IT'OCYJIAPCTBEHHBIN KOMUTET J3SIPKAVHBI KAMITAT
IO CTAHAAPTH3AIIMA ITA CTAHJAPTBI3AIIBII
PECIIYBJIMKH BEJIAPYChH PACITYBJIIKI BEJIAPYChH

CEPTUDUKAT
OB YTBEPKJIEHUM THUIIA CPEJICTB U3MEPEHUI

Ne 15587 ot 26 centsadps 2022 r.

Cpok pe#icTBus: OeCCpOYHBIH

HawnmenoBaHue tuma CpCICTB H3MCp€HHﬁZ

Anajqusatop  rematogorudeckuii  aBromatudyeckuiik  CELL-DYN  Emerald 22
¢ npuHagjaexxHocTaMu Ne 250421-001437

IIponsBoaurens:
«Abbott Laboratories Diagnostics Division», Coennnennbie IllTaTel AMepukn

Brigan:
00O «IpaiimbuoTex», r. Munck, Pecnydiuka benapyco

JIOKyMEHT Ha IOBEPKY:
MPB MILMH 3380-2022 «Cucrema o0ecnmevyeHusi equHcTBa u3MepeHHii PecmyOaunkm

benapycb. Ananuzatop remartosiorndecknii asromatndeckuii CELL-DYN Emerald 22
¢ NPHHAAJIEKHOCTAMH. MeToAnKa NMOBEePKH»

I/IHTepBa.H BpPEMCHH MCKIY rocy1apCTBEHHBIMH IMOBEPKaMH: 12 mecsiueB

Tun cpenctB wW3MepeHUN yTBEp)KIEH TNOCTaHOBIeHUWEeM ['OocyJapcTBEHHOrO KOMHUTETa
no crangaprusanuu PecryOmuku benapycs ot 26.09.2022 Ne 91

CpezncTBa M3MepeHUil NaHHOrO THIIA CpPEJCTBA M3MEpEHWii, NPOU3BOJMMBIE B MEPHOI CpOKa
JeicTBUA  JaHHOro  ceprudukara o0  YTBepXKJICHHM THIA CpPEJICTBA  U3MEPEHWIA,
WM YTBEPKIECHHBIH TUN €AMHHYHOTO OK3EMIUIIpAa CpEJCTBA HM3MEPEHWIl pa3pemaroTcs

K TNpUMEHEHHI0O Ha Teppuropun Pecrybnuku bBenapycs B coemmnnn C IpUIaraeMbIM
OIIMCAHUEM THIIA CPEJCTBA U3MEPEHUIA. .

3amectutens [Ipeacemarens komurera

//Z faﬂf/ )



OINMCAHME THUIIA CPEJICTB U3MEPEHUI
MPUIIOKEHHE K cepTUPHKATy 00 YTBEPKICHUH TUIIA CPEICTB N3MEPeHMUIt

Of Ab ctreishes  204Ar. Ne /5 5KF

HanmeHnoBanue Tuna cpejicTB U3MEPEHUI U UX 0003HaYEHHE:

AHansarop remarojornyeckuit apromarnueckuit CELL-DYN Emerald 22 ¢ npunaiex-
HocTsiMu Ne 250421-001437

Hasnavyenue u 001acTh NMpUMEHECHUSA:

Ananusarop remartojorudeckuii apromarndeckuiit CELL-DYN Emerald 22 ¢ npunaiex-
HoctamMu  No 250421-001437 (nasee — aHanmuzatop) IpejHa3sHAuYeH Uil M3MEPeHHs
KOHLEHTPAIMK JIEHKOLIMTOB, SPUTPOIIUTOR, TPOMOOLIUTOB U FeMOTIIOOMHA B KPOBH.
O6nacTh NPUMEHEHUS — NPH 00ECIICYCHUHN 3aNTHI KU3HHU U 3I0POBbs YeI0BEKa, OKa3aHUs
MEIMLIMHCKOMN ITOMOIIIH.

Onucanue:

[lpunimn  nefcTBUS aHanM3aTopa OCHOBAaH Ha CIEAYIOIMX METOjaX: DIeKTPUYECKuUii
MMIICIAHCHBIA, a0COPOLMOHHBIA CIIEKTPOMETPUYECKHM, METOJ JIa3epHO MPOTOUHOI
LIUTOMETPHH.

