SIEMENS

Dade® Actin® FS Activated PTT Reagent/
PeareHTbl in vitro ona uccnenoBaHUA
remocTta3sa: AKTUH FS

ACTIN FS

| B cTpoke pegakuuu ykasbiBaeTcst OBHOBREHKWE 10 NpeablayLlei Bepcuu.

Ha3HaueHue

Xupkue ounieHHble coeBble hocdaTUabl C aKTMBATOPOM Ma3Mbl, UCMOMNb3yeMble )11
onpeaeneHus akTMBUPOBAHHOIO UaCTMUHOro TpoMbonnacTuHoBoro BpemMenu (AUTB) 1 B
LApYrvx npoueaypax, rae ana koarynsumu tpebyertca peareHT akTUBUPOBAHHOMO YaCTUUHOIO
TpombonnacTuHa.

Pe3tome 1 pasbAcHeHUe

AKTUBMpPOBAHHOE UaCcTUUHOe TPOMBONNACTMHOBOE BPEMS — KOMMMEKCHbIW aHanus'?,
MCrNonb3yeMbli B OCHOBHOM AJ1A BbIABNEHUA aHOManuM Koarynaunmn BHYTPEHHEro NyTu
akTuBauuu. OH TaKkKe NO3BONAET YCTAHOBUTb HaNMUMe CeEPbe3HOro YHKLMOHANbHOIO
aeduunta cbaktopos I, V, X unu doubprHoreHa. AUTB TakKe LUMPOKO Npeanaraercs’s k
MCMNOMb30BaHMIO NPU KOHTpONeE 3pheKTUBHOCTU Tepanum HedpakLMOHMPOBAHHbIM
renapuMHOM, KOrfa Bpema CBepTbiBaHUA YBENMUMBAETCA NPONOPLMUOHANIbHO YPOBHIO
renapuHa. Y naumMeHToB, NPUHUMAIOLLMX NepopasibHble aHTUKOAryNAHTbI, CHUXaKTCA
ypOBHU LuupKynauuu daktopos ll, VI, IX n X, nostomy AUTB mMoxeT bbiTb Bonblue. B
NPUCYTCTBMU HecneunuUUHbIX MHTMOUTOPOB, HaNnpUMep, BONUAaHOUYHOIO aHTUKoarynaHTa'’,
AUTB MoXeT BblpacCTH, HO 3TOT 3(pheKT HEMOCTOAHEH U B LEeNOM paccMaTpuBaeTcs Kak
CKopee CBfi3aHHbIW C NpUpoaoH ncnonblyemoro peareHta AUTB. B uenom, AUTB aBnnaetca
3HAUUMbIM KITMHUUYECKUM TECTOM, KOTOPbIN LUXMPOKO NPUMEHAETCA ANA AMarHOCTUPOBaHHUA
HapyLleHWN CBEPTbIBAHUA U TePANeBTUUECKOTO MOHUTOPUHIA KakK reMopparmueckux, Tak 1
TPOMBOTUUECKMUX PACCTPOMCTB.

MpuHuMn metona

CDaKTOpr BHyTpeHHeﬁ CHUCTEMDbI KOArynaumun akKtTMuBUpPyrOTCA NyTeEM MHKy6aU,VIVI nna3mbl C
ONTUMalbHbIM KONMMUEeCTBOM CbOCCbOJ'IVII'IVI,EI,OB M NOBEPXHOCTHbIM aKTUBATOPOM. ,[lo6aBneHme
MOHOB KalbUMA 3anyCKaeT npouecc Koarynauuum, nocne yero 3saMepAaeTcqa BpemMAa
CBepPTbIBAHUA.

PeareHTbl

MpumeuaHue: MO>KHO WMCMO/b30BaTb B aBTOMATMUECKMX aHan1saTopax remMocrasa.
Siemens Healthcare Diagnostics npegoctaBnsieT cnpaBouHble pyKOBOACTBA (KpaTKue
WHCTPYKLMK) ANA psiga aHanM3aTopoB reMocTtasa. CnpaBouHble pyKOBOACTBA (KpaTkue
WHCTPYKLMK) codepkaT MHDopMaLMio no paboTe ¢ aHanM3aTopoM M NMPOBEAEHUIO aHaNu3a,
KOTOpas MOXET OTIMUaTbCs OT MH(POPMaLMK, NPUBELEHHOMN B HACTOSILLEN MHCTPYKLWUHK MO
npuMeHeHuto. B nogobHoM cnyuae nHdopMaLums, NpMBeLeHHas B CPaBOUHbIX
PYKOBOACTBaxX (KPaTKUX MHCTPYKLMSAX), UMEET MPUOPHUTET Nepes HacToALEN UHCTPYKLMEN No
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NPUMeHEHU0. TakKe 03HAKOMbTECh C MHCTPYKLMEW MO 3KCMayaTauuu, NpeaocTaBneHHOM
npousBoauTenem npubopa.

