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HaGop peareHTOB BBINYCKA€TCA B OAHOM KOMILJIEKTE:
HabGop paccumTan Ha mpoBelcHHE 96 ompeneleHHH, BKIIOYas KOHTPOJBHBIE, INpeIHAa3HAYECH IS
PYYHOM IIOCTAHOBKM C BO3MOYXKHOCTBIO JPOOHOT0 MCIIOIB30BAHUSA HAOOpa 10 OJHOM JIyHKH.

I. HASBHAYEHHE

Ha6op pearentoB «JIC-UDPA-AHTU-BOB-VCA-G» - Ttecr-cucremMa HMMyHO(EpPMEHTHas A
BhIABIICHHS aHTHTEN Kiacca IgG k kancupaomy antureny (VCA) Bupyca OnmteliHa-bapp B CBIBOPOTKe
(1Iw1a3me) KpOBHM YeNIOBEKA C IETBI0 cenn(UIecKoil TUarHOCTUKA HMH(EKIUN.

II. COCTAB HABOPA «(/IC-U®A-AHTHU-BIBb-VCA-G»
Tabmmma 1

XapaKTepUCTHKU peareHTOB ®opMa BHITyCKa

NMMYHOCOPOEHT - TIAHIIET MOJTUCTAPOJIOBHIM pa30opHbiit (12 cTpunos mo 8
JIYHOK KaXIbIii, pa300OpPHOCTD 0 1 JIYHKH), B JIyHKaX KOTOPOTO COpOMPOBAHEI 1 mranmer
peKOMOMHAHTHBIE KallCHJIHbIE aHTUT€HBI BUpyca JnmTeiHa-bapp

Konsbrorar (koHIeHTpaT X 21) — MOHOKJIOHQJIBHBIE AHTUTENA MBIININ IIPOTHB

uMMyHornodynmuHa G 4elioBeka, MeueHHbIE IIEPOKCH 13011 XpeHa. 1 pnaxon
[Ipo3paunas mwiu cjerka onajecuupyronas, 6ecBeTHAs WK CBETIO-XKEITOr0 1,0 M
I[BETA XKHUJIKOCTb.

K+ (xOHTpOJIbHEIN MOJOXKUTENBHBIN 00pa3el) - CBIBOPOTKA KPOBH YEJIOBEKA,
cofepxamas aHTWTeda Kiacca IgG K KancuIHOMY AaHTHTEHY BHpYyca
OnmreitHa-bapp, He comepxamada HBsAg, antutena xk BUY-1,2 u Bupycy 1 ¢rakon
renatuta C, ”THaAKTUBUPOBAHHASL. 1,5 M
[Tpo3paunass wWiam clerka OnajlecHupyrolmas MaJIMHOBO-KPACHOTO IIBETa
XKUAKOCTD.

K- (XOHTpOJBHBINA OTpHUIIATENBHEIN 00pa3elr) - CHIBOPOTKA KPOBU YEJIOBEKA, HE
coJieprkamias aHTHUTEeIa K KalCHIHOMY aHTUTeHY BHpyca DmmreitHa-bapp, He

comepxamas HBsAg, amturena x BWY-1,2 u Bupycy remarura C, L ;b giﬁﬂ
VHAKTUBAPOBAHHAS. ’
IIpo3paynas uim clierka onajJecIpyroniasl 3eJIEHOTO IIBETA KUJKOCTb.

PPK - pacTBOp Mg pa3BeaeHus] KOHBIOTATa - IpU Temneparype ot 2 1o 8 °C — 1 dpaxon
Ipo3padHasl XUAKOCTh JKEJITOTO LBeTa, IIpH TeMIiieparype or 18 mo 24 °C 13.5
CTAHOBUTCS OIAJECIMPYIOMICH. ’

BP — 6110K-pacTBOp - I pa3BeACHUS UCCIIeyEeMBIX 00pa3IoB. 1 dnaxom
ITpo3paunas wiam cierka onajlecuupylomas CcuHe-(QuoieToBoro Insera 12.5 vt
KHAIKOCTE. ’

[IP - mpoMEIBOYHBIH pacTBOP (KOHIIEHTpAT X 25).

IIpo3paynas Wi cierka onajrecnupyronas OecrBeTHasl UM CBETIIO-XKENTOTO 1 ¢nakon
I[BETA KUJIKOCTH, TOIYCTHUMO 00pa30BaHUE 0CAIKa, ITOJTHOCTHIO 50,0 mn
pacTBopsromerocs npu remueparype ot 35 10 39 °C u BCTpSIXUBaHUU.

