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1. HA3HAYEHHE

1.1. «HaGop peareHTOR ANf KONHIECTBEHHOIO HMMYHOXCMHIOMHHECLIEHTHOTO ONPEAEIICHAS
paxkoBo-3MOpHOHANBHOTO anTHreHa «MagnoLIA POA», mo TY 21.20.23-633-98539446-2022» (nanee
«MagnoL]IA P3A») npeanasHaueH A KOMMYECTBSHHOTO ONpPEACICHHA PaKOBO-3MOPHOHAIEHOIO
anTurena (nanee POA) B CRIBOPOTKE M MNa3sMe KpOBH (JIMTHEBAS CONb renapuHa, kanuesad conb IJTA
(K29ITA, KsDITA)) uenonexa METONOM XeMHITIOMUHECIIEHTHOTO HMMYHOAHATH3A HA IAPAMATHHTHBIX
MHKPOYACTHIIAX C HCHOJIB30BAHHEM aBTOMATHYECKOrO aHam3aTopa «MagnoLIA»,

HaGop «MagnoLIA P3A» npemHazHaueH ANA HCIOAB30BAHHA COBMECTHO ¢ MEIHIMHCKHM
uspenneM (nanee MH) «KanuGparopn MagnoLIA POA» n/uma «Konrpomu MagnoLIA P3A».

1.2.PDA - rmxonporenH ¢ MonekymapHo#t Maccoit 180 xJla, mepBrif M3 rpynnmel Tak
HA3BIBACMBIX OHKOQETULHLIX OeitkoB, 00pasyercs B MEUCHH, IOKEMYAOUHONR XKeaele U KeTya0qIHO-
krmevnoM Tpakte (OKKT) mnoaa; B HeGOMBIIMX KOAWYECTBAX BRIABIACTCA B KPOBH H BO MHOTMX TKRHAX
B3pocnoro opranuama, POA — HanGonee wacto HenonpayeMsiit Mapkep npe obHapyxennH paxka JKKT.

C xnmaHWYeckolf TOYKH 3peHMs 3Ha4eHHe KOHICHTpamuH POA caMo mo cebe He wmMeer
AMArHOCTHYECKOH [EHHOCTH NPH TECTHPOBAHWY HAa HATHYME 3/10KaueCTBEHHBIX HOBOOOpasopanuit, 3ToT
pe3yNBTaT CHEAYeT HCNOAL30BaTh TONBKO B COMETAHHM € MHBIMHM KIHHWYECKMMH NPOSBICHHAMM,
pe3ynbTaTaMu HabniogeHul ¥ IMarHoCTHYECKHMH NapaMeTpaMi.

1.3. ®ynkunonansHoe HasHauyenne MU «MagnoLIA POA» npu coBMecTHOM npumencaun ¢ MH
«KamuGparops MagnoLIA POA» n/wmu «Konrponn MagnoLIA POA» — xonmuyecTBeHHOE OonIpeaeneHHE
KOHIEHTPAlHH paKoBO-OSMOPHOHANBHOTO AHTHIEHa B ChIBOPOTKE M IUIA3ME KpPOBH YeJIOBEKa INPH
MOHMTOpHHIe GOMNBHBIX C YCTAHOBJICHHBIM PakoM TONCTOH M NpAMOA KHINKH, JKEJYAKa, MOJNOYHOH
WENe3hl, JICTKOrO, MPEACTATENBHOW JKeNe3bl, MOKETYAOYHON Kene3sl K AHYHHKA, JUIA OLCHKH
3pdeKTHBHOCTH BHIOpaHHOTO JIEUCHMA, paHHETO BBHIABICHHS pPEOMIHBOB H  OCCCHMNTOMHO
NPOTEKAIONIEr0 METACTA3HPOBAHHUS PE3UAYANbHOR ONMyXOJIH.

IIKBHBANCHTHOCTD OOPasLOBR CHIBOPOTKH M INAa3Mbl KPOBH WENoBeka, colepwamieli aHTHKOAryAfHTH (HTHEBAS COMb
renapuna, xanuepas conb STA (K:OATA, K;OATA)), noarsepxaeHa Ha 25 ofpasuax KakAOro BHAA aHTHKOATY/AHTA ¢
PasHLIMH KOHLIeHTpaumaMu POA B ananuse npu uenoaslosawuu Habopa «MagnoL1A P2A».
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IIpexynpexnenne:

PesynbTaThl u3MepeHus POA B ogHOM M TOM e obpa3lie MmauueHTa, NOTyYeHHbIE ¢ HCIOIb30BaHHEM
TECTOB Pa3HbIX MTPOH3BOJHTENCH, MOTYT CYLIECTBEHHO pa3IM4yaThCs H3-3a KOHCTPYKLIHOHHBIX pa3IHyHii
NpPOLERYPBl H3MEHEHHS U CIEH(PHYHOCTH peareHToB. B CBA3M ¢ 3TUM pe3ynbTarT, mosy4yaeMsblit BpauoM
H3 KJIHHHYecKol sabopaTopuH, MOJMXKEH COMPOBOXIATHCA YyKa3saHHEM MeTOHa ompeneneHus POA.
3HayeHHs KOHUEHTpauun POA, nomyyeHHble ¢ HCNOIb30BaHHEM Pa3HBIX NPOLEAYP HeNb3s CpaBHUBATh
MEXAy coboH, Tak Kak Takue pe3yiabTaThl He MOryT ObITh B3aHMo3aMeHseMbIMH. Ecnu B xoze
MOHHTOpDHHIra 3aMeHa OAHOH mnpoueAypbl H3MepeHHs PIA Ha apyryio HeusbexHa, TO NpPH TaKOM
nepexojic Heo6XOAMMO BBIMOHUTH onpeaeneHue POA o6oumu MeToamMH B napajuieiy.

1.4. O6nacts npuMeHeHHs Habopa — KIMHHYeckas 1abopaTopHas AMarHOCTHKA.

1.5. Ha6op npemHazHayeH TONBKO JUIA AMArHOCTHKH in vitro, s mNpogecCHOHAIBHOro
NPUMEHEHHs TMEPCOHATIOM, HMEIOUMM KBWIHGHMKAUUIO JUIA  BBHINOJHEHHS JUArHOCTHYECKHX
HccefioBaHui in vitro B pe3ynbTaTe CneUHaTbHOro obpasoBaHus M oOyueHHs. HMccnenosanus Moryt
BBITIOJIHATH CNICLMAIMCTHI HE MOJIOXKe 18 neT ¢ BBICIINM M CPEHHM MEAMLIMHCKUM, O6HOTOTHYECKHM HIH
HHBIM o6paszoBanueM (Bpau KJIJI, Guosor, MeAMLIMHCKHH TEXHOIOT).

HccnenoBanus NpoBOAAT B KIHHHKO-AMArHOCTHYECKUX NabopaTopusax, 00MacTHBIX, TOPOACKHX
WJIH paifOHHBIX, FTOCYIapCTBEHHBIX MM YacTHBIX 60nbHMLAxX U apyrux JIITY.

1.6. HaGop «MagnoLIA PDA» He uMeeT MpOTHBONOKa3aHHH K NPHMEHEHHUIO.

1.7. HaGop npennassayeH mis ofcneoBaHUA BCeX Ipynn HaceleHus moboro BospacTta Ge3
rpanaius rno aeMorpadu4eckoMy HIIH MOMyISLHOHHOMY ITPH3HAKY.

2. XAPAKTEPHUCTHUKA HABOPA

2.1. llpuunun agelicrBus

2.1.1. Anaaus

B na6ope «MagnoLIA PDA» ucnons308aH AByXCTaAHMHBIN «COHABHY»-BapHAHT TBEPAOGa3HOro

‘ MMMYHOXEMHTIOMHHECLIEHTHOTO aHanu3a. Jiig peann3aluuy 3TOro BapMaHTa aHaIH3a HCI0Ib30BaHbI 1Ba
MOHOKJIOHAIBHBIX aHTHTENA C pa3luyHoi smMTOnHOM cneuuduyHocTeio Kk POA. OnHo M3 HHX
MMMOOHIM30BaHO Ha TBepAodl ¢hase (MOBEPXHOCTb NapaMarHHTHBIX MMKPOYAacTHll), BTOpoe -
KOHBIOTHPOBAHO C aKPHAMHOBOMN METKOMH (KOHBIOraT aHTH-POA ¢ aKpHAMHOBOH METKOIA).

Bo Bpems nepBoit MHKYGauMH NPUCYTCTBYIOWIMI B HccaeayemoM obpasue POA cneunduyecku
CBSA3BIBACTCA C aHTHTEAMH, HAXOAAIMMHUCS Ha TBEpAOH (ase. Bo BpeMsa BTOpoit HHKYOALUH KOHBIOTAT
aHTH-PDA ¢ aKpHAMHOBON MeTKO# B3auMoIeHCTBYET C KOMIUIEKCOM, 06pa30oBaBLIMMCA Ha NEpBOH
CTaJIMH.

