HABOP

AnA ONPEAENEHUA
KOHUEHTPALUUN ®PUBPUHOIEHA

K-500, K-550, Fibrinogen

Kamarnoe. Ne : K-500, K-550 Memoduka om 01-2013

lNpoussodumens: Cormay (Monbwa)

OcHoeol npu_rnpogedeHuUU aHanausa se/semcs opuauHarl
UHCMPYKUUU Ha aHaulcKoM $3blKe, 8/10)XKeHHOU 8 Habop.
Homep u dama sepcuu opueuHana u nepesoda UHCmMpyKuuu
QormKHbI cosnadame.

Ha3BaHue Habopa CocTaB Kat. Ne
FIBRINOGEN KIT-10 100 TecToB K-500
FIBRINOGEN KIT-30 300 TecToB K-550

BBEOEHUE

depmeHT TpoMOUWH, npegnocnefHuin 6enok B nocnefoBaTenbHOCTH
CcBeEpPTbIBaHWS, AENCTBYET HA PacTBOPUMBIA pMBpUHOreH n npeobpasyet
ero B HepacTBOpuMbIi UOpWH. HopmanbHble ypoBHW dubpUHOreHa
nnasMbl HaxogsaTcs B AmanasoHe 200-400 mr/gn, XOTS YpOBHW Takue
HM3kme kak 10-20 mr/gn moryt HabmogaTbCA C NpuobpeTeHHOW unu
BPOXOEHHOW runochnbprHOreHeMmen. Onpegenexve ypOBHeN
dmbprHOoreHa nnasmbl NONE3HO B ANArHOCTMKE rvnepdundprHoreHemMmu,
runochmbpuHoreHeMun aucundprHoreHemmn, acdoubpurHoreHemmm.

NPUHUMN METOOA
AHanm3 TpombuHOBOrO BpeMeHu (UOpPUHOreHa OCHOBaH Ha MeTofe,
BnepBble onvcaHHoM Knaycom. B npucyTCTBUM BbICOKMX KOHLIEHTpaLWI

TpomMbuHa Bpemsi, HeobxoauMoe AN CBEPTbIBAHWS  KPOBM B
pa3baBrneHHo/ nnasme, 06paTHO MPOMOPLUMOHANBbHO KOHLEHTpaLuum
dubpurHoreHa.
PEATEHTbI
YnakoBka

FIBRINOGEN KIT-10
Bblunii TpombuH 100 5x2wmn
ConsHon 6ydep nmmngasona 1x135 mn
Hu3kuit KoHTponb cmbpuHoreHa 3x1wmn
Bbicokuii KoHTponb ¢pmbpuHoreHa 1x1mn

FIBRINOGEN KIT-30

Bbiumi TpombuH 100 6 x5mn
ConsiHol Bycep nmuaasona 2x 135 mn
Hu3kuin KoHTponb donbpuHoreHa 3x1mn
Boicokuin KoHTponb doubpuHoreHa 1x1mn

PeareHTbl cTaburbHbl [0 OKOHYaHWSI Cpoka FOAHOCTM, YKasaHHOro Ha
3TUKETKe, NpU XpaHeHuu npu 2-8 °C.

MoaroTroBka M cTabUNBLHOCTL peareHToB

a) PeareHT 6bl4bero Tpom6uHa 100 (100 NIH Ea/mn) — 2 mn unu 5
MI:
JInodmnunampoBaHHbIN BydepHbI Bblumnii TPOMOUH.
BoccTaHoBUTL C AMCTUNNMPOBaAHHOM BOAOW B COOTBETCTBMM C
nMHdOpMaLmen, yka3aHHOW Ha 3TuKeTke dnakoHa. lNepemeluaTtb
aKkkypaTHO, MoOKa  pacTBOpeHue He OygeT  3aBepLUeHoO.
BoccTaHoBneHHbI MaTepuan ctabuneH B TeyeHue 7 OHeW npu
TemnepaTtype 2-8 °C unu 8 yacos npu Temnepatype 15-30 °C unu
30 pHen npu -20 °C. OrtramBatb 6bicTpo npu 37 °C. He
3aMOpaxuBaTb NOBTOPHO.

b) ConsiHou 6ydep umugasona
FoToB k ncnonb3oBanuio;pH 7.4, ¢ 0.1 % asnga HaTpus B kKavecTBe

KOHCepBaHTa.
c¢) Huskun KoHtponb cdombpuHoreHa
O6paboTtaH YerioBeyecKon nnasmon, cobpaHHom c

aHTUKOArynsiHTom uutpata HaTpusi (4% Bec/o6bém). Passectu B
1.0 mn BOAbl BbICOKOW CTEMEHM OYMCTKU. XOPOLLO nepemMeluatb M
faTb  OTCTOATbCA B TeyeHne 15 MUHYT npu KOMHaTHOM
Temnepatype. He nepeBopaumBatb nakoH W CUMBHO He
nepemelwvBaTtb. llocne Hapnexaiero BOCCTaHOBMEHWUs, Huskuii
KoHTponb ¢ubpuHoreHa ctabuneH B TeyeHume 16 vacoB npwu
XpaHeHUn B 3aKpbITOM cocyde npu Temnepartype 2-8 °C.
Hepa3sBeaeHHylo nnasmy MOXHO XpaHUTb 3amopoxeHHon. OTTasaTb

6bicTpo npu 37 °C 1 akkypaTHO nepemeluatb. He 3amopaxuBaTtb

NOBTOPHO.
d) Bbicokuit KoHTponb hmbpuHoreHa
O6paboTaH YernoBeyeckon nnasmon, cobpaHHom c

aHTUKOarynsHToMm uuTtpaTta Hatpus (4% Bec/obbém). Passectu B
1.0 mMn BOABI BbICOKOW CTEMEHW OYMCTKM. XOpOLLO nepemellatb n
Aatb  OTCTOATbCA B TeyeHwe 15 MUHYT npM KOMHaTHOW
Temnepatype. He nepeBopauuBaTb (pnakoH W CUNbHO He
nepemewwmBaTtb. [locne Hagnexallero BOCCTaHOBMEHMS, Bbicokui
KoHTponb ¢ubpuHoreHa ctabuneH B TeyeHWe 8 vacoB npu
XpaHeHUn B 3aKpbITOM cocyfde npu Temnepatype 2-8 °C. Moxet
obpasoBbiBaTbCA 0CaAOK Mpu oxnaxaeHun. OCTOPOXHO HarpeTb
nnasmy go 37 °C, 4TobGbl MWHUMM3MPOBATbL NOOOW OCafOK.
HepasBefeHHyl0 nNna3My MOXHO Takke XpaHWTb 3aMOPOXEHHOW.
OtTaare  6eictpo nmpu 37 °C u akkypaTHO nepemelwiatb. He
3aMOpaxuBaTb NOBTOPHO.

MpeaynpexpeHnus n npumevaHus

= [poaykT npegHasHaveH TOMbKO Ans AuarHocTuku In Vitro.

=  PeareHTbl [OMKHbI MCMOML30BATbCSA TOMbKO MO HA3HAYEHWO W
KBanuuLMpoBaHHbIM nepcoHanom nabopatopuu, B
COOTBETCTBYIOLLMX N1abOPaTOPHBIX YCIOBUSX.

Ll Huzkuin koHTponb cpubpuHOreHa paspaboTaH CO 3HaAYEHMSIMU
pubpuHoreHa npumepHo 70-120 mr/an. BbICOKMI KOHTpONb
cpmbpuHOreHa AomkeH GbiTb NPUMEPHO CO 3HaveHusiMu oT 500 go
700 mr/gn. ®akTnyeckne BOCCTAHOBMEHHbIE 3HAYEHUS 3aBUCAT OT
WHCTPYMEHTa 1 UCNONb3yeMoro peareHTa.

*  [poayKTbl 4ENOBEYECKOro NPOUCXOXKAEHUSI OblNMM NMPOTECTUPOBaHbI
Ha aHTuTena k BUY, HBsAg n HCV 1 npusHaHbl He peakTUBHbLIMW.
OpHako C 9TMM MaTtepuanom cregyeT obpalwaTtbCsi Kak C
noTeHUManbHbIM NEPEHOCHNKOM MHPEKLIMOHHbBIX 3a6oneBaHui.

. Bycdep Mmnpasona copgepxut asmg Hatpusa (<0,1%) B kadvecTBe
KOHcepBaHTa. M3beratb KOHTakTa C KOXeWl W  CIVU3UCTbIMM
obonoykamu.

*  PeareHTbl npegHasHayeHbl Ans pabotbl npu Temnepatype 37 °C.
Mepuoanyecky npoBepsiiTe TemnepaTypy BCeX HarpeBaTernbHbIX
3MEeMEHTOB.

. PeareHtsl BbIMBEFO TPOMBWMHA 100 (kat. Ne K-503) wu
WMWOA3OJICOOEPKALLEITO COJIEBOIO BY®EPA (kat. Ne K-
504) MoryT BbITb 3aKka3aHbl OTAENbHO.

coneBoro bydepa

] PeareHt MMWAA30CoAepXKaLLero
knaccmuumpyeTcs kak BpegHoe BeLLecTBo.

WHrpeaveHTbl: asng HaTpus;

- Xn — BpegHoe BELLECTBO.

R 22: BpeaHO npwv npornartbiBaHWK.

S 45-46: Npn Hec4YacTHOM Cry4yae Unu ecrnu Bbl
MoYvyBCTBOBaNMW HEAOMOraHue, HemeasieHHo obpatutecb K Bpady
(nokaxwute  9TUKETKY, ecnuM  BO3MOXHO). [lpu  npornaTbiBaHUK
HemeaneHHo obpaTnTLCA K Bpady 1 nokasaTtb YNakoBKy UMM 9TUKETKY.

ﬂOﬂOﬂHVITEanbIE MATEPUATbI
KANMBEPOBOYHAS MNA3MA — HOPMANbHbLIA YPOBEHb (kaT.
Ne K-720).

- MexaHudeckoe unm oToonTUdYeckoe CpeacTBo Afs onpeneneHus
CBepTbIBaHUS.

- O6Lee nabopaTopHoe obopyaoBaHue.

OBPA3LbI
A. AHTUKOarynsHT - uutpat HaTtpusa 3.2% (0.105 M).
B. 3abop obpasua:
1. TpousBeaute 3ab6op BEHO3HOW KPOBW YACTbIM UHCTPYMEHTOM B
4yucTylo nocyay.
2. Cpasy [obaBbTe aHTUKOArynsiHT B COOTHOLIEHMM 1 4acTb

aHTUKoarynsHTa Ha 9 yvacTed KpoBW, MW  TLATENbHO
nepemeLlanTe.

3. UeHTpudyrupyinte 15 MuHyT npu ckopoctn He meHee 1000
06/MUH.

4. He nosgHee yem yepe3 60 MUHYT NMpu MOMOLUM NNACTUKOBOM
nuneTku cobepute Nnasmy B NaCTUKOBYHO NPOGUPKY.

5.  Wcnonb3ynte nnasmy B TevyeHWe 2 4acoB, B NPOTUBHOM
cnyvae XpaHWTe 3aMOpPOXEHHOW W  pa3MopaxuBanTe
HenocpeACcTBEHHO Nepes UCMoNb30BaHUEM.

