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1. HaumeHoBaHnue

Habop peareHToB «JInanab Amyp EB VCA IgA» ang KauyecTBEHHOro
onpeaeneHns MMMYHOrn06ya1HoB Kkiacca A (IgA) k kancuIHOMY aHTHIeHy BHpyca
JnuwtefdiHa-bapp (EBV VCA) B cbiBOpOTKE M Mijla3Me KpOBH U€lOBEKa METOJAOM
MMMYHOXEMHITIOMHHECLEHTHOTO aHaimza  (MXJIA) Ha  aHanu3aTope
aBTOMaTH4eCKOM  HUMMYHOXEMWITIOMHHeCLeHTHOM  «Jluanab Amyp»  ans
AuWarHocTuky in vitro mo TY 21.20.23 — 251-65614693-2022 (nanee no TekcTy —
Ha6op pearenros, Ha6op pearentos «Jluanab Amyp EB VCA IgA», uzaenue).

2. Ha3Hauenwue

Habop pearentroB «Jlngna® Amyp EB VCA IgA» npeaHasHayeH ans
Ka4yeCTBEHHOro onpeaeneHUs UMMYyHornoOynnHoB kinacca A (IgA) k kancMaHOMY
aHtureHy Bupyca OnuureiiHa-bapp (EB VCA) B cbiBOpoTKE W mnia3Me KpOBH
yenoBeka, METOAOM HMMYHoxeMuIoMuHecueHTHoro aHanu3a (MXJIA) Ha
aHanu3aTope aBTOMAaTHYeCKOM HMMYHOXEMHIIIOMUHECUEHTHOM «JInanab Amyp»
(000 «JInakop», Poccus) B kauecTBe BCIIOMOraTesIbHOro TeCTa, AJ18 AHarHOCTHKH
MH(}EKLIMOHHOrO MOHOHYK/1€03a, BbI3BAHHOTO BUpPYCOM DniuTeiiHa-bapp.

DyHKUHOHAIbHOE Ha3Ha4YeHHe: [MarHocTuka in vitro. IIpuMeHeHue
M3eHsA He UMEET NONyAAUHOHHBIX U AeMOrpadHuyecKUX OrpaHHYEHHH.

3. IToka3zaHus, NPOTHBONOKA3aHHA H NO0OYHDbIE ABJEHHS

IToka3aHus K NpUMeHEeHHIO: AMarHOCTHKAa HHPEKLUMOHHOIO MOHOHYKI1€03a,
BbI3BAHHOI0 BUpYcoM JniuTeiHa-bapp.

IIpoTrHBonoKa3aHusi: B paMKax YCTAHOBJIEHHOrO [POU3BOAMTESIEM
Ha3Ha4YeHHs HE UMeEET.

IMoGounbie sABAeHHMs: nNpH  COONMIOAEHHHM  YCIOBUH M MpaBUN
TPaHCMOPTHPOBaHHs, XpaHEHHUS H NTPUMEHEHHUSA HE BbISABJICHBI.

Cneunduryeckas naTonorus, COCTOssHHE HIH GaKTOp PHCKA: CHMITOMBI
MHGEKUMOHHOTO MOHOHYKJIeo3a (6onb B ropne, yBenuuyeHHe IUMGaTHYECKHX

Y3J10B, CEJIC3CHKHU M NEYCHH, TUXO0palKa, 6blCTpaﬂ yTOMJIﬂCMOCTb).
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4. INoTteHUHaNbHbBIE N0Jb30BaTEAH H 001aCTH NPHMEHEHHS

IoTeHUHANbLHBIH norpeémem.: Bpaiy KJIMHUYeCcKoH JsabGopaTopHoH
JWarHOCTUKH W ApYrue crneuranucTsl B obnacTu KIMHHuYeckoi nabopaTopHoit
OWarHOCTHKH, Npouleaiine obyyeHne no pabote ¢ aHaNU3aTOPOM aBTOMaTHUYECKHM
UMMYHOXEMHIIIOMHHECUEHTHBIM «JInanad Amyp». Tonbko ans
npogeccHOHANBHOr0 HCMOJIb30BaHUS.

O6aacTb npUMeHeHHUA — KJIMHHYecKas nabopaTopHas AHarHoCTHKa

HUccneayemblii OGHolorHYeckuii maTepuaa: CblBOpoTKa W nnasma (C
renapuHoMm JuTHsA, renapuHoM Hatpusa, K,OATA, K;DATA, uutpatoM Hatpus)

KpPOBH 4€JIOBCKA.

Onpenensiemplii  aHaauT: HMMYyHoroOynuHbl knacca A (IgA) K
kancuaHoMy aHtureny VCA Bupyca DniuteiiHa-bapp.
Tun anaau3a: Ka4eCTBEHHbIH.
S. CocTtas Habopa peareHTOB
«Habop pearentoB «JIuana6 Amyp EB VCA IgA» ans KayecTBEHHOro
onpenaeneHus HMMyHorno6ynuHoB knacca A (IgA) k KancHAHOMY aHTUIeHY BUpYca
OnuwreitHa-bapp (EBV VCA) B cbIBOpOTKe M Mjla3M€ KPOBH Ye/IOBEKA METOIOM
MMMYHOXEMHIIOMUHECLUEHTHOTO aHamu3a (UXJIA) Ha aHanu3atope
aBTOMaTHYeCKOM  HMMYHOXEMHJIIOMHHECUEHTHOM  «Jlnanab  Amyp»  1is
AWArHocTHKH in vitro mo TY 21.20.23 — 251-65614693-2022» BeINycKaeTcs B
YyeTbIpeX BapHaHTaX UCMOJIHEHHA:
1)  Habop peazenmos na 100 mecmoe, 8 cocmaege:
1. Kaprtpumxk (B cocTaBe: PeareHT napamMarHMTHbIX MuKpouactul (R1),
3.5 mn/yn., PeareHT MeyeHsix antuten (R2), 6,5 ma/yn., PeareHt ans passeaeHus
o6pasuos (R3), 6,5 ma/yn.) — 2 wrt.;
2.  Kamubparop 1 (CAL1), 1,0 mn/dnakon — 1 wt.;
3.  Kanu6parop 2 (CAL2), 1,0 mn/pnakoH — 1 wT.;
4, Tlapou3onsUMOHHbIE KPBIIUKY — 8 WIT.;
5

HHCTpyKUMS No npUMeHeHHUo — | 1IT.;
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6.

2)

1.

AHaMTHYeCKHH nacnopr.
Habop peazenmos na 200 mecmos, 8 cocmase:

Kaptpumk (B coctaBe: PeareHT napaMarHATHBIX MHKpovactHu (R1),

3,5 mn/yn., Pearent Meuensix anturen (R2), 6,5 mn/yn., Pearent ana passencnus

obpasuos (R3), 6,5 mn/yn.) — 4 wr.;

2.

A

3

1.

Kanu6parop 1 (CAL1), 1,0 mn/pnakon ~ 2 wr.;

Kamu6parop 2 (CAL2), 1,0 mn/¢pnaxon — 2 wr.;

IMTapoH30nALHOHHBIE KPBIIIKY — 16 wWT.;

WHCTpyKUUA 1O NPUMEHEHHIO — | 1WT.;

AHaNUTHYECKHHA nacnopr.

Habop peazenmos na 500 mecmos, ¢ cocmase:

Kaptpunx (B cocrase: PeareHT napaMarHHTHEIX MEKkpouacTthi (R1),

3,5 mn/yn., PearenTt MeyeHsIx antuten (R2), 6,5 ma/yn., PeareHT ana paspeaeHus

o6pasuos (R3), 6,5 mn/yn.) — 10 wr.;

2.

o v s W

9

1.

Kanu6parop 1 (CAL1), 1,0 m/$nakoH ~ 5 WT.;
KanuGparop 2 (CAL2), 1,0 mn/dnakoH — 5 mT.;
IMTapor30nALUHOHHEIE KPHILUKH — 40 1T.;
HHCTpYKUHA MO NnpUMeHeHHQ — | wiT,;
AHanutnyeckuit nacnopr.

Hab6op peazenmoe na 1000 mecmos, 6 cocmase:

Kaptpuax (B cocrase; PeareHT napaMarHWTHEIX MHKpouacTHLt (R1),

3,5 Mn/yn., PeareHT meueHbIx antuten (R2), 6,5 mn/yn., Pearent ans passeaeHus
o6pa3uos (R3), 6,5 ma/yn.) — 20 mt,;

2.

3
4
S.
6

KamGparop 1 (CAL1), 1,0 mn/¢nakon — 10 wr.;
KamnGparop 2 (CAL2), 1,0 mn/¢nakon — 10 mwT.;
IMTapou30nALMOHHBIE KPRIWKH — 80 wrT.;
HHCTpYKUHA MO NPHMEHEHHIO — | WiT.;

AHanuTHYEeCKHit macnopr.
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CocTaB peareHTOB H KaJau6paTopoB:

Pearent [TapamarHuTHblE MHKPO4ACTHLbI, NMOKPHITHIE KAaNCHAHBIM AHTHIEHOM
napaMarHUTHbIX VCA supyca InuwreiiHa-bapp, 0,05 % ProClin 300

MukpoacTul (R1)
PeareHT  MeueHbIx | MbliunHbie aHTHTENA K IgA YenoBeka, MeyeHHble 3QHUPOM aKPHIAUHUA,

antuten (R2) 0,05 % ProClin 300

Pearext ana | @ocharhbiit 6ydep, 0,05 % ProClin 300

pa3BeleHHs

obpa3uos (R3)

Kanubpatop 1 [ TPUC 6ydep ¢ BCA, 0,05% ProClin 300

(CALI)

KanuGpatop 5 ChiBOpOTKA KPOBH YeslOBEKa, cofepxatuas [gA K KancuaHoMy aHTHreHy
(CAL2) VCA Bupyca Smwreitna-bapp 8 TPUC 6ydepe ¢ BCA, 0,05% ProClin

300

B coctaBe MEAHLIMHCKOro U3Ae/HUs OTCYTCTBYIOT MaTepHallbl, BCTyNaloLHe B
HEMOCPEACTBEHHBI WK OMOCPEJOBAaHHBI KOHTaKT C OpraHM3MOM TMNalHeHTa
(TenoM uyenoseka).

B coctaBe KOMIMOHEHTOB  MEAMLMHCKOrO  W3J€/JHs  OTCYTCTBYIOT
JleKapCTBEHHbIE CPEICTBa.

KOMNOHEHTBl M3JeNUsi He SABAAIOTCA CTEPUIBHBIMH M He TpebyroT
CTEPUIIH3ALIUH.

6. ¥YnakoBka

— [IlepBHYHasi yNnaKoBKa

IMepBuuHas ynakoBka PeareHtoB (R1, R2 u R3) mnpeacrasnser coboii
KapTpUIXK C YeTbIpbMs H30JMPOBAHHBIMYU APYT OT ApYyra KaMepaMH.

PeareHT MeueHbix aHTHTEN (R2) HaxoauTcs BHYTpH CBETOHENPOHHLIAEMOM
KaMepbl YepHoro uBera. PeareHT nmapaMarHuTHbeIX MUKpodacTH (R1) conepxurcs
BHYTPH KpaiiHeii kaMepbl 6e10ro uBeTa UMIMHAPHYECKOR GHOpMbl, BHU3Y KOTOPO#H
pacrnionioxxeH potop. PeareHT ans paseaeHus obOpasuos (R3) HaxoauTcs BHYTpH
OIHO# M3 LUEHTPaIbHbIX KaMep, Apyras UEHTpalbHas kamMepa HH4YeM He 3arojiHeHa.

BpalueHue potopa 1071KHO OCYLIECTBAATLCA cBOOOAHO, €3 3aenaHui.

[MepBuyHas ynakoBka KanuOpaTopoB MNpeAcTaBiseT Cco0OH  (aaKkoHBI.
Kanu6parop 1 (CAL1) conepxxutcs Bo (pnakoHe ¢ 3eneHoit kpoikoi. Kannbpatop

2 (CAL2) conepxutcs BO (p1akOHE € XKEJTOH KPBILLKOMH.
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®nakoHbl M KapTPUIKH He NODKHbI UMETh NMpPUMeECeH, MacIAHbIX MATEH,
TPELIHH, YCAaJOYHBbIX pPAKOBHH, .3ayceHueB, NOBPEXACHUMN, CNENOB MPOTEUYKH
COLIepP>KMMOTO.
— BropnyHas ynakoBka
Bropuunas ynakoBka Habopa peareHToB npeacrasiseT co6oil kopoOky u3

MCJI0BAHHOT'O KapTOHaA.

BHyTpH BTOpHYHOH ynakoBKM HaxXoAATCs ABa KapTpHIxa Cc peareHTaMu R1,
R2 u R3, v no oaHomy ¢naxkony kaxaoro u3 kanubparopos (CALI, CAL2).

BTopuuHble ynakoBKM MNOMELIAOT B MOTPEOMTENBLCKYIO B KOJHYECTBE,
COOTBETCTBYIOLLEM BapHaHTY UCIIOJHEHHUS.

