbHA [HOOPMALLIA

1.1 3ATAIbHUW Oornaa

Y BUCOKOPO3BMHEHWMX KpaiHax AepKaBHi BUTPATU Ha OXOPOHY 340POB’A 3 POKY B PiK 3pOCTalOTb Y NepLUy Yepry Yepes CTapiHHA
HaceneHHA. OYiKyeTbCA, WO BUTPATM MOXKYTb AocAartn 8,5% BBIM no 2060 poky B KpaiHax EC. [1] Kpim Toro, nporHo3 Butpat
Ha AOBrOCTPOKOBY LONOMOTY B cepeHbOMY 36iNbLUNTbCA MalixKe BABIYI 32 NPOrHO3HWIA NepioA,. Bnave uux 3miH BigyyBaeTbeA
BXK€ CbOrogHi, i Le 0co6/1MBO rocTpo B Nepios NOCUIEHOTO TUCKY Ha Aep’KaBHi 610AKETHU, MOCTIMHOrO 3MEHLWEHHA KiNIbKOCTi
MeAMYHOro NepcoHany, 6iNbLoro piBHA XPOHIYHMX 3aXBOPIOBAHb Ta 3POCTAOYMX NMOMMUTIB Ta OYiKyBaHb FPOMaAAH Ha NOCAyrU
6inbLL BUCOKOT AKOCTI.

3a UuMx 06CTaBMH Ha NepLUMiA NAaH BUXOAATb iIHHOBALHI pilLeHHS ANA PeryasapHOro MOHITOPUHIY cTaHy 340poB’s. Mepuw 3a
BCe, HeiHBa3WBHI Ta 3pyYHi AN1A KOPUCTYBaYva iIHCTPYMEHTH, AKI MOXKYTb 3abe3neunTn HagillHe, WBKAKe Ta 3pyYHEe TeCTyBaHHA
noaen y byab-aknin yac Ta B 6yab-akomy micui. LLi npucTpoi ctatoTb HEOOXiAHMMM NOMIYHUKaMK ANA MeANYHUX NPALiBHUKIB.
Mpautotoun BigdaneHo, Take 06/safHAHHA [AOMOMOXE 3MEHWWUTU 4YeprM Ta [A0AacTb BapTOCTi MOCAYyraM MeaMYHUX
npauiBHKKIB, 3ab6e3neynTb Kpaluii 38’930K Ta KOOPAMHALIIO MiXK NiKapamM, MeAcecTpamu Ta iHWKWUMK crelianictamu, Lo
3aIMalOTbCA AiarHOCTMKOK Ta NiKyBaHHAM 3axBoptoBaHb. HapewrTi, Le matume NO3MTUBHUIA FPOMAACHKUIA ePeKT 3aBAAKN
30CeperKeHHI0 yBarn Ha NpodinakTmLi Ta MOHITOPUHTY XPOHIYHNX 3aXBOPIOBAHb.

MD(s) IDENTIFICATION (name, type)

HasBa: Cucrema ocobuctoro ckpuHiHry 3gopos'a KOLIBRI® (Personal Health Screening System KOLIBRI®)

Tun: NepcoHanbHa cUcTeMa CKPUHiHTY 3a0poB'a KOLIBRI® - e meanyHa cucTema, peanisoBaHa AK XMapHe pilleHHs Ans

HeiHBa3MBHOro MeAMYHOro 0bCTeXKEeHHS N0AEN AK B MeAUYHUX, TaK i B AOMaLLHIX yMoBax. BiHa 6a3yeTbca Ha BUMipIOBaHHI
cepueBoi gisnbHocTi (HA) Ta BapiabenbHocTi cepuesoro putmy (HRV), saki aHanisyoTbca y NOEAHAHHI 3 iHAMBIAYaNbHUMMU
AaHUMK ntoanHu (BiK, 3picT, Bara Ta CTaTb) L03BOAE BU3HAUYUTU NapaMeTpu cepLi, MOKA3HMKM KPOoBI, 3aranbHi napameTpu
340p0B’s Ta 3arpo3un 340p0B’to0 (Nepenik HaBeAeHO y NyHKTi 1.4).
MeaunuHa cuctema KOLIBRI® cknagaetbes 3 AeKifibkox moayniB, a came meguyHoro npuctpoto (MD KOLIBRI), mobinbHoro
noaaTtka (KOLIBRI APP) Ta nporpamHoro 3abesneyeHHs A8 OXOPOHW 340pOB'A, PO3TAlLOBAHOIO Ha XMapHOMY cepBepi
(KOLIBRI HSP). KoxeH i3 moaynis Ta ix B3aeEMois onmncaHi Ta NnokasaHi Ha MantoHKy 1.1.1 Huxue.
MS KOLIBRI® no3BoAs€ BiAAaneHMM naujieHTamM BBOAMTU BUXIiAHI AaHi NtoAMHK (CTaTb, BiK, Bara Ta 3picT) 3a A0OMOMOrot
nporpamun Ha mobinbHomy ragseti (KOLIBRI APP), wo6 3anuncatv EKI nepworo BigBeaeHHA NpoTArom 5 XB 3a A0MNOMOroto
cneujanbHo po3pobneHoro npuctpoto ( MD KOLIBRI), wo nepeaae BCi AaHi Ha XmapHUit cepeep ana obpobKu 3a cneuianbHO
po3pobsieHnMm i 3anaTteHToBaHMM anroputmom (nateHt CLUA 10 531 836 B2 pata: 14 ciuHa 2020 p.), Ta Bigobpaxkae
pesynbratv B goaatky KOLIBRI abo ocobuctomy kabiHeTi B IHTepHeTi (https://kolibri.one). 3a 3rogoto naujieHTa npusHayeHnit
nocTayanbHUK MeanyHUX nocayr / daxiselb maTme LOCTYN A0 pe3yabTaTiB TeCTYBaHHA NaLlieHTa 3a 4ONOMOroto cnewiaibHo
pO3pob6aeHNX XMapHUX NMPorpamHmx 3acobis Ta 061iKoBUX 3anucis Ha Be6-nnatdopmi https://kolibri.one.
PesynbTaTn 06po6KM NpeacTaBneHi y Gopmi 3BiTy, AKMI BKNOUAE MAapaMeTpu 340P0B’ A, 3arpo3un (MOKAUBI PU3KMKK) 300P0B’ 10
Ta pe3ynbTat EKI (KinbKicTb MOKasHMKIB y Ay»KKax): 3aranbHi napameTtpu 340pos’s (7), BapiabenbHicTb cepLeBoro putmy
(30), mopdonoria EKI (11) , 3aranbHuiA aHani3 Kposi (9), NlinigHuii 06miH (4), ByrnesoaHuit metabonisam (1), Enektponitu (3),
3arposu 3a0pos’to (14) Ta EKT (43).

BAX/IMBA MNMPUMITKA. IHpopmauisa, HagaHa KOLIBRI®, € aonomixkHoto. MpusHadeHHs KOLIBRI® pgonoBHioBaTW, a He

3amiHOBaTM iHGOpPMaLiO, OTPUMaHY CTaHAAPTHUMKU MeToAamMu (KnacuuHi nabopaTopHi AocnigxeHHAa Kposi Ta EKT).
KOLIBRI® Hapae AaHi, KOPUCHI A4 NepioANYHOro CMOCTEPEXKEHHA 33 NALLiEHTaMKM A1 KOHTPOAH 3a iX 340pOB’AM Ta

PaHHbOrO BUABJ/IEHHA 03HAK MEBHWX MATOOriA. Pe3ybTaTu TECTYBaHHA NMOBMHHI BUKOPUCTOBYBATUCA MaLiEHTAMM NIMLLE B
iHpopmaLinHUX Linax. Byap-aKi pilleHHs WoAo cTaHy 340poB’A, Tepanii abo A0AATKOBOI AiarHOCTUKK NPUIMMaE vLe
BigNOBiAANbHUI MeOMYHUIN NPALLBHUK. AKLWO NOTPiOHI TOYHI AaHi NeBHMX MapaMeTpiB, iX c/ig oTpMMaTh 3a 4ONOMOrOH
BiANOBIAHUX CTAaHOAPTHMUX METOL,iB.

]
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KOLIBRI APP
Fig.1.1.1 CucTema 0cobUCTOro CKpUHiHry 3g0pos's KOLIBRI®. MOAYAI | B3AEMOAIT

MD KOLIBRI - anapatHuint moaynb MS KOLIBRI, skuit oTpumye Ta peectpye iHpopmauito npo
poboTy cepua AAuHM 3a gonomorot 1-ro BigBeaeHHs EKI. B6ypoBaHMii 4in Kepye
npauesgatHicTio moayna, cTabinbHMm 3B’a3kom  mixk MD KOLIBRI Ta pgopaTkom,
BCTaHOB/MIEHUM Ha MobinbHOMy ragskeTi KopuctyBada (KOLIBRI APP), a TakoX nepepgaueto
AaHux y KOLIBRI APP (4epes Bluetooth).

KOLIBRI APP - mob6inbHMN AoaaToK, NPpU3HAYeHMn Ana BBeAeHHA iHbopmalLii npo ocoby wo
b6yne TecTyBaTMUCb, KEpyBaHHA MPOLLECOM BMMIPIOBAHHA, NPUAMAHHAM Ta nepegadeto
BBEAEHUX Ta BUMIPAHMX JaHUX HA XMAPHWI cepBep, Ae PO3MILLEHUI aNropuTM 0B6UYMCNEHHA
(KOLIBRI HSP), oTpmaHHnA Ta BigobpaxKeHHsA pe3yibTaTh po3paxyHKy KOPUCTYBaYesBi.

KOLIBRI HSP - nporpamHuin moaynb MS KOLIBRI, AskuiA po3milLeHUt Ha XMapHUX cepBepax Ta
3abe3neyye BigganeHy obpobKy nepegaHux agaHux HA Ta HRV Big ynoBHOBa*KeHUX
KOPWUCTYBa4yiB Ha OCHOBI iHHOBaUiltHOro anroputmy. Ogpasy nicns obpobKu pesynbtath
TecTyBaHHA AOCTYMNHI B ocobuctomy KabiHeTi / obnikoBomy 3anmci Kopuctysada Ha Beb-canTi
https://kolibri.one (abo Moro perioHanbHUX BepciAx) Ta B MOBINbHOMY [04aTKYy KOPMCTYBaya.
Cnoci6b 3anateHToBaHmin (USA 10 531 836 B2); BiH BUKOPUCTOBYE MOAE/Nb aBTOPErpeciiHoro
NiHIMHOro NPOrHO3yBaHHA, 3aCHOBAHY HAa BAACTMBOCTAX HA, WO A03BOMAE BU3HAUMTU PAL
napameTpis Kposi (CBC Ta bioximis), napameTpis BapiabenbHOCTI cepLEBOro pUTMY, NEBHUX
3arpos 41 340P0B'A Ta CEpPLEBUX BigXUIEHD.

KOLIBRI HSP is SaMD software in the meaning of IMDRF SaMD WG N10/Software as a Medical Device:
Key Definitions.

PesynbTaTM TecTyBaHHSA [OCTYMHI SIK 4Yepe3 iHTepdelc KnieHTa |HTepHeT-naatdopmm
KOLIBRI.ONE (KOLIBRI HSP), Tak i B mobinbHoMy poaaTky - KOLIBRI APP.

PesynbTatv TecTyBaHHA He 3b6epiratotbca B goaaTky KOLIBRI abo B nam'saTi ragkerta.
PesynbTaT TecTtyBaHHA oTpumye IHTepHeT-nnatpopma (KOLIBRI HSP) KoskHoro pasy, Koawu
NtogMHa 3anuTye 1oro.

3a gonomoroto ocobucToro KabiHety (KabiHeTy) 3apeecTpoBaHUIt KOPUCTYBaY MOXKe H6aunTu
pe3yabTaTh BCiX YCMiWHO BMKOHAHMX TeCTiB. KOPMCTYBAY Ma€ MOXAMUBICTb AINTUCA CBOIMM
pe3ynbTaTamu 3 flikapem.
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1.2 METO4 BUMIPIOBAHHA

Ha ocHoBi BuMMmiptoBaHHA curHany HA meguuHmin npuctpii KOLIBRI posBosse BuABUTU BianoBiaHi
cepueBi 3axBoptoBaHHA Ta / abo BiaxuneHHa B poboTi cepud. BiH nNpu3HayeHU ONA BMKOPUCTAHHA
A0pOoCAMMM B ByAb-AKNIM Yac 406K, KONM KOPUCTyBaY BUKOHYE CBOT 3BUYAMHI Aji.

BumiptoBaHHS NPoOBOAMTLCA CUAAYM, 3i CMOKIMHUM aAnxaHHAM. CUTyauifa Nig Yac KAiHIYHOro A0oC/iAXKeHHA
NMOBWHHA BYTW CNOKiNHO.

HeobxigHo ycyHyTH BCi NepeLlKkoau, Wwo BeayTb A0 eMOLIMHOTO 36yAXKEeHHSA, HE PO3MOBAATU, BUKIOYUTH
TenedOHHi A3BIHKM Ta noAsy iHWWX Aogein. MpoTArom [OCNigKyYBaHOro nepiody NaLi€HT MOBWUHEH
AMXaTn, He pobnaun rMMbOKMX BANXIB, HE KALLNATU, HE KOBTATU C/INHY.

KniHiyHe gocnigeHHA NpoBOAUTLCA He paHille, HixK Yepes rogMHy nicaa NnpMnomy CUAbHOAIKUNX NiKiB
Ta KypiHHA. BUMiptoBaHHA Mmoxke 6yTn HenpaBUAbHUM Y NtoAel, AKi NnepebyBatoTb y CTaHi aIKOrONbHOTO,
HAaPKOTUYHOrO CN'AHIHHA, WO 3HAXOA4ATLCA Nig, Ai€I0 3aCNOKINANMBUX YN NCUXOTPOMHUX PEYOBUH, @ TAKOXK
y MALEHTIB 3 BUCOKOIO TEMMEPATYPOIO Ta Y BaXKKOMY CTaHi.

3HayeHHs NynbCy NOBUHHI ByTM B mexkax Hopm: 60 -90 yaapis B XBUIUHY.

Taki nopylweHHA cepueBoro puTMy, K TPINOTIHHA Ta ibpuAALia WAYHOUKIB, MapOKCM3ManbHa
Taxikapgia, 4acta, 0COb6AMBO nNONITOMIYHA, EKCTPACUCTONIA, a TaKOX MOPYLIEHHA MpPOBiAHOCTI
WAyHo4YKoBOI nposigHocTi (nepiogn Wenckebach, HenosHa abo nosHa aTpioBeHTpUKyAApHaA 610Kaaa),
HAABHICTb WUTYYHOrO KapAioCTUMYAATOPA MOXKe BNAMHYTU HA TOYHICTb BUMIpIOBaHHA.

Mepes NoOYaTKOM NEPLLOro BUMipIOBaHHA HEOBXiAHO 3aN0BHUTU HeObXigHI Noaa B MobinbHOMY AoAaTKy
(HeobxigpHa HacTynHa iHdopmauin: (obos'skoBa iHpopmaLifa) BiK, Bara, 3picT, cTaTb, (He 060B'3KoBa
iHpopMaLia) HaABHICTb UM BiACYTHICTb AiabeTy, Y NanuUTb NALEHT, YN BXKMBAE BiH HAPKOTUKMK, rpyny

TecTyBaHHA NOTPi6GHO PO6UTH, KONM NALLIEHT CNOKiiHUNA, He maB i3UYHUX
HaBaHTaXXeHb NpoTarom 5-10 xB, CMAAYM B NPUMILLEHHiI 3 KOMPOPTHOO

TemnepaTtypoto (B mexkax +20 2C i +27 °C) i BonoricTio meHwe 80 %.

KpoBi Ta pesyc). TpuBaicTb BUMiptOBaHHSA: 5 XBUAMH. HeobxiaHnii goctyn Ao IHTepHery.

1.3 BUKOPUCTAHHA NMPUCTPOIO

MepcoHanbHa cucrema CcKpuHiHry 3gopos'a KOLIBRI® npusHayeHa pana 36opy, aHanisy Ta
Bio6paxkeHHn iHpopmauii npo cepuesy gianbHictb (HA) Ta BapiabenbHicTb cepuesoro putmy (HRV), a
TAKOX AN BU3HAYEHHs Ta BifobpaXKeHHA NOKa3HMKIB KPOBi, 3arasibHMX NapameTpiB 340p0B'A Ta 3arpo3
AnA 300poB'a (nepeniyeHmx HUXK4Ye) BU3HaAYeHUX Ha OcHOBI aHanizy HA ta HRV y noeaHaHHi 3 BXigHUMM
OAaHUMK NtoaMHM (BiK, CTaTb, Bara Ta 3picT) 3a 3aNaTeHTOBAHMM aNrOpPUTMOM.

BioHa BMKOPWUCTOBYETbCA AK A5 CAaMOTECTYBaHHA NaLieHTaMW (AOMalIHI YyMOBM), TaK i B 3aknagax
OXOPOHM 340p0OB’A (MeAUYHI YCTaHOBW) AK A0AATKOBUM 3aCib CKPUHIHTY AN AOPOC/AUX.

OTpumaHi Ta BM3Ha4yeHi NapameTpu Ta MOKA3HMKM He MNpU3HaYeHi Ans Oyab-AKOro KOHKPETHOro
KNiHiYHOro giarHo3y. KniHiyHe 3HaYeHHA iHpopmalLii 3i 3BiTy Ma€ BU3Ha4YaTU MegUYHMNIN NPaALiBHUK.
MeauyHi npauiBHUKN MaloTb MOXKAMBICTb BMKopucToBYBaTM BCi PyHKUii KOLIBRI®. BukopucTtoBytoum
iHbopmaluito, HagaHy KOLIBRI® y 3BiTi Npo TecTyBaHHA, a TAKOXK MeaMyHi 3HaHHA 3 disionorii Ta natonorii
NOANHN, NiKap MOXKe NPUNHATK pilleHHA NPOo HanABHI po3naan abo peKoMmeHAYE A0AaTKOBI OOCTEKEHHS.
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BbescymHiBHO, noeaHaHHA MS KOLIBRI® Ta iHWKX meToAiB AiarHOCTUKM byae Halbinblw KOPUCHUM Ans
BCebIYHOro A0CNiAXKEHHA CTaHY 340POB'A NaLjeHTa.
Y Tol e yac ocobu, aki BukopuctosytoTb MS KOLIBRI® gna camoTecTyBaHHA, MOXYTb NPOBOAUTU
BUMIPIOBaHHA Ta OTPUMYBATW 3BiTM 3 pe3yabTaTamMu Ta MOpaau WOAO BiABIAYBaHHA NiKapA, AKLWO
BMAB/NIEHI 03HAKM NEBHOI 3arpo3n 340poB’to. IHpopmauia y 3BiTi He NpU3HaYeHa AN CaMOAiIArHOCTUKM
ocoboto. MS KOLIBRI® He BCTaHOBAIOE AiarHO3M, TOMY 3BIiT HE MiCTUTb Takoi iHGopmau,ii.
3anponoHoBaHi ranysi 3acrocysaHHA gna MS KOLIBRI®: nepcoHaibHe BUKOPUCTAHHA (A8 AO0MaLLHbOTO
BMKOPUCTaAHHA), NePioANYHNIN MOHITOPMHI NALIEHTIB NPMBATHUMM Ta CIMENHUMM NiKaPAMM, TECTYBAHHA
NaLEHTIB Y KANiIHIKax, MeguYHUX OOCNIAHULBKMUX LUEeHTpaXx, peabiniTauimHnux Ta cna-ueHTpax, Ta iHWuX
MegMYHKUX 3aknagax. Kpim toro, MS KOLIBRI® moxe BMKOPUCTOBYBATUCA Y TeNeMeaANYHUX MPOEKTaXx,
OCKi/IbKM BiH BK/IIOYA€E MOPTATUBHUM IHCTPYMEHT i3 cneuiaibHUM NPorpaMHUM 3abe3neyeHHAM, AKUI
[L03BONIAE NIOANHI POBUTK TECT e 3aBrof4HO Ta AiNNTbCA pe3ynbTaTaMMn 3 MeAUYHMMM NPALiBHUKAMK,
6yayun Aaneko Bif HUX.
KoxkeH 3 moaynie MS KOLIBRI® BukoHye cBoi cneymdiyHi GyHKLiT Ta BiApPi3HAETbCA 3@ NPU3HAYEHHAM.
OTmxe, mobinbHUI gopatok KOLIBRI APP BcTaHOBAEHWI Ha ragkeTax (cmaptdoHax, nnaHweTax) i
NPU3HAYeHU aNa BBeAeHHA iIHPOPMaLLi NPO NaLiEHTA, KepyBaHHA NPOLLECOM BUMIPIOBAHHA, MpUnoMy
Ta nepepgadi BBeAEHUX Ta BUMIpAHMX AaHuX Ha cepsep KOLIBRI (KOLIBRI HSP) ana o6pobKu, a Takox
BiLoOpaxKeHHA pe3ynbTaTiB TecTyBaHHA. MpucTpin KOLIBRI npu3HadyeHuit ana 3anucy curHanis cepusa
(cepueBoi gianbHocTi) - 1-ro BigBeaeHHA EKI, KOHTpoAto Npaue3aaTHOCTI anapaTHOro 3abesneyeHHA Ta
3'egHaHHA 3 KOLIBRI APP, a Takox nepegaudi oTpumaHux curHanis go KOLIBRI APP yepes Bluetooth.
HapewTi, KOLIBRI HSP npusHauyeHnin ana ob6pobKu Ta aHanisy BCiX OTPMMaHUX AaHWUX 33 SOMNOMOrOL
anropuTmy rnMbokoro HaB4YaHHA, GOPMYOUM 3BIT NPO TECTYBAHHA 3 YCiMa BU3HAYEHUMWN NapamMeTpamm
Ta BuABNEHMMM BUCHOBKamuK. KOLIBRI HSP mae BOypoBaHy 4acTMHY KAi€HTA, AKA HAaJA€ AOCTyn A0
pe3ynbTaTiB 3a Aonomorot IHTepHeT-6pay3epa (ocobucti akayHTH Ha naatdopmi https://kolibri.one).
Kpim Toro, pesynbtati Haacunatotbca Ao nporpamu KOLIBRI APP gns BigobparkeHHs.

1.3.1 UIZIbOBA NONYAALIA TA NMOKA3AHHA A0 3ACTOCYBAHHA/ MEAWYHUA CTAH (-M), AKI

MAIOTb BYTU AIATHOCTOBAHI MPUIAAOM TA IHWI MIPKYBAHHA, TAKI AK KPUTEPII BUBOPY

MALUIEHTA:

MS KOLIBRI® moHa BUKOPMUCTOBYBATU A1A 0AHOPA30BMX abo nepiogMyHUX TecTyBaHb AOPOCANX OCib
(18 pokiB i ctapwe), 060x cTaTen, AKi NPOXKMBAIOTb B 30HaX aTMOCHEPHOro TUCKY B MerKax 650-765 mm
pT.cT. (86-102 KIMa) i Ae BosoricTb cTaHOBUTL 20% -80% 6e3 KoHAeHCcaL,ii Ha OCHOBI BU3HAYEHHA NEBHUX
napameTpiB 340pOB’S Ta PU3NKY 3aXBOPHOBAHb, AOCTYNHUX Ana iaeHTMdiKayii MS KOLIBRI®. Cnucok
HaBegeHo HuXk4e (NyHKT 1.4, Pe3synbTaTh).

LinboBa rpyna KOpMUCTyBayiB - e TepanesTu 3arasibHOI NPAKTUKK, Kapaionorn Towo.

1.3.2 PO3YMHO T[POrHososl MEAUYHI YMOBWU, AOE HE BAXAHO BWKOPUCTAHHA
(MPOTUNOKA3AHHA):

He po3sonsetrbca Bukopucrosysatn MS KOLIBRI B negiatpii, BariTHUM XiHKam, NalieHTamM y KPUTUYHUX
Ta HeBiAKNaAHMX CTaHaXx, Y BifAineHHi iHTeHCMBHOI Tepanii (AK B onepauiiHin, Tak i y BigaineHHi wsmnaKoi
[OMOMOTK), NoAAM i3 YaCTOTOK cepueBux ckopodeHb meHule 40 i Buuwe 120 yaapis Ha XBUAUHY , AN
NPUKYTMX A0 NiXKKA NaLiEHTIB, NALIEHTIB 3 iIMNNAQHTOBAHMM LUTYYHMM CTUMYNATOPOM Ta MOPYLUEHHAMMU
cepLeBOoro putTmy, Takumu aKk gibpunauis WayHoUKIB, MapoKcKM3manbHa Taxikapais, nepeayvacHi yaapu,
NopyLLUEHHA aTPIOBEHTPUKYNAPHOI NpoBigHoCTI (nepiogm BeHkebaxa (Wenckebach), HenosHa abo noBHa
aTpioBEHTPUKYNAPHA 610Kada, KpiMm aTpioBEeHTPUKYNAPHOI 6aoKaaM nepwoi cTyneHi), ans ocib, ki
NpoxoAATb NiKyBaHHA XiMmioTepanieto Ta peHTreHoTepaniet, AN TUX, XTO CTPAXKAA€E Ha XKOBTAHMLUIO abo
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rocTpy HWPKOBY HEAOCTATHICTb, ANA AOHOPIB NiCnA nepenuMBaHHA KpoBi (obmexeHWn TepmiH ana
AOHOPIB - 6 MicALIB) Ta AnA peumnienTiB nicna TpaHcdysii (nepios He BU3HAYAETLCSA, OCKINIbKM Lie B NepLly
Yyepry 3aneXuTb Bif, NOYATKOBOrO CTaHy Mali€eHTa A0 MepesiMBaHHA KPOBi Ta MOro MOXAMBOCTI A0
BiHOB/IEHHS).

AKWwo ocoba mae byab-AKi NOWKOAMKEHHA NOBEPXHI WKIPU Ha AiNAHKAX, 3 AKUMW KOHTAKTYE NPUCTPIN,
BK/ILOYAIOYM, ane He 0OMEeXYUNCb MM, PaHU, BUPA3KKU, TPABMMU, 3aMaNeHHA Ta BUCUNAHHA TOLWO, To4i
He 4,03BONAETLCA NPOBOAUTU BUMIPIOBAHHA (MiCLA KOHTAKTYy MatOHKKU HUXK4e: Puc. 1.2 Ta 1.3).

MS KOLIBRI cnig, 3acTtocoByBaTi 3 06epekHiCTO HAaCTyNHUM NauieHTam / y HacTyNHUX BUNaaKax:

- XBOPUMM Ha LYKpOBUI aiabeT | Tuny ans ouiHKK BYrneBoAHOro obminy;

- II04bMM 3 HACTOTOH cepueBux CKopoyveHb Hukde 50 i suwe 100 yaapis Ha XBUMHY, OCKINbKKU KON
BOHa nepeBuuwye AianasoH EKI y cnokoi (50-100 yaapiB Ha XBWAWHY), TOYHICTb BMMIPIOBAHHSA,
OiarHOCTUKM Ta NPOrHO3YBaHHA 3HUXYETbCA.

1.3.3 3ATAJZIbHUIA ONMUC KOLIBRI®, BK/TKOYAKOYM MOrO NPUHLIMMNK POBEOTWU, MOM/TIMBOCTI.

TexHonoris MS KOLIBRI® 3acHoBaHa Ha BMMIiptOBaHHI Ta 06pobui AaHMX poboTU cepus, 30Kpema
cepueBoi gisnbHocTti (HA) Ta BapiabenbHocTi cepuesoro putmy (HRV) 3a gonomoroto cneujianbHoro
anropuTMy, BUHanaeHoro kKomaHaow. OCHOBHa igen nonArae B TOMy, WO BeEreTaTMBHa HEPBOBA CUCTEMA
(BHC) BnnmBae Ha cepueBy AiANbHICTb i KOHTPONOE POBOTY OpraHiB, BiANOBIAANbHUX 3@ KPOBOOOIr,
ANXAHHSA, TPABNEHHA, BUBEAEHHA Ta PO3MHOMEHHS, a TaKOX 0OMiH pe4oBuMH i picT (nogpobuui AocTynHi
B po3aini 1.5 Huxkue). OTXKe, aHaNi3ylouM 3MiHW B OAHIl i3 CKNagoBMX YacTUH Uboro "disionoriyHoro
PiBHAHHA", MM MAEMO MOX/MBICTb BU3HAYATM 3HAUYEHHSA iHLIKX.

Anroputm KOLIBRI noegHye aBa metoam o6pobku curHanis EKT:

AHanizyroum R-niku (R-peak) curnany HA - 103B0Nsi€ BU3HAUYUTM NapameTpu BapiabenbHOCTI cepLeBoro
putmy (BCP), naTtonorii cepus, AOCTYN A0 3ara/ibHOro CTaHy 340P0B’A Ta eMOL,ilMHOro cTaHy. PiBeHb Wymy
EKl-curHany mae nopiBHAHO HEBENMKUIA BMNAMB Ha pe3yabTaTu. CUrHan MoXKHa B3sSTU 3 Byab-AKUX OBOX
NiBMX / NpaBUX TOYOK NOACLKOrO TiNa.

AHanisytoun mopdoonorito HA (BignoBigHMIA NaTeHT) - € MOMK/IMBICTb BW3HAYUTM MaApPaMeTpu
meTaboniamy Kposi, BiaxnneHHa EKI Ta neBHi puankn ana 340pos'a. Y ubomy BUNAAKY PiBEHb LLIYMY MaE
6inbWKWIN BNANB Yy NOPIBHAHHI 3 meTogom R-peak. Tomy KomaHaa A0CNiAHUKIB NPUAiNANA 3HAYHY yBary
0bpobLi curHaniB 3 BE/IMKMM pPiBHEM LIYMy, WO A03BOANAOC MNiABULNTA HAAIMHICTb BU3HAYEHHS
napameTpiB Ta puU3MKiB Ansa 300poB'a. AHani3 mopdonorii HA A03BONSAE BUSHAYUTU LLUMPOKUIM CMIEKTP
NaToNOriN, BKAOYatoum giabet. CyyacHUM MeTo4, € CKNAAHUM, ane BiH TaKOX Ma€ Hanbinbwnii noTeHyian
ONA NoAANbLLOrO PO3BUTKY.

KOLIBRI BMKOpPWUCTOBYE MOAE/Nb aBTOPErpPecUBHOro NiHIMHOrO MPOrHO3yBaHHA, 3acCHOBaHy Ha
BnactmsocTaAx HA, wo ao3sosne igeHTUdiKyBaTn bioximiuHi napameTtpu (metabonism Kposi). MeTog
3anaTeHTOBaHO Ta 3axuuieHo nateHtom US 10 531 836 B2.

NPOLIEAYPA TECTYBAHHA 3 BukopucraHHam MS KOLIBRI

Mpouec TecTyBaHHA BKAOYAE 3 eTann, BOHU TaKi:

1) BBegeHHA AaHWX ocobu, WO byae NpPoxXoAuTU TecTyBaHHA, B NporpamHe 3abe3nedvyeHHs 3a
aonomoroto mobinbHoro aoaaTtky KOLIBRI - 3a3Buyait e 3aiimae meHLue 1 x8. Ha noganblui Tectu
NoTPibHO Lie MeHLle Yacy, OCKi/IbKM YacTKoBO iHGopMmaL,is 36epiraerbca 3a 3aMOBYYBaAHHSAM.
0608B’A3K0BI NoNsA B MObiNIbHOMY A04aTKy - BiK, Bara, 3piCT Ta cTaTb. TaKoXK Oa)kaHo 3pobutm
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MOMITKK, AKLLO NHOAMHA CTPAXKAAE Ha AiabeT, NannTb, BXKMBAE HAPKOTUKN. 33 BarKaHHAM MOXKe
OyTM BKasaHa TaKoX iHpopmaLis npo rpyny Kposi Ta pesyc;

2) HeobxigHo B3aTK npucTpinn KOLIBRI B pykM (A0s10Hi) abo, AKLWLO NOTPiIOHO, MOMICTUTM eNnekTpoam
EKI Ha Tino, Ta po3noyaTtu npouec TecTyBaHHaA (Tpmusae 5 xB) aus. puc. 1.2 Ta 1.3.

3) oTpumaTu Ta NpPoYUTaTM pPe3ynbTaTh TecTy B AoAaTKy abo 3a AoNoMorot ocobuctoro KabiHety
Ha nnatdopmi https://kolibri.one. Yac 06pobKM Ta nepegayi gaHunx 34e6inblIOro 3an1eXuTb Big,
WBWAKOCTI NiAKNKOYEHHA A0 IHTepHeTy.

