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mindray

09.11.2022

To whom it may concern,

Declaration
We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (“Mindray”), the
manufacturer ofthe following medical devices:

M-6DR DILUENT for hematological analyzers of the BC series !

hereby declare that,

the attached contents is <Instruction for use of the medical device in Russian of M-6DR
DILUENT for hematological analyzers of the BC series> used for Russian medical device

registration; this file introduces the Instruction for use of the medical device.

The attached contents is used only for the medical device registration in Russia, and is

required notarizing according to Russian official regulations.

Very truly yours,

Mr. Liu Jiguang

Deputy Manager of Technical Regulation Department

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, People’s Republic of China.

Ten. +86 755 81888998,

thakc: +86 755 26582680

http:// www.mindray.com
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mindray

Mindray Building, Keji J2th Road South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, People's Republic o fChina.

Ten. +86 755 81888998,

thakc: +86 755 26582680

http:// WWW.mindray.com

Deputy Manager of Technical Regulation Department
Shenzhen Mindray Bio-Medical Electronics Co., Ltd

INSTRUCTION FOR USE OF THE MEDICAL DEVICE IN RUSSIAN I

M-6DR DILUENT for hematological analyzers of the BC series

MHCTPYKUWMA no MPUMEHEHUWIO MEOAVNUMNHCKOIO U3AE/TNA
HA PYCCKOM A3bIKE

PaszbaButens M-6DR DILUENT gns rematoqiormyecknx aHanmsaTopos cepum BC

Mindray Building, Keji 12th Road South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, People’s Republic of China.

Ten. +86 755 81888998,

(hakc: +86 755 26582680

http:// www.mindray.com
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1. HaumeHoBaHuMe
Pas6aBuTtens M-6DR DILUENT gnsi remaTofiormyecknx aHanmsatopos cepum BC.

2. Tun
M-6DR

3. YnakoBKa
4nx 1, 1nx 4

4. LleneBoe HasHauyeHne
MpegHa3HayeH [na  OMArHOCTMKW in Vvitro, N9 KOMWMYECTBEHHOTrO OMpPeAeneHns CBA3aHHbIX C
PeTUKynounTaMn napameTpoB, COBMECTHO C KpacuTenem M-6FR DYE/ M-68FR DYE B o6pasuyax
LenbHOM (BEHO3HOW W KanuAispHOW) W npefBapuTeNbHO pa3baBfieHHOV KPOBM YenoBeka Ha
remaTonornyeckmx aHanmsaTopax cepuun BC.

5. MpuHuUnn gencTeuns
Pasbasutens M-6DR DILUENT npugaet aputpountam cepryeckyto gopmy, crnocobeTsyeT
OKpalVBaHUIO PETUKYNIOUUTOB C MOMOLLbLIO KpacuTens M-6FR DYE/ M-68FR DYE . OH
yyacTByeT B U3MEPEHUN CBA3AHHbLIX C PeTUKY/oUUTaMU MapaMeTpoB Mpu MoMOLM TEXHONOrUU
SF Cube (3D-aHanm3 Ha OCHOBaHWN NH(OPMaLMK OT pacCesaHUs 1a3epPHOro U3nyyeHuns nog asyms
yrnamu u gyopecueHTHbIX CUTHaN0B).

6. [eiicTByloLlme BelwecTBa
TriS - OYPEP.cvieeviieciee e, <1%

7. YcnoBusa XpaHeHWs N CPOK rogHOCTU
XpaHUTbL peareHTbl 418 aHaJU3aTOPOB remaTo/IorMYecKnuX aBTOMaTUYECKUX Heob6X0oaumo B
XOpOLWO MPOBETPMBAEMOM MOMELLEHNW, B KOTOPOM He CKanivMBaeTcsi KOPPO3MOHHO-aKTUBHbIN
ras, npu Temnepatrype 2'-30 °C ¢ BlaXXHOCTb0 MeHee 90%. Cpok rogHocTu 2 roga.

AnanasoH paboumx TemnepaTyp MpPOAYKTa COOTBETCTBYeT [AManasoHy A8 NPUMEHUMbIX
annapatoB (oT +15 °C po +32 °C, npu OTHOCUTENbLHOW BRaXHOCTU He 6onee 90%). Cpok
XpaHeHUs nocne BCKPbITUA ynakoBku 90 AHEN.

8. CoBMecTMMOCTb
[JaHHbln npenapaT MOAXOAUT AN UCMONb30BaHWSA C aBTOMaTUYECKUMWU TemaTo/iorMyeckKumm
aHanusatopamu mogenun BC-6200/BC-6800Plus/BC-6800/BC-720[R]/BC-780[R], npou3soacTBa
LLI3HbYK3IHbMaliHApainbuno-MeankandneKTpoOHUKC Ko., nTa (ShenzhenMindrayBio-
MedicalElectronicsCo., Ltd).

9. TpeboBaHUA K npobe
Cexas LienbHasa (BEHO3HAas U KanunnspHas) U npeasaputesibHO pas3baBneHHas KpOBb YenoBeKa ¢
aHTMkKoarynsHTom K3EDTA nnn K2EDTA. He ncnonb3yiiTe 3arps3HeHHble 06pasLibl.

10. Heob6xoauMmble MaTepuasbl, He BXOAALLNE B KOMMIEKT NOCTaBKM
Cnegytolime MaTepuanbl HeO6XO4MMbI, HO HE BXOAST B KOMM/EKT MOCTaBKW: W3MepUTENbHbIE
NpU6opPbLI U COOTBETCTBYHOLLME peareHTbl NPOM3BOACTBa KOMMaHuy Mindray.

11. VIHCTPYKLMA MO NPUMEHEHUIO
1) MpocneamnTe, 4TO6LI TEMMNEPATYpPaA MpenapaTa COOTBETCTBOBA/A paboyeii TemnepaType;
2) OTKpOIiTe BHELLHIOW YNaKoBKY W BCTaBbTe 3a60PHYH TPYOKY B €MKOCTb C peareHToM, npu
9TOM LBET KPbIWKM EMKOCTW C peareHToM W COEAMHWUTENA KPbIWKW aHanusatopa [A0/KHbI
cosnagartb,
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3) Kpenko 3akpyTuTe KpblllKYy W 3aMeHWTe peareHT B COOTBETCTBUMM C PYKOBOACTBOM MO
3KcnyaTalym aHannM3aTopa;

4) MpousseguTe X0N0CTYH NPoGy U NpPoBepbTe pesynbTaTbl. ECIM pe3ynbTaThl COOTBETCTBYIOT
Tpe6oBaHMAM K X0OCTOW Npo6e, onpeseneHHbIM B PyKOBOACTBE MO 3KCNIyaTalyn aHann3aTopa,
YCTAHOB/IEHHbI peareHT npWUrofeH [Ans NpoBefeHMs aHanu3a o06pasloB. [logpo6Hyo
MHOPMaLMIO CM. B PYKOBO/CTBE MO 3KCNyaTalun aHanmn3aTopa.

12. XapaKTepucTuku
1 ®u3nyeckune csoicTBa: lpo3payHas XWUAKOCTb 6e3 0Cajika, B3BELUEHHbIX BELLeCTB WUIn
XNOMbLEBUAHOIO OCajKa.

2. Pe3ynbTaTbl X0N0CTOM NPo6bl: Pe3ynbTaTbl X0N0CTOV NPOo6bLI peareHTa,nPOTeCTUPOBAHHOMO Ha
aBTOMATUYECKOM TemMaToniorMyeckoM aHanmusatope Mindray, [JO/MKHbI COOTBETCTBOBATb
Tpe6oBaHMAM, yKasaHHbIM B Tabnuue 1

Tabnuua 1
MapameTp TpeboBaHMA K (h)OHOBOMY MOACHETY
RBC-0 <0.02x10"n
PLT-0 <5x10®/n

13. Mepbl NpPeaoCcTOPOXHOCTH
TonbKo Ans npoeccnoHanbHOMN AnarHoCTUKKY in vitro.
Mepes Mcnonb3oBaHWEM 3TOr0 MpenapaTa BHMMATE/IbHO NPOYUTaTE WHCTPYKLUKO MO
NPUMeHeHWI0.  Mcnonb3yilTe [0 WCTEYEHMS CpPOKa TFOLHOCTM U YTUIM3UPYWTE
Hag/iexxawmm o6pa3om rnocsie ero OKOHYaHus.
He ncnonb3yiTe peareHT, eCnv OH 3aMOPOXKEH.
Ecnn nocne TpaHCNOPTUPOBKM peareHTa pe3y/bTaTbl X00CTOWM NPOo6bl He COOTBETCTBYIOT
HOpMe, Mepes MWCNoO/ib30BaHMEM OCTaBbTe peareHT Ha 24 4yaca NpyY KOMHATHOM
TemnepaType.
Ecnv peareHT 3arpsisHeH WAM NoABEPrcst BO3AENCTBMIO APYTUX (haKTOPOB M OTK/IOHSETCA
OT HOPMbI, NPeKpaTnTe ero NCNoib30BaHNE MU 3aMEHNTE HOPMa/lbHbIM.

6. YTuansupyirite OTXOAbl, OCTaTOYHble MPOAYKTbl W 3arps3HEHHYK YMNakoBKY B
COOTBETCTBMM C rOCYAapCTBEHHbIMU HOPMATUBHO-NPaBOBLIMU aKTaMMu.

7. Ha aHanun3 06pasyoB MOryT BMATL Cnefytoline (akTopbl: peareHT ¢ UCTEKLWNM CPOKOM
rOAHOCTMN WAN HENPUIOAHbLIV PeareHT; peareHT, 3arpA3HEeHHbIN Mblfbl0 NP KOHTaKTe C
BO3YyXOM; HenpasW/ibHOe o6palleHne ¢ npoboK; CMmellMBaHWE WAN UCNOJb30BaHME C
peareHTamu, MpoOW3BEAEHHbIMU  PYroM  KOMMaHWewn; CMeliMBaHMe  OCTaTOYHbIX
NPOAYKTOB M3 CTapoOil M TONIbKO YTO OTKPLITOW €MKOCTW; MCMONb30BaHWe B YCNOBUSAX,
OT/IMYHbIX OT YKa3aHHbIX.

8. TNpumnTe HeobXoauMble Mepbl NPeLOCTOPOXHOCTU MPU WUCMOMb30BaHUWU NpoaykKTa. He
npornarbiBaiTe. M36erante KOHTaKTa C KOXel 1 CAn3ncTeiMn 060n104kamu. Ecnv peareHT
C/lyyaiiHO nonan B pPOT, Ha KOXY WX B rNasa, NpoMoiite 60/bLINM KOIMYECTBOM BOfAbl U
npu HeO6X0ANMOCTN 06paTUTECH 38 MEAULMHCKON NOMOLLGIO.

9. YTunmzauma oTpaboTaHHON >KMAKOCTM W MaTepuanoB [AO/MKHa OCYLLEeCTBAATHCA B
COOTBETCTBUM C MECTHLIMU NpaBuIaMu.

10. MacnopT 6e3onacHocTn MaTepuana (SDS) focTyneH no 3anpocy.

11. MpoAyKT 0TBEYaeT COBPEMEHHbLIM TPeOOBAHUAM, U BCE BbISB/IEHHbIE PUCKM OblIN CBELEHbI
K MUHUMYMY, a 00LLMIA OCTAaTOUYHbIA PUCK SBNSETCS MPUEMIEMbIM.

12. O n6OM Cepbe3HOM MPOMCLLECTBMM, CBA3AHHLIM C YCTPOMNCTBOM, ChnefyeT COOOLNUTb
NPOV3BOAMTENO U KOMMETEHTHOMY OpraHy rocyfapcrBa-ysieHa, B KOTOPOM HaxogaTcs
nosnb3oBateb W / NN NaLUEHT.

14. T'paduryecKkue CMMBOSbI
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Lidr] X

Kopg, naptumn Mcnonb3osatb 40 Mpenen Temnepartypsbl
%
ml K1
[nana3oH BnaxxHoOCTU M3roTtosutenb MeguunHckoe usgenve gna

[AMarHocTuku in vitro

REF E3 03

Homep no katanory YNoNHOMOYEHHbI NpeacTaBuTeNb B O6paTntecb K MHCTPYKLUMMU MO
EBponeiickom coobuiecTse NPYUMEHeHNIo
(( uDI
CooTBeTCTBME EBPOMECKAM YHUKasbHbIA naeHTUudmkaTop
cTaHZapTam ycTpoiicTBa

15. OroBopkKa 0 npase MHTENIEKTYa/IbHON COGCTBEHHOCTH
KomnaHus LLsHbYX3Hb MaiiHapali bno-Meankan 3nektpoHuke Ko., Jita. (Shenzhen Mindray
Bio-Medical Electronics Co., Ltd.), (umeHyemas panee «Mindray») Bnageet mpasoM
WHTeNNeKTyalbHOM COBCTBEHHOCTM Ha NpoayKumo Mindray u jaHHOe PyKOBOACTBO. Y Ka3aHHas
B [aHHOM PpYKOBOACTBE WHMOPMaLMA MOXET OblTb 3aljulieHa aBTOPCKUM MpaBOM WU
nateHTamu. [lJaHHOe PYKOBOACTBO He MNoApasyMeBaeT MpefoCTaBfieHWEe HUKAKMUX JINLEH3NIA B
COOTBETCTBUM C NATEHTHbIMWU NpaBaMu UM aBTOPCKUMK npasamu Mindray unv gpyrux nu.
Mindray nmeeT HaMepeHne COXPaHUTb CoZepXaHue LaHHOro PyKOBOACTBa KOH(PUAEHLMANTbHBIM.
PasrnaweHme WH(OpPMaLnUM, U3N0XKEHHON B JaHHOM PYKOBOACTBE, KakMM-Mb0 obpa3om 6e3
NMUCbMEHHOTO corfiacus Mindray CTporo 3anpeLyeHo.
My6nmkayms, n3MeHeHWe, BOCNPOU3BEAEHME, pPacrnpoCcTpaHeHWe, apeHa, afanTtauus, nepesof
unn nobas gpyras npomssogHas paboTa C faHHbIM PYKOBOACTBOM KakMM-Mb60 obpasom 6e3
MUCbMEHHOTO paspewleHns Mindray KaTeropmyeckiu 3anpeLlaeTcs.

