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PyKOBOACTBO MO 3KCNyaTauum
Ha MegULUHCKOoe usgenue

06 uspenum MegULUHCKOro
Ha3Ha4YeHusd

1.1. HaMMeHoBaHMe MegULUHCKOro nsgenus
CucremMa HenpepbIBHOro MOHUTOPUHIA rMOKo3bl iCan i3
(0anee no mexkcmy - Cucmema, Cucmema HMI, CHMI™ iCan i3.)

1.2 CocTaB MeAULIMHCKOro U3AeNNS U KOMIJIEKT NOCTaBK
«CuncTeMa HenpepbIBHONO MOHUTOPWHIa raoko3bl iCan i3 CGM»

1.

KoMnnekT gaTyuurka, B COCTaBe;
1.1 AnnavkaTop — 1 WT.
1.2 CEHCOpPHbIN 31EMEHT — 1 LUT.

KomnnekT nepegatynka Bluetooth

C HM3KUM 3HepronoTpebneHueM (BLE), B cocTase:
2.1 [lepxxaTenb nepepatyvka B c6ope — 1 LWT.

2.2 MOHTaX)XHbI TOTOK B cObope — 1 WT.

2.3 MNepepatumk B c6ope — 1 WT.

Mo6unbHoe npunoxeHue iCan Health — 1 wr.

PyKOBO,EI,CTBO nonb3oBaTtesid — 1 LWWT.

1.3 HasHaueHne MegULUMHCKOro usgenus

CucTteMa BbISIBASET TEHAEHUMN N OTCNIEXMBAET 3aKOHOMEPHOCTY, @
TaK>Xe NOMOraeT B BbISIBIEHUM 9NN30A0B rMnep/rmnoriMkemMmm, 4to
obneryaeT KOPPEKLUMIO KaK HEOT/TOXHOM, TakK M JONTOCPOYHOMN
Tepanuu, B TOM Yucne y 6€peMeHHbIX XXEHLLMH C HapyLLUeHNeM
YrNEBOAHOIro O6MEHa, BK/toYas reCTalMOHHbIN CaxapHbl AnabeT,
nperecTaunoHHbINCaxXapHbI AMabeT, MaHUMECTHbIN CaxapHbI
avabeT. VIHTepnpeTaums pe3ynbTaToB CUCTEMbI AOMXKHA
OCHOBbBIBATbCS Ha AMHAMMKE YPOBHS MOKO3bl M HECKObKNX
nocnefoBaTebHbIX NOKa3aHWsIX B TEYEHNE BPEMEHN.

1.4 O6nacTb NPUMEHEHUS
SHAoKpuHonorua. [letckas aHooKpUHoorus. Tepanus.

1.5 Noka3aHuA K NpUMEHEeHUIOo

[lnsa BbISBNEHUS TEHAEHLMWI N OTCNIEXMBaAHUS 3aKOHOMEPHOCTEN
W3MEHEHUS YPOBHS MOKO3bl Y NaLMEHTOB, CTPaAAoLLMNX
caxapHbIM AMabeToM u npegnabeToMm, B TOM Yncne y
6epPEeMEHHbIX XXEHLUUH C HApYLUEHUEM YINIEBOAHOIrO O6MEHa,
BKJIIOUAsl reCTaLMOHHbIA CaxapHblil AMabeT, NperecTaunMoHHbI
caxapHbI anabeT, MaHUPECTHbIN CaxapHbI AnabeT.

1.6 npOTMBOHOKaBaHMH K NPUMEeHeHUro

NMpuMeHeHne ceHcopa He pekoMeHayeTcs ANns nopeun,
Y KOTOPbIX OTCYTCTBYET BO3MOXXHOCTb:

I'Io,u,p.epmaHMﬂ KOHTaKTa CO CBOUM JievyallM BpadoM.

MpoBepPKU YPOBHS IOKO3bl B KPOBU HE peXXe OfHOro
pasa B CyTKU.

MpoBepKU YPOBHS MIOKO3bl B KPOBU U UCMONb30OBaHNUS €ro
LNS IPUHSATUS PELLEHUS B CIyYae, eCIN YPOBEHD ITTHOKO3bl
6bICTPO NafjaeT UM NOBbILLAETCS TMB0 NoKasaHUsi CeHcopa
He COOTBETCTBYIOT OLLYLLUEHUSM.

Pacno3HaBaHWs U peakumn Ha NpepynpexaeHus U CUrHarbi
onoBeLleHus. (s NCnonb3oBaHUS U3penus TpebytoTcs
Hagexalun cnyx 1 3peHue).

3anpelyeHo ucnosib3oBaTb NPU HAUUUK
cnepyowmnx ¢paKTopoB:

AnneprmquKaﬂ peakuna Ha MaTepumalibl Usnenms.

Tpodurueckme HapyLLeHUs 1 3a601eBaHMSt KOXXM B MECTaX
YCTaHOBKU U dMKcaLmm ceHcopa.

CamMocTosiTeNbHOE NPUMEHEHNe 6e3 HabNaeHNS
nauueHTaMm, KoTopble CTPadatloT aJIKoroM3MoM,
HapPKOMaHWeN, TAXENbIMU NCUXMYECKMMU PACCTPONCTBaMMU
(Hanpumep, aenpeccuent, Wn3odppeHnen), HaxoaaTcs

6€3 CO3HaHMS, HE B COCTOSIHUU MOHSATb UM OCBOUTb
WCMOMb30BaHME YCTPOMCTBA, MMEIOT TAXKEble HapyLUEeHUs
CllyXa UK 3pEeHUs], YTO MOXET NPUBECTUN K HEKOPPEKTHOMY
mncnonb3oBaHuio CHMT iCani3.

1.7 Bo3MO)XHbIe N0604HbIe 3$PEKTbI

YcTaHOBKa gaTtymka MOXeT npmMBEeCTU K NOABIEHUNIO
reMaToMbl N KPOBOTEYEHUIO B MECTE BBEOEHNA.

HeKOTOpre nosibsoBaTtesiu MOoryT 6bITb 4YyBCTBUTEJ1bHbI

K Knedwemycd BeleCTBY, KOTOPbIM AaTYUK NMpUKpenndaeTcs
K KOXXe. Ecnu Bbl 3aMeTunun 3HaumTenbHoe pasgpaxeHne
KOXWM BOKPYT gaTtynka nnm nog HUM, CHUMUTEe O0aTumK

M npeKpaTtuTe noJib3oBaTbCA CUCTEMOWN. O6paTMTer

K Bpauvy, npexage 4emM npoaos/iK1Tb NO/1b30BaTbCA CUCTEMOW.

