ampoKop

AHATHOCTHKH in vitro no TY 21.20.23 — 252-65614693-2022
TY 21.20.23-252-65614693-2022

PY Ne
Ne cepuu

20230601

000 «JILIKOP»
Ten.: 8 (800) 500-71-28
marketing@leadcore.ru, www.leadcore.ru

AHAJUTHYECKHUH NMACIIOPT

HaGop pearenTos «Jluanad Amyp EB NA IgA» ais kayecTBeHHOro
onpeaejeHHss HMMYHOrJ100yinHOB Kaacca A (IgA) k sgepHOMY aHTHIeHY
Bupyca JnureiiHa-bapp (EBV NA) B cbiBOpoTKe H Nj1a3Me KPOBH 4e/I0BeKa
MeT0I0M HMMYHOXeMH/IlIoMHHecHeHTHOro aHaan3a (UXJIA) na ananusarope
aBTOMATHY€CKOM HMMYHOXeMH/IIOMHHecUeHTHOM «JInanab Amyp» anas

HaGop pearenTos na 100 Tectos

Kar. Ne C88012A

JlaTa U3roToBJIeHHS
I'onen no

Yc/10BHA XpaHeHHs: NpH TeMnepaTtype ot +2 a0 +8 °C B Teuenne 12 mecsiues.
3amopaxxnBaHHe He 10MyCKAeTCH.

05.06.2023
05.06.2024

HanmenoBanue Onucanne XapakTepHeTHKH PelyabTar
KOMNOHEHTA KOHTpo.A
Texuuueckne xapakTepHCTHKH
l. BbicoTa ¢ kpblwkoii: 65 Mm + CooTseTcTBYyET
2 MM
. Bbicora Ge3 ropasbiwka: 54 £ 2
Kaprpuaxk — 2 wt., Kaxxablif U3 KOTOPbIX CONEPHKHT: .
[upuna: 88 MM £ 2 MM
Tonuwwuna: 28,7 MM + 2 MM
1.1 MapamaruuTHblE XuakocTts, conepxkaiuas CootBeTcTByeT
PeareHT napaMarHMTHbIX | MMUKPOHACTHLbI, MOKPbITHIE MHKPOYaCTHLIbI KOPHUHEBOTO pH=17)57
mukpoyactuu (R1), 3,5 anepHbIM aHTHreHoM NA useTa, 6e3 XJ1I0MbeB, CrycTKOB
Ma/yn. Bupyca Jnuwrteiina-bapp, M MOCTOPOHHHUX BKJTIOYEHHH.
0,05 % ProClin 300 pH=7,5+0,2
1.2 MbiwnHbIe aHTHTENA K [gA BecusetHas npo3pauHas CootseTcTBYET
PeareHT MeueHbIX 4esNoBeKa, MeHEHHbIE ®HIKOCTb Ge3 ocaaka u pH=7,11
aututen (R2), 6,5 mn/yn. | sdupom akpuannus, 0,05 % XJIONbEB.
ProClin 300 pH=7,0+£0,2
1.3 Pearent 1a pasaeieHHs BecuBeTHas npo3payHas CoorsetcTByeT
®ocdarubiii 6ydep, 0,05 % KHakocThb Ge3 ocaaka u pH=17,08
obpasuos (R3), 6,5 .
ma/yn, ProClin 300 XJIOMbEB.
pH=7,0£0,2
2. | Kanubparop | (CALI), TPUC 6ydep ¢ BCA, 0,05% BecuserHas npo3pauHas CooTtBeTcTBYET
1,0 Mmn/pnakon — 1 wr. ProClin 300 *unakocTh 6e3 ocaaka u pH=17,51
3. XJI0MbEB. CooTsercTByeT
CbIBOpOTKa KPOBH YENOBEKA, pH=75+02 pH = 7,53
5 conepxauuas IgA k BeicoTa: 48,5 MM £ 2 MM
Kanubpatop 2 (CAL2), SEPHOMY aHTUTEHY NA Ulnprna: 10,7 MM £ 2 MM
1,0 mn/pnakon — 1 wr. BHpyca DnwreitHa-bapp B BbicoTa KpbiLky: 7.8 | MM
TPUC 6ydepe ¢ BCA, 0,05% P F
ProClin 300 HAuametp kpbitkn: 12,7 + |
MM
4, R Beicota: 11 £ 1 MM CootsercTayer
[aponsonaunoHHbie JLIA Kamepe! ¢ peareHTom Hnamerp: 19+ 1 MM
KpPbILIKH, 8 wT. AN Kamep € ApyruMHu Bouicota: 11 £ | mm CoorsercTayeT

p€arcHTaMH

HAnamerp: 16 £ 1 MM

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM MCMbITAHIW W PETMCTPALIMI MEAHLMHCKUX H3DENHIA




000 «JIUIKOP»

ﬂVlﬂKOp Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru

5. | MucTpykuma no npumetenmio, | wr. | Coorserctayer
QysKuHOHANbHbIE XAPAKTEPHCTHKH

Ananumuveckan onpenenseTcs No CTaHAapTHOH naHenu nonoxutenpHbix | CooTBeTCTBYET
yyscmeumeasHocns o6pa3uoB npeanpuaTHa, coaepxkamx IgA k saepHomy 100%

aHTureHy NA Bupyca Inuwreitna-bapp (COIT"-B3b NA
IgA), KaKk MPOLEHTHOE COAEPIKAHHE MOITOKHTENLHBIX
o6pasuos, onpeaeneHHbix HAOOPOM Kak
noJIoXHTENbHbIE, H cocTasnseT 100%

AHnarumuueckan cneyugpuunocms onpenensercs no CTaHAAPTHOI nanenu otpuuatenbHbix | CooTsercTayeT

o6pa3uos npeanpuaTHa, He coaepxatunx IgA k 100%
anepHomy aHTureHy NA Bupyca DnuwreitHa-bapp
(COIT-B3b NA IgA), kak npoueHTHOE coaeprKaHHe
OTpHUAaTeNbHbIX 00pa3LoB, onpeaeNeHHbIX HabOpPOM Kak
oTpHuaTenbHble, H cocTasaser 100%.

Ilpeyusuonnocmes CootsetcTByeT
[TosBTOpsemMocTb ko3¢ duumneHT Bapuaunn CV < 8% 3,61 %
BocnpoussoaumMocTsb k03¢ puunenT Bapuaunu CV < 8% 2,89 %

TpancnoprupoBanue: TpaHCNOpPTHpPOBaHHE HM3JENHH N0 KOHEYHOro MOTpeOMTENs Ha BCEX
JTanax JAOJKHO TMPOM3BOAMTLCS BCEMH BHAAMHM TpaHCnopra (BO3AYIUHbIA, BOJHBIM,
KeNe3HOAOPOXKHBIA, aBTOMOOMIbHBIA) B KPBITBIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBHH C
NMpaBHIaMH NMEPEBO30K, JEHCTBYIOLIMMH Ha TPAHCMOPTE JAHHOTO BHOA NPH TEMNEpPAType OT +2
1o +8 °C ¢ cobGnoneHneM xon0a0Bo# Leny B TeyeHHe 12 aHed. He noaseprath AnUTENLHOMY
BO3JEHCTBHIO TEIUIA, BNIary, NPSMBIX COJIHEUHBIX Jyyeil. 3amopaxuBaniue Habopa peareHToB He
aonyckaeTcs. TpaHCNOPTHPOBaHHE H3IEIHHA JOMKHO OCYIIECTBAATHCA B TEPMOKOHTEHHEpaX
OJHOPA30BOro MOJIb30BAHMA COJAEPXKAIUMX XJIAJOIIEMEHThl, HIM B TEPMOKOHTEHHepax
MHOTOKPAaTHOTO MNpPUMEHEHHS C aBTOMATHYECKH TMOIEPKHBaEcMOH TeMIepaTypoid WM B
aBTOpe(pHXKEpaTOpax C HCMOJb30BAaHHEM TEPMOMHAMKATOPOB. M3nenus, TpaHCNOpTHPOBaHHbIE
C HapyLIEHHEM TEMIIEpaTypHOro pexHMa, MPHMEHEHHIO HE MOANexXaT.

3akaouenne: KauecTBo pacacoBkH, KOMIIEKTHOCTb, MapKHpOBKa, yMNaKOBKa, IOKa3aTe/ld
kayectBa «HaGopa pearentoB «Jluanab AMyp EB NA IgA» nns xaueCTBEHHOro onpeaeieHus
MMMYHOrno6ynuHoB knacca A (IgA) k saepHoMy aHTHreHy Bupyca JmuteiHa-bapp (EBV NA)
B ChIBOPOTKE M IUIa3Me KPOBH YejloBeKa METOJAOM HMMYHOXEMHJIOMHHECLEHTHOrO aHaiu3a
(UXJ1A) Ha aHanu3aToOpe aBTOMATHYECKOM HMMYHOXEMHITIOMHUHECLIEHTHOM «JInanab AMyp» ans
JIMAarHOCTHKH in vitro no TY 21.20.23 - 252-65614693-2022» cootrBeTcTBYIOT TpeboBaHHsaM TY
21.20.23-252-65614693-2022.

Jata Bbinaun nacnopra: 20.06.2023

3aBeayOLUHH NPOU3BOACTBOM Marun M.H.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




AMOKop

onpenejieHHs HMMYHOT100yJJHHOB Kiaacca A (

000 «JILAKOP»

Ten.: 8 (800) 500-71-28
marketing@leadcore.ru, www.leadcore.ru

AHAJUTHYECKHN NMACIIOPT

Ha6op pearenroB «JIuanaéb Amyp EB NA IfA» AJSl Ka4eCTBEHHOIro

gA) K ilepHOMY aHTHIEeHY

Bupyca Jnuwreiina-bapp (EBV NA) B cbiBOpoTKe H nj1a3Me KPOBH 4eJI0BEKA
MEeTOAOM HMMYHOXeMH./TIoMHHecleHTHoro anauau3a (MXJIA) na ananunsarope
aBTOMATH4Y€CKOM HMMYHOXeMHJIOMHHeclleHTHOM «JInanab Amyp» aas

AMArHOCTHKH in vitro no TY 21.20.23 — 252-65614693-2022
TY 21.20.23-252-65614693-2022

PY Ne
Ne cepun

Yca0BUA XpaHeHHs: IpH Temneparype oT +2 10 +8 °C B Teuenne 12 mecsiues.

20230602

HaGop pearenTos na 100 Tecros

KaTt. Ne C88012A

3aM0pa)|cuaaHne HE A0MYCKAECTCH.

JaTta narorosjaeHns
Iloaen no

06.06.2023
06.06.2024

pearcHtTaMu

Huamertp: 16 £ 1 MM

HanmenoBanue Onucanne XapaKkTepHCTHKH Pesyabrar
KOMMOHEHTA KOHTPOJS
Texnuueckne XapakTepHCTHKH
1. BbicoTa ¢ KpbllKkoii: 65 MM £ CootBeTcTBYET
2 MM
. BeicoTa 6e3 ropasbiuuka: 54 + 2
Kaprpuax — 2 wr., KaXablit W3 KOTOPbIX CONEPXKHT: M
Lupuna: 88 MM = 2 MM
TonuuHa: 28,7 MM £ 2 MM
1.1 [apamaruuTHble XKuakocts, conepxaluas CootseTtcTByeT
PeareHT napaMarHWTHbIX | MHMKpPOUYaCTHLUbI, MOKPLITbIE MHKPOYACTHLbI KOPHUHEBOTO pH =751
mukpouactuu (R1), 3,5 faepHbIM aHTUreHoM NA usera, 6e3 xy10nbeB, CrycTKOB
ma/yn. Bupyca Jnwterna-bapp, - W MOCTOPOHHHMX BIUTIOYEHHH.
0,05 % ProClin 300 pH=7,5%0,2
1.2 MbiwnHbIe aHTHTENA K [gA becuseTHas npo3pauHas CooteercTayeT
PeareHT MeueHbIX 4yenoBeka, MEYEHHbIE )KUaxkocTh Oe3 ocanka u pH =7,02
antuten (R2), 6,5 mn/yn. | 3dpupom akpuaunus, 0,05 % XJIOMbEB.
ProClin 300 pH=7,0£0,2
1.3 PeareHT 1A passeseHus becusetHas npo3pauHas CoorsercTByeT
®ocdathbiii 6ydep, 0,05 % ®uakocTb 6e3 ocaaka u pH=7,03
obpasuos (R3), 6,5 ProClin 300
My, roClin XJIONbEB.
pH=7,0+£0,2
2. | Kanubparop | (CAL1), TPUC 6ydep c BCA, 0,05% becuseTnas npo3pauHas CootBeTcTBYET
1,0 mn/dnakon — | wr. ProClin 300 *,uakocthb 6e3 ocanka u pH = 7,52
3. XA0MbEB. CooTBeTcTBYET
CbIBOpOTKA KPOBH Y€/10BEKA, pH=7,5%0.2 pH =751
conepxatuas IgA k BoicoTa: 48,5 MM £ 2 MM
Kanu6patop 2 (CAL2), ANEPHOMY aHTUreHy NA WInpuna: 10,7 Mu £ 2 Mu
1,0 ma/dpaakon — | wr. BHpYyca DnwteiiHa-bapp B BbicoTa Kpbiliiki: 7.8 + 1 MM
TPUC 6ydepe c BCA, 0,05% P F
ProClin 300 HduameTp kpbiwku: 12,7 £ |
MM
4, R Boicota: 11 £ 1 Mm CootBeTcTBYET
[Tapon3onaunoHHble /L1 KaMepI ¢ pearchTom Huamerp: 19+ | MM
KPbiLKH, 8 WT. ANS Kamep ¢ Ipyrumu Beicora: 11 £ 1 Mm CootseTcTByeT

