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Ha3nauyenue 2

ABX Minotrol 16 - 9TO TpeXypoBHEBOE
MHOTOIIapaMETPUIECKOE CPEACTBO KOHTPOIIS, PEAHAa3HAYCHHOES
IS MCTIONIB30BAHMSI TIPH TIPOBEACHUN AWATHOCTHKH iN Vitro u
paspaboTaHHOE UTSI TIPUMEHEHHUs IPH MOHHUTOPHHTE TOYHOCTH
M JIOCTOBEPHOCTH TEMATOJIOTHYECKHX aHAIM3aTOPOB.

JlaHHBIE TI0 KOHKPETHBIM MOZEISM alllapaToB MOXKHO HAWTH B
JMCTKE C XapaKTePUCTHKAMM IIPOLEAYPH HCIOIb30BAHMS
pacrBopa ABX Minotrol 16.

IpenynpesxneHust 1 Mepbl NPeIOCTOPOKHOCTH

m Tlonb3oBaresb 00s3aH POBEPUTH COOTBETCTBHE HACTOSIICTO
JOKYMEHTa Ha3HAYCHHUIO POJYKTA.

m CornacHo HopmatuBHOMY jaokymenty (EC) N°.1272/2008
9TOT PEarcHT CYUTAeTCsi 6E3BPEAHBIM BEIIECTBOM.

®m Marepuaa  4YelnoBe4ecKoro mnpoucxoxacHus.  Cuemyer
obpararbcst Kak ¢ HOTCHIMAIbHBIM HCTOYHUKOM HH(EKINH.
Kaxnas JOHOpCKast eIIMHHLA U1a3MbI KpOBH,
HCIIONB30BAHHAS Ul HPHIOTOBJICHUS 3TOTO MPOIYKTa,
MPOTECTUPOBaHa C momouipio oxobperHoro FDA merona, u
B Heil He oOHapyxensl HBsAg, BI'C u antutena k BUY
1/2. B cBS3U ¢ TeM, YTO HMKAKOW W3 MU3BECTHBIX METO/OB
aHaJIM3a HE JAeT MOJIHOM yBEPEHHOCTH B OTCYTCTBUH BUpYyCa
renatuta B, Bupyca ummyHozxedunura yenoseka (BUY) wmu
JIpYruXx HMHQEKIHOHHBIX areHTOB, HPOAYKTHI ~ CJEAYyeT
paccMarpuBaTh Kak B3sAThIE Yy IalMeHTa  00pasipl,
SIBJISIIOLIMECS NOTCHLMAIBHBIM HCTOYHHKOM HH(EKLHH, U
obpamarecsi ¢ HUMH C COOJIOACHHEM HAUICKAIIHX MeEp
MPEJOCTOPOKHOCTH COTVIACHO HaJuIexkallel JiabopaTtopHOi
mnpakruke (1, 2, 3).

m [IpeaynpexaeHue: JaHHBIH PEarcHT M3TOTOBIEH HA OCHOBE
MaTepHaIOB >KHBOTHOTO MPOUCXOXKACHHUs. [losTomy ero
CleflyeT  CYMTATh  MOTEHIHAIBHO  HHQUIHPOBAHHBIM
MaTepHalIoM H IpH paboTe ¢ HUM MPUHAMATh HEOOXOIUMBIE
MepBI MIPETOCTOPOKHOCTH B COOTBETCTBHHU c
YCTQHOBIICHHBIMH ~ TpeOOBaHMSAMH K  MPOBENCHHIO
1a00PaTOPHBIX UCCIIENOBaHUI: (2).

m CoOmroaiiTe IpUHATHIE B JIAOOPATOPUU CTAaHIAPTHBIC MEPHI
TPEIOCTOPOKHOCTH M BBIMOJNHSNTE PEeKOMEHIALMH  TIO
OXpaHe 3I0pOBbSI U TEXHHKE 0E30MacHOCTH (hedepasbHOro
WM PETHOHATIBFHOTO YPOBHSI.

®m Cwm. macropt 6e3omacuoctr mpoaykra (SDS), otHoCsmmiCA
k ABX Minotrol 16.