AHanu3 NpOBOAMTCHS Ha aBTOMaTHueckoM anamusatope «MagnoLIA» (mpoussomutens OOO
«Komnanus Ankop Buo», Poccus). KommoHeHTsl Habopa «MagnoLIA P3A» (napamarsuTHBIE
MHKPOYACTHIB! M KOHBIOTaT aHTH- PDA c akpHAMHOBO#H MeTKo#), KanuGpaTophl W/HIH KOHTPOJIH H
uccneayeMsie o6pasibl CHIBOPOTKH HITH IIa3Mbl KPOBH YETIOBEKA JO3MPYIOTCA B PEaKIIHOHHBIE KIOBEThI
npubopa. Ilocne uHkyGaunH KIOBEThI IOMEIIAIOTCS B MArHUTHOE 110Ji€ 1JI1 IPOMBIBKH MHKPOYaCTHI U
yla/leHus KOMIIOHEHTOB PEaKLHMOHHOH cpensl, He CBs3aBHIMXcA ¢ Teepao#t dasoit («bypep Wln,
npoussoautenb OO0 «Kommanua Ankop buo», Poccus). ITo okoH4yaHuu aHanu3a, nocie NpoOMBIBKH,
KIOBETa rnepeMelnaeTcs B 670K CUMTHIBaHMS, M B HEe aBTOMATHYECKH RO3HpYIOTCs «[IpeTpurrep» u
«Tpurrep» (npoussoautens OOO «Komnanusa Anxop buo», Poccus). Ilpu okucCieHHH METKH TOA
NefiCTBHEM TPHITEPOB MPOUCXOAHT H3NydeHHE (OTOHOB, KOTOpOE (HKCHPYETCA BCTPOCHHBIM
XEMHTIOMUHOMETPOM. VIHTEHCHBHOCTb CHIHalla, H3MEPEHHas B OTHOCHTENIbHBIX CBETOBBIX €AMHHLAX
(relative light units, RLU), npsmMo mponopuyxoHanbia KoHueHTpauuu PIA.
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AHaIM3aTOp CaMOCTOATENBLHO BBINOJHAET ClIEAYIOIHNE AEHCTBHS:

® BHOCHT B PEaKLIHOHHYIO KIOBETY CYCNIEH3HIO TapaMarHMTHBIX MHKPOYaCTHII;

® BHOCHT B HHKYOallHOHHYIO cpeny 25 mxJ o6pa3na/kamubpaTopa/KOHTPONS;

® HHKYOHpYeT 3alloJIHEHHYIO peaKUHOHHYI0 KioBeTy B TeueHHe 10 muuyr npu +37 °C ¢
NIEPHOAMYECKHM NEpEMELIHBAHHEM; -

© [IPOMBIBAET NPOMBIBOYHBIM PAaCTBOPOM pPEaKLMOHHYIO KIOBETY M CYCNEH3MIO ITapaMarHHTHBIX
MHKpPOYaCTHIL;

® BHOCHT B PEaKLIMOHHYIO KIOBETY KOHBIOTaT ¢ aKpHJIHHOBOH METKOM;

® HHKYOHpYET 3anONHEHHYIO PEaKUHMOHHYIO0 kioBeTy B TedeHne 10 muHyt mpu +37 °C ¢
NEPHOAHYECKHM NEPEMELTMBAHUEM;

® [IPOMBIBAET NPOMBIBOYHBIM PACTBOPOM PEAKIHOHHYIO KIOBETY M CYCNEH3HIO MapamMarHUTHBIX
MHKpPOYacTHIL;

e nobGaBnser k MukpouyacTuuam IIpetpurrep u Tpurrep M ¢QUKCHpPYEeT YPOBEHb CHrHala
XEMHIIIOMHHECLICHLIMH;

® HHOPMHPYET O NOJyUYEHHOM pe3ybTarTe.

2.1.2. Kannbposka

3HayeHWA CHUTHAIOB XEMHJIIOMHHECLEHLMH B KIOBETaX, COAEpXKalMX KanubpaTopsl
(«Kanu6parops: MagnoLIA PDA»?, npoussomurens OOO «Komnanusa Ankop Buo», Poccus),
HCIIOJIB3YIOTCA B KaueCTBE ONMOPHBIX ToueK. C MOMOIUBIO JaHHBIX TOYEK NPOUCXOAMUT KOPPEKTHPOBKA
kannGpoBouHoro rpadmuka, 3akogupoBaHHoro B mnamaTH mnpuGopa. Ha ocHoBe mnpHHATOrO
KanubpoBoYHOro rpaguka pacCUHThIBacTCA KOHLEHTpauus POA B aHanu3upyeMbIx obpasuax.

2.1.3. KonTpoas kavecTBa

Konuentpauus POA, onpenesiieHHas B KOHTpOIbHBIX MaTepranax («Kontpoau MagnoLIA POAy,
npoussomutens OO0 «Komnanus Ankop Buo», Poccus), fomkHa nonanarts B A0MYCTHMBIA AHANa3’oH
onpeneNeHHs, YyKa3aHHbIA B IMacMOpTe M 3aKOAMPOBaHHBIA B IITpHUX-koie. JlaHHblE 3HA4YEHHA
KOHLEHTpALH{ MCHONB3YIOTCS B DPYTHHHOM KOHTpOJE KauyeCTBa aHauW3a A8 MOATBEPXACHHA
NPaBHJILHOCTH BBITIOJIHEHHA H3MEPECHHI.

2.2. CocTaB H KOMIIeKTalHsA Habopa

B cocraB Ha6opa «MagnoLIA POA» BX0oaAT cieayrolye KOMIIOHEHTHI, pa3MEIEHHBIE B pa3HbIX
OTCeKaX CIEeIHaTM3HPOBAHHOrO KapTpHIXKa®, MapkupoBaHHOro «MagnoLIA P3A»:

- napaMarHUTHbIE MHKPOYaCTHIBI ¢ HMMOOHIH30BaHHEIMH MOHOKJIOHATBHBIMH aHTHTENIAMH K
POA (MY). Cycnensus, 17,5 M1, oTcek KapTpUIKa;

- KOHBIOraT auTH-PDA ¢ akpuaHHOBO# MeTkoilt (A*). XKuaxocTs, 20 M1, 2 OTCeKa KapTpHIKa 110
10Mma.

HaGop paccuntan Ha 100 u 500 onpeaeneHuit (B 3aBHCHMOCTH OT BapHaHTa HCIOJIHEHHS,
Ta6nuua 1), npH HCNOMb30BaHUK Bcero 06bEMa OCHOBHBIX KOMITOHEHTOB OJTHOBPEMEHHO.

Tabnuua 1
BapuaHT HCNIOSTHEHHS, KonuuectBo Konuuectso
Kat. Ne KapTpHIKEH onpeacaeHuMH
1320001 1 wr. 100

2Kanu6patopsl, BXxoasue B Habop, aTTectoBaHbl no PepepencHomy pearenty « WHO Reference Reagent Carcinoembryonic
Antigen (CEA), Human. 1st International Reference Preparation», npoussoactsa NIBSC, koa 73/601.

’rabaputHsle pasmepsl kapTpumka (JILLB) :170,2MMx 17,5MM*49,8MM.
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1320005 5 . 500

B komnnext nocrasku Habopa «MagnoLIA POA» Bxonsat: Habop peareHTOB, HHCTPYKIHS IO
NPHMEHEHHIO, NTacToprT.

3. AHAJIMTHYECKHE H JUATHOCTHYECKHE XAPAKTEPUCTHKH

3.1. AnaauTH4ecKas YyBCTBHTEJILHOCTH

AHanuTHYecKas YyBCTBHTEIbHOCTb Habopa «MagnoLIA POA» B coorBercTBuu ¢ TOCT P 51352-
2013 cocrasaser 0,2 ur/ma (0,2 Mxr/n).

OnpeneneHue HHXHHUX npelenoB H3MepeHus Habopa «MagnoLIA POA» nposoauioce B
COOTBETCTBHH C MOAM(HIMPOBaHHBM npoTokonom EP17 CLSIY.

IMpenen (nopor) «xomocroit» mpobsl (LoB) cooTBeTCTBYET KOHUEHTPAUKH, HHXKE KOTOpPOH C
BEPOATHOCTBIO 95 % GymyT o6HapyxeHbI pobsl, He conepxamue POA. LoB Habopa «MagnoLIA P3A»
cocrasnser 0,18 nr/mn (0,18 Mkr/n).

IIpempen (mopor) o6GHapyxenus (LoD) cooTBeTcTByeT MHHHMMA&IbHOM KOHLeEHTpaumn POA,
KOTOPYIO MOXHO OOHapyXHTh (3HaYeHHe Bhille npeaesa (mopora) «xoaocTo» npobbl ¢ BEPOATHOCTBIO
95 %). LoD na6opa «MagnoLIA PDA» coctasnset 0,45 ur/mn (0,45 Mxr/m).

3.2. AnaauTH4ecKas cneuupHYHOCTD

Onpenensiercs kak cnoco6HocTh Habopa 0OHapyXHBaTh JIMIIBL TOT AHAIMT, JUIS KOTOPOro OH
npeaHa3HayeH, B IPUCYTCTBUH APYTHX BEIUYHH, NPEeACTaBICHHBIX B pobe.

UntepdepeHuns. YCTaHOBNIEHO B COOTBETCTBHM ¢ MOAHGHLMPOBaHHBIM mpoTokoioM EP07 u
EP37 CLSI, uTo noBsIuenHe KoHLEHTpaLuH remornobuna 1o 10 r/n1, Gunupybuna (KOHBHIOTHPOBAHHOTO)
a0 475 MkMonb/n, OunMpyOMHA (HEKOHBIOTHPOBaHHOro) Ao 684 MKMONB/N, TPHUIIHLEPHAOB A0 17
MMOJIB/JI HJIH CBIBOPOTO4HOrO ajibOyMuHa 1o 60 r/n B mpobax He OKa3bIBa€T HEraTHBHOTO BO3JACHCTBHA
Ha pe3yJbTaThl aHaIM3a NpH Hcnolb3oBaHuK Habopa «MagnoLIA POA», Ho He cienyeT HCNONB30BaTh
FeMOJIM3MPOBaHHbIE HIIK MYTHBIE 00pa3Lbl.

Hanuyne aHTHUKOAryasHTOB (IMTHeBas coib remapuHa, kamuesas conb JJTA (K23/ITA,
K33/ATA) B mpoGax He oka3blBaeT HEraTHBHOTO BO3JACHCTBHA Ha pe3y/NbTaThl aHajlu3a [pH
HCIoJib30BaHNM Habopa «MagnoLIA POAy.

IMepekpecTHass peakTHBHOCTb. Hanuume mnepekpecTHbIX peakuuit B oOpasuax, cojepauux
noteHUHanbHble Kpocc-peakTanThl: CA 125, CA 15-3, CA 19-9, A®II, XI'y, IICA He BhIABICHO.