16. KoHTakTHaa nHpopmaunsa

Mpown3soguTens:

LLIsHbYK3Hb MaitHapaii buo-Mepaukan dnekTpoHuke Ko., NTA. (Shenzhen Mindray Bio-
Medical Electronics Co., Ltd)

Apnpec: 3paHune “MwuHgpeii”, Kempxkn 12 PoypnCayt, [pOMbIWNEHHbIA NapK BbICOKUX
TexHonoruii, Hanbwaxb, 518057 LLUIaHbYWK3HbL, KnTaiickas HapogHaa Pecny6nvka
(Mindray Building, Keji 12* Road South, High-Tech Industrial Park, Nanshan, 518057
Shenzhen, People’s Republic of China)

3n. agpec: service@mindrav.com

Ten:+86 755 26582888

dakc: +86 755 26582680

MpeactaButens B EC: Shanghai International Holding Corp. GmbH (Europe)

Appec: Eiffestrape 80, 20537 Fambypr, MepmaHus

Ten.:  0049-40-2513175

®akc: 0049-40-255726

[aTa yTBepXAeHUS HCTPYKLMM N0 NPUMEHEHNIO
2022.04.12
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MpunoxeHne K VIHCTPYKUUKY N0 NMPUMEHEHUIO MeJULIMHCKOro 1U3aenus
Pas6aButens M-6DR DILUENT ana rematofniormyeckux aHanmsaTopos cepun BC

Mpon3BoauTeNb:

LLIsHbYK3Hb MaliHapaii Buo-Mepaukan 3nekTpoHuke Ko., ITA.
(Shenzhen Mindray Bio-Medical Electronics Co., Ltd)

3paHve “MuHgpei”, Kemxu 12 Poya CayT, MpOoMbILNEHHbIA NapK BbICOKUX TEXHONOT U,
HaHblwaHb, 518057 LLsHbYWK3HbL, KnTalickasd HapogHas Pecny6imka

(Mindray Building, Keji 12** Road South, High-Tech Industrial Park, Nanshan, 518057
Shenzhen, People’s Republic of China)

YNONHOMOYEHHbIN NPeACTaBUTEb:

O6LLEeCTBO C OrpaHNYeHHO 0TBETCTBEHHOCTbIO «MuHApein Meankan Pyc»
(OO0 «MuHapeit Meankan Pyc»)

129110, r. MockBa, BH. Tep. I. MyHULMNanbHbIA OKPYTr MeLaHCKuiA, Np-KT ONMMNUACKUNA,
4. 16, ctp. 5, aH./nom. 4/1, kom. 7, 1la

Ten.: (499) 553-60-36, hakc: (499) 553-60-39
E-mail: info.ru@mindrav.com

MpunoXeHWe K MHCTPYKLMM MO NPUMEHEHWIO NMPEeOCTaBISETCS B 3/IeKTPOHHOM B MO 3anpocy.
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1. CocTaB 1 onucaHue

Pasz6asutens M-6DR DILUENT pns remartofiornyeckux aHanusatopos cepun BC, B
BapuaHTax UCMOSHEHNS,

1 Pas6asutens M-6DR DILUENT ans remaTonornyeckux aHanmsaTtopos cepun BC (4 n), B
cocTase:
1.1. Pa3basuTenb M-6DR DILUENT gna remaTonorMyeckux aHanmsatopos cepuun BC (4
n
1.2. IHCTpYKLMA NO NPUMEHEHUIO

2. Pasbasutenb M-6DR DILUENT pgna rematofniormyeckux aHanmsaropos cepun BC (1n x 4
LUT.), B COCTaBe:
2.1. Pasz6aButens M-6DR DILUENT ans rematonormyeckux aHanmsatopos cepun BC (1n
x 4 WT.)
2.2. VIHCTpYKUMSA NO NPUMEHEHUIO

dYHKUMOHaNbHOE Ha3HaYeHue - nabopaTopHas AnarHocTrKa in vitro

Pacxof peareHTa He 60/ee 2 M/I/TeCT.

2. TlMokasaHnsa K NPpUMeHeHuIo.
O6paboTka 06pas3yoB Mpu BbIMOMHEHUW aHa/iM3a, COBMECTHO C  WCNOJSIb30BaHUEM
remMaTon0ormMyeckoro aHanusaropa.

3. lpoTmBoOnoKasaHus.
ABGCONIOTHbIE U OTHOCUTE/IbHbIE MPOTUBOMNOKA3aHNA OTCYTCTBYHOT.

4. TMo6oYHbIe aelicTBMUA.
Mo60o4YHble AeCTBMA OTCYTCTBYIOT.

5. NHdopmaunsa o notpebutene

[aHHbIVi NnpenapaT MOXET MUCMO/b30BaTbCA TOMLKO MEeAULMHCKUMWU paboTHUKAMK, BPa4OM
nnn nabopaHToM; COTPYLHUKOM, MpOLUeAWw M NnoArotoBky B Shenzhen Mindray Bio-Medical
Electronics Co., Ltd naM ynonHOMOYeHHbIM cOTpyaHUMKoM Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.

6. MpUHUMNbLI METOAA WUCCNEe0BaHMS.

MN3mepeHune yposHa WBC.
TexHonorms aHanusa Kretok SF CUBE.

AHanusaTop MCNonb3yeT TEXHOMOrNKD aHanusza Knetok SF Cube gns pacnosHaBaHUs w
0GHapY>XeHNA He3peNbiX KNEeTOK B KPOBKM, NoMUMO anddepeHumaymm WBC Ha 5 nonynsayuii, a
TaKXke Ans naeHTnhmKaumm a4pocoaepKalinx KneTok B XXUAKOCTU opraHv3ma.
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®nyopecLieHLus CopgepxaHue AHK/PHK

Pasgenutens nyda

JazepHbin BHYTpeHHSS CTPYKTYpa KNeTku

PucyHok 1. TexHonorusa SF Cube

ABTOMaTUYECKUNI remartosiorMyecKui aHanmsarop NCMOMb3YeT  TEXHOJIOrMIo
(hiyopecuUeHTHOro okpawwuBaHus B KaHanax DIFF u WNB (kaHan WNB npumeHum ans
remaTonornyecknx adanusatopos BC-6000, BC-6200, BC-6800Plus). 3putpountsl (RBC)
nu3npytoTes, a cyénonynaummn neikountos (WBC) pasnmuyaloTcs no pasmepy U CH0XHOCTM
NN3NPYIOLLEr0 pacTBopa; BeLLecTBa HYKNEWHOBOM KWUC/OTbl B JIEMKOLMTAX OTMEYEHbl HOBbIM
aCUMMETPUYHBLIM (DIYOPECLEHTHLIM BELLECTBOM LUMaHuHa. B Buay pasnnyHoro cogepxaHvs
HYK/EMHOBON KWUCNOTbI B pasHbix cybnonynaumax WBC, cTtaguu 3penoct wam craTyce
naTosIornyeckoro pasBuTusd, 06bEM (IyOPECLEHTHOT0 KOHTPAaCTHOIO KpacwuTens BeLLeCTB
HYK/NEMHOBON KWCNOTbl MOXET ObITb pasnnyHbiM. HWU3KOYrnoBoe paccesiHue cBeTa OTpaXkaeTt
pa3Mep KNeTKu, BbICOKOYT/I0BOE paccesHue CBeTa OTPaKaeT BHYTPUKIETOUYHYIO 3€PHUCTOCTL, a
WHTEHCVBHOCTb CUrHana (hnyopecLeHLny oTpaxaeT CTerneHb OKpallMBaHUA KneTkn. Onpenenss
pasHULY B CUTHane B TPeX U3MepeHNAX KIeTOK, 06paboTaHHbIX U3NPYIOLWUM pacTBOPOM, KaHal
- DIFF pasrpaHuumBaeT cyononynsumm neikoumToB (MMMEGOLUTBI, MOHOLWTBI, HENTPOWbI 1
303MHOMUIIbI), a TaKXe BbISBASET U MapKUpyeT MaTo/IorMyeckme KeTKW, Takue Kak Hespesble
rpaHynounTbl, NaTonornyecknue AUMAQOLUTbl U 6nacTHble KneTkn. Mexay Tem, kaHan WNB
pasrpaHnymBaeT 6a3oqubl U A4POCOAEPXKALLMX 3PUTPOLMTOB M noacunToiBaeT WBC.

MonyyeHne napameTpos, cBA3aHHbIX ¢ WBC

Tabnuua
MapameTtp HasBaHue dopmyna/meTofbl NPOBEPKU EanHuua
bl N3mMepeHn
A
WBC Konunyectso WBC = cymma Bcex 4actuy, B o6nactn WBC 10®/n
nenkKounToB kaHana WNB
Bas# Konunyectso Bas# = cymma Bcex 4actuy B 06nactu Bas 10®n
6asogmnos KaHana WNB
Bas% MpoueHTHOE Bas# %
coF;,eLéxaHme Bas% = WBC x 1000/o
6asogunnos
Lym% MpoueHTHOE Lym% %
cojepxxaHue yactuubiBo6nactn Lym kaHana DIFF
NMMQOoLMTOB. cymmaBcexyacTuuskaHaneDIFF, 3a
UCK/TI0YeHnemobnacTu

paspyLUeHHbIXKNETOK
X 100%
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Neu% MpoueHTHOE Neu% %
coaepxaHue " yactuubiBobnactn Neu kaHana DIFF
HenTpothnIoB cyMMaBcexyacTuuBKaHaneDIFF; 3a

UCK/HoYeHremobnactu
paspyLUeHHbIXK/IETOK
X 100%

Mon% MpoueHTHOe Mon% %
cofiep>kaHue yacTmubiBobacT Mon kaHana DIFF
MOHOLINTOB cymMaBcexyacTuusKkaHaneDIFF, 3a

NCK/TIOYEHNeMO06/1acTH
pa3pyLUeHHbIXKIETOK
X 100%

Eos% MpoueHTHOE yactuubiBo6acTn Eos kaHana DIFF 94
cojepxxaHue cyMmaBscexyacTuiskaHaneOLLP, 3a
303MHO(UI0B NCK0YeHMemob1acTu

paspyLUeHHbIXKNETOK
X 100%

IMG% MpoueHTHOe IMG% %
cojeprkaHue yacTuubiobnactn IMG kaHana DIFF
He3pesbIX cymmaBcexyacTtuuskaHaneDIFF, 3a
rpaHynounTos NcKoYeHnemobnacTu

pa3pyLLIEeHHbIXKNETOK
X 100%

Lym# Konnuectso Lym# = WBC XLym% KON
nMMQounToB

Neu# Konunuectso Neu# = WBC XNeu% 10*/n
HeWTPOohnIoB

Mon# Konunyectso Mon# = WBC XMon% KO'/n
MOHOLNTOB

Eos# Konunyectso Eos# = WBC XEo0s% 10®)n
303MHO(UN0B

IMG# Konnyectso IMG# = WBC XIMG% KO’/n
HespesbIX
rpaHy/iounToB

BbiBog NRBC-napameTpos
Tabnuua 2.
MapameT HanmeHoBaHue dopmyna / metod UCMbITaHNUSA Ep.
) n3M
NRBC%  lpoueHTHoe NRBC% %
coiepXaHue yactuubiBo6nacT NRBC kaHana WNB
A4pocojepkatLin cymmascexyvactuusobnactn WBC kaHana WNB
X 3puTpoLMTOB X 100%

NRBC# Konnyectso NRBC# = cymma Bcex yacTuu, B o6nactu NRBC  10%n
agpocofepXawm  KaHana WNB
X 3pUTPOLMTOB

N3mepeHne ypoBHS remMornobnHa
WcnbiTaTenbHas MoAeNb C NPYMeEHEHVEM KONOMETPUYECKOro MeToja
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PUCYHOK 2.K0NopnMeTpuyecKnii MeToq,

CornacHo MpuHuuny flambepTta-bepa, Korga ny4oK MOHOXPOMAaTUYECKOr0 CBETa MPOXoAUT
yepe3 XOpOLLO pacnpejeneHHbIn He paccemBatoLL il CBETONOI IO Aol pacTBOpP, MOr/0LEeHNe
A nNponopunoHanbHO MPou3BeLeHNI0 ToNWmHbl L v KoHueHTpauum C. Tlocne o6paboTkm
peareHTOM o6pasel, B KaHase HOB BbICTynaeT B KayeCTBe CBETOMOr/IOWAKOLLEr0 BeLLeCTBa,
NMO3TOMY KOHLIEHTPaLMo reMorno61mHa MOXHO U3MepPUTb NYTEM U3MEPEHUS MOTNOLLEHNS.

OTK/IOHEHNE KOHLEHTPaLMX reMorno6rHa
KoHueHTpauus remornobrHa (HOB) paccuMTbiBaeTCs MO CMeAylolleMy YPaBHEHWUIO U
BbIpaXxaeTcs B I/,

Tabnuua 3.
MapameTpbl HanmeHoBaHue dopmyna/ MeTof UCNbITaHNA En. u3m
HGB KoHLeHTpayuma HGB = KoHcTaHTa r/n

remorno6uHa A [OHOBLIADOTOTOKY
V ¢oToTOKNpOoOGLI /

MN3mepeHmne cofepXXaHnsa spuTpoLmMToB/TPOMOOLMTOB
MeToaq  3M1eKTPUYECKOro nmMnegaHca (ons aHanusatopa remMaTos1I0rMyecKoro
aBToMaTuyeckoro BC-6000,BC-6200)

SpUTPOLUTLI/TPOMOOLNTEI NOACHMTLIBAIOTCA U U3MEPAIOTCA METOLOM 3/IEKTPUYECKOr0
nvnegaHca. B3aTblli 06pasel, NocTynaeT B 4O3MPYHOLWMIA 6/10K 3pUTPOLMTOB NOC/e 4BYKPATHOroO
pa3baBneHns. HebonblLLOe OTBEPCTUE Ha [03MpYyoLLeM BNOKe Ha3blBaeTCcs «anepTypoi». MNapa
3M1eKTPO/I0B PacnofioXXeHa C 06enx CTOPOH anepTypbl AN CO3[aHWUS UCTOYHMKA MOCTOSIHHOIO
TOKa. [1OCKOMbKY KNeTKM ABASAKOTCA MJOXUMKU MPOBOAHMKAMM, KOrfa Kaxgasd uvactuua B
pa3baBfieHHOM o06pasue MpPoOXoAMT 4Yepe3 anepTypy nog NOCTOAHHBIM — OTpULATENIbHbIM
[laB/lEHNEM, BO3HUKAET MepexoqHoe W3MEHEeHWe COMpPOTUBEHUS MOCTOAHHOMY TOKY Mexay
anekTpogamu. JaHHOe M3MEHEHME B CBOK OuYepefb MPOU3BOAUT U3MEPUMBIA 3MEKTPUYECKUNA
UMMNYNbC, KOTOPbIA NPONOPLMOHaneH pasmepy yactul. Mpu nocnegosaTeNlbHOM NPOXoAe YacTul,
yepes aneptypy, Mexfay anektpojamu obpasyeTca  cepus  UMNYNbCoB.  Ko/anM4ecTso
reHepupyembIX UMMNYNbCOB YKa3blBaeT Ha KOMMYECTBO 4acTul, MpoLleAwmnx 4vepes anepTypy.
AMNANTYAA KaXKAOT0 MMMybca NPONopLMoHanbHa 06beMY KaXKA0M YacTuLlbl.
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Diluted KfiHple

PucyHok 3. ilnarpamma n3mepeHus

Kaxablii UMNyNbC YCUIMBAETCA U MO CPaBHEHWIO CO BCTPOEHHbIM UCTOYHMKOM OMOPHOr0
HanpsHKeHWs, KOTOPbIA MNPUHMMAET TONbKO WMMNY/bCbl ONPeAeNneHHOW amnauTyfbl, TOMbKO
BK/1HOYAET TONbKO LepebpoCnMHabHYIO XMUAKOCTb M CEPO3HYHO XMAKOCTb MONOCTU (NneBpasibHas
XUAKOCTb U acuMTUYeckas Xngkoctb). LLnpunHa pacnpegeneHns pasmepa KneTkn npeacraBieHa
4yMCAOM YacTul, nafjalwWmnx B KaXAbl KaHan. [iBymepHas Auarpamma pacnpegeneHus
(amarpamma paccesiHusi) ¢ ocblo X (06beEM KNeTKM) M ocblo Y (OTHOCUTENbHOE CofepyKaHue
KNeTOK) NOKa3blBaeT pacnpegeneHne nonynsaumm KneTok.

