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1 HanmeHoBaHue

Habop KOHTposbHbIX MaTepmanos «Jlngnadé Amyp EB VCA IgM KoHTposib»
NS KOHTPO/IA KavecTBa KayeCTBEHHOr0 onpeaeneHnss UMMYHOr/106y/IMHOB Knacca
M (IgM) K kancugHomy aHTUreHy Bupyca InwTeliHa-bapp (EBV VCA) B
CbIBOPOTKe U MJiasme KpoBM 4e/loBEKA METOAOM MMMYHOXEMMUIKOMUHECLEHTHOIO
aHanmnsa (UXNA) Ha aHanusarope aBTOMAaTNYECKOM
NMMYHOXEMUTIOMUHECLEHTHOM «Jlngnab Amyp» ana AnarHocTUKK in vitro no TY
21.20.23-202-65614693-2022 (panee no TeKCTy - Habop KOHTPO/IbHbLIX
matepuanoB, Habop KOHTPONbHLIX MaTepuanos «Jlugna6 Amyp EB VCA IgM
KoHTponb», nsgenue).

2. Ha3HaueHue

Habop KOHTposbHbIX MaTepnanos «Jingnadé Amyp EB VCA IgM KoHTposb»
npefgHasHayeH [NA  KOHTPOMSA  KadeCTBa  KauyeCTBEHHOro  OnpejesieHus
MMMYHOT 106y IMHOB Knacca M (IgM) K KancugHoMy aHTUreHy Bupyca dnwiTeiiHa-
Bapp (EBV VCA) B CbIBOPOTKE W TMJla3Me KpPOBM 4YesioBeEKa, METOAOM
NMMYHOXeMUTIOMWUHECLLEHTHOIO aHanm3a (UXNA) Ha aHanmsatope
aBTOMaTUYECKOM  MMMYHOXEMUIIOMUHECLEHTHOM  «Jlngnaé  Amyp» (OO0
«JTINOAKOP», Poccus).

PYHKLUWOHaNIbHOE  Ha3Ha4eHue: BCMOMOraTe/lbHOe  CPeAcTBO B
AVarHocTuKe in vitro.

3. MNokaszaHunsA, NPOTMBOMNOKa3aHMA N NO60YHbIE AB/EHUS

NoKa3aHWA: KOHTPO/Ib KayecTBa aHa/mM3a Npuv KayecTBEHHOM OrpejeneHnm
IgM Kk kancugHomy aHTureHy VCA Bupyca dnwTeliHa-bapp.

NMpoTmBONOKasaHMA; B pamMKax YCTaHOB/MIEHHOr0 MNPOM3BOAUTENEM
HasHa4eHNsA He MMeeT.

Mo60YHbIE  SABMEHUS: nNpU  CcOGNIOAEHUU  YCNOBUIA U MNpaBW
TPaHCNOPTUPOBAHUSA, XPaHEHUA U NPUMEHEHUSA He BbISB/IEHbI.

Crneunduryeckana naTtosiorus, COCTOAHWE WM (haKTOp pUCKa: He
NPUMEHUMO.

Nccnenyemblini 6M0ON0OTMYECKUIA MaTepuast: He NPUMEHMUMO.
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Onpeaensiemblit aHANHT: He NPHMEHAMO.

Tun ananusa: He npuMeHHMO. [IpefHasHa4YeH AAs KOHTPONS KadecTa
aHaK3a NPH KauyeCTBCHHOM ompeaeneHud IgM k kancuaHoMmy anTureHy VCA
BHpYyca JnuureitHa-bapp.

4. TloTeHnHaNbHbIEe MOJNL3OBATENAH H 06/1aCTh NPUMEHEHHS

IloTenunanbhelii  moTpefuTesb: Bpad KIuMHMYeckoH JaGoparopHoii
AMATHOCTHKH M ApPYTHE CHEUMAIHCTH B ofnacTH kiMHMYecKkoli mabGoparopHoit
AUarHOCTHKH, TIpoLIeaInHe o6yuerte no paboTe ¢ aHATH3ATOPOM aBTOMATHYECKHM
HMMYHOXEMH/IIOMUHECLICHTHBIM «JIuanab AMyp». Tonsko st
npobecCHOHANBHOTO HCNOJIb30BAKHS.

O6aacTb npuMeHeHHs — KIHHAYECKaA NTabopaTOpHas AHArHOCTHKA.

S. KomnaextHocts H cocraB HaGopa KOHTPOJLHBIX MATEPHANOB

1) JmodunusupoBaHHBI  KOHTPONBHEIX  MaTepuan, ypoBeHs |1,

NONOXUTENbHEIN — 2 dnakoHa no 2,0 ma;

2) Jlodunu3upoBaHHEIA  KOHTPOJNBHEIM  MaTepual, ypoBeHs 2,

OTpHLATENbHBIM — 2 (nakoHa mo 2,0 Mi;
3) MHcTpyKis no npuMeHeHuio — 1 mT.;
4) AHanutHyeckuii nacnopr — 1 wr.

Komnionents Habopa KOHTPONBHBIX MAaTEPHAJNIOB:

JIuodunuznporaHHeI 2 ¢nakona no | CoisopoTka KPOBH YENOBEKa,
KOHTPONbHBIH MaTephal, ypoBeHs | 2,0 M coaepxamas IgM k  kancugHoMmy
1, nosoKHTENbHBIH anturedy VCA supyca Dnwreiina-Bapp.
JlnodunusupoBaHHLIl 2 ¢naxona no | Marpuua: MES 6ydep ¢ BCA, 0,05%
KOHTPONBHBIN MaTepuan, yposeHs | 2,0 Mn ProClin 300.