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




000 «JILIKOP»

‘r"/u:lKOp Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru

5. | UucTpykums no npumeHenuto, | wr. | CootsercTByer
PyHKUHOHAIbHDbIE XAPAKTEPHCTHKH

Anarumuveckan onpenenseTca Mo CTaHAapTHOH naHeau nonoxurenbHbix |  CooTBeTcTByeT
yyecmeume.1bHocms 06pa3uoB NpeanpuATHA, coaepxawmx IgA x saepHoMy 100%

aHturedy NA supyca Snuwrefina-bapp (COIT'-B3b NA
IgA), KaKk NMPOUEHTHOE COAEPIKAHHE NMOJIOKHTENbHBIX
o6pa3uoB, onpeaeneHHbIX HaBOPOM Kak
MOJIOXKHUTENbHbIE, H cocTaBaseT 100%

AHnarumuveckan cneumﬁuuuocm& onpeaenseTca no CTaHﬂapTHOﬁ NMAHEIN OTPHULATE/IbHBIX COOTBCTCTByeT

o6pa3uoB npeanpusTHi, He coaepxallux IgA k 100%
anepHoMmy aHTureHy NA Bupyca Jniuteiita-bapp
(COIT-B3b NA IgA), kak NMpOUEHTHOE COAEPKAHHE
OTpHuaTeNbHbIX 00pa3LoB, onpeaeneHHbIX HabopoM Kak
oTpuuaresbHbie, U cocTaaser 100%.

ITpeyusuounocms CootsercTByeT
INoBTOpaemocTs ko3¢ duument Bapuauun CV < 8% 2,55%
Bocnpoussoaumocts ko3¢ drunent sapuaunn CV < 8% 2,06 %

Tpancnopruposanne: TpaHCMOPTHPOBaHHE M3JENUH N0 KOHEYHOro moTpeOMTENns Ha BCeX
jTanax OO0MKHO TPOM3BOAMTLCS BCEMH BHAAMH TpaHcrnopta (BO3AYLUHbIA, BOIHBIMH,
*eJIe3HOAOPOXKHBIA, aBTOMOOUIbHBIA) B KPBITBIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBHH C
npaBUaMH NEPEBO30K, ACACTBYIOIMMH Ha TPAHCNOPTE QaHHOTO BHAA MpPH TeMnepatype oT +2
10 +8 °C ¢ cobmonaenneM xo0/010Boii uenu B TeyeHue 12 aHed. He noaseprath ANMTENBHOMY
BO3IEHCTBHIO TEMJa, BJIarH, NpsAMBIX COJIHEYHbIX nyuyeH. 3amopaxxupanue Habopa peareHTOB He
agonyckaercs. TpaHCNOPTHPOBaHHE H3JENHH NOMKHO OCYIIECTBAATHCH B TEPMOKOHTEHHEpax
OQHOPA30BOr0 M0JIb30BAHMSL COAEPXKALUMX XJAJOIEMEHTBl, HJIH B TEPMOKOHTEHHepax
MHOTOKpPAaTHOr0 MpPUMEHEHHS C aBTOMaTHYECKH MOJUIEPXKHUBaeMOH TeMnepaTypold HIH B
aBTOpedprxKepaTopax ¢ HCMOAb30BAHHEM TEPMOMHAMKATOPOB. M3aenus, TpaHCNOPTHPOBaHHbIE
C HapyUIEHHEM TEMIIEPATYPHOTO PeKMUMa, MPUMEHEHHIO He MOoJIexar.

3akntouenne: KauecTBo pacgacoBkH, KOMIIEKTHOCTb, MapKMpPOBKA, YMaKOBKa, IMOKa3aTelH
kayectBa «HabGopa pearentoB «JInana6 AMyp EB NA IgA» ang kauecTBEHHOro OnpeaeseHus
MMMYyHor106yMHOB Knacca A (IgA) k saepHOMy aHTHreHy Bupyca DnwrteiiHa-bapp (EBV NA)
B ChIBOPOTKE M Mja3Me KpOBH YellOBeKa METOAOM HMMYHOXEMHIIOMHHECLEHTHOrO aHaIH3a
(UXJIA) Ha aHanu3aTope aBTOMaTHYECKOM HMMYHOXEMHJIIOMHHECUIEHTHOM «JInanab Amyp» ans
JIMarHOCTHKH in vitro no TY 21.20.23 — 252-65614693-2022» cooTrBeTcTBYIOT TpeboBauusam TY
21.20.23-252-65614693-2022.

Jara Bbigaun nacnopra: 20.06.2023

3aBeayioLHii MPOU3BOACTBOM Maruu M.H.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




000 «JIMKOP»
Ten.: 8 (800) 500-71-28
marketing@leadcore.ru, www.leadcore.ru

MOKop

AHAJIUTHYECKHUH NMACIIOPT

Ha6op pearentoB «/Inana6b Amyp EB NA I§A» AJA Ka4YeCTBEHHOI0
onpeneieHHst HMMYHOra00y1HHOB Kaacca A (IgA) k saepHomy aHTHreHY
BHpYyca Inureiina-bapp (EBV NA) B cbiBOpoTKe H N/1a3Me KPOBH Ye/IOBeKa
MeT00M HMMYHOXeMHJ/IIOMHHeceHTHOro aHajan3a (UXJIA) na ananusarope

aBTOMaTHY€CKOM HMMYHOXeMH/IIOMHHeCLeHTHOM «JInaaab Amyp» ans
AHATHOCTHKH in vitro no TY 21.20.23 — 252-65614693-2022

TV 21.20.23-252-65614693-2022 Hab6op pearentoB Ha 200 rectoB

PY Ne Kar. Ne C88012A
Ne cepun 20230601 JlaTa H3roToB/ICHHA 05.06.2023
I'oaen no 05.06.2024

Yc/0BHA XpaHeHHA: npu Temneparype ot +2 10 +8 °C B TeueHHe 12 Mecsues.
3aMopaxHBaHHE He 10MYCKAETCH.

HaunmenoBanue Onucanne XapakTepucTukn PesyabTar
KOMNOHEHTA KOHTPOJR
Texnuueckne xapakTepHCTHKH
1. BuicoTa ¢ kpbiwkoit: 65 Mm + CootsercTByeT
2 MM
o Boicota Ge3 ropabiwka: 54 £ 2
Kaptpumxk — 4 wr., KaKablil U3 KOTOPLIX COAEPHKHT: ™
Unpuna: 88 Mm £ 2 MM
TonmuuuHa: 28,7 MM £ 2 MM
1.1 [TapamaruurHble XuakocTts, conepxaiuas CoortsercTByeT
PeareHT napaMarHMTHbIX | MHKPOYACTHLb!, MOKPBITbIE MHKPOYaCTHUbI KOPHYHEBOTO pH=7,52
mukpouactuu (R1), 3,5 AREPHBIM aHTHreHoM NA useTta, 6€3 XJ10NbEB, CrYCTKOB
mi/yn. Bupyca JnwterHa-bapp,.. M NOCTOPOHHHUX BKJIIOUEHHH.
0,05 % ProClin 300 pH=7,5%0,2
1.2 MbiwnHbie aHTHTEN] K [gA BecuseTtHas npo3pauHas CootsetcTByeT
PeareHT MeueHbIX Yel0BeKa, MEYEHHbIE KuakocTb 6e3 ocanka u pH =7,04
antuten (R2), 6,5 ma/yn. | 3¢upom akpuaunus, 0,05 % XJIONbEB.
ProClin 300 pH=7,0+0,2
1.3 PeareHT 415 pasBeaeHus becusetHas npo3pauHas CootseTcTByeT
P ®ocdarheiii 6ydep, 0,05 % KHAKOCTb 6e3 ocanka u pH =7,02
obpasuos (R3), 6,5 .
ma/yn, ProClin 300 XJIONbEB.
pH=7,0£0,2
2. | Kanu6parop 1 (CALI), TPHUC 6ydep ¢ BCA, 0,05% BecusetHas npo3zpautas CoorseTtcTByeT
1,0 Mn/hnakoH — 2 w. ProClin 300 xuakoctb 6e3 ocanka u pH=7,53
3. XJIOMbEB. CooTtBeTcTBYET
CbiBOpOTKA KPOBH HenoOBeKa, pH=75%02 pH = 7,55
conepxatuas IgA k BbicoTa: 48,5 MM £ 2 MM
Kanu6parop 2 (CAL2), f1epHOMY aHTHreHy NA e 10.7 MM £ 2
. puHa: 10,7 MM £ 2 MM
1,0 mn/nakon — 2 wr. Bupyca DnwreiiHa-bapp 8 BbicoTa KpbiKi: 7.8 + 1 MM
TPUC 6ydepe ¢ BCA, 0,05% P F
ProClin 300 HAuamerp kpoiiku: 12,7 £ |
MM
4. RI Bbicota: 11 £ 1 MM CootBeTcTBYET
[Mapou3zonaunonHsle JUIR KaMepbl ¢ pearcHToM HOunamerp: 19 | MM
KpbIWKH, 8 wT. AN KaMep ¢ ApYruMH Beicota: 11 1 Mm CootsercTByer
peareHTaMH Huametp: 16 £ | MM

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




000 «JINAKOP»

marketing@leadcore.ru, www.leadcore.ru

anDiKOp Ten.: 8 (800) 500-71-28

5. | UncTpykuma no npumenenmio, | wr. | Coorsercteyer
QyHKUHOHAIbHbIE XAPAKTEPHCTHKH

AHnarumuveckan onpeaenseTcs NO CTAHAAPTHOMH MaHeNu NoNoXuTenbHbIX |  CooTBeTCTBYET
yygcmeumeabHocmo o6pa3uoB npeanpUATHa, coaepikalumx IgA K aaepHoMy 100%

anTureHy NA supyca Dnuwretina-bapp (COIT'-B3b NA
IgA), KaK NPOLEHTHOE COAEPIKAHHE MONOKHUTENLHBIX
o6pa3uos, onpeaeneHHbIX HaGoOpoM Kak
NoJIoXKHTENbHBIE, H cocTasaset 100%

Anarumuveckan cneuu(putmocmb onpeaenseTca no CT&H}lapTHOﬁ NAaHEeNH OTPHUATE/IbHbIX COOTBCTCTByeT

o0pa3uos npeanpuaTHa, He coaepxkatunx IgA k 100%
agepHomy aHTureHy NA Bupyca DmuteiHa-bapp
(COIT-B3b NA IgA), kak npoueHTHOE coaep)kaHue
OTpHuaTeibHbIX 00pa3uos, onpeaeneHHbIX HabopoM Kak
oTpuuarensHsble, U coctanser 100%.

Hpeyuszuonnocms CoorseTcTByeT
TMoBTOopsemocTb ko3¢ dpuumneHT Bapuauuu CV < 8% 3.05%
BocnpouzsoaumMocTsb ko3¢ dpnunenT Bapuaunn CV < 8% 2,74 %

TpancnopTupoBanme: TpaHCnOpTHpOBaHWE H3JCAHA 10 KOHEYHOrO NOTPEOHMTENA Ha BCEX
jTanax JO/DKHO MPOM3BOAMTBCS BCEMM BHAAMHM TpaHCnopra (BO3AYIUHBIA, BOJHBIN,
KeNne3HOJOPOKHbIH, aBTOMOOH/IbHBIH) B KPbITbIX TPaHCIOPTHBIX CPEACTBAX B COOTBETCTBHH C
npaBH/IaMH NepeBO30K, JEHCTBYIOUIMMH Ha TPAHCNOPTE NAHHOTO BHAA NPH TEMIEpaType OT +2
no +8 °C ¢ cobmoneHueM xonoaoBoi uenu B TeyeHne 12 guei. He noaseprare anurenbHoMy
BO3eHCTBHIO TeNJa, BlIard, NPAMBIX COJIHEUHBIX Jyyel. 3amopaxnBande Habopa peareHTOB He
aonyckaeTrcs. TpaHCNOPTHPOBAHHE M3EIHA JOMKHO OCYLIECTBAATHCA B TEPMOKOHTEHHEpax
OJHOpa30BOr0 TOJIB30BAHHA COJAEPXKAIUMX XJALOVIEMEHTbl, MM B TEPMOKOHTEHHepax
MHOTOKpPAaTHOTO TMpPHMEHEHHA C aBTOMATHYECKH TMOIACPKHBAEMOH TeMNepaTypoid WM B
aBTOpedpHxKepaTopax ¢ UCNOIb30OBAHHEM TEPMOHHANKATOPOB. M3aenus, TpaHCIIOPTHPOBaHHbIE
C HapyuIeHHEM TEMIMEPATYPHOro pexXUMa, MPHMEHEHHIO He MOoTexar.

