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Habop peareHTOB BbIMycKaeTCs B O4HOM KOMIJIEKTE:
Habop paccuuTaH Ha nposegeHue 96 onpegeneHuin, BKAKOYasA KOHTPO/IbHble, MpeAHa3HauyeH Ans
PYYHOI MOCTAHOBKMN C BO3MOXHOCTbIO APO6HOro MCMNob30BaHUsA Habopa A0 O4HOM NYHKMN.

. HASHAUEHWE

Ha6op peareHtoB «AC-UDPA-AHTUN-BIB-VCA-G» - TecT-cucTeMa WMMYHO(EpPMeHTHasd Ans
BbISiBNEHNA aHTUTeN knacca lgG kK kancugHomy aHtureHy (VGA) Bupyca JnwTeliHa-bapp B CbIBOPOTKe
(nna3me) KPOBM YenoBeKa C Lefblo cneumupuyeckod UarHoCTUKN UHPEKUUN.

1. COCTAB HABOPA «C-NPA-AHTUN-BIB-VCA-G»
Tabnuua 1

XapakKTepucTnUKM peareHToB dopma BblnycKa

VIMMYHOCOPOEHT - NnaHWeT NONNCTUPONOBLINA pa3bopHbI (12 cTpunoB no 8
NYHOK KaXAblli, pa3bopHOCTb 40 1 NYHKK), B IYHKaX KOTOPOro copbupoBaHsbl 1nnaHweTt
PEKOMOMHAaHTHbIE KancuiHble aHTUIeHbl BUpYca AnwwTeiHa-bapp

KoHbrorat (KoHUeHTpaT X 21) - MOHOK/IOHa/IbHblE aHTUTeNa MblWK MPOTUB
MMMYHOTrnobynnHa G 4yenoseka, MeYeHHble NepoKcnAa3on XpeHa. 1 (hnakoH
Mpo3payHasa uau cnerka onanecuupytowas, 6ecuseTHas UAN CBETN0-XKeNTOro 1,0 mn
LBETA XXBAKOCTb.

K+ (KOHTPO/bHbINA NOMOXUTENbHBIA 06pa3el) - CbIBOPOTKA KPOBM 4Ye/I0BEKA,

cojepxawas aHTutena knacca IgG K KancBAHOMY aHTWUreHy BuUpyca
AnuwTeitHa-bapp, He cogepxawas HBsAg, aHTuTena K BY-1,2 n Bupycy 1 dpnaxkoH
renatuta C, NHAaKTUBMPOBaHHaS. 15 mn
Mpo3payHas uAM cnerka onanecuupyrowas MaJvHOBO-KpPacHOro LBeTa
XUAKOCTb.

K- (KOHTPONbHbIN OTpULaTeNnbHbIR 06paseLl) - CbIBOPOTKa KPOBU YeNoBeKa, He
cofepxallas aHTUTena K KarncujHoMmy aHTUreHy Bupyca dnuwiteliHa-bapp, He

cogepxawana HBsAg, aHTuTena Kk BWY-1,2 wn Bupycy renatuta C, 1$gal\:]?H
NHaKTUBMPOBaHHas. ’
Mpo3payHaa unu cnerka onanecuupytoLlas 3e/leHOro ueeTa XULKOCTb.

PPK - pactBop f4na pa3BefileHNs KOHbiOrarta - npu temnepatype ot 2 go 8 °C -

1 dpnakoH
npospayHasa >XUAKOCTU >KenTovro uBeta, npu Temneparype ot 18 go 24 °C 135 w1
CTaHOBUTCH OMasecuupytoLLen. ’

BP - 6n0oK-pacTBOp - 415 pa3BefeHns nccnegyemblx 06pasLioB. 1 hakoH
Mpo3pauyHad wnM Ccnerka onanecuupyrolias CUHe-(OMONEeTOBOro0 LBeTa 125w
XWAKOCTb. ’

MP - NpOMbIBOYHbI pacTBOp (KOHUEHTpAT X 25).

Mpo3payHasd unu cnerka onanecympyrollas 6ecuBeTHas UM CBErn0->KEnToro 1 hnakoH
LiBeTa XXMAKOCTb, 4ONYCTMMO 06pa3oBaHue 0CajKa, MOMHOCTbIO 50,0 mn
pacTsopstolerocs npu temnepatype oT 35 40 39 °C 1 BCTPAXUBAHUN.