BumiptoBaHHA NPoBOANTLCA CMAAYM abO NerKayM Ha CNMHI, 3i CMOKIMHUM AUMXaHHAM. Baxnunso
YHUKATK ByAb-AKMX AXKEepen eMoLiMHOro 36yaKeHHs, Taknx ik po3MoBM, TenedoHHi A3BiHKM Ta
iHWIi BigBOAIKalo4i GaKTOpPU.

BumiptoBaHHA 3a gonomoroto  MD  KOLIBRI  moxe
3A4iicHIOBaTMCA ABOMa cnocobamu, i BOHW € HAaCTYMHUMM:

1. y AONOHAX - AKWO ANA BMMIPIOBAaHHA BUKOPUCTOBYHOTLCA
BOYA0BaHi KOHTaKTHI enekTpoam (fig.1.2);

2. Ha I'Iepe,ﬂ,l'lfli‘-ILIﬂ abo Tino - AKWO BUKOPUCTOBYHOTbCA
CTaHAapTHi enexkTpoan 3 oAHOpPa3oBMMU HaKknenMkamun abo
. Fig.1.2 Integrated electrodes
3atuckavyamm (fig.1.3). » -

® \ ) -
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1 Fig.1.3 Standard electrodes

Joctyn po pe3ynbraTiB TecTyBaHHA 3abe3neyeHWit Ta nepcoHanizoBaHui. Kopuctysau moxke
OAHOPa3oBO abo perynspHoO AinnTMCA  pesynbTaTaMM 3 MoOCTavyasbHUKOM (M)  MeauyHoro
obcnyroByBaHHA, A,O3BONAOYM NPU3HAYEHOMY iKapto OTPUMYBATH BiALaI€HUIN AOCTYN 40 Pe3ynbTaTiB.
AK 3anuncm EKT, Tak i NOBHI 3BiTM NPO TECTM AOCTYMNHI A4N1A 03HAMOMJ/IEHHSA 3 MEANYHUMM NPaLLiBHUKaMMU.
Y TOM Yac AK 3BMYAlHi KOPUCTYBaYvi OTPUMYIOTb CKOPOYEHUI 3BIT, AKMIN BK/IKOYAE 3arasibHi napameTpu
3[0pOB’sA Ta NOpaaM WOoA0 BigBiayBaHHA NiKaps y pasi BUSABAEHHA NEBHUX PU3MKIB AR 340poB’A. 3pa3ok
3BiTy Npo BUNpobyBaHHA HaBeaeHnn y [logaTtky 1.

MeAanyHUi NpauiBHUK / NiKap MOXe CTBOPHOBAaTU Ta BUKOPMCTOBYBATM BAacHy 6a3y AaHUX NaLEHTIB, a
TAKOXK 006CNyroByBaTM CaMOCTIMHO NigKA4eHnx KopwuctyBadie go MS KOLIBRI ak "sigganeHux
nauieHTis".

Ome, BXIOHI AAHI BKkatoyatoTb iHPopmaLito Npo TecToBaHy ocoby, Aki 6ynu BBeAeHi B MobinbHMMA
noaaTtok (Kpok 1) Ta BUMMIipsHi AaHi cepueBoi akKTMBHOCTI (Kpok 2). Micna o6bpobku BXigHUX OAaHUX
pe3ynbTaT TeCTYBaHHA AOCTYMNHI B 0ocobMucToMy KabiHeTi Ha Beb-nnatdopmi abo B MobinbHOMY A0AaTKY
(kpok 3). Uei 3BiT po3rnagaeTtbes Ak PE3Y/IbTATU MS KOLIBRI, BiH BKAOYA€E HACTyMNHe:

Genaral Health Parameters (7)
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Fome L omenpuan

HR

Heart Rate is the speed of the heartbeat; measured by the number of contractions (beats) of the
heart per minute (bpm). The heart rate can vary according to the body's physical needs, including
the need to absorb oxygen and excrete carbon dioxide.

Health
Index

Health index is a number based on scientific calculations from 0 (low index) to 10 (high index),
when 0 (zero) is an excellent result. It grows or decreases in real-time and depends on changes in
the parameters of your body, emotional well-being and lifestyle.

Stress
Index

The stress index reflects the degree of stress on the body. Stress is a response of the human body
to an overstrain, negative emotions, or simply to monotonous bustle. Stress in small quantities is
needed by everyone, as it makes you think, to seek a way out of the problem. But severe stress
affects health. Immunity decreases and a number of diseases develop (cardiovascular,
gastrointestinal, etc.). It reflects the degree of centralization of heart rhythm control and
characterizes the activity of the sympathetic department of the autonomic nervous system (the
degree to which the activity of central regulation mechanisms prevails over autonomous ones).

Body Mass Index (kg/m?) is a measure of body fat based on height and weight that applies to
adult men and women. The BMl is a convenient rule of thumb used to broadly categorize a
person as underweight, normal weight, overweight, or obese based on tissue mass (muscle, fat,
and bone) and height.

Basal metabolic rate (kcal/day) is a minimum number of calories required for (basal) life-
sustaining functions of a body at rest (like breathing, circulation, nutrient processing, cell
production) daily, without the influence of physical activity or other impacts. The value is stable
within a period of time when there are no great changes in the weight of a person

EE

Energy Expenditure is the number of calories that a body burns at a moment of time. This value
fluctuates during a day depending on physical activity

The mean arterial pressure (MAP) is an average blood pressure in an individual during a single
cardiac cycle. It is used by doctors to check whether there’s enough blood flow, resistance, and
pressure to supply blood to all major organs. Doctors usually consider anything between 60 and
100 mmHg to be normal. MAP in this range indicates that there’s enough consistent pressure in
the arteries to deliver blood throughout the body.

CBC and CHEMISTRY (13)
I

HGB Haemoglobin (HGB) is the iron-containing oxygen-transport metalloprotein in the red blood cells
(erythrocytes). Haemoglobin in blood carries oxygen from the lungs or gills to the rest of the body
(i.e. the tissues). It also transports carbon dioxide out of your cells and back to your lungs to be
exhaled.

HCT The haematocrit (HCT) is the volume percentage (vol%) of red blood cells (RBC) in blood. Its value

depends on the number and size of red blood cells. Because the purpose of red blood cells is to
transfer oxygen from the lungs to body tissues, a blood sample's haematocrit—the red blood cell
volume percentage—can become a point of reference of its capability of delivering oxygen.
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Haematocrit levels that are too high or too low can indicate a blood disorder, dehydration, or
other medical conditions.

PLT

Platelets, also called thrombocytes are a component of blood whose function (along with the
coagulation factors) is to react to bleeding from blood vessel injury by clumping, thereby initiating
a blood clot. The number of platelets varies across individuals. The normal physiologic range is
200000 to 500000 per microliter of blood.

RBC

Red blood cells (RBCs), also referred to as erythrocytes, are the most common type of blood cell
and the principal means of delivering oxygen to the body tissues—via blood flow through the
circulatory system. RBCs take up oxygen in the lungs and release it into tissues while squeezing
through the body's capillaries.

WBC

White blood cells (WBCs), also called leukocytes, are the cells of the immune system that are
involved in protecting the body against both infectious disease and foreign invaders. All white
blood cells are produced and derived from multipotent cells in the bone marrow known as
hematopoietic stem cells. Five main types are neutrophils, eosinophils (acidophiles), basophils,
lymphocytes, and monocytes.

MCHC

The mean corpuscular haemoglobin concentration (MCHC) is a measure of the concentration of
haemoglobin in a given volume of packed red blood cell.

MCV

Mean corpuscular volume (MCV) is the average volume of red cells. MCV allows classification as
either a microcytic anaemia, normocytic anaemia or macrocytic anaemia.

MCH

Mean corpuscular haemoglobin level refers to the average mass of haemoglobin (Hb) per red
blood cell (RBC) in a sample of blood. MCH value is diminished in hypochromic anaemias.

BCI

Blood carbohydrate index (BCI) is an indicator that characterizes the patient’s glucose tolerance
for patients with type 2 diabetes. BCl level directly correlates with blood sugar. If the BCl is higher
than the reference values (Normal ranges: 49.2-70.8), then the patient’s blood glucose is
considered above the normal value. And consequently, when BCl is lower than the reference
values, then the patient’s blood glucose is below the norm.

Potassium (K*) is one of the electrolytes in the body's, which are minerals that carry an electric
charge when dissolved in body fluids such as blood. The normal range of serum potassium is 3.5 -
5.0 mmol/L (3.5 and 5.0 mEg/L).

Na

Sodium (Na) is both an electrolyte and mineral. It helps keep the water (the amount of fluid inside
and outside the body's cells) and electrolyte balance of the body. Sodium is also important in how
nerves and muscles work. Most of the sodium in the body (about 85%) is found in blood and lymph
fluid.

Ca

Calcium is the most common mineral in the body and one of the most important. The body needs
it to build and fix bones and teeth, help nerves work, make muscles squeeze together, help blood
clot, and help the heart to work. Almost all of the calcium in the body is stored in bone.

LIPID METABOLISM (4)

e Jowpion
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Triglycerides are the main constituents of body fat in humans and other vertebrates, as well as
vegetable fat. They are also present in the blood to enable the bidirectional transference of
adipose fat and blood glucose from the liver and are a major component of human skin oils.

LDL-C

Low-density lipoprotein (LDL) is one of the five major groups of lipoprotein which transport all
fat molecules around the body in the extracellular water. These groups, from least dense,
compared to surrounding water (largest particles) to most dense (smallest particles), are
chylomicrons. LDL delivers fat molecules to the cells and can drive the progression of
atherosclerosis if they become oxidized within the walls of arteries. Often, it is called "bad
cholesterol", because a high LDL level leads to a build-up of cholesterol in the arteries. But it is
an essential transport system for lipids the human body needs to survive. Even "small" LDL is
necessary to conduct nutrients to vessels that "large" LDL can't reach.

HDL-C

HDL stands for high-density lipoproteins. It is sometimes called the "good" cholesterol because it
carries cholesterol from other parts of a body back to the liver.

CHOL

Cholesterol is an organic molecule, a sterol (or modified steroid), a type of lipid. Cholesterol is
biosynthesized by all animal cells and is an essential structural component of animal cell
membranes. Cholesterol also serves as a precursor for the biosynthesis of steroid hormones, bile
acid and vitamin D. Hepatic cells typically produce the greatest amounts of cholesterol.

HEART ACTIVITY (11)
I

RR interval

The time between beats is measured in milliseconds (ms) and is called an “R-R interval” or
“inter-beat interval (IBI).” While heart rate focuses on the average beats per minute, heart
rate variability (HRV) measures the specific changes in time (or variability) between
successive heartbeats.

P-wave

The P wave represents the depolarization of the left and right atrium and also corresponds
to atrial contraction and is usually 0.08 to 0.10 seconds (80-100 ms) in duration.

PR segment

The PR segment is the flat line between the end of the P-wave and the start of the QRS
complex. The PR segment reflects the time delay between atrial and ventricular activation.
The PR segment also serves as the baseline (reference line or isoelectric line) of the ECG
curve.

PR interval

The PR interval is the time from the onset of the P wave to the start of the QRS complex. It
reflects conduction through the AV node. The normal PR interval is between 120 — 200 ms
(0.12-0.20s).

QRS complex | The QRS complex is a name for the combination of three of the graphical deflections seen on

a typical electrocardiogram. It is usually the central and most visually obvious part of the
tracing; in other words, it's the main spike seen on an ECG line. It corresponds to the
depolarization of the right and left ventricles of the human heart and contraction of the large
ventricular muscles. In adults, the QRS complex normally lasts 0.06—0.10 s; in children and
during physical activity, it may be shorter.

QT interval

The QT interval is calculated as the time from the start of the Q wave to the end of the T
wave and approximates to the time taken from when the cardiac ventricles start to contract
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to when they finish relaxing. An abnormally long or abnormally short QT interval is associated
with an increased risk of developing abnormal heart rhythms and sudden cardiac death.

ST segment

The ST segment represents the isoelectric period when the ventricles are in between
depolarization and repolarization. The ST segment connects the QRS complex and the T
wave and has a duration of 0.005 to 0.150 sec (5 to 150 ms). The typical ST segment
duration is usually around 0.08 sec (80 ms). It should be essentially level with the PR and TP
segments. The most important cause of ST segment abnormality (elevation or depression)
is myocardial ischaemia or infarction.

ST interval

In an electrocardiogram, the interval that represents ventricular repolarization.

T-wave

In electrocardiography, the T wave represents the repolarization of the ventricles. The T wave
contains more information than the QT interval. The T wave can be described by its
symmetry, skewness, slope of ascending and descending limbs, amplitude and subintervals
like the Tpeak-Tend interval.

Morphology
of T-wave

T-wave morphology analysis (TMA) quantifies irregularities of ventricular repolarization.
TMA is useful for risk stratification of patients with myocardial infarction (Ml).

QTc interval

The corrected QT interval (QTc) estimates the QT interval at a standard heart rate of 60 bpm.
This allows comparison of QT values over time at different heart rates and improves
detection of patients at increased risk of arrhythmias.

Heart Rate Variability: (30)

e Jooemon

ARP index Index of adequacy of the regulatory processes

AR index Autonomic rate index

AB index Autonomic balance index

SER index Normalized index of summary effect of regulation

ASER index Conditional index of activity of the sympathetic element of regulation

FCS index The most probable level of functioning of cardiovascular system

MARI Maximum amplitude of regulatory influences

TINN Triangular interpolation of the normal-to-normal interval of a histogram

HRVti HRV Triangular Index. It demonstrates the general variability of the heart rhythm and is directly
proportional to parasympathetic activity.

sdHR Deviation of heart rate

RMSSD The square root of the mean of the sum of the squares of differences between adjacent NN
intervals. It allows estimating the short-term components of HRV. RMSSD characterizes the
activity of parasympathetic autonomic regulation.

pNN50 The proportion derived by dividing NN50 by the total number of NN intervals, when NN50 is
the number of interval differences of successive NN cardiac intervals greater than 50 ms, %.
The degree of prevalence of the parasympathetic regulation over the sympathetic (relative
value).

SDNN Standard deviation of the "normal-to-normal" intervals. SDNN characterizes the total effect of
the sympathetic and parasympathetic systems on the regulation of cardiac activity (reduced

]
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— predominance of sympathetic regulation; elevated — predominance of autonomic
regulation).

MeanRR Mean RR-interval

MinRR Minimum RR-interval

MaxRR Maximum RR-interval

SampEn Sample entropy measures the regularity and complexity of a time series

Ellipse Area of the ellipse which represents total HRV (Poincaré plot)

SD1 Poincaré plot standard deviation perpendicular the line of identity

SD2 Poincaré plot standard deviation along the line of identity

DFA1 Detrended fluctuation analysis, which describes short-term fluctuations (al)

DFA2 Detrended fluctuation analysis, which describes long-term fluctuations (a2)

nLF Normalized power of the low-frequency band (0.04-0.15 Hz), also called Relative power of the
low-frequency band (%)

nHF Normalized power of the high-frequency band (0.15-0.4 Hz), also called Relative power of the
high-frequency band (%)

LF/HF Ratio of LF-to-HF power (%)

VLF The absolute power of the very-low-frequency (VLF) band (0.0033—0.04 Hz) reflects even slower
modulations of heart rate (ms?). The VLF band may represent the influence of the peripheral
vasomotor and renin-angiotensin systems

LF The absolute power of the low-frequency (LF) band (0.04-0.15 Hz)

HF The absolute power of the high-frequency (HF) band (0.15-0.4 Hz)

TP Total power (TP) is the sum of the energy in the VLF, LF, and HF bands for short-term recordings
(less than 24h)

RSA Respiratory sinus arrhythmia (RSA) is heart rate variability in synchrony with respiration, by
which the R-R interval on an ECG is shortened during inspiration and prolonged during
expiration. Although RSA has been used as an index of cardiac vagal function.

RISK OF PATHOLOGIES (14) displayed only if identified
based on ECG findings + HRV diagnostics

121 ST elevation (STEMI) and non-ST elevation (NSTEMI) myocardial infarction
R94.31 Abnormal electrocardiogram

144.0 Atrioventricular block, first degree

144.5 Left posterior fascicular block

144.7 Left bundle-branch block, unspecified

145.6 Pre-excitation syndrome

145.9 Conduction disorder, unspecified

144.4 Left anterior fascicular block

145.1 Other and unspecified right bundle-branch block
ROO Tachycardia, unspecified

R00.1 Bradycardia, unspecified

124 Other acute ischemic heart disease

145.81 Long QT syndrome

148 Atrial fibrillation and flutter
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displayed only if identified

Simplified Minnesota Code| 1.11 ST elevation (STEMI) and non-ST elevation (NSTEMI) myocardial infarction
Simplified Novacode Code| 5.1 Q wave MI; major Q waves with or without ST-T abnormalities
Simplified Minnesota Code| 1.12 ST elevation (STEMI) and non-ST elevation (NSTEMI) myocardial infarction
Simplified Novacode Code| 5.2 21 Q wave MI; moderate Q waves with ST-T abnormalities
Simplified Minnesota Code| 1.21 ST elevation (STEMI) and non-ST elevation (NSTEMI) myocardial infarction
Simplified Novacode Code| 5.3 Possible Q wave MI; moderate Q waves without ST-T abnormalities
Simplified Minnesota Code| 1.22 ST elevation (STEMI) and non-ST elevation (NSTEMI) myocardial infarction
Simplified Novacode Code| 5.4 Possible Q wave MI; minor Q waves with ST-T abnormalities
Simplified Minnesota Code| 4.3 Minor ST-T abnormalities
Simplified Minnesota Code| 4.4 Minor ST-T abnormalities
Simplified Novacode Code| 5.5 ST abnormalities without Q waves
T wave abnormalities without Q waves / Possible Q wave MI; minor Q waves
Simplified Minnesota Code| 5.1 with ST-T abnormalities / Q wave MI; moderate Q waves with ST-T
abnormalities
Simplified Novacode Code| 5.6 T wave abnormalities without Q waves
R94.31 - - - -
Left ventricular hypertrophy with ST-T / T wave abnormalities without Q waves
Simplified Minnesota Code| 5.2 / Possible Q wave MI; minor Q waves with ST-T abnormalities / Q wave Ml;
moderate Q waves with ST-T abnormalities
Simplified Novacode Code| 5.7 Minor Q waves without ST - T abnormalities
Simplified Minnesota Code| 5.3 Minor ST-T abnormalities
Simplified Minnesota Code| 5.4 Minor ST-T abnormalities
Simplified Novacode Code| 5.8 Minor ST-T abnormalities
o 1.41 Supraventricular tachycardia, rate < 130 cpm
Simplified Novacode Code 147.1 ) -
1.42 Supraventricular tachycardia, rate =2 130 cpm
Simplified Minnesota Code| 6.3 144.0 First-degree AV block (AVB1)
Simplified Novacode Code| 2.1 Atrioventricular block, first degree
7.7 Left anterior fascicular block (LAFB)
Simplified Minnesota Code 211 Left bundle branch block without ECG evidence of myocardial infarction (Ml)/
) l44.4 | QRS duration =120 ms
Simplified Novacode Code| 3.1 Left bundle branch block without ECG evidence of myocardial infarction
Simplified Novacode Code| 3.11 Left bundle branch block with possible myocardial infarction (Ml)
Right bundle branch block without ECG evidence of MI/ Right bundle branch
Simplified Minnesota Code) 7.21 145.1 blcg>ck with possible MI/QRS duration > 120 ms /e
Simplified Novacode Code| 3.2 Right bundle branch block without ECG evidence of Ml
Simplified Minnesota Code| 6.6 Intermittent aberrant atrioventricular conduction
Simplified Minnesota Code| 7.4 Indetgrminate ventricular conduction delay without ECG evidence of MI/ QRS
duration > 120 ms
Simplified Novacode Code| 3.1 145.9 | Indeterminate ventricular conduction delay without ECG evidence of Ml
Simplified Novacode Code| 3.31 Indeterminate ventricular conduction delay with possible Ml
Simplified Novacode Code| 3.41 Borderline delay of right ventricular excitation
Simplified Novacode Code| 3.42 Borderline delay of left ventricular excitation
Simplified Novacode Code| 4.11 145.81 Marginal prolongation of ventricular repolarization
Simplified Novacode Code| 4.12 Significant prolongation of ventricular repolarization
Simplified Minnesota Code| 3.1 Left ventricular hypertrophy without ST-T
Simplified Minnesota Code| 4.11 | 151.7 | Left ventricular hypertrophy with ST-T/ST abnormalities without Q waves
Simplified Minnesota Code| 4.12 Left ventricular hypertrophy with ST-T/ST abnormalities without Q waves
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Simplified Minnesota Code| 4.2 Left ventricular hypertrophy with ST-T/ST abnormalities without Q waves
Simplified Minnesota Code| 6.41 | 144.7 | QRS duration > 120 ms/Ventricular preexcitation pattern (WPW)
Simplified Minnesota Code| 6.5 | 145.6 | Short P-R interval

Left posterior fascicular block (LPFB) / Borderline delay of left ventricular
excitation

Simplified Minnesota Code| 8.7 ROO Sinus Tachycardia (ST)

Simplified Minnesota Code| 8.8 | R00.1 | Sinus Bradycardia (SB)

Simplified Minnesota Code| 7.6 144.5

Simplified Minnesota Code| 9.2 124 Infarction / Ischemia
Simplified Minnesota Code| 9.1 RO4.31 Low QRS amplitude
Simplified Minnesota Code| 9.5 ’ T-wave amplitude > 12 mm

1.4 MPOTUNOKA3AHHA

He po3sonsaerbca 3actocosysatv MD KOLIBRI B negiatpii, B KPUTUUHUX | HEBIAKNAAHNX
CTaHax, y BiaAineHHi peaHimauii (AK B onepauiiHii, TaK i B HeBiAKNaAHOMY BiagineHHi),
ONR NaLiENTIB, AKi nepebyBatoTb y Npoueci XimioTepanii Ta peHTreHoTepanii abo nicna Hei,
ONR NaLIEHTIB 3 LYyKpoBUM AiabeTtom (Tvn 1), WO CTParKAalTb HA YKOBTAHULIO, FOCTPY
HMPKOBY HEAOCTATHICTb, 4/19 IOHOPIB Nicas NepeMBaHHA KpoBsi (0bmexeHu nepioa ana
AOHOpiB - 6 MicAuiB) Ta ANA peuunieHTiB nicns nepennBaHHS KpoBi (mepiog He

BM3HAYAETbCA, OCKIJIbKM LLe B NEPLLY Yepry 3a/IeXKUTb BiJ, MOYAaTKOBOrO CTaHY NaLieHTa 4O
nepenuBaHHA KPoBi Ta 34aTHICTb A0 BiAHOB/IEHHSA), ANA MALLEHTIB LLO BUKOPMUCTOBYIOTb
WTYYHMIA KapAioCTUMYIATOP.

MoLwKoaKeHHA NOBEPXHI WKipW NauieHTa (pi3HOro XxapakTepy: paHu, BUPa3KK, TPaBMH,

3anasieHHA Ta BUCUMNAHHA TOLW0) B MiCLAX PO3MILLLEHHA AaTUYMKiB € aBCONOTHUM
NPOTUNOKA3aHHAM A0 06CTeXeHHS.

MD KOLIBRI noBMHEH BMKOPUCTOBYBATUCA B MEeAMYHUX 3aKnagax. EKcnayaTyeatm
NPUCTPIA  [03BONAETHCA JiMWE CMeLlialbHO HABYEHOMY MeAWYHOMY MepCcoHany
(BrAtovatoumn denbaliepis Ta meacecTp). Ane iHTepnpeTauito pe3ynbTaTiB BUMipOBAHHA
Ta NPUNHATTA PilleHb WOAO AiarHOCTUKMN A03BONAETLCA POOUTU NnLIe KBaNidiKoBaHUM
NikapAMm (TaKi AK TepanesTH, CIMeNHI NiKkapi, Nikapi 3araibHOi NPaKTUKM TOLLO).

MD KOLIBRI moOXnvMBO BWKOPMUCTOBYBAaTW BAOMA, ane iHTepnpeTauilo pesynbraTis
TECTYBAHHA Ta MNPUWHATTA pilleHb WOAO AiarHOCTUKM [03BONAETbCA POOUTM Auwwe
KBanidpiKoBaHMM NliKapaAM (Taki AK TepaneBTH, CiMeWHi NiKkapi, nikapi 3arasbHOT NPAKTUKK
TOLWO).

]
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2 NMONEPEAMEHHA

2.1 3ATAJTbHI MTPABUIA BE3NEKH

3abopoHsaeTbca Bukopucrosysatu KOLIBRI, AKWo0 HUXKYE3a3HAYeHi BUMOIU He

BUKOHYIOTbCA:
e TemnepaTtypa B NPUMILLEHHI Ana BunpobyBaHb NOBUHHA ByTH B mexax +20
o2Ci+27 °C;

e BigHOCHA BOJIOriICTb NOBITPA B NPUMILLEHHI NOBUHHA 6yTM MmeHwe 80% npwu
Temnepatypi +25 °C;

® HaABHICTb arpecrMBHOI Napu B NPUMILLEHHI CNig, BUKIIOUYNTH;

e 3360pOHEHi NPUMILLEHHS 3 MUIOM (CTaH Y KiMHaTI NOBMHEH BianoBigaTu
BMMOram A0 MeANYHUX YCTAHOB KpaiHK);

®  CJlifi BUKNOUUTU HAABHICTb CUIbHUX @NeKTPOMAarHiTHuX nonis (6inbwe 50
MKTn);

e 32060POHEHO BMN/IMB MPAMUX COHAYHMX MPOMEHIB Ta NPAMOTrO NOTOKY
KOHAMLIOHOBAHOro NOBITPA;

e aTtmochepHUIt TUCK NOBUHEH 3HAaXOAUTUCA B MeKax 650-765 mm pr.cT. (87 -
102 kNa).

® LUKipa Ha AO/IOHSAX NaLiEHTa NOBMHHA OYTUN 3BOJIOKEHOIO

e 06nagHaHHA 6e34p0OTOBOrO 3B'A3KY, TaKe AK 6e34poToBi NPUCTPOI
AOMaLLHbOI MepeXi, MobinbHI TenedpoHun, besapoTosi TesnedpoHm Ta ix
6a308i cTaHUji, pauii MOXyTb BNAMBATK Ha Le obnagHaHHA. MD KOLIBRI
cnig TPUMaTK NpUHaMHI Ha BiacTaHi 0,3 m Big uboro o6/1aaHAHHA.

® He BMKOpucTOBYMTE MegmyHuin npunag KOLIBRI nig yac npoueaypu
MarHiTHO-pe3oHaHcHoi Tomorpadii (MPT)

3axoau 6e3nekun nig, yac ekcnayarauii Ta o6cnyrosysaHHa MD KOLIBRI:

Kopuctysay MD KOLIBRI noBuHeH maTu A0OCTaTHIO TEXHIYHY Ta MeAMYHY KBanidikauito,
3HATM Ta BMKOHYBATM BMMOTK, nepeniyeHi B uin IFU, wob npaBmibHO BUKOPUCTOBYBATH
npucTpiii. Yci npoueaypu TexHiYHOro o6cnyroByBaHHA, PeKOMEHAO0BAHI BUPOOHMKOM,
NOBMHHI BUKOHYBATMCA NEPCOHANIOM 3 BigMNnoBigHNUMM 403BOIAMMU.

Mepen BUKOpUCTAHHAM 3p0b6iTb BisyanbHuit ornag MD KOLIBRI Ha npeameT BUAB/MEHHSA
MEXaHIYHMNX MOLWKOAXKEHD.

3aBXau Knagite MD KOLIBRI Ha cTiliKy Ta TBepAy NOBEPXHIO.

[No3soneHo BukopuctosyBaT MD KOLIBRI aK cKpuHiHroBe obnagHaHHS B NiKapHAX Ta
MeANYHUX LeHTpax, peabiniTauiiHuX LeHTpax Ta LeHTpax CNopTMBHOI meanumHu, SPA Ta
03/10pOBYMX LIEHTPAXx, B AOMAaLLHIX YMOBax ANA AOPOCAUX NaLieHTiB (Bikom Big, 18 pokis).
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MD KOLIBRI BignoBigae Bumoram UYMHHUX cTaHaapTie €EC woao 6e3nekn meamyHOro
obnagHaHHA (IEC 60601-1: 2005 + AMD1: 2012 (pea. 3) "MeauyHe enekTpuyHe
obnagHaHHA - YactMHa 1: 3arasibHi BMMOrM [0 OCHOBHOI 6e3nekuM Ta OCHOBHMX
xapaktepuctuk") IEC 60601-1-2 4th Ed (womo EMC). MiakntoueHHs MD KOLIBRI go
3apAagHOro  npuvnagy  MNOBMHHO  BMKOHYBATMCA  HAUiOHaAbHMMKM  npaBuaamm
enekTpobesneku.

Mepen BuKkopuctaHHam MD KOLIBRI onepaTop / KopucTyBay MNOBUHEH NepeBipuTH
NPUCTPIlA Ta NepPeKOHATUCS, WO HEMAE 30BHILLHIX NMOLWKOAXKEHb.

YBATA! Mogudikauis MD KOLIBRI He go3BonaeTbes!

3axuctite MD KOLIBRI Big KOHAeHcaLii Bonorn. Y pasi WBMAKOI 3MiHM TemnepaTypu
HaBKOIMLLHbOTIO cepenoBuiia He BMuKaiTe MD KOLIBRI npuHaimHi npotarom 30 XBUINH,
ue A03BO/INTb BONOMM BUNAPOBYBATUCA.

Ona BupobHuuTBa MD KOLIBRI BUKOPUCTOBYIOTLCA HANEXHMM YMHOM cepTudikoBaHi Ta
6e3neyHi matepianu. Ane NOTEHUiNHUIA PU3KK aNepriYHOil peakKLii NawieHTa Ha maTepianm
AeTanem, AKi KOHTaKTYOTb 3 NOBEPXHELO LWKipK Mig Yac BUMIpOBaNbHOI NpoLLeAypH, iCHYE.

3apsaaHuA NPUCTPIN MeaMUYHOro BUPOOY TaKoXK MAE BiaNoBiAaTV NPUNHATUM CTaHAAPTaM
y Bawin KpaiHi.

He ckpyuynte USB-kabenb i Knagitb MOro TakMm 4mHOM, WO6 6yno BUKAOYEHO MOro
MOLLKOAMEHHA.

Mepen ouneHHAM abo TexHiYHMM obcnyrosyBaHHAM Bia'egHanTe MD KOLIBRI Big
OXKepena *KUBNEHHS.

MigKkntoyaite meaANYHUI 3apAAHUIA NPUCTPIN nmwe Ao poboyoi Ppo3eTKN 3 HOMIHANbHOLD
Hanpyroto B merxKax 100 - 240 B 50-60 'y, BiakntoueHHsA 3apAAHOro NpPUCTPOIO Big MepexKi
YKMBNEHHA Ma€ ByTM Ierko AOoCTyNHMUM ANA WBWUAKOIO BiAKNOYEHHA 3apAAHOTO NPUCTPOIO
Ta MD KOLIBRI Ha BMNagoK Haa3BMYaMHUX CUTYaLLINA.

3ab0poHSETbCA TATHYTU Kabeni ana 3HATTA AaT4YMKiB 3 nauieHTa abo Big'eaHyBaTh Big
po3'emis.

3abopoHeHo Bukopuctosysatn MD KOLIBRI y Bunaaky nowkoaxeHoi isonauii Kabento
USB.

Q0 O SPPPPPP @
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3ab0pOHSETLCA BUKOPUCTOBYBATU OyAb-AKi aepo3oni Ta piaMHM ANS OUYMLLEHHA
NPUCTPOLO.

3abopoHeHo BukopwuctoByBath MD KOLIBRI B noTeHuiitHO BMOyxoHebe3neyHux
cepenoBuLLax, 0cobMBO B MPUMILLLEHHSAX i3 IErKO3aMMMUCTUMM aHECTETUKAMM Ta iHLINUMMU
NIErK03aMMUCTUMKN PeYOBUHAMM.

|

BukopuctanHa MD KOLIBRI y pasi nowkKoaxeHHs Kopnycy, KabenbHux nposogis, USB-
Kabento Ta / abo 3apsAAHOro NpucTpoto 3abopoHeHo!

BukopuctaHHs MD KOLIBRI ak / 3amicTb nabopatopHoro obnagHaHHA 3a60pOHEHO.

KopuctyBauesi / onepaTopy 3abOPOHAETLCA NPUIUMATM MNCUXOTPOMNHI  PEYOBMHM,
aHaNbreTUKM, oniaTu, CHOZiMHI, HAPKOTMKM ab0o anKoronb NPUHAMMHI NpoTarom 24 roanH
nepes BUKOPUCTAHHAM NPUCTPOIO.

