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

25 XKostasa 2019
Bupo6uuk: ToBapucTBO 3 00MexkeHOI0 BinnoBinaapHicTio "I AP"

MicriesHaxokeHns: Bya. Muxaiina Boituyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micrie BupoGuuirrea (Bupoouuui notyskuaocrti): Wuxi HongGuang Medical Equipment Co., Ltd.,

Ne 21, Xixin Road, Xibei Town, Wuxi City, Jiangsu, 214194, China

[Iponmyxitist: TepMoMeTp MeIHYHUI MAKCUMAJIbHUI CKJIsIHUI ToproBoi mapku |GAR

[TapTis: 201904

KinbkicTb: 751 680 mTyk

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

Mu niaTBepKyeMO, 110 Micis Hallol MepeBIpKU BCi€l MPOYKIIii, LI MapTis TOBapy BiAMOBiIa€ BUMOTamM
CTaHJIaPTiB 11010 cucteM yrpaBmiHHs skicTio 1ISO 13485:2003 ta € BiAMOBiIHO KBaTi(iKOBAHOIO.

CEPTU®IKAT AHAJII3Y
25 Xostas 2019
[Ipoaykuis: TepMoMeTp MeTHYHHIH MAKCUMAJIbHUH CKJIsIHUI Toprooi mapku |GAR
Cepis Ne: 201904 Kinbkictp:751 680 mryk
JlaTta BuroroBnenHns: 2019.05
AcnekTH Kpurepii Ta BUMoOru Pe3syabTaT
TeCTYBAHHS
[Manens mkanmu 1. [TaHenp mkanm JUIs TEPMOMETpA 31 BKIIJCHOIO IIKAIOK Mae CKiIanaTtucs i3 | Bigmosinae
METaJICBOI Ta IManepoBoi IIACTUH Ta PO30POTO CKIIA.
2. llIxama Mae OyTH CTaOLIBHOIO Y BUMIPIOBAaHHI, IPSIMOIO, 3aTiKAHHS Ta TUIAMHA
HE TIPUITYCTUMI.
Kancyna 1. Ckno Kamcymum TepMOMETpy Mae OyTH 4YHCTHM, IIPO30pHM, MinHHM, | Bigmosinae
TEPMOMETPY Oyp0amIKy Ta iHIII 9yKOPIiHI BKIFOYSHHS HEMPUITYCTHAMI.
2. Micue 3’e€qHaHHS KalCyld Ta KamlsIpHOi TpyOKHM Mae OyTH MIIHUM Ta
rageHbKUM. BizyallbHO MTOMITHI BiIXUIIEHHS HETIPUITYCTHMI.
3. B karicyni He MOBUHHO OYyTH BOJM, (DParMeHTIB CKJIa Ta iHIINX BKIIOYEHb.
4. B xancymi He Mae OyTu MOBiTps a0o rasy.
[Tanens mxanu Llina ginenns 0.1°C, mkana mae 6y piBHOMipHOW. Bincrami mix puckamu | 0.1°C

HIKaJi Mae OyTH He MeHII Hix 0.55 M.

He wMenm Hix
1.0 Mmm

[anens mkanu Kaminsippa TpyOka Ta maHenp IIKadd Mae OyTH NpHEOHAHI O Karcyiu
tepmometpy. Jlinii Ta unppu mkamu MaoTh A06pe Oauntuch. He moBuHHO
OyTH 3HAYHOIO BIUIMBY Ha 30BHIIIHIA BHUIIIAL JiHIA IKamu. Bigcrans mix

KallJIApHOIO TPYOKOIO Ta JIiHISIMM MIKaJIM MOBUHHO OyTH HE MeHII HiXK 1.0 MM.

UYucrora Kamncyna, kamingpHa TpyOka Ta CTOBHUMK 3 PiAMHOIO [UIa TepMoMeTpiB 3i | Bimmosinmae
BKJIQJICHOIO ILIKAJIOI0 HE TOBHMHHI MICTUTH CTOPOHHI Marepiaiu. He moBuHHO

OyTH 3HAYHOTO BIUIMBY Ha 30BHIIIHIN BUIJIS] TOKa3HUKIB.

JliHii Ta 1MdpH
HIKAJIN

1. Hlupuna niniid mwkana mae O0yta 0.25 mm £ 0.05 MM. 171 TepMOMETpIB 3
JOPCTKHM CTpIKHeM, foBxuHa Big 1°C 1o 5°C.
2. Hlupuna ninid mwkamu mMae oyta 0.2 MM + 0.05 MM. a7 TepMOMETPIB 3i

Biamosinae




BKJIAJIEHOIO IIKAJION0, JOBKUHA Bl 1°C o 5°C.

