YKPAUHA H
OPTI'AH I1O CEPTUOHMKALNU CUCTEM VYIIPABJIEHUA

I'TT "XAPBbKOBCTAHAAPTMETPOJIOT US1»
CEPTADUKAT

HA CUCTEMY YIIPABJIEHUSA KAYECTBOM

3apeructpupoBaH B Peectpe

OpraHa no cepTtuduKkaLmum

"23" pekabpsa 2020 p.

Ne UA 80072.33574560.4-2020
[eiictButeneH go "23" pekabps 2022 p.

[aHHbIM CGpTI/Id)VIKaTOM NnoATBEPXKAAETCA, HTO CUCTEMA ynpaBneHusa Ka4eCcTBOM Npn Npon3BoacTee

renev ana yHKUMOHANbLHOW AWArTHOCTUKU U Tepanuu,

perucrTpupyrouei Tepmo Gymaru ans MmeguuuHckux npubopos (KM, 33I, KTI, BugeonpuHTepos,
CNMPOMETPOB, aBTOKNaBoB, NabopaTopHbIX NPUHTEPOB, AedUGPUNNATOPOB U APYIUX MEAULIMHCKUX

Npu6opoB, B KOTOPbIX UCMOMbL3YeTCs PerMcTPUpYoLWwasn TepMo 6VM3I’§L

Koabi 32.50.50-20.00, 17.29.19-55.00 no IKIMY (FocynapcTeeHHbIH knaccudukaTop npoayKLUK U ycnyr)
OK 016:2010,

KOTOpble BbinNycKaloTCs
O6ulecTBOM C OrpaHU4YEeHHOW OTBETCTBEHHOCTLIO "TBEI",

Ykpauxa, 36014, r. Monrasa, yn. Metpa flopolueHko, 57,
xon EIPIMOY (EauHbIi rocyaapcTBEHHbIN peecTp NpeAnpPUSTUA M opraHn3aumi Ykpaunbi) 33574560,

B COOTBETCTBMM C AENCTBYIOWNMU B YKpauHe HOPMaTUBHbIMU LOKYMEHTaMM
cooTeBeTcTByeT TpeboBaHnam
ISO 13485:2016
«Medical devices -- Quality management systems -- Requirements for requlatory purposes»

KoHTponb cooTBeTCTBUA CEPTUDULIMPOBAHHON CUCTEMBI YNPaBReHUs KayeCcTBOM TpeBoBaHNAM yKasaHHOro cTaHaapTa
OCYLWECTBNAETCA NyTeM NPoBeAEHWs HaA30pHOro ayauTa, NEPMOANYHOCTL KOTOPOro pernaMmeHTupyeTca CornaleHuem Ha
UCMONb30BaHWe CepTUdUKaTa Ha CUCTEMY YNPaBNEHNs.

CepTudukaT cunTaeTcs AeNCTBYIOLUM MPU YCIOBUM @XEerogHOro NOATBEPKASHUSA:
B 2021 r — po 23.12.2021 r.,
4TO NoATBEPKAASTCR PelueHnem,

CepTtudukar BblgaH
OpraHom no cepTudpukaLumu cucteMm ynpaBneHusi FlocyaapcTBEHHOIO NpeanpuaTUs «XapbKOBCKUA
pernoHanbHbi# HayYHO — NPOU3BOACTBEHHbIN LIEHTP CTaHAAPTU3aUUKN, METPOJTIOTUU U cepPTUdUKALIUUY,
YkpauHa, 61002, r. XapbkoB, yn. MupoHocuukas, 36 (atrectar akkpeautaumu Ne 80072)

Location: Moldova

[HenicTtBue ceptucukaTa MOXHO NPOBEPUTL B
M1 «XapbkoBcTangapTMeTponorma» no ten. (057) 756-38-05
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