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Habop pearenToB mis HIMMYBOGCPMEHTHOTO BBIABICHMA
aururen kiacca G x Ureaplasma urealyticum

1 HASHAYEHNE

1.1 Habop pearemroB «Memica Ypeannasma-IgG» npenmasHaueH IUId BBIABJICHRA AHTHTEN
xnacca G k Ureaplasma urealyticom B ceBopoTke (nraiMe) KPOBH 4€JIOBEKA METOZOM HEIPAMOTo
mMMyHodepMeRTROTO ananusa (MDA) Ha TBepaodasHOM HOCHTENRE.

1.2 Habop paccumras Ha nposegenne 96 wmm 192 onpegenexuii, BlnoYas KOHIPOJBHBIC
obpasipl.

1.3 Ilpu mccremosanud HeGONBIIOrO KoumdecTea 00pasumes Ha paz0OpHHX IUIAHIBETax
BO3MOXHO MposeicHue 12 Wanm 24 He3aBHCAMAIX NocraHoBoK M®A no 8 ananmuszos B Kaxxoi,
BKJIIOYAS KOHTPOJBHBE 00pasbL

2 XAPAKTEPHCTHKA HABOPA

2.1 [1punun Meroda

MeTton onpeneneHHMS OCHOBaH Ha JAByxcramaifnom tBepaopaszHom HPA ¢ npumeneHHeM
pexoMbunanTsoro auTurena Ureaplasma urealyticum # MOHOKIOHANIBHBIX aHTHTER K Ig(F uenopreka.

Ha mnepeoii crajmu HCCIEOYEMBIC CHIBODOTKH HHKYOHPYIOT ¢ HMMOOHITH3IOBaHHBIM Ha
NOBEPXHOCTH JYHOK Ianmera aATAreHoM Ureaplasma urealyticum. IIpn manmyms B chIBOpOTKE
cnenudnuecknx anTHTen K Ureaplasma urealyticum mpoMCXOAMT CBA3BIBAHUE C AHTHIEHAMM, HpH
3ToM 00pasyioTCH HMMYHHBIE KOMIIIEKCEE «AHTHTeH-aRHTHTEION. _

Ha sropolt cragmu aHamsa coeimdmtgeckue aHTHTENa BRMBIAIOT C MOMOINBI0 KOHBIOraTa
MOHOKJIOHAILHEIX aHTHTIEN OpotuB IgG uenmopeka ¢ mepokeunmaszof xpena. Ilocne orMpiBkH
HECBA3ABIIAXCA KOMIIOHEHTOB KOHBIOTATA BBEMBIAIOT KOMIUICKC «AHTHMCH-RHTHTEIO0-KOHBIOTaT»,
AobaBmiA B JIYHKH IUTAHIIETa PACTBOP XPOMOIeHa.

Peaxumo OCTaHABIHBAIOT cTom-pearcETOM. Ha cnexrpodoToMeTpe M3MEPSIOT HHTEHCHBHOCTD
OKpallHBaHH{ pAacTBOPa B JYHKaX INIaHmeTa-AMMYHOcopO¢HTa. UeMm BRBHIE CoRepiane
cneiuduyecknx auTuren kiacca G k Ureaplasma urealyticuin B CHIBOPOTKE, TeM HHTEHCHBHEE
OKpAallleH pacTBOp. )

2.2 Habop peareHToB BRITYCKa(OT B BAIEC TPEX KOMILIEKTOR:

- KOMILIEKT 1 [uid pyuHOH nocTaHoBKY ~ Ha 96 onpeneseHHii,

- KoMInexT 2 yia py4roH nocraHosis — Ha 192 onpeaenenns;

- KOMIUIEKT 3 JUId PYJHOH MOCTaHOBKH H ABTOMATHYECKOTro aHaIM3aTopa — Ha 96 wm 192
ONpeNCIICHNA.

2.3 Coctas KOMILIEKTOB IPHBCOEH B Tabimme 1.

Tabnwrua 1
HanmeHOBaHUE KOMITIOHEHTA Kommnexr 1 | Kommiext 2 KoMmnnekr 3

Inanmer-uMMyHocopGerT — pa3GopHE1i
pexoMbuHanTHLI anturess Ureaplasma | pasGopHEiL, MM pasGopueiii, | pasbopHii,
urealyticum, copSupopanuiit p JTyHkax 1 wr. MOHOMHTHBIL, 1 urr. 2 .
IUIaHIIETOR 2 .
K+ —~ xoHTpOnbHLIH nonoskHTeALHBIN
o6pasen, FHAKTHBHPOBAHHEI — 1 ¢n. (2 M) 1 . (2 M) 1 ¢n. (2 mn) 1 g1 (2 mn)
MpO3IpAYHA KPACHOT'O HBETA XHIOKOCTD

