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YTBEPXIEHA «YTBEPXIAIO»

TIpuxasom PocaapasHanzopa FeHepanLHLIﬁ IMpPEKTOp

oT 200 r. 8]0) «I—Iaytmo IIPON3BOICTBEHHOE

Ne UL «JInaraocTAYeCKUE

H. E. Kon.bcon

II0 PHMEHEHHIO Haﬁ pebiefi
«JIC-HOA-RF-M»
Tecr-cucrema HMMYHO(hEPMERTHAS AJI KAYECTBEHHOI0O ¥
KOJIUYCCTBEHHOO0 OIpefe/icHIs peEMaToaadoro ¢axropa xinacea M
1. Hazuavenue

1.1. Habop pearentor «JAC-UDPA-RF-M» npeaHasHaseH g
KavecTBEHHOr0 M KOIMYECTBEHHOIO ONpEREneHHs peBMaToMimHOro cakxropa
xracca M B CHIBOpOTKE (JUIasMe€) KpOBH UeNOBeka € HEABI0 ONpPEHENCHHMs
MMMYHHOI'O CTaTyca MalieHATa.

1.2. Pepmaromupnniii ¢akrop (RF) — 310 HMMyHOrIOOYINHHEI 9EeHOBEKA
knacco M, (G, A Hanpapnensasie npotuB Fe-gparmenra IgG denoBeka, KOTOPEI
TAKKe MOXeT pearaporaTs ¢ 1gG apyrux muexonmraomux, RF obGHapyxwnBaercs
B CHIBOpPOTKE OOMBHRX peBMaToMiHbIM apTputoM (PA) B 60-90% cmyuaes u
ABNAETCA OFHAM H3 AHArHOCTHHECKMX KpUTEpHes AaHHoOro 3abonesanud. B
momyNAIMEA 350poBeIx moxeit monoxe 40 ner RF obHapyxuBaeTca MEHEE €M B
5% cny4aes, ¢ yBeIHICHUEM BO3PACTA MONYNIAIfMH 9acTOTa BCTpeuaemocTd RF
[IOBBLINIAETCH M Y JIOJeH crapime 75 net nocruraet 40%.

Bricoxuit yposewy RF xmacca M y mopefl, He OGomcromux PA,
acCCOIMMPYETCS ¢ TIOBBIIIEHHBIM PHCKOM €0 pasBuTHS. BonbHble PA mMelolmue
RF-M B KpOBH CKJIOHHEI K 00JIEe arpecCHBHOMY TE€ICHHIO GOIE3HU M K XYyALIEMY
ee ucxony. [Ipu 3Tom BEICOKMY THTp RF-M KoppenupyeT ¢ HalugpeM CYCTaBHBIX

sabonesaMit M y3€NKOB, HO HE ¢ CHUCTEMHEIM [posABleHHEeM OGOJIE3HH.
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OGuapyxenue RF-M y HOBOPOXKASHHBIX SBIAETC ROMOJHHUTCILHEIM MapKepOM
BHYTpHYTpOOHO#H HH(EKIHH.

Taxxe RF-M MoXeT 4BIATECA NPUUHHOH  JOXKHONIOJOKHTENBHEIX
pe3yJISTaTOB B METONAX HENpAMOTO HMMYHO(EPMEHTHOrO aHamM3a aHTHTEN
Kracca M.

Kpowme Toro, RF-M MoskeT 0OHapyXiBaThcsl B CEIBOPOTKE KPOBH [AIHESHTOB

6OBHBIX ayTOMMMYHHBIMU M HHPEeKIMOHHRIMA 3a6oeBanuAMH (Tabin.1).

Tabnuna 1.
Yacrora o6Hapyxennt RF-M npu paznuaubx 3aboneBaHusx U y 3A0POBBIX
moneit.
3abonepapus Yacrora sesiennas RF-M, %
Pesmatouansiii apTpuT 60-90
IOBerMILHEEI peBMATORHEIN apTPUT <20
IlepBruHEIi OUMHApPHEIH UPPO3 45-70
IlcopuaTuveckasn apTpONaTHA 30-70
JlmmdonpomidepaTuBHEie OMyXonH o 50
BupycHEIA TeniaTuT 20-40
I'pumm 15-65
CrcreMHas KpacHads BOIMaHKa 15-35
CucreMHas CKISPOLEPMIAs 20-30
Wudapxr Muokapna 10-20
HomnMuosut <10
TyGepxynez <10
3nopoBrie momn (Monoxe 70 ner) <5
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KomuaecTennoe onpenencane RYF-M mposomutcs: 1) mpu obcnenosanmu
MALUEHTOB C MOJO3PSHUEM Ha PEBMATOMIHEIM apTpuT; 2) ANi KOHTPOIA JIeYeHHs
PEBMAaTOMIHOTO APTPHUTA.

1.3. HaGop paccuurtan Ha mpOBeAecHHE ananu3a B AyOiaukarax B 48 npobax
(40 Hem3BecTHRIX MNpo0, opHa T1poba KOHTPOJBHOH CHIBOPOTKH, IIECTB

CTAHZAPTHHIX KaTMOPOBOYHEIX Npo6 H ofHA Mpoba I ONPEASNCEHA ONTHIECKOH
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riotHocT TMB-Cy6ctpaTtHoro pactopa) MpH OAHOBPEMEHHOM HCTIONB30BAHHA
BCEX CTPHIIOB IJIAHIIETA.

