YTBEPXOAIO

Avpektop OO0 «JINJKOP»

OXryT

NHCTPYKUWA MO NMPMMEHEHWIO HA MEOVNUVHCKOE N3OEJTVME ONA
OVNATHOCTXUW IN VITRO

Habop KOHTPONbHbIX MaTepuanos «Jlnanaé Amyp KpacHyxa 1gG KoHTponb» ans
KOHTPO/IS KayeCTBa KOIMYECTBEHHOMO OnpeaeneHns UMMYHOr106yIMHOB Kacca
G (IgG) K BMpYCY KpacHyXu B CbIBOPOTKE M MNJia3Me KPOBW YesioBeka MeTOA0M
NMMYHOXeMUTIOMUHecLieHTHOro aHanunsa (MXJ1A) Ha aHanmnsaTtope
aBTOMAaTNYECKOM MMYHOXEMUTIOMUHECLIEHTHOM «J1nanad Amyp» 4N
ANarHoCTUKK in vitro no TY 21.20.23 -293-65614693-2022

Bepcusa 2
TY 21.20.23-293-65614693-2022

2023

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



1. HaumenoBaune

HaGop koHTpomemerx MarepuanoB «Jlugna6 Amyp Kpacayxa IgG
Kontpons» mns  KOHTPONA  KauecTBa  KONMMECTBEHHOTO  OIpeNeNeHHus
HMMyHornobyauHoB knacca G (IgG) k BEpyCY KpacHYXH B CHIBOPOTKE H ILIa3Me
KPOBH 9e/IOBEKa METOAOM MMMYHOXeMUIIOMHHecLieHTHoro aHamuza (MIXJIA) na
aHAM3aTOpe aBTOMATHISCKOM HMMYHOXEMITIOMHHECUEHTHOM «JIuanab Amyp»
IJ11 MHaTHOCTHKH in vitro o TY 21.20.23 — 293-65614693-2022 (aanee no TekcTy
— Habop xoHTponeHEIX MaTepuanos, HaGop koHTponbHEIX MaTepuanos «JIumnab
Awmyp Kpacuyxa IgG KonTpons», usgenue).

2. Hasuauenue

HaGop KoRTponbHBIX MatepnanioB «Jlumna6é Amyp Kpacuyxa IgG
KoHTpons» nmnpenHasHaueH A9 KOHTPONA  KadecTBA  KOJNMYECTBEHHOIO
onpeaencEus IgG Kk BUpyCy KpacHyXH B CHIBOPOTKE M IUIa3Me KPOBH YelioBEKa
METOZIOM HMMYHOXEMHTIOMHHECLICHTHOro aHamm3a (MIXJIA) na anammsatope
aBTOMaTH4YECKOM HMMYHOXEMHIIOMHHeCUeHTHOM «Jluana6 Amyp» (OO0
«JIMAKOP», Poccus).

OyHKIHOHANLHOS  HAIHAYCHHE:  BCIIOMOraTeNIbHOE  CPEACTBO B
NHATHOCTHKE in Vitro.

3. Ilokasanus, NpPOTHBONOKA3AHHS H N0GOYHbIE ABJICHHES

Iloxazamms: KOHTPONb KayecTBAa aHalM3a HPHM  KOJNMYECTBEHHOM
onpeaeneHnu IgG K BUpyCy KpacHyXH B CHIBOPOTKE H ILIA3Me KPOBH Y€JIOBEKa.

IIpoTHBOnOKa’aHHA: B paMKax YCTaHOBIEHHOTO IPOH3BOAMTENIEM
Ha3Ha49eHUA HE UMEeT.

IloGounble sBAEHHA: IpH COOMIOAEHWM YCNOBHAA #  mpaBmi
TPaHCTIOPTHPOBaHUA, XPaHEeHHUA H IPUMEHEHHS HE BHIABJCHBI.

Cnenudnyeckas naTonorus, cocrosinme uau ¢QakTOp pHCKA: He
TIPUMEHHMO.

Hccneayemblii OHoONOrAYeckHii MaTepHan: He MPHMEHUMO.

OnpenensieMbiii AHAJMHT: HE MPHMEHUMO.
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Tun anannsza: He npumenumo. IlpennazHaueH MIA KOHTPONS KayecTsa
aHa/IM3a MpH KOJIHYECTBEHHOM onpenencHuu IgG k BUpycy KpacHyXH.

4. IlorennuaabHbie NOAb3OBATENH H 0612CTH NPHMEHCHNS

HoTenumanbubiii nmoTpebmTenn: Bpau KIHMHWYeCKoH naGopaTopHoik
AWArHOCTHKM M JAPYrHe CNCUHATHCTE B oOnacTu knuHM4eckod naGoparopHoii
AHATHOCTHKH, Tmpoweaume ofydenme mno paGore ¢  aHaIM3aTOPOM
aBTOMATHYE€CKHM HMMYHOXEMHIOMHHECLICHTHRM «JIumnaG Amyp». Tomsko mns
popeCCHOHATBHOTO HCTIONMB30BaHMA.

O6aacTh npAMeHeHHA — KIHANYeCKad JabopaTopHas JHATHOCTHKA.

S. KomnaextHoctsb H cocTaB HaGopa KOHTPOJILHBIX MATEpHAIOB

1) JlmodunusupoBaHHBIH KOHTPONBHEI  MaTepuan, ypoBeHb |,

NIOJIOXKHTENbHEIH — 2 ¢iakoHa no 2,0 mir;

2) Jlmodunu3upoBaHHBIH KOHTPONBHBI  MaTepuan, YpOBEHp 2,

OTpHLATENbHBIHN — 2 $nakoHa o 2,0 mir;
3) Uuctpykuus no npuMeHeHuio — 1 mr.;
4) AnanuTadeckuii nacmopt ~ 1 mwr.

KomnonenTs! HaGopa KOHTPONBHEIX MATEPHAJIOB:

JuodumisnpopaHHbIit 2 pnakosano 2,0 Mn | CHBOpOTKAa KpOBH  E€JIOBEKA,
KOHTPOJILHEIH MaTepHa, copepxamas  IgG k sBupycy
YpoBEHS |, NONOXATEHHBIL KpPacHyXH.

JnobunusapoBanHbIH 2 pnakonamo 2,0 Mn | Matpama: TPUC Gydep, BCA,
KOHTPONBHEIH MaTepHa, 0,05% ProClin 300.

ypOBEHb 2, OTPHIATEIBHBIT

B cocraBe MEAHLIMHCKOTO M3ZIENHA OTCYTCTBYIOT MaTepPHANIbi, BCTYMAIOIIHE
B HETOCPEACTBEHHBIN MM ONOCPEAOBAHHEIH KOHTAKT C OPraHH3MOM MNaLHEeHTa
(TenoM yenosexa). ‘

B cocraBe KOMIIOHEHTOB MEJHIMHCKOrO H3AENHMA  OTCYTCTBYIOT
NeKapcTBEHHbIE CPeICTBa.

