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hakTuuHa ajpeca: Business address:
syn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KUIB, YKPATHA, 03057 ® 03057, UKRAINE
Micue3HaxooKeHHA: IG AR Registered address:
Byn. MMXARNA BOMYYKA, 18-A, A : 18-A, MYKHAILO BOYCHUK Str,, KYIV,
M. KUIB, YKPATHA, 01103 - 01103, UKRAINE
ren/aKc (044) 585-34-55 (53, 56) e phone/fax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTHO®IKAT JKOCTI

" : Uepsens 2024
Bupobuuk: ToBapucTio 3 ¢6MexeHor0 Binnopigansuicrio "ICAP" -

Micuesnaxomxenns: Byl Muxaiina Bofiayka, 18-A, m. Kui, Yipaina, 01103, Tenedon/paxce: +380445853455

Micue supoburmrsa (Bupodmmai motyxsocti): Vei Megikan Inctpymenr ®axropi Ko., JIta., (Wuxi Medical Instrument
Factory Co., Ltd.) Ne 43, Kcikcin Poya XKausmxine, Keibeit Tayu Yei Citi 214194 Hzaucy Kurai (Ne 43, Xixin Road
Zhangjing, Xibei Town Wuxi City 214194 Jiangsu China)

ITpomyxuis: Tepmomerp MeanuBMii 6e3pTyTHHI ToproBoi Mapkia IGAR

[Mapris: 202404

KinpkicTs: 54 000 mTyk
[Tum miATBEPMHKYETHC, 10 ALY BKA3aHHX BHIIE TOBApiB BYI0 NPOBEAEHO NepeBipky lepe/ BiANpaBKoio,

Mmu miaTBepIHKYEMO, Mo Mic/Ig Hawoi repeBipKy Beiel MpoAyKILi, I apTis ToRapy BiAOBINAE BHMOTaM
CTaHAPTIB OO CHCTEM yNparniua saKictio ISO 13485:2016 ta € BignopigHo KBanigikoBaHomw.

CEPTH®IKAT AHAJIIZY
. A Yeprens 2024
IMpoxyxuis: Tepmomerp meanuHuii 6e3pTyTHrii Toprosoi mapxu IGAR
Cepis Ne: 202404 Kinskicts: 54 000 wtyx
Hara surotosnenns: 2024.06 ‘ Tepmin nmpunaTHOCTI — HEOOMEXKEHM
AcCIIeKTH Kpurepii Ta prviorn Pesyasrar
TECTYBAINS

InrepBan MK | Bigctane MDK cycigHIME IO3HaYKaMH IIKaIH MoBuHHA OyTH He Menme 0,5 MM | Bignosigae
noJincamMy IS TePMOMETPA IANOYHOre THITY TAa HE MeHIIe (0,6 MM JUI TepMOMerpis i3
IIKaIH BKJIaJIEHOIC IIKAN0IO, '
{lakysauus Pyragp, yHakoRKa Ta JOTOTHII IOBMHE] BIANOBIAATH BUMOTAM KOHTPAKTY. Bignosinae
3anoBHEHHA Kamingpaa Tpybra Ta CTOBNUHK pPiMWHH He TOBMHHI MICTHTH ra3y, Bonw, | Bianogipae
TEPMOMETPHYHO | (hparMeHTie cxaa abo IHIIHX TYXOPIAUX MaTepianis.
10 piEHHOK
Bincyruicts TepmoMmerp He moBHHeH Mari Ac(eKTiB, INO0 MOXYTH 3aBagWTH Horo | Binnosigae
JehexTin HOpManmeHOMY (yHKUioMyRaHwio ab0o BBECTH KOPHCTYBad4a B OMauy,

HAOPHKIAY, JOMIWIKA TIpafyioBaHmd, HedeKTH CKIa Ta KOHCTPYKTHBHI

nedexth. ' ‘
Kaninapua Kaminspra TpyGka moBnuHA 3afe3nedyBaTH 9iTKy BHOMMICTE Beiei mopxumn | Bixmosinae
TpyOKa CTOBIIYMHKY PIlMHHM Ta MeHICKa npuHaiiMHi 2 omHore kyra. TpyOka mOBHHHA

MaTH NpH3MaTHIEY GopMy Ta 30inmemypasnEHil edext, abo mMoBHMEHa OyTH
CKOMCTpyHoBaHa TakuM uMuoM, wwod 3alc3meunTH HE3MIiHHY 3pYUHICTD
yyTaHHEA. BunpobyBaHs IpoBOMTECH Bi3yallbHO.

