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NHCTPYKIUA
10 MPUMEHEHUIO peareHTa MOHOKJIOHanbHOTO aHTU-E 1aM 115 onpenenenus
antureHa E cuctemsl Pesyc sputpouutos uenoseka (M3ocepoknon IManTtu-E 1eM)

1. HASBHAYEHUE

N3ocepokyon Im antu-E NpeIHa3HAYEH ISl OMPEACICHUs Pe3ycC-
MPUHAAIEKHOCTH KPOBU UEJIOBEKA MyTEM BBISABIEHUS aHTUreHa E s3puTpouuToB B
peakuuu npsMoil reMarriioTHHALNY.

2. XAPAKTEPUCTHUKA PEATEHTA
2.1. IlpuHuun neuctBus

[IpuHIUNO elCcTBUS peareHTa OCHOBAaH Ha pEAaKLMU IeMarrjJloTHHALUY.
Peakmus HactynaeT B pe3yibTraTe cnenuduueckoro B3anMoeiicTBusi anturena E
3pUTPOLUUTOB yenoBeka ¢ M3ocepoknonom M antu-E 1§M.

HeiicTBytoniee Havyaso peareHta antu-E 1§M - uenoBeueckne MOHOKJIOHAJIbHbBIE
aHTUTeNa Kiacca “M , mpoayuupyeMbie TeTepOruOpuI0MHOMN JIMHUEH KIETOK
YeJIOBEK-MbIlIb. [ MpOU3BOACTBA peareHTa UCIOJIb3yeTCs KylabTypajibHas
nuTaTeabHas cpeia, B KOTOPOW B pe3yibTaTe KyJIbTUBUPOBAHUS KIETOK
reTeporuopuAOMBI coaepxkarcs aHnTu-E aHTUTENA.

Pearent anTu-E VCIIOJIB3YIOT B PCAKIIUH NPAMOW arrafOTHHALHUU IIyTEM
cmemnBanus M3ocepoknonalMc uccnenyembiMu o6pa3iamMu KpoBH
(aputpornutoB). HacTymienue arrmoTuHauu (MOJOKUTEIbHAS PEAKIIHA)
BBIPAXAaETCsl B CKJIIEMBAHUU IPUTPOLUTOB B OTUETIUBO BUIAMMBIEC arperupOBaHHbIEC
CKOIUIEHHS KJIETOK - arrjJilOTUHATHl, U IPOCBETIECHUU MOJS PEaKLHH.

[Ipyu OTCYTCTBMM aHTHUI'€HA HA UCCIEAYEMBIX SPUTPOLMTAX arrjJlOTUHALUS HE
MOSABJISAETCS.

N3ocepoknon Mantu-E MOYET OBITh UCIIOJB30BAH B PEAKIUU
arrJIlOTUHAIMU Ha MJIOCKOCTH, B MPOOUPKAX MJIM B IUJIAHILIETE.

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



2.2.CocTaB KOMIJIEKTA
- 5w 10 ¢pmakonos pearenra (mo 2,0; 5,0 wim 10 M B Kaxk10M).

3. AHAJIUTUYECKUE U INATHOCTUYECKUE XAPAKTEPUCTHUKHU
3.1. CneunduIHOCTH:

- U30cepoknoHn Im autu-E arrjalOTUHUPYET E-1TooXKUTEIbHbIE
sputpouuthl. M3ocepoknon™ antu-E 1§M He arrnmotunupyet E-oTpunareinbubie
SPUTPOLUTHI.

3.2. Tutp:

- Tutp U3ocepoknonaMantu-E B PCAaKIUU arrjIlOTUHALWU B IJIAHIIETE -
He MeHee 1:128.

3.3. ABUOHOCTbG:

- BpeMs HACTYMJICHUS arrilOTUHAUUU E-MOJ0XKUTENbHBIX SPUTPOLIUTOB C
N3ocepoknonomIm antu-E 1§M oObiuHO He mipeBhiliaeT 60 cek.

4. MEPHI ITIPEJOCTOPOXHOCTH

[Tpu pabore ¢ aHanu3UpyeMbIMU 00pa3aMu KPOBH CIIEAYET MCIOJIb30BaTh
OJTHOPa30BbI€ PE3UHOBBIC WJIM MJIACTUKOBBIE MEpPUATKH, T.K. 00pas3ibl KPOBU
YyeJIoBeKa He0OXO0AMMO pacCcMaTPUBaATh KakK MOTCHIUAIBHO WHPUIIMPOBAHHBIN
MaTepual, ClIoCOOHBIM NIUTEIbHOE BpeMs COXpaHATh M nepenaBath BUY, Bupyc
renaTtuTa u Ap. Bo3Oynutenaenn uHPEKIuu.

5. AHAJIU3UPYEMBIE OBPA3IbI
OmnpeneneHve NPOU3BOJAUTCA B HATUBHOW KPOBHU, B3ATONW B KOHCEPBAHT; B
KpOBH, B35ITOM 0€3 KOHCEpBAaHTA, B TOM YHUCIIC B3SITOW W3 Majiblia.
MakcumanbHBI CpOK XpaHEHUs 00pa3loB KPOBU, MpEeIHAZHAUYCHHBIX AJIS
uccienoBaHus - He 6oisiee 3 cyTok npu temmneparype ot 2 go 8°C.

