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FRANCE
I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)
Ha3zHaueHnue m TIpexynpeskaeHue: IaHHBI PEareHT W3rOTOBJIECH HA OCHOBE

MaTEpUajioB KUBOTHOTO MPOUCXOKICHUA. HO3TOMy €ro

BFTROL 510  KOHTpOZb, — NpEAHA3HAYCHHBIA AU CIEMyeT  CYMTATh  MOTEHIUAIBHO  MHQUIMPOBAHHBIM
UCIONBb30BAHUS [PU INPOBEACHWH [N Vitro amarHoctuku u MaTepHaIoM 1 TIpH paboTe ¢ HIM MPHHUMATE HeOGXOIMMBbIE
pa3paboTaHHbBIN [l IPUMEHEHHS IPH MOHUTOPUHIE TOYHOCTH MepEI TPEIOCTOPOKHOCTH B COOTBETCTRIHI c
W JIOCTOBEDHOCTH  TEMATONOTMYSCKHX — aHATH3ATOPOB VCTAHOBNEHHEIMH  TPeOOBAHMAMH K  TPOBEACHUIO
HORIBA Medical mis onpeneneHusi KOJIHYECTBA JICHKOIMTOB J1a6OPATOPHBIX HCCIENOBAHHIL: (2).

(WBC) u spurpountos (RBC) B xuaxocsix oprannsma. m Cob6irojiaiiTe MPUHATHIE B JIAOOPATOPUH CTaHAAPTHBIE MEPHI

ﬂaHHHe TI0 KOHKPETHBIM MOJEJISIM anmnapatoB MOXXHO HalTH B [PEJOCTOPOKHOCTH U BBITTOJTHSIATE PEKOMEHIAUK  TIO

JIMCTKE € XApaKTEPHCTHKAMK  TIPOLEAYPBI  HCIIOJIL30BAHKA OXpaHe 370pOBbS U TEXHHWKE 0€30MacHOCTH (henepasbHOro

pacteopa BFTROL. WM PErHOHAIBHOTO YPOBHS.
m Cwm. macropt 6e3omacuoctu npoaykra (SDS), otHocsmImiiCA
k BFTROL.
IpenynpesxkaeHusi 1 Mepbl MPEAOCTOPOKHOCTH
®m PactBOp BFTROL MpeHa3HaAYCH TOJBKO ISt Yruanzanusa orxonos 2
npodecCHOHATBHOM THATHOCTUKH iN Vitro.
® [lonp3oBarens 0053aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO CM. TpeGOBaHUS PETHOHAIBHBIX HOPMATHUBHBIX IOKYMEHTOB.
MOKYMCHTA Ha3HA4YCHUIO IIPOJIyKTa. Orot pearent comepxut Mmeree 0,1% asuzma HaTpus B KadecTBe
m CorynacHo HopmaTuBHOMY nokymenty (EC) N°.1272/2008 KOHCEpBAaHTA. A3WJ HATPUs MOXKET BCTYNHTh B PEAKIMIO CO
3TOT PEATEHT CUUTAETCS OE3BPEIHBIM BEILIECTBOM. CBMHLIOM U MeJIbl0, 00pa3ys B3pbIBOONACHbIE a3U/Ibl METAJLIOB.
® Marepuan  4enoBedeckoro mnpoucxoxaeHus. Ciepyer
o0paIaThcs Kak ¢ MOTCHIIHAIbHBIM HCTOYHUKOM HHQPEKIHHU.
Kaxnas AOHOpCKast CAMHuIa T1a3MbI KpOBH, MI/IKPOGPIOJIOFI/I'-ICCKOC COCTOSIHHE
HUCIIOJIb30BaHHAsA JUIsl IIPUT'OTOBJICHHSA OTOr0 IHPOAYKTaA,
HNpOTECTHPOBaHa ¢ momoubio onobpentoro FDA merona, u HenpumeHmnMo.