CB - cybcrparHbrii OydepHBIit pacTBOp, colepKamuii JIUMOHHYIO KHCIIOTY, 1 raxon
areTaT HaTpHs, pacTBOP MEPEKUCH BOAOPOA. 15.0 v
ITpo3paynas GecriBeTHAs KUIAKOCTD. ’
TMB - pactBOp, comepxkarmmii 3,3',5,5'- TeTrpaMeTIIIOSH3UAUHACTAAPOXIOPHUL. 1 pmaxon
[Ipo3paunas GecriBeTHAS XUIKOCTb. 1,5 M
Crom-peareHT - pactBop cepHo# kmcnoTel 0,75 Moms/n. Ilpospadnas 1 ¢pnaxon
OeciBeTHAS XKUIKOCTE. - 25,0 M1

Ha6Gop KOMIUIEKTYEeTCSI TOTOBEIME pearc¢HTaMU WU KOHIIEHTPUPOBAHHBIMEU PACTBOPAMIU.
PearenTs! moMeIaioT B KOPOOKY KapTOHHYIO, Ky/a BKIAILIBAIOT HHCTPYKITHIO IO MPUMEHEHUIO.




Kpbllka K [OJIMCTAPOIOBEIM 96-TyHOYHBIM IUTAHIIETAM WM 1 1T,

JlonomHuTenbHO | 3aIUTHAS IIeHKa A1 MDA mianmeros 2 LIT.

Habop MoxkeT | OHOPa30BbIe HAKOHCYHUKHU 16 mT.

OBITH IInacTrkoBas BAHHOYKA IS )KUIKUX PEareHTOB 2 mT.

YKOMIUICKTOBaH | [ToJu3THIIEHOBHIH TTakeT ¢ 3aMkoM Zip-Lock mim macTukoBast 1 .
CKpenKa

III. AHAJIMTUYECKHUE U JUATHOCTHUUYECKHUE XAPAKTEPUCTHUKU HABOPA

Onenka YyBCTBUTEIHFHOCTH M CIEMU(PUIHOCTH TecTa MpoBoAmiIack mo manemn “Anti — EBV Mixed
Titer Performance Panel” PME 201, BBI. UyBcTBHTEIPHOCTH TECTa cocTaBuiIa 95%, coerupuaaocTs —
100%.

OreHKa AMarHoCTHYECKO# 9yBCTBUTEIHHOCTH U CTIENN(PUIHOCTH TECTA MPOBOAUIIACH HA KIIMHUYIECKIX
obpasnax B CpaBHEHHH C peEepPEeHC TECT-CHCTEMaMU, NMPEeIHA3HAYCHHLIMH JUIsI BBISBIICHUS AHTHTE]
xracca IgG x xancupaoMy antureHy (VCA) Bupyca OmmreiiHa-bapp. UyBCTBUTENBHOCTB TeECTa
cocrasmia 99%, cnermudpuaHocTs — 95%.

IV. MEPBI IPEJOCTOPOXHOCTH

JIOCTOBEPHOCTh  pe3yNIbTATOB 3aBHCHT OT MPAaBUJIBHOIO BBITIOJHEHUS CJICIYIOIMUX TIPABUII
nabopaTOPHOI MPaKTUKH:

e IlocranoBky MDA crexyer IpoBOJUTH B IOMEIEHAH ¢ TeMIiepaTypoii ot 18 mo 24 °C.

e Henp3s HCHONB30BaTH pPEAreHTHl W3 HAOOPOB pa3HBIX CEePUM WM CMENIMBaTh WX IPH
IIPUTOTOBJICHUM pPacTBOPOB, KPOME pPEAareHTOB, BXOISAIIUX B COCTAB TECT-CHCTEM JUIS JHATHOCTHKHA
ToRCH-undexmmii:

- Hecnermuuaeckux koMnoHeHToB (I1P (xonuenTpat x 25), CB), koTophle B3anMO3aMeHsIEMBI BO BCEX
tecT-cucreMax npousBoacTa OO0 «HIIO «JlmarHocTuaecKkue CUCTEMBI Y,

- CTON-peareHTa, KOTOPBIH MOXeT OBITh B3aUMO3aMEHSIEMBIM B 3aBHCHMOCTH OT MOJIIPHOCTH
pactBopa (0,75 mons/1 umu 0,2 MoB/I).

Buanmanue! MogpHOCTE cTOII-pearenTta ykaszana B pasaeie «Cocras Habopay.

Jpyrue peareHTHl Takke MOTYT OBITh B3aMMO3aMEHSEMBIMHU IS IIOCTAHOBKU B OOJIBIIMHCTBE TECT-
cucrem npousBogcTBa OO0 «HIIO «/lmarHocTHyeckue cucreMbl». 3a Goliee AeTanbHOM HHPOpMaIueit
obpatuTech B Hamy ciryxOy IOJepKKH Iojb3oBareiei mo renedony OecrurarHoi muaum 8-800-555-
0300 (m06 7606, 7655) umu no E-mail: info@npods.nnov.ru

¢ Henp3s ucnonb30BaTh peareHTH MOCIE HCTEYSHHSI CPOKA TOAHOCTH, YKa3aHHOTO Ha YITaKOBKE.

e Ilepen mMcnonp30BaHHEM BCE pearcHTH Habopa BLIEpXKaTh Npu Temmepatrype oT 18 mo 24 °C B
TeueHue 30 MuH.