DJIEKTPUYECKUIT MMIEIAHCHBI METOI OCHOBAaH Ha H3MEHEHHM JJIEKTPUUYECKOrO TOKa,
BBbI3BIBAEMBIMU  YacTUIlAMU  (KJIETKaMM), HaxXOSIIUMUCSH BO B3BELIEHHOM COCTOSHUU
B 2JICKTPOIIPOBOAHON JKHUIAKOCTH, [0 MEpE MPOXOKACHHUA NMH Yepe3 aneprypy U3BECTHOTO
pasMepa. OTOT METOJ MCIOAB3YETCA JUlf IMOACYETa W W3MEpEHHs KOHICHTpaluii
JIEUKOLUTOB, SPUTPOLIUTOB, TPOMOOIIUTOB.

ADGCOpPOLMOHHBI CHEKTPOMETPUUECCKUIT METOJ OCHOBAaH Ha MCIOJIBb30BaHUM MCTOYHMKA
CBeTa (CBETOJMO/A) C JUIMHOM BOJIHBI 555 HM W M3MEPEHHH 3HAUYCHMIT ONTHYECKOM
MJIOTHOCTH,  KOTOpas €  I[IOMOUILIO  BCTPOCHHOTO  MPOrpaMMHOro  obecrieueHus,
MEPECUUTHIBACTCS B KOHLECHTPALMIO. IJTOT METOJI MCIOIB3YeTCSA JUIS OIpele/eHus
KOHLIEHTpalUX reMOrj100MHa.

Jns pasieleHus JIEUKOIUTOB peaiu3zoBaH METOJ| JIa3epHO IIPOTOYHOM
uuroMeTpu. MeToa OCHOBaH Ha aHaluM3e pe3yJbTaTOB pPAacCeMBAaHUA CBETa I10CTIE
BO3ICHCTBHMS  JIM3MpYeWlero  peareHra  0e3  JOMOJHHUTEIBHOrO  OKpallMBaHHs
MJIM CIIELMAJIbHBIX KAHAJIOB U3MCPEHHS.

®ororpacdus oduiero Buaa CpeAcTB U3MEPEHUI MpeACTaBlIeHa B IPUIOKEHUH 1,
Cxema (PUCYHOK) C yKa3aHMeM MecTa JUIs HaHECEHMs 3HAKa [OBEPKU CPEICTB M3MEpEeHHUii
MPEACTAaBIICHA B IIPUTIOKEHUH 2.

Obg3atenbHbIe METPOIOIHYECKUE TPeOOBAHUS: TIPE/ICTAB/ICHBI B Ta0/MIIE 1.

Tabnuua 1
HanmeHnosanue 3HaueHue ‘l
1 2
/lnanason usmepenunii KoHeHTpanuu jeikonuros (WBC), 107/ or 2,3 no 20,0

[Ipeien omyckaeMoro OTHOCUTENBEHOIO CPEIHEro KBaApaTHUeCKOro
OTKJIOHEHHS CJTy4aiHOM IMOrpEeHIHOCTH U3MEPEHNUS! KOHLEHTPAIUH
neiikouuroB (WBC), % 3.4




Iponomkenne Tadmuusl 1

remorsiiobuna (HGB), %

1 2
Jlnarnason u3mepenuii konuentpauuu spurpountos (RBC), 10%/n ot 2.0 10 7.2
[Ipenes 1o1myckaeMoro OTHOCHTEIBHOIO CPeJIHEro KBaJpaTuuecKoro
OTKJIOHEHHsI C/Iy4YalHON INOrPEIIHOCTH U3MCPEHUA KOHIICHTPAIINH 2.9
sputpouutos (RBC), %
Jlnarason usmepenuii Konuenrpaiu remoraoousa (HGB), r/ut ot 7,6 10 21,5
[Ipenen nomyckaeMoro OTHOCUTEIBHOTO CPETHETO KBAAPATUUECKOTO
OTKJIOHEHUS ClIy4aliHOM MOrpeIHOCTH H3MEPEHHUS KOHLICHTPALH 2.5

