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AHAJIHTHYECKHHA NACHOOPT
Habop xoHTpoNbABIX MaTepuaios «JIugnaé Amyp BIIT-2 IgM Kourposs»

AJS KORTPOJIS KAYeCTBA KaUeCTBCHHOIO ONpeAeicHus AM

HOr00y/1HAOB

kaacca M (IgM) x supycy npocroro repneca 2 Tuna (BIIT'-2) B chiBoporke B
IJIA3Me KPOBH HEJIOBEKA METOAOM HMMYHOXEMHITIOMHHECHIEATHOTO AHAH3A
(HXJIA) Ha aHaIM3aTOpE ABTOMATHYECKOM HMMYHOXEMH/IIOMAHECIIEHTHOM

«JInpna® AMyp» Ansl AMArAOCTHKA in vitro mo

TY 21.20.23-288-65614693-2022
PY Ne
N cepunu 20230601

YcaoBrs XpaHeHHS: IPA TeMOepaType oT +2 A0 +8 °C B Teuenue 48 Mecsmes.

3aMopaxHBAHEE He JONMYCKACTCH.

21.20.23-288-65614693-
2022
Kat. Ne CC840
JaTa marorosaenns  05.06.2023
Topen no 05.06.2027

HanMenoBamHe KOMNOHEHTA Onucanne PeayabTar
XApaKTEPHCTHKA KOHTPOS
1. | Ninodunusuposankeiil KOHTPONLHBIH XuMepHbie MBUIHMHbie awryrena IgM K Cootsercreyer
MAaTEPHa, YpoBeHb 1, NONOKHTENbHBIH, BIIr-2.
2,0 wn/hnakon — 2 . Marpuua: TPUC Gydep, 0,05% ProClin
2. | JinopunusupoBaHHbIH KOHTPONBHELH 300. Cooteerctayer
MATEPHA, YpoBeHb |, OTpHLIaTe IBHBIH,
2,0 Mn/¢pnakon — 2 wr.
3. | HacTpyxums no npuMeHeHwo, 1 1T, CooTtsercreyer
TexnARECKHE XAPAKTEPHCTHKH
L. ﬂg:ﬂ?"y;zmﬁ?:;mw:‘h Buewnnit sua: genkomlcnepcuuﬁ Coorsercrsyer
JIHodUARIMPOBAHHBIH KOHTPOABHBIH fIOPOLIOK DEJIOTO LBeTa CootsercrByeT
MATEPHAN, YPOBEHb 2, OTPHLUATENbHBIH
2. JHorunu3upoBaHHBIH KOHTPONBHLIN . CooTtsercTryer
ua'roeq;)man, yposess 1, non BB PacTBOpHMOCTB: NOIHOCTBIO PACTBOPAETCA 8 MUH Y
Tisodsonesposssai ko “'""; HJ luﬁ npu ao6aBicHHU 2 M1 BOAB O4HINEHHON. o
¥ " Bpems pacTeopeHus — He Gonee 20 Mun. Cootnetctey
MaTepHa, YPOBEHb 2, OTPHUATENLHbIH 8 Mun
3. | Jinodmnu3snpoBaHHBIH KOHTPONbHDIH fIpo3pavuHOCTh W LBETHOCTD: B CootaercTByeT
MaTepua, YposeHb 1, nonokuTeNbHbIH BOCCTAHOBJICHHOM BHJIe NPeACTaBNAeT
JInoHUIHINPOBAHHBIH KOHTPOIbHbIN coGoit mpozpasmblif GecLpeThbiii pacTBop Coorsercrayer
MaTepua, ypoBeHb 2, OTPHUATENbHbIH 6e3 ocanka, XJ10NbEB H NOCTOPOHHUX
BKAIOYCHHH
4, | JInodunuanpoBaHHbiH KOHTPONLHBIN TaGapuTiibie pasMepbt NEPBHYHOIMK Coorsercrayer
MaTepHan, YpobeHb 1, MONoKUTENbHbIH YTaKOBKH:
JinodHunHznpoBaHHBIH KOHTPONLHBIH Bsicora ¢naxona: 42,00 £ 2 mm;
Marepuan, yposeHb 2, OTpHUATENbHbIH Hnamerp dnaxona: 22 3 2mm;
Buicora kpeitnku: 14,00 £ 1 mm;
Huamerp kpaiinky: 20,6 £ 2 MM
PYEKNHOHAILALIE XAPAKTEPHCTHRR
1. Juodunuaupobannbiit KOHTPONbHBIH BayTpudnakontas saprauma; Cootsercrayer
Marepnan, yposens |, NonoXHTENnbHbIH ko3¢ pument Bapuanmu CV < 8% 4,75 %
JIHodHHIKRpOBaHHBIH KOHTPOJABHBIH Coorsercrayer
MaTepran, ypobeHb 2, OTPHLATENbHbIH 4,03 %

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI
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2. JInodpunusnpoBaHHbIi KOHTpONbHBIH | MexdnakoHHas BapHaLHa: KO3GPHLUMEHT CootsercrByer
MarepHan, ypoBeHb |, MonoXUTeNbHbIH Bapuauuun CV < 8% 3,89 %
JInopunH3npoBaHHbIi KOHTPObHBIH Coorsercrayer
MaTepHal, ypoBeHb 2, OTpPHLATENbHbIH 3,74 %

