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AHAJUTHYECKHUMN NACIIOPT

Ha6op koHTpoabHBIX MaTepHaioB «JInanaé Amyp BIII'-1 IgG Konrpoab»
IJIl KOHTPOJISl Ka4eCcTBa Ka4eCTBEHHOro onpeje/ieHHs HMMYHOII00y/IHHOB
kaacca G (IgG) x supycy npocroro repneca 1 Tuna (BIII'-1) B cbiBopoTKe M
nJja3mMe KPOBH 4€/1I0BEKa MET0J0M HMMYHOXEMH/IIOMHHECUEHTHOI0 aHAJIH3a
(MXJIA) Ha aHaiH3aTOpe aBTOMATH4€CKOM HMMYHOXEMH/IIOMHHECLIEHTHOM

«JIuanad Amyp» A8 AMArHOCTHKH in vitro
no TY 21.20.23 — 285-65614693-2022

TY 21.20.23-285-65614693-2022
PY Ne

Ne cepun 20220601

Kart. Ne CC837
JlaTa H3roToBJICHHA 10.07.2022
Toaen no 10.07.2026

YcioBHA xpaHenHs: npH Temneparype ot 2 10 8 °C B Teuenne 48 mecaues.

3amopax:unanne HEC JONMYCKACTCH.

HanMeHOBaHHE KOMNOHEHTA Onucanue PesyabTar
XapaKTepHCTHKA KOHTPOJS

1. JinodpunnsnpoBaHHbIH KOHTPONbHBIA CootsercTByeT
Martepual, ypoBeHb |, NONOXKHTENbHBIHA, ChLIBOpOTKA KPOBH Ye/IOBEKa, COAEPKalLas
2,0 mn/¢pnakoH — 2 wr. 1gG x BIIT-1.

2. JInodpunu3npoBaHHbIH KOHTPONbHBIH Marpnua: TPHUC 6ydep, BCA, 0,05% CootsercTsyer
MaTep1an, ypoBeHb |, OTpHLATENbHBIH, ProClin 300
2,0 mn/pnakoH — 2 wT.

3. HHCTpyKUHS NO NnpUMeEHERHIo, | WiT. CootsercTByer

TexuuueckHe XapaKTepHCTHKH

1. JInopunu3npoBaHHbIi KOHTPOJbLHBIH BHelIHMit BUL: MENKOINCTICPCHBIH CootsercTByer
MaTepHaJl, YypoBeHb |, NONOXKHTENbHBIH 6
JInodpwin3upoBaHHbIH KOHTPONbLHBIH rlopotiok beroro Lisera CootsercTBYyeT
MaTepHall, YpOBEHb 2, OTPHLATE/IbHbIH

2. JinopunHu3HpOBaHHbIA KOHTPONBLHBIH CootsercTByeT
MaTepHaJl, YpoBEHb |, NONOKHTENbHBIH OcraTouas BIaKHOCTS: < 5.0 % 1,81 %
JInopnnnsnpoBaHHblfi KOHTPONBHBIH CootBercTByeT
MaTepuall, ypoBeHb 2, OTpHUATENbHBIHA 1,73 %

3. JInopunu3upoBaHHbBIA KOHTPONBHBIH p . CootBercTByeT
MaTepHal, YpoBeHb |, NONOXHTEbHbIH aCTBOPHMOCTB: TOJHOCTLIO PACTBOPACTCA 8 MuH
JinodpunuznpoBaHHbIA KOHTPOJILHBIH NpH 20GAANEHKH 2 M7 BOB! O4MILEHHOR. CootBercTByeT

Bpems pactBopenus — He 6onee 20 MHH.
MaTepuan, ypoBeHb 2, OTPHLIATE/IbHBIHA 8 MHH

4. JInopunusnposaHHbl i KOHTPOJIBHBIH ITpo3payHOCTb H LIBETHOCTL: B CootBercTByeT
MaTepHaJl, ypoBeHb |, MONOKHTE/IbHbikH BOCCTAHOBJIEHHOM BHJE MpeACTaBAseT
JInodpunnsnpoBaHHbIH KOHTPONAbLHBIH co6oii npo3paunbiii GecuBeTHbIA pacTBOp CootBercTByer
MaTepHall, YypOBEHb 2, OTPHLIATENbHbIHA 6e3 ocaaka, XJIONbEB H NOCTOPOHHHX

BKJIOUCHHIA
JInoHAM3MpOBaHHbBIA KOHTPOJIbHBIN [aGapuTHble pa3mMepbl NEPBHUYHOM
MaTepHaJl, ypoBeHb |, NONOKHTENbHbIH YNaKOBKH:
5. JInopunu3upoBaHHbIH KOKTPOJIbLHBINA Buicora ¢nakona: 40,2 £ 0,5 mm; CoorsercTByeT

MaTephail, ypoBeHb 2, OTPHLATENbHBIHA

uametp pnakona: 22 = 0,5 mm;
Boicota Kpbiuku: 14 + 0,3 MM;

3NEKTPOHHAS KOMHA OGOPMIIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MEAHLMHCKWX H3OENHIA
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JviameTp Kpbiwku: 20,6 = 0,6 Mm

JIvothmnm3npoBaHHBbIN KOHTPO/IbHbIiA BHyTputhriakoHHasA BapuaLms: CoortBetcTByeT
maTepmas, ypoBeHb 1, MONOXMTE/bHbIN KoahcpmuweHT Bapmaun CV < 8% 421 %
JTnopnnnsmposaHHbIii KOHTPO/TbHb IV CootBeTCTBYET
maTepmal, ypoBeHb 2, OTPULATE TbHbII 4,56 %
JnodmnmsmposaHHbIii KOHTPO/IbHBIA  MedXchnakoHHast BapuaLysi: KOthuLMEHT CootBeTCTBYET
marepuan, ypoBeHb 1, MONOXUTENbHbIN Bapuauymn CV < 8% 3,48 %
JInomnmanpoBaHHbI KOHTPO/TbHBIiA CooTBeTCTBYET
maTepmasi, ypoBeHb 2, OTPULATE TbHbII 3,75 %
JnodnnnsnmposaHHbIii KOHTPO/TbHb N KoHLeHTpaLys JvianasoH LigneBbIX CooTBeTCTBYET
marepuan, ypoBeHb 1, NONOXKATE bHBbINA 3HaueHU no 2,25-3,28 K1
pesyrisTaram aHaivsa
2,75 Kn* 2,2-3,3 KN
*KIM- KOa(hhrUMEHT MO3UTMBHOCTU
JInogmnmanpoBaHHbIii KOHTPO/TbHb IV KoHLeHTpaLma [yiariazoH LenesbIX CoortBetcTByeT
maTepyian, YpoBeHb 2, OTPULIATENbHBIN 3HaueHWi o 051 -0,75 KI1
pesyrisTaram aHaisa
0,65 KI 0,5-0,8 KM

