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1. HasHaueHwne

1.1 Habop  peareHToB  «[C-NPA-CTepona-IporectepoH»  npefHasHayeH  Ans
KOMIMYeCTBEHHOIO OMNpejeneHns COAepXKaHWUs MPorecTepoHa B CbIBOPOTKE KPOBU YesIOBEKA METOLOM
TBEPAO(A3HOro MMMyHogepmeHTHOro aHanmsa (MPA).

1.2. TIporecTepoH WM rOPMOH KENTOro Tena CUHTe3NPYeTCs B AUYHUKAX W B MaueHTe npu
6epemeHHoCTU. OH NOMOraeT COXpPaHEHUIO 6epeMeHHOCTH, MOArOTaBNMBaET BHYTPEHHIOK CIU3UCTYIO
0060/104KYy MaTKW A/ MMMNNaHTaUWM B Hee OMJIOLOTBOPEHHON SNLEKNEeTKW, NOAaBnseT AenCTBUE
3CTPOreHOB W COKpaLleHMe MaTKuW, CroCO6CTBYET PasBUTUIO KENe3UCTOM TKaHW MOJIOYUHBIX HKeres.
Pa3pyLuaeTcs MporecTepoH B MEYEHW W BbIBOAMTCA C MOYO. KOnmMyecTBeHHOE OrnpejeneHne YpoBHS
MporecTepoHa B KPOBU MMEET AUarHOCTUYECKOe 3HAYeHWE MpY OLEHKEe PYHKUMOHA/IbHOIO COCTOAHUSA
XKeNnToro Tena, HabMwogeHuM 3a MpoTeKaHWeM OGepeMeHHOCTW W MOXEeT TMPOBOAMTLCA B
1CCrnefoBaTe/IbCKUX LIEMAX.

1.3. Habop paccuMtaH Ha nposefeHve aHanmM3a B Aybnukatax 40 npob, ofgHa npoba
KOHTPO/IbHOW  CbIBOPOTKW, LIECTb CTaHAAPTHbIX Ka/MBpOBOYHbIX NpPo6 M ofHa npoba Ans
onpefeneHns OMTUYeCKOW noTHocTM TMB-Cy6eTpaTHoro pacteopa npyv OLHOBPEMEHHOM
CMNO/b30BaHMMN BCEX CTPUMOB NnaHLLeTa (Bcero 96 onpeseneHuii).

B cnyyae gpobHOro nprvMeHeHus Habopa HeobXoAMMO 06s3aTefibHOe MCMOo/b30BaHUe BCeX
Ka/IM6POBOYHbIX MPO6 MPU KaXKA0M NOCTaHOBKE.

2. XapakTtepucTuka Habopa

2.1. MpuHumMN gencTeuS.

MeTo4 onpefeneHNs OCHOBaH Ha TBepLO(asHOM KOHKYPEHTHOM WUMMYHO(EPMEHTHOM
aHanM3e C MPUMEHEHNEM MOHOK/IOHA/IbHLIX aHTuUTen. B nyHKax nnaHweTa, npu fo6asneHuu
nccnefyemoro obpasua v KoHbtorata nporectepoH-nepokcnasa, BO BpeMs MHKY6auuy npoucxoamut
KOHKYPEHTHOE CBA3bIBaHWE CbIBOPOTOYHOIO MPOrecTepoHa U MporecTepoHa, KOHbLIOrMPOBAHHOIO C
MepoKCMAas3on, C MOHOK/IOHA/IbHbIMU aHTUTeNaMn K MNPOrecTepoHy, WMMOOWIN30BAHHLIMA Ha
BHYTPEHHEN NMOBEPXHOCTY IYHOK MNnaHLUeTa.

Mpn yganeHu COLEPXXMMOro M3 NYHOK MPOMCXOAUT pasfjerneHne CBOGOAHOrO U CBA3AHHOIO
aHTUTEeNaMK NMPOrecTepoHa U KOHbOraTa nporecTepoH-nepokcnaasa, npuyem KoimyecTso CBA3AHHOIO
aHTUTeNaMn KoHblorata 06paTHO NpPOMopLUMOHaIbHO KOHLIEHTPaLUM NPOrecTepoHa B aHaIM3npyemMom
06pasLie CbIBOPOTKN KPOBMW.

Bo Bpems uHkybauum ¢ TMB-Cy6cTpaTHbIM pacTBOPOM NPOUCXOAMT OKpalLMBaHWe pacTeopa
B NyHKax. CTeneHb OKpacKW nNpAMO MpOMopLyoHasbHa KOMNYEeCTBY CBA3aHHOIO aHTUTeNamMu
KOHbtOrara nporectepoH-nepokcugasa. rocne n3MepeHns onTMYeckom NnOTHOCTU pacTBopa B /lyHKax
Ha OCHOBaHMWM Ka/IMOPOBOYHOrO rpagiMka pPacCuMTbIBAETCA KOHLIEHTpauus MporectepoHa B
nccnefyembix 06pasLax.

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



2.2, CocTaB Habopa peareHToB «4C-NPA-Ctepong-rfporectepoH»

Tabnmuya 1
% dopma
apaKTepUCTUKM peareHToB BbINYCKa
NMMyHOCOpPOEHT - 96-/TyHOUHbIA pa3bopHbIiA  MONUCTUPO/OBLIA NnaHLweT (12
CTPWIMOB NO 8 NIYHOK KaXAblA, pa3bopHOCTb 40 1 IYHKW) C UMMOGUAN30BAHHbIMM 1
Ha BHYTPEHHE MOBEPXHOCTW JIYHOK MOHOKNOH&/IbHbIMA — aHTUTenaMn K
MPOrecTePOHy.
KoHbloraT - nporectepoH, MeYeHHbI Mepokcuasoin xpeHa. [MpospayHas wm 1 haKoH
onanecuMpylowias po3oBOro LBeTa >XMAKOCTb. B KkayecTBe KOHCEPBaHTOB 12.0 M1

cogepxut: 0,1% npoknmH 300, 0,004% reHTamuumHa cynbgar.

