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Haﬁop pear¢iToB BBLIMYCKA€TCHA B OAHOM KOMILJICKTC:

Ha6op paccuntan Ha mpoBeaeHue 48 (8 x 6) onpeneneHuil, BKI0O49asi KOHTPOJIbHBIE, IIPETHA3HAYCH ISl
PYYHOM MOCTAHOBKY € BO3MOXKHOCTBIO POOHOTO (110 JIBA CTpUIA) UCIIOIB30BaHMs Habopa.

I. HASHAYEHHE

Ha6op pearentoB «JIC-MOA-AHTU-BIIT-2-G-ABUJJTHOCTD» - TecT-cucreMa mMMyHOGEpMEHTHA
JUIS. OIIpeJeNicHIsI MHISKCa aBHIHOCTH aHTHTEN Kiacca IgG k Bupycy mpocToro reprmeca Tuma 2 B
CBIBOPOTKE (IU1a3Me) KPOBH YeJIOBEKA C IEJIBI0 cCrienupuueckoi JUarHOCTUKY IEPBUYHON MH(DEKIIHN.

II.COCTAB HABOPA «(JIC-U®PA-AHTH-BITI-2-G-ABUTHOCTb»

Tabmma 1
XapaKkTepUCTAKN PEarcHTOB ®Dopma BEIIYyCKa
NMMYHOCOPOEHT - TOJMCTHUPONOBEIM pa30OpHBIH 96-IyHOUHBIM IUIAHIIET C
IPO3pauyHbIMU  OECIBETHBIMU JIYHKAMH, B KOTOPHIX cOpOMpOBaHA CMeECh 1 mmaHmeT
pexoMbuHaHTHEIX anTUreHoB BIII tuma 2.
Konrprorar (xoHmenTpar X 21) — MOHOKIOHAJbHBIE AHTUTENA MBIIUA K
UMMyHODIIOOymHy G 4eoBeKa, KOHBIOTHPOBAHHBIE C NMEPOKCHIA30# XpeHa. 1 ¢pnaxon
[Tpo3paunas WM clerka onajecuupyomas, OecliBeTHas: UM CBETIIO-XKEITOro 1,0 M
[[BETA XKHIJIKOCTb.
K+ (KOHTpOIBHBIN MOJIOKUTEIbHBIN BEICOKOABUAHBIA 00pas3el) - CBIBOPOTKA
KpOBHU YeJIOBeKa, cojieprkamiasi BHICOKOaBUIHEIe aHTHTeNa Kiacca IgG x BIIT 1
(bnaxon
tima 2 (aHtu-BIIT-2), e comepkamas HBsAg, anturena x BUY-1,2 u 1.5 vt
Bupycy remnarnrta C, B pa3seaeHuu 1:10, vHAKTUBHPOBaHHAS. ’
[Ipo3payHas v cierka onaJecupyronas KpacHOIro I[BETa JKHIKOCTb.
Ko+ (KOHTpPONBHBIN TONOKHUTENbHBI HU3KOABUIHBIN 00pa3en) - ChIBOPOTKA
KpOBH UeJIOBeKa, coJieprKalas HU3KOoaBuAHbIE aHTHTeNa Kiacca IgG x BIIL 1
bnakoH
tama 2 (aETE-BIIT-2), He comepxamas HBsAg, antutrena x BUY-1,2 m L5
Bupycy remnaruara C, B pa3segenuu 1:10, uHakTUBHpOBaHHAS. ’
[Tpo3padHast wim ciierka orajeciupyrolias OpaH>KEeBOTO [IBETA KUAKOCTE.
K- (KOHTpOJBHBIH OTpUIIATeNBHBIN 00pa3el) - CHIBOPOTKA KPOBH UeEJIOBEKa,
He comepxamas antu-BIIl, He cogepxkamasi HBsAg, anturena k BUU-1,2 u 1 ¢akon
Bupycy remnaruta C, B pasBegenuu 1:10, mHAaKTUBHpPOBaHHAS. 3,0 M
[Tpo3padnasi WK CJIETKa ONAJIECIIIPYIONIasl 3€JIEHOTO I[BETA JKAKOCTB.
PPK (pacTtBOop I pa3BeleHHs KOHBIOraTa) — IIpO3padHasl WM CJIerka 1 ¢akon
OnaJIeCIMUPYIONIas )KeITOr0 IBETA KUAKOCTD. 15,0 M
BP (6mok-pacTBOp) - /IS pa3Be/IeHHs HCCIIEyeMBIX 00pa3IoB.
IIpo3paunasi puOIETOBO-CHHETO IBETA JKHMJIKOCTB, JOILYCTUMO O0Opa3oBaHHE 1 prmakon
aMOp(HOTO OcaliKa, IIpUA BCTPSIXWBAHUU pACIaJIAIOIIErocss ¥ IPUBOJSIIETO K 15,0 M
ITOMYTHEHHUIO pacTBOpa.
PJ1 (pacTBOp neHATYypUpYyHOIUIA) — IPO3payHas CUPEHEBOI'O IIBETA XKUAKOCTE. 1 ¢nakon
7,0 M
PC (pacTBOp CpaBHEHWS) — IPO3padHas 3€JCHO-TOIyOO0ro IIBETa JKUIKOCTb. 1 ¢makon
7,0 Mt
IIP - mpombIBOUHBIM pacTBOp (KOoHIeHTpaT X 25). IIpo3paunas mnm cierka
onajecuupyromas OecIBETHas WM CBETIO-KENTOro I[BETA IKUIKOCTS, 1 pmaxon
JOIIyCTHMO oOpa3oBaHHE OCaJKa, IIOJHOCTBIO DPAaCTBOPAIOMICTOCA IIPH 50,0 mn
temriepatype oT 35 10 39 °C U BCTpAXUBAHMH.
CB - cybcrpaTHBIA Oy(depHBI pacTBOP, COAEPKAIIMA JIMMOHHYIO KHUCIIOTY, 1 daxon
aleTaT HATPHS, PACTBOP IEPEKUCH BOAOPOIA. 15.0 v
[Tpo3paunas OecrBeTHAS HKUIKOCTD. ’
TMB - pactBop, coaepamuii 3,3',5,5'- TeTpaMeTHIOCH3UIMHACT UAPOXTIOPHUL. 1 pmaxon
1,5 Mmn