3. JInodpunHznpoBaHHbIi KOHTPOJbHbIH Jlnana3oH uenesbix Coortsercrayer
MaTepHa, ypoBeHb |, MONOKHTENbHBIH KoHuenTtpauus 3HaueHHii o 2,05-3,02 KIl

Pe3yJibTaTaM aHANH3a
2,55 KI* 2-3,1KI
*KIT — k03¢ ¢HuHEHT NOIHTHBHOCTH
JInodpunusnpoBaHHbIiH KOHTPOJIbHBIH JHana3oH ueneBbix CootBetcTBYET
MarepHasl, ypoBeHb 2, OTPHLIATE/IbHbIH KoHuenTtpauus 3HaueHuH no 0,52 -0,74 KIl
pe3yJbTaTaM aHanusa
0,62 KI1 0,5 — 0,75 KIT

TpancnopTupoBanue: TpaHCNOpTHpOBaHHE H3eNHH O KOHEYHOro moTpebHTeNs Ha Bcex
jTanax JO/DKHO TMPOHM3BOAMTHCA BCEMM BHIaMHM TpaHcnopra (BO3AYILIHBIH, BOJHbIM,
XEJI€3HOAOPOXHBIN, aBTOMOOM/IbHBIA) B KPBITBIX TPAHCIOPTHBIX CPEACTBAX B COOTBETCTBHH C
NpaBHJIaMH NEPEBO30K, AHCTBYIOUMMH Ha TPAHCNOPTE NAHHOrO BHIA NPH TEMIepaType oT +2
10 +8 °C ¢ cobmoaeHHeM XOJIOROBO#H Lienn B TeyeHue 12 aueit. He noaseprath anurtenbHOMY
BO3JIEHCTBHIO TEIUIa, BJIArH, MPAMbIX CONHEUYHbIX Jiydeil. 3amopaxuBaHue Habopa peareHToB He
Jgonyckaercs. TpaHCIOPTHpPOBaHHE M3JENHH JOKHO OCYLIECTBIATHCA B TEPMOKOHTEHHepax
OAHOPA30BOTO MOJb30BaHMA COAEPXKALMX XJIAJONEMEHTbl, MIH B TEPMOKOHTEHHepax
MHOTOKPAaTHOTO MpPHMEHEHHUS C aBTOMAaTHYECKH MOLIEPXKHBAaeMOii TemmepaTypoi HIH B
aBTopedpuxepaTopax ¢ HCIONIL30BAHHEM TEPMOMHIHKATOpPOB. M3nenus, TpaHCNOPTHPOBaHHbIE
C HapyLIEHHEM TEMIIEPATypPHOTrO pexHMa, IPHMEHEHHIO He MOUIexkaT.

3axmouenne: KauectBo pacdacoBkH, KOMIUIEKTHOCTb, MapKHPOBKa, YMaKOBKa, IOKa3aTelH
kayectBa «HaGop koHTponsHbIX MatepHanoB «Jlumma6 Amyp BIII-2 IgM Koutponb» mns
KOHTpOJISl KaYeCTBa Ka4€CTBEHHOrO ONpEAeNeHHs HMMYHOTIoOyaHHOB Kiacca M (IgM) k Bupycy
npocroro repneca 2 tuna (BII['-2) B chiBOpoTKE W MNna3Me KpOBH YEJIOBEKa METOAOM
MMMYHOXEMHIIOMHHeceHTHOoro aHanusza (MXJIA) Ha aHanM3aTope aBTOMATHYECKOM
MMMYHOXEMHIIOMHHECLIEHTHOM «JIn1nab AMyp» Uit IMarHOCTHKH in vitro no TY 21.20.23-288-
65614693-2022» cootBeTcTBYIOT TpeGoBanusam TY 21.20.23-288-65614693-2022.

JaTa Bbiaauu nacnopra: 20.06.2023

3aBeayowuit IPOU3BOACTBOM Marua M.H.
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Bceero npoiuRyposano, MPOHYMEPOBAHO
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YTBEPXIIAIO
Hupektop, OO0 «JIMAKOP»
oxryT

23r.

HHCTPYKIA 110 IIPUMEHEHIO HA METUITUHCKOE U3AEJIME IS
JAUATHOCTUKHU IN VITRO

Hab6op konTpoashbix Matepuanos «JInwiaé Amyp BIT -2 IgM Kourtpons» s
KOHTPOJIA Ka9eCTBAa Ka9€CTBEHHOTO ONpeJeNieHUsI IMMYHOrMoOyIHHOB Kiacca M
(IgM) x Bupycy npocroro repneca 2 tuna (BI1'-2) B cbIBOpoTKe H I11a3Me KPOBH

9eIoBeKa METOJOM HMMYHOXEMIIIOMHHECLIEHTHOTO aHaim3a (MUXJIA) na
aHaIN3aTope aBTOMaTHIeCKOM HMMYHOXEMHUITIOMUHECIEHTHOM «JInmiaG AMyp»
JUIS AMarHOCTHKH in vitro mo TY 21.20.23-288-65614693-2022

Bepcus 3

TVY 21.20.23-288-65614693-2022

2023
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1. HanmeHoBaHHe

Habop koHTponsHBIX Matepuanos «Jluanaé Amyp BII-2 IgM Koutpons»
AN KOHTPOJA KauyecTBa KaYCCTBEHHOTO ONMpeesieHus HMMYHOIOOYIHHOB Kilacca
M (IgM) x Bupycy npocToro reprieca 2 Tvna (BII'-2) B cBIBOpOTKe 1 [1a3Me KPOBH
4eioBEKa METOJOM HMMMYHOXEMHIIOMHMHecUeHTHoro aHammsa (UXJIA) wHa
aHanM3aTope aBTOMAaTHYECKOM HMMMYHOXEMHIIOMMHECLEHTHOM «JIuana® Amyp»
AJ18 IMArHOCTHKH in vitro mo TY 21.20.23-288-65614693-2022 (nanee mo Tekcry —
HaGop kxoHTponbHbIX MaTephanos, HaGop koHTponbHEIX MaTepHanoB «JIumia6
Awmyp BIII"-2 IgM Kontpons», nznenue).