B caygae npobHOrO upHMeHeHHs Habopa HeoGXomuMo oOsf3aTeNBHOE
HCIIONB30BAHAC: TIPU KaXAOW IOCTAaHOBKE /I KaYeCTBECHHOTO aHalu3a —
KamuGpatopa 0, Kanubparopa 2, Kanubparopa 5 m xontpons TMb-
CyOcTpaTHoro pacTBOpa; IpH KaKJOH NOCTAaHOBKE IUII KONMHYECTBEHHOIO
AHAJIN34 - BCEX CTAHAAPTHEIX KATMOPOBOYHBIX ITPo0, KOHTPOJIEHOM CEIBOPOTKU H
xoHTpOosis TMB-CyGcrpaTHoro pactsopa.

2. Xapakrepucruka HaGopa

2.1. IlpuHupm gefcTBHS.

MeTox onpeneneHAA OCHOBAH Ha «CIHABUAY» BapHAHTE ABYXCTAAHHHOIO
AMMYHO()EPMEHTHOTO AaHajJW3a. B JyHKax [UIaHIleTa ONHUCTHPOIOBOTO
pa3bopHOre copOmpoBaHEl HMMyHOrnoOyinMHER Iacca G kponmka. Ilpu
nobapnennn o6paszna chBOpoTKY npoucxonuT ceazbiBande RF knacca M (RF-M) ¢
Fe ¢parmentom IgG xpomuka. Tlocae OTMEIBKH MMMyHOCOPGEHTa J0OaBIAI0TCH
aHTHTeNa KO3Bl IPOTHB aHTHUTENl denoBeka kiacca M, KOHBIOTHpOBaHHBIE C
nepokcua3oil xpeHa. Bo Bpema MHKyOanuu 37H aHTHTENA cBashiBaroTca ¢ RF-M,
Py HAIXYHH €10 B 00pa3ilie HeeleayeMOH CEIBOPOTKA.

Ilocne  OoTMEIBKA  HMMyHOCOpOGHTa  Olpefelsercsi  aKTHBHOCTH
NCpOKCHUZA3El, CBA3aBIIelcsd ¢ AHTHTENAMH B JIYHKAX IUTaHIUeTa. KonM4ecTBo
CBS3aHHONC AHTHTENAMHM KOHBIOIaTa NPOMOPIMOHANBHO Kommdectsy RF-M B
o0pasue CRIBOPOTKH KPOBH.

Bo Bpemsa wuHkyOanmmm c¢ TMB-CyOcTpaTHEIM pacTBOPOM INPOHCXOLUT
OKpalllMBaBHe pacTeopa B InyHkax. CTeneHp OKpacKd TNpONOPHHOHANLHA
KOJTMMECTBY CBA3AHHOIO aHTHUTeNaMH KoHbiorara. [locie M3Mepenus ONTHIECKO
- MIOTHOCTA pacTBOpa B JIyHKax Ha OCHOBaHHM KaymOpoBO4HOro rpaduka

paccuuTHBaeTea kKoHIeHTpauwma RF-M B ucciepyeMsIx oOpasnax.
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2.2. Coctas nabopa.

- IMMYHOCOPOEHT — [UIaHIIeT NOMHCTHPONOBhHi pa3bopueii (12 cTpumoB Mo
8 NyHOK Kaxmeiif) ¢ HMMOOHWIM30BAHHEIMYM HAa BHYTpEHHEH MOBEPXHOCTH JNYHOK
HMMyHOIIOOymuHamMu Kiacca G kponuka, MapkupoBad «IMMyHocopGenT» - 1 1mT;

- KOHBIOraT - aHTHTena KO3l NPOTHB HMMyHOINIOOYIHHOB Kiacca M
9eNIoBeKa, KOHBIOTHPOBAHHEIE C DIEPOKCHAA30H XpeHa; [po3padHas HIH Clierka
onanecuMpyomas XENToro OBeTa KWAKOCTb, JOIYCTHMO o0OpasoBaHHe
amopdHOro ocaaxa, NpU BCTPAXWBAHWM pacHafalolerocs M UPHBOJALIEIO K
TIOMYTHEHHIO pacTBOpa; Mapkuposad «Korstorat» - 1 dur. (12,5 mi);

- CTAHAApPTHBIE KaoMOPOBOYHEIC IPOOEI Na OCHOBE CBHIBOPOTKH KPOBH
YeloBeKa, COACp)Kamue peBMaTomEHEIA (QakTop racca M B KOHIEHTpallMfX,
yKa3aHHEIX HA3 JTHKeTKax (JIakOHOB M B aHAIMTHYECKOM INaCIopTe KayecTBa;
CTAHJApTHas1 KanmOpoBodHas 1mpoba Ne(0 - pmpospadmas WM cllerka
onmajecLEpyiomas OecuBeTHad WiIM  CBETIO-KEITOTO IBETa  KHAKOCTb,
cragmaprasle KamuOpopodnire mpoOBl Nel - Ne5 - mpospaunpie WM cherka
OnaICCIHpYIONINe MAJMHOBO-KPAaCHOTO KIM KPAaCHO-OPAaHKEBOro I(BeTa pa3HOH
HHTEHCHBHOCTH JXHIKOCTH; MAPKHPOBAHEL:

«Kanub6parop O» - 1 dur. (1,5 mu);

«Kamubparop 1» - 1 du. (1,5 mn);

«KaimOparop 2» - 1 ¢u. (1,5 mi);

«Kanmubpatop 3» - 1 dar. (1,5 mm);

«KamuGparop 4» - 1 ¢pn. (1,5 mn);

«Kamudparop 5» - 1 da. (1,5 mn).