ITpo3paunas GeclBeTHAS JKUIKOCTb.




Croll-pearesr - pacTBop cepHoi KucaoTH 0,75 MOJb/T. 1 ¢urakon
ITpo3pagnas GecrBeTHAS KUAKOCTD. 25,0 Mma

PearenTsl moMeImamoT B KOpO6Ky KapTOHHYIO, Kyla BKIIaABIBAIOT HHCTPYKIHIO IO IIPUMEHCHHUIO.

Kpeilika K IOJHCTUPONOBEIM  96-IIyHOYHBIM IIIQHINETAM WM 1 mT.
samuTHas Twienka 1 MOA mmaHmeros 2 mmT.
JlonoHUTENEHO
OnHOpa30BEIe HAKOHEYHUKU 16 mmT.
Habop MOKET OBITH -
ITmacTuKOBast BAHHOYKA JUIS J)KHJIKUX pEareHTOB 2 1mT.
YKOMILIEKTOBaH = -
[TonusTHIIEHOBBIH TTAaKeT ¢ 3aMKOoM Zip-Lock mnm nnacTuxopas 1 o
CKpenKa )

II1. MEPBI IPEJOCTOPOKHOCTH

JIOCTOBEpPHOCTh  PE3yJIBTATOB 3aBHCUT OT IPABWIBHOIO BBIIOJHEHUSA CHEAYIOINUX  IIPAaBHI
nabopaTOPHOH MPaKTHKY:

e Tlocranoeky MDA cieayeT mpoBOJUTH B IIOMEIICHNH ¢ TeMmeparypoii ot 18 mo 24 °C.

e  Henp3s UCTIONB30BaTh peareHTH U3 HA0OPOB PA3HBIX CEPHI.

e  Henp3s ucons30BaTh peareHTH OCTe NCTEICHUS CPOKA T'OJHOCTH, YKAa3aHHOI'O Ha YIAKOBKE.

e Ilepen WCHONB30BaHMEM BCe peareHTH Habopa BHIACp)KaTh Ipu Temmepatype oT 18 mo 24 °C B
teyenune 30 MUH.

e  PacTBOpHI TOTOBHTH OCTOPOXHO, HCKITIOYAs KaKOe-Iu00 3arps3HEHHUE.

e  Henb3s nmpoBoanTh GEPMEHTHYIO PEAKIMIO B IPUCYTCTBUH PEaKTHUBHBIX MapoB (KHUCIOTA, IEI0Yb,
ATBJAETUIB]) WU TBUIM, KOTOPHIE MOTYT MOBIHUSTH HA aKTUBHOCTh KOHBIOI'ATOB.

e JlaGopaTopHas mocyJna JOJDKHA OBITH THIATEIBHO IIPOMBITA; IPEJIOYTUTEIBHO NPUMEHEHHE
MaTEePUAIOB OJHOPA30BOr'0 UCIIOIB30BAHHUS.

o [lepen wcmonmp30BaHMEM IUTACTUKOBBIE BAHHOYKHM JUIS JKUIKHX PEAreHTOB OIONOCHYTH BOJOM
MUCTHJIMPOBAHHOM. MHOTOpa30BEle BAHHOYKH U aBTOMATHUECKMX aHAJIN3aTOPOB HEOOXOOUMO Cpasy
mociie paboThl OMOJOCHYTh BOAOW AWCTHILITHpPOBaHHON. 3aTeM IpoMbITh 70 % pacTBOPOM 3THIIOBOIO
CIIMPTa ¥ CHOBA OIMOJIOCHYTH BOJIOW JUCTUIUIMPOBAHHOM.