2. Ha3snavyeHnue

Ha6op koHTponsHBIX MatepuanoB «Jlupnab Amyp BIT -2 IgM Kortpons»
NpPeAHAZHAYECH U KOHTPOJA Ka9ecTBa Ka4ecTBeHHOro onpeaenenns [gM k Bupycy
npocTtoro repneca 2 Tuna (BIII"-2) B CBIBOpOTKeE H IJIa3Me KPOBH Y€I0BEKA METOAOM
HMMYHOXEMUIIIOMHHECLICHTHOrO  aHammsa  (MXJIA) Ba  aHanusartope
ABTOMATHYECKOM HMMYHOXEMHIIOMHHeCLeHTHOM «Jluama6é Awmyp» (00O
«JILOKOP», Poccus).

POYHKUHOHAJIbHOE  HA3HAYEHHE:  BCIIOMOTATENbHOE  CPEACTBO B
JAHArHOCTHKE in Vitro.

3. Iloxa3anus, NPOTHBONOKA3AHHSA H NOGOYHbIE ABJICHHS

Ioxka3aHHA: KOHTPOJb Ka4YeCTBA aHAJIH3a NPH Ka4E€CTBEHHOM ONpeAeNeHHH
IgM x BHpycy npocToro repneca 2 tuna (BI-2).

IIporuBonokazaHusi: B paMKaX YCTaHOBICHHOIO NPOU3BOAMTEIIEM
Ha3Ha4YCHUA HE HMeEeT.

IloGounnle sABJeHHA: TpH CcOOMIONEHHMM YCIOBHHE M mpaBHA
TPAHCTIOPTHPOBAHNA, XPAHECHHS H MPUMEHEHHA HE BBIABIICHEI.

Cneunnduyeckas NaTONOrH#, COCTOSHEE HAH (aKTOp pHCKa: He
[IPUMEHHMO.

Hecnenyemblii 6nonornveckuii MaTepHana: He TPHMEHHMO.

OnpeaensieMblii AHANHT: He IPUMEHUMO.

3
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Tun anammsza: He npuMennmo. IlpepuassaueH mid KOHTpONA KadecTsa
aHaJiM3a NpH Ka4€CTBEHHOM onpeaeneHny IgM k Bupycy npocroro repreca 2 THNa
(BIIT-2).

4. TIlorenunanbHbie NOIL3OBATENH H 06JACTH NPHMEHEHHS

IMorenuuanbHblif NOTpeGHTENb: Bpay KIMHHYecKkod saGoparopHoii
OHAaTHOCTHKH M JIpyrde CHeUdalucThl B o0JIacTH KIMHWYECKOH JaGopaToproi
OHACHOCTHKH, NpoluealHe obyyeHue o pabore ¢ aHaMH3aTOPOM aBTOMATHYECCKHM
UMMYHOXEMUTIOMKHECLICHTHBIM «JIupnad AMyp». Tomsxo Vi
npo¢eCCHOHANBHOTO HCMONB30BAHHUA.

Ob6aacTp npuMeneHHs — KIMHHYECKad JabopaTopHas JHATHOCTHKA.

5. KomnaextHoctb H cocTaB HaGopa KOHTPO/IbRBIX MATEPHAIOB

1) JInopunusupoBaHHsIf KOHTPOJLHEIH  MaTepHan, yposeHp |1,

ITONOXHTENBHBIN — 2 ¢uiakoHa no 2,0 mn;

2) Jlmodmnu3HpoBaHHBIH  KOHTPOJBHBIA  MarepHan, YpoBeHb 2,

OTpHLATENbHEIH — 2 ¢pnakoHa no 2,0 Mi;
3) AucTpyKum no nNpUMeHeHH o — 1 mr.;
4) AHaimTHYecKMi nacnopr — 1 mr.

KomnonenTsl Habopa KOHTPONBHEIX MAaTEepHAIOB:

JInodHIH3NpOBaHHBI 2 ¢maxosna no 2,0 mn | XuMepHule MBImuHbIE aHTUTENA IgM
KOHTPOJIBHBI MaTepuan, K BIIT-2.

YPOBEHb |, HONOXKHTENbHBIH Marpuua: TPHC Oydep, 0,05%
JInopumm3HpoBaHHEIH 2 dnakona no 2,0 ma | ProClin 300.

KOHTPOJIbHBIA MaTepHan,

YpOBEHD 2, OTPHIIATEIbHBIH

B cocTaBe MEAMLIMHCKOTO H3AENHA OTCYTCTBYIOT MaTepHalibl, BCTYNaloKe B
HEMOCPEACTBEHHEI MM ONMOCPEJOBAHHBIN KOHTAaKT C OpPraHU3MOM MallHeHTa
(TenoM yenoneka).

