Business address:

20, METALISTIV Str.,KYIV,

03057, UKRAINE

Registered address:

18-A, MYKHAILO BOYCHUK Str., KYIV,
01103, UKRAINE

phone/fax 380-44-585-34-55
380-44-585-34-56

E-mail: info@igar.ua

dakTuyHa agpeca:

Byn. METANICTIB, 20,

M. KUIB, YKPAIHA, 03057
Micue3HaxoaxXeHHs:

ByNn. MUXAINIA BOMYYKA, 18-A,

M. KUIB, YKPAIHA, 01103
Ten/dakc (044) 585-34-55 (53, 56)
E-mail: info@igar.ua

IGAR

CEPTU®IKAT AKOCTI

bepesens 2026
Bupo6uux: ToBapucTBo 3 00Me:xxkeHo10 BinnosiganbHicTio "IT'AP"
Micne3HaxomkeHHs: ByJ. Muxaiina boitayka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dakc: +380445853455
Micue BupoOHuTBa (BupoOHIUi motyxHOCT]): Xanwxoy Xya'an Mexikan ean Xenc [acrpymentc Ko., JITa.
(Hangzhou Hua’an Medical & Health Instruments Co., Ltd.) bingiar 2, 1# ®yxy Han Ep/li Byuanr Tayn, FOxanr
Hictpikt 310023 Xanuwxoy, YxenssH, Kurait (Building 2, 1# Fuzhu Nan RD Wuchang Town, Yuhang District 310023
Hangzhou, Zhejiang, China)
Hponyxuis: TepmomeTp MeAUYHUI €IEKTPOHHUN 3 THYUYKUM BUMIPIOBAJIbHUM HAKOHEYHUKOM TOPTOBOi
mapku IGAR, DT-K111A

Cepist Ne: 202601
JHata BuroroBnenus: 2026.01

Kinbkicts: 2400 mTyx

]_II/IM Hi,[[TBep,[[)Ky(ZTBCH, 10 AJIsd BKa3aHUX BHUIIC TOBapiB 6y.]10 IpOBEACHO nepeBipKy nepenq BiI[l'[paBKOIO.

Mu rapaHTyemMo, 010 Micis Hamoi NEpeBIpKM IMUISXOM BHIIAJKOBOTO BIIOOpY, JaHa MapTis HPOAYKIl
BIJINTOBIJIa€ BUMOTaM BHPOOHHIITBA 32 CUCTEMOIO yrnpaBmiHHSA sAKicTio BiamoBiaHo 10 JJCTY EN ISO 13485 ta €
BIJIMOBIAHO KBasi(hiKOBAHOIO.

CEPTU®IKAT AHAJII3Y
Bbepezens 2026
[Tpoxyxuis: TepmomeTp MeANYHNI €JICKTPOHHUIN 3 THYYKHM BHMipHOBAJbLHIM HAKOHEYHHUKOM
Toprosoi mapku IGAR, DT-K111A
Cepist Ne: 202601
Jara Burotosnienns: 2026.01

Kinpkictb: 2400 mTyk

BunpoOyBanus Bignosiano 1o crangapry EN 12470-3:2000+A1:2009

IIynkr ITapamerpu Bumoru (yMoBM HABKOJIHIIHBOIO CepPeI0BHIIIA: Pesyabrar
BUNPOOYBaHHS 18°C-28°C, 50+20% BoJs10TiCTD)
6.2.3 MakcumanbHa MaxkcuMaibHa IOycTUMa TIOXHOKa y iama3oHi BiJIMIOBi/1a€
JOoMyCcTUMa MoXuoKa | BuMiptoBaHb Bif 35,5°C no 42,0°C Oyae cTaHOBUTH
B CTaHJapTHUX 0,1°C y Mexxax TeMnepaTypHOro Jiana3oHy
yMOBax HaBKOJMIIHBOTO cepenoumia Bif 18°C no 28°C. 3a
MeXKaMu Jiana3ony BuMmiproBanHns Bifg 35,5°C mo 42,0°C
a0o 1o3a MexaMH TeMIEepaTypHUX YMOB
HaBKOJIMIIHBOT'O CEPEJOBUIIA MaKCUMallbHa
JIOITyCTHMA MOXHOKa Ma€e OyTH He OibIle HiXK yIBIYl
OLJIBLIOIO 32 BKA3aHE 3HAYCHHS
6.3.7 Bononenponuknicte | TepmomeTp Mae OyTH BOJTOHETIPOHUKHUM BIJIMTOBI1a€
6.4.1.2 BinoGpaxeHnns [Tudposi 3HaUEHHS HA AUCIUIET MAlOTh OyTH BiJITIOBiTa€
OJTMHHIIb [IOHAMMEHIIIe Ha 4 MM BHIIMMH 32 TIO3HAYCHHS
BHMIPIOBaHHS Ha OJIMHUITH BUMIPIOBAHHS 200 ONTUYHO BHUIIICHUMH.
aucriei ITicas yBIMKHEHHS] TEpPMOMETpPA YCi CErMEHTH OyIyTh




aKTUBOBAaHI Ha HE MEHIIIE HIXK IPOTITOM 1 CEeKyHH.
TecT mpOBOAUTHCS NUISIXOM Bi3yalbHOI OITIHKH.

