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0 IPUMEHEHUIO Habopa pearcHToB
1Sl AMMYHO(DEPMEHTHOTO BBIABICHUSA HMMYHOI100y/IMHOB Ki1acca M K BUpYCY rernaTnta 15/

(Bexmozen E-IgM)

1. HABHAYEHHE
1.1. Habop peareHTOB [/ UMMYHO(QEPMEHTHOIO BBIABICHNS UMMYyHOrno0ymMHOB Knacca M K BUpyCy
renaruta E «Bexroren E-IgM» (manee mo TexcTy — Habop) mpeaHasHaueH IS BbIBICHUS HMMYHOIJ100Y-
mHos xtacca M (IgM) k supycy remarura E (BI'E) B chIBOPOTKE (nna3me) KpOBM 4EJIOBEKA METOJIOM
TRep10(a3HOr0 MMMYHO(DEPMEHTHOTO aHaATH3a (UDA).
1.2. HaGop paccuutan Ha mposejieHue 96 aHaIM30B, BKIIOHAA KOHTPOIH. J{nst uccnenoBanus HeOOIb-

110M mapTHH Mpo6 BO3MOKHBI 12 HE3aBHCHMBIX MOCTAHOBOK NOA no 8§ aHanu30B Kakaad, BKIOYas KOH-
TPOJIH.

2. XAPAKTEPUCTHUKA HABOPA
2.1. Ilpunumn gedcTBus

Metoz onpeaencuus IgM x BI'E ocHoBaH Ha TBep10(ha3HOM HEMPSIMOM uMMYyHO(EepMEHTHOM aHATH3E
C MCIIOJIb30BAHNEM PEKOMONHAHTHBIX @HTUICHOB BHpyca IelaTnta E.

Bo BpeMst [IepBO# HHKYOALMH POUCXOIAT CBA3BIBAHHE uvmyHOTI06yMHOB K BI'E ¢ HMMOOHITI30BaHHBIMU
Ha BHYTpEHHEi! ITOBEPXHOCTH JIYHOK PEKOMOMHAHTHBIMU aHTHICHAMH BUpyCa rerarura E.

Bo Bpemsi BTOpOi MHKyOalli CBA3ABIIMCCH umMyHoro6byuHe! kmacca M k BI'E B3aUMOJICHCTBYIOT C
MOLOK/IOHAIBHBIME anTUTe aMu npoTuB IgM desoBexa, MEICHHBIMU nepoxcuasoif xpena. Ilocne ynanenus
M36BITKA HECBS3ABIIErOCs KOHBIOTATa, BO BpeMs MHKYOaluK ¢ pacTBOPOM TMB, IpOUCXOAXUT OKpaIIMBaHKC
pacTBOpa B JIyHKaX.

MHTeHCHMBHOCTh OKpAIIMBAHMS NPONOPUMOHAIbHA KOHLICHTPALMH UMMyHOIJI00YIMHOB Knacca M K
BI'E B ananu3upyemMoMm o0pasiie.

2.2. CocraB Hadopa
B cocras HaGopa BXOISAT CIEAYIOINE pEarcHThl:
— muranuer pa3GopHslit (12 BOCBMMIYHOYHBIX CTPHUIIOB) C MMMOOHIIM30BAHHEIMH HA BHYTpEHHEH NOBEpX-
HOCTH JIYHOK peKOMOHHAHTHBIMY aHTUT€HAMHU BHPYCa reliaTita E, rOTOBBIi [ HCIOJIb30BaHust — 1 1T
— [IOJIOKHMTEJBHBIH KOHTPOJIBHELA 00pasel (K+) Ha OCHOBE MHAKTUBMPOBAHHOM CHIBOPOTKM KPOBH HEJIOBE-
ka, cogeprkarmii IgM k BI'E, roToBbIi U1 HCTIONL30BAHMS — 1 ¢aakon (1,5 mi);

— OTpHIATENbHbIH KOHTPOIbHBIH obpaszen (K™) Ha ocHOBE HHAKTVBUPOBAHHON CHIBOPOTKH KPOBH Y€JIOBEKA,
He coaepxaiuii IgM K BI'E, roToBbIii 715 HCIIOIL30BaHUSA — 1 dmaxoH (2,5 Mn);

— KOHBIOIaT MOHOKIOHAIBHBIX aHTUTEN K IgM yernoBexa C IIepOKCHIa30# XpeHa, TOTOBBIH JUI NCIOIE30-
panus — 1 ¢uakox (13,0 m);

— xouuexnTtpar dhocarHo-conesoro OyhepHoro pacTsopa ¢ TBUHOM (OCB-Tx25) — 1 pnakon (28,0 mm);

— DAacTBOp Y1l pa3Be/IeH s CBIBOPOTOK — | dnaxos (12,0 mi);

— pacTBOp TeTpaMeTHI0eH3UAHA (pactBop TMB), roTOBBIA /1 UCTIOIB30BAHHA — 1 ¢axon (13,0 m);

— CTOM-peareHT, FOTOBBIN VIS MCIIONB30BaAHMA — 1 dpnaxon (12,0 mi).

[prHaAIeKHOCTH!
— [UIeHKA VIS 3aKeMBAHMS [UIAHIIETa — 2 [T,
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— BAHHOYKA UL PEareHToB — 2 WIT.;
— HAKOHEUHMKH IS 103aTopoB Ha 2—200 MK — 16 wT.

3. AHAJIMTHTUECKHUE U JUATHOCTUYECKHE XAPAKTEPUCTHUKH

3.1. YyBCTBUTEJIBHOCTD BbIABICHUS IgM x BI'E — cooTBeTcTBME Pe3yJbTaToB OMPEACICHIL HabopoM
IgM x BI'E TpeboBanusim CTaH@PTHON MaHenu MpPeAnpUATHA 00pa3sioB CHIBOPOTOK KPOBH, COMEPIKAIIMX
uMmMyHoOro0yIuHBI Kiacca M K BupyCy remaTuta E (CIIIT BI'E-IgM, per. Ne 05-2-180), aTTECTOBAHHOMH
OBTK AO «Bekrop-Bect» — cocrasnset 100%.

