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® «Ha6op konTponsHbIX MaTepranos «JIngnaé Amyp EB NA IgA Konrpons» pia
KOHTPOJIS Ka4eCTBa KaYeCTBEHHOTO onpeeNeHus HMMYHOrno6yTHHOB Knacca A
(IgA) x smepHOMY aHTHreHy Bupyca SnuureiiHa-bapp (EBV NA) B CbiBOpOTKE H

naa3Me KpoBH YelOBeKa METOAOM UMMYHOXEMHIIOMMHECLIEHTHOTO aHaNH3a

(UXJIA) Ha anannaaropf ABTOMAaTHYECKOM HMMYHOXEMHIIOMHHECLIEHTHOM

«JInanab AMyp» ans ZMarHocTukH in vitro no TY 21.20.23 — 282-65614693-
2022»
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1. HaumeHoBanue

HaGop koHTposbHbIX MaTepuanos «Jluana6 Amyp EB NA IgA KoHTpousb»
AN KOHTPOJIsS KayecTBa Ka4yeCTBEHHOro OnpelcieHHs MMMYHOIO0YIMHOB KJacca
A (IgA) k sepHOMY aHTHreHy BUpyca JnuteiiHa-bapp (EBV NA) B CbIBOPOTKE H
MrasMe KpOBH 4eloBeKa METONOM HMMYHOXEMHM/IIOMMHECLEHTHOrO aHalu3a
(UXJIA) Ha aHanu3aTOpe aBTOMATH4e€CKOM HMMYHOXEMHIIOMMHECLCHTHOM
«Jlupnab AMyp» IS AMArHOCTHKH in vitro no TY 21.20.23 - 282-65614693-2022
(nanee mo Tekcty — HaGop KOHTPOJBHBIX MaTepHaNoB, Ha6op KOHTPOJBHBIX

marepuanos «Jlugnaé Amyp EB NA IgA Konrposby, u3zaenue).

2. HasnaueHue
Ha6op kouTpossHbIX MaTepuanos «Jlnanab Amyp EB NA IgA KoHTpoab»
‘ npeaHasHauyeH IS KOHTPOJ  KayecTBa  Ka4yeCTBCHHOro  OMpENC]CHUA
uMMyHoro6yanHoB knacca A (IgA) k snepHOMY aHTHreHy BHpYCa nuTeRHa-
Bapp (EBV NA) B cplBOpOTKE M TIUIa3ME¢ KpOBH He/oBeka, METONOM
HMMYHOXEMHIIOMUHECLIEHTHOTO aHanu3a (UXJIA) Ha aHajau3aTope
ABTOMATHYECKOM HMMMYHOXEMMIIOMMHECUEHTHOM —«Jlnanab  Amyp» (000
«JIMIKOP», Poccus).

@dynKuHOHAIbLHOE  HA3HAYEHHE:  BCMOMOraTelibHOE  CPEACTBO B
AMAarHoCTHKeE in vitro.

3. Iloka3aHusi, NPOTHBONOKA3aHHA H NO0OYHBIE SABJICHHS

Moka3aHus: KOHTPOJIb KauecTBa aHa/Iu3a NpH KayeCTBEHHOM OMpe/e/ICHHH
IgA x snepHomy anTureHy NA Bupyca OnireiHa-bapp.

IpoTHBONOKa3aHHA: B PaMKax YCTaHOBJIEHHOTO  MPOHU3BOAMTENEM
Ha3Ha4YeHHUs He UMEET.

[MoGounbie RABJEHHA: TpU  COOMIOAEHHM  YCIOBHH W TIpaBHi
TPaHCTIOPTHPOBAHUSA, XPAHEHHS ¥ IPUMEHEHHUS HE BbIABIIEHBI.

Cneunduueckasi NaTONOTHs, COCTOSHHE MM (aKTOp pHCKa: He
NPUMEHHUMO.

Uccnenyemblii Guoorn4eckuii MaTepHan: HE NPUMEHHMO.

Onpene.rmeMblii AHAJIHT: HC [IPUMEHHMO.
3
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Tun aHanusa: He npumeHumo. lMpefHasHayeH A1 KOHTPOJSIA KayecTsa
aHanusa npyv KavyeCcTBeHHOM onpegeneHun MMMyHornobynmHos knacca A (IgA) K
saaepHomy aHTureHy NA Bupyca dnwTeliHa-bapp.

