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Ha3znauenue

ABX Minotrol 16 - 3TO TPEXypPOBHEBOE
MHOTOTIApaMETPHYECKOE CPEICTBO KOHTPOIIS, MPeIHA3HAUCHHOE
IUTSL MCTIOJIb30BAHUsI TIPU MPOBEJCHUH JUATHOCTHKHU iN Vitro u
pa3paboTaHHOE ISl TIPUMEHEHHUS [P MOHUTOPHHIE TOYHOCTH
U JIOCTOBEPHOCTH MeMaTOJIOTHYECKHX aHATH3aTOPOB.

JlaHHbBIE 10 KOHKPETHBIM MOJIENSIM alapaToB MOKHO HalTH B
JIMCTKE C XapaKTePUCTHKAMH TMPOLEAYPHl  HCIOIb30BAHUS
pactBopa ABX Minotrol 16.

Pacteop ABX Minotrol 16 moxHO #CIOAR30BaTh B IEISAX
CaMOIMpPOBEPKH TONBKO ¢ aHanuzaTopamu Micros Care ST.

IIpenynpesxaenust 1 Mepbl MPEAOCTOPOKHOCTH

® [lonp3oBaTenb 00s3aH IPOBEPUTH COOTBETCTBUE HACTOSIIETO
JOKyMEHTa Ha3HA4YEHHUIO IPOIYKTa.

m CormacHo HopmaruBHOMY aokymenty (EC) N°.1272/2008
9TOT pPeareHT CYUTACTCs OE3BPEIHBIM BEIECTBOM.

® Marepuas  4enoBedeckoro mnpoucxoxaeHus. Crepyer
obpaIathcs Kak ¢ MOTCHIIHATbHBIM HCTOYHUKOM HHQPEKIHHU.
Kaxnas JIOHOPCKast eMHUIA TU1a3Mbl KPOBH,

UCIIOJIb30BaHHAsA JUIsL IIPUT'OTOBJICHHSA OTOr0 INPOAYKTaA,
MPOTECTHPOBaHa ¢ moMoIIb omxodpenHoro FDA mertona, u
B Hell He oOHapyxensl HBsAQ, BI'C u anturena x BUY
1/2. B cBs3U C TeM, Y4TO HMKAKOW W3 W3BECTHBIX METO/OB
aHanM3a He JaeT MOJHON YBEPEeHHOCTH B OTCYTCTBHH BHpYCa
renatuta B, Bupyca umMmyHoaeduuura yenoseka (BUY) wnn
OpYruX HMHQEKUHOHHBIX AareHTOB, HPOAYKTHI  CIeayeT
paccMaTpuBaTh KakK B35ThIC y nmanueHTa O6p33ubl,
SABJIAOIIHUECA ITOTCHLHAJIBHBIM HMCTOYHHUKOM l/IH(bel(LlI/II/I, n
obpamiatbCcss ¢ HHUMH C COONIOACHHEM HAUISKALIUX Mep
IPEAOCTOPOKHOCTU COIJIACHO HaJyIexalneil JiabopaTopHOH
npakruke (1, 2, 3).

®m Cobnronaiite NpUHATHIC B 1a00OpPaTOPUM CTAaHJAPTHBIE MEPhI
NpEeaOCTOPOKHOCTH U BBITTOJTHSMTE pPEKOMEHAAUNU 110
OXpaHe 3I0pOBbsl M TEXHHKE 0e30macHOCTH (enepaabHOro
WJIN PErHOHAJIBHOT'O YPOBHS.

® CM. macnopT 0e30macHOCTH
Minotrol 16.

(MSDS) pactBopa ABX
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Yruauzanus 0TX010B

CwM. Tpe6OBaHI/I$[ PEruOHAIbHBIX HOPMATHUBHBIX JOKYMEHTOB.
Jtot pearent conepxkut Menee 0,1% asuzma HaTpust B KauecTBe
KOHCepBaHTa. A3WJ HATPUs MOXET BCTYIUTh B PEAKIHUIO CO
CBHUHIIOM U MEIbHO, 06pa3yﬂ B3PBIBOOIIACHBIC a3uabl METAJIJIOB.