e  1IMMyHOCOPOEHT MOIYCKAeTCsl XPaHUTh B MPOMEXYTKAX MEXKJy OTHEIbHBIMH OIEpalisaMHU He
6omee 10 MuH (HeNb3s HOMYCKATh BRICBIXaHUS JTYHOK IIAHIIIETA).

e DepMeHTHas peakius oco0O UYBCTBHTENbHAa K MOHaM MeTajUloB. Henb3s gomyckarh KOHTaKTa
METAJUIMYECKHUX IIPEJMETOB C pacTBOpaMH KOHBIOTATOB MM cyOcTpara.

¢ Heob6x0amMo MCTIONB30BATh YACTHIH HAKOHEUHHK JUISL KOXJI0ro 00pasna Uil peareHTa.

e IIpombIBKa JIYHOK - Ba&XHBI OTal B JIaHHOH Ipoledype: HeoOXomUMO coOmoIaTh
PEKOMEHOBAHHOE KOIMYECTBO I[UKJIOB IIPOMBIBKH U YOEIUTHCS, YTO JIYHKH IIOTHOCTBIO 3allOJIHAIOTCH, HE
JOIYCKATh OCTATKA XUAKOCTH B JIYHKAaX ITOCIE MPOMBIBKHA. HenmpaBmiibHO MPOBENEHHBIN 3Tall IIPOMBIBKA
MOJXKET MIPUBECTH K HETOUHBIM PE3YJIbTATAM.

o  Hemp3s UCIONB30BaTh OJHY M TY € €MKOCTb JIJIsl IPUTOTOBIICHNS KOHBIOraTa ¥ pacTBOPOB.

e  Heo6x0auMO0 UCIIOIBE30BaTh TOJHKO BAIAANPOBAHHEIE TUIIETKHA H 000PYyI0BaHHUE.

e  Heip3s u3MeHATH TIPOIEAYPY [IPOBEICHUS aHAIN3A.

e Henp3g moaBepraTh pearcHTHl BO3JICHCTBUIO BHICOKOM TeMIepaTyphl WM IIPAMOIO COJHEYHOIO
CBETa.

IV. AHCTPYKIIMHA 1O BE3OITACHOCTH

e Bce peareHTsl HaboOpa IpeJHA3HAYCHBI I JTJAOOPATOPHOM THArHOCTUKH.

e CHBOpoTKH (IJIa3MBI) KPOBM 4YeJOBEKa, WCIOJb3yeMble 0pu Tpurotobienmu K-,  Obuin
IIPOTECTHPOBAHKI B OIPEIENeHbl HEPEaKTHBHEIMYE B OTHOIIEHNM aHTHTEN Kiacca IgG x BUpyCy HPOCTOro
repreca Tuma 2, K IOBEPXHOCTHOMY aHTHICHY BHpyca Tematumta B, amturen x Bupycy remaruta C u
BHUpyCYy uMMYHOeduuTa yenosexka BUY-1,2.

o CHBOPOTKA (IUIa3MBI) KPOBH UeENOBEKA, MCIOJB3yeMble mpu mnpurotosienmm K+, Ko+, Obum
ITPOTECTHPOBAHEL U OIPCOCICHbL HEpCaKTUBHBIMHU B OTHOILICHHUH IIOBCPXHOCTHOI'O aHTHUICHA BHPYyCa
rematuta B, Kk BUU-1,2 u anTrTen K Bupycy renarura C.
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e B noMemenuy ¢ HMMYHOOUATHOCTHYECKHMH MaTepHaiaMd HeIb3s YHOTpeOISITh IWITY, INHUTH,
KYPHTb, IPUMEHSITh KOCMETHUKY.

e Henp3s nunetupoBars proM.

e [lpu pabore ¢ ucciaeyeMbiMu obpa3aMu Heo0X0AUMO 00pamaThesa Kak ¢ MOTEHIUAIBHO OIIACHEIMHU
MaTepHajiaMy, T.K. HU OJIMH W3BECTHHIH METOJ[ TECTHUPOBAHUS HE MOXKET TapaHTUPOBATH OTCYTCTBHE
UHQEKIMOHHBIX areHTOB.

e IIpu pabore ¢ JOOBIM OOOPYIOBaHHMEM, KOTOpPOE€ KOHTAKTHUPYET C HCCIEIyeMBIMH OOpa3lnaMu
HE00X0AMMO 0OpaIaThCs Kak ¢ MOTEHIIMAIBHO ONTAaCHBIMU MaTEPHAaIaMHU.

