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1. HAZHAYEHHE

1.1. «Ha6Gop pearentoB ana xanmubposku «KamuGparops: MagnoLIA A®II», mo TY 21.20.23-625-
98539446-2022» (manee «Kamubparopst MagnoLIA A®II») npenHa3Haven s kaaMO6poBKH (YCTAHOBJICHHS
pedepeHTHBIX 3Ha4YeHHI) aHaANM3a NP KOJNIMYECTBEHHOM OnpefieneHun anbha-¢peronporenna (nanee A®II) B
CBIBOPOTKE KpPOBH 4eJOB€Ka METOAOM XEMMIIIOMHHECUEHTHOrO HMMYHOAQHalIH3a Ha MapaMarHUTHBIX
MHKpOYacCTHIIAaX ¢ MCNOJIb30BAaHHEM aBTOMaTH4ecKoro aHainu3aropa «MagnoLIA».

Ha6op «Kanubpatopsl MagnoLIA A®II» npumeHseTcs COBMECTHO C MEAMLIMHCKHMH H3JENUAMH (Ianee
MH) «MagnoLIA A®DII» u «Kontponu MagnoLIA ADII».

1.2. Kanu6poska npu ucnons3zoBanun MU «Kanu6paropst MagnoLIA A®II» 1o/mkHa BHIMOIHATECS IS
Kaxzaoro kaprpumka «MagnoLIA A®II» B crenyromux ciryyasx:

- TIpH 3anycKe CECCHM Ha aHanmu3artope «MagnoLIA» ¢ ucnons3oBanueM kaprpumka «MagnoLIA A®II»,
KanuOpoBKa KOTOPOro paHee He MPOBOAHIIACK;

- OAMH pa3 B 7 qHEH s kaxaoro kaprpumixka «MagnoLIA A®I»;

- IIPH 3anycKe CecCHU Ha aHanu3aTtope «MagnoLIA» c ucnons3zoBanuem kaprpuaxa «MagnoLIA ADIIy,
KaTHOpOBKa KOTOPOTo MpocpoyeHa (0T MOMEHTa nocneaHel karnbpoBku npouwto 6onee 7 axel),

- €c/IM pe3ynbTaT aHanM3a XoTa Obl onHoro Kontpons us nabopa «KonTponn MagnoLIA AOIT»'
BBIXOJMT 3a NpeAe/bl yCTaHOBJICHHOrO qHarna3oHa.

1.3. dynkunoHansHoe HaszHadenne MU «MagnoLIA A®II» npu coBmecTHom npuMeHeHun ¢ MU
«Kanu6paropsl MagnoLIA A®I» u/unu «Kontponu MagnoLIA A®II» — konuuecTBeHHOe onpeneneHue ADII
B ChIBOPOTKE KPOBH YeJOBEKa NPH AHArHOCTHKE HEKOTOPBHIX BPOXIECHHBIX 3a00/eBaHHH (OTKPBITHIE MOPOKH
meny/uspHoi Tpy6bl, cunapoM JlayHa); B aKylIepcTBEe NMpPH AMArHOCTHKE MHOXECTBEHHOH GepeMEHHOCTH,

'Ha6op «Koutponu MagnoLIA A®II» npeanashaveH ANA TNOATBEPXKAECHHA MPaBHIBHOCTH KOJNHYecTBeHHOro avanuia AQII s
CbIBOpPOTKE KpOBH YenoBeka «MagnoLIA A®II» Ha ananusarope «MagnoLIA».

3NEKTPOHHAS KONUA OGOPMIEHA IEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



anubparopsl MagnoLIA A®II»

BHYTPHYTPOOHOH CMEPTH MJ0Aa H Yrpo3e BHIKMABIIIA; a TAKXKe NPH AHarHOCTHKE ¥ MOHMTOPHMHTE Pa3jIHYHBIX
BHJIOB paKa.

1.4. Obnacts npuMeHeHHs Habopa — KIMHUYECKas JabopaTopHas HarHOCTHKA.

1.5. Habop npeanasHadeH TOABKO IUIA JHArHOCTHKH in vitro, 1 npoecCHOHANLHOTO NPUMEHEHHS
NEPCOHAIOM, HMEIOIIMM KBAIMGHUKALMIO JUIS BBHIMOJHEHUA AMArHOCTHYECKHX HCCIeOBaHHH in vitro B
pesyibTare cneudanbHoro obpasoBaHus W obyueHus. HMccnemoBaHus MOryT BBHINOJHATbL CHELHAHUCTbI HE
Mosioke 18 neT ¢ BRICIIMM M CpeHHM MEIMUHWHCKKM, 6HOoNornyeckuM MM HHBIM obpasoBanneM (Bpau KJI/],
6uonor, MEIULIMHCKHI TEXHOJIOT).

Hccnenosanus NMpoBOAAT B KJIMHHKO-JHArHOCTHYECKHX JlabopaTopHsax, 06MacTHBIX, FOPOJACKHX HIIH
pafOHHBIX, TOCYJapCTBEHHBIX HIIK YaCTHBIX 6onbHHUAX H apyrux JITY.

1.6. Ha6op «Kanu6paropst MagnoLIA A®II» He uMeeT NpoTHBONOKa3aHUMK K MTPUMEHEHHIO.

1.7. Habop npenHasHaueH Juis obcnenoBaHMs Bcex [Ipynnm  HacelneHHs 6e3 rpajauuu 1o
aeMorpaduueckoMy WM NONYAALHOHHOMY MPH3HAKY.

2, XAPAKTEPUCTHKA HABOPA

2.1. IlpuHunun geicreus

Ha6op «Kanubpatoper MagnoLIA A®II» npeacrasnser co6oii KOMIIEKT U3 YeThIpeX KanubpaTopos.

Kanu6poska HaGopos «MagnoLIA A®II» ocywmectsnserca npu ucnonb3oBanun MU «KanubGpatops:
MagnoLIA A®II» no aByM ycTaHOBOYHBEIM H JBYM MOATBEPKAAIOLIHM TOYKAM M OCHOBaHa Ha MeToJe
KOCBEHHBIX H3MepeHHH (BOCIIPOM3BOAMMAd KOMIIOHEHTaMH Habopa BennuuHa — koHUeHTpauus APII, ME/mn,
HEMOCPEACTBEHHO H3MepsAeMas BeIHYHHAa — CHIH&I XEMHJIOMHHECLEHIMH, BBIDAXEHHbIH B RLU?,
OTHOCHTEJIbHBIX CBETOBBIX €IHHHLAX).