Kanubpatop 0, Kanmbpatop 1, Kanmbpatop 2, Kannbpatop 3, Kanubpatop 4,
Kannbpatop 5 - KanmbpoBo4Hble NPO6bl HA OCHOBE CbIBOPOTKM KPOBU YE/IOBEKA,
CofiepXKallime M3BEeCTHble KOMM4yecTBa MporectepoHa. lMpospayHble wanM  cnerka 6 (iakoHOB
onanecuMpyroLime CBETNO-XENTOro LBeTa XUAKOCTU. 3HAYeHWUs KOHLEeHTpauuii no 0,5 mn
nporecTepoHa B KaIMBbpPOBOYHbIX MPO6ax yKasaHbl Ha 3TUKeTKax (D/1akoHOB.

B KayecTBe KoHCepBaHTOB cogepxat: 0,1% npoknvH 300, 0,1% deHon.

KOHTpo/IbHasA CbIBOPOTKA - Ha OCHOBE CbIBOPOTKM KPOBMW YesioBeKa C U3BECTHbLIM

coiepXaHneM nporectepoHa. po3spayHas uan cnerka onanecuupyrowas CBeTo- 1 dhnakoH
YXENTOro LBeTa XUAKOCTb. 0,5 mn
B kayecTBe KoHcepBaHTOB cogepxuT: 0,1% npoknnH 300, 0,1% deHon.
MP (koHUeHTpaT X 25) - NPOMbLIBOYHbLIA PacTBOP, KOHUEHTpaT. [po3payHas unm 1 pnakoH
Clerka onasnecuypytoLLas, 6ecLBeTHas UM CBETIO-KENTONO LBETa XUAKOCTb. 50,0 Mn
TMB-Cy6CTpaTHbIin pacTBOp - Npo3payHas 6ecuBeTHast XNAKOCTb. 1 (hiakoH
14,0 mn
Cton-peareHT/0,2M - cepHas Kucnota B KOHUeHTpauum 0,2 monb/n. Mpo3payHas 1 pnakoH
GecuBeTHas XNAKoCTb. 25,0 mn
BnaHK [/19 NOCTPOEHUA KannbpoBOYHON KPUBOIA. 1w,
WHCTPYKLMA NO NPUMEHEHWIO. 1w,

[0MoIHNTENbHO B KOMMNEKT MOCTaBKM MOTYT ObITb BK/HOYEHbI:

- KpblLWKa K MNOMMCTUPONOBbLIM 96-1yHOUYHbIM pa3bopHbIM MaHWweTaM WAn 3alimMTHasA NieHKa
ans N®A nnaHLeTos;

- O[lHOpa30Bble HAKOHEYHUKM K NONyaBTOMATUYECKUM NUMETKaM,

- NJacTUKOBasA BaHHOUKA [15 PEareHToB;

- MNNacTMKOBas CKperka A/ 3aKpblBaHUA nakeTa ¢ UMMYHOCOPOEHTOM WX MONSTUNEHOBbIN
NakeT C 3aMKOM.

3. AHa/IMTUYECKME U ANArHOCTMUYECKUE XapaKTepUCTUKM Habopa
3.1. YyBcTBUTENBHOCTE. MUHMMarbHas 4OCTOBEPHO onpefensieMas HaG0pPoOM KOHLEHTpaLus
MporecTepoHa B CbIBOPOTKE KPOBM YesioBeka He NpeBbiwaeT 0,5 HMOsb/.
3.2. CneunguyHocTb. BennumHbl NepeKpecTHbIX peakuuili ¢ poACTBEHHbIMU COeAVHEHUSMU
npuBeaeHbl B TabnnLe 2.

Tabnuua 2
Kpocc-peareHT Kpocc-peakTnBHOCTb, %
NporecTepoH 100
TECTOCTEPOH 0,01
acTpaguon 0,004
KOPTU30H 0,041
KOpTU30/ 0,005
KOPTUKOCTEPOH 01
[ernapoTecToCTepoH 0,041
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aHZpOCTEHNOH 0,1
17-OH-nporecTepoH 2,9
nperHaHAvoH 10

3.3. KoathpmmeHT Bapmaummn pesynbTaToB OMpefesieHns MporectepoHa B OLHOM U TOM Xe
06pasLie CbIBOPOTKM KPOBU C MUCMO/b30BaHNEM Habopa He npeBblllaeT 8%.

3.4. JINHeAHOCTb. 3aBMCMMOCTb KOHLEHTpaLMU MporecTepoHa UMEeT NMHENHbIA XapakTep B
[vanasoHe KOHLEHTpauuin KannbpoBoyHbIX npo6 Nel-No5. 3HauveHue «/IMHEMHOCTU»  [O/MKHO
HaxoauTbcs B npegenax ot 90 go 110%.

3.5. TouHoCTb. [aHHbli aHaIUTUYECKUA napamMeTp MPOBEPAETCA TECTOM Ha «OTKPbITUE»
MporecTepoHa - COOTBETCTBME M3MEPEHHOW KOHLEHTpaUMn NporecTepoHa NpeanvcaHHoOn B npobe,
MONYYEHHON CMeLLeHNeM paBHbIX 06BHLEMOB KOHTPO/IbHOWM CbIBOPOTKM M «Kannbpatopa 2». MpoueHT
OTKpbITUA cocTasnseT 90 - 110%.