3.2. Crenuduunocts BhisiBreHns [gM x BI'E — COOTBETCTBHE PE3Y/IBTAaTOB OIpe/IeeH s HabopoM IgM
x BI'E TpeGoBaHMsAM CTaHJAPTHON IAHETH NPEANPUATHS 00pa3lioB CHIBOPOTOK KPOBH, HE COACPIKAIINX
UMMYyHOT100y/IMHBI K1acca M K BupyCy refaruta E (CIIIT BI'E-IgM, per. Ne 05-2-180), aTTecTOBaHHOI
OBTK AO «Bexrop-Bect» - cocrapiser 100%. :

3.3. JlnarHocTuuecKas 4yBCTBHUTE/IbHOCTD BBIABICHUA MMMYHOTJI00YIHHOB Ki1acca M K BUPYCY relia-
rita E: KIMHAYECKHE MCIIBITAHMUS, IPOBEIEHHbIE Ha 95 MOMOKUTEIBHEIX o6pasiax CHIBOPOTKH U ILIa3MBbl
KPOBH, T0Jy4EHHBIX OT 45 TMalMeHTOB, MOKa3a/Il 100% uyBCcTBUTENLHOCTH (MHTEpBa 93,6— 100%, ¢ pose-
puTensHolt BeposTHOCTBIO 90%). :

3.4, JluarHocTHuecKas CrernuduyHOCTh BBIABICHHS MMMYHOTJIO0YIHHOB Knacca M k Bupycy renatuta
E: KIMHHYECKHE UCTIbITaHMs, IPOBEACHHEIE HA 225 OTPULUATEIBHBIX o6pasiax ChIBOPOTKH M M1a3Mbl KPOBH,

[ONTyYeHHBIX OT 175 MalUeHTOB, MOKa3alIl 100% crenmduunocts (untepsai 98,3-100%, ¢ JIOBEPUTENBHOM
BepoaTHOCTBI0 90%).

4. MEPBI ITIPEJOCTOPOXKHOCTH

4.1. TloTeHIMATBHBIA PUCK IPUMEHEHUs Habopa — Kiiace 26 (Ipuxaz M3 P® ot 06.06.2012 Ne 41).

4.2. Bce KOMIOHEHTH Habopa ABISAKOTCH HETOKCHYHBIMH. Cromn-peareHT 0651aj1aeT pa3apaxarouiM
neiicTBueM. M36erats pa3opepI3sruBanus
Y TIONafaHKs Ha KOXY M CTH3UCTHIe. B cryyae momajanus CTON-pearcHta Ha Koxy ¥ CIM3HCTBIE HEOOXO-
JMMO TIPOMBITH TIOPAKEHHDIH Y4acTOK O0JIbIIMM KOMH4ECTEOM MPOTOUHOM BOIBL. _

4.3. IIpu pabore ¢ UccaeqyEeMbIMU o6pasnamy ciieyeT cobioaaTh MEphI MPEAOCTOPOKHOCTH, TIpPUHS~
Thie TIpH paboTe ¢ MOTEHIMANbHO HHPEKIMOHHBIM MATEPUATIOM. OCcHOBHBIE IIpaBUia pabOThI U3JI0KEHBI B
«MHCTpYKIUKM [0 MepaM MpO(UIAKTHKM paclpoCTPaHCHMA MHObEKIMOHHBIX 3a00/IeBaHUA TIpH pabote B
KJTMHUKO-IMArHOCTHYECKNX J1abopaTtopusx NeyeGHO-TPOPUNAKTHYECKIX —YIPEXACHMID?, YTBEPIKICHHOM
Mumnsgpasom CCCP 17 suaps 1991 1. 1 B METOAMHECKAX ykazanusix MV -287-113 «MeToaudeckue yxa-
saHHA O Ae3UH(EKIMH, MNPeICTepHIM3aUMOHHON OYMCTKE U CTEpPWIM3ALMHE HM3/eNuil MEeIUIUHCKOro
Ha3HAUCHUS).

4.4. Tlpu paGote ¢ HAOOPOM ClIe/lyeT HaACBATh O/IHOPA30BbIC PE3MHOBBIE MJIM IUIACTUKOBBIC HEPIATKIL,
TaK KaK 06pasilsl CHIBOPOTKH KPOBH YE/IOBEKA CE/YCT paCCMaTpuBath KaK TOTEHIMAIBLHO HHPEKIIMOHHBIC,
CIIOCOOHBIE IIHTENBHOE BpeMsl COXPaHATh U lepelaBaTh BUY, BUpYCHI FelaTHTa WM BO3OYANTENCH APYTHX
MH(QEKIUH.

4.5. Xumuyeckas mocyaa ¥ 00opyaoBaHHe, KOTOPBIE HCIOIB3YIOTCS B pabore ¢ HaGOPOM, AOJKHBL
6LITH COOTBETCTBYIOLIMM 06Pa3oM IIPOMAPKUPOBAHDI U XPaHUTECS OT/CIIBHO.

4.6. 3ampeInaercsl IPHEM MUIIY, HCTIONB30BAHHE KOCMETHHIECKUX CPeACTB M KypeHHe B NIOMEIUCHHMSX,
npeHa3HaYeHHBIX 715 paOoTHI ¢ Habopamu.

