YTBEP)XIAIO

Hupextop QOO «JTMAKOP»

HUHCTPYKUUA ITO TIPUMEHEHWIO HA MEJMITMHCKOE U3JEJIME JJI5
JUATHOCTHKH IN VITRO

Ha6op koHTponbsHbIX MaTepuanoB «JIluanab Amyp KpacHyxa IgM KouTtpone» ans
KOHTPOJIS Ka4ecTBa KaueCTBEHHOro OnpeieleH|s UMMYHOrIo6ynMHOB kinacca M
(IgM) Kk BHUpYCY KpacHYXH B CHIBOPOTKE H [J1a3M€ KPOBH YE€I0BEKA METOJOM
MMMYHOXeMHJIIOMHHeclieHTHoro aHanu3a (MXJIA) Ha ananu3aTope

aBTOMAaTH4Y€CKOM HMMYHOXEMHIIIOMHHECHUCHTHOM «JIuanab AMyp» ans

JHarHocTHkH in vitro no TY 21.20.23-294-65614693-2022

Bepcus 2
TY 21.20.23-294-65614693-2022

2023

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



1. HaumenoBanue

Ha6op kouTponeHbeix MatepuanoB «Jlugna6 Amyp Kpacuyxa IgM
KoHTponb» s KOHTPONIA  KAUECTBA  KaYeCTBEHHOro  OMpeAeNeHUA
HMMYHorj106yiuHOB Knacca M (IgM) k BHpyCy KpacHYXH B CBIBOPOTKE M ILIa3Me
KPOBH Y€JIOBEKa METOAOM HMMYHOXeMHIIOMHHecUeHTHoro aranusa (MXJIA) Ha
AHAIM3ATOpE ABTOMATHYECKOM MMMYHOXeMHIIOMHHECUECHTHOM «Jlnanab Amyp»
A4 AMarHocTHKH in vitro mo TY 21.20.23 - 294-65614693-2022 (nanee no TekcTy
— Ha6op KoHTpoNbHBIX MaTepuanos, HaGop KOHTpoIbHBIX MatepHanoB «JIumiab
Amyp Kpacuyxa IgM KoHTponb», MEIMLIMHCKOE U3AeNHe).

2. Hasnavenmue

Ha6op koHTponbHbix MarepHanoB «Jlumma6 Amyp Kpachyxa IgM
KoHTpoNE» mpeAHasHaueH JUIs KOHTPONA KavyecTBa KaueCTBEHHOIO ONpe/ie/ieHHs
IgM K BHpYCY KpacHYXH B ChIBOPOTKE K IUIa3M€ KPOBH YCIOBEKa METOAOM
HMMYHOXEeMHIIIOMHHECLICHTHOrO  aHanu3a  (MXJIA) nHa  aHanmuzatope
aBTOMaTHYECKOM HMMMYHOXEMHIIOMHHeCLeHTHOM «Jimmia6 Awmyp» (00O
«JIMAKOP», Poccus).

POyHKUHOHATLHOE  HA3HaYleHHe:  BCIOMOTareJbHOE  CPeACTBO B
OUAarHoCTHKE in vitro.

3. Ilokas3aHua, NPOTHBONOKA3AHHA H NOGOUHDIE ABJICHAA

Iloka3zaHHN: KOHTPONb KA4ECTBA aHANN3a NMpH KaYeCTBEHHOM ONpele/ieHHH
IgM K BHpYCY KpacHYXH B CHIBOPOTKE U IJIa3Me KPOBH 4€JIOBEKa.

IlpoTHBOMOKA3aAHHA: B paMKax YCTaHOBICHHOrO MPOH3BOAUTENEM
HA3HAYESHUS HE UMeEeT,

IMoGounnie HABACHHA: TIpH  COOMIOACHHH YCNOBHH W mpaBun
TPaHCMOPTHPOBAHUA, XPaHEHHA U NPHMCHEHHA HE BHIABJICHBI.

Cnenudnueckas NaToJOTHA, COCTOAHHE WAH (aKTOp pHCKA: He
IIPUMEHHMO.

Hccnenyemelit 6nonornueckunii maTepuan: He NpHMEHHMO.

Onpeneunenuﬁ SHAJIHT: HE NIPHMCHUMO.
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Tun anaausza: He npumenumo. IlpenHasHayeH Ans KOHTpOJS KayecTBa
aHaJIM3a NMPH Ka4ecTBEHHOM onpeaefeHrH IgM k BUpYCy KpaCHYXH.

4. IloTeHuHabHBIE MOJb30BATENH H 00/12CTL NPHMEHEHHA

IMoTenunaabublii noTpebHTENb: Bpay KIHHHYecKoH slabopaTopHO#
JAMarHOCTHKM W Jpyrue CIeLHalucThi B 00nacTH KIMHHYECKOH nabopaToOpHOM
INarHOCTHKH, npolueaiine obyyeHune no pabore ¢ aHaTM3aTOPOM aBTOMATHUYECKUM
MMMYHOXEMHIIOMHHECLIEHTHBIM «JIunnab Amyp». Toneko b bl
npo¢eccHOHaNIbHOrO HCIOIB30BaHMU.

O6nacTb NpHMeHEeHHS — KIIMHUYecKas JabopaTopHas IHarHOCTHKA.

5. KomnaektHocTb H cocTas Habopa KOHTPOJILHBIX MaTepHAJIOB

1) Jlnodunu3upoBaHHBIH  KOHTPOJIBHbI  MaTepuan, ypoBeHb 1,

MOJIOXKHUTENbHBIA — 2 dnakoHa ro 2,0 mi;

2) Jlnodpunu3MpoBaHHBIH  KOHTPOJbHBLI  MaTepuan, YpOBEHb 2,

oTpuLaTeNbHbIN — 2 QnakoHa no 2,0 mi;
3) UHcTpykums no npuMeHeHuro — | wr.;
4) AHanuTHyeckui nacnopt — 1 wr.

KomnoHnenTsl Habopa KOHTPOJIbHBIX MaTEpHaIOB:

JInopunuznpoBaHHbIi 2 ¢nakona no 2,0 | XumepHble MblunHble IgM K
KOHTPOJIbHBIH MaTepHall, ypOBEHb | MJI BHpPYCY KpPaCHYXH.

1, NOJOXKUTENBHBIH Marpuua: untparHblif 6ydep, BCA,
Jlnodpunn3snpoBaHHbIi 2 ¢nakona no 2,0 | 0,05% ProClin 300.

KOHTPOJIbHBIN MaTepHall, ypoBEHb | MJI

2, OTpHLATE bHbIH

B cocTaBe MeAMLIMHCKOrO U3OeNHUs OTCYTCTBYIOT MaT€pHaJbl, BCTYMAIOILIHE B
HenOCpeﬂCTBeHHbIﬁ HITH OI'IOCpe}IOBaHHbIﬁ KOHTAaKT € OpraHM3IMOM MNallHE€HTA

(TenioM yenoBeka).

