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Hasnauenue 2 P

ABX Minipack LMG cocrour u3 3 pearerros (R1, R2, R3) u
KOHTeHHepa  IJIs  OTXOAOB,  NpPeJHA3HAYEHHBIX U
HCIIONb30BAHMUS [PU TPOBEICHUHM OHATHOCTUKH (N Vitro ma
ananmszatopax kposu HORIBA Medical.

® R1 — 510 ¢epMeHTHBI pacTBOp C MPOTEONUTHUECKUM
JEACTBHEM [UTsl OYMCTKH AHAIN3aTOPOB KPOBH.

m R2 — 510 su3upyOlMi pacTBOp IS JIM3MPOBAHHUS
spurporutoB (RBC), mmst moxmcuera u auddepeHUnpoBKH
aeiikouuros (WBC), a Takxe st onpenencHHs YpOBHS
reMorJIoOuHa.

m R3 — 310 OydepHblii H30TOHHYECKHH  PacTBOP,
NpeAHA3HAYCHHBIM UL ONPEACICHHUS KOIMYECTBA KIIETOK
KPOBH M H3MEPEHHS TeMaTOKPHUTA.

IIpenynpesxaeHust 1 Mepbl NPEAOCTOPOKHOCTH

® Jlonbp3oBarenb 0053aH NPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HaYEHUIO MPOIYKTa.

m CormacHo HopmatuBHOMy mokymenty (EC) N°.1272/2008
9TOT PEareHT cuuTaeTcsi 6E3BPEIHBIM BEIIECTBOM.

® JIpu paboTe ¢ XMMHUYECKHMH BEIECTBAMH PEKOMEHIYETCs
HaJIeBaTh COOTBETCTBYIOIINE cpencrsa 3aIUThI:
71a00paTOPHBII Xanar, MepYaTKy U 3alUTHBIE OYKH.

m ColutofjaiiTe MPUHATHIC B 1a0OPATOPHH CTAHIAPTHBIE MEPbI
HPEIOCTOPOXKHOCTH W BBINOJNHANWTE PEKOMEHIALMH 10
OXpaHe 370pOBbs M TEXHUKE 0E30MacHOCTH (enepaabHOTo
WM PETHOHAJIBHOTO YPOBHS.

® JIpy BO3HMKHOBEHMHM HEJIOMOT'aHMS MOCJIE MONAaJaHUs Ha
KOXY, TIPOTJIATHIBAHMS WJIM BJIBIXaHUS KaKUX-JINOO BEIECTB
obpaTuTech K Bpady.

® CMm. macmopt  0e30macHOCTH
ABX Minipack LMG.

(MSDS)  pactBopa

B J[aHHBIA peareHT MpeAHasHauYeH JUIs MCHOJIL30BAHUA C
yKa3aHHBIMHM BBIIIE TE€MATOJOTHYECKUMH aHAIM3aTOPAMU
HORIBA Medical. Kommnanus HORIBA Medical ne moxer
rapaHTUpOBaTh NPABHJIBHOE JIEHCTBUE TOr0 peareHra IMpu
HCIIOJIb30BAHUH ANINAPATOB, OTIIMYHBIX OT YKa3aHHBIX BBIIIIE,
WIM  anmapaTtoB, HE  HW3TOTOBJIEHHBIX  KOMITAHWEH

HORIBA Medical.

YTuansanust 0TX010B

CM. TpeGoBaHUS PETHOHAIBHBIX HOPMATHBHBIX JOKYMEHTOB.
Jtot peareHt conepxkut Menee 0,1% asuzma HaTpust B KauecTBe
KOHCEpBaHTa. A3MJ HATPUS MOXKET BCTYNHTb B PEAKIHIO CO
CBHHLIOM U MEJIbI0, 00pa3ys B3pBIBOONACHBIC a3U bl METAILIOB.

Muxkpo0uoJiorudecKoe cOCTOsIHIE

Henpumenumo.

Onucanme u cocTaB

Onucanue:

R1: [Ilpo3paunbiii OGeCUBETHBIA WM CIETKa >KCATOBATBIH BOJIHBIN
pacTBop.