CB - cyb6cTpaTHbIil OyepHbIli pacTBop, COAepXaluii TMMOHHYIO KUCNOTY, 1 hnakoH
auerart HaTpus, pacTBOp Mepekncy BOAOpoaa. 15.0 M
Mpo3payHas 6ecLBeTHAsA XXUAKOCTb. ’
TMBbB - pactBop, cogepxawmin 3,3',5,5'- TeTpameTnn6eH3INANHAETNAPOXIOPUA. 1 pnakoH
Mpo3payHas becuBeTHasA XXUAKOCTb. 1,5 mn
Crton-peareHT - pacTBOp CepHOW Kkucnotel 0,75 Mmonb/n. TMpo3payHas 1 dpnakoH
6ecuBeTHAsA XXNAKOCTb. 25,0 mn

Ha6op KOMNEKTYeTCs roTOBbIMY peareHTaMmu unuM KOHUEHTPUPOBaHHbIMU pacTBOPaMMm.
PeareHTbl NOMeLLAOT B KOPOOKY KapTOHHYH, KyAa BKNafblBalOT UHCTPYKLMIO MO NPUMEHEHUIO.
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KpbilWKa K MNOAMCTUPOMOBLIM  96-1YHOUYHLIM  MaaHwWweTam wan 1wr.

[lononHnTenbHo  3aliuMTHas nneHka ans WP A nnaHiieTos 2 WrT.

Habop moxxeT  OfHOpPa30Bble HAKOHEYHUKN 16 wr.

ObITb MnacTnkosas BaHHOYKA AN XULKUX peareHToB 2 Wr.

YKOMN/EKTOBAaH  [10NM3TUNEHOBLIN NakeT ¢ 3aMKOM Zip-Lock nnu nnactnkosas 1w,
CKpenka

; Hl. AHAJTMTUUHECKUWE M ANATHOCTUYHECKUME XAPAKTEPUCTUMKI HABOPA

OueHKa YyBCTBUTENBLHOCTM U CNeuuPUUHOCTM TecTa nNposBojunace no naHenm “Anti - EBV Mixed
Titer Performance Panel” PME 201, BBI. UyBCTBUTe/NLHOCTb TecTa cocTaBunia 95%, cneunpuyHocTb -
100%.

OueHKa ANarHOCTUYEeCKON YyBCTBUTENbHOCTM U CNEeLUpUYHOCTI TeCcTa NPOBOAMAACH HA KNTUHUYECKUX
obpasyax B CpaBHEHUM C pedepeHC TecT-cUCTeMaMu, NpefHa3sHAYeHHbIMWU AN  BbISABAEHUA aHTUTEN
knacca lgG k kancuaHomy aHTureHy (VGA) Bupyca 3nwTeliHa-bapp. YyBCTBMTENbHOCTb TecTa
coctasuna 99%, cneyngpuuHocTs - 95%.

IV. MEPbI NMPEAOCTOPOXHOCTN

[locTOBEpHOCTb pe3ynbTatoB  3aBUCUT OT MPaBUIbHOTO  BbIMOJMIHEHUSA  ClefylowWwnux npasun
nabopaTopHO NPaKTUKMK:

* TMocTtaHoBKY NP A cnepyeT NpoBOANUTL B MOMeELLEHUM ¢ TemnepaTypoi oT 18 go 24 °C.

* Henb3a wucnonb3oBaTb peareHTbl W3 HaboOpPOB pasHbIX Cepuid WMAM  CMewmBaTb WX MNpu
NMPUroToB/IEHUN PacTBOPOB, KPOME peareHToB, BXOAAWMWX B COCTaB TECT-CUCTEM [ANiIA AUarHOCTUKWU
TORCH-uHheKymniA:

- Hecneuungunyecknx komnoHeHTos (MNP (koHueHTpaT X 25), CB), KOTOpble B3aMMO3aMeHsAeMbl BO BCEX
TecT-cuctemax npoussoactesa OO0 «HIMO «narHoCTUYECKne CUCTEMbI»;

- CTOn-peareHTa, KOTOPbIA MOXET OblTb B3aMMO3aMeHSieMbIM B 3aBUCMMOCTU OT MOJIAPHOCTU
pacteopa (0,75 monb/n unu 0,2 mons/n).

BHumaHue! MonapHOCTb CTOMN-peareHTa ykasaHa B pasgene «Cocrtae Habopa. A

[pyrvie peareHTbl TakXXe MOryT OblTb B3aVMO3aMeHAEMbIMU A1 NOCTaHOBKW B BGO/bLINHCTBE TeCT-
cuctem npomnssogctea OO0 «HIMO «[unarHocTuyeckme cuctembl». 3a 6onee getanbHOW MH(OPMaLmen
0o6paTuUTeCb B Hallly CNyXO0y MOoAAep>XKW Monb3oBaTenein no TenedoHy 6ecnnaTtHoOM NnHumM 8-800-555-
0300 (o6 7606, 7655) unu no E-mail: info@npods.nnov.ru

*  Henb3a KCNOMb30BaTb peareHTbl MOCNe UCTEYeHUs CpOKa ro4HOCTM, YKa3aHHOro Ha ynakoBKe.