B cocCTaBe KOMITOHCHTOB MEIULHHCKOIO H3OCTNA OTCYTCTBYHOT

JICKApPCTBECHHbIC CPEACTBA.

KoMnoHeHTsl H31enMs He ABIAIOTCA CTEPHUIbHBIMH M HE TpebyioT

CTEpHIIH3ALIMH.
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Uucno MCNONB30BaHMI He OrpaHHYEHO, HMCMOJNB30BaTh IO  Mepe
HeOOXOOMMOCTH KO HCUepliaHus o0beMa HIM HCTeYeHMS CpPOKa TOIHOCTH.
Oto6paHHblif A aHaNM3a KOHTPOJBHBIA MarepHan Helb3s HCHOIbB30BATh

HOBTOPHO.

6. Ilpunuun mMeroaa
HaGop koHTponbHBIX MarepuanoB «Jlnama6 Amyp Kpachyxa IgM
KoxTpons» npegHasHaueH A9 KOHTPONA KayeCcTBa METOAOM «3axXBara» MNpH

MMMYHOXEMHTIOMHHECUCHTHOM aHanuze (MXJIA).

1-a unxybayus: 1gM x BUpyCy KpacHYXH NpH HX HanMuyuM B oOpasue
pearupyioT ¢ antarenamu k IgM denoseka B cocraBe PeareHTa napaMarHUTHBIX

MukpodacTHL {R1), 06pa3ya KOMILAIEKChI «AaHTHTENO — AaHTHBHIOBOE aHTHTENON,

Ipomsiexa: mnopx pAelicTBMeM MarHUTHOTO TONIA  MApaMarHUTHEBIE
MHKPO4aCTHLI aCOPOHPYIOTCSA Ha CTEHKaX peaKHHOHHOM KIOBEThI, & HECBA3AHHbIE

KOMMOHEHTH! CMBIBAIOTCA NMPOMBIBAIOINUM paCTBOPOM.

2-8 unxybayua: nocne nobasneHus Pearenra-anturena (R3) u Pearenra
Me4eHBIX aHTHTeN (R2) aHTHreH BHpyca KpacCHyXH H aHTHTEJIA K BUPYCY KPacHyXH,
Me4yeHble 3(QHpPOM aKpHAWHMSA, PpearupyloT ¢ KOMIUIEKCAMHM «aHTHUTENO —
AHTHBHAOBOE TENo», 00pa3ys KOMIUIEKCHl «aHTUTENO — aHTHNeH — aHTHTENO —

AHTHBHJOBOE aHTHTENON.
Ipomeiexa.

Hemexuyun u unmepnpemayusn: K peakUMOHHOH cMecu pobaBngioT
peareutsl "Jluana6 Amyp Ilpe-tpurrep” u "Jluana6 AMyp Tpurrep”. Curaan ot
XEMHIIOMHHECUEHTHOM peakuuy U3MepsaeTcss B OTHOCHTENBbHBIX CBETOBBIX

eaunuuax (OCE).

CyliecTByeT npamas 3aBUCHMOCTh MeXay KkonudecTBom IgM k BHpycy
KpacHyxHu B oOpasue u 3HaueHHeM OCE, oOHapyXeHHBIM ONTHYECKOM CHCTEMOH

ananu3atopa «JIuanab Amyp».
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Pesynsratel ompeaendoTcs myteM cpaBHeHMA 3HadeHHH OCE xaxnmoro
ofpasua ¢ MOpOroBeIM 3HaveHHeM cut-off, nojlyueHHsIM npH nNpenbITyINEH

KanubpoBKe.

7.  Onucanue MeAHWIHHCKOTO H3/e/INS

HaGop xouTponsHeIX Martepuanos «Jluama6 Amyp KpacHyxa IgM
Kontpone» mnpeacrasnser coboifi AByXypoBHEBbli KOHTPONBHEIA MartepHa
(ypoBeHP 1 — NONOXHTENbHHI, YpOBeHb 2 — OTpHIATENbHLIH) B BHAC
NHOPHTHIHPOBAHHOTO MOPOLIKA, B KOMIUIEKT MOCTAaBKK BXOAHUT 1O NiBa (rakoHa ¢
KOHTPONIBHEIM MATEPHAJIOM KAKAOro YpPOBHS, HMHCTPYKUHS M AHANHTHYECKHH

nacmnopt €o 3Ha4YCHHAMHA Kouuel-rrpaunii.

JInopunu3npoBaHHLIH KOHTPONbHBIA MaTepualn, YPOBEHB 1,
NOJOXKHTENbHBIA, MOMelleH BO (UIAKOHB!I W3 HeliTpaabHOro GOPOCHIHKATHOro
cTekna (KOpWYHeBBI) ¢ 3aBHHUMBAIOLICHCA KpBILIKOM 4YepHOro uBera.
JInobunu3NpoBaHHbIH KOHTPOJNBHBIME MaTepuan, ypoBeHb 2, OTpHLATENBHEIMH,
nomMeileH Bo GprakoHsl U3 HEUTPanbHOrO GOPOCUNTHKATHOTO cTekna (KOpHYHEeBEIH)

C 3aBMHYHBAIOIEHCA KpBIWKOi Genoro upera.

Buemnnii Bua

MenkoaucnepcHslit nopomtok 6enoro usera. [IoNHOCTHIO pacTBOPASTCH NIPH
no6aBneHnH 2 M BOAB! OYHIUEHHOH (AUCTUNNHpOBaHHO#H) B TeueHue 20 mMuH. B
BOCCTAHOB/ICHHOM BHje NpeAcTaBnfeT cobodl mpo3pauHbiil pacTBop 6e3 ocandxa,

X7ONBEB H NOCTOPOHHHX BKIIOYEHKH.

8. Mepbi npeaocTOPOKHOCTH H OTPAHHYCHUA METOAA
- IMoteHunanbueii  puck npumeHeHHs HabGopa  KOHTPONBHBIX
MaTepuanos — knacc 26 (cornacno Ipukazy MuHuCTepCcTBa 3ApaBoOXpaHeHus PO

Ned4u ot 06.06.2012 1.);

- Toneko A1 AMArHOCTHKH in Vitro;
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- Bce kOMNOHEHTHI Ha60pa KOHTPOJIbHBIX MAaTCPHAJIOB B HCNOJIb3YEMBIX
KOHUCHTpAUHUAX SABJAOTCA HCETOKCHYHBIMH, BpPE€AHOro BJIMAHHA Ha OpPraHU3M