e  PacTBOpHI TOTOBUTH OCTOPOXKHO, UCKITIOUAs KaKOe-TH00 3arps3HeHHE.

e  Henp3ss npoBoauTh PEPMEHTHYIO PEaKIUIO B IIPACYTCTBIH PEAKTUBHEIX TAPOB (KUCIOTA, IET0Yb,
aNbJETU/Bl) WU TIBLIY, KOTOPEIE MOTYT MOBJIMSTH Ha aKTHBHOCTH KOHBIOTATOB.

e JlaGoparopHasd mocyAa MO/DKHA OBITh TINATEIBHO IIPOMBITA; NPEAMOYTHTEIBHO IPUMEHEHME
MaTepuaoB OAHOPA30BOT0 UCIIOITH30BAHHMS.

e Ilepen mcmonb30BaHHMEM ILIACTHKOBBIE BAaHHOYKU MJIS JXKUAKUX PEAreHTOB OIOJIOCHYTH BOJIOM
JUCTUIUIMPOBaHHONH. MHOropa3oBble BAHHOUKY JJISI aBTOMATHYECKUAX AHATM3ATOPOB HEOOXOIUMO Cpasy
nocie paboTH ONMOJOCHYTh BOAOHM JWCTHIUIMPOBAHHOW. 3aTeM HpOoMBEITH 70 % pacTBOPOM 3THIIOBOTO
CIIHpPTa W CHOBA OIIOJIOCHYTHh BOAOM AUCTHLIMPOBAHHOM.

e lMMyHOCOpPOEHT HOIyCcKAaeTCs XpaHUTh B IPOMEXYTKaX MEXIY OTACITHHBIMH OIEpalusIMU He
6omee 10 MuH (Hesb3s AOIYyCKaTh BBICHIXAHUS JTYHOK IUIAHINETA).

o depmeHTHas peakius 0co0O YYBCTBUTENbHA K MOHAM MeTaJuioB. Henmb3s momyckaTrh KOHTaKTa
METAJUTMIeCKUX MPEeIMETOB C PACTBOPaMHU KOHBIOTATOB WM cydcTpaTa.

¢ Heo0Ox0auMO UCTIOIB30BATH YUCTHIH HAKOHEUHHUK I KaX/10ro 00paslia Wi peareHTa.

e [IpombIBKa JyHOK - BaXKHBI 3Tal B [JaHHOM mpomeaype: HEOOXomuMo coONOAaTh
PEKOMEHJOBAHHOE KOJIMYECTBO IWKIIOB IIPOMBIBKU U YOEAMTHCA, YTO JIYHKH ITOJIHOCTBIO 3allOJIHAOTC,
HE JOINYCKATh OCTATKAa JXUIKOCTU B JIyHKax IIOCNE€ IPOMBIBKH. HeNpaBWIBHO IIPOBEJEHHBIA JTall
IIPOMEIBKY MOXKET IIPUBECTH K HETOUHBIM Pe3yIbTaTaM.

e  Henp3s uCnoIp30BaTh OJTHY U TY )K€ €MKOCTH JUILS IPUTOTOBIIEHUS KOHEBIOTaTa U PpacTBOPOB.

L4 H€O6XOI[HMO HCII0JIB30BATh TOJBKO BAIMIUPOBAHHEIC ITHIICTKHA U OﬁOpy,ZIOBaHI/Ie.
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e  Hens3s U3MEHATH MPOLEAYPY NPOBEICHH aHAIN3A.
e Henp3a moaseprath peareHTH BO3JICHCTBHIO BBHICOKOH TeMIEpaTyphl MM IPSMOIO COJIHEYHOTO

CBCTAa.

V. HAHCTPYKIIMHA 110 BE3OITACHOCTH

e Bce pearentsl Habopa mpeAHA3HAYEHB! IS 1a00paTOPHOH JUArHOCTHKH.

e CpBOpOoTKM  (IUIa3Mbl) KpOBH YeJIOBEKa, HCIOIb3yeMBle IpH InpuroroBieHMd K-, Obum
HPOTECTUPOBAHEL U OIPEICICHEl HEPEaKTUBHBIMH B OTHOINEHMH aHTHMTEN Knacca IgG x xamcuaHOMY
antureny (VCA) Bupyca Dmmreiina-bapp, MOBEpXHOCTHOIO aHTWI€HA BHpyca remartura B, aHrtaTen K
Bupycy renatuta C u Bupycy umMmmyHozaepunura genosexka BUUY-1,2.

e CrBopoTkm (IJIa3Mbl) KPOBH UYeJOBEKa, WCIONB3yeMBle Npu NpurotoBieHnu K+, Opum
MPOTECTUPOBAHEI M OIMpPEAETICHB HEPEaKTHBHBIMU B OTHOIICHHHW IIOBEPXHOCTHOIO aHTHIE€HA BHpYCa
rermatuta B, anturen k BUU-1,2 u x Bupycy renatura C.