4.7. Jins ne3uH}EKUUH IOCY bl K MaTepHaloB, KOHTAKTUPOBABIIHX C {CClIelyeMbIMI ¥ KOHTPOJIbHBIMH
obpasuamu, pPeKOMEHyeM MHCIIO0JIB30BaTh Ne3suHQHUIMPYIOUINE CPE/ICTBA, HE OKA3LIBAIOLME HEraTMBHOTO
Bo3jeiicTBusl Ha KauecTBO MDA, HE COMCPKAIIUE AKTHBHBI KHCIOPOI M XJIOp, HAIPHUMED, KOMOMHHUPO-
pamHble cpenctsa Ha ocHose YAC, CHHPTOB, TPETHUHBIX AMHHOB. Jcrnonp3oBanue Ae3uHGUIUPYIOMHUX
CpeACTB, COAEPIKAIIMX AKTUBHBIH KHCIOPOA 1 XJIOp (H202, 1e0XJI0p, XIOpaMKH), IPUBOUT K CEPHEIHOMY
HCKaKEHHIO PE3YJIbTATOB.

4.8. T1pu ucronb30BaHNH Habopa 00pa3yroTCs OTXO/IBI K/TaccoB A, B u T, xoTOpBIe KIacCuGUUUPYyrOTCs
M YHHYTOXKAaIOTCsH (yTUNM3UPYIOTCS) B COOTBETCTBHMM € CaulluH 2.1.7.2790-10 «Canwurap-
HO-3TIAIEMUONOrYecKUe TpeOOoBaHus K 0OPAIIEHHIO ¢ MEAMIMHCKIMA oTxogamny. JlesuHdexuuo Habo-
POB PEareHTOB CIE/YeT IIPOBOAUTD TI0 MY 287-113 «MeToauyecKue yKa3aHus 10 Ae3UHPEKIH, IPECTe-
PHJIM3ALMOHHOM OUMCTKE M CTEPUIIM3ALMU W3ieuit MEUIIMHCKOTO0 Ha3HAUCHMSD.
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5. ObOPYAOBAHUE U MATEPUAJIbBL, HEOBXO/IUMBIE ITPX PABOTE C HABOPOM:

— CNEeKTPO(QOTOMETP BEPTHKAIBHOTO CKAHUPOBAHMS, IMO3BOJIIOIIMHM TNIPOBOAWTH M3MEPEHHs ONTHYECKOLl
IUIOTHOCTH PACTBOPOB B JTYHKaX IUIAHIIETa B ABYXBOJIHOBOM PEXXHUME: IIPU OCHOBHOM jiTHE BOIHEI 450 HM
U JUIMHE BOJIHBI CpaBHEHHMS B auanasoHe 620—655 HM; fomycKaeTcss M3MEPEHHE TOJIBKO MPH ITHHE BOJIHBI
450 uaMm;

— TEpMOCTAT, IoJAepKUBAIOIIMT TemnepaTypy (37+£1)°C;

— XOJIOJHJILHUK OBITOBOH;

— Oymara QunsTpoBanIBEHAA NabopaTtopHas;

— J103aTOpPhbI I10JYyaBTOMATHYECKHE OAHOKAHAIbHBIE CO CMEHHBIMH HaKOHEYHUKAMH, MO3BOJIAIOIINE OTOU-
path 06Bemsl xuakocTa S—5000 M1 (morpemrHocTs He Oosee 5%);

— J103aTOPBI MOJYaBTOMATHYECKHE MHOIOKAaHAJIbHBIE CO CMEHHBIMM HAKOHEYHHKAMM, MO3BOJSIOMIUE OT-
Obupats 00beMbl xkuakoctert oT 5 1o 300 Mk (morpemHocTs He Oomnee 5%);

— MPOMBIBOYHOE YCTPOHCTBO ISl IIJIAHIIETOB;

— MepyaTKy MEAUIMHCKUE TUarHOCTHYECKHE OJHOPa30BBIE,;

— UAIMHAP MEPHBIH 2-ro Ki1acca ToUHOCTH BMecTUMOcThIO0 1000 Mg

— BO/Ia IUCTUUTMPOBAHHAS,

— JIe3UHQUIHMPYIOLUH pacTBOp.

6. AHAJIUBUPYEMBIE OBPA3IIbI

6.1. JIns npoBeeHus aHaIM3a He ClIeAyeT UCIOIB30BaTh FeMOJIM30BaHHYIO, MYTHYIO CBIBOPOTKY KpoO-
BH.

6.2. Jlns mpoBefeHUs aHATM3a MOXKHO MCII0JIb30BATh 0OPa3Ilkl I11a3MEl, IIOJIyYEHHOH C MCIIONB30BAHM-
€M B Ka4eCTBE aHTHKOAryJlsHTa uutpara Hatpus, O TA.

6.3. O6pasibl CHIBOPOTKHU (TIJ1a3MbI) KPOBH MOJKHO XpaHUTh IpH Temmeparype oT 2 10 8°C e bonee 5
cyTOoK uiu npu temneparype munyc 20°C (1 Humxe) He Doiiee 6 MecsIEB.

Cnenyer u3berarb MHOIOKPAaTHOTO 3aMOpPaXUBAHUS/OTTAUBAHMS, TaK KaK 3TO MOYKET IPHBECTH K I1O-
JY4EeHUI0 HENPABHIBHBIX pe3ynbTaroB. Ilocne pasMopakuBaHust oOpasupl clieflyeT TIIATENbHO Iepeme-
ATk,

6.4. O6pasisl CHIBOPOTOK (IIA3MBI) KPOBH, COJEpIKAIINE 0CaJO0K, HEOOXOAMMO OUMCTUTH LEHTPUPY-
ruposanueMm 1pu 5000-10000 o6/muH B TeueHHe 5 MUHYT Npu Temneparype ot 18 go 25°C.

