T'OCYJIAPCTBEHHBIA KOMUTET NI35IPKA VHBI KAMITOT

IO CTAHJAPTU3 AT IMA CTAHJAPTBI3AIIBII
PECIIYBJIMKH BEJIAPYCb POCIYBJIKI BEJIAPYCH

CEPTUOUKAT .
OB YTBEPKJIEHUHA TUIIA CPEJACTB U3SMEPEHUN

Ne 18504 ot 21 deBpansa 2025 1.

Cpoxk neticTBus: O€CCPOUHBIN

HaumeHOBaHME THIIA CPEACTB U3MEPECHHUH:
AHaIu3aTop reMAaTOJIOTHYeCKHH AaBTOMATHYECKHH: aHAJIH3aTOP reMaToJI0OrH9eCKHiH
CELL-DYN ¢ npunaaaexnoctavu: Moxeas CELL-DYN Ruby Ne 34359BG96

[IpousBoaUTEE:
«Abbott Laboratories», Coennaennbie IIITaTel AMepHKH (KOHTPAKTHOe NMPOH3BOACTBO —
«Flextronics Manufacturing (Singapore) Pte Ltd.», Cunramyp)

BrigaH:
T'ocymapcTBeHHOMY  y4YPeKIEHHIO «PecnybankaHCKHi HAYYHO-NPAKTHYECKHA IEHTP
MyJIbMOHOJIOTHH M (pTH3HATPHEY, T. Munck, Pecny6iuka benapych

JIOKyMEHT Ha ITOBEPKY:
MPE MILMH 3532-2023 «CucreMa ofecmedeHdsi eIMHCTBa H3MepeHHH PecmyGaukn
Beaapycs. AHanuzaTop reMaToJI0THYeCKH aBTOMATHYECKHH: aHAJH3aTOop
rematonoraueckuii CELL-DYN c¢ npusagmexHoctsmu: Mogeab CELL-DYN  Ruby.
MeToanKa OBEPKH»

VHTepBas BpEMEHH MEX/Iy ToCy1apCTBEHHEIMH TTOBepkamu: 12 mecsnes

Tun CpeicTB HW3MEPEHHH YTBEpKAEH IIOCTAHOBICHHEM I'0CyZapCTBEHHOrO KOMHTETA
1o crannaptusaiun Pecrry6iku benapycs ot 21.02.2025 Ne 27

CpencTsa M3MepEHMI TaHHOTO THIIA CPENCTBA M3MEPCHMHM, NPOU3BOJMMBIC B MEPHOA CpOKa
NelicTBESL  JAHHOTO  CepTHdHKaTa 00 yTBE)KISHMM THIA CPEICTBA  M3MEPEHHH,
WIM yTBEP)KICHHBIM THUII €JUHMYHOTO OK3EMIUIIpA CPEJCTBA H3MEPCHMH pPa3peInaroTes
K IIPUMEHEHHUIO Ha TEPPUTOPHUH Pecny6nnK%EeJ;a yCh B COOTBETCTBUHM C IPUJIAracMbM
OIMCAHMEM THIIA CPEICTBA U3MEPEHHI. e

3amecrturens [Ipencenarens N.A KucineHko



OIIMICAHME TUIIA CPEJICTB U3MEPEHUIA
TIPUJIOKEHHE K CepTU(UKATy 06 yTBEPKICHUH TUIIA CPECTB H3MEPEHUH

ot L7 @rEbpance WA Ne L5504

HanMeHOBaHMe TUIIA CPEICTB U3MEPEHHU U NX 0003HAYECHUE:
AHanIM3aTOp reMaToNIOTHIECKU aBTOMaTHIECKUH: aHAIU3aTOP reMaTOJIOTHYECKUH
CELL-DYN ¢ npunamiexsoctamu: Mogens CELL-DYN Ruby Ne 34359BG96

HaznaueHnue u 06J1acTh IPAMEHEHN:

AHaIM3aTop TeMaTOJNIOTUYCCKUM aBTOMATHYECKMH: aAHAIM3aTOp IEMAaTOJOTHYECKUH
CELL-DYN c¢ npunamiexsnoctsamu: mogens CELL-DYN Ruby Ne 34359BG96 (manee —
aHAJIM3aTop) IMpelHA3HAa4YeH IS M3MEPEHHsA KOHIEHTPAllUK JICHKOIIUTOB, 3PUTPOIHUTOB H

TPOMOOITUTOB B KPOBHU.
O671acTh IpUMEHEHHS — IIPH 00€CTIEYeHUH 3aIIUTh] XKU3HH U 3[J0POBbS YCIIOBEKA, OKa3aHUN
MEIUIIUHCKOM TOMOIITH.