NPOLEQYPA
HaGop noaxoauT AN MCNOMb30BaHUA C PYYHbIM, MEXaHWYECKUM WUMu
doToonTUYECKMM CPEACTBOM [Anst OnpefeneHus ceepTbiBaHusA. 3a

Gonee peTanbHOM uHGoOpMauuein obpalwaTtbCs K UHCTPYKUMSIM
npoussoanTens annapara.

PyyHon aHanus

1. MoaroToBuTb Kak MWHUMYM NSTb  PasnNWYHbIX  pa3BedeHuin

BOcCTaHoBneHHo KAJNIMBEPOBOYHOWM HOPMAJIBHOW MNA3MbI
(kat. Ne K-720) B 6ydpepe nmmaasona.



2. PasBectu KoHTponb kadvecTBa M obpasupl nauymeHtoB 1:10 B
Oydepe nmmaasona.

3. TlpeaBaputenbHo HarpeTb 0.2 Mn kaxagoro passegeHus go 37 °C B
TeyeHue 4-6 MUHYT.

4. [Oob6aButb 0.1 Mn peareHTa Gbldbero TpombuHa 100 Kk HarpeTomy
pa3baBneHuio u 3admKcMpoBaTb Bpemsa obpa3oBaHus crycTka. He
HarpeBaTb TPOMOUH.

5. BadwmkcmpoBaTe Bpems 0bpa3oBaHus
pa3BefeHns ¢ ToMHocTbio A0 0.1 cekyHabl.

6. MocTpouTb kanMBpoBOYHLIVM rpadvk U3 pe3ynbTaToB KanvbpoBKu
nnasmbel. Yactota KpuBOM YacTUYHO onpedensieTcss MeTOAOM
[eTeKTUPOBaHUA CrycTka, KOTopblin Ucrnosb3yeTcs. CTPoUTb HOBYHO
KPMBYIO MPU KaXOOM M3MEHEHWW NapTuu peareHTa, Npubopos, unu
KOrZja KOHTPOSM BbIXOAST 3@ paMKku 3ajaHHbIX AUana3oHOB.

CryCtka Aana Kaxgoro

Pacuer

A. PasbaBneHHasi nna3ma 1:10 cocTtaBnsieT 100% OT yCTaHOBINEHHOIO
3HaveHus. KoadppmumeHT pasbaBneHus nokasbiBaeT B3aUMOCBA3b
Mexay passegeHuem 1:10 v Apyrumn pasBefeHUsIMU, Hanpumep:

H. Y nauueHTOB C KayeCTBEHHbIMW aHomanusMu ubpuHoreHa,
aHanu3 TpoOMOWHOBOrO BpPEMEHW CBEPTbIBAHWS MOXET yKasblBaTb
Ha CHWKeHHbIN  unbpuHoreH. KonmuyecTBeHHble pesynbTaTbl
dumbprHOoreHa moryT GbiTb HOpMarnbHbIMM Ha 3TUX Xe obpasuax,
€Cnn NPOTEeCTUPOBaHbI APYTVIMU METOAAMM.

I.  T'enapvH He MHTepdepupyeT Ha TepaneBTUHECKNX YPOBHSX. TeM He
MeHee, OYeHb BbICOKME YPOBHM rernapuHa MoryT NpuBecTU K HU3KUM
pesynbtatam ubpuHoreHa. PepmeHT BaTpokcobvH moxeT ObITb
3aMeHeH Ha TpomOuMH B 3TOM aHanuse, ecnu noao3peBaeTcs
UHTepdepeHuns renapuHa.

J. Bbicokue ypoBHM napanpoTeuHa, TpOMOMHOBbIE aHTUTena u
npenaparbl, KOTOpble aKTUBMPYIOT (MUOPUHOMUTUYECKYIO CUCTEMY,
MOryT UHTEepdEPNPOBATL C aHanM3oM pubpuHoreHa.