e IIpu pabGote ¢ HAOOPOM pearcHTOB M HCCIIeyeMbIMU 0Opa3liaMi HEOOXOIMMO HCIIOIb30BaTh CIIELL.
OJIEX Ty ¥ OJTHOPA30BBIC IEPIATKH, TIIATEIHHO IPOMBIBATE PYKH I10CTE PAOOTHI ¢ HUMH.

e HeobxomuMmo m30eraTh pacIUIeCKMBaHWS O0pa3IoB WIHM PACTBOPOB, coaepikammx obpasmsl. [Ipm
pacIieCKUBaHUH HEMEJIEHHO J[e3aKTUBUPOBATh IOBEPXHOCTE 3 % pacTBOpOM XJiopamuHa b.

e HeobGxomumo m3berath KoHTakTa cyOcTparHOro Oydepa, XpOMOreHa, CTOI-peareHTa ¢ KOXel
CIIA3UCTHIMH.

e Ilocne mpoBencHHsS (PEPMEHTHOM peakiuu HEOOXOOMMO HEHTpaln30BaTh H/WIM aBTOKIABHPOBATH
pacTBOpPHI, OTXOABI MM JHOOBIE JKHAKOCTH, coJepxamue Owosormdyeckme oOpas3mbl Ao coOpoca B
KaHaymm3anuioo. TBepabie OTXOABI (MCIOJIb30BAaHHBIE IUIAHINETHl, HAKOHEYHUKH K J103aTOpaM, (DIaKOHBI,
nabopaTopHas IOCyAa, OTHOPA30BBIE TEPUATKH U T.JI.) JOJDKHBI OBITh 00e33apakeHbl IOIPYKeHHneM B 6 %
pacTBOp mepekucu Bogopoaa ¢ 0,5 % CHHTeTHYECKOT0 MOIOIIETO CPEACTBA Wi B 3 % pacTBOp XJIOpaMUHA
b. JimTenbHOCTD Je3akTHBanud — He MeHee 1 4. J[omMycTMMO IpMMEHEHHE APYroro paspemeHHOIo K
MPUMEHEHUIO Je3. CPeACTBA. TBEPABIE OTXOBI TAalOKEe ClleyeT 00e3BpeKMBATh ABTOKIABUPOBAHUEM B
TedeHue daca npu temmeparype ot 124 no 128 °C non nasnenuem 1,5 x[c/em® (0,15 MIla). Xunxue
0TX0B! (TIPOMBIBOYHEBIE BOABI) cienyeT o0e33apakuBaTrh J00aBICHIEM CYXOro XjopamuHa b u3 pacdera
30 r/n (MIATENBHOCTH NE3aKTHBAIMM — HE MEHee 2 4) WM KulsdyeHueM B TedeHue 30 MuH, WM
aBTOKJIABUPOBaHUEM B TeueHue 1 4 moj nasieHueM 1,5 xlc/eM (0,15 MIla) npu Temneparype ot 124 no
128 °C. UucTpyMeHTHI u 00opyAoBaHHME A0 W Toclie paboThl HeoOxoammo mpotuparb 2 pasa 70 %
STHJIOBBIM CIIUPTOM.

. Hekoropeie pearentsl coxepxar 0,05 % Ilpoxsmu 300. Ilpoxkmma 300 0,05 % -
pazjipaxarolee BelecTBo. MoXKeT BbI3BaTh CEHCHOWIM3ALMIO IIPH KOHTAKTe ¢ KoxkeH. Ilpm xonrakre ¢

KOXKel IIPOMBITH 00J1aCTh KOHTaKTa OOMNBIIKNM KOJIHYECTBOM MBUIA H BOJEI.

V. HEOBXOJAUMBIE MATEPHAJIBI 1 OBOPYJIOBAHUWE, HE INIOCTABJIAEMBIE C
HABOPOM PEATEHTOB

e Bona muctwuMpoBaHHAas.

e ABTOMAaTHYECKHME  HIH  IIOJIyaBTOMaTW4eCKHE,  pEryjJupyeMble  WIA  IIPEABApPHUTEIBHO
yCTaHABIMBaeMble OMHOKaHAILHEIE WM MHOTOKAHATBFHBIE TUIETKH C U3MEHIEMBIM 00BEeMOM Mg 0TOopa
KHAIKOCTEH.

e OIHOpPa30BHIC HAKOHEUHUKHN K ITUIIETKAM.

e Uukybarop muxporanmeTsit (37,0 £ 0,5) °C.

e ABTOMAaTHYECKWIl MUKPOIUIAHIIETHEIA BONIED.

e ['pagyupoBaHHBIE IUIMHAPHL: 25 My, 100 mur, 1000 Mot

e MUKpOIUIAHIIETHBI pHUACp C BO3MOXHOCTBIO HM3MepeHHUs onrtudeckod minorHoct (OII) npu
¢upTpax 450 BM 1 620-680 HM.

