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

30 ciyng 2021
Bupo6uuk: ToBapucTBO 3 00MexkeHOI0 BinnoBinaapHicTio "I AP"
MicriesHaxomkeHnst: 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 MeaquuHuii elekTpoHHu# Toprosoi mapku IGAR, DT-01B
[Tapris: 202101

KinbkicTb: 10 080 mryk

[{uM miaTBepHKY€EThC, 10 AJ1 BKa3aHUX BHILE TOBAPiB OYJI0 MPOBEICHO NMEPEBIPKY Mepe BiANPaBKOIO.

Mu rapaHTyeMo, IO Iicis Hamioi MEpeBIpKM IIISXOM BHUIAAKOBOTO BiAOOpYy, AaHa MapTis MPOIyKIil
BIJIMOBiJa€ BUMOT'aM BUPOOHMIITBA 33 CUCTEMOIO yrpaBiiHHs skicTio BignosiaHo a0 ACTY EN ISO 13485 ra e
BIJIMOB1THO KBaTi(hiKOBAHOIO.

CEPTU®IKAT AHAJII3Y
30 ciuns 2021
[Tpoaykuis: Tepmomerp meanuHuii esiekTponHuii Toprosoi mapku IGAR, DT-01B
Cepist Ne: 202101 Kinpkicts: 10 080 mryk
Jarta Burorosnenns: 2021.01

Bunpo6yBanns Bignosigno no crangapry EN 12470-3:2000+A1:2009

Iynkr IHapamerpu Bumoru PesyabTar
BUINIPOOYBaHHSA (YMOBU HaBKOJMIIIHBOTO CEpEAOBUINA: TEMIIEpaTypa
18°C-28°C, BigHocHa Bosoricts 50+20%)
6.2.3 MakcumaipHa MaxkcuMarbHa TOMyCcTHMa MOXHOKa y Jiana3oHi BiZIIOBiga€
JOMyCTUMA BuMiproBanb Bij 35,5°C no 42,0°C Oyne cTaHOBUTH
noxuoka B 0,1°C y Mexax TemrepaTypHOro Jiana3oHy
CTaHJapTHUX HaBKOJIMIIHBOTO cepenoBuiia Bif 18°C no 28°C. 3a
yMOBax MeXaMmH JlianazoHy BuMiproBanHs Bin 35,5°C o 42,0°C
a0o 1mo3a MexkaMM TeMIepaTypHUX YMOB HaBKOJIMIITHBOTO
Cepe/loBUIlla MaKCHMallbHA JIOMyCTHMA IMOXHOKa Mae
OyTu He OuIblIIe HIX Y/BIYi O1IBILIOO 32 BKa3aHe
3HAa4YeHHs
6.4.1.2 BinoGpaxeHnns udposi 3HaueHHS HA AHCIIIe] MalOTh OyTH BIJIMIOBiIa€
OJIUHUIIb IIOHaMeHIIIe 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 TepmomeTp mae pexum camorniepeBipku. [IpaBuibHe BiJIMIOBiIa€
(bYHKIIOHATIBHY (GyHKIIOHYBaHHS Ma€ BiI0OpaXkaTUCh Ha JUCILIET ITi]] Yyac
0e3neyHicTb camornepeBipki. BupoOHUK MOBUHEH Ha/laTH
iH(popMallio Mpo Te, K QYHKIIOHYE PEKUM
caMONepeBipKH Ta 110 MA€E 3 IBUTUCH HA AUCILIEI.




6.6.1 MexaniuHa TepmoMeTpu He OBHHHI MaTH TOCTPUX KiHIIIB a00 KyTiB, | BiANOBigae
Oe3neka SK1 MOXKYTb MOLIKOJIUTH KOPHCTYBaya abo Malli€HTa.
JlaTyuk MOBUHEH OYTH OKPYTJI0i opMH, 100 3armodirTi
MOIIKO/KEHHIO TKaHUH I11]1 9YaC BUKOPUCTAHHS.
TecTyBaHHS IPOBOANUTHCS Bi3yaIbHUM Ta TAKTUIBHUM