Muxkpo0uoJioru4eckoe cOCTOsIHIE

Henpumenumo.

OnucaHue M cOCTaB

Onucanue:

Pacresop ABX Minotrol 16 mo BuemHemy Buay MOXO0X Ha
CBEXYIO LIeJbHYI0 KpoBb. Hannume po3oBaToro cyrnepHaTaHTa
SIBJISICTCS. HOPMOH.

Cocras:

Pacteop ABX Minotrol 16 coxepxur neiikormtsr (WBC),
sputpouutsl (RBC) u tpomboumtsr (PLT) miexonuTarommux,
B3BCLICHHBIC B KHJKOCTH, CXOXKEH ¢ I1a3MOH KPOBH.

YcaoBus XpaHeHHs U CTA0OMJIBLHOCTD

® VcaosBus xpanenus (mo Bexpoitus): 2-8°C (35-46°F).
He 3amopaxuBats.
Korga mnpoOHMpKkH HE HCIOJB3YIOTCS, HX HEOOXOIHUMO
XPaHUTh B BEPTUKAIBHOM IMOJIOKEHHH B OPHUTHHAIBHOM
yIaKOBKe.
He pexkoMeHayeTcsi XpaHUTh B OTHCICHUSX Ha JBEpH
XOJIOJMIBHON KaMephl.
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® Cra6wibHOCTL BO  BCKpbiToM  cocrosimuun:  ABX
Minotrol 16 crabuiien B xo1e 16 mporeayp B3stus npod B
TeyeHne MakcumyMm 16 nHeit mpu Ttemmeparype 2-8°C
(35-46°F) mocrie OTKpBITHS U B TEUCHHE CPOKA TOAHOCTH.
Ipo6upku ¢ xamubparopom ABX Minotrol 16 seo6xoanmo
IUIOTHO 3aKPbIBAaTh KPBIMIKOM MOCIE UCTIOIb30BAHMSL.

® CpoK rogHOCTH: CM. CPOK TOAHOCTH Ha 3THKETKE YIAKOBKH
peareHra.

Heo0xonumeble, HO He TpeAocTaBJIsIeMbIe
MaTepuaJIbl

B ABTOMAaTHU3MPOBAHHBIM rEMAaTOJOTHUECKUI aHATIM3ATOP.
m CranjapTHOe J1abopaTopHOE 060pya0BaHHUE.

Oopa3zen

Henpumenumo.

IMpouenypa

ABX Minotrol 16 roros k ucrnone30BaHuIo.

AHanu3 KOHTpOJEil clemayeT BBIIONHATH EXEJHEBHO B OIHO
BpeMsl C aHaJIM30M B3ATBHIX Yy TMalUeHTa o0pa3lmoB cC
BBIMTOTHEHUEM KaJTHOPOBKU MIIM TEXHUYECKOTO OOCTY>KHBAHHS
NP KaKAOM aHanuse. YacTtoTra aHamu3a KOHTPOJIEH 3aBUCUT OT
TpeGoBaHMii Taboparopun. B kaxmol nabopaTOpuu IOJKHBI
OBITh ONpEAENeHbl MOATEKAIINEe COOMIOAEHUIO IPOIEAYPHI
obecriedeHuss  KadecTma. OTH  mpoumeayphl  JOJDKHBI
COOTBETCTBOBATH JEUCTBYIOMINM aTTeCTAllMOHHBIM
TpeOOBaHUAM H MPUMEHUMBIM HOPMATUBHBIM TOJIOKEHHSM.

1. Joseaure ABX Minotrol 16 10 koMHaTHOH TeMIepaTypsbl
IyTeM TMpPOKaTKM MHPOOMPKH MEXAY JIaIOHSIMH, IIOKa
OPHUTPOLMTAPHBEI  OCaZOK  He  OyDeT  IOJHOCTHIO
cycrenanpoBan. He BcTpsixuBats.

2. CM. B pYKOBOJICTBE MOJIb30BATeNsl MOPSAOK HACHTH(HUKAIIUK
pacteopa ABX Minotrol 16 ¢ mnomomsio ckanepa
IITPUXKOOB MM BPYUHYIO.

