[Tpunoxenue k cBuaerenbeTBy Ne 68355 Jluer Ne 1
00 yTBEp)KICHUH THIIA CPEICTB U3MEPCHUI Bcero mucros 4

OIIMCAHUME TUITIA CPEJICTBA U3MEPEHUI
Dkcmpecc - koarynomerpsl KyJladbe Dnektpomerp («glLabs ElectroMeter»)

Hasna4yenue cpeacrsa usMepeHni

Okcnpece - koarynomerpsl KyJlabe Onextpomerp («qLabs ElectroMeter») (mamee -
KOAryJIOMeTpbl) TpeIHA3HAYCHBI Ui W3MEPEHHH BPEMEHH CBEPTBIBAHUS TMPOO IJ1a3Mbl KPOBH,
IPUTOTOBJICHHBIX 110 METOANKAM KOAryJOMEeTPHYECKOTo aHau3a (MpoTpOMOMHOBOTO BPEMEHN).

Onucanne cpeacTsa H3MepeHuH

[MpuHIMN JEHCTBHS SKCIPECC-KOAryJIOMETpa OCHOBaH Ha JIICKTPOXMMUYECKOM METOJIE.
[Ipu ycraHOBKE B 3KCHpPECC-KOAryJIOMETpP TECT-MOJOCKH, IKCIPECC-KOaryJoMeTp aBTOMATHYECKU €e
OoOHapy)XMBaeT U HayMHAeT HarpeBaTh TecT-mosiocku a0 37°C. IMocie HaHeceHWs Karid KPOBH Ha
TECT-TIOJIOCKY KPOBB 10 KaWJIISPHBIM KaHajaM pacTeKaeTcs B 2 30HbBI Peakiuu, 1 - 30Ha u3MepeHuii,
COZICP)KUT HAIbUICHHE YEJIOBEYECKOr0 PEKOMOMHAHTHOTO TPOMOOILIACTHHA, KOTOPBIH CIIY)KUT
KaTaJIn3aTOPOM CBEPTHIBAEMOCTH KPOBH, 2 - KOHTPOJIbHAS 30HA, B JAHHOM KaHAaJe KPOBb pPearupyeT
C HaHECEHHBIM TPOMOMHOM U TPOU3BOIUTCS U3MEPEHUE BHYTPEHHETO KOHTPOJIS Ka4ecTBa, 00a KaHaia
COJIepKaT arcHT-HEUTPaTU3yIIMUil TenapuH. B KaxJaoM KaHalle W3MEPEeHUH YCTaHOBJICHA Mapa
METATMYECKUX JIEKTPOJIOB, HA KOTOPBIC MOIACTCsl HAMIPSHKEHHUE, B TIpoliecce GOpMUPOBaHUS CI'YCTKa,
TOK Ha JJIEKTPOAax OyaeT M3MEHAThCS. McXons W3 M3MEpeHHMH TOKa MEKAY JIEKTPOJaMHU B 30HE
U3MEPECHHUS IKCIPECC-KOArYJIOMETpP PAaCCUUTBHIBACT 3HAUCHHE MPOTpoMOnHOBOro Bpemenu PT, a 3aTem
npeoOpa3yeT ero B 3HaYeHUE MEXKIYHAPOAHOT0 HopManu3oBaHHoro otHomreHus INR.

Koarymomerpsl BoityckaroTcs aByx mojeneit: KyJlaoe Dnexrpomerp («qlabs ElectroMeter»)
u KyJlabc Dnexrpomerp Ilnroc («qLabs ElectroMeter Plus») (cm. puc. 2). Mogenu pazmudarorcs
HAJIMYMEM JIa3epHOr0 CKaHepa ImTpux-koga y wmogenu KyJlabe Dmextpomerp Ilmoc («glabs
ElectroMeter Plus»), ucnions3yemsix s uaeHtudukanuyu nanueHta. B mogenu KyJlabe Diekrpomerp
(«gLabs ElectroMeter») nannas ¢ynkuus otcyrctByer. Tarke momenu KylJlabc Dnekrpomerp
(«gLabs ElectroMeter») u KyJlabc Dnexrpomerp Ilmtoc («qLabs ElectroMeter Plus») umeror pasnoe
BCTPOCHHOE MTPOrPaMMHOE 00ecTieueHHeE.

OO1uii BUJ KOAryJIOMETPOB MIPEJCTABICH Ha pUcyHKe 1.

CxeMma TUIOMOMPOBKU OT HECAHKIIMOHHPOBAHHOTO JOCTYINa, 0003HAYCHHUE MECTa HAHECCHUS
3HaKa MOBEPKU MPEICTABICHBI HA PUCYHKE 2.

