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1. HA3ZHAYEHHME

1.1. «HaGop peareHTOB UIst KOTHYECTBEHHOIO HMMYHOXEMHTIOMUHECLIEHTHOTO ONpeaeICHUA
oblrero XopHOHHYECKOr0 roHagoTponiHa yenoseka «MagnoLIA o6wmit XIu», no TY 21.20.23-615-
98539446-2022» (manee - «MagnoLIA o6muii XI'u») npeaHasHayeH WIA KOJHYECTBEHHOIO
onpeaeseHus o61ero XOpHOHHYECKOro roHaloTpoNHHa YenoBeka (aanee - XI'u) B CHIBOPOTKE H IL1a3Me
KPOBH (TMTHeBas conb remapuna, kanuesas conp DJITA (K2OATA, K3DOTA))! uenosexa meronoM
XEMWIIOMHHECIIEHTHOr0O MMMYHOAHalH3a Ha MNapaMarHUTHBIX MHMKpPOYAacTHIAX C HCIOJb30BaHHEM
aBTOMaTHYeCKOro aHaiu3atopa «MagnoLIA».

Hab6op «MagnoLIA o6muit XI'y» npeaHa3sHayeH Uit HCIOIb30BaHHSA COBMECTHO C MEAHLIHHCKHM
n3genueM (aanee - MHU) «Kanubparopst MagnoLIA o6umit XI'uy» w/unu «Kontponu MagnoLIA o6uuit
XTIy,

1.2. XTIy saBnsercs rIMKONPOTEHHOM ¢ MOJIeKyJspHO#H Maccoit okosno 37 000 [a, cocTosmum
u3 AByX cybbemuuun — anbga u 6era. buonornyeckoe aefictue X[y HanpapjieHO Ha NoAAepKaHHE
($YHKLMOHHPOBAHMUS JKEATOro TeNa BO BpeMs 6€peMEHHOCTH H Ha CTEpPOH/IOrEeHE3.

KonnuecrBennoe onpenenenne ypoBHs X1y cunraercs Hanbosiee HaeKHBIM HHAKKATOPOM IIPH
paHHell auarHoctrke GepeMeHHOCTH. M3MeHeHue koHLeHTpauuH X B CEIBOPOTKE KPOBH G€peMEHHBIX
XEHIIMH SABJAETCS BAKHBIM [I0Ka3aTe/ieM NpPEHATAbHON AMAarHOCTHKH HEKOTOPBIX BPOXACHHBIX
3aGoneBaHuil (OTKpHIThIE OPOKH Meay/UIAspHO#t TpyOnl, cunapom Jlayna). Kpome Toro, omnpeaeneHue
koHueHTpauud X[y B CHIBOpPOTKE KPOBH IIMPOKO NPHMEHAETCA B aKyILIEpCTBE NpPH AHArHOCTHKE
MHOX€ECTBEHHOI 6epeMEHHOCTH, Yrpo3e BhIKHbILIA H BHEMATOYHON 6EpEMEHHOCTH.

Xots npucyrcTBHe XI'4 B KpOBH 06BIMHO CBA3aHO € HOPMAIbHOMH 6€pEMEHHOCTEIO, NOBLILUCHHbIE
ypoBuu XI'u Taxxke oOHapyxkuBalOTC# Y OONBHBIX C TEPaTOr€HHBIMH KapLUMHOMaMH H

I3KBHBANEHTHOCTL 00pa3lioB CHIBOPOTKH M MNa3Mbl KPOBH YENIOBEKa, COACpXalleil aHTHKOAryNsHT (IHTHEBas COJb
renapuHa, kanuesas conb IATA (K:9[ATA, KiDITA)), noarsepxaeHa Ha 25 obpa3uax KaXa0ro BHAa aHTHKOAryAHTa C
pa3HbIMH KOHLeHTpaunamu X'y B aHaTM3e pY HCMosb3oBaHMH Habopa «MagnoLIA obwwmi XTu».

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKWX H3DENHIA



«MagnoLIA obumit XIa»

TpoobracTHUECKHMH HOBOOOpa3OBaHUAMH H (MHOTJAA B CIydasX JKTONMHYecKoro cuHresa XI'4) mpu
pake sH4Ka, MOJIOYHOM JKeJIe3bl, TOHKOTO KHIIIEYHHKA, JETKHX M MpecTaTeNbHOMi Xene3nl. U3mepenune
ypoBHs XI'y sBnsercs BaXXHbIM METOJJOM THArHOCTHKH M MOHHTOPHHIAa TaKHX 3a6osieBaHHIA.

O6mm#t XI'y (XI'y+B-XI'y) — 310 mokasarens, oTpaxatoummit cyMmmy XI'y U ero cBoSomHoM
BOcyO6betHHHUIIEI B KPOBH Y€JIOBEKA.

1.3. ®dyuxkuuoHanbHoe HasHaueHHe MU «MagnoLIA o6mm#t XIu» npu coBMecTHOM
npuMeHeHHH ¢ MU «Kanu6paropst MagnoLIA o6muit XI'u» u/wnu «Kontponu MagnoLIA o6mu#t XI'y»
— KOJIHYECTBEHHOE ONpe/ie/ieHHE KOHLEHTpAlMH O6LIero XOpHOHHYECKOr0 FOHAJOTPONKHA YenoBeKa
NpH OUarHOCTHKE GEepeMEHHOCTH M ee HapyllIeHMil, a TakXe NpH IHAarHOCTHKE 3J/I0Ka4eCTBEHHBIX
HOBOOOpa3zoBaHui.

1.4. OG6nacts npuMeHeHHs Habopa — KIMHHYECKas JabopaTopHas AMarHOCTHKA.

1.5. HabGop npeaHa3HayeH TONBKO JUli JHArHOCTHKH in vitro, 1A npo)eCCHOHAILHOTO
INPUMEHEHHS [EPCOHAIOM, HMEIOIIMM KBATH(MKALUMKIO I  BBINOJHEHHS AHArHOCTHYECKHX
HcCclieoBaHui in vitro B pe3ynbTaTe cneuuarbHOro obpazoBaHus H oO0yuyeHHs. HMccienoBanus MoryT
BBIIOJIHAT CIIELHATHCTEI He MOJIoXKe 18 JieT ¢ BBICIIMM M CpeIHUM MEAULIMHCKHM, OHOIOTHYECKHM HIIH
HHBIM o6pa3zoBanueM (Bpau KJ1J], 6Hosior, MeAMIIMHCKHIA TEXHOIIOT).

HUccnenoBaHus NpoBOAAT B KIIMHHKO-AHArHOCTHYECKHX N1abopaTOpHAX, 06/1aCTHBIX, FOPOJCKHX
WIH paitOHHBIX, FOCY/IapCTBEHHBIX MIIM YacTHBIX 6onbHHLAX H Apyrux JIITY.

1.6. Ha6op «MagnoLIA o6muii XI'u» He HMeeT MPOTHBONOKA3aHHA K MPHMEHEHHIO.

1.7. Habop mpeanasHayeH Juis oOclienoBaHMs BCEX IPYMNN HaceleHHs mMoboro Bo3pacTa 6e3
rpajalHy 1no aeMorpagHueckoMy HIIH NOMyIALHOHHOMY MPH3HAaKY.

2. XAPAKTEPUCTHUKA HABOPA

2.1. [Ipunuun peiicreus

2.1.1. Anaans

B nabope «MagnoLIA o6um# XIu» Hcnonb3oBaH ABYXCTaAMHMHBIA «CIHABHY»-BapHaHT
TBepA0$a3HOr0o HMMMYHOXEMHIIOMHHECIIEHTHOrO aHanusa. Jlna peanusauMu 3TOro BapHaHTa
HCIIOJIL30BAHBI 1B MOHOKJIOHAIBHEIX AHTHTENA C pPa3HYHON SMHTONMHOM CEUMPHYHOCTBIO K [-
cy6vemnuuue Xy, OaHO U3 HUX HMMOOGHIN30BaHO Ha TBEPAOH ¢ase (IIOBEPXHOCTH MapaMarHMTHBIX
MHKpOYaCTHI[), BTOPO€ KOHBIOTHPOBAaHO C aKpHAMHOBON MeTko#. Bo Bpems nepsod HHKyGauuu
NpUCYTCTBYIOIIMH B HccienyemoM obpasue X[y cneuuduueckH CBA3LIBAETCA C aHTHTEaMH,
HaXOJALIMMUCA Ha TBepAOH ¢ase. Bo Bpems BTopoit nHKyGauuu konblorat aHTH-B-XI'4 ¢ akpuauHOBOH
METKOH B3aHMMOJEHCTBYET C KOMILIEKCOM, 06pa3oBaBIIMMCS Ha NEPBOH CTaaHH.

AHanu3 NpoBOAMTCS Ha aBTOMAaTH4ecKoM aHamusatope «MagnoLIA» (npoussomutens OOO
«Komnanus Anxop Buo», Poccus). Komnonents! HaGopa «MagnoLIA o6umit XI'a» (napaMarHuTHbIC
MHKpPOYaCTHIbI, KOHBoratr aHTH-B-XI'u ¢ akpuauHOBOH MeTKo#), KanHOpaTOpEl H/HIM KOHTPOIH H
HcclieayeMele o6pasiibl CHIBOPOTKH HIIM IUIa3MBbl KPOBH YEIOBEKA J03HPYIOTCA B PEaKLIHOHHBIC KIOBETHI
npu6opa. ITocne nHKyGauuH KIOBETH OMELIAIOTCS B MArHUTHOE 110Ji€ U1 MPOMBIBKH MHKPOYaCTHIL U
yllaleHHs KOMIIOHEHTOB PEaKLMOHHON Cpelbl, He CBA3aBLIMXCA C TBephoi ¢dasoit («Bydep Wln,
npoussoautens 000 «Komnanus Ankop buo», Poccus). [lo okoHyaHuu aHanu3a, Mocije MPOMBIBKH,
KIOBETa NepeMelaeTcss B 610K CYMTHIBAHHA, H B Hee aBTOMaTH4yecku A03upywotcs «Ilperpurrep» u
«Tpurrep» (npoussoaurens OO0 «Komnanusa Ankop buo», Poccus). IIpn OKHCIEHHH METKH MOA
OeliCTBHEM TpHITEPOB IPOMCXOAMT H3aydeHHe (OTOHOB, KOTOPOE (HKCHPYETCA BCTPOCHHBIM
XEMHITIOMHHOMETPOM. MIHTEHCHBHOCTh CHTHasa, M3MEPEHHAss B OTHOCHTENILHBIX CBETOBBIX €AMHHMLAX
(relative light units, RLU), npsamo nponopuuoHanbHa koHueHTpauuu XI'y.

