positioning

patients for life.®

SAPb C/IMBOJI10O

CTAHOAPTHOE HOMEP
CMMBO/ HA3SBAHUE OMNMNCAHUE HA3BAHUE N HOMEP CCbIUTKN
OBO3HAYEHUA

ISO & ANSI/AAMI/ISO 15223-1
Medical devices (ISO

n ANSI/AAMI/ISO 15223-1
YkasblBaeT Aarty M3rotoBneHns _
[arta nponssoacTea - «MeanumnHckme yCTponcTaay») — 513
MeanUMHCKOro yCTPOIACTBa.
CUMBO/IbI, UCNO/b3YyEMble

Ha 3TUKEeTKax MeaMLMHCKMX
ycTpoicte — O6uimne TpeboBaHms.

ISO & ANSI/AAMI/ISO 15223-1

YKa3blBaeT Npon3BoanTens Medical devices (ISO
MeaNLMHCKOro YCTPOMCTBA, Kak n ANSI/AAMI/ISO 152231
[Nponssoautens 3TO OnpefeneHo B AMpeEKTUBax «MeanumnHcKne ycTporncTear) — 511
EC 90/385/EEC, 93/42/EEC CUMBO/IbI, UCNOMb3YyEMble
n 98/79/EC. Ha 3TUKEeTKax MeaMLMHCKMX

ycTpoicte — O6uine TpeboBaHmS.

ISO & ANSI/AAMI/ISO 15223-1
Medical devices (ISO

YNOAHOMOYEHHbIN

YkasblBaeT othuumansHoro n ANSI/AAMI/ISO 152231
npeacraBuTeNb - _
@ - npencrasBuTena B EBponenckom «MeanumHcKne ycTporctear) — 512
B EBponerickom
coobLlecTse. CrMBONbI, NCNONb3yemble
coobllecTse
Ha 3TUKEeTKax MeaMLMHCKMX
ycTpoicte — O6uime TpeboBaHmS.
Mapkuposka CE Ha nsgenum
npeacraBngeT co6on Aeknapaunto
Conformité NPON3BOANTENA O COOTBETCTBUM
c € Europevene M30e1MA OCHOBHbIM TpveéoBavaM NpekTnsa 93/68/EEC. M/
(EBponeiickoe NPUMEHNMOrO €BPONEeNCKoro
COOTBETCTBUE) 3akoHoAaTeNnsCTBa B 06/1aCTH
30paBoOOXpaHeHnd, 6e30nacHOCTH
1N OXpaHbl OKPY>XXatoLLen cpeabl.
ISO & ANSI/AAMI/ISO 15223-1
VKa3bIBAET HOMED MO Medical devices (ISO
P v ANSI/AAMI/ISO 15223-1
Homep anga KaTanory nNpousBoanTens ansg 9
REF «MeanunHCKMe YyCTPONCTBa») — 5.1.6
NMOBTOPHOrO 3aka3a | MAeHTUdUKauMm MeanuUmnHCKOro

CrMBOMbI, UICNONb3yeMmble
Ha 3TUKETKaxX MeaNLIMHCKMX
ycTpoicte — O6ume TpeboBaHmS.

YCTPOMCTBA.
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CTAHOAPTHOE

I/I,El,eHTI/ICbl/IKaLlI/II/I naptmm nan
cepumn nsgennad.

CunmBObI, ncnosib3yemblie
Ha 3TnKeTKax MegnuUnHCKnX

ycTpoincte — O6ume TpeboBaHNS.