MoctaBnAemble MaTepuabl

[ACTINFs], B4218-20

10 x 2 M1, [ACTINFS], peareHT AKTUH FS
[ACTIN Fs), [REF] B4218-100, [REF] 10284498
10 x 10 Mmn, [ACTINFS], peareHT AKTUH FS

CocTtaB

AkTHH FS ounleHHble coeBble hocdatuabl B 1,0 x 1074 pacTBope 3nn1aroBoi KUCNOTbI C
fobasnexnunem bydepa, cTabunnsaTopoB U KOHCEPBAHTOB. 18 OUMLLIEHHBIX COEBbIX
dhochaTnaoB OTCYTCTBYET 0DLLENPUHATOE CTAaHAAPTHOE COAEPIKAHME.

MpepynpexpeHUsa U Mepbl NPeaoCTOPOIKHOCTH
TonbKo ANA AWArHOCTUKU in Vitro.

lMogroTtoBKa peareHTta

Mepen MCMoNb30BaHWEM [ACTIN FS| HY)XXHO nepemeLllaTb, OCTOPOXKHO NepeBopayrBas
¢dnakoH (5-8 pas).

XpaHeHMe M cTabUnbHOCTL

Mocne ncnonb3oBaHWA XpaHWUTE 3aKPbITbi KOHTEMHep Npu Temnepatype ot 2 go 8 °C. lNpwu
XpaHeHWn HepacneuataHHbIM Npu Temnepatype ot 2 fo 8 °C MOXHO UCNONb30BaTb
[0 UCTeUeHUA CpoKa roAHOCTH, YKa3aHHOro Ha 3TUKeTKe. lNocne pacneyaTbiBaHWA peareHT
ctabuneH 7 gH. npu Temnepatype ot 2 go 15 °C. He 3amopaxuBartb. [1py oTcTanBaHUu
Mo>KeT 0bpa30BbIBaTbCS 3eNeHbl 0CaA0K M3 3M1NAaroBOM KMCIOTbl U nunuaoB. MNepea
MCNONb30BaHMEM MepeMeLlaTh, NepeBopaunBasn pnakoH. N3beratb 3arpA3HeHUA Nna3Mon.
MHopMauma no cTabunbHOCTM Nocne 3arpy3ku B Npubop ykasaHa B CNPaBOUHbIX
PYKOBOACTBAX (KPAaTKMX MHCTPYKLMAX) NO KaX[AOMy aHanu3aTopy remMocrasa.

lMpU3HaKK UCTEUEHUA CPOKa NOJHOCTU: OTKIIOHEHUA OT HOPManbHbIX 3HAUEHUH, NMPUHATbIX
B J'|a6opaTopV||/|, Nnpuv aHannie HOpM&J'IbHOI?I nna3mMbl UM KOHTPOJIbHbIX MaTepKaoB.

Heobxopgumbie maTepuanbl, He BXoAsALME B MOCTaBKY

Xnopua Kanbuus (CaCls) 0,025 monb/n

KoHTponbHas nnasma, Hopma unu Cu-Tpon, koHTponbHas nnasma 1 (Dade® Ci-Trol® Level 1)
B KauecTBe KOHTPONbHOro Matepuana ans HopManbHOro AuanasoHa

KoHTponbHas nna3ma, MNatonorus, nnbo Cu-Tpon, KOHTPOSibHaA nnasma 2 unu 3 (Dade®
Ci-Trol® Level 2 and 3) B KauecTBe KOHTPOSIbHOrO MaTepuana afia naTonoruuyeckoro/
TepaneBTUUECKOro AMana3oHa

DNewp Ci-Trol koHTponb MenapuHa (HW3Kas KOHUEHTpaLus)
Oenp Ci-Trol koHTponb MenapuHa (BblCOKaA KOHLEHTpaLuMA)

Ons 3abopa kpoBu ncnonb3ywte unutpat Hatpus (0,11 unu 0,13 monb/n/3,2 unu 3,8 %) unu
CTaHAApPTHblE KOMMepUecKhe cnucteMbl 3abopa KpoBHM

