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CEPTUDUKAT
OB YTBEPKJEHUM THUIIA CPEJICTB U3MEPEHMIA

(:[B Ne 18633 ot 3 ampessa 2025 T.

Cpoxk neiicteus mo 3 ampens 2030 r.

HauMeHoBaHME TUTIA CPEICTB U3MEPEHUIA:
AHAJIH3aTOphLI aBTOMATHYECKHe reMaTojiorudeckue cepun XN

[IpousBOOUTEINE:
«Sysmex Corporation», fAmonust

Brigan:
«Sysmex Corporation», SInonus

JIOKyMEeHT Ha IIOBEPKY:
MPE MIL.4243-2025 «Cucrema ofecrnedennsi exuHcTBa H3Mepennii Pecny0suxku bemapyce.
AHaJn3aTophbl aBTOMaTHYeCKHe reMaToorndeckne cepuu XN. Meroanka nosepKm»

VHTepBan BpeMeH! MEeXIy IOCYIapCTBEHHBIMHU MOBepKaMu: 12 Mecsines

Tun cpeicTB HM3MepeHM yTBEPXKIOEH IOCTaHOBJeHWEM 1 '0CyTapCTBEHHOro  KOMHTETa
110 craggapTusanuu PecryGnuku bemapycs ot 03.04.2025 Ne 43

CpezicTBa M3MEPEHHUI JAHHOTO THIIA CPEICTBA WU3MEPEHMH, IPOM3BOJMMEIC B IIEPHOA CpOKa
NeficTBHA  JAHHOTO  cepTHduKaTa 00  YTBEP)KACHMM THIA  CPEICTBA  H3MCEPEHHH,
WIM yTBEP)KIEHHBIH THII €IMHUYHOIO SK3EMIUIApAa CPENCTBA HM3MEPEHMH pa3pellaroTes
K TpUMEHEHMIO Ha Teppuropuu PecmyOmuku bemapyck B COOTBETCTBMM C IPHIAracMbIM
OIMCaHMEM THIIA CPEJICTBA U3MEPEHHH. SR

3amecturens [Ipencenarens N.A.KucneHko




OIMMCAHUE TUIIA CPEJICTB U3MEPEHUN
TIPUIOKEHHUE K CepTHHUKATY 00 YTBEPIKIESHUH TUIIA CPEICTB U3MEPCHUH

oT_J ﬂ,;;/f;/wz 20T Ne /5527

HauMeHOBaHHE THIIA CPEACTB M3MEPEHUH 1 X 0003HAUCHHE!
AHanu3aTophl aBTOMATHIECKHE FeMaTonoruaeckne cepun XN,

Hasuauenue u 0671aCTh IPUMEHEHHUA:

AHanu3aTOphl aBTOMAaTHYECKHE Temaroioryueckme cepuu XN (manee -
AHATM3aTOPH]) NPENHA3HAUCHBI IUIsI H3MEPEHHUA CIETHOM KOHUEHTPALUH JIEHKOIUTOB,
SPUTPOLMTOB, TPOMOOIIMTOB M MAcCOBOM KOHLEHTPAlMH remMornobuHa B 0bpasiax
KPOBH UeJIOBEKA.

O6acTh NPUMEHEHHs — H3MEPEHHUs NPH OOECHEYEHHM 3allUThl JKU3HU U
370POBbs YENIOBEKA, OKA3aHHH MEIHIIMHCKOH MOMOLIH.

Omnncanue:

[IpuHIMO NEHUCTBHUs aHAaIW3aTOPOB OCHOBAaH HA KOHIYKTOMETPHYECKOM H
hoTOMETPHUESCKOM METOJaX H3MEPEHHH.

KoHaykTOMETpUYECKU  MeTON  TNPUMEHAETCs B aHanmMsaTopax — Aud
OTIpENeTeHHs CYETHOW KOHLEHTPALHH JISHKOLHUTOB, 3PUTPOIUTOB, TPOMOOLHTOB,
QoTOMeTpUYECKHA METOA - JUI  ONpENENEHWs MAaccOBOM  KOHLCHTPALWH
reMoryio0rHa.