» [leped vcnosiib3oBaHMEM BCe peareHTbl Habopa BblAep>kaTb npu Temnepatype oT 18 go 24 °C B
TeyeHune 30 MUH.

e PacTBOpbl rOTOBUTb OCTOPOXHO, UCK/THOYas Kakoe-n11Mbo 3arpsa3HeHue.

* Henb3a NpoBOAUTL (PEPMEHTHYIO PeakLUIo B MPUCYTCTBMN PEaKTUBHBIX NapoB (KUC/0Ta, LWenoYb,
anbAervufbl) AN Nbiav, KOTOPbIE MOTYT MOBANATHL HA aKTUBHOCTb KOHBIOTaToB.

* JlabopatopHad nocyfa [fO/DKHa ObliTb TLWLATENbHO MPOMbITA; MPEANOYTUTENLHO MPUMEHEHME
maTepuasioB 0fHOPa30BOro MCMoab30BaHUA.

* [lepes Mcnosib30BaHWEM MNACTUKOBbIE BaHHOUYKW [N XUAKUX peareHToB OMOMIOCHYTb BOJOWA
AUCTUNMPOBAHHOW. MHOropasoBble BAaHHOYKW A1 aBTOMaTUYECKUX aHann3aTopoB HeobxoLuMo cpasy
nocne paboTbl ONOMOCHYTb BOAOWA AUCTUANMPOBAHHON. 3aTem MpoMbiTb 70 % pacTBOPOM 3TWU/IOBOTO
cnupTa U CHOBa OMOMIOCHYTh BOAOW ANCTUANMNPOBAHHOMN.

*  MMMyHOCOPOEHT [ONycKaeTCqd XpaHWTb B NPOMEXYTKax MexAy OTAe/lbHbIMU onepauusMmu He
6onee 10 MuH (Henb3d LONYCKaTb BbICbIXaHUA IYHOK MaHLLIeTa).

* ®depmeHTHaa peakums oco60 YyBCTBMTE/IbHA K MOHAM MeTasn/ioB. Henb3d fonyckatb KOHTakTa
MeTanIM4ecknx npeLMeToB C pacTBOpaMy KOHbIOraToB uUnu cybcrpara.

* Heo6xo4MM0 MCNO/Mb30BaTh YACTbIA HAKOHEYHUK AN KaXA0ro ob6pasua uamn peareHTa.

e T[lpomMbiBKa /YHOK - BaXHbIi 3Tan B [AaHHOW npouegype: Heobxoaumo cobnwaaTb
PEKOMEH0BaHHOE KO/IMYECTBO LMK/IOB MPOMbIBKM M YOEAUTLCA, YTO NYHKU MOJSIHOCTLHO 3amnoJiHATCS,
He [OMyCKaTb OCTaTKa >XWAKOCTW B JIyHKax MNoc/ne npoMbIBKW. HenpasuibHO MpOBeAeHHbI 3Tan
MPOMbIBKN MOXET MPUBECTN K HETOYHbIM pe3ysibTaram.

* Henb3g ncnosib30BaTb OLHY M TY XXe eMKOCTb A/11 NPUTOTOB/IEHNS KOHbOraTa U pacTBOPOB.

* Heo6xoAnMO MCNO/b30BaTH TO/MILKO BAMANPOBAHHBIE MUMETKM 1 060pyA0BaHMe.
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e Henb3a N3MeHATb NpoOLEAYPY NPOBELEHUS aHANIM3a.
e Henb3a noggepratb peareHTbl BO3AEWCTBUIO BbICOKOW TeMnepaTypbl MW NPSMOro COJTHEYHOTO
cBeTa.

V.MHCTPYKUNN no BE3OINACHOCTW

» Bce peareHTbl Habopa npegHasHayYeHbl 415 Na6opaTOPHO ANArHOCTUKM.

* CbIBOPOTKM (nnasmbl) KpOBWM 4esoBeKa, WCMONAb3yemble npu npurotoeneHun K-, 6biiu
MPOTECTMPOBAHbLI W OMPefeneHbl HEepPeakTUBHbIMU B OTHOLEHUW aHTUTen knacca 1gG K KancugHomy
aHTureHy (VCA) Bupyca 3nwTeiiHa-bapp, NOBepXHOCTHOrO0 aHTWUreHa Bupyca renatuta B, aHTuTen K
BMpycy renatuta C v Bupycy ummyHogehuynta yenoseka BNY-1,2.

e CblBOPOTKM (M/1a3mMbl) KPOBW YesloBeKa, WUCMNOMAb3yeMble NpW  MPUroToBneHnn K-b, 6biin
MPOTECTUPOBAHbI U OMNpefAesnieHbl HepeakTWBHbIMKW B OTHOLUEHWW MOBEPXHOCTHOrO aHTWUreHa Bupyca
renaturta B, aHtnten Kk BUY-1,2 n Kk Bupycy renatuta C.

