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105094, Pocéuﬂ, r. Mocksa, ya. 3os0Ttast, oM 11, nomenienue 4617
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2. CMK cepruduuuposana ¢ oxtsops 2020

Bremmyck

Brinan AxisorepHoMy o6mectsy «PEHTTEHITIPOM» (AO «PEHTTEHITPOM») |

Poccus, 143560, MockoBckas obsiacts, 1. Mcrpa, moc. PymsiHueBo, kBapTai
0080204, 3panue 173, BKIroyas MIoOMAAKH, yKa3aHHbIE B IIPUIIOKEHUH

HACTOSIIIAN CEPTU®UKAT YAOCTOBEPSET:
CHCTEMa MEHE/PKMEHTa KayecTBa I[PUMEHHTEIbHO K  IPOEKTUPOBAHUIO,
pa3paboTKe, IPOU3BOJCTBY, KOHTPOJIIO, IOCTABKE, FApAHTHHHOMY U TEXHUYECKOMY
0OCITY)KUBAaHUIO W3ENUil MEIULMHCKOW TEXHWKH, B TOM YHCJIE KOMIBIOTEPHBIX
TOMOrpad)oB, ~ aINmapaToB  PEHTTeHOBCKMX  MEJMUMHCKHX,  MOJBHIKHBIX
- PEHTTeHOBCKMX KaOMHETOB K COIlyTCTBYIOIIEro 00OpYIOBaHHS; MPOBEAEHUIO
 MOHTAXHBIX, IYCKOHANAJOYHBIX M PEMOHTHBIX pPabOT H3JENHil MEeTUIHHCKOH |
o _ TEXHWKH, PEI0CTABIICHUIO YCIIYT 10 00yUeHUIO

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

(Ipunokenue, KoHKpeTH3upyIoee obnacts ceprudukanuu CMK,
ABJISAETCS HEOTHEMJIEMOH YaCThIO HACTOSIIEro cepTu(uKara)
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HaTa peracerpanun 16.09.2025

Cpoxk aeiicrens 10 27.10.2026
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[Ipunoxenue

SIB/ISIETCA HEOTBEMJIEMOH HaCThIO S
ceprudukara Ne RU CMS-RU.®K14.00415 =

O6aacts ceprupukanum
CUCTEMEBI MEHEDKMEHTA KadeCTBa

AxuuonepHaoro obmectsa « PEHTTEHITPOM»
(AO «PEHTTEHITPOM»)

1. Hpony kiust: iy
W3fenns MeIUIMHCKOM TeXHHKH, B TOM YHCIE, KOMIBIOTEpHbIE TOMOTpadbl,
anraparthl PeHTIeHOBCKHE MEIUIIMHCKHE, TOJBIKHEIE PEHTIEHOBCKHE KaOUHETBI 1
_conyTcTRYyIOIIEe 060pyI0BaHKE S
Yenyru: :
TpoBe/ieHe MOHTAXHBIX, IYCKOHANAIOYHBIX M PEMOHTHBIX PaGOT W3jenuil #
MeTMIMHCKOM TEXHUKH, a TAK)Ke MPe0CTaBlIEHHE YCIYT M0 00yYeHHIO ok

2. OcuoBHOe mpom3BoacTBO: Poccusi, 143560, Mockosckasi obnacte, r. HMctpa,
noc. Pymsuneso, kBaptan 0080204, 3nanue 173

[Tnowmanku:
Poccus, 142280, MockoBckas 00nacTs, r. [Ipotsuno, yi. Ctpourenei, a. 27K

Poccust, 142280, MockoBckast o6nacTs, I. [IpoTBuno, UHycTpranbHbii Mpoes/i, :
19 e
Poccus, 142280, MockoBckast 00acTs, T. [IpotBuno,yn. Jlenuna , 1. 35

3. TIpouecch! Ku3HeHHOTO [UKiIa npoxykuu# B cootsercTsun ¢ FOCT ISO 13485- :
2017:

7.1 IlnanupoBaHue MPOLECCOB KU3HEHHOTO LIHKITA PO KLIMH

7.2 Tlpotiecchl, CBsi3aHHBIE C TOTpebuTeIeM

7.3 TlpoextupoBaHue 1 pa3paboTka

7.4 3akynku il
7.5 TIpou3BoacTBO M OOCIy)KMBaHWE - HE NPUMEHAETCH B 4aCTH cneuuanbﬂblx."f.
TpeGOBaHUH K CTEPHJIbHBIM MEIMUMHCKUM u3xenuaM (m. 7.5.5), Ba.rm,uauﬂu'f--? >
IPOIIECCOB  CTEPWIM3ALMM M cHcTeMaMm 0aphepoB  CTEPHIBHOCTU  (7.5.7). e
MMIUIAHTUPYEMBIM ME/IUITMHCKUM M3Jienusm (1. 7.5.9.2) i
7.6 Yripasnenue 060pyA0BaHHEM JUIsi MOHUTOPUHTA U U3MEPEHUH

PasvsicHenus, Kacaowjuecs obracmu cepmuQuxayuu Cucmemovl MEHeONCMEHMa Kavecmed, -+,
Mo2ym Ol NONYHeHbl 1NYM i

PykoBoauTens opra ; K _
CHCTEM MEeHeIKMeHT - O.I'. ®anecen

“%%’“ H.N. KOpKyHO_E;?l_
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