7. IOAT'OTOBKA KOMITIOHEHTOB JIJISA AHAJIM3A
7.1. [epex paboToii u3BiIeYs HAOOP U3 XOJOAUIBHUKA, BCKPHITh YIIAKOBKY, BEIHYTh BCE KOMIIOHEHTEI
BBIIEPIKATH UX IIpH Temneparype oT 18 1o 25°C ne menee 1 yaca.
IIpu npo6HOM HCIIONB30BaHKU HaGopa mocie 0Toopa 4acTH COAEPKUMOro (pIakoHBI Ccpasy MJIOTHO 3a-

KPBITh 3aBUHYHMBAIOIIMMHCS KPBILIKAMH, TIOMECTUTD B XOJIOAMJIEHHK H XpaHUTh npu 2—8°C B TeueHHe CpoKa
rogHoctu Habopa.

7.2. lloaroroska njanmera
BCKphITh NAKET BBILIE 3aMKa M yCTAHOBHUTH Ha PAMKy HEOOXOAMMOE UL NPOBEACHHUS aHaM3a KOJInye-
ctBO cTpunoB. OcTaBiInecss HEUCIIOIb30BAHHBIE CTPUIIBI HEMEJICHHO [MOMECTUTh BHOBb B NAKET C BJIAro-
[OIJIOTHTEJIEM, YAAINTH U3 HEr0 BO3IyX, IVIOTHO 3aKPBITh 3aMOK U IIOMECTUTE B XOJIOAUIIBHUK.
Xpanenue: npu memnepamype om 2 0o 8°C 6 meyenue 6ce20 cpoka 200Hocmu Habopa.

7.3. llpuroToB/jieHHEe IPOMBIBOYHOI0 PAaCTBOPA
B COOTBETCTBHMHM C YMCJIOM HCIIOJB3YyEMBIX CTPHUIOB (CM. TabIMMIy pacxoja KOMIIOHEHTOB) BHECTH B
MepHBIA ImuHAp Heobxomumoe komuuectBO OCB-TX25 u noBecTH [0 COOTBETCTBYIOLIETO obneMa au-
CTHIMPOBaHHOM Bojo#. ITpy BbINAJEHUH Ocajka cojeH B KOHLEHTpaTe HEOOXOAMMO IIPOrpeTh €ro IpH
temmneparype oT 30 g0 40°C 10 OIHOrO pacTBOPEHUSI OCaIKa.
B Tabnuie npuBeEeH pacXo peareHTa B 3aBUCHMOCTH OT KOJIMYECTBA UCIIONB3YEMBIX CTPUIIOB.
Xpanenue. npu memnepamype om 2 0o 8°C ne bonee 5 cymok.

7.4. IloaroToBKA M0J0KUTEILHOI0
U OTPHMIATEIbHOT0 KOHTPOJILHBIX 00pa3nos
[TonoXKuTeNpHBIA U OTPHIIATENbHBIH KOHTPOIBHBIE 00pasibl TOTOBBI K UCIIONB30BAHUIO U HE TpeOyroT
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JOIIOJIHUTEIIBHOTO pa3BeICHHA.

Xpanenue: nocne nepso2o eckpimus 8 NI0MHO 3akpeinom gnaxone npu memnepamype om 2 0o 8°C 6
meuenue 6ce20 Cpoxa 200Hocmu Habopa.

7.5. IloaroroBKa KOHbIOIaTAa
Kouwrocam 20mos k ucnonb3o8anuio.
B COOTBETCTBHH € YMCIOM HCIONB3YEMBIX CTPHUIIOB (CM. TabIHily pacXoJa KOMIIOHEHTOB) 0TOOpaTh B
[1JIACTHKOBYIO BAHHOUKY JUISl peareHTa HeoOX0JuMOe KOJIMYECTBO KOHBIOTaTa.
OCTaTKN KOHBIOTATA M3 BAHHOYKM YTHIM3UPOBATH (He CAUGAMb 60 (DNAKOH € UCXOOHBIM KOHDIO2(-
mom).

Xpanenue: nocie nepozo 6CKpbimus 6 MIOMHO 3AKPLIMOM (PILAKOHe npu memnepamype om 2 00
8°C 6 meuenue 6ce2o cpoka 200Hocmu Habopa.

7.6. TloAroTOBKA pacTBOpPa TeTPaMeTUI0EH3HIUHA
Pacmeop TMb 20mog k ucno1b308anuro.

Heo6X0aUMO0 HCKITIOUUT BO3AENCTBUE IPAMOTO cBeta Ha pacTBop TMb.

B COOTBETCTBHH C YHCJIOM HCIIONB3YEMBIX CTPUIIOB (CM. TAbIHIy pacxoia KOMIIOHEHTOB) OTOOpath B
IJIACTUKOBYIO BAaHHOUKY [UIS peareHTa HeoOXomumoe KosndecTso pactBopa TMB.

Ocrarku pactBopa TMB U3 BaHHOUKYM YTHIM3UPOBATE (He CLUBANIb 60 (PNIAKOH C UCXOOHBLM PACHIE0~
pom TMB).

Xpanenue: nocie nepso2o 6ckpolmus 6 NIOMHO 3aKpwLMOM (raxone npu memnepantype om 2 00 8°C 6
meuenue 6ce20 cpoxd 200Hocmu nabopa.

7.7. IloaroToBKa cTON-peareHTa
Cron-peareHT roToB K UCIOJIE30BAHHUIO.

Xpanenue: nocne nepo2o 6CKpbimust 6 NIOMHO 3aKPbIMOM (PaKoHe npu memnepamype om 2008°Cgs
meyeHue 6ce2o cpoka 2o0Hocmu Habopa.

8. IPOBEAEHUE AHAJIM3A

8.1. B nynxu A-1, B-1 srectst 1o 100 MKJI OTpHIIATEIBHOTO KOHTpOIbHOTO 06pasna (K™).

B nynky C-1 BHectr 100 MKII [TO7I0KHUTEIBHOTO KOHTPOJIBHOTO 00pasua (K1).

Buumanue! Ilepeo ucnonvsosanuem PPC gnaxoun ¢ pacmeopom ciedyem mujamenoho 6Cmpaxnyno.