AHaIH3aTOp CAMOCTOATEILHO BBIMOJHAET CleAyolHe JeHCTBUA:
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«MagnoLIA o6umit XI'y»

® BHOCHT B PEaKIIHOHHYIO KIOBETY CYCIIEH3HIO NapaMarHUTHHIX MUKPOYaCTHII;

® BHOCHT B HHKYOaLlHOHHYIO cpeny 25 MKJ1 o6pa3ua/kanubpaTopa/KOHTPONS;

® MHKYOHpYeT 3alOoJHEHHYI0 peakLMOHHYIO KioBeTy B TeueHHe 10 muHyTr mpu +37 °C ¢
NIEpHOANYECKHM TNIEpeMEIINBaHUEM;

® [IPOMBIBAET NMPOMBIBOYHLIM PacTBOPOM PEaKLHOHHYIO KIOBETY M CYCNEH3HIO NapaMarHHTHBIX
MHKpPOYacTHIL;

® BHOCHT B PE€aKIIHOHHYIO KIOBETY KOHBIOraT ¢ aKpHAHHOBOH METKO#;

® HHKYOHMpYET 3aloJIHEHHYIO DPEakIHOHHYIO KioBeTy B TeyeHue 10 muuyt mpu +37 °C ¢
NEPHOTHYECKHM NEpEMELIIHBaHHEM;

© IPOMBIBAET NMPOMBIBOYHEIM PAaCTBOPOM PEAaKLIHOHHYIO KIOBETY M CYCIMEH3HIO NapaMarHHTHBIX
MHKpOYacCTHLL;

e nobaBnser k MHkpouyacTHuaM [lperpurrep u Tpurrep u ¢ukcupyer ypoBeHb CHrHana
XEMHIIIOMHHECIICHIIMH;

® HHpOpMHUPYET O NONYYEHHOM pe3yJbTaTe.

2.1.2. Kaaubposka

3HayeHHs CHUTHAIOB XEMHIIOMHHECHEHIMH B KIOBETaX, CoJepalux KaaubpaTopsl
(«Kanmu6patopsl MagnoLIA o6mmit XI'u»?, npoussoautens 000 «Komnauusa Ankop Buo», Poccus),
HCTIONB3YIOTCA B Ka4eCTBE OMOPHBIX Touek. C MOMONIBIO AaHHBIX TOYEK NMPOHUCXOAMT KOPPEKTHPOBKA
KalHOpoBouHoro rpaduka, 3akogupoBaHHoro B maMsaTH npubopa. Ha ochoe mnpuHATOrO
KaIHGpoBOYHOro rpaduka pacCyuThiBaeTcs KoHIeHTpalus X[y B aHanu3znpyeMbIx obpasuax.

2.1.3. Kontpoas xauecTBa

Konuenrpauus XI'y, onpeaeneHHas B KOHTpOAbHBIX MaTepHanax («Konrponu MagnoLIA o6muii
XT'u», mponssoautens OO0 «Komnauua Anxop buo», Poccus), nomkHa monanats B AOMYCTHMBIi
ZMana3oH onpejeNeHUs, yKa3aHHbIH B acOpTe W 3aKOAWPOBaHHBIN B IITPHX-KoAE. JlaHHbBIE 3HAUYCHHSA
KOHLEHTpALMi HCHONB3YIOTCA B DPYTHHHOM KOHTpOJE Ka4yeCcTBa aHajlH3a I TNOATBEPXIACHHUA
NpPaBHJIBHOCTH BBIMOJIHEHHSA H3MEPEHHA.

2.2, CocraB H KomMIIeKTauus Habopa

B cocraB Habopa «MagnoLIA obmuii XI'u» BXOAAT cAeayOMHe KOMIIOHEHTHI, pa3MEIIICHHEBIC B
pa3HbIX OTCEKaX CELHATH3HPOBAHHOTO KapTpHDka®, MapkupoBaHHOro «MagnoLIA o6uwit XIMa»:

- TapaMarHUTHBIE MUKPOYaCTHLIBI ¢ HMMOGHIH30BaHHBIMH MOHOKJIOHANIbHBIMH aHTHTE/IaMH K [-
cybrenunnne XI'y (MY). Cycnensus, 17,5 M, oTcek KapTpHIKa,

- konbiorar anTH-B-XI'y ¢ akpuauHoBoit MeTko# (A*). XKuakocts, 20 M, 2 OTCeKka KapTpHIKa
no 10 ma.

Ha6op Beimyckaercs B AByX BapHaHTax HcrnonHeHus. Kaprpumk «MagnoLIA obmuft XI'u»
paccunraH Ha 100 ompepeneHu#t (cM. TaGnuuy 1) nmpu HCMONB3OBAHHH BCEro 06BEMa OCHOBHBIX
KOMITOHEHTOB OIHOBPEMEHHO.

Tabauna 1
BapuaHT ucnonnenus, | Komamnuectso KonnuectBo
KaT. Ne KapTpHxei onpeaeneHuH
1070001 1 wr. 100
1070002 2 mr. 200

2Kanu6paTops!, BXOAAIME B HaGop, aTTecTOBaHE! Mo MexayHapoaHomy cranaapty BO3 no XTIt (koa NIBSC: 07/364).
SrabapuTHeie pasmepnl kapTpHuka (ILLB) :170,2mmx 17,5MMx49,8MM.
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«MagnoLIA o6muit XI'u»

B xommiekT nocrasku Habopa «MagnoLIA o6muit XI'u» BxoasaT: HaGop peareHToB, MHCTPYKIIUA
M0 NPUMEHEHHUIO, NacnopT.

3. AHAJIUTHYECKHE U JUATHOCTUYECKHUE XAPAKTEPUCTHUKH

3.1. AnaaHTHYecKasl 9yBCTBHTEJLHOCTh, HHXHHE NPefe/bl H3MEPEeHHS

AHaJIHTHUYECKas YyBCTBHTENLHOCTh Habopa «MagnoLIA o6umit XI'u» B coorBercTBun ¢ TOCT
P 51352-2013 cocrasnser 0,5 MME/Mn (ME/n).

Onpenenenne HIKHUX NpeaenoB HiMepeHus Habopa «MagnoLIA o6umit XI'u» npoBoauaock B
COOTBETCTBHH C MOAH(HUHMPOBaHHLIM npoTokonom EP17 CLSI?,

IIpenen (nopor) «xosocroit» npo6sl (LoB) cOOTBETCTBYET KOHLIEHTpAlLMH, HHXE KOTOPOH C
BEPOATHOCTHIO 95 % OynyT ob6HapyxeHsl npobsl, He conepxamue XI'y. LoB Habopa «MagnoLIA o6mu#t
XTI'u» cocrasnser 1,6 MME/mMn (ME/n).

Ilpenen (nopor) obuapyxenus (LoD) coorBercTByeT MHHHMaNbHOR KOHUEHTpauuH XI4,
KOTOpYIO MOXHO 0OHapyXHTb (3HaueHHe BBIlE Npefena (Mopora) «XoNocTo#» Npo6bl ¢ BEPOATHOCTHIO
95 %). LoD na6opa «MagnoLIA o6umit XI'u» cocraBnser 2,0 MME/Mn (ME/n).

3.2. AnanutrHveckas cneHPHIHOCTH

Onpenenserca kak crnocoOHOCTh Habopa OOHapy)XHBaTh JIMINB TOT AHAIUT, IS KOTOPOro OH
npeAHa3HayYeH, B MPHCYTCTBHHU JPYTHX BEJIMUHH, NPE/ICTaBIEHHBIX B Npobe.

UntepdepeHuns. YCTaHOBIEHO B COOTBETCTBHH ¢ MOAHGHUHPOBAHHLIM npoTtokonom EPO7 u
EP37 CLSI*, uTo noBbiieHHE KOHIEHTpaLMH reMorobusa 1o 10 r/n, 6unupy6uHa (KOHBIOTHPOBAHHOTO)
no 475 mxmons/n, Gunupy6uHa (HEKOHBIOTHPOBaHHOro) A0 684 MKMOb/N, TpUrnHuepuaos mo 17
MMOB/TT HIIH CHIBOPOTOYHOro anb6ymuHa 210 60 r/n B mpobax He oka3bIBacT HEraTHBHOrO BO3AECHCTBHA
Ha pe3y/lbTaThl aHAIN3a MpPH HCNONMb30BaHWM Habopa «MagnoLIA obumi#t XI'u», HO He cremyer
HCNOJIB30BaTh FeMOJIM3HPOBAHHBIE HIIH MYTHBIE 06pa3isl.

Hanuuue aHTHKOAryJIsHTOB (NIHTHeBas conb remapuHa, kanueBas conb OJITA (K23MTA,
K3DJITA)) B npoGax He OKa3bIBaCT HETaTHBHOro BO3JACHCTBHA HAa pe3yNbTaThl aHamu3a mpu
HCToNb30BaHHM Habopa «MagnoLIA o6umit XIu».

IMepekpectHas peakTHBHOCTb. Hamuume nepexpecTHbIX peakuuit B obpasuax, cogepxalux
NOTEeHUHAIbHBIE KPOCC-PEAKTAHTHI: MOTEHHHU3IHPYIOLINHA rOPMOH, QOJLTHKYIOCTUMYTHPYIOMHMA FOPMOH,
THPEOTPONHBIH TOPMOH, HE BRIABJICHO.