KoMnoHeRTH H3A€NHA HE SBIMIOTCA CTEPHIBHBIMEM M He TpeOyoT

CTEpHIIM3ALMH.
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Ukcno MCIONE30BaHHH HE OTPaHHYEHO, HCMONB30BaTh 10  Mepe
HeoOXOAMMOCTH [0 HcuepnaHus o0beMa WIH MCTeMEeHMA CPOKAa TOXHOCTH.

OrobpaHHBlif An4 aHANKM3a KOHTPONBHBIM MaTepuay Henp3s HCNONb30BAaTh

OBTOPHO.

6. IIpuHuHn Meroaa

HaGop xoHTponsHeix MatepuanoB «Jluanaé Amyp Kpacuyxa IgG
KoHTpone» npenHasHadYeH JUis KOHTpONA  KauecTBa INpH  HempsMOM
HMMYHOXeMIIIOMBHECLIEHTHOM aHamuse (UXJIA).

I-a unxybayusn: 1gG x BUpyCy KpacHYXH, MpPH HX HadH4MH B oOpasie
pearnpyioT ¢ GHOTHHWIHPOBAHHBIMM AHTMI€HAMH KpacHyXH B COCTaBe peareHTa
R3 u cTpenTaBHAHHOM HAa NapaMarHATHBIX MHKPOYUACTHIAX B COCTABE peareHTa

R1, obpa3sys KoMInekcsl «CTpenTaBUANH — OMOTHH — aHTHIeH - AHTHTENON.

HPC‘MCHGKG : TNOA HOEACTBHEM MArHHTHOrO  IIONA napaMarHdTHBHIC

MHMKpOYACTHIB aAcopOMpYIOTCS HAa CTE€HKAX pEakIMOHHON KIOBETH, a

HCCBA3AHHBIC KOMITOHCHTH CMBIBAIOTCA NPOMBIBOYHBM Gy(bepou

2-r unxybayus: nocne nobGaBneHHA peareHTa MedeHBIX aHTHATen (R2)
anturena K IgG denoBeka, MedeHHBle 3PUPOM AaKPHIMHHA, PEarHpylioT C
KOMIUIEKCAMH «CTpENTaBHAMH — OHOTMH — aHTHreH - aHTUTeNo», o6pasys
KOMIUIEKCHl «CTPENTaBHAMH — OHOTMH — QHTHTeH — AHTHMTENO — AHTHBHAOBOE

aHTHTENO».
ITpomwmexa.

Hemexyua u unmepnpemayua: K peaxuMOHHOH CcMeCH R00aBIMOT
peareHTH "JluanaG Amyp Ilpe-tpurrep” u "Jluanaé Amyp Tpurrep". Curnan ot
XEMHJIIOMHHECLIEHTHOH peaklMH H3MepAeTCd B OTHOCHTENBHBIX CBETOBBIX

equauuax (OCE).
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CyuwectByer npsaMas 3aBHCHMOCTD MexAy koiuuectBoM IgG x Bupycy
KpacHyXH B obpasuie M 3HadeHHeM OCE, oOHapyXeHHBIM ONTHYeCKOH CHCTEMOM

aHanmusaTopa «JIumnab AmMyp».

PeaynpTatsl onpenensioTcs ¢ NoMOIIBIO KanHOpoBOUHOH KpuBO#, KoTOpas
CO3/aeTCA IMyTeM KATHOPOBKH IO TPeM TOMKaM, H 3TAIOHHOM KpUBOii, 3a1aBaeMoii

QR-komoM peareHrTa.

7. OnHcan#e MeAHIMHHCKOrO H3Je/IHS

HaGop xonTponsHEix MatepuanoB «JIumma6 Amyp Kpacuyxa IgG
Kourponb» npencramnser coboli  ABYXYpOBHEBHIM KOHTPOJNBHEIH MaTepHan
(ypoBeHb 1 — NONOXUTENBHBIH, YPOBEHb 2 — OTPHUUATENBHHIA) B BHIE
NHO(PUIH3NPOBAHHOTO NOPOILKA. B KOMIUIEKT ITOCTABKH BXOAMT M0 [iBa (JIakoHa ¢
KOHTPOJIbHBIM MAaTEpHAIOM KKAOTO YPOBHA, HHCTPYKLMA M aHanMTHYeCKuit

NacHoOpT CO 3HAYEHUAMH KOHIEHTpaLHit.

JImopunu3upoBaHHEIH  KOHTPONBHBEIE  MaTepHan, YPOBEHb 1,
NOJNIOKUTENbHbINA, MOMEIeH BO (IakOHH M3 HEATPAIBHOrO OGOPOCHIMKATHOIO
cTena (KOpHMHEBBIHM) ¢ 3aBHHYMBAIOLIEGHCH KPHILIKOH YepHOro LIBETa.
JInodpunuznpoBaHHbIf KOHTPONBHEIR MaTepHal, YPOBeHb 2, OTPHLATENbHBIMH,
NOMellieH BO (pIakOHBI B3 HEHTPAIBHOro GOPOCHIHKATHOIO CTeK/a (KOPH4HEBbIH)

¢ 3aBHHYHBalOMEHCA KphIlLIKO# Genoro peta.

Buemnnii sun

MenkoaucnepcHsiii mopomok 6enoro neeta. ITonHOCTHIO pacTBOpAETCA IIPH
noGaBneruy 2 MJI BOAL OYHIIEHHOH (IMCTHIUIMPOBaHHOH) B TeueHne 20 MuHyT. B
BOCCTaHOBJICHHOM BHJE NpeAcTapiser coboi npospadHblii pacTBop Oe3 ocazka,

XJOTIBEEB H NOCTOPOHHHX BK/IIOYEHHUH.,

8.  Mepni NpeaoCTOPOXKBOCTH H OTPAHHYCHHS METOA

- IToTeHuManbHEIf pHCK nNpHMeHeHHa Habopa  KOHTPONBHBIX
MaTepuaioB - Kiacc 26 (cornmacHo INpukasy MunucrepcTsa 3apaBooxpaHeHus PO
Nedw ot 06.06.2012 1.);
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- JIns AMarHoCTHKH in vitro;

- Bce xommonHeHTRl Habopa  KOHTpONBHEIX  MAaTepHanoB B
HCIONB3YeMBIX KOHLEHTPALMAX ABIAIOTCS HETOKCHYHBEIMHA, BPEIHOTO BIIHAHHSA HA
OpraHHM3M NOJNB30BaTeNS HE OKA3BIBAIOT;

- KonTponbHEIe MaTepHaibl H3TOTOBIEHH W3 CHIBOPOTKH KpOBH
YeJIOBEKA, NMPOBEPEHHON YTBEPKACHHBIMM METOJaMH, B KOTOPOM OTCYTCTBYIOT
HBsAg, antnrena x BI'C # BUY-1,2 1 Treponema pallidum. Hu onus u3BecTHED
METOA aHanu3a He MOXET JaTh MNOJNHYIO TapaHTHIO TOTO, YTO MPOAYKTH,
NOJNyYEeHHBIE U3 YEJIOBEUECKUX MaTepHaoB, He HHOHLMpoBaHsl. CleaoBaTeNbHO,
BCE YENOBCUCCKHE MaTepHalhl CliefyeT pPacCMaTPHBaTh KaK TIOTEHUHAIBHO
HHOEKIHOHHEIE;

