I'OCYJAPCTBEHHBIN KOMUATET STATE COMMITTEE

ITO CTAHJAPTU3AIINH FOR STANDARTIZATION
PECIIYBJIMKHA BEJIAPYCh OF THE REPUBLIC OF BELARUS

CEPTU®UKAT
Ob YTBEPKJIEHUM TUITA CTAHIAPTHOI'O OBPA3IIA

Q‘rb Ne 2080 ot 17 suBaps 2024 .

Cpoxk netictBust 1o 17 suBapst 2029 r.

Hanmenopanme Trmia cranapraoro o6pasna:

Kontposbupiii 06pasen coctaBa BOAHOIO pacTBOpa 2JIeKTPOJIHTOB, METAGOINTOB H ra30B
kpoBn GEM Hematocrit Evaluator 3 (kat. Ne 0025000106)

[IpousBoaurens:
«Instrumentation Laboratory Co.», Coexunennbie IlltaTer AMepukn

Beijan:
OO0 «BEJIPEAC», r. Munck, Peciiy6anka Beaapychb

Tun cranpaprHOro ofpasua yTBEPKJIEH ITOCTAHOBJIEHHEM ['ocytapcTBeHHOr0  KOMHTETA
1o cranjaptusanuy Pecy6iaukn benapycs ot 17.01.2024 Ne 2

Cranzaprreie 06pasiibl JaHHOTO THIA CTAHAAPTHOTO 00pPA3La, MPOM3BOAMMBIE B TIEPUO/] CPOKa
ACHCTBHS  IAHHOrO cepTHdUKaTa 06 yTBEPHKICHHM TUIA CTAHIAPTHOTO o0pasia, WiH
YTBCPKJCHHBIA  THUIT  @JIMHMYHOIO  OK3EMILUIAPA  CTAHAAPTHOTO olpasia  paspemaroTcs

K NPHUMEHCHHIO Ha Teppuropun PecryOnuku Benapych B COOTBETCTBMM ¢ mpuiaraeMbiM
OIKCAHNEM THIIA CTAHIAPTHOTO 06p33ua =

A.A Bypak




OIIMCAHUE TUITA CTAHIAPTHOI'O OBPAB3LIA
[PUIIOKEHUE K cepTruKaty 06 yTBepIKICHIN TUIIA CTAHAAPTHOTO 06pasiia
OT /¥  eubppfet 20241. Ne O X

HanmeHnoBanue Tuna cranmaptHoro o6pasia u ero oGo3HaueHye: KOHTPOJIBHBIN 00paselr
COCTaBa BOJIHOTO pacTBOPA dJIEKTPOTUTOB, METaOOMNTOB 1 ra3oB Kposu GEM Hematocrit
Evaluator 3 (kat. Ne 0025000106)

Hashauenne wu  o0nacth mNpUMeHeHMS: Uil 00eCIEYCHHSA MCTPOJIOIMUYECKOi
MPOCICKUBACMOCTH [TPH MPOBEICHUH PAdOT 10 METPOTOTMYECKON OLIEHKE (YTBEPKICHNE
THIIa  CPCACTB M3MEPEHMH, 1OBepKa, KaauOpOBKa, METPONOTMUECKas OIKCIEePTH3a
CAMHMMHOTO  OK3EMIVIAPA, aTTECTAlUs METOAMK (METOAO0B) M3MEpEHHMil); KOHTpoIle
NoKasaTe/eH TOYHOCTH (NPaBHILHOCTH M INPEUH3HOHHOCTH) METOAMK (METO/0B)
U3MEPCHUM;  KOHTPOJIE  IPaBMIBLHOCTH  PE3YJIbTaTOB U3MEPEHUI, IMPOBEAECHUU
MEK/1a00paTOPHBIX cliMyeHuii Ha ananu3atopax GEM Premier 4000 u GEM Premier 5000
npousBojcTBa «Instrumentation Laboratory Co.», Coenunennsie I1ITaTh! AMepHKH.

Texnnyeckast JIOKYMEHTalNs, B COOTBETCTBMM C KOTOPOH I[POM3BENEH KOMILICKT
KOHTPOIBHBIX 00pasioB M Qopma (cepuiiHas/eqMHMUHAS) BBIITYCKA: BBIITY CKaeTCsl
COIVIACHO TEXHUYECKOH JOKYMEHTALMU POM3BOANTEIIS; CEPUITHOE TPOU3BOICTBO.