Pucynok 1 - O6uuit Bua



Mecto HaHeceHus
3HAaKa [OBEPKU

JIuct Ne 2
Bcero qucros 4

Mecto
ILTOMOBI

Pucynok 2 - Cxema mioMOMPOBKH OT HECAHKITHOHUPOBAHHOTO JIOCTYTIA,
0003HaueHNE MECTa HAaHECEHUsI 3HaKa MOBEPKU

IIporpammHoe obecnieueHue

Koarynomerpsl UMEIOT BCTPOEHHOE MPOrpaMMHOE OO€ecledeHHe, KOTOPOE HCIOIb3yeTCs
JUIsl BBIIIOJHEHUST M IMPOCMOTpa pe3yIbTaTOB HU3MEPEHUM, M3MEHEHHUsS HACTPOCUHBIX IapameTpoB,

MpoCcCMOTpa nNamMATu JaHHBIX U T.A.

Bnusiaue nporpaMMHOro oGecriedeHuss Ha METPOJIOTHYECKHUE XapaKTePUCTUKU aHaJIU3aTOPOB
YYTEHO IIPH HOPMHUPOBAHUU METPOJIOTHYECKUX XaPAKTEPUCTHK.
VYposenb 3amutel 10 0T npenHaMepeHHBIX U HENPEIHAMEPEHHBIX W3MEHEHHH «CPEOHMII»

B coorBercTBUM ¢ P 50.2.077-2014.

Tabmuma 1 - UnentudukaninoHHbIE TaHHBIC TPOTPAMMHOTO 00eCIIeUeHUs

3HaueHue
WNnentudukannonubie KyJIabc Onexrpomerp | KyJlabc Dnexrpomerp
naHHbIe (PU3HAKN) («qLabs [Tnroc («glabs
ElectroMeter») ElectroMeter Plus»)
WnentudukaimoHHOE HAUMEHOBaHNE SW300018 SW340001
nporpammuoro obecneuenus (I10)
Howmep Bepcru (nneHtudukanponssiii Homep) [10 V4.6.11 (u BbIlIIe) V2.7.0.11 (u BbIIIIE)
Hudposoid npentnukarop nporpammuoro 0261751197547D8FB | 788F673C06BBCD67
obecnieucHis (KOHTPOIbHAS CyMMa 9E231C06707FD09 | 10E09D07052F3725
ucnoiasemoro kozaa) (MD5)
MeTposornyeckne H TeXHUYECKHE XapaKTEePUCTHKH
Tabmuma 2 - MeTposornuecKkue XapakTepUCTUKU
3HaueHue
HanmenoBanue xapakTepUCTUKU KyJlabc Dnextpomerp KyJlabe Snexrpomerp

(«gLabs ElectroMeter»)

ElectroMeter Plus»)

ITmoc («qlabs

JlnanazoH W3MEpEeHHil MPOTPOMOUHOBOTO
BPEMEHHU, C

or 5 10 90

[Ipenensl nomyckaeMol OTHOCHTEIBHOMN
MOTPEIIHOCTH Koaryjaomerpa, %

5




Tabmuna 3 - OCHOBHBIE TEXHUYECKHE XapAKTEPUCTUKU

JIuct Ne 3
Bcero qucros 4

3HauyeHue

HanmenoBanue XapPaKTCPUCTHUKU

KyJla6c DnexTpomerp
(«gLabs ElectroMeter»)

KyJIabc DnexTpomerp
[Tmroc («qlabs
ElectroMeter Plus»)

Macca (6e3 6arapeek), kr, He Oosee 0,126 0,154
I"aGapuTHbIe pazmepsbl, MM, He Oosiee (IXIIIXB) 135x65x35
ITpon3BOANTEIILHOCTD, TECTOB/Y, HE MEHEE 30
ITorpebnsiemas MOIIHOCTH OT ceTH, B-A, He 6onee 6

[Turanue oT ceTr MepPEMEHHOT0 TOKa 9acTOTOH, 1T 50/60
Hanpsbxenue ot cetu nepeMeHHOro Toka, B (220£22)

Cpennsis HapaOOTKa 10 METPOJIOTUUECKOTO 7000

OTKa3a, 4

Cpennuii Cpok Ciry>kObl, JIeT 4

VYcnoBus 3KCIUTyaTaluuu:

