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wrwpwpyynn wypwuph wdpnngwjwl
Utinwnpn UNC-U EUXUMNQF-2023/16-11-EMFL dwowanpny Yuwqgdwlytpwdwéd ElGyunpnuwihb wentpnhu dwulwygbine 2ngwluwyncd

Utnpywjwguncd £ hp Ynnuhg wnwownpyynn wwpwlph wdpnngwlwl Uywpwahpp

Qwihwpwdlh Unwewnyynn wwpwlph
hwdwn wwnpwlupwjhlu wpunwnnpnnh wnmbhulhjwywu punLpwaghpp
Lwlp wludwuncdp
61 Uwhpnpwy Uhn HnLpwyhp uwyhpndGunnp opuhdGunphwih huwpwynpnipjwdp: Unujwqu 77

hwnitdwjhU LCD EypwU: nupwjhU ubUunp® Gpyninh pdwjhlu tnnLpphl:
Swdwip ny; Wwlwu, pwl 10L: Znuph wpwanipjntup’ ny Wwlwu, pwl’ +16
L/J: Swywih 62gpunncpjntup’ ng wwlwu, pwl™ £2.5% Jwd 50 J|: £nuph
d2anpwnnLejnLup ny wywlwu, pwlu' 5% Jwd 200 J/Y: Hhuwdhy
nhdwnpnnwywuncpntup’ <0.5ud H20//J: 2GpJwjhU ubUunn” yhuwhwnnpnhg
(0-45°C) Uwwnwpynn nmbuntpp wnbjwqu FVC, VC, IVC, MVV, PRE-POST:
Qwihynn ywnpwdbwnnpbpp® Unujwaqu FVC, FEV1, FEV1/FVC%, FEV1/PEF,
FEV1/VC, FEV1/FEF0.5, DTPEF, FEV 0.5, FEV0.5/FVC, FEV0.75, FEV0.75/FVC,
FEV2, FEV2/FVC, FEV3, FEV3/FVC, FEV6, FEV1/FEV6, PEF, FEF25, FEF50, FEF75,
FEF2575, FEF7585, FET, Vext, ELA, EVOL, FIVC, FIV1, PIF, FIV1/FIVC, FIF25,
FIF50, FIF75, R50, MVVcal, PIF, IRV, VC, EVC, IVC, IC, ERV, IRV, FEV1/VC, TV,
VE, RR, ti, te, ti/t-tot, TV/ti, MVV: honnnLpjntup” wnuyjwqu 10000 nnGuwn:
Ppwlwl dwdwlwynid hGunnwagnunnipjntuuGph njwiutph thnpuwlugnid
hwdwywnpggshl wujwp Gnwluwyny: Lopywnnigywd nwyhgsh wnywjnLp)ntu W




hUwpwynpnipjntl wpunwpht tnnwyhghu Jhwgubine: Quyjwpwédnih bjwqwaniu
wwpunwnhp hwdwipwénipintu dwpwnyngny b pwqdwyh ogunwgnpédwl
nncpphund, uygpbwlywl 2ppwlunid ognnwagnpédwl hwdwnp wnuywql 50
hwuwn UnLunnyny: Lnnp E, gogunwgnpéywéd: Unwewnyhnp wpdbph JdGy
Ubpwnqwd GU” inGnwinpnudp, Unbunwdp, ywpqwydnpnodubpp, pd2gwywu
wluslbwywquhu ogunwagnpddwl Gnwuwlyubtphb Swunpwglb|p: Gpw2huhpwjhu
dwdybunp nGnwnpdwlu ywhhg ng Wywlywu, pwl 12 wdhu: SGnwnpbinLg
hGunn uwppp pGpybine £ wohuwwnmwupwihb yhdwyh: Udpnng Gpw2huhpwjhu
dwdytbunh pupwgpnid 2 wdhup UGy wuqwd hwdwhiwwlunLpjwdp
dwunwlwpuwnp puyGpnipjwlu hudtutph Ynndhg hpwywuwgybnt GU uwpph
wpndhiwyuinhy tnmbGhuthjuwywlu uywuwnpydwl w2 puwwnwupubp:
Uwuwnwlwnpthu CE W FDA uGpunhdhywwnubph wnwjnipjntup ywpunwnhp k:
Uwulwyhgp uGpywjywgynn hwjnnid” «wnwewnpyynn wwypwuph
wdpnnewlwl Uwpwaghp» hwydbGwéencd UGpywjwgunud B wwypwupwjhu
Lowlp, wpunwnnpnn ywgdwytGpwnip)ntup W dnnbip:










Utinwnn UNC B Ka4yecTBe y4YaCTHUKA B paMKax y4acTUSA B 3JIeKTPOHHOM ayKumoHe nod koaom EUXUMNQAR-2023/16-11-EMFL Huxe

NMNOJIHOE ONMNCAHMUE

npeaginaraeMoro Toeapa

npeancrtaBadeT NoJiHoe onncaHme npeasiaraeMmMoro MM ToBapa.

