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MHCTPY
no NpUMeHeHU0 Habopa peareHTOB 418 aHaNM3aTOpPOB remartosiornyeckmnx KX-21N
«Trialab KXP»

1. HASHAYEHWNE

Habop peareHToB AN aHanu3atopos remartonornyeckmx KX-21N «Trialab KXP» npegHasHayeH ang
COBMECTHOTO TMPWMEHEHMA C aHanu3aTtopamMn TremMaTto/iorMyeckKMMn  Ans  NpoBefeHus  obuiero
K/IMHNYECKOr0 aHann3a KPOBW C Le/bH KOMYECTBEHHOIO OMpefesieHns: KOHLUeHTpauunm (OopPMEHHbIX
3NEMEHTOB (CofepXXaHus 3pUTpoLUTOB, TPOMOOLUTOB M NENKOLUTOB), 3PUTPOLUTAPHBLIX WHAEKCOB,
TPOMOOLMTAPHBIX WUHAEKCOB, NIEAKOLUTAPHON (hOPMY/ibl, FreMaTOKpUTa; KOHLeHTpauuu remornobuHa) B
KMHUKO-AMarHOCTUYECKUX nabopatopuax 4na AUarHoCcTMkuy in vitro.

Habop peareHTOB npefcTaBnsieT coboil pacxogHble MaTepuanbl (pacTBopbl Ansi 06paboTKyM K
NOAMOTOBKM KAMHWYECKMX 06pas3uoB) A5 MPOBEAEHUA WUCCNefOBaHMA KPOBM  Ha remMaTosiormyeckmx
aHanunsatopax KX-21N dupmbl «Crucmekc KopnopeniwH», AnoHus.

2. OBJIACTb NMPMMEHEHWNA
O6nactb nNpumeHeHWs Habopa - KAMHMYecKas nabopaTopHas fuarHoctTmka. OO6WMIA KAUHUYeCKUiA
aHanM3 KpOoBWM Ha3Ha4yaeTCs MPU CKPUHUHIOBbLIX M AWCMAHCEPHbIX 06CNeaoBaHUNAX, ANQgepeHLmanbHo
AMarHocTuke 3a60/1eBaHNA KPOBM M MOHUTOPUHIE NPOBOAMMON Tepanuu.
Habop peareHToB «Trialab KXP» MOXeT OblTb MCMNOAb30BaH B K/AWHWYECKON MeauuuHe Ans
onpegeneHuns 13 napameTpoB:

RBC- sputpounThl

WBC - neiikoumnTbl

HGB - remorno6uH

HOT - rematokput

PLT - Tpomb6oLUTbI

MCV - cpeaHuin 06LeEM 3pUTPOLIMTOB

MCHC - cpefHsAs KOHLUeHTpauma reMornobuHa B aputpoumtax
MCH - cpegHee cogep>xxaHue remMornobuHa B apuTpoLuTax
RDW-CV- wupnHa pacnpegeneHuns sputpounTtos (KoaphuuymneHT
Bapuaummn)

RDW-SD - wunpuHa pacnpegeneHus sputpoLnTos (cTaHfapTHas
[esunaums)

11. MPV - cpefHuii 06bemM TpOMOOLMTOB

12. PDW - wunpuHa pacnpeaeneHmns TpomMooLmMToB

13. P-LCR - % KO/IM4eCTBO KPYMHbIX TPOMOGOLMTOB
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Habop peareHToB «Trialab KXP» paccumtaH Ha npoegeHue 500 aHanv30B, BKAKOYAA KOHTPOJ/IbHbIE
o6pasubl.

3. TPEBOBAHUA K MEPCOHA/Y, YUACTBYIOLWEMY B BbIMO/THEHUNI
NCCNEANOBAHUIA

Habop peareHToB «Trialab KXP» MOXeT 6bITb UCNOJ/Ib30BaH B YUPEXAEHMAX, UMeLWUX JINLEH3NIO Ha
OCYyLLEeCTBNEHME MeAULMHCKON AesiTeNbHOCTM N0 KIMHUYECKON NabopaToOpHOM AUarHOCTUKe.

