Homep. OIPEAEJIEHUE AHTU-A U AHTU-B TEMAITJIIOTUHUHOB

B o0mie#t ¢papmakoreiiHoi cTaThe MPEeACTaBICHbl METOIbI HETIPSIMOW reMarrIFOTHHAIIUN
(merox 1) u mpsAMoill remMarrmiOTHHAIMKU (METOJ 2), UCMOJIb3yeMbIe JJIs ONpeAeNICHUsI aHTU-A U
aHTU-B reMarraoTMHHUHOB B JIEKAPCTBEHHBIX CPEACTBAX U3 IIa3Mbl KPOBH.

METO/] 1. HEITPAMAS T'EMAITJIIOTUHALIAA

MCTO,I[I/IKy 1 MCITIOJIB3YIOT IJI JICKAPCTBCHHBIX CPEACTB M3 IIa3Mbl KPOBHU, METOJAUKY 2
HCIOJIB3YIOT TOJIBKO JJIA JICKAPCTBCHHBIX IMPEIIapaTOB KMMYHOT" HOGyJII/IHOB YCIIOBCKaA.

METO/IUKA 1

l'oToBAT 1Ba psAga cepuil pa3BeJeHUN HCOBITYeMOro obpasia B pactBope 9 r/m mampus
xnopuoa P. K kaxmoMmy pa3BeICHHIO OAHOIO psaa MPHOaBISIOT paBHBIA 006EM 5 % (06/00)
cycneH3ud D-oTpuiarenbHbIX SpUTPONMTOB Tpymnbl A; (heHortun Aiffr), mpeaBapUTEIbLHO
TPKIBI MPOMBITBIX pPacTBOpoM 9 /1 wampus xnopuda P. K xaxmomy paszBeleHUIO PYroro
psna npubaBiAOT paBHbIE 00bEM 5 % (06/06) cycnen3un D-oTpHIIaTENbHBIX SPUTPOLIUTOB
rpynnbl B (dbeHotun Brr), mpeaBapuTenbHO TPHIKABI MPOMBITHIX PacTBOPOM 9 /i nampus
xnopuda P. NakyoupyroT cycriensuu npu temmeparype 37 °C B teuenue 30 MUH, 3aTeM KICTKU
TPYOKIBI TPOMBIBAIOT pacTBOpoM 9 r/nm wampus xnopuda P uentpudyrupoBanuem. K kierkam
NpUOABIISIOT TOJUMBAJICHTHYIO aHTHUTIJIOOYJIMHOBYIO CBHIBOPOTKY (chiBOopoTKy Kymbca) u
BoiiepkuBatoT 30 muH. He nenTpudyrupys uccienyrot noj MUKPOCKOIIOM Ha arrjlOTHHAIUIO
SPUTPOIUTOB.

METOIHUKA 2

MeTtoarka OCHOBaHAa Ha WCIOJB30BAHWU TEJIEBOH TEXHOJIOTHH, COYETAIONIEH METOIbI
HENpsAMON IreMarrIIOTHHALIMY U Telb-(OUIbTpaluu.

B kauecTBe CcTaHZApTHBIX OOpA3lOB MOTYT OBITH MCIOJB30BaHBI COOTBETCTBEHHO CO
DEADC ummynoznobynuna (ucneimanue na aumu-A u aumu-B anmumena, nonoscumenvhbiii
koumpoav) u CO @®EADC ummynoznobynuna (ucnvimanue na anmu-A u anmu-B anmumena,
ompuyamenvbHulll KOHMpPoaw) (U1 METo/la HeTIPsIMOU remarrmtoTuHanuu). [Ipu Heobxonumoctu
MPOBOJAT JoNoJHUTENbHOE uctibiTanue ¢ CO PEADC ummyHnoenobynuna (ucnvimanue Ha anmu-
A u aumu-B anmumena, npedenbHoe cooepicanue).

