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aHanAnMTMyYecKunmn macnopT

Habop KoOHTponbHbIX MaTepuanos «Jluanadb Amyp EB NA 1gG KoHTposb»

ANA KOHTPO/1A KaydecTBa KO/IMYECTBEHHOI O OMnpeaeeHnA

MMMYyHOrnobynmHoB Knacca G (1gG) K siiepHOMY aHTUreHy Brpyca
AnwTenHa-bapp (EBV NA) B CbIBOPOTKe U M1a3me KPOBU YesioBeKa
METOLOM MMMYHOXEMUTIOMUHECLEHTHOIrO aHanmsa (MXJ1A) Ha aHanimsaTope

aBTOMATUYECKOM MMMYHOXEMUTIOMUHECLIEHTHOM «JTnanaé Am

yp>» Ans

AMarHoCcTuKM in vitro no TY 21.20.23 - 280-65614693-2022

TY 21.20.23-280-65614693-2022
PY Ne

Ne cepun 20230601

YCcnoBua XxpaHeHUA: nNpu Temrnepartype oT +2 fo +8 “C B TeveHune 48 mecAueB.

HanmeHoBaHVe KOMIMOHEHTA
XapakTepucTnKa
NnounnsnpoBaHHbI KOHTPONbHbIA
matepuan, ypoBeHb 1, NONOXUTENbHBIN -
2 thnakoHa no 2,0 mn
JInomnnsmpoBaHHbI KOHTPONbHBIT
matepuan, ypoBeHb 2, 0TpuLaTesbHbIiA -
2 (hnakoHa no 2,0 mn
WHCTpYKUMA NO NPUMEHEHUIO - 1 LWT.
AHanNTMYeCcKUin nacnopt - 1 wr.
NYecK1e XapaKTepUCTUKA
NInothmnnsnpoBaHHbI KOHTPONbHbIN
matepuan, ypoBeHb 1, NONOXKUTENbHBII
NnounnsnposaHHbIi KOHTPO/bHbIN
matepuan, ypoBeHb 2, OTpuULaTesIbHbIiA
JInonnnsnpoBaHHbIA KOHTPONbHbIN
matepuan, ypoBeHb 1, N0NOXUTENbHBIN
JInomnnsnpoBaHHbIA KOHTPOMbHbIN
martepuas, ypoBeHb 2, OTpULaTeNbHbI
JInomnnsnpoBaHHbI KOHTPObHbINA
martepuasn, ypoBeHb 1, MOMOXUTENbHbINA
JInonnun3npoBaHHbIA KOHTPOJIbHbIN
matepuan, ypoBeHb 2, OTpULLaTe/bHbIN

JInomnnmnsnpoBaHHbIA KOHTPObHbIN
maTtepuan, ypoBeHb 1, MONOXUTeE/NbHBbIIA
JTInonan3npoBaHHbIA KOHTPObHbIN
maTepuvan, ypoBeHb 2, 0TpuLaTeNbHbIN

PYHKLMOHA/bHbIE XapaKTEPUCTUKN

1

JlnomnunsmpoBaHHbIi KOHTPO/bHbIT
mMaTepuan, ypoBeHb 1, MONOXUTENbHbII
JInothmnunsnpoBaHHbIit KOHTPO/bHbIV
matepuan, ypoBeHb 2, OTpuLaTeNbHbIl
JInohmnunsnpoBaHHbIi KOHTPO/bHbIV
matepuan, ypoBeHb 1, NONOXUTENbHbIN

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI

KaT. No CC851
Jlata nsrotosneHusa
["ogeH no

OnucaHve

CbIBOPOTKa KPOBM Ye/loBeKa, cogepxallias
19G Kk AgepHomy aHTUreHy NA Bupyca
AnwteiHa-bapp.

Martpuuya: MES 6ydep, ProClin 300 -
0,05%.

BHeLUHWIA BUA: MENIKOAUCNEPCHbIN
nopoLok 6en1oro upeTta

PacTBOPMMOCTb: NOMHOCTLIO PACTBOPSETCS
npu fo6aBneHNn 2 M BOAbl OYULLEHHOW
(AMCTUNNNPOBAHHOR).

Bpemsi pacTBopeHus - He 6onee 20 MUH.
Mpo3payHOCTb U LLBETHOCTL: B
BOCCTaHOB/IEHHOM BUJe MpeacTaBnseT
coboii npo3payHbIlii 6ecLBeTHbIN pacTBOP
6e3 ocafika, X/10MbeB Y NOCTOPOHHMX
BK/IOUEHWIA
abapnTHbIe pa3mepbl NepBUYHOA
YNaKOBKMU:

BbicoTa thnakoHa: 42,00 £ 2 mm;
[unameTp nakoHa: 22 + 2 MMm;
BbicoTa Kpbiwkn: 14,00 £ 1 Mm;
OvameTp Kpbiwku: 20,6 £ 2 MM

