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CEPTUODI

K NOCBIAYEHHS pEECTPaLlii CUCTEMU MEHEKMEHTY IKOCTi

MpAT . CKNonPunAL"

Byn. O3epHa, 18, m. 3aBoacbke, JToxBuULIbKWIA paroH, MonTaBcbka 06nacTb, 37240, YkpaiHa

po3po6/ieHoi Ta BNPOBafXeHO! BiANOBIAHO 10 BUMOT MiXH3apOAHOr0 CTaHaapTy

1SO 9001:2015

KomnaHis 3aCTocoBye 3a3HaueHi BUMOTY LLOA0 HACTYNHWUX BUAIB AisfNIbHOCTI:

MpoexryBaHHs, po3po6ka, BUPOGHULTBO i 36T TEPMOMETPIB CKNIAHUX TEXHIYHUX
i onpaB [0 HUX; apeomeTpiB CKISAHWX, TFiIrPOMETPIB, MaHOMETpIB,
MaHOBaKYyMMETPIiB, TEPMOMETPiB NOGYTOBUX, TEPMOrirpoOMEeTpiB, rOANHHUKIB
NiCOYHUX, CKNAHOK MIpHUX, NOCYAy CKISHOrO nabopaTtopHOro MipHOro i
HEMIPHOrO Ta NNAcTUKOBMX KOMMMIEKTYHOUMX A0 HMUX; BUPO6IB MeanuHMX:
€MKOCTEN Ans GionoriyHmx 3paskiB, KOHTEAHEPIB NNACTUKOBUX, TEPMOMETPIB
meauuHux, 6axin nonieTMneHoBMX, A3epKan riHekonoriyWmx, Habopis
riHeKONOriyHux, MiKponinerTok, npo6ipok CKNSAHUX, winarenen
OTONAPIHrONOriYHMX.

Ceptudikosara CMS dyHkuioHYe 3a anpecoto: Byn. O3epHa, 18, M. 3aBoacbke, JTOXBULIbKMIA pavioH,
Montascbka o6nactb, 37240, YkpaiHa

Pesynbtatn, wo HasepeHi y 3BiTi 3 ayaury Ne RE 037/23/18, nigrBepaxytoTb, WO cUCTEMa
MEHEXKMEeHTY 5IKOCTi MOBHICTHO BiANOBIAa€ BUMOram BuULLIE3a3HaYeHOro CTaHaaprTy.

Ceptudikar No Q-5497/23
[Nara nepwoi ceptudikanyj 01.12.2004
Buaanwii: 04.05.2023
LivicHui po: 04.11.2025
)m‘;‘/!ir ,
AW '/‘/,:”’) ; Nanui ceemd)ixar BBAXAETbCA niﬁcumfn_suxmouno o Ing. Marcel Sliich
/,\/“/‘/‘/( ) 33 YMOBM 11010 36epexeHHs y CNUCKy AINCHUX cepTudikaris,
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YKPAITHA
ORPEALLES CEPTI/ICDIKAHIT CUCTEM VIIPABJIIHHA
11 «XAPKIBCTAHIAPTMETPOJIOI'TSA»

CEPTHDINAT

HA CUCTEMY VIIPABJIHHSA AKICTIO

3apeecTtpoBaHuil y PeecTpi
OpraHy 3 cepTudikaulii

"16" »xoBTHa 2023 p.

Ne UA80072.14307481.1-2023
HincHun go "15" xoBTHsA 2026 p.

80072
JICTY EN ISO/IEC 17021-1

Linm cepTudpikaToM NOCBIAYYETHCS, O CUCTEMA YNPABIIiHHA AKICTIO CTOCOBHO:

nuGeKTyBaHHA, PO3POOKKU, BUPOOHULTBA i 30YyTYy: TEPMOMETPIB CKNAHUX TEXHIYHUX Ta nobyToBux — koa OKIMN
26.51.51-10.0C; onpaB 3axucHux - kop [HKII 26.51.82-00.00; apeomMeTpiB CKNAHMUX, rirpomMerpis,
TepMmorirpomeTpis — xkog AOKMI 26.51.51-79.00; maHomeTpiB — kog OKMIT 26.51.52; niyunbLHUKIB BOOU — KOA
NN 26.51.63-50.00: maHoBakyymmeTpiB — koa OKIM 26.51.52-79.00; roauHHUKIB nicouynux — kon AKIMM
26.52.14-00.00; cknsHok mipHux— kon KM 26.51.53-90.00; nocyay cknsHOro na6oparcpHoOro MipHoro Ta
HeMmipHoro, npobipok, Mikponinetok — koa AKMM 23.19.23-30.00; emMkoeTeW AnsA oionorivykux 3paskiB 7a
KOHT2VL2NIB nnacTukosux — koa AKIN 22.29.29-50.00; 6axin nonieTuneHoBux — ko OKI 22.29.29-10.00;
N3eHKan Ta HaboviB riHeKonoriyHux, wnarenis oronapuHronorivHux — kog OAKMNM 32.50.13-79.C0,

|0 3[INCHIOKTHCA

NPUBATHUM AKLLIOHEPHUM TOBAPWUCTBOM “CKINOMPUNAL”,

kog EAPIMNOY 14307481,

By, Ozepka. 18, M. 3aBoackbke, MonTaBekka 0651., YkpaiHa, 37240

SFIﬂHO SHUHHUMW B praIHI HOpMaTVIBHI/‘M/I fL'J‘(,‘:lwy'\/l('3"|TaMI/I
BI,EI,I"IOBIID,ES BriMoram

