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HUHCTPYKIUA 110 TPUMEHEHHUIO
MeaHuHHECKOTO H3JeJHA AN AHATHOCTHUKH in vitro
«HaGop pearenros A8 KOJHYECTBEHHOr0O HMMYHOXEMHIIOMHHECHEHTHOTO

onpeaenenus o6iero npocTaT-cneHPHIECKOro AHTHICHA
«MagnoLIA o6muii IICA», no TY 21.20.23-612-98539446-2022»

1. HA3SHAYMEHHE

1.1. «HaGop peareHToB I KOJIMYCCTBCHHONO HMMYHOXEMHTIOMHHECLIEHTHOTO ONpeAeNneHus
obmero mpocrar-cnenupuueckoro artureHa «MagnoLIA ofmmit IICA», mo TY 21.20.23-612-
98539446-2022» (nanee «MagnoLIA o6wmpmii [ICA») npenra3HayeH A KOTHYSCTBEHHOTO ONPEACCHHS
obwero mpocrar-cnenuduyeckoro arTurena (aanee - [ICA) B CHIBOPOTKE H IIa3Me KPOBH (THTHEBAA
comb remapuHa, kamuepas comp OATA (K:2DHATA, Ki3[TA))! wuenoseka MeronoM
XEMHMIOMUHECIICHTHOT0 MMMYHOAHA/IA3a HA MapaMarHUTHBIX MUKPOYACTHILAX ¢ HCOONB30BAHHEM
aBTOMATH4ECKOro aHanu3aropa «MagnoLIA».

Habop «MagnoLIA ob6mmit IICA» npemHasHaueH N9 HCNONB3OBAHHA COBMECTHO ¢
MEAMIMHCKHM m3fenneM (nanee MH) «KamaGparopst MagnoLIA ofmmit TICA» w/umn «Konrpomm
MagnoLIA o6nmit [TCA».

1.2. TICA npencrasnger coGoil rmUKONpOTEHH ¢ Monekynsproit Maccolt oxono 32 000 [la,
cocTosumii u3 oxHolM nonunenTuanoi uenu. IICA seaserca cepuHOBO# nmpoTeasoif, NpoAyUHpPYeMOR
MUTEMMEM UeNoBetecKoif mpocTaThl. B HopMe IICA cekperupyercs B CeMEHHYIO XHAKOCTh B BHICOKHX
KOHIICHTPALMAX, TAE OH ABJIAETCH (PEPMECHTATHBHO AKTHBHBIM, H HANMPAMYIO BOBNEYCH B PA3KHKCHHE
ceMeHHOro crycrka. B xposoroke TICA npHCYTCTBYeT B HH3KHX KOHLCHTpAUHAX. YBENHYCHHE
xoHueHnTpauud TICA B CHBOPOTKE KpOBM CBHACTENLCTBYET O MNATONOTMAX MPOCTATH, TAKHX Kak

I3xBUBANEHTHOCTD OOPA3UOB CHIBOPOTKM M NIA3MBI KPOBH HENOBEKA, COACPXKAWeH AHTHKOATYNAHTHM (NUTHEBAs COMb
renapuHa, katHeran conb IATA (K:OATA, Ki3/ITA)), noareepikacHa Ha 25 ofpasnax kaxaoro BHI2 aHTHKOATYNSHTA ¢
pasHMH kOHLUeHTpatamu TTICA B ananwse nph Henonk3oeaHuH HaGopa «MagnoLIA o6mul TICA».

MEKTPOHHAS KOMUS OOPMAIEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AENM



«MagnoLIA o6uwuit [ICA»

no6poKayecTBEHHAs THIIEPILIA3HA H 3/I0KaYECTBEHHOE NEPEPOXKAEHHE TKAHU MPOCTATHI.

Iloxasano, yro [ICA o6pasyer cTabunbHble KOMIUIEKCHI ¢ pa3IMYHBIMH HHTHOMTOpPaMH MpoTeas.
OcHoBHas uyacth IICA B CHIBOpOTKE KpOBH  4YeJIOBEKa MNPHUCYTCTBYET B BHAE KOMILIEKCa C -
antuxumoTtpuncuioM (IICA-AXT). Oanako cyiectByer Gonbilas pa3HHIIAa B COOTHOLIEHHH CBOGOIHOTO
TICA u IICA-AXT kommiekca cpeau pa3nH4HbIX naumeHToB. Jlons cso6oanoro IICA Beiie B ciyuae
106poKayeCTBEHHOMN rUNepIIa3Hi B CPAaBHEHHH C PAKOM MPOCTATHI.

1.3. O®yHkuMoHansHoe HasHauenne MU «MagnoLIA o6umit IICA» npu coBMecTHOM
npumeHenun ¢ MU «Kamubparopst MagnoLIA o6umit T[ICA» u/unu «Kourponu MagnoLIA obmu#
IICA» — xonu4ecTBEeHHOE ONpeAc/ieHHE KOHIIEHTpaluy O61IEro MpocTaT-crnennpHUecKoro aHTHreHa npu
JUArHOCTHKE H MOHUTOpHHTE 3ab0JieBaHHIl NpeACTaTEIbHOMN Kene3bl.

1.4. O6nactb npuMeHeHHs Habopa — KJIMHHYECKas nabopaTopHas AHAarHOCTHKA.

1.5. HaGop npegHasHayeH TOJBKO JUIA AMArHOCTHKH in vitro, IS nNpoecCHOHATBbHOTrO
NPUMEHEHHS MEPCOHAIOM, MMEIOIMM KBAIM(HKAUMIO IS  BbINOJHEHHA AHArHOCTHYECKHX
UccnenoBaHuit in vitro B pesynbTaTe cneudanbHoro obpasoBaHus M oOydenus. VccnemoBanus moryt
BBINOJIHATD CIIELHANUCTBI HE MOJIOXKe 18 JIET ¢ BBICLIMM M CPEAHUM MEIHULIMHCKHM, OHOIOrHYECKHM HITH
HHBIM oOpazoBanueM (Bpau KJIJ1, 6Honor, MeauuuHcKkuit TexXHoOT).

HUccnenosanus npoBoAsT B KIMHUKO-AHATHOCTHYECKHX J1aGOpaTOpHsAX, 06JIaCTHBIX, FOPOJCKHX
WJTH PaifOHHBIX, FOCYAAPCTBEHHBIX HIIH YacTHBIX GonbHULax U apyrux JIITY.

1.6. HaGop «MagnoLIA o6unii [ICA» He UMeeT NpOTHBOMOKa3aHHH K MPHUMEHEHHIO.

1.7. HaGop npeanasHayeH i o0cieIoBaHHs HACeNEHHA MYXCKOro nona joboro Bospacra
6e3 rpagauMH no nonyJaAlMOHHOMY NPU3HAKY.

2, XAPAKTEPHUCTHKA HABOPA

2.1. Ilpunuun aelicreus

2.1.1. Anaqm3

B Habope «MagnoLIA o6umii [ICA» mucnonp3oBaH OAHOCTAAMAHBIN «COHIABHY»-BApPHAHT
TBepA0a3’HOro HMMYHOXEMHIIOMHHECUEHTHOrO aHanu3a. Jlns peanu3auMH 3TOro  BapHaHTa
MCTO/B30BaHBl BA MOHOKJIOHATBHEIX aHTHTENA ¢ pasnuyHolil snuTomHOH cneunduyHocteio k [ICA.
OnHO M3 HUX HMMOOHIM30BAHO Ha TBepIO# (a3se (oBEpXHOCTh MapaMarHUTHBIX MHKPOYAacTHIL), BTOPOE
KOHBIOTHPOBAaHO C aKpHAMHOBOM MeTkodl. [IpucyrcTBylommit B Hccnenyemom ofbpasue I[ICA
crnenupUUECKH CBA3BIBAETCA C AHTHTEAMH, HAXOAALMMHCA Ha TBepio# ¢ase. Bo Bpems uukyGauuu
ONHOBpEeMEHHO npoHcxoauT uMmoGHnu3aumsa TICA, comepxaierocs B HccneayemoM obpasue, H
cBA3bIBaHKE 00pa30BaBLIErocs KOMILIEKCa C KOHBIOraToM.

AHanTH3 NPOBOJMTCA Ha aBTOMaTHYeCKOM aHamu3atope «MagnoLIA» (npoussomutens OOO
«Komnanus Ankop Buo», Poccust). Komnonentsl Ha6opa «MagnoLIA o6umit [ICA» (napamarHuTHbIe
MHKpPOYAacTHIbI, KoHbtorar aHTH-ITICA c akpHAMHOBON MeTKOM), KanubpaTopbl W/HIH KOHTPOIH H
HccneayeMele 00pasiibl CHIBOPOTKM HITH ITa3MBbl KPOBH 4€JIOBEKA A03UPYIOTCA B pEaKLIHOHHBIC KIOBETBI
npubopa. [Tocne nHKyGaLHH KIOBEThI NOMEINAIOTCA B MAarHUTHOE 10J1€ JUIA MPOMBIBKH MHKPOYacCTHIl H
yoaNeHHs KOMIIOHEHTOB PEaKUMOHHON Cpefibl, He CBA3aBIIMXCA ¢ TBepaod ¢asoit («bypep Wl»n,
npoussoantenb OO0 «Komnanus Anxop buo», Poccus). Ilo okoHyannu aHanu3a, nociae npoMBbIBKH,
KIOBeTa nepeMelnaeTcs B 6JIOK CUHTHIBAHHS, M B Hee aBTOMAaTHUecKH Jo3upytorca «lIperpurrep» u
«Tpurrep» (npoussoautens OOO «Komnanus Anxop buo», Poccus). Ilpu oxucieHnM METKH nox
NeHCTBHEM TPHUITEPOB MPOUCXOMMT H3NyyeHHEe (OTOHOB, KOTOPOE (GHUKCHPYETCA BCTPOCHHBIM
XEMHUIIIOMHHOMETPOM. MHTEHCHBHOCTh CHrHana, H3MEPEHHas B OTHOCHTENbHBIX CBETOBBIX €AMHMLAX
(relative light units, RLU), npsmo nponopuuoHansHa konueHTpauuu I1CA.