R2: [Ipo3paunslii 1 OecBETHBII BOJHBIIl pacTBOP.

R3: [Ipo3paunsiii 1 6ecBETHBII BOAHBIII PaCTBOP.

aI/ISMCHCHHﬂ: HU3MCHEHHE MapKHPOBKH Ha COOTBETCTBHE T‘pe6OBaHI/I${M EC.
bI/I'SMeHeHPUl: MU3MCHCHHUEC HAa3HAYCHMUS.
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Cocras:

R1

Oprannyeckuii 6ydep <5%
IIporeonuTuaeckuii hepMeHT <1%
KoncepBanT <1%
R2

Jlusupyroliee BEIECTBO <0,1%
Jlereprent <5%
R3

Oprannyeckuii 6ydep <5%
Koncepsant <0,1%

YciaoBusi XxpaHeHUs M CTAOMJIBHOCTD

® VciaoBusi xpanenus (1o Bekpsitusi): 18-25°C (65-77°F).
He 3amopaxuBatb.

®m CTa0MJIBHOCTb BO BCKPBITOM COCTOSIHMH: 3 Mecsua
makcumyMm nipu 18-25°C (65-77°F) mocne BCkpbiTHSA, B
pefienax cpoka rOJHOCTH.

® CpoK rogHOCTH: CM. CPOK TOJHOCTH Ha 3THKETKE YHAaKOBKH
peareHTa.

Heo0xoaumble, HO He NpeJOCTABJIsIEMbIe
MaTepuaJIbl

B ABTOMaTH3MpPOBaHHbIH reMaTONIOrHYECKUH aHATIM3aTOP.

Kanu6parop: ABX Minocal.

® KOHTpONIb: CBEAEHHUS O TOM, KaKOH KOHTPOIb CIEIyeT
UCHONb30BaTh C  amlmapaToM, CM. B  PYKOBOJICTBE
HOJIb30BATENS.

®m CrannapTHoe J1abopaTopHOe 000pyIOBaHUE.

IIpoda

3a6op odpa3ua:

Bce 00pasiipl KpOBH JOJKHBI OBITh B3SThI C HCIOJIb30BAHUEM
npaBwibHOM  TexHuku! PaccmarpuBaiite Bce  00pasupbl,
peareHThbl, KamuOpaTopbl, CpeACTBa YNpaBiIeHHS |  T.1.,
KOTOpbIE CO/Iep)KaT OIKCTPAKTHI UEIOBEYECKHX 00pasloB, B
KauecTBe IOTCHIMANBHO 3apa3HbIX W CICAyiTe IpaKTHKe
Ouosoruueckoii 6ezonacuoctu (1, 2).

IIpu 3abope 00pa3LoB KPOBU PEKOMEHIYETCS HCIIOIb30BATh
BCHO3HYI0O KPOBb, HO B KpaWHHX CIydasx TaKXKe MOXKHO
UCIONIB30BAaTh  apTepHalbHyl0  KpoBb. OOpa3upl  KpoBH
HCO6XO}11/IMO INOMECTUTh B BAaKyyYMHBIE WJIU HEBAKyYMHbBIC
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npobupku aist cbopa obpasuos (3, 4). IIpobupka mist cGopa
00pa3suoB No/KHA OBITH 3alOJHEHa TOYHO N0 YKAa3aHHOIO Ha
caMoll mpOOMpKE KOMMYECTBa KPOBH, 4YTOOBI H30ExXaTh
BapUALUK PEe3yJIbTATOB HCCISIOBAHMUS.

PexomMeHyeMblil AaHTHKOATYJISIHT:

Pekomennyemblii  aHTHKOarynsHt — 9310 K3-EDTA ¢
COOTBETCTBYIOLICH MPOMOPLHEH KPOBH K aHTUKOATYISIHTY, KaK
yka3aHo mpom3BomutesnieM mpobupku. Ko-EDTA  sBisiercs
HpHEMIIEMO albTepPHATHBOI 10 TeX Iop, moka c6op oOpas3uos
HPOM3BOJIUTCS B HOPMAJIBHBIX YCIIOBHSX. B IPOTHBHOM Cilydyae
BO3MOKHO HaJIMYHE CTYCTKOB KPOBH.