00CTEKECHHIM

6.6.2 Omip pyiinyBanHio | TepMoMeTp i3 €KpaHOM 3i CKJIa TOBUHEH BiAMOBiIaTH BiJIMIOBiTa€
BuMoram 11.6.1.2.7 crangapty EN 12470-1:1998

8.2 MapxkyBaHHs Ha nonarok 1o m. 8.1 TepMoMeTp NMOBUHEH OyTH BIJIIIOBIIA€

MMO3HAYCHUM, TPUHAWMHI, HACTYITHOIO 1H(OpMAITI€O:

a) cumBout "° C", pa3oMm i3 YMCIIOBHM 3HAYEHHSIM, SKIIIO
1[el CUMBOJI HE BKa3aHO Ha JUCILIET;

0) IinsHKA TiJIa Ta METOJ BUMIPIOBaHHS (HAMPUKIIA, POT,
MpsiMa KHIIKa);

[IpumiTKa: 11€ 3aCTOCOBYETHCS AJIS 11aTHOCTUYHUX
TEPMOMETPIB.

B) MONIEPEKEHHS ""HE BOJAOCTIMKUI" a00 eKBiBaJICHTHE
TBEPJUKCHHS, SKIIIO TEPMOMETp HeE BiamoBinae 1m.6.3.7;

T') Ha3Ba Ta a/ipeca YIOBHOBAaXEHOIO MPEJICTABHUKA, SKIIO
BHPOOHUK HE € PE3UCHTOM Ti€l KpaiHu, B AKIH MEIMIHHMA
BUP10 3HAXOAMUTHCS B 00Iry

8.3 [HcTpykis 13 Bupi6 mae OyTH yKOMIUIEKTOBaHUHN THCTPYKINIEIO 13 BIJIIIOBIIA€
3aCTOCYBaHHS 3aCTOCYBaHHS

BucHoBku: Pe3ynbrati BUnpoOyBaHb, 110 3a3HA4Y€HI BUIIE, BIAMOBIJAIOTH BCTAHOBIEHUM BUMOTaM JIJIst
MeAn4HOTro BUpoOy: «TepMmomerp menuuHuii enekTpoHHuid Toprooi Mmapku IGAR, DT-01B» .

Cucrema ynpasininag sikicTio komnanii «I[[’AP» BianoBigae Bumoram crangapty JJCTY EN ISO 13485.
Hexnapamis Ne29-08/2018-IGAR Bin "6" cepmusi 2020 poky (pemaxifist 2) mpo BiAMOBIAHICTH BUMOIam
TexHIYHOTO periaMeHTy MO0 MEAMYHUX BUPOOIB, Aekiapallis npo BignosiaHicTe Ne 2 Bin "6" cepmus 2020
poky (pemakitisi 2) mpo BiAMOBIAHICTE BUMOraM TEeXHIYHOTO periaMeHTy OOMEKCHHS BHKOPHUCTAHHS ICSKHUX
HeOE3MEeYHNX PEUYOBHH B EJIEKTPUYHOMY Ta EIIEKTPOHHOMY OONaJHaHHI 3aTBEpXKEHOro MocTtaHoBoro KabiHery
MinictpiB Ykpainu Bix «10» 6epe3nst 2017 poky Nel39, 1o siBisie co00k0 €a1HY AEKIapaliito Ipo BiNOBIHICTb.
Jlexmapariisi ckiajieHa MifJ IIKOBUTY BiAmoBinanbHICTh TOB «lrapy», mo BianmoBijae 3a BBEIEHHS MEIUYHOTO
BUPOOY B 00Ir. _ _ 5
HJEPXKABHE TIIAITPUEMCTBO «BCEYKPAIHCHBKUN JEPXKXABHMM HAYKOBO-BUPOBHUYMU T1IEHTP
CTAHIAPTU3ALIL, METPOJIOT'T, CEPTU®IKALIII TA 3AXUCTY IIPAB CIIOXHWBAYIB (AII
«YKPMETPTECTCTAH/JIAPT»), ceprudikar mnepesBipku Tumy Buganuid 12.02.2019 ta 3apeectpoBanuii 3a
Ne UA.TR.001 31-19, Rev.0.

Hupexrop TOB «Irap» buxos B.T'.




