HAYY4HO-NMPOMW3BOACTBEHHOE OBBEAOWHEHMWE

REF

W OUATHOCTUYECKUE CUCTEMBbI

H-354 W 9

NHCTPYKIOUA
10 NPUMEHEHHNI0 HA0OPA peareHToB
«1C-UPA-AHTU-BIB-EA-G»

TecT-cucrema nmmyHogepMeHTHAS
1J151 BbISIBJIEHUS1 aHTUTeN Kiaacca IgG
K panHeMy aHTureny (EA) Bupyca dmureitna-bapp,
HA0Op IMATHOCTHYECKU I

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



Conep:xkanue

|, HABHAUSCHIEE ..ottt 3
] I O o o v 1 33 2 10T ) o - SRR TSR 3
[1]. MepBI IPEIOCTOPOIKHOCTH «.uvvvrrreesisirrereesssnsssseessssssssseessssassssseessssnssseesessnnnns 4
V. VHCTPYKIIHH TTO OC30TTACHOCTH «.vvvvveeisrrreesssrensssssnessssssssessssssessssssessssssnnessnssens 5

V. Heo0xonumbie Matepuanbl U 000pyAOBaHUE, HE MOCTABIISIEMbIE ¢ HAOOpOM

LT e) N0 ) SRR 6
V1. OTOOP ¥ MOATOTOBKA OOPABIIOB ..uvvvvressrvreesssrreesssrenesssssessssssnssssssssssssssensssnes 7
V1. TTOITOTOBKA PEATECHTOB ....vvvvvreessssrrreeeesssssrneeeessssssessssssssssseesssssssssssesssnnssseesesns 7
VIIILIIPOBEIECHUE QHATMBA....cuvvvreeeesiuirreesessssssseeeessssssesessssssssseessssssssssessssnssseeesens 8
[X. VUET PEIYIIBTATOB ....eeeiiiiieeiiiiiesstieeesaiteeeestteee s stne e e s ssbe e e e snbe e e s anbeeessnnneeesneeas 9
X. Cpok rogHOCTH. Y CIOBUS XPAHEHUS U TPAHCIIOPTUPOBAHHUS.......eeeernvverennne 11
XI. O0bsicHEHME CUMBOJIOB HA BHYTPEHHEN YIAKOBKE .......vvieeiurieeesireeeesnreeennnns 11

2

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



Ha0op peareHTOB BhINyCKAETCS B 0JJTHOM KOMILJIEKTeE:

HabGop paccuuran Ha mnpoBeaeHue 96 (8 x 12) omnpexneneHuid, BKIrOYas
KOHTPOJIbHBIC, TIPEHA3HAYECH I PYYHOM TIIOCTAHOBKH C BO3MOXKHOCTBHIO
JIpOOHOT0 MCIOJIb30BaHUs HAbopaA.

. HA3HAYEHHUE

HabGop pearentoB «JIC-UDA-AHTU-BOB-EA-G» —  Tect-cucteMa
UMMyHO(EpMEHTHAs ISl BBISIBICHUS aHTHTEeN Kiacca IgG x paHHeMy aHTHUTEHY
(EA) Bupyca DmnmreitHa-bapp B chIBOpoTKe (IJa3Me) KPOBH YEJIOBEKA C IICIIBIO
criennpUIeCKON JUarHOCTUKY WH(EKITHH.

II. COCTAB HABOPA «1C-UPA-AHTU-BIB-EA-G»

Tabmuma 1
dopma
XapaKTepUCTUKU PEAreHTOB
BBITTyCKa
NMMYHOCOPOEHT — TOJMMCTUPOJIOBBIN pa3OopHBI  96-TyHOUHBIN
IJIAHIIET C MPO3payHBIMU OECIBETHBIMU JIYHKaMH, B KOTOPBIX 1 [UIAHLeT
copOMpOBaHbl ~ PEKOMOWHAHTHBIE pPAHHUE AHTUTEHBI  BUpYca
OnmrerHa-bapp.
Konbtorar (koHIeHTpaT X 21) — MOHOKIOHAJbHBIC aHTHTENA
MBIIIIKM ~ TIPOTUB  UMMYyHOINIOOynnHa G 4YelloBeKa, MEYEHHBIE | dnaxon
MEPOKCUAA301 XpeHa. 10w

[Ipo3paunass wnuM cilerka onajlecuupyromas, OecuBeTHas WU
CBETJIO-XKEJITOTO IIBETA KUIKOCTb.

K+ (KOHTpOJBHBIN MOJOKUTENbHBIA 00pa3el]) — ChIBOPOTKA KPOBU
4yelioBeKa, cojepikaias aHtutena kiacca |gG x paHHeMy aHTUreHy
BUpyca OmnmreitHa-bapp, He conxepxamas HBSAQ, anrturena| 1 ¢nakon
k BUY-1,2 u Bupycy renarura C, ”THAKTUBHPOBAaHHAas. 1,5 M
[Ipo3paunas wmnm cierka omnajlecUUupyrolmas MaJIMHOBO-KPACHOTO
[BETA )KUIKOCTb.

