T'OCYJIAPCTBEHHBI KOMUTET STATE COMMITTEE

IO CTAHIAPTU3AILIUU FOR STANDARTIZATION
PECITYBJIMKH BEJIAPYCh OF THE REPUBLIC OF BELARUS

CEPTHOUKAT
Ob YTBEPKJIEHUU TUITA CTAHJIAPTHOI'O OBPA3IA

Q‘IB Ne 2078 ot 17 suBaps 2024 r.

Cpox netictBust 1o 17 stuBapst 2029 r.

Hauvenosanne tuna crangapraoro o6pasma:
Kontposnbnblii 06pasen cocraBa Bognoro pacTeopa 3JIEKTPOJIMTOB, MeTA00JHTOB H ra3os
kposi GEM Hematocrit Evaluator 1 (kar. Ne 0025000104)

[IpousBoauTens:
«Instrumentation Laboratory Co.», Coeqnnennbie IIITaTh AMepHuKH

Brijan:
O/10 «bEJIPEAC», r. Munck, Pecniy6iinka Bena pych

Tun  crangaprHoro ofpasma yTBep)KAEH IOCTAHOBIEHHEM I OCYXAapCTBEHHOrO KOMUTETA
1o cranaapTusanuy Pecrmy6iauku benapycs ot 17.01.2024 Ne 2

CranzapTHble 00pasibl JAHHOTO THIIA CTAHAAPTHOTO 06PA3Iia, IIPOM3BOIUMBIE B [IEPUO]] CpOKa
ACHCTBUA  JIAHHOTO ~cepTUdUKaTa 00 YTBEPKAEHUM THIIA CTAHIAPTHOTO obpasma, win
YTBEP)KICHHBIH — THII ~ €IMHAYHOrO SK3EMIVISpa  CTAHAAPTHOrO o0pasua  paspemaioTcs
K NpUMCHCHHIO Ha TeppuTopuu Pecry6imkn bermapych B COOTBETCTBHM ¢ NpHiaraeMbim
ONHICAaHWEM THUIA CTAHJAPTHOTO O0pasua: -
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OIIMCAHME TUITA CTAHJIAPTHOI'O OBPA3LIA

NPUIIOAKEHUE K cepTU(UKATy 00 yTBEP:KACHHUH THIIA CTaHIapTHOro oOpasia
OT 7 ¥, 5066000 20241. Ne 0 4.7

Hanvenosanme tuna crangapraoro o6pasia u ero o6o3HadeHme: KOHTPO/IbHBII 06paser
COCTaBa BOAHOTO PacTBOPa HNEKTPONUTOB, MeTab0IUTOB 1 ra3oB kpoBu GEM Hematocrit
Evaluator 1 (kar. Ne 0025000104)

HasHayenme wu  oGmacte npuMmeHeHHS: s oOecredeHus METPOJIOrMYECKO
POCICKNBACMOCTH TIPH MPOBEICHUH PabOT 10 METPOIOTHYCCKOMN OLEHKE (YTBEpK/IeHHe
THIIa  Cpe/ICTB  M3MEPEHMH, IIOBEpKa, KaJluOpPOBKA, METPONOrMYECKas dKCHepTH3a
CAMHUYHOIO  OK3CMILIAPA, aTTeCTalMsi METOAMK (METOIOB) HM3MEPEHMil); KOHTpose
TMOKa3aTe/Ie  TOYHOCTH (IPAaBUIBHOCTM M  IPELM3MOHHOCTH) METOIMK (METOIOB)
W3MEPEHUH;  KOHTPOJIC  MPAaBHJILHOCTH  PE3y]bTATOB  M3MEPEHHMIl, [POBEACHMM
MeXK1ab0paTOpHBIX canyeHuil Ha ananusatopax GEM Premier 4000 u GEM Premier 5000
nponssozcTsa «Instrumentation Laboratory Co.», Coenunennsie IltaTs AMepuky.

Texnmdeckas NOKyMEHTALWs, B COOTBETCTBUM C KOTOPOH NPOM3BENECH KOMILICKT
KOHTPONILHBIX  00pastoB u  Qopma (cepuilHas/eqMHMUHAS) BBITYCKA: BBIITYCKAETCS
COTIACHO TEXHUYECKOH JIOKYMEHTALIMK IPOU3BOIAUTEIIS; CEPUIHOE MPOU3BOICTRO.

