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Habop peareHTOB BBINYCKA€TCA B OAHOM KOMILIEKTE:

Ha6op paccunrtan Ha npoBenesue 96 (8 x 12) onpeneneHnit, BKIIOYask KOHTPOJIBHEIC, IIPEHA3HAYCH

U1 PYYHOM MOCTAHOBKY ¢ BO3MOXKHOCTBIO IpOOHOTO HCIIOIb30BaHMsA Habopa.

I. HABHAYEHHE

Ha6op pearentoB «J(C-MPA-AHTU-BOB-NA-G» - TecT-cucTeMa HMMMYHOQEPMEHTHAS Ui
BHIABJIEHUA anTuTen Kiacca IgG x suepuomy artureny (NA) Bupyca OmmreiiHa-bapp B CBIBOPOTKE

(m1a3sMe) KpoBH 9eJIOBEKA ¢ METBI0 clenu(puieckoi TUarHOCTUKY MH()EKIHH.

II. COCTAB HABOPA «IC-U®A-AHTH-BIB-NA-G»

Tabmuma 1

XapakTepUCTUKH peareHTOB

®opmMa BBHIITyCKa

NMMYHOCOPOSHT - HOJHUCTHPOJIOBBIA Pa3OOpHBIA 96-ITyHOUYHBIN IUIAHIIET C

IpO3pauHbIMHA  OECIBETHBIMH  JIyHKaMH, B  KOTOPHIX  COpOMpOBaHEI 1 raxgmier
peKOMOMHAHTHEIE SICpHbIC aHTUIeHBl BUpyca DminTeina-bapp.

Konsrorat (koHmeHTpar X 21) — MOHOKJIOHAIBHBIE AHTUTENA MEIIMHA IIPOTHB
uMMyHODITOOYIMHA G YesloBeKa, MEYEHHBIEC IEPOKCHUIa301 XpeHa. 1 pmakon
ITpo3paynas WM ClIerKa omnalecnupyromas, OecIBETHAs HIH CBETIO-KEITOIO 1,0 M
1[BETA )KUJIKOCTD.

K+ (KOHTpOJBHBIA TOMOKUTENBHBIM 00pa3en) - CHIBOPOTKA KPOBH YEIIOBEKA,

cozmepxkainas anTuTena kiacca 1gG Kk saepHOMy aHTHIeHy BHpyca OIIITeHHa-

Bapp, ne comepxarnas HBsAg, anturena k BUU-1,2 u Bupycy rematura C, 1 ¢pnakon
WHAKTABHPOBAaHHAS. 1,5 mn
IIpospaynass WM CJleTKa ONAJeCHUpPYIOmas MAaJdHOBO-KPACHOIO IBETa

HKAJKOCTD. -

K- (KOHTpOJIbHBIN OTpHIATENBHEIN 00pa3el) - CHIBOPOTKA KPOBHU YEJIOBEKA, HE

coepskamas agTuTeNa kinacca [gG K smepHOMY aHTHI€HY BHpyca OIIITelHa- 1 hraxon
Bapp, He comepxamas HBsAg, anturena k BUU-1,2 u Bupycy remarura C, 30w
WHAKTHBHAPOBAaHHAS. ’
ITpo3payHas WM CJIeTKa ONAJICCIMPYIOIIAsl 3€JIEHOTO IIBETA KUIKOCTD.

PPK - pacTBOp AJI pa3BeieHUsI KOHBIOTATA. 1 draxoH
[Tpo3paunas Uy cjaerka onajiecUupyroIas JKEITOro IBETa XKUIKOCTS. 13,5 Mt
BP - 6110k pacTBOp - [T pa3BeIeHNUS HCCIIEIyEMBIX 00pa3IoB. | daxon
[Ipospaunass Wik cJerka omnajecnupyiomas CHHE-(QHOJETOBOIO IBETA 12.5 v
KUJIKOCTB. ’

TP - mpOMBIBOYHBIN PacTBOP (KOHIEHTPAT X 25).

IIpo3paunas wiM clierka onajecuupyromas OecBETHAS UM CBETIO-XKEITOrO 1 ¢rakon
BeTa JKHOKOCTh, JONYCTAMO  oOpa3oBaHME  OCaJKa,  IIOJHOCTBIO 50,0 mn
pacTBopsirorierocs npu temmepatype ot 35 10 39 °C u BCTpIXUBAHUM.

