YTBepK/ieHa
npukazom PocsapaBHaazopa
ot 11 anpeas 2012 r. Ne1708-11p/12

WUucTpyKuus
110 TIPUMEHEHHIO HA0Opa peareHToB /Ul KaYeCTBEHHOTO HMMYHOGDEPMEHTHOTO
ompeiesieHus aliepreHcnennpuIecKux IgE-anTHTE B CBIBOPOTKE KPOBH
(IgE-AT-UDA)

1. Haznauenue.

1.1. Habop pearentos IgE-AT-UDA npenxasHadeH /Ui KaUECTBEHHOTO ONPEACICHIA coepKaHus
amneprencnernduueckux IgE B ChIBOPOTKE KPOBH |€I0BEKA MCTOAOM TBepo(azHoro nMMyHO(EpMeHT-
HOTO aHaA/IM3a.

1.2. Onpenenenue avieprencnenuduueckux IgE nenonbsyeres B KJIMHAYECKON TpaKTHKE /s JiHa-
FHOCTHKH a//IepraYecKuX 3a00/eBaHn, BBI3BAHHBIX MBUILICBBIMH, OBITOBBIMH, NMHIIEBBIMH, JIHAEPMAIb-
HBIMH M JIPYTUMH ajlJiepreHamH.

- 1.3. HaGop paccunTaH Ha OIpEIC/ICHHE COJEPIKaHNU anneprencnenmduuecknx IgE B 8 odpasuax
CHIBOPOTKH KPOBH, BKJIFOUasi KaTHOPOBOUHBIE MIPOOBL.
2. Mlpunoun mMeroja.
2.1. Tpusimn MeTo/1a - TBepAoda3Hbli HEKOHKYPEHTHBIH HENpsSMOH HMMYHO(DEPMEHTHBIH aHaJIN3.
%l B nHaGope MCIob30BaHbl MOHOKIOHAIbHBIE aHTH-IgE-anTHTe A, BXOIAIINE B IIEPOKCHIa3HbIM KOHBIOTAT,
" CIOCOOHBINH BBISRIATH B CBIBOPOTKE KPOBHM 4Ye€JIOBEKa aHTHTENA Kiacca uMMyHormo0yiauHa E, xoropblie
[ apUHHO B3aUMOIEHCTBYIOT C aLUIEpPreHaMu, copOMpOBaHHBIME Ha MOBEPXHOCTH IOJHCTHPOIOBOTO
maHeTa.
AKTHBHOCTb IIEPOKCHIA3bl OMPENETISIOT M0 PA3oKeHHI0 cydcTpaTa - NMEPEeKUCH BOAOPOZA. I1po-
JIYKT PEaKiiiy pas3ioKeHHs IPEBpalaeT MOJICKYIbl XpOMOTeHa (TMB - TeTpamMeTHIOEH3H/IMHA) B OKpa-
[IEHHOE COCTMHEHHME, KOJMYECTBO KOTOPOTO MPONOPHHOHATBHO cojepxkaHiio IgE-aHTuTe/l K COOTBET-
«  CTBYIOIIEMY a//IePreHy B aHAJTM3UPYEMOM o0pasiie.
Pe3y/bTaThl aHAIM3a PETHCTPHPYIOT C MOMOIIBIO (pOTOMETPA BEPTHKAILHOIO CKAHUPOBAHHUA TPH
JutHHE BOJIHBI 450 HM.
3. CocraB Habopa.
B cocras Habopa BXOIAT CIEIYIOIIHE KOMIIOHEHTEL:
- [JIAHIIET [OMHCTHPOIOBbI 96-1yHOUHBIH HAGOPHBIH [0/MH 8-TyHOUHbIH CTPHUIL, HOKPBIThIH aHTH-
IgE-AT (pedepenc-cTpum), Mapkuposad P1, U oMHHAINATH 8-IyHOYHBIX CTPHIIOB, MOKPBITHIX ajlIepre-
HaMH 22 BUJIOB. MapKupoBaHbl P3| — 2 wmT.;
- KaIHOpPOBOUHBIE MPOObI HA OCHOBE SMOPHOHATBHOH TEIAYbEH CHIBOPOTKH C HCIOJB30BAHACM

npenapara IgE uenoBeka u asuaa Harpus 0.1%, coaepikaiiue H3BECTHIC KOJINHECTBA IgE - 0, 50, 100,




