T'OCYJIAPCTBEHHBI KOMUTET JBSIPIKAVHBI KAMITAT
IO CTAHITAPTH3 AU ITA CTAHJAPTBI3ALIBII
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Q-IB Ne 15589 ot 26 centsiops 2022 r.

Cpoxk geiicTBus: OecCpOUHBIi

HaumeHoBanue tTumna CpCICTB HBMCPCHHﬁZ

Anammsatop  remartosorudeckuii  aBromMaTtHdeckuiik CELL-DYN  Emerald 22
¢ npuHagIekHocTsaimMu Ne 250521-001439

[IpousBoauTens:
«Abbott Laboratories Diagnostics Division», Coennnennsie lllTater Amepnkn

Beian:
000 dIpaiimbuoTex», r. Munck, Pecnydsinka Benapycn

JIOKyMEHT Ha [OBEPKY:
MP5 MILMH 3380-2022 «Cuctema o0ecnmedyeHHsi eIMHCTBA H3MepeHuin PecnyOumkn

Benapyce. Ananmzatop remartosnoruveckuii aBromatudeckHii CELL-DYN Emerald 22
¢ NpHHaAJIeKHOCTAMH. MeToanKa noBepKu»

Wurepsan BpeMeHH MeX/ly FOCYAapCTBEHHBIMHU TOBepKamu: 12 mecsines

Tunm  cpencts  u3MepeHHMH yTBEPXKICH IOCTAaHOBJICHHMEM ['OCYIapCTBEHHOrO KOMHUTETA
o cranaaprusauuu Pecrry6nuku benapycs ot 26.09.2022 Ne 91

Cpe/ctBa u3MepeHHMid NaHHOTO THIIA CPEICTBA M3MEPEHHMH, MPOU3BOIUMBIE B TEPHOJ CPOKaA
JeficTBUsS ~ JaHHOro  ceprudukata 00 yTBepXKAGHMM THIA CpeICTBA  W3MEpPEHHii,
WIM  YTBEPKACHHBIM THII EIMHMYHOIO OSK3EMIUISIpa CpPeACTBa HM3MEPEHHMH pasperuaroTcs

K TpPUMEHEHMIO Ha Tepputopuu PecnyOnuku Benapycs B CO@T’EETCTBHH C TpHIaraeMbiM
OITMCAHMEM THIIA CPEJICTBA U3MEPEHHIA. YCs' N

3amecturens [Ipeacenarens komurera

Hotrn ),



OITMCAHME THIIA CPE/JICTB U3MEPEHUI
NPUIOKEHUE K cepTudUKaTy 00 yTBEpKIECHUU THIIA CPEICTB U3MEPEHMUI

oOT 4B ceaerrOhies 2001r. No 756579

HaunmeHnoBaH#e THIa CpeaCTB U3MEpEHUH U UX 0003HAaYEHUE:!

Ananuzarop remarosoruueckuii aBromatyecknii CELL-DYN Emerald 22 ¢ npunaiex-
HoctsiMu Ne 250521-001439

Hasunauenue u 001acTh MPUMEHEHUSI:

Ananuzatop remaronornyeckuit apromatudeckuit CELL-DYN Emerald 22 ¢ npunamuiex-
Hoctsimu  Ne 250521-001439 (manee — aHaau3atop) MpeAHa3HAyeH Uil U3MEpEeHHs
KOHIICHTPAIIUU JICUKOLIMTOB, 3PUTPOLIUTOB, TPOMOOIIUTOB U TEMOTJIOOUHA B KPOBH.

OO6nacTh NpUMEHEHUsS — MpH 00eCTIeYeHUH 3aIIUTHI JKU3HU U 3/I0POBbs YEJIOBEKA, OKa3aHUsI
MEJHUIMHCKON ITOMOIIH.

Onucanue:

[TpuHumn feficTBUs aHaiu3aTopa OCHOBAaH Ha CICAYIOIIMX METOJAX: 3JIEKTPUYECKH
MMIIE/IaHCHBIN, a0COpOLIMOHHBIM CHEKTPOMETPUYECKUM, METOH JIa3ePHOM MPOTOYHOMN
IIUTOMETPUHU.