YTuianizanusa oTrxoa0B

Cwm. Tpe6OBaHI/I$[ PETrUOHAJIBHBIX HOPMATHUBHBIX JOKYMEHTOB.
Orot pearent comepxut Meree 0,1% asuzma HaTpus B KadecTBe
KOHCEepBaHTa. A3HI HATPHS MOXET BCTYIHTh B PEAKLHUIO CO
CBHHIIOM U Me[IbI0, 00pasys B3pbIBOOIACHBIC a3HABI METaJIIOB.

MukpoouoJornyeckoe cocTosiHue

Henpumenumo.

OnucaHne U COCTaB

Onucanue:

Pacteop ABX Minotrol 16 no BHemHemy BuIy MOX0X Ha
CBeXYIO LEIbHYI0 KpoBb. Hanmume posoBatoro cymepHaTaHTa
SIBJISIETCS. HOPMOH.

Cocras:

Pacteop ABX Minotrol 16 cozepxur neiikormtsr (WBC),
spurpouutsl (RBC) u tpombGouursr (PLT) muexomurarommx,
B3BCLICHHBIC B KHJKOCTH, CXOXKEH ¢ I1a3MOH KPOBH.

A/3MeHeHNs: alIapar CHAT ¢ HPOJAKH.
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ABX Minotrol 16

YcaoBusi XpaHeHHs U CTAOMIBHOCTH

® Vciaosus xpanenusi (mo Bekpoitus): 2-8°C (35-46°F).
He 3amopaxuBaTts.
Korga mnpoOGHpKHM HE WCIOJB3YHOTCS, HX HEOOXOAUMO
XpPaHUTh B BEPTHUKAIBHOM IIOJIO)KCHUH B OPUTHHAJBHOM
yIaKoBKe.
He pekoMeHAyeTcsi XpaHHTh B OTICJCHHSAX Ha JBEpH
XOJIOAMIIBHOM KaMephl.

® Cra6uibHOCTL BO  BCKpbIToM  coctosinum:  ABX
Minotrol 16 crabunen B xone 16 mporenayp B3stus mpod B
TedyeHne MakcumyMm 16 nmeit npu Ttemmneparype 2-8°C
(85-46°F) mociie OTKPBITHS M B TEUCHHE CPOKA TOAHOCTH.
Ipobupku ¢ xanubparopom ABX Minotrol 16 neo6xoaumo
IJIOTHO 3aKPbIBaTh KPBILIKOH I10C/IE UCTIONB30BaHHS.

® CpoK rogJHOCTH: CM. CPOK TOJHOCTH Ha DTHKETKE YHAaKOBKH
peareHTa.

Heo0xonumeble, HO He TpeAoCTaBJIsIeMble
MaTepuaJIbl

B ABTOMaTH3UPOBAHHBII IreMaTOJIOIMUECKUI aHATU3aTop.
m CranmapTHoe 1abopaTopHOE 000PyIOBaHHUE.

Oobpazen

Henpumenumo.

Ipouenypa

ABX Minotrol 16 roros x ucrnone30BaHuIo.

AHanu3 KOHTpONEHl CleayeT BBIIONHATH EXEJHEBHO B OIHO
BpeMsl C aHaJIM30M B3ATBHIX Yy TMaldeHTa o0pas3loB c
BBIIIOTHEHUEM KaJTHOPOBKU MIIM TEXHUYECKOTO OOCTY>KHBAHHS
NpHU KKAOM aHanuse. YacTtoTa aHaau3a KOHTPOJIEH 3aBUCUT OT
TpeOoBaHMii Taboparopun. B kaxmol snabopaTopuu IOJDKHBI
OBITh ONpEAENEeHbl MOATEKAIINE COOMIONEHHIO IIPOLERYPHI
obecreyeHust  KadecTma. OTH  mpoueaypbl  JOJDKHBI
COOTBETCTBOBATH JEUCTBYIOIMINM aTTeCTAllHOHHBIM
TpeOOBAHUAM H MPUMEHUMBIM HOPMATUBHBIM TOJIOKEHHSM.

1. Joseaure ABX Minotrol 16 10 koMHaTHOH TeMIepaTypsbl
OyTeM MpPOKATKH TMPOOUPKH MEXKAy JIQJOHSIMH, [OKa
IPUTPOLUTAPHBIN 0CaJoK  He Oymer  MOJHOCTBIO
cycrneHaupoBaH. He BCTpsxuBarth.