1.8 O6wme npepynpexpeHus

He urHopupymnTe CUMNTOMbI, KOTOPbIE MOTYT 6bITb BbI3BaHbI
HW3KMM WUJIM BbICOKUM YPOBHEM T1H0KO3bl B KpoBU. Ecnn 'y Bac
©CTb CUMMTOMbI, KOTOPbIE HE COOTBETCTBYIOT MOKa3aHUAM
[LATUMKa rMHOKO3bl, MW Bbl MOAO3PEBaeTe, YTO Ballm
pe3ynbTaTbl MOTYT 6blTb HETOYHBIMU, MPOBEPbTE Pe3y bTarT,
npoBeas TECT Ha YPOBEHb IIOKO3bl B KPOBU C NMOMOLLIbIO
rnokomMeTpa. Ecnv Bbl UCMbITbIBAETE CUMMTOMBI, KOTOPbIE

He COrnacytTCs C BallMMUM MOKA3aTeNs MU TOKO3bl,
MPOKOHCYIbTUPYNATECH CO CBOUM JIeHaLLMM BPAYOM.

PelleHne 0 neyeHum He MoXeT BbITb MPUHATO, ecn Balla
cucteMa HMr iCan i3 He oTo6paXaeT undpy Uam CTPesKY,
MUK pe3ynbTaTbl HE COOTBETCTBYIOT BalLMM CUMMNTOMaM
WUCMONb3yNTE MIOKOMETP ANS MPUHATUS PeLLEeHns

O NneyeHun gmnabeTa.

JkcnayaTtaumst U3genms NPomn3BoANTCS CTPOro

B COOTBETCTBUU C IKCM/TyaTaLMOHHbIMN AOKYMEHTaMMU,
BXOAALLMMM B KOMIMJIEKT MOCTaBKMU.

Hukakast Mogudmkauma gaHHOro o60pyaoBaHus

He ponyckaeTcs.

Cucrtema HenpepbIBHOro
MOHUTOpPUHra raKo3bl iCan i3 CGM

1.9 Mepbl NpefoCcTOPOXXHOCTU

+  He nogeeprante cuctemy HMrI iCan i3 BO3oencTBuUto
CpPencCTB OT HACEKOMbIX U COTHLE3ALLMUTHOrO Kpema. KOHTakT
C 9TUMU CpencTBaMM MO yXOo[y 3a KOXEN MOXET MPUBECTU
K noBpexaeHuto CHMI iCan i3.

- He HapeBanTe CHMTI iCan i3 B ropsiuen BaHHe.

+  Ecnu Bbl 3aMeTUAM 3HaUNTENbHOE pasapaXKeHne KOXNn
BOKPYT AaTumKa UKW NOA, HUM, U3BNIEKUTE JaTUMK
W NpeKpaTuTe ncnosb3oBaHmne cuctembl HMI iCan i3.
Mpexae yeM Npoao/mMKaTb UCMONb30BaTb cucteMy HMI
iCan i3, o6paTnTEeCh K CBOEMY flevalleMy Bpauyy.

- Cuctema HMT iCan i3 npegHa3HaveHa g1 OAHOPa3oBOro
MNCMoJIb30BaHNS. [TOBTOPHOE MCMONb30BaHNE MOXET
NPVBECTU K OTCYTCTBUIO PE3Y/IbTaTOB U3MEPEHUS
F/IFOKO3bl U MHPULMPOBAHMIO.

+ W3 KNMHMYeCKoro nccnenoBaHns 6bi1M UCKIOUYEHDI
NauMeHTbl, UMEBLUME B aHaMHe3e AnabeTnIeCcKuni
KeToaLmao3 nam rmnepoCMOSIPHYIO TMNepriaMkeMmio
B TeYeHue 6 MecsueB A0 CKpUHUHIa. Ecnn Bbl cTpapaeTe
TaKMMM e 3a60/1eBaHNSAMU, NPEXAE YEM UCMOSIb30BaTb
cuctemy HMr iCan i3, o6paTnTech K CBOEMy NevallemMy
Bpauy.

+  Pe3ynbTaTbl MOHUTOPUHIA, NOMYYEHHbIE B XOA4E
aKcnayaTauum n3gennsi, MoryT 6biTb NCMOJIb30BaHbI
TOJIbKO B KQYeCTBe CMpaBoOYyHOro Matepmana ans
BCMNOMOraTeibHOM AMarHOCTUKM CaxapHoro gnabeTa,

a He B KayeCTBe OCHOBbI /151 K/TMHUYECKOro AnarHosa.

He ncnonbsymnTte cuctemy HMI iCan i3, ecnu Bbl
HaxoAMTeChb Ha AmManmse UMy Bac UMMNIAHTUPOBAHDI
KapamMoCcTuMynsaTopsbl. PesynbtaTtbl cnctembl HMI iCan i3
MOTYT 6bITb HETOUHbIMU Y 3TUX FPYNMN HACENEHUS.

+  OrpaHuyeHune Ha MPT/KT/guaTtepmuto.

- He HapeanTe nsgenue cuctemol HMI iCan i3 (patumk,
nepenaTymk, NPUEMHUK NN MOBUITbHOE YCTPOMCTBO) NpU
npoBefeHNn MarHUTHO-pPe30oHaHCcHoM ToMorpadumn (MPT),
KoMnbtoTepHon ToMorpadum (KT) nam BbICOKOYACTOTHOM
3aneKkTpoTepMum (gnatepmms).

+  He ucnonb3ynte cucteMmy HMI iCan i3, ecnuv Bbl cTpagaeTe
HapyLUEeHNsIMN CBEPTbIBAEMOCTU KPOBU AN MPUHMMaETe
aHTUKOAryfnsaHTHble Npenaparbl.

1.10 MNoTeHuunanbHbie PUCKMH, CBA3aHHbIE
C UcnoJsibsoBaHMeM gaTymkKa

Peakuuu, cBi3aHHble C HOLUEHUEM JaTuMKa: OT JIerKkomn
[0 TSHKeNnomn creneHn

- Hanpumep, annepruyeckas peakuus, 3y oT yMepeHHoM
[LO CUITbHOW CTEMEHM, CbiMb, IPUTEMA, OTEK, YMIIOTHEHME,
KPOBOTEUYEHMEe, CUMMTOMbI B MECTE BBEAEHUS, reMaTOMbl,
60/1b, HE3HAUMTEIbHOE BOCMaNleHNe B MecTe BBeAeHUS,
LVCKOMOPT BO BPEMS UCTO/Ib30BAHMS.

. rVII'IepFJ'IVIKeMVIﬂ M anm3ogbl rmnornankeMmnm

+  HecobniogeHne MHCTPYKUUIA MO MPUMEHEHMIO CUCTEMD
HMI iCan i3 1 Bcex ykasaHWi, NpoTUBOMNOKa3aHn, Mep
NPEAOCTOPOXHOCTN MOXET NPUBECTU K TOMY, UTO Bbl
NPONYCTUTE Pa3BUTUE TAXKENON rMNOrnukeMmm (HU3Kui
YPOBEHb I0KO3bl B KPOBW) UMW FTMNEPrIMKEMUM (BbICOKUIA
YPOBEHb I0KO3bl B KPOBW).