TpaHcnopTvpoBaHue: TpPaHCMOPTMPOBAHWE M3AeNniA [0 KOHEYHOro MoTPeGuTeNs Ha BCexX
aTanax [Ao/MKHO MPOM3BOAUTLCS BCEMM BuAaMu  TpaHCmopTa  (BO3AYLUHbIA, BOAHBIA,
KENe3HOI0POXKHbI, aBTOMOOW/IbHBIN) B KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBUM C
npaBuaMn NepeBo3oK, AEMCTBYHOLMMI Ha TPaHCMOPTe AaHHOro BuAa Npy TemnepaTtype OT +2
[0 +8 °C. He noagepratb AUTeNlbHOMY BO3[eCTBUIO TeMa, BNarv, NPsiMbIX COMHEUHbIX Nyyeid.
3amopaxuBaHye Habopa KOHTPO/bHbLIX MaTepuasnoB He [0MYyCKaeTcs.

3aksodeHne: KayecTtBo pacaCoBKW, KOMIMMIEKTHOCTb, MapKWPOBKa, YMakOBKa, MoKasaTtesiu
KauecTBa «Habopa KOHTPO/bHbIX MaTepuanos «J/lmanab Amyp BII-1 1gG KoHTponb» ans
KOHTPONA KayecTBa Ka4yeCTBEHHOro onpejeneHus MMyHornobynuHos knacca G (IgG) K Bupycy
npoctoro reprieca 1 tuna (BMlM-1) B CbIBOPOTKE M MnasMe KPOBWM 4esioBeka METOLOM
NMMYHOXEMUMIIOMUHECLEHTHOrO  aHanm3a (MIXJ1A)  Ha aHa/im3atope  aBTOMaTuMYecKOM
NMMYHOXEMUTIOMUHECLIEHTHOM «JInanab AmMyp» Ans AWArHoCTMKM in vitro mo TY 21.20.23 -
285-65614693-2022» COOTBETCTBYHOT TpeboBaHMAM TY 21.20.23-285-65614693-2022.

Jata Bbigauun nacnopta: 10.07.2022

["NaBHbI MHXXEHepP MO NOAroTOBKe > in HukoHos C.HO.

Ounpektop OO0 «JTMAKOP» ' e YnbiovH AW
Moann 17 ThiMLUb
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aHanNnuTuMnyeckKunmn nmacnopT

Habop KOHTpOsbHbIX MaTepuanos «Jlngnad Amyp BIIr-1 1gG KoHTponb»
[ANA KOHTPO/IA KayecTBa KavyeCTBEHHOIO OnpeaesieHns MMMYHOr106y/1IMHOB
knacca G (1gG) Kk Bupycy npoctoro repneca 1 tvna (BINIM-1) B CbIBOPOTKe U
nsasme KpoBU YenoBeKa METOAOM MMMYHOXeMUTIOMUHECLEHTHOIO aHaIn3a
(MXNA) Ha aHa/IM3aTope aBTOMaTUYECKOM MMMYHOXeMUIFOMUHECLLEHTHOM

«Jlngnad Amyp» Ans AMarHoCTUKM in vitro
no TY 21.20.23 - 285-65614693-2022

TY 21.20.23-285-65614693-2022
PY Ne

Ne cepun 20220602

YCnoBua xpaHeHUs: npu TemnepaTtype ot 2 4o 8

Kat. Ne CC837
[aTta n3rotoeneHus
["ofeH po

B TeyeHue 48 MecALeB.

11.07.2022
11.07.2026

HavnmeHoBaHVe KOMMOHeHTa OnwucaHwne PesynbTaT
XapaKTepucTumka KOHTpONA
1 JInohmnmnanpoBaHHbIA KOHTPO/TbHbIN CootsetcTByeT
MarTepuas, YpoBeHb 1, MOMOXUTE bHbIN, CbIBOPOTKA KPOBY Ye/I0BEKA, CoAepKaLLias
2,0 W/hriakoH - 2 . lgG k BIMr-1.
2, JInothmnmnanpoBaHHbIA KOHTPO/bHbIV Matpuua: TPUC 6ydep, BCA, 0,05% CooTBeTCTBYET
marepvan, ypoBeHb 1, OTpuLaTeNbHbIN, ProClin 300
2,0 Mn/thnakoH - 2 u.
3 VIHCTpYKLYS MO NpUMEHeHWo, 1 Lu. CootBeTCTBYET
TexXHUYECKMe XapaKTePUCTUKN
1 JInomnmnanpoBaHHbIA KOHTPO/bHbIV T o CooTBeTCTBYET
MaTecgman, yEOBeHb 1, ﬂOﬂO)rI)(MTeﬂbeIIZ BHewui B %"enKoAMCHeDCHbM d
JInomnm3npoBaHHbI KOHTPO/bHBII IOPOLLIOK BENOrO LigeTa CooTBeTCTBYET
marepvan, YpoBeHb 2, OTPULIATENbHbIN
2 JIMohnnn3npoBaHHbIA KOHTPO/bHbIV CootBetcTByeT
martepmasl, ypoBeHb 1, MOMOXKMTE bHbI i 2,14%
JIvothnnn3nmpoBaHHbIA KOHTPO/TbHbIV OcTaTouas BnekHoCTb: < 5,0 % CooTBeTCTBYET
maTepumas, ypoBeHb 2, OTpULIATE bHbI 1,58%
3 ﬂgfg';ﬂgﬂ%%iae:':bf o enniyi  PaCTBODAMOCT: MOHOCTbIO PACTBOPHETC COOT;‘;‘E ByeT
JIothnnn3npoBaHHbIA KOHTPOSTbHbIN NP A0GAB/IEHIAV! 2 M1 BOfo! OHMLLIEHHO. CooTBeTCTBYET
o Bpems pacTBopeHusi - He 60nee 20 MUH.
maTepyan, YpoBeHb 2, OTpULaTE/bHbIiA 10 MvH
4. JINomnM3npOBaHHbIA KOHTPOSIbHBINA Mpo3payHOCTb M LIBETHOCTD: B CooTBeTCTBYET
maTepmas, ypoBeHb 1, NOMOXUTE bHbIN BOCCTaHOB/IEHHOM BUWAE NpeaCcTaBseT
JInochmn3npoBaHHbIA KOHTPO/bHBIV CO060¥ NPO3payHbI GECLIBETHBIA PaCTBOP CooTBeTCTBYET
maTepmas, ypoBeHb 2, OTpyLaTe bHbIN 6e3 0caaKa, X/10MbEB U TIOCTOPOHHMX
BK/THOYEHWIA
JInodnnn3nMpoBaHHbIA KOHTPOSbHBIN abapuTHbIE pa3mMepbl NepBUYHON
MaTepuvas, ypoBeHb 1, MONOXUTE NbHbIA YNaKOoBKM:
5 JIMothnnnanpoBaHHbIA KOHTPO/bHbIV BbicoTa (iakoHa: 40,2 = 0,5 mvi; CootBeTCTBYET

