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WHCTPYKIIMA
0 PUMEHEHHI0 Habopa peareHToB
JUIS HMMYHOGMEPMEHTHOTO OIpeIeNeH s KOHUEHTPaIHH 00IIero HMMYHOTI00y MHa Kiacca A
B CBIBOPOTKE KPOBH
(IgA o6uyuii — UPA — BECT)

1. HASBHAYEHHE
1.1. HaBop peareHToB s MMMYHODEPMEHTHOTO OIPeJEleHHs KOHIEHTpAmud OOIIero HMMY-
HOrnmoGymuHa Knacca A B cHIBOPOTKe kpoBd «IgA o6muit-MPA-BECT» (namee mo Tekcty — Habop)
IpeIHa3HaueH JUIs ONpE/eNeHns KOHIEHTpauy obmero ummynornodymuna knacca A (IgAosm) B CBIBO-
POTKe KPOBH Y€JIOBEKA METOAOM TBEPA0(Ha3HOTO HMMYyHO(EPMEHTHOTO aHAIN3A.
1.2. HaGop paccuuTaH Ha MPOBEAEHHe aHATH3a B XyOmax 41 HeM3BeCTHOTO, 6 KanmuOpOBOYHBIX A 1
KOHTPOJIBHOT0 06pasios (Bcero 96 onpeeneHuii Ipy HCIOTE30BAHAH BCEX CTPUIIOB IIIAHINETA).

2. XAPAKTEPUCTHUKA HABOPA
2.1. [IpuHIHD MeTOXA

MeTox OIpeneieHHs OCHOBAH Ha ABYXCTAJUHHOM «COH/BHY»-BapHaHTE TBEPAO(hA3HOro HMMyHOPEp-
MEHTHOTO aHAJIKN3a C IPHMEHEHHEM MOHOKIIOHAIBHBIX aHTHTEN K IgA.

Ha mepsoii crajguu KamuOpoBOYHBE 00PasIEl ¢ U3BECTHOH KOHUEHTpaued [gAq6m B aHAIM3HPYEMBbIe
06pasisl HEKYOMPYIOTCS B JIYHKax CTPHIMPOBAHHOTO IUIAHINETA ¢ MMMOOHIIM30BAHHBIMH MOHOKIOHAIb-
ueva aataTenavu (MKAT) k ansha-nensam IgA. Ha Bropo#t cramuu cBa3aBmmiics B myHKax IgAobm 06-
pabarsBaror kKombioratoM MKAT k sierkuM (JaM67a # Kara) HensM AMMYHOTTIO0YJIMHOB 4eIOBeKa C Ie-
POKCHIa301.

O6pazoBaBIIKeECs HMMYHHBIE KOMIDTEKchl «uvMmoOmwmsoBanibie MKAT — IgA — koHBIOraT) BBLIBISIOT
(hepMEHTATHBHON peakieif ¢ pacTBOpoM TeTpameTHiOeH3nmua. CTeneHb OKpalluBaHus IIPONOPIHOHATBHA
KOHIIeHTpaIiHd IgAqsm B aHaim3upyeMoM obpasie. ITocie H3MepeHus BEMMIMHEI ONTHYECKOH ILIOTHOCTH pac-
TBOpA B JIyHKAX HA OCHOBAHWW KAIMOPOBOYHOTO IpaduKa PacCUMTHIBAETCA KOHIEHTPAIMS IgAo6w B aHAM3H-
pyeMbIX oOpaslax.

2.2. Coctas nabopa
B cocras Habopa BXOIAT:

— mianmer pazoopHbni (12 BOCBMIITYHOUYHBIX CTPHIIOB) ¢ MIMMOOH/IM30BAHHEIME HA BHYTPEHHEH MOBEPXHOCTH
JYHOK MOHOKTIOHATBHEIMA aHTHTEIAMH K anb(a-mermsMIgA Jenopeka, FOTOBBIH U HCIIONB30BaH)s — 1 IMT.;

— KanuOpOBOYHEIE 00pasibl, CONEPIKAIME H3BECTHBIE KonmdecTBa IgAqcm — 0; 17,5; 35; 75; 150; 300
Em/mn(0; 0,25; 0,49; 1,05; 2,1 u 4,2 mr/mi); artecroaasble otHOcHTebH0 WHO International Standard
Immunoglobulins G, A and M, human serum, NIBSC 67/086; xonuenrpanud IgAqsm B KaTHOPOBOYHBIX
06pa3siax MOTYT HECKOIBKO OTIMYATHCS OT YKa3aHHBIX BEIMYMH, TOYHbIE BEIMYUHB] YKA3aHbI HA STHKET-
Kax (hJIaKOHOB, TOTOBBIE /UL HCHIONB30BaHKs — 6 (yiakoHOoB (110 0,5 MiD);

— KOHTpOJBHBIA 00pasel] Ha OCHOBE MHAKTHBUPOBAHHON CHIBOPOTKHM KPOBH 9eIIOBEKa C H3BECTHEIM COJICp-
sxameM IgAoem, aTTecToBarBE oTHOCHTENEHO WHO International Standard Immunoglobulins G, A and
M, human serum, NIBSC 67/086; roToBslii juist ucrons3oBanus — 1 guaxon (0,5 mm);

— KOHBIOTAT MOHOKJIOHATBHBIX AHTUTEN K JIETKHM (JisM0/a ¥ Kamma) HemsiM HMMYHOTIO0YTHHOB 9eoBeKa
C MepOKCH 1a30H XpeHa, TOTOBbIH [t Henmomb3oBanus — 1 duakon (13 mi);
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— pacTBOP I pa3Be/ICHAS CEIBOPOTOK (PPC), xommenTpar — 1 dmaxon (28 mi);

— KoHIEHTpaT pocdarHo-coneBoro OydhepHoro pacTBopa ¢ TBHHOM (@CB-T*25) — 1 ¢maxon (28 mi);
— pAcTBOp TeTpaMeTHIOSH3MIMHEA IWHOC (PAacTBOP TMB TUTIoC), TOTOBEL ISl HCTOMb30BaHus — | (rakoH (13
MII);

CTOI-PEAreHT, TOTOBBIA UL HCIIONB30BAHHS — 1 ¢pnaxon (12 mi).

[TeHKA JUIs 3aKIeHBaBysl [IaHIeTa — 2 T

— BaHHOYKA JUIs pearcHTra — 2 MiT.;

_ HAKOHEYHWKH s muneTkH Ha 5—200 M1 — 16 mr.;

— IUIAHINET IS IPeIBapUTEIBHOIO pasBeeHUs HCCICIyEMBIX o0OpastoB — 1 1mT.

[TpuHaUIEKHOCTH:

— Tpadyapet /s MOCTPOSHHS KaJltOPOBOTHOTO rpadmka — 1 mT.

3. AHAJIJUTUYECKHE XAPAKTEPUCTHUKHU

3.1. Coenmduunocts. B Habope «IgA 06muii-MOA-BECT» HCIOMb3yIOTCS MOHOKIOHAIBHBIC aHTHTE-
7a, 06J1aaromIie BEICOKOH CIenupuIHOCTEIO K anbda-nemnsm IgA. IlepeKpecTHOTO CBA3BIBAHMA € IgG, IgM,
IgE unu ans0yMEHOM B (PH3MOJIOTHISCKUX KOHICHTPAIMAX HE HaOI0anoCh.

3.2. «Xyx»-3ddexT Ipr HCTIONb30BAHUA Habopa pearcHTOB He 3aduKcHpoBaH. ONTHYECKast IIOTHOCTD
06pa3IoB CHIBOPOTKH KPOBH ¢ KOHIEHTpAIMer IgAosm 20 1000 Ex/mut Beerfa ImpeBhllana ONTHYCCKYIO
IOTHOCTE KaIMOPOBOYHOr0 00pasna ¢ MaKCAMAIbHOH KoHneaTpanuei IgAqsm.

3.3.* Bocnpomspoaumocts. Koa(hGuuueHT BapHallid PE3yIbTATOB  ONPECICHIA KOHIICHTPaIHH
IgAoem B JTyHKAX, COEPIKALIHNX KOHTPOJIBHBIH 06pasell, He IMpeBbIacT 8%.

3.4.* JIuneiHoCTD. JIaHHbI aHATUTHIECKUIl MapaMeTp IPOBEPACTCs TECTOM Ha «IMHEHHOCTEY» - OTKJIOHE-
HHE OT pacueTHOH BeMYHHbI KOHIICHTPAIHI TgAosm TPH Pa3BECHHM KATHOPOBOUHBIX 00pazoB, COMEPMKAIIIX
300, 150, 75, 35 Ex/mn B 2 pasza. lIponesT «mHeinocTay cocrasiser: 90-110 %.