B ocranbuble ayukd BHectd o 90 mxi PPC u mo 10 MK HeeneryemMpIx o6pasioB CHIBOPOTKH (ILas-
Mbl) KPOBH.

TiaTebHO IepeMelaTh, Iy 3TOM LBET PAcTBOpa MEHsETCs ¢ (uoseToBoro Ha cunuii. Takum obpa-
30M, HCCIIeayeMble 06pasipl B IyHKax pasbasisiores B 10 pas.

Bpems énecenus 06paszyog ie 00nCHO npedoiuiams 10 Mur npu Ucnonb306aHUU 6CeX TYHOK nianuiema.

8.2. [lnaHmeT 3aK/IeuTh [JICHKOM M MHKyOMpoBaTh B Tepmoctarte B Tedenue 30 MMH Ipu TemIepartype
37E1°C.

8.3. [To OKOHYAHMH UHKYOAIMH CHATH JIAIIKYIO IUICHKY M IIOMECTUTD €€ B COCY/L C Ae3HH(QHUIMPYIOIIMM pac-
TBOpoM. C TIOMOMIBIO IPOMBIBOYHOIO YCTPOHCTBA MPOMBITH JIYHKH IUIAHIIETa 5 pa3 MPOMBIBOYHBIM PACTBOPOM
(11. 7.3), 4epe/tyst aCIMPALMIO ¥ HEME/UICHHOE 3arl0JIHEHKE JIYHOK KaKI0ro CTpHa. B KaKIylo TyHKY BHOCHTE HE
Meree 400 MKJT KUIKOCTH B TIPOLECCE KAXKIOr0 LUKIIA IPOMBIBKU. Bpems medicdy 3anonnenuem u acnupayueti
NYHOK Q01IcHO Obinb He meree 30 cex. HeobXomumo 00MBATECS TIOTHOIO OMOPOXKHEHUS JIYHOK II0C/IE KaII0ro
HX 3aroHeHnst. 110 OKOHYaHHM IPOMBIBKM OCTATKH BIIATM W3 JYHOK THIATENLHO YAAIMTE, IOCTYKHBas IEPEBep-
HYTBIM IUIAHLIETOM 0 (PHIBTPOBAILHOM Gymare.

8.4. Buectn Bo Bce nynxu no 100 Mxn korstorara (1. 7.5).

JIns 6HecenUa KOHbI02ama UcnoIb306amb 6aHHOYKY OIS peazeHma U 0OHOPA306ble HAKOHEUHUKY, 6X0-
oswue 6 cocmas Habopa.

8.5. [LaHmeT 3aKk/IenTh IUICHKOH ¥ MHKYOMpOBaTh B TepMocTaTe B TedeHue 30 MUH IIPU TeMIepaType
37E1°C.

8.6. ITo oxOHYaHUK HHKYDOAIMK IPOMBITH IIAHINET KaK OIMCaHo B I1. 8.3.

8.7. Brectu BO Bee yHKH 1o 100 MK pacTBopa TeTpaMeTunoensumaa (1. 7.6).

JIna euecenus pacmeopa mempamemuibeH3uouHa UCnONb306ams 6AHHOUKY 014 peazenma u 0OHOpd-
306ble HAKOHEYHUKYU, 6X00sue 6 cocmas Habopa.
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[InaHuIeT BBIAEPKATH B 3alUIIEHHOM OT CBETA MECTe B TeYeHHE 25 MUHYT IpH TeMrepatype oT 18 1o
20,

8.8. Buectu Bo Bee stynku 1o 100 MKII cTon-pearenra.

8.9. M3MepHTh ONTHYECKYIO INIOTHOCTh C [IOMOIIBIO CIEKTPO(GOTOMETPa B PesKUMe: OCHOBHON QUILTD
— 450 uM, pedepenc-GuabTp — B Auanasone 620—655 HM; I0IIyCKaeTCs M3MEPEHHUE TOJIBKO MIPH ATHHE BOJ-
Hbl 450 HM.

Bpemst Mex/y OCTAHOBKOM peaKiuy M H3MEPEHHEM ONTHYECKOHN IUIOTHOCTH He JO0JDKHO NPEBBIIATE 5
MUH.

9. YYET PE3YJIbTATOB
9.1. PaccuuraTh cpeamee apu(MeTHUECKOe 3HAYEHME ONTHYECKOH IUIOTHOCTH B JIYHKaX € OTpHUA-
TEJBHBIM KOHTPOJIBHBIM 00pa31ioM.

9.2. Ha ocHOBAaHMH IOJJyYEHHBIX AaHHBIX BBIYMCINTH KPUTHUECKOE 3HAYEHHE ONTHYECKOM TIOTHOCTH
(Ollkpyr,) Mo opmyite:

OIlpur. = OIlp K~ + 0,2,

rae Olle, K= — cpensee apudMeTHyeckoe 3HaYeHHE ONTHYECKOH IUIOTHOCTH B JIYHKaX ¢ OTPHIATEIIBHBIM
KOHT-POJIBHBIM 00PasIoM.

9.3. O1leHKa pe3yJIbTaTOB:
— cpenHee apu(MeTHYECKOe 3HAUEHME ONTHYECKOM IUIOTHOCTH B JIYHKAaX C OTPULATEIHHBIM KOH-

TPOJIBHEIM 06pa3LoM JA0JKHO 6bIT He Goiee 0,2 ex. ont. mioTH. (Olle, K™ <0,2).

— 3HAYEHHE ONTHYECKOH IUIOTHOCTH B JIYHKE C TIOJIOXUTEIBHBIM KOHTPOJILHBIM 00pa3siioM JOJDKHO
61Th He MeHee 0,6 en. ont. miotH. (OIT Kt > 0,6).

