Y1BepxaeHo Pykoponutenem JlenaprameHTa
T'ocymapCTBEHHOTO KOHTPOJIS JICKaPCTBEHHBIX CPEACTB U
Menununckoii Texuuku Munsapasa PO

B. E. AkumounbiM «07» mast 2002 r.

HNHCTPYKIUA
ITo npuMeHeHnI0 HA00pPA peareHToB A1 HMMYHOXPOMATOrpadgpuueckoro onpeaeaeHusi HAJIMYUSA
antutea k Bupycy renaruta C (BI'C) B chiBopoTKe (I11a3Me) U 1eJIbHOI KPOBH
(MmmynoXpom-anTuBI'C-Jkcenpecc)

PexomeHoBaHa K YTBEPIKICHUIO SKCIIEPTHON KOMHUCCHEH 110 HabopaM peareHToB Ul IMMYHO(EPMEHTHOTO (HeNH(EKIMOHHEIE),
PaariOMMMYHOJIOTHYE€CKOro U APpYrux BUJAO0B UMMYHOXUMUYCCKOI'O aHaIM3a Komurera no HoBo# MelIPIHPIHCKOﬁ TCXHHUKEC MI/IHI/ICTCpCTBa
3apaBooxpaHenus Poccuiickoii @enepanyu
(ITpotoxon Ne 10 ot 19 Hos16pst 2001 r.)

Ha3znauenne
Ha6op MmmynoXpom-autuBI'C-Dkcnpecc mpeaHa3HaueH s OJHOITAITHOrO OBICTPOro Ka4yeCTBEHHOro iN VIitr0 ompeneneHus
Hanmuyus antuten k. Bupycy renatuta C (BI'C) B chiBopoTke(Tuia3me) U HelbHON KPOBH.

IIpunuun padorsl Hadopa

OmpeneneHue OCHOBAaHO Ha INPHHIUIE HMMYyHOXpoMmartorpaduuyeckoro axaimmusza. OOpasel; BcachbIBaeTCs IOTJIOIIAIOLINM
y4acTKOM MHAWKATOpHOH nonocku. [Ipu Hanmnumu B oOpasue antuten k BI'C mocnenHne BCTYNAIOT B PEAKIUIO C MPOTEUHOM A,
CBSI3aHHBIM C MMKPOUYACTHIIAMH KOJUIOMIHOTO 30I5I0Ta, 00pa3ys OKpAallleHHbIH KOMIUIEKC aHTUTE€H-aHTHTENO. DTOT KOMILIEKC
JIBIDKETCSI TI0 MEMOpaHe U CBsI3bIBaeTCsl ¢ peKoMOMHaHTHBIM BI'C-aHTMreHOM, HMMMOOMIM30BaHHBIM Ha MEMOpaHe B TECTOBOW
30HE WHAMKATOpHON Monocku. B ToMm ciydae, ecnu koHueHTpauus aHturen K BI'C B anammsmpyemom oOpasiie mpeBbIIaeT
TIOPOT'OBHI YPOBEHB, B TECTOBOH 30HE BBISIBIISIIOTCS JIBE JIMHUH (DUOJIETOBOTO 1IBETA.

MepsbI npeocTOPOKHOCTH

v" Hcnonp30BaTh TOIBKO JUIA iN Vitr0 1MarHOCTUKMY;

v" He ucnons30Bath HA0Op IOCIE UCTEUEHUS CPOKA TOTHOCTH;

v" He npuHUMATh MUIILY, HATMTKH, HE KyPUTh M T.I1. BOIM3M XpaHEHHUs 00Pa3IoB U TECT-CHCTEM;

v' OGpamarses €o BceMu 00pa3iamMu Kak MOTEHIMATLHO MHOUIMPOBAHHBIMHY;

v TIOBBIIICHHBIE BIaKHOCTH H TEMIIEPATYPa MOTYT HEGIATONPHATHO CKa3aThCsl HA PE3YNIBTATE TECTUPOBAHMS.

v

Marepuanbl, BXOASAIHE B COCTaB Ha0opa: Mamepuanel, He 6x00auiUe 8 cOCMas Hadbopa:
- VHaukaTopHAs OJOCKA B TEPMETUYHOM yIAKOBKE-25 IIT. - Uentpudyra (ans miasmsr)

- Iunerka s 06pasua-25 mr. - Taiimep

- Byodep -1 . - Cnuprosas canderka

- Emxocts 1 coopa obpasiia KpoBu-25 T.