Ananu3aTopsl M3roTaBnuBaroTes B ucmonHeHMax: XN-1000, XN-1500, XN-
2000, XN-3100 u cOCTOAT M3 OCHOBHBIX OJIOKOB: MOTYTb M3MEPUTEIbHBIN
XN-10/XN-20, po6OOTI0OIaTIUK SA-01/SA-10/SA-20/SA-21/SA-31, 60K
MOATOTOBKM TeMaToJOorHiecknx mpenapatos SP-50, 610k obpaboTku mHGOpManuu
[PU (IIK, MOHMTOp, NpHUHAIIERKHOCTH), NHeBMaTHueckud Omox PU-17. B
3aBHCUMOCTH OT HCIONHEHHUS aHAIH3aTOPhl KOHPUIYPHUPYIOTCI B COOTBETCTBHHU C
Tabmumei 1.

Tabnuna 1
Hcnonmenne aHanu3aTopa OcHoBHast KOHQUT ypaIus

XN-10 + SA-01

XN-1000 XN-10 + SA-10
XN-20 + SA-10
XN-10 + SA-21 + SP-50

AR XN-20 + SA-21 + SP-50
XN-10 + XN-10 + SA-20

XN-2000 XN-10 + XN-20 + SA-20

XN-3100 XN-10 + XN-10 + SA-31 + SP-50

XN-10 + XN-20 + SA-31 + SP-50




AHalu3aTophl HMEIOT BCTpOeHHOe IporpaMmHoe obecmedenme (I10),
obGecIieurBaroIlee BBIIONHEHAE M3MEPEHH, 00paboTKy, 0TOOpakeHHe, XPaHEHHE |
Iepenady pe3ynbTaToB u3MepeHuil. [IporpaMMHOe obecriedeHre UACHTUQUIUPYETCS
IyTeM BBIBOJA HOMEpa BEpPCHH HAa MOHMTOP W HMMEET MPOrpaMMHBIC CPEICTBa
3aIUTHI (IIapOoJIb) OT CTOPOHHET0 BMEIATeNbCTBA.

OOl BH] aHAIU3aTOPOB MPECTABICH B IPMIIOKEHNH 1.

MecTo HaHECEHHs 3HaKa IIOBEPKU aHAIN3aTOPOB YKa3aHO B IPUIIOKEHHH 2.

O6s3aTeNbHBIE METPOIOrHYECKre TPeOOBAHNS U3I0KEHBI B TAOIHULE 2.

Tabmura 2
OITyCKaeMoe 3 ;1
HanmMeHnoBaHME TTOKa3aTENL, Jnanazon AIYSRACNMOS SHATEHHR
. OTHOCHUTEJIBHOTO CPEITHETO
€IUHUIIA BETNINHEI U3MEPEHUN 7
KBaAPaTHUECKOTO OTKIOHEHHUs, Yo
CueTHast KOHIIEHTpalus
N ot 0,03 mo 440,00 3,0
aeiikoruroB (WBC), 10% /MK 8
CueTHas KOHLEHTpALS
ot 0,01 mo 8,60 3,0
sputponutoB (RBC), 10%/mx w1 B ’
CueTHast KOHIIEHTpaIus
ot 2 1o 5000 5
tpomboruToB (PLT), 103 /MK #h o
MaccoBasi KOHIICHTpaIusl
T 0,1 10 26,0 2,0
remorinoouna (HBG), r/mn or 0,1 n10 26, ’

OCHOBHBIEC TEXHUYECKUE XapaKTCPpUCTUKHA U METPOJIOTUICCKUEC XaPAKTCPUCTHUKH, HE
OTHOCAIIHCCA K 00s13aTeIbHEIM METPOJIOTHIYECKUM Tpe6OBaHI/I$IM, YKa3aHbI B Ta6JII/IIIe 3,