- B cocraB MaTpuusl KOHTPOJNBHBIX MAaTE€pPHANOB BXOAUT OBIYmil
ceiBoporouHblli anvbymun (BCA). Hanwvne cepTudmkara 0 NpPOACXOKACHHH
H/HJIM CaHHTapPHOM COCTOSHHMH JKHBOTHBIX HE MOXET IONHOCTHIO FapaHTHPOBATh
OTCYTCTBHE HH(EKIMOHHBIX NATOreHHBIX areHToB. IIO3TOMY peKOMeHIyeTcs
cobmozaTh OOLMYHEIE MEpH NMPEROCTOPONKHOCTH (HaNpUMep, HE TJOTATh MIIH He
BJBIXATB);

—  Habop KOHTPONBHBEIX MaTepHaNoOB COAEPKMT KoHCepBaHT ProClin
300, xorophii MoOXeT OHTP BpefieH TIPH MpOIJIATHBAHMH, BHI3BIBAThH
aJNnepru4eckyio KOXHYIO peaki[HiO H OKA3hIBaTh TOKCHYHOE JeHCTBHE Ha BOIHEIE
opraHu3Msl. OnHaKko ucnosnb3yeMas KoHueHTpaunsa (0,05 %) asngerca 6ezonacHo
JUIS 9€IOBEKA M OKpYXalOlleH Cpeanl;

- He cMemmBaiiTe KOHTPOJIBHEIE MATEPHAIHL Pa3HBIX CEpHit;

- He cmemmBaiiTe cBexHWe KOHTPOJIBHBIE MAaTEpHANBl ¢ YXe
HCTIONIB3YEMBIMH;

- He nepenuBaiite KOHTpOJBHBIH MaTepHan OOpaTHO B HCXONHBIH
($naKkoH nocine B3ATHS;

-~  He ucnonssyiite Habop KOHTPONBHEIX MATEPUAJIOB NOCJE UCTEIEHHA

CPOXa FOAHOCTH;
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- He uCnonb3yinTe KOHTPO/bHbIE MaTepuasbl 13 MOBPEXAEHHOM
YMaKOBKW.

- 3HaYeHVss KOHLEHTpaLMii KOHTPO/IbHbIX MaTepuasioB 3aBUCAT OT
cepuu;

- He 3amopaxusaiite Habop KOHTPO/bHbLIX MaTepuanos, NPexmiae 4Yem
OTKPbITb €r0;

- cnonb3yinTe cpeactsa MHAMBUAYaASIbHOW 3alMTbl Mpyu paboTe C
KOHTPO/bHbIMY MaTepuaiamu.

- [e3nHpeKums pasnTbiX KOHTPO/SIbHbIX MaTepuasioB BbIMOJHAETCS C

MCMONb30BaHMEM  [e3VHPULMPYIOLIMX CPeAcTB B cooTBeTcTBMM C  CanlluH
2.1.3684-21.

9. ToarotoBKa KOHTPO/IbHbLIX MaTepuasioB

KOHTpO/bHble MaTepuasibl MOCTaBAKOTCA B IMOGUIN3NPOBAHHON (hopMe.

- AKKYpaTHO MocTyuute no (1akoHy, YT0Obl KOHTPOJIbHLIA MaTepuar
OKasasic Ha [iHe (pakoHa.

- OTKpoliTe (hnakoH, OCTOPOXHO MOAHUMMUTE PE3VHOBYHD MPOOKY,
4TO6bLI BO3AYX Nonas Bo oiakoH, 3aTeM NO/IHOCTbI CHUMUTE €€,

- [106aBbTe 2 M/1 OUMLLEEHHOW (AUCTUNNMPOBAHHOW) BOABI.

- 3akpoiTe (PNakoH pPe3VHOBOW 3arfylKoW W KPbILWKOW, AaiiTe
noctoatb 10-20 MWHYT N8 MOMHONO PacTBOPEHMSI COAEPXKUMOro, B TeyeHue
KOTOPbIX OCTOPOXHO BCTPAXHWTE (hnakoH 5-10 pa3. 3arem pacTBopuTte
COAEPKMMOE CBEPXY MyTEM OCTOPOXHOro nepeBopaymBaHus npumepHo 10 pas.
36erante obpa3oBaHns MeEHbI.

- Bo3bmnTe  HeobXoauMmbli  06beM AN KaXKAOro aHaimsa B
COOTBETCTBUM C MHCTPYKUME NO npuMeHeHW0 Ha Habop peareHToB «J11gnab
Amyp KpacHyxa IgG».

- PacnpefennTe KOHTPO/bHbIA MaTepuas B HECKO/IbKO Hebo/bLUMX
()laKOHOB  C  rePMETMYHOM  KPbILWKOM W  XpaHWTe WX B COOTBETCTBUMM C
TpeboBaHNAMK NyHKTa 10 AaHHOW UHCTPYKLUN.

7
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10. CTabunbHOCTb,  YC/IOBUA  XPaHEHWUSA,  UCMO/b30BaHUA U

TPaHCMopTUPOBKN

YCnoBus XpaHeHus, CTabu/ibHOCTb

- HeBCKpbITble KOHTPOJIbHbIE MaTepuasibl CTabu/ibHbl [0 WCTeYeHUs
CpoKa rogHoctu (48 mecsueB) npun Temnepatype ot +2 ao +8 °C.

- [Mocne BOCCTAHOB/IEHMSI KOHTPOJIbHbIE MaTepuasibl CTabWusibHbl B
TeueHWe 7 JHel npv TemnepaType XpaHeHus oT + 20 go + 25°C.

- [Mocne BOCCTAHOB/IEHNSA KOHTPOMM CTabu/bHbI B TedeHve 30 AHei npu
TeMnepartype XpaHeHusa ot + 2 go + 8°C.

- [Mocne BOCCTAHOB/IEHNSA KOHTPO/N CTabubHbI B TedeHue 90 AHein npu
TemnepaTtype XpaHeHus - 20 °C wnn Hwke. Pa3mopakmBaHue / OTTamBaHue
3aMOPOXKEHHbIX ~ BOCCTAHOB/IEHHbIX  KOHTPO/IbHbIX — MaTepuasioB  Clefyet
NPoV3BOAMTL MpPW  KOMHaTHOW Temnepatype B TeueHume 30 MuH. T[locne
Pa3MOopaXKMBaHNA KOHTPO/IbHbIE MaTepuasibl HEOOXOAMMO BCTPAXHYTb.

- [lonyckaeTcs [BYXKpaTHOe 3aMOpaXX1BaHVe-0TTavBaH1e
KOHTPO/bHbIX MaTeprasos.

- [ata npou3BoACTBA W CPOK TFOAHOCTM YKasaHbl Ha 3TUKETKE
YNaKOBKMW.