NOJIb30BaTEJIA HC OKa3bIBAKOT,

- KoHTponbHble MaTepuanbl W3rOTOBIEHbl W3 XHMEPHBIX MBILIHHBIX
aHTuTen knacca M (IgM) k Bupycy kpacHyxH. B cocTaB MaTpHLibl KOHTPOJIBHBIX
MaTepHanoB BXOAMT Obluuit ceiBopoTouHblii ansbymuH (BCA). Hanunuue
cepTHdHKaTa O NMPOHCXOXKACHUH H/MIH CAaHUTAPHOM COCTOSIHMH >KHBOTHBIX HE
MOXeET TMOJIHOCTbIO TapaHTHPOBAaTh OTCYTCTBHE HHGEKUHOHHBIX MAaTOrEHHBIX
areHTOB. [To3TOMy pekoMeHayeTcs cobmoaaTh 06bIYHbBIE MEPBI TPEAOCTOPOXKHOCTH
(Hanpumep, He r0TaTh UK HE BABIXaTh);

- Habop koHTponbHBIX MaTepHanoB coaepxHT koHcepBaHT ProClin 300,
KOTOpbIHi MOXeET ObITb BpeleH MpH MpPOriaTbiBaHHH, BHI3BIBATH AJIEPrHUYECKYIO
KOXKHYIO peaKLHMIO M OKa3blBaTb TOKCHUYHOE [EHCTBME Ha BOJAHbIE OpPraHU3MBl.
Onnako ucnonszyemas konueHTpauus (0,05%) snsercs 6e3onacHoii A5 yesoBeKa
M OKpY>XKarolleH cpenbl;

- He cMeunBaiiTe KOHTpOJIbHBIE MaTepHabl pa3HbIX CEPHUH;

- He cMmewmnBaiite cCBexXHe KOHTpOJIbHbIE MaTepUanbl C  yke
MCMONb3yEeMbIMH;

- He nepenuBaiiTe KOHTpONBHBI MaTepuan OOpaTHO B HMCXOAHBIH
¢iakoH nocine B3ATHUS,

- He ucnons3yiite Habop KOHTPOJNIBHBIX MaTepHaloB Nocie HCTEYEHHUs
CpOKa roHOCTH;

- He wucnone3yiiTe KOHTpONIbHBIE MaTepuanbl H3 MOBPEXIECHHOM
yNaKOBKH.

- 3HauyeHHs KOHLEHTpAaUWi KOHTPOJIbHBIX MaTepuasoB 3aBHUCAT OT
CepHH;

- He 3amopaxuBaiite Habop KOHTpOJIbHBIX MaTEpHANIOB MpEKIE, YEM

OTKPBITB €ro,
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- Hcnone3yiite cpeacTsa HHAWBMAYaIbHOW 3alMThl mpu pabote ¢
KOHTPOJIBHEIMH MaTepHalaMH.
—  Jle3uMH(eKUHA PasAUTHIX KOHTPOJNBHBIX MAaTEPHAIIOB BBIMOJHACTCA C

UCTIONB30BAHHEM Ae3HHOUUMpYIoIMX cpeactB B coorBercTBUM ¢ CanlluH
2.1.3684-21.

9. IloaroroBka KOHTPOJBLHbIX MATEPHAJIOB

KonTtponbHble MaTepHaibl TOCTABIAIOTCA B THOGHIH3HPOBAHHOH dopme.

- AKKypaTHO TIOCTY4HTe MO (IaKoHy, 4T0Obl KOHTPOJBHBIA MaTepuan
oKasajcs Ha jgue (aKoHa.

- Orxpoiire ¢rakoH, OCTOPOXKHO NOJHHMHTE PE3WHOBYIO MPOOKY,
4yToOBI BO3XYX MONA BO (pIaKOH, 3aTE€M IOJHOCTHIO CHHMHTE €.

- JloGaBeTe 2 MN OYHIIEHHOMH (AMCTHITHPOBAHHO) BOJBL.

- 3akpoiite ¢p1akoH pe3HHOBO#H 3aryLIKOH ¥ KPBILIKOA, JaiiTe NOCTOATh
10-20 MEHYT I8 TMONHOTO PACTBOPEHHS COMAEPKHMOIO, B TEUEHHE KOTOPhIX
OCTOPOXXHO BCTPAXHHUTE GlakoH 5--10 pa3. 3aTeM pacTBOPHTE COACPKHMOE CBEPXY
NyTeM OCTOPOXKHOTO NepeBopaunBaHks npuMepHo 10 pas. Usberatite o6pazopanus
NeHbl.

- Bo3bMuTe HeOOXOOUMBIH 00BEM AT KAXKIOT0 aHANH3a B COOTBETCTBHHU
C MHCTpYKUMel no npumeHeHnio Ha HaGop pearentos «JIuanab AMyp KpacHyxa
IgM».

- PacrnipefieiTe KOHTPOJNbHBI Marepual B HECKOJLKO HeGONBLIMX
(NaxoHOB ¢ repMETHYHOM KPBIKOH M XPaHHTE HX B COOTBETCTBHH ¢ TpeGOBaHHAMH

myHkTa 10 gaHHOH HHCTPYKLMH.

10. CrabuabHOCTH, YCJAOBHS  XPaHEHHRsA, HCNOJL3OBAHHA H
TPAHCIOPTHPOBKH

YcnoBus XpaHeHNus, cTabuabHOCTD
- HeBcKpbiThie KOHTPONBHBIE MATEPHaNb! CTAOMIBHBI A0 HCTEUEHHA CPOKa

rofHocTH (48 Mecaues) npu Temnepatype ot +2 ao +8 °C.
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- [Tocne BoccTaHOBNEHHA KOHTPOJbHbIE MaTepHalibl CTabUIbHBI B TeyeHUe 7
IHeH npu TeMneparype XxpaHeHus ot + 20 no + 25°C.

- [Tocne BoccTaHOBAEHUS KOHTponu cTabunbHbl B TedeHwe 30 IHed mnpH
TeMIepaType XxpaHeHus ot + 2 no + 8°C.

- [Tocne BoccTaHOBNEHHS KOHTpPONH cTabuinbHbl B TeueHHe 90 nHel mpu
tTemnepatype xpaHeHus - 20 °C unu Huxe. PasMopaxuBaHue / oTTauBaHHe
3aMOPOXEHHbIX  BOCCTAHOBJIEHHBIX  KOHTPOJIBHBIX  MaTepHaIOB  ClEdyeT
NpoOM3BOAUTL TNpPH KOMHaTHOW Temneparype B TeueHue 30 wmuH. [locne
pa3MOpaxXHBaHHS KOHTPOJIbHbIE MaTepHalibl HEOOXOAUMO BCTPAXHYTh.

- Jlonyckaercs AByXKpaTHOe 3aMOpa)KHBaHHE-OTTaMBaHHE BOCCTAHOBJIEHHBIX
KOHTPOJIbHBIX MaTepPHAJIOB.

- JlaTa Npou3BOACTBA U CPOK MOJHOCTH YKa3aHbl HA STHKETKE YMaKOBKH.