4. [MoTeHUManbHble MOb30BaTENIN N 06N1aCTb NPUMEHEHMS

MoTeHUMaNbHbIA  NOTPEOUTENb: Bpay  KAMHUYECKO NabopaTopHOI
ANArHOCTUKW W Apyrue crneunanuctel B 061aCTU KIUHUYECKON NnabopaTopHO
ANArHOCTMKK, npowesLe obyyeHre no paboTe ¢ aHaM3aTOPOM aBTOMATUYECKUM
NMMYHOXEMUTHOMUHECLLEHTHbLIM «Jlnpnab Amyp». Tonbko ans
NpogeccnoHanbHOro NCNoib30BaHMs.

O6nacTb NPUMEHEHNS ~ KNUHNYECKas nabopaTopHas AMarHoCTHKa.

5. KomMnnekTHOCTb 1 cocTaB Habopa KOHTPO/IbHbIX MaTepuanos

. 1) JINOMNM3NPOBaAHHbLIN  KOHTPONbHbLIA  MaTepuan, YypoBeHb 1

MOMIOXKUTENbHbLIN - 2 hnakoHa no 2,0 mn;

2)  JIMohMNN3MPOBaAHHbIA  KOHTPOMbHbLIA ~ MaTepuan, YpoBeHb 2,

OTPUUATENbHbLIN - 2 (hakoHa no 2,0 mn;
3) IHCTpYKUMS NO NPUMEHEHUIo - 1 WT.;
4) AHanNUTUYeCcKni nacnopt - 1 Wwr.

KomnoHeHTbl Habopa KOHTPOJIbHbIX MaTepunasios:

NTnohnnnsnpoBaHHbI N 2 (nakoHa no 2,0 CblBOPOTKa  KpOBM  4esoBeKa,
KOHTPO/IbHbIV MaTepuarn, MA cogepxawjas IgA K sgepHomy
YPOBEHbL 1, NONOXKUTENLHBI aHTureHy NA Bupyca SniiTeiiHa-
NnothmnnnsmpoBaHHbI 2 ¢nakoHa no 2,0 bapp.

KOHTPO/IbHbIA MaTepuan, M/ Matpuua: GopHas kucnota, BCA,
YPOBEHb 2, OTPULLATE/bHbIiA 0,05 YoProCWn 300.

B cocTaBe MeANLIMHCKOIO M3aenns OTCYTCTBYIOT MaTepuansl, BCTynarolime B
HEenoCpPeACTBEHHbI WA OMNOCPeAOBaHHbIA KOHTAaKT C OpraHu3MoM nayueHTa
(Tenom yenoBeka).

B coctaBe KOMMOHEHTOB  MEAWLMHCKOTO  W3[4enusi  OTCYTCTBYIOT

NeKapCTBEHHbIE CPeacTBa.
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KOMMOHEHTbI U3AenuUs He SABAAOTCA CTEPWUbHBIMU W He TpebyioT
cTepunn3aLuu.

Uncno MCNonb30BaHMIA  He  OFpaHMYeHO, UCMOMb30BaTb MO Mepe
HEO6XOAMMOCTM [0 UcYepnaHWs o6beMa WAM UCTEYEHWs CPOKa FOAHOCTW.
OToGpaHHbI AN aHanM3a KOHTPO/IbHLIA MaTepuan Henb3s WCNONb30BaTb

MOBTOPHO.

6. [MpuHUMN mMeToda
Habop KOHTPO/bHbIX matepunanos «Jingnaé Amyp EB NA IgA KoHTponb»
npegHasHaueH ans KOHTpO/IA KayecTBa npu HenpsAMoM

NMMYHOXEMUTOMUHeECLEHTHOM aHanuse (UX/A).

1- A uHkybauua: IgA K agepHomy aHTureHy NA EB npm ux Hanuyumm |
obpasue pearnpytoT C sagepHbiM  aHTureHom NA EB Ha napamarHuMTHbIX
MUKpoYacTMuax B coctaBe PeareHTa napamarHMTHbIX Mukpoyactuy (R1), obpasys

KOMMNJIEKCbl «aHTUTENO - aHTUTEH».

MpombiBKa: nopa ,qel\/JICTBVIeM MarHMTHOro nons napamMarHMUTHbIE
MUKpOYaCTuLbl a,u,cop6|/|pyr0T0ﬂ Ha CTEHKaXx peaKLI'I/IOHHOVI KIHOBETHI, a HECBA3aHHbIE

KOMMNOHEHTbI CMbIBalOTCA MPOMbIBalOLWLMM PaCTBOPOM.