VI. OTBOP U IOAT'OTOBKA OBPA3IIOB

C60op 06pasioB KPOBH JOJDKEH MPOU3BOMUTHCS B COOTBETCTBHAHM C HAJICKAIIEH MPAKTUKON METOJOM
BEHONIYHKIMK. JIIs aHaum3a WCHONb30BaTh HEPa3BeJACHHYIO CHIBOPOTKY M miasmy. OOpasus,
COZiepKaIlie BUUMBIE YACTHIIBI CIEAYET OCBETIMTH HEHTPHGYTHpPOBAHUEM, T.K. 4acTHIBl (pubpuna u
arperarbl MOTYT TPHBECTH K JIOXKHO-TIOJIOXKHTENBHEIM pesynbraraM. OOpasibl MOKHO XpaHHTh IpPH
temneparype ot 2 10 8 °C me Goinee 3 cyT, MOIyCTHMO XpaHEHWE B 3aMOPOXKEHHOM COCTOSHAM ITPU
temneparype munyc 20 °C B Tedenne 3 Mec. Bo m3bexanme ocaxkmenus ¢puOpuHa mmasMmy CIeAyeT
GBICTPO PAa3MOPAXKHUBATH B TE€YEHHE HECKONBKAX MHHYT IpH Temmeparype (39,0 = 1,0) °C Ha BOASHOH
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6ane. Helb3s HCIOIB30BaTh CEIBOPOTKY (ILIA3MY), 3aMOPOKEHHYIO M PAa3MOPOXKEHHYIO O0Jiee OHOrO pasa.
JIms  WCKIIOYEHMs — JOKHBIX — pe3yJbTaTOB  HENb3sd  HOABEpraTb  HCCIedyeMble  00pasiml
TEPMOMHAKTHBHPOBAHUIO, HEOOXOJMMO OTOMpaTh M XPaHUTh MX B YCIOBHAX, NPEAOTBPANIAOIIUX
OaxTepuanbueii poct. Kaxasiit oOpasen CBIBOPOTKH CIEAyeT OTOMpaTh HOBBIM HaKOHeUHHMKOM! Henb3s
MCIIOJIBL30BATh CHIBOPOTKY (IIJ1a3My) 3arpsi3HEHHYIO WM C TEMOJIA30M WU THIEPIUITAAEMAEH.

VIL.IIOATOTOBKA PEATEHTOB

1. PeareHTbl, roTOBBIE€ K IPHMEHEHHIO:

e K- - KOHTPOJIbHBIN OTPHIATEIEHBIN 00pasel;

K;+ - KOHTPOJIBHEI IMOJIOKUTENBHBIA BRICOKOABUHBIN 0Opaselr;
K,+ - KOHTPOJIbHBIN TTOJOKUTETbHBIN HI3KOABUIHBIN 00pasel;
PPK - pacTBOp 11 pa3BeIeHHs] KOHBIOTATA,

BP - 6iok-pacTBOp AJIA pa3BeNeHUS UCCIEAYEeMBIX 00pa3IoB;
PJI - pacTBOp ACHATYPUPYIOLIU;

PC - pacTtBOp CpaBHEHHS,

Cron-peareHr.

2. PeareHTnl, TpeOyIomue NpeABAPHTEIbHOI0 IPATOTOBJICHUS

Hvmynocopbent. Kax sl tUtaHimer, CoCTOSIMAN U3 12 CTPHUIIOB, yIakoBaH B (HOJBTUPOBAHHBIN IIAKET.
BekpeiTh  (hONBIHPOBAHHBIA TaKeT W BBHIHYTH IUIAHIIET. B3sTh HEOOXOAWMOE KOIMYECTBO CTPHUIIOB.
Hewncnonp30BaHHbIE CTPUIIBI 0€3 pPaMKUd TOMECTUTh 0OpaTHO B (ONBIHPOBAaHHBIM NakeT (He yAausas
CHIIMKarens!) W TIMATENTFHO TepMETH3MpoBaTh. [l 3TOr0 IMOMECTUTH BCKPHITHI IIAKET C
HMMYHOCOPOEHTOM B MOJUITHIICHOBBIN TakeT ¢ 3aMkoM Zip-Lock mmu xpait $ponsrupoBaHHOro Iaxera
CBEpPHYTH 2-3 pa3a W 3aKpeluTh, HAJIEB CBEPXY CKPENKy It GoibrupoBaHHOro nakera. Ilocie BCKpBITHS
makeTa UMMYHOCOPOEHT cTaOrieH B TedeHue 1 mec. mpu temiieparype ot 2 1o 8 °C.