AHaH3 NPOBOJAMTCA Ha aBTOMaTH4YecKoM aHanu3arope «MagnoLIA» (npoussoaurens OO0 «KoMnanus
Asnxop Buo», Poccus) B cooTBeTCTBHM ¢ MHCTpyKuuel k Habopy «MagnoLIA A®II». 3HayeHHSs CHrHANOB
XEMHTIOMHHECLIEHLIMK B KIOBeTax, cojepxamux Kanubpatopsl | U 4, HCNONB3YIOTCS B Ka4eCTBE ONOPHBIX
(ycTaHOBOYHBIX) ToueK. C NMOMOIIBIO JaHHBIX TOYEK MPOMCXOMHT KOPPEKTHPOBKA KaTHOpOBOYHOIO rpaduka,
3aKOAMpOBaHHOro B namatH mpubopa. [To oTKOppekTHpOBaHHOMY KanHOpoBOYHOMY rpaduky onpeaenseTcs
konuentpauus A®Il B aByx mnoarBepxkpaiowmmx Kamubpatopax 2 u 3. CoOTHOLIEHHE KOHLEHTpALHH,
onpeaeneHHo npuGOpoM M yka3aHHOH B macnopre Habopa, CIYXXHMT KPHTEPHEM Ul NPHHATHA pe3y/bTaTa
KanuOPOBKH NPOrpaMMHbIM obecnieyeHreM aHanu3aTopa «MagnoLIA ». Ha ocHoBe NpHHATOro KanubpoBOYHOro
rpaduka paccunTbiBaeTca koHUeHTpauus ADI] B ananu3upyeMeix 06pa3liax U KOHTPOJIBHBIX MaTepHaax.

2.2, CocTaB H kxomMnIeKTauusa Habopa

B coctaB Habopa «Kanu6paropst MagnoLIA A®II» BxoadT cnenyomue KOMIOHEHTHI:

- xanubpoBoyHas 1npo6a Nel Ha OCHOBE BOAHO-CONEBOro pacTBopa, He comepxawas ADII (tounoe
3HayeHHe KoHueHTpauuun ADII yka3aHo B MmacmopTe M 3aKOMAMPOBaHO LITPHX-KOJAOM Ha kopobOke Habopa
pearenToB). XXuakocts, 1,0 Mi1, 1 win 5 ¢nakoHOB®, B 3aBHCHMOCTH OT BapuaHTa ucrionHeHus (cM. Tabnuuy 1)
MapkupoBaHa «Kamubparop 1»;

- xaM6poBoyHas npo6a Ne2 Ha OCHOBE BOJHO-CONIEBOTO pacTBOpa, conepxatuas AQII (Tounoe 3HaueHHe
koHueHnTpauuun A®DII B quanasone u3mepenus ot 0 mo 1000 ME/Mn ykasaHo B macnopTe H 3aKOAHPOBaHO
IUTPHX-KOJOM Ha KopobGke HaGopa pearentoB). JXuakocts, 0,5 Mn, 1 umu 5 ¢nakoHOB* B 3aBUCHMMOCTH OT
BapHaHTa ucnonHenus (cM. Tabmuuy 1), mapkuposana «KanuGparop 2»;

- kanu6poBoyHas nnpoba Ne3 Ha OCHOBE BOAHO-COJIEBOTO pacTBOpa, coaepxauias A®II (touHoe 3HayeHHe
koHueHTpauun A®IT B muanasone uimepenus ot 0 no 1000 ME/Mn ykasaHo B macnopre H 3aKOJMpOBaHO

Relative light units.

3[abapuTHiie pasMepsl dakona (JIB): 16,25mm x 36Mm; kpuiku (IB): 16,2MMx12,5MM.
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TPHX-KOJOM Ha kopobGke HaGopa pearentos). Xuakocts, 0,5 M, 1 unu 5 ¢nakoHos* B 3aBMCHMOCTH OT
ipHaHTa HcronHeHus (cM. Tabnuny 1), mapkuposana «KamuGpatop 3»;

- Kanu6poBoyHas mpob6a Ned Ha OCHOBE BOJHO-COJIEBOTO pacTBOpa, coaepxatnas ADII (TouHoe 3HaYeHHE
oHuentpauun AQII B n1uanasone usmepenus ot 0°no 1000 ME/Mn ykasaHo B macrmopre M 3aKOAMpPOBaHO
ITPHX-KOZIOM Ha KopoOke Habopa pearentoB). Xuaxocts, 1,0 Mn, 1 umu S5 dnakonos* B 3aBucHMOCTH OT
apuaHTa ucnonHeHHs (cm. Tabauny 1), mapkupoBana «Kanubparop 4».

Kaxnaerit dnaxon, conepxxamuit KanuGparops: 1 u 4, paccuntan Ha 10 onpezaeneHnii npu NoCTaHOBKE B
y6iukatax. OTH KaTHOpoBOYHbIe NMPOOKI NpeHa3HaYEHBb! Ul BOCCTAHOBIEHHA MacTep-KpHBOH Ha OCHOBaHHH
‘OMHHAJIOB, PHCBOCHHBIX AaHHON CEpUH (J0TY) KaIHOPOBOYHBLIX Npob NpH MX aTTECTALMH.

Kaxaeit ¢paxon, conepxkamuit Kanubparops! 2 u 3, paccunrtas Ha 10 onpeneneHn#t npu nocTaHoBKe B
{OHOIIMKAaTaX. JTH KanubpaTophl MpeaHa3HAYEHbI I BaJTHJALMU BOCCTaHOBIEHHOH Mactep-KkpHBOii.

Tabnuua 1
Bapnant Ha3zBanune koMnoHeHTa
MCTIONHEHUs, | BHelnu# Bua komnonenta | Kanubparop | Kamubparop | Kamu6parop | Kamubparop
Kar. Ne 1 2 3 4
[Ipo3payHas unu MyTHas
1140101 XHAKOCTb OT 6ECLIBETHOTO ! wr | wr I wr | wr
(1,0 Mn) (0,5 Mn) (0,5 mn) (1,0 M)
JI0 XeJITOrO 1BeTa
[Ipo3pauHas Uy MyTHas 5wt 5 wr 5 wr S
1140105 XHIKOCTb OT 6ecLBETHOrO
(no 1,0 M) (no 0,5 mi) (no 0,5mn) | (mo 1,0 Mn)
JIO JKEJITOrO IBETa

B xommnnexT noctaBku Habopa «Kanmu6paropsi MagnoLIA A®IT» BxoasaT: HaGop peareHToB, HHCTPYKIHA
110 MPUMEHEHHIO, NacnopT.

2.3. TexHH4ecKHe XapaKTEPHCTHKH

KanuGpatopsl, BXxoasume B coctaB Habopa, artecToBaHbl no IleppoMy MeXIyHapoORHOMY CTaHAApTy
«WHO International Standard Alphafoetoprotein, Humany, npoussoacrsa NIBSC, kox 72/225.

TouHoe 3HayeHue KoHUeHTpauun AQDI] 3akoaupoBaHO B IUITPHX-KOAE Ha BTOPHYHOMH YNIAKOBKE pearcHra.

Kommnonentsl HaGopa «KanmuOparopsl MagnoLIA A®II» He 4BIAIOTCS KOHTPOJILHBIMH MaTepHallaMH
NPaBHILHOCTH! U HE MOTYT NPHMEHATHCA UTA OLEHKH NPaBHIBHOCTH (3HAYEHHS aHATHTHYECKOrO CMEIUECHUA)
pe3yasTaToOB KIMHUYECKUX JIAOOPaTOPHBIX HCC/leIOBaHHH.