3akmouenne: KauecTBo pac¢acoBKH, KOMIUIEKTHOCTb, MapKHpPOBKa, YMaKOBKa, MOKa3aTesH
kauecTBa «Habop pearentoB «Jluana6 Amyp EB NA IgA» ang xauecTBeHHOro onpeaeneHus
uMMYyHorn1o6y1uHoB knacca A (IgA) k saepHOMy aHTHreHy Bupyca OnuwreiiHa-bapp (EBV NA)
B CbIBOPOTKE M IJla3Me KPOBH Y€JIOBEKa METOJ0M HMMMYHOXEMHIIOMHHECLEHTHOrO aHalu3a
(UXJ1A) Ha aHanM3aTOpe aBTOMATHYECKOM HMMYHOXEMHIIIOMHHECUEHTHOM «JInanab AmMyp» ans
JHArHoCTHKH in vitro no TY 21.20.23 — 252-65614693-2022» cooTBeTCTBYIOT TpeboBaHuam TY
21.20.23-252-65614693-2022.

Jarta Bbinaun nacnopra: 20.06.2023

3aBeayroLIMii MPOU3BOACTBOM Maruu M.H.
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onpeae/JieHHsi HMMYHOrJ100yJIHHOB KJacca A (

000 «JIMIKOP»

Ten.: 8 (800) 500-71-28
marketing@leadcore.ru, www.leadcore.ru

AHAJIMTHYECKHUHU MMACIIOPT

HaGop pearentoB «JIuaaaé Amyp EB NA IFA» AJISl KA4eCTBEHHOro

gA) K SAepHOMY AHTHIEHY

BHpyca Inuwreiina-bapp (EBV NA) B cbiBopoTKe H ny1a3Me KPOBH 4e/i0BeKa
MEeTO0A0M HMMYHOXeMH/IIOMHHecueHTHOro aHaausa (UXJIA) na ananu3sarope
aBTOMAaTH4Y€CKOM HMMYHOXeMHJ/IIOMHHecueHTHOM «JInanab Amyp» nas

AHArHOCTHKH in vitro no TY 21.20.23 — 252-65614693-2022
TY 21.20.23-252-65614693-2022

PY Ne
Ne cepuu

20230601

Ha6op pearentos Ha 500 Tecros

KaTt. Ne C88012A

JlaTta H3roToBJ/IeHHS
loaen 10

YcaoBHA XxpaHeHHs: NpH TemnepaTtype oT +2 10 +8 °C B Teuenne 12 mecaues.
3aMopaxxHBaHHe He N0MYCKAETCS.

05.06.2023
05.06.2024

pe€arcHTaMH1

Juametp: 16 + | mm

HanmenoBanne Onucanne XapakTepHCTHKH PesyabTar
KOMMNOHEHTA KOHTPOJS
Texunveckne XapaKTePHCTHKH
1. BoicoTa ¢ kpbiikoii: 65 MM CoorseTcTByer
2 MM
. BsicoTa Ge3 ropabiwka: 54 + 2
Kaprpuak — 10 wr., Kaxablil U3 KOTOPbIX COAEPKHT: M
LWupuna: 88 mm £ 2 Mm
Tomuuna: 28,7 MM £ 2 MM
1.1 [MapamarHuTHble Xuakoctb, coneprainas CootsetcTByeT
PeareHT napaMarHMTHLIX | MMKPOUYACTHLbI, MOKPBITEIE | MHKPOYACTHLBLI KOPHUHEBOTO pH =748
mukpouactuu (R1), 3,5 AnepHbIM aHTHreHoM NA uBeta, 6e3 X10MbEB, CryCTKOB
ma/yn. BHpyca DnuiteiiHa-bapp,- M NOCTOPOHHHX BIJIIOYEHHH.
0,05 % ProClin 300 pH=7,5+0,2
1.2 MbiwnHble aHTHTENa K IgA BecuseTHas npospauHas CootsercrByeT
PeareHT MeueHbIX ueNioBeKa, MEYEHHbIE KuaxocTb 6e3 ocaaka 1 pH=7,08
antuten (R2), 6,5 mn/yn. | 3¢pupom akpuaunnus, 0,05 % XJ10MbEB.
ProClin 300 pH=7,0+0,2
1.3 PeareHT LA passenchus BecuseTHas npo3pauHas CooTBetcTByeT
®ocdarhbiit 6ydep, 0,05 % KuakocTb 6e3 ocanka u pH=7,05
obpazuos (R3), 6,5 ProClin 300
malyn. roClin XJIONbEB.
pH=7,0x0,2
2. | Kanubpartop 1 (CALI), TPHUC 6ydep ¢ BCA, 0,05% BecuseThas npo3pauHas CootBeTcTBYET
1,0 Mn/dbnakoH — 5 wir. ProClin 300 KHIKOCTb 6e3 ocanka u pH=17,56
3. XJIOMbEB. CootBeTcTByeT
CblBOpOTKa KpPOBH 4esIOBeEKa, pH=17,5%02 pH = 7,51
conepxaluas IgA x BbicoTta: 48,5 MM = 2 MM
Kanu6patop 2 (CAL2), aaepHoMy aHTHreny NA m .
. upuHa: 10,7 MM £ 2 MM
1,0 Mn/dpnakoH — S wr. BHpYyca Dnwteiina-bapp 8 B 7841
TPHUC 6ydepe c BCA, 0,05% bICOTa KPbILKHU: 7, MM
ProClin 300 JuameTp kpbiwky: 12,7 = |
MM
4, R1 Bbicota: 11 £ 1 MM CootsetcTByeT
[NapousonsuHoHHbIE A1 kamepb! ¢ peareHToM Hduamerp: 19+ 1 MM
KpbikH, 40 wT. ANA KaMmep € ApyrMMH Bbicora: 11 £ 1 Mm CootseTcTByeT
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000 «JIMAKOP»

n MD.KOp Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru

5. ] HucTpykuus no npuMeHeHHio, | wr. | Coorserctayer
DyHKUHOHA/IbHDbIE XAPAKTEPHCTHKH
Ananrumuveckan onpenenseTcs No CTaHAapTHON naHenu nonoxutenbHbix | CooTeeTcTBYET
yyscmeumensnocms o6pa3uos npeanpuaTus, coaepxautnx IgA k snepHomy 100%
aHTureHy NA supyca Dnureita-bapp (COIT'-B3b NA
IgA), Kak NPOLEHTHOE COAEPKAHHE NONOKHTENBHBIX
06pa3uoB, onpeaeneHHbIX HABOpOM Kak
nonoXKHuTenbHble, U coctasnser 100%
Anarumuveckan cneyupuurocme onpeaenseTcs no CTaHaapTHo# naHenu otpuuatenpHbix | CooTsercTByer
o0pa3uoB NpeanpHATHA, HE coaepXaluux IgA k 100%
snepHoMy aHTureHy NA Bupyca Onuwrerina-bapp
(COIT-B3b NA IgA), kak NpoLEHTHOE CoepKaHHe
OTpHuaTeabHbIX 00pa3LoB, onpeaeneHHbIX HabopoM Kak
oTpHuuaTelibHble, ¥ cocTaBnser 100%.
Hpeyuzuonnocms CootsercTByeT
[MoBTOpsAeMocTb k03¢ ¢uumnenT Bapuauun CV < 8% 3.13%
Bocnpou3soaumoctsb k03¢ duunenT Bapuauun CV < 8% 2,94 %

TpaucnopTuposanue: TpaHCOpTHpPOBaHHE H3JEIMH 1O KOHEYHOro NOTPeOHMTENA Ha BCEX
jTanax AOMXKHO TMPOM3BOAMTLCS BCEMH BHAAMH TpaHCnopTa (BO3AYWIHBIA, BOIHBIMH,
XeJIe3HONOPOXKHBIH, aBTOMOOHIIBHBIH) B KPBITHIX TPAHCMOPTHBIX CPEACTBaX B COOTBETCTBHH C
MpaBH/aMH NEPEBO30K, ACACTBYIOLIUMH Ha TPAHCNOPTE JAAHHOTO BHAA NPH TeMreparype oT +2
o +8 °C ¢ cobnoneHreM xononoBo# LenH B TeyeHue 12 aHed. He noaseprath MIHTENBHOMY
BO3A€HCTBHIO TEMJa, BJary, NPAMBIX COJIHEYHbIX Jy4eH. 3aMopaxuBanue Habopa peareHToB He
nonyckaercs. TpaHCMOPTHPOBaHHE H3JENHH JOMKHO OCYLIECTBAATbCS B TEPMOKOHTEHHepax
OHOpa30BOr0 MOJb30BAHHA COAEPXKAIUHX XJIAJOINEMEHThbl, HJIH B TEPMOKOHTEHHEpax
MHOTOKpaTHOr0 TNPHMEHEHHS C aBTOMATHYECKH MOAIEPKHBAEMOH TeMnepaTypod HIH B
aBTOpe(pHXKEpPaTOpPax C UCNOIb30BAaHHEM TEPMOHHANKATOPOB. M3nenns, TpaHCnopTHpPOBaHHbIE
C HapyllIEHHEM TEMIEPATYPHOTO PeKHUMa, MPUMEHEHHIO HE MOIEXAT.

3akaouenne: KauecTBo pactacoBKH, KOMIUIEKTHOCTb, MapKHpPOBKa, YMAaKOBKa, MOKa3aTeH
xayectBa «Habopa pearentoB «Jluanab AMyp EB NA IgA» g KkauyecTBEHHOro onpeacieHus
MMMYHornoOynuHoB knacca A (IgA) k snepHoMy aHTHreHy Bupyca JnwuteiHa-bapp (EBV NA)
B CHIBOPOTKE H TUIa3M€ KpOBH 4YeJIOBEKa METOAOM HMMYHOXEMMIIIOMHHECUEHTHOrO aHanH3a
(UXJIA) Ha aHanM3aTOpE aBTOMATHYECKOM HMMYHOXEMHIIIOMUHECLIEHTHOM «JInanab AMyp» aas
AMArHOCTHKH in vitro mo TY 21.20.23 - 252-65614693-2022» cooTBeTcTBYIOT TpebGoBaHHM TY
21.20.23-252-65614693-2022.

Martuu M.H.
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AHArHOCTHKH in vitro no TY 21.20.23 - 252-65614693-2022
TY 21.20.23-252-65614693-2022

PY Ne
Ne cepun

Ycj0BHA XpaHeHHs: NpH Temnepartype oT +2 1o +8 °C B Teyenne 12 mecsaues.

20230601

000 «JIUAKOP»
Ten.: 8 (800) 500-71-28
marketing@leadcore.ru, www.leadcore.ru

AHAJIUTHUYECKHUH MMACIIOPT

HaGop pearentoB «JInanaé Amyp EB NA IgA» ans kauecTBeHHOro
onpeaejeHHs HMMYHOIJI00y1HHOB KJacca A (IgA) k sgepHOMY aHTHIeHy
Bupyca Inuteiiia-bapp (EBV NA) B cbiBOpoTKe H nJj1a3Me KPOBH 4e/I0BEKa
MEeTO010M HMMYHOXeMHJ/IIOMHHeceHTHOro anaau3sa (MXJIA) va anaaunsatope
aBTOMAaTHY€CKOM HMMYHOXEeMHJ/IIOMHHecleHTHOM «JInanab AMyp» aas

HaGop pearentos Ha 1000 TectoB

Kat. Ne C88012A

3amopamnnauue HC 10NYCKACTCH.