9.4, TonbKO IpH COOMIOAEHUM MOJNIOKEHMH M. 9.3 MOXHO YUUTHIBATH Pe3yNIbTAaThl, MONYYEHHBIC UL
aHaTM3UPYEMbIX 00pa3LoB.

PesybTaT aHamu3a cYuTaTh moaoxkuTe bHbIM, et Ollosp, 2 Ollipir..

PesynbTaT aHanusa cuuTarh oTpuuaTeabubiv, eciu Ollosp. < Ollcpur,
rae Ollggp, — OnTHUECKAs IUIOTHOCTh aHATTU3UPYEMBIX 00pa31oB..

10. YCJIOBUSI TPAHCIIOPTUPOBAHMUS, XPAHEHUA
U OKCIUTYATAIIMU HABOPA

10.1. TpaHcnopTHPOBATH U3JENMUA CIeLyeT TPAHCIOPTOM BCEX BHIOB B KPBITHIX TPAHCIOPTHBIX Cpel-
CTBaxX B COOTBETCTBHM C IIPABM/IAMM IIEPEBO30K, ACHCTBYIOIMMHI Ha TPAHCIOPTE JAHHOIO BHU/A, IIPH TEM-
neparype ot 2 1o 8°C. [lomyckaeTcs TPAHCIOPTHPOBAHHE NIPK TEMIIEPATYPE A0 25°C ne 6onee 10 cyToK.

10.2. Xpanenue Habopa B YMakOBKE HNPEANPUSITUSL-U3TOTOBUTEIS JOKHO OCYILIECTBIATHCSA NPH TEM-
neparype oT 2 710 8°C B TedyeHHe BCEro CPOKa IOJHOCTH B XOJOIMIBHBIX KaMepax WM XOJIOAMIbHHKAX,
06eCIIeYHBAIOIIMX PErIaMeHTHPOBAHHBIM TEMIIEPATYPHBIH PEXUM C €KEJHEBHOM PErucTpaluel Temnepa-

TYPBL

10.3. Cpok roanoctu Habopa — 18 mecsnes co jiHs Beinycka. He nomyckaercs IpUMEHECHHAE HabopoB 110

MCTEYEHUH CPOKA UX NOJTHOCTH.

10.4. JIpoGHoe ucmosp30Banre Habopa MOXKET OBITh Peanu30BaHO B TEYEHHE BCEro CpOKa IOJHOCTH

Habopa. B ciydae Apo6HOro HCHosp30Banus Habopa:

— HEHCIIOJB30BAHHBIE CTPHUIIEI MOXKHO XPAHUTH B IUIOTHO 3aKPHITOM I1aKeTe mpH Temneparype ot 2 10 8°C B
TeYeHME BCEro CpoKa roJJHOCTH Habopa;

— KOHIeHTpaT (pocdarHo-coneBoro GypepHoro pactBopa ¢ TBHHOM; PacTBOP UL Pa3sBEACHUS CHIBOPOTOK;
pacTBOp TeTpameTHIOEeH3UANHA; KOHTPOJIbHEIE 00pa3siibl; KOHBIOraT U CTOIN-PEAarcHT IOCIe BCKPBITHA
()7IaKOHOB MOKHO XPAHUTh B ITOTHO 3aKPBITBIX (D/IAKOHAX IIPH TEMIIEpaType OT 2 mo 8°C B TeueHue Bce-
ro cpoka roflHOCTH Habopa;

— [IPOMBIBOYHBIH PaCTBOP MOXHO XPaHUTh IIPU TEMIIEPAType OT 2 no 8°C ue Gonee 5 CyTOK.

10.5. JUns momydeHMs HAAEKHBIX Pe3yJbTaToB HEOOXOAMMO cTporoe co0OMI0ACHUE HHCTPYKIMH I10
pUMEHEeHHIo Habopa.
10.6. [Tpu mocramoBke VMDA Hesb3st HCIIONBL30BATh KOMIIOHEHTBI M3 HAOOPOB PasHbIX cepuil U cme-

[IXBATE MX [P MPUTOTOBJICHUM PAacTBOPOB, KPOME gecnenuuaeckux komnonentos (OCh-T*25, pactsop

TMB, cTon-pearest), KOTopble B3aumosamenseMbl B Habopax AO «Bekrop-becT».
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. 11. TAPAHTUIHBIE OBSI3ATEJIbCTBA

11.1. [IpousBoauTesb rapaHTHPYET COOTBETCTBHE BBIIYCKAEMBIX H3/E/Hil TPeGoBaHUM HOPMAaTHBHOMH
H TEXHHYECKOH JIOKYMEHTaLIUH.

Be3onacHOCTb ¥ Ka4eCTBO H3/1e/Hs TaPaHTUPYIOTCS B TEYEHUE BCErO CPOKA TOAHOCTH.

11.2. TIpousBoauTens OTBEYaeT 3a HEOOCTATKU H3JCNHA, 38 HCKIIOYESHHEM Ae(eKTOB, BO3HHKIIMX
BCJIE/ICTBHE HApPYIICHUs NPAaBUII NOb30BAHUS, YCIOBHH TPAHCIOPTHPOBAHUS M XpaHEHHs, NHO0 AeiHCTBHUS
TPETBUX JIMLL, TUO0 HENPEOA0TUMOR CHIIBL.