2, OTpHULIATEALHBIH

B cocTaBe MeJMLIMHCKOTO H3/IC/INA OTCYTCTBYIOT MATEPHAIIE], BCTYTIAIONIHE B
HENOCPEACTBEHHBIN MIIM ONOCPEAOBAHHEIA KOHTAKT ¢ OPraHM3MOM MNalHeHTa
(TeNIOM HesIOBEKA).

B cocraBe KOMNOHEHTOB MEAMUMHCKONO H3AENMS  OTCYTCTBYIOT

JICKAPCTBCHHHIC CPCACTRA.
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KoMnoHeHTBl W30€nuss He SBIAIOTCA CTEPHIBHBIMU W He TpebyloT
CTEPHJIU3ALUHU.

Yucno wcnonb3oBaHMiE He  OrpaHMYeHO, HKCHONB30BaTh MO  Mepe
HEOOXOAMMOCTH 10 HcYepnaHWs oObeMa MM MCTEYEHHS CPOKa TOJHOCTH.

OtoOpaHHblii 111 aHalW3a KOHTPONBHBIM MaTepuHan Helb3s MWCMONb30BaTh

[NTOBTOPHO.

6.  IlpuHuun mertoaa
Ha6op koHTposnbHbiX MaTepuanos «Jluanadé Amyp EB VCA IgM KouTtpons»
npeaHa3sHayeH ans KOHTpOJIs KayecTBa npu HEnpsaMom

MMMYHOXEMHIIIOMUHECLIEHTHOM aHanu3e (UXJIA).

I-7 unkybayua: 1IgM x kancugHomy antureHy VCA EB npu ux Hanuuuu B
obpasue pearMpyloT ¢ KancuaHbIM aHTHreHom VCA EB Ha mapamarHMTHBIX
MHMKpOYacTHUAaX B cocTaBe peareHTa R1, oOpa3ys KOMMJEKCHl «aHTUTENO -

AHTHI€H).

”pOMbIBKa.' Nnoa AEWCTBUEM MArHUTHOIO MOJA napaMarHUTHbBIEC YaCTHLbI
alICOP6pr10TCﬂ Ha CTCHKax peaxuuouﬂoﬁ KIOBE€TbI, 4 HECBA3AHHBIE KOMIMMOHEHTBI

CMBIBAKOTCS MNPOMBIBAIOLIIKM paCTBOPOM.

2-A uHKybayua: nocne nobaeneHus PeareHta MeueHbiX aHTHTen (R2)
aHtutena k IgM denoBeka, MeueHHbie 3GUPOM aKpUAHMHHUSA, pearupyloT C
KOMIUIEKCAMH «aHTUTENO - aHTUTeH», o00pa3ys KOMIUIEKCHl «aHTHBHIOBOE

AHTHTEJIO — QHTUTEJIO - aHTHIEH.
Ipomesiexa.

Memexkyus u unmepnpemayusa: K peakUHMOHHON cMecu A00aBiAOT
pearenthl "Jluana6 Amyp Ilpe-tpurrep" u "Jlugna6 Amyp Tpurrep". Curnan ot
XEMHJIIOMMHECUCHTHOH pEaKLMH HW3MEpPSETCS B OTHOCHUTENBHBIX CBETOBBIX

eanHuuax (OCE).
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CyuiecTByeT npsiMas 3aBHCUHMOCTb MEXJY KONUYECTBOM IgM K KancuaHoMy
antureHy VCA EB B obpasue u 3HaueHneM OCE, oOHapyXeHHBIM ONTHYECKO#

cUcTemoM aHanu3aTopa «Jluanad Amyp».

Pesynbrathl onpenpenstorcs nytem cpaBHeHus 3HaveHuii OCE kaxaoro

obpa3ua ¢ moporoBbiM 3HauYeHHeM cut-off, monyyeHHbIM NpH KanUOpOBKe.

7.  OnHucanve MeIMLHHCKOro H3ae/Hs

Habop xoHTponbHeIX MaTepranos «JInanaé Amyp EB VCA IgM KouTpons»
npeacTaBiasieT coboi HOBYXypOBHEBbIi KOHTpO/bHBIH MaTepuan (ypoBeHb 1 -
NOJIOXKHUTENbHBIA, YPOBEHb 2 — OTpHLATENbHbIA) B BHAE JTHOQUIW3UPOBAHHOIO
nopoiwka. B KOMMJEKT NOCTaBKM BXOAUT MO [Ba (1akOHA C KOHTPOJbHBIM
MaTepUHaioM KaXAO0ro YpOBHS, HHCTPYKUHMS M aHaJMTHYECKUI Macmopr co

3Ha4YCHUAMH KouueHTpaunﬁ.

JInodpunuznpoBaHHbI#H KOHTPOJIbHBIH marepua, ypOBEHb 1,
NOJIOXKHUTENbHBIN, MOMELIEH BO (UIakOHBI M3 HEHTPaIBHOro GOPOCHIMKATHOrO
cTekia (KOpPUYHEBBIH) C 3aBMHYMBAIOLIEHCS KPBIWIKOM UYepHOro  LBETa.
JInobunu3MpoBaHHbIf KOHTPONBHBIH MaTepHali, YPOBEHb 2, OTPHLATENbHBIM,
noMeileH Bo (paakoHbl U3 HEHTPaIbHOro H0POCUNUKATHOIO CTEK/a (KOPHUYHEBBI)

C 3aBUHYMBAIOLIEACA KPbILIKOH 6enoro ugera.