AucTunnnpoBaHHas MM AeMoHU3MpoBaHHanA Boga bes KoHCcepBaHTOB
MnacTrkoBble NPobUpPKK

MuneTtkn gnAa TouHoro otMepuBanua 0,1 mn

AHanusaTtop remocrasa

3abop 1 noarotoska obpasua

CMelLanTe 0eBATb UacTeN CBEXeOTODbPaHHOM KPOBM NaumeHTa ¢ ogHoM uactbio 0,11 unu
0,13 monb/n (3,2 unu 3,8 %) pacTBopa LMTpaTa HaTpus. Ha pblHKe MMEKOTCA BaKyyMHble
nNpobupKK, cogepKalyme HeobXoANMbIN aHTUKOATYNIAHT; UX MOXHO C OCTOPOXHOCTbIO

2/8 2019-07 11638558 Rev. 07 — ru-RU



AKTHH FS

MCNOJIb30BaTb NPKW aHann3e CBePTbIBAEMOCTHU KPOBM. ,ﬂﬂﬂ 0cobbIx VICCJ'Ie,L'J,OBaHVIVI
npeaonoyTuTenbHee MCNONMb30BaTb LWWNpPUL,.

Kak MOXHO ckopee nocrne 3abopa obpaboTanTe obpasel, KpoBM Ha LLeHTpUdyre npu
1500 x g B TeUeHue Kak MUHUMYM 15 MUH. NpyM KOMHaTHOM TeMnepaType. XpaHuTb B
3aKpbITOM NpobupKe Npu KOMHATHOW Temnepatype.

Ecnv aHanu3 gonkeH NpPoBOAWUTLCS HEMEANEHHO, NMTa3My MOXHO OCTaBUTb Ha OCaXKAEHHbIX
3puTpounTax. B npoTMBHOM Criyuae ee HeobxoanMO OTAENUTb. UTobbl OTAENUTb Nna3mMy, Npu
MOMOLLM NMNAaCTUKOBOMW NUMETKW [Nt NepeHoca MaTepmuasoB NepeMecTuTe ee B NNacTUKOBYHO
nNpobupkKy. He XpaHUTb Ha NibAy. AHANU3 HerenapuHU3MPOBaAHHOM NNa3Mbl AOMKEH ObiTb
NpoBeAeH He no3aHee uem uepes (4) uaca nocsie 3abopa KPoBH.

Mna3sMmy, copepallyro HedppaKLMOHUPOBAHHbIN renapuH, cnegyet obpaboTtath Ha
LeHTpUyre He NO3AHee UeM uepes OfMH uac nocse 3abopa KPoBU, XPaHUTb MPU KOMHATHOWM
TeMnepaType U NpoaHanM3MpoBaTh He No3aHee uem uepes (4) uaca.

ObepHeHHyto TpoMboLUMTaMM MNA3MY MOXHO 3aMOpPO3UTb Npu TemnepaTtype < —20°Cu
XpaHUTb 10 (2) Hefenb B MOPO3UIIbHUKE, HE UMEetoLLEM DYHKL MK «De3 uHes».
PazmoparkMBaTb 3aMOPOXKEHHYHO MNa3My HYyXHO bbicTpo npu Temnepatype 37 °C, 3atem
aKKypaTHO nepemMellaTtb U HeMeAIeHHO NPOBeCTH aHanuns. Obpasubl He AOMKHbI MPOBECTH
npu Temnepatype 37 °C bonee nATM MUHYT. lNogpobHee 0 NOAroToBKE M XpaHeHWM 0bpa3LoB
CM. JOKyMeHT CLSI H21-AB8,

Mpouenypa

BbinonHeHMe aHan13a BpyuHyto:

MNpenBapuTenbHO HarpenTe pacTBoOp XOpMAa Kanbuma fo Temnepatypbl 37 °C

lNpenBapuTenbHo HarpenTe 0,1 MA [ACTIN FS|, BbigepkaB ero ogHy MUHyYTY npu Temnepatype 37 °C.
(Mepemeluaite nepes UCNONb30BAHUEM.)

OTMepbTe NUNETKOM B NPODUPKHK ANA Koarynonoruu cnegyrouive obbemsi.