2- A WHKybauma: nocne pobaBneHusa PeareHTa MedeHblX aHTuTen (R2

aHTUTena K IgA uenoBeka, MeueHHble 3(DMPOM aKPUAWMHMUS, pearupyroT C

KOMM/IEKCaMN «aHTUTENO - aHTUreH», o06pa3ys KOMMEKCbl «aHTUBUAOBOE
t AHTUTENO - aHTUTENO - AHTUTEH».
MpombiBKa,

JeTekuna W uHTepnpeTauusa: K pPeakUMoOHHOW cmecu [06aBNAOT
peareHTbl «Jlnanad Amyp Mpe-Tpurrep» n «/luanaé Amyp Tpurrep». CurHan ot
XeMUIIOMUHECLEHTHON  peakunnm U3MepsSeTcd B OTHOCUTENIbHbIX CBETOBbIX

eamHnyax (OCE).
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CyuiecTByeT npamas 3aBUCMMOCTb MeXAy Konu4yecTBoM IgA K agepHoMy
aHTUreHy NA EB B o6pasue u 3HauyeHMeM OCE, o6Hapy>XeHHbIM ONTWMYECKOW

CUCTEMOI aHanuszaTopa «J/lngnad Amyp.

Pe3ynbTaThbl ONpeaenstoTcs MyTemM cpaBHeHUs 3HayeHuii OCE  Kaaoro

o6pasLa ¢ NoporoBbIM 3HaueHMeM cut-off, nonyyYeHHbIM NPU KanMGPOBKE.

1. OnuncaHne MegULIMHCKOIO MU3aenus

Habop KOHTPO/IbHbIX mMatepunanos «Jingnaéb Amyp EB NA IgA KoHTponb»
npefcTaBnseT cob0M [ABYXYPOBHEBbIA KOHTPO/IbHbIA MaTepuan (ypoBeHb 1 -
MONOXMUTENbHbIA, YPOBEHb 2 - OTpuLaTe/lbHbIA) B BuAe NMODUIN3MPOBAHHOIO
nopoweka. B KOMMNEeKT MoCTaBKM BXOAUT MO ABa (PlakoOHA C KOHTPOJIbHbLIM
MaTepuanoM KaXAoro YpOBHS, WHCTPYKUMA W aHAIMTUYECKMIA nacnopT Cco
3HAYEeHUAMWN KOHLEHTpaLMiA.

NTnomnmanpoBaHHbIi KOHTPOJIbHbIN maTepwuarn, YPOBEHb 1,
MONOXWTENbHbIA, NOMeWeH BO (1aKOHbl M3 HENTPasibHOro 60POCUIMKATHOrO
cTekna (KOPWYHEBbIN) C 3aBUHYMBAIOLLENCA  KPBIWKOW 4YepHOro  LBeTa.
JINOMNN3NPOBAHHBIA  KOHTPO/bHBLIA MaTepuas, YPOBeHb 2, OTpULaTeNbHbIN,
noMelLeH BO (p1aKOHbl M3 HEMTPanbHOro 60POCUINKATHOIO cTeka (KOPUYHEBDIN)
C 3aBMHYMBAIOLLLENCA KPbILLKO 6en0oro LgeTa.

BHewHWin Bug

MenkoancnepcHblin NOpoLOK 6enoro ugeta. MOAHOCTLIO pacTBopsAeTCs Mpu
fobaBfieHUn 2 M BOAbl OUYMLLEHHOW (AUCTUNNMPOBaHHOW). Bpems pacTBopeHus -
He 6onee 20 MUHYT. B BOCCTAHOB/IEHHOM BMAe NpeacTaBnseT coboil nNpo3payvHbIi

pacTBOp 6e3 0cajika, X/0NbeB U NOCTOPOHHMX BK/HOUEHNIA.

8. Mepbl NpPegoCTOPOXHOCTU U OrpaHNYeHNs MeToda
- MoTeHUMaNbHbIN PUCK MPUMeHEHUs Habopa - Knacc 26 (cornacHo
Mpukaly MuHuctepcTsa 3gpaBooxpaHeHns PP NedH ot 06.06.2012 r.);

- TonNbKO An8 ANarHOCTUKK in Vitro;
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- Bce KOMNOHeHTbI Habopa KOHTPO/IbHbIX MaTeprasnioB B UCMOJb3YEMbIX
KOHLEHTpaUmMAX ABMAAKTCA HETOKCMYHLIMW, BPELHOr0 BAUAHWSA Ha OpraHusm
MONb30BaTeNA He 0Ka3blBaOT.