MeTog wvMnegaHca MPOTOYHOM >KMAKOCTM (ANS  aHa/M3aTOPOB  reMaTosor MYecKnX
aBToMaTuyeckunx BC-6800Plus, BC-6800, BC-700, BC-720, BC-760, BC-780)

1.p«munMI noro>k NPoTouHow YHIKOCT4
KTOpMUMMIii rOTOK NPOTOYHOM MCWM/PCoeTv

PucyHok 4. MeTog umnegaHca NPOTOYHOMN XULKOCTH

CneunanbHblii  [aTYMK MO3BONISET 3puTpouMTaM U TpomboumuTaM MPOXOANUTL Yepes
aneptypy OAVH 3a APYrMM MO O4yepesn nof LehcTBumeM 3adeKkTa «(OKyCMpOBaHMSA» MOTOKa
XUAKOCTU, B pesynbTarte 4Yero (opMUpYyrOTCA WMMMYNbChbl MPOABMXKEHWUS COrNacHO MpUHLUMNY
Kynbtepa. MocTtnpoueccop ycuansaet UMMY/bCbl U CPABHUBAET MUX C NOPOroBbIMU 3HAYEHUAMM
noteHymnana kaHana RBC/PLT, nocne 4ero paccymMTbiBaeTCA KOIMYECTBO MMMY/NLCOB B KaHase
RBC/PLT. NHaue rosops, nony4vyaeMble UMNYNbCbl COPTUPYIOTCS B COOTBETCTBUM C NOPOrOBbIMU
3HaYeHVAMKN MOTeHLMana gna pas/IMYHbIX KaHasloB; YUCNO MMMY/bCOB, MONAaBLUMX B AManas3oH
kaHana KBC/PbT, u ecTb, konudectBo RBC/PLT. KonuyecTBo KMNETOK B KaXAoM KaHase
onpefensieT 00beMHOe pacnpejefieHne KNeToK. AHanuM3atop BbIMNOMHAET MNOCTPOeHME
ructorpammbl RBC/PLT, rge ocb X COOTBETCTBYET KNETOYHOMY 06beMy (B (1), @ OCb y — uucny
K/ETOK.
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Mo cpaBHeEHMIO C 0ObIYHBIM UMMEAaHCHbIM MEeTOLOM 3TOT METOA MMnefaHca MPOTOYHOM
XWUOKOCTU OT/IMYAETCH MOBbILEHHON 3(PMEKTUBHOCTLIO, 60NEe BbICOKUM KauyecTBOM CUTHana,
YNYULIEHHON TOYHOCTbIO pe3yNbTaToB aHa/in3a U MeHbLWNM NOoTPebeHneM peareHToB.

Pe3synbTatbl nogcyeta RBC B 06pa3uax 61Monornyeckori XuaKocTu Takxe nonyyaroTcs no

AJaHHbIM KaHala nMmnegaHca.

TexHonorus aHanmia Knetok SF CUBE

KaHan RET TaKkxXe ncnonb3yeT TEXHOMOMMIO aHanm3a kKnetok SF CUBE. O6wuidi npuHumn
n3mepeHuns B KaHane RET aHanormnyeH npuHumny B kaHanax WNB u DIFF, Tonbko B KaHane RET
RBC He nusupytoTcsi, a cepupytotcs pasbasutenem RET. [anee, HyKNeMHoBas KucnoTa
cthepuyeckux sputpountoB RBC 1 PLT okpalunBaeTcsa hnyOpecLEeHTHbIM KpacuTenem.

MapameTpbl, OTHOCALLMECS K COAEPXKAHUI0 3pUTPOLMTOB

MapameTpbl HanmeHoBaHwme

RBC Konnyectso apuTpoLUTOB

MCV CpefHuii 06bEM
apuTpouunTa

HeT "emaTokpuT

M eH CpefHee cofepxaHue
remornobuHa B
apuTpoumnTax

MCHC CpegHas  KOHLUeHTpauus
remorno6uHa B
apuTpouuTe

RDW-CV WnpnHa pacnpegeneHus
3pUTPOLUTOB
Ko3thpunumeHT BapmnaLmi

RDW-SD WwnpnHa pacnpegeneHus

3PUTPOLUTOB
CTaHAapTHOE OTK/IOHEHMWe

MapameTpbl, OTHOCSLLMECS K COfEPXXaHWUI0 TPOMGOLMTOB

MapameTp HanmeHoBaHMe

PLT CopepxaHue
TpoM6OUUTOB

MPV CpefHuii 06bEM
TpombouunToB

PDW WwnpuHa pacnpegeneHus

TpombouunTOoB
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abnuua 4.
®opmyna/ MeTog UcCnbITaHWSA Ef. nsm
AHanmsatop obecneymBaeT KonimyectBo 10°Mn
aputpouutoB (RBC) HenocpeAcTBEHHO
nocpeacTBOM MNOACYETA 3PUTPOLUTOB,
NPOX0AALLUNX Yepe3 anepTypy.
PaccumtaHoO Ha OCHOBe rucTorpammbl ¢n
3pUTPOLUTOB
_ RBC XMCV %
HeT = T
HGB nr
MeH _'R_BC
MCHC = “5% 100 rin
HeT
M'ctorpamma RBC %
MMonyyeHO Ha OCHOBE CTaHAAPTHOro (N
OTK/I0HEHUSA pacnpegeneHus
3pUTPOLMTOB NO pasmepy
Tabnuua 5.
dopmyna / MeTof UCMbITAHNSA En.
n3m
KonunuecTso TpOM6OLMTOB (PLT) 10%n
onpegenseTcs HernocpeACTBEHHO
nocpescTBOM Mojacyeta TPOMOOLMTOB,
NPOXOAALLMX Yepes anepTypy.
CpepHuin  06vem Tpombouutos (MPV) ¢n

paccuMTbIBAETCA HA OCHOBE TMCTOrpaMmbl
PLT.

LLinpuHa pacnpegeneHns Tpom6ouuMTOoB
OMpegenstoT nocpeacTsoM rMCTorpammbl
TPOMOOLMTOB U MepefaeTca B KayecTBe
10 reoMeTpuYecKnx CTaHAapPTHbIX
OTK/NOHeHul (10 GSD)



X

A

PCT TpomboKpuT
P-LCR* OTHoCuTENLHOE
KO/INYecTBO KPYMHbIX
TPOM6OLMTOB
P-LCC CopeprkaHue KPYMHbIX
TpoM60OLMTOB
IPF ®pakyma He3penbIX
TPOM6OLMTOB
PLT-I Yucno TPOM6OLMTOB-
nmnegaHc
PLT-H Yuc. TpomboL,. rnbpua,.
PLT-0 Yucno TpomboL,. — onTumy.
MapamMeTpbl peTUKYNOLMTOB
MapameTp HanmeHoBaHune
RET% lMpoueHTHOe cofepkaHue
PeTUKYNOLNTOB
RET# Konnuectso
PeTUKYNOLNTOB
HER Bbicokoe
(hlyopecueHTHoe
COOTHOLLEHME
MFR CooTHoOLLeHune
cofepxxaHus
cpefHed1yopecLeHTHbIX
K/eToK
LFR Hu3koe nyopecueHTHOe
COOTHOLLIEHWE
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PLTXMPV %
PCT =

10000
OTHOCUTENbHOE KOMWYECTBO KPYMHbIX %
Tpombouutos (P-LCR) nonyyeHo w3
rMcTorpammsi TpoM60oLMTOB n
npeAcTaBaseT COOTHOLIEHWE KOMMYecTBa
TpomboumMTOB pasmepom 6onee 12 ¢ K
obuemy ymucny TpoM6OLNTOB.
P-LCC = PLT XP-LCR 10Mn

MNonyyeHo Ha ocHoBe  guarpammbl %
paccesaHus PLT-0:
KON —BOHE3PeIbIXTPOMOOLMTOB
JPP BONTMYECKOMKaHasne
KO/1 —BOBCEXTPOMOOLUTOB

BONTUYECKOMKaHane
X 100%

Konnyectso TPOM6OLMTOB (PLT) 109/n
n3MepseTca nyTem MpAMOro nogcyera
TpOM6OLMTOB, NpPoXoaaLLmnx yepes
aneprypy.

Pesynbtatbl  nmoacuyeta uucna  PLT, 109/p
MoNy4YeHHble U3 UMMefaHCHOro KaHana u
CKOPPEeKTUpOBaHHbIE cornacHo
pesyfnbTataM  MNoOACYETa  KO/IMYECTBa
TpomMb6oUMTOB 60MbLLIOIO pasMepa B
kaHane DIFF.

PesynbTaTsl TPOMOOLUTOB 109/
paccumnTbIBAOTCA Ha OCHOBe KaHana RET

Tabnuua 6.

dopmyna / MeTof UCMbITaHUS En. m3m
RET% %
KON-BO KNIETOKBO6G/1ACTH
PETUKYNOLNTOB
KO/1-BOK/IETOKBOO1ACTU3PENbIX
3pUTPOLMTOB + KOJI-BOK/IETOKB
06nacTMKET

X 100%
FOMn
RET# = RBC X RET%
%
KOM-BO KNeTok B 06nactn HFR

HFR =
KO/1-BO KNeTokK B obnactn RET
X 100%
%
KOJ1-BO KNIETOK B 061actm MFR
MFR =

KO/1-BO KNeToK B 06nacty RET
X 100%

%
LFR= 100-HFR-MFR



IRF ®pakums %
He3penbixpeTukynouutos' IRF = MFR + HFR

RHE CopepxxaHue PaccunTbiBaeTcd Ha ocHoBe nr
remMorno6unHa B MHopmaunn OpaccesHun ceeta RET
peTuKynoumnTax

7. OnucaHue nMpPUHAaAIeXHOCTEN, MEAUUNHCKUX U3LeNTMA U U3LENWA, He
ABNAOWMNXCA MEAULMHCKMMWU, HO MNPefyCMOTPEHHbIX ANS WCMONb30BaHUA B
KOMOMHaLUNK C 3aABNIEHHBbIM MeAULNHCKUM U3LENNEM.

JaHHoe mefMUMHCKOoe n3fenue npefHasHayeHo gns COBMECTHOro Mcnonb3osaHusa ¢ MU:

1 «AHanmM3aTop reMaTonormyeckuii aBTOMaTu4ecKuid, B BapuaHTax ucnonHeHms: BC-
6800Plus, BC-6200, BC-6000:1. AHann3aTop remMaTtonornyecknin aBTomaTuyeckui
BC-6800P1US», npounssoacTtea komnanun SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO., LTD (PeructpauunoHHoe yaoctoepeHune Ne P3H 2019/9120)

2. «AHanu3atop rematosiorM4yecknin aBToMaTUYeCKmnii, B BapuaHTax ncnonHeHus: BC-
6800P1US, BC-6200, BC-6000: Il. AHan“3aTop remMaTonorn4yecKnii aBToMaTnyecKmnii
BC- BC-6200», npounssogctea komnaHnun SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO., LTD (PeructpauunoHHoe yaoctosepeHue Ne P3H 2019/9120)

3. «AHanunsaTtop remMaTonormyecknii asTomaTnyeckmii BC-6800 ¢ aBTO3arpy3unkom»
npoussogctea komnaHum SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS
CO., LTD (PeructpaumoHHoe Ne P3H 2021/13190)

4. «AHanM3aTop remMartofiorMyeckKMin aBTOMATUYECKUA ANa  AMArHOCTUKKM in  vitro,
BapuaHTbl wucnonHexnua: BC-700 [B], BC-720 [R], BC-760 [B], BC-780 [R]:
AHannzaTop remaTonorMYecKnii aBTOMaTUUeCcKnini ansa AmarHocTukm in vitro BC-780
[R]», npoussoactea komnaHum SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO., LTD,

5 «AHanM3atop remaTofiorMYecKnii aBTOMATUYECKWIA ANS  AMAarHOCTMKM  in  Vitro,
BapuaHTbl ucnonHeHusa: BC-700 [B], BC-720 [R], BC-760 [B], BC-780 [R]:
AHanM3aTop rematofiorMyecknin aBTOMaTUYeCKUiA Ans AnmarHoctTukm in vitro BC-720
[R]», npomussoactBa KomnaHum SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO., LTD,

[na  npoBefeHWs  KNMHWYECKOrO aHanmM3a KpPoBM C  MNOMOLLLIO  aHa/ivM3aTopoB
remaTofsiormyecknx asTomatmyeckux BC-6200, BC-6800 Plus, BC-720[R], BC-780[R],
NPUMEHAOTCA MeLULMHCKNE U3aeNns, KOTOPble OMMUCaHbl HUXKE:

Nusnpytowmin peareHT M-6LD LYSE ana remaTonornyeckux aHanmsatopos cepum BC,
npouseogctea komnaHum SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PernctpauunoHHoe yaoctosepeHme Ne P3H 2020/10073)

Nusnpytownin peareHT M-6LN LYSE fns rematonornyeckmx aHanmsatopos cepuu BC,
npounssogctea komnaHun SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PernctpauunoHHoe ypoctosepeHune Ne P3H 2020/12419)