1.11 MNoTeHuuanbHble ﬂOTpeﬁMTenM

MaumeHTbl C AMarHo3oM caxapHbii AnabeT B BO3pacTe OT 2 1IeT U
cTapLue (B Bo3pacTe OT 2 A0 18 neT nop, 0693aTesIbHbIM KOHTPOMEM
B3POCSI0r0), B TOM UMC/Ie 6EPEMEHHbBIE XEHLLMH C HAPYLLUEHNEM
YrNEeBOAHOro 06MeHa, BKJIKoUas reCTalMOHHbIN CaxapHbi AMabeT,
NperecTauMoHHbIA CaxapHbI AMA6ET, MaHNGDECTHbIN CaxapHbIN
Anaber.

1.12 MpuHUUN aencTeua

CucTeMa HenpepbIBHOrO MOHUTOPUHIA FIFOKO3bl — 9TO
YCTPOMCTBO HEMPEPbLIBHOIO MOHMTOPUHTA IHOKO3bl B PEXUME
[peanbHOro BpeMeHu, NpeaHasHauYeHHoe A1 leYeHns caxapHoro
AnabeTay niofeit B BO3pacTe OT 2 f1eT U CTaplLue.

B cucteme HMT iCan i3 ucnonb3syeTrcs 3/1eKTPOXMMUYECKUIA
AATYUK 719 HENPEPbIBHOrO MOHUTOPUHIA TTHOKO3bl

B UHTePCTUUMANbHOM XunakocTu (ISF). JaTunk ncnonbsyet
OKMC/IUTE/IbHO-BOCCTAHOBUTESbHbIM PEPMEHT A1 OKUCIEHUS
rIIOKO3bl U Mepeaayn 2/1eKTPOHOB K YroSIbHOMY 3/1EKTPOAY,
co3aasas Tok. Cuna Toka NponopLmoHasibHa KOHLEeHTpaumm
IIOKO3bl, MPUCYTCTBYIOLLEN B UHTEPCTULMANBHOM XXNOKOCTU.
MpunaraemMbiri nepefaTynk NpeobpasyeT CUrHas dN1EKTPUYECKOro
TOKa B 3HAYEeHWe roKo3bl (B Mr/an Uamv MMonb/ 1), KOTopoe
OTOBpPAXKAETCH B MPUIOKEHUN.

Monb3oBaTenu MoryT 3arpy3uTb npunoxeHue iCan Health yepes
3NEKTPOHHbIE MaraavHbl MPUIOXEHUIN A1 MOBUIbHBIX YCTPONCTB
Google Play (Android) n APP Store (iOS). MpunoxeHwne iCan Health,
MCMOJIb3yeMoe C KOMMJIEKTOM AaTuumKa 1 KOMMIEKTOM
nepepaTynka, Coco6HO CobMpPaThb, aHaIM3NPOBAaTb,
Npeo6pa3oBbIBaTL M OTOGPAXATb TEKYLLME AaHHbIE, COBPaHHbIe
nepenaTynKoM, a TaKXKe COXPaHNATb COB6PaHHbIE AaHHbIe

W reHepUpoBaTb OTYETHI.

CHMI iCan i3 coob6LaeT ypoBeEHb I/1H0KO3bl B peaslbHOM BPEMEHU
1 MO3BOJISIET MOCTOSHHO NMPOCMAaTPMBATL 3HAYEHWS U3MEPEHHOTO
AaTYMKOM YPOBHS [THOKO3bl Ha BbIGPaHHOM BaMU MOBUIbHOM
ycTporcTee. CUCTeMa OTCNIEXMBAET Balll YPOBEHb MHOKO3bl
KaXkable 3 MUHYTbI, U3MePSsisi COAEPIKaHNE MIOKO3bl B
WHTEPCTULMNANBHOM XNOKOCTW. [JaTuunK, yCTaHOBIEHHbIN MOA, KOXY,
nepegaeT pe3ybTaTbl U3MEPEHUS YPOBHS MOKO3bl HA
nepegaTyuk, a nepeaaTumK NepeaaeT pesybTaTbl U3MepPeHUs
YPOBHS FIIOKO3bl HA MPUIOXEHME CUCTEMbI HEMPEPbLIBHOMO
MOHUTOPMHra rtoko3bl iCan Health. MpunoxxeHne otobpaxkaeT
BaLl YPOBEHb IIOKO3bl U €ro TEHAEHUMN. [PUNoXKeHNe Takxe
oTnpasBnseT/oTob6paxaeT ONOBELLEHUS, €C/IN YPOBEHbD ITIOKO3bl
HaxXoAUTCA AN MPOrHO3NPYeTCs B HE6E30MacHOM 30HE.

113 Knaccuquau.uﬂ MeanUNHCKOro nsaenusa

Tabauya 1 - CeedeHusi 0 Kaaccupukayuu MeduYUHCKO20
usdenus u mpebosaHus besornacHocmu

MapameTtp 3HaueHne

Knacc noteHuuanbHoro 26
pmc:Ka I'IpVI MeHeHUnsa

Bua meguumHckoro
n3genua

269540 «CuctemMa
YPECKOXXHOrO MOHUTOPUHIa
YPOBHS T/THOKO3bl
NHTEePCTULMANbHOM
3NEKTPOXUMMUYECKNIA
MeTom>»

Kop OKI142 26.60.12.129

«[Mpun6opsbl 1 annaparbl
NSt GYHKUMOHANbHOWM
LMAarHOCTUKM npoyune,
NpUMeHsieMble

B MEAULMHCKUX Lensx,
He BK/IIOYEHHbIE B Apyrue

rPYMNAYPOBKM>.

3almTa oT NnoparkeHus Knacc Il
3/IEKTPUYECKUM TOKOM

cornacHo EN 60601-1

Knaccunoukaums paboumnx
yacTteun cornacHo EN

ViMeeT pabouyto
yacTb TMnNa BF

60601-1
Knaccuoukaums Mpynna 1
Nno 3/1eKTPOMarHMTHOM Knacc B

COBMECTUMOCTM COr/lacHO
CISPR 11

3almTta oT onacHoro
NPOHUKaHUA BOAbl U
TBepabiX YaCTUl, gaT4ynKa
C nepenaTynkom

IP28 (Ha rny6uHe 0o 2,5
METPOB B TEYEHNE 2 YACOB)

MeTop cTepunmnsaumnm
OaT4yuKa

PaguauvoHHas
cTepunusaums

MakcumanbHo gonycrtmMmoe He 6onee 120 MUH.
BpeMa yCTaHOBJ/1IeHUA

paboyero pexuvma

Mpoussogurtennb
M pa3paboTumk

Changsha Sinocare Inc, China. (YaHwa CanHoka, Kutan).