Ucnvimyemviti pacmeop. VcnibiTyemblii oOpaser] pa30aBistoT pactBopoM 9 r/i nampus
xnopuda P unn OybepHbIM pacTBopoM Hu3kol monHOW cuibel (Low lonic Strength Solution,
LISS) no xonnenTparuu 6enka 30 r/i.

Pacmeopwr  cpasnenus.  CrangapTHbele 00pasupsl (IpU  HEOOXOJUMOCTH  IOCHe
BOCCTAHOBJIEHMSI) pa30aBIIsSIIOT pacTBOPOM 9 1/11 nampus xnopuda P wnn 6ydepHbIM pacTBOPOM
HU3KOI HOHHOM cuItbl 10 KOHIIeHTpauuu Oenka 30 r/1.

Opumpoyumer. Kommepuecku goctrymubie 0,8 % (06/06) cycnieH3MH SpUTPOIUTOB
rpymrsl kpoBu A1 1 0,8 % (06/06) cycnieH3un SpUTPOLUTOB TPYIIIBI KPOBU B.

ITnacmuxosvie kapmol («zenegvie Kapmoeiy). IlnacTUKOBBIE KapThl C BCTPOSHHBIMH
MHUKPONPOOUpKaMH, KOTOpBIE COJAEp’KaT MOJMMEPH30BaHHbIE MHKpOc(epsl JeKCTpaHa B
O0ydepHOM pacTBOpe HU3KON MOHHOW CHUJIBI, CMEIIAHHOM C MOJMBAJICHTHOW aHTUTIO0YINHOBON
CBIBOPOTKOH (chiBOopoTKa Kymbca).

FoToBAT 1Ba psifa MO CeMb MOCIEIOBATEIBHBIX BYKPATHBIX Pa3BEIACHUN HCIBITYEMOTO
pacTBopa W JBa psla MO CEMb IOCIEJOBATENIbHBIX ABYKPATHBIX pa3BEACHUI I KaXI0TO
pacTBopa CpaBHEHHSI.

B nosupyromiyro (MHKYOAIIMOHHYIO) KaMepy MHKPOIPOOUPOK OJHOTO psijia MOMEUIAI0T
no oxuoi karuie 0,8 % (06/06) cycrieH3uu SPUTPOIMTOB TPYIIBI A1, APYTrOro psjaa — Mo OJHOM
kame 0,8% (06/06) cycnensum spurpormtoB rpynnsl  B. IlpubaBnstor mo 25 MK
COOTBETCTBYIOIINX Pa3BEICHUI PAaCTBOPOB CPAaBHEHHS (ISl ITOJIOKUTEIFHOTO U OTPHIATEIIEHOTO
KOHTPOJICH) ¥ UCTIBITYEMOTO PacTBOpa.
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Wukybupyrot npu temneparype 37 °C B Teuenue 15 muH. [lo okoHYaHHMM MHKYOALUU
LHEHTPUPYTUPYIOT B CTAHIAPTHBIX YCIOBHUSX.

CopepxaHve TIeMarrIlOTUHUHOB — ONPENEISIOT KaKk  MaKCHUMajbHOE  pa3BelICHUE
UCHBITYEMOro o0paslia, NpUd KOTOPOM HaOIIOAAIOT pacHpeieieHUe arrjifoTHHUPOBAHHBIX
OPUTPOLUTOB B TOJIIE I'EJIEBOM KOJOHKM WIM B €€ BepxHeW 4dacTh. HearrmoTuHUpOBaHHBIE
SPUTPOLMTHI OCENAIOT Ha JTHO MUKponpooupku. Pa3Benenue 1o koHneHTpauuu oenka 30 r/a npu
OIpE/ICIICHUU TUTPA HE YUUTHIBAIOT.

ConepxaHue reMarrjJlOTHHHHOB B CTaHIAPTHOM oO0paslie JOJKHO COOTBETCTBOBATb
aTTECTOBAHHBIM 3HAUCHUSIM.