3. MEPBI NIPEAOCTOPOXXHOCTH

3.1, [ToTreHuMaNbHBIA PHCK NpPUMEHEeHHs Habopa — knacc 26 (cornmacHo Ilpuxasy MunucTepcTBa
3apaBooxpaHeHus P® Nedn ot 06.06.2012 1.).

3.2. Bce koMnoHeHThl Ha0opa B UCIOJIB3YEMbIX KOHLIEHTPALUAX ABJIAIOTCA HETOKCHYHBIMH.

3.3.1Ipn pabore ¢ HaGopoM cnemyer cobmoaars TpeGoBanus ['OCT P 52905-2007
CanlTuH 3.3686-21.

3.4. Jonyckars Kk paboTe ¢ HabOpOM TOJBLKO CIEUHANBHO 00YUCHHBIH NIEPCOHAIL.

3.5. Tlepen HayaioM paGoThl 03HAKOMHTBCA C HHCTPYKLIHEH U TPUMEHATE HabOp CTPOTO 110 Ha3HAYEHHIO.

3.6. I[1pu paboTe c HaGOpPOM ClIEayET HCTIONIB30BATh CIIEIHATH3HPOBAHHYIO OJIEXAY (MEAULIHHCKHUHA XanaT
HUIH KOMOMHE30H, IIANOYKY) M CPEeACTBAa HHAMBHUAYaILHON 3alIMTHI (MacKy, 3alllHTHLIE OYKH, OAHOpa3OBbIE
PE3UHOBLIE WIH IUTACTHKOBBIE NIEPYATKH, pa3pellieHHbIE K IPUMCHEHHIO Ha TeppHTOpHH P®D), T.K. MpOH3BOAHBIE

‘KOHTpO/bHBI MaTepHan C NMPHIHCAHHBIMH (METPOJIOrHYECKH MPOCNEXEHHBIMK), aTTECTOBAHHBIMH (NONYYEHHBIMH B pe3y/bTaTe
CPaBHEHH C ITATIOHOM, KaTHGPaTOPOM), YCTAHOBJIEHHBIMH (Ha OCHOBE MeX1a60PaTOPHOTO KOHCEHCYCa C NPUMEHEHHEM PeEPEHTHBIX
METONHK M3MCPEHHA) 3HAYEHHAMHM MCCIEAYeMbIX KOMIOHEHTOB, MNpEAHA3HAYEHHbI ANA OUEHKH TMPABUILHOCTH (3HAYEHHA
AHANHUTHYECKOTO CMELCHHS) PE3yNbTaTOB KIMHHYECKHX 1a00PaTOPHLIX UCCNIE0BAHHUIt COOTBETCTBYIOLNX KOMIIOHEHTOB.
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KpOBM, BXOAAINKE B COCTaB Habopa, H HccreayeMble oOpa3ubl SBIAIOTCA NOTEHUHAIbHO WHPHUHMPOBAHHLIM
MaTepHaiioM, CroCOOHBIM JIMTENbHOE BPEMs COXPaHATh M NepeaaBaTh BO30yaAuTeENel pa3sMMYHBIX BHPYCHBIX
HHeKUHH. ]

3.7. Bunmanne! B coctaB KOMNOHEHTOB Habopa BXOAHT COJIAHas KMcoTa B KoHueHTpauuu 0,05 % u
KOHCEpBaHT B KOHLEHTpauuu MeHee 0,05%, uto sBnserca 6e3onacHbIM As YenoBeka. [IpH HCmoNb30BaHUH 1O
Ha3HA4YEHHUIO H COOMIOJCHHH Mep MPEAOCTOPOXXHOCTH KOHTaKT C OpraHM3MOM uejioBeka HCKmoueH. [Ipu
aBapHMHHBIX CHTYaLMAX BO3MOXKHO pa3ipakeHHE KOXH H CTH3UCTOH 0OOIOYKH IJ1a3 Y YYBCTBHUTENbHbIX JH1L. [Ipn
KOHTaKTe MIPOMBITh NOPaXEHHOE MECTO BOLO#H M 06paTHThCA 3a MEAMUMHCKON MOMOLIBIO.

3.8. Xumuyeckas nocyaa ¥ o6opynoBaHHe, KOTOpbIE HCNONB3YIOTCA B paboTe ¢ HaBopoM, HOKHBI 6BITh
COOTBETCTBYIOLIHM 06pa3oM MapKUPOBaHbl ¥ XPaHUTHCA OTACIBHO.

3.9. Ina o6paboTku nocyabrl U 06OpPYAOBaHHA PEKOMEHAYETCS HCIOJIb30BaTh AE3HHULMPYIOLIHE
CPEACTBA, H3rOTOBJICHHBIC HA OCHOBE TPETHYHBIX AMHHOB, YETBEPTHYHBIX aMMOHHEBBIX coeauHeHuH (UAC) niu
CIMPTOB M pa3pellieHHbIE K MPUMEHEHHIO Ha TeppuTopHH P®. Hcnons3oBanue ae3uHGHUHPYIOIHX CPEACTB Ha
OCHOBE aKTHBHOTO KHMCJIOpPOZia M XJI0pa BO3MOXKHO JIHLIb Ha NPEeJCTEPHIH3ALHOHHOM JTane ¢ nocieayrouen
TepMHYecKol crepunusanueit.

3.10. 3anpeuaercs NpUeM NMHLIM, HCIIONb30BaHHE KOCMETHYECKHX CPEICTB H KypeHHE B MOMELIEHHAX,
npeaHa3HauYeHHbIX U1 paboTh! ¢ HabopoM.

3.11. VOupare M nae3uHGUUUPOBATh pa3iUThie 0Opa3lbl WIH KOMIOHEHThI Habopa, HCMOJNB3YyA
ne3nHuUHMpyIoLIHe cpeacTBa B cooTBeTCTBHH MY 287-113.

3.12. VYpauath HeHcnosib3OBaHHBIE peakTHBHI HaGopa B cooTBeTcTBHM ¢ TpeboBanuamu CanlInH
2.1.3684-21.

3.13. Tllocne wucnonp3oBaHUA BCE KOMIOHEHThI HaGopa, o6pa3lbl, KOHTPOJIbHBIE MaTepHalIbl,
pacxolHble MaTepHalbl M JPYTHe peareHThl, KOTOpble KOHTAKTHpoBaH ¢ obGpa3uaMu Bo BpeMms oOpaborky,
XpaHEHHS WJIM aHanu3a (B TOM 4YHCJIe: NEpyYaTKH, HAKOHEYHHKM M T.J.) JOJKHBI COOMpATLCA OTACNIBHO H
CTEpPUIIM30BAaTECA B ABTOKJIABE ¢ MocCHeayiouledl yTunusauuedt B cooTBeTcTBHH ¢ Tpebosanuamu CaulluH
2.1.3684-21. BMecTO aBTOK/IaBHPOBAaHHS OTXObI MOTYT OBITh CTEPHIIH30BaHbl AE3HHPHLMPYIOLIHM CPEICTBOM,
nocJjie yTHIH3HPOBaHbI B COOTBETCTBHH ¢ TpeboBanuamu CanlTuH 2.1.3684-21.