- N3penna B yrnakoBKe W3roTOBUTENS ChefyeT XpaHWTb Ha CKnagax.
XpaHeHve n3genvin npu temnepatype ot +2 Ao -18 °C 40/MKHO OCYLLECTBNATLCS B
XONOAW/bHLIX ~ Kamepax WM B XOMOAWIbHUKAX,  06ecrneymBaroLmnx
pernaMeHTMPOBaHHbIA TEMNEPATYPHbIA PEXMM C eXe[HEBHON peruncrpawmei
Temnepatypbl. XpaHeHne M3Aenunid LO/MKHO OCYLLEeCTBAATLCA B TEMHOM MeECTe.
N3genns, XpaHuBLUMECA C  HapYLUEHWEM  PerjiameHTUPOBaHHOIO  PEXMMA,

NMPUMEHEHNIKO HE NOAJIEXKAT.

YcnoBua TPaHCNOPTUPOBKN
TpaHcnopTMpoBaHUe U3AeNNA O KOHEYHOrO MOTPebUTeNs Ha BCex aranax
[O/MKHO MNPOM3BOAUTLCA BCEMU BuAamy TpaHcrnopTa (BO3AYLUHbIA, BOAHbIN,

KENE3HOOPOXKHbI, aBTOMOOWU/bHBIA) B KPbITbIX TPaHCMOPTHbLIX CPeACTBaxX B
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COOTBETCTBMM C NpaBuIamn NepeBo30K, AENCTBYHOLIMMM Ha TPaHCMNOPTE AaHHOro
BMga npu TemnepaTtype oT +2 Ao +8 °C c cobnaeHWeM XOMoA0BOM Lenu B
TeyeHne 12 gHeir. He nopggepratb ANWTENbHOMY BO3AENCTBUKO TeEMNna, Braru,
MPAMBIX COMHEYHBIX Ny4eil. 3amopakuBaHve Habopa KOHTPO/IbHbIX MaTepuanos
He [JonyckaeTtca. TpaHCMNopTUPOBaHWE W3AENNA [O0/MKHO OCYLIECTBNSATLCA B
TEPMOKOHTeHepPaxX OAHOPa30BOro Mo/b30BaHMA COAEPXKALLUMX XNa[03/IEMEHTHI,
WK B TEPMOKOHTEMHepaX MHOrOKPaTHOro MPUMEHEHNS C aBTOMATUYECKU
NoAAep>KMBaeMOM TemMnepaTypor Un B aBTOPepuKepaTopax C UCNo/b30BaHNEM
TepMOMHAMKATOPOB.  W3denns,  TpaHCNOPTUPOBaHHble  C  HapyLleHWem

TEMNEPATYPHOTr o pexXnma, NPUMEHEHNIO HE NoANnexxar.

11. O6opyaoBaHMe U MaTepvanbl, He BXogsliMe B KOMMIEKT
MNOCTaBKW, HO HEOOXOANMbIE AN NMPOBEAEHNS aHa/IM3a

- Boga ounieHHasn (4UCTunIMpoBaHHas);

- ®aKkoHbI C FrepMETUYHON KPbILLKOA;

- Habop  peareHtoB «Jlugna6b Amyp KpacHyxa IgG»  and
KO/IMYEeCTBEHHOIO OnpejeneHns MMmyHornobynmHos knacca G (1gG) k Bupycy
KpaCHyx B  CbIBOPOTKE M MJa3Me  KPOBUM  YefioBeKa  METOAOM
NMMYHOXeMW/IIOMUHECUEHTHOrO  aHaim3a  (UXJTA) Ha  aHa/imusaTope
aBTOMATNYECKOM  MMMYHOXEMU/TIIOMUHECLIEHTHOM  «Jlanad  Amyp»  Ans
ANarHoCTUKKM in vitro no TY 21.20.23-259-65614693-2022;

- PacTBop3anyckatiowmin -~ "Jingnab  Amyp  [pe-Tpurrep”  ans
aHasmM3aTopa aBTOMaTUYECKOT0 MMMYHOXEMUMIOMUHECLEHTHOIO «J/lnanad Amyp»
ANA AMarHOCTMKM in vitro no TY 21.20.23-277-65614693-2022;

- PactBop 3anyckarowmii "Jingnad Amyp Tpurrep™ ans aHaimsaTopa
aBTOMATNYECKOr0  MMMYHOXEMUKOMUHECLEHTHOIO  «/lngnab  Amyp»  ans
AnarHocTuku in vitro no TY 21.20.23-279-65614693-2022;

- PacTBOp MpOMbIBalOWMIA AN aHa/im3aTopa  aBTOMAaTUYECKOro
MMMYHOXEMUTFOMUHECLIEHTHOTO «Jlnanab AmMyp pacTBOp MPOMbIBalOLWMIA» ANs

AnarHoCcTuKK in vitro no TY 21.20.23-276-65614693-2022;

9
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- KioBera oaHopasopas «Jlumnab6 Amyp Kiosera» anga adamusatopa
ABTOMATHYECKOr0 HMMYHOXEMHIIOMHHECHEHTHoro «JImanaé Amyp» mm
JuarHoCTHKH in vitro no TY 32.50.50-281-65614693-2022;

- AHanm3aTop  aBTOMATHYECKHH  HMMMYHOXEMHIIOMHHECLICHTHRIA

«JIngna® AmMyp» Js AuarHocTdKH in vitro mo TY 26.51.53-283-65614693-2022, B
BapHaHTax MCNOJNHEHHA.

12, Ilpoueaypa ananusa

AHanu3 NpPOBOAMTCH B COOTBETCTBHM ¢ MHCTpyKmMedl mo mpHMeHEeHMIO
HaGopa pearenroB «JIumna6 Amyp Kpacuyxa IgG» u PykoBoacrBoM mo
IKCIULyaTally aHamaTopa «JIumyab AMyp».

13. Hudopmanna o 3HaYeHHSX KOHUCHTpalUHH, NPUHOHECAHABIX
KOHTPOJbHBIM MATEPHAJIAM

3HaueHus KoHueHTpauuii IgG k BHpPyCy KpacHyXM B KOHTPOJIBHBIX
MaTepuaiaXx yKa3aHbl B AHQJIMTHYECKOM [IacropTe HA MERHLMHCKOS M3ACIMe
HaGop konTponsHEIX MaTepuaioB «JIuanaé Amyp Kpacayxa IgG Kontponb» s
KOHTpOJIA KauecTBa KOJMYECTBEHHOIO ONpejie/ieHHs HMMYHOrNOOy/IHHOB Kiacca
G (IgG) x BUpycy KpacCHyXH B CHIBOPOTKE H IUIa3Me KPOBH 4€JIOBEKa METOAOM
HMMYHOXeMHMIOMUHecLIeHTHoro  aHamm3a  (MXJIA) Ha  aHanmusatope
aBTOMATHYECKOM HMMMYHOXeMWNoMmHecUeHTHoM <«JIuanaé Amyp» Ans
NAArHOCTHKH in vitro mo TV 21.20.23 -293-65614693-2022. Pe3ynbraThl KOHTPOISL
KauecTBa, KOTOphIe He MonafaloT B JOMYCTHMbIE AMana3oHbl, MOTYT YKa3biBaTh Ha
HeJeHCTBUTENIbHEIE Pe3yJIbTATHl HccaefoBaHUN. B maHHOM ciiydae HcciaenoBaHHe
HeOOXOAHMO MNOBTOPHTh. IIpH TDOBTOPHOM HECOOTBETCTBHH He0OXOAUMO

HCTIONB30BATH HA0OP KOHTPOJILHEIX MAaTEpPHAIOB NPYTOH CEpHH.