- H3znenus B ynakoBke H3rOTOBHTENS ClleAyeT XpaHUTh Ha CK1agax. XpaHeHHe
usgenuit npu Ttemnepatype ot +2 npo +8 °C HOMKHO OCYLUECTBIATHCS B
XONOAMNBHBIX  KaMepax WIH B XOJOOWIbHMKaxX, ofecneuynBarolMX
pernaMeHTHUPOBaHHbIM TEMMEPaTypHbI peXHUM C €XEIHEBHOH perucrpauuer
TeMnepatypbl. XpaHeHHe H3JeNHi JOMKHO OCYLIECTBIATHCA B TEMHOM MECTE.
Uznenusa, xpaHuBLIHECS C HapylUIEHHMEM perjaMEeHTUPOBAHHOIO  PpeXHMa,

[IPHMEHCHHUIO HE TTOLJIEXKAT.

Yc10BHS TPAHCNOPTHPOBKH

TpaHcnopTHpoBaHHe M3aENHHA OO KOHEUHOro MOoTpeOHTeNs Ha BCEX 3Tamnax
OOJKHO TPOHU3BOAMTBCA BCEMH BHAAMHM TpaHCNopTa (BO3AYLUHBIA, BOIHBIH,
*KeJIe3HOJOPOXKHbIH, aBTOMOOM/IBHBIN) B KPBITBIX TPAHCNOPTHBIX CpEACTBaX B
COOTBETCTBHU C MpaBUJIaMH NEPEBO30K, ACHCTBYIOIMMH Ha TPAHCTNOPTE JaHHOTO
BHJa npH TeMnepatype ot +2 1o +8 °C ¢ cobnoaeHneM X01010BOH LIENH B TEUEHHE
12 nHeit. He noaseprate nIHTENbHOMY BO3AEHCTBHIO TEMJa, BJAark, NpsMbIX
COJIHEYHBIX Jyyeit. 3amopaxuBaHue HabGopa KOHTPOJBHBIX MaTepHaloB He
gonyckaercs. TpaHCOpPTHpOBaHHME H3[ENWA  JOMKHO OCYIUECTBIATHCA B
TEPMOKOHTEHHEepax OJHOPA30BOro MOJb30BaHHA COJAEPXAIUMX XIJIAAO3EMEHTHI,

8
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WM B TEPMOKOHTEHepax MHOrOKPaTHOro MpUMeHeHWs C aBTOMAaTUYeCKM
nofaepXXnBaeMoii TemnepaTypoil unm B aBTopetpukepaTopax ¢ UCMO/b30BaHNEM
TepMOVHANKATOPOB. N3penusi,  TPaHCMNOPTUPOBaHHble  C  HapyLUeHWEeM

TEMIMEPATYPHOIo peXXnma, NpuUMEHEHNIO HE Moanexar.

11. O6opygoBaHue W MaTepuanbl, He BX0AsWMe B KOMMIEKT
NocTaBKuW, HO HeO6XoAMMbIE ANA MPOBEAEHNA aHanmn3a

- Boga ounwieHHas (4UCTUNNNPOBaHHASA);

- ®nakoHbl C rePMETUYHONM KPbILLKOA;

- Habop peareHToB «J/lngnad Amyp KpacHyxa IgM» A KauyeCTBEHHOro
onpeaeneHnss UMMyHornobynmHos kKnacca M (IgM) K BupyCy KpacHyxu B
CbIBOPOTKE M MJia3Me KPOBM 4YefioBeKa METOLOM MMMYHOXeMUIHOMUHECLEHTHOrO
aHanmnsa (MXTA) Ha aHanmsartope aBTOMaTUYECKOM
NMMYHOXEMUIOMUHECLEHTHOM «Jlnanad AmMyp» Ana AMarHOCTUKK in vitro no TY
21.20.23-260-65614693-2022;

- PacTBop 3anyckawowwuin  "Nlingna6  Amyp [Mpe-Tpurrep"  ans
aHanmMsatopa aBTOMaTU4eCKOro MMMYHOXEMUTIOMUHECLEHTHOTO «Jlnanab Amyp»
ANs AnarHocTuKK in vitro no TY 21.20.23-277-65614693-2022;

- PacTBop 3anyckawowmnin "Nnanaé Amyp Tpurrep" ans aHanmsatopa
aBTOMATUYEeCKOro  MMMYHOXeMW/IFOMUHECLEHTHOrO  «Jlngnad  Amyp»  Ang
AMArHOCTUKK in vitro no TY 21.20.23-279-65614693-2022;

- PacTBop npombiBalOWMA  ANA  aHajmM3aTopa aBTOMATMYECKOro
NMMYHOXEMUIOMUHECLEHTHOrO «Jlnanab AMyp pacTBOp MNPOMbIBAOLIMA» [NA
AMArHOCTUKM in vitro no TY 21.20.23-276-65614693-2022;

- KioBeta ogHopasoBad «Jlngnab Amyp KioBeTa» Ans aHanmsatopa
aBTOMATUYEeCKOr0  MMMYHOXEMWU/IIOMUHECLEHTHOTO  «Jlugnab  Amyp»  ans
AMarHoCcTmMKK in vitro no TY 32.50.50-281-65614693-2022;

- AHanunsartop aBTOMaTUYeCKun NMMYHOXEeMUTIOMUHECLEHTHbIA
«Jlngnad Amyp» ans AMarHOCTMKK in vitro no TY 26.51.53-283-65614693-2022, B

BapnaHTax UCNOJTHEHUA.
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12. lMpouenypa aHannsa
AHann3 npoBOAUTCA B COOTBETCTBMM C WHCTPYKUMEA MO MPUMEHEHUIO
Habopa peareHtoB «Jlugnab Amyp KpacHyxa IgM» ©n PyKoBOACTBOM O

aKcnayaTaumMm aHanusatopa «Jingnad Amyp».

13.  VHjopmauma 0 3HaAYeHUAX KOHUEHTpauuid, npunmcaHHbIX
KOHTPO/IbHbIM MaTtepuanam

3HayeHMs KoHUeHTpauuh IgM K BUPYCY KpacHYXMm B KOHTPOJIbHbIX
maTepuanax ykasaHbl B AHa/IMTUYECKOM Macrnopte Ha MeguLUHCKOe u3genue
«Habop KOHTPO/bHbIX MaTepuanos «J/ingnaé Amyp KpacHyxa IgM KoHTponb» ans
KOHTPO/S KayecTBa KaYeCTBEHHOrO OnpejeneHns UMMYHOrn06ynnHoB knacca M
(IgM) K BMpyCYy KpaCHYXM B CbIBOPOTKE M Mja3Me KPOBW Ye/ioBeKa METOAOM
NMMYHOXEeMUTIOMUHECLLEHTHOTO aHanusa (MXTA) Ha aHanmsartope
aBTOMATUYEeCKOM  MMMYHOXEMUIIOMUHECLEHTHOM  «Jlugnab  Amyp» 44
AMArHOCTUKK in vitro no TY 21.20.23 - 294-65614693-2022». Pe3ynbTathl
KOHTPO/NIA KayecTBa, KOTOpPble He MnonajatT B AOMYCTUMblE AManasoHbl, MOryT
yKa3blBaTb Ha HeAelCTBUTENbHbIE pe3ynbTaTbl UcCnefoBaHWA. B faHHOM cnydae
nccnefosaHne HeobxoAMMO MOBTOPUTL. [lpM  NOBTOPHOM  HECOOTBETCTBUU

He06X0AMMO MCMNOMb30BaTb HAGOP KOHTPOJIbHbLIX MaTepUanoB ApPYroi cepuu.

