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Anannsaropnl 6Hoxumnueckue EOS | BHecens! B ['ocynapcTBeHHbIN peecTp

BRAVO FORTE, EOS BRAVO CpeICTB U3MepeHuil,
PLUS, EOS BRAVO Perucrpanuonnsii Ne U S583-10
B3amen Ne

Bemyckarorcs o texuudeckoi noxkymentauuu ¢upmel K HOSPITEX DIAGNOSTICS s.r.l.»,
Urtanmus

HA3HAYEHHE U OBJIACTh IPUMEHEHU S

Anamzatopsl 6noxumudeckue EOS BRAVO FORTE, EOS BRAVO PLUS,
EOS BRAVO (nanee no TeKcTy — aHaJIM3aTOphl) NpeJHA3HAYEHBI I U3MEPEHHUS
ONITHYECKOH IIOTHOCTH XHUAKHX Npo6 MpH NpoBeAeHHH OMOXMMHYECKHX HCClie-
JOBaHWH.

O6nacTe IpUMEHEHHUS — KIMHHUKO-AUArHOCTHYEeCKHe 1abopaTopuH Me-
OVLIHAHCKAX YYpeXXIeHHH M 1abopaTopud HaydHO-HCCIIENOBATENbCKUX HHCTHTY-
TOB.

OIINCAHHUE

IIpuHuMnD AeficTBUS aHAIN3aTOPOB OCHOBAaH Ha M3MEPEHHMH 3HAYEHHH ONTHU-
4eCKO# INIOTHOCTH >XHIKOH OHoornyeckoil MpoObl U MOCIEAYIOLIEM TiepecyeTe, ¢
IIOMOIIBIO BCTPOCHHEBIX NMPOrpaMM, MOJYyYEeHHOIO 3HA4EeHUsI ONTHYECKOH IJIOTHO-
CTH B He0OX0UMBIi apameTp (KOHLIEHTpaLHio) 1abopaTOpHOTO TECTa B COOTBET-
CTBHH C METOAMKON METUIMHCKOro JabopaTopHOro uccienoBanus. PesynbraT us-
MepeHH# oToOpaxkaeTcs Ha JUCIUIee B BHIE 3HAYEHHH: ONTUYECKOH IIIOTHOCTH U
KOHIIEHTpaluHu obpasia.

CBeTOBOI IOTOK OT HU3KOBOJIFTHON raJloOr€HOBOM JIaMITbl QOKycCHpyeTcs
ONTHYECKOM CHUCTEMOHM U NMPOXOAUT Yepe3 U3MEPUTENbHYIO KIOBETY C pEaKLUOH-
HOH cMecklo. Jlanee cBeT, Mpoias yepe3 HHTEpPepEeHIIMOHHBIA GQMIBTP, YCTAHOB-
JIEHHBIH Ha Bpamialoueics Typeny ¢ IPUBOIOM OT MUKPO3JIEKTPOBUTaTENS, T10-
najaer Ha ¢oTonpHeMHUK (POTOAUON C paCUIMPEHHBIM JUaNla30HOM CIEKTPallb-
HOH YyBCTBHUTENbHOCTH). ITo3unnOHMpOBaHHE CBETOQUIbTPA OCYILECTBISETCS C
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TIOMOIBIO 3JIEKTPOONTHYECKOro AaT4urKa. [TomydeHHBIH ¢ GOTONPHEMHHKA CUTHAI
B U (QpoBoii hopMe MocTynaeT B MUKPOIPOLIECCOPHEIH GJIOK.

OCHOBHbBIE TEXHUYECKHE XAPAKTEPUCTHUKH

Tabauna 1.
EOS BRAVO | EOS BRAVO | EOS BRAVO
FORTE PLUS
1 | JlnanazoH u3MepeHHS ONTHYECKOMH 0,001+2,5
IUIOTHOCTH, b
2 | PaGouyue qIHHEI BOJIH, HM 340, 405, 492, 340, 405, 492, 340, 405, 492,
505, 546, 578, 505, 546, 578, 505, 546, 578,
630, 700 630 630, 700
3 | IIpeaen aGCOMOTHOTO CPEHETO
KBaJpaTHYHOr0 OTKJIOHEHHUS IO-
TPEIIHOCTH U3MEPEHUA OIITHIECKOM
IUIOTHOCTH, b, He 6oree, B uama3zo-
HE:
0,001b +1,0b 0,001
1,06 +2,0b (0,001+0,0025-(D*-1))
2,06 +2,5b (0,001+0,008-(D*-1))
4 | O6vem npoba+peareHT, HE MEHEE, 0.4
M ’
5 | BpeMms BoIxoma Ha paGounii pexum, 30 30 30
MHH
6 | Hanpsbxenue nutanus, B 220+£10%, 50I'y | 220+10%, 50I'm | 220+10%, SOI'1x
ITpu gacrore, I'n
7 IToTpe6asemas MmoHOCTH, BT, HE 850 400 350
6onee
8 750x750x550
I'aGapuTHbIe pazMepsl, MM ;?gfg;;%iﬂggl()) 710x620x360 710x620x360
(HanmoJIbHBIN )
9 Macca, kr, He Gonee 75 18 38
10 | YcnoBus sKcIUTyaTaluu:
TeMnepaTtypa OKpyxarwoweh cpeasl, | 15-35°C 15-35°C 15-35°C
°C
OTHOCHTEJIbHAs BIAXHOCTh Bo3xayxa, | Jlo 80% o 80% Jlo 80%