DNEeKTPUYEeCKU MMIIEeIaHCHBIH METOJ OCHOBAaH Ha HM3MEHEHUHM DSJEKTPHYECKOro TOKa,
BBI3bIBAEMBIMHM YaCTUIIAMM  (KJIE€TKAMH), HaXOJAIIMMHUCSA BO B3BEIICHHOM COCTOSHUH
B 3JIEKTPOIIPOBOAHOM JKUAKOCTH, 11O MEPE MPOXOKICHUS UMU Yepes areprypy U3BECTHOTO
pazmMepa. OTOT METOJI WCIOJb3YeTCsl JUls [OoJcYeTa M M3MEpeHUs KOHLEHTpauuii
JIEUKOLIMTOB, SPUTPOLUTOB, TPOMOOLIMTOB.

AOCOPOIMOHHBIH CHEKTPOMETPUYECKUI METO/l OCHOBAaH Ha MCIOJIb30BAHUM HCTOYHHKA
CBETa (CBETOAMOAA) C JUIMHOW BOJIHBI 555 HM M U3MEpPEHUM 3HAYCHUIl ONTUYECKOId
IUIOTHOCTH, KOTOpas ¢  IIOMOLIbKD  BCTPOCHHOTO  IPOrpaMMHOIO  o0ecreyeHus,
IIEPECUNTRIBAETCS B KOHUEHTpPAUMIO. DTOT METOJ HCIOIB3YeTCs Ui  OIpee/eHus
KOHIIEHTpAIUU TeMOri1o0HHa.

Jdns pasjgeneHus  JIGMKOUMTOB — pealM30BaH  METOA  JA3€pHOM  MPOTOYHOM
LUTOMETPUHM. MeToJ OCHOBaH Ha aHa/lW3€ pe3yJbTATOB pacCEeMBaHMs CBETa I0C/e
BO3JCHCTBUA  JIM3UPYELIEro  peareHTa  0e3  JONOJHHUTEIBHOTO  OKpallMBaHUS
WM CIIEMATBHBIX KaHA/IOB U3MEPEHUSL.

dotorpadus obuiero Buaa cpeICTB U3MEPEHHIT MIPEICTaBICHA B IPUJIOKEHUH 1.
Cxema (pUCYHOK) € yKa3aHHEM MecTa Ul HAaHECCHWs 3HaKa MOBEPKH CPEACTB M3MEPEHMI
NpEACTaBICHA B IPUIOKEHUH 2.

O0s3arenbHBIE METPOJIOM'HYCCKHE Tpt‘ﬁOBaHHSII [IpEJaCTaBJICHBI B Tabnune 1.

Tabmumna 1
HaunmeHnoBanue 3HayeHHne
1 ps
Jmanason usmepenuii kKoHueHTpauuu Jjeikoruros (WBC), 10°/n or 2,3 no 20,0

[Ipenen nomyckaeMoro OTHOCHTEIBHOTO CPEHEr0 KBaAPaTHUECKOTO
OTKJIOHEHHS CIIy4aHOM MOrpeIHOCTH U3MEPEHHS] KOHIIEHTPALUUN
nevikorutoB (WBC), % 3.0




[Tpoxpomxenue Tadbnuusr 1

1 2
JInamna3oH u3mepeHuit KoHteHTpamnu 3putpormtos (RBC), 10"%/n or 2,0 10 7,2
[Tpenes gonyckaeMoro OTHOCUTEIBHOTO CPEIHErO KBaAPaTUYECKOTO
OTKJIOHEHUS! CJIYYaiiHO! MOrPEHIHOCTH U3MEPEHHS KOHIIEHTPaluH 2,5
aputpouutoB (RBC), %
Jlnana3oH usMepeHuii KoHueHTpauu remorinoousa (HGB), r/nn or 7,6 no 21,5
[Tpenen nonyckaeMoro OTHOCUTENILHOTO CPeTHEro KBapaTuyeckoro
OTKJIOHEHHUS CIY4aiHOH MOrPELIHOCTH U3MEPEHUS KOHIIEHTPalluy 2.5
remornobuna (HGB), %
Junana3zon uzmepeHuii kKonueHtpauuu tpomoountosn (PLT), 10°/n or 37,8 10 681.0
ITpenen nonyckaeMoro OTHOCHTEIBLHOTO CPeAHEro KBaapaTuiyeckoro
OTKJIOHEHHUS CIIYYalHOH MOrPEIIHOCTH U3MEPEHHS KOHLIEHT palluu
tpombonutoB (PLT), % 10.0

