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1o IPHMEeHEeHuI0 Habopa pearcHToB
«Meanca Mukronaazma-IgA»

HaBop pearentoB ia HMMYHO(EPMEHTHOTO BRIABICHUA
apTHTEN Knacca A x Mycoplasma hominis

1 HASHAYEHHE

1.1 Habop pearentoB «Meanca Mnkomnasma-IgA» HpeawmasHadeH MM BHIABICHHS AHTHTEN
iacca A x Mycoplasma hominis B culBoporke (nnaiMe) KpPOBH MEMOBEKA METOAOM HELPAMOro
HMMyRoGepMenrTHoro ananasa (HPA) na teeprodanoM Hocurene,

1.2 Habop paccautan na mposcacMe 96 mmm 192 onpegeneuuil, BKMIOYas KOHTPOLHbLIE
ofpa3nel.

1.3 Tlpu wnccnepoBanmu  HeGONBINOTO KOMMYECTBA OOpAasUOB BO3MOXKHO MPOBEHACHHE
12 nnu 24 HesaBucEMBIX NocTaHoBOK WMA no 8 anamusoB B XxaXaoi, BKMOYAs KOHTPOIbHEIE
obpa3iml.

2 XAPAKTEPHCTHKA HABOPA

2.1 [NpuHIAN MeTOAA

Merox onpeneneHns OCHOBaH HA ABYXCTaguifHOM TBepAaoda3zHOM HMMYHO(PEPMEHTHOM aHANA3E
¢ NpHMEHECHUEM pexoMOHHaHTHOrO aHTHreHa Mycoplasma hominis H MOHOKIOHATBHEIX AHTHTEN
nporus IgA denopeka.

Ha nepsoit cranyn anannza HCCIEAyEeMBIE CHIBOPOTKH HBKYOHPYIOT ¢ HMMOOHIH30BaHHEIM Ha
NOBEPXHOCTH JIYHOK INaRIneTa aRTATeHOM Mycoplasma hominis. [Tpu 3ToM HMelomuecs B CHBOPOTKe
cnennduieckne apTHTeNa X Mycoplasma hominis cBa3EIBatoTCA C AHTHTEHOM Ha TBepHOi daze,
ofpazya HMMYHHBIC KOMINIEKCH «AHTHTCH-aHTHTEA0.

Ha Bropoii cTagmm aHanuza cnenH(pHYECKHe AHTHTENA BHMBIAIOT ¢ MOMOMBK) KOHBIOTaTa
MOHOKJIOHAIBHEIX AHTHTEN DNPOTHB IgA 4einoBeka ¢ nepokcHialofi xpena. Ilocne OTMRIBKU
HECBA3ABINHXCA KOMIIOHEHTOB KOHBIOFaTa BRMBIUIOT KOMILIEKC «aHTUIEH-AHTHTEI0-KOHBIOTAT?,
no0apmAY B NYHKH DNIAHIDETA PacTBOP XPOMOYeHa.

Peaknuio oCTaHABMBAIOT CTON-peareHTOM. Ha crekrpodoTomerpe HIMEPHIOT HHTEHCHBHOCTD
OKpAUTHBAHHA pacTBOpa B JyHKaXx IUiaHlneTa-BMMyHocopbenTa. UeM Bhlie colepKaHHe
cuenAdUIECKUX aHTHTEN Kiacca A K Mycoplasma hominis B CEIBOPOTKe, TeM HHTCHCHBHee OKpaMICH
PacTeop.

2.2 Habop peareHTOB BEITYCKAIOT B BHJIE JBYX KOMIIICKTOB:

- xoMmnexT 1 ans pyuHoii NOCTaHOBKK — Ha 96 onpeneneHui;

- KOMOZGKT 3 JUIS pyuHON MOCTAHOBKK H aBTOMAaTHYECKOTO aHanmsaTopa — Ha 96 mwmd (92
OTIpENeNeHHA.

2.3 CocTas XOMIIEKTOB NpHBeAcH B Tabnuue 1.

TaGauua 1
HaumeHROBaHHE KOMIIOHEHTa Kommnexr | Komnnexr 3
TInasmeT-HMMYHOCOPOEHT — PeKOMOMHANTHEIH AHTHTeH
Mycoplasma hominis, copGupoanHstit 8 mytxax pa3bopHeIx 1 urr. 1 mr. 2 .
TUIAHIIETOB
K+ ~ KOHTPONLHBI TONOKHTENBNHRIA 06pasell, L 2un) | 1o Qum) | 1 dn 2 wn)
HHAKTHBHDPOBAHUE — NPO3pavHad KPacHOro UBETa WUAKOCTD

