I'OCYJAAPCTBEHHBIN JIBSIPAKAVHBI KAMITAT

KOMMUTET ITO IIA CTAHJIAPTBI3ALLBIT

CTAHJIAPTHU3AITAU PICHYBJIKI BEJIAPYChH
PECITIYBJIMKHU BEJIAPYCh

CEPTUOUKAT

OB YTBEPK/JIEHHH THUIIA CPEJCTB U3MEPEHUI

No 15111 or4mas2022r.

Cpok neiicTBus: 6ecCpOYHBIN

HauMmeHOBaHHE THIIA CPEJICTB U3MEPEHHUIA:
AHaau3aTop OMOXMMHYECKHH ABTOMATHYECKHMil € NPHHALICKHOCTAMH H MaTepHaJaMu
pacxoaubiMu: uenojHenue FUJI DRI-CHEM NX-500i Ne 166690064

[IponsBoauTeb:
«FUJIFILM Corporation», Sinonus

Beinan:
000 «IIpaiimbuoTex», r. Munck, Pecnydiinka beaapyco

JIOKYMEHT Ha IIOBEPKY:

MPBE MILMH 3275-2022 «Cucrema oGecrniedeHHusi eJIMHCTBa H3Mepenumii PecnyOimku
Besapych. AHAIH3aTOp OHOXHMHYECKHH aBTOMATHYECKHH ¢ NPHHALIEKHOCTAMH
u martepuasamu pacxoanbiMu: ucnoanenne FUJI DRI-CHEM NX-500i. Meroanka

NOBEPKH»

MHTepBasl BpeMeHH MEK/ly TOCY/1apCTBEHHBIMU IOBepKamMu 12 mecsineB

Tunm cpeacTB H3MEpeHHMH YTBepikJeH IocTaHOBJIeHMEM ['O0CylapCTBEHHOTO  KOMHUTETa
o crangaprusanuu Pecny6iuku benapycs ot 04.05.2022 Ne 41

CpejicTBa M3MEpeHHMH JAaHHOTO THIIA CPEACTBA M3MEPEHUii, IPOU3BOJMMEIE B TMEPUO CPOKa

JENCTBUS JIaHHOTO cepTUduKata 00 YTBEp)KICHUM THUIIA CPEACTBA_U3MEPEHHUI, paspeuraroTes

OIMMCAHMEM THUIIA CPECJCTB H3MCP€HHﬁ.

3amecturens [Ipeacenarens komurera

Mecn )



OITUCAHMUE TUIIA CPEJICTB U3MEPEHUN
PHIIOKEHUE K CepTU(UKATY 00 YTBEPIKIACHUH TUIIA CPEICTB H3MCPCHMUI

OT _ Y sers 2027 . Ne /5474

HanmeHoBaHue THITa CPEJICTB U3MEPEHNIT U NX 0003HAUYEHHE:
AHaIIN3aTOp OMOXMMUYECKHI aBTOMAaTUUECKUI C TPUHAIUIRKHOCTIMU U MaTepUaiaMiu pac-
xoaueiMH: ucnoanenue FUJI DRI-CHEM NX-5001 Ne 16669064

Ha3nauyeHue u 001acTh NpUMEHEHHS:

AHanm3atop OMOXMMHUYECKHI aBTOMAaTMYECKMH ¢ TNPHHAUICKHOCTIMH M MaTepHalIaMu
pacxozanbiMu: ucniosiienue FUJI DRI-CHEM NX-500i Ne 16669064 (nanee — ananusatop)
[pe/Ha3HA4YeH /Ul U3MEPEeHUsl KOHIEHTpaLUil napamMeTpoB B OHOIOIMYECKUX IKUIKOCTSX
(rmasma, CeIBOPOTKA, Le/IbHAs KPOBb, MOYA) PH OMOXHMMHUECKHUX HCCIIEI0BAHHAX.

O6uacTh MpUMEHEHHs — B 3IPaBOOXPAHEHUH NIPH 00CCIICUSHUH 3AIMTHI KU3HU U 310POBbS
YCJIOBEKA, OKa3aHUsl MEJUIIUMHCKON TOMOIIIH.

Omnwucanpe:

B anamuszatope npumeHsieTcs aBa METOJAa OINpEAEICHHMS KOHICHTPALMI MapamMeTpos
B OMOJIOTMYECKHX JKHIAKOCTAX — KOJOPUMETPUYECKUIA, TOTEHIIMOMETPHYECKHUIA.