3.3. Xyk-3¢9¢PexT BbICOKHX KOHUEHTpaUHik

B Habopax peareHTOB, OCHOBAaHHBIX Ha «COHABHUY»-NIPHHUMIE aHaIH3a, MpPH BBICOKHX
KOHLICHTPALMAX aHAIMTa 3aBUCHMOCTb BEJIMYMHBI CHTHala OT KOHLEHTpalUMH CTaHOBHUTCA oOpaTHO
NpONOpPUHOHANBHON! (TaKk Ha3biBaeMblif XyK-2¢dekT BhICOKMX KoHueHTpauuit). Ilpu ucrnons3oBaHHuu
Habopa «MagnoLIA PDA» xyk-3¢dexT He 0OHapyXeH BIUIOTh 110 kKoHueHTpauun POA 100 000 Hr/mn
(Mkr/n).

3.4. IloBTOpsieMOCTb H BOCTIPOH3BOAHMOCTD

Koa¢duunent sapuanun koHueHTpaumu POA B onHOM M ToM e obpa3lie NpH MCMO/Ib30BaHHH
Habopa «MagnoLIA POA» He npesbnuact 8%.

3.5. JInana3zon usmepeHnii

JIuHeltHblit AMana3oH u3Mepenuit HaGopa «MagnoLIA PDA» cocramser 0,2 — 1000 nr/mn (0,2 -
1000 Mkr/n). 3HaYeHHs HUKe aHATMTHYECKOH YyBCTBHTENBHOCTH oTobpakarorca kak <0,2 Hr/mn (< 0,2

“Clinical and Laboratory Standards Institute, MFHCTHTYT KTMHHYECKHX H 1aGOPAaTOPHLIX CTAHAAPTOB.
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MKTI/JT). 3HaYeHHs BbILIE MAKCHMAIBHOTO 3HaYeHHs MacTep-KpUBOif oToGpaxatoTcs kak > 1000 ur/ma (>
1000 Mkr/m).

Jins nomyyeHus HHGOpMaLMH O pe3ynbTaTax, HaXOALIMXCA 32 BEPXHUM MPEIENIOM YKa3aHHOIO
Auana3oHa H3MEpEHHH, cClieAyeT MAOMOJHHUTENLHO pa3BecTH ob6pasusl B cooTHowenud 1:10 (c
UCTIOJIb30BAHHEM aHAIM3aTOPa HIIM BPYUHYIO) H TOBTOPHO HX HccnenoBaTh. Ecnu pe3ynbTar u3MepeHus
no-npexxaeMy 6onee 1000 Hr/mi1, To Takue 06pasubl cleayeT BpYUHYIO pa3BecTH B CooTHoIeHuH 1:100
H MOBTOPHO MX MCCIICAOBATH.

IIpuMep BhIMONHEHHS pa3BelecHU BDYYHYIO

1:10 — cmemmats 50 Mk o6pasua u 450 mxu [lumoenTa 1;

1:100 — cmemats 10 Mk o6pazua u 990 Mxa qumoenTa 1.

B cnyyae pasBeneHns obpasua Bpy4yHYIO HM3MEPEHHYIO KOHUeEHTpauuio POA HeoGxomumo
YMHOXHUTDb Ha ¢axrop pa3enieHus (10 unu 100, COOTBETCTBEHHO).

3.6. Iuana3oH 0:KHAAEMBIX 3HAYEHHH

Conepxanne POA u3aMepunu np Mcrnojn3oBaHuu Habopa «MagnoLIA POA» y GonbluuHCTBa
3JI0POBBIX HEKYPSIIHX JIt0JeH, KOHIeHTpalus PDA coctaBuia < 5 HI/MJ, y 30POBBIX KypALIHX OAEH
<10 Hr/ma.

JuanazoH oXuaaeMbIX 3HAYEHHH 3aBHCHT OT MHOTMX (PaKkTOpOB: CHELMPHYHOCTH METOAA,
0co0eHHOCTe# HcclielyeMoit MonmynsAuMH, TOUYHOCTH MeToJa B KOHKpeTHOH naboparopuu. Ilo a3Toi
IIPHYMHE pPEKOMEHAyeTca KaxJaod sabopaTopHH HCNONB30BaTh MPEAOCTABICHHBIE H3FOTOBHUTEIEM
3HaYEHUA TOJBKO IO TEX MOp, MOKa ClieHaTUCcTaMH JabopaTopuu He 6yAyT onpeesyieHbl AHANa3OHBbI
OXHAAEMBIX 3HAYEHUH, XapaKTePHBIX JUIA KOHKPETHOM MOMYNALMH B MECTE PAcONOKEHHs 1ab0opaTOpHH.

IIpumeuanue: pe3ynbTaThl H3MepeHHH KoHleHTpauuH POA npu ucnonb3oBaHuu Habopa
«MagnoLIA PDA» BeIpaxeHs! B Hr/MN. J[is nepecyeta KOHUEHTpaUHH B MKI/J1 HEOOX0OAMMO 3HaYeHHE
KOHUEHTpALHH B HI/MJI YMHOXHTB Ha 1.

3.7. OrkpbiTHE

TecT Ha «OTKpBITHE» — 3TO MPOBEPKA COOTBETCTBHSA 3HAUCHHUSA ONpeaeseMOi KOHLECHTpaLNH
PDA pacuerHoii Benuuune. [TpoueHT oTKpeITHs WA Habopa «MagnoLIA POA» cocrasnser 90-110%.

4. MEPBI IPEJOCTOPOXXHOCTH

4.1. TloTeHuuanbHbli pHCK MpHMeHeHHA HaGopa — Knacc 26 (corsmacHo Ilpuka3sy
MunncrepctBa 3apaBooxpaHeHus PO Nedn ot 06.06.2012 r.).

4.2. Bce KOMMOHEHTH! HaGopa B UCMOJIb3YEMBIX KOHLIEHTpALMAX ABIAIOTCA HETOKCHYHBIMH.

4.3. Ilpu pa6ore c Habopom crexnyet cobmonars TpeGoBanus FOCT P 52905-2007 u CaunlInH
3.3686-21.

4.4. JlonyckaTh k pabote c HabopoM TOJIBKO CrIELHATBHO OOYUEHHBIN NIEPCOHAN.

4.5. Tlepen HayanoM paGoThl 03HAKOMHTHCA C MHCTPYKUHEH M NMPHMEHATh Habop cTporo mno
Ha3HAYCHHUIO.

4.6. Ilpu pabGore c HabopoMm creayeT HCNOAb3OBATh CNELHAIHIUPOBAHHYIO OJAEXKAY
(MeaMUMHCKMI XalaT WiIM KOMOWHE30H, ILIAMOYKY) M CPeACTBA MHAMBHIYATbHOH 3allMTHl (Macky,
3alUTHBIE OYKH, OJHOPA30BbIE PE3UHOBBIE HIIM MUIACTHKOBBIC NMEPYATKH, Pa3pelliCHHBIC K NPUMEHEHHIO
Ha TeppHTOpHH PD).

4.7. Buumanue! B cocTtaB koMIoHeHTOB Habopa BXOAMT COJIAHAA KHCIIOTa B KOHLEHTpaIHH
0,05% ¥ KoHCepBaHT B KOHUeHTpauuu MeHee 0,05%, uto sBnsercs GesonacHeM ana yesnoseka. Ilpu
HCNOJIb30BaHHH 110 HA3HAYEHHIO H COONIOJEHMH Mep NPEAOCTOPOXKHOCTH KOHTAKT C OpraHM3MoM
yes10BeKa HCKMOUeH. [Tpy aBapHIMHBIX CHTYAIMAX BO3MOXHO pa3/ipaXKeHHE KOXH H CIM3UCTOMN 060/104KK
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rna3 y 4YyBCTBHTEJBHBIX JHL. IIpH KOHTaKTe MPOMBITH NMOpPaXXEHHOE MECTO BOJAOH H 0OpaTHThCA 3a
MEAHLIHHCKON NOMOILBIO.

4.8. Xumuueckas mocyaa H oGopynoBaHHE, KOTOpbie HCIHONB3YIOTCA B pabote ¢ HaGopoM,
JOJIKHBI OBITH COOTBETCTBYIOIIMM 06pa3oM MapKHpPOBaHbI M XPAHUTHCA OTAENBHO.

49. JIna obpabotku nocyast M o0OOpymHOBaHHA  PEKOMEHAYETCA  HCMOJIL30BaTh
Ae3MHGHUMPYIOLHE CPEACTBA, M3rOTOBJICHHBIE HAa OCHOBE TPETHYHBIX aMMHOB, 4YETBEPTHYHBIX
amMoHHeBbIX coeauHeHui (YAC) miu cnMpToB M paspellieHHblE K MPUMEHEHHIO Ha TeppuTopuu PD.
Hcnonb3oBanue Je3HHPUUHMPYIOUIMX CPEACTB HA OCHOBE aKTHBHOTO KHCIJIOPOAA U XJIOpa BO3MOXHO JTHLIb
Ha MpEeACTEPHIIH3ALHOHHOM JTalle, C MOCIEAYIOLEH TEpPMUYECKOR CTEpHIIH3aLUEH.

4.10. 3anpemaercs npuMeM I[HILH, HCNOJIL3OBAHHE KOCMETHYECKHX CPEICTB M KypeHHE B
MOMELIEHHUAX, IpeJHa3HaYeHHBIX A/ paboThl ¢ HaGopoM.

4.11. YO6upartb ¥ ne3MHGHUMPOBATh pa3aHThie 06pa3libl HIIH KOMIIOHEHTBI Habopa, HCNOob3Ys
Je3uHGUIHpYIOlHe CpeacTBa B cooTBeTCTBUM MY 287-113.

4.12., VYpanaTh HeWCNOJb30BaHHbIE peakTHBbI Habopa B COOTBETCTBUH C TpeGOBaHHAMHU
CanlluH 2.1.3684-21.

