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CranzaprHble 06pasiibl JJAHHOTO THIIA CTAHAAPTHOTO 006PasIia, MPON3BOINMEIE B IIEpUO]| CPOKa
JCHCTBUSA  JTAHHOTO cepruduKata 06 YTBEPKIGHHH THIIA CTAHIAPTHOTO 00pasla, WK
YTBEPXKICHHBIH ~ THII ~ eJMHAYHOIO OSK3EMIUIpa CTAHAAPTHOro ofpasna  paspermaiorcs
K MNPUMEHEHUIO Ha TEPPUTOPUU Pecny6ﬂmm Be'lapyCB B COOTBETCTBUH C MpPUIAracMbIM
OTNMCAaHMEM THIIA CTAHIAPTHOTO 06pa3g9;/
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OIIMCAHME TUITIA CTAHJIAPTHOI'O OBPA3LIA
NPUIIOKEHUE K CepTH(HHUKATY 00 YTBEP/KACHUH THIIA CTaHAApTHOro 0Opasua
OT /¥ (9//5/5&4,4, 20241. Ne sp 2

HanMeHoBanve Tuma ctanzapTHOro o6pasua u ero 0603HauCHIe: KOHTPOIBHBI obpa3zern
COCTaBa BOJIHOTO PACTBOPA IEKTPOIUTOB, MeTa00IUTOB M ra3oB Kposu GEM Hematocrit
Evaluator 2 (kar. Ne 0025000105)

Hasumayenne n  obGnacte npumeHeHus: IS 00eCICUEHUS METPOJIOTMUYECKO
MPOC/ICKUBAEMOCTH TTPH IIPOBEICHUH PabOT M0 METPOIOTHYECKOM OLEHKE (YTBEPIKIACHUE
THNIA  CPEACTB M3MEPEHHMid, MOBepKa, KanuOpOBKa, METPOJIOrHYECKas OIKCHEPTH3a
CAMHUYHOIO OK3EMIUIApA, aTTeCTalds METOAMK (METOIOB) H3MEPEHHil); KOHTpoie
nokKasaTeseil TOYHOCTH (TIPaBWJIBHOCTH U MPEUM3UOHHOCTH) METOIHK (METO0B)
U3MCPCHUIL,  KOHTPOJIC  NPaBUILHOCTH  Pe3yJbTATOB  M3MEPEHHil, MpOBEICHUH
MeXK/1ad0paTOPHBIX canueHuil Ha ananuzatopax GEM Premier 4000 u GEM Premier 5000
npoussoacTsa «Instrumentation Laboratory Co.», Coeannennsie [1Itater Amepuki.

TexHuyeckas NOKyMEHTAalMs, B COOTBETCTBMM C KOTOPOH IIPOM3BEACH KOMILIEKT
KOHTPOIBHBIX 00pasuoB u ¢popma (cepuiiHas/eqvHUYHAsA) BBIMTYCKA: BBITYCKAETCS
COT/IaCHO TEXHUYECKON JI0KYMEHTALMK TPOM3BOIUTEIS; CEPUINHOE TIPOU3BOCTRO.

JIOKYMEHTBI, Onpenensomue HeoOX0AMMOCTh TIPHUMEHEHHsSI KOMILIEKTa KOHTPOJIBHEIX
00pa3Ios:

METOIMKN (METOIbl) M3MepeHnii / moBepku / kanubpoBku aHatusatopos GEM Premier
4000 1 GEM Premier 5000.

Omnucanne: oOpasen npesacrapiaser coGoif  BOXHBII OydepusnpoBaHHbIii  pacTBOp
OukapOoHarta, cojepKallMii HEOPraHMYECKME COMM M OPraHHYeCKHe MeTabOoIuThL,
KpacuTenb 1 OMOLM/BI, ¢ TOYHBIMM KOHIEHTPALMAMHU YIJIEKHCIOTO Ta3a W KHCI0pOa.
[locraBisiercs B xomrekre u3 10 ammys o6bemom 1,8 M1 ¢ STUKETKOI U cepTUdHUKATOM
aHa/IM3a MPOU3BOJAMTEII.

OOs3arenbHple  MeTposOruyeckue  TpeGoBaHMUS (cepruduuMpoBaHHbIE  3HAYEHUS
METPOJIOTHYECKUX XAPAKTEPUCTHK):

Tabauna 1
HanmeHoBanme Jnanazon cepTHULMPOBAHHBIX ABconioTHas pacluMpeHHas
nokasaress, 3Ha4YeHHUH* HEOoMpe1eNeHHOCTb,
€/l. U3M, (k=2,P=0,95)
['emarokpur, % 41 -47 0,5

* YeTanoBeHHOE 3HAUCHUE YKA3AHO B NACTIOPTE /18 KOHKPETHOH napTHH.

Cpok romHocTH (CpOK, B TEYeHHE KOTOPOTO KOHTPOJIbHBIN 00paser] COOTBETCTBYET
00s13aTeIbHBIM METPOIOrNYeCcKUM TPeGOBAHMAM): 18 MECSIIEB OT AaThl M3FOTOBJICHIIL.

YCII0BHSI XpaHEHHS ¥ TPAHCTIOPTHPOBKH: 0OPa3Lb! IOJKHBI XPAHUTHCS! IIPH TEMIIEpAType
ot 15 °C 1o 25 °C 1o ucreuenus cpoka rogHoctu. He 3aMOpaKUBaTh. BCKPLITBIE aMITyJIb]

XpaHeHHIO He mojexar. TpeGoBaHMs K TpPaHCIOPTHPOBKE B cepTU(UKATe aHAIM3a
HE YCTaHOBJICHBI.



3aK/IOYEHHE O COOTBETCTBMM YTBEPKAEHHOIO THIlA TPeOOBAHMAM TEXHUYECKHX
HOPMATUBHBIX [IPABOBIX aKTOB W/WIIK TEXHUUECKOH TOKYMEHTAIIMU MTPOU3BOTHTEIIS.
YCTaHOBJIEHO, YTO MCIBITAHHBINA IK3EMIUISP KOHTPOJIBHOIO 00paslia cocTaBa BOIHOIO
pacTBOpa 3ICKTPOJIMTOB, MeTabonuToB M ra3zos kpoeu GEM Hematocrit Evaluator 2
(kat. Ne 0025000105) cooTBEeTCTBYET TEXHMYECKOI JOKYMEHTALIMU POM3BOIUTEIS.

[IpowsBoautens  craHpaprHoro  oOpasua:  «Instrumentation  Laboratory  Co.»,
Coenunennsle lItaTh AMepHKH.

VYIIOJTHOMOYEHHOE IOPUANYECKOe U0, MPOBOAMBINEE HMCIBITAHUSA/METPOIOTHUECKYIO
IKCNEpTu3y cranpaptHoro oopasua: beal IM, r. Munck, CTapoBUI€HCKUIT TpakT, 93.
Tenedon: 8(017) 373-62-63; daxc: 8(017)242-31-92; e-mail: info@belgim.by.
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