AHanM3aTop caMOCTOATENBHO BHIMOHAET ClIEAyIOLIHe AeHCTBHSA:
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«MagnoLIA obwuii MCA»

* BHOCUT B pPEaKLMOHHYI KIOBETY CYCMeH3MK0 MnapamMarHUTHbIX MWKPOYacTUL, KOHBbHTaT C
aKpMAMHOBON METKOM;

* BHOCUT B MHKY6aLMOHHYIO cpeay 50 MKn obpa3ua/kanubpartopa/KOHTpONS;

* UHKYOMpYeT 3amnofIHEHHYI peakUMOHHYH KloBeTy B TeyeHume 10 MuHYT npu +37 °C ¢
nepuoanyecknum nepemMeLLBaHnemM;

* MPOMbIBaeT NMPOMbIBOYHbIM PacTBOPOM PeaKUMOHHYIO KIOBETY W CYCMEH3UK0 napaMarHUTHbIX
MUKpOYacTuL;

e f06aBnAeT K MukpodacTuuam [peTpurrep u Tpurrep M (PUKCUPYET YPOBEHb CUTrHana
XEeMUIOMUHECLIeHLUN;

* UH(OPMUPYET O NONYYEHHOM pesy/nbTaTe.

2.1.2. KannbposBka

3HauyeHUs CUTHANOB  XEMUIOMUHECLEHUUM B  KIOBeTax, COJepXawux KanubpaTtopsbl
(«Kannbpatopbl MagnoLIA obwwuin MCA»”, nponssogutens OO0 «KomnaHusa Ankop buo», Poccus),
MCMONb3YIOTCA B KayeCTBE OMOPHbIX ToyeK. C NMOMOLLbLIO AaHHbIX TOYEK MPOUCXOLAUT KOPPeKTUPOBKaA
KanmbpoBOYHOTO rpaguka, 3aKoAUMPOBaHHOro B namMAaTM npubopa. Ha OCHOBE MNPUHATOrO
KanmbpoBOYHOIO rpaduka paccumTtbiBaeTcs KOHUeHTpauusa NMCA B aHanmM3nmpyembix 06pasLax.

2.1.3. KOHTposib KayecTBa

KoHueHTpauusa TMCA, onpegeneHHas B KOHTPO/IbHbIX MaTepuanax («KoHTponn MagnoLIA
obwwmin MCA», npomssogutens OOO «KomnaHnuma Ankop bBuo», Poccus), gonkHa nonagatb B
[JOMYCTUMbIA Anana3oH OnpefeneHUs, ykasaHHbI B NacnopTe W 3aKOAMPOBaHHbLIA B LITPUX-KOZE.
[aHHble 3HaYeHUs KOHLeHTpauuii MCnofb3ylTCcA B PYTUHHOM KOHTPOJie Ka4yecTBa aHanusa Ans
NOATBEPXAEHNUA NPaBUIbHOCTU BbINOJIHEHUS U3MEPEHWIA.

2.2. CocTaB 1 KOMMNnekKTaumsa Habopa

B cocTtaB Habopa «MagnoLIA obuwunii MCA» BXoAAT cnefytowne KOMNOHEHTbI, pasMelleHHble B
pa3HbIX OTCEKaxX Crneunanm3npoBaHHOro KapTpumka”, mapkupoBaHHoro «MagnoLIA o6wmnit MCA»:

- napamarHuTHble MWUKPOYacTuLUbl C MMMOOWUIN30BAHHLIMY MOHOK/NOHAMIbHLIMU aHTUTeNamMmmn K
MCA (MUY). CycneHsns, 10 mn, 0TCEK KapTpuaxa,

- KOHbtorat aHTU-MCA c akpugmMHOBOM MeTKOM (A*). XKMAKOCTb, 5 M/, 0TCEK KapTpuaxa.

Habop BbinyckaeTca B ABYX BapuaHTax WcnonHeHus. KapTpumxk «MagnoLIlA obwuii MCA»
paccumtaH Ha 100 onpegeneHuin (cm. Tabnuuy 1) NpuM MCMONb30BaHUMM BCEro 06beMa OCHOBHbIX
KOMMOHEHTOB O4HOBPEMEHHO.

Tabnuua 1
BapuaHT ncnonHexus, KonnyecTso Konnuectso
KaT. No KapTpuaxer onpegeneHuni
1170001 1wr. 100
1170005 5 wr. 500

B komnnekT noctaBky Habopa «MagnoLIA o6uwmnii MCA» BXOASAT: Habop peareHTOB, MHCTPYKL M
Mo NPUMEHEeHU0, NacropT.

AKannépatopsbl, BXoAsLMe B Habop, aTTecToBaHbl No MexayHapogHomy ctaHgapty BO3 no MCA (koglLB3C: 17/100).

TabapuTHble pasmepbl KapTpumxka (ALLUB) :170mMMx17,5MM><49,8MM.
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«MagnoLIA o6wuin MCA»

3. AHAJINMTNYHECKUWME N AMATHOCTUNYHECKUME XAPAKTEPUCTUKW

3.1. AHanuTnyeckasa 4yBCTBUTE/IbHOCTb, HUXXHWE Npefesbl U3MepeHns

AHanuTnyeckas YyBCTBUTENbHOCTb Habopa «MagnoLIA o6wuii MCA» B cooTBeTcTBuM ¢ TOCT
P 51352-2013 cocTaBnsaet 0,01 Hr/mn (MKr/n).

OnpeaeneHne HMKHUX NpeaenoB n3mepeHus Habopa «MagnoLIA o6uwuii MCA» npoBoAnMnoch B
COOTBETCTBUN C MOAN(DULNPOBAHHBLIM NPOoTOKO/IOM EP 17 CLSI™.

Mpepen (nopor) «xonocTtoit» npo6bl (LOB) COOTBETCTBYET KOHLEHTpaUMWU, HUXE KOTOPOM ¢
BEPOSATHOCTBIO 95 % 6yayT 06HapyXXeHbl nNpobbl, He cogepxauwme MCA. LoB Habopa «MagnoLIA
o6wmii MCA» coctasnset 0,012 Hr/mn (MKr/n).

Mpegen (nopor) o6HapyeHus (LoD) cooTBeTCTBYET MWHMManbHOW KOHUeHTpauum T[1CA,
KOTOPYH MOXHO 0BHapy>XuTb (3HauyeHMe Bbile npegena (Nopora) «XonocTon» NPobbl ¢ BEPOATHOCTLIO
95 %). LoD Habopa «MagnoLIA o6uwuin MCA» coctasnset 0,015 Hr/mn (MKr/n).

3.2. AHanutuyeckas crneynpuyHoOCTb

OnpegenseTcs Kak cnocobHOCTb Habopa 06HapyXuBaTb NULWbL TOT aHalWT, 41 KOTOPOro OH
npefHasHayeH, B NPUCYTCTBUN APYTUX BEeIMUYUH, NPEACTaB/IeHHbIX B Npobe.

NHTepepeHuns. YCTaHOBIEHO B COOTBETCTBMU C MOAU(MLMPOBAHHLIM MpoToKosoM EPO7 u
EP37 CLSI"*, uTo noBblLIEHNE KOHLUEHTpauuu remornobumHa go 10 r/n, 6unmnpy6umHa (KOHbHOIMPOBAHHOTO)
po 475 MKMonb/n, 6unupybumHa (HEKOHBHOTMPOBaHHOrO) A0 684 MKMOnb/n, Tpurauuepuaos ao 17
MMO/Ib/N NN CbIBOPOTOYHOIO anbbymuHa fo 60 r/n B npobax He OKa3biBaeT HEraTUBHOIO BO3AeWCTBUSA
Ha pe3ynbTaTbl aHanuW3a MNpuM Ucnonb3oBaHWM Habopa «MagnoLIA o6wwnin MCA», HO He cnepyet
MCNO/Ib30BaTb remMOJIN3NPOBAHHbIE NN MYTHbIe 06pasLbl.

Hannuune aHTUKOarynsHToB (NUTMeBas CONb renapuHa, kKanueead conb IATA (KroA4TA,
K33ATA)) B npobax He OKa3blBaeT HeratTMBHOrO BO3JENCTBMA Ha pe3ynbTaTbl aHanmsa npu
ncnonb3oBaHMy Habopa «MagnoLIA o6uimnii MCA».

MepekpecTHas peakTUBHOCTb. Hanuuve nepekpecTHbIX peakuuii B ob6pasuax, cogepxalynx
MOTEHLMaNbHbIA KPOCC-PeakTaHT - ai-aHTUXUMOTPUNCUH, He BbISBMEHO.

3.3.  XyK-3(h(heKT BbICOKUX KOHLEHTpaLMiA

B Habopax peareHTOB, OCHOBaHHbIX Ha «C3HABMU»-NPUHLMNE aHanu3a, Npu BbICOKUX
KOHLEHTpaLMaxX aHanuTa 3aBMCUMOCTb BE/IMYMHbBI CUTHANa OT KOHLEHTpauunm CTaHOBMTCA 06paTHO
NMPONOPLMOHaNbHON (TaK Ha3blBaeMblil XYK-3(PPEKT BbICOKMX KOHUEHTpauwuid). Mpu mcnonb3oBaHuu
Habopa «MagnoLIA o6wuii MCA» XyK-3ath(heKT He 0OHapyXXeH BNAOTb A0 KOHUeHTpayum MCA 10 000
Hr/Mn (MKr/n).