* B nomeweHnn ¢ MMMYHOLMArHOCTUYECKUMU MaTepuanamu Henb3d ynotpebnaTe nuy, MUTh,
KYPWUTb, MPUMEHATL KOCMETUKY.

* Henb3a nuneTnpoBaTb PTOM.

* Mpu pabote ¢ wuccnegyembiMn obpasuamm Heo6xoAMMO o06paliaTbCa Kak € MNoTeHuManbHO
OMacHbIMW MaTtepuanamu, T.K. HU OAWH W3BECTHbIA MeTO[ TeCTUPOBAHUA He MOXeT rapaHTMpoBaTb
OTCYTCTBME UH(EKLMNOHHbBIX areHToB.

* [pu pabote c nobbIM 060pyAOBaHMEM, KOTOPOe KOHTaKTUpPYeT C uccnegyembiMn obpasuamu
Heo6xoAnMO obpallaTbCs Kak ¢ NOTeHUMabHO OMacHbLIMU MaTepuanamu.

» [lpn paboTe ¢ HabOpPOM peareHTOB W MUccaeayeMbiMn 06pasLaMy HEOOXOAUMO MCNOMNb30BaTh Chell,
OfleXXy M 04HOPa30Bble NMepyaTKu, TWwaTe/bHO NPOMbIBaTL PYKW Nnocsie paboTbl C HUMMN.

* Heobxoaumo usberatb pacniecknsaHus o06pasLoB WAW pPacTBOPOB, COAepXKalwmux obpasubl. Mpu
pacnfiecknBaHMn HemeasIeHHO Ae3aKTUBMPOBaTL NOBEPXHOCTL 3 % pacTBopoM xJiopaMmuHa b.

» Heobxoammo wu3beraTb KOHTakTa cybcTtpatHoro 6ydepa, TMB, cTon-peareHTa C KOXeW W
CNN3UCTBIMWN.

» [ocne npoBefeHNs (hePMEHTHOWN peakuuyn HeOOXOAMMO HelTpanu3oBaTb W/WIWM aBTOKNABMPOBATb
pacTBOpbl, OTXOA4bl WM JOOble >XUAKOCTWU, cofepXkawue 6Guonorndyeckue obpasubl o cbpoca B
KaHanusauui. TeBepAble O0TXOAbl (MCMO/b30BaHHbIE MaHLLETbl, HAKOHEYHUKN K Ao03aTtopam, (h1akoHbI,
nabopaTtopHas nocypja, ofHOpa3oBble NepyaTkM 1 T.4.) LO/MDKHbI OblTb 06e33apaXKeHbl NOrpy>KeHnem B 6
% pactBop nepekucn Bogopoga ¢ 0,5 % cuHTeTMYecKOro moruiero cpeacrtsa unm B 3 % pacteop
xnopamuHa b. ONuTenbHoCcTb fe3akTuBauuy - He MeHee 1 4. JlonycTMMO MNPUMEHEHue Apyroro
paspelleHHoro K MpPUMEHEHWUIO [e3. CpeAcTBa. TBEpAble OTXOA4bl TakXe cnegyer 0663Bpe)KI/IBaTI:2
aBTOKNaBMpPOBaHMEM B TeueHMe yaca npu Temnepatype ot 124 po 128 °C nog pasneHuvem 1,5 klc/cm
(0,15 MMa). Xungkne oTxofabl (NPOMbIBOYHbLIE BOAbI) cneayeT obes3apaxusBatb A06aBNEHMEM CYXOro
xnopamunHa b n3 pacyveta 30 r/n (ANMTENbHOCTb Ae3aKTUBALUWKU - He MeHee 2 4) WU KUMAYEHWEM B
TeyeHne 30 MWUH, UV aBTOK/IABUPOBaHMEM B TeyeHue 14 nop gasneHuem 1,5 klc/cm” (0,15 MTa) npm
Temnepatype oT 124 go 128 °C. WHCTpymMeHTbl M 060pyAoBaHue A0 M nocne paboTbl HEO6X0AMMO
npotupatb 2 pasa 70 % 3TUNOBLIM CMIUPTOM.

HekoTopble peareHTbl cogepxatr 0,05 % npoknud 300. MMpoknnH 300 0,05 % -
pasgpaxarolee BelecTBo. MOXeT Bbl3BaTb CEHCMOMNM3ALMIO NPU KOHTaKTe C KOXeW. [pn KOHTakTe ¢
KOXel NpPOMbITb 061aCTb KOHTaKTa 60/bLWNM KONMYECTBOM Mbl/fia ¥ BOAbI.