Onucanue:

[TpuHIU AefCTBYS aHATU3aTOPa OCHOBAH Ha METOJIE Ja3epHOM MPOTOYHON LIUTOMETPUML.
DTOT METOL WCIIONB3YETCsS JUIA IOJCYeTa U H3MEPEHHUs KOHLICHTPAlHi JICHKOIUTOB,
SPUTPOIUTOB U TPOMOOIUTOB.

Mero OCHOBaH Ha aHalu3e pe3yJbTaTOB pPACCEMBAHUA CBETa IIOCIE BO3ICHCTBU
JIN3UPYEINEro pearcHTa 0e3 JOIONHUTEIPHOIO OKPAIIMBAHUA WM CIIEIMAIBHBIX KaHAIIOB
M3MEpPEHUS.

®ororpadun o6LIEro BUAA CPEICTB U3MEPEHUH IIPEICTABIECHB! B IPHIIOKEHUH 1.

CxeMa (PHCYHOK) ¢ YKa3aHHEM MecCTa JJI HaHECEHMs 3HaKa ITOBEPKH CPEJICTB M3MEPCHUHN
IpeaCTaBjIeHa B IPUWIOXKECHUN 2.

O6s3aTenbHEIE METPOIOTHYECKHE TPeOOBaHMUS: IIPECTaBIeHE! B Tabaue 1.

Tabmuma 1
HawnmeHoBaHME 3HaueHue
JTyanasoH u3MepeHuii KoHnerTpanuu geikoruros (WBC), 10%/am3 ot 2,0 o 22,0
[Ipenen noIrycKkaeMoro OTHOCUTEIBHOTO CPEIHEr0 KBaApaTUICCKOTOo
OTKJIOHEHUS CIIy4ailHOU COCTaBIIAIOIIEH MOIPEIHOCTH PE3YIHTATOB 3,0

n3Mepennii KornenTpaiuu jetikormros (WBC), %
JIvanasoH u3MepeHuil KoHIenTpamnuy spurporuros (RBC), 10'%/nm’ ot 2,30 no 6,10
[Ipenerr moIrycKaeMoro OTHOCUTEIBHOTO CPEIHETO KBAAPATHIECKOTO

OTKJIOHEHHS CIIy4afHOU COCTaBIIAIOIIEHN IIOTPEITHOCTH PE3yIETaTOB 3,0
nusMepeHuit Kounentparuu spurponutos (RBC), %

J[Mamna3oH u3MepeHui KoHIeHTpanuu Tpomborutos (PLT), 10%/am3 ot 60 o 620
[Ipenen moIryckaeMoro OTHOCUTEIBHOTO CPEAHETO KBaAPaTHUYCCKOTO

OTKJIOHEHHUS CIIy4alHOM COCTaBIIIONIEN ITOTPENIHOCTH PE3YJIBTATOB 5,0

u3MepeHuii KoumenTparuu Tpomborutos (PLT), %




OCHOBHEIE TEXHHUYECKUE XapaKTCpUCTUKX ©U  METPOJIOTHYCCKUC  XapaKTCPHUCTHUKH,
HE OTHOCAINIHUECA K 00513aTeIbHEIM MCTPOJIOTHICCKUM Tpe60BaHI/I5IMZ IIpCACTAaBJICHBEL B

Tabuie 2.

