YKPAUHA

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

CEPTUADOUKAT
HA CUCTEMY VIIPABJEHUA KAYECTBOM

3aperucTpupoBaHHbiii B PeecTtpe

OpraHa no ceptudukaumu

‘24" pekabps 2021 r.

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

[laHHbIM cepTudmKkaToM NOATBEPXAAETCA, YTO CUCTEMA YyNPaBliEHUA Ka4YeCTBOM OTHOCUTESbHO
NPOEKTUPOBAHUA U Pa3paboTku, NPOU3BOACTBA U3AENUN CTOMATOMOIUYECKUX:
cTomaronoruyeckme Marepuanst | knacc: martepuanbl _croMaTtonoruyeckue npodmnakruyeckue, BOCKM
3yboTexHu4eckue, [UNCbl CTOMATONOIMYECKWe, Marepuasnbl _CTOMAaTOMOruYeckue crenoyHble, Marepuanbl

nonuposanbHbie 3!60T8XHM‘~IECKMG, npucnoco6neHus ctomatoniornyeckue Ana _MoaenuposaHus nn0M6, cnpeun-

macno, naku 3y6GoTexXHU4ecKue, CTOMAaTONIOrMYEcKMe BCMOMOraTefbHbie CpeacTBa, CTOMAaTOoNoruyeckue
BCrnomorarvenbHble NPUCNOCOBNEHUs, CTOMATONOTMYECKUI WHCTPYMEHT, KoAbl 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:

cTomaronorudeckue Martepuanei Il _knacc: repmeTvku CTOMaTonoruyeckue, Marepumanbl KOMMO3ULMOHHbIE
NNOMGUPOBOYHbIE, MaTepuanbl  NIoMGMPOBOYHbIE  3HAOAOHTUHECKUE,  MaTepuanu!  NAoMBGUDPOBOYHBLIE
JHOONOHTUYECKWE  BpEMEHHble,  MaTepuanbl _ NONMMETAKDUNATHbIE __ CTOMATOMOTMYEGKUE eMEHTbI
CTOMATONOrMYecKue, LEMEHTbI CTOMaTONOrMYeckue BPEMEHHbIE, CPeACTEa BCNOMOraTeNnbH LB SMndRoHTUIeCK1e
MaTepuanbl __cToMaronoruyeckue npodunaktuyeckue, .. kogbl. 32,50.50-10.00,  20.16.348 3 no _CKOY
CocynapcTBeHHbIi knaccudmkaTop npoaykuun v yenyr) CRTIEIZONHS 17 17.47-25 EEST \'IL'%Q g
cTomaTonoruueckve Marepuansi Il knacc, koa 32.50.5@-10.00MuRSEKRY:nlicacy napcTse HERH A RIRCcudbUKaTOR
npoaykuuu u yenyr) NK 016:2010 Location: Moldova ZZ8)%

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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