11.3. IIponsBogutens 00s3yeTcs 3a CBOM CYET 3aMEHMTb M3JENHE, TEXHHUECKHE U (YHKIMOHAIBHbIE
XapaKTepUCTHKU (IOTpeOHUTEIbCKHE CBOHCTBA) KOTOPOrO HE COOTBETCTBYIOT HOPMATUBHOM M TEXHHYECKOL
AOKYMEHTALIMM, €CIIM YKa3aHHBIC HEIOCTATKH SBUIIMCHL CIEACTBHEM CKPBHITOrO AedeKTa MaTepHansoB MM
HEKa4YeCTBEHHOI0 M3rOTOBICHHA H3AEIIUS IIPOU3BOAMTEIIEM.,

ITo Bonpocam, kacalomuMes: kayecTsa HaGopa
«Bekroren E-1gM»,
cienyer obpamarsesa B AO «Bekrop-Bec»
10 aapecy:
630559, HoBocubupcekas o6acts,
Hosocubupckuii paito,
p.n. KoserioBo, a/g 121,
ten. (383) 227-67-64.
E-mail: vbobtk@vector-best.ru

JOITOJIHUTEJIBHASI TH®OPMAILTUS
JUISI IOTPEBUTEJIEN

Habop npexnasnayen s mpodeccHOHATEHOTO NPUMEHEHHUs B KIMHHYECKOH 1a60paTopHO# aMarso-
cTHKe 00yUeHHEIM [IEPCOHATIOM. ;

Tpebopanus 6ezonacHocTr K MegUIMHCKUM abopatopusiM npusenens B TOCT P 52905-2007.

Bce pearentsr HabopoB, cozmepikalue B CBOEM COCTaBE MaTepUallbl YeJIOBEUECKOIO MIPOUCXOKICHHUS,
UHAKTHBHPOBAHBL.

IIpu aunamudeckoM HAOMIOACHUM NALMEHTA UL MONMyYeHUS PEe3yJbTATOB, aJeKBATHO OTPAKAIOMIAX M3~
MEHEHME KOHLEHTPAIMM MMMYHOITI00yIMHOB KitaccoB M K Bupycy remartuta E B KpoBH, HEOOXOAUMO HCIIONb-
30BaTh HAOOPEI PEareHTOB OJHOI0 HAUMEHOBaHHUS (OIHOTO TIPEN PUSTHSI-U3TOTOBUTEILS). '

1. Obecneyenne noIy4eHus NPABHIALHBIX Pe3yJILTATOB AHAIHM3A

JocToBepHOCTh H BOCHPOH3BOAHMOCTb Pe3yIbTATOB AHAJIM3A 3ABUCHAT OT BBLINOJIHEHHUS CIIEIYI0-
IIUX OCHOBHBIX IPABMIL:

— He nposoaute MDA B nmpuCyTCTBHH MapOB KHMCIIOT, LIeI04ell, albaeruioB UIH IbUIH, KOTOPbIe MO-
I'YT MEHATb [bepMEHTaTHBHyK) dKTHBHOCTB KOHBIHOI'aTOB, .

— (epMEHTaTUBHAs PEaKlUUs YyBCTBUTEIbHA K IPUCYTCTBHIO MOHOB META/UIOB, IIO9TOMY HE HOIIyC-
KaiTe KOHTAKTOB KaKUX-IM00 METaJIMYECKUX IIPEIMETOR ¢ KOHBIOraToM u pactsopom TMB;

— unsberaiiTe 3arps3HeHMs KOMIIOHEHTOB Habopa MHUKPOOPTraHM3MaMH M XUMHUECKMMH IIPUMECSMMU,
IUIsL OTOrO MCIIOJIB3YHTe B paboTe YMCTYIO IOCYAY M OJHOPA30BbIE HAKOHEYHHKHU UL Ka)KIOTO peareHTa,
KOHTpoJs, obpasua; -

— paboure NOBEPXHOCTHU CTOJIOB, 0O0OpyA0BaHUs caenyeT obpabareiBaTh 70% 3THIIOBEIM criupToM (HE
JOIIYyCKaeTCs UCII0JIb30BAHKUE NIEPEKUCH BOJOPO/A, XJIOPCOAEPKAIMX PACTBOPOB);

— HMKOT/A He MCIIO/Ib3yHTe OJHY U TY XKe eMKOCTb [yl KOHbIoraTa u pactsopa TMB;

— mnepen or6opom pactBopa TMB u3 pakona He0GX0IUMO MPOTEPETh KOHYC 103aTOpa (BHYTPEHHIOO
U BHELIHIOIO [TI0OBEPXHOCTH) CHAvana AMCTH/UIMPOBAHHOM BOMIOM, a 3ateM 70% STHIIOBBIM CITMPTOM, TaK Kak
Masieliiee 3arpsa3HeHUue KOHBIO-raTOM MOXKET IPUBECTH K KOHTAMUHAIIMH BCETO COACPXKUMOTO (pI1aKoHa;

— MCIOJIB3YHTE TOJIBKO OAHOPA30BbIe HAKOHEYHUKH IJIS J03aTOPOB;

— He oOpabaTbIBaiiTe Ae3MH(QUUUPYIOMMMHU PACTBOPAMHM M MOIOIIMMH CpeACTBaMHU IOCYAY (BaHHOY-
KH), UCTIONIB3YEMYIO JJisl paboThl ¢ KOHBIOraTOM 1 pactBopom TMB;

— B ClIydae IOBTOPHOIO MCIIOJIb30BAHUS NMOCYAY (BAHHOYKH) JUIS KOHBIOraTta HeoOXOJUMO MPOMBITH
IIPOTOYHOM BOAOM M TIIATEILHO ONOJIOCHYTh AUCTHIIIMPOBAHHOM BOJOM; nocyny (BaHHOUKM) A/ pacTBOpa
TMb ononocuyts Bomo#, npomelth 70% 3THIOBBIM CHHPTOM M TIMATENBHO OTMBITh AUCTH/UIHPOBAHHOM

Perncrpamus MH B Pocanpasrangsope
www.nevacert.ru | info@nevacert.ru



BOJIOH;

— €C/IHM JOIylneHa olKMOKa X BHECEHWH aHAIM3HPYEMbIX 00pa3LOB, HENb3s, ONIOPOXKHUB 3Ty JIYHKY,
BHOCHTH B Hee HOBBIN oOpaselr; Takas JIyHKa OpakyeTcs.