BHyTpu(hnakoHHas Bapuaums:
Ko3appmumeHT Bapmnauum CV < 8%

MexdnakoHHasa Bapuauus: KoapULmMeHT
Bapuauum CV < 8%

05.06.2023
05.06.2027

Pesynbtar
KOHTPO/1A
CooTBeTtcTBYyET

CoorteeTtcTByeT

CooTBeTtcTBYET
CootBeTtcTByeT

CoorteeTtcTByeT
CoortBeTtcTByeT

CooTtBeTtcTBYET
6 MUH
CooTtBeTtcTBYyeT
7 MWUH
CootBeTtcTByeT

CooTBeTcTBYET

CooTtBetcTBYeT

CootBeTcTBYET
2,66 %
CootBeTcTBYET
2,88 %
CootBeTcTBYET
3,01 %
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JInonnmnsnpoBaHHbIA KOHTPObHbIN CooTBeTCTBYET
maTepwuan, ypoBeHb 2, OTPULATENbHbIN 2,12%
3. NnohnnnsnposaHHsbIi KOHTPO/IbHbII KoHueHTpa Junana3oH LenesbIxX CooTBeTcTBYeT
maTepuan, ypoBeHb 1, NONOXUTENbHBIA uus 3HaYeHWiA No pesy nbTaram 49,3-71,5 Eg/mn
aHasm3a
60 EO/mN 48-72 EO/MN
NnodununsnposaHHbIi KOHTPONbHbI KoHueHTpa [nana3oH uenesbIxX CootBeTcTBYET
mMaTepuan, ypoBeHb 2, 0TpULaTeNbHbI L8 3HayeHUiA No pesynbTaTam 2,32 - 3,64 Eg/mn
aHanmsa
3 EO/mn 2,3-3,7 EQ/mn

TpaHcnopTupoBaHue: TpaHCNOPTMPOBaHME WU3AENMA A0 KOHEYHOro noTpebuTens Ha BCex
aTanax [AO/MKHO MpPOU3BOAUTLCA BCEMM BugamMym TpaHcrnopTa (BO3AYLUHbIW, BOAHbIN,
YKEeNe3HOA0POXKHbIN, aBTOMOOW/bHBIN) B KPbITbIX TPAHCMOPTHbLIX CPeAcTBax B COOTBETCTBUM C
npaBuIaMn NepeBO30K, AeCTBYHOLWMMM Ha TPaHCMOPTe AaHHOr0 Buaa npv TemnepaType OT +2
fo +8 °C c cobnogeHMem X0n1040BON Lenu B TedeHne 12 aHeir. He nogsepratb ANMTe/IbHOMY
BO3AENCTBMIO Tensa, Bnarn, NpsiMbiX COMTHEYHbIX yyeit. 3amopaxxnsaHne Habopa peareHToB He
AonyckKaeTcs. TpaHCnopTMpOBaHWe W34e/INA AO/MKHO OCYLLECTBNSATLCA B TEPMOKOHTEHepax
0IHOPA30BOr0 MO/Ib30BaHMSI COMEPXALLUUX XMaf03/1EMEHTbl, WAM B TEPMOKOHTelHepax
MHOrMOKpPaTHOro MNPUMEHEHNS € aBTOMATUYECKU MNOAAEPXMBAEMON TemnepaTypoi wam B
aBTopedpmKepaTopax C UCMONbL30BaHNEM TePMOUHANKATOPOB. M3genus, TpaHCNopTUPOBaHHbIe
C HapyLLeHneM TeMnepaTypHOro pexxmma, NpUMEHEHUIO He Noasiexar.

3aknwoueHne: KayecTBo pactacoBKW, KOMIMIEKTHOCTb, MapKMpPOBKa, YMakoBKa, MoKasaTenu
KayecTBa «Habopa KOHTPO/bHbIX MaTepuanoB «Jluanab Amyp EB NA 1gG KoHTponb» ans
KOHTPO/IA KayecTBa KOSIMYECTBEHHOIO ONpeaenieHna MmMyHornobynuHos knacca G (1gG) K
AAEPHOMY aHTUreHy Bupyca dnwTeiHa-bapp (EBV NA) B CbIBOPOTKe M Na3Me KPOBW Yesl0BEKA
METOAOM MMMYHOXeMUTIOMUHeCLLEHTHOro aHanusa (MXJ1A) Ha aHanu3aTope aBTOMaTUYeCKOM
UMMYHOXeMUTIOMUHECLUEHTHOM «Jlngnab AmMyp» ona AnarHocTuku in vitro no TY 21.20,23 -
280-65614693-2022» cOOTBETCTBYIOT TpeboBaHuAM TY 21.20.23-280-65614693-2022.

Jata Bblgauun nacnopra: 20.06.2023

3asegytowmin npomssoactsom OO0 «TNAKO§ MaTtuH M.H.
Moga
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PIHCTPYKLP14 MO NPUMEHEHWKO HA MEAVUMHCKOE U3AENVIE ON4A
OVNATHOCTUKN IN VITRO

«Habop KOHTpPO/bHLIX MaTepuanos «Jingnad Amyp EB NA 1gG KoHTposib» ans
KOHTPO/1S1 KavecTBa KO/IMYECTBEHHOI0 OnpejesieHns UMMYHOI106y/IMHOB K/lacca
G (1gG) Kk agepHOMYy aHTUreHy Bupyca InwTeiiHa-bapp (EBV NA) B CbIBOPOTKE U
nnasme KpoBW 4YenoBeKa METOAOM MMMYHOXEMUTIOMUHECLLEHTHOIO aHa/In3a
(MXNA) Ha aHanm3aTope aBTOMATUYECKOM MMMYHOXeMUTFOMUHECLLEHTHOM
«Jlngnad Amyp» 4na gnarHocTuUKK in vitro no TY 21.20.23 - 280-65614693-
2022»

Bepcua 3
TY 21.20.23-280-65614693-2022

2023
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1. HaumenoBaHue

HaGop koutponbHbix MaTepuanos «JIlugnab AMyp EB NA IgG Kontpons»
Ul KOHTPOJIS KayecTBa KOJIHMHYECTBEHHOrO ONpeNeNieHUs HMMYHOrnoOyjIHHOB
kinacca G (IgG) k smepHOMy aHTHreHy BHpyca JmuuteiiHa-bapp (EBV NA) B
ChIBOPOTKE U IIa3Me€ KPOBH 4€JIOBEKa METOAOM HMMYHOXEMHIIOMHHECLIEHTHOIO
aHaju3a (UXJIA) Ha aHaJIM3aTope aBTOMAaTHYECKOM
MMMYHOXEMHJIIOMHHECLIeHTHOM «JInanab AMyp» s AMarHOCTHKH in vitro no TY
21.20.23-280-65614693-2022 (nanee mno Tekcty - Habop KOHTPONBHBIX
maTtepuanoB, HabGop koHTponbHbIX MatepuanoB «Jlupna6 Amyp EB NA IgG
KoHTtponb», uzgenue).