Bremnui Bua

MenkonucnepcHsliii nopoiok 6enoro usera. [loJHocTbIO pacTBOpAETCA MPH
no6aBneHUH 2 M BOAB! OYMIIEHHOH (AMCTHINMPOBaHHON). BpeMs pacTBopeHHs -
He Gonee 20 MuHYT. B BoccTaHOB/IIEHHOM BHAE NpeACTaBsAeT coboii npo3payHbIi

pacTBOp 6e3 ocagka, XJIONbEB H MOCTOPOHHHX BKJIIOYEHHIA.

8. Mepbl NpesoCTOPOKHOCTH H OrPaHHYEHHS METo/Aa
- [ToTeHuManbHBIH pUCK NpUMeHeHHs Habopa - knacc 26 (cornacHo
[Tpukasy MunuctepcrBa 3apaBooxpaHeHus P® Nedn ot 06.06.2012 r.).

- Tonbko U1 AMAarHOCTHKH in Vitro;
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- Bce KoMNoHeHTbl Habopa KOHTPO/IbHbIX MaTepUasioB B UCMO/b3YEMbIX
KOHLIEHTpaumax SBASKTCA HETOKCUYHLIMW, BPEAHOr0 B/MSHMS Ha OpraHu3m

Nnosib3oBaTesIA HE OKa3blBaloT.

KOHTpoNbHble MaTepuasibl  W3rOTOB/IEHbI U3 CbIBOPOTKM  KPOBU
YyenoBeKa, MPOBEPEHHOM YTBEPXAEHHbIMW METOAaMW, B KOTOPOWM OTCYTCTBYIOT
HBsAg, aHTutena Kk BIr'C n BY-1,2 n Treponema pallidum. H1 ofuH 13BECTHbIN
MEeTO[ aHann3a He MOXEeT faTb [MOJIHYK0 TrapaHTUK TOro, 4YTO TMPOAYKTHI,
NoJlyYeHHbIe M3 Ye/IOBEYECKUX MaTepuasioB, He MHMULMpoBaHbl. CnefoBaTe/bHO,
BCE 4e/lOBeYeCKMe martepuanbl CriefyeT paccMaTpuBaTb KaK MOTeHUnanibHO
NH(EKLMOHHbIE;

- B coctaB Mmarpuubl KOHTPOJIbHbIX MaTepuasioB BXOAUT Oblunii
CbIBOPOTOYHbIN anbbymuH (BCA). Hannune cepTndmnkaTta 0 NPONCXOXAEHUN U/vnn
CaHUTApPHOM COCTOSAHUW >KMBOTHbIX HE MOXeT TO/IHOCTbI rapaHTUpoBaTb
OTCYTCTBME WHMPEKUNOHHbIX NATOreHHbIX areHToB. [103TOMY pPeKOMeHAyeTCs
cobnofarb 00blYHblE Mepbl MPELOCTOPOXHOCTWU (HanpuMep, He rN0TaTb WAN He
BAbIXaThb);

- He cmewmnBaiiTe CBeXWe KOHTPO/IbHble MaTepuasibl C  YXe
NCNONb3YeMbIMU;

- He nepenuBaiTe KOHTPO/bHLIA MaTepuasl 06paTHO B WUCXOAHbIN
(hnakoH nocrne B3ATUS;

- He ucnonb3yinTe Habop KOHTPONbHbLIX MaTepuasioB Nocse UcTeveHUs
CpoKa rogHocTu;

- He wucnonb3yinTe KOHTPOSbHbIE MaTepuanbl U3  MOBPEXAEHHOM
YNaKoBKW.

- 3HaYeHNA KOHUEHTpauuii KOHTPO/bHbLIX MaTepuanoB 3aBUCAT OT
cepuu;

- He 3amopaxwuBaiite Habop KOHTPO/IbHbIX MaTepuasioB, Npexzae yem

OTKPbITb €T0,
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- Hcnonb3yiiTe cpenctBa MHAMBHUAYalIbHOH 3allWTel npu paboTe ¢
KOHTPOJIbHBIMH MaTepHalaMHu.
- Jle3uHQEKUUsA pa3IUTHIX KOHTPOJBHBIX MaTEpHATIOB BBITNOJIHAETCS C

MCNO/Ib30BaHUEM Je3UHOULHUPYIOIUUX CcpeacTB B cooTBeTcTBUM ¢ CanllnH
2.1.3684.

9. [loaroroBKa KOHTPOJAbHbIX MaTepPHaJ0OB

KoHTponbHble MaTepuaibl NOCTaBAAIOTCS B IMODUIN3UPOBAHHOMH dopMe.

- AKKYpaTHO MOCTY4YMTe MO (U1aKOHY, YTOObI KOHTpPOJIbHBIA MaTepual
oka3sasics Ha JHe (pyakoHa.

- OtkpoiiTe (akOH, OCTOPOXHO MOAHHUMHUTE PpE3UHOBYIO MpPOOKY,
4yTo0ObI BO3AYX MOMNan BO $GNakoH, 3aTeM [OJIHOCTbIO CHUMHTE €e.

- Jo6aBbTe 2 MJ1 OUHILEHHON (AXCTU/UIMPOBAHHOMN) BOAbI.