(OCHOBHBIE TEXHUYECCKHUE XapaKTCpUCTHKH U MCTPOJIOTHYCCKHUC xapaKTepHchH, HC OTHO-
csiMecs K 00A3aTe/IbHBIM METPOTOI'HYCCKUM Tpe6OBaHHHMI [IpeJCTaB/JICHLI B Tabaune 2.

Tabnuna 2

Haumenosanue 3uadenue
Jlnanason HanpspkeHusa nutaromein cetu*, B ot 198 no 264
HomunanbHas yactora nurtaromeit cetu™, ' 50
Macca*, kr, He Doliee 11
["aGaputHble pazmepbl®, MM, He Gollee 350%250%350
Y CnoBus DKCIUTyaTalluu:
JMara3oH TeMIlepaTyp OKpysKaromero Bozayxa*, °C ot 18 10 34
OTHOCHTEJIbHAs BIAJKHOCTB Bo3ayxa*, % 80 % npu Temnepatype 32 °C

* CorziacHO pyKOBOJICTBY I10 9KCILTyaTallu

KoMIUIEKTHOCTE: nIpeAcTaBieHa B Tabauue 3.

Tabnuua 3

HanmeHoBanue KonuyecTtBo
Ananuszatop remartosioruueckuit aromaruueckuiit CELL-
DYN Emerald 22 npunamiexuoctsamu Ne 250521-001439 1
PyKOBOJCTBO 10 3KCILTYaTallMK 1

MecTo HaHECeHUs 3HaKa YTBCPKIACHHUA THIIA CPCACTB HBMCpGHHﬁZ 3HaK YTBCPKICHUA THIIA
CpCICTB Hamepeﬂnﬁ HaHOCHUTCA Ha THTyHBHHﬁ JIUCT PYKOBOJCTBA ITO 3KCILTYaTallHH.

[ToBepka ocymectBisercs no MPb MIL.MH 3380-2022 «Cuctema obecrieyeHus e IMHCTBA

usmepenuii PecniyOnuku bemapycs. AHanM3zaTop reMaTOJOTHYECKHM aBTOMATHUECKMIA
CELL-DYN Emerald 22 ¢ npunaanexHoctaMu. MeTouKa MoBepKu»



CBeaeHUsA 0 METOMKAX (METOJAaX) U3MEPEHUIL: OTCYTCTBYIOT.

Texnuyeckne HOPMATHBHBIE ITPABOBbLIE aKThl U TEXHUYECKHE MOKYMEHTBI, YCTaHaB/IMBaIO-
[ue:
TpeOOBaHUs K TUILY CPEJICTB U3MEPEHMIA:

TeXHHUYECKas JTOKyMEHTalus;

TEXHUYECKUI peraaMeHT TaMoKeHHOro coro3a « DNEKTpPOMArHuTHas COBMECTHMOCTD
texuuueckux cpenacts» (TP TC 020/2011);

METOAUKY MTOBEPKMU:
MPBb MITL.MH 3380-2022 «Cucrtema o0ecrieueHus eauHcTBa mamepenuii PecnyOiuku be-
napych. Amnanuzatop remartosorudyeckuii apromatuyeckuit CELL-DYN Emerald 22
C MPUHAIEKHOCTAMU. METOIUKA [TOBEPKUY.

[lepeuenn cpeCTB MOBEPKU: NPEACTaBIEH B Tabaule 4.