- KOHTPOJBHASA CBIBOPOTKA C U3BECTHBIM cofepkanncM RF-M; mpospadnas
HJTA CJIETKA ONANECIUMPYIOmas OeciBeTHA I CBETIO-XKEITOro HBeTa KHUAKOCTE;
3HAYEHWE KOHIEHTpalM pPeBMATOMAHOrO ¢akTopa B CHIBOPOTKE YKa3aHO Ha
3THKETKE ¢lakoHa H B aHAJMTHYCCKOM IMAcliopTe KauecTBa, MapKHPOBaHA
«KoHTpoNsHaA CEIBOPOTKaY - 1 dut. (1,5 Mn);

- PacTBOp Ui TpejBapHTENbHOTO pa3BefeHHs CHIBOPOTOK; IIpo3padHas

KUAKOCTH CHHe-(pHONeTOBOrO IBeTa; MapkupoBaH «PPCy - 1 dur. (12,5 M),
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- 6510K-pacTBOp; NMPO3padHas KA CIETKa ONAIECIUPYIOmas pO30BOTO UBETA
KAIOKOCTH, JOMYCTHMO OO0paszoBaHnue amMopdHOTO OcaJiKka, NPH BCTPAXMBAHIK
pacTanaoInerocs B NPUBOAAIIETC K IOMYTHEHHIO PacTBOpa; MapkuposaH «bP» -
1 d. (12,5 M)

- TNpOMBIBOYHEIM pacTBOp, KOHLEHTPAT; NpO3payHas WA CIerka
onanecUHpyIOmas, OeclBeTHas HIN CBET/I0-XENTOro IBETa XUIAKOCTh, AOIYCTHMO
obpasoBaHue 0cajKa, IOJHOCTHIO PacTBOPSIONIEIOCA P TEMIIEpaType or 35 1o
39 °C n BerpaxuBanny; Mapruposal «I 1P (koanentpar X 25)» - 1 ¢, (50,0 mm);

- TMB-CyGerpatusifi pactBop; Hpo3padHas OeclBeTHAd XHAKOCTE;
mapkuaposad « TMB-CyOcrparthasiit pactBopy - 1 ¢u. (12,0 mm);

- cepHas KHCIOTa B KoHUSHTpamu# 0,2 moms/n; mpospadHas GcclBeTHAs
XKUAKOCTH; MapkupoBaHa «Cron-pearent/0,2M» - 1 ¢ur. (15,0 mur).

- OJIaHK U TIOCTPOSHHS KaHOpOBOIHOMH KpHBo# — 1 mT.

- INIAHIICT A/ MPEABAPHTE/IFHOTC Pa3sBeZieHns: CHIBOPOTOK — 1 miT.

- HHCTPYKITHA II0 IIPAMEHEHHIO — 1 mIT.

JIOMONHUTENFHO B KOMILIEKT IOCTABKH MOT'YT OBITh BKIIOGEHRL:

-KPHIIIKa K HONUCTAPONOBEIM 90-TyHOUHBIM IIaHIICTaM;

~0AHOPA30BEIE HAKOHETHUKH;

-IIACTHKOBAsi BAHHOYKA ANA KHJIKHX PearcHTOB;

-IUTACTUKOBAS CKPeNKa AN 3aKphIBaHHA IaKeTa ¢ HMMYHOCOPOSHTOM.

3. ARanuTHYECKNE H JHATHOCTHYECKHE XaPAKTePHCTHKH Habopa

3.1. UypcrBHTeIRHOCTE. MMUHHMAaNbHAT JOCTOBEPHO  OIpeeiisieMas
Habopom koBneHtpamus RF-M B ChIBOpoTKE KpOBHM HelOBEKa COCTABIACT HE
Gosnee 2 ME/Mn

3.2. KosunmeHT BapHaldi pe3yibTaToB onpeaencHus RF-M B oqHOM H
TOM e 00pasile ¢ uCIoib30BaHIeM Hadopa He npeBkmacT 3%.

3.3, 3aBucmMocts koHneHTpaudd RF-M B ofpasnax ChHIBOPOTOX KpOBH
AMeeT MMHEHHbIH XapaKTep B HANA30He KOHIEHTPAIHH KamuOpoBOYHEIX Ipod Ne
2 - Ne 5. 3yavyeHue «IHHEHHOCTH» XOIDKHO HAXOMWTBCH B mpenenax oT 90 jo

110%.
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3.4. TouHocTh. J{aHHEIH aHaMHTHYECKUH IIapaMeTp NPOBEPAETCA TECTOM Ha
«otkpuTHE» RF-M — cooTBeTcTBME WM3MepeHHOH KoHueHTpaumu RF-M
npeAmvcadHo® B TpoGe, NMONYyYeHHOH MyTeM CMEIIVBAHMSA PaBHBIX o0neMOB
kamabpopounodi npoOst 10 ME/MA H KOHTPONbHOM CHIBOPOTKH. IIpoueHT
OTKpHITHA cocTasier oT 90 no 110%.