JlnarnasoH u3Mepenuit konuenTpaimu tpombormtos (PLT), 107/1

ot 37,8 10 681.,0

l‘lpenen JOITYCKaeéMOro OTHOCHUTENIBHOTO CPETHETO KBaApaTHUYECKOTO

OTKITOHEHUS CIIy4anHOM MOrPEeIIHOCTA U3MEPEHUS. KOHIIEHTpaIuu
Tpombo1uToB (PLT). %

10,0

OCHOBHBIE TEXHUUYECKHE XapAKTEPUCTUKU M METPOJOrMYECKHE XapaKTePUCTHKH, HE OTHO-
CslLMecs K 00s3aTeIbHBIM METPOIOrMYECKUM TpeOOBaHUAM: MIPeICTaBICHbI B TabuuLe 2.

Tabnuna 2

HaumenoBanue 3HavyeHue
Jlnanazon HanpsbkeHus nuraromeil cetu*, B or 198 10 264
HomuHanbHas yactora nuraroumeit cetu*, I'u 50
Macca*, kr, He Ooiee 11
["abaputhsle pa3mepsr*, MM, He Oolee 350%250%350
YciioBuUs SKCIUTyaTaluu:
AMara3oH TeMIIepaTyp OKpyxKarouiero Bozayxa*, °C ot 18 no 34
OTHOCHUTE/IbHAs BIAXKHOCTh BO31yXa*, % 80 % npu Temneparype 32 °C
* Cor1acHO pyKOBOJICTBY 110 HKCILTyaTalHH

KommiektHOCTh: npejicTaBieHa B Tadaue 3.

Tabuuua 3

[ HaunmeHoBanue

KonuuecTBo

Ananusatop remartonorudeckuii apromarnueckuii CELL-
DYN Emerald 22 npunaanexuoctsivu Ne 250421-001437

PyKoBO/ICTBO 10 3KcIuTyaTaum

Mecto HaneceHus 3HaKa YTBEPHKICHHS THUIIA CPEICTB M3MEPEHMIA: 3HAK yTBEPKIACHNS THITA
CPE/ICTB U3MEPECHUIT HAHOCUTCS Ha TUTYJIBHBIH JIUCT PYKOBOACTBA 110 SKCIIIYaTaLUH.

[losepka ocymectsisercs no MPB MIT.MH 3380-2022 «Cuctema obecrieyeHus eIiMHCTBA
u3Mepenuii PecriyOGnmku  benapych. AHann3atop reMaToJOrM4ecKdil aBTOMAaTHUECKMil

CELL-DYN Emerald 22 ¢ npunayiexxHocTssMH. MeTOAMKa TTOBEPKH»

2



CseieHHs 0 METOAMKAX (METOJaX) U3MEPEHHUI: OTCYTCTBYIOT.

Texnuyeckne HOpMaTHBHBIE IPABOBbIE AKThl U TEXHHYECKHE JOKYMEHTBI, YCTaHAB/IMBAIO-
mue:
TpeOOBaHUs K TUILY CPEJICTB U3MEPEHMUIA:

TCXHHUYCCKAsA TOKYMCHTALIHA,

TEXHUYECKUN perjaMeHT TaMoKEHHOro coro3a « DJIEKTpPOMarHuTHas COBMECTUMOCTD
TexHuueckux cpeacts» (TP TC 020/2011):

METO/IUKY MOBEpPKH:
MPb MIL.MH 3380-2022 «Cucrema obecrnieueHus eMHCTBa n3Mepenuii Pecrydsmku be-
napyck. Ananuzatop remarosiorndeckuii aBromatuueckuii CELL-DYN Emerald 22
C IIPUHAUIEKHOCTAMHU. MeTo/IMKa OBEPKU».

ITepeuens cpeicTB OBepKU: MpejicTaBieH B TaduLie 4.

Tabmuua 4

HaumenoBanue u Tum CpPCICTB IIOBCPKH

PerucrpaTop TeMIepaTyphl U BIaKHOCTH testo 174H

KoMmieKT KOHTpoJIbHBIX 00pa31ioB cbiBOpoTKH KpoBu Cell-Dyn 22 Plus Control, mpowus-
BojicTBa «Abbott Laboratories Diagnostic Division», Coeaunennble IlltaTel AMepuku

[Tpumeuanne — JlonyckaeTcs mpUMEHSATH APyrUe CPEICTBA MOBEPKH, 00ECNIEUHBAOIINE ONpe/ieie- |
HHME METPOJIOTHUYECKUX XapaKTePUCTHK C TPeOYeMOoil TOUHOCTHIO.