[puHimn nefcTBUs aHaau3aToOpa 1NpU U3MEPEHUH KOJIOPUMETPHUUYECKUM METOJIOM OCHOBAH
Ha U3MEPCHUH 3HAYCHHUSI MHTEHCUBHOCTH CBETOBOI'O MOTOKA OTPAKEHHOrO OT TECT-00BEKTA
(crmaiina ¢ «CyXoi XMMHEi») U MOCIeAYIOUMM NpeoOpa3oBaHiy MOTYYEHHOTO 3HAYCHUS B
KOHLICHTPALIUIO UCCIIEYEeMOro IapameTpa.

IpuHIMn AeNCTBUS aHAIM3aTOPA MIPU U3MEPEHUH MOTEHIIMOMETPHYECKHUM METOIOM OCHO-
BaH Ha U3MEPEHHUH SIIEKTPUYECKOr0 NOTEHIHaAIA TecT-00beKTa (Claiaa ¢ «cyxoil XxuMueii»)
C MOCJACAYIOIHUM MEePeCUeTOM I0JYYEHHOTO0 3HAYEHHMs B KOHICHTPALMIO HCCICAYEMOro
rapaMeTpa.

Yrpasienue aHaauzatopa, o0paboTKa pe3yibTaToB M3MEPEHUH MPOBOAUTCS C IOMOIIBIO
CreUaNIbHOro nporpammuoro odecneuenus (110).

dororpadus obuIero Biaa CpeICTB M3MEPEHMIT IIPe/ICTaB/IeHa B IPUIOKEHHH 1.

Cxema (puCyHOK) ¢ yKa3aHHEM MecTa JUIl HaHeCCHHs 3HaKa MOBEPKH CPEACTB M3MEpPCHMUIT
Mpe/ICTaB/ICHa B IIPUJIOIKEHUM 2.

OOs3aTe/ibHBIE METPOJIOIHYECKHE TpeDOoBaHMs: Ipe/ACcTaBIeHs! B Tabauie 1.

Tabmuna 1

Haumenosanue 3HaueHue

1 2

JlnanazoH M3MepeHNi KOHIEHTpPAIUii TapaMeTpPOB:
rmoko3bl (GLU), Mmr/mn ot 86,0 10 387.0
MoueBoi KucinoTe! (UA), mr/mn ot 2,8 no 13,0
obmmero xonectepuna (TCHO), mr/mn ot 95,0 10 188.0
tpurimuepuioB (TG), mr/mn ot 100,0 mo 289.,0
XOJIECTEPHHA JTUIIOIPOTEHHOBOIO BHICOKOH ILIIOTHOCTH
(HDL-C), mr/mn ot 22,0 1o 51.0
y-rnyramuiarpadcdepassl (GGT), Ex/n ot 48.0 1o 884,0




Oxonyanue TadIuIE! 1

1

riyTamar-oKcajioaleTaT TpaHcaMuHa3bl (acrapraTaMu-
Horpanchepassl) (GPT/ALT), En/n
nakrarjaeruaporenassl (LDH), Ex/n

nonos Hatpus (Na'), MMob/ (MIKB/1)

HOHOB KaJTud (K+), MMOJIB/TT (M3KB/1)

noHoB xJiopa (CI7), MMoJIb/11 (MIKB/1T)

ot 30,0 mo 133.0
or 117,0 no 580.0
ot 122,0 mo 158,0 (o1 122,0 10 158.0)
o1 3,5 10 5,0 (o1 3,5 10 5,0)
ot 82,0 mo 112,0 (ot 82,0 mo 112,0)

uoHoB Maruus (Mg ), Mr/a or 1,0 10 1,9
Ilpesen J0MycKaeMOro OTHOCHTEIBHOTO —CPEIHEro

KBAJ[PaTMYECKOTO OTKJIOHEHMS CIIy4aifHON COCTaBIIsO-

el MOTPEelIHOCTH HM3MEPEeHHs KOHIEHTpaluil mapa-

METpOB:

GLU, UA, TCHO, TG, HDL-C, GGT, GPT/ALT, LDH,

Na", K', CI', % 10,0
MgH—! %% 15.0

OCHOBHBIE TEXHUYECKHE XApaKTCpUCTUKH M MCTPOJIOTHYECCKHME XapaKTCPUCTHUKH, HE OTHO-
csmuecs K 00g3aTe/IbHBIM METPOJOTHYCCKHM TPGGOBaHHHM: MmpeacTaB/ICHEI B Tabnuue 2.