No.265, Guyuan Road, High-Tech Industrial Development Zone
Changsha, Hunan, 410205 China (N°265, I'ytoaHb Poya, 3oHa
BbICOKOTEXHOTOTMYHOIO NPOMBbILLUNEHHOIo Pa3BnUTUA YaHLwwa,
NPOBUHLMA XyHaHb, 410205 KnTan.)

MecTo npousBoacTBa
MeAULUHCKOro nuspenus

Changsha Sinocare Inc, China. (HaHwa CanHoka, Kutawn).

No.265, Guyuan Road, High-Tech Industrial Development Zone
Changsha, Hunan, 410205 China (N°265, I'ytoaHb Poya, 3oHa
BbICOKOTEXHOIOMMYHOMO MPOMBILLIEHHOrO Pa3BUTUS YaHLua,
NPOBMHLMA XyHaHb, 410205 KuTai.)

CsefeHus 06 yroTHOMOYEHHOM MPeACcTaBUTENE NPOU3BOAUTENS

O6LLECTBO C OrPaHNYEHHOM OTBETCTBEHHOCTbIO «CAHOKS
PYC» (000 «CAVMHOK3 PYC»).

129344, . MOCKBa, BH.TEP.I. MYHULMMNAsbHbIN OKPYT
BabywknHckmi, yn. J1éTumka babywknHa, 4. 1, K. 3, nomMeL, 8B/1.

OnuncaHne OCHOBHbIX q)yHKLI,VIOHaHbeIX S/1IeMEeHTOB,
COCTaBHbIX YacTel MeaULMHCKOro nsgenus

4.1 MepuumHcKue usgenus, npeaycMoTpeHHbIe
OJ19 UcnoJib3oBaHUs B KOMGUHauum ¢ MU.

B komM6uHaunu ¢ MU ppyrme MmeguUMHCKUE U3OENNs
He NCMOMb3YITCH.

4.2 CBepgeHus o NeKapCTBEeHHbIX nNpenapatax U MaTepuaiax
XXUBOTHOIO NPOUCXOXAEeHUA

N3penve He copepXUT B CBOEM COCTaBE JIEKAPCTBEHHbIX
CPencTB Unn bapMaLeBTUYECKUX Cy6CTaHLMNA.

|_|pl/l M3roToBIeHUN N3genna He MCNoJib3yroTCAa MaTepualibl
XMBOTHOIO MPOUCXOXOEeHUSA.

4.3 Mo6unbHoe npunoXxeHme

HanMeHoBaHne Mo6uUnbHOro npunoXkeHus: iCan Health
Knacc 6e3onacHocTu: C

OnepauunoHHas cucteMa
CuctemMa Android: Android 8.1 1 6onee no3gHue Bepcum.
CucteMa iOS: iOS 14.1 1 6onee No3gHUE BEPCUN.

Ecnu nporpamMMHoe obecneveHmne BbIMAET U3 CTPOS,
Nosb30BaTENN MOTYT HE UMETb BO3MOXXHOCTU KOHTPOIMPOBaTh
CBOW TEKYLLMN YPOBEHD ITHOKO3bl B KPOBW. ECin cnuctema

He oTnpasuaa NpeaynpeXxaeHue o rmnepriamkeMmm, Korga
Nosb30BaTENN HAXOAATCS B COCTOSIHUM TMNEPIINKEMUN,
nosib30BaTE b MOXET UCMOJIb30BaTb MIIOKOMETP AN
NOATBEPXKAEHUS YPOBHS IIOKO3bl B KPOBU U MPUHATUS
JanbHenwmx Mep. B xyawwem crnyyae 3To MOXET nNpuBecTu

K KeToaLuMao3y KPOBU, KOTOPbIN, B CBOIO O4epenb, MOXET
NPUBECTU K CEPbEe3HbIM TPaBMaM U NieTasibHOMy Ucxogny.
CnepoBaTesibHO, K/lacc 6€30MacHOCTM A5 3TOro NPOrPaMMHOro
obecneyeHus - knacc C B cootBeTCcTBUM C IEC 62304.

OT1an NpoeKTUpoBaHUSA

Mo6unbHOe NPMNoXeHme pa3paboTaHo B COOTBETCTBUM

C NpoLueanypon ynpasneHUs XXM3HEHHbIM LMKIOM MPOrpaMMHOro
obecneueHus. ITa npouenypa 6bina paspaboTaHa B
COOTBETCTBUM C TpeboBaHUaMU IEC 62304 n ISO 13485,
CTpaTternyeckmnin naaH NPoAyKTa, NiaH NPOeKTUPOBaHUS U
pa3paboTku, BBOA AM3aMHA, BbIBOA, AM3aMHA, NPOBEpKa AM3aiHa,
BanMaaums ansanHa u nepegada. Kaxxgas ¢asa 6bi1a nsyyeHa
NPOEKTHOM KOMaHAOoWM 1 0[o6peHa reHepasibHbIM MEHEAKEPOM
Ang nepexopa K cnegytoulen pase. CaMbiM NOCIEAHUM 3TarnoMm
NPOBePKM Bblna Banvaauns 1 nepefayda NpoeKkTa, pesyibtaT
NPOBePKM 6blN 0A06PEH N 3aJ0KYMEHTUPOBAH.

Tabauya 2 - Crneyugpukayuu

OaTtumk

CeHcopHbI MeTof,
ornpepeneHns ypoBHS
r/IIOKO3bl B KPOBU

OnanasoH pe3ynbTaTtoB

n3MepeHus ypoBHS rTFOKO3bl

C MOMOLLbIO AATUYMKA
Cpok cny>X6bl gaTumka
CpoOK XpaHeHus

TeMnepaTtypa xpaHeHus
N TPaHCMNOPTUPOBKMU

Bna>kHOCTb NMpu XpaHEeHUM
W TPaHCMOPTUPOBKE

Pa6ouas Temnepartypa

Pa6oyasi Bna>kHOCTb

Pa6ouas yacTb

Mepepatunk

Tun 6aTapen nepegaTumnka

Pa6ouas yacTb

Pe>xum paboTbi

YacTtoTta TX

MponyckHas cnoCo6HOCTb

MakcumanbHas BbIxogHas
MOLLHOCTb

Mogynauusa
OnanasoH
nepeaayn gaHHbIX

TeMnepatypa xpaHeHus
U TPAHCMOPTUPOBKU

Bna)>kHOCTb Npu XpaHeHUU
U TPaHCMOPTUPOBKE

Pa6ouas TeMnepatypa

Pa6ouas Bna>xHOCTb

ATMocdepHoe gaBneHue
CpoK XpaHeHus

Iny6uHa npokona urnbl
®opma urnbl

TonwmHa urnbl, He 6onee
OnameTtp U-o6pasHoi uribl
Fa6apuTHble pasMepbl
CUCTEMbI C MNIACTbIPEM,
paouyc’BbicoTa, MM
Fa6apuTHble pasMepbl

cuctembl 6e3 nnacTbips,
paauyc’BbicoTa, MM

COI'IpOTMBﬂeHMe OTC/1anBaHUIO

KsieeBoro cios

Fa6apuTHble pa3Mepbl gaTumka

annavMKaTopa 1 KOMMeKTa
nepepaTtuyuka B c6ope

Macca cucrtemsl, r

Macca patumka an nankatopa

M KOMMJIEKTA NepepaTumka
B c6ope, r

4.4 OnucaHune ¢YHKL|MOHaJ1beIX 3/IeMEHTOB

AMMepoMeTprnYeCcKnin
3NEKTPOXUMUNYECKUN AaTUMNK

36,0 Mr/an - 450,0 Mr/an
(2,0 - 25,0 MMONb/ 1)