3.14. He ucnons3oBath HabOp MO HCTEYEHHH CPOKa FOJHOCTH.

4. OBOPYJIOBAHUE U MATEPHAJIbI, HEOBXOAUMBIE JIs1 IPOBEAEHHSA
AHAJIN3A

- «(AHAIH3ATOp AaBTOMATHYECKHH HMMYHOXMMHYECKHH XeMHIIOMHHecUeHTHeIA «MagnoLIA» ¢
npunamiexHoctamu o CHAB 421457.002 TY («MagnoLIA») (nponssoautens OO0 «Komnanus Asnkop buo»,
Poccus, PY NeP3H 2019/9282);

- «Habop peareHTOB /i KOJMMYECTBEHHOr0 HMMYHOXEMMJIIOMHHECLEHTHOro onpesaeenus A®II
«MagnoLIA A®II», no TY 21.20.23-624-098539446-2022» (npoussoautens OO0 «Komnauus Ankop buoy,
Poccus, xat. Ne 1140001, 1140002);

- «Habop peareHToB 11 KOHTpOJA KayecTa aHann3a «Kontponu MagnoLIA A®II», mo TY 21.20.23-
626-98539446-2022» (npoussoautens OO0 «Komnauus Anxop buo», Poccus, xar. Ne 1140201, 1140205,
1140210);

- Boono-conesoit pacTBOp i TpPOMBIBKM peaKUMOHHBIX KioBeT MagnoLIA «Bypep Wl»
(npoussoanutens OO0 «Komnanus Anxop buo», Poccus, kar. Ne0000405);

- OtaenbHble Xanat, wanoyka, o0yBb M ONHOPa30BbIC NEPUYATKH, pa3spelieHHbie K NPHMEHECHHIO Ha
tepputopuu PO (unu cootserctBytomme OCT P 52239-2004).
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«Kanubpatopst MagnoLIA ADII»

S. NNTPOBEJAEHME ITPOLEAYPbI KAJIMBPOBKH

OnucanHas B NaHHOH MHCTPYKUMH HHQOpPMalUs COAEPXKHT JHIIL oOlIME CBEJEHHs O MOpAIKe
NpOBEJEHHSA NPOLEAYPh! KanubpoBkH Ha aHanu3atope «MagnoLIAy. g nonydyeHns netanbHoit HHGopMauuu
nepen Ha4yanoM paboThbl 03HAKOMbTECh C PYKOBOACTBOM IO 3KCIUTyaTallMu aHanu3atopa «MagnoLIA».

S.1. IloaroToBKa peareHToB

S.1.1. Bxmounts aBTOMaTH4ecKuit aHanu3atop «MagnoLIA» cornacHo pyKOBOACTBY IO 3KCILTyaTaLlHH.

5.1.2. KanubpaToph! FOTOBBI K HCITOJIB30BaHHIO.

®drnakoHs! ¢ kKaubpaTopamu He06X0AMMO BbLAEPKATh NMPH KOMHATHOMH TeMmnepaType He MeHee 30 MUHYT
J10 Havyasla aHATHTHYECKOM CECCHH.

5.1.3. [lepememars coaepxumoe ¢prakoHoB, n3beras neHoo6pazoBaHusa. OTKPBIT (IAKOHBI H TOJNIOXKHTD
KPBIIIKH NIEPEBEPHYTHIMHU Ha CYXYIO TOBEPXHOCTb.

5.1.4. Habop «Kamubpatopst MagnoLIA A®II» pa3mecTuTh B IITaTHBAX, MPEAHA3HAYCHHBIX IUIA
KaTuOpaTopoB H KOHTpOJE.

5.1.5. [epen 3arpy3ko#t peareHTOB, HEOOXOMUMBIX IS POBEICHNA aHAIN3a, B COOTBETCTBYIOIIHE 6110KH
aHaJM3aTopa MPOBEPHUTH BCE PAaCTBOPhI HAa OTCYTCTBHE My3bIPHKOB BO3AYyXa. Y AAIHTh My3bIPbKH 10 MPOBEACHHUS
aHalK3a JIErKUM NoKaYMBaHHEM, He JIoNyckas eHooOpa3oBaHHU.

5.1.6. [1epen 3arpy3koit kapTpumxka «MagnoLIA A®DII» B 610k peareHTOB HEO6XOAHMO NMPEABAPHUTENBHO
ybeauThCA, YTO MapaMarHUTHbIE MHKPOYACTHIBl HaXOMATCA B PECYCIICHAMPOBAaHHOM COCTOSHHMH, a cama
cycneH3us roMoreHHa. EciH MHkpowacTHUB! He pecycnenaupylorcs, HE UCIIOJIb3YUTE HABOP u
obpaTuTech K MECTHOMY MNpeACTaBUTENIO Npou3BoauTens. ns monydenus Gonee noapoSHoit unbopMauuu
o6paTuTech K HHCTPYKLIMH NO NpuMeHeHHIo Habopa «MagnoLIA A®II».

5.1.7. 3arpy3uTh MOArOTOBJICHHBIE PEareHTHl M MPHHALIEXKHOCTH Ha 60opT aHanmu3atopa «MagnoLIA»
COTJIaCHO PYKOBOJCTBY IO 3KCIUTyaTallHH.

5.1.8. 3arpy3uTh QaHHBIE O peareHTax B MaMATh aBTOMaTH4Yeckoro aHanu3aropa «MagnoLIA» cornacho
PYKOBOZICTBY IO 3KCILTyaTalHH.

5.2. Kaau6poBka

Ananuzatop «MagnoLIA» MoXeT ocylecTBIATh KalHOPOBKY B OTAEIBHO BBIUACTIEHHON CECCHH HIH
OZXHOBPEMEHHO ¢ o6pa3laMu B paMKax OJHO# aHanuTH4Yeckol ceccun. Ipoueaypa KanHOPOBKH BLIMONHAETCS
npexe MobbIX Ha3HAUEHHBIX TECTOB HE3aBUCHMO OT MOMEHTa pasMellieHis Habopa kanubpaTopos Ha 6opry.

BHUMAHMHE!

Komnonentsl Ha6opa «Kamu6paropsl MagnoLIA A®II He momkHbl HaxoauThes Ha 6opty npubopa
Gonee 3 4acoB, CyMMapHO B JECATH CECCHAX, HEOOXOAMMO YYHTHIBATh 3TO NpPH BBHIMOJHEHHH NPOUCAYPHI
KaTHOPOBKH OXHOBPEMEHHO ¢ 0Opa3LaMy B paMKax OHOH aHATMTHYECKOH cecCHH. PekOMEHAyeTCs BBIrpYXKaTh
LITAaTHBEI ¢ KanubparopaMH 1O MCTEYEHHH MMHHMAJIBHOTO BPEMEHH C MOMEHTA 3aBEpIUCHHS pacKallbIBaHHS
COIEPXKUMOro BeeX (1akoHOB KaTHOpaTOpoB H KOHTPOJIEH.