Jns BapuaHTa HcnonHenus «HabGop pearenroB Ha 100 TecToB» BTOpHYHas
yrakoBKa TaKxe sBAseTCs norpebutennbckoi, B Hee BloXeHbl MHCTpykuus no
NPUMEHEHHIO U AHATTUTHYECKHUH Macnopr.

IMoTpebuTenbckas ynakoBKa

[TorpebuTennckas ynakoBka npeacTaBiseT coboit KopoOky U3 MeJIOBaHHOIO

MM ropHpOBaHHOrO KapTOHa.

BTopHuHble YNaKOBKH TMOMELIAOT B MOTPeOUTENBCKYIO YMAaKOBKY B
KOJIH4YeCTBE, COOTBETCTBYIOLEM BapHaHTY HcnosiHeHUs. KonnyecTBO BTOPHYHBIX

yNaKOBOK BHYTPH NOTpeOUTENBCKOIA:
Ha6op pearenTos Ha 200 TecToB — 2 WT.;
Ha6op peareHnToB Ha 500 TecToB — 5 wWT.;
Ha6op pearenToB Ha 1000 tecToB — 10 wr.

7.  OnucaHHe MeIHLMHCKOro H3AeJHuf, HayuyHas 00OCHOBaHHOCTDL
aHAJINTA

Bupyc Onuwreiina-bapp (B3b), Takxke Ha3biBaeMblii BHpPYCOM reprieca
yenoseka 4 Tuna (BI'4-4), nopaxaet B-num¢poUNTH! M BBI3BIBAET Y YET0OBEKA OCTPOE

3aboJieBaHHE — HH(bCKlIl/IOHHblﬁ MOHOHYKIJICO3. KpOMC TOro, OH CBsA3aH C pa3BHTHEM
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HasodapuHreansHoi kapuuHoMbl, JuMmpombl bepkutra, Gonesnn XomKKHHa,

BOJIOCHCTOM nefikonnakuu ¥ B-kneToyHol TMMOMBI.

Bupyc nepenaetcs co cntoHoi. [Tuk 3a6oneBaeMOCTH NPUXOAUTCA HA paHHUH
AETCKMI BO3pacT, a TaKKe Ha MOAPOCTKOBbI nepuoa. Bo MHorux caydasx
nepBuyHas HHGEKUHs NpoTekaeT 6€CCUMITOMHO HJIM C YMEPEHHO BbIPaXKEHHbIM

(bapHHFHTOM H TOH3W/JIHTOM.

HukybaunoHHbli nepuoa 3aboneBaHus — 4-6 Heaenb. B nmpoapomasibHbIi
nepuoa MHQEKUUs MposABnseTcs 60AAMHM B MbILILAX, YTOMJISEMOCTbIO, OOLUMM
HEJOMOraHHeM. 3aTeM K HHMM TpUCOEAUHAETCA JuXxopaaka, Oosb B ropie,
yBeJMYeHUE NTUM(aTHYECKHUX Y3/10B, CEJIe3eHKH ¥ MHOraa nevyeHu. B HekoTophix
clly4yasx MosABAAETCA ChiMb Ha pyKax M TyjoBuile. CUMNTOMBI coxpaHswooTcs 2-4

HEIECIIH.

BoisBneHne aHtuTen k aHtureHaM B3Ob npuMensior ans nabopatopHoro
NOATBEPXAECHUA [MarHo3’a Mnpd KIMHHYECKHX TMONO3PEHHAX Ha OCTPhIA
MH(QEKLUHOHHbIA MOHOHYKJIE03, AJIA OLIEHKH CTafuH TeKylleH MH(EKLHUH, a TaKkxke
N1 JAMarHOCTHKH JUMdonponudepaTUBHBIX W OHKONOTHYeCKHUX 3abosieBaHMiA,

CBA3BIBAEMBIX C BUpycoM DnuiTeiiHa-bapp.

JluarHocTuuyeckoe 3HaueHHEe UMEET BhIsAABJIEHHE aHTUTeN KiaccoB A (IgA), M
(IgM), G (IgG) k OCHOBHBIM aHTHI€HaM BUpYca: aHTHTreH BUpycHoro kancuaa (VCA
— viral capsid antigen), paHHuii antured (EA — early antigen) u sfepHblit aHTUreH

(NA — nuclear antigen).

Hanuuue antuten knacca A (IgA) k kancuaHoMmy aHtureHy VCA u K
paHHeMy aHTMreHy EA BDbB xapaktepHo ais ocTpod nepBHYHON HHGeEKUUH W
peakTuBauuu. Mx Hanuuue Ha ¢oHe oTcytcTBUs aHTuUTen Kkinacca G (IgG) k
aaepHoMy aHTUreHy NA noaTtBepxaaeT nepBuuHyro uHpekuuio. IgA x VCA

MOABJIAIOTCA paHO H HCYE3A0OT B TCUEHUE 1-2 Henenb.

Habop pearentoB «Jluana6 Amyp EB VCA IgA» npeaHasHauyeH s

Ka4eCcTBEHHOro omnpeaeseH!ss UMMyHorobynuHoB kiacca A (IgA) k kancuaHOMY
8
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aHtureHy Bupyca JnureiiHa-bapp (EB VCA) B cbiBOpOTKE W MNa3Me€ KpPOBH

yeJIoBEKa, METOIOM HMMYHOXEMHIIIOMHHECLIEHTHOrO aHanu3a (UXJIA).

8. IIpyHuUMN MeToa
[Mpunuun neiicteus HaGopa pearentoB «JIuanab Amyp EB VCA IgA»

OCHOBAH Ha HENMpPAMOM HMMYHOXEMHIIIOMUHECLIEHTHOM aHanu3e (MXJIA).

I-a unkybayus: 1gA k xancuaHomy aHtireHy VCA B3b npu ux Hanuyuu B
obpa3ue pearupyloT ¢ KarncuaHbiM aHTureHoM VCA BDOb Ha napaMarHMTHBIX
MHKpouyacTHUax B coctaBe PeareHta RI1, o0pasys KOMIUIEKCHl «aHTHTENO -

AHTUTECHM.

Hpomuska: noa  JAeHCTBHEM MArduTHOro  noJis MnapaMarHHTHBIC
MHUKpOYaCTHLb] aJICOPGMp)’}OTCﬂ Ha CTCHKax peaKuHOHHOﬁ KIOBETbI, a HCCBA3AHHBIC

KOMIIOHEHTBI CMBIBAIOTCA NMPOMBIBAIOILIUM paCTBOPOM.

2-A unkybayusa: nocne pnobaBneHus PeareHta MeveHbix aHTHTEn (R2)
aHTHTeNna K IgA uenoBeka, MeueHHbie 3(QUPOM aKpPUAMHHA, pearHpylT ¢
KOMIJIEKCAMH «AHTHTENO - AaHTHreH», o0pa3ys KOMIUIEKChl «aHTUBHIOBOE

AHTHTENO — AHTHUTEJIO - aHTHUI€H).

ITpomviska.

Hdemexkyua u uHmepnpemayusa: K peakUHOHHOH cMmecH n06aBnfOT
pearenTsl «JIuana6 Amyp Ilpe-tpurrep» u «Jluana6 Amyp Tpurrep». Curnan ot
XEMUJIIOMUHECLIEHTHON peakUMM Uu3MepseTCs B OTHOCHUTENIbHBIX CBETOBBIX

eauHuuax (OCE).

CyliecTByeT npsimas 3aBUCHMOCTb MeXy KOJHUYecTBOM IgA K KancuaHomy
antureny VCA BDOb B ob6pasue u 3HaueHrneM OCE, o6HapyXeHHBIM ONMTHYECKO#H

cucTeMoit aHanu3atopa «Jlnanab Amypy.

PesynbTaThl onpepenstorcs nyrem cpaBHeHMs 3HaueHHit OCE kaxnoro

oOpas3ua ¢ MoporoBbIM 3HayeHHeM cut-off, nosyyeHHBIM NpH KannOpOBKeE.
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9.  Mepsbl NpeaocTOPOKHOCTH H OrPaHHYEHHS METOAA

- [ToreHunanbHbil pUcK NpUMeHeHHs HaGopa - knacc 26 (coryiacHo
[Mpuka3sy MunucrtepcTBa 3apaBooxpaHenus PO Nedn o1 06.06.2012 r.).

- JIns 1MarHOCTHKH in vitro.

- PeareHT MeueHbix aHTHTeN (R2) H3roTOBNEH M3 aHTUTEN MBILH K IgA
yesoBeka; B coctaB KanubpatopoB BXoAMT ObluMii CHIBOPOTOUHBIH anbOyMHH
(BCA). Hanunune ceprudukara 0 MpoOUCXOXKAECHUU H/UJIM CAHUTAPHOM COCTOSHHUH
)KUBOTHbIX HE MOXET MOJHOCTbIO FApaHTUPOBAaTb OTCYTCTBHE WHQEKLHMOHHBIX
naTtoreHHelXx areHToB. Ilo3ToMy pekoMeHayeTcs coOmrogaTe OOBIUHBIE MEpHI
NpeAoCTOPOXHOCTH (HanpHMep, He r1oTaTh UM He BAbIXATh).

- Kanu6parop (CAL2) u3roToBseH M3 KpOBH JOHOpPOB, MPOBEPEHHOMH
yTBEpXKAEHHBIMU MeTOAaMH, B koTopoit oTcyTcTBytoT HBsAg, antutena k BI'C u
BUU-1,2 u Treponema pallidum. Hu oauH u3BECTHBI MeTOA aHaM3a HE MOXET
1aTh MOJIHYIO FapaHTHIO TOro, YTO MPOAYKTHI, MOJYYEHHbIE H3 YEI0BEYECKHX
MaTepHanoB, He MHQHULUKpoBaHbl. Ciea0BaTENbHO, BCE YEI0BEYECKHE MaTepHAIbI
cllelyeT paccMaTpyBaTh KaK MOTEHLUHATbHO HHPEKLIMOHHDIE.

- PearenTsl 1 kanubpatopsl Habopa coaepxar koHcepBanT ProClin 300,
KOTOpbIH MOXET ObITb BpeleH NMpH NpOTNaTbiBaHWH, BbI3bIBATh A/NIEPTHUYECKYIO
KOXXHYIO peaKkLHIO M OKa3biBaTb TOKCHYHOE AEHCTBHE Ha BOJHbIE OPraHH3Mbl.
OnHako ucnonb3yeMas koHueHTpauus (0,05 %) sBnsgerca 6esonacHoll Ans
yes0BeKa U OKpyxatolluei cpeabl.

- Cobnonaiite o6bI4HbIE MEPBI PEIOCTOPOKHOCTH, HEOOXOAHMbIE 1A
obpatiieHus co BceMH 1ab0paTOPHBIMH peareHTaMHu.

- [Ipn pabore ¢ HaGopoM peareHTOB M KJIHHMUYECKUMH OOpasuamH
HazleBaiTe 3allMTHYIO OAEXAY U oJHopasoBble mnepuatkd. Ilocne nposeneHus
npoLeaypbl aHalIM3a TLLATENbHO BBIMOHTE PYKH.

- Je3nHdeKuns pa3nuThiXx 00pa3LoB WM pearcHTOB BBIMOJIHAETCA C
MCMOJb30BaHHEM Ae3sMHuuMpYylolWX cpeacts B coorBerctBuM ¢ CanllnH

2.1.3684.
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- Pacteop "Jluana6 Amyp Tpurrep" coaepXuUT TMAPOKCHA HATPHUA
(NaOH) B xoHuentpauuu 1 %, chenye'r n3berath NpAMOro KOHTaKTa ¢ Koxelt u
nonanaHus B raasa. Pactsop «JInana6 Amyp Ilpe-tpurrep» COaepXHUT NEPOKCUA
BOAOpO/a B KOHUCHTpauuu 0,57 %, ciienyer usberats NpAMOTo KOHTAKTa C KOxeH
M MONAaNaHuA B I71a3a.

—  JlonomnutensHylo HHGOPMaUUIO O MepaxX NpPeAOCTOPOXHOCTH NpPH
obpallueHuM ¢ peareHTaMH BO BpeMs paGoThl aHanu3aTtopa ¢M. B PykoBoacTBe no
IKCTINYaTallHH «AHANM3aTOpPa ABTOMATHYECKOr0 HMMYHOXEMIWTIOMHHECLICHTHOTO
«Jlupna® AMyp» Ang nnarHocTHKH in vitro no TV 26.51.53-283-65614693-2022, B
BapHAHTaX UCTIOIHEHUAY,

10. PaGota c pearenTamMu

- Jna nonyyeHus ROCTOBEPHBIX Ppe3yNbTaTOB HEOOXOOHMO CTpPOro
C/1e10BAaTh HHCTPYKLUMH 1O NPHMEHEHHIO.

- Habop peareHTOB He cieAlyer UCnoNb30BaTh 10 HCTEYEHUH YKa3aHHOTO
CpOKa NOJIHOCTH.

- He ucnonesyiite KOMNOHEHTH! M3 Kakoro-nubo apyroro HabGopa s
npoueayps aHaNu3a BMECTO KOMIOHEHTOB 3Toro HaGopa pearenTos.

—  He ucnonp3yiite koMnoHeHTbl Habopa 13 MOBPEXKAECHHO! YIIAKOBKH.

- W3beraiite 06pa3oBaHiA NEHH CO BCEMH peareHTaMH.