[o 15 pHen

18 MecsaLeB

OT2°'Cpo30°C
(o1 36°F mo 86°F)

OTHOCUTEeIbHasA BNaXXHOCTb
10% - 90%

OT110°C po 42°C
(o1 50°F no 108°F)

OTHOCUTE/IbHAA B/IA)XHOCTb
10% - Q0%

Tun pa6oyen yactn BF

He nognexauwas
BOCCTAHOBJIEHMUIO,
nepesapsake nyroBuyHas
6aTaperika BHyTpu
nepepatumka, DC 1,5 B
Tun paboyer yactu BF
HenpepbiBHas paboTa
2,402 MTy-2,480 1T

1,06 Ml

1+1 pbm
0.0015 BT

raYCCOBCKaFI 4YaCTOTHas
MaHUnNynauma

6 MeTpoB (20 ¢pyTOB)
6€e3 NpensiTCTBUMN

OT2°C o 30°C
(o1 36°F no 86°F)

OTHOCUTE/IbHAA BIAXHOCTb
10% - Q0%

OT110°C go 42°C

(o1 50°F no 108°F)

BHMMaHWe: npum aKcriyaTaumm
nepepaTymka npu
TeMnepaType Bo3ayxa Bbllue
41°C (106 °F) TemnepaTypa
nepepaTumka MoxeT
npesbiwaTb42,7°C (109 °F)

OTHOCUTEIbHasA BNaXXHOCTb
10% - 90%

700 rlla - 1060 rla
18 MecAaueB

8 MM 5%
U-o6pasHas

0,1 MM

0,6 MM 5%

4076 MM 5%

326 MM 5%

21.0H/cm

64’7065 MM 5%

5r T10%

8or t+10%

Mo6unbHoe npunoxeHue iCan Health (c MUHMManbHbIMK
Tpe60oBaHMAMMU K anmnapaTHOMy o6ecneyeHuto)

Mnatdpopma

Bepcus Bluetooth
MamaTb

LleHTpanbHbIM npoueccop

OKpaH
PaspelweHne

EMKOCTb 3anoMuHaoLWero
yCcTponcTBa

CeTb

Bepcusa Bbinycka

Android 8.1 1 6onee nosgHune
Bepcum, iOS 14.1 v 6onee
nosaHue Bepcum

Bluetooth 5.0
1lré

OcHoBHag YacTtoTa 1,4 My,
n 6onee

He MeHee 12 cM (4,7 aonma)
He MeHee 1280720

He meHee 500 M6

WLAN (6ecnpoBogHas
JIoKanbHas ceTb) U1 cCoToBas
cBA3b (4G 1 BbILWE), a TaKXe
Bluetooth

Vo1



4.5 OnucaHue d)YHKLWIOHaanbIX S/IeMEeHTOB

KoMnnekT Jatumk

370 cTepubHas ynakoBka,

B KOTOPOM XPaHUTCS AaTuuK.
YnakoBKa KOMMeKTa faTunka
npegHasHayeHa ons
O[HOKPATHOIO UCMOb30BaHMs.

Mpepoxpahu- JaTuuk-annamkaTop
KHonka TeNbHbIN
BbIK/llOYaTeNb [aTtunk-annankaTop nomoraet
YCTaHOBUTb AATUMK MOA, KOXY.
OH COAEPXUT Uy, KOTOPast
Annaukarop ncnosnb3yeTcs Ans NpokKoa
/ KOXXW, YTOBbI BBECTU MMBKUIA
HaKOHEYHMK JaTyMKa B KOXY,
HO MoC/e YyCTaHOBKM AaTYmnKa
JaTtuuk OHa ybupaeTcsi B KOHTEMHEP.
(BHYTPM Tak1M 06pa3oM, Urbl
BbIABMKHAsA He ocTaeTcs. JaTumk
urna) MOXHO HOCUTb 15 AHEMN.
KoMnnekT nepepaTymka
MepepaTumk
[MepepaTunk BCTaBnseTcs
p N B JATYMK 1 NepepaeT nokasaHus

YPOBHSI [IHOKO3bl
) B peasibHOM BPEMEHU MO
6ecnpoBOAHOM CBA3N Ha

NoTok °
COBMECTUMOE YCTPONCTBO
nepe-
oTo6paxkeHus yepes Bluetooth.
AaTumka

Korpga Bbl nonb3yeTechb
nepeaaTtynkoM, BaM He HY>KHO
BbIHMMaTb €ro 13 J1I0TKa.

e Ocob6eHHOoCTU npumMmeHeHusa

YcTaHoOBKa gaTumka:

Bbi6op yno6Horo n adppekTMBHOro MecTa a1 yCTaHOBKM
JaTyumKa o4yeHb BaxkeH. O6cyanTe ngeanbHble MecTa ans
YCTaHOBKM AaTuuMKa C BalUMM BPAYOM.

2-13 NeT P d1le)s

MpepynpexaeHue:

He BbibupanTe gpyrmne mecta. [NocKkonbKy opyrue mecrta
He MPOLU KIIMHUYECKYIO OLLeHKY, pe3y/ibTaTbl U3MepeHus
YPOBHS INI0KO3bl MOTYT 6bITb HETOUYHBIMU.

CoBeTbl:

Pacnonoxmrte gaTtumk Ha pacCTOSiHUN HE MEHee 7 CM
(3 AIOMMOB) OT MHPY3NOHHOro Habopa A5 UHCYIMHOBOW MNOMIbI
NN MecTa MHbEKLIMM.

Y6eamnTecn, YTo MecTo YCTaHOBKW CyXOe, YNCTOe N He COOepPXUT
JTOCbOHOB, IyXOB 1 NEeKapCTB. |_|pl/1 HEeo6XoaMMOCTH no6pel71Te
3TO MECTO, YTObbI KNenkas NeHTa HageXHo npunknennacso.