JIns npedomepauieHun ucnapenus 3cudKocmu cpasy nocie Ucnonb3o8aHus ghaaxonst Heobxooumo
3aKpbimb KpbIUKAMU 6 COOMEemcmeud ¢ UX MApKupo8Kou, nomMecmums 6 YNaKo6Ky npeonpuamus-
U320MOGUMENIA 6 GEPMUKANLHOM NONONCEHUU U 0becnedums XpaHeHue npu memnepamype om + 2 0o + 8 °C
6 XO/NOOUNBHBIX KAMEpAX WAU 6 XONOOWIbHUKAX, 006ecnequsaouiux pe2niameHmuposantslli
memnepamypHsli pedcum.

5.2.1. Ipu ycraHoBke Ha 6OpT aHanu3aropa, UL KaXao# HOBoMH cepuu (noTa) Habopa «KamuGpartopsl
MagnoLIA A®IT» Heo6x0AHMO NPOBECTH NPOLEAYPY PErHCTpalKH kanubpoBoyHoro Habopa.

Ilns atoro nepeitaute B Menio KAJTHEPOBKA.

B HuxHel yacTH skpaHa Haxmute kHonky PETHCTPALIHA HABOPOB.

B oTKpHIBIIEMCS OKHE 3aMOJIHATE AaHHBIE IyTEM CYHTBIBAHHS IBYMEPHOTO LUTPHX-KOJA CO BTOPUYHOH
yNakoBKH (kopoGku) u3zenus, 160 BBeAHTE UHGPHI LUTPHX-KOJA BPYUHYIO.
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6paropsi MagnoLIA ADII»

Jlns coxpaHeHHs HaHHBIX O Habope, Haxxmute kHonky [TPHMEHHTH (B cnydae HeoOXOAHMOCTH
OpOJOKUTE paboTy B 1aHHOM OKHe) Wik kHonky "OTOBO (s coxpaHeHHs JaHHBIX W 3aKPLITHS OKHA).

Ilpy Heo6XxoAMMOCTH, BO3MOXHO BHECEHHE MAHHBIX O HECKOJBKHMX cepuax (Jlotax) HabGopa
«Kamib6patopst MagnoLIA A®IT».

$.2.2. 3arpy3ute mrtatuB ¢ HabopoMm KannOpaTopoB Ha GOpT aHaNIH3aTOpa, CYHTANHTE IITPHX-KOABI C
¢akoHOB 3arpyxeHHoro wratisa nyreM Haxatus kHonku CUUTATD IUTPUX-KO/IbI nnn unentudukanmne
¢1aKOHOB BpYUHYIO.

5.2.3. Baecute kanuOpoBKY B CNHMCOK 3ada4, KOTOpble MOJDKHBI OBITH BBLINOJHEHBl B JAHHOM
aHATMTHYECKON CECCHH.

s storo nepeiiaute B MeHio O5PA3L]BI.

B neBoit yactu sxpaHna Beibepute kHonky JObBABHTH KA/IMBPOBKY.

B neBoM BepXHEM yriy OTKpbIBLIErocs OkHa 6yaeT 0To6paXkeH CIIMCOK TECTOB, JUISi KOTOPBIX MOXET OBITh
BbINOJIHEHA kannOpoBka. BeibepHTe U3 NpenokeHHOro cnucka HeoOXoAUMBIH TECT.

B npaBom BepxHeM yriy 6yayT noka3saHsl rOTOBbie K 3amycky cepuH (10oTel) Habopa «KamnOGpatopsl
MagnoLIA A®II». U3 npeacraBieHHOro crnucka BuibepuTe HEOOXOAUMYIO CEPHIO (JIOT) (HECKONIBKO rOTOBBIX
cepuit (loroB) Oyner orobpaxkaTbCs B JAHHOM CITMCKE, €C/IH Ha 60pT npubopa ObUIO 3arpyXeHO HECKOJIBKO
cepHif (JIOTOB) KaIHOPOBOYHBIX HaGOPOB JUIS OAHOTO TECTA).

JIlna no6asnenns BuIOpaHHOM KaIMOPOBKH K CNMCKY 3aia4 Haxmute kHonky JOBABHTH (B cnyyae
HeoOXOAMMOCTH NPOAOKHTh paboTy B JaHHOM okHe) uaH kHonky J'OTOBO (ans coOXpaHEHHs NAHHBIX H
3aKpBITHA OKHA).

5.2.4. 3anycTHTe aHAIMTHYECKYIO CECCHIO aBTOMaTHdeckoro aHamu3aropa «MagnoLIA» cornacho
PYKOBOACTBY MO 3KCITyaTallHH.

5.2.5. porpamma npu6opa M03BOJSET aBTOMaTHYECKH BBLIMONHHUTL BCEe CTAAMM aHanW3a JUuid Habopa
«MagnoLIA A®I1» 6e3 BMewatenbCcTBa NoAb30BaTENS.

5.3. Pe3yabTaThl

ITo OKOHYaHKH aHATHTHYECKOM ceccuu nepeinute B MeHio KAJTHEPOBKA.

B neBoit yacTH 3kpaHa BbIGEpHTE HEOOXOANMBIH TECT M3 MPEATOXKEHHOTO CITUCKA.

3arteM B BepxHe# npapoi YacTH 3KkpaHa BeIGepuTe HEOGXOAMMYIO CepHIo (JIOT) Kanub6poBouHOro Habopa
JUIS IaHHOTO TeCTa.

Huxe 6yner orobpaxeHa uadopMauus o BbiGpaHHOH kaTHOpOBKe:

- Ne no nopsaaxy;

- BAIHAHOCTH BHIOpaHHO# KanubpoBKH;

- laTa NpPOBEJCHUA aHAIH3a;

- 3HaYeHHe aHAIMTHYecKoro curnana ansa Kamu6paropa 1;

- 3HaYEHHe aHATUTHYECKOro curHana ans Kanmubpatopa 4.

Jlns nonyuyeHus 6Gonee noapoGHoit MHpopMauuu o BhIGpaHHOH KanuOpoBKe, HaXMHTE KHOIMKY
KAJIHEPOBOYHAA KPHUBAA.

B oTkpeiBLIeMcs okHe 6yaeT oToGpaxceHa pacliHpeHHas HHGopMaLHs o KalHOpoBke:

- coobiieHHe 00 yCnemHoM 3aBeplieHHH KaTHOPOBKH;

- nara KaTuOpOBKH;

- CPOK FOJJHOCTH KaTHOPOBKH;

- undopMauus o xanubpoBouHoMm HaGope (TecT, cepua (n0oT), Homep HaGopa (Ne), Cpok rOAHOCTH
Habopa);

- 3HaYEHHE aHATUTHYECKOTo cHrHana Juis Kanubparopa 1;

- 3HaYEHHE aHAIMTHYECKoro curHana ans Kanubparopa 4;

- 3HaueHHe KoHUeHTpauuHu s Kanubparopa 2,

6
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tKanu6patopsr MagnoLIA ADIT»

- 3HayeHHe KoHUeHTpauuu s Kanubparopa 3.

