VYr1BepxaeHa
npuka3zoM Poc3apaBHaazopa
ot 11 anpens 2012 r. Ne1708-I1p/12

NucTpykuus
10 MPUMEHEHHIO Ha0Opa peareHToB sl KaYUeCTBEHHOTO UMMYHO(EPMEHTHOTO
ornpeneseHus ayuieprencrnennpuieckux |gE-anTuren B CbIBOPOTKE KPOBU
(IgE-AT-UDA)

1. Haznauyenue.

1.1. Habop pearentoB IgQE-AT-UDA npenHazHaueH A1 KAUECTBEHHOTO OINPEENICHHsI COAEPIKaHUS
anneprencnenuduueckux IgE B cbIBOPOTKE KPOBU YEJIOBEKA METOJIOM TBEPIO(Pa3HOr0 UMMYHO(EpPMEHT-
HOT'O aHaJIu3a.

1.2. Onpenenenne amuieprencnenuduueckux IgE ucmonp3yeTcs B KIMHUYECKON MPAKTUKE JUTS JHa-
THOCTUKH aJJIEpru4ecKux 3a00JeBaHui, BBI3BAHHBIX MBUIBLIEBBIMH, OBITOBBIMHU, MUIIEBBIMH, SHAECPMAITb-
HBIMH U IpyTUMH QJJIEPreHaMu.

1.3. HaGop paccuuTtan Ha ompeaesieHHe coaepkanus amiepreHcnenupuuecknx IgE B 8 oOpasmax
CBIBOPOTKH KPOBH, BKJII0Yasi KAJIMOPOBOYHBIE MTPOOHI.

2. IlpuHuMn MeToaa.

2.1. IlpuHuun MeToAaa - TBepoQa3Hblii HEKOHKYPEHTHBIN HEeNpsIMON UMMYHO(EpPMEHTHBIN aHAIIU3.
B Habope ucnonb3oBaHbl MOHOKJIOHANIbHBIE aHTU-IJE-anTHTENa, BXOASIIME B IEPOKCUAA3HBIN KOHBIOTAT,
CIOCOOHBIN BBISBIISATH B CHIBOPOTKE KPOBH YEJIOBEKa aHTHUTENa Kilacca MMMYyHoOrnoOynuHa E, koropele
adp(UHHO B3aMMOJCUCTBYIOT C ajuIepreHaMH, COPOMPOBAHHBIMH Ha TOBEPXHOCTU MOJIUCTHUPOIOBOTO
TUTaHIIeTa.

AKTUBHOCTh MEPOKCUAA3bl OMPEAEISAIOT IO pa3iokKeHUI0 cyOcTpara - mepekucu Bojgopoja. Ilpo-
JOYKT peakliu pa3joXKeHUs MpeBpamaer Mojiekyisl xpomoreHa (TMb - terpameTnnOeH3uiuHa) B OKpa-
IIEHHOE COEJMHEHME, KOJIMYECTBO KOTOPOro MPONOPLUOHAIBHO coaepxkaHuio |gE-anTtuTen k coorser-
CTBYIOLIIEMY aJUIEpIeHy B aHAJIM3UPYEeMOM 0OpasLe.

Pe3ynbTaThl aHaJM3a PEeruCTPUPYIOT C MOMOLIBIO (OTOMETpPA BEPTUKAIBHOIO CKAaHUPOBAHUS MPHU
nrHe BOJIHEI 450 HM.

3. Cocrtas nHadopa.

B cocraB HaOopa BXOIAT CleAyIOMIE KOMITOHEHTHI:

- IUTAHIIET HOJIUCTUPOJIOBBIN 96-TyHOUHBIH HAOOPHBIN [0AMH 8-ITyHOUYHBIH CTPHUII, MOKPBITHIN AHTHU-
IgE-AT (pedepenc-ctpun), mapkupoBaH P1, u oquHHaAaTh 8-IyHOUHBIX CTPUIIOB, MOKPBITHIX aJljepre-
Hamu 22 BUI0B, MapkupoBaHbl P3] — 2 mr.;

- KanuOpOBOYHBIE TPOOBI HA OCHOBE SMOPHOHAIBHON TENSYbEH CHIBOPOTKH C HCIIONB30BAaHUEM

npemapata IgE uenoBeka u asuna Hatpus 0,1%, conepkamue u3BectHsie konuuectsa IgE - 0, 50, 100,



200 u 400 xE/n; xanubpoBouHble MpoObI aTTeCTOBaHbI 10 BropoMy MexayHapoaHomy ctanaapty IgE
yenoeka IRP 75/502, mapkupoBans! P2, roToBBIC K TPUMEHEHHIO - 5 (iakoHoB (110 0,07 mur);