3. AkkypatHo mnepeBepHure mpobupky or 8 mo 10 pas
HETOCPeICTBEHHO Iepes 0TO00pOoM Mmpood.

4. 3anycrute  ABX Minotrol 16 B coorBerctBuEH ¢
TIpOLEAYPOH, ONIMCAHHON B PYKOBOJACTBE I10JIb30BATENS.

5. llporpute  pe3pdy W KpBINIKY  NPOOMPKH  IIOCie
UCHOJIb30BAHUS C TIOMOIIbIO O€3BOPCOBON MapIiu.

6. 3akpoiiTe 1 OMeCTUTE MPOOUPKY B XOJOJMIBHUK Cpasy ke
10CJIE UCIONIb30BaHHUs.

JlaHHbBIE 110 KOHKPETHBIM MOJIEJIAM alapaToB MOKHO HalTH B
JIMCTKE € XApaKTEPUCTHKAMU TIPOLEAYPHl HCIIOJIb30BaHUS
pactsopa ABX Minotrol 16.

S.A.S. au capital de 23859980 € - RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - APE 332 B

IMonpoOHBIe MHCTPYKIMY MO MPOLEAypaM aHaJIN3a U KOHTPOJIS
pe3ylIbTaTOB CM B PYKOBOJICTBE IOJIb30BATENS alapaTa.

MeTtoanka

ABX Minotrol 16 — »5r10 craOwibHBIH mpemapar,
OpelHa3HAuYCHHbIH IS MOHHTOPHHIa TOYHOCTH PabOThI
reMaToJOTHYeCKUX  AHAIU3aTOPOB.  JTAJOHHBIE  3HAYCHHS
MOJTy4YeHBI P MOBTOPHBIX MPOLIEAYPax aHaIM3a Ha ammapaTax,
OTKAIMOPOBAaHHBIX C KCHOJIB30BAaHUEM LIEIBHOH KpPOBU MO
3HAYCHUSIM, IIOJYYEHHBIM MPHU HCHOJIB30BAaHUU OSTATOHHBIX
meronoB. Ananu3 kanuoparopa ABX Minotrol 16 ua anmapare
BBIIOJIHACTCS TEM K€ CIocoOoM, 4To W oOpasen KpoBH
naiyeHTa  (OmpeiessiIoTCs  YACNbHOE — CONPOTHBICHHE U
OITHYECKas [UIOTHOCTB, BBIIOJIHSIOTCS
CIEeKTPO()OTOMETPHUYCCKIE U3MEPCHHUS).

q)yHKIII/IOHaJ[bHBIe XAPAKTCPUCTUKH U
OrpaHm4cHust

Cpennme pesynbTaThl aHamu3a Kaxgoro mapamerpa ABX
Minotrol 16 monyuyeHsl U3  TNOBTOPHBIX  AHAIU30B,

MPOBEAECHHBIX Ha aHanM3aTopax, KOTOpBIE ObLTH
OTKaJIMOPOBaHbI C MCMOJIB30BAHUEM IETBHON KPOBU. AHANU3BI
MPOBOIUINCH c UCTIONIb30BAHUEM peareHros,

pexomenoBanabix HORIBA Medical. 3nauenusi, mony4eHHbIe
¢ momompio ABX Minotrol 16 (ecnu wcnonszyercs 1o
HCTEYEHHUS] CPOKA TOAHOCTH) JOJDKHBI HAXOMUThCS B Ipeleriax
oXxuzmaeMoro uamasoHa. OXHIaeMble AWANa3OHBI SBISIOTCS
NPECTABICHHEM OLICHOYHBIX BapHalMil MEXAY pPa3lIHYHBIMU
71abopaToOpHAMHU UISl KKAOT0o Hapamerpa. MexinabopaTopHbie
BapHallK SIBISIOTCS CICACTBUEM KAJIMOPOBKH, TEXHHYECKOTO
obciyxuBaHHus U crocoba 3KCILTyaTaluu npubopa. ITosTomy
pedepeHTHbIE pe3yNabTaThl MOAXOMAT TOJNBKO JUIs  Lejei
KOHTPOJISI M HE JOJDKHBI HCIIOJB30BaThCSA Ul KaTHOPOBKH.
Heo6xomuMo MpoBeCTH MHHHUMYM IISITh IOCIEIOBATEIBHBIX
AQHAJIM30B Ha MPABUIIBHO OTKATHMOPOBAHHOM aHAIM3aTOPE,
4YroObl ~ YCTAHOBHTH CpPEAHHE  pPE3y/lbTaThl  aHajiu3a |
CTaHJIapTHBIE OTKJIOHEHHs /mid Kaxaoro mapamerpa ABX
Minotrol 16.

