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1. HaumenoBanue

Habop xorTponbHEX MaTepranoB «JInanab Amyp Toxo IgG Koxntpons» s
KOHTPOJA Ka4eCcTBa KOJINYECTBEHHOr O Onpeie/ieHHs MMMYHOTI00ymuHOB Kiacca G
(IgG) x Toxoplasma gondii B CHIBOPOTKE H IUIa3Me KPOBH 4Y€IOBEKAa METOAOM
UMMYHOXEMHMIOMHHECHEHTHOro  aHamu3a  (MXJIA) Ha  aHanm3arope
aBTOMAaTHYeCKOM HMMYHOXEMHIOMHHECHEHTHOM «Jlmama® Amyp» ana
ANarHOCTHKH in vitro mo TY 21.20.23-289-65614693-2022 (nanee mo Tekcty —
HabGop koHTponbHBIX MaTepuanoB, HaGop koHTponbHEIX MarepuanoB «JIlmmnab
AMyp Toxo IgG Kontpons», H3genue).

2. Hasnauenne

Ha6op xontponmbanix matepuanoB «Jlumia6 Amyp Toxo IgG Kontpons»
NpeAHa3Ha4eH JUIA KOHTPOJIA KayecTBa KOJNKWYECTBEHHOrO  OINpejencHus
umMMyHornodynuHoB Knacca G (IgG) k Toxoplasma gondii B cHiBopoTke M miasme
KpOBH ueJIoBeKa METOJOM MMMYHOXeMWTIOMHHecleHTHoro aHanu3a (UXJIA) Ha
aHAJIM3aTOpe ABTOMATHYECKOM HMMYHOXeMHIIOMMHecIleHTHOM «Jlupnab Amyp»
(000 «JIMAKOP», Poccus).

DyHKIHOHAILHOE HA3ZHAYEHHE:  BCIOMOrAaTeNbHOE  CPEIACTBO B
JHarHOCTHKe in vitro.

3. Iloxa3auus, IPOTHBONOKA3ZAHHA H NOGOYHbBIE SABJICHHAN

Noxa3annud: KOHTPONb KavdecTBa aHanM3a IIPH  KOJIUYMECTBEHHOM
onpeaeneHuH UMMyHODII00yMHOB Kiacca G (IgG) k Toxoplasma gondii.

IIpoTHBONOKA3aHHA: B paMKaX YCTAHOBJIEHHOIO MPOH3BOJHTEIIEM
HasHa4YeHWd He UMeeT.

IloGounbie aABAEHHA: TNpH COOMIOACHAM YCINOBHA M MpaBUi
TPaHCNOPTHPOBAHHA, XpaHEHUA U IPHMEHEHHA He BHIABJICHBI.

Cnenudrueckas RATOJOIHH, COCTOSHHE HJAH (axKTop pHCKa: He
TIPHMEHHNMO.

Hceneayemblii 6nonornuecknii MaTepHaa: He IPUMEHUMO.

Onpeaensemblit aHaJHT: He NPAMEHHMO.
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Tun ananmsza: He npumennmo. IlpegHasHayeH s KOHTPOJIA KadecTBa
aHaJM3a NPH KOJIMYECTBEHHOM OnpeJie/ieHHH UMMyHoroGyanHoB knacca G (IgG)
k Toxoplasma gondii.

4. IorenuHanbHBIE H0JIB30BATEIH B 001ACTD NPHMEHEHHS

IHoTenunanbHblif noTpebHTENbL: Bpau KIHHHYeckod nabopatopHoii
AWArHOCTHKH M JApyrue cnenHaaucTsl B o0nacTH KIMHHYeCKoH nabopaTopHO#
JUarHOCTHKH, Mpolemue o0ydeHne 1o pabore ¢ aHaNIM3aTOPOM aBTOMAaTHYECKHAM
AMMYHOXEMHIIFOMHHECLEHTHbIM «JIunnab AMyp». Tonbko ans
npo¢eCCHOHANBHOTO HCIIONBE30BaHHA.

Ob6aacTb npuMenenna — KIIMHUYecKas TaboparopHas JHarHOCTHKA.

5. KomniaekTHocTb H cocTtaB HaGopa KOHTPOJILHEIX MATEPHAJIOB

1) Jimodunu3upoBaHHBI  KOHTPOJBHBIH  MaTepHal, YypoBeHb |1,
IIOJNIOXHTENbHBIH — 2 akoHa o 2,0 mi;

2) JIuopunM3MpOBAHHBIH KOHTPOJIBHEI  MaTepHal, YpPOBEHb 2,

oTpHuuareisHui# — 2 ¢pnakoxa no 2,0 mi;
3) UucTpyXuma no npuMeReHuo — 1 1r.;
4) AHamuTiveckuit nacnopt — 1 mi.

Kommonents HaGopa KOHTpONBEHBIX MAaTEPHANIOB:

JImopHIH3APOBAHHBIH

KOHTPOJILHEIN MaTepHarn, ypoeHs | 2 dakona no 2,0 mn Cusopotka KII)OBH 'l;nonexl:;m

1, NONOKATENBHBLIA wllizlgmax gG & Toxoplasma
gondii.

JInodumm3npoBaHHBIHA .

gomm;nm b;llgepnam ypoBeHb | 2 ¢pnakona no 2,0 mn gf’l;;‘&'unap " TP:li fgogy(bep, BCA,

B cocTaBe MEZHLIMHCKOTO M3IEJIMA OTCYTCTBYIOT MaTepHAJbI, BCTYNAIOLINE B
HENOCPeACTBEHHLI WIH ONOCPEAOBAaHHEI KOHTAKT C OPraHH3MOM NALHEHTa
(TenoM uenorexa).

B cocTaBe KOMIOHCHTOB MEAHMLIMHCKOIO HM3A€NHi  OTCYTCTBYIOT

NIeKapCTBEHHEIE CPEICTBA.
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KOMMOHEHTbI M3AeNNs He SABNSIOTCA CTEPWIbHBIMA U He TPebyroT
cTepunm3auum.

Yncno  MCMONb30BaHWIA He  OrpaHUYEHO, WCMOMb30BaTb MO Mepe
HEOOXOMMOCT [0 WCYepnaHMs Oo6bemMa WM UCTEYEHMSt CpPoKa TFOAHOCTM.
OTOOpaHHbIA AN aHa/M3a KOHTPO/IbHLIA  MaTepuan HeMb3s UCMONb30BaTh

MOBTOPHO.

6. MNpnHUMN meToda
Habop KOHTpOsbHbIX MaTtepuanoB «/nggad Amyp Toxo IgG KoHTponb»

npeaHa3HaueH ans KOHTpONS KauecTBa npu HenpsMom

NMMYHOXEMUIKOMUHECLLEHTHOM aHannze (U XJTA).

1~a nnky6ayus: IgG K Toxoplasma gondii npu mMx Haanumm B 06pasLe
pearmpyloT ¢ aHTureHamm Toxoplasma gondii Ha napamarHUTHbIX MUKPOYacTMLax
B cocTaBe PeareHTa napamarHuTHbIX MuKpouactuy (R1), obpasys KOMMeKcol

«aHTUTENO - aHTUTEH».

Mpombiska: NOA  AEWACTBMEM  MArHUTHOrO MOAS  MapamarHWUTHble
MUKPOYaCTULbI aACOPOUPYIOTCS Ha CTEHKAX PeakLMOHHO KIOBETbI, @ HECBSI3aHHbIe

KOMTMOHEHTbI CMbIBAOTCS peareHToM «/1nanab AMyp pactBop MPOMbIBAOLLMIAX.