Ecnu HOMMHanbHBIA TUTP aHTU-A U aHTU-B remarriroTMHMHOB HCHBITYeMOro obpasua
0osbIIe, YEM TUTP MOJOKHUTEIBHOIO KOHTPOJIS, MCIBITYeMbI oOpasen cpaBHuBawoT co CO
DPEADC ummynoenobynuna (ucnvimanue Ha awmu-A u aumu-B awmumena, npeoenvHoe
cooepocanue). Pa3Bemenme 10 coaepkanusi Oenka 30 T/1 mpH OmNpeneNeHUH TUTpa HE
YUUTBIBAIOT.

MaxkcuManbHO JOMYyCTUMBIA THTP 32  (TIOJIOKUTENBHBIA pe3yabTaT OTMedYaeTcs B
pasBenenun 1:32).

METO/I 2. METO/I ITPSIMOI TEMATTJIIOTUHALIAN

Docghamno-conesoii Oypepuvii pacmeop (OCE). PactBopstor B 60de P 8,0 T nampus
xnopuda P, 0,76 v nampus cuopogocgpama 6e3600noco P, 0,2 t karus xnopuoa P u 0,2 T kanus
euopogocghama P wm poomar o0bEM pactBopa no 1000 mur Tem ke pactBoputenem. Ecim
MOJIYYCHHBIM PAaCTBOP HEOOXOJIMMO XpPaHUTh B T€UEHUE HECKOJIbKUX IHeH, mpubasisior 0,2 T
Hampus asuoa P ¢ 1enpio npeaoTBpaiieHus MUKpOOHOW KOHTaMUHAITIH.

Docpammno-conesoil Oyghepuwviii pacmeop, codepacawmuti arvoymun oviuuti (PCH-HFCA).
PactBopsitor B ®Cb 2 r anvOymuna dviuveco P n noBoasat o0beéM pactBopa g0 1000 mi Tem xe
pactBoputenieM. PactBop xpaust mpu Temneparype ot 2 °C mo 8 °C, mepea mpuUMEHEHUEM
HarpesaroT a0 Temmepatypst ot 19 °C no 25 °C.

Pacmeop nanauna. JIns norydeHust pacTBOPa UCIIOJIB3YIOT TOIXOASAIINA CEPOTOTUIECKH
YUCTBINA nanaun P ¢ MONTBEPKIEHHONW aKTUBHOCTHIO, KOMMEPYECKH JOCTYITHBIN.

Opumpoyumsi,  obpabomanuvie  nanaunom. Hcnonwsdytor  oObeauHEHHBIE  D-
OTpHUIIaTeTbHBIE IpUTPOLUTHl Tpynnbl A; (penortun Airr), D-orpunarenbHble 3PUTPOLHUTHI
rpynnbsl B (benotun Brr) m D-orpumarensHbie sputpouuTsl rpymmbl O (penotun Ofr),
MOJy4EeHHBIE MPEINOYTUTENBHO OT TPEX JOHOPOB A Kaxaoro ¢peHoruna. [Ipu ucrnonpzoBaHuu
CO DEAIC ummyHnoenobyruna (ucnvimanue na awmu-A u awmu-B anmumena, npeoenvHoe
codeporcanie), HEOOXOTUMBI HIPUTPOLUTHI, TOJTYYEHHBIE OT TPEX JOHOPOB. DPUTPOLUTHI TPYIIIHI
Aol HE UCHOJIB3YIOT, TAK KaK peakiys reMarriloTHHALMU ¢ HUMU OoJee crnabas.

Knerku npomsbiBator @CB yetbipe pa3za uiu 10 TeX MOp, MOKa HaJl0CaI0YHAast KHUJIKOCTb
He cTaHeT npo3pauHoil. Kaxaplil pa3 KIeTKH CyCHEHAMPYIOT HE MEHee 4eM B JABYX o0BbEMax
@®CBb, uentpudyrupyor npu 1800 g B TeueHHe 5 MUH, HaJ0CATOUYHYIO >XKUAKOCTh YIANSIOT.
CKOHIICHTPHPOBAaHHBIE KJIETKH 00pa0aThIBAIOT pacTBOPOM IMalmamHa B COOTBETCTBHH C
MHCTPYKLMEH MPOU3BOJUTENS U MPOMBIBAIOT ueThipe paza OChb.