- Jlanuer-25 mr.

Coop 1 npuroroBjeHue odpasua

[Ipu ucnons3oBannu «immynoXpom-antuBI'C-Okcnpecc» MoxeT ObITh HCIIOIB30BaHA KAaK CHIBOPOTKA(TIa3Ma), TaK U LeJIbHAs

kposb. He 3aMopakuBaTh 00pa3ubl HeJbHOI KPOBH.

IIpouenypa TecTupoBaHus
Ilepeo Hauanom mecmuposanus 008edume KOMNOHEHMbl Mecm-cucmemsl 00 KomHamuot memnepamypul (+15+30 C).
1.VI3Biekure TECT-NONOCKY M3 YNAKOBKHM HEMOCPEACTBEHHO Mepe] NPOBEIeHHEM TecTupoBaHus. Hambonee nocroBepHslit pesynbrar
Oy/eT MONIydeH, €CIM TECTUPOBAHHE BBIMOIHICTCS HEMEIUICHHO IMOCIE BCKPBITHA Nakera. [lOMOXKHUTE TecT- MOJIOCKY Ha CyXYIO
TOPU30HTAJIbHYIO ITIOBEPXHOCTD.

2.11py MCIIONB30BAHNU CHIBOPOTKH/IIIA3MBI: Y IepXKUBasi MUIIETKY BEpPTUKaNbHO, BHecute 4-5 kamenb (=100ul) oOpa3sia B eMKOCTb.
OnycTHTe TeCT-MOJI0CKY MOPUCTOH MeMOpaHOi B eMKOCTh JiIsl cOopa oOpasua. Brirouute Taiimep.
[Ipu ncronb30BaHNM BEHO3HOW LENbHOM KPOBU: Y A€PIKMBas MUIIETKY BEPTHKAIBHO, BHecuTe 2-3 Kamm(~60ul)o6pasmna B
€MKOCTBb JIjIst cOopa u 106aBbTe 3 karu Oydepa(=60ul), TuiatenpHo nepeMeinaiite nunetkoi. OMycTHTE TECT-MIOIOCKY OPUCTOM
MeMOpaHOI B eMKOCTh ¢ 0Opa3iioM. BxirounTe Taiimep.

3.I1py UCTIOABb30BAHUH LIETBHON KPOBH:
1. Ilpokonure maner Npy MOMOIIH JAHIIETA.
2. IIpu DOMOIIM NMUMETKH: HEMOCPEACTBEHHO IIPHU [TOMOLIHY MHIIETKH BHECHTE 2-3 KA 1ensHoiM KpoBu (~60ul) B emkocTs mst
cbopa obpasna u mob6asere 3 Karmwmm Oydepa (=60ul), TiatensHo mepemenraiite nmumeTkoi. OMyCTHTE TECT-MTOIOCKY TOPHUCTOM
MeMOpaHOIi B eMKOCTh ¢ oOpa3oM. Brirounre Taiimep.
3. HenocpencreeHHO 13 nanblia: NO3UIHMOHUPYIOT HaJel] MalMeHTa TaK, YTOOBI KaIulsi KPOBH HAXOIMIIACh HaJl TOPUCTOM
MeMOpaHO# TecT-Moa0CKH, Mo3BoibTe 2-3 Karmsim(=60pul) obpasiia «ynacth» Ha HOPUCTYIO MeMOpaHy TecTa WK MepeMelnairte
TTaJiel] ManreHTa Tak, YTOOBI Kalyisi KpOBH KOCHYJIACh MMOPHCTON MeMOpaHsl. Uepes 1 MUHYTY TECT-ITOJIOCKY C BITUTABIIEHCS
LENTBHOM KPOBBIO OIYCTUTE B €MKOCTb JIJisi cOopa 00pasiia u gobasbre 3 kamim Oydepa(~60ul). Brimounte Talimep. Usberaiire
COITPUKOCHOBEHUA T1ajIbla € HOpHCTOﬁ M6M6paHOfI.
[MogoxxauTe mMOKa HE IMOSIBUTCS OJHA MU JIBE (DHOJIETOBBIC JIMHUH Ha TecTe. Pe3ynbTaT TeCTUpOBAHMS AOIKEH MTPOSBUTHCS B
teueHun 10-15 muHyT.
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NOADKHTENEHLIA OTPHWATE NBHLA OWHOOYHLIA
pesynLTaT pesyaLTaT PE3YALTAT