YEHEOBXOAMNMbIE MATEPUWAJIbI W OBOPYOJOBAHWE, HE TNOCTABJAEMbBIE C
HABEOPOM PEAIMEHTOB

* Bopga guctunanpoBaHHas.

* ABTOMaTMUeCKUe nnm noslyaBTomMaTmyeckue, perynmpyemble nnu npeaBapuTenbHO
yCTaHaB/IMBaeMble OfHOKaHa/bHble NN MHOrOKaHanbHble MUNETKN C N3MeHsSeMbIM 06beMoM s oT6opa
XNAKOCTEN.

e OpfHOpa30Bble HAKOHEYHUKUN K NUMETKaM.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



* WMHKybaTop MukponnaHweTHbln (37,0 £ 0,5) °c.

« ABTOMaTMYECKWUA MUKPOM/AHLLETHBIN BOLLEP.

* [pagynpoBaHHble uuanHapsl: 25 ma, 100 ma, 1000 mn.

* MuKponnaHwWeTHbIA puaep C BO3MOXHOCTbK M3MepeHWs onTuyeckol nnotHocTu (OM) npwu
thunbTpax 450 HM 1 620-680 HM.

YN.OTBOP N INMOAI OTOBKA OBPA3LIOB

Ond  WCKNYEeHUA NIOXHbIX PesynbLTaToB  Henb3d NofBepratb  uUccregyemble  o06pasybl
TEPMOVNHAKTUBNPOBAHWUIO, HEO6XO0ANMMO OTOUPATb U XPaHWUTb UX B YCNOBUAX, NPefoTBpaLLatoLLLnX
6akTepuanbHbliA pocT. Kaxabli o6pasel, CbIBOPOTKU crefyeT 0ToMpaTb HOBbIM HAKOHEYHUKOM!
OTobpaHHble 06pa3ubl XpaHWUTb He 6osnee 3-x CyTOK npu Temnepatype oT 2 po 8 °C. bonee
ONNTENbHOE XpaHeHMe AONYyCTMMO Mpu Temnepatype He Bbiwe MUHyc 20 °C (o6pasybl MOryT
noABepratbCA 3amopaxuBaHu W oTTaMBaHui He 6onee 1 pasa). O6pasubl C BblpaXKeHHbIM
6akTepuasibHbIM POCTOM, FEMOJIN3OM W TUNepAnuNULeMnen MOryT faTb HENnpasBW/ibHbIA pe3ynbTar.
O6pasybl CbIBOPOTKM (Nnasmbl) KPOBMW, cofepxkaw,me arperatbl WAM 0CafoK, Heo6X0AMMO
«OCBET/IATb» LEHTPUGPYTrnpoBaHneM.

YW.NoaoroToBKA PEANEHTOB
1. PeareHTbl, roToBble K NPUMEHEHMIO:
e K- - KOHTPONbHbIV OTpuLaTeNbHbI 06pasel;
e K+ - KOHTPO/LHBIA NONOXUTENbHbIA 06pasel;
* PPK - pacTBop Ans pa3BefjeHNsA KOHbIOraTa;
e BP - 6nokupytowmin pacteop Ana passefeHunsa nccnefyembix 06pasuos;
e CTon-peareHT.

2. PeareHTbl, TpebytoLLmne nNpessapuUTe/ibHOr0 NPUroToB/IEHUSA

MIMMyHOCOPOEHT. Kaxapblil naaHwWweT, cocToswmid u3 12 cTpunos, ynakoBaH B (O/IbrLPOBaHHbI NaKeT.
BCKpbITb (hONIbIMPOBaHHbIA MakeT W BblHYTb MaHWweT. B3aTb He06X0AMMOe KO/IMYeCTBO CTPMMOB.
Hencnonb3oBaHHble CTpunbl 6e3 paMKuM NOMECTUTb 06paTHO B (PO/IbIMPOBAHHLIA nNakeT (He ypansas
cunukarens!) ¥ TWateNbHO repMeTu3vposBatb. [nNs  3TOr0  MNOMECTUTb  BCKPbITbIA  NakeT C
MMMYHOCOPOEHTOM B MOMNITU/IEHOBBIN MakeT ¢ 3aMKOM Zip-Lock nnn kpain onbrmpoBaHHOro nakera
CBEPHYTb 2-3 pasa 1 3aKpenuTb, HafieB CBEPXY CKPenky ANnf (hOoNbrmpoBaHHOro naketa. focne BCKpbITUA
nakeTa UMMYHOCOP6eHT cTabuieH B TedeHne 6 mMec. Npu Temnepatype ot 2 go 8 “C.