2-5 uwky6auus: MOCNe [A06aBneHWs PeareHTa MeueHblx aHTUTen (R2)
aHTMTena kK IgG u4enoBeka, MeYeHHble 3(MPOM aKPUAUHWUA, PearvpyloT C
KOMMNEKCaMW «aHTUTEN0 - aHTUreH», 06pasys KOMI/IEKChbl «aHTUBIO0BOE

AHTUTEN1I0 - aHTUTENO - aHTUTEH»,
[TpomblBKa,

LeTekuus wu wnHTepnpeTauus: K peaKLI,MOHHOM cMecKn ,EI,O68.BI'IF|POT
peareHTbl «/Inanad Amyp Mpe-tpurrep» n «Jlngnaé Amyp Tpurrep». CurHan ot
XeMUIIOMUHECLIEHTHON  peakumn  U3MepsieTcd B OTHOCUTE/IbHbIX  CBETOBbIX

eavHuuax (OCE).
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CyuiecTByeT npsmas 3aBMCMMOCTb Mexay KonunuectBoM IgG K Toxoplasma
gondii B o6pasue n 3HayeHnemM OCE, OGHapy>XeHHbIM OMNTUYECKOW CUCTEMON

aHanuzartopa «/lnanab Amyp».

Pe3ynbTtaTbl ONPeaenstoTca ¢ NOMOLLBI0 KanMbpoBOYHOM KPUBOM, KOTOpas
cO3JaeTcst NyTeM KaJIMObpPOBKW MO TPEM TOUYKaM, M 3Ta/IOHHOM KPUBOM, 3ajaBaeMoii

QR-Kog0M peareHTa.

7, OnuncaHmne megMUMHCKOIo n3gennsa

Habop KOHTpONbHbIX MaTtepuanoB «/nanaé Amyp Toxo IgG KoHTponb»
npeactaBnser coboil [ABYXYPOBHEBbLI KOHTPO/bHbIA MaTtepuan (ypoBeHb 1 -
NONIOXXUTENbHBIA, YPOBEHb 2 - OTpMUATENbHbIA) B BUAAE NMODUIN3MPOBAHHOIO
nopowka. B KOMMNekT noctaBkuM BXOAMT MO ABa (hfakoHa C KOHTPOJIbHLIM
MaTepuasioM KaxXAOro YPOBHS, WHCTPYKUMS W aHa/IMTUYECKMIA nacnopt co
3HaYeHVIMMN KOHLLEHTPaLWIA.

INothnnn3npoBaHHbIiA KOHTPO/bHbIN marepwuan, YPOBEHb 1,
MOSIOXMWTENbHBIA, MOMELLEH BO ()1laKOHbI M3 HEWUTPasIbHOTO 60POCUIMKATHOIO
CcTekna (KOPWUYHEBBIA) C  3aBUHYMBAIOLLECA  KPBIWKOW YepHOro  LBerta.
INOthMNM3NPOBaHHbIA  KOHTPO/bHLIA Matepuan, YpPoBEeHb 2, OTpULATeNbHbIN,
MOMeLLeH BO (D1aKOHbI U3 HENTPasIbHOTO BOPOCUNNKATHOTO CTEKNA (KOPUYHEBbIN)
C 3aBMHYMBAIOLLIEICS KPbILLKO 6enoro LBeTa.

BHewHWn BUA

MenkoaucnepcHblin NOpoLwoK 6enoro upeta. MNoIHOCTLIO PacTBOPSETCS MW
[106aBNEHNN 2 M/T BOAb! OUULLEHHOM (OUCTUNIMPOBAHHOM) 1 BCTPSIXMBaHUS. Bpems
pacTBopeHus - He 6onee 20 MUHYT. B BOCCTAHOB/IEHHOM BUAE NpeAcTasseT coboi

Mpo3payHbIil pacTBop 6e3 ocadka, X/10MNbEB 1 NOCTOPOHHNX BK/THOUEHWIA.

8. Mepbl NPefoCTOPOXKHOCTU N OFpaHnUyYeHns MeToja
- MoTeHUManbHbIA PUCK MPUMEHEHNS Habopa - Knacc 26 (corniacHo
Mprka3y MuHucTepcTBa 3apaBooxpaHeHms P® NedH ot 06.06.2012 r.);

- ToNbKO ANs ANarHOCTUKK in Vitro;
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- Bce koMMNOHeHTbI Habopa KOHTPO/IbHbLIX MaTepuanos B UCMO/Ib3yeMbIX
KOHLEHTPaUMAX SBNSKOTCA HETOKCMYHbIMW, BPEOHOr0 B/IMSHUA Ha OpraHun3m
Mo/b30BaTeNsA HE OKa3blBaloT.

- KOHTpO/ibHble  MaTtepuasibl  U3rOTOB/IEHbI M3  CbIBOPOTKM  KPOBU
YesiIoBEKa, MPOBEPEHHON YTBEPXKAEHHLIMY MeTOJaMW, B KOTOPOW OTCYTCTBYHOT
HBsAgQ, aHTutena k BIC n BNY-1,2 n Treponema pallidum. H1n 0anH N3BECTHbIN
METO, aHa/m3a He MOXET [JaTb MOMHYK rapaHTUI0 TOro, 4TO MPOAYKThI,
MO/Tly4eHHbIE M3 YeNOBEYECKMX MaTepuasioB, He MHPUUMPOBaHbLI. CrefoBaTesbHO,
BCE 4e/siloBeYeckMe Marepuanbl CrefyeT paccMatpuBatb Kak  MOTEHUMabHO
NH(EKUMOHHbIE;

- B coctaB marpuubl KOHTPOJIbHBIX MaTepuanoB BXOAUT  Obluni
CbIBOPOTOYHbIN anbbymMuH (BCA). Hannume ceptugukara o npoucxoxaeHum n/mnm
CaHUTapPHOM COCTOSIHAM JKMBOTHbIX HE MOXET MOMHOCTbI rapaHTUPOBaTh
OTCYTCTBME WH(EKUMOHHBLIX NaTOreHHbIX areHToB. [103TOMYy peKoMeHAayeTcs
cobnogatb 06bl4YHbIe Mepbl NPEeAOCTOPOXKHOCT (HanpuMep, He rnoTatb UM He
BAbIXaTb);

- Habop KOHTPO/IbHBIX MaTepuanioB cogep>kmt KoHcepsaHT ProClin 300,
KOTOPbIA MOXET OblTb BPeAeH Npv MNporfarbiBaHUW, Bbi3blBaTb aslfiepPruyeckyto
KOXHYIO peakumio U 0KasblBaTb TOKCMYHOE [eiCTBMe Ha BOAHblE OpraHu3Mmbl.
OpHako wucnonbdyemas KoHueHTpaums (0,05 %) sBnsietcs 6e3onacHon  Anis
YesioBeKa 1 OKpYXKatoLLel cpeabl;

- He cmelLmnBaiiTe KOHTPO/bHbIE MaTepUasibl PasHbIX CEPUIA;

- He cmewwBaiiTe CBeXWe KOHTPO/IbHble Matepuasbl € yXxe
MCMOSb3YEMbIMU;

- He nepenuBaiite KOHTPO/IbHBLIA MaTepuan o6paTHO B WCXOAHbIN
(hnakoH nocrne B3ATUS;

- He ncnonb3yinte Habop KOHTPO/IbHBIX MareprasioB nocse nctevyeHus

CPpOKa roaHocCTw,
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- He uCNONb3yitTe KOHTPOMbHbIE MaTepuasibl M3  MOBPEXIEHHON
YMNaKOBKM.

3HaueHMs! KOHLEHTPaUUiA KOHTPO/bHbLIX MaTepuasioB 3aBUCAT OT
cepum;
- He 3amMopaxuBaiiTe Habop KOHTPO/IbHbIX MaTepuasnoB, NPeXae Yem

OTKPbITb €10,

- Mcnonb3yiitTe cpeactBa WHAVBMAYaNbHOW 3alMTbl Mpu paboTe C
KOHTPO/IbHLIMU MaTepuaiamu,
- [e3nHpeKuns pasnuTbiX KOHTPO/IbHbIX MaTepuasnioB BbIMOMHAETCS C

CNOMb30BAHNEM  AE3MHDMLIMPYIOLWMX CpPeacTs B cooTBetcTBuM ¢ CaHlMuH
2.1.3684.