CyBopo 3abopoHse BukopuctoByBatm MD KOLIBRI nobamsy BorHio abo BcepeauHi
aBToMobina, ge Temnepatypa moxe caratv 60 ° C i Binbwe. TakoxK He 3apaaskaiTe / He
po3psaaKanTe MOro B TaKMX yMOBax (Le MorKe CNpUYMHUTM BUBYX enemeHTa baTapei).

He BMKOpMCTOBYBaTM NPUCTPIN ANA TeCTyBaHHA NaUieHTiB, Koan MJ, 3apaarKaerbcs
6e3nocepeaHbo Big mepeKi noctavaHHsa (IFU).

HesBarkatoum Ha Te, wo MD KOLIBRI € 6e3neyHmnm i Bianosigae Bumoram BignosigHUX
CTaHAapTiB €EC, peKOMEHAYETLCA YHUKATM TECTYBAHHIO NALEHTIB y npoueci nigsapaakm
NPUCTPOIO Big, MepexKi enekTpoxusneHHa 220 B (Yepe3 3apAAHUI NPUCTPIA 3MIHHOrO

cTpymy).

IcHye pu3MK nepegadi mikpobis! Meanuuunii npunag cnig aesiHdikysatv 4o Ta nicns
KOYXHOIO BUKOPUCTAHHA!

PekomeHAyeTbCA BUMKHYTU NPUCTPI Nicna 3akiHYeHHA poboTu.

[,03BONAETLCA BUKOHYBATU /INLLE NPOLLEAYPU, PEKOMEHAO0BAHI B Uil IFU!

Bukopucrosytoun MD KOLIBRI, onepatop / Kopuctysay noBuHeH 6yTv 340pOBUM Ta B
HOPMa/IbHOMY eMOLLIMHOMY HacTpPOoi (NPUHaMMHI BianoYMBLLIN).

OO0V
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MepeayacHe po3naKyBaHHA MeAWYHOro BMpPOOY B MPUMILLEHHI AN BUKOPWUCTAHHA He
NPU3BOAUTL 40 PUUKY.

3abopoHeHo BukopuctoyBat MD KOLIBRI B cepegoBuLi, 36arayeHoMy KUCHEM.

Mpo 6yab-AKWUA CEepPHO3HUI IHUMAEHT, WO CTaBCcA 3 MPUCTPOEM, CAif MNOBIAOMANATU

[T ola =TI BMPOOHMKY Ta KOMMNETEHTHOMY OpPraHy AepsKaBu-4/ieHa, B AKilA 3HaX0AMUTbCA KOPUCTyBaY
Ta / abo nauieHT.

2.2 3AXO4UN 3ATIOBITAHHA NOWKOAXEHHA NPNCTPOIO

KOLIBRI cnig po3milyBaTM TakKMM YMHOM, KOAM 3abe3nedyeTbca be3nepellkoaHe MigKAoYeHHA Ta
BIAK/NOYEHHA 3apAAHOro NPUCTPOto A0 / Bif mepexki enekTpoxkmeieHHa abo kabento USB po / Big,
cepTUiKoBAHOrO 3apAgHOro npuctpoto. Y 6yab-aAKkoMmy BMNaaky, Kabenb USB He noBuHeH
nepeLKoAXKaTh BinbHOMY pyxy onepaTtopa / KopucTyBaya Ta / abo nauieHTa nobamsy poboyoro micus.

He nigkntouyaiite USB-kabenb nig vyac poboTtu (Nnpoueaypu TecTyBaHHsA).
MeauuHnii  BUpPiI6 He [J03BONSAE MPOBOAUTM TECTyBaHHA Mig Yac 3apAaXKaHHSA

akymynaTtopa.

Len npuctpinn Bignosigae sumoram ctaHgapty EMC (IEC 60601-1-2 4th Ed.). AK npasuno, piBeHb
BUMPOMIHIOBaHMX N1EeKTPOMArHiTHUX NepPEeLIKOA HaCTi/IbKM HE3HAYHWUM, Lo BiH HE MOXKe NepeLlKoaKaTm
npauesgaTHocTi binbwocTi npuctpois. OgHaK PEKOMEHAYETbCA BUKIOUYUTM po3miuleHHs KOLIBRI B
6e3nocepeaHit 61M3bKOCTI Bifg YyTAMBOro 0b61agHaHHS, BiAcTaHb 1 m i 6inblie BBaXKAETbCA AOCTAaTHLOLO.
KOLIBRI Ta ioro akcecyapu cig 36epirati y MicLi, 3aXMLLLEHOMY Bif, MPSIMUX COHSYHMX MPOMEHIB.
3abopoHeHo BctaHoBtoBaTK KOLIBRI Ha camsbkili Ta / abo HepiBHiM NoBepxHi, Wo6 YHUKHYTU NaaiHHA
NpPUCTPOIO.

HeobxigHo BuKAounTM KOHTAKT KOJIIBPI Ta MOro KOMMNOHEHTIB 3 Pi3HUMM PO3YMHHUKAMU, BEH3UHOM,
racom Ta I(HWWMMW XiMIYHO arpecMBHMMM peyvyoBMHaMM. Boga He NOBMHHA KOHTaKTyBaTuU 3
MiKkponpoLecopamn Ta Kabensamu, OCKiNbKM Kpanni BOAW PYMHYIOTb AATYMKM B ToudKax ¢ikcauii, i
BMMIiptOBaHHA ByayTb HEMPaBUIbHUMW.

3abopoHAaeTbcA 3rnHaTK Kabeni B Tomy micu,i, ae 3akpinneHo USB-C.

mobinbHoro ragxeta uepes Bluetooth KOHTaKTHUX MNAaCTUH MOLWKOAMEHUN (3

abo KOLIBRI BMMKHeEHO, KOpUCTyBay 6yab-AKoi 3 MPUYKMH), KOPUCTyBau

OTPUMYE NonepearKeHHA HaCTYNMHUM YNHOM: nonepeaKaerbCaA HACTYMHUM UYWMHOM (ycyHeHHA
HecripasHocmeli docmynHe 8 po30dinax 4.3, 8):

Akwo KOLIBRI He nigkntoyeHo Ao ﬁ AKWo 6yab-Akui 3 enektpogis /

]
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237 BAN - =% 4958 1305 @ 8 7% 7358

Test € Test

3 TEXHIYHI XAPAKTEPUCTWNKWNI MD KOLIBRI

3a cnocobom 3axUCTy Bifl, YparKeHHA eNeKTPUYHMM CTPYMOM anapaTtHa YyactuHa MS KOLIBRI (npucTpii KOLIBRI)
HanexuTb 0 Knacy | 3 poboyoto yactuHoto Tmny BF. CTyniHb 3axMcTy Big, NPOHWKHEHHA BoAM abo TBepAUX
YaCTUHOK cTaHOBUTL IP20. Pexmm pobotn MS KOLIBRI - BE3MEPEPBHA EKCMNNYATALLIA (NON-CONTINUOUS
OPERATION).

OcHOBHiI TexHiuHi xapaktepuctukn KOLIBRI:

Mains voltage (via USB port) U=5+1VDC | <800 mA
LP502060 3.7V 510mAbh, installed on the PCB (see the
details below)

Battery (Lithium Polymer Cell)

Consumption max. 2,5 VA
MD Class A
Basic safety/EMC IEC 60601-1:2005+AMD1:2012 (ed.3)/IEC 60601-1-2 4th Ed
Class of protection against penetration of

. . IP 20
water or solid particles (IP)
Readiness time counted from switching on max. 10 sec
Net Weight 5515¢g
Dimensions 82x56x10 mm
Length of cables with electrodes 0.70-0.85 m (set of cables is optional)
Time of examination 5 min

Definition of human health parameters on the base of HA

Applied methods measured at designated points on a body (on the skin) and

anthropometric data of the patient.

KOLIBRI APP (installed on a mobile gadget), KOLIBRI SW
Software (cloud based), the hardware has internal software,
preinstalled on a chip

From -5°C (without relative humidity control)

till + 45°C (with relative humidity control)

Class 7K2, as described in the IEC/TR 60721-4-7:2001

The device is to be used indoor. Environmental conditions
should not induce transient conditions in a person such as
excessive sweating or shivering from cold. Therefore, a

Ambient temperature for storage and
transportation

Ambient temperature and humidity during
operation of MD

Personal health screening MS KOLIBRI®
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comfortable temperature and humidity in the room must
be ensured.

Atmospheric pressure (operation)

650-765 mm Hg (87 -102 kPa).

Humidity

15%-93%, without condensation

Temperature range

+20°Cto +27 °C

with MS KOLIBRI

Humidity of the surface of skin during testing

90-95% - the skin in places of contact must be moisturized
before taking the measurement (ECG gel is preferred; water
is possible)

Precision pressure sensor with altimetry

Pressure absolute accuracy (Test conditions: 50 to 110 kPa
over-10 °Cto 70 °C) - 0.4 kPa

Pressure relative accuracy (Relative accuracy during
changing temperature between -10 °C to 50 °C at any
constant pressure between 50 kPa to 110 kPa)

device:

The temperature of all surfaces the medical

The temperature of all surfaces of the medical device does
not exceed 40+0.5°C

Minimum requirements to a smartphone or tablet, which are enough to use with MS KOLIBRI

Minimum hardware requirements

Minimum software requirements

. min. 5”-55" definition HD+, Operating . .
Display FHD+, QHD+, WQHD+ or more SEET Android OS 6 or higher.
Mobile gadget LTE, 3G or high, Wi-Fi, Web Anv web browser
support BLUETHOOTH 3.0 or hight browser ¥

Any antivirus software must be set up in such a way when the

Antivi ft .
nivirus sottware software KOLIBRI is not blocked.

As the KOLIBRI has a battery for wireless mode of operation, the following technical features shall be considered:

Battery (Lithium Polymer Cell) | LP502060 3.7V 510-530 mAAh, installed on the PCB

Charge limited voltage/
Nominal voltage

4.2V/3.7V (the cell is protected by an electronic circuit that won't allow it to overcharge nor
over-discharge under use)

Rated capacity

500mAh min, 530mAh typ.

Wat-Hour Rating 1.87 Wh
Max. Operating Voltage 2.7V to 4.20V
Range

Max. Charge Voltage 4.2V £50mV
Max. Charge Current 500mA
Discharge Current 500mA
Discharge Cut Off 2.75V

Cycle life (0.5C/0.5C)
23+5°C

500 times (approximately 1 year of operation)

One cycle refers to one charge period and then one discharge period. So, cycle life means
that after 500 times of discharge-charge, the cell capacity will be reduced to 80% of the
rated one.

Cell Protection

Overcharge Detection

4.275 +50mV (0.7 to 1.3sec. delay, release 4.275V £50mV)

Over-discharge
Detection

2.75V £50mV (14 to 26msec. delay, resume 2.50V +50mV)

Overcurrent Detection

2A to 4.5A (8 to 16msec. delay)

Ambient Conditions

Charge Temp. Range

0to +45 °C

Personal health screening MS KOLIBRI®
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Discharge Temp. Range

-20 to +60 °C

Storage Temp. Range

1 year at -20 to +30°C >70%

Overcurrent Detection

3 moths at -20 to +45°C >70%

1 month at -20 to +60°C >70%

65 +20%RH

Environmental and battery meets the requirements of Battery Directives, and the battery parts are IEC 62133 &

Please follow LiPo Handling and Safety Precautions for Lithium Polymer Battery. This

RoHS-Compliant. For more safety precautions and performance standards, please go to
www.lipolbattery.com/support.html

AKYMY/IATOPU MaKOTb CBOI KUTTEBI UMKAN. AKWwo Yac pobotn KOLIBRI B 6e3gpoTtoBomy
peXMMi CTae HabaraTo KOPOTLWMM, HixK 3a3BMYAl, TEPMIH CNy»KOKM BaTapei 3aKiHYyEeTbCA.
Byab Nacka, 3BepHiTbcA 40 ANCTpMUE’toTopa / BUPOBHMKA ANA 3aMiHW.

Y pasi NOWKOAXKEHHA aKYMYNATOPA Ta BUABNEHHA BUTOKY PiAVHN YHUKANTE KOHTAKTY 3
Heto. AKWO pigMHa BUTeYe Ha LWKipy abo opAr, HEramHO Ta peTesNibHO BUMMUNTE iX
NPOTOYHOIO BOAOH. AKWO piAMHA, WO BUTIKAE 3 aKyMyIATOPaA, NOTPANAAE Bam B Oui, He
TPiTb OYi. PeTeNIbHO BUMMUMTE iX YUCTMM Xap4YOBMM MACNAOM i HEramHO 3BEpPHITbCA 33
MeONYHOI A0MOMOroto.

Mpwn iIHTEHCMBHOMY BUKOPMUCTAaHHI MeAMYHOro NPUCTPOI0 NMOBHOrO 3apaay aKymynaTopa
NMOBMHHO BMUCTAYUTW LWOHAMMEHLLE Ha N'ATb TECTiB nepes HACTYMHUM 3apAaXKaHHAM.
AKWo Bam He BMUCTaYya€e MOBHOI 3apAAKN aKYMyaAaToOpa A4 NMPOBEAEHHA N'ATU TECTIB,
3BEPHITbCA A0 CEPBICHOrO LEHTPY, Wob6 3amiHUTU akymynaTop abo npuabaty HOBUMA
NPUCTPIN.

3.1 30BHILWHIV BUTNAA MD KOLIBRI

MD KOLIBRI

Personal health screening MS KOLIBRI®
ID: KOLIBRI TF.16.002.003-IFU 2021-02-20 prepared by Pulavskyi Page 26



IFU for MS KOLIBRI®

3.2 KOMNNEKTALIA MD KOLIBRI (3 AOOATKOBUMU AKCECYAPAMMU)

KomnnekT noctasku MD KOLIBRI® Bkatoyae:

Npunag MD KOLIBRI® 1

Kabenb USB-C to USB-A (ans 3apsagskaHHA) 20-26 cm 1

@ YnakoBKa 1

IFU (gocTynHa B enektpoHHOMY Burnagi web https://help.kolibri.one/) 1

LopaTKoBi akcecyapu AOCTYNHI ANA 3aMOBAEHHA.

j‘f @) ?
20 ol SO e
Y % 7¢O ~ 0,
. \ EKI Kabenb BigBeaeHHA ,i“é {:\5 ECG Enektpoau
= 9 7N el (_\}O‘S:f
b / o4

-
©
ECG knincu o 3apﬂp'H.V1M
ra—t Ty - NPUCTPIn
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4 NEPEA BUKOPUCTAHHAM MD KOLIBRI

4.1 CMUCOK NOYATKOBUX AIN | LWLOAEHHUX A1 NEPEA BUKOPUCTAHHAM
MoyaTKoBI Ta PYTUHHI Aii, AKi peKOMEHAYETLCA BUKOHYBATK nepes BukopuctaHHam MD KOLIBRI, Taki:

MOYATKOBI Ali
BuMmiTb NpucTpin 3 ynakoBKK. MepeKoHamTech, Wo Kopnyc Ta Kabenb USB He NOWwKoAKeHi.
BctaHoBiTb nporpamy KOLIBRI Ha cBiit mobinbHUIA ragsket (Po3ain 5).
CTBOpITb CBili akayHT Ha naatdopmi https://kolibri.one (Po3ain 6.4)
REGULAR ACTIONS BEFORE USE (every time before use)

MepesipTe 3apsa 6aTtapei KOLIBRI.

MepeBipTe 3apsaa akymynaTopa mobinbHOro NpUcTpoto

MNepekoHanTecs, WO y MobinbHOMYy rageti BBIMKHYTO Bluetooth, Ta cTBOpeHO napy Mix
MobinbHMMm ragxketom Ta KOLIBRI.

MepeKkoHanTecs, Wo Baw MOBINbHUIN NPUCTPIN NigKAOYEHUIN A0 IHTepHeTy.

Bn3HauTe cBOO Bary Ta 3picT.

MepeKoHanTech, WO NOBEPXHA BaLLMX PYK YMCTA Ta AELLO 3BOIOXKEHA.

AKLWO BN BUKOPMCTOBYETE 3aTUCKadi EKI, nepekoHanTecsh, WO KPinuabHi rBUHTU MILLHO 3aTATHYTI, a
MeTaneBi N1IaCTUHU 31erka 3moyeHi abo 3mauleHi renem EKT.

AKLWO BN BUKOPUCTOBYETE eniekTpoamn EKI, nepeKkoHanTecsh, WO BOHM HE NMOLIKOAXKEHI.

AKLLO BM BUKOPUCTOBYETE EKI-3ATUCKAYI, MEPEKNALAMNTECA, WO MBUHTU
KPINAEHHA 3ATBUHYEHI MILHO.

KOLIBRI roToBuii g0 BukopuctaHHaA. Konm KOLIBRI rotoBuMin A0 pob0TK Ta 3anyLieHo nporpamHe
3abe3neyeHHsa KOLIBRI, nopa nounMHaTu BUMiptoBaHHSA. Mpouec BUMipOBaHHSA AeTaibHO ONUCAHUN Y
po3ginax 8 Ta 9.

Personal health screening MS KOLIBRI®
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He TectyiiTe nip, yac 3apagKaHHA akKymynaTtopa. MepuuHuii BUMpi6 He fo03BonAE

NPOBOAMUTU TECTYBaHHA Nig, Yac 3apaaXKaHHA aKyMyAaTopa.

[HAMKATOP 3apAAY aKYMYATOPA - KOBTUI (CBITNO 3en1eHMI) cBiTAoA oA (BiH NigCBiYye KHOMKY
BBIMKHEHHS / BUMKHEHHSA). Koan akymynaTop NOBHICTIO 3apAAMKeHUI, Len CBiTNI0Aio 3racae.

4.2 BUMOTM 0O KOPUCTYBAYA / OMEPATOPA

Hemae ocobnmsmx BMMOr [0 KOpuUCTyBadyiB / onepatopiB Ana nposedeHHs TecTy 3 MS KOLIBRI.
KopuctyBauy abo onepatop MS KOLIBRI noBuHeH poTpumyBatMca pekomeHaauin uiei IFU woano
npoueaypu obctexkeHHA. A NpaBUNbHOTO BUKOPUCTAHHA MeAUYHOTO MPUCTPO KOPUCTYBAY NOBUHEH
MaTW HaBMYKKN PoBOTK 3 MOBINIBHUMK ragKeTamm 3 BCTAHOBJ/IEHOK onepaLiliHoto cuctemoro ANDROID.
Ocobu, saki BukopuctosytoTe MS KOLIBRI ana camo TecTyBaHHS, MOXYTb NPOBOAUTM BUMIpPIOBaAHHA Ta
OTPMMYBATU KOPOTKi 3BiTU 3 PO3PaxyHKOBMMU AGHUMU Ta KOPOTKUM MiACYMKOM CTaHy 340poB'sa. 3a
3rofot0 MNalieHTa NPU3HAYEHMN MNOCTAYaNIbHUK MeAUYHUX NOCAYr OTPUMYE AO0CTYNn A0 pe3ynbTaTiB
TECTYBAHHA NaljiEeHTa 33 AONOMOrOK CheuiaibHO PO3pobAEHUX XMAPHWUX MPOrpamMHMX 3acobis Ta
06nikoBMx 3anucis Ha Beb-nnatdopmi https://kolibri.one (KOLIBRI HSP). IHTepnpeTauia gaHux y 3BiTi Ta
BCTAHOB/EHHA AiarHo3iB 34iMCHIOTLCA MeAMYHMMM NPaLiBHUKAMMU.
MeguyHi nNpauiBHUKM MalOTb MOMAMBICTb BMKOPUCTOBYBATU po3wnpeHi ¢yHKuii MS KOLIBRI.
BukopucToBytoum iHpopmalito, HagaHy MS KOLIBRI y 3BiTi npo TecTyBaHHA, @ TaKOXK MeAUYHI 3HAHHA 3
¢isionorii Ta natonorii AlLAMHU. TOMY fliKap Ma€ MOXAUBICTb OLIHUTU OTPUMAHI AaHi B MOEAHAHHI 3
aHaMHe30M NaLieHTa, BU3HAUYMTU HAABHI NaTosorii abo peKkomeHAye AOAATKOBI 0BCTEXEHHA, AKWO Le
HeobXxiaHo.
Onepatopu / KopucTyBadi, AKi Npuiimann NCUMXOTPONHI PEYOBUHWU, AHANBIETUKM,
oniaTu, CHoAiiHi, HAPKOTUKK abo anKoronb NPUHAMMHI 33 24 rOAUHU A0 TECTYBaHHS,
He nOBWUHHI BuKopuctoByBaty MD KOLIBRI (BnaMB 3a3HauyeHUX pPeEYOBUH He
BUBYAETbCA).

B paHuin yac MD KOLIBRI He npu3HavyeHWIn ANS BUKOPUCTaHHA onepaTopamu 3
obmexkeHUMU Gi3sUYHUMM Ta KOTHITUBHUMM 0COBIMBOCTAMM, TaKUMU K PYHKLIA pyXy, a
TAKOX MNCUXIYHUMMU PO3NaZaMM, AKI 3aBaXKAKOTb HaNEXHOMY BUKOHaHHIO mnpoueaypu
CKPUHIHTY.
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4.3 NIAKNKOYEHHA KABENIB BIABEAEHHA O MD KOLIBRI

Ona BUMIpIOBaHHA MOXHA BMKOPWUCTOBYBATWU ABa CTaHAAPTHI TUNU
EKr-enekTpoais: ogHOpa3oBi HakNenku abo 3aTmcKadi. Y bygb-akomy
BMMAAKY, KOMMMEKT Kabenis AnAa BUMIPOBAHHA MNOBUHEH 6yTK
niakntodeHnin go npuctpoto KOLIBRI 3a gonomoroto rHisga USB-C
360Ky Kopnycy. MigkntodiTb Haknenkn abo 3aTuMckaudi Ao Kabenis.
3aKkpiniTb iX Ha pykax (nepeanniyys) y Takomy MNOPAAKY: KOBTUM
€NEeKTPOoS, - Ha NiBil pyLi, YePBOHUIM Ta YHOPHUI ENEKTPOAM - Ha NPaABIi

pyui (NoKazaHO HUKYe).

5 BCTAHOBJ/IEHHA NMPOTPAMHOTO 3ABE3NEYEHHA HA MOGBIIbHUW TAOXKET

MD KOLIBRI BMmarae BCTaHOBNEHHS cneuianbHo po3pobneHoro goaaTky KOLIBRI Ha mobinbHui
npuctpilt (cmapTdoH abo nnaHwert). Mepw HixK BcTaHoBAOBaTU Aogatok KOLIBRI APP, nepekoHanTecs,
O Baw MNpUCTPiN mae onepauintHy cuctemy ANDROID 6.0 abo Hosiwoi Bepcii. BcTaHOBNEHHA MOXKe
3aincHuT KOPUCTYBAY. CneujanbHi BUMOrM A0 KoHirypauii, He noTpibeH iHTepdenc cuctemum.
IHCTPYKLii 3 BCTAHOB/IEHHA MOXKHa 3HalTK 3a nocunaHHam https://help.kolibri.one/)

Y npoueci BCTaHOBJ/IEHHSA Ha NPUCTPIl KOPUCTYBaya BCTaHOBAOETbCA Anwie ¢painn KOLIBRI.apk.

KOLIBRI APP Ver.1.0

MepeKkoHanTeca, Wo Baw MObiNbHWIA NPUCTPIA MaAE NiAKNOYEHHS 40 IHTepHETY.

o6 sctaHOBUTM / HanawTyBaT NporpamHe 3abesneyeHHa KOLIBRI, 4OTpMMyHATECH IHCTPYKLIN HUMKYE:

Ha mobinbHomy ragreTi 3anycTitb AoAaaToK Play Store. ’
Google Play

3Hanaitb apoaatok KOLLIBRI, 3aBaHTa)KTe Moro Ta BCTaHOBITb.
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1444 4 @ Al 1454 W 34 @

BigKpuiite gogatok. HatucHitb

«OPEN» installing.. App installed.

Done  Open

] @) < I @) <

[ Allow KOLIBRI to access
photos, media and files on

Bubepitb «<ALLOW», Ta HagaliTe gocTyn. your device?

Deny Allow
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Micna BcTaHOBAEHHA MOGIIbHOrO A0AaTKa Ha poboyomy CToi )’

MobinbHOro ragyeta 3’aBuTbcA nikTorpama 3 norotunom KOLIBRI. B
KOLIBRI

6 MOYATOK POBOTW 3 MD KOLIBRI

6.1 NIAKAKOYEHHA NPUCTPOIO A0 MOBIIbHOTO FAAMETY YEPE3 BLUETOOTH

o6 yBIMKHYTM NPUCTPIiA, HATUCHITB i
yTpumyite KHonky POWER npuHalimHi aBi C)
CEKYHAM, OOKM CBITAOAIOA HE NOYHE

6/11MMaTh 3e1eHUM KONIbOopoM. Yac, Konum
MeaunYHUI BUpi6 rotosuii 4o pobotn

nicnA yBiMKHEHHSA, CTAHOBUTb He Ginblue

OAHi€l cekyHau.

17:40 © &

Finder search

@ ©

KOLIBRI Settings

Open the menu “Settings” of your gadget

Bigkpuiite meHto «HanawTyBaHHS» CBOrO
ragxerta

]
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1740 @ @ & <l 43% &

Settings

~ Connections

Wi-Fi, Bluetooth, Data usage, Flight

«) Sounds and vibratio

1 mode, Ringtone, Vol

n

Notifications

Block, allow, prioritise

Display
Brightness, Blue light filter, Home screer

w  Wallpapers and

Select the menu “CONNECTIONS” L

themes
Icons

Lock screen
Select the menu “BLUETOOTH". Shreen lGck ype AlwaySH
I @) <

BM6epin MeHIo ”I'IILI,KIIIO‘-IEHHH" 1741 @O & il 43% &

Bubepitb meHto “BLUETOOTH”.

Connections

Wi-Fi

t to Wi-Fi network

Bluetooth

NFC and payment
Make mobile payment

Flight mode

ne:

Mobile networks

Data usage

I (@) <

|
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1741 W @ & < alfil 43% &
< Bluetooth Advanced
off

Turn on Bluetooth to connect to nearby
devices.

Turn on “BLUETOOTH”

YBiMKHiTb “BLUETOOTH”

Personal health screening MS KOLIBRI®
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Select the medical device KOLIBRI from

the list of available devices

Bubepitb meanuHuin npuctpin KOLIBRI 3i

CAWCKY AOCTYMHUX NPUCTPOIB

IFU for MS KOLIBRI®

1741 @O & < a8 43% 8
< Bluetooth Stop Advanced
On @

Make sure your Bluetooth device is in pairing
mode to connect. Your phone is visible to
other devices as Biopromin S8.

Paired devices

83 CAR MULTIMEDIA e

83 CARM_MEDIA o

Available devices

I @] <
1743 @ @@ - a8 41%8
< Bluetooth Stop Advanced
on O (@

Make sure your Bluetooth device is in pairing
mode to connect. Your phone is visible to
other devices as Biopromin S8.

Paired devices

88 CARM_MEDIA e

88 CAR MULTIMEDIA e
Available devices

[  Kolibri2

] O <
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1743 W@ @ -

Bluetooth pairing request

Passkey: 187720

CIICk «OK» Pair with Kolibri2?

The pairing of the devices KOLIBRI with Cancel oK

your gadget is completed.

HaTtucHiTb «OK» F——— T
< Bluetooth Scan Advanced

MNigkntoueHHa npuctpois KOLIBRI go
BALLOro ragyketa 3aBepLueHo.

Make sure your Bluetooth device is in pairing
mode to connect. Your phone is visible to
other devices as Biopromin S8.

Paired devices

83 CARM_MEDIA o
@ Kolibri2 e
88 CAR MULTIMEDIA o

Available devices

No devices found

I @] <
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6.2 MPOTPAMHE 3ABE3MEYEHHA MOBI/IbBHOTO TAOMXETY

IFU for MS KOLIBRI®

6.2.1. HAJALWUTYBAHHA

BiakpuinTe mobinbHUIM 4OAATOK.

Bu morkeTe 3p0buTK NnonepeaHi HanawTyBaHHA MObifbHOrO
nopaatky. Ans yboro BMbepiTb BiANOBiAHE MEHIO: @

14:56 @ 4

Ver 1908081742

Log into your KOLIBRI account

Email

Password

[7] Show password

SIGN IN

Sign up

ealfil 61% @

Forgot password

11} @]
1. Llanguage — By|6ip MOBM iHTepd)eﬁcy n3
. . Language

2. Bluetooth- BiakpuBae HanawTyBaHHA BLUETOOTH mo6inbHoro ragsera. £ing

3.  WIFI - BigKpuBa€e HanawTyBaHHA mepexi WIFI mobinbHoro ragerta Bluetooth

4. Auto Send unfinished — MomunKkuK 3'eaHaHHA 3 MeperKoto IHTepHeT

Wi-Fi

(BiaKNtOUEHHA, PO3pKMB, BTPaTa NaKeTiB TOLW0) MOXYTb CTaTMUCA Mijg Yac
TecTyBaHHA 3 MD KOLIBRI. fIKLLO Lie MeHI0 aKTUBOBaHe (rano4kot), To Auto send unfinished tests
OTPMMaHI AaHi TeCTYBaHHA aBTOMATUYHO HaACUNATUMYTbCA Ha XMapHUIA T .
cepeep 414 06pobKu nicna BigHOBAEHHSA 3’ €QHAHHA.

5. Suggest to enter glucose and pressure — Lle meHio gonomarae Enable noise check

Stops test if noise level is high
nepcoHaniayBaTu Ta B4OCKOHaNTM MalibyTHI BumiptoBaHHA ADS, ADD,
BCl ana Bac. AIKLLO BM aKTUBYETe 0ro (nocTasTe npanopelp 6ind Lboro DeviMode =
MEHI0), TO MiCNA KOXKHOTo TecTy, NpoBeaeHoro 3a gonomoroto KOLIBRI, Sy reeulie byieslos (e 0
Bam Byae 3anponoHOBaHO BBECTU PE3YNbTaTU apTepiaNibHOro TUCKY Ta
H ECG filtering
3HAYeHHA FNIOKO3M, OTPMMAHI 3a 4ONOMOro TOHOMETpPA Ta MIOKOMETpa Erablos EGS Hitering at result page
(oKpemi npucTpoi, AKi BM 3a3B1Yal BUKOPUCTOBYETE ANA BUMIPIOBAHHA
. . . . Custom server IP
apTepianbHOro TUCKY Ta piBHA rtoKo3u). JaHi cnig goaasaTtv anwe B Siceh
TOMY BUNAZAKY, AKLLO BU NPOBOAMTE BUMIPIOBAHHA Bigpasy nicna Tecrty 3
. o . o . About

KOLIBRI. Pe3ynbTaTn, OTPMMaHI B 6yAb-AKMI iHWWIM Yac, He NiaxoaaTo. V0,200 2102031122EXP

6. Enable noise check — kw0 npanopeLb BCTaHOBAEHO, TO, NPU BEJIMKOMY

L . Privacy policy
PiBHI WYMY Mg Yac TeCTyBaHHA, TecT byae nepepBaHo. s yCYHEHHA Chieck Gutour privacy palicy
BEJ/IMKOrO PiBHIO WYMY MiZ, 4ac TECTYBaHHSA 3BOJIOXKTE NafOHi pyK, abo m o
cKopucTaiTech EKI Kabenem BiaBeaeHHs.
Personal health screening MS KOLIBRI®
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7. Dev Mode* — TexHiyHe HanawTyBaHHA. BUKOPUCTOBYETLCA TEXHIKAMM.
Moske 6yTH HefOoCTYNHUM Yy NporpaMmHoMy 3abe3neyeHHi KOpUCTyBaya.

8. Show results by colour — pesynbTaTi TecTyBaHHA 6yayTb BigobpakeHi
KONIbOPOM. YOPHUM KONIbOPOM Bif,o6paKaloTbCA NOKAa3HUKMY, WO B
HOPMi, YepPBOHUM KOJIbOPOM — 033 HOPMOIO.

9. ECG filtering — yBimKHiTb dpinbTpauito EKT Ha cTopiHLi pe3ynbTaTis. AKWO
B pe3y/ibTaTax TecTyBaHHA BN Xo4eTe 6auntu opuriHanbHy popmy EKT -
He BCTAHOB/OMTE Lielt NpanopeLb.

10. Custom server IP — BMbepiTb Npanopeup, Ta BNMWITh IP-aapecy abo im’s
cepBepa, 3 AKMM BM byaeTe npautoBat (Hanpuknag: https://kolibri.one,
https://kolibri.ae https://mdevice.eu etc.)