Cb - cyOcrparuslii OyQepHBI pacTBOp, COAEPIKAIWNA JIMMOHHYIO KHCJIOTY, | draxon
areTaT HaTPHs, PaCTBOP IEPEKUCH BOJOPOIA. 15.0 s
[Ipo3pagnas OecrBeTHAs KUAKOCTD. ’
TMB - pactBOD, coaepammii 3,3',5,5'- TeTpaMeTHIOEH3UAMHACTUIPOXIIOPHL. 1 paxon
ITpo3paunas GecliBeTHAs XKHUIAKOCTE. 1,5 M
CTOII-peareuT - pacTBOP CepHOM KUCTOTHI 0,75 MOJB/IL. 1 pnakon
IIpo3paunas GecuBeTHAs )KAIKOCTE. 25,0 mn

PearedTHl MOMEINAIOT B KOPOOKY KapTOHHYIO, Ky/d BKIa(BIBAIOT HHCTPYKIUIO ITO IPAMEHEHHIO.




Kpreiliika K TONHCTHPOJIOBBIM  96-IyHOUYHBIM IUIAHIIETaM WJIA 1 mT.
JlomonamTeNbHO | 3alMTHAs mueHka 11 MDA mianmeroB 2 IT.
HaOop moxeT | OJHOpa30Bble HAKOHECIHHUKHI 16 mmT.
OBITH ITnacTrkoBas BAaHHOYKA JUIA )KUIKHX PEarcHTOB 2 mrT.
YKOMIUIEKTOBaH | [ToMU3TUIIEHOBBIN MakeT ¢ 3aMKkoM Zip-Lock umm miacTukosas 1 mr
CKpeInKa

III. MEPBI HIPEAJOCTOPOXHOCTH

JTOCTOBEPHOCTh Pe3yJbTAaTOB 3aBUCHT OT IIPABMIILHOIO BBIMOJHEHHS CICAYIOMUX IIPaBHI
1a00paTOPHON IPaKTHKU:

e Tlocranoky MDA crenyeT MpoBOIUTE B IOMEIIEHHH ¢ TeMIepaTypoi ot 18 mo 24 °C.

e  Henp3s HCIIONB30BATH PEATCHTH W3 HAOOPOB PAa3HBIX CEPHI.

e  Henp3s MCIONIB30BATh PEATreHTHI MTOCTIC UCTEUEHNUS CPOKA FOHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

e Ilepex MCIONBE30BAHMEM BCE PeareHTH Habopa BBIIEPKATH IpH Temmeparype oT 18 mo 24 °C B
teuerue 30 MuH.

e  PacTBOpEI TOTOBHUTH OCTOPOXKHO, HCKIIFOUAst Kakoe-mubo 3arps3HeHue.

e Hemb3s OpoBoAuTH (EPMEHTHYIO PEAKIMIO B IPUCYTCTBHM PEAKTUBHBIX NMApOB (KHCIIOTA,
€109, AIBIETUIB) WK BTN, KOTOPHIE MOTYT HOBIIMATH Ha aKTHBHOCTh KOHBIOTATOB.

e JlaboparopHas TOCyAa JOJDKHA OBITH TIIATEIBHO IPOMBITA; HPEAIOYTHTEIFHO MPUMEHECHHE
MaTEPHAJIOB OJTHOPA30BOr0 UCIIOIBb30BAHUS.

e Tlepen MCIONB30BAHMEM IUIACTHKOBBIC BAHHOUKK I JKUIKMX PEarcHTOB OIOJOCHYTh BOZOM
JVMCTH/UTMPOBAHHON. MHOTOpa30Bble BAaHHOYKM JUIi aBTOMAaTHYECKUX aHAIM3aTOPOB He06X0IIMO
cpasy Iocie paGoTHI ONOJOCHYTH BOIOH MUCTHIIMPOBaHHOM. 3areM mpombith 70 % pacTBOpOM
STUIOBOTO CIIAPTA W CHOBA OTIOJIOCHYTH BOJOW AUCTHIUIMPOBAHHOM.

e  VMMYHOCOPOEHT JOIYyCKAETCS XPaHUTh B MPOMEXYTKAX MEXIY OTACIbHBIME OIEpallsiMK HE
6onee 10 MuH (HEIb3s JOMYCKATh BHICHIXaHUS JIYHOK ILIAHIIETA).

e  depMeHTHas peakims 0co00 TyBCTBHTEIbHA K MOHAM MeTailioB. Henb3s noimyckaTh KOHTaKTa
METaJUTMIECKMX HPEMETOB C PACTBOPAMHU KOHBIOTaTOB UM CyOCTpaTa.

