T'OCYJIAPCTBEHHBIA KOMUTET JI3SIPYKAYHBI KAMITAT

IO CTAHIAPTHU3AIINA INA CTAHJJAPTBI3AIIBII
PECIIYBJIMKH BEJIAPYCH POCIIYBJIKI BEJAPYCh

CEPTUDUKAT
OB YTBEPXKJIEHWHA TUIIA CPEJICTB U3BMEPEHUI

Ne 15586 ot 26 centsbps 2022 r.

Cpoxk neficTBHsI: OeccpouHBIi

HanmeHnoBaHue TUNa cpeacTB H3MEPEHHMIL:

AHanu3aTop  remartojormyeckuii  aBromatmyeckmii CELL-DYN  Emerald 22
¢ npuHaanexxHoctsasmu Ne 250318-000841

[IpousBoaurens:
«Abbott Laboratories Diagnostics Division», Coequnennbie IllTaTe1 AMepuxn

Brinan:
000 IpaiimbuoTex», r. Munck, Pecniydinka Benapycen

JIOKYMEHT Ha MOBEpKY:
MPb MILMH 3380-2022 «Cucrema ofecneveHusi eIHHCTBA H3MepeHMil PecnyOnnkm

beaapyce. Amanmsatop remaronorudecknii aromatnueckuii CELL-DYN Emerald 22
¢ NPHHAUIEKHOCTAMH. MeTOAHKA MOBEPKH»

VHTepBan BpeMeHH MEXIy OCY1apCTBEHHBIMY TToBepKaMu: 12 Mecsines

Tum  cpencts  m3MepeHuii  yTBEpIKIEH IOCTAHOBJICHHEM I'ocynapcTBenHoro  kommrera
1o cranfaprusanuu Pecryonuku benapycs ot 26.09.2022 Ne 91

Cpecra M3MepeHMt JaHHOTO THIA CPEICTBA M3MEpEHHIA, NpOU3BOJAMMBIE B IIEPUO] CpPOKa
JeHcTBUA  JaHHOro  ceprudmkatra o6  YTBEpKACHMH  THIIA CpeICcTBa  U3MEpEHHIA,
WM yTBEPXKACHHBIA THIl €IMHHYHOTO OSK3EMILIAPA CPEJCTBA HM3MEPEHHMIl pa3pernaroTcs

K NPUMCHEHMIO Ha Teppuropuu PecryOmukm benapycs B COOTBQTETBHWQ npunaraemmm
OINMCAaHUEM THUIIA CPEICTBA U3MEPEHHUIA. P adp b

3amecrurens [Ipencenarens komurera

/ /} . / —% 7,



OIMUCAHME THUIIA CPEJACTB U3MEPEHUH
NPUIJIOKEHNE K CepTH(hUKATy 00 YyTBepsK/IeHUH THIIA CPEICTB U3MEPEHHI

or 46 c’f#ﬁ?{ﬁd 20841. Noe 75556

HaumenoBanue TMna cpejicTs U3MepeHHit U UX 0003HAYEHHE:

Ananmsatop remarosnornyecknii asromatnueckuiit CELL-DYN Emerald 22 ¢ [PUHAIIEHK-
HocTsamu Ne 250318-00084 1

Hasnauenue u 00,1acTh IPUMEHEHUS:

Ananusatop rematosnorudeckuii asromatnuecknii CELL-DYN Emerald 22 ¢ IPUHAICK-
HocTamu Ne 250318-000841 (namee — aHaiusaTtop) IpeAHA3HAYEH JUIA  HM3MEPEHMs
KOHIICHTPALMHI JIEHKOLUTOB, SPUTPOLMTOB, TPOMOOILIUTOB U FeMOTIIOOHHA B KPOBH.
O61actb npuMeHenus — npu 06eCIICYCHNN 3alThI JKU3HU 1 3110POBbS YeJIOBEKa, OKa3aHUs
METUIMHCKON MTOMOLIH.

Onwucanue:
[lputimn  jelcTBus  aHamM3aTOpa OCHOBAH Ha CIEAYIOMMX METOaX: IEKTPUYECKUI

MMICIAHCHLIH,  a0COPOLMOHHBIN  CHIEKTPOMETPHYCCKHII, METON J1a3epHOIl MPOTOYHOI
[IUTOMETPHH.