e B nomemeHud ¢ MMMYHOIHATHOCTHYECKHMMM MaTepHajaMHM HeJb3s YIOTpeOJiaTh MUILy, IHTH,
KYPHTb, IPUMEHITH KOCMETHUKY.

e Hemnp3s nmuneTupoBaTh pTOM.

e IIpu paboTe ¢ wmccieayeMbiMd oOOpa3raMu HEoOXOAMMO OOpamaThCsl KaK € IOTEHIMAIbHO
ONAaCHHEIMHM MaTepHaJlaMH, T.K. HU OJWH W3BECTHBIM METOJ TECTUPOBAHMS HE MOXET rapaHTHPOBATH
OTCYTCTBUE MH(EKIINOHHBIX ar€HTOB.

e Ilpu paboTe ¢ MOOBIM O0OPYIOBaHWEM, KOTOPOE KOHTAKTUPYET C HCCIEAyeMBIMH 0Opa3zlnamu
HeoOX0IUMO 0O pamaThCs Kak ¢ IOTEHIIUAIBHO OIIACHBIMU MaTEpUaIaMH.

e [Ipu paGote ¢ HAOOPOM pPEareHTOB W MCCIEyeMBIME 00pa3naMu He0OXOAMMO UCIIONB30BATh CIIEll.
OIIe)KTy ¥ OJTHOPA30BEIE TIEPUATKH, TIIATENHHO IPOMBIBATH PYKU I1OCIIE Pa0OTHl ¢ HUMH.

e Heobxommmo m30eraTh pacIUICCKMBaHUS O0pa3loB WM pacTBOPOB, coaepxammx obpasmbl. IIpm
pacIUIecCKMBaHUHM HEMEJICHHO Je3aKTUBAPOBATh OBEPXHOCTH 3 % pacTBOpOM XnopamuHa b.

e HeoOxommmo wusberatp koHTakTa cyOcrpatHOoro Oydepa, TMBb, crom-peareHTa ¢ KOXeH WH
CITM3UCTBIMH.

o Ilocne mpoBeneHus GepMEeHTHOM peakiuy HeoOXO0IUMO HEUTpaIn30BaTh W/HMIM aBTOKJIABUPOBATH
pacTBOpPHI, OTXOABI WM JFOOBIE XMIKOCTH, COJAEpXKamme Owuonormueckme oOpasmbl A0 cOpoca B
KaHaM3anuo. TBepAbIe OTXOJBI (MCIOJB30BaHHbBIC TUTAHINETHI, HAKOHEYHUKHA K J103aTopaM, (IIaKOHBI,
nabopaTopHas mocyzaa, OJHOPa30Bble EPUATKH U T.J.) TOJDKHEI OBITH 00€33apakeHbI MOTPYKEHUEM B 6
% pactBOop mepekucu Bogopona ¢ 0,5 % CHHTETMYECKOro MOIOIIEro cpeacTBa Wik B 3 % pacTBOp
xnopamuHa b. JnuTenbHOCTH Ne3akTHBAIMM — He MeHee 1 4. JlomycTHMO NpuUMeEHEHHWe Jpyroro
pa3pelieHHOr0 K IPUMEHEHWIO Je3. CpeAcTBa. TBEpABIE OTXONBI TaKXkKe CleAyeT 00€3BpEKUBAThH
aBTOKJIABUPOBAaHUEM B T€YCHHE daca mpu Temmeparype ot 124 mgo 128 °C mox masneHuem 1,5 k[c/cm?
(0,15 Mlla). Xunkue oTxoAHl (IPOMBIBOYHEIE BOABI) CleqyeT 00e33apakuBaTh JOOABICHUEM CYXOTO
xnopamuHa b u3 pacdgera 30 1/ (IMTETHHOCTH JI€3aKTUBAIUIM — HC MEHEC 2 U) WM KUIITYCHUAEM B
Teuenme 30 MUH, MM aBTOKIABUPOBaHHeM B Teuenue 1 4 mox masmenmem 1,5 xIc/em” (0,15 MITa) mpu
Temmeparype oT 124 mo 128 °C. MHCTpyMeHTHI W O0OpYHOBaHWE JO W IOCNIe pabOThI HEOOXOIUMO
npotupats 2 paza 70 % 3THUIOBBIM CIHPTOM.

. Xi  Hexoropsie pearentsi comepxkar 0,05 % mpoxmua 300. IIpoxmma 300 0,05 % -
paszmpaxaromiee BemecTBo. MoXKeT BBI3BaTh CEHCHOMIM3AIMIO IIpU KOHTaKTe ¢ Koxel. [Ipu xoHTakTe ¢

KOXel IIPOMBITH 00J1acTh KOHTAKTa OOJTLIIAM KOJIHYECTBOM MBLIIA K BOJHI.