B cocTaBe KOMIOHEHTOB MEAMLMHCKOTO H3ENHA  OTCYTCTBYIOT

JICKApCTBCHHBIC CPEACTBA.
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KoMnoHenTsl H3meNus He SABIAIOTCA CTEPWIBHBIMH H He TpelyioT
CTEpHITU3ALHH.

Yhcno MCNOnb30BaHHH HE OrpaHHYEHO, MCOONB30BaTh MO  Mepe
HeoOXOAHMOCTH A0 HcuYepnaHWs oO0beMa WIM KCTEYeHHS CpoKa TOAHOCTH.
OroOpaHHBI JJs aHAJIM3a KOHTPOJBHBIA MaTepHal HENB3A HCIONB30BaTh

INOBTOPHO.

6. IIpuanun MeToaa
[Ipunumn geiicTeig HaGopa KOHTPONBHBIX MaTepHATOB «JInanaé Amyp BIII -

2 IgM KoHTpoms» OCHOBaH Ha HENPAMOM MMMYHOXEMHITIOMHHECIIEHTHOM aHaIN3e

(UXJIA).

I-s unxybayua: IgM x BIIT-2 npu ux Hanuuuu B oOpaslie pearupyior ¢
anTureHaMd BIII'-2 Ha napaMarHWTHBIX MHKpOYacTHLaX B cocTaBe PeareHra
napaMarHMTHEIX MuKpodacTull (R1), oOpa3sys KOMIIIEKCH «aHTHTENO - AHTHTEH».
I'lpu aToM u3bniTok IgG kx BII-2 B 00pasue cBa3siBaeTCA ¢ KO3BHMH QHTUTENIAMH K
IgG, BxoasmuMu B coctaB PearenTa ans passeneHus odpasuos (R3), n yaanaerca
Npy NocleAyolle# NpoMbIBKE.

ITpomsiexa: non  felicTBMeM MarHHTHOTO TIONA  NApaMarHUTHEIE
MHKPOYACTHLIBI 2ZICOPOUPYIOTCS Ha CTEHKAX PeaKIMOHHOMN KIOBETSH!, @ HECBA3AHHEIE

KOMIMOHCHTHI CMBIBAIOTCsI MPOMBIBAIOIIMM PACTBOPOM.

2-8 unkybayua: nocme pobasnenus Pearenra medeHsx anTHTEen (R2)

antutena Kk IgM udenoBeka, MeueHHBle 3QHPOM AaKPHIMHUA, pPearupylor ¢
KOMIIEKCAMH «AHTUTEJI0 - AHTATEH», 00pa3yd KOMIUIEKCH «aHTHBHAOBOE

AaHTHUTEJNIO — AaHTHTEJIO - AHTHTEHY.
Ipomsiska.

Jdemexkyua u unmepnpemayun: K peaKUHOHHOW CMeCH XAOOaBIAIOT
pearents "Jlugna6 Amyp Ilpe-tpurrep” u "Jingna6 Amyp Tpurrep”. Curxan or
XEMHJIIOMMHECLIEHTHO! peaKlMM H3MEpSAeTCss B OTHOCHTENIBHBIX CBETOBBIX

enunutiax (OCE).
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CymectByer nmpsMas 3aBHCHMOCTh MexAy komudectBoM IgM x BIII-2 B
obpasie 1 3sHaueHHeM OCE, o6HapyeHHEIM ONITHYECKOH CHCTEMOI aHaNU3aTOpa
«JIngnab AMyp».

PesynsTaTsl onpenensiorca nyreM cpaBHeHua sHaueHuli OCE kaxaoro
ofpa3a ¢ NOpOroBHIM 3Ha4YeHHeM cut-off, moaydeHHBIM Npn NpeAsIAyIcH

KanubpoBke.

7.  Onucanne MEAHIHHCKOTO H3eTHE

Habop xoHTponbHEIX MaTepuanoB «Jlugnab Amyp BII'-2 IgM Kontpons»
npeacTaBnfeT coOoi ABYXYPOBHEBbIHi KOHTPOJNBHBIH MaTepuan (yposeHb 1 —
MOJIOXKUTENbHEINH, YPOBEHb 2 — OTPHUATENBHBIN) B BUAC JHOQWIH3HPOBAHHOIO
nopomka. B koMInexT mocraBKM BXOAHT NmO JBa (JIakOHa ¢ KOHTPOJIBHBIM
MaTepHalloM KaXAOTO YpPOBHSA, HHCIPYKLHA ¥ aHaNMTHYECKHH Nacmopr co

SHA4YCHHAMH Kouuempauuii.

JInopunn3snpoBaHHkIH KOHTPOJIbHEIA Marepuai, YPOBEHbB 1,
NOJOXHUTENbHEIN, NOMEIIECH BO (WIaKOHbl W3 HEHTpanpHOro GOpOCHIMKATHOTO
cTekna (KOpW4YHEBBIH) C 3aBHHYMBAlONICHCA KPLILKOH dYepHOro IiBera.
JInodgwmnusupoBaHHbIl KOHTPOJNBHBIH MarepHas, YpOBEHb 2, OTpPHULATEIBHEIH,
MOMeILEH BO (IaKOHBI U3 HeHTpanbHOro 6OPOCHIMKATHOrO CTeKNa (KOpHYHEBBIi)
¢ 3aBHHYMBAIOILEHCS KPHIIKOH Oenoro nsera.