CTa0WIbHOCTH P00 KPOBHU

CrabunbHocTh OOpa3ma mHpu HU3KOH Temmeparype: [ecath
«HOPMAJIbHBIX» M JECATH <«IIaTOJIOIMYECKUX» 00pasloB ObLIN
coOpaHbl M3 CTaHAAPTHOTO J1a0OpaTOpPHOro oObeMa PabOTHl U
coxpanensl mpu Temneparype 4°C. CraGunbHOCTh 00pasia
OlLICHMBAJIACh B Te4yeHHWe 72 wuacoB. Pesynbrarthl (Cpeanee
3HAaUeHWE M3 [JECATH TECTOB) MO3BOJIOT CHOENATh BBIBOX
KacaTeIbHO  3asBICHHONH  OTHOCHUTENBHOH  CTaOMIBHOCTH
oOpasna:

m 48 yacos s napamerpos CBC
®m 24 yaca jyis napamerpos DIFF

CrabuabHOCTh 00pasiia nmpu KOMHATHOM Temmeparype: Jlecsathb
«HOPMAJIbHBIX» M JIECAThH «IaTOJOTHUECKUX» 00pa3loB ObLIN
coOpaHbl U3 CTaHAApPTHOTO JTA0OPAaTOPHOTO 00BheMa PabOTHI U
COXpaHeHbl ~ MpH  KOMHaTHOM  Temmepatype  (25°C).
CraOunpHOCTh 00pa3iia OlCHMBAJIach B TEYCHHE /2 4YacoB.
Pe3ynbTathl (CpeaHee 3HAYEHHE W3 JECSITH TECTOB) MO3BOJISIOT
clienath BBIBOJ KacaTelbHO 3asBJICHHOW OTHOCHUTEIBHOM
CTabUIILHOCTH 00Opasia:

m 48 yacos s napamerpos CBC
m 24 gaca mis napamerpos DIFF

Muxkponpooa:

Pexxum orbopa 00pa3moB mpubopa IMO3BOJSIET IMONTB30BATENIO
paboTaTh ¢ MHKPO-00Opa3laMi B MEAUATPUH U TEPUATPUH (CM.
PYKOBOJACTBO  IIOJB30BATeNsl  HpHOOpa I HONydYEHHS
UHGOPMAIIME 0 MHHHMAIBHOM 00beme 0o6pasiia KpoBH). DTH
MHKPOIPOOEI MOXHO HCIIONB30BAaTh TOJNBKO B CIIEMYIOMNX
YCIIOBHSAX:

m [IpoOupka Bcerna J0JDKHA HAXOAWUTHCS B BEPTUKAJIBLHOM
HOJIO>KEHHH.

m JlepememuBanue KpOBH JIOJDKHO OCYLLECTBIIAThCS
HECWIbHBIM IIOCTYKHMBaHMEM M0 npobupke. He Bparmaiite
npoOUpKy Ui CMELIMBaHHs, B IIPOTHBHOM Cllydae KpOBb
HomageT Ha  CTGHKM  OPOOMPKM M MHHHUMAJIBHO
HE0O0XOJUMBIil ypOBEHb OyIeT HOTEpPsH.
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CMemmBaHue:

OOpasipl  KPOBU JIOJDKHBI OBITH OCTOPOXHO W THIATEIHHO
CMEIIaHbl HEMOCPEJICTBEHHO Iiepea  OTOOpoM mpobd. ITo
obecrieynBaeT MoryYeHHe OJHOPOIHON CMECH IUIsl H3MEPEHUSI.

Ipouenypa

PeareHThl TOTOBBI K UCIOJIB30BAHUIO.

1. Otkpoiite ABepily OTCEKa AJIs PEarcHTOB.

2. Tlpu HeoOXOAMMOCTH H3BIEKHTE IYCTOH (IIAaKOH H3-TI0]
pactBopa ABX Minipack LMG 13 oTceka mist peareHToB.

3. Vjanure 3alIUTy BBITYCKHOTO OTBEPCTHUS TPEX PEAarcHTOB M3
HOBOW YIaKOBKH.

4. CM. B pyKOBOJICTBE IOJIH30BATEIS MOPSIIOK HACHTU(DUKAIIUN
pactBopa ABX Minipack LMG c¢ mnomompio ckaHepa
IITPUXKOIOB MM BPYUHYIO.