200 u 400 xE/n; xanmbpoBoyHble MpoOBI arTecToBaHbl 0 Bropomy MekayHapoaHoMmy cranaapty IgE
uenoseka IRP 75/502, mapkuposans! P2, roToBsle k npuMeHeHHIO - 5 ¢piakoHoB (1o 0,07 mi);

- KOHBIOTaT MOHOKJIOHAJILHBIX aHTHTeN K IgE ¢ mepokcuaaszoli xpena, 100-kpaTHbIi KOHIIEHTpAT,
mapkuposan P4 - 1 ¢naxon (0,25 mu);

- NPOMBIBAIOLIMH pacTBOp, 10-KpaTHBIH KOHLEHTpaT [TpHc(OKCHMeTHI)aMHHOMeTaH, 3,6 r; 1 M
PacTBOP COJISIHOM KUCNIOTHI; HATpust XJa0pui, 5,1 r; tBuH-20, 0.3 Mma|, pH 7.4, mapkuposan PS5 - 1 ¢dnakon
(30 mn);

- terpametundensuaud (TMB), mapkuposan P6, rotoBeiil k npumeneruio - 1 guiakos (22 mi):

- cTon-peareHt (1 N pacTBop cepHO# KHCI0ThI), MapKkHpoBaH P7, roToBblit k npumeneHuio - 1 ¢uia-
KOoH (12 mi);

- Tpadapert /U1 aHaIM3a - 1 mr.

4. AHa/IMTHYECKHE XapAKTePHCTHKH Habopa.

4.1. YUyscTBHTeNbHOCTH HaOOpa (MHHUMAIBHO ONpe/e/iseMas KOHLIEHTPal ) COCTaB/IseT He MEHee
50 xE/n, uto coorBetrcTBYeT 1 Knmaccy RAST.

5. AHanm3upyembie 00pasubl.

5.1. Heremonu3upoBaHHas Ipo3padHasi CEIBOPOTKA KPOBH YeJI0BEKa.

OBpasipl CIBOPOTKHM KPOBH MOJKHO XpaHHTH pH Temmneparype 2-8 °C ne Gonee 2 aneit iy npu
temneparype -20 °C u Huxe He Oosiee 3 MecsLEB.

[ToBTOpHOE 3aMOpakHBaHHE 00PA3LIOB HE JOIYCKAETCS.

6. Mepbl 1pe10cTOPOKHOCTH.

6.1. lloTennuunanbHbIi pHCK MpUMeHeHUs Habopa - Knace 26.

6.2. Bece kOMIOHEHTHI Habopa B HCIONB3yeMbIX KOHLEHTPAIUSX, 38 HCKIIOUEHHEM CTON-peareHTa
(I N pacTBOp CepHOH KHCIOTBI), SABIAIOTCS HETOKCHYHBIMH. CTON-peareHT obnazaeT pasapakaromuM
AeHCTBHEM: Clie/lyeT u30erath ero pa3dpeI3rHBaHUs U MOMAJAHHs HA KOXKY M CM3uCThIe. B cayuae mona-
JaHus CTON-peareHTa Ha KOXKY WJIM CIIM3UCTBIE TIOKPOBBI CIIEIYET IPOMBITH TOPAKEHHBIH Y4aCTOK 00JIb-
IIAM KOJIMYECTBOM NPOTOYHOM BOJIBI.

6.3. llpu paGore ¢ HaGopoMm creayer cobmonars «IIpaBuna yerpoicTBa, TEXHHKH OE30MaCHOCTH,
MPOH3BOICTBCHHOH CAHHTAPHH, IIPOTHBOAIIHIEMHYECKOTO PE)KUMa U JIMYHON TMrMeHbl npu paboTe B na-
Oopatopusx (OTJeNeHHAX, OT/AeNax) CAHHTAPHO-IMHIEMHOJIOTMYECKUX YUPEKICHHI cHcTeMbl MUHH-
crepera 3apaBooxpanenus CCCPy», (Mocksa, 1981 r.).