- Peareutsl H kKanubparopsi B yakOBKe rOTOBHI K HCIIONB30BAHHIO.

- 3akpeiBaiiTe (1akoHE! ¢ KanubpaTopaMu cpasy nocjie KanuGpoBKH M
XpaHHuTe NpH TeMnepatype ot +2 o +8 °C.

- He obvenunsgiite peareHTh B HaGope peareHToOB HIH MEKAY Habopamu
peareHToB.

- Ilepen neppoii 3arpyskoii nakera peareHtoB «JIuanaé Amyp EB VCA
IgA» B cucTeMy pecycneHAMpYHTe MHKPOYACTHLEI, aKKYpaTHO NepeBOpavunBas

KapTpHIX C peareHTamH.
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11. CrabuabHocTb, ycCJI0BHA XpaHeHHs, NpHMeHeHHUs H
TPaHCNOPTHPOBKH .

YcaoBus xpaHeHHS

HabGop peareHTOB n0/MXKEeH XpaHUTbCA B YNAKOBKE W3rOTOBHUTENSA B
BEPTHUKAIBHOM M0JI0XKEHHUH NPH TeMmepartype oT +2 10 +8°C, cpok roaHocTH — 12
mecsueB. He nonyckaercs 3aMopaxxuanue Habopa peareHToB.

H3znenus B ynakoBke U3roToBUTENS CiIEAYET XPaHHUTh Ha CKiIafax. XpaHeHHe
uneaud npu Ttemneparype ot + 2 a0 + 8 °C A0MKHO OCYLIECTBAATHCA B
XONOAM/IBHBIX ~ Kamepax HAM B XOJOAWJIbHMKAX,  obecrneynBaroOLUMX
pernaMeHTHpOBaHHBIA TeMNepaTypHbI pPEeXHUM C €XEeAHEBHOW perucrpauuei
TEMNepaTypbl. XpaHEHHE H3AEINA LOJXKHO OCYLUECTBAATHCA B TEMHOM MECTE.
H3nenusa, XpaHuBLIMECS C HapylIEHHEM PpeErjaMeHTHPOBAHHOrO  peXHMa,

IIPUMCHCHHUIO HE MOJICKAT.

CtabuabHoCcTb

CrabunbHocTh Habopa pearentos «JIugnab Amyp EB VCA IgAn»:
- B HeBckpbiTOM BHe npu TeMnepatype oT +2 10 +8 °C ctabunsHocTs Habopa
peareHToB cocTaBiseT 12 Mecsues;
- [Tocne BckpeiTHA ynakoBKH Npu TeMneparype ot +2 a0 +8 °C — 28 cyTok;

- Ha 6opty aHanu3atopa npu temneparype ot +2 a0 +8 °C — 28 cyTok.

YcaoBus npUMeHeHUA

Habop peareHToB cieayeT Mcnonb30BaTh Cpa3y Nnocie U3BJIEYEHHUS U3 MeCTa
XpaHeHus npu Temnepartype ot +2 1o +8 °C.

Ycn0oBHSA TPaAaHCNOPTHPOBKH

TpaHcnopTHpoBaHHe M3AeAHil 10 KOHEYHOro NoTpeduTeNs Ha BCEX 3Tanax
JOO/HKHO TPOM3BOAMTbLCS BCEMHM BHIAAMH TpPaHCNOpTa (BO3AYLUHbIH, BOAHBIM,
XKENe3HONOPOXKHBIH, aBTOMOOMNBHBII) B KPBITBIX TPaHCMOPTHBIX CpPEACTBaX B
COOTBETCTBHH C NMpaBUJIaMH MEPEBO30K, NEACTBYIOLUMMH Ha TPAHCMOPTE JaHHOrO
BUAa npy Temnepatype ot +2 10 +8 °C ¢ cobnoaeHHeM X0JI010BOH LEMNH B TEYEHHE
12 pHeii. He noasepraTh ANUTENIBHOMY BO3AEHCTBHIO TEMJa, Bjarv, NpambiX
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COJIHCYHbIX J]y‘-lei"l. 3aM0pa)KHBaHHC Ha60pa pe€arcHTOB HE JONYCKae€TCA.

TpaHcnopTupoBaHue H3AeNHil JOMKHO OCYLUECTBIAATHCA B TEPMOKOHTEHHepax

OJHOpa30BOr0  MOJb30BaHUA  COAEpXKAIUMX  XJAJOdJEMEHTh, HWIM B
TEPMOKOHTEHHepaXx  MHOIOKpPaTHOro  MPUMEHEHHS  C  aBTOMATHYECKH
noanepxHBaeMoit TeMnepaTypoii HaKM B aBTOpedpHKepaTopax ¢ UCMOIb30BaHHEM
TepMOMHAMKATOpOB.  M3nenus,  TpaHCMOPTHPOBaHHbIE C  HapyLIEHHEM

TEMNEPATYPHOro peKuma, MpUMEHEHHUIO HE MOJICXKAT.

12. OGopyaoBaHMe ¥ MaTepHajbl, He BXOAfillHE B KOMILIEKT
NOCTaBKH, HO He0GXxoaMMble A1 NpoBeeHHA aHAJIH3A

- Ha6op koHTponsHbiXx MaTepuanoB «Jlugna6 Amyp EB VCA IgA
KoHTponb»  ans  KOHTpOAsA ~ KauyecTBa  KAa4eCTBEHHOro  OMpedesieHUs
MMMYHoro0ynuHoB knacca A (IgA) k KarcHAHOMY aHTHUTeHY BUpyca DnuuTerHa-
bapp (EBV VCA) B cbiBOpoTKE H TIuUla3Me€ KpPOBH YENOBEKA METOIOM
MMMYHOXEMHJIIOMUHECLIEHTHOTO aHanu3a (UXJIA) Ha aHanu3aTope
aBTOMaTH4YeCKOM  HWMMYHOXEMHW/IIOMMHeCUEeHTHOM  «Jlumnad Amyp»  and
JUarHocTukH in vitro no TY 21.20.23 — 203-65614693-2022;

- PactBop 3anyckarowuit "Jluana6 Amyp [Ilpe-tpurrep" ans
aHaNM3aTopa aBTOMAaTHYECKOro HMMYHOXEMHJIIOMHHECLIEHTHOTro «JInana6 Amyp»
IS IMarHOCTUKH in vitro no TY 21.20.23-277-65614693-2022;

- PactBop 3anyckarommit "Jingna® Amyp Tpurrep" wis aHanusartopa
aBTOMATHUYECKOr0  MMMYHOXeMHIIOMHHecUeHTHoro «Jluanad Amyp» s
JAWarHoCTHKH in vitrono TY 21.20.23-279-65614693-2022;

- PactBop nmnpombiBaloOlIMiA Ans  aHanM3aTropa aBTOMATHYECKOro
MMMYHOXEMHIIOMHHECLeHTHOTO «JInana® AMyp pacTBOp NpOMBIBalOLUMA» s
ANarHOCTHKH in vitro no TY 21.20.23-276-65614693-2022;

- KioBera oaHopaszoBas «JInuanab AMyp KioBeTa» [Uls aHanM3aTopa
aBTOMAaTH4Ye€CKOr0 MMMYHOXEMWIIOMHHeCUeHTHoro «Jlnana6 Amyp» s

JHarHocTukH in vitro no TY 32.50.50 - 281-65614693-2022;
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- AHanu3atop  aBTOMaTHYeCKH MMMYHOXEMHJIIOMUHECLIEHTHBIH
«Jlngna6 Amyp» ans IMarHOCTHKH in vitro no TY 26.51.53-283-65614693-2022, B

BapHaHTaX HCMOJHCHHA.

13. CO6op n noaroroska o6pa3uoB

PexoMeHnoBaHHble 06pa3Lbl 418 UCCIEA0BaHHSA: CBIBOPOTKA M MJ1a3Ma KpPOBH
(renapuH nuTHA, renapud Hatpud, Ko;OTA, K33ATA v uutpat HaTpus).

Yto6b! nonyunts obpasel naa3mbl, LeHTpUyrupyiite codpaHHbie 0Opa3Libl
M OCTOPOXXHO NMEPEHECUTE MJIa3My B HOBYIO NMpEABAPUTENLHO MPOMapPKHPOBaHHYIO
npobupky.

Yrto6bl nonyunTs oOpasell CHLIBOPOTKH, OAalTe€ KPOBH CBEPHYTbCA MO
o6pa3oBaHHus crycTka (He MeHee | yaca; ans o6pa3loB, 3a0paHHBIX Y MaLHUEHTOB,
MONyYaloLIUX renapuH, BpeMs J0/DKHO ObITh YBEIHYEHO), 3aTeM LeHTpUyrupynTe
cobpaHHble 00pasubl M OCTOPOXXHO TMEPEHECHTE CHLIBOPOTKY B  HOBYIO
npeaBapUTEIbHO NPOMAPKUPOBAHHYIO MPOOUPKY.

HcneiTalite 06pa3ubl kak MOXKHO ckopee nocjie cbopa. O6pa3ubl MOXHO
XPpaHHUTH NPH KOMHATHO# Temnepatype ot + 20 no + 25 °C He 6osee 8 yacos. Eciu
aHanu3 He Oyner 3aBepuieH B TeyeHue 8 yacoB, To cneayeT y6paTb oGpaslbl B
XONOAMJIBHUK MpH TeMnepatype oT + 2 go + 8 °C. O6pa3ubl MOXKHO XPaHUTh NpH
Temneparype oT + 2 10 + 8 °C no 14 aueil. [ina Gonee ANUTENBHOrO XpaHEHHs
o6pa3usbl cienyet 3aMopo3uTh npu -20 °© C unmn Hke. O6pa3ubl peKOMEHAYETCS
3aMopaxxuBaTh He Gonee 3 pas. Ilocne pasmopaxuBaHHs oOpa3ubl HEOOXOAHMO
OTUEHTPU(DYrupoBaTh.

[Tepen TecTMpoBaHHEM MEANEHHO JOBEAMTE 3aMOpPOXKEHHbIE 0Opaslbl 10
KOMHAaTHO# TeMnepaTypb! H OCTOPOXHO nepeMeruaite. [1ns 06pa3LoB ¢ NTMNUAHBIM
ClloeM cCBepxy, cryctkamu ¢uOpHHa, KJIETOYHBIMH BKIIOYEHHSAMH: [OCTE
LUeHTpHYTrHpOBaHUA NEPEHOCUTH TOJBKO OCBETIIEHHYIO YacTh 0Opa3ua.

He ncnons3yiite 06pa3sibl ¢ BoipaKeHHON nuneMuei, o6mi reMonn3om uin
MYTHOCTBIO.

He HCﬂOJ]b3yﬁTC 06pa3ubl, WHAKTUBHPOBAHHbLIC HArpe€BaHHUEM.
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Co6umonaiite 0CTOpOXHOCTb NpH obpallleHHH ¢ 06pa3luaMH NaUUEHTOB AN

NpeaoTBpall€HUA NEPEKPECTHOrO 3arpA3HEHHA.

14. Ilpoueaypa aHanu3za

1. O6parutecb k PykoBOACTBY MO 3KCIUTyaTallM¥ aHaiM3atopa Ins
nony4eHus noapo6Hoi MHGOpMaLKH O MOArOTOBKE K NpoLeAype aHalu3a.

2. Tlepen usmepeHuem ybeautech, YyTo 00pa3ubl NALMEHTOB, a TaKXe
KaMGpaTophl U KOHTPOJIM UMEIOT TEMIEPATYPy OKpYskatoLlei cpeabl oT +20 10 +25
°C.

3. H3-3a BO3MOXHOro McrnapeHus aHanu3 ob6pa3loB M KaiuOpaTopoB Ha
aHaiu3aTope HeoOX0AHMO NPOBOAUTL B TEYEHHE 2 HACOB.

4.  HHdbopmauus o Habope peareHToB aBTOMaTHYECKH CUHTBHIBAETCS CO
IUTPUX-KOJa Ha KapTpuaxe c peareHTamMHM. Eciu WTpUX-KOA He pacrno3HaeTcH,
BBEAMTE LMGPBbl, paCroIONKEHHBIE PAAOM C HUM BPYUHYIO.

5. [Tpn Heo6x0aMMOCTH BbIMONHUTE KAMUOPOBKY (cM.16. Kanubposka).

6.  3arpysure oSpa3usl (aHanu3atop otbepeT 20 MK Kaxaoro obpasua U
106aBUT B KIOBETY /151 oOpasua).

7. Haxmurte «3anyck», aHanud3aTop aBTOMAaTHYeCKH BBIMOJHUT BCE
GYHKLUMH, TOACUNTAET Pe3y/IbTaThl U ONPENETNT KOHLIEHTPALIMIO AHAIUTA B KOXKA0M

o6pasue. Pesynbtar Boigaetca B KIT (KIT - k03¢ dHUMEHT NO3UTHBHOCTH).

15. HuTepnperaums pe3yabTaToB

Otpuuarensbhbiii: KIT<0.9;

Heonpeaenenusniii: KI1> 0.9 - < 1.1;

[Tonoxutenbhslit: KIT> 1.1.

OtpHuaTenbHbli pe3ynbTaT YKa3blBaeT Ha OTCYTCTBHE OCTPOi HHOEKUMH.