HOMEP
CUMBOJ1 HA3BAHUE OINMMCAHMUE HA3BAHUWE N HOMEP CCBhI/TKU
OBO3HAYEHUA
ISO & ANSI/AAMI/ISO 15223-1
YKa3blBaeT CepUHbIii Medical devices (ISO
HOMED MDONSBOIVTENS AN n ANSI/AAMI/ISO 152231
SN CepuiiHbli Homep PP A A «MeanumnHcKmne ycTporctear) — 517
NOEHTUDUKALMN KOHKPETHOMO CUMBOMb, HCTIONb3yEMbiE
MEAMUMHCKOTO yCTPONCTBA. Ha 3TI/IKeT,KaX MEOMLIMHCKMX
ycTpoicte — O6ume TpeboBaHmS.
ISO & ANSI/AAMI/ISO 15223-1
YKa3blBaeT Ko napTum Medical devices (ISO
NDOVSBOAUTENS /15 n ANSI/AAMI/ISO 152231
LOT Koa naptum P A A «MeanumnHcKne ycTporcteay) — 515

CM. MHCTPYKUMIO
no akcnnyataumm /
PYKOBOACTBO

YKasblBaeT Ha HEOOXOANMOCTb
NPOYeCTb NHCTPYKLWIO MO
aKcnayaTaunmn / pykoBoacTBoO.

ISO 7010 — pachmnueckue
CcMMBO/bl — LiBeTa 6e30macHOCTM
1 3HaKM 6€30NacHOCTN —
3aperncTpupoBaHHble 3Haku
6e30MnacHOCTU

ISO 7010-M002

bezonacHbI

WM3nenwe, koTopoe He npeacrasnser

ASTM F2503 - 13
CraHpapTHas npakTvika ans

6e30nacHOCTK

M R B YCNOBUSX HNKAKNX N3BECTHbIX OMacHOCTE MapKUPOBKM MeANLNHCKNX 731
MarHMTHOro B pe3y/bTaTe BO3AENCTBUA MOOOM YCTPOWUCTB U APYrnx nsgenni -
pe30oHaHca MP-cpenbl. B OTHOLUEHMK 6€30MacHOCTH
B MarHUTHO-pPE30HAHCHOW cpefe
ASTM F2503 - 13
YCcnoBHO
- _ | CtaHOapTHas npakTika ans
6e30onacHbIn M3penve ¢ npoaeMOHCTPUPOBAHHOWN
MapKUPOBKM MeANUMHCKUX
B YC/1OBUAX 6e30MaCHOCTbIO B onpeaeneHHbIX o . 7.3.2
YCTPOWCTB U APYruX U3Aenuii
MarHUTHOIr O ycnosuax MP-cpeaebl.
B OTHOLUEHMM 6€30MacHOCTH
pe3oHaHca .
B MarHMTHO-pe30HaHCHOM cpeae
ASTM F2503 - 13
. M3penve, kotopoe co3paeT
Heb6e3onacHblii CraHpgapTHas npakTvka ans
HenpuemMnemble puckn ans
B YCNOBUAX MapKUPOBKN MeaNUMHCKNX
naumMeHTa, MeanuUMHCKOro o . 7.33
MarHMTHOro YCTPOWCTB W APYruX n3aenuii
nepcoHana uav apyrux nuy
pe30HaHca 5 MP-cpepe B OTHOLLEHMW 6e30MacHOCTM
' B MarHUTHO-pPEe30HaHCHOW cpefe
YKa3blBaeT NO1b30BaATENIO Ha
Heob6XOAMMOCTb O3HaKOMUTLCSH
C mHet ﬂKuMgMM 10 SKCANYaTALMY ISO & ANSI/AAMI/ISO 152231
ﬂﬂﬂrKqueHMﬂBaXHoﬂ Y Medical devices (ISO
. eﬂomé erarouion wnbopuaw, | 1 ANSIAAMIISO 152231
OcTopoxHo! Pe/X P P ’ «MeanumnHcKne ycTporcteay) — 544
TaKoW Kak npeaynpexaeHns
CUMBO/IbI, UCNO/b3YyeMble
1N NpefoCcTepexXeHns, KoTopble He
MOTYT, N0 LENOMY Sy NPUMH Ha aTUKeTKax MeAULMHCKMX
’ ’ ycTponcte — O6ume TpeboBaHmS.
ObITb NPeACTaBNeHbl Ha CaMOM
MeOVLMHCKOM YCTPOWCTBE.
ISO 7010 — pachmnueckme
O6wmit CUMBO/bl — LiBeTa 6e30macHOCTM
_ | icnonbsyetca ana o603HaveHns
npeaynpexaatoLmii 1N 3Hakn 6e30nacHoOCTN — ISO 7010-W0O01
obulero npeaynpexaenHns.
3HaK 3aperncTpupoBaHHble 3Haku
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CTAHOAPTHOE

3NEKTPUYECKNA TOK!

npeaynpexaeHna o Hanamymm
SNEeKTPUNYEeCKOro Toka.