14.  YTunusaums
Ytnnusaums nigenns 4o/mKHa Npou3BoAMTLCA B COOTBETCTBUM C HOPMaMK U

npasuiamMu, AEVICTByPOUJ,I/IMI/I Ha MOMEHT yTUnnsayunn.

OTxogbl, 0bpasytolinecs B pe3ynbTate UCMONb30BaHUA U3LENNSA, NOANEXAT
yTununsaumm B cooTBeTcTBUM C CaHlnH 2.1.3684-21 Kak oTxoAbl Knacca b
(4pe3BblYailHO OMacHble OTXOAbl, KOTOPble MOTyT MPUBECTU K BO3HWKHOBEHWIO

Pa3NNYHbIX ANNAEMUNA).

YNakoBOYHbIe MaTepuanbl U CONPOBOAUTENbHAA AOKYMEHTauua nognexar

yTunmnsaumm B cooTBeTcTBUM ¢ CaHllnH 2.1.3684-21 Kak oTxoAbl Knacca A
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(3nuaemuonoruyecky 6esonacHeie orxoasl) B coorBeTcTBUU ¢ CanlluH 2.1.3684-

/ 21.

15. ®DyHKUHOHAbHbIE XaPAKTEPHCTHKH

BuyrpudnakonHas Bapuauun: koddpduunedt sapuaunu CV < 8%.
Mexdaakonnas Bapuauns: kodxpouuueHt sapuaunu CV < 8%.

KoHueHTpauus (1Mana3oH uejeBbiX 3HAUEHHH):

Konuenrpauns | JlnanasoH nejieBbiX 3Ha4eHHH
Mo pe3y /ibTaTaM aHaJIH3a
JInodunuanpoBaHHBINH KOHTPOJILHLI#H 2,55 KIT* 1,9 - 3,2 KI1
MarepHan, ypoBeHb |,
NOJ0KHUTENbHBIA
JIno¢dunU3MpOBaHHBIH KOHTPOJIBHbIHA 0,5 KI1 0,3 -0,7 KII
Marepuan, ypoBeHb 2,
OTpHUATE/bHbIH

*KI1 - ko3¢ pHUHEHT NOIUTHBHOCTH

MeTponoruyeckas npocyiexMBaeMOCTb KOHTPOJIbHBIX MaTepHaIOB OLIEHEHa
npu nomotuu CraHnaptHoro obpa3sua npeanpustus «KpacHyxa IgM CrannapT» B
cootBercTBHH ¢ [TOCT ISO 17511. KoHkpeTHble BEIHYHHBI HEOMPEAEIEHHOCTH
3HauYeHHH, MPUNHCAHHBIX KOHTPOJIbHBIM MaTepHaiaM, MOryT ObITh NPeAOCTAB/IEHbI

1Mo 3anpocy noTpeduTens.

KommyTabeabHocTb: k03dduumneHT koppeasuut r > 0,975, yron HakioHa

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

16. TapanTHiinble 0053aTeIbCTBA
[peanpHATHE-U3rOTOBUTENb rapaHTHPYeT CTaOMIBHOCTE H COOTBETCTBHE
usgenus TpeGoBaHuAM TeXHHYECKMX YCIOBHH MNpH COOMIOAEHHH YCJIOBHH

TPAHCMOPTHPOBAHUSA, XPAHCHHUSA U NTPUMEHECHHS B TEYCHHE BCEro CpoOKa rOAHOCTH.

Cpok roaHoctd HaGopa koHTponbHbIXx MaTepuanos «Jlummnab Amyp

Kpacnyxa IgM KouTtponb» — 48 MecsiueB ¢ AaThbl TPOU3BOACTBA.

11

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



Pexnamauuu cneayer HanpasaaTh no agpecy npoussoautento: O61uiecTso ¢

orpaHuyeHHOi orBercTBeHHOCTHIO «JIMJKOP» (OO0 «JIMAKOP»), Poccus

; 620102, Csepanosckas obnacts, r.o. ropoa Exarepunbypr, r. Exarepunbypr, yi.
/ [Tocaackas, ctp. 23, opuc 204. Teaedon: 8 (800) 500-71-28. Aapec aneKTpoHHOH

noutsl: marketing@leadcore.ru.

17. CseaeHuns 0 npoH3BOAHTEIE MEIHLUHHCKOIO H3AE/IHA

[lpoussonutenem  MeauumHckoro  u3fenus «Habop  KOHTPONBHBIX
matepuanoB «JInana6 Amyp Kpachyxa IgM KoHTtpone» 11 KOHTpo/s KayecTBa
KaueCTBEHHOro onpejaeneHUs HUMMyHornobynuHoB knacca M (IgM) k Bupycy
KpacHyXM B  CBHIBOPOTKE W  Mja3Me€  KpPOBH  4Ye€lOBeKa  METOAOM
MMMYHOXEMHUITIOMHHECLIEHTHOIO aHayiu3a (UXJIA) Ha aHanu3arope
aBTOMaTHYECKOM WMMYHOXEMHIIIOMHHECUEHTHOM «Jlugnab  Amyp» ans
AMAarHocTHKH in vitro mo TY 21.20.23 — 294-65614693-2022» asnsercsa OO6LiecTBO
¢ orpaHuyeHHo# oTBeTcTBEHHOCTHIO «JIMJIKOP» (OO0 «JIMIAKOP»).

HOpunuyeckuii agpec: Poccus, 620102, CBepanosckas 06s1acTe, r.0. ropol

ExartepunGypr, r. Ekarepun0ypr, ya. [locaackas, ctp. 23, opuc 204.
Appec mecTa NpoH3BOACTBa MEULIMHCKOTO U3JENHS:

1. OO0 «JIMOKOP», Poccus, 620033, CsepanoBckas obnactb, T.

Exartepun6ypr, yn. KpacHoaapckas, a.15.

2. 000 «JIMLJKOP», Poccus, 141981, MockoBckas obnacts, r. [lyGHa, yi.

Ipubopoctpoutenei, 3a.

