dakTuyHa agpeca: Business address:

syn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KMiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaKeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KY1V,
M. KNMIB, YKPATHA, 01103 01103, UKRAINE
Ten/dakc (044) 585-34-55 (53, 56) phone/fax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTUDIKAT AKOCTI

JIuctomazx 2025
Bupo6uuk: ToBapucTBO 3 00Me:KkeHOI0 BignoBinanabHicTio "IIAP"
Micnie3HaxokeHHs: Byl. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micne BupoOuunTBa (Brpobnnyi notyxHocTi): Xanwkoy Xya'an Menikan ena Xenc [actpymentc Ko., JItn.
(Hangzhou Hua’an Medical & Health Instruments Co., Ltd.) bingiar 2, 1# ®@yxy Han Ep/li Byganr Tayn, FOxanr
Hictpikr 310023 Xanwkoy, Wxemzsn, Kurait (Building 2, 1# Fuzhu Nan RD Wuchang Town, Yuhang District 310023
Hangzhou, Zhejiang, China)
IMponyxkuis: TepMomeTp MeTUUHUH €IEKTPOHHUN 3 THYYKUM BUMIPIOBAIBHIM HAKOHEYHHKOM TOPTOBOi
mapku IGAR, DT-K111A
[TapTis: 202502

KinbkicTs: 2400 mryk
[{uM miaTBEpKY€ETHCSI, IO JIJIs BKA3aHUX BUIIE TOBApiB OYyJI0 MPOBEIEHO NEPEBIPKY MEepel BiAMPaBKOIO.
Mu rapaHTyeMo, IO IiCls HamIoi MEpPeBIpKM IIISXOM BHUIAAKOBOTO BiAOOpYy, AaHa MapTis MPOIYKIil

BIJIMOBiZJa€ BUMOTaM BUPOOHMIITBA 33 CUCTEMOIO yrpaBiiHHs sikicTio BignosiaHo g0 ACTY EN ISO 13485 ta e
BIJIMOB1THO KBaTi(hiKOBAHO¥O.

CEPTU®IKAT AHAJII3Y
JIucromazx 2025

[Tponyxkiis: TepMoMeTp MeAMYHUH €J1eKTPOHHMI 3 THYYKHM BUMIPIOBAJIBLHUM HAKOHECYHUKOM
Toprosoi mapku IGAR, DT-K111A
Cepis Ne: 202502 Kinpkicts: 2400 mTyk
Jata BurotonenHs: 2025.11
BunpoOysanns Bignosigno no cranaapry EN 12470-3:2000+A1:2009
MyHkT IMapamerpu Bumorn (yM0OBH HABKOJIMIIIHBOTO CepeOBHUINA: PesyabTar

BHNIPOOYBaHHS 18°C-28°C, 50+20% Bos10TiCTD)
6.2.3 MakcumanbHa MaxkcruManbHa JOomycTHMa MoXuoKa y aiana3oHi BIJIMTOBI1a€

JonycTuMa moxubka B | BuMiproBanb Bijg 35,5°C mo 42,0°C Oyne cTaHOBUTH
cranfapTHux ymoBax | 0,1°C y Mexax TeMrepaTypHOro Jiana3oHy
HaBKOJUIIHBOTO cepenoBumia Bif 18°C no 28°C. 3a
Me)KaMHU Jllana3zoHy BuMiproBaHHs BiJ 35,5°C no 42,0°C
a0 1mo3a MexaMH TeMIIepaTypHUX YMOB
HaBKOJIMIIHBOTO CEPEJOBUIIA MaKCHUMabHa
JIOITyCTUMa MoXMOKa Mae OyTH He O1JIbIe HIXK yaBIUi
OLITBINIOO 32 BKA3aHE 3HAYCHHS

6.3.7 BononenponukHsicte | TepMomeTp Mae OyTH BOAOHEIPOHUKHUM BIJIMIOBiIa€
6.4.1.2 BinoGpaxxenns [udposi 3HaUeHHS HA AUCTUIET MAIOTh OyTH BIJINTOBI1a€
OJTUHUIID HIOHAMEHIIIe Ha 4 MM BUIIMMH 32 TIO3HAYCHHS
BHUMIPIOBAHHS Ha OJIMHHULIb BUMIPIOBAHHS 200 ONTHYHO BUALIEHUMHU.

JUCILIET ITicst yBIMKHEHHSI TEPMOMETPA yCi CErMEHTH OYAYTh




AaKTUBOBAHI Ha HE MEHIIE HIX MPOTATOM | CeKyH[IH.
TecT MPOBOIUTHCS MIISIXOM Bi3yaJIbHOT OLIIHKH.