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM
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eflHa3Ha4YeHHbI N0b30BaTeNb Habopa - COTPYAHUKN KIUHUKO-AMArHOCTUYEeCKUX nabopaTopuii,
OLLeALLVe COOTBETCTBYIOLLYIO NPOGECCUOHANbHYO MOATOTOBKY.

4. MPNHUMIT METOA4A
B rematonornyeckmx aHanmzatopax «Cucmekc KopnopeiwH» KX-21N, ANoHWS MNPMMEHSHOTCS

I/MHHbIE TEXHONOTUW ANS ONpejeneHns napameTpoB 06LEro aHanmsa kposu. Korga npoucxopmT
TUpaHus npobbl (KPOBM C aHTUKOArynsHTOM), KpPOBb B aHa/nM3aTope pas3fensercs Ha Tpu nopuuu,
DKOAS1 N3 KOTOPbIX CMeLIMBAETCS C ONpeAeneHHbIM peareHTOM U MepeMeLiaeTcsi Mo >KUAKOCTHbIM
arucTpasisiM B COOTBETCTBYHOLLYIO N3MEPUTENbHYO KaMmepy. KonnuyecTBo 3pMTpoOLUTOB U TPOMOGOLUTOB
3MepsieTcsl O4HOBPEMEHHO B OHOM AeTEKTOpe MMMNefaHCHbIM MeTOLOM B U3MepUTENbHON Kamepe. [ns
paHcthopmannu remorno6uHa Ucnonb3yetcs GecUMaHWAHbIA peareHT, 4TO NO3BO/SAET MCMO/Mb30BaThb
neto GOTOMETPUM ANS ero u3mMepeHus. s onpeaeneHns KoanyecTsa NeliKoLUMTOB KPOBb CMELLVBAETCS
* N30TOHMYECKMM PACTBOPOM W NU3UPYIOLLUMM PacTBOPOM, MOC/E YEro U3MepsieTcs MMMeAaHCHbIM

MEeTOZIOM B NTIEMKOLMTapHOW Kamepe.
WccnepoBaHus NpoBOAATCA B «PEXMME LiefIbHON KPOBU».

41. OrpaHnyeHna MmeToaa.

He pekomeHayeTCcs MCNONb30BaTh A5 UCCNefoBaHMs 06pasubl KanuaispHoOi KpoBM (M3 MOYKK yXa,
nanbua WanM NATKM MNajeHua) BCNeACTBUE OTCYTCTBMS [aHHbIX MPOM3BOAWUTENS 06 MCCNes0BaHUM
06pa3LoB TaKOro TUMa B «PeXUMe MpefBapuTe/ibHO pa3BefeHHON KPOBWM» peareHTamu, BXOAAWMMMK B

coctaB Habopa «Trialab KXP».

5 XAPAKTEPNCTUKA HABOPA

5.1. CocTaB Habopa.
B cocTaB Habopa BXOAAT CrefyloL e peareHTbl Npon3BoACTBa (hpMbl «Bioxol», BeHrpusa, npegHas-

HayeHHble 4NA MPOBEAEHMA UCCNeoBaHMA KPOBY Ha remMatonormyeckmx aHanusaropax KX-21N:
1) W3otoHnyeckmin pactBop (BioDil SYS) - pa3baBuTesnib, CTabUNN3NPOBAHHBIA U MUKPOGUNbTPOBaHHbI
pacTBOp, FOTOBbIA K WCMNO/Mb30BaHUIO, ANA KOHAYKTOMETPUYECKOro M (OTOMETPUYECKOro aHanusa
LleNlbHOM KpoBW. PacTBOp npefHasHayeH ANs pa3BefeHns KPOBM M MPOMbIBKM XUAKOCTHbIX MarucTpanen
aHasmsatopa Bo BpeMs paboTbl U NOC/e KaX4oro aHanusa.