MaTepuas, YpoBeHb 2, OTpULIATE/bHBbIN
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[JviaveTp Kpbiwku: 20,6 + 0,6 Mm

@PYHKUNOHA/IbHBIE XapaKTepUCTUKU

1

JnomnmampoBaHHbIi KOHTPO/TbHbIN BHyTpu1diakoHHas BapriaLms: CootBetcTBYET
marepuan, ypoBeHb 1, MOMOXMTENbHbIN KoapmLmeHT BapuaLym CV < 8% 2,25 %
JnodnnnsmposaHHbIii KOHTPO/IbHbI CootBetcTByeT
MaTepuar, YpoBeHb 2, OTPULIATENbHBIN 311 %
JnothmnmsnpoBaHHbIi KOHTPO/bHbIA  MexhnakoHHast Bapyaumst; KOaghdLMEHT CootBeTcTBYET
maTepumas, ypoBeHb 1, NMONOXUTE bHBIN Bapuvaumm CV < 8% 195 %
JIMothnnn3npoBaHHbI KOHTPOSbHBIIA CootBeTcTBYET
maTepuas, YpPoBeHb 2, OTpULATE/bHbIN 2,24 %
JnothmnmsnpoBaHHbIin KOHTPO/IbHb I KoHLieHTpaLys [yiariazoH LeresbIX CootBetcTBYET
martepumar, ypoBeHb 1, NMonoXKUTe bHbI 3HaYeHW Mo 2,26-3,25 K
pe3yrbTaraM aHa/msa
2,75 KM=* 2,2-3,3 KN
*KI- KOahmLmEHT NO3UTUBHOCTU
JvothmnmsnpoBaHHbIi KOHTPO/TbHb I KOHLeHTpaLys [yianasoH LienesbIX CooTBeTCTBYET
maTepvia, ypoBeHb 2, OTpULATE bHbIIA 3HaYeHMiA Mo 0,52-0,78 KI1
pesyrsTaram aHa/msa
0,65 KI 0,5-0,8 K

TpaHcnopTMpoBaHue: TpaHCMOPTUPOBaHWE W3MeNWiA [0 KOHEYHOro MNoTpebuTenss Ha BCex
aTanax [Jo/MKHO MPOM3BOAWTLCS BCEMM BUAAMM  TpaHcnopTa (BO3AYLLUHbIA, BOAHbINA,
YKENE3HOI0POXHbIA, aBTOMOGU/bHBIA) B KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBUM C
MpaBMIamMn MepeBo30K, AeMCTBYIOLMMU Ha TPAHCTOPTe JaHHOro Bua Npu TemnepaTtype oT +2
[0 +8 °C. He noasepratb ANUTeNbHOMY BO3[eNCTBUIO TEMNa, Bark, NPsAMbIX COMHEUHbIX Nyyeld.
3amopaxuBaHve Habopa KOHTPO/bHbLIX MaTep1asioB He f0MyCKaeTcs.

3aknoyeHme: KayeCcTBO pacthacoBKW, KOMMIEKTHOCTb, MapKMPOBKA, YMaKOBKa, MokasaTenu
KayecTBa «Habopa KOHTPONbHbIX MaTepuanoB «Jingna6 Amyp BII-1 1gG KoHTponb» ans
KOHTPO/I KayeCTBa Ka4eCTBEHHOIO onpezesneHns umMmyHornobynuHos knacca G (1gG) K Bupycy
npoctoro repneca 1 Ttuna (BII-1) B CbIBOPOTKE M MNjasMe KPOBM YesioBeEKa METOL0M
NMMYHOXEMUMIOMUHECLEHTHOTO  aHam3a  (MXJTA)  Ha  aHa/imM3aTope  aBTOMaTMYeCcKoMm
NMMYHOXEMUTIOMUHECLLEHTHOM «J1ngnab Amyp» Ons AMarHOCTUKW in vitro no TY 21.20.23 -
285-65614693-2022» co0TBETCTBYHOT TpeboBaHuam TY 21.20.23-285-65614693-2022.

[ata Bbigayn nacnopra: 11.07.2022
["NaBHbIA MHXXEHEP MO NOAroTOBKE HwukoHos C.1HO.

Anpektop OO0 «JINOKOP» YnblouH AN
Mopgn
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Bcero npoLuHypoBaHoO, NPOHYMePOBaHO
M CKPENNEHO MNeYvaTbro
.

[JvipekTop
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YTBEPXJARKO
OunpekTtop OpO «JIMAKOP»
.Foxryr
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NMHCTPYKUWNA no NMPPWLUEHEHWIO HA MEAVUVHCKOE N3AENVE OJ14
OVNATHOCTWKW IN VITRO

Habop KOHTpObHbIX MaTepuanos «Jlngnad Amyp BINIM-1 1gG KoHTposnb» ans
KOHTPO/IA KayecTBa Ka4eCTBEHHOI0 OrnpefesieHns MMMYHOrnobynnHoB Knacca G
(1gG) k Bupycy npoctoro repneca | Tuna (BMIr-1) B cbIBOPOTKe U Nia3Me KPoBM

yenoBeKa MeTo40M MMMYHOXeMUIIOMUHeCL,eHTHOro aHanmsa (MXJ1A) Ha
aHa/IM3aTope aBTOMaTMYECKOM MMMYHOXEMUTIOMUHECLLEHTHOM «J1lnanad Amyp»

NS ANarHoCTUKKM in vitro no TY 21.20.23-285-65614693-2022

Bepcua 3
TY 21.20.23-285-65614693-2022

2023
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1. HaumeHoBanmue

Habop xouTponsHbix MaTepHanoB «JIugnaé Amyp BIT-1 IgG Kontpons»
IJIL KOHTPOJIA KadecTBa KaueCTBEHHOIO ONpeleNieHHs HMMYHOIOOYTHHOB Kiacca
G (IgG) x Bupycy npocroro repreca | Tuna (BIII'-1) B chiBOpOTKE M ILIa3Me KPOBH
YyelnoBeKa METOAO0M HMMMYHOXeMHIIOMUHecHeHTHoro aHanu3a (MXJIA) nHa
aHANHM3aTOPe ABTOMATHYECKOM HMMYHOXEMHITIOMHHECHEHTHOM «JImmna® Amyp»
IUIS AMArHOCTHKH in vitro o TY 21.20.23-285-65614693-2022 (nanee mo TekcTy
— Habop xoHTponbHEIX MaTepHaioB, HaGop KOHTponbHBIX MaTepuanoB «Jluanad
Amyp BIII'-1 IgG KonTpoms», H3aenue).

