dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWUIB, YKPAIHA, 01103 01103, UKRAINE
Ten/dakc (044) 585-34-55 (53, 56) phone/fax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTUDIKAT AKOCTI

Jlucronan 2022
Bupo6uuk: ToBapucTBO 3 00MexkeHOI0 BinnoBinaapHicTio "I AP"
MicriesHaxokeHns: Bya. Muxaiina Boituyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micrie BupoGuuirrea (Bupoouuui notyskrocti): Wuxi Medical Instrument Factory Co., Ltd.,
Ne 43, Xixin Road Zhangjing, Xibei Town Wuxi City 214194 Jiangsu China

[Iponmyxitist: TepMomeTp MeauuHuii 6e3pTyTHHI TOprooi mapku IGAR
[Tapris: 202203
KinbkicTb: 118 800mTyx

[{uM miaTBepHKY€EThC, 10 AJ11 BKa3aHUX BHILE TOBAPiB OYyJI0 MPOBEICHO NMEPEBIPKY Mepe BiANPaBKOIO.

Mu niaTBepIKyeMO, 110 Micis HaIlol MepeBIpKU BCi€l MPOYKIIii, 1 MapTis TOBapy BiAMOBiIa€ BUMOTaM
CTaHJIaPTiB 11010 cucteM yrpaBmiHHs skicTio 1ISO 13485:2016 ta € BiAMoBiIHO KBali(hiKOBaHOIO.

CEPTU®IKAT AHAJII3Y
Jlucronag 2022
[Tpoaykuis: Tepmomerp meanunuii 6e3pTyTHuii Toprosoi mapku |IGAR
Cepis Ne: 202203 Kinbkicts: 118 800mryx
Jlata BuroroBnenns: 2022.11 TepMiH NIpUIaTHOCTI — HEOOMEKEHU
AcnekTu Kpurepii Ta BUMOrn PesyabTar
TEeCTYBAHHS

IaTepBan MiX | BigcTanp Mix CycigHIME TO3HaYKaMu IIKajiw HoBuHHA OyTH He MeHmre 0,5 MM | Binmosimae
TOIITKaMH JUISL TEpMOMETpa MaJIOYHOro TUIy Ta He MeHme 0,6 MM Ui TepMOMETpIB i3
MIKAJIN BKJI3JICHOIO IIKAJIOK0.
[TakyBaHHs @yT1sp, ynakoBKa Ta JIOTOTHI TOBHHHI BiAIIOBIJATH BUMOTaM KOHTPAKTY. Binmosinae
3anoBHEHHS Kaminsgpra TpyOka Ta CTOBNYMK DPiIMHM HE TMOBHHHI MICTHTH Tra3y, Boid, | Bimmosigae
TEPMOMETPUYHO | (hparMeHTiB ckia abo iHIMUX YyKOPiTHUX MaTepialiB.
10 PIAMHOIO
BincytHicts TepmomeTp He mOBMHEH Matd JedeKTiB, IO MOXYTh 3aBaAuTh Horo | Biamosinae
nedeKTiB HOpMalbHOMY (YHKI[IOHYBaHHIO a0O BBECTH KOpHCTyBada B OMaHy,

HaNpHKJIaJ, TOMHIKA TpaaylOBaHHA, Je(PEeKTH CKIa Ta KOHCTPYKTHBHI

nedeKTu.
Kaminspaa Kaminspra TpyOka moBuHHa 3a0e3medyBaTH YiTKy BHUIMMICTH BCi€i AOBXUHM | Biamosinae
TpyOKa CTOBITYMKY PiHH Ta MEHICKa NMpHWHAWMHI 3 omHOro Kyrta. TpyOka MOBHHHA

MaTH OpU3MaTH4YHy (QopMy Ta 30UIbIIyBajbHHN edekT, abo MmoBHHHA OyTH
CKOHCTpYHOBaHa TakUM YHHOM, LI00 3a0e3leuynTH HEe3MiHHY 3pY4YHICTb
ynTaHHs. BUnpoOyBaHHs IPOBOAUTHCS Bi3yabHO.

Kpai repmomerpa | Kpai Tepmomerpa moBuHHI OyTH IUIaBHO 3aOKpyIJieHI 3aais momnepemkeHHsa | Bimnosigae
YIIKOJDKCHHS! TKaHUH TPOTATOM BUKOPUCTaHHs. BUnpoOyBaHHS MPOBOAWTHCS
Bi3yaJIbHO Ta Ha JIOTHK.