Pa6ounii npombisounslii pactBop (IIP). Conepxxrmoe (rakoHa ¢ KOHIEHTPATOM (X 25) IPOMBIBOYHOIO
pacTBOpa TINATEIbHO Tmepememarb. [l NpUTOTOBICHHA pabodero IIPOMBIBOYHOIO — PacTBOpa
HEeOOXOMMMBII 00beM KOHIEHTpaTra (X 25) NPOMBIBOYHOIO pPAacTBOpPa Pa3BECTH COOTBETCTBYIOIIUM
00BEMOM BOJIBI JUCTHWILIMPOBAHHOM (cMm. Tabi. 2). IlomydeHHBI pacTBOp TINATENBHO IIE€peMeENIaTh.
[IpuroToBIIeHHBI! paboyuii NPOMBIBOYHBIM pacTBOp CcTaOWJIEH B TE4eHWE 3 CyT IPH XPaHEHUM IIPH
Temrieparype ot 2 J1o 8 °C B repMeTHYHO YKYHOPEHHON EMKOCTH.

PaGounii pacTBop kouniorara. Heo6xonumoe kommdectBo PPK nepenectu B uucThiii akoH, 106aBUTH
COOTBETCTBYIOIEE KOIMYECTBO KOHIIEHTpaTa KOHBIoOrara (cM. Talsl. 2) W OCTOPOXKHO IIEPEMEINATh, HE
JIOITyCKasi BCOCHWBAHUS (MHTCHCHUBHOE IEpEMEIIMBAHUE HE MPUMEHATH!). XpaHUTh He Oojee 6 4acoB B
3aIUINEHHOM OT CBeTa MecTe IIpH Temueparype ot 18 o 24 °C.

CyocrpatHas cmech (CC). Pazpectn HeoOxomumerit 066eM Cb coorBercTByromuM o6bemoM TMb (M.
tabn. 2). TmaTtenmsHO mepeMemarh 0 TOTHOTO pacTBopeHMs. CyOCTpaTHYI0 cMeCh TOTOBUTH IIEDPE]
HCIIOJIb30BaHNEM. XPAHEHUIO HE TIOJIEIKHAT.

CyOcTpaTHasi cMech JOIKHA ObITH OecniBeTHOI!

ITocne BCKpHITHS (JIAKOHOB W MaKeTa ¢ MMMYHOCOPOEHTOM, OCTaBIIMECS HE MCIOJIb30BAHHBIME
peareHTH: UMMYHOCOPOEHT - XpaHUTh He Ooiee 1 Mec., KOHBIOTaT (KOHIEHTpar X 21), KOHTPOIbHBIH
MOJIOXKHUTEIbHBI BEICOKOABHAHEIN oOpazenr (Kj+), KOHTPOJIBHBIA ITOJIOKUTEIBHBIA HU3KOABM/IHBIN
obpazen; (Ky+), konTposbHBI oTprnarensasiii obpasen (K-), PPK, BP, P/I, PC, 1P (xonmentpar X 25),
CB, TMb, Cton-peareHT XpaHHTh BO ()IaKOHAX, 3aKPHITBIX BHHTOBHIMH KpBIIIKaMH, HA IPOTHKCHHA
CpOKa TOJHOCTH TeCT-CUCTEMBI ITpu TeMueparype ot 2 1o 8 °C.

VIII. MPOBEJAEHUE AHAJIN3A
Ipuveqanne: [lepen Hcmoab30BaHNEM BCe pearcHThI HA00pa BbLAEPKATH B Tedenne 30 MHH OpH

remmeparype ot 18 xo0 24 °C.



H€O6XOI[I/IMBIC 00BEMEBI pcarcHTOB B 3aBHCHUMOCTH OT KOJHYCCTBA HCIIOJIB3YCMBIX CTPHIIOB HJIHA
mIaHImeTa IpeacTaBJICHbI B Tabmure 2.

Tabmuna 2
Pacxoa pearenToB Ha60pa B 3aBHCHMOCTH OT KOJIMYECTBA HCIOJIb3YEMbIX CTPHIIOB
KoanvecTBo Pa6ouynii npoMbIBOYHBIA Pabounii pacrsop CC
HCIO0JIB3YeMBbIX pacTBOp KOHBIOTaTa
CTPHIIOB (I1P)
1P Bona Konsrorar PPK TMb Cb
(xoHIL. X 25) | mucTHUTMpoBaHHas | (KoHI. X 21) (M) (mur) (M)
() (1) (M)
2 8,0 192,0 0,10 2,0 0,2 2,0
4 16,0 384,0 0,20 4,0 0,4 4,0
6 24,0 576,0 0,30 6,0 0,6 6,0
8 32,0 768.,0 0,40 8,0 0,8 8,0
10 40,0 960,0 0,50 10,0 1,0 10,0
12 50,0 1200,0 0,60 12,0 1,2 12,0