- 3akpoiiTe QiakoH pe3HHOBOH 3aryTylUKOHN U KPBILIKOH, NaifTe MOCTOATh
10-20 MHHYT AN OJHOTO PacTBOPEHHS COAEPXKHMOro, B TEUEHHE KOTOPBIX
OCTOPOXKHO BCTpAXHUTE uiakoH 5—10 pa3. 3aTeM pacTBOPHTE COAEPHKHUMOE CBEPXY
IyTeM OCTOPOXKHOTO NepeBopaunBaHus npumepHo 10 pa3. U3beraiite o6pazoBaHus
NeHbl.

- Bo3bMuTe Heo6Xx0aAUMBII 00BEM 118 KaXKA0Ir0 aHaNu3a B COOTBETCTBHH
C MHCTpyKUHe# no npumeHeHuo Ha Habop pearentos «JIluana6b Amyp EB VCA
IgM».

- Pacnpenenute KOHTPONbHBI# MaTepHan B HECKONbKO HEOOJIBIIHX
(G1aKOHOB C repMETHYHO# KPBILUKO# U XpPaHMTE UX B COOTBETCTBUHM C TpeOOBaHUAMH

nyHkTa 10 1aHHOI MHCTPYKLIMH.

10. CrabuabHOCTb, YCJOBHSI  XPaHeHHS, HCMOJIb30OBAaHHA H
TPAHCMOPTHPOBKH

YcaoBHus XpaHeHHst, CTaOHJIBHOCTD
— U3penus B ynakoBKe W3rOTOBUTENA ClielyeT XpaHUTh Ha CKilaiaX. XpaHEeHHe
u3genuii npu Temnepatype ot +2 go +8 °C m0MKHO OCYLIECTBIATHCA B

XO0JIOAUIbHBIX KaMepax HJIH B XOJIOAUJIbHHUKAX, obecneyrBaloLUX
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pernaMeHTUpOBaHHBIM TEMIIEPATYPHBI PEXHM C €XEAHEBHON perucrpauueit
TeMnepaTypbl. XpaHEeHHe H3AeIUH JOMHKHO OCYLUECTBJATHLCA B TEMHOM MECTE.
H3nenus, XpaHWBIUMECA C HApYyLIEHHEM pPerjiaMeHTHPOBAHHOTO  pexuma,
NPUMEHEHHIO HE MOAJIEXAT.

- HeoTKkpbiThbie KOHTPO/IbHbIE MaTepHanbl CTabMJIbHBI O HCTEYEHHs CpoKa
roaHocTH (48 MecsaueB) npu Temneparype ot +2 o +8 °C.

- [Tocne BOoCCTaHOBNIEHHS KOHTPOJIbHBIE MaTepUalibl CTaOWIIbHBEI B TeueHue 7
JHeH npH TeMneparype xpaHeHus ot + 20 go + 25°C.

- ITocne BoCCTaHOB/IEHHS KOHTPOJHM cTabuibHbI B TeyeHWe 30 aHed npu
TeMIepatype XxpaHeHus ot + 2 no + 8°C.

- [locne BOCCTaHOB/IEHHS KOHTPOAH CTabuibHBI B TeyeHHe 90 aHed npH
Temnepatype xpaHeHHsa - 20 °C wnu Huxe. PasmopaxkuBaHWe / OTTaHBaHHe
3aMOPOXKEHHBIX  BOCCTAHOBJIEHHBIX  KOHTPOJIbHBIX  MAaTepHalIOB  clefyeT
NpoOU3BOAMTh MNpUH KOMHATHOHW Temnepatype B TeueHue 30 MuH. [locne
pa3sMopaXXMBaHHsl KOHTPOJIbHbIE MaTepHalbi HEOOXOAUMO BCTPAXHYTh.

- Hsberaiite nOBTOPHOrO 3aMOpPaXHWBAHHA-OTTAMBAHUA BOCCTAHOBJIEHHBIX

KOHTPOJIbHBIX MaTEpHaNOB.

YcaoBHS TPAHCIOPTHPOBKH

TpaHcnopTHpoBaHHe U3AEAUN A0 KOHEUHOro MoTpeduTeNns Ha BCEX 3Tamax
JOMXHO TNPpOM3BOAMTBCA BCEMH BHMAAMM TpaHCMopra (BO3AYLUHbIA, BOAHBIA,
XKeJIe3HOJOPOXKHBIIl, aBTOMOOWJIBbHBIA) B KPBITbIX TPAHCIOPTHLIX CpeACTBaX B
COOTBETCTBHUU C MpPaABHJIaMH NMEPEBO30K, ACHCTBYIOIUUMH HAa TPAHCMOPTE AAHHOIO
BH/a IPH TeMnepaType oT +2 10 +8 °C ¢ cobmofeHneM X0/1010BOH LIEMH B TEYEHHE
12 nueit. He noasepratb MIMTENBHOMY BO3JEHCTBMIO TeEMUIA, BJarH, MpsAMbIX
COJIHEYHBIX nydeidl. 3amopaxuBaHue Habopa KOHTPONBbHBIX MaTEpHAIOB He
aonyckaercs. TpaHcnopTHpoBaHHE HM3ACIMH  NO/DKHO  OCYUIECTBISTHCS B
TEPMOKOHTEHHEpaX OJHOPA30BOrO MOJIb30BAHUA COJEPXAIUMX XJIAZ03JIEMEHTHI,
MIH B TEPMOKOHTEHHEpaX MHOINOKPaTHOrO0 TNPHUMEHEHHUSs C aBTOMAaTHYECKH

NnoAAep)KHBAEMOii TeMIEpaTypoii WK B aBTOpedpHxepaTOpax ¢ UCMOJb30BAHUEM

9
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TEpMOMHAMKATOPOB.  M3pmenus,  TpaHCMOPTHpOBaHHble C  HapyllleHHEM

TEMIIEpATYPHOro peXxuma, NpUMEHEHHIO HE NMOAJICKAT.