2. Hasnayenne

HaGop koHTposnsHbix MaTepuaioB «JIuanad Amyp EB NA IgG Konrponb»
npeJHa3HayeH JJIS KOHTpOJs KauecTBa KOJHWYECTBEHHOTO  ONpelesIeHHUs
umMMmyHorno6ynuHoB kinacca G (IgG) k snepHOMy aHTHreHy BHpyca JmniUTeiHa-
bapp (EBV NA) B CbiBOpOTKE M IUIa3M€ KpOBH YeEJIOBEKa, METOIOM
UMMYHOXeMHUIIOMHHeclleHTHoro  aHanu3a  (MXJIA) Ha  ananm3saTope
aBTOMaTHYECKOM HMMYHOXEMHJIIIOMMHecLeHTHOM «Jlugna6 Amyp» (00O
«JIMJKOP», Poccus).

POyHKUHOHA/IbHOE  HAa3HA4YeHHe:  BCIIOMOraTellbHOE  CPEICTBO B
AMarHOCTHKe in vitro.

3. TIoka3aHus, NPOTHBONOKA3aHHA H NOGOYHbBIE ABJIEHHS

IToxkaszauus: KOHTPOJIb KayecTBa aHajiu3a [MpPH  KOJIMYECTBEHHOM
onpenenennu IgG k saepHomy anTUreHy NA BHpyca OniureitHa-bapp.

IpoTHBONOKA3aHHA: B paMKaX YCTaHOBJECHHOrO IPOHU3BOAHTENIEM
Ha3HaueHHUs He HMeeT.

MoGounbie sABAEHHA: TMpH  COOMIONEHHWH  YCJIOBHH M TpaBHI
TPaHCTIOPTUPOBAHHS, XPaHEHHs! U TPHUMEHEHHsl HE BBISIBJIEHBI.

Cneundnyeckas NaToOruf, COCTOSAHHE HJAH GaxKTop pHCKa: He
NPUMEHHMO.

Hccneayemblit OHo0rHYeCcKHii MaTepHaJ: HeE NPHMEHHMO.
3
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OnpenenneMsblii AHAANT: HE MPUMEHHMO.

Tun ananusza: He mpumenumo. [IpeaHasHaueH s KOHTpOJNA KavecTBa
aHaJIH3a NPH KOJIHYECTBEHHOM onpeaeneHnu I1gG k saepuoMy anTureHy NA Bupyca
Smuretina-bapp.

4. TlorennHaJbHbIC MOJbL30BATEAH H 00J1aCTh MPUMEHEHHS

Horennuanbenlii norpeburTean: Bpady KIHHHYeCKOH nabopaTtopHoit
OWAarHOCTHKH M JPYIrWe CHELMAaNHCThi B O0JacTH KIHHMYEcKoH JaGopaTopHO#H
JNarHOCTHKH, MpoleAlnne oOyueHne Mo paboTe ¢ aHAIH3aTOPOM aBTOMATHYECKHM
AMMYHOXEMHIIIOMHHECIIEHTHEIM «JIupnab AMyp». Tonexo ans
po¢eCCHOHANBHOTO HCIONB30BaHM.

O6nacTb npuMeHenns — KIIMHNYECKas nadoparopHas AMarHOCTHKa.

5. KoMnaextHocTh H cocTaB HaGopa KOHTPOILHBIX MATEPHAIOB

1) JImobunusmpoBaHHBIA KOHTPONBHEIE  MaTepHan, yposeHb |,

MOJIOKUTENBHRIN — 2 (priakona no 2,0 mu;

2) JlmopunuiupoBaHHBIF KOHTPOJBHBIH  MaTepHal, YpOBEHb 2,

OTpHILATENbHEIA — 2 ¢prmakoHa nmo 2,0 mu;
3) UHcTpykuus no MpUMeHeHuUio — 1 10T.;
4) AranuTHYeckHii nacnopt — 1 wr.

Komnonentsl Habopa KOHTPONBLHBIX MaTepHANOB!

JInodpnmsapopaHHbI 2 ¢nakoHa mno | CRBOpPOTKAa KPOBH YEJIOBEKA, COACPKALNAs
KOHTpOJNbHbIH MaTepHas, 2,0 Mn IgG x apepHoMy autHreHy NA BHpyca
YpOBEHbD 1, NONOKHTENbHBIN Onmreitra-bapp.

JInobunu3npoBaHHLIA 2 dnakona no | Marpuna: MES 6ydep, ProClin 300 - 0,05
KOHTPOJIbHbIH MaTephan, 2,0 Mn %.

YPOBEHb 2, OTPHUATENLHEIH

B cocTaBe MEIUIMHCKOI'O H3AENHA OTCYTCTBYIOT MaTepHallkl, BCTYTIAIOLIHE B
HEMOCPEACTBEHHBI MMM ONMOCpPeOBAHHEIA KOHTAaKT ¢ OpPraHM3MOM MallHCHTa
(TenomM uenoBeka).