IEKTPOHHAR KOS OGOPMAEHA LEHTPOM UCTLITAHHI W PETUCTPALWA MEWLMHCKIX H3AENMA
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K- — xonTponsHEni oTprauaTensHuil oOpasew,
HHAKTHBHPOBAHHELH — NIPO3paHan JKE/TTOTO LBETA KHAKOCTH Lpn. G ) | 1 dn. 3mn) | 1. (3 man)
PBP-C — passonammii SyepHeiii pacTsop s CEIBOPOTOK — I $n. (20 mn) | 2 . (20 mm)
NPO3pauHan PO30BOrO HBETA KHOKOCTS I pn. (12 mn) W HIH
2 . (12 min) {4 . (12 M
FK ~ pacTBOp KOHBIOraTa — OnaNecUMpyIoWas 3eeHoro UBeTa 1¢n. (20 Mn) | 2 . (20 )
KHIKOCTS 1 ¢n. (12 mn) win WIH
2 . (12 mn) | 4 $a, (12 M)
PX ~— pacTBOp XpOMOreHa — NpO3pavHas po3oBoro ueeTa 1. (20 ) [ 2 pn. (20 mn)
KMAKOCTH 1 . (13 M) WIH UL
2 dn. (13 M) | 4 dur. (13 M)
QCB-T(x25) — 25-kpaTHbiif KoHUEHATPAT docdaTHo-CoNeBOrO 1 . (50 mum) | 2 . (50 mm)
6ydeproro pacTsopa c TRUHOM — Npo3padnan GecupeThas 1 dun. (26 mn) HIH b 1]
XUAKOCTL 2 ¢, (26 w) | 4 . (26 M)
1 da. (20 mn)
Cron-peareHt — Npo3pavuHas GecliBeTHAS XHIKOCTH 1 ¢n. (6 mur) | 1 . (12 mu) WITH
2 g (12 mn)
HucTpyxumsg no npHMEHEHHIO 1 . 1 wrr. } T,

JonoymnTensno B HaGop BRIANLIBAIOT KNEHKYI0 TNNEHKY ANA IUTAHIICTA, BAHHOYKH /I

. PCarcurTon, OQHOPA30BEIC HAKOHCUHHKH U4 A03ATOPOB.

3 AHAJJHTAYECKHE H JUATHOCTHYECKHE XAPAKTEPHCTHKH

3.1 HompmauHocTe. HaGop monxeH BHABIATH aHTHTCHa Knacca A K Mycoplasma hominis B
NIONOAMTENBHRIX CHIBOPOTKAX pafouedf masemn «PII-AT-A(+/-)M.hominis», atrecroBanHoit OBTK
NPEANPHATHA, ¥ He JaBaTh JIOAKHONOIOXKHUTENBHRX Pe3yNbTATOB NIPH HCCICHOBAHHH ChIBOPOTOK 2TOH
e NaHEe/H, He cOAepARaIInX aaTHTeNa X Mycoplasma hominis.

3.2 YyecTBHTENBHOCTE. CTENEHEL CIIOCOOHOCTR Halopa BEMBINTE MOJOKHKTEILKEIE CIBOPOTKH
paboueit mamenm  «PII-AT-A(+/-)M.hominis» Meronom H®OPA Ge3 TOKHOOTPHUATCIBHBIX
pesynsraTos — 100 %.

3.2 Cnenmdrunocts. CreneHb cmocoOHocTH Hafopa BBMBIATE OTPUHATCIIRHBIE CHIBOPOTKH
paboueti mamenn «PI-AT-A(+/-)M.hominis» wmerooM MDA 6Ge3 NOKHOMONOKHTENBHBIX
pesynsTaToB ~ 100 %.

4 MEPBI IPENOCTOPOXHOCTH

4.1 lNoreRmMansHENi puck npuMenenns HaGopa — knace 1 (TOCT P 51609).

4.2 MIpu pabore c mabopoM cobmomare «Ilpasuna ycrpoHCTBa, TeXHMKH O0e30MacCHOCTH,
NIPOA3BOACTBEHHOH CAHHTAPHH, TIPOTHBOIHASMHMECKOTO PERUMA 1 IIMYHOM THIMeHk npu paore B
naGoparopuax (OTOCNCHWAX, OTACNAX) CAHHTAPHO-IMAIEMHONOTHYECKHX Y4YPSKACHHH CHCTEMEI
Muuncrepetsa 3apasooxpanenus CCCP» (Mocksa, 1981 1.).

4,3 Bee koMIIoHeHTH! Ha0opa, 3a MCKIIOYEHHEM CTOI-pEeareHTa, SB/DIOTCS HETOKCHYHBIMH.
CepHas KHCNOTA, BXOASMAL B COCTAB CTON-pearcHta, oGfagact pasapaxaonmm fedcrsueM. [Ipu
NONMANAHMA CTOM-PEeareHTa HA KOXY M CHM3HCTHIE NPOMEITh MOPAKCHHHH YYacTOK Gonsmum
KOJIHYECTROM POTOMHOH BOJEL.