3.5. PexoMeHzyeTcs B XaxHoi JaGopaTOpHM NPH HCITONB30BaHHH HAbopa
YCTAHOBATE COOCTBEHHBi€ 3HAYCHHA HOPMAIBHOTO H IATONOIHYECKOrO YPOBHS
RF.

4, Mepnbi npefoCcTOPOKROCTH

4.1, HoTeHnuansHEI pucK MpHMeHeHrs Habopa — Kiacce 2a.

4.2. Bce xoMIoHeHTH Ha0bopa B UCOONE3YEMBIX KOHUCHTPALMAX SBIAIOTCHE
HETOKCHYHLIMU.

4.3. Ilpu pabore c nabopom cnexyer cobionars «(Ipasuna ycrpoiicrsa,
TEXHUKH 0e30I1aCHOCTH, IPOM3BOACTBEHHOH CAaHUTAPHH, IPOTHBOIIHEMHUIECKOTO
pexHMa ¥ JIMIHOH THTHeHs! npu paboTe B naboparopmix (OT[eNeHHnAX, OTAeNax)
CAHATAPHO-DIIHICMUOJIOTUNECKAX  YUpeXXAeHmid  cucTemMbl  MEHHECTEpPCTBA
saparooxpanends CCCP» (Mocksa, 1981 r.).

4.4. Cron~pearent npefcrapisger cobolt 0,2 M pacTBop cepHOH KHCHOTHL
Wzberats pazOpeisrWBaHMs U NONANAHUA HA KOXY M CIH3UCTBIE. B crtydae
MONAKAHKMS PACTBOPA CTON-PEAreHTa Ha KOXKY ¥ CIH3HCTHE HeOOXOMMMO MPOMEITE
HOpa)keHHBIN Y4acTOK OOIbIIMM KOJIMYECTBOM IIPOTOYHOMN BOJHL.

4.5. Ilpu pabore ¢ HaOopoM CIeAyeT HAJEBATh OAHOPA30BbIE PE3UHOBBIC
HIM NJacTHKOBble IEepYaTKH, T.K. OOpaslhl H TpOM3BOJHBIC KpOBH veENloBeKa
ABIIOTCA  MOTECHIMANBHO  HMHOHIAPOBAHHBIM  MATEpHaloM,  CHOCOOHBIM
IIUTEFHOE BpeMs COXPaHATh M nepefaBats BUY, Bupyc rematuta wim noGok
apyroii BO30YAUTENs BAPYCHBIX HHGEKIHH.

4.6. XuMudeckas nocyga ¥ oOopyJoBaHHe, KOTODBIE HCIOIL3YIOTCS B
pabote ¢ HaGopoM, JXOIKHEI OBITH COOTBETCTBYIOIUM OOPasoM MapKHpOBAaHBI H

XpaHnuThCH OTACABHO.
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4.7. 3anpeinaeTcs MPHEM MY, MCTIONE30BaHHE KOCMETHIECKHUX CPEACTB U
KypeHHe B IOMeleHMsIX, MPeAHa3HaqeHHBIX i paboThl ¢ HabopaMH.

5. OGopynosanue ¥ MATepHAIbI, Heo0XoAnMbIe npu pabore ¢ HabopoM:

- CHEKTPO(OTOMETp BePTHKANLHOIO CKAHHUPOBAHUA, HO3BOJLFOLIMIA
H3MEPATH OINTHYECKYI0 ILIOTHOCTh PacTBOpa B JIyHKAaX ILUTAHINETA OPH JUIHHE
BONHEL 450 HM;

- BOILEP WK YCTPOHUCTBO JiIA IIPOMEIBAHUS MIAHILIETOR;

- TEpMOCTAT JUIA UHKyOanyu upH temmeparype (37,0 = 0,5) °C;

- NATIETKHA MONYABTOMATHYECKHE ONHOKAHANBHBIE ¢ H3MEHACMBIM 00BEMOM
orbopa xuaKocTei: Ha 5-50 Mk, Ha 40-200 Mk, ma 200-1000 Mxa; Ha 1000-
5000 MKJI ¢ HAaKOHEYHHUKAMH;

- TIMNerka [OONyaBTOMAaTAYeCcKas BOCHMHKAHAJIBHAA, IO3BOJAIONIAL
otOnpaTk 00peMBl XKIAKOCTH N0 300 MK, ¢ HAKOHEYHHKAMH,

- TUIMHIP MepHEIH, mo3sonAromuit ormepats 200 M, 500 mr;

*- CTaKaH CTEKISTHHEIH BMecTHMOCThI0 300 Mi;

*- BoZa JUCTHILIMPOBAHHA,

-~ Oymara pmIsTPOBaNbHa 1abopaTopHat;

‘- [IEPYATKH Pe3UHOBHIE MIIH ILIACTHKOBBIE.

