T'OCYJIAPCTBEHHBII KOMUTET 3SIPAKAVHBI KAMITAT

IO CTAHAAPTHU3AIINHA ITA CTAHJIAPTBI3AIIBII
PECIIYBJIMKHU BEJIAPYCH POCIIYBJIKI BEJIAPYCb

CEPTHO®UKAT .
Ob YTBEPKJIEHUU THIIA CPEJACTB UBMEPEHHU

Ne 15592 ot 26 centsiopst 2022 r.

Cpok meiicTBust: GeCCpOYHBIIA

HanmeHnoBaHue Tuma CpCIACTB HBMCpeHHﬁZ

Ananmzatop rematojiorndecknii  apromatudeckuii  CELL-DYN  Emerald 22
¢ npuHamaexknoctamu Ne 250621-001493

[IponsBoaurens:
«Abbott Laboratories Diagnostics Division», Coeannennnbie IlITaTsl AMepuKkH

Beinan:
000 «lIpaiimbuoTex», r. Munck, Pecnybdiuka benapycs

JIOKYMEHT Ha MOBEpKY:
MPb MILMH 3380-2022 «Cucrema oOecnedyeHHsi eAHMHCTBA H3MepeHuii Pecmy0auku

benapycb. Ananuzarop remartosiorndecknii aBromatnuyeckuii CELL-DYN Emerald 22
¢ NIPpUHALIEKHOCTAMH. MeToaHKa MOBEPKI)

WurepBan BpeMeHN MKy rOCyAapCTBEHHBIMU IOBepKamMu: 12 mecsineB

Tun cpencts  u3MepeHuWil yTBEpXKAEH IOCTAaHOBJIEHHEM | OCYZapCTBEHHOrO KOMHTETa
o cranaaptusauuu Pecry6auku benapycs ot 26.09.2022 Ne 91

CpezncTBa M3MepeHMI aHHOTO THIA CPEICTBA H3MEPEHMi, NPOU3BOJMUMEIE B IEPUOJ CPOKa
JCHCTBUS  TaHHOro  ceprudukara 00  yTBEpIKAEGHMHM THUIIA  CPEACTBA  M3MEPEHHIA,
WK  YTBEPXKACHHBI THUII €JUHUYHOIO SK3eMIUiIpa CPEACTBA M3MEPEHUI  pa3pernaoTcs

K NPHMEHEHMIO Ha Tepputopun PecnyOnmku Benapyce B mTBeTCTmm« c npmalae\mm
OIIMCAaHUEM THIIA CPEJICTBA U3MEPEHHUIA. Voe.25

3amecturens [Ipencenarens KoMureTa




OIMMUCAHUE THUIIA CPEJICTB U3MEPEHUA
MPHIOKEHIE K CepTUGUKATY 00 YTBEPKIEHNN TUIA CPESICTB H3MEPEHUH

or L8 cercitihf 20841 Ne 75594

HaumeHoBaHKME TUIA CPECTB U3MEPEHUI U UX 0003HAaYEHHUE:!
Ananusarop remarojorndeckuii asromarnyecknit CELL-DYN Emerald 22 ¢ npuHauiex-
HocTAMu Ne 250621-001493

Haznauenue u 001aCTh NPUMEHEHUA:

Ananuzarop remaronorndeckuit asromarndeckuit CELL-DYN Emerald 22 ¢ npunajuiex-
HocTamMu Ne 250621-001493 (nanee — aHaiuM3atop) IMpeAHA3sHAYeH IS HM3MEPCHUS
KOHLIEHTPALMH JEHKOLUTOB, SPUTPOLIUTOB, TPOMOOLIMTOB U TeMOII00MHA B KPOBH.

O6:1acTh MPUMEHEHUST — MPH 00ECIIEYSHNUH 3aINTHI JKU3HU U 3J0POBbs YEJIOBEKA, OKA3aHHS
MEIUIIMHCKOM MOMOIUIH.

Omnucadue:
[TpuHmmn JgeiicTBUS aHAlIW3aTOpa OCHOBAaH Ha CJCAYIOLMX METOJaX: DJIEKTPUYCCKUH

VMIICIaHCHBIN, a0COPOIMOHHBIN CNEKTPOMETPUYECKHMA, METOJ JIa3¢pHOH MPOTOUHOU
HUTOMETPHH.