18. [IlepeueHb npuMeHSIeMbIX CTAHIAPTOB

'OCT P UCO 15223-1-2020, T'OCT P UCO 18113-1-2015, TOCT P UCO
18113-2-2015, TOCT P EH 13612-2010, TOCT P 51088-2013, 'OCT P UCO
23640-2015, 'OCT ISO 17511-2011, TOCT P 53133.3-2008, 'OCT ISO 14971-
2021, CanlluH 2.1.3684-21.
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19.  PacwungpoBKa rpagruyeckmnx CMMBOOB

CumBon Paclinpposka
REE Howmep no katanory
LOT Koz naptum
=) Positive - M010XNTeNbHbINA
N Negative - OTpuuaTtenbHblii
3roToButesns
m J
WL [laTa n3roToBneHns
I/I Mcnonb3oBaThb A0

He ncnonb3oBatb Npu NoBpeXAeHUn ynakoBKu

O6paTUTECh K MHCTPYKLMM MO NPUMEHEHWIO

> =

OcTopoXxHO!
[IVD] MeauunHcKoe nsaenne ana AMarHOCTUKK in Vitro
rec Mpeaen TemnepaTypbl
XpaHUTb BEPTUKASIbHO
n

XpynKoe, 06palaTbCs 0CTOPOXHO

Bepeub 0T BNarun
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He ponyckatb BO3,EI,EI7ICTBVIFI CO/IHEYHOrI o CBETa

BUONOrMyecKunin puck

TOKCUYHO

OnacHo Ans BOAHOI cpefbl

20. JlnTtepaTypHble CCbIIKK
1 HHS Publication, 5th edition, December 2009. Biosafety in Microbiological

and Biomedical Laboratories.
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Bcero npoLLHypoBaHo, NMPOHYMEPOBaHO
W CKBEIJIEHO MeYaThto

/E. KO. ToxryT/
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fNOKOP

000 «JIUAKOP»
Ten.: 8 (800) 500-71-28

marketing@]leadcore.ru, www.leadcore.ru

AHAJIUTHYECKHHA MMACHOPT 01/2022

HaGop koHTpoabHbIX MaTepHaJoB «JIuanab Amyp Kpacnyxa IgM
KoHTpo/ab» AJIfl KOHTPOJIA KavecTBa Ka4eCTBEHHOI O onpeeeHHs
HMMYHoOr00yauHoB kaacca M (IgM) k BHpycy KpacCHYXH B CHIBOPOTKE H
nJja3Me KPOBH 4e/I0BEKa MeTOJOM HMMYHOXEMHJIIOMHHECHIEHTHOIO aHa/In3a
(UXJIA) Ha aHa/IH3aTOpe aBTOMATHYECKOM HMMYHOXEMHJIIOMHHECUEHTHOM
«JIngnaé AMyp» aas AHarHocTHKH in vitro no TY 21.20.23 — 294-65614693-

TY 21.20.23-294-65614693-2022
PY Ne

Ne cepun 20220701

YcaoBHA XpaHeHHs: NpH TemnepaTtype ot +2 1o +8 °C B Teuenne 48 mecsiues.

3amopamnnanne HC 10IYCKACTCH.

2022
Kar. Ne CC846
JlaTa n3roroBjeHus 01.07.2022
I'ogen 10 01.07.2026

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

HaumenoBanne komMnoneura Onuncanne Pesyabrar
XapaKkTepHCTHKA KOHTpoJs
1. JInodunu3upoBaHHbIH KOHTPONbHbIHA CootsetcTByeT
MartepHan, ypoBeHb |, NoNoXUTebHbIH, XnmepHbie MbilMHbIE IgM Kk BHpYCY
2,0 mn/nakon — 2 wr. KPacHyXH.
2. | JInohuan3MpOBAHHBIA KOHTPONbHbI Marpuua: uutpatHsiii 6ypep, BCA, 0,05% Coortsetctayer
MaTepHan, ypoBeHb |, oTpHUATENbHBIH, ProClin 300
2,0 mn/pnakoH - 2 wr.
3. HHcTpykuua no npumeHenuio, | wir. CooTBeTtcTBYET
TexHHYECKHE XapPAKTEPHCTHKH
1. JnodunusuposaHHbIH KOHTPONLHBIHA . i . CootBetcTBYET
MaTepHai, yposeHs |, nonosurentHu BHewHui BUA: MEAKOAUCNIEPCHBIH
" = nopoiuok 6enoro usera
JInobunu3HpoBaHHbI# KOHTPOJIbHBIN CootBetcTBYET
MaTepHal, ypoBeHb 2, OTpHLATENbHbIH
2. JInodunu3npoBaHHbI KOHTPOIbHBIH PacTBOpHMOCTB: MOJHOCTLIO PacTBOPAETCS CootsercTBYyET
maTtepHai, ypoBeHb |, NONOKHTENbHbIH npu ao6aBneHuHn 2 MA BOAbl OYHUIEHHOH 8 mMuH
JInoduan3upoBaHHbIi KOHTPONBHbIH (AUCTUNNTMPOBAHHOH). CoorsetcTByeT
MaTtepHa, YpOBEHb 2, OTPHLATE/IbHbIH Bpems pacTBopenus — He 6onee 20 MuH. 8 MuH
3. JInodunnsuposaHHblil KOHTPONLHbIH [Mpo3pauHOCTb M LUBETHOCTL: B CootBetcTByeT
Matepuall, YpoBeHb |, NONOKHTEbHbIH BOCCTaHOBNEHHOM BHJE NPEACTABASET
JInodpunninposaHHbIii KOHTPONbHDIH coboii npo3pauHblii GecuseTHbIH pacTBOp CootsetcTByeT
MaTepuan, ypoBeHb 2, OTPHLATENbHbIi 6e3 ocanka, X10MbEB U MOCTOPOHHUX
BKJIIOUEHHH
JInodunn3npoBaHHbIH KOHTPOALHbIH ["abapuTHbIe pasmepb! NEPBUHHON
MaTepHan, YpoBeHb 1, NONOXKHTENbHbIH yNaKOBKH:
4 JInoduan3npoBaHHbIH KOHTPOJbHBIH BbicoTa ¢nakona: 42 £ 0,5 mm; CooTsercrsyer
' MaTepHan, ypoBeHb 2, OTpHLATE/bHbIHA Huametp ¢nakona: 22 £+ 0,5 mm;
Boicota kpbhuku: 14 £ 0,3 mm;
Junamerp kpoiwku: 20,6 + 0,6 MM
DOyRKUHOHANbHbIE XAPAKTEPHCTHKH
1. JInodunnsnpoBaHHbIH KOHTPOJIbHbIH BHyTpudnakoHHas BapHauMs: CooTBercTByeT
Matepuan, ypoBeHb |, NonoKHUTENbHDIH ko3¢ duunent sapuaunn CV < 8% 3,12%
JInodunusnpoBaHHbIi KOHTPOJBLHBIH CooTtsercTayeT
MATANUAT VNNRAUL. 7 (\’l‘f\ullﬂ‘renb“blﬁ 3’53 %




000 «JIMOAKOP»