6. Amanuaupyemnie 06pa3nhl CHIBOPOTOK KPOBH Y€/I0BEKA

o Hbmroqeﬂm JIOXKHEBIX Pe3YIbTATOB HEJNb3A ITOABEPraTh HCCICAyEMbIE
ofpasnpsl TEpMOMHAKTHBHPOBAHHIO, HeOOXOQHUMO OTOMpATh M XpaHHIP WX B
YCIOBMAX, NpefoTepamalonux OGaxrepuaneHpii poct. Kaxpii  oOpasen
HCCleXyeMoii CBIBOPOTKH cleflyeT 0T0HpaTh HOBEIM HakoHeYHHKoM! OtoGpaHHse
obpasus xpanmTs Hpr Temiepatype oT 2 go 8§ °C He Gonmee 3-x cyrok. Bonee
ANATEIBHOE XpaHEHHe JOMYCTHMO NPH TeMIeparype He Bbilte Muayc 20 °C
(oOpasiEl MOTYT MO/IBEPraThca 3aMOPKIBAHHIO W OTTaUBaHHIO He Gonee 1 pasa).
Henpss wnenoms3oBath o0pa3usl ¢ OakTepuanbsHEIM  POCTOM, BRIPAKEHHEIM
reMOJEM30M H runepmunpAeMaei. OOpaslsl CHIBOPOTKH KpOBH, coZepialniye
arperaThl WiH 0CafoK, HeOOXOXHMO OCBETNATH NeHTpudyrupopanveM pu 1000-

2000 o6/MuH B Teuenne 15 MMH npu TeMnepatype ot 4 jo 8 °C.
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7. HoaroToBKka pearenToB A AHAMN3A

7.1, Hene3s HUCNONB30BATH peareHTH U3 HaOOpOB pasHBIX CEpHA HIH
CMEINMBATL HX B NpPOLECCEe NPUTOTOBICHHUA PAcTBOPOB, a TaxXKe HCIONLE30BATh
peareHTHl N0 HCTEYSHMH CPOKa HX rogHocTu!

[lepen uCTONB30OBaHUEM Bce peareHTH HaOopa BeulepkarTh 30 MHH 1pH
KOMHaTHOI TeMnepatype (ot 18 o 24 °C).

7.2. IMMyHOCOPGEHT.

Baumanaue: Bo n30elxkaHMe KOHACHCALIAH BJATH BHYTPH JYHOK
Heo0X0AuMO BBIAEPKATHL HMMYHOCOpGeRT HpH KOMHATHOH TeMmeparype (oT
18 no 24 °C) B 3akprITOM Naxere He MeHee 30 MunyT!

Bekpuits  donpruposannmlii maker, oTcrymuB 1,0 ¢cM oT Kpas makera.
Bemmyts 13 akeTa paMKy H HEOOXOAHMOE KOIUIECTBO CTPHIIOB, BCTABATH CTPHIIAL
B paMKy.

7.3. IIP - paGoumii mpomsiBoubhil pactBop. CogepxmMoe ¢rakoHa ¢
koruentparoM IIP Timatensro nepememars. Jing npurotoenenus pabodero IIP
He00X0I¥MOe KOJIMYEeCTBO KOHIEHTpATA IPOMEIBOYHOTO pacTBOpa OTOOpaTh B
OTHENLHYI0 EMKOCTE M JOOaBHTE COOTBETCTBYIOIICS KONHYECTBO BOJIEL
mucTwmporaHHoi. [loxyaeHREN pacTBOpP TIHATENBHO IIEPEMEINATE.

7.4. Kouwpiorar — roroB K nDpuMeHenuto. Ilepen ucnoneszoBanneM
coflepXuMoe (uIakOHAa TINATENFHO mepeMemarh H Oro0paTh HeoOXoAMMOe
KOJIMYECTBO B YHCTYIO EMKOCTE.

7.5. CranpapTaiie KamMOpOBOUHEIE IPOOH — rOTOBHI K IIPUMEHEHHIO.

7.6. KORTpOoNbHAA CHIBOPOTKA - TOTOBA K NPUMEHEHHIO.

7.7. PPC (pacTBOp A7 mpeBapHTEIBHOTO Pa3BEIEHHSA CHIBOPOTOK) - FOTOB
K nupuMeneHmio. Ilepea HCMonp3oBaHHeM cofepxuMoe (¢UiakOHa TIIATENBHO
nepeMemath 1 oTo6pars HeoOXoaMMOe KONUIECTBO B YACTYIO EMKOCTE.

7.8. BP (6a0k-pacTBOp) — rotoB k NpmmeHeruto. [Iepen Hcmons3oBanueM
coaepxuMoe QUIakoHA TIIATENbHO IiepeMelllaTh M 0ToOpaTe HeobXxoxumoe
KOIMMYECTBO B YHCTYIO EMKOCTS.

7.9. TMB-Cy6¢TpaTHELR pacTBOp - FOTOB K IIPHMEHEHHIO.

1 @ 000 LMPMM &7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU




¢ 9

7.10. Ctomn-peareHT — roToB K IIPUMEREHHUIO,

8. IIpoBenenne anaIH3a

8.1. ITo HCcTEeUeHUN YKA3aHHOTO BPEMEHHM COJEPKNMOE JIYHOK YAAIMTL C
MIOMOINBIO BOIepa (MM MHOTOKAHANBHOW IHIETKM) B &MKocTh Ui chopa
HE(GUIMPOBAHHOIO MaTepuaja, UMMyHOCOpPOeHT NpOoMBITE 2 pasa paboumm IIP,
3ajiMBag €ro A0 Kpaes JyHok (He MeHee 380 MKI B JYHKY) W yJAandd
MpOMHEBOYHEIA PACTBOpP ¢ IMOMOINBIO BOLIEPA (BJIM MHOTOKAHANBHOH IIMIICTKH) B
éMkocTs A c6opa HMH(UIMpoBaHHONO Martepuana. IIo oxoHUaHuM NPOMEIBKM
TINATENBHO YJATHTS OCTATKH JXUAKOCTH U3 JYHOK MOCTYKHBAHHEM paMKH CO
CTpUIIAMM B INepeBepHYTOM IMONOXEHWH no ¢uibTpoBanbHOM Oymare. He
IOIYyCKaTh OCTATKa XHAKOCTH B JIyHKaX IIaHIIETa.