2. Ha3nauenme

HaGop xonTponbHBIXx MaTepHanoB «JIuanab Amyp BII-1 IgG Kourpons»
NMpefHa3Ha4eH JUIS  KOHTPONS  KAauecTBA  KaHCGCTBCHHOIO  OMPEHC/ICHUA
nmMMyHornoOynuHoB knacca G (I1gG) k Bupycy npoctoro repneca | Tuna (BIII'-1) B
CBIBOPOTKE H ILUIa3Meé KpOBH Yel0OBeKa, METONOM MMMYHOXEMHIIOMHHECLIEHTHOTO
aHanu3a (UXJIA) Ha aHanM3aTope ABTOMATHYECKOM
HMMYyHoOXeMUIoMusecieHTHOM «JIuanab Amyp» (OO0 «JIMIKOP», Poccus).

OyHKUHOHANIbBHOEe  HA3ZHAYCHHE:  BCTIOMOTraTeNbHOE CpPeICTBO B
AHArHOCTHKE in vitro.

3. Iloxa3zaHHA, NPOTHBONOKA3AHMS H H000YHDbIE HBJICHHS

INoxa3aHHA: KOHTPOIL Ka4eCTBa aHANKM3a NPH Ka4eCTBEHHOM ONpeAEICHUH
ummyHoro6ynuHos knacca G (IgG) x supycy npoctoro repneca 1 tuna (BIT-1) B
CBIBOPOTKE M IIa3Me KPOBH YECJIOBEKA.

IIpoTHBONOKA3AHHA: B paMKaX YCTAHOBRJICHHOIO IPOH3BOJHTENEM
Ha3Ha49EeHHUA HEe HMEeET.

IloGouynble ABJMEHHS: TNpH COOMONCHHH YCHNOBHH H  mpaBui
TPaHCTIOPTHPOBAHUA, XPAHEHHA H NPUMEHEHHS HE BBISBICHBI.

Crneundyueckass NATOJOrHs, COCTOSHHE MHJIH (aKTOop pHCKA: He
NPUMEHHUMO.

Hecneayembiii 6Honornuecknii MATEpHA: He MPHMEHHUMO.

OnpeaensieMblii AHATHT: He IPHMEHHMO.
2
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Tun anaanza: He npumenHumo. [lpenHa3HauyeH ANis KOHTPONS KayecTsa
aHaJu3a MpU Ka4YeCTBEHHOM omnpeleneHun UMMyHornobynuHoB knacca G (IgG)
BUpYCY npocrtoro repneca 1 tuna (BIII™-1).

4. IloTenunajibHble N0JbL30BaTEH H 00/1aCTh NPUMEHEHHUS

IloTeHuHaJbHbIH nNOTpeOHTENb: Bpay KIMHHYECKOH nabopaTtopHoi
JMarHOCTHKM M JpYrHe CHEeLHaTUCThl B O0OnacTH KIMHHYecKOH nabopaTopHOi
IMarHOCTHKH, Npoluesine obyuyeHue no pabore ¢ aHaIM3aTOPOM aBTOMaTH4YECKUM
HMMYHOXEMUJIIOMUHECLIEHTHBIM «JIupnad Amyp». Tonbko ons
NpodeCCHOHANIBHOTO UCMOIb30BaHHUS.

O6sacTh NpHMeHeHHs — KIIMHKWYECKas 1abopaTopHasi AMarHOCTHKaA.

5. KomnaektHoctb H coctaB HaGopa KOHTpoO/ILHBIX MaTepHaJioB

1) JIuopunusupoBaHHBIH  KOHTPONBHBIA  MaTepual, YpoBeHb |,

NOJNIOXKHUTENbHbIN — 2 dnakoHa no 2,0 mu;

2) Jluobunu3upoBaHHbIA  KOHTPOJIBHBIH  MaTepual, YpOBEHb 2,

OTpHLaTeNIbHbIA — 2 ¢nakoHa no 2,0 mi;
3) UHCcTpyKuMs O MPpUMEHEHHUIO — 1 1T,
4) AHanuTH4eckuil nacnopt — 1 wWr.

Komnoxentsl Habopa KOHTPOIbHBIX MaTepHaIOB:

JInodunusnpoBaHHblit KOHTPONBHBIH | 2 prakona no | CbIBOPOTKA ~ KpOBH 4eJI0BEKa,
Marepua, ypoBeHb 1, 2,0 mn conepxawas IgG x BIIT-1.
TIOJIOKHTEIbHBIA Marpuua: TPUC 6ydep, BCA, 0,05%
JInoduIM3HPOBaHHBIN KOHTPOJbHBIH | 2 dakona no | ProClin 300

MarepHal, YypoBeHb 2, 2,0 mn

OTpHUATENbHBIH

B cocTaBe MEAUIIMHCKOTO U3/IeNIUsl OTCYTCTBYIOT MaTepHalibl, BCTYNAIOLLIKE B
HEMOCPEACTBEHHBIH MM OMNOCPENOBaHHBI KOHTAaKT C OpraHM3MOM MauHeHTa
(TenoM uenoBeka).

B coctaBe KOMIOHEHTOB MEAMUHHCKOTO  HM3[€NUs  OTCYTCTBYIOT

JICKApCTBEHHBIE CPEACTBA.

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



KoMmoHeHTsl H3Aenuss He SBIAIOTCA CTEPUIBHBIME H He Tpebylor
CTEpHIIH3ALIMK.

Uucno ucnonp3oBaHWI HE OrpaHMYeHO, MCNONL30BaTh IO Mepe
HeoOXONMMOCTH A0 HCYeplnaHWA o0beMa MMM WKCTEYeHHA CpPOKa TOAHOCTH.

OrolpanHblif i1 aHauH3a KOHTPOJNBHBI MaTepHaq HeNk3s HCIONB30BaTh

ITOBTOPHO.

6. IIpuuunn MeToaa
[TpuHuun geiicTra HaGopa KOHTPONBHBIX MaTepuanos «JInwiad Amyp BIII -

1 IgG KonTpone» 0CHOBaH Ha HENMPAMOM HMMYHOXEMHJIIOMHHECLICHTHOM aHAJIM3e
(UXJIA).

I-n unxybayua: 1gG x BIII'-1 npu ux HaNM4YHMH B o0paslie pearupyior ¢
anTuredamu BII[-1 Ha mapaMarHATHBIX MHKPOYACTHLIAX B cocTaBe peareHTa Rl,

00pa3ys KOMIUIEKCH «AHTHTENO - AHTHUTEHY.