JlaTa H3roToBJICHHS
Foaen no

05.06.2023
05.06.2024

pear¢HTaMH

Junamerp: 16 £ 1 MM

HaumenoBanue Onucanne XapaxkTepHCTHKH PesyanTar
KOMIIOHEHTa KOHTpoJIA
TexnuuecKkHe XapaKTepHCTHKH
1. BbicoTa ¢ kpbilIKO#: 65 MM * CoorsetcTayeT
2 MM
. Bbicora 6e3 ropnbiwka: 54 + 2
Kaprpuak — 20 wit., Kakabii U3 KOTOPbIX COAEPHKHT: .
Lupuna: 88 mm £ 2 MM
Tonumna: 28,7 MM + 2 MM
1.1 IMapamaruuTtHbie XXuaxocTs, cogepkatuas CootseTcTByeT
PeareHT napaMarHUTHBIX | MHKPOYACTHLbI, MOKPBITHIC | MHKPOYACTHLIbI KOPHYHEBOTrO pH=7,52
mukpovactuu (R1), 3,5 f1epHBIM aHTUreHOM NA usera, 6e3 xn0Mnbes, CrycTKoB
mn/yn. BMpYyca JnuwireiHa-bapp,- M NOCTOPOHHHUX BIUTIOYEHHIA.
0,05 % ProClin 300 pH=7,5£0,2
1.2 MbiwnHble aHTUTENA K IgA becuseTHas npo3pauHas CooTBeTcTBYET
PeareHT MeueHbIX YyenoBeKa, MEUEHHbIE XKHAKOCTb Ge3 ocanka u pH=7,06
aututen (R2), 6,5 ma/yn. | 3acdupom akpuauuus, 0,05 % XJIOMbEB.
ProClin 300 pH=7,0%0,2
1.3 PeareHT A8 passeeHus BecuserHas npo3pauHas CootsercTByeT
®ocdarhbiit 6ydep, 0,05 % )uakoctb 6e3 ocanka u pH =7,01
obpasuos (R3), 6,5 ProClin 300
malyn, roClin XJIONbEB.
pH=7,0+£0,2
2. | Kanu6patop 1 (CALI), TPUC 6ydep ¢ BCA, 0,05% BecuseTHas npo3pauHas CootBeTcTBYET
1,0 Mn/dnakon — 10 wr. ProClin 300 KHAKOCTb 6e3 ocaaka u pH=7,53
3. XJIONbEB. CoorseTcTBYET
ChbIBOpOTKa KpPOBH 4eNOBEKa, pH=75+02 pH = 7,54
conepxalia IgA k Bsicora: 48,5 MM = 2 MM
Kanu6patop 2 (CAL2), ANEPHOMY aHTHreHy NA Linprwa: 10,7 My £ 2 MM
1,0 mn/pnakon - 10 wr. supyca InwteiHa-bapp B BhicoTa KpbiKn: 7.8 £ | MM
TPHC 6ydepe ¢ BCA, 0,05% p N
ProClin 300 JuameTp kpbitku: 12,7 £ 1
MM
4. R Boicota: 11 £ 1 mm CooTsetcTBYET
[TapousonsunoHHsle [U1A Kamepbl ¢ pearenom Jnamerp: 19+ 1 MM
KpbiuikH, 80 wr. ANA Kamep ¢ ApyruMH Boicora: 11 £ 1 MM CootsercTByeT

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




000 «JIMAKOP»

anDiKop | Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru

5. | MncTpykums no npumenennio, | wr. | CootsercTayer
OyHKIHOHAAbHbIE XAPAKTEPHCTHKH
Ananumuvecxkan onpeaenseTcs No CTaHAapTHOH naHenH nonokurenbHbix |  CooTsercTayer
yyscmeumensHocms o6pa3uoB npeanpuaTHa, coaepxautnx IgA k aaepHomy 100%
antureHy NA supyca Snuwiretina-bapp (COIT'-B3b NA
IgA), Kak NMPOLEHTHOE COAECPIKAHHE MOJOKHTENbHBIX
o6pasuoB, onpeaeneHHbIX HabOpoM Kak
NONOXKHTENbHbIE, U cocTaBaseT 100%
Ananumuveckan cneyquguunocme onpexenseTcs no CTaHaapTHOH naHenu otpuuatensHbix |  CootsercTayer
o6pa3uoB npeanpHATHA, HE coaepxallnx IgA k 100%
saaepHoMy aHTHreHy NA supyca JnuteriHa-bapp
(COIT-B3b NA IgA), kak NpoueHTHOE CoaepKaHHe
oTpHuaTenbHbIX 06pa3uos, onpeaeneHHbIX HabOPOM Kak
oTpyuarenbHble, U coctaaset 100%.
Hpeyusuonnocms CoorsercTByeT
TMosTOpsiemMocTh ko3pPuumneHT Bapuauun CV < 8% 3,24%
BocnponssoanmMocTb kodpduuneHT BapHauuu CV < 8% 3,15%

Tpancnop‘mponanue: TpaHCHOPTHPOBaHHC U3aeNuil 10 KOHEYHOro no*rpe6wrens Ha BCEX
JTanax JdOJKHO TMPOUIBOAHTHCA BCEMH BHIaMH TpaHCnopTa (80311}'111Hblﬁ, BOJHBIMA,

KeJe3HOLOPOXKHbIN, aBTOMOOHIIBHBIA) B KPBITHIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBHH C
npaBUJIaMH MEPEBO30K, AEACTBYIOLUMMH Ha TPAHCMOPTE AaHHOrO BHAA NPH Temneparype ot +2
1o +8 °C ¢ cobnoaeHHeM xon010Bo# 1enu B TedeHHe 12 nHed. He moaseprare LIHTENIBHOMY
BO31eHCTBHIO TeMJa, BJArk, NpAMBIX COJIHEUHBIX Nyyei. 3amopaxkuBanue Habopa peareHToB He
aonyckaercs. TpaHCMOPTHpOBaHHE HM3JENAMN NOMKHO OCYLIECTBIATBCA B TEPMOKOHTEHHEpaX
OJHOpPA30BOTO MONIb30BAHUA COJAEPXKAILUMX XJANOVIEMEHThl, HJIH B TEPMOKOHTEHHepax
MHOrOKpPaTHOro TMpPHMEHEHHS C aBTOMATHYECKH MOUIEPXKHUBAEMON TeMnepaTypoil HIH B
aBTOpedprxepaTopax ¢ HCMONb3OBAHHEM TEPMOMHAHKATOPOB. M3aenus, TpaHCMOPTHPOBaHHbIE
C HapylIeHHeM TEMNEPAaTYPHOro peXXUMa, IPUMEHEHHIO HE MOTEXaT.

3akmouenue: KauectBo pacdacoBkM, KOMIJIEKTHOCTb, MapKMpPOBKa, YNaKOBKa, MOKa3aTeH
kavyectBa «Habopa pearentoB «Jlnanad AMyp EB NA IgA» nis KaueCTBEHHOrO OMNpee/IeHUs
uMMyHornoGynunoB knacca A (IgA) k saepHoMy aHTHreHy BHpyca JOniutefina-bapp (EBV NA)
B CbIBOPOTKE H IUIa3M€ KPOBH 4eNOBEKa METOJAOM HMMYHOXEMHIIIOMHHECUCHTHOrO aHaju3a
(UXJIA) Ha aHanM3aTOpe aBTOMAaTHYECKOM HMMYHOXEMHIIIOMHHeCUEHTHOM «JInanab AmMyp» ans
JMArHOCTHKH in vitro mo TY 21.20.23 — 252-65614693-2022» cooTBeTcTBYIOT TpeOoBanuaM TY
21.20.23-252-65614693-2022.

Jarta Bbinaun nacnopra: 20.06.2023

3aBeayroLHiA NPOU3BOACTBOM Marun M.H.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



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

Bcero npoLHypoBaHo, NPOHYMEPOBaHO
1 CKPEn/ieHo MnevaTblo

/E. KO. FoxryT/



YTBEPXKIAIO
000 "JINAKOP"
E.JO. Toxryr

0» urons 2023 r.

HMHCTPYKLMA I10 ITPUMEHEHWIO HA MEJUUIMHCKOE U3JIEJTUE 1)1
JUATHOCTHUKHMU IN VITRO

Habop pearenToB «Jluanab Amyp EB NA IgA» ans ka4eCTBEHHOrO OnpeaeseHus
nMMyHorno0ymHoB knacea A (IgA) k aaepHOMy aHTUTeHY BHpyca OniuTeHHa-
Bapp (EBV NA) B cbIBOPOTKE W TUTa3zMe KPOBH Y€N0BEKA METOAOM
MMMYHOXeMHTIOMHHecleHTHoro aHanu3a (MXJIA) Ha aHanu3aTope
aBTOMAaTHYECKOM HMMYHOXeMHTIOMHHECLIEHTHOM «JInanab AMyp» ana
AMArHOCTHKH in vitro no TY 21.20.23-252-65614693-2022

. Bepcus 4

2023
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1. HanmeHoBanne
HabGop pearentoB «JIumna®6 Amyp EB NA IgA» ans KayecTBEHHOro
onpeneneHUss MUMMYyHorno0ynnHoB knacca A (IgA) k saepHOMY aHTHUreHy BUpYyca
JnwreiiHa-bapp (EBV NA) B cbiBOpoTke M mia3Me KpOBH U€JIOBEKa METOIOM
MMMYHOXEMHIIOMHUHECLIEHTHOIO aHajM3a (UXJTIA) Ha aHaJIu3aTope
aBTOMaTHYECKOM  HMMYHOXEMHJIIOMHHECUEHTHOM  «JIuanad Amyp»  and
JOWarHocTUkM in vitro mo TY 21.20.23-252-65614693-2022 (nanee no Tekcry —
Ha6op pearenToB, Ha6op pearentos «JInnnad Amyp EB NA IgA», usnenue).
2. Ha3nauenne
HabGop pearentoB «Jlnana6 AmMyp EB NA IgA» npeaHassaueH ans
KaueCTBEHHOro omnpeneseHHss UMMYHorno0ynuHoB knacca A (IgA) k snepHomy
. aHTUreHy Bupyca OniurteiiHa-bapp (EBV NA) B chIBOpOTKE M I1u1a3Me KpOBH
yejioBeKa METOAOM HMMMYHOXeMuItoMHHecueHTHoro aHanusa (MXJIA) Ha
aHAJIM3aTOpPE aBTOMATHYECKOM HMMYHOXEMHUJIIOMHHECUEHTHOM «JInanab Amyp»
(000 «JIMAKOP», Poccus), ans 1MarHOCTUKH MHGEKUHMOHHOTO MOHOHYKJ€03a,
BbI3BaHHOT'O BUpycoM DniurerHa-bapp.
@DyHKUHOHAIbHOE Ha3HaYeHHe: OMarHocTuka in vitro. [lpumeHenue
M3IENIHsA HE UMEET MOMYIALHOHHbIX U IeMOorpadMuecKX OrpaHHYEHHIA.
3. Iloka3zaHusl, NPOTHBONOKA3aHHA H NO6OYHbIE ABJIECHHHA
IToka3aHus K NPHMEHEHHIO: J1MarHOCTHKa HHPEKLIHOHHOTO MOHOHYKJI€034a,
BbI3BAaHHOTrO BUpycoM JniuteiiHa-bapp.
IIpoTHBonoka3aHuA: B paMKax YCTAHOBJIEHHOTO [POU3BOAMTE/IEM
Ha3Ha4eHHUs He UMeeT.
IoGounble sBJEeHHs: 1pH  CcoONMIOJEHMH  YCAOBHM W MpaBHI
TPaHCMOPTUPOBaHUA, XPAHEHHS U NPHUMEHEHHS HE BbISBJICHBI.
Cneunduyeckas naTo0rHs, COCTOAHHE HIH GAaKTOpP PHCKA: CUMIITOMbI
MH(PEKLIMOHHOrO MOHOHYK/eo3a (6onb B ropie, yBeluueHHe JTMMGATHYECKHX

Y3J10B, CCJIC3CHKH U NE€YCHH, JINXOpalKa, 6blCTpa$l yTOMJ'lﬂeMOCTb).
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4. IloreHunaabHble MOJb30BaTEIH H 06,1aCTH NPHMEHEHHSA

IToTeHunanbHblii noTpeGHuTENbL: Bpay KIWHHYecKoW nabopaTopHo#
OUAarHOCTHKH M JpyrHe CNeUHaUCThl B obsacTH KIMHHYecKoi nabopaTopHoi
JUarHoCTHKH, npolueaude obyueHue no padore ¢ aHaTM3aTOPOM aBTOMaTHYECKHM
MMMYHOXEMHIIOMUHECLIEHTHBIM «JInnnab Amyp». Tonbko ans
npo¢eCCHOHATBHOIO HCIMOJIb30BAHHUS.

O6aacTb npHMeHEHHS — KJIMHHYeCKas 1abopaTopHas AMarHOCTHKa

Hccnenyemblii GHoNOrHYecKHH MaTepHa/i: CbhIBOPOTKa M Tuiasma (C
renapyHoM NuTHdA, renapuHom Hatpus, K:OHATA, K3DTA, uurpatoM HaTpus)

KpOBH 4Y€JIOBEKaA.

Onpeaensiemblif aHaauT: UMMYyHOroOynuHb! knacca A (IgA) k saepHomy
’ antureHy NA Bupyca DnureiHa-bapp.
Tun ananu3a: Ka4eCTBEHHBIMN.
S. Cocras Habopa peareHToB
Habop pearertoB «Jluana6 Amyp EB NA IgA» ana xayecTBEHHOro
onpeaeneHUs UMMyHoro0ynnHoB kinacca A (IgA) k saepHOMy aHTHreHy BHpyca
OnuwreiiHa-bapp (EBV NA) B cbiBOpOoTKE W Mja3Me KpOBH YEIOBEKAa METOJAOM
UMMYHOXEMHUIIFOMUHECLIEHTHOTO aHajiu3a (UXJIA) Ha aHanusatope
aBTOMAaTH4eCKOM  HWMMYHOXEMHIIOMHHecLeHTHOM  «Jluana6 Amyp» s
OUarHoCTHKH in vitro mo TY 21.20.23-252-65614693-2022 BbinyckaeTcs B YETbIpEX
’ BapHaHTax UCMOSHEHHS:
1)  Habop peazenmos na 100 mecmos, 6 cocmaee:
1. Kaprpumk (B cocTaBe: peareHT mapaMarHMTHbIX MHkpouacTul (R1),
3,5 ma/yn., peareHT MeveHbIX aHTuTen (R2), 6,5 Mn/yn., peareHT Ans pa3BeleHHs
obpasuos (R3), 6,5 mn/yn.) — 2 wr.;
2. Kanu6parop 1 (CAL1), 1,0 mn/¢pnakon — | wr.;
3. Kanu6parop 2 (CAL2), 1,0 mn/dnakon — 1 wrt.;
4. [lapoW30NsALUMOHHbIE KPbILIKK — 8 WIT.;
5

HMHcTpyKuMs rno npuMeHeHUro — 1 WT.;
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6.