5. Ycranosure ¢iakon ¢ pactsopom ABX Minipack LMG s
OTCEK JUISl pEarcHTOB armnapara.

6. OcropokHO HamaBute Ha (IIAKOH, 9YTOOBI MPABHIBHO
3aKPENUTh €ro ¢ MOMOIIBIO IITHIPEBbIX COCTUHUTENCH.

7. CpexbTe YIUIOTHEHHE 3allUThl BIIyCKHOT'O OTBEPCTHS JUIS
OTXOJI0B.

8. VY nanute 3alllUTy BIIYCKHOTI'O OTBEPCTUSA MJISI OTXOJAO0B.

9. Toaxmounte CBOOOJHBIA IITEKEPHBIH pa3beM KO BXOLY
pasbeMa OTXOJI0B YIIaKOBKH (BEpXHHI KIIaIlaH).

CrenyiiTe THCTPYKIUSIMA HAa SKpaHe ammapara.
IMoxpoOHble HHCTPYKINHK TIO MPOLELYyPaM aHaIM3a M KOHTPOIS
Pe3yJIbTaTOB CM B PYKOBOJICTBE ITOJI30BATEIIS aIlIapaTa.

MeTtoauka

m ABX Minipack LMG, R3 — 510 31ekTpoiuTHbIit
(6ydhepuzoBanubIit (hu3MOIOrnUECcKuii) pactBop,
MpeIHA3HAYEHHBIN TSl PA3BEICHUS U TIOJATOTOBKH K aHAIU3Y
o0pasuos KPOBH. IpucyrcrBue HEHOHOT€HHOTO
TIOBEPXHOCTHO-aKTHBHOTO BEIleCTBA obecrieunBaeT

ONTHMAJIBHYIO MHAMHKY TOKAa JKUAKOCTEH B MOJHOCTHIO
TUIPABIMYECKUX CHCTEMAax armapara. DJIeKTPOIHTHYECKU
XapakTep pacTBOpa IO3BOJSIET OCYIIECTBISTH IIOJCYET
KIIETOK MO 3JIEKTPUYECKOMY COIPOTHBIIEHHIO.

DTOT peareHT TaKxke M03BOJseT U depeHIpoBarh
mopdonornueckue cybromyisiiuu  seiikormtos  (WBC).
JlaHHbIi peareHT WCIONB3YETCs TaKKe B MPOLELypax
MPOMBIBKH M OYHMCTKH THAPABINYECKUX CHCTEM arapara.
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m Pacrsop ABX Minipack LMG, R2 paspymiaer memGpaHnb
spurpormroB  (RBC),  obecmeunBas — BBICBOOOKIECHHE
cofilepKalIerocss B HUX reMorioOuHa. I'eMorioOuH,
BBICBOOOXK/ICHHBII C MOMOLIBIO JIM3HUPYIOIIETO pearcHra,
COEIMHSCTCS. C BXOJSIIMM B COCTaB IOCICIHETO IHAHHIOM
KaJtus, o0pazys XPOMOT€HHOE COCZIMHEHUE
[MaHMeTreMorioouH. KOHUEeHTpanus STOro COeIMHEHHS
u3MepsieTcss B ONTHYECKOW YacTH MHPOTOYHOH KHOBETHI
METO/IOM CHEKTPOMETPUH NpH JInuHE BoaHBI 550 HM.
Cozepamiuiicss B pacTBOpe JAETEPreHT TAKKE IO3BOJISET
muddepenpoBats  MOp(HONIOTHYECKHE  CYOIONyIISIUH
neiikonuros (WBC).

m ABX Minipack LMG, R1: cosmectHOoe aeiicTBue
HPOTEONIUTHYECKOTO (EepMEHTa M JSTEpPreHTa I03BOJISACT
yIOAIATh OCTaTKU OCJIKOB ¥ IPEeJOTBPAILAET 3aCOPEHUE
W/WIH 3aKyMOpKy TPYOOK THAPABIHYECKOM CHCTEMBI. ITOT
pEareHT MCIOb3yeTCs TaKKe UL PACLICIUICHUS CKOIICHUH
OeJika B CUCTHBIX KaMepax U alepTypax amnmaparta.

