OIIMCAHME TUIIA CTAHAAPTHOI'O OBPA3IIA
NPUIOKEHUE K CEPTUPHUKATY 00 YTBEPIKICHUU THIIA CTAaHIAPTHOTO 00pasna
ot 28 nexabps 2021 r. Ne 1709

HanmvenoBanme tuna crangaptHoro obpasma u ero obosznauenme CO 3480-2021,
KOHTPOJIBHBIA 00pa3el] cocTaBa BOJHOTO PACTBOPA AIICKTPOIIUTOB, META0OIUTOB U Ta30B
kpoBu GEM® System Evaluator (Level 2)

Ha3nauenne wu o0OiacTe OpUMEHEHUS: JUIsl  OOECHEYEHHsS  METPOJIOTMYECKON
MPOCIICKUBAEMOCTH TIPHU MPOBEACHUN pabOT MO METPOJIIOTHUECKON OIEHKE (YTBEp)KJICHHE
TUNIA CPEACTB HW3MEpPEHH, TMOBEepKa, KaluOpOBKa, METPOJOTHYECKas SKCIepTHU3a
€AUHUYHOIO DSK3eMIUIsipa, AaTTeCTalus METOAMK (METOAOB) H3MEpPEHUil); KOHTPOJie
nokasarejieil TOYHOCTU (HPaBWIBHOCTH M MPEUU3UOHHOCTH) METOAUK (METOAOB)
U3MEPEHUN;  KOHTPOJIE  MPaBWJIBHOCTH  pPE3YyJlbTaTOB  W3MEpPEHHH, MpPOBEACHUU
MEXJIA00PATOPHBIX CIMYEHUI C UCHOJIb30BAaHHUEM AaHAJIU3aTOPOB Ta30B KpoBH, pH,
AJIEKTPOIUTOB, TeMaTOKpuTa, Jlaktata u rmoko3sl GEM Premier 5000, mpowusBoacTsa
«Instrumentation Laboratory Co.», Coeaunennsie LlITaTsl AMepuky.

TexHnueckass JOKyYMEHTalUUs, B COOTBETCTBUU C KOTOPOM IPOU3BEIECH KOHTPOJBHBIN
oOpasen u popma (cepuiiHas/equHUYHAS) BBIITYCKA CTAHAAPTHOTO 00pasiia: BHIYCKaeTCs
COTJIACHO TEXHUYECKON JOKYMEHTAIIMU MTPOU3BOIUTEIIS.

dopmMa BBIITYCKa: CEPUITHOE MPOU3BOACTBO MOBTOPSIOIIMMUCS MAPTUSIMHU.

JIOKYMEHTBI, OIpEeeIIIonue HE0OX0IUMOCTh IPUMEHEHHSI KOHTPOJIBHOTO 00pa3ia:
METOJIMKH (METO/Ibl) H3MEPEHHH / TOBEPKH / KAIMOPOBKHU aHAJIM3aTOPOB ra3oB KpoBu, pH,
AIIEKTPOJIUTOB, TEMAaTOKpPUTA, JaKTaTa u riaoko3sl GEM Premier 5000.

Onucanume: oOpasen mpencraBisieTr co0ol BoAHBIN Oydepu3upoBaHHBIA PacTBOP
OukapOoHaTa, COAEpXKAIUA HEOPTaHUYECKHWE COJIM U OPraHMYeCKue METa0OJIUTHI,
KpacHuTelnb U OUONHU/BI, ¢ TOYHBIMU KOHIICHTPAIIUSMH YTJIICKUCIIOTO ra3a U KUCIOPOJA.
[MocraBnsiercs B komruiekte U3 10 ammyn o6bemMoM 1,8 MIT ¢ 3TUKETKOHN M CEpTUPUKATOM
aHaM3a IPON3BOIUTEIS.