K- (KOHTpOJIbHBI OTpULIATENbHBIA 00pasel]) — ChIBOPOTKA KPOBU
4yelioBeKa, He cojepkamas adnturena kiacca 1gG k  panHemy

aHTUTEeHY BUpyca OmmreiHa-bapp, He coxepxkamas HBsAg, : éb geﬁgH
anturena k BUY-1,2 u Bupycy renarura C, ”HAKTUBUPOBAHHAS. ’
[Tpo3paunas wim cierka onajieCuupyromnas 3€JI€HOro BETa KUJIKOCTb.

PPK - pacTBOp i1 pa3BeieHUsI KOHBIOTATA. 1 dpakon
ITpo3payHas Wi cierka onajeCuupyromas )KENTOro [BETA KUJIKOCTh. 13,5 mn
BP — 6:10K-pacTBOp - /IS pa3BeACHUS UCCIIEAYEMbIX 00pa3IloB. 1 daxon
[Ipo3paunas unu cierka onajiecuupyromias CuHe-()uoJIeTOBOro 1BETa 12.5 M1

JKUIKOCTD.
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[1P — mpoMBIBOUYHBIN pacTBOP (KOHLEHTPAT X 25).

[Ipo3paunass wiM cierka onajecuupyromnas OecluBeTHas WU I draxon
CBETJIO-KENTOTO 1BETA KUJKOCTh, JIOMYCTUMO O0Opa30BaHHUE OCAJIKa, 50.0 M1
MIOJIHOCTBIO pacTBOpstomierocs npu temneparype ot 35 g0 39 °C u ’
BCTPSIXMBAHHM.

Cb — cyOctparHblii OydepHbIi pacTBOp, COAECPKAIIUN JTUMOHHYIO I draxon
KHCJIOTY, alleTaT HaTpHsl, paCTBOP MEPEKUCH BOJOPOA. 15.0 a1
[Tpo3paunas GecrBeTHAs KUIKOCTb. ’

TMb — pacTBop, coJlep KaIumn 3,3',5,5'- 1 drakoH
TETPaMETHIIOCH3UIMHACTUAPOXIOPHUSI. [Ipo3paunas OecrBeTHast 1.5 v
YKUJIKOCTb. ’
Cromn-peareHt — pacTBOp cepHoi KUCa0ThI 0,75 MoJb/1. 1 ¢pnakon
IIpo3paunas 6ecrBeTHas KUJIKOCTb. 25,0 M

PearenTbl momemardT B KOpPOOKy KapTOHHYIO, KyJa BKJIQJIbIBAIOT
MHCTPYKILHUS 10 IPUMEHEHUIO.

Kppimika K MOJUCTHPOJIOBBIM  96-TyHOUHBIM | wr
IJIAHIIeTaM HIx
JlonoyHuTeNNbHO | 3amMTHAA 1uieHKa Juist MDA mianmeros 2 mT.
HaOop MOxeT ObITh | OHOPa30BbIE HAKOHEYHUKH 16 .
YKOMIUIEKTOBaH | [lmacTukoBasi BAHHOYKA JUIS JKUJKUX PEarcHTOB 2 miT.
[TonuaTHiieHOBBIM MakeT ¢ 3aMkoMm Zip-Lock | wr
WJIU TIJTACTUKOBAsI CKPETKa

1. MEPBI IPEJOCTOPOXHOCTHU
JIOCTOBEpPHOCTh  pE3yJbTAaTOB 3aBUCUT OT IIPABUJIIBHOIO  BBHINOJHEHUS
CJIEIYIOIIMX MPaBUJI 1a00PATOPHOU MPAKTUKHU:

e [locranoBky M®PA crnexyer nmpoBOAUTH B IOMEIICHUH C TEMIIEPATYPOU
ot 18 no 24 °C.

e Henb3s UCIONIB30BATh PEAareHThl U3 HAOOPOB Pa3HBIX CEPUI.

e Henp3s wucnonb3oBaTh peareHTbl IIOCIE€ MCTEYEHUS CpOKa T[OIHOCTH,
YKa3aHHOI'O Ha YIIAKOBKE.

e [lepen ucnosib30BaHUEM BCE PEAreHThl HA0Opa BBIAEPKATh IIPU TEMIIEPATYPE
ot 18 no 24 °C B reuenue 30 MuH.

e PacTBOpHI TOTOBUTH OCTOPOKHO, UCKIIIOYAs] KaKOe-JIN0O0 3arpsi3HEHUE.

e Henb3ss npoBOAWTH (PEPMEHTHYIO PEAKLUUIO B MPUCYTCTBUHM PEAKTUBHBIX
napoB (KUCJIOTa, LIEN0Yb, albIETUAbl) WIH MbLIM, KOTOPHIE MOTYT HMOBJIUATH Ha
AKTUBHOCTb KOHBIOTATOB.

e JlaGopaTopHas  mocyaa  JAOJMKHA  ObITh  TIIATENBHO  MPOMBITA;
IPEANOYTUTEIBHO IPUMEHEHUE MATEPUAIIOB OJTHOPA30BOTO UCITOIB30BAHUA.