WN3oToHM4Yeckunin pacteop (BioDil SYS) pachacoBaH B MATKMe NONNITUNEHOBbIE KAHUCTPbI 06bemom 20
N, K&XJas KaHMCTpa ynakoBaHa B KOPOOKW M3 ropokapToHa ¢ nepgopawuein gns fgoctyna K ropioBuHe
KaHMCTpbl. KaHncTpa ocTaeTcq B KOPOOKe B TEYEHME BCEro nepunoja ncrnonb30BaHns pacTsopa A/ 3almnThbl
M30TOHMYECKOTO pacTBOpa OT BO3/eiCTBUA CBETA.

AKTUBHbIE UHTPEANEHTDI: D N3NKO-XMMUYECKME MoKasaTesln:

Xnopug Hatpus < 1,5 % pH (nom 25°C—7.6 —8,2
Bydepb <1.0% MposogumocTb (Mmn25°c)-13,2-14,2 mS/cm.
Crabunusartopsl < 1,0 %
KoHcepBaH ibl < 0,6 %
JevoHnsnposaHHas soja
2) Nusupytowmii peareHT (BioLvse-WH SYS ) —cTabunvnsnmpoBaHHbli ¥ MUKPOMUIbTPOBAHHbIN
pacTBOp, roT 0BbI/ K UCMO/b30BaHWUIO, MPUMEHSAETCA AN1A N3Mca 3pUTPOLUTOB C LieSIbi0 KOTMYECTBEHHOTO
onpegenenus nerikountos (WBC) 1 remornobuHa.
Nusnpytowmnin peareHt (BioLvse-WH SYS) pacthacoBaH BO (h1aKOHbI MONNITUNEHOBbIE BMECTUMOCTbIO
0,5n .
AKTUBL K UHTPEANEHTbI: DUN3NKO-XMMUYECKNE MoKasaTenn:
CypthaktaHTbl <2,2 % pH (npu25°c)-4,5 - 7,2
Bydepsl <16% MposoammocTs (npr25°c) -12,0 -15,0

KoHcepBaHTel < 0,6 %
Crabunusatopbl <1,2 %
JevoHunsnposaHHasa Boaa
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YCNOBUNA XPAHEHWA, TPAHCITOPTUPOBAHUWA N SKCMNNYATAUMN HABOPA
L ¥cnosus xpaHeHUs.

Ha6op peareHToB «Trialab KXP» fOMKeH XpaHUTLCA Ha OTanvBaeMblX U BEHTUINPYEMbIX CKagax,
AMONOXEHHbIX B IIOOLIX MUKPOKIMMATMYECKUX parioHax npu Temnepatype ot natoc 2°C go natoc 35°C
OTHOCMTENbHOI BNaXXHOCTW BO3AyXa He 6onee 80% (npw natoc 25°C).

KOMMOHEHTbI BCKPbLITOr0 Habopa A0 Hayana MX WCMNO/Mb30BaHWUA [O/MKHbI XPaHUTLCA B CBOEM
LIAVBMAYa/TbHOM YaKOBKe B 3alUMLLEHHbIX OT CBeTa YC/N0BUAX, TAKXKe Kak cam Habop.

TpeboBaHMA N0 XpaHEHUO OTHOCATCA K CK/IaLCKUM MOMELLEHNAM MOCTaBLMKa U MOTPebuTens.

W3penvs, XpaHWBLLUMECH C HapYLUEHWEM pPerfiaMmeHTUPOBaHHOIO PeXxXnma, NPYMeHEHUIO He MoA/exar.

Cpok XpaHeHus Habopa B NOTpebUTeNbCKOM Tape —He MeHee 18 mecsLeB.