- KOHBIOTaT MOHOKJIOHANBHBIX aHTUTeN K IgE ¢ mepokcumazoit xpena, 100-kpaTHbI KOHIIEHTpAT,
MapkupoBaH P4 - 1 ¢iakon (0,25 mi);

- mpoMmbIBarolui pacTBop, 10-KpaTHBIA KOHIEHTpAT [TpUC(OKCHUMETWI)aMuHOMeTaH, 3,6 1; 1 M
pacTBOp COJISTHOUM KUCIOTHL, HATpUs Xyopu, 5,1 r; tBun-20, 0,3 mi], pH 7,4, mapkupoBan P5 - 1 ¢uakon
(30 mm);

- rerpametunoeH3uauH (TMB), mapkupoBaH P6, roToBbIi kK TpuMeHeHu0 - 1 ¢akon (22 mo);

- cron-peareHt (1 N pacTBop cepHOI KUCIIOTHI), MapKupoBaH P7, roToBbIN K npuMeHeHuto - 1 ¢ua-
KoH (12 mn);

- Tpadaper i aHanmuza - 1 mr.

4. AHAJIMTHYECKHE XapaKTePUCTHKHN Ha0opa.

4.1. YyBcTBUTENHHOCTh HabOpa (MUHUMAJILHO ONpeiessieMasl KOHIIEHTpAIsl) COCTaBIIsIeT HE MEHEee
50 xE/n, uto coorBercTByeT 1 Kitaccy RAST.

5. AHanuzupyemble 00pa3ubl.

5.1. Heremonu3upoBaHHasl Ipo3payHasi CBIBOPOTKA KPOBH YEJIOBEKaA.

OOpa31pl CHIBOPOTKHA KPOBU MOXKHO XPaHUTh NpH TemnepaTtype 2-8 °C He Oosee 2 qHel wiu npu
temrieparype -20 °C u Hmwke He OoJiee 3 MecCsIIeB.

[ToBTOpHOE 3aMOpakMBaHUE 0OPA3LIOB HE JIOIMTYCKACTCS.

6. Mepbl Ipe10CTOPOKHOCTH.

6.1. [ToTeHuManpHBINA pUCK MpUMeHEHUs Habopa - kiacc 20.

6.2. Bce KOMITOHEHTHI HA0Opa B UCTOJIb3yEMbIX KOHIEHTPAIMAX, 32 UCKIIOUEHHUEM CTOI-peareHTa
(1 N pacTBOp cepHOI KHUCIIOTHI), SIBISIOTCSI HETOKCHUYHBIMU. CTOm-peareHT o0jamaeT pa3apa)karolinM
JIeNCTBUEM; ClleyeT n30erath ero pa3OpbI3rUBaHuUs U MOMAJaHus Ha KOXKY U clIM3ucThie. B ciiydae mona-
JTAaHUS CTOM-peareHTa Ha KOXY WJIH CIM3HUCThIE TOKPOBBI CJIETYET MPOMBITh MOPAXKEHHBIH Y4acTOK 00Jb-
[IM KOJIMYECTBOM MIPOTOYHOM BOJIBI.

6.3. Ilpu pabote ¢ Habopom cruemyer cobmonath «IIpaBuna ycTpoicTBa, TEXHUKH 0€30MaCHOCTH,
IPOM3BOJICTBEHHOI CaHUTapUHU, IPOTUBOAUIEMHUYECKOTO PeXUMa U IMYHOW TUTHEHBI NTpH paboTe B Ja-
OopaTtopusix (OTIENEHHSX, OTAeNIaX) CAaHUTAPHO-3MUIEMHUOIOTUYECKUX YUPEXKICHUN cUcTeMbl MUHHU-
crepctBa 31paBooxpanenus CCCP», (Mocksa, 1981 r.).

6.4. Ilpu paborte ¢ HAOOPOM cieIyeT Ha/leBaTh OJHOPA30BHIC PE3MHOBBIC WM IUIACTHUKOBEHIE TEp-
YaTKH, T.K. 00pa31bl KPOBU YENIOBEKaA SIBJIAIOTCS MOTEHIIMAIBLHO HHPHUIIMPOBAHHBIM MaTepHalloM, CIIOCO0-
HBIM JUTMTENIFHOE BpeMs coXpaHsaTh M nepenaBath BUY, Bupyc rematuta unm mo0o0il apyroit Bo3Oyau-

TeJb BUPYCHBIX HHMEKITHIA.