DJICKTPUYECKHiT MMIIEIaHCHBIH METOA OCHOBAH Ha M3MEHEHHH 3JIEKTPHYECKOTO TOKA,
BBI3BIBACMBIMU  YaCTULIAMU  (KJIETKAMHM), HaXOISIIUMUCS BO B3BCLICHHOM COCTOSHUM
B 3JEKTPONPOBOIHOM JKHIKOCTH, [0 MEPE MPOXOXKICHHSI MU YEpe3 aneprypy U3BECTHOIO
pasMepa. DTOT METOA HCTIONB3YeTCSl JUlsl IOACYETa M H3MEPCHHS KOHIIEHTpaLnii
JICHKOLIMTOB, SPUTPOLIUTOB, TPOMOOIIUTOB.

AGCOPOIMOHHBIH CTIEKTPOMETPHYECKHIT METO/l OCHOBAH HA WMCIONB30BAHMH HCTOYHMKA
cBeTa (CBCTOAMONA) C JUIMHON BONHBI 555 HM M M3MEPEHHMH 3HAYCHMIl ONTHUECKOI
IUVIOTHOCTH, ~ KOTOpas ¢  TOMOLIBIO  BCTPOEHHOIO  MPOTPaMMHOrO  0OecrieueHusI.
NCPCCUHUTHIBACTCA B KOHLEHTPAIMIO. DTOT METOX MCIIONL3YeTCs Ul OIpe/e/IeHUs
KOHIICHTPAUMHU reMorio0uHa.

JUts  pasjielieHuss  J€HKOLMTOB — pealu3OBaH — METOJ  Ja3epHOll  MpOTOYHOI
UMTOMETPUM. MeToJl OCHOBaH Ha aHAIM3e PE3YJILTATOB PACCEMBAHHSA CBETa I0CIE
BO3/ICHCTBUSA  JIM3UpYEllero  peareHTa  Ge3  JIONOJHHUTEIBHOTO  OKpALIMBAHHsA
WM CHICHHA/IbHBIX KAHAJIOB U3MEPEHUS.

dororpadus 061IEro BUIa CPeCTB U3MEPEHUIT Pe/ICTaBIeHa B IPHIOKESHNH 1.
Cxema (pHCYHOK) ¢ yKa3aHHEM MeCTa [l HAHECEHHs 3HaKa MOBEPKH CPEJICTB U3MEPEHUI
[peacTaB/ieHa B IPUIOKECHUH 2.

Obsi3aTenbHble METPOIOrHYECKHE TPeOOBAHKS: TIPeICTABICHBI B TadHILe 1.

Tabmuna 1
HaumenoBanue 3HauyeHune
1 2
Jlanason u3mepeHuit KOHLIEHTpALMK IEHKOLINTOB (WBC), 107/n ot 2,3 1o 20,0

IIpenen ronyckaeMoro OTHOCHTEIBHOIO CPEHETrO KBaJIpaTUUECKOro
OTKJIOHEHMS! CITyIaiHOM MOTPEMIHOCTH U3MEPEHHUs] KOHLEHTPALIIH
JerikouutoB (WBC), % 3,0




[Ipogomxenne tabauns! 1

| 2
JlnanasoH n3mMepenuii KoHueHTpaiuu spurpouutos (RBC), 10%/n or 2,0 10 7,2
[Ipenen 1OMycKaeMOro OTHOCHTE/IBHOIO CPEIHEro KBaJparu4ecKoro
OTK/IOHEHMSI CIIYYalHON MOrPEIHOCTH U3MEPEHUS KOHIICHTpallun 2.3
spurpountoB (RBC), %
Jlnanazon uzmepenuii kouentpau remorsoouna (HGB), r/un or 7,6 1o 21,5
[Tpeien onyckaeMoro OTHOCUTEILHOTO CPEHEro KBaIpaTHueCKoro
OTK/JIOHEHMS C/1y4aifHOM OrpelIHOCTH U3MEPEHUA KOHLIEHTpALUH 25
remorsioouna (HGB), %
Jlnanazon wsmepenuii kKoHuentparyu TpombouutoB (PLT), 10°/m ot 37,8 1o 681.,0
[Ipenen nomyckaeMoro OTHOCUTENBHOTO CPEAHErO KBaJApaTUYECKOI0
OTKJIOHEHUS! CIIYYaHOM MOrpeIIHOCTH U3MEPEHUS KOHLEHTpaLUn
tpombonuToB (PLT), % 10.0