B Hell He oOHapyxensl HBsAQ, BI'C u anturena x BUY
1/2. B CB3U C TeM, 4TO HMKAKOW W3 M3BECTHBIX METOOB
aHann3a He JaeT MOJHON YBEPEeHHOCTH B OTCYTCTBUH BHpYCa Onuncanme u CoOCTaB
renatuta B, Bupyca umMmyHoaedunura yenoseka (BUY) wnu

OpYruX HMHQEKUHOHHBIX AareHTOB, HPOAYKTHI  CIEoyeT

paccmMaTpuBaTh Kak B3fATble y MalueHTa o0pasLpl, Omucanne:
SIBJISIOIINECS] MOTCHIMAIBHBIM HMCTOYHUKOM HH(EKLHH, U
obpamiatbCcss C HHUMH C COONIOACHHEM HAIUISKALIUX Mep
IIPEAOCTOPOKHOCTU COIJIACHO HaJuIexalneil JiabopaTopHOH
npakruke (1, 2, 3).

ITocne cmemmBanuss BFTROL moxox Ha pa30aBieHHYO
LETBHYI0 KpOBb. B HeCMEIIaHHBIX NPOOHMpPKax CyIepHATAaHT
MOJKET Ka3aThCsl MyTHBIM M KPACHOBATHIM.

Al3MeHeHNs: M3MEHEeHIEe HHPOPMALK 00 0OPAIICHHH C OTXOAAMH.
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Cocras: 3. AKKypaTHO MepEeBEPHUTE npooupKy 8-10 pa3

HEMOCPEACTBEHHO Nepesi 0TOOPOM Ipo0d.
BFTROL conepxur dYenoBeYeCKHE IPUTPOLMTHI W OBIYbH pext per P p

JIEUKOIUTHI, CYCIIEHJPOBAaHHEIE B KHUIKOCTH c 4. 3anycrure BFTROL B cootsercreun ¢ mpouenypoi,
KOHCEPBaHTAMI. OITMCAHHON B PYKOBOJICTBE MOJIb30BATENS.

5. Oxnaaute npoOGHpPKy Cpasy ke MOCIe UCTONb30BAHHS.

YcaoBusa XpaHCHUA H CTA0MJIBHOCTh
IMoapoOHbIEe HHCTPYKIHMHU 110 MIPOLEAYPaM aHAIM3a U KOHTPOJIS

PE3YJITATOB CM B PYKOBOJICTBE MOJIb30BATENS AlapaTa.
® Vciaosust xpanenusi (mo Bekpoitus): 2-8°C (35-46°F).
He 3amopaxuBarh.

Korma mnpoOupku He HCHIONB3YIOTCS, HX HEOOXOAMMO MeToauKa
XpaHUTh B BEPTHKATGHOM MOJOXKEHHH B OpPUTHHAIBHOH
yTIaKOBKE.

BFTROL — 510 crabuibHblil npenapar, NpeJHa3HAYCHHBIMN
JUIL  MOHMTOPHMHIa TOYHOCTH pPabOThl I'eMaTOJOTHYECKHX
AQHAIM3AaTOPOB.  OTAJIOHHBIE  3HAYCHHA  INOJY4YEHbl  IIPU
HOBTOPHBIX npoueaypax aHalM3a ~ Ha  anmapartax,
OTKaJIMOPOBAaHHBIX C MCIOJNB30BAaHHEM LEIbHOI KpPOBH IO
3HAYEHUSAM, TMOJYYEHHBIM IIPU MCIIOJNB30BAHHU OSTAJOHHBIX
MmeronoB.Anamu3 kamubparopa BFTROL wna ammapare
BBITIOJIHACTCS. TEM K€ CIocoOoM, 4to W o0pasen KpoBH
nanyueHTa  (Ompe;essifoTcs  YACNbHOE — CONPOTHBICHHE U
OITHYECKas [UIOTHOCTB, BBIIIOJIHSIOTCS
CIEeKTPO()OTOMETPHUYECKIE H3MEPECHHUSL).