M36erariTe 30H B6IM3M NOsCa UM CO LUpaMaMu, TaTyupoBKaMu,
pasgpaXkeHns MmN 1 KocTbto. O6paTUTeCh K CBOeMy
MeIVLNHCKOMY PAabOTHUKY, €C/IU KNel Ha AaTuuMKe Bbi3blBaeT
pasgpaXkeHns Ha BaLleit KoXe.

He ncnonb3yiTe ofHO 1 TO Xe MecTo Afs ABYX AATUYMKOB
noapsa.

He ncnonb3ynTe MecTa, rae eCTb MbiLLbl, UM 061acTy,
CTECHEHHbIe 0eX 0N NN akceccyapamu, MecTa ¢ rpybom
KOXKel Unun py6bLOoBOM TKaHbIO, MECTa, NoaBepratoLLmecs
WHTEHCUBHbIM OBUXEHUSM BO BpeMS GU3NYECKUX YNPaXKHEHUI,
a TaK)Xe MecCTa MofA PEMHEM UIN Ha Tanuu Ans obecneyeHus
HamnyyLwen paboTbl AaTuMKa U BO U3BEXKaHWe

€ro Cny4amHoro CHATuS.

BHuMaHue:

Mocne ycTaHOBKM [ATYMK COXPaHSAEeT BOLOHEMNPOHMLAEMOCTb

Ha rny6uHe o 2,5 MeTPOoB, a CMapThOH — HeT. Ecnu Bbl
HaxoaMTeCh B BOAE UMW PSAOM C HER, ANS MOMyYeHNs NoKa3aHUM
JaTyMKa MOXET 6bITb HEOBXOAMMBIM MOAHECTU 6XKe
YCTPOMCTBO OTOBPaXkeHNs (MeHee YeM Ha 6 MeTpoB). Ecnin
JaTUYMK HAXOAUTCS NOA, BOLOW, Bbl HE CMOXETE MOoy4YnThb
MoKa3aHWs AaTyMKa, NoKa He BbiHbIPHETE U3 BOAbI.

6 MapkupoBka

PacwmndppoBka CUMBOJIOB,

MUCNOJIb30BaHHbIX HA MApPKUPOBKe

\\;// He ponyckatb
—, T o
//\l \ BO34EeNCTBUSA
[ ] COJIHEYHOTO
cBeTa
3anpet
® Ha MOBTOPHOE
NnpUMeHeHne
(He ncnonbsoBatb
NMOBTOPHO)

Pa6ouas yacTtb
ﬂ Tuna BF

%T TemnepaTypa
2C TPaHCMOPTUPOBaHUS

M XpaHeHus

CTepunn3oBaHo

paavaunen

A OCTOPOXHO!
O3HakoMbTeCb
C PYKOBOACTBOM

no aKcnnyataunn

|IP28 CreneHb sawmtbl,
obecrneyrBaeMas
o6oo4ykamm (Mbine-,
B/lAro3aLUULLIEHHOCTb)

CTteneHb 3aLmThbl
OT NPOHNKHOBEHUSA
ob6bekTa pasMepoM
6onee 12,5 MM

90%
% Onana3oH
= B/ITAYKHOCTU
lMpoussogunTesb

[aTta n3rotoBneHus

He ncnonb3oeatb
npun noBpeXxaeHnn
YNakKoOBKKN

Yutante
VHCTPYKUUIO

? Bepeub oT Bnaru

LOT

SN

MD

TPGGOBaHMH K 3KcnayaTtauum,
TPAHCNOPTUPOBAHUIO U XPAHEHUIO

7.1 YcnoBusa aKcnayaTauum

Knumatunyeckumne YyCnoBus aKCrjtyataumn

nepenatynka v gatTymika:

TeMnepatypa: oT ntoc 10 go nnac 42 °C

OTHOCUTENbHAA BNAXXHOCTb. OT 10% A0 90%

Xpynkoe,
obpaluaTbes
OCTOPOXHO

Koa naptuu

Mcnonb3oBaTb
no

MmnopTep

CepuinHbIn
HoMep

Cuctema

C OAMHaApPHbIM
CTepPWUIbHbIM
6apbepoM

Tun
6ecnpoBoaHOM
cBaA3u Blueteooth

YHUKanbHbIN
vaeHTudmnKaTop
nsgenus

MP-
Hebe3onacHble

MepguumHckoe
unsgenve

Ocobble
npasuna
minmsau,mm

BTopuyHas
nepepaboTka
TapHbIX U
YMNaKOBOYHbIX
MaTepuanos

BBepx

ATMocdepHoe paBneHune; ot 700 rlfa go 1060 rfMa.

7.2 YcnoBus TPAHCMOPTUPOBAHUS

N3penuns TpaHCnopTUpyOTCS BCEMU BUAAMU TpaHCrnopTa
B KPbITbIX TPAHCMOPTHbIX CPeACTBax B COOTBETCTBUM
C NpaBuIaM1 NepeBo3KM rPy30B, AENCTBYIOWLMMM Ha AAHHOM

BMAe TpaHCnopTa B COOTBETCTBUN C KNMMaTUYEeCKNMIN yCJTOBUAMU

XpPaHeHUA.

KnnmMaTunyeckmne ycnoBusa TpaHCMOPTUPOBaHMS:
TemnepaTtypa: oT nac 2 go natoc 30 °C

OTHOCUTENbHAA BNAXXHOCTb: OT 10% A0 90%

ATMocdhepHoe gaBneHue: ot 700 rfla go 1060 rlMa.

7.3 YcnoBusa XxpaHeHus

XpaHuTe B CyXOM NPOBETPMBAEMOM NOMELLEHUU,
Ha paccTosiHm He MeHee 1 MeTpa OT NPMHOPOB OTOMIEHMS.
M36eranite nonagaHmsa NPsSIMbIX COSTHEYHbIX Ty4YEN 1 AOXKAS.

KnnmaTtnyeckumne yCnoBUA XpaHeHn4d:

TeMnepatypa: oT ntoc 2 go rntoc 30 °C

OTHOCUTENbHAA BNAXXHOCTb, OT 10% 00 90%

ATMochepHoe faBrnieHue: oT 700 rfla go 1060 rlMa.

V3penns TpaHCNopTMpYOTCA BCEMUY BUAAMK TpaHCNopTa

B KPbITbIX TPQHCMOPTHbIX CPEACTBAX B COOTBETCTBUA

C NpaBMIaMn NEPEBO3KU MPY30B, AENCTBYIOLMMM HA AaHHOM
BMAE TPaHCNopTa B COOTBETCTBUMN C K/IMMATUYECKMMMU
YC/IOBUSIMU XPaHEHUS].

KnnmMaTunyeckmne ycnoBus TpaHCMOPTUPOBAHMS:
Temnepatypa: oT natoc 2 go natoc 30 °C

OTHOCKTENbHAsA BNAXHOCTL: OT 10% A0 90%

ATMocdepHOe gaBneHue: ot 700 rfla go 1060 rla.

