Medtronic

000 «MeATPOHUK»

BH. Tep. r, mM.0. MNpecHeHcKwii
MpecHeHckast Hab.., 4.10
bawHa C

93T1., nom. 111, KOM41

r. Mocksa, 123112

Poccus

Tel: -*-7{495) 580 73 77
Fax: -t-7i495]) 580 73 78

WWW.medtronic,cckn

POTOTPAPNYHECKUME M3OBPAXEHWA

MEONUWMWHCKOTIO U3OENKNA

«YTBEPXOAHK»
bHbI ANPEKTOP
MeaTpPOHUK»

. NnacyHosa

2023 .
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O6uwunii Bug

"Oatunk rS02 gna B3pocnbiX INVOS gnsa uepebpanbHOro/comMatuyeckoro oKcumeTpa B
cocTaBe C UHCTPYKLMel N0 NPUMEHEHUIO

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2. "OaTtunk rS02 petckmii INVOS ansa LepebpanbHOro/coMaTmyeckoro oKCMMeTpa B COCTaBe
C UHCTPYKLMENR N0 NPUMEHEHWIO
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.3. «OfHOPa30BbIii permoHanbHbli 4aT4MK HaCbILEHNUA KUCIOPOLOM AN HOBOPOXKAEHHbIX
OxyAlert NIRSensor gns uepebpanbHOro/coMaTM4eCcKoOro oOKCMMeTpa B COCTaBe C
MHCTPYKLMEA NO NPUMEHEHMNIO, C MPUHAANEXHOCTAMMN»

%

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



4. TMpuHagnexHocTb «Kabenb agantepa MHOropa3oBoro, gaTynka Ans AeTell paHHEero
)acta gna PM7100»
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2. MapkunpoBKa MHAVMBUAYaNbHON YNaKoBKU
2.1. «daTunk rS02 gna e3pocnbix INVOS gna uepebpansHOro/comMatMyeckoro oKCMMeTpa B
COCTaBe C UHCTPYKLUME N0 NPUMEHEHUIO»
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2.2. fatumk rS02 getckuin INVOS ans uepebpanbHOro/comaTM4eCcKoro OKCMMeTpa B COCTaBe C
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2.3. OHOPa30BbI/i PerMoHanbHbIA 4aTYMK HACILLEHUS KUCNOPOAOM NS HOBOPOXAEHHbIX OxyAlert

NIRSensor ans uepe6panbHOro/coMaTM4YecKoro OKCMMeTpa B COCTaBe C MHCTPYKLMeld no
MPUMEHEHNIO, C
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3. MapKnpoBKa rpynmnoBoli ynakoBKu

3.1. OaTtumk rS02 ansa B3pocnbix INVOS ansa uepebpanbHOro/coMaTnyeckoro oKcuMmeTpa B
COCTaBe C MHCTPYKUWMEN NOo NPYMEHEHMIO
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3.2. fatuunk rS02 petckuii IIMVOS ans uepebpanbHOro/comaTMyecKoro OKCMMeTpa B COCTaBe C
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3.3. OfHOpPa30BbI PerMoHaNbHbI JAaTYMK HACbIWEHNUS KUCOPOAOM A5 HOBOPOXKAEHHbIX
OxyAlert NIRSensor ans LepebpanbHOro/comMatM4ecKoro OKCMMeTpa B COCTaBe ¢
WHCTPYKLMEN NO MPUMEHEHUIO, C MPUHAAIEXHOCTAMM
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4. MapKnpoBKa KOPOOKN 13 KapToHa
4.1. fatumk rSO02 ansa B3pocnbix INVOS ans uepebpanibHOro/coMaTuyeckoro oKCMMeTpa B
COCTaBe C UHCTPYKLMEHA N0 NPUMEHEHWIO
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4.3. OiHOPa30BbIii PErvoHaNbHbIN AaTUYMK HACbILLEHUS KUCNOPOAOM A1 HOBOPOXKAEHHbIX
OxyAlert NIRSensor gns LepebpanbHOro/coMaTMyeckoro oKCMMeTpa B COCTaBe C

VHCTPYKLMEA N0 NPUMEHEHWIO, C NPUHAANEXHOCTAMM
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5. MakeT pyccKos3blUHOIo CTMKepa

[atunk ons uepebpanbHOro/comaTMyeckoro OKCMMETpa B BapiaHTax UCMOMHEHUS C
NPUHAANEXHOCTAMM:

Oatunk rS02 ana B3pocnbix INVOS ans uepebpasibHOro/comaTMyeckoro OKcumeTpa B
COCTaBe C MHCTPYKLWER Mo NPUMEHEHMIO

MpounssoauTens: KosuamneH J1I/1C
Covidien LLC, 15 Hampshire Street, Mansfield MA
32048, USA
CTpaHa npoucxoxaeHus: Kog UPN

MpeactasuTens npoussogutens B P®: OO0 «MeatpoHuk», 123112, r. MockBa, BH.Tep.r.
MYHUUMNaNbHbIA OKPYT MNpecHeHCKMid, MpecHeHckas Hab., 4.k0, at.9, nom. I, kom. 41
PeructpaumoHHoe Y goctosepeHune Ne 2022/16908 o1 XX. XX. XXXX
[ata nsrotosneHus/ CM. ynakoBKy
Cepusi/icnonb3oBathb Ao: CM. VHCTPYKUMIO N0 NPUMEHEHUNIO
CM. cMBONbI Ha yNaKoBKe
W3penve HeTOKCMYHO

MakeT pycckosasbl4HOro ctmkepa Aatumnk rS02 ansa s3pocnbix INVOS gns uepebpasibHOro/comaTmyeckoro
OKCMMeTpa B COCTaBe C MHCTPYKLUMEW No NpUMeHeHMIo

Jatunk ans Ll,ep66paf|bHOF0/COMaTVI‘-IECKOI'O OKCMMETpPa B BapunaHTax MUCMOJ/IHEHUA C
NnPMHagneXXHOCTAMA:

[Jatunk rS02 petckuii INVOS ans LepebpasibHOro/coMaTMyeckoro OKCMMeTpa B COCTaBe C
WHCTPYKLUMER N0 NPUMEHEHNIO

Mpoun3sofuTens: KosugueH J1J1C
Covidien LLC, 15 Hampshire Street, Mansfield MA
02048, USA
CTpaHa nponcxoxaeHus: Koz, UPN

Mpegctasutens npoussogutens B P®: OO0 «MeaTpoHuK», 123112, r. MockBsa, BH.Tep.T.
MYHULMNaNbHbIA OKPYr MpecHeHCKuiA, MpecHeHckas Hab., 4.+O, 31.9, nom. 11, kom. 41
PernctpaumoHHoe Y goctoBepeHme Ne 2022/16908 o1 XX . XX . XXXX
[Jara n3rotosneHus/ CM. ynakoBsky
Cepusa/Vicnonb3oBats 4o: CM. MHCTPYKLMIO MO MPUMEHEHNIO
CM. CYMBOJbI Ha YMAKOBKe
V3genve HETOKCUYHO

MakeT pycckosasbluHoro ctukepa Jatunk rS02 getckmini INVOS ans LepebpanbHOro/comaTnyeckoro
OKCMMETpa B COCTaBe C MHCTPYKLMEN NO NPUMEHEHNIO
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Jartuuvk ana U,epe6paanoro/c0|\/|aTMquKoro OKCUMETpPa B BapnaHTax UCNOJIHEHNA C
NPUHaaNe>XHOCTAMU:

OfHOpPa30BbIi  PErMOHA/bHLIA  AaTUMK  HACbINAEHUS KWUCOPOLOM [J1  HOBOPOXAEHHbIX
OxyAlert NIRSensor pgna uepebpasbHOro/cOMaTMyYeCKOro OKCUMeTpa B COCTaBe C
WHCTPYKLMEA N0 MPUMEHEHWIO, C NMPUHAANEXHOCTAMN

lMpoussoauTens: KosuaueH J1/1C
Covidien LLC, 15 Hampshire Street, Mansfield MA
02048, USA
CtpaHa npomncxoXaeHus: Kog UPN

Mpeactasutens npounssogutens B P®: OO0 «MeaTpoHuk», 123112, r. MockBea, BH.Tep.T.
MYyHMLUMNanbHbIA OKpyr MpecHeHCKMiA, MpecHeHcKas Hab., 4.10, 3T1.9, nom. I, kom. 41
PeructpaymoHHoe Y aoctoepeHne Ne 2022/16908 o1 XX. XX. XXXX
[ata nsrotosneHus/ CMm. ynakoBky
Cepwus/cnonb3oBats fo: CM. MHCTPYKLMIO MO MPUMEHEHUIO
CM. CMMBO/IbI Ha YMaKoBKe
V3genve HETOKCMYHO

MakeT pycckos3bl4HOro cTukepa OHOPa30BbIli PervoHaNbHbIA AaTUMK HACbILLEHUS KACNOPOAOM As
HoBOpOXXAeHHbIX OxyAlert NIRSensor ana LepebpasbHOro/comaTmyecKoro OKCMMeTpa B COCTaBe C
VHCTPYKLWER No NPUMEHEHUIO, C NPUHAANEXHOCTAMM

[atuvk ans uepebpanbHOro/comMaTMyYecKoro OKCMMETpa B BapuaHTax UCMOHEHNS C

4 NPUHaSIEXXHOCTAMU:
MponssoguTens: KosugyeH /171C
Covidien LLC, 15 Hampshire Street, Mansfield MA
02048, USA
CTpaHa nponcxoxaeHus: Kog UPN

Mpeactasutens npoussoautens B P®: OO0 «MeaTpoHuK», 123112, r. MoCKBa, BH.Tep.T.
MYyHUUMNaNbHBIA OKpYyr MpecHeHCKuiA, MNpecHeHckas Hab., 4.10, a1.9, nom. Il kom. 41
PernctpaunoHHoe Y goctoeepeHue Ne 2022/16908 o1 XX XX. XXXX
[ata nsrotoneHus/ CM. ynakoBky
Cepus/cnonb3oBaTtb Ao: CM. MHCTPYKUMIO MO NMPUMEHEHUIO
CM. CMMBOJIbI Ha YMaKoBKe
3gnenve HeTOKCUYHO
MakeT pyCcCKOof3bIYHOIO CTUKepa NpuHagnexHoctn Kabenb afgantepa MHOropasosoro, fjatynka gns
[eTeli paHHero BospacTta Ans PM7100
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Bcero npowHypoBa
MPOHYMepOoBaHO N CKpen/s
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