6.4. Tlpn pabote ¢ HabopoM ciIeayeT HaJaeBaTh OJHOPA30BBIE PE3MHOBBIC MM TLTACTHKOBBIE IIEp-
9aTKH, T.K. 00pa3ibl KPOBH YeNOBEKa SBJIAIOTCS MOTCHIHAILHO HHOUIIMPOBAHHLIM MATEPHAIIOM, CIIOCO0-
HBIM JUTHTEIBHOE BpeMsl COXpaHATh U nepenasate BUY, Bupyc remarura umm moGoil apyroil Bo3oyau-

Telb BHPYCHBIX HHMEKIIHH,




7. OGopyaoBaHHe U MaTEPHAJIbI, HEOOX0MMBIE IIPH padoTe ¢ HaAGopom:

- (hoTOMETp BEPTUKAIBLHOIO CKAHHPOBAHHSI, ITO3BOJSIONIHH MPOU3BOANTE U3MEPEHHE ONTHYECKOMH
MIOTHOCTH B JYHKaX IJIaHIIETA [IPH JUIMHE BOJIHBI 450 HM;

- UTMIETKH TOJIyaBTOMAaTHYECKHE OJJHOKAaHAIbHBIE H MHOTOKaHAIbHBIE BAPLUPYIOIIUE CO CMEHHBIMH
HaKOHEYHHKaMH, MO3BOJIIONIHE OTOMpaTh 00beMbl kuakocTH 10-1000 Mk, arTecToBaHHBIE MO 3HAYE-
HHUIO Cpe/IHEH /103bl M CXO/IMMOCTH PE3YyJIbTaTOB MMUIETHPOBAaHUS (omHOKa +£3%);

- pudOOp LISt BCTPSIXUBAHMS PAMKH CO CTPUIIAMH (ILEHKep):

- TEpMOCTAT, IOIepKUBatoui Temneparypy 37+1 °C;

- XONO/IMJIbHUK OBITOBOM;

- LAJIHHJP MEPHBIH BMECTUMOCTBIO 500 MiT;

- CTaKaH MEPHBIA BMECTUMOCTBIO 25 MJT;

- Oymara ¢unbTpOBaIbHA;

- BO/Ia IMCTUIITHPOBAHHAS;

- IEPYaTKH PE3UHOBBIE WM IIACTHKOBBIC.

8. [loaroroBka Kk aHaIu3y.

8.1. M3pneur HabOp M3 XOJIOAMIBHHMKA, BCKPHITH YIIAKOBKY M BBIAEPXKKATH BCE KOMIIOHEHTBI MPH
KOMHaTHO#1 Temieparype (18-25 °C) B Teuenue BpemMeHu He MeHee 30 MHHYT.

8.2. [Ipurorossienue pabo4ero NPOMBIBAIOIIETO PACTBOPA.

K onnomy obnemy coaepxxumoro ¢uiakona PS5 1o6aButh 9 00bEMOB AUCTHIUIMPOBAHHON BOBI H
TIIATETBHO MepeMenaTh.

Paboumnii mpoMEIBaIOIIMH pacTBOP MOXKHO XPaHUTE 1pu Temneparype 2-8 °C ue 6onee 10 nuei.

8.3. [Ipurorosnenne pabouero pacTBOpa KOHbIOraTa, *

B crakan MepHBbIif BMecTUMOCTBIO 25 Mt iepenectu 0,2 M coiepsxumoro ¢aakona P4, noeectu 10
MeTKH 20 M1 pabodiM MPOMBIBAIOIIHAM pacTBOpoM (I1. 8.2.) u nepeMeniats. [ 0ToBUTH 3a 30 MHHYT Tiepen
HCIOIB30BaHUEM !

Pabounii pacTBOp KOHbBIOraTa MOYKHO XPaHHTH NpH TeMmieparype 2-8 °C He Gonee 2 THEH.

9. IlpoBenenne ana/iusa.

9.1. Bo Bce nyHKy IuianieTa BHecTH 1o 90 Mk pabouero npomeiBaromero pacteopa (. 8.2.)%**

9.2. Brectu B nynku A-E nepsoro psiaa mo 10 MK KamuOGpOBOYHBIX 11po06, a B OCTaIbHBIE TYHKH
sHECTH 110 10 MK aHATM3UPYEMBIX TIPOO CHIBOPOTKH KPOBH.

Bpewms BHeceHust npo0 B JTyHKH OJIHOTO IUIaHIIETa He JOJDKHO IPEBBIATEL |5 MUHYT.

9.3. 3aKpBITh NJIaHIIET KPBIIKOH U IIepeMeliaTh COJAEPKUMOE nnaHmeTa.Ha melikepe B TeuyeHHe |

MHHVTBL 110C/I€ Yero HHKYOHpoBaTh npu Temneparype 37 °C B Teyenue 1 yaca.




9.4. llocne 3aBepiueHUss HHKYOAUMH YAQIUTh KUAKOCTh U3 JIYHOK ILIAHIIETa [yTeM CTPSXHBaHUA,
mocsie 4ero 100aBUTH BO Bce JIyHKH IutaHmeTa mo 150 Mk pabodero mpoMbIBarOIIErO pacTBOPa H 4epe3
| MHHYTY yJAQIMTh XKHJIKOCTh IIYTEM CTPSIXHBAHHUS.

