«YTBEPXKIAIO»

AHAJINTHYECKHE INACIIOPTA HA
MEJUIIHHCKOE H3AEJIHE

HaGop koHTpoabHbIX MaTepHaaoB «JIuanad Amyp EB
VCA IgA Konrpoab» /18 KOHTPOJIS Ka4eCTBa
Ka4eCTBEHHOr0 OnpeReJeHH HMMYHOII00Y/IHHOB KAAcCCA
A (IgA) k xancuaHOMy aHTHIE¢HY BHpyca Jnumtedna-bapp
(EBV VCA) B cbiBOpPOTKE H NVIa3Me KPOBH 1e/I0BEKa
MeTO0OM HMMYHOXeMHAIOMHHECIICHTHOr0 AHANH3A
(MXJIA) na ananu3zaTope a8TOMATHYECKOM
HMMYHOXEeMH/IIOMHHecHeHTHOM «JInanab Amyp» ans
AHarHocTHkH in vitro mo TY 21.20.23-203-65614693-2022

2022

3NEKTPOHHAS KONHA OGOPMAIEHA IEHTPOM UCMbITAHIF W PETMCTPALIMI MERHLMHCKUX H3DENHI
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NNOKOP

00O «Jlngkop»
Ten.: 8 (800) 500-71-28
marketing@ leadcore.ru.
www.leadcore.ru

aHanAMTMYeCcKMMm nacnopT

Habop KOHTponbHbIX MaTtepuanos «Jlngna6 Amyp EB VCA IgA KoHTpoib»
051 KOHTPOJ/IA KayecTBa KayeCTBEHHOr0 onpefeneHnss UMMYHOrno6y/inHoB
knacca A (IgA) K KancugHoMy aHTUreHy Bupyca dnwTeiHa-bapp (EBV

VCA) B CbIBOPOTKe M Mjia3Me KPOBU Yesl0BEKA METOA0M

NMMYHOXeMUIKOMUHecUeHTHOro aHanmsa (MXJ1A) Ha aHanusatope
aBTOMaTU4YeCKOM MMMYHOXEMUTKOMUHECLEHTHOM «Jluanad Amyp» ans
ANAarHoCTUKN in vitro no TY 21.20.23 - 203-65614693-2022

TY 21.20.23-203-65614693-2022
PY Ne

Ne cepuu 20201001

Kat. Ne CC855
[laTta nsrortoBsieHUA
MNogeH o

10.07.2022
10.07.2026

YcnoBua xpaHeHUsa: npu Temnepartype ot 2 1o 8 “C B TeueHme 48 mecALeB. 3amopakmnBaHue

HanmeHoBaHMe KOMMOHEHTA
XapaKTepuctmka

J1nothnnn3nmpoBaHHbI KOHTPOSbHbIIA
maTepuasl, ypoBeHb 1, MONOXKMTESbHBbIN -
2 thnakoHa no 2,0 mn;
JNnonnmsnpoBaHHbIi KOHTPO/bHBI
maTepuvasi, ypoBeHb 2, OTPULATE bHBbIN -
2 thnakoHa no 2,0 m;
VIHCTpyKUMA Mo NpUMeHeHuto - 1 .
AHanMTUYeCKMiA nacnopT - 1.

TeXHUUYeCKMe XapaKTEPUCTUKN

J1nohnnn3nMpoBaHHbIA KOHTPOSbHbIIA
matepuan, ypoBeHb 1, MOMOXKUTENbHBbIIA
JInornn3nMpoBaHHbIi KOHTPO/bHBIIA
maTepuasl, ypoBeHb 2, OTpULaTENbHbINA
NnonnmsnpoBaHHbIi KOHTPO/bHBII
matepuan, ypoBeHb 1, MOM0XKUTENbHbIV
JnomnmsnpoBaHHbI KOHTPONbHbI
matepuan, YpoBeHb 2, OTpMLAaTENbHbIN
NnonnmsnpoBaHHbI KOHTPO/bHBII
maTepuvas, ypoBeHb 1, MOMOXKUTENbHbIN
JInornn3npoBaHHbIA KOHTPObHbI
maTepwvas, ypoBeHb 2, OTpULaTENbHbIN
JInornn3nmpoBaHHbIi KOHTPObHbI
maTepuvas, YPOoBeHb 1, MOMOXKUTENbHbIN

JInothmnmnsnpoBaHHbIN KOHTPO/bHbINA
maTepuas, ypoBeHb 2, OTpULaTe/bHbIN

JIOMNN3NPOBaHHbIV KOHTPO/bHBIiA
MaTepuas, ypoBeHb 1, MOMOXUTENbHBbIA

JInornnn3nMpoBaHHbIA KOHTPO/bHBIN
maTepuas, YpoBeHb 2, OTpULLATE/bHbIIA

®yYHKUMNOHANbHbIE XapaKTepPUCTUKM

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

OnwucaHune

CbIBOpOTKA KPOBW YEM0BEKA, COLEePKalLas
IgA K KancugHomy aHTureny VCA Bupyca
AnweiiHa-bapp.

Matpuua: Tpuc-6ydep, 0,05% ProClin 300

BHeLHW1 B1A; MeNKoAMCNEePCHBIiA
MOpOLUOK 6enoro LgeTa

OcTaTouHas BnaxHocTk, < 5,0 %

PacTBOpPVMMOCTb: MOMHOCTLIO PaCcTBOPSETCA
npn A06aBNeHNN 2 M BOAbI OUULLIEHHOA.
Bpemsi pacTBopeHus - He 6onee 20 MUH.

[Mpo3payHOCTb U LBETHOCTL; B
BOCCTaHOB/IEHHOM Bufe MpeAcTaBnseT
€000 Npo3payHbIn GECLIBETHBIV PacTBOP
6e3 ocafKa, X/10nbLeB M MOCTOPOHHUX
BK/IOUEHWI
"abapuTHbIe pa3vepbl NepBUYHON
YNaKoBKW:
BbicoTta (hnakoHa: 40,2 + 0,5 Mw;
[unameTp nakoHa: 22 + 0,5 Mm;
BbicoTa KpbIwku: 14 + 0,3 Mw;
OuameTtp kpbiwku: 20,6 + 0,6 Mm

PesynbTaTt
KOHTpONs

CootBseTcTBYET

CootBeTcTBYET

CootBeTcTBYET

CootseTcTBYET

CootBeTcTBYET
1,24%
CootBeTcTBYET
123 %
CootBeTCTBYET
13 MvH
CooTtBeTcTBYET
14 MVH

