dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWUIB, YKPAIHA, 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

Yepeennr 2022
Bupo6uuk: ToBapucTBO 3 00MexkeHOI0 BinnoBinaapHicTio "I AP"
MicriesHaxomkenns: Bya. Muxaiina Boituyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micne BupoOuunTBa (Bupobundi notyxuocti): Hangzhou Hua’an Medical & Health Instruments Co., Ltd.,
Building 2, 1# Fuzhu Nan RD Wuchang Town, Yuhang District 310023 Hangzhou, Zhejiang, China
[Iponmyxirist: TepmoMeTp MeIUYHHNH €JIEKTPOHHMH 3 THYYKHUM BUMIiPHOBAJIbHUM HAKOHEYHUKOM
Toprosoi mapku IGAR, DT-K111A
[Tapris: 202201

KinpkicTs: 10 080 mryx
[{um miaTBepKY€ETHCS, IO JIJIs BKA3aHUX BHUIIIE TOBAPiB OyJI0 MPOBEICHO MEPEBIPKY Nepe/l BiIIPaBKOIO.
Mu rapaHTyeMo, IO Iicis Hamioi MEepeBIpKM IIISXOM BHUIAAKOBOTO BiAOOpYy, AaHa MapTis MPOIYKIil

BIJIMOBiZJa€ BUMOTaM BUPOOHMIITBA 33 CUCTEMOIO yrpaBiiHHs skicTio BignosiaHo a0 ACTY EN ISO 13485 ta e
BIJIMOB1THO KBaTi(hiKOBAHOIO.

CEPTU®IKAT AHAJII3Y
Yepsens 2022
[Mpomyxkuis: TepMomeTp MeIUYHMIT eJIEKTPOHHMIA 3 THYYKHM BUMiPIOBAJILHMM HAKOHEYHUKOM
Toprosoi mapku IGAR, DT-K111A
Cepis Ne: 202201 Kinpkicts: 10 080 mTyk

Jlata BuroroBnenns: 2022.03

Bunpo0yBanns Bignosigno 1o crangapty EN 12470-3:2000+A1:2009

Iynkr ITapamerpu Bumoru (yMOBM HABKOJIHIIHBOIO CepPeIOBHINA: PesyabTar
BHNIPOOYBaHHS 18°C-28°C, 50+20% Bos10TiCTD)
6.2.3 MakcumalnnHa MaxkcruManbHa JomycTHMa MoXuoKa y Jiana3oHi BiZIIOBiga€

JonycTuMa nmoxubka B | BuMiproBanb Bija 35,5°C mo 42,0°C Oyae CTaHOBUTH
cranfapTHux ymoBax | 0,1°C y mexxax TemMrepaTypHOro Jiana3oHy
HABKOJMIIHBOTO cepenonuia Big 18°C mo 28°C. 3a
MekaMH Jiana3zoHy BuMmiproBanHs Big 35,5°C no 42,0°C
a00 mo3a MeKaMu TeMIepaTypHUX YMOB
HABKOJIMIIIHBOTO CEPeOBUINA MaKCHMallbHA
JIOITyCTUMa MOXUOKa Mae OyTH He OiTbIle HK y/Bidi
O1IBIIOO 3a BKa3aHe 3HAYEHHS

6.3.7 Bononenponuknicte | TepMmomeTp Mae OyTH BOAOHEIPOHUKHUM BIJIMIOBiIa€
6.4.1.2 Binobpaxenns [{udpoBi 3HaUEHHS Ha AMCILIET MalOTh OyTH BIJIIIOB1/1a€
OJTMHHIIb HIOHAaMEHIIIe Ha 4 MM BUIIIMMU 32 TIO3HAYCHHS
BHUMIPIOBAHHS Ha OJIMHHULIb BUMIPIOBaHHS 200 ONTHYHO BUALIEHUMHU.
T CILIET [Ticast yBIMKHEHHSI TEPMOMETpA yCi CErMEHTU OYAYTh

aKTHBOBAHI1 HA HE MEHIIIE HIK MPOTATOM | CEeKyH]IH.
TecT mpOBOAUTHCS NUISIXOM Bi3yaJIbHOI OITIHKH.