KauecTBO IIPOMBIBKH JIYHOK INTAHIIETA HI'PAET BANKHYI POJIb AJIs ITOJYHEHHs IPAaBHIbHBLIX pe-
3yJIbTATOB AHAJIN3A:

— Jlns acnupanyy aHaIM3HPYEMBIX 00pa3lioB U MOCIEIYIOMIEH IPOMBIBKY PEKOMEHIYETCS HCII0Ib30-
BaTh aBTOMAaTHUECKOE WJIX PyUHOE IIPOMBIBOYHOE YCTPOMCTRO.

— JlobusaiiTech MOJIHOrO 3al0JHEHHS H ONOPOXKHEHHA BCEX JIYHOK IUIaHIIETa B MPOIecce IIPOMBIB-
ku. HegoctaTouHas acnupanus )XUIKOCTH B MPOIECCE IPOMBIBKMA MOXKET IIPUBECTU K MOHUIKEHUIO UYB-
CTBUTEIIBHOCTH U celUUYHOCTH aHaIU3A.

— Crnepute 3a COCTOSIHUEM IPOMBIBOYHOIO YCTpoHCTBa — peryispHo (1 pa3 B Henemo) obpabaTsiBaite
HIIAHTY 1 eMKOCTH 70% 3THUIIOBBIM CIIMPTOM.

— Jlns mpenoTBpallleHus 3acOPEHUsl MITl IPOMBIBOYHOIO YCTpPOMCTBA B KOHIE pabouero aHsi oOs3a-
TEJIbHO BBINOJHUATE MPOLEAYPY ONOJACKUBAHUSA CUCTEMBI ITOIaYH KUIKOCTH AUCTUIUIMPOBAHHON BOJOM.

2. Ouenka anaausa 1no Kod(pGuuueHTy NO3UTHBHOCTH
Pe3ynpTarhl aHaIM3a MOXHO OLEHUTh 10 koapuuuenty nozutusHoctu (KII), paccunrtsiBas oTHOLIE-
nue OII B nynxe ¢ o6pazuom nanueHTa oTHOCUTENEHO Ollgpyr, (11. 9.2).
Jlist pacdera koadduieHTa MO3UTUBHOCTH 00pa31oB UCIIOIb30BaTh CIEAYIOMIYIO (POPMYITY:
Onoﬁp‘
Knoﬁp.=
OHK[]HT.
PesynsraTt aHanusa nogoxkuTtenabHblil, ecin Kllosy > 1, rae Kllosp, — k03 dULMEHT TO3UTUBHOCTH HC-
ciexyeMoro oopasma.
Pesynsrar ananusza orpunateabuslii, ecnm Kllggp, < 1.
Pacuer KIT nenecoobpazio npoBoAUTH 1718t OIleHKH KoHneHTpauuu IgM k BI'E B uccnenyemsix o6paz-

1ax ¥ npu HabmomeHnu 3a namenenueM konuentpauuu IgM x BI'E B aunamuke B napHbix obpasuax ChIBO-
POTOK.

3. Kparkas cxema npoBegenus MDA
niist Habopa peareHToB
«Bexkroren E-IgM»
Hcnonwb308ame moavbko nocie muyameibHo20 03HAKOMIEHUS ¢ UHCmpyKyuet!

Buectn: o 100 mxn KT, K—;
o 90 mxs1 PPC u o 10 Mk uccnenyeMbix o0pasios.
Nukybuposarhb: 30 mun, 37°C.

IIpomMbITh: [IPOMBIBOYHBIM PACTBOPOM,
400 mxu, S pas.
BaecrTu: no 100 MK KoHblOraTa.

NukybuposaTh: 30 mus, 37°C.

IIpomebITh: POMBIBOYHBIM PACTBOPOM,
400 mx1, S pas.
Buectn: no 100 Mk pactsopa TMB.
HNuxyoupoBarnb: 25 muH, 18-25°C B TeMHOTE.
BuecTn: 100 mKJ1 cTOM-peareHTa.
H3mepurnb: OIT npu 450 um / pedepeHcHas amuHa BOJIHBI — 620655 HM.
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4. I'padmueckne cumMBoJIbI

&

Homep no katanory

(wo]

MeauumHekoe
vnanenue Ana
AvardocTuky in vitro

<q

Copepxumors
AOCTATOHHO

ANS NpoBeASHUA
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B>

He crepunbHo
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No NPUMEHEHWID

SR ’r AnanazoH
~{ |Rara
d Warotosurens ¢ o
OGpatutecs
8 WMenonbaosate 40 ... D}] K MHCTPYKLMM
| no npumeHeHvo
O o!
Ozrp‘:a?rﬁ)r:cn. vryvamoo | ata 8 dopmare
A Kk MHCTpYKUMK rrvam | [0A-Mecau-flenn

log-Mecsy,

Koncybraumio cnienuasiera 1o paéore ¢ HaGopoM MOKHO MOJYIHTD 10 TeJL: (383) 227-75-40,

Tabauua pacxosa KOMIOHEHTOB HAGOPA peareHToOB

1TpoMBIBOYHEIH pacTBOp
ey Konrrorar Pacteop TMB
HCII0JIb3YEMBIX OCB-Tx25, Juctun. Boja, i : M}; :
CTPHUIIOB MU M
1 2.0 1o 50 1.0 1.0
2 4.0 10 100 2.0 2.0
3 6.0 110 150 3.0 3.0
4 8.0 10 200 4.0 4.0
5 10.0 J0 250 5.0 5.0
6 12.0 10 300 6.0 6.0
7 14.0 10 350 7.0 7.0
8 16.0 110 400 8.0 8.0
9 18.0 110 450 9.0 9.0
10 20.0 10 500 10.0 10.0
11 22.0 10 550 11.0 11.0
12 24.0 10 600 12.0 12.0
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