O6pasubl ¢ HeonpeAeneHHbIM pe3ynbTaTOM OOMXKHBI ObITh MCCIEA0BaHbI
MOBTOPHO. B cnyuae, eciu pe3ynbTaT OcTaeTcs HeonpeaeseHHbIM, BTopas npoba

AoJKHa ObITh 3abpaHa y nauuMeHTa yepes 2 HeAeNH.
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[TonoxuTenbHblit pe3ynbTaT yKasbiBaeT Ha OCTpylo HHpekuuio. Jluua c

TaKHUM PE3YNbTAaTOM MOIYT ObITh NOTEHUHAIBHO 3apa3HbIMH.

Jns NOCTaHOBKH JHarHo3a pe3y/bTaThl JOJDKHBI ObITh HHTEPIIPETUPOBAHBI B
cBeTe obuiel KIMHHYECKON KapTHHBI MalMEHTa, BKIOYas CUMITOMbI U HCTOPHIO

oonesHy.

16. KaaubGpoBka

1.  Kaxawiii Habop pearentoB «Jlumna® Amyp EB VCA IgA» umeer
3THKeTKYy ¢ QR-komoM, colepxalllyto YacTHYI0 MHGOpPMaUHIO AN KanHuOpOBKH
KOHKPETHOMH NapTHH peareHToB.

2. O6parutecb k PykoBOACTBY MO 3KCMIyaTaUMH aHanv3aTopa A/
nony4eHus noapobHoii HHpopmaLMH O KATHOPOBKE.

3. AHanu3aTop aBTOMaTHUYECKH ABaXAbl TecTHpYyeT Kanubpatopsl CALI
u CAL2, a nporpaMmmHoe obecneyeHue pacCuuTaeT noporoboe 3HadyeHue cut-off Ha
ocHoBe OCE nByx kanubpaTtopoB U uHpopmauuu U3 QR-kona.

4, [Tocne Toro kak kanubposka ans HaGopa pearentoB «JIuanab6 Amyp
EB VCA IgA» npuHATa U coXpaHeHa, Bce nocieaytolue obpasubl MOryTt ObITh
NpoTeCTHPOBaHb! €3 AOMOJHUTENBHON KaIMOPOBKH, 3a HCKIIIOYEHHEM CIlyYaeB:

- Yepes 28 nHeit npu ucnosb3oBaHUHU ToH e cepur Habopa peareHTos.

- Ecnu ucnonb3yetcs HoBas cepus HaGopa peareHToB

17. KoHTpoab KauecTBa

Jns KOHTpoas KayecTBa MPOBOAMMBIX HCCIAEAOBAHUH ClEAYET PErysspHoO
tectupoBath HabGop koHTponbHbix Martepuanos «Jluana6 Amyp EB VCA IgA
KoHTponb» B BHIE €IMHUUYHBIX ONpedeleHUH He pexe OAHOro Kaxiole 24 yaca,
KOT/la MPOBOAMTCSA aHAJIU3, OJMH pa3 A Kax10ro OTAENIbHOro Habopa peareHToB
M nocne Kaxaoi kanubposBkd. CneayiTe HMHCTPYKLUHSAM TNPOH3BOAMTENA MO

NOoAroToOBKE€ U XpaHCHHIO KOHTPOJIbHBIX MAaT€PHAJIOB.

Jns mnonyuyeHHs CTAaTUCTHYECKH OOOCHOBAHHOIrO /[Wana3oHa 3HAYeHHH,
Kaxkaas abopaTopus NO/DKHA YCTaHABIMBaTb COOCTBEHHbIE LIE€NEBbIE 3HAYEHHA
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KOHLEHTPALUMA M [Mana3oH KOHLUEHTPAUMA AN HOBBIX CEPHA KOHTPOJBHBIX
MaTepHaloB Ha KaxIoM KTHHHYECKH 3HAYMMOM ypoBHe AN obecrneyeHus
Haanexauieit paboTbl. Pe3ynbTaThl KOHTPOJIS KayecTBa, KOTOpble HE MOMAaAaloT B
AOMYyCTHUMblE AHaNa3oHbl, MOTYT YKa3blBaTb Ha HeAEHCTBHTENbHbIE PE3YNbTAThI

HcclleJ0OBaHHIA.

18. YTuauwsauus

Otxonsbl, oOpasytowuecs npu ucnonab3oBaHuH Habopa pearentos «Jluanab
Amyp EB VCA IgA», oTHOCATCS K Kilaccy b 1 yTHIM3UPYIOTCS B COOTBETCTBHH C
CanlluH 2.1.3684-21.

19. ®@ynxkuvonaabHble XxapakTepucTukn HaGopa pearenTos

19.1. AHaaMTHYeCKas YyBCTBHTEJIbHOCTDb

AHanuTHueckas 4yBcTBUTENbHOCTh Habopa pearentoB «Jlnanab Amyp EB
VCA IgA» onpenensercs No CTaHOApTHON MaHENH MOJNOXHTEAbHBIX 00pa3LoB
npeanpusaTHs, coaepxawmx IgA k kancuaHoMy antureny VCA Bupyca DnuuteiiHa-
Bapp (COIT'-EB VCA IgA), xak NpOLEHTHOE COAep)KaHHE MOJOXKHTENbHBIX

o6pa3uoB, onpeaesieHHbIX HAOOPOM Kak MOJIOXKUTENbHBIE, H cocTaBseT 100%.

19.2. AnaauTH4eckas cneUHPHIHOCTD

AHanuTtHueckas cneudpuyHocte Habopa pearentoB «Jluana6 Amyp EB
VCA IgA» onpenensercs 1o CTaHOapTHON MNaHeNd OTpUUATENbHBIX 00pa3loB
npeanpuaTHia, He coaepxawmx IgA k kancuaHomy aHTHreHy VCA BuHpyca
OnwrteitHa-bapp (COIT-EB  VCA IgA), Kak npoUEHTHOE CcoaepKaHHe
oTpHUATeNbHbIX 00pa3lLoB, onpeAeNeHHbIX HAOOpPOM Kak OTpHUATENbHBbIE, H
coctasisiet 100%.

IlepexpecTHas peakTHBHOCTDb

HUccnepoBaHne nepekpecTHoi peakTuBHocTM ans HaGopa peareHToB
«JIugna6 Amyp EB VCA IgA» 6binio mpoBeieHO ¢ MCNONb30BaHHEM 00pasLoB,
cogepxawux IgM u IgG k kancuaHomy antureHy VCA Bupyca JDniuteiiHa-bapp,

IgA k Bo3Oyautensm apyrux MHQEKUHOHHbIX 3aboneBaHHil (OTCyTCTBHE IgA K
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kancuaHomy antureHy VCA Bupyca DniuteiiHa-bapp B ykazaHHbIx o6pa3uax 66110

NOATBEPXKACHO € HCIOJIb30BAHHEM KOMMEPUYECKH AOCTYITHBIX TCCTOB)Z

Koaunuecrso o6pa3uos,
XaDaKTeDHCTHKE 06Da3LOB Koauuecrso oTpuunateabHbix B Habope
p P pastt obpa3uos pearenToB «JIluanab6 Amyp EB
VCA IgA»
Conepxawme IgM k VCA EB 5 5
Conepxawwme 1gG k VCA EB 3 3
Conepxaiune IgA k BUpYCY BETpAHON 6 6
ocnsl (Varicella Zoster Virus)
Coaepxauwwne IgA k Toxoplasma gondii ; ;
Conepxaime IgA K uMTOMEranoBHpycCy 3 3
Coaepxawme IgA K BUpycam npocToro
repneca | 1 2 Tuna 8 8
O61ee yncno o6pasuos 42 42

HUnuTepdepenuns

UnrepdepeHuns oueHHBanachb MNyTeM  100aBN€HUS  MOTEHUHAIBLHO
HHTepdepHpYIOLMX BellecTB B 0Opasibl, COAepXalluMe U He coaepxaiune IgA K
kancugHomy aHtureHy VCA  Bupyca  OnuureiiHa-bapp.  OtcytcTByer

uHTepdepeHUMs CO CeaYIOIMMH BELLIECTBAMH:

HaumeHnoBatue KoHueHTpauus
buanpyoun 30 mr/an
I"'eMornobux 1500 mr/an
Tpurauuepuas! 1500 mr/an
O6wwmit 6enok 10 r/an

CranaaptHoe oTkioHeHHe SD < 10 %.

19.3. IlpeuusMoHHOCTDH

[ToBTOpsieMocTh: k03¢ duuUMeHT Bapuauun CV <8 %.

BocnpoussoauMocTs: kodppuumeHT Bapraunun CV < 8 %.
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19.4. InarHocTHYecKasi 4yBCTBHTEIbHOCTh

JnarHoctuyeckas YYBCTBHTECJIBHOCTD

O6bina  omnpeaeneHa  MyTeM

TeCTHpOBaHUs 00pa3LoB, KoTopble coaepxany IgA Kk kancuaHoMy aHTHreHy VCA

BHpyca OmnuwTeiiHa-bapp mno pe3ynbTaTaM McclielOBaHWS B KOMMEPYECKH

OOCTYTIHBIX TECTAX:

XapaxTtepucruka o6pasuos | Koauuecrso Koanuectso Anarnocruyeckas
obpasuos MOJIOKHTENbHBLIX | YYBCTBHTEABHOCTD
o6pa3uos B HaGope
pearenToB «JInanab
Amyp EB VCA
IgA»
Conepxaiume IgA k 375 375 100 % (AHU* 95%:
kancuaHomy antureny VCA 99,02 - 100 %)
BUpyca DnuwTtetiHa-bapp

*JIN 95 % - noBepHUTENbHBIA HHTEPBAA C 1OCTOBEPHOCTBIO 95 %

HuarHoctnueckas 4yBcTBUTENBHOCTh (TPR) no pesynbraraM KIMHHYECKHX

ucneiTaHui coctaBuna 100 % - (25/25; Clgs: 86,68 — 100,00);

19.3. AnarHoctH4eckas cneunPpuuHoOCTH

JuarHoctuyeckas cneuuduyHocTh Oblia onpeaeneHa NyTeM TECTUPOBaHHS

o6pa3uoB, KoTopble He coaepxand IgA k kancuaHoMmy aHTureHy VCA Bupyca

3aneﬁHa-Bapp no pesyapbrataM HCCJICAOBAaHHA B KOMMCEPUYECKH IOOCTYITHBIX

TeCTaxX:

XapakTepucrHka oGpasuos

Koanuectso

obOpa3suos

Koanuectso
OTpHUATEAbHBIX
obpa3uos B
HaGope
peareHToB
«JInanab Amyp
EB VCA IgA»

JAnarHocTH4eckan

cneuHPHUHOCTD

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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He conepxaiuue IgA k kancuaHoMmy 375 375 100 % (AU* 95%:
antureny VCA Bupyca InwteiiHa- 99.02 - 100 %)
bapp

*J11 95 % - noBepuTeNbHBIR HHTEPBAN € ROCTOBEPHOCTBIO 95 %

Hunarnoctuyeckas cneunduuHocts (TNR) no pesynbrataM KIMHHYECKHX
ucneiTaHuit cocraBuna 100 % - (25/25; Clgos: 86,68 — 100,00).

20. Konuenrpauus kaaubpatopos

KoHueHTpauus JInana3soH ueneBbIx
3HaYEHHH MO pe3ynbTaTam
aHanu3a
Kanubpatop | (CAL1) 0 KIT* 0-0,3 KIT
Kanu6patop 2 (CAL2) S KI1 2-8 KII

*KIT - ko3¢ puumeHT No3uTHBHOCTH

MeTtponoruyeckas npociexHBaeMoCcTh KanuOpaTopoB OLEHEHAa MNpH MOMOLIH
CranaapTtHoro obpasua npeanpusatis «kEB VCA IgA CtaHanapm™ B COOTBETCTBHH C
FOCT ISO 17511. KoHKpeTHble BEJMYMHBI HEOMNpPEAeNIEHHOCTH 3HAYEHHH,
NpUMUCAaHHBIX KanubparopaM, MoryT OblITb MNPEAOCTABJIEHB! [0  3aMpocy

notpeburens.

21. TapaunTuiiHble 06s13aTe/ILCTBA
[TpeanpusTHE-U3roTOBUTENb T'apaHTUPYET CTAaOWIIBHOCTb U COOTBETCTBHE
usgenus TpeGoBaHMAM TexHHYeCKUX YCNOBUH npH COOJIOAEHHH YCNOBHUM

TPAaHCNIOPTHPOBAHHUA, XpPAHCHNUA U MPUMEHEHHSA B TEYEHHE BCETO CpOKa rOAHOCTH.

CpOK rOJHOCTH H3Aenusa — 12 MecsilieB CO aHA NPpHEMKH HU3LEJIUA OTACIIOM

KOHTPOJIS U3TOTOBHTENS.
HaGop peareHTOB He NOANEXKUT PEMOHTY U TEXHHYECKOMY 00CTYXXHBAHHIO.

