XpomoTex-
MnasMuHoreH

MHCTPYKLUUA
no npMMeHeHuto Habopa peareHToB
ANs onpeaeneHuns nasMmMHoreHa
Ha aBTOMaTUUYECKMUX KOoarysioMeTpax

HA3HAYEHMUE

Habop «XpomoTex-lnasMmHoreH» npeaHasHayeH Ans onpe-
[leneHns ypoBHA (B MpOLEHTaX OT HOPMbl) OCHOBHOIO KOMMOHEH-
Ta GUOPUHONUTUYECKON CUCTEMBI — NIa3MUHOreHa Ha aBToMaTy-
yeckux koarynometpax. OnpegeneHme nnasMmHoreHa ucrnosb3yT
npu pauarHoctuke [BC-cvHApoMa M TpoMGObUAMIA, KOHTposne
NeYyeHns npenapaTamu, akTMBMpyoWmMMmn GpubpuHonus.

Habop npeaHa3HayeH TONMbKO AN MPOQecCUOHanbHOro uc-
Nnosb30BaHus.

XAPAKTEPUCTUKA HABOPA

MpuHuMn Metopaa. Mpu aob6aBneHUM CTPEnTOKMHAa3bl K
pa3BeAeHHOMY 06pasuy uccneayeMmoii nnasmbl obpasyercs nnas-
MWHOIEH-CTPENTOKNHA3HbIN KOMMMEKC, KOTOpbI obnagaeT cro-
COBHOCTBIO pacLIenIsiTb XPOMOreHHbI cy6cTpaT. CKopocTb rma-
ponv3a HUTPOAHUIMHOBOW CBS3M XPOMOreHHOro cybcTpaTa 3aBu-
CUT OT KOHLEHTpauuM nnasMMHoreHa. ABTOMaTUYECKMIA Koaryso-
METP PErnucTpupyeT M3MEHEHWE OMTUYECKOW MAOTHOCTU Ha ¢hoTo-
MeTpe npu AnviHe BosHbl 405 HM C TeYeHneM BpeMeHu.

MnasMuHoreH
+
CTpenToknHasa === [1Na3MUHOreH-CTPENTOKNHA3HBbIN
KOMMAeKc

v
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CocraB Habopa:

1. XpoMoreHHbI cybcTpaT (SIMOUNBHO BbICYLLEHHBIN), Ha
7wmn-1dn.

2. CtpenToknHasa (IMounbHO BbICyLIEHHas), Ha 9 Mn - 4 dn.

3. bydep Tpuc-HCI (koHUEHTpUpoBaHHbIA 20:1 pacTsop),
5mn-1dn.

4. Mna3ma-kanubpatop (MMObUILHO BbICyLEHHas), Ha 1 mn -

1 ¢n.

AHAJINTNYECKME
XAPAKTEPUCTUKN HABOPA

JIVHEHOCTb OnpeaeneHnst YpoBHs MasMMHOreHa — B Avana-
30He oT 5 A0 140 %, OTKNOHEHUE OT «MHEWHOCTU» — He bonee
10 %.

TecT Ha «OTKpbITUE» — He 6onee 10 % OTKIOHEHUS.

YyBCTBUTENBHOCTL OnpeaeneHns — He 6onee 5 %.

KoapduumeHT Bapuaumm MonyYeHHbIX pe3ynbTaToB He mpe-
Bblwaet 10 %.

[JonycTuMbIi  pa3bpoc  pe3ynbTaToB  OMpEeAeneHUsl  YPOBHS
NjasMUHOreHa B OAHOI Npobe nnas3Mbl KPOBY pasHbIMKU Habopamu
0fHOM cepuu He npeBbiwaeT 10 %.

HopMaTuBHble U hakTMUYeCKne 3HAYEeHUs aHanMTUYEeCKuX no-
KasaTenen ykasaHbl B nacriopte K Habopy.

MEPbI
NMPEAOCTOPOXXHOCTH

MoTeHUManbHbIM pUCK NpUMEHeHUs Habopa — knacc 2a (npu-
ka3 MUHMCTepCTBa 34paBoOOXpaHeHus Poccuiickoit depepaumm N2
4H ot 06.06.2012 1.).

Bce peareHTbl, BXoAsiLLMe B HAabOp, UCMONb3YOTCS TONbKO ANs
npuMeHeHus in vitro.

Bce KOMMOHEHTbI Habopa B UCMOSb3yeMbIX KOHLIEHTpaLMsIX He
TOKCMYHbI M NPOBEPEHbl Ha COAEpXXaHWe BUPYCOB renaTtutoB WU
BUY.

Mpu pabote c Habopom cneayet cobntogate FOCT P 52905-
2007 «JlabopaTtopun meanumHckme. TpeboBaHus 6e30nacHOCTU».

KaTtano)xHbit HoMep Habopa:

000 ¢upma "TexHonorua-Crangapt”

656037, bapHaya, a/a 1351, TeA./cakc (3852) 22-99-37, 22-99-38, 22-99-39, 27-13-00




Mpu pabote ¢ HabopoM cneayeT HageBaTb OAHOPA3oBble Nnep-
YaTKK, Tak Kak obpasLibl KpOBM YesioBeka creayeT paccMaTpuBaTh
KaK MoTeHUManbHO MHMUUMPOBaHHbIE, CMNOCObHbIE ANUTENbHOE
BpEMsi COXpaHsaTb W nepefdasaTb BWY, Bupychl renatutoB wnn
no6oi apyroi Bo36yauTeNnb BUPYCHOMN MHEKLMN.

Bce ncnonb3oBaHHble MaTepuansl Ae3MHbULMpOBaTb B COOT-
BETCTBUM C TpeboBaHusiMn MY 287-113 «MeToanyeckne ykasaHus
no Ae3nHdeKUMK, NpeacTepuan3aLmMoHHON OUUCTKE U CTEpUnn3a-
LMW U3AeNnii MEAULIMHCKOTO Ha3HAuYeHUs».

OBOPY[OBAHME,
MATEPWAJbI, PEATEHTbDI

- KoarynomeTp aBTOMaTn4eckuii;

- ueHTpudyra nabopaTtopHas;

- Ao3aTopbl NMneTo4YHble Ha 1,0 mn 1 1,0-10,0 mn;

- BOAA AUCTUNIMPOBaHHas;

- NPoBUpKK;

- NnepyaTkn MeanUMHCKME AnarHoCTMYecKne oaHOpasoBble.

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb Ans uccnenoBaHvsi 3abypaloT M3 JIOKTEBOW BeHbl B
NJacTUKOBYLO NPobupKy, cogepxaluyto 3,2-3,8 % pacTBop HaTpus
JIMMOHHOKMCIOrO  Tpéx3amellieHHoro (umMtpaT Hatpus). CooTHO-
lweHve o6beMOB KpoBM M umMTpaTta Hatpus - 9:1. Bo3MOXHO wc-
Nnosib30BaHNe BaKyyMHbIX CMCTeM Ans 3a6opa KpoBM, coaepXalLmx
unTpat HaTtpua (3,2-3,8 %). Kposb LeHTpudyrupytoT npu 1200-
1600 g B TeueHve 15 MuH. B pe3ynbTate nonydyatoT 6eaHyio
TpomMboumTamMu nnasmy, KOTOPYIO NEPEHOCAT B APYryto Npobupky,
rAe XpaHAaT A0 NpOBeAeHNs UCCNefoBaHUs.

LieHTpudyrmposaHme 4OMKHO NPOBOANTLCSA HEMNOCPEACTBEHHO
nocrie B3sSTMS KPOBW, a OTBOP Nfia3Mbl Ha UCCefoBaHWe - cpasy
Xe nocne UeHTpudyrnposaHvs. He gonyckaetcs aHanus3 nnasmbl
KPOBM, WMEIOLLEN CryCTKM, MPU3HAKW FemMonm3a W MonyyeHHoOM
6onee 2 4 Hasaa. [lonyckaeTcs 3amMopaxvBaHue obpasuos npu -
16... -70 °C Ha cpok ao 1 mec.

[ononHuTenbHoe pa3BedeHne nnasmbl AN MCCNefoBaHWS
nposoanTca 6ydepom Tpuc-HCI Ha 6opTy koarynomeTpa aBToMa-
TUYECKU.

NMPUITOTOBJIEHUE PEAFEHTOB
M NPOBEAEHUE AHAJIN3A

1. NOArOTOBKA PEATEHTOB K PABOTE

1.1. PasBegeHne KOHLEHTpUpOBaHHOro 6ydepa
Tpnc-HCI

B peHb wccnenoBaHusi, B COOTBETCTBUMM C MOTPEOHOCTBIO,
KOHLEHTPUPOBaHHbIN 6ycep Tpuc-HCI pasBecTn AUCTUNIMPOBaH-
Hoii Bogon B 20 pa3 (1 06beM KOHUEHTpUpOBaHHOro 6ycepa
+ 19 06beMoB BOAbl), B pe3ynbTaTe MnonyvaloT pabounit 6ycep-
Hblii pacTBop.

1.2. PasBefeHune CTPpenTOKMHa3bl

B oauH dnakoH co cTpenTokMHazoi BHecT 9,0 Mn paboyero
pactBopa 6ycdepa M pacTBOpWUTb COAEPXKMMOE MNPU KOMHATHOW
TemnepaType M NerkoM MokayvMBaHWM B TedyeHue 2 MUH. B pe-
3yNbTaTe NONYYaloT PacTBOP CTPENTOKMHA3bI.

1.3. PasBegeHue XpoMOreHHoro cy6crpara

B oavH (nakoH ¢ XpoMoreHHbIM cybcTpaToMm (Aanee no Tek-
CTy - cybCcTpaToM) BHecTM 7,0 MA AUCTUNINIMPOBAHHOM BOAbl U
pacTBOpWUTb COAEPXKMMOE MpU KOMHaTHOW TemnepaTtype (+18...
+25 °C) 1 nerkoM nokaumBaHuM B TeyeHue 5 MUH. B pesynbTaTte
nosyyatoT pacTeBop cybcrpara.

1.4. PasBepeHue nnasmbi-kanmbpartopa

Bo ¢nakoH ¢ nnasmoit-kanmbpaTtopom BHeCTH 1,0 MA AnCTUN-
NIMPOBaHHOM BOAbl WM PacTBOPUTbL COAEPXMMOE NPU KOMHATHOM
Temnepatype (+18... +25 °C) 1 nerkoM nokauvMBaHun B TeYeHUe
3 MUH.

Pa3BeseHHyl0 nnasMy-kanvbpatop pasnuTb no 0,5 Mn B ABa
rEPMETUYHO  3aKPbIBAKOLUMXCA  CTEKMSHHBIX  CUTMKOHUPOBAHHbIX
WK NNacTMKOBbLIX KOHTeWHepa (chnakoHa) M 3aMopo3uTb Npu
Temneparype -16... -70 °C.

Mopumto cBeXEN UM pasMOPOXKEHHOM (Ha BoAsiHOM 6aHe npu
Temnepatype +37 °C) nna3smbl-kanubpaTopa cneayer MCMosnb-
30BaTb /1S NONYYEHUs1 KOHTPOMbHBIX MOKa3aTesneit NoroLeHus B
[eHb NPOBeEeHUs UCCNEAOBaHMS.

B cnyyae Heo6x0AMMOCTU MOXET AOMOSHUTENBHO UCMONb30-
BaTbCS Mfia3Ma-kanmbpaTop, aTTecToBaHHas Mo AaHHOMY Mokasa-
Tento (3aKkasbiBaeTCs AOMNOMHUTESNBHO).

YpoBeHb MnasMuMHOreHa B Ma3Me-kanubpaTope ykasaH B
nacnopTe K Habopy.

2. NPOBEAEHUE AHAJIU3A

KoarynomeTp B aBTOMaTtM4eCKOM pexuMe CMeLLMBaEeT pa3se-
AEHHYIO uccneanyemyro niasmy ¢ pactBopaMn CTpENTOKUHA3bI U

XPOMOreHHOro Cy6CTpaTa, Nocsie Yero perncTpupyeT n3MeHeHne
OMTWYECKON NAIOTHOCTU U PacCUUTLIBAET YPOBEHD Mia3MUHOreHa.

OnwcaHre 1 HacTPOMKY NPEACTaBNeHbl B MHCTPYKLMM NPoun3-
BOAWTENS aBTOMATMYECKOro KoarysioMeTpa

3. YTEHMUE PE3VJ1IbTATOB

PesynbTaTbl aHanM3a BbipaXxatoT B NPOLIEHTAX K HOPME.
B HOpManbHOI Nyia3Me KOHLUEHTPAUMS Na3MUMHOrEHa COCTaB-
nset 75-140 %.

4. BHYTPU/IABOPATOPHbIA KOHTPOJIb
KAYECTBA

Mpw ocyLuecTBneHn BHYTpUIabopaToOpHOrO KOHTPONS Kade-
CTBa peKOMeHAyeTCs MCNOJb30BaTb peareHT C HOpMasbHbIM Ana-
Na3oHOM 3HauyeHun «Tex-koHTponb H» (kaT. N2 776), a Takke
peareHT ¢ NaToNorMYeckMM AManasoHoM 3HaueHnn «Tex-
KOHTpOnb M» (kaT. N2 777).

YCNNOBUA XPAHEHWUSA
N NMPUMEHEHUA

Habop paccuvTtaH Ha nposeaeHve 300 onpepeneHmii npu
pacxofe pacTtBopa CTpenTokMHasbl no 117 Mkn Ha 1 aHanu3
(umcno  aHanuM3o0B  3aBUCUT  OT  MOAENM  aBTOMATMYECKOro
KoarynomeTpa).