JIOKYMEHTBI, ONpeNeNsioNie HeoOXOAMMOCTh MPHMEHEHHS KOMILICKTA KOHTPOJIbHbIX
00pa3Ios:

METOJIMKM (METO/bI) M3MEPEHHiT / MOBEPKU / KaIHOPOBKH aHanusatopos GEM Premier
4000 u GEM Premier 5000.

Omnncanne: obpasenr npexncraBiaser coboi  BOMHBIN Oy(epusnpoBaHHEIl  pacTBOp
OukapOoHaTa, CcofepKaImMil HeOpraHMYecKHe COMM W OPraHUYecKHe MeTabOIUTBI,
KpacuTelIb ¥ OMOLMBI, ¢ TOYHBIMU KOHUEHTPALMSIMH YIIEKHCIOTO ra3a u KMCI0po/a.
[ocrasnsiercs B komruiekre u3 10 ammysn o6seMoM 1,8 M ¢ STHKETKOI 1 cepTUPUKaTOM
aHajim3a rpoU3BOJUTEIS.

OGsi3atenbHble  MeTposoruueckue  TpeGOBaHUS (cepruduuupoBaHHble  3HAYEHUS
METPOJIOrMYECKUX XapaKTePUCTHK):

Tabmuna 1
HaumeHosanue Huanason cepruduumpoBaHHbIX AbconioTHas paciuMpeHHas
rokasare/is, 3Ha4YeHUH* HEollpeeNeHHOCTh,
e/l. U3M. (k=2,P=0,95)
['emarokpur, % 20-24 0,5

* YCTaHOBJIEHHOE 3HAYEHUE YKA3AHO B MACMOPTE /1A KOHKPETHOH napTHum,

Cpok roiHocTH (CpOK, B TeUeHHE KOTOPOro KOHTPOJBHBIM o0pasell COOTBETCTBYET
00s13aTEIbHBIM METPOJIOTHYECKITM TpeOoBaHuAM): 18 MecsilieB OT JaThl H3rOTOBJICHHS.

YCII0BHSI XpaHEHHUS! M TPAHCIIOPTUPOBKH: 00Pa3LIbl 10MKHb] XPaHUTHCA NIPH TEMIIEpPaType
ot 15 °C 110 25 °C 10 ucrevenus cpoka rogHocty. He 3aMOPaXKUBaTh. BCKPBITEIE aMITyJIbI

XpaHCHUIO He moanexar. TpeGoBaHus K TpaHCIOPTHPOBKE B ceprudiKkaTe aHammza
HE YCTaHOBJICHEI.



3aKi0ueHHe O COOTBETCTBMM YTBEPXKACHHOIO THIIA TPeOOBAHUAM TEXHUYECKUX
HOPMaTHBHbIX IIPABOBBIX AKTOB /MM TEXHUYECKOH JOKYMEHTALHN TIPOU3BOJUTEIS.
YCTaHOBIICHO, YTO HCIIBITAHHBIGN SK3EMILUTAP KOHTPOJIBHOIO 00pasiia coctaBa BOJHOTO
PacTBOpa 3JICKTPOJIUTOB, MeTabonuToB U razoB kposu GEM Hematocrit Evaluator 1
(kat. Ne 0025000104) cooTBETCTBYET TEXHUUECKOI JIOKYMEHTALMU [POU3BOJIMTE]IS.

[Tpoussojmrens  cranpaprHoro  obpasua:  «Instrumentation Laboratory  Co.».
Coenunennsie [ltatsr AMepukn,

YIOJHOMOYEHHOE IOPUNYECKOE JIUIO, NPOBOIMBIIEE UCTIBITAHUA/METPOTOTHUYECKY 10
dKenepTusy cranaaprHoro odpasua: benl'MIM, r. Munck, CrapoBuieHCKHii TpakT, 93.
Tenedon: 8(017) 373-62-63; daxc: 8(017)242-31-92; e-mail: info@belgim.by.
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