3.5.* TourocTb. JIaHHBIA aHATHTHYECKAA NapaMeTp MPOBEPIETCS TECTOM Ha «OTKPBITHE» — COOTBET-
CTBHE M3MEPEHHOU KOHIEHTpauy [gAosm PacIeTHOMY SHAHCHHIO B npo0e, MOMydeHHOR MyTEM CMENABa-
HHS PABHEIX OOBEMOB KOHTPONBHOTO 00pasna u KaIIOpPOBOYHOro 00pasNa ¢ KOHLEHTpaIueH IgAoom 35
Em/mn (0,49 mr/mi). IIponeHT «OTKPHITHSD) COCTABIICT 90-110%.

3.6.* UyBcTBATEIHHOCTh. MAHMMAIBHO ONpPEaeseMas KOHICHTPATHs IgAo6m, pacCUMTaHHAs Ha OCHO-
BaHHM CpEHEero apH(METHICCKOro 3HAYCHHA ONTHUECKOH TMIOTHOCTH KauuOposounoro obpasma Bo (¢
xoruenTpamzei IgAqsn 0 Ex/mm) moc 26 (6 — cpe/iHee KBaIpaTHIHoe OTKJIOHEHHE OT CpeiHero apudme-
THyeckoro 3Havenus Bo) He mpessimaet 1,5 Ex/mi (0,021 MTI/MIT).

3.7. Kimmmueckas nposepka. Komuentparmus [gAosm, M3MEpeHHas B CHIBOPOTKE KPOBH, ¥ YCJIOBHO
37I0POBBIX JOHOPOB, HAXOAMIIACEH B MATIa30HE 20+285 En/ma (cM. Takxke c. 29).

3.8. PexoMmeHIyeTcs B KaXIOH 1a00paTopHy NPH HCIOIB30BAHMHA Habopa YTOYHHTH 3HAYCHHSI KOH-
nenTpanmi 1gAosw, COOTBEICTBYIONIME HOPMATBHBIM ISl JAHHOTO PEruoHa y obciieyeMoro KOHTHHICHTa
OACH.

4. MEPBI ITIPEJOCTOPOKHOCTHI

4.1. TToTeRMATEHEIA pUCK IpuMeneH:s Habopa — kiace 2a ([Ipukas M3 P® ot 06.06.2012 Ne 4n).

4.2. Bce KOMIIOHEHTH Habopa SBISIOTCS HETOKCHIHBIMY. CTOI-peareHt obnamaeT pazapaKaroluM
meiicTereM. M30erarte pasOpBI3THBaHES W MONAJaHMA HA KOXKY H CIH3HCIBIC. B cnoyuae momamgaHus
CTOII-peareHTa Ha KOXKY H CIM3UCTHIE HEOOXOIMMO IIPOMBITE HOPaXEHHBIA Y4acTOK OONBITHIM KOIHIECTBOM
[IPOTOYHOM BOJBL

4.3. TIpu paboTe ¢ HccneyeMbIMu 00pasiaMy CIIeyeT cObOIIOIaTh MEPBI MPEIOCTOPOKHOCTH, IIPHHS-
TIe TIpH paGoTe C MOTEHNHATHHO HHEKIHOHEBIM MATCPHATIOM. OcHoBHBIE IpaBuia pabOTEl H3I0XKEHEI B
«MHCTpYKIIAM IO MepaM IPO(MIAKTHKA PaclpoCTpaHCHHA pH(EKIMOHHEIX 3a0oneBanuii Ipu paboTe B
KITHHAKO-THATHOCTHYECKIX 1abopaTopisx Ied9e0HO-NPOGHIaKTHIECKHX VUpeXACHUE», YTBEPKICHHOH
Munsapasom CCCP 17 sBapst 1991 r. 1 B METOAMHYECKHX YKA3aHHAX MY 287-113 «MeTtonudecKue yKa-
3aHHUA TO Ae3HH(EKIMH, NPEACTEPHIM3AMOHHON OYHCTKE H CTCPHIM3AAN H3AEIMil MeJUIIHCKOIO
Ha3HAYCHMS», YTB. JeNapTaAMEHTOM FOCCaHIIHIHAN30pa Mumnzapasa PO ot 30.12.1998.

4.4. Tlpu paboTte ¢ HAGOPOM CIIEMYeT HajIeBaTh OJHOPA30BEIC PE3MHOBRIC HITH IUIACTAKOBBIE NIEPYATKH,
TaK Kak oOpasIisl CBIBOPOTKH KPOBH YENOBEKA CIEIYET PACCMaTPHBATE Kak NOTEHIMAILHO HHPEKIMOHHEIE,
criocoGHbIe ITATENLHOE BpeMsl COXPaHsTh 1 nepenasars BUY, BUpYCH renarTnTa nim BO30yOUTENEH IPYTUX
HHOEKITHH.
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4.5. JlaGopaTopHas mocyia 1 00OpyIOBaHUE, KOTOPLIC MCIIONB3YIOTCS B paboTe ¢ HabOpOM, JOJDKHEL
6EITH COOTBETCTBYIONTAM 00Pa30M MPOMAPKHPOBAHE! M XPAHHTBCA OTJIENBHO.

4.6. 3ampemmaercs IPUEM IHIIH, HCTIONB30BAHMC KOCMETHYECKHX CPEe[CTB M KypeHHE B MOMCIICHUAX,
TIpe/IHA3HAYCHHBIX ISt paboTHI C HabOpaMHu.

4.7. Jlns pesunbexiyy DOCy Bl B MaTCPHAIIOB, KOHTAKTHPOBABIIKX C HCCIEIyeMBIMH H KOHTPOILHLMA
oGpasiiamMu, PEKOMEHIyeM HCIIOIb30BaTh Ne3nHE(AIUpPYIOMHAE CPENCTBA, HE OKA3hIBAIOMME HETATHBHOTO BO3-
neifcTeis Ha KauecTBo MDA, He comepiKalie AKTUBHBIA KHCIIOPOI U XJIOp, HallpHMEp, KOMOHHUPOBaHHEIE
cpenctea Ha ocHoe YAC, CIIMPTOB, TPETHIHAIX aMuHOB. Mcmonp30Banye Ie3HHQHIAPYIONHX CPpelCTB, CO-
JEepIKaIMX aKTHBHBIA KHCIOPON H XJIOP (H,0,, 1e0xyiop, XIOpaMyiH), TPUBOAAT K CEPHE3HOMY HCKaKCHHIO
Ppe3yIbTaTOB.

4.8. TIpu mCToNMB30BaHKA HAbOPA 0Gpa3yloTes OTXOEI KiaccoB A, b 1 I, KOTOpbIe KIacCHQUIUPYIOTCS

W YHHYTOXKAKOTCSI (yTHIH3UPYIOTCH)
s cootsercrmn ¢ CanlluH 2.1.7.2790-10 «CaHuTapHO-3MHACMHOJIOTHICCKHC TpeGOBaHMs K 0OpaIICHHIO C
METMIAHCKIME OTX0AaMm. JIe3nHQEeKIHmIo HabOpOB PearcHTOB CIeyeT NPOBOAUTE II0 MV 287-113 «Me-
TOIMYECKHE YKA3aHWs MO JAe3HHEKIIH, IIpeICTEPHIIM3AIHORHON OIHCTKE W CTCPHIA3AIIH H3Menui Me-
TUIAHCKOTO Ha3HAYCHUS.

