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1 HASHAYEHWE

1.1. «Habop peareHTOB A1 KanmbpoBkn «Kannbpatopbl MagnoLIA MponakTuH», no TY 21.20.23-591-
98539446-2022» (manee «Kannbpatopbl MagnoLIA TponakTvH») npefHasHayeH [A1F  KaJIMOPOBKM
(ycTaHOBMEHUS pehepeHTHbIX 3HAYeHWUA) aHanm3a Mpu  KOMMYECTBEHHOM OMpeAeneHun nponakTMHa B
CbIBOPOTKE M Mna3Me KpoBW (HaTpueBas COMb remapuHa, MTUeBast COMb renapuHa, Kanvesas conb SATA
(K334 TA))" uenoBeka METOAOM XEMUTIOMUHECLLEHTHOrO UMMYHOaHa/IM3a Ha napaMarHUTHbIX MUKpoYacTuLax
C UCNO/Mb30BaHMEM aBTOMAaTMYeCcKoro aHanmnsaropa «MagnoLIA».

Hab6op «Kannépatopbl MagnoLIA IMponakTvH» NPUMEHSETCA COBMECTHO C MEANLIMHCKUMW U3AeNNAMM
(nanee MWM) «MagnoLIA TMponaktuH» n «KoHTponm MagnoLIA TponakTtuH».

1.2. KannbpoBka npu ucnonb3oBaHun MW «Kannbpatopsl MagnoLIA TponakTvH»  A0/MKHA
BbINOMHATLCA ANA KaxkKaoro kaptpupka «MagnoLIA [NMponakTuH» B CNEAYIOLWNX CydasX:

- pu 3anycke ceccum Ha aHanmsatope «MagnