Tex-D-aumep-TecTt

no NnpMMeHeHuIo Habopa peareHToB
ans onpegenenus D-guMepa B n1a3mMe KPoBM

MHCTPYKLUUA

HA3HAYEHMUE

Habop «Tex-D-aumep-TecT» npegHasHayeH AN KayeCTBeH-
HOrO WK NOMYKONMYECTBEHHOro onpeaeneHns D-aumepa B nnas-
Me KpOBW YesioBeka. D-aMMep — oaWH U3 BaXKHEMLWMX MapKepoB
aKTUBaLUMWM CBEPTbIBAHUS KPOBM, MOCKONbKY OH hopMupyeTcs u
nonagaeT B KPOBOTOK B pe3y/ibTaTte 06pa3oBaHus 1 nocseaytolle-
ro nuaunca nnasMmHOM CTabunuavpoBaHHoro ¢ubpuHa. D-aumep
NPUCYTCTBYET B Mia3Me KPOBW MPaKTUYECKU 3A0POBLIX NIHOAEN,
O[JHaKO €ero ypoBeHb B HOpMe He npesbiwaeT 250 Hr/mn. MoBbi-
leHVe ypoBHS D-gMMepa MMeeT AMArHOCTUYECKOoe 3HauyeHue y
60/bHbIX C TPOMB030M FNy6OKMX BEH, TPOME03MBONMEN NErOYHOM
aptepuu, BC-CMHAPOMOM pasnMYHOro reHesa, Npu TpoMbONMTU-
yeckov Tepanuu, 6epeMeHHOCTU.

Habop peareHTOB npeaHasHayeH TOMbKO Ans npodeccmo-
HaNbHOMO MCMOMb30BaHMS.

XAPAKTEPUCTUKA HABOPA

MpuHUMN MeToAa. B TecTe UCMONL3YOTCS MOHOKJIOHAsbHbLIE
aHTuUTena, cneumduuHble K D-aumepy dubpuHa, HO He K ub-
PUHOTeHy U MpoAyKTaM ero Aerpajauuu. AHTUTENa CBsi3aHbl C
yacTMLaMmM natekca, NMo3TOMYy NpU CMELUMBAHWUM Ha FOpPU30HTasb-
HOWM NOBEPXHOCTM NATEKCHOW CYCMEeH3UM C Ma3Mon, coepKalleit
D-auMep, NOSIBASIETCS BUAMMAS arTIlOTUHALMS.

CocraB Habopa:

1. NaTeKcHbIl peareHT (CycneH3ust NaTeKCHbIX YacTuL, MOKPbI-
TbIX MOHOKJIOHaNbHLIMKW aHTUTeNamMm K D-gumepy), 0,9 mn — 1 ¢n.

2. TI03UTMBHBIN KOHTPO/b (IMOMUNM3MPOBaHHas Mia3Ma C
BbICOKUM ypoBHeM D-aumepa), Ha 1 mn— 1 ¢n.

3. HeraTBHbIif KOHTPO/b (NMObUAM3NPOBaHHas MiasMa, He
copepxawas D-gumep), Ha 1 mn — 1 ¢n.

4. bydep conesoii, 10 Mn — 1 1.

5. MnactvHa TecToBast (Ha 6 TeCTOBLIX fveek) — 8 wWT.

6. Nanouyka ans nepemewnBaHus — 25 wWT.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

Pe3ynbTaThl, nonyyaemble nNpu npuMmeHeHnn Habopa «Tex-D-
AMMEpP-TEeCT», SBMAIOTCA KayeCTBEHHbIMM, T.e. pacLEeHVMBAIOTCS
KaK MOJIOXMTENbHbIE UKW OTpUUATENbHbIE, @ NPU UCCNeaoBaHUN
pa3BefeHuWit N1asMbl — Kak MOSyKOSIMYECTBEHHbIE.

Mpy “ccnefoBaHUM KOHTPOSbHOM MasMbl (MO3UTUBHBIA KOH-
TpOsb), BXOASILLEN B COCTaB Habopa, OTMeYaeTCs Hanmuve arro-
TUHAUWMM YacTuL laTekca B TeyeHne He 6onee 200 c.

Mpy “ccnenoBaHUM KOHTPOBbHOW Mfa3Mbl (HEraTUBHLIA KOH-
Tponb), BXoAsllel B cocTaB Habopa «Tex-D-aMMep-TecT», oTMe-
YaeTcs OTCYTCTBME arr/IlOTMHALMKM YacTuyL flaTekca B TeveHne 120 c.

YyBCTBUTENBHOCTb NIAaTEKCHOrO peareHTa k D-gumepy coctas-
nset 250 Hr/mn.

Mcnonb3oBaHne B Habope BbICOKOOUMLLEHHBIX MOHOK/IOHAsb-
HbIX @HTUTEN ANS MOKPbITUS NIATEKCHBIX YacTul, MO3BOMSET AOC-
TWYb BBICOKOW cneundUyYHOCTM onpeaeneHus. JlaTekcHbli pea-
reHT BblCOKOCNEeUMbUYEH NO OTHOLWEHNIO K D-anmMepy u He paet
NepeKpeCcTHbIX peakuuin ¢ GUEpPUHOreHoM U NpoAyKTaMu ero ae-
rpagauuu.

HopmaTtuBHble 1 dakTUyeckne 3HayeHus aHanMTUYecKux no-
KasaTesieil ykasaHbl B nacnopTe K Habopy.

AWNATHOCTUYECKME
XAPAKTEPUCTUKN HABOPA

[narHoctuyeckas 4yBCTBMTENbHOCTb Habopa cocTaeuna
96,24%, AvarHoctnyeckasi cneunguyHoctb — 94,40% c posepu-
TeNbHOW BEPOATHOCTLIO 90%. [aHHble MonyyeHbl Npu nposeae-
HUW KIIMHUYECKMX UCMbITaHUM B SKCMEPTHOMN OpraHusaumu.

KaTanoxHbiii Homep Ha6opa:
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MEPbDI
MPEAQOCTOPOXXHOCTHU

MoTeHuuanbHbIA PUCK MPUMEHeHWst Habopa — knacc 2a (npu-
ka3 MuHWUCTEPCTBa 3ApaBooXpaHeHusi Poccuiickon depepaumn
N2 4H ot 06.06.2012 1.).

Bce peareHTbl, BXxoaswwme B Habop, UCNOMb3YIOTCS TOMbKO AN
npuMeHeHuns in vitro.

Bce KOMNOHeHTbI Habopa B MCMONb3yeMbIX KOHLEHTpaUMsX He
TOKCUYHBI.

KoMnoHeHTbl Habopa peareHTOB He coaepxaT aHTuTena K
BWY 1, 2 n Bupycy renatuta C n HBsAg.

Mpu pabote c Habopom cneayet cobntopgate FOCT P 52905-
2007 «NabopaTtopumn MeanumHckue. TpeboBaHus 6e30macHOCTH>.

Mpu paboTe c Habopom cneayeT HageBaTb OAHOpa30BbIE Nep-
YaTKM, Tak Kak obpasubl KPOBM YernoBeka crneayeT paccMaTpuBaTh
KaK MOTeHUManbHO WMHMUUMPOBaHHbIE, CrOCOBHbIE AnUTENbHOE
BpeMsl COXpaHsTb WM nepefasatb BWY, Bupycbl renatutoB wnm
ntoboii apyrovi Bo36yanuTeNb BUPYCHOWM MHMEKLMH.

Bce ucnonb3oBaHHble MaTepuasbl Ae3VHOULMPOBaTL B COOT-
BETCTBUM C TpeboBaHnamu MY 287-113 «MeToamyeckue ykasaHus
no Ae3vHbeKUMM, NPeACTEPUINZALMOHHON OYNCTKE M CTEPUIN3a-
LMW M3 MEAULIMHCKOTO Ha3HaUEeHUs».

OBOPYOBAHME,
MATEPWUAJIbI, PEATEHTDI

- UeHTpudyra nabopatopHas;

- gosatopsl Ha 0,02, 0,1, 1,0 mn;

- BOAA AMCTUNIMPOBaHHas;

- CeKyHZOoMep;

- Npobupku;

- NepyYaTkv MeanUMHCKME AMarHocTuyeckme oaHOpasoBble.

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb Ans uccnenoBaHust 3abupatoT U3 JIOKTEBOW BeHbl B
NAacTUKOBYHO Npobupky, cogepxailyto 3,2-3,8 % pacTBop HaTpus
JIMMOHHOKMCNOro Tpéx3aMmelleHHoro (umtpat Hatpusi). COOTHO-
WweHve o6beMOB KpOBM M uMTpaTa HaTpus — 9:1. Bo3MOXHO wuc-
Nosib30BaHNE BaKyyMHbIX CUCTEM A5 3abopa KpoBuW, CoAepXalLmx
umTpat Hatpua (3,2-3,8 %). Kposb ueHTpudyrmpytoT npu 1200-
1600 g B TeueHune 15 MuH. B pe3ynbTate nonydyatoT 6eaHyio
TpombounTamMm nnasMmy, KOTOPYK NEPEHOCST B APYrylo Npobupky,
rAe XpaHAT 4O NPOBeAeHNs UCCNefoBaHUs.

LieHTpndyrinposaHne AOMKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocne B3sSTUSI KPOBM, @ OTOOP Ma3Mbl Ha MUCClefoBaHWe — cpasy
Xe nocne UeHTpudyrnposaHus. He gonyckaetcs aHanus3 nnasmbl
KPOBM, WMEIOLLEN CrycTKM, reMonu3 W MonydyeHHou 6onee 2 Y
Ha3ag, a TaKkKe 3aMOPOXXEHHON Na3Mbl KPOBY.

NMPUrOTOBJIEHUE PEATEHTOB
N NPOBEAEHME AHAJIU3A

1. NOArOoTOBKA PEATEHTOB K PABOTE

JlaTekcHbIi peareHT B cocTaBe JaHHOro Habopa HaxoauTcs B
XMAKOM cocTosiHuK. MNepen ucnonb3oBaHneM TpebyeT TwaTenbHo-
ro nepemelmBaHns (PEKOMEHZYETCS WCMONb30BaTh YCTPOMCTBO
Tuna BopTekc).

Bydep coneBoii B cocTaBe AaHHOrO Habopa HaxoauTcs B
XKMAKOM COCTOSIHUM U FOTOB K UCMOb30BaHMIO.

Bo ¢nakoH € NO3MTUBHBLIM KOHTponeM BHecTn 1,0 mn auctun-
JIMPOBAHHOW BOAbI M PacTBOPUTL COAEPXKMMOE MPU KOMHATHOM
Temnepatype (+18... +25 °C) n nerkom nokaumBaHun B TeUYeHue
3 MWH. AHanorM4yHo pasBecTu codepXumoe (iakoHa C HeraTuBs-
HbIM KOHTPOMEM.

Bce peareHTbl mepea MCMONb30BaHWEM HeobXoAMMO BbiAep-
XaTb NpU KOMHATHOWN TeMnepaType B TeyeHne He MeHee 10 MuH.

2. NIPOBEAEHUE AHAJIU3A

2.1. KAYMECTBEHHbIA AHANU3 (CKPUHMHI)

1. fob6asuTb 0,02 Mn nccneayemoro obpasua wnmM KOHTPOSb-
HOW MnasMbl B OAHY M3 siueeK TECTOBOW MAaCTUHBI.

2. [JobaBuTb B 3Ty e sivelky (psaoM c obpasuom) 0,02 mMn
NTAaTEKCHOro peareHTa.

3. BbicTpo nepeMelaTb 06pasUbl U NIATEKCHBIN peareHT, uc-
nonb3ysi NanouyKy Ans nepeMelnBaHus. BkounTb cekyHaoMmep.

4. OCTOpOXHO MnokaumBasi nnactuHy 4epe3 120-150 c onpe-
[EeNUTb HanMune UM OTCYTCTBUE arrloTUHALUMM YacTuL naTekca.

Ecnv B uccnegyeMbix obpasuax OTCYTCTBYET arriloTvHauus,
TO pesynbTaT cneayeT cuuTaTb OTpuuaTenbHbIM U AarnbHeMLero
nccneaoBaHns obpasupl He TpebytoT.

ArrnoTMHaums (pesynbtaT MONOXWUTENbHLIN) XapaKTepusyeT-
CSi MOSIBNEHNEM HErOMOreHHOCTU CMECH, YCUMBAIOLLENCS C Teve-
HMEM BpeMEHM.

ArrloTYHAUMIO YacTuL NaTekca B obpasuax CpaBHMBAOT C
pesynbTaTaMy UCCNefoBaHUS KOHTPOSbHBLIX Mia3M. MO3WUTUBHbIN
KOHTPO/Ib SIBMISIETCS TOMIbKO KAYECTBEHHBIM U HE MOANEXUT Aanb-
HeWLUEeMY pasBeAEHMIO.



MHorpa obpasupbl Npy CMELMBaHUM C NIaTEKCOM MOryT AaTb
6enble X10Mbsi, KOTOPbIE HENb3s MyTaTb C arrfloTUHALMEN.

2.2. NONYKOJIMYECTBEHHbIV AHANIU3

BbINonHsaeTcs Tonbko C obpasuamuy, MokasaBLUMMK MOSIOXKM-
TESbHbIA PE3YNbTAT MPU KAYECTBEHHOM aHanu3e (CKPUHWHIE, CM.
n. 2.1).

1. MocnepoBatenbHo passectu 0,1 Mn uccneagyemoro obpas-
ua B 2, 4, 8 n 16 pa3 c nomoLbio Bydepa coneBoro B COOTBETCT-
BUM C Tabnuuen 1.

Tabnumua 1

Cxema pa3BepeHus obpasua nsa3mbl Ais BbINOJIHEHUS

MOJIYKOJIN4ECTBEHHOro aHanu3a

NQ passe- | Pa3BegeHue o
[IEHHS obpazia Wccnenyembin Eycbepv
obpaseL, nnasmbl conesomn
obpasua naasmel
1 1+1 0,1 mn 0,1 mn
0,1 mn paseegeHus
2 1+3 No1 0,1 mn
0,1 Mn pa3seaeHust
3 1+7 NO2 0,1 mn
0,1 mn passegeHus
E3 12
4 1+15 NO3 0,1 mn

* npu koHUeHTpaumn D-gumepa >4000 Hr/mMn LenecoobpasHo
ncrnonb3oBaTb 6onee BbICOKME pa3BeseHUs uccneayemoro obpas-
ua

2. TpoMapKkupoBaTb MIACTVHbLI TECTOBbLIE, YKa3aB BENYMHY
pa3BefeHust obpasua M CMelaTb COOTBETCTBYIOLME pa3BeaeHus!
obpasua C NaTeKCHOW CycneHsueil Ha MiacTMHe TEecTOBOM, Kak
onuncaHo B NpoLeaype Ans KaYeCTBEHHOro aHanmsa (cM. . 2.1).

3. ArrloTMHaUMS YacTuy flaTekca NOsIBNSIETCS B TeyeHue
120-150 ¢ B obpasuyax c cogepxaHuem D-gumepa Bbiwe
250 Hr/mn.

Wccnepys passeneHvsi 06pasuoB, Bbi3blBatoLMX arrioTUHa-
uMto, onpeaenstoT KoHUeHTpauuio D-avMepa B COOTBETCTBUM C
dopmynoit:

D-aumep (Hr/mn) = 250 x F,

roe F — Havbonbluee pasBefeHve obpasua, BbiblBatollee
arrITUHALMIO NATEKCHBIX YacTuL,.

MpuMep BblYMCNEHUSI KOHLUEHTpauun D-auMepa npeacTaBneH
B Tabnuue 2.

Tabnuua 2
MpumMmep yuyeTa pe3ynbTaToB arrIloTMHALMMK YacTuL
naTtekca npu onpegaeneHum D-gumepa

Pa3BeneHue E PesynbTaT
(obpasel + bydep conesoi) arrnoTMHauum
be3 pa3seneHns 1 +
1+1 2 +
143 4 +
1+7 8 -
1+15 16 -

D-anmep (Hr/mn) = 250 x 4 = 1000 Hr/mMn

Mpy BbICOKMX KOHUeHTpaumusx D-gumepa arrniotvHaums 6o-
Nee BblpaXxeHa 1 NposiBnsieTcs boicTpee.

3. UTEHME PE3YJ/IbTATOB

MNoBbiweHne ypoBHsi D-gumepa (cBbilwe 500 Hr/mn) xapak-
TEPHO ANS Pas/IMYHbIX BapyaHTOB BHYTPUCOCYANCTOrO CBEPTbIBA-
HMa KpoBu (TPoMOBO3bl MarucTpanbHbiX cocyaos, TIJIA, ABC-
CMHAPOM U Ap.). Bbicokune nokasaHus Tecta HabnogaloTcs u npu
nedyeHun 6onbHbIX akTMBaTopamu dubpuHonmsa (CTpenToKMHa-
30/, aBeNM3MHOM, aKTUAM3e U Ap.), B CBSA3W C YEM METOZ UCMOsb-
3yeTcd B KOMMEKCce C ornpefeneHneM KOoHueHTpauun hubpu-
HOreHa Anst KOHTPOJIS TaKo Tepanuu.