Tabmuna 2
HaumenoBanue 3HaueHue
. 400; 415; 505; 540; 577,
JlnmHa BOJIHBI 11pU U3MEpeHusx, HM* 600: 625: 650
Macca, kr, He Oonee* 25
["abaputHbie pazmepsl, MM, He Oostee* 470x360x420
Jlnanason HanpsbkeHust nuratonieit cetu, B* ot 100 no 240
Jnana3on wactorsl nuTaronieit cetu, ['u* ot 50 mo 60
VY ¢i10BUS SKCITyaTalim:
JUana3oH TeMIIepaTyp OKpyKaroliero so3ayxa, °C* or 15 no 32
JIara3oH OTHOCUTE/IBHOM BIAXKHOCTH OKPYIKAKOIIEro
BO3/yxa, %* ot 0 ;10 80
Y¢l10BUA XpaHEHHS ¥ TPAHCIIOPTUPOBAHUS:
JIMana3oH TeMIlepaTyp OKpyKarolero Bo3ayxa, °C* ot munyc 10 1o roc 50
JIMAIIa30H OTHOCHUTEJILHOM BIIQJKHOCTH OKPYKAIOIIETO
BO31yxa, %o* ot 10 no 90
* CorslacHO pyKOBOJICTBY 10 9KCILTyaTalluu
KommiektHocTh: npejcrapieHa B Tadbmure 3.
Tabnuua 3
HaumeHnoBanue Kommuectso
AHanuzatop OMOXMMUYECKUN aBTOMATUYECKUI C TIPUHA/I-
JIEKHOCTAMU U MaTepuaiaMu pacXo/HBIMHU: WCTIOJHEHUE
FUJI DRI-CHEM NX-5001 Ne 16669064 1
PyKOBOJICTBO 110 OKCIUTyaTallMH 1

MecTto HaHeceHus 3HaKa YTBEPK/JICHUS TUIIA CPEACTB M3MEPEHMIT: 3HAK YTBEPHKIACHUS THUIIA
CPEICTB U3MEPEHUIM HAHOCUTCSI HA TUTYJIBHBIH JIMCT PYKOBOICTBA T10 SKCILIyaTallUH.
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[losepka ocymecrsasercs no MPb MILMH 3275-2022 «Cuctema obecriedenust e{uHcTBa
usMepenuii Pecnybnuku benapycs. Anannsarop Guoxumudeckuii aBToMaTHUECKUii ¢ 1pu-

Ha[UIeKHOCTAMU U MaTepuanaMu pacxoansiMu: ucnonnenne FUJI DRI-CHEM NX-500i.
MeTtoauka noBepkm».

CeeleHus 0 METOMKAX (METO/IaX) M3MEPEHHIL: OTCYTCTBYIOT.

TexHnyeckue HOPMATHBHBIE MPABOBBIC AKThl M TEXHMYECKHE JOKYMEHTbI, YCTAHABINBAIO-
1ue:
TpeOOBaHUsA K THITY CPEJICTB H3MEPEHMUIA:

TeXHUYECKas JOKYMEHTAIIUS;

TCXHUYECKHUH periiaMeHT TaMOKeHHOTro coro3a « DICKTPOMAarHUTHAsT COBMECTHMOCTh
TexHuueckux cpeacts» (TP TC 020/2011);

METOJIMKY MOBEPKHU:

MPb MILMH 3275-2022 «Cucrema obecriedeHns eMHCTBa u3MepeHuii Pecriy6inku be-
lapych. AHaIN3aTOp OMOXMMHYECKHI aBTOMATHYECKUI ¢ NMPUHAMIEKHOCTIMH 1 Marepua-
mamu pacxoaHbMU: ucnosiHenne FUJI DRI-CHEM NX-500i. Metoayka nosepku» .

[Tepeuenn cpecTB MOBEpKH: Tpe/ICTaBlIeH B TabmuLe 4.

Tabtmuma 4

Hanmenosauune m tun CPCIACTB ITOBCPKH

Perucrpatop TeMIepaTyphl U BIaKHOCTH testo 174H

Konrpoasnsiit o6pasent ceiBopotku kposu FUJI DRI-CHEM CONTROL QP-L, npou3soi-
ctBO pupmbl FUJIFILM Corporation, Slnonus

Kontpoasnsiit o6pasen coiBoporku kposu FUJI DRI-CHEM CONTROL QP-H, npousso;-
ctBO pupmbl FUJIFILM Corporation, Smonus

KonrposnbHbiii o6pasen anekrpoutos kposu FUJI DRI-CHEM CONTROL QE, npoussoji-
ctBO pupmbl FUJIFILM Corporation, Snonus

Jlo3atop rnurneTouHslii 1-KaHaIbLHBI MEXaHHYECKHUIT ¢ BAPEHPYEMBIM 00HEMOM J103MPOBa-
nus Biohit Proline 100-1000 mxt

lIpumeuanne — Jlonyckaercsi IPUMEHSTh APYTHe CPEeCTBA MOBEPKH, 00ECICUHBAIOLIME ornpeJiee-
HHE METPOJIOTHUYECKUX XapaKTEPUCTHK ¢ TPEOYEMO TOYHOCTEIO.