CooTBeTcTBYET

CootBeTcTBYET

CootBetcTBYeT
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JInonnnsnpoBaHHbIi KOHTPONbHbIN CooTBeTCTBYET
1 maTepuas, ypoBeHb 1, NONOXUTENbHBbI BHyTpudiakoHHas Bapuaums; 431 %
JnodmnmsnpoBaHHbIA KOHTPO/bHBbIN KoappmumeHT Bapmauum CV < 8 % CooTBeTCTBYET
maTepwvas, yPOBEHb 2, OTpULLATENbHbIN 4,17%
JInopnnnsnpoBaHHbIn KOHTPOSbHbINA CootBeTcTBYET
9 maTepuas, ypoBeHb 1, NONOXUTE bHBIN MexXdnakoHHas Bapuaums: Ko3puumneHT 3,68%
' JInochmnnsnpoBaHHbIli KOHTPONbHbIA Bapunauun CV < 8 % CootBeTcTBYET
maTepuas, yPOBEHb 2, OTpULATENbHbII 3,72 %
KoHUeHTpauus Jvana3oH LIENeBbIX
JInonnnsnpoBaHHbIin KOHTPO/bHbIIA SHAEHA 10 CooTBeTcTBYET
. pesyrsTatam aHanmsa
mMaTepuan, YpoBeHb 1, MONOXKUTESbHbIN 25 KT 2.3 K 2,05-2,97 KI1
3. *KIM - KO3PPULMEHT NO3UTUBHOCTU
KoHLeHTpauua Jviana3oH LeneBbIX
JInopnnnsnpoBaHHbIin KOHTPO/bHbINA 3HaYeHMin Mo CooTBeTcTBYET
maTepuasn, YpPoBeHb 2, OTPULATE bHBbIN pesy/nbTaTam aHa/m3sa 0,42-0,58 K
05 KI 0,4-0,6 K1

TpaHcnopTupoBaHue: TpaHCNOPTMPOBaHUE W3LeNMA 40 KOHEYHOro noTpebutenss Ha BCex
3Tanax [AO0/DKHO MpOM3BOAMTBLCA BCEMW BugaMuM TpaHcnopTa (BO3AYLUHbIA, BOAHBINA,
YKeNe3HOAOPOXXHbIA, aBTOMO6GU/IbHBIN) B KPbITbIX TPAHCMOPTHLIX CPeACTBax B COOTBETCTBUM C
npasuiaMy NepeBo30oK, AeCTBYIOLWMMUN Ha TPaHCMoOpTe AaHHOr0 BuAa npu TemnepaType OT +2
no +8 °C. 3amopaxunsaHne Habopa KOHTPONbHbIX MaTepuasioB He JOoNyCcKaeTcs.

3akntoveHne: KayecTBO pacacoBKW, KOMMJIEKTHOCTb, MapKMPOBKa, YMakoBKa, MoKasaTesu
KayecTBa «Habopa KOHTPOJIbHbLIX MaTepuasioB «Jlmgnad Amyp EB VCA IgA KoHTponb» s
KOHTPO/IA KayecTBa KauyeCTBEHHOr0 OnpefeneHna MMMyHoOrnobynnHos knacca A (IgA) K
KancugHomy aHTureHy Bupyca dnwTeliHa-bapp (EBV VCA) B CbIBOPOTKE U M/asme KpoBU
yesioBeKa MeTOAOM WMMYHOXEMUIIOMUHeCUEHTHOro aHanmsa (MXJ1A) Ha aHanimsatope
aBTOMaTUYECKOM MMMYHOXEMUTIOMUHECLLEHTHOM «JTnanad AMyp» ans AuarHoCTUKK in vitro no
TY 21.20.23 - 203-65614693-2022» COOTBETCTBYIOT TpeboBaHmAm TY 21.20.23-203-65614693-
2022.

[ata Bbigaun nacnopta: 10.07.2022
["NaBHbIN NHXeHep N0 MNOArOTOBKE HunkoHos C.1O.

OupekTop OO0 «JTNAKOP» Ynbi6uH A.N.
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NuaKop

00O «Jlngkop»
Ten.: 8 (800) 500-71-28
marketitm@ leadcore.ru.
www.leadcore.ru

aHaITMNTUNYEeCKUUWNW NnacnopT

Habop KOHTponbHbIX MaTepuanoB «Jlngnab Amyp EB VCA IgA KOHTponb»
A1 KOHTPO/1A KayecTBa KayeCTBEHHOr0 onpefeneHns UMMYHOr/100y/IMHOB
knacca A (IgA) K KancugHoMy aHTUreHy Bupyca dnwteiHa-bapp (EBV

VCA) B CbIBOPOTKe U Mnjia3me KpoBM YesioBeKa MeToLoM

NMMYHOXeMUAKOMUNHeCLEHTHOro aHanmnsa (MXJ1A) Ha aHanusatope
aBTOMAaTUYECKOM MMMYHOXEMUTKOMUHECLEHTHOM «Jlnanab Amyp» ans

ANarHoCTUKM in vitro no TY 21.20.23 - 203-65614693-2022

TY 21.20.23-203-65614693-2022

PY Ne

Ne cepun 20201002

YcnoBuA XpaHeHUda: npu temnepartype ot 2 40 8

HavnmMmeHOBaHMe KOMMNOHEHTA
XapaKTepuctunka
JInonnnsnpoBaHHbIii KOHTPOSbHbIN

MaTepuas, ypoBeHb 1, MONOXUTENbHBbINA -

2 (hnakoHa no 2,0 mn;
JInounnnsnpoBaHHbI KOHTPObHBIN

MaTepuan, ypoBeHb 2, OTPULIATENbHBIN -

2 (hnakoHa no 2,0 mnm;
VIHCTpYyKUMA MO NPUMEHEHWMIO - 1 1uT.
AHanuTuyeckuii nacnopt - 1.

TexHUYecKne xapaKTepUCTUKHN

JInounnunsnpoBaHHbI KOHTPObHbIN
maTepuas, ypoBeHb 1, MONOXUTENbHbII
JnognnnanpoBaHHbI KOHTPO/bHBbIN
maTepuvas, YpPOBeHb 2, OTpULaTENbHbIN
JInothnnmsnpoBaHHbIA KOHTPObHbIN
maTepuas, YpoBeHb 1, NONOXKWTENbHbI
JInognnnanpoBaHHbIi KOHTPO/bHBIN
maTepuasn, ypoBeHb 2, OTpULaTENbHbINA
JInothmnmsnpoBaHHbIi KOHTPObHbI
maTepwuas, ypoBeHb 1, NOMOXNTENbHDIN
JInothmnmsnpoBaHHbI KOHTPObHbIN
maTepwvas, yPOBEHb 2, OTpULATe bHbIN
JnodmnmsnpoBaHHbIi KOHTPO/bHBbIN
maTepuas, ypoBeHb 1, NONOXUTENbHbINA

JInornnampoBaHHbIA KOHTPOSbHbIN
maTepuas, ypOoBeHb 2, OTPULATE NbHbIN

JInonnnsnpoBaHHbIn KOHTPOSbHBIN
maTepuvas, YPOoBeHb 1, NONOXKMTE bHbIN

JInohmnmnsnpoBaHHbIli KOHTPO/bHbI
maTepuasn, YpoBeHb 2, OTpULaTe bHbIN

HYHKUMOHANIbHble XapaKTePUCTUKHN

1

JInornmanpoBaHHbI KOHTPO/bHbIN
maTepuas, ypoBeHb 1, MONOXUTENbHbII

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Kat. Ne CC855
JlaTta nsrotosneHund
FogeH go

OnwucaHune

CbIBOPOTKA KPOBW Ye/0BeKa, CoAepXalLas
IgA K kancugHomy aHTureHy VCA Bupyca
AnwreiHa-bapp.