3.4. MoBTOPAEMOCTb ¥ BOCNPOU3BOANMOCTb

KoatpuumeHT Bapuraumm KoHueHTpaumm MCA B 04HOM ¥ TOM >Xe 06paslie npu UCnosib30BaHUN
Habopa «MagnoLIA o6wuii MCA» He npeBbilwaeT 8 %.

3.5. [mana3oH namepeHunii

NuHenHbIi gnana3oH wusMepeHunii Habopa «MagnoLIA o6wuii MCA» coctasnser 0,01 -
100 Hr/mn (MKr/n). 3HAYEHUS HUXKE aHaIMTUYECKOM YYBCTBUTENbHOCTU 0TO6paxkatoTca Kak <0,01 Hr/mn
(MKr/n). 3HayeHMs Bbille MaKCMManbHOro 3HaYeHUs mMacTep-KpMBOM oTo6paxkatoTcsa Kak > 100 Hr/mn
(mKr/n).

[na nonyyeHns uHgpopmaymm o pesynbTaTax, HaxXo4AWMXCA 3a BEPXHUM MNpeaesiom YKasaHHOro
AnanasoHa W3MepeHWid, cnefyeT [LONOMHWTENbHO pasBecTu obpasybl B nponopuuu 1/10 (c
MCMNOJIb30BAHMEM aHann3aTopa Uan BPyYHYH) 1 MOBTOPHO UX UCCneaoBaTb. B ciyyae 4ONONHUTENBHOIO

“Clinical and Laboratory Standards Institute, IHCTUTYT KAMHMYECKUX 1 NaBOPaTOPHbIX CTaHAAPTOB.
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«MagnoLIA o6umit [ICA»

pa3BeneHHs 06pa3ua H3MepeHHyIo KoHleHTpauuio [ICA Heo6X0aHMO YMHOXHUTB Ha GakTop pa3BeaeHUs
(10).

3.6. /Inana3oH 0’KHAaEMbIX 3HAYCHHH

Jlvana3oH 3nadenuii koHuentpauuit IICA no 4 ur/mMn (Mxr/n) 6bu1 onpeaesieH Kak HOpMaJIbHBIHA.
Konuentpauus IICA ot 4 ur/mMn (Mkr/n) pgo 10 Hr/mn (MKr/n) xapakTepHa IS He3JI0KaUYeCTBEHHBIX
ypoJiornieckux 3abosneBaHui; Boille — JUIA 3JI0Ka4Y€CTBEHHBIX OMyXoJied MpoCTaThl.

Juana3oH oOXuJaeMbIX 3HAYEHHH 3aBHCHT OT MHOTHX (akTOpoB: crneluu(pHYHOCTH MeEToAa,
ocobeHHOCTER HccnenyeMoit MOMyNALHH, TOYHOCTH METOAa B KOHKpeTHoH naboparopuu. Ilo artoit
NpUYHHE pPEKOMEHIYyeTCs KaxJIoi sabopaTopHH HCNONB30BaTh IPEAOCTABICHHBIE M3TOTOBHTENEM
3Ha4YEeHHs TOJIBKO A0 TeX NOp, Noka crneuuamucTaMu jabopatopun He 6yayT onpeneneHbl Avana3oHbI
OXHJIaeMBIX 3HAYEHHIi, XapaKTEPHBIX U1l KOHKPETHOM NOMYNALHE B MECTE pacnosioxXeHHs 1abopaTopuH.

IIpumeuanue: pe3ynbrarhl H3MepeHud koHueHTpauun [ICA npH ucnonw3oBaHHM Habopa
«MagnoLIA o6umit [ICA» BeIpakeHB! B HI/MII, JUIA MepecyeTa MOMYUYEeHHbIX KOHIEHTpaUuH B MKI/a
HeoOX0MMO YMHOXKHUTH MOJYYEHHOE 3Ha4YeHHe Ha 1.

3.7. OrkpbiTHE

TecT Ha «OTKpPBITHE» — 3TO NMPOBEpPKa COOTBETCTBUA 3HAYCHHSA ONpeEJeNAeMOi KOHIIEHTpalMH
[ICA pacuerHoit Benuuune. ITpolieHT oTKpeITHS A1 Habopa «MagnoLIA o6umit [ICA» cocrasaser 90-
110%.

4. MEPbBI [IPEJOCTOPOXHOCTH

4.1. TloTeHuManbHblii pHCK mnpHMeHeHus Habopa — wimacc 26 (cormacHo Ilpukasy
MunucrepcTBa 3apaBooxpanerus PO Nedn ot 06.06.2012 r.).

4.2. Bce xommoHeHTH Habopa B HCMONb3YEMbIX KOHUECHTPALHAX ABJAIOTCA HETOKCHYHBIMH.

4.3. Tlpu pa6ote ¢ nabopoM creayer co6monars Tpe6oBanus FOCT P 52905-2007 u CaullnH
3.3686-21.

4.4. [lonyckats k paboTte c HabopoM TOJILKO CrEUHATBLHO 00YYEHHBIA EPCOHAL.

4.5. Tlepen HauanoM paGoOTHI O3HAKOMUTBCA C MHCTPYKLUHMEH H NMPUMEHSATH Habop cTpOro no
Ha3HAYEHHIO.

4.6. Ilpu paGore c HabopoM creayeT HCNONbL3OBATh CHELHAIUIKPOBAHHYIO OACKIY
(MEIMUMHCKHA XanaT WIH KOMOMHE30H, LIanouky) M CPeACTBa HHIAWBHAYabHOH 3almMTHI (Macky,
3all[MTHbIE OYKH, OJHOPA30Bble PE3HHOBBIE HIIH TUIACTHKOBBIC NMEPYATKH, pa3peLIeHHbIC K NTPUMEHEHHIO
Ha TeppuTopuu P®D).

4.7. Buumanmue! B cocTaB KOMINOHEHTOB Habopa BXOIUT COJIAHAsA KHMCJIOTa B KOHLEHTpaUUH
0,05% M KOHCepBaHT B KoHUeHTpauxu MeHee 0,05%, uto sBnsercs GesomacHeIM s 4eoseka. Ipu
HCIIONBE30BAHUH 110 HA3HAYEHHIO M COOJMIONEHHH MeEp NpPENOCTOPOXHOCTH KOHTAKT C OpraHH3MOM
yenoBeka uckmoueH. [Tpy aBapUMHBIX CHTYaLHAX BO3MOXHO pa3fipaXKeHHE KOXKH H CIIH3UCTOH 060104KH
rfla3 y YyBCTBHTEBHBIX JHL. [IpH KOHTaKTe MPOMBITH MOpaXXE€HHOE MECTO BOAOH M oOpaTHThCs 32
MeIHLMHCKON MOMOILBIO.

4.8. Xwumuueckas nocyaa ¥ oGopyloBaHHMe, KOTOpble HCHONB3YIOTCS B pabote ¢ Habopom,
JOJKHBI OBITH COOTBETCTBYIOLMM 06pa3oM MapKHpPOBaHbl M XPaHHUThCS OTACIBHO.

49. Jlna o6paGotku mocyasl M obopymoBaHMs  PEKOMEHAYETCA  HCMONIB30BaTh
Ne3UHOHLUHMPYIOLIHE CPEACTBA, HM3rOTOBJECHHBIE HAa OCHOBE TPETHYHBIX aMHHOB, YE€TBEPTHYHBIX
aMMOHHeBEIX coemuHennit (UAC) MM CTIMPTOB M pa3pellieHHbIe K NPUMEHEHHIO Ha TepputopHu PO.
HUcnons3opanne Ae3HHOUIKPYIOLIHX CPEACTB HA OCHOBE aKTHBHOT'O KMCJIOPOZA H XJI0pa BO3MOJXKHO JIHILb
Ha NpeACTEPHIH3ALMOHHOM 3Tale, C NocIeAyIoule TEPMUUECKOH CTepHIn3aLHeH.

4.10. 3anpewaercs NpHEM MHINH, HCMOMb3OBAHHE KOCMETHYECKHUX CPEICTB W KYPEHHE B
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MagnoLIA o6wuii NCA»

NOMELLEHUNAX, NPeAHa3HaYeHHbIX A5 paboTbl C HAGOPOM.

4.11. Y6upaTb 1 Le3UH(ULMPOBATL Pa3nTble 06pasLbl NN KOMMOHEHTbLI Habopa, UCMoMb3ys
fe3snHpuunpyoLw e cpeacTsa B COOTBeTCTBUMN MY 287-113.

4.12. YpanaTb HEUCNo/b30BaHHble peakTUBbl Habopa B COOTBETCTBUW C TpeboBaHMAMU
CaHlNunH 2.1.3684-21.

4.13. Tlocne mncnonb3oBaHWS BCE KOMMOHEHTbl Habopa, 06pasubl, KOHTPO/bHbIE MaTepuansl,
pacxofHble MaTepuanbl W [pYyrve peareHTbl, KOTOPble KOHTaKTMpoBanu C obpasuamum BO Bpems
006paboTKKW, XpaHeHNa UK aHanu3a (B TOM Yucne: nepyaTku, HAKOHEYHUKKN U T.4.) AO/MKHbI cobupatbea
OTAENbHO W CTepuIn30BaTbCA B aBTOK/MaBe C nNocneAyoleid yTunusaumein B COOTBETCTBUU C
Tpe6oBaHmAMMN CaHlMunH 2.1.3684-21. BMecTo aBTOKNaBUPOBaHUA OTXOAbI MOTYT ObITb CTEPUIN30BAHbI
Ae3VHQUUMPYOLWMM CpeACcTBOM, MOC/Me YTUIM3MPOBaHbl B COOTBETCTBUM C TpeboBaHmsMu CaHluH
2.1.3684-21.