e  Heo0X0OMMO HCIOJIB30BATh YACTHIM HAKOHEUHHK JUIS KXIOT0 00pa3na Wik peareHTa.

e IlpoMbIBKa IJIYHOK - BXHBIA OSTalm B [JaHHOM IpomeAype: HEOOXOIMMO COOMIOATH
PEKOMEHIOBAHHOE KOJMYECTBO IMKIOB IPOMBIBKA M yOEmUThCA, 9TO JIYHKH HOIHOCTBIO
3aIIONIHAIOTCS, He JOIyCKaTh OCTaTKa >KWIKOCTH B JIyHKaX IOCIE€ NIPOMBIBKM. HempaBHIBHO
IIPOBEICHHBIN 3Tall TPOMBIBKI MOXKET IIPUBECTH K HETOYHBIM PE3yIbTaTaM.

e  Henp3s UCIONB30BATh OJHY K TY K€ €eMKOCTB JJI IIPUTOTOBJIEHUS KOHBIOraTa i paCTBOPOB.

e  Heo6Xx0auMO MCIOIB30BaTh TOILKO BATHIAPOBAHHEIE TUIETKH U 000PYI0BaHNUE.

e  Henb3sg U3MEHATH MIPOLEAYPY IPOBEACHNS aHAIN3A.

e  Heup3ss moaBepraTh peareHTH BO3/EHCTBAIO BHICOKOM TEMIIEPATYPhl MM MPSMOTO COHEIHOTO
CBeTa.

IV. MHCTPYKIIUMU 11O BE3OITACHOCTH

e Bce pearenTs Habopa mpeTHA3HAUESHH A7 1a00paTOPHOM THATHOCTUKH.

e CpBOpoTK: (ITa3MBI) KPOBH YeNOBEKA, HCIOJIb3YeMble HpH Ipuroropnennd K- Obuim
IIPOTECTHPOBAHBI U OpeJeNCHB HEPEaKTUBHEIMU B OTHOIIEHWH aHTHTEN Kiacca IgG k smepHOMY
antureny (NA) BEpyca DmmreiiHa-Bapp, HOBEPXHOCTHOTO aHTUI€Ha BUpyCa remaruta B, aHTHTEN K
Bupycy remaruta C u BUpycy uMMyHoepumuTa genoseka BUY-1,2.

e CuBopoTkM (IUIa3MBI) KPOBH 4YEJIOBEKA, HCIIONB3YeMbI€ IPH IPUTOTOBICHUH K+ O6num
IIPOTECTHPOBAHEI ¥ OIpPEENeHE HEPEAKTUBHBIMA B OTHOIICHHM IIOBEPXHOCTHOTO aHTHICHA BHpPYCa
rematuta B, anTuTen k BUU-1,2 u k Bupycy renatuta C.

e B moMemeHAN ¢ MMMYHOJMATHOCTHYECKHMHA MaTepHanaMil Hellb3s YIOTPEOISTh MUY, IUTh,
KYPHTh, IPUMEHSITh KOCMETHKY.




e Henp3s numeTHpoBaTh PTOM.

e Ilpu pabore ¢ WCCIeAyeMBIMA 00pasmaMu HEOOXOAMMO OOpaIarhes Kak ¢ MOTCHIMATBHO
OIACHBLIMH MaTepvajiaMid, T.K. HU OJWH H3BECTHHIM METOJ TECTHPOBAHMS HE MOXET IapaHTHPOBATH
OTCYTCTBHUE MH(EKIIUOHHBIX areHTOB.

e TIIpu pabore ¢ MmOOBHM 060pyIOBaHAEM, KOTOPOES KOHTAKTUPYET ¢ HCCIENyeMbIME 00pasaMu
HEOOXOAMMO 00pAIAThCs KaK ¢ NOTEHIUAIFHO ONACHBIMA MaTePHaIaMH.

e Ilpu pabote c HAGOPOM PEATEHTOB M UCCIENYEMBIME 00pa3laMi HEOOXOIUMO HCIIONb30BATh
CIIell. OEK/IY M OJHOPA30BEIE IIEPUATKH, TIIATEIFHO IIPOMBIBATE PYKH IIOCIE PAOOTHI ¢ HUMH.