33. Xyk-2pdeKT BbICOKHX KOHICHTPALHH

B Hafopax peareHTOB, OCHOBaHHBIX Ha «COHABHW-NIPHHLHMIIC aHaIW3a, NpPH BBICOKHX
KOHIEHTPALMAX aHAJMTa 3aBHCMMOCTh BEIHYHHBI CHTHala OT KOHLEHTPAMH CTaHOBHUTCS 0OpaTHO
NPONOPLUHOHANBHON (Tak Ha3biBaeMblff XyK-3¢dekT BbicOkMX KoHUeHTpauui#). [Ipy Hcrmonb3oBaHMH
nabopa «MagnoLIA o6umit XI'u» xyk-a¢idekt He o6GHapyxeH BIIOTh N0 KoHueHTpauud XI'a 500 000
MME/mMn (ME/n).

3.4. [ToBTOpSiEeMOCTHL H BOCIPOH3BOAHMOCTD

Kosdduuuent sapuanuu koHueHTpauuu XI'y B OXHOM M TOM ke obpasiie NpH UCIONL30BAHHH
Habopa «MagnoLIA o6uuit XI'u» He npesbinact 8 %.

3.5. /\uana3on HiMepeHHit

Jlune#nelt  muanascH u3MepeHud HaGopa «MagnoLIA ob6mmit  XIu»  cocraBiser
0,5 — 10000 MME/Mn (ME/n). 3HayeHHs HUXKE aHATMTHYECKON YyBCTBHTEILHOCTH OTOOpaXaloTCs Kak
<0,5 MME/ma (ME/n). 3HaueHus BhIlIe MAKCHMAJILHOTO 3HaUYECHHA MacTep-KpHBOHA oToOpaXxaroTcs Kak >
10000 MME/mn (ME/n).

“Clinical and Laboratory Standards Institute, MHCTHTYT KIHHHUECKHX U 1a6OPaTOPHBIX CTAHAAPTOB.
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«MagnoLIA obwuin XTIu»

[ns nonyyeHnsa MHpopMaumm 0 pesynbTatax, Haxo4AWMNXCA 3a BEPXHUM NpeaenoM yKasaHHOro
AvanasoHa W3MepeHuin, cnepyet AOMOMHUTENbHO pas3BecTu o6pasubl B nponopuum 1/25 (c
MCMO/Ib30BAHMEM aHann3aTopa Ui BPyYHYH) U NOBTOPHO UX UCC/efoBaTb. B ciyyae 4ONONHUTENBHOTO
pasBefeHns obpasLa N3MepeHHY KOHUEeHTpaumo XTIy Heo6X0ANMO YMHOXNUTb Ha (PAKTOP pa3BefeHns
(25).

3.6. [dwnana3oH 0XXupaemblX 3HAYEHUN

KoHueHTpaymsa XI'yy 200 350p0BbIX JOHOPOB 060MX NOJIOB B BO3pacTe 18—40 neT He npeBblillana
10 mME/mn. B Tabnuue 2 npuBeAeHbl 3HAYEHMA OXMAAeMblX MoKasaTenein XI4 y >KeHWMWH Ha
pa3INYHbIX CPOKaX HOPManbHO NpOTEeKaloLLeli 6epeMEHHOCTI M COOTBETCTBYHOLME UM PEKOMEHLYEMblE
pasBefieHNs aHanM3npyemblx 06pasL0B KPOBU Nnepej NpoBefeHNneM aHaim3a.

Tabnuua 2
CPOK 6EpEMEHHOCTH Meanana, TonepaHTHbIe PekomeHpyemoe
(NONHBIX Heaens) MME/mn (ME/n) npegensl, MME/Mn pasBefeHue obpasua

(ME/n) KpoBu

2 150 50-300 6e3 pasBefeHus

3N 2 000 1500-5 000 6e3 pasBefeHus
4-5 20 000 10 000-30 000 1:25
5-6 50 000 20 000-100 000 1:25
6-7 100 000 50 000-200 000 1:25
7-8 80 000 40 000-200 000 1:25
8-9 70 000 35 000-140 000 1:25
9-10 65 000 32 500-130 000 1:25
10-11 60 000 30 000-120 000 1:25
11-12 55 000 27 500-110 000 1:25
13-14 50 000 25 000-100 000 1:25
15-16 40 000 20 000-80 000 1:25
17-21 30 000 15 000-60 000 1:25

[dnanasoH 0XugaemblX 3Ha4YeHWI 3aBUCUT OT MHOrMX (PaKTOPOB: CMAEUUPUYHOCTM MeToAa,
0co6eHHOCTen mccnegyeMol nonynsaummn, TOYHOCTU MeTofda B KOHKpEeTHOW na6opatopun. Mo 3ToW
NPpUYMHEe PEKOMEHAYeTCA KaxXpaoi nabopaTopum MCMNONb30BaTb MPEAOCTaBNEHHbIE W3rOTOBUTENEM
3Ha4yeHUs TONbKO A0 Tex Mop, Nnoka cneyuanucTamn naboparopum He O6yLyT onpejesieHbl AManasoHbl
OXMAAeMbIX 3HAYEHWNIA, XapaKTepHbIX AN KOHKPETHOM NONynauny B MecTe pacnonoxXeHus nabopatopuu.

MpuMeyaHue: pesynbTaTbl W3MEPeHWn KOHUeHTpauunm XTIy npuM uMcnosnb3oBaHUM Habopa
«MagnoLIA o6wunit XI'u» BblpaKeHbl B MME/MA, Ana nepecyeTa NoNy4YeHHbIX KOHUEHTpauuii B8 ME/n
Heo6X04AMMO YMHOXUTb NOJTyYeHHOe 3HavyeHne Ha 1.

3.7. OTKpblITHE

TecT Ha «OTKPbITUE» — 3TO MPOBEPKA COOTBETCTBUS 3HAYEHUS OMPeAensieMoii KOHLEHTpauum
XTIy pacueTHOW BennuuHe. MpoueHT OTKPbITUA Ans Habopa «MagnoLIA o6uimnii XIu» coctaBnseT 90-
110%.

4. MEPbI NMPEAOCTOPOXHOCTW

4.1. TloTeHuManbHbIA PUCK NpPUMeHeHUs Habopa Knacc 26 (cornacHo [pukasy
MuHucTepcTBa 34paBooxpaHeHns PO NedH ot 06.06.2012 r.).

4.2.  Bce KOMMNOHEHTbI Habopa B UCMNOJIb3YyeMbIX KOHLEHTPaUNAX ABAAKTCA HETOKCUUYHbLIMU.

4.3. pwu paboTe c Habopom cneayet cobnogats TpeboBaHns TOCT P 52905-2007 un CaHluH
3.3686-21.

4.4, [onycKaTb K paboTe ¢ HAOOPOM TONbKO cneLnanbHO 06yUYEeHHbI NepcoHan.

45, TNepep Havyanom paboTbl 03HAKOMUTLCA C UHCTPYKLUMEN M MPUMEHATbL HAbop CTPOro no
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«MagnoLIA o6umit XI'u»

Ha3HAYEHHIO.

4.6. Ilpn pabGore c HaGopom cieayeT HCNONB30BATh CHNELHATH3UPOBAHHYIO OAEKAY
(MeaMUHMHCKHI Xanar MaM KOMOWHE3OH, LIANMOEYKy) M CPEACTBa MHAMBHAYATbHON 3alMTHI (Macky,
3allMTHBIC OYKH, OJHOPA3OBble PE3HHOBLIE WM IUTACTHKOBBIE MEPUATKH, paspelIeHHbIE K NPHMEHEHHIO
Ha TeppuTopuH PO).

4.7. Buumanue! B coctaB kKOMIIOHEHTOB Habopa BXOAMT COJISHAA KHCJIOTA B KOHLIEHTpALHH
0,05% u xoHcepBaHT B KOHUeHTpauuu MeHee 0,05%, uro aBngercs 6GezonacHeM s 4enoBeka. [Ipu
HCIOJIb30BaHHH IO HA3HAYEHHIO M COONIIONEHHH Mep MpPENOCTOPOKHOCTH KOHTaKT C OpPraHH3MOM
yenoBeka HekmoueH. [Tpu aBapuiHBIX CHTYaLMAX BO3MOXHO pa3/ipaxeHHe KOXH U CIU3HCTOH 060104KH
rfa3 y 4yBCTBHTEJbHBIX JIHL. IIpH KOHTakTe NPOMEITH MOPAXKEHHOE MECTO BOJAOA M 0OpaTHTBCA 3a
MEIHMIIHHCKOH NOMOIIEIO.

4.8. Xumnueckas nocyaa H ob6opynoBaHHe, KOTOpbIE HCHOJNb3yIOTCA B pabore ¢ Habopom,
JOJDKHBI OBITH COOTBETCTBYIOIIHMM 00pa3oM MapKHpPOBaHbI H XPAHHTBLCA OTAENBHO.

49. Jlnsa o6paGorku nmocyabl M OOOpyNOBaHHA  PEKOMEHIYETCA  HCIONB30BaTh
Je3HH(UIMpYIOIIHE CPEACTBA, H3rOTOBJECHHbIC HAa OCHOBE TPETHYHBIX aMHHOB, YETBEPTHYHBIX
aMMOHHeBBIX coenuHennit (UAC) MM CMpTOB M paspelleHHble K NPUMEHEHHIO Ha TEppHTOpHH PO.
Hcnons3oBanne ae3MHHIMPYIOLINX CPEACTB Ha OCHOBE aKTHBHOTO KHCIIOPOJA H XJIOpa BO3MOXHO JIMIIb
Ha NpeJCTEPHIIN3ALMOHHOM 3Tale, C NOoCIeAYIoleH TEPMHUECKON CTEpHITH3aLHEN.

4.10. 3anpemaercs npHeM NHUIM, HCMOJIb30BAHHE KOCMETHYECKMX CpDEICTB M KYpEHHE B
NOMELIEHHAX, NTpeHa3HaYeHHbIX JUIf paboTel ¢ HabopoM.

4.11. Y6upats H ae3uHPHUMPOBATH Pa3NThie 06pa3Lbl HIIH KOMIIOHEHTE! Habopa, HCTIoNb3YA
Ie3uHQHUHpYIOlHe CpecTBa B cooTBeTcTBHH MY 287-113.