MaTtpuua: Tpuc-6ydep, 0,05% ProClin 300

BHeLLHWIA BMA: MeNKoAMCNEPCHbIN
MOpOLLOK 6eioro LgeTa

OcTaTtoyHasa BnaxXHocTh: < 5,0 %

PacTBOPUMOCTb: MOSTHOCTLIO PacTBOPSETCS
npu fo6aBneHny 2 M1 BOAbI OYULLIEHHOM.
Bpems pacTBopeHUs - He 60nee 20 MUH.

Mpo3payHOCTb U LBETHOCTDL: B
BOCCTaHOB/IEHHOM BuWze NpeacTaBnseT
co60Vi Npo3payHblii 6ecLBETHbIN pacTBOP
6e3 ocagKa, X10MnbeB 1 MOCTOPOHHUX
BK/IOUEHWI
MabapuTHbIe pa3mepbl NEPBUYHON
YMaKoBKW:
BbicoTa thnakoHa: 40,2 + 0,5 mv;
[namveTp hnakoHa: 22 = 0,5 MM,
BbicoTa Kpbiwku: 14+ 0,3 mwm;
Junametp kpbiwku: 20,6 + 0,6 Mv

BHyTpuhnakoHHas BapuaLms:
KoathmumeHT Bapmaummn CV < 8 %

11.07.2022
11.07.2026

B TeyeHMe 48 mecaues. 3amopaXkuBaHue

PesynbTar
KOHTpONA

CootsetcTBYET

CooTBeTcTBYET

CooTBeTcTBYET

CootBeTcTBYET

CootBeTcTBYET
1,67%
CootBeTcTBYET
1,44%
CooTtBeTcTBYET
10 MyH
CooTtBeTCTBYET
9 MWH

CootBetcTBYET

CootBeTcTBYET

CootBetcTBYET

CootsercTByeT
2,14%
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JInonnnsnpoBaHHbI KOHTPO/bHbII CootBeTcTBYET
maTepuas, ypoBeHb 2, OTpuLaTENbHbINA 1,96%
JInonnnsnpoBaHHbI KOHTPO/bHbIN CootBeTcTBYET
5 maTepuas, ypoBeHb 1, NONOXKUTENbHbIN MexdnakoHHas Bapuauus; KoaphuumeHT 2,63 %
' JInonnnsnpoBaHHbIA KOHTPO/bHbIN Bapvaumn GV < 8 % CootseTcTBYET
maTepuas, ypoBeHb 2, 0TpULaTENbHbI 2,52 %
KoHLeHTpaums JvianasoH LeneBbIX
JInounnn3npoBaHHbI KOHTPOSbHBIIA SHAEHIV MO CooteeTcTBYET
. pe3yrbTatam aHa/msa
martepuan, ypoBeHb 1, MOMOXKUTENbHbIN 25 K 2.3 KN 2,07-2,94 KI1
3. K - KO3PPULMEHT NO3UTUBHOCTM
KoHUeHTpauua JvanasoH LieneBbIX
JInonnn3npoBaHHbIA KOHTPO/bHBIN 3HaueHuin Mo CooTBeTCTBYET
matepuvasn, ypoBeHb 2, OTpuLaTebHbI pesy/nbTatam aHamsa 0,43 -0,55 KIl
05 K 0,4-0,6 K

TpaHcnopTupoBaHue: TpaHCNOPTMPOBaHWE W3AeNNIA A0 KOHEYHOro noTpebuTens Ha Bcex
aTanax [AO0/DKHO MpOM3BOAMTLCA BCEMW BMaaMyM  TpaHcnopTa (BO3AYLUHbIA,  BOAHbIN,
YKEeNe3HOA0POXKHbIN, aBTOMOOW/bHBIN) B KPbITbIX TPAHCMOPTHbLIX CPeAcTBax B COOTBETCTBUM C
npaBnnaMn NepeBO30K, AeNCTBYHOLMMM Ha TpaHCNOPTe AaHHOro BMaa npu TemnepaType OT +2
Ao +8 °C. 3amopaxuBaHne Habopa KOHTPOJIbHbIX MaTepuasioB He [OMyCKaeTcs.

3akntoyveHne: KayecTBO pacacoBKW, KOMIMIEKTHOCTb, MapKMPOBKa, YMakoBKa, MoKasarTenu
KayecTBa «Habopa KOHTPOJIbHLIX MaTepuasioB «Jlngnad Amyp EB VGA IgA KoHTponb» ons
KOHTPO/IA KayecTBa KauyeCTBEHHOrO oOnpefeneHns WMMyHornobynuHos knacca A (IgA) K
KancugHomy aHTureHy Bupyca OnwTeiiHa-bBapp (EBV VGA) B CbIBOPOTKE U MNnasMe KpoBu
yefioBeka METOLOM UMMYHOXEMUIIOMUHeCUEHTHOro aHamsa (UXJTA) Ha aHanusatope
aBTOMaTUYECKOM UMMYHOXEMUTIOMUHECLEHTHOM «Jlnanad Amyp» ans AMarHocTUKM in vitro no
TY 21.20.23 - 203-65614693-2022» co0TBETCTBYIOT TpeboBaHuAM TY 21.20.23-203-65614693-
2022.

Jata Bbigaum nacnoprta: 11.07.2022

"NaBHbIA NHXXeHEeP Mo MOLrOTOBKE HwvkoHoB O.HO.

Anpektop OO0 «TNAKOP» YnblovH A.N.
Mognuce,
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Bcero npoLuHypoBaHo, MpoHYMepoBaHo
11 CKPEN/eHo nevaspto

A rudub ).
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YTBEPXIAIO

Hupekrop OO0 «JIMAKOP»
E.IO. T'oxryT

» uroas 2023 r.