TectoBbIV 0bpasel, KoHTponbHadA nnasma
[ACTIN Fs] (NpeaBapuTenbHO HarpeTbiit) 0,1 Mn 0,1 mn
Mna3ma 0,1 mn -
KoHTponbHasa nnasma - 0,1 mn

XopoLlo nepemMeLluanTe. MHKybupyiTe npu
Temnepatype 37 °C B TeueHue 3 MUH.

MpenB. HarpeTbIv p-p xnopuaa Kanbuusa 0,1 mn 0,1 mn

OpHoBpeMeHHo ¢ fobaBneHnem CaCl,
3anycTuTe cekyHaomMep. XopoLlo
nepemetluanTe. Mocne 20 cek. HabntopanTe
hopmupoBaHue Tpomba.

MpumeuaHue. Bpems MHKyDaL MK, NpeBbiWatoLlee 5 MUH., MOXKET NPUBECTH K NoTepe
thaktopoB V 1 VIIl, » noTOMy He pekoMeHayeTcs.

B Ka)KﬂOVI na6opaTopMM AOJIKHO 6bITb onpegeneHo onthMalibHOeE BpeMA Harpesa U
aKTBalUuWK OnA KOHerTHOVI aHANUTUUECKOMN CUCTEMDI.

Ucnonb3oBaHue AUTB gna MoHUTOpKUHIra Tepanun HeppaKLMOHUPOBAHHbLIM FrenapuHOM

MNpu ncnonb3oBaHum AUTB 1A 3TOM Lenu Hy>XHO MOMHUTb O haKkTopax, KOTopble MOryT
MOBNMATbL Ha pe3ynbTaT. HWKe npuBeAeHbl 0bLMe coobparkeHus.
A. Bpems 3abopa vMmeeT 3HaueHue, MOCKONbKY Nepuoa nonypacnaga in-vivo
He(paKLMOHMPOBAHHOIO renapuHa coctaBnsieT npumepHo 1,5 u. MNpu BBeaeHWH OH
[AaeT HeMeASIeHHbIM aHTUKOArynALMOHHbIM 3PEKT, HO BENMUMHA 3TOro achdeKkTa
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BbicTpo ybbiBaeT co BpeMeHeM. I deKT 0COBEHHO 3aMeTeH MPU HeperynapHbIX
O[IHOKPATHbIX BHYTPUBEHHbIX UHBEKLUSX.

B. Ha pe3ynbTat Tecta MOXeT OKa3aTb BAMAHWE aHTUMKOArynAHT, UCnonb3yeMbli Ana cbopa
obpasuos.

C. ®akTop 4 TpOoMbOUMTOB, renapuH HeMTPanNM3yoLWKIn haKTop B anbga-rpaHynax
TpoMboLMTOB, MOXKeET BbITb BbICBODOXAEH NPU arperauuu unu noBpexaeHum
TpomMboumnTOoB. UTObbI NpeaoTBpaTHUTb 3TO ABNEHUE in vitro, obpaseL Hy»>XHO 3abupaTb C
MUHUMasbHbIMW NOBpPEXAEHUAMU. M3BECTHO, UTO HU3KKE TeMnepaTypbl MHAYLUPYOT
arperauuto TpoMboLMTOB U BbICBODOXAEHME (haKkTopa 4 TpoMbBOUMUTOB, NO3TOMY ANs
nccneloBaHWM € MCNONb30BaHMEM renapuHa pekoMmeHayeTcs 0bpaboTka Ha LeHTpudyre
npu KOMHaTHOM TemnepaType.

D. MpumeHumocTs AUTB anst MOHUTOPUHIA Tepanun HedhPaKLMOHUPOBAHHBIM FrenapuHOM
CUIbHO 3aBUCUT OT BpeEMEHM. 3aiep>KKa B TeCTUpoBaHWKM 0bpa3L 0B NpuBedeT K
yBenuueHuto nokasaHui AUTB. MNMoaToMy aHanu3 Bcex obpa3uos cTporo obAsaTenbHO
NPOBOANTb KaK MOXHO CKOpee.

E. MoBbIleHHOe BpeMA KOHTAaKTHOM aKTUBAL MU MOXET NPUBECTHU K YBENTMUEHUIO
nokasaHui AUTB B nnasme, cogepaluen renapuH. ObasaTenbHO JOMXKeH ObITh
YyCTaHOBJEH CTPOTMM CTaHZapT ONTUMAanNbHOrO BpeMeHW aKTUBaLIMKW HAarpeBoM AN CMeCH
U3 peareHTa 1 nnasmbl’.

