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HHCTPYKIIAA
00 mpuMeHeHHIo HaGopa peareHToB
«Menuca Toxco-IgM»
Habop pearenror ana amMmyBodepMenTHOro Bhiapnenas anTHTen Knacca M x Toxoplasma gondii

1 HASHAYEHHE

1.1 Bussnenne anTuten knacca M x Toxoplasma gondii B cEBopoTKE (IINa3Me) KPOBH YETOBEKA.

1.2 HaGop pearenroB «Mennca Toxco-IgM» paccurranm Ha npoBenenHe 96 wm 192
onpezeienHii, BKII0Uas KOHTPO/bHEIE 06pasIsL. '

1.3 Ilpr uccnenoBanny He(ONBIHOrO KOMMYecTsa o0pa3ioB BOIMOXKHO mposeaenne 12 wma 24
(zns pasOOpHBIX MIIAHIICTOB) HE3ABHCHMEBIX NnocranoBox MDA mo 8 amamizos B kawaol, Brmovad
KOHTPONEHEIC 00paznEl.

2 XAPAKTEPHCTHKA HABOPA

2.1 Jpumumn MeToza

Merton onpefieneHAA OCHOBAH Ha ABYXCTANUMHOM TBepHodhasHOM HMMYHODEPMEHTHOM aHATH3E
(UDA) ¢ npaMenenneM amTureHa Toxoplasma gondii B MOHOXNIOHANRHEIX aHTHTEN OpoTHB IgM
YeloBexa.

Ha nepsoii cTaauy aganu3a HCCACXyeMhle H KOHTPONIbHEIE 00pasibl HHKYOHPYIOT ¢ aHTHFEHOM
Toxoplasma gondii, copbupoBanHEIM Ha NOBEPXHOCTH JIYHOK Ilanmmera. [Tpu Hanuyny B CHIBOPOTKE
coeimbuuecknx autaren k Toxoplasma gondii MPORCXOAHT CBASLIBAHHE MX ¢ AHTHIEHOM, LIPH TOM
ofpa3yi0Tcs HMMYHHEIE KOMIUIEKCEI AHTHUI€H-2HTHTENO0,

Ha Bropoli crazun amanuia cnenadAteckue aHTHTENA BREMBAIOT ¢ MOMOIBIO KOHBIOTara
MOHOKJIOHANBHEIX aHTHTEI NPOTUB IgM denopeka ¢ meporcHaa3oi XxpeHa.

Tlocne OTMEIBKE HECBA3ABOIMXCA KOMMOHCHTOB KOHBIOTATA KOMILUIEKC (BHTHICH-aHTHTENO-
KOHBIOraT» BRIABIAIOT, A0GARNAA B JIYHKH [LIaHIIIETa PaCTBOP XPOMOreHa.

Peaxugio ocrasasinBaior cron-pearenToM. Ha cnexrpodoroMerpe M3MepaioT HHTCHCHBHOCT
OKpAIUMBAaHMA DACTBOPA B NYHKAX INAHmeTa. YeM BRILC COAepXAHAe cHeledUYecKHX AHTHTET K
Toxoplasma gondii B CHIBOPOTKe, TeM HHTCHCHBHEE OKpAIEH PacTEOP.

2.2 CoctaB Habopa peareHTOB

HanmeHoB2IHE KOMIOHENTS, Kounsexr Komnnext 2 Komnuexr 3

HMMYHOCOpOeHT - pm&pnun,:q pasneanesudl no paaboprudl, MOHONHTERE, pasfopHuit, pastopruil,
pexomOnnanTHER AHTHICH 1 mT. JIYHKAM, 2 m. 2mr. | orr, 2,
Toxoplasma gondii, 1 ore,
copluposaniuit » yHxax
paafopHLn:, AnA paanenmesbo
IO AYMKEM, W14 MOHONHTREIX
RAZHIETOD

CORSPMAIIAN AHTHTCAA KINCCA 1 dun. (1,5 en) 1 ¢, (1,8 na) 2 dn. (1.5 un) 1 §n. (1,5 mn) 1 $a. (1,5 mn} 24 (3.0mn)