Pexnamanuu crnesyeT HanpasiasTh N0 aapecy npoussoautento: O61ecTso ¢
orpaHuyeHHo# oTBeTcTBeHHOCTBIO «JIMAKOP» (OO0 «JIMIAKOP»), Poccus,
620102, CBepanoBckas obnactb, r.o. ropon Exkarepunbypr, r. Exarepunbypr, yi.
[Mocaackas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Aapec 3/1eKTPOHHO#H

noutsl: marketing@leadcore.ru.
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22. CseaeHus o NPOU3BOAHTE/E€ MEAHLIHHCKOrO H3e/1HS

[Tpoussoautenem Meunuuﬁcxoro u3nenus «Habop pearenroB «JInanab
Amyp EB VCA IgA» ans xauecTBEHHOro onpeaeseHus aHTUTEN Knacca A (IgA) kK
KarncuaHoMy aHTUTEHY VCA BUpYcCa OniureiHa-bapp METO0M
XeMHUNIOMHHECLEHTHOro UMMyHoaHanu3a (MXJIA) Ha mapaMarHMTHBIX YacTHLAX B
CLIBOPOTKE M M1a3Me KpoBH uyenoBeka» sABnseTcs OOLIECTBO C OrpaHHYEHHOM

otBeTcTBeHHOCThIO «JIMAKOP» (OO0 «JIMAKOP»).

KOpunnueckuii anpec: Poccus, 620102, Cepanosckas 061acTb, I.0. ropoa

Exatepun6ypr, r. Ekatepun6ypr, yn. IMocaackas, ctp. 23, opuc 204.
Azpec MecTa NpOU3BOACTBA MEAULIMHCKOIO U3AEHA:

1)  Poccus, 620033, CepanoBckas obnactb, r. Exarepunbypr, yi.

KpacHoaapckas, a.15;

2) 000 «JIUAKOP», Poccus, 141981, MockoBckas obnacts, r. JlyOHa,

ya. [IpuGopocTtpouTenei, 3a.

23. IlepedeHb NnpHMEHAEMbIX CTAHAAPTOB

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

24, CaoBapb CHMBOJIOB

Cumsoa Pacuindposka

REF Howmep no katanory

CAL Kanu6parop

PeareHT

3]

MeauuMHCKOE U3enue A8 AUarHoCTHKH in Vitro
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ObpaTuTech K MHCTPYKLIHH NO NMPUMEHEHHIO

ConepxcuMoro AOCTAaTOYHO 1Jid MPOBEACHHA N KOJIHYECTBA

TECTOB

o < &

[Ipeaensl TeMnepaTypel

bepeus ot Bnaru

He AOMYCKaTh BO3/1eCTBHSA COJTHEYHOT'O CBETa

HU3srorosurtensb

Hi 370

JlaTta H3roToBneHUA

LOT

Koa naptun

HUcnonb3oBaTh 0

He ucnonb3oBaTh Npy NOBpeXIEHUH YNAaKOBKH

buonoruueckuii puck

OcTopoxHo!

ToxcuuHO

S O @

OnacHo a1 BOHOIA cpelbl
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¢

XpaHHTb BEPTHKAJIBHO

—
—

Xpynkoe, o6palaTbcs OCTOPOXKHO

a |

2S5. JlutepaTypHbIe CCbLIKH
1. Epstein M.A., Achong B.G., Barr Y.M. Virus particles in cultured
lymphoblasts from Burkitt’s lymphoma. Lancet. 1964; 1: 702-703.

2. Cohen J.I. Epstein-Barr virus infection. N. Engl. J. Med. 2000; 343: 481-
492.

3. Williams H., Crawford D.H. Epstein-Barr virus: the impact of scientific

advances on clinical practice. Blood. 2006; 107: 862-9.

4. Hess R.D. Routine Epstein-Barr virus diagnostics from the laboratory

perspective: still challenging after 35 years. J. Clin. Microbiol. 2004; 42: 3381-7.

5. Odumade O.A., Hogquist K.A., Balfour Jr. H.H. Progress and problems in
understanding and managing primary Epstein-Barr virus infections. Clin. Microbiol.
Rev. 2011; 24.

6. Lamy M.E., Favart A.M., Cornu C., Mendez M., Segas M., Burtonboy G.
Study of Epstein Barr virus (EBV) antibodies: IgG and IgM anti-VCA, IgG anti-EA
and Ig anti-EBNA obtained with an original microtiter technique: -serological
criterions of primary and recurrent EBV infections and follow-up of infectious
mononucleosis-seroepidemiology of EBV in Belgium based on 5178 sera from

patients. Acta Clin. Belg. 1982; 37: 281-98.

7. Henle G., Henle W. Epstein—Barr virus-specific IgA serum antibodies as an

outstanding feature of nasopharyngeal carcinoma. Int. J. Cancer. 1976; 17: 1-7.
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8. Ho H.C., Ng M.H., Kwan H.C., Chau J.C. Epstein—-Barr-virus-specific IgA
and IgG serum antibodies in nasopharyngeal carcinoma. Br. J. Cancer. 1976; 34:
655-60.
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YTBEPXKJIAIO

00 «JINAKOP»
| EJO. Toxryr

0» wrous 2023 r.

AHAJIUTHYECKHE INACTIOPTA HA MEJULIUHCKOE
NU3AEJHE

HaGop pearentos «JIngnaé Amyp EB VCA IgA» ans xa4yeCTBEHHOTO
onpeaeNieHUs HMMYHOroOynuHoB Kinacca A (IgA) k KanCHAHOMY aHTHTEHY
Bupyca Omurefina-bapp (EBV VCA) B cbiBOpOTKE H MJ1a3M€ KPOBH 4eNlOBeKa
MEeTo0M HMMYHOXeMHIIOMUHecHeHTHoro aHanu3a (UXJIA) Ha aHanH3aTope
aABTOMATHYECKOM KMMyHOXEMHJIIOl\;HHeCueHTHOM «JIupnab Amyp» ans
JMarHOCTHKH in vitro o TV 21.20.23 - 251-65614693-2022

2023
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MOKop

TY 21.20.23 - 251-65614693-2022

PY Ne
Ne cepun

YcioBua xpanenun: npu Temneparype ot +2 xo +8 °C B Teuenne 12 mecsues.

20230601

000 «JIMAKOP»
Ten.: 8 (800) 500-71-28

marketing’@leadcore.ru, www.leadcore.ru

AHAJIUTUYECKHUH MMACIIOPT

HaGop pearentoB «JIuanaé Amyp EB VCA IgA» nis kauecTBeHHOT0
onpeaejieHHss HMMYHOra06ya1nHoB Knacca A (IgA) k kKancHAHOMY aHTHreHY
BHpyca InurteiiHa-bapp (EBV VCA) B cbIBOpoTKe H NJ1a3Me KPOBH
4Ye/JI0BEKAa METOJI0M HMMYHOXeMHAIOMHHecueHTHoro aHaausa (UXJIA) na

aHaJIM3aTope aBTOMaTHYECKOM HMMYHOXEeMH/JIIOMHHecLleHTHOM «JInanab
AMYp» 1JISl AHArHOCTHKH in vitro no TY 21.20.23-251-65614693-2022

Ha6op pearentoB Ha 100 TectoB

Kar. Ne C88011A

3aMopaXkuBaHHe He A0NYCKAETCH.

JlaTa u3roroBjieHus
Iloaen ao

05.06.2023
05.06.2024

KPbILLKH, § WT.

JU1s Kamepbl ¢ peareHToM R

Hduamerp: 19+ | MM

HaumeHoBaHue Onucauue XapakTepHCcTHKH PesyabTart
KOMIIOHEeHTa KOHTpO/A
XapakTepHcTHKa
TexHHUeCKHE XaPaKTEPHCTHKH
Boicota ¢ kpbliukoii: 65 | CoorsetcTayer
MM £ 2 MM
BricoTa Ge3 ropnsiwka:
1. KapTpumk ~ 2 wit., kaxablii 3 KOTOPbIX COAEPKMUT: 54+2 MM
LupuHa: 88 MM + 2 MM
TonuwwHa: 28,7 mm £ 2
MM
1.1 [TapaMarHuTHbIE MHKPO4aCTHLbI, Xnakocts, conepxawias | CooTseTcTByeT
PeareHT napamarnuTHix | TOKPBITbIE KANCHIHBIM QHTHIEHOM MHMKpPOYaCTULLbI pH=17,53
mukpoyactuu (R1), 3,5 VCA supyca dnuwreitna-Bapp, 0,05 | KOpHuHeBOro uBeTa, 6e3
ma/yn. % ProClin 300 XNONLEB, CrYCTKOB H
NOCTOPOHHUX BKJIIOYEHHH
pH = 7,5+£0,2
1.2 MbiwuHbIe aHTUTENA K [gA BecusetHas npospauHas | CooTBercTByeT
Pearent meuensix 4eJloBeKa, MeueHHbIe 3PUpoM KHAKOCTH 6e3 ocanka u pH =701
anturen (R2), 6,5 ma/yn. akpuaunuus, 0,05 % ProClin 300 Xnonses
pH = 7,0£0,2
L.3. | pearent 1N passeseHHa QocdatHbiit 6ydep, 0,05 % ProClin | Becusernas npospaunas | CooTBeTcTByeT
06pasuos (R3), 6,5 300 WHNAKoCcTh 6e3 ocazka 1 pH = 7,06
ma/yn. XJIONbEB
pH =7,0£0,2
2. Kanu6parop 1 (CAL1), | TPUC Gydep c BCA, 0,05% ProClin | BecusetHas npospaunas | CooTseTcTayeT
1,0 Ma/¢nakoH — 1 wr. 300 *uakocTh 6e3 ocaska u pH =748
3. ChiBOpOTKa KPOBH YenoBeka, Xyonees CooTBeTcTByeT
cozepxkaluas IgA k kancuaHoMy pH =7,5+0,2 pH = 7,49
antureny VCA Bupyca dnwreiina- | BbICOTa: 48,5 MM 2 mm
Kanubpatop 2 (CAL2), Bapp & TPUC Gydepe c BCA. 0,05% upuHa: 10,7 MM £ 2 MM
1,0 ma/dnakon — 1 wr. ProClin 300 BeicoTa Kp::KHZ 7,8+ 1
HOuamerp kpbiwku: 12,7 +
1 MM
4, [Mapoun3zonsaunonHbie Bricota: 11+ 1 MM CootsetcTBYyeT
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000 «MNOKOP»

” |/I KO Ten.: 8 (800)500-71-28
marketirm@]leadcore.ru, www.leadcore.ru

Bbicota: 11\ % Jvm CootBetcTByeT
[NA Kavep C Jpyrumuy peareHTamm 7
5. VHCTpYKLMA No NpuMeHeHWto, 1 L. CootBeTtcTBYET
DYHKUMOHASIbHbIE XapaKTePUCTUKM
ANoOIIT4eCKas onpefensieTcst Nno CTaHAAPTHONM MaHe N NOMOXKUTENbHbIX CoortBeTcTBYET
UyBCTBUTE/IBHOC Tb 06pa3uoB NpeanpuaThs, cogepkalmx IgA K KarncugHomy 100%

aHTureHy VGA Buipyca dnwiteliHa-bapp (COM™-EB VGA IgA),
KaK NMpOLEHTHOE CoZepXKaHne MosoXUTENbHbIX 06pa3LioB,
OorpefenieHHbIX HabopOM KaK MOIOXKUTENbHbIE, 1 COCTaB/IAET

100%
AHanmyeckas onpeaensieTcs No CTaHAApPTHONM NaHenm oTpuuaTe/bHbIX 06pasuos  COOTBETCTBYET
CreLyIgYHOC T MPeanpuaTUs, He cogepxatlyx IgA K KancuaHoMy aHTUreHy 100%

VGA Bupyca InwteiiHa-bapp (GOO'-EB VGA IgA), kak
NPOLIEHTHOE COAEPXKaHVe OTpMLaTe bHbIX 06Pa3LIoB,
onpefeneHHbIX HAboPOM Kak OTpuLATENbHbIE, M COCTaBNSET

100%.
["peLYBMOHHOC T CooTBeTCTBYET
MoBTOPsAEMOCTb Koa(hpmumeHT Baprauum GV < 8 % 3,27 %
BocnpounssoanmocTb KoathmumeHT Bapuauum CV < 8 % 2,74 %

TpaHcnopTUpoBaHue: TPaHCTIOPTMPOBAHWE M3AENUIA [0 KOHEYHOro MOTPe6UTENsl Ha BCEX
aTanax [O/KHO TMPOM3BOAUTLCS BCEMM BMAAMM  TpaHcropTa  (BO3AYLUHbIA,  BOAHbIA,
YKeNe3HOJ0POXHbI, aBTOMOBW/IbHBINA) B KPbITIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBUW C
MpaBuUiami MepeBo30K, AENCTBYHOLLMMI Ha TPaHCMOpPTe JaHHOTO Byda MpY TemnepaTtype oT +2
[0 +8 °C C COG/HOAEHMEM XO/OAOBON LIEM B TeueHWe 12 AHeil. He noagsepratb A MTENbHOMY
BO3AEVCTBMIO Tensa, BMarW, MPsMbIX COMHEYHbIX Nydyeil. He nogsepraTb ANUTENbHOMY
BO3/ECTBMIO Ten/a, Bnary, NpsiMbIX COMHEYHbIX Nydeld. 3aMopakmBaHe HaGopa peareHToB He
nonyckaeTcs. TpaHCMOPTVPOBaHME W3AENNIA [OMKHO OCYLLECTBNATLC B TEPMOKOHTE/Hepax
O[]HOPA30BOT0  MO/b30BaHUS COAEPXKALLMX  XNTaf03NEMEHTLI, WM B  TEPMOKOHTE/HEpax
MHOFOKPATHOTO MPUMEHEHUS C aBTOMATWMYeCKW TMOfAePXKVMBaeMOi TEeMMepaTypon Wi B
aBTopedpvKepaTopax C MCMo/ib30BaHEM TEPMOUHAMKATOPOB. V3aenus, TpaHCNopTUPOBaHHbIE
C HapyLLEHVeM TEMMNEPATYPHOTO PEXVIMA, MPUMEHEHMIO HE MOZJIEXaT.