4.14. He ncnonb3oBaTb Habop NO UCTEYEHUMN CPOKA FOAHOCTH.

5. OBOPYAJOBAHVNE N MATEPUAJIbl, HEOBEXOAMMBbBIE O1A NMPOBEAEHUNA
AHAJTN3A

- «AHann3aTop aBTOMAaTUYECKUA UMMYHOXUMMUYECKNI XEMUTIOMUHECLEHTHbIA «MagnoLIA» ¢
npuHagnexHoctamm no CHAB 421457.002 TY («MagnoLIA») (npounssogutens OO0 «KomnaHus
Ankop buo», Poccusa, PY Ne P3H 2019/9282);

- «Habop peareHTOB ANna KannbpoBkn «KannbpaTtopbl MagnoLIA o6uwuii MCA», no TY 21.20.23-
613-98539446-2022» (npoussogutens OO0 «KomnaHua Ankop buo», Poccuda, kaT. Ne 1170101,
1170105);

- «Habop peareHTOB 19 KOHTPONSA KayecTBa aHanunsa «KoHtponun MagnoLIA obwwuii MCA», no
TY 21.20.23-614-98539446-2022» (npoussogutens OOO «KomnaHus Ankop Buo», Poccus, Kar.
Ne 1170201, 1170205, 1170210);

- «BogHo-coneBoil pacTBOp A1 MPOMbIBKMA peakuUoHHbIX KioBeT MagnoLIA «Bygep W1»
(npoussogutens OO0 «KomnaHusa Ankop buo», Poccus, kat Ne 0000405);

- BeTpsxusatens nabopaTtopHblii MEAULUHCKUIA;

- MuneTtka nonyaBToMatnyeckas 0fHOKaHabHas CO CMEHHbIMW HAKOHEYHUKAMW C U3MEHSIEMbIM
obbemoM oTbopa xupakocteil: Ha 200-1000 mkn, aTTecToBaHHas MO 3HAYEHWUD CpeaHel [03bl U
CXOAMMOCTW pe3y/ibTaToB MUMETUPOBAHUSA, MOTPeLIHOCTL He 6osee 3 %;

- X0N04UNbHUK 6bITOBOW;

- MHorouesieBble MOANUMPONUIEHOBbLIE NPOBMPKK 12X75 MM BMECTUMOCTbLIO 5,0 M/, «NpobrpKu
Ansa o6pasuoB» (nponssogutens OO0 «lem», Poccua);

- OTgencHble xanar, warnoyka, 06yBb M OLHOPA30Bble MepyaTKn, paspeLleHHble K NMPUMEHEHMNIO
Ha Tepputopun P® (unu cooteetcTBytouwme NOCT P 52239-2004).

Mpn HeobxognmocTwn! BogHo-coneBoil pacTBOpP ANA pasBedeHus o6pasuos MagnoLIA
«AnnoeHT 1»(npoussoantens OO0 «KomnaHua Ankop buo», Poccus, kat. Ne 0000301 KapTpuax nav
KaT. Ne 0001001 dhnakoH).

6. AHATM3NPYEMbBIE OBPA3LLbI

6.1. 3ab60p KpOBM U3 BeHbl OCYLECTBAAKT C COOMOAEHMEM npaBua acenTuku. [loch
(hOpMUPOBaAHUA CTYCTKa CbIBOPOTKY OTAENAT NyTeM LeHTpudyruposaHua (npu 800-1600 g B TeueHue
10 MWH. NpU KOMHATHOWN TemnepaType). 3abop KpPOBM ANS NOAYYEHWUA MNa3Mbl OCYLLECTBAAOT B
NPo6upKy, COAepXKaLLyto aHTUKoarynaHT (NMTueeas cofib renapuHa, Kanuesas conb 3ATA (Kra3[TA,
K33/4TA)). Mnasmy KpoBM NoayyalT LeHTPUPYrnpoBaHnem npobupok ¢ LenbHol Kpoebio (800-1600 g
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B TeueHue 20 MMH. IpH KOMHATHOH TeMneparype).

ITocne uenTpudyrupoBaHus CHIBOPOTKY WM IUIa3My MEPEHOCAT B OTAEBHYIO NPOOHPKY, MpH
HeoOX0OHMOCTH. .

6.2. Cucrema aBTOMaTHuecKoro aHanusaropa «MagnoLIA» He MO3BOJISET NPOBEPUTH THII
obpasua. Ilpon3BoauTenb He HeceT OTBETCTBEHHOCTH 3a MPOBEPKY THMA 00pa3la, HCMOIb3YEMOro Mpu
a”Hanu3se «MagnoLIA o6iunit [ICA».

6.3. [lna npoBeneHHs aHaIM3a HE ClEAYET MCMOJIbL30BaTh MEMOJIH3HPOBAHHYIO HIH MYTHYIO
CBIBOPOTKY H IJ1a3My.

6.4. [Jlna npoBeneHus aHanusa Heob6xoaumo He MeHee 300 Mkn obpasua Juis NOCTAHOBKM B
MOHOMIHKaTax. J|na ananu3a B | noBTopeHuH aocratoyHo 50 mxi oOpasua, HOMOMHHUTENBHO 250 MIUT
JOMKHO 3aK/IafibIBaTbCA KaKk MEpPTBbIH 06beM, st cpabaTbiBaHUs AaTYHKA YPOBHS HIJIbL.

6.S. Hccnenyemas anukBoTa obpasia He AoJKHa HaxOAHMThea Oosiee Tpex 4acoB Ha OopTy
aHaiM3aropa.

6.6. OGpasubl CLIBOPOTKH H NJa3Mbl KPOBH pa3pelliaeTcs XpaHUTh NpH TeMneparype +2...+8 °C
He Oonee 2 CcyTok B XONOAWIBHBIX KaMepax HJIH B  XOJIOAWJIbHHKAX, 0OecrneyHBarolUHX
pernaMeHTHPOBAHHBIA TeMIlepaTypHbI pexuM; NMpH HeoOXoaMMOocTH 6osiee JUTMTENBHOrO XpaHEHHs
PEKOMEHIYETCS aATHKBOTHPOBaTh 0Opasell H XpaHHTh B 3aMOPOXKEHHOM BHJE NpH Temiepatype —20 °C u
Hike. He nonyckaercs noBropHoe 3aMopaxxuBaHue obpasia.

6.7. O6pasubt ¢ konuentpauueit IICA, Haxomsueiics 3a BEpXHHM MpEAC/IOM JAHana3oHa
H3MepeHui, NOJDKHBI 6bITh pa3BeaeHbl «JlumoeHtoM 1» B 10 pa3 (C MCNONB30BaHHEM aHAIH3ATOpa MM
BPYUHYIO) M HCCJIE0BaHbI NOBTOPHO. [TpH HEOGX0ANMOCTH NOBTOPUTD aHATH3 JUIA pa3BeJIcHHOro obpa3ua
CJICYET BBIUNONHUTD €r0 pa3BeicHHE 3aHOBO.

7. MMPOBEJIEHUE AHAJIUTUYECKON CECCUH

OnucaHHasd B JaHHOM HHCTPYKUMH HHQOpMalUA COAEpXKHMT oOIIHE CBEACHHS O TNOpPAIKE
NpoBeAEHHs aHAIMTHYECKOM ceccMM Ha aHanusatope «MagnoLIA». [lns nomydeHus AeTalbHON
uHOpMaLMHU Tepel HayaloM paboThl 03HAKOMBTECh C PYKOBOJACTBOM I10 IKCIUIyaTallMH aHAINU3aTOpa
«MagnoLIA».
| 7.1. IloaroToBKa pearcHTOB

7.1.1. Tlepen momeLieHHEM HOBOTO (3amedyaTaHHoro) kaprpuaxka «MagnoLIA o6wwuit IICA» B
610K peareHTOB aHaIM3aTopa HeOOXOOHMO NpEABAPHTENBLHO NEPEMELIATh €0 COAEPKHUMOE BPYUYHYIO.
Baxno u3berats 06pa3oBaHMs NEHBI pH nNepeMewnBaHuu. He cneayer BcTpaxusaTh KapTpHmk. Jns
PYUYHOrO NnepeMELINBaHUA BHITOJHUTE CIACAYIOIIHE ONEPallHH:

1) CopueHTHpYHTE KAapTPHIDK TOPH3OHTATbHO, OTBEPCTHAMH C 3alMTHOH MJIEHKOH BBEPX M
BO3bMHTE C MPOTHBOMOJIOKHBIX Kpaes.

2) INnaBHO NOAHMMMTE OJMH U3 KpaeB TaKUM 0Opa3oM, YToOBI KapTPHIK OKa3aliCs MOBEPHYT Ha
90 rpamycoB (T.e. 3aHAN BEPTUKATLHOE MONOKEHHUE).

3) InaBHO NOAHMMHTE APYro# Kpail, OXHOBPEMEHHO ONMycKas MepBbli, TakuM 06pa3oM, YTOGH!
KapTpHIK pa3BepHyics Ha 180 rpanycoB B BepTHKaIBHOM IJIOCKOCTH.

4) I1naBHO BEepHHTE KapTPHIK B FOPH3OHTAIBHOE MOJIOKEHHE.

5) IMosTopuTe wary 2-4 He MeHee 20 pa3 WK [0 BBINOTHEHHS CNEAYIOIMX YCIOBHIA:

- Ha JHE KapTpHaXa OTCYTCTBYIOT CKOIIIEHHS CJIEXKABIIWXCA MHKPOYaCTHLL;

- B CYCNEH3HH OTCYTCTBYIOT KOHIVIOMEPAThl MHKPOYacTHLL.