PaGouue xapakTepucTUKH M OTPAHUYEHHS
MeToja

Paboune XapakTepHCTHKM ammapaTa M OTPaHWYEHHS €ro
MapaMeTpoB, HAKIAIbIBAEMble METOJOM aHalIHW3a, CM. B
PYKOBOJCTBE MOIb30BATEISL.

Pacuer u MHTepnpeTanus pe3yJbTaTOB aHAJU3A

CBezieHHSI O pacyeTe M MHTEPIPETAlUH Pe3yIbTaTOB aHAIM3a
CM. B PyKOBOZCTBE MOJIb30BATENs ammapara.

HN3meHeHus1 B mopsigke padoTsl ¢ MPOAYKTOM U B
ero pado4mnx xapaKTepucTHKAX

IToBpexaeHue yaKOBKH

B cnyuyae nmoBpexeHus 3allUTHON YHNAKOBKM HE HMCIIOJIb3YHTE
pactBop ABX Minipack LMG, Ttak kak moBpexIeHHs MOTJIH
HOBIHATH Ha paboure XapaKTePUCTHKH MPOAYKTa.

Hanmune mpu3HakoB Mop4yu NPoaAyKTa

[lpy HanmMyuu KakuX-JIMOO TPU3HAKOB (DU3HUECKOW WM
xumudeckoir mopun  pacteopa ABX Minipack LMG
(moMyTHeHME, M3MEHEHUE LBETA U T.I1.) €T0 CIEAYET 3aMEHHT.

TemnepaTypHble OrpaHHYeHHsI

He ucnone3yiite pacteop ABX Minipack LMG, cciu on
paHee 3aMOP)XHBAJICS WM IOJABEpraicsi H30BITOUYHOMY
Harpesy.
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Iepen wucnons3oBanuem pacrsopa ABX Minipack LMG
ybequTech, 9To OH JOCTHT pabodeil TeMmepaTypsl, yKa3aHHOH B
PYKOBOJICTBE OJIb30BATEINS alliapara.

BHyTpeHHMII KOHTPOJIb KAaYeCTBa

KonrposbHbie o6pasisl kposu HORIBA Medical neo6xoxumo
WCIIONB30BAaTh Il IEPHOANYECKOW  OIEHKH  KadecTBa
(GYHKIMOHMPOBAHMS PEarcHTOB W ammapara B 3aJaHHBIX
IMana3oHax.

Kommanuss HORIBA Medical mnpeanaraer ucnonb3oBaTh
VIHTepakTHBHYIO MeXIabOpaTOpHyI0 MPOTrPaMMy CpPaBHEHHS
pesyabraros (Online Interlaboratory Comparison Program,
QCP), xoropast obecrmedunBaeT TOCTYNl dHYepe3 HHTEPHET K
CIEAYOINM (yHKITHSIM:

® [ojaya OTYETOB O pE3yJbTaTaX BHYTPEHHETO0 KOHTPOJISL
KayecTBa B OHJIAH-PEXUME;

B MOHHTOPHHT KayecTBa paboThI aHAIIMTUYECKOrO
obopynoBaHus u HEIOCPEICTBEHHOE CpaBHEHUE
pe3ybTaTOB MCCIEA0BaHUN C pe3ysbTaTaMy, OJYyYCHHBIMHU
B COTHSIX JIabopaTtopuii o BceMy MHPY;

B [0Jy4EHHUE B PEXKHUME PEaIbHOIO0 BPEMEHU CTATUCTUYECKUX
oruertoB rpymn komter yepe3 QCP.

Bonee noppoOHy0 MHGOPMALMIO MOXHO IOJTYyYHTh Ha BeO-
caiire no azgpecy:
http://qcp.horiba-abx.com

IIpociexnBaeMocTh KAJIHOPATOPOB U
KOHTPOJILHBIX MATEPHAJIOB

Henpumenumo.

PedepencHbie MHTEPBaJIbI
Henpumenumo.
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