OPTAH 11O CEPTU®PUKAIIMU CUCTEM MEHE/DKMEHTA
' 000 «damac»

105094, Poccusi, r. Mocksa, yi. 3og0Tasi, iom 11, nomenienue 46517
Artecrar akkpeautauuu POCC RU.0001.13DK14
BbilaH PesepasbHON CayKO0M MO aKKpeaUTALUH

CEPTH®HKAT COOTBETCTBHA

Beinyck 1. CMK ceptuduimponasa ¢ anpens 2022

Briman OGIecTBY ¢ OrpaHHUYE€HHOM OTBETCTBEHHOCTHIO «Hay4dHo-
npousBojicTBeHHOE npeanpusitue «Mouutop» (OO0 «HIIT «MonuTtop»)
Poccus, 344068,r. Poctos-Ha-Jlony, yin. KpacHokypcanTtckas, 104a

HACTOSIMA CEPTU®UKAT YIOCTOBEPSIET:
cHCTeMa MEHEDKMEHTa KaueCcTBa IPUMEHHUTEIBHO K MPOSKTUPOBAHUIO, Pa3paboTKe,
[IPOU3BOJICTBY, peaU3allii, TapaHTHMHOMY U TEXHHYECKOMY OOCILyKUBAHHIO
alIeKTpOKapauorpados,  cnuporpadoB,  MOHMTOPOB  PEaHUMAlMOHHBIX U

aHEeCTE3HOJIOTHYICCKUX, CHCTCM IIEPCOHAJILHOT'O AUCTAaHIIMOHHOTI'O
MOHHUTOPHPOBaAHHW IMallUCHTA

COOTBETCTBYET TPEBOBAHUAM
I'OCT ISO 13485-2017 (ISO 13485:2016)

(TIIpunosxxenue, KOHKpeTH3upyolee obsacts ceprudukanuy CMK,
ABJISETCS HEOTHEMIIEMOM YaCThIO HACTOSIIEr0 cepTU(UKATA)

Perncrpammonneiii Noe RU CMS-RU.®K14.00324

JMara perucrpaunu 19.04.2022 Cpox npeiictBus g0 19.04.2025

AR

PykoBoautenst Oprana no ¢gépr KAH - -

g
CUCTEM MEHEeIKMEHTA O.I. ®anees

3

3,
@
>
s
<
s
=

Ilpencexareb KOMHCCHH H.M. KopkyHoBa

Baank Ne 00112



[Tpunoxenue

SIBJSIETCS] HEOTBEMJIEMON YACTBIO
ceprudurara Ne Ry CMS-RU.OK14.00324

OO6aactb cepruukanum

CHCTEeMbI MEHEDKMEHTA KauecTBa
O61mecTBa ¢ OrpaHUYEHHO OTBETCTBEHHOCTBIO «HayqHO-IPON3BOJCTBEHHOE
npemnpustre «MonuTopy (000 «HIIIT «MOHHUTODP»)

1. Ipomyxiius:

Dnextpokapauorpadsl,  couporpadbl, — MOHMTOPbl ~ peaHMMAIMOHHBIC M
aHeCTe3UO0JIOTMIECKHe, CUCTEMBI IIEPCOHAIIBHOIO JUCTAaHIIMOHHOI'O
MOHHTOPHUPOBAHMS ITAIIMEHTA.

VYenyru:

Peanm3aliiisi, TapaHTUHHOE U TEXHHYECKOE 00CIyKMBAHNE 3J1eKTpoKaparorpados,
ciuporpaoB, MOHHTOPOB PEAHMMALMOHHEIX M AHECTE3HOIOrMHYECKUX, CHCTEM
epPCOHATBHOTO AUCTAHIMOHHOTO MOHUTOPUPOBAHKS IIAIHEHTA.

2. Tporecchl )KU3HEHHOTO [HKJIa IIPOAYKIMA B COOTBETCTBAM € I'OCT ISO 13485-
2017:

7.1 IInanupoBaHue IPOIECCOB KU3HEHHOrO NUKIIA MIPOAYKIIHH

7.2 TTpomecchl, CBsI3aHHEIE C OTpedHTeNeM

7.3 TIpoekTrpoBaHUe U pazpaboTKa

7.4 3akynku

7.5 TIpou3BOACTBO U OOCIY)KMBaHHUE - HE [IPUMEHSIETCS B YaCTH AESTeNbHOCTH IO
MoHTaXY (1. 7.5.3), cHeruaibHBIX TpeOOBaHWN K CTEPHUJILHBIM MEAMIHHCKHUM
maenusM (. 7.5.5), Baluaalyy OpoLeccoB CTEPUIM3AMN U CUCTEMaM OapbepoB
creprasHOCcTH (7.5.7), AMIUTAHTUPYEMbIM MEAMIUHCKUAM U3ACTHUAM (75923

7.6 Ypapienue 000pyn0BaHUEM JUIi MOHUTOPUHIA K HU3MEpeHUN

PasvsicHenus, xacaiouuecs obracmu cepmu@urayuu  Cucmembl MeHeOICMeHma Kadecmsa.
Mmo2ym 0vblmb NOJLyHeHbl nymem koncynemayuii ¢ 000 «HIII « Monumop» Soe

PykoBoauTeJib Oprasa no ( ] \
cucTeM MEHEeIKMEeHTa ' / SN O.I'. ®aneen

IIpencesareb KOMHCCH . Teld) H.N. KopkyHoBa




