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I'lT "XAPBKOBCTAHAAPTMETPOJIOT USl» 80072

CEPTUADGUKAT
HA CI/ICTEMV YIIPABJIEHUSA KAYECTBOM

3apeructpuposaH B Peectpe
OpraHa no cepTtudukaumm

"05" anpens 2022 p.

Ne UA80072.32544823.4-2022

Hivichun po "04" anpens 2025 p.

ﬂaHHbIM CepTVleVIKaTOM noaTBepXgaeTcd, YTo CUCTeMa ynpasJsieHUA Ka4eCTBOM Npu Nponu3BoaCcTBE
perucrpvpyloliei Tepmo Oymarum ans meauuuHckux npubopos (3KI, 330, KT, BuaeonpuHTepos,

CNUPOMETPOB, aBTOKNAaBOB, Na6opaTOPHbIX NPUHTEPOB, AedUOPUNNATOPOB U APYIUX MEAULIMHCKUX
npuGopoB, B KOTOPbIX MCNONb3yeTcs perucTpupytouian repmo dymara),
kog FKNY (FTocynapcTBeHHbI! knaccudukaTop npoaykuuu u yenyr) 17.29.19-55.00 no [1K 016:2010,

KOTOpble BbiMycKaloTcA
O6LecTBOM C OrpaHM4eHHOM OTBETCTBEHHOCTLIO “COJIAP”,

YkpauHa, 36014, r. MonTaBa, yn. Metpa [lopoweHko, gom. 57,
ko EFPMNOY (EauHbIN rocygapcTBeHHbIN peecTp NpeanpUATUA U opraHn3auuin Ykpautbl) 32544823,

B COOTBETCTBUM C AEACTBYIOLUMU B YKpauHEe HOpMaTUBHbLIMU JOKYMEHTaMU
COoOTBETCTBYET TpeboBaHuaAM
ISO 13485:2016 «Medical devices -- Quality management systems -- Requirements for
requlatory purposes»,
OCTY EN ISO 13485:2018 «MeauuHi Bupo6u. Cucrema ynpasniHHa fkicTio. Bumoru go

erynoBaHHA»
KoHTponb cooTBeTCTBUA cepTucuLMpOBaHHON CUCTEMbI YNpaBneHUs Ka4eCTBOM TpeGOBaHMﬂM YKa3aHHOro craHaapTra

OCyllecTBNAeTCA NnyTem NpoBeAeHUst HaA30PHOro ayanTa, NepuoanuYHOCTb U Npoueaypbl KOTOPOro pernaMmeHTUpyloTCa
CornaweHuem Ha ucnonb3oBaHue cepTudukaTa Ha cucTemy ynpasneHus.

CepTudmkaT cuMTaeTcs AeNCTBUTENBHBIM NPU YCNOBUU EXErOAHOIo NOATBEPXAECHUSA:
B 2023 r. - 00 05.04.2023 r. 1 2024 r. — 0o 05.04.2024 r.,
4yTO NnoaTeepxaaeTcs Pelwexnnem.

Ceptudukat BbigaH
OpraHoMm no cepTudukaLumu cuctem ynpasneHus FfocyaapcTBeHHOro npeanpusaTua « XapbKOBCKUM
perMoHanbHbli Hay4YHO-NPOU3BOACTBEHHbIW LIEHTP CTaHAAPTU3aUWUK, METPOSIOTMK U CepTUUKaLIUUY,
YkpauHa, 61002, r. XapbkoB, yn. MupoHocuukas, 36 (attecrtart akkpeautauun Ne 80072)

Ha OCHOBaHWUW pe3ynibTaToB ayaAuTa CUCTEMbl ynpaBrieHUA Ka4eCTBOM.

MoanuHHOCTL cepTudukaTa MOXHO NPOBEPUTL B
I'M «XapbkoscTaHpapTMeTponorusy no Ten. (057) 756-38-05
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