5. OBOPYJIOBAHUE 1 MATEPHAJIBI, HEOBXOJAVMBIE IIPU PABOTE C HABOPOM:

— creKkTpoOTOMETP BEPTUKATBHOIO CKAHHPOBAHMA, [103BOJSTIONIME TIPOBOIHTH M3MEPEHHs ONTHYIECKOH
[IIOTHOCTH PACTBOPOB B JIyHKaX CTPHUIIOB IIPH OCHOBHOM jwHe BOMHEI 450 HM M JTHHE BOJIHbI CPaBHCHUS
B mHanasone 620—655 HM; OIYCKAeTCs H3MEPEHHE TOIBKO IIPH qyHe BOMHEL 450 HM;

_ mefikep TePMOCTATHPYEMbIii OpOMTATBHOTO THIIA, TO3BOJISFOITHI IPOU3BOUTE BCTPSAXHUBAHUE MPH TEM-
neparype 37+1°C m 400-800 00/MuH;

— MHEKpOUEHTPU]Yra, MO3BOAIOIAsT nerrpudyruposars npu 1500-2000 00/MuH;

— IPOMBIBOYHOE YCTPOHUCTBO /I IUIAHINETOR;

— XOIIOMUIBHHK OBITOBOM;

_ [MIETKH TONyaBTOMATHYECKHE OTHOKaHAIBHBIE C ICPEMCHHBIM M HAKCHPOBAHHBIM O0BEMOM CO CMEH-
HbIMH HAKOHEYHHKAMH, TI03BOJIIOIIHE oT6upaTh 00BEMBI JKHIKOCTH OT 5 mo 5000 MKt

— IMIeTKa NOTyaBTOMATHIeCKas MHOrOKaHANBHAS CO CMEHHBIMH HAKOHEUHHKAME, TI03BOJISIOIMAs OTOHpPATh
o6 BEMEI KHIKoCTeH oT 5 1o 350 MKII;

— ¢nakoHBI CTEKISHHEIE BMECTUMOCTEIO 15 mm;

— IMIMHIP MEPHBIH BMECTHMOCTBIO 1000 mur;

— BOJa JUCTHIUIHPOBAHHAL;

— IepYATKY MEIHIMHCKHE JHArHOCTHHEECKHE O/HOPA3sOBLIC;

Gymara GuIBTpOBaTIbHAS 1a00paTOpHAas,

Ne3HHUITHPYIOMUA PacTBOP.

6. AHAJIN3UPYEMBIE OBPA3LbI

6.1. Jlist IpoBeNeHNs aHaKM3a He CIeIyeT HCIoIb30Bath reMOJIM30BaHHYIO, MYTHYIO CBIBOPOTKY KpO-
BH.

6.2. OGpasIsl CEIBOPOTKA KPOBH MOXHO XPaHWTH IIPH temmepaType ot 2 1o 8°C He Gonee 48 gacos,
NP TEMIIEPAType MUHYC 20°C (u mmke) He Oosee 3 MECAIEE. [MopTOpHOE 3aMOPAXKHUBAHHE H PasMOPaKH-
BaHye 06Pa3IOB CHIBOPOTKA KPOBH HE JOIyCKACTCA. Tlocne pasMopaXKuBaHus 00pasibl CIEAYET TIIATENLHO
nepeMelars.

6.3. OGpasiBl CHIBOPOTOK KPOBH, COICPXAIIHE OCAMIOLK, Heo6X0IAMO OIHCTHTE IEeHTPH(YIHPOBAHHEM
npu 1500 06/MHH B TeYEHHE 5 MUH IIPH TEMIIEPATYPE or 18 mo 25°C.

7. IPOBEJJEHUE AHAJIU3A

7.1. TloAroToBKa pearcHTOB.
Ilepen TIPOBEIEHHEM aHAIH33 KOMIIOHCHTEI raGopa | HCCIeIyeMble 00pasibl CIE/yeT BBUICPKATH TPH
temueparype ot 18 10 25°C He Menee 30 muH.

7.2. IloaroToBKAa MJIAHIIETA
BCKphITH ITAKET BBIIC 3aMKa U YCTAHOBHTB HA PaMKy HeoOXomaMoe IS IIPOBENCHHS aHanu3a Koluie-
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CTBO CTpHIIOB. Mcrions30BaTh B TeYeHue 1 yaca Iocine yCTaHOBKH. OcraBIurecs: CTPUIEI HEMEIJIEHHO TTOMe-
CTHTH BHOBB B [IAKET C BIATOIOIIOTATENEM, YIAINUTE |3 HEr0 BO3AYX, INIOTHO 3aKPLITH 3aMOK.
Xpanume npu memnepamype om 2 00 8°C 6 meuenue 6cezo cpoxa 200H0Ccmu Habopa.

7.3. IlpuaroToB./ieHHe NPOMBIBOYHOr0 pacTBOpa

PacTBOp TOTOBHTCS M3 KOHIEHTpaTa (ochaTHO-CONEeBOTO 6ydepuoro pacteopa. llpu BeIIaNCHUH
ocaka cojeli B KOHIEHTpaTe HeoOXOMIMO IPOrpeTs ero mpu Temneparype 30-40°C 1o moaHOro pacTso-
pEeHHS 0Ca/IKa.

BHECTH B MEPHBIM IUIHHAP HEOOXOAUMOE KONHIECTBO KOHICHTpATa docharuo-coresoro 6ydepHo-
ro pacteopa ¢ TBEHOM (®CB-T*25) 1 106aBHTE COOTBETCTBYIOLICE KOTHICCTEO JUCTHITHPOBAaHHOM BO-
JTBL.

B Ta6iuie NpuBeeH PaCXO/ PeareHTa B 3aBHCHMOCTH OT KOJIMYECTBA HCIONB3YEMBIX CTPUIIOB.

Ipuzomoenentuvlii NPOMbIBOUHbLL PACMEOD MOJICHO XPAHUMb NpY. memnepamype om 2 00 8°C ne bonee
5 cym.

7.4. TIpuroTosieHne pabodero pacTsopa AJisi pa3BeleHus! CHIBOPOTOK

Ipuzomosums 3a 30 Mur 00 HA4ANA NOCMAHOBKU AHANU3A.

IIpu Brmamenun ocanka coneil B xonuentpare PPC HeOoOXOJHMO IPOTPETh €ro IpH TeMIepaType
30—40°C 10 MOTHOrO PaCTBOPEHHS OCaIKa.

BHecTH B MEPHBIH UIMHIP HEOOXOIMMOE KOJIMYECTBO KOHIEHTPATa pacTBOpa AT PasBe/ICHIS ChIBO-
POTOK ¥ J0OABHTH COOTBETCTBYIOIIEE KOJIMIECTBO JHCTHILTAPOBAHHOM BOJIBL.

B ralmIe IpEBEICH PACXOl PEareHTa B 3aBHCAMOCTH OT KOIMYECTBA HCIIOJB3yEMBIX CTPHIIOE.

Ipuzomoenennwlii paboyuii pacmeop 0/ pa3eeoeH s Cbl6OPOMOK MOJICHO XPANUMb NPU MEMNEPAMYPe
om 2 0o 8°C e bonee 3 cym.

7.5. IlpuroToBieHne KATAOPOBOYHBIX 00Pa310B H KOHTPOJILHOTO obpasna
Kanmbpopounsie 00pasisl H KOHTPOIBHEIA 00pasell roTOBbl K HCIO/B30BaHMIO H HE TpeOyIoT HOIO0JI-
HUTENHGHOTO pasBeeHus. Ilepell HCIoMb30BaHueM (BIaKOHBI BCTPAXHYTH WA UEHTPAGYTHPOBATh HA MHK-
ponerTprdyre Tak, 9T0OBI Karjii PACTBOPOB CO CTEHOK M KPBILIKH OIYCTHIIHCEH Ha JTHO. 3areM COAECPKAMOE
(1aKOHOB TINATENIBHO NEPEMEINATh Ha BOPTEKCE HIIH MATICTHPOBAHHCM, u30eras 06pazoBaHKs MEHEL
Kanubposounvie 06pasybl 1 KOHMpPOLbHbLl 00pasey NOCLE ECKPLIMUSL MOJNCHO XPAHUMb € NIOMIHO 3d-
KpbLmMblX (PIaKoHax npu memnepaniype om 2 00 8°C ¢ meuenue 6ce20 cpoka 200HoCHmU HABOPA.

7.6. IipuroTopenne pa6ouero passeIeHnst AHATAZHPYEMBIX 00pPA3LOB CHIBOPOTKH KPOBH

Tomosumcs 6 cmeKiARHbIX 3apaHee NPOMAPKUPOSAHHLIX raxonax 3a 5—10 mun 0o Hauana nocma-
HOBKU AHANU3A.

B uncTeiit Gaaxon ¢ 10 M1 pabodero pacTBopa A pa3sBeNCHHs CHIBOPOTOK (cm. . 7.4) nobasuts 10
MEKJI FICCTIE/lyeMO} CHIBOPOTKY M TIIATENBHO mepemernars. Taxum obpasom, pabodee pa3BeieHHE CHIBOPOT-
xu coctasisier 1000 pas*.

Hcenonvzoeame 6 mevernue 30 mun nocie npu2omoeneHus.

7.7. lloaroToBKa KOHLIOraTAa.

Kouwvrozam 20moe k ucnoib306aHUIO.

Heo6x01MMOoe KOJTHYECTBO KOHBIOrara 0To0paTh B YHCTHIA ()IAKOH M BAaHHOUKY VIS pearcHTa.

Ocmaswuiica nocie npoéedenus HPA xonviozam ymuiusuposams (He ciugams 60 ¢naxon ¢ ucxoo-
HbIM KOHBIOZAMOM).