Tabmuna 3
HanmeHoBaHWE XapaKTEPUCTUKU SLLELE
PaKTep XN-1000 | XN-1500 | XN-2000 |XN-3100
Jlnanason HaNPsDKEHUA IUTAHUS CETH 100 - 240
IIEPEMEHHOr0 TOKa, B
HomuHanbHas yacToTa MATAIOIIEH ceTH, 111 50/60
ITorpeb6seMass MOIIHOCTE, B-A, He Oomee 600 980 870 1490
["aGaputHbie pazmepsl (IIIXI'xB), MM, 645% 1006x 960x 2000x
He 6osee 755%855 | 1053x855 | 880x855 [1083x921
Macca, KT, He 6ojee 78 207 143 320
VY coBuS SKCIUTyaTaluu:
- THara30H TeMIepaTyphl OKPYIKarOIIEro
I— ot 15 1o 30
- TUana3oH omocmenmic:n BIIQKHOCTH o1 20 10 85
OKPY’KaroIIero Bo3yxa, %o
YcnoBusa XpaHEHUA:
}-3 gf;;xa;’o% TEMITEPATYPHI OKPY>KAFOIErO ot -10 110 60
- TAAna30H OTHOCUTEIHHON BIaKHOCTA OK-
ot 20 1o 95
py’KaroIiero Bo3ayxa (6e3 KoHieHcaun), %o




KOMIUIEKTHOCTE aHaIM3aTOPOB yKa3aHa B Tabnuie 4.

Tabmuua 4
Haumenosanue LR
’ XN-1000 XN-1500 | XN-2000 | XN-3100
Monyas usmeputenbbrit XN-10! lwr|l mr.| - |lmwr| - |2mr|l wr2 mr |l o
Monyis n3mepurtenshbii XN-20! - - Nmr| - |lwr| - |[lwr| - |lmr
Mpo6omomatank SA-10 (B kommuekre)| - |1 mr.|1 mr. - - -
poGononatumk SA-01 (B kommuekre)!|l mT.| - - - - -
IIpo6omonaTark SA-20 (B kommiekTe)' - - 1 mr. -
ITpo6onomatanx SA-21 (B kommnekre)' - 1 mr. - -
I[Ipo6onomaruank SA-31 (B kommyekTe)! - - - 1 mr.
Biox SP-50 (8 xommaekre)’ - 1 T, - 1 mr.
[TaesmaTtuyeckui 0ok PU-17 (B
I mT.
KOMILJIEKTE)
YerpoiictBo cO0opa 0TXOOB
I mrt.
(B KOMILJIEKTE)
Brok obpaborku napopmanuu [PU |
(B KOMIUIEKTE) '
Py4HO¥ CUMTBIBATEND IUTPUXKOIOB
1 mT.
¢ kabereM
PyxoBOACTBO IO 3KCIITyaTalluu
«AHaIM3aTOp aBTOMATUIECKUN 1 3xs.
remaronorundeckuid. Cepusa XN»
[Tacmopt «AHAIM3aTOP aBTOMATHYEC-
s . I 3K3.
Kui remaronorndeckuil cepuu XN»

[Mpumeuanune - KOMIUIEKTHOCTE ONpENENsAETCsi B COOTBEICTBUHM C OCHOBHOH
KoH(UTypalyeit, mpencTaBaeHHON B Tabnuue 1

ﬂOHOHHHTeHBHO K KOMIIJICKTHOCTH, YKaSaHHOﬁ B Ta6HI/IH€ 4, IO OTACIBHOMY 34aKa3y
MOTYT IIOCTaBJIATHCSI KOMIIOHCHTHI B COOTBCTCTBHUHU C Taﬁnnueﬁ 5.