- KOHTpO/bHble MaTtepuanbl  U3rOTOB/IEHbl M3 CbIBOPOTKM  KPOBU
YenoBeKa, NPOBEPEHHON YTBEPXAEHHbIMU MeTohaMu, B KOTOPOW OTCYTCTBYIOT
HBsAg, aHTuTena k BIrC n BNY-1,2 n Treponema pallidum. H/ o4nH N3BECTHbIA
METOZ aHa/M3a He MOXEeT pfaTb MOJHYK rapaHTUI TOro, 4YTO MNPOAYKTHI,
MONY4YeHHble U3 Ye/IoBEYECKMX MaTepunanos, He MHMUUMpPOBaHbl. CneaoBaTenbHO,
BCe U4e/IOBEYECKME MmaTepuanbl CriefyeT paccmaTpuBartb Kak MOTeHUManbHO
NH(EKLNOHHbIE;

- B coctaB MaTpuubl KOHTPOJIbHBIX MaTepuanoB BXOAUT  Oblunia
CbIBOPOTOYHbIN anbbyMuH (BCA). Hannune ceptudnkara o NPOUCXOXAEHUN U/vnn
CaHUTApPHOM COCTOSIHUW D>KUBOTHbIX He MOXET MOJIHOCTbD rapaHTUpPOBaThb
OTCYTCTBME WH(EKLUMOHHbIX MNaTOreHHbIX areHTtoB. [103TOMYy peKOMeHAyeTcs
cobnofate 06bl4HbIE Mepbl NMPEAOCTOPOXKHOCTK (HanpuMep, He rnoTatb WU He
BAbIXaTb);

- Habop KOHTPO/MbHLIX MaTepnanos coaepXut koHcepsaHT ProClin 300,
KOTOPbIA MOXeT ObITb BpefeH MNpu MNpornaTbiBaHWW, BbI3blBaTb a/l/IePruyeckKyto
KOXXHYI peakuuio M OKasblBaTb TOKCMYHOE [eNCTBMe Ha BOAHble OpPraHu3Mmbl.
OpHako wucnonb3yemasi KoHueHTpauus (0,05 %) saBndetcs 6Ge3onacHoOW Ans
Ye/I0BEKA N OKPY>KatoLLeid cpespbl;

- He cmewmBaiiTe KOHTPO/IbHbIE MaTepuasbl pa3HbIX Cepuid;

- He cmewwuBainTe CcBeXWe KOHTPO/bHble MaTepuanbl C  yXe
NCMNOJb3yEMbIMU;

- He nepenuBaiTe KOHTPO/bHbIA MaTepuan 06paTHO B WCXOAHbIN
(b/1lakKoH nocne B3SATUS;

He ucnonb3yinte Habop KOHTPO/IbHbIX MAaTepPManoB Mocne UCTeyeHUs

CPOKa rogHocCTwu;
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- He wucnonb3yiiTe KOHTPONbHble MaTepuanbl U3  MOBPEXEHHOMN
YNaKoBKM.

- 3HayeHMs KOHLEHTpauuili KOHTPO/NbHbIX MaTepuasoB 3aBUCAT OT
cepuu;

He 3amopaxuBaiTe Habop KOHTPO/IbHbIX MaTepuanoB, Mpexie 4Yem

OTKPbITb €rO;

- Vcnonb3yinTe cpeactsa WHAMBUAYaNIbHOW 3awuTbl npu paboTe ¢
KOHTPO/IbHbIMY MaTepuanamu.

- [e3nHpekuns pasnnTbiX KOHTPOJIbHbIX MaTepuasioB BbIMOJHAETCA C
MCNONb30BaHWEM Ae3MH(pUUMpYOWKMX cpeacts B cooTseTctBum ¢ CaHluH

2.1.3684.

9. TloAroToBKa KOHTPO/IbHbIX MaTepuanos

KOHTpONbHbIE MaTepuabl NOCTaBAATCA B NTMOGUIN3NPOBAHHON (opMe.

- AKKYpaTHO MOCTy4uTe no (hakoHy, 4ToBbl KOHTPONbLHbLIA MaTepuan
OKasasica Ha fHe hiakoHa.

- OTKpoinTe (1akoH, OCTOPOXHO MOAHMMUTE Pe3NHOBYI MPO6KY,
4yTO6bI BO34YX Nnonaj BO (P1IAKOH, 3aTeM MOTHOCTbIO CHUMUTE €€,

[lo6aBbTe 2 M/ OUYNLLLEHHON (AUCTUNNPOBAHHOW) BOAbI.