6.4.1.3 Tect Ha TepmomeTtp Mae pexxum camoriepeBipku. [IpaBuibHe BIJINTOBI1a€
(hyHKIIIOHATIEHY (GYHKIIIOHYBaHHS Ma€ BiI0Opa)KaTUCh HA JUCTUIET i
OE3IeUHICTh gac caMmoriepeBipku. BUpoOHUK MOBUHEH HAIATH

iH(opMariro Ipo Te, K PYHKIIIOHYE peKUM
CaMONEPEBIPKY Ta 1110 Ma€ 3’ SIBUTHUCH HA JUCILIET.

6.6.1 MexaniuHa Oe3rieka TepmomeTpy HEe MOBUHHI MaTH T'OCTPUX KIiHIIIB a00 BIJIIIOBiIA€
KYTiB, SIKI MOKYTh TIOIIKOJIUTH KOPHUCTYyBa4a abo
namienTa. JlaTauk moBuHEH OyTH OKpyriioi popmu, moo
3an00IrTH IIOINKOKEHHIO TKAHWH 1T Yac
BUKOPHUCTAaHHA. TecTyBaHHS MPOBOJUTHCS Bi3yaIbHUM
Ta TAKTHJILHUM OOCTEXEHHIM

6.6.2 Ormip pyitHyBaHHIO TepmomeTp 13 eKpaHOM 31 CKJia TOBUHEH BIJMOBIIaTH | BiJIIIOBiJIa€
Bumoram 1.6.1.2.7 cranpapry EN 12470-1: 1998
8.2 MapkyBaHHs Ha nonatok 10 1. 8.1 TepmomeTp noBUHEH OyTH BI/IMIOBiTa€

NO3HAYCHU, TPUHANMHI, HACTYITHOIO iH(OpMAIli€r0:
a) cumBoa "° C", pa3oM i3 UYMCIIOBUM 3HAYCHHSM, SIKIIIO
IIeil CUMBOJI HE BKa3aHO Ha JUCILIET;

0) minsHKA Tijla Ta METOJ BUMIPIOBaHHS (HAIIPHUKIIAL,
pOT, IpsiMa KUIIKA);

IIpumimka: 1€ 3aCTOCOBYETHCS ISl IIaTHOCTUIHHUX
TEPMOMETDIB.

B) TIOINIEpPEKEHHS ""HE BOJOCTIMKUI" a00 eKBIBAJICHTHE
TBEPUKCHHS;

T) Ha3Ba Ta aJipeca YIOBHOBAKEHOT'O NIPEACTaBHUKA,
SIKIIIO BUPOOHHK HE € PE3UACHTOM Ti€l KpaiHH, B SKil
MeIWYHUNA BUPIO 3HAXOAUTHCS B 00Iry

8.3 [HCTpYKIis 13 Bupi0 mae Oyt yKOMIUIEKTOBaHHUN 1HCTPYKIIEIO 13 BiJINIOBiTa€
3aCTOCYBaHHS 3aCTOCYBaHHS

BucHoBku: Pe3ynbTat BUnpoOyBaHb, 110 3a3HA4Y€H1 BUIIE, BIANOBIJAIOThH BCTAHOBJIEHUM BUMOTraM ISt
MeAUYHOT0 BUpoOy: «TepMoMeTp MeTUYHUI eNeKTPOHHUN 3 THYYKUM BUMIPIOBaIbHUM HAKOHEYHUKOM
toproBoi Mapku IGAR, DT-K111A».

Cucrema ynpasininHs sikicTio komnadii «I["’AP» Bianosinae Bumoram crangapty JJCTY EN ISO 13485.
BucHoBku: Pe3ynbraT nepeBipku BilMoBijatoTh BuMoram ctangaptis SO 13485:2016.

Hexnapanis Ne29-08/2018-IGAR Bix "14" uepBHs 2024 poxy (penakuis 6) mpo BIJNOBIAHICTb BUMOTaM
TexHIYHOTO perIaMeHTy 00 MeANYHUX BUP0OiB Ta Jlexmaparttis mpo BianoBigHicTh No2 (pemaxiiist 6)

BiJ "14" uepBHs 2024 poky Hpo BIANOBIIHICTE BUMOraM TeXHIYHOMY pEriaMeHTy OOMEXEHHsS] BUKOPUCTaHHS
NEeSIKUX HEOE3MEeYHUX PEYOBHUH B €JIEKTPUYHOMY Ta €JIEKTPOHHOMY O0JaJHAHHI 3aTBEP/IKEHOTO0 MOCTaHOBOIO
KabGinery MinictpiB Ykpainu Bix "10" 6epesns 2017 p. Ne139

Jlexnapariisi ckiiajgeHa i MITKOBUTY BianoBinansHicTh TOB «Irapy, mo BiAmoBigae 3a BBEIEHHS MEIUYHOTO
BHUpOOY B 0OIr.

Hupextop TOB «Irapy ' Buxos B.I'.
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