14. Yruaumzauus
VTUnH3auMs H3elua JOJDKHA NPOH3BOAUTECA B COOTBETCTBHM ¢ HOPMaMH H

npaBHIaMH, ,IleﬁCTBYIOIIIHMH Ha MOMCHT YTHJIN3AalLlHH.
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Orxonsl, o6pasyiomuecs B pe3yibTaTe MCIIOB30BAHIA H3/C/HS, TIOIJIEKAT
yrmszauuu B coorBercTBud ¢ CanllmH 2.1.3684-21 xak orxomml ximacca B

/ (4pe3BBYAlfHO OMACHBIC OTXOIbI, KOTOPBIE MOTYT MPHBECTH K BO3HHKHOBEHHIO

PANHMHBIX MHAESMHI).

YNakoBOYHBIC MaTepyualbl U CONPOBOAUTENbLHAA AOKYMEHTALHs MOUICKAT
yTHaH3auuu B cootBercTBHM ¢ CanlluH 2.1.3684-21 kak oTxomsl kiacca A

(3mupeMuonoruyuecki 6esomacHuie oTXoAsI) B cooTBeTCTBUM ¢ CanlIuH 2.1.3684-

21.
15. @YyHKHHOHANbHBIE XAPAKTEPHCTHKH
Buyrpujpnakonnas sapuanua: koapduuueHt papaamun CV < 8%.
Mexdaaxonnas Bapaanns: Kodpdunuent sapuaunu CV < 8%,
KoHnenTpauus (IMana3oH meJieBLIX 3HAYEHHI):
Kouneurpanas | JAwanason nejleBbix 3HaueHul
N0 PE3yALTATAM AHANHIA
JImodmmM3ApOBaHHEIE KOHTPOIBHELH 30 ME/mn* 22 — 38 ME/Mn
MaTepHal, YpoBeHs 1,
MIOJIOXKHUTEIbHEIH
JInodprm3ApoBaHHbI KOHTPONBHEIN 6 ME/Mn 4 — 8 ME/Mn
MaTepuan, ypobess 2,
OTpHIATENbHBIN

* ME/MJ — MeXIyHapOAHBIE €MHHLIE B MHJUTHINTPE.

Mertponornyeckas MpOCIeKHBAEMOCTh KOHTPONBHEIX MATEPHAIIOB OLICHEHA
npu nomoum CranpaptHoro obpasua nmpeanpuarus «Kpacayxa IgG Crangapm» B
coorsercTBHM ¢ I'OCT ISO 17511. KoHKpeTHBIC BeJMYHHBI HEONPEAEICHHOCTH
3HAYEHWH, TNpPHNOMCAHHBIX KOHTPOJHHBIM  MaTepHalaM, MOTyT  ORITh

MpegoCTaBleHk MO 3aMpocy MoTpeduTeNs.

KommyTabeabnocTb: Ko3pdHUMeHRT Koppeaiuun r > 0,975, yron HakioHa

HaxoauTcd B mpeenax 0,9 <y <1,1
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16. TapanTHiinbie 00833TEALCTBA
/ ITpeanpusATHE-N3rOTOBUTENbL TapaHTHPYET CTAOHIBHOCTH M COOTBETCTBHE
u3gemus  TpeGosanuaM TexHudeckMX YycnoBu#t mnpu coOmomeHMH ycnobuid

TPaHCNIOPTHPOBAHHA, XPAaHCHHA H MPHMCHCHUA B TCUYCHHUE BCETO CPOKA NOTHOCTH.

Cpox rogHoctd Habopa xoHTponbHEIX MarepuanoB «Jimpna6 Amyp
Kpachyxa IgG Kontpons» — 48 Mecanes ¢ AaThl MpOU3BOACTBA.

Pexnamaunu cneAyer HanpapiaTh N0 afpecy Npou3BoauTeNo: O6LecTso ¢
orpaHu4eHHOH oTBeTcTBeHHOCTHIO «JIMAKOP» (OO0 «JIMAKOP»), Poccus,
620102, Ceepanosckas 06nacTs, r.o. ropon ExarepunOypr, r. Exarepunbypr, yi.
I[Nocaackasd, c1p. 23, opuc 204. Tenepon: 8 (800) 500-71-28. Aapec >neKTpOHHOM
noursl: marketing@leadcore.ru.

17. Cpeaenns 0 npoH3BOAHTE/IC MEAHIIHHCKOrO H3AEAHS

IMpoussogureneM MemuuuHckoro m3genus «HaGop  KOHTPORBHBIX
Matepuanos «JImunaé Amyp KpacHyxa IgG KonTpoas» mia KOHTpons KadecTBa
KOJIM9ECTBEHHOTO omnpezeNeHus BMMyHornoOymunHoB knacca G (IgG) k Bupycy
KpaCHYXH B CHIBOPOTKE M IUIa3M€ KPOBM  4YelOBeKa  METOAOM
HMMYHOXEeMHMIIIOMHHeCLIeHTHOro  aHanm3a (UXJIA) Ha  aHanusaTope
aBTOMATHYECKOM HMMYHOXeMMIIOMHHeCHeHTHoM «JIugmab Amyp» ana
AMATHOCTHKH in vitro mo TY 21.20.23 — 293-65614693-2022» seisercs Ob6necTBo
¢ orpaHuyeHHO# oTBeTcTBEeHHOCTHIO «JIUJIKOP» (000 «JILAKOP»).

IOpuauveckwii agpec: Poccus, 620102, Cpepanosckas o6sacts, r.0. ropos
ExarepunGypr, r. ExarepunOypr, yi. [Tocapckas, ctp. 23, opuc 204.

Agnpec MecTa IPOU3BOACTBA MEAULIHHCKOTO H3Je/ns:

1. 000 «JIUMOKOP», Poccns, 620033, CeepanoBckas o0macTs, T.
Exatepunbypr, yn. KpacHonapckas, 1.15.

2. 000 «JIMAKOP», Poccuna, 141981, MockoBckas o6nacts, r. Jlybna, yiu.
IIpubopocTpoureneii, 3a.
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18. Ilepevenn NpHMeHSEMBLIX CTAHAAPTOB

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

2021, CanlluH 2.1.3684-21.

19. Pacmnadposka rpadpuYecKHX CHMBOJIOB
Cumson Pacinagponka
REF Homep no karanory
Kon naprun

Positive - [TonoxutensHeIi

Negative - OtpunareapHeIi

H3rorosuTeNs

JlaTa ¥3roToBNeHUA

Hcnonw3oBarts A0

OOpaTHTECh K HHCTPYKIMH IO PHMEHEHHIO

He HCnons30BaTh NPH NOBPEX/ICHUH YIIAKOBKH

OcropoxHo!