TEXHUYECKUE XAPAKTEPUCTUKN

1. CooTBeTCTBME:

MnasMa C HW3KMM, HOPManbHbIM W  BbICOKMM  COAEPXaHUeM
(pubpuHoreHa Obina TecTUpoBaHa B HECKOMbkUX nabopaTopusix ¢
ucronb3oBaHnem CORAMY peareHToB. Pe3ynbTaTbl cpaBHMBanucb C
pe3ynbTaTaMmu, MOMNy4YEHHbIMM C MUCMONb30BaHWEM peareHToB [Apyrux
npou3BoauTene B HECKOMbKNX nnabopaTopusx.

ctaHgapt = 304 wmr/gn ¢ubpuHoreHa (kaxxgow nabopartopum
HeobXoaQMMO MOAroTOBUTL KPUBBLIE CO CBOMMM peareHTamu u
obopynoBaHueM).
PasBe- dakTop PurbprHOreH CpepHee Bpemsi
OeHve pasBegeHusi (mr/an) CBepTbIBaHWA (Cek.)
1:3.5 10/3.5=2.6 304 x 2.6 =790 5.8
15 10/5=2 304 x 2= 608 7.3
1:10 10/10=1 304 x 1 =304 13.4
1:15 10/15 = 0.67 304 x 0.67 = 204 20.8 1
1:35 10/35=0.29 304 x 0.29 = 88 49.2 1
B. MWcnonb3oBaTb Bce NsTb To4yek kanubpatopa Ansi MOCTPOEHUS
norapudMV4ecKon  KpUBOW, C  yyacTKaMu  KOHLeHTpauuu
(pubprHOreHa MO CpaBHEHUKD CO BPEMEHEM CBeEpPTbIBaAHUS.

YpoBeHb PeareHTbl n Opyrue n
CORMAY peareHTbl
Huskun 144 mr/gn 10 163 mr/gn 195
HOpPManbHbIN 294 mr/gn 10 297 mr/gn 195
BbICOKUI 488 mr/gn 16 474 mr/an 390
TOYHOCTb:

lnasmMa ¢ HW3KUM, HOpMarbHbIM U BLICOKMM cofepxaHueM ubpuHoreHa

Oblna TecTMpoBaHa B TEYEHWE HECKOMbKWX AHEN C WCMOofb30BaHWEM
CORAMY peareHTOB Ha (OTOOMNTUYECKOM WHCTpymeHTe. [ecATb
CTaHZapPTHLIX KPUBBIX ObINIM MOCTPOEHbI ANA  KaXA0ro AeHb UCTbITaHWs,
B 06Ler cnoxHoct 30 cTaHAapTHBIX KPUBBIX.

MocTpoiiTe Hammyulwylo BO3MOXHYIO MPAMYK0 JIMHMIO. M3yunTb CV = 5 9% (HU3KWI ypOBEHD)
KPMBYIO W, MpU HEoGXOAMMOCTW, OMYCTWUTb HeNuHeiHble TOUKU. CV = 3,4% (HopManbHbIi YPOBEHb)
OkoH4aTenbHas KpuBas AOIDKHA COCTOATb Kak MMHUMYM W3 TPeX CV = 2,9% (BbICOKMi YPOBEHb)

TOYEK.

C. OnpepennTb BpeMsi CBEPTbIBAHUA KOHTPOSS KayecTBa M obpasLioB
NnauMeHTOB Ha KpWBOW M MpouuTaTb COOTBETCTBYlOLLEE 3HAYeHue
(ubpvHoreHa. Ecnu Bpemsi cBepTbiBaHusi B pasBefdeHun 1:10
BbiNagaeT 3a npedenbl  JIMHEWHOW  KpWBOWA,  MPUrOTOBUTH
pasBegeHust 1:5 nnu 1:20 B cnyyae HeobxogumocTu. Ecnn obpasel
pas6aBneH 1:5, pasgenutb pesynbTaT Mo CTaHOAPTHOW KPUBOWA Ha
2, ecnn obpasel pasbasneH 1:20, yMHOXbTE pe3ynbTaT KpUBOWN Ha
2, YTOGbI MOMYYUTL OKOHYaTENbHbIN pesyrnbTar.