4.4 Tipa pabote ¢ HaBOPOM peareHTOB HCMONB3OBATL CPEACTBA HHIMBH/IYANHHOH 3alMHYHI
(XanaT, MANOYKY WM KOCBIHKY, KOXAHBIC TaNOuKH, OJHOPA3OBHE PEe3HHOBLIC MIH IUIACTHKOBLIE
NepYaTKH), T.K. KOHTPONBHHE OGpestl H HCCACHYyeMbie CHIBOPOTKH CIIENYET PAcCMATPHBATH KAK
NOTEHIMATHHO HEGHIMPOBaHHBIC.

4.5 TeepaBe OTXOML, MPOMBIBHBIC PacTBOPE! cOOMpaTh B CHEIHANLHOM KOHTECHHEpE, 3aTeM
o6paboTath [Je3cpPeACTBAMM, Pa3pelICHHHIMH B YCTAHOBIEHHOM IODAAKE Ui HPUMEHEHHI Ha
teppuropuit P@, HanpHMep, pACTBOPOM NMEPEKHCH BOOPOAA (TOCT 177) ¢ maccosoit noneit 6 % npu
KOMHATHOH TeMmiepaType He MeHee 2 4.

4.6 MicTpyMenTHl M 060pyioBaHKe, A TakXe NOBEPXHOCTH, HA KOTOPHX MPOBOJMICA AHANMS,
o6paboTath 1e3cpefCTBAMH, Pa3PEIICHHEIMA B YCTAHOBJICHHOM NOpAIKE N4 NPHMCHCHHA HAa
Teppuropnd PO, Hatpumep, pacTBOPOM ITHNOBOTO CIHPTA (TOCT P 51652) ¢ oSwemuoii noneii 70 %
B TeYeHHE HECKONBEKHX CeKYHI.
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4.7 3anpemacrcd HpHeM IHIM, HCHONB3OBAHHE KOCMETHUECKHX CPEefCTB H KypeHde B
TIOMEIICHHSX, NPeAHa3HA4CHHbLIX Aja paboTs! ¢ HaGopaMu.

5 OBOPYIOBAHME H MATEPHATELI

- YCTpO#CTBO ANA NPOMBIBKY MUKPOINAHINETOB MM BOCHMHKAHANHHAS MONyABTOMATHIECKAN
HTICTKA CO CMEHHBIMN HAKOHEYHUKaMH, NO3BOJSIOMHME 0TOApPaTh 00beMBI XuAKocTei no 300 M,

- THNETKA NOTyaBTOMAaTH9CCKAA OXHOKAHAILHAA C MECPEMEHHRIM WITH PHKCHPOBAHHEIM 06BeMOM
€O CMCHHHEIMH HAKOHCUHHKAMH, NO3BOJIMIOMIHME OTOHpPaTs 00BeMBEI Xuakocteli ot 10 g0 100 Mk,
ATTECTOBAHHAA 10 3HAYCHHIO CpeAHEH RO3W H CXOAHMOCTH pPeE3yNGTATOBR IHIIETAPOBAHHS C
norpemHocThIo He Gonee 3 %;

- TCPMOCTAT, TOANEpXKKHBaIOMAH TeMnepatypy (37+1) °C;

- (oroMeTp JNIA MHKPOIUIAHINETOB, MO3BONAIOMMA NPOBOJMTH H3MCPEHHE ONTHIECKON
ANOTHOCTH PAcTBOPOB B JIYHKAX ITAHIICTOB NpH AAHHAX BOJH 450 u 650 HM;

- 3HAJIM3ATOP aBTOMATHYSCKHM OTKPEITOTO THIIA;

- WWIHHAP MEPHBIH BTOPOTO KNacca TOYHOCTH BMECTHMOCTEIO 1000 ymu 2000 Mo;

- XONORUILHHK OBITOBOMH, MOAAEPRKABAIOMAMN TeMnepaTypy ot 2 °C no 8 °C;

- 6ymara (puarTpoRanbHas naGopaTopHas;

- BOZIa OUHINECHRAS;

- CIHPT 3TWIOBEIH;

- BOOPOZia NEPEKHCE;

- IepYaTKy pe3UHOBHIE,

6 AHAJTN3IHPYEMEIE OBPA3IIB]

6.1 Jina BuABneHmN aHTHTEN Kiacca A Kk Mycoplasma hominis Mcnons30BaTe CHIROPOTKY
(nna3My) KpOBH 4enoBeKa KaK CBEXETPHTOTORJICHHYIO, TaK I XpaHuBINyocs He 6onee oaxol HeaenH
npu Temueparype ot 2 °C zo 8 °C umm se Hostee oxHoro rona npu TeMueparype Munyc 20 °C.