3.6. KnnHuyeckaa nposepka. KOHUEHTpaumio nporectepoHa M3Mepsisivi B CbIBOPOTKE KPOBM,
B3sTOM € 9 go 11 u:

-y 100 3gopoBbix ntogent B Bospacte oT 21 Ao 45 neT. KoHUeHTpauus nporectepoHa B
CbIBOPOTKe KpoBM 50 340p0BbIX MyX4uMH cocTaBuna ot 05 go 5,2 Hmonb/n. KoHueHTpaums
MporectepoHa B CbIBOPOTKE KPOBM D>KEHWMWH C HOPMalbHbIM  MEHCTPYa/lbHbIM  LMKIOM B
(honnukynspHoi ase coctaenset ot 0,5 Ao 6,5 HMOAMbL/N, B NKOTEMHOBON (hase OT 8 40 87 HMONb/N;

-y 1058 >XeHLMH C HOpMasibHO NpoTeKatoLelt 6epeMeHHOCTLI0. KOHLEHTpaLms nporectepoHa
B CbIBOPOTKE KPOBY 6epemMeHHbIX Ha pa3HbIX CPOKax cocTaBuna:

TpumecTtp (Hegenn) Hwmonb/n
1(1-12) 10-182
11(13-24) 60-332

11 (25-40) 185-960

MpaBuna nepecyeTa pesybTaToB:
HMonb/n X0,314 = Hr/Mm; Hr/mn X 3,18 = HMonb/n.

3.7. PekoMeHayeTCs B KaXoi nabopatopuu npu UCMosib3oBaHUM Habopa YTOYHUTL 3HAYeHWs
KOHLIEHTpaLUmin nporecTepoHa, COOTBETCTBYIOLLUME HOPMasibHbIM 3HaYeHUsIM  A1a  06cneayeMoro
KOHTWHIeHTa Nnu.

4. Mepbl NpesoCTOPOXKHOCTU

[JocToBepHOCTL pPe3ynbTaToB 3aBUCUT OT MPaBWIbHOTO BbIMOSIHEHUA CNefyroWwmnxX npasu
NabopaTopHON NPaKTUKM:

4.1. TocTtaHoBKY VDA cneayeT NpoBOANTL B MOMELLEHWM C KOMHATHOW TemnepaTypon oT
18 o 24 °C.

4.2.  Henb3d 1Cnonb30BaTh peareHTbl U3 HabOPOB pasHbIX Cepuid WM CMeLLMBaTb WX Mpu
MPUroTOB/IEHUN PACTBOPOB, KPOME:

- Hecneunpunyecknx KoMnoHeHToB (MNP (KoHueHTpaT X 25), TMB-Cy6cTpaTHbIi pacTsop.
CTon-peareHT), KOTOpble B3aMMO3aMeHSiEMbl BO BCeX Habopax [AN1F WCCNefoBaHWA TOPMOHOB U
OHKOMapkepoB, npoussoactBa OO0 «HIMO «[AnarHOCTUYECKME CUCTEMbI».

4.3. Henb3a mncnonb3oBaTb peareHTbl MOC/Ae WUCTEYEHUA CPOKa TOAHOCTM, YKa3aHHOro Ha
yMNaKoBKe.

4.4,  PacTBOpbl rOTOBUTbL OCTOPOXHO, UCKNHOYasA Kakoe-nMbo 3arpsasHeHue.

45. Henb3d nNpoBOAUTL (DEPMEHTHYHO pPeakuuio B MNPUCYTCTBUM PEaKTUBHbLIX MapoB
(kvicnoTa, WenoYyb, anbAernibl) Uav Mok, KOTOPbIE MOTYT MOB/IMATL HA aKTUBHOCTb KOHBLIOraToB.

4.6. JlabopatopHas nocyfa [fO/MKHa ObITb TWATE/IbHO MPOMbITa; MPeAnoYTUTENIbHO
NPUMEHEHNe MaTepranioB OLHOPA30BOro MCMO/bL30BaHUA.
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4.7.  depMeHTHas peakums 0cob0 4YyBCTBUTE/IbHA K MOHaM MeTa/ioB. Henb3s ponyckatb
KOHTaKTa MeTa/I/IMYECKMX MPeAMETOB C pacTBOPaMM KOHBLHOraToB U cybcTpara.

4.8. HeobxoayMo MCMob30BaTh YNCTbI HAKOHEYHUK A1 KXKA0ro 0bpasua Uan peareHTa.

4.9. TlpombiBKa NYHOK - BaXKHbI 3Tan MpOBefeHWs aHaiM3a: HeobXoauMMo CcobnaaTb
peKoMeHI0BaHHOE KO/IMYECTBO LMKIO0B MPOMBIBKU U Y6eaUTLCA, YTO NIYHKW MOHOCTLIO 3ano/HAKTCS
pacTtBopoM. He cregyeT foMycKaTb OCTaTKa XWAKOCTU B flyHKax Mocne mnpoMbIBKW. HenpasuibHO
NPOBEAEHHbIN 3Tan MPOMbIBK/ MOXKET NMPUBECTU K HETOUYHbLIM pe3ysibTaTam.