Tabmuua 4

HaumenoBanue 1 THII CpEICTB ITOBEPKH

Perucrparop Temneparypsl 1 BiaxHocTu testo 174H

KomiuiekT KoHTpoJibHBIX 00pa3ioB ceiBopoTkH KpoBu Cell-Dyn 22 Plus Control, npous-
BojicTBa «Abbott Laboratories Diagnostic Division», Coeaunennsle ITaTel AMepuku

[Tpumeyanue — Jlonyckaercs NpUMEHSITh JPyrue cpejcTBa NOBEepkH, o0ecrnevunBalonine onpeene-
HHE METPOJOTHHECKHUX XapaKTEPUCTUK C TPEOYEMO# TOUHOCTBIO.

Mnenruduxanusa nporpaMMHOro oOecreyeHus: npeacTaBieHa B Tabaune S.

Tabmuna 5

Howmep Bepcuu 110

Nnentudukamnmonnoe nanmenosanue 110 i
(ureHTHUKAIMOHHBIH HOMED)

A22-015 V3.2.0

3aK/I0ueHne 0 COOTBETCTBUM YTBEPXKACHHOTO TUIIA CPEJICTB U3MEPEeHUit TpeOOBaHUAM TeX-
HMUYECKUX HOPMATUBHBIX IMPABOBBIX aKTOB W/WIM TEXHUUYECKON JOKYMEHTAIIMM MPOU3BO/IU-
Tens: aHanusatop remarojornyeckuit aromarndeckuii CELL-DYN Emerald 22 ¢ npunas-

aexxknoctaMu Ne 250521-001439 cootBercTBYeT TpeOOBaHUAM JAOKYMEHTALMK TPOU3BOIM-
teas, TP TC 020/2011.

ITpousBoUTENb CPENICTB U3MEPEHHUI
Abbott Laboratories Diagnostics Division, Coeaunennsie LltaTer Amepuku
Abbot Park, IL 60064 USA.




YHOIHOMOUYECHHOE  IOPUAMYECKOE  JIMLO,  TPOBOAMBILEC  WCIBITAaHUA  CPEJICTB
MU3MEPEHHIA/METPOIIOrHYECKYIO IKCICPTU3Y CJAMHUYHOIO JK3EMIIIAPA CPEACTB H3MEPEHHi
Pecniybnnkanckoe yHUTapHOEe mpeanpusitue «benopycckuil rocyapCTBEHHBIH HHCTHTYT
metpoaorun» (beal'IM)

PecnyOnuka benapycs, 220053, r. MuHck, CTapoBUIEHCKUHI TPAKT, 93

Tenedon: +375 17 374-55-01

¢akc: +375 17 244-99-38

e-mail: info@belgim.by

[Ipunoxenus: 1. dororpadum oduiero Buaa cpeacTB U3MEpeHUii Ha | iHcTe.

2. Cxema (pUCYHOK) C yKazaHHEM MeCTa JUIsl HAHECEHHUs 3HaKa IMOBEPKH
CpeJICTB U3MEpEHHi Ha 1 nucre.

[TepBblii 3aMeCTHTENDb JAUPEKTOPA - /
pykoBojuTesb LlenTpa 5TanoHos,
MOBEPKHU U Kaaubposku beal UM A.C. Bonbizeny



[Tpunoxenue 1
(o0s3aTepHOE)
dororpadus odiero Bujaa CpeacTB U3MEPEHU N

| CEULDYN 1
Emerald o2 |

Pucynok 1.1 — ®ortorpadus obuiero Bujaa aHaju3aropa reMaToJIori4eckoro aBToMaTuye-
ckoro CELL-DYN Emerald 22 npunaanexHsoctsmu Ne 250521-001439

s

Pucynok 1.2 — diom.rpaqolnﬁ .ME;pKHpOBI{H.aHaHHBaITOpé FeMaTOIOTHYECKOT0 ABTOMATHYC-
ckoro CELL-DYN Emerald 22 npunajnesxxnoctsamu Ne 250521-001439



[Ipunoxenne 2
(obs3aTenbHOE)
Cxema (pUCYHOK) ¢ yKa3aHHEM MecTa /11 HAHECCHHs 3HaKa [TOBEPKH CPEICTB U3MEPEHMIT

MecTto ans HaHeceHns
JHAKA TIOBCPKH

Pucynok 2.1 — Cxema (pUCYHOK) € yKa3aHHEM MecTa ISl HaHEeCeHUs 3HaKa MIOBEePKU