JIOKYMEHTBI, Onpeensomue HeoOX0AMMOCTh TPUMEHEHHsST KOMIIEKTa KOHTPOJIbHBIX
00pas3IoB:

METOMMKHN (METOMIbI) M3Mepenuit / moBepku / KanmuOpoBku aHamusatopos GEM Premier
4000 1 GEM Premier 5000.

Onucanue: o6pasenr MpencTaBaseT cobOil  BOHbIIL Oy(epu3upoBaHHBI  pacTBOp
OnkapOoHaTa, comepKalMii HeOpraHMYEecKHe CONU W OpraHu4yecKkue MeTadoIuTHhI,
KpacuTe/lb U OHOLM/IBL, C TOYHBIMH KOHIEHTPALMAMM YTJICKHCIOTO rasa u KHCII0po/a.
[locrasnsercs B koMiutexre u3 10 ammyn o6semMom 1,8 M ¢ STHKETKOI U cepTU(pUKATOM
aHaJ3a MPOU3BOJAUTE.

OOsi3atenbHple  MeTpoJIOrMYeckie  TpeGoBaHMs (cepTMpUUMPOBaHHBIE  3HAYEHMS
METPOIOTHYECKUX XapaKTePUCTHUK):

Tabnuna 1
HaumeHosaHue HAnanason cepTUpUUMPOBAaHHBIX AOco/t0THas pacluMpeHHas
roxasareJs, 3HaYeHHIH* HEOTTPEIeIEHHOCTD,
ell. U3M, (k=2,P=0,95)
['emaTokpur, % 63 - 69 0,8

* YCTaHOBACHHOE 3HAYECHUE YKAIAHO B NACMopre 1A KOHKPETHOH MapTHH.

Cpok romHocTi (Cpok, B TeuyeHHe KOTOPOr0 KOHTPOJIBHBINA 00pa3en COOTBETCTBYET
00513aTeIBHBIM METPOTOrHYECKUM TPeGOBAHMSM): 18 MECAIIEB OT IaThI H3rOTOBIEHISL.

YC/10BUsI XpaHEHHA U TPAHCIIOPTUPOBKH: 06PA3Lbl JOKHBI XPaHHUTLCS MPU TEMIIeparype
ot 15 °C 1o 25 °C o ncreuenns cpoxa rogsocty. He 3aMOpakKuBaTh. BCKPBITEIE amITyIib!

XpaHCHUIO HE moaexkar. TpeGoBaHus K TpaHCIOPTMPOBKE B cepTHMKaTe aHaIn3a
HE YCTaHOBJICHBI.



3akiroueHHe O COOTBETCTBUM YTBEPXKACHHOTO THMITA TpeOOBaHUAM TEXHHUYECKHX
HOPMATHBHBIX TIPABOBBIX AKTOB M/WJIM TEXHUYECKON JOKYMEHTALMK IIPOU3BOTUTEIS.
YCTaHOBJICHO, YTO MCHBITAHHBIN SK3EMILIAP KOHTPOIBHOIO 00pa3iia COCTABA BOMHOLO
pacTBOpa 3ICKTPOJUTOB, MeTaboNMTOB M ra3oB KpoBu GEM Hematocrit Evaluator 3
(kat. Ne 0025000106) cOOTBETCTBYET TeXHMUECKO# TOKYMEHTAIIMH [IPOU3BOJUTEIIS.

[IpousBomurens  cranmaprHoro  obpasma:  «Instrumentation Laboratory  Co.»,
Coenunennsie Itater Amepuku.

YIOITHOMOYEHHOE IOPUIMYECKOE JIMIO, TPOBOAMBILEE UCTIBITAHUS/METPOJIOTHUECKY 1O
dKeneprusy cranaaprHoro obpasua: beal UM, r. Munck, CtapoBuieHCKHii TpakT, 93.
Tenedon: 8(017) 373-62-63; dakc: 8(017)242-31-92: e-mail: info@belgim.by.

3amecturens aupekropa beal UM l 10.B.Kozaxk
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