3. Jlinii mwKkaau MatoTh OyTH HaHECEH] Ha MIaHEeNb B30BXK KalIsIpHOI TPyOKH.

4. lluppu maroTh OyTH HaHECEHI HANpOTH TOJIOBHUX PHUCOK. Binctane He
MOBHHHA BiApi3HATHCA OinbIl HiX Ha 1 rpagyc. Ha TepmomeTpi anst iaroauHu
mae Gytu Bigmiueno 37°C. Ha TepmoMerpi [ist TBapuH Mae OyTH BimMiueHO
38°C.

5. Konip ninii, uudp Ta BiAMITOK Mae OyTH scHuUM. He mpumyctumi misimu
(hapOu Ta 00e30apBICHHS JUISTHOK, 1110 3aBAYKAI0Th BU3HAUYCHHIO TEMIICPATypPH.

O0poOka TepMomeTp BUTpUMY€E 0OPOOKY BiJIIIAJIOM Ta CTAE POKEBOTO KOJIBOPY. Biamoginae
BIAIIAJIOM

[ToxuOka Ipunycruma noxubka sumiprosanns +0.10°C, -0.10°C (mix 15°C ta 30°C npu | 0.1°C
BUMIPIOBaHHS 3aHypeHHI He MeHII HiXK Ha 60 MM)

[Tigiiom pinuau PinyvHa moBrHHA miTHIMATUCS PIBHOMIPHO O€3 PHBKIB. Biamnosinae
ABTOMaTHYHE CTOBIYUK piJMHKA HE TIOBHHEH ITiIHIMATHCsA MUMOBLILHO. Harpilite Tepmometp | Biamosinae
HaATlOBHEHHS B TecTOBili BamHi g0 Temmeparypu 42.5°C  ams  Tepmomerpa, Imo

CTOBITYUKY BHKOPHCTOBYEThCS JTIOMHOK, 200 43.5°C nmpu BHKOpHCTaHHI TepMOMETpY JUIs

pianHu TBapuH. Burtpumaiite Horo mpu Ui TeMmepaTypi NPOTArOM 3 XBUIIMH,

oxonomkennss Ha 1°C BinOyBaeThcs 3a 2 xBuauHM. Tpumaiite TepMoMeTp
BEePTUKANBHO Ta 3YMTAlTE TEeMIepaTypy MiCisi TOTO, SIK TEPMOMETp Oyne
BHIHSTO i3 BaHHM. 3HAaueHHs Mae OyTu He meHur Hix 42°C ams Tepmomerpa
Ut moauEH i He Menu Hixk 43°C 1s TepMOMeTpa JUIs TBAPHH.

TectyBanHs B | [ToMicTiTh TepMOMeTp y HeHTpu]Yry Ta I0BEIiTh IPUCKOPEHHS 10 3HaueHHs | 35.6°C
: 2 o . .

neHTpudy3i 3 | 430M/c”, TpuMaiiTe TEPMOMETP y BEPTUKAIBHOMY IMOJOXECHHI Ta TPOBEIITH

MPUCKOPEHHSIM 3YUTYBaHHS TEMIIEPATYPH MicIs 3yNMUHKU HeHTpU(yTu. 3Ha4eHHS Mae OyTH He

Merm Hix 35.5°C.

BucHoBku: Pe3ynbTraTi nepeBipku BiinoBigatoTh BuMoram ctangaptiB 1SO 13485:2003.

Hexnapanis Ne 17-03/2017-1GAR Bix 21 uepBus 2019 poky (pemaxiiisi 6) mpo BiAMOBiAHICTE BUMOTam
TexHIYHOTO peraaMeHTy 00 MeIUYHUX BUpoOiB Ta Aeknaparis Big "21" uyepBus 2019 (penakuis 3) poky mpo
BIIMOBIIHICT BUMOTaM TeXHIYHOTO pErIaMEHTy 3aKOHOAABYO PETYIbOBAHHX 3aCO0IB BUMIPIOBAIBLHOI TEXHIKH,
3arBepILKEHOro mocraHoBoto Kabinery MinictpiB Ykpainu Bin "13 ciuns" 2016 p., mo sBiIsie coO00 €IuHY
JEKJIapallito PO BiIMOBIAHICTS.

Jlexmapariisi CkajieHa mij MUIKOBHUTY BiamoBinaneHICTh TOB «lrapy, mo BignoBigae 3a BBEICHHS MEIUYHOTO
BHUpOOY B 00Ir.

JIEPKABHE TIJTIPUEMCTBO «BCEYKPATHCBKUII JEPYKABHUI HAYKOBO-BUPOBHUYMNII I[EHTP
CTAHJAPTU3ALIIL, METPOJIOTI, CEPTHU®IKALIII TA 3AXUCTY TIIPAB CIIOXUBAUIB (JI1
«YKPMETPTECTCTAHJIAPT»), ceptudikar sixmoBimHocTi Bupanuii 28.12.2019 Ta 3apeectpoBanuii 3a No
UA.TR.001 24 223-19.
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