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

JInodunn3npoBaHHbIi KOHTPONLHbIN | MexdnakoHHas Bapuauus: ko3dpuuHeHT CooteercrByer
Marepua, YpoBeHb |, NONOKHTENbHbIH sapuaunu CV < 8% 3,78 %
JInodpunu3npoBaHHbIA KOHTPOIbHBIH CootBercTByeT
martepHai, YpoBeHb 2, OTpHLATENbHbIH 3,19%
JInodunusnposaHHbIi KOHTPOJIbHbIH KoHuenTpaums HuanasoH uenesbix CootsercTByer
MaTepHa, YpoBeHb |, NONOKHTENbHbIHA 3Ha4eHH#A no 2,02-3,11 KII
pe3yJibTaTaM aHanH3a
2,55 K* 1,9-3,2KIM
*KIT — x03¢)$HUHEHT MO3HTHBHOCTH
JlnodunusuposaHHbii KOHTPOJ/IbHbIH KonueHTpauma Jlnana3ox uenesbix CootBetcTBYET
Marepualn, YpoBeHb 2, OTpHLATENbHbIH| 3HaueHHH no 0,32 -0,67 KI1
pe3yabTaTaM aHanH3a
0,5 KI1 0,3 -0,7 KIl

TpancnopTupoBanue: TpaHCIOPTHPOBaHHE H3/ENHH N0 KOHEYHOro moTpebHTENs Ha BCeX
jTanax [JO/DKHO TNPOM3BOAMTHCS BCEMH BHIAMH TpaHcrnopra (BO3AYLUHBbIH, BOJHBIMH,
XKEJIE3HOAOPOXKHbIH, aBTOMOOHJIbHBIH) B KPBITbIX TPAHCIIOPTHBIX CPEACTBAX B COOTBETCTBHH C
NpaBU/IaMH NEPEBO30K, NEHCTBYIOLIHMH Ha TPaHCAOpTE JaHHOTO BUAA TPH TEMIEpAType OT +2
1o +8 °C ¢ cobmoageHneM XononoBoii uend B TeueHue 12 nHedl. He noaseprath ANHTEIBHOMY
BO3AEHCTBHIO TEMIA, BJIArH, NMPAMbBIX COJIHEYHBIX nyueil. 3amopaxuBanue HaGopa KOHTPOIBHBIX
MaTepHaioOB He JonyckaeTcs. TpaHCNOPTHPOBAaHHE H3JCTHH AOJDKHO OCYLIECTBJATHCA B
TEPMOKOHTEiHEpax OJHOPA3OBOr0 TMOJNb30BaHHSA, COJACPXKAIUMX XJANO3JIEMEHThI, HIH B
TEPMOKOHTEHHEpaX MHOTOKPaTHOTO TPHMEHEHHs C aBTOMAaTHYECKH MOMIEPXKHBAacMOH
TEMIEpaTypoii HIIH B aBTOpedpHKepaTOpax ¢ MCNOJNL30BaHHEM TEPMOHHAHKATOpoB. U3nenus,
TPaHCMOPTHPOBaHHBIE C HAPYLIEHHEM TEMIMEPATYPHOTO PEKHMA, MIPHMEHEHHIO HE MOZJIeKaT.

3akmouenne: KayectBo pacgacoBkH, KOMIIEKTHOCTh, MApKHpOBKa, YMaKOBKa, NoKa3aTesH
kayecTBa «Ha6Gopa koHTponbHEIX MaTepuanoB «JInmnab Amyp Kpachyxa IgM KonTpons» s
KOHTPO/IA KaYyeCTBa KaueCTBEHHOro onpeaeieHns MMMyHornobynnHos kiacca M (IgM) k Bupycy
KPacHYXH B ChIBOPOTKE H MJa3Me KPOBH 4EJOBEKa METOAOM HMMYHOXEMHJIIOMHHECLEHTHOrO
ananusa (UXJIA) Ha aHanM3aTOpe aBTOMaTHYeCKOM HMMYHOXEMHIIOMHHECUEHTHOM «JInanab
AMyp» ana auarHoctvkd in vitro mo TY 21.20.23 — 294-65614693-2022» COOTBETCTBYIOT
TpeboBanuaMm TY 21.20.23-294-65614693-2022.

Hdara Bbiaauu nacnopra: 31.07.2022
["naBHbIi HHXXEHEP MO NOArOTOBKE

Hupexrop OO0 «JIMAKOP»

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




Bcero npolwwHypoBaHo, NPOHYMepoBaHO
HONMeHO NevyaTbio
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000 «JIMAKOP»
Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru

VOKOP

AHAJIUTHYECKHH MMACIIOPT Ne 02/2022

Ha6op xoHTpoabHbIX MaTepHaioB «JInanaé Amyp Kpacnyxa IgM
KoHTpoab» A/isi KOHTPOJIl Ka4ecTBa Ka4eCTBEHHOro onpee/ieHUs
UMMYHor106yanHoB kaacca M (IgM) k BHpycy KpacHYXH B CbIBOPOTKeE H
nJja3Me KPOBH 4Ye/10BeKa METOA0M HMMYHOXEMH/IIOMHHECHIEHTHOrO aHA/In3a
(UXJIA) Ha aHaIH3aTOpe aBTOMATHY4€CKOM HMMYHOXEMHJIIOMHHECUECHTHOM
«JInanab AMyp» AJ18 AMArHOCTHKH in vitro no TY 21.20.23 — 294-65614693-

2022
TY 21.20.23-294-65614693-2022 Kat. Ne CC846
PY Ne JlaTa H3roTOBJIEHHA 02.07.2022
Ne cepun 20220702 Ioaen a0 02.07.2026

YcaoBus xpaHeHusi: NpH Temnepatype ot +2 no +8 °C B Teuenune 48 mecsues.

38M01)8)KHBRH"C HE JONMYCKACTCH.