Jlns kapTpuaxKeit, XpaHAIMXCA B 3arpy304HOM OJI0KE aHANK3aTOpa, pyYHOE NepeMEIIMBAHHE HE
Tpebyerca, mepea 3alyCKOM AHAIHTHYECKOM CECCHMH NMPOM3BOAMTCA aBTOMAaTHYECKOE MOKaYHBAHHME
KapTpHkeit, HeoOXxoauMoe Ui pecyClieHIMPOBAHHA MUKPOYacTHIL.
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BCKpeITBIE KapTPHIKH, XpaHSIHECS B XOJNOANJIBHHKE B 3aBOJACKON Tape, mepel NOMELEHHEM B
6nok peareHTOB, TpeOGYIOT TINATENBHOTO, HO OCTOPOXHOTO MEPEMELIHBAHHA MapaMarHMTHBIX
MHKpouacTHl. M36erath BhIUIECKHBaHUS XHAKOCTEN H neHOOOpa3oBaHH.

Eciu MHKpOYacTHIIbI He yZIaeTcsl EpeBeCTH B roMorenHyto cycrnensuio, HE UCTIOJIB3YUTE
HABOP.

7.1.2. Bce octanbHble peareHTbl FOTOBbI K HCIOJIb30BaHHIO.

7.1.3. Tlepen noMeleHHEM peareHTOB B COOTBETCTBYIOLHE 610KH aHaIH3aTOpa MPOBEPHTH BCE
pacTBOpbl Ha OTCYTCTBHE MY3bIPBKOB BO3AyXa. YJAJIHTh MY3bIpbKH OO0 NMPOBEACHHS aHANIN3a JIETKHMM
NoKaYHBaHHEM, He J0MycKas neHooOpa3zoBaHH.

7.1.4. OO6pa3susl CHIBOPOTKM H IJIa3Mbl KPOBH JUIA aHaiM3a JO/KHBI ObITh AOBENEHBI IO
KOMHaTHO# Temmneparypbl. O6pa3usbt nocie orrauBanus Heobxoaumo TIUIATEJIBHO nepemewars c
noMousto MEUJIEHHBIX BpamatensHbIX aBH)KEHMiT WM OCTOPOXKHOrO NEpEeBOpaYyHBaHUA U Nepen
HCNONBb30BaHHEM LICHTPH(PYTHpOBaTh JUIA yAAICHUS JUCNIEPCHOTO BELLECTBA.

Y6eaurecs B OTCYTCTBHH NY3bIpbKOB BO Bcex obpa3suax. Yaanute my3bIpbKH 10 NpPOBEICHHSA
aHanu3a.

7.2. Ilpouexypa xkaauOpoBKH

[TpenBaputensio monydyeHHas pedepeHcHas kanubpoBouyHas KpHBas (MacTep-KpHBas)
amantHpyetcs i aHanu3a «MagnoLIA o6uwmit [ICA» npu ucnosnb3oBaHuu Habopa «Kanubparopsl
MagnoLIA o6umii [ICA».

KanuGpoBka npu ucnonp3oBanun Habopa «Kanubpatopsr MagnoLIA o6mmuit IICA» pomkna
BBITIOJIHATHCA B CJICAYIOLIMX Cly4dasx:

- NIpH 3aMycKe ceccHM Ha aHanu3artope «MagnoLIA» ¢ ucrionb3oBanneM KapTpumka «MagnoLIA
o6muit [ICA», kanubpoBka KOTOPOro paHee He TPOBOAKIIACE;

- O4MH pa3 B 7 aHell i kaxaoro kaprpuika «MagnoLIA o6wmit [ICA»;

- IIpH 3aIyCKe CeCCHM Ha aHanu3arope «MagnoLIAy ¢ cnons3oBaHHeM KapTpumka «MagnoLIA
o6t TICA», kKanubpoBKa KOTOpOro NpocpoveHa (0T MOMeHTa nocneaHe# kamubposky npouuio 6onee
7 nueit);

- €CITM pe3yNLTaT aHanM3a XoTA 6bl ogHOro KoHTposs u3 Habopa «Kontpoau MagnoLIA o6wui
[ICA» BbIXOOHMT 3a MpeJesibl yCTaHOBJIEHHOTO HANa3oHa.

Anannzatop «MagnoLIA» MoxeT ocylecTBaATh KUTHOPOBKY B OTACIBHO BbLAEICHHON CECCHH
HJIK ONHOBPEMEHHO ¢ 0bpa3laMu B paMKax OJJHOH aHATHTHYECKOH CECCHH.

BHUMAHMHE!

Komnonentsl Habopa «KanuGparopsl MagnoLIA obumit IICA» ABAsAI0OTCA MHOrOpa3’oBBIMH,
onHoro koMiiekra KanuGpatopos 1-4 nocrarouno mns 10 npoueayp kaluGpoBKH.

JnA npedomepawieHus ucnapeHuAa MHCUOKOCMU, CPA3y NOCAe UCNONAb3OSAHUA (PAAKOHDbI
Heolx00uMo 3aKpbimb KpbIKAMU 68 COOMEEMCMEUU C UX MAPKUpoEKou, noMecmums 6 ynaKoeKy
npednpuAMUA-U320mosumenn 6 6epMUKAIbHOM NOJONHCEHUU U XPAHUMb npuU memnepamype om + 2
00 + 8 °C 6 X0100UNBHBIX KAMEPAX UNU 8 XON00UNLHUKAX, 06ECneHUBaIoOuiUX PEIAMEHMUPOSAHHbII
memnepamypHbli pedcuMm.

dnakoHb! ¢ KanuGpaTopaMH He J0JDKHBI HAXOAUTBCA Ha 60pTy npubopa GoJiee 3 yacoB, CyMMapHO
B JIECATH CECCHAX, HEOOXOAMMO YYHTHIBATH 3TO IIpH BLIMOJHEHHH IPOLEAYPbl KanHOPOBKH
OIHOBpEMEHHO ¢ 06pa3liaMy B paMKax oHOM aHaIuTHYeCKO# ceccun. [ins nomyuenns Gonee noapobHo#
uHpopMalKH o6paTHTECh K MHCTPYKUMH N0 MpUMeHeHHIo Habopa «Kanu6parops MagnoLIA o6wui
[1ICA».

7.3. IIpouexypa KOHTPO.IS Ka4eCTBA

TMoaTBepXaeHHe NMPaBUILHOCTH aHANIM3a NMPH HCONb3oBaHMM HaGopa «Koutponu MagnoLIA
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obumii [ICA» HOMKHO BBIMONHATBLCS B KaXAOH aHaIUTH4eCKOH ceccuH. [IpH NpooOMKHTENLHOCTH
ceccHu boniee CyTOK, Onpee/icHHE KOHUEHTPALWH KOHTPONeH AOMKHO OBITh MPOBEAEHO MOBTOPHO MO
HCTEeYEHHH 24 4acoB OT Havana ceccuH. [ToaTBepaeHHe NPaBUIBHOCTH aHATH3a BBINOJIHAECTCS B paMKax
PYTHHHOTO KOHTpOJISi Ka4eCTBa, IIc KOHTPOJIH K3 Habopa pa3sMellaloT B IITAaTHBAX, NpeJHa3Ha4YeHHbIX
JUIs KaTHOpaTOpOB H KOHTpOJIEH, 1 06pabaThiBalOT HX pe3y/bTaThl TaK e, Kak 00pa3Libl MaLHEHTOB.

BHUMAHHE!

Komnonents Habopa «Kontponun MagnoLIA o6muit I[ICA » ABASIOTCS MHOTOpa3oBbIMH, OXHOTO
xommnekra Kontposett 1 1 2 nocrarouro ans 20 npoueayp KOHTPOJIS KayecTna.

Ana npedomepawienua ucnapenus xcudxkocmu, cpaszy nocne UCNOAbIOBAHUA (PAAKOHBI
Heo0Xx00uMo 3aKpbimb KPLIUKAMU 6 COOMEemMCMeuU ¢ UxX MApKUPOBKOl, noMecmums 6 ynaKoexy
npeonpuAMUA-U3I20MO8UMENIA 8 6EPMUKANILHOM NONONCEHUU U XPAHUMb RPU memnepamype om + 2
00 + 8 °C 6 X0100UNbHBIX KAMePAaXxX UnU 8 X0J100UNbHUKAX, 06ecnequearouiux peziameHmuposaHHsli
memnepamypHblil pedcum.

®dnaKoHEBI ¢ KOHTPOJIAMHU HE H0JDKHBI HAXOAUThCA Ha GopTy npubopa Gosee S 4acoB, CyMMapHO B
JABAALATH CECCHAX, HEOOXOAMMO YYHTHIBATH 3TO TNPH BHIMOJHEHHH NPOLEAYPhl BalHAALHH
OZHOBPEMEHHO ¢ 00pa3LamMy B paMKax oHOM aHamuTHYeCcKol ceccuu. JIns monyyenus Gonee moapobHo#H
nHdopMauuH 06paTHTECh K HHCTPYKLIHH 1O TpUMeHeHHIo Habopa «KoHTponu MagnoLIA o6uwmit [ICA».

74. 3anyck aHAJIHTH4YECKOH CeCCHH
7.4.1. Bxkmoynte aBTOMaTHUeckHit aHanm3atop «MagnoLIA» cornacHo pyKOBOACTBY [0
9KCILTyaTalHH.

7.4.2. 3arpysute MOArOTOBJEHHBIE pearcHThl Ha GopT aHanu3atopa «MagnoLIA» cornacho
PYKOBOACTBY IO 3KCILTyaTallHH.

7.4.3. 3arpysute naHHbie 06 obpa3lax M peareHTax B NaMATh aBTOMAaTHYECKOTrO aHalIW3aTopa
«MagnoLIA» cornacHo pyKoBOJCTBY M0 3KCILTyaTallMH.

7.4.4. Co3snaifTe CrIMCOK 3a1ay, KOTOPbIE JOKHBI OBITH BHIMONMHEHBI B NaHHON aHANTHTHYECKON
CECCHH, COTJIaCHO PYKOBOJCTBY 110 3KCILIyaTallHH.