- 3aKpoiTe nakoH Pe3nHOBOW 3ar/yLKON U KPbILLKOW, AaiTe NOCTOATb
10-20 MUHYT Ana MNOMHOro pPacTBOPEHWSA COLEPXXUMOro, B TeYeHUe KOTOpbIX
OCTOPOXHO BCTPAXHUTe (hiakoH 5-10 pas. 3atem pacTBOpUTE COAEPXKMMOE CBEPXY
NyTeM OCTOPOXHOro nepeBopaymBaHmsa npumMmepHo 10 pas. MN3beraiiTe o6pasoBaHmA
MeHbI.

- Bo3bMnTe HEOO6XOAUMbII 06bEM [AN1A KaXKA0ro aHam3a B COOTBETCTBUM
C UHCTPYKLMe no npumMeHeHMI0 Ha Habop peareHToB «J/lnanab Amyp EB NA IgA».

- Pacnpegennte KOHTPO/bHbLIA MaTepuas B HECKO/IbKO HebO0sbLnX
(h1aKOHOB C repMeTUYHOM KPbILIKOW U XPaHUTe UX B COOTBETCTBMM C TPeBOBaHUAMM

nyHKTa 10 JaHHOW UHCTPYKLUN.
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10. CTabuUNbHOCTb,  YC/NOBMA  XPaHEHUs,  UCMOJSIb30BaHUS n
TPaHCNOPTUPOBKMU

YcnoBua xpaHeHus, CTabubHOCTb

- M3genna B ynakoBKe M3roTOBUTENs crefyeT XpaHUTb Ha cKnajax.
XpaHeHue nsgennii Npu Temnepatype ot +2 Ao +8 °C A0/MKHO OCYLLECTBNATLCA B
XONOAWUMBbHBIX  Kamepax — uUau B XO/IOAWU/IbHUKAX, obecneynBaroLLLnX
pPernaMmeHTUPOBaHHbIN TEMMEPaTypPHbIA pPeXUM C eXedHeBHOW peruncTpaumen
TemnepaTypbl. XpaHeHue W3fenuid [ONXHO OCYLEeCTBAATLCA B TEMHOM MeCTe.
N3genna, XpaHuBLYMECA C  HapyLleHWeM  perfiaMmeHTUPOBaHHOIO  pexuma,
NMPUMEHEHMIO He NOA/eXar.

- HeOoTKpbITble KOHTPOJ/IbHble MaTepuanbl CTabUNbHblI A0 MCTEYEHUA
CpokKa rogHoctu (48 mecsueB) npu TemnepaType oT +2 o +8 °C.

- lMocne BOCCTaHOBNEHWUA KOHTPOJIbHble MaTepuanbl CTabu/bHbl B
TeueHue 7 fHel npu TemnepaType XpaHeHus crr+ 20 go + 25°C.

- lMocne BOCCTAHOBNEHUA KOHTPON CTabunbHbl B TedeHne 30 gHei npu
TemnepaTtype xpaHeHusa ot + 2 o + 8°C.

- Mocne BOCCTAHOBNEHUA KOHTPONW CTabunbHbl B TeyeHne 90 gHel npu
Temneparype xpaHeHus - 20 °C umam Huke. PasmopaxuBaHue / oTTaMBaHue
3aMOpPOXEHHbIX  BOCCTAHOB/IEHHbIX  KOHTPOJIbHbIX ~ MaTepuanoB  crefyet
NpoM3BOAUTL MPW KOMHATHOW TemnepaTtype B TedeHume 30 muH. [locne
pasMopaknMBaHWs KOHTPO/IbHbIE MaTepuasbl HEOOXOAMMO BCTPAXHYTh.

- He [0NyCKaeTcA MOBTOPHOE 3amopaxKuBaHune-oTTanBaHue

BOCCTAHOBJ/IEHHbLIX KOHTPOJIbHbIX MaTepunasnos.

