I'OCYJIAPCTBEHHbBIN KOMUTET JI3APKAVHDBI KAMITAT
IO CTAHJIAPTU3ALIMU IIA CTAHJIAPTBI3AIIBII
PECIIYBJIMKH BEJIAPYCH PACIIYBJIKI BEJIAPYCH

CEPTU®UKAT
OB YTBEPKJIEHHUU TUIIA CPEJICTB U3MEPEHUI

Q‘I-B Ne 15590 ot 26 centsi6pst 2022 r.

Cpok nelicTBus: GeccpOvHBIi

HaunmenoBanue tuma CpCIaCTB HBMGPGHHFIZ

Ananmsarop  remartojorndeckuii  aBromatHyeckuiik CELL-DYN  Emerald 22
¢ npuHagaekHocTavu Ne 250621-001491

[IpousBoauTeNb:
«Abbott Laboratories Diagnostics Division», Coennnennnie IlITatel AMepuku

Brinan:
000 «IpaiimbuoTex», r. Munck, Pecny6auka Beaapych

JIOKyMEHT Ha IIOBEPKY:
MPb MILMH 3380-2022 «Cucrema ofecrnedeHHsi eIHHCTBA H3MepeHHii Pecny0/amuku

benapyce. Ananmsatop remartosiormveckuii aBromaruuyeckuii CELL-DYN Emerald 22
¢ NpHHAAJIe;KHOCTAMH. MeToaHKa moBepKm»

HTepBan BpeMeHN MEKIy Iocy1apcTBEHHBIMH MOBepKamu: 12 mecsineB

Tun  cpencts  u3MepeHMii  yTBEpXKJEH IOCTAaHOBJIEHHEM | OCYJApCTBEHHOrO KOMHUTETa
o cranaprusanuu Pecrry6nuku benapycs ot 26.09.2022 Ne 91

CpeacrBa M3MepeHM MaHHOrO THIIA CPEJICTBA W3MEPEHMH, NMPOM3BOAMMEIE B TEPHOI CpPOKaA
JeficTBUsA  JaHHOro  ceprudukata 00  yTBepXKACHMH THIA CpEACTBA  M3MEPEeHMil,
WIH YTBEPXKICHHBI THUIl €IMHMYHOTO DK3EMIUIIpA CPEACTBAa W3MEPEHHH pa3pearoTcs

K NPUMEHEHHIO Ha Tepputopun PecmyOnuku Benapycs B coomrcmnu C IpUIaraeMbiM
OIIMCAaHUEM THUIIA CPEACTBA U3MEPEHHIA. >

3amectutens [Ipencenarens komurera

Hoowtf “=F



OIIMCAHUE TUIIA CPEJCTB U3MEPEHUI
NPUIOKEHHE K CepTU(UKATY 00 YTBEPIKICHUU TUIIA CPEJCTB U3MEPEHMI

or L6 KFM/:P({%(P 2084r. Ne K55 G0

HaumenoBanmne TMna cpeacTs U3MepeHuii 1 UX 0003HaUEHNE:
AHanmuszarop remaroaoruyeckuii apromaruueckuit CELL-DYN Emerald 22 ¢ npunauiex-
HocTssMU Ne 250621-001491

Hasnauenue v 00;1acTh NIpUMEHEHNS:

AHanuzarop remartonornyecknii asromarudeckuit CELL-DYN Emerald 22 ¢ npunagiex-
HocTaMu  Ne  250621-001491 (nanee — ananu3aTop) mnpeaHasHAueH I H3MEPEHHUS
KOHLIEHTPALIUH JIEMKOIIMTOB, SPUTPOLIUTOB, TPOMOOLIMTOB U I'eMOITIO0MHA B KPOBH.

OOGunactb mpuMeHeHHs — TpH 00ECTICUESHNN 3AIUThI JKU3HU U 3[10POBbs YEJI0BEKA, OKA3aHHS
ME/IULIMHCKON MTOMOIIIH.

Onucanue:

Ipunimn JieficTBus aHanuM3aTopa OCHOBAaH Ha CIEAYIOIIMX METOAaX: 3JIEKTPUYECKHMIA
VMIICTAHCHBIH, a0COPOIMOHHBIN  CHEKTPOMETPUUYECKH, METOJ JIa3epHOM MNpOTOUHOI
LIUTOMETPHH.