HNuTepniperanus pe3yjbTAaTOB:

Ionoscumenwvhwiii: TIposBIAIOTCS ABE YeTKUE (PUOTIETOBBIE MOJOCHL: OJjHA Moioca B TecToBoit 3oHe (T), apyras - B
KOHTpombHOI 30HE (C).

Ompuyamenvnotii: [IposiBnsiercs ojHa guoseroBas mnoioca B koHTpoibHol 30He (C). B Tecrosoii 3one (T) ¢uornerosas monoca
HE MPOSBIISIETCS.

Owubka mecmuposanusn: l{erHas jaunus B koHTponbHO# 30He (C) He mposiBisiercs. Hambosee vacToil mpu4uHONW OLIMOKH
TECTUPOBAHMS SBISIETCA HECOOMIONCHHE HMHCTPYKLMHU IO €ro mpouenype. B 3ToM ciydae TecTMpoBaHHE C HCIIONB30BAHHEM
Jpyroro Habopa cieayeT HOBTOPHTb.

Ilpumeuanue: Hnumencusnocms ¢uonremosou aunuu 6 mecmosou 3one (T) modxcem Ovimb pPasIUYHON & 3A6UCUMOCIU OM
xonyenmpayuu anmumen k BI'C 6 obpasye. Oonaxo xonuvecmeennoe cooepoicanue auwmumen k¥ BI'C  ne moowcem 6Ovimo
onpeoeneHo IMUM Ka4eCcmeeHHbIM MeCOoM.

OrpanuyeHus 1o npoueype

- Dtor Habop moka3plBaeT TONBKO HpHcyTcTBUe aHTHTed K BI'C B 00pasue KpOBH M HE IIOJDKEH PaccCMaTPHUBATHCS KaK €IMHCTBEHHBIH
KpUTEpHi 11l UarHocTuku rematura C.

- Kak u npu mo00M IMarHOCTUYECKOM TECTUPOBAHMHM, BCE PE3YJIbTAThl JOKHBI ObITh HHTEPIPETHPOBAHBI COBMECTHO C IPYIMMHU
KIIMHUYECKMMH CUMIITOMAaMH.

- Ecim pesynprar TecTHpOBaHHMS OTPULATENBHBIN, a JpYyrue KIMHUYECKHE CHMIITOMBI IPUCYTCTBYIOT, MOXET ObITh PEKOMEHIOBAaHO
JIOTIOTHUTEIIbHOE TECTHPOBAHUE APYTUMHU KIMHUYECKUMH METOIAMH.

Ycii0Busi XpaHeHHs
Habop cnenyer xpanuth mnpu Temmeparype +2+28°C u HCIONB30BaTh IO MCTEUCHHS] CPOKA TOJHOCTH, YKa3aHHOro Ha ymakoBke. HE
3AMOPAXVBATD! I'epmeTH4HOCTD YIIAaKOBKH HE JIOJKHA ObITH HApYILEHA.
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