Pabounin npombIBOYHbIN pacTBop (MP). Cogepxunmoe (hnakoHa ¢ KOHLEHTPATOM (KOHLEHTpaT X 25)
NMPOMbIBOYHOIO pacTBopa TWATeNbHO MepeMewaTb. [N8 NPUroToBiaeHUs paboyero MNPOMbIBOYHOTO
pacTBopa Heob6XoA4MMbIA 06bEM KOHLEHTpaTa MPOMbIBOYHOrO pacTBOpa pa3BecTM COOTBETCTBYHLLUM
06beMOM BOAbl AUCTUANNPOBAHHOM (CM. Tabn. 2). MONy4YeHHbI pacTBOp Tu,aTe/lbHO MNepemeLlaThb.
Pabouunii NPOMbIBOYHbI pacTBOP, NOAFOTOBMEHHbIA K WCMOMb30BAaHWUIO, XPaHUTb B YUCTON MMIOTHO
3aKpbITO eMKOCTM B TeueHne 14 cyT. npu TemnepaType oT 18 o 24 "C wnnu 28 cyT. npu TemnepaTtype oT
210 8 °C.

Pabounii pacTBOp KOHblOrata. Heob6xoaumoe Konu4yectBo PPK nepeHecTV B YMCTbIA  (iakoH,
[06aBMTb COOTBETCTBYHOLLEE KOMMYECTBO KOHLiEHTpaTa KoHbtorata (KoHueHTpaT x 21) (cm. Tabn. 2) u
OCTOPOXXHO MepeMeLlaTb, He AOoMnycKas BCMeHMBaHMA (MHTEHCMBHOE NepeMellvBaHne He MPUMEHATH!).
XpaHnTb He 6onee 12 4acoB B 3alllMLIEHHOM OT CBeTa MecTe npu TemnepaType oT 18 4o 24 °C B YNCTbIX

(hlakoHax.

Cy6cTtpaTHas cmecb (CC). PasBecT Heo6xoaumblli 06bem TMB cooTBeTcTBylOW MM 06beMOM CB
(cm. Tabn. 2). TwarenbHO nepemellaTs A0 NOMHOMO pacTBopeHus. Cy6cTpaTHYO CMeCb FOTOBUTH Mepes
ncnosib3oBaHnem. XpaHuTb He 60nee 10 4 B 3aWMLWEHHOM OT CBeTa MecTe npu Temnepatype oT 18 ac
24 °C B YUCTbIX (p/lakoHax.

CybcTpaTHast CMecb A0/HKHa 6bITb 6ecLBETHOM!
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lMocne BCKPbITMA (DNAKOHOB M Naketa C MMMYHOCOPOEHTOM OCTaBLUMECA HE MWCMOJIb30BaHHbIMU
rareHTbl: MMMYHOCOPOEHT - XpaHUTb He 6onee 6 Mec., KOHbtOraT (KOHUeHTpat x 21), K+, K-, PPK, BP,
P (koHueHTpaT x 25), Cb, TMB, cTOn-peareHT XpaHWTb BO (aKOHax, 3aKPbITbiIX BUHTOBbLIMU

PbILLIKaMK, HA NPOTAXXEHUM CPOKA FOAHOCTUN TeCT-CUCTeMbI Npu TemnepaType oT 2 4o 8 °C.

X.MPOBEAEHVE AHAJIN3A
MpumeyaHue: lMeped MCNOIb30BaHMEM BCe peareHTbl Habopa BblgepxaTb B TeyeHue 30 MUH

|py TemnepaType ot 18 fo 24 ®RC.
Heo6xo,q|/||v|b|e 00BbeMbI peareHToB B 3aBMCUMOCTM OT KOJIMYECTBa WMCMOJIb3YEMbLIX CTPUNOB WA

(naHWweTa npeacTaBneHbl B Tabanue 2.

Tabnuua 2
Pacxop
KonunuectBo Pabouunii NpoMbIBOYHbIN pacTBOp  Pabouunin pacTBop cc

NCrnosnb- (MP) KOHblOraTa

3yeMbIX rnpe Boga KoHblorar PPK Cb TMB

cTpunoB (KoHL,. x 25) anctunnu- (koHu. X21)  (mn) (mn) (mn)

(mn) poBaHHas (Mn) (mn)

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 50 50 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
1 44 1056 0,55 11,0 11,0 0,55
12 48 1152 0,60 12,0 12,0 0,60

1. Mepef ncnonb3oBaHWeM MAaHLWeT NPOMbITh 2 pa3a pabounm MP: 0cTOpOXHO BHecTu pabouunii MNP B
NYHKW NaHLWeTa ¢ NOMOLLbIO MPOMbIBOYHOIO YCTPOMCTBA O KpPaéB NYHOK (He MeHee 380 MK/ B NIYHKY),
BblfepxaTb 40 ¢, 3aTeM yAanuTb MPOMbIBOYHbIA PacTBOp B EMKOCTb C Ae3UH(ULUPYIOLW MM PacTBOPOM.

p PekomeHfyeTca UCNoMb30BaHWE aBTOMATMYECKOr0 MMWKPOMJaHLWeTHOro Bowepa. HepgocratoyHas
NMPOMbIBKA MOXeT He6NaronpuATHO MOBNATL HA TOYHOCTb aHaNn3a.