8.2. Wccnenyemsie CHIBOPOTKH pa3BecTH B 10 pa3s pactBOpoM s
mpesiBapuTenbHoro passepenns ceiBoporok (PPC). s 5TOrO BHECTH B JYHKH
BCIIOMOTaTeNnsHOro mianmera 90 Min pacrsopa, 106aBuTh 10 MK CHIBOPOTKH.
CozmepxuMoe JIyHOK TINATENBHO NEPEMEIATh OCTOPOXKHEIM MAIETAPOBAHUEM, IIPH
3TOM (PHONETOBO-CHHMEA IBET ZOJDKEH H3MEHHMTLCA Ha MOTy00BaATO-3CNCHEIM,

8.3. IlocTaHOBK2 Ka9€¢CTBEHHONO aHAIN3A.

CranpapTable KamuOpPOBOYHBIC TNpoOHl pPEeKOMEHAYETCHd BHOCHTE IO
cnefyromed cxeMe: B JIyHKH uMMyHocopOenta Al, A2 j1o3aTopoM HUMETOYHEIM
pHectn 1o 100 mxn «Kaymbpatopa O», B mymxw Bl, B2 - mo 100 mxn
«KanuGpartopa 2» u B nyrky Cl, C2 — mo 100 mxn «Kamubpatopa 5», mysku D-1,
D-2 - ocraBuTh Iy m3Mepenus omnTudeckod mnotHocTH TMB-CyGeTparHoro
pacTBOpa.

HocranoBka KOJIMIECTBEHHOT0 AHANH3A.

CranpapTHeie KalMOpOBOYHBIE INpPOOK W  KOHTPONBHYIO CHIBOPOTKY
peKoMeHAyeTcsl BHOCHTE IO clefyiomeif cxeMe: B JIYHKH MMMyHocopbeHTa A-1,
A-2 nozaropom nunerouasiM BaecTd no 100 M «Kamubpatopa O», B 1yHKH B-1,
B-2 - nmo 100 mxn «KamuGparopa 1», B nymku C-1, C-2 - mo 100 Mxn
«Kamm6paropa 2», B ayaku D-1, D-2 — mo 100 mxn «Kanubpatopa 3», B myskH E-
1, E-2 - mo 100 mxn «KanuGpatopa 4», B nmynkd F-1, F-2 - mo 100 Mxx
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«Kamibparopa 5», B nyrxu Gl 1 G2 — mo 100 MK KOBTPOJBHOH CHIBODOTKH.
Jlyuxu H1 u H2 octaBuTh AN H3MEpeHWs orTuueckodf mrotHocTd TMb-
CyOcrparHoro pactsopa.

B ocransHble IYHKH B ABYX 1oBTOpax BHecTH no 90 Mxa BP ¥ mo 10 Mxn
npeapapuTeabHO pazBeneHHsIx (1:10) obpasnos HMccrenyeMBIX  CHIBOPOTOK,
(KOHeYHOE pasBeAeHHe CHIBOPOTOK B jyHKax — 1:100). Coaepxemoe JIYHOK
TIIATEILHO MEePEMEAT:E OCTOPOKHEIM NHIeTHpoBaHueM. IDmaHmieT 3aKphITh
KpBINKOH M BEIIEpKaTSH B TeueHue 30 MuH npu Temuepatype (37,0+0,5) °C.

Bunmanune! Bpems Brecewnsi ofpa3noB He AokHO npesbimars 10
MHHYT!

8.4. Coaepxumoe TYHOK yZamwTh B €MKOCTE i cbopa MHOUIHPOBAHROTO
MaTepHala ! IUTaHIneT IPOMEIThH 4 paza pabounm TP, xak B 1. 8.1.

8.5. Bo Bce nyHxknu manmera, kpome dydok D-1 u D-2 (wm Hl u H2),
pHecTH 10 100 Mxn kxownmlorara. IInaHmmeT 3aKphITh KpPHINKOH M BHACPXKATE B
tedenvie 30 MuH nipu Temneparype (37,0+0,5) °C.

8.6. ComepxmMoe TYHOK YHANHTh B EMKOCTh Ad cOopa MHPHIHUPOBAHHOIO
MarepHana | IIaHIeT NpoMerTh 4 pasa pabounm I1P, xak B 0. 8.1.

8.7. TMB-Cy0OcTpaTHsiii pacTBop BHecTH 110 100 MK pacTBOpa BO BCE JIYHKH
OTMBITOTO IUIAHINETa, IUIAHICT BeAepkarh 20 MHMH B 3aIMHEHHOM OT CBETa
Mecte npH Temnepartype ot 18 xo 24 °C.

8.8. Peakinio OCTAHOBHTE HOOABICHHEM BO BCE JIYHKH CTPHITOB 110 150 Mt
CTOII-PEareHTa, M IIPOBECTH yUeT pe3yJbTaToB. BpeMsa MeXIy OCTaHOBKOH
peaximn n u3mepenneM Ol re gomkao npesbnnats 20 MUH.