4.13. Tlocne ucnonp30BaHHUA BCe KOMMOHEHTHI Habopa, oOpa3lbl, KOHTPOJIbHbIE MaTepHalbl,
PacXoiHble MaTepHaibl M JOpyrHe peareHThbl, KOTOpble KOHTaKTHpOBaIH ¢ oOpa3uaMH BO BpeMs
00paboTKH, XpaHEHHs WM aHaTH3a (B TOM YKCJIE: NIepYaTKH, HAKOHEYHHKH M T.JI.) JOMKHBI COOHpaThCs
OTAEJIBHO M CTEPHIIN30BaThCA B aBTOKJIABE C IIOCNIEAYIOLIEH YTHIHM3alMEdl B COOTBETCTBHH C
TpeboBauusamu CanlluH 2.1.3684-21. BmMecTo aBTOKIaBUPOBaHHA OTXOJBI MOTYT OBITh CTEPHIIH30BaHbI
Ne3MHGUUMPYIOUMM CPEACTBOM, IOC/E YTHIM3HPOBaHbI B COOTBETCTBHM C TpeGoBanuaMu CanlluH
2.1.3684-21.

4.14. He ucnons3osars Ha6Op N0 HCTEYEHHUH CPOKA FOAHOCTH.

S. OBOPYJAOBAHUE U MATEPHAJIbI, HEOBXOJAUMBIE JUIA ITIPOBEAEHHUA
AHAJIM3A

- «AHQIK3aTOp aBTOMAaTHYECKH HMMYHOXHMHMYECKHH XEMHIIOMHHECLECHTHBIH «MagnoLIA» ¢
npunamiexHoctamMd no CHAB 421457.002 TY («MagnoLIA») (npoussoautens OOO «KommnaHus
Anxop Buo», Poccus, PY NeP3H 2019/9282);

- «Habop pearentos s kanubposku «KamuGparopel MagnoLIA POA», mo TY 21.20.23-634-
98539446-2022» (npoussoautens OO0 «Komnanus Ankop Buo», Poccus, kar. Ne 1320101, 1320105);

- «Habop pearenToB ana KOHTpoias KadyectBa aHanm3a «Koutpomn MagnoLIA PDAy,
no TY 21.20.23-635-98539446-2022» (Poccus, mpoussoautens OOO «Komnanus Anxop buo»,
kat. Ne 1320201, 1320205, 1320210);

- «BomHo-coneBoil pacTBOp Ui NPOMBIBKM PEaKIHOHHBIX KioBeT MagnoLIA «Bypep Wl»
(npoussoautens OO0 «Komnauus Ankop buo», Poccus, kat Ne 0000405);

- BerpaxuBarens 1abopaTopHbIit MEAHIIHHCKHA;

- [lunerka nonyaBToMaTH4YecKas OAHOKaHaNbHasA CO CMCHHBIMH HAKOHEYHHKAaMH C H3MEHAEMBIM
ob6seMoM otbopa xuakocteii: Ha 200-1000 Mk, aTTecTOBaHHas MO 3HAYEHHIO CPEAHEH OO03bI H
CXOIMMOCTH pe3ybTaTOB NUIETHPOBAHHUA, TOrPeLIHOCTL He 6onee 3%;

- X0JIOQHUILHUK OBITOBOH

- MHoroueneBbie NOJHNPONHUIIEHOBLIE MPOGHPKH 12X75 MM BMECTHMOCTBIO 5,0 MIT, «l1poGHpKH
1uis o6pasios» (npoussoautens OO0 «I'em», Poccus);

- OTHenbHble XanarT, uanoyka, o0yBb ¥ OQHOpPa3OBble NMEPYATKH, Pa3pelliCcHHbIE K NPHUMEHEHHIO
Ha Teppuropur PO (unu coorerctytomue OCT P 52239-2004).

Ipu neobxodumocmu! Bopno-coneBoit pacTBop A pasBeaeHus obpasuos MagnoLIA
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«umoenT 1» (mpoussomurens OO0 «Komnanus Anxop Buo», Poccus, kar. Ne 0000301 xapTpumx uiu
kaT. Ne 0001001 ¢nakon).

6. AHAJIM3UPYEMBIE OBPA3LbI

6.1. 3abop kpoBH H3 BEHbI OCYIIECTBJIAIOT C CoOJMoOAeHHEM npasun acenTuku. Ilocne
(GopMHpPOBaHHsA CIyCTKa CHIBOPOTKY OTAENAIOT yTeM UeHTpHyruposanus (npu 800-1600 g B TeyeHue
10 MHH. npH koMHaTHO# TeMneparype). 3a6op KpoBH M1 MOJY4YEHHA IIa3Mbl OCYIUECTBIAIOT B
npo6HupKy, comepKallyl0 aHTHKOATyJISHT (JIMTHEBas COJIb renapuHa, kanuesas conp DATA (K204TA,
K33/1TA)). [Inasmy xpoBu nosy4aroT LeHTpH(yripoBaHHEM NPOOGHPOK ¢ LenbHOI KpoBbio (800-1600 g
B TeyeHHe 20 MMH. IpH KOMHATHOH TeMnepartype).

ITocne ueHTpHYrHpoBaHHs CHIBOPOTKY WM IUIa3My NEPEHOCAT B OTAENBHYIO NMpOOHpKY, NpH
HEOOXOAMMOCTH.

6.2. Cucrema aBTOMaTHYeCKOro aHanusaropa «MagnoLIA» He no3BosiseT NpPOBEPHTH THUII
obpasua. [IpousBoanTens He HeceT OTBETCTBEHHOCTH 3a IPOBEPKY THNa obpa3iia, HCMOMb3YEMOro MpH
aHanu3e «MagnoLIA POA».

6.3. Jlna mpoBeacHHs aHaIM3a HE cjedyeT HUCMNOJIb30BaTh F€MOTH3IHPOBAHHYIO HIIH MYTHYIO
CBIBOPOTKY H IINa3My.

6.4. [lns mpoBeaeHns aHamm3a HeobxoauMo He MeHee 300 Mxn obpa3sua 4 MOCTAHOBKH B
MOHOMIHKaTax. Jna aHanu3a B 1 MOBTOPEHMH JOCTATOYHO 25 MKJ o0pa3sia, JOMOTHUTENbHO 275 MK
JOJDKHO 3aK/IafibIBaThCs KaK MEPTBLIA 06beM, Juis cpabaThIBaHHs JaTYHKA YPOBHS HIJIBL

6.S. Hccnenyemas anukBoTa obpasilia He JOMKHa HaxoauThes Gonee Tpex wacoB Ha 6opty
aHajM3aTopa.

6.6.  OOGpasis! CHIBOPOTKH H IIa3MBbl KPOBH pa3peliaetcs XpaHUTh NpH TeMnepatype +2...+8 °C
He Oonee S5-TH CYTOK B XONOOWIBHBIX KamepaX MWJIH B XOJOAHIbHHKaX, oOecrnedyuBaroLIHX
periaMeHTHPOBAHHBIN TEMIlepaTYpHbI PEXHM; NMpH HeoOXoAMMOCTH 6ojee MIMTENBHOrO XpaHEHHs
PEKOMEHJLYETCsl ATMKBOTHPOBATh 00pasel ¥ XpaHHTb B 3aMOPOXKEHHOM BuJe npu temneparype —20 °C u
Hmxe. He nonyckaercs moBTopHOe 3aMopaxkuBaHHe obpaslia.

6.7. OOpasubl ¢ koHueHTpauue#d PDA, Haxoaduue#cs 3a BEPXHHMM MpeNeoM Juarna’oHa
H3MeEpEHHi, N0DKHBI ObITh pasBeneHbl «Jlumoentom 1» B 10 pa3 (¢ HCMonb30BaHHEM aHaIM3aTOpa HITH
BPYYHYIO) M MCCef0BaHbI NOBTOpHO. Eciu pesynbrat nimepeHus no-npexseMy Gonee 1000 Hr/mi, To
Takue obpa3ibl JOIKHEI OBITh pa3BeieHbl Bpy4HY10 «J{umoenToM 1» B 100 pa3 u uccie10BaHbI NOBTOPHO.
[Tpu HeOGXOAUMOCTH MMOBTOPHTH aHATH3 JUIA pa3BeIcHHOro o6pasiia CJIEAYET BLIMOJIHUTD €ro pa3BeICHHE
3aHOBO.

7. NMPOBEJAEHUE AHAJIUTUYECKON CECCHH

OnucaHHad B JaHHOK HMHCTPYKUMHM HHGOpMailMsi COACPXKHT OOLIME CBENCHHS O MOPAIKE
NpoBeleHUs AHATUTHYECKOH ceccHM Ha aHanmm3atope «MagnoLIA». Jna momydeHHs AeTaIbHOH
HHGOpMaLMHK nepel HayaioM paboThl 03HAKOMBTECH C PYKOBOACTBOM M0 3KCIUTyaTallHH aHAJIM3aTopa
«MagnoLIA».

7.1. TloaroroBka peareHTOB

7.1.1. Tlepen pasmeleHHeM HOBOro (3ameyaTaHHoro) kaprpumka «MagnoLIA POA» B 6ok
peareHToB aHaNU3aTopa HEOOXOMMO NPEABAPUTENBHO NEPEMELLIATh ET0 COAEPXKUMOE BPyUHYI0. BaxHo
u3beraTh 06pa3oBaHus NeHbI NPH nepeMeluBaiiK. He cnenyer BeTpaxusath KapTpuax. [lis pyuHoro
nepeMEIINBAHUS BBINOJIHUTE CIEAYIOLIME OlICpallMy:

1) CopueHTHpyiiTe KapTPHIX TOPH3OHTAIbHO, OTBEPCTHUAMM C 3alMTHON IUICHKOH BBEpX H
BO3BMHTE C MMPOTHBONOIOXKHBIX Kpaes.
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2) [InaBHO NOAHMMHUTE OMH U3 KpacB TaKUM 00pa3oM, YTOObI KapTPUIX OKa3ascs MOBEPHYT Ha
90 rpanxycoB (T.€. 3aHAJ1 BEPTHKAILHOE MOJIOKEHHE).