Cpok rogHocTn Habopa - 18 mec. Habop peareHTOB C UCTEKW MM CPOKOM FOAHOCTU MPUMEHEHUIO He

nogiext. CpoK rOAHOCTU OTAefbHbIX peareHToB Habopa mocne BCKPbITMA (MO gaHHbIM «Bioxol»,

BeHrpusi) He MeHee:

Tabnuua 2.
CocTaB Habopa CpOoK XpaHeHus1 rocrie
BCKPbITVA
1V/BoToHMYeckuiA pacTeop (BioDil SYS) 3 MecsLa
1 2 Jvsvpyrowyii peareHT (BioLyse-WH SYS ) 6 mecALieB

72 TpaHcnopTupoBaHue.
WN3penve TpaHCNoOpTMPYIOT BCeMWU BUAaMy TpaHcnopTa (B 3aKpbITbIX XXefe3HOLOPOXHbIX BaroHax, B

OTan/MBaeMbIX TEePMETUYHBbIX OTCEKAaxX CaMONeTOB M aBTOMOOGW/IbHBIM  TpaHCNOpTOM, (ycCnoBuS
TPaHCNOPTMPOBaHNS  COOTBETCTBYHT YC/MIOBUAM  XpaHeHMs) N0 MpaBuiam MNepeBO30K  IPy30B
COOTBETCTBYHLLMX TPAHCMOPTHbIX BELOMCTB.

3penve 4omKHO TPaHCMOPTMPOBATLCA TOMIbKO B YNaKOBKe MPeAnpuaTvs - n3rotosutens. pynnosas
ynakoBka HabopoB NpesnpUATUEM-U3rOTOBUTENEM HE OCYLLECTB/SETCS.

JlonyckaeTcs TpaHCNOPTUPOBaHME W3L4eNnUs B LOMOMHUTENbHOW TPaHCMOPTHOW Tape TPaHCMOPTHON

KOMMaHuK.
Cnoco6 YyKNafKuM TPaHCMOPTHOW Tapbl C M3AeNUAMW  [JO/KEH WCKAYaTb BO3MOXHOCTb WX

nepemMeLleHus.

Mpu TpaHCnopTMpPOBAHUW U3[eNnUa [oMKHa ObiTb obecneyveHa 3awWuMTa TPaAHCMNOPTHOW Tapbl €
ynakoBaHHbIMW N34eNNAMUN OT HEeNoCPeLCTBEHHOIO BO3AENCTBMUA aTMOCHEPHbIX 0CAAKOB M CONHEYHOrO
N3nyyeHuns.

Mpn npoBeAeHMM MOrpy304HO-pasrpy30yHbIX paboT M TPaHCNOPTUPOBAHUM  JO/MKHbI  CTPOro
BbIMOMHATLCA TPEOOBAHMA MAHUNYASLUMOHHbIX 3HAKOB, HAHECEHHbIX Ha YMaKOBKe 1 TPAHCMOPTHOW Tape.
Habop peareHTOB TpaHcrnopTuposatb npu Temnepatype oT 2 go 35 °C. Knumatuyeckue BHellHUWe
BO3fdeicTBytOWMEe (HaKTOpPbl NPU  TPAHCMOPTMPOBaAHUM  LOMXKHbI  COOTBETCTBOBaTb TpeboBaHMUAM

TeMMepaTypHOro pexunma.

8. MEPbLI MPEAOCTOPOXHOCTU

8.1. MoTeHUManbHbI PUCK NPUMEHEHUSI Habopa —Kknacc 2a.

8.2. NccnepoBaHma KPOBY Ha remMaTo/IorMyecKuX aHanmsaTopax AO/HKHbI NPOBOAUTLCSA B nabopatopumn ¢
cobnogeHnemM caHuTapHo-anugemuyeckux npasun  CIM 1.3.2322-08 «Bbe3onacHOCTb paboTel €
MUKpoopraHuamamu 111-1V  rpynn natoreHHoctn (omacHOCTW) W BO3GyAMTeNnaMM MapasuTapHbIX
6onesHeli», CaHlMuH 2.1.7.2790-10 «CaHuTapHO-3NMAeMunonornyeckme tpeboBaHUA K obpalieHuto ¢
MeAMLUHCKUMMN OTXO04amMm».