UHCTPYKLWA I10 ITIPUMEHEHMIO HA MEJULIMHCKOE U3JEJIME OJ15
AUAT'HOCTHUKH IN VITRO

«Habop xoHTposbHBIX MaTepuanos «JIumwia6 AMyp EB VCA IgA KoxTpons» ans
KOHTPOJIsi KA4€CTBAa KaYE€CTBEHHOI O OMpe/ie/IeHHss HMMYHOIIO0YJIMHOB Kjacca A
(IgA) x kancuaHOMy aHTHreHy BHUpyca DniuTteiina-bapp (EBV VCA) B ceiBopoTke
H MJla3Me KpOBH Y€JIOBEKa METOAOM UMMYHOXEMUIIIOMHMHECLIEHTHOTO aHaIM3a
(MXJTA) Ha aHanu3aTope aBTOMAaTHYECKOM HMMYHOXEMHITIOMHHECLIEHTHOM

«Jlngnab AMyp» A1 JMarHOCTHKH in vitro mo TY 21.20.23-203-65614693-2022»

Bepcus 3
TV 21.20.23-203-65614693-2022

2023
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1. HaumeHoBaHHe

Habop koHTponbHEIX MaTepHanos «Jlianaé AMyp EB VCA IgA KoHTtpoms»
JJIA KOHTPOJIA KaYECTBA KAYSCTBEHHOrO ONpeAeicHHs HMMYHOINOOYIHHOB Kiacca
A (IgA) k kancupHOMy aHTureHy BHpyca OnwreitHa-bapp (EBV VCA) B
ChIBOPOTKE M IUla3Me KPOBH Y€NOBEKa METOJOM HMMYHOXEMHTIOMKHECLEHTHOTO
aHanu3a (UXJIA) Ha aHanusaTope aBTOMaTHYECKOM
HMMYHOXEeMHWHOMHHECUEHTHOM «JInaiab AMyp» [ia AMardHocTHKH in vitro mo TY
21.20.23-203-65614693-2022 (manee mo Tekcty — Habop KOHTpONBHEIX
marepuanos, HaGop xoHTponbHeix Marepuanos «Jluanad Amyp EB VCA IgA
KoHTponb», H3aenue).

2. Ha3nauenue

Ha6op xoHTponbHEIX MaTepHanos «Jiunnab Amyp EB VCA IgA KoHTpons»
npeAHa3HayYeH NS KOHTPONA  KauecTBA  Ka4eCTBEHHOTO  OnpeAcneHus
HMMYHOrnoOynHHoB knacca A (IgA) Kk xancCHAHOMY aHTHreHy BUpyca JmiureliHa-
Bapp (EBV VCA) B CHIBOPOTKE H IUIa3M€ KpOBH 4eJIOBEKa, METOIOM
WMMYHOXEMHIIOMHHECLICHTHOrO  anamu3a (MXJIA) Ha  aHanu3atope
aBTOMATHYECKOM MMMYyHOXeMHMOMHHecueHTHOM «Jluana6é Awmyp» (00O
«JIMAKOP», Poccus).

®yHKUMOHANbHOE  Ha3HAYeHHE:  BCIOMOraTeNbHOE CPEACTBO B
ANarHOCTHKE in vitro,

3. Iloxkazanus, NPOTHBONOKA3aHHA B N06ouHbIE ABACHUS

IToxkasanus: KOHTPO/Nb Ka4ecTBA aHAIH3a NPH KaYeCTBEHHOM ONpeaencHHH
IgA k xancuanoMy aHTHreHy VCA Bupyca Dnmreiina-Bapp.

IIpoTHBONOKA3AHHA: B paMKaX YCTAHOBJIEHHOTO IIPOU3BOJMTENIEM
Ha3HAYCHNA HE UMEET.

MoGounnle aBneHHA: npH cobmoaeHMH YyCnoBME M mpaBHI
TPaHCMIOPTHPOBAHUS, XPAHEHHA W NIPMMEHEHHS HE BHIABIEHH.

CneundHueckas DaToNOrHe, COCTOSHHE HWIH (AKTOp PHCKA: He
NpHUMEHNUMO.

Hcceaeayemnlii Guonornueckuii MaTepuaa: He NPHMEHUMO.,
2
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OnpenenseMbiit aHAIHT: He MPUMEHHMO.

Tun ananusa: He nmpumennmo. IlpeaHasHaueH 118 KOHTPONA KayecTBa
aHanu3a MPH KayeCTBEHHOM omnpeAeneHuH [gA x kancuaHoMmy aHTHreHy VCA
BUpyca JnuuteiiHa-bapp.

4. TIlorenumnansHbie NOAb3OBATENH H 06/1ACTH NPHMeHEHHS

MoTeHunanbHblk mnorpeburens: Bpauy KIHHHYecKoit nabopatopHoii
AHArHOCTHKH M JApPYIHe CrHeuMandcTel B O0NacTH KIHHHMYecKoi naGoparopHoii
AMarHOCTHKH, Npolueawye obyyeHne no pabore ¢ aHATM3aTOPOM AaBTOMATHYECKHM
HMMYHOXEMUTIOMHHECLIEHTHRIM «JIupnad AMyp». Tonbko piie
npotecCHORANLHOTO UCHONb30BAHMU.

O6aacTh NpuMeHeHHS — KIMHHYECKan JabopaTopHas AHACHOCTHKA.

5. KomnaexkThocts H cocTas Habopa KOHTPOJIbHBIX MaTEpHANOB

1) JimodWiH3MpOBaHHBIA  KOHTpONLHLI  Marepuan, yposeHb |1,
MOJIOKHUTENBHLIN — 2 ¢iakoHa mo 2,0 mi;

2) JIHoQWIH3HpOBAaHHBIi KOHTPOJNBHBI  MaTepHal, YpoBeHp 2,
OTpHUATENbHHH — 2 ¢nakoHa no 2,0 mu;

3) HHCTpYKLUA 110 NPHMEHEHHIO — 1 10T.;

4) AHaIHTHYECKHIi nacnopt — 1 mT.

KoMmnonenTal Habopa KOHTPOJIBHBIX MaTepHANOB:

HanmenoBalHe KOMNOHEHTA Cocras
Juodunu3uposaHHKIi KOHTPOALHBITH CuiBOpOTKa KPOBH uENOBEKA, COACpKalan I1gA
MaTepuasn, yposeHb 1, nonoxurensini | kancuaHomy antureny VCA supyca Onurreiina-
JinopunuanposaHHbIi KOHTPONBHBIH Bapp.
MaTepHan, YpoBeHb 2, OTPHLIATENbHLIH Martpuua: Tpuc-6ydep, 0,05% ProClin 300

B cocTaBe MEAHLIMHCKOTO H3JC/NA OTCYTCTBYIOT MAaTEPHAJIH, BCTYNAIOIHE B
HEeMOCPEACTBEHHbIH WM ONOCPEAOBAHHBIK KOHTAKT C OpraHM3MOM mNallieHTa
(TenoM yenoBeka).