3) [InaBHO moaHMMHTE Apyro#f Kpaif, OZ{HOBPEMEHHO OMyCKas NMepBblif, TAKUM 00pa3oM, YTOObI
KapTpUK pa3BepHycs Ha 180 rpagycoB B BepTHKaJIbHOH MIIOCKOCTH.

4) InaBHO BepHUTE KapTPHIK B TOPU3OHTAIBHOE MOJIOKEHHE.

5) INosTopuTe maru 2-4 He MeHee 20 pa3 UK IO BHITIOJIHEHHA CAEAYIOIINX YCIOBHIA:

- Ha JIHE KapTpHAXa OTCYTCTBYIOT CKOTUICHHS CJIC)KABIINXCA MHKPOYACTHIL;

- B CYCMEH3HH OTCYTCTBYIOT KOHIJIOMEpaThl MHKPOYaCTHIL.

Jlna xapTpuaxeH, XpaHALIMXCA B 3arpy304HOM 6J10Ke aHAIH3aTOpa, pyYHOE NepeMELIMBaHHE HE
Tpebyercs, mepen 3amycKOM AHAIHTHYECKON CECCHHM IMPOM3BOAMTCA ABTOMATHYECKOE MOKaYHBaHHE
KapTpHIKeH, HeobxoauMoe [Uis pecycleHAHpOBaHHA MUKPOYaCTHII.

BckpbIThie KaPTPHIDKH, XpaHALOIHECH B XOJIOAMIbHHKE B 3aBOACKOH Tape, Mepe pa3MEIICHHEM B
6ok peareHTOB, TpeOYIOT TINATENBHOTO, HO OCTOPOXHOIO TNEpEeMEIIHBaHHA MapaMarHUTHBIX
MHKpoyacTull. U36erarh BblTuleCKUBaHHA XKHUAKOCTEH 1 eHOooOpa3oBaHus.

EcnM MHKpOYACTHLBI HE YAaeTcs NepeBeCTH B roMoreHHyio cycnensuio, HE UCIIOJIB3YHTE
HABOP.

7.1.2. Bce ocTanbHbIie peareHThl FOTOBBI K HCIOJB30BAHHIO.

7.1.3. Ilepen pa3MeLieHHEM peareHTOB B COOTBETCTBYIOLIME 6JIOKHM aHA/IM3aTOpa MPOBEPHTDL BCE
pPacTBOpbI HAa OTCYTCTBHE NYy3bIPHKOB BO31yXa. YIalHTh MYy3bIPbKH JI0 MPOBEACHHUA aHAIH3A JIETKHM
MOKaYHBaHHEM, He JIONycKas MeHoobpa3oBaHHS.

7.1.4. O6pa3subl CHIBOPOTKH M MIa3Mbl KPOBH JUIS aHauu3a AOMKHBI OBITE MOBENEHBI 0
KOMHATHON TeMmnepatypbl. OGpasupl nocie orrauBanus Heobxomumo TILATEJIBHO nepememats ¢
nomowibio MEJIJIEHHDBIX BpamarenbHbIX ABHXKEHHH HIIH OCTOPOXHOIO NEPEBOpPaYMBAHHA H Mepen
HCIIOJIb30BaHHEM LIEHTpHQYTrHpoBaTh 1S yAAICHUA QUCIIEPCHOTO BEILECTRA.

Y6enutech B OTCYTCTBHH NY3BIPbKOB BO Bcex oOpa3unax. YJajJuTe My3bIpbKH A0 NMPOBEACHHUA
a”anu3a.

7.2. Ilpoueaypa kaan6poBKn

[IpeasaputensHo monyyeHHas pedepeHcHas KanuOpoBoyHas KpuBas (MacTep-KpHBasi)
azanTupyertcs As aHanu3sa «MagnoLIA P3A» npu ucnons3oBannu Habopa «KanuGparopsl MagnoLIA
POA».

KanmubpoBka mnpu ucnons3oBaiuu HaGopa «Kamubparopsr MagnoLIA P3A» nomkHa
BBINOJIHATHCA B CINEAYIOLIUX CIIyYasaX:

- TIpH 3aMycKe CeCCHM Ha aHanu3atope «MagnoLIA» ¢ Hcrnonb3oBaHHeM kapTpuaxa «MagnoLIA
POA», kanubpoBka KOTOpPOro paHee He NMPOBOAMIIACD,

- OZMH pa3 B 7 AHel Ui Kaxaoro kaptpumka «MagnoLIA POAy;

- TIpH 3anycKe cecCUM Ha aHanu3atope «MagnoLIA» ¢ ucnonb3oBaHHeM kapTpuaxa «MagnoLIA
PDA», xanubpoBka KOTOpOro npocpoyeHa (OT MOMEHTa NocieAHeH kKatOposkH npouwto 6onee 7 nHeH);

- eClIM pe3ybTaT aHaM3a XoTs Gbl ofHOro KoHTpons u3 Habopa «Kontponu MagnoLIA POA»
BBIXOMT 3a Npeeiibl YCTAHOBJIEHHOTO AHana3oHa.

Ananu3zarop «MagnoLIA» MOXeT OCyLIECTB/IATh KATMOPOBKY B OTACIBHO BLLIEJICHHOH CECCHH
HJIH OTHOBpPEMEHHO ¢ o6pa3liaMu B paMKaxX OJHOH aHaNMMTHYECKOH CECCHH.

BHUMAHHME!

Kommnonentst Habopa «Kamubpatopsr MagnoLIA POA» aBnAlOTCA MHOrOpa3’oBbIMH, OJHOrO
xommiekta Kanu6paropos 1-4 nocratouso ans 10 npouenyp xanuGpoBku.

JINR npedomepawieHuA UCRApeHUA MHCUOKOCMU, CPA3y RNOCAe UCNONbIOBAHUA (PAAKOHBI
Heo6X00UMO 3aKpbIMb KPbIMIKAMU 8 COOMEEMCMEUU C UX MAPKUPOBKOU, noMecmums 6 ynaKkoeKy

8

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



«MagnoLIA POA»

RpPeonpUAMUR-U320MOEUMENA 6 6EPMUKANLHOM NONONCEHUU U XPAHUMb NpU meMnepamype om + 2
00 + 8 °C 6 X0100UNbHBIX KAMEPAX UNU 8 XONOOUNLHUKAX, 06eCnedUsarouiux peznameHmuposanHblii
memMnepamypHblil pejcum. .

®dnaxkoHbl ¢ KUTHOpaTOpaMH He AOJIXKHBI HAXOAUThCA Ha 60pTy npubopa 6onee 3 yacos, cyMMapHo
B JECATH CECCHUAX, HEOOXOAMMO YYHMTHIBAaTH 3TO MNpH BBLIMOJHEHWH MNpAUEAYpbl KaIHOPOBKH
OJHOBpPEMEHHO ¢ 0Opa3liaMH B paMKax oHOH aHanHTHYecko# ceccu. [lns nonyuenus 6onee noxapobHoi
HHdopMauun o6paTHTECh K HHCTPYKLIMHU 1O NMpHMeHeHHIo Habopa «Kanubparopst MagnoLIA POAy.

7.3. Ilpouexypa KOHTpPOJIA KadecTBa

[ToaTBepxaeHue NMpaBUILHOCTH aHAMM3a NpH UCNoAb30BaHMM Habopa «Kontponu MagnoLIA
POA» 10IKHO BBINOJHATHCSH B KaX0M aHAIMTHYECKOH ceccHH. [Tpu npoomxHTenbHOCTH ceccHu bonee
CYTOK, Ollpefie/ieHHe KOHLEHTpAalMH KOHTpone# N0MKHO GbITh MPOBEACHO MOBTOPHO MO MCTEYEHHH 24
4acoB OT Hayana ceccuu. [IoATBepXKAEHHE NPAaBHIBHOCTH aHAIM3a BBIMOJIHACTCA B PaMKaX PYTHHHOTO
KOHTPOJIA KayecTBa, rje KOHTpoJIM M3 Habopa pa3sMelIaloT B IUTAaTHBaX, MPEAHAa3HAYEHHBIX s
KanuOpaTopoB H KOHTpOJEH, H 06pabaThIBalOT HX pe3yJbTaThl TaK Xke, Kak 06pa3ibl MaLUEHTOB.

BHUMAHME!

Komnonentsl Habopa «Koutpomu MagnoLIA POA» aBasioTCA MHOropa3’oBbIMH, OIHOTO
kommekta Kontponeii 1 u 2 nocratouno mwis 20 npotieyp KOHTPOJIA Ka4yecTBa.

JAna npedomepauienus ucnapeHusa dHcuoKocmu, cpasy nocie UCHONb3IOBAHUA (DAAKOHDbI
Heob6Xo00uMO 3aKpbimb KPbIUKAMU 6 COOMEEMCMEUU C UX MAPKUPOBKOl, noMecmums ¢ ynaKkoeKy
RPeONPUAMUA-U3Z0MOBUMENA 8 66PMUKATLHOM NONONHCEHUU U XPAHUMb NPU memnepamype om + 2
00 + 8 °C ¢ x0100UNbHBIX KAMEPAX UNU 6 XON00UNLHUKAX, 06eCneuusaouiux pecnameRmupoeanHtolii
memnepamyprutii pescum.

®1akoHbI ¢ KOHTPOJIAMH He JAOJDKHBI HaXOAHTheA Ha 6opTy mpubopa 6osiee 5 4acoB, CyMMapHO B
JIBaJALATH CecCHAX, HeoOXOANMO YYMTBIBaTb 3TO MpPH BBIIOJHEHHH MPOLEAYPhl BAIHAALUH
OIHOBPEMEHHO ¢ 06pa3liaMH B paMKax OJHOM aHaNMTH4ECKOH ceccuu. [ina nonyqenus 6onee noapo6Ho#
nH@opMaunK o6paTHTeCh K HHCTPYKLMH 10 npuMeHeHnIo Habopa «KonTponu MagnoLIA POA».

7.4. 3amyck aHAJIMTHYECKO# CecCHH
7.4.1. Bxmouynte aBroMaTHYeckuii aHamusatop «MagnoLIA» cornacHo pYKOBOACTBY MO
IKCILTyaTalHH.