Ycnosusa TpaHCNOPTUPOBKN

TpaHcnopTUpOBaHMe M34eNnii O KOHEYHOro noTpebuTens Ha BCeX 3Tanax
JO/MKHO MNPOM3BOAUTLCA BCEMWU BUAaMn TpaHcrnopTa (BO3AYLLHbIA, BOAHbIN,
YKEeNe3HOLOPOXKHbIA, aBTOMOOW/IbHBIN) B KPbITbIX TPAHCMOPTHbLIX CPeAcTBax B
COOTBETCTBMW C MpaBuiaMn MepeBo30K, AENCTBYIOLMMY Ha TpaHCNOPTe AAHHOIO

BUAa Npy TemnepaType oT +2 A0 +8 °C ¢ cob6/10AeHneM X010/10BOI Lienn B TedeHune
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12 pgHeli. He nopggepratb ANUTENbHOMY BO3A4ENWCTBUIO Tenna, Bnaru, nNpsambIX
CO/IHEYHbIX fy4yell. 3amopaxuBaHuMe Habopa KOHTPO/SbHLIX MaTepuanoB He
AONYCKaeTcsa. TpaHCNoOpTUpOBaHWE  U3OENNA  AO/MKHO  OCYLECTBNATLCS B
TEPMOKOHTeNHepax OAHOPAa30BOro MOMb30BaHWUS COAEPXALLMX XNaf03/1EMEHTHI,
WA B TEPMOKOHTEHepaX MHOrOKpaTHOro MPMMEHEHMA C aBTOMAaTMUECKM
NoAAepXXMBaeMOn TeMnepaTypoit Mnn B aBTopedpuKepaTopax C UCNOMb30BaHNEM
TEPMOVHANKATOPOB. N3pnenus, TpaHCNOPTMPOBaHHbIE c HapyLLUeHnem

TeMMepaTypHOro pexuma, NpUMeHeHNo He Noanexar.

11. O6opynoBaHMe W MaTepuanbl, He BXoAdwmMe B KOMMIEKT
NMOCTaBKK, HO HEOOXOAMMbIe ANA NMPOBEAEHUS aHanm3a

Boga ounuieHHasa (AMcTunanpoBaHHas);

- ®nNaKoHbl C FEPMETUYHOW KPbILLKOIA;

- Habop peareHToB «Jlngnad Amyp EB NA IgA» Ans KayeCTBEHHOrO
onpeaeneHns UMMyHornobynnHos knacca A (IgA) K fAlepHOMY aHTUIeHy Bupyca
AnwTenHa-bapp (EBV NA) B CbIBOPOTKE W Ma3Me KPOBW Ye/loBEKA METOA0M
NMMYHOXEMUNOMUHECLLEHTHOI O aHanusa (MXNA) Ha aHanusartope
aBTOMATUYeCKOM  MMMYHOXEMUTIOMUHECLEHTHOM  «Jlugnab  Amyp»  ans
AMarHocTuKM in vitro no TY 21.20.23 - 252-65614693-2022;

PacTtBop 3anyckawowui  "Jingnad6 Amyp [pe-Tpurrep”  Aans
aHanmnsatopa aBTOMaTUYeCKOro MMMYHOXEMUTKOMUHECLEHTHOTO «Jlngnab Amyp»
ANA AMarHOCTUKK in vitro no TY 21.20.23-277-65614693-2022;

PacTBop 3anyckawowui "Jingna6 Amyp Tpurrep” ans aHanusatopa
aBTOMATMYeCKOro  MMMYHOXeMU/IIOMUHECLEHTHOTO  «Jlngna6  Amyp»  ans
AMArHOCTUKK in vitro no TY 21.20.23-279-65614693-2022;

- PacTBop npombiBalOWMiA  ANS  aHanM3aTopa aBTOMAaTUYeCcKoro
MMMYHOXEMUNKOMUHECLIEHTHOIO «Jlnanaé AMyp pacTBOp MNPOMbIBAKOLLNI» ANs

AMArHOCTUKM in vitro no TY 21.20.23-276-65614693-2022;
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- KioBeta ogHopasoBas «Jlngna6 AMyp KioBeTa» [ aHanuM3aropa
aBTOMATUYECKOT0  MMMYHOXEMWU/IIOMUHECLEHTHOIO  «Jlngna6  Amyp»  ans
AnvarHocTukm in vitro no TY 32.50.50-281-65614693-2022;

- AHanusarop aBTOMaTUYEeCKUi NMMYHOXEMUTHOMUHECLLEHTHbIN
«Jlngnad Amyp» ang gnarHocTukuy in vitro no TY 26.51.53-283-65614693-2022, B

BapnaHTax NCNONHEHUA.

12.  [lpouenypa aHanmnsa
AHann3 MpoBOAUTCA B COOTBETCTBUM C WHCTPYKUMEN NO MNPUMEHEHUIO
Hab6opa peareHToB «JIngnad Amyp EB NA IgA» 1 PyKoBOACTBOM MO 3KCNayaTaLuum

aHanmsaTopa «J/lnanad Amyp».