- rpaduK ¢ HAHECCHHBIMH KaNHOPOBOUHBIMH KPHBBIMH. CHHHM MYHKTHPOM 0603HaYaeTcs pedepeHcHas
[ranubpoBoyHas KpHBad, 3aKOAHPOBaHHasA B MaMATH MpHOOpa; 3€JEHOM CMJIOMIHON JHHHEH — MOCTpOeHHas
KaTHOpOBOYHAA KpHBad, TOYKH Ha KOTOpoH COOTBeTCTBYIOT KoHueHTpauuu A®DIl B KanuGparope 2
# Kanubparope 3.

6. TPAHCIIOPTUPOBAHHUE U XPAHEHHUE

6.1. TpancnopTupoBaHue HabOpOB CleAyeT NMPOW3BOAMTL BCEMH BHAAMM KpBLITOrO TpaHCHOpTa NpH
Temneparype ot + 2 o + 8 °C.

6.2. TpancnoptupoBaHHe H3aenuit npu Temneparype ot + 2 ao + 8 °C OMKHO NMPOU3BOAUTHCH B
€MKOCTAX MJIM [pH TIIOMOLIM XOJOAMJIBHBIX YCTAHOBOK, 0O0€CNeuMBaIOIIMX PpErlaMeHTHPOBAHHBIMH
TEMIIEpaTYPHBIA peXXHUM.

6.3. Jlonyckaetcsa TpaHcnopTHpoBaHue HaGopoBs npu Temneparype ao + 25 °C ne 6onee 15 cyrok, B TOM
yucne npH temneparype +37 °C ne 6onee 1 cyTok.

6.4. HaGopsl, TpaHCOpTHpPOBaHHbIE C HAapyIICHHEM TEMIEPATYPHOrO pPEXHMMa, TPUMEHEHHIO HE
nojexar.

6.5. Cpok roasoctH HabopoB — 18 MecsLeB OT JaThl MPOKU3BOACTBA.

6.6. Xpanenne HaOOpoB MOMKHO MNPOBOAMTHECA B YNAKOBKE NPEANPHATHA-U3rOTOBHTENS MpPH
TeMrepartype oT + 2 1o + 8 °C B TeueHHe BCero Cpoka roqHOCTH B XOJIOAHJIBHAIX KAMEPaX HIIM B XOJIOJH/IbHUKAX,
obecneynBaloLIMX perjaMeHTHPOBAHHBIN TEMIIEPAaTYPHbIA PEXUM.

6.7. HaGopb! ¢ MCTEKIIHM CPOKOM FOJJHOCTH MPHMEHEHHIO HE MOJUIENKAT.

6.8. IIpy npoGHOM HCMONB3OBaHMH KOMIIOHEHTHI Habopa XpaHATCA B YNAKOBKE NpeANpUATHA-
H3rOTOBHUTE/A B BEPTHKAILHOM MOJIOXKEHHH NpH TemnepaType oT + 2 10 + 8 °C B XO/MIOAWILHBIX KaMepax HIIH B
XONOHABHHKaX, 06ecneydBaloLIMX periaMeHTHPOBaHHBIN TEMNEPaTypHBIH PeXHM, B TEUEHHE | MecaLa Co IHs
BCKPBITHA NEpPBHYHON ynakoBkd. KOMIOHEHTH! He NOJDKHBI HaxoAMTbcs Ha Gopry npubopa Gonee 3 wacos,
CYMMapHO B aecatH ceccusx. [Tocie ucnons3oBanus Gp1akoHbl HEOOXOAMMO HEMEIUICHHO 3aKPBITh KPBILLKAMH U
obecreqnTh periaMeHTHPOBaHHbIA PeXKHM XpaHEHHS.

7. TAPAHTUHHBIE OBSI3ATEJIbLCTBA
TapantuitHeli cpok rogHoctH HaGopa 18 MecaueB oT xaThl npousBoacTa. Habop npeaHasHaueH as
OJHOKPATHOrO MPUMEHEHHUS H HE MOMIEKHUT PEMOHTY H 00CITyXHBAHHIO.

8. BE3OIIACHASA YTHJIN3AIMA
[lpu wucnonb3oBaHun HaGopa oOpasyloTca OTXOAbI KiaccoB A M b, KoTophle YTHIH3HPYIOTCS
B cooTBeTcTBUM ¢ CanlluH 2.1.3684-21 u MY 287-113 (Tabauua 2).

Tabnuua 2
Knacc
OTtxonsl
ONacHOCTH
BropuuHas nnosas
P (rpy ) Kopo6ka 13 MOHOKapTOHa
yrnakoBKa Otxoabl
OkcnayaTauHoHHas HHCTPYKIIMS O NIpHMEHEHHIO Knacca A
JOKYMEHTalHUs [Tacnopt
Bce koMnoHeHThI Habopa, KOHTPOJIbHbIE MAaTEPHAJIEI,
PacXoAHbIC MAaTEPHAJIBI M PEArcHTEl, KOTOPBIE OTtxoxab!
Jpyrue KOMNOHEHTBI
KOHTaKTHpOBanu ¢ ob6pasiiaMu Bo BpeMs 06paboTkH, Kiacca b
XpaHeHHUs MM aHanH3a
[lepBuuyHas ynakoBka ®nakoHbl, COAEPXKABLIME pacCTBOPHI KaIHOpaToOpoB
7
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annéparopbl MagnoLIA A®T»

r He ncrnonb3oBaHHbIe
1 KOMMOHEHTbI C UCTEKLLUUM

®nakoHbl, coaepyKallime pacTBOPbI KambpaTopoB
1 CPOKOM FOfIHOCTM

9. MH®POPMALWNA O NMPON3IBOANTESE

Mo Bonpocam kavectBa MU «Habop peareHToB Ans Kanmbposku «Kannépatopbl MagnoLIA A®I1», no
TY 21.20.23-625-98539446-2022» obpawatscs B OO0 «KomnaHus Ankop brox» no agpecy: 192148, r. CaHKT-

MeTepbypr, YXXenesHo4OPOXHbIN npocnekT, 4. 40, nuT. A, Ten/akc; 8(812) 677-8779, TeneoH «ropsyei
NHUK»: 8-800-234-37-79.

10. CMBO/J1bl, NCIMNOJIb3YEMBbIE HA 3TUKETKAX

VD MegamunHckoe nsgenve ans Cogep>X1Mmoro AocTaToyHo AN

AWMAarHocTMKK in vitro V nposefeHns N TeCTOB
REF Howmep no katanory A OcTopoykHo!
Fot] Koa naptum (Homep cepun) cnonb3oBath A0
m | N3roToButenb | Mpegen TemnepaTypbl
crD [aTa n3rotosneHuns Brionornueckmin puck
Cl/l O6paTnTECh K UHCTPYKLMK MO

NPUMEHEHNIO

WHCTpyKuma paspaboTaHa B cooTBeTcTBMU C TY 21.20.23-625-98539446-2022.
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OO0 «KomnaHua Ankop brno»
r. CaHkT-leTepbypr, XXene3HoAopoXHbIN Np., 4. 40, nuT. A
TenedoH/dakc: (812) 677-87-79

MACIIOPT Ne EOG3

Habop peareHToB Ans KanimbpoBkn «Kanuoépatopbl MagnoLIA ADI»,
no TY 21.20.23-625-98539446-2022

Kat. Ne 1140101 Cepusa Ne EOO3  dopmumposaHme Ne 1 Konndectso 100 L.