Tabmuma 2
HaumenoBanue 3HaucHUE

VY cnoBus SKCIUTyaTaluu:
JIMaIIa30H TEMITEPATYPhI OKPY’KaroIlero Bosayxa, °C ot 15 mo 25
OTHOCHUTEJIbHAS BIAXKHOCTE OKPY KaIOLIEro Bo3ayxa, %, He Oosee 80
Jlnana3oH HanpsokeHui nuTaronieit cetn®, B ot 100 mo 240
HomunansHas yactora nuraromieil cetn™, I'n 50/60
Macca*, kr, He 6oJjiee 105,2
["abapuTHBIE pa3MephI*, MM, He Oosee 499x864x768
*CorIacHO JOKYMEHTAIMK Ipou3BoauTels. IIpu mpoBeIeHMH METPOIOTHYECKON SKCIICPTHU3EI
XapaKTCPUCTHKH HC IIOATBEPKAAINCH

KoMImIekTHOCT: IIpeacTaBJiCHa B Tabume 3.

Tabmuma 3
HaumenoBanue KonuuecTtBo
AHaTu3aTop TreMaToJIOTMYECKU aBTOMAaTUYECKUN: aHaJnu3aTop
rematosiornueckuii CELL-DYN ¢ npuHaIIeXHOCTAMUA: MOJEIb 1
CELL-DYN Ruby Ne 34359BG96
PyKoBoJIcTBO omepaTopa 1

MecTo HaHECeHMs 3HaKa YTBePXKJICHUS TUIA CPEJCTB U3MEPEHUH: 3HAK YTBEPXKIEHN TUIIA
CpEJICTB M3MEPEHUM HAHOCHUTCS Ha TUTYJIBHBIHN JIUCT PyKOBOACTBA OIIEPaTOpa.

IToeepka ocymectsiasercs mo MPB MIL.MH 3532-2023 «Cuctema obecriedeHus eIUHCTBA
mMmepenuii Pecry6iuku bemapyck. AHanu3aTop IeMaTONOIMYECKHM aBTOMAaTHYECKUU:
anammsatop rematonoruueckuit CELL-DYN ¢ npunamnexsocTamu: mMozens CELL-DYN
Ruby. MeTomka moBepKim»

Caenenus o MeToIMKax (METO/1aX) U3MEPEHU: OTCYTCTBYIOT.

Texuuueckre  HOPMATHUBHBIE  IIPAaBOBBIE aKTBl M TEXHUYECKHE  JIOKYMEHTEI,
yCTaHaBIMBAIOIIKE:
TpeOoBaHUA K TUITy CPEACTB U3MEPEHUN:
TEeXHUYECKas JOKYMEHTAIUS IPOU3BOIUTENS (PYKOBOACTBO OIIEPaTOpPa);
METOJUKY MIOBEPKHU:

MPB MIL.MH 3532-2023 «Cuctema obecrieueHus] eMUHCTBA u3MepeHuii Peciry6ianku
Benapycs. AHanu3aTop reMaTolIOrH4eCcKuit ABTOMAaTUYECKUIA: aHaJIU3aTop
rematonoruuyeckuii CELL-DYN c¢ npunamnexsoctsmu: Mogmens CELL-DYN Ruby.
Meroanka MoBepKm».



[TepeueHs CpeCTB IIOBEPKU: IPECTaBIIEH B Tabmule 4.

Tabmmmna 4

HauMeHOBaHHE ¥ THII CPEACTB OBEPKH
Perucrparop TeMIEpaTyphl M BIaXXHOCTH testo 174H
KOMILTEKT KOHTPOIBHEIX 00pa3ioB ceiBopoTKH KpoBH Cell-Dyn 26 Plus Control,
npousBojcTBa «Abbott Laboratories Diagnostic Division», Coenunennsie IIITaTer

AMepuKHn
IIpumeuanne — JIONMyCKaeTcs MPUMEHSATH HAPYTHE CPEACTBA IIOBEPKH, OOECIEeYMBAOIIHC
OIpEIENIEHNE METPOJIOTHYECKHUX XapaKTEPUCTHK C TpeOyeMo# TOYHOCTBIO.

W nentuduKanms mporpaMMHOTo o0ecIIedeH s : IpeICTaBIeHa B TaOIuIE 5.