11. OGopynoBaHHe H MaTepHua/ibl, He BXOAsiLIHE B KOMILIEKT
MOCTaBKH, HO Heo6XoAuMbIe U1 MPOBeleHUS aHAJIHM3A

- Bopa ourinieHHas (AMCTUWIMPOBAHHAS);

- ®J1aKOHBI C FEpMETUYHON KPBILLKOIA;

- AHanu3aTop ~ aBTOMarH4eCKHH  HMMYHOXEMUJIIOMHHECUEHTHBIM
«JIngnab AMyp» ans AMarHoCTHKH in vitro no TY 26.51.53-283-65614693-2022, B
BapHaHTax UCMOJIHEHUS

- Habop pearentoB «Jluanabé AmMyp EB VCA IgM» ans kauecTBeHHOro
onpejeneHus MMMYyHorn100ynuHoB kiacca M (IgM) k KancMAHOMY aHTHIEeHY
Bupyca JniuurteiiHa-bapp (EBV VCA) B cbhIBOpOTKE H IJ1a3Me€ KPOBH 4eJIOBEKa
METOOM HMMMYHOXEMHWIOMUHeCUeHTHoro aHanu3za (MXJIA) Ha aHanusarope
aBTOMaTH4YE€CKOM  HWMMYHOXEMHUIIOMHHECUEHTHOM «Jluana® Amyp» mns
JIHArHoCcTHKH in vitro no TY 21.20.23-248-65614693-2022;

- PactBop 3anmyckarommit  "Jlupna® Amyp Ilpe-tpurrep" mns
aHaJI3aTopa aBTOMAaTH4eCKOro MMMYHOXEMHIIIOMUHECLIEHTHOro «JIluanabd Amyp»
JU1st AMarHOCTHKH in vitro mo TY 21.20.23-277-65614693-2022;

- PacTBop 3anyckaromuii "JIuana6 Amyp Tpurrep" mns aHanusatopa
aBTOMaTU4YE€CKOr0 HMMMYHOXEMMWJIIOMHUHecLieHTHoro «Jluana6 Amyp» 1ns
JHaArHocTHKH in vitro mo TY 21.20.23-279-65614693-2022;

- PacTBop nmnpoMblBalOIMi IS aHanM3aTopa  aBTOMAaTHYECKOro
MMMYHOXEMHIIIOMHHECLIECHTHOTO «JImmaé AMyp pacTBOp NpOMBIBAIOLIHI» IS
JHarHocTHkH in vitro o TY 21.20.23-276-65614693-2022;

- KioBeta oagHopasoBas «JIuana® AMyp KioBeTa» Ul aHajJud3aTopa
aBTOMAaTH4YeCKOr0 HMMYHOXEMWJIIOMHHecUeHTHoro «Jlumna6 Amyp» s

IMarHocTuky in vitro mo TY 32.50.50 — 281-65614693-2022.
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12. Ilpoueaypa aHajau3a

AHaM3 APOBOAMTCA B COOTBETCTBMH C HMHCTPYKUHEM MO NPUMEHEHHIO
Ha6opa pearentos «Jlupna® Amyp EB VCA IgM» u PykoBoacTsoM mno
IKCIAyaTalMy aHanu3atopa «Jluanaé Amyp».

13. HudopMauus o 3HAYEHHWSX KOHUEHTPALMNE, NPHNUCAHHDBIX
KOHTPO/bHLIM MATEPHAJIAM

3HaueHHs KoHUeHTpaumii IgM k kancuaHomy auTHreHy VCA BHpyca
JnunteiiHa-bapp B KOHTPOJNBHRIX MaTepHalaxX YKa3aHo B AHATMTHYECKOM

nacnopre Ha HaGop KOHTpOIBHBIX MaTEpPHANOB.

PesynbTaThl KOHTPONA KayecTBAa, KOTOPHE HE NOMAfAIOT B AONYCTUMBIE
AWanasoHkl, MOTYT YKa3HBaTh Ha HeACHCTBUTENbHBIE PE3YyJIBTATEI HCCIIEOBAHUM.
B pnanHoM cnydae wuccnenoBaHue HeoGXoAMMO MOBTOPHTh. IIpH MOBTOpHOM

HECOOTBETCTBHH HEOOXOQHMO MCIONB30BATh HAGOp KOHTPONMBHBIX MAaTepHanoB

ApyTo# cepuu.

14. YHuHYTONKEHHE H YTHAH3ALHUS

Otxoael, obpasyompuecs npu ucnoibsoaHud Habopa KOHTPONBHEIX
Marepuanos «JIuanaé Amyp EB VCA IgM KoHTposb», oTHOCATCS K Knaccy b u
YTHIM3HPYIOTCS B COOTBeTCTBHM ¢ CaHlluH 2.1.3684-21.

15. @yHKHHOHANBHbIE XAPAKTEPUCTHKH

BuyTprpaaxoHHan bapuanun: kodpduuuent sapuauun CV < 8 %.
Mexdaaxkonnas sapuanun: ko3gpduuuent Bapuauu CV < 8 %.