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



K- — xoRTpOnbHElit OTpHUATENEHELH
ofpazew], HHAKTHBHPOBAHHBIH — I ¢n. (3 mn) 1 ¢ (3 M) 1 ¢n. (3 M) 1 ¢n. (3 mn)
NpO3padHan XeNTOTO LBSTA MHAKOCTE
PEP-C — pazpogawnii OydepHeiii 1¢n. 20mn) | 1dm 20mn) | 2 . (20 mn)
PACTBOP 1 CRIBOPOTOK — NpO3pavyHas 1 ¢n. (12 M) HIH HIN A
PO30BOTO LIBETA YKHOKOCTH 2pn (12mm) | 2cda. (12mn) | 4 ¢n. (12 Mn)
PK - pacTBop KoHBiOraTa — 1 dn. 20mn) | 1 ¢a. (20 mn) | 2 dn. (20 m)
ONAJICCLUMPYIOWAL 3€/ICHOrO LEETA 1 . (12 M) HIH WIH HIIH
KHJIKOCTh 2¢n.(12mm) | 2dn. (12mn) | 4 dn. (12 M)
1 ¢a. (20 mn) | 2 dn. (20 M)
PX ~ pactBop XpoMOreHA ~ MPOSPASS | 1 . (13 mn) | 2 g (13 ) win .
P [IBETA HHARKOCTS 2¢n (13 mr) | 4¢n (13 mn)
OCB-T(x25) — 25-KpaTHEH KOHUCHTPAT [ . (50 M) | 2 dn. (50 wn)
m;ﬂat?ﬁ::;o—?@mgﬁoan 1 dm (26 M) | 2 o (26 sn) ann e
BecLiBeTHAR KA o3y 2 ¢n. (26 M) | 4 . (26 mn)
1 . (20 mn)
g““'l’mm — IpO3patiHaA Lpamn | 1dn (12m1) | 1dn (12 M1) -
COLBCTHAN AHAKOCTE 2 . (12 M)
HncTpyxiiis no npHMEHERHIO 1 . 1 wr, 1 mr. 1 wr.

JlonomaarensHo B HaGop BKAARKBAIOT KICHAKYKW MIEHKY AN IUTAHIIETa,

peareHToB, OJHOPA30BEIC HAKOHCYHHKH U4 N03aTOPOB.

3 AHAJIMTHMECKHE H THATHOCTHYECKHE XAPAKTEPHCTHKH

BAHHOYMKH N4

3.1 Noaymunocts. HaGop pomkeH BHMBIATE aHTHTENa Kiacca G k Ureaplasma urealyticum B

TONOKHTCABHERIX

CBIBOPOTKAX I(OH’I]JDJII:HOﬁ [aHCTH

«Kourpone  AT-G(+/-)U.urealyticum»,

artecropandoit OBTK npemnpmsTasa, W He [JaBaTh NOXKHOIONOXKWTCABHEIX pE3YNBTATOB NPH
HCCNEOBAHUH CRIBOPOTOK 3TOM K¢ MaHeH, He coAepxainux anTutena K Ureaplasma urealyticum.
3.2 YyscrButensHocTs. CTeneHp cnocobHocTH HAOOpa BEBIATE MONOKWTENBHEIE CHIBOPOTKH

KOHTpOJABHOA  HAHEJH

«KonTpoms

AT-G(+/-)U.urealyticum»

JIOXHOOTPHUATENBHEIX pe3ynrraToB — 100 %o,
3.2 Cnemuduunocts., CTenmeHp cHOCOOHOCTH HAGOpA BHIABMATL OTPHIATENHHBIC CHIBOPOTKH

KOHTPONbHOH  MAHENH

«KonTpoms

AT-G{+/-)U.urealyticum»

JIOXKHOIOJIOKHTEBHEX pe3ysibTaToB — 100 %.

4 MEPBI IPEJOCTOPOXKHOCTH
4.1 MoTennuansaEii pucK NpuMeHenns Habopa — kiace 1 ('OCT P 51609).

MCTOOOM

MCTOROM

HDA

HDA

6e3

des

4.2 Tlpa pabore ¢ HaGopoM cobmozare «IIpaBuma ycrpolicTBa, TeXHHKH O6e30MacCHOCTH,
NPOU3BOJACTBCHHOM CAHWTApHHM, MPOTHBOIMICMHYCCKOTO PpeXHMA H NHYHOM THrueHb npu pabote B
nabopatopusx (oTHENEHHSX, OTACNAX) CAHHTAPHO-3NHACMHONOTHYECKHX YIPEHKACHAH CHCTEMBI
Munucrepcersa 3apasooxpanenns CCCP» (Mocksa, 1981 r.).