B cocTaBe KOMMOHEHTOBR MEIMIMHCKOrO H3AENHS  OTCYTCTBYIOT

JICKapCTBCHHBIC CPECACTBA.
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KoMMoHeHTH M34€MHA He ABISIOTCA CTEPWIBHBIME H He Tpebyior
CTEPHIM3ALMH.

UYncno HCnonb3oBaHW HE OrpaHUYEHO, MCNONL30BaTh IO MEpe
HeOOXOAUMOCTH RO HCYepnaHWd o0beMa HIM HCTEYEHMA CPOKa TOAHOCTH.
OtoOpaHHBIf M1 aHANW3a KOHTPOJBHHIM MaTepHal HeNb3s HCIOIB30BaTh

TNOBTOPHO.

6. IIpunuan Meroaa
Habop konTponsHeIX MaTepuanoB «JInana6 Amyp EB NA IgG Kontpons»
ApeAHa3sHa4eH IS KOHTPOJIS KadecTBa NMPH HEMpAMOM XEMHIIOMHHECIIEHTHOM

uMMyHoaHanu3e (MIXJIA).

1-g unxybayua: 1gG x anepHoMy antureHy NA BOB nmpu MX Hanu4uu B
ofpasie pearHpyior ¢ sgepHbIM aHTUreHoM NA BOB Ha napaMarHWTHEIX
MHKpodacTHLiax B coctaBe PeareHta R1, ofpasys XOMMIEKCH «aHTHUTENO -

AHTUTCH.

1 POMBIGKA: TION JEeUCTBHEM MArHUTHOTO IOJA NnapaMarauTHBIC

MHKPOYAaCTHLBI ancopﬁupylo'rcu Ha CTCHKaX pealamomioﬁ KIOBETEI, @ HCCBA3AHHBIC

KOMITOHEHTHI CMBIBAIOTCS IIPOMBIBAIOIMM PacTBOPOM.

2-8 unkybayun: nocne noGaBneHus PeareHta MeueHmX aHTHTen (R2)
auturena k IgG uemoBeka, MeueHHbIe (PHPOM AKPHAHHHA, PEarupyloT ¢
KOMIVIGKCAMH «aHTHTENO - AHTHIeH», o0pa3yf KOMIUIEKCH «aHTHMBHJOBOE

aHTHTENO — AHTHTEJIO - AHTHICHY.
Hlpomsieka.

Jemexuyua u unmepnpemayun: K PpeakUMOHHOH cMecH J00aBIAIOT
peareHTH «JIngna6é Amyp Ilpe-tpurrep» u «JIumnabé Amyp Tpurrep». Curaan or
XEeMH/IIOMHHECLIEHTHOH peakUHH H3MepseTcs B OTHOCHTENIBHBEIX CBETOBHIX

equHuuax (OCE).
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CyuiectByeT npsmas 3aBUCHMMOCTb MeXAy KonuuecTBoM IgG k saepHoMy
antureny NA BOb B obpasue u 3HaueHuem OCE, oOHapyXeHHBIM ONMTHYECKOH

CHUCTEMOH aHanu3atopa «Jlugnab Amyp».

PesynbTaTel onpenensioTcs ¢ MOMOLUbIO KanuOpOBOYHOH KpHBO#, KOTOpas
co3jiaeTcs MyTeM KanubpOoBKH MO TPeM TOYKaM, H 3TAJIOHHOH KPHBO#, 3aqaBaeMoi

QR-koznoM peareHTa.

7.  OnncaHHe MeAHUHHCKOrO H3Je/IHS

Habop xoHTponbHbix MaTepuanoB «Jlugnab Amyp EB NA IgG Kourtpons»
NpeAcTaBiseT Co0OH NBYXypPOBHEBBIi KOHTPOJIbHBIK Marepuan (ypoBeHb 1 -
NOJIOXKHUTENIbHBIA, YPOBEHb 2 — OTPUUATENbHBIH) B BUAE JHOPHIH3UPOBAHHOTO
nopoiika. B KOMIJIEKT MOCTaBKM BXOAMT MO JBa (JIaKOHA C KOHTPOJbHBIM

MAaTEpPHAJIOM KaXXJ0ro YpPOBHSA, HHCTPYKLHA H AHATUTHYECKHUH nacrnopTt co

3HA4YCHHUAMH KOHHCHTpaIIHﬁ.

JInodpunuznpoBaHHbIA KOHTPOJIbHBIA Marepual, YPOBEHb 1,
NONOXHUTENbHBIH, MOMeLleH BO (UIaKOHbI W3 HEHTpaJIbLHOro GOPOCHIMKATHOrO
CTekna (KOpHUYHEBBbIH) C 3aBHHYMBAIOIUEHCS KpBHIIIKOH 4YepHOro LiBeTa.
JInopunusupoBaHHbIH KOHTPOJBHBIH MaTepHall, YpoBeHb 2, OTpHULATENbHBIH,
NnoMelleH BO QIaKOHbl U3 HEHTPaIbHOrO GOPOCUIIMKATHOrO CTek1a (KOPUYHEBBIN)

¢ 3aBUHUYMBaIOLLEHCS KpBIIHKOﬁ Oenoro uBera.

