dakTuyHa agpeca: Business address:

syn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KMiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaKeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KY1V,
M. KNMIB, YKPATHA, 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

JIunens 2026

Bupo6uuk: ToBapucTBO 3 00Me:KkeHOI0 BignoBinanabHicTio "IIAP"

MicniezHaxomkeHHs: Byl. Muxaiina boitayka, 18-A, M. KuiB, Ykpaina, 01103, Tenedon/dakc: +380445853455

Micne BupoOuunTBa (Brupobuudi notyxuocti): Yci Mexikan [acrpyment @akropi Ko., JIta., (Wuxi Medical Instrument
Factory Co., Ltd.) Ne 43, Kcikcin Poyx XKausmxinab, Kcibeit Tayn Yci Citi 214194 1Lzsucy Kurait (Ne 43, Xixin Road
Zhangjing, Xibei Town Wuxi City 214194 Jiangsu China)

[Ipomyxitist: TepmoMeTp MeauuHmnii 6e3pTyTHHiIl TOproBoi Mmapku IGAR
[Tapris Ne: 202602 Kinpkicts: 36 000 mTyk
Hara Burorosnenss: 2026.07 Tepwmin npumaraocti: 2036.06

[{uM miaTBepHKYETHCS, 10 J11 BKa3aHUX BHILE TOBAapiB 0YyJI0 MPOBEICHO MEPEBIPKY Mepe] BIAMPABKOIO.

Mu niaTBeppKyeMO, 1110 Micis HAIIO1 MepeBIpKU BCi€l MPOIYKIIii, 1S MapTis TOBapy BiAMOBiIa€ BUMOTaM
CTaHJIApTiB 11010 cucTeM yrpaBiiHHs sKicTio [SO 13485:2016 ta € BiAMOBiIHO KBai(hiKOBaHOIO.

CEPTU®IKAT AHAJII3Y
JIunens 2026
[Tpoaykuis: Tepmomerp meauunnii 6e3pTyTHH TOproeoi mapku IGAR
[Tapris Ne: 202602 Kinbkicts: 36 000 mTyk
Hara Burorosnenss: 2026.07 Tepmin npuaatHocTti: 2036.06
AcnekTu Kpurepii Ta BUMoru Pe3syabTaT
TEeCTYBAHHS

IaTepBan MiX | BigcTanp Mix CycigHIMEM TTO3HaYKaMU IIKaiIW MOBUHHA OyTH He MeHIre 0,5 MM | Binmosimae
TOIITKAaMH JUISL TEPMOMETpa MaJOYHOro TUIYy Ta He MeHme 0,6 MM Ui TepMOMETpIB i3
KN BKJI3JICHOIO IIKAJIOK0.
[TakyBaHHs ®yTisp, ynakoBKa Ta JIOTOTHI MOBUHHI BiAMOBIATH BUMOTaM KOHTPAKTY. Binmosinae
3anoBHEHHS Kamingpra TpyOka Ta CTOBNYMK DPiIMHM HE TMOBHHHI MICTHTH Ta3y, Boid, | Bimmosigae
TEPMOMETPUYHO | (hparMeHTiB ckia abo IHIMUX 9yKOPiTHUX MaTepialiB.
10 PIAMHOIO
BincytHicth TepmomeTp He mOBMHEH MaTd JedeKTiB, IO MOXYTh 3aBaAuTH Horo | Biamosingae
nedeKTiB HOpMalbHOMY  (yHKIIOHYBaHHIO a00 BBECTH KOpHCTyBada B OMaHy,

HamnpHUKIa[, TOMWUJIKA TpagyloBaHHs, Ae(peKTH ckia Ta KOHCTPYKTHBHI

nedeKTu.
Kaninapna Kaminapua tpyOka moBuHHa 3a0e3nedyBaTH 4iTKy BHIAMMICTH BCi€i HOBXWMHM | Bignosigae
TpyOKa CTOBIUMKY PIAMHHU Ta MEHICKa NpPUHAWMHI 3 OJHOro KyTra. TpyOka mOBHHHA

MaTH OpU3MaTH4YHy (QOopMy Ta 30UIbIIyBaJbHUN e(ekT, abo MoBHHHA OyTH
CKOHCTpYHOBaHa TaKUM YHHOM, LI00 3a0e3leuynTH HE3MiHHY 3pY4YHICTb
ynTaHHA. BunpoOyBaHHs POBOIUTHCS Bi3yalbHO.