4.3 Bce KOMIOHEHTH Ha0opa, 3a HCKIIOYEHHEM CTON-pearcHTa, ABIAIOTCA HETOKCHUHEIMH.
CepHas XMCNOTA, BXOAMINAA B COCTAB CTON-pearcHTa, obnajaer pasdpakaroniuM aeiicreuenM. [Ipu
MONAJaHWH CTON-peareHTa Ha KOXY M CIM3HCThiE NpPOMBITh MOPKEHHBIH YydJacToK GOJbLimM
KOJIHYECTBOM NPOTOIHOH BOAEL.

4.4 IIpn pabore ¢ HabopoM peareHTOB UCNOAL30BATH CPCACTBA MHAUBHIYANBHOH 3ALUHTH
(xanar, ImamodKy HMIM KOCHIHKY, KOXaHHIC Talo4kH, OTHOPA3OBEIC PE3HHOBHIC HIH [MACTHUKOBEHIS
mepyarkH), T.K. KOHTPONbHHE 00pasmbl M HCCICAYEMEIC CHBOPOTKH CICAYET pPacCMaTpHBATh Kak
MOTSHOHANLEHO HHQHIMPOBAHHEIE,

4.5 Tpepapie OTXOABL, NPOMBIBHEIE PaCTBOPH COOHMpATE B CHENHANBHOM KOHTCHHEpE, 3aTeM
obpaboTaTh Ae3CpeACTBaMH, pa3pElICHHRIME B YCTaHOBNCHHOM IIODAZKe I NIPHMCHCHHI Ha
Tepputopun PP, HanpuMep, pacrsopoM nepekucH oaopona (TOCT 177) ¢ maccosoii aoneii 6 % npu
KOMHATHOIf TeMnepaType He MeHee 2 4.

4.6 VincrpyMenTHl H 060pyOBaHHe, 4 TAKXKE MOBEPXHOCTH, HA KOTOPEIX MPOBOOHIICA ARATH3,
o0paboTath Je3cpeAcTBAMH, paspelleHHBIMH B YCTAHOBICHHOM IOpAAKE JUIA NPHMECHEHHA Ha
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teppuTopuH PO, nanpumep, pactBopom sTHnoBoro cmupta (IOCT P 51652) ¢ o6pemuod noneit 70 %
B TCYCHHUC HECKONBKHX CEKYHI.

4.7 3anpemaerca nNpHeM IHIIH, HCIOIL30BAHHE KOCMCTHYCCKHX CpEeACTB H KypeHHe B
NOMEIEHNAX, MpeAHasHaAYeHHBIX WA paboTh ¢ HaGopamu.

5 OBOPYAOBAHHNE U MATEPHAJIbBI

- YCTpolicTBO /1A MpOMBIBKH MHKPOHIAHIUCTOB MM BOCEMHKAHANBHAA I0IyaBTOMAaTHYCCKAA
IMHUIIeTKA CO CMEHHBIMH HAKOHEUHHKaMH, [103BOJIONMMEA oTOHpaTh 00BeMRl AkBaKocTel Jo 300 MK

- ITHNETKA IONYABTOMATHICCKAA ORHOKAHANEHAA ¢ ICPEMECHHEIM MNH PHKCHPOBAHHBIM 06BeMOM
€O CMEHHBEIMH HaKOHEYHHMKAMH, MO3BOJIIOIMMHA OTOHPATE 00beMHl xuukocteii or 10 no 100 M,
ATTECTOBAHHAA IO 3HAYCHHIO CPEIHCH M03B H CXOAMUMOCTH PE3YALTATOB IHIICTHPOBAHHA C
TOTPEMIHOCTEIO He Gonee 3 %;

- TEPMOCTAT, NOAJEPKABAIOINI TemMnepaTypy (37+1) °C;

- ¢oToMETp I MHMKpPONNAHNICTOB, IO3BOJMIOMWIMA HPOBOAMTL H3MCPCHHE ONTHYCCKOH
TINOTHOCTH PacTBOPOB B JIYHKAX IIAHINETOB IIPH JUTHHAX BOIH 450 B 650 nM;

- aHAJIH34TOP ABTOMATHYCCKUI OTKPHITOrO THNA;

- IMIHHJP MEPHEL BTOporo Kiacca TOUHOCTH BMecTHMOCTBIO 1000 mim 2000 Mo,

- XOJIOOWIBHHK GHTOBOH, MogAepxHuBalomuti TeMuepatypy ot 2 °C mo 8 °C;

- Gymara punsTpoBaTBHAN NA0OpaTOpHAs;

e - BOJa OYMINICHHAA,

- CIIAPT 3THIIOBBIN;

- BOZOPOIa MEPEKUCE;

- IEPYATKU pe3HHOBEIE.

6 AHAJIM3IHPYEMBIE OBPA3IIbI

6.1 JIna seuaBsieHuA antate) knacca G x Ureaplasma urealyticum uCmoib30oBaTh CHIBOPOTKY
(mw1asMy) KpOBH YEIOBEKA KaK CBEXEIPHIOTOBICHHYIO, TAK H XPaHHBIITYIOCA He Oonee opuol HeAenu
nipa Temneparype ot 2 °C no 8 °C mmn He Sonee ozHoro roga mpH teMneparype Munyc 20 °C.