B TabmHIie NpUBEIEH PACXOJl PeareHTa B 3aBUCHMOCTH OT KOIMYECTBA UCIIOB3YEMBIX CTPUIIOB.

Konwiozam nocie 6CKpbimis, MONCHO XPAHUMb 6 NNOMHO 3aKPLIMOM (QIaKOHe Npu. meMnepantype on 2 0o
8°C 6 meuenue 6cez0 CpoKa 200HOCHIU HADOPA.

7.8. TloAroToBKa pacTBOpa TerpaMeTHI0eH3HINHA ILTIOC.
Pacmeop TME nntoc 20moé K UCHONb308AHUIO.
Heo6xommMoe KomadecTBo pacTBopa TMB moc 0ToOparth B YUCTHIL (IakOH M BAHHOUKY JULL pea-
TeHTa.
Ocmaswuiics nocne npoeedenuss HPA pacmeop TMb nuoc ymunusuposanms (He causamv 60 PNIAKOH C
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ucxoonvim pacmeopom TMB nnroc).

HeoGX0IIMO HCKIIOUHTh BO3IeHCTBIE npsMoro ceeTa Ha pacteop TMb mmoc.

Pacmeop TME nuioc nocie 6CKpolmus MOJICHO XPAHUNb 6 NIOMHO 3AKPLUNOM ¢naxone npu memnepa-
mype om 2 do 8°C 6 meuenue 6ce20 cpoxa 200HOCMu Habopa.

B rabiiie IpHBEIeH PACXO] peareHTa B 3aBUCHMOCTH OT KOJTMYECTBA HCTIONE3YEMBIX CTPUIIOB.

7.9. Cron-peareHT TOTOB K HCTIOTE30BAHMIO.
[Tocie BCKPBITHS CTOI-PEAreHT MOYXKHO XPaHUTh B IUIOTHO 32KPEITOM draxoHe IpH TeMIEpaType oT 2 110
8°C B TeUeHHE BCErO CPOKa FoJHOCTH Habopa.

IMPOBEJEHHUE HDA

7.10. Buectr Bo Bee siyaku o 100 Mxu1 pabouero pacTsopa Ui pasBeIeHA CEIBOPOTOK (cm 1. 7.4).

BHECTH B COOTBETCTBYIOIIME JIYHKH B TyOILIX, HAYAHAS C BEPXHUX JYHOK NEPBBIX BYX CTPUIIOB, IIO 20
MKJI K&XKI0T0 KamubpoBogrOTro odpasua. B cinemyromyo napy JIyHOK BHECTH IIO 20 MKII KOHTPOJBEHOTO 00-
pasna. B ocranbHbIe NYHKHE BHECTH B IyOIIX 1O 20 MK aHAIH3EPYEMBIX 00pasIoB CHIBOPOTKM KPOBH B
pabouem pasBecHHH (CM IL. 7.6), KXKIBIH pa3 MEHASL HAKOHCHHHK.

Bpewmsi anecenus 06pasyoe He Q0IACHO npesviuiame 10 Mur npu UCnONb306aHUN 6CEX TYHOK NIAHULEMA.

7.11. TIiaHIIeT 3aKIeuTh IIEHKOH W HHKyOupoBaTh B TedeHne 20 MUH IPH BCTPSAXUBAHWM HA TEPMO-
cTaTHpyeMoM Ieiikepe npu Temneparype 37+1°C u 700 06/muH.

7.12. TTo OKOHYAHHH HHKYOAmHy CHATH JHIKYIO [UIEHKY H YJAIMTE €€ B COCYN € Ie3UHPUITHPYIOLIHM
pacteopoM. ColepXUMOe JIYHOK YHAliTh OTCACHIBAHHEM B COCYI C Ne3UHGHUIMPYIOIAM PacTBOPOM H
TIPOMBITE, T0GABIsis BO BCE JTYHKH MO 350 MKII IPOMBIBOYTHOTO PAacTBOPA. [Iporecc MpOMBIBKH IIOBTOPHTh
emé 4 pasa. O6Iee KONMYECTBO OTMBIBOK PaBHO 5. Bpems MeXy 3alOIHCHHEM U ONIOPOKHEHUEM JIYHOK
momkHO OITh He MeHee 30 cek. Heo6X0IHMO CIEIUTD 3a HOTHEIM ONOPOKHECHAEM JIYHOK IIOCIIE Ka)I0ro
[MKIAa OTMBIBKHA. 3aTeM yJAIHUTh OCTATKH JKMIKOCTH H3 JIYHOK, MOCTYKHBAs IUIAHINETOM B TepeBEPHYTOM
HIOJIOEHHH 110 GHUIETPOBAIBHOM Oymare.

7.13. Brect BO Bee TyHKH magmera o 100 MKT KoHbrorara (CM II. Tl

JIns 6Hecenus KOHbI02amd UCHONb306aMb 6AHHOUKY O/l peazenma u 00HOPA308ble HAKOHEYHUKU, 6X0-
Oswue 6 cocmas Habopa.

7.14. TIaHIIeT 3aKIenTh UIEHKOH H HHKyOHUpoBaTh B TedeHne 20 MUH IPH BCTPSIXUBAHUH Ha TEpPMO-
cTaTHpyeMoM Ieiikepe npy Temueparype 37+1°C u 700 o6/MuH.

7.15. T1o OKOHYAHHH MHKYOAIWH YIATHTE COJEPKAMOE JIYHOK ¥ TIPOMBITH IIJIAHINET, KK 3TO yKa3aHO
BI. 7.12.

7.16. BuecTu Bo Bce nyHKH 10 100 Mk pactBopa TMB mumoc (em 1. 7.8) I HHKYOHpOBaTh B 3alllH-
IIIEHHOM OT CBET4 MeCTe B TedeHue 15 MuH mpu Temneparype ot 18 jo 25°C.

JIna enecenus pacmsopa TMB nuoc ucnonv306ame 6aHHOUKY O peazenma u 0OHOPA308ble HAKO-
HeUHUKY, 6X005u4ue 8 COCMAas Habopa.

7.17. BHecTH BO BCE JIyHKHM € TOH K& CKOPOCTBIO M B TOH € IIOCJIEN0BATEIBHOCTH, KaK H pacTBOP
TMB mmoc, mo 100 MKJI CTOII-peareHTa, IpH 9TOM COAEPAHMMOE IYHOK OKPAIIHBACTCA B JKEJITHIA IBET.

8. PETUCTPAIIASI PE3YJIBTATOB

3MepuTh BENMYHHY ONTHIECKOH IIOTHOCTH PAacTBOPOB B JIyHKaX CTPHIIOB Ha ciekTpooToMeTpE
BEPTHKAIBHOTO CKaHMPOBAHUS B IByXBOJJHOBOM PEIKHME: ocHOBHOH (uiusTp — 450 HM, pedepeHc-QUIBT
B muanazone 620—655 HM; IOIycKaeTcs H3MepeHHe TONbKO ¢ (QUIBTPOM 450 am. M3mepeHue NpOBOJHTE
yepe3 2—3 MUH [I0C/IE€ OCTAHOBKH PEaKIHH.

BpeMst MeXTy OCTAHOBKOH PEaKiMH M M3MEPEHHEM ONTHYECKOH IVIOTHOCTH HE NOIDKHO NMPEBBIIIATH
10 mu=.

9. VUET PE3YJIbTATOB

9.1. BoryucIuTh cpennre apudMeTHIeCKHe 3HAYE€HHS ONTHYECCKOH MIOTHOCTH s Ka)XI0H mapsl
JIYHOK, COAEpIKaMMX KaTuOpoBOIHbIe 0OpasIEL.

9.2, TIOCTPOMTH B NTMHEHHBIX KOOPAMHATAX KAIHOPOBOYHBIH rpaduK 3aBHCHMOCTH CPEIHEro apud-
METHYECKOTO 3HAYEHHS ONTHYECKON MIOTHOCTH (€. ONT. IIOTH.) OT KOHIEHTPalUH IgAo6m B Kamuabdpo-
BOUHBIX 06pasmax (Ex/Mi wia Mr/mi).