7. O6opynoBaHue U MaTepuaibl, He00X0AUMbIe IPU padoTe ¢ HAGopoMm:

- (poTOMETp BEPTHKAIBHOTO CKAaHUPOBAHUS, MTO3BOJIIONINI MPOU3BOIUT U3MEPEHUE ONTHYECKON
IUIOTHOCTH B JIyHKaX IUIAHILIETa MPH JUITMHE BOJHBI 450 HM;

- IMIETKH [10JyaBTOMATUYECKHE OJTHOKAHAJIbHbIE U MHOI'OKaHAJIbHBIE BAPbUPYIOLINE CO CMEHHBIMU
HAaKOHEYHUKaMHU, MO3BOJISIOMNUE 0TOMpaTh 00beMbl kuakoctu 10-1000 Mk, aTTecTOBaHHBIE O 3HAYE-
HUIO CPEIHEH J103bI U CXOJMMOCTH Pe3yJIbTaTOB MUIETUPOBAaHUS (omubdka +3%);

- IpuOOp ISl BCTPSIXMBAHUS PAMKH CO CTpUNIaMHu (IIEHKep);

- TEpMOCTAT, NOJAepKUBatoLuil Temmneparypy 37+1 °C;

- XONOJWILHUK OBITOBOM;

- WIMHJP MEPHBIA BMeCcTUMOCThIO 500 mit;

- CTaKaH MEPHbIIl BMECTUMOCTBIO 25 M,

- Oymara ¢puIbTpOBaJIbHAS;

- BOJla IUCTUJUIMPOBAHHAS;

- IEPYATKHU PE3NHOBBIC WM IIJIACTUKOBBIE.

8. IloaroroBka k aHau3y.

8.1. M3Bneub HabOp M3 XOJOAMIBHHMKA, BCKPBITh YIAKOBKY M BbIAEP)KaTh BCE KOMIIOHEHTHI MPH
KoMHaTHOH TemmepaType (18-25 °C) B TeueHue BpeMeHH He MeHee 30 MUHYT.

8.2. IlpuroroBneHne paboyero NPOMBIBAIOIIETO PACTBOPA.

K ognomy o6bemy comepxumoro ¢iaakona PS5 moGaButh 9 00beMOB AMCTHIIIIMPOBAHHOW BOABI U
TILATEJIBHO MEPEMENIATh.

Pabounii npoMbIBaIOIIKN pacTBOP MOXKHO XpaHUTh IpH Temmneparype 2-8 °C He 6onee 10 aHeil.

8.3. [IpuroToBieHye pabodyero pacTBOPa KOHBIOTATa,

B crakan mepHbIit BMecTUMOCTBIO 25 it iepenectu 0,2 mit cofepxumoro ¢uiakona P4, nosectu 10
MeTkH 20 M1 paboYuM TPOMBIBAIOIINM PacTBOpOM (1. 8.2.) u nepemMeniaTth. [ '0ToBUTh 32 30 MUHYT mepen
HCIIOJIb30BaHuEM !

Pabounii pacTBOp KOHBIOTaTa MOXXHO XPaHUTH IpH Temreparype 2-8 °C He Oosee 2 THE.

9. IlpoBenenune ananausa.

9.1. Bo BCe IYHKH IUIaHIIETa BHECTH 1Mo 90 MKII pabouero mpoMbIBaroIIero pacteopa (1. 8.2.)***

9.2. Buectu B nynku A-E nepBoro psaa no 10 Mk kanuOpoBOYHBIX P00, a B OCTAJIbHBIE JTYHKHU
BHECTH 10 10 MKJI aHAJIM3UPYEMBIX MTPOO CHIBOPOTKH KPOBH.

Bpewmst BHeceHust Tpo0 B JTyHKU OJJHOTO IUIAHILETa HE JI0JDKHO MPEBBIIIATh 15 MUHYT.

9.3. 3aKkphITh MIIAHIIET KPBILIKON U MepeMeNIaTh COJICPKUMOE TIJIaHIIIEeTa Ha IIeiikepe B TeueHue |

MHUHYTBI, 110CJIe Yero MHKyOupoBath npu Temieparype 37 °C B reuenue 1 vaca.



9.4. llocne 3aBeplieHNs MHKYOAllMM yIadUTh KHUJIKOCTh U3 JIYHOK IJIaHIIETa IyTeM CTPSXUBAHUS,
1ocJje 4ero 100aBUTh BO BCE JIYHKH IUTaHImeTa 1o 150 MK paboyero mpoMBIBAIOIIEr0 pacTBOPa M Uepes3
| MUHYTY yJaJIUTh )KUIKOCTb IIyTEM CTPSXUBAHUSA.