Nusnpytowmin peareHT M-6LH LYSE ans remaTonornyeckux aHanmsatopoB cepumn BC,
npouseogctea komnaHmm SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PernctpauunoHHoe yaoctoBepeHme Ne P3H 2020/12409)
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Kpacutens M-6FN DYE ana rematonornyeckux aHanmsatopos cepum BC, npon3soacTea
komnaHun  SHENZHEN  MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PeructpauunoHHoe ypoctosepeHmne Ne P3H 2020/12226)

Kpacutens M-6FR DYE pgns remaTtofiorMyeckux aHajvM3aTOpOB Cepuu, MPOU3BOACTBA
komnaHun  SHENZHEN  MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PernctpauunoHHoe yaoctosepeHme Ne P3H 2020/12225)

Kpacutens M-6FD DYE gns rematofiormyeckux aHanusaTopos cepun BC, npoussoacTea
komnaHun  SHENZHEN  MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PernctpauunoHHoe yaoctoBepeHme Ne P3H 2020/12218)

Paszbasutens DS DILUENT pgna remaTonornyecknx aHanmsatopos cepun BC un npubopa
aBTOMaTM4yeckKoro Ans noAroToBKM M OKpackym MaskoB SC-120, npou3BoacTBa KomnaHWm
SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD (PeructpaynoHHOe
ypoctoBepeHne  P3H 2020/12421)

Habop remaronornyeckux KOHTPO/bHbIX Matepuanos BC-6D pns rematonormyeckmx
aHanmsatopos cepun BC, npoussoactsa komnaHun SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO., LTD (PerunctpaumoHHoe ygoctoepeHune Ne P3H 2020/11051)

Habop remMarosiormyeckmx KOHTPO/bHbIX MaTepnasnoB A4/i KOJIMYECTBEHHOMO OnpeseneHns
petukynountoB BC-RET, gna rematonorvyeckux aHanmsatopos cepun BC, npoun3sBofcTsa
komnaHun SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PerucTtpaymnoHHoe yaoctosepeHue No P3H 2020/11782)

Fematonornyeckuin kanuobpatop S50, Ana remaToNornYeckux aHanmsatopos BC-6000, BC-
6200, BC-6800, BC-6800 Plus, npoussogctsa KomnaHunm SHENZHEN MINDRAY BIO-
MEDICAL ELECTRONICS CO., LTD (PeructpauunoHHoe ygoctoBepeHne NeP3H 2020/11053)

Habop remarosiormyeckux KOHTposibHbIX Matepuanos (BC-BF) ans KoHTponsa kayecTsa Ha
rematofiormyeckmx aHanmsatopax cepun BC, nponssogctsa komnaHnn SHENZHEN MINDRAY
BIO-MEDICAL ELECTRONICS CO., LTD (PerunctpaynoHHoe ygocTtoBepeHne Ne P3H
2022/18995)

[na  npoeefleHNs  KNMHWYECKOro aHanmMs3a KpoBM C  MOMOLbK  aHanuMsaTopa
remMaTosiormyeckoro astomatuyeckoro BC-6800 npumeHAOTCA MeAULMHCKME N3LeNuns, KOTopble
onuncaHbl HUXe:

1) PeareHTbl /11 reMaTo/iorMyeckux aHanmsatopos M-68, npoussogcrtea Shenzhen Mindray Bio-
Medical Electronics Co., Ltd. (PernctpaumoHHoe ygoctosepeHue Ne ®C3 2012/11705):

5)PeareHT nusnpytowmin M-68LB LYSE,

7) Kpacutens M-68FN DYE,

8) Kpacutens M-68FR DYE,

9) Kpacutens M-68FD DYE,

10) PeareHT gns oumctkm 3oHaa Probe Cleanser

2) Mematofniornyeckme KOHTPONW W KanubpaTopbl Ans in vitro gvarHoctuku: CBC-XE
(L,N,H) (CubnCu-Mkce (Huskwnii, HopmanbHbli, Bbicokuin), CBC-Cal Plus (CubuCu-Kan
Mntoc), npoussoactea R&D Systems, Inc. ("PHO Cwucteme, WHK."), (PeruncrpaymoHHoe
yaoctoBepeHme Ne @C3 2011/10623)

3) Mematonormyecknii kannbpatop S50, Ana remaTonorMYecknx aHanusatopos BC-6000,
BC-6200, BC-6800, BC-6800 Plus, npoussogctea komnaHun SHENZHEN MINDRAY BIO-
MEDICAL ELECTRONICS CO., LTD (PeructpaumnoHHoe yaoctoBepeHme NeP3H 2020/11053

4) Habop rematonormyeckux KOHTPOJbHbIX MaTepuanos BC-6D ansa rematonormyeckux
aHanmsatopos cepuu BC, npoussogctea komnaHum SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO., LTD {PeructpaumnoHHoe ygoctoepeHune Ne P3H 2020/11051)

5) Habop remaTonornYyeckMx KOHTPOSIbHbIX MaTepuasoB A/  KOMYECTBEHHOI0
onpegeneHuna petukynountos BC-RET, gna remartonornyeckux aHanmsatopos cepumn BC,
npoussogctea komnaHun SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PeructpauunoHHoe yaoctoBepeHme Ne P3H 2020/11782)
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6) «Habop remaTofIorMyecknx KOHTPOSbHbIX MaTepuanos BR60 ans aHanvsatopos BC-
6000, BC-6200, BC-6800, BC-6800 Plus», npoussogactBa Shenzhen Mindray Bio-Medical
Electronics Co., Ltd. (PernctpaumoHHoe yaoctoBepeHne Ne P3H 2020/11245)

7) Nusnpyrowmnin peareHT M-6LD LY SE ans rematonornyeckux aHannsatopos cepumn BC,
npoussogctea komnaHun SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PernctpaunoHHoe yaoctoBepeHme Ne P3H 2020/10073)

8) Nuaupytownii peareHT M-6LN LYSE ans remaTonornyeckux aHanmsatopos cepumn BC,
npounssofctea KomnaHun SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PeructpaunoHHoe ypoctosepeHue No P3H 2020/12419)

9) Nnanpytowmii peareHT M-6LH LY SE ansa rematonornyecknx aHanmsatopos cepum BC,
npoussogctea komnaHnum SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD
(PernctpaunoHHoe yaoctoBepeHue Ne P3H 2020/12409)

10) Pas6asutens DS DILUENT ana remaTofnormyeckux aHanmsatopos cepum BC u
npubopa aBTOMATUYECKOrO0 A1 MOArO0TOBKM M OKpacky Ma3koB SC-120, npon3BoAcTBa KOMMaHUK
SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD (PeructpaynoHHoe
yaoctoBepeHue Ne P3H 2020/12421)

11) Habop remMatonornyeckmx KOHTpobHbIX MaTepranos (BC-BF) ans KOHTpons KayecTsa
Ha remartofiorMyecknx aHanmsatopax cepun BC, npoussogctea KomnaHunm SHENZHEN
MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD (PeructpaunoHHoe ygoctosepeHme No
P3H 2022/18995)

Mpy npoBefeHMN aHanM3a WCMOMb3YKTCA TWUMbl NPOOMPOK, KOTOpble MpefcTaBneHbl B
Tabnmuax Huxe.

AHanm3aTop remaTosiormMyeckMii aBTOMaTUYeCKnin, B BapmaHTax ucnofiHenus: BC-6200,
BC-6000 noagep>XXunBaeT TUMNbl NPOOGUPOK, YKa3aHHbIE B TaBAULE HUXKE.

MpurogHble NPOGUPKU Mopaep>xnBaemblii MpumeyaHue
pexxnm
BakyyMHas npobupka gns AL/CT-WB BbicoTa BaKyyMHO
ot6opa npobupku
npoo6bl, 0 12-15x75 MM Ans oT60pa Npobbl KPOBYU C
(6€3 KpbILLKK) KPbILLKO He f0/MKHa
npesbiwarts 83 MM.
0 x40 mm CT-PD
(LueHTpUdYKHan CT-Micro WB

npobupka obbvemom 1,5 ms)

LleHTpndyxHas npobupka CT-PD
o6bemom 0,5 mn CT-Micro WB
3akpbiTas npobupka c CT-Micro WB
aHTUKoarynsaHTom, 0

10,7x42 (Mm)

(6e3 KpbIWKK, C ABONHbLIM

AHOM)

AHanuzaTop remaTofOrMYecknini aBTomaTuyecknin BC-6800Plus nogaepxuBaeT TuMbl
NpobupPoK, YKasaHHble B TabnunLe HUxXe.

MpurogHblie NPobUpPKN Moaaep>xnBaemblii MpumeyvaHme
pexXxmum
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BakyymHas npobupka gns AL BbicoTa BakyyMHoOi1

oTbopa - npo6upKu
npoo6sbl, 0 12'-15x75 MM 4na oT6opa Npobbl KPOBM C
(6€3 KpbILLIKK) KPbILLKOIN He fo/MKHA

npesbiwatb 83 MM.

AHanm3aTop remaTonormyeckuii aBTomatnyecknin BC-6800 noguep>XXnBaeT TuMbl NPO6GUPOK,
yKasaHHble HuXe:

JonycTumblii pasmep npobupku: 11— 13 MM (BHELWHWA gnameTtp) X 65—78 /80— 83 mMm
(BbicoTa 6e3 KonMayka/ ¢ Ko/naykom)

[ns BbINONHEHMSA 0T60pPa NPO6 M3 OTKPLITOrO (hlakoHa BbiCOTa NPOOUPKMN 6e3 KPbILWKK He
A0/KHa NpeBbiwaTb 85 MM.

AHanusaTop remartonoruyeckuii astomaTuyeckuii BC-720[R], BC-780[R] nopaep>xmBaeTt
TUMbI NPOBUPOK, YKA3aHHbIE HUXE:

XapakTepucTnkn Npobupok, nojaepxnsaemolx B pexxume AL-WB, CT-WB

AvameTp nNpobupku (a) U vmm<a< 15 mm
OnunHa 6e3 KpbIWKY (b) b>58 Mm

[n1Ha ¢ KpbILWKoW (C) 60 MM <c <91 Mm
AviameTp KpbILwKK npo6upku (d) @+l Mm)"<18 M

XapaKTepuUCTUKN NPOBUPOK, NoaaepXXmBaembix B pexume AL-Mukpo WB

AvameTp npobupkm (a) 116 MM<a< 12,6 MM

[NviHa Noj KPbILWKOR nnmn paclumpeHvem (b) b>58 Mm

JN1Ha ¢ KpbILWKOiA (C) 60 MM < c < 85 MM

AnameTp KpbIWKN nnm pacumpeHns (d) (a+1 MM)<d<18 mm

MpOCTPaHCTBO MeXAy HUXKHel YacTbio 20 Mm < h < 36,5 Mm
4 MOSIOCTN M HWXKHEN YacTbio Npobupku (h)

XapakTepucTukn Npobupok, noaaepxmnBaemolix B pexxume CT-Mukpo WB, CT-BF

[nameTp NpobupKm (a) 95mMMm<a 7Mm<a 95mMM< 95MM< 95mMmM< 11 mm<
<11,1mm <8mm a< U a< U a< U a< 13
MM MM MM MM
[nviHa nog, KpbILWKOW nam 3A0mMm<b 25MM< 36MM< 36MM< 32MM< 58 MM<
paclimpeHvem (b) <50mMvm  b<35 b<50 b<60 b<50 b
MM MM MM MM
MIMHa C KPbILLKOIA (C c<(b+10) - c< " c < 65 MM <
A P © MM (b+10) (b+10) b<75
MM MM MM
[nameTp KpPbILWKK Un 12 MM 9 MM 12 Mm - 12 mm d<16 Mm
pacLumpeHus (d) <d<135 <d<135 <d<13,5 <d<13,5
MM MM MM MM
MpOCTPaHCTBO Mexay ) " ” 338’5 20 MM
HVDKHEV 4acTbio MoocTy ;13:36,5
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M HWXKHE YacTbio
npo6upku (h) -

XapaKTepuUCTMKN NPOBUPOK, NoaaepXmBaeMblx B pexkume CT-BF

OunameTp nNpobupkm (a) N mm<a< 15 mm
[nunHa 6e3 Kpbiwku (b) 65 MM < b< 85 MM
CT-PD
[dvameTp npobupku (a) 95MM<a< 111 Mm TMM<a<8mm
[nunHa nop KpbILWKOi nnn 30 MM < b< 50 Mm 25 MM < b< 35 MM
pacwimpeHvem (b)
[nnHa ¢ KpbILWKOiA (C) ¢ < (b+10) Mmm -
AunameTp KpbILLKW nnm 12 MM<d<13,5 MM 9 MM<d<13,5 Mm

pacwumpenus (d)

8. HopmaTuBHble Tpe6oBaHMA W CTaHAapTbl, MPUMEHSEMble MPU MPOM3BOACTBE
JaHHoro MW.

CraHpapT HanmeHoBaHMA

EN ISO 13485 N3penna meamuymHckmne. CUCTEMbI YNpaBneHns KavyecTBOM. TpeboBaHuWs
K perynumpoBaHuto

ENIS018113-1 MeouumMHCKue wu3genua And AuMarHocTuky invitro - WHgopmauwms,
npegocTasnsgeMas U3rotosutesieM (Mapkuposka) - 4Yacte 1 TepmuHbI,
onpeaeneHns n obuime TpeboBaHUS

ENISO 18113-2 MeguunHcKue wn3genua Ana  AMarHocTuKkM invitro - MHpopmayms,
npegocTasnsemas U3rotoeuTesieM (MapkupoBka) - Yactb 2. PeareHTsl
AN AMarHocTUKKM invitro gna npodeccnoHasbHOro NPUMeEHeHUs

MofHbIV CIUCOK NPUMEHsIeMbIX CTaHAAPTOB NPeAoCTaB/AETCS MO 3anpocy.

9. Je3nHekyns, ctepunnsaLma N o4NCTKa.

He npumeHumo.

10. MpoCNeXnBaemMocTb  3Ha4YeHWii,  MpUNUcaHHbLIX  Kanubpatopam U
KOHTPO/IbHLIM MaTepuanaM NpaBUIbHOCTK.

He npumeHumo.

. MoaroToBKa peareHTa.

[aHHoe MeAuMuUMHCKOe u3fgenve He TpebyeT cheuuanbHOM MOAFOTOBKM  Mepeq
npumeHeHnem. OH WCMONb3YeTCcA B OPUIMHaNbHbIX YMaKoOBKax, KOTOPble MOACOEAVHAIOTCS K
aHanM3aTopy C NOMOLLbH CreLuanbHbIX 3a60pHbIX TPY6OK, Yepe3 BNYCKHOe OTBEPCTHE.