Kpai repmomerpa | Kpai Tepmomerpa moBuHHI OyTH IUIaBHO 3aOKpyIJieHI 3aais momnepemkeHHsa | Bimnosigae
YIIKOJDKEHHS! TKaHUH NPOTATOM BUKOPUCTaHHs. BUmpoOyBaHHS MPOBOAWTHCS
Bi3yaJIbHO Ta Ha JIOTHK.

[Manens  mwkanu | [lanens mxanum moBMHHA OyTHM MpsIMO 3aKpillIeHAa Ha KamispHid TpyOui, i | Bignosigae
UL TEPMOMETPIB | JOCTaTHBO MIITHO 3aKpiIlyieHa B KaIlCydi, 100 3armo0irTy 3MilIeHHIO KaliIsapHOl
i3 BKJIQJICHOIO | TPYOKH.

LIKAJIO0 [lanens mKanu MOBMHHA OYTH PO3TAIIOBaHA TaKUM YMHOM, IIO0 MONEPEAUTH
Oyab-sIKe 3MILEHHS TPOHYMEPOBAaHHUX IMO3HAYOK LIKAJIH.

B kamcyni He moBMHHO OyTH BOJIOTH, piavMHH, (parMeHTiB ckja a0do iHIIMX




9y)KOPiJHUX BKJIIOYCHb.

CroBmuuk pinunu | Ilicns wHarpiBanHs TepmomeTrpa 10 (37+0.2)°C Ta oxonomkeHHs 10 | Biamosimae
TEMIEpaTypd HaBKOJMIIHBOTO  CEPEJOBUINA TMOMICTITH TEpMOMETp Y
HeHTpudyry Ta TOBENiTh MPUCKOPSHHS 10 3HAYCHHS 600M/c?, BUTpUMAaNTE
npoTsiroM 20 ceKyHI Ta MPOBEAiTh 3UMTYBaHHS TEMIEpATypH MiCis 3yIMUHKH
uenTpudyru. 3HaueHHs Mae 6yt Menme 35.5°C.
Bruus yacy | TepMoMeTp mpu TemIepaTypi HaBKOMUIIHBOrO cepepoBuma tl (234+2)°C | Bixnosinae
3aHypEeHHS IBUAKO 3aHYpUTH Ha 20 ¢ y BoAsHY OaHIO 3 iHTEHCHBHUM IepeMilllyBaHHIM
npu nocTiiHil Temmepatypi t2 (38+2)°C, noTiM BUHHSATH 1 3UNTaTH TOKa3HUKH.
[Toka3HWKM He IOBUHHI Bifpi3zHATHCS Olnbm Hix Ha 0,006 (t2-t1).
MakcumManbHa 3aHypUTH TEPMOMETpP y BOAAHY OaHIO, BUTpHMaTH IoHaiiMeHme 60 c y | Bignosigae
JIOIyCTUMA BEpPTUKAIBHOMY TONOXKeHHI mpu Temnepatypi 37°C Tta 41°C Tta 3umrtaTtH
noxuoka Moka3HUKH TpoTaroM 1 xB. [loka3HUKM MOBHHHI 3HAXOAWTUCH B Jiana3zoHi
+0.1/-0.15°C Bin 3a1aHuX 3HAYCHb.
CriliKicTh 1o | TepmoMeTp He MOBUHEH PO30MBATHUCH, SKIIO HA HBHOTO JIi€ CHIIA IIOHaMeHIIe | Biamosinae
pO30OUTTS 50 H, BianmoinHO A0 myHKTY 7.8.
TepmMomerpa i3 | OOnagHaHHS aAns BUOpPOOyBaHHS Ha PO3TAT, OCHAIIEHE KOMIIPECIHHOO
BKJIQJICHOIO KaMepor 3 jiama3oHoM HapaHTaxeHHs Bigx O mo 100 H i 3 mocriiiHorO
IIKAJIOIO mBUAKICTIO X0ay 0,5 MM/XB.

BucHoBku: Pe3ynbraTi nepeBipku BiiNnoBigatoTh BuMoram ctangaptiB ISO 13485:2016.

Hexnapariss Ne37-08/2020-IGAR Bin "10" Gepesns 2026 poxy (pemakuis 5) Hpo BiINOBIIHICTH BHMOTaM

TexHiuHOTO periaMeHTy mo0 MEIUYHUX BHPOOIB.

Jlexmapariisi CkajieHa mij MUIKOBHUTY BiamoBinaneHICTh TOB «Irapy, mo BignoBijae 3a BBEIECHHS MEIUYHOTO

BUPOOY B 00Ir.
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