) INMAC

OPTAH IO CEPTUPHUKAIIMHU CUCTEM MEHEJDKMEHTA
000 «39amac»

105094, Poccusi, r. Mocksa, yi. 3os0Tas, nom 11, momemieHue 4B17
' Arrectat akkpenuraunu POCC RU.0001.13PK14
BhilaH DefepanbHON CayKO0HM 10 aKKPEIUTALIHH

CEPTH®HNKAT COOTBETCTBHA

Briryck 2. CMK ceprudunupoBana ¢ anpens 2022

Brinan O6IecTBy ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO
"Hay4ro-npoussoicteerHoe npennpusite "MonuTtop" (OO0 "HIIII "Mouutop")
POCCHS, 344068, POCTOBCKAS OBJIACTD, I'.O. TOPO/L POCTOB-HA-

JTOHY, I POCTOB-HA-TOHY, VJI. KPACHOKYPCAHTCKAZ, /1. 104A

HACTOSAIINN CEPTUO®UKAT YIOCTOBEPSIET:

TIPOM3BOACTBY, pealM3alii, FApAaHTUHHOMY M TEXHHYECKOMY OOCIY)XHBAHHIO
slIeKTpoKkapanorpagos,  crmEporpadoB,  MOHHTOPOB — PCaHUMAIMOHHBIX M
AHECTE3UONOTHIECKHX, CUCTEM HEPCOHAIBHOTO NUCTAHLIHOHHOTO
MOHHTOPUPOBAHMS TTAI[HEHTa, BEJOSPrOMETPOB, Je(PUOPHILIITOPOB M crpecc-
~cHCTeM '
S COOTBETCTBYET TPEBOBAHUSAM
T'OCT ISO 13485-2017 (ISO 13485:2016)

~ (Tlpunosxenue, KoHKpeTH3Upytomee obmacTs ceprudukannn CMK,
SIBISIETCS HEOTHEMJIEMON YACTHIO HACTOSIIIIErO cepTH(hHKATa)

Pém'cfpaum)lmbu‘fi Ne RU CMS-RU.®K14.00425
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[Ipunoxenue

ABJIAETCH HEOT'beMJTGMOQ HaCTBHO
ceptudukata Ne  RU CMS-RU.OK14.00425

O6aacth cepruuKanu

CHCTEMBI MCHEIDKMEHTa KaueCTBa
OGmecTBa ¢ OrpaHMYEHHO} OTBETCTBEHHOCTHIO "Hay4HO-POU3BOJCTBEHHOE
npeanpusarie "Monutop" (OO0 "HITII "Monutop")

1. IIpomyxmus:
Dnekrpokapauorpadsl,  couporpadsl, MOHHTOPHI  PEAHWMAIMOHHBIE M
aHeCTe3UOJIOTHYECKHE, CHUCTEMBI IIEPCOHAIBHOTO JUCTAHIIHOHHOI'O
MOHWTOPHPOBAHUS [AIMEHTA, BEIO3PIOMETPHI, NehHOPHUIUIITOPEl H CTpece
CHCTEeMbI

Yenyru:

Peanuzanus, rapaHTUHHOE u TEXHUYECKOE obcITy)KUBaHHE |
aNeKTpokapanorpados, crnuporpadoB, MOHHTOPOB  PCaHHUMAIMOHHBIX M
aHeCcTe3H0JIOTUIeCKHX, cUCTEM TIepCOHAIBHOTO IUCTaHIIHOHHOTO
MOHHTODUPOBAHHUS TAIMEHTa, BEJIO3ProMeTPOB, AeGUOPUIIATOPOB H CTPece
CHCTEM

2. TIporecchl sKU3HEHHOrO [uKia npoaykiuy B cootsercTBuu ¢ FOCT ISO 13485
20175

7.1 TInaaupoBaHKe TPOIECCOB KU3HEHHOIO LUKIIA TIPOTYKITHH

7.2 TIpouecchl, CB3aHHBIE C IOTPeOUTENIEM

- 7.3 TlpoexTupoBaHye U pazpaboTka
7.4 3akyniku :
7.5 TIpon3BOACTBO U 0OCIY)KMBAHNE - HE IPUMCHSETCA B 9aCTH JICATE/LHOCTH 10
'MOHTa}KV (. 7.5.3), crnenmanbHeIX TpeOOBaHUM K CTEPUJILHBIM MEAUIIMHCKUM
ysrenuamM (11 7.5.5), BalWJANNE IPOLECCOB CTEPUIN3AINA U CHCTeMaM 6aphepos
cTepmIBHOCTH (7.5.7), AIMIUIAHTHDPYEMBIM METHIMHCKHM H3ienusm (1. 7.5.9.2)
7.6 Yupasinenre 060py/I0BaHHEM 1 MOHUTOPUHTA K H3MEPEHUH

PasvacHenus, kacaioujuecs obnacmu cepmuukayuy CUCmemvl MeHeolICMenma Kkaiecmad,
- mozym Bulmy noxyyens. nymem koncymvmayuii ¢ OO0 "HIIT "Monumop"

I, DaneeB

H.H. KépKyHOBa
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