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
Bupo6uuk: ToBapucTBO 3 00Me:keHOI0 BianoBigaabHicTio "ICAP"
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)
Mponykmin: TepmomeTp Meauunuii enekrpornuid Toprooi mapku IGAR, DT-01B
[Tapris: 202601
Kinbkicts: 8640 mryk

um miaTBepIKy€eThCs, M0 JJII BKa3aHUX BHINE TOBAPiB OYyJIO IPOBEICHO NIEPEBIPKY MEPE BIAMPABKOIO.

Mu rapaHtyemMo, WIO0 Micis Hamoi MEepeBipKM LUIAXOM BHIIQJAKOBOTO BiAOOpYy, JaHa MapTis MNPOLYKIl
BIJIIIOBiJJa€ BUMOTaM BUPOOHUIITBA 32 CUCTEMOIO ympaBiiHHs sKicTio BiamosigHo g0 JCTY EN ISO 13485 ta €
BI/IMOB1THO KBaTi(hiKOBAHOIO.

CEPTUDIKAT AHAJII3Y
Bbepezenn 2026
[poxyxuis: Tepmomerp Mennunnii ejiekTpoHHuii Topropoi mapku IGAR, DT-01B
Cepis Ne: 202601 Kinpkicts: 8640 mTyk
Hara BuroroBnenns: 2026.01

BunpoOyBanns Bianosigno g0 cranaapry EN 12470-3:2000+A1:2009

IIyHkKT ITapameTpu Bumorn PesyabrTar
BUINIPOOYBaHHSA (YMOBH HaBKOJIMIITHBOTO CEPEIOBHIIA: TEMIIEpaTypa
18°C-28°C, BimHOCHA BojoricTth 50+£20%)
6.2.3 Maxkcumanbaa MaxkcuManbHa TomycTUMa MOXUOKa y Aiama3oHi BIJIIIOBiIa€
Oy CTHUMa BuMiproBaHb Bix 35,5°C no 42,0°C Oyie CTAaHOBUTH
nmoxuOka B 0,1°C y mexxax TeMIiepaTypHOTO Jiara3oHy
CTaHJIapTHUX HaBKOJIMIITHBOTO cepeaouina Big 18°C mo 28°C. 3a
yMoOBax Me)XaMu Jliana3oHy BumiproBanHs Big 35,5°C no 42,0°C
a0 1mo3a MexaMH TeMIEepaTypPHUX YMOB HAaBKOJIUIITHBOTO
CepeloBUIlla MaKCHMasbHa JAOIyCTUMA ITOXHOKa Mae
OyTu He OibIlle HIX YJBiYi OUIBIIO0 32 BKa3aHe
3HAYCHHS
6.4.1.2 Bino6paxenns [udposi 3HaueHHS HA AUCIUIET MAIOTh OyTH BIJINIOB1/1a€
OJIMHMIIb IIOHaMeHIIe Ha 4 MM BUIIMMH 32 TIO3HAYEHHS OJUHMIIb
BUMIPIOBAaHHS HA | BUMIPIOBaHHA 200 ONTUYHO BUIIeHUMH . [Ticms
JcIuiel YBIMKHEHHS TEPMOMETPA yCi CerMEHTH OYy1yTh
aKTUBOBaHI Ha HE MeHIIEe HIX Ha 1 cexkyHay. Tect
MIPOBOJIUTHCSI MIJITXOM Bi3yaJabHOT OIIHKH.
6.4.1.3 Tect Ha TepmomeTp mae pexum camonepeBipku. [IpaBunbhe BiJIIIOBi/1a€
(GyHKIIOHAIEHY (GYHKIIIOHYBaHHS Ma€ BiJoOpaxaTuCh HA AUCILIET MMif] yac
0e3neyHICTh camornepeBipku. BupoOHUK MOBHHEH HalaTu
iH(DOopMaItiro npo Te, K GYHKIIIOHYE PEKUM
CaMOIEPEBIPKH Ta 1110 MA€ 3’ SIBUTHUCH HA JUCILIET.