74 anMeHeHMe AaT4YUKa

3arpy3ute npunoxeHune iCan Health
13 App Store unu Google Play.

# Download on the

L ¢ App Store
GETITON

P® Google Play

\1y CnepynTe MHCTPYKUMAM
B NMPUIOXEHUN ON1F HACTPOMKMU
M COMPSIXKEHUS C NepeaaTynMKoM.

OTkponTe npunoxxeHne iCan Health
1 BOMOUTE WUIN CO3[anTe YUYETHYIO
3anuchb.

M3Bneknte Moaynb nepeaaTyvka
b i N3 HUXKHEW YacTu KOPOOKU
Moay s AaTuMKa.

— Mepepn conpshkeHneM gaTumka

C nepegaTynKom NpoBepbTe
nepsble 8 uMPpP CEPUNHOro
HOMepa MoAyns AaTymka u
CEPUMHOro HoMepa nepegartynka

OTKpOWTE NPUIOXKEHNE U

npoBepbTe, BKAOYeH nn Bluetooth.
OTtckannpymnte QR-kop Ha moayne
JaTyMKa C MOMOLLBIO MPUIOXEHUS.

Bo3bMuTe KOMMAEKT AaTumKa.
He ncnonb3ynTe ero, ecnv yrnakoska
CJIOMaHa, NMoBpexaeHa U1 BCKpbITa.

He oTKkpbIBaiiTe yNakoBKy fO TEX MOop,
roka He 6ygeTe rotoBbl MPUMEHUTb
JaTuuK.

MNMpenynpexaeHue:
AaTUMK-annaMKaTop COAEPXUT
vrny. HE npvkacanTech K gaTuymky-
annjimkaTopy n He BCTaBNSNTE
€ro o6paTHO B KOMMNEKT AaTUMKa.

CoBMecTUTe METKY C CUHEN
CTPEsIKOM Ha faTymke-
v annjMkKaTope C CUHEN MEeTKOM Ha
‘ NOTKE nepepaTymka.

Ha TBepaon NnoBepxHOCTU NIOTHO
NPWXMUTE JaTumK A0 ynopa, noka
He YCbILUNTE LLETYOK.

AKKYypaTHO nepeBeanTe
nepeknoyaTenb 6€30nacHOCTM
13 NOIOXeHUS "3abnoKMpoBaHO"
B NnosioxeHue "PazbnokmpoBaHo",
NMoOKa He YCJIbILIUTE LLENYOK.

[MomecTute annanMKaTop
AaTynkKa Ha noaroToBJ/iIeHHOe
MeCTO 1 NNOTHO NPpUXMuUTe.

Ha)xMuTe Ha KHOMKY B LEeHTpe,
YTO6bI aKTUBMPOBATb AATUNK
CHMTI. Bbl ycnbilnTe WENYOK,
KOTOPbIM O3HAYAET, YTO
yCTaHOBKa 3aBepLUEHa.

Pa3srnagbTe Knemnkyo NeHTy
nepegartymka nanbLeMm, YTobbl
o < OH OCTaBa/ICS Ha Tesle B TeYeHue

" C BCEro BPEMEHN HOLLEeHUS.
v
~ AKKypaTHO oTBeguTe
- \ anmnankKaTop oT Tena.
g > ) BHuMaHwue: yTunuaupymte
~ MCMOIb30BaHHbIM annKaTop
<« B COOTBETCTBMM C MECTHbIMU

npaBuniaMn.

7.5 CpoK xpaHeHus
(cpok oT npou3BoACTBa A0 Havana UCMO/Ib30BaHUSA)

JaTtumk — 18 MecsueB.
MepepaTumnk — 18 MecsuEeB.

Tpe6oBaHus 6e3onacHOro
YHUUTOXXEHUSA U YTUIIU3aLun

Mo ncteyeHum CpOKa aKcniyataunn nepenatdymka npmnoxeHmne

nepecrtaHeT O6HOBNATb AAHHbIE O coaep>KaHnn rnoKoO3bl,

1 yBeooM/ieHMEe NMOoKaXeT, YTO CPOK 15-THn aHen nepenartymka
MCTEK B pe3ysibTaTe 4ero Tpe6yech n3Bsie4yeHmne 1 3aMeHa
nepenaryuka.

1. OTKpennTe BCTPOEHHbIN MAACTbIPb NepegaTynka, KOTOpPbIr
dUKCUpyeT NepepaTymnk Ha Koxe.

2. [oTaHUTe nepegaTynk BMECTE CO BCTPOEHHbIM MacTbIPeEM
BepTUKanbHO BBepPX. OCTATKM K1est Ha KOXEe MOXHO yAanuTb
TEensom BoJOW C Mbl/IOM.

3. O6paboTarTe MECTO YCTaHOBKM CMMPTOBOM candeTkom

N NPY HEOBXOAUMOCTU HANTOXUTE NACTbIPb. 3aMeHUTe NepefaTymK
B C/lyyae gMckomMpopTa, pasapaxkeHms (MecTHas annepruyeckas
peakums) Un KanuanspHoOro KPoBoTeUeHMs. BaXKHO NOMHUTD,

YTO NepenaTymK — CTEPUIbHOE U3aene O4HOPA30BOro
NCMO/b30BaHUS. He nbiTalTech YCTaHOBUTb Y Ke UCMOJIb30BaHHbIN
nepenaTyrk, @ 3aMeHUTE ero Ha HOBbI. VICMonb3oBaHHbIN CEHCOP
YTUAN3UPYNTE B COOTBETCTBUM C MECTHBIM 3aKOHOAATEIbCTBOM.

Q FapaHTUa nponsBoguTens

9.1 FapaHTuUitHbIe o6s3aTenbCcTBa

Komnanus 000 «CAMHOK3 PYC» nHbopmMupyerT, uto «Cructema
HenpPepbIBHOrO MOHUTOPUHIA rKOo3bl iCan i3» He uMeeT
fedeKToB MaTepmana U NPOn3BOACTBEHHbIX 4ePEKTOB HA MOMEHT
ee npopaxu notpebutesnto. ToBap He BUOOU3MEHSCS,

HEe MOANDULMPOBASICA U HE UCMOSIb30BANCA TPETbUMU

NMUaMN HeHagiexXallmM o6pa3oM.

Ha paTtunk n nepenatymk yCtaHoB/1eH CPOK rogHOCTH,
Nno NCTe4YeHUM KOTOPOro OH CHNTaeTCAa HenpuroaHbiM
Onga Ncnosib3oBaHUA No ero HasHa4YeHwuto.