M x T.gondii, He coacpaxanian

asmurens x BHY-1, BHY-2,

BI'C n HBsAg - npoapaduas
| KPACHOIT HELTA FHIKOLTS

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



K- - otpHuaTesHEIH

KOHTpONLHEE ofpaselr,
HHAKTHBHPOBAHHMA -
M YENOBEKA, He

cmusmmm s wmmsrena xnacea | 1 oM | tén oM 1gnGomn) | 14n.GOM) | 140 GoMm) | 2dn (3,0 M)
M x T.gondii, awturena k
BHY-1, BUY-2, BIC #
HBsAg - NPO3pauHan KenTorn
1BETA FHINOCT:
Kr— xoHsiotaT -
:;'mn u IgM llenonzm, 1 0. (0,6 wn) 140, (0,6 un) Wt o 1¢n “(J;;'O M) 1 ¢ u(::;io Mn)
NCPOXCHIE0H XpeHa « ton (10D | Tan.(LOMD | 54 @6mn) | 20m (0,6 )
NPOIPAAHAN, BATKAN 3CICHOTO
LBETE KHIRNOCTE
PIIP.C - pacTsop ane 2¢n.(110un) | 2¢m (11,00n) | 2¢n (110Mm) | 40 (11.0mn)
MPEABAPNTENLHOID PAIBCACKER | | gy (10,0 Mm) | 1 n. (11,0 mn) nu mH W s
le;w““m““ 14n. 20.0mn) | 1dn 200mn) | 1¢n 200m8) | 2dw. (20,0 Mn)
PEP-C - passozamifi 20 (1L0mn) | 240 (1L0mn) | 2¢m (1L,0Mm) | 4n (11,0 mm)
Gydpepruifl pacTeop 218 1om (11,00 | 1 (11,0M) o W s uam
g:“ﬂ.wmw 1dn. 200mn) | | @0 G0,0Mn) | 1hn (20,0mm) | 2 n. (20,0 Mn)
PEP-K - passonumit 2¢n (13,0M0 | 2¢n (13,0mMn) | 2 (13,0m3) | 440 (13.0m0)
Gydpoprih pacTop 2 19n. (13,0mny | 160 (13,0 Mn} Wi Wi uwm win
""““"m"w - GnancsIpyIOma 1dn 200mn) | 1@ (200mn) | 1¢n 200Mn) | 2 (20,0 un)
PK - pacsop xommiorara 2 n.(12,0Mm) | 2 ¢n (12,000 | 2n (120mn) | 4dn (12,0 wn)
(awecro PEP.K 4 K1) - 160 (120m0) | 160 (12,050) - BN AT v
OIATECIMPYIOLAN DECIBCTHAR 140 200mn) | 1¢n (20,0mm) | 1¢n (200mn) | 2dn. (20,0 mn)
BPC - Oydepuuiti pactaop 2¢5. (1301} | 240 (13,0mn) | 20 (13,0mn) | 4. (13,0mn)
cyGCTpATE - TIPOIpaMHAN 1 (13,0m0) | 1¢n. (13,0 M) HWAK @ HITH WIH
GecrpeTHAR NUAKDCT 1gn 200mn} | (¢ 200mm) | 1 (200mn) | 2 o (20,0 mn)
TME - TeTpameTibeHsHANN - 1on.(LOwn) | Ldn(LOM) | 1én(L0mn) | 4dn @5
MPOSpEERA GECIBCTHAR HAH | 4 b0 0 5 ) | 1 b, (0,5 m) e o o W
CRETN0-KEITOTD UBCTS 291 05mn) | 2¢n(O5mn) | 2¢n ©05mn) | 20 (0.0M0)
PX - pacTeop xpomorena 20 (13001) | 2¢0 (13,0M1) | 2¢n (130D | 4n (13,0
{muecto BPC 4 TME) - Len (13.0Mn) | 1 gn (13,0m) b Wi s .
MPOSPMHA POSOEOTD UBCTA 1n. 20,0mm) | 1dn. 20,0Mn) | 1 g0 20.0mn) | 2dn (20,00
©CB-T(25) - 25-scparmah
XORUEHTPAT hocdaTno- 2¢m (260mn) | 2dn 260m1) | 260 26.0mn) | 1 (75,0n)
conceoro Sydepnoro pacteopa | 1 gn. (26,0 mn} | 1 . (26,0 wn) “an WA i HH
¢ TBHHOM ~ NO3PAMHAA 1dn (50mn) | 1¢n G0rxn) | 1én (50.0mn) | 24 (50,00
GECUBETHAS HHIKOCTS
cron-pearent — 0.9 Mons/n 2 . (12,0 )
PACTEOP KHCAOTL ECPUOR - 140 60mn) | 1n (60 Mm) 160 (120Mn) | 14m (12,0M0) | 1 (12,0 50 "
Ao GecupcThan b ¢ o . 14 20,0 )
MHCTPYKURA N0 NPHMEHCHHID ¢
OPRAOKEHHEM | m. 1 mm. 1 wr. 1 mm. | mm. 1 wr.

Jonopnutensio B Habop BRIAAKBAIOT: IUIAHOICT AN NPEIBAPUTEALHOIO pa3Be/IeHHA

CBIBOPOTOK, KJIeﬁ'l(yIO IUNICHKY OJIA MNaHInETa, MAACTHKOBRIC EMKOCTH M PacTBOPOB, OJHOPA3OBRIC
HaKOHCYHHKH OJIA OO3aTOPOB.

3 AHAJIMTHMECKHE H THATHOCTHUYECKHE XAPAKTEPHCTHKH
3.1 INommuxocts. HaGop pearcHTOB OOMKCH BBIABNATH aHTHTEeNa Knacca M k Toxoplasma
gondii B monoXHTENBHBIX CRIBOpoTKAaX paGouch manemn «PTI-AT-M(+/-)T.gondii», arrecToBaHHOH
OBTK npeanpusTid, H HE JAABATL JIOXKHONOJOXHUTCIABHBIX Pe3ylIETaTOB NPH HCCIEN0BAHHH

CHIBOPOTOK 3TOH ke maHeH, He coaepaalnux anTuTena K Toxoplasma gondii.

3.2 YypcTBHTENBAOCTE. CTCNEHD CIOCOOHOCTH HAOOpa peareHTOB BEHIABIATH IIONOXKUTENLHEIS
cuBoporkn pabouelt maHenn «PII-AT-M(+/-)T.gondii» MeTomoM MDA 6e3 I0KHOOTPHIATENBHBIX

pesynbTatoB - 100 %.