Tabnuna 5
Unentndukannonnoe HaumeHoBanue [10 L0 ERpenH 1:10
(uneHTH(OUKAIMOHHBIA HOMED)
- 2.3 ML

3aKJIIOYEHHE O COOTBETCTBHH YTBEPXKISHHOTO THIIA CPEICTB HM3MEPEHUHl TpeOOBaHMAM
TEXHUYECKUX HOPMATUBHBIX IIPAaBOBBIX aKTOB M/WIM TEXHUYECKOM JOKYMEHTaIlMu
MIPOM3BOMUTENS, a TaKXKEe TEXHUYECKOMY 3aJaHMIO 3aiBUTENS Ha METPOJIOTHYCCKYIO
SKCIEPTU3Y B OTHOIICHUM EOUHUYHOIO 3K3EMIULIpa CpeAcTBa M3MEPECHMM: aHaIU3aTop
reMaToJIOTHYECKNU aBTOMaThUuecKuil: anHamm3arop remaronoruueckuii CELL-DYN c¢
npuHaiexknoctsmu:  Mogens CELL-DYN  Ruby Ne34359BG96  coOTBETCTBYET
TpeOOBaHUIM TEXHIUCCKOMN JOKyMEHTAIX (PYKOBOJICTBA OIIEPaTOpa).

[TpousBoAUTENH CPELCTB U3MEPEHUIA

«Abbott Laboratoriesy», CoemunenHsie 11ITaTsl AMepuku (KOHTPaKTHOE IIPOU3BOLCTBO —
«Flextronics Manufacturing (Singapore) Pte Ltd.», Cunrarmyp).

Abbot Park, IL 60064 USA (1 Kallang Place, Singapore, 339211).

VIONMHOMOYEHHOE  IOPHIOWYECKOE  JIUIO,  IPOBOAMBIIEE  HCIBITAHAA  CPEICTB
U3MEPEHHI/METPOIOTHIECKYIO 3KCIIEPTU3Y E€IMHUYHOIO 3K3EMIUIApAa CPEICTB M3MEPEHUHN
Pecmybmkanckoe yHuUTapHOe mpenrnpusatie «bemopycckuif rocyiapCTBEHHBIM HMHCTUTYT
metponoruny (benl IM)

Pecny6iiuka benapycs, 220053, r. Munck, CTapOoBHWIEHCKHH TpakT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

[Tpunoxenus: 1. @otorpaduu obIIero BUaa CpeICcTB U3MEpEHU Ha 1 nucre.
2. CxeMa (pUCYHOK) ¢ yKa3aHHMEM MECTa Ui HaHECEHUs 3HaKa IIOBEPKU
CPEICTB M3MepeHuit Ha 1 JucTe.

Hupextop benl UM A.B. Kazaqok




[Ipunoxenne 1
(obs3aTenbHOE)
doTorpaduu 06mIero Buaa CpeaCTB H3IMEPEHUN

Pucynok 1.1 — ®oTorpacdus obmero Buaa aHaIM3aTopa reMaroIOTHYECKOro
aBTOMATH4eCcKOro: aHanusaTopa remaronoruaeckoro CELL-DYN ¢ npuHauIeKHOCTSIMU:
mojens CELL-DYN Ruby Ne 34359BG96

a Abbott !

Manufactured for Abbott Laboratories
Abbott Park, IL 60064 USA
Product of Singapore

{PRODUCT COMPLIES WITH FDA PERFORMANCE
| STANDARDS FOR LASER PRODUCTS EXCEPT
FOR DEVIATIONS PURSUANT TO LASER NOTICE
NO. 50, DATED JULY 26, 2001.

1] 2007-03

 [E@E] CD-RUBY
[E108H67-03 H
[# 34359BG96

R i

Pucynok 1.2 — @ortorpadus MapKUPOBKY aHAIA3aTOPa FeMaTOJIOIHYECKOro
aBTOMAaTH4ecKoro: aganusaropa remarooruaeckoro CELL-DYN ¢ npuHaieKHOCTSIMU:
moens CELL-DYN Ruby Ne 34359BG96




[Ipunoxenue 2
(obs13aTempHOE)
Cxema (pUCYHOK) C YKa3aHMEM MeCTa /I HaHECeHUS 3HaKa IOBEPKU CPEICTB U3MEPEHUN

Mecto s BaHeCeHUS
3HaKa MOBSDKH

Prcynoxk 2.1 — CxeMa (pHCYHOK) C yKa3aHHEM MeCTa Ul HaHECEHNs 3HaKa IIOBEPKHU