4.10. Henb3sa Ucnonb3oBaTb OAHY M Ty >Ke BaHHOYKY AN BHECEHWs KOHbtorata u TMB-
CybcTpaTHOro pacrteopa.

4.11. Heobxo4Mmo 1CMonb30BaTh TOMIbKO Ba/IMAMPOBaHHbIE [03aTOpbl M 060pyA0BaHUE.

4.12. Henb3a U3MeHATb NMpoLeaypy NpoBeaeHNs aHam3a.

4.13. Henb3q nojpepraTb peareHTbl BO3AENCTBUIO BbICOKOM TemmnepaTypbl WM NpPSMOro
CO/IHEYHOrO CBeTa.

5. MHCTpyKumA no 6e3onacHoCTH

5.1. Bce peareHTbl Habopa nNpeAHa3HaueHbl 419 1abopaToOpPHOW ANarHoCTUKM,

5.2. CbIBOPOTK/ KPOBW YeNoBeKa, WCMOMb3yeMble MpPU MNPUrOTOBNEHWM KaimbpaTtopoB WU
KOHTPO/IbHOM CbIBOPOTKW, HE COAEepXXaT aHTMTena K Bupycy renatuta C, aHTutena Kk BY-1,2,
aHTUreH supyca renatuta B (HBsAQ), p24 BINU-1 v aHTUTeNa K BO3GYAUTENO crudmunca.

5.3. B nomelleHnM ¢ MMMYHOAMArHOCTUYECKUMU MaTepvasiaMn Hefb3d YNoTpebnsaTh MuLy,
MUTb, KYPUTb, MPUMEHATL KOCMETUKY.

5.4. Henb3d nuneTuposaTb PTOM.

5.5. Mpu paboTe ¢ nccnegyeMbiMn obpasuamMmy HeobXoAMMO 06paLlaTbCa KakK C MOTEHUMaIbHO
OnacHbIMW martepuanamu, T.K. HA OAWMH WM3BECTHbIN MEeTOZ TeCTUPOBaHUA He MOXKET rapaHTUpOBaTb
OTCYTCTBME UH(EKLMOHHbIX areHToB.

5.6. Mpn pabote ¢ nobbIM 0060pyLOBaHMEM, KOTOPOE KOHTAKTUPYeT C UCCNeLyeMbIMu
o6pasuamu 1 peareHTaMu, HeO6X0AMMO 06pPaLLATLCS Kak C MH(EKLMOHHBIMI MaTepuaiamu.
5.7. Mpn paboTe c HaboOpOM peareHTOB W WCCMefyeMbiMu  obpasuamy  HeobXo4MMO

CMOMb30BaTh CMELOAEXAY U OfHOPa30Bble MepyaTKu, TUIATeNbHO MPOMbIBAaTb PYKW Moc/e paboThbl ¢
HAMMN.

5.8. Heobxogumo n3berartb pacniecknaHus 06pasLoB UIN pacTBOPOB, COAepXKalLmX 06pasLpl.
Mpwn pacnnecknBaHnM HemMeL1eHHO Ae3NH(ULMPOBaTL NOBEPXHOCTb 3% pacTBOPOM X/lopaMuHa.
5.9. Heobxoaumo nsberatb kKoHTakTa TMB-Cy6cTpaTHOro pacTBopa, CTOM-peareHTa ¢ KOXen u

C/IM3NCTbIMWN.

5.10. Mocne npoBeAeHNs (HePMEHTATUBHON peakumMyM HEeobXoAMMO HelTpann3oBaTb W/Mnn
aBTOK/1aBMPOBaTb PacTBOPbI, OTXOAbl WX MHO6ble XXMUAKOCTW, CoAepxalime 6ruonornyeckme obpasubl
[0 cbpoca B CTOYHYytO Tpy6y. Teeppble OTXOAbl (MCMOMb30BaHHbIE MNAHLETbI, HAKOHEYHWUKU K
fo3atopam, (akoHbl, flabopaTopHasd nocyda, OAHOpPas3oBble nepyaTtkM WM T.4.) AO/MKHbI  ObITh
o6e33apaxkeHbl aBTOK/IaBUMPOBaHMEM B TeyeHue 4Yaca npu Temnepatype oT 124 po 128 °C nof
fasneHvem 15 kl/cm (0,15 MrIla). JonycTumo o6e33apakmBaHne TBepAblIX OTXOLOB Croco6om
norpy>xeHus B 3% pacTtBop xnopamuHa B (41MTenbHOCTb fAe3vH(eKuMn He meHee 1 yaca) wnu
[PYroro paspeLleHHOro K npoMbILLUIeHHOMY BbINYCKY W MPUMeHeHUI0 B P® aesnHpuumpytoLero
cpeactBa. XKugkue oTxogbl (MPOMbIBOYHbIE BOAbI) criedyeT o6e33apaxuBaTtb [00aBNeHVMEM CYXOro
xnopammHa b n3 pacyeta 30 r/n (UTENbHOCTb AE3VMH(EKLMMN - HE MeHee 2 4) WM KUMAYEHVEM B
TeyeHne 30 MUH, UM aBTOK/IaBMPOBaHKEM B TedeHne 14 nog gasneHvem 1,5 klM/em” (0,15 MIMa) npu
TemnepaType oT 124 fo 128 ®C WHCTpyMeHTbl U 060pyAoBaHMe [0 W nocne paboTbl He06XoAMMO
npoTtupatb 2 pasa 70% 3TUI0BLIM CMIMPTOM.

