YKPAUHA

OPI'AH 10 CEPTU®HKALIN CUCTEM VYIIPABJIEHHS
' "XAPBKOBCTAHJAPTMETPOJIOT HST»

CEPTA®GUEKAT
HA CUCTEMY VIIPABJIEHHUS KAYECTBOM

3aperucTpupoBaHHbiii B PeecTtpe

OpraHa no ceptudukaumu

‘24" pekabps 2021 r.

Ne UA 80072.32335679.4-2021
[HencTButensHbiIi Ao “23” nekabps 2024 r.

|D,aHHI:IM CepTI/Id’JMKaTOM I'IOATBep)Kp,aeTCH YTO CUCTeMa ynpaBrieHUA Ka4eCTBOM OTHOCUTENbHO
At pa3paboTKu, NPOU3BOACTBA U3AENU CTOMATONOMMYECKUX:

) Knacc: Marepuanbl _cToMaronormveckue npoduvnakruyeckue, BOCKMU

4 oruveckue, Marepuvarnbl _CTOMaTONOrMyYeckue criernoyvyHble, MaTtepuanbi
ngucnocoGneHua cToMaronoruyeckve Ans mogenuposBaHus nnom6, cnpei-
N {ink W\ cToMaTonorMyeckue BcnomoraTenbHbie cpencTBa, cromaronoruyeckue
BCNOMoOraTenbHble NPUCNOCOBNEHUS, CTOMAaTONOrMYECKUA MHCTPYMEHT, Kodbl 32.50.50-10.00, 20.59.52-30.00
20.42.18-50.00, 32.50.22-55.00, 20.59.41-79.00, 20.30.11-70.00, 20.41.20-90, 20.59.59-40.00, 32.50.11-50.00 no KNy
(FocynapcTBeHHbIN knaccudukaTop npoaykuuu u yenyr) MK 016:2010:

cromaronoruyeckue Mmartepuansi |l knacc: repmMeTuku cTtomartonoruveckue, Marepuanbl KOMMNO3ULIUOHHLIE
NIoMOUpPoOBOYHbLIE, Marepuanbl NNoMGUPOBOYHbLIE SHOoOOHTUYecKue, mMarepuanbi NNOMGUPOBOYHLIE
2HOOOOHTUYEeCKue BpeMeHHble, Marepuansi nonumMeTakpunaTHbie cromarosnoruvyeckue, LUEeMEeHTbI

cromaronoruvyeckue, LeMeHTbl CToMaTonorn4yeckue BpemMeHHble, cpeAcTBa BCNoMoraresbHble 3HA0OOHTUYeCcKue,

MaTepuanbl _cTomaronoruveckue npodwmnakruyeckue, koabl  32.50.50-10.00, 20.16.53-50.00 no [KMOY

(FocynapcrBeHHbIN knaccudukaTop NpoayKuum u yenyr) MK 016:2010;
cTomarvonoruveckue marepuansi lll_knacc, kon 32.50.50-10.00 no FKMY (FocygapcTBeHHLI Kknaccudwmkarop
npoaykumu u ycnyr) 'K 016:2010

KOTOpble BbINyCKaTCA
YacTHbIM npegnpuaTtuem «Jlatycr»
YkpauHa, 61010, r. XapbkoB, yn. TekcTunbHas, 82,
kog EFPMOY (EanHbIV rocyjapCTBEHHbIN PeecTp NpeanpuUsaTU U opraHusauui YkpauHbl) 32335679,
B COOTBETCTBUM C AEVCTBYIOLMMY B YKPauHe HOPMaTUBHBIMI 4OKYMEHTaMU
COOTBETCTBYET TpeboBaHMAM
ISO 13485:2016
"Medical devices - Quality management systems - Requirements for requlatory purposes"

KoHTpornb cooTBeTCTBIA CEpTUHULIMPOBAHHON CUCTEMBI YNPABEHUS KauecTBOM TpeBGoBaHUAM YKa3aHHOTo cTaHgapTta
OCyLIeCTBNAETCA NyTeM HAaA30PHOMoO ayauTa, NepUoANYHOCTb KOTOPOro pernaMeHTUpyeTcs
CornalueHuem Ha ucnonb3oBaHue cepTudmkaTa Ha CUCTEMY yrpaBneHus.

CepTudimkaTt cuntaeTcsi AeliCTBYIOLMM NPY YCIIOBUM €XKEroAHOr0 NOATBEPXKAEHUS:

B 2022 r. - 00 24.12.2022 r. 1 B 2023 1. — 80 24.12.2023 r., 4To NoATBepx)AaeTcsa PelueHnem.

Ceptudpmkar BbigaH
OpraHom no cepTudmkaumm cuctem ynpaenexus Focy4apcTBEHHOro NPeanpuATUS “XapbKOBCKUIA PErMoHanbHBLIN
HayYHO-NPOU3BOACTBEHHbIN LEHTP CTaHAAPTU3aLMK, METPOSIOrMU U cepTudmkauun”,
YkpauHa, 61002, r. XapbkoB, yn. MupoHocuukas, 36 (attectar akkpeautauuu Ne 80072)

Ha OCHOBaHWUW pPe3ynbTaToOB ayauTa CUCTEMbI YNpaBieHUs Ka4eCcTBOM.
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