HaumeHoBanne  BHeLIHWi Bitj 1 HZZ:E::;: > Komnnekrauus Cepus Koigggi%veﬁ\?gro
peareHTa (hopma Bblnycka ME/M peareHTa napameTpa
CocTaB Habopa
Kannépartop 1 0 (110(10&;1) EOG3 COOTBETCTBYET
Mpo3payHble 1 dn
Kanunbparop 2 NN MyTHbIe 100 05 Mh) =00¢] COOTBETCTBYET
YXUIAKOCTW OT 1
Kannbpatop 3  6ecuseTHOro o 200 © 5d0“1;)1) EOO3 COOTBETCTBYET
XKenToro Lgeta 1 o
Kannbpatop 4 500 (1,0 ) EOO3 COOTBETCTBYET
Macnopt luwr.
VHCTPYKUMA no NPUMEHEHNIO luwr.

MapameTpbl KOHTPO/S KayecTBa

HanmeHoBaHMe KOHTPONMPYEMOro

3HayeHne KOHTpompye-

Hopma %
napameTpa MOro napamMeTtpa

AHaNUTUYECKNIA CUTHAN
Kannbpartopa 4, OTH. CBET, ef., He 200 000 COOTBETCTBYET
MeHee
(C::v?r?-lTa:%LsueKm?A gg::gg g': SCKIX Bl <B2<B3<B4 COOTBETCTBYET
OTK/IOHEHWE KOHLEeHTpauuu
Kanunbpartopa 2 n Kannbpartopa 3 ot +20 COOTBETCTBYET
HOMUWHAJ/ILHOI0 3HaYeHWs, MPOLEHT

®nakoHb! 3 M1 13 NPO3pPayHOro

cTekna (C 3aBUHYMBAOLLIMUCS
YNaKoBKa 1 MapKMpOBKa COOTBETCTBYET

KpbILLKaMW).

OTUKETKMN U3 NIEHTHI

K/1eeBOoW Ha OyMaXKHOI OCHOBE

*[JaHHble aTTecTauun Npu COBMeCTHOM Mcnosib3oBaHU ¢ MU «MagnoLIA A®IT», cepusa Ne EOCS.
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MacnopT BblgaH «27» nionsa 2022 .

Cpok rogHoctn Habopa go «27» aHeaps 2024 T.

Ycnosua xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2...+8 °C. [lonyckaeTcs TpaHCNOPTMPOBaHMe Habopa npu TeMneparype
[0 +25 °C He 6onee 15 cyTOK, B TOM yucne npu Temnepatype +37 °C He 60nee 1 CyToK

TONIbKO ANnda ANATrHOCTUKA IN VITRO

[ns npoteccroHaIbHOro NPUMeHeHUs

Habop cooTBeTCcTBYET

TY 21.20.23-625-98539446-2022

PY Ne

BbinonHun AyuweHoknHa Al MpoBepun Kasapwn
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OO0 «KomnaHua Ankop bro»

r. CaHkT-leTepbypr, XXene3HoAopoXHbIn Np., 4. 40, 1T, A

TenedoH/daxc: (812) 677-87-79
MACITOPT Ne EO04

Habop peareHToB Ans KanubpoBkn «Kannépatopbl MagnoLIA API»,

no TY 21.20.23-625-98539446-2022

Kat. Ne 1140101 Cepua Ne EO04 dPopmumposaHme Ne 1 Konmyectso 100 L.

HanmeHoBaHVe BHeLHWiA BUA U HomunHanbHoe Cepus CootercTame
earenTa (hopvia Bbir (’?‘Ka 3HaYeHwe, Komnnekrauus earF;HTa KOHTPO/IMPYeMOro
P P y ME/mn P napameTpa
CocTtaB Habopa

Kanmnbpartop 1 0 (110(1)'\1;)1) E004 COOTBETCTBYET
Mpo3payHble 1 dn

Kannbpartop 2 NN MyTHbIE 100 05 Mh) E004 COOTBETCTBYET
YXMIKOCTW OT 1 tn

Kannbpatop 3  6ecuBeTHOro 1o 200 05 Mh) E004 COOTBETCTBYET
XenToro upeta 1 dn

Kannb6patop 4 500 (1.0 Mh) E004 COOTBETCTBYET
Macnopt 1uwr.
VHCTpYKUMA N0 NPUMEHEHMIO 1wr.

MapameTpbl KOHTPO/S KayecTBa
HanmeHoBaHMe KOHTPOJINPYEMOI O

Hopma
napameTpa
AHaNMTNYECKUIA CUTHAN
Kanunbpartopa 4, OTH. CBeT, ef,, He 200 000
MeHee
COOTHOLLIEHNE aHANIUTUYECKNX B1<B2<B3<B4

CUrHa/10B Ka/ImbpaTopoB
OTK/MNOHEeHNEe KOHLIEHTpaL MK
Kanunbpatopa 2 n Kannbpartopa 3 oT +20
HOMWHaNbHOIO 3HAYeHWS, MPOLEHT
®nakoHbl 3 M1 13 NPO3payvYHoOro
cTekna (C 3aBUHYMBAOLLMMUCS
KpbILKaMK). STUKETKM U3 NIEHTbI
KeeBow Ha ByMaXKHOI OCHOBe

YnaKoBKa 1 MapK1pOoBKa

3HaueHne KOHTponupye-
MOro napameTpa*

COOTBETCTBYET
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

*[lJaHHble aTTecTauumn Npu COBMeCTHOM mMcnosb3oBaHun ¢ MU «MagnoLIA A®TT», cepus Ne EQ04.
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~ TTacmopr Bbiman «29» wiong 2022 r.
Cpox rogsocTi HaGopa n0 «29» Aypaps 2024 .
Ycnopus xpanenus +2...+8 °C
VenoBus TpaHciopTHpoBaHuA +2...+8 °C, JlonmyckaeTca TpaHCIOPTHPOBaHHE HabGopa IpH TeMneparype
10 +25 °C ne Gonee 15 cyTok, B TOM qucne npu TeMneparype +37 °C ne 6onee 1 cyrox
TOJIBKO 1)1 AMATHOCTHUKU IN VITRO
Jng npodeccHORANBHOTO NPHMCHEHUSA -

Habop coorsercTByer
TV 21.20.23-625-98539446-2022
PY Ne .
L5
Bsmonrun Jymenskuna AL, IIporepun Kasapm}%ﬁ
N\,

RN A SRR g
Ry "fr-n.ncf"’?-‘/

Cmp.2uws2
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00O «KomnaHua Ankop bno»

TeneoH/pake: (812) 677-87-79
MACITOPT Ne EOO3

r. CaHkT-INeTepbypr, XXene3HoAopoXHbIin Np., 4. 40, nnT. A

Habop peareHToB ana KanmopoBkn «Kannépatopbl MagnoLlA AD»,

no TY 21.20.23-625-98539446-2022

Kat. Ne 1140105 Cepua Ne EOO3 ®PopmuposaHme Ne 1 Konnyectso 100 i,

HanmeHoBaHWe
peareHTa

Kanunbparop 1
Kannéparop 2
Kannépatop 3

Kannbparop 4

MacnopT

NHCTPYKUYMS MO NPUMEHEHIIO

HauMeHoBaHWe KOHTPONMPYeEMOro
napameTpa

o HomunHaibHoe CootseTcTBUE
BHELIHIAN BIAA 1 3HaveHwue Komnnekrauus Cepus KOHTPO/IMPYeMOro
(hopma BbInycka ’ 4 peareHTa ponvpy

ME/Mn napameTpa
CocTaB Habopa
0 5 pn. EOO3 COOTBETCTBYET
Mpo3payHble (no_ 1,0 wn)
5 .

