Business address:

20, METALISTIV Str.,KYLV,

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

dakTnyHa agpeca:

Byn. METANICTIB, 20,

M. KMIB, YKPATHA, 03057
Micue3HaxoaKeHHs:

Byn. MUXANNA BONYYKA, 18-A,

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

IGAR

CEPTUDIKAT AKOCTI

Ceprniens 2025
Bupo6uuk: ToBapucTBO 3 00MexkeHOI0 BinnoBinaapHicTio "I AP"
MicriesHaxomkenns: Bya. Muxaiina Boituyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micne BupoOuunTBa (BrpobHndi notyxHocTi): Xanwkoy Xya'an Menikan enn Xenc [acrpymentc Ko., JIta.
(Hangzhou Hua’an Medical & Health Instruments Co., Ltd.) Binainr 2, 1# ®yxy Han Ep/li Byuanr Tayn, FOxanr
Hictpikt 310023 Xanwkoy, WkenssH, Kutaii (Building 2, 1# Fuzhu Nan RD Wuchang Town, Yuhang District 310023
Hangzhou, Zhejiang, China)
IMponyxkuis: Tepmomerp menuunuil enexkTponHuid Toprooi mapku IGAR, DT-01B
[Tapris: 202501
Kinpkicts: 5760 mTyk

[{uM miaTBepHKY€EThC, 10 AJ11 BKa3aHUX BHILE TOBAPiB OYJI0 MPOBEICHO MEPEBIPKY Mepe BiAMPaBKOIO.

Mu rapaHTyeMo, IO IMicls HamIoi MEpeBIpKM IIISXOM BHUIAAKOBOTO BiAOOpYy, AaHa MapTis MPOIYKIil
BIJIMOBiZJa€ BUMOTaM BUPOOHMIITBA 33 CUCTEMOIO yrpaBiiHHs sikicTio Bignosiano g0 ACTY EN ISO 13485 ta e
BIJIMOB1THO KBaTi(hiKOBAHOIO.

CEPTU®IKAT AHAJII3Y
Cepnens 2025
[Ipoaykuis: Tepmomerp MmeanuHuii esiekTponHuii Toprosoi mapku IGAR, DT-01B
Cepis Ne: 202501 Kinpkicts: 5760 mtyk
Jlata Burorosnenns: 2025.07

BunpoOyBanns Binnosigno no crangapry EN 12470-3:2000+A1:2009

Iynkr IHapamerpu Bumoru PesyabTar
BUINIPOOYBaHHSA (YMOBU HaBKOJHILIHBOTO CEpEAOBUINA: TEMIIEpaTypa
18°C-28°C, BigHocHa Bosoricts 50+20%)
6.2.3 MakcumaibsHa MaxkcuMarbHa TOMycTHMa MOXHOKa y Jiana3oHi BiZIIOBiga€
JOIyCTHMA BuUMiproBasb BiJ 35,5°C 1o 42,0°C Gyzae cTaHOBUTH
noxuoka B 0,1°C y Mexax TemrepaTypHOro Jiana3oHy
CTaHIapTHUX HaBKOJIMIIHBOTO cepenoBuiia Bif 18°C no 28°C. 3a
YMOBax Me)XaMHU Jllana3zoHy BuMiproBaHHs BiJ 35,5°C no 42,0°C
a0o 1mo3a MexxaMM TeMIepaTypHUX YMOB HaBKOJIUIIHBOTO
Cepe/loBUIlla MaKCHMallbHA JIOIMyCTHMA MMOXHOKa Mae
OyTu He OuIbIIe HIXK /B4l OO0 32 BKa3aHe
3HAa4YeHHs
6.4.1.2 BinoGpaxeHnns udposi 3HaueHHS HA AHCIIIe] MalOTh OyTH BIJIMIOBiIa€
OJIUHUIIb HIOHaMeHI1Ie Ha 4 MM BUIIMMH 32 TIO3HAYEHHS OJTUHUIIb
BUMIPIOBaHHSA Ha | BUMIPIOBAaHHs a00 ONTUYHO BUIUIEHUMH . [Ticns
nucrei YBIMKHEHHSI TEPMOMETPA YC1 CErMEHTH OyIyTh
aKTHBOBaHI Ha HE MeHIIe HiXk Ha 1 cekyHay. Tecr
MIPOBOJIUTHCSI IUIIXOM Bi3yaJIbHOI OLIIHKH.
6.4.1.3 Tect Ha TepmomeTtp mae pexum camonepeBipku. [IpaBuibHe BiJIMIOBiIa€
(bYHKLIOHATIBHY (YyHKIIOHYBaHHS Ma€ BiI0OpaXkaTUCh Ha JUCILIET ITi]] Yyac
0e3neyHicTb camornepeBipki. BupoOHUK MOBHHEH HaJlaTH
iH(popMallio Mpo Te, K QYHKIIOHYE PEKUM




CaMOIIePEBIPKH Ta IO Ma€ 3’ IBUTUCH HA JTUCTLIEN.