1. Iepex UCIONB30BAHUEM TUIAHIIET IPOMBITH 2 pasa pabounm IIP: octopoxno BHECTH pabouwmii I1P B
JIyHKH IJIAHIIETa ¢ HOMOIIBIO IIPOMBIBOYHOTO YCTPOMCTBA 10 KpaéB MyHOK (He MeHee 380 MKI B IIYHKY),
BEIIEpKaTh 40 ¢, 3aTeM yIaTuTh TPOMBIBOYHEINH PAcTBOP B EMKOCTH C JE3MHQUIMPYIOIUM PAacTBOPOM.
PeKOMEHIYETCsl HCIIOJIb30BaHWE aBTOMATHYECKOTO MHKpOIUIAHINETHOro Bomepa. Hemocrarounas
IPOMBIBKA MOYKET HEOJIArOMPHUATHO OBIHUATH HA TOYHOCTH aHAIIN3A.

2. KoHTpombHBIE 00pasil BHOCHTH OJHOBpEMEHHO 0 100 MKJI B JIyHKM ABYX IapajUICIbHBIX CTPHIIOB
ummMyHocopbenTa. Harmpumep, B 2 myrku A-1 1 A-2 go3atopoM nmmeTodnsM BHecTH 1o 100 mxin K+, B 2
ayaku B-1, B-2 - mo 100 mxa Ky+, B 2 nysku C-1 u C-2 mo 100 mMxin K- . B ocrajgbHBE JTYHKH
uMMyHOCOpOeHTa BHecTH Mo 90 MKy GNOK-pacTBOpa, 3aT€M MONApHO B COCEIHME JIyHKH IBYX CTPHIIOB
BHeCTH 110 10 MK 06pasIoB HCCIEAYEMBIX CHIBOPOTOK (pa3BeieHre chIBOpOTOK 1:10).

3. ComepxuMoOe JIYHOK TIIATeTFHO MepeMeInaTh OCTOPOXKHBIM MAIIETHPOBAHUAEM, TIPH 3TOM (HOIIETOBO-
CHHMI IIBET JO/UKEH M3MEHHUTHCS Ha ToixyOoBaTo-3eleHBIM. Ecny W3MeHeHHE 1BETa HE IIPOM3OILIO,
3HAYMT, CHIBOPOTKA He BHeceHa. CTPHITBI 3aKPHITh KPBHIIKOW WM 3aIUTHOH IUIEHKOMW M BhLAepkKarh 30
MEH mpu Temueparype (37,0 £0,5) °C.

4. ComepkUMOe JIYHOK aKKypaTHO YAAIUTh B €MKOCTh C JI€3. PACTBOPOM, C IOMOIIBIO IPOMBIBOYHOTO
YCTPOHCTBA, TUTAHIIIET IPOMEITE 4 pa3za pabouuM I1P, ncrons3ys aBTOMaTHYECKUHA MUKPOILIAHIIIETHBIA BOIIED,
KaK ykazaHO B I 1.

5. B nynku HeweTHbIx crpurnos BHectH 1o 100 Mxi1 PC. B mynku 9eTHBIX cTpunos - mo 100 mxn PII. Crpursr
BBUIEPKATh 10 MUH B 3aIUIIIEHHOM OT CBETA MeCTe IpU TeMiteparype ot 18 mo 24 °C.

6. ComepxuMoe JIyHOK aKKypaTHO YAIUTh B €MKOCTb C JI€3. PacTBOPOM, C IOMOIIBIO MPOMBIBOYHOTO
YCTpOMCTBA, TUTAHIIET IPOMBITE 2 pasa pabounm TP, ncromne3ys aBTOMaTHYECKHI MUKPOILIAHIIETHEIA BOIIED,
Kak yka3aHo B 1 1.

7. Bo Bce nynKH cTprmoB BHecTH 0 100 M1 pabodero pacTsopa KoHBroraTa. Ilmanmer 3akphITh KPBIIIKOM
WIIH 3aIIATHOM IUIEHKOM M BEIAEpKaTh B Teuenue 30 MuH ripu Temmeparype (37,0 £ 0,5) °C.

8. ComepkuMoe JIYHOK aKKypaTHO YIAJWTh B €MKOCTh C JIE3. PACTBOPOM, C IIOMOINBIO MPOMBIBOYHOTO
YCTPOMCTRA, IUIAHITET IPOMBITE 4 pasa pabounm I1P, ucnonk3ys aBToMaTHIECKUi MUKPOIUTAHIICTHBIA BOIIIED,
KaK YKa3aHO B 1T 1.

9. Bo Bce JIyHKH OTMBITOTO IUtaniera BHecTd 1o 100 Mxor CC ¥ TaHImeT BeIEPKATh B TedeHue 20 MUH B
3aIUIIEHHOM OT CBETA MecTe Impu Temmepatype ot 18 no 24 °C.