Ipomsieka: n1OA JAeHCTBHEM MArHHTHOIO TMOJS  NapaMarHHTHbIE
MHKPOYaCTHIBI ANCOPOUPYIOTCA Ha CTEHKAX peaKLIHOHHOH KIOBETHI, 2 HECBA3aHHbIE

KOMITOHCHTBI CMBIBAIOTCA IIPOMBIBAIOIIIHAM PACTBOPOM.

2-8 unxybayun: nocne pobasneHus PeareHra MeueHbix auTHTen (R2)
anturena kK IgG dYenoBexa, Me4eHHRIC >(PUPOM aKpUAHHMA, pearupyioT ¢
KOMIUTEKCAMH «AQHTHTEJIO - AHTHINeH», o0pa3yds KOMIUIEKCH «aHTHBHIOBOE

AHTHUTENO — AaHTUTEJIO - AHTHIEHY,
ITpomsiexa.

Jemexyun u unmepnpemayus: K peakUHOHHORX cMecH [06aBiAIOT
pearents "Jlumna6 Amyp Ilpe-tpurrep” u "Jlumna6 Amyp Tpurrep”. Curnan ot
XeMHIIOMHHECUEHTHOH peaKIHH M3MepsAeTci B OTHOCHTENBHBIX CBETOBBIX

eaunuLax (OCE).
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CylecTByeT mpaMas 3aBHCHMOCTh Mexnay konudectBoM IgG x BIIl-1 B

obpasue u 3Ha4cHHeM OCE, o6HapyXeHHBIM ONTHYSCKOH CUCTEMOMH aHAIK3aTOpa
«JInpnaG AMyp».

Peaynerathl onpegendiorca mnyteM cpaBHeHus 3HadeHud OCE kaxporo
ofpasua ¢ nNOporoBeiM 3HaucHHeM cut-off, momyueHHEIM mpH npexsIymICit

KanuOpoBKe.

7.  Onmncanne MEAHNHHCKOrO H3/IC/IHS

Ha6op koutponbHbeix Matepnanos «JIugnab Amyp BII-1 IgG Koxtpons»
npeacTaBiser coboil ABYXYpOBHEBbIN KOHTPOJNBHBIH Marepuan (ypoBeHb 1 —
NOJNOXHKTENBHBIM, YPOBEeHb 2 — OTpHLATENbHEIN) B BHIAE MHOQGHIH3HPOBAHHOIO
nopomka. B KOMIUIEKT MOCTaBKH BXOAMT MO IBa (JIaKOHA C KOHTPONBHBIM
MaTEPHANIOM KaKAOT0 YPOBHS, MHCTPYKUMS H aHAIUTHYeCKMH macmopr co

3HaAYYCHHUAMH xonueu'rpaunﬁ.

JInopUH3HpOBaHHBIN KOHTPOJIbHBIH MaTtepHall, YPOBEHb 1,
NOJNIOXHUTENBHEH, NOMeIlieH BO (aKOHBI U3 HeHTpanbHOro GOpOCHIMKATHOTO
crekna (KOPHYHEBBIH) ¢ 3aBHHYHBAIOLUEHCA KPBIUKOH YEPHOTO LBETA.
JIopunu3zMpoBaHHEH KOHTPOJBHBIH MaTepual, YpOBEHb 2, OTPHIATENBHBIN,
noMeIneH Bo (AKOHE U3 HEHTPATbHOIO GOPOCHITHKATHOTO CTEKIA (KOPHYHEBRIIT)

¢ 3aBHHYHBaIONLelica Kpbinkoi 6estoro npera.

Buemnunii Bn

MenkoaucnepcHslii mopomok 6eoro usera. I[IoMHOCTRIO PpacTBOPAETCA NMPH
aoGaBaeHUH 2 M BOJBI OYHIIEHHON (AuCTHLIMPOBaHHOMH). Bpema pacTBopeHus -
He G6onee 20 MuHYT. B BOCCTaHOBNIEHHOM BHJE NpeAcTaBngeT cobol mpo3pavHLIH

pacTBOp 6e3 ocazika, XJIONbEeB U NOCTOPOHHKX BKITIOYEHHH.

8.  Mephl NpeAOCTOPOKHOCTH H OTPAHHYECHHS METOAA

—  TloTeHuManbHBIi pUCK NMpuMeHeHws HaGopa - kimacc 26 (cornacHo
IMpukasy MuaucTepcTBa 3apaBooxpaneHus PO Nedu ot 06.06.2012 r.);

- TonpKo M1 THATHOCTHKH in Vitro;
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- Bce komnonenTs: Ha6opa KOHTPONBHEIX MATEPHATIOB B HCMONB3YEMBIX
KOHLEHTPANMAX SBISIOTCS HETOKCHYHBIMM, BPEMHOrO BIHSHWA HA OPraHH3M
NONB30BAaTEIA He OKa3bIBaIOT;

- KoHTponbHBIE MaTepHaibl H3IOTOBIEHB M3 CHIBOPOTKM KpPOBH
YyeJiOBeKa, NMPOBEPEHHON YTBepXXACHHHIMH METOAaMH, B KOTOPOH OTCYTCTBYIOT
HBsAg, antutena k BI'C u BUU-1,2 u Treponema pallidum. Hu oaun u3BecTHEI#!
METOJ aHanW3a HEe MOXeT JaTh MNOJHYI0 TapaHTHId TOro, 4YTO MPOAYKTHI,
TIONlydEHHbIE M3 YeIOBEHECKMX MaTepHanoB, He HHGUUUpoBaHbl. Cllef0BaTENbHO,
BCE YENIOBEUECKHE MATEPHANIBI CICAYET DacCMAaTpUBaTh KaK MOTCHLMAIBHO
HH(EeKIHOHHEIE;

- B cocraB MAaTpulbl KOHTPOJNBHBIX MATEPHANOB BXORAUT Obruuii
csiBopoTo4Hbi# ans6ymut (BCA). Hamrdue cepraukaTa 0 NpOHCXOXKACHAK W/HIH
CaHHTAPHOM COCTOSHHHM JKHBOTHEIX HE MOXET MONHOCTHIO apaHTHPOBAThH
OTCYTCTBHE HHQEKIMOHHBIX TIATONEHHBIX areHToB. IloaToMy pekomeHAyeTcs
cobmogaTh OOBIYHEIE MEpBI MPEAOCTOPOXKHOCTH (HAIIPUMED, HE INOTaTh WIH HE
BIBIXaTh);

- Ha6op KOHTPONBHEIX MaTEPHANIOB coepKHT KoHcepBaHT ProClin 300,
KOTOpHIi MOXeT OBITh BpejeH NMpH NpOrNaThIBAHHM, BBI3BIBATH AJIEPrUIECKYIO
KOXHYIO pPeaKkUHI0 M OKAa3bIBaTh TOKCHYUHOE HACHCTBHE HAa BOAHBIE OPraHU3MEL
Onuako ucnoiassyeMas koHuentpaunus (0,05 %) saBngerca GesomacHod ans
YeNOBEKA H OKPYKAIONICH CpeJibl;