6.2 {na npoBemeHHA aHANH3Aa HCNONB30BaTh CHIBOPOTKY (TUIa3My) KpOBH deloBeka 00BeMoM
He MeHee 15 M1,

6.3 JIna HCKMIOYEHHA TOKHONONOXHTENLHEIX PE3YIbTATOB HCCIERYEMBIC CBIBOPOTKH FOTOBHTH H
XpaHHTP B YCIOBHAX, HCKIIOYAIONAX BO3MOXHOCTH OaxtepmamsHoro mupopocra. Heobxomumo
OCBETIIATL 06pasnLl CHBOPOTOK, COACPKALIHE OCANOK M arperaThl, MyTeM UeHTpH(YrHpoBaHHA B
Teyenue 15 Mun npn gactore ppamenusa 3000 o6/mun. He Mcnons30BaTh CHBOPOTKH C BHpaxeHHOH
GaxTepHanbHON KOHTAMHHAIHCH.

6.4 M36erats DOBTOPHLEIX HUKIOB 3aMOPaKABAHWA-OTTANBAHHS 00pa3tioB,

6.5 Tlepen npoBeAeHHEM aHATH3A KOKAYIO HCCNENYEMYEO CHIBOPOTKY TINATENBHO MepeMelars.

7 HPOBEAEHHE AHAJIN3A

HecobmoieHiic OMMCAHHBIX HIWKe TpeOoBaHMil MOXET NPHBECTH K HCKAKCHHIO Pe3yNbTaTOB
aHanu3a:

- OpM TpOBE/IEHHM AHANM3A HEJIB3A HCTIONB3OBATh PEArcHTH W3 HaGOpOB PR3HBIX COPHH MM
CMEIDMBATS HX B NPOLiecce MPHIOTOBICHAA PACTBOPOE;

- /11 NPUTOTOBICHAA PACTBOPOB HCMOAB30BATE YHCTYIO JIOCYAY;

- B mpoliecce NpOMBIBKH TOMHOCTHIO 3ANONHATE JIYHKM IABIieTa (e3 HEPEnofHEHHS H
flepeTeKaHuA XKUIKOCTH B COCEHHE IYHKH;

- BpeMsi MEHJLy 3aNOJIHCHHMEM H OTIOPOXHCHHEM JYHOK IUIAHINETA PAcTBOpPAMH W peareHTaMH
AOIDKHO OBITH He MeHee 30 c;

- HE [OMYCKATh BEICKIXAHWA MYHOK [UTAHIKETA MEMCTY OTACTBHBIMH ONCPAIAIMH;

- JnA paboTHl ¢ HCCNEAYCMBIMH CHIBOPOTKAMH H KOHTPOJLHEIMH ofpasaMu  HCTIONB3IOBATE
O7HOPA30BHEE HAKOHSYHHKH KNA N03aTOPOB;

- po3atoput H paowmie noBepXHOCTH 00pabareisarh PaCTBOPOM CIUPTA ITHIIOBOTO & o0beMHOH
nosneit 70 %, He HCNOMb30BAThH XIOPAMHH H Jpyrue XIOPCONEPKAIUME BEICCTBA;

- TIPH HCDOJB30BAHHA NPOMBIBATENS CIEMUTH 33 COCTOTHHEM EMKOCTH Ik paGouero pacTsopa
®CBE-T # COEAMHMTENLHLX LITAHIOB: B HHUX HE AOMKHO GHITH NPH3HAKOR GaKTepHAIBHOTO HIH
rpubxoBOTO pocTa.
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7.1 NoaroToBKa KoMnonenTOB Habopa
27I;Iépe.u NPOBCICHHEM aHAJIN3A BEUICPKATh Habop B Teuenne 30 MAH npH Temnepatype ot 17 °C
no .

7.1.1 lToozomosxa naanuiema-ummynocoperma

[Tnanmer-nMMYROCOPGEHT rOTOB K MCIIONE3OBAHHIO.

Xpanenue: HEHCIIONH3OBAHHBIE CTPANEL B IUIOTHO 3aKPHITOM MAKETE C BIIAMONOTTIOTHTENEM TPH
Temueparype ot 2 °C no 8 °C He Gonee 3 Mecsales.

7.1.2 puzomoenenue pabouezo pacmeopa OCE-T

Ilpn Hamauu ocanka BeUiepkaTh dnakon ¢ PCB-T(x25) npa Temneparype 37 °C 10 moiHOro
PacTBOPEHHA CONCH.

Conepxmmoe ¢nakona (pnaxonos) ¢ PCB-T(x25) nepenectn B MepEiil THIHHAD, pa3GaBUTL B
25 pa3 pozoli ouHImeHHOMN A TINATENBHO MEPEMELIAT.