5.11. HekoTopble peareHTbl cogepxat 0,1% npokamH  300.MpokamH 300 0,1% -
pasgpaxaroLLee BeLlecTBO. MOXET BbI3BaTb CEHCUOUIN3ALMIO MPU KOHTaKTe C KOXeid. pn KoHTakTe
C KOXeli NPOMbITb 06/1aCTb KOHTaKTa 60/1bLUMM KONMYECTBOM Mbl/ia 1 BOAbI.

6. O6opyaoBaHMe U maTepuanbl, Heo6xoanMblie Npu paboTe ¢ HA6OpoOM;

- CMEeKTPO(hOTOMETP BEPTUKA/ILHOTO CKaHVPOBAHWS, MO3BONSHOWMIA M3MEPATb OMTUYECKYIO
MNOTHOCTb PAacTBOPA B /IyHKaX NnaHLeTa npu AnnMHe BOMHbI 450 HM;
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- TepMOCTaTUpPyeMbIil LUeKep, MO3BONAIOWMIA MPOU3BOANTL BCTPAXMBAHME MNiaHWeTa npu
Temnepatype (37 £ 0,5) °C co ckopocTbto oT 500 go 800 06/MUH;

- YCTPOMCTBO A/19 NPOMbIBaHMA NNaHLWETOB (BOLUEP);

- [o3aTopbl MUMNETOYHble  MOflyaBTOMaTUYECKMEe  OfHOKaHa/lbHble  CO  CMEHHbIMU
HaKOHEYHVKaMK C U3MEHSIEMbIM 06beMOM 0TOOpa XMAKoCTel: Ha 5-50 Mkn; Ha 40-200 mkn; Ha 200-
1000 mkn; Ha 1000-5000 Mk,

- fosatop MUNETOYHBIA  MO/SlyaBTOMATUYECKMA  BOCbMUKAHa/IbHBIA ~ CO  CMEHHbIMM
HaKOHeYHMKaMK, Mo3BONAOWNIA 0TOMPaTL 06bEMBI XUAKOCTU A0 300 MK,

- UUAVHAPLI MepHble BMecTUMocTbio 200 1 500 mn;

CTakaH CTEKNAHHbIA BMeCTMMOCTbIO 500 Mmn;
BOJA ANCTUNNNPOBaHHAS;

bymara (hmnbTpoBasibHasi labopaTopHas;
nepyaTKn pesnHOBbLIE NN NIACTUKOBBLIE.

7. TogrotoBkKa mnccrefyemblx 06pasLioB CbIBOPOTOK KPOBU YesioBeka

[na  UCKMOYEHMS  NIOKHbIX  Pe3y/bTaTOB  Hefb3d  MOABepratb  MCCnefyemble  06pasubl
TEPMOVHAKTVBMPOBaHWIO, HEOOXOAMMO OTOMpaTb M XPaHWTb UX B YCMNOBUAX, MPefoTBpaLLatoLLmX
GakTepuanbHbliA  pocT. HeponycTMMO  MCMoO/Sb30BaHWe 06pasLoB  CbIBOPOTKM  KPOBU  C
Ao6aBneHEM asnia HaTpusi B Ka4ecTBe KoHcepBaHTa! Kaxablii 06paseL, nccnefyemoin CbiBOPOTKM
cneflyet oTéupatb HOBbIM HakOHeYHMKOM! OTo6paHHble 06pasLbl CbIBOPOTKN KPOBM MOXHO XPaHWUTb
npy Temnepatype oT 2 40 8 °C He 60niee 3 CyTOK uim npu Temnepatype muHyc 20 °C 1 HWXe He
6onee 3 mecaues (06pasLbl MOTryT MOABEPraTbCA 3aMOPAXMBAHWIO U OTTamBaHUIO He 6onee 1 pasa).
O6pasupl ¢ 6akTepnasibHbIM POCTOM, BbIPaXEHHbIM FeMOIM30M M TMNEPAMNNAEMUEN aHaIM3NPOBaTb
Henb3sa! O6pasubl CbIBOPOTKM KPOBW, COAepKalyme arperatbl WK OCafoK, HEOOXOAMMO OCBET/IATb
LeHTpudyrmposaHnem npu 1000-2000 06/MWH B TedeHre 15 MUHYT npy Temnepatype oT 2 go 8 "C.

8. lNofgroToBKa peareHTOB A1 aHan3a

Mepes vMcnonb3oBaHMEM BCe peareHTbl Habopa 1 aHaM3pyemble 06pasLbl CbIBOPOTKN KPOBU
BblAepxaTb 30 MUH MPU KOMHATHO TemnepaType.

8.1. MImmyHoCcOp6eHT. BHMMaHMe: BO um3bexaHve KOHAeHcauuu Briarn BHYTPU JIYHOK
Heo6X0AMMO BblfepXKaTb MMMYHOCOPOEHT NPU KOMHATHOM TeMnepaType B 3aKPbITOM MakeTe He
MeHee 30 MUHYT!

BCKpbITb (h0oNbrMpoBaHHbIA NakeT, oTcTynne 1,0 cM OT Kpas naketa. BbIHYTb M3 NakeTa pamKy
W MepecTaBuTb Ha pamMKy HeobX0AMMOE KOMYECTBO CTPUMOB.

MakeT ¢ Hencnosb3oBaHHLIMW CTPUMAaMK TLLATEIbHO TEePMEeTU3NPOBaTh C MOMOLLBIO CKPEMNKM
4N (hoNbrMpoBaHHOIO naketa (He ygansas ocywmtens!). [1s 3TOro Kpaim naketa cnefyeTt CBEPHYTb 2-
3 pasa 1 3aKpenuTb, HafeB CBePXY CKPEnKy A5 (hoNbrMpoBaHHOrO naketa. Vinu noMecTuTb BCKPbITLIIA
(hONbrMpPOBaHHbLIN NakeT ¢ UMMYHOCOPOEHTOM B NOMMITUNEHOBBIN MAKET C 3aMKOM.