11. About - Bepcisa 3 aAka BCcTaHOB/AeHa Ha Bawomy mobinbHOMY ragseTi.

12. Privacy policy — nonoeHHa Npo 3axMCcT NepcoHasibHMX gaHux. Yac Big,
Yacy BOHO OHOBJ/IHOETHCA.

14:56 G & Fealll 61% @

6.2.2 NMEPLWA PEECTPALLIA | BXI4 A0 MS KOLIBRI
Sign in to the MS KOLIBRI is done every time after log out of the
account. If you close the application and do not logout, you will be

kept signed in. Therefore, the next time you run the application, Ver 1908081742
signin will not be reql‘”red' Log into your KOLIBRI account
During the first login to the MS KOLIBRI, it is necessary to register e
your device in the system. Please press “Sign up” for that. Password
7] show password

Bxia B8 MS KOLIBRI BUKOHYETbCA W0pa3y nicasa Buxoay 3 06/1iKoBOro -

. . SIGN IN
3anucy. AKLLO BU 3aKPUETE NporpamHe 3abesneyeHHs i He BuinaeTe
3 CUCTeMM, BU 3a/MLIaTUmeTeca B cuctemi. Tomy nig vac Forget password

HaCTYMHOro 3anycKy Nporpamu BXig, 3 BUKOPUCTAHHAM NOTiHY Ta
napoto He byae HeobXigHUM.

Mig yac nepworo Bxoay B MS KOLIBRI HeobxiaHO 3apeecTpyBaTu
CBiM NPUCTPIN y cuctemi. byap nacka, HaTUCHITL "3apeecTtpyBaTuca”
ANA UbOro.

|
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https://kolibri.one/
https://kolibri.ae/
https://mdevice.eu/

Byab nacka, nocTaBTe NpanopL,, AKLLO BU NOrOAXKYETECH Ta NPUAMAETE
YMOBM.

28 TpaBHsa 2018 poky Habys YMHHOCTI AOKyMmeHT « REGULATIONS
REGULATION (EU) 2016/679 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of April 27, 2016» (gani - GDPR). GDPR mictutb BUmOr#
LLLOA0 3axXUCTy Ta 06PODBKM NepcoHanbHUX AaHMX ¢isnyHMX ocib, Ta Wwoao
BiZIbHOro pyXxy Takmx gaHux. MS KOLIBRI 36upae nuwe miHimym Bawimx
NepCcoHaNbHUX AaHUX, AKi BAKOPUCTOBYHOTLCA AN1A PO3PAXYHKY
napameTpiB Baloro 340poB'sa. byab nacka, yBarKHO NpoUUTATE YMOBU
GDPR, wo crocytotbess MS KOLIBRI. Micns KoxkHoro po3ainy, byab nacka,
nigTBEpAXKYMTE CBOIO 3roAy Ha 0O6PO6KY BalLMX NEPCOHA/IbHUX AaHUX.

AKLLO BM BCE PO3yMIETE | MOrOAMKYETECH 3 YMOBAMMU, NOCTaBTE NpanopLli
6ina KoxHoro naparpady Ta HaTUCHITb «MPURHATM yMOBUY».

If you understand everything and agree to the terms, please tick each of
the check-boxes and click on: «<ACCEPT TERMS».

Mpumitka: AKLWO BN HE NOroAXKYETECH HAAABATK CBOI
nepcoHanbHi aaHi MS KOLIBRI i He npuiimaeTe

ymoBu GDPR, peanizosaHi 8 MS KOLIBRI, Bu, Ha
NPEeBeINKNN KaJlb, HE 3MOXKETE BUKOPUCTOBYBATH
MS KOLIBRI®.

BBeaiTb cBOE iMm'a abo NceBAOHIM, Mif AKMM BU ByaeTe
peectpyBaTtucs, y none N6 (Im's moxe 6yTn 3miHeHo nisHiwe).

BeeaiTb aapecy BalOi eNeKTPOHHOI MOLWTOBOI CKPUHbBKMU.

(MpumiTKa: BBEAEHa eneKTPOHHA agpeca byae BUKOPUCTOBYBATUCA
ONA INCTIB i3 BUCTABNIEHMMM PaxyHKaMU-paKTypamm,
JNCTIB-NIiATBEPAXKEHDb 417 aBTOPM3aLii Ta iHLWKNX
HeobxiaHuX Ain. Bu moxeTe 3MiHMTM L0 agpecy nisHiwe

Yy CBOEMY 0cOBUCTOMY KabiHeTi, AKLLO byaeTe maTh Take barkaHHA).

Bu He moXKeTe BUKOPUCTOBYBATU OAHY i Ty K €NEKTPOHHY aapecy
Ana ABox abo binble 061iKOBMX 3aNuUCiB.

CTBOpPITb Napo/ib. 3anam'aAtai ue. Beeaitb cBili naponb y
TekctoBomy noni: «Maponb» (“Password”)
HaTtucHitb "3apeectpysatuca” (“Sign up”)

Micna HaTUCKaHHA KHOMKM «3apeecTpyBaTMCh» Ha Bally e/1eKTPOHHY

CKPUHbBKY Byae HaZicnaHo AINCT i3 NocuaaHHAM ana
nNiaTBEPAXKEHHA.

IFU for MS KOLIBRI®

15:04 B & © 2%l 90% B

10rMat ana nas e fgNt 1o UANSMIL NAL 0aLa 10 anotner controuer
without hindrance from the controller to which the personal data has
been provided...

For the KOLIBRI software:

The KOLIBRI software allows you to export data from the results of

a patient examination onto paper and PDF files with the subsequent
transfer of files via email. This enables you to realize the right to data
portability.

The KOLIBRI software allows you to remotely connect the transfer

of the results of your research to the doctor's cloud account and

the function of displaying the test results in the doctor's account in
real-time is implemented.

This allows you to realize the right to data portability.

[[] signature of patient

GDPR: | have been briefed on my rights and Privacy Policy based on
the REGULATION (EU) 2016/679 (GDPR) regarding the processing and
movement of the personal data, which are used for the purposes of
non-invasive hemogram screening, provided by the software KOLIBRI

| am aware of and agree with the condition that the data containing

in the database of the software KOLIBRI will not be disclosed and/or
forwarded to unauthorised third parties except the following: a) to a
personal data processor (a professional, who is responsible for carrying
out an examination on site); b) to the respective/authorised staff of
the manufacturer, whose duties includes elimination of bugs in the
software KOLIBRI, software update or other assistance related to the
software KOLIBRI on the request of the personal data processor; ¢) to
govemments, control agencies, requlatory authorities and others as
permitted or required by law. | am aware of an ability to withdraw my
consent at any time submitting a written statement in the place, where
the service was provided. Thereof, | realise that my personal data will
be deleted irrevocably and without a possibility of further applying,
referring and analysing of such a data.

[7] signature of patient

INTERNATIONAL TECHNOLOGY CENTER

P0.BOX 330102, Ras Al Khaimah, United Arab Emirates
Tel. +971-07-2041957

mob. +971-55-7702115

e-mail: itc.fzc@gmail.com

http://intertc.com/about_us

ACCEPT TERMS

14:58 @ & il 61% @

Ver 1908081742

Sign up KOLIBRI

Full name
Email

Password

[] show password

SIGN UP

Already have an account? Sign in

Personal health screening MS KOLIBRI®
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®

You are required to confirm your email address

Open your email box. Check the Inbox and SPAM folders.
Open the letter from MS KOLIBRI and click on "Confirm
email".

To confirm your email address, click the following link and follow the
Instructions

CONFIRM EMAIL

Why should | confirm my email?
BiakpuiTe cBOO NOWTOBY CKPUHbKY. MepeBipTe nanku BxigHi Ta B s
CNAM. Biakpuitte nuct Big MS KOLIBRI i HaTucHiTb "MigTBepantn
€N1eKTPOHHY aapecy".

il 40% &

@ English

MoBepHiTbcsa Ao mobinbHoro goaatky KOLIBRI.

Bubepitb mosy iHTepdeiicy. (English, Spanish, Chinese Towwo) Log imggcooul:n':OUBR'
BBeaiTb im’A KopucTyBaya Ta Napo/ib AN BXOA4Y B 0COOUCTUIM
KabiHeT.

YBinAaiTh y meHto “3apeectpysaTtuca” (“Sign up”)

MpumiTKa. AKWO BN 3abynu CBili Mapo/ib, CKOPUCTANTECA MEHIO Er
"3abynn naponb?" ("Forgot password?") Ta ckopucTaiiTecb CBOEHD —
€/IeKTPOHHOI0 MOLUTOBO CKPUHBLKOI A/1A BiAHOBNAEHHA MapOIo.

Don't have an account? Sign up Forgot password?

Personal health screening MS KOLIBRI®
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Q= .5 100% 8

6.2.3 AKTUBALLIA BALLOIO OB/1IKOBOTIO 3ANNCY

. . Your account doesn't activated.
Lie pobuTbes nLe 0AWH pas, nig Yac nepioi peectTpauii. Do you want to activate it with

. o activation card (QR-code) or
AKTMBALit0O MOXKHA 34iMCHUTK 33 gonomoroto QR-koay abo Kkntova through purchasing subscription on

kolibri.one site?
aKTMBALT 3 KOMNAeKTy nocTtasku Baworo npuctpoto KOLIBRI.

BianosiaHo, 6yab-nacka, BubepiTb 04MH i3 BapiaHTIB akTUBALii:
«QR-KO» («QR-CODE» ) (auB. 6.2.3.1) abo «CAUT» («SITE» ) (aums.
6.2.3.2)

QR-CODE  SITE

Please activate your account to use Kolibri
system

6.2.3.1 AKTmBauia 3 BukopuctaHHam QR-CODE

Micna sBnbopy onuii QR-CODE, HagaiTe gocTyn AoAaTKy [8] Allow KOLIBRI to take
KOLIBRI go nonok ¢oTo Ta Bigeo (snbepitb “Allow”). Lie el s i e
[03BO/IUTb TMMYAcoBO 36epertn nonepeaHi AaHi OTPUMaHi B s M
NpoLeci TeCTyBaHHA ANA NOAANbLLOI Nepeadi ix Ha
MeTeMaTUYHY XMapHy naatdopmy.

Personal health screening MS KOLIBRI®
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1536 & & A8 50% &

& System activation

CLICK TO SCAN

HaTtucHiTb “Click to scan”

1608 O @O - Al 45% &

Picture

CkaHyiiTe Baw QR-Code Position QR Code

]
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16:09 @O O - 2l fil 45% &

Picture

Position QR Code

6.2.3.2 AKTMBALiA 3 BUKOPUCTAaHHAM aKTUBALLIMHOIO KAto4a
yepes naatpopmy KOLIBRI.ONE

Your account doesn't activated.

AKLLO B XO4eTe aKTUBYBATM CBill MPUCTPIN 32 4ONOMOTOH Do you want to activate it with
. " “ " activation card (QR-code) or
KNto4Ya akTmBauii, Bubepitb meHto "CAUT" ("SITE") through purchasing subscription on

Kog, akTaBaLii CKNaAaeTbea 3 NiTep Ta undp i Mae BUrnas; kolibriione site?
ABC123D56E78FGI0IKLMN. LLyKaiiTe iMoro B Kopobu,i 3

QR-CODE  SITE
npuaagom, abo oTpMmaiiTe Moro y npoaasus.

AKwo y eac € QR-ko0 0219 akmusauyii, dus. po30din 6.2.3.1 suwje

Please activate your account to use Kolibri
system

Personal health screening MS KOLIBRI®
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Activation of the system

System KOLIBRI is not activated. To activate the system,
please enter the activation key from your activation card.
If you don't have an activation card, you can activate
system simply by purchasing a plan. Purchasing a plan.

Micna HaTUCKaHHA KHoNKKW «CanT» (“Site”) BM aBTOMaTMYHO
nepeHanpasuTech Ha Beb-canT https://kolibri.one

. o . o o o Hi, Doctor Alex! Welcome back to KOLIBRI
(abo iHwwni micuesnit Beb-cait KOLIBRI, sknit Bu BBENIN B MEHIO

HafalWTyBaHb. ANBUCL po3ain 6.2.1 Custom server IP)

Tests

HaTucHiTb «Enter key»
Bonuses 0
Successful 0
Failed 0
Total 0

Activation of the system

System KOLIBRI is not activated.
To activate the system, please enter the activation key
from your activation card

BBeaiTb KNto4 akTUBALLii 3 KOMMNNEKTY NOCTaBKM BALLOro NPMCTPOLo el
KOLIBRI. it

==

Activation by purchasing a plan

Personal health screening MS KOLIBRI®
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Activation of the system

System KOLIBRI is not activated.
To activate the system, please enter the activation key
from your activation card,

Activation key

HatucHiTb «Activate» 2RRU-Y286-ER7Z-11BN|

Activation by purchasing a plan

1640 @ &

Activation X

System was activated. Thank you.

AN

User's profile is not complete

In order to use the system, please fill in mandatory fields:
full name, date of birth, gender, weight, height, race and

Y BepXxHilt YacTMHI ekpaHa 3’ABNAETbCA NOBIAOMNEHHA NPO YCMiLLHY dabaa: At sning e dua i deecf b
gender will be locked in order to avoid using of the device
a KTM Ba L||i |.o. l.I e p Bo H a CMy)‘KKa 3 H M KH e . by unauthorized persons. Te change these data, please

contact the customer support: support@kolibri.one

MoTim I'IOTpi6H0 BBECTU CBOI ,C||aHi, TOH6TO 3aNOBHUTU MmeaunyHy
KapTKy. Personal information

O60B’A3KOBO BBEAiTb 4ATy CBOrO HAPOAMKEHHSA, CTaTb, BAry  ruinume
Ta 3picT. Lli nonsa € 0608’a3koBUMM AN NoAaNbLIOT Doctor Alex
poboTu 3 nporpamHum 3abesneyeHHAm (Po3ain 6.2.4).

Date of birth

Gender

Male Female

Contants

11} (@] <
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6.2.4 3ANOBHEHHA MEANYHOI KAPTKMU

3anexHo Big, cnocoby akTMBaLLii 061iKOBOro 3anucy, BU MaETe MOXKAMBICTb 3aNOBHUTU MeaMYHY KapTy abo B
MobinbHOMYy A0AaTKy (AKLWo BM BUKopucToByBaan QR-KO/L), abo Ha Beb-caliTi (AKLW,0 BU BUKOPUCTOBYBAIN KoY
aktuBau,ii). Micns BBeaeHHs gaHi (y nporpami abo Ha Beb-caiTi) OyayTb 04HAKOBO BigobpaXkaTmca Ta
Bukopucrosysatuca 8 MS KOLIBRI

APPLICATION KOLIBRI WEB-SITE https://kolibri.one
17:43 O o G 4000 100% 8 2l il 39% &
& Medical card = Al &

full name, date of birth, gender, weight height,race and
Test patient 12345 diabetes. After saving the data, fields date of birth and

gender will be locked in order to avoid using of the device
by unauthorized persons. To change these data, please

contact the customer support: support@kolibri.one

Date of birth

Gender male female

I
E=

rllanI YCI'IIUJ HOT aKTUBa L|||| BU Height . & Personal information
aBTOMATMYHO NepengeTe B MEHIO
. Weigh b me
"MegunuHa KapTka" ("Medical Card") e E
Race Light-skin . Doctor Alex
After successful activation, you will be e s } Date of b
automatically forwarded to the menu z
" . n Rh factor Unknown v
Medical Card
Diabetes Patient doesn'th.. ~ Male Female
Phone number Contacts
Smoking
Phone
Using drugs 0
11 (@] < 1] (@] <

]
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APPLICATION KOLIBRI

@O - =

WEB-SITE https://kolibri.one

Il

&l R

contact the customer SUpport: SUPPOIT@KONDI!

Beeaitb aaty Baworo
HapoA4KeHHA
MpumiTKa: Bik nawuieHTa
NoBuHeH 6yTu 6inbmm Patient birth date
abo piBHMM 18 pokam. il
YBaXHO BBOAiTb AaTy
Baworo HapoaXeHHA. B
noganswomy Bu He
3MOXKeTe i SMIHUTK.

Personal information

Date of birth
1979 J

September ¥ 2001

Su Mo Tu We Th Fr Sa

HeBipHi gaHi byayT
CMPUYNHATHY HEBIPHI
pe3ynbTaTh TeCTyBaHHA.

1] o <
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3anoBHiTb 0608B’A3K0BI NonA:
BubepiTb cBOIO CTaTb

BBeaiTb CBil 3picT

BnbepitTb oagnHULi BUMipY 3pocCTy
Beepaitb cBOtO Bary

BnbepiTb oAnHULI BUMipY Baru

BunbepiTb pacy fo AKoi Bu HanexunTte

PewTa nonis He € 060B’A3KOBMMU ANsA
3anoBHeHHA. Lis iHbopmauia byge
KOPWUCHOIO AN1A BALIOr0 fliKapa, AKNM
aHani3ye gnA Bac pesyabTaTu
AiarHOCTUKM.

TaKoX Yy LLbOMY MEHIO BM MOXKeTe
3MiHWUTUK CBOE iM'AA, AKLWO BM baxaeTe.
Im'a wo Bu BBegeTe byae
Bifo6paxKaTnck B 6asi gaHux ans
Baworo nikapA Ta B po3apyKiBKax
pe3ynbTaTiB TECTYBAHHA.

Micna 3aNOBHEHHA MeANYHOI KAapTKK

3b6epexKiTb AaHi, HATUCHYBLLN. °

Yci gaHi, aki B BBOgUTE B

060B’A3K0BiI NONA, NOBUHHI

IFU for MS KOLIBRI®

APPLICATION KOLIBRI

WEB-SITE https://kolibri.one

1816 Q@& - =% 14:19 =l 89%0
< Medical card & Medical card
- Full name
Test patient 12345 | Test Patient

Date of birth 1979-10-26

Gender

Height 175 |

Gender

Weight
Weight b
=——— Height
Race
Blood type o(l) -
Blood type
Rh factor i v
Rh factor
Diabetes Type 2 v
Diabetes
Phone number +971555555555)
Phene
Smoking ®
a Smoking
Using drugs
Drugs
I @) <

Patient deseases

Mone

Motes

Notes

Al 37%8

Y- koisri

Date of birth 1966-01-18

118
= @ -

Light-skin -
Unknown -
Unknown -

Patient doesn't have..  ~

Enter your phone

Tests 11 1l o <
6yTH TOUHMMU. Pe3ynbTaTn Failed tests today 0
Balance 0.0USD
AIarHOCTUKM 3aN€KaTUMYTb SabSenpion vt Sarter
. Subscription expires in 31 days
BiA uboro.
TEST
Micna 3aNOBHEHHA MeAUYHOI KapTKN
CTA€E AOCTYNHUM MeHIo «TecTyBaHHA Ta
nepernsag pesynbtatie» ("Testing and A
viewing results")
Il (@] <
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6.3 MOBI/IbHUW AOAATOK. TO/IOBHE MEHIO

[onoBHe MeHI0 AOCTYMHE HAaTUCKAHHAM... Y MPaBOMYy BEPXHbOMY
KYTi Ta BK/IIOYaE:

App settings (amB 6.2.1 712 6.3.1)
Profile settings (ovB 6.2.4 12 6.3.2)
System settings (auB 6.3.3 HMKuUE)
Remote doctor (anB 6.3.4 HUXKuUe)

Reconnect/Update nepesanyck mobinbHOro A0AaTKy, AKLLO
LWOCb MilWJI0O He TaK.

Upload test Hapgicnhatu pesynbTaTi TecTiB wo bynu ey
oTpuMaHi 6e3 nigKkntoyeHHA 40 mepexi IHTepHeT. @ KOLIBRI App settings
MobinbHui 4OAATOK [,03BONSE ,

Profile settings
NPOBOANTU TECTYBAHHA NALLIEHTIB ¢ Upload tests Tests 12| 12 Bonuses 0
6e3 nigKkNtYeHHA 00 Mepexi Falledteststoday-0  >Y*1e S€HngS
. . . You are able to upload up to 18367 tests and up Bé]lance 183:56USD Remote doctor
iHTepHeT. MNi3Hiwe, Ak byae 106118 patients Price per test 0.0 USD

Your current plan: Good p
[OCTyN A0 Mepexi iHTepHeT, Bu Recannect/ipdata
. Patient, Age:55
MOXeTe Hagicnatu Tectu 4o Date and time: Upload tests
2021-02-07 x ‘

XMapHOro mateMmaTtn4yHoro 16:21:17 Manage subscription
cepBepy Ha 064YNCNEHHSA Ta Adianced modd
OTPUMATH pe3ynbTaTh T ogout
AiarHOCTUKM.
Llo6 HagjicnaTh TecTa Ha
obuncneHHs, BCTaHOBITb
npanopeLlb Ta HATUCHITb BHU3Y A
BiKHA KHOMKY ANA BiANpPaBKu
pe3ynbTaTiB TECTYBAHHA 40 Tests archive

MaTEMATUYHOIrO XMapHOro
cepsepy. lNicna signpasku

pe3ynbTaTh AiarHOCTUKM ° i o ¢
3aBaHTaXXyTbCA B MObiNbHMI
[00ATOK aBTOMATUYHO, Ta

I (@) <

CTaHYTb AOCTYNHUMMU.

Manage subscription (see 6.3.5 below)
Advanced mode (see 6.3.6 below)
Logout BMITK 3 061iKOBOrO 3anucy.

]
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6.3.1 App settings:

IFU for MS KOLIBRI®

1. Language — Bubip moBu iHTepdeiicy M3
2. Bluetooth- Biakpusae HanawTyBaHHA BLUETOOTH mobinbHoro
ragrkera.
3.  WIFI - BigKkpuBae HanawTyBaHHA mepexi WIFI mobinbHoro ragxkerta
Auto Send unfinished — MomunKkK 3'eaHaHHA 3 MepesKoto IHTepHeT
(BiAKNtOUEHHSA, PO3PMB, BTPATa NAKEeTIiB TOLW,0) MOXKYTb CTaTUCA NiJ Yac
TecTyBaHHA 3 MD KOLIBRI. fIKWLO Lue MeH0 akTMBOBaHe (raso4yKkoto), To
OTPUMaHI laHi TECTYBAHHA aBTOMATMUYHO HAACMNATUMYTLCA Ha XMApPHUIA
cepBep 414 06pobKu nicia BigHOBNEHHSA 3’ €eQHAHHA.
5. Suggest to enter glucose and pressure — Lle meHto gonomarae i
nepcoHasnisyBaTi Ta BAOCKOHANAUTU MalbyTHi BumiptoBaHHs ADS, ADD, Bluetooth
BCI gns Bac. AKWO BM aKTUBYETE 1oro (nocTasTe npanopelb 6ina Lboro Wi
MEHI0), TO MiC/NA KOXKHOro TecTy, npoBeaeHoro 3a gonomoroto KOLIBRI,
Bam byae 3anponoHOBaHO BBECTU pe3ynbTaTh apTepiaibHOro TUCKY Ta Auto send unfinished tests
3HAYEHHA [IIOKO3W, OTPMMAHI 3a ZONOMOrol0 TOHOMETpa Ta O S O
rNIOKOMETPa (OKpeMi MPUCTPOI, AiKi BU 3a3BUYall BUKOPUCTOBYETE AR
BMMIpIOBaHHA apTepia/sibHOro TUCKY Ta PiBHA FNtoKo3K). [aHi cnig, Erale notse oK e
[0AaBaTU nLLe B TOMY BUMAAKY, AKLLO BU NPOBOAMTE BUMIPIOBAHHA
Bigpasy nicna Tecty 3 KOLIBRI. Pe3ynbTaTit, OTpUMaHi B 6yab-AKUiA Dtk tdgee o
iHW WA yac, He NiAXoAATb. Show results by color (dev) O
6. Enable noise check — AKwo npanopeub BCTaHOBNEHO, TO, MPU BENMKOMY
PiBHI WYMY MNif Yac TecTyBaHHSA, TecT byae nepepBaHo. 15 yCyHEHHS E.fﬁﬁ'fi???mm atresultipage
BEJ/IMKOTO PiBHIO WYMY Mif Yac TECTYBaHHSA 3BOJIOXKTE JIa0OHI pyK, abo
cKkopucTaliTecb EKI Kabenem BiaBeaeHHs. S;S:jz,s‘iwe”p
7. Dev Mode* — TexHiyHe HanalwTyBaHHA. BUKOPUCTOBYETLCA TEXHIKAMMU.
Moe 6yT¥ HegOCTYNHUM Yy NporpaMHOMyY 3abe3neyeHHi KopuctyBsaya. ﬁ??:;mznmzzsxp
8. Show results by colour — pe3ynbTaTi TectysaHHA 6yayTb BigobparKeHi _ )
KO/IbOPOM. YOPHUM KO/IbOPOM Bifl06paKatoTbCA NOKa3HUKM, LLO B Eynvakcypo“c;y policy
HOPMi, YePBOHUM KOJIbOPOM — 033 HOPMOIO. 1l )
9. ECG filtering — yBiMKHIiTb dinbTpauito EKT Ha cTopiHLi pe3yabTaTiB. AKWoO
B pe3y/ibTaTax TeCTyBaHHA BM Xxo4eTe 6aunuTu opuriHanbHy dpopmy EKT -
He BCTaHOB/IOWTE LLel npanopeup.
10. Custom server IP — BubepiTb NpanopeLb, Ta BNUWITb IP-agpecy abo im’a
cepBepa, 3 AKUM BK byaeTe NpautoBaTh (HanpuKknag,
E etc.)
11. About - Bepcina M3 AKa BcTaHOB/IEHA Ha Bawomy mobinbHOMY ragKeTi.
12. Privacy policy — nonoXeHHs Npo 3axmcT NepcoHanbHUX AaHmx. Yac sig,

4aCy BOHO OHOBJ/IKOETbCA

]
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https://kolibri.one/
https://kolibri.ae/
https://mdevice.eu/

IFU for MS KOLIBRI®

“alllg9%n

&« Medical card

Full name

Test Patient
Date of birth 1966-01-18 “
. Femal
6.3.2 HanawTtysaHHA npodinto Gender m 1

Weight 115 u Ib
ObeperkHO BBEAiTL CBOT AaHi.

HenpaBuabHi gaHi npnsseayTb 40 Race Light-skin -
HenpasW/IbHUX pe3ynbTaTiB TecTy.

Blood type Unknown -
3anoBHiTb 060B’A3K0BI NoNA: D Unknown -
BubepiTb cBOIO CTaTb (41 AeAKUX TapMHUX NAaHIB MOXe ByTy pebsies Pelient dosst have. | =
HEeAOCTYNMHUM. Phone Enter your phone
BBepaiTb cBilA 3picT Smoking

pik p
Bnbepitb 0AnHULI BUMIpPY 3pOCTY Drugs

Patient deseases

BBsepaitb cBOtO Bary “
Mone

BnbepiTb 04MHMLI BUMIpY Baru e

Notes
IHWi nona € HeOGOB'ﬂ3KOBMMM, azle BOHUN MOXYTb 6yTM B Haroal BaLuomy

nikapto.

il @] <

]
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6.3.3 HanawTyBaHHA cuctemu

Y UbOMYy MEHIO BU MOeTe 3MIHUTU agpecy eNeKTPOHHOI NoWTH,
naposab, MOBY iHTepdency, BantoTy Ta OAUHUL BUMIPY.

AKLLO BU LLOCb 3MiHWMAM, HATUCHITb "OHOBUTU HaNaLITyBaHHA".

In this menu, you can change the email address, password,
language of the interface, currency and units.

If you change anything, please press “Update settings” after all.

6.3.4 Jlikap WO OTPUMYE pe3yabTaTh TECTYBAHHA BigaaneHo

AKLWLO Yy Bac € 4OMOBAEHICTb 3i CBOIM NiKapeM NpPo perynspHui
MOHITOPWHT BalLMX Pe3ynbTaTis, BOHW ByayTb AOCTYMHI ANS HbOro /
Hei Bigpa3sy nicna obpobku gaHumx. Lie meHto go3sonse
nigKAYNTUCA 40 061IKOBOro 3anucy Nikapa

Onsutca po3ain 6.6 « NIAKJTHOYEHHA 1O AKKAYHTY J1IKAPA »

Personal health screening MS KOLIBRI®

IFU for MS KOLIBRI®

Feal W 90% 0

< System settings

Change Email

kolibri2020@aol.com

Enter your current password (g

Change Email

Change password

[N
Enter your current password Q
Interface
Country
United Kingdom v
Language
English -
Currency
usb -

Units mg/dl

] @] <

20:36 Gl ww © 2% 100% 8

< Connect to remote doctor

Generate Qr code for doctor to make you remote
patient

GENERATE QR-CODE FOR DOCTOR
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IFU for MS KOLIBRI®

& kolibri.one

6.3.5 KepyBaHHA nignuckoto (TapudpHMmM naaHamm)

Refund

Ana BukopuctaHHa MS KOLIBRI Bam noTtpibHo BMbpaTn TapudHuin
nnaH Aana obcnyroByBaHHA. HaTuUCHyBWM Ue NigMeHIo, BMU
nepeiaere o sianosiaHoro se6-meHto (https://kolibri.one). Tam Bu
MOKeTe 3HaUTN ONUC KOXKHOTO NAaHy Ta BApPTOCTI.

3a 3aMOBYYBaHHAM BCTAaHOB/IEHO CTaHAAPTHMM NaaH (midium). Bu S
MOKeTe OHOBUTU MOro A0 OyAb-fKOro i3 AOCTYMHUX y Bawomy Kl it 1 el ke o et
perioHi.

s8’mon

Nam'aTaite, TapudHi N1aHM 3anexXKaTb Bif, AiarHOCTUYHUX
moxnusocten MS KOLIBRI wo Bam HagaloTbea.

® 1 =
11 @] <
2051 @@
@ kolibri.one
= & &
Hi, Test patient 12345678! Welcome back to KOLIBRI
Tests
6.3.6 Po3xupeHuii pexxmm. .
Bubuparoun ue meHto, BaC aBTOMaTUYHO NepeHanpasaaTb y °
rosioBHe MeHto B IHTepHeTi https://kolibri.one. Tam goctynHi ‘
po3wupeHi GyHKLii. BOHM KOpPUCHI onA aHani3y pe3yabTaTiB Ta
YNPaB/iHHA BalWUM PaxXyHKOM.
< =
11 @] <

]
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6.4 YINPABJ/TIHHA PAXYHKAMMW

IFU for MS KOLIBRI®

LLlo6 nepesipnTti Ta / a60 NONOBHUTM BanaHc, yBiNAiTb y
CBil1 061iKOBUI 3anNKMC, BUKOPUCTOBYOUYM BeB-A0CTyN

https://kolibri.one/auth/signin

BBeaiTb N10OriH Ta Naponb

Bubepitb meHio « PIHAHCYBAHHSA» Ta
BignosigHe nigmeHto

Select menu “FINANCE” and appropriate
submenu

Log into your KOLIBRI account

Email

©oT oY @mail.com

Password

Don't have an account? Sign up

PATIENTS

ACCOUNT

FINANCE

i Balance replenishment

Personal health screening MS KOLIBRI®
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IFU for MS KOLIBRI®

6.4.1 MOMNOBHEHHA BANAHCY PAXYHKY

(https://kolibri.one/main/balance/replenishment) mictutb HacTynHy iHpopmaLito (4epBOHI MapKepw 3 LMdpammn onucaHi nig
CKpiHWOTOM):

Balance replenishment Al R
Available balance Min. replenishment Max. replenishment
436.2 USD 2 USD 2000 USD
Amount of replenishment (USD)
Payment method
PayPal v e

1: MNoTo4yHn banaHc KopuctyBada y MS KOLIBRI (mapkep 1).
2: MiHimanbHa cyma NonoBHEHHs (Mapkep 2).

3: MaKcMmanbHa cyma nonoBHeEHHA (Mapkep 3).

4: Mone ans BBeeHHA b6arkaHOi cymu A5t NOoNoBHEHHA (Mapkep 4). Payment method
5: Bunagawounii CNMCoOK AOCTYMHUX NAATIXKHUX cucTem (mapKep 5).
Y Aeskux perioHax LA CTOpiHKa MOXe MaTu Aeulo iHWui iHTepdeinc.
oN0BHa BiAMIHHICTb NOAArac y Nepesiky NPUMHATHMUX cnocobis onsiaTu. Favrel Faymentesl

3amicTb BMNAAA0HOro CNUCKY BUKOPUCTOBYIOTLCA OKPEMi KHOMKKU 3 Ha3Bamm

NNATIXKHUX CUCTEM.

LLlo6 nonoBHUTK cBilh banaHc y MS KOLIBRI, BBeAiTb cymy, AKY BU XoUeTe nepepaxysaTh. BBeAeHi AaHi nepeBipAloTbCA CMCTEMOIO Ha
npeameT NPUAHATHOCTI, BPaxOBYHUMN HACTYMHE:

® NN0JiIe He MOXKe BYTU NOPOXKHIM ® CyMa NOMNOBHEHHA He MOXKe BYTU HUXKYOI 33 MiHIMaIbHY CYMY NONOBHEHHSA

® [103BOAIAOTLCA Anwe undpu ® CyMa NOMNOBHEHHA He MOXKe ByTK BMLLO 338 MaKCMMasibHY CYMy NOMNOBHEHHS
Micnha BBeAEHHA CYMW NONOBHEHHA KOPUCTYBaY BUOMPAE TN NAATIXKHOI CMCTEMW A4N1A TPaH3aKLUil.