9. MoaroToBKa KOHTPOJIbHbLIX MaTepuanos

KOHTpO/bHbIE MaTeprasibl MOCTaBSAKTCA B IMOPUIN3NPOBAHHON (opme.

- AKKypaTHO MoCTy4uTe No (PIakoHy, YTOObl KOHTPO/bHbIN Matepua
OKasasics Ha AHe (hiakoHa.

- OTKpoiTe (hNakoH, OCTOPOXHO MNOAHUMUTE PE3VMHOBYHD MPOOKY,
4T0ObI BO3AYX NOMNan BO ()IaKOH, 3aTeM MOJSIHOCTHI0 CHUMMUTE €€.

- [lo6aBbTe 2 M1 OUMLLLEHHO (OUCTUNIMPOBAHHOW) BOARI.

- 3akpoliTe (h1lakoH Pe3HOBOW 3ar/yLLKON 1 KPbILLKOW, AaiiTe NOCTOATb
10-20 MWHYT ANa MNOMHOTO PacTBOPEHWUS COAEPXUMOro, B TeyeHne KOTOpPbIX
OCTOPOXXHO BCTpAXHUTE (hnakoH 5-10 pa3. 3atem pacTBopuTe COAEPKUMOE CBEPXY
MyTeM OCTOPOXXHOTO nepesopaymBaHns npumepHo 10 pas. M3beraite ob6pazoBaHUs
MeHbI.

- Bo3bmuTe He06X04VMbI 06BLEM /151 KXKO0r0o aHam3a B COOTBETCTBUN
C VIHCTPYKLMER Mo NpUMeHeHWo Ha Habop peareHToB «/luaniab AMyp Toxo 1gG».

- Pacnipefennre KOHTPOJIbHbIA Marepvan B HECKO/IbKO HeOO0/bLUNX
(h1aKOHOB C repMETUYHOM KPbILIKOW 1 XPaHWUTE UX B COOTBETCTBUM C TPE6OBaHMSIMM

NyHKTa 10 AaHHO NHCTPYKLIMM.
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10. CT1abunbHOCTb, YC/IOBUSA  XpaHeHus, NCMosib30BaHNA n
TpaHCNOPTMPOBKM

YCcnoBusa xpaHeHus, CTabunbHOCTb

- HeoTKpbITble KOHTPOJIbHblE MaTepuasibl CTabu/ibHbl [0 WCTEYEHUS
CpoKa rogHocTu (48 mecaueB) npu Temneparype ot +2 ao +8 °C.

[locne BOCCTAHOBMIEHWUSA KOHTPOJIbHblE Matepuasnbl CTabu/ibHbl B
TeueHve 7 AHel npu TeMnepatype xpaHeHus ot + 20 go + 25°C.,

[Mocne BOCCTaHOB/EHUSI KOHTPO/IM CTabu/bHbI B TedeHre 30 AHeit npu
Temneparype xpaHeHua oT + 2 go + 8°C.

[ocne BOCCTaHOB/IEHUS KOHTPO/IM CTabusbHbI B TedeHre 90 aHein npu
Temneparype xpaHeHusa - 20 °C wunmM Hwxke. PasmopaxusaHue / oTTavBaHue
3aMOPOXKEHHbIX ~ BOCCTAHOB/IEHHbIX  KOHTPO/IbHbIX ~ MarepuasioB  cnepyet
NpoM3BOAUTL MPW  KOMHATHOW Temnepatype B TedeHne 30 wmMuH. [locne
pa3sMOpaXKnBaHNA KOHTPO/IbHbIE MaTeprasibl HEOOXOAMMO BCTPAXHYTh.

- He flonycKaeTca MOBTOPHOE 3aMopakMBaHne-oTTavBaHue
BOCCTAHOB/IEHHbIX KOHTPO/IbHbIX MaTepuasios.

- N3pennsa B ynakoBKe W3roTOBUTENA CrefyeT XpaHuTb Ha CKnagax.
XpaHeHve n3genvin npu Temneparype ot +2 Ao +8 °C [0/MKHO OCyLWEeCTBNATLCA B
XONOOMNIbHBIX ~ Kamepax WM B XONoAWSbHMKAX,  OBecrneymBaroLmx
PEernameHTVPOBaHHbIN TEMMEPATYPHbIA PEXMM C EeXeOHEBHOW perncrpaumen
Temneparypbl. XpaHeHue u3OenniA OO/MKHO OCYLLEeCTBNATLCA B TEMHOM MECTE.
N3penusa, XpaHuBLUMECA C  HapyweHWeM pernaMeHTUPOBAHHOIO  PeXxuma,

NMPMMEHEHNIO HE NoAsieXar.

YcnoBuAa TPaHCNOPTUPOBKN

- TpaHCnopTUpoBaHWe U3OeNuin 0O KOHEYHOro MoTpebutens Ha BCex
aTanax AO/HKHO NPON3BOAMUTLCA BCEMU BUAAMM TpaHcnopTa (BO34YLUHbINA, BOAHbIN,
XKENe3HOA0POXHbIA, aBTOMOOW/bHBIA) B KPbITbIX TPaHCMOPTHbLIX CPeACTBax B
COOTBETCTBMM C MpaBuiaMn NEPEBO30K, AENCTBYHOWMUMMN Ha TPaHCNopTe AaHHOrOo

BYAA NpU Temnepartype oT +2 A0 +8 °C ¢ cobntoAeHNEM XO/I0A0BOI LIENM B TEUEHNE
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12 pHeli. He nopggepratb AAMTENbHOMY BO3AECTBMIO Tenna, Bnark, NPsMbIX
CONMHEYHbIX Ny4yeld. 3amopaxuBaHue Habopa KOHTPONbHbLIX MaTepuanoB He
aonyckaetcsi.  TpaHCNOpPTUPOBaHWE  M3OENUIA  [O/MKHO — OCYLLEeCTBNSTbCS B
TEPMOKOHTEiHepax OfJHOPA30BOr0 MO/b30BaHMS COAEPXKALLUMX XNaf03/EMEHTbI,
WNN B TEPMOKOHTeliHepax MHOIOKPATHOTO MNPUMEHEHMS C  aBTOMATUMYECKU
noaAepXMBaeMoli TeMnepaTtypoii Unn B aBTopedpmdKepaTopax ¢ 1cnosb3oBaHUEM
TEPMOMHAVKATOPOB.  M3aenns,  TpaHCMOPTMPOBaHHblE € HapyLIEHWeM

TeEMMePaTypHOro pexxmmMa, NPUMEHEHNIO HE MoaJiexar.