4.12. VYpanaTh HEHCNOJb30BaHHbIE peakTHBBl Habopa B COOTBETCTBHH C TpeGOBaHHAMH
CanlluH 2.1.3684-21.

4.13. Tlocne McCNONB30BaHHA BCE KOMMOHEHTH! Habopa, o6pasiibl, KOHTPOJLHBEIE MaTepHalbl,
PacXoJHLle MaTepHalbl M OpYrHe pearcHThl, KOTOpble KOHTAaKTHpoBanuW ¢ ofpasuaMu BO BpeMA
06paboTKH, XpaHEeHHs M aHaTH3a (B TOM YHMCJe: NEPYaTKH, HAKOHCUHHKHU H T.J1.) AOJDKHBI coGMpaThes
OTAENBHO M CTEPHIM30BaThCA B AaBTOKJIABE C TNOCAEAYIOWICH YTHAH3aUHEH B COOTBETCTBHH C
tpe6oBanuamu CanlluH 2.1.3684-21. BMecTo aBTOK/IaBHPOBAHHA OTXOMBI MOTYT OBITH CTEPHIH30BaHbI
Ne3MHQUUMPYIOIMM CPEACTBOM, NMOC/TE YTHIM3UPOBAaHBI B COOTBETCTBHHM ¢ TpebGopaHuamu CanlluH
2.1.3684-21.

4.14. He ucnonb3osath HAOOp MO HCTEUEHHH CPOKA FOAHOCTH.

S. OBOPYJIOBAHME U MATEPHAJIbI, HEOBXOUMBIE JUIs1 IIPOBEJAEHUSA
AHAJIN3A

- «AHAQIH3aTOp aBTOMATHYECKHN HMMYHOXMMHYECKHH XEMHIIOMHHECLUECHTHbIH «MagnoLIA» ¢
npunajiexuoctamMu no CHAB 421457.002 TY («MagnoLIA») (npoussosutens OO0 «Komnanus
Anxop Buo», Poccus, PY NeP3H 2019/9282);

- «Ha6op pearenTos s kanu6posku «KamuGparopsr MagnoLIA o6muit XI'u», mo TY 21.20.23-
616-98539446-2022» (npoussoautens OO0 «Komnanwus Ankop buo», Poccus, xar. Ne 1070101,
1070105);

- «<Ha6op peareHTOB /Ui KOHTpOJA KauecTBa aHann3a «Konrponu MagnoLIA o6uwwmi XI'u», o
TV 21.20.23-617-98539446-2022» (npoussoautens OO0 «Komnanus Ankop Buo», Poccus, kar. Ne
1070201, 1070205, 1070210);

- BoxHo-coneBoit pacTsop s passeaenus o6pasuos MagnoLIA «/lumoeHT 1» (mpousBoanTeNb
000 «Komnanus Ankop Buo», Poccus, kar. Ne 0000301 xaprpumk uiu kat. Ne 0001001 ¢nakon).
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- «BomHo-coneBo#t pacTBOp U NpPOMBIBKHM peakUHOHHBIX KioBeT MagnoLIA «Bypep W1»
(mpoussoautens OO0 «Komnanua Ankop Buo», Poccus, kat Ne 0000405);

- Berpaxusarens naGopaTopHbIi MEAULHHCKHU;

- [lunetka nonyaBToMaTHYeCKast OQHOKaHAIbHAA CO CMEHHBIMH HAKOHEYHHKAMH C H3MEHSEMEIM
obnemom otGopa xuakocteit: Ha 200-1000 MKy, aTTecTOBaHHAas MO 3HAYEHHIO CpeaHed NO3BI H
CXOIHMOCTH pe3y/nbTaTOB ITHIIETHPOBAHHS, MOIPELIHOCTDb He Gonee 3 %,

- XonoaunbHUK GBITOBOI;

- MHorouenessle noaunponuaeHoBsie Npo6Hpku 12x75 MM BMeCTHMOCTHIO 5,0 MII, «npoGHpKH
s obpasuos» (npoussoautens OO0 «'em», Poccus);

- OtaenbHble Xanar, manoyka, o0yBb H OHOPa30BbIe NEPYATKH, pa3pelicHHbIE K IPUMEHEHHIO
Ha Tepputopun PO (wm cootBerctBytome [OCT P 52239-2004).

6. AHAJIM3UPYEMBIE OBPA3IbI

6.1. 3abop xpoBH H3 BEHBI OCYIIECTBIAIOT ¢ cobmonaeHueM mnpaBun acenTtukH. Ilocne
($OpMHpOBaHHA CIyCTKa CHIBOPOTKY OTAENAIOT NyTeM LeHTpHyruposanus (npu 800-1600 g B TeyeHue
10 MuH. mpu KOMHaTHOM TeMmeparype). 3a60p KpOBH A MOJY4YEHHS I1a3Mbl OCYILECTBISAIOT B
npoOupKy, CORepKallyl0 aHTHKOAryJIfHT (JIUTHEBas COJb renapuHa, kanuesas conb IJTA (K:9TA,
K33/ITA)). [Inasmy kpoBH nosy4aloT LeHTpHyrupoBaHHeM Nnpodupok ¢ ueasHoi kposbio (800-1600 g
B TeyeHHe 20 MHH. IPH KOMHATHOMH TeMIepartype).

ITocne ueHTpuyrupoBaHHs CBIBOPOTKY W/IM IUIa3My NMEPEHOCAT B OTACIbHYIO NPOOHpKY, MpH
HeoOXOQUMOCTH.

6.2. Cucrema aBTOMaTH4YecKoro aHamusatopa «MagnoLIA» He no3BoJjseT NpPOBEPUTH THII
obpasua. ITpon3BoauTENL HE HECET OTBETCTBEHHOCTH 3a NPOBEPKY THNA o6pa3iia, HCNOJb3yeMOro MpH
aHannse «MagnoLIA o6muit XIu».

6.3. Jlns mpoBeleHHs aHanM3a He cledyeT MCMOIb30BaTh FEMOJH3HPOBAHHYIO HJIH MYTHYIO
CBIBOPOTKY H IJ1a3My.

6.4. Jlna mpoBeneHus aHanmu3a HeoGxoaumo He meHee 300 mkn obpa3sua juis MOCTaHOBKH B
MOHOIUTHKATax. J{ia aHanu3a B 1 MOBTOpPEHHH AOCTATOYHO 25 MKJ 06pa3ua, JOMOIHHUTENbHO 275 MK
JIOJKHO 3aK/IafIbIBaThCA KaK MEPTBBIH 06beM, uis cpabaTbiBaHHA JaTYHKA YPOBHS HIJIBL.

6.5. MHccnenyemas anukBora ofpasua He JOMKHA HaxoauThes Gonee Tpex 4acoB Ha Gopry
aHajM3aTopa.

6.6. O6pa3siLsl CLIBOPOTKH H I1J1a3Mbl KPOBH pa3pelliaeTcs XpaHHTh NpH Temmneparype +2...+8 °C
He Gomee 2 CYTOK B XOJOOWIBHBIX KaMepax HIM B XOJIOAHIBHHKAX, O06eCreuHBAOIIMX
Per/IaMEHTHPOBAHHEI TEMMNEPATYpHBI peXHM; NpH HeobxoaumocTH Gojiee JUIMTENBLHOrO XpaHEHHs
PEKOMEHIyeTCs ATMKBOTUPOBATh 06pasell U XpaHUTh B 3aMOpOXKeHHOM Buje npu temneparype -20 °C u
Huxe. He nonyckaercs moBTopHoe 3aMopakuBaHKe obpasiia.

6.7. O6pasusl ¢ koHueHTpauue#t XI'4, HaxoAfweHCs 3a BEPXHHUM TNPEAENIOM AWANa3OHa
H3MepeHHi, NOo/KHBI ObITh pasBeseHbl «JlHmoeHTOM 1» B 25 pa3 (C HCIOL30BAHHEM AHAIN3ATOpa HIIH
BPY4HYIO) M HCC/IeZIOBaHbI IOBTOPHO. [TpH HEOGXOAMMOCTH NOBTOPHTH aHATH3 Ul pa3BeCHHOro obpasua
CJIEAyeT BBINOJIHUTD €ro pa3BeJIcHHE 3aHOBO.

7. NMPOBEJXEHUE AHAJIUTUYECKON CECCUH

OnucanHas B JAHHOW MHCTPYKUMH HHQOpMauUHs CONEPXHT oOlIHe CBEJCHHA O TNOpANKe
NpOBE/ICHHA AHAIHTHYECKON ceccMM Ha aHanusatope «MagnoLIAy». [lns mnonyueHns neTanbHOH
HHpOpMalMH nepe] HayaloM paboThl 03HAKOMBTECh C PYKOBOACTBOM MO 9KCIUTyaTallMH aHaIH3aTopa
«MagnoLIA».
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7.1. TloAroToBKa peareHToB

7.1.1. Tepen nomelleHMemMm HOBOro (3anevyaTaHHoro) kaptpumxka «MagnoLIA obwmin XTu» B
610K peareHTOB aHanm3aTopa He0OXOAMMO MpeaBapuUTe/bHO MepemellaTb ero COAepPXMMOE BPYUHYIO.
BaxHO n3beratb 06pa3oBaHuA MeHbl NpU nepeMelinBaHnn. He cnepyeT BCTpAXMBaTb KapTpuax. Ana
PYYHOTO MepemMeLLBaHNA BbINOMHUTE CNeAytoLLne onepaunn:

1) CopueHTUpyiTe KapTPUIXK TFOPWM3OHTaNbHO, OTBEPCTMAMM C 3aLLMTHOW MNNEHKOW BBEPX W
BO3bMUTE C NPOTUBOMOMIOXKHBIX KPae..

2) MnaBHO NOAHMMWUTE OAUH U3 KpaeB TakMM 06pa3oMm, YTOObI KapTpUAXK 0Kasasica NOBEPHYT Ha
90 rpapgycoB (T.e. 3aHAN BEPTUKaANbHOE MOJIOXKEHME).