e Heobxoammo m30erath pacIUIECKUBaHUS OOpPa3lOB HJIX PACTBOPOB, COAEPXKAMMX OOPasIIbL.
IIpu pacIIeCKUBaHUU HEMEUICHHO [€3aKTHBUPOBATH ITOBEPXHOCTH 3 % pacTBOPOM XjIopamuHa b.

e Heob6xogumo m3berars koHTakTa cyocrparHoro Oydepa, TMB, crom-peareHTa ¢ KOXed u
CJIM3UCTHIMU.

e Tlocme mpoBeneHHs (epMEHTHOM  pPEaKUWH  HEOOXOAUMO  HEHTpanu3oBaTh  W/WIIK
aBTOKJIABHPOBATh PACTBOPHI, OTXO/b M JIFOOBIC XKUAKOCTH, CoAepiKamue Guonornieckne oopasusl
10 cbpoca B KaHamm3amuio. TBepAble OTXOABl (MCIIOIB30BAaHHEIE IUIAHIIETHl, HAKOHCYHUKH K
mosatopaM, (IAKOHEI, JabopaTopHas MOCYAa, OXHOPA3OBBHIE II€pYATKH M T.J.) JOIDKHBL OBITH
obe33apakeHsl IOrPyKeHHeM B 6 % pacTBop mepekucu Bogoposa ¢ 0,5 % CHHTeTHYECKOTO MOIOMIETo
cpezicTBa Wik B 3 % pacTBop XJopamusa b. JmnTensHOCTE Ae3aKkTHBaMU — He MeHee 1 4. JlomycTimMo
HIPUMEHEHUE JPYTOr0 Pa3pelIeHHOro K IIPUMEHEHHIO J€3. CpeAcTBa. TBEPABIC OTXO/IBI TAKKE CIEAYET
06e3BpeKUBATh aBTOKJIABMPOBAHMEM B TedeHME daca Hpm Temmeparype oT 124 go 128 °C mox
nasmemmem 1,5 kDc/em® (0,15 MIla). JKuakme oTXOmbl (MPOMBIBOYHBIE BOIBI) — CIEAYET
o0e33apaxuBaTh J00ABICHAEM CYXOro XjopaMuHa b u3 pacdera 30 r/n (AIMTEIBHOCTD /1e3aKTHBAIIUY
— He MeHee 2 4) WM KWISJeHHeM B TeueHue 30 MUH, WIM aBTOKJIABUPOBAHUEM B TedYeHME 1 9 mMOJ
nasnenuem 1,5 xI'c/em” (0,15 MIla) mpu Temmepatype oT 124 mo 128 °C. VIHCTpyMEHTH 1
000py/I0BaHuUE 10 ¥ TOCTIe paboThl HEOOX0AUMO IpoTUpaTh 2 paza 70 % STUIOBEIM CIUPTOM.

. Xi  Hekoropsle pearentsl comepxkar 0,05 % Ipoxnua 300. [poxma 300 0,05 % -
pazpakaromee BEMecTBO. MOXeT BHI3BATh CEHCHOMIM3ANMIO TP KOHTaKTe ¢ Koxxel. ITpu xoHTakTe

¢ KOXKeEH IIPOMBITH 00J1aCTh KOHTaKTa 00JIbIKNM KOJIMYECTBOM MBIJIA W BOOHI.

V. HEOBXOJUMBIE MATEPHUAJIBI 1 OBOPYIOBAHUE, HE IIOCTABJISAEMBIE C
HABOPOM PEATEHTOB

e Boga nqucTunnupoBaHHAas.

e ABTOMAaTHYCCKHME WJIA [IOJYyaBTOMAaTUYECKHE, PpEryIHPYyEeMBIC MM IPEABAPUTEIHLHO
yCTaHABJIMBAEMBIE OJHOKAHAIBHBIE MM MHOTOKAHAIBHEIE ITHIICTKA C M3MEHAEMBIM 00BEMOM
JUISL 0TOOpa KUAKOCTEM.

OHOPa30BbIe HAKOHEYHUKH K ITAIIETKAM.

Huxy6arop mukporuanmetssii (37,0 + 0,5) °C.

ABTOMaTUYECKWI MUKPOIUIAHINETHEIN BOIIED.

I'panyupoBanusre muaEAPEL: 25 M1, 100 mir, 1000 mur.

MHUKpOIUIAHIIETHEIA PUEP ¢ BO3MOXKHOCTBIO M3MepeHHs onTudeckoi maotHoctr (OI) mpu
¢dbuapTpax 450 HM 1 620-680 M.