KoHuenTpauus (IHana3oH nejeBbix 3HaYeHnii)

KonuenTpatna JlnanazoH nenesBbiX 3HaAYCHAH

o pe3ynbTaTaM aHanvaa

JIHOPHAMINPOBAHHBIA  KOHTPONBHBIH 1,85 KIT* 1,3-24 KII

MaTepHaJl, YPOBEHb |, MONOXUTENbHBI
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JInopunH3MpOBAHHBIH  KOHTPONBHEH 0,35 KI1 0,2-0,5KII

MaTEepHall, YPOBEHb 2, OTPHLIATENSHBIH

*KI1 - x03¢pPUUHEHT NO3UTUBHOCTH

Mertposoruueckas npocieKHBAEMOCTb KOHTPONBHEIX MAaTepHAIOB OLICHEHA IpH
noMouu CrangaptHoro ofpasua mpeanpuatua «B3b VCA IgM Crangapm» B
cooTBercTBUM ¢ TOCT ISO 1751]1. KoHKpeTHBIE BEHYHHE HEONPEACNCHHOCTH
3HAYeHHH, NPHNHCAHHBIX KOHTPONBHEIM MaTepPHAIaM, MOTYT OBITh NIPEAOCTABICHDI

IO 3ampocy noTpebuTens.

KoMMyTateanHoeTh: K03(h¢HLMEHT KOppesiuuy r > 0,975, yron HakioHa
HaxomuTcd B npefenax 0,9 <y <1,1.

16. TapaHThiiHble 06s3aTeNLCTBA
TpeanpusATHE-U3rOTOBUTENb TAPaHTHPYET CTAGHNEHOCTE H COOTBETCTBHE
H3geus TpeGoBaHMAM TexHUYecKMX YclnoBMH npH cCOOMIONEHUH YCIOBHH

TPAHCTIOPTHPOBAHHUA, XpPaHCHHA H NPHMCHCHHA B TCUCHHE BCEro CpoKa roqHOCTH.

Cpok rogHoctr HaGopa koHTponbHBIX MaTepHaioB «JInnnab AMyp EB VCA
IgM KoHnTtpoab» — 48 Mecsues ¢ aaThl NPOH3BOACTBA.

PexnaMauMH CeAyeT HaNpaBIATh N0 afpecy npousBoauteno: O6umecTso ¢
orpannyenHoi oreercTBeHHOCTRIO «JIMAKOP» (000 «JIMAKOP»), Poccus,
620102, Ceepanosckas o6nacts, r.0. ropoa Exarepunbypr, r. ExarepuuGypr, yn.
IMocanckad, cTp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Axpec 3EKTPOHHOMH

nouth: marketing@leadcore.ru.

17. CpeaeHus 0 NPOH3BOAHTEIE MEAHIIHHCKOrO H3Xe/IHA

[IpoussoautesseM MeauuuHckoro Hizenus «HaGop  KOHTPONBHEIX
matepuanos «Jlumna6 Amyp EB VCA IgM KouTpone» AA KOHTPONA KavyecTBa
KaYeCTBEHHOTO ONpejeieHHA HMMyHornoOynHHoB knacca M (IgM) k kancugHoMy
aHTUreHy Bupyca JOmurelina-bapp (EBV VCA) B CHIBOPOTKE H IUIa3Me KPOBH
yeNoBeKa METOAOM HMMYHOXEMHUNIOMHHecCHeHTHoro ananusa (MXJIA) Ha

AHAMM3aTOpe aBTOMATUYECKOM HMMYHOXEMHIIOMHHECHEHTHOM «JInanab Amyp»
12
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Ang JHAarHOCTMKHM in vitro mo TVY 21.20.23-202-65614693-2022» aBnsercs
O61wecTBo ¢ orpanHyeHHO# oTBeTCTBeHHOCTEIO «JIMIAKOPY» (000 JIUAKOPY).

KOpunuueckuit anpec: Poccus, 620102, Ceepaniosckad 061acTs, r.0. ropos
Exatepun6ypr, r. EkarepunOypr, ya. Ilocagckad, ctp. 23, oduc 204.

Azipec MeCTa IPOU3BOACTBA MEAMIIMHCKOTO H3AEIIHA:

1. 000 «JIMOKOP», Poccus, 620033, CeepmmoBckas o001acTs, .
Exarepuntypr, yn. Kpacnogapckas, a.15.

2. 000 «JIMAKOP», Poccus, 141981, MockoBckas oGnacTs, r. lyGHa, yi.
ITpubopoctpoureneii, 3a.

18. IlepeueHb npHMeHAEMbIX CTAHAAPTOB

I'OCT P HCO 15223-1-2020, 'OCT P UCO 18113-1-2015, T'OCT P UCO
18113-2-2015, FOCT P EH 13612-2010, 'OCT P 51088-2013, 'OCT P UCO
23640-2015, 'OCT ISO 17511-2011, I'OCT P 53133.3-2008, I'OCT ISO 14971-
2021, CanlluH 2.1.3684-21.

19. Pacutndposka rpaduuecKHX CHMBOJIOB

Cumson Pacuindposxa
REF Howmep no katanory
LOT Koa napruu

Positive - [TonoxuTreabHbli

Negative - OtpunarensHsiii

Jata U3roToBIeHHs

Hcnonws3zoparts a0

[P ]
[N ]
‘ Harorosurens
ol
&
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O6paTUTeCh K MHCTPYKLMMN MO MPUMEHEHUIO

OcTopoxHO!