11. O6opypoBaHue W MaTepuasbl, He BXO0AsWMEe B KOMMIEKT
MoCcTaBKM, HO HEOGXOAMMbIE AN NPOBeAeHNsI aHanM3a

- Bopaa ouvlleHHada (guctmnnnposaHHas);

- ®N1akoHbI C repPMETUYHOM KPbILIKOMW;

- Habop peareHToB «/Inanad Amyp Toxo IgG» Ansa KONM4ecTBEHHOro
onpegeneHnsa mMmmyHornobynnHos knacca G (IgG) k Toxoplasma gondii B
CbIBOPOTKE U M/ia3mMe KPOBM YesioBeka METOLOM UMMYHOXEMUTIOMUHECLLEHTHOIO
aHa/ms3a (MWXTTA) Ha aHasnmsarope aBTOMaTn4yeckom
NMMYHOXEMWTFIOMUHECLLEHTHOM «/lngnab AMyp» A AUarHocTukm in vitro no TY
21.20.23-255-65614693-2022;

- PactBop 3anyckawowmin - “flugnad  Amyp Tpe-Tpurrep™  ans
aHa/m3atopa aBTOMaTM4eckoro UMMYHOXEMUTIOMUHECLEHTHOTO «/lngnad Amyp»
[INA ANarHoCcTUKK in vitrono TY 21.20.23-277-65614693-2022;

- PactBop 3anyckawowuin "“/ingnad Amyp Tpurrep™ Ons aHanmsaropa
aBTOMaTMyecKoro  MMMYHOXEMWUIIOMUHECLEHTHOrO  «/lngnad  Amyp»  ans
ANarHocTUKM in vitro no TY 21.20.23-279-65614693-2022;

- PacTBOp npoMbiBalOWMIA 419 aHa/imsatopa aBTOMATUYecKoro
NMMYHOXEeMUTIOMUHECLEHTHOTO «/lngnab AmMyp pacTBOp MPOMbIBAKOLLMIAY» [N
ANarHoCcTUKM in vitro no TY 21.20.23-276-65614693-2022;
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- Krosera omnopasoBas «Jlugna® Amyp Kiosera» ana aHamusaropa
aBTOMAaTHYECKOr0 HMMMYHOXEMHIIOMHHecueHTHoro «JImmnaé Amyp» ana
OUArHOCTHKH in vitro no TY 32.50.50-281-65614693-2022;

- AHanu3aTop  ABTOMAaTHYECKHH  MMMYHOXEMUJIIOMHHECLICHTHBIH
«JIuanab AMyp» A JUaTHOCTHKH in vitro mo TV 26.51.53-283-65614693-2022, B

BapHaHTaX HCMOJIHCHHAA.

12. Ilpomeaypa anajausa

AHANH3 MPOBOAMTCS B COOTBETCTBHH C MHCTPYKUMEH MO NPHMEHEHHIO
Ha6opa pearenroB «JIunna6 AMyp Toxo IgG» 1 PykoBoacTBOM Mo SKCIUIyaTalliK
aHanu3aropa «JIuanad Amyp».

13. HadopMauus o© 3HAYECHHNX KOHIEHTpanHH, NIPHNACAHHBIX
KOHTPOJbHBIM MATEPHAJIAM

3uavenns kxoHueHtpanuii IgG k Toxoplasma gondii B XOHTpOJABHBIX
MaTepHalaX YKa3aHbhi B AHAaJMTHYECKOM INaclmopre Ha MEAMIMHCKOE H3jeNHe
«Ha6op xonrponsHeix MatepranoB «J/Iuana6 Amyp Toxo IgG Koutpoas» ans
KOHTPOJISA Ka9eCTBA KOJNHUESCTBEHHOTO ONpeReNieH s HMMYHOTJI00yIHHOB Kiacca G
(IgG) k Toxoplasma gondii B CHIBOPOTKE H IUIa3M€ KpOBU HENOBEKAa METOAOM
HMMYHOXEMHIOMHHECIeHTHOro  aHaymm3a  (MXJIA) Ha  aHanu3artope
aBTOMATHYECKOM  HMMMYHOXCMHMIOMHHecLeHTHOM «Jlmmma6b Amyp»
AMarHOCTHKH in vitro mo TY 21.20.23-289-65614693-2022». PeaynbraThl KOHTPOAA
Ka4yecTBa, KOTOPHIE He NMONafaloT B AONYCTHMbIC AKaNa3oHEl, MOTYT YKa3hiBaTh Ha
HeeHCTBHTENbHEIE Pe3yJIbTaThl HCCAeAOBaHUH. B laHHOM ciy4ae HcclefioBaHUe
HeoOXomuMO TNOBTOpHTE. IIpH MOBTOPHOM HECOOTBEICTBHM HEOOXO0AHMMO

HCIONIb30BaTh HA0Op KOHTPONBHBIX MaTEpHANOB APYTOH CEepHH.

14. YTHamzanus
YTHnu3aums H3AenHs AOKHA IPOU3BOAUTLCS B COOTBETCTBHM C HOPMaMH H

TNIpaBHJIaAMH, JEHCTBYIOIIMMH Ha MOMEHT YTHIIH3ALIHH.
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Otxoapl, 0bpasyroLmecs B pesynbTate WCMONb30BaHNA U3AENNA, a Takxke
HEeNCno/b30BaHHbIe U3EeNWs, NoTepsBLUne CBOW NOTpebuTeNnbCKMe CBOMCTBA, WA
N30enmsa ¢ UCTEKLNM CPOKOM roA4HOCTM NOAJIEXAT YTUAM3aL UM U YHUUTOXKEHWUHO
B cooTBeTcTBUM ¢ CaHlNnH 2.1.3684-21 Kak 0Txo4bl knacca b (annaemmonornyeckn

onacHble 0TXo4bl).

YNakoBOYHble Marepuasibl U CONpoBOAMTE/IbHAA AOKYMEHTauma nopsexar
ytmnusaumm B cootBeTcTBun ¢ CaHluH 2.1.3684-21 Kak oTxoAbl Knacca A
(annaemmonornyeckn 6esonacHole 0TX0A4bl) B cooTBETCTBUN ¢ CaHlMnH 2.1.3684-
21.

15.  ®PyHKUMOHa/NIbHble XapaKTEePUCTUKN

BHyTpudnakoHHas Bapuaumsa: KoappuumeHT sapraumm CV < 8%.
MexdhnakoHHas Bapuaums: KoahpumumeHT sapyauyun CV < 8%.

KoHueHTpauns (ananasoH LeneBblX 3HaYEHNIA)

KoHueHTpauusa  [nana3oH LeneBbiX 3HAYeHWA No
pe3ynbTaTam aHanu3a
JTnomnunanpoBaHHbIA  KOHTPObHbIN
matepuasn, ypoBeHb 1, MONOXKMUTENbHbIN
NInonnn3npoBaHHbIi  KOHTPO/bHbIA
maTepwuan, ypoBeHb 2, OTPULATENbHbIN

20 ME/mn 13-27 ME/mn

4 ME/mn 2,5- 55 ME/mn

MeTponoruyeckasi NPOCNEXNBAEMOCTb KOHTPO/IbHbIX MaTtepnasioB OLEeHeHa
npu nomowy CraHAapTHoro o6bpasua npegnpuatna «Toxo IgG CraHpapTt» B
cootBetctBUN ¢ TOCT ISO 17511. KOHKpeTHble BeMYUHbLI HeonpeaeneHHOCTU
3HAYEHWIA, NPUMMCAHHbLIX KOHTPO/IbHLIM Matepuasniam, MoryT ObITb NPeoCTaB/eHbI

Mo 3anpocy notpeéuTens.

KommyTabenbHOCTb: KO3W(MLMEHT Koppenauumn r > 0,975, yron HaknoHa

HaxoauTca B npepenax 0,9<y < 11

1
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16. TapanTHiinble 0093ATENLCTBA

IpennpuATHE-H3rOTOBUTENb [ApaHTHPYET CTaOMNBHOCTP H COOTBETCTBHE
wisenna TpebosaHMaM Texmuueckmx ycnoBuii mnpH coOmoaeHHH YcioBuii
TPaHCNOPTHPOBAHHA, XpaHeHHA H IPUMEHEHHUS B TeYeHHE BCEro CPOKa FOXHOCTH.

Cpox rogsoct HaGopa xoHTposibHEIX MaTepaanoB «JInanab AMyp Toxo IgG
Kontpone» — 48 Mecs1eB ¢ AaThl NPOH3BOACTBA.