- He cMemuBaiiTe KOHTPOJILHbIE MaTEPUAbl U3 Pa3HBIX CEPHM;

- He cMmemmBaiiTe CBeXHe KOHTPONH MAaTepHAIN C  yXke
HCTIOJIb3YEMBIMH;

- He nepenusaiiTe KOHTPONBHBIR MaTepuan oOpaTHO B HCXOAHBIR
¢hnaxkoH nocne B3ATHS,;

- He ucnone3yiite Habop KOHTPOJABHEIX MaTEPHANIOB MOCIE HCTECUSCHHA

CpoKa FOHOCTH;

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



- 3HaueHUsA Kouueu'rpaunﬁ KOHTPOJNIBHBIX MATCPHANIOB 3aBHCAT OT

CepHH;

- He wucnone3yiite KOHTPONBHBIE MaTepHalbl M3 MOBPEXKIACHHOI
YTIaKOBKH.

- He samopaxusaiite Habop KOHTPOJNBHHX MaTepHaloB, NPEXIE YeM
OTKpBLITE €r0;

- Hcnone3yiite cpeacrsa MHAMBHAYAJBHOM 3alfUTHI mpH pabore ¢
KOHTPOJIbHEIMH MaTepHalaMH.

- HesuHpeKuusa paziuThIX KOHTPONBHBIX MAaTEPHANIOB BBIMONHACTCA C
HCMONb30BaHWEM JAe3HHQUUMpYIOIHX cpeactB B coorBercTBuH ¢ CanlluH
2.1.3684.

9. IoaroroBKa KOHTPOJbHLIX MATEPHAJIOB

KoHTposbHBIE MaTepHabl NOCTARIAIOTCH B IHOGHIH3HPOBaHHOH (opme.

- AKKypaTHO mocTy4uTe 110 ¢iakoHy, YTOOBI KOHTPONBHEIN MaTepHal
OKa3zaJicA Ha HE (UIaKoHa.

- OtkpoiiTe (GIakoH, OCTOPOXKHO MOAHHMHTE DPE3HHOBYIO TPOOKY,
4yT100BI BO3AYX MOTian Bo ¢GaakoH, 3aTeM NOMHOCTBIO CHUMHTE €€,

- JiobaBbTe 2 M OUMILICHHOI (IHCTHUIHPOBAHHOMH) BOJHI.

- 3akpoiite ¢iakoH pe3nHOBOi 3araymKoH H KPHILLIKOH, AalTe MOCTOATH
10-20 MHHYT AN NOJHOrO PacTBOPEHHA COACPKHMOTO, B TEUE€HHE KOTOPBIX
OCTOPOXKHO BCTpAXHHUTE (prakoH 5—10 pa3. 3aTeM pacTBOPHTE CONEPIKUMOE CBEPXY
IyTEM OCTOPOIKHOIO NepeBopaunBanus npuMepHo 10 pa3. Hi3beralite oGpasoBaHua
TIEHBL.

- Bossmure HeoOX0aUMBIH 00BEM AN KKAOT0 aHAJIN3a B COOTBETCTBHH
¢ HACTpYKIMe# 1o npuMeHeHunIo Ha HaGop pearerTos «Jlupnaé Amyp BIIT-1 IgG»
I KaYeCTBEHHOIo onpefieNieHuss nMMyHornobynunos kinacca G (IgG) k Bupycy
npoctoro repneca 1 Tuma (BII'-1) B chIBOpoTKE H I1a3Me KPOBH Y€IOBEKA METORXOM

HMMYHOXEMIIOMUHecLieHTHoro  aHammza  (MXJIA) Ha  anHanu3sartope
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AaBTOMATHYECKOM  HMMYHOXEMHIIOMHHECUeHTHOM «JIummaé Awmyp» mas
OMArHOCTHKH in vitro mo TY 21.20.23-263-65614693-2022.

- Pacnpefienure KOHTPONBHBIA MaTepHal B HECKONBKO HEOONBLIMX
¢yakoHOB ¢ repMEeTUYHOM KPBIIKOif U XpaHHTE HX B COOTBETCTBHH C TpeOOBaHHAMH

nyHKTa 10 RaHHOH HHCTPYKIMH.

10. CrabuabHOCTh, YCJIOBHS  XpaHeHHsl, HCHNOJIbL30OBAHHA M
TPAHCNOPTHPOBKH

YcaoBHA XpaHeHHS, CTA0HIBHEOCTD
- Usznenud B ymakoBKe H3rOTOBHTEI CNEAYET XPaHUTH Ha CKIIafiaX. XpaHEHHE
n3genuii mpm Temmnepatype or +2 Ao +8 °C ROMKHO OCYIECTBIATHCH B
XONMOOWIBHEIX  KaMepaX WM B  XONOOWIBHHKAX, 00ecneyHBalOmMX
perIaMEeHTHPOBAHHBIN TEMNepaTypHBIH peXMM ¢ EKCAHCBHOH perucTpauueit
TEMIlepaTyphl. XpaHeHHe M3JeNuit JOMKHO OCYLUECTBAATECA B TEMHOM MECTE.
Uzzemms, XpaHMUBLUHECA C HApYIICHHEM PpErIaMeHTHPOBAHHOIO pEeXHMA,
NPUMEHEHHIO He MTOJUIeKAT.
- HeoTkphiThie KOHTPOJbHBIE MaTepHAbl CTa0HJIBHBI JO HCTEYECHHA CpOXa
roaHocTH (48 Mecsanes) mpu TeMneparype ot +2 go +8 °C.
- [Tocne BoccTaHOBNEHHA KOHTPOJIbHbIE MaTepranbl CTa0MIbLHBI B Te4CHHE 7
nueii pu TeMnepatype xpaHeHus ot + 20 no + 25°C.
- ITocne BOCCTaHOBJEHHS KOHTPONH cTa0WiIbHBI B TedeHHe 30 nHed npu
TeMMepaType XxpaHeHus ot + 2 o + 8°C.
- IMociie BOCCTAHOBIEHHS KOHTPOJH CTabMNbHBI B TeveHue 90 ameit npu
teMmnepaType xpaHeHusa - 20 °C wnu Hwke. PasmopakupaHue / OTTauBaHue
3aMOPOXKEHHbIX  BOCCTAHOBJICHHBIX  KOHTPOJBHEIX  MAaTepuajoB  CliefyeT
MpOM3BOJAMTL NpH KOMHaTHOHM Temmepatype B TeueHue 30 wMun. Ilocne
Pa3sMOpPaKMBAHHA KOHTPOJIbHEIE MaTepHaIbl HEOOXOMHMO BCTPAXHYTh.
- H3beraiite MOBTOPHOrO 3aMOpPaKHBAHHA-OTTAMBAHHMA BOCCTAHOBJICHHBIX

KOHTPOJIBHBIX MaTepHaJIOB.