Cwm. maparpad «CooTHeceHHEe KalHOpaTOpOB W KOHTpOJeH ¢
ATAJIOHHBIMH MaTepHaaMu»

BoluncieHue u HHTEpHpeTanusa pe3yjabTaToB

CBemieHHs O TIpouexype KOHTPOJISE M HHTEPIpETalun
pe3yNIbTAaTOB CM. B PYKOBOJCTBE IIOJIH30BATENS aNapara.
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HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepucTHKAX

IToBpexaeHne YIIAKOBKH

B ciywae noBpexaeHMs 3alIUTHON yMaKOBKM HE MCIIOJIB3YHTE
pacteop ABX Minotrol 16, tak kak mHoBpexIeHHS MOIJIH
MOBJIHATH Ha paboYie XapaKTepUCTHKHU MPOJYyKTa.

Hajnnune npu3HAKOB MOPYM NMPOAYKTA

[lpu Hamuuum Kakux-TMOO TPHU3HAKOB (U3MUECKOH WIH
xumuueckoit nopun pactsopa ABX Minotrol 16 (nomyrHenue,
W3MCHEHHUE [[BETA U T.II.) €r0 CICIYET 3aMCHHTb.

HenpaBuibHoe cMelIUBaHUE

B ciydae HEMOIHOTO MEPEMEIIMBAHMS COAEPKUMOTO TPOOHPKH
mepeq WCIONB30BaHMEM B3SATHIM OOpasel, a TaKKe OCTAaTOK
ABX Minotrol 16 B mpoOupke CTAHOBATCS HETPHUIOTHBIME
VTS pabOTHI.

TemnepaTypHble OrpaHHYeHHUsI

He wucnons3syiire pacteop ABX Minotrol 16, ecii on panee
3aMOPaKUBAJICS UITH [OJBEPrajiCsi H30BITOYHOMY HArpeBy.
Ilepen wucnonn3oBanueM pactBopa ABX Minotrol 16
ybeanTech, 94TO OH AOCTUT paboyeil TeMIepaTypbl, yKa3aHHOH B
PYKOBOJICTBE OJIb30BATEIS alliapara.

BHYTpeHHMH KOHTPOJIb KayecTBa

KonrposbHbie o6pasust kposu HORIBA Medical neo6xoxumo
UCTIONB30BaTh I TEPHOJANYECKOW  OIEHKH  KauyecTBa
(YHKIMOHMPOBAHKS DEAarceHTOB W ammapara B  3aJaHHBIX
IMana3oHax.

Komnanus HORIBA Medical mnpemraraer wucrnons3oBath
WHTEpakTUBHYIO MEXIa00PaTOPHYIO MPOTPAMMY CpPaBHEHHs
pesyapraroB (Online Interlaboratory Comparison Program,
QCP), xoropast obecrieudBaceT JJOCTYI uepe3 HHTEPHET K
CIIeIyIOMUM (QYHKIHSM:

E [ogaya OTYETOB O pE3yJNbTaraX BHYTPEHHETO KOHTPOJIS
KauecTBa B OHJIAHH-pEXUME;

¥ MOHHUTOPUHT KadyecTBa pabotst aHAJTUTHYECKOTO
o0opynoBaHus u HETIOCPEICTBCHHOE CpaBHEHHE
Ppe3yabTaTOB UCCIENOBAHUN C Pe3yIbTaTaMH, MMOTYyYCHHBIMHI
B COTHSIX JaOOPaTOPHiA IO BCEMY MHPY;

¥ [OJy4eHHE B PEKHME PEaJbHOTO BPEMEHH CTATUCTUYECKUX
oryeros rpymn koyter yepe3 QCP.