[Manens  wkanu | [lanens mkanum moBMHHA OyTH MpPsIMO 3aKpillIeHAa Ha KamspHid TpyOui, i | Bignosigae
UL TEPMOMETPIB | JOCTaTHBO MIITHO 3aKpiIlyieHa B KaIlCy:i, 100 3amo0irTy 3MilIeHHIO KaliIsapHOl
i3 BKJIQJICHOIO | TPYOKH.

LIKAJIO0 [lanens mKkany MOBMHHA OYTH PO3TAIIOBaHA TAaKUM YMHOM, II00 MONEPEAUTH
Oyb-sIKe 3MILLIEHHS IPOHYMEPOBAHHUX IMO3HAYOK LIKAJIH.




B kamcyni He mMOBMHHO OyTH BOJIOTH, piMHH, (pparMeHTiB ckjia abo iHIINX
9y)KOPiJHUX BKJIIOYCHb.

CroBmuuk pinuau | Ilicns wHarpiBanus TtepmomeTrpa 1o (37+0.2)°C Ta oxonomkeHHs Ao | Biamosimae
TEMIEpaTypd HaBKOJMIIHBOTO  CEPEJOBUINA TOMICTITH TEpMOMETp Y
ueHTpuyry Ta JOBEHITh HNPHCKOPEHHS 10 3HaueHHs 600M/c’, BHTpHMaiite
npoTsiroM 20 ceKyHI Ta MPOBEAiTh 3UMTYBaHHS TEMIEpAaTypH MiCis 3yMUHKH
uenTpudyru. 3HauenHs Mae 6yt menure 35.5°C.
Bruus yacy | TepMoMeTp mpu TemiepaTypi HaBKOMMIIHBOrO cepemoBuma tl (234+2)°C | Bixnosinae
3aHypEHHS mBHAKO 3aHypuTH Ha 20 ¢ y BoasHy 0aHIO 3 iHTEHCHBHUM IepeMilllyBaHHIM
npu nocTiiHil Temmepatypi t2 (38+2)°C, noTiM BUHHATH 1 3UNTATH TOKa3HUKH.
IToka3HrKK HE NOBUHHI Binpi3HsaTHCs Ounbin Hix Ha 0,006 (t2-t1).
MakcumanbHa 3aHypUTH TEpMOMETpP y BOAAHY OaHI0, BHUTpHMaTH IIoHaiiMeHme 60 c y | Bignosigae
JIOIyCTUMA BEpPTUKAIBHOMY TONOXKeHHI mpu Temmepatypi 37°C Ta 41°C Tta 3umnrtaTtH
noxuoka noka3sHUKH mpoTaroM 1 xB. [loka3HUKM MOBHHHI 3HAXOJUTHCH B Jiama3oHi
+0.1/-0.15°C Bix 3aJaHUX 3HAYCHB.
CriliKicTh 1o | TepmoMeTp He MOBUHEH PO30MBATHUCH, SKIO HA HBHOTO JIi€ CHIIA IlOHaMeHnIe | Biamosinae
pO30OUTTS 50 H, BiamosinHo 10 TyHKTY 7.8.
TepmMomerpa i3 | OOnmagHaHHs Ans BUOpOOYBaHHS Ha PO3TAT, OCHALICHE KOMIPECIHOIO
BKJIAJICHOIO KaMmeporo 3 aianazonoMm HaBaHTaxeHHs Bix O mo 100 H i 3 mocriiiHoro
MIKAJIOIO mBHIKicTIO X0y 0,5 MM/XB.

BucHoBku: Pe3ynbraTi nepeBipku BilMmoBigatoTh BuMoram ctangapTiB 1SO 13485:2016.

Hexnapanis Ne37-08/2020-IGAR Bin 18 ciuns 2022 poky (pemakiiss 2) mpo BiINOBIAHICTH BHUMOTaMm

TexHiuHOTO perimaMeHTy mo0 MEIUYHUX BHPOOIB.

Jlexmapariisi CkajieHa mij] MUIKOBHTY BiamoBinainbHICTF TOB «Irapy», mo BianoBijae 3a BBEICHHS MEIUYHOTO

BUPOOY B 00Ir.

Hupexrop TOB «Irapy

Buxos B.I'.