9.3. OnpenenuTh KOHIEHTPAHIO [gAsm B KOHTPOILHOM obpaslie ¥ aHATH3UPYeMBIX 00pasiax mo Ka-
nubpoBouHOMy TpaduKy. BEMHCIHTE cpemHee apEQMETHYECKOE 3HAYCHHE KOHICHTPALMH UL KayKIoH
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TIaphl IHOK, COZIEPKAIIUX aHAIM3HPYCMbIE 00pa3nBL

9.4, Ecii [pu TPOBEACHUM aHAIH3a HCHIOTB30BAIN PA3BEIICHAC ceBopoTkE B 1000 pas (6asoBoe pas-
BeJIeHHe UL JAHHOTo Habopa), TO HalJEHHOE 110 rpaduKy KOIHIECTBO IgAogm COOTBETCTBYCT KOHIEHTPE-
wd [gAoom B aHAJIM3EPYEMOM 00pasIe B Ex/ma (Mr/mon). Ecir BCIons30Bany Apyroe pasBelcHue o0pazna,
To HalijeHHoe 10 TpadHKy KOMHIECTBO [gAosm NEPECTUTHIBAIOT C YICTOM TOTIOJIHATEIFHOTO Pa3BEICHNA,
TaioKe TIOTydas B pesyibTaTe KOHIeHTpaumio IgAq6u B Ex/mn (Mr/m).

Ecimi 3HAYEHHAE ONTHISCKON MIOTHOCTH AHAM3HPYEMOro 00pasia NpeBbIlacT 3HATCHAC OIT st xamao-
porouroro obpasia 300 Ex/vr (4,2 Mr/Mi), TO JaHHBIH 00pasel aHAM3UPYIOT HOBTOPHO HOCIC JIOTIOJTHHTEITh-
HOTO PasBeJIeHUs B 2 Pa3a, NOTYICHHEIH PE3yNbTaT yMHONKHITE Ha 2

10. YCJIOBHUS TPAHCIIOPTHPOBAHUSI, XPAHEHUWA
U IPUMEHEHH S HAGOPA

10.1. TpaHCIOPTHPOBATH U3NEIHA CIEAYET TPAHCIOPTOM BCEX BHIOB B KPBITHIX TPAHCIIOPTHBIX CPe-
CTBAX B COOTBETCTBHH C TPABHJIAME ITEPEBO30K, ACHCTBYIONIMME Ha TPAHCIIOPTE IAHHOTO BH[A, IPH TEM-
neparype ot 2 1o 8°C. JlomyckaeTca TpaHCIOPTHPOBAHHS mpu Temmeparype 10 25°C He bomee 10 cyToOK.

10.2. Xpanenne HaGopa B YNAKOBKE IPEANPHATHSA-H3TOTOBATEIA JTOIDKHO OCYIIECTBIATHCS MPH TEM-
nepatype ot 2 7o 8°C B TeUEHHE BCEr0 CpOKa TOMHOCTH B XOJIOMHJIBHBIX KaMepax MIH XOJIOIHIbHHUKAX,
06ECIIEYMBAIOIIEX PErIaMEHTHPOBAHHBIHA TeMITepaTypHBLi PEXUM C €XKEIHEBHOH perucTpanueii Temiepa-

TYPHI.

10.3. Cpox rogeocTH Habopa — 12 MEeCANEB CO AHS BBIITYCKa. He momyckaeTcs NpUMEHEHHE HabOPOB 110

HCTEYEHHH CPOKA MX FOJJHOCTH.

10.4. J{poGHOE HCMONBE30BaHNE HA0OPa MOKET GBITH pEAIM30BaHO B TEYEHHUE BCETO CPOKA I'OHOCTH.
B ciyuae 1po6HOro MCIoIb30BaHMA Habopa:

_ HEWCIIONB30BAHHEBIE CTPHITHI MOYKHO XPAHHTH B IIOTHO 3aKPHITOM MAKETE IPH temmneparype ot 2 10 8°C B
TedYeHHe BCETO CPOKa rOIHOCTH Hadopa;

— KaIMGPOBOYHEIE 0OPA3IEL, KOHTPOIBHEIH oOpazern
W KOHBIOraT MOCJE BCKPHITHS MOXKHO XPAaHUTE B IIIIOTHO 3aKPBITHIX irakoHax MpH TEMIepaType OT 2 110
8°C B TeyeHHE BCEro CpoKa rOOHOCTH Habopa;

— KoHIeHTpat (GocaTHO-COTEBOTO Gy(epHOro pacTBOpa ¢ TBHHOM, KOHIEHTPAT PacTBOpa JULL pa3BeIeHus
CBIBOPOTOK; pacTBop TMDB TUIOC H CTON-PEAreHT MOC/e BCKPBITHA MOKHO XPaHWTh B IUIOTHO 3aKPBITHIX
(paxoHax mpy TeMIepaType or 2 10 8°C B TeueHHe BCEro CpoKa rogHocTd Habopa;

— paboumii pacTBOP VIS Pa3BEICHUA CHIBOPOTOK MOKHO XpaHHTH [IPA TeMIIepaType OT 2 10 8°C ne Oomnee 3
CYT;

— TIPOMBIBOYHBIH PACTBOP MOXKHO XPaHHTh IIpA temmepatype ot 2 10 8°C e Gomee 5 cyT.

10.5. ITocTpoenne KanuOPOBOYHOIO rpadrka HEOOXOMMMO MPOBOIHUTE ML KaXKIOro HE3aBHCHMOTO
SKCIIEPUMEHTA, PEKOMEHYETCS TaKxke KaX[Blii pa3 ONPENENNTh KOHIEHTPAlHIO IgAq6m B KOHTPOIBHOM
obpas1e.

10.6. J1s iepeBosia pe3yIsTaToB H3MEPEHHUH KOHICHTPAIHH 00IIero IMMYHOITIO0yIMHA Kiacca A U3
Ea/Ma B MI/MII CIEIyeT HCIOJB30BaTh ko umment mepecuera 0,014 (1 Ex/Mn 1gAcem = 0,014 mr/mi
Ingﬁul)-

10.7. Tpu nocramoBke MDA Henb3st HCIOTB30BATH KOMIOHEHTEL M3 HabOpOB pasHBIX CEPHH MM CME-
ITABATh UX IPH IPHTOTOBICHHH PaCTBOPOB, KPOME HecnenupuIecKHX KOMIIOHCHTOB (®CB-T*25, pacTBOp
TMB 1o, CTON-PEareHT), KOTOPBIE B3aHMO3aMCHACMEL BO BCEX gabopax AO «Bexrop-bect».

10.8. Jlna momydeHHS HAJIEXHBIX PE3YILTATOB HEeoOXOIUMO CTPOroe COOIMOJeHHe WHCTPYKUMH II0
NpHMEHEHHIO Habopa.

11. TAPAHTUUHBIE OBSI3ATEJILCTBA

11.1. ITpomsBouTes rApaHTUPYET COOTBETCTBHE BhIITYCKaCMBIX nanenvii TpeboBaHiIM HOPMATHBHOH
M TEXHHYECKOH JOKYMEHTAIlH.

Be30MacHOCTh ¥ KA9eCTBO H3JIENHs TapaHTHPYIOTCS B TEUEHHE BCErO CPOKA TOTHOCTH.

11.2. IIpousBouTeNb OTBEYAET 3a HEJOCTATKH H3MCIHA, 32 HCKJIIOYeHNEM Ie()EeKTOB, BOIHUKIIHX
BCIICACTBUE HapyIICHMs MPaBUN MOIb30BAHKA, YCIIOBHH TPAHCIIOPTHPOBAHMA W XpaHCHHA, 00 NEeHCTBHS
TPETHHX JIHILL, THOO HEMPEONOTHMON CHILBL.

11.3. IIpom3BomuTeNs 00A3YETCs 38 CBOM CUET 3aMEHUTDL u3eNue, TeXHAUeckue ¥ (QyHKIHOHANBHbBIE
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XapaKTEePHCTHKH (IIOTPEOHTETECKUE CBOHCTBA) KOTOPOro HE COOTBETCTBYIOT HOPMATUBHOM M TEXHHIECKOH
JOKYMEHTAIlMH, €C/IA YKa3aHHBIC HEIOCTATKH SABHIMCH CIIC/CTBHEM CKpBITOTO medexTa MarepuanoB HiIH
HEKayeCTBEHHOT0 U3TOTOBJIEHUS H3/IEIHA IPOU3BOIHTEIIEM.

IMo Bonpocam, KacawmuMces KadecTsa Habopa «IgA o6mmuii —- U®A — BECT»,
cnenyeT obpamarsest B AO «Bexrop-bect» 1o ajpecy:
630559, HoBocubupckas 0061acThb,
HoBsocuOupckuii paioH,
. Konsuioso, a/s 121,
ten. (383) 363-20-60, 227-75-43,
ten./daxc (383) 363-35-53,
E-mail: vbobtk@vector-best.ru

JIOTIOJIHUTEJIBLHASA HH®OPMAIAS
JJISI MOTPEBUTEJIEM

Habop mpenHasHadeH AId NpodeccHOHaNTbHOr0 MPUMEHCHHS B KITMHAYECKON 1abopaToOpHOH mHa-
THOCTHKE 00y4eHHBIM IIEPCOHATIOM.