[Ipouenypy npomMbIBKM OBTOPUTH €LIE JBa Pa3a.

9.5. Brectu Bo Bce myHkH mianmiera no 100 Mk pabodero pactBopa Konbtorata (1. 8.3.), HHKyOu-
poBath npu temnepatype 37 °C B Teyenue | 4yaca u yIaiuTh )XKUAKOCTb U3 JIYHOK ITyTEM CTPAXUBAHUS.
[IpoMbITh JTYHKHM IUIaHIIETA TAK, KaK 3TO yKa3aHo B 1. 9.4., mocie 4yero npoMbITh JYHKU IJIaHUIETa JH-
CTWIJITMPOBAHHOM BOJIOM 2 pasa.

[locne oxkoHYaHHUs MOCJEIHEH MPOMBIBKU YAAQJIUThH CJIEABI KHUJIKOCTU U3 JIYHOK HOCTyKHBaHUEM
IUTAHIIETa B IEPEBEPHYTOM COCTOSIHUU 1O (PUIBTPOBAILHOM Oymare.

9.6. Buectu Bo Bce nyHku no 100 mxn TMb (P6) u nnkyOupoBaTh IJIaHIIET B TEMHOM MeCTe MpHU
koMHaTHOU Temmepatype (18-25 °C) B Teuenue 3-15 MUHYT B 3aBUCUMOCTH OT CTEIICHH Pa3BUTHS TOJIY-
00ro OKpalMBaHusI.

9.7. o6aButs Bo Bce JayHKHU 1o 50 Mk cTomn-pearenta (P7); mpu 3ToM coaepKuMoe JTyHOK OKpa-
LIMBAETCS B IPKO-)KEJITHIN 1[BET.

9.8. Usmeputhb ontuueckyro wioTHOCTh (OIT) mpu amvue BoaHbel 450 HM B TeueHHE BpEeMEHH HE 00-
jee 5 MUHYT IIOCJIE OCTaHOBKH PEaKIIUU.

9.9. Ontnueckas miotHocTh KIIa gomkHa ObITH HE MeHee 1,5.

9.10. ITocTpouTh KaIMOPOBOYHBIH I'paduK, OTKIAAbIBas 110 ocH abciuce koHuenTpanuu IgE B kE/m,
10 OCH OPAMHAT ONTUYECKYIO IJIOTHOCTh IIPH JJIMHE BOIHBI 450 HM.

9.11. Haiiti no kanubpoBouHOMY I'pauKy 3HaUeHUs! KOHIeHTpalui cnenuduueckux IgE B ananu-
3UPYEMBIX 00pa3Iax.

9.12. Ilony4eHHble 3HaYeHUsI KOHIIEHTpauu o0pa3ioB B KE/1 Heo0X0aMMO MHTEPIPETHPOBATH CO-

rJIacHO TaOJIUIIE.

TaOmuma
PesyabTaTt KE/01 Kuaace HNurepnperanus
<50 0 OTpuniatebHbIN
50-100 1 Jlerkas anepruyeckas peakuus
100-200 2 YMepeHHast aJulepruuecKkasi peakius
200-400 3 Bricokas ayieprudeckasi peaxist
>400 4 OueHb BBICOKASI aJUNIEPTUYECKasi PEaKIus

10. Ycsi0BUsI XpaHeHHS M IKCIIyaTalluu Hadopa.
10.1. HaGop nomkeH XpaHUTbCS B YIIAKOBKE MPEINPUATUSA-U3TOTOBUTENS IIpH Temnepatype 2-8 °C
B TEUCHHE BCEro cpoka rogHocTu. Jlonmyckaercss XpaHeHue Habopa rpu temneparype 1o 25 °C He Gosnee 5

CYTOK. 3aMOpa)kuBaHNE KOMIIOHEHTOB Habopa He JI0ITyCKaeTCsl.



10.2. Cpok rogHOCTH Habopa - 6 MecsIeB.

10.3. BCKpbIThIE CTPUIIBI XPAHEHUIO HE TMOJIEKAT.

10.4. KanubpoBouHble MpoOkI 1MOCIe BCKPHITHA (PIAKOHOB MOXHO XpaHHUTh IpU TemmepaType 2-8
°C e 6onee 7 queit wiu npu temrepatype -20 °C (u Hke) He 6oJiee 2 MecsIIeB.