Pexnamauun cnenyer HanpaBiATh N0 afpecy nporssoautemo: O6mecTso ¢
orpanuueHHO# otBercTBeHHOCTRIO «JIMJIKOP» (OO0 «JIMIKOP»), Poccus
620102, Csepautosckas obnacts, 1.0. ropoa Exatepanlypr, r. ExatepunGypr, yn.
Tocanckasn, ctp. 23, odpuc 204. Tenedon: 8 (800) 500-71-28. Aapec INEeKTPOHHOM
noutsl: marketing@leadcore.ru.

17. CBeaeHHS 0 NPOH3BOAHTEJIE MEAHLHHCKOTO H3ACIHY

ITpoussoaureneM  MeadunMHCKOro Hsgenus «Habop  KOHTPONBHBIX
MmarepuanoB «JIngmab Amyp Toxo IgG KonTpoms» I KOHTpONA KadecTsa
KOJIH4ECTBEHHOTO onpeAeneHua nMMyHornoGynnaoB Kiacca G (IgG) x Toxoplasma
gondii B CHBOpOTKE M  MAa3Me  KPOBH  YEJOBEKA  METOIOM
AMMYHOXeMMWITIIOMHHEeCUEHTHOro  aHaimsa (MXJIA) Ha  aHaju3aTtope
aBTOMAaTHYECKOM HMMYHOXEMHIOMHMHeCUeHTHOM «Jlummab Amyp» s
AMArHOCTHKH in vitro mo TY 21.20.23-289-65614693-2022» asnserca OO6mecTBo C
orpaHuieHHo# oTBeTcTBeHHOCTHIO «JIMIKOP» (000 «JIMAKOP»).

HOpunmueckuii agpec: Poccns, 620102, Cpepanoeckas obnacth, r.0. ropoa
Exatepun6ypr, r. Exarepunbypr, yn. ITocaackas, ctp. 23, oguc 204.

Azipec MecTa NPOU3BOACTBA MEAKLIMHCKOTO H3/IEIUA:

1. 000 «JIHUOKOP», Poccusa, 620033, CeepanoBckas o00aacTh, T.
ExarepunOypr, yn. KpacHoaapckas, a.15.

2. 000 «JIMAKOP», Poccus, 141981, Mockobckaa ob6nacts, r. JIyOHa, ya.
IMpuGopocTporTenei, 3a.
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18. Ilepeuenn npHEMeHEMbIX CTAHAAPTOB

I'OCT P HCO 15223-1-2020, T'OCT P UCO 18113-1-2015, F'OCT P UCO
18113-2-2015, TOCT P EH 13612-2010, I'OCT P 51088-2013, I'OCT P MCO
23640-2015, I'OCT ISO 17511-2011, TOCT P 53133.3-2008, FOCT ISO 14971-
2021, 'OCT P 51352-2013, CanlIuH 2.1.3684-21.

19. Pacmngposka rpapauecKux CAHMBOJIOB

CumBon Pacmu¢gpoka

REF Homep no xaranory

Koa naprum

Positive - ITonoxurensHeIi

Negative - OtpuuaTensHuIi

HU3rorosutens

Jlata H3roToBNEHH:A

Hcnions3oBats o

Ob6patuTech K HHCTPYKLHH 110 MPUMEHEHHIO

OcropoxHo!

MenuiMHCKOe H3AENHE VIS AUATHOCTHKH in Vitro

bronorugeckmii puck

He ucnons3osats IIPH MOBPEXACHUH YITaKOBKH

@@El'b S]] -

Ipenensl TeMnepaTyps

5
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n XpaHUTb BEPTUKa/IbHO

XpynKoe, 06pallaTbCs OCTOPOXKHO

Bepeyb 0T BNarun

He ponyckaTb BO3J€/CTBMS COMIHEYHOrO CBETa

TOKCUYHO

OnacHo 4151 BOAHOM cpefpl

20. JlnTepaTypHbIe CCbI/IKN
1. HHS Publication, 5th edition, December 2009. Biosafety in
Microbiological and Biomedical Laboratories.
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XpaHUTb BEPTUKaIbHO
7 Xpynkoe, obpalarscs OCTOPOXKHO

Bepeyb OT BNarun

He gonyckartb BO34eNCTBUA COMTHEYHOIO CBETA

TOKCUYHO

OnacHo /11 BOAHOI cpefbl

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

Microbiological and Biomedical Laboratories.
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Bcero npowHypoBaHo, MPOHYMEpPOBaHO
W CKPEM/EHO NeYaTblo

) n.

/E. HO. FoxryT/
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000 «TNAKOP»
Ten.: 8(800) 500-71-28

marketing@ leadcore.ru. www .leadcore.ru

NAKOP

AHANUTUYECKWIA MACMOPT Ne 01/2022

Habop KOHTpPO/bHbIX MaTepuanos «Jlngnad Amyp Toxo 1gG KoHTponb» gns
KOHTPO/IA KayecTBa KOJIMYECTBEHHOI0 ONpeseieHNs UMMYHOTr100y/IMHOB
knacca G (IgG) kK Toxoplasma gondii B CbIBOPOTKe 1 Nja3mMe KPOBM YenoBeka
MeTOA0M MMMYHOXeMUTKOMUHeCLeHTHOro aHanmsa (MXJ1A) Ha aHanu3saTope
aBTOMaTNYECKOM MMMYHOXEMUTKOMUHECLLEHTHOM «JTngnad Amyp» ans
ANarHocTuUKM in vitro no TY 21.20.23-289-65614693-2022

TY 21.20.23-289-65614693-2022
PY Ne

Ne cepuum

KaTt. Ne CC841
[Jarta n3rotosneHuns
ogeH oo

01.07.2022

20220401 01.07.2026

YCnoBus xpaHeHUA: npu temnepaTtype oT +2 o +8 “C B TeueHue 48 mecAaues.

HanmeHoBaHMe KOMMOHEHTA OnwucaHune Pesynbtar
XapaKTepucTuka KOHTpONA

1 JlmodpununanposaHHbIt KOHTPOMBHbINA COOTBETCTBYET
MaTepuaJl, ypoBeHb 1, MON0XKMTE/NbHbIN, CbIBOPOTKA KPOBU YeroBeKa, cogepxatlan 1gG
2,0 Mn/chnaKoH - 2 ur. K Toxoplasma gondii.

2 JInothnnn3npoBaHHbIA KOHTPOSIbHBINA Matpuua: TPUNC 6ydep, BCA, 0,05% ProClin CooTBeTtcTBYET
matepuan, ypoBeHb 1, 0TpULIATENbHBIN, 300.
2,0 Mn/chnakoH - 2 .

3
VIHCTpYKUWA NO NpUMeEHeHWto, 1 LT. CooTeercTeyeT

TexHUYecKne xapakTepucTuku

1 JNTnodmnn3npoBaHHbIA KOHTPOSTbHbIN CoOoTBETCTBYET
MaTepual, ypoBeHb 1, MONOXUTENbHbIN BHeLWHWi1 BUA: MENKOAWCNEPCHBIA MOPOLLIOK
JNnothnnmnsnpoBaHHbIA KOHTPO/IbHBbIIA 6enoro upeTa CooTBeTCTBYET
MaTtepuas, YpoBeHb 2, OTpULATe bHbIA

2, JINothNnN3NPOBaHHbIN KOHTPOSTbHbIN PacTBOpMMOCTb: [N0ONHOCTLIO PACTBOPSAETCS MPU  COOTBETCTBYET
MaTepuan, ypoBeHb 1, MONOXNTE bHbIN A06aBneHny 2 M BOAbl OUULLEHHOIA 10 MuH
JInotnnn3nNpoBaHHbIi KOHTPO/bHBIN . (amcTmnnupoBaHHOIA) 1 BCTpsAIXMBaHUS. Bpems  CoOTBETCTBYET
martepuas, YpoBeHb 2, OTPULATENbHBbIN PacTBOPeHMs - He 6onee 20 MUH.. 11 MUH