TpeGoBanus 6€30MaCHOCTH K MEIUIAHCKAM naboparopusm npusenensl B 'OCT P 52905-2007.

Bce peareHTHI HaGOPOB, CONEPIKAIIAE B CBOEM COCTABE MATCPHAIIBI HEI0BEICCKOTO [IPOUCXOXKICHHS,
HHAKTUBHPOBAHEL.

IIpH JMHAMUIECKOM HAGIOJEHWH MANMEHTa JUis TONy4eHNUs pe3ybTaTos, a/IeKBaTHO OTpaXXaOIHX
H3MEHEeHNe KOHIeHTpamuu IgA B KpOBH, HEOOXOAMMO HCHIONb30BATH HabOpBI peareHTOB OJHOTO HAaUMe-
HoBaHusl (OIHOTO MPEPHASTHA-H3TOTOBUTES).

1. OGecneyenne NoIy9eHHs NPABHIBHBIX Pe3ylbTaTOB aHAIH3A

JI0CTOBEPHOCTH H BOCIIPOM3BOMMMOCTE Pe3y/IbTATOB aHAIH3A 3ABHCHT 0T BBIIOJIHEHHS CIeYHOIMX
OCHOBHBIX IPABHJI:

— ge npopoguTe DA B IPUCYTCTBHM NAPOB KHUCIIOT, menouei, anbIernI0B WIH MBLIH, KOTOPbIE MOTYT
BIIASATH Ha (PePMEHTATHBHYI) aKTHBHOCTE KOHBIOTATOB;

— (epMeHTATHBHAS PEaKiHs TyBCTBHTC/IPHA K NPUCYTCTBHIO MOHOB METAILIOB, [I03TOMY HE JIOILyC-
KaiiTe KOHTAKTOB KaKHX-TH00 METAIUINYECKHX IIPEIMETOB C KOHBIOIaTOM M paCTBOPOM TMBb;

— m3beraiiTe 3arps3HCHHS KOMIIOHEHTOB Ha0opa MHKPOOPraHM3MaMH H XUMHICCKHMH IIPAMECAMH,
JUTSL ATOTO HCIIONB3YHTE B paboTe YHCTYIO OCYTy U YHCTHIC O/IHOPA3OBBIC HAKOHETHIKM UL Ka)KJI0TO pea-
TeHTa, KOHTPOJIS, 00pasia;

— paboure MOBEPXHOCTH CTOJIOB, 000PYNIOBAHH obOpabarsiBaitte 70% STUIOBBIM CIIMPTOM (me pomyc-
KaeTCs MCIOIH30BAHKE MIEPEKACH BOJIOPOA, XIOPCOACPHKALTHNX PacTBOPOB);

—  HHMKOTIJA HE MCIOB3YHTe OHY U TY K€ EMKOCTH I KOHbIOraTa ¥ pacTBOpa TMBb;

— mepen ot6opom TMB u3 duakona HE0OXOUMO 06pabarsiBaTh KOHYC IHIETKH (BHYTPEHHIOO H
BHEITHIO TIOBEPXHOCTH) CHAYalla JHCTHIUIMPOBAHHOH BOJIOH, a 3areM 70% OSTHIOBBIM CIIMPTOM, TaK Kak
Maneifliee 3arps3HEHHe UIETOK KOHBIOraTOM MOXET NPHBECTH K KOHTAMHUHAIMMH BCETO COAEPKHMOTr0
¢maxona ¢ TMb;

— ecnd JOUYyIIeHa OIHOKA IPH BHECCHHH aHAIU3UPYEMOTo o6pasiia, HeNb3s, OIOPOXKHUB 3Ty JIYHKY,
BHOCHTB B HEe HOBBINA 00paselr; Takas JTyHKa OpaKyercs.

KauecTEO MPOMBIBKH JIYHOK NUIAHIIETA HIPAET BAKHYIO POJID IS MOy ICHUI NpaBHJIbHBIX pe-
3yJILTATOB aHAJIM3A:

— Jlns acmEpandy aHaTH3MPYEMBIX 00pasIoB A HOCJIEAYIONMEH TPOMBIBKH PEKOMEH/YETCS MCIONIB30-
BATH ABTOMATHYECKOE HIIH PYIHOE [POMBIBOYTHOE YCTPOHCTBO.

— He pomyckaiiTe BBICHIXaHKS JIYHOK IUIAHIIETA B IEPEPHIBE MEKIY 3aBepIICHHEM IPOMBIBKH U BHE-
CEHHEM PEareHTOB.

— Jlo6uBaiiTech IIOTHOTO 3AMOJHEHHS H ONOPOXKHCHMA BCEX JIYHOK [JIaHIIETa B IPOLECCE IMPOMBIBKH.
HeocTaTOHas ACHHPAITAS JKHIKOCTH B TIPOLIECCE TPOMBIBKH MOXKET IPHBECTH K NOHMYKEHHIO TyBCTBUTEIIHHO-
CTH W crenrbUIHOCTH aHau3a.

— CremuTe 33 COCTOSHHMEM [POMBIBOYHOTO YCTPOHCTBA — PEryIAPHO (1 pa3 B Hememo) oOpabaThBakTE
muTaHrd # eMKocTH 70% 3THIOBEIM CIIMPTOM.

— JI71st IpeIoTBpAILCHHSA 3aCOPEHHs HITI IPOMBIBOTHOTO YCTPOICTBA B KOHIIE pabOdero Ji 00s3aTebHO Bbl-
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TIOJTHMTE TIPOLEIYPY ONIOJACKABAHYS CHCTEMBI IO/IATH JKAIKOCTH HCTH/LTAPOBAHHOM BOJIOH.

2. PexoMeHIAIAN [0 MOAT0TOBKE AHAJH3HPYeMbIX 00pa3oB

BMecTo 0HOCTYIIeHdaroro (. 7.6.) JIOTMYCTHMO TPOBOIMTH JBYXCTYTIEHYATOC PasBE/ICHHE ChIBOPOTOK C
FCTIONB30BAHAEM IITAHIIETA /UL [IPEBAPHTETHHOTO PA3BECHHS HCCIETyeMBIX 00pa3IIoB. J11s1 3TOTO0, B KAXKIYIO
JYHKY IUIAHINeTa JUIs IpeIBapUTeIbHOrO PasBENCHMS BHECTH 11O 310 mxi paGodero pacTsopa Ul pa3BeICHHA
cEIBOPOTOK. Jlanee B O/IHY M3 JIyHOK, HalIpUMep, A-1, no6asuts 10 MK BCCIeTyeMOH CEIBOPOTKH, CMEHUTh HC-
HOMb30BAHHBI HAKOHEUHHUK TIANETKH HA HOBBIA ¥ 32T€M C €ro IIOMOMIBIO TIIATENbHO MEPEMEINATh COACPKHUMOE
nyHKH (5—6 KPYTOBBIX JIBHIKEHMUI, BO BPEMs KOTOPBIX CIICIyeT 3—4 paza HabpaTh ¥ ONOPOKHUTH HAKOHETHVK),
u3beras obpasoBanms neHsl. [locie 5Toro U3 JTyHKH oToOpars 10 MK, BHECTH B COCETHIOIO JTYHKY, HallpAMEp,
A-2, W TaKuM ke 06pa3oM TIIATEIBHO NepeMermaTh (Jis 9TOH ONepaIiy TAKKe KEIATEIBHO UCTIOB30BATE HO-
BEIM YMCTEI HAKOHEYHVK TAneTky). B qyHke A-2 moinydaeM pabovee pa3BelieHHe CHIBOPOTKH 1000 pa3. Ana-
JIOTHYHO Pa3BECTH U JPYTHE HCCIIEIyeMBIe CHIBOPOTKH (HapiMep, B TyHKaX B-1uB-2,C-lutn):

— 310 MK paGodero pacTBopa JUis pa3Be/IeHHsT CBIBOPOTOK + 10 MK HceneayeMoro obpasua — mnpeasa-
pHTENbHOE pasBezieHre odpasia B 32 pasa;

— 310 MKa pabod9ero pacTBOpa JUls pasBeIeHHs CHIBOPOTOK + 10 Mxn oOpa3na nocie IpeIBapuTeTbHOTO
pasBesieHus — padodee pasBeieHHe oOpasia
B 1000 pas.

Buumanue! To4HOCHb NPU20MOGIEHUS PA36E0EHUL ONpedesiern Ka4ecmeo noCmanoKu mecma!