9. Perucrpanusi pesyjabLTaToB

PerucTpandio pe3ylETaTOB MPOBOAUTE CHEKTPOHOTOMETPHHECCKH MpH JABYX
JUMHAX BOIH: 450 /620-680 HM ¢ HacTpolikoii mpuGOpa mo «BO3AYXY». JomycTHMm
yUeT pe3yIbTAaTOR IPH ONHOM AnuAe BoNHE 450 HM.

10. Yuer pesyabTaTon

10.1. Yaer pe3ynsTaToB
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Peakuuio yIHTHIBATS, €CIH CpeiHEe 3Ha4YeHHE ONTHYECKOMH ITOTHOCTH (OID B
nvekax ¢ Kambpatopom 5 - me Memee 1,3, cpemnee 3magenme OII TMB-
Cy6cTpaTHOro pacTBOpa He A0JBKHO npessnuars 0,1.

10.2. MeTepnperanis pe3yabTaToB.

1) Ipr Ka4YeCTBEHHOM aHA/H3E: MONOKWUTENBHBIM CUHTATh O0pasen co
anadenueM OIT, paBHEIM WK MpeBRImMaroInM cpestee 3uadenne Ol kambparopa
2.

OmpuauarensHeiM cantath ofpazeny co 3nauenweM OII Menee cpemHero
saaqeHns OI1 xambpatopa 2.

Conepxanve RF-M B o6pasne casoporku (ME/Mi)

HOPMaJIGHBIH YPOBEHD MeHee 20

MOBEINICHABIHA YPOBEHE 20 u 6onee

CTATYCOM IIallHEHTA.

2) Ilps xoNHYECTBEHHOM AHAJH3e - HEOOXOIWUMO [OCTPOHTE
KanuOpoBoublil rpadmk mo cpepunM BeamumHam Ol «KamuGpatopa O»;
«Kamibparopa 1»; «Kamubparopa 2»; «Kambparopa 3»; «Kamubpartopa 4»;
«KamuGparopa 5». Ha Onawke jys mocTpoenus KanuOpoBOUHOH KpHBol HO ocH
opauHar Y oTknagsBaloT cpeanue sHadeHus Ol cTaHIapTHEIX KaXUOGPOBOTHEIX
npob, mo ocum abcmucc X OTKNAARIBAIOT COOTBETCTBYIOIMIHE 3HAYCHHA
KOHILICHTpaLMy anaTuTeN, BepakeHHod B ME/Mi. TTo nomydeHHBIM TOYKaM CTPOST
KanmubpoBOYHYIO KPHUBYH).

I o6paztioB co 3uauenpneM OlN, mpessmmaromuM cpefnee 3HadeHde OI1
«KamuGparopa 2» onpeaensioT Komhenrpamuio aHtuten RF-M  no
KaaHOpoBOYHOMY TpaduKy.

KoHTpONsHAs CHIBOPOTKA CIYXHUT I POBEPKH TOYHOCTH H JOCTOREPHOCTH
pesynsratos. IlonydeHnsie Benuauusl koHeaTpaipii RF-M B o6pasiax cauTarts
JOCTOBEPHEIMH, €CNIH BHYHCACHHOS 10 KaTHOpoBOWHOMY rpadMKy 3HaucHUe

KoHueHTpay RF-M B KOHTpONBEHOM 00pasie MonajacT B NpeAelkl, YKa3aHHbIS

Ha 3THKETKe (IakoHa.
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10.3. Ecnm 3Bauenme OII ceiBopoTkH TpepsimaeT cpenHee 3Hadenue OII
Kamubpartopa 5, /IS TOYHOTO ONpefieieHHs HEOOXOAMMO MEPECTABHTE JNAHHbIH
o0pasen noBTOpHO B OosbmeM pa3BelileHHH. PeKoMEHAyeMoe KOHEYHOe
paseegenne - 1:400. Jma npuroroBneHus passeacHus 1:400 B IyHKY
BCOMOTAaTeIbHOrO IaHmera BHecTH 195 mxn PPC u 5 MKI HccnepyeMmoro
o0pasna (pasBemenme B Jyhke cocraBHT 1:40). 3areM B [ABe JIYHKH
uMMyHOcOpOeHTa BHecTH no 90 Mxn BP u mo 10 Mxi chIBOpOTKH, pa3BeASHHOMH B
40 pa3 (mpw 3TOM KOHEMHOE pa3BeleHre B JyHKe cocTaBHT 1:400). Janenernrmii
aHanu3 TpoBOAUTH B coortBercTBuH 0.n. 8.3.-8.8. Ilpm ydere pesynbraros
KOJIHYECTBO aHTHTEN B o0pasne OyAeT paBHO MNONYYEHHOMY B Pe3yNbTaTe aHAIU3a
3HAYEHUIO KOHNEHTPAMy aHTHTEN, YMHOKEHHOMY Ha 4.

11. YcaoBRA XpaHeHHAA H KCIIIyaTanan Habopa

11.1. HabGop peareHToB NOIDKEH XPAHHTECA B YNAKOBKE [PEANpPUITHA-
H3TOTOBUTENA TpH TeMnepaType oT 2 o 8§ °C B 3alIEIeHHOM OT CBETa MECTE B
TeUCHHE Beero cpoka rogaoctu. Cpok roxHocT Habopa — 13 Mecsues.