B cocraBe KOMIIOHEHTOB MEAMLMHCKOTO H3eNMHA  OTCYTCTBYIOT
JIEKapCTBEHHBIE CPEACTBA.

KoMNOHEHTH H3fenHA He ABNAIOTCA CTEPWILHBIMH H He TpebyloT

CTCPHIIH3ALIUH. R
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Uxcno HMCNONB30BaHHA HE OrpaHMYeHO, HCMOABL30BaTh [0 Mepe
HeoOXOOMMOCTH JO HCuYeprnaHMs oOBbeMa MIM UCTCYCHHA CpPOKA TOJHOCTH.
OrobpanHEi [ aHanM3a KOHTPOJbHBIA MaTepHan HeNb3d HCNONB30BaTh

TNOBTOPHO.

6. Hpuanun meToaa

Habop konTponbHeIx Matepranos «JInanab Amyp EB VCA IgA Kontponb»
npegHa3HadeH s KOHTPOMA KagecTBa npH HENpAMOM
MMMYHOXeMHIIOMUHECIIeHTHOM aHanmu3e (MXJ1A).

1-8 unkybayun: IgA x xancuaHoMy antureHy VCA BOb npu ux HanHuuH B
oOpa3iie pearMpyloT ¢ KancHAHBIM aHTUreHoM VCA B3JB Ha napamMarHMTHBIX
MHKPOYacTHLIAX B cocTaBe Pearenta napaMarHHTHRIX MHKpovacTHL {R1), oOpasys
KOMILIEKCHI «<aHTHTENO - aHTHIeH».

Ipomsieka: mnop  nelicTBHEM  MArHHTHOrO IONA  NapaMarHMTHbIe
MHKPOYaCTHIH afCOPOUPYIOTCS Ha CTEHKaX peaKUHOHHOH KIOBETH, 2 HECBA3ZAHHEIE
KOMIIOHEHTH! CMBIBAIOTCA MPOMBIBAIOLIMM PaCTBOPOM.

2-8 unxybayus: nocne noGabneHns PeareHta medeHnx aHTHTen (R2)
autdaTena K IgA uyenoBeka, MeueHHHIE 3DHPOM aKpPUAWHMSA, pearHpyioT ¢
KOMIUIEKCAMH «AQHTHTEJI0 - aHTUIeH», 00pa3yd KOMIUIEKCH «aHTHBHAOBOE
AHTHUTENIO — AHTHTEJIO - AHTHTEH».

Ipomviexa.

Hdemexuyus u unmepnpemayus: K peakuUMOHHOH cMecH J00aBIAIOT
pearenTH «JInmia6 Amyp Ilpe-tpurrep» u «Jlugnaé Amyp Tpurrep». Curnan ot
XEMHJIIOMHHECLICHTHOH pEaKilMH M3MEpAeTCs B OTHOCHTENBHBIX CBETOBHIX
eausuuax (OCE).

CymectByeT npaMas 3aBHCUMOCTb MEXAY KOJIHMYeCTBOM [gA K KancuaHoMy
anturedy VCA B3b B obpasiie u 3HauenueM OCE, 06HapyXeHHEM ONMTHYECKOM
cucTeMoft aHamM3aTopa «Jlnanad AMyp».

PesynpTaThl onpemensioTcs myreM cpaBHeHMsi 3HadyeHHi OCE kaxaoro

o6paslia ¢ NOpOroBEIM 3HaYeHHeM cut-off, noyyeHHEM Npu KaTHGpoBKe.

4
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7.  OnHcaHHe MEAHIHHCKOTO H3/Ie/IHS

Habop xoHTponeHeiX MatepuanoB «JIngnaé AMyp EB VCA IgA KoHTpons»
npeacTaBnseT coboil ABYXypoBHEBHI KOHTponbHbIf MarepHan (ypoBeHb 1 -
NONMOXHTENbHBIH, YPOBEHb 2 — OTPHLIATENbHEIA) B BHAE NHOPHAHIMPOBAHHOTO
NOpoilKa. B KOMIUIEKT MOCTABKM BXOAMT MO JBa (IakOHa ¢ KOHTPOJNBHBIM
MaTepHaIOM KaXAOT0 YpPOBHS, HHCTPYKUMS H aHAMMTHYECKHH nacmopr co
3Ha4YECHUWAMH KOHLIEHTpauuii. ,

JInodpunu3npoBaHHbIA KOHTPONBbHEL MaTepuall, ypoBeHb 1, ONOXHUTENbHBIH
noMeltieH Bo (pnakoHH M3 HelTpalbHOro GOPOCHNHKATHOTO CTEKNIA (KOPHIHEBHIi)
C 3aBHHYMBAIOWENCA KPHINKOA vepHOoro upera. JInodpuan3MpoBaHHEIH
KOHTPONbHHI Marepual, YpOoBeHb 2, OTpHUATENbHBIH NOMElIeH BO (akOHH H3
HeliTpanbHOro OGOPOCHAMKATHOrO CTeKia (KOpHYHEBHIH) ¢ 3aBHHYHBaloLeHcA
KpHiLuKoii Genoro upera.

BHemnuit Bug

MenkoaucnepcHsiii nopoirok 6esoro useta. IIONHOCTBIO pacTBOPAETCA NPH
no6GaBeHHH 2 M BOAB OYHLICHHON (AMCTHILTHpOBaHHOM). BpeMs pacTBopenus -
He Gonee 20 MHHYT. B BOCCTaHOBNIEHHOM BHAE NpPEACTARMAET co00I Npo3pauHEIi
6ecuBeTHHI pacTBOp Ge3 ocaaxa, XJIONbEB U MOCTOPOHHUX BKIMIOYEHHIA.

8. Mepsl npeaoCTOPOKHOCTH H OrPAHHYCHHA MeTOAA

- [ToreHuuanbHbli pHCK npuMeHeHHA Habopa - knacc 26 (cornmacHo
[Tpuxasy Munucrepcrsa 3apasooxpaHeHus P® Nedn ot 06.06.2012 r.).

- Tonbko A9 AMArHOCTHKH in vitro;

- Bce xoMnoxneHTs Habopa KOHTPONBHBIX MaTEpHaIOB B HCIIONb3yeMbIX
KOHLICHTPaLUAX SABJAIOTCA HETOKCHYHBIMHM, BpPEIHOIO BJIMAHUSA HA OPraHU3M
MONB30BaTENA HE OKa3bIBAIOT.