YcaoBus TPAKCHOPTHPOBKH
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TparcnopTHpoBaHHe H3JIENHH A0 KOHEYHOrO MOTPeOHTEN Ha BCEX 3Tamax
ANONKHO IIPOM3BOAMTBCS BCEMH BHAAMM TpaHCmopra (BO3AYLIHBIH, BOMAHBIMH,
HKeJIeIHOAOPOXKHBIA, ABTOMOOWIIBHBIN) B KPBITRIX TPAHCIOPTHRIX CpPEACTBaX B
COOTBETCTBHH C NMPaBHJIaMH MEePeBO30K, AcHCTBYIONMMHI HA TPAHCIOPTE AAHHOIO
BHJa NpH TeMneparype ot +2 no +8 °C ¢ cobnioaeHneM Xon040B0I LieMH B TEUESHHE
12 pueit. He noasepraTe AnuTenbHOMY BO3ACHCTBMIO Temnna, BJarH, MNPAMEBIX
CONHEYHBIX Jy4deil. amopaxusanue HaOopa KOHTpONBHEIX MAaTepHaioB He
Oomyckaercd. TpaHCNOpTHpOBaHHE M3JENHMH JODKHO OCYINECTBIATECA B
TEPMOKOHTEHHEpaxX OIHOpPa30BOIC MONB30BaHHA, COACPXKAIIMX XJIAJO3IEMEHTHI,
HIM B TEePMOKOHTEHHepax MHOTIOKPaTHOrO IPHMEHEHHSA ¢ aBTOMAaTHYECKH
NOAAEPKHBAEMOI TEMITEpPaTypoii HIIH B aBTOopedpHIKepaTOpax ¢ HCMONB30BaHHEM
TepMOMHAMKAaTOpoB.  M3penus,  TpaHcnmopTupoBaHHBIE ¢  HapylleHHEM

TEMIICPATYPHOI'O pEXKHMA, IPAMECHCHHIO HE IIOJJICKAT.

11. OGopyagoBaliHe H MaTepHAJLI, HE BXOASilHE B KOMIUIEKT
HOCTABKH, HO He0OX0AHMBIE A/18 NPOBeAeHHS AHAJIH3A

- Bopa ounnteRHas {AMCTH/UTHPOBaHHAsN);

- DnakoHbl ¢ FePMETHYHOH KPBINIKOH;

- HaGop pearentoB «Jlugnaé Amyp BII-1 IgG» ang xauecTBEHHOro
onpeaeneHua uMMyHornoOymuuoB Kinacca G (IgG) k Bupycy npocroro repneca 1
tuna (BII-1) B CHBOpPOTKE H IUIa3Me KpOBH 4YEIOBEKA METOAOM
HMMYHOXeMMWIIOMUHecIleHTHoro  aHaimu3za  (MMXJIA) Ha  amammsarope
aBTOMATHYECKOM HMMYHOXEMUIOMMHeCLeHTHOM «Jlummab Amyp» ana
JUArHOCTHKH in vitro mo TV 21.20.23-263-65614693-2022

- Pacteop sanyckatommit "Jluana6 Amyp Ilpe-tpurrep” ans
AHANM3ATOpPa aBTOMATHYECKOTO HMMYHOXEMUIIOMHHECIIEHTHOTO «Jluanab AmMyp»
JUIS DUArHOCTUKM in vitro mo TV 21.20.23-277-65614693-2022;

- Pacteop zanyckaroummii "Jlnnna6 Amyp Tpurrep" mns aHanusaropa
aBTOMATHYECKOI0 HMMMYHOXeMUIIOMHHecLeHTHOro «Jluama6 Amyp» And
IHArHOCTHKH in vitro no TY 21.20.23-279-65614693-2022;
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- PacTBop nmnpoMBIBalOIME ANA  aHAIK3aTOpa ABTOMATHHYECKOTO
HMMYHOXEMHIIOMHHECLIEHTHOro «JInana6 Amyp pacTBop HNpOMBIBAIOIIHI» IS
OHArHocTHKH in vitro no TY 21.20.23-276-65614693-2022;

- KioBera opmopasoBas «Jluana® AMyp KioBeTa» I aHAJH3ATOpA
4BTOMATHYECKOTO0 HMMYHOXEMHIIOMHHECHEHTHOro «Jimpnmaé Amyp» ana
OHarHOCTHKH in vitro mo TY 32.50.50 - 281-65614693-2022;

- AH&JIHB&TOP aBTOMAaTHYECKHH HMMyHOXCMHﬂIOMHHeClleHTHHﬁ

«JIugnaé AMyp» Ansd AMarHOCTHKH in vitro mo TY 26.51.53-283-65614693-2022, B

BApHAHTAX HCIIONHEHHS.

12. IIpoueaypa aHanH3a
AHan¥3 NPOBOAMTCH B COOTBETCTBHM C HHCTPYKUHEH O MPUMEHEHHIO

Ha6opa pearenros «JIugnad Amyp BITT-1 IgG» u PykoBoacTBOM N0 3KCIIyaTaluA
aHanu3aropa «JInmnaé AMyp».

13. Hudopmanus o© 3HAYEeHHSAX KOHNEHTPaUHH, NPHNHCAHHLIX
KOHTPOJAbLHBLIM MATEPHAIAM

3navenns koHueHTpauui [gG x BHpyCy mpocToro reprieca nepsoro TMIa B
KOHTPOJIBHBIX MaTepHajlax yKa3aHbl B AHaJuTH4YecKOM macmopre Ha Habop

KOHTPOJNBHBIX MaTCPHAIIOB.

Pe3ynbTaTsl KOHTPOJA KadecTBa, KOTOpBHE HE MOMAjaloT B AOMYCTHMBIE
AMANA30HBI, MOTYT YKa3hBaTh Ha HeAeHCTBUTENbHBIE Pe3yNbTaThl HCCIENOBaHNH.
B naHHOM ciyuae HccneAoBaHHe HeoOXO0muMMO NOBTOPHTH. [IpH mOBTOpHOM
HECOOTBETCTBHH He0OXO0AHMO HCMONB30BATh HAGOp KOHTPOJBHBIX MATEPHAIIOB

Apyro# cepuu.