6.6.1 MexaniuHa TepmomMeTpu HEe TOBMHHI MaTH TOCTPUX KiHITIB a00 KyTiB, | BIJIIOBIiJa€e
Oesreka SIK1 MOXKYTh TIOIIIKOJIUTH KOPUCTYyBava ado marfieHTa.
JlaTurk moBUHEH OyTH OKpyrioi popmu, mo0d 3amodirTu
MOIIKO/KCHHIO TKaHUH ITiJ1 9YaC BUKOPUCTAHHSI.
TecTyBaHHS IPOBOAMUTHCS Bi3yadbHHM Ta TAKTUIBHUM

00CTE)KEHHAM

6.6.2 Ormip pyiinyBanHI0 | TepmMoMeTp 13 €KpaHOM 31 CKJIa TTOBUHEH BiMIOBIIATH BIJINTOBI1a€
BuMoram 11.6.1.2.7 ctangapty EN 12470-1:1998

8.2 MapkyBaHHs Ha nonmatok 1o 1. 8.1 TepmomeTp moBuHEH OyTH BiJIMIOBiTa€

MO3HAYCHHH, TPUHANMHI, HACTYITHOIO 1H(POPMALII€TO:

a) cumBoi "° C", pa3oM i3 YHCIOBHM 3HAUCHHSM, SKIIO
1iell CHMBOJI HE BKa3aHO Ha JUCILIET;

0) AiIsSHKA TiIa Ta METOJI BUMIpIOBaHHS (HAIIPHUKIIAM, POT,
npsiMa KHIlKa);

[TpumiTka: 11€ 3aCTOCOBYETHCS JUIsl A1arHOCTHYHUX
TEPMOMETDIB.

B) Monepe/KeHHs "HEe BOIOCTIMKHIA" a00 eKBiBaJICHTHE
TBEP/DKEHHS, SKIIIO TEPMOMETP HE BiAmoBigae 1.6.3.7;

I') Ha3Ba Ta a/ipeca YIOBHOBAKEHOTO MPEJCTABHUKA, SIKIIIO
BUPOOHHK HE € PE3UICHTOM Ti€i KpaiHH, B K METUIHUI
BUPi0 3HAXOAMUTHCS B 00ITy

8.3 [HCTpYKIIis 13 Bupi6 mae Oyt yKOMIUIEKTOBaHHN 1HCTPYKII€IO 13 BiJIMIOBiTa€
3aCTOCYBAaHHS 3aCTOCYBaHHS

BucHoBku: PesynbraT BUIIpoOyBaHb, 10 3a3HAYEH] BHUILE, Bi/IMOBIIAIOTH BCTAHOBIIEHUM BUMOTaM IS
Meau4Horo BupoOy: «Tepmomerp mennuHuil enekTpoHHuid Topropoi Mmapku IGAR, DT-01B» .

Pesynbraru nepeBipku BiAnoBinawTs BuMoram craniaptis 1SO 13485:2016.

Hexnapanis Ne29-08/2018-IGAR Bing "14" uwepus 2024 poky (penakiis 6) mpo BiANOBIIHICTE BUMOTam
TexHIYHOTO periiaMeHTy Mo/10 MeANYHUX BUPOOiB Ta Jlekmapartis npo BiamoBigHicTh No2 (pepaxiris 6)

Bix "14" wepBHs 2024 poxy Npo BiANOBIAHICTH BUMOTaM TeXHIYHOMY periaMeHTy OOMEKEHHS BAKOPUCTAHHS JICTKIX
HEeOE3MeYHNX PEUOBHMH B EJIEKTPUYHOMY Ta EIEKTPOHHOMY OOJIa/HaHHI 3aTBEpPKEHOro mnocraHoBoro Kabinery
MinictpiB Ykpainu Bif "10" 6epe3nst 2017 p. Ne139

Jexnapariisi ckiiajgeHa i UTKOBUTY BianoBinansHicTh TOB «Irapy, mo BiAmoBigae 3a BBEEHHS MEIUYHOTO
BHUpOOY B 00Ir.

Buxos B.I'.