- KOHTponbREIE MaTepHansl HM3TOTOBACHH H3 CHIBOPOTKH KpOBH
YyeNnoBeKa, MpoBepeHHON YTBEPXKICHHBIMH METOAAMH, B KOTOPOH OTCYTCTBYIOT
HBsAg, antutena k BI'C u BUY-1,2 u Treponema pallidum. Hu oauH u3BeCTHRIH
METOJ aHaNu3a HEe MOXeT AaTh MNOJHYI0 TrapaHTHIO TOro, 4YT0 MPOAYKTH,

AOMyYEHHBIE U3 YEJIOBEYECKHX MATEPUANOB, He HHOUUMPOBAHH. CleA0BATENBHO,
5
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BCE YENIOBEYECKHE MATEpHaNBl CICAYeT pacCMATPHBATh KaK IOTEHLMANBLHO
HHEKLMOHHLIC;

- He cMemnuBaliTe KOHTPONBHEIE MaTepHabl pasHHIX CEpHiA;

- He cMemmBaliTe CBeXHE KOHTPONbHRIE MAaTepHAIBl C YXKe
HCNONB3YEMEIMH;

- He nepenuBaiire KOHTpOJNBHLIN Marepuan oOpaTHO B HCXOXHBIH
¢nakoH nocne B3ATHS;

- He ucnonesyiite Habop KOHTPOJLHEIX MaTepHAnoB MOC/He HCTEYEHHA
CpOKa rOIHOCTH;

- He wncrnions3yiiTe KOHTPONLHBIE MaTepHANRl H3 TOBPEXACHHOU

YTIAKOBKH.

- 3HaueHHA KOHUEHTpaluit KOHTPONBHBEIX MATEPHAIOB 3aBHCAT OT
cepHu;

- He 3amopaxupalite Habop KOHTPONBHHX MaTepHanoB, MpexAe 4eM
OTKpBITH €ro;

- Hcnonesyiite cpeacTsa HMHAMBUAYaNbHON 3allMTBI NpH pabote c
KOHTPOJbHLIMM MaTepyanaMH,

- HesuHpekuus pasUTHIX KOHTPONBHEIX MAaTepHaNoOB BHIIONHAETCA C
UCMONb30BaHHEM AE3MHOULMpYIOWHX cpeacTB B cootBeTcTBHH ¢ CanllnH
2.1.3684.

9. IloaroToBka KOHTPOJLHBIX MATEPHAJIOB

KoHTponbHBIE MaTEpHAIE MOCTABJISAIOTCS B IMOQUIM3UPOBaHHO! opMe.

—  AKKypaTHO NOCTy4uTe no (pnakoHy, YToOh KOHTPOJBHBIH MaTepuan
oKasajica Ha AHe ¢uiakoHa.

- Ortkpolite ¢akoH, OCTOPOXHO NOAHMMMTE pPE3HHOBYIO MNpOOKy,
4yTo6bI BO3AYX NOman Bo ¢MIaKOH, 3aTEM MOJTHOCTBIO CHUMMTE €€,

- HAobaBbTe 2 M OUHMINEHHON BOJEL.

- 3akpoliTe dakoH pe3sHHOBO# 3araymKo#i B KpHIIKO#H, AaliTe NOCTOATh

10-20 MHHYT 151 TMOJHOIO pPacTBOPSHHS COACPXKHMOro, B TEUeHHE KOTOPhHIX
6
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OCTOPOXHO BCTpAXHUTE (rakor 5—10 pa3s. 3aTeM pacTBOPUTE COAEPKHUMOE CBEPXY
[IyTeM OCTOPOXKHOTO NepeBopauyHBaHus npuMepHo 10 pas. Usberaiite oOpazoBasns
3(2: 138

- Bo3pMuTe HEOOXOAUMBIH 00BeM 1 KaKAOro aHaIH3a B COOTBETCTBHH
¢ HHCTpyKuHMe#i no npuMeHeHHio Ha HabGop pearenros «Jlupna6 Amyp EB VCA
IgA».

- Pacnpesenure KOHTPONbHBIA MaTepHal B HECKONbKO HeOOMbIIMX
(NaKoHOB ¢ FepMETUMHOM KPHIUKOH H XPaHHUTE HX B COOTBETCTBHH C TpeOOBAHUAMH

nyHkTa 10 1aHHOM HHCTPYKLKH.

10. CrabuabHOCTD, YCJOBHS  XpaHEHHMSl, MCNOJL30BAHHUA M
TPAHCHOPTHPOBKHU

YciaoBHS XpaHeHHS, ¢cTa0HIBHOCTD

- Hsnenus B ynmakoBKe H3rOTOBHTENA CHEAYET XPaHHTh Ha CKIAajax.
XpaHeHHe H3fenHit npu TeMneparype ot +2 ao +8 °C A0IDKHO OCYIIECTRIATHCA B
XOJNOAWIbHEIX  KaMepax MWIH B XONOAWIBHHMKAX, ofecneuyHBalOmMX
pernaMeHTUPOBaHHbIH TEMIMEPAaTYPHHI pPeXUM ¢ €eXCAHEBHOH peructpaumeit
TEMIIEPATYPEl. XpaHSCHHE H3JENHil JODKHO OCYIIECTBIATLCH B TEMHOM MeECTE.
Hsnenus, xpaHMBIIMECS C HapylleHHeM perjaMeHTHPOBAaHHOTO peXHMa,
NPHMEHEHHUIO He MOoAJIexkar.

- HeoTkprTHE KOHTpOJIBHBIE MaTepHalibl CTAOMNBHBEI A0 HCTEYEHHA
CpoKa rogHocTH (48 Meciaues) npu Temneparype ot +2 ao +8 °C.

- Ilocnie BOCCTAHOBIIGHHMS KOHTPOJIbHBIE MAaTepHalIN CTaOWIbHH B
TeyeHue 7 AHell NpH TeMnepaType XpaHeHus ot + 20 xo + 25°C.

- ITocne BOCCTAHOBNEGHUA KOHTPOJbHEIE MaTepHanel CTa0MNBHH B
TeueHHe 30 aHeil mpu TeMneparype XpaHeHua oT + 2 ao + 8°C.

- Ilocne BOCCTaHOBICHUA KOHTPOJBHEIE MaTepHanbl CTa0HNBHH B
TeyeHue 90 aneit npu TeMnepatype xpaHeHHs - 20 °C win Hike. PaaMopakuBaHue

/ oTTauBaHue 3AMOPOXKCHHNX BOCCTAHOBJICHHBIX KOHTPOJIBHBIX MarepHaloB
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cleyer NpOH3BOAMTH MPH KOMHATHOH TeMmeparype B TeueHHe 30 muH. Ilocne
pa3sMOpaXKHBAHUS KOHTPOJBHEIE MaTepHabl HEOOXOAUMO BCTPAXHYTS.
- He AonycKaeTcs MOBTOPHOE  3aMOpaXMBAHHE-OTTAUBAHHE

BOCCTAHOBJICHHBIX KOHTPOJIBHEIX MATCPHAIIOB.