4. BHYTPWIABOPATOPHbIi KOHTPOJ1b KAYECTBA

[na nposeaeHns BHYTpUNabopaTopHOro KOHTPONs KadvecTsa
PEKOMEHAYETCS UCMONb30BaTb MO3UTMBHLIA M HEraTUBHBLIA KOH-
Tponu. KOHTponbHble MnasMbl pa3BoAsTCS B A€Hb MCCNefOBaHUS
1 cnyXat Anst NpoBepKM NPaBUIbHOCTY BbIMOMHEHUS aHanu3a.

ycnoBusa XPAHEHUA
n NPUMEHEHUA

Habop paccunTaH Ha wccrnenosaHve 45 o6pasuoB Mniasmbl
KPOBW NPpW pacxoae aTekCHoro peareHTa no 20 Mkn Ha 1 aHanws.

XpaHeHne Habopa [O/MKHO MpOBOAUTLCA MpWU TeMmnepaType
+2... +8 °C B TeueHue Bcero cpoka rogHoctv (18 mec) B xono-
OVNbHBIX Kamepax Win B X0onoaunbHKUkax, obecneunBatowwmx per-
JTAMEHTUPOBaHHBIN TEMMNEPaTYPHbIN PEXUM.

[onyckaetcs TpaHcnopTupoBka Habopa npu TemnepaTtype Ao
+25 °C B TeueHue 30 CyTOK TpaHCMOpPTOM BCEX BUAOB B KPbITbIX
TPaHCNOPTHBLIX CPEACTBaX B COOTBETCTBMM C NpaBuiaMu NepesBo-
30K, AEMCTBYIOLMMM Ha TPaHCMopTe AaHHOro BUAaa.

Pa3BegeHHble KOHTPO/bHbIE NNAa3Mbl MOXHO XPaHUTb NpU
KOMHaTHol Temnepatype (+18... +25 °C) He 6onee 8 4, nNpu TeM-
nepatype +2... +8 °C B TeyeHue Hepenu. [lonyckaeTcs OAHO-
KpaTHoe 3aMmopaxusaHue nnasmbl npu -20...-40 °C n xpaHeHve B
TeyeHue mMecaua.

JlaTekcHbli peareHT u 6ydep conesoid, nocne BCKpbITUS dna-
KOHOB MOXHO XpaHWUTb Mpu KOMHATHOW Temnepatype (+18...
+25 °C) He bonee aByx Heaenb unu He 6onee Mecsua — Npu TeM-
neparype +2... +8 °C, He 3aMOpaxuBaTb.

He cnepyeT cMelumBaTh peareHTbl U3 HabopOB pasHbIX CEpUA.

MeavumHCKOe u3genue, npuwealee B HErogHOCTb, B TOM
yucne B CBSA3W C UCTEYEHWEM CPOKA FOAHOCTU, MOANEXUT yTUIu-
3aUMn Kak MeauumHcKkue oTtxodbl knacca A (CaHlMuH 2.1.7.2790-
10).

FAPAHTUAHDBIE OBSA3ATENIbCTBA

Mpou3BoauTens rapaHTUPYeT COOTBETCTBME BbiNyCKaeMbIX
n3genuin TpeboBaHUsSM HOPMATUBHOW M TEXHUYECKON AOKYMEHTa-
UMM B TEeYEeHMe YKa3aHHOro CpoKa rogHOCTM npu cobnoaeHwun
BCEX YC/IOBUI TPAHCMOPTUPOBAHUS, XPaHEHUS U MPUMEHEHMSL.

be3onacHoCTb, KayecTBO M 3(PEKTUBHOCTb U3AENNA rapaH-
TUPYIOTCS MPOVU3BOAWTENEM B TEYEHWNE BCErO CPOKA FOAHOCTM.

Ans nonyyeHns HageXHbIX pe3ynbTaToB HEOOX0AMMO CTporoe
cobnopeHe MHCTPYKUMM NO NpuMeHeHuto Habopa. Jliobble oT-
KJIOHEHUS1 OT peKOMeHAOBaHHbIX Mpoueayp NpoBeAeHMst aHanm3a
1 NPUroTOBSIEHWUS PeareHTOB MOMyT MPUBECTU K MOMyYEHUIO He-
BEPHbIX Pe3yNbTaToOB UCCNEA0BAHNS.

Mo BonpocamM, KacawwmuMcs kadecTsa Habopa «Tex-D-aumep-
TecT», cnegyet obpawartecs B OO0 mpMy «TexHonorus-
CraHpgapT» 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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