2. CM. B pYKOBOJICTBE MOJIb30BATENIsl MOPSIOK HACHTH(HUKAIUK
pacteopa ABX Minotrol 16 ¢ mnomomsio ckaHepa
IITPUXKOIOB MM BPYUHYIO.

3. AkkypatHo mnepeBepHure mpobupky or 8 mo 10 pas
HENOCPEJICTBEHHO Nepe]] 0TOOPOM Mpoo.
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4. 3anyctute ABX Minotrol 16 8 coorserctBuu ¢
MPOLIEAYPOM, ONIMCAHHOI B PYKOBOJCTBE M0JIb30BATEIS.

5. llporpute  pe3pdy W KPBIMIKY  MPOOHPKH  TOCie
HCIOJIL30BAHMS C IIOMOILIBIO OE3BOPCOBOH Mapiu.

6. 3akpoiiTe 1 MOMecTUTEe MPOOUPKY B XOJIOMUIBHHUK CPa3y kKe
110CJI€ UCTIOJIb30BAHUS.

HaHHbIe 10 KOHKPETHBIM MOJCJIAM almapaTroB MOXHO HaWTH B
JIMCTKE C XapaKTCpUCTUKaMH HPOUEAYpPbl UCIIOJIb30BaHUA
pactBopa ABX Minotrol 16.

[ToapoOHBIe HHCTPYKIMK 10 MPOLEAYPaM aHaIn3a U KOHTPOJIS
PEe3yIbTATOB CM B PYKOBOJICTBE MOJIB30BATEJIs anmapara.

MeTtoanka

ABX Minotrol 16 — o510 craGwibHBIA mpenapar,
NpEJHA3HAYCHHBIA 7SI MOHHUTOPUHTA TOYHOCTH pabOThI
IeMaTOJIOTHYCCKUX  AHAIM3aTOPOB.  JTAJIOHHBIC  3HAYCHHS
MOJTy4eHBI TIPU MOBTOPHBIX TPOLIEAYypax aHATH3a Ha ammaparax,
OTKJIMOPOBAHHBIX C MCIOJIB30BAHUEM LIEJIBHOH KPOBU IO
3HAYCHHSIM, MOJYYCHHBIM TPH HCIONb30BAHUN 3TAJTOHHBIX
meroq0B.AHanu3 kanuObparopa ABX Minotrol 16 ua anmapare
BBIMIOJIHSIETCST TEM K€ CIocoboM, dYTo © obpasern KpoBd
nanueHTa  (ONpemeNsioTess  YAENbHOE — CONPOTUBIECHHE W
ONITHYECKAst [UIOTHOCTb, BBITTOJTHSIOTCS
CIIEKTPO()OTOMETPUYECKIE U3MEPEHHUSI).

DYHKIHOHAJIBHBIE XAPAKTEPUCTHKHU U
OrpaHuYeHuUst

Cpennue pesyibrarhl aHanmsa kaxmoro mapamerpa ABX

Minotrol 16 monydeHsl W3  MOBTOPHBIX  AHAIU30B,
OPOBENCHHBIX ~ HA  aHaIM3aTopax, KOTOpBIE OBLITH
OTKaTMOPOBAHBI C MCIONB30BAaHUEM LENBHON KPOBH. AHAIHM3BI
MPOBOINITHCH c HCIIOJIb30BaHUEM peareHToB,

pexomenmoBarubix HORIBA Medical. 3uauenus, monydeHnsie
¢ nomoupio ABX Minotrol 16 (eciu ucnosbdyercs 10
MCTEYEHHs CPOKA T'OJHOCTH) JOJUKHBI HAXOAUTHCS B IMpEesiax
oXxujaeMoro uanasona. OKHIaeMble JWANA30HBI SBISFOTCS
NpEACTABJICHUEM OLICHOYHBIX BapPIaL[I/Iﬁ MEXAY pa3IMYHbIMH
71abopaToOpHAMHU YIS KAKAOr0o mapamerpa. MexinabopaTopHbie
Bapualun SABJIAKOTCA CICACTBUEM KaJ'[HGpOBKI/I, TCXHUYCCKOI'O
oOciry>kuBaHUS U crocoba skcIutyartanuu npubdopa. Ilostomy
pedepeHTHBIC PE3yNbTaThl MOAXOAAT TOJABKO JUIS  IEiei
KOHTPOJII M HE OOJDKHBI HCIOJIB30BaTbCA JId KaﬂHGpOBKI/I.
HeOGXO}ll/lMO IPOBECTU MHUHHUMYM IIATh IOCJICA0BATC/IbHBIX
QHAIM30B Ha MPABUIIBHO OTKATMOPOBAHHOM aHAIM3aTOPE,
4TOOBl  YCTAHOBHTH CpEIHHEC  pE3yNbTaThl aHAIM3a U
CTaHIApTHBIE OTKIOHEHWs /iss Kaxmoro mapamerpa ABX
Minotrol 16.