VLHEOBXOJIUMBIE MATEPHAJIBI I OBOPYJAOBAHUE, HE IOCTABJ/ISAEMBIE C
HABOPOM PEATEHTOB

¢ Boja mucTMILUIMPOBAHHASL.

e ABTOMATHYECKHE niIu nonyaBTOMaTquCKHe, peryinupyemMsle WIA  TPEIBAPUTEIHHO
yCTaHABIMBAECMbIE OTHOKaHAJIBHBIEC MM MHOTOKAHAIbHEIC ITUICTKH ¢ U3MEHSEMBIM 00BeMOM I 0TOOpa
JKHIKOCTEH.

e OnHOpPa30BBEIE HAKOHCYHUKH K ITUIIETKAM.



e HWuky6Garop mukporiaametHsii (37,0 + 0,5) °C.

e ABTOMATHYECKHI MUKPOIUIAHITICTHBIN BOLIED.

o I'papyupoBanHbIe THIUHAPHL: 25 Mit, 100 My, 1000 mut.

e MUKpOIUIaHIIETHBI pUAEP € BO3MOXKHOCTBIO H3MepeHHs onrtmdeckod mutotHoctH (OII) mpm
¢unpTpax 450 HM 1 620-680 HM.

- VILOTBOP U IIOATI'OTOBKA OBPA3LIOB
Jlng HMCKIIOYEHHs JIOXKHBIX Ppe3yJNbTaToB HENb3s IOJBEpraTh HCCIEAyeMBle 00pa3mbl

TePMOMHAKTHBHPOBAHUIO, HCOOXOAUMO OTOMPATh M XPAHUTh UX B YCIOBMAX, NIPENOTBPAINAIONINX
G6axTepradsHBIH pocT. Kasaplii o6pa3en chIBOPOTKH ciaeyeT 0OTOHPATH HOBBIM HAKOHEYHHKOM!
Orobpanubsie 00pa3Bl XpaHUTH He Oojnee 3-X cyTok mpu TemumepaType or 2 npo 8 °C. bonee
JUTETENIbHOE XPaHEHHE IOIMYCTHMO MpH TeMmmepaType He Bbime MuHyc 20 °C (00pasmsl MOTYT
[IOJBEPraThCs 3aMOPAXHBAHUIO W OTTamBaHWIO He Oomee 1 pasza). OOpasnel ¢ BBIPaXECHHBIM
6aKkTepHATHHEIM POCTOM, M'eMOJIM30M U THUIEpPIUIUIEMHUEH MOTyT JaTh HENPaBUIbHBIM pe3ysbTaT.
OO6pas3mnel  CHIBOPOTKH (MJIa3MBI) KPOBW, COJEpXKAIWe arperaTsl MWIM OCajJoK, HE0O0XO0JuMO
«OCBETJISATH» IEHTPUPYTUPOBAHUEM.

VIILIIOAT'OTOBKA PEATEHTOB
1. PeareHTbl, rOTOBbIC K IPHMECHECHHIO:
K- - KOHTPOJIBHBIN OTPHUIATEIBHEIN 00paser;
K+ - KOHTpPOJIBHBIN TTOJI0XKUTENRHEIN 00pa3zelt;
PPK - pactBOp A4 pa3BeACHUSI KOHBIOTATA,
BP - Gnoxupyromuit pacTBOp [T pa3BeACHUS UCCISTYEMBIX 00Pa3IoB;
Cron-peareHrT.

2. PeareHThl, TpeOyIomue NpeJBAPUTEIbLHOr0 NPUTOTOBJICHHS

HNmmynocopbent. Kaxpril miaHmeT, cocTosmmii U3 12 cTpUIOB, yakoBaH B (OIBTIPOBAHHEIMN ITAKeT.
BCeKpHITE (ONBTAPOBAaHHBIN IAaKeT W BBHIHYTH IUIAHINET. B34Th HE0OXOAMMOE KOJUYECTBO CTPHUIIOB.
Heucnonp3oBaHHbIE CTPUIBL 0€3 paMKé IOMECTUTH OOpaTHO B (DOIBTUPOBAHHEIN TakeT (HE yIaJrsis
CHIIMKAreyib!) ¥ TINATEIBHO TIEpPMETU3UpOBaTh. /[l HTOr0 MOMECTUTh BCKPBITHIA IAKeT ¢
HMMYHOCOPOEHTOM B IOJMSTHICHOBBIN MakeT ¢ 3aMkoM Zip-Lock mimm kpaif $honsrupoBaHHOrO makeTa
CBEPHYTH 2-3 pa3a U 3aKpeIUTh, HAJIEB CBEPXY CKPENKY 1 GOIbIHpOBaHHOrO nakera. [locie BCKpBITUS
naKeTa IMMYHOCOpPOEHT ctabuieH B Teuenue 6 Mec. mpu remmeparype ot 2 jio 8 °C.