6.2 Jlna npopencHHA aHATH33 HCHONB30BaTh CHIBOPOTKY (II1a3My) KPOBH 4elIOBEKa 00neMoM
He MeHee 15 MK

6.3 JIna HCKIFOYESHAA NTOKHOTIONOKHUTENBHEIX Pe3ynbTATOB HCCEAyeMble CHIBOPOTKH FOTOBHTE H
XpaHuTh B YCIOBHAX, HCK/DOYAIOMEX BO3MOXHOCTE Oakrepmamsporo mpopocra. Heobxomumo
OCBETIIATE O0pa3nbl CHIBOPOTOK, COOEpKAINHE OCANOK M arperarsl, MYyTeM LEHTPHGYTHPOBAHHA B
TeyeHHe 15 MHE npu dactote spameHus 3000 o6/Mun. He ncnonp30BaTh CHIBOPOTKH ¢ BEIPOKEHHOMH
6aKkrepHaNbHON KOHTAMHUHALTHENR.

6.4 N30eraTe MOBTOPHEIX HHKJIOB 3aMOpaXHBAaHNA-OTTaHBaHNS 00pa3ioB.

G 6.5 Ilepen npoBencHHEM aBANH3a KAKAYIO HCCIEAYEMYIO CHIBOPOTKY TINATENLHO NEPEMEINATh.

7 IPOBEJEHHE AHAJIU3A

Heco6niofieHRe ONHCAHHEIX HIKE TpeOOBAHHHA MOXET NPHBECTH K HCKAXKEHHIO PE3YNbTAaTOB
aHaym3a;

- IpH MpoBcHCHHH AHANM32 HENb3A HCIOIL30BATH PEArcHTH H3 HaOOpOB pPAasHBIX CepHi HIH
CMENTHBATH HX B MpOIecce IPATOTOBIECHUA PACTBOPOB;

- 75 MPUTOTOBNCHUR PaCTBOPOB HCIIONB30BATh YHUCTYIO MOCYY;

- B NOpollecce MPOMBIBKH NONMHOCTRIO 3alQJHATH JIYHKH IaHmiera 6€3 IiepenolHeHHS H
TIEpeTeKaHHA KHAKOCTH B COCEIHHE TYHKH;

= BpeMd MEXAY 3afOoJIHEHHEM H ONOPOXHEHHCM JMYHOK IUIAHIIETa PACTBOPAMH H pPearcHIaMH
Jomikuo OHTE He Menee 30 ¢;

- He AOMYCKATH BHICEIXaHHA JTYHOK ILNAHIIETa MEXY OTACNbHBIMH ONepaI[HAMH;

- A paboTH ¢ HCCAEAYEMBIMH CHIBOPOTKAMH M KOHTPOJIBHBIMH 00pa3snaMM HCIONR30BaTh
OIHOpa30BbIe HAKOHEYHUKH 1A JO3aTOPOB;

- A03aTOpH ¥ paboure nNoBepxHOoCTH 00pabaThiBaTh PacTBOPOM CIHPTA 3THIOBOroe ¢ 0OBeMHOM
noneit 70 %, He ACNIONB30BATE XJIOPAMHAH H IPYIHe XJIOpPCOAEpKALIHE BEHIeCTBa;
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- NpPH MCOONL3OBAHHH ITPOMBIBATE/ CJISAMTE 38 COCTOAHHECM EMKOCTH Iud pabovero pactsopa
- ®CB-T u coeaMHMTENLHRIX LUIAHIOB: B HMX He AODKHO OHTh OPH3ZHAKOB OaKkTepHaNBLHOTO HITH

rpaOKOBOTO pocTa.

7.1 NoaroToBKa KOMOOHEeHTOB Habopa

[lepen npoBeneHHEM aHanM3a BeIACpXaTh Habop B TeycHHe 30 MHH npy Temneparype ot 17 °C
no 27 °C.

7.1.1 Hodzomoska nranuema-ummynocopbenma

InaHIneT-AMMYHOCOPOEHT rOTOB K HCHOIB30BAHUIO.

Xpanenue: HeMCIIONB3OBAHHBIC CTPHIE! B IUIOTHO 3aKPHITOM ITAKETE C BJATONOTNOTHTCNEM NPH
temneparype oT 2 °C zo 8 °C me Gonee 3 mecsnes.

7.1,2 Hpuzomosaenue pabouezo pacmsopa OCE-T

[Ipu RanmAuAn ocaaxa BeiAepxkatk ¢nakon ¢ CCh-T(x25) npu temneparype 37 °C no monnoro
PacTBOpSHHS CONeH.

Conepxnmoe ¢irakona (Gnakonos) ¢ PCB-T(x25) nepeHecTH B MEPHLII HIMHAD, pa3baBHTE B
25 pa3 BoAO# OYAMECHHON H THIATEIEHO MEPEMEIIATE.