Bremnni Bug

MenkoaucnepcHslii nopommok 6enoro 1sera. ITonHOCTEIO pacTBOpAeTCS IIPH
noGaniieHMM 2 MN BOABI OYHILIEHHOH (IHCTHINMPOBaHHOIM). BpeMs pacTBopeHus -
He Gonee 20 MUHYT. B BOCCTaHOB/ICHHOM BHAE NpeACTaBIgeT co00H Npo3payHbIi

pacTBop Ge3s ocafika, XJIONbeB ¥ NOCTOPOHHMX BKIIOYEHWUIA.

8. Mepbl NPeNOCTOPOXKHOCTH H OTPAHHYCHAA METOAR
- IMoreHuManbHblif pUCK NMpUMeHeHMs Habopa - knacc 26 (cornacHo
IMpukaszy Munncrepcrsa 3apasooxpanenus P® Nedn ot 06.06.2012 r.).

- Tonbko AN JUATHOCTHKH in Vitro;

6
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- Bce koMnoHeHTs! Habopa KOHTPONBHBIX MATEPHANOB B HCIIONE3YEMBIX
KOHLCHTpALMAX SB/IAIOTCS HETOKCHYHBIMM, BPEAHOr0 BIHAHHA HA OpPraHH3M
NONB30BATENS HE OKA3bIBAIOT.

- B cocTaB KOHTPONBHBIX MAaTEpHAIOB BXOJAT XMMEpPHEIC MEINHHEIE
IgM k BIIT-2. Hanugue ceprudukaTra 0 MPOHUCXOKASHHH W/MIH CAHHTAPHOM
COCTOSHHH JKHBOTHBIX HE MOJET NOJHOCTBI) TIaPAHTHPOBATh OTCYTCTBHE
HMH(QEKUMOHHBIX NATOreHHHX areHToB. [lo3TOMYy pekoMeHAyercs codmoaats
oOBI9HBIE MEPHI MIPESOCTOPOXKHOCTH (HaMpHUMep, HE TIOTATEH WIH HE BABIXaTh);

- He cMmemuBaiiTe KOHTpOJILHBIE MaTepHAJBI Pa3sHBIX CEPUid;

- He cMemmuBaiiTe CBeXHE KOHTPONBHEIE MATEPHAILI C  YyXKe
HCTIONB3yeMbIMH;

- He nepenupaiiTe KOHTPONBHBIA MaTepHan oOpaTHO B HCXOLHBIH
¢JakoH mocne B3ATHA;

- He ucnons3syiite HaGop KOHTPOJIBHEIX MaTepHANIOB MOCIE HCTCICHHA
CpOKa MOAHOCTH;

- He wucnone3yiiTe KOHTpPONBHBIE MaTepHanbl H3 MOBPEXKAESHHOM

yTIaKOBKH.

- 3HaueHHs] KOHLEHTpalMii KOHTPONBHBIX MATEpHAJOB 3aBUCAT OT
CepuH;

- He 3amopaxupaiite HaGop KOHTPONBHEIX MaTepHAJIOB, NpEXAE YeM
OTKPHITH €ro;

- Hcnone3yiire cpeAcTBa HMHAWBMAyanbHOH 3alluThl INpH pabote C
KOHTPOJIGHBIMH MaTepHallaMu.

- Ae3undeKxiiua pasiuTEIX KOHTPONBHBIX MaTEpHANIOB BHIMONHACTCA C
HCNOJNIB30BAHHEM IE3HHQHUMPYIOIMX cpeAcTB B coorBercTBHH ¢ CanlluH
2.1.3684.

9. TIloAroToBKa KOHTPOABLHLIX MATEPHAJIOB

KoHTponsHbIe MaTepHANbl IOCTABIAIOTCA B THOGHITH3HPOBAaHHO#H (opMme.
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- AKKypaTHO HNOCTy4YHMTe N0 (pIakoHy, YTOORl KOHTPOJGHMH MaTepHaln
OKasaJyics Ha fHe (akoHa.

- Orxkpolite (IakoH, OCTOPOXHO IOJHMMHTE PE3WHOBYIO MpoOKy,
4yT00BI BO3AYX TOMNaN BO (1akOH, 3aTEM NMOTHOCTHIO CHUMHTE ee.

- HobaBbTe 2 MJT OYHILIEHHOH (AUCTALTHPOBAHHOMN) BOIBI.

- 3akpoiiTe ¢1akoH pe3HOBOH 3aNTyIKO# M KPHIIIKO#, AaiTe OCTOATH
10-20 MuUHYT ANR NONHOINO PAacTBOPEHHS COAEPXXHMOIo, B TE€YEHHE KOTOPbIX
OCTOPOXHO BCTpAXHHUTE (pnakoH 5-10 pa3. 3arem pacTBOPHTE COACPIKUMOE CBEPXY
MyTeM OCTOPOXKHOTO NiepeBopayrBaHug npumepHo 10 pa3. M36eraiite o6pazoBanus
TIEHEI.

- Bo3pMuTE HeoOXOAMMEIH 00BEM /)15l KAXKAOTO AHANH3A B COOTBETCTBHH
C MHCTpyKuHMeil no mpumenenuio Ha HabGop pearentoB «Jluzma® Amyp BII-2
IgM».