8.2. TlpurotoBneHne paboyero npPOMbIBOYHOrO pacteopa. CofepXumoe (akoHa ¢
KOHUeHTpaToM [P TwartenbHO nepemMewartb. [1s npurotoeneHus paboyero TP Heobxoammoe
KOMIMYECTBO KOHLIEHTpaTa NPOMbLIBOYHOIrO pacTBopa pasBecT B 25 pa3 BOZON AMCTUNIMPOBAHHOM
(Hanpumep, K 10 mn koHueHTpata MNP go6asuTb 240 MA AUCTUNINMPOBaHHOW BOAbl). Mony4YeHHbIN
pacTBop TLaTe/NbHO NepemMeLlaTh.

8.3. KoHblorar, KasmbpoBOYHble MPOObI, KOHTPONbHAs CblBOPOTKa, TMB-CybCcTpaTHbIN
pacTBOp M CTOM-peareHT rotoBbl K NPUMEHEHWIO.

9. lMNpoBeaeHVe aHann3a

9.1. Bce peareHTbl nepef NpoBeAeHVEM aHanM3a LO/MKHbI OblTb TLLATENbHO MepemMeLlaHbl U1
[0BefeHbl 0 KOMHaTHOW TeMnepaTypbl.

9.2. CtaHAapTHble KanMbpoBOUYHbIe MPOObI N KOHTPO/bHYH CbIBOPOTKY BHOCUTL MO 25 MK/ B
[BYyX MoBTOpax. PekoMeHAyeTCcA OCTaBUTb 2 NyHKU pAna u3mepeHns OF1 TMB-Cyb6cTpatHoro
pacTeopa.

B ocTasibHble IYHKM B ABYX MOBTOPax BHECTU MO 25 MK/ UcCnefyemMbix 06pasLoB CbIBOPOTOK
KpPOBW.

BHuMmaHuve! Bpems BHeceHUS 06pa3LoB He A0/HKHO npeBbiwaTb 10 MUHYT!
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9.3. Bo BCe NyHKM NnaHLIETa, KPOMe NYHOK C KOHTponem TMB-Cy6cTpaTHOro pactsopa,
BHECTM MO 100 MK/ KOHbIOraTa, 3aKkpbIiTb MAAHLLET KPbILLKOW WU 3aWMUTHON NEHKOMN.

9.4. Bo3MOXHbI [iBe Npoueaypbl MHKY6aumy nnaHweTa:

Mpoueaypa 1 (TepmocTaTupyembiii weikep, (37,0 £ 0,5) °C):

MnaHweT WHKybupoeaTb B TeyeHne 30 MUHYT Ha TepmOCTaTMPYeMOM  Luelikepe Mpu
BCTPSAXMBaHMM €O CKopocTbio 0T 500 Ao 800 06/muH 1 Temnepatype (37,0 £ 0,5) °C.

Mpoueaypa 2 (KOMHaTHas TeMnepaTtypa):

[Mocne BHECEHWA B JIyHKU nNjaHweTa 00pas3loB M KOHbHOrata COAEPXMMOe Mepemeluarb
aKKypaTHbIM MOCTYKMBaHUEM MO Kpasim niaHweTta B TedeHne 30 CeKyHA, CTPUMbI 3aKPbITh KPbILLKOM
VN 3aLLMTHON NIEHKON N MHKY6MpoBaTb B TeveHe 90 MUHYT MpW KOMHATHOW TemnepaType (34ecb
20-25 *C).

9.5. T10 OKOHYaHUN WHKYGaLMN COLEPXXMMOEe IYHOK YAa/UTb C MOMOLLbK MPOMbIBOYHOIO
YCTPOWCTBa B EMKOCTb /19 c60pa UHPMLMPOBAHHOrO Martepuana, niaHWeT NpoMbITh 5 pa3 pabounm
MP (cm. n. 8.2.), pobasnas BO BCe NiYHKWM naHweTa He meHee 300 mkn pabouero MNP wn ypansas
pabounii TP ¢ NOMOLLbIO MPOMbBIBOYHOIO YCTPOCTBA B EMKOCTb 415 cbopa WMHULMPOBAHHOIO
marepuana. locne nocnegHero MNPOMbIBAHUA TLIATENbHO YAQINTb OCTaTKU >KUAKOCTU M3 JIYHOK
MOCTYKMBaHWEM pPaMKK CO CTpUNamu B NepeBepHYTOM NOJMOXEHUM MO (UIbTPOBa/IbHOM ByMare.

9.6. HemeneHHO BHeCTM BO BCe lyHKM nnaHweta no 100 mkn TMB-Cy6cTpaTHOro pactsopa u
BblAEpXKaTb NPU KOMHATHOM TeMnepaTtype B TEMHOTE:

Mpoueaypa 1: 20-30 MUH.

Mpouepypa 2: 20-30 MUH.

9.7. l06aBMTb BO BCE /IYHKN C TOI XKE€ CKOPOCTbHO M B TOW XK€ MOCNeA0BaTeNbHOCTM, Kak U
TMB-Cy6cTpaTHblii pacTBop, no 150 MK cTon-peareHTa AN OCTaHOBKWM (PEPMEHTHOW peakumu,
BCTPAXHYTb MNaHLIeT Ha Leikepe B TedeHue 5-10 cekyHA W MPOBECTU y4YeT pe3ynbTaTosB. Bpems
MeXJy OCTaHOBKOI peakuuu 1 nsmepeHmeM Ol He AOMKHO npeBbiwatb 20 MUH.