FapaHTUiiHbIE 06s13aTeNbCTBA HE PacnpPOCTPAHSIOTCSA

Ha cnepylolmne ciyvyam:

+  [loBpexAeHns NI HENCMPaBHOCTK, BbI3BaHHbIE
HenpaBW/IbHbIM UCMO/b30BaHMEM;

+  [loBpexaeHus NNy HeUCNPaBHOCTU, BbI3BaHHbIE
06CTOATENBCTBAMU HEMPEOZOIMMOM CUJIbl, BK/HOYAs, MOMUMO
npouyero, Noxap 1 seMneTpsiceHne.

* I"IOBpequ,eva nnm HencnpaBHOCTU, BbI3BaHHbIe
nepemMeLlleHneM Mnu TPaHCNOPTUPOBKOW NOC/E MOKYIMKMU.

+  [loBpexaeHns AN HEUCMPaBHOCTK, BbI3BaHHbIE OPYrMMU
NPUYNHAMM, HE CBA3AHHbBIMWN C MPOU3BOACTBOM.

9.2 [laHHbIE NO CPOKY C/YXKObl U CPOKY XPaHEHUSA
Cpok cny>6bl gatyumnka: 15 gHemn
Cpok xpaHeHus gatuumka: 18 Mecsues

MNepeuyeHb NPUMEHSAEMbIX CTaHAAPTOB C Lie/Ibio
ob6ecneyeHust 6e3onacHocTn, 3PpPeKTUBHOCTU
M KayecTBa MeAULMHCKOro usgenus

MegnumnHckoe nspgenme «CuctemMa HenpepbIBHOrO MOHUTOPUHIa
rNoKo3bl iCan i3 » COOTBETCTBYIOT TPEOOBAHUAM HALMOHA/IbHbIX
cTaHpapToB Poccuinckon OefepaLm Ha NpoayKumio:

FOCT P 50444-2020 «[Mpunbopsbl, annapaTbl U 060pyLoBaHNe
MeguumHckme. ObLumne TeEXHUYeCcKme TpeboBaHNS»

FOCT P M3K 60601-1-2022 «M3penva MeguumHckmne
anekTpuyeckue. YacTtb 1. O6wme TpeboBaHns 6€30nacHOCTH
C Y4ETOM OCHOBHbIX PYHKLMOHAbHbIX XaPaKTEPUCTUK>»

FOCT P M3K 60601-1-6-2014 «3paennsa MmegmumHcKue
anekTpuyeckme. YacTb 1-6. Ob6Lwme TpeboBaHUs 6€30NacHOCTM
C YYE€TOM OCHOBHbIX PYHKLMOHASIbHbIX XapaKTEPUCTUK.
[ononHNTENbHBIN CTaHAAPT. IKCMTyaTauMOHHas NPUrogHOCTb>

FOCT P 53498-2019 «M3penna MeanumHcKmMe nnacTbipHOro Tmna.
O6LmMe TeEXHUYECKME TpeboBaHUA. MeToabl UCTbITaHUI
(c Monpagkoi)»

FOCT 9126-93 «MHPopMaumoHHas TexHonorms (UT). OueHka
nNporpaMMHON NPOJYyKUMU. XapakTePUCTUKM KavyecTBa
N PYKOBOACTBA MO UX NPUMEHEHNIO»

FOCT IEC 62304-2022 «M3penunst MeguumHckue, MNMporpamMmMmHoe
obecneyeHue. MNMpoLecchl XM3HEHHOTO LMKa>»

FOCT 12119-2000 «MHbopMaLmoHHas TexHoorus (UT). MakeTobl
nporpamm. TpeboBaHUs K Ka4ecTBY U TECTUPOBAHNE>

FOCT ISO 10993-1-2021 «OueHKa 61MONorMyecKoro oencTams
MeANUMHCKMX n3genmin. OueHKa n UCCnefoBaHms B npouecce
MeHeO)XXMeHTa pucka»

FOCT ISO 10993-4-2020 «/3penna MeauumHcKme.
OueHKa 61MoNorMYecKoro AencTena MeauLMHCKUX U3aenun.
VlccnepoBaHus n3pgenvin, B3aMMogenCTBYOLWNX C KPOBbIO»

FOCT ISO 10993-6-2011 «M3penma MeguuuHCcKue.
OueHKa 61MoNorMYecKoro AencTBnUa MeanLMHCKUX U3aenun.
MccnepoBaHMsa MECTHOMo AencTBUA Nocne nMnaaHTauums

[OCT ISO 10993-10-2023 «M3penmsa MmegmnumnHckme. OueHka
61ONOrMYECKOro AencTBUS MeanLMHCKUX n3genunin. YacTo 10.
VlccnepoBaHmsi CEHCUMOMN3NPYIOLLETrO AENCTBUS>»

FOCT ISO 10993-11-2021 «M3nenma MeauUmHcKme.,
OueHKa 61MoNorMYecKoro AencTena MeauLMHCKUX U3aenun.
MccnepoBaHne 06LLETOKCUYECKOro AEeNCTBUSA>»

FOCT ISO 10993-12-2015 «M30enua MeguumHCKue.
OueHKa 6MoNorMYecKoro AencTBnUa MeanuLMHCKUX U3aenun.
MpurotoBneHne NPo6 1 KOHTPOIbHbIE O6pPa3LbI»

FOCT P 52770-2016 «MN3pgenua megmumHckme. TpeboBaHus
6e3onacHoCcTU. MeToAbl CAaHNTAPHO-XUMNYECKUX

N TOKCUKOSIOTMYECKUX UCTbITaHUA>

FOCT 31214-2016 «M3penma megmnumHckmne. TpeboBaHMS

K 06pa3uamM 1 JOKyMeHTauuu, NpeacTaBnseMbiM

Ha TOKCUKOIOrMYecKmne, CaHMTapPHO-XMMNUYECKNE UCTIbITaHWS,
MCNbITaHUSA Ha CTEPUSIbHOCTb U MUPOTrEeHHOCTb>

OCT 31209-2003 «KOHTENHepPb! 4519 KPOBU U €€ KOMMNOHEHTOB.
TpeboBaHMS XMMNYECKOM N BUOIOTMYECKO GE30MACHOCTH
1N METOAbI UCTIbITAHWIA» (N.5.3. CaHUTAPHO-XMMUYECKME UCTIbITAHMS)

CBepeHusi o Bequ)VIKaLIMM U Baangauumm
MegUUUHCKOro nsgenusd, KoTopbie NCnosib3oBas/inCb
Ang AgoKa3aTte/sibCTtBa CooTBeTCTBUA MeAULMUHCKOro
n3genna yCtaHoB/1I€HHbIM Tpe6OBaHVIF|M

CtepunbHoCTb

CucTtema B NepBUYHOM YMaKOBKE NOCTABASETCS B CTEPUIBHOM
COCTOSAHUU. CTEepUIM3aLmsa ocyLLecTBNSEeTCS PaanaLMOHHbIM
cnoco6om.

P/N:36301928-A.2
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