Mpn noAcoefiHEHUN eMKOCTW C peareHTOM MpPOCneAnTb 3a Tem, 4ToObl LBeT 6/10Ka
KPbILKWN KOHTeliHepa AN peareHTa coBnafjan C LBETOM BMYCKHOrNO OTBEPCTUS ANS PeareHTa, K
KOTOPOMY MO/COeANHAETCS eMKOCTb.
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Bonee nogpo6GHas MHGopMaL s NpeAcTaBneHa B PyKOBOACTBE onepaTopa COBMECTUMOrQ
aHanusaropa.

12, KOHTpo/ib KayecTBa.

KoHTposnb kauectBa (KK) Bkntoyaet B cebs MeTOAbl M NMPOLELYpbl, C MOMOLLLIO KOTOPbIX
OnpefenaTCca TOYHOCTb U CTabuNbHOCTL PaboThbl aHanm3aTopa. Pe3ynbTaTbl KOHTPONA KayecTsa
MCNONb3YHTCA ANA NMPOBEPKN HAAEXHOCTU Pe3ynbTaToB npob.

KoHTponb KkayecTBa npegnonaraeT W3MEPEHWs, BbIMOMHAEMblE PErynspHO  4yepes
HebOo/bLLVE MPOMEXYTKN BPEMEHN C UCMOb30BAHNEM MaTepUasioB C U3BECTHbIMU CTabW/IbHLIMU
XapakTepucTnkamu. AHann3 aTUX pe3ynbTaToB CTaTUCTUYECKMMM MeTOAaMu NO3BOMSET CUATATb
pe3ynbTaTbl aHann3a npobd HageXHbIMU.

KomnaHua Mindray pekomeHAyeT eXefHEeBHO BbIMOHATL MPOrpaMmmy KOHTPONS KayecTsa
C MPUMEHEHNEM KOHTPO/bHbIX MaTepuanoB HU3KOro, HOPMa/IbHOr0 M BbICOKOTO YPOBHS.

[ns KOHTpONA KayecTBa HEO6XOAMMO MCMO/b30BaTh KOHTPO/IbHbIE MaTepuasbl, yKa3aHHble
KomnaHuein Shenzhen Mindray Bio-Medical Electronics Co., Ltd.:

r

Mofpo6HYIO MH(OpMaLMi0 O npoLeaypax KOHTPONsA KavecTBa CM. B PyKOBOACTBe MO

4 aKcnyaTaumy COBMECTUMOrO aHanm3aropa.

13. KannbépoBKa.

KannbpoBka — 370 npoueaypa CTaHAapTusauum aHanusatopa nyTeM OnpefesieHus ero
OTK/IOHEHWUI NPU ONpefeneHHbIX 33faHHbIX ycnosuax. [ns Toro, 4tobbl NOMy4vaTb TOYHbIE
pe3ynbTaTbl aHanusa npo6, no Mepe Heo6XOAMMOCTW ChefyeT BbIMONHATL KanubpOBKY
aHanm3sartopa.

Ona  kannbpoBKM HEO6XOLMMO MCMOMb30BaTh KanmbpaTopbl, YKa3aHHble KOMMaHuel
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

KannbpoBka TpebyeTcs TO/IbKO B YKa3aHHbIX HUXE Cly4vasx.

- Mpun nepBom MCNoNb30BaHMM aHanu3atopa (06bIYHO BbIMOMHAETCSH YNOAHOMOYEHHbIMM
npeacTaBuTenamu Komnasmm Mindray npu yCTaHOBKe aHann3atopa):

- B cnyyae 3aMeHbl BaXKHOro KOMMOHEHTa aHanmsa (Hanpumep, Npo6ooT6opHMKa, Wwnpuua
NT. n).

- MMpwn nepBom UCNOJIb30BAHUM aHaNN3aTopa nocne NPOACIKUTENIbHOTO XPaHEeHUS.

- Ecnu pesynbTaTbl KOHTPONS KavyecTBa YKa3blBalOT Ha BO3MOXHYHO HeMonagky.

Mofpo6Hylo wHGoOpMauMio 0 npoueaypax KavMbBpoBKM CM. B PyKOBOACTBE MO
3KCM/yaTauunm COBMECTUMOrO aHann3aTopa.

14. B3ATume, 06paboTKa 1 XxpaHeHMe obpasua.

Bce npobbl, KOHTPOMW, Kannbpatopbl, peareHTbl, OTXOAbl WU KOHTaKTMpyoLime
CHUMMW Y4aCTKM MOryT MpeACcTaBnAaTb 6MONOrMYEcKyto onacHocTb. [pu paboTe ¢
peareHTaMm 7 KOHTaKTVPY LMK c HUMU NOBEPXHOCTAMM B
nabopaTtopunHageBaiTe COOTBETCTBYHOLME CPeACTBa WMHAUBUAYANbHON 3aLUUTbI
(nepyaTkn,nabopaToOpHbIA XanaT, O4YkM W T. A.) W cobnwgaite npasuna
TEXHUKMGE30MacHOCTKW, NPUHATbLIE B NabopaTopuu.

He gonyckaiiTe HeNOCPeACTBEHHOIO KOHTaKTa ¢ NpobamMn KpoBY NaLWMeHTOB.
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e XpaHWTb Mpo6bl CneayeT B COOTBETCTBUM C HaUMOHaNbHLIMK CTaHAapTamu,
PErNaMeHTUPYOLWMMI  HOPMbl WM NpaBuna N8 NPOBEAEHUS  KNMHUYECKMX
NabopaTopHbIX UCCNEA0BaHUIA.

BHumaHue!

* He ucnonb3yiiTe NOBTOPHO OAHOPA30Bble U3AENUS, TaKMe KaK NPpobupKK AnsoToopa
Mpo6bl, TECTOBbIE NMPOBMPKU, KaNnUANApHbIe TPYOKM U T. M.

* [lpuroToBbTe npo6bl B COOTBETCTBUM C npouesypoin,
PEKOMEHAYEMOIN3TrOTOBUTENEM.

* Kcnonb3yiTe TONbKO ynucTble npooupku ans oTbopa npoo,
ob6paboTaHHbleaHTMKoarynsHTtom K3EDTA/K2EDTA, TecToBble Npo6GupkyA K3
KBapLeBOrocTekna/mnactTuka, LEHTPUPYXKHble  MPoOUPKM U KanuaispHble
NpPo6UPKN M360POCUIMKATHOIO CTEKNA.

» ECnu BbINOMHAETCS aHa/IM3 NpPo6, NOMELLEHHbIX B BaKyYMHble MPo6UpKKN ansoTéopa
npoob, nepes 3arpy3Koii Npobbl y6eanTech B TOM, YTO KpPbILLKa NPOOMPKUYNCTAS.

e Vicnonb3yiiTe TONbKO yKa3aHHbIe KOMNaHWel Mindray ogHopa3oBble U3AeNns, BTOM

yncne BaKyYMHble nNpooupKn ans oTbopa npo6 KpOBMU,
06paboTaHHbleaHTUKOAryNHTOM MPoO6UpKKU, NPOBUPKKU N8 Npo6 KanunispHOA
KpOBU U T. .

* OxnaxpgeHHble nNpobbl (npu Temnepatype 2—8 °C) nepes BbINOMHEHWEM aHanu3a
Heo6XoAMMO BblfepXaTb MPY KOMHATHOW TemnepaType B TeyeHWe He MeHee 30
MVHYT.

MoarotoBKa Npo6 nNpuM  UCNOMNL30BAHMW  aHanuzaTopa reMaTosI0rMyYecKoro
aBTomMaTtuyeckoro BC-6000 n BC-6200.

MogroToBKa Npo6 Le/bHOM KPOBMW.
[na nonyyeHUs TOUYHbIX pe3ynbTaToOB aHann3a ybeanTech B TOM, YTO 06beM NPo6bI
COOTBETCTBYET TPe6OBaHMAM, YKa3aHHbIM HUXE.

AL-WB (06bl4Hble MpobupKn) >1 mn
AL-WB (wratus ang Mmukponpobupok BD) >250 mMkn
CT-WB (aHanusaTop 3aKpbITOro tvna) >1 mn

1 Ana ot6opa Npob BEHO3HOWN KPOBY MCMNOMb3YITe YUCTble MPOOGUPKKN, 06paboTaHHbIe

aHTukoarynsHtom EDTAK2unn EDTAK3(1,5-2,2 Mr/mn Kposw).

2. HemeneHHo nepemeluarite Npoby B COOTBETCTBUM C NPOTOKO/IOM BalLeit

nabopaTtopuu.

BHVMAHWE!

e OxyaxgeHHble* npobbl (nMpu Temnepatype 2-8 °C) nepep BbINOAHEHUEM aHanM3a

HEe0OX0AMMO BblAepXXaTb NPU KOMHATHON Temnepatype B TedeHue He meHee 30
MUHYT.

» 3apaHee NPUroToB/IEHHbIE NPOObLI HEO6XOAMMO NepemellaTh nepes 06paboTKOIA.
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Ecnn BbINONMHSETCA aHanM3 Mpo6, NOMELEHHbIX B BaKyyMHble MPOOUPKM ANns
oTtbopa npob, nepen 3arpy3koi Npobbl y6eamTecb B TOM, YTO KpbILKa MNPOGUPKM
ymcras.

MoaroToBKa MMKPOMPO6 LIeNIbHON KPOBW.
[ns nonyyeHms TOUHbIX pe3yNbTaToOB aHaim3a yb6eanTech B TOM, 4TO 06beM NpPo6bI

COOTBETCTBYET Tp66OBaHVIF|M, YKa3aHHbIM HWXE.

OV-Micro WB (aHanusatop OTKpbITOro tuna) >80 MK
CT-Micro WB (aHanu3atop 3akpbiToro tuna) >80 MKn

1 [ins oT60pa Npo6 BEHO3HOI KPOBW MCMONb3YMTE YNCTbIe NPOOMPKM, 06paboTaHHbIe
aHTukoarynaHTtom EDTAK2(1,5-2,2 Mr/mn Kposu).
2. HemeaneHHO nepemeluaiite Npoby B COOTBETCTBUM C NPOTOKO/IOM BalLeit

naboparopun.

BHUMAHWE!
*  OxnaxpgeHHble npobbl (npy TemnepaType 2-8 °C) nepef BbIMOMHEHWEM aHann3a

Heob6X04UMO BblfepXaTb MPY KOMHATHOW TemmnepaType B TedeHMe He MeHee 30
MUHYT.

» 3apaHee NpUroToB/IEHHbIE MPOOLI HEO6XOAMMO NepemelLaTh nepes 06paboTKON.

» Ecnu BbinonHseTcs aHanu3 Npo6, NOMeLLEeHHbIX B BaKyyMHble Npo6upku Ans oTéopa
npoo, nepes 3arpy3koi Npobbl y6eanTech B TOM, YTO KpPbILLKa NPOOMPKN YmcTas.

MoaroToBKa NpeaBapuTeibHO pa3BeieHHbIX NPo6.
NS NONy4YeHNs TOUHbIX Pe3ynbTaToB aHann3a y6eanTech B TOM, YTO 06beM Npobbl

COOTBETCTBYET TPE6OBAHMAM, YKa3aHHbIM HUXE.

OV-PD (aHanu3aTop OTKpbITOro Tuna) (pasbaBmTesib He yunTbiBaeTcs) >20 MK/
CT-PD (aHanusaTop 3aKpbITOro Tvna) (pasdaBmTeslb He y4nTbiBaeTcs) >20 MKN

MoaroToBbTe NpeABapUTeNbHO Pa3BeieHHbIe MPOObI B COOTHOLLEHMM 20:100 (COOTHOLLEHME

Npo6bl KPOBM K pa3baBuTento).
1. OucneHcupoBaTb B NPO6MPKY pa3baBuTenb NpU NOMOLLM MUNETKN UK C MOMOLLbHO
aHanusatopa (cM. PyKoBOACTBO MO 3KCn/yatauuyM COBMECTUMOrO aHaim3aTopa)

2. [lo6aBbTe B pa3baBMTeNlb KanuanspHY KPOBb, 3aKpoiTe NPOBUPKY KPbILLIKORA 1
BCTPAXHUTE NPOOUPKY, YTOGbI NepemMeLlaTb Npody.

BHVMAHWE!
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» Ob6eperainiTe MOArOTOB/IEHHbIA pa3baBuTeNb OT MonagaHus nblnu. B NpoTMBHOM
c/lyyae nonyyeHHble pe3ynbTarbl MOryT OblTb HE4OCTOBEPHLIMM.

e T[locne cmewwmBaHUA Npo6bl KanuAnspHOW KpoBM € pasbaBuTeneM nofoxaute 3
MWHYTbI 1 3aTEM CHOBa MepemMeLLainTe npoby nepes aHasM3oM.

* AHanu3 npeaBapuTeNbHO pa3BefeHHbIX NPO6 JO/MKEH BbINONHATLCA B TeyeHne 30
MWHYT Mocfe pas3BefeHns; B MPOTUMBHOM Ciyyae pe3ynbTaTbl MOryT OblITb
HeL0CTOBEPHbIMMU.

e 3apaHee NPUroTOBMEHHbIE NPO6LI HEO6X0AMMO NepemMeLlaTh nepen 06paboTKOA.

e CT1abunbHOCTb pa3BefieHHbIX NPo6 [O/IXHA OLEeHUBATbCH B COOTBETCTBUU C
nonynaumein npo6 n MeToankKamm oTéopa Npob, NPUHATLIMKU B NabopaTopuu.

* [ECMM Ha KPbIWKY WM CTEHKY MNpPoOUpKM Hanunao 60nblioe KOMMYecTBO
npeiBapuTeNlbHO pa3BefeHHOM npobbl, BO3MOXHO, aHanu3aTop He CMOXET
acnupupoBaTb [0CTaTOYHbIA 06bem npobbl. Mpy NOArOTOBKE MNpeABapuTeSibHO
pa3BefeHHOW Npobbl HEO6XOAMMO clerka NocTyyaTb NasibLem No 4HY Npobupkn EP.
Ha fHe npo6upkyM [OMKHO HaxoAuTbCsi He MeHee 100 MKA npefBapuUTenbHO
pa3BefeHHO Mpoobl.

MoarotoBKa nNpob6 nNpu  WUCNONb30BaHMW  aHanu3aTopa remMaToslI0orM4yeckoro
aBTOMaTmyeckoro BC-6800Plus.

MoaroToBKa Npo6 LeNbHOM KPoBK.
AN nonyuyeHUs TOUYHbIX Pe3y/nbTaTOB aHanuia ybeauTecb B TOM, UYTO 06bEM MNPOGHI
COOTBETCTBYET TPEGOBAHMAM, YKa3aHHbIM HIXKE.