BHewnunii BHA

MenkoaucnepcHsii nopoiuok 6enoro usera. [TIonHOCTBIO pacTBOpSETCS MMPH
nobaBieHnH 2 M1 BOAbl OYHILEHHOW (JAMCTUINIMPOBaHHOMN). BpeMs pacTBopeHus —
He 601iee 20 muHYT. B BoccTaHOBIEHHOM BUIE MpEACTaBiseT coOoH Npo3payHbIi

pacTBop 6e3 ocazika, XJIONbeB U NOCTOPOHHUX BKJIIOUEHHH.

8.  Mepbl NpeaoCTOPOKHOCTH H OrPAHHYEHHA METOAA
- [ToTeHuHaneHBI pUCK NMpHMEHeHHs Habopa - kyacc 26 (corsmacHo
[Ipuka3zy MunucrepcTBa 3xpaBooxpaneHust PO Nedn ot 06.06.2012 r.).

- Tonpko 4 IHAarHOCTHKH in vitro;

6
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- Bce xomnoHenTs Habopa KORTPONBHBIX MaTepHallOB B HCIONb3YeMbIX
KOHLIEHTpALMAX SABIAIOTCS HETOKCHYHBIMH, BPENHOIO BAWSHHA HA OpPraHH3M
MOJE30BATENA HE OKA3hIBAIOT.

- KoHTponbHEIE MaTepuanbl H3MOTOBJICHH! H3 CBHIBOPOTKH KpOBH
YeNOBeKa, NPOBEPEHHON YTBEPXACHHEIMH METOJaMH, B KOTOPOH OTCYTCTBYIOT
HBsAg, anturena k BI'C u BUY-1,2 u Treponema pallidum. Hu ogun n3BecTHblit
METOJ AQHAJIM3a HE MOXET JaTh [OJIHYI0 TapaHTHI0 TOro, YTO NPOAYKTHI,
NoNy4eHHEIe U3 Ye0BeYeCKHX MaTepHanoB, He HHQHIHpoBaHbl. CneJoBaTebHO,
BCe YeNOBeYecKHMe MaTepHalbl CleAyeT pacCMaTpHBaTh Kak MOTEHIHAIBHO
HHQEKLHOHHBIE;

- He cMemnBaiite KOHTPOJNBHBIC MaTepHaIbl Pa3sHBIX CEpHil;

- He cMmemuBaiiTe cCBexHe KOHTPOJbHBIE MaTepHalnbl ¢ YyXkKe
HCIIOJIb3yEeMbIMH;

- He nepenuBaiiTe KOHTpONBHBI MaTepHan oOpaTHO B HCXOAHBIA
¢1aKoH Mmocie BIATHA;

- He ucnonesylite HaGop KOHTpOJIBHBIX MAaTSpHANOB M0CHe HCTEYEHUS
CpOKa rOAHOCTH;

- He wucnons3yiite KOHTPONBHLIE MAaTepHail H3 IOBPEXKACHHOH

YIIAaKOBKH.

- 3HaueHUs KOHLEHTpaLHi KOHTPOJBHBIX MAaTEPHAIOB 3aBHCAT OT
cepuu;

- He zamopaxuBaiite Habop KOHTPONBHBIX MaTEpHaoB, NpEXAE YeM
OTKPHITH €ro;

- Ucnonssylite CcpeacTBa HHAMBHAYAIHHOH 3allldTel npH pabore ¢
KOHTPOJIbHEIMH MaTepHallaMH.

- JesvndieKIHA pasjIMThIX KOHTPOJBHBIX MATEPHANOB BHIMOJIHAETCA C
HCIONB30BaHHEM AesHHQuUupyomux cpeacrs B coorBercTBud ¢ CaulluH
2.1.3684.
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9. IHoAroroBka KOHTPONbHLIX MATEPHAJIOB

KonTponsHsie MaTepHalbl NOCTABAKIOTCH B IKOPHIH3HPOBAHHOMN (opMe.

- AKKYpaTHO MOCTYYuTe MO (akoHy, YToOb KOHTPOJNBHEINH MarepHan
oKa3aJics Ha JiHe (praKoHa.

- Orkpofite ¢nakoH, OCTOPOXHO TONHHMHTE PE3HHOBYIO MpPOOKY,
4T0OB! BO3AYX nonan Bo (rakoH, 3aTeM NOMTHOCTbIO CHUMHTE €€.

— HobaseTe 2 MJ1 O9MILICHHOH (IHCTHIUTHPOBAHHOMH) BOIEL.

- 3akpoiiTe $JIaKOH pe3NHOBO#M 3arVIymIKO#H M KPBIIIKO#H, JailiTe MOCTOATE
10-20 MHHYT And MONHOTO PACTBOPEHHS COAEPXKHMOrO, B TEUE€HHE KOTOPHIX
OCTOPOXHO BCTpsxHUTE (rakoH 5—10 pa3. 3ateM pacTBOpHTE COAEPKUMOE CBEPXY
IyTEM OCTOPOXHOIO NepeBopauuBaHusi mpumMepHo 10 pas. U36eraiite o6pazoBanus
TICHBI.

- Bo3pMuTe HeoOX0aMBIH 00BEM A1 KaXKAOTO aHANIH3a B COOTBETCTBHH
¢ HHCTpYKILKei mo npumeHeHuio Ha Habop pearenTos «JIngnab Amyp EB NA IgG».

- PacnpenenuTe KOHTPONBHBIA MaTepHall B HECKOJIBKO HeOOMBLIMX
¢$bnaKoOHOB ¢ repMeTHYHOM KPHILIKOH H XPaHATE HX B COOTBETCTBHH ¢ TpeOGOBaHHAMH

myHkTa 10 aaHHON HHCTPYKIMH.

