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

dakTu4yHa agpeca:

Byn. METANICTIB, 20,

M. KUIB, YKPAIHA, 03057
Micue3HaxoaxXeHHs:

ByNn. MUXAIIA BOMYYKA, 18-A,

M. KUIB, YKPAIHA, 01103
Ten/dakc (044) 585-34-55 (53, 56)
E-mail: info@igar.ua

IGAR

CEPTU®IKAT AKOCTI

Bepezenn 2026
Bupo6uuk: ToBapucTBo 3 00Me:xkeH010 BinnoBinanabHuictio "ICAP"
Micue3naxomkeHns: Byl Muxaiiina boiuyka, 18-A, m. Kuis, Vkpaina, 01103, renedon/dakc: +380445853455
Micriie BupoOuuitea (Bupoouudi motyxuocti): Yci Menikan Iacrpyment ®akropi Ko., JIta., (Wuxi Medical Instrument
Factory Co., Ltd.) Ne 43, Kcikcin Poyn XKaubmkine, Kcibeit Tayn Vei Citi 214194 13sucy Kuraii (Ne 43, Xixin Road
Zhangjing, Xibei Town Wuxi City 214194 Jiangsu China)
[ponyxuis: Tepmomerp Menquunuii 6e3pTyTHHIT Toprosoi mapku IGAR
[TapTis Ne: 202601 Kinpkicte: 36 000 mTyk
Hara Burotosinenns: 2026.01 Tepmin npupatHocTi: 2035.12

HuMm niaTBepKy€eThCs, 110 JUIs BKa3aHUX BUILE TOBapiB 0yJI0 MPOBEACHO MEPEBIPKY Nepe]] BIAMPABKOIO.

Mu niaTBepaKy€eMO, IO Micis HAallloi NepeBIpKHU BCi€l MpoaAyKLii, 11 napTis TOBapy BiANOBiAa€ BUMOTaM
CTaHJApTIB 1010 cucTeM ynpaniinas skicTio 1ISO 13485:2016 Ta € BianoBigHO KBaMi(hiKOBaHOO.

CEPTU®IKAT AHAJII3Y
Bepesenn 2026
[poxyxuis: TepmomeTrp MeaquuHuii 6e3pTyTHHil Toprosoi mapku IGAR
[Maprist Ne: 202601 Kinpkicts: 36 000 mryx
Hara Burotosnenns: 2026.01 Tepmin npupatHocTi: 2035.12
AcnexkTn Kpurepii Ta BuMorn PesyabTar
TECTYBAHHS

InTepBan Mix | Bigcrane Mix cyciiHIMU ITO3HAYKaMH IKanu noBuHHA OyTr He MmeHmie 0,5 mm | Biamosinae
MOJIIIKaMHU UL TEPMOMETpPa MaJOYHOTo THIYy Ta He MeHie 0,6 MM JUIsl TepMOMETPIB i3
HIKAJIH BKJIQJICHOIO IIKAJIOIO0.
[akyBanHs @DyTisp, yIakoBKa Ta JIOTOTHI HOBUHHI BiIIOBiAaTH BUMOTaM KOHTPAKTY . Bignosigae
3anoBHEHHS Kaminapra TpyOka Ta CTOBMNYMK pPiIMHM HE MOBMHHI MICTHTH rasy, Bonu, | Bimmosigae
TEPMOMETPUYHOIO | (hparMeHTIB ckJia a0 iHIIMX Yy>KOPIAHUX MaTepiaiiB.
PLINMHOO
Bincyrhicts Tepmomerp He moBHHEH MaTd JAeeKTiB, 10 MOXYTh 3aBaauTH Horo | Bigmosimae
nedekriB HOpMalbHOMY  (yHKIiOHYBaHHIO a00 BBECTH KOPHUCTyBaua B OMaHy,

HaNpHUKIaj, IOMHUJIKA TPaayloBaHHs, 1e(eKTH cKila Ta KOHCTPYKTUBHI JIe(eKTH.
Kaninspna Kaminapua TpyOka moBuHHa 3a0e3mnevyBaTH YiTKy BHIUMICTH Bciei momxubu | Bimnosigae
TpyOKa CTOBIUMKY PiAMHHU Ta MEHiCKa NpUHAWMHI 3 OAHOro KyTa. TpyOka moBHHHA

MaTH TpU3MaTH4YHy ¢GopMy Ta 30impIIyBadbHHN edekT, abo MOBHHHA OyTH

CKOHCTpyHOBaHa TakUM YHHOM, 0100 3a0e3NeuuTH HE3MiHHY 3pYYHICTb

yuTaHHA. BUnpoOyBaHHsI POBOJUTHCS Bi3yalbHO.
Kpai repmometpa | Kpai Tepmomerpa moBuHHI OyTH IJIaBHO 3aOKpYTJIEHI 3aliisi momepelkeHHs | Bigmosimae