3 JInornn3npoBaHHbIN KOHTPO/IbHBbIV Mpo3payHOCTb W LIBETHOCTL: B CooTBeTCTBYET
maTepuan, ypoBeHb 1, NONOXNTE/NbHbIV BOCCTaHOB/IEHHOM BWAe NpeAcTaBnseT coboit
JTnohrnnsnposaHHbIA KOHTPO/bHBbIV Npo3payHbIi GecLBETHbIN pacTBOp 6€3 0cafka,  CooTBETCTBYET
maTepuasl, ypoBeHb 2, 0TpuLaTeNbHbIN X/N0MbEB Y NOCTOPOHHUX BKIIHOYEHWI

4. JInodmnnnanpoBaHHbI KOHTPO/bHBIV "abapuTHbIE pa3mepbl MePBUYHOI YNaKOBKU: CooTBeTCTBYET
maTepuasl, ypoBeHb 1, MONOXUTENbHbI BbicoTa thiakoHa: 42,00 + 2 Mm;
JInonnnsnmpoBaHHbIN KOHTPO/IbHBbII [vameTp hiakoHa: 22 + 2 Mw;
Matepuan, ypoBeHb 2, 0TpULATE/bHbINA BbicoTa KpbIlwku: 14,00 = 1 Mwm;

OunameTp Kpbiwku: 20,6 £ 2 MM

®PYHKLMOHA/IbHbIE XapaKTePUCTUKN

L JmodninsnposaHHblii KOHTPO/bHBIA By TpudniakoHHast Bapuauusi: KoSULMEHT — CooTBETCTBYET
maTepwvas, ypoBeHb 1, MON0XUTE bHbI Bapuauumn CV < 8% 3,45 %
JTnocnnnsnpoBaHHbIi KOHTPO/IbHbIiA CoOoTBETCTBYET
maTepuas, YpoBeHb 2, OTPULLATe bHbIN 4,21 %

2. JNnogmnmsnposaHHbIii KOHTPO/IbHbIi MexdnakoHHasi Bapuauust: Ko3pULIMEHT CooTBeTcTByeT
matepua, ypoBeHb 1, NofOXKUTENbHbIV Bapuauum CV < 8 % 3,29%
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000 «TNAKOP»

NAOKO Ton.: B(B00)500.71-26
markcting@ ,leadcore.ru. www .leadcore.ru

JIN0hnNnM3MPOBaHHbIN KOHTPO/bHBII CooTBeTcTBYET
maTepuas, YpoBeHb 2, OTpULATE NbHbIV 4,01 %
3. NnodmnmsnposaHHbIi KOHTPO/IbHbIiA KoHLUeHTpaLws [yanasoH LeneBbIX CooTBeTcTBYET
maTepuasl, ypoBeHb 1, NONOXUTENbHbI 3HaueHuiA no 18,98-21,27
pesy/bTaram aHasmsa ME/Mn
20 ME/m™* 13-27 ME/Mn
*ME/MN - MeXayHapoaHble eAVHNLI B MWIIWIUTPE
JInomnnsnpoBaHHsbIi KOHTPO/IbHbIN KoHUeHTpauya JvianasoH LieneBbIxX CooTBeTcTBYET
maTtepumasl, ypoBeHb 2, 0TpULaTeNbHbIl 3HaYeHWiA Mo 3,64-4,70
pesy/ibTaTaM aHa/msa ME/Mn
4 ME/mn 2,5-5,5 ME/Mn

aTanax [AO/DKHO MNpOM3BOAWUTLCA BCeMW BUAaMW TpaHcnopta (BO3AYLIHbIA, BOAHbIN,
Xene3HoLOPOXHbI, aBTOMOOGU/IbHBIN) B KPbITbIX TPAHCMOPTHbLIX CPeACcTBaxX B COOTBETCTBUU C
npasBunamu nepeBo30K, AENCTBYIOWMMMN Ha TPaHCMOPTe JAHHOTO BUAa Npu TemnepaType oT +2
po +8 °C c cobntofieHnem X0/040BOW Lenu B TeyeHne 12 fHeil. He noasepraTb AAUTENbHOMY
BO3ENCTBUIO TeNna, Bnaru, NpsAMbIX CONHeYHbIX Ny4yein. 3amopaxmnsaHme Habopa KOHTPONIbHbIX
maTepuanoB He A0MyCcKaeTcs.

TpaHCcnopTMpOBaHWe W3AENUIA LOMKHO OCYLLEeCTBAATLCA B TEPMOKOHTeHepax OLHOPa30BOro
MoNb30BaHUA COAEepXalinxX Xnafo3NemMeHTbl, WANW B TepMOKOHTeliHepaX MHOIOKpPaTHOro
MPUMEHEHUA C aBTOMATUYECKM MOALEPXUBAEMOI TeMMepaTypoil Unn B aBTopepuxepaTopax ¢
MCnonb3oBaHMeM TEePMOWHAMKATOPOB. M3fenusa, TpaHCNOpTMPOBaHHbIe C  HapyLUeHuem
TEMMEePaTypPHOro pexuma, NpYMeHEHMO He nognexar.

3aknyeHue: Kayectso pacacoBKM, KOMMIEKTHOCTb, MapKMPOBKa, YMakoBKa, MokasaTenu
KayecTBa «Habop KOHTPONbHbIX MaTepnanos «J/lngnad Amyp Toxo IgG KOHTpob» A48 KOHTPONS
KayecTBa KO/IMYECTBEHHOro onpefeneHns ummyHornobynmHos knacca G (IgG) k Toxoplasma
gondii B CbIBOPOTKE W MasmMe KPOBW YesoBeKa METOLOM WMMYHOXEMWUTHOMWUHECLLEHTHOrO
aHanms3a (MXJ/A) Ha aHanu3aTope aBTOMaTUYECKOM MMMYHOXEMWUAKMUHECLUEHTHOM «Jlnanab
Amyp» 18 AUarHoCTMKK in vitro no TY 21.20.23-289-65614693-2022.

[ata Bblgayu nacnopTta: 31.07.2022 1.

"NaBHbIA UHXEHep Mo NOAroTOBKe HwukoHos C.10.

Ovpektop OO0 «JINAKOP» YnbibnH A.W.
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000 «NNAKOP»
Ten.: 8 (800) 500-71-28

marketing@ .leadcore.ru. www .leadcore.ru

NAKOP

AHANTNTUYECKUW MACMOPT Ne 02/2022

Habop KOHTPONbHbLIX MaTepuanos «Jingnad Amyp Toxo 1gG KoHTponb» and
KOHTPO/IA KayecTBa KOJIMYECTBEHHOrO onpeaesieHNnss MMMYHOTr/100y/IMHOB
knacca G (IgG) Kk Toxoplasma gondii B CbIBOPOTKe U Maasme KpPoBU yenioBeka
MeTOA0M MMMYHOXEMUTKOMUHeCLeHTHOro aHanmnsa (MXJ1A) Ha aHanu3aTtope
aBTOMaTUYEeCKOM UMMYHOXEMUTIOMUHECLLEHTHOM «J1nanaé Amyp» ons
ANAarHoCTUKN in vitro no TY 21.20.23-289-65614693-2022

TY 21.20.23-289-65614693-2022
PY X»
X° cepumn

KaTt. Xo CC841
[aTa nsrotosneHus
[ ogeH go

02.07.2022

20220402 02.07.2026

ycnosusa xpaHeHua: npu temnepatype ot +2 fo +8 ®C B teyeHune 48 mecaLes.