Pa6ouunii npombiBounslii pacreop (IIP). Coaepxxumoe ¢iakoHa ¢ KOHIEHTpaToM (KOHIIEHTPAT X 25)
IIPOMBIBOYHOI'O PAacTBOpa TINATEIBHO IHepeMemarb. (s HpUTOTOBIIEHHS padodero MPOMBIBOYHOTO
pacTBopa HeoOXOIUMBIA 00BEM KOHIEHTpaTa MPOMBIBOYHOTO PAcTBOPa Pa3BECTH COOTBETCTBYIOIIUM
06beMOM BOJBI TUCTHIUIMPOBAaHHOHN (cM. Tabi. 2). [loimydeHHBIH PacTBOP THIATENHHO IEPEMEINATh.
Pabounii mpOMBIBOYHBIN pPacTBOp, MOATOTOBJICHHEIM K HCHOJIB30BAHMIO, XPAHUTh B YHCTON IJIOTHO
3aKPBITOM eMKOCTH B TedeHue 14 cyT. npu temneparype ot 18 xo 24 °C wim 28 cyt. npu temnepaTrype ot
2 no 8 °C.

Padoumii pacrBop komblrara. HeobGxomumoe kommuectBo PPK mepenectu B 4ucThiil uiakoH,
N00aBUTH COOTBETCTBYIONIEE KOJIMYECTBO KOHIIEHTpaTa KOHBIOrara (KoHIEHTpar X 21) (cMm. Tabn. 2) u
OCTOPOXXHO TIepeMeIaTh, He JOIyCKas BCICHWBAaHUS (MHTEHCHBHOE IE€PEMEIIMBAHUE HE IPUMEHSATH!).
Xpauuth He 6oree 12 9acoB B 3alUINEHHOM OT CBeTa MecTe Ipu TeMreparype or 18 no 24 °C B ynCTBIX
(dbmakoHax.

Cy6crpatnas cvech (CC). Passectn HeoOxomumbni 06seM TMbB cootBetcTByromuM ob6vemom Cb
(cM. Ta67. 2). TmarensHO mepeMeInaTh 10 MOJHOro pacTBopeHud. CyOcTpaTHyIo CMeCh TOTOBUTH Iiepe/|
HCIONB30BAaHAEM. XpaHuTh He Gonee 10 4 B 3amMINEHHOM OT CBeTa MecTe IpU TeMmeparype oT 18 mo
24 °C B uACTHIX (prrakoHaX.

Cy0cTpaTHasi cMech I0/DKHA ObITH OecIBeTHONH!



ITocie BCkphiTHS (DJAKOHOB M TAaKeTa ¢ MMMYHOCOPOEHTOM OCTaBIIHECS HE MCIOIb30BAHHBIMHU
peareHTE: AMMYHOCOPOEHT - XpaHHUTh He Oonee 6 mec., KoHbIoraT (koHHeHTpart x 21), K+, K-, PPK, BP,
IMIP (xonmentpar x 25), Cb, TMb, crom-peareHT XpaHHTh BO (hJIaKOHAX, 3aKPHITHIX BHHTOBBIMHU
KpBIKaMy, Ha IPOTSHKEHUH CPOKa FOJHOCTH TECT-CUCTEMBI IIpU TeMIiepatype ot 2 1o 8 °C.

IX.NTPOBEJAEHUE AHAJIM3A
I[Ipameuanue: Ilepen mcmoib30BaHHEM Bce peareHThHl Ha0opa BhiAepxkaTh B TedeHne 30 Mun

npu Temneparype ot 18 no 24 °C.
HeobxoamMele 00BEMBI PEareHTOB B 3aBUCHMOCTH OT KOJIAYECTBA HCIOJB3YEMBIX CTPUIIOB WU

IJTAHIIETa IPeJICTaBICHEI B TabmuIe 2.

Tabauna 2
Pacxox pearenTos Ha6opa B 3aBHCAMOCTH OT KOJIHYECTBA HCIOJIb3YEMBIX CTPHIIOB

Kosm4ectso | PaGounii npoMbiBouHbI pacTBop| Pabounii pacTBop CC

HCIOJIb- (I1P) KOHBIOTaTa

3yeMBbIX 1P Bona Konsrorar PPK Cb TMb

CTPHIIOB (xoHII. X 25) JTHACTUILIH- (xoHm. x 21) | (M) (M) (M)

(mur) poBaHHas (M) (M)

1 4 96 0,05 1,0 1,0 0,05
2 8 192 0,10 2,0 2,0 0,10
3 12 288 0,15 3,0 3,0 0,15
4 16 384 0,20 4,0 4,0 0,20
5 20 480 0,25 5,0 5,0 0,25
6 24 576 0,30 6,0 6,0 0,30
7 28 672 0,35 7,0 7,0 0,35
8 32 768 0,40 8,0 8,0 0,40
9 36 864 0,45 9,0 9,0 0,45
10 40 960 0,50 10,0 10,0 0,50
11 44 1056 0,55 11,0 11,0 0,55
12 48 1152 0,60 12,0 12,0 0,60