DAEKTPUYECKUI HMIIEJaHCHBIM METOJl OCHOBAH Ha MW3MEHEHHM IJICKTPHUYECKOro TOKa,
BBI3LIBAEMBIMH  YacTUIAMM (KJI€TKaAMH), HaXOJAILMMHUCS BO B3BEUIEHHOM COCTOSHHH
B 2JIEKTPOIIPOBOJHOMN KHUIKOCTH, 110 MEPE MPOXOKIACHUA UMM YEPE3 anepTypy M3BECTHOIO
pazMepa. DTOT METOJ HUCHOJIb3YeTCs M IMOoJcYeTa M U3MEpPEHUs KOHIECHTpalui
JEHKOLMTOB, SPUTPOLUTOB, TPOMOOIIUTOB.

AOCOpOIMOHHBINA CHEKTPOMETPUYECKUN METOJ OCHOBAaH Ha MCIIO/IB30BAHMU HCTOYHHKA
cBeTa (CBETOAMOJA) C JUIMHOM BOJIHBI 555 HM M M3MEpPEHUM 3HAYEHUM ONTHYECKOM
IJIOTHOCTH, KOTOpas C IOMOLIBID  BCTPOEHHOTO  IMPOrpaMMHOI0  obecreycHus,
NEPECYNTHIBACTCS B KOHLICHTPALMIO. DJTOT METOH HCIOJb3YETCS U OIpeAeeHUs
KOHLICHTpaIMU reMoriio0uHa.

Jlnsa pasjieneHus JICUKOLIUTOB peanu3oBaH METO/T Ja3epHOH [IPOTOYHO M
UUTOMETPUU. MeTON OCHOBAaH Ha aHaJIM3€ pe3y/]bTaTOB pacCeMBaHMsA CBETa I0C/E
BO3JIEHUCTBUSA JM3UPYEIIETO peareHra oe3 JIOTIOJTHUTEJIBHOTO OKpallBaHUA
WJIN CTIEMAIBHBIX KaHAJIOB U3MEPEHHUS.

dotorpadus obiiero Buaa cpeJCTB U3IMEPEHUII MPeACTaB/ICHA B IPUIOKEHUN 1.
Cxema (pUCYHOK) ¢ yKa3aHHEM MecCTa Ul HAHECEHMs 3HaKa IOBEPKH CPEJCTB U3MEpPEHU I
IpeJCTaBlICHa B IPUIOKEHUH 2.

O0s3aTeIbHBIC MCTPOJIOTHYCCKHEC Tpeﬁ(JBaHHHZ HpCACTaBJ/ICHBI B Tabnuue 1.

Tabnuua 1
Hanmenosanue 3HaucHHE
1 )
Jlnanason u3MepeHuii KonuenTpauuu Jsieiikonuros (WBC), 107/ ot 2,3 1o 20,0

Hpeﬂen JOIYCKAeMOI'o OTHOCHUTEIIBHOTO CPEIHETO KBaApPaTHYCCKOTO

OTKJIOHEHHSI CITy4aifHON MOTrpelIHOCTH U3MEPEHUS KOHUEHTpAIUU
neitkoruToB (WBC), % 3.0




[pomomkenue Tadmuusl |1

I 2
JlnanasoH U3MepeHnii KoHeHTpauuu s3putporutos (RBC), 10°/1 ot 2,0 1o 7,2
ITpenen nonyckaeMoro OTHOCUTEIbHOIO CPENHETO KBAAPATUYECKOTO
OTKJIOHEHHS! CJIyYaitHOH MOTrpelTHOCTH U3MEPEHUsI KOHIIEHTpalluu 2.3
sputpountoB (RBC), %
Jluana3oH u3mepeHuit KonueHTpauuu remorinoduna (HGB), r/mn or 7,6 10 21,5
IIpenen gonyckaeMoro OTHOCUTEIBHOIO CPEAHETO KBAAPATUUECKOrO
OTKJIOHCHHUSI CJIy4alHON MOrPEeLIHOCTH U3MEPEHUST KOHIIEHTpalluy 23
remornobuna (HGB), %
Jl1anason u3MepeHnii KoHIeHTpatmu tpomGorutos (PLT), 10°/n ot 37,8 1o 681.0
lIpenen pomyckaeMoro OTHOCHUTE/IbHOIO CPEAHEr0 KBaApaTUIECKOro
OTKJIOHEHHUs CJlydyalHON MOrPEIIHOCTH U3MEPEHUsI KOHLIEHTpaLluH
tpomOonuTos (PLT), % 10.0