F. PasnuuHble aHanuTMUeckne cuctembl (pyuHble, POTOONTUUECKHE W T.[.) UMEIOT Pa3HYHO
UYBCTBUTENbHOCTb K renapuHy. He cnegyet NnOCTOSAHHO MCNONb30BaTh pPa3Hble CUCTEMDI
Ans aHanusa.

G. ['ge BO3MOXHO, creflyeT 4O Hauana Tepanuu ycTaHoBKUTbL Ba3oBble noka3sateny AUTB no
KaXXAOMY NaLMeHTy, uTobbl MOXHO 6bIno BUAETb, Kak AUTB oTaenbHOro naumeHTa
COOTHOCMKTCA C HOPMaibHbIM AMANa3oHOM, NMPUHATbIM ANA 3TOro Tecta B nabopatopum.

H. YcTaHOBNEHO, UTO UMeLoTCA OTNIMUMA B OLleHKe KauecTBa HEC*)paKLlVIOHMpOBaHHOFO
renapuvHa, NoJly4eHHOro n3 pasHbliX NCTOYHNUKOB U OT Pa3HbIX I'IpOVI3BO£lVIT€J'IGﬁ. In-vivo
PEaKTUBHOCTb MeHAETCA B 3aBUCMMOCTHU OT TUMa BBEAEHHOIO rernapmHa, ocobeHHocTEMN
MeTabonu3ma nayueHTa u OAHOBPEMEHHO Ha3HaUeHHbIX npenapaTOBS@

[. NMockonbKy NokasaHua AUTB MorytT MeHATbCA B 3aBUCMMOCTH OT UCMNOMNb3yeMbIX
MeToAMK, cnocobos, 06opynoBaHKUA, MapTUi peareHToB W renapuHa, Kaxaon
nabopartopuu cnegyeT NPUHATbL COBCTBEHHbIE TepaneBTUUECKME AMana3oHbl, NMbo
NpoBepPATb UX MPU U3MEHEHWUWU OJHOIO U3 MepeuncneHHbIX PaKTOPOoB. ITOFO0 MOXHO
[OCTUUb, OfHOBPEMEHHO onpeaenss AUTB 1 KOHLEeHTpauuto renaprHa B obpasuax
nauMeHTa, NoyyatoLLero renapuMHoOBYHO Tepanuto. Ha 0CHOBE AaHHbIX PErpecCUOHHOro
aHanunsa MOXHO NMOCTPOUTb KPUBYHO «103a-3hpeKT» U BbIBECTH AMana3oH AUTB,
COOTBETCTBYHLLMI KOHLEeHTpaunu renapuHa 0,3 go 0,7 E/mn (no aHanusy
MHIMBUpPOBaHUSA hakTopa Xa)*®.

BHYTpeHHUI KOHTPONb KauecTBa

4/8

HopmManbHbIM AManasoH: Cu-Tpon, KoHTponbHana nna3ma 1 unu Control Plasma N

MaTtonornueckui gManasoH: Cu-Tpon, KOHTPOJIbHaA nNnasma 2 unu 3, nubo Control
Plasma P

MoOHUTOPUHI renapuHa: Deiip Ci-Trol koHTponb MenapuHa (HWU3Kaa KOHUEHTpaLus) 1

Nenp Ci-Trol KoHTponb MenapuHa (BblCOKasA KOHLEHTpaLKMA)

[1Ba MaTepuana KOHTPONA KauecTBa (O,EI,MH anAa HopMalnbHOro, oAuvH AnA natonoruvueckoro/
TepaneBTMYeCKOro ,umana30Ha) HeobxoauMo dHaJIM3npoBaTb B Hauasne Cepnn TeCToB, MNMpu
cmMeHe d)J'IaKOHOB C peareHtTamMm U Kak MMUHUMYM OWH pa3 3a 8—uacosyro CMEHY.
KOHTpOJ'IbeIﬁ MaTepuan cnegyet nogrotaBnnMBatb U 06pa6aTbIBaTb TaK Xe, KakK o6pa3u,b|
nayMeHToB. B Kaxkgom J'|a6opaTop|/|M [OMKHbI BbITb NMPUHATDI cobcTBEHHbIE OoBepUTEINibHblE
Anana3oHbl ANA KOHTPOJIbHbIX MaTePHalioB. ObbluHO 3TOOT+ 2 0 = 2,5 CTaHOapPTHbIX
OTKJTOHEHHA (SD) OT CpefHero sHaueHnA nNo KOHTPOJIbHOMY MaTepuany. Ecnu 3HaueHuna no
KOHTPONbHOMY MaTepHany BbIXOAAT 3a ﬂOBGpMTEJ’IbeIVI MHTEpPBal, Hy>XHO MPOBEPUTb 3THU
MaTepualbl, peareHTtbl U o6opy,qosaHV|e. [Nepen BKNOUEHMEM B OTUET noKasaHui no
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naunMeHTaM peKkoMeHayeTcd JOKYMEeHTUPOBATb BCe LWarn, KOTopble 6binu npeanpuHATbI AnA
O6Hapy)KeHVIF| N yCTpaHeHUA I'IpO6J'IEMbI. ,D,J'IH Ka)K,L'l,OVI HOBOW CeEPUN peareHToB UK
KOHTPO/IbHOTO MaTepHala Anana3oHbl HY>XHO YCTaHaBNWBATb 3aHOBO.