OputpouuThl, 00paboTaHHBIE TMaMaMHOM, XpaHAT He Oojee ceMH CyYTOK B
KOHCepBHpyomeM pactBope npu Ttemmeparype or 2 °C go 8 °C. CocraB NpUTOAHOIO
KOHCEPBHUPYIOIIETO pacTBOpA:

Hatpus uurpar 8 r/n
D-riroko3a 20 r/n
JInMoOHHAas KUCIIOTA 0,51/n
Hatpus xnopun 4,2 t/n
Wuo3un 0,938 r/n
Anenosunrpudocdar (ATD) 0,4 1/n

XnopaMpeHuKoI 0,34 r/n



Heomurnuna cynsgat 0,1r/n

[lepen ucnonb3oBaHNEeM KIETKH, 00pabOTaHHbIE TAaMHOM, POMBIBAIOT HE MEHEE IBYX
pa3 B @Cb nnu 10 Tex nop, oka Haj0ca 049Hast )KUIAKOCTh HE CTAHET IIPO3PAYHOM.

Mukponnranwemur.  MukporvianimeTsl ¢ V-o0pa3HbiMd  GopMaMu  JYHOK U
HECBS3bIBAIOLIEH (MHEPTHOMN) IOBEPXHOCTHIO.

Cmanoapmuvie o06pasyvl. B KadecTBe CTaHAApTHBIX 00Opas3loB MOTYT  OBITh
UCIONIE30BaHbl COOTBETCTBEHHO CO DEADC ummyHnoenodyiuna (ucnvimanue Ha aumu-A u
anmu-B  awmumena, nonoswcumenvuoiti kommpoar) u  CO DEAIC  ummynozcnodynuna
(ucnoimanue Ha aumu-A  u ammu-B  ammumena, ompuyamenvHulli KOHMPOIL) IS
MOJIOKUTEIBHOTO U OTPUIATENILHOTO KOHTpOJIeH (71 MeToAa npsMoil remarrmoTtuHanuu). CO
@EADSC ummynoenobynuna (ucnvimanue Ha awmu-A u awmu-B amnmumena, npedenvHoe
cooepoicanue) WCHOIB3YIOT MJSl OINpeAeseHUs] MaKCHUMAaJbHO JOIYCTHMOIO COJIEp)KaHus B
CepusiX JIEKApCTBEHHBIX IMpENapaToB MMMYHOITIOOYIMHOB YEJIOBEKa, KOTOPhIE MMEIOT THTPHI
00JIbIIIe, YEM TUTP MOJIOKUTEIHLHOTO KOHTPOJIS.

METO/[UKA

Hcnonb3yroT AJis 1eKapCTBEHHBIX MPEnapaToB UMMYHOIJIOOYJIMHOB YeJIOBEKA.

Memoouky evinoansirom npu memnepamype om 15 °C oo 25 °C ¢ ucnonvzosanuem
PAcmeopo8 CpasHeHUsl U UCIbIIMYEeMbIX PACMEOPO8 8 0OHO U MO Jice 8peMsl U 8 OOHUX U meX Jce
VCIOBUSIX.

I[Ipy HEOOXOIUMOCTH TMPOBOAAT JOMOJHUTENbHOE wuchbiTanue ¢ CO @DEASC
UMMYHO2I00YIUHA (ucnvimanue Ha anmu-A u aumu-B anmumena, npedenvroe cooepaicanue).