Cxema nposegeHunsa VNP A npusegeHa B [NpunoxkeHun 2.

9.8. CneKTpO(hOTOMETPUYECKNIA KOHTPO/Ib BHECEHMA CbIBOPOTOK UM peareHToB Mpwu
noctaHoBke TecT-cuctembl «OC-NPA-CTepong-IporeetepoH» Ha aBTOMaTUYecKux W®PA-
aHanmsaTopax. KOHTpO/Ib BHECEHWUA KOHbIOrata peKoMeHAyeTcs NpoBOAUTL NPU A/MHaX BOMH 540
(550) HM™m, KpuTepuia: O > 0,500.

10. PerucTtpauus pesynbtaTtoB
3vepnTb Ha (DOTOMETPe BepTUKa/IbHOro CkaHuposaHus Ol pacTteBopa B NyHY'ax njaHweTa
npy AaviHe BOJHbI 450 HM.

11. YJeT pe3ynbLTaToB

[na obcyeTa pe3ynbTaTOB TakXKe BO3MOXHO MCMO/b30BaTb MOCTPOEHHbLIN B CUCTEME
KoopauHat “Logit-Log” rpaduk 3asucumoctn Logit (B/BO) ot norapupma (LN) KOHuUeHTpauuu
nporecTepoHa B Ka/MObpOBOYHbLIX Npobax, rae B - cpefHee 3HayeHMe OMTMYECKOM MIOTHOCTU B
NYHKaX, COAepXaluMx KannmbpoBOYHble WM UCCNefyemble npobbl, BO - cpegHee 3HaueHue
OMNTUYECKOM MNJIOTHOCTM B JIYHKaX, COAepXawmx KanmbposouHyto npoby 0. Logit (B/BO)
paccunTbiBaeTcs Kak LN((1-B/B0)/(B/B0)).

OnpepgeneHve KOHLEHTpaLUMnM MNporectepoHa B KOHTPO/bHOW CbIBOPOTKE HEOOXOAMMO A/
MPOBEPKN TOYHOCTWU M AOCTOBEPHOCTU MOJYyYEHHbIX Pesy/nbTaTtoB. B TOM cnyuvae, Korga nosyvyeHHoe
3HaYeHMe KOHLEHTpauuM B KOHTPO/IbHOM CbIBOPOTKE HaxoAWUTCA B nNpedenax KOHUEHTpauui,
yKa3aHHbIX Ha 3TUKeTKe (D/lakoHa C KOHTPO/IbHOM CbIBOPOTKOM, MOMyYeHHble NpU  aHanmse
nccnegyemblix Npo6 pesynbraTbl ABAAKTCA JOCTOBEPHBIMU.

12. OrpaHu4yeHus TecTa
12.1. Bce peareHTbl Habopa mMpeAHasHayeHbl A/ KOJIMYECTBEHHOIO  OMpefesieHus
COZlep>KaHns MporecTepoHa B CbIBOPOTKe KPOBY YenoBeka. Habop He npefHasHayeH Ans onpegeneHns
MPOrecTepoHa B C/IIOHE, NnasMe 1 Apyrux obpasuax YenoBeyecKoro Uan XWBOTHOTO MPOUCXOXKAEHNS.
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12.2. Tpn wncnonb3oBaHMM  [OBYX W 60fee  NNaHLWETOB, PEKOMEHAYeTCA  CTaBWUTb
KasMObpoBOUHbIE MPOOLI NPU KaXKA0N NOCTaHOBKE.

12.3. Henb3q KacaTbCa fHa NyHOK.

12.4. 3ak/oyeHne O K/IMHUYECKOM [MarHo3e He MOXET ObITb OCHOBAHO TONbKO Ha
pesy/nbTaTax [aHHOro TecTa. B guarHoCTMYeckux uensx pesynbTaTbl [O/MKHbI  0053aTeslbHO
MCMOMb30BaTLCA B COMETAHUM C APYTMMU AaHHLIMW: CUMNTOMamM, O6LUEl KIMHUYECKON KapTWUHOW,
pesy/ibTatamu UCCNefoBaHus ApYrMu TeCTamMu.

12.5. T'eTepounibHbIE aHTUTENA K Genkam MbIWW WAX OPYTMM XKUMBOTHbIM 6efikam MoryT
MOB/MATbL Ha JaHHbIV aHan3.

13. YcnoBusi XpaHeHUs1 K aKcnyaTaumm Habopa

13.1. Habop peareHTOB [O/DKEH XPaHUTbLCA B YNaKOBKE MPeLnpuATUSA-U3roTOBUTENA MpU
TemnepaType oT 2 o0 8 B 3allMLIeHHOM OT CBeTa MeCTe B TeYeHue BCero cpoka rogHoctn. Cpok
roAHOCTU yKa3aH Ha yrnakoBKe Habopa.

13.2. TpaHcrnopTupoBaHMe Habopa peareHTOB MPOBOAWTL MpW Temnepatype 0T 2 o 8 @C
JonycTtumo TpaHcnopTupoBaHMe npu TemnepaType oT 9 40 20  He 6onee 10 CyTOK.