6.4.1.3 Tecr Ha TepmoMmeTp Mae pexxum camoriepeBipku. [IpaBuiibHe BIJIMIOBiIa€
(byHKLIOHATTBHY (byHKLIOHYBaHHS Ma€ BiqoOpaXaTuch Ha JUCTIIET IMif
0e3meyHicTh qac caMmonepeBipki. BUpoOHUK MOBHHEH HaJlaTH
iH(pOopMaLiio Mpo Te, K QYHKIIOHYE PEKUM
CaMONEPEBIPKH Ta 1110 MA€ 3’ SIBUTUCH HA JHCILIET.

6.6.1 Mexaniuna 6e3neka | TepMoMeTpu He MOBHHHI MaTH FOCTPUX KiHIIB abo BI/INIOBiTa€
KYTiB, SIKi MOXYTb IOIIKOAUTH KOPUCTYyBaya abo
narieHTa. Jlaruuk moBuHeH OyTu okpyrioi popmu, oo
3ar00IrTH MOIMIKOHKEHHIO TKAHUH ITiJ] yac
BUKOpUCTaHHA. TecTyBaHHS MPOBOAUTHCS Bi3yalbHUM
Ta TAKTUIHHUM OOCTESKEHHSIM

6.6.2 Omip pyiiHyBaHHIO TepmoMeTp i3 eKpaHOM 31 CKJia TOBUHEH BIAMNOBIOaTH | BIAMOBiIAE
BuMoraMm 11.6.1.2.7 craumapry EN 12470-1: 1998
8.2 MapkyBaHHs Ha nonarok o m. 8.1 TepMoMeTp MOBUHEH OyTH BIJIIIOBIIA€

MMO3HAYEHUH, TPUHANMHI, HACTYITHOIO 1H(OpPMAITIEIO:
a) cumBout "° C", pa3oM i3 YUCIIOBUM 3HAYEHHSM, SKIIIO
el CUMBOJI HE BKa3aHO Ha JHCILIET;

0) IiIsSHKA TiJ1a Ta METOJI BUMIPIOBAaHHSI (HAIPUKIIAI,
pOT, IpsIMa KHIIIKA);

Ilpumimka: 1€ 3aCTOCOBYETHCS ISl 11IaTHOCTUYHHUX
TEPMOMETPIB.

B) IOTIEPEKEHHS "HE BOJOCTIUKUI" a00 €KBIBaJICHTHE
TBEP/’KEHHS;

I') Ha3Ba Ta aJipeca YIIOBHOBAKEHOT'O MIPE/ICTABHUKA,
SIKIIIO BUPOOHUK HE € PE3UICHTOM Ti€l KpaiHu, B AKiH
MEANYHUN BUPIO 3HAXOAUTHCS B 00iry

8.3 [HcTpykuis 13 Bupi6 mae OyTH yKOMIUIEKTOBaHUHN 1HCTPYKIIIEIO 13 BIJIIIOBIIA€
3aCTOCYBaHHS 3aCTOCYBaHHS

BucHoBku: Pe3ynbTatu BUnpoOyBaHb, 10 3a3Ha4Y€HI BUIIE, BIAMOBIIAIOTH BCTAHOBIEHUM BUMOTaM JJIst
MEAUYHOTO BUPOOY: «TepMoMeTp MeTUYHUI eNeKTPOHHUMN 3 THYYKUM BUMIPIOBaIbHUM HAKOHEYHUKOM
toprooi Mapku IGAR, DT-K111A».

Cuctema ynpasiiHHs skicTio komnadii «II"’AP» Binnosinae Bumoram cranaapty JICTY EN ISO 13485.
BucHoBku: PesynbraTi nepeBipku BiamoBigaroTs BuMoram cragaaptis 1SO 13485:2016.

Hexmapamis Ne29-08/2018-IGAR Bin 18 ciuns 2022 poky (pemakitis 4) mpo BiANOBIAHICTH BHMOTaM
TexXHIYHOT0 periaaMeHTy 1010 MEAUYHUX BUPOOIB.

Jlexmapariisi ckiajieHa mij [MUIKOBHUTY BiAmoBinanbHICTh TOB «lrapy, mo BianoBigae 3a BBEIEHHS MEIUYHOTO
BUPOOY B 00Ir.

Hupextop TOB «Irapy 7,50 s b
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