Pe3ynbTaThl

PesynbTaTtbl U3MepPeHUA aKTUBMPOBAHHOMO YaCTUUHOIO TPOMBONNACTUHOBOIO BPEMEHMU
BKIIHOUQHOTCA B OTUET Kak «AUTB B ceKyHAax». ITW pe3ynbTaTbl JOMKHbI COOTHOCUTBCA C
HOPMaJsibHbIM AMana3oHoM Ans aHanusa AUTB, NnpuHATLIM B nabopaTopun. PekomeHayeTcs
BKJTFOUaTb B OTUET KaK pe3ynbTaT, NOyYEeHHbIM MO NauMeHTy, TaK U HOPMalnbHbIA AWMana3oH.
KOHTpOnbHble 3HaUEeHMA CUCTEMbI NMPOBEPKU PEareHTOB HUKOTAA He AOMKHbI
MCNONb30BaTbCA B KAUeCTBe HOPManbHOro AMana3oHa. bonee Toro, BKNOUEHWe B OTUET
pe3ynbratoB AUTB B CBSAI3KE TOMbKO C BEPXHEW rpaHuLein HOpManbHOro AManasoHa MoXeT
NPUBECTU K HEBEPHOM MHTepnpeTaunn. Hu3koe 3HaueHne AUTB Takxke moxeT
CBMOETENbCTBOBaTb O HEHOPMaNbHOM COCTOAHWKU CUCTEMbI CBEPTbIBAHMA KPOBK NaLMeEHTa.

OrpaHMl—IeHMFI MEeTOAUKH

AHanu3 AUTB oxBaTbiBaeT BECb MPOLECC CBEPTbIBAHWUSA, OT KOHTAaKTHOW aKTUBaLKWK 40
dhopmupoBaHua hmubpuHa. Moatomy ero pesynbTtaThl bonblle nogBepKeHbl KonebaHuaMm,
ueMm pesynbTaTtbl bonee y3kMx aHann3oB. KOHTponb KM ucnonb3oBaHue AUTB no sTol npuumnHe
MMEeIOT ecTeCTBEHHble orpaHuueHusa. CoBeplLUeHHO HeOBXOANM CTPOTMM KOHTPOSb COCTOSIHUSA
0bpas3yos nnasmbl. CornacHo MccneqoBaHWAM, EKOMNO3MUMA 0bpasLa MOXKeT NPOU30MUTH
bbicTpee, ecnn obpasew xpaHUTCA He B xonoaunbHuKe. CnegyeT nsberatb 0bpasyoB nnasmol
UCKITIOUMTENbHO Manoro obbemMa (Mo COCTOSIHMIO 0 TECTUPOBAHMWA), MOCKONIbKY MOXET
NPOW30UTU U3MeHeHUe pH nNnasmMbl MO CPABHEHUIO C eCTECTBEHHbIM. TakMe U3MEHEHHUA
MOTYT MPUBECTU K EKOMNO3ULNKN KOMMNOHEHTOB MMna3Mbl CUCTEMbI CBEPTbIBAHUA KPOBU.

HeobxogMMo NOMHUTb, uTo pesynbTaT AUTB MOXXeT MeHATLCA NoA AENCTBMEM UACTO
Ha3HauaeMbIx NpenapaToB. bbino 06HapyKeHO cHUXeHWe NokasaTens AUTB y My>XuuH,
MPUHUMAIOLLUX KOHBIOTMPOBAHHbIM 3CTPOTEH, U XEHLKUH, MPUHUMAIOLWKUX OpasibHble
KOHTpauenTuebl'®'". Bbilo 0TMeueHo noBbiweHWe nokasatens AUTB npu HazHaueHUu

AW eHWHa, renapvHa, BapdaprHa, HaNOKCOHAa U PEHTIeHOKOHTPACTHbIX NpenapaTos’?'3,
TepaneBTUUECKWE A03bl TUPYAMHA UK MHOTO NPAMOTO MHIMbUTOpPaA TPOMOMHa MOTYT
NOBbIWaTb BPeMA CBepPTbIBaHUA™.