7.4.2. 3arpy3ure NOATOTOBJEHHBIE pearcHTs! Ha Gopr aHanmsaropa «MagnoLIA» cormacHo
PYKOBOACTBY ITO IKCITyaTallHH.

7.4.3. 3arpysute naHHble 006 obpa3uax M peareHTax B NaMATh aBTOMAaTH4ECKOro aHajlW3aTopa
«MagnoLIA» cornacHo pyKOBOACTBY IO 3KCIJIyaTalluH.

7.4.4. Co3spnaiiTe CIMCOK 3a/1a4, KOTOpPbIE JOMXKHBI OBITh BHIMOJIHEHBl B JaHHOW aHATUTHYECKOH
CECCHH, COTJIaCHO PYKOBOJCTBY M0 3KCILTyaTalHH.

7.4.5. 3anycTuTe aHATMTHYECKYIO CECCHIO aBTOMAaTHYeCKOro aHalIM3aTropa COIJIACHO
PYKOBOJCTBY IO IKCITyaTaLUH.

7.4.6. Tlporpamma npu6opa MO3BOJISET aBTOMATHYECKH BBITIONHHUTH BCE CTaAMH aHatu3a Ge3
BMELIATE/ILCTBA M10J1b30BATEIS.

7.5. IloayueHHe pe3yabTaToB

7.5.1. Tlepeiinute B MmeHto HASHAYEHHA.

7.5.2. Jlns oToGpaxkeHHst KOHKPETHOTO pe3yJbTaTa Ha 9KpaHe, BbibepuTte B TabiMLe pe3yibTaToB
fAueiiKy, COOTBETCTBYIOLLYIO NAUHEHTy (MpaBblii cTON6EL) H TECTY (BEPXHSAA CTPOKA).

7.5.3. Jna mneyaTd pe3yabTaTOB AHAIMTHYECKOH ceccuH, Haxmurte kHonky ITEYATh u
BBIGEPHUTE U3 OTKPBIBLIETOCSA CIIUCKA HEOOXOAHMOE IEHCTBHE.

AHanM3aTop Mo3BOJISET pacneyararb:
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- CITUCOK 3aJay, 3aJlaHHbIX U1 JAHHOH aHATMTHYECKOH CeCCHH;

- pe3ynbTaThl NAUMEHTA, BEIOPAHHOTO OMEPaTOpPOM;

- BCE PE3YNIBTATH, IOJIyYEHHBIE B JAHHOH AHAIUTHYECKOH CECCHH;

- pe3ynbTaThl, HAYHHAsA C HJIH 3aKaHYWBas MALUEHTOM, BBIOpaHHBIM OIIEPaTOPOM.

) 7.6. OrpannyeHnne Tecra

B anarHocTHYeCcKHMX LeNSX pe3ynbTaThbl, MOJyYEHHBIE NpPH NpUMEHEHHH Habopa «MagnoLIA
POA», cneayer Hcmonb3oBaTh COBMECTHO C pe3ylbTaTaMH IPYrMX JAMArHOCTHYECKHX METOMOB:
KIHMHHYECKHX (CYOBbeKTHBHOE W 0ObeKTHBHOE 00ciiefjoBaHHE), HHCTPYMEHTAIbHBIX, 1abOpaTOPHBIX U
pouee.

OOpasusl, B34ThIE y NALHEHTOB, KOTOPbIE B JHATHOCTHYECKHX HJIH JIe4eOHbBIX LENIX NPHHHMAIH
npenaparbl MOHOKIOHATLHBIX MBIMIHHBIX aHTHTEN, MOTYT COIEpPXaTh 4YEJOBEYECKHE aHTHTENA MPOTHB
MBILIMHBIX aHTHTeN. Takue oOpa3sibl MOTYT NPUBOAHTEL K OHIMOOYHO 3aBLILICHHBIM HJIH 3aHH)KCHHBIM
3HaYeHHUAM. MoxeT nmoTpeboBaThCA AOMOHHTENbHAS KIHHUYECKas WM JUarHocTH4eckas HHbopMalus
JUIA OTpefie/ICHUs CTaTyca MaLuueHTa.

Haxopsiuecss B ChIBOPOTKE reTepoduibHbIE aHTHTENA, KOTOpble MOTYT B3aHMOJICHCTBOBATH C
HMMYHOTrnoGyIMHaMH, BXOASILIMMH B COCTaB PEareHToB, 00J1afaloT criocoOHOCTBIO CO3/1aBaTh NMOMEXH
HMMYHOXHMHMUYECKOMY aHanu3y in vitro. OOpa3iibl, B3ATHIE Y Mal{HEHTOB, MOCTOAHHO BCTYMAIOUIHX B
KOHTaKT C XMBOTHBIMH MJIH MPOJAYKTaMH Ha OCHOBE CHIBOPOTKH XHBOTHBIX, MOTYT OBbITh IOJBEPXKCHEI
HHTepEPEHLUMH, ¥ B HUX MOTYT HabMoAaThcA aHOMaNTbHbIE 3Ha4YCHHA. B TakuX cnyyasx /uis OCTaHOBKH
J¥arHo3a MOXeT noTpeboBaTbCs JONOMHUTENbHAA HHPOPMALIHA.

8. TPAHCITIOPTUPOBAHHUE U XPAHEHHUE

8.1. TpaxcnoprupoBaHHe Ha6OPOB cleayeT NPOU3BOANTH BCEMH BUAAMH KPBITOI'O TpaHCIopTa
npu Temneparype ot + 2 ao + 8 °C.

8.2. TpaucnopTupoBaHue U3AENHU# npu TeMneparype oT + 2 10 + 8 °C 10KHO NPOU3BOAUTHCS
B €MKOCTAX HJIH TIpPH TOMOIIH XOJOAWJIBHBIX YCTAHOBOK, O0OECHEdHBAIOIMX peErjaMEHTHPOBAHHBLIN
TEMIIEPATYPHBIH peXHM.

8.3. Jlomyckaercs TpaHCHOpTHpoBaHHe HaGopoB mpH Temnepatype po + 25 °C He Gonee
15 cyTok, B ToM uncie npu temnepartype + 37 °C He 6onee 1 cyTok.

8.4. HaGopsl, TpaHCNOPTHPOBAaHHBIE C HapYLIEHHEM TEMMEPATYPHOrO peXHUMa, MPUMEHEHHIO
HeE MoJuIeXart.

8.5. Cpoxk rogHocti HabopoB — 12 MecsLEB OT AaThl NPOU3BOJACTBA.

8.6. Xpanenue HaGOpOB JOMKHO NMPOBOJHTECA B YNAKOBKE NPEANPHATHA-U3ITOTOBHTENS MpH
temneparype ot + 2 g0 + 8 °C B TeyeHHe BCEro CpoKa rOOZHOCTH B XOJIOAMJBHBIX Kamepax WM B
XOJIOUIbHAKAX, 00ECeYHBAIOLIMX PErTaMEHTHPOBAHHBIA TEMIIEPATYPHBIA PEXHUM.

Ha6opr! ¢ HCTEKIIMM CPOKOM FOAHOCTH TPUMEHEHHIO HE TOUIEXKAT.

8.7. Ilpu apoGHOM HCNONB30BAaHUH KOMIIOHEHTHI HAbopa XpaHATCA B YNAaKOBKE MPEANPUATHS-
H3roToBuTeNs (YTOGBI HE NOMYCTHTh ONPOKMIBIBAHWA) NMpH Temmnepatype oT + 2 g0 + 8 °C B
XOJIOIMILHUKE UIH B XOJOAHNBHBIX KaMepax, 06ecneyHBalomMX periaMeHTHPOBaHHbIHA TeMIepaTypHbIH
peXuM, B TedeHHe | MecsAla co AHA BCKPHITHSA NEPBHYHON YNakoBKH. PeKOMEHAyeTCs 3aK/IeMBaTh
CKOTHYEM BCKPBITBIA KapTPU/DK AT YMEHbLIEHHA McrapeHus. [IpH XpaHeHHM B XONOAMJIBHHKE Nepen
KaXIBIM HCIONB30BAHHEM JUIS PECYCNIEHAMPOBAaHHA [apaMarHHTHBIX MHKPOYACTHL COAEPKHMOE
KapTpUKa ClIeAyeT TIIATENBHO NlepeMeLaTh MOA BU3YTbHBIM KOHTpOJIEM, H3beras neHooOpa3oBaHHs H
BBITUIECKMBAHHA XHKOCTEH.

8.8. Jlomyckaercsi XpaHeHMe KapTpuika Ha Gopty mpubopa B TeueHHe | Mecsua co IHS
BCKPBITHA NEPBHYHON YTIaKOBKH.

10

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



r «MagnoLIA POA»

/ 9. TAPAHTWUWMHbIE OBA3ATE/ILCTBA
[apaHTUIHBIA CPOK FOAHOCTU Habopa 12 MecsLeB OT AaTbl NPoM3BOACTBA. Habop npefHasHayeH

ANA OAHOKPATHOIro NPUMEHEHUA N HE MOANEXUT PEMOHTY U 06C}'Iy)KVIBaHVIPO.

10. BE3ONMACHAA YTUNTN3ALNA
Mpu ucnonb3oBaHUM Habopa 06pasyoTCs OTXOAbl KnaccoB A 1 B, KOTopble YTUNM3NPYIOTCS B

cootBeTcTBUN ¢ CaHlMunH 2.1.3684-21 n MY 287-113 (Tabnuua 3).