[Iponenypy NpOMBIBKH MMOBTOPUTE €IIIE JIBA pa3a.

9.5. Buectu BO Bce nyHKH muiaHuera 1o 100 mxa pabouero pactBopa KoHbtorara (1. 8.3.), HHKyOu-
poBatk npu temneparype 37 °C B TedeHHe | Yaca ¥ YIAATHTh KHJKOCTh M3 JYHOK ITyTeM CTPSXHBAHHUS.
ITpoMBITH JTyHKH IIIAHIIETa TAaK, KaK 3TO yKa3aHo B m. 9.4., nocie yero IIPOMBITh JIYHKH IUIAHIIETA JIU-
CTHLTMPOBAaHHOM BOJI0H 2 pa3sa.

[Tocne okOHuUaHMS MOCHENHEH NPOMBIBKU YAAIUTH CIEIbl KMAKOCTH M3 JTYHOK MOCTYKMBaHHEM
MIaHIIETa B [IEPEBEPHYTOM COCTOSIHUHU 110 (PHIILTPOBAILHOK Oymare.

9.6. Buectu Bo Bee nynku o 100 mxin TMB (P6) 1 nHKYOMpOBaTh IUIAHIIET B TEMHOM MeECTe IPU
KoMHaTHOH Temneparype (18-25 °C) B Teuenue 3-15 MUHYT B 3aBUCUMOCTH OT CTEIIEHU PA3BUTHS TOJTY-
00r0 OKpallluBaHUS.

9.7. loGaButs Bo Bce iMyHKHM 1o 50 Mk cron-pearenTta (P7); nmpu 3ToM conepkumoe JYHOK OKpa-
LIHBACTCA B APKO-KEJITHIH 1IBET.

9.8. U3meputsb ontuyeckyto wiotHocts (OIT) mpu aiuune Boaubl 450 HM B TeyeHHe BpeMeHH He 60-
7ee S MHUHYT [10CJIe OCTAaHOBKH PEaKIIMH.

9.9. Ontrueckas miotHocTh Kl omkna ObiTh He MeHee 1,5.

9.10. TocTpouTs KamudpoBoUHLIH rpaduk, oTKIaAbBaAs 10 ocu abcuuce KoHneHTpanuu IgE B KE/n,
10 OCH OpPJHHAT OIITUYECKYIO IJIOTHOCTH MPH JUTHHE BOJIHBI 450 HM.

9.11. Haiiti no xamubpoBouyHOMY rpadMKy 3HaueHUs KOHIEHTpanui creimbuueckux IgE B ananu-
3HpyeMbIX oOpa3siax.

9.12. [lonyueHHble 3HaUEHUS KOHIIEHTpAUH 00pa3ioB B KE/T HE0OX01MMO HHTEPIIPETHPOBATD CO-

riacHo tadmuie.

Tabnuna
PesyabTaTt KE/n1 Kunace HaTepnperanus
<50 0 OTtpunarenbHbIH
50-100 1 Jlerkas annepruyeckas peaknus
100-200 2 YMepeHHas ajuleprudeckas peakims
200-400 3 Beicokas aniepruyeckas peakius
>400 4 OueHb BbICOKas ajl/iepruyecKas peaxkius

10. Yer0oBus XpaHeHHS H YKCIUTyaTalluu Habopa.
10.1. Habop nomken XpaHHTBCS B YITAKOBKE TIPEANPUSITHSI-H3TOTOBUTENs TpH Temneparype 2-8 °C
B TCHUCHHE BCETO CpPOKa rojiHoCTH. JlomyckaeTces XpaHeHue Habopa npu temmeparype 10 25 °C ne Gonee 5

CYVTOK. 33.\10pa)KHBaHH€ KOMIIOHCHTOB Haﬁopa HE JOIMYCKacTCA.