Ilpu nocranoeke HPA Ha OTAEIBHLIX CTPANAX [DIAHIIETa-HMMYHOCOPOEHTa B MEPHEIH IIHAMHAD
oroGpars meobxoanmMeie 06beME @CB-T(X25) 1 BOJBI OURMIEHHO! B COOTBETCTBHE C Tabmueit 2.

Tab6numa 2 — Pacxod KOMINOHEHTOR 14 MOCTAHOBKH AHANMM3A HA OJHOM ITAHIIETE

G O6neM, KonuuecTBo HCOIb3YeMbIX CTPHIIOB, IIT,

MA 1 [ 217 3] 45 [ 61 7] 8 9 [10]11]12
Komnaexm I, komnnexm 2
OCB-T(x25) | 20 | 40 { 6,0 | 80 [ 10,0 12,0 ] 14,0 | 16,0 | 18,0 | 20,0 | 22,0 | 24,0
Bona A0 Ao Jo i (4] ao o no A0 oo o A0 o
OYHIICHHAA 50 | 100 ] 150 | 200 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 600
PEP-C, PK 1,0/ | 2,0/ | 3,0/ | 40/ | 50/ | 6,0/ | 7,0/ | 8,0/ | 9,0/ | 10,0/ | 11,0/ | 12,0/
08 [ 1,7 | 2,5 | 33 | 42 [ 50 | 58 66| 75| 83 | 91 10

PX 1,0 120 ] 30| 40| 50| 60| 70| 80190 |1001]11,0) 12,0
Cron-pearent| 0,5 | 1,0 [ 1,5 | 20 [ 25 [ 3,0 | 3,5 [ 40 | 45 | 50 { 55 | 60

Komnirexm 3

OCBh-T(x25) 40 | 8,0 | 12,0 16,0 | 20,0 | 24,0 | 28,0 | 32,0 | 36,0 | 40,0 | 44,0 | 48,0
Bona oo bi (o3 oo Io o o X0 o o o Jity] Jo

ommmennas | 100 | 200 | 300 | 400 | 500 | 600 | 700 | 800 | 900 | 1000|1100 | 1200
PEP-C,PK, | 2,0/ | 4,0/ | 6,0/ | 8,07 | 10,07 | 12,07 | 14,07 | 16,07 | 18,07 | 20,07 | 22,07 | 24,07
PX 17 |33 | 50| 66 | 83 | 100|116 133|150/ 16,6 | 183 | 200
@& [Cronpearent| 1.0 | 2.0 | 30 | 40 | 50 | 60 | 7,0 | 80 | 9,0 | 10,0 | 11,0 ] 12,0

Xpanenue: nencnonsiosannbli PCB-T(x25) B 3akpsiToM (P11akoHe B TEYEHHE CPOKA FOJROCTH
HaGopa npu Temneparype o1 2 °C no 8 °C,

7.1.3 MMoozomoexa PEP-C, PK, PX

PBP-C, PK, PX roToBsl K HCITOJIB30BAHHIO.

B PK Bo3M0OXHO BemageHne ocanka. Ilepea Henmonb2oBaHNeM COASPKAMOE (GIIaKoHA TIIATENRHO
TIepeMeIaTh.

Xpanenue: meucnonp3opanHne PBP-C, PK, PX B 3akphiThix ¢nakoHaXx B TeYeHHEC CPOKa
rogHocTH HabGopa npu Temmepartype ot 2 °C a0 8 °C.

7.1.4 Meozomosxa xonmponsrvix obpasyoe

K+, K- roTOBH K HCOOJNBE30BAaHHTO.

Xpanenue: Bemcnionpzoaibble K+ u K- B 3akpeIThIX (pakoHaX B TEHYECHHE CPOKA [ONHOCTH
Habopa npu Temneparype ot 2 °C go 8 °C.

7.1.5 Hoozomoexa cimon-peazenma

CTon-pearcHT roTOB K HCIIOIE30BAHKIO,

Xpanenue: NneACIONb30BAHHKLIH CTON-peareHT B 3aKPHITOM (rnakolnie B TEYSHHE CPoKa FOJHOCTH
Habopa npn Temneparype ot 2 °C xo 8 °C.
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7.2 Tiposenenne HOA
- 7.2.1 Ilposeoerue HDA npu pyuroii nocmanosre (Komniexm I, xomnnexm 2, komniexm 3)

7.2.1.1 Heobxopgumoe XONH4ECTBO CTPHIIOB BLIHYTH H3 MAaKETa H 3aKPENHTh HA paMKe,
OcTaBmecs CTPUIE YNIAKOBATh B MAKET ¢ BIArONOLIOTHTENEM,

72.1.2 B aynxy Al enmecrn 100 mxn K+, B mysxku Bl n Cl Brectn mo 100 mxn K-
B nynky D1 suectn 100 M PBP-C ana kontpona PK

{Ipy nocmanoexe H®A Ha OMOETLHBIX CHPUNGX COXPAHACMCR ROPAOOK GHECeHUR
KOHMPOaLHIX 06pasyoe.