10. CrabuanLHOCTD, YCJOBHS  XpaHEHHS, HCNOJABL30OBAHHS H
TPAHRCHOPTHPOBKH

YcaoBua xpaHeHHs, CTACHIABHOCTh

- Hsnenusa B ynakoBKe H3TOTOBHTENA CACAYCT XpaHMTh Ha CKNajax.
XpaneHue u3jienuii npu temneparype ot +2 a0 +8 °C A0mKHO OCYIIECTBIATECA B
XONOAMNBHBIX KaMepax HWIA B XOJNOAWIBHMKaX, oOOecneuMBalOlMX
periIaMcHTHPOBaHHEIR TeMnepaTypHbili peXHM ¢ eXeAHeBHOH perucrpaumeit
TEMMNEpaTyphul. XpaHeHHe W3ACIMH AOMKHO OCYIIECTBIATECA B TEMHOM MECTeE.
Uznenus, XpaHMBILHECS C HapyIIeHHEM periaMeHTHPOBAHHOTO peXHMa,
NpHMEHEHHIO He MOMIIeXKAT.
- HeoTKkpHTBIe KOHTPOJIbHBIE MaTEpHANbl CTaOMIBHBI JO HCTEUEHMA CPOKa

roaHocTH (48 MecsLeB) mpu TeMnepatype ot +2 no +8 °C.
8
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- [locne BoccTaHOBNIEHHSI KOHTPOJIbHbIE MaTepHallbl CTAOMJIBHBI B TeUueHHE 7
JIHEeH NMpH TeMmnepartype xpaHeHus oT + 20 no + 25°C.

- [locne BOCCTaHOBIEHHMS KOHTPONAHM CTabHAbLHBI B TeyeHue 30 aHedl npu
TeMIepaType XpaHeHus oT + 2 no + 8°C.

- [locne BocCTaHOBJIEHHS KOHTPOJIM CTabHbHBI B TeyeHHe 90 aHel npu
Temnepatype xpaHeHHs - 20 °C unu Huwke. PasmopaxuBaHHe / oTTaMBaHHe
3aMOPOXEHHBIX  BOCCTAHOBJICHHBIX  KOHTPOJIBHBIX  MaTepHalioB  CleAyeT
NPOM3BOAWTL TMPH KOMHATHOHW TeMmmeparype B TedyeHue 30 muH. Ilocne
pa3MopaXXMBaHHS KOHTPOJIbHbIE MaTepUalbl HeOOXOAUMO BCTPAXHYTb.

- M36eraiite nOBTOpPHOro 3aMOpa)KMBAHHUA-OTTAHBAHMS BOCCTAHOBJIEHHBIX

KOHTPOJIBHBIX MaTCpPHAJIOB.

Yc10BHA TPAHCNIOPTHPOBKH

TpancnopTupoBaHue u3aenuit 10 KOHEYHOro MOTpeOUTENsA Ha BCEX ITAanax
JOJIKHO TNPOU3BOJUTECS BCEMH BHIAaMHM TpaHCNOpTa (BO3AYLUHBIHA, BOIHBIM,
XKEJIE3HOAOPOXKHBIH, aBTOMOOM/IbHBIN) B KPBITBIX TPAaHCMOPTHBIX CPEACTBaX B
COOTBETCTBHH C NMpaBUJIaMH NEPEBO30K, AEHCTBYIOLIMMH Ha TPAHCNOPTE AAHHOIO
BUAA ITpH TeMneparype ot +2 o +8 °C ¢ cobmoaeHneM X0JI0A0BO# LieNH B TeYEHHE
12 pHeli. He mnoxaBeprath IIMTENbHOMY BO3AEHCTBHIO TeIUla, BJaru, NpsAMBIX
COJIHEeYHbIX Jyued. 3amopaxuBaHHe HabGopa KOHTpPOJIBHBIX MaTepHaAOB He
ponyckaercs. TpaHCMOpTHpOBaHHE HM3AENHA JOKHO OCYILUECTBIATHCA B
TEPMOKOHTEHHEepaxX OJHOPa30BOro MOJIb30BaHHA COAEPXKAILUMX XJIALO3JIEMEHTHI,
WIH B TEPMOKOHTEHHEpaX MHOrOKpPAaTHOTO IPUMEHEHHUS C aBTOMAaTHUYECKH
noaJep)XUBaeMO#l TeMIepaTypoi WK B aBTOpedpH)kepaTopax C UCMOJNIb30BAaHHEM
TepMOMHAUKATOpOB.  M3nenus,  TpaHCNOpPTHpPOBaHHbIE C  HapyLUEHHEM

TeMNEePaTypHOro peXxuMa, NpUMEHCHHIO HE MOJICXKAT.

11. OGopyaoBanne M MaTepHajibl, He BXOAfillHE B KOMILIEKT
NOCTABKH, HO He00X0oAHMbIE 1J18 NPOBeAeHHS aHAJIH3A
- Boaa ounieHHas (AIMCTHLIMPOBaHHas );

- ®nakoHbl ¢ repMETUYHOMN KPBILIKOH;
9
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- Habop peareHToB «J/lngnad Amyp EB NA 1gG» o151 KONM4eCTBEHHOr0
onpegeneHns MMMyHors06ynmnHoB knacca G (1gG) K saepHOMY aHTUreHy BUpyca
AnwTteiHa-bapp (EBV NA) B CbIBOPOTKE M MNnasMe KpPoOBM 4esloBeKa MeTOAO0M
MMMYHOXEMUTHOMUHECLEHTHOIO aHasmsa (UXNA) Ha aHasmsartope
aBTOMaTU4YeCKOM  MMMYHOXEMWUIIOMUHECLEHTHOM  «Jlugna6  Amyp»  ansd
AnarHocTuKK invitro no TY 21.20.23 - 249-65614693-2022;