VI.OTBOP U NIOAI'OTOBKA OBPA3IIOB

JIns HCKITIOUEHHS JIOKHBIX pPE3YJIbTATOB HENb3s MOABEPraTh HCCIeNyeMble 00pasisl
TEPMOMHAKTHBHPOBAHUIO, HEOOXOIUMO OTOMPATh M XPAaHUTh WX B YCIOBUSIX, IPEJOTBPAMAOMIMX
GaxTepuanbHbI pocT. Kaxasiii o6pasen CHIBOPOTKH CleAyeT OTOMpaTh HOBEIM HAKOHETHHKOM!
OToGpanHEle 00pa3sIBl XpaHUTh He Gonee 3-x cyTok mpu Temmeparype orT 2 jgo 8 °C. bomee
JUIATEIbHOe XpaHEeHHe JONyCTHMO Ipu TeMieparype He Beime munyc 20 °C (0Opasust MOryT
OJBEPTaThCs 3aMOPAKMBAHMIO W OTTaUBaHHIO He Gomee 1 pasa). OOpasmel ¢ BBIPAXKCHHBIM
GaKTepHalbHLIM DPOCTOM, TEMONM30M M THIEPIHIHAEMHEH MOTYT JaTh HEMpPaBUIbHBIN
pesynprar. OO6pasibl CHIBOPOTKH (ILIa3Mbl) KPOBH, COJEpXKaMUe arperathl WA OCaloK,
HEOOXOAMMO «OCBETJIATH) HEHTPUGYTHPOBAHUEM.
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VII. IMOAI'OTOBKA PEATEHTOB

=

PearenTsl, roT0OBbI¢ K NIPHUMEHEHHIO:

K- - KOHTPONBHBIN OTPUIIATENIHHEIN 00pasel;

K+ - KOHTPOJIBHBIIN TIOJIOKUTEIBHBIA 00paselr;

PPK - pactBOp [ pa3BeeHUs KOHBIOIaTa,

BP - 6I0KMpYIOMMEA pacTBOP sl pa3BeIeHHs HCCIEAYEMBIX 00pa3IioB;
Cron-pearenr.

2. PearenTnl, Tpedyromue npeBapuTeIbHOI0 NPUroTOBJIECHAS

HmvmynocopOent. Kaxaplli Ianmer, COCTOANMA U3 12 CTPHIIOB, yHakoBaH B (ONBIMPOBAHHBIN
maKeT. BCKPHITh (DONBIMPOBAHHBIA [AKET W BHIHYTH IUIAHIIET. B3iTh HEOOXOOMMOE KOJIMYECTBO
cTpunos. Hercons30BanHbIe CTPUIBL Ge3 PaMKH IIOMECTUTH 06paTHO B (OBIUPOBAHHEBIA [TaKeT (He
yajss CHIMKAreisb!) W THIATEIBHO TepMETH3HpOBaTh. [l 5TOro NMOMECTHUTH BCKPHITHIH IIAKET C
VMMYHOCOPOEHTOM B TOJIMITHJICHOBBIA I[akeT ¢ 3aMKoM Zip-Lock mmm kpaét (onsruposaHHOro
IaKeTa CBEPHYTH 2-3 pasa W 3aKpENuTh, HajleB CBEPXY CKpENKy s $oIbrupoBaHHoro maxeta. Ilocie
BCKPHITHS TIAKeTa AMMYHOCOPOEHT CTabHIIeH B TeueHne 6 Mec. IIpu Temneparype ot 2 1o 8 °C.

Pa6ounii npombiBounstii pacteop (IIP). Conepxxnmoe ¢irakoHa ¢ KOHIEHTPATOM (KOHIIEHTpAT X 25)
HPOMBIBOYHOTO pacTBOPa TINATENbHO IepeMemars. JIId IPUrOTOBIEHUsS PabodYero MpOMBIBOYHOTO
pacTBOpa HeoOXOAMMBIH 06beM KOHIEHTPaTa MPOMEIBOYHOTO PacTBOpa pa3sBeCTH COOTBETCTBYIOMIMM
00BEMOM BOJBI JUCTHUIMPOBAHHOM (cM. Tabus. 2). ITosyueHHBI pacTBOP THIATEIHHO MEPEMEIIATH.
IIpuroToBIeHHBIM pabourii IPOMBIBOYHBIA PACTBOP XPaHHTh B YHCTOU IUIOTHO 3aKPBHITOH €MKOCTH B
TeueHue 14 cyrok mpm temmeparype ot 18 g0 24 °C.