MeguunHckoe nsgenve gnsa AMarHoCTUKKM in vitro

Buonornyecknii puck

Mpeaenbl TemnepaTypbl

XpaHUTb BEPTUKa/IbHO

Xpynkoe, 06paLaTbCs 0CTOPOXKHO

bepeyb OT Baru

He ponyckaTtb BOS,CI,EVICTBI/IH COJTHEYHOrI O CBETa

TOKCUYHO

OnacHo 191 BOAHOW cpefbl

He ucnone3oBatb npum nNoBpeXXaeHnn yrnakoBKn

20. JInTepaTypHble CCbITKU

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

Microbiological and Biomedical Laboratories.
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Bcero npowHypoBaHo, NMPOHYMEPOBaHO
Y CKPEN/eHo nevaTbio

JuvpekTop

/E. 1O. ToxryTt/
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NMaKop

000 «JTINAKOP»
Ten.: 8 (800) 500-71-28

marketing@Ileadcore.ru. www.leadcore.ru

aHanuMTM4yYecKMUm nacnopT

Habop KOHTposbHbIX MaTepuanos «Jlngnaé Amyp EB VCA IgM KoHTposib»
019 KOHTPONA KayecTBa KayeCTBEHHOro onpefenieHnss MMMYHOT/100y/IMHOB
knacca M (IgM) K KancuaHOMYy aHTUreHy Bupyca dnwteiHa-bapp (EBV

VCA) B CbIBOPOTKE U Ma3mMe KPOoBU YesioBeEKA METOL0M

NMMYHOXeMUMIOMUHeCLEHTHOro aHanmsa (MXJ1A) Ha aHanun3saTope
aBTOMaTUYeCKOM MMMYHOXEMUTIOMUHECLEHTHOM «Jlugnad Amyp» ans

ANAarHoCTUKM in vitro no TY 21.20.23-202-65614693-2022

TY 21.20.23-202-65614693-2022
PY Ne
Ne cepun 20230601
Ycnosua XpaHeHuUda:

HanmeHoBaHMe KOMMOHEHTA
XapakTepucTuka

JNTnornnmsnpoBaHHbI KOHTPOJIbHBIN
maTepwvas, ypoBeHb 1, NOMOXWTESbHBINA -
2 thnakoHa ro 2,0 mn
Nnotnnn3nMpoBaHHbI KOHTPOSbHBIN
maTepuan, YpoBeHb 2, OTPULATE/bHbIN -
2 thnakoHa no 2,0 mn
WIHCTPYKUMA MO MPUMEHEHUIO - 1LLT.

TexHunyeckmne XapaKTepucTmkn

1

JInornmanpoBaHHbI KOHTPO/bHbIN
maTepuas, ypoBeHb 1, MONOXKUTENbHbINA
JInornnampoBaHHbI KOHTPObHbIN
matepuan, YpoBeHb 2, OTpULATENbHbIN
JNInotnnn3mpoBaHHbI KOHTPOSIbHBIN
matepuan, ypoBeHb 1, MONOXKUTENbHbINA
JInonnnsnpoBaHHbI KOHTPONbHbI
matepuan, ypoBeHb 2, OTPULATENbHbIN
JInonnn3npoBaHHbIi KOHTPOSbHBIM
matepuas, ypoBeHb 1, NONOXKUTENbHbIN
JInonnn3npoBaHHbI KOHTPO/IbHBINM
maTepuas, ypoBeHb 2, 0TpULATENbHbIN

JInothmnn3npoBaHHbIA KOHTPO/bHbIN
maTepuas, ypoBeHb 1, MONOXKUTE bHBIN
JInohmnn3npoBaHHbIN KOHTPO/bHbIN
maTepuasl, ypoBeHb 2, 0TpULATeNbHbIN

®YHKLUMOHANbHbIE XapaKTepUCTUKH

1

JnogmnnnsmpoBaHHbIN KOHTPO/bHBbIiA
maTepuas, YpoBeHb 1, MONOXMTENbHbIN
JInothmnmsnpoBaHHsbIii KOHTPO/bHbIVA
maTepuas, YpOoBeHb 2, OTPULATENbHbIN

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

KaTt. Noe CC854
[aTta u3srotosneHusa
CodeH go

OnucaHne

CbIBOPOTKA KPOBY YeNIOBEKA, COAePKaLLan
IgM K kancugHomy aHtureHy VCA Bupyca
AnweliHa-bapp.

Marpuua: MES 6ydep ¢ BCA, 0,05%
ProClin 300.

BHeLHWI BAA: MENKOAMCMEPCHBIN
MOPOLLOK 6en0ro useta

PacTBOpPMMOCTb: MOIHOCTLIO PacTBOPSETCA
npn f06aBneHNN 2 M BOAbI OYULLIEHHO
(amMcTMNMpPOBaHHOM).

Bpemsi pacTBopeHus - He 6onee 20 MUH.
Mpo3payHOCTb U LBETHOCTL: B
BOCCTaHOB/IEHHOM BUWfe NpeacTaBnseT
co60Vi Npo3payHbIin GeCLBETHBIV pacTBOP
6e3 ocajKa, X/10MbeB W MOCTOPOHHMX
BK/THOYEH WA
abapuTHbIE pasMepbl NepBUYHOM
YNaKoBKM:

BbicoTa thnakoHa: 42,00 + 2 MMm;
[unameTp (nakoHa: 22 + 2 mM;
BbicoTa Kpbiwku: 14,00 £ 1 mm;
JnameTtp Kkpbiwku: 20,6 + 2 Mm

BHyTpudnakoHHas BapuaLms:
KoapmumeHT Bapuaumm CV < 8 %

05.06.2023
05.06.2027

npu TemnepaTtype oT +2 fo +8 ®C B TeyeHue 48 wMecALeB.