HanmenoBanue KoMnoHenTa Ounncaune Pesyabtar
XapakTepucrHka KOHTPOAS
1. JInopnnn3npoBaHHbIH KOHTPONbHbIHA CootseTtcTByeT
MaTepHan, ypoBeHb |, NONOXKHTE/bHBIN, XuMepHsie MbilmHble IgM k BUpyCy
2,0 Mma/¢pnakoH — 2 wr. KPacHyXH.
2. JInodunu3upoBaHHbIi KOHTPOIbHbBIHA Martpuua: uutpatHbiii 6ydep, BCA, 0,05% CoorsercTByer
MaTepHan, ypoBeHb |, oTpHUATENBHBIH, ProClin 300
2,0 mn/dnakoH — 2 wr.
3. HHucTpykuns no npumeHenHio, | wr. CootseTcTBYET
Texnuueckne XapakTepHCTHKH
1. JInodHunH3NpOBaHHbIH KOHTPOJIbHbIH . . . CooTBeTcTBYET
MaTepHa, YpPOBEHb |, NONOKHUTEABHBIHA Bre1uHHil BUA: MENKOZHCTIEPCHLIA
> = nopoiuok 6enoro usera
Jlnodunu3npoBaHHbIi KOHTPONILHBIN CootBetcTByeT
MaTepHasl, ypoBeHb 2, OTPHUATEIbHbIH
2. JInopunusupoBaHHbIi KOHTPONLHBIHA PacTBOpPHMOCTB: MONHOCTLIO PacTBOPAETCA CootseTcTBYET
MaTepHasl, ypoBeHb |, NOJIOKHTENbHBIH npu no6aBneHUK 2 MA BOAbI OYHLLCHHOH 7 MHH
JInodunu3upoBaHHbIi KOHTPONBHBIH (AMCTHININPOBAHHOIA). CoorsercTByeT
MaTepHan, ypoBEHb 2, OTPHLIATENLHBI Bpems pactBopeHus — He 6onee 20 MHH. 6 MHH
3. JInodpunusnpoBaHHbIH KOHTPObHbIH ITpo3pauHOCTb H LIBETHOCTD: B CoorsetcTByeT
MaTepHaJl, ypoBeHb |, NONOXKHTENbHbIR BOCCTAHOBICHHOM BH/IE MpPEACTaBAAET
JInoduaunsnpoBaHHblii KOHTPONbHBIH co6oit npo3pauHblii HecuBeTHbIN pacTBOp CooTBeTcTBYET
MaTepHal, ypoBeHb 2, OTPHUATENbHbIH 6e3 ocazka, XJI0NbeB H MOCTOPOHHHUX
BKJIIOYEHU
JInopunusupoBaHHbIR KOHTPOBHbIH [abapuTHble pa3zMepbl NEPBHUHOM
MaTepHal, ypoBeHb |, MONIOKHTEAbHDIH yMaKOBKH:
4 JInodunu3upoBaHHbIH KOHTPONLHbIH BuicoTa dnakona: 42 £ 0,5 mm; CooTBETCTRYET
' MaTepuall, ypoBeHb 2, OTPHLIATEIbHbIH Huametp dnakona: 22 + 0,5 mm; y
BoicoTa kpbiluku: 14 £ 0,3 MM;
Juametp kpbiwku: 20,6 £ 0,6 Mm
OyHKIHOHAILHbIE XAPAKTEPHCTHKH
1. JInodunu3upoBaHHbIi KOHTPOJbHBIH BHyTpudnakorHas BapHaums: Coorsetcrayer
MaTepHa, ypoBeHb |, nosoKUTeNbHBIH ko3¢ duumnent sapuaunn CV < 8% 3,47%
JInodunusnposaHHblii KOHTPOJIbHbIH CootrseTcTByeT
MATENUAT VNOREHK 7 aTnunaTebHbli 3,03 %
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n M KO Ten.: 8 (800) 500-71-28
marketing@leadcore.ru, www.leadcore.ru

2. JInodunusnposanHbIi KOHTpO/bHbIH | MexdnakoHHas BaprHaums: ko3ppHUHEHT CootserctByeT
marepua, YpoBeHb |, NONOKUTENbHbIHA BapHauuu CV < 8% 3,28%
JInodpunusnposaHHbIA KOHTPOIbHBIH CootsercTByeT
maTepua, YpoBeHb 2, OTPHLATENbHbIHA 3,61 %

3. JnodunusuposaHHbIii KOHTPOJIbHBIH KoHueHTpauns Juana3oH uenesbix CootsetcTByeT
MaTepHan, ypoBeHb |, nonoxurenbHbIH 3HayeHui no 1,97 - 3,08 KI1

pe3yNnbTaTaM aHanM3a
2,55 KI* 1,9 - 3,2 KIl
*KIT - k03¢ puLMeHT NO3UTHBHOCTH
JlnodunusnposanHblii KOHTPOJbHBIH KoHueHTpauus JuanasoH uenesbIX CooTBeTtcTBYET
MarepHan, ypoBeHb 2, OTPHLATENbHbIHA 3Ha4YeHH#A no 0,33 - 0,68 KI1
pe3y/ibTaTaM aHanusa
0,5 KIl 0,3 - 0,7 KI1

TpancnoprupoBanue: TpaHcmopTHpoBaHMe H3aeNHi O KOHEYHOro MoTpeOHTENs Ha BCeX
jTanax JQO/DKHO TPPOH3BOAMTbCS BCEMH BHJAAaMH TpaHcnopra (BO3AYLUHBbIA, BOJAHBIA,
KeJe3HOJOPOXKHBIN, aBTOMOOHIIbHBINA) B KPBITIX TPAHCNOPTHBIX CPEACTBAaX B COOTBETCTBHH C
npaBHJIaMH NepeBO30K, ASHCTBYIOLIMMH Ha TPAHCMIOPTE JAHHOrO BMIA NPH TeMmepaTtype oT +2
1o +8 °C ¢ cobmoaeHueM XoJ0A0BoM Lienu B TeyeHHe 12 aHeil. He noasepraTh AIHTENLHOMY
BO3/EACTBHIO TeIIa, BJAry, MPAMBIX COMHEYHbIX Jiydelt. 3amopaxuBanne Habopa KOHTPOIBHBIX
MaTepHalloB He JomnyckaeTci. TpaHCOPTHpOBaHHE HW3AENHH MAODKHO OCYLIECTBAATHCA B
TEPMOKOHTEHHEpaX OIHOPAa30BOr0 MOJIb30BAHMA, COAEPXKALUMX XJIANOIIEMEHTHI, HIH B
TEPMOKOHTEHHEpax MHOrOKpaTHOrO TNpPHMEHEHHS C aBTOMATHYECKH IIOJLIEPKHBAeMOMH
TEMNepaTypoil HIH B aBTOpedpHKepaTopax ¢ MCHONIb30BaHHEM TEPMOWHAHMKaTOpoB. U3nenus,
TPAHCMOPTHPOBAHHBIE C HAPYLIEHHEM TEMNEPATYPHOrO peKUMa, IPHMEHEHHIO HE MOJIeXaT.

3akawvenne: KavectBo pacdacoBkH, KOMIUIEKTHOCTb, MapKHpOBKA, YNakKoBKa, MoKa3aTenn
kayectBa «HaGopa koHTponbHbIX MaTepuanos «JIumnab Amyp Kpachyxa IgM Konrtpons» mis
KOHTPOJIA KauecTBa KaueCTBEHHOTO onpene/ieHus ”MMyHorno6ynnHoB knacca M (IgM) k Bupycy
KPacHyXH B CHIBOPOTKE M Ijla3Me KPOBH HE€IOBEKa METOJOM HMMYHOXEMHIIIOMHHECUEHTHOrO
aHamu3a (UXJIA) Ha aHanu3aTope aBTOMaTH4YeCKOM HMMYHOXEMHIIOMHHECLUEHTHOM «JInanab
AMYp» 1S AMarHoCTHKM in vitro no TY 21.20.23 - 294-65614693-2022» COOTBETCTBYIOT
TpeGoBanuaM TY 21.20.23-294-65614693-2022.
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['naBHBIf HHXXEHEpP MO NOArOTOBKE "Huxonos C.1O.

Hupextop OO0 «JIMAKOP» nbibun AH.
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