3) MnaBHO MOgHMMMWTE APYroi Kpaid, OAHOBPEMEHHO OMyCKas NepBblii, TaKMM 06pa3om, 4ToObI
KapTpuaK pa3BepHyncs Ha 180 rpagycoB B BepTUKaNbHOM NIOCKOCTMW.

4) MnaBHO BEPHUTE KapTPULK B FTOPU30HTaNbHOE MOOXKEHNE.

5) MoBTopuTe Warn 2-4 He MeHee 20 pa3 UKW A0 BbINOMHEHUS CNeAYHOLWNX YCNOBWUIA:

- Ha jHe KapTpuaxxa OTCYTCTBYHOT CKOM/IEHNS CNEXaBLUMXCA MUKPOYacTuL,;

- B CYCMEH3MUM OTCYTCTBYHOT KOHI/TIOMepaTbl MUKPOYaCTHUL.

Ana KapTpuakKen, XpaHAaLLMXcs B 3arpy304HOM 6/10Ke aHanm3aTopa, py4yHoe nepemeLinBaHue He
TpebyeTca, nepes 3anyckoM aHaMTUYEeCKOW ceccum NPOM3BOAMTCA aBTOMATUYECKOe MoKaynBaHue
KapTpuaxein, Heob6xoanMMoe A8 pecycrneHANPOBaHNA MUKPOYaCTHULL,.

BcKpbITble KapTpUKKW, XpaHALLMecs B XO0N04AUNbHUKe B 3aBOACKONM Tape, nepej NoMeLeHVEM B
610K peareHToB, TPebYyHT TULATE/IbHOrO, HO OCTOPOXHOrO MepemMelunBaHUA napamarHUTHbIX
MUKpoYyacTul,. N36eratb BbIMECKNBAHUS XUAKOCTEN M MeHOObpa3oBaHus.

ECAN MUKpOYacTULbl He yAaeTCa NepeBecT B FOMOreHHyt cycneHsuio, HE UCMOJb3YWNTE
HABOP.

7.1.2. Bce ocTanbHble peareHTbl rOTOBbI K UCMO1b30BaHUIO.

7.1.3. Tlepen nomelleHNEM peareHTOB B COOTBETCTBYHOLLME 6I0KM aHanM3aTopa NpoBepuThL BCe
pacTBOpbl Ha OTCYTCTBME My3blpbKOB BO34yXa. Y AanuTb My3blpbKW 40 NPOBEAEHUSA aHannsa nerkum
nokKayvBaHueMm, He fonyckas neHoobpa3oBaHus.

7.1.4. O6pa3sybl CbIBOPOTKM W NnasMbl KPOBU A5 aHanm3a [O/KHbI ObiTb [0BeAeHbl [0
KOMHaTHOl TemnepaTypbl. O6pa3ubl nocne oTrtamBaHusi Heobxoanumo TLWATEJ/IbHO nepemewaTb €
nomouwbto MEASTEHHbIX BpallaTenbHbIX ABUXEHWIA WX OCTOPOXXHOrO MepeBOpayvMBaHua U nepej
MCNONb30BaHWEM LeHTPUQYrmpoBaTb NS YAaneHUs AUCNepCHOro BeLecTsa.

Y6eautecb B OTCYTCTBMM My3blpbKOB BO BCeX 06pasuax. Ypanute Ny3blpbKu L0 NPOBeAEHUs
aHanu3sa.

7.2.  Tpouenypa KannmbpoBKu

MpenBapuTensHO  MONMYyYeHHass pedepeHCHas KanubpoBouyHas KpuBasi  (MacTep-KpuBas)
apantupyetcsa ans aHanusa «MagnoLIA o6wuii XIu» npyu ucnonb3oBaHum Habopa «Kanubpatopbl
MagnoLIA o6uunii XI'y».

KannbpoBka npu ucrnonb3oBaHMM Habopa «Kanubpatopbl MagnoLIA obuwmnii XIu» fo/mkKHa
BbIMONHATLCA B CEAYOWMX CyYanX:

- Npwu 3anycke ceccun Ha aHanusaTope «MagnoLIA» ¢ ncnonb3oBaHuem KapTpugxa «MagnoLIA
06wumin XIru», kKannbpoBKa KOTOPOro paHee He NPOBOAUNACS;

- O4VH pa3 B 7 fHel AN KaxXAoro kaptpuaxka «MagnoLIA obwmin XIu»;

- Npwu 3anyckKe ceccun Ha aHanmsatope «MagnoLIA» ¢ ucnonob3osaHuem KapTpnaxa «MagnoLIA
o6wWwumii XIu», kKanmbpoBKa KOTOPOro npocpoyeHa (0T MOMEHTa nocnefHel KannbposkM npowsio 6onee
7 aHel);

- eC/in pe3ynbTaT aHann3a XoTa 6bl 04HOr0 KOHTPONsA M3 Habopa «KoHTposim MagnoLIA o6wwnii
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XIu» BIXOAUT 3a Npefenbl yCTaHOB/IEHHOr0 AnanasoHa.

AHanusatop «MagnoLIA» MOXeT OCYyLeCTBNATb KaIM6POBKY B OTAENbHO Bbl4ENEHHON ceccuu
WM OLHOBPEMEHHO ¢ 06pa3uamMy B paMKax O4HOW aHa/IMTUUYECKON ceccum.

BHUMAHWNE!

KomMmnoHeHTbl Habopa «Kanubpatopbl MagnoLlA o6wunii XIu» ABAAKOTCA MHOrOpasoBbIMMU,
ofHOro KkommnekTta Kanmbpatopos 1-4 goctatoyHo ana 10 npoueayp KannbpoBKu.

Ona npegoTBpalleHns UcnapeHns >XUAKOCTW, cpasy Mocnie WUCMonb30BaHWUS  (pakoHbI
Heo6X0ANMO 3aKPbITb KPbILLIKAMW B COOTBETCTBUN C UX MapKUPOBKOW, NMOMECTUTb B YNaKOBKY
npeanpUATUA-U3rOTOBAUTENSA B BEPTUKAIbHOM MOMIOXKEHUN N XPaHUTb NpWY TemnepaType OT +2
[o-\- 8°C B X0NM04UNbHbIX KaMepax WUn B X0NoanbHUKax, obecneymBaroLLImMX perfnaMmeH TUpPoBaHHbI
TemnepaTypHbIN peXXMM.

P 1akoHbI C KaniMbpatopamm He A0/HKHbI HAXOAUTLCA Ha 6opTy Npubopa 6osee 3 Yacos, CyMMapHO
B [ecATn ceccuax, HeoOXOAMMO Y4yuTbiBaTb 3TO MpPU  BbIMOJIHEHUM MpoUeAypbl  KainbpoBKM
O HOBPEMEHHO C 06pa3Lammn B paMKax OA4HON aHaNUTUYECKON ceccmmn. s nonyyeHns 6onee noapo6HON
NMHopMaLmmn obpaTMTech K UHCTPYKLMM NO NpuMeHeHUto Habopa «Kanubpatopbl MagnoLIA o6uiuii
XTu»,

7.3. Mpoueaypa KOHTPONSA KayecTBa

MoaTBepXAeHNEe NPaBWUIbBHOCTWM aHanus3a npuM ucnonb3oBaHuM Habopa «KoHTponn MagnoLIA
o6wWmin XI'y» AOMKHO BbINONHATLCA B KaXK[A0 aHanuMTW4ecKol ceccun. Mpu NpoOa0MKUTENbHOCTH
ceccun 6onee CyToK, onpefeneHne KOHUEHTPaUUM KOHTPOMeRn AO/MKHO ObiTb NPOBEAEHO MOBTOPHO NO
McTevyeHNN 24 yacoB OT Hayana ceccun. MoATBeEPXKAEHNE NPaBUIbLHOCTW aHann3a BbIMOHAETCA B pamMmKax
PYTUHHOIO KOHTPO/IA KayecTBa, r4e KOHTPOM M3 Habopa pa3MelyatoT B LWTaTMBax, NpejHasHauYeHHbIX
ANA KanmbpaTopoB 1 KOHTPO/EN, N 06pabaTbiBalOT UX pe3ynbTaThbl TaK Xe, Kak 06pa3Libl NaLMeHTOoB.

BHUMAHWE!

KoMnoHeHTbl Habopa «KoHTponn MagnoLIA o6uimnii XI'u» ABNAOTCS MHOropa3oBbIMU, OHOIO
KoMmnnekTa KoHTponein 1u 2 goctatouyHo ana 20 npoueayp KOHTPOS KavecTsa.

Ona npegoTBpalleHMs UcnapeHns >XUAKOCTW, cpasy Mocfie WUCMo/b30BaHUSA (h1aKoHbI
Heo6X0ANUMO 3aKpPbITb KPbILLKAMU B COOTBETCTBUN C X MApPKMPOBKOW, MOMECTUTb B YNaKOBLL;
npeanNpUATUA-U3rOTOBUTENA B BEPTUKAILHOM MOMNOXKEHUN U XPaHUTb NpU TemnepaType oT + 2
[o-" 8°C B X0NoAUNbHbIX Kamepax Unn B XONOANUIbHUKAX, 06ecreunBatoLLmMx pernameH TUPOBaHHbIN
TemMnepaTypHbIN PeXKUM.

P 1aKOHbI C KOHTPONIAMW He LO/IKHbI HAX04MTbCA Ha 60pTy Npmbopa 6onee 5 yacos, CyMMapHO B
ABafjuaty ceccuax, HeO06XOAMMO YUMTbIBATb 3TO MNPW  BbIMOJHEHUX MNpoueAypbl  Bannpauum
O0[JHOBPEMEHHO C 06pa3uamMu B pamMmKax 0fHO aHaNNMTMYECKO ceccun. Ans nonyyeHums 6onee Nnoapo6HON
MH(popMaLmMmn obpaTnTech K MHCTPYKLUKN NO NpuMeHeHM0 Habopa «KoHTponn MagnoLIA o6uwmnin XTu».

7.4. 3anyckK aHanUTUYeCKOW ceccum
7.4.1. BknwouynTe aBTOMaTM4Yeckuin aHanuszatop «MagnoLIA» cornacHo pyKoBOACTBY MO
aKcnyaraymm.