- PacnipenennuTe KOHTPOMBHBEIH MaTepyal B HECKONBKO HeGONBIIMX
(JIAKOHOB ¢ répMETHYHOH KPBIINKOH U XpaHHUTE HX B COOTBETCTBHH ¢ TpeOOBaHUAMHU

nyHkta 10 gaHHOK HHCTPYKUHH.

10. CraGuasHocTb, YCNOBHA  XpaHeHHS, MHCNOJL30BAHHA H
TPAHCMOPTHPOBKH

YcaoBHSA XpaHeRHs, CTaOHABHOCTD

- H3penus B ynakoBKE M3rOTOBUTENA ClEAYeT XPaHMTh HA CKIAAaXx.
XpaneHnue u3fienuii npH TeMneparype ot +2 1o +8 °C [OMKHO OCYIECTRIATECS B
XONOMMNBHEIX  KaMepaX WIM B  XOJOJWIBHHKaX, obecneunBalolIuX
pernaMeHTHPOBaHHBIH TeMIepaTypHBI PEXHM ¢ eXeIHEBHOM perucTpauuei
TeMIepaTypbl. XpaHeHHe M3JENHH JOKHO OCYILECTBIATHECA B TEMHOM MECTe.
Hanenus, XpaHuWBIIHeCS C HapyllleHHEM perjlaMeHTUPOBAaHHOIO peXHMa,
NPUMEHCHHUIO HE NOJJIeXaT.

- HeoTkpeiThie KOHTPONBHBIC MaTepHAlbl CTaOHJIBHBI O HCTEYEHHA

cpoka roaHocTH (48 MecsueB) npd Temrnieparype ot +2 no +8 °C.
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- Ilocne BOCCTaHOBIIGHHS KOHTPOJBHEIE MaTepuanbl CTAOMIBHEI B
Te4eHUe 7 AHel NpHU TeMeparype xpaHeHus ot + 20 xo + 25°C.

- Tocne BoccTaHOBICHHS KOHTPOMM cTabHIBHEI B TeueHHe 30 aHeil npu
TeMIepaType XpaHeHus ot + 2 go + 8°C,

- ITocne BoccTaHOBICHHA KOHTPONH CTAOWIBHE B Teuenne 90 nHeit npH
Temneparype xpaHeHus - 20 °C unu Hibke. PasmopaxkmBaHue / oTTamBaHHe
3a8MOPOXKEHHBIX  BOCCTAHOBJICHHBIX  KOHTPOJBHBIX  MATEpHAliOB  CIEAYeT
IPOM3BOAMTL OpPH KOMHATHOH TemnepaTtype B TtedeHHe 30 wmuH. Ilocne
pa3MoOpaXxHBaHHA KOHTPOJbHbIC MAaTEPHATE! HEOOXOAMMO BCTPAXHYTS.

- H3beraiite MOBTOPHOI'O 3aMOP@KHUBAHUA-OTTaUBAHMS

BOCCTAHOBJICHHBIX KOHTPOJIbHBIX MAaTepPHANOB.

YenoBus TPaRCIOPTHPOBKH

TpaHcnopTHpoBaHue U3eNHii 40 KOHEYHOro NMOTpeOuTeNd Ha BCeX 3Tamax
JNOJDKHO IIPOM3BOAMTECA BCEMH BHIaMHM TpaHcnopTa (BO3AYUIHBIM, BOJHBII,
KeNe3HONOPOKHBIA, ABTOMOOMIBHBIN) B KPBITHIX TPAHCIIOPTHBIX CPeACTBaX B
COOTBETCTBHH C IIPABHJIaMH TI€PEBO30K, ACHCTBYIOIIMMH Ha TPAHCIOPTE JAHHOrO
BHJa NpHu TeMneparype oT +2 ao +8 °C ¢ cobmoneHneM Xoa040B0# LENMU B TEUEHHE
12 pueid. He noaBepraTe AJMTENBHOMY BO3ACHCTBHIO Tema, Bjarw, NpsAMbIX
CONHEUHBIX Jyded. 3amopaxuBaHne Habopa KOHTPOJNBHBIX MATEPHAJIOB HE
Aomyckaercd. TpPaHCHOPTHPOBAaHME WM3JIENHH JIOJDKHO OCYILECTBIATHECA B
T€PMOKOHTEHHEpaxX OAHOPA30BOrO MOJB30BAHUA COAEPKALMX XJIAJ03JIEMEHTEI,
HIM B TEPMOKOHTCHHEpaX MHOTOKPAaTHOrO NpPHMEHEHHS ¢ aBTOMAaTHUYECKH
NoAAePKHBAaEMO TeMIepaTypoi I B aBTopedprXepaTopax ¢ HCIONb30BAaHHEM
TEPMOHHAUKATOpOB.  M3aenus,  TpaHCNIOPTUpOBaHHBIE C  HapylleHHEM

TEMIIEpPaTypPHOTO peXXHMa, NPHMEHEHHIO HE NO/IeXKAT.