3.3 Cnemndmunocte. Crenenr cnocoGHocTn Ha0Opa pearcHTOB BHIBJISTH OTPHIATENBHBIE
cHBopoTkH paboueli mamemn «PII-AT-M(+/-)T.gondii» merozom MPA Ge3 noXHOMONOKHTENBHEIX

pesynbraros - 100 %.
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4 MEPBI IIPEJOCTOPOXHOCTH

4.1 IMoTeHUHATBHBE PUCK TpHMeREHAS Habopa pearenToB — Kace 26 (I'OCT P 51609).

4.2 TIpu pabore ¢ Habopom peareHTOB cnexyer coOmogare «IlpaBuna ycTpoHCTBA, TEXHHKH
(e30NacHOCTH, MPOA3BOACTBEHHON CaHUTAPHH, IPOTHBOSMMAECMHYSCKOIO PEeKUMA H IHYHOH HTUeHE
npu paGore B naboparopuaX (OTHCNCHHAX, OTACNAX) CAHUTAPHO-YMHACMHBONOINYECKHUX YUpeKICHHMH
cHcTeMbl MuHRCcTepeTBa 3xpaBooxpanenra CCCP» (Mocksa, 1981 r.).

4.3 Bce KoOMHIOHeHTR! Ha00Opa pearcHTOB, 34 MCKIIOYCHHEM CTOID-pearcHTa, sBIAIOTCH
HETOKCHYHBIMH. PacTBOop cCepHOH KHCNIOTBI oOnmagaer pasapaxalomiM ageHcTBueM. Hiaberats
pasOpHI3THBAHHA K NONANAHKS CTOM-pearcHTa Ha KOXY M CIA3HCTHIEe. B cliyyae monamanis npoMBITh
nopaxkeHHbH y9acTOK GONBIIHM KOMHYECTBOM MPOTOYHOM BOAEL.

4.4 Tlpm pabore ¢ HaGOpoM peareHTOB HCHOMB30BATH CPEACTBA MHAMBHIYATLHOH 3aLUMTEL
(xajaTr, Mano9Ky HAH KOCHHKY, KOXXaBEC TAMOYKH, OXHOPA3OBLIC PE3UHOBHIC HIM IIACTHKOBBIC
mep4aTki), T.K. KOHTPOJBHEIC 06pasmel M HccneAyeMEIE CEIBOPOTKH CIENyeT paccMaTpHBaTh Kak
MOTEHIHANEHO HEGHIHPOBAHHEIE.

4.5 Teepapie OTXOIE], NMPOMELIBHEIE PacTBOPE! cobpaTh B CHCLHANLHOM KOHTEHHEpe H 3aTeM
o0paboTars Je3CpeNCTBAMH, PA3pPEemICHHLIMH B YCTAHOBJCHHOM INOpAfKe ANA MPHMEHEHHA Ha
Teppuropuu PO, RanpuMep, pacTBopoM nepekicu Bogopona (TY 2123-002-57856778) ¢ MaccoBoi
noneii 6 % OpH KOMHATHOH TeMIepaType HE McHee 2 4.

4.6 UrcTpyMeHTH H 0GOpYIOBaHHE, a TAIOKE NOBEPXHOCTH, HA KOTOPHIX IPOBOAWICK aHANM3,

G o0paGotaThs Ae3cpeACTBaMH, pa3pelleHHBIMH B YCTAHOBJIEHHOM IIODAAKE 10 [PHMEHCHHA Ha
tepputopuu PO, ranprmep, pactBopoM 3trioBoro cnupta (FOCT P 51652) ¢ o6vemuoii noselt 70 %
B TEUEHHE HECKOJIPKHX CEKYHA,

47 3anpemaeTcd NpPHEM NHINA, HCHONL30BAHHE KOCMETHYSCKHX CpEJICTB M KypPeHHe B

TIOMEINCHHAX, IPpeAHa3HAUCHBEIX UM paGoTEl ¢ HabopaMH pear¢HTOB.

5 OBOPYAOBAHHE H MATEPHAIRI

- YeTpoiicTBO A1 NPOMBIBKH MMUKPOIUIAHINETOB WM BOCBMHKAHAIBHAA MOTyaBTOMATHUCCKAA
MRMETKA ¢O CMEHKBIMH HAKOHSYHHKAMH, IO3BOILTIOIIMMHA OTOHpaTEH 00BeMul XxuAKocTeH Ho 300 MK;

- MUIETKA MOJyABTOMAaTHYCCKad ONHOKAHANbHAA C ICPEMEHHBIM HITH PHKCHPOBAHHEIM 00BEMOM
¢O CMCHHBIMH HAKOHEYHHKAMH, NO3BONMIOIMAMH OTOHpaTk 00beMbl xuakocTeli ot 40 mo 200 Mi,
aTTeCTOBAHHAA IO JIHAMEHMIO Cpemuelt NO3KI H CXOAMMOCTH pe3ylkTaTOB IMIETHPOBAHAA C
NorpemHOCTEIO He Dolnee 3 %;

- TePMOCTAT, OAACPKHBalomA# TeMnepatTypy (37+1) °C;

- ¢oToMeTp JANd MHKPOILUIAHINETOB, MO3BONAICINHI NPOBOIMTL H3MEPCHHE ONTHYECKO
TIVIOTHOCTH PacTEOPOB B IVHKAX IUIAHIIETOR IPH AIMHax BoNH 450 1 650 HM;

c - NMIMHAP MEPHBIH BTOPOTrO KAcca TOUHOCTH BMecTHMOCTRIO 1000 Min;
' - XONomWIBHHK ORITOROM, MoIepXHBaOMU TeMneparypy ot 2 °C no 8 °C;

- IepYaTKH pe3HHOBLIE XHPYPrHYECKHE;

- 6ymara ¢unbTpoBansHas naGoparopHad;

- BOJIA OYHLICHHAT,

- CTIHPT 3THJIOBEIN;

- BOZIOPOAa IEPEKHUCE;

- IEPYATKH PE3UHOBEIC.