2)

1.

AHanuTHyeckui nacnopt — 1 wr.
Habop peazenmos na 200 mecmos, 6 cocmage:

KapTpuax (B cocTaBe: peareHT mapaMarHMTHbIX MHKpouacTul (R1),

3,5 mn/yn., peareHT MeyeHbIx aHtuTen (R2), 6,5 ma/yn., peareHT Ans pa3BeaeHUs

obpasuos (R3), 6,5 mn/yn.) — 4 wr.;

2.

3
4.
5
6

3)

) 1.

Kanu6parop 1 (CAL1), 1,0 ma/¢pnakon — 2 wr.;
Kanu6partop 2 (CAL2), 1,0 mn/¢pnakon — 2 wr.;
[TapouzonsuMOHHBIE KPbILLIKH — 16 WT.;
MHCcTpyKUHMS 10 NpUMEHeHHIo — 1 1T,;
AHanutHyeckui macnopt — | wr.

Habop peazenmoe na 500 mecmoes, 6 cocmage:

Kaptpumx (B cocTaBe: peareHT napaMarHMTHbIX MHKpodacTHl (R1),

3,5 ma/yn., peareHT MeueHbIx aHTuTen (R2), 6,5 mn/yn.; peareHT ans pa3BeleHuUs

obpasuos (R3), 6,5 ma/yn.) — 10 wrt.;

2.

9

1.

3
4
5.
6

Kanu6parop 1 (CAL1), 1,0 mn/¢pnakoH — 5 wr.;
Kanu6parop 2 (CAL2), 1,0 ma/dnaxon ~ 5 wr.;
[Tapon3zonsauuoHHble KpbIWKH — 40 WWT.;
HUHcTpykuus no npuMeHeHHUo — | wT,;
AHanuTHyeckHii nacnopt — 1 wr.

Habop peazenmos na 1000 mecmoe, 6 cocmase:

Kaptpuax (B cocTaBe: peareHT napamarHMTHbIX MuKpouacTHil (R1),

3,5 ma/yn., peareHT MeueHbIX aHTUTen (R2), 6,5 mi/yn., peareHT ans pasBeaeHUs

o6pa3uos (R3), 6,5 mn/yn.) — 20 wr.;

2.

3
4.
5
6

Kanu6parop 1 (CAL1), 1,0 mn/¢nakon — 10 wr.,;
Kanu6parop 2 (CAL2), 1,0 mn/dnakon — 10 wr.;
[Tapou3onsuroHHbIe KpbilKW — 80 WIT.;
MHCTpyKUMS 110 MPUMEHEHHIO — | 1WT.;

AHanuTHyeckuit nacrnopt — | wT.

CocTaB peareHToB H Ka1HOpaTOpoOB:
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PeareHT napamarHuTHbIX | [lapaMarHuTHble ~ MHMKpPOYaCTHUbBI,  TOKPHIThIE
mMukpouactull (R1) saepHbIM aHTHreHoM NA BHpyca JOniurteiiHa-bapp,
0,05 % ProClin 300

PeareHT MeueHbIX aHTHTEN | MBllLIHHBIE aHTHUTeNa K IgA uenoBeka, MEYEHHbIE

(R2) 3¢pupom akpuaunus, 0,05 % ProClin 300

Pearent ans passenenus | Pocoartnslii 6ydep, 0,05 % ProClin 300

o0Opa3suos (R3)

Kanu6parop 1 (CAL1) TPUC 6ydep ¢ BCA, 0,05% ProClin 300
Kanu6patop 2 (CAL2) ChIBOpOTKa KpOBU ueslOBeKka, coiepxaiuas IgA k

saaepHoMy aHTHreHy NA BHupyca DniuTteiHa-bapp B
TPUC 6ydepe ¢ BCA, 0,05% ProClin 300

B cocTaBe MeaAMLIMHCKOrO U3e/IUs OTCYTCTBYIOT MaTepHalbl, BCTYMAlOLIKE B
HEMOCPEACTBEHHBIH WM ONOCPEJ0BaHHBI KOHTAaKT ¢ OpraHM3MOM TMaLKMeHTa
(TenoM yenoBeka).
‘ B cocrtaBe KOMIOHEHTOB  MEIHMLIMHCKOrO  H3JEJIHS  OTCYTCTBYIOT
neKapcTBEHHbIE CPENCTBa.
KoMMoHeHTbl M3fe/IHA He SABJAIOTCS CTEPUIbHBIMH M He TpebyloT
! CTEpHIIH3aLHH.
| 6. YnakoBka
— IlepBnynas ynakoBka
‘ lMepsuunas ynakoBka PearentoB. (R1, R2 u R3) npeactasnser coboi
KapTPHIK C YETbIPbMS M30JMPOBAHHBIMHU APYT OT Apyra KaMepamH.
Pearent MeueHbix aHTHUTen (R2) HaxoauTcs BHYTPH CBETOHENPOHHLAEMOH
KaMepbl uepHoro LBeTa. PeareHT napamMarHuTHBIX MUKkpouacTvll (R1) conepxutcs
’ BHYTPH KpaiiHeill kaMepbl 0esloro 1BeTa UHIHHAPHYECKOH GOPMBI, BHU3Y KOTOPOH
| pacnosioxeH potop. PeareHT nns passeneHus obpasuos (R3) HaxoauTcsi BHYTpH
OOHOM M3 UEHTpAIbHBIX KaMep, Apyras UeHTpalbHas KaMepa HHYEM HeE 3anoJIHeHa.
BpalueHne poTopa AOMKHO OCYLIECTBIATLCA CBOOOAHO, Oe3 3ae1aHuH.
lMepBuuHas ynakoBka KanuGpaTopoB mnpeacTaBaseT cobo#  (rakoHbl.
Kanu6patop 1 (CAL 1) conepxxutcs Bo dpnakoHe ¢ 3eneHoi Kkpoliukoii. Kannbpartop

2 (CAL 2) comepxutcs BO (pyiakoHe ¢ enToi Kpbllukod. PaakoHbl U KapTPHIKH

HE IOOJIXKHbl HMETH ﬂpHMCCBﬁ, MacCJ/IsHBIX MATEH, TPCLIHH, YCaAO4YHbIX PAKOBHH,

3ayCCHLICB, nospemneﬂnﬁ, CJI€10B MPOTEYKH COACPKHMOTO.
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— BTopuynas ynakoBka
Bropuunas ynakoBka Habopa peareHToB npexactabiser coboit kopobky H3

MEJIOBAHHOI'O KapTOHa.

BHyTpH BTOpHUHO#H yNakoBKH HaxoAATCs ABa kapTpHIka ¢ peareHTamu Rl,

R2 u R3, u no ogHoMmy ¢naxony Kanubparopa 1, KaaubpaTopa 2.

BropuuHble ynakoBKH MNOMELIAIOT B MNOTPEOHUTENBbCKYIO B KOJHYECTBE,

COOTBETCTBYIOLLIEM BapHAHTY HCITOJITHCHHA.

JIlns BapuaHta ucnonHeHus «Habop pearertos Ha 100 TecToB» BTOpHYHas
yNaKoBKa TakKxke ABIAETCA MOTpeOUTeNbCKOH, B Hee BJIOXEHA WHCTPYKLHS 1O

! NPUMEHEHHUIO U AHAJIMTHYECKUH MacnopT.

‘ — IloTpeGuTenbCcKan YyNakoBKa
[MoTpeGuTenbckas ynakoBka npejacrannseT coboi KopobKy H3 MeJIOBAHHOTO

KapTOHa.

KOJIMYECTBE, COOTBCTCTBYIOLUEM BapHaHTY HUCIIOJHEHHA. KonuuyectBo BTOPHYHBIX

|
‘ BTopuuHble yMakoBKM MOMELIAIOT B MOTPEOUTENbCKYIO YMNAKOBKY B
| yNakoBOK BHYTPH NMOTPeOUTENLCKOIA:

!

Habop pearenToB Ha 200 TecToB — 2 LUT;

Ha6op pearentoB Ha 500 TecToB — 5 wT;

’ Ha6op pearexTos Ha 1000 TectoB — 10 .
7. OnucaHHe MeAHLHMHCKOro H31e/JHAl, HayyHas OOOCHOBaHHOCThb
aHaJIHuTa

Bupyc Onuwrefina-bapp (B3Jb), Takxe Ha3biBaeMbIi BHpPYCOM reprieca
yenoseka 4 Tvna (BI'U-4), nopaxaeT B-nUMQPOLMTDI ¥ BbI3bIBAET Y Y€I0BEKA OCTPOE

3aboJieBaHHE — HHQ)CKU.MOHHblﬁ MOHOHYKIJI€O03. Kpome TOro, OH CBs3aH C pa3BUTHEM

Ha3ogapHHrealbHOW KapUWHOMBI, JuMdoMbl bepkurra, Gonesnn XomKKHHa,

BOJIOCHCTOM NieHiKonnakuu U B-kneToyHoi nuMboMbl.
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Bupyc nepenaercs co citonoit. [Tuk 3a6o1eBaeMOCTH IPUXOAUTCS HA paHHUI
NEeTCKUIl BO3pacT, a Takke Ha IOJPOCTKOBBIH mnepuoa. Bo MHorux ciayuasx
nepBUYHas MHpEKUUs NpoTekaeT OECCMMIITOMHO MJIH C YMEPEHHO BbIpaXE€HHbBIM

(bapPlHl‘HTOM H TOH3HUJIJTUTOM.

HMukybaunoHHblii nepuon 3aboneBaHus — 4-6 Hezenb. B npoapomanbHbli

nepuoa HHoeKUHs nposBaseTcs O0ONsAMH B MbILILAX, YTOMJISEMOCTbIO, OOLIMM

HeOMOraHWeM. 3aTeM K HHM TMpHUCOedUHseTCs Juxopaaka, 6oab B ropie,
i yBellHyeHHe TUMdaTHYecKHX y3J0B, Cefle3eHKH W MHoraa nevyeHu. B HekoTopbix
CllyyasiX MOSAB/AETCA ChbIMb HA pyKax U TyjaoBHile. CHMNTOMBI cOXpaHsawTCa 2-4

HCOCH.

b BuisiBneHne aHTUTENn K aHTUreHaM BObB npumensior ans nabopatopHoro

NMOATBEPXKACHUA IHArHosa nNpH KJIHHHUHYCCKHUX TOAO3PCHUAX  Ha OCprlﬁ

MH(GEKUNOHHbIH MOHOHYKJIE03, I OLEHKH CTaAHHU TeKyuleH MH(QEKLUH, a TaKkxke
A8 OUMarHOCTHKH nuMdonponudepaTHBHBIX W OHKOJOrH4ecKuXx 3abosieBaHMH,

CBsi3bIBaEMbIX C BUpYcoM DnuiterHa-bapp.

JlnarHocTHueckoe 3HaueHHe UMeeT BbISBIeHHe aHTHTeN KiaccoB A (IgA), M
(IgM), G (IgG) kK ocHOBHBIM aHTHI'€HaM BUpYyca: aHTUreH BUpycHoro kancuaa (VCA

— viral capsid antigen), paHHuit antureH (EA — early antigen) u snepHbIi aHTHreH

(NA - nuclear antigen).

Hanuuune anturten wknacca A (IgA) x kancugHomy aHtureHy VCA u K
paHHemy aHTHreHy EA BDB xapakTtepHo s OcTpod NepBHYHOH HHOEKLHH H
peakTuBauuu. Ux Hanuyue Ha ¢oHe oTcytcTBHA aHTHTen kinacca G (IgG) x
agepHoMy aHTHreHy NA mnoarBepkaaeT nepBuuHylo HHPekuuio. IgA x NA

MOABJIAIOTCA PaHO U UCUYE3al0T B TEYCHHE 1-2 Henenb.

HaGop peareutoB «Jluana6 Amyp EB NA IgA» mnpeaHasHaveH s

KaueCTBEHHOro onpejejeHHs UMMyHornooynuHoB knacca A (IgA) K saepHoMy
auTureHy Bupyca JnurtefiHa-bapp (EBV NA) B cbIBOpoTKe M Mja3Me KpoBH

yenoBeKa METOZIOM HMMYHOXeMHIIIOMUHecLleHTHoro aHanu3a (MXJIA).
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8. MNpuHUMN meToda
MpuHumn peincteuss Habopa peareHToB «Jlngna6 Amyp EB NA IgA»

OCHOBaH Ha HernpAMoOM MMMYHOXeMWU/TIOMUHeCLLeHTHOM aHanuse (UXJ1A).