@|9© 5wl B E

MeauuBHCKOEe u3feme IS AHaArHOCTHKH in vitro

5

IIpenen Temnepatypsl

I—-D
—

XpaHUTH BEPTHKANbLHO
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Xpynkoe, 06paLlaTbcst 0CTOPOXKHO

bepeyb OT BNaru

He ponyckaTtb BO3/JeliCTBIS COTHEYHOrO CBETa

Bruonorunyecknii puck

TOKCWYHO

OnacHo Ana BOAHOI cpeapbl

20. JluTepaTypHbIe CCbI/IKU
1 bIH8 Publication, 5th edition, December 2009. Biosafety in Microbiological
and Biomedical Laboratories.
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Bcero npoLLHypoBaHo, MPOHYMepPOBaHO
N CKpPEnJieHo nevyarbio
N

/E. 1O. INoxryt/
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fNOKOP

000 «JIMAKOP»
Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru

AHAJIMTUYECKHMN NMACIIOPT 01/2022

HaGop KOHTPOIbHBIX MaTepHaaoB «JIuanaé Amyp Kpacnyxa IgG Kontpoab»

AJIA KOHTPOJIAl KAa4Y€CTBA KOJTHUYCCTBECHHOI0 ONnpeAe/ICcHHs

uMmyHors106yanHoB Kaacca G (IgG) k BUpYcCY KpacCHYXH B CbIBOPOTKE H
nJja3Me KPOBH 4YeJJ0BeKa MeTOA0M HMMYHOXeMH/IIOMHHECHIEHTHOr0 aHATH3a
(MUXJIA) Ha aHaIM3aTOpEe aBTOMATH4Y€CKOM HMMYHOXEMHIIOMHHECLIEHTHOM

«JIuanaé Amyp» ans aHarHocTHkH in vitro mo TY 21.20.23-293-65614693-

TY 21.20.23 -293-65614693-2022
PY Ne

Ne cepun 20220601

Yc0BHA XpaHeHHA: NpH TemnepaTtype oT +2 10 +8 °C B Teuenne 48 mecsues.

3aM0pa>lmBanne HC N0NTYCKACTCH.

2022
Kar. Ne CC845
JlaTa U3roToBJIEHHS 01.07.2022
Ioaen a0 01.07.2026

HanmenoBanne KOMNOHEHTA Onncanne PesyanTat
XapakTepHcTHKA KOHTPOJS
1. JInounu3npoBaHHbIA KOHTPOAbHBINH CooTsetcTByeT
Martepuan, ypoBeHb |, NoNoKHTENbHbIH, CblBOpOTKa KpPOBH 4€NOBEKA, COAEpaKaLIasn
2,0 mn/pnakon — 2 wr. 1gG K BHpYCY KpaCHYXH.
2. JInopunuznpoBaHHbIH KOHTPOJIbHBIH Marpuua: TPUC 6ydep, BCA, 0,05% CoorsercTayer
MaTepHal, YpoBEHb |, OTpHLATENbHBIH, ProClin 300
2,0 mn/cnakoH — 2 wr.
3. HHcTpykuMs no npuMeHeHH o, | wr. CoorsercrayeT
TexnH4YecKHe XapaKTePHCTHKH
l. JInodunn3znupoBaHHbIH KOHTPO/bHbIH . . . CooteetcTByeT
MaTtepHa, YpoBeHb |, MosoxKHUTeNbHbIHA BHewHHA BuA: MENKOAHCTIEPCHEI
JInonan3npoBaHHbIH KOHTPOJIbHBIHA nopouok Genoro useta CoorsercTByeT
MaTepHall, YpoBEHb 2, OTPHLIATENbHbIH
2. JInoduan3nposaHHbIi KOHTPOAbHBIHA PacTBOpHMOCTD: MONHOCTBIO PACTBOPAETCA CooteeTcTByeT
MaTepHal, YpoBeHb |, NOTOXKHTENbHbI npu no6aBreHHH 2 M1 BOAbI OYUILEHHON 8 MHuH
JInodpunu3npoBaHHbIH KOHTPObLHBIH (AucTHANKUPOBAHHOM). CootBeTtcTBYET
martepHai, YpoBeHb 2, OTPHULIATENbHbIH BpeMms pacTBopenus — He Gonee 20 MHH. 10 MuH
3. JInodpunusnpoBaHHbIH KOHTPONbHBIH ITpo3pavHOCTbL H UBETHOCTH: B CoorseTtcTByeT
MaTepHall, YpOBEHb |, NOJOXKHTENbHbIH BOCCTAaHOBJICHHOM BHAE NMPEACTaBIAET
JInopunusupoBaHHbIH KOHTPOIbHBI# coboit npo3pauHblii GecLBETHLIA pacTBOp CooTBeTcTBYET
MaTepHa, ypoBeHb 2, OTPHUATENbHBIH 6e3 ocazka, XJIONbEB ¥ MOCTOPOHHHX
BKJIIOYEHHH
1 . . ["abapuTHbIe pa3mepbl NEPBHUHON
nod)unuauposauub;n KOHTPOSIbHBIA yNaKOBKH: CooTseTcTBYeT
4 MaTepHall, ypoBeHb |, NONOXKHTENbHbIH BoicoTa diakoHa: 43,0 £ 0,5 Mm;
) N N Huamerp ¢nakona: 22 + 0,5 mm;
JInopunnsupoBaHHbIi KOHTPOALHDIH 5 BoicoTa Kpbiwku: 14 £ 0,3 Mu; CooTsercTayeT
MaTepHa, ypoBeHb 2, OTPHLIATEAbHbIH Jlnamerp kpbiuku: 20,6 % 0,6 MM
OyHKIHOHAIbHDbIE XaPAKTEPHCTHKH
1. JInodunusuposanHblit KOHTPOJbHbBIH BuyTpudnakoHHas Bapuauus: CoorsercTByeT
MaTepHai, YpoBeHb |, MONOXKHTENbHbINA k03¢ duuneHt sapuaunu CV <8 % 1,13 %
JInodpunusnposanHbiii KOHTPOJIbHbIH CootBetcTByeT
MarepHa, YpoBeHb 2, OTpHLATE/IbHbI 3,55 %
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fMAKOp

000 «JIMAKOP»
Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru

2. JInodunusnposaHHbIi KOHTpONbHbIH | MexdnakoHHas Bapuaumns: ko3dGHULHEHT CootsercTByer
MarepHa, YpoBeHb |, NoNoKHTENbHBIHA sapuauun CV < 8% 3,45%
JInodunu3npoBaHHbIA KOHTPONbHBIHA CooteercTByeT
MaTepHal, ypoBeHb 2, OTpHLATE bHbIH 2,57 %

3. | Jinodpunusnposanusiii KOHTPONbHbIA | [ KonuenTpauns Jlnanason CootsercTayer
MmaTepHal, YpoBeHb |, NOJIOKHTENbHbIHA ueseBbIX 22,11 -37,89 ME/mn