8.3. Mpu paboTe C KPOBLIO BCErAa CneayeT BbINOMHATL crefytouime TpeboBaHua:

- CnepyeT paccmatpuBaTb nccnefyemMble 06pasiibl KPOBU KaK MH(EKLMOHHO-0MNACHbIE,
opraHun3oBbIBaTb paboTy 1 xpaHeHue o6pasLoB B cooTBeTcTBUM ¢ CIM 1.3.2322-08 «be3onacHoCTb
paboTbl ¢ MUKpoopraHuamamu HI—V rpynn naToreHHoCcTU (0NacHOCTU) M BO3OYAUTENAMMU
napasmTapHbIX 60/1e3Hel».

- Y6upatb 1 fe3anHOULMpoBaTh pasnTbie 06pasLibl KPOBU, NCNONb3YS Ae3NHDULMPYIOLLME CpeacTBa
B cooTtBetrcTBun CIT 1.3.2322-08 «Bbe3onacHOCTb paboTbl € MukpoopraHusmamu IV rpynn

naToreHHocTn (onacHocTW) 1 BO3BYAUTENSIMM NapasnuTapHbIX 60/1e3HeNn.
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-Y nanaTb HEMCNONb30BaHHbIE PEAKTMBbI B COOTBETCTBMMU C TpeboBaHnsamu CaHluH 2.1.7.2790-10
CaHnTapHO-3MMAEMMONOrMYEeCKre TpeboBaHMs K 06paLleHnio C MEAULUHCKUMY OTX0AaMU».
-MpuMeHATb HAbop CTPOro Mo Ha3Ha4YeHUK, COracHO LaHHOM UHCTPYKL UK.
| -[onyckaTb K pa6oTe ¢ HaBOPOM TO/IbKO CreynasbHO 00yUYeHHbIN nepcoHan.
-MpuMeHsATb cpescTBa MHAMBUAYaANbHOM 3almTbl (OTAENbHBIA Xanat, Wwanoyku, 06yBb U 04HOPa30BbIe
bpsama o CI 1.3.2322-08).
|4 Mpn paboTe ¢ Habopom peareHToB «Trialab KXP» cnegyeT BbINONHATL cnefytouine Tpe6oBaHms.

-N36eratb NPSAMOro KOHTaKTa ¢ peareHTaMu. PeareHTbl MOTYT BbI3bIBaTb pasjpaxxeHune rnas,
|ow1n CNn3nCTbIX 060/104EK; B Clyvae KOHTaKTa C peareHTamMmun, HeMef/1IeHHO NPOMbITb KOXY  60/bLLINM
rO/MYECTBOM BOAbI; MPW KOHTaKTe peareHTOB C rfiazaMu MpPOMbITb 60NbWIMM KONMYECTBOM BOAbl U
HemeyleHHO 00paTUTLCS 3a MeULMHCKOM MOMOLbIO; eCiN peareHT c/yvyaiHo MPOrnoYveH, HeMeASIEHHO
BoBears Bpayal

- He ncnonb3oBatb peareHTbl NOC/e UCTEYEHUSA CPOKa rOA4HOCTH;

- Obpawarbcs ¢ peareHTamMmm 0CTOPOXHO, BO M36exaHne BcneHnBaHusa. He tpactu!

- He ncnonb3oBaTb peareHTbl cpa3y nocse TPaHCNopTUPOBKMU.

- He nomewatb peareHTbl Ha BepxXHel naHenu npubopa. Y 6eAnTeChb, UTO peareHTbl, UCMO/b3yeMble
BNpMbope, XPaHATCA Ha TOM XK€ YPOBHE, UM HUXKE, YTO U OCHOBHOW npubop.

- Cobnofatb npasuia 3NeKTPUYECKON 6e30MacHOCTH, TaK Kak OTAe/IbHble peareHTbl (Hanpumep,
BioDil SYS -pa36aBuTenb) ABAAOTCSA XOPOLWMMU 3M1EKTPUUYECKMMM NMPOBOAHMKaMWK. B cnyyae, ecnu
pa36aBuTe/b Cy4aliHO pPas3/InIcA OKONO 3M1IEKTPUYECKUX NPOBOJOB UK NPUCMOCOBNEHN,

BbIK/IOYATb NPUOOP, OTCOEANHUTDL OT CETU U YAANIUTb XUAKOCTb.
85. PeareHTbl, BX0AALLME B cOCTaB Habopa, 6e30nacHbI A4/19 OKPY>KatoLLein cpeabl, He CoAepXaTt LuaHug un
a3 HaTpuA, a TakxKe Lpyrue BpefHble BelecTsa.