YIIKOJKCHHSI TKaHHH TPOTATOM BUKOPUCTaHHs. BUMpoOyBaHHA MpPOBOAUTHCA

Bi3yaJIbHO Ta Ha JOTHK.
[anens  mkanu | [lanenp mkanu moBuHHA OYTH MpPsIMO 3aKpiluleHa Ha KamisipHi TpyOui, i | Bigmosimae
IUIL TEPMOMETPIB | JOCTaTHHO MIIIHO 3aKpiljieHa B KaIlCydi, 100 3amo0irTi 3MilIeHHIO KanIsapHOI
i3 BKJIAJICHOIO | TPYOKH.
LIKAJIOI0 [lanens mkanu moBuHHA OyTH PO3TAIIOBAHA TAKMM YHUHOM, MO0 MOMEPEAUTH

Oyab-sike 3MILCHHS TIPOHYMEPOBAaHHUX MMO3HAYOK IIKAJIH.

B kamcyni He moBHHHO OYTH BOJIOTH, PiJMHHU, (parMeHTiB ckja a0 iHIINX

YyKOPiJHUX BKJIIOUYEHB.
Cronuuk piguau | Ilicns  HarpiBanHs TepmMomerpa g0 (37+0.2)°C  Ta oxonomkeHHs a0 | Bimnosinae




TEMIEpPaTypy HABKOJIMIIHBOTO CEpPENOBHIIA IOMICTITH TEPMOMETp Y
neHTpudyry Ta IOBEiTh MPHCKOPEHHS 10 3HaueHHs 600m/c’, BHTpHMaiiTe
npoTsiroM 20 CeKyHZ Ta MPOBEAiTh 3UUTYBAaHHS TEMIEpATypH IICJs 3YMUHKH
uentpudyru. 3HaueHHs Mae 6y Menme 35.5°C.

Brus yacy | Tepmomerp mpu TemmepaTypi HaBKOJMMIIHBOro cepenoBuima tl (23+2)°C | Bianosigae
3aHypEHHS mBHAKO 3aHypuTH Ha 20 ¢ y BOIsSHY OaHIO 3 iHTEHCHBHHM MEpEMillyBaHHIM
pu NocTiiHIl TemmnepaTypi t2 (38+2)°C, mOTiM BUHHATH i 3YMTaTH IOKa3HUKH.
IToka3HUKK HE MOBHHHI Bipi3HsTUcs Oinbin Hixk Ha 0,006 (t2-t1).
MaxkcumanbHa 3aHYypUTH TEPMOMETP y BOAsHY OaHIO, BHTpUMaTH IIoHalimenme 60 c y | Bigmosimae
JIOITy CTUMAa BEpPTUKANBHOMY TOJNIOKeHHI mpu Temneparypi 37°C ta 41°C Tta 3uyuraTth
MoXHuOKa MoKa3HUKU mpoTsroM 1 xB. [loka3sHMKM MOBUHHI 3HAXOIUTHCHh B Jlialla3oHi
+0.1/-0.15°C Bix 3aaHUX 3HAYEHb.
CriliKicTh 1o | TepmomeTp He MOBUHEH PO3OMBATHCS, SKIO HA HHOTO Ji€ CUiIa IOHaiMeHmne | Binmosingae
pO30OUTTs 50 H, BiamoinHO x0 myHKTY 7.8.
TepMoMeTpa i3 | OOnamHaHHS Ui BUNPOOYBaHHS Ha PO3TAT, OCHAILIEHE KOMIIPECIHHOO
BKJIAJICHOIO Kameporw 3 piamazoHom HaBaHTaxkeHHs Bim 0 mo 100 H i 3 mocriiiHorO
IIKAJIOIO0 mBHAKICTIO X0y 0,5 MM/XB.

BucHoBku: Pe3ynbraTi nepeBipku BiamnoBigaoTs BuMoram crangaptis 1SO 13485:2016.

Hexnapamis Ne37-08/2020-IGAR Bix "10" OGepesnss 2026 poky (pemaxiiist 5) mpo BiIIOBIAHICTH BUMOTam

TeXHIYHOTO peryiaMeHTy 11010 MEJUIHUX BUPOOiB.

Jexnapariisi ckiajeHa mij HiIKOBUTY BiamoBiganbHicTh TOB «Irapy, mo BilmoBiAae 3a BBEIEHHS MEIUYHOTO

BUPOOY B OOIT.

Jupexrop TOB «Irap

Wele Vi
‘.5');,’0/--
Qj,;;:fa_ # "\3\9"*%
et/ Frial KO e

R o o

Buxos B.I.