OCHOBHBIE TEXHUYECKHE XapaKTCpUCTHUKU U MCTPOJIOFHYCCKHE XapaKTCPpUCTHKH, HE OTHO-
cAUMecs K 00s3aTeIbHBIM METPOJOTHYCCKHM Tpe6OBaHHHM: NpEACTABJIICHEI B Tabnure 2.

Tabnuua 2
HaumenoBanue 3HavyeHue
Jlnanason HanpsizKeHus nUTaromei cetu*, B ot 198 no 264
| HomuHapHas yactoTa nuraromei cetun™®, I'n 50
Macca*, kr, He Oosee 11
["abapurHble pazmepsl™, MM, He Ooliee 350x250%350
YenoBust SKCIUTYaTallUK:
JMana3oH TeMIepaTyp OKpyKarwliero Bozayxa*, °C ot 18 no 34
OTHOCHUTEJIbHAS BIIAXKHOCTH Bo3ayxa*, % 80 % npu Temneparype 32 °C

* CorlacHO PYKOBOJACTBY I10 3KCILTYaTalluH

KoMIutekTHOCTB: nipeicTaBieHa B Tadauie 3.

Tabnuna 3

HaumenoBanue Konnuectso
Ananuzarop remaronorudyeckuii apromarudeckuit CELL-
DYN Emerald 22 npunagiexnoctsamu Ne 250318-00084 1 1
PyKOBOJICTBO 110 JKCILIyaTaluu 1

MecTo HaHeceHus 3HaKa YTBEPIKIACHUA THUIIA CPCICTB H3Mep€HHﬁZ 3HaK YTBCpXKJCHUA THIIA
CpelICTB H3MepeHHﬁ HaHOCHTCA Ha THTy.]'[beIﬁ JIUCT PYKOBOJICTBA ITO SKCILIyaTallhH.

IToBepka ocymectsiasercs no MPb MILLMH 3380-2022 «Cucrema obGecrieueHus: €IMHCTBA
nsmepenuii PecnyOnuku benapyce. AHanu3aTtop remMaToOJOTHYECKHM aBTOMATHUYECKHIA
CELL-DYN Emerald 22 ¢ npunauiesxxHoctsMu. MeTojinka moBepKku»



CaeneHus 0 MeTOIMKAX (METO1axX) M3MEPEHMIt: OTCYTCTBYIOT.

Texnunueckue HOPMATHBHBIC TIPABOBLIE aKThl MU TEXHHYECKHE NOKYMEHTBI, YCTaHaBIUBaIO-
HIHe:

TpeOOBaHMSA K THILY CPEICTB U3MEPEHHIA:

TEXHUYECCKas JOKYMEHTAIIHS,;

TEXHUYCCKHUii peraaMeHT TaMoKEeHHOro cor3a «DIeKTPOMAarHUTHAS COBMECTUMOCTD
Texunyeckux cpejacte» (TP TC 020/2011);

METO/IUKY [TOBEPKH:
MPB MIL.LMH 3380-2022 «Cucrema oGecriedeHusi eAMHCTBA u3Mepenuii Pecry6mmku be-
nmapych. AHanuzartop remarojiorndyeckuit apromatudeckuif CELL-DYN Emerald 22
C NPUHAUICKHOCTAMU. MeToIUKa TOBEPKHY.

[lepedeHs cpecTB MOBEPKU: MPeCTaBIeH B Tabaue 4.