1. Ilepen ncnonp3oBaHKEM IIIAHOIET IIPOMBITE 2 pasa padounm ITP: ocroposkHo BHecTH pabouwmii TP B
JIYHKH [IJIAHIIETA ¢ MOMOIIBIO IIPOMEBIBOYHOIO YCTPOMCTBA X0 KpaéB IyHOK (He MeHee 380 MKII B TYHKY),
BeLAEpKATE 40 C, 3aT€M yJanuTh MPOMBIBOYHBIN PacTBOp B EMKOCTH C AC3UH(PUITMPYIOIHNM PAaCTBOPOM.
Pexomennyercs WMCIONB30BAaHME AaBTOMATHYECKOI'O MHUKPOILIAHIIETHOrO Bomepa. HemgocraTouHas
IIPOMBIBKA MOKET HEOIAroMpHATHO IOBJIMATH HA TOYHOCThH aHATA3a.

2. KonTtpombHbIe 00pa3isl peKOMEHIYeTCSI BHOCHTD IT0 CIIEMYIONICH CXeMe B 3aBUCHMOCTH OT KOJIMYECTBA
UCTIONBb3YEMBIX CTPUIIOB:

1 cTpun - 1 mynka - 100 mxn K+, 2 myaku o 100 mxn K-;

2 crpuna - 2 sryaku o 100 mxon K+, 2 smysku mo 100 mxn K-;

3 ctpuna u Gonee - 2 mynku 1o 100 mxur K+, 3 mysxu mo 100 mxot K-,

B nynkwm ctpuna, Hanpumep, A-1 u B-1 BHectu no 100 mxn K+, B 3 mynku C-1, D-1, E-1 - mo 100
Mk K- . B octasibHBIE TyHKM MMMyHOcOpOeHTa BHecTH 1o 90 Mxn Oiok-pacTBopa, 3aTeM 1o 10 MK
00pa31oB UCCIEeAYyEMbIX CEIBOPOTOK (pa3BeAeHue chIBOpoToK 1:10).

3. CopepxuMmoe IyHOK TIIATEIPHO IIEpPEMEIIaTh OCTOPOXKHBIM NHIETHPOBAHUEM, IPA 3TOM
(bHOIETOBO-CHHAN TIBET JTOJDKEH H3MEHUTHCS Ha TroiyOoBaro-zeneHbld. Ecnm m3MeHeHHE IBeTa HE
MPOU30IILIO, 3HAYNT, CHIBOPOTKA He BHeceHa. CTpHIIBI 3aKpHITh KPBIMIKOH WM 3aIIMTHOW IUIEHKOH M
BeIZiepxKaTh 30 MuH 1pu Temieparype (37,0 £0,5) °C.

4, ComepXxuMO€ JIYHOK aKKypaTHO yOaJlUTh B €MKOCTb C J€3. PacTBOPOM, € IIOMOINLIO IPOMBIBOTHOIO
YCTPOMCTBA, TUIAHINET IPOMBITE 4 pa3a pabourM 1P, nermoss3yst aBToMaTUYeCKiii MUKPOILIAHIIETHBIA BOIIIED,

Kak ykazaHo B1I 1.



5. Bo Bce JIiyHKM OTMBITOTO IDTaHmeTa BHectH o 100 Mkin paGodero pactBopa koHbrorara. Ilnmanmier
3aKPHITh KPHIIIKOM WM 3alUTHOM IUICHKONH M BBepkaTh B TeueHme 30 MMH IpH TeMIeparype
37,0+ 0,5) °C.

6. ComepxuMOe JTYHOK aKKypaTHO yOaJWTh B €MKOCTh C J€3. pacTBOPOM, C IIOMOINBIO IIPOMBIBOYHOIO
YCTPOWCTBA, IUIAHINET IPOMBITH 4 pa3a pabodnmM I1P, ucnons3ys aBTOMaTHYECKU MUKPOILIAHIIETHBIH BOIIED,
KaK yKa3zaHo B 1.

7. Bo Bce sTyHKH oTMBITOrO IUTaHmiera Baectd 1o 100 mxit CC u muiaHImeT BeijiepkaTh B TedeHre 20 MUH B
3a0UIIEHHOM OT CBETa MECTe IIpu TeMImepaType ot 18 o 24 °C.

8. Peaxkiro ocTaHOBUTH A00ABIICHHEM BO BCE JIYHKH IUIaHIIeTa mo 50 MK cTon-peareHra u uepes 3-4
MHHYTHI TIPOBECTH y9eT Pe3yJIbTATOB NpHU OCHOBHOM (mimbTpe 450 HM 1 pedeperc-¢punpTpe 620-680 HM,
UCTIONB3YS puzep. JloImycTiM yueT pe3yIbTaToB IPpU OHOM AHE BOJTHEL 450 HM.

X.YUET PE3YJIbTATOB

Peaxinmo ciemyer yduTeIBaTh, €Clii cpegHue 3HaueHus onTtudeckoif mwiotHocTH (OII) B myrkax ¢ K+ ne
umke 0,6, a cpexnee 3HaueHne K- ne 6omnee 0,150.