11. OGopynoBanHe H MAaTEepHAJALI, HE BXOAflHEé B KOMILIEKT
IOCTABKH, HO He06X0AHMBIE /IS NPOBEJEHHS AHAIH3A
- Bopa ounllleHHad (IMCTHIUIMPOBAaHHAA );

- ®nakoHBl C FePMETHYHOM KPbILIKOH;
9
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—  Habop pearenroB «JIuana6 Amyp BII-2 IgM» ana xauecTBEHHOro
onpeaencHua AIMMyHOrnoGyanHoB Kinacca M (IgM) Kk BEpycy npocroro repreca 2
tunia (BIII-2) B chIBOpoTKE H TUTa3Meé KpOBH 4eNoBeKa METOAOM
HMMYHOXEMHIIOMHHeCLIEHTHOro  aHanm3a  (UXJIA) Ha  aHanmu3arope
aBTOMAaTH4YECKOM HMMYHOXeMHNMIOMUHecleHTHOM «Jlugnma6 Amyp»  ans
AWATHOCTHKH in vitro no TY 21.20.23-262-65614693-2022;

- PactBop 3anyckarommit "Jlugna6é Amyp Ilpe-tpurrep" mns
aHaTM3aTOpa aBTOMATHYECKOI0 HMMYHOXEMHIIOMHHECLCHTHOTO «Jlnmmab Amyp»
I AUATHOCTHKH in vitro o TY 21.20.23-277-65614693-2022;

- PactBop 3amyckaioumii "Jlugnabd Amyp Tpurrep” ang asammszaropa
aBTOMATHYECKOTO HMMMYHOXEMHMIIOMHHeCLeHTHoro «Jluanab Amyp» mm
JHArHocTUKH in vitro mo TY 21.20.23-279-65614693-2022;

— PactBOp  mNpOMEIBAIOIIMIA VIS aQHAIM3ATOpAa  ABTOMATHYECKOTO
HMMYHOXEeMHIIOMHHECLEHTHOIro «JIuanab Amyp pacTBop NpOMBIBalOMIKA» WA
IMArHocTHKH in vitro no TY 21.20.23-276-65614693-2022;

- KioBera ozHopaszoBas «JIuanab AMyp KioBeTa» Al aHAIH3aTOpa
ABTOMATHYECKOTO HMMYHOXEMWIIOMHHecueHTHoro «JIlummaé Amyp» s
AuartocTuxy in vitro mo TY 32.50.50 — 281-65614693-2022;

- AHalM3aTOp  aBTOMATHYECKMH  HMMMYHOXEMHIIOMHHECLUECHTHRIH
«JIuanab AMyp» s JHArHOCTHKH in vitro mo TY 26.51.53-283-65614693-2022, B

BapHaHTax HCITOJHCHHA.

12. TIlpoueaypa aHalH3a

AHalu3 TIPOBOXMTCS B COOTBETCTBHH C HMHCTPYKIHEH NO MPHMEHEHHIO
Ha6opa pearentoB «JIupma6 Amyp BIN-2 IgM» u PykoBoactBom mo
3KCIUTyaTalHy aHanu3aropa «JIlupmab AMyp».

10
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



13. Hndopmanus o 3HAYEeHHSX KOHIEHTPAUMI, NPHNHCAHHBIX
KOHTPOJbHBIM MaTepHAJIaM

3Ha4eHud KoHUeHTpauu# IgM k BHpycy npocroro reprieca 2 Tuna (BITT-2) B
KOHTPOJIbHBIX MaTepHalax yka3aHsl B AHaJIdTHYeCKOM mnacmopre Ha HaGop

KOHTPOJILHBIX MaTepUaiOB.

Pe3ynbtaThl KOHTpPONA KadecTa, KOTOphle HE IONajaloT B AOMYCTHMEIS
AMANa30HE], MOTYT YKa3hIBATh HAa HEAEHCTBUTENbHEIE Pe3yNbTaThi HCCIIeAOBaHMIA.
B paHHOM criyyae HccleAoBaHMEe HeoOXOOUMO NOBTOPUTH. [IpH MOBTOPHOM

HECOOTBETCTBUH HEOOXOAMMO HCIONB30BAaTh HAGOP KOHTPOJBHBIX MAaTEPHAIOB

ApYTOii CepHH.

14. YTaanszanusa

Orxonel, oOpasyiomyecas NpH HCOOAL30BaHHH HaGopa KOHTPONBHBIX
MarepuanoB «Jlmgna6 Amyp BIN -2 IgM Kourpons», oTHocATca k Kiaccy b u
yTHAH3upyIoTcs B cooTBeTcTBHH ¢ CaunlluH 2.1.3684-21.

15. QPYHKNHOHANLHbIC XAPAKTEPHCTHKH

Buyrpudaaxonnas Bapuanusa: kodpduiment papuaunu CV < 8%.
Mexdnaxonnan Bapaanus: ko3ddumment sapuauu CV < 8%.

KoHneHTpauusa (AIHana3oH NeIeBbIX 3HAYCHNI)

Konuentpauns J{manazoH HeleBLIX

3HAYMEHHH No pe3yabTATAM

SHATH3A
JinopHmI3UpOBaHHEL KOHTPOJIBHBIH 2,55 KIT* 2-3,1 KII
MaTepHal, ypoBeHb 1, BOJOKHTENbHEL

JInopumH3MpOBAaHHBIE KOHTPONBHBIH 0,62 KI1 0,5-0,75 KI1I

MaTepHal, YpPoBeHb 2, OTPULIATENbHbI

*KII - xo3pPpUIHEHT T03UTHBHOCTH

MeTponoruyeckas npociexuBaeMoCTh KOHTPOJIBHBIX MaTePHAJIOB OLIEHCHa
npu noMouw CranaaptHoro obpasua npeanpuarus «BIM-2 IgM Crannapt» B
11
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coorserctBuM ¢ 'OCT ISO 17511, KoHkpeTHble BeNMYHHEI HEONMPEACIEHHOCTH
3HAYEHHI, IPHIUCAHHLIX KOHTPOIBLHBIM MaTepHalaM, MOTYT ObIT IIPEAOCTABIICHE]

o 3anpocy norpedurens.