He pexkoMeHayeTcsi XpaHHTb B OTICJCHHSAX Ha JBEpH
XOJIOAMIIBHOM KaMephl.

® CrafuibHocTh B oTKpbITOM coctossuuu: BFTROL mocie
OTKPBITHSI COXpaHsAeT cTabmibHOCTh B TeueHne 30 auHeit (wim
JI0 UCTEYCHHUS CPOKA TOJHOCTH B 3aBHCHMOCTH OT TOTO, YTO
HACTyIHT paHblie) npu temneparype 2-8°C (35-46°F).
Tpo6upku ¢ kamuoparopom BFTROL HeoOxoaumMo mioTHO
3aKpPBIBATH KPBIIIKOH MOCIIE UCHIOJIb30BAHMSI.

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

Heo06xoaumble, HO He MIpeAOCTABJIsIeMble

MaTepHaTbI IKCIUTYyaTAHHOHHbIE XaPAKTEPUCTUKH U

OrpaHn4YeHUsA

B ABTOMaTH3HPOBAHHBIN IreMaTOJIOTMUECKUI aHaTU3aTop.

m CramnaprHoe 1aGopaTopHOE 06OpyIOBAHHE. Cpenuue 3HavyeHus kaxzaoro mapamerpa BFTROL momydwaror

U3 PEIUTMIIMPOBAHHBIX PE3yJIbTATOB aHAIM30B, BBIMTOIHEHHBIX
Ha AQHAIM3aTOpaX, OTKAIMOPOBAHHBIX C WCMOJNB30BAHHEM

O6pasen [ENBHOM KPOBH. AHAIM3BI MPOBOIMIN C HCTIONB30BAHHEM

pearenrtos, pexomenoBanupix HORIBA Medical.

3HayeHus1, monydeHHsle ¢ wucnoip3oBanneM BFTROL (mpu

Henpumenumo.
MCIIOB30BaHAM [0 HCTEYCHHS] CPOKA TOMHOCTH), JIOJIKHBI
HaXOAUTHCS B TpEAenax OXHAAeMOro auamnazoHa. OxumaeMble
JIUaNa3oHbl  OTPAXKAIOT  BapUALMI0  MEXK] a3 TNIHBIMA
Hpouenypa P p. y P

7Tab0PaTOPHAMH JUIS KAXKAOTO Napamerpa.

MexnabopaTopHble  pasiM4Ms  SBISAIOTCS  CJIEJCTBHEM
BFTROL roToB K HCHON30BAHHIIO. KaJIMOPOBKM, TEXHHYECKOTO OOCITY)KMBaHHS M OSKCIUTyaTalllu
npubopa. Ilo3TOMy  OSTalOHHBIE  PE3YJbTAThl  SBISIOTCS
OPHUEHTUPOBOYHBIMH JUISl MCIOJIb30BAHUS B LENAX KOHTPOJIS M
HE JI0JDKHBI MCITIOIB30BAThCS JUIS KATMOPOBKH.

CMm. maparpa¢d «CooTHeceHHEe KamuMOpaTOpOB M KOHTPOJIEH C
STAJIOHHBIMH MaTepHanaMu»

AHamM3  KOHTPOJBHBIX  3HAUEHHH  CIEAYeT  BBINOJHATDH
©KEIHEBHO B OJHO BpEMs C AHAIM30M B3STBIX Y TAlMEHTa
00pa3loB C BBINOJHEHHEM KaJHOPOBKH WIM TEXHHYECKOTO
obcimykMBaHHS TIpM  KaXIOM aHaiumse. YacToTa aHanusa
KOHTpOJIEH 3aBUCHT OT TpeOoBaHM Naboparopuu. B kaxmoit
nabopaTopun  JIOJKHBI  OBITH  ONpeNeeHbl  MOUIeKAIINe
COOJIOICHUIO TIPOLIeAYyPHI 0OECTIeYeH s KauecTBa.