10.2. Cpok rogHoctu Habopa - 6 MecsIeB.
10.3. BekphIThie CTPHITBI XPAaHEHUIO HE TIOJJIeKAT.
10.4. KanubpoBoYHBIE MPOOBI MOC/IE BCKPHITHS (GJIAKOHOB MOKHO XPaHUTh IpU Temmeparype 2-8
#e Dostee 7 e wim npu temueparype -20 °C (1 Hike) He Oosee 2 MecsIEB.
10.5. Konstorar (100-KpaTHBIH KOHIIEHTPAT) MOC/E BCKPLITHA (JlakoHa MOXKHO XPaHUTh [IPH TEM-
Tvpe 2-8 °C He Gonee 1 mecsua.
10.6. KoHileHTpaT NMpOMBIBAIOIIET0 PacTBOpPa M CTOM-PEAareHT IOC/Ie BCKPBITHS (IaKOHOB MOKHO
xpasuThb Npu Temneparype 2-8 °C B TedeHHe BCEro CpoOKa roJJHOCTH Habopa.

10.7. TMB nocie BekpbiTHs (UIaKOHa MOXKHO XpaHUTh npu temmneparype 2-8 °C ne donee 2 mecs-

10.8. Pabouwii pacTBOp KOHBIOraTa MOXKHO XpaHHUTh NpH TeMnepatype 2-8 °C ne Gonee 2 nHei.

10.9. Paboumii mMpOMBIBAOIIMI PAacTBOP MOXKHO XpaHUTh npu Temmneparype 2-8 °C He Gonee 10
AHeH.

10.10. 3anperniaeTcsi UCIOIB30BAThH CTON-PeareHThl U3 HAOOPOB APYrUX PUPM-TIPOU3BOIUTENEH.

10.11. Ilpu npoBeieHHH UCCIIEOBAHUH CIEIYET Y4eCTh, YTO MPH HCMOIb30BAHHH KaXkI0r0 IUIaH-
meTa HeoOX0AMMO 0053aTEIPHO aHATU3HPOBATh KATMOPOBOYHBIE ITPOOBI.

10.12. JInsa noiy4eHus HaJIeKHBIX Pe3yIbTaTOB HEOOX0AUMO CTPOToe COOIIIOIEHHE HHCTPYKIIMH 110
npHMEHEHHUIO Habopa.

ITo Bompocam, kacawomumes kadectsa Habopa IgE-AT-UDA, cnenyer obpamarscst 8 OO0 HIIO
«MavyroToke» mo anpecy: 355003, r. CraBponons, yi. Jlenuna, 384, oduc 85, tenedon: (8652) 28-34-
60

u B ®I'BYH «HayuHno-uccnenoparenbcKiii HHCTHTYT (PU3HKO-XHMHUYECKOH MeaunuHbl Poc3ipasay

no aapecy: 119435, r. Mocksa, yi1. Manas [Tuporosckas, 1. 1A, ten/daxc (499) 246-44-01, 246-44-09.

*- VBamaeMble KJIHEHTbI! Oo6pamaem Bame BHEManue Ha TO, 4To 00beM koHbroraTa (0.25 mi) u kanuo-
pososssix n1pod (0,07 ma) odeHb Mai. M3-3a TOro, 4to TpaHCHOPTHbIE KOMIIAHWH, HECMOTPS Ha MapKHPOBKY, Te-
PESODauMBalOT IPY3, JKHAKOCTh 3aTE€KAeT B KPBILIKY NMpoOHpKH, H Y Bac MoxeT co3maTbecs BnevaTIeHHe, 4To Mpo-
Ospxa mycras.

Co cBoeil CTOPOHBI, Mbl FAPAHTHPYEM, HTO:

1. MCTIOIB3YEM TOJILKO MPOBEPEHHBIE U FepMETHYHbIE MPOOUPKH;,

2. BCE peareHThbl NPOXOJAT ABOHHOM KOHTPO/bL Nepejl YNaKoBKOH M BOSMOKHOCTb TOr0, YTO «KakOH-TO pea-
FesT 32050TH HAJIMTh» UCKITHOYEHA.

[lomanyiicTa, NOCTYUYHTE 3aKPBITOH NMPOOUPKON MO TBEpAOH MOBEPXHOCTH HECKOJIBKO pa3 H, Mbl YBEPEHBI,
Bas ofsapyKUTE peareHTbl Ha MecTe.
Cmacu0o 3a NoOHMMaHue!



** - Tafanuna npuroToBjeHHs pabovero pacTBopa KOHbKIrara

KO0 IH4Y€CTBO o0beM 00bem
OIAHIIETOB | KOHBIOraTa | NPOMbBIBAIOIIEr0 pacTBopa
1 100 mkn 9,900 M
2 200 MK 19,800 mn

*** _ Tabanna pacxoaa pabouyero npoMbIBalNIEro pacTBOpa

KOJIHY€CTBO
CTPHIIOB

V, ma

8

16

24

32

40

48

56

64

72

80

88
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