1- s uukyb6auns: IgA K agepHomy aHTureHy NA B3bB npu ux Haamumm
obpasue pearvpyroT C SepHbIM  aHTureHom NA B3Bb Ha napaMarHUTHbIX
MUKpoYacTULax B cocTaBe PeareHTa napamarHUTHbIX MuKpodacTuy, (R1), obpasys

KOMIM/IEKCbI «aHTUTESIO - aHTUIreH».

MpoMblBKa: nopg lEl,(‘,‘ly/'ICTBI/IEM MarHMTHOro nons napamMmarHMTHbIE
MUKpOoYacTunLbl a,u,cop6|/|py+0TCﬂ Ha CTEHKaX peaKLLMOHHOVI KHOBETbI, a HECBA3aHHbIE

KOMIMOHEHTbI CMbIBalOTCA MPOMbIBaOLLIMM PaCTBOPOM.

2- s wukyGayus: MOCNe [Ao6aBneHWss PeareHTa MedeHblx aHTUTen (R2
aHTuTena K IgA 4yenoBeka, MeueHHble 3(DMPOM aKPUAUHWS, pearupyloT C
KOMI/IEKCAMN «aHTUTENI0 - aHTUreH», 06pasys KOMIUIEKCbl «aHTVBUAOBOE

AHTUTENO - aHTUTENIO - aHTUTEH».
MpomblBKaA.

NeTekunma W uHTepnpeTauusa: K pPeaKUMOHHON CMecn [06aBNAKOT
peareHTbl «J/lngnaé Amyp Mpe-Tpurrep» n «Jingnab Amyp Tpurrep». CurHan ot
XEMU/TIOMUHECLEHTHON  peakumMn  U3MepPSIeTCA B OTHOCUTESIbHbIX  CBETOBbIX

eanHuuax (OCE).

CyulecTByeT npsaAmMasl 3aBUCMMOCTb MeXXAy KosmdecTBoM IgA K agepHomy
aHTureHy NA B3b B o6pasue n 3HadyeHnem OCE, o6Hapy>KeHHbIM OMNTUYECKOM

CUCTEMON aHanmsatopa «Jngnad Amyp».

Pe3ynbTaTbl OMpeensitoTcs MyTemMm CpaBHeHWUs] 3HauveHuit OCE  KadKaoro

o6pasua ¢ NoporosbIM 3HayYeHueM cut-off, MonyyYeHHbIM NPU Ka/IMOPOBKE.

9. Mepbl NPefOCTOPOXKHOCTU U OrPaHNYEHNA MeToja
- [MoTeHUMaNbHbIA PUCK MPUMEHEHUA Habopa - Knacc 26 (cornacHo

Mpukaly MunHucTepcTBa 3apaBooxpaHeHns PP NedH ot 06.06.2012 r.).
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- Ona anarHoCcTUKK in vitro.

- PeareHT MeyeHbIX aHTUTeN (R2) M3roToB/ieH U3 aHTUTeN MbIlWK K IgA
YyesioBeKa; B cocTaB KanmbpaTopoB BXOAUT OblUMiA CbIBOPOTOYUHbIA a/lbOyMUH
(BCA). Hannume ceptudmkarta 0 MpPOUCXoXX4eHUN W/ caHUTaPHOM COCTOAHUN
YXMBOTHbIX He MOXET MOJIHOCTbIO rapaHTUPOBaTb OTCYTCTBME WHMEKUMOHHbIX
NnaToreHHbIX areHToB. [103TOMy pekomeHAyeTcA cobofaTb 00bIYHbIE Mepbl
NPefoCTOPOXKHOCTY (Hanpumep, He r1oTaTb UK He BAbIXaTb).

Kannépatop (CAL2) M3rotoBneH M3 KpoBWM [OHOPOB, MPOBEPEHHOW
YTBEPXAEHHbIMM METOAaMK, B KOTOPOM oTcyTCTBYHOT HBSA(Q, aHTuUTena K BI'C un
BWNY-1,2 n Treponema pallidum. H1 oAnH M3BECTHLIA METO[ aHasnm3a He MOXXET
[aTb MOJIHYK0 rapaHTUIO TOro, YTO MPOAYKTbI, MOJIyYeHHbIe W3 Yesl0BeYEeCKUX
MaTepuasioB, He WH(MUMpPoBaHbl. CrnefoBaTe/ibHO, BCe YesI0BEYECKMe MaTepuasibl
creflyeT paccmMatpmBaTb Kak NoTeHUMasribHO MHJEKLMOHHbIE.

PeareHTbl 1 KanimbpaTopbl Habopa cogepykaT KoHcepsaHT ProClin 300,
KOTOPbIA MOXET ObITb BpeAeH NPW NPOrnaTbiBaHUW, BbI3bIBaTb afeprnyeckyto
KOXHYIO peakuuio U OKasblBaTb TOKCUYHOE [AeMCTBME Ha BOAHblE OpraHu3Mbl.
OpHako wucnonb3yemMass KoHueHTpaumsa (0,05 %) aBnsetca 6e3onmacHoi  ans
YesioBeKa M OKpY»KatoLLer cpegpl.

- CobntogaiiTe 00blYHbIE MEPbI MPEAOCTOPOXHOCTU, HEOOX0AMMbIE A/1A
obpaLleHns co BceMu 1abopaTopHbIMK peareHTaMu.

- Mpn pabote ¢ Habopom peareHTOB M K/ANHUYECKMMU o0bpasuamm
HajeBalTe 3alUUTHYIO OfeXay W ofHopas3oBble MepyaTtku. [locne npoBeAeHUSA
npoueaypbl aHann3a TwaTeslbHO BbIMONTE PYKMU.

- [e3nHgeKuna pasnTbix 00pasy0oB WM peareHTOB BbIMOMHAETCA C
NCMONb30BaHMEM [Ae3VHUUMPYIOLWMX Ccpeacts B cootBetcTtBum ¢ CadluH
2.1.3684-21.

- PactBop 3anyckawowuii  "“Slugnad Amyp Tpurrep™  COAepXuT

ruapokeng Hatpua (NaOH), cneayeT usberaTb nonajaHus B rnasa.
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- [OoNoNHNTEeNbHYIO MHDOPMaLUMIO O Mepax MNPefoCTOPOXHOCTU Mpwu
obpalleHnn ¢ peareHTamn BO BpeMsi paboTbl aHasm3aTopa cM. B PyKOBOACTBE MO
aKcnyatauumn «AHanmsatopa aBTOMaTUYeCKOro MMMYHOXEMUTFOMUHECLLEHTHOTO
«Jlngnab Amyp» An1s AMarHoCTUKK in vitro no TY 26.51.53-283-65614693-2022, B

BapmnaHTax UCMOJTHEHUA».

10. PaboTa c peareHTamu
- [Ons  nonyyeHWss [OCTOBEPHbIX pPe3ynbTaToB Heob6XxoaMmo CTPOro

cnefoBaTb UHCTPYKUMUM MO NMPUMEHEHNIO.

Habop peareHTOB He criefyeT UCMO/b30BaTh N0 UCTEYEHUN YKa3aHHOIo
CpOKa rofjHoCTW.

- He ncnonb3yTe KOMMOHEHTbI U3 Kakoro-imbo Apyroro Haéopa ans
npouesypbl aHaM3a BMeCTO KOMMOHEHTOB 3Toro Habopa peareHToB.

- He ncnonb3yinte KOMMOHeEHTbI Habopa 13 NOBPeXXAeHHOW YNaKoBKU.

- N36erainTe o6pasoBaHNS NeHbl CO BCEMWU peareHTamu.

- PeareHTbl 1 Ka/iMbpaTopbl B YNaKoBKe rOTOBbl K MUCMO/1b30BaHUIO.

- 3akpbiBariTe (h/lakoHbI C KanmbpaTopamu cpasy nocse KaimbpoBKU U
XpaHuTe Npu TemnepaTtype oT +2 Ao +8 °C.

- He 06beanHsaliTe peareHTbl B Habope peareHTOB UM Mexxay Habopamum
peareHToB.

- Mepep nepBoii 3arpy3koin peareHToB Habopa «J/lugna6 Amyp EB NA
IgA» B cucTemMy pecycneHAMPYNTE MUKPOYaCTULbl, aKKypaTHO MepeBopaynBas

KapTpUIK C peareHTamu.

11. CT1abunbHOCTb, ycnosus XpaHeHus, NMPUMeEHeHNS n
TPaHCNOPTUPOBKN

YCcnoBua xpaHeHusA

Habop peareHTOB [O/HKEH XpaHUTbCSA B YMNakoBKe W3roToBUTENS B
BEPTUKa/IbHOM MONIOXKEeHUU Mpu TeMmnepaType oT +2 Ao +8°C, cpoK rogHocTm - 12

mMecsAueB. He fonyckaetca 3amopaxuBaHue Habopa peareHToB.
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U3nenus B ynakoBke WU3roTOBHTENS CleAyeT XpPaHUTh Ha CKiajaaxX. XpaHeHHe
u3genud npu Temneparype oT + 2 no + 8 °C HOMKHO OCYLIECTBAATHCH B
XONOAMJIBHBIX  KaMepax WJAM B XOJOOWIbHHKAX, obecrneynBaioMX
periaMeHTHPOBaHHbIH TeMNepaTypHblii peXHM C eXeIHEBHOH perucTpauuei
TemnepaTypbl. XpaHeHHe H3AeNHi JONMKHO OCYLUECTBIAATLCS B TEMHOM MeCTE.
H3nenus, xpaHuBlUMeCS C HapylWIEHHMEM pEerinaMeHTUPOBAHHOIO  PEXHMa,
NMPHUMEHEHHIO HE MOMJEXaT.

| CrabuabHocTb
CrabunsHocTb Habopa pearentoB «Jluanad Amyp EB NA IgA»:
- B HeBckpbITOM BUae npu Temnepatype ot +2 no +8 °C crabunsHocTs Habopa
peareHTOB cocTaBiseT 12 MecsLeB;
‘ - [Mocne BckpbITHA ynakoBKH MpH Temmnepatype oT +2 no +8 °C — 28 cyTok;

- Ha 6opty aHanu3aropa npu teMnepartype ot +2 go +8 °C — 28 cyTok.

YcnoBHA NPpHMEHEHHA

Ha6op peareHTOB cieyeT HCNOAB30BaTh Cpa3y Mocje U3BJICUYEHUS U3 MECTa
XpaHeHus npu Temnepartype ot +2 o +8 °C.

Ycn0BHSA TPAHCNOPTHPOBKH

TpaHCTIOPTHPOBaHHE M3JENHI 1O KOHEYHOro NOTpebUTeNs Ha BCex ITanax
JOHDKHO NPOM3BOAMTBCA BCEMH BHMJIaMH TpaHCNopTa (BO3AYLUIHBbIA, BOJHbIH,
KeNe3HOAOPOXKHbIH, aBTOMOOHIbHBIH) B KpBbITBIX TPAHCMOPTHLIX CPEACTBAaX B

‘ COOTBETCTBHH C MpaBUJIaMH NMePeBO30K, AEHCTBYIOIIMMHU Ha TPAHCIOPTE NAaHHOIO

BHJa npH Temneparype ot +2 1o +8 °C ¢ cobntoaeHueM X0J1010BOH UENH B TEYEHHUE
12 nHe#t. He mnoaBeprath ANMTE/NbHOMY BO3AEHCTBHUIO TeEJa, BJIarH, MNpsAMbIX
COJIHEYHbIX Jiyyed. 3amopaxuBaHue Habopa peareHTOB He nOMmycKaeTcs.
TpaHcnopTpoBaHue H3JeNHI JOMKHO OCYLIECTBIATbCA B TEPMOKOHTEHHEpax
OJHOPa30BOr0  IONb30BaHMA  COAEpXKALLUMX  XJAJODJIEMEHTbI, HIH B
TEPMOKOHTEHiHEpaX  MHOIOKpaTHOTo NMPUMEHEHUS  C  aBTOMAaTHYECKH

NOoLAEPKMBAEMOIi TeMIepaTypoi HIH B aBTOpepHIKEpATOpaX C UCMONb30BAHHEM
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TepMOUHAWKAaTOpoB.  M3nenus,  TpaHCMOpTHpPOBaHHblE C  HapyLIEHHEM

TEMIEPATYPHOI0 peXxuMa, NPpUMEHEHUIO HE NMOAJIEXaAT.