Amount of replenishment (USD)

100

PayPal Paymentwall

Personal health screening MS KOLIBRI®
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HaTucHitb KHonKy "Replenish".

Payment method

PayPal v

¢

&)

IFU for MS KOLIBRI®

AKWO AaHi, BBeAEHI KOPUCTYBAYEM, €
HeaiNnCHMMM, Nporpama NoBifOMAAE NPO

Balance replenishment X

Incorrect minimum / maximum amount of
replenishment.

Balance replenishment ) 4

Invalid replenishment amount. Use numbers
only. Field is required.

AKWO BCi BBeAEHI AaHi BipHi, paxyHOK byae cdopmoBaHO cuctemoto. [eTasnbHo Npo L YaCTUHY CUCTEMU MOMKHA O3HANOMUTUCH Y

po3aini 6.4.2. Mpuknag paxyHky-dbaKTypu:

@ KOLIBRI

Invoice #152

Payer name Personal ID Invoice date
Patric Burton p & 01/18/2018
Description

Balance replenishment

Transaction amount

TO PAY

Transactions

No transactions were found

Payment date

UNPAID

o[ = ]

Payment method

PayPal v

2UsSD

0usD

2UsD

Personal health screening MS KOLIBRI®
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IFU for MS KOLIBRI®

AKLLO BM roTOBi 3aN1aTUTK 3a LLe, HAaTUCHITb KHoMKy "Onnatutn” ("Pay") (mapkep 1 suue)

AKWoO paxyHoK-daKTypa byae ycnilwHO cnaayeHunid, a 6anaHc MS Y pasi 6yap-akux npobaem i3 onnatoro 3’ABUTbCA BignoBigHe
KOLIBRI nonoBHeHwu, B1 byaeTe npoiHPopMoBaHi Npo ue BIKHO MOMMJIKU:
HaCTYMHUM YMHOM:

Balance replenishment >4 Invoice X
Your balance was replenished successfully. Invoice payment was failed.
Thank you.

6.4.2 ICTOPIA BANNAHCY
La ctopiHka mictutb iHpopmauito npo Bci piHaHcoBi onepalii kKopuctyBada B MS KOLIBRI. (https://kolibri.one/main/balance/history).

Period
o e = Replenishment —  Write off —_—  Tests =——  Refund

Replenishment

Date Description Sum - write off
) { Tests

01/18/2018 o Balance replenishment. Invoice #155 o +2USD e Actions v 0
Refund
01/18/2018 Balance replenishment. Invoice #154 +2USD Actions - Self patients

Staff

01/18/2018 Balance replenishment. Invoice #153 +2USD Actions v

Ornsapg, cTopiHKM icTopii 6anaHcy:

Marker 1 - ®inbTp diHaHCOBMX onepaLiii 3a Marker 2 - ®inbTp dpiHaHCOBMX onepaLin 3a TUNOM. 3e/1eHa CMY*KKa b6ina Tuny
[aTtoto TpaH3aKL,ii 03Ha4ae, Lo BOHa byae BKAOYEHA Y BifdiNbTPOBAHUIA CMUCOK.
Marker 3 — TouHa aaTta ¢piHaHCcOBOI onepaLiii Marker 4 - Onuc ¢iHaHCcOBOI TpaH3aKLji

Marker 5 — Cyma (+/- BKa3ye Ha 3meHLLeHHA abo *Marker 6 — [1ii (ACTIONS). Bkntoyae BMnaaatoumnii CNmcok i3 ieKkinbkoma
30iNbLUEHHSA 3a1ULLKY) onuiamm (LLLO MOXKHa 3pobuTH i3 3anucom).

Personal health screening MS KOLIBRI®
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IFU for MS KOLIBRI®

* Migmento AIT (Submenu ACTIONS) [N iHWKX 3miH 6anaHcy Le napameTp He aKTUBHUN.
OOCTyMNHEe NuLe ANA paxyHKis-
bakTypb KOTpPi MOXKHA BiAKPUTK Ta
3aBaHTaAXUTMW.

Date Description

03/11/2020 Self patient creation -0.5U8D

Actions

E] Open invoice

-‘ Download PDF

6.4.3 PAXYHKU

6.4.3.1. ApxiB paxyHKiB
Apxis paxyHKiB-paKTyp 36epiraetbca 8 MS KOLIBRI (https://kolibri.one/main/invoices/archive).
3aBaHTaXKyto4UM CTOPIHKY, KOPUCTYBAY MOXKe N06aYMTK OCTaHHI 25 cdopmoBaHUX paxyHKiB-daKTyp.
MpOKpyTKa BHU3 A03BOJIAE 3aBaHTaXKyBaTH Difibll paHHi paxyHKN-baKTypu aBTOMaTUYHO.

MpumiTKa: PaxyHKN-pakTypu aBToMaTMUHO reHepytoTbcAa HSP KOLIBRI i He moXKyTb
pO3rnaAaTUCA AK OCHOBA A5 MOAATKOBOrO 30608’A3aHHA HAa MOMEHT BUMMUCKM.
JOKYMEHT NpU3HaYeHnit anwe gna 03HaMnoMAEHHA. BignoBigHO onnayeHi paxyHKu-
daKTypu NigTBEPAKYIOTb HagaHHA NOCAYTU Ta Ti IPUMAHATTA.

JoTpuMyrouncb MapKepiB (ONMCaHUX HUNKYE), MOXKHaA OTPMMATK MOBHY iHPOPMaLLitO NPO KiNbKiCTb Ta
CTaH cpopMOBaHMX paxyHKiB-GaKTyp B 0g4HOMY 061iKOBOMY 3aMnuCi:

Invoices Al ‘&

Personal health screening MS KOLIBRI®
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IFU for MS KOLIBRI®

Marker 1: ®@inbTpyiTe paxyHKM-GaKTypu 3a JaToto.

Marker 2: ®inbTpyiiTe paxyHKM-daKTypu 3a ix ctatycom - ans marker 8.
®inbTp aKTUBHUIN, KON CMYPKKa 3e/1eHa. 33 3aMOBYYBaHHAM 06uaBa inbtpu . Paidinvaices

AKTUBHI >>>>>>> () Unpaid invaices
Marker 3: Homep paxyHky-¢aktypu 8 HSP KOLIBRI.

Marker 4: KopoTkuin onuc.

Marker 5: [laTa cTBOpeHHA paxyHKa-daKTypu. Actions
Marker 6: lata nnatexy.

Marker 7: 3aranbHa cyma paxyHKy-paKTypu.

Marker 8: Ctatyc paxyHka-paktypu: PAID yn UNPAID.

Marker 9: Actions button. HaTucHyBLIX KHOMKY, KOPUCTYBaY MOKe BMBpaTh 2 abo 3 BapiaHTU 3aNeKHO
Bif, CTaHY paxyHKy-bakTypu: Rvckns a0 R’
e [epernAaHyTn paxyHoK-paKTypy;

® 3aBaHTaXKTe PaxyHOK-PaKTypy Yy

dopmarti PDF;

® BUAANUTK paxyHOK - LA onuiA

AKTUBHA, JINLLIE AKLLO PaxyHOK-

¢dakTypa mae ctatyc "UNPAID". ¢ hmpenedme | e

Balance replenishment 10/22/2018 2usD

* Bxke cnnayeHi paxyHKU-baKTypu P et s s
(PAID status) 36epiratotbcs B HSP
KOLIBRI.

Purchase of plan: Extended (365 days) 107222018 1012272018 357USD

e
Purchasing of an activation key. Plan: Starter 107222018 1072272018 89UsD [ o

(365 days)

Llo6 BMAANUTM paxyHOK-PaKTypy, KOPMUCTYBaY HATUCKAE MOCWMAAHHA "BuMAanutu paxyHok-daktypy",
nicna Yoro 3'ABNAETLCA MOAANbHE BiKHO, e BUAANEHHA MA€E ByTW NiaTBEPAXKEHO:

Ona nigTBEPAXKEHHA onepau,ii
KOPUCTYBA4Y MOBMHEH HATUCHYTM Ha
KHOMKy «Delete». B iHwomy BunagKky
KOpuCTyBay moxe HatucHytn "Cancel"
abo KnaLHyTM 32 MeXamu MOAaNbHOro
BiKHa, AKLL0 BUAANEHHA He NoTPibHO.

BianosigHe noBigomneHHA
nigTBEpPAUTL CTaH poboTn

Delete invoice >4
@ Invoice #151 was removed.

Personal health screening MS KOLIBRI®
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IFU for MS KOLIBRI®

6.4.3.2 3micT paxyHKa-dpaKTypm

[eTani paxyHKy-paKTypu onmncaHi nig, CKPiHWOTOM:

Invoice #11 ‘M &R

@KDLIBRI @ unPAID

Invoice #11 @
User o 19 6 10/22/2018 o - o PayPal v o
Description
Balance replenishment 0 2USD
Transaction amount @ ouso
TO PAY 0 2UsD
Transactions

(12

Marker 1: Ctatyc paxyHKa-paktypu. Ctatyc moxe 6ytu PAID abo UNPAID.

Marker 2: Homep paxyHKy-dpakTypu B HSP KOLIBRI (reHepyeTbca aBTOMaTUYHO).

Marker 3: AKTMBHa KHOTMKa, AKa A03BOJIAE KOPUCTYBAY€EBi ONNaTUTK paxyHOoK (PAY).

Marker 4: Im's KopucTyBaya.

Marker 5: MepcoHanbHUN HOMEpP KOpUCTyBaya.

Marker 6: [laTa BUNUCKM paxyHKa-paKTypu.

Marker 7: [laTa nnaTeKy. 3a 3aMoBYyBaHHAM AaTa naaTey 36iraetbca 3 gatoto Buaadi. Nicna onnatm
PaxyHKy gaTa aBTOMATUUYHO 3MIHIOETbCA HA PaKTUYHY..

Marker 8: Bubip nnatixkHMx cuctem. KinbKicTb NAATIXKHUX CUCTEM, AOCTYMHUX Y PETIOHI, MOXKe
Pi3HUTUCA 3aN1EXKHO Bif, KpaiHU. KOpUCTYBaY Ma€e MOXKAMBICTb OMNladyBaTh PaxyHKU-GaKTypu 3a
L0MNOMOTOH0 Pi3HMUX CUCTEM 3i CMTUCKY.

Marker 9: Onuc nocayru.

Marker 10: CnnayeHa cyma.

Marker 11: 3aranbHa cyma gna cnaaTu.
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IFU for MS KOLIBRI®

Marker 12: IHbopmauis npo onepaLii, NoB'A3aHi 3 paxyHKOM-daKTypoIo.
[ns onnatn paxyHKy KOPMUCTyBay NOBUMHEH HAaTUCHYTK KHOMKY "Pay" - marker 3. Micns uboro
KopucTyBay byae nepeHanpas/ieHUI B MEHIO AN BUOOPY NAaTiXKHOI cucTtemu.

3anexHo Big NpuYMHKM onnaTth, iHpopmauinHe NOBiAOMIEHHS NiATBEPAMTb, UM Byna onepauis
YCNILWHO YW Hi, HACTYNHUM YNHOM:

Activation ) 4 Renewal > 4
@ System was activated. Thank you. @ Your plan was successful renewed. Thank you.
Plan order > 4 Balance replenishment X

Purchase of the plan was successful. Thank Your balance was replenished successfully.
you. Thank you.
Invoice > 8

@ Invoice payment was failed.

Micna ycnilwHOi onnaTtu ctatyc paxyHKy-¢akTypu byae 3amiHeHo Ha PAID (Marker 1), a noTo4Ha gaTta
nnatexy byae 3adikcoBaHa (Marker 2):

Invoice #10 Al &R
@KULIBRI © raD
Invoice #10

T nt dat
User 19 10/22/2018 10/22/2018 e e
Description
Purchase of plan: Extended (365 days) 357 USD
Transaction amount o 357 USD

PAID 357 USD
Transactions e

Transaction ID Sum

10/22/2018, 4:31 PM PayPal PAY-TNG1757THET47783VLPG5CCI 357 USD

o email & 4PDF

Marker 3: MnaTiXkHa cMcTema, AKa BUKOPUCTOBYBaNacA.

Marker 4: Cyma TpaH3aKLi.

Marker 5: [laHi npo TpaH3aKLii Ta Yac 3anuUCcyoTbCA.

PaxyHOK-dpaKTypy MOXHa HaZicnaTh Ha eNeKTPOHHY aZpecy, BKa3daHy KOpMCTyBayem, abo 3aBaHTaKUTK
AK ¢aiin PDF:

Personal health screening MS KOLIBRI®
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IFU for MS KOLIBRI®

10/22/2018, 4:31 PM PayPal PAY-7NG17571HETA7783VLPGSCCH 357USD
o a3 Send via email o & Download POF

III

HaTucKaHHA KHONKKU “Send via emai
aZipecu efIeKTPOHHOI NOLWTH:

BUKJ/IMKAE BIKHO AN1A BBEAEHHSA

Send via email

Send your Invoice #116 via email

Micna 3anoBHeHHA popmMM BigNOBIAHI NOBIAOMIEHHA NOBIAOMAATL NPO
CTaH HaACWNaHHA JINCTIB:

Emai

Email send X Email send X

Invoice #156 was sent to Incorrect format of email. The correct format:
ogru@drivetagdev.com successfully. example@domain.com.
Email send >4

@ All fields are required.

®

You have requested Invoice #156 on your email

Ha BKa3aHy agpecy enekTPOHHOI NOWTWU Haginae PDF with Invoice #156 attached to this emal
JINCT i3 HAaCTYMHWM TEKCTOM Ta BKAageHUM dpainiom Invoice number: 155
PDF: Date: 01/21/2018

Description: Balance replenishment

Topai MoXKHa 3aBaHTaXUTn dann PDF.

6.4.4. NIANUCKN | TAPNDU
BukopuctannHa MS KOLIBRI moxnneo nuwe nicna nignuckym Ha nocnyru, BUKOPUCTOBYHOUM OAUH i3

3anNpOMNOHOBaHMX TapUPHUX NNaHiB. ICHye ABa TMNM TapudHUX nnaHis, a came MNEPCOHANBHUN i
KOPMOPATUBHUI (Marker 2 aus. Huxkue). KokeH TUN BK/OYA€E KiNbKa TapuOHUX MAaHIB, AKi
KOPUCTYBa4 MOKe BMBPaTM camMOoCTiMHO. BOHM pi3HATbLCA 3aneXHO Bif BApTOCTi Ta KinbKoCTi iHpopmau,ii
LLLO HaJAETbCA.
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Plans Al ‘R

Refund @
1If you would like to upgrade your plan to a higher level, the unspent amount from the existing plan will be refunded to your balance in the system. The refund will be done
automatically, depending on the number of remaining days in your existing plan. The refund is not provided, if you would like to downgrade your plan.

Starter Basic Extended

Itis suitable to be familiar with the system and It is suitable for people with diabetes type 2
do a few number of tests

s is suitable for people with diabetes type 1

37 - 315 e $29 /men

Saving: 6.72 USD Saving: 1344 USD Saving: 69.12 USD

1USD per one successful test 0.75 USD per one successful test 0.5 USD per one successful test

1 free test per day S free tests per day 10 free tests per day

MEPCOHANbHI TapudHi nhaHu npusHadveHi A8 BUKOPUCTAHHA Gi3UYHMMM 0cobamu, AKi MatoTb NPUCTPIN
KOLIBRI Ta 3apeecTpyBanu paxyHOK Ha Beb-nnatdopmi https://kolibri.one (OanH paxyHok = oauH
KOpPMCTYyBay = OAUH NPUCTPINA).

KOPMNOPATUBHI TapudHi niaHn npusHadveHi A1 BUKOPUCTAaHHS MeaUYHUMK NpaLiBHUKaMU, AKi MaloTb
OAMH abo KinbkKa npunagis, AKUMKU Kepye meacectpa (M) nig ogAHUM 3apeecTpoBaHMM 06/1iKOBUM
3anmcom Ha Beb-nnatpopmi https://kolibri.one (OamH paxyHOK = oauH abo KinbKka onepaTtopis = oAuMH
abo Kinbka npucTpois). Llelt TMN nnaHiB TaKoXK MOXEe BUKOPUCTOBYBATUCA POAMHOK, KON KOMKEH
NPUCTPiN BUKOPUCTOBYE OAMH MNPUCTPIN, a ix 3anucu 36epiraloTbCd B OZIHOMY 3apPEECTPOBaHOMY
obnikoBomy 3anuci Ha Beb-nnatdpopmi hitps://kolibri.one.

BAXK/IUBO: dyHKLii MS KOLIBRI 403B0NAOTE OHOBUTU YMHHI TapuHi nnaHn A0 BULWmMX /
PO3LINPEHUX 3 YaCTKOBMM BifLLIKOAYBaHHAM. BiflkoayBaHHSA 0OUYMC/IOETHCA Ha OCHOBI Ki/IbKOCTi AHIB
[0 3aKiHYEHHSA TePMIiHY Aii NTOTOYHOro NaHy, BAPTOCTi MOTOYHOrO Ta HOBOrO TapPUGHUX NAAHIB.
IHpopMmaLia npo ue gocTynHa Ana kopuctysada (Marker 1 aus. BuuLe). Byab-ake noBepHeHHA abo
KOMMEHCcaLia CyMW 3a HEBUKOPUCTaHUI Nepioa NOTOYHOrO NianMcaHoro Tapuoy He 34iNCHIOETbCA,
AKLLO KOPUCTYBaYy NepexoanTb Ha TapudHMUIM NaaH HUKYOTo piBHSA abo NPUNUHAE KOPUCTYBATUCA
nocnyroto.

TaKox aocTtynHuit nepexipg, 3 TapudHoro nnaHy «MepcoHanbHUIA» Ha OAUH 3
«KopnopaTtuBHux». 3BOPOTHUIA Nepexia, He A0NYCKAETbCA.

6.4.4.1. MEPCOHANBbHUN TAPUDHUIN NNAH

MepcoHanbHUMM TaPUGHUMUM NIAHAMWN MOXKE KOPMCTYBaTMCA oaHa ocoba, sika mae npuctpin KOLIBRI
Ta 0cObUCTUIN 3apeecTpoBaHMn paxyHOK Ha Beb-nnaTdopmi https://kolibri.one (HSP KOLIBRI).
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Starter 1 Basic Extended

It is suitable to be familiar with the system and It is suitable for people with diabetes type 2 Is is suitable for people with diabetes type 1
do a few number of tests 2

$7/mon $15/mon $29/man

Saving: 6.72 USD Saving: 13.44 USD Saving: 69.12 USD

1 USD per one successful test 0.75 USD per one successful test 0.5 USD per one successful test

20 out of 41 measured parameters 25 out of 41 measured parameters @ 41 out of 41 measured parameters @

2 out of 17 definable pathologies 8 out of 17 definable pathologies ® 17 out of 17 definable pathologies @

o
@&
(5]
1 free test per day e § free tests per day 10 free tests per day
7 O]
(3 0

12 months - Q 12 months v e 0

MoTOYHMI TapudHUIA NNaH NO3HAYEHUI AK «AKTMBOBaHUIY (“Activated”) - Marker 11. Mopy4 BKa3aHo
nepiog nepegnnartu.

Marker 1: Hassa TapudHoro nnaHy.

Marker 2: Onuc TapudHoOro nnaHy.

Marker 3: BapTicTb TapudHOro naaHy Ha nepiog. BapTicTb TapudHOro naaHy Ha nepios 3anexuTb Bif,
3ara/ibHOi TPUBaOCTI NianNuckn. Yum aoslie 6yae obpaHa nianucka, TUM Aelleslle byae BapTicTb
oAHOro nepioay.

Marker 4: 3HuKa.

Marker 5: BapTicTb 0A4HOro TeCcTy NOHaA, KifIbKOCTi TECTiB WO BXO4ATb A0 NAaHy (6e3KoWTOoBHI TecTyn).
BpaxoBytoTbcA ivwe yCnillHi TeCTW, 32 HEBAANI TECTU KOLWTU He CTATYHOTbCA.

Marker 6: Be3KOLWTOBHI TECTM O3HAYalOTb NEBHY Ki/IbKICTb TECTiB, AKIi MOXHa NPOBOAUTM NPOTArOM
OAHOrO AHA, IHWMMM CIOBAaMM LWOAEHHA KiNbKiCTb TECTIB, BpaxoBaHa B TapnUdHOMY MNaaHi.

Marker 7 Ta 8: KinbKicTb napameTpiB Ta NaTONOrNYHUX CTaHIB, AKi OyAyTb AOCTYNHI KOpMUCTyBayeBi nicns
TectyBaHHA. HSP KOLIBRI 3aB» M 064MUCAOE NOBHUIA CNEKTP NapamMeTpiB Ta ineHTUdiKye BCi peanizoBaHi
NaTONONYHI CTAHWU, HEe3aNeXHOo Big TapuPHOro nnaHy, AKMI OBMEKYE NnLLe KinbKicTb BigobpaxKeHnx
no3uuii.

[JeTtanbHa iHdopmauisa Nnpo napameTpu Ta NATONONYHI CTaHW, BKIOYEHI A0 TapUPHOro naaHy, AOCTyNHa
nicnA HaTUCKAHHA KHOMKK «?» noban3y Marker 7 abo 8. EnemeHTu, BUAineHi 6iimm Konbopom, BKAKOYEHI
y 06paHuit TapudHUIM NAaH (CKPIHLWOTM HUXKYE).
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Starter

General parameters

* Heart rate
* Health index

* Stress index

CBC and blood pressure

« Diastolic blood pressure

« Systolic blood pressure

Carbohydrate metabolism

* Blood carbohydrate index (BCl)

Electrolytic metabolism

Left posterior fascicular block
Tachycardia, unspecified
Bradycardia, unspecified

Other acute ischemic heart diseases

Supraventricular tachycardia

Marker 9: Mepioa, Ha AKMIA MOXKHA 3aMOBUTU TapUPHUIA NNaH. Bunaaatoumnii CNUCOK MiCTUTb KifbKa
CNoTiB.
Marker 10: KHonKa ans aktmealii naaHy.
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6.4.4.2. KOPNOPATUBHUA TAPUDHUI NNAH
KopnopatmeHi TapudHi nnaHu po3pobnieHi AnA BUKOPUCTAHHA MeAMYHMMM NpaliBHUKaMKU (4m
MeOMYHUMU 3aKNagamm). BOHU 103BONAIOTL NiKapko 06CTEKUTU NEBHY Ki/IbKiCTb NALLIEHTIB (3aN1€3KHO Bif,
obpaHoro nnaHy) 3a gonomorot oaHoro abo aekinbkox npunagis KOLIBRI i3 3an1y4eHHAM nepcoHany
KNiHiKK. Lle TMn nnaHiB TaKOXX MOXKe BMKOPWUCTOBYBATUCA POLMHOID, KOJIM KOXEH NpPUCTpin
BUKOPWUCTOBYE OAMH MPUCTPIN, a ix 3anucu 36epiratoTbcAa B OAHOMY 3apeecTpoBaHoMy o06nikoBomy
3anuci Ha Be6-nnatdopmi https://kolibri.one.

3aranbHWUI BUrNAL CTOPiIHKM KopnopaTUBHUX TapUPHUX NAaHIB:

Plans

Doctor S

1

Goog choice for doctors with a few number of 2
patients

Doctor M

For doctors, who works in medium and large
clinics

IFU for MS KOLIBRI®

Doctor L

For doctors, who have wide private practice with

a large number of patients

B R

$60 /e

Saving: 53.76 USD

1 USD per one successful test

0.7 USD for creating a new patient
20 USD for creating a new staff
10 free tests per day

10 free patients

2 people of free staff

41 out of 41 measured parameters

17 out of 17 definable pathologies

12 months

Marker 1: Ha3sa TapudHoro nnaHy.
Marker 2: Onuc TapndHOro nnaHy.

® 06 00 006 600

v

.

®

$119;0

Saving: 107.52 USD

0.75 USD per one successful test

0.6 USD for creating a new patient

15 USD for creating a new staff

20 free tests per day

20 free patients

4 people of free staff

41 out of 41 measured parameters @

17 out of 17 definable pathologies @

12 months v

5238/

Saving: 215.04 USD

0.5 USD per one successful test
0.5 USD for creating a new patient
10 USD for creating a new staff
50 free tests per day

50 free patients

6 people of free staff

41 out of 41 measured parameters

17 out of 17 definable pathologies

12 months

Marker 3: BapTicTb TapudHOro naaHy Ha nepiod. BapTicTb TapudpHOro naaHy Ha nepios 3anexuThb Bif,
3ara/ibHOi TPUBaOCTI NiaNnckn. Yum aoslie 6yae obpaHa nianucka, TMm aelwleslle 6yae BapTicTb

oAHOro nepioay.

Marker 4: 3HUKKa.

Marker 5: BapTicTb 04HOro TecTy NoHaz Ki/IbKOCTi TecTiB WO BXOAATb A0 NaHy (6e3KowToBHI TecTu).
BpaxoByloTbCA INLLIE YCNiLWHI TECTU, 3@ HEBAA/Ti TECTM KOLUTU HE CTATYHOTbCA.
Marker 6: BapTicTb CTBOPEHHA 3anucy AAs OAHOro NauieHTa Ha A04ATOK A0 BKAKYEHO! KifibKOCTI
NaLieHTIB y TApUPHUIM NNaH.
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Marker 7: BapTicTb CTBOPEHHS 04HOro onepaTopa (MegMyYHOro nepcoHany) Ha AO0AAaTOK A0 BKAKOYEHOI
KinbKocCTi onepaTtopis 40 TapndHOro naaHy.

Marker 8: Be3KOLWTOBHI TECTM 03HAYalOTb MEBHY Ki/IbKiCTb TECTIB, AKIi MO)Ha NPOBOAMTM MPOTArOM
OAHOro AHA 6€3KOWTOBHO; iIHWMMM CNOBAMM, LLLOAEHHA KiNIbKICTb TECTIB, BPaxoBaHa B TAPUPHOMY MIaH.
Marker 9: Be3KOWTOBHI MaLIEHTU O3HAYAIOTb MEBHY KiNbKICTb MALIEHTIB, AKMX MOXKHA MPOTECTyBaTH
NPOTArOM OAHOro AHA OEe3KOLWTOBHO; iHWKWMMM CA0BaMW, WOAEHHA KiNbKiCTb NaLiEHTIB, BpaxoBaHa B
TapuPpHOMY NNaHi.

Marker 10: be3KOWTOBHMI NepPCcOHan 03HAYaAE NEBHY KiNbKiCTb onepaTopiB (MeaANYHOro nepcoHany), Aki
MOKyTb npautoBati 3 KOLIBRI niga oaHum ob6nikoBMm 3anucom Ha nnatdopmi https://kolibri.one;
iHLWMMM CNOBAMM, KiNbKiCTb MeguMYHOro nepcoHany / onepaTtopis, AKMM [03BOJIEHO BUKOPUCTOBYBATH
KOLIBRI B pamkax o6paHoro TapuedHOro nnay.

Marker 11 ta 12: KinbKicTb napameTpiB Ta NAaTONOrYHMUX CTaHIB BigNOBIAHO, AKi OyAyTb AOCTYNHI nicna
TectyBaHHA. HSP KOLIBRI 3aB»AM 064YUCAIOE MOBHMI CNEKTP NapameTpiB Ta iAeHTUIKye BCi peanizoBaHi
NaTONOrIYHI CTaHW, He3aneXHo Big TapudHoro nnany. Kopuctysaui nnaHis CORPORATE matroTb goctyn
00 NoBHOI iHpopMaLii (yci enemeHTN BUAINEHO Binm Kobopom):

General parameters

o Heart rate
* Health index

* Stress index

CBC and blood pressure

« Diastolic blood pressure
« Systolic blood pressure

* Hemoglobin (HGB) Doctor S

Carbohydrate metabolism

* Blood carbohydrate index (BCI)

Electrolytic metabolism

« Potassium (K)

« Sodium (Na)

Marker 13: Mepioa, Ha AKMA MOKHa NianucaTn TapudHUIA NaaH (BMNaaalo4YmMin CMCOoK)
Marker 14: KHonKa ans aktusalii naaHy.
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6.4.4.3. NPUABAHHA TAPUDOHOIO NAAHY
[na nignvucky Ha TapudHUI NNaH KOPUCTYBAY NOBMHEH HAaTUCHYTU KHOMKY «BnbpaTtn nnaH» («Choose

Plan»):

Starter

It is suitable to be familiar with the system and
do a few number of tests

Basic

It is suitable for people with diabetes type 2

Extended

Is is suitable for people with diabetes type 1

IFU for MS KOLIBRI®

$7/mcm

Saving: 6.72 USD
1 USD per one successful test
1 free test per day
20 out of 41 measured parameters

2 out of 17 definable pathologies

12 months

$15/mn

Saving: 13.44 USD

0.75 USD per one successful test
5 free tests per day
25 out of 41 measured parameters

8 out of 17 definable pathologies

12 months

329 0

Saving: 69.12 USD
0.5 USD per one successful test
10 free tests per day

41 out of 41 measured parameters

17 out of 17 definable pathologies

ACTIVATED

KopucTyBaua 6yae aBTOMaTMUYHO Hanpas/ieHO B OAHE 3 MEHI0 (3aN1eXKHO Big, TNy 0bpaHux TapudHUX

nnaHis): https://kolibri.one/main/plans/personal/order abo

https://kolibri.one/main/plans/corporate/order. Bu moete nepesipuT Ha3By BUGPAHOro TapnpHoro
nnaHy (marker 1), BapTicTb HallKopoTLWOro nepioay Ta nepioa nianucku (marker 2). MokeTe 6a4nTn
3HMKKY. MoxkeTe 06paTtu nnaTixkHy cuctemy (marker 3) Ta 34icHUTK nokynKy (marker 4 - ORDER
PLAN). HSP KOLIBRI 3reHepye paxyHOK-paKkTypy. [leTanbHUiA onuc paxyHKiB-dakTyp Ta npouec onaaTtm

HaBeneHO y po3aini 6.4.3.

Plan order

Type of plan

Plan

Basic - ©

Plan period

(2] Period Price per month
1month 16UsD
3 months 1552Us0
6 months 152050

° 12 months 1488 UsD

24 months 1456 USD

36 months 1424 UsD

16UsD

47UsD

91UsD

179

ouso

144USD

43UsD

Payment

m o 10 my. 179 USD

a1 R
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Konun kopucTyBay nepexoguTb Ha

IFU for MS KOLIBRI®

When you purchase a new plan, the previous plan will be canceled.

HOBUI TapUBHUI NNaH, NOTOYHUM ‘ Cancellation;of 4 plan

NaaH cKacosyeTbeA. [po ue
NnoBiAOMANAE AOOATOK:

BAX/IUBO! 3a6opoHeHo nepexoautu 3 "KopnopatusHoro" (Corporate) TapudpHoro naaHy Ha

"MepcoHanbHuit" (Personal).

KopoTka iHbopmauia npo npuadaHuin TapudHUiA naax
TAKOX HAaZACUNAETbCA HA 3aPEECTPOBAHY CKPUHbKY
€/IeKTPOHHOI NoLWTH:

Y pasi OHOB/IEHHA TapUPHOro NAaHy 4o
BA,OCKOHaNeHoro, iHhopmMau,ia Npo NoBEPHEHHSA KOLWTIB

byne nepenaHa Ha 3apeecTPOBaAHY eNEeKTPOHHY aapecy:

-aple dise.

ced plan, therefore, money for the remaining

turned to your balance in Kolibri App

REFUND

89.3 USD

6.4.4.4. HANAWTYBAHHA NJTIAHY

purchased a new plan

Basic (365 days)

w plan Basic (365 days). In

click the following link

Current plan details

Plan period: 365 days
Cost per one successful test: 0.75 USD
Free tests per day: 5 tests

Measured parameters: 25 out of 41

[JeTani Ta HanalwTyBaHHA MOTOYHOro TapMPHOro NiaHy po3milleHi 3a aapecoro
https://kolibri.one/main/settings/plan. 3aranbHuit MaKkeT CTOPIHKN TaKUiA:

Marker 1: leTani noTo4HOro
TapudHOro naaHy:

Plan settings

* 33aro0/10BOK; et @

® flaTa akTUBaLLi (Ki/IbKICTb AHIB General information

0,0 3aKiHYeHHs TepMiHy aii); s

® faTa HAaCTYMHOro NiaTeXxy 3a IR
NMOHOBNEHHS; Parameters @

® CyMa, AKy NOTPibHO cnnaTtuTK 3a

MOHOBJ/IEHHS; -
® nepioa nepeannaTtu; P'

e 06paHa NNaTiKHa CUCTEMa;

® aBTOMaTMYHE OHOBJIEHHSA
TapudHoro nnaHy (onuis).