13.  WNHpopmaums 0 3HAYeHMAX KOHLeHTpauuin, npunmcaHHbIX
KOHTPO/IbHbIM MaTepuanam

3HayeHMa KOHUeHTpauunin IgA K agepHomy aHTureHy NA Bupyca dniwiTeliHa-
bapp B KOHTPOJIbHbIX MaTepuanax ykKasaHbl B AHa/IUTMYECKOM Macrnopte Ha
MeauLmMHCKoe nsgenve «Habop KOHTPObHbIX MaTepuanos «/lngnad Amyp EB NA
IgA  KOHTpO/b» AN KOHTPONA  KayecTBa KayeCTBEHHOro ornpejeneHus
UMMYHOT106ynnHOB Knacca A (IgA) K S4epHOMY aHTUreHy Bupyca InuTelHa-
Bapp (EBV NA) B CbIBOPOTKE W nMa3Me KpPOBM 4enoBeka METOLOM
NMMYHOXEMUNOMUHECLLEHTHOT O aHannsa (MXNA) Ha aHanusarope
aBTOMATUYECKOM  MMMYHOXEMW/IIOMUHECLEHTHOM  «Jlugnab  Amyp»  ans

AMarHoCcTuKK in vitro no TY 21.20.23 -282-65614693-2022».

Pe3ynbTaTbl KOHTPO/MS KayecTBa, KOTOpble He nonagatT B AONYCTUMble
AManasoHbl, MOTYT YKa3blBaTb HA HeAENCTBUTENbHbIE Pe3yNbTaTbl UCCNEA0BAHUIA.
B [JaHHOM cnyyae WuccnegoBaHMe HeO06XOAMMO NOBTOPUTb. [MpU MOBTOPHOM
HECOOTBETCTBMM HEoOX0AMMO WCNOMb30BaTb HAabOP KOHTPO/IbHLIX MaTepuanos

APYroi cepum.
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14. YTuausauus
Ortxompl, obpasyloluMecs npH Hcronb3oBaHuk Habopa KOHTPONBHBIX
matepuanos «Jluanad Amyp EB NA IgA KouTposab», OTHOCATCA K Knaccy bwu

yTHIH3HupyioTcs B coorBeTcTBHM ¢ CanlluH 2.1.3684-21.

15. @yHKUHOHA/bHbIE XAPAKTEPHCTHKH

Buyrpudaakonnas sapuauns: koddpduuuent papuaunu CV < 8%.
Mexdaakonnas Bapuauus: kospduuuent sapuaunu CV < 8%.

KoHueHTpauus (AMana3oH Le/eBbiX 3HAYEHH):

Konuentpauns | /{Hana3oH me/ieBbiX 3HAYCHHI

no pe3y/bTaTaM aHa/INn3a

. JInoduan3upoBaHHbIA KOHTPOIbHbBIH 2,5 KIT* 2-3KIl

MaTepHual, ypoBeHb 1, NONOKHTEbHbIH

JIno¢punn3upoBaHHbIH KOHTPOJILHBINA 0,5 KI1 0,4 -0,6 KI1

MaTepHaJl, ypoBeHb 2, OTPHLATENbHBIHA

*KIT - k03¢ bUUMeHT NMO3UTHBHOCTH

MeTponoruyeckas NMpoCiIeXXHMBaeMOCTb KOHTPOJbHBIX MaTEpHaA/IOB OLCHEHa
npu nomowu CranaapTHoro o6pasua npeanpustus «EB NA IgA CraHaapT» B
coorBerctBuu ¢ [OCT ISO 17511. KoHkpeTHble BelHYHHBI HEONMPENCIEHHOCTH
3HAYEHHiA, IPUIMCAHHBIX KOHTPOJIBHBIM MaTepHaiaM, MOTyT ObITb IPENOCTAB/ICHBI

. 10 3anpocy notpebuTes.

KommyTabeabHocTb: k03¢ dHLMeHT Koppensuuu r 2> 0,975, yroa HakioHa

Haxoautcs B npenenax 0,9 <y <1,1.

16. TapaunTniinbie 00513aTE/ILCTBA

TpeanpusATHE-H3rOTOBUTE/b TFAPAHTHPYET CTabMIBHOCTE W COOTBETCTBHE
ugenus Tpe6oBaHusaM TEXHHYECKHUX YCIOBHH MpH cobnroieHuH  YCJIOBHH
TPaHCTIOPTHPOBaHHUs, XpPaHEHHUS U NIPUMEHEHHUS B TEUEHHE BCErO CPOKa rOAHOCTH.