12. OGopyaoBaHue H MaTepHaidbl, He BXOAALIHE B KOMILIEKT
MOCTaBKH, HO He0OX0AHMbIE AJI1 MPOBEEHHS aHAIH3A

- HaGop koHTponbHbiX MaTepuasioB «Jluanad Amyp EB NA IgA
KoHTponb»  Ons  KOHTpOJIA  KayecTBa  Ka4eCTBEHHOrO  ONpeJeNieHHs
MMMYyHorno6yauHoB knacca A (IgA) k snepHOMY aHTHreHy BUpyca JniuTerdH-bapp
(EBV NA) B chBOpOoTKE W TMia3Me KpPOBH  YeJlOBEKa  METOJOM
MMMYHOXEMHUIIIOMHHECLIEHTHOTO aHaJiu3a (UXJIA) Ha aHanu3aTtope
aBTOMaTHYECKOM  HMMYHOXeMHIIOMHHeCUEeHTHOM  «JIluanab  Amyp»  1is
AWArHoCTHKH in vitrono TY 21.20.23 — 282-65614693-2022;

- PactBop 3anyckatowui "Jluana6 Amyp [Ilpe-tpurrep” ans
aHajiM3aTopa aBTOMaTH4eCKOr0 HMMYHOXEMHUIIIOMHHECLEHTHOro «JInanad Amyp»
IUI IMarHOCTHKH in vitro no TY 21.20.23-277-65614693-;

- PactBop 3anyckawowuit "Jluanaé Amyp Tpurrep" ans ananusaropa
aBTOMATH4YeCKOro HMMMYHOXEMHUJIOMHHeCUeHTHoro «Jlugna6b Amyp» s
IMardHocTHkH in vitrono TY 21.20.23-279-65614693-2022;

- PactBop npomsiBaroLLini .,una aHaiM3aTopa aBTOMaTHYECKOIo
UMMYHOXEMHIIOMHHEeCLIEHTHOro «Jluanab AMyp pacTBOp NpPOMBIBAIOLUMKA» s
JHarHocTvkH in vitrono TY 21.20.23-276-65614693-2022;

‘ - KioBeta omHopasoBas «JIuana® AMyp KiooBeTa» AJsi aHalIu3aTopa
aBTOMAaTH4YeCKOr0 HMMMYHOXEMHJIOMHHeCUeHTHoro «Jluana6b Amyp» ans
AUarHoctukH in vitrono TY 32.50.50-281-65614693-2022;

- AHanuzarop aBTOMAaTHYECKHUH UMMYHOXEMHUIIIOMUHECLICHTHbIH
«JInana6 AMyp» Ans auarHocTHky in vitro no TY 26.51.53-283-65614693-2022, B

BapHaHTaX HUCITIOJIHEHHA.
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13. Co6op n noaroroBka o6pa3uoB

Cobepute obpaszeu kpoBu B. NpoOHpKy Ans cOopa, coaepkaulyro renapvH
nutus, renapul Hatpus, K;DATA, KsDATA unu uvtpar HaTpHs Ans Nia3Mbl, HITH
npobupky ans cbopa, He coAepXKalllyl0 aHTHKOAryJsHTOB Ul ChIBOPOTKH, C
MOMOLLIBbIO BEHEMYHKLHH.

Yr0o6b1 nonyuuts 06pasenl nmia3Mbl, LeHTpHyrupyiite cobpanHblie 06pa3iibl
M OCTOPOXHO MEpPEeHeCUTe IIa3My B HOBYIO NpPeABapHUTEIbHO POMapKUPOBAHHYIO
npo6upKy.

Yro6pl nonyyuth oOpa3en CbIBOPOTKH, JadHTe KpPOBH CBEPHYTHCA [0
obpa3oBaHus cryctka (He MeHee | yaca; ans o6pa3ioB, 3a0paHHbIX Y NALHEHTOB,
MOJy4YaroLUX renapyuH, BpeMs JODKHO ObITh yBEJHUEHO), 3aTeM LEHTPHPYTrUpyiTe

‘ cobpaHHble o00pa3ubl W OCTOPOXXHO TNEPEHECHTE CbIBOPOTKY B  HOBYIO
npeaBapUTeNbHO NPOMapKHUPOBAaHHYIO MPOOHPKY.

Hcnsbitailite obpa3ubl kak MOXHO ckopee nocie cbopa. O6pasubl MOXHO
XpaHHUTb NpH KOMHaTHO# TeMnepatype ot + 20 no + 25 °C He 6onee 8 yacos. Ecnu
aHanu3 He OydeT 3aBeplueH B TedyeHHe 8 4yacoB, TO cleayeT yboparb obpasubl B
XOJIOAMILHUK NpH Temnepatype oT + 2 no + 8 °C. Ob6pa3Lbl MOXKHO XPaHUTh TPH
temneparype ot +2 no +8 ° C no 3 naHeit. [Ina Gonee AnMTENbHOrO XpaHEHHs
obpasusl creayet 3aMopo3uTb npu -20 °© C unu Hixke. O6pa3libl peKOMEHIYETCH
3aMopaxxuBaTh He Gosiee 3 pa3. [locne pa3MopaxuBaHHUsa 06pa3ubl HEOOXOAMMO
OTLEHTPH(PYTrHPOBaTh.

[lepen TecTHpOBaHHEM MEANEHHO NOBEAMTE 3aMOPOXEHHbIe 00pa3slbl 10
KOMHAaTHO TeMIEPATYPbl H OCTOPOXKHO nepeMetiaire. Jns 06pa3LoB ¢ JIMMTHAHBIM
ClloeM CBepXy, CryctkaMu ¢uOpHHa, KIETOYHBIMH BK/IIOYEHHAMH: TIOCTIE
LeHTpH(YrHpOBaHHS NEPEHOCHTH TOJILKO OCBETJIEHHYIO YacTbh obpa3ua.

He ucnonb3yiite 06pasiibl ¢ BbIpaK€HHOH nuneMueH, oOLLHA reMOoJIN30M HITH
MYTHOCTbIO.

He ucnone3yiite o6pa3Lbl, HHAKTUBUPOBaHHbIE HarpEBaHHEM.

CobmoaaiiTe 0CTOpOXHOCTh NpH oOpalleHuH ¢ obpa3laMy NaLKMEHTOB 1A

npeaoTBpall€HHA NEPEKPECTHOrO 3arpA3HEHHUA.
14
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14. IIpoueaypa ananusa

I.  O6parutech kK PyKoBOACTBY MO 3KCIUTyaTaluMH aHanu3aropa «Jlnanab
AMyp» Ans nonydyeHus noApoOGHONW MHPOpMALUKM O MOAroTOBKE K MNpoLeaype
aHasu3a.

2. IMepen u3MepenuneM ybeautech, 4To 0oOpasilibl MaLMEHTOB, a TaKXe
KanuOpaTopbl U KOHTPOJIM HMEIOT TEMINEpaTypy OKpyKatouleH cpeanl ot +20 10 +25
°C.

3.  H3-3a BO3MOXHOro HcrapeHUs aHaiu3 oOpa3loB M KaaHOpaTOpoB Ha
aHayiM3aTope Heo6X0AHMO NMPOBOAUThL B TEYEHHE 2 4acOB.

4.  Hubopmauus o Habope peareHTOB aBTOMaTH4ECKH CUHUTBIBAETCH CO
IITPUX-KOJAa Ha KapTpumxke ¢ peareHTamH. Ecnu 1wTpHUX-KOA He pacrno3Haercd,

‘ BBeJUTE UU(DPBI, pacnoNoKeHHbIE pAAOM C HUM BPYYHYIO.

5.  Tlpn HeoOXOOMUMOCTH BbINMOJHHUTE KaNIHOpPOBKY (cM.16. Kanubposka).

6.  3arpy3ute oOpa3ubl (aHanu3zarop otdeper 20 Mkn kaxzaoro obpasua U
no6aBUT B KIOBETYy 1715 oOpa3ua).

7.  Haxmure «3anyck», aHaaM3aTOp aBTOMAaTHYECKH BBIMTOJHMT BCE
(GYHKUMH, NOACYHUTAET pe3yJibTaThl U ONMPENEIUT KOHLIEHTPALIMIO aHAJIWTA B KAKAOM

o6pasue. Pesynbtar Beigaercs B KIT (KIT - ko3¢ uuneHT MO3UTHBHOCTH).

15. HuTepnperauns pe3ybTaToB

OrtpuuarensHbiit: KIT < 0.9;
' Heonpenenennsiit: 0.9 <KIT < 1.1;
[Tonoxurenshsbiit: KIT> 1.1.
OtpuuaTeNbHbIH pe3yibTaT YKa3blBaeT Ha OTCYTCTBHE OCTPOH HHMEKLHH.

O6p83l1bl C HEONpPEACJICHHBIM PE3YJIbTATOM AOJKHbI OBITH HCCJIEI0OBAHbI
MOBTOPHO. B clly4ae, €CJlid pe3yabTaT OCTACTCsA HCONPEACTICHHbIM, BTOpas np06a

nojxkHa ObITh 3abpaHa y nauueHTa yepes 2 HeJelH.

[MonoxuTenbHbI pe3ynbTaT yKa3biBaeT Ha OCTpylo HHbexkuuwoo. Jlvua c

TakKuUM pe3yJibTaTOM MOI'YT ObITh MOTEHLIHAJILHO 3apa3HbIMHU.
15
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IIJ'IH [MOCTAaHOBKU JHArHo3a pe€3yjbTaTbl JOJIXKHbI OBITh HHTEPINPETUHPOBAHEI B
cBeTe o0uIel KIMHHYECKOM KapTHHbI NMalUHWEeHTa, BKJIKOYass CUMIITOMbBI H HCTOPHIO

00s1e3HH.

16. KaaubpoBka

l. Kaxneiit Habop pearentoB «Jlnana6 Amyp EB NA IgA» umeer
3THKeTKy ¢ QR-komoM, comepkaulylo 4acTHYIO HHGOpMaLHIO A1 KalIHOPOBKH
KOHKPETHO# NapTHH peareHToB.

2.  Obpaturech k PykoBoACTBY MNoO 3KCrlyaTauuM aHaausaTopa s
noay4eHus noapobHo# uHdpopMauu o kanubposke.

3. AHanu3aTop aBTOMaTHYECKH ABaxabl TecTHpyeT kanubpaTtopsl CALI
u CAL2, a nporpaMMHoe obecrnieueHHe pacCuHUTaeT NOporosoe 3HayeHue cut-off Ha
ocHoBe OCE aByx xanubpatopoB U uH(popMauuu U3 QR-koxa.

4. IMocne Toro kak kanubpoBka ans Habopa pearentos «Jluanab Amyp
EB NA IgA» npuHsTa U coxpaHeHa, Bce nocienymouide obpasubl MOryT ObITh
NpOTECTUPOBaHbl 6€3 JOMONHUTENbHON KaTMOPOBKH, 32 HCKITFOUEHHUEM CITyYaeB:

- Yepes 28 nHeit npu ucnons3oBaHuu Toi e cepur Habopa pearentos.

- Ecnu ucnons3yetcs HoBas cepust Habopa peareHToB.

17. KouTpoab kauyecTBa
Jlns KOHTpoJis KayecTBa MPOBOAMUMBIX HUCCNENOBAHHHA CleAyeT peryJspHO
' TecTipoBaTh Habop koHTponbHbix MaTtepuanoB «Jlumma6 Amyp EB NA IgA
KoHTponb» He pexxe ogHOro kaxxasle 24 yaca, Korjaa NpoBOAMUTCS aHa/IU3, ONMH pa3
AN KaXIOro OTAeNbHOro Habopa peareHTOB M Mocie KaXAod KaJlnOpOBKH.
Cneny#ite MHCTPYKLMH IPOU3BOAMTENS MO NOArOTOBKE U XPAHEHHUIO KOHTPOJIBHBIX

MaTepHaloB.

Jns rnonydeHHs CTATUCTHYECKHM OOOCHOBAHHOrO JAMarna3oHa 3Ha4YeHHUH,
Kaxkaas nabopaTopus NO/MKHA yCTaHaBIWBaThb COOCTBEHHBbIE LEJIEBbIE 3HAYEHUS
KOHLEHTpaUMit M [Hana3soH KOHUEHTpaUMH [N HOBBIX CEPHH KOHTPOJIBHBIX

MaTepHaJloB Ha KaXIOM KIHHHYECKH 3HAaYHUMOM YPOBHC IJIA obecneyeHus
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Haanexauen pa6OTbl. Pe3y.ﬂbTaTLI KOHTPOJIA Ka4d€CTBa, KOTOpPbI€ HE MOMAaJal0T B
AONMYCTHMbIC AHaNa3OHbl, MOI'YT YKa3blBaTb Ha HeAeHCTBUTEJIbHbIE peE3yJIbTaThl

HCCIeJOBaHUH.

18. YTnauszauus

Ortxopabl, obpa3syrowrecs npu ucnonb3oBaHHH Habopa pearentos «Jlnanab
Amyp EB NA IgA», oTHOcsATCS K kiaccy b M yTUIM3HpYIOTCA B COOTBETCTBHH C
CanlluH 2.1.3684-21.