* Renewal amount: 699 USD

. ele: 2 years
« Payment method: PayPal m 2

4 &

Payment information Renewal

* Auto renewal: Yes

Marker 2: KHOMKa, WO BUKOPUCTOBYETLCA A4/19 NPOAOBXKEHHA TapudHoro nnany "MoHoBUTM naan"

(Renew plan)
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Y MmofanbHOMY BiKHi He0bXigHO
niaTsepamTn GopMyBaHHA paxyHKa-
baKTypu: KOPUCTYBaY MOBUHEH HATUCHYTU
Ha KHOMKy «ChopmyBaTU paxyHOK»
(Generate invoice). PaxyHoK byae
cbopmoBaHO aBTOMaTUYHO. MoganbLui
KPOKM, onucaHi suuie B 6.4.3.

MpumiTtka: PewTa AgHIB NOTOYHOrO
TapudHOro nsaHy He 6yayTb BTPaYeHi i
6yayTb AodaHi 40 nepioay, NPOTArOM AKOro
TapudHMN NNaH NPOAOBKYETLCS.

KopoTka iHdopmauia npo oHoBAeHMI / po3wnpeHuin TapudHWI NNaH TaKOXK HAACMNAETLCA Ha
3apPEECTPOBAHY CKPUHBKY €I€KTPOHHOI MOLITH:

®

Plan was successfully extended

User, your plan Starter was successfully extended on 365 days. In

order to see the details of payment, click the following link

CURRENT PLAN

Starter (730 days)

Marker 3: BKkatoya€e 3a3Ha4e€HHS NOTOYHOIO TEPMIHY NiANNCKKN, obpaHoro cnocoby onnaTtu Ta onuito, AKa
[03BO/IE aBTOMATUYHO NPOAOBNKUTM / MOHOBUTU TapudHUIN NNaH. AKWO UA OMNuUis He aKkTMBOBaHa
(kopuctyBau BmMbupae Hl), Toai paxyHOK 3a NOHOBNEHHSA NAaHy byae cbopmoBaHMN aBTOMATUYHO 3a 7
[OHIB 40 3aKiHYEHHA TePMiHY Aii Ta HaZic/laHM HA 3aPEECTPOBaHY €/IEKTPOHHY aapecy.

BAX/IUBO: MS KOLIBRI He 36epirae iHpopmauito npo KpeauTHi abo gebetoBi KapTKK, Naponi Ta Koau
CID Towo!

ABTOMaTUYHE 3HATTA CYMMU 33 MOHOBNEHHA TapnbHOro NnaHy moxke 3aincHiosatucs TI/IbKU 3 o6nikoBoro
3anucy Kopuctyeava, 3apeectpoBaHoro B HSP KOLIBRI, AKWIO 3a/MWOK AOCTaTHIN (SKWO KOpUCTyBay
3aniaTMB AKYCb CymMy 3a3ganerigb, BOHa b6yae 3apaxoBaHa Ha MOro BAACHWUM PaxyHOK). AKLLO cymu
KowWwrTiB, WO Biaobpaxaerbca B HSP KOLIBRI HepocTaTHLO, TapudpHUA nnaH He byae oHosneHo. [icns
3aKiHYeHHA TepMiHy aii TapudpHoro nnaHy MS KOLIBRI

. Plan settings >4
3a 6}10Ky€ MOXNUNBICTb TECTYBAHHA.

Changes are saved successfully.
AKWOo HOoBI  HanawTyBaHHA  YCRIWHO 36epe>i<eHo,

nporpama noBiAOMMTb Bac Npo LE:
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6.5 MIZAKAOYEHHA OBNIKOBOTO 3ANUCY KOPUCTYBAYA 10 OB/IIKOBOTO 3AMUCY NIKAPSA
(REMOTE DOCTOR)

Remote doctor — nikap, Wo moxe oTpUMyBaTU pe3ynbTaTh Bawwux TecTiB BigaaneHo yepes IHTepHeT B
peXumi peanbHOro 4acy.

MS KOLIBRI [03BONAE KOpWUCTYBaueBi AiNMTUCA CBOIMM pe3ynbTaTamu 3 06paHMM  MeauyYyHUM
NpaLiBHUKOM (NiKkapem, KNiHiKo TOLWO). Pe3ynbTaTh TECTYBAHHA NepenatoTbCA HEeraHo nicaa obpobku
B 06MABa 06/1iKOBI 3aNuUCHK, AKLLO BCTAHOB/IEHO 3B’A30K MiXK 061iKOBMM 3aNMMCOM KOPUCTYBaYa Ta NiKapsA.
IcHye aBa cnocobu niakAoYeHH:A: 3a gonomoroto QR-Koay Ta 3a 4ONOMOrO e1eKTPOHHOI NOLWITH.

. TN
(') ) KoLiBRI
‘-.“‘-_'___j'

BMKOPUCTOBYHOYM QR-COD (iHiLinoBaHWIM NaLieHTOM)

Y xmapHomy obnikosomy 3anuci (KOLIBRI.ONE) BnbepiTb meHto ERERE
«OBJ/IIKOBUI 3AMUC» (ACCOUNT) Ta nigmeHto «BigaaneHnii

nikap» (Remote doctor) ACCOUNT

HaTUCHITL KHOMKY:

@ Remote doctor

XmapHuii cepsep reHepye QR-koa.
3aBaHTaxkTe ueit QR-koa y popmarti png i HagiwniTe CBOEMY

n | Ka p I‘O . ATTENTION! Giving this QR-code to the doctor, you agree to
share your personal medical data

QR-code X

LLlo6 3aBaHTaxumTM QR-KOA, HATUCHITBL:

Mopanbli aii noBnHeH 3pobutn JIIKAP. KopuctyBay oTpumae

BiZINOBiAHE NOBIAOM/IEHHA Y CBOEMY 06/1iIKOBOMY 3anuci, Koaum @ REMOTE PATIENTS MANAGEMENT
npouec nigknoyeHHa 3asepwntbea JIIKAPEM (cimeliHi nikapi,

KNiHiKa, NiKapHA TOLLO) - AMB. 3HIMOK €KpaHa HUKYe.
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o6 nogaTtu BiaganeHoro nauieHTa, nikap NOBUHEH yBiATK 40
csoro 06.1ikoBoro 3anucy 8 MobinbHOMY A0AaTKY Ta BUbpaTu
meHto “ REMOTE PATIENTS MANAGEMENT”

1914 & O & - 19:14 @ O & -
o < Remote patients list : < Add remote patient
HaTtucHitb KHOMKY:
Q

Enter remote patient’s Kolibri email or scan Qr-code

& RemotePatient, 23 years old CLICK TO SCAN

Patient email

| HaTUcHITL “CLICK TO SCAN” REQUEST REMOTE PATIENT

11 O 4 111 O <

Personal health screening MS KOLIBRI®
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19:26 @ O & - =l 51%8

CkaHyiTe QR-Code

< Remote patients list

Y y 4, 31 years old

Im's nauieHTiB 6yae AogaHo Ao
cnncky REMOTE PATIENTS.
OTKe, y byab-aKuit vac, Konum :
nauieHT pobutb TecT, nikap T
OTPUMYE pe3ynbTaTh HeraHo. iy
Yci pesynbTatn

3b6epiraTMmyTbCA Nif imeHem

naujieHTa.

L ™, 30 years old

), 28 years old

A "d, 86 years old

ootk

Test patient 12345678, 40 years old

Y Bawlomy xmapHomy

obsiikoBOMY 3anuci 3'aB1TbCA

BigNOBiAHE NOBIAOMAEHHA NPO

Te, WO BU AK BigganeHuin

NaLuieHT NigKntoveHi go °
06nikoBOro 3anucy nikapsa
(kniHika cimenHMX nikapis,
NiKapHA TOLW0)

1 O <
MoBigomieHHs Npo ycnilHe BiaaaneHe niakatodeHHa ao obnikosoro 3anucy JIIKAPA, ake
HAaZCUNAETLCA KOPUCTYBAYEBI:

(\Z) KOLIBRI Remote doctor All @

OVERVIEW

ACCOUNT B
Doctor details
® Remote doctor Personal information Medical education Clinic
« Full name: Doctor foxTop « Specialization: — « Name: Central Clinic
« Email: demodoc@ukr.net + Category. — + Address: UAE, Ras Al
Khaimah, RO Box 312124
« Phone: +9715555555 « Science degree: —

FINANCE + Phone: +971505050505

Delete a doctor who services you remotely

e ATTENTION! Deleting a doctor, who services you remotely, you block his access to any of your personal medical information

Test patient 12345678

Personal health screening MS KOLIBRI®
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YBara! Kopuctysau BianoBigae 3a nepesipKy BBeAEHUX NEPCOHANbHUX AaHUX Nepes,
KOXXHUM TECTOM. 3BEPHITb YBary Ha Bary Ta 3piCT, OCKiIbKM Li NapamMeTpun MOXKyTb

3MiHIOBaATUCD.

BMKOPUCTOBYHO4YM EMAIL (iHiuinoBaHWI nauieHTOM)

LUlo6 nonaTu BigaaneHoro nawieHTa, Nikap NOBUHEH YBINTK 40
cBoro 061ikoBoro 3anucy B MobinbHOMY A0AaTKY Ta BUBpaTH
meHto “ REMOTE PATIENTS MANAGEMENT”.

HaTUCHITb KHOMKY: ﬂ

BBepniTb eNeKTpoHHY agpecy
nauieHTa. (Example:
patient@mail.com)

HatucHiTb “REQUEST REMOTE
PATIENT”

LLlo6 3aBepLImMTH NiAKAOYEHHA Ta
[,03BONNTK Nepeaapecalito
pe3ynbTaTiB TECTYBaHHSA Ha
obsiikoBMiA 3anucC Nikaps,
naujieHTy NoTpibHO nNiaTBEPAUTH
Le 3a 40NOMOro NOCUIAHHA B
NncTi (oTpMmaHoMy Ha
€N1eKTPOHHY MOLUTY): HAaTUCHITb
“ALLOW ACCESS”

Micna uboro NauieHTa NONPOCATb
YBiliTM B 0COBMCTUIN KabiHeT Ha
https://kolibri.one (HSP KOLIBRI).

Personal health screening MS KOLIBRI®
ID: KOLIBRI TF.16.002.003-IFU
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< Remote patients list

Q

&

RemotePatient, 23 years old

Doctor request for remote access to your
personal data

Test AE, Dr. Doctor flokTop asks permission to view your personal
data. In order to allow access to your personal data, click the
following link and follow the instructions

What to do if I don't know who this doctor is?

I you don't know who this doctor is or if you did' pass your email to Dr. Doctor

/AlokTop, please coNtact our support — support@kalibri one

2021-02-20 prepared by Pulavskyi

@ REMOTE PATIENTS MANAGEMENT

1941 E0E - o=l 50% 8
< Add remote patient
Enter remote patient's Kolibri email or scan Qr-code

CLICK TO SCAN

REQUEST REMOTE PATIENT

Log into your KOLIBRI account

Email

~~"~~"@mail.com

Password

Don't have an account? Sign up Forgot password?
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Remote doctor

OVERVIEW.

Biakpuitte meHio «BigganeHui S
Nikap» Ta HaTUCHITb «ACCEPT».

@& Remote doctor

Mpouec NiAKAOYEHHA r’\|

3aBepleHo. IHpopmauia npo \\ VJ}
. o . o I_:INANCE )

nigknoueHnin obnikosnit 3anuc [EEEEEEEEEEEE WX A
. N>

NiKapa A0oCTynHa B MeHio “Remote  [IRSS

Doctor” (3HIMOK eKpaHa HuxKue).

CHARTS
Pa ters, ECG Doctor Doctor flokTop requests permission to view your personal da
the request, you agree to share your personal medical data with

s “

KOLIBR Remote doctor Al @

OVERVIEW

ACCOUNT

Doctor details

® Remote doctor Personal information Medical education Clinic

= Full name: Doctor . - = Specialization: — = Name: Central Clinic

« Email: demodoc@u. « Category — s Address: UAE, Ras Al Khaimah, PO.Box
3224
= Phone:+9715555555 « Science degree: —

FINANCE = Phone: +971505050505

Delete a doctor who services you remotely

CHARTS
o ATTENTION! Deleting a doctor, who services you remotely, you block his access to any of your personal medical information

7 NO3ULIOHYBAHHA NiAg YAC TECTYBAHHA

O6cTeXKeHHA cig NPOBOAUTU B CUAAYOMY NONOXKEHHI. KopucTyBau / nauieHT noBUHEH

6yTM cnoKitHMm i poscnabneHum, He nNOBUHEH MaTU (iI3UYMHUX HaBaHTa)KeHb

NpPUHaNMHI 3a 5-10 XBUAWUH [0 TecTy.

KopucTyBay NoOBMHEH NEPEKOHATMUCA, WO HAaBKOJIMLLHE CepefoBULLE B KiIMHATI BignoBigae BUMOram L€l
IFU (Thasa 2.1.)

Y pasi BukopuctaHHa npuctpoto KOLIBRI Kinbkoma ntogbmu (B nikapHi / KNiHiui abo B mexax ogHiei
cim'l) nepen KOXKHUM BUKOPUCTAHHAM HeobXigHO Ae3iHbiKyBaTU KOHTAKTHI NAACTUHM CNUPTOBUMU
CepBeTKaMMU.

LLKipa B MicLiiX KOHTaKTy MOBMHHA ByTK YyncToto. [Ins Kpalwloi SKOCTi CUrHany WKipy cnig Tpoxu
3BOJIOXKUTM BOAOIO (TAaKOX MOKHA 3aCTOCOBYBATU HeBeMKi Kpanai rento EKT).

MpaBWIbHO NiAKNIOYITL NPOBIAHNI Kabenb abo NPaBUALHO TPMMAWTE NPUCTPIN y pyKax.

Personal health screening MS KOLIBRI®
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MpasunnbHe po3miweHHA MD KOLIBRI
B pPyKax Mig, 4ac BUMiptoBaHHA iliﬁ

H
(HaTUCHITD, WO6 BiAKPUTM BiEO ﬁ
IHCTPYKLIO abo ckaHyiTe QR-cod):

Agi cpibnacti nnactmHku KOLIBRI
NOBWHHI KOHTAKTyBaTW 3 A0O/I0HEL0 NPaBoi PyKK, a ogHa
cpibnacTa NAacTMHKA - AONOHEID NiBOT PYKM.

BYAb IACKA, HE CTUCKAWTE AY}KE CU/IbHO NPUNAL,

M'A3un pyK matoTb 6yTM MaKCMManbHO po3ciabneHi.
Hanpyra m’a3iB MoKe BNANMHYTU Ha AKICTb CUFHaNY.
CurHan 3 Be/IMKOHO KIiNIbKICTIO WyMy He moxke byTu
06p061eHO Ha MaTeMaTUYHOMY XMApPHOMY cepBepi,
TOMY Ballli BUMipIOBaHHA ByayTb 3ynuHeHi / BigxuneHi
O0CTPOKOBO.

Mpuknag sBukopuctaHHa EKT Haknelok abo 3aTnckadis
EKT i3 Kabenem BigBeaeHHs (00AaTKOBUI enemeHT).
3a3BMYall AKICTb CUrHaNY, WO NPUMMAETLCA 33
A0MNOMOroH0 Kabento 3 eNeKTpoaamm, € KpPaLoto
(YEPBOHWUI i YOPHWUM enektpoam npasopyy, KOBTUN -
nisopyu).

IFU for MS KOLIBRI®
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https://www.youtube.com/watch?v=GVigoSbUmio
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IFU for MS KOLIBRI®

8 MPOUEC BUMIPIOBAHHA

MepekoHanTecs, Wo Baw MobinbHM npucTtpiit Ta KOLIBRI 3'egHaHi Oneuceb posgin 6.1

yepes Bluetooth.
YBinaiTe 4O Nporpamm.
BeeAiTb N0OriH Ta Napob.

Ver 2004031704 EXP

Log into your KOLIBRI account

Email

Password

Sign up Forgot password?

Personal health screening MS KOLIBRI®
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IFU for MS KOLIBRI®

3BepHiTb yBary Ha iHbopmaL,ito, AKa Bif0BParKaETbCA Y BEPXHIl — Llal)
.. KOLIBRI :
4aCTUHI BiKHa. C>

Tests 2 | 2 Bonuses 0

KinbKicTb 6€3KOLWTOBHUX TECTIB BKA3aHO (TECTU, AKi BKAIOYEHI Y

Failed tests today - 0
v . Ball 0.0USD
Ball TapudpHMI NnaH) - y npuknaai “Test 2”. RS ROz

Subscription plan: Personal M
Subscription expires in 365 days

IHbopMmaLia Npo HeBAaANi TECTU NPOTATOM NOTOYHOIO AHA,
33/IMLWOK Ta BAPTICTb A0AaTKOBMX TECTIB.

\ 4

Y NpuKnaai BOHU TaKi:

Test
Hesgani Tectn cborogHi - 0.
3aamwok-0,0$

Lina 3aTect-0,20$

HaTuckaHHA KHoMNKK “TEST” po3noyHe BUMiptOBaHHA.
1|

O

HaTuckaHHA KHONKKM “Results” BiaKpue pesynbTaTn nonepeaHix
TecTiB.

Ha CKpiHWOTI NOKa3aHO NOMIOXEHHA e1eKTPOAIB ab0 KOHTaKTHMX - mal

nAacTuH. IX cnig, po3milyBsaTh BiANOBIAHO A0 KONLOPOBOI
iaeHTUdIKauii npaBopyy i niBopyd
JocTtynHa TpuBanicTb TecTy.

Express - ABi XBUNUHU (MOXKe ByTU HegoCTyNHa ANA AeAKUX w@
1l o\

< Test

Test duration is 2 min (Express) and 5 min (Full).
Connect electrodes or hold Kolibri as shown

perioHiB)

) To achieve the best quality of a test, please follow

Fu" - M ATb XBUJINH. the recommendations below:

- Wash and dry your hands;
- at least 2 min before the test, try to calm down
and s|}ay relaxed during the whole measqrement;
MpumiTKa: Pe3ynbTaTi eKCNpec-TecTy € MeHLW TOYHUMM, HiXK 7
- lie down (preferably) or sit down comfortably;
pe3ynbTaTh NOBHOrO TecTy. OTXKe, MU peKOMEHAYEMO - do not speak and move during the measurement

BUKOPUCTOBYBATH NOBHMIA pexkum (FULL).

YBiMKHITb npuctpint KOLIBRI, 4OTpUMYIOYNCH IHCTPYKLIN 5K Le

OMUCaHOo y po3aini 7.

Bi3bMiTb NPUCTPIi B pYKK, SIK MOKA3aHO Ha MatOHKY. HaTUCHITb

kHonKy FULL abo EXPRESS.

CsiTnogios Ha npucTpoi byae 611MmaTh 3eneHMMm, NOBIAOMIAKYM

npo Te, wo npuctpinn KOLIBRI nigkntoyeHo a0 mobinbHOro Express Full
ragxety. Kpim Toro, nig yac ycix BumiptoBaHb cBiTiogion 6anMmae
$io/IeTOBUM KOJIbOPOM, AKLLO € XOPOLLIUI 3B A30K MiK
BUMIpIOBa/SIbHUMM NAACTUHAMM Ta TiNOM NauieHTa. Konum

Personal health screening MS KOLIBRI®
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3'eAHaHHA noraHe / BTpayeHe, CBiTA0A4i0A NOYNHAE BAMMATH

CUHIM.

MouaTtoK TecTyBaHHA. Mpouec BinobparkaeTbca Ha eKpaHi. KOLIBRI BU3HAYaE AKICTb CUTHANY B peXKUMI
peanbHOro Yacy i BignoBigHO 3ab6apBAOE TEXHONOTYHY NAHEeIb HACTYMHUM YAHOM: 3€/IEHUI - XOpOoLUa
AKICTb, YKOBTUI - MOMiPHA AKICTb, YePBOHWI - NOraHa AKICTb.

MosBa oBTOro abo 4epBOHOro Kosia NPOTArOM KOPOTKOrO Yacy € NPUMHATHO. AKLLO AKICTb CUTHANY
HM3bKa NPOTATOM TPMBAJIOrO Yacy, BUMiptoBaHHsA Byae aBTOMaTUYHO 3ynuHeHe. 3'ABUTbCA BignosigHe
NOBiAOMNEHHA.

=08 100% 0 16:07 & = 1% 100% 8 1939 @& - ol 86% 0

< Test < Test < Test

Receiving HA signal Receiving HA signal Receiving HA signal
Charge 100% Charge 100% Charge 100%

N

\r‘\‘l

e A, it

NOISE SIGNAL CV=30.0 LP=0 NOISE SIGNAL CV=16.0 LP=0 NOISE SIGNAL CV=6.0 LP=-6

1 @] < 11 (@) < 1 @] <
IHOAi CUTrHaNM 3 MOMIPHOIO Ta HM3bKOIO AKICTIO MNifg Yac TECTY MOXKYTb byTu BigxuieHi ana obpobkmn HSP
KOLIBRI. KopuctyBay 6yae npoiHdopmoBaHuin Npo ue nosigomneHHAm B aoaatky KOLIBRI. Y Takomy
BMMAZKYy PEKOMEHAYETbCA NEePEKOHATUCH, WO iHWe eneKTPOHHe 0H6naaHAHHA 3HAaXOAUTLCA AANeKo
BiJ, BaC, Bala LWKipa B MiCUAX KOHTAKTYy 3BOJIOXKEHA i MOBTOPMUTM TecCT. AKWO AKICTb CUrHanNy €
NPUMHATHOIO, KOPWUCTYBAY OTPMMAE pe3y/abTaTU BUMIPIOBAHHA B A04ATKY NICAA PO3paxyHKy 3a
ponomoroto HSP KOLIBRI.

Personal health screening MS KOLIBRI®
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3a3BMYa HAACUNAHHA BUMIPAHUX
AaHWUX Ha cepBep, 0bpobka ix Tam (3a
ponomoroto HSP KOLIBRI) i
NoBepHEeHHA pe3ynbTaTiB Ao
NPOrpamu Ha Balwomy mobinbHOMyY
rafi»KeTi 3aMMa€ KiflbKa CeKyHA,
3aeb6inblIOro TpMBaNicTb 3aNeXUTb
Bif, WBMAKOCTI IHTEepHeTy.

KoxHa rpyna napameTpis
BiAKPWBAETbCA iX BUBOpOM. [JOCTYNHi
PO3paxyHKOBI 3HAaYEHHA KOXKHOro
NOKa3HMKa.

Mpu LubOMYy, AKLLO 3HAYEHHSA
3HaxXo4MTbCA B HOPMasIbHUX MeXKaX,
KONip TEKCTY byae HOPHUM.
MigBuLLEHI 3HAYEHHA NO3HAYEHI
YEePBOHMUM, A HU3bKI - CUHIM.

LLlo6 no6aumTu apxiB ycix BUKOHaHUX
TecTiB, NOTPIGHO BiAKPUTU FOIOBHE
MEeHI0 (BiKHO 3anycky).

HaTtucHitb “Pe3synbratn” (“Results”).
3'ABUTbCA CNMCOK TECTIB i3
3a3HAYeHHAM 4aTu Ta Yacy
BUMIpIOBaAHHA.

TecTu Wo no3Ha4veHi 3eneHnm
KO/IbOPOM € YCNiWHUMMN Ta AOCTYMHi

ANA nonepeaHboro nepernagy. Axictb
curHany byna npuiiHaATHOO, ToMy HSP

KOLIBRI po3paxoByBana napameTpu.

TecT WO No3HaYeHi YepPBOHMM
KOZIbOPOM € HEBAA/NIMMMU | Byu
BiZIXMNeHi Ta He 0bpobieHi yepes
HU3bKY AKICTb CUTHANY.

HeBpani Tecty He BN/IMBAKOTL Ha
KiNbKiCTb AOCTYMHMX TECTIB Ha AEHb
(be3kowwToBHI TecTn). MnaTHA 3a
HeBAani Tectm He 6epeTbes.

2020-04-10 16:20:48
Risk of pathologies: 0 detected

Noise level 13
Signal quality 100%

Failed tests today - 1

Ballance 0.0 USD

Price per test 0.2 USD
Subscription plan: Personal M
Subscription expires in 365 days

4

Test

&

Results

IFU for MS KOLIBRI®

& Test#2 & Test#2
Test Patient Test Patient
Test #2 Test #2

2020-04-10 16:20:48
Risk of pathologies: 0 detected

Noise level 13
Signal quality 100%

Parameter ST interval
General parameters Result 256.0 ms
Normal ranges 270.0-320.0 ms
RL index, % 100
CBC and blood pressure Parameter T-wave
Result 188.0 ms
Normal ranges 130.0-160.0 ms
RL index, % 100%
Carbohydrate metabolism
Parameter Morphology of
T-wave
) < Result Normal
Electrolytic metabolism Normal ranges Normal
RL index, % 100%
Heart activity Parameter QTc interval
Result 403.0ms
Normal ranges 350.0-440.0 ms
RL index, % 100%
11 @] < Il @) <
17:04 G Al 100% 8 17:07 =% 100% 0
@ KOLIBRI < KOLIBRI
Tests 1|2 Bonuses 0 No. 2

Date and time 2020-04-10 16:20:48

Signal quality High 100
Noise level Medium 13
No 1

Date and time 2020-04-10 16:16:55

Signal quality Low 0
Noise level Low 0

< 1l @) <

Personal health screening MS KOLIBRI®
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9 ®YHKLIOHA/IbHUIM TECT MD KOLIBRI

®PyHKuioHanbHM TecT MS KOLIBRI noTpibHO 3pobuTh, SKWO BiH BMKOPUCTOBYETbCA MEAUYHUM
NepcoHaNoM ANA TECTYBAHHSA NaLEHTIB KNiHIKK / niKapHi / cimelHoro nikaps (o4MH NpUCTpii ANs NeBHOI
KiNbKOCTI ntoaen). Takui TeCT MaiixKe Takuii camui, K 3Bu4YaiiHnin Tect 3 MS KOLIBRI. BiH npusHayeHui
Ons nepesipkM 6e3nepebiliHoi nepeaadi AaHMX MiXK MOBINbHUM ragyKeTom Ta XMapHUmM cepsepom (HSP
KOLIBRI), npawue3aaTHOCTI anapaTHOro Ta nporpamHoro 3abesnedyeHHa MS KOLIBRI.
TakoX gnA nepeBipKM 3apaay akymynaTopHoi 6aTtapei.
NOTE:

AKWo 3apag akymynsaTopa Huxk4de 30%, M1 PEKOMEHAYEMO 3apAANTU MOro. AKLLO 3apsag, akyMyaaTopa

HMU3bKUIM, TECTYBAHHSA NaLliEHTA MOKe byTM nepepBaHO Yepe3 BUMKHEHHA MeANYHOro NPMUCTPOLO.

PyHKLiOHaNbHWI TECT BK/IOYAE HACTYMHI eTanu:

Kpok 1 - MepesipTe, un MD KOLIBRI € napoto 3 Bawmm mobinbHUM Rel_ﬂﬁcei\’in HA signal
ragyeTom. AKLWO Hi, NigKAOYIT X, AOTPUMYIOUYUCH IHCTPYKLIN Y Charge 100%
Po3gini 6.1;

Kpok 2 - CTBOpiTb HOBOrO NauieHTa 3 imeHem TEST (ana cTBOpeHHS,
Oyab NacKka, AOTPUMYMITECH IHCTPYKLiN y po3aini 6.2.4) abo
ckopuctanteca « TECTOBMM nauieHTOMY, AKLLO BiH YXKe A404aHUMN
[0 Bawoi 6a3n AaHUX;;

Kpok 3 - 3anoBHiTb iHpopmau,ito B KapTui TECTY nauieHTa

3BepHiITb yBary, Wo ana GyHKLUiOHaNbHOro TeCTyBaHHA UNMdpU He
MaKTb 3HAYEHHSA, EAMHA BUMOTa - BUKOPUCTOBYBATK LUndpu B
[0,03BONEHNX giana3oHax oA KOXHOro noas;

KpoK 4 - TpumaiTe NpUCTpilt y pyKkax abo 3akpiniTb enekTpoau, aK
LLe OMM1CaAHO B rNasi 7;

KpOK 5 - po3noYHiTb BUMipIOBaHHA i NoYeKaiTe, NOKM BOHO byae
3aBepLIEHO;

KpoK 6 - goyeKkalTeca 3BiTy 3 napameTpamu 3 xmapHoro cepsepa (HSP KOLIBRI). Biakpuiite 3BiT i
nepernsHbTe NOro.

Y pasi BUHUKHEHHS byab-akux npobiem nig yac 6yab-aKoro Kpoky, byab-nacka, 4O0TPUMYMNTECH
IHCTPYKLiM i3 NoBigOMANEHb (MonepearKeHHA, MOMUJIKK, NOBiAOMAEHHSA Towe). Tunosi npobaemu Ta
cnocobu ix BUpilleHHA TAaKOXX MOXKHa 3HalTK B po3aini 12.

AKLLO BXUTI 3aX0AM He 03BOAAOTb BUPILLUTU CUTYALLIIO | MPUCTPIN HE NPaLLIOE HANEKHUM YNHOM,
3BEPHITbCA 40 CBOro AncTpmb’toTopa abo BUPOOHMKA ANA YCYHEHHA HECNPaBHOCTI.

CnncoK micueBux ANCTpmb'toTOPIB Ta KOHTAKTHI AaHi AOCTYMHI Ha
https://kolibri.healthentire.com/contact

NOTE:
YBIMKHEHHA MeANYHOrO NPUCTPOIO - CBIT/NI0AI0A 6AMMAE 3e1EHUM KOJIbOPOM.
BUMKHEHHA MeAMUYHOro NPUCTPOIO - CBIT/IOAIOL CBITN0-4EPBOHOIO KO/IbOPY (Ha AEAKUX MOAenax
MOXKe 6yTn $ioIeToBro Koabopy).

CsiTnogion Ha npucTpoi byae 61nMmaTti 3en1eHMM KobOpPoM, MoBigomAstoum, wo npuctpiri KOLIBRI
nigkno4yeHo Ao MobinbHoro raaxety. Kpim Toro, nig 4ac ycix BMmiptoBaHb cBiTnogion 61vumae
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$ioIeTOBUM KONbOPOM, AKLLO € XOPOLUWIA 3B’A30K MiK BUMIpHOBAZIbHUMW MAACTMHAMM Ta Ti/iom
nauieHTa. Konu 3'eaHaHHA noraHe/BTpayeHo, CBITA0AI0A NOYMHAE BANMATU CUHIM.

IHOMKATOP 3apsady aKyMynaTopa - KOBTUW CBiTAOAioA (4NA LEAKMX MoAenen CBIiTAO 3e/eHoro
K0/1bopY). BiH NiacBivye KHOMKY BBIMKHEHHA/BUMKHEHHSA). KOAM aKyMyAATOP MNOBHICTIO 3apAAMKEHWUN,
el cBiTnoAjio 3racae.

10 SWITCHING-OFF MD KOLIBRI AND SAFETY LOG OUT OF THE MOBILE (CLOUD)
APPLICATIONS

Micna 3aKkiHYeHHA BUMIPIOBAHHA NPUCTPiIN aBTOMAaTUYHO BUMMWKAETHLCA.

Lo6 npMmMycoBO BMMKHYTU MNPUCTPIA, HATUCHITb i yTpumyihte KHonky POWER
npotarom 3-5 cekyHa. Konu cBiThogiogHUn iHAMKATOP CBITUTbCA YepPBOHUM (ANs
OesKkNX mogener - ¢ionetosMm), BiABediTb Naneub Big KHOMKKU. [pucTtpii
BMMKHEHO.

Dr. Marshall

LLlo6 6e3neyHo BMIATM 3 MOBINbLHOrO A0AaTKa, CKopUcTaliTeca meHto «Buxia» ("Logout") (Fhasa 6.3).
LLlo6 6e3neyHo BUIATK 3 06N1IKOBOrO 3anncy XMapHOro A04aTKa, CKopucTanTeca meHio «Buxia 3
obnikosoro 3anucy» ("Account sign out").

11 NPUKNAL 3BITY

NPUKNAL 3BITY

reHepyetbca MS KOLIBRI nicna giarHOCTMKM NauieHTa

MpuKnag, 3BiTy 3 pe3ybTaTaMu eKcnepTusun gocTynHui no QR-koay
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12 YCYHEHHA HECMPABHOCTEW

MoKAnBi NOMUAKM Ta PilLEHHA:

MNosigomneHHa ans iHbopmyBaHHA
I'Ip06nema / NMOMMUJIKa (nonepep'){(eHHﬂ’ NOMWUJIKa, PilweHHs
noBigoM/IeHHA TOLLO)

Ver 2004031704 EXP

Log into your KOLIBRI account

Email

HenpasunbHuii dopmat 00000

€/1EKTPOHHOI NOWTH paseword BBeaiTb npaBuabHMit email

Sign up Forgot password?