3aksntoyeHve: KayecTBO pacthacOBKW, KOMI/IEKTHOCTb, MapKMPOBKA, YMakoBKa, MOKasaTenv
KauecTBa «Habopa peareHToB «J/ngnad Amyp EB VGA IgA» A1 Ka4eCTBEHHOrO OnpeseneHus
MMMyHOr106ynmHoB Knacca A (IgA) K KancuaHoMy aHTWUreHy Bupyca dnwiTeliHa-bapp (EBV
VGA\) B CbIBOPOTKE U M/1a3Me KPOBM Ye/ioBeka METOLOM UMMYHOXEMUTIOMUHECLLEHTHOIO aHanm3a
(MXNA) Ha aHanM3aTope aBTOMaTUYECKOM VMMYHOXEMUTIOMUHECLIEHTHOM «JTngnab Amyp» ois
AMarHoCcTUKKM in vitro no TY 21.20.23 - 251-65614693-2022» COOTBETCTBYIOT TpeboBaHNAM TY
21.20.23 - 251-65614693-2022.

[ata Bbigaun nacropta: 20.06.2023

3aBeAyHOLINIA NPOVN3BOACTBOM MatuH M.H.
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MOKOP

TY 21.20.23 - 251-65614693-2022

PY Ne
Ne cepun

20230602

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

AHAJIUTUYECKHUM MMACIIOPT

Ha6op pearentoB «JIuana6 Amyp EB VCA IgA» aiis KauecTBEHHOT0
onpeaejieHHss MMMYHOr 106y iMHOB Kaacca A (IgA) K KANICHAHOMY aHTHIeHY
Bupyca InwreiiHa-bapp (EBV VCA) B cbIBOPOTKe H IJ1a3Me KPOBH
Yye/ioBeKa METOI0M HMMYHOXeMHIIOMHHeceHTHoro aHaau3a (UXJIA) Ha

aHA/IM3aTOpe aBTOMAaTHYeCKOM HMMYHOXeMH/IIOMHHeCLEHTHOM «JInanab
Amyp» aist AHarHocTUKH in vitro no TY 21.20.23-251-65614693-2022

HaGop pearenToB Ha 100 TecTos

Kat. Ne C88011A

JlaTa H3roroBneHus
Tonen ao

YcaoBus xpanenusi: npu temneparype ot +2 10 +8 °C B Teuenne 12 mecsiuen.
3amopaxuBaHHe He JONyCKaeTcs.

06.06.2023
06.06.2024

KpbIWKH, 8 wWT.

A7A Kamepbl ¢ peareHToM R1

HOuametp: 19+ | MM

HaumeHoBaHHe Onucanne XapaxkTepHCTHKH PesyabTart
KOMIOHEHTa KOHTPOJA
XapakTepHcTHKA
TexnuueckHe XapaKTepPHCTHKH
BricoTa ¢ kpbiwuxoi: 65 CootBeTtcTBYET
MM £ 2 MM
BsicoTa 6e3 ropnbiuuka:
1. KapTpuax — 2 WT., kaXAblfi H3 KOTOPLIX COAEPXKHT: 54 £2 MM
[lIupuHa: 88 MM £ 2 MM
Tonwmua: 28,7 MM £ 2
MM
1.1. [MapamarsuTHble MHKPOYacTHLIbI, Xuznkoctb, conepxawas | CooTBeTCTBYET
PeareHT napaMarnuTHbix | MOKPLITBIE KANCHAHBIM aHTUTEHOM MHUKPOUACTHLbI pH=17,58
mukpouactuu (R1), 3,5 VCA supyca Onuureiina-bapp, 0,05 | KOPHYHEBOTO LBCTA, be3
Mnlyn, % ProClin 300 XJI0MbeB, CTYCTKOB H
MOCTOPOHHHMX BKIIOUEHH
pH = 7,5+0,2
1.2 MbiwnHble aHTHTENA K IgA BecuseTHas npospaunas | CooTBeTCTBYeT
PeareHT MeueHbIX yesloBeKa, MeYeHHble IGHpOM XHAKOCTb 6e3 ocanka u pH=17,05
antuten (R2), 6,5 ma/yn. akpuaunns, 0,05 % ProClin 300 Xnonses
pH = 7,0£0,2
L.3. | pearent 409 passenenys DocoatHbiii 6ydep, 0,05 % ProClin | Becusetnas npo3pauHas | CoOTBETCTBYeT
o6pauos (R3), 6,5 300 ®HUAKOCTb 6e3 ocanka u pH=7,04
XJ10MbEB
Ma/yn. pH = 7.040,2
2. Kanu6parop 1 (CAL1), | TPUC 6ydep c BCA, 0,05% ProClin | Becusetnas npospauHas | CooTBeTcTByeT
1,0 mn/dnakos ~ 1 wT. 300 KUAKOCTB 6e3 ocanka U pH=175
3. CbiBOpPOTKa KpOBH HeNOBEKA, Xxjaonbes CootseTcTBYET
comepxauwas IgA k KancuaHomy pH =7,520,2 pH =17,52
anuTHreny VCA Bupyca JnwteiHa- Bhicora: 48,5 MM £ 2 MM
Kanubparop 2 (CAL2), Bapp 8 TPUC Gydepe ¢ BCA, 0,05% WWwupuna: 10,7 Mh'd + 2 MM
1,0 ma/dpnakon — 1 wT. ProClin 300 BeicoTa Kp:lhldJKH. 7.8+ 1
JdunameTp Kpblwiku: 12,7 =
1 MM
4. [Mapon3onaunonubie Bbicota: 11 £ 1 MM CooTBeTcTBYET

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




000 «JIMOAKOP»

I'"/I KO Ten.: 8 (800) 500-71-28
. marketing/@leadcore.ru, www.leadcore.ru

Beicota: 11 £ 1mMm CootBeTcTByeT

N% Kamep C APYTHMH peareHTamu
A pc apy P Ouametp: 16 £ | MM

5. HHCcTpyKUMa no npuMeHeHuto, | wr. CooTBeTcTBYET
PyHKUHOHANbHbIE XaPAKTEPHCTHKH

Ananumuyeckan onpefenseTca No CTAHAAPTHON NaHeNU NOAOKHTENBHLIX CooTBercTBYET
yygcmeumenasHocms o6pa3uoB NpeANpUATHA, coaepkallux IgA K kancHaHoOMy 100%

anturedy VCA Bupyca Dnwreitna-bapp (COIT'-EB VCA IgA),
KaK NpoLEHTHOE coaeplKaHne NONOXKHTENbHbIX 00pa3LoB,
onpeneneHHbIX HaGOPOM Kak NONOKUTENbHbIE, U COCTABNAET

100%
Anarumuveckan onpeaenseTca No CTaHAApTHOM naHenu oTpHuaTtenbHbIx obpasuos | CooTsercTByeT
cneyugpuyurnocms NpeaAnpUATHA, He coaepx)awux IgA K KanCHIHOMY aHTHTEHY 100%

VCA Bupyca Dnwrteitna-bapp (COIT-EB VCA IgA), kak
NPOLEHTHOE CoaepikaHne OTpHUATENbHBIX 00pa3Los,
onpezaeneHHbIx HaGOPOM kaKk OTpHUATENbHbIE, U COCTABNAET

100%.
Hpeyusuonnocme CooTseTtcTByeT
[NosTOpAeMocThb ko3¢ duunent Bapuauun CV <8 % 2.85%
Bocnpon3soaumocTs ko3¢ duuuent Bapuaunn CV<8% 1,99 %

TpancnoprupoBanue: TpaHCNopTHpPOBaHWE H3AENWI 10 KOHEYHOro NOTpPeOHTENs Ha BCeX
3Tanax [AO/DKHO NpPOU3BOAMTLCA BCEMH BWAAaMHM TpaHcnopta (BO3AYIUHBIA, BOAHBIH,
XKeNe3HOAOPOXKHBIH, aBTOMOOHLHBIA) B KPBITHIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBHH C
npaBKaMy NEpPeBO30K, AEHCTBYIOWMMHY Ha TPAHCMOPTE JaHHOTO BMAA MpH TeMnepartype oT +2
10 +8 °C ¢ cobnoaeHneM xonoaoBoi uenu B TeyeHue 12 axeil. He nmoaseprare AnuTENbHOMY
BO3JCHCTBHUIO TeEMaa, Bjiard, nNpaMbIX COAHe4YHbIX nyuyeid. He noasepraTte anuTebHOMY
BO3EHCTBHIO TENNA, BAAru, NPAMbIX COMHEYHbIX Nyyeii. 3amopakuBaHue Habopa pearentos He
aonyckaetcs. TpaHCOPTHPOBaHWE HM3/AENHA QOMKHO OCYLIECTBAATLCA B TEPMOKOHTEHHEpax
OJIHOpa3oBOrO MOJbL3OBAHHUA COAEPXKALIMX  XJAAOEMEHTHl, WK B TEPMOKOHTEHHEpaX
MHOTOKPaTHOrO TpPHMEHEHUA C aBTOMATHYECKH MOMIEPXKHUBAEMOH TEMNEpaTypoih HIH B
aBTopedpHrkepaTopax ¢ UCMONL3OBAHUEM TEPMOUHANKATOPOB. M3aenus, TpaHCNOPTHPOBaHHbIE
C HapyWEHHEM TEMNEPATYPHOTO peXMMa, MPUMEHEHHIO HE MOANEXKAT.

3akatouenne: KauecTBo pacdacoBkH, KOMMIEKTHOCTb, MapKHpOBKa, YNaKOBKa, Mnoka3sarenv
kayecTBa «Habopa pearextos «J/luana6 Amyp EB VCA IgA» ans kauyecTBEHHOro onpeaeneHus
UMMYyHoTn00ynHOB Knacca A (IgA) K KancHAHOMY aHTHreHy Bupyca OnuireitHa-bapp (EBV
VCA) B cbIBOPOTKE M MJ1a3M€ KPOBH HEJIOBEKA METOL0M HMMYHOXEMHIIOMUHECLIEHTHOrO aHaNlu3a
(UXJIA) Ha aHann3aTope aBTOMaTH4ECKOM MMMYHOXEMHIIOMHUHECUEHTHOM «Jlnanab AMyp» ans
AUArHOCTHKH in vitro no TY 21.20.23 — 251-65614693-2022» cootseTcTBylOT TpeboBatuam TY
21.20.23 - 251-65614693-2022.

Jarta Bbigaun nacnopra: 20.06.2023

3apeaytouinid NpoU3BOACTBOM Matuxs M.H.

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




TexHnYecKne xapakKTepucTuKn
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NNAKOP

000 «JINOKOP»

Ten.: 8 (800) 500-71-28
marketirm@leadcore.ru, vvwwJeadcore.ru

AHANTNTUNYHECKUM MACIOPT

Habop peareHToB «Jlngnaé Amyp EB VCA IgA» ana KayeCTBEHHOro
onpegeneHna nMmyHornobynnHos knacca A (IgA) K KarncugHoMy aHTUreHy
BMpyca AnwTeriHa-bapp (EBV VCA) B CbIBOPOTKE U N1a3mMe KpoBU
yesioBEKa MeTOAOM MMMYHOXeMUAKOMUHecUeHTHOro aHanusa (MXJ1A) Ha
aHa/In3aTope aBTOMaTUYeCKOM MMMYHOXEMUTIOMUHECLLIEHTHOM «J1ngnab
AMyp» 4115 AUarHoCTUKK in vitro no TY 21.20.23-251-65614693-2022

TY 21.20.23 - 251-65614693-2022

PY Ne
Ne cepumn

20230601

Hab6op peareHToB Ha 200 TecToB

KaT.NeC88011A

YCnoBusa xpaHeHMs1: Npu TemnepaType oT +2 1o +8

HanmeHoBaHMe
KOMMOHEHTa
XapakTepuctnka

OnwucaHne

KapTpymk - 4 WT., KKAbIA U3 KOTOPbIX COAEPXKNT:

PeareHT napamarHUTHbIX
mukpoydactuy, (R1), 3,5
w/yn.

PeareHT mMeyeHbIX
aHtuten (R2), 6,5 mnfyn.

PeareHT ong passefeHns
o6pasuos (R3), 6,5
wi/yn.
Kanmépatop 1(CAL1),
1,0 Mn/chnakoH - 2 wi.

Kanubpatop 2 (CAL2),
1,0 mn/pnakoH - 2 u.