PaGoumii pacTeop Komblorata. Heobxomumoe koimmdectBo PPK mepeHecTd B 9HMCTHIA (1akoH,
JI00aBHUTH COOTBETCTBYIONIEE KOJIMYECTBO KOHIIEHTpaTa KOHbIOraTa (KOHIeHTpaT X 21) (cM. Tabmn. 2) u
OCTOPOJKHO IEPEMEIIaTh, He JOMYCKas BCIICHUBAHMS (MHTCHCHBHOE EPEMEIIMBAHNAE HE PUMEHSTH!).
Xpanuts He Gojlee 6 4aCOB B 3AIAIICHHOM OT CBETA MecTe IIpu Temieparype ot 18 mo 24 °C.

Cy6crparnas cmech (CC). Passectn neoOxommmeiit 00beM TMB cootBerctByIomuM oobemom Chb
(cM. Tabn. 2). TmarensHO mepememiars 4O MOMHOTO pacTBopeHms. CyGCTpaTHyrO cMech FOTOBHUTH
mepes1 UCTOIF30BaHIeM. XPaHSHHIO HE OIEKHUT.
CyGcTparHasi cMech J0JLKHA OBITH OeclBeTHON!

3. XpaHeHHEe HEHCNOIb30BAHHBIX PEAr¢HTOB.

[Toce BckphITHS (IIAKOHOB M IIAKETa C HMMyHocop6eHT0M OCTaBIIMECS HE HCIIOJIb30BAHHBIMU
peareHTH: KOHBIOTAT (KOHmeHTpar X 21), KOHTPONBHBEIA TONOXKHTENbHEIA oOpasern (K+t),
KOHTPONGHBINA oTpunatenbubii obpasen (K-), PPK, BP, IIP (konmentpar x 25), Cb, TMb, crom-
peareHT XpaHuTh BO (JIaKoHaX, 3aKPHITHIX BUHTOBEIMH KPBIIIKAMH, Ha MPOTSHKEHHH CPOKA TOJHOCTH
TECT-CHCTEMBI TIpH Temmeparype oT 2 mo 8 °C, MMMyHOCOPOEHT MOCie BCKPBITHS IAKETa MOXHO
XpaHUTE B Teuenue 6 mMec. pu Temuepatype ot 2 o 8 °C.

VIIL INPOBEJAEHUE AHAJIN3A
Ipumeuanne: [lepen HCHOIB30BAHAEM BCe PeareHTHl HaG0pa BHIACPKATE B TeueHHe 30 Mmun

npu Temueparype ot 18 10 24 °C.
Heob6xomumMple 00BEMBI PEAreHTOB B 3aBHCHMOCTH OT KOJMYECTBA HCIIONB3YEMBIX CTPHUIIOB WM

IUTAHIIETA IPEeACTABICHEI B Ta0mIe 2.



Tabauma 2
Pacxox peareHToB HA00pa B 3aBUCHMOCTH 0T KOJIHYECTBA HCIOJIb3yEMBIX CTPHIIOB

KosmuectBo | PaGoumii npoMBIBOYHBIH pacTBOp Pa0ounii pacrBop CC
HCIOJIB3YE€MBIX 1P) KOHBIOraTa
CTPUIIOB I1P Bona Kownrsrorat PPK Cb T™b
(xoHI. X 25) (M) JTUACTUILIN (xomt. x 21) (M) (M) (M)
- 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 UCTIONB30BaHUEM IDIAHIIET MPOMBITH 2 pasa padounm I[IP: ocTopoxHO BHecTH pabounii
1P B TyHKH IIJIaHIIETA ¢ TIOMOINBIO IIPOMBIBOYHOTO YCTpoHcTBa 10 KpaéB JIyHOK (He MeHee 380 MK B
JIYHKY), BeIepkaTh 40 ¢, 3aTeM yAaJIuTh TPOMBIBOYHBIN PacTBOP B EMKOCTH C NE3MH(DUIUPYIOMUM
pacTBOpOM. PekxomeH/yeTcsl HMCIONB30BaHWE ABTOMATHMYECKOIO MHKPOILIAHIIETHOIO BOIIEpA.
Henocrarounas mpoMbIBKa MOYKET HEOIArOMIPUATHO MOBIUATH Ha TOYHOCTH aHAIIN3A.