AL-WB (06bl4Hble Npobupkn) >1 Mn

1 [Ona oT6opa npo6 BEHO3HOW KPOBW WCMONb3YNTe YMUCTble MPOOMPKM, 06paboTaHHbIe
aHTukoarynsHtom EDTAK2 unn EDTAKS3 (1,5—2,2 mr/mn KpoBsw).
2. HemefneHHO nepemeluaiTe npoby B COOTBETCTBMM C MPOTOKO/IOM 1a60paTopun.

MogroToBKa NpeaBapuTes/ibHO pasBefeHHbIX Npoo.

MoarotoBbTe NpeaBapuTeNibHO pasBefeHHble NPo6bl B COOTHOWEHUN 40:140 (OTHOLWEHME
npo6bl KPOBU K pa3baBuTenio).

1. AwucneHcupoBaTb B NpobupKy pa3daBuTenb Npy MOMOLLM NMUNETKNA UK C MOMOLLbHO

aHanusaTopa (CM. PyKoBOACTBO MO 3KCM/yaTalMy COBMECTMOIO aHann3aTopa)

2. [lo6aBbTe B pa3baBuUTENb KaNUAMSPHYIO KPOBb, 3aKPOMNTe MPOGUPKY KPbILLKOA WM BCTPAXHUTE
npobupKy, 4To6bI NepemeLLaTb Npooby.

BHUMAHUE!

« OGeperaiiTe NOAroTOBMEHHbIA pa3taBUTeNb OT MoNafaHUs Mbiin. B NpoTMBHOM
CNnyyae MoslyyYeHHble pe3y/ibTaTbl MOTYT ObiTb HEOCTOBEPHbLIMMU.

« Tocne cmewwnBaHWs Npo6bl KanuanspHOW KpoBW C pa3baBUTENeM MOLOXKAUTE He
MeHee 3 MUHYT 1 3aTEM CHOBa NepemelLaiiTe Npoby Nepes aHaNU30M.

e AHanu3 npeaBapuTeNbHO pa3BefieHHbIX NPO6 A0/MKEH BbIMOAHATLCA B TedeHue 30
MUHYT NOCNe pa3BefieHWsi. B NpoTWBHOM c/ny4yae pe3ynbTaTbl MOTYT ObiTh
HeA0CTOBEPHbIMU.
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« O6s3aTeNbHO MepeMeLlnBaiTe N6y Mpoby, NOAroTOBNEHHYK 3a HEKOTOpOe
BpeMs nepe[ ee aHann3oMm. '

* CrabunbHOCTb pasBefieHHbIX NpPo6 [A0/KHa OLeHMBaTLCA B COOTBETCTBUMM C
nonynsumeit Nnpo6 1 meToankamm otéopa Npob6, NPUHATLIMU B labopaTopun.

» Ecnm 60nblioii 06bem npeaBapuTenbHO pasBefeHHON NPO6bl OCTAeTCS Ha KpbILLKe
WA  CTEHKE NPOOBMPKM, BO3MOXHO, aHanM3aTop He CMOXeT acnupupoBaThb
[OCTaTOYHbIV 06beM Npo6bI. [Npn NOATrOTOBKe NpeABapuTeIbHO pa3BefeHHbIX Npo6
Heo6X04MMO crierka nocty4yatb naabuem no gHy npobupok EP. Ha gHe npo6upku
[O/MKHO HaxoAnTbCsA He MeHee 150 MK nNpefiBapuTeNibHO pa3BefeHHON Npo6bl.

MoarotoBKa nNpo6 nMpuM  WCMOMb30BaHWM  aHanu3aTopa remMaTos10rMyYecKoro
aBToOMaTmuyeckoro BC-6800.

MoarotoBKa Npob LeNbHOW KPOBMU.

1 [Ana otbopa nNpo6 BEHO3HOW KpPOBU WCMOMb3YiNTe 4MCTble NPo6uMpKKM, o6pabgjaHHbie
aHTukoarynsHtom EDTAK2 nnm EDTAKS (1,5—2,2 mr/mn Kposn).

2. CmewainTe npoby B COOTBETCTBUM C MPOTOKOIOM flabopatopumm.

[N nonyyeHUs TOYHbIX Pe3ynbTaToB aHannsa 06beM Npobbl JO/MKEH 6biTb He MeHee 1,0 mMn B
pexume aBTO3arpysku, M He MeHee 0,5 M B pexume OTKPbITOro (nakoHa (He cuuTas
pa3baButens).

Mepen 06paboTKOWM OXNaxAeHHbIX Mpob (2—8 °C) pailTe MM NPOrpeTbcs NpU KOMHATHOW
Temnepatype B TeyeHne 30 MUHYT.

3apaHee NpUroToB/ieHHblE NPO6bI HEO6XOAMMO XOPOLLEHBLKO MepeMeLLaTh nepes 06paboTKON.

MpeaBapuTesibHO pasBefeHHble NPo6bI
1 JAwncneHcupoBaTb B Npo6upkKy 140 Mkn pa36aBuTens Npyv NOMOLLU MUNETKN UK C
MoMOLLbIO aHanusaTopa (cM. PyKOBOACTBO MO 3Kcnayatauunm COBMeCTUMOrO
aHanmMsaTopa)
2. [lo6aBbTe B pa3baBuTenb 40 MK KanunnsipHoOW KPoBW, 3aKPOViTe NMPOOUPKY KPbILLKOMA 1
BCTPAXHUTE ee, YTOObI NepemeLaTb Npoby.

O6eperaliTe NPUroTOBNEHHbIV pa3baBnTeNb OT NONaAaHNs NbIW.

Mocne cMewwmBaHMA NPo6bl KanuANapHOW KPoBKM C pa3baBuTenem NogoXanTe 3 MUHYTbI Nepeg
06paboTKOl NpoobI.

ObpabatbiBaiiTe pa3BefeHHble Npo6bl B TedeHre 30 MUHYT NOC/e CMeLLUBaHMS.

3apaHee NpUroToB/eHHbIe NPO6LI HEOOXOANMO MepeMeLlaTh nepes 06paboTKON.

CTabunbHOCTb pa3BefeHHbIX NPo6 AO/MKHA OLEHMBATLCA B COOTBETCTBUM C NONynauuein npob un
MeToAMKaMy 0T6opa Npo6, NPUHATLIMK B nabopaTopuu.

MoprotoBka npo6 npm 1ncnonbL30BaHUU aHanmnsaropa remMaTosIorM4yeckKoro
aBTomMaTmyeckoro BC-7201RK BC-7801R1

MoaroToBka Npob uenbHon KpoBu (ansA pexxuma WB)
[ns nonyyeHUs TOUHbIX pe3ynbTaTOB aHanM3a BeHO3HOW KpoBW y6efuTecb B TOM, YTO 06beM

I'Ip06bl COOTBETCTBYET Tpe60BaHVIF|M, YKa3aHHbIM HUXE.

Mo3nunsa KpblLwKa
npooupkn  OTKpbITA? MuHMManbHbIN 06beM NPO6bI
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Mop Ja MUWHUManbHbIA 06beM NPO6bI 3aBUCMT OT (JOPMbI

npo6ooTbop Tpybkn (MpumeyaHme. Y6eauTecb, UTO YPOBEHb

HUKOM KPOBM Bblle OTMETKM BbICOTbI acnupauum Ha
Npo6o0T6OPHMKE).

Wcnonb3yiite BakyymHble NMPo6GUPKK AN 0T60pa BEHO3HOW KPOBWU WU LEHTPURYXKHbIE
npobupkun ans otéopa Npob nepudepnyeckoi Kposu.

TwaTenbHO 1 GbICTPO Nepemellalite Npoby KpoBM 1 aHTUKoarynsHT EDTA K2/EDTA K3
B NpOGUpKe.

BHVUMAHWE

O6sa3aTeNlbHO  MUCMOMb3YTe PEKOMEHAOBaHHble KOMMNaHweid Mindray ofHOpa3oBble
n3genvs, Hanpyumep Npobupkun ansa céopa Kposu. He ncnosnb3yinTe 0gHOPa3oBble U3Aenus
MOBTOPHO, B NPOTMBHOM C/ly4yae pe3yibTaT MOXET ObITb HETOUHBIM.

ONs NonyyYeHUs TOUHbIX Pe3ynbTaToOB aHanM3a ybeauTecb B TOM, YTO 06beM” Npo6bI
COOTBETCTBYET TPe6OBaHNAM. B NPOTUBHOM cnyyae pe3y/bTaTbl MOTYT GbiTb HETOYHBIMM.

OxnaxpeHHble nNpobbl (Mpu Temnepatype oT 2°C go 8°C) nepef BbINOSHEHWEM aHanu3a
Heob6X0AMMO BblfepXKaTb NPy KOMHATHOM TemnepaTtype B TeYeHue He MeHee 15 MUHYT.

OG6s3aTeNbHO NepemelLnBaiiTe Nto6yto NpoGy, NOArOTOBEHHYH 3a HEKOTOPOE BpeMs Nnepes
ee aHanun3om.

Ecnv B npobe npucyTCTBYeT 0CafoK, TPOM6bI, BO3MOXHO MOMyYeHMEe OLINGOUHBIX
pesynbTaToB. O6pabaTbiBaiiTe Takme NPOObLI B COOTBETCTBUM C MPOTOKOOM N1abopaTopuu.

Mpo6bl, aHanusnpyemble Ha COJ, Heobxogumo o06paboTaTh B TeuyeHMe 24 4acoB Mocrne
oTbopa, ecnn OHW XpaHUANCb NpY HU3KMX TemnepaTypax (oT 2 °C go 8 °C).

Mpo6bl LenbHON KPoBW, UCNOMb3YeMble 415 ONpeaeneHuns NeiKouMTapHon GopMynbl Uau
aHanusa MPV, cnefyeT ob6pabaTtbiBaTb B TeyeHMe 8 4acoB, eClU OHW XPaHUAUCHL Mpu
KOMHaTHOW TemnepaType.

Mpo6bl, He MCNONb3yeMble 418 ONpeAeneHns NeliKoLMTapHON GopMynbl, cpeaHero obbema
3pUTPOLMTOB WAN KONUYEecTBa TPOMOOLMTOB, MOXHO XpaHWUTb B XONOAWIbHWUKE Mpu
TemnepaType 2 - 8 °C B TeyeHue 24 yacoB nocne otbopa.

MPUMEYAHNE

Mpo6bl KaNUNSPHOI KPOBK HE NCMONb3YoTCa Ans aHanusa CO3.

Ha)xumaiiTe 0CTOPOXXKHO Npyu 3a60pe NPo6bl KaNUANSAPHOI LieNbHOW KpoBK. ECIM HAXXMMaTb
CMLIKOM CW/IbHO, TO GMONOrMYecKas XWAKoCTb CMELLIAeTCs C KPOBbIO, YTO MpuUBeaeT K
YMEHbLLUEHWNIO JOCTOBEPHOCTY Pe3ynbTaToB.

Mocne B3ATUS KPOBM MOJOXAWTE HE MeHee 5 MUHYT, MpeXae YemM HauuMHaTb aHanu3
KanunnsipHoii Npo6bl LeNbHO KpoBU. PeKoMeHAyeTCs MPOBECTU aHanu3 B TeueHue 1 uaca.

MoaroToBKa NpeaBapuTe/ibHO pasBefeHHbIX Npo6 (ansa pexuma PD)

MogrotoBbTe npeaBapuTeNisHO pasBefleHHble MNpobbl B COOTHOWeHUM 20:100 (OTHOLWLEHMWe
BEHO3HOI/ KanuNNspHOW KPoBK K pa3baBuTento).

[Nna nonyyeHns TOYHbIX pe3y/nbTaToB aHanu3a ybefuTecb B TOM, YTO 06beM NpenBapuTebHO
pa3BefeHHON NPo6bl COOTBETCTBYET TPEOOBAHMSAM, YKa3aHHbIM HUXE.
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Mosnymsa KpblliKa MwuHMaNbHbIA 06BEM MPo6bI

NpoomnpKn OTKpbITa?

Moa [a > 20 MKN (COOTHOLLEHME Mpo6bl KPOBU K
nNpo600T6OpPHM pazbasuTtento: 20:100)

KOM

1 [AucneHcupoBaTb B MPO6UPKY pa3baBuTeNb NPU NOMOLLM MUMNETKU UK C NOMOLLbO
aHanusaTopa (cM. PykoBOACTBO MO 3KCMyaTalyi COBMECTUMOIO aHanm3aTopa)

2. [o6aBbTe COBPAHHYID BEHO3HYIO UM KaNUNSPHYH KPOBb B LEHTPUQYXKHYIO
Npo6upKy C pa3baBuTenem. 3aKpoiiTe MPO6UPKY KPbILLIKOI 1 XOpPOLLO NepeMeLlaiTe
COAEPXXMMOE.

BHUMAHWE

» Obs3aTeNIbHO  WUCNONL3YWTE pPEeKOMeHOBaHHble KoMnaHwelk Mindray ofHopa3oBble
u3gnenns, Hanpumep npobupkn ans cbopa Kposu. He wncnonb3yiite 0A4HOPa3oBble W3LeNNSA
MOBTOPHO, B MPOTUBHOM C/ly4ae pe3y/ibTaT MOXET ObITb HETOYHbIM.

* Ina nonyyeHWs TOYHbLIX Pe3y/nbTaTtoB aHanusa ybeautecb B TOM, YTO 06beM npoobbl
COOTBETCTBYET TPe60OBaHNAM. B NPOTUMBHOM Criyyae pe3ynbTarbl MOTYT 6bITb HETOUYHBLIMMU.

* [ocne cmewwnBaHmsa Npobbl KaNUNNAPHON KPOBU C pa3baBuTenem nNojoXxamTe He MeHee 3
MWHYT 1 3aTeM CHOBa NepeMeLlainTe npoby nepej aHanAM30oM.

* AHanM3 NpeaBapuTeNbHO pa3BefeHHbIX MPo6 LOKEH BbINONHATLCA B TeyeHue 30 MUHYT
nocne passefeHns. B npoTMBHOM cyyae pesynbTarbl MOTYT ObITb HEAOCTOBEPHbLIMU.

. OxnaxfeHHble npobbl (Npu TemnepaType OT £08°C) nepef, BbIMOHEHWEM
aHanu3a HeobXo4MMO BblAepXaTb NPU KOMHATHOW TemMnepaType B TeueHVe He MeHee 15 MUHYT.

» Obg3aTeNlbHO NepemellnBaiTe N6y Npoby, MOArOTOBNEHHYIO 3a HEKOTOpOe Bpems
rnepes ee aHanM3oM. B NpoTMBHOM Cnyyvae pe3ynibTaT MOXET ObITb HETOUHbIM.