7.4.2. 3arpysuTe NOArOTOB/IEHHbIE peareHTbl Ha 6opT aHanuszatopa «MagnoLlA» cornacHo
PYKOBOZACTBY NO 3KCnayaTayuu.

7.4.3. 3arpysuTe faHHble 06 obpasuax M peareHTax B MamMAaTb aBTOMATMYECKOro aHanmsatopa
«MagnoLIAx» cornacHo pykoBoACTBY MO 3KcnayaTauuu.

7.4.4. Co3paliite CNUCOK 3afay, KOTOPble AO/HKHbI OblTb BbINOMHEHbI B JAHHON aHaNIUTUYECKOW
Ceccuu, corfiacHoO PyKOoBOZLCTBY MO 3KCMyatauuu.

7.4.5. 3anyctute aHa/MTMYECKYK) CEeCCMI0  aBTOMaTM4YecKOro aHanmsatopa COrnacHo
PYKOBOACTBY MO 3Kcnayatauum.
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7.4.6. Ilporpamma mpubopa Mo3BONsAET ABTOMATHYECKH BBLIMOIHHUTH BCE CTaAMH aHanu3a Ge3
BMEIIaTEILCTBA MOJIB30BATE]IA.

7.5. Ilony4yenue pe3yanLTaToB .

7.5.1. Ilepeiinute B Menio HASHAYEHHA.

7.5.2. ]Ins oTo6pakeHHsA KOHKPETHOIrO pe3yJibTaTa Ha 3KpaHe, BEIOepUTE B TabNHLE pe3yIbTaTOB
SAYEHKY, COOTBETCTBYIOLLYIO NMAlHEHTY (NpaBblii cTON6EL) H TECTY (BEPXHAA CTPOKA).

7.5.3. Jlna neyaTH pe3yjbTaTOB AHAINTHYECKOH cecCHM, HaxMmuTe KHONKYy ITEYATH wn
BBIOEpHTE U3 OTKPBIBIIEroCs CMCKa HeobxoauMoe nefcTBue.

AHanH3aTOp NMO3BOJIAET paceyararTh:

- CIIHCOK 3aj1aY, 3aaHHBIX JUIA JAHHOH aHaIIMTHYECKON ceccHH;

- pe3yJIbTaThl NalMEHTa, BLIOPaHHOTO ONEpaToOpOM;

- BCE pe3yNbTaThl, NONyYEHHbIE B JAaHHOH aHAIMTHYECKOH CECCHH;

- pe3yJbTaThl, HAUHHAsA C WJIK 3aKaH4YHBas MALHEHTOM, BLIOpaHHBIM OIIEPATOPOM.

7.6. Orpanuyenne Tecta

B auMarHoCTHYeCKMX LENAX pe3ynbTaThl, MOJY4YEHHBIE NMPH NMpUMeHeHuH Habopa «MagnoLIA
ob6muit XI'u», cnenyer ucnonb3oBaTh COBMECTHO C pe3yiabTaTaMH JPYTHX AHArHOCTHYECKHX METOMOB!
KIIMHHYECKHX (CYOBbEeKTHBHOE M 06BbEKTHBHOE 00C/IeJOBaHHE), HHCTPYMEHTAJIbHBIX, JAOOPaTOPHBIX H
npouee.

OG6pa3iibl, B3AThIE Y MAIHEHTOB, KOTOpPbIE B JHATHOCTHYECKHX HJIH JIEYEOHBIX LEJIAX NIPUHHMAIH
npenaparbl MOHOKJIOHAIBHBEIX MBIIHHBIX @HTHTEN, MOTYT COJEpXKaTh YEJIOBEYECKHE aHTHTENA MPOTHB
MBIIIHHBIX aHTHTEN. Takue oOpa3ipl MOryT NPUBOAUTH K OLIMOOYHO 3aBBIICHHBIM HIIH 3aHHXXEHHBIM
3HaYeHHAM. MoxeT noTpeGoBaThcA JOMONHUTENbHAA KIIMHHYECKasA HITH AMArHOCTHYeCKas HHopMauus
JUIS OTIpEICNICHH CTaTyca NalHeHTa.

Haxopasinuecs B ChIBOPOTKE reTepouibHble aHTHTENA, KOTOPHIE MOTYT B3aHMOIEHCTBOBATh C
HMMYHOTII00y/IMHAaMH, BXOAAIIAMH B COCTaB peareHToB, 061aJaloT COCOOHOCTBIO CO3/aBaTh MOMEXH
HMMYHOXHMHYECKOMY aHaiu3y in vitro. O6pa3iibl, B3ATEIE Y MALMEHTOB, MOCTOSHHO BCTYNAIOLIMX B
KOHTAKT C KHBOTHBIMHM MJIM MPOAYKTAMH Ha OCHOBE CHIBOPOTKH XXHMBOTHBIX, MOTYT OBITh I10BEPXKEHBI
uHTepdepeHIMH, H B HUX MOTYT HabMoAaThcs aHOMaJIbHbIE 3HAYEHHA. B TakuxX cryyasx Ui OCTaHOBKH
AMAarHo3a MoXeT MoTpe6oBaThCA ROMOTHUTENbHAA HHPOPMALIHS.

8. TPAHCIIOPTUPOBAHUE U XPAHEHHUE

8.1. TpancnoprupoBaHne HaGOpOB cleayeT POH3BOANTE BCEMH BHAMH KPHITOrO TPaHCIOPTa
npu Temneparype ot + 2 ao + 8 °C.

8.2. TpaucnopTHpoBaHHe H3enuii npu TeMnepatype ot + 2 110 + 8 °C 10/KHO IPOH3BOAUTHCA
B €MKOCTAX HJIM NPH MOMOLIM XOJOAMWIBHBIX YCTAHOBOK, 00€CIeYHBAIOIHX perjaMeHTHPOBAHHBIA
TeMIIEPaTYPHBIR PEXHM.

8.3. JlonyckaeTcs TpaHCIOpTHpOBaHHe HaGopoB npu Temmeparype no + 25 °C ne 6onee
15 cyTok, B ToM unciie npu Temnepatype + 37 °C e 6onee 1 cyTok.

8.4. HaGopsl, TpaHCTIOPTHPOBaHHbLIC C HAPYILIEHHEM TEMIIEPATYPHOrO peHMMa, NPHMEHEHHIO
He MoJUIeXar.

8.5. Cpok rogHocT: Ha6opoB — 12 MecsLEeB OT AaThl TPOU3BOACTBA.

8.6. XpaHeHHe HaGOpOB JOJKHO MPOBOAHTHLCA B YIAKOBKE MPEANPHATHA-U3TOTOBHUTENA MPH
Temnepartype oT + 2 no + 8 °C B TeyeHHE BCEro Cpoka FOAHOCTH B XOJIOAMWJIBHBIX KaMepax HIIH B
XOJMOAMIBHUKAX, 00eCeYHBAIOINX PErIaMeHTHPOBAHHBIH TEMIIEPATYPHBIA PEXHM.

HaGopbl ¢ HCTEKLINM CPOKOM FOJHOCTH NIPUMEHEHHIO HE TOUIeXKaT.

8.7. Ilpu apo6HOM KCNO/IB30BaHHH KOMIIOHEHTHI HAbOpa XPaHATCS B YTIAKOBKE NIPCANPHATHA-
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AMagnoLIA obuwmnii XTu»

n3rotoBuTens (4Tobbl He AONYCTUTb OMPOKUAbIBAHWS) MNpwu TemnepaType oT + 2 ao + 8 °C B
XONIOAWNIBHUKE WU B XONTOAU/bHBIX Kamepax, 06ecneynBatoLnx pernaMeHTUPOBaHHbIN TeMnepaTypHbIi
peXuM, B TeyeHMe 1 mecsua CO [AHA BCKPbITUA MEPBUYHOA YyNakoBKW. PeKOMeHAyeTCs 3akKnemBaTtb
CKOTYEM BCKPbITbIN KapTpuK 418 YMeHblIeHUs ucnapeHus. Mpu xpaHeHUU B XONOAUbHUKE nepej
KaXAbIM WCMNOMb30BaHMEM A1 PeCcyCrneHAUpPOBaHUSA napaMarHUTHbIX MWUKPOYacTuL, COAepXunmoe
KapTpuaxa cnegyeT TlaTebHO NepemMeLlaTth Noj BU3yanbHbIM KOHTPO/IEM, U36eras NneHoobpa3oBaHUs u
BbIMN/IECKUBAHMNSA XULKOCTEMN.

8.8. [lonyckaeTca XxpaHeHWe KapTpuaxa Ha 60pTy npubopa B TedeHUe 1 Mecsua co LHA BCKPbITH:

NepBUYHOI YNaKOBKMN.

9. TAPAHTUIMHBbIE OBA3ATE/IbCTBA
apaHTUIHBIA CPOK FrOAHOCTU Habopa 12 mecsiLieB OT AaTbl Npon3BoACcTBa. Habop npeaHasHaueH

Ana 0OQHOKPAaTHOIo NpMMeEHEHNA U HE MOANEXUT PEMOHTY U 06C]'Iy)KVIBaHI/IPO.

10. BE3OIMACHAA YTUIN3ALUWNA
Mpu ucnonb3oBaHWyM Habopa 06pasyoTCs OTXOAbl KnaccoB A W B, KOTOpble YTUAU3MPYHOTCA

B cooTBeTCcTBUM ¢ CaHlMnH 2.1.3684-21 n MY 287-113 (Tabnuua 3).