7.4.5. 3anycTHTe aHAJIMTHYECKYIO CECCHIO aBTOMAaTHYECKOrO aHanM3aTopa COINIacHO
PYKOBOJCTBY O IKCITyaTaLHH.

7.4.6. Tlporpamma npuGopa Mo3BoASET aBTOMATHYECKH BBIMONHMTL BCE CTAMH aHatu3a Ge3
BMeELIATENbCTBA M0/1b30BATENS.

7.5. Ioayuenue pe3y bTaToB

7.5.1. Tlepeiiaure B MeHio HASHAYEHHA.

7.5.2. Jlna oToGpakeHHs KOHKPETHOTO pe3yJIbTaTa Ha 3KpaHe, BriGepuTe B TabuLe pe3yabTaToB
AYeliKy, COOTBETCTBYIOLYIO NalMEHTY (npaBbiit cTonben) 1 TecTy (BEpXHis CTPOKa).

7.5.3. Jlna nedatH pe3yibTaTOB aHAIMTHYECKOH CecCHH, HaxmHute KHonky I[IEYATH w
BhIOEpUTE M3 OTKPBIBLIETOCA CITHCKA HEOOXOAUMOE IeHCTBHE.

AHanu3aTop Mo3BOJISET pacrneyaraThb:

- CITUCOK 3aJ1a4, 3aJaHHBIX JUIA JaHHOW aHATHTHYECKOM CECCHM;

- pe3ynbTaThl MalHEHTa, BLIOPAHHOTO ONEPATOPOM;

- BCE Pe3yJ/bTaThl, MOJIyYEHHBIE B JaHHON aHATNTHYECKOH CECCHH;

- pe3ynbTaThl, HAUMHas C WM 3aKaH4YHBas NALMEHTOM, BEIGPAHHBIM ONIEPaTOPOM.

7.6. OrpaHuveHHe TecTa

B AMarHOCTHYECKHMX LENAX pe3ylbTaThl, MOJYYEHHBIE NMpH NpuMeHenuu Habopa «MagnoLIA
o6t [ICA», cnenyeT HCMOMBL30BaTh COBMECTHO C Pe3y/bTaTaMH APYTHX AHArHOCTHYECKHX METOIOB!
KJIMHHYECKHX (CYGBEKTHBHOE H OOBLEKTHBHOE OGCNIE0BaHHE), HHCTPYMEHTAIBHBIX, 1abOPAaTOPHBIX H
npoyee.
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OG6pasupl, B3ATbIE Y MAlMEHTOB, KOTOPbIE B JHaTHOCTHUYECKHUX MM Jie4eOHBIX LeNAX IPUHHMAITH
npenaparbl MOHOK/IOHAIBHBIX MBIIIHHBIX QHTHTEN, MOTYT CONEPXKATh YeI0BEYECKHE aHTHTENa MPOTHB
MBIIIHHBIX aHTHTeN. Takue 06pa3ubl MOTYT MPUBOAUTH K OLIHOOUHO 3aBLIICHHBIM WM 3aHHKEHHBIM
3Ha4YeHHAM. MoxeT noTpeGoBaThcst ZONOIHUTENILHAS KIIMHHYECKAs WIH AHarHOCTHYeCKas HHGopMaLus
IUIS OTIpEZIETIEHHS CTaTyca MalHeHTa.

Haxonsmuecss B chiBopoTke retepoduibHble aHTHTENa, KOTOPblE MOTYT B3aMMOJEHCTBOBATH C
HMMMYHOITIO0YTHHAMH, BXOJAIIMMH B COCTaB PeareHToB, 06/1afaloT cocOGHOCTBIO CO3JaBaTh MOMEXH
MMMYHOXMMHYECKOMY aHamU3y in vitro. O6pasibl, B3AThlE Y MAlHEHTOB, NOCTOSHHO BCTYMAOMIMX B
KOHTAKT C XHBOTHBIMH HJIH NMPOJYKTaMH Ha OCHOBE ChIBOPOTKH JKHBOTHBIX, MOTYT GbITb NMOJBEPKEHBI
MHTepQEPEHIIUH, M B HUX MOTYT HaG/IOAAThCS aHOMAJILHEBIE 3HAY€HHA. B TakuXx cilyyasx JUis MOCTAHOBKH
JHarHo3a MoXeT NnoTpeGoBaThCcs JOMOMHUTENbHAA HHOpMaLHs.

8. TPAHCIIOPTHPOBAHHUE U XPAHEHHUE

8.1. TpancnoprupoBaHue HabOpOB cleayeT NPOU3BOAUTh BCEMH BHIaMH KPbITOTO TPaHCIOpTa
npu Temneparype ot + 2 g0 + 8 °C.

8.2. TpancnopTHpoBaHHe U3neNHit Ipy TeMneparype oT + 2 10 + 8 °C NoMKHO MPOH3BOAUTHCA
B €MKOCTAX HJIH MpPH MOMOLIH XOJOAMNBHBIX YCTaHOBOK, o0ecnedyMBalOLIMX DPErjaMEeHTHPOBAHHBIA
TeMIIePaTYPHBIR PEKHM.

8.3. Jlonmyckaercs TpaHCMOpTHpoBaHHe HabopoB npu Temmeparype no + 25 °C He 6onee
15 cyTok, B ToM uncie npu temneparype + 37 °C He 6osee 1 cyTok.

8.4. HaGopsl, TpaHCIOPTHPOBaHHbIE C HAPYLIECHHEM TEMIIEPATYPHOTO peXHMa, MPUMEHEHHIO
He TIoJUIeKaT.

8.5. Cpoxk rognocti HabopoB — 12 MecsLEB OT AaThbl IPOU3BOACTBA.

8.6. XpaHeHue HabOpOB AOMKHO MPOBOAUTECA B YNAKOBKE NPEANPUATHA-H3TOTOBUTENA NPH
TeMmmeparype oT + 2 o + 8 °C B TeueHHe BCero cpoka rofHOCTH B XOJNIOAMJIBHBIX Kamepax HiH B
XOJIOAHJIBHUKAX, 00eCTIeuHBaIOLIMX perjlaMeHTHPOBaHHBIH TEMIIEPATYPHLIA PEXHM.

Ha6ops! ¢ HCTEKIIMM CPOKOM FOAHOCTH IPUMEHEHHIO HE TIOJUIEXAT.

8.7. Ilpu apoGHOM HCHONB30OBAHHH KOMIIOHEHTRI HabOpa XpaHATCA B YNIAKOBKE NPEANPHATHSA-
M3roTOBHTENA (YTOOBI HE NONYCTHTh ONMpPOKHUALIBAHMA) NMpH TeMmmepatype oT + 2 go + 8 °C B
XOJIOJM/IbHHUKE HITH B XOJIOAKNBHBIX KaMepax, 00eceYHBalOLIHX perJaMeHTHPOBaHHBIA TEMIIEPATYPHBIH
PEXHM, B TedeHHe | MecsAua cO JHA BCKDHITHA NMepBHYHOH YNMAKOBKH. PekoMenayeTcs 3akiieHBaTh
CKOTYEM BCKpBITHIN KapTPHIK M1 yMeHblIeHHs HcnapeHus. [Ipn xpaHeHHM B XONOAWIBHHKE mepes
KaXIbIM HMCMONB30BAHHEM I PECYCNEHAMPOBAHHA MapaMarHHTHBRIX MHKpPOYACTHLl COAEpXKHMOeE
KapTpuaXa ciielyeT TIaTebHO [iepeMeLlaTh Mo BU3yaIbHbIM KOHTPOJIEM, H3beras neHooOpa3oBaHus 1
BBIIUIECKUBAHHUA KHIKOCTEH.

8.8. lonyckaeTca XxpaHeHHe KapTpHpka Ha 60pTy npubopa B TeyeHue 1 MecsLa o AHA BCKPBITHA
NepBHYHOH YIIaKOBKH.

9. TAPAHTUHNHBIE OBA3ATEJILCTBA
[apanTuitHbii cpok rogHocTH Habopa 12 MecsueB oT AaThl npou3BoacTsa. Habop npeanasHavex
JU1S OTHOKPATHOTO IPUMEHEHHS M HE MOJUIEKHT PEMOHTY H 00CTY>KHBaHHIO.
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«MagnoLIA o6umit [ICA»

10. BE3OITACHASA YTHIN3ALIUA

Ilpn ucnonbsoBanuu Habopa obpasyioTcs oTxoabl KiaccoB A H B, xoTopeie yTHnn3upyloTcs
B cootBeTcTBUH ¢ CanlInH 2.1.3684-21 u MV 287-113 (Tabnuua 2).

Tabnuua 2
Orxopnel Knace
ONIACHOCTH
Bropuunas (rpynnosas)
Kopo6ka u3 MOHOKapTOH
yrnakoBKa P OHOKapToHa Orxoast
OKCIUTyaTaliHOHHAas HHCTpYKIHS 10 NPUMEHEHHIO Knacca A
JOKYMEHTalHs ITacnopt
Kaprpumx, conepxasiinii MHKpOYacCTHLIbI H KOHBIOTAT
[lepuyHas ynakoBka PTPHIDK, conep A* P u OHBIOT
Bce xoMnoHeHTh! Habopa, KOHTPOJbHBIE MaTepHANbI,
ACXOJIHBIC
P A Otxonpbl
Jpyrue KOMNOHEHThbI MaTepHalibl M peareHThbl, KOTOpblE KOHTAKTHPOBAJIH C wiacca B
o6pa3uaMu Bo BpeMs 06paboTkH, XpaHEHHs WK
aHajau3a
He ucnons3osansle Kaprpumk, conepxkamiy#t MUKpO4acTHIIbI H
KOMIIOHEHTBI ¢ HCTEKIIHM PTPHIDE, P . P
KOHBIOTaT A
CPOKOM T'ORHOCTH
11. HHOOPMAIIMA O TIPON3BOJAUTEJIE
[lo Bonpocam  kauectea MM  «Habop  peareHTOB 18 KOJMYECTBEHHOTO
HMMYHOXEMUTIOMHHECIIEHTHOTO ~ ONpeJe/NeHns  oOlIero  mpocTar-CreluuHYecKkoro  aHTHreHa

«MagnoLIA o6wuit [ICA», mo TY 21.20.23-612-98539446-2022» obpamareca 8 OO0 «Komnanus
Ankop Buo» no aapecy: 192148, r. Cankr-IletepGypr, Xene3nonopoxusiii npocnext, a. 40, juT. A,
ten/¢pakc: 8(812) 677-8779, tenedon «ropsueit muuun»: 8-800-234-37-79.