[Ipn moctanorxe HPA Ha OTAENBHBIX CTPHIIAX IUIAHINETa-HMMYHOCOPOEHTA B MEPHELL IUMHA/D
oTo0pars HeoOxoxuMele 06beMbi PCB-T(x25) 1 BOXB! OYHIICHROIH B COOTBETCTRHHE C TaGruned 2.

Tabnnma 2 - Pacxol KOMIOHEHTOB UM IOCTAHOBKH aHAIH3A Ha OOHOM IINaHneTe

OoneM, KonuuecTBo HCIOAB3YEMbIX CTPHIOB, T,

M 1 ] 21 3] 4]l s e 71 891w ]ufi
xomnnexm 1
OCB-T(x25) | 20 | 40 | 6,0 | 80 | 10,0 | 12,0 | 140 | 16,0 | 18,0 | 20,0 | 22,0 | 24,0
Bona no | a0 | mo | A0 [ o [ mo | Ao | A0 | mo | Ao | Ao | mo

OYHRLIEHHAA 50 | 100 | 150 | 200 | 250 | 300 [ 350 | 400 [ 450 ) 500 | 550 | 600
PBP-C, PK 1,0/ | 2,0/ | 3,0/ | 4,0/ | 50/ | 60/ | 7.0/ | 8,0/ | 9,0/ [ 10,0/ | 11,0/ 12,0/
08 | 1,7 {25 |33 |42 50|58 667583/ 9110

PX 1,0 [ 20 | 3040 )50 | 60| 70| 80 | 50 |100]11,0] 12,0

Cron-pearent) 0,5 | 1,0 | 1,5 [ 20 | 25 ) 3,0 | 3,5 140 | 45 | 50| 55 [ 60
xomnnexm 3

®CB-T(x25) | 4,0 | 8,0 | 12,0 | 16,0 | 20,0 | 24,0 | 28,0 | 32,0 | 36,0 | 40,0 | 44,0 | 48,0
Bona o oo b1 (0] no o JIo no o zo o o o
OMHUIICHHAS 100 | 200 | 300 [ 400 | 500 | 600 ( 700 | 800 | 900 { 1060 | 1100 | 1200
PEP-C, PK, 2,0/ | 4,0/ { 6,0/ | 8,0/ {10,0/ 12,0/ | 14,0/ | 16,0/ | 18,0/ | 20,0/ } 22,0/ | 24,0/
PX 1,7 133 15066183 (100116133150 16,6 183 | 20,0
Cron-pearenr| 10 | 20 | 30 | 40 ) 50 | 60 | 70 | 80 | 90 | 100 11,0 | 12,0

Xpanenue: Heucnionszopaiusit PCB-T(X25) B 3aKkpsiToM (nakoHe B TeUEHHE CPOKA TOAHOCTH
HaGopa npu TeMueparype ot 2 °C xo 8 °C.

7.1.3 Hodzomoeexa PEP-C, PK, PX

PEP-C, PK, PX roToBH K HCIIONBE30BAHHIO,

B PK po3mMoXHO BHIIaZeHHe ocanxa. IlepeX HCMONb30BaHHEM COACPKAMOE (NIAKOHA TIIATENBHO
nepemMemarh.

Xpanenye: mencnonszosaunsie PBP-C, PK, PX B 3akparmbix (nakoHax B TEHeHHE Cpoka
rogHocT HaGopa rpH Temneparype ot 2 °C ao 8 °C.

7.1.4 ITodz0moska KoumponvRbix 06pasuos

K+, K- roToBH K HCIOIE30BaRHIO.

Xpawenue: HencTONp30BAHALIE K+ # K- B 3aKpBITAIX ¢naxoHax B Te4cHHE CPOKa TOAHOCTH
Habopa opH Temneparype ot 2 °C xo 8 °C.

7.1.5 Hoozomoexa cnon-peazenma

Crorn-pear¢HT NOTOB K HCIIONB30BARHHMIO.

Xpanenue: HeHCIONE30BAHHEIA CTON-PECAreHT B 3aKPLITOM ¢nakoHe B TEUCHHE CPOKA TOXHOCTH
naGopa npu Temnepartype ot 2 °C no 8 °C.

7.2 Oposenenue HOA

7.2.1 Hposedenue HPA npu pyunol nocmanoske (komniexm 1, komnnexm 3)

72.1.1 HeofxoiuMoe KONHYECTBO CTPHIOB BLIHYTH W3 NAKCTAa M 3aKpeNdTh Ha paMKe.
OcTaBllIHecs CTPUNIB! YIAKOBATE B MAKET ¢ RNArOMOITOTHTENEM.
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7.2.1.2 B mynxy Al srectn 100 Mxn K+, B nymxu Bl u C1 srectr no 100 mxn K-. B nynky D1 _
BHectd 100 Mkn PEP-C s xonpons PK. l

IIpu nocmanoske H®A Ha omOensROIX CMPURAX COXPAHAENCA NOPAOOK @RECEHUA :
KOHmMPpORsHBIX 00pa3yoe.