YcnaoBug TPAaHCIIOPTHPOBKH

TpaHcnopTHpoBaHHe U3AENUA IO KOHEYHOrO NoTpedurena Ha Bcex 3Tanax
JODKHO TMPOM3BOAMTBECA BCEMHM BHMIAMH TpaHCIoOpra (BO3AYMIHLIA, BOJHHIMA,
KeNe3HONOPOXKHBIN, aBTOMOOMIBHHIA) B KPHITEIX TPaHCMOPTHBHIX CPEHCTBaX B
COOTBETCTBHM C NpPaBHIaMHU NEPEBO30K, NEHCTBYIOIMMH HA TPAHCIIOPTE JAHHOIO
BUAA NpH TeMIiepatype ot +2 1o +8 °C ¢ cobnioieHHEM X0n0A0BOi LieNH B TEUECHHE
12 pneii. He moapepraTh AJINTENBHOMY BO3JCHCTBHIO TeIUa, BIIArd, MpPAMBIX
CONHeYHRIX Jydeii. 3amopaxuBanMe Habopa KOHTPOJBHEIX MaTepHANOB He
nonyckaercs. TpaHCIOPTHpOBaHME M3CNHE AODKHO OCYIIECTBIATHCH B
TEPMOKOHTeiHEpaX OAHOPA30BOTO MMOJIH30BAHHA COACPXAIMX XJIANO3IEMEHTHI,
WIH B TEPMOKOHTEHHEpaxX MHOFOKparHoro MNPHUMEHEHHA ¢ aBTOMATHYECKH
NOAAEpXUBaeMO TeMnepaTypoll KK B aBTOpedpHKepaTOpPax ¢ HCNONB30BaAHHEM
TEPMOMHAMKATOpOB.  M3mennsa,  TPaHCIOPTHPOBAHHHE ¢  HapylleHHeM

TEMIIEPaTYPHOrO peXHMa, IPUMEHEHHIO HE MOJIEXKAT.

11. ObopyaoBaHne M MaTepHaibl, He BXOASIHE B KOMILIEKT
NOCTABKH, HO HeoGxoauMbIe ISl NPOBeCHUS AHAIH3A

- Boaa ounineHHas {JMCTHLIHPOBaHHAsA ),

- ®dnakoHH ¢ repMETHYHON KpHILIKOH;

—  Habop pearentos «JInmunaé Amyp EB VCA IgA» ang kauecTBEeHHOro
OInpezeNeHNs HMMYHOrno0yInHoB kiacca A (IgA) K KaliCHIHOMY aHTHTeHY BUpYcCa
Anmurreiina-bapp (EBV VCA) B ChIROPOTKE M IUIa3M€ KPOBH YeOBEKa METOAOM
HMMYHOXeMHIIOMHHeCHeHTHoro  aHannsa  (MXJIA) Ha  aHanuzaTope
aBTOMAaTHYECKOM  HMMYHOXeMIWOMHMHecLeHTHOM  «Jlnmma6 Amyp» ana
auarHocTHky in vitro mo TY 21.20.23 — 251-65614693-2022;
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- PactBop 3amyckatoumii "JIuana6 Amyp Ilpe-tpurrep" mas
aHaNIM3aTopa aBTOMAaTHYECKOT0 HMMYHOXEMMITIOMHHECIICHTHOTO «JIngnab Amyp»
JUIS JHArHOCTHKH in vitro o TY 21.20.23-277-65614693-2022;

- PactBop sanyckaromu#i "JInanaé Amyp Tpurrep" ana aHanmsaropa
aBTOMATHUYCCKOIr0 HMMMYHOXEMHMIOMHHECUEHTHoro «JImgnaG Awmyp» ans
JUarHocTUKH in vitro mo TY 21.20.23-279-65614693-2022;

- PactBop npoMHBalomui JAnd  aHaNM3aTOpa  aBTOMATHYECKOTO
HMMYHOXEMUIIOMHHECLIEHTHOro «JIuanab AMyp pacTBOp NpPOMBIBAIOWMIY Ans
AWarHOCTHKH in vitro mo TY 21.20.23-276-65614693-2022;

- KioBera oaHopasoBast «Jlupna® AMyp KioBeTa» A aHalnu3aTopa
aBTOMaTHYECKOr0o HMMYHOXeMMMIOMMHECHEHTHoro «Jlugna® Amyp» s
HHArHoCTHKH in vitro no TY 32.50.50 — 281-65614693-2022;

- AHanuzaTop  aBTOMATHYECKHH  HMMYHOXEMIIIOMHHECLICHTHBIM
«JIupnab Amyp» g AMarHoCTHKHM in vitro no TV 26.51.53-283-70440344-2022, B

BapHaHTax UCIIOJIHCHHA.

12. Ilpoueaypa ananu3a

AHanH3 MOPOBOAUTCA B COOTBETCTBHMM ¢ HHCTPYKUHEN NO IMPHMEHEHHIO
HaGopa pearentoB «JInama® Amyp EB VCA IgA» u PykoBoacTBoM mno
3KCIUTyaTalluy aHaimm3aTopa «Jlupnab AMyp».

13. Hudopmanus o0 3HAYEHHAX KOHUEHTPAUMH, NPHNHCAHHLIX
KOHTPOJALHLIM MATEPHANAM

3Ha4yeHUs KOHUeHTpaumil IgA k kancuaHoMy aHTHreHy VCA Bupyca
OmnreliHa-bapp B KOHTPONBHEIX MaTepHanaX yKa3aHH B AHAIHTHYECKOM

nacropre Ha Habop KOHTPONBHBIX MaTepHaIIOB.

Pe3ynbTaThl KOHTPOJIA KadecTBAa, KOTOphle He MOMAAAloT B AOIYCTHMEIE
JHana3oHbl, MOTYT YKa3HBaTh Ha HEACHCTBUTENbHBIEC PE3YJIbTATH MCCIICAOBAHMIA,
B nanHOM cnydae HccnefoBaHue HeoOxogumo mnoBroputh. IIpM MOBTOpHOM
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HECOOTBETCTBHH HEOOXOAMMO HCIIONB30BaTh Haﬁop KOHTPOJIPHHX MATCpHANoOB

ApYroi cepHH.

14. YrTuanzauus

Ortxoas, ofpasylolecs npu Hcnoas3opaHud HaGopa KOHTPONBHEIX
marepuano «Jlupnaé Amyp EB VCA IgA KoHTpoib», oTHOCATCA K Kiaccy b u
YTHIH3HPYIOTCA B cOOTBETCTBHH ¢ CanlluH 2.1.3684-21.