10. Peakiniro 0CTaHOBUTE TO00ABIEHUEM BO BCe JIYHKY IUTaHIIETa IO 50 MKJI CTOI-pearcHTa M IPOBECTH YIET
pe3ynbTaToB HpH OocHOBHOM GuubTpe 450 HM 1 pedepenc-pmbTpe 620-680 BM, Hcnos3yst puaep. Homyctum
yueT pe3ysIbTaToB IIPU OIHOM JTiHe BOJIHEL 450 HM.

IX. YUET PE3VJBTATOB
PeakIiro cle/TyeT YUuTHBaTh, €ClM 3HaueHue ontrdeckoii miotHocTd (OIT) B nmyHKax ¢ K1+ - He MeHee

0,6, a cpenuee 3naueHue OI1 K- - me 6onee 0,2.
MH/eKC aBUIHOCTH PACCUMTHIBATH 110 hOpMyIIe:




Olluccaen. odpasna (peaxuus ¢ P/1)
Wnpexe appapHocH = x 100 %
Olluceaen. oopaszna (peakuus ¢ PC)

[TorydeHHbIe pe3ylabTaTHl JOCTOBEPHHBI, eciy HMHJeKc aBuaHocTH Ki+ He menmee 70 %, a mHAEKC
apugaocTH Ko+ mHe Oomee 50 %. Ecnm mHIEKC aBUIHOCTH MCCIEAYEMOM IIOJIOKATEIHLHOM CHIBOPOTKA
meHee 50 %, TO CHIBOpPOTKa COJEPXXUT HM3KOABHIHBIC AHTUTENA, YTO YKa3bIBa€T HA IEPBUYHYIO
uHpexnuio. Ecim uHneke aBuaHoctu 6oiiee 50 %, TO CHIBOPOTKA COAECPXKHUT BHICOKOABHUIHBEIE aHTUTEINA,
YTO YKa3BIBAET Ha IaBHIOI WH(EKIHIO.

Buumanme! PacueT wuHIexkca aBWJAHOCTH BO3MOXEH JHIIb JJIS CBIBOPOTOK, IIPEIABAPUTEILHO
HCCIIeNOBaHHEIX ¢ moMombio TecT-cucteMbl «JIC-MOA-AHTU-BII-2-G» u moka3aBLIMX MOJIOKUATEIBHBII
pe3yibTar Ha Hamaue aety-BIIT

X. CPOK I'OJHOCTM. YCJIOBUSA XPAHEHUSA U TPAHCIIOPTUPOBAHUA

Cpoxk roHOCTH - 15 MecstieB. Habop ¢ cTeKimmmM cpokoM roAHOCTH UCTIONIB30BAHHUIO HE TIOAJICHKUT.

XpaHeHHE - B CyXOM, 3aIUIEHHOM OT CBETa MECTe ITpX TeMneparype ot 2 jo 8 °C.

TpaucroptupoBanue - pu Temmneparype ot 2 a0 8 °C. Jomyctiumo TpaHcrioptupoBanue ot 9 1o 20 °C ne
6onee 10 cyrok. 3aMopa’kBaHHUE HE TOITyCKACTCS.

Pexnamanuu Ha crnenudmueckne u ¢Qu3nyeckue cBoiicTBa Habopa HANpaBITh B alpec NPEANpPULTHS-
m3roroButest - OO0 «HaydHo-mpou3BOACTBEHHOE OOBeAuHEHNE «JlmarnocTudeckue cucteMsl» Poccns,
603093, r. Hmwxuumit Hosropon, yiu. SI6monesas, x. 22, ten./daxc: (831) 434-86-83 wim ten.: (831) 434-97-
12. E-mail: info@npods.nnov.ru, www.npods.ru.

XI. OFbSICHEHHUE CUMBOJIOB HA BHYTPEHHEHN YIIAKOBKE

c € EC Mapxkuposka (EBponeickas nupextuna 98/79/CE no in vitro
IuarfoctTudecknm MY)

VD Tompko A1 1ab0paTOpHOTO UCIIONIB30BaHM (in vitro diagnostic)

LOT Howmep mapTuu (cepun)

TemmeparypHbIe IpeAesl XpaHSHUS

Cpox rogHOCTH roJ/Mecsll/1ata

ConmepxuT pazIpakaroliee BemecTBO

J{upeKTOop N0 NPOU3BOACTBY
000 «Hay4yHo-nIpoH3BOICTBEHHOE 00beHHEHHE
«/ImarsocTaveckne CACTEMBD)

B.K. IInmenoB

COI'JTIACOBAHO

3aB.kadexpoii KIMHHICCKOH
JabopaTopHO NHATHOCTHKH
roy AI10 «PMAIIO Poczapasa»
IA.M.H, mpodgeccop
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