AHTVI6aKTepVIaJ'IbeIe npenapatbl U3 rpynnbl TUNOMMMKONENTUAOB (TaKMe KaK OpuTaBaHUWH
nnu TeﬂaBaHLlMH) MOTYT OKa3blBaTb MellaroLlee BIIMAHWE Ha aHalKU3bl Ha AUTB. Cm.
MHCTPYKUMKO NO NPUMEHEHNIO COOTBETCTBYHOLLUX NMpenapaToB.

HakoHel, Ha pe3ynbTaT MOXeT NOBAUATb BbIOOp aHTMKOArynsaHTa (HanpumMep, LUTPaT UiK
oKcasnar) M cocToAaHne 0bpasua (reMonn3nMpoBaHHbIM, TMNEMUUECKWUIA, NapeHTepanbHoe
nuTaHue u 1. n.)%1>16,

MocneaHee 0coBEHHO BaXKHO MpPU ONTUUECKOM M3MepeHun AUTB. lebmumt haktopos
CBepPTbIBaHWA KPOBU, KOTOPbIN JOMKEH Obln NPOSBUTLCA B YBENMUEHHOM BPEMEHHU
CBepPTbIBaHMUA, MOXET ObITb CKOMMNEHCUPOBAH MOBbILLEHHbIM YPOBHEM OHOMO WK
HECKOJIbKMX APYTrMX (DaKTOPOB CBEPTbIBAHWUA W BbIMAAETb B pe3yfibTaTax HOPManbHbIM.
AHanorMuHo, NPUCYTCTBMUE aKTUBHbIX MPOMEXYTOUHbIX NPOAYKTOB, KOTOPble CNOCOBHbI
COKpaTWUTb BpeMs CBEPTbIBAaHUSA, MOXET CKpPbITb COCTOsIHWE, B KoTopoM AUTB fosKkHO bbino
YBEIUUUTBCA. YMEPEHHbIN UM HE3HAUMUTENbHbIN AeULNT KaXKAOTO U3 HECKONbKKX
haKTOpPOB MOXKET OKa3aTb KyMYNATUBHbIN 3peKT Ha nosbieHne AUTB. B obpasuax,
cofieprKalliMx BONUYaHOUHOMNOAOOHbIM aHTUKOATYNAHT, MOXET NPUBOAUTL K
NoJIyUeHUI0 HEMOCTOAHHbIX pe3ynbTaTtoB AUTB. Ecin HEOXXKUAaHHO Nony4yeHbl pesynbTaThl
AUTB, BbixogsALMe 3a npefenbl HOPMalbHbIX 3HAaUEHWW, CeayeT BCeraa NpoBOAMTb
[OMOJIHUTESNbHbIE UCCNTIef0BAaHUA CBEPTbIBAEMOCTH AN ONpeaeneHus NPUUUHbI TaKUX
pe3ynbTaTos.

AHTUKOArynsHTHOe JeNCTBMeE renapuHa obycnaBnmMBaeTca ero CnocobHOCTbIO B COUETAHUU C
KO(haKTOpPOM Nnia3Mbl OKa3blBaTb BAMAHWE HA HECKOMbKO acneKToB MexXaHW3ma
CBepTbIBaHWA, TEM CaMbIM CHUXKasi CKOPOCTb (hopMUpOoBaHKa hubpurHa (cM. pasgen
«Mcnonb3oBaHWe AUTB A MOHUTOPWUHIa Tepanun HepaKLMOHUMPOBAHHbBIM renapuHOM»).
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Oxup