OCHOBHBIE TEXHUYECKHE XapaKTCpUCTHUKHU U MCTPOJIOTMYCCKHUEC XapaKTCPUCTHKH, HE OTHO-
cauimecs K ods3aTelIbHbIM METPOJTOIrHYCCKHM TpeﬁDBaHHHMZ IpeacTaB/ICHBI B Tabnune 2.

Tabmuna 2

HaumenoBanue 3HayeHHe
JlnanasoH HanpsiKeHus nurarouiei cetn™, B ot 198 o 264
Homunanbnas yacrora nuratonieit cetn™, [ 50 1
Macca*, kr, He 6oiee 11
["abaputHbie pa3mepbl®, MM, He Ooliee 350%250x%350
VYcnoBus SKCIUTyaTaluu:
JHarnasoH TeMneparyp oKpyxkaromero Bozayxa*, °C or 18 no 34
OTHOCHTEJIbHAs BIAXKHOCTBh Bo3ayxa™®, % 80 % npu Temmeparype 32 °C
* CorzacHO pyKOBOJICTBY IO 9KCILTyaTallK

KomruiekTHOCTB: nipe/icTaBieHa B Tabauie 3.

Tabnuna 3

HaumenoBanue Komnnuectso
AHanusatop remarosniorndeckuit aBromaruueckuit CELL-
DYN Emerald 22 npunaesxaoctsmMu Ne 250621-001493 1
PyKoBOACTBO 110 3KCITyaTalluu 1

MecTto HaHeceHUs 3HaKa YTBCPHKACHHUSA THIIA CPCIICTB H3MepeHHﬁ: 3HaK YTBCPKIACHUA THIIA
CpeJICTB H3Mep€HPII‘;l HaHOCHUTCSH Ha THTYHBHbIﬁ JIMCT PYKOBOJICTBA I10 3KCILTYaTallHH.

[ToBepka ocymiectBasiercss no MPb MIT.MH 3380-2022 «Cuctema obecrnieyeHns enHCTBa

usmepennii PecniyOnuku benapych. AHaiu3aTop reMaToJIOTMYECKHil aBTOMATHYECKUid
CELL-DYN Emerald 22 ¢ npunajuiexxHoctaMu. MeToanka moBepKu»



CBeieHus 0 METOAMKAX (METO/1aX) U3MEPEHHI: OTCYTCTBYIOT.

Texunyeckre HOPMATHBHBIC NPABOBBIC AKThl U TEXHUYECKUE JOKYMEHTBI, YCTaHABIUBAKO-
ue:
TpeboBaHUA K TUITY CPEACTB U3MEPEHHI:

TEXHUYECKas TOKYMEHTAIIUS:

TeXHUYECKUI perjiaMeHT TaMOoKeHHOro co3a « IJIEeKTPOMATHUTHASA COBMECTUMOCTD
texuuueckux cpeactsy» (TP TC 020/2011);

METOJMKY ITOBEPKHU:
MPB MIT.MH 3380-2022 «Cucrema obecrieuenusi exnHcTBa u3mepennii Pecrybiamnku be-
napych. AHnanmzarop remarojornueckuii aBromatuuecknii CELL-DYN Emerald 22
C MPUHAIEKHOCTIMUA. MeTOauKa ITOBEPKU».

[lepeuenn cpeJICTB MOBEPKU: NIPEACTaBICH B Tabuuue 4.