6.6.1 MexaHiuHa TepmoMeTpu He MOBHHHI MaTH TOCTPUX KiHIIB 200 KyTiB, | BiANOBigae
Oesreka SIK1 MOKYTh TTOITKOUTH KOPHCTyBayda a0o marfieHTa.
JlaTuuk moBuHEH OyTH OKPYT0i (hopmu, 00 3aN00ITTH
MOIIKOKEHHIO TKAaHHUH i1 Yac BUKOPUCTAHHS.
TecTyBaHHS IPOBOIUTHCS Bi3yaJIbHUM Ta TAaKTHJILHUM

00CTEKEHHAM

6.6.2 Onmip pyitHyBanHIO | TepMOMETp 13 €KpaHOM 31 CKJIa MOBUHEH BiAMOBIIATH BIJIIOBia€
Bumoram 11.6.1.2.7 ctangapty EN 12470-1:1998

8.2 MapkyBaHHs Ha noparok no . 8.1 TepmomMeTp noBuHeH OyTH BIJIIIOB1/1a€

MMO3HAYEHUH, TPUHANMHI, HACTYITHOO 1H(OpMaITi€rO:

a) cumBoa "° C", pa3oM i3 UHCIOBUM 3HAYCHHSM, SIKIIIO
e CMMBOJI HEe BKa3aHO Ha JUCILICT;

0) AUIsHKA TiJ1a Ta METOJI BUMIPIOBAHHSA (HANpUKJIIAL, poT,
npsiMa KHIIKA);

ITpumiTka: 1€ 3aCTOCOBY€ETHCS JUIsl JIarHOCTUYHUX
TEPMOMETDIB.

B) HOTIEpEI’KEHHS ""HE BOAOCTIMKUNA" a00 eKBIBaJICHTHE
TBEPJKEHHS, SKIIIO TEPMOMETP HE BiJmoBijgae 1.6.3.7;
I') Ha3Ba Ta a/ipeca yIOBHOBAXKEHOI'O MPE/ICTaBHUKA,
SKILO BUPOOHUK HE € PE3UIEHTOM Ti€i KpaiHu, B sKii
MEJIMYHUN BUPIO 3HAXOUTHCS B 00Iry

8.3 [HCTpYKIIis 13 Bupi6 Mae Oyt yKOMIUIEKTOBaHHUH 1HCTPYKIIIETO 13 BIJINTOBI1a€
3aCTOCYBAHHSI 3aCTOCYBAHHS

BucnoBku: Pe3ynbprati BUpoOyBaHsb, 110 3a3HAYEHI BUIIE, BIAMOBIIAIOTh BCTAHOBICHUM BUMOTaM JIJIs
Meau4Horo BupoOy: «Tepmomerp meanunuit enekrpoHHuid Toprooi Mmapku IGAR, DT-01B» .

PesynpraTn mepeBipku BiAmoBigaroTe BUMoram cranaptiB [SO 13485:2016.

Hexnapartiss Ne29-08/2018-IGAR Big "10" 6epe3ns 2026 poky (pemakiiis 7) mpo BiAMOBITHICTH BHMOTaM
TexHIYHOrO periiaMeHTy 11010 MEIUYHUX BUPOOiB Ta Jlekmapariis npo BignoBigHicTh Ne2 (penakiis 7)

Big "10" Gepe3ns 2026 poky mpo BIAMOBIAHICTE BUMOraM TeXHIYHOMY perllaMeHTy OOMEXKEHHsS! BUKOPHUCTAHHS
JeSKNX HEOEe3IMeYHNX pPEYOBHH B EJIEKTPHYHOMY Ta EIEKTPOHHOMY OOJaJHAHHI 3aTBEpPIDKEHOTO IMOCTAHOBOIO
Kabinety MinictpiB Ykpainu Big "10" 6epe3nst 2017 p. Ne139

Jexmapariisi CkiajieHa mij MiIKOBUTY BiamoBiganbHicTh TOB «Irapy, 1o BiAMOBiga€ 32 BBEIEHHS MEIUYHOTO
BUPOOY B 00Ir.
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Hupexrop TOB «Irapy %J Buxos B.I'.