15. @OYHKUHOHAJIbHDbIC XAPAKTEPHCTHKH
BuyrpndunaxonHan sapHanus: ko3dppuunent sapuamnu CV < 8%.

Mex¢aakonnas sapuanun: kodpdumuent sapuanun CV < 8%.

KonuenTpauss (1Mana3oH HeaeBbIX 3HAYeHHUil)

Konue Junana3zoH uenesnix 3HauyeHui
HTpanua

NO Pe3y/bTaTaM aHalH3a

JIopUNM3HPOBAHHBIH  KOHTPONLHbI 2,5 KIT* 2-3Kn

MaTepua, yposeHs 1, NONOKHTENbHBIH

JinodnnusznpoBaHHbIi  KOHTPONbHBLIH 0,5 KI1 04-0,6KIl

MaTepHaN, ypoBEHb 2, OTPHLIATENIBHBIA

*KI1 - ko3¢ $HUHEHT NO3HTHBHOCTH

Merponornueckas npociaeXuBaeMoCTh KOHTPOJABHEIX MaTepHaloB OLIEHEHa
npu nomou CranaaptHoro ofpasua npeanpusatns «<EB VCA IgA Cranpapt» B
cootsercTBHE ¢ T'OCT ISO 17511. KoHKpeTHBe BENHYHHEI HEOMpeAeNeHHOCTH
3HAYCHHH, MPHITHCAHHBIX KOHTPOJIGHBIM MaTepHanaM, MOTYT OBITh NPefOCTABNEHEI

MO 3anpocy noTpeéuTens.

KommyTaGeabnocTb: ko3$pOHILMEHT Koppesawun 1 > 0,975, yron HaknoHa

HaxoAuTcs B npeaenax 0,9 <y <1,1.

16. TapanrTuiinble obs3aTeNbCTBA
[MpeanpuaATHE-U3rOTOBUTEIL TapaHTHPYET CTaOMIBHOCTL M COOTBETCTBHE

H3nenua TpeboBaHuaM TexHuyeckux ycnoBuii npu CoOMIOACHHH ycnoBHit
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TPAHCTIOPTHPOBAHUA, XPAHEHHSA H INPHMEHEHHSA, YCTAHORJIEHHHX HACTOSMHUMM
TexunuecKMMH yCAOBUAMM B TEUCHUE BCETO CPOKa FOAHOCTH.

Cpok rogsocti Habopa koHTponbHbX MaTepuanoB «Jlugnaé Amyp EB VCA
IgA KoHTpome» — 48 Mecd1eB ¢ AaTH NMPOH3BOACTRA.

Pexnamaiu cneflyer HanpaBaATh N0 aJpecy npoussoauTeno: O6IEecTso ¢
orpaHnueHHo# oTBeTcTBeHHOCThIO «JIMJKOP» (OO0 «JIMAKOP»), PoccHs,
620102, Ceepanosckas obnacts, r.0. ropoa Exarepunbypr, r. Exarepunbypr, ya.
Tocanckas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Aapec anekTpoHHOit

noyTsl: marketing@leadcore.ru.

17. CeeaeHHs 0 NPOM3BOAHTEIE MEAHUHHCKOTO H3IEIHS

IlponssoaureneM  MemuuuHCKOro u3fgenus «HabGop  KOHTpOABHBIX
MatepuanoB «Habop KoHTponbHBIX MatepuanoB «JIumna6 Amyp EB VCA IgA
KoHTpons»  mid  KOHTPOJML  KayecTBa  KAaueCTBEHHOTO  OMpeAesICHHA
uMMyHODIOOyIHHOB Kiacca A (IgA) K KaicHIHOMY aHTHIeéHy BUpyca DmniTeiiHa-
bapp (EBV VCA) B chHBOpPOTKE M mNa3Me KpOBH 4YeNOBEKa METOAOM
HMMYHOXEMWTIOMHHECIIEHTHOro . aHamm3a  (MXJIA) wHa  ananusatope
aBTOMaTHYECKOM  HMMMYHOXCMWIIOMHHECLUCHTHOM «JIugna6é Amyp» ana
AHarHOCTHKH in vitro mo TY 21.20.23 — 203-65614693-2022» asngercs O6mecTBo
¢ orpaHHYeHHO# oTBeTCTBeHHOCTHIO «JIMIKOP» (OO0 «JIMAKOP»).

IOpummyecknit anpec: Pocenst, 620102, Ceepanosckast o6nacTs, I.0. FopoA
Exarepnn6ypr, r. Exarepun6ypr, ya. Ilocaackas, ctp. 23, odpuc 204.

Anpec MECTa NNPpOU3BOACTBA MCOHLIHHCKOTO H3OCIHA:

1)  Poccus, 620033, Caepanosckas ob6nacte, r. Exarepunbypr, yn.
KpacHopapckas, 1.15;

2) 000 «JIMAKOP», Poccus, 141981, MockoBckas obnacts, r. dy6Ha,
yin. IlpuGopoctpouteneii, 3a.

18. IlepeueHs NpHMeHSIEMBIX CTAHAAPTOB
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I'OCT P UCO 15223-1-2020, 'OCT P UCO 18113-1-2015, TOCT P UICO
18113-2-2015, I'OCT P EH 13612-2010, TOCT P 51088-2013, I'OCT P HCO
23640-2015, 'OCT ISO 17511-2011, T'OCT P 53133.3-2008, TOCT ISO 14971-
2021, CanlTuH 2.1.3684-21.

19. Pacmungposka rpadguueckHX CHMBOJOB

Cumson PacinudpoBka

Howmep no karanory

Kox napruu

Positive - [TonoxuTensHeIki
Negative - OrpHuaTensHbii

HsroroBurens

JlaTta u3rotToBneHus

Hcnons3oBath A0

O6paTHTECh K HHCTPYKLIHH MO IPHMEHEHHIO

OcTopoXxHO!

MenuupHcKoe H3geNne i AHATHOCTHKH in vitro

buonornaeckuii puck

@:E‘B@m £z~§|E

Ilpenensl TeMneparypu

2 [mmgis)

XpaHUTH BEPTHKANIBHO

Xpynkoe, 00pamaTbcs OCTOPOKHO

Bepeus OT BiIard

He nomyckarh Bo3ief{CTBHA COTHEYHOTO CBETA
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mm

TOKCHMYHO

OnacHo ans BoAHOW cpeabl
< |>

( 8 ) He ncnonb3oBatb Npy NOBPEXAEeHUN YNaKOBKN

20. JlInTepaTypHbIe CCbINKN

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

Microbiological and Biomedical Laboratories.
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