BeiunciieHue M HHTepIpeTalUsl Pe3yJbTaTOB
1. Jloseaure BFTROL 10 KkOMHTAaTHOW TeMImeparypel 3a

15 yuH 710 eMenmBanws. CBefieHUss O Ipouedype KOHTpOJIL U HHTEpIpeTaluu

2. CmemmBaiite, nmokataB NpoOHMPKY MEXIy JaJIOHSIMH, MOKa pe3yNbTaTOB CM. B PYKOBOJICTBE IOJIb30BATENS amapara.
0CaZloK KpacHbIX KpPOBSIHBIX Tejlell He OyleT MOJIHOCTBIO
cycneHaupoBaH. He BcTpsaxuBats.
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HN3meHeHus1 B nopsigke padoThl ¢ IPOAYKTOM H B
€ro padoymx XxapaKTepucTHKAX

IloBpexkaenne ynakoBKu

B ciyyae moBpekIeHHs 3alIUTHON YITAKOBKH HE WCIIOJIB3yHTE
pacteop BFTROL, tax kak MoBpeXaeHHs MOIJIM MOBIMATH Ha
paboune XxapakTepUCTHKHU MPOIYKTa.

Hannune npu3HaKoB NOPYH NPOAYKTA

Ilpn HanmuuuM KakuXx-TMO0 MNPU3HAKOB (U3MUYECKONH WM
xumudeckoit  mopun  pactBopa BFTROL  (momyTHemue,
HU3MEHEHHUE [[BETA ¥ T.II.) €r0 CICIYET 3aMEHHTb.

HenpaBuibHoe cMemIMBaHue

B ciyuae HenmoHOTO HEepeMeNINBaHus CONEP)KUMOTO MPOOHPKH
Tepe]] HCIIOIb30BaHUEM B3STHIH 00Opasem, a TakKe OCTAaTOK
BFTROL B npo6upke CTaHOBATCSI HEIIPUTOIHBIME IS pPAGOTHI.

TeMnepaTypmﬂe OrpaHu4eHust

He wucnomssyiite pacteop BFTROL, eciu ou  panee
3aMOPAKUBAJICS MIIM MOABEPTaiCs H30BITOYHOMY HarpeBy.
Iepen ucnonn3oBanuem pactBopa BFTROL yGemutech, uro
OH JOCTHTI paboueil TemmepaTypbl, YKa3aHHOH B PYKOBOJICTBE
MOJTb30BaTEN anmapara.

CooTHeceHUe KAIMOPATOPOB U KOHTPOJIEi ¢
3TAJOHHBIMH MaTepHaJIaMu

HORIBA Medical cpenctBa KOHTpOJIS ¥ KaTHOPaTOPhI MOKHO
COIIOCTABHTh CO CTAH/IAPTHBIMH TAIOHHBIMH METOAAMHU.
I'emaTonornuecke aHanu3aTopsl B JabopaTopuu oOecredeHus
KauecTBa OTKAIMOPOBAHBI C HCIHOIb30BAHUEM IICJIBHON KPOBH
10 3HA4Y€HHMil, TOJYYEHHBIX C HCIHOJIb30BAHHEM CIIELYIOLIUX
CTaHJAPTHBIX JTAIOHHBIX MeTOA0B. OOpasibl LEIbHOH KPOBH,
B3AThIE Y HOPMAJbHbBIX, 3JOPOBBIX JIOHOPOB, COOMpAIOT B
anTukoaryiasHT EDTA u aHanusupyiotr B TedeHHE LIECTH YacoB
nocie coopa.

Jleiikouutnr (WBC) u spurpountsr (RBC) anammsupyrorest
Ha mnpubope cepun Coulter Counter Z*. Bcee 3Hauenus
CKOPPEKTHPOBAHBI ISl COOTBETCTBHSL.

* Bce mapku u npooykmbl AGIAI0OMCS MOBAPHBIMU 3HAKAMU ULY
3ape2ucmpuposanHbIMu mosapHvimMu 3HaKamu
COOMBEMCmMEYIOWUX KOMNAHUL.

PedepencHble MHTEPBAJIbI

Henpumenumo.
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