3HaveHnit no
pe3y ibTaTam
aHaH3a
30 ME/mn* 22 - 38 ME/mn
*ME/Ma — MexxiyHapOAHblE €AUHHULbI B
MHUTHINTpE
JInopnnusnpoBaHHbIH KOHTponbHbIA | | Konnentpauns | Aunanason CootsetcTByer
MarepHai, YpoBeHb 2, OTPHLATE/bHbIH 1e/1eBbIX 4,05 - 7,86 ME/mn
3HaYeHHii no
pe3yabTaTam
aHaJIH3a
6 ME/mn* 4 — 8 ME/mn
*ME/Mn — MexxayHapoaHble €IMHHUbI B
MUITHAKTpE

TpaucnopTupoBanne: TpaHCcnOpTHpPOBaHHE W3IENHA 10 KOHEYHOro MOTPEeOMTENA Ha BCeEX
3Tanax JAO/DKHO TPOM3BOAMTHCA BCEMH BHJAaMH TpaHcnopra (BO3AYLUHBIA, BOIHBIM,
XeJIe3HOJOPOXKHBIA, aBTOMOGHJIbHBIH) B KPHITBIX TPAHCMOPTHBIX CPEACTBaX B COOTBETCTBHH C
NpaBHJIaMM NEPEBO30K, ACHCTBYIOIIMMH Ha TPAHCIIOPTE JAHHOTO BHJa NMPH TEMIIEpAType OT +2
1o +8 °C ¢ cobmoaenneM xonoxosoit uenu B TeueHue 12 nHeil. He nmoaseprath mWiHTENbHOMY
BO3JEHCTBHIO TeMJa, Bark, NpAMbIX CONHEUHBbIX Ny4eil. 3amopaxnBaHue HabGopa KOHTPOJILHBIX
MaTepHaNoB He JOMycKaeTcs. |paHCIOpPTHpOBaHHE HW3ACHAHH HOMKHO OCYLUECTBIIATECA B
TEpMOKOHTEHHEepax OJHOPa3OBOro MOJB30BaHHA, COAEPXKAIUMX XJAJOIIEMEHTHI, HIH B
TEPMOKOHTEHHEpPaX MHOrOKPaTHOrO MPHMEHEHHA C AaBTOMAaTHYECKH MOAEPKHBAEMOM
TEMIepaTypoil WK B aBTOpedpHXepaTopax ¢ HCMOAb30BaHHEM TepMOHWHAHKaTOpoB. HU3nenus,
TPAHCIIOPTHPOBaHHbIE C HAPYLIEHHEM TEMIIEPATYpPHOrO PeXHMa, MPHMEHEHHIO HE NOJUTEXKaT.

3akmouenne: KauecTBo pacacoBKH, KOMIUIEKTHOCTb, MapKHpOBKa, YMaKOBKa, MOKa3aTe/H
kayectBa «Habopa koHTponbHbIX MaTepuanoB «Jlumnad Amyp Kpacuyxa IgG Kourtpons» ans
KOHTPOJIS KauyecTBa KOJIHYECTBEHHOro ompeaeneHUs MMMyHornoOynanuo knacca G (IgG) x
BHpPYCY  KpPacHyXH B  CBIBOPOTKE M  [MJa3Me€  KpOBM  YeJOBEKa  METOAOM
HMMYHOXEMHIIIOMHHECUIEHTHOro ananu3a (MXJIA) Ha aHanu3atope aBTOMATHYECKOM
MMMYHOXEMHJIIOMHHECLEHTHOM «JInanab AMyp» IUIs JMarHOCTHKH in vitro no TY 21.20.23 -293-
65614693-2022» cootBeTcTBYIOT TpeboBanusam TY 21.20.23 -293-65614693-2022.

Jara Bblaauu nacnopra: 31.07.2022

[naBHBI# HHXXEHED MO OATOTOBKE Hukonos C.1O.

Hupexkrop OO0 «JIMAKOP» Vasibun A.H.
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— ) 000 «JIUAKOP»

ﬂMﬂKOp Ten.: 8 (800) 500-71-28

marketing@leadcore.ru, www.leadcore.ru
AHAJIUTUYECKHUH MMACIIOPT Ne 02/2022

HaGop koHTpoabHbIX MaTepHanoB «JInanaé Amyp Kpacnyxa IgG Kontpoab»
AJS KOHTPOJIA Ka4yecTBa KOJHYECTBEHHOr0 onpeae/ieHHs
umMMmyHorao6yannoB kiaacca G (IgG) k BUpycy KpacHyXH B CbIBOPOTKeE H
nJja3Me KPOBH 4Ye/I0OBeKa METOJ0M HMMYHOXEMH/IIOMHHECUEHTHOI0 aHAJ/IH3Q
(MXJIA) na aHaH3aTOpe aBTOMaTH4€CKOM HMMYHOXEMHJIIOMHHECUEHTHOM
«JInana6 Amyp» aas auarHocTuki in vitro mo TY 21.20.23 -293-65614693-

TY 21.20.23 -293-65614693-2022
PY Ne

Ne cepun 20220602

2022

Kart. Ne CC845
JlaTa u3roToB/IeHHs
Toaen no

02.07.2022
02.07.2026

Ycii0Bus XpaHeHHs: NpH TemnepaType oT +2 a0 +8 °C B Teuenue 48 mecaues.

3aM0pa>|anaHue HEC JOITYCKACTCH.
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HanMeHoBanHe KOMNOHEHTA Onucanue Pesyabrar
XapakTepHcTHKA KOHTPOJR

1. JInodpunusnpoBaHHbIA KOHTPONBLHBIH CoorsetcTByeT
MaTtepHall, YpOBEHb ], HOJTO)KHTCJ]belﬁ, CblBOpOTKa KPOBH 4eNoBeKa,

2,0 mn/dnakon — 2 wr. coaepxkatuas IgG k BHpyCy KpacHyXH.

2. JInodpunn3npoBaHHbIH KOHTPOIbHBIH Marpuua: TPHC 6ydep, BCA, 0,05% CootsercTyeTt
maTepual, YpoBeHb |, OTpHUATENBHDIH, ProClin 300
2,0 mn/pnakoH — 2 wr.

3. HHcTpykums no npuMeHenuto, | wr. CootBetcTBYET

TexHHYeCKHE XapaKTePHCTHKH

l. JInopuan3npoBaHHbLIA KOHTPOILHBIH . i . CoorseTcTBYET
MATepHAN, YPoBEHb |, NoNoRHTE L HLH BHewwHni BUA: MEAKOAHCNIEPCHBIH

> = nopouuok 6enoro usera
JInodunu3nposaHHbIH KOHTPONbHbINA CooTBeTtcTByeT
MaTepHa, YpoBeHb 2, OTPHLATENbHbIH

2. JinodpunusnpoBaHHbIH KOHTPONBHbIN PacTBOpHMOCTB: NONIHOCTDLIO CoorsetcTBYET
MaTepHa, ypoBeHb |, NON0KHTENbHDIH pacTBopseTca npu 106aBieHHHn 2 MA 8 muH
JInopunu3upoBaHHbIH KOHTPONbHbIHA BO/bl O4HLIEHHOH CoorsercTByeT
marepHaln, ypoBeHb 2, OTPHLIATENbHbIH (RHUCTHUNNMPOBAHHOM). 10 MuH

Bpems pactBopenus — He 6onee 20 MHH.