12. CUMBOJIbI, UCITOJIb3YEMBIE HA 9THKETKAX

VD

MeauuMHCKoe H3Aenue Ui
JHUArHOCTHKH in vitro

Y

ConepxuMoOro 10CTaTOYHO UL
NPOBEICHUA N TECTOB

Howmep no karasory

OctopoxHo!

Kon naptun (HoMep cepuH)

HUcnonb3oBaTk A0

Hsrorosurens

[Tpenen Temneparyp

JlaTta H3roToBNEHHUS

Buonornyeckuit puck

OG6paruTech K HHCTPYKLHH 1O

AN\
s
g
p

bepeus ot Baru

RER
£of
r
T
C14]
I

TNPUMEHEHHIO
B e He nonyckars Bo3neicTBHSA
epx
P AN COJIHEYHOTO CBETa

HUncTpykuus paspaborana B cooteTcTBuu ¢ TY 21.20.23-612-98539446-2022.
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OO0 «KomnaHua Ankop buo»

r. CaHkT-MeTepbypr, XXenesHoAOpPOXHbIN Np., 4. 40, nuT. A

TenedoH/ake: (812) 611-HO-19
MACIMOPT Ne EOG3

Habop peareHToB A1 KONMYECTBEHHOI0 MMMYHOXeMUTIOMUHECLEHTHOTO
onpeaeneHns o6LEero npocTaT-cneynnyeckoro aHTureHa
«MagnoLIA o6wuin NMCA», no TY 21.20.23-612-98539446-2022

Kat. Ne 1170001 Cepusa Ne EOO3 dopmupoBaHme Ne 1 Konmyectso 100 L.

CooTBeTcTBME
BHewHWiA Bug 1 Cepus KOHTPONU-
HanmeHoBaHWe peareHTa KomnnekTtayus
(hopma Bblnycka peareHTa pyemoro
napametpa
CocTtaB Habopa
MenkoancnepCHbIii
0Caj0K KOPUYHEBOTO
MMapamarHuTHble BETa, NepexoasLyuii
P 5 PEXOAALL 1 kapTpnax
MUKpPOYacTULbI B CYCNeHANpPOBaHHOE
(cooTBeTCTBYHOLY,
C UMMOGUIN30BaHHbLIMY COCTOSHME MpK Ui OTCEK EOO3 COOTBETCTBYET
MOHOK/10Ha/IbHbIMU BCTPAXMBAHUMU, B ’
o 10 mn)
aHTuTenamm K NMCA (MU) npo3payHou
6ecuBeTHOIA
XULKOCTH
1 KapTpmox
- M YHad COOTBETCTBYHO
KoHblorar aleM ”C’:\ ¢ pospatia ( o yrot EOQO3 COOTBETCTBYET
aKpUANHOBOM MeTKON (A*) becuBeTHaa XNAKOCTb NI OTCEK,
5 mn)
MacnopT 1wr.
WHCTpYKLUA NO NPUMEHEHUIO 1 wr. -

MapameTpbl KOHTPO/IS Ka4yecTBa

HaumeHoBaHMe KOHTPONMPYEMOTO
napameTpa
AHanutuyeckuii curHan Kanméparopa 4,

OTH. CBET, 4., He MeHee

COOTHOLLEHNE aHAIMTUYECKMNX CUTHANO0B
KanmbpaTopos

HomunHanbHoe 3HauveHne Kannbpartopa 2,
HF /M

HomunHanbHoe 3HaveHune Kannbpartopa 3,
Hr/Mn

OTK/IOHEHME KOHLEHTpaLmun
Kann6patopa 2 n Kanubpatopa 3

OT HOMWHANbHOTO 3HAYEHWA, NPOLEHT

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

3HaueHue KOHTponmpye-

Hopwma MOro napameTrpa*
200 000 COOTBETCTBYET
Bi <Br<B3<Bas COOTBETCTBYET
5 HIp,
25 H/Q
+10 AN N«MBeTCTBYET
N
» » /AIKop b
«onna M fCoriio
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Kaptprmk (cooTBETCTBYIOIMME
OTCEKH CTELHATAIHPOBAHHOTO
KapTpHIKa U3 MOMITHICHA
YnaxkoBKa ¥ MApKHUPOBKa _HHM3KOrO NaBjeHHA ¢ COOTBETCTBYET
3aMasHHLIMH OTBEPCTHAMH).
OTAKETKH A3 JCHTHI KeeBoit
Ha OyMaxxHOH OoCHOBe

*JlaHHBIC aTTECTALMK MPH COBMecTHOM NcnonkioBavuu ¢ MU «Kamibparopmr MagnoLIA ofumi
TICAy, cepus Ne E003.

[Macniopr Boigan «17» mong 2022 .

Cpox rogroctn Habopa 10 «17» prons 2023 r.

Venosus xpanenus +2...+8 °C

Vcenosus TpaHcnopTHposannsg +2...+8 °C. JlomyckaeTcs TpaHCIOPTHPOBaHHe Habopa NPH TEMNEpaType
ao +25 °C ne 6onee 15 cyrok, B ToM uncne npn remneparype +37 °C ne 6onee 1 cyrox

TOJIBKO JIA TUATHOCTHKHU IN VITRO

Jns npodecCHOHANBHOTO MPHMEHEHHS
HaGop cooTsBeTcTByeT

TV 21.20.23-612-98539446-2022

PV Ne

Brmonnnn Rymenskuna A, I,
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OO0 «KomnaHuna Ankop brno»
r. CaHkT-leTepbypr, XXenesHoAopOXHbIN Np., 4. 40, nut. A
TenedoH/pakc: (812) 677-87-79

MACITIOPTA» E004

Habop peareHTOB AN KONMYECTBEHHOI0 MMMYHOXEMMUKOMUHECLLEHTHOTO
onpeaeneHns o6LLEro NpocTaT-crneLmpruUecKoro aHTUreHa
«MagnoLIA obwwuin MCA», no TY 21.20.23-612-98539446-2022

Kat. Ne 1170001 Cepusa Ne E004 dopmumpoBaHme Ne 1 Konudectso 100 .

CooTBeTCcTBME
BHewHniA Bug un Cepus KOHTpO/IN-
HanmeHoBaHMWe peareHTa KomnnekTauns
(hopmMa BbIMyckKa peareHTa pyemoro
napamertpa
CocTtaB Habopa
MenkoancnepcHblii
0Cafl0K KOPUYHEBOTO
MapamarHuTHble BeTa, NepexoasLuii
P ! PEXoAALL 1 KapTpuax
MUKpOoYacTuLbl B CyCneHAnpoBaHHoe
(cooTBeTCTBYHOLL
C UMMOGUIN30BAHHbIMU COCTOAAHME NpWn Uit OTCeK EQ04 COOTBETCTBYET
MOHOKJ/IOHa/IbHbIMU BCTPAXMUBAHUN, B ’
o 10 mn)
aHTutenamu K NCA (MUY) npo3payvyHoin
6ecuUBeTHOW
XULKocTH
1kapTpuax
- Mpo3payHas COOTBETCTBYIO
KoHblorar anTl/I I'IC,e\ ¢ posp ( v ytoi E004 COOTBETCTBYET
aKpUANHOBOW MeTKON (A*) 6ecuBeTHas XUAKOCTb M oTcek,
5 mn)
MacnopTt 1wr.
VHCTpYKUmMA No NpUMeEHEHNIO 1wr. : -

[MapameTpbl KOHTPONA KayecTBa
HanmeHOBaHMe KOHTPONNPYEMOTO Hopwma 3HayeHue KOHTponupye-
napameTpa MOro napameTtpa*
AHanutunyeckunii curHan Kanmbépatopa 4,

200 000 COOTBETCTBYET
OTH. CBET, €[., He MeHee
COOTHOLLEHWE aHATNTUYECKNX CUTHAOB B1<B2<B3<Bu4 cooTBETCTBYET
Kanmépatopos
HomuHanbHoe 3HavyeHne Kanubpatopa 2, 5 Wi
HI/MN
HomunHanbHoe 3HaveHne Kanubpatopa 3, o5 Wi
Hr/MN
OTK/IOHEHME KOHLEHTpaLmm
Kanu6patopa 2 n Kanubparopa 3 +10 Nommmes 4" pTaeTcTBYeT
OT HOMWHANbHOIO 3HAYEHUS, MPOLEHT \AU

BV A
*O]
I"eneparbH™E
@ 000 LMPMH [&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU 000«<KOM(Laru o™ C1p. 1132



Kaprpujok (cooTBETCTBYIOLINE
OTCEKH CHCUHANMKH3KPOBAHHOTO
KapTpujika U3 TONMHITHNICHA
Y1nakoBKa H MapKHEpPOBKa HH3KOTO AaBICHHS C COOTBETCTBYET
3aNASHHEIMH OTBEPCTHSAMH).
DTHKETKH U3 JICHTHI KeeBod
Ha OyMaXHOH OCHOBE

*JlaHHEIC ATTECTALMH TIPH COBMECTHOM Hcnonb3opanm ¢ MU «KamGparops: MagnoLIA ofumi
TICA», cepus Ne E004,

Macnopt BelgaH «20» miona 2022 r.