19. ®dyHxkuuoHaabHble XxapakTepucTHkH HabGopa pearenToB

19.1. AnHaauTHYecKas YyBCTBHTEJIbHOCTb

AHanurtnyeckas 4yBcTBUTeNbHOCTh Habopa peareHtoB «Jlugna6 Amyp EB
NA IgA» onpenensercs No CTaHJApTHOH NaHeNH MOJOXHUTENbHBIX 00pPa3LIOB
npeanpusaTus, coaepxalinx IgA k sgepHoMy aHTHreHy NA Bupyca DniureiiHa-
Bapp (COIT-BOB NA IgA), xak NpouUEHTHOe CcOoJAepX aHHUE [ONOKHUTENbHBIX

o0pas3LoB, onpenesieHHbIX HAGOPOM Kak MnosoxuTenbHble, U cocTaBaseT 100%.

19.2. AnannTnyeckas cneuHPHUYHOCTDL

AHanutudeckas cneundpuyHocts Habopa pearentos «Jluanab Amyp EB NA
IgA» onpenmenseTrcs mno CTaHAAapTHOW MNaHend OTpHUATENbHBIX 00pasloB
NpeanpUATHS, He coaepxaluux IgA k snepHoMy aHTHreHy NA Bupyca JniuTeiHa-
bapp (COIT-BOb NA IgA), kak mNpouleHTHOEe coAep)XaHHe OTpHLATENbHbIX
o6pa3uos, onpeaeseHHbIX HAOOpOM Kak oTpHLaTenbHble, U cocTaBseT 100%.

IlepexpecTHas peaKTHBHOCTD

HUccnenoBanue nepekpectHoit peaktuBHocTH ans Habopa peareHTos
«Jlupna6 Amyp EB NA IgA» Gblno npoBeaeHO C HCMONb30BaHHEM 0Opa3LoB,
coaepxawnx IgM u IgG k snepHomy aHTureHy NA Bupyca Jnuuteina-bapp, IgA k
BO30yauTeNSAM APYrHX HHOEKUHOHHBIX 3aboneBaHui (OTCyTCTBUE IZA K saepHOMY
autireny NA Bupyca DmnuwrteiiHa-bapp B yka3aHHbIX o6pa3uax Obu10

MOATBEPKACHO C HCNOTb30BAHHEM KOMMEPYECKH QOCTYMHBIX TECTOB):
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KoauuecTBo 06pa3uos,
XapaKTepHCTHKE 06pa3ILOB Koanuyectso orpuuatesbHbIX B HaGope
P P P obpa3uos pearenToB «/Inanaé Amyp EB
NA IgA»
Copepxauue IgG k NA BOb S 5
Conepxaume IgM k NA BOb 5 5
Conepxamne IgA k Toxoplasma gondii 5 5
Conepxaiune IgA kK uMTOMEraloBUpyCy 6 6
Coanepxaiuue IgA x BUpycaM npocToro 5 5
repneca | U 2 Tuna
Conepxaiune IgA k Chlamydia
pneumoniae 5 5
Conepxatune IgA x Mycoplasma 5 5
pneumoniae
Conepxaiue IgA k aneHOBHpYCY 5 5
Conepxatuue IgA x BUpycy BeTpsAHO#H 5 5
ocnsl (Varicella Zoster Virus)
Ob1ee yncio obpasuos 46 46

Hutepdepenunn

HurepdepeHuns oueHuBanach nyteM  no0GaBieHHs  INOTEHLHAIbHO
MHTepdepHpPYIOILMX BELLECTB B 00paslibl, CoAepXKalllHe H He coiepxaliue IgA k
aaepHoMy aHTtureHy NA Bupyca DnwrteiiHa-bapp. OtcyTcTByeT HHTEphepeHuUHs O

CIEAYOLIHMMH BELICCTBAMHU:

HaumeHoBaHnHe Konuenrpauus
bunnpybux 30 mMr/an
I"'eMorno6uH 1500 mr/an
Tpurnnuepnant 1500 Mr/an
O6uimit 6enoxk 10 r/an

CranaaptHoe oTkioHeHHe SD < 10 %.

19.3. IIpeun3HoHHOCTD

[MosTopsieMocTs: k03 dureHT Bapuauuu CV < 8 %.

Bocnpousoaumoctsb: ko3 duument sapuaunu CV < 8%.
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19.4. /InarnocTH4yeckas 4yBCTBHTEJIbHOCTD

JluarHoctuueckass  4YyBCTBMTENbHOCTb  Oblna  ompeleseHa  NYTEM
TECTUpOBaHHA 00pa3loB, KoTopble coiaepxain IgA k saepHoMmy aHTUreHy NA
BUpyca OJniuTeiliHa-bapp mno pe3ynbTataM HcCCieOBaHHs B KOMMEPYECKH

AOCTYIIHBIX TECTAX:

Xapakrepuctuka o6pasuos | KoanuecrBo Koaunyectso Anarnocruyeckas
obpasuoB MOJIOKHTEJILHbIX | YYBCTBHTEAbHOCTD
obpasuos B Habope
peareHnToB «JIna1ab
Amyp EB NA IgA»
Conepxatune IgA k snepHomy 375 375 100 % (AU* 95%:
aHTureHy NA Bupyca 99,02 - 100 %)

Onurefina-bapp

*11 95 % - noBepuTENbHBIN HHTEPBAN C JIOCTOBEPHOCTLIO 95 %

Huarnoctuueckas 4yBcTBUTENbHOCTL (TPR) no pesyapraTtaM KIIMHHYECKHX

ucnoiTauuii coctasuna 100 % - (25/25; Clyos 86,68 — 100,00);

19.5. AnarHocTHueckasi cneuHPHYHOCTD
JlnarHoctuyeckas crneudpUYHOCTD -OblsIa onpeaeseHa NyTeM TECTUPOBaHHA
obpa3uoB, KoTopble He cozepxanu IgA k spepHomy aHTHreHy NA BHpyca

3aneﬁHa-Bapp Nno pesyabTaTaM HUCCIACAOBAHHA B KOMMEPHYECKH OOCTYMHBIX

TecTax:
XapaxkTepucruka obpasuos | Koanuecrso Koanuecrso JAnarHocruyeckas
obpasuoB oTpHUATEIbHBIX cneuHPpHUHOCTD
obpasuos B HaGope
pearentoB «JInanab
Amyp EB NA IgA»
He conepxauine IgA x 375 375 100 % (AU* 95%:
anepHoMy aHTUreHy NA 99,02 — 100 %)
BUpYyca JniurteiHa-bapp
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*[IU 95 % - noBepUTENbLHBIA HHTEPBA C JOCTOBEPHOCTLIO 95 %
HuarHoctnueckas cneurduyHoctb (TNR) mo pesynbraTtaM KIMHHYECKHX

ucnbiTaHuii coctaBuna 100 % - (25/25; Cloos 86,68 — 100,00).

20. Konuentpauus kaaubpatopos

KoHueHnTpauus JlnanasoH ueneBbIX 3HaAUYCHHUH
no pe3ynbTaTaM aHaIH3a
Kanu6parop | (CALI) 0 KIT* 0-0,5KII
Kanu6parop 2 (CAL2) S KI1 4 -6 KII

*KIT — k03¢ $dHLHeHT MO3UTHBHOCTH

MeTponoruueckas npocyiexxHBaeMoCTh KaIMOpaTOpOB OLIEHEHA NPH MOMOLLH

CraHpaptHoro obpa3ua npeanpuatus «BOb NA IgA CranaapT» B COOTBETCTBHH C

FOCT ISO 17511. KoHkpeTHble BenMYMHBl HEOMpEAEIEHHOCTH 3HAY€HUH,

' MPUITHCAaHHBIX KanubparopaM, MoOryT ObITb TNpenoCTaBj€Hbl MO  3anpocy

notpeburens.

21. TapanTtniinble 0053aTebCTBA

[NpeanpusTUe-U3roToBUTENb FAapaHTHPYeT CTaOMJIBHOCTbL W COOTBETCTBHE
usnenus TpeOoBaHMAM TexHHUeCKHX YCNOBHI nNpH COONIOAEHHH YCJIOBHH
TPaHCNOPTHPOBAHHMA, XpaHEHHUS U MPUMEHEHHS B T€YEHHE BCErO CPOKA FOJHOCTH.

Cpok rogHocty uzgenus — 12 MecALEeB CO IHS NPUEMKH H3J€NHs OTACNIOM
KOHTPOJIS H3TOTOBUTEJA.

HaGop peareHTOB He NOAJIEXKHT PEMOHTY M TEXHHUECKOMY 00C/1y)KHBAHHIO.

' PexnaMauuu clieiyeT HanpasiaTh No aapecy npoussoautento: ObLecTBo ¢

orpaHu4eHHoii oTBeTcTBeHHOCTbIO «JIMJIKOP» (OO0 «JIMAKOP»), Poccus,
620102, Ceepanosckas o6nacTs, r.o. ropoa Exarepun6ypr, r. Exarepunbypr, ya.
IMocanckas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Anpec 31€KTPOHHO#M

noutsl: marketing@leadcore.ru.

22. CgeaeHHs 0 NPOH3BOAHTE/E MEAHIUHHCKOrO H3l€/IHS
Mpoussoautenem MeauuuHckoro usnenus «Habop pearentos «Jluana6
Amyp EB NA IgA» s kauecTBEHHOro onpezeneHus aHTuTen knacca A (IgA) k

IEPHOMY aHTUTEHY NA BHUpYyca OmureitHa-bapp METOIOM
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XEMHUJIOMHHECLUEHTHOrO UMMYHoaHanu3a (MXJIA) Ha napaMarHUTHBIX YacTHLAX B
CbIBOPOTKE W TIJla3Me KpOBHM uesoBeka» sBisercs OOLecTBO ¢ OrpaHUYeHHOH

otBeTcTBeHHOCTHIO «JIMJIKOP» (OO0 «JIUMJIKOP»).

Opuaunyeckuii agpec: Poccus, 620102, Cepanosckas o61acTs, r.0. ropoj

Exartepun6ypr, r. EkarepunOypr, ya. [locaackas, ctp. 23, oduc 204.
Anpec MecTa NPOM3BOACTBAa MEAULIMHCKOTO U3AE/IHA:

1) Poccus, 620033, CsepanoBckas obnactb, r. ExkarepunOypr, yi.

KpacHonapckas, a.15;

2) 000 «JIMAKOP», Poccus, 141981, MockoBckas ob6nacts, r. JlyOHa,

ya. [Ipubopoctpouteneit, 3a.

23. IlepeueHb npHMeHSIeMbIX CTAHAAPTOB

'OCT P UCO 15223-1-2020, 'OCT P UCO 18113-1-2015, TOCT P UCO
18113-2-2015, TOCT P UCO 23640-2015, TOCT P EH 13612-2010, 'OCT P
51088-2013, TOCT P 51352-2013, 'OCT ISO 14971-2021, I'OCT 1SO 17511-
2011, CanlIuH 2.1.3684-21.

24. CaoBapb CHMBOJIOB

CumBoa Pacungposka
REF Homep no kaTanory
¢ Kanu6patop
E PeareHnt
IVD MeauurHCcKoe H3aesue Ui AMarHOCTHKH in Vitro
:E OOparuTech K MHCTPYKUHMH MO MPUMEHEHHIO
y CoaepXMMOro AOCTaTOYHO [AJisi MPOBEACHHS N KOJHYECTBA

\A“ TECTOB
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! Xpynkoe, obpalaThcst OCTOPOXHO
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2. Takimoto T., Furukawa M., Morishita K. et al. Nasopharyngeal carcinoma
in Japan--clinical evaluation of EBV serology and EBV-associated nuclear antigens
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3. Hayashi Y., Matsumura Y., Nishihira T. et al. Burkitt's lymphoma cell line
bearing surface IgA and negative for nuclear antigen of Epstein-Barr virus (EBNA).
Jpn J Exp Med. 1980; 50(6): 423-34.

4, Czeglédy J., Gergely L., Vaczi L. et al. Demonstration of EBNA (Epstein-
Barr virus nuclear antigen) antibodies of different immunoglobulin classes. Acta

Microbiol Acad Sci Hung. 1978, 25(4): 237-43.

5. Foong Y.T., Cheng H.M., Sam C.K., Dillner J. et al. Serum and salivary
IgA antibodies against a defined epitope of the Epstein-Barr virus nuclear antigen

(EBNA) are elevated in nasopharyngeal carcinoma. /nt J Cancer. 1990; 45(6): 1061-
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6. Shimakage M., Ikegami N., Chatani M. et al. Serological follow-up study
on the antibody levels to Epstein-Barr virus-determined nuclear antigen (EBNA)
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7. Chow K.C., Ma ], Lin L.S. et al. Serum responses to the combination of
Epstein-Barr virus antigens from both latent and acute phases in nasopharyngeal
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8. Chen MR, Yang JF., Hsu T.Y. et al. Use of bacterially expressed
GST/EBNA-1 fusion proteins for detection of antibodies in sera from patients with
nasopharyngeal carcinoma and healthy donors. Zhonghua Min Guo Wei Sheng Wu
Ji Mian Yi Xue Za Zhi. 1996; 29(2): 65-79.
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