Tabnuua 2
Knacc
OTxopabl
onacHocTu
BTopuuHas (rpynnosas
P (rpy ) Kopo6ka n3 MOHOKapToHa
ynakoBKa OTxogabl
JKcnnyataymMoHHas WHCTpyKUMSA NO NPUMEHEHNIO Knacca A
JOKYMeHTauuns Macnopt
KapTpuax, cogep>xasLinin MMKpOYacTULbl U KOHblOrat
MepBUYHasA ynakoBkKa PTPVA AcP A P 4
Bce KOMMNOHeHTbI Habopa, KOHTPO/IbHbIE MaTepuansl,
acxofHble MaTepuasbl K peareHTbl, KOTopble
[pyrne KOMMNOHEHTHI P A P P P OTxoabl
KOHTaKTMpOBanu ¢ obpasuamu Bo BpeMs 06paboTKu, Knacea B
XpaHeHus Unn aHanusa
He ucnonb3oBaHHbIE o
KapTpuax, cogepxawmii MMKpPOYacTULbl U KOHbIOTaT
KOMMOHEHTbI C UCTEKLLNM A

CPOKOM rogHOCTH

11. NTH®OPMALUWA O NPON3BOANTENE
Mo Bonpocam KayecTBa M «Habop peareHToB ans KOJINYECTBEHHOTO

UMMYHOXEMUTKOMMUHECLLEHTHOTO OMpefeNeHnsa pakoBO-3MOPUOHaNbHOr0 aHTUreHa «MagnoLIA P3A»,
no TY 21.20.23-633-98539446-2022» o6pawiatscd B OO0 «KomnaHusa Ankop Buo» no agpecy: 192148,
r, CaHkT-leTepbypr, XXenesHoA0pOXHbIiA npocnekT, a. 40, nuT. A, Ten/dakc: 8(812) 677-8779, TeneoH

«ropsyen nuHUM»: 8-800-234-37-79.

12. CUMBO/Ibl, NCTTONB3YEMbIE HA STUKETKAX
Co/ep>XMMOro 40CTaToYHO ANns

VD MeguunHCKOe nsgenue ans
AMarHoCTUKK in vitro V npoBefeHnsa N TeCTOB
REF Homep no kaTanory A OcTopoxHo!
LOT Kog naptun (Homep cepum) Mcnonb3osaTh [0
Md M3rotoBuTeENb i Mpepnen Temneparyp
C 3 [Jata nsrotosneHus Buonorunyeckunin puck
O6paTtnTechb K UHCTPYKL MK MO
( :I/I P PyKH Bepeyub OT Bnaru
NMPYMeHeHUo
He ponyckatb BO34encTBums
H Bepx
COMMHEYHOro cBeTa

MHCTpyKUmMa paspaboTaHa B cooTBeTcTBUM ¢ TY 21.20,23-633-98539446-2022.
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00O «KomnaHua Ankop bno»
r. CaHkTt-lMeTepbypr, XX enesHoAopoOXHbIN Np., 4. 40, nnt. A
TenedoH/pakc: (812) 677-87-79

MACTITTOPT Ne

EOO3

Ha60p peareHToB gnd Konn4yecrBeHHOro MMMYHOXEMUNNMTIOMUHECLEHTHOTO

onpefeneHnsa pakoBo-aMOPMOHANLHOTO aHTUTeHa
«MagnoLIA P3A», no TY 21.20.23-633-98539446-2022

Kat. Ne 1320001 Cepua Ne EOO3 ®dopmuposaHume Ne 1 Konuyectso 100 T,

CooTtBeTCcTBMUE
BHewHWiA BUA 1 Cepus KOHTpPO/IN-
HavmeHoBaHMe peareHTa KomnnekTauuns
(hopMa Bblnycka peareHTa pyemoro
napametpa
CocTaB Habopa
MenkogucnepcHsbli
0CaJi0K KOPUYHEBOIO
MapaMarHuTHbIE BeTa, NepexoaaLLnii
P 4 PEXOAALL 1 KapTpnax
MUKpOoYacTuLbl B CyCMeHAMpoBaHHOe
(cooTBeTCTBYHOLY,
C UMMOOGW/IN30BAHHbIMU COCTOsIHNE Npwn Wit oTCeK EQCO3 COOTBETCTBYET
MOHOK/IOHaIbHbIMY BCTPAXMBAHUN, B ’
N 17,5 mn)
aHtTutenamu K P3A (MY) npospayHon
6ecuBeTHON
XULKoCcTH
1 KapTpunax
- COOTBETCTBYIO
KoHblorar aTTM P3A: c Mpo3payHas ( yiouy EOO3 CooTBETCTBYET
aKpuanHOBOW MeTKOM (A¥*) 6ecuBeTHaa XMAKOCTb ne 2 oTceka,
20 mn)
MacnopT 1wr.
VIHCTPYKLMA NO NPUMEHEHUIO 1w,

MapameTpbl KOHTPONSA KayecTBa

HavnmeHoBaHMe KOHTPOIMPYEMOTO
napametpa
AHanuTtudeckuii curian Kannbparopa

4, OTH. CBeT, ef., He MeHee
COOTHOLIEHNE aHANUTUYECKUX
CMrHanoB KannopaTopos
HoMunHanbHOe 3Ha4yeHue

Hopma
200 000

Bl <B2<B3 <B4

50
Kanun6partopa 2, Hr/mn
HoMunHanoHoe 3HayeHne

100
Kanubpatopa 3, Hr/mn
OTK/IOHEHVME KOHLEHTpayuu
Kanunbpatopa 2 n Kannépatopa 3 + 15

OT HOMWHa/IbHOI0 3Ha4YeHUA, NMPOLUEHT

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

3HayeHne KOHTponupye-
MOro napameTpa*

COOTBETCTBYET
COOTBETCTBYET
H/Q

H/A

N ANAAAAMTBETCTBYET
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Kaptpupx (COOTBETCTBYIONMME
OTCEKH CIICLHATH3HPOBAHHOTO
KapTpHDKa U3 NONHITUICHA
HH3KOI0 AaBJICHUA C 3allasHHBIMH COOTBETCTBYET
OTBEPCTASMHE), ITHKCTKH U3
NCHTHI KIeeBol Ha GymaxHOM
OCHOBE

* JlanHbIe ATTECTALMH [IPH COBMECTHOM Henonb3osanun ¢ MU «Kamm6paropst MagnoLIA POAy, cepis
Ne E003.

IMacnopr Bbinan «21» uiong 2022 r,
Cpok rogaocTs RaGopa A0 «21» mons 2023 r.

VYcnosns xpasesus +2...+8 °C

Ycnosus TpaHcnopTuposaHna +2...+8 °C. JlomyckaeTca TpaHCIopTHpOBaHHe Habopa MpH TeMniepaType
20 +25 °C e Gonee 15 cyToK, B TOM uKcne npH TeMneparype +37 °C ne 6onee 1 cyrok

TOJBKO 1)1 JUATHOCTHUKU IN VITRO

Jna npodecCHOHANBROTO NPHMEHEHUA
Hab6op cooTBeTcTBYET

TV 21.20.23-633-98539446-2022

PY Ne

Bemonunn [lymenekuna A" [Tposepun Kazap:

e .
“ceqipres®
-
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OO0 «KomnaHua Ankop buox»

r. CaHkT-IMeTepbypr, XXenesHoA0pOXHbIA Np.,

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

MACTOPT N EO004

a. 40, nnT. A

Ha6op peareHToB gnd KonnyecrBeHHOro MMMYHOXEMUNIOMUNUHECLEHTHOTO

onpefeneHns pakoBo-aMOPUOHaNbLHOTO aHTUTeHa
«MagnoLIA P3A», no TY 21.20.23-633-98539446-2022

Kat. Ne 1320001 Cepua Ne E004 dopmupoBaHme Ne 1 Kosimyectso 100 wiT.

BHewHwnii Bug un

HanmeHoBaHMe peareHTa
(hopmMa BbINycKa

Komnnekrtayus

CocTaB Habopa
MenkoaucnepcHblii
0CafoK KOpM4YHEBOTO

MapamarHUTHble LiBeTa, NepexoasLlmnii

1 KapTpupx
MMUKPOYacTULLbl B CYCMEHAMPOBaHHOe
(cooTBeTcTBYHOLLY,
C UMMOG6MIN30BAHHbIMM COCTOSIHUE MpK Wi OTCeK
MOHOK/IOHANbHbIMU BCTPAXUBAHUMU, B '
o 17,5 mn)
aHTuTenamm K P3A (MY) npospayHou
6ecuBeTHOW
XULKOCTH
1 KapTpuax
KoHblorar aHTu-P3A ¢ lMpo3payHan (cooTBeTcTBYHOLY,
aKpUAMHOBOWN METKOW (A*) 6ecLBeTHas XULKOCTb ne 2 oTCeka,
20 mn)
MacnopT 1wr.
MHCTpYKLMA MO NPUMEHEHNIO 1w,

CooTtBeTcTBME
Cepus KOHTpPONM-
peareHTa pyemoro
napameTpa
E004 COOTBETCTBYET
EQ04 COOTBETCTBYET

MapamMeTpbl KOHTPONS KayecTBa

HavmeHOBaHMe KOHTPOAUPYEeMOro
napametpa
AHanutunyeckuii curHan Kanmbpatopa 4,

OTH. CBET, efl., He MeHee

COOTHOLLIEeHMEe aHaTUTUYECKUX CUTHAIOB
Kanuépartopos

HomunHaneHoe 3HavyeHne KanunbpaTopa 2,
Hr/Mn

HomunHanbHoe 3HavyeHue Kannbpatopa 3,
HE/MA

OTK/IOHEHNE KOHLEeHTpauum
Kannbpatopa 2 n Kannbpartopa 3

OT HOMUHANbHOIO 3HAYEHUA, MPOLEHT

Hopma
200 000
Bi<B2<B3:<B4
50

100

3HayeHne KOHTpoiMpye-
MOro napametpa*

COOTBETCTBYET
COOTBETCTBYET

H/g

ANMLLNeTCTBYET

3MMaHNH
Ankop buo'

"Al<

Ooo-Komrk' v AvodBi0,  cTp. 1ns2



KapTpuax (cooTBeTCTBYOLME
OTCEKM CreLnann3npoBaHHOro
KapTpmaXxa n3 nofmaTuieHa
YnakoBKa v MapKnpoBKa HWU3KOTO [aBeHns C
3anasHHbIMW O0TBEPCTUAMM).
STVNKETKMN 13 NEHTbI KeeBo
Ha 6YMaXXHO OCHOBe

*[laHHble aTTecTaLmm nNpm COBMECTHOM Mcnonb3oBaHun ¢ MW «Kannbpatopsl MagnoLIA P3A», cepus
Ne EQ04.