10.5. Konsbtorar (100-kpaTHBIN KOHIIEHTpAT) MOCIE BCKPBITHS (PJIaKOHA MOYKHO XPaHUTh MPH TEM-
neparype 2-8 °C He 6ozee 1 mecsna.

10.6. KoHILIleHTpaT MpOMBIBAIOIIET0 PacTBOPA M CTOI-PEAreHT MOCIE BCKPHITUS (DIAKOHOB MOXHO
XpaHUThb pu Temieparype 2-8 °C B TeueHue BCero Cpoka roqHOCTH Habopa.

10.7. TMb nocne BckpoITus (hilakoHAa MOKHO XpaHUTH Mpu Temmeparype 2-8 °C He 6omnee 2 mecs-
LIEB.

10.8. PaGouwuii pacTBOp KOHBIOTaTa MOKHO XPaHUTH NpH Temnepatype 2-8 °C He Oonee 2 nHeil.

10.9. PabGounii nmpombIBaIOIIMKA pacTBOP MOKHO XpaHUTh Npu Temmeparype 2-8 °C ne OGonee 10
THEWN.

10.10. 3ampemiaeTcst HCTIOIb30BAaTh CTOM-PEAreHThl U3 HAOOPOB APYTUX PUPM-TIPOU3BOAUTENEH.

10.11. Ilpn npoBeaeHUM UCCIENOBAHUN CIEAYET YUECTh, YTO MPU MCIOIB30BAHUM Ka)XI0I0 IUIaH-
1eTa HeoOXOAMMO 00s13aTeNIbHO aHATU3UPOBATh KaTMOPOBOYHBIE MPOOHI.

10.12. Ins noiay4yeHUs HaJEKHBIX Pe3yJbTaTOB HEOOXOIUMO CTPOroe cOOII0AeHUEe UHCTPYKLUH 110
MPUMEHEHUIO Habopa.

[To Bompocam, kacarommmcs kadectBa Habopa IQE-AT-UDA, caenyer obpamarsest 8 OO0 HITO
«MmmyHOTIKC» IO aapecy: 355021, r. CraBponons, yiu. JloBartopues, 1771, ctp. 1, Tenedpon: +7(8652)
28-34-60

u B ®I'bYH «HayuHo-uccnenoBatenbckuil HHCTUTYT (PU3HKO-XUMHUYECKOW MenuIuHbl Poc3npaBay

o axgpecy: 119435, r. Mockga, yin. Manas [Tuporosekas, 1. 1A, Ten/dakc (499) 246-44-01, 246-44-09.

*- YBakaemble KJIHEHTDI! Oo6pamaem Bame BHmMaHue Ha TO, 9T0 00BeM KoHBroraTa (0,25 M) U KaImo-
poBouHbIX 1po6 (0,07 mi1) oueHb Man. M3-3a Toro, 4to TpaHCHOPTHBIE KOMITAHWH, HECMOTPSI HA MapKHPOBKY, Te-
PEBOPAYMBAIOT TPY3, JKAIAKOCTH 3aTeKaeT B KPBIIIKY MPOOHPKH, 1 Y Bac MokeT co3marscs BieHaTieHne, 9To mpo-
Oupka mycrasi.

Co cBo€il CTOPOHEI, MBI TAPAHTUPYEM, UTO:

1. Ucnoabp3yeM TOJBKO MPOBEPEHHBIC U T€PMETHYHbBIE IPOOUPKHY;

2. BCE pearcHTHI TIPOXOAT TBOWHOW KOHTPOJIb NIEpe YITAKOBKON M BO3MOXKHOCTE TOTO, UTO «KaKOH-TO pea-
TeHT 3a0bLIH HAJTUTH» UCKIIIOUCHA.

[Toxkamyiicra, MOCTyYnTE 3aKPHITON NMPOOUPKOM 1O TBEPAOH IMOBEPXHOCTH HECKOJIBKO pa3 M, MBI YBEPCHBI,
yTo BBl 00HApYKUTE peareHTHl Ha MeCTe.

Cnacu6o 3a monnmanue!



*
L Taboauna IPUTOTOBJICHUSA paﬁollero pacTBopa KoHbloraTa

KOJIHYECTBO 00beM 00beM
IVIAHIIETOB | KOHBIOraTa | NPOMBIBAKIIEr0 PacTBOpPa
1 100 mxn 9,900 M
2 200 MKk 19,800 mur

L

- Tabmua pacxoaa padbouyero npoMbIBAKIIEr0 PACTBOPA
KOJIMY€eCTBO V, MJ
CTPHUIIOB
1 8
2 16
3 24
4 32
5 40
6 48
7 56
8 64
9 72
10 80
11 88
12 96