E,CTY EN iSO 9001:2018 (EN IaO 9001:2015; IDT) «CM(.TeMM yﬂpaBﬂIHHﬂ SAKICT1O. Bumom» '
ACTY ISO 2001:2015 (ISO 2001:2015, IDT) «Cucremu ynpaBniHHSA AKicTO. BUMoTriny,
ISO 9601:2015 «Qualitymanagementsystems. Requirements», IDT

KoHTpONb BiANOBIAHOCTI CepTUdIkOBaHCT CUCTEMU YNPaBRiHHA AKICTIC BUMOraM 3a3HaveHux cTaHaapTis
34iMCH0ETLCS LUMAXOM HArNsL0BOT0 ayaAnTy, NepPIoANYHICTb i NpoLeaypu SKOro pernameHTyroTbes YroAolo Ha
BUKOPWCTaHHS CeEpTUMIKaTY.

CepTicpixaT, BBaXaeTbCA YMHHUM 38 YMOBU LLIOPIYHOrO NIATEEPAKEHHS:
y 2024 p. — po 12.10.2024 p.,
y 2025 p —,qo 12.10.2025 p., Wwo nigTeeLAXyeThca PilleHHaMu.

| 0‘_ raHom 3 ceprudpikayii cm npaammm .ﬂepmaanoro nionnpueMcTsa
<Xamewau perg@ vaJ 1 ,“-:g ({CBO- Bupo6|-mquv;/ng cTaHAapTu3auil, MeTponorii Ta ceprTugixkauiin,
~ (Yxpaina, 610 2y KiB,BY#: \- v 108) ,36 (aTecTar npo ame::wraui}o Ne 80072j Ha niacrasi

& B N

: YUHHICTb cepTudikata MoXHa nepesiputu’ 2
B [ «Xapkiectanaaptmerponoris» 3a ten. (057) 756-38-05, (050) 753-14-00
a5o e-mail: 310@mti.kharkov.ua



OPT'AH 3 CEPTU®IKAILLII CUCTEM VIIPABJIIHHS
AT «XAPKIBCTAHJIAPTMETPOJIOI'I51» e

e
I'GIDITI LT e T '
CHPTVIDIKAT
HA CUCTEMY VIIPABJIITHHA AKICTIO

VKPAIHA AN
A

3apeecTpoBanuin y PeecTpi

OpraHy 3 cepTudikauii

"23" mwToro 2022 p.

Ne UA 80072.14307481.4-2022
HincHnn go " 22" nwrtoro 2025 p.

Lium cepTudikaToM NOCBIAYYETLCS, L0 CUCTEMA YNPABIIHHA SKICTIO CTOCOBHO
NPOeKTYBaHHs, PO3PO6KU, BUPOGHULITEA: TEPMOMETPIB MeAWYHMX MaKCUMaNbHUX CKNAHNX, TepMOMETpIB
meauuHux undposux TML, KoHTelHepiB nnacTukoBux ans GionoriyHux 3paskis, emKocTei ansa BionoriuHnx

3pa3kis, MikponineTok, NpoBipok cknsAHMX, A3epKan rinekonoriyHux, ninetok MNacrepa, 6axin nonieTUNeHoBUX,
wnarenis OTONapPUHIonoriyHnx, Habopie riHeKoNoriYHWX OrNAAOBUX, WaNo40K MeaAWYHUX OAHOPA30BUX,

xoau OKNMN 3a AK 016:2010 - 22.29.29-50.00, 23.19.23-30.00, 32.50.13

AKi 3aincHiolTECA MPUBATHUM AKUIOHEPHUM TOBAPUCTBOM “CKIIOMNPUNAL",

appeca: Byn. Osephxa, 18, M. 3aBoackke, MonTasckka o6n., 37240,
kop ENPNOY 14307481,

3rigHo 3 YHHUMK B YKpaiHi HOPMaTUBHUMW AOKYMEHTaMM
BiAMNOBIAaTL BUMOram

ACTY EN ISO 13485:2018 «MeaunuHi BupoGu. Cuctemu ynpasniHHaA AKICTHO.
Bumoru ao perynioBaHHAa»

(EN ISO 13485:2016 «Medical devices — Quality management systems —
Requirements for regulatory purposes» + EN 1SO 13485:2016 / AC:2016, IDT)

KoHTpONk BigNOBIAHOCTI CepTUdikoBaHOT CUCTEMY YNPaBNiHHA AKICTIO BUMOram 3a3Ha4eHoro ctaHaapty
3MIACHIOETHCA LWNAXOM HarnNsA0BOro ayaAuTy, NEPIOANYHICTb | NPOLEAYPY AKOTO PernameHTyioTecs Yroaok Ha
BUKOpPUCTaHHR cepTudikary.

CepTudikaT BBaXaeTLCH YNHHUM 38 YMOBM L{OPIYHOTO NiATBEPAKEHH::
y 2023 p. — no 22.02.2023 p. Ta
y 2024 p. — no 22.02.2024 p,,
WO NiATBEPAXKYETLCA PilLEHHAM.

raHom 3 ceprudikauii cuctem ynpasninua — [lepxasHum nig
HaRbHUM HayKOBO - BUPOGHUYUM LEHTPOM cTaHaapTu3aauil,
M. Xapkis, Byn. Mupo:c:}ubxa, 36 (aTecTaT npo a

R CTeMU ynpasniHHA SKICTHo.

YuHHicTe cepTudikaTy MoXHa NepesipuTi B
[N «XapkiscTanaapTmeTtponoris» aa Ten. (057) 756-38-05
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