11.2. TpancnoprupoBaHue HaOOpa peareHTOB NPOBOAUTH NpPH TeMIIEpaType
ot 2 no 8 °C. JlomycTHMO TpaHCIIOPTHPOBaHUE NpH TeMnepaType ot 9 go 20 °C ve
Gonee 10 cyrok.

11.3. B cnyuae mpoOHOTO MCIONE30BAHNA KOMIIOHEHTEl Habopa HeoOXommMo
XpaHUTh CHEeYIOIHM 00pa3oM:

- HmMmynocopOeHRT - mnaker ¢ HEMCHONL30BABHBIMH CTPHNUAMH ¥
CHNMKAre/leM TINATEIRHO repMeTH3poBaTh. lloclne mepBOro BCKPHITHA IaKeTa
AMMYHOCOPOEHT cTabuiien B TeueHUe 1 MecsAla IpH XpaHCHMHA IIPH TEMIIEpaType
ot 2 10 8 °C.

- IIP (xoHmeHTpaTr X 25) - mocie BCKPHITHA (IakoHa OCTaBLIMKCH
neucrons3opagueM ITP (koHLEHTpaT X 25) XpaHWTE BO (UIaKoHe, IUIOTHO

3aKPEITOM BHHTOBOH KPHIOIKOM, HA TIPOTSXEHWH CpOKa I'OAHOCTH Habopa npM

TeMnepatype ot 2 no 8 °C;

- PaGovuii TpOMBIBOYHEI pacTBOP, IOJITOTOBICHHEIE K HCHONb30BAHMIO,

XPaHUTE He Gonee 3-X cyTok npu Temmeparype ot 2 o 8 °C.

I
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- Kowslorar — Imocie BCKPEITEA diiakoHa OCTABINHECA HEUCIONB30BAHHBIM
KOHBIOTAT XPaHHTh BO (MIaKOHE, IUIOTHO 3aKPEITOM BHHTOBOM KpBINIKOH, Ha
NpOTHKEHUH MecAria Ipy TeMneparype ot 2 10 8 °C.

- Craunapraeie KanuOpoBouHbie MpoGEl — mocie BCKPHITHA ¢uakoHa
OCTaBIIHECS HEHCIIOMB30BAHHBIME KAMHOPATOPsl XpaHUTh BO (plaKoHax, MIOTHO
3aKPHITHX BHATOBHIMA KPHIIKAMH Ha MPOTHKEHAN MecAlia Py TeMrepaType oT 2
1o 8 °C.

- KourponbHas CHBIBOPOTKA - IIOCTE BCKPHITHA (pllakoHa OCTaBHIyIOCA
HEHCIIOJIB30BAHHON KOHTPOJIGHYIO CBIBOPOTKY XPaHATh BO (IIaKoHE, IIOTHO
3aKpEITOM BUHTOBOH KpHRIIKOH, Ha IPOTMKEHUH MeCaUa IPH TeMneparype or 2 1o
8 °C.

- PPC (pacTBOp IS TPEAXBAPUTEILHOTO Pa3BEZCHUA CBIBOPOTOK) - TOCHE
BCKPHITAA (UIaKOHa OCTaBIIMMHCA HEHCIOMb30BaHHBIM PPC XpaHMTh BO $iakoHe,
IUIOTHO 33KPEITOM BHHTOBO# KpBIIIKOM, Ha NpOTKEHWH CpOKa roaHocTH Habopa
1pn Temmeparype ot 2 fo 8 °C,

- bP (bmox-pactBop) — mocie BCKPHITHA (JIAKOHA OCTABIIMHCA
HEHCIIONb30BaHHEIM BP XpaHWTh BO (UIaKOHE, IJIOTHO 3aKPBITOM BHHTOBOH
KPBIIIKO, Ha MPOTHKEHAN CPoKa roJHOCTH Habopa mpu Temneparype ot 2 ao 8 ©
C.

- TMB-CyGcTpaTHelif pacteop - IOCe BCKPHITHA (bIaKOHA OCTABIIWICA
HeHcnonb3oBaHHEM TMB-CyGcTpaTHEI pacTBOpP XpaHHTE BO (pIAKOHE, INIOTHO
3aKpHITOM BHHTOBOM KpHIIIKOH, Ha NPOTSHDKEHMH CpOKa NOTHOCTH Habopa IpH
TeMiiepatype ot 2 fo 8 °C.

- Crou-peareHT — IOCIHC¢  BCKpHITHA  ¢lakoHa  OCTaBIIMiicA
HEHCTIONE30BaHHEIM (CTol-peareHT XpaHMTh BO (IakoHe, IUIOTHO 3aKphITOM
BUHTOBOM KPBIMIKO#, HA MPOTHKEHWH CPOKa MoAHOCTH Halopa IpPH TeMIepaType
or 2 Ao § °C.

11.4. Ina monydeHWsd HAACKHEIX PeE3yJNbTAaTOB HEOOXOAMMO CTpOroe

cobmoneHre HHCTPYKITHM.
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Pewnamanun Ha coeumduueckue M QUIHYECKWE CBOWCTBA IIpenapara
HampasiTe B aApeC  npemupusrHa-usrorosuiens - OO0  «Hayuno
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(831) 434-97-12
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