e [lepen ncnonp30BaHMEM IUJIACTUKOBBIE BAHHOUKU JUIS KUJIKHUX PEArcHTOB
OIOJIOCHYTh  BOJOW JUCTWUIMPOBAHHOM. MHOropa3oBble BaHHOYKH  JUJIA
aBTOMAaTUYECKUX aHAJIM3aTOPOB HEOOXOOUMO Cpas3y Mocjie pabOThl OMOJIOCHYTh
BOJOU AUCTUINIMPOBAHHOU. 3aTeM MpoMbITh /0% pacTBOpOM 3TUIIOBOTO CUPTA U
CHOBA OIOJIOCHYTh BOJIOM JUCTUILIMPOBAHHOU.
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e lIMMyHOCOpPOEHT  JOIyCKaeTcsi XpaHUTh B  MPOMEXKYTKAX  MEXIY
OT/CNIbHBIMU onepauusiMu He Oosnee 10 MUH (HeNb3s JOMYCKaTh BBICHIXaHUS
JYHOK TUIQHIIIETA).

o @depMeHTHas peakiusi 0oco00 YyBCTBUTEIbHA K HMOHaM MeTauioB. Henbss
JOMYCKATh KOHTAKTA METAJUIMYECKUX MPEAMETOB C PACTBOPAMH KOHBIOIaTOB WJIU
cyOcTpara.

e HeoOxoauMo HMCHOJNB30BaTh YMCTHIM HAKOHEUHMK IS KaXKI0TO 00pasia
WJIU pearcHTa.

e [IpombiBKa JyHOK — BaXHBIM 3Talm B JaHHOW MpoLEaype: HEOOXOIUMO
cO0JIIOaTh PEKOMEHI0BAaHHOE KOJIMYECTBO ITUKJIOB MPOMBIBKU U yOEIUTHCS, YTO
JYHKA TIOJHOCTBIO 3alOJIHSIOTCS, HE JOMyCKaTh OCTAaTKa >KUIKOCTH B JIYHKax
nocyie npoMbIBKU. HenmpaBHIIBHO MPOBEAEHHBIN 3Tall TPOMBIBKH MOKET MPUBECTH
K HETOYHBIM PE3yJIbTaTaM.

e Henb3sd wucnonb3oBarh OJHY M Ty JKE€ E€MKOCTb JJIsi MPUTOTOBJICHUS
KOHBIOraTa U PacCTBOPOB.

e HeoOxoguMo WCHONB30BAaTh TOJBKO  BaUJUPOBAHHBIE THUIETKH U
o0opya0BaHHUE.

e Henb3sa U3MEHATH NpOLIEAYPY TPOBEICHHS aHAIN3A.

e Henb3sa moaBepraTe peareHThl BO3JCHCTBUIO BBICOKOM TEMIIEPATYphl WIIU
MPSIMOTO COJTHEYHOTO CBETA.

V. HHCTPYKIHHA IO BE3OITACHOCTHA

e Bce pearenTsl HabOpa MpeAHa3HAYEHBI AJIs1 JIA0OPATOPHON AUArHOCTUKH.

e ChrIBOpOTKH (TIa3Mbl) KPOBH UEJIOBEKA, UCIOJb3yEeMbIC MIPU MPUTOTOBJICHUU
K-, ObUIM TPOTECTUPOBAHBI U ONPE/ICICHBI HEPEAKTUBHBIMU B OTHOIIICHUW aHTUTEN
kiacca IgG k pannemy antureny (EA) Bupyca DmnmmreitHa-bapp, moBepXHOCTHOTO
aHTUIeHa BuUpyca remaruta B, antutren k Bupycy remaruta C u BUpYCY
uMMyHozAedunuTa yenoeka BUY-1,2.

e ChIBOpOTKH (TU1a3Mbl) KPOBH YEJIOBEKA, UCIIOJIb3yEMbIE TP MTPUTOTOBJIEHUU
K+, OblIM mOpOTECTUPOBAHBI M OIpEeCHbl HEPEAKTUBHBIMHU B OTHOIICHUU
MTOBEPXHOCTHOTO aHTWUTeHa Bupyca remaruta B, antuten k BUY-1,2 u x Bupycy
remartuta C.

e B nmomemeHudn ¢ UMMYHOJAMArHOCTUYECKUMU MaTepuajiaMud  HeJb3s
yHoTpeOIsATh MUY, TUTh, KYPUTh, IPUMEHSATh KOCMETHUKY.

e Henb3sa nUNeTUpoOBaTH PTOM.

e [Ipu paboTe c ucciaegyeMbIMUA 00Opa3liaMu HEOOXOAMMO OOpalllaThCsl KaK C
MOTEHIIMAIBHO OINACHBIMU MaTepuajaMH, T.K. HU OJWH W3BECTHBIH METOJI
TECTUPOBAHUS HE MOKET rapaHTUPOBATH OTCYTCTBUE MH(DEKIIMOHHBIX areHTOB.

e [Ipu pabore c mg0OBIM O0OpPYJOBaHHUEM, KOTOPOE KOHTAKTUPYET C
uccieyeMbpIMH  OoOpa3liaMi  HeoOXOJIMMO oO0pamaThCsl Kak C TOTEHIIMAIbLHO
OMacCHbIMU MaTepUaIaMH.