Tabmma 4

HaumeHnoBaHue B THII CPEJICTB IOBEPKH

Perucrparop Temneparypsl i BIaxxHOCTH testo 174H

KoMIuiekT KOHTpoIbHBIX 00pa3iioB ceiBopotkr kposu Cell-Dyn 22 Plus Control, npous-
BoJicTBa «Abbott Laboratories Diagnostic Division», Coennnennsie Illtatsl AMepuku

IIpumeuanue — Jlonyckaercs NpUMEHSITh JAPYTHe CPEJICTBA MOBEPKH, 0OBeCeunBatoNne onpese’ie-
HHE METPOJIOTHYECKUX XapaKTEPUCTHK ¢ TPeOYEeMOIl TOUHOCTBIO.

Wnentudukanus nporpaMMHOro obecreueHus: npeicTaBieHa B Tabaumie J.

Tabmnua 5
Unentudukanmonnoe naumenosanue [10 Hanep sepen! l}O
(MACHTH(PUKALMOHHBII HOMED)
A22-015 V3.2.0

3aKmoYeHre 0 COOTBETCTBUU YTBEPIKIEHHOTO THIIA CPEJICTB U3MEPEHNIT TPpeGOBAHUAM TeX-
HUYCCKHX HOPMATUBHBIX [IPABOBBIX aKTOB M/WIIM TEXHMYECKOM JOKYMEHTALMU [IPOU3BOJIU-
TeJIsA: aHa/m3aTop rematojorudeckuii apromaruyeckuit CELL-DYN Emerald 22 ¢ npunan-

nesxknoctsivu Ne 250318-000841 cootBercTByeT TpeOOBAHMAM HOKYMEHTALUK MPOU3BOIM-
teqs, TP TC 020/2011.

[IponssoauTenb cpeicTB H3MEPEHMIA
Abbott Laboratories Diagnostics Division, Coexunennbie [1ltatsr Amepuku
Abbot Park, IL 60064 USA.




YIOJIHOMOYECHHOE — IOPUIAMYECKOE  JIMIO,  [POBOJAMBILEE  HCIIBITAHUS CpeICTB
M3MEPEHUH/METPOIOTMYECKYI0 IKCIEPTH3Y eIMHUYHOT0 HK3eMILISIpA CPEJICTB M3MepeHHuil
Pecny6inkanckoe ynutapuoe npeanpusatie «benopycckuil rocymapcTBEHHbII HHCTUTYT
meTpoJsiorun» (benl’ UM)

Pecrrybusinka benapycen, 220053, r. Munck, CTapoBUICHCKUIE TpakT, 93

Tenedpon: +375 17 374-55-01

axc: +375 17 244-99-38

e-mail: info@belgim.by

[punnoxenus: 1. @otorpaduu obiero Bua cpeacTs usMepeHuit va 1 mmcre.

2. Cxema (pUCYHOK) € yKa3aHMeM MECTa Ui HAaHECEHMs 3HaKa MOBEPKH
CPEeICTB U3MEpPEHM Ha | nucTe. /

[lepBbiit 3amMecTuTe b IMpPEKTOpA -
pykoBoaurens [{entpa sTanonos,
noBepku u kanubposku beal UM A.C. Bonsinen
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[Tpunoxenne 1
(obs3aTenbHOE)
@ororpadus obuiero Buja CpeacTB H3MEPEHUH

CELL-OYN
Empraid 22

Pucynok 1.1 — ®otorpadpus obuiero suia Hanmampa reMaToJIOrHYecKoro aproMaruye-
ckoro CELL-DYN Emerald 22 npunagaeskaoctamu Ne 250318-000841
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Pucynok 1.2 — éDOTOFpaCb-I;I;I‘ Mapmpbﬁkff \éﬁénmé.mpa'.I'“éma‘mﬁquéékioro aBTomaTuye-
ckoro CELL-DYN Emerald 22 npunamnexnocramu Ne 250318-000841
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[Ipunoxenue 2
(obs3aresbHOR)
Cxema (PHCYHOK) € yKa3aHMeM MECTa JUIsl HAHECeHHsl 3HAKA [OBEPKH CPEJICTB H3MEpEHuil

Mecto 1is Hanecenmus
3HaKa NOBEPKU

Pucynok 2.1 — Cxema (pHCYHOK) ¢ yKa3aHHEM MECTa JUIsl HAHECEHHS 3HaKa MOBEPKHU