Tabnuua 5
Haumenosanune st
XN-1000/XN-1500|{XN-2000{XN-3100

1 2 3 4 5
CrennanpHas Tenexka WG-10 (B koMruiekTe) 1 mmT. - - =
CrennanpHas Tenesxka WG-17 (B koMIuTekTe) - 1 mr. - -
CrneunansHasg Tenexka WG-20 (B kOMIUIEKTE) . - 1 mrr. -
CrienmanpHas tenexxka WG-31(B xkoMmiekTe) - - - 1 mr.
PesepaHbiit Oak 1 mT. I mr. I . 1 mt.
Pesepsyap RR-10 (B xommIexre) - - - 1 mT.
RU-20 1 mT. 1 mT. 1 mr. 1 mr.
CencopHbI# qucmiein lmr. | lwr. | lmr | 1mr
[IpunTep MaHHBIX 1 m. I mT. 1 mT. 1 mr.
['pacdymueckuit npuHTED l mr. | I 1 mT. 1 mT.
[MpunaTep cIUCKOB 1 mr. I mT. I mr. 1 mT.
JlaTumk 3amoMHEHUs OaKa ST OTXOJO0B 1 mT. 1 . 1 1T, 1 mor.




Oxonuanue TaOIHILEI 5

1 2 3 4 5
Bremnuii ceeroBoit uaankarop SI-10 (B kommuekre)| 1 mr. | [T 1 mr. 1 mr.
Buewmnwuit ceetosor unaukarop SI-11 (B xommaexre) - - = I mr.
Bueminuit ceerosoi uaaukarop SI-13 (B kommrekre) - - = 1 mT.
Bremuuit cetoBoi uHaukarop SI-14 (B koMIiekTe) - I mt. - 1 mT.
Brewnuit cBeToBoM HHAnKaTop (amma B cbope Ne 7) 1 T, - lmr. | 1ot
CuuThIBaTEIH CMApPT-KapT - 1 mt. - 1 mrt.

MecTo HaHeCEHUA 3HAKA YTBEP/KACHUS THITA CPEIICTB U3MEPEHUN: 3HAK YTBEPKICHUA
THIIA CPEICTB H3MEPEHHH HAHOCUTCA HA TUTYIBHBIM JIMCT PYKOBOACTBA IO
9KCIUTyaTalliy U NMacropra.

[Tosepka ocymectiasercs no MPB MI1.4243-2025 «Cucrema obecrnedcHus
enuHCTBA u3Mepenuit PecnyOmwku bemapych. AHamM3aTophl aBTOMATHYECKHC
remarojiorndeckue cepur XN. MeTtonuka MoBEpKU».

CemeHus o MeToAukax (MeTOmax) wW3MepeHWH (IpU HAIWYMH). CBEICHHUA
OTCYTCTBYIOT.

TexHM4YeCkre€ HOPMATHBHBIC TMPABOBBIE AaKTBl M TEXHUYECKHE HOOKYMEHTHI,
YCTaHABIHBAIOIIHE:

TpeGOBaHUs K TUITY CPEICTB N3MEPEHUN: TeXHUYIECKas NTOKyMEHTauus (PyKOBOICTBO
110 3KCILTyaTanuy, nacnopt) pupmer «Sysmex Corporation», Snonus,

Metonuky mnosepku: MPB MI1.4243-2025 «Cucrema obecredeHus €IWHCTBA
U3MEPECHUHN PecmyOmiku benapycs. AHaJIH3aTOPEI aBTOMAaTUYECKHE
reMaronorudeckue cepun XN. MeTtoauka oBEpKU».

[TepedeHb CPEACTB MOBEPKH yKa3aH B Tabnuie 6.

Tabnuua 6

KonTtponsHele obpasipr cocraBa kpoBn XN Check (yposrum L1, L2, L3) dupmst
«Sysmex Corporationy, Anonus

[Ipu6op nsmepurensusiit [IHM-002/1, ot 5 % 1o 98 %, A ==+3 %;

ot 5 °C no 40 °C, A=40,5°C

[Ipumeuanne — JIOmyckaercs NpHMEHEHHe IPYTHX CPENCTB MOBEPKH, OOECHEUMBAFOIINX
OIIPEACICHNE METPOJIOTHYECKUX XaPAKTECPHCTHK C Tp€6y€MOI‘/’I TOYHOCTBIO.