o [Ipu pabGore c HaOOpPOM peareHTOB U HCCIEeAyeMbIMU oOOpaslamu
HEO0OXOJUMO HUCIOJIB30BATh CHEL. OJEKIY U OJHOPA30BBIE MEPUYATKH, TIIATEIHHO
POMBIBATH PYKH IOCJE PAOOTHI C HUMHU.
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e HeoOxonmumo wu30eraTth paciyieCKUBaHWS 00pas3llOB WJIM  PacTBOPOB,
cojaepxamux oOpasipl. [lpyu pacnieckMBaHUM HEMEUIEHHO J€3UMH(UIMPOBAThH
MOBEPXHOCTh 3% pacTBOpOM XJjopamuHa b.

e HeoOxogumMo  wu30eratb  KOHTakTa cyoOctpatHoro Oydepa, TMBb,
CTON-PEAareHTa ¢ KOXKEU 1 CIU3UCTHIMU.

e [Tlocne npoBeneHus (HhepMEHTHOM peakIuyd HEOOXOIUMO HEHTpaIu30BaTh U/ WIIN
AaBTOKJIABUPOBATh PACTBOPBI, OTXOAbl WM JIIOOBIE SKUJIKOCTH, COJIEpKaIllne
Ononormueckre 00pasmpl, J0 cOpoca B KaHAIW3alMi0. TBepAble OTXOJbI
(MCTIONTb30BaHHbBIE TUIAHIIETHI, HAKOHEYHHUKHU K J103aTopaM, (riakoHbI, JabopaTopHast
MIOCY/1a, OJTHOPA30BBIC MEPUYATKU U T.J.) JOJDKHBI OBITH 00€33apakeHbl ITOTPYKEHUEM
B 6% pacTBOp nepekucu Bojopoaa ¢ 0,5% CHHTETHYECKOTO MOIOILIETO CPEACTBA MM B
3% pactBOp XsiopaMuHa b. [[muTensHOCTh ne3akTuBanuu — He MmeHee 1 4. Jlomyctumo
MIPUMEHEHHE JPYTOro pa3pelieHHOro K MPUMEHEHUIO Je3. CpecTBa. TBEPIbIE OTXOAbI
TaKkKe cJeayeT oOe3BpeXUBaTh aBTOKJIABUPOBAHMEM B TEUEHUE 4Yaca MpuU
temriepatype ot 124 no 128 °C nox naBnenuem 1,5 k[/em? (0,15 MlIla). Kuakue
OTXOJIbl (MPOMBIBOYHBIC BOJIbI) CJIEAyeT 00€33apaKuBaTh JOOABJICHUEM CYXOTO
ximopamuaa b w3 pacuera 30 1/n (MTEIRHOCTH AE3aKTHUBAIMA — HE MEHEE 2 d)
WM KUIMsiueHrneM B TeueHue 30 MUHYT, WIM aBTOKJIABUPOBAHHWEM B TeueHue 1 4
nox masnernem 1,5 [/cm’ (0,15 MIlIa) npu Temneparype ot 124 no 128 °C.
NucTpyMEeHTBI M 000pyAOBaHUE [0 M TOCTE PpabOThl HEOOXOAUMO MPOTHPAThH
2 paza 70% 3TUIOBBIM CIUPTOM.

X

o X Hekotopwsie  pearentel  comepxkar  0,05%  Ilpokmun  300.
IIpokmua 300 0,05% - pasapaxaromiee BemecTBO. MOXKET  BBI3BATH
CEHCHOMJIM3alMI0 TIpU KOHTakTe ¢ Koxkeil. [Ipu KOHTakTe ¢ KOXKEil MNpPOMBIThH
00J1acTh KOHTAKTa OOJBIINM KOJIUYECTBOM MbLIA U BOJBI.

V. HEOBXOIUMBIE MATEPHUAJIBI U OBOPYJAOBAHUE, HE
IHOCTABJISSEMBIE C HABOPOM PEAT'EHTOB

e Boja nmucTuiuiMpoBaHHAas.

e ABTOMAaTUYECKHE WM  [OJyaBTOMATUYECKHE,  pEryjJupyeMble WU
MPE/IBAPUTEIIPHO YCTAHABIUBAEMbBIE OJHOKAHAJIBHBIE MM MHOTOKaHAJIbHbBIC
MUAMNETKH ¢ U3MEHIEMBIM 00bEMOM JIJIsI 0TOOpA KUJIKOCTEH.

OnHOpa30Bbie HAKOHEUHUKH K MUMETKAM.

WNukyb6arop mukporutanmrerHeii (37,0 + 0,5) °C.

ABTOMAaTUYECKAN MUKPOILUIAHIIIETHBIA BOLIED.

['panynpoBannbie nunuaapsel: 25 mut, 100 v, 1000 mo.