B ocraneHeie TyHKH IUIaHmeETa-AMMYHOCOpOeHTa BHECTH no 90 mxu PEP-C, zateM mo 10 Mxn
HCCTEAYSMEIX CHIBOpOTOK. CoAepEuMOoe IIyHOK IEPEMEInaTs ¢ NOMOMIBIO ITHITETKH.

TlranmeT-uMMyROCOpOEHT 3aKiIenTD Kichiro 1ueHKkol 1 HHKYORpOBaTh B TeueHue 30 MHH NpH
Temueparype 37 °C.

7.2.1.3 Ilo oxowdanun HHKyGalWH YAQAHTE COACPKHMOE JIYHOK M IPOMBITH IUIAHIIET-
HMMYHOCOpOCHT niate pas pabodnm pactsopom @OCB-T. /g 3T0oro BHeCTH B KRKAYIO JTYHKY
mraHmmera or 200 po 250 MKn pacTBopa, a 3aTeM YNAIHTh COAEPRKUMOE JIYHOK B €MKOCTE ¢
aezpacrsopoM. OCTaTKM pacTBOpa YAWINTH, aKTHBHO NMOCTYKHBAA NEPEBEPHYTHM (JIYHKaMH BHH3)
MIAHITCTOM O CIOXKESHHOH B HECKOBKO pa3s QHILTPOBANbHOI Gymare.

7.2.1.4 BecTn B KAXAYIO JIYAKY NnaHieTa-AaMMyHOcopOenTa o 100 Mxn PK.

ILTaHIneT-EMMYHOCOPGCHT 3aKiICHTD KICHKOH INeHKoll H MEKyGHpoBaTh B Tewenve 30 MHHA npH
Temnepatype 37 °C.

72.1.5 Ilo oxoH9aHHH MHKYOallHH YAATHTE COACPKHMOC JIYHOK H OpPOMBITH INIaHIET-
HMMYHOCOpPOEHT, Kak onmucano B 7.2.1.3.

7.2.1.6 BHecTH B KOKAYIO TYHKY IVTaHmeTa-uMMyHocopOenTa mo 100 mxn PX,

[Inanmer-uMMyHocopOeHT 3aKnenTs Kilelixoil nienkoit ¥ ToMecTHTE Ha 20 MIH B 3AIGHIEHHOS
OT CBETA MECTO NpH TeMueparype ot 20 °C o 27 °C.

7.2.1.7 OcTaHOBHTB peakumic BHECEHHEM B KKAYI0 JAYHKY IUIAHIIETa-MMMYHOCOpOSHTa
1o 50 Mxn croti-peareHTa.

T e

7.2.2 lIposedenue HOA na asmomamuiecrom ananiamope (KoMniexm 3) I

7.2.2.1 3anuTe pabounii pacTeop P CB-T B npeNHATHAYCHHYIO JUIA HET'O €MKOCTh aHATHIATOPA.

7.22.2 3aumTh oOCTATBHbIE pa0ouMMe pacTBOPHEl, PDEATCHTEI, KOHTPONBHEIE OOpasuH
aHAJIH3HPYEMBIE CHIBOPOTKH B ClICIHANBHAIEC KOHTEHHEpHL.

7.2.2.3 IloMecTHTD B aHaNN3ATOP IIAHIIET-HMMYHOCOPOEHT.

7.2.2.4 3anats nporpammy nposeacHns HQA:

Buecenue 1 nynka — 100 mxn K+;

PacTBOpOB 2 nyaxu — no 100 mxn K-;

1 mynka — 100 mxi PBP-C ama xourpons PK;

ocransHEe JyHKH — no 90 M1 PBP-C, zatem mo 10 mMxn mccnemyeMbix

CHIBODOTOK
Hnkybanus 30 muE nps Temueparype 37 °C
TIpoMpIBKa 5 pa3 pabounm pacTopoM PCE-T o6semoM ot 200 mo 250 MKt
Buecenne pactsopa | Bee ayaxu — no 100 mion PK
Nuxybanns 30 MuH npu Temnepatype 37 °C
Brecenue pactBopa | Bce yHxa — o 100 mxn PX
Huxybampms 20 MHH B 3aUIMIIEHHOM OT CBETa MecTe NpH TeMneparype ot 20 °C no 27 °C

Brecenvie pactsopa | Bee JTYBKH — 0o 30 MKII CTON-peareHTa

7.2.2.5 TIpoBecTH pasMeTKy JIYHOK [LIAHIIETA-HMMYHOCOpPOEHTa B CXeMe aHanu3aTopa.
7.2.2.6 Bxno4nTs aHa/IM3aTOopP.

8 PETUCTPALIIMA PE3YJIBTATOB

Hameputs semuuuny OIl  pactBopoB B JNyHKAX TAHIIETa-HMMYHOCOPOEHTa  Ha
criekTpodoToMETpE B ABYXBOJIHOBOM PEXHME: OCHOBHOH Qmintp — 450 HM, pedepeHc-QuIBTp — B
apanasone ot 620 xo 700 M.