Kpai Tepmomerpa | Kpal TepmomeTpa NOBHHHI OyTH IIAaBHO 3a0KpPYIJIEH! 3afis Ionepe/mxeHHd | Binmosinmae
VIUIKOMKEHHA TKAHWUH [IPOTArOM BHKOPHMCTAHHA. BHOpOOYBaHHA NpPOBOANTHCA
Bi3yaNLHO Ta Ha JOTHK.

Manenp  mxamu | Ilanens mixamy moBMHHA OyTH NpaMo 3axpinneHa Ha Kaminapuidt TpyOui, I | Bimnosinae
IV TEepMOMETpIB | IOCTATHRO MIITHO 3aKpiliieHa B KancyrH, o6 3anobirma sMineHHIO KamizapHol
i3 BENAZEHOK | TpYOKH.

TIKAIOH ITanens mIKany MOBHHHA OYTH PO3TALIOBAHA TAKHM YHHOM, BIOO IONEpEeAUTH
BYIb-SKE SMILIEHHS IPOHYMEPOBAHKX TO3HAYOK THKAIH,
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B xancyni He moBHHHO GYTH BOJIOrH, PifuHHE, (parMmedTiB ciuta abo IHWIMX
YYKOPiAHHX BKIIOYEHE,

Croerumk pinuey | Ilicns  warpisamms Tepmomerpa go (37+0.2)°C Ta oxonomxenus go | Bignosinae
‘ TEMIEPATYPH HABKOJNHMINHBOTQ CEPEHOBUINA IIOMICTITE TSPMOMETP ¥
HEHTPH(YTY T4 HOBEAITH [PHCKOPEHHS A0 3Hauenms 600M/c’, BuTpuMaiite
nporarom 20 ceKyHI TA IPOBEAITH 3UMTYBAHHS TEMIIEPATYPH ICIE RYIIMHKH
nerrrprdyry. 3Havenna Mac 6yTy Merue 35.5°C.
Bnnus yacy | TepmoMeTp npu Temneparypi HasxkomMMIIHROro cepegosuma tl (23£2)°C | Bigmosinae
3aHypeHHA IIBHAXO 3aHYPHTH Ha 20 ¢ ¥ BojsHy OaHIO 3 iHTCHCHBHMM IepeMimyBandsmM
npu nocTifinilt remueparypi 12 (38+2)°C, noTiM BUMHATH i 3YHTATH TOKAZHUKH,
Tloxassmiu e IOBUMHHI BiapizHaTHCA Ginbn Hixk Ha 0,006 (2-t1).
MarcumansHa 3aHypHTH TepMOMETP Y BOIsHY OaHIO, BHTpuMatH mioHaiiMeHme 60 ¢ y | Bignosimae
HOTTyCTHMA BEPTHKANLHOMY IIOJNIOXKEHHI mpu Temneparypi 37°C Ta 41°C Ta 39HTATH
noxulka noxasuuid npoTaroMm 1 xB. TloxasHHKH MOBHMHHI 3HAXOAMTHCH B JianazoHi
+0.1/-0.15°C i 2apaHux 3HAYEHS.
CrifikicTs Bo | TepmoMeTp HE MOBHHEH PO3OHBATHCH, AKIIO Ha HHOTO Ji€ cHna moHaliMeHme | Bignosinae
posdurra 50 H, Bignoeinro no nysxry 7.8.
TepMomeTpa i3 | ObmamHagua mna  BunpoOyBaHHA Ha PO3TAT, OCHAIEGHE KOMIIpPECIHHO0Q
RKARIEHO0 KaMepolr 3 JiamazoHom Haeantasenss sig 0 go 100 H 1 3 noctifinon
HIKAO0 nBHAKICTIO Xomy 0,5 MM/XE.

Buctosku: PesynbTaTh repeBipky RiANOBIZAIOTL BuMoraM cTanaaptis ISO 13485:2016.

Hewnaparia Ne37-08/2020-IGAR six "14" yepsns 2024 poxy (penmakuis 4) npo BiQNOBIAHICTE BHMOTaM

TeXHIYHOro pernaMeHTy MOA0 MEOHIHHX BHPOOIE,

Hexnapania cknajgeHa min uinkosury Bignmosigamsuicts TOB «lrapy», mo BiAfIOBiAae 3a BBEASHHA MEIHUHOIO

BHpoOY B 00Ir.

Hupexrop TOB «Irap ,‘

Bmxos B.T.