Incorrect format of email. The correct
format: example@domain.com
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HenpasunbHuiA napons /
HenpasuibHa
KOMbiHaLiA eneKTPoHHOI
noLITK Ta NaponA

HenpaBuabHi
NnepcoHanbHi gaHi

Ver 2004031704 EXP

Log into your KOLIBRI account

Email

kolibri2020@aol.con

Password

Sign up Forgot password?

Email/password combination is not valid

& Medical card

Full name

Test Patient
Date of birth 1968-01-18

Gender

- :] °

Height 200.0 c ft
Race Light-skin A6
Blood type Unknown v
Rh factor Unknown -
Diabetes Patient doesn't have..  ~
Phone Enter your phone

Some fields may be incorrect
Smoking’ °

Drugs

] @] <

IFU for MS KOLIBRI®

BBeaitb NpaBunbHKUI email Ta
Naponb, WO 3apeecTposaHi B8 MS
KOLIBRI. 3BepHiTb yBary Ha obpaHy
MOBY Ha KnasiaTypi, BeAuKi Ta
MaNeHbKi NiTepun, cneuianbHi
CMMBON (SIKLLLO BOHMU
BMKOPUCTOBYBAIUCD).

1. Beegitb NpaBuabHI AaHi:

a. [JaTa Hapo4KeHHA

b. Bubepitb cTaTh

c. Beegitb Bary

d. BeeaiTb 3picT

e. Bubepitb Kr abo ¢yHT

f. Bubepitb cm abo dpytn
2. MNaujieHT NoBUHEH BYTU BiKOM
Big 18 pokis
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Mone napona mae
4. | mictUTM N’ATb i Binblue
CUMBOJIB.

IFU for MS KOLIBRI®

& System settings

Change Email

kolibri2020@aol.com

Enter your current password LN

Change Email

Change password

LN
Enter your current password L N
Change password
Interface
Country
Minimum 5 characters should be used,
spaces are not allowed
Lafguage
English -
] O <

He BipHWMI NOTOYHW
naponb

Mone napons Mae MicTUTH
n’aTb i binblle CUMBONIB;
npobinn 3ab6opoHeHi.

151 84% G

& System settings

Change Email

kolibri2020@aol.com

password ®

Change Email

Change password

©

[ Enter your current password ©
Interface
Country

United Kig >

Wrong current password

Language

English v

] O <

BBeaiTb NpaBuAbHWI NApPONb.
3BepHITb YBary Ha PO3KNaaKy
KNnasiaTypu KOan BBOAUTE
naposb.
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| Wocb He Tak. MNepesipTe
( 3'egHaHHA Bluetooth abo
| cTaH xusneHHA KOLIBRI.

19:29 51 85% G

&

Test

There is something wrong. Check bluetooth
connection or power status of Kolibri

Express Full

1 O <

IFU for MS KOLIBRI®

1. NepesipTe 3'€eAHAHHSA
Bluetooth.

2. MNepeBipTe KUBNEHHA
KOLIBRI (nepemunkay KOLIBRI
BBIMKHEHWI?)

Mig Yac BUMiptOBaHHA Ha
7. | MD KOLIBRI cBitnogiog,
61MMaE CUHIM KONIbOPOM.

1. MoraHui KOHTaKT Mix
naacTMHamu npunagy Ta
NOBEPXHEL LWKiPKU NaLLiEHTa.
3MOMITb NOBEPXHIO LWKipK
nepes, BUKOPUCTAHHAM
meaunyHoro npuctpoto KOLIBRI.
2. BigcyTHicTb nepepavi gaHux
3 MeANYHOro NPUCTPOLO Ha
MOBINbHUI NPUCTPIN.
BMMKHITb i BBIMKHITb
MeANYHUM NPUCTpin. MoBTOPITb
npoueaypy TeCTyBaHHA.
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8. | CUrHan HU3bKOI AKOCTI

IFU for MS KOLIBRI®

1930 Wi -
@ KOLIBRI

Tests 1|2 Bonuses 0

Failed tests today - 1

Ballance 0.0 USD

Price per test 0.2 USD
Subscription plan: Personal M
Subscription expires in 365 days

Test

Signal quality is low

] @] <

MoBigoMNeHHA 3'ABNAETLCA, AKLLO
CUrHan byB HeaKiCHUM, Ta
aocnigreHHsa byae sigxuneHe.

Receiving HA signal
Charge 100%

9. | Test #XX FAILED

Test #4was FAILED. Please try again.
Possible cause is bad contact Kolibri
with skin. You may share current ECG
signal with developers.

DEV share

MNosigomaeHHs 3'aBNAETbLCS,
AKLLO cMrHan 6yB HesAKiCHUM, Ta
AocnigreHHs byae BigxuneHe,

Receiving HA signal
Charge 100%

W
abo

Receiving HA signal
Charge 100%

MoraHWit KOHTAKT 3
CpibnACTMMM NNACTUHKAMMU
npunagy.

3B0OJIOXKTE LWKipY.
MoBToOpiTb TECT.
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10. | Hn3bkuit 6anaHc.

You don't have enough money on
balance

Replenish

OK

IFU for MS KOLIBRI®

MonoBHiTb 6anaHC Ha cBOEMY
paxyHKy. MonosHMBLWM HanaHc,
NOBTOPITb TECT.

Tests 0 2[Bonuses 0]

Failed tests today - 1

Price per test 0.2 USD
Subscription plan: Personal M
Subscription expires in 364 days
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IFU for MS KOLIBRI®

13 OYNLWEHHA TA OE3IHOEKLIA MD KOLIBRI

OesiHnoikyinte MD KOLIBRI ogHOpa3oBMMM CNMPTOBMMU CEPBETKAMM A0 i NICAS KOXKHOTO BUKOPUCTAHHS.
YHUKalTe noTpanasHHA pianHu scepegmHy KOLIBRI nig yac i ounwieHHn Ta aesiHdekuil.
DesiHdeKkuia agopatkoBux akcecyapis (patumkis EKI abo 3atuckadie EKIF) noBWHHa nposoantucA

OAHOPa3oBUMU CNUPTOBUMU CepBETKaMU

YBATA! NesiHdeKuia noBepxHi, EKI-kKabeniB Ta 3atuckauis EKI arpecuBHUMM XimiuHumm

peyoBMHaMM abo po3unMHHUKaMM (XimiKaTu Ha ocHoBi peHony, edip, 6eH3on, nponaHon,

xnopodpopm abo aueToH), TBepaumM Ta abpasmsHMmm 3aco6amu 3ABOPOHEHO!

YBATA! OesindeKkuia KOLIBRI Ta oro akcecyapiB Harpitum nositpam 3ABOPOHEHA
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14 OBCNYTOBYBAHHA TA 3AXOAW BE3MNEKN

MpodinaktnyHe obcnyrosyBaHHA He NOTPiI6HO. OgHAK perynapHe TexHiYHe 0bcyroByBaHHA MoXke
[,0MOMOITU BUABUTU MOXKAMUBI AedeKTN Ha PaHHIM CTagil i TUM camMuM MiaBULWNTK Be3neKy Ta NPOA0BKUTU
TepMmiH cnyxbu npucTpoto.

PekomeHAYETbCA LWOHaMMeHLIe pa3 Ha PiK NPOBOAUTM NepeBipKY GYHKLLIOHANbHOCTI Ta 6e3neKn NPUCTpoio.
HeobxigHo [OTpMMYBaTMUCA HaLiOHAIbHUX HOPMATUBHUX AOKYMEHTIB, AKLLO HalioHanbHi Npasuaa 6e3nekn
MeANYHMX BUPOBIB YacTille BMMAralTb KOHTPOJbHMX BUMNpobyBaHb Ta iHcnekuin. [MepeBipku
dyHKUioHanbHOCTI Ta 6e3nekn NpoBoOAATLCA HA 3aBOAj ab0 B YNOBHOBAXKEHMX CEPBICHUX LLEHTPaXx.

15 YTUM3ALUIA TA 3AXUCT OBKOJINWHBLOIO CEPEJOBULLA

MD KOLIBRI yTuni3yeTbca AK eneKTpoHHe 061aAHaHHA NicAs 3aKiHYEHHA TePMiHY ekcnayaTau,i.
Byab nacka, yTunisyinte npucTpii BiANoBiaHO A0 YMHHOIO 3aKoHOA4aBCTBa Balwloi KpaiHu.

YTUNIBALIA BUPOBY: MD KOLIBRI ckiaga€eTbca 3 pisHUX maTtepianis. Tum He meHLle, BCi BOHU

r— (meTan, nnacTuK, enekTPUYHI NPOBIAHWKKW, OPYKOBaHI NAaTH, MIKPOCXEMW TOLLO) HE MICTATb

Hebe3neyHnX PeYOBMH | MOXKYTb OYTM A0CTaB/IEHI B cnewia/ibHi 06pO6HI LEHTPU, AK | e/IEKTPOHHE

obnapaHaHHA. Mepeq nepepobKoto HeobXiAHO NepeBipUTU BiANOBIAHI MicLEBi HOPMK Ta BUMOIM Ta CYBOPO iX
noTpumysatmca. MeanduHuii BUpi6 micTuUTb NiTin-nonimepHy akymynsTopHy 6atapeto.

YTuUnisauis ynakoBKM: KOMMOHEHTU YNaKOBKU (KapTOH, NiHOMOAICTUPOA TowWwo) KnacudikyloTbeca SK TBepai
BigXxoAM, i TOMy iX MOMKHa Nerko nepepobuTn 3a A4ONOMOrol npouecis nepepobku. MNepen nepepobkoto
HeobXxiaHO NepeBipUTK BigNOBIAHI MicLLEBI HOPMK Ta BUMOTU LLOA0 NEPEPODBKM Ta CYyBOPO iX AOTPUMYBATUCS.
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16 PEMOHT

€uHwMiA BinnmoBixansHUE nepconan supoouuka, kommaniss SCIENTIFIC COMPANY KOLIBRI LLC, Ta
YIOBHOBAXCHHI TIEPCOHAT JUCTPUO'FOTOPIB / MIiCIIEBUX MPEACTABHUKIB MAIOTh MPABO BUKOHYBATH PEMOHT
MD KOLIBRI. s pemoaty MD KOLIBRI n03B01s1€ ThCSI BAKOPHUCTOBYBATH JIMIIIE OPUTIHAIBHI 3aITacHi
4acTUHH, sK1 3a3Bu4ail BUKopucToBytoThcss SCIENTIFIC COMPANY KOLIBRI LLC ns BupoGHULITBA.

[Tpuctpiit MOXHA BUKOPUCTOBYBATH IIOBTOPHO, JIMIIE SIKIIIO HOTO BiIpEMOHTYBATH Ha 3aBOJIi BUPOOHHKA
BiJITIOBIJTHO JI0 3arajibHUX BUMOT OE3MEKH Ta eKCIUTyaTalliiHIX XapaKTePHUCTHK;

17 TEPMIH NPUOATHOCTI MPUCTPOIO (SHELF-LIFE)

TepMiH cnyK6uM NPUCTPOI0 BU3HAYAETLCA, MEPLL 33 BCE, TEPMIHOM CAYKOU BUKOPUCTOBYBAHMUX €NEKTPOHHUX
KOMMOHEHTIB Ta e/leMeHTiB, MaTepianis Ta iX TepPMiHOM NPUAATHOCTI, @ TAKOX YMOBaMM NaKyBaHHA,
36epiraHHA Ta TPAHCNOPTYBAHHSA, BUKOPUCTaHHA Ta 06cnyrosysaHHA. Koau BCi ymoBwM BignosigatoTo,
BUPOBHUK rapaHTye TEPMiH CNyKOU NPUCTPOLIO 5 pokiB.

IMoBipHicTb NoNOMKK aeTanel Ta npunaaga MD KOLIBRI 3pocTae nicna nepesuLLEHHA TEPMIHY CIyKOU.
BpaxoByoun xapaKTepUCTUKM NoAibHoro o61agHaHHA Ha PUHKY, @ TaKOXK TepMiH cayx6m MD KOLIBRI,
TepmiH npmaatHocTi MD KOLIBRI Ta Moro yactuH/akcecyapis, 3 0608’A3KOBUM BUKOHaHHAM YMOB YMaKOBKW,
36epiraHHA, TPaHCMOPTYBaHHA Ta BUKOPUCTaHHA, 3a3Ha4yeHuX B Ui IFU Byio BCTaHOBAEHO HACTyMHe:

* 5 pokiB gna MD KOLIBRI;

AKYMY/IATOPU MalOTb CBOT XKUTTEBI LUMKAU. AKWoO Yac pobotn MD KOLIBRI B 6e3apoTtoBomy
peXKnmi cTae Habarato KOPOTLIUM, HiXK 3a3BUYaAl, TEPMIH C/Ty*KOW BaTapei 3aKiHYyeTbcA. Byab
NacKa, 3BepHiTbCA A0 AMcTpnb’toTopa / BUPOBHMKA ANA 3aMiHMN.

REIVIGE! ARKYMYJIATOPA HEAOCTATHBO HABYEHUM NEPCOHA/IOM MOXKe Npn3BecTun 40 Hebe3neku!

(migBMWEHHA TemnepaTypu, MOXKexa, BMOyx). 3abOPOHAETbCA CaMOCTIMHO 3aMiHOBaATU

aKymynaTop.

Y pasi BUTOKY eNeKTPOoAiTy 3 aKyMynATOPHOI 6aTapei, BUKOPUCTAaHHA MeaAUYHOro npunagy
3abopoHeHo. HeobxigHO BMAAnUTK 3 npunady akymynsTopHy batapeto Ta yTunisyBatu i
3rilHO YNHHOTO 3aKOHO4aBCTBA Y Balomy perioHi. [Mpn HEMOKANBOCTI CAMOCTIIHO BUAANUTH
AKYMYNATOPHY 6aTapeto, 3BEPHITLCA Y HAMBAMNKUYMIA CEPBICHUI LIEHTP.

S LOoP

Micna AOCATHEHHA rPaHUYHOTO TeEPMiIHY NpuaaTHoOCTI meaunyHi Bupo6bu KOLIBRI noBuHHI ByTH nepesipeHi
BUPOOHMKOM ab0 YNOBHOBaXKEHMM CEPBICHUM LLEHTPOM A/ NiATBEPAKEHHA iX Npaue3aaTHoOCTi Ta
npaBubHOI po60oTK. TepMiH NPUAATHOCTI MPUCTPOLD MOKe BYyTU NPOAOBKEHU BUPOBHUKOM Micas
nepesipKu.
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18 3BEPITAHHA TA TPAHCITOPTYBAHHA

TpaHcnopTyBaHHA Ta 36epiraHHAa MD KOLIBRI go3B0nA€TbCA NLLE B YNAKOBLi BUPOOHWKA, Npu LbOMY CAif,
YHMKATU CTPYLUYBAHHA Ta BNJIMBY HA YNAKOBKY.

MeanyHnin BUpib MOXKHa TPAHCMOPTYBATU BCiMa BMAAMM TPAHCMNOPTY B 3aKPUTUX TPAHCMNOPTHUX 3acobax,
NliTakax Ta Kopabnsx, BiANoBigHO A0 BUMOT Ta NPaBu NepeBe3eHHs BaHTaXKHMUX NepeBe3eHb KOXHOro

BUAY.

Y npoueci TpaHcnopTyBaHHA MD KOLIBRI cTilKkuii Ao KnimaTUuyHUX paKkTopiB Npu TemnepaTypax Big, -5 ° C (6e3
KOHTPO/II0 BiAHOCHOT BosiorocTi) Ao + 45 ° C (3 KOHTpo/iem BifAHOCHOT BO/IOTOCTi), B YMOBaX, LLO 3aXMLLAloOThb
MOro BiZ, COHAYHOrO CBiT/N1a, MOMK/IMBOrO NONaAaHHA BOMOMM Ta MexaHiyHoi Bibpauii (knac 7K2, Ak onncaHo B
IEC TR 60721-4-7: 2001 + AMD1: 2003 CSV «3BegeHa Bepcis. Knacudikauia ymoB HABKOJULIHBbOTO
cepepoBuLla - YactuHa 4-7: KepiBHMUTBO WOA0 Kopensauii Ta TpaHcdopmauii Knacis cTaHy HaBKOJIULLHBbOIO
cepegosuwa IEC 60721- 4-3: 2001 + AMD1: 2003 po ekonoriyHux sunpobysaHb IEC 60068-2 - MopTaTuBHE
Ta HecTauioHapHe BWMKOpMUCTaHHA."). [locTaBKa MegMYyHOro TOBapy AWAEepy OpraHi3oBYETbCA
cepTMdiKOBAHUMU TPAHCMOPTHUMM KOMMAHIAMMU.

[Ipotsirom TpuBamoro mepioxy 30epiraHHs aKyMyJsATOpHOi Oartapei ciifi TPOBOIUTH

Konxperna mmsapanky il xkoxkai 90 muiB (o0 30epertd TepMiH CIY)KOHM): CIiJ 3aCTOCOBYBATH
psAKy p p y y

SR CTaHIAPTHHUH METOJI LUKy 3apsay-pO3psay.

30epiraHHs,

OB sI3aHa i3 He 36epirainte MD KOLIBRI y Bosiorux abo xonogHux ymoax! Bosiora i xonop, 36inbwyotb
BOyZOBaHOW | WBMAKICTb PO3pAAY aKymynAaTopa. A Mij BNAMBOM HaA3BMYAKHO BUCOKMX TemnepaTyp
6aTapeero iCHY€E pU3KK BUBYXY aKymynsaTopa.

Menn4Hui IPUCTPIN Y CBOEMY CKJIAJ1 Ma€ JiTIH-TIOJIIMEPHY aKyMyJISITOPHY Oatapero.

[lig yac TpaHCIOPTYBaHHS MPUCTPOIO BH IOBHMHHI JOTPUMYBATHCS BHMOT JOKYMEHTa,
Bumanoro IATA:

IATA 2020 Lithium Battery Guidance.

Document Transport of Lithium Metal and Lithium-lon Batteries. Revised for the 2020
Regulations based on the provisions set out in the 2019-2020 Edition of the ICAO Technical.
[HCTpYKIiT 3 O€3MEeYHOro MepeBe3eHHs HEOE3NMEYHUX BAHTaXIB MOBITPSIHUM TPAaHCIIOPTOM
(Texniuni iHcTpyKLii) Ta 61-¢ Bunanus [IpaBun npo HeOesneuni Bantaxi IATA (DGR).
[Honoxenns DGR m1o10 niTieBUX akyMyIATOpiB TaKOXK MOkHa 3HaiTH B IATA

KepiBHi npunimnm goctaBku akymyssitopiB (LBSG), 7-e Buganns. Ha nogarok no Bmicty 3

git DGR, LBSG Takox Mae 10AaTKOBI cxeMH Kiacudikamii Ta 1eTaiabHi NPUKIAAA YIAKOBKU Ta
_AVE JIOKYMEHTAITIT JUIS T TIEBUX
TATA aKyMYJIATOPIB.

Iadopmariiro mpo DGR ta LBSG Mo)kHa 3HAWTH TYT:
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19 YMOBW FAPAHTII

lapaHnTia Ha MD KOLIBRI ctaHOoBUTb 36 micAuiB 3 4aTW NPOAAKY.

B1pobHMK abo 110ro ynoBHOBAXKEHWUIM NpeacTaBHUK 34iMCHIOE HE3KOLWTOBHUI peMOHT AedeKTHUX aeTanen
a60 pobuTb 3amiHy AedeKTHOro NPUCTPOLO Y Pasi BUABNEHHA BUPOOHNUYMX AedeKTiB NPOTArom
rapaHTiInHOro TEPMiHy.

lapaHTif He NOLWMPIOETLCA Ha YAaCcTO BUKOPUCTOBYBaAHI AeTani, Taki Ak USB-kabenb, akymynatop.

lapaHTiA He NOLWMPIOETLCA HAa HECNPABHOCTI Ta 36MTKK, AKI BUHUKAM BHaCAiAoK Ailt / 6e3aianbHoOCTI
KOPWUCTYBaya, NOPYLUEHHA BUMOT BUPOOHMKA W00 eKcnnyaTaLii Ta 0b6cnyroBysaHHs, 3bepiraHHA Ta
TPAHCNOPTYBaHHA, onNucaHmx y Lin IFU, a TakoX HeENPaBUAbHOrO BUKOPMUCTAaHHA NPUCTPOLO Ta BNAUBY
06CTaBMHM HenepebopHOT cnau.

[apaHTiNHI BUMOTMM NPUNMAOTLCA NMLIE B TOMY BMMNaAKy, skwo MD KOLIBRI noBepTaeTbcs yNOBHOBAXKeHOMY
npeAcTaBHUKY abo BUPOOHUKY B MOBHOMY KOMMAEKTI, YNCTUIA, €3 30BHILHIX MEXaHIYHMX MNOWKOAKEHDb T
O3HaK po36upaHHa / BiAKPUTTA. KNiEHT NOKPMBAE TPAHCMOPTHI BUTPATM Ta PU3UK BUMNAAKOBOI BTPATK Npwu
[,0CTaBLji NpucTpoto (B 06MAaBi cCTOpoHN).

YBATI'A! He n03BosnsieTbest BHOCUTH OYy/Ib-5IKi 3MiHH B KOHCTPYKIIIO TIPUCTPOIO. By ib-sike
HECaHKIIOHOBaHE BIAKPHUTTA, peMoHT abo moaudikamis MD KOLIBRI mnepconanom
3aMOBHHMKAa a0o Oynb-KMM IHIOMM 3BUIBHSE€ BUPOOHMKA Big 3000B'si3aHb Ta
BIJIMOBIANILHOCTI 32 O€3MeYHy EeKCIUTyaTallll0 MPUCTPO0. Y TaKOMYy BUMNAAKY TapaHTis
ABTOMAaTUYHO BBA)XA€THCS HEIINCHOIO, HaBITh J0 3aKiHYEHHS TapaHTIHHOTO TEPMiHY.
I"apaHTisi BBaXKaeThCsl HEIINCHOIO, SIKIIO 3aMOBHUK 3pOOUB OyIb-sKi 3MiHM a00 3MiHH
KOHCTPYKIIi amapatHoro 3abe3neveHHs Ta / abo 3poOHUTh Oynb-siKi 3MiHH B MPOrpamMHe
3abe3neueHas MD KOLIBRI 6e3 nucpMoBoi 3roiu BUpOOHHUKA.

3 nNuUTaHb rapaHTIMHOrO Ta MicAArapaHTIKHOTO 06CNYroBYBaHHA, @ TaKOX 3 YCiX MUTaHb, WO CTOCYHOTbCA

eKcnayaTauii npucTpoto, 3BepTamTech:

Manufacturer: Authorized representative in European Union:
SCIENTIFIC COMPANY KOLIBRI LLC E Authorized representative in European
“ Kinnyi provulok 8a, Kharkiv, 61001, Ukraine. Union:
Tel.: +380913011110 HUNGARY
email: Medical Devices Magyarorszag KFT
URL: 1149 Budapest, Vezér utca 79-2
Tel: +36-20-971-93-23
email:
URL:
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20 CMWCOK NEPBIPOK NICNA HAOAHHA TAPAHTIVHWX MOCNYT
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21 CEPTU®IKATK BIAMOBIAHOCTI

MD KOLIBRI, cepiiHuin Homep € NOBHICTIO PYHKLUiOHANbHUM Ta NpaLEe3aaTHUM,
BiANoBiAa€e TexHiYHMM cneundikaLiam Ta BigNOBIAHMM rapMOHi30BaHUM CTaHAAPTAM, BK/IOYAKOUM, afie He
obmexkytounch Directive 2007/47/EC of the European Parliament and the Council amending Council
Directive 93/42/EEC concerning medical devices, REGULATION (EU) 2017/745, EN ISO 13485:2016, EN ISO
14971:2019, MEDDEV 2.12 / 1- rev. 8, IEC 60601-1-3rd and IEC 60601-1-2 4th Ed., IEC 60601-1-
11:2015/AMD 1:2020, TR 745 UA

[ata BurotoBneHHa " " 20
MNepesipKa Ta NigTBEpPAKEHHA:

Nianuc Mib
Manufacturer: Authorized representative in European Union:
SCIENTIFIC COMPANY KOLIBRI LLC Authorized representative in European
H Kinnyi provulok 8a, Kharkiv, 61001, Ukraine. Union:
Tel.: +380913011110 HUNGARY
email: Medical Devices Magyarorszag KFT
URL: 1149 Budapest, Vezér utca 79-2
Tel: +36-20-971-93-23
email:
URL:
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22 INCT NAKOBAHHA

The MD KOLIBRI PERSONAL HEALTH SCREENING SYSTEM
KOLIBRIe®
Name of MD KOLIBRI

Model X] KOLIBRI Serial Number

is packed at the manufacturing facilities of the company SCIENTIFIC COMPANY KOLIBRI LLC in
accordance with the Technical Specification

Complete set includes

Date of packing
Packed by
Signature Name and Surname
Manufacturer: Authorized representative in European Union:
SCIENTIFIC COMPANY KOLIBRI LLC Authorized representative in European
“ Kinnyi provulok 8a, Kharkiv, 61001, Ukraine. Union:
Tel.: +380913011110 HUNGARY
email: Medical Devices Magyarorszag KFT
URL: 1149 Budapest, Vezér utca 79-2
Tel: +36-20-971-93-23
email:
URL:
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23 FTAPAHTIVHWA TANOH

IFU for MS KOLIBRI®

Warranty card

PERSONAL HEALTH SCREENING SYSTEM
KOLIBRIe®

Card No.
(Serial number of the MD
KOLIBRI)

Warranty period*

36 months for MD KOLIBRI

Purchase Date

Seller

Seller address Telephone

Customer

Hereby, | confirm that | have read the warranty terms and agree with them

BaknuBo: byap nacka, 36epiraiite Lo KapTKy B 3aXMLLEHOMY Micli A4 noAanbluoro BukopmuctaHHa. SCIENTIFIC COMPANY
KOLIBRI LLC abo ii ynoBHOBaXKeHW NpeAcTaBHUK 3a1MWKNB 3a 0600 MPaBO BMUMAraTh Leil AOKYMEHT nepes NpUNHATTAM

3anuTiB Ha PEMOHT.

MEPEZ PO3MAKYBAHHAM BMPOBY, BY/b /IACKA, MPOYUTAUTE YBAXKHO YMOBW FAPAHTIT. AKLLO HE NPUNHATI YMOB
FTAPAHTIT, NPOAYKT MOXE BYTW BIAPEMOHTOBAHMM BE3KOLUTOBHO:

Manufacturer: Authorized representative in European Union:

SCIENTIFIC COMPANY KOLIBRI LLC Authorized representative in European
“ Kinnyi provulok 8a, Kharkiv, 61001, Ukraine. Union:

Tel.: +380913011110 HUNGARY

email: Medical Devices Magyarorszag KFT

URL: 1149 Budapest, Vezér utca 79-2

Tel: +36-20-971-93-23
email:
URL:
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IFU for MS KOLIBRI®

SCIENTIFIC COMPANY KOLIBRI LLC Haga€ rapaHTito BUpobHuKa (Hagani MapaHTia) ana Mokynus (Hagani
"KopuctyBau") Ha megmyHnin Bupi6 KOLIBRI. Lie rapaHTiliHMIA TaNoH, WO HAAAETLCA PA3OM,
PeryntoeTbca HACTYNMHMMM YMOBaMM Ta MOJIOXKEHHAMM. locnyra 3a L€ rapaHTield HAAAETLCA
SCIENTIFIC COMPANY KOLIBRI LLC Ta / a60 YnoBHOBa*KeH1UMM AUCTPUE'toTopamu.

* MapaHTinHWi Tepmin KOLIBRI:

Lis rapaHTia gie npotarom 24 micaui 3 4aTu, KoK KiHUEBUI cnoXuBad Bnepue npuabas KOLIBRI (“OaTa
npuabdaHHA"). AKLLO A0Ka3 NOKYMKM He HagaeTbcA pa3om 3 KOLIBRI, noyaTKOM rapaHTiMmHOro TepmiHy
BBaXaTumeTbcAa gata surotosneHHA KOLIBRI, 3apeectposaHa y SCIENTIFIC COMPANY KOLIBRI LLC.
lapaHTIA HE NOLMPIOETLCA HA KOMNAEKTYHOMI akcecyapwy, Wo noctasnatotTbea pa3om 3 KOLIBRI, Taki Ak
USB Kabenb Ta akymynaTopHa b6atapes.

YMOBMU FAPAHTIT

1. 3aranbHi

SCIENTIFIC COMPANY KOLIBRI LLC rapaHTye, wo KOJIIBPI He maTume gedekTiB y BUTOTOBAEHHI Ta
mMmaTepianax npoTarom MapaHTiMnHOro nepioay. MapaHTia He NOWMPIOETLCA HAa KOMNAEKTYIOUi akcecyapu,
Wo noctaBaaTbca pasom 3 KOLIBRI, Taki Ak kabenb USB Ta akymynaTopHa 6atapen. Akwo KOLIBRI
BMXOAMTb 3 N34y NiJ, 4ac HOPMAJIbHOIO Ta HANEXKHOIO0 BUKOPUCTAHHA B MeXKax rapaHTiMHOTo nepioay,
SCIENTIFIC COMPANY KOLIBRI LLC BigpemoHTye abo 3amiHUTb gedekTHi aetani KOLIBRI abo cam
KOLIBRI Ha HoBMI1 abo BigpemoHToBaHUI BUPI6.

Lis rapaHTia 3acTOCOBYETLCA NLIE B TOMY BUNaaKy, skwo KOLIBRI 6yB HOBWIM, a He NpoaaHuit aK
BMKOPUCTaHMI abo BigpemoHToBaHUI. byab nacka, 36epiraite opuriHan paxyHky-bakTypu Ta uen
rapaHTIMHWIM TaNOH ANA NOAANbLIONO 3aNUTy HAa 06CYroByBaHHA.

La FapaHTia He BKIOYAE HECNPaBHOCTI, CNPUYNHEHI HENPABU/IbHUM BCTAHOBJIEHHAM, eKCnJyaTali€to,
YULLEHHAM YM 06CNYroByBaHHAM, aBapi€to, NOLWKOAMKEHHAM, HENPABUIbHUM BUKOPUCTAHHAM,
310BXMBaHHAM, moaudikauismm KOLIBRI, He noB's3aHMMK 3 BUKOHaHMMK poboTamum B SCIENTIFIC
COMPANY KOLIBRI LLC, 6yab-aknmn 3miHamu B nporpaMHoMy 3abe3neyeHHi, HOpMaabHUM 3HOCOM
abo 6yab-AKMMM iHWIMMM NOAIAMM , AiAMM, 332 3aMOBYYBaHHAM abo 6e34iANbHICTIO N03a KOHTPOEM
SCIENTIFIC COMPANY KOLIBRI LLC.

2. BianoBiganbHicTb 3aMOBHUKA

Mpw BUKopuUCTaHHI MpoayKkty

* CnoyaTKy npo4ynTanTe NocibHMK KopucTyBaya Ta BukopuctosyiTe KOLIBRI avwe BignosigHo ao IFU.
* Nicna 3aBepweHHsA poboTn He 3annwante KOLIBRI nigkntoueHMm oo enekTpomepexi, Wob YHUKHYTH
MoXAunsmx nowkoaxeHb KOLIBRI, cnpyynMHeHMX HECNPABHOCTAMM €N1EKTPUYHOI MEPEXI.

* 36epirante opuriHanbHy ynakosKy. AKwo KOLIBRI noTpibHO noBepHYTN ANA PEMOHTY, OpUriHaIbHA
ynaKoBKa 3abe3neyvye KpaLLmMit 3aXMCT Nig Yac TPAHCMOPTYBaHHS.

* He BUKOPUCTOBYIMTE 30BHILUHI NPUCTPOT AnsA 3MiHM xapakTepunctnk KOLIBRI.

* He 3anuwanite npuctpin 6e3 Harnaay.

* He BTpyyaiTecb y KOLIBRI Ta oro nporpamHe 3abesneveHHa KOLIBRI - Le MoxKe CnpUYnHUTH
HeCnpaBHICTb NPMUCTPOIO Ta NPMU3BECTM A0 BTPATU rapaHTii.

* ByAb Nnacka, 03HalloOMTeCb 3 NOCIOHMKOM KOPMCTyBaya LLLOA0 BMPilLEHHA Npobaem, nepLu HixK
3BepTaTUCA A0 CAYXKOM NiATPUMKMN.