DJIEKTPUYECKUI MMIIETAHCHBIM METOJl OCHOBAaH Ha W3MEHEHMH OJIEKTPHUECKOTO TOKa,
BbI3bIBAEMBIMM YacTULIAMU (KJIETKaMH), HaXOIAIUMUCA BO B3BEIICHHOM COCTOSHHU
B DJICKTPONPOBOAHOM JKUJIKOCTH, 110 MEPE NMPOXOXKJICHUS UMHU Uepe3 allepTypy U3BECTHOIO
pasMepa. OTOT METOA MCHOJB3YeTCs I I0JCYeTa W M3MEPEHHS KOHLIEHTpAIMii
JICHKOIIMTOB, HPUTPOIIMTOB, TPOMOOIIUTOB.

AOGCOPOIMOHHBIN CHEKTPOMETPUYECKUI METOJ OCHOBAH Ha MCMOJIB30BAHMM MCTOYHHKA
cBeTa (CBETOAMOMA) C JUIMHOM BONHBI 555 HM W M3MEPEHHM 3HAYCHUIl ONTHYECKOI
[UIOTHOCTH, ~ KOTOpas €  TIOMOINBK)  BCTPOEHHOIO  [POrpaMMHOr0  obecrievyeHus,
MEPECUUTHIBACTCA B KOHUCHTPALMIO. OJTOT METOI HCHOJB3YETCS JIIs  ONpejleeHus
KOHIEHTpaLUU reMOorio0uHa.

s pas/ieieHus JNeMKOLIMTOB peanuszoBaH METOZl  JIa3epHOMH NPOTOYHOMH
IMTOMETPHU. MeToi OCHOBaH Ha aHalaM3e pe3yJbTaTOB pAcCeMBaHHMA CBeTa TOCIe
BO3ICHCTBHS ~ JIM3UPYEIIEro  peareHTa  0e3  JOMOJIHMTEIBHOTO  OKpAlIMBaHHS
WJIH CHICIHAIBHBIX KaHAJIOB U3MEPEHHUSI.

®ororpadus 061IEro BiIA CPEACTB H3MEPEHHH [PEICTABICHA B IPUIOKEHHN 1.
Cxema (PHCYHOK) € yKazaHMeM MecTa JUlsi HAHECCHHS! 3HaKa MOBEPKH CPEICTB M3MEPEHHI]
NIPEJICTaBjICHa B IIPUIIOKEHUU 2.

Obs3aresibHbIe METPOJIOrMYeckne TpeOOBaHus: Mpe/IcTaBIeHb B TabsuLe 1.

Tabnuma 1
HaumeHoBaHue 3HayeHue
1 2
Jlnanason usmepeHnit KoHueHTpaiu sieiikorutos (WBC), 107/ ot 2,3 1o 20,0

Ipenen 1omyckaeMoro OTHOCUTEILHOTO CPEHEro KBaZPaTHIECKOro
OTKJIOHEHUS! CITy4aliHOM MOrPEeNIHOCTH U3MEPEeHNUsT KOHIIEHTPaLuK
JelikountoB (WBC), % 3.0




[Iponomkenne Tadauusl 1

1 2 |
Jlnanazon usmepeHuit KonteHTpauu sputpounutos (RBC), 10"*/n or20m072 |
[Ipenen momyckaeMoro OTHOCUTEILHOTO CPEIHEr0 KBaJpaTuYeCKoro
OTKJIOHEHHUS CJIYYaifHON MOrpelIHOCTH U3MEPEHUS KOHIIEHTPaluu 2.3
sputpountoB (RBC), %
JInana3on namepennit konueHTpanun remornoonra (HGB), r/an ot 7,6 o 21,5
[Ipenen nonyckaeMoro OTHOCMTEIBHOIO CPEHErO KBAAPATUUECKOrO
OTKJIOHEHHUS CIIYYalHOM NMOTPEIIHOCTH U3MEPEHUS KOHIIEHTPALUU 2.5
remorinodouna (HGB), %
Juamnason usmepenuii KonueHtpauuu tpomoonuros (PLT), 10°/n or 37,8 no 681.0
ITpenen joryckaeMoro OTHOCUTEIBHOTO CPEJHEr0 KBapaTUuecKoro
OTKJIOHEHHUSA CIIy4aitHOM MOTrPEIIHOCTH U3MEPEHHS KOHIICHTPalluu
tpombormtoB (PLT), % 10,0

