YKPAUHA

OPTAH T10 CEPTUDOUKALNWU CUCTEM VIIPABJIEH UMY
I "XAPBKOBCTAHJAAPTMETPOJIOT USI» [ oo

Enke ok (e |
CEPTV/ADU 3,_,’—&{_[
HA CUCTEMY VHPABJIEHI/IH KAYECTBOM

3apeructpupoBaH B PeecTtpe

OpraHa no ceptudgukaumm

"23" nekabps 2021 p.

Ne UA 80072.3357 4560.4-2021
Hewncteutenen oo "23" nekabpsa 2023 p.

HaHHbIM CepTM(bMKaTOM noaTeBepxaaeTcAd, HTo CUCTEMA ynpaBneHna Ka4ecTtsom npu npon3soacrtee

renen AnA GyHKUMOHANbLHOW ANArHOCTUKU U Tepanuu,
perucTpupytouiev Tepmo 6ymaru ana meguumHckux npubopos (KM, I3, KTI, BugeonpuHtepos,
CNUPOMETPOB, aBTOKNaBOB, NabopaTopHbiX NPUHTEPOB, AedUOPUNNATOPOB U APYIUX MeAULIMHCKUX
npu6opoB, B KOTOPbIX UCNONb3YeTCA perucTpupytouas Tepmo bymara),
koabl 32.50.50-20.00, 17.29.19-55.00 no 'KMNY (FfocyaapcTBeHHbIN knaccudukaTop NnpogyKuuun v ycnyr)

0K 016:2010,

KOTOpble BbiNycKaloTCs
O6ulecTBOM C OrpaHU4YEHHOW OTBETCTBEHHOCTLIO "TBEN",

YkpauHa, 36014, r. MontaBsa, yn. Metpa flopouweHko, 57,
kon ECPNOY (EauHbIN rocyaapCcTBEHHbINW peecTp NpeanpuUATUA U opraHu3auunn Ykpaunsi) 33574560,

B COOTBETCTBUM C AEUCTBYIOLMMU B YKpauHe HOpMaTUBHLIMWU LOKYMEHTaMM

cooTBeTcTBYyeT TpeboBaHNAM
ISO 13485:2016
«Medical devices -- Quality management systems -- Requirements for requlatory purposes»

KoHTponb cooTeeTcTBUA CepTUGULIMPOBAHHOW CUCTEMBI YNPaBNeHUs Ka4ecTBom TpeGoBaHUAM yka3aHHOro cTaHaapTa
OCyLLECTBNAETCA NyTEM MpOBEeAEHUA HaA30PHOTo ayauTa, NEpUOANYHOCTL KOTOPOro pernameHTupyetcs CornalweHvemM Ha
ucnonb3oBaHue cepTudukaTa Ha CUCTEMY YNpaBneHus.

CepTudmkaT cuMTaeTca AeNCTBYIOLMM NPU YCNOBUM EXEro4HOM0 NOATBEPKAEHNS:
B 2021r -0 23.12.2023 r.,
4TO NnoaTeepxaaeTca PeweHnem.

CepTudmkat BbiaaH
OpraHoM no ceptudukauuu cuctem ynpasneHus locyaapcTBeHHOro npeanpuaTUA «XapbKOBCKUNA
pervoHanbHbIi HAy4YHO — NPOU3BOACTBEHHbLIW LEHTP CTaHAAPTU3aUMu, MeTponoruu u ceptucdukaumumy,
Yxpavma 61002, r. XapbkoB, yn. MupoHocuukas, 36 (atrectar akkpegutauuu Ne 80072)

i B. ArapkoB

T

Reason: MoldSlgn Slgnatur
Location: Moldova

[DeicTeue ceptugukata MoXHO NPoOBEPUTL B
"M «XapbkoBcTanaapTMmeTponorusa» no ten. (057) 756-38-05
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