6 AHANH3HPYEMbBIE OBPA3IIBI

6.1 Jlns mpoBe/CHHA aHAIH3A HCIONB30BATH O0pasubl CEHIBOPOTKH (INASMEI) KpOBM YeNOBEKa
obseMoM He MeHee 15 ML

6.2 Jlnta BroeneHua aHTHTEn Kiacca M K Toxoplasma gondii BECTONB30BaTe CHBOPOTKY
(TnasMy) KpOBH YENOBEKA KAK CBEXCIPHTOTOBIEHHYIO, TAK H XpaHMBIIylocA He Oonee 48 4 mpH
Temneparype oT 2 °C go 8 °C nuim ne 6onee Tpex Mecsanes npH Temneparype Muayc 20 °C.

6.3 JU1d HCKITIOUEHHS JIOMKHOIONOKHUTE/IBHBIX PE3YNLTATOB HCCNSAYEMEIC CHIBOPOTKH NOTOBHTE
H XpaHHTH B YCHOBHAX, HCKIIOUYAIOIAX BO3MOXHOCTL OaxTepHamsrOro mnpopocta. Heobxommmo
OCBETNATE O0pasuBl CHIBOPOTOK, COAEPXKAIHE OCAAOK W arperarsl, NyTeM UeHTpudyrupoBaHHA B
TeuenHe 15 MuH mpu 4acToTe Bpawenusa 3000 o6/MuH. He HCIIONBE30BaTh CHIBOPOTKH C BHIPaKEHHBIM
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TEMOJIH3OM, THNepiHnAneMucii ¥ Oakrepuemncii. M36erars NMOBTODHEIX IHKAOB 3aMOPaKHBAHHA-

OTTaHBAHMA 00pa3noB.

G JOKHO ObITE He Menee 30 ¢;

noneli 70 %, He HCMONB30BATE XJIOPaMHH H APYTHE XJIOPCOJEpKAIOHUE BEINECTBA;

6.4 Tlepen nNpoBEACHHEM aHAIM3A KaXAYI0O HCCICAYEMYIO CHIBOpPOTKYy passectd PIIP-C B
cooTHowenrH 1:10, i 4ero HCMONB30BATE ILTAHMIET UM NpeABapHTEIBHOrO pasBefcHHA. B myHKy
mnanmera sHectd 90 MK PITP-C u no6aeute 10 Mxn uccnexyemoli cemeopoTkn. Pactsop nepeMenars
NATH pa3 maneTHposanuemM, upH 31oM neet PIIP-C nomxen H3MEHHTECA.
[Mpa AeOGX0UMOCTH AOMYCKAeTCs MPOBECHAC ONTHYECKOT® KOHTPOJA TOYHOCTH BHECEHHA
Pa3sBeICHHBIX HCCIIEAYEMBIX CHIBOPOTOK B THKH IIanmera (cM. 7.3.1).
Xpanenue: paspeneHARe chiBOpoTKH He Gonee 2 4 npa TeMneparype o1 17 °C o 27 °C.

7 IPOBEAEHHAE AHAJH3A
HecoGmoaeHue ONHCAHABIX HIKe TPeOOBaHMIE MOXET NMPUBECTH K HCKAXCHHIO Pe3ysbTaToOB
aHamH3a:
- NpH TPOBEICHHM aHAMH3a HeNb3s HCIONB30BATH pearcHTh! H3 HaGOpoB peareHToB pPasHEX
cepHit WIH CMEIIMBATE X B PONECCE NPATOTOBJICHUA PacTBOPOB;
- UIA IPATOTORJICHHSA PACTBOPOB HCNOJ530BaTh IACTYIC OCYAY,;
- B NpOIECCE NPOMEIBKH IOJHOCTEIO 3alQNHATH JYHKH IUlaHmmera 0¢3 MEpEemO/IHEHAS H
nepeTekanus JKAAKOCTH B COCSIHHE JIYHKH,
- BpeMA MeXIy 3anOJHEHHEM H OMOPOXHCHHEM JIYHOK IUIAHINCTA PACTBOPaMH H peareHTaM{

- HEe JONYCKATh BLICHEXaHHA JIYHOK IUIAHINETa MEXAY OTAC/IbHEIMH ONCPalluAMH;
- ang pafoTel ¢ HCCTEAYEMBIMA CHIBOPOTKAMH M KOHTPONBHBIMM 00pasitaMH HCIONL30BATh
OHHOpa30BhIC HAKOHCYHHKH U1 AO3ATOPOB;
- no3aTopsl A paboume noBepxHOCTH 00pabaThIBaTh PaCTBOPOM CIHPTA ITHIOBOIO ¢ 00BREMHOM