9 AHANMN3NPYEMBIE OBPA3LbLI N MPOBOMOATOTOBKA
9.1 B3ATue, LOCTaBKa U XpaHEHUe KIMHUYECKOTO MaTepuana Ans U3MepPeHUs B PeXXUMe LieNIbHOW KpoBM

2000 MKNn BEHO3HOWN KpoBM cobpaTb B O4HOPA30BYH MIAaCTUKOBYK Npobupky ¢ 200 mkn pacTeopa
aHTukoarynaHta (0,05M pactsop 3[ATA). PacTBopbl renapuHa u uutparta HaTpus MCMNO/Mb30BaTb He
pekomeHayeTcs. Mpobupka He f0/MKHA 6bITh Bbille 80 MM.

BHuumaHue! Mpu ncnonb3oBaHun ans 3abopa KPoBU BaKyyMHbIX Npo6upok ¢ SATA fONONHUTENbHOE
BHECeHVe aHTMKoarynsHta He Tpebyetcs. Mpu aTOM 06beM KpoOBW, HEOOXOAUMbLINA ANA UCCNef0BaHUA,
3apaHee MapKupyeTcs Ha Npobupke B COOTBETCTBMM C KOMIMYECTBOM AHTMKOArynsfHTa, MOMELLEHHOIO B
npo6upKy.

HeoxnaxzeHHble Npobbl MccnefoBaTh B TeUeHMe 4-X 4YaCcOB Ha reMaTo/iorMyecKoM aHanm3aTope, ecnu
06pasLbl KPOBM HEBO3MOXHO 06paboTaTbh B TeUeHUe nepBbiX 4 4acoB, UX crefyeT oxnaguTb o 2 -8 C, u
XpaHUTb He 6onee ogHoro AHA. [lepen paboToli OXNaXAeHHble 06paslbl HYXHO BbliepXaTb Mpu
KOMHaTHoW Temnepatype (MUHUMYM 15 MUHYT), 3aTeM nepemMeLlaTb.

Ecnn obpasel, oCTaB/ieH HeOX/NaXeHHbIM 6onee 4 4yacoB, NMPOUCXOAAT W3MEHEHUs KI/IETOK KPOBM,
KOTOpble MOFYT BbI3BaTb WCKaXEHWe pe3ynbTatoB, WMEKLWUX KINHMYeckoe 3HadvyeHue. CrTeneHb
N3MeHeHW BapbupyeT, 1 3aBUCUT OT 06pasLa 1 TeMnepaTypbl, NP KOTOPOA OH XPaHUTCA. DTN U3MEHEHUS

MO>XXHO NpeAoTBPaTUTL XpaHeHneM npu 2 - 8°C.
[na nccnefoBaHUA Ha remaToNOrMYEeCKOM aHanM3aTope B PeXKMMe Lie/lbHON KpoBmu Tpebyetca 50 MK

LleNbHOM BEHO3HON KpPOBM.

9.2. BO3MOXHbIE npuumnHbl NOJYHYEHUA HEKOPPEKTHbIX Pe3y/ibTaToBs.

1 MNpeaHannTnyeckaa cTtagusa:
- CrycTku KpoBu B 06pasLie (HefocTaTouHoe KONNMYecTBo aHTukoarynaHta SATA B npobupke) -

3aHVKEHHbIE pe3ynbTaTtbl M0 BCEM napameTpam.
- [1noxo nepemellaHHas KpoBb - 3aHVKEHHbIE pe3y/ibTaTbl MO BCEM NnapaMeTpam.
- 3aMOpOXEeHHaa KPOBb - 3aHMXXEHHbIe pe3y/ibTaThbl M0 BCEM NnapameTpam.