Jonyckaerca uaMepenne O mpu oxsoft UIHHE BOJIHEL — 450 um. IIpu 5T0M HYNEBOH YPOBEHB

(«6naHK») YCTAHOBHTE 10 BO3AYXY.
BpeMs Me3KIy OCTAHOBKOH PEAKIHAN H H3MCPEHHEM OI1 nomxro 6611 He Gonee 40 MuH.
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9 YYET PE3YJIbTATOB AHAJNH3A

Pe3yNLTaTs! yIHTRIBATS TONBKO B TOM CIYHAE, €CTTH:

- 3Hauenue Ol B rynke ¢ xontponem PK (OTPK) < 0,100 oe.,;

- cpennee 3navenne OlI B nynxax ¢ K- (OIIK-cp.) 0,200 o.e.;

- sHaveHne OII B mynke ¢ K+ He Menee yeM B 4 pasa npeenmaeT 3Haucnue (OITK-cp.).

Paccumrars Ollkpur. no dopmyne
OIlkpur. = (OTIK-cp.) + 0,2, (1)
rae (OlIK-cp.) — cpemmee 3nauenne OI (OTIK-) no OBYM JIYHKaM.

Ommnbka meroga UPA cocrasnier mo 15 %, noaromy, ecad OIT uccaenyemol CHBOpOTEM
Someime wii Menbme Ollkpat. Ha 15 %, PesynsTaT CreQyer CYMTATh COMHETE/BHBIM. Heobxomm
TIOBTOPHBIH aHATH3 BHOBL B3ATOro 06pasna ChIBOPOTKH KPOBH JAHHOTO NMAIMEHTA,

Pesynerar TecTa cumMTaTE mONOXKHTENBHEM, ecnu OI1 HCCeayeMoi CHEIBOPOTIH Gosbie
1,15 x OTlxpur.

Pesynbrar Tecta cumTarh orpEuaTenbHEM, ecnu OIl wucciexyeMoH CHIBOPOTKH MEHbLLE
0,85 x Ollxpur.

[lpy monyveHMH NONONKHUTENIBHOTO PE3YNETATa C CHBOPOTKAMH B passefenmn |:10, npu
HeoOXOZHMOCTH, HPOBECTH HX JANbHeiillce THTPOBaHHE NYTEM MOCTEHOBATENBHHIX ABYKPATHBIX
paspencHuii PBP-C.

TuTpoM CBHIBOPOTKM CuwTaTh mOcNelHee pa3BecHme CHBOPOTKH, Ol KoTOporo mpesnimaeT
0,85 x Ollkpurt.

Coomeemcmeue senuvun undexca Ol mumpanm IgA k Mycoplasma hominis

Hugexc Turp HnaTepnperanus pe3yasTATOB
Ol ofpazua < (,85 Ollxpnr. Menee 1:8 OrpunarensHelit
0,85 OllxpuT < OI1 o6pazita < 1,15 Ollxpur. 1:9 CoMHHTENEHBIH
1,15 OllxpuT < OJI ofpa3zna < 3,0 OlIkput. 1:10-1:30 CnabonomoxuTe el
3,0 Ollxpur < OI1 o6pasna < 4,0 Ollxpur. 1:30 - 1:50 ITonoXKUTEIbHEIA
4,0 Ollxpur < OI1 obpasna < 5,0 OIIXpHT. 1:50-1:70 [lonoxaTebHbHT
5,0 Ollxput < OI1 obpazna < 6,0 OIIKpHT. 1:70-1:100 | [TonoxuTtenpHbIit
6,0 Ollkpur < OIT obpasua < 9,0 OIlkpHT. 1:100 - 1:300 | TTonoxuTesbRbIH
9,0 Ollxpur < OII obpasua < 11,0 OllkpuT. 1:300 - 1:600 ) ITogoxuTeTHHBIA
11,0 Ollxpur < OI1 o6pasua < 13,0 Ollkpur. | 1:600-1:1100 | ITonoxuremsupi
13,0 Ollxpur < OII obpasna >1:1100 CribHONOOKUTENBHEIH