MNapon30naLUMOHHbIE
KPbILWKK, 16 Wi,

MapamarH1THbIE MUKPOYACTULbI,
MOKPbITbIE KArCUAHbIM aHTUrEHOM
VCA Bvpyca 3nwuTeliHa-bapp, 0,05
% ProClin 300

MbILMHbIe aHTUTeNa K IgA
YenoBeKa, MeyeHHble 3(hMpoMm
akpugnHua, 0,05 % ProClin 300

docatHbIli 6ydep, 0,05 % ProClin
300

TPUC 6ydep ¢ BCA, 0,05% ProClin
300
CbIBOPOTKA KPOBM YE/OBEKA,
cofepxallan IgA K KancugHomy
aHTureHy VCA Bupyca SnwuteliHa-
Bapp B TPUC 6ydepe ¢ BCA, 0,05%
ProClin 300

LA Kamepbl ¢ peareHTom RL

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

[Jata nsrotosneHuns
lrogeH go

B TeueHue 12 MecsLeB.

XapaKTepucTnUKu

BbIcoTa € KpbILLKOiA: 65
MM £ 2 MM
BhbicoTa 6e3 rop/biLLKa:
54+ 2 Mm
LLinpuHa: 88 MM = 2 MM
TonwyHa: 28,7 Mm + 2
MM
XKnakocTb, cofiepkallian
MMKpPOYaCTULbI
KOpPWYHEBOrO LiBeTa, 6e3
XJ/10MbeB, CrYCTKOB U
MOCTOPOHHMX BK/HOYEHMIA
pH = 7,510,2
BecuBeTHas npo3payHas
XMOKOCTb 6e3 ocaaka
X/10MbeB
pH = 7,0+0,2
BecupeTHas npo3payHas
XunaKocTb 6e3 ocagka v
XJ/10MbEB
pH = 7,0+0,2
BecupeTHas npo3payHas
XMAKOCTb 663 0cafKa u
X/10MbEB
pH = 7,5+0,2
Bbicota: 48,5 MM £ 2 MM
LLvpuHa; 10,7 MM+ 2 MM
BbicoTa KpbilKku: 7,8 + 1
MM
JunamveTp Kpblku: 12,7+
1mm
Bbicota: 11 + 1 MM
Oviavetp: 19+ 1mMm

05.06.2023
05.06.2024

PesynbTar
KOHTPO/IA

CootBeTtcTBYET

CootsetcTByeT
pH =757

CootBetcTByeT
pH =711

CootsercTByeT
pH = 7,08

CootsercTByeT
pH =751
CootBeTcTBYET
pH =753

CootsetcTByet



000 «JIMAKOP»

I'"/I KO Ten.: 8 (800) 500-71-28
: marketing/«@leadcore.ru, www.leadcore.ru

BeicoTta: 11 £ ImMm CooTBeTcTBYET

AN Kamep ¢ ApyTHMH peareHTamu
pcapy P JnameTtp: 16 £ 1 Mm

S. MHCTPYKUHA 1O NPUMEHEHHIO, | WT. CooTBeTcTBYET
QOyHKUHOHAAbHDIE XaPAKTEPHCTHKH

Anaarumuveckan OnpeaeNAeTCA Mo CTaHAAPTHON NaHENH NONOKHTENbHBIX CootBetcTBYET
yygcmeumeabHocms o6pa3uoB NpeANpUATHA, coaepkallnX IgA k kancuaHoOMy 100%

aHtureny VCA supyca DnwteitHa-bapp (COIT'-EB VCA IgA),
KaK NpoUeHTHOE coleprkaHHe NONOXUTENLRbIX 06pa3iLos,
onpeneneHHbIX HAGOPOM Kak NONOKUTENbHbIE, U COCTABNACT

100%
Anaaumuveckan onpejenseTcs No cTaHAApTHOM NaHe I OTpHUATENbHbIX 00pa3uos | COOTBETCTBYET
cneyuguurocms npeanpUaTHA, He coaepxaluux IgA K KancUAHOMY aHTUrEHY 100%

VCA Bupyca Dnwrteitna-bapp (COIT-EB VCA IgA), kak
NPOLEHTHOE cojepxkaHue OTpULAaTe bHbIX 06pa3LoB,
onpesaencHHbIX HAOOPOM Kak OTpUUaTENbHbIE, H COCTABAAET

100%.
Mpeyusuonnocme CooTBeTcTBYET
[TosTopsemMocThb koa¢pduumnenT Bapuauun CV <8 % 3,61 %
Bocnpon3soaumMocTsb ko3¢ duunent Bapuauun CV <8 % 2,89 %

TpaucnoprupoBanne: TpaHCOpPTUpPOBaHME HM3AENKA 10 KOHEYHOro noTpebuTens Ha Bcex
3Tanax JAO/DKHO NPOW3BOAMTLCA BCEMM BHIaMM  TpaHCNopTa (BO3AYWIHBLIA., BOIHbBIR,
KENE3HOLOPOXKHDIH, aBTOMOOUNbLHBIA) B KPBITLIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBHH C
npaBuiaMy NepeBo3ok, AEHCTBYIOIMMHU Ha TPaHCNOPTE AAHHOTO BWAA NpH TemnepaType or +2
a0 +8 °C ¢ cobnoaeHuem xononosoit uenu B Teyenue 12 aHed. He noaseprath AnuTensHOMy
BO3AEACTBHIO TENJa, BJIarH, TNPAMBIX CONIHEHWHBIX Jyudei. He noasepraTh ANWTENbHOMY
BO3€WCTBHIO TENNA, BJAry, NPAMbIX COJHEUYHbIX Nyueil. 3amopaxkuBaHue Habopa pearentos He
aonyckaetcs. TpaHCMOPTUPOBAHWE HM3AENUIA TOJKHO OCYILECTBAATLCA B TEPMOKOHTEHHEpaX
OJHOPa30BOr0 MOJIb30BAHHA COAEPXKALUMX XJAA03NEMEHTbl, HIH B TEPMOKOHTeHHepax
MHOTOKpPaTHOrO MNPUMEHEHHSs C aBTOMATHYECKH TNOAACPKUBAEMOH TeMMepaTrypoit nau B
aBTopedpHKepaTOpax ¢ MCNONbL3OBAHWEM TepMOUHAMKaTOpOoB. HM3aenms, TpaHcnopTHpoBaHHble
€ HapylLLIEHHEM TEMIEPATYPHOTO PeXXHUMa, MPHUMEHEHHUIO HE MONIEXAT.

3akaouenne: KauectBo pacdacoBkH, KOMMIEKTHOCTb, MapKHpOBKa, YNaKoBKa, NnokKa3arenu
kauectBa «Habopa pearentos «Jluanab Amyp EB VCA IgA» ans kauecTBEHHOro onpeaeneHus
uMMyHorao6yauHoB knacca A (IgA) K kancuaHoMy aHTHreHy Bupyca Jnuwredina-bapp (EBV
VCA) B cbIBOPOTKE H N1a3Me KPOBH HEIOBEKA METOA0M HMMYHOXEMHIIOMHHECLIEHTHOrO aHanu3a
(UXJIA) Ha aHanu3aTope aBTOMaTHYECKOM MMMYHOXEMHTIOMUHECLEHTHOM «Jlnanab Amyp» ans
ANarHocTHkH in vitro no TY 21.20.23 — 251-65614693-2022» cooteeTcTBYIOT Tpeboanusam TY
21.20.23 - 251-65614693-2022.

Jara Bbiaauu nacnopra: 20.06.2023

3aBeaylouni NPOU3BOACTBOM Matun M.H.

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




TexHNYecKue XxapaKTepucTUKN
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nMaKop

000 «JIMAKOP»

Ten.: 8 (800) 500-71-28
marketina@ leadcore.ru, wwvv.leadcore.ru

aHaANTNYECKNMNNN nacnopT

Habop peareHToB «Jlugnaé Amyp EB VCA IgA» /18 KayeCTBEHHOr0
onpeaeneHna MMMyHorsio6ynnHoB knacca A (IgA) K KancugHoMy aHTUreHy
Bupyca dnwTteinHa-bapp (EBV VCA) B CbIBOPOTKE 1 Nna3Me KPoBU
yesioBeKa METOLOM MMMYHOXEMUKOMUHECLLeHTHOro aHanusa (MXJ1A) Ha
aHanmsartope aBTOMaTU4eCKOM MMMYHOXEMUIOMUHECLLEHTHOM «J1ngiab
Amyp» Ona gnarHocTMKK in vitro no TY 21.20.23-251-65614693-2022

TY 21.20.23-251-65614693-2022

PY Ne
Ne cepun

20230601

Habop peareHToB Ha 500 TecToB

KaT.NeC88011A

YCNnoBuA XpaHeHUsa: nNpu TemnepaTtype oT +2 4o +8

HavnmeHoBaHMe
KOMMOHEHTa
XapakTepuctmka

OnwucaHue

KapTpymk - 10 WIT., KaXKabIiA U3 KOTOPbIX COAEPXMT:

PeareHT napamarH1THbIX
mukpodactul (R1), 35
mn/yn.

PeareHT MeyeHbIX
aHtuTen (R2). 6,5 mnlyn.

PeareHT ons passefieHust
o6pasuos (R3), 6,5
m/fyn.
Kannéparop 1(CAL1),
1,0 mn/thnakoH - 5 L.

Kannépartop 2 (CAL2),
1,0 mn/chnakoH - 5 wi.

[Mapon3onaLnoHHbIe
KPbILWKK, 40 L.

MapamarHWTHble MUKPOYaCTULbI,
MOKPbITbIe KaNCUAHbIM aHTUTEHOM
VVCA Bupyca 3nweiiHa-bapp, 0,05
% ProClin 300

MbILWKWHble aHTMTeNa K IgA
YesioBeKa, MeYeHHble 3hpoM
akpuamHua, 0,05 % ProClin 300

docatHbIli Bydep, 0,05 % ProClin
300

TPUC 6ydep ¢ BCA, 0,05% ProClin
300
CbIBOPOTKA KPOBU YernoBeka,
cogepxallas 1gA K kancugHomy
aHTureHy VCA Bupyca SniuteiiHa-
Bapp B TPUC 6ydepe ¢ BCA. 0,05%
ProClin 300

LA Kamepbl ¢ peareHTom RL

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

Jata usrotosneHus
"ogeH go

B TeueHMne 12 MecsLeB.

XapaKTepucTmKm

BbicoTa C KpbILLKOW: 65
MM £ 2 MM
BbicoTa 6e3 rop/bILLKa:
54+ 2 Mm
LLinpnHa: 88 MM + 2 MM
TonwpHa: 28,7 Mm £ 2
MM
KnakocTb, cofiepalLian
MMKpOYaCTMLLbI
KOpWYHEBOro LiBeTa, 6e3
XJ/10MbEB, CrYCTKOB U
MOCTOPOHHUX BK/IHOUEHWIA
pH - 7,5+0,2
BecuBeTHas npo3payHast
XMOKOCTb 6e3 ocafKa u
X/10MbEB
pH = 7,0£0,2
BecuBeTHas npo3payHas
YXMOKOCTb 6e3 ocaaka u
X/0MbEB
pH = 7,0+0,2
BecuBeTHas npo3payHast
XMUOKOCTb 663 ocaaKa
X/10MbEB
pH = 7,5+0,2
BbicoTa: 48,5 MM £ 2 MM
LLvpuHa: 10,7 MM = 2 MM
BbicoTa Kpbiwku: 7,8 + 1
MM
Junamvetp Kpbiwku: 12,7 +
1Mm
Bbicota: 11+ 1mm
Ovawvetp: 19+ 1mwm

05.06.2023
05.06.2024

PesynbTtar
KOHTpONS

CootBeTcTBYET

CootsetcTByeT
pH = 7,57

CootBetcTByeT
pH =711

CootsertcTByeT
pH = 7,08

CootsercTByeT
pH =751
CootBeTcTBYET
pH =753

CootBeTcTBYET



000 «JINAKOP»

]'I I/I KO Ten.: 8 (800) 500-71-28
markctirm@Ileadcore.ru, \vw\v.leadcore.ru

Bbicota: 11+ Imm CooTBeTcTBYET
L1 Kamep C Apyrumiy peareHTamm Avaverp: 16+ 1
5. VIHCTpYKLMA MO NpyMeHeHMIo, 1 L. CootsetcTByeT
PYHKLMOHa/IbHBIE XapaKTepUCTUKN
AHan/mdeckan onpegenseTcs no CTaHAapPTHON MaHenn NoMOXMTENbHbIX CooTBeTcTBYET
YyBCTBUTE/LHOC TH 06pasLoB NpeanpuaTHa, cogepawmx IgA K kancugHomy 100%

aHTureHy VCA Bupyca dnuwiteitHa-bapp (COMM-EB VCA IgA),
KaK MPOLIEHTHOE COZlEPXKaHme NOMOXKMTENbHBIX 06pasLioB,
onpefeneHHbIX HabopoM KaK MOMOXUTENbHbIE, U COCTaB/SET

100%
AHanTueckas OonpeaenseTcs Mo CTaHAapTHOM NaHesn oTpuuaTe/bHbIX 06pasLoB  COOTBETCTBYET
CreLmYHOC T NpeanpuaTKs, He cogepxkalimx IgA K KancugHoMy aHTUreHy 100%