Tabmmma 4

HaumeHoBaHue U THIT CpPe/ICTB [TOBEPKH

PeructpaTtop TemrnepaTypsbl u BIaxHOCTH testo 174H

KomrmuiekT KoHTpoibHBIX 00pa31i0B cbiBOpoTKH KpoBu Cell-Dyn 22 Plus Control, npous-
Bo/IcTBa «Abbott Laboratories Diagnostic Divisiony», CoenrHenHsle I1ITaTel AMEpUKH

[Tpumeuanne — JlonmyckaeTcs NpUMEHATH APYTHE CPEACTBA MOBEPKH, 0OECIICUNBAIOIINAE OTIpe/Iee-
HUE METPOJIOTHYECKUX XAPAKTEPUCTHK C TPeOYEMOii TOUHOCTBIO.

Maentudukanus nporpaMmHoro odecrieyeHus: npejicrapieHa B rabiauue 5.

Tabauna 5
Hnentudukanmonnoe HanmeHoBanue 10 Homeprepory 1:10
(npenTudUKAMOHHBIN HOMED)
A22-015 V3.2.0

3aKII0YEHHE O COOTBETCTBMU YTBEP)KACHHOIO TUIA CPEACTB U3MEPEHUIT TpeOOBaHUAM TeX-
HUYECKMX HOPMATHBHBIX [1PABOBBIX aKTOB U/MJIM TEXHUYECKOM JOKYMEHTAllMKU IPOU3BO/IU-
Tens: aHanusarop remartojoruyeckuit aromaruueckuii CELL-DYN Emerald 22 ¢ npuna-
nexnoctsimu Ne 250621-001493 coorBercTBYeT TpeOOBaHUSIM JIOKYMEHTALUU TPOU3BOJIM-
teas, TP TC 020/2011.

[TpousBoauTeNb CPEACTB U3MEPEHHI
Abbott Laboratories Diagnostics Division, Coeunennsie [ltaTter AMepuku
Abbot Park, IL 60064 USA.

fad




Y110JHOMOYEHHOE HPpUANYECKOE JIUIIO, MpoOBOAUBIIIEE UCIIBITAHUA CpeAcCTB
H3MepeHHﬁ/MCTDOHOFH‘lCCKVIO JKCHNEPTU3Y CAMHUYHOIO SK3CMILIAPA CPCACTB M3MEPECHUI

PecnyGnukanckoe yHuTapHoe mnpeanpusaTie «bemopycckuili rocy1apCTBEHHBIH HHCTHTYT
metponorun» (beal M)

Pecniy6iiuka benapycs, 220053, r. MuHck, CTapoBUIIeHCKUit TpakT, 93
Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[punoxenus: 1. @ororpaduu odLIEro BUIA CpejICTB U3MepeHuil Ha 1 ucre.

2. CxeMma (pUCYHOK) € yKa3aHMEM MECTa /1JIs1 HaHECCHMs 3HaKa IOBCPKH
CPEACTB u3MepeHuit Ha | mucre.

[lepBelit 3amMecTuTEL JUPEKTOpA -

pykoBoautelns LleHTpa 3TanoHoB,
noBepku 1 kanudposku beal UM A.C. BonbiHen



[Ipunoxenue 1
(obs13aTenbHOE)
dotorpadust 001Iero Buia CpeiCTB U3MEPECHUIN

Emerald 22 |

Pucynok 1.1 — @ororpadus o61uro BH/1a aHA/IM3aTOpa reMaTo/IOrHYeCcKoro aBToMmaTnye-
ckoro CELL-DYN Emerald 22 npunaanexsoctsimu Ne 250621-001493

Pucynok 1.2 — @oforpa¢m MapKUpPOBKHU aHA/IM3aToOpa reMaToJOrHYeCcKOro apTomaTiye-
ckoro CELL-DYN Emerald 22 npunaanexuoctsamu Ne 250621-001493



[Tpunoxenne 2
(obsi3arenvHOE)
Cxema (PUCYHOK) C yKa3aHMEM MeCTa JUisi HAHECEHUS! 3HaKa [IOBEPKH CPEJICTB U3MEpeH Uil

Mecto 1 HaneceHnus
3HaKa MOBCPKH

Pucynok 2.1 - Cxema (pUCYHOK) ¢ yKa3aHMeM MecTa JUlsi HAaHECEHHs 3HaKa MOBEPKU