%

3HAK YTBEPXIEHMSI THIIA

3HaK YTBEp)KJEHHSA TUIIa HAHOCHTCSA Ha JIMLEBYIO IaHelb mpubopa M Tu-
TYJIBHBIH JIUCT PYKOBOJICTBA 10 3KCILTyaTallMy THIOrpadCKUM criocobom.

D*- cpeanee 3HaYeHHe ONTHYECKOH NVIOTHOCTH aTTECTOBAaHHBIX cMeceii, b
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KOMILVIEKTHOCTH

- AHanu3zaTop OHOXUMHYECKHIA
- PykoBOACTBO 1O 3KCIUTyaTalMK Ha NpUOOp ¢ METOAMKOM NOBEpKH (IpriokeHue 1)

- Kommekr PacXodHbIX MaTCPUAJIOB H 3alIaCHBIX qacTei

IIOBEPKA

IloBepka nmpubopoB oCyIIeCTBIAETCSA B COOTBETCTBHU C [Ipuioxenuem 1.
Mertonukoi mosepku Kk PykoBOACTBY IO 3KCILTyaTalMH, cornacoBaHHeIM ¢ 'L
CHU ©I'VII BHUMO®U B 2010 1.

OCHOBHOE CpEACTBO IOBEPKHM - CMECH AaTTECTOBaHHble HUIPO3HHA,
UMeloLIHe CBUAETEbCTBA, BEJaHHbIe opranamMu ['ocy1apCcTBEHHON MeTpoJiornye-
cKoi ciyxOb1 B cooTBeTcTBUH C TpeboBanus PMI" 60-2003 «I'CHU. Cmecu atre-
croBaHHble. O61ue TpeOoBaHUs K pa3paboTKe»

MexnoBepouHbIii HHTEpBal — 1 rox.

HOPMATHUBHBIE U TEXHUYECKHUE JOKYMEHTBI

1. PMI" 60-2003 «I'CH. CmecH arrectoBanHble. O6mue TpeboBaHuA K pa3pa-
00TKE»

2. Texamueckas poxymeHnrauus ¢upmel «HOSPITEX DIAGNOSTICS s.r.l.»,
Uramus

JAKJTIIOYEHUE

Tun anamuzaropsl 6uoxumuueckue EOS BRAVO FORTE, EOS BRAVO
PLUS, EOS BRAVO yTBepxI€eH ¢ TeEXHHYECKUMHU U METPOJIOTHYECKHMH Xapak-
TEpPUCTUKaMH, NMPUBEJACHHBIMH B HACTOSIIEM ONMHCAHHM THIIA, METPOJOTHYECKH
obecredeH IMpH BBITYCKe U3 IIPOU3BOJCTBA U B IKCILTyaTallHH.

Brigano peructpanunonnoe yaocroBepenue Ne M3 P® Ne 2004/238 ot 5
Mmapta 2004r.

Anamzaropsl ouoxumudeckue EOS BRAVO FORTE, EOS BRAVO PLUS,

EOS BRAVO 3apeructpupoBanbl MuHHCTEPCTBOM 3ApaBooxpaHeHHs: PD. Pe-
ructpanuoHHoe ygoctoBepeHue Ne M3 PO Ne 2004/238 ot 5 maprta 2004r.

Anammzaropsl 6noxumuieckue EOS BRAVO FORTE, EOS BRAVO PLUS,
EOS BRAVO cootsercrByror 'OCT P 50444-92 (p.p. 3,4), TOCT P 51350-99,
I'OCT P 51318.22-2006 (opran no ceprudukaruu UL OO0 “LICMU BHUNMIT):

- ceptudukat coorBerctBus Ne POCC IT.MM04.H07053 ot 02.12.2008.
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HU3I'OTOBUTEJIb:

«HOSPITEX DIAGNOSTICS s.r.L.»
Via Provinciale Lucchese 145, 50019 Sesto Fiorentino, Florence, Italy
3AABUTEJIb:

000 «XocnuTtekc IuaraocTukcy ,

V. 2-1 CuanukuHa, 1.9A, ctp.3, 111020, Poccus, r. Mocksa
hospitex@hospitex.ru, +7 (495) 646-05-05

I'enepanbHBIM IUPEKTOP ~ K.A. KoHCTaHTHHOB



	Page 1
	Page 2
	Page 3
	Page 4