MUKpONIAHIIETHBI PUAEP C BO3MOXKHOCTBIO HU3MEPEHUS OINTUYECKOU
miotHocTH (OIT) npu dpunsrpax 450 M u 620-680 HM.
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VI. OTBOP U INOAI'OTOBKA OBPA3IIOB

JIJIs MCKITIOYEHMS JIOKHBIX PE3yJbTaTOB HENb3sl IMOABEPraTh HCCICIyeMbIC
oOpasiibl TEePMOMHAKTUBHUPOBAHUIO, HEOOXOJMMO OTOMpAaTh M XPaHUTh HX B
YCIIOBUSIX, TIPEIOTBPAIIAONTUX OaKTepUaabHBIA poCcT. Kaxkapiii oOpas3er] ChIBOPOTKH
clieflyeT oTOUpaTh HOBbIM HakOHEUHUKOM! OToOpaHHbIe 00pa3libl XpaHUTH HE OoJiee
3-X cyTok npu Temmeparype ot 2 10 8 °C. bonee anmurtenbHOe XpaHEHHE TOMYCTUMO
npu Temneparype He Bblmie MuHyc 20 °C  (00pas3ipl MOTYyT TOJIBEPraThCs
3aMOpPaKMBAaHUIO M OTTauBaHUIO He Oosee 1 paza). OOpasipl C BbIpaKEHHBIM
OakTepuaibHBIM POCTOM, TE€MOJIM30M | THUIEpIUNHIAEMUeld MOTryT JaTh
HEMPaBWILHBIN pe3ynpTaT. OOpasiibl CHIBOPOTKH (TIa3Mbl) KPOBH, COICpIKAIIHE
arperatbl WM 0CaJ0K, HEOOXOIMMO «OCBETIISATEY IIEHTPU(PYTUPOBAHUEM.

VIl. HIOAT'OTOBKA PEATEHTOB

1. PeareHTbl, FOTOBbIE K IPUMEHEHHUIO:

K- — KOHTpOJIBHBIN OTPULIATENIbHBIN 00pa3el;

K+ — KOHTPOJIbHBIN NOJIOKUTENBHBIN 00pa3els;

PPK — pactBOp [U1 pa3BencHNUSI KOHBIOTaTa;

BP — Gnokupyromuit pacTBOp JjIsl pa3BEICHUS UCCIIeIyeMbIX 00pa3IioB,;
Cron-pearenr.

2. PeareHTbl, Tpedylonue NpeaBapuTeJIbHOT0 NPUTOTOBJIEHUS
NmmyHnocopOenT. Kaxaplil miaHmer, COCTOAIMNA U3 12 CTpUIIOB, yIakOBaH B
b onbrupoBaHHBI TTAKeT. BCKPBITh (DOTBIUPOBAHHBIN MAKET W BBIHYTH IUIAHIIIET.
B3ath HeoO0XoauMoe KOJHUYECTBO CTPHUIIOB. Hewncmnosib3oBaHHBIE CTpUIIBI 0€3
pPaMK{ TOMECTUTh OOpaTHO B ()OJIBIUPOBAHHBIN MAKET (HE yAasisi CUIMKAreib!) u
TIIATEJBHO TE€PMETU3UPOBaTh. JlJII 3TOr0 IOMECTUTH BCKPBITBIM ITAKET C
UMMYHOCOPOCHTOM B TOJUATHIICHOBBIH MakeT ¢ 3aMkoM Zip-Lock wmm kpaii
(OIBIrUPOBAHHOTO MMAKETA CBEPHYTH 2-3 pa3a U 3aKPENUTh, HAJIEB CBEPXY CKPENKY
st ormprupoBaHHoro maketa. Ilocrme BCKpBITUS TakeTa HMMMYHOCOPOEHT
cTabwiIeH B TeueHue 6 mec. mpu temneparype ot 2 1o 8 °C.

PaGoumnii mnpombiBouHblii  pactBOop (IIP). Conmepxumoe Quakona c¢
KOHIIEHTpaToM (KOHIIEHTpaT X 25) TPOMBIBOYHOTO pPacTBOpa TIHIATCIHHO
nepeMemiatb. J{ns  nOpurotoBiieHUsT  paboyero  MPOMBIBOYHOTO  pacTBOpa
HEOOXOJUMBIMT 00bEM  KOHIIEHTpaTa IPOMBIBOYHOIO pacTBOpa PpPa3BECTH
COOTBETCTBYIOIIUM OOBEMOM BOJBl JUCTHWUIMPOBAHHOW (cM. Tabm. 2).
[ToyueHHbIN pacTBOP TIIATENHLHO NIepeMeniaTh. Pabouunii mpoMBIBOUHBIN PacTBOD,
IIOJATOTOBJICHHBIA K MCIOJB30BAHUIO, XPAaHUTh B YUCTOM IUJIOTHO 3aKPBITOU
eMKOCTU B TeueHue 14 cytok npu temmneparype ot 18 no 24 °C.