- PactBop 3anyckawowwmin  "“Jingnab  Amyp [pe-Tpurrep™  ans
aHanmMzaTopa aBTOMaTUYeCKOro MUMMYHOXEMUTIOMUHECUEHTHOMO «Jlngnaé Amyp»
ANA AMarHoCTUKM in vitro no TY 21.20.23-277-65614693-2022 - pacTBOp Nepekucu
BOLOpOZAa;

- PacTtBop 3anyckawowmin "“Jingnadb Amyp Tpurrep' ans aHaamsatopa
aBTOMAaTUYeCKOr0  MMMYHOXEMU/TIIOMUHECLUEHTHOrO  «Jlngnab  Amyp»  Ans
AMAarHoCTUKK in vitro no TY 21.20.23-279-65614693-2022 —pacTBOp rngpokcuia
HaTpus;

- PacTBop nNpoMbIBalOWN AN aHa/m3aTtopa aBTOMaTU4YeCKOoro
NMMYHOXEMUTIOMUHECLLEHTHOIO «Jlngnab AMyp pacTBOp MNPOMbIBAKOLLMA» A/1s
ANarHoCTMKKM in vitro no TY 21.20.23-276-65614693-2022 - 10-KpaTHbIi
KOHLEHTpaT docthaTHO-conesoro 6ydepHoro pactesopa ¢ 0,05 % ProClin 300;

- «KtoBeTa opgHopasoBaa «Jlngnab AmMyp KroBeTa» /1 aHanmsaTopa
aBTOMaTMYeCKOro  MMMYHOXEMUIIOMUHECLEHTHOrO  «Jlugnad  Amyp»  4ns
AMarHocTuKu in vitro no TY 32.50.50 - 281-65614693-2022»;

- AHanusatop aBTOMaTUYeCKWi NMMYHOXEMUTIOMUHECLLEHTHbI
«Jlngnab Amyp» 41a guarHocTUKK in vitro no TY 26.51.53-283-65614693-2022, B

BapunaHTax UCMOJ/IHEHUA.

12.  TMpouepypa aHann3a
AHann3 npoBOAUTCA B COOTBETCTBUM C MHCTPYKUWEA MO MPUMEHEHUIO
Habopa peareHToB «Jlnanaé Amyp EB NA 1gG» 1 PykoBoACcTBOM M0 3KcnyaTaymm

aHanusaTopa «J/lngnad Amyp».
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13. MHopmaumst 0 3HAYeHUAX  KOHUEHTpauuii, MNpUNUCaHHbI)
KOHTPO/IbHbIM MaTepuasiam

3HayeHVA KOoHUeHTpaunin 1gG K agepHomy aHTureHy NA Bupyca OniiTeinHa-
Bapp B KOHTPO/bHbIX MaTepuanax yKasaHbl B AHa/IMTUYECKOM MacnopTe Ha
MeANLMHCKOe n3genne «Habop KOHTPOsbHbIX MaTepuanos «Jlugnaé Amyp EB NA
IgG  KOHTpo/nb» [N KOHTPONA KayecTBa KOJIMYECTBEHHOro onpeaeneHusa
NMMYHOrno6ynmHoB knacca G (IgG) K fepHOMY aHTUreHy Bupyca JniuTeriHa-
Bapp (EBV NA) B CblBOPOTKE M MNasMe KpPOBW 4e/loBEKA METOL0M
NMMYHOXEMUIKOMWUHECLLEHTHOI 0 aHanmsa (MXNA) Ha aHanmsaTope
aBTOMaTMYeCKOM  MMMYHOXEMUMIOMUHECLeHTHOM  «Jlngnaé  Amyp»  and

AMarHocTuKM in vitro no TY 21.20.23-280-65614693-2022».

Pe3ynbTaTbl KOHTPOSS KayecTBa, KOTOpble He MonajatoT B AOMYyCTUMble
AVanasoHbl, MOTYT yKa3biBaTb Ha Hefe/iCTBUTENbHbIE pPe3y/bTaTbl UCCNefOBaHUNA.
B AaHHOM cny4yae wccnegoBaHMe Heo6X0AMMO MOBTOPUTL. [pyv MOBTOPHOM
HeCOOTBETCTBMM HEOO6XO0AMMO MCMO/b30BaTb HAb0p KOHTPO/bHbLIX MaTepuasioB

ApYyron cepuuw.

14.  YHWUYTOXeHue N yTunusauus
OTxofbl, o0b6pasylolimecs npu KCnosnb3oBaHMM Habopa KOHTPO/IbHbIX
matepuanos «Jlmgnad Amyp EB NA 1gG KoHTposib», OTHOCATCA K Knaccy b u

yTUNN3NpyrTca B cooTBeTcTBMN ¢ CaHlnH 2.1.3684-21.