14. VYHHYTOXeHHE H YTRJIH3AHUSA

Otxoawl, ofpasyompecs npH wucnogb3oBaHuH HaGopa KOHTPONBHEIX
matepuanoB «Jluana6 Amyp BII-1 IgG KoHntpoae», oTHOCATCA K Kmaccy b u
yTHAH3HpYIOTCs B cooTBeTcTBHM ¢ CanlTuH 2.1.3684-21.
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15. DOyHKHHOHANLHBIE XAPAKTEPHCTHKH

Buyrpudaaxonnas sapaanus: ko3dppunuent sapuarmu CV < 8%.
Mexdaakounasn papuanus: ko3¢pduuuent papuanun CV < 8%.

KonueHTpauus (1nana3oH uejieBbIX 3HAMeHHiH)

KonnerTpanus JnanasoH 1eNeBHX SHAYCHHH

[0 pe3yIbTaTaM aHANK3A

JInopunu3NpoBaHHEIt KOHTPOJLHEBIHA 2,75 KIT* 2,2-33KII
MaTepHai, ypOBCHS 1, MONOKATENbHBIH
JlnopuM3HpOBAHHEIE KOHTPOJLHBIH 0,65 KI1 0,5 - 0,8 KII

MATEpHAI, YPOBEHD 2, OTpHIATENBHELL

*KII - ko3¢ puimesT NO3UTHBHOCTH.

Mertponoruveckas IpocnexXHBaeMOCTh KOHTPOJIBHBIX MaTepPHaNoB Oll€HEHa
npu noMom CrangapTHoro oOpasua mpeanpuatus «BI-1 IgG Cranaapr» B
cooteercTBuM ¢ 'OCT ISO 17511. KoskperHbie BenMYHHE HeONMpeAeNeHHOCTH

3HAYCHHH, NPHINHACAHHBIX KOHTPOJBHEIM MaTCpHallaM, MOI'yT OBITH NpEAOCTaBIICHBI

[0 3anpocy noTpeduTe .

KomMyTabeabHoeTh: oo duuueHT Koppenauuy r > 0,975, yron HakJIoHa
Haxoxurcs B npejenax 0,9 <y <1,1

16. TIapanThiiEble 00A3aTEALCTBA
[IpennpuATHE-U3rOTOBUTENb TAPaHTHPYET CTaOMIBHOCTD M COOTBETCTBHE
u3fenus  TpebopaHHAM TexHWYeCKMX YCIOBHH TpH COOMIOAEHHH YCJIOBHM

TPAHCTIOPTHPOBAHHA, XpPaHEHHs ¥ IIPHMEHEHUs B TEUCHHE BCETO CPOKA NOJHOCTH.

Cpok roauoct HabGopa koHTponbHEIX MarepuanoB «JIupna6 Amyp BII-1
IgG KonTpone» — 48 mecsleB ¢ AaThl IPOH3BOACTBA.

Pexnamaiuu ciiefiyeT HaNpaBiATh N0 afpecy npouaBogutemo: ObmecTBo ¢
orpanmyeHHol oTBercTBeHHOCTRIO «JIMJKOP» (OO0 «JIMAKOP»), Poccus,
620102, CsepioBckas obnacts, r.0. ropoa Exarepun6bypr, r. ExatepunOypr, yi.
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[Tocancxkas, ctp. 23, opuc 204. Tenedon: 8 (800) 500-71-28. Anpec snexTpoHHOH

novrsl: marketing@leadcore.ru.

17. CsBegenHsi 0 NPOH3BOAHTEE MEAHIHHACKOrO H3ACHHA

[IpousBoguteneM Memuimuckoro usgennsa «HabGop  KOHTPOMBHBIX
MatepuanoB «Jlumnab Amyp BIII-1 IgG KoHTponb» AN KOHTpONsA Ka4ecTBa
KQ4eCTBEHHOro ompeaeneHus HWMMyHornoOymuHoB kimacca G (IgG) x Bupycy
npoctoro repneca 1 Tuna (BIII'-1) B cBIBOpoTKe 11 IasMe KPOBH YEJIOBEKA METOIOM
HMMYHOXEeMHIIOMUHecUeHTHOro  aHamu3za  (UXJIA) ©Ha  anamsatope
aBTOMAaTHYECKOM HMMYHOXeMHWIIOMHHecHleHTHOM «Jlugnaé Amyp» s
AUArHOCTHKH in vitro no TY 21.20.23-285-65614693-2022» asnserca ObmecTBo ¢
orpaHHueHHOR oTBeTcTBeHBOCTHIO «JIMIKOP» (OO0 «JIUIKOP»).

KOpuguveckuit agpec: Poccus, 620102, CrepyioBckas 061acTs, r.0. TOpoxg
ExarepunOypr, r. Exarepuntypr, ya. ITocagckas, ctp. 23, oduc 204.

A,upec MeECTa NMPOH3BOACTBA MCAHIIHHCKOTO H3ACINAA:

1. 000 «JIMAKOP», Poccua, 620033, Cepanosckaa oO0nmacts, T.
ExarepunGypr, yn. KpacHogapckas, a.135.

2. 000 «JIMOKOP», Poccus, 141981, MockoBckad obnacts, r. JlyOHa, yi.
[puGopocTponteneit, 3a.

18. Ilepedens npHMeHAEMbIX CTAHARPTOB

I'OCT P UCO 15223-1-2020, 'OCT P UCO 18113-1-2015, 'OCT P HCO
18113-2-2015, TOCT P EH 13612-2010, TOCT P 51088-2013, 'OCT P UCO
23640-2015, TOCT ISO 17511-2011, T'OCT P 53133.3-2008, I'OCT ISO 14971-
2021, CanlIuH 2.1.3684-21.

19. Pacmu¢ppoBka rpadpuuecKHx CHMBOJIOB

Camsoa PacmuagpoBka

REF Howmep no xatanory
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Kog naptuu

Positive - [Mon0XXUTeNnbHbIN
Negative - OTpuLaTeNbHbII

N3rotoBuTesb

[laTta n3rotosneHus

Vicnonb3oBsatb A0

O6paTUTECh K MHCTPYKLIMK MO NPUMEHEHNIO

OcTopoXKHO!

MeauumHCKoe nuaenue ans anarHOCTUKK in Vitro

Bronormnyeckunin puck

[Npepnensl Temnepatypbl

XpaHUTb BEPTUKA/IbHO

Xpynkoe, 06palLaTbCsi 0CTOPOXKHO

bepeyb oT Bnaru

He fnonyckaTb BO3/AEACTBUSI COMTHEYHOrO CBETA

TOKCUYHO

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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He 1cnonb3oBaTh Npy NOBPEXAEHNMN YNaKOBKM

20. JlnTepaTypHble CCbUIKU

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

Microbiological and Biomedical Laboratories.

14
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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

Bcero npoLLHYpoBaHo, NPOHYMEPOBaHO
W «KPEM/IEHO MNeyaTbio

[E. FO. ToxryT/