* BO3MOXXHO MoO/lyyeHne OWnBOYHbIX Pe3ynbTaToB, ecin B Npobe NpuUCyTCTBYET OCafoK,
Tpom6bl. O6pabatbiBaliTe Takme NPobbl B COOTBETCTBUM C NPOTOKO/IOM SlabopaTopuu.

« Ecnu 60nbluoit 06beM npefBapuTeibHO pa3BefeHHON Npobbl OCTAeTCA Ha KPbILKe Wu
CTEHKe MpPO6GUPKM, BO3MOXHO, aHanuM3aTtop He CMOXEeT acnupupoBaTb AOCTaTOYHbIA 06bLEM
npo6bl. Npy NOArOTOBKE NpeaBapuTenbHO pa3baBneHHbIX Npob Heo6X04MMO Cnerka noctyyarb
nanbuem Mo [AHY npobupok. Ha fgHe npobupKu [LOMKHO HaxoautbcAa He MeHee 100 MKn
npesBapuTesibHO pa3taBneHHON KPOBK.

NMPUMEYAHWNE

* Haxnmalite OCTOPOXHO Mpu 3abope nNpobbl KanwuaispHOW LEenbHON KpoBu. Ecnam
HaXXUMaTb C/ULWIKOM CU/IbHO, TO BMOMIOrMYecKas XUAKOCTb CMELLAETCs C KPOBbIO, YTO NpPUBELET
K YMEHbLUEHWIO OCTOBEPHOCTMW Pe3ybTaTos.

*[locne B3ATUA KPOBWU MOJOXAMTE He MeHee 5 MUHYT, Mpexze Yem HauymHaTb aHanm3
KanunasapHoi nNpo6bl LenbHOM KPoBM. PeKOMeHAyeTCs MPOBECTU aHann3 B TedeHne 1 uvaca.

15. Pe3synbTaT uccnefoBaHuA.
MMocne 3aBeplleHWs KaXAOro LMKAa aHanmsa aHaivM3atop aBTOMAaTUMYecKu coxpaHseT
pe3ynbTaTbl aHanmn3a B 6ase AaHHbIX Npoo6.

Bce pe3ynbTaTbl aHanuM3a, [Auarpammbl paccestHUs W TUCTOrpammbl  AOCTYMNHbI  A1s
npocmoTpa.

16. AHannTUyecKme MYHKLUMOHaIbHbIE XapaKTePUCTUKN.
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MpeunsnoHHOCTb.

TpeboBaHMA K NMPELN3NOHHOCTY B PEXMME aHann3a npob Kposu

MapameTpbl COBMECTHO C aBTOMaTMYeCKUM remaTosiorndyeckum  COBMECTHO C aBTOMaTUYECKMM FemMaTtosiorMyecKnm
n3MepeHus aHanM3aTopoM MOAENMN: aHaM3aTopoM MOZESN:
BC-6200, BC-6800, BC-6800P1US BC-720[R],BC-780[RJ
OnanasoHbl  CY%/a6contotHoe CY%/abcontoTHoe [dunanas3oHbl CY%l/a6conoTHoe CY%/abcontoTH
n3mMepeHns 0TKNOoHeHMne(d) OTKJ/IOHeHWe(d)B un3MepeHus 0TKNoHeHue(d) 0e OTKJI0HEeHue
B PEXMME LIE/IbHO pexnme B pexxume LenbHor  (d) B pexxume
KpoBWU npeaBapuUTeNbHOI0 KpOoBMU npeaBapuTenIbHO
pasbaBrieHUsA ro pasbassieHus
WBC >4 X 10®n <2,5% <4,0% (3,50-4,50) X 10Mn <3,0% <4,0%
>4,51 X 10Vn <2,5% <3,5%
RBC >3,5x102n < 1,5% <2,0% >3,5xH02/n < 1,5% <2,0%
HGB (110—180) r/n < 1,0% <2,0% (MO—180)r/n <1,0% <2,0%
MCV (80— 100) on < 1,0% <3,0% (80— 100) cpn < 1,0% <3,0%
HeT (30—50)% < 1,5% <3,0% (30—50)% < 1,5% <3,0%
MeH <1,5% <1,5%
MEHE < 1,5% < 1,5%
RDW-SD <2,0% <2,0%
RDW-eV <2,0% <2,0%
PLT >100x10%/n ~,0% <8,0% >100x107n <4,0% <8,0%
<2,5%

MpuMeHUMO K
naHensMm TecToB
CDR/PLT-5X u
CR/PLT-5X
(20-100) x107n <5,0%
lNpnmeHUMO K
naHensM TecToB
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PDW
MPV
P-LCR
P-LCC
PCX
Neu%

Lym%
Mon%
Eos%
Bas%
NRBC%

Neu#
Lym#
Mon#
Eos#

Bas#

< 10,0%
<3,0%
<15,0%
<15,0%
<5,0%
Neu%>30,0% <6,0%
WBC >4x107n
Lym%>15,0% <6,0%
WBC >4x107n
Mon%>5,0%
WBC >4x10"n
\YBC>4x10’/n <20,0% wnnn +1,5%

< 16,0%

(d)
\YBC>4x10®/n <30,0% nnn +1,0%
(d)
\YBC>4x10*/n <20,0% nnn £1,5%
(d)
>1,20x10®/n  <6,0%
>0,60x10’/n <6,0%
>0,20x10’/n < 16,0%
\¥BC>4xHO’/n <20,0% nnn
+0,12xHO®/n(cl)

\YBC>4x10’/n <30,0% wnnu
+0,06x10°/n(cl)
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< 12,0%
< 12,0%
<32,0%

<40,0% mnnn £3,0%

(d)
<60,0% mnnn +2,0%

(d)

< 12,0%
< 12,0%
<32,0%

<40,0% nnn
+0,24x10®/n(cl)
<60,0% wnnn
+0,12x10"/n(d)

<20x10’/n

PLT> 100x10°/n
PLT> 100x10°/n
P bl > 100x10°/n
PLT> 100x10"n
PLT> 100x10™n

Neu%>30,0%
WBC >4x10"n
Lym%>15,0%
WBC>4xI0"n

CDR/PLT-5X 1
CR/PLT-5X
<1,5 (SD)
MpuMeHUMO K
naHessam TecToB
CDR/PLT-5X u
CRyPLT-5X

< 10,0%

<3,0%

<15,0%
<15,0%

<5,0%

<6,0%

<6,0%

Mon%>5,0% WBC < 16,0%

>4x10™Nn
'ANC>4x10’/n

\¥BC>4x10"/n

>1,20x10"n
>0,60x10n
>0,20x107n
\¥BC>4xH0’/n

\¥BC>4x10"/n

<20,0% nnn +1,5%
[d]

<30,0% unn +1,0%
(d)

<6,0%
<6,0%
< 16,0%

<20,0% wnnu
+0,12x10% (d)
<30,0% wnnun
+0,06x10% (d)

< 12,0%
< 12,0%
<32,0%

~0,0% wnnu
+3,0% (d)
<60,0% wnnun
+2,0% (d)

< 12,0%
< 12,0%
<32,0%

N0,0% wnnn
+0,24x10% (d)
<60,0% nnu
+0.12x10% (d)



INRBC# 'WBC >4x10%/1[20,0% uin — — — —
£0,12x10%1 (d)

*RET# RBC >3x10'%/nK15% <30% RBC >3x10'%/n <15% <30%
RET% 1—4% RET% 1—4%

*RET% RBC >3x10'2/n15% <30% RBC >3x10'*/n <15% <30%
RET% 1—4% RET% 1—4%

*LFR RBC >3x10'%/n<30% — RBC >3x10'%/n <30% —
RET% 1—4% RET% 1—4% LFR
LFR >20% >20%

*MFR . RBC >3x10'%/n[<50% — RBC >3x10'*/n <50% —
RET% 1—4% RET% 1—4%

FR >20% IMFR >20%

*HFR RBC >3x10'%/n<100% uan £2,0% |— RBC >3x10'%/n  100% unu £2,0% (d)[—
RET% 1—4% Kd) RET% 1—4%

*IRF RBC >3x10'%/n<30% — RBC >3x10'%/n <30% —
RET% 1—4% RET% 1—4% IRF
IRF >20% >20%

ﬁ_._SOo\a WBC >4x10%/n[<25,0% wnun +1,5% (— WBC >4x10%n  K25,0% uan £1,5% |—
IMG% >2% (d) IMG% >2% (d)

IMG# >0,10x10°/n  [€25,0% uin L >0,10x10%/n <25,0% uau L

+0,12%10%n (d) 0,12x10%/n (d)

*IPF PLT>50%10%n <25% — H—H-Nmﬁx_o@\: IPF K25% —
IPF >3% >3%

*RHE RET# <5% — RET# >0,02x10'%/n<5% —
>0,02x10'%/n
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17 Buronornyeckne peepeHTHbIe MHTepBabI.

Mapavetp  EpnHuua B3pocible  MyXuvHbl  JKeHWmHbl  [eTn HoBoOpoXkaeHHbLIe
n3mepeHns  (06LLMIA)
WBC \QWn 4,0-10,0 4,0-10,0 4,0-10,0 4,0-12,0 4,0- 20,0
Bas# L0 0-0,10 0-0,10 0-0,10 0-0,10 0- 0,20
Bas% % 0,0- 10 0,0- 10 0,0- 1,0 0,0- 1,0 0,0- 10
Neud# KO'/n 20-70 20-70 2,0-7,0 2,0-8,0 1,6-16,0
Neu% % 50-70 50-70 50-70 50-70 40-80
Eos# KO'/n 002-05 0,02-05 002-05 002-08 0,02-0,80
Eos% % 0,5-50 05-50 05-50 05-50 0,5-5,0
Lym# 10«/n 0,8-4,0 0,8-4,0 0,8-4,0 08-70 0,4-12,0
Lym% % 20-40 20-40 20-40 20-60 10-60
Mon# KOYn 0,12-1,20 0,12-1,20 0,12-1,20 0,12-120 0,12-2,50
Mon% % 3-12 3-12 3- 12 3-12 3-13
IMG# 10Yn 0,00-0,056 0,00-0,05  0,00-0,056 0,00-0,05 0,00-0,05
IMG% % 0-0,5 0-0,5 0-0,5 0-0,5 0-0,5
Ret% % 03-30 03- 30 0,3-3,0 / /
Ret# KO i 0,02-0,20  0,02-0,20 0,02-0,20 / /
LFR % 80-100 80- 100 80-100 / /
MFR % 0-20 0-20 0-20 / /
HFR % 0-5 0-5 0-5 / /
RBC KO \n 35-55 4,0-55 35-50 3,5-5,2 35-7,0
HGB r/n 110-160 120-160 110-150 120-160 170-200
MCV thn 80-100 80- 100 80-100 80-100 95 - 125
MCH nr 27-34 27-34 27-34 27-34 30-42
MCHC r/n 320-360 320-360 320-360 310-370  300-340
RDW-CV % - 16 11-16 n- 16 11-16 11-16
RDW-SD ¢ 35-56 35-56 35-56 35-56 35-56
HeT % 37-54 40-54 37-47 35-49 38-68
NRBC#  107n 0-0,1 0-0,1 0-0,1 / /
NRBC% % 0-1 0-1 0-1 / /
PLT 107n 100-300  100-300 100-300 100-300 100-300
MPV (n 6,5-12,0 6,5-12,0 6,5-12,0 6,5-12,0 /
PDW % 15-17 15-17 15-17 /
PCT % 0,108- 0,108- 0,108- 0,108- /
0,282 0,282 0,282 0,282
IPF % 0,9-10,0 0,9-10,0 0,9-10,0 / /
P-LCR % 11-45 11-45 11-45 11-45 /
P-LCC 107n 30-90 30-90 30-90 30 - /
90

Komnanus Mindray pekomeHAyeT, 4TOObl Kaxgas nabopaTopus ycTaHas/nvBasa CBOU
peepeHTHbIE MHTEPBa/Ibl HA OCHOBE YMCNEHHOCTU NauWeHTOB f1abopaTtopuun, ¢ KOTOPLIMU OHK
CTa/IKMBAlOTCA BO BPEMS €XEeAHEBHON paboTbl. OXnaaemble pediepeHTHblE MHTepBaibl MOryT
BapbMpoBaTbCA B 3aBMCMMOCTW OT TMoOfa, BO3pacTa, [AWeTbl, MOTPe6NeHNs KMUAKOCTH,
reorpauyeckoro MecTOMONIOXKeHUA W T. 4. [JaHHas pekomeHjauus faHa B COOTBETCTBUM C
nokymeHtom CLSI C28-A3 «Kak onpefensiTb M yCTaHaBAMBaTb PeepeHTHble WUHTepBasibl B
KMHWYEeCKOW nabopatopum», B KOTOPOM COAEPXATCA PeKOMeHAauuu no ornpeseneHuto
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KOHTPO/IbHbIX 3HaYeHWn U MHTEPBA/IOB  KO/IMYECTBEHHbLIX  K/TMHNYECKUNX na6opaTopr|x

ncnbITaHNN.

18 OrpaHuyeHne METOANKMN UCCNEef0BaHNS.

B tabnuue HKe npefcTaB/ieHbl CUCTEMHbIE OrPaHUYEHUS U UHTEPMepUpYoLL /e BeLLecTBa
AN aBTOMATUYeCKUX remaTosiormyeckux aHanmsaropos BC-6200, BC-6800PIus, BC-6800, BC-

720[R],BC-780[R].

MapameTp

WBC

RBC

HOB

MCV

OrpaHnyeHnsa

arnloTnHauma I'Iel‘/’IKOU'I/ITOB

arperaupsi  TpOMGOUUTOB WA
TPOMOOLUMTAPHBIA caTe//In3M
yCToMumnBbIE K nvsucy
3pUTPOLUTLI

KpUOornodyviH

nbprH

rMraHTcKMe  TpombouuTbl  Wn
Tpomb6oLMNTO3

arrfoTHaums 3pUTPOLUTOB
(xonogoBble arrFTUHUHBI)
MMKPOLIMTO3
(hparmMeHTVPOBaHHLIE
3pUTPOLUTBI

neinkoumTos

rMraHTcKMe  TPOMGOUUTBI  Wn
Tpom6ounTO3

neikounTos

yCTONYMBbIE K nnsuncy
apUTPOLUTLI

arrroTuHauus 3pUTPOLUNTOB
(xonopoBble arrtOTUHUHBI)
NNNEMUS], XUNTOMUKPOHEMNSE
rmnepaMnuaeMns
(hparMeHTUpPOBaHHbIE
3pUTPOLUTLI

neikounTo3

rMraHTcKme TPomMeoLnTbI
arrrTuHauus 3pUTPOLNTOB

(xonopoBble arrMOTUHUHBI)

cthepoumnTbl
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3aKnyeHune

JNOXKHO HU3KUE 3Ha4YeHUA

JIOXKHO BbICOKME 3Ha4YEHUA

JIO>KHO BbICOKME 3HaYEHUA

JIOKHO BbICOKME 3HAYEHUS

JI0>KHO BbICOKME 3HAYEHNA

JIOKHO BbICOKME 3HaYeHUs!