15.  ®PyHKUMOHa/IbHbIE XapaKTEPUCTUKN

BHyTpunakoHHaa Bapuauyus: KoahduumeHT Baprauum CV < 8%
MexkakoHHas Bapuaumns: koagphumumeHT Bapuauum CV < 8%
KoHueHTpaums (gruanasoH LeneBblX 3HaYeHN)

KoHueHTpaums [nanasoH ueneBbIX 3HAYEHWIA
no pesynbTatam aHannsa
JInomnnsmpoBaHHbIi  KOHTPO/bHBIN 60 48 - 72 Ea/mn
mMartepuas, ypoBeHb 1, NONOXKUTENbHbIN
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JInopmnnsmpoBaHHbIA  KOHTPO/bHbIN 3 2,3- 3,7 En/mn

MaTepuas, ypoBeHb 2, OTpULIATENbHBIN

MeTposiornyeckasa npoc/eXXnBaeMoCTb KOHTPO/IbHbIX MaTepuasioB OLEeHeHa
npu nomown CTtaHgapTHoro obpasua npegupuaTna «EB NA 1gG CrtaHpapT» B
cootBeTcTBMM ¢ TOCT ISO 17511. KOHKpeTHble BeNMYMHbI HeonpeaesieHHOCTU
3HaYeHWUI, NPUNUCaHHbIX KOHTPO/IbHBIM MaTepuasiaM, MoryT 6bITb MPeaocTaB/eHb!

no 3anpocy noTpedutens.

KomMyTabenbHOCTb: KoadhuumeHT Koppensiummn r > 0,975, yron HaksoHa

HaxoauTca B nNpegenax 0,9 <y < 1,1.

16. [MapaHTuiMHbIe 0653aTeNbCTBA
MNpeanpusaTUe-n3roToBUTENb FapaHTUPYET CTabu/ibHOCTb UM COOTBETCTBME
n3gennsa  TpeboBaHMAM TeXHUYECKUX YCNOBUMA Npu  COGOAEHUN  YCNOBUIA

TPaHCMopTUpoBaHMA, XpaHeHNA U NPUMEHEHUA B TEHEHWNE BCEIT0 CPOKa rogHoOCTu.

Cpok rogHocT Habopa KOHTPO/bHbIX MaTepuanos «Jlngnadb Amyp EB NA

1gG KoHTponb» — 48 MecALEeB ¢ AaTbl NPON3BOACTBA.

Peknamauun cnefyeT HanpasnsATb Mo agpecy npoussoguTento: O6LLecTBO C
OrpaHNYeHHOM OTBETCTBEHHOCTbIO «JTIMAKOP» (OO0 «JINAKOP»), Poccus,
620102, CeepanoBckas 06s1acTb, r.0. ropog EkarepuHbypr, r. EkatepuHoéypr, yn.
Mocaackasi, cTp. 23, ocuc 204. TenedoH: 8 (800) 500-71-28. Anpec 3MEKTPOHHON

noutbl: marketing@Ileadcore.ru.

17. CsefeHuUsa 0 NpousBoanTENle MeANLMHCKOIO N3aenus

MpousBognTenem  MeAMUMHCKOTO  wu3genns  «Habop  KOHTPO/bHbIX
matepuanos «Jingnad Amyp EB NA 1gG KOHTpOsb» 419 KOHTPONA Kayectsa
KO/IMYECTBEHHOIO OMnpefeneHns nMmMmyHornobynnHos knacca G (19G) K agepHomy
aHTuUreHy Bupyca 3nwTerHa-bapp (EBV NA) B CbIBOPOTKe W MasMe KpoBU
yesioBeKa MeTO4OM WMMMYHOXeMW/IIOMUHecUeHTHoro aHanmsa (MXJ1A) Ha

aHanM3aTope aBTOMATUUYECKOM WMMMYHOXEMUTIOMUHECLUEHTHOM «J/lnanab Amyp»
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JUIs  JMarHocTHKM in vitro mo TY 21.20.23-280-65614693-2022» sBasercs
O61wecTBo ¢ orpaHnueHHOH oTBeTCTBeHHOCTHIO «JIMIKOP» (000 «JIUIKOP»).

FOpumuueckuit anpec: Poccus, 620102, CeepanoBckas o6nactsb, r.0. ropos

ExatepunOypr, r. Exarepunbypr, yn. [Tocaackas, ctp. 23, oduc 204.
Anpec MecTa MPOM3BOACTBAa MEAULIMHCKOTO U3JENHA:

1) Poccus, 620033, Csepanobckas oGnacts, r. ExatepunGypr, yi.
KpacHonapckas, a.15;

2) 00O «JIMAKOP», Poccus, 141981, MockoBckas o6nacts, r. Jly6Ha,

ya. [IpubopocTpouTtenei, 3a.

18. Ilepeuenb npuMeHsieMbIX CTAHJAPTOB

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

19. PacuundpoBka rpaduuecKux CHMBOJIOB

Cumson Pacuindposka
REF Howmep no karanory
LOT Kona naptun

EI Positive - [TonoxurenbHbIi

Negative - OrpuuarenbHbli
I Hsrorosutens

JlaTa U3roToBjeHUA

Hcnonw3oBath 10
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O6paTUTeCb K MHCTPYKLMM MO NMPUMEHEHWIO

OcTOpO>KHO!

MeauuuHCKoe nu3aenve ana AnarHoCTUKK in vitro

Buonornyecknin puck

lMpenensl TemnepaTypbl

XpaHUTb BEPTUKATbHO

XpynKoe, 06paLlaTbCs 0CTOPOXKHO

Bepeyb oT Bnarn

He fonyckaTb BO3/eNCTBUS COMTHEYHOMO CBeTa

ToKcnyHo

OnacHO 4511 BOAHOW cpefbl

He ncnonb3oBaTb Npu MOBPEXAEHUN YNAKOBKUN

20. JluTepaTypHble CCbI/IKU

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

Microbiological and Biomedical Laboratories.
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Bcero npoLHypoBaHo, NPOHYMepoBaHoO
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