PE®EPEHCHbIE 3HAYEHUS’

TunuyHbIN HOpManbHbIA pedynbTaT coctaBnset 150-350 mr/gn (1.5-3.5
r/n).

PekomeHayeTcs, 4To6 Kkaxxaas nabopatopusi ycTaHoBUNa coBCTBEHHbIN
HOPManbHbIV Ananas3oH Ans namepexuns drdbpuHoreHa.

KOHTPOIJ1Ib KAYECTBA

HOPMAJTbHAA KATIMBEPOBOYHAA MNA3MA (Kat. Ne K-720) pormxkHa
1cnonb3oBaThCs ANt KanmbpoBKu.

[nA BHYTPEHHero KOHTPONSA KayecTBa PEKOMeHAYeTCH WCMnofb3oBaTb
HOpManbHble W abHOpManbHble KOHTPOSbHbIE MNa3Mbl, TakMe Kak:
HOPMAJIbHAA KOHTPOJIbHAA TUTASMA (Kat. Ne K-100), Hu3kuin
KOHTpOnb uBpUHOreHa, BbLICOKMIA KOHTPONb (OMOPUHOrEHa C Kaxaow
cepuer 06pasuoB.

OrPAHMYEHUA

A. KpoBb gomkHa ObiTb HemeAneHHO fobaBrieHa K aHTMKOarynsHty
TPUHaATPUI UMTPaTa M OCTOPOXHO nepemeluaHa. SOTA un renapuH
ABMATCSA HENPUrOAHLIMW aHTUKOArynsHTamMu.

B. Tlemonus moxeT Bbl3BaTb akTMBauuio akTopa CBepTbIBaHWUA W
MNHTEpPepeHLI0 KOHEYHOM TOYKM OBHapyXeHus.

C. MWkrepuyeckne n nunemuyeckve obpasupbl MOryT Takke okasaTbCs
HenpYMeHVMbIMU ANS METOA0B OBHAPYXEHNS KOHEYHOW TOYKN.

D. CooTHoOLIEeHNE KPOBU K aHTUKOArynsiHTy obbluHO cocTaBnsieT 9:1 u
NPVBOAWT K KOHUEHTpauun umTpaTta oT 10.9 go 12.9 mmons/n. JTa
KOHLEHTpauMsa AomkHa OblTb OTperynupoBaHa Ans MauueHToB C
remMmaToKpuToMm Bbiwe 55%.

E. 3amopaxwuBaHue 1 oTTauBaHve nna3mbl, cogepxallei ocTaTouHbIe
KneTkn, OygeTr  reHepvpoBaTb  MOBPEXAEHHbIE  KNEeTOYHble
MeMOpaHbl, KOTOpble MOTYT NOBMUATb HA pe3ynbTaThbl.

F. OcTpble BocnanmutenbHble peakuuuM MOryT TMNpUBECTU K POCTY
umpkynupytowlero dgakropa | B kpoBu ((hrGpUHOreH).

G. [popykTbl pacnaga Beicokoro dubpuHorerHa (FDP) moryT npoanutb
BpeMsi  CBepTbiBaHWA  KpOBM, OCODEHHO, Korga  ypoBeHb
ubpuHoreHa Hwxe 150 mr/an.

PErYNMPOBAHUE OTXOOOB
Ccbinaittech Ha TpeboBaHNA MECTHOTO 3akoHoAaTenbLCTBa.

oIAMEB )

OOULNATIbHBIA AUCTPUBBLIOTOP

000 «UAMEB»
yn.HopHosona, 97
2. isaHo-®paHkosck, 76005
men.: +38 (0342) 775 122
¢pakc: +38 (0342) 775 123
e-mail: info@diameb.ua
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