VKPAIHA

OPI'AH 3 CEPTU®IKALII CUCTEM VIIPABJIIHHS
AIT «XAPKIBCTAHIAPTMETPOJOI'LSA»

CEPTHDIKAT
HA CI/ICTEMY VYIIPABJIIHHA SAKICTHO

3apeecTtpoBaHum y Peectpi
OpraHy 3 cepTudikauii
"29 " ntotoro 2024 p.
e Ne UA80O072.31411528.4-2024
Cepruipiranin niﬁCH“ﬁ nO"ZB" nwtoro 2027 p.

CHCTEM MEHEEMENTY

Llum cepTudikaToM NOCBIAYYETLCA, LLIO CUCTEMA YNPAaBIiHHA AKICTIO CTOCOBHO
NPOEKTYBaHHA Ta BUPOOHUUTBA
cTepunisaTopis NOBITPAHMX, CTepunisaTopis naposux, kog [KMNIM 32.50.12-00.00,
TepMocTariB cyxonositpsHux, mapok TC, TCO, kon AKMIT 26.51.70-15.00,

Mebnis meauuHmx, kon AKMM 32.50.30-50.99,

Hazea npodykuil, kodu KM sa K 016:2010
ski apivichioroTbes TOBAPUCTBOM 3 OBMEXEHOIO BISNOBIAANBHICTIO
“M_Eg_lKOJHCTPYMEHTAanMﬂ 3ABOO-MELOAMNAPAT”

Yxpaina, 67701, Onecbka o6n., M. Binropoa-SHICTPOECLKNA, BYJi. MasKOBCLKOTO, 59,
xon €APIMNOY 31411528

3riAHO 3 YMHHUNK B YKpaiHi HOPMATUBHUMW [OKYMEHTaMM
BiANOBIAAOTL BUMOram

OCTY ENISO 13485:2018 «MeauuHi Bupobu. Cuctema ynpasniHHA AKICTHO.
- Bumoru po peryntoBaHHsa»
EN ISO 13485:2016 (1ISO 13482:2016, idt) «<Medical devices — Quality management systems —
Requirements for regulatory purposes»

KoHTgons sinnoBigHoCTI cepTucbiKoaaHoT cUcTeEMU YynpaeniHHE AKICTIO BUMOram sasHa4deHoro ctadaapTy
30IACHIOETECA LUNAXOM HarnNAA0BOro ayaAuTy, NEPIOANYHICTL | NpoLeAYPU AKOrO PErnameHTylTLCA Y040l Ha
- BUKOPUCTaHHA cepTudikary

CepTudikaTt BBaXaETLCA YUHHUM 38 YMOBU LLIOPIYHOTO NIATBEPKEHHS:
y 2025 p. — go 28.02,2025 p. Ta y 2026 p. — Ao 28.02.2026 p.,
10 NiaTEEPAKYETLCA PilleHHAM.

B_mu\lm —fdepxaBHUM NiANPUEMCTBOM

CepTucpikat BuhaHuin Opranom 3 cepturgikayii cuctem yn
«XapKiBCbKUM perioHanbHuUM HayKoBO - BUPOGHMYUM TPOM CTanAapTu3sauii, meTponorii Ta
ceprudikauiiy, Ykpaina, 61002, m. Xapkis, syn. MupcHocuubxa, 36 (aTectaT npo akpeauTtauito Ne80072)
Ha NiacTasi pesynbTaTie ayanTy CUCTEM ynpaahiHHH AKICTIO.
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