Habop HeobxoanMMo xpaHuTb Npu TemnepaType +2... +8 °C B
TeyeHue BCero cpoka roaHocT Habopa (18 Mec) B X0n0ANbHbIX
Kamepax nnu B XONOANSIbHUKAX, obecneunBaroLLmX
pEernamMeHTVpOBaHHbI  TeMMepaTypHbI  pexuM.  [lonyckaeTcst
TpaHcnopTuposka Habopa npu Temnepatype Ao +25 °C B TeyeHune
30 cyTOK TPaHCMOPTOM BCEX BWAOB B KPbITbIX TPAHCMOPTHbIX
cpeAcTBax B COOTBETCTBMM  C  MpaBWiaMu  NepPeBO30K,
[e/CTBYIOLLMMI Ha TPaHCMOpPTe AaHHOMO BUAA.

Bpems ncnonb3oBaHus Habopa He AO/MKHO MpeBbIaTh 2 Mec
C MOMEHTA BCKPbITUS €ro KOMNOHEHTOB.

PactBOop XpoMoreHHoro cybcrtpata MOXHO XpaHuTb Mpu
KOMHaTHoM TemnepaTtype (+18... +25 °C) He 6onee 5 AHell, npu
Temnepatype +2... +8 °C - He 6onee 2 Hegenb, wn npu
TemnepaTtype -16... -70 °C - He 6onee 2 MecsALUEB B X0N0OAMIIbHBIX
Kkamepax nnm B XONOAWNNBbHUKAX, obecneuvBaroLwmx
pernamMeHTVpOBaHHbIA TEMMNEPATYPHbIN PEXUM.

Pabounit pactBop 6ydepa Tpuc-HCI MOXHO XpaHWTb Npu
KOMHaTHoM TemnepaType (+18... +25 °C) He 6onee 2 aHel wm
npu Temnepatype +2... +8 °C - He 6Gonee 1 Hemenn B
XONMOAWNBHBIX Kamepax WM B XOnoauNbHYKax, obecrneumsatowmx
pernamMmeHTUpOBaHHbIA TEMMNEpaTyPHbIN PEXUM.

PacTBop CTpenTOKWHa3bl MOXHO XpaHWTb MPU KOMHATHOW
Temnepatype (+18... +25 °C) He 6onee 1 gHs, npu TemnepaType
+2... +8 °C - He 6onee 2 Hegenb, Npu TemMnepatype -16... -70 °C
- He 6onee 1 Mecdua B XONOAWbHbIX KaMepax WM B
XONOAWNbHUKAX, obecneunBaroLwmx pernamMeHTUPOBaHHbI
TEMNEPATYPHBIN PEXUM.

Mna3smy-kanMbpaTop MOXHO XpaHUTb MPU KOMHATHOW Temne-
patype (+18... +25 °C) He 6onee 6 4 n Temnepatype +2... +8 °C
- He 6onee cyToK UM He Bonee 2 MecAaUEB - B 3aMOPOXXEHHOM
COCTOsIHUM Npu  Temnepatype -16... -70 °C B XONOAUSbHbIX
Kamepax nnu B XONOANSIbHUKAX, obecneunBaroLLmxX
pernamMeHTUpOBaHHbIA TEMMNEpaTypHbIN PEXUM.

He cnepyeT cMelumBaTh paboune peareHTbl pasHbIX CEpUid.

MeavumnHCKoe u3genue, npuwealee B HErogHoOCTb, B TOM
yucne B CBA3W C WCTEYEHWEM Cpoka FOAHOCTM, MNOANEXUT
yTUAM3aumMmM Kak MeauuuHckue otxoabl knacca A (CanluH
2.1.7.2790-10).

[ns nonyyeHns HafeXHbIX pe3ynbTaToB He0bX0ANMO CTporoe
cobniofeHne WMHCTPYKUMM N0 NpuMeHeHuto Habopa. Jliobble
OTK/IOHEHUS OT PeKOMEHAOBaHHbIX npouesyp MpoBeaeHus
aHanMsa W NpUroTOBMIEHWS peareHToB MOryT MpuBECTU K
NOJSy4YEeHMIO HEBEPHbIX pe3yNbTaToB UCCIeA0BaHUs.

Mo BompocaM, KacalwmMmcs kadectBa Habopa «XpomoTex-
Mna3smuHoren», cneayet obpawatbcd B OO0 dumpMmy «TexHono-
rusi-CtangapT» no agpecy: 656037, r. bapHayn, a/a 1351; Ten.:
(3852) 22-99-37, 22-99-38, 22-99-39. E-mail: mail@tehnologia-
standart.ru. http://www.tehnologia-standart.ru.
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