- IPA HCTIONB3OBAHAH IMPOMBIBATENA CIICAHTD 3a COCTOAHAEM €MKOCTH A pabouero pacreopa
OCB-T 1 coeAUHMTENBHBIX ILIAHIOB: B HHX HE JOKHO OMTE mpH3Hakos GakTepHaNbHOIO HAU
rpHOXOBOrO pocTa.
7.1 lloaroToBKa xoMHmoneHTOR HAGOpa
¢ KoMIIIEKT nepen NMpoBeACHHEM aHAM3a BLEpkaTh B TedeHue 30 MUH NpH TeMmmeparype
ot 17 °C mo 27 °C.
o Jia o1Oopa HccneAyeMBIXx Npo0 H peareHToB HCNONL3OBATH ABTOMATHYECKHE HO3aTOPBI C©
TOTPELIHOCTRIO H3MEpeHna o6xeMa He Gonee 3 %.
» Bee o6pasiiil CEIBOPOTOK H peareHTsl Epe/] MCCeIOBAHAEM TINATEIBHO NepeMemars.
7.1.1 Hpuzomoenenue pabouezo pacmeopa @CE-T (018 npomMbieKu n1aHIIEMO8)
IIpu manpunn Bo gmaxone ¢ OCB-T(x25) ocanka dnaxkoH ¢ KOHUEHTPAaTOM BHIIEPXKATh NPH
Temneparype 37 °C 1o HonnOro pacTBOPEHNS CONeH.
Conepxxnmoe Ppnakona ¢ OCB-T(x25) pas6asute B 25 pa3 Bojofi OUMINEHHOH H TIATENEHO
[EPEMELLATh.
B cnyuae ncnonp3osanng 1 noctanoRKH MDA 01HOrO MITH HECKOABKHX CTPHIIOB IUIAHINETA B
MepHLI IHHAP oTo0paTs HeobxomMele o6reMEl DCB-T(x25) H Boak 09HINEHHON B COOTBETCTBHH

¢ Tabmanei 1.
Ta6nnial - Pacxon koMNoHeHTOB HabOpa peareHTOB IUIA MOCTAHOBKH AHAJIH3A HA OJHOM
IUIBHIICTE
fmmmcm.i Yn
5) d’ﬁl !'I,QJ‘ 1 lm 1 K’N 1n=nw "‘?1 A,n! 40,"! Ad,ﬂf 50’0}___
6)0 120 | 180 | 240 | 360 | 360 | 430 | 480 | 580 | 6000 660 | 52/
5 | Kosmrexm I, omnexn 2 i
: &&%L_EL AT AL LA T Hp [ pn T dp [ Rp T gn | o | 2%, [ AR
 bumemns | 50 B M IR M) s | | W Ll
PEPICEPE T T8 1T 3% [ 38 1 &8 1T &5 1 fob [ 116 | 133 | r5b |18 T30
Kr, TMB V3 | 2vA3 | 3vAa3 | 4vn3 | swi3 | 6vA3 | 7vn3 | sva3 [ sva3 | 1ova3 | 1va3 | 20
ﬁ» IMb Wi | 3% V¢ 19 | °5Np+s | se | 'Y< | 40 [ Wt 9% T TWOZ [ 150
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PK 1,6 33 50 6,6 8,3 10,0 11,6 13,3 15.0 16,6 183 20,0/
24,0

Xpanenue: nercnons3oBanHblil PCB-T(x25) B 3aKpbTOM (UAKOHE B TEUEHHE CPOKA FOHOCTH
HaGopa opa Temmeparype ot 2 °C xo 8 °C.

7.1.2 Modzomoexa PIIP-C, PBP-C, PEP-K, PK, BPC u PX

PIIP-C, PEP-C, PBP-K, PK, BPC 1 PX roToBH K HCIIONE30BaHHIO

B PIIP-C, PEP-C, PBP-K n PK Bo3moxHO BhIHaACHHe ocanmka. [lepen HCHons30BaHHEM
THIATENIBHO NIEPEMEINaTh.

Xpanenue: nencnonkaopanupie PITP-C, PEP-C, PBP-K, PK, BPC 1 PX B 3axkphIThIX (rakoHax B
TegeHHe CpOKa roqHocTH Habopa npn TeMnepartype ot 2 °C go § °C.

7.1.3 odzomoexa Koumponsnsix obpanoe

K- 1 K+ roToBu K HCIIOAB3OBAHHIO.

Xpanenue: nencnonbiopanHbe K- 1 K+ B 3akpeITeIX (akoHax B TeYeHHE CpOKa FOAHOCTH
HaGopa npu Temnepatype ot 2 °C no 8 °C.

7.1.4 Mpuzomoenenue pabouezo pacmsopa Kz

Pabounii pacteop Kr roToBHTH HEMOCPEACTBCHHO NEpe HCMONB30BAHHEM.

U3 ¢naxona ¢ Kr orofparp ykazaHHu Ha 3THKeTke 00BeM (V) M nepeHecTH BO duakoH ¢
PEP-K. PacTBop TIIATEN6HO [IEPEMEIaTE, He JONYycKas 00pa3oBaHus NeHb].

B cnyuae Hcmons30BanmsA A moctaHoBKH HMDA onHOINO HIIH HECKONLKAX CTPHIIOB NNAHINETA B

‘ uCTHIH (pakon 0To0paTh HeoGxomuMele 00reMul PBP-K u Kr B cootsercrBuH ¢ Tabnvmei 1.

' Xpanenue: paGounit pactBop Kr ne Gonmee 15 mMun npe temmepatype or 17 °C go 27 °C,
Hercnons308aHHbll Kr - B 3aKkphITOM GiakoHE B TEYCHHE CPOKa FOAHOCTH Habopa mpH TeMIepaType
or2°C o 8°C.