Pabounii pactBop konbrorara. HeoOxomumoe kommuectBo PPK mepenectu B
YUCTHIN (pIaKOH, I00ABUTHh COOTBETCTBYIOIIEE KOJUYECTBO KOHIIEHTPATa KOHbIOTaTa
(xonmenTpar x 21) (cMm. Tabm. 2) U OCTOPOKHO TIepeMeliarh, HE JOMyCKas
BCIICHUBAHUsI (MHTEHCUBHOE IMEpeMENINBaHNe HEe MpUMEHsTh!). XpaHuTh He OoJee
6 9acoB B 3aIUIIICHHOM OT CBETa MECTE MpHu TeMirepaType ot 18 mo 24 °C.
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Cyoctpatnas cmecb (CC). PasBectu  HeoOxomumbii  oobem  TMbB
cooTBeTCTBYIOmMMM 00beMOoM Cb (cMm. Ta6n. 2). TmatenapHO MepeMeniaTh 0
MoIHOTrO pactBopeHus. CyOCTpaTHYIO CMeCh TOTOBUTH I€pe]l MCIIOJIb30BAaHHUEM.
XPpaHEHUIO HE TTOJIJICIKUT.

CyOcTpaTHasi cMech J10JI5)KHA OBITH OeCBeTHOM!

3. XpaHeHHe HEUCNOJIb30BAHHBIX PeareHTOB

[Tocne BCckpbITHS (PIAKOHOB M MakeTa C MMMYHOCOPOEHTOM OCTaBIIIHECS
HE WCIOJIb30BAHHBIMU PEAarcHThI: KOHBIOTAT (KOHIICHTpAT X 21), KOHTPOIbHBIN
NOJIOKUTENBHBIN o0pasen; (K+), KOHTpOJbHBIM OTpUIaTeNbHBIN oOpasen (K-),
PPK, BP, IIP (xonnentpat x 25), Cb, TMBb, cTron-peareHT XxpaHuTh BO (prakoHax,
3aKpBITBIX ~ BHHTOBBIMH  KpBIIIKAMHU, Ha TPOTSHKEHUM CPOKa TOJAHOCTH
TECT-CUCTEMBI TIpu TemmepaType oT 2 10 8 °C, IUMMyHOCOPOEHT TTOCJIE BCKPBITHS
MaKeTa MOXHO XPaHUTh B T€UEHHE 6 Mec. mpu Temneparype ot 2 1o 8 °C.

VIIL.ITPOBEAEHUE AHAJIN3A
IIpumeuyanue: Ilepex wucnoJb30BaHHEM BCe peareHTbl HalOopa
BblIep:xaTh B TeueHue 30 muH npu temmeparype ot 18 10 24 °C.
HeoOxomuMpie 0O0OBEMBI pPEAreHTOB B 3aBUCHUMOCTH OT KOJMYECTBA
MCIIOJIb3yEMbIX CTPHUIIOB WUJIU IJIAHIIIETA MIPECTABICHBI B TAOIHUIIE 2.
Tabauma 2
Pacxon peareHToB HA00pa B 3aBUCUMOCTH OT KOJIHYECTBA
HCNOJIb3YEeMbIX CTPHIIOB

Pabounii npoMbIBOYHBII Paboumii pacTBOp cC
KosmuecTBo pactsop (IIP) KOHBbIOIaTa
HUCIIOJIB3YeMBIX [P Bona Konsbrorar PPK CE | TMB
CTPUIIOB (KoHII. X 25)| mucTHUIMpoBaHHas | (KOHIL. X 21)
(v71) (1) (v71) (M) | (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 40 | 0,20
3) 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
8

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



1. Tlepen wcmoONB30BaHWEM IUIAHIIET TIPOMBITH 2 paza pabouum [IP:
OCTOPOXKHO BHecTH pabGoumii [IP B MyHKHM TUIaHIIETa ¢ MOMOIIBIO MTPOMBIBOYHOTO
yCTpOMCTBA 10 Kpa€B JyHOK (He MeHee 380 MKII B JIYHKY), Boiaep:kaTh 40 ¢, 3aTeM
YAQIUTh TPOMBIBOYHBIA PACTBOP B EMKOCTh C JC3UHPUIUPYIOMIMM PACTBOPOM.
PekomeHyeTcss MCIONIb30BAHUE ABTOMATHYECKOTO MUKPOIUIAHIIETHOIO BOIIEPA.
Henocrarounasi mpoMbIBKa MOKET HEOJIArONPUSITHO MOBJIUATH HA TOYHOCTh aHAJIM3A.

2. KoHTposibHbIE 00pa3iibl peKOMEHIYETCSl BHOCUTDH MO CJIEAYIOLIEH cXeMe B
3aBUCUMOCTH OT KOJIMYECTBA UCMOJIb3YEMbIX CTPUIIOB:

1 crpur - 1 mynka — 100 mxn K+, 2 mynku no 100 mxit K-;

2 crpuna - 2 nynku o 100 mxa K+, 2 mynku no 100 mxn K-;

3 ctpuna u 6onee - 2 aynku o 100 mxn K+, 3 mynku mo 100 mxi K-.

B nynku crpuna, Hanpumep, A-1 u B-1 Baectu o 100 mxn K+, B 3 nyHkH
C-1, D-1, E-1 — mo 100 mkx K-. B ocTanpHbIe TyHKH UMMYHOCOPOEHTA BHECTH IO
90 Mkn Onok-pactBopa, 3aTeM 1o 10 MK 00pa3loB MCCIEAYEMBIX ChIBOPOTOK
(pasBenenue ceiBopoTok 1:10).