2. KOHTpO/bHble 06pasLbl peKOMeHAYeTCs BHOCUTbL MO CrefytoLleid CXeMe B 3aBUCMMOCTM OT KO/IMYecTBa
NCMO/b3YeMbIX CTPUMOB:

lctpun -1 nyHka -100 mkn K+, 2 nyHku no 100 mkn K-;

2 Ctpuna - 2 nyHku no 100 mkn K+, 2 nyHku no 100 mkn K-;

3 ctpuna n 6onee - 2 nyHkn no 100 mkn K+, 3 nyHku no 100 mkn K-.

B nyHkun cTtpuna, Hanpumep, A-1 n B-1 BHectn no 100 mkn K+, B 3 nyHku C-1, D-1, E-1 - no 100
MKn K- . B ocTanbHble YHKW MMMYHOcCOp6eHTa BHeCTM no 90 mkn 6710K-pacTBopa, 3atem no 10 mKn
06pa3L0oB nccnefyembix CbiIBOPOTOK (pasBefeHune cbiBOPOTOK 1:10).

3. Cogfepxumoe NyHOK TuUiaTeNbHO MepeMellaTb OCTOPOXHbIM MNWUNETUPOBAHUEM, MpPU  3TOM
(hnoneTtoBo-CUHUI LBET AO/MKEH M3MEHUTbCA Ha ronyboBarto-3efieHbld. Ecnum n3meHeHue LBeTa He
MPOM30LL/IO, 3HAYUT, CbIBOPOTKA He BHeceHa. CTpuUMbl 3aKpbiTb KPbIWKON WAW 3aWUTHOW MNIEHKON W
Bbigep>xatb 30 MmuH npu Temnepatype (37,0 £ 0,5) °C.

4. CofepXuMmoe NyHOK aKKypaTHO YAanuTb B €MKOCTb C [e3. pacTBOPOM, C MOMOLLbH MPOMbIBOYHOIO
YCTPOWCTBA, NNaHLWET NPOMbITh 4 pa3a pabounm MNP, MCNob3ysa aBTOMaTUYECKUIA MUKPONAaHLETHbIN BOLLep,

KaK yKasaHo B 1 1.
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5. Bo BCe NyHKM OTMbITOrO nnaHweTta BHecTn no 100 MkA paboyero pacteopa KoHblorata. MnaHwert
aKpblTb KPbILWKOW WM 3aWMTHON N/EHKOW W BblgepXaTb B TedeHme 30 MWH npu  Temmnepatype
37,0 £0,5) °C.

6. CofepXxnmMoe NYHOK akKypaTHO yfaniuTb B eMKOCTb C fe3. pacTBOPOM, C NMOMOLLbIO MPOMbIBOYHOIO
YCTPOICTBa, NaHWweT NPoMbITh 4 pa3a paboyumm MP, ncnonb3ys aBTOMaTMUYeCKNini MAUKPONIaHLWETHbIM BOLUep,

CaKyKasaHo BN 1
7. Bo BCce NIyHKN OTMbITOro nnaadweta BHecT no 100 mkn CC v nnaHLWeT BblUepXaTb B TedeHne 20 MUH B

{awuuéHHOM OT cBeTa MecTe Npu Temmnepatype oT 18 go 24 °C.
8. Peakuuto octaHOBUTH fo06aBfieHWeM BO BCe JIYHKWM nnaHweTta no 50 MK cTon-peareHTa n yepes 3-4

WNHYTbI NPOBECTM Y4YeT pe3ynbTaToB MpU OCHOBHOM (hunbTpe 450 HM u pedepeHc-puabTpe 620-680 HM,
ncnonb3ys pugep. AonycTum yyeTt pe3ynbTaTtoB Npu OAHOW ANMHE BOJHbI 450 HM.

X.YUET PE3YJIbTATOB
Peakuuto cneayeTt yunTbiBaTh, ECAN CPeAHNE 3HAYEHUS ONTMYEcKoli nnoTHocTh (Ol1) B nyHKax ¢ K+ He

Huxe 0,6, a cpeaHee 3HayeHne K- He 6onee 0,150.
MonoXutenbHbIM cynTaTh 06pasel, co 3HavyeHnem Ol paBHbIM puw npeBbiwatowmnm O KpUTUYECKoe

(On Kpwr).
OTpuuaTenbHbiM cynMTaTh 06pasel, co 3HauyeHnem Ol meHee OI1 KpurT.
OlKpwWT. paccumTbiBaTL NO POPMYIIE:

Orlkput. = cpnHau. O (K-) +A,

raoe A - Koa(hpuuneHT, onpeaensiemMmblii MeTOAOM CTaTUCTUYECKOM 06pabOTKM pe3ynbTaTOB MOCTAHOBKM
N®A Ha npegnpuaTum-m3roToBuTene.