OCHOBHBIC TEXHUYECKHUE XapaKTCPHUCTHKH H MCTPOJOTMYCCKHUEC XapaKTCPHUCTHKH, HC OTHO-
csmecs K odsg3aTesIbHbIM MECTPOJTOTHYCCKHUM Tp€60BaHH$IMZ peaCcTaBJICHLI B Tabauie 2.

Tabnuua 2

Haumenopanue 3HaueHue
JlnanaszoH HanpspKeHus nuraiomiei cetu*®, B ot 198 10 264
Homunanenas yacrora nuratormeii ceru®, I'u 50
Macca*, kr, He Gosee 11
["aGapurHbie pazMmepsl*, MM, HE Gosece 350x250%350
YcaoBus 3KCITyaTalum:
JlAara3oH TeMIepaTyp okpykaromiero Bozayxa*, °C ot 18 1o 34
OTHOCHTEIIbHAsI BIAXKHOCTh BO3yXa*, % 80 % npu Temmneparype 32 °C

* Cory1acHO pyKOBOJICTBY IO 9KCILTyaTalUH

KommiekTHOCTE: MpecTaBiaeHa B Tadbaume 3.

Tabauua 3

HaumenoBanue Konuyectso
Ananuzarop remaronorudeckuii aromarudeckuii CELL-
DYN Emerald 22 npunamiaexsoctsivMu Ne 250621-001491 1
PyKOBOJICTBO 110 3KCIUTyaTaIMu 1

Mecro HaHeceHust 3HaKa YTBEPKJICHUS TUIIA CPEICTB M3MEPEHHUIA: 3HAK YTBEPHKICHUS TUIIA
CPE/ICTB M3MEPEHHH HAHOCUTCS Ha TUTYJILHBIN JINCT PYKOBOJICTBA 1O YKCIUTyaTall|H.

[Tosepka ocymectBiasiercss mo MPb MIT.MH 3380-2022 «Cuctema oGecneyeHus eIuHCTBA
usMepenuit Pecry6nuku benapych. AHanu3zarop reMaTtoJOTHYECKHH aBTOMATHYECKHIA
CELL-DYN Emerald 22 ¢ npuHauie)XHOCTAMUA. METOMKA ITOBEPKIY



Cseenus 0 METOAMKAX (METOaX) U3MEPEHUI: OTCYTCTBYIOT.

Texnnueckue HOPMATHUBHEBIC IIPABOBBEIE aKTbl U TEXHUYECKHE JOKYMCHTBI, yCTaHaBJIMBalO-
HIHe:

TpeOOBaHUA K TUITY CPEJICTB U3MEPEHMIA:

TEXHUYECKas JOKyMEHTaIuS;

TEXHUYECKUN persiaMeHT TamMoKeHHOro coro3a « DIEKTPOMArHUTHAsS COBMECTHMOCTh
TexHuueckux cpeacts» (TP TC 020/2011);

METOJIUKY [OBEPKHU:
MPb MIL.MH 3380-2022 «Cucrema odecnieuenus eauHcTBa uamepenui PecnyOiimkm be-

napych. AdHanuszatop remartojorumdeckuii aBromatudeckuit CELL-DYN Emerald 22
C IPUHALICKHOCTAMHU. METO/IHKa TOBEPKUY.

Ilepeyenb cpe/ICTB OBEPKU: MTpe/ICTaBIEH B TaluLIe 4.