3. ComepxkuMoe  JTyHOK  TIIATEbHO  MEpeMelIaTh  OCTOPOXKHBIM
MUTIETUPOBAHUEM, TPU ITOM (PHOJIETOBO-CHHUM IBET JOJDKEH H3MEHUTHCS Ha
rojiyooBaTo-3eeHbI. Ecin n3aMeHeHne nBeTa He MPOU30IILI0, 3HAUYUT, CHIBOPOTKA
He BHeceHa. CTpUIIbl 3aKpbITh KPBIIIKOW WM 3alIATHON TJIEHKOW W BBIAEPKAThH
30 mun ipu Temmnepatype (37,0 = 0,5) °C.

4. CopepxuMoe JTYHOK aKKypaTHO YJaJuTh B €MKOCTb C JI€3. PAaCTBOPOM, C
MOMOIIBI0 MMPOMBIBOYHOTO YCTPOMCTBA, IUIAHIIET NMPOMBITH 4 paza padouum IIP,
MCIIO0JIb3YsI aBTOMAaTHYECKUH MUKPOIUIAHIIETHBIN BOIIEP, KaK yKa3aHo B I 1.

5. Bo Bce JyHKHM OTMBITOTO IUiaHmera BHecTd mo 100 Mk pabouero
pacTtBopa KOHbIOTaTa. [[MaHImeT 3aKpbITh KPBIIKOW WM 3alIMTHOM IIJICHKOU M
BbIIepkaTh B TeueHue 30 muH npu temmeparype (37,0 £ 0,5) °C.

6. ConmepxumMoe JTYHOK aKKypaTHO YIaJduThb B €MKOCTh C JI€3. PaCTBOPOM, C
MOMOIIBI0 MPOMBIBOYHOTO YCTPOMCTBA, IUIAHIIET MPOMBITH 4 paza pabouum IIP,
UCIIOJIb3Ysl aBTOMAaTUYECKUM MUKPOIUIAHIIIETHBIN BOIIEp, KaK yKa3aHo B 1 1.

/. Bo Bce nyHku otMmbiToro manmera BHectd o 100 mxin CC v miiaHmer
BbIZIEpKaTh B TeueHHe 20 MUH B 3alUIIIEHHOM OT CBETa MECTE MPH TeMIlepaType
ot 18 no 24 °C.

8. Peakmuto ocTaHOBUTH J0OABJIICHHEM BO BCE JYHKHU IUIaHIeTa mo 50 MK
CTOII-peareHTa u 4epe3 3-4 MUHYTHI NMPOBECTU yUYeT PE3yJIbTaTOB MPU OCHOBHOM
dbunetpe 450 HM U pedepenc-punbTpe 620-680 HM, uctionb3ys puaep. Jomyctum
YYET PE3yJIbTaTOB IIPU OJJHOW JUIMHE BOJHBI 450 HM.

IX. YUET PE3VYJIBTATOB

Peakiuio ciaemnyeT yunuThIBaTh, €CJIM CPEAHUE 3HAYCHHS ONITUYECKOMN TIJIOTHOCTH
(OII) B mynkax ¢ K+ ne Hiwke 0,6, a cpennee 3nauenue K- ve 6osee 0,160.

[TonoxutenbHbIM cuuTaTh OOpazen; co 3HadeHuem OIl paBHBIM WM
npesbimaromm OIT kputnueckoe (OI1 kpur).

OtpuiiarensHbIM cuntath oOpasern co 3HauenueM OIT menee Ol kpwur.
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OIIkpuT. pacCUUTHIBATH 11O (hopMyIe:
Ollkpwut. = cp.3nau. OIl (K-) + A (A=0,160),

rae A — kodhOUIMEHT, ONpeIeIEMbI METOIOM CTaTUCTHYECKOW 00pabOTKH
pe3ynbTaToB ocTaHOBKU MDA Ha npeAnpHUsTHHA-U3TOTOBUTEIIE.

NuTepnperanus pe3yjbTaToB
Pe3ynabTaThl MOCTAHOBKH TECT-CUCTEMBI OIICHUBAIOT C ITOMOIIBIO TaOIHIIBI 3.
Onmnako mist  Oosiee TOYHOM TOCTAaHOBKM JHMarHo3a HeOOXOOUMO TakkKe
PYKOBOJICTBOBATHCS KIIMHUICCKUMU JAHHBIMH.

Tabmumna 3
NuTepnperanus pe3yJbTaTOB NOCTAHOBKH T€CT-CHCTEMbI

Huskoasuaunie | VCA- | VCA- | EA- NA-
aHTHUTEJIA 1gG* | IgM 1gG 1gG
NHKy0auMoHHBIN IEPHO
WM OTCYTCTBHUE — — — — —
UH(PUIUPOBAHUSA
IMepBuuHas uHpexUs + + +/— — —
OcTpasi nepBuYHas
UH(peKuus } + + + + _
(M eKuMOHHbII
MOHOHYKJI€03)
Ilo3aHsAs MepBUYHAS B N +/— N o
nHpeKuus (=0,3)
ATUNINYHAS TEPBUYHAS B + + B B
HH(peKuus
Xponnueckas HHPEKIUsI — + +/— + —
Panusas nacr-ungexuus _ + _ + +
(pexoHBaJICHCHEHIUS)
IMo3ausas nacT-uHdpexuus
(raTenTHas nHeKUUA _ + _ _ +
Y KJIMHUYECKH 3/10POBBIX
01 (37))
PeakTuBanus — + + + +

*y nereit 1o 7-8- net IgG k VCA MOryT HE BBISBISTHCS.
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X. CPOK I'OJHOCTMN. YCJI0OBUs XPAHEHUASA n

TPAHCIIOPTUPOBAHUA

Cpok romuoctu — 24 wMecsina. Habop ¢ HCTEKIIUM CpPOKOM TOJHOCTHU
UCIIOJIb30BAHUIO HE MOJIJICKHUT.