B ocTanbHEIC JYHKH IUIAHIICTA-HMMyHOCOpOeHTa BHECTH Mo 90 mka PBP-C, 3areM no 10 min
HCCNEAYSMBIX CRIBOPOTOK, CoZleprknMoe JIYHOK MIEPeMEINaTh ¢ MOMOIIBID ITHNETKH.

TnanuieT-HMMYBOCOPOEHT 3AK/ICHTE KIIEHKOH INICHKOH H HHKYOHpoBaTh B Teuenne 30 MHK npH
TeMnepatype 37 °C.

7.2.1.3 Ilo oxoHuanMH HHKYDAIlMH YAQIMTE COXEPKHMOE JYHOK H MpPOMEITh IUIAHINET-
uMmyHocopOeHT TiTh paz paGounm pactBopoM @CB-T. J[na 3Toro BHECTH B KaXAyIO JYHKY
maanmera or 200 mo 250 Mxn pacTBopa, a 3aTeM YOANHTL COACPXKHMOE JYHOK B €MKOCTH C
ne3pacTropoM. OCTATKH pacTBOpa YJAIHTL, AKTHBHO NMOCTYKABAA NEpeBepHYTHIM (JIyHKaMH BHH3)
TUTAHIIETOM M0 CJIOXKEHHOH B HECKOIEKO pa3 (GUIbTPOBATEHOIM OyMare.

7.2.1.4 BuecrH B KaXIyI0 JIYHKY ILIaHmeTa-AMMyHOCopOenTa mo 100 Mxn PK.

TInanmer-HMMYHOCOPOEHT 3aKJIEUTh KIeHKoi nmneHKol 1 HHKyOHpoBaTh B TeueHHe 30 MHH npH

G TeMmepatype 37 °C.

7.2.1.5 Tlo oxoHuaHAM WHKYOallHH YAANHTH COACPKHMOE IYHOK M IpPOMBITh IUIAHINET-
UMMYHOCOPOEHT, Kak onmucano B 7.2.1.3.

7.2.1.6 BuecTH B KaXIYIO IYHKY INIaHImeTa-uMMyHOocopbenTa mo 100 M PX.

Inanmer-HMMYHOCOPOSHT 3aKIeHTs Knefikol NIeHKON 1 MOMECTHTE Ha 20 MHH B 3allIMINEHHOE
OT cBeTa MecTo npu Temnepatype ot 20 °C xo 27 °C.

7.2.1.7 OcTaHOBHTL, PpeaKIHMI0 BHECEHHEM B KAX/IYI0 JIYHKY IfaHIIeTa-AMMYHocopOeHTa
no 30 MK CTON-pearcHra.

7.2.2 ITposeodenue HDA na asmomaniivecKom ananusamope (Komniexm 3)

7.2.2.1 3annTs pabounit pacreop PCh-T B npeXHaIHAYCHHYIO /11 HETO EMKOCTh aHATH3ATOPA.

7.2.22 3amAre ocTanbHele paboude PacTBOpH, PEAreHTE, KOHTPOJNBHBIC O0Opa3LBl H
aHATTM3HPYEMBbIE CHIBOPOTKH B CICIMAILHEIC KOHTCHHEPHI.

7.2.2.3 TloMecTHT B aHANHZATOP NINAHINET-HMMYHOCOPOEHT.

7.2.2.4 3anars porpaMmy nOpoBencHns UDA:

BHeceHHe 1 nyuka — 100 mxn K+;

G PacTBOpPOR 2 myskH -~ no 100 mxa K-;

1 nyaka — 100 mxn PBP-C nns xontpons PK;

ocranbHbie JIyHKH — o 90 mxn PBP-C, sarem mo 10 MKn HconemyeMbIX

CLIBOPOTOX
HuxyOauss 30 muH npu Temneparype 37 °C
ITpoMBIBKa 5 pa3 paGoumm pacteopoM ®CB-T ob6semoM ot 200 a0 250 Mxa
Buecenne pactsopa | Bce iyHkd — mo 100 mxa PK
Ruxybanus 30 Mnn npu Temneparype 37 °C
Buecenue pactpopa | Bce nynkm — no 100 Mxa PX
NaxyGanns 20 MHYH B 3aIAIISHHOM OT CBeTa MecTe npH TeMneparype ot 20 °C o 27 °C