B Siemens npoeeaeHa npoBepKa NCNOoJIb30OBAaHUA 3TUX Pe€areHToB B Pa3JIMUHbIX
dHaJiIn3aTopax Ha npeaMeT onNnTMMnU3aumnn pa6OTbI NPOAYKTa N yOOBNETBOPEHNA 3aABJIEHHbIX
CI'IeLI,MCbMKaLI,MVI. BbinonHeHHble NoNb3oBaTeENeM MO,EI,VIqDVIKaU,VIVI He nogaep>KMBarOTCA
KOMMNaHuewn Siemens, MOCKOJIbKY OHHU MOTYT HEMAaTUBHO CKa3aTbCA Ha pa60Te CUCTEMDbI U
pe3ynbTaTtax aHalu3a. BHoCA M3MeHeHUA B MHCTPYKUNHU NN NCNONDBb3YA 3TN peareHTbl B
OPYTHUX aHann3atopax, He YNMOMAHYTbIX B CNPaBOUYHbIX PYKOBOACTBAX (KpaTKMX VIHCprKU,VIFIX)
Siemens, noJyib3oBaTeJib MPUHUMAET Ha ceba OTBETCTBEHHOCTb 3a UX NMPUMEHNMOCTb.

PEByJ'IbTaTbI 3TOro aHanun3a Bcerga aienyet UHTepnpeTnpoBaTb, NPUHMUMaA BO BHUMaHKE
dHaMHe3 nayneHTa, KIIMHNMUYECKYHO KapTHUHY U apyrme 0bObeKTUBHbIe AaHHbIE.

deéMble 3HaueHuA

CraHpapTHble AMana3oHbl B pasHbiX NabopaTopusx pasnuuatoTcs M 3aBUCAT OT BbIDOPKH
NauueHTOB, NPUMEHSIEMOMN TEXHWUKU BbIMONHEHUS U METOAMKHK aHanu3a, obopyaoBaHWA U
cepuu peareHToB. [103TOMY B Kaxgon nabopaTopuu fOMKHbI BbITb NPUHATLI COBCTBEHHbIE
HOPMUPOBAHHbIE UHTEPBASbI UKW MPOBOAUTLCA MPOBEPKU NMPU USMEHEHUU OQHOTO M3
nepeymncrieHHbIX PakToOpoB.

B o4HOM M3 UccnegoBaHui Y NPaKTMUYeCK 340pOBbIX NalMeHTOB C UCNOJIb3OBaHMEM OfHOM
n3 I'IapTVIﬁ ACTIN FS] Obinu nonyyeHbl cnefyrouine pesynbTaTbl:

MeguaHa 90 % HOPMUPOBaHHbIM MHTEpPBanN (CeKyHAbI)
(cekyHzbl)
5-i npoueHTUNb 95-i npoueHTUnb
111 naumneHTtoB, cuctema SYSMEX CA-1500 25,1
22,1 28,1
111 nayneHToB BCS® System 26,8 23,0 31,9

HopMuWpoBaHHbIe AnanasoHbl AnA APYrUMX KOHTUHTEHTOB, HaNnpUMep, NeanaTPUUECKUX rpynm,

cnepyeT ycTaHaBnWBaTb, rae Heobxogumo.

MpumeuaHue. B pokymeHTe CLSI C28-A2 (npounTtpoBaH B H47-A)""'8 yka3biBaeTcs, UuTo
LOMYCTUMO NMPUMEHSATb MapaMeTpruueckuii noaxon (cpegHee + 2 SD). OaHako
CHauana Hy>Ho ybeauTbcs B BbINOMHEHWUU KpuTepHa, 0bs3aTenbHOro Ans
3Toro nopxofa (HopmanbHoe pacnpegeneHue no Mayccy).

OTtpenbHblie paboune xapaKTepUCTUKHU

NccnepoBaHmMAa TOUHOCTH, MPOBeAeHHble C UCMOb30BaHWUEM METOAMK, ONMUCAHHbIX B
HacToALLleM BKNagbllle, MOKA3bIBAOT, UTO HagNeXal MM obpa3omM BbINMONHEHHbIM aHanus
AUTB paeT cTaHgapTHOE OTKNOHeHWe (SD), cooTBeTCTBYtOLLEE KO3 DULMeEHTY BapuaLun (CV)
MeHee ueM B 4 % B HOpManbHOM AMana3oHe. B JONONHUTENbHbBIX KNTMHUYECKKUX
MCCneaoBaHUAX B TeueHWe 22 AH. bbinu NpoBefeHbl MOBTOPHbIE U3MEPEHUA B
NnaToONOrMUeCcKom KOHTPOSIbHOM Nna3Me (Bpemsa cBepTbiBaHUs oK. 50 cek.). CornacHo
pe3ynbTataM 3HaueHue AUTB fonxHo coBnagaTtb B npefenax 4 %, ecnn aHanus BbINOHeH
NpPaBUNbHO.
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