MacnopT BbllaH «22» ntona 2022 r.

Cpok rogHocTv Habopa fo «22» utons 2023 T.

Ycnosua xpaHeHus +2,..+8 °C

Ycnosus TpaHcnopTupoBaHus +2,..+8 °C. lonyckaetcs TpaHCNOPTUPOBaHWe Habopa npu TemnepaType
[0 +25 °C He 6onee 15 cyTOK, B TOM uucie npu temnepatype +37 °C He 60nee 1CyToK

TONBbKO ANnA ANATHOCTUKN IN VITRO

Ans NpotheccMoHanbHOro NPUMeHeHMs
Ha6op cooTBeTCTBYeT

TY 21.20.23-633-98539446-2022

PY Ne

BoinonHun AyuweHbKuHa A. T. MpoBepun Kasap
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OO0 «KomnaHua Ankop buo»
r. CaHkT-lMeTepbypr, XXenesHoAOpPOXHbIW Np., 4. 40, nut. A
TenedoH/pakc: (812) 677-87-79

MACTITIOPT Ne EOO3

Habop peareHTOB AN KONMYECTBEHHOTO UMMYHOXEMUNIOMUHECLEHTHOTO
onpefeneHnsa pakoBo-aMOPNOHANILHOTO aHTUTeHa
«MagnoLIA P3A», no TY 21.20.23-633-98539446-2022

KaTt. Ne 1320005 Cepua Ne EOO3 ®dopmupoBaHume Ne 1 Konndectso 100 LT,

CooTtBeTCcTBMUE
BHewHniA BUA 1 Cepus KOHTpO/IN-
HanmeHoBaHWe peareHTa KomnnekTauns
thopma BbInyckKa peareHTa pyemoro
napameTpa
CocTaB Habopa
MenkoancnepcHbli
0Cafl0K KOPUYHeBOro
MapamarHuTHble BeTa, NnepexoaaLLnii o
P . PeXoAALL 5 KapTpuaxen
MUKPOYaCTMLbI B CyCMeHANpOBaHHOe
(cooTBeTCTBYIOLY,
C UMMOOGMIN30BaAHHbIMY COCTOSAHME MNpU i oTCeK ECO3 COOTBETCTBYET
MOHOK/OHaNbHbIMU BCTPAXUBAHUW, B ’
o 17,5 mn)
aHTuTenamun K POA (MUY) npospayHon
6ecuBeTHOM
XUNLKOCTK
5 KapTpuaxe
- Mpo3payHas COOTBETCTBYIO
KoHblorar aTTM PQA: ¢ posp ( ytot EOQO3 COOTBETCTBYET
aKpUAMHOBOW MeTKOW (A*) becuBeTHaa XMAKOCTb ne 2 oTceka,
20 mn)
MacnopT 1w, - -
VIHCTPYKUMA N0 NPUMEHEHNIO 1wr.

[MapameTpbl KOHTPO/S KayecTBa
HavmeHOBaHMEe KOHTPOIMPYEMOTO Hopwa 3HayeHne KOHTponmpye-
napameTpa MOro napameTpa*
AHanutunyeckmnii curHan Kanmbpatopa

200 000 COOTBETCTBYET
4, OTH. CBeT, efi., He MeHee
COOTHOLLEHNE aHaNIUTUYECKMNX B1<B2<B3<B4 C00TBETCTBYET
CUrHaNoB KannbpaTopos
HomuHanbHoe 3HayeHue
50 H/Q
Kanubpartopa 2, Hr/mn
HoMunHanbHoe 3HayeHue
100 H/Q
Kanu6patopa 3, Hr/mMn
OTKNOHEHME KOHLEHTpauum
Kannbpatopa 2 n Kanubpatopa 3 + 15 N reeerbercre y e
OT HOMUHANBLHOIO 3HaYeHWs, NPOLEHT \
i I (5. \4 .
KomnaHuA
t Ankop
Bio
¥0nin: sany’
MEHEPA/TbHbIA
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KapTpnax (cooTBeTCTBYHOLME
OTCeKM Cneuunannm3npoBaHHOro
KapTpuaxxa u3 nonmaTuneHa
YnakoBKa 1 MapKupoBKa HWU3KOTO JaB/eHNs C 3anasHHbIMU COOTBETCTBYeT
OTBEPCTUSAMM), ITUKETKU U3
NeHTbl KNeeBoil Ha 6yMaXKHOIA
0CHOBE

*[laHHble aTTecTaumy Npu COBMECTHOM ucnonb3osaHnn ¢ M «Kanvnbpatopsl MagnoLIA POA», cepus

Ne E0O03.

MacnopT BblgaH «21» utona 2022 .

CpoK rofiHocTn Habopa go «21» utona 2023 r.

Ycnoeua xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTuposaHua +2...+8 °C. JonyckaeTca TpaHCNOpPTUPOBaHMe Habopa nNpu TemnepaTtype
no +25 °C He 6onee 15 cyTOK, B TOM yucne npu temnepatype +37 °C He 6onee 1cCyToK

TONbKO ANnAa ANATHOCTUKK IN VITRO

Ans npoeccnoHanbLHOro NpMMeHeH s
Habop cooTBeTcTBYET

TY 21.20.23-633-98539446-2022

PY Ne

BoinonHun AyweHbknHa ALl MpoBepun Kasap
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000 «KomnaHua Ankop buo»
r. CaHkT-leTepbypr, XXenesHogopoXXHbI Np., 4. 40, nuT. A
TenedgoH/pakc: (812) 677-87-79

MACITOPT N EO004

Habop peareHTOB ANA KONMYECTBEHHOINO UMMYHOXEMUNIOMUHECLLEHTHOTO
onpefeneHnsa pakoBo-aMOPMOHANLHOIO aHTUTeHa
«MagnoLIA P3A», no TY 21.20.23-633-98539446-2022

KaT. No 1320005 Cepua Ne E004 dopmupoBaHme Ne 1 Konnyvectso 100 LwiT.

CooTBeTcTBYUE
BHewHnn Bng un Cepus KOHTpONK-
HanmeHoBaHuMe peareHTa KomnnekTtayma
(hopma Bbinycka peareHTa pyemoro
napametpa
CocTaB Habopa
MenkoaucnepcHblii
0Cafl0K KOPUYHEBOTO
MMapaMarHuTHble BETa, NepexoasLLmnii o
P H PEX0AAL S KapTpuaxeun
MUKpOYacTULbl B CyCMeHAUpPOBaHHOE
(cooTBeTCTBYIOL],
C UMMOGUNNN30BAHHbIMU COCTOSHME MpK Wi oTcek E004 COOTBETCTBYET
MOHOKJ/IOHa/IbHbIMU BCTPAXMBAHUU, B ’
o 17,5 mn)
aHTutenamu K P3A (MY) npospayHon
6ecuBeTHOW
XULKOCTH
5 KapTpuaxen
- Mpo3payHas COOTBETCTBYIO
KoHblorat aﬁm PSAU ¢ posp ( yrot EO004 COOTBETCTBYET
aKpUaMHOBOIN MeTKON (A*) becuBeTHas XUAKOCTb  Me 2 OTCEKAQ, 20
MJT)
MacnopT 1 LT, -
VHCTPYKLMA MO NPUMEHEHUIO 1 LT,

MapamMeTpb KOHTpPONS KauyecTBa

HarMeHOBaHVe KOHTPONNPYEMOTO 3HaueHve KOHTpoNmpye-

Hopma %
napametpa MOro napameTpa
AHanuTtunyeckuin curdan Kannbpartopa 4,
P P 200 000 COOTBETCTBYET
OTH. CBET, efl., He MeHee
COOTHOLWEeHME aHaNINTUYECKUX CUTHANOB .
Bi<B: B3<B:s COOTBETCTBYET
Kanubpartopos
HomuHanbHOe 3HaueHne Kannbpatopa 2, 50 Wig
Hr/MN
HomunHanbHoe 3HadyeHne Kannbpartopa 3, Loo Hig
Hr/Mn
OTKNOHEHNE KOHLEHTpaLmm
Kannbpatopa 2 n Kannbpatopa 3 eHHOMNOMANTBETCTBYET

OT HOMWHa/IbHOI0 3Ha4YeHUA, NPOLEHT

o/ Ankop
,S\ "Alkorllo

PATL

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU (AR STIKOUBVO» CTp. 113 2



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

KapTpHmk (COOTRETCTRYIOIME
OTCEKH CTICNHANA3HPOBAHHOTO
KapTpHUKa M3 NONHITHIICHA
HH3KOTO JAABJICHAA C
3aNastHHBIMH OTBEPCTHAMHA).
OTHKeTKM U3 NCHTHI KICCBOMH
Ha OymMaxHON! OCHOBE

* JlaHHEKIC ATTECTAIMH ITPH COBMECTHOM Henomb3oBanur ¢ MU «Kamu6parops MagnoLIA POAy, cepus
Ne E004.

[Macnopt BHAaH «22» mons 2022 T,

Cpox rogsocTe Habopa 1o «22» miond 2023 r.

Yenoens xpanerns +2...48 °C

Vcnosus Tpacnoptaposanns +2...4+8 °C. JonyckaeTcs TpaHCROPTHpOBaHKe HaGopa Npy TeMIepaType
1o +25 °C ue Gonee 15 cyTok, B TOM uKclie npr remneparype +37 °C ue Gonee 1 cyTok

TOJIBKO U1 IUATHOCTHKMU IN VITRO

Jna npogeccHOHANBHOrO NPHMEHEHHS -
Hab6op cootsercTByeT

TY 21.20.23-633-98539446-2022

PY Ne

Bemomnn Jymenskanaa A. T TIporepuna Kazap

Crp.2m32
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