7.1.5 Dpuzomoenenue pabouezo pacmeopa TMb

B cnyuae xpacraumsanun TMB ¢uakoH ¢ peareHTOM BBIICPKATL B TeYeHHE 3 - 5 MHH IpH
temneparype 37 °C Ao nomroro pactBopenns TMb.

PaGoamii pacteop TMb roToBHTE HEMOCPEACTBEHHO NEpel HCMONB30BAHHEM B 3AlHINCHHOM OT
CBETa MECTE.

W3 ¢nakona ¢ TMB orobpate ykasannrii Ha stkeTke 066eM (V) B nepeHecTH BO GUIAKOH ¢
BPC. PacTBOp OCTOPOXKHO HEPeMEINATE.

B cnyuac HCIONB30OBAHHA ONHOTO HIHM HECKOJBKHX CTPHIOB IUIAHINETA B YHCTHHA (rnakoH
otTobpars HeobxonuMoe xomrecTBo BPC i noSasate TMB B cooTBETCTBHH ¢ Tabmumei 1.

Xparenue: pabouuii pacreop TMB ne Gonee 20 muu mpu Temneparype ot 17 °C o 27 °C s
3AMKINEHHOM OT CBETa MecTe, Heucnonb30BaHHEE TMB - B 3akpeiroM (UIakoHE B TEUEHHE CPOKA
rogHoCcTH Habopa mpu TemMneparype ot 2 °C o 8 °C.

c 7.1.6 IToozomoexa ummyHocopbenma

g HWmMyHOCOpPOEHT rOTOB K HCIIOJIB30BAHMIO

Xpanenue: nocle BCKPHTHA YIMAaKOBKM HCHCNOJB3OBAHHEIE CTPHNLL IUIAHNICTa - B IUIOTHO
3aKPRTOM IAKeTe ¢ BIAronorioTHTeNeM IpH TeMneparype oT 2 °C no 8 °C He Oonee 3 Mecanes.

7.1.7 ITodzomoska cmon-peazenma

Cron-peareHAT roTOB K HCIOJIb30BAHAIO.

Xpanenue; HEMCHONB30BAHHBIH CTON-PEAreHT B 3aKPHITOM (PIaKOHE B TEYCHHE CPOKA FOAHOCTH
Ha0opa 1pH Temmeparype oT 2 °C xo 8 °C.

7.2 IlpoBenenne HPA

¢ BpeMa BHeCEeHHA B JTYHKH LNAHINETA KOHTPOIBHBIX 00pasloB H MCCIEYEMEIX CHIBOPOTOK HE
AOILKHO MpEeBhIaTh 10 Mum.

o Bpema BHECCHHS B NYHKH IJIAHINETA pabouero pacTBopa Kr ne nomxno npepbnnare S5 - 7 MHH.

7.2.1 Hpoeeoenue HPA npu pyunoii nocmanosxe (komnnexm 1)

7.2.1.1 HeobxomuMoe s NpoBeASHHA AHAIM3A YHCIO CTPHIOB NNAHIIETA BEHYTH H3 MAKETA H
3aKpeMHTh Ha paMke. OCTABUINECA CTPHIE! YITAKOBATE B MAKET ¢ CHJAKAreNeM.

7.2.1.2 TInammeT IpOMEITH ofAH pa3 paGounM pactBopoM PCB-T. J[11 3TOro BHECTH B K&XAYIO
nyHky mnanmera oT 250 no 300 MKn pacTBopa, a 3aTeM YHAIHTE COJAEPKHMOE JIYHOK B €MKOCTh ¢
ne3pacTBopoM. OcTaTkn pacTBopa YAANHTh, aKTHBHO NMOCTYKMBAd NMEPEBEPHYTHIM (JIYHKaMMA BHEI3)
TUIRHITIETOM [I0 CIO)KEHHOH B HECKOJIBKO pa3 dUNsTpoBansHoi Oymare.
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7.2.1.3 B mobrie ape nynxH mradmera BHecTd no 100 Mior K+, B TpH Apyrue JyHKH IaHmeTa —
no 100 mxn K-. B ogny nysky mrammera saectit 100 mxn PBP-C ans korTpong Kr.

IIpu nocmanoexe HDA na oonom cmpune donyckaemcs ucnonbzoéamv 0ar K- 0se ayniu, ona
K+ — oony aynxy, ons konmpors Ke — o0ny xyuxy.

B ocranpHBIC NYHKH IUlaHDIeTa BHecTH no 90 min PBEP-C, zatem no 10 MKn HccnemRyeMBIX
CHBOPOTOK ¢ JECATHKPATHBIM NMPOMCEKYTOYHEIM pasBEACHHEM (KOHEYHOE Pa3BC/IeHHE MCCIIEAyEMOM
caBopoTkd — 100 pa3). ConepixaMoe TYHOK NepeMellaTs ¢ IOMOHIBIO MUNETKH, npu ToM uset PBEP-C
AONKEH H3MEHHTECA.

IIpd HeOOXOJUMOCTH JOMYCKASTCA NPOBEACHHE ONTHYECKON0 KOHTPOIA TOYHOCTH BHCCCHMSA
PasBENCHHBIX HCClieqyeMbiX ChBopoTOK, K+ i K- B myHKH nnaHiera (cM. 7.3.1).