Cpok roaHocti HaGopa KOHTPOJIBHBIX MaTepHaslos «JIunna6 Amyp EB NA

IgA KoHTposnb» — 48 MecsLeB ¢ JaTbl TPOU3BOACTBA.
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PeitaMalidH cliefyeT HanpasJATh N0 aapecy npoussoautenio: O6mecTso ¢
orpannyesHoit otsercrBeHHocTBiO JIUAKOP» (OO0 «JIMIKOP»), Poccus,
620102, Crepanosckas o6nacTh, r.o. ropon ExarepunOypr, T. ExatepunOypr, ya.
Tocanckas, c1p. 23, oduc 204. Tenedon: 8 (800) 500-71-28. Anpec 31eKTPOHHOM

noutsl: marketing@leadcore.ru.

17. CseneHns 0 NPOH3IBOAHTENE MEINUHHCKOrO H3LE/THA

[MpouspoxnureneM  MEOAWULMHCKOTO  H3ACIHA «Habop  KOHTPOJBHBIX
matepuanos «/luana6 Amyp EB NA IgA KoHTpons» i KOHTPOIA KavqecTsa
Ka4yeCTBEHHOTO OMNpeAeNeHus UMMYHOTNoOyNuHOB Kiracca A (IgA) k saepHOMY
aHTHTeHy Bupyca JDmureiina-Bapp (EBV NA) B ChBOPOTKE ¥ niasMe KpoBH
yenoBeKka METOOOM HMMYHOXEMHIIOMHHECUSHTHOrO aHaliusa (UXJIA) =Ha
aHaNU3aToOpe aBTOMATHYECKOM MMMYHOXEMHIIOMHHECLIEHTHOM «Jlupna® Amyp»
JUIA AMarHocTMKM in vitro mo TY 21.20.23 — 282-65614693-2022» aBnAeTca
O611ecTBO C OTpPaHHUEHHON otBercTBeHHOCTHIO «JIMIKOP» (000 «JILAKOP»).

IOpunmnueckuit anpec: Poccus, 620102, Csepauiosckas obnacts, I.0. TOPOA

Exarepunbypr, r. Exarepun6ypr, yn. [Tocaackas, cp. 23, otuc 204.
Azipec MecTa PON3BOACTBA MEAULIMHCKOrO H3AEHA!

1)  Poccus, 620033, Ceepmiosckan 06macts, T. ExatepuHOypr, yi.

KpacHonapckas, a.15;

‘ 2) 000 «JIUJKOP», Poccus, 141981, Mockosckas obnactb, r. JlybHa,
yi1. IlpubopocTpourenei, 3a.

18. Ilepeuenn NpUMEHAEMbIX CTARAAPTOB

TOCT P UCO 15223-1-2020, 'OCT P UCO 18113-1-2015, TOCT P UCO
18113-2-2015, TOCT P EH 13612-2010, TOCT P 51088-2013, TOCT P UCo
23640-2015, TOCT ISO 17511-2011, FOCT P 53133.3-2008, I'OCT ISO 14971-
2021, CaulluH 2.1.3684-21.
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19. Paciungposka rpadpuaecKux CHMBOJIOB

CumBon Paciundpobka
REF Homep no xaranory
LOT Koa napriu

Positive - [TonoXHTENbHBIK

Negative - OtpuuaTensHbli

HsrorosuTens

JlaTa U3roTOBJICHNSA

Hcnons3osars A0

O6paTMTeCh K MHCTPYKIHH IO IPHMEHEHHUIO

-

[}@m&}‘zw

OcropoxHo!

IVD

MeoMIUMHCKOE W3AeNHe AN JUATHOCTHKH in vitro

o2

BHONOrHuecKHi pHCK

S

Ipenens! TeMnepaTypsl

—_
—

XpaHUTh BEPTHKAIBHO

- |

Xpynkoe, 06palLaTbCs OCTOPOXHO

P

bepeus oT Blaru
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R

He monyckats BO3AeHCTBHA CONHEYHOTO CBETA

%

Toxcuyuno

&

&

OnacHo ans BOGHOH cpeabl

®

He ¥cnonb308aTh PU NOBPEKACHHH YIIaKOBKH

¢ 20. JIuTepaTypHble CCHLIIKH

1. HHS Publication, 5th edition, December 2009. Biosafety

Microbiological and Biomedical Laboratories.™
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