BHeceHHE pacTBopa | Bee IYHKH — 110 S() MXN CTON-pearcHTa

7.2.2.5 TIpoBecTH pa3sMeTKy JYHOK IUaHIIeTa-HMMYROCOPOEHTA B CXCME AHANH3ATOPA.
7.2.2.6 BXmoYnTL aHATH3ATOP.

8 PETHCTPAIIMSA PE3YJIBTATOB

Hsmepurs sennunny OII  pacTBopoB B JIyHKaX IUIaHINETa-HMMYHOCOpOEHTa Ha
cnexTpodoTOMETPE B ABYXBOIHOBOM PEKAME: ocHOBHON (uIbTp — 450 nM, pedepeHc-dumnTp — B
Iuanasone ot 620 xo 700 Hm.
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Homyckaercs mamepenne Ol npu ommolt anune Bosmel — 450 nM. Ilpu 3ToM Rynesolt ypoeeHs
(«OnmaRK») YCTaHOBHTD N0 BO3AYXY.
Bpems Mexay ocTaHOBKOH peakuuH H H3MepenneM OII aommkro 651tk He Gonee 40 Mun.

Ld

9 VUET PE3YJbLTATOB AHAJIH3A

PesyniTaThl YUHTEIBATH TOXBKO B TOM CIYYAE, €C/IH:

- agayenue OII B mynke ¢ konTponeM PK (OIIPK) < 0,100 0.e.;

- cpemuee 3HauenHe OI1 B nynkax ¢ K- (OIIK-cp.) < 0,200 0.e.;

- sgageHHe OI1 B mynke ¢ K+ He MeHee 4eM B 4 pa3a npepbimact 3uavenne (OITK-cp.).

Paccunrars Ollkput. o dpopMmyne
Ollkput. = (OIIK-cp.) + 0,2, (1)
rae (OITK-cp.) — cpeanee snavenune OII (OIIK-) no aBym nyHKaM.

Ommbka merona MDA coctaBmser xo 15 %, mosroMy, ecmu OIl necnemyeMoll CHIBOPOTKH
Gontmie Wi MeHpine Ollkput. Ha 15 %, pe3ynsTaT cneayer cuuTaTh COMHUTenbHEIM. Heobxomim
DOBTOPHBIN aHA/IN3 BHOBE B39TOro 06pasua CHBOPOTKH KPOBH JaHHOI'0 NALACHTA.
Pesynmsrar TecTa CYMTATH TIONOXMTCNALHEM, eclmH OIl mccnexyeMolf cHIBOPOTKH Oosbine
1,15 % Ollkpnr.
PesyneTar TecTa CUMTATh OTpULATENbHBIM, ecmH OIl HecneyeMol CHIBOPOTKH MEHBIIS
€ 0.35 x Ollxpar.
Ilpy mONMy9eHUH MONOXUTENBHOTO Ppe3yiabTaTa ¢ CHIBOPOTKaMH B paisenenmu 1:10, mpu
HeoOXOAHMOCTH, MPOBECTH HX JanbHeiflllee THTPOBAHHE IMYTE€M HOCICIOBATENBHBIX [BYKparTHbIX

passenenu#i PBP-C.
THTpoM CHBOPOTKM CHMTATH IOcTefHee pa3zpelicHHE ChiBoporTkH, OIl KoToporo mpesnunaer
0,85 x OIlkpur.
Coomeemcmeue senuqunt unoexca OIT mumpam IgG «k Ureaplasma urealyticam
Hnzexc Tutp HueTepnpersuus pesy/bTaroB
OT1 ob6pazua < 0,85 OIIKpHT. MeHee 1:8 OrpunarensHblif
0,85 Ollxput < Ol obpa3ua < 1,15 Ollkpur. 1:9 CoOMHHTENbHBIT
1,15 OIlxpur < OI1 obpasua < 2,0 Ollkpar. 1:10-1:30 CnabonomoKITENbHbIH
2,0 Ollkpur < OI1 obpazua < 3,0 Ollkpar. 1:30 - 1:50 TToRoKATENEHBIH
3,0 OTlkprr < OI1 obpasna < 4,0 Ollkpwr. 1:50—1:100 TIonoxUTenBHBI
4,0 OlTkprr < OI1 o6paszpa < 6,5 Ollxpar. 1:100 — 1:320 TTonoKHTENBHBIH
6,5 Ollxkput < OI1 obpazua < §,0 Ollxpur. 1:320 — 1:600 IMTonoxkuTensHbIf
8,0 Ollkput < Oll o6pa3jua < 9,0 Ollkpur. 1:600 — 1:900 TonoxurensHblit
e 9,0 Ollxput < OIl o6pasua < 10,0 Ollkpur. 1:900 — 1:1400 | CxnsHONONOXHTENBHBIH
10,0 Ollxpur < OII o6pa3ua > 1:1400 CHABHOMONOKHMTETEHBIH

Tlono:XHTEIbHEIE PE3YALTATH TecTa HEAOCTATOUHLI IUIA AHATHOCTHKH YpealklasMo3a, OHM
JOJDKHE TOATBEP)KIATHCA NAHHRIMH APYTHX HCCTEA0BAaHKH, TAKMX KAK TMCTONOTHA ¥ [TOCEB, a TAKXKE
HATMUHEM KIMHWMECKHX CUMIITOMOB 3a00/1€eBaHHA.