Wnentudukanus IPOTPaMMHOTO obecnieueHUs: HOMEP BEpPCHHU
(nnerTHduKauoHHbIH HOMep) [TO aHanu3aTopos, He HIKE — Ver. 22.

3aKIFOueHHEe O COOTBETCTBHM YTBEIKICHHOTO THIIA TPEOOBAaHMAM TEXHHUYECKHX
HOPMATHBHBIX TPABOBBIX &KTOB W/WIM TEXHHIECKOH JOKYMEHTALMHM MPOU3BOIAUTEILT:
AHANIM3aTOPBl ABTOMATHYEeCKHe remartonorudeckue cepur XN  COOTBETCTBYIOT
TpeGOBAHUAM TEXHHUECKOH NOKyMEHTANH (PyKOBOICTBA 10 3KCILTyaTaluH) GUpMEI
«Sysmex Corporationy, SnoHus.



[TpoM3BOIUTETH CPECTB U3MEPEHHUIL:

«Sysmex Corporation», Smonus,

agpec: 1-5-1 Wakinohama-Kaigandori, Chuo-ku, Kobe, Hyogo, Japan
ten.: +03-5843-6494, www.sysmex.co.jp

VIIOTHOMOYEHHOE FOPHAMYECKOe JIUIO, IPOBOAMBINEE HCIBITAHUA CPEACTB
H3MEPEHUN/METPOIOTHYECKYIO ~ OKCIIEPTU3Y  EIWHMYHOTO OK3EMIULIpa  CPEICTB
U3MEPEHUN:

PecryGirKaHCKOe YHUTAPHOE NIPENIIPUSITHE

«BpecTCKuUli EHTp CTaHAapTH3aL{H, METPOIIOTHH U CEPTUDUKALIINY,

ampec: anpec: yi1. Kuxkesarosa, 10/1, 224001, r. bpect, Pecry6nuika benapycs,

Ten.: +375162 580870, daxc: +375162 580871, e-mail: csm@csmbrest.by

[Tpunoxenue: 1. ®oTorpaduu cpencTB U3MEPEHUH Ha 3 IHCTaX.
2. CxeMa ¢ yKa3aHHEM MecTa JJI HAaHECEHHMs 3HaKa MTOBEPKHU
CPENCTB M3MEpEeHnH Ha 1 JucTe.

Hupexrop PVII «bpecrckuit LICMC» ,,/{ ] / A.A. IIpokomnyxk




[Tpunoxenue 1
(obs3aTenBHOE)

dororpadguu cpefCTB U3MEPEHUN

AHanuzaTophl aBToMaTHdeckue remaronorudeckue cepur XN XN-1000

- Vi

AHanmu3aToOphl aBTOMaTHYeCKre reMaronorudeckre cepur XN XN-1500



AHanm3aTopsl aBTOMaTHIecKue remaTonorudeckue cepur XN XN-2000

AHanu3aTopsl aBToMaTHdeckue remaronoruueckue cepur XN XN-3100

Pucynok 1.1 — @otorpaduu o01Iero BUaa aHaIU3aTOPOB
aBTOMATHYECKHUX IeMaTOJIOTHIECKUX cepruu XN
(u300paKeHUST HOCAT MILTIOCTPATUBHBIN XapaKTep)
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Pucynoxk 1.2 — @oTtorpaduu MapKMPOBKH
(1306pakeHHs HOCAT WILTFOCTPATUBHBIN XapaKTep)



[Tpunoxenue 2
(o0s13aTenpHOR)

Cxemac YKa3aHHEM MECT I HaHECEHU 3HaKa IIOBCPKU CPELICTB I/IBMGPGHHfI

Mecta nnsa
HAaHECEeHUS
3HAKa MOBEPKHU
(ki1etiMo-HaKIIelKa)

Pucynoxk 2.1 — CxeMa ¢ ykazaHHMEM MECT JUIsl HAHECCHHUs 3HaKa II0OBEPKU
aHAIM3aTOPOB ABTOMATHYECKUX IT'eMaTOJIOrn4IecKux cepur XN