- TeMIIepaTypa OKpyskarorieit cpensi, °C

- OTHOCHUTEJIbHASI BIAXKHOCTD [IPU TEMIIEPATYPE
+25°C, %

- atMmoc(epHoe naBienue, klla

or +10 no +35
10 90
o 106

3Hak YTBEPKACHUSA TUIIA

HAaHOCHUTCS Ha aHAJIM3aTOPbI B BHUIC KJI€EBOM ITUKETKU H TI/IHOFpa(I)CKI/IM CII0coO0OM Ha TI/ITYJ'H:HHﬁ

JIMCT PYKOBOJZCTBA I10 OKCILTyaTalluHu.
KoMnjieKTHOCTD cpeacrea I/I3Mep6HI/Iﬁ

Tabauna 4 - KoMniekTHOCTh cpeicTBa U3MEpPEHUIt

HaumeHnoBanue O06o03HaueHne KonnuectBo
DKCIPeCcc-KoaryJIoMeTp 1 .
KaGenp nuranus 1 .
E-kxabenp 1 mr.
UYexou 11 XpaHeHUs 1 .
PykoBoaCTBO 10 KCIUTYyaTaluu 1 5ks.
MeTouka noBepKu MII 209-035-2017 1 5ks.

IloBepka

ocymectisercs no qokymeHty MII 209-035-2017 «Dxkcnpecc - koaryinomerpsl KyJlabe Dnexrpomerp
(«gLabs ElectroMeter»). Metonuka nmoBepku», yreepxkaeaHomy OI'YIT «BHUUM um. [1.1. Menzaeneesa»

01.08.2017 r.
OcHOBHbIE CpeICTBA MOBEPKHU:

cekynnomep mexanndeckuit COIlnp-2a-3-000 (Per. Ne 11519-11);
TepmomeTp gaboparopubiit anexktTpornbiid JIT-300 (Per. Ne 61806-15).
JlomyckaeTrcsi IpUMEHEHHE aHAJIOTUYHBIX CPEACTB MOBEPKH, 00ECIICUMBAIOIINX ONpEACICHUE

METPOJIOTMUECKUX XapakTepucTuk nosepseMbix CU ¢ Tpedyemoil TOUHOCTBIO.

3Hak IOBCPKHU HAHOCHUTCSA Ha CBUACTCIILCTBO O ITOBCPKE HUJIM HAa KOAr'yJIOMCTPBI, KaK YKa3aHO

Ha pUCYHKE 2.

Caeiennsi 0 MeToAMKax (MeTo1axX) U3MepeHHUi
IIPUBENIEHBI B OKCILTyaTallUOHHOM JOKYMEHTE.



JIuct Ne 4
Bcero qucros 4

HopmaTuBHBIE M TeXHHYECKHE JAOKYMEHTbI, YCTAHABJIWBAKIIHE TPeOOBaHUsI K IKCHpecc -
koaryjomerpam KyJlaée Daexrpomerp («glLabs ElectroMeter»)
Texuuueckas nokymenranus ¢pupmsl «Micropoint Biotechnologies, Inc., Kuraii.

H3roroButeab
dupma «Micropoint Biotechnologies, Inc.», Kuraii
Anpec: 6F, 2F, No. 3, Industry 5 Road, Shekou, Nanshan, 518067 Shenzhen City, China
Ten.: +86-755-86296766
dakc +86-755-86673903
E-mail: info@micropointbio.com
Web-caiit: www. micropointbio.com

3asBuUTEIb
OO11ecTBO ¢ OrpaHu4eHHOM 0TBeTCTBeHHOCTHIO «/Inallapk» (OO0 «/lnallapk»)
WHH: 7718556679
Anpec: 117556, r. MockBa, 6yn. Cumdepononsckuid, a. 31, atax 2, momerienne Ne |11
tei. +7 (495) 411-94-78, daxc: +7 (495) 411-94-78
E-mail: info@diapark.ru
Web-caiit: www.diapark.ru

HUcnbiTareJbHbIN HEHTP

@enepanpHOe TOCYJApCTBEHHOE YHUTAapHOE Impeanpusarue «BcepoccHiCKuil  Hay4dHO-
MCCIIEN0BATENbCKUI HHCTUTYT MeTpoiioruu um. .M. Menneneea»

Anpec: 190005, Cankr-Iletep6ypr, MockoBckuii mp.19

Ten.: +7 (812) 251-76-01

daxkc: +7 (812) 713-01-14

E-mail: info@vniim.ru

Web-caiit: www.vniim.ru

Artrecrar akkpeautanuu OI'YII «BHUUM um. [I.W. MenaeneeBa» no npoBEICHUIO UCITBITAHUI
CpeAcTB u3MepeHui B ueisax yreepxaenus tuna Ne RA.RU.311541 or 23.03.2016 .

3aMecTuTeNb

PykoBogurens ®@enepanbHOro

areHTCTBA M0 TEXHUYECKOMY

PErylIMpOBaHUIO U METPOJIOTUN C.C. T'ony6eB

M.m. « » 2017 r.
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