Bricokuit ypoeens IgG k Ureaplasma urealyticum Moxxer yKasbBaTh KaK Ha IICPCHSCEHHYIO B
NpOIIOM, Tak ¥ HAa TeKymyro HHpexmuoo. Bricoxmit yposerp IgM k Ureaplasma urealyticum
ABIACTCA MHOMKATOPOM Texywei HHpexkuun. Haubosnee 3HAaYHMBIM OOKA3aTeNbCTBOM HATMYHA
aKTHRHOH ypealllasMo3HOH HHEKIIHH ABIACTCA OJHOBPEMEHHOE MoBbIueHUE ypobHeit IgG u IgM k
Ureaplasma urealyticum. Ilopoinenwe ypoeAa IgA k Ureaplasma urealyticum cpupeTeNnscTBYET 0
HaRMYME AKTHBHOTO MHGEKUMOHHONO Npolecca HA IOBEPXHOCTH CIHM3UCTHIX YPOreHMTATBHOIO
TPaKTa.

OrpHuaTeTsHbE PE3YNBTATH TECTa He MCKIMOUAOT HH(mHposaxue Ureaplasma urealyticum.
VnéexnnoHHEI mponecc MOXKET HAXOAWTHCA Ha CHUIIKOM PpaHHe# CTagMM Ppa3BMTHA HJIH HE
BBI3BIBATH OPOAYKLIHH AHTHTEN B JOCTATOYHOM IS TecTd KOJIH4ecTBE. JHarHOCTHYECKUM MPH3IHAKOM
HHGEKUHH AB/AETCA HETHIPEXKPATHOES YREAHUCHHE THTPA MCCNEeRyeMoli CRIBODOTKH NMPH CPABHEHHU
TATpa MAPHLIX CHIBOPOTOK, MOJNYYEHHBIX ¢ HHTCPBATOM HE MEHEC 7 CYTOK OT OZHOIO MAllACHTA M
oMpeJeneHnsIX B 0AHOM ONBITC Ha OJHOM ILTAHINETE B TPEX MOBTOpax.
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Hacroammii TecT ABNACTCA CKPHHHHIOBEIM M €T0 Pe3y/bTAThl KO/DKHEI OBITH CONOCTABIEHE ©
JaHHBIMH aHaMHEe3a H KIHHUYECKHX HCCREAOBAHMH, Jnf MOCTAHOBKM OKOHYATENBHOIO KHATHO3A
pekoMeHAyeTcs uccnenmopanue Bo3Oyamrens wHa JIHK Metonom P m  KynsTHBHpOBaHHE
po30ymurensa Ha cnemAdm9ecKHX cpenax. CopoKynmHOCTEH pe3ynbraTtoB MDA, 1P, KNHHAYECKHX H
SIMHXCMHOJIOTAYSCKHX JAHHEIX HO3BOJAET IIOCTABATH OKOHYATENIBHBIH AHATHO3.

10 CPOK T'OJHOCTH. YCJIOBUS XPAHEHHNA 1 TPAHCIIOPTHPOBAHHUA

Cpok rogroctu HaGopa 12 mecames. HaGop ¢ HeTeximuM cpokoM TOJHOCTH NMPHMEHEHAI) HE
NOANEXHT.

HaGop xpaants B cooTercTena ¢ CI1 3.3.2.1248 npn Temmeparype or 2 °C go 8 °C B TeucHHe
CpoKa rOAHOCTH.

Tpascnoprapopanne HaGopoB nporsBoaATH B cootBeTcTBHH ¢ CII 3.3.2.1248 npn Temneparype
ot 2 °C no 8 °C. JonyckaeTcd TPaHCMOPTHPOBAHHE NIPH TeMIeparype He Boimie 27 °C B TeueHHe

5 cyTok.
JamopaxrBanre HAOOPOB HE JOIMYCKACTCA.

1A AMarHoCTHEH «in vitro»,
Hna neveCHO-mpOGHNAKTAYECKHX ¥ CAHUTAPHO-NMPOHNAKTHUSCKHX YUPEXACHHH.

‘ Or36BH 0 KauecTBe HADOPOB HANPABIATE HAa NPEANPHATHE-A3TOTOBHTENAE IO aAIpecy:
630117, r. HoBocubmpek — 117, a/a — 113, 3A0 «MbC»;
royioBHO#H oduc, Ten./paxc: 8-(383)-332-52-75;
oTaen npoaax, ten./paxc: 8-(383)-332-81-38, 332-18-54, 339-91-97;
OBTK, Ten./daxc: 8-(38341)-5-80-98, e-mail: obtk@mbu.ru
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