Pacmeopui cpasnuenusn. CtannapTHble 00pasiibl IS MOJIOKUTEIBHOTO U OTPUIIATENIEHOTO
KOHTpOJIEH TpH HEOOXOIMMOCTH BOCCTAHABIMBAIOT B COOTBETCTBHHM C PEKOMEHIAIMSIMHU
MpOU3BOIUTENA. B KaXXI0M M3 BOCCTAHOBJIICHHBIX CTaHAAPTHBIX 00pa3lloB KOHIEHTpAIUs
ummyHornoOynuaa G (1gG) cocrasmusier 50 r/n. [{ns monyuenus: pactBopa, conepxaiiero 1gG B
KoHIeHTpanuu 25 r/1, ¢ nomotnbio @Ch-BCA BBIONHAIOT IBYKPATHOE pa3BeleHUE KaxkI0TO
BOCCTAaHOBJICHHOTO CTaHJAPTHOTO 00paslia WM BBIIONHSIOT IOAXOJSIIEe pa3BeICHHE
CTaHAapTHOTro 00pa3iia B COOTBETCTBHH C MHCTPYKIIMEH MO TPUMEHEHHUIO.

['oTOBAT MO ceMb TMOCIIEAOBATENFHBIX ABYKPATHBIX pPa3BEACHUH I KaXXJIOTO pacTBOpa
cpaBHenus: ¢ momonipio MCB-BCA mist monydenust passenenuii go 1:256 (0,195 r/n 1gG).
[Tomemrator mo 20 MK KaXXI0TO pa3BeICHUS KaKIOTO pacTBOpa CPaBHEHHS B MUKPOILJIAHIIET
JUTSL TATPOBAHUSA B TPEX MOBTOPHOCTSIX.

HUcnvimyemvie pacmeopwi. VicnbiTyemsbiii oOpaszen pazpogsar ¢ nomoinbio @Ch-bCA ans
MoNyueHus: HadaiabHOW KoHueHTpauuu |gG 251/n. [Insg ucheITyeMbIX 0OOpas3loB ¢
KOoHIeHTpanuel 50 I/ HUCHoNb3yIOT JABYKpPaTHOE pa3BeleHUE, KOPPEKTHPYIOT CTEleHb
pa3BeJIeHHUS UCTIBITYEMBIX 00pa3I0B, KOHIICHTPAIUS KMMYHOTJIO0YJIMHA B KOTOPBIX OTINYAETCs
ot 50 r/n, TakuM 00pa3zoM, 4TOObI HauadbHas KOHLUEHTPALKsd UMMYHOTJIOOYJIMHA B UCIIBITYEMOM
oOpasue coctasisiia 25 r/1. PactBopy mcmbeiTyemoro obpasua c¢ koHueHtpauueil I1gG 25 r/n
NPUCBAWBAIOT HOMHUHAIBHOE JBYKpaTHOe pasBeneHue (1:2), maxke eciid OHO HE OTpa)kaeT
UCIIONIB3YEMYIO KPAaTHOCTh pa3BeleHUs. [ 0TOBAT MO CeMb MOCIEIOBATENbHBIX JIBYKPATHBIX
pasBenenuii ¢ momompio PCh-BCA ms momydenust pazenennii 10 1:256 (0,195 r/n 1gG) B
OJIMHAKOBOM nuama3oHe koHueHtpamuii 1gG pactBopamu cpaBHenwus. I[lomemator mo 20 Mk
Ka)XJIOTO MOJTYY€HHOTO Pa3BeJCHNUS B MUKPOIUIAHIIIET B TPEX TTOBTOPHOCTSIX.

Ucneityembie oOpasupl ¢ koHueHtpamuei |gG Hmke 25 1/m1 pa3BoAsST IO HMCXOJIHOM
KOHIIEHTpAIlMH, COOTBETCTBYIOIICH Onrpkaiimield Oosee HU3KOW KOHIIEHTpAIlMW CTaHJAapTHBIX
pPacTBOPOB; PacTBOPY MCHBITYEMOro 00paslia MPUCBAUBACTCS TO K€ HOMHMHAIbHOE pa3BelleHHe,
YTO M COOTBETCTBYIOIIEMY pPacTBOPY CpaBHEHHUs C Takod ke KoHreHtparuei 10G. T'oToBst
COOTBETCTBYIOIIIME CEPUH JBYKPATHBIX Pa3BEICHHI B COOTHOIICHUH 1:2, KaK OMKICAHO BBIIIIE.