TIonoXUTe/IbHEE pPe3ynbTaThl TECTA HEJOCTATOMHEI NI AMATHOCTHKH MHKOMNA3Mo3a, OHH
JODKHBI [IONTBEPXKAATECA JAHHBIMHM APYTHEX HCCIEIOBAHKE, TAKHX KAK THCTONIOTHA U [IOCEB, & TAKKE
HaNHYHEM KIHHHYECKHMX CHMITOMOB 3abotesanas,

Boicoknt yposehb IgG k Mycoplasma hominis MOXeT yKaseBaThb Kax Ha OEPEHECCHHYIO B
TIpOLLIOM, TaK B HA TexyInyro Hadexueio. Bricoxuii yporens IgM x Mycoplasma hominis sBizercsa
HHJHKaropoM Tekymeld uudexnuu. HamGomee 3HAYMMEIM JOXA3aTENBCTBOM HAIMMHA aKTHBHOM
MEAKOILIa3MO3HOH HH(EKNMH gBIdeTCS ONHOBpEMEHHOE NoBpnmeHue ypopHel IgG u IgM k
Mycoplasma hominis. [Tossnuerue yposes IgA x Mycoplasma hominis cBAZeTeLCTBYET O HATMYHH
AKTHRHOTO HH(EKIMOHHOr0 Npolecca Ha NOBEPXHOCTH CIMINCTHIX YPOTeHATATBHOTC TPAKTA,

Orpunarenbhele Pe3y/IbTaTsl TeCTa He HCKMoSaor wHiHumposanse Mycoplasma hominis.
VinQexiHOHHEIA Nponecce MOXKET HAXONHTHCA HA CHHIIKOM paBHeHd CTaiHH palBHTHA MMM He
BRI3LIBATH MPOAYKIHA GHTHTE B ZOCTATOYHOM JUIA TeCTa KONHUECTRE. JIHarHOCTHIECKHM IPU3HAKOM
HE(EKIHA SBIAETCS UETRIPEXKPATHOE YBCTHUEHHE THTPA HCCNERYEMOH CHIBOPOTKM MpH CPABHCHHH
THTpa MAPHHX CHIBOPOTOK, NONYSCHHBIX C MHTEPBANOM He MeHEe 7 CYTOK OT Of(HOIO MAUMECHT2 H

onpeieNeHHBIX B OHOM OTLITE Ha OZIHOM IUTAHINETE B TPEX NMOBTOPAX.

HacToauuii TecT SBNMETCA CKPKHHHIOBHIM U €TI0 PE3YNLTATEl AOKHK OBITH COMOCTABNCHN C
JAHHBIME AHAMHE3a H KIHHHYECKHX HccnaenoBammil. (s mMOCTAHOBKM OKOHYATENLHOTO AHMArHo3a
PEKOMEHAYETCS MCcIeAoBanne Bo30yaurend Ha JTHK wmeromoM IIIP H KyTbTHBHpPOBaHHE
Bo3GyauTens Ha cneuudmaeckux cpenax. COBOKYNHOCTE pe3yNbTaToB HOA, TP, xMHHbYeCKHX H
3MWIEMHONOTEYECKHX JAKKEIX TO3BONSET IOCTABATE: OKOHYATEIbHEI AUArAO3. ]
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10 CPFOK I'OJHOCTH. YCJIIOBHSI XPAHEHHS H TPAHCIIOPTAPOBAHNA

Cpox rognocth Habopa 12 mecaues. Habop ¢ ncTekimmAM cpoKOM FOAHOCTH TNPUMEHSHHIO HE
MOREKHT.

Habop xpaunts B coorercTeud ¢ CIT 3.3.2.1248 npa temnepatype ot 2 °C no 8 °C B TeueHHe
CpOKa TONHOCTH.

TparcHOpTHpOBaHHE HAGOPOB poH3BOANTH B cooTBeTcTBHH ¢ CII 3.3.2.1248 npr TeMneparype
or 2 °C mo 8 °C. JomyckaeTcy TpaHCIOpPTHPOBAHHE NPH Temilepatype He Bhlme 27 °C B TeucHue

5 cyrox.
3amopaxnABanHe HaGOPOB HE NOMYCKAETCH.

JIns AHATHOCTHKH «in vitroy.
JIns neweGuo-npodHIAKTHYECKHX H CAaHHTapHO-NMPOPHNAKTHISCKHX YIPSKACHHHA,

OTabIBHI 0 KAYECTBE HAOOPOB HATIPABNATE HA IPEANPHATHE-H3IOTOBUTEND MO aNpecy:
630117, r. Hopocnbupck — 117, a/s — 113, 3A0 «MBCy;

ronosHo# ouc, Ten./paxc: 8-(383)-332-52-75;

oTACH Iponak, Tei/daxc: 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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