Tabmma 4

HaumenoBanue u Tun CPE/ICTB IMTOBEPKH

Perucrparop Temneparypel U BJaxKHOCTH testo 174H

Kommiext konTponbHbIX 00pa31oB ceiBopoTku KpoBH Cell-Dyn 22 Plus Control, mpouns-
BojicTBa «Abbott Laboratories Diagnostic Division», Coeaunennsie IITatel AMepuku

[Ipumeuanne — JlomyckaeTcs IpUMEHSTh APYTUE CPEACTBA MOBEPKH, 00ECIIEUUBAIOIINE Opeieie-
HHUE METPOJIOTMYECKUX XapaKTePUCTHK C TPeOyeMOii TOYHOCTEIO.

Mnenrudukarms nporpaMmMHOro obecredeHus: rnpejacTapieHa B Taduuie S.

Tabnuua 5

Homep Bepcun 110

Unentndukammonnoe naumenosanue I10
(MIEHTU(PUKALMOHHBIN HOMED)

A22-015 V3.2.0

3aK/II0YEHUE O COOTBETCTBHM YTBEPIKICHHOIO TUIIA CPEACTB U3MEPEHUIt TPeOOBAHUSIM TEX-
HUYECKUX HOPMATHBHBIX MPaBOBBIX AKTOB M/WIM TEXHHYECKOH HOKYMEHTALUH MPOU3BO/IU-
TN aHaM3aTop remaronornyeckuil aTomarndyeckuit CELL-DYN Emerald 22 ¢ npunan-

nexxnoctamu Ne 250621-001491 coorBercTByeT TpeOOBaHUSM JIOKYMEHTALIMU [POU3BOJIM-
tenst, TP TC 020/2011.

ITponsBoauTEIb CPEICTB U3MEPEHHIA
Abbott Laboratories Diagnostics Division, Coegunennsie [ltaTer AMepuku
Abbot Park, IL 60064 USA.




YIOJIHOMOYEHHOE  IOPWIMYECKOE  JIMLO,  NPOBOJMBIIEE  HUCIBITAHUS  CPEJACTB
M3MEPEHHI/METPOIOTMYECKYIO SKCIEPTU3Y EJIMHUYHOIO HK3EMILISAPA CPEJCTB M3MEPEHHI
PecniyOnukanckoe yHutapHoe npeanpustie «belopycckuii rocyaapcTBEHHBIN MHCTUTYT
merposiorun» (beial UM)

Pecny0iuka bemapycs, 220053, r. Munck, CTapoBH/ICHCKHH TpakT, 93

Tenedon: +375 17 374-55-01

daxc: +375 17 244-99-38

e-mail: info@belgim.by

ITpunoxkenus: 1. @ororpadun obuiero Buaa cpeIcTs U3MepeHuii Ha 1 nucre.

2. Cxema (pUCYHOK) C yKa3aHHeM MecTa /Ul HaHECeHHs 3HaKa MOBEPKH
CPEICTB U3MEpeHHMit Ha 1 jucre.

IlepBelil 3aMeCTUTENL TUPEKTOPA - /

pykoBoauTe:b L{eHTpa 2TanoHos,

noBepku 1 kaaudposku beal UM A.C. BonbiHen
09 CEH 2021



[Tpunoxkenue 1
(obsi3arenbHOR)
®dotorpadus obiero Buaa CpeacTs u3MepeHuit

Emaralg 02

Pucynox 1.1 - (IJOTorpacbml oﬁmr‘o BU/Ia aHAIM3aTOPA reMaTOJIONMUECKOro aBToMaTnye-
ckoro CELL-DYN Emerald 22 npunamiexuoctamu Ne 250621-001491

:
% i i
Pucynok 1.2 — ®otorpadus MapkupOBKH aHaIM3aTOpa reMaToJIOTHYeCKOro aBToMaTHye-
ckoro CELL-DYN Emerald 22 npunaanexunoctsamu Ne 250621-001491



IIpunoxenue 2
(o0s13arenbHOE)
Cxema (PUCYHOK) C YKa3aHHEM MECTa /1Sl HAHECCHMUS 3HAKa MOBEPKHU CPEICTB U3MEPEHHH

MecTo 119 HaHeceHus
3HAKA [0BEPKH

CELL-EYH
Ernerald 0

Pucynok 2.1 — Cxema (pUCYHOK) ¢ YKa3aHHUEM MeCTa /I HAHECEHHs 3HaKa TIOBEPKU