1N 3HaKn 6e30MacHOCTN —
3aperucTpmpoBaHHbIe 3HaKM
6e30MnacHoOCTH

CNMBOI/J1 HA3BAHUE ONMNCAHUE HA3BAHUWUE N HOMEP ci?amﬁn
OBO3HAYEHUA
ISO 7010 — Mpathmnyeckme
B . Wcrnonbsyetca ang cMMBObl — LIBeTa 6e30nacHOCTM
HUMaHKe:

ISO 7010-W012

He ncnonb3oBaTtb

YKasblBaeT MeanLUMHCKOe
YCTPOWCTBO, KOTOpOE
npegHa3sHayeHo Ans OAHOPa30BOro

ISO & ANSI/AAMI/ISO 152231
Medical devices (ISO
n ANSI/AAMI/ISO 15223-1

@ «MeanunHCKme yCTponcTBa») — 542
NOBTOPHO MCNONb30BaHNA UK ANS
CrMBONbI, UCNONb3yemble
MNCNOMNb30BaHNA Ha OAHOM NaLMeHTe
B TeueHHe OIHOM NpoLeayphI Ha 3TUKEeTKax MeaMLMHCKMX
' yctponcte — O6ume TpeboBaHmA.
Y Ha meanumHckom o6opyaoBaHmm. IEC/TR 60878 Ipachuuieckue
Yka3zblBaeT pabouyto 4YacTb
Pabouas vyactb CUMBO/Ibl 419 3N1EKTPUHECKOTO
™Mna B, koTopas cooTBeTCTBYET ~ 5840
Tmna B 000pYyAOBaHVS B MEANLMHCKON
TpeboBaHVAM CTaHAapTa NDaKTYKE
IEC 606011 P ‘
‘¢ ISO & ANSI/AAMI/ISO 15223-1
) “‘ Medical devices (ISO
YkasblBaeT MeanuUnHCKoe n ANSI/AAMI/ISO 152231
Bepeub o1 Bnarm YCTPOWCTBO, KOTOPOE He0OXoaMMO «MeanumHcKne ycTporctear) — 534
3aWMLLaTh OT Bnaru. CvMBOMbI, UCNONB3YyEeMble
Ha 3TUKeTKax MeaMLMHCKMNX
ycTponcte — O6uimne TpeboBaHmg.
ISO & ANSI/AAMI/ISO 15223-1
YKa3blBaeT MeanuUmnHCKoe Medical devices (ISO
Xpynkoe, . And 1 ANSI/AAMI/ISO 15223-1
YCTPOWCTBO, KOTOPOE MOXET ObITb =
obpallaTbca ¢ «MeanumnHcKne ycTporctear) — 5.31
CIOMaHO WM NOBPEXAEHO B Cllyyae
OCTOPOXHOCTbIO CrMBOSbI, UCNONB3YEeMble
HEeOCTOPOXHOr0 06paLLeHNs.
Ha 3TUKEeTKax MeaMLUMHCKMNX
ycTpoincte — O6ume TpeboBaHmg.
YKa3blBaeT KONNMYECTBO
QTY Konunuectso MEOVLMHCKMX YCTPONCTB, H/M H/M
COAEPXALLMXCS B yNaKOBKe.
YKa3blBaeT KNNEHTCKNIA HOMep
PO 3aKa3 Ha NoKyMKy 38Ka3a Ha NOKYMNKY MeANLMHCKOro H/n H/n
yCTPOMCTBA, COAEPXalLlerocs
B yNaKOBKe.
M209_RU_A
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