T'otoBsar 3 % (06/06) cycnensuio u3 D-orpunartensusix A;, B u O spurponutos,
00paboTaHHBIX ManmanHoM, ucnonb3ys A pazsenenus @Ch-BCA. Ilpubasnsior nmo 20 mxn D-
OTpUIATENbHBIX A1, B 1 O 3pUTPOLUUTOB K COOTBETCTBYIOIIEMY DSy pPa3BEACHUN KaXJ0ro



4

UCIIBITYEMOT0 PacTBOpa M PAacTBOPOB CPaBHEHUS (U1l IOJIOKUTEIBHOIO M OTPHIATEIHHOTO
KoHTpoJei). ComepKuMoe IIAHIICTOB IMEPEMEIINBAIOT MyTEM BCTPSIXUBAHHS B IIEHKepe B
teueHue 10 ¢ wim 10 pecycrneHIupoBaHus SPUTPOIIUTOB.

Hentpudyrupytor npu 80 g B Teuenue | muH. [DmaHmer pacmojararoT mMoja yriiom
npubausutesnbHo 70 °. Pe3ynpTaThl OLIGHMBAIOT HE paHee 4YeM uepe3 4 MUH WM Ipu
YCTaHOBJICHUHM OTPHUIATEIBHOIO pe3ylbTaTa B JIYHKaX C OTPHUIATEIbHBIM KOHTPOJEM U C
sputportamMu ¢erotuna Orr. ATTIIOTHHAIMIO B BUAE «KHOIKM» HA JIHE JIYHKH PAaCHEHHBAIOT
KaK TOJIOKUTENIbHBIA pe3yNabTaT;, KIETKHU, CTEKAIol[Ue IO TIOBEPXHOCTH JYHKH, - Kak
OTPHUILIATENIbHBIA pe3ylbTaT. 3a KOHEUHYI0 TOYKY THTPOBAHUS NPUHUMAIOT HauOoJbIlee
pa3BeqicHHE, [P KOTOPOM OTMEYAeTCsl MOJIOKHUTENbHBIN pe3yabTaT.

ConepxaHue TreMarrjJlOTHHUHOB B CTaHIAPTHOM 00pasle JOKHO COOTBETCTBOBAThH
aTTECTOBAaHHBIM 3HAYEHHSIM, B MPOTHUBHOM Cllydae HEOOXOAMMO MPOBECTH MPOBEPKY KauecTBa
PEaKTUBOB M YCIIOBHI WCHBITAHHS, HANpPUMEp HAPYLICHWH IO TeMIIepaType HCIIOJIb30BaHHBIX
peareHToB (OyQepHble pacTBOPHI ObUIM HE MOAXOMASIIEH TEMIEpaTyphl), HEAOCTATOUHOE BpeMs
JUISL OLICHKHU PE3Y/IbTATOB.

Ecnu HOMUHANBHBIA TUTP aHTH-A U aHTU-B reMarriiOTHHHHOB HCIBITYeMOro obOpasia
0osbIle, YeM TUTP MOJOKHUTEIBHOTO KOHTPOJIS, MCIBITYeMbI oOpasen cpaBHuBaoT co CO
QEADSC ummynoecnobynuna (uchvimauvue Ha aumu-A u awmu-B ammumena, npeodenvHoe
cooepacanue).

MaxkcuManbHO AOMYCTUMBIM TUTp 64 (IOMOKUTENBbHBINM pe3ylbTaT OTMEYaeTcs B
pa3BeneHuu 1:64).