ITonoxxurensHpIM cuntate obpasen co 3HadeHuMeM OIl paBHbM mm npepbimatomum Ol xputmdeckoe
(OII kpur).

Otpunatenm-HBIM cunTaTh obpasern co 3HauerueM Ol meree OI1 xpurt.

OIIkpuT. paccuuTHIBaTh 10 hopMyIIe:

OIlxput. = cp.3nau. OII (K-) + A,

rae A — x03(GUIMEHT, ONPEACIIEMBI METOJIOM CTATHCTUYECKONM 00pabOTKH pe3ysIbTaTOR IOCTAHOBKH
DA na npeanpusTHA-U3rOTOBUTEIIE.

Hnrepnperanus pe3yJbTATOB
Pe3yipTaTel MOCTAHOBKM TECT-CACTEMBI OIEHUMBAIOT C MOMOIIBIO Tabmmumiisl 3. OmxHaKo Juis 6osee TOUHOM
TIOCTAHOBKH [JUArH03a HEOOXOIMMO TAKXKe PYKOBOJCTBOBATHCS KIMHHYCCKIUMU TAHHBIMH.
Tabmma 3
HHtepnperanus pe3yibTaToB HOCTAHOBKH TECT-CHCTEMBI

HuskoaBuaabie
e VCA-IgG* | VCA-IgM | EA-IgG | NA-IgG
AHTHTEIA
Naxy0annoHHBIH epHOX HIIH

OTCYyTcTBHE HHMUIHPOBAHHUS B B
IepBuunasi uAQeKnAA + + +/— —_ -

Ocrtpas nepBAYHASI HHQEKIAA + + + +
(nEdeKNHOBHBIH MOHOHYKJIE03) -
IHo3nasasa nepBAYHAS HHpEKIIA - + e + +/

(<0,3)

ATHnuvHas nepBAYHAA HHpeKnust - + + - -
Xpounveckas HHpeKIM - + +/— + -
Pannssa nacr-uHpexuns + + 4

(pexoHBaJICHCIEHIIHST)
IHo3anss nacT-uHpexnust
(maTenTHas HHPEKIHA + +
Y KJIMHAYECKH 3/{0POBBIX JII0/IeH)
PeaxTuBanus - + + + +

* y nereit no 7-8- net IgG xk VCA MoryT He BBEISBIISTHCS.




XIL.CPOKT'OJHOCTMU. YCJIOBUS XPAHEHUS 1 TPAHCIIOPTUPOBAHMU ST

Cpok rogHoCTH - 24 Mecsira. Habop ¢ ucTekmmM cpoKoM TOTHOCTH MCIOIb30BAHIIO HE TTOJIEKNT.

XpaHEHHE - B CYXOM, 3al[UINECHHOM OT CBETa MeCTe IpH Temreparype ot 2 1o 8 °C.

TpancnoptupoBanue - npu TeMueparype ot 2 no 8 °C. Jlonyctumo Tparcmopraposanue ot 9 10 20 °C He
6onee 10 cyrok. 3aMopaKMBaHUE HE AOITYCKACTCA.

Pexnamaimu Ha cnermdudeckue U ¢GU3MYEcKre CBOMcTBa HAOOpa HANpPAaBIATH B aJpec IpPeIIpUSTHI-
n3rotoputens - OO0 «HaydHO-TIpOU3BOACTBEHHOE 00heAMHEHNE «[[MarHOCTHYECKHE CUCTEMBI» Poccus,
603093, r. Hmwxauit Hosropoa, yiu. SI6nonesas, . 22, ten./bakc: (831) 434-86-83 wm Temn.: (831) 434-
97-12. E-mail: info@npods.ru, www.npods.ru.

XII.OBBbSCHEHHUE CUMBOJIOB

c € EC Mapxkuposka (EBponeiickas gupextusa 98/79/CE mo in vitro
JuarHoctudeckum MY)

IvD Tonexo nna naboparopHOro Hcnonk3oBanus (in vitro diagnostic)

LOT Homep naptuu (cepun)

REF Karanoxseli HOMep

KommaecTBo omnpenenenuit

Hcnone3yiiTe HHCTPYKIUIO 110 IPUMEHEHHUIO

| ~+8°C
20 X TeMnepaTypHLIe Ipeaciibl XpaHCHUS

+
g Cpok TogHOCTH J1aTa/MeCsIl/TOT
EXP.

ConepxuT pazapaxaroliee BemecTBO

JIApeKTOop 10 NPOH3BOACTBY
000 «Hay4yHo-npoH3BOCTBEHHOE 00hEeJHHEHHE
«/{HarHocTHYecKne CHCTEMBD)

B.K. IIumenos

COI'TACOBAHO

3aB.kadeapoii KINHHIECKOMH
J1a00paTopHOH IMArHOCTHKH
roy Ao «PMAIIO Poczapasa»
I.M.H, npodeccop