7.2.1.4 IlnaHmeT HAKPRITE KPBOIKOH MM 3AUTeMTh KICHKON IUICHKOM H HMHKyOMpOBaTh B
TeyeHue 30 MuH ipu TeMneparype 37 °C.,

7.2.1.5 Tlo oKoHYAaHNH HHKYOAUHHK YOATHTH COJEPKHMOE JYHOK H MPOMBITE INIAHIIET [IATE pas
paGounM pacteopom DCB-T, kak onucano B 7.2.1.2.

7.2.1.6 BrecTu B KaXAYKI0 NyHKY IUiaHineTa no 100 mxn paGogero pacrsopa Kr (mpHroroenenne
oM. 7.1.4) uns oo 100 mxn PK.

INpH HeoOXOAMMOCTH AONYCKACTCH NPOBCACHHE ONTHYECKOTO KOHTPOIA TOYHOCTH BHECEHHA
pafodero pacTBopa KoHbtorara ik PK B TyHkH mnanmeTa (eM. 7.3.1).

‘ 7.2.1.7 Ilnanmer HaKpHITh KPHINKOH HIM 3aKIeHTh Kieikod mneHKod H HWHKyOMpoBaTe B
‘ teuenne 30 MuH npH Temneparype 37 °C.

7.2.1.8 ITo oxOHUaHHH HHKY0aUHH YAATATE COAEPXHMOE IYHOK H MPOMEITE IUTAHINET MATh pa3
pabounnm pacreopoM ®CB-T, xak ommacaso B 7.2.1.2.

7.2.1.9 Buectn B Kaxxylo ayEKy mnammera mo 100 mxn pabodyero pacrsopa TMb
(opurorosieHue oM. 7.1.5) nmu mo 100 mxn PX.

TIpy HeoOXx0AMMOCTH ROTyCKaeTcs TIPOBEIEHHE ONTAYCCKOTO KOHTPOS TOUHOCTH BHeCeHHs PX
B YHKH IU1aHmeTa (cM. 7.3.2).

7.2.1.10 IlnaHmweT HaKpHITEH KPHINKOH H/IH 3aKIeHTEL KNCHKOH MIICHKOM M TIOMeCTHTh Ha 15 MuH
B 3aIMINCHHOE OT CBETA MeCTO IpH Temneparype 37 °C.

7.2.1.11 OcTaHOBUTH peakiMi) BHECEHACM B KaXAYIO JYHKY nnaHmera mo 50 M1 crom-
pearcHTa.

7.2.2 [HMposedenue H®PA Ha aemomamuteckoM aHARUIAMOPE OMKPHIMOZ0 muna
(Komnrexm 3)

7.2.2.1 HeobxonMmMoe s NpOBEACHAA AHANHM3A YMC/IO CTPHIIOB IUTaHIIETa BEIHYTE H3 NAKETa H
3aKpeNATH Ha paMKe. OCTABIHECS CTPHITB YIAKOBATE B IIAKET C CHIIHKATENICM.

7.2.2.2 3aymts paGoumii pacteop OCB-T B npeARa3HAYCHHYIO U1 HETO EMKOCTE AHATH3ATOPA.

¢ 7.2.2.3 3aMBTH OCTANLHBIC pabovne pacTBOPE], pearenThl, K-, K+ U HccrenyeMsie CHBOPOTKH B
CICNAAILHBIC KOHTEHHEPEL.
7.2.2.4 IloMeCTHTD B aHAM3ATOP IWAHINET-HMMYHOCOPOEHT.
7.2.2.5 3agath nporpaMMy npopencung HPA:

TlpoMbiBKa 1 pa3s pabounm pacteopoM PCH-T obremom ot 230 no 300 M
Brecenue 2 nynxH - no 100 mxa K+;
pPacTBOPOB 3 nyHxu — no 100 mxn K-

1 nynka - 100 mxn PBP-C mng kontpons Kr;
B octanbHrie nyHka - mo 90 Mxn PBP-C m mo 10 MKn HccnemyeMsIx
CHIBOPOTOK € JECATHKPATHEHM IPOMEXYTOYHBIM pa3BeACHHEM.

HuxyGanus 30 MuH npu Temneparype 37 °C

TIpoMpIBKA 5 pas pabouum pacteopoMm OCB-T o6seMomM ot 250 A0 300 MK
Brecenne pacteopa | o 100 mxit paboyero pactBopa Kr (mmm o 100 mxin PK)
WnxyOamms 30 MAH npu TeMneparype 37 °C

[TpoMbiBKa 5 pa3 pabowum pacteopoM PCB-T oobemom o1 250 o 300 Mxn
Brecenne pacteopa | mo 100 M paGogero pacrsopa TMB (wmu nmo 100 mxn PX)
Wnxybanus 15 MuH B 3amMOICEHHOM OT CBETA2 MECTE IIpH TeMueparype 37 °C

Brecenue pacteopa | mo 50 Mk cTon-peareHTa

7.2.2.6 BRmowHTh aHAH3ATOP.
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7.2.2.7 Ilpn HeoOXOmMMOCTH B MpOlECCe NPOBEACHNA aHaNW3a IOMYCKacTCs MPOBEACHHE
ONITHYECKOTO KOHTPOJIS TOYHOCTH BHECEHHA PeareHToB B TyHKH IIaHImeTa (CM. 7.3).