6.4.1.3

Tect Ha
(byHKIIOHATTBHY
0Oe3IeYHICTh

TepmomeTp Mae pexxum camornepeBipku. [IpaBuibHe
(GYHKITIOHYBaHHS Ma€ BiJOOPaKaTUCh HA TUCTUIET i
Jac caMonepeBipki. BUPOOHUK MOBHHEH HAJAATH
iH(opMaIiro Tpo Te, sIK QYHKIIIOHYE PEKUM
CaMOTEPEBIPKHU Ta M0 MA€ 3’ IBUTUCH HA JIUCILIE].

BIJIIIOBIIA€

6.6.1

MexaHniuHa Oe3rieka

TepmomMeTpu He MOBHHHI MaTH FOCTPUX KiHIIIB 00
KYTIB, Kl MOKYTh IOLIKOAUTH KOpHCTyBaya abo
namieHTa. JlaTauk moBuHEH OyTH OKPYTII01 hopMH, 1100
3armo06irTv MOUIKOIKEHHIO TKAaHUH i 9ac
BUKOPHUCTAaHHA. TeCTyBaHHS MPOBOAUTHCS Bi3yaIbHUM
Ta TAKTWIHHAM OOCTEKCHHSIM

BIJIIIOBIIA€

6.6.2

Ormip pyliHyBaHHIO

TepmomeTp i3 eKpaHOM 31 CKJIa TOBUHEH BiJIITOBIIATH
Bumoram 1.6.1.2.7 crangapty EN 12470-1: 1998

BIJIIIOBIIA€

8.2

MapkyBaHHs

Ha nonatok 10 1. 8.1 TepMomMeTp MOBUHEH Oy TH
MO3HAYECHUH, IPUHAHMHI, HACTYITHOIO 1H(QOpMALEIO:
a) cumBout "° C", pa3oM i3 YUCIIOBUM 3HAYEHHSM, SKIIIO
1Iei1 CUMBOJI HE BKa3aHO Ha JUCILIET;

0) AUISHKA TiJIa Ta METOJI BUMIPIOBaHHS (HATIPUKIIA],
pOT, IpsiMa KUIIIKA);

IIpumimka: 1€ 3aCTOCOBYETbCA JJIs 11arHOCTUYHUX
TEPMOMETPIB.

B) TIOTIepeKEHHS ""He BOJOCTINKUI" a00 eKBIBaJICHTHE
TBEPUKCHHS;

I') Ha3Ba Ta a/ipeca yIOBHOBAXKEHOI'O MPE/ICTaBHUKA,
SIKILIO BUPOOHUK HE € PE3UIEHTOM Ti€i KpaiHu, B sIKii
MeIUYHHNA BUPIO 3HAXOAUTHCS B 00Iry

BIJIIIOBIIA€

8.3

[HCcTpyKLIIA 13
3aCTOCYBaHHS

Bupi6 mae OyTH yKOMILIEKTOBAaHUH 1HCTPYKIUETO 13
3aCTOCYBaHHS

BIZIIOBiAE

BucnoBku: Pe3ynbratu BUnpoOyBaHsb, 1110 3a3Ha4Y€HI BUIIE, BIAMOBIIaI0Th BCTAHOBICHUM BUMOTaM JIJIst
MeIUYHOTO BUpoOY: « TepMoMeTp MeIUYHNI eIEeKTPOHHHIA 3 THYYKHM BUMIiPIOBAIbHUM HAaKOHEUHUKOM

toprosoi Mmapku IGAR, DT-K111A».

Cucrema ynpasiinas skicTio komnanii «II"APy» Binnosinae Bumoram ctanaapty JICTY EN ISO 13485.
BucHoBku: PesynbraTi nepeBipku BifinoBinatoTs BuMoram cranaaptis [ISO 13485:2016.

Hexnapanis Ne29-08/2018-IGAR Bix "10" Oepe3ns 2026 poxy (pemaxiist 7) mpo BiANOBIIHICTH BUMOTaM

TexHIYHOTO perIaMeHTy 00 MEIUYHUX BUPOOiB Ta Jlekmapartis mpo BianoBiaHicTh Ne2 (penaxitis 7)

Bix "10" Oepe3nss 2026 poky mHpo BIANOBLIHICTE BUMOraM TeXHIYHOMY pErIaMEHTy OOMEKEHHS! BUKOPUCTaHHS
JeAKNX HEeOEe3MeYHUX pEYOBMH B EJIEKTPUYHOMY Ta EJIEKTPOHHOMY OOJaJHaHHI 3aTBEp/DKEHOIO IOCTaHOBOKO

KaGinety MinictpiB Ykpainu Bifg "10" 6epesns 2017 p. Ne139

Jexmapariiss CKajieHa mij MUIKOBUTY BiamoBiganbHicTh TOB «Irapy, mo BiAMOBigae 32 BBEICHHS MEIHYHOTO

BHPOOY B 00IT.

Buxos B.I.