TIpy MCCIIEIOBAHMH HE CHIBOPOTKH, & IPYTAX OHOIOrHYeCKHX JKUJIKOCTEH, CTeleHb Pa3BeIECHHs HCCIIeTy-
eMbIX 06PasIIoB CIETYeT 3apaHee II000paTh ONBITHBIM ITyTeM, HCTIOJb3Ysl KaK OPHCHTHD NAHHBIC TaOIHIIBI 2.

3. VciaoBus NpaBHALHOCTH paboThl Habopa

PeaynpraThl aHam@3a HCCIEAyeMBIX OOpasLOB YUMTBIBATE, CCIH OyAyT BBIIOJHEHBI CIIEXYIOIIHIE
YCIIOBHS:

— COOTHOIICHHE ONTHUECKHX MIOTHOCTEH KamOpoBouHEX 06pasuos: OIlp < OIlj7s < Ollss < OIlzs <
OIT1s0 < OIl300;

— Oll300 > 1,0 ex. onT. WIOTH. (0.€.);

— BBLIYUCIEHHOE N0 KATMOPOBOUYHOMY rpaduKy 3Ha4eHHE KOHIEHTpauuy IgAocsm B KOHTPOIBHOM 00-
pasiie ToIaJaeT B Ipe/Ielbl, YKa3aHHEIC Ha STHKETKE ¢iakoHa.
OIly, OIly75, OIlss, OIlys, Olliso m Ollz0 — cpenHee 3HaueHUe OIITHYECKOH TIJIOTHOCTH KaauOpOBOYHBIX
o6pasos, copepxarmux 0; 17,5; 35; 75; 150 u 300 Ex/mi IgAosm COOTBETCTBEHHO.

4. Pacger pe3ybTATOB aHAH3A

I[To pesynbTaraM H3MEPEHHs BBEIMUCIUTH CPEIHES apu(MEeTHYECKOe 3HAYEHHE ONTHYSCKOH ILIOTHOCTH
(OI) B TyHKax ¢ aHATA3HPYEMBIMH 00pa3IaMH.

[TocTpouTh B THHEHHBIX KOOPAHHATAX KaAOPOBOYHEL TpaduK 3aBUCHMOCTH OITHYECKON IIJIOTHOCTH
(och OpaMHAT) OT KOHIEHTpanuH [gAqsm (0Ch abemuce) B KaMOpOBOYHBIX o6pasnax. Jlis 3Toro Ha npuia-
raeMoM TpadapeTe s OCTPOSHHMs Tpaduka IPOTHB KOHICHTPALHH KaXKIOTO KanuOpoBOYHOTO 00pasia
OTJIOHTE COOTBETCTBYIOIIEE € CpeiHee 3HaYeHHE ONTHYSCKOH IITOTHOCTH. [ocnenoBaTeabHO COETHHHUTD
IIOJTyYeHHbIE TOUKH OTPE3KAMHE MPAMBIX JTHHUH.

[Ipumep KaymOpoBOYHOTo TpahuKa IpeICTaBIEH Ha PHCYHKE.

Oupenenuts conepxanne [gAosm B KOHTPOILHOM o6pasiie ¥ B aHATH3HPYEMBIX 00pasiax 1o KaoOpo-
BouHOMY Tpaduky. [l 3TOro Ha OCH OpIHHAT OTMETUTH 3HAUCHHE OI1 anaymsupyemoro obpasua. [Ipose-
CTH IIPSMYIO JTHHHEIO, [IapAILTIENBHO OCH abCIHce, 10 NEPeceIeHus ¢ kammbposoynsM rpadpukom. OT TOUKH
TIepecedeH sl OMYCTHTh NEPICHIMKYIAP Ha OCh abcmumce. [1o moy4eHHOH TOUKe NEPeCceUeHUs ONPEIENATh
3HaYeHne KOHIEHTpamn IgAqsm B 0Opasie.

IIpH HCTIOBE30BAHMH JULS PACYETOB KOHLEHTPAIME KOMIBIOTEPHOTO HiIH BCTPOCHHOTO B crieKTpodoTOMETD
IIPOrPaMMHOTO OOeCIeyeH s B HACTPOHKaX BBIOpaTh METON, COOTBETCTBYIOIIMH KyCOYHO-IHMHEHHOM amIpoK-
CHMallHH.

5. lmarnocTHdecKas 3Ha9AMOCTh
[gA, KaK W Apyrdae AMMYHOTJIOOYIMHEL, OTHOCHTCH K TyMOPaIbHGLIM daxTopam mMMyHHTETa. Kapra
I'YMOpAILHOr0 MMMYHHTETA JOBOIBHO HHIMBHIYalbHA, TEM HE MEHEE, HPENe/bl HOPMATLHRIX duzmonory-
YeCKUX KOHIEHTPAIHI JOCTATOYHO XOPOIIO 0YEPICHEL.
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ITo HAIMM JAHHBIM, KOHIEHTpAuus [gAq6m B CHIBOPOTKE KPOBH KIHHAYECKH 3/0POBLIX TOHOPOB (Ho-
BocubHpCKas 001acTh, ANTaHCKIH Kkpaif) B Bospacte ot 20 g0 50 yeT HaXOAMTCA B NMPEACNAX IHANA30HA
57-285 En/ma (0,8-4,0mr/mm). ¥V jieTe#t 3TOr0 K€ PErHoHa B BO3PACTE 1-15 ner xouuerTpanus IgAqsm co-
crapmna 20—200 Ex/mir. DTy 3HadeHns B [eJIOM OJM3KH HOPMaIbHBIM 3HAYCHUAM KOHICHTPALAH IgA, npu-
pomuMeM B pabote (Toronss A.A., Mappuaesa H.A., Toromse H.A. « AIMMYHOTTIOOYJTHHEL B KIIHHHYECKOH
naboparopuoit mmarnoctrkey, C-II6, 1999.). OHAKO WX MOYKHO HCIOIB30BaTh TOJMBKO KaK OPHEHTHPO-
BOYHBIE, MOCKOIBKY [MAIa30Hbl HOPMANBHBIX KOHIEHTpAlyH [gA MOryT HOBOIBHO CYIIECTBEHHO OTIH-
9aTHCS B 3aBHCHMOCTH OT PETHOHA, BO3PACTA M HEKOTOPBIX AIP. IPHIHH. I3BECTHO TAKKe, 9TO UL ACIONE-
30BaHMA B IHACHOCTHKE Ba)KHEE 3HATH HE a0COIOTHOE 3HAYEHHC KOHICHTPAlMH 06IIero UMMYHOTTIO0Y K-
Ha, 4 €r0 OTHOCHTEBHOE OTKIOHCHHE OT HOPMAIBHOIO MECTHOTO, BO3PACTHOTO MM, HAIPHMED, npodec-
CHOHATBHOTO YPOBHs. B meane, HOpMaJbHBIC PeTHOHAIbHbIC YPOBHH M II0 B3POCJIBIM H HO A€THM
[OJGKHBI ONPEeIAThHCS KasKkIok JabopaTopuei CaMOCTOATEIbHO!

VpoBeHb KOHIEHTpauuH 06mero IgA B CHIBOPOTKE KPOBH HOBOPOMICHHBIX cocrasjsger okoio 1% or
ypoBHS B3poCibIX. B Bo3pacte 1-3 Mecanes O 0650 gocturaer 14%, 4-5 mecsues — 28%, 8-24 mecs-
e — 40%, 6 et — 65%, 9 1er — 75%, 12-13 ner — 90-100% oT ypoBHS B3pOCIIOro HeI0BeKa (1545 ner).

PesynbTaThl ONpEeNe s KOHIEHTpaluy OOIEro ChIBOPOTOYHOrO IgA MoryT OBITH C YCIEXOM HC-
HOJIB30BAHE! T ME(depeRIHaTbHON TMArHOCTHKH IIENOTO psina 3a001eBaHui (cM. IMMYHOTPaMMY).

Bojiee TOMHYIO KApTHHY CIIOCOOHO NaTh MapajlIebHOE ONMPEIENEHAC BCEX TPEX OCHOBHBIX KIACCOB
uMMyHOrIo0ymuHOB — G, M 1 A, a Taxke uMMyHornodynuHa E.

6. Kparkas cxema nposenenns HPA
IJisi Habopa peareHToB
«IgA obmuii — UPA — BECT»
Henonbz06anms MOAbKO NOCHE GHUMAMENbHO20 O3HAKOMIIEHUA C uncmpyxyuei!