PesynbTar
KOHTpONA
CootBeTcTBYET

CootBeTtcTBYET

CooTtBeTcTBYET
CooTBeTcTBYET
CoortBeTcTBYET

CooTBeTcTBYET
12 MuH
CoortBeTcTBYET
11 MyH
CoortsetcTBYET

CoortsetcTBYET

CoortBeTcTBYET

CootBeTcTBYET
4,27 %
CoortBeTcTBYET
4,18%



000 «JTINOAKOP»

” Ml”' KO p Ten.: 8(800) 500-71-28

marketing@Ileadcore.ru. www.leadcore.ru

2. JNnodnnnsnpoBaHHbIii KOHTPO/IbHbINA CootseTcTBYET
matepuas, YpoBeHb 1, NONOXKMTENbHbIV MexdnakoHHas Bapraums: KoapguumneHT 3,58%
Jnohnnn3npoBaHHbIN KOHTPOSIbHbINA Bapuauum CV < 8 % CootBeTcTBYET
matepuan, YpoBeHb 2, OTPULATENbHbI 4,22 %
NnonnnsnposaHHbIii KOHTPO/IbHbI KoHyeHTpauns A ManasoH Lenesbix CoOTBETCTBYET
maTepuvan, ypoBeHb 1, NOMNOXKUTENbHbIN 3HaueHWit no 1,6-2,0 KI

pes3ynbTatamM aHanusa
1,85 KM* 1,3-2,4 KN
*KIM - KO3(hPULMEHT MO3UTUBHOCTM
ﬂl/lOdJVIfIM3VIpOBaHHbIVI KOHTp0ﬂbeIVI KoHueHTpauus [vana3oH LenesblX COOTBeTCTByeT
matepuan, YpoBeHb 2, OTPULLATENbHbIN 3HaueHunit no 0,3- 0,44 K1
pes3ynbtatam aHanmsa
0,35 KN 0,2 - 0,5KM

TpaHcnopTupoBaHue: TpaHCNOPTUPOBaHWE W3LENUIA [0 KOHEYHOro MOoTpebMTens Ha BceX
aTanax [O/MKHO MNPOU3BOAMUTLCA BCEMW BuaMy TpaHcnopta (BO3AYLWHbIA, BOAHLIN,
XeNe3HO40POXHbIM, aBTOMOGU/IbHBIN) B KPbITbIX TPAHCMNOPTHbLIX CPeACTBax B COOTBETCTBUU C
npaBunaMn nNepeBo3oK, AeACTBYIOLMMY Ha TpaHCNOPTe AAaHHOr0 BMAa Npu TemnepaTtype OT +2
fo +8 °C ¢ cobnogeHnem Xono040BONM Lenu B TedyeHue 12 gHelr. He noasepraTb ANUTENbHOMY
BO3JeMCTBUIO TeMna, BNaru, NpsmbiX COTHEYHbIX Nyyeil. 3amopaxuBaHne Habopa KOHTPONbHbIX
maTepuvasioB He [AonycKaeTcsi. TpaHCNOPTUPOBaHME W34eNWiA  [JO/MKHO OCYLLEeCTBNATLCA B
TEPMOKOHTeliHepax O0f4HOPa30BOro MOMb30BaHWUA COAepXalux Xn1afo3/IeMeHTbl, WAM B
TEPMOKOHTEHEpaX MHOIOKPAaTHOrO0 MPUMMEHEeHMA C  aBTOMaTUYeCKM NOAAEepP>XKMBAEMOW
TeMnepaTtypor Unm B aBTopedpuxepaTopax € UCMONb30BaHWEM TEPMOWHAMKATOPOB. M3paenus,
TPaHCMOPTUPOBAHHbIE C HAPYLUEHNEM TEMNEPATYPHOIO PeXXumMa, MPUMEHEHUIO He MOAJexar.

3akntoyeHne: KayecTBo pacacoBKWM, KOMMIEKTHOCTb, MapKWpOBKa, YNakoBKa, Mokasatenu
KayecTBa «Habopa KOHTPO/bHbIX MaTepuanos «Jingnaé Amyp EB VGA IgM KoHTponb» gns
KOHTPONS KayecTBa Ka4yeCTBEHHOro OnpefeneHns MMMyHornobynuHos knacca M (IgM) k
KancugHomy aHTureHy Bupyca dnwTeiHa-bapp (EBV VGA) B CbIBOPOTKE U Ma3Me KpOBW
yenoBeka METOAOM MMMYHOXEMWUMOMUHECUEHTHOro aHanmsa (MXJ1A) Ha aHanusaTope
aBTOMaTUYeCKOM MMMYHOXEMUNOMUHECLEHTHOM «Jlnanab AmMyp» And AUMarHOCTUKKM in vitro no
TY 21.20.23-202-65614693-2022» cOOTBETCTBYIOT TpeboBaHuam TY 21,20,23-202-65614693-
2022,

Jata Bbigaum nacnopra: 20.06.2023

MatnH M.H.
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BCEro NpOLUHYPOBaHO, NPOHYMepPOBaHO
1 CKpenieHo eyaTbHo

[E. KO. Toxryt/
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