Mpu 3BepHEHHI go Cayxba ob6cnyrosyBaHHA KNIEHTIB
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* Nepuw Hix 38’a3yBaTnca 3 SCIENTIFIC COMPANY KOLIBRI LLC ab0o TexHi4HOO NigTPUMKOO
YNoBHOBaXKeHoro AncTpmnb’totopa, nepekoHamnTecs, wo y sac € KOLIBRI nepea coboto i wo BiH
YBIMKHEHUWI Ta NiAKAOYEHMI A0 IHTEePHETY, AKWO Le MOXAMBO. byab nacka, 6yabTe rotosi HagaTu
cepitHnit Homep KOLIBRI, Ha3By moaeni Ta NiaTBEPAMKEHHSA MOKYMKMU.

* TenedoH abo eneKTPOHHY aapecy CAY»KOM TEXHIYHOT NIATPUMKM MOXKHA 3HANTKN Ha Beb-cauTi
BMPOOHMKa

* Bac moxke nonpocutn SCIENTIFIC COMPANY KOLIBRI LLC BMKOHATK AeAki 3aBaaHHA abo Aii 3
YCYHEHHA HeCnpaBHOCTEM, AKI MOXYTb BK/IKOYATM HACTYMNHE:

* BcTaHOBNEHHA OHOB/IEHD.

* BUKOHAHHA iHWMKX po3yMHMX il 3a 3anutom SCIENTIFIC COMPANY KOLIBRI LLC, AKi LONOMOXKYTb Y
BMABAEHHI abo BUpileHHI Npobaem (HanpuKnag, BCTaHOBAEHHA CNeLiaIbHOrO NPOrPamHoro
3abe3neyeHHA A4 BiAAANEHOMO AOCTYNY HALMX TEXHIKIB A0 BAWOro Komn'totepa Ym mobinbHOro
rafi»KeTy Towo).

* AKWwo npobnemy He BAAETHCA BMPILLNTH BiAAaNeHO, BaM A0BeAETbCA NoBepHYTM ToBap go LleHTpy
pemoHTy SCIENTIFIC COMPANY KOLIBRI LLC.

* YiTKO Ta NoBHicTO onuwiTh Npobnemy y dopmi ckaprm (Cnykba KnieHTiB HagacTb popmy nicns
BALLOro 3anuTy).

* [lopaliTe KOMito LLbOro 3aNOBHEHOrO rapaHTIMHOro TasIoHy Ta Konito Baworo paxyHKy-dakTypu /
KBUTAHLiT Npo npoaa i3 getanbHoto iHbopmauieto npo npuabaHHA KOLIBRI. (3BepHiTb yBary:
SCIENTIFIC COMPANY KOLIBRI LLC 3anuwae 3a cob6oto npaBo BUMaraTy opuriHaam AOKYMeHTiB.) AKWo
Bu He HagaeTe HEOOXiAHI AOKYMEHTU ANA NiATBEPAXKEHHS rapaHTii, ToAi AaTa BurotosneHHa KOJIBPI,
3adikcoaHa SCIENTIFIC COMPANY KOLIBRI LLC, 6yae BBarkaTMcA AK NOYATOK rapaHTiiHOro nepioay.
* MepekoHalTecs, Wo By NOBHICTIO CTBOPMIN pe3epBHY KOMito BCiX AaHMX, WO 3b6epiratotbea B 6asi
AaHux Baworo nporpamHoro 3abe3sneyeHHA KOLIBRI, Ta Buganunmn byab-aky ocobucty, KoHbiAeHLUinHY
abo BnacHy iHpopmauito nepes TMM, K Po3nNoYnHaT byab-aKkuin cepsicHMiA npouec. SCIENTIFIC
COMPANY KOLIBRI LLC He Hece BianoBiAanbHOCTI 3a NOCTiMiHY BTPATy, NOWKOAXKEHHS abo
HenpaswW/ibHe BUKOPUCTAHHA BaLLMX AAHUX.

* YnakyiTe BMpib y 6e3neyHy Ta cTabinbHy ynakoBKy. 15 LbOro Mo»Ke byTn KOpUCHa OpuriHa/bHa
ynaKoBKa. Y 6yab-AKoMy BMNagKy yNaKoBKa NOBMHHA BiANOBIAATM TAKMM BUMOTaM:

* BUKOPUCTOBYMTE }KOPCTKY KOPOOKY.

* Buaanite 6yab-aki ApAUKK, iHAMKATOPM Hebe3neyHMxX maTepianiB Ta iHWi nonepeaHi MapKyBaHHA
BiZIBAHTa*KEHHSA Ha KOpobLi, AKi 6inblue He 3aCTOCOBYHOTHLCA.

* O6epHiTb yCi NpeaMeTN OKPEMO

* BUKOPUCTOBYMTE afleKBATHMMN MaTepian LLO MAE BNAaCTUBOCTI aMOpTU3aTopa.

* BUKOPUCTOBYMTE MiLLHY CTPiIUYKY, NPU3HAYEHY A1A AOCTAaBKU

* BUKOPUCTOBYMNTE ETUKETKY 3 OZHIEI0 aPeCOto, AKa MaE€ YiTKy, NOBHY iHGOpMaLLito NPO AOCTaBKY Ta
NoOBEpPHEHHA

* NMomicTiTb Ay6NiKAT aAPECHOI ETUKETKM BCEPEAMHI YNAaKOBKM

* BbyAb Nacka, He HagcunamTe Hivoro, Kpim camoro KOJIIBPI, AKLWO Le cneujanbHO He BUMAra€eTbCs
SCIENTIFIC COMPANY KOLIBRI LLC.

3. BukntoueHHsa 3 MNapaHTii

SCIENTIFIC COMPANY KOLIBRI LLC He rapaHTye 6e3nepebiitHy abo 6e3nomunkoBy poboTy LbOro
npunagy. FapaHTia NOWMPIOETLCA AMLIE Ha TEXHIYHI Npo6iemm 3 061agHaHHAM NPOTATOM FapaHTIMHOro
nepioay Ta y 3BMYaMHWUX YMOBaAx BMKOPUCTaHHA. Lle He mowuploeTbca Ha npobaemun 3 nporpamHUm
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3abe3neyeHHAmM abo 36UTKM, CNPUUYMHEHI 3aMOBHUKOM, abo TaKi 06CTaBUHU, 5K, asie He 0BMEKYUMCh
HUMMU, 80:

* KOLIBRI nigpobneHo abo BiapemoHTOBaHO Ta / a6o MoANGIKOBAHO HE YNOBHOBAMKEHMM
nepcoHanom;

* CepiltHuii Homep KOLIBRI, KomnoHeHTiB ab0o aKcecyapis 3MmiHEHO abo BUAANEHO;

* 3aKiHUMBCA TepMiH 36epiraHHA, Y rapaHTIMHUI TEPMIH;

* NMowkoarKeHHn (Bunagkose un iHwe) KOLIBRI, sike He BnanBae Ha poboTy Ta pyHKLii KOLIBRI,
Hanpuknag, 6e3 obmerkeHb NOAPANUH, 3MIHU KONbOPY, TEKCTYPU abo 06PO6KK, 3HOLWYBAHHA Ta
NMOCTYNOBE NOTipLWEHHSA CTaHy;

* NowkoarkeHHA KOLIBRI, cnpuynHeHe BiMHOM, TEPOPMU3MOM, MOMKEKEI, aBaPIED, CTUXIMHUM NUXOM,
HaBMWCHMM ab0 BUNAAKOBUM HEMPABUAbHUM BUKOPUCTAHHAM, 310B}KUBAHHAM, HEXTYBAaHHAM abo
HEeHaNeXHUM TeXHIYHMM 06CNYroByBaHHAM Ta BUKOPUCTAHHAM Y HEHOPMA/IbHUX YMOBaX;

* NowkoakeHHA KOLIBRI, cnpuynHeHe HenpaBu/IbHOK YCTAaHOBKOM, HENPaBUAbHUM MiAKNOYEHHAM
abo HecnpaBHicTio NepudepitHNX NPUCTPOIB, TAKUX AK NPUHTEP, ONTUYHKUI NpuBig abo USB-npucTpin
TOWO;

* NowkoarkeHHA KOLIBRI, cnpuynHeHe 30BHIiLLIHbOK eNeKTPUYHOK HeCcnpaBHICTo abo byab-AKow
aBapieto;

* NowkoarkeHHA KOLIBRI BHacnigoK BUKOPUCTAHHA No3a poboynm cepesoBULLEM Ta CEpeaoBULLEM
36epiraHHA, AeTanbHO onucaHum y IFU;

* NowkoarkeHHA KOLIBRI, cnpuymnHeHe CTOPOHHIM NporpaMHum 3abesneyeHHAm abo Bipycom
(aTakamu); abo icHye BTpaTa nporpamHoro 3abesneyeHHa abo BTpaTa AaHUX, IKa MOXKeE CTaTUCs Nig vac
peMoHTy abo 3amiHu;

* HegiticHicTb ab60 nowkoaxkeHHA KOLIBRI, cnpnyunHeHe 3abpygHEHHAM Hebe3neYHMMM pe4oOBUHAMMU,
WKiIAHWKaMM YM pagialieto Towo;

* LLlaxpalAcTBO, KpagiKKa, He3po3ymine 3HMKHEHHA ab0 YMUCHE BUMHEHHS;

* NowkoakeHHA KOLIBRI, cnpuynHeHi BUKOPUCTAHHAM MaTepianiB, BiAMIHHMX Big, pEKOMEHA0BaHMX
SCIENTIFIC COMPANY KOLIBRI LLC, He nowmptotoTbCA Ha [apaHTito.

lapaHTiA He NOLWMPIETLCA Ha NOLKOAMKEHHA, CNPUYMHEHT 3BUYAHMM 3HOCOM, TOOTO Ha AeTani, AKi
noTpebyoTb NepiogMUYHOI 3aMiHM Mif, Yac HOPMaJIbHOrO BUKOPUCTAHHA NPUCTPOIO, BK/HOYAOUM Kabeni 3
MiKponpoLecopamu, cuioBi Kabeni, USB-kabeni Ta iHLWIi, BU3HaUYeHi cneuundikauiamm Bupoby Ta
PO3rNAHYTUMM BUTPATHUMKN MaTepiafiamu.

SCIENTIFIC COMPANY KOLIBRI LLC He Hece BignoBiAaNbHOCTI 33 MNOWKOAXKEHHA, CMPUYMHEHI
HeHaneXHMMKU npoueaypamm obcayropyBaHHA 061agHaHHA, HENPABUIbHUM OUYMLLEHHAM, @ TAKOXK
MEXaHiYHi Ta XiMiYHI NOWKOAXKEHHSA, CIPUYUHEHT LUM.

3a BMHATKOM BMMaAKiB, nepeabayvyeHMX LJEID TrapaHTiEld, i B MaKCMMaAbHO A03BOJIEHOMY
3akoHogascTBom 06c¢s3i, SCIENTIFIC COMPANY KOLIBRI LLC He Hece BignoBiganbHOCTI 3a npsami,
cneuianbHi, BUNagKoBi abo HacnigKoBi 36UTKM, CNPUYMHEHI BYAb-AKMM NOPYLLUEHHAM rapaHTii abo ymos,
ab0 byab-AKoto iHLIOK NPaBOBOIO TEOPIELD, BKAKOYALOUM, asle He 0OMEXKYETbCA BTPATO BUKOPUCTAHHS;
BTpaTa Aoxoay; BTpaTa ¢akTMYHOro abo ouvikyBaHOro nNpubyTKy (BKAKOYakouM BTpaTy NpubYTKY 3a
KOHTPaKTamu); BTpaTa BUKOPUCTAHHA rpollen; BTpaTa nepeabadyyBaHUX 3a0llaaKeHb; BTpaTa bisHecy;
BTpaTa MOK/MBOCTI; BTpaTa A0bpoi BOAi; BTpaTa penyTau,ii; BTpaTa, NOWKOAXKEHHA ab0 NOLWKOAKEHHA
AaHuX; abo byab-aKi HenpAMi abo HacnigKoBi BTpaTh abo NOLWKOAMKEHHSA, WO CNPUYMHUAM, BKTHOYAKOUN
3amMiHy obnagHaHHA Ta MaiHa, byab-AKi BUTPATM Ha BigHOB/NEHHA abo BiATBOPEHHA OYAb-AKUX OaHUX,
wo 36epiratotbca abo BMKopucToBYIOTHCA pa3om 3 KOLIBRI.
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BuiesasHayeHe 06mMeKeHHA He NOWMPIOETLCA HAa BUMOTM LWOAO0 CMEPTi UM TiNIECHUX YLWKOAXKEHb ab0o
6yAb-AKY 3aKOHOAaBYY BiANOBiAaNbHICTb 32 YMUCHI Ta rpybi HeobepeskHi Aji Ta / abo 6e3aianbHicTb
SCIENTIFIC COMPANY KOLIBRI LLC..

4. KoHdipeHUiHicTb

Bu noroarkyetech i posymiete, wo SCIENTIFIC COMPANY KOLIBRI LLC mae 36upaTtn, nepenasatv Ta
06p06.1ATN NepcoHanbHi AaHi 4N1A NonerweHHs 3annTyBaHOI NOCAYrK; i WO 3 i€t meToto Bawi gaHi
MOXKYTb OYTW NepenaHi Ta 06pobneri B byab-akin kpaiHi, e SCIENTIFIC COMPANY KOLIBRI LLC a6o ii
adininoBaHi KOMNaHii MatoTb odicK, [0 AKMX HAaNeXaTb KPAiHK 3a Mmexxamn Esponeicbkoro Cotosy, Yne
iMnepaTMBHE 3aKOHOA4ABCTBO He rapaHTYE PiBEHb 3aXMCTY AaHWUX, EKBIBANEHTHUI 40 3aKOHOAABCTBA
KpaiH-uneHis EC. OgHak SCIENTIFIC COMPANY KOLIBRI LLC BukopucToByBaTMmMe Ta 3axuwatnme Bawi
nepcoHanbHi gaHi B Byab-aKuniA Yac i B byab-aKil KpaiHi, Wwo nignagae nig gito NMonitnku
KoH®igeHuinHocTi SCIENTIFIC COMPANY KOLIBRI LLC.

5. MNo3a rapaHTiitHi ymoBu

MNosepHeHHA MpoaykTy Ao SCIENTIFIC COMPANY KOLIBRI LLC npoTsirom rapaHTiMHOro TepMiHy He
03Ha4Ya€ aBTOMATUYHO, LWO Moro byae BigpeMoHToBaHO 6e3KowToBHO. OTpMmasLwm Baw MpoayKrT,
SCIENTIFIC COMPANY KOLIBRI LLC 3anu1wae 3a coboto npaBo nepesipuTn AincHicTb Bawoi MapaHTii Ta
Baworo 3anuTy Ha rapaHTiliHe 06cnyroByBaHHA. AKLLO rapaHTIMHMIA TePMiH MUHYB ab0 AKLW0
3aCTOCOBYETbCA OyAb-AKe BUKAOYEHHA B NYHKTI 3, Baw 3anuT byae BBaXKaTUCA N03a rapaHTieto
(“O0W”). AKwo Baw 3anuT Ha nocayry OOW, Bam 6yae HagaHuit CNMCOK onaaTu Nocayr i3
NPONO3ULIEID PEMOHTY, AKMA BU MoxKeTe npuitHATU abo Bigxmantu. AKWo Bu npuiimeTte pemMoHT, MK
BiANpaBMmMo Bam paxyHOK-paKTypy Ha PEMOHTHI po60TK, 3anacHi YaCTUHM Ta iHLWI BUTPATK, 3a3HaYeEHi y
CnucKky onnatm nocnyr. PaxyHoK-¢$akTypa noBUHEH ByTW onnayeHui BiANOBIAHO A0 AaTU NAATEXKY, WO
MiCTUTbCA B AOKYMEHTI. PeMOHT Byae 34iCHEHO nicna onaaTu paxyHKy. Y mexKax, 403BO/IeHNX
3aKoHOM, SCIENTIFIC COMPANY KOLIBRI LLC moxe cTarysaTtu 3 Bac TpaHCNOPTHI BUTPATK, AKLLO Baw
3anuT Ha obcayrosyBaHHs OOW, i BU BiAMOBAIAETECH Bif, MPONo3unLii pemoHTy; abo AKLwo Baw Mpoaykr
He noTpebye 0bcyroByBaHHS.

6. O6bnagHaHHA fIKe 3a/uLLeHe.

Micna Toro, Ak Baw [MpoayKT BiapemoHTOBaHO abo sKWO Bu He 3roAHi 3 NPOMNO3ULLIEID PEMOHTY,
SCIENTIFIC COMPANY KOLIBRI LLC nosepHe Baw [MMpoaykT y3rogkeHum crnocobom. AKwo Bu He
3abupaerte Baw MpoaykT abo sKWO AOCTaBKa HEMOXK/AMBA 3a BKasaHow Bamu agpecoto, SCIENTIFIC
COMPANY KOLIBRI LLC BignpasuTb Bam noBifOMAEHHA Ha eNneKTPOHHY agpecy Ta TenedoH, AKi Bu
BKasanuM Ha 3anuT Ha nocayry. AKwo Bu Bce-Takm He 3mornu 3abpatu MNpoaykt npotarom 90 AHiB 3
MOMEHTY HaacunaHHA nosigomneHHsA, SCIENTIFIC COMPANY KOLIBRI LLC 3anuwae 3a coboto npaBo
BMMaraTu BiZ, Bac 361TKiB, BK/HOYaOYM BaPTICTb 36epiraHHA; yTuaisysaTu BUPi6 BiANOBIAHO [0 YUHHOIO
3aKOHOAABCTBA; @ TAKOXK byab-AKe CTaTyTHe NpaBOo Ha 3anobirKHKWI 3axig, 3a HecnavyeHi 36opu.

TEAR-OFF COUPON NO.1 [SERIAL NUMBER OF DEVICE] No.1 Filled up by service centre
PRODUCT KOLIBRI®
MODEL NAME Reception date

PURCHASING DATE Release date

TRADE ORGANIZATION Special Marks
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TRADE SERVICE
ORGANIZATION CENTER
STAMP STAMP
TEAR-OFF COUPON NO.2 [SERIAL NUMBER OF DEVICE] No.2 Filled up by service centre

PRODUCT KOLIBRI®
MODEL NAME Reception date
PURCHASING DATE Release date
TRADE ORGANIZATION Special Marks
TRADE SERVICE
ORGANIZATION CENTER
STAMP STAMP

WARRANTY CARD MAY BE PRINTED-OUT SEPERATLY FROM THE USER'S MANUAL AND
INCLUDED INTO COMPLETE SET OF THE KOLIBRI TOGETHERWITH/AS A PART OF TECHNICAL

PASSPORT.

BignoBiganbHi opraHisauii 3a rapaHTiiHe Ta nichAarapaHTiiHe 06CcnyroByBaHHA:

Manufacturer:
SCIENTIFIC COMPANY KOLIBRI LLC

Kinnyi provulok 8a, Kharkiv, 61001, Ukraine.

Tel.: +380913011110
email: info@kolibri.one
URL: https://kolibri.one

Authorized representative in European Union:

Authorized representative in European

Union:
HUNGARY
Medical Devices Magyarorszag KFT
1149 Budapest, Vezér utca 79-2
Tel: +36-20-971-93-23
email: info@mdevice.org
URL: https://www.mdevice.org/

Yci gjtoui 403B0/IM Ta cepTMdikaTh AOCTYNHI Ha Be6-calTi BUpobHMKa https://kolibri.one/certificates

Personal health screening MS KOLIBRI®
ID: KOLIBRI TF.16.002.003-IFU

2021-02-20 prepared by Pulavskyi Page 102


mailto:bioluch@yahoo.com
http://www.biopromin.com/
mailto:info@mdevice.org
https://www.mdevice.org/

IFU for MS KOLIBRI®

24 MAPKYBAHHA

Labels on the outer package of the MD KOLIBRI®

A
L)

&) (i) (9] [«

Labels and marking used for the MD KOLIBRI.

A number of internationally recognized symbols are placed on a label of the MD KOLIBRI®. The symbols
relate to the safety requirements and standards and are briefly reviewed below:

5 Trade name of the KOLIBRI®
medical device:
CE symbol (where xxxx is the c E TYPE BF s
number of Notified Body) APPLIED PART /R
A, i j
Issue Date A . Serial number SN [Serial number]
[Date of manufacturing] of MD
SCIENTIFIC COMPANY KOLIBRI LLC
Ukraine 61001 Kharkiv, Kinnyi provulok Symbol for
8a, Tel.: +380913011110 .
Manufactured by Ukraine connection of
) USB port

email: info@kolibri.one
URL: https://kolibri.one

in Europe
Authori iveinE ion:

Represented by uthorized representative in European Union CLASS Il

(European HUNGARY equipment IEC |:|
Medical Devices M ag KFT

representative) edical Devices Magyarorszag 60417-5172

1149 Budapest, Vezér utca 79-2
Tel: +36-20-971-93-23

email:
URL:
MD Class lla MD Class lla Attention label
Carefully read
Sign of waste ﬁ the IFU before EE_]
electronic equipment — the first use of
the device
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MpoekT eTnketoK gna MD KOLIBRI

g N

KOLIBRI®

Personal Health Screening System
Medical Devices Magyarorszag Kft
HUNGARY, 1149, Budapest, Vezér utca 79-2

tel: +36-20-971-93-23 email: info@mdevice.org url: www.mdevice.org

Moo = P20
Ch) || o
CEMTLT T

c N =] R e o
SN 00000

L. A

[Tpoekt etukerok niust MD KOLIBRI (st EU)

KOLIBRI®

MepcoHa/bHa cMCTeMa CKPUHIHTY 340p0B'a
P P Y 3A0p

TOB Haykosa komnaHia KOJIIBPI
“ npos. KiHHuMi 8a, Xapkis, YKkpaita, 61001
tel: +380-57-755-43-35 email: info@kolibri.one url: www.kolibri.one
Moz 1] (&) £28
@ Li-Pol ﬁ

UATR.099
SN 00000

KOLIBRI®

Personal Health Screening System

SCIENTIFIC COMPANY KOLIBRI LLC
prov. Kinnyi, 8a, Kharkiv, Ukraine, 61001

tel: +380-57-755-43-35 email: info@kolibri.one url; www.kolibri.one

Moz \\ | & %

SN 00000

. J

[Ipoekr erukerok miuss MD KOLIBRI (mst CIS)

Personal health screening MS KOLIBRI®
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. ™ 7 ;
Personal health screening system Personal health screening system
Designed by Health Entire LTD. Assembled in EU Designed by Health Entire LTD. Assembled in UA
Sistema de deteccién de salud personal Sistema de deteccidn de salud personal
Disenado por Health Entire LTD. Fabricodo en EU Disefiado por Health Entire LTD. Fabricado en UA
® A ARREERE, ® AARBISERS,
KOLIBRI eiHealth Entire LTDR 0000000 KOLIBRI Fiealth Entire LTDIG . 72550 S IEE,

Medical Devices Magyarorszag Kft Scan the QR code and register: [m] ey

HUNGARY, 1149, Budapest, Vezér utca 79-2 ;

Tel: +36-20-971-93-23 e-mail: info@mdevice.eu N Ine ".:.-' =
URL: www.mdevice.eu FHSOREIETM : [m] SR

=] 01| SCIENTIFIC COMPANY KOLIBRI LLC
61001, UKRAINE, Kharkiv, provulok Kinnyi 8a

Tel: +380-57-755-43-35 e-mail: info@kolibri.one
URL: kolibri.one

v

Cadigo QR de escaneo y registro: -1_' s

Ju3aiin eTUKeTKH JUIsl yIIaKOBKY MeAnuHUX BUpoOiB (st EU) Jlu3aiiH €TUKETKH JUIsl yIaKOBKY MeandHUX BUpoOiB (st CIS)

Personal health screening MS KOLIBRI®
ID: KOLIBRI TF.16.002.003-IFU 2021-02-20 prepared by Pulavskyi Page 105



25 BVIPOBHUK | ABTOPM3OBAHI CEPBICHI LLEHTPU

Bupob6HMK a60 aBTOpM30BaHi CepBiCHI LLeHTPM L0 HAAAIOTb rapaHTiiHe 06C1yroByBaHHA Ta PEMOHT:

Manufacturer:

SCIENTIFIC COMPANY KOLIBRI LLC
Kinnyi provulok 8a, Kharkiv,
61001, Ukraine.

Tel.: +380913011110

email:

URL:

aaal

Authorized representative in European Union:
HUNGARY

Medical Devices Magyarorszag KFT

1149 Budapest, Vezér utca 79-2

Tel: +36-20-971-93-23

email:

URL:

Service centre EU

ONKOCET s.r.o.

4 Kutuzova str., 90201 Pezinok,
Slovakia, Tel.: +421 (2) 44640977
email: onkocet@onkocet.eu
URL: www.onkocet.eu

[ox Jrer]

Representante Oficial en MEXICO:
“B&L PROMOTION, S de R. L. de C.V.”
Division Médica: “B&L MEDICA”,
Insurgentes Sur 1872-302,

Delegacién Alvaro Obregén

Col. Florida, Ciudad de México

tels.: +52 1 55 4135 9579

+52 1551295 7030

email: joenages@blmedica.com

URL: www.blmedica.com

UK

Authorized representative in UK
Health Entire LTD

86-90 Paul Street

London, United Kingdom

EC2A 4NE

Tel.: +447938004330

email: healthentireuk@gmail.com
URL.:

Yci aificHi 4o3BOAM Ta cepTUdiKaTU PO3MILLYIOTbCA Ha AOMALLHIA CTOPiIHLi BUPOBHMKA

MD Class: lla

According to the Directive 2007/47/EC of the European
Parliament and of the Council of 5 September 2007
amending Council Directive 93/42/EEC concerning
medical devices (hereinafter Directive)

KOLIBRI™ is a transient noninvasive active medical device
of Class lla, according to the Annex IX Sect. | clause 1.1 and

clause 1.6, Sect. Il clause 2.3, Sect. Il clause 3.2 Rule 10 of

the Directive

Personal health screening MS KOLIBRI®
ID: KOLIBRI.001.003-IFU-UA

According to the REGULATION (EU) 2017/745 OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April
2017 on medical devices (hereinafter MDR).

KOLIBRI™ is a transient noninvasive active medical device for
diagnostics of Class lla, according to the Annex VIII, Sect. |
clause 1.1 and clause 2.5, Sect. Il clause 3.3, Sect. Il clause 6.2

Rule 10 and clause 6.3 Rule 11 of the MDR.
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26 COMPLIANCE WITH GDPR

Considering that on the 25th of May 2018, the EU regulation on protection of personal data entered into
force, namely REGULATION (EU) 2016/679 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27
April 2016 on the protection of natural persons with regard to the processing of personal data and on the
free movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation) -
hereinafter GDPR Regulation, we, as the manufacturer of the medical equipment for screening diagnostics
(KOLIBRI™) recommend our customers to take appropriate measures for the protection of sensitive
information on the health state of their patients.

For our side, we declare that no information and data is transmitted from the device to third parties, as well
as to us, as the manufacturer. We do not receive, store or use the information about your patients. The
database is kept locally on your computer and it is your responsibility to keep it safe. Being an authorized
user of the device (a holder of the software protection key), only you are able to share the information from
the database of the device directly to appointed addressee. We have implemented several protective
measures, which will be helpful for you in that regards, they are the following:

\' Access to the database and encryption/decryption of data is carried out with a password and use SSL
protocol with authorization into an email. The software and the database don’t run without the
password, so only the authorized user, who keeps the password to the definite account (hence to
the corresponding DB) has to access to the records in the database.

\' Access to the database is protected with a password (hidden) additionally and is possible only via the
software KOLIBRI™.

We ensure, that the volume of information about a person, which is added to the database of the software
is adequate, relevant and limited to what is necessary for the purposes of diagnostics and the collected data
will not be further processed in a manner which is incompatible with those purposes (complies with Article
5 of the Regulation (EU) 216/679).

We strongly advise against sending the results of testing by email to avoid any information leak or
unauthorized access to the sensitive data of your patients. As you have an ability to print out the results, so
you can give the survey with results of testing to your patients in a paper form, after signing the informed
consent.

We recommend getting a signed consent form for processing and storage of personal data of a patient,
including the data concerning his/her health, from each of your patient BEFORE testing on the device.

A sample of the informed consent is below. It was also included in the survey/report form and is usually printed at the
beginning of the document, before the results.
INFORMED CONSENT (GDPR): | have been briefed on my rights and Privacy Policy based on the REGULATION (EU)
2016/679 (GDPR) regarding the processing, storing and free movements of my personal data, which are used by the
medical device and software KOLIBRI™ for the purposes of a non-invasive screening test.
I am aware of and agree with the condition that the data containing in the database of the software IDEA-4RS will not
be disclosed and/or forwarded to unauthorized third parties except the following:
a) to a personal data processor (a medical professional, who is responsible for carrying out an examination and
interpret the results on site);
b) to the respective/authorised staff of the manufacturer, whose duties includes the elimination of bugs in the
software, software update or other assistance related to the software on the request of the personal data processor;
c) to governments, control agencies, regulatory authorities and others as permitted or required by law.
| am aware of an ability to withdraw my consent at any time submitting a written statement in the place, where the
service was provided. Thereof, | realize that my personal data will be deleted irrevocably and without a possibility of
further applying, referring and analysing of such data.

Signature of patient
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27 YTUNIBALIA NMPOrPAMHOIO 3ABE3IMEYEHHA

Meplw HixX BUAANUTU MOBINbHUIA A0AATOK HA CBOEMY MOBINbHOMY ragsKeTi, NOTPIGHO BUAANNUTU CBilA
obnikoBuii 3anuc.

YBingitb y cBilt 06niKoBUI 3anmc xmapHoi nnatdopmu KOLIBRI.ONE.

BuaaneHHs obnikosoro 3anucy B HSP KOLIBRI.

3aranbHuii BUrNAA iHTepdeiicy HanawTyBaHb KepyBaHHA 06iKOBUM 3anNnCOM TaKUi:
Delete account

o ATTENTION! Completing the account deletion procedure requires your confirmation via email

-

Ons iniuianisauii npouecy BuaaneHHs obnikosoro 3anucy 3 HSP KOLIBRI KopucTyBay HaTUCKA€E KHOMKY
«Bupaanutu» ("Delete"). BUKAMKAETbCA MOAANbHE BIKHO, B AKOMY KOPMCTYBa4 NoOBUHEH NiaTBEPANTU
BMAaneHHa obnikosoro 3anucy 3 HSP KOLIBRI:

Delete KOLIBRI account?

Onepauis BuaaneHHa ob61ikoBOro 3anucy NOBHICTIO BUAanse aAaHi Kopucrtysada 8 HSP KOLIBRI, sika
NOCWNAETLCA Ha MEePCOHasbHI AaHi BignoBiaHO A0 3aranbHOro pernameHTy 3axucty gaHux (€C)
2016/679.

MONEPEOMEHHA: Buganeri gaHi BigHOBUTM HEMOKNMBO. BuganeHHa 061iKOBOro 3anmcy BUMarae
nigTBEPAKEHHA Bif, KOPUCTYBAYa €1EKTPOHHOIO MOLUTOHO.

Micna nigTBEpAXKEHHA iHiliani3auii onepauii 3 BuganeHHs obnikosoro 3anucy KOLIBRI nocunaHHa gns
BMAANEeHHA 06/1iKoBOro 3anucy byae HagicnaHe Ha NOWTY KOPUCTYBaYa.

AKWo BMaaneHHa obnikoBoro 3anucy byge ycnilwHMM, Nnporpama nosigoMMTb Bac Npo Le:

Personal health screening MS KOLIBRI®
ID: KOLIBRI.001.003-IFU 2021-02-20 prepared by Pulavskyi Page 108



IFU for MS KOLIBRI®

Delete account e
@ Kolibri account was deleted successfully.

AKLWoO nig Yac BuAaneHHA Baloro 061ikoBOro 3anmncy BUHMKaE NOMWIIKA, Nporpama nosigomMmTb Bac:

Delete account e

Account deletion key is incorrect.

AKLWO BM BUKOPUCTOBYETE MOBINBHWNI A0AaTOK, BU MOXKeTe He3neyHo BUINTM 3 HbOTO Ta BUAANUTU OO
nicns suAaaneHHa 06a1iKoBOro 3anmcy XmMapHoi naatpopmm.
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28 ICTOPIA QOKYMEHTY TA KOHTPOIb BEPCIV

IFU for MS KOLIBRI®

1.0

2021-02-20

KopoTtknuii 3micT 3MiH
JIOKYMEHT CTBOPEHO

Team, listed on the title

CynyTHi JOKyMEHTH

& Bynsb snacka, ypa:kno npounrtaiite IFU nepen BUkopucTaHHAM NPHUCTPOIO!
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