2. HencnpaBHOCTM aHanu3aTopa:

- 3arpAsHeHue kamepbl RBC -3aHMXeHHble pe3ynbTatel RBC

- 3arpasHeHune kamepbl WBC 3aHmxeHHble pe3ynbTathl WBC

- HencnpaBHOCTb ONTUYECKON CUCTEMBI - HEKOPPEKTHasa (hopMyna NenKoLmnToB.

3. PeareHTbl - NPOCPOYEHHbIE, 3aMOPOXKEHHbIE, 3arpsA3HEHHbIE:
@ 000 LMPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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LWbILEHHbIe pe3ynbTatbl PLT
|eKOppeKTHble pe3ybTaTbl UAN OTCYTCTBME Pe3y/bTaToB Mo hopmyne NeiKoLUTOB.

.MPOBEAEHVE AHANN3A

1 MoaroToBKa peareHToB K paboTe.
BCOOTBETCTBUN C PYKOBOACTBOM K aHa/M3aTopy BCE KOPOOKM C KaHUCTpamm, hnakoHbl C peareHTaMm

3[COeAVHAKTCA K MpM6opy BO BPeMsa BBOAA B 3KCMayaTaLuio 1 MEHAKOTCA N0 Mepe pacXof0BaHuS.
SH/CTPbI B YNAKOBOYHbIX KOPO6Kax yCTaHaB/IMBAKT Ha CToJie C Npubopom nnbo nof ctoniom. ®nakoH ¢
mampytoLmm peareHTom (BioLyse-WH SYS) npucoeamHA0T HENOCPeACTBEHHO Ha 60pT npubopa.
lepeincnonb3oBaHMEM peareHThbl LO/MKHbI ObITb BblAepXXaHbl NpU HopManbHOW TemnepaTtype (20+5°C)
) TeyeHue 24 1 6onee 4acos.

CE BCKPLITMA YNaKOBOK HEOOX0AMMO CNeAunTb 3a TeM, YTOObI Mbl/ib U 6AKTEPUN HE MOMann B peareHT.
BnpoTtnBHOM Cnyyae BO3HMKAeT PUCK MOMYYUTb HETOYHbIE Pe3y/ibTaTbl aHan3a.

[mnogknioyeHns peareHToB He06Xo0ANMO:

-CHATb KPbILWKY C KOHTeHepa HOBOIO peareHTa;

-CHATb KPbILLIKY C MYCTOr0 KOHTEMHepa peareHTa;

-13B/leYb [,03aTOP, NOTAHYB €ro NPsAmMo BBepX;

EBCTaBUTb [03aTOP B KOHTEMHEP C HOBbIM PEAreHTOM U 3aKpbiTb KPbILLKY.

D N3oToHUYecknii pacteop (BioDil SYS) nogaetcs ¢ nomowbto Tpy6onposoga (Tpy6onposoj
NOCTaB/IAETCA B KOMMJIEKTE C FreMaToNornyeckmmM aHanmsatopom «Cucmekc KoprnopelwH», AnoHus),
MPUCOEANHEHHOMO K pa3beMy/LITYLLEpY Ha 3afHein NOBEPXHOCTU npubopa.

CpenHuin pacxop peareHTa- 20 1 Ha 500 o6pa3LoB..
| 2) Nnsmnpytownin peareHT (BioLyse-WH SYS) nogaetca ¢ nomowbio Tpy6onposoga (Tpybonposos

PacrosioXKeH Ha nepejHeli MOBEPXHOCTM aHanm3aTopa «Cucmeke KopnopeiwH», AnoHuns). ®nakoH ¢
NIM3VPYIOLLIIM PeareHToM yCTaHaBNMBAeTCs HEMOCPEACTBEHHO Ha 6OPT Npubopa, Noj nepeaHel

KpblWKoi. CpeaHunin pacxog peareHta - 0,5 n Ha 500 06pasLo0B.