3. JIMopHANU3UPOBAHHDIH KOHTPONbHDIH [Tpo3payHOCTL H LIBETHOCTD: B CootsercTyeT
MaTepuan, YpoBeHb |, NoNoKHTENbHbIH BOCCTAaHOB/NIEHHOM BHAE NMpPEACTABNAET
JInodunn3npoBaHHbIH KOHTPONBHBbIH coboit npo3pauHblii 6ecLBETHBIH CoorBercTBYET
MaTepHall, ypoBeHb 2, OTPHLATENbHbIH pactBop 6e3 ocanka, X10NbeB H

NMOCTOPOHHHX BKJIIOYEHHH
JInodunH3MpOBaHHbIH KOHTPOIbHbIH 5 ["abapuTHbie pasMepbl NEPBHUHOM CooTercrayer
MaTepHa, YpoBeHb |, NosIoKHTENbHbIH yNaKoBKH:

4 Buicora ¢nakona: 43,0 £ 0,5 mm;

' JInodunu3npoBaHHbi# KOHTPONLHBIN HuameTp dnakona: 22 + 0,5 Mm; CootseTcrayer
MartepHall, ypoBeHb 2, OTpHLATEIbHbIH BsicoTa kpbitku: 14 + 0,3 MMm;
JnameTp kpbituku: 20,6 £ 0,6 Mm

DyHKUHOHA/IbHBIE XaPAKTEPHCTHKH

1. JInodpunusnpoBaHHbIiH KOHTPOAbHBIN BuyTpudnakonHas sapHaums: CoorsercTayeT
MaTepHa, YpoBeHb |, MonoxHTeNbHbIHA ko3¢ duuuent apuaunu CV <8 % 1,13 %
JInodpunusnpoBaHHbIi KOHTPO/bHbIH CooTtBeTcTBYET
MaTepHaJl, YDOBEHb 2, OTDHLIATEIbHbIHA 3,55%




000 «JINAKOP»

]-I I/llﬂl KO p Ten.: 8 (800) 500-71-28

marketing@ leadcore.ru. www.leadcore.ai

NnomnnsnpoBaHHsbIii KOHTPO/IbHb I MexakoHHas BapuaLys: CootBeTcTBYET
maTepuman, YpoBeHb 1, MONOXUTENbHBbIIA KoadduumeHT Bapraumm CV < 8% 3,45 %
JInomnnmnanpoBaHHbIA KOHTPOSbHBIV CootBeTcTBYET
maTepuwan, ypoBeHb 2, 0TpMLATENbHbI 2,57 %
JInothnnnsnpoBaHHbIi KOHTPOMbHBIN  KoHLeHTpaLms [lanasoH CootBercTBYeET
MaTepuas, ypoBeHb 1, MONOXUTE bHbINA LieNeBbIX 22,11-37,89
3HaYeHui Mo ME/mn
pesynbTartam
aHa/m3a
30 ME/mn* 22-38 ME/mn
*ME/Mn - mMeXayHapoaHble eavHULbI B
MUINANTPE
JTnothmnmsnposaHHbIit KOHTPOMIbHLIN -~ KoHUeHTpaumsa  [manasoH CootBetcTBYeT
maTepwan, YpoBeHb 2, OTpULATE/bHbIN LeneBbIX 4,05 - 7,86
3HaYeHWn no ME/mn
pesynbTaram
aHa/m3a
6 ME/mn* 4-8 ME/mn
*ME/Mn - MeXxayHapoaHble eayHULbI B
MUANINTPE

TpaHcnopTupoBaHue; TpaHCNOPTUPOBaHWE W3AENNIA A0 KOHEYHOro MNOTPebuTens Ha BCEX
jTanax [0/MKHO MNPOU3BOAMTLCA BCEMWM BuAaMu TpaHcrnopTa (BO3AYLWIHbIA, BO/HbINA,
YKEeNe3HO40PO0XHbIN, aBTOMOOWbLHbIA) B KPbITbIX TPAHCMNOPTHbLIX CPeACcTBax B COOTBETCTBMM C
npaBuaamMmn MNepeBo30K, AENCTBYHOLWMMI Ha TpaHCNOPTe AaHHOrO BMAa Npu Temnepatype OT +2
no +8 °C ¢ cobnofeHnemM XonofoBoKM Lenn B TedeHue 12 gHeli. He noasepratb ANNTENbHOMY
BO3/ENCTBUIO Tenna, Bnaru, NpsiMbiX COMHEYHbIX Ny4yeli. 3amopaknBaHue Habopa KOHTPObHbIX
mMaTepuanoB He [AoMycKaeTcs. TpaHCNOPTUPOBaHWE W3LENUIA  [OMKHO OCYLEeCTBNATLCA B
TEPMOKOHTelHepax OAHOPa30BOro MOMAb30BaHUA, COAepXawMx X1aj03/IeMeHTbl, WAN B
TEPMOKOHTEMHEpaX MHOFOKpPaTHOro MNPMMEHEHMS C aBTOMATWYECKM MNOAAepXXMBaeMol
TeMnepaTypor uam B aBTopedpukepaTopax € MCMNOb30BaHMEM TepMOUHAMKATOpPOB. W3genus,
TPaHCNOPTUPOBAHHbIE C HAPYLLEHNEM TEMNEPATYPHOrO pPexnma, NPUMEHEHNIO He NoAnexar.

3aknoyeHune: KayecTBo pacacoBKu, KOMMIEKTHOCTb, MapKMpPOBKa, YMakOBKa, rMoKasaTesnu
KayecTBa «Habopa KOHTPONbHbLIX MaTepnanoB «f/lngnad Amyp KpacHyxa IgG KoHTponb» ans
KOHTPONS KayecTBa KO/NMYECTBEHHOrO OnpefenieHns uUmMmyHornobynumHos knacca G (IgG) k
BMpYyCY KpacHyxu B CbIBOPOTKE " nnasme KpoBHu yenioBeka METOLOM
NMMYHOXEMUTIOMUHECLEHTHOro  aHanu3a (MXJTA) Ha aHanu3aTope aBTOMaTUYeCKOM
NMMYHOXEMUTIOMUHECLEHTHOM «Jlnanab AMyp» ans AMarHOCTUKK in vitro no TY 21.20.23 -293-
65614693-2022» COOTBETCTBYHOT TpeboBaHuaM TY 21.20.23 -293-65614693-2022.

Jata Bblgayun nacnopTa: 31,07,2022

["naBHbIA MHXXEHepP No NOAroTOBKe HukoHos C.10.

AupekTop OO0 «JINOKOP» YnblouH A.N.
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