7.2.2.8 ITo okoHYasHy aHamM3a NpHOOP BRAACT IIPOTOKON PE3YNBTATOB HCCICAOBAHMA.

7.3 OnTHYecKnii KORTPOAL TOTHOCTH BHCCEHHS PEAr¢HTOB B JIYHKH IUIaHIIETA

7.3.1 TIpH NpoBeACHHH CTIEKTPOGOTOMETPUUECKOT0 KOHTPOJIA ITPH JUTHHE BOTHE! 450 HM:

- omrudeckas mnothocte (OIT) nyHok, coaepkammx PIIP-C um ofpa3tml HMccnexyeMBIX
CHIBOPOTOK, KomkHa 66T Gonee 0,090 o.¢.;

- OI1 nyHok, conepxamux PBP-C u o0pasnkl HCcleRyeMBIX CHIBOPOTOK, AOJDKHA ObITh Gonee
0,070 0.c.;

- OI1 nynok, copepxxammx K+, nomwxna 0brre Gonee 0,500 o.e.;

- OI1 nyHoK, conepxamux K-, nomkna 661Ts 60siee 0,300 o.e.;

- OIl nyHox mocme BHecemms PK mwm paGouero pacrBopa Kr momkHa Obrme Gomee
0,050 o.e.

7.3.2 [pH npoBeACHHH CNCKTPOGOTOMETPHYUECKOTO KOHTPOs MyHOK mocne BHecemusi PX OII
Jomxua 6uTE Gonee 0,080 o.e. npu yane BomHBI 490 HM.

8 PETUCTPAIINA PE3YJIBTATOB

B cnyvae ucmosin3oBanus g npopejenns YDA pabouero pactsopa TMB naMepHTs BEeMYIHHY
OIl pactBopa B NyHKax IUIaHLIETa Ha chekTtpodoToMmerpe npH Anmee BouHbl 450 aM. Hymesod

c YpoBeHb («0NaHK») 3aaTh IO BO3AYXY. BpeMsa Mexay ocraHoBkoll peakmuu H m3MepeHmeM Ol

JOmxHO GEITH He Honee 10 Mun.

B cnyvae ucnmonniosanus PX i nposenerns MOA usmeputs OII pactBopa B JIyHKax
TUIAHINETa Ha CTIEKTPOgOTOMETPE B ABYXBOIHOBOM peXHME: OCHOBHOH GumsTp — 450 HM, pedepeHc-
¢usTp B nuanasore ot 620 no 700 em. Monyckaercs mamepenue OIl npu oxHoll [UTHHE BOJIHEI —
450 aM. HyneBoii ypoBeHb («0iaHK») YCTAHOBHTE 110 BO3AyXY. BpeMa MeXIy OCTaHOBKOI peakUHH H
H3MepenneM OIT nomkHo OvTH HE HGonce 40 MuH.

9 VYET PE3YJBTATOB AHAJIM3A

PeaynbraThl yUHTBIBATE TOJBKO B TOM CIIYYAE, CCIIH:

- 3gauenne Ol B nynke ¢ koHTponeM Konbiorara (OIIKr) ne npessumaet 0,150 o.¢e.;

- cpeanee 3Hauenue OIl B nynkax ¢ K- (OTIK-cp.) He 6onee 0,200 o.e.;

- cpeanee suaueHne Ol B mynkax ¢ K+ (OIIK+cp.) ne menee 0,600 o.e.

Pezynbrarsl TeCTa CYHTATL NONONUTCHbHBIMHE, ecnH OIl aHami3upyemoil CHBOPOTKE (oJbme

Ollxpur.
OIlxpur. paccunTats N0 popmyne 1
‘ Ollkpur. = (OIIK-cp.) + 0,25, (1)

rae (OIIK-cp.) — cpennee 3navyenne OI1 (OTIK-) nmo tpem (AByM) JTyHKaM.

10 CPOK I'OZHOCTH. YCJIOBHS XPAHEHHS U TPAHCITIOPTHPOBAHHA

Cpok rogocTa Habopa pearenTos 9 mecaner. HaGop peareHToB ¢ HCTEKIIMM CPOKOM TONHOCTH
NPHMCHCHHIO HE TIOJJICHKHT.

HaGop perentos xpanuts B coorBeTcTBHH ¢ CII 3.3.2.1248 npu Temnepatype or 2 °C no 8 °C B
TCYCHHE CPOKA FOXHOCTH.

TpaHCIIOPTHPOBaHAEC HADOPOB PCArCHTOB NMPOH3BOAHTHL B cooTBercTBHH C CIT 3.3.2.1248 npu
Temueparype ot 2 °C no 8 °C. [lomyckaercs TpaHCIOPTHPOBaHME MTPH TeMmeparype me semue 27 °C B
TeueHHe 5 CYTOK.

3aMopaxxnBanAe HaOOPOB peareHTOB He JIOMYCKAeTCA.

Jina naaraocTuKy «in vitro».
s neveOHO-NPOQHNIAKTHYECKAX H CAHATAPHO-TIPOGUIAKTHYSCKHX YUPEKACHHH.

IIo pompocam, xacaroImEMca kauecTBa Habopa pereHToB, CREAYST OOpAIAThCA HA PECANPHATHE-
H3TOTOBHTENb 11O aipecy:
630117, r. HopocuGupck-117, a/a-113, 3A0 «MBC»;
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ronoBHOHR oduc, Ten./pakc: 8-(383)-332-52-75;
OTZEN MpoJax, Ten./gakc; 8-(383)-332-81-38, 332-18-54, 339-91-97,;
OBTK, ten./axc: 8-(38341)-5-80-98, ¢-mail: obtk@mbu.ru
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