JIOKHO HM3KMe 3HaYveHus1

JIOKHO HM3KMe 3HaYeHus

JIOKHO HMBKuMe 3HaueHust

JIOKHO BbICOKUE 3HAYEHUSA

JIOXKHO BbICOKME 3HA4YEHUNA

JIOKHO BbICOKME 3HaAUEHUSI

NNOXXKHO HN3KMNE 3HaYEHUA

JIOKHO BbICOKME 3HAYEHUSI

JIOXKHO BbICOKME 3Ha4eHNA

JNTO>KHO BbICOKME 3Ha4YeHUA

JIO>)KHO BbICOKWe 3Ha4eHUnA

JIO)KHO BbICOKWeE 3Ha4eHnA
JTOXKHO HU3KME 3Ha4eHUA

JIO>)KHO BbICOKME 3Ha4eHnA

JT0)KHO BbICOKME 3Ha4YEHUNA



arperaums  TPOMGOLWUTOB UK

. NOXHO HU3KME 3HAYEHWS
TPOMGOLMTAPHbIA caTennn3m

TMraHTCKMe TPOM6OLMThI NOXHO HU3KME 3HAYEHMS
MUKPOLUTO3 NOXHO BbICOKME 3HAYEHNS

PLT (hparMeHTUPOBaHHbIE NOXHO BbICOKUE 3HAYEHMS
3pPUTPOLUTI

(parMeHTUPOBaHHbIE NENKOLMUTbI, /TOXHO BbICOKME 3HAYEHNS
XPYnKue NeiKouuThl

KpnornobynuH NOXHO BbICOKME 3HaYeHus
MansapuitHble napasuTol NOXHO BbICOKME 3HaYeHUs
NRBC ycTOiiunBbIe K nmsuncy
APUTPOLYTHI NOXHO BbICOKYME 3HaYeHns
rMraHTCcKue TpoMOOLMTLI NOXHO BbICOKME 3HAYEHUS
MansapuitHble napasuTbl NOXHO BbICOKUE 3HAYEeHUA
RET Tenbua Xayanna->xonnm NOXHO BbICOKME 3HaYeHUs
arrniTUHaLUA 3pUTPOLUTOB NOXHO BbICOKME 3HAYEHUSA
19. YcnoBusa TpaHCMOPTUPOBKMU

JaHHoe n3genvie MoOXXeT TPAHCNOPTUPOBATLCA BCEMM BUAAMWN KPbITbIX TPAHCMOPTHbLIX CPEACTB B
COOTBETCTBUM C NpaBWIamu MepeBO30K, AENCTBYIOWMMM Ha TpaHCnopTe AaHHOro Buaa, Npu
TemnepaType 0T 240 30  MpU OTHOCUTENbLHON BNAaXXHOCTK He Bbille 90%.

WN3penus, TpaHCMOPTMPOBAHHbIE WU XPaHMBLUMECA C HapyLleHUWEM pPerameHTMPOBaHHOIO
peXxKrMa, NPUMEHEHNIO He NOAJIexar.

20. YTnnusauusa

Hencnonb3oBaHHbIi NPOAYKT U MNyCTble KOHTeliHepbl Heo6XoAMMO YTUAW3MPOBaTb B
COOTBETCTBUM C roCyfapCTBEHHLIMI HOPMATVBHO-NPABOBLIMMW aKTaMMu.

YTunmsauma  MeAuLMHCKOro  U3fenus  [O0/DKHa  OCYLLEeCTBAATLCA B COOTBETCTBUU  C
HaLMOHaNbHbIMW HOPMATUBHbLIMU TpeboBaHUAMKU. MeanunHcKoe nsgenve «Pasbasmtens M-6DR
DILUENT pana rematofiorMyeckux aHanusatopos cepuu BC» nognexut ytuausaumum B
cooteeTcTBUN ¢ CaHlMnH 2.1.3684-21.

21. MapaHTun.

CornacHo HacTosLei rapaHTun, 0643aTeIbCTBa NN OTBETCTBEHHOCTb KOMNaHuM Mindray
He BK/IOYAIOT B Ce65 TPaHCMOPTHbIE UM UHbIE PACXOAbl, & TaKXe OTBETCTBEHHOCTb 3a MpsAMble,
KOCBEHHble  WIN  CNyYallHble  YObITKM WX 33[€PXKW, BbI3BaAHHbIE  HEHAANeXalium
MCNONb30BaHMEM W3AENNA WA HKe WCNONb30BaHMEM AeTaNel WAM NPUHaSNeXHOCTER, He
PEKOMEHJ0BaHHbIX K MPUMEHeHWUIO KoMmnaHveil Mindray, a Takke PeMOHTHbIMU paboTamu,
BbIMOJIHEHHBIMM NNLAMMW, HE OTHOCALLMMUCA K YMOSITHOMOYEHHOMY TEXHWYECKOMY MepcoHany
KomnaHun Mindray.

HacTosLan rapaHT!a He pacnpoCcTpaHAeTCs Ha ClefytoLue cnyydan:

- HeucnpaBHOCTb WM NOBPEeXAeHWE BCMELCTBME HEMNPaBWIbHOIO  MCMONb30BaHUSA
YyCTPOWCTBa UK AENCTBIUIA onepaTtopa.
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- HencnpaBHOCTb WNM MOBPEXAEHME BCMEACTBME HECTAbWULHOTO WM BbIXOASLLEro 3a
[OMYyCTUMbIE NPefieNbl NeKTPONUTAHNS. -

- HemcnpaBHOCTb MNK NOBPEXAeHKe, 06YCNOBNEHHOE (OPC-MaXKOPOM, HanprMep MoXXapom
UMW 3eMNETPSICEHNEM.

- HeucnpaBHOCTb WM MOBPEXAEHWe BCMEACTBME HENpPaBWIbLHOI SKCnayaTauunm unm
PEMOHTA  HEKBA/IMMULMPOBAHHLIMA  WUAU  HEYMOJHOMOYEHHbIMU  ChieuuanucTaMmm Mo
TEXHUYECKOMY 06CMY>KUBaHUIO.

- HeucnpaBHocTb npuGopa WKW [eTanu, CepuiiHblii HOMep KOTOPOi HeaocTaTouYHO

pa3bopuums.

- [ipyrue Henonagku, He 00YyC/IOB/IeHHbIE XapaKTepucTMKaMu camoro npubopa wuam ero
aetanei.

22. Peknamayuu.

Mo Bonpocam 3kcnsyaTauuy v NPeTeH3nin N0 KavyecTBy AaHHOro MeAMUMHCKOro u3genuns
o6pallaTbCa K YNoMHOMOYEHHO opraHu3aLumn npon3BoanTens Ha Tepputopun PO.

YNONHOMOYEHHbIV NpeACTaBMUTeb MPOU3BOAMTENSA Ha TeppuTopumn PO: m

OO6LLEeCTBO C OrpaHMYeHHON OTBETCTBEHHOCTLIO «MuHApeli Meankan Pyc»

(OO0 «MuHapein Meankan Pyc»)

Appec: 129110, r. MockBa, BH. Tep. . MyHUUMNaNbHbIA OKPYr MeLlaHCK1id, np-KT
Onumnuiickmnia, g. 16, ctp. 5, aH./nom. 4/1, kom. 7, Ma.

Ten.: (499) 553-60-36, hakc: (499) 553-60-39.

E-mail; info.ru@mindrav.com
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MepeBos ¢ AHIIMIACKOTO N KN T aiCKOro A3bIKOB Ha pyCCKVIVI A3bIK

CEPTUNOUNKAT

/Norotnn/

KuTtalicknii CoBeT N0 COAENCTBMIO MEXAYHAPOAHO TOproene

ToproBo-npombilineHHaa nanata Kutaa

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[Ha 6:vwke KuTaiickoro CoeTa Mo cofeiicTBMIO MeXKayHapoAHOIi Toproene]
[NoroTvn KnTaiickoro CoBeTa no cofeiicTBUI0 MeXKayHapoaHo Toprosrie]

KuTalicknii CokeT HO COAeliCTBUIO MEXAYHAPOAHO TOprose
ToproBO-iipoMbiuijieHiiasi nanata Kutaa
00594612
CEPTUNDPUKA'
QR-kof

Ne 224403/10/058182

nne rOALAMM YOOCTOBEPAETCSH, uto nmeuats komnanum «LUI3HbUX3IHb MJIAHAP3N bUO-
MEOVNKANT SNEKTPOHWKC KO., N1TA4.» (SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS
CO.. LTD.) Ha npunaraemoii AEK/TAPALVI aBnsietca nog/vHHOIA.

1'icHeHan neyars:
[KuTaiickuin CoBeT 1o cogencTBuio mexayHapogHoii toproene// CEPTUONKAL N A]
Kun raiicKini CoBeT HO COIEHCTBMIO MEX/TyHapO/IHOlL FOProBrie
HonHuc>ynonHomoueHHoro nuuya: ImxUiucaHol
Y)Hb | UnH
1levars:
[Kutalickuin CoBeT no cogencTemnio mexayHapogHoii Toprosne // CEP'1I'OUNKNLNA]

[ata: 16 gpekabps 2022 i'.

(Ccbinka ang npoBepkn NognnHHOCTK ceptudmkara; http://\v\v\v.rzccpit.com/validate.html)
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jloi oi MM kKomnaHun <<Mauug|)an>>

09.1 1.2022

BHMMaHUIO 3aMHTEPECOBAHHbIX KL

Lexknapalwnd

\4bi. kommnaHua «LW)nbuxnib Manngpsn bBno-Megukan 3nekTpoHuke Ko., J1T4.»
(«MaliHapali»), NPON3BOANTENb CNEAYIOWUX MESULN?ICKNX U3LENNIA:

1*az>amutens M-6DR DILHKNT gnu iematno! nucckHx aHanmsatopos cepun BC

naclonTuUM 3adaB/IAEM, YTO:

11pnnaraeml:. 1/l foKymeH T aBnsieTcs «MHCTPYKUMEA N0 NPUMEHEHUIO MeAULMHCKOTO W3fenus Ha
pycckom A3bike gna Pas6aBTtensa M-6DR DILUF>NT,Nin remaTto/iormyecKMx aHanm3aTopos
cepum BC», MCNONb3yemMoro pAnd perucrpaymm MeauLMHCKOro u3genns B Poccuiickoi
degepaunn. HactoAwmii AOKYMEHT COAEPXUT VIHCTPYKUUIO MO MPUMEHEHUIO MEAMTLLHCKOro
n3genuns.

Mpunaraembiii [LOKYMEHT MWCNOMb3YeTCH WCKAKUUTENbHO ANS Perncrpaymm MeguuMHCKOro
n3genna B Poccuiickoin ®efepauymm 1 AOMKeH ObiTb 3aBEPEH B COOTBETCTBMU C POCCUNCKUMM
o()yumanbHbIMK NpaBUNamu.

C yBaxkeHuewm.

w1011tcl/
1-H /o INTnaH
3amecTu lenb MeHeg)kepa 0TAena no TEXHUUYECKOMY per y/iupoBaHuio
KomMmnaHua «1n3ln.wx)mb Maitwgp)ii bno-Meguka.!l! 3nckrponnke Ko., J134.»

MNevyaTs:
KomnaHusa «{B3aHbWK3Hb MaitHap3in bno-Meaukan 3nekTpoHuke Ko., JIta.»

3()aiiiie «Mun()peii». KegXK2( 12 Poya CayT.
IfpoMhuujenNhiv napk BbICOKUX Texuoaorrns Waubinarns.
51H057. Mbuby.>konb, KnTalickas HapoOuas Pecny6sinka
Ycl; -He H1HH899H.

dakc: t86 755 265826)80

hup:// \y)\siy.mhidrav.com
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Jlorornn kKomnaHuu «Mal >xapan»

3nanne «Munppeii», Kemgxku, 12 Poya CayT,
MpOoMbIbINEHNbIN NapK BbIC(OKMUX TEXHONOrNK, NaunbluaHs,
51S057, LUsHbu.>K'aHb. KnTaiickas HapogHas Pecny6nvka
Ten.: +86 755 26582888,

dakc: +86 755 26582680

hup:// M. mindray.coT

/noanuce/
-H Jlto LinvryaH
3aMecTuTeNlb MeHe yKepa oTAes1a No TEXHUYECKOMY perynvmpoBaHuto
KoMmnaHusa «LlWaHbWKaHb MaliHapsii buo-MeagHkan 3nekTpoHuke Ko., 1Ta.»

lNeyaTs:
KomnaHusi «LLIaHbWKaHb MaliHapain bno-Megukan dnekTpoHuke J<o., JITa.»

NHCTPYKUUA no MPUMENT JTMMO MEOVNULNHCKOIO N3AOE/TNA
nn PYCCKOM A3bIKE

PasbauH rcnb M-6DR DILUENT gnda rematonornyeckux aHanansanopos cepun BC

3naHne «MuHgpeii», Kegncun, 12 Poyg CayT,
MpOMbILINEHHbIA NAPK BbICOKNX TEXHOMOMNiA, MaHbULHb,
518057, LLaHbu>K'3Hb, KuTalickas HapogHas Pecny6avka
Ten.: +86 755 81888998,

dakc: +86 755 26582680

http:// WMW, mindray.coT

MepeBof, C aHr.YNIACKOr0 U KUTaiiCKOro S3bIKOB Ha PYCCKMIA S13bIK BbINONHUA NEPEBOAYUK

MNoHo.mapes [leHnc AnekcaHaposuy
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Poccuitckaa degepayus
Mopog MockBa
[OBapuaTtb cebMOro gekabpsa'ase TbicA4M ABajLaTb BTOPOro roga

A, JleoHoBa [uHa TaHOBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO

MoANMHHOCTL MOANMCU NepeBoAYMKa MoHomapeBa [eHuca AnekcaHapoBuya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb MOANMCABLIET0 AOKYMEHT YCTaHOB/EHA.

3apernctpupoBaHo B peectpe: No 77/323-H/77-2022-7-1238.

Ynna gHHe HoTapuanbHoro geictens: 400 py6. 00 kon
0.T. 0Ba

N

MpolWwHYypoBaHO, NPOHYMEPOBAHO U
CKpensieHo neyatbio 38 (TpuAauaTb BOCEMb) INCTOB

HoTtapuyc 0.T. Neo

K|»n.or«pHT ocnm'dkThaoc
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