6. OBOPYJIOBAHUWE 1 MATEPUAIJIbI

- Oerple MIACTUHBI CO CMAYUBAEMOW MOBEPXHOCTHIO;

- IUIAHIIETHl KPYTJIOJOHHBIE NI UMMYHOJIOTUYECKUX PEaKIUil;

- TpOOUPKHU CTEKISHHBIE KPYTJIOJOHHbIE BMECTUMOCThIO 2,0 - 5,0 mi;

- CTEKJSHHbIE WJIHM NJACTMACCOBbIC NAJOUYKHU ISl IEPEMEIINBAHUS Kalelb
KPOBH U PEareHTOB;

- MHUNETKU NAaCTEPOBCKHUE BMECTHUMOCTHIO 5,0 Ml

- (dusuonorunueckuit pacteop (0,9% blaCl);

- uentpudyra, pazBuBarwmas yckopenue 2000 o6/muH;

- TepMmocTaT, nojajAepxkuBariuil remneparypy 37+1°C;

- TepYaTKU PE3MHOBBIC WM IIACTUKOBBIC;

- cranaaptHeie E-nonoxutensHbie U E-oTpunatensubie 3puTpo

7. TIPOBEJEHUWE AHAJIU3A
Hcnonb3yercss MeToA peakuuu NpsIMOM reMarrioTHHALUU H
npoOupKax WIM B IUIAHIIETE.
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OmnpeneneHve NpoU3BOAUTCS B MOMELIEHUU C XOPOUIUM OCBEUICHUEM IpU
temneparype ot 15 no 25°C.
7.1. ITopsipok mMpoBeAEHUS aHAIW3a

N3ocepoknon M antu-E MOJKET ObITh MCIIOJIb30BaH B PEAKIINU

arrJIlOTUHAIIMKA Ha IUIOCKOCTH, B MPOOMPKAX WM B IJIAHIIETE.
7.1.1. Peakuus reMarriiloTUHAIMU Ha IJIOCKOCTU
7.1.1.1. Heo6xoaumo npoMapKUpoBaTh IJIACTUHY, YKa3aB GaMUIINIO, UMS,
OTYECTBO HCCIIEAYEMOTO JINIA U CIeMU(PUIHOCTh HCIIOJIB3yEMOTO pEarcHra.
7.1.1.2. HanecTu Ha MJIOCKOCTh OAHY 00JbIny0 Karmio (okoso 0,1 mm)
N3ocepokinonalManTtu-E 1§M.
7.1.1.3. PagoMm ¢ peareHTOM HaHecTH oJHY ManeHbkywo (0,01 - 0,05 mm) xamito
uccieayemMon KpoBu (3putponutoB). s momydenus 0oJjiee BRIpaXKECHHON U
YETKOW arrjitoTUHAIUKU MPEANOYTUTEIbHEE UCTI0Ib30BaTh 3PUTPOIUTHI B BEICOKOU
KOHLIEHTpALUH.
7.1.1.4. CMemaTh 4YMCTOM CTEKISHHOM MAJOYKOM KaIlJIlo MCCIENyeMON KpOBH
(3pUTPOLUTOB) C pEarecHTOM.
7.1.1.5. Yepes 20-30 cex mocie cMemuBaHUsI HEOOXOIUMO MATKO MOKAYUBaTh
TJIACTUHY.
7.1.1.6. Pe3ynbpTar peakuuu OUEHUTHh BU3yadbHO. OOBIYHO YETKAas arrjiloTHUHAIUS
HacTynaer yepe3 60 cex mocie CMEIMBAaHUs peareHTa ¢ 3pUTPOLUUTAMH, HO
OKOHYATEJbHBIA pEe3yJbTAaT PEAKLUHUHU CIENYET YUUTHIBATh YEPE3 5 MUH.
Hcnonbs3oBanue npeaBapuTenbHO mogorperoil B repmoctarte 10 37°C miacTUHBI
COKpalllaeT BpeMsl HAaCTYIUIEHUS arriOTHUHAIUH.
He cnenyer BecTtu HaOmroeHUE 3a pe3yJbTaTOM peakuuu 6onee 5 MuH, T. K. B
OTJEJIbHBIX CIIydasX MPHU MOJCHIXaHUU TOJISI pEaKIIMd BO3MOXHO TOSIBIICHUE ClIa0oi
NbUIEBUAHON Hecneuuduueckoil peakuu ¢ E-oTpunarenbHbIMU spuTpouuTamu. B
ITUX CIy4yasgX HEOOXOIMMO K KallisiM C COMHHUTENbHOW peakiueit 106aButh 1- 3
Kariu (pUu3noJI0ru4ecKoro pacTBopa, 3aTeéM MoKavyaTh IIACTUHY JI0 MOJHOTO
MCUE3HOBEHUS HecHelu(PpUuIeckon peaxiui.