Cpox rogsocTtn Habopa no «20» Hions 2023 r.

Venosus XpaHeHus +2...+8 °C

Venorus TpancniopTupoBanus +2...+8 °C. Jlonyckaercs TpaHcnopTApobaHHe Habopa MpH TeMnepaType
a0 +25 °C ne 6onee 15 cyTok, B ToM unciie npa Temneparype +37 °C me Gonee 1 cyTok

TOJIBKO )1 MUATHOCTHUKHU IN VITRO

Jna npodeccHORATPHOTO MPHMEHEHHA
HaGop cooTsercTByET

TV 21.20.23-612-98539446-2022

PY Ne

Bumonuun Jlymenskuna A. I Iposepun Kaaap\ﬁébg

. .\‘_ e pered
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OO0 «KomnaHna Ankop brno»

r. CaHkT-lMeTepbypr, XXenesHogopoXXHbI np., 4. 40, nuT. A

TenedoH/pakc: (812) 677-87-79

MACITIOPT Ne EOO3

Habop peareHToOB AN1s KOJMYECTBEHHOr0 MMMYHOXEMUTIOMUHECLLEHTHOIO
onpeaenieHUa 06LLero npocrar-cneyndrUyeckKoro aHTUreHa
«MagnoLIA obwuin NMCA», no TY 21.20.23-612-98539446-2022

Kat. Ne 1170005 Cepusa Ne EOO3 dopmupoBaHme Ne 1 Konnyectso 100 LuT.

CooTBeTcTBUNE
BHewHni Bug un Cepus KOHTpONN-
HanmeHoBaHMe peareHTa KomnnekTauns
(hopma BbIMycka peareHTa pyemoro
napameTpa
CocTtaB Habopa
MenkogucnepcHbIi
0Caf0K KOPUYHEBOTO
MapamarHuTHble BeTa, NepexoaaLLnii o
P 4 PeXOAALL 5 KapTpuaxen
MUKPOYACTULLbI B CyCMeHAUpOoBaHHOe
(cooTBeTcTBYIOLY,
C UMMO6UNN30BaHHbIMN COCTOAHME NpU Wil OTCEK EOQ3 COOTBETCTBYET
MOHOK/IOHa/IbHbIMK BCTPAXUBaHUW, B 10 10 Ml'li
aHtutenamu K NMCA (MY) npo3payvHoil
6ecLBeTHOI
XNAKOCTK
5 KapTpuaxen
KoHblorat aHTu-NCA Mpo3payHas COOTBETCTBYIO
orviora au Cu ¢ Po3p ( o yrou EQCO3 COOTBETCTBYET
aKpuUAMHOBOM MeTKOn (A*) 6ecLBeTHasA XXMNAKOCTb NI OTCEK,
no 5mn)
Macnopt 1 WT. - -
VHCTPYKLUMSA NO NPUMEHEHWNIO 1 LWr. -

MapameTpbl KOHTPO/ISI KauyecTBa

HanmeHoBaHME KOHTPOIMPYEMOTO

3Ha4yeHue KOHTpOInpye-

Hopma *
napameTpa MOro napametpa
AHanutnyecknin curHan Kanméparopa 4, 200 000 COOTBETCTBYET
OTH. CBET, e[., He MeHee
COOTHOLLEeHMEe aHANUTUYECKUX CUTHAN0B B1<B2<B3<Ba cooTBeTCTRYET
Kanubpatopos
HomunHanbHoe 3HavyeHue Kanunbpatopa 2, 5 Wi
Hr/Mn
HomuHanbHoe 3HaueHve Kanubpartopa 3, o5
Hr/MN
OTKNOHEHWE KOHLeHTpaLun fi
Kanu6paTopa 2 u Kannépartopa 3 +10 [lof
OT HOMWHA/IbHOT0 3HAYEHUA, NPOLEHT {‘ A\ oS S

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

OTCEKH CICIHATM3HPOBAHHOTO
KapTpHIKA U3 NOJIU3THIICHA
HH3KOTo RaBJICHHA C
3aNASHHBIMH OTBEPCTHAMH).
OTAKSTKM U3 NICHTHI KIeEBOH
Ha GyMaxHoit ocHOBe

*JlaHHBIE aTTECTAllMK MpH COBMeCTHOM Mcnomb3oBakn ¢ MH «KannGparops MagnoLLIA o6umii
[ICA», cepus Ne EQ03.

TMacnopt Beifan «17» uions 2022 r.

Cpox roguocTn Habopa a0 «17» mong 2023 r.
Ycnosus xpaxerns +2...+8 °C

Ycnosus Tpascnoptuposasius +2...+8 °C, lonyckaetcs TpancnoprapoBaHie Habopa OpH TeMreparype
zo +25 °C ne Gonee 15 cyTok, B TOM uHcae npH Temneparype +37 °C He 6onee 1 cyTok
TOJIBKO JUIA AUATHOCTHKMU IN VITRO

Jna npodeccHOHANBHOIO NIPHMEHEHHA

Ha6op cooTBeTcTBYET L e,
TV 21,20.23-612-98539446-2022
PY Ne

Rp L o e i
Brmonuun Jlymensxuna A. I I[Tpoeepun Kasapugppg(ﬁ@pang
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OO0 «KomnaHuna Ankop buo»

r. CaHkT-leTepbypr, >XenesHofopOoXHbI Np., 4. 40, nuT. A

TenedoH/pakc: (812) 677-87-79

MACIITOPT Ne EO04

<

Ha60p peareHToB gnAa Ko/in4eCtBeHHOro MMMYyHOXEMUITKOMUHECLLIEHTHOIO

onpeneneHns o6LLEro npocTar-crneLmfpruyeckoro aHTuUreHa
«MagnoLIA obwunii MCA», no TY 21.20.23-612-98539446-2022

Kat. Ne 1170005 Cepusa Ne E004 dopmupoBaHme Ne 1 Konudectso 100 L.

CooTtBeTtcTBUE
BHewHwWiA BuA v Cepus KOHTpONM-
HanmeHoBaHWe peareHTa KomnnekTayus
(hopmMa BbINnycka peareHTa pyemoro
napameTpa
CocTtaB Habopa
MenkogucnepcHbli
0CafloK KOPUYHEBOro
MapamarHuTHble BeTa, NepexoasLyuii o
P H PEX0AALL 5 KapTpugxen
MUKpOoYacTuLbl B CyCMeHAUpOBaHHOe
(cooTBeTCTBYIOLY,
C UMMOOWUNIN30BAHHbIMU COCTOSIHMe Npu Uit oTCeK EQ04 COOTBETCTBYET
MOHOKJ/IOHa/IbHbIMU BCTPAXUBAHUW, B ’
o no 10 mn)
aHTutTenamm K NMNCA (MU) npo3payHoin
6ecuBeTHOM
XUNAKOCTK
5 KapTpuaxei
KoHbtorat aHtu-MNCA ¢ Mpo3payHas COOTBETCTBYIO
o o Po3p ( o yiow E004 COOTBETCTBYET
aKpULMHOBOW MeTKOM (A*) becuBeTHas XULKOCTb WA OTCEK,
no 5 mn)
MacnopTt 1wr.
VHCTPYKUMA N0 NPUMEHEHUIO 1w,

MapamMeTpbl KOHTPONS KayecTBa

HanmeHoBaHMEe KOHTPONMPYEMOTO

3HauyeHne KOHTPONupye-

Hopma N

napameTpa MOro napameTpa
AHanuTunyecknin curHan Kanméparopa 4, 200 000 COOTBETCTRYET
OTH. CBET, e[, He MeHee

THOLUEHMNE aHaIMTUYECKMX CUTHANOB .

CooTHouenue anan ec curHano Bi < B2< B3< B4 COOTBETCTBYET
KanubpatopoBs
HomunHanbHoe 3HavyeHne Kanunbpartopa 2, 5 Wi
HIr/MN
HomunHanbHoe 3HayeHne Kannbpartopa 3, o5 A Hig
HE/M T
OTK/IOHEHME KOHLEeHTpauuu
Kanvnbpatopa 2 n Kanuépartopa 3 +10

OT HOMWHaNbHOIoO 3Ha4eHusA, NMNPOLEHT

& 000 LHPMY [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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Kaprpumk (cooTBETCTBYIOIIHE
OTCEKH CMEIHATN3HPOBAHHOTO
KapTpHaXa H3 NONTHITHIIEHA

_ HA3KOTO JIaBJICHus ¢ COOTBETCTBYET
3anasHHBIMHA OTREPCTHAMH).
ITUKCTKH M3 JICHTEI KJICeBOH

Ha 6ymaxHO#t OCHOBE

*JlasHBle aTTECTAUMH TPH COBMECTHOM Hcmoms3opaHuH ¢ MU «KamuGparopet MagnoLIA ofmmit
TICA», cepua Ne E004.

TMacnopr peinad «20» mions 2022 r.

Cpok rogHocTn HaGopa a0 «20» mions 2023 r.

Ycnoeus xpanenus +2...+8 °C

Vcnosus Tpancnoptuposaius +2...+8 °C. Jlonyckaercs TpaHCIOpTHPOBaHHE HAG0pa pH TeMNepaType
a0 +25 °C ue 6onee 15 cyToK, B TOM unciie TpH Temnieparype +37 °C ne Gonee 1 cyTok

TOJNBKO AN MUATHOCTUKHU IN VITRO

HJns npodecCHOHANBHOTO IPHMCHEHAS e
Ha6op cooTBETCTBYET ey eyl
TY 21.20.23-612-98539446-2022 Ko namm\"%\\_
PY Ne .
Bomonnun Nymensxnna A, I IIpoeepnan Kazapugoba®d:Apany
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