13.3. B cnyyae [pO6GHOro MCMonb3oBaHMS KOMMOHEeHTbl Habopa HeobX0o4MMO XpaHWUTb
criefyroLmMm 06pa3om:

- VIMMyHOCOpP6EHT - OCTaBLUMECSH HEWCMNO/b30BaHHbLIMU CTPUMNbI NOMECTUTL B FEPMETUYHO
3aKpPbITbIA NaKeT U XpaHUTb Npu TeMnepatype oT 2 A0 8 °C Ha NPOTAXEHUM CPOKa rofHOCTM Habopa;

- TP, 25-KpaTHbI KOHLUEHTPAT 1 CTOM-peareHT nocse BCKPbITUA (DI1aKOHOB XPaHUTb B M/I0THO
3aKpbITOM BMAE Mpwv Temnepatype OT 210 8 B TeUeHWe CpoKa rofHOCTU Habopa;

- Paboumnin TP, NOAroTOBNEHHbIA K MCMO/Mb30BaHWIO, XPaHUTb B YMCTOW M/IOTHO 3aKPbITOM
eMKOCTM B TeueHune 14 cyT. Npu KOMHaTHOM Temnepatype wunu 28 cyT. npu TemnepaType oT 2 ao 8 °C;

- KoHvblorar, KambpoBoUHble Mpobbl, KOHTPO/IbHYHO CbIBOPOTKY W TMB-
Cy6CTpaTHbIi pacTBOp Mocfie BCKPbITMA ()1aKOHOB XpaHWTb B MIOTHO 3aKpbITOM BuAe Mpu
TemnepaTtype oT2 40 8  He 6onee 2 MecAues.

13.4. AN nonyyYeHnUs HafeXHbIX pe3ynbTaToB HE0OXOAMMO CTPOroe CobM0A4eHE UHCTPYKLMN
no NpPYMeHeHN0 Habopa.

Mo Bonpocam KadvecTBa Habopa cnegyeT obpawarscd B OO0 «HIMO «[narHoctuyeckume
cucTembl» no agpecy: 603093, r. HmxHuiA Hosropog, yn. A6noHesas, 22, Ten./gakc: (831) 434-86-83
nnn Ten.: (831) 434-97-12, 8-800-555-0300. E-mail: info@npods.nnov.ru; www.npods.ru.

14. O6bACHEHMEe CMMBO/IOB

EC Mapkuposka (EBponelickasa aupektunaa 98/79/CE no in vitro
AnarHoctmyeckum MY)

I\VVD TonbKO AN NabopaTopHOro Mcrnosb3osaHus (in vitro diagnostic)
((I lNpounssoauTens
REF KaTtanoXHblii Homep

KonuyecTBo onpeaeneHuii
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LOT Homep naptum (cepun)

+8C

X TemnepaTypHble Npefierbl XpPaHeH s

g Cpok rogHocTt yncno/mecau/rog
EXP.

icnonb3oBaTb NHCTPYKLUMIO MO NMPUMEHEHWNIO

X CoaepXUT pasapaXxatoLLee BeLecTBO
Xi

JnpeKTop Nno NponsBoACTBY
00O «Hay4HO0-Npon3BoACTBEHHOE 00bEANHEHNE
«[AnarHocTU4ecKne CUCTEMbI» B.K. NnmeHoB

COI'’MMACOBAHO

3aB.Kaepoii KNMHMYeCKOW 1abopaTopHOi ANarHOCTUKN

FBOY A0 PMAINO MuH3gpascoupassutus Poccun

4.M.H, npodyeccop B.B. [lonros
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npunoxeHue 1

MeToabl MaTeMaTUYEeCKOn 06paboTKN pe3y/ibTaToB

Mpyn yuyeTe pe3ynbTaTOB C MOMOLLbKD BCTPOEHHOrO WM  BHELUHEro MNPOrpaMmHOro
obecrieyeHnss  CMEKTPOhoTOMETpa  PEKOMeHAYeTCA  WCMOMb30BaTb  Crefylowme  MeTogbl
MaTeMaT14YecKoin 06paboTKIN pe3ynbTaToB:

PekomeHayeMble MeTO/bl MaTemaTnyecKom

Mapka cnekTpocgoTomeTpa 06paBOTKM

Statfax 2100, 3200 Linear regression B KOopAnHaTax

Logit-Log
Tecan Sunrise 4 parameter Marquardt
Bio-Rad 680 4 PL-Cook-Wilkenson

He pekomeHyeTcs aBTOMaTUYeCKUi pacyeTt

Multiscan EX KOHLLeHTpaLmMii Ha puaepe

10
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NMpunoxeHune 2

CXEMA AHAJINSA

Mo 25 MKN Kanm6paTopoB M KOHTPO/IbHOW CbIBOPOTKMW B ABYX MOBTOpPax;

1 BHectn
Mo 25 MK UcCneayeMblX CbIBOPOTOK B ABYX NMOBTOpax
Mo 100 MKN KOHblOraTa BO BCe NNYHKW, KPOME JIYHOK C KOHTPOJIEM
2 BHectu
TMB-Cyb6cTpaTHOro pactesopa
3  VHkybupoBaTtb 30 MuH, Wweiikep, 37 °C
4  TMpoMbITb NNaHLeT 5 pa3, He MeHee 300 MKA pa6oyero NPoOMbIBOYHOIO pacTBopa
5 BHecTun Mo 100 mkn TMB-Cy6CcTpaTHOro pacTBopa BO BCe NTYHKM
6 WHkKybnposaTtb 20-30 MUH, B TEMHOTe
/ BHecTun Mo 150 MKA cTon-peareHTa
8 BCTpﬂXHyTb B TeueHue 5-10 ceKyH[
9  Yuet pe3ynbTaToB 450 HM
HMonb/n X0,314 = Hr/mn; Hr/mn X 3,18 = HMO/b
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