Tabnuua 3
Knacc
OTxoAbl
OnacHoCTn
BTopunyHasa (rpynnosas
P (rpy ) Kopo6ka n3 MOHOKapToHa
yrnaKoBKa OTxofabl
3kcnnyaTtaunoHHas VHCTPYKUMA No NPUMEHEHUIO knacca A
[LOKyMeHTauuns MacnopT
KapTpuax, cogepxxaswimnii MUKpPOYacTULbl U KOHblOTaT
MepBuYHas ynakoska PTPYA Aep A* P .
Bce KOMNOHeHTbI Habopa, KOHTPO/IbHbIE MaTepuansbl,
pacxogHble OTX0bl
Apyrve KOMMOHEHTbI martepuanbl U peareHTbl, KOTOpble KOHTAKTUPOBaNuU C knacca b
obpasuamm Bo Bpems 06paboTKu, XpPaHEHUA UK
aHanunsa
He ncnonb3oBaHHbLI o
€ ncnone3osa € KapTtpugx, cogepxawnm MmMKpoyacTuLbl 1
KOMMOHEHTb! C UCTEKLLUM KOHbBloraT A*

CPOKOM FOZHOCTM

11. NTH®OPMALUWMA O NMPOU3BOAUNTEJIE
Mo BOMpocam KayecTBa MU «Habop peareHToB ans KONMMYECTBEHHOTO

NMMYHOXEMUFOMUHECLLEHTHOTO OnpejesieHNs 06LLero XOPUOHWYECKOro rOHafO0TPOMNUHA YenoBeka
«MagnoLIA obwwuii XTu», no TY 21.20.23-615-98539446-2022» obpawarscs B OO0 «KomnaHus
Ankop bno» no agpecy: 192148, r. CaHkT-INeTepbypr, )XenesHoAOPOXHbIA npocnekT, 4. 40, nnt. A,
Ten/tpakc: 8(812) 677-8779, TeneoH «ropsiyein nuHUN»: 8-800-234-37-79.
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«MagnoLIA o6wmnit XIu»

12. CUMBO/JbI, NCIMOJIb3YEMbIE HA 9TUKETKAX

MeguunHcKoe nsgenue ans V CofepXXumMoro focTaTo4HO AN

IVD L
OMarHocTUKK in vitro npoBefeHUs N TecToB
REF Howmep no katanory .,-I OcTopoxHo!
ILOTI Kog naptuu (Homep cepum) Wcnonb3osatb 4o
id M3roTtoBuTenb X Mpegen TemnepaTyp
cr3 [ata nsrotosneHuns Buonorunuecknin puck
\Y 06
aTUTeCb K MHCTPYKLMW NO
P PYIH " bepeub oT Bnarun
MPUMEHEHUNIO T
He ponyckaTb BO34encTaus
H Bepx
COJIHEYHOro cBeTa

MHCTpyKUma pa3paboTaHa B cooTBeTCcTBMU € TY 21.20.23-615-98539446-2022.
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MpoLwwmxo, NpOHYMepoBaHO, CKYM/IEHO MeyaTbio
nmet”h
reHepanbHbl ANW KTOP
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00O «KomnaHunga Ankop brno»
r. CaHkT-lMeTepbypr, XXenesHoAOpPOXHbIA np., 4. 40, nut. A
TenedoH/pakc: (812) 677-87-79

MACIITOPT Ne EOGC3

Ha6op peareHToB A/1s1 KONIMYECTBEHHOTO UMMYHOXEMUTIOMUHECLIEHTHOTO
onpeeneHns 06LLEro XOPMOHUYECKOTr0 FOHa0TPONMHA YesloBeKa
«MagnoLIA obuwuin XIMu», no TY 21.20.23-615-98539446-2022

Kat. Ne 1070001 Cepusa Ne EOC3 dopmumposaHme Ne 1 Konnyectso 100 L.

CooTBeTCTBME
BHelwwHNA BN 1 hopma Cepus KOHTPONU-
HanmMeHOBaHWe peareHTa KomnnekTtayus
BblMyCKa peareHTa pyemoro
napameTpa
CocTtaB Habopa
MenkogucnepcHbIN
MMapamarHuTHble 0Caf0K KOPUYHEBOTIO
MUKpPOYacTuLbl C LBeTa, Nepexoawnii B 1 KapTpugx
NMMOBUIN30BAHHbIMM CycrneHANpoBaHHoOe (COOTE!eTCTBer E003 CooTBETCTRYET
MOHOKJ/IOHa/IbHbIMU COCTOSIHUE Npwn LKA OTCEK,
aHTuTenamn K P- BCTPAXUBAHWN, B 17,5 mn)
cyobeanHuue Xry (MY) npo3payHoii
6ecuUBETHOM XNAKOCTH

1 KapTpuax
KoHbtorar aTTM—P-X[H c lMpo3payHas (cooTBETCTBYIO EOO3 cooTBETCTRYET
aKpuanMHoBO MeTKOW (A*) 6ecuBeTHasa XUAKOCTb Line 2 oTceka,

20 mn)

MacnopT 1wr.
WHCTPYKUMA NO NPUMEHEHUIO 1wr.

I_IapaMGprI KOHTPO1A KayecTtBal
HanmeHoBaHWe KOHTPO/IMPYEMOTO Hopwa 3HayeHue KOHTpoNupye-
napameTpa MOro napametpa*
AHanunTtuyeckuii curHan Kannbparopa 4,

200 000 COOTBETCTBYET

OTH. CBET, efl., HE MeHee
COOTHOLLEHME aHANTUTUYECKUX CUTHASIOB Bi < B2< B3 < Bs CooTBETCTBYET
Kanubpatopos
HomunHanbHOe 3HauyeHne Kannbpartopa 2,

parop 500 Hig
MME/Mn
HomunHanbHoe 3HayeHne Kannbpartopa 3,

parop 5000 Hig
MME/Mn
OTK/IOHEHME KOHLEHTpaLuu
Kanun6paTopa 2 n Kannépatopa 3 +20
OT HOMWHANbHOTO 3HAYEeHUS, MPOLEHT

ooon
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KapTpnax
(cooTBeTCTBYHOLLNE OTCEKM
cneymanm3npoBaHHOro
KapTpuaxa 13 noamatmneHa
HW3KOTr0 AaBneHuns ¢
3anasHHbIMU OTBEPCTUAMM).
ATUKETKN M3 NEHTbI KNeeBoiA
Ha 6YMaXKHOI OCHOBE

YnakoBKa 1 MapKMpoBKa

*[laHHble aTTecTauuy NpM COBMECTHOM Wcnonb3oBaHuM ¢ MU «Kanubpatopbsl MagnoLIA o6uwwnii
XTu», cepusa Ne EOOS.

MacnopT BblgaH «22» nonga 2022 .

CpoK roiHocTK Habopa A0 «22» utona 2023 r.

YcnoBus xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTuposaHua +2.,.+8 °C. [lonyckaeTcs TpaHCNOpPTUPOBaHMe Habopa npu Temnepartype
no +25 °C He 6onee 15 cyTOK, B TOM unucne npu temnepatype +37 °C He 6onee 1cyTokK

TONBbKO Ana ANATHOCTUKK IN VITRO

[ns npodeccMoHanbHOro NPUMEHeHNs
HaGop cooTBeTCTBYET

TY 21.20.23-615-98539446-2022

PY Ne

BoinonHun yweHbkuHa A. T. MpoBepun Kasap
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OO0 «KomnaHuna Ankop buno»

r. CaHkT-lMeTepbypr, XXenesHoAopoXHbIK nNp., 4. 40, nut. A

TenedoH/dpakc: (812) 611-HO-19
MACITTIOPT Ne EO04

Habop peareHTOB 415 KO/IMYECTBEHHOTO0 MMMYHOXEMUTIOMUHECLIEHTHOTO
onpefeneHns o6LLEero XOPUOHNYECKOro roHafoTPoNnHa YenoBeKa
«MagnoLIA obwuin XI'u», no TY 21.20.23-615-98539446-2022

Kat. Noe 1070001 Cepua Ne E004 dopmmposaHme Ne 1 Konnyectso 100 L.

HanmMeHOBaHMe peareHTa

MapaMarHUTHbIE
MUKPOYaCTULbI C
NMMOBUIN30BAHHBIMU
MOHOK/IOHaIbHbIMU
aHTuTenamn K P-
cyo6beamHunye Xy (My)

KoHBlorat aHTu-p-XIly c
aKpuanHoBOW MeTKoW (A*)

MacnopT
VIHCTPYKUMA Mo NPUMEHEHNIO

CooTBetcTBMe
BHewHwuiA Bug 1 opma KomnfeKTaius Cepus KOHTPO/NU-
BbINycCKa peareHTa pyemoro
napameTpa
CocTaB Halbopa
MenkogucnepcHbIN
0CafloK KOPUYHEBOTO
LiBeTa, Nepexoaawuii B 1 KapTpuax
CyCrneHANpoBaHHOe (COOTPETCTByIO £004 COOTBETCTRYET
COCTOSAIHWE Npu WM OTCEK,
BCTPAXUBAHWUW, B 17,5 mn)
npo3payHoii
6ecLBEeTHOM XNAKOCTY
1 KapTpunax
Mpo3payHas (cooTBeTCTBYIO £004 CoOTBETCTBYET
6ecuBeTHas XMAKOCTb Lwme 2 oTCeKa,
20 mn)
1wr.
1wr.

lMapameTpbl KOHTPOSIA KayecTBal

HanmeHOBaHME KOHTPONMPYEMOTO

napametpa

AHanuTtuyeckuii curHan Kanmépatopa 4,

OTH. CBET, ed., HE MeHee

3HayeHMe KoOHTponupye-

COOTHOLWEHME aHANUTUYEeCKNX CUTHANIOB

KanmbpaTopos

HoMmuHanbHoe 3HaueHne KannbpaTopa 2,

MME/Mn

HoMmuHanbHoe 3HaueHne KannbpaTopa 3,

MME/mMn
OTK/NOHEHME KOHLEHTpauum

Kanubpatopa 2 n Kannbpartopa 3

Hopma MOro napameTtpa*
200 000 COOTBETCTBYET
Bi1<B2<B3<B4 COOTBETCTBYET
500 H/A
5000 H/Q
+20 COOTBETCTBYET

OT HOMWHaNbHOTO 3Ha4YeHUA, NPOLUEHT

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

BN

N ‘fri, r

Crp. 1m32



Ynakopka H MapKHPOBKa

Kaprpumx
(COOTBETCTBYIONIHE OTCEKH
CNENHANH3HPOBAHHOTO
KapTpuIKa U3 MONMUSTHIIEHA
AA3KOTO JaBMCHUA C
3anasHHBIMHU OTBEPCTHAMH).
OTHKETKH M3 JICHTHI KJiceBoi
Ha OyMaXxHOU OcHOBe

*JlaHHbIC ATTECTALMM IpPH COBMECTHOM Hcnons3osadnu ¢ MU «KanuGparopnt MagnoLIA o6mud

XTa», cepua Ne E004.