XpaHeHUE — B CyXOM, 3allMIIEHHOM OT CBETAa MECTE IpPU TEMIIEPATYpE
ot 2 no 8 °C.

TpancnioptupoBanne — npu Temneparype ot 2 go 8 °C. Jomyctumo
TpaHncnoptupoBanue ot 9 nmo 20 °C e Oosiee 10 cyTtok. 3amopaxxuBaHUE HE
Oy CKAETCHL.

Pexnamarum Ha crienuduueckue u GU3MYECKUe CBOMCTBA HAOOpa HANPABIISATH B
aagpec  npeanpustus-uzroropureis — OO0  «Hay4HO-TIpOM3BOICTBEHHOE
oobenuHenue «Jluarnoctryeckue cuctembdy Poccus, 603093, r. Hwxauit HoBropog,
yi. S6onouesas, a. 22, ten/dakc: (831) 434-86-83 wmm Ttenm.: (831) 434-97-12.
E-mail: info@npods.ru, www.npods.ru.

Xl. OFBACHEHHME CUMBOJIOB

I
c E EC MapkupoBka (EBpomneiickas nupexktuBa 98/79/CE mo in vitro
JTWarHoCTUYeCKuM MY)

IVD Tonbko 15 mabopaTopHOro UCIoyb3oBaHu (in vitro diagnostic)

LOT Homep naptuu (cepun)

"‘ - +8°C
+2(,C/( TeMnepaTyprIe HpCI[GHBI XpaHeHI/IE[

g EXp | CPOK roOIHOCTH To/i/MecsILy 1aTa

K | Conepxur pasapaxaromiee BemecTBo

11

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



mailto:info@npods.ru
http://www.npods.ru/

JMonosnurtenbHasi unpopmanus B coorsercreum ¢ 'OCT P 51088-2013

o «Habop npenHazHaueH sl NpodheCCUOHATBLHOTO UCTIOJIB30BaHUS B KIIMHUYECKON
71a00paTOPHOM AMATHOCTUKE CHEIIMAIBHO 00yUeHHBIM TepcoHasioM. [Ipu padote ¢
HaOopom peareHToB cieayer coomomare 'OCT P 52905-2007 «JlabopaTopuu
MeauIMHCKUE. TpeOboBaHus K O€30MaCHOCTI Y.

e «PearenTtsl HaOOpa HE COMIEPKAT BPEIHBIX BEIIESCTB B OMACHBIX KOHIICHTPAIIHSIX,
3a UCKJIIOYEHHEM pEeareHTOB, O003HAYEHHBIX CHUMBOJIOM «BHumanue». Ilpu
nonajaHuyd Ha KOXY WM CIM3UCTBIE HEMEJICHHO MPOMBITh OOJBITUM
KOJIMYECTBOM BOJIbI.

e Pacumdposka cumBosioB o 'OCT P 15223-1-2014 «3penust MeauIMHCKUE.
CuMBOJIBI, MPUMEHSIEMBbIE TIPU MAPKUPOBAHWM HA METUIMHCKUX U3ACIHIX,
STUKETKaX M B COMNPOBOAMUTENBHOM JokyMmeHTauuu. Yacte 1. OOuiue
TpeOOBaHUY.

— U3roroButens, cumBoi 5.1.1;

— Hata uzrorosienus (YYYY-MM), cumBoin 5.1.3;

— Cpok TrogHOCTH (JaTa HWCTEUYEHUsT CpOKa TOJHOCTH B (Qopmare
YYYY-MM-DD), cumBon 5.1.4 (B3ameH cuMBOJIa g EXP);

— Howmep 1o karasnory, cumBo:n 5.1.6;

A LE

\y
"

N L

— He nonyckaTh BO3/1€MCTBUSA COJIHEYHOTI'O CBETA, CUMBOI 5.3.2;
— bepeus ot Bnaru, cumBod 5.3.4;
— O06paTtuTech K MHCTPYKIIUU IO MPUMEHEHUI0, CUMBOI 5.4.3;

— Bummanue, cumBoin 5.4.4;

— ComepKUMOro JTOCTATOYHO MJISI MPOBEICHUS N-KOJIWYECTBA TECTOB
(KOJITMYECTBO OMpPENEIEHUI ), CUMBOI 5.5.5;

) ¢ . — COIEpXHT pa3Ipakarollee BEIIECTBO (CUMBOJI UCKITIOUEH).
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