Mnentudukanms nporpaMMHOro obecrieyeHus: npejicTapieHa B Tabiuie 3.

Tabmuna 5

Homep Bepcuu 10

Wnentndukannonnoe naumenosanue [10 i
(MaeHTH(UKAIMOHHBIH HOMED)

- He HKe V3.3

3aKIIIOYCHUE O COOTBETCTBUHM yTBEP/KICHHOIO THIIA CPE/ICTB U3MEPEHUiT TpeGOBaHMsAM TeX-
HIYCCKMX HOPMATHUBHBIX TPABOBBIX aKTOB W/ TEXHUYECKOM TOKYMEHTAI[MH TIPOM3BO/IH-
Tellst: AHAIM3AaTOP OMOXMMHUYECKHIT aBTOMATHYECKHIT ¢ NPUHAUIEKHOCTAMY U MaTepHasia-
Mi pacxoaueivu: ucnioqHenne FUJI DRI-CHEM NX-500i Ne 16669064 coorsercTByeT
TpebdoBaHuAM JOoKyMeHTauuu rpoussoautess, TP TC 020/2011.

[IpousBouTens cpecTB U3MEpEHUii
«FUJIFILM Corporation», Snonus

Anpec: 26-30, NISHIAZABU 2-CHOME, MINATO-KU, TOKYO 106-8620. JAPAN.
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YHOIHOMOUEHHOE  IOPUAMYECKOEe MO,  [POBOJIMBLICE  HCIBITAHUS  CPEJICTB
M3MEPEHUI/METPOJIOTMYECKYIO IKCIIEPTU3Y CAMHUYHOIO JK3EMILISpa CPEJICTB M3MEPEHHUIL
PecniyOnukanckoe yuurapHoe npeinpustie «beinopycckuif rocyaapeTBeHHbIH HHCTHTYT
metpostorun» (beal IM)

PecriyOnmka benapyces, 220053, r. Munck, CtapoBWIeHCKUi TpakT, 93

Tenedpon: +375 17 374-55-01

(ake: +375 17 244-99-38

¢-mail: info@belgim.by

ITpunoxenus: 1. @otorpadun obuiero Buia cpejicTB M3MEpeHuii Ha | ucre.
2. Cxema (pUCYHOK) C yKa3aHMEM MecTa /s HAaHeCEHHs 3HaKa IOBEPKH
CPEICTB U3MepeHuit Ha 1 nucre.

Jlnpekrop beal UM B.JI. I'ypeBuu
p




[Tpunoxenue 1
(obs3arenbHOE)
dororpadun o61IEr0 BU/1a CPEACTB U3MEPEHH I

FULFILm

Pucynok 1.1 — ®ororpadust obuiero Bujia anaauzaTopa OMOXMMHUYECKOTO aBTOMATHYECKO-
ro C MPUHAUICKHOCTAMH U MaTEpPUATIAMHU PACXO/IHBIMU: UCTIOJIHEHHE
FUJI DRI-CHEM NX-500i Ne 16669064

Pucynok 1.2 — ®ororpadus MapKupoBKH aHaIM3aTopa OMOXMMHUUYECKOr0 aBTOMATUIECKOTO

C NPUHAICKHOCTAMHU ¥ MaTepHalaMy PacXOJAHBIMU: UCTIOJIHEHHE
FUJI DRI-CHEM NX-5001 Ne 16669064



[Tpunoxenne 2
(obs3aTenEHOE)
Cxema (pHCYHOK) ¢ yKa3aHHEM MeCTa JIJIsl HaHECEHHs 3HaKa MOBEPKHU CPEJICTB M3MEPeHMi]

Mecto s nanecenus
JHAKA NOBEPKH

FULERLM

Pucynox 2.1 — Cxema (pucyHOK) ¢ yKa3aHHeM MeCTa [UIss HaHeCeHHs 3HaKa OBepKH



