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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,

LI ONPUNKOAHEHUX Ha carTi www.gscert.com lenepanbHui AvpexTop
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YKPAIHA
OPI'AH 3 CEPTU®IKALII CUCTEM YITPABJIIHHA , H _
AT «XAPKIBCTAHJIAPTMETPOJIOT I51» L

80072 '
ISO/IEC 17021-1

CEPTVIDIKAT

HA CUCTEMY VIIPABJIIHHA AKICTIO

3apeecTpoBaHum y PeecTpi

OpraHy 3 cepTudikauii

"23" nwTtoro 2022 p.

Ne UA 80072.14307481.4-2022
LincHun po " 22" notoro 2025 p.

Lium cepTudpikaTom Noceig4yeTbCs, WO CUCTEMA YNPaBiHHA AKICTO CTOCOBHO
NPOeKTYBaHHA, PO3PO6KU, BAPOGHULUTEA: TEPMOMETDIB MEANYHUX MaKCUMANbHUX CKNAHUX, TEPMOMETDIB
meanuHux undposux TMLL, KoHTeHepiB NNacTUKOBUX Ans GionoriyHux 3paskis, EMKOCTeH ANnA BionoriyHmnx
3pa3kiB, MikponineTok, npoGipok cknAHUX, A3epKan rinekonoriyHux, nineTok Macrepa, 6axin nonieTuNeHoOBUX,
wnarenis OTONapUHIronoriYHux, Habopis riHeKonoriYHux orNAA0BMX, WANOYOK MEAUYHUX ONHOPA3OBUX,

koau [KNMN 3a [K 016:2010 — 22.29.29-50.00, 23.19.23-30.00, 32.50.13,

fKi 3AiACHI0TCH MPUBATHUM AKLIIOHEPHUM TOBAPUCTBOM “CKNOMPUNALY,

appeca: Byn. Osepua, 18, M. 3aBoackke, MonTaBckka o6n., 37240,
kog ENPMNOY 14307481,

3rigHO 3 YWHHUMK B YKpaiHi HOpMaTUBHUMU JOKYMEHTaMU
BiAMNOBiAaOTE BUMOram

OCTY EN 1SO 13485:2018 «MeaunuHi BUpo6u. Cuctemu ynpaBniHHA AKICTHO.
Bumoru no perynioBaHHA»

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

KoHTponb BiANOBIAHOCTI CepTUIiKOBaHOT CUCTEMMW YNPaBMiHHA AKICTIO BUMOram 3asHa4eHoro cTaHaapTy
30IMCHIOETBCS LUNAXOM HarN\A4OBOro ayAuTy, NepioAUYHICTL | NpoLeAyPU SKOro pernameHTyTbCs Yrogow Ha
BUKOPUCTaHHSA cepTudikary.

CepTudikaT BBaXaeTbCsl YAHHUM 33 YMOBM LLIOPIYHOrO MiATBEPANKEHHS!
y 2023 p. — g0 22.02.2023 p. Ta
y 2024 p. — no 22.02.2024 p.,
Wo nigTBEpAXYeTLCA PilueHHAM,

L, \.:.' ra
Fe o

fLHUM HaYKOBO - BUPOGHMYMM UEHTPOM CTaHAapTu3auii,
' . Xapkis, Byn. M“pofeoﬂg"bxa, 36 (aTecTaT Npo akpps

b8l peaynbTaTis ayaut

HOM 3 cepTudikauil cucTeM ynpasniHHA — [lepXXaBHUM nigq

«XapkiBgk :

o | B

HEYROB0-UPOSHml uBHTp
CTaMABDTaayl weTpONOnT 18
Captediauiy

YuHHicTb cepTUdikaTy MOXHa nepesipuTy B
NN «XapkisctanaapTMmeTponoris» 3a Ten. (057) 756-38-05
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