2. KoHTpoibHBIE 00pa3ibl pPEeKOMEHAyeTcs BHOCHTh IO CIEAYIOIIEH CXeMe B 3aBUCHMOCTH OT
KOJITYECTBA UCTIOJIE3YEMBIX CTPHIIOB:

1 cTpum - 1 myrka - 100 mxn K+, 2 mysku o 100 mxn K-;
2 ctpuma - 2 myaku o 100 mx1 K+, 2 myaxu o 100 mxn K-;
3 ctpuna u 6onee - 2 myrku 1o 100 mxi K+, 3 myraxu o 100 mxo1 K-.

B nyHkm crpumna, Hanpumep, A-1 u B-1 Brectn no 100 mxn K+, B 3 nynku C-1, D-1, E-1 - mo 100
Mk K-. B octanmsable IyHKH UMMYHOCOpOEHTa BHecTH 1o 90 MKII 6510K-pacTBOpa, 3aTeM 1o 10 MK
00pa3IoB HCCIEAYEMBIX CRIBOPOTOK (pa3BeAeHUE CBIBOPOTOK 1:10).

3. CopepxuMo€ IYHOK TINATENHHO IIEpEeMEIaTh OCTOPOXXKHBIM IHUIETHPOBAHUEM, IIPA 3TOM
($rOIIeTOBO-CHHUI I[BET JOJDKEH M3MEHUTHCS Ha TojyOoBaro-3eieHbl. Ecnu m3MeHeHme nsera He
MIPOM30MLI0, 3HAYXT, CHIBOPOTKA He BHeceHa. CTPHUIIBI 3aKPHITh KPHIIIKOW WM 3alIATHON IIJIEHKOW K
BeIepkatTh 30 muH npu temiepatrype (37,0 + 0,5) °C.

4. ConepkuMO€ JIyHOK aKKypaTHO YJaIUTh B €MKOCTB C JI€3. paCTBOPOM, ¢ IIOMOIILIO HpOMmBquoro
YCTpOMCTBa, IUIaHINET IPOMHEITh 4 pasa paboumm [IP, ucnoms3ys aBTOMaTWYeCKHil MMKPOILIAHIIETHEINA
BOITIEP, KaK yKa3aHo B 1 1.

5. Bo Bce JIyHKHM OTMBITOTO IUTaHIIeTa BHecTH 1Mo 100 MKy pabodero pactBopa Konbrorara. Ilnammrer
3aKpPBITh KPBIIIKON WM 3alUTHONM IUIEHKOM M BhUIEpKaTh B TedeHuWe 30 MMH Ipd TeMIepaType
(37,0+0.5) °C.

6. ComepxuMoe JIYHOK aKKypaTHO YIAJIMTh B €MKOCTB C JI€3. PACTBOPOM, € IIOMOIIBIO TIPOMBIBOTHOTO
YCTPOMCTBA, TUIAHINET MPOMBITH 4 pasa pabouum IIP, ncronk3ys aBTOMATHYECKHMI MHKPOILUIAHIIICTHBIA
BOILIEP, KaK yKa3aHO BII 1.

7. Bo Bce IyHKM OTMBITOrO Iiamrera Baects mo 100 Mxi1 CC ¥ IUTaHINeT BBAEPKATh B TeueHHe 20 MUH
B 3AIIUINEHHOM OT CBETa MecTe IpH TemriepaType ot 18 no 24 °C.

8. Peakiiio OCTAHOBHUTH J00ABJIEHHEM BO BCe JIyHKH IUIAHIIETa 0 50 MKJ CTOI-peareHTa 1 depes 3-4
MUHYTHI IPOBECTH YU€T Pe3y/IbTaToB IpH OCHOBHOM ¢mibTpe 450 HM 1 pedepenc-prmbtpe 620-680 HM,
ACIONE3YS pujep. JIOMyCTiM yUeT pe3yIbTaToB IIPH OJHOM JTHiHe BOJIHE 450 HM.




X. VUET PE3YJIBTATOB

Peakuuro clieIyeT YUHTHIBATh, €CIIM CpejiHre 3HaueHus ontuyeckoi miotHocTd (OIT) B mynkax ¢ K+ He
mmwke 0,6, a cpennee 3aaueHune K- ve 6omnee 0,170.

[ToIoKuTEIBHBIM CYATATh 00paser co 3HadeHreM OlIl paBHBIM nm npespnnaromum OIT kpuTrdeckoe
(OII xpwr).

OtpunarenbHBIM cuuTath 00pazer] co 3HaueHueM Ol meree OlI kpur.