Homep noTa MpepnaraemMbiii ToBap
TOBapHbIN 3HaAK HauMeHoBaHUue TeXHU4YeckKne xapakTepucTukun
npoussoaounTens
Mwup MopTaTUBHLIN CUpPOMETP C hyHKUMen okcumeTpumn. CeHCOpHbIN LCD-3kpaH He

61

Cnuponab

MeHee 7 AoriMoB. MNOTOKOBLIN CeHCOp- ABe uudpposblie TypbuHbl. O6bem He
MeHee 105. CKOpPOCTb NOTOKaA He MeHee 16 n/c. TO4HOCTbL 06beMa He MeHee
+2,5% nnum 50 mn.AnHamnyeckoe conpotumeneHune: <0,5 cm H20/n/c.
TepMoaaTyuK: NosaynpoBoAHUKOBLIN (0-45°C .TecThl, KOTOpble HeobXxoaAMMO
npoesecTun. He HMXxXe OXKEJ, XXEJ1, UXKEJ1, MBB, MPE-NMOCT. N3mMepsaeMble
napameTpbl: MuH. FVC, FEV1, FEV1/FVC%, FEV1/PEF, FEV1/VC, FEV1/FEFO0.5,
DTPEF, FEV 0.5, FEV0.5/FVC, FEVO0.75, FEV0.75/FVC, FEV2, FEV2/FVC, FEV3,
FEV3/FVC, FEV6, FEV1/FEV6, PEF, FEF25, FEF50, FEF75, FEF2575, FEF7585,
FET, Vext, ELA, EVOL, FIVC, FIV1, PIF, FIV1/FIVC, FIF25, FIF50, FIF75, R50,
MVVcal, PIF, IRV, VC, EVC, IVC, IC, ERV, IRV, FEV1/VC, TV, VE, RR, ti, te, ti/t-tot,
TV/ti, MVV: NamaTb: He meHee 10 000 TecToB. Nepenaya AaHHbIX CbEMKUN B
pexmnme peanbHoro spemeHu Ha NK no 6ecnposoaHon ceTn.Hann4ne
BCTPOEHHOIr0 NpMHTEPa U BO3SMOXXHOCTb NOAK/IOYEHNSA BHELWHEro npuHTepa.
MUHUManbHLIN 0653aTeNbHbLIN KOMMNAEKT BKJOYaeT B cebs akKKyMynaTop u




MHOropa3oByto TypbuHy c He MeHee 4eM 50 BEHYMKaMKU 19 NepBOHavYalbHOro
NCMONb30BaHUA.HOBbINM, HEMCMNO/Ib30BaHHbLIN. B CTOMMOCTb NpenioXeHuns
BXOAWT: YCTaHOBKa, cbopKa, HacTpolKa, 03HaKOMJIEHNe MeanepcoHana c

MeTogaMn NpUMeHeHNs: FapaHTUNHbBIN CPOK HE MeHee 12 MecsaueB C MOMEHTa
yCTaHOBKW. [Mocne yCcTaHOBKW yCTpOMUCTBO byaeT npuBeneHo B paboyee

COCTOSAAHMEe. B TeyeHne BCero rapaHTUNHOIrO CpokKa NpodunaakTnyeckoe
TexHnyeckoe obcnyxmBaHue ycTponcTea bygeT NpoBOAUTLCA MHXXEHEPOM
KOMMaHWN-NocTasWmMKa ognH pa3 B 2 Mecqaua. Hanndue ceptucpukatos CE u

FDA obs3aTenbHO Npu nocTaBke. B nogaHHON 3aaBke B NpuaoXeHun «MonHoe
onucaHwve npepgjslaraemMoro Toeapa» y4aCTHUK YKa3blBaeT TOBapHbIN 3HaKk,

npon3BoanNTeENsa N MOLESb.
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