MHTepnpeTaums pesynbTaTtoB
Pe3ynbTaTbl MOCTAaHOBKM TECT-CUCTEMbI OLIEHWMBAOT C NMOMOLLbIO Tabnuubl 3. OaHaKO ANs 60nee TOUHON

NMOCTaHOBKM AMarHo3a HeobXo4MMO TakXKe pyKOBOACTBOBATbCA KNTMHUYECKUMU AHHbIMW, &
Tabnuua 3

|/|HTepI'IpETaLI,I/IF| Pe3ynbTaToB NOCTaHOBKW TECT-CUCTEMBbI

HuskoaBMaHbIE VCA-1gG* VCA-IgM EA-1gG NA-1gG
aHTuTena

VIHKy6aLMOHHbI Nepvog, nnm ] ] ) ) )
OTCYTCTBUE NH(ULMPOBAHNS

MepBUYHaA NH(eKUNA 1- + +/- -
OcTpas nepBUYHas NH(eKLMA N . of " i
(MHMEKUNOHHbI MOHOHYK/1€03)

+/-
Mo34HAS NepBUYHas UHGEKLNS - + (~03) +/-
ATUNUYHAA nepBUYHasA HGEKLMA - + u-
XpoHn4ecKkast NH(eKUUS - I +/- 4- -
PaHHAA nacT-nHMeKLmA i " i . .
(pekoHBasIeHCLIEHLNSA)
Mo3aHAS NacT-UHgeKLMA

(naTeHTHasA MHMEKLMA i N i .
Y K/IMHUYECKN 300POBbIX NOAEN)

PeakTuBauus - 1 1 u- u-

* y peteld go 7-8- net 1gG K VGA MOryT He BbISBNATLCS.
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[CPOKropgHocTu. YCNNOBNA XPAHEHNA 1 TPAHCITOPTPOBAHWA
Cpok rogHocTu - 24 mecsua. Habop ¢ MCTeKWUM CPOKOM FOAHOCTU UCMOJIb30BAHUIO HE MOLJEXNT.
XpaHeHue - B CyX0OM, 3aLlMLLEeHHOM OT CBETa MecTe npu Temnepatype ot 2 go 8 °C.

TpaHcnopTupoBaHue - Npu Temnepatype oT 2 go 8 °C. JonycTumo TpaHcnopTuposaHue ot 9 go 20 °C He

)nee 10 cyTOK. 3aMOpaXkMBaHWe He LOonyCKaeTcs.

Peknamauuu Ha cneuuguyueckue n Gusnyeckue cBoiicTBa Habopa HanpaensTb B afpec MpeanpuaTus-
srotosuTtens - OO0 «Hay4yHO-NPOU3BOACTBEHHOE 00beAMHEHNE «[JnarHOCTUYECKE CUCTEMbI» Poccus,
03093, r. HmxHwuit Hosropog, yn. A6noHeBas, A. 22, ten./dakc: (831) 434-86-83 wunm ten.: (831) 434-

7-12. E-mail: info@npods.ru, www.npods.ru.

al OBbACHEHVME cumBONOB

CE

IVD
LOT

REF

+2°C

EXP.

EC Mapkuposka (EBponeiickas gupektusa 98/79/CE no in vitro
AnarHoctmyeckum MY)

TonbKo Ang nabopaTopHoOro nucnosnb3osaHua (in vitro diagnostic)

Homep naptum (cepuu)

KaTtanoXxHsblii HOMep

KonnuecTBO onpeaeneHui

TemnepaTypHble Npefenbl XpaHeHUs

Ncnonb3yiiTe MHCTPYKLMIO MO NPUMEHEHUIO

Cpok rogHocTu gata/mecsau/rog

Co/epXUT pasapaxkaroll,ee BELLECTBO

[npeKTop no npov3BoACTBY
OO0 «Hay4H0-npon3BoACTBEHHOE 06beANHEHWE

«JJnarHocTn4eckme CUCTEMbI» B.K. INnmeHoB

COI/IACOBAHO CieaLincT no
o o oaucift - -

3aBKaCbep|p0|/| KﬂVlHl/l‘-IeCKOM ﬂOCMﬂMﬂﬂOaHOfOi

nabopaTopHOI ANarHoCTUKN Cea 10

oY AHO «PMAIMO Poc3ppasa» aupate]

[.M.H, npodpeccop B.B. Jonros

Ir *
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