Mocrie BKIOYEHNS aHanmM3aTopa 3anosiHeHne U30ToHMYeckoro pactesopa BioDil SYS - npounsoiiget
aBToMaTuyecku. Jnd NosHOLEHHOTO 3anofiHeHMA Nn3npyroLlero pacteopa BioLyse-WH SYS

Heob6xoanmo B MeHt0 «Select» BbIGpaTh yHKUMIO «Replace Lyse».

Mpy KaXX40M BK/OUeHMM nprubopa Sysmex KX-21, a Takxxe npu BbIMO/HEHUN aBTOMAaTUYeCKOW
MPOMbIBKM Ha 3KpaHe aHa/nM3aTopa nokKasblBaloTCA pe3y/ibTaTbl M3MepPeHMs X0N0CTOM NPobbl, KOTOPbIe
[O/KHbI ObITh B AOMNYCTUMbIX Mpejenax CornacHo MHCTPYKL MUK Mob30BaTeNs.
RBC - sputpouuntbl He 60nee 0.02 x1012n

- WBC- neiikoymnTbl He 6onee 0.3 x109n

- HGB - remornobuH He 6onee 1r/n

- PLT - TpombouunTbl He 6onee 10 x109n
Y 0BNeTBOPUTENbHbIE Pe3y/ibTaTbl XO/IOCTOW NPo6bl YKa3blBalOT HA YACTOTY peareHToB (OTCYyTCTBUE

rpssu unm 6akTepuii) n paboyee cOCToOAHME aHanM3aTopa.
MpounssoanTenbHOCTL aHanm3aTtopoB KX-21N «Cucmeke KopnopeiwH», AnoHua: - 60 aHann3os B

yac.
10.2. KoHTponb KayecTsa.

MpKn ncnonb3oBaHMM HOBOW cepumn Habopa peareHToB «Trialab KXP» nepep npoBegeHneM aHann3oB
npo6 nauneHToB HEO6XOAMMO NPOBECTU KOHTPO/b KayecTBa paboTbl aHanm3aTopa ¢ NOMOLL b0 1060ro
3aperncTpupoBaHHOro B P® ctaHgapTHOro obpasua Mematonornyeckoro KoHTtpons. KoHTponb coctonT
13 3-X ypoBHeii: 1-i (L) - ¢ HU3KMM ypOBHEM rokasaTeneit, 2-in (N) - co cpefjHUM YPOBHEM
nokasatenew, 3-ii (H) - ¢ BbICOKMM ypoBHeM nokasarteneil. K kaxgomy noty KoHTposbHOro Matepuana

npunaraeTcs NacrnopT - TabsnHa ¢ aTTeCTOBAHHbIMM 3HAYEHVAMW U JONYCTUMbIMU MNPejenamm

n3MepsieMbIX NapameTpoB (PUC  a TaKXKe C pesy ibTataMu UCCeA0BaHNA KOHTPONIbHOO N p M ™ Ha
6ronorn4eckyro 6esonacHocTb (Tectbl HAHBSA% aHTU-HCY, BNY-1, renatut-C (PHK) n BN4Y-112,

cudunnc n 6aktTepuin).

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



| 8

OTtxoabl 6uomartepuana (MHAOULMPOBAHHbIE W MNOTEHLUMaNbHO WHOULMPOBAHHbIE OTX0Abl) W3
[MKo-gumarHocTuyecknx nabopatopuid, OTHOCATCA K Knaccy b (anupemMuyeckn onacHble OTXOAbl) K
fexxaT 06a3aTennbHOMY 06e33apaXKnBaHUIo (ge3nHpeKLnn).

WPOPMALINA O MPON3BOANTENE
'eknamauum Ha Ka4yectBo Habopa peareHTOoB «Trialab KXP» HanpaBnaTe Ha npeanpusatue-

XrosuTenb: O6LecTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO «Tpnanab» (OO0 «Tpwuanab») 1
ckea yn. MpogcotosHas 152-3 og. 100, TenedoH/dakc: (495)2550663, e-mail: mfo@trialab.ru.

PyKoBOAMTENb NPON3BOACTBA
OO0 «Tpuranab»

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



