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OpraHa no cepTtudukauum

"26" pekabps 2022 p.

Ne UA80072.33574560.4-2022
Hencteutenen go "25" gekabps 2025 p.

AaHHbIM CepTVI(bMKaTOM noareepXnaeTca, 4To0 CUCTemMa ynpaBneHus Ka4ecTtsomMm Npu Nnpon3sBoacTee

renen ans yHKUMOHANbLHOW ANArHOCTUKU U Tepanuu,
pervcTpupyowen Tepmo Gymaru ana meauuuHckux npubopos (KM, I3, KTI, BuaAeonpuHTEpOs,
CNUPOMETPOB, aBTOKNABOB, Na60paTOPHbIX NPUHTEPOB, AedUOPUNNATOPOB U APYrMX MEAULMUHCKUX

npubopoB, B KOTOPbLIX UCNONb3yeTCs perucTpupytouas Tepmo Gymara),
koAbl 32.50.50-20.00, 17.29.19-55.00 no I'KMY (FocyaapcTBeHHbIW knaccudukaTop npoaykuuM U ycnyr)
0K 016:2010,
KOTOPbI€ BbiNyCKAKTCA

O6wecTBOM C OrpaHM4YeHHON OTBETCTBEHHOCTLIO "TBEN",

YkpauHa, 36014, r. MonTtasa, yn. Nerpa [lopoweHko, 57,
koa EMPMNOY (EAuHLIA rocyAapCTBEHHbIW peecTp NPeAnpUATUA U opraHusaumin Ykpaunbt) 33574560,

B COOTBETCTBMM C AENCTBYIOWNMN B YKPANHE HOPMATUBHBIMU JOKYMEHTaMu
COOTBETCTBYET TpeboBaHMAM

ISO 13485:2016 «Medical devices - Quality management systems - Requirements for
requlatory purposes»,
OCTY EN ISO 13485:2018 «Meau4Hi BUpo6u. CuctemMa ynpaeniHHA sikicTio. Bumoru ao
perynioBaHHA»

KoHTposnb cooTeeTCTBUA CEPTUDULMPOBAHHOW CUCTEMBI YNPABNEHUA KAYeCTBOM TPeBOBaHNAM YKa3aHHOro CTaHAapTa
OCyWIECTBNAETCS NyTEM NPOBEAEHWUS HAA30PHOTO ayAnuTa, NEPUOANYHOCTL KOTOPOTro pernameHTupyeTcs CornalieHmem Ha
1Cnonb30oBaHue cepTudukaTa Ha CUCTEMY YNpasneHus.

CepTucukaT cUUTaETCs ASMCTBYIOLIMM NPU YCNIOBUN €XEroAHOrO NOATBEPXKAEHUS:
B 2023 r — 00 26.12.2023 r., 8 2024 r — 00 26.12.2024 .
YyTO NnoaTeepxaaeTcs PeweHnem.

CepTtudukar BblaaH
OpraHom no cepTudukaumumn cuctem ynpasneHun FocyaapCTBEHHOro NpeanpUATUA «XapbKOBCKUM
PeruoHanbHbIN HayYHO — NPOU3BOACTBEHHbIW LIEHTP CTaHAAPTU3aALMMU, METPONOrUK U CepTUd MKauum»,
YkpauHna, 61002, r. XapbkoB, yn. MupoHocuukas, 36 (atrecrar akkpeaurtauum Ne 80072)

Ha OCHOBaHWUK pesynbTaTos ay,q/wfa CUCTEMbI ynpaBneHuaA Ka‘-leCTBO

3amecTutenb
pyKOBOAUTENA OpraHa
no cepTunuKkaumnn .
MevaTb

Hencreue ceptudukata MOXHO NPOBEPUTL B
M «XapbkoscTanaapTmeTponorus» no ten. (057) 756-38-05
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