CMm. maparpad «CooTHECCHHE KaTMOpPaTOpOB M KOHTPOJEH C
OTaJIOHHBIMHU MaT€puajiaMu>»
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Bolunciaenne u HHTEpHpeTanusa pe3yjabTaToB

Ceenenuss o npouecaype€ KOHTpOJd W HUHTEpIpETALUU
PEIYIBLTATOB CM. B PYKOBOJICTBE ITOJIB30BATEIIA anrapara.

HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepucTHKAX

Honpe)lmemle YHaKoBKH

B ciiydae mMOBpEeKICHUS 3allUTHON YIMAKOBKH HE HCHONBb3YHTE
pacteop ABX Minotrol 16, tak kak moBpexaeHHs MOTIH
TOBJIMATH Ha pabodvre XapaKTePUCTHKH TIPOLYKTA.

Hanuyne npu3HAKoOB MOPYH NMPOAYKTA

Ilpy HaMMYMK KAKUX-THOO TPU3HAKOB (DU3UUCCKON MITH
xumuueckoi nopun pacrsopa ABX Minotrol 16 (nomyrrenue,
H3MCHEHHE IIBETA M T.I1.) €r0 CJICAYET 3aMEHHUTb.

Hel'lpaBl/UleOC CMeIIUBaHUE

B citydae HENoJHOro NepeMelMBaHus COASPIKUMOT0 NPOOUPKH
Iepel MCIOJb30BaHUEM B3ATBHI oOpasell, a TaKKe OCTaToK
ABX Minotrol 16 B mpoOupke CTaHOBSTCS HEMPUTOJHBIMHI
VTS pabOTHI.

TemnepaTypHbIe OrpaHUYeHHS

He wucnons3yiire pactBop ABX Minotrol 16, eciu on panee
3aMOPaKUBAJICS UITH MIO/IBEPTaiCsl H30BITOYHOMY HArpeBy.
Iepen ucrnons3zosannem ABX Minotrol 16y6eautecs, uro on
JocTur pabodeil TeMIeparypbl, Kak OMHUCAHO B PYKOBOJICTBE
OJTb30BaTENSI IPUOOPA.

BHyTpeHHHII KOHTPOJIb KAa4eCTBa

KontposbHbie o6pasust kposu HORIBA Medical neo6xoxumo
UCIIONB30BATh  JUI  [EPUOAMYECKON  OIEHKH  KauecTBa
(GYHKIMOHMPOBAHMSI PEarcHTOB M  amiapara B 3aJaHHBIX
JHana3oHax.

HORIBA Medical TpeuIaraer OwnyaifH-IporpamMmMy
mesknaboparopHoro cpasuenus (QCP), koropast npemocrasisier
noctyn 1o VHTepHeTy K:

® [oaya OTYETOB O pE3yJbTaTaX BHYTPEHHETO KOHTPOJIS
KauecTBa B OHJIAH-PEXUME;

¥ MOHHUTOPUHT KadyecTBa pabotst aHAJTUTHYECKOTO
o0opynoBaHus u HETIOCPEICTBCHHOE CpaBHEHHE
Pe3yabTaTOB UCCICAOBAHUN C Pe3yIbTaTaMH, MMOTYYCHHBIMH
B COTHSX JIaOOPATOPHUil IO BCEMY MUDY;

® [OJy4EeHHE B PEKHME PEaJbHOTO BPEMEHH CTATUCTUYECKUX
oryeroB rpymmn koster yepe3 QCP.

Bonee noppobHyo mHGOpPMALUIO MOXHO IOTYyYHTh Ha BeO-

caiiTe 1o ajapecy:
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

3apecucmpupoeannbiMu mopeosbimu mapkamu
coomeemcmeyrouux KOMNAHULL.

PedepencHbie mHTEpBaIBI

Henpumenumo.
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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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