HanmeHoBaHMe KOMMOHEHTa OnucaHve PesynbTar
XapakTepucTtuka KOHTpONA
1 JInomnmnsnpoBaHHbIii CootseTcTBY
KOHTPO/IbHbIA MaTepuan, ypoBeHb ChIBODOTKA KDOBM YeNIOBEKa er
1, NONOXMTENbHBIW, 2,0 MA/(nakoH p P v
S our cogepxatan 1gG k Toxoplasma gondii.
' o Matpuua: TPNC 6ydep, BCA, 0,05%
2. JlnodmnnsnposaHHbIii ' r
¢ e ProClin 300. Co0TBETCTBY
KOHTPO/IbHbIV MaTepuasl, ypoBeHb er
1, oTpmuaTenbHbIiA, 2,0 Ma/dnakoH
- 2w
3 CootBeTCTBY
VIHCTPYKUWSA NO NpUMEHeHM0, 1 wwT. eT
TexHnyeckune xapakTePUCTUKHN
1 JInounansnpoBaHHbI CooTBeTCcTBY
KOHTPO/bHbIA MaTepuasl, ypoBeHb BHELLHVI BI: MESKOAVCTEDCHbIT er
1, NONOXUTENbHbI A A P
o MOPOLLIOK 6eforo LpeTa
JInothmnn3npoBaHHLIi CootBeTcTBY
KOHTPO/IbHbIA MaTepuan, ypoBeHb er
2, OTpULATENbHBII
2. JInothnnn3mpoBaHHbI ) CooTBeTCTBY
o PacTBopuMOoCTb: N0OMHOCTLIO
KOHTPO/IbHbIA MaTepuas, ypoBeHb er
o pacTBopsieTcs npy fo6aBneHnn 2 M
1, NONOXKMTESIbHbIN o o 10 MuH
o BOZbl OYWLLEHHON (JUCTUNNNPOBAHHON)
JInomnnsnpoBaHHbIN CooTBeTCTBY
o W BCTpAXMBaHWA. Bpems pacTBopeHus -
KOHTPO/IbHbIA MaTepuasl, ypoBeHb er
o He 6onee 20 MUH..
2, OTpMLATE/IbHBbIN 12 MWH
3. JInohmnunsnpoBaHHbIi DO3DAYHOCTS W LBETHOCTL: B CooTBeTCTBY
KOHTPO/IbHbIA MATEUA, YpoBeH BOCCTSHOFB)J'IGHHOM Bmu'e rnpe, CTéBnﬂeT o7
1, NONOXWTENbHBIN N M BIAE NPEAC
SIMODUMIMOBaHHBI co60¥i Npo3payHbIil 6ecLBETHLIN PacTBOP CooTBeTcTay
o 6e3 ocafika, X/10NbeB M MOCTOPOHHUX
KOHTPO/IbHbIN MaTepuas, ypoBeHb < er
o BK/THOUEHWI
2, OTpULLATE/IbHbIN
4. JInogmnnsnpoBaHHsbIii MabapuTHbIE pasMepbl NepBUYHON CooTBeTcTBY
KOHTPO/IbHBIN MaTepuasi, YpoBeHb YNaKoBKW: eT

1, NONOXUTENbHBIN
NnogmnnmsnposaHHbIi
KOHTPO/IbHbI MaTepua, ypoBeHb
2, OTpULATENbHBIN
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[unameTp dakoHa: 22 + 2 mM;
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NAKOP

®YHKLMOHa/bHbIE XapaKTePUCTUKN

000 «TNAKOP»
Ten.: 8 (800) 500-71-28

marketing@ leadcore.ru. www .leadcore.ru

1 JlnodmnunsnpoBaHHsbIii BHyTpudnakoHHasa Bapvaums: CooTBeTCTBY
KOHTPO/IbHBIA  MaTepuan, YpoBeHb Koa(hhmumeHT Bapuauum CV < 8% eT
1, NONOXWTENbHbII 3,55 %
JnothmnunsnpoBaHHbIii CooTBeTCTBY
KOHTPO/IbHbIA MaTepuan, YPOBeHb er
2, OTpULATENbHBIN 3,97 %
2. JInonnmsnpoBaHHbIii MexdnakoHHasa Bapuaums: CooTBETCTBY
KOHTPO/IbHBIA  MaTepuasl, YpoBeHb KoapuumeHT Bapnauum CV < 8 % eT
1, NONOXUTENbHbIN 341 %
JInothnnmn3mpoBaHHLIi CooTBeTCTBY
KOHTPO/IbHbIA MaTepuasl, ypoBeHb eT
2, OTpUUaTe/IbHbIN 4,06 %
3. JlnomnmsnpoBaHHbIii KoHueHTpauwy  [lanasoH LieeBbIX CooTBeTCTBY
KOHTPO/bHbIA  MaTepuasl, YpPoBeHb f 3HaueHWii no er
1, NONOXUTENbHbIN pesyrnbTaram 19,06-21,24
aHanmsa
20 MEMT  13-27 ME/WN ME/wn
*ME/M - MeXayHapoaHble eAUHMLbI B
MAVIWINTPE
JnogmnmnanpoBaHHbIii KoHueHTpaLn  [Aviana3oH LieneBbIX CoO0TBETCTBY
KOHTPO/bHLIV MaTepuas, YpPOBeHb A 3HaueHWiA no eT
2, OTpULATENbHBIN pesyrbraram 3,64-4,71
aHanmsa
4 ME/Mn 2,5- 55 ME/Mn ME/un

TpaHcnopTupoBaHue: TpaHCNOPTUPOBaHUE W3JENNIA [0 KOHEYHOro noTpebuTens Ha Bcex
aTanax [O/KHO MNpoOW3BOAWUTLCA BCeMW BMAaMu TpaHcnopta (BO3AYLUHbIA, BOAHBIN,
XeNe3HOAO0POXHbI/, aBTOMOGU/IbHLINA) B KPbITbIX TPAHCMNOPTHbLIX CPeACcTBax B COOTBETCTBUU C
npasuiaMy NepeBo30K, AeNCTBYOLWMMIN Ha TpaHCNOpTe AaHHOMO BUAa Npu TemnepaTtype OT +2
Ao +8 ®C ¢ cobnogeHnemM X0N040BON Lenu B TedeHne 12 aHeil. He nogsepraTb AAMTENbHOMY
BO3AENCTBUIO TeMna, Bnaru, NpsiMbIX COMHEYHbIX Nyyeil. 3amopaxuneaHne Habopa KOHTPONbHbIX
MaTepunanos He LONYCKaeTCs.

TpaHcnopTMpoBaHWe W3L4eNNiA AONXKHO OCYLLeCTBNATLCA B TEPMOKOHTENHepax OAHOPa3oBOro
NONb30BaHUS CoAepXKawmMx Xnajo3fieMeHTbl, WUANM B TEPMOKOHTEMNHepax MHOrOKpPaTHOro
NPUMEHEHUS C aBTOMaTMYeCKN MOALEPXKMBAeMOV TemnepaTypol uan B aBTopedpuxkepatopax ¢
ncnonb3oBaHWeM TepMOWHAWKATOPOB. W3genns, TPaHCMOPTUPOBAHHbIE C  HapyLlUeHUEeM
TEMMNEePaTypHOro pexuma, NPMMeHEHNIO He MojJexar.

3akntoyeHne: KauyecTBo pacacoBKu, KOMMIEKTHOCTb, MApKMPOBKA, YMakoBKa, NokasaTenu
KayecTBa «Habop KOHTPO/IbHbIX MaTepuanos «Jingnad Amyp Toxo IgG KoHTpo/ib» ANif KOHTPONA
KayecTBa KO/IMYECTBEHHOIro ornpegeneHns nmmyHornobynmHos knacca G (1gG) Kk Toxoplasma
gondii B CbIBOPOTKE W MnasmMe KpPOBM YesioBeKa MeTOAOM WMMYHOXEMWUTIFOMUHECLLEHTHOIO
aHanusa (MXJTA) Ha aHanusaTope aBTOMATUUYECKOM UMMYHOXEMUTIIOMUHECLEHTHOM «Jlnanab
AMyp» onsa AuarHocTuKM in vitro no TY 21.20.23-289-65614693-2022.