Bonee noppobHyo MHGOpMALMIO MOXHO IOJTYyYHTh Ha BeO-
caiite no azgpecy:
http://qcp.horiba-abx.com
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ConocTaBUMOCTb KAJIHOPAaTOPOB H
KOHTPOJIbHbIE MaTePHAJIBI

Cpencrea ynpasienuss W kanmubparopst HORIBA Medical
00eCeunBaOT MPOCIEKUBAEMYIO CBSI3b CO  CTaHIAapTHBIMU
pedepeHTHBIMH METOIAMH.

I'ematonornueckue ananuzaTopsl B JlabopaTopun obecriedeHust
KayecTBa OTKAIMOPOBAHBI C IOMOIIBIO IEIBHOM KpPOBH IO
3HaYCHHH, MOJYYSHHBIX C IOMOIIBIO CIIEAYIOMINX CTAaHAAPTHBIX
pedepeHTHBIX MeTonoB. OOpaslbl HETbHOW KPOBH, B3STHIC Y
HOPMAJIbHBIX, 3I0POBBIX  JJOHODOB, MTOMETICHBI B
antukoaryissit EDTA u npoananu3upoBaHsl B T€UEHHE LIECTH
YaCcOB MMOCTIE B3SITHS.

Beanie kpossubie kiaerku (WBC) u kpacHble KpoBsiHbIe
kierku (RBC) ananusupyrores va npudope* Coulter Counter
cepun Z. Bee moacueTsr KOPPEKTUPYIOTCSI Ha COBITACHHE.
Femorno6uH  u3Mepsietcss ¢ TNOMOIIBI0  PEarcHTa,
peKoMeHIyeMoro MHCTHTYTOM KIMHHYECKHX H J1abOpaTOPHBIX
CTaHJapTOB (CLSI), VIS TeMOTJIOONHIIMAHUTHOTO
(unaHMeTreMoriioGHHOBOTO0) MeTona 4). IMoka3zanus
HONIy4aroTcss mpd JuuHe BoimHbl 540 HM Ha Konopumerpe/
CIEKTpO(OTOMETPE, OTKAIMOPOBAaHHOM B COOTBETCTBHH C
pexomennanusmu CLSI H15-A3 u ICSH (4).

I'emaTtokpuT (00BEM OCaXIECHHBIX KJIETOK) H3MEpSETCS C
TIOMOIIIBI0 TEMAaTOKPUTHBIX MHUKPOIPOOHPOK M3 GECLBETHOTO
3aMTHOrO  cTekna (03  TOKPBITHS — AHTHKOATYJISTHTOM),
LEHTPU(YTUPOBAHHBIX B TE4eHHE 5 MUHYT B
MHKPOTEMAaTOKPUTHONH  IEHTPH(pYre B  COOTBETCTBHH C
nokymentom CLSI H7-A3 (5). Hukakue KOpPpEKTHPOBKH HE
BHOCSITCS TSI 3aXBaYCHHOM II1a3MbI.

TpomMGOUUTHI aHATM3UPYIOT C TIOMOIIBIO I'€MOLIUTOMETpA U
(ha30BO-KOHTPACTHOI ONTHKH.

* Bce mapku u npooykmbvl AGIAIOMCS MOP20GbIMU MAPKAMU U
3ape2ucmpupo8aHHbIMU mMopeosuIMU Mapkamu
COOMBEMCMEYIOUUX KOMAAHUI.

PedepencHbie mHTEpBaIBI

Henpumenumo.

Jlurepatrypa

1. Occupational Safety and Health Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
Register July 1, 1998; 6: 267-280.

2. Council Directive (2000/54/EC). Official Journal of the
European Communities. No. L262 from October 17,
2000: 21-45.

3. Protection of Laboratory Workers From Occupationally
Acquired Infections; Approved Guideline - Third
Edition. CLSI (NCCLS), document M29-A3 (2005) 25
(10).
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4. Reference and Selected Procedures for the
Quantitative Determination of Hemogloblin in Blood;
Approved Standard - Third Edition. CLSI (NCCLS),
document H15-A3 (2000) 20 (28).

5. Procedure for Determining Packed Cell Volume by
Microhematocrit Method; Approved Standard - Third
Edition. CLSI (NCCLS), document H7-A3 (2001) 20
(18).
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