7.1.2. Peakuust reMarrjloTHHALMU B IPOOUpKax.

7.1.2.1. IIpUroToBUTH U3 OTMBITBIX AHAIU3UPYEMBIX IPUTPOLUUTOB 5%-HYIO B3BECH
B (pM3M0OIOTMYECKOM pacTBOPE.

7.1.2.2. Buectu B kpyrioaounyio npoobupky 0,1 mn U3ocepoknona™ antu-E

U OJIHY KAaIUIIO YPUTPOLUTAPHON B3BECH, TIIATEIBHO CMEIIATh.

7.1.2.3. UukyOupoBats npoOupky B Teuenue 30 mun npu temnepatype 37°C.
7.1.2.4. lentpudyrupoBath npoodupky B Tederue 30 cex mpu 1500-2000 o6/mMun
pyu KOMHaTHOM Temmneparype oT 15 go 25°C.

7.1.2.5. OCTOpPOXHO BCTPSAXHYTh NPOOUPKY, pa30OUTh OCaJIOK.

7.1.2.6. Pe3ynpTar OLIEHUTH BU3yalbHO. [IpU MONOKUTEILHOM pE3yJIbTaTe
00pa3yroTcsl OAUH WJIM HECKOJbKO KPYIHBIX arrjloTUHATOB Ha QoHE Mpo3]
¢bu3noTOrNYECcKOro pacTBopa. B ciaydae oTpunaTtenbHOro pe3yiabraTa

0CaJl0K JIETKO pa30uBaeTCs W MpeJcTaBisieT cOO0N HENpPO3pauHylo Cy SIOH3UI0
SPUTPOLIUTOB.
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7.1.3. Peakuusa reMarrjiIlOTHHAIMU B IUIQHIIETE.

7.1.3.1. B nynky kpyriaonoHHoro rianmera BHectu 50 mxin M3ocepokinonaM
aHTU-E u 50 Mks1 5%-HOU B3BECU HCCIENYEMBIX YPUTPOLIUTOB B
dusnonornueckoM pactope. [lepememars nunerupopanueM. MukyOupoBaTh
njaa”uer B reueHue 45-60 MUH npu KOMHATHOU Temmepatype. PesynbraT peakuuu
OLICHUTh BU3YaJbHO IO XapaKTepy OcajKa dpUTPOLUTOB Ha 1HE JyHKU. [Ipn
NOJIOKUTEIBHOM PE3yJbTaTe arrJloTUHATHl PABHOMEPHO BBICTUIIAIOT JHO JIYHKU U
MMEIOT HEPOBHBIE, YETKO OUepUeHHbIE Kpas. [Ipu oTpunareapHOM pe3ynbTare
SPUTPOLUTHI 00Pa3yIOT Ha JHE JIYHKH OCaJl0K B BUJE TOUYKH.

8. KOHTPOJIb CITIEHU®NUYHOCTHU
Jist KoHTpoJIs crieuPUUHOCTH (HE3aBUCUMO OT MPUMEHSAEMON METOJUKH
UCCIEJ0BAHU) C KaXJI0W cepueil aHalIM3UupyeMbIX 00pa3i0B KPOBH HEOOXOAUMO
IPOBOJUTH KOHTPOJIbHBIE HccienoBanus M3ocepoknonalMantu-E co
ctanaapTHbIMU E-nonoxutenbHbIMU U E-oTpUIlaTeIbHBIMHU 3PUTPOLUTAMH.
Pe3ynbTaThl yYUTHIBAIOT TOJBKO MPU HAJIWYMU MPABUIBHON peaKkUUU
N3ocepoknonaM antu-E CO CTaHJAPTHBIMH IPUTPOLUTAMH.

9. YCJIOBUA XPAHEHUSA U ODKCIUIYATALIMU PEATEHTA

PeareHT nonxkeH XpaHUTbCA B YIIAKOBKE MPEANPUITHA-U3TOTOBUTEIS MIPU
temneparype or 2 1o 8°C B TeueHHe BCETo Cpoka roaHoctu. [Jomyckaercs
XpaHeHHe peareHTa npu temmnepatype 10 25°C ne 6onee 10 cyr.

BcekpriThie (p1akOHBI C peareHTOM MOXKHO XPaHUTh MPHU TeMIepaType oT 2 10
8°C B IJIOTHO 3aKpBITOM BHUJE He Oosiee 1 mec.

ITo Bonmpocam, kacaromumcs kadectBa pearenta M3ocepokinon IMantu-E "M,
caenyet obpamiarbesi B @OH pa3BUTUS MEIUIIMHCKUX U OMOJOTHYECKUX
texHnonoruit «MeJluKnon» mo anpecy: 190103, Cankrt-IletepOypr, Puxckuit mp.,
1.2 u B UHCTUTYT cTaHAapTU3allMU U KOHTPOJISL JIEKapCTBEHHBIX cpeAcTB OI'Y
«HIL] 9CMII» Poc3npaBHaazopa no agpecy: 117246, r. Mocksa, Hayunsiii
npoesn, a. 14a. Tenedponsnr: 120-60-95, 120-60-96.

[TpopekTop mo neuebHOM
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