Oata Bbigaum nacnopra: 31.07.2022 r.

["naBHbI MHXXEHEP NO NOArOTOBKE HwukoHoB C.HO.

Oupektop OO0 «TINAKOP» YnblouH A.N.
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AHANWTUYECKWUIA NACNOPT

CTtaHfapTHbI obpasey npeanpuatnsa «Toxo IgG CtaHgapT»

Cepusa Ne: 01 KonunyecTtBo (h/1aKOHOB B CEpUN: 200
[data nsrotosnerHus: 01.07.2022 fopeH po: 01.07.2023
OnucaHue

CraHgapTHbIA o6pasel, npeanpuatusa «Toxo 1gG CtaHfapT» M3roTOB/IEH U3 CbIBOPOTKM KPOBU
yenoseka, nepebonesBlweEro TOKcONIasMo3oMm, W cogepxut 1gG k Toxoplasma gondii B
KoHUeHTpauun 400 ME/Mn (MexAyHapoaHble eAUHULbI B MUNUINTPE).

Vcnonb3oBaHHas CbIBOPOTKA KPOBW 4enoBeka 6blna nNpoTecTMpoBaHa Ha otcyTcTBue HBSAGQ,
aHtuten Kk Brc, BY-1,2 n Treponema pallidum npu nomowm KOMMepPUYECKN AOCTYMNMHbIX TECTOB
W NHAKTUBMpPOBaHa Npu Temnepatype 56 °C B TeyeHMe 3 4acos.

CraHgapTHbIA o6pasel, npeanpuatna «Toxo IgG CTtaHAapT» NPOCNeXeH 40 MeXAYHapo4HOro
ctaHgapTa «WHO International Standard Anti-Toxoplasma IgG, Human NIBSC code: 01/600».

YcnoBusa xpaHeHua: npu temneparype ot +2 1o +8 °C B TeyeHne 12 mecsues. 3amopakusaHue
He JoMycKaeTcs

ManmeHoBaHMe XapakTepuctmka PesynbTar
No nokasarens KOHTpONA
1 BHewHwni Bug Cyxwue nopucTtble amopHble macchl 6eioro unm  CoOTBETCTBYET
CBET/I0-XXEe/NToro LBeTa.
2.  O6vem posnuea, mn  0,400+0,02 CootBeTCcTBYET
3. OcraTo4Has He 6onee 3% CootBeTtcTBYET
B/IXKHOCTb, %
4. PacTBOpMMOCTb CofepXxumoe  Kaxpgoro ¢nakoHa [o/mKHO CoOTBeTCTBYET

pactBopsATbcs B 400 MKA BOAbl OYULLEHHOWN B
TeyeHune 3 MUH.

5. Tlpo3payHocTb K BoccTaHOBNEHHbIE CLIBOPOTKY - NpO3payHble CootBeTCTBYET
LBETHOCTb NN cnerka onanecuupytouime, 6ecyBeTHbIE UK
C XKeNTOBaTbiM OTTEHKOM XWUAKOCTU
7. MognnMHHOCTL Kaxpabli obpasey, gomkeH cogepxaTtb 1gG K CooTBeTCTBYeT

Toxoplasma gondii B kKoHUeHTpauun 400 ME/Mn  (cM. MpunoxeHune)
(MexayHapogHble efMHULbBI B MUNIUANTPE).

8. Cneumnpuyeckas Kaxablii obpasel, LODKEH faBaTb COOTBETCTBYET
aKTUBHOCTb NOMIOXKUTENBbHYO peakuuio B TecT-cuctemax, (cm. MpunoxkeHue)
npefHasHavyeHHblX And  BbigBneHua IgG K
Toxoplasma gondii

3akntoyeHne: CraHgapTHbli o6pasey npeanpuatua «Toxo IgG CtaHgapT», cepms Ne 01
cooTBeTCcTBYeT TpeboBaHmam HA,.

Jarta Bbigayum nacnopra: 01.07.2022
NaBHbIN MHXEHEP N0 NOArOTOBKe HukoHoB C.HO.
Oupektop OO0 «JINAKOP» YneibuH AN,
Mopnwuce,
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TecT-cucrtema

Hab6op peareHToB «JIngnad Amyp Toxo
1IgG» 4ns KONMYECTBEHHOTO OnpeseneHuns
nMMyHornobynunHos knacca G (IgG) K
Toxoplasma gondii B CbIBOPOTKe U MnasmMe
KPOBM Ye/I0BEKA METOA0M
NMMYHOXEMWUTIIOMUHECLIEHTHOI O aHa/In3a
(MXTA) Ha aHanM3aTope aBTOMATUYECKOM
VNMMYHOXEMUTIIOMUHECLLEEHTHOM «J1n/1a6
AMyp» An8 AnMarHOCTUKM in vitro no TY
21.20.23-255-65614693-2022 th. OO0
«JINOKOP»

Habop peareHTOB A/19 KO/IMYECTBEHHOIO
UMMYHOXEMUIOMUHECLLEHTHOIO
onpeaeneHns UMMyHOr106ynMHoB G K
Toxoplasma gondii "MagnoLIA
Tokconnasma IgG" no TY 21.20.23-300-
98539446-2018, th. «KomnaHua Ankop
Bro» Poccusa (PY Ne P3H 2020/12976 ot
17.12.2020)
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MpunoxeHune
XapakTepuctuka cneyngpunyeckol aktusHoct CtaHgapTHOro obpasua npegnpuatua «Toxo IgG CtaHgapTt», cepusa Ne 01 (No AaHHbIM

TeCTUPOBaHUSA B KOMMEPYECKUX TECT-CUCTEMAX)

MeTog uccrnenoBaHus Kputepun yyeta pesynbtaTtos Jvana3oH

n3MepeHmii

NMMYHOXEMUNIOMUHECLLEHTHBbI
aHanm3 (MXNA),
KO/IMYeCTBEHHOE OnpefeneHue

OTpuuatenbHblin; <7,2 ME/mn;
HeonpegeneHHslii: > 7,2 - <8,8 ME/mn;
MonoxuTensHblii: > 8,8 ME/MA.
ME/Mn - MeX[yHapoaHble eiMHULbI B
MUNINNTPE

0,6-400 ME/mn

VIMMYHOXEMUIOMUHECLLEHTHBIV
aHanms (MXNA),
KO/IMYECTBEHHOE OnpefeneHne

- O6pa3sLbl C KOHUEeHTpaymeld <20 ME/Mn 0,5 - 700 ME/mn
CUNTAKOTCA HepeaKTUBHbIMK Ha 1gG K
Toxoplasma gondii;
- O6pasLibl CO 3HAYEHUAMM KOHLEHTpaummn> 30
ME/mMn cunTaroTca peakTvBHbIMU Ha 1gG K
Toxoplasma gondii, YTO yKa3blBaeT Ha
MEPEHECEHHYIO UM OCTPYHO MH(EKLMIO.
- O6pasLpl ¢ KOHLEeHTpauwmein ot 20 o 30
ME/MN cunTaroTCA COMHUTENBbHBLIMU, UK

HaxopgAaTcA B

PesynbTtathl
nccnenosaHuns
CraHpapTHOro

obpasua
npeanpuaTus
«Toxo IgG
CraHpapT»
400 ME/mn

400 ME/mn
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«Cepoii 30He» N MOTYT UMETb HU3KME YPOBHY
1gG Kk Toxoplasma gondii. PekomeHgyeTcs
MOBTOPHO
NpOTeCcTMpoBaTh Takune 06pasLibl, U/1n BTOPON
ob6paseL, JO/MKeH ObITb B3AT Yepe3 NpuemMseMblil
MPOMEXYTOK BPeMeHW (Hanp., iBe Hefenu) u
1CM0Nb30BaH MOBTOPHO.
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