BaecTn: o 100 Mk pabouero pacTBOpa /st Pa3BEASH s CEIBOPOTOK;

1o 20 MKJI KaTHOPOBOYHEIX
¥ KOHTPOIBHOTO 00pa3Ios B Ay0isX B KOHTPOIBHEIC JIyHKH;

110 20 MKJI pa3Be/ICHHBIX aHAIM3HPYEMBIX 00pa3LoB B AyOIsIX B JIYHKH JUTS HCCTIENyEMBIX 00pas-

1IOB.

Wuxy6uposats: 20 MuH, 37°C, 700 06/MuH.
IIpomMbITh: TIPOMBIBOYHBIA pacTBop, 350 MKIL, 5 pas.
BuecTn: mo 100 MKII KOHBIOTaTa.

Huxy6uposarts: 20 Mun, 37°C, 700 00/MHH.

IIpomMeITh: IPOMBIBOUHBIH pacTBop, 350 MKIL, 5 pas.

Bnecru: mo 100 mxx pacrBopa TMb mmoc.

Wukyouposars: 15 MuH, 18-25°C, B TEMHOTE.

Buecrn: o 100 MKJI cTOII-pearcHTa.

HsmepuTh: OI1 npu 450 uM / pedepeHCHAS TTHHA BOJHBI 620—655 BM.

7. I'padpuyeckre CHMBOJIbI

MeauuuHcKoe
Homep no kaTanory @ napenve Ana
AVarHocTukm in vitro
Copepxumore
AocTarouro A He cTepunbHO
Wﬂ ANA NpoBeAeHWA A P
n-Konm4ecTsa TeCToB
TemnepaTypHbiiA
Kop napruu 'I AuanasoH
Hara
d Warorosurent ﬂ W3roToBNEHUA
ObpaTutech
g lAcnonb3oBaTh 40 ... Dﬂ K MHCTPRYKUWW
no NPUMEHEHUIo
QcropoxHo!
vyyyamop | Aara 8 dopmate
OBpatuTtech r:
1'5 oa-Mecsu-Oerb
K ViHeTpyKUU vy Fog-Mecsay
No NPUMEHEHNIO
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KoHCy/ILTAIHIO CTIENAAIHCTA 110 paboTe ¢ HaGOPOM MOKHO HOJIYTHTE IO TEJL: (383) 363-05-97.

HmMmyHOrpamMma npH HEKOTOPBIX 3a00/1eBaHHAX
[ 1gG [ IgA | IgM | IgE

3a0o/icBAHHNS IIeYeHH

OcTpsiit HHGEKIMOHHbIA I€IaTHT + N+ | NA+ N
XpoHAYECKHH TEPCHCTUPYIOLIMHA IenaTuT N/+ N N/+ N/~+
XpoHuyecknil arpeCCHBHBIA renaTuT +t t NA+ | NA+
[MTocTrenaTATHEIM KPHITOIEHHBIN IIHPPO3 ++ + + N/+
[NepBruBBLi OMMHMapHBEIA THPPO3 N/+ N +/++ N
AJIKOTONBHBIA LEPPO3 N/+ ++ N/+ N
BoJsiesnn novex
Octpelii mrenoHeGpUT N N +/++ N
XpoHWUECKHH THETOHEPPUT et N +++ | NA
HedpoTugeckuii CHHIPOM — — N/— | N/—
Hudexnnonnbie 3a00/1eBAHU
Ocrpas rHOEKIHT N N +A++ N
Xporuueckas HHOEKIH +/++ N/+ N/+ N/+
CuHcTeMHbIE peBMaTH4ecKHe 3200/1€BaAHHS
PeBMaTOHIHBIA apTPUT N/++ | N/ N/H+ +/++
CucTeMHasl KpacHas BOJIaHKA + N N+ N/H+
CxreponepMus N N N N/+
CMeIIaHHbBIE CHCTEMHBIE 3a00/IeBAHAS N/H+ N/+ N N/+
ATomusi, aliepradeckue 3a00IeBaHu N/+ N N— | +++
I'ebMHHTO3BI H AP. APA3HTAPHBIE 3200/1€BAHUSA N/H+ N/HA+ N/+ +HA+

N — HOpMAaJlbHasl PerHOHANbHO-BO3PACTHAA KOHIEHTPAIIH HIMMYHOITIOOY/IHHA (B Mpejenax HOPMalbHOIO
nuarazona oT Nmin 1o Nmax)

+ — [OBBIIEHHAs KOHIEHTpaI|s IMMyHOrnooy mHa (0T Nmax 1o 1,3Nmax)

++  — CHJIBHO TOBBIIIEHHAS KOHUEHTpAIHMs IMMyHOrJ00yuHa (Doree 1,3Nmax)

— — NOHIDKEHHAS KOHLEHTPAIHS HMMYHOTIIOOY HA (HIDKE Nmin)

3

(5]

A

/

OnTH4Yec Kan NNOTHOCTL, 0.0,

~

o
o
!

] 20 40 a0 = 100 120 140 160 180 200 220 240 280 280 300

KonuenTpauua IgA, Egimn

Puc. 3aBACHMOCTb OITHYECKOH IIOTHOCTH OT KOHIEHTpauy [gAosm B KanmHOpOBOYHBIX 00pasIax.

* o 'OCT P 51352-2013.
* Cu. Taxoke paszen «JlononHaTenpHas HHbOopMAaIs I noTpebuTenei», 1. 2
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Tabuua pacxoia KOMIOHEHTOB Habopa pearcHToB

Ko-Bo o/1HO- TTpOMBIBOUHEL PACTEOD Pabounit pacTBOp IS pasBENCHIS Pacsrsop
BPEMEHO HC- CBIBOPOTOK Konwbrorar, TME
nonb3yeMsx | @CB-Tx2 [Muctuumapopannas PPC, kon- J[MCTUTIHPOBAHH MII [UIEOC, MIT
CTPHIIOB 5, M1 BOIA, MII IEHTPaT, MI BOJIA, MJI

2 4,0 mo 100 4.0 no 100 2,0 2,0

3 6,0 o 150 6.0 mo 150 3,0 3.0

4 8.0 mo 200 8.0 mo 200 4,0 4,0

5 10,0 mo 250 10,0 1o 250 5,0 5.0

6 12,0 1o 300 12,0 1o 300 6,0 6.0

i 14,0 1o 350 14,0 10 350 7,0 7,0

8 16,0 1o 400 16,0 10 400 8.0 8.0

9 18.0 mo 450 18.0 10 450 9,0 9,0

10 20,0 1o 500 20.0 mo 500 10,0 10,0

11 22.0 10 550 22,0 o 550 11,0 11,0

12 24.0 10 600 24,0 10 600 12,0 12,0

Ta6muna 2

AGco/IOTHBIE 3HAYEHNS YPOBHE COfepKaHHS HMMYHOTJI00y IHHOB

B pasHIHBIX 0H010THIECKH
(Tomonsn A.A. Cogpemennble nooxo0ul K O
Med. ummyHON02US,

X SKHIKOCTHX ¥ 370poBbIX i (M+d)
LAZHOCTITUKE UMMYHONAMONOZUYECKUX COCTNOSHUL.
1999 ,m.1 Nel-2, c. 75-108)

BHOIOTHYECKHAE K- CopepxaHre HMMYHOTIOOYTHHOB KIacCoB:

KOCTH IgA, r/n IgM, r/n IgG, r/n sIgA, /n IgE, xE/n
HCXK 0,006+0,0013 0,0049+0,001 0,037+0,004 H/onp 00
Crona 0,069+0,028 0,055+0,011 0,042+0,017 0,768+0,275 H/omp
HazasHbIH CMBIB 0,014+0,006 0,025+0,017 0,042+0,017 0,071+0,022 00
JlapuHTeaTbHBIHA CEKPET 0,071+0,022 0,063+0,044 0,085+0,044 1,31+1,87 H/omp
Crne3Has XHIKOCTh 0,165+0,02 0,038+0,008 0,185+0,06 g/omp H/onp
DAKYIST 1,01+0,67 0,9+0,46 0,51+0,2 2,21+1,01 00
ChIBOpPOTKA KPOBH 2,15+0,85 1,63+0,46 12,3+£2.,97 0,79+0,22 50,0112,5J

Ipumeuanue: n/onp — dauHbill NOKA3amenb He Onpeoeisini.

TIpuBeIeHHEBIE OKA3aTeNH MOKHO HCIOB30BATh TOJIBKO KaK OpHE
PEKOMEH/IyeTCsl BEIYMCIIAT cOOCTBEHHBIE IPAaHKIBI HOPMabHBIX

CHIBOPOTKE KPOBH.
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HTHPOBOYHBIE, i B KXIOH 1abopaTopu
sHadyenwi KoHIeHTpauu obmero IgA B