OITkpuT. paccuuTHIBATE 110 hopMyIIe:

Ollkpur. = cp.3npayq. OII (K-) + A,

rae A — K03(UIMEHT, OTPEAe/ISIEMbI METOIOM CTATUCTHIECKOH 0OpabOTKU Pe3yabTaToOB HOCTAHOBKH
VDA Ha npeanipusaTiHI-U3roTOBUTENE.

HHTepnpeTanus pe3yibTATOB
Pe3ysbTaTsl MOCTAHOBKH TECT-CHCTEMBI OIEHMBAIOT € MOMOIIBI0 TaOmuuel 3. OxHako st 6onee TOYHOH
TIOCTAHOBKH JTAarHO3a HEOOXOIMMO TakKe PYKOBOACTBOBATHCS KIIMHIIECKAMY JaHHBIMH.

Tabnwma 3
HNuaTepnperanus pe3y/bTATOB IOCTAHOBKH TE€CT-CHCTEMBbI
HuskoaBuanbie VCA- VCA- NA-
A ; EA-IgG
aHTHTEJIA IgG IgM IgG
HNaky6annoHHbBIH IEPHO HIIH
OTCYTCTBHE HH(PHIIUPOBAHHSA
HepBuunas uHpeKUHsI + + +/— - -
OcTtpas neppruHast nHpexuA + + + +
(madeKIUOHHBIH MOHOHYK1€03)
IHo3aHsis nepBAYHAS MH}peKIUS + - + +/
B _— —
P (£0.3)

ATHnuaHAS nepBUYHAS HHPEKIHAA - + + - -
Xponnyeckasi nHGpexnus - + +/— + -
Pannss nacr-undgexnus + + +

(peKOHBAJICHCICHIINS)
IMozansasa nacr-uadexnusa
(1arenTHas mH(eKIUs + +
Y KJIHHAYECKH 310POBBIX JIIO/CH)
PeaxTuBamust - + + + +

* y nereit 1o 7-8- net IgG x VCA MoryT He BBIABIIATHCS

XI. CPOK I'OJHOCTH. YCJIOBUSA XPAHEHUS U TPAHCIIOPTUPOBAHUS
Cpoxk rojiHoCTH - 24 Mecsma. Habop ¢ HCTEKIIM CPOKOM IOAHOCTH MCTIONH30BAHUIO HE TIOUICHKHT.
XpaHeHHE - B CyXOM, 3aIIUIICHHOM OT CBETa MecTe IpH TeMIepatype ot 2 1o 8 °C.
TpancrnopTapoBanue - npu Temiieparype ot 2 10 8 °C. Jlomycrumo Tparcmopruposanue ot 9 no 20 °C
He 6oiee 10 CyToK. 3aMOpaKUBaHKE HE OIYCKACTCSL.




Pexnamaii Ha criermudaeckue U Gu3mdeckie cBOHCTBA HAOOpa HANPABILTh B aJpeC IPeIpUSTHS-
usrorosutens - OO0 «Hay4HO-IpOU3BOACTBEHHOE OOBEIUHEHUE «JIMarHOCTUYECKHE CHCTEMBI»
Poccus, 603093, r. Hwxauit HoBropon, yiu. SIomonesas, 1. 22, ten./daxc: (831) 434-86-83 umu ten.:
(831) 434-97-12. E-mail: info@npods.nnov.ru, www.npods.ru.

XI. OFbSICHEHHME CHMBOJIOB HA BHYTPEHHE YITAKOBKE

c € EC Mapkuposka (EBponeiickas qupexktuBa 98/79/CE 1o in vitro
JrarHocTadeckuM MY)

VD Tonbko Ay 1abopaTopHOro UCIOIB30BaHus (in vitro diagnostic)
LOT Howmep naptuu (cepun)

+8°C
e )i/ TeMmeparypHbie IpeaeiIsl XpaHEHUSE

CpoOK roTHOCTH roj1/MecsIl/nata

CoztepuT pa3apaxkaroliee BEMecTBO

JIApeKTOp N0 NPOU3BOACTBY
000 «Hay4yHo-npoH3BOACTBEHHOE 00bEAHHCHHE

«/laarnocTaYecKHAE CHCTEMBD) B.K. IIumenos

COI';TACOBAHO
3aB.kadenpoil KINHAIECKO
JadopaTopHOii AUATHOCTHK
roy amno «PMAIIO Poc3jip:
A.M.H, Ipodeccop ’
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