;iﬂz Ii\g)g:b:; 100 (M0 0.5 mn) EOO3 COOTBETCTBYET
6ecLBeTHOro Ao 200 (no50(1)5nMn) EOO3 COOTBETCTBYeT
KT RS 500 5 pn. EOC3 COOTBETCTBYET

(no 1,0 mn)
1uwr. -
1wr.

MapameTpbl KOHTPO/ISI KayecTBa

Hopwma

AHaNUTNYECKUIA CUTHAN

Kannbpatopa 4, OTH. CBET, ef,, He

MeHee

200 000

COOTHOLLEHNE aHATIUTUYECKUX

CUIHaNoB KasmbpaTopoB

Bl <B2<B3 <B4

OTK/OHEHME KOHLIEHTpaLWK

Kannépatopa 2 n Kannbparopa 3 ot

+20

HOMWHa/IbHOI0 3Ha4YeHnA, NPOLUEHT

YnakoBKa 1 MapK1UpoBKa

®nakoHbl 3 M1 U3 MPO3PaYvYHOro
CTek/a (C 3aBMHYMBAKOLLMMUCA
KpbILWKaMn). STUKETKN U3 NIEHTbI
KneeBoi Ha 6yYMaXXHOI OCHOBE

3HaueHne KOHTponmpye-
MOro napameTpa*

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

*[laHHbIe aTTecTalun Npu COBMECTHOM Mcnonb3oBaHuM ¢ MU «MagnoLIA A®TT», cepua Ne EOCG.
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MacnopT BbldaH «27» utonsa 2022 r.

CpoK rogHocT Habopa Ao «27» aHeapsa 2024 T.

Ycnosua xpaHeHua +2...+8 °C

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonycKaeTcs TpaHCNOpTMPOBaHne Habopa npy TemnepaType
[0 +25 °C He 6onee 15 cyTOK, B TOM Yucne npu Temnepatype +37 °C He 60nee 1 cyToK

TONbKO ANna ANArHOCTUKW IN VITRO

[ns npotheccroHabHOro NpYMeHeHs

Habop cootserctByer e

TY 21.20.23-625-98539446-2022 [ "omnaxIrN,

PY Ne Ankop bno"
Alkor Bio

BbinonHun AyweHbknHa Al [MpoBepun Ka3apMB@E;\M/AnL%any"
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00O «KomnaHua Ankop bro»
r. CaHkT-IeTepbypr, YXXene3HoA0poXHbIin np., 4. 40, nut. A
TenetoH/dakc: (812) 677-87-79

MACITTIOPT Ne EO04

Habop peareHToB ans1 KanmbpoBku «Kanmbpatopbl MagnoLIA A,
no TY 21.20.23-625-98539446-2022

KaT. No 1140105 Cepua Ne E004 dopmupoBaHMe Ne 1 Konmyectso 100 wir.

o HomuHanbHoe C CootBeTcTBME
HavmeHoBarne  BHEWHIN BUA 1 3HaYeHwe, Komnnekrauus epiA KOHTPO/IMPYEMOT 0
peareHTa (hopma BbInycka ME/Mn peareHTa napameTpa
CocTtaB Habopa
Kanunépatop 1 0 5 pn. E004 COOTBETCTBYET
(no 1,0 mn)
Mpo3payHble 5 .
Kanunbpatop 2 NN MyTHblE 100 (0 0,5 M) E004 COOTBETCTBYET
XXUNAKOCTK OT 5 (’m
KanmbpaTtop 3  GecuseTHOro Ao 200 (10 0,5 mn) E004 COOTBETCTBYET
YKenToro Lpeta 5 c1bn.
Kanunbpatop 4 500 (Mo 1,0 mn) E004 COOTBETCTBYET
MMacnopT 1wr. - -
VHCTpYKUMA NO NPUMEHEHUIO 1.

MapameTpbl KOHTPOASA KavecTBa

HanmeHoBaHWe KOHTPONMPYeMoro 3HayeHVe KOHTpompye-

napameTpa Hopwma MOro napamertpa*
AHUNTUYECKUI CUTHA
Kanunbpatopa 4, OTH. CBeT, ef., He 200 000 COOTBETCTBYET
MeHee
CoOTHOLLEHNE aHAIUTUYECKNX B1<B2<B3<B4 COOTBETCTBYET

CUrHa10B KannmbpaTopos
OTKNOHEHNEe KOHLEeHTpauum
Kannépartopa 2 n Kanmbpatopa 3 ot +20 COOTBETCTBYET
HOMWHA/TbHOr0 3HaYeHNS, NPOLEHT

®nakoHbl 3 M U3 NPO3PaYHOro
cTekna (C 3aBMHYMBAIOLLMMUCS
KpbILLIKaMU). DTUKETKUN U3 NIEHTBI
K/1eeBoi Ha 6yMaXHOI 0CHOBe

YnakoBKa 1 MapK1poBKa COOTBETCTBYET

*[aHHble aTTecTauumn Npn CoOBMECTHOM Kcnonb3oBaHun ¢ MU «MagnoLIA A®T1», cepus Ne EQ04.
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MacnopT BbigaH «29» uions 2022 .

CpoK rogHocTn Habopa Ao «29» siHeapsa 2024 T.

Ycnosua xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonyckaeTca TpaHCNopTMPOBaHWe Habopa npu TeMnepaType
Ao +25 °C He 6onee 15 cyTOK, B TOM uuce npu Temnepatype +37 °C He 6onee 1 cyToK

TONbKO ANnAa ANATrHOCTUKW IN VITRO

[na npodeccnoHanbHOro NPUMeHeHUs

Hab6op cooTBeTCTBYET

TY 21.20.23-625-98539446-2022 'y | "KomnaHus
PY Ne AKop
BbinonHun AyweHbknHa Al MpoBepun Kasapueask“HrAopany
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MpoLwmnTo, NPOHYMEPOBaHO, CKPEMN/IeHO NevaTbio

)nnch
["eHepanbHbIi KTOp
000 Kop bro»

.I". MNonbiHUeB
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