OO0s3arenbHble  METpoJOorMdYeckue TpeOoBaHUs  (CepTUUUMPOBAHHBIE 3HAYCHUS
METPOJIOTHYECKUX XapaAKTEPUCTHUK):

HaumenoBanue Jluama3on aTTECTOBAaHHBIX | AOCONIOTHAST HEOMPEIEICHHOCTh
roxKa3arels, 3HAYCHUH aTTECTOBAHHOI'O 3Ha4deHus, k = 2
€JIMHUIIBI npu P = 0,95, %

M3MEpPEHUI

pH 7,33 - 7,39 0,012

pCO2, MM.pT.CT 31-39 1,5

pO2, MM.PT.CT 85-93 3,8

c¢Na', Mmonb/1 136 — 144 1,0

cK*, MMoub/n 4,1-49 0,10




HaumenoBanue Jluama3on aTTECTOBAHHBIX | AOCONIOTHAST HEOMPEIEICHHOCTh
roxKa3arels, 3HAYCHUH aTTECTOBAHHOI'O 3Ha4YeHus, k = 2
€ IUHUIIBI npu P = 0,95, %

M3MEPEHUI

cCI", MMoOJIB/TT 101 - 109 1,1

cCa’>", MMoIB/1 1,11 -1,19 0,013

cGlu, mr/mn 98 — 112 3,2

cLac, MMoJIB/1 0,8-1,0 0,06

I'emorno0OuH, 14,1 - 14.9 0.33

/i

Cpok romHOCTH (CpPOK, B TEUYEHUE KOTOPOro 0o0Opasel] COOTBETCTBYET 00s3aTEIbHBIM
METPOJIOTHYECKUM TpeboBaHusAM): 21 mecsn (a0 4 MecsleB NpU yCIOBUU XpPaHEHUs
npu temmeparype (20 + 5) °C).

VYcnoBus — XpaHeHHMs M TPAHCHOPTUPOBKU:  00pas3mbl  JODKHBI — XPAHHUTHCS
Y TPAHCIIOPTUPOBATHCS B BEPTUKAIBLHOM IOJI0KEHUH Npu TemiiepaTtype ot 2 °C go 8 °C.
He 3amopaxuBatsb.

MecTo HaHeCeHHMsI 3HaKa YTBEPKACHHS THUIAa KOHTPOJIBHOTO o0pa3la: 3HaK YTBEpKJICHUs
TUIIA HAHOCUTCS HA ATUKETKY U CEpTU(DUKAT.

3aKOYeHre O COOTBETCTBHM YTBEPXKACHHOTO THIA TPEOOBAHMUAM TEXHUYECKHX
HOPMATHBHBIX MPABOBBIX aKTOB M/MJIM TEXHHYECKOW JOKYMEHTAIIMH MTPOU3BOIUTEIIS.

VY CTaHOBJIEHO, YTO HMCHBITAHHBIN 3K3EMIUIIP KOHTPOJIBHOTO 00pa3lia cocTaBa BOJHOTO
pacTBOpa 3JEKTPOJIUTOB, MeTaboiIuTOB M Tra3oB kpoBu GEM® System Evaluator
(Level 2) COOTBETCTBYET TEXHUYECKOU JOKYMEHTALUN IIPOU3BOIUTEIIA.
MeTtponorudeckast — MPOCIECKUBAEMOCTh  ATTECTOBAHHBIX ~ 3HAUEHUH  YCTaHOBJICHA
no ctanaapTtHeix obOpasioB (SRM) NIST, pedepencubix metonoB ICSH (International
Council For Standardization in Hematology) u CLSI (Clinical and Laboratory Standards
Institute) B coorBeTcTBUM ¢ TpeboBanusmu [SO 17511:2003.

[IpousBogutens obpasma: «Instrumentation Laboratory Co.», Coemunennbie IlITaTb
AMepHUKH.

YoJIHOMOUYEHHOE OPUAMYECKOE JHI0, MPOBOJUBIIEE HCIHBITAHUA/METPOIOTHUYECKYIO
aKcnepTu3y crangaptHoro obpasua: benl UM, r. Munck, CtapoBuieHCKUN TpakT, 93.
Tenedon: 8(017) 373-62-63; daxc: 8(017)242-31-92; e-mail: info@belgim.by.

Hupexrop benl M B.JI. I'ypeBuu
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