VCA Bupyca InwwteiiHa-bapp (COIMT-EB VCA IgA), Kak
MPOLEHTHOE COAePXKaHWe 0TpULATENbHBLIX 06Pa3LoB,
onpeaeneHHbIX HAb0POM Kak OTpuLATENbHbIE, M COCTaBNSET

100%.
["pelyBMOHHOCTH CooTBETCTBYET
MoBTOPSEMOCTb Koa(hpmumeHT Bapuauum CV < 8 % 361 %
Bocnpoun3soanmMocTb KoathmumeHT Bapuauum CV < 8 % 2,89 %

TpaHcnopTupoBaHue: TPaHCNOPTUPOBAHME M3AENWIA 10 KOHEYHOro MOTPe6buTens Ha BCEX
aTanax [O/KHO TMPOM3BOAUTLCS BCEMM  BWAAMM  TpaHcnopTa  (BO3AYLLHbIA,  BOAHbINA,
KENEe3HO0POXKHbIV, aBTOMOBW/bHBIN) B KPbITbIX TPAHCMOPTHBLIX CPEACTBAaX B COOTBETCTBUN C
MpaBMaM1 MePeBO30K, [AECTBYHOLLIMIA Ha TPAHCMOPTe AaHHOTO BUAA MpWU TemnepaType oT +2
[0 +8 °C C CO6/MHOAeHNEM XO/OA0BOI Lienn B TeueHue 12 fHeil. He nogsepraTb ANWTeNbHOMY
BO3AEMCTBMIO Temna, Bnark, MpsMbIX COMHEYHbIX /ydyeidl. He mogsepratb AMTeNbHOMY
BO3AECTBMIO TeM/a, BNary, MpsiMbIX CONHEUHbIX Myyeld. 3aMopaXvBaHMe Habopa peareHToB He
[onyckaetcs. TpaHCropTUPOBaHWE W3AENUIA [O/MHKHO OCYLLECTBNSTLCS B TEPMOKOHTEHepax
O[JHOPa30BOrO  MO/b30BAHUS  COAEPXKALLMX — X/1afo3/IeMeHTbl, WM B  TEPMOKOHTeHepax
MHOTOKPAaTHOrO0 MPUMEHEHNS] C aBTOMATUYECKW TOAEPKMBAEMOl/ TemnepaTypoii Wi B
aBTOpedpMKepaTopax C UCrMob30BaHMEM TEPMOMHAMKATOPOB. V3aenus, TpaHCNopTMPOBaHHbIE
C HapyLLEeHVeM TeMMNepaTypHOr0 PEXVMA, NPUMEHEHMIO He NOJJIEXaT.

3akntoyeHme: KayeCcTBO pacaCcoBKW, KOMIMJ/IEKTHOCTb, MapKMPOBKA, YMakOBKA, MOKas3aTesiv
KauecTBa «Habopa peareHToB «/Ingnab Amyp EB VCA 1gA» [ KaueCTBEHHOIO OnpeseneHus
UMMyHornobynmHos knacca A (IgA) K KancuaHoMmy aHTUreHy Bupyca dnwiTerHa-bapp (EBV
VVCA) B CbIBOPOTKE ¥ Nna3me KPoBY YesioBeka METOAOM MMMYHOXEMUTIOMUHECLIEHTHOMO aHanm3a
(MXNA) Ha aHa/IM3aTope aBTOMATUHECKOM MMMYHOXEMUTFOMUHECLIEHTHOM «J11a1ab Amyp» 45ia
AMarHocTuky in vitro no TY 21.20.23 - 251-65614693-2022» COOTBETCTBYHOT TpeboBaHUAM TY
21.20.23 - 251-65614693-2022.

[ata Bbigaun nacnopta: 20.06.2023

3aBeqytoLMin NPoN3BOACTBOM MaTtuH M.H.

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



fmpaKop

AHAJIUTHYECKHUHA NMACNOPT

HaGop pearentoB «JInanaé Amyp EB VCA IgA» nast kauecTBEeHHOIo
onpeaejeHHss MMMYHora00yanHoB Kaacca A (IgA) kK KancHIHOMY AaHTHIeHY
BHpyca Jnuwtetina-bapp (EBV VCA) B cbiBOpoTKe H IJ1a3Me KPOBH

YeJI0OBeKa MeET0OA0M HMMYHOXEMHJIIOMHHECLICHTHOI0O aHAJIN3a ("

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

marketing/@leadcore.ru, www.leadcore.ru

A) Ha

aHa/IH3aTope aBTOMATH4YeCKOM MMMYHOXeMH/JIIOMHHecLeHTHOM «JInanab
AMYp» AN AMATHOCTHKH in vitro no TY 21.20.23-251-65614693-2022

TY 21.20.23 - 251-65614693-2022

Ha6op pearexTos na 1000 TectoB

PY Ne Kart. Ne C88011A
Ne cepun 20230601 JlaTa H3roToB/IeHHA 05.06.2023
I'ogen no 05.06.2024

Ycia0BHA XpaHeHHA: NpH TemnepaTtype oT +2 10 +8 °C B TeueHne 12 mecsiues.

3amopamnnanue HE JONYCKAETCH.

HaumenoBanne Onucaune XapaKTepHCTHKH PesyanTaTt
KOMIOHEHTA KOHTPOJIA
XapakTepHCcTHKA
TexHHYecKHE XaPAKTEPHCTHKH
BbicoTa ¢ kpbiuikoit: 65 CooTBeTCcTBYET
MM £ 2 MM
BoicoTa Ge3 ropnbiuka:
1. Kaprpnax — 20 wrT., kakAblifi 3 KOTOPbLIX COAEPKHUT: 54 +£2 MM
Ulupuna: 88 MM = 2 MM
Tonumna: 28,7 Mm £ 2
MM
1.1 [TapaMarHuTHbIE MHKPOUACTHLBI, XKuakocTts, conepxatas | CooTBeTCTBYET
PeareHT napaMartuTHeix | NOKPBITbIE KaMCHAHBIM aHTHIEHOM MHKPOUACTHLIbI pH =757
mukpouactau (R1), 3,5 VCA supyca dnurteiina-bapp, 0,05 | KOPHUHEBOrO UBLTa, bes3
% ProClin 300 X/IOMbEB, CTYCTKOB U
ma/yn.
NOCTOPOHHUX BKAIOYEHHH
pH = 7,5+0,2
1.2 MbliuHble aHTHTENA K [gA BecuseTHas npo3paunas | CooTBeTcTBYyeT
PeareHT MeueHbIX yenoBeKa, MeYeHHbIE IPHPOM ®HAKocTb 6e3 ocaaka v pH=7,11
aututen (R2), 6,5 ma/yn. akpuanHua, 0,05 % ProClin 300 xnonses
pH = 7,0£0,2
1.3. PeareT 114 pa3BeneHus ®ocdarhstii 6ydep, 0,05 % ProClin | BbecusetHas npospaunas | CooTBeTcTBYET
06pa3uos (R3), 6,5 300 ®uakocThb 6e3 ocaaka v pH =7.08
X/OnbeB
Ma/yn. pH = 7.0£0,2
2. Kanu6patop 1 (CAL1), | TPUC 6ydep c BCA, 0,05% ProClin | Becusetnas npoipauHas | CooTseTcTsyeT
1,0 ma/dpnakon - 10 wr. 300 ®uakoctb 6e3 ocanka u pH =751
3. CbiBOpOTKA KPOBH 4€IOBEKa, Xnoneee CooTseTcTBYeT
cozepxatuas IgA k kancuaHomy pH = 7,5+0,2 pH=17,53
anTHreny VCA supyca dnwuTelina- | BPICOTa: 48,5 MM+ 2 MM
Kanubparop 2 (CAL2), Bapp 8 TPUC Gydepe ¢ ECA. 0,05% Lnpuna: 10,7 m'a + 2 MM
1,0 mn/dnakon — 10 wt. ProClin 300 BeicoTa Kp:[:KH. 7.8+ 1
Huametp kpbiwku: 12,7 +
1 MM
4. [Mapou3onauuoxHsle RI Boicota: 11 £ 1 MM CoorseTcTBYyET
KpbiwkH, 80 wT. AL KAMEpB! ¢ pearcnToM Huamerp: 19+ 1 MM
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Bsicota: 11 £ 1MMm CootBeTcTBYET

1JIA Kamep ¢ APYrHMH peareHTaMH
pcapy P Huametp: 16 £ 1 MM

5. HHCcTpyKUMS No npUMeHeHHio, | wrT. CooTBeTCTBYET
OyHKUHOHAIbHBIE XAPAKTEPHCTHKH

Ananumuueckan onpeaenseTcs No CTaHAAPTHON NMaHeNH MONOKHTENbHBIX CooTBeTcTByeT
yyscmsumensiocms 06pa3uoB NpeAnpHATHS, COAEpxkatlMX IgA K KancuaHoMy 100%

antureny VCA Bupyca Dnwte#tna-bapp (COIM*-EB VCA IgA),
KaK MpOLEHTHOE coAep)KaHHE N0J0XKHTENbHBIX 00pa3LoB,
onpefeneHHbIX HabOpPOM Kak MONOXKHTENbHbBIE, H COCTABAAET

100%
Anarumuvecxkan onpeaensercs Mo cTaHAapTHOI naHenu oTpuuatenbHbix obpasuos | CoorsercTyer
cneyupuunocms NpeanpUATHA, He coiepXallinX IgA Kk KanCHIHOMY aHTHIEHY 100%

VCA supyca SnureitHa-bapp (COIT-EB VCA IgA), kak
NPOLIEHTHOE COAepXKAHNE OTpULATENbLHBIX 00pa3LoB,
onpezeneHHbIX HaOOPOM kak OTpULATENbHbIE, H COCTABAAET

100%.
Hpeyusuonnocms CooTseTcTBYeT
[NosTOpsiemMocTh ko3¢ duurenT Bapuauun CV <8 % 3,61 %
Bocnpou3soaumMocThb ko3¢ duunent sBapuaunu CV <8 % 2,89 %

TpancnopTupoBanne: TpaHCNOPTHPOBaHHE HM3AENWH A0 KOHEYHOro MOTPEOMTENA Ha BCeEX
3Tanax JAOJDKHO MNPOW3BOAMTLCA BCEMM BMAAMM  TpaHCnopta (BO3AYLWIHBIA, BOAHBIW,
KeNEe3HOJOPOXKHbIA, aBTOMOOH/IbHBIA) B KPbITBIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBHH C
npasHiaMH NepeBo3oK, ACHCTBYIOWMMHU Ha TPaHCMOPTE AAHHOTO BHAA MpH TeMnepatype oT +2
o +8 °C ¢ cobnoaenneM xononosoi uenu B TeueHne 12 axeit. He noaseprate AnuTebHOMY
BO3AEWCTBHUIO TEMnNa, BIAark, MpAMbIX COJHEYHbIX nayuyei. He noaseprate AnuTEnbHOMY
BO3JEHCTBUIO TENAA, BNar, NpAMbIX COJHEYHbIX yyeii. 3amopaxkusanue HaGopa pearenTos He
aonyckaerca. TpaHcnopTHpoBaHHe H3AeNUi AOMKHO OCYILECTBAATHCA B TEPMOKOHTEHHEpax
OAHOPA30BOrO MO/B3OBAHWA COACPXKALUMX XNANOINEMEHTHl, HWIM B TEPMOKOHTEHHEpax
MHOTOKpPaTHOr0 MNPHUMEHEHHS C aBTOMAaTHYECKM NOANCPKHUBAEMON TeMNepaTtypoil WanW B
aBTopedpHKepaTopax ¢ HCMONb30OBAHHEM TEPMOUHAUKaTOpOoB. U3aenus, TpaHCNOPTHPOBaHHbIE
C HapyLIEHWEM TEMNEPATYPHOTO PEXUMA, MPHMEHEHHIO HE NOANEXAT.

3akiaouenne: KauecTBo pacgacoBKH, KOMMNIEKTHOCTb, MapKWUpPOBKa, YMaKOBKa, Moka3sarein
kayectBa «Ha6opa pearenros «Jluana6 Amyp EB VCA IgA» ana xayecTBEHHOro OnpeaeieHus
uMMyHor106ynuHoB knacca A (IgA) K KancuaHOMy aHTHreHy Bupyca JDniuteitHa-bapp (EBV
VCA) B CbIBOPOTKE ¥ NIa3Me KPOBH H€JIOBEKA METOAOM HMMYHOXEMHITIOMHHECLIEHTHOTO aHa/I3a
(UXJIA) Ha aHanu3aTOpe aBTOMATHYECKOM MMM YHOXEMHUIIOMHUHECUEHTHOM «JInanab AMyp» ans
AUArHOCTHKH in vitro no TY 21.20.23 — 251-65614693-2022» cooTeTcTBYIOT TpeboBaHuam TY
21.20.23 - 251-65614693-2022.

Jdara Bbinauu nacnopra: 20.06.2023 -

3aBeayoLLUH NPOU3IBOACTBOM Marus M.H.
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Bcero npoLuHypoBaHo, NpoHymMepoBaHo
M CKMenneHo ne4vyarbro
(K )n-
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