Wnentudukanus nporpaMMHOro odecredeHus: npejicrapieHa B adanie 3.

Tabmuua 5

Homep Bepcun 110

Wnentudukannonsoe Haumenosanue 110 B
(MIeHTH(HUKAIIMOHHBINH HOMED)

A22-015 V3.2.0

3aK/IIOYEHUE O COOTBETCTBUH YTBEPHKICHHOIO TUIA CPEACTB U3MEPEHUIT TpeOGOBaHUAM TEX-
HHUYECKHUX HOPMAaTUBHBIX ITPaBOBBIX dKTOB I/I/I/IJ'IH TeXHUYECKOH JOKYMCHTAIIMK IMTPOU3BO/IH-
Te/IA: aHanm3aTop reMaroaoruyeckuii apromatudeckuit CELL-DYN Emerald 22 ¢ npunan-

nexuoctamMu Ne 250421-001437 coorBercTBYeT TpeGOBaHUAM JOKYMEHTALMH MIPOM3BOIU-
vend, 1P TC 020/2011.

IIpousBoaurens cpeacTB U3MEPEHU I
Abbott Laboratories Diagnostics Division, Coenennsie [1ltatei AMepuku
Abbot Park, IL 60064 USA.
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YT0JIHOMOYEHHOE IOpUAUYECKOC JIMLO, [IPOBOAUBLICE UCIILITAHKA CpEACTB
I/ISMCpCHHI‘;IfMCTDOJ’[OFH"I€CK‘Y}O IKCIICPTU3Y CAMHUYHOI0 3K3EMILIAPA CPEJICTB MU3MEPEHMII

PecriyOiinkanckoe ynurapHoe mnpearpuatie «beqopycckuii rocyaapcTBEHHBIN MHCTHTYT
meTposoruun» (beal IM)

PecriyGimka benapyce, 220053, r. Munck, CTapoBHIEHCKHI TPaKT, 93
Tenedon: +375 17 374-55-01

(akc: +375 17 244-99-38

e-mail: info@belgim.by

IIpunoxenns: 1. ®ororpadum obiiero Buaa cpeacTB usMepeHnii Ha | nucre.

2. Cxema (pHCYHOK) ¢ yKa3aHHEM MecTa JUIs HAHECEHMs 3HaKa MOBEPKHU
CpeACTB U3MepeHuil Ha 1 aucre.

IlepBbIil 3amecTUTE b IUPEKTOpPA - - /
pykoBoautes [{eHTpa 3TaioHoB,

nosepku U kasnbposku benl ' UM A.C. Bosbinen



[Ipunoxenue 1
(obs3arenbHOE)
Dotorpadus oluiero Buja CpeicTB M3MEPEHUIA

Pucynok 1.1 — dJOTorpachﬂ o0mero Buja aHanm.aTopa reMaToJIOTHYECKOI0 aBTOMaTHYC-
ckoro CELL-DYN Emerald 22 npunamiexsoctamu Ne 250421-001437

| CELL-DYNEmerald 22 ) avbost ¢ 5
08H59-01 [REV] F _ § i
Oieur) === 24vesra [IVD C GCIgé

260421-001437

Pucynok 1.2 — ®ororpadus MapkupoBKu .éHa:m:éaTopa FéIMaTO;H;OFH‘ICHCKOFO aBTOMaTHye-
ckoro CELL-DYN Emerald 22 npunamnexaoctamu Ne 250421-001437



[Tpunoxenue 2
(oOs3aTenbHOE)
Cxema (pMCYHOK) C yKa3aHMEM MECTa JUTs HAHECEHUsI 3HAKa [IOBEPKU CPEJICTB U3MEpPeHHUil

Mecro s nanecenus
JHaKa MoBCpKn

CELL-OvN
Emerald 22

Pucynok 2.1 — Cxema (pUCYHOK) ¢ yKa3aHHeM MeCTa JUIsl HAHECEHHsI 3HaKa [IOBEPKH