IMacnopr BemaH «25» mionsg 2022 1.

Cpok roasocTy HaGopa Ao «25» uions 2023 .

Yenosus xpanenus +2...48 °C

Vcnosus Tpascnopraposanus +2...4+8 °C, Jlonyckaercs TpaHCIOpTHPOBaHHe Hafopa IIpH TeMInepaType
a0 +25 °C ne 6onee 15 cyTok, B ToM uncie nipu TeMneparype +37 °C ue Gonee 1 cyrok

TOJILKO 11 TMAFHOCTHUKMU IN VITRO

Jing npodecCHOHAIBHOTO IPUMCHEHHA

HaGop cooTBercTBYET

TY 21.20.23-615-98539446-2022

PY Ne

Bemonuun dywenskuHa A. I'.
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OO0 «KomnaHua Ankop bno»
r. CaHkT-leTepbypr, XXenesHogopoXHblin np., 4. 40, nut. A
TenedoH/pakc: (812) 677-87-79

MACITIOPT

Ne EOG3

Habop peareHToB AN1a KOJIMYECTBEHHOr0 MMMYHOXEMUTIOMUHECLLEHTHOIO
onpegesieHNsa 06LW,ero XopMoHMYECKOro roHajoTponHa YesioBeka
«MagnoLIA obwunin XI'u», no TY 21.20.23-615-98539446-2022

Kat. Ne 1070002 Cepusa Ne EOO3 ®opmuposaHmne Ne 1 Konnyectso 100 L.

BHelwHWI BUA 1 hopma

HanmmeHoBaHuVe peareHTa
BbIMycka

CocTaB Ha?>0pa

MenkoancnepcHblii
0CafoK KOPUYHEBOIO
LiBeTa, NepexoiaLini B
CyCMeHAMPOBaHHOE
COCTOSIHME MpW
BCTPAXMBaHWW, B
npo3payHoin 6ecLBeTHOW
XULKOCTY

MapamarHnTHble
MUKpOYaCTULbl C
NMMOBUNIN30BaHHbIMN
MOHOKJ/IOHa/IbHbIMU
aHTuTenamu K P-
cyobeamHunue Xy (MY)

KoHbrorat aHtu-p-Xlrryc
aKpUANHOBOM MeTKOW (A*)

Mpo3pauHas 6ecLBeTHas
XUAKOCTb

Macnopt
VIHCTPYKLMA NO NPUMEHEHUTO

CooTBeTcTBME
Cepus KOHTPON-
KomnnekTaumsa
peareHTa pyemoro
napameTpa
2 KapTpuaxa
COOTBETCTBYHO
( N y EQCO3 COOTBETCTBYET
LN OTCEK,
17,5 mn)
2 KapTpuaxa
(cooTBercTByio EOC3 COOTBETCTBYET
lime 2 OTCeKa,
20 mn)
1wr.
1wr. -

MapameTpbl KOHTPO/IS KayecTBa

HanmeHoBaHMe KOHTPOIMPYEMOro

3HayYeHne KoHTponupye-

Hopma *

napameTpa MOro napametpa
AHanutunyeckuit curHan Kannbpatopa 4, 200 000 COOTBETCTBYET
OTH. CBeT, efl., He MeHee
COOTHOLUEHME aHAIMTUYECKNX CUTHA/I0B Bi < Ba< B3 < Bs COOTBETCTBYET
KannbpaTopos
HomunHanbHoe 3HavyeHne Kannbpartopa 2, 500 Hig
MME/Mn
HomuHanbHoe 3HauyeHne Kanubpartopa 3, 2500 Hig
MME/mn
OTKNOHEeHWNe KOHLEeHTpauuu
Kannbépartopa 2 n Kanuépartopa 3 +20
OT HOMWHANbHOIO 3HAYEHUSA, NPOLEHT yr-. Y J1-—-——-

000ko™ P
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KapTpuax (CooTBeTCTBYHOLME
OTCEKM CMeLnanm3npoBaHHoro
KapTpuaKa 13 nonnaTuneHa
YnakoBKa 1 MapK1poBKa HWU3KOTO aBNeHUs C
3anasHHbIMW OTBEPCTMAMMN).
STUKETKM U3 NIEHTbI KNEeBoi
Ha 6yMa)KHOI 0CHOBE

*[laHHble aTTecTauMu Mpu COBMECTHOM MCMonb3oBaHMM ¢ MW «Kanubpatopbl MagnoLIA o6uiunii
XTlu», cepua Ne EOQOS.

MacnopT BblgaH «22» nonsa 2022 .

CpoK rogHocTn Habopa 10 «22» uons 2023 r.

YcnoBusi xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2...+8 ®C. [lonyckKaeTca TpaHCNOpTMpPOBaHUe Habopa npu TemnepaType
o +25 °C He 6onee 15 cyTOK, B TOM yncne npu temnepatype +37 °C He 60nee 1CyToK

TONBbKO ANAa ANATHOCTUKN IN VITRO

[na npoheccroHanbHOro NpUMeHeHNs
Habop cooTBeTCcTBYET

TY 21.20.23-615-98539446-2022

PY Neo

BoinonHun AyuweHbknHa A. T. MpoBepun Kasap
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00O «KomnaHna Ankop brno»
r. CaHkT-leTepbypr, XXene3HogopoXxHblii np., A. 40, nut. A
TenedoH/akc: (812) 677-87-79

MACITIOPT Ne E004

Habop peareHToB A5 KONMYECTBEHHOI0 MMMYHOXeMUMOMUHECLEHTHOTO
onpefesieHNs 06LEero XOPUOHMYECKOro roHafloTPONMHa YenoBeKa
«MagnoLIA obwunin XI'u», no TY 21.20.23-615-98539446-2022

Kat. Ne 1070002 Cepusa Ne EQ04 dopmumposaHme Ne 1 Konnyectso 100 L.

HanmeHoBaHMe peareHTa

BHewHwni Bug v popma
BblNyCKa

CooTBeTCcTBME
Cepus KOHTpONN-
Komnnekraymsa
peareHTa pyemoro
napameTpa

CocTtaB Habopa

MenKoANCrnepCHbIit

MapaMarHuTHble
MUKpoYacTuubl ¢
NMMOBUIN30BAHHbIMY
MOHOK/IOHaNbHbIMMK
aHTuTenamu K P-
cybvegmunue Xy (MY)

KoHbrorat aHTu-p-Xlu c
aKpUANHOBO METKON (A*)

MacnopTt
VHCTPpYKLUMA MO NPUMEHEHNIO

Mpo3payHasn 6ecuBeTHas
XUAKOCTb

0Cafi0K KOPUYHEBOIO
LiBeTa, NepexoasLmin B
CyCneHAMpOBaHHOE
COCTOSIHME MpK
BCTPSXMBaHWW, B
npo3payHoin 6ecLBeTHON
XULKOCTH

2 KapTpuaxa
(cooTBeTCTBYIO
WA OTCEK,
17,5 mn)

2 KapTpuaxa
(cooTBeTCTBYIO
Lwme 2 0TCeKa,
20 M)
1 WT.
1 Wr.

MapameTpbl KOHTPONS KayecTBa

HanmMmeHoBaHMe KOHTPONMPYEMOTO
napameTpa
AHanuTtuyeckuii curHan Kanmnbpartopa 4,

OTH. CBET, e[j., He MeHee

COOTHOLIEHWE aHANTUTUYECKUX CUTHAJIOB
KanmbpaTopos

HomunHanbHoOe 3HavyeHMe Kannbpatopa 2,
MME/Mn

HomuHanbHoe 3HayeHne Kanunbpartopa 3,
MME/Mn

OTKNOHEHMEe KOHLEHTpaLmMm
Kannb6patopa 2 n Kannbpatopa 3

OT HOMWHA/IbHOTO 3HAYeHWA, NPOLEHT

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

Hopma
200 000
Bi<B2<B3<B4
500

2500

["ene'

000*Ko1l

E004 COOTBETCTBYET

EQ04 COOTBETCTBYET

3HayeHue KOHTponumpye-

MOro napamerpa*

COOTBETCTBYET
COOTBETCTBYET
H/L

H/A
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Kaptpuax (COOTBETCTBYIOLIHE
| OTCEKH CIIELHATH3HPOBAHHOTO
KapTpHJIKa U3 NOJHITHIIEHA
YnakoBka 1 MapKHpoBKa 'HH3KOTO JIaBJICHHA C COOTBETCTBYET
3amnasHHbIMM OTBEPCTHAMH).
DTHKETKH U3 JIEHTHI KJIeeBOH
f Ha 6yMaxHO# OCHOBE

/ *JlaHHbIe aTTeCTallW¥ NpH COBMECTHOM Hcnons3oBaHud ¢ MU «Kanubparopel MagnoLIA o6mwuit
' XTu», cepust Ne E004.

IMacnopt BeiaaH «25» utons 2022 r.

Cpok rogHocTH Habopa mo «25» uiong 2023 .

Ycnosus xpaHenus +2...+8 °C

VYcnosus TpaHcnopTHposanus +2...+8 °C. JlonyckaeTcs TpaHCNOPTHpOBaHKe Habopa NpH Temneparype
1o +25 °C ue 6onee 15 cyTok, B ToM uucie npu temneparype +37 °C ne 6onee 1 cytok

TOJIBKO 1A NUATHOCTUKU IN VITRO

Jlna npogecCHOHANIBHOTO MPUMEHEHHS -
HaGop cooTBeTcTBYET

TV 21.20.23-615-98539446-2022

PY Ne

Bemonnun dymenbkuta A. I'. [poBepun Kazap

& 000 UUPMU @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Crp.2m2



MpowunTCcCc NPOHYMepPOBaHO, CKPensieHo nevyaTbio
b yamcth
CeHepanbHbIN AMpPEKTOP
000 «Kowwunsa Ankop bro»
yA.l'. MonblHUEB
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