/ KommyTabeabnoctn: ko3dduuneHT koppenauun r > 0,975, yron Haknona
HaxonuTes B npeaenax 0,9 <y <1,1

16. TapanTniinbie 0083aTeNILCTBA
IIpennpusaTHe-U3rOTOBHTENDL TapaHTHPYET CTaOMIBHOCTH W COOTBETCTBHE
n3penus  TpeboBanuaM TexHuYeckMX YycnoBui#i npu COOMIOAEHHH YCIIOBHM

TPAHCIIOPTHPOBaHHA, XpAaHCHU 1 [IDUMCHCHHA B TCHUCHHE BCCIrO CPOKa roiHOCTH.

Cpok rogsoct HabGopa koHTpONbHEIX MaTepuainos «JInmia6 Amyp BIT -2
IgM KonTpons» — 48 mecaues ¢ naTsl NpOU3BOACTBA.

Pexnamanuu criemyer HanpaBlATh Mo afpecy npoussoautenio: O6mecTso ¢
orpaHHuYeHHo# oTBeTcTBeHHOCTEIO «JIMAKOP» (000 «JIMAKOP»), Poccua
620102, Ceepanosckas obaacts, r.o. ropog Exarepun6ypr, r. Exatepunbypr, yn.
[Tocaackas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Anpec anekTpoHHOIH
noyursl: marketing@leadcore.ru.

17. Caemenns o DPOH3BOAHTEIE MEAHIHHCKOrO H3JeJIHA

[IpowssoaureneM MeguuMHcKoro m3gemus «Habop  xoHTponbHBIX
Mmatepuanoe «Jluana6 Amyp BIN-2 IgM KonTtpone» and KOHTpons KavecrBa
Ka4yeCTBEHHOro olpeAeneHua MMMyHornoGymHos kimacca M (IgM) x Bupycy
nipocroro repneca 2 tana (BIIN-2) B ceiBopoTKe U M1a3Me KpOBH 4€JIOBEKA METOAOM
UMMYHOXEMHIIOMHHeCLIeHTHoro  aHam3a (MXJIA) Ha ~ anHamm3artope
aBTOMATHYECKOM HMMYHOXEMHNIOMHHECUCHTHOM «Jlmua6 Amyp» s
JHMArHOCTHKH in vitro mo TY 21.20.23-288-65614693-2022» apnserca OOmiecTBo ¢
orpaHH4eHHoit oTBeTcTBeHHOCTHIO «JIMIIKOP» (OO0 «JIMAKOP»).

IOpuanueckuii aapec: Poccusa 620102, Ceepanoeckas 061acte, r.0. ropon
Exatepnu6bypr, r. EkatepunGypr, yu. Ilocaackas, ctp. 23, opuc 204,
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AJIPCC MecCTa NPpOH3BOACTBA MEAHIIHHCKOTO H3ACIHA.

1)  Poccua, 620033, Ceepanoeckas obnacts, r. ExarepunGypr, yim.

KpacHogapckas, a.15;

2) 000 «JIMAKOP», Poccus, 141981, Mockosckasa obnacts, r. yOHa,

yia. Ilpubopoctpourenei, 3a.

18. Ilepeuenn npAMEHNEMBIX CTAHJAPTOB

I'OCT P UCO 15223-1-2020, 'OCT P UCO 18113-1-2015, F'OCT P UCO
18113-2-2015, TOCT P EH 13612-2010, TOCT P 51088-2013, 'OCT P UCO
23640-2015, I'OCT ISO 17511-2011, 'OCT P 53133.3-2008, I'OCT ISO 14971-

2021, CanlInH 2.1.3684-21.

19. Pacmu¢poska rpaduIecKHx CHMBOJIOB

Cumsoa

Pacmugposka

HoMep no kartanory

Koa naptuu

Positive - ITonoxurensHbIi

Negative - OrpuuaTensHbIH

HzroroBuTensn

JlaTa H3roTOBIECHUA

Hcnons3oBats 10

OG6paTHTeCh K HHCTPYKIMH [10 MPUMEHEHHIO

OcropoxHo!

B B> B i B E

MeauuuHcKoe H3aenue Ui JHArHOCTHKA in vitro
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Bronornyeckunin pmck

S Mpenensl Temnepatypsl
2t:—‘Ir
t .t XpaHuUTb BEPTUKa/ILHO
T Xpynkoe, 06paLlaTbCsi OCTOPOXHO
f Bepeub oT Bnaru

He fnonyckaTb BO3AENCTBUS COTHEYHOrO CBETA

ToKcnyHO

OnacHo ans BofHOW cpeapl

»

He ncnonb3osaTb npun noBpexxaeHnin yrnakoBku

20. JlnTepaTypHble CCbI/IKU

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

Microbiological and Biomedical Laboratories.
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Bcero npoLuHypoBaHo, NPOHYMepoBaHo
11 CKPEM/IEHO MevaTbHo, g
/1.
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