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DEAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMAS
(POC3APABHAA3OP) :

PETHCTPALIMOHHOE YAOCTOBEPEHUE

HA MEAWUHWHCROE U3AENUE
or 03 centabpsn 2008 roga Ne ®C3 2008/02505

Ha mezmimncKoe wazeme
Hyascoxcumerp PM-60 ¢ npunaniexnocrsMu

Hacrosmiee peracTpatoHHOE y0CTOBEPEHHE BEIJAHO

"apwxons Malnapi Buo-Meaukan uextponnxe Ko., JIta.", KHP,

Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12
Road South, Hi-tech Industrial Park, Nanshan, 518057 Shenzhen, People's Republic
of China

Iponseonurens

"Haswxons Makinapsii Bao-Menukan Daexrponnke Ko., Jita.", KHP,

Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12"
Road South, Hi-tech Industrial Park, Nanshan, 518057 Shenzhen, People's Republic
of China

- MecTo npou3BOACTBa MEAMITHHCKOTrO H3AETHS

Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12
Road South, Hi-tech Industrial Park, Nanshan, 518057 Shenzhen, People's Republic
of China

Howmep peructpanmonnoro gocse Ne 34336 or 31.07.2008

Bun MeIHIHHCKOTrO W3NS -

Kiiace moTeHNMANBHOTO PHCKA IPUMEHEHHUS METHITHHCKOrO W3iens 26
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GEAEPAABHAS CAVKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHINS
(POC3APABHAA3OP) |

TIPUNIOKEHUE
R PETHCTPALIMOHHOMY Y10 CTOBEPEHMUIO
HA MEAULIMHCROE U3EJIUE

ot 03 cenrsGps 2008 roxa Ne ®C3 2008/02505
JIuer 1

Ha MeanumHcKoe uinenue

Hyascoxcamerp PM-60 ¢ npunajieHOCTIMA:
1. larauk SpO2 ana B3pocnsix, Tam: 512D (512D Adult SpO2 sensor).

2. Jaruuk SpO2 nanbueBo# 1uis B3pocisix, Tam: 512F (512F Adult Finger Clip SpO2 sensor). v~
3. larank SpO2 yrusepcanbHbil, Tir: 518B (518B Multisite SpO2 sensor). ' t&((
4. Maraux SpO2 nanbueso# s geredt, Tun: 512H (512H Pediatric Finger Clip SpO2 sensor). -

5. llatunk SpO2 nansueBo# ans B3pocnsix, Tum: S12E (512E Adult finger Soft SpO2 sensor).
6. latauk SpO2 nanbueroi ans netei, Tan: 512G (512G Pediatric Finger Soft SpO2 sensor).
7. larunk SpO2 onnopazossiit Mindray, Tun: 520A (Mindray Single-Patient SpO2 sensor 520A). | #%
8. atunk SpO2 oxmopasossii Mindray, Tun: 520P (Mindray Single-Patient SpO2 sensor 520P). 1K
9. latunk SpO2 opmopasoskiit Mindray, tun: 5201 (Mindray Single-Patient SpO2 sensor 5201). P
10. laraux SpO2 onwopasossiit Mindray, Tun: 520N (Mindray Single-Patient SpO2 T
sensor 520N). xX=
11. aryuk SpO2 nns 3pocasix Nellcor, Tun: DS100A (Nellcor DS100A Reusable P4
Adult SpO2 sensor). LA
12. Matunk SpO2 1A B3pOCIEIX/HOBOPOXKACHHBIX C NEHTOM 1na hukcanuu Nellcor, Tun: OXI- D e
A/N (Nellcor OXI-A/N Adult/Neonatal Band SpO2 sensor).

13. larauk SpO2 ans Aetei/MnajeHues ¢ ienTol s pukcauuu Nellcor, tn: OXI-P/I (Nellcor 1
OXI-P/I Pediatric/Infant Band SpO2 sensor). 24
14. Jlaranx ymnoii B Bune knuncei Envitec (Envitec reusable ear cliping sensor). L\
15. Kabenu yumauurensusie s nataukos SpO2 (SpO2 extension cables). i
16. Anantep UK-tpancmuccuu (Infrared transmission adapter). : '
17. Kabens ans npucoeunenus k komnsiorepy (PC communication cable).

18. Jiuck anst ycraHOBKH nporpaMMHoro obecriesenns (Data Management Software CD).
19. Jurnessie Garapen ana mynscokcumerpa (Li-ion battery).

20. 3apsaHOe YCTPOHCTRO €O LIHYPOM CeTeBhIM (cTaHaapt Euro) (Charger stand with power
cord (Euro)).

21. 3apsaHOe yCTPOUCTBO cO MHypoM ceTebiM (cTanapt US) (Charger stand with power
cord (US)).

22. 3apaaHoe ycTpoHCTBO €O HiHypoM ceterbiM (cTanaapt UK) (Charger stand with power
cord (UK)).

23. KoXyXH 3alIUTHbIC, PA3IHYHBIX LIBETOB: CBETIO-roNy60H, CHHIMN, OpamKeBbiH, KeNThIH
(Protective covers, colors: light blue, blue, orange, yellow). =

24. YeTpo#ceTso s Kperienus K kposaTh (Bedrail clampe®S
25. Cymka juis nepeHocku npubopa (Carrying case). 4

oM ot 22 nexabps 2016 romga Ne 14645 o zanfeF;

teppuTopun Poccuiickoit @enepannn. 2 ' g
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JEKJAPATIHSA O COOTBETCTBHAM
O61mecTBO ¢ OrpaAHHYEHHOI 0TBETCTBEHHOCTHIO "Mumnapeit Menukan Pye";
000 "Munpapeii Megukan Pyc"”
(HaHMEHOBAKNE OpraHH3aunK WK dbamunnsa, ums, OTHECTBO MHAMBUIYANBHOTO NPEATPHHHMATENA, NPHHABLIHX AEKAAPAUMIO O COOTBETCTBHH)
MexpaiioHHas HHCIICKIHA ®exepalsHOM HAIOrOBOH ciry>xk661 Ne 46 no r. Mockee , 30.10.2007
CBCACHHA O pcrncrpauuu opraH{usauvn WA HHAHBUAYANbHOTO npeanpuHUMAaTenA

OI'PH 1077761878908
(HaHMEHOBAHHE PETHCTPUPYIOLIETO Oprana, JiaTa perucTpausH, peruCTpaLMOHHEIH HOMED)
Axpec: 129090, r. Mocksa, ONMMIHACKUANA POCINEKT, .16, crp.5, anTpecoib 4, nomewietue I, kom.7, 11A
tenedou: +7 (499) 553-60-36

(anpec, Tenedion, dakc)
B nume [eHepalbHOrO AUPEKTOpA Usup CuH

(OMKHOCTE, GaMHIIIA, M4, OTHECTBO PYKOBOZNTENA OPTaHH3ALIHK, OT HMCHH KOTOpO# NpUHHMAETCA IeKnapaLus)
3asBAseT, 4YTO Iyascoxcumerp PM-60 ¢ NPHUHAICKHOCTAMH

(HAUMEHOBAHHE, THIL, MApKa NPOIYKLIMH (ycnyrH), Ha KOTODY!O PacnpoCTpaHAETCA JeKnapauna)

Kon OKIIA2 26.60.12.129 Kon TH B3I 9018 19 9000

ko OKI/2 # () TH B3 CHI unn OK 002-93 (OKYH), ceencHs 0 CCpBitHOM BLITYCKE HIH napTHd
CepuifHbIH BBITYCK

(1oMep mapTHH, HOMCpa H3AENuMii, peKBH3IITH IOTOBOPA (KOHTPAKTA), HAKNIAAHAA)
"IIbapwkoar Manapaii Bruo-Meaukan JIeKTPOHAKC Ko., Jira." KHP,
Shenzhen Mindray Bio-Medical Electronics Co., Ltd., Mindray Building, Keji 12th Road South, Hi-
tech Industrial Park, Nanshan, 518057 Shenzhen, People's Republic of China

HaMMEHOBAHKE H3TOTOBHTENA, CTpaHbl U T.O.

COOTBETCTBYET TPEOOBAHHUAM:! T'OCT P 50444-92 (p. 3,4), TOCT P MOK 60601-1-2010, TOCT ISO
9919-2011

(06o3HaucHME HOPMATHBHLIX JIOKYMEHTOB, COOTBETCTBUG KOTOPbIM NOXTBEPHIEHO JAHHON Jeknapauseft, ¢
YKa3aHHeM MYHKTOB 3THX HOPMATHBHBIX IOKYMEHTOB, CoZepKalIMX TPCGOBAHHA [UIA NAHHOH NPOYKLIAH (ycmyra))

Jlexnapalus NpAHATA HA OCHOBAHHMM: HPOTOKOIA rexpraeckux uenbragmit Ne 2017.TD-150.10CD ot
20.10.2017 000 YL "MexTecrIlpubop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015
PerucTpaiiOHHOE YIOCTOBEPEHHE denepanbHOl ciy OB 110 HAIB0PY B cdepe 31paBOOXPaHEHAS
(POC3JIPABHAJI30P) Ne ®C3 2008/02505 ot 03.09.2008

(HGOPMALMA O IOKYMEHT2X, SBAIOLIMXCA OCHOBAHHCEM INA APUHATHA JEKNapauun)

JlaTa npHHATHA ACKIapaliy 26.11.2020
Jlexnapalus o COOTBETCTBHH NCHCTBHTENBHA J10 26.11.2023

M\H Mindray / Ysup CuH
N2 i Q}oﬁ' 1HCh) (wEMIEATB], aMEIIKs)
N HOCROBEREAMOCTH 0T 20,08.207
———fwacenh 1B
GoEML Tl
G973 i CKJIApAIIUH O COOTBETCTBHH
ATTMU U ﬂEKHAPHPOBAHHﬂ», Ne RA.RU.11MII18

(aUMEHOBAHNE H A/IPEC Oprata no cepTuduKauny,

u, oM Ne 3, kopryc 1, aTax 3, moM.1, koM. 26 tenedon: +7 (495) 783-42-17

3aperucTPUpoBaBLIEro NeKnapatmio)

18.8 03740/20 oT 26.11.2020 neucTByeT A0 26.11.2023

(naTe HerucTpautH i PEFHCTPALWIOHHBI HOMED ACKA 'aLHH)
A.JL. loxo

(noam b, WHHLNANL, $AMHINA PYKOBOJUTENA Opraia 10 cepTdHKaLKH)




ITynscoxcumerp PM-60 ¢ mpHHAUICKHOCTAMH (cm. ITpunoxenue Ha 1 nucre)

TTpuHamIEKHOCTH!

1. araux SpO2 mms B3pocsx, Tam: 512D (512D Adult SpO2 sensor).

2. Jatuuk SpO2 NanpueBod WA B3POCIIBIX, THIL 512F (512F Adult Finger Clip SpO2 Sensor).

3, Ilarauk SpO2 yHMBepcaNbHbIH, THUIL: 518B (518B Multisite SpO2 sensor).

4. Jlaranx SpO2 mansuesoi s neteid, Tam: 512H (512H Pediatric Finger Clip SpO2 sensor).

5. Maruak SpO2 naneleBo# /Ui B3pOCHbIX, THIL: 512E (512E Adult finger Soft SpO2 sensor).

6. Narunk SpO2 nansuepol 171 ASTeH, THIL: 512G (512G Pediatric Finger Soft SpO2 sensor).

7. Narunk SpO2 oasopasosriti Mindray, THI: 520A (Mindray Single-Patient SpO2 sensor 520A).

8. Naruux Sp0O2 oxHopasossiit Mindray, TRIL: 520P (Mindray Single-Patient SpO2 sensor 520P).

9. NTarawk SpO2 oxnopasosii Mindray, THit: 5201 (Mindray Single-Patient SpO2 sensor 5201).

10. Harauk SpO2 oxxopa3oseii Mindray, Twm: 520N (Mindray Single-Patient SpO2 sensor 520N).

11. Jatuuk SpO2 ans B3pOCIBIX Nellcor, Tum: DS100A (Nellcor DS100A Reusable Adult SpO2 sensor).
12. Narunx SpO2 fuist B3pOCIBIX/HOBOPOXJICHHBIX C nentoit mns puxcaunyu Nellcor, Tun: OXI-A/N (Nellcor
OXI-A/N Adult/Neonatal Band SpO2 sensor).

13. arauk SpO2 s AeTek/MIaneHIER ¢ nenToit mist pukcarmuu Nellcor, Tam: OXI-P/ (Nellcor OXI-P/1
Pediatric/Infant Band SpO2 sensor).

14. TaTunk yImHOH B BrAe mmmce! Envitec (Envitec reusable ear cliping sensor).

15. KaGenu yUTHHATENBHBIE IS AAaTIMKOB SpO2 (SpO2 extension cables).

16. Anantep UK-tpancmuccuu (Infrared transmission adapter).

17. KaBens s npacoeaunenus k komnsiorepy (PC communication cable).

18. JIucK u1d yCTaHOBKH IIPOrpaMMHOTO o6ecreyenns (Data Management Software CD).

19. JIutuessle GaTapen IS Iy IbCOKCHMETpA (Li-ion battery).

20. 3apaaHOe yCTPOHCTBO CO IIHYPOM CETCBEIM (cranmapt Euro)(Charger stand with power cord (Euro)).
21. 3apsiHoe yCTPOKCTBO CO MIHYPOM CETEBBIM (crannapt US)(Charger stand with power cord (US)).
22. 3apsiHOE YCTPOHCTBO CO HIHYPOM CETEBBIM (cranmapt UK)(Charger stand with power cord (UK)).
23. KoXyXK 3alMTHbIE, Pa3THIHEIX 1IBCTOB: CBETIIO-roTy6Oi, CHHMI, OPaHKEBBIH, KENTHIH (Protective
covers, colors: light blue, blue, orange, yellow).

24, YCTpOKCTBO JUIS KpEIUIeHUs K KpOBaTH (Bedrail clamp).

25. CymMxa [uis IEpeHOCKH npubopa (Carrying case).

Y CuH
(uHULMATEL, HaMUITHS)
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18.B 13740/20 ot 26.11.2020 revicTByet Ao 26.11.2023

(naTa  2rHCTPALM U PErHCTPAUNOHHEIH HOMep AeKa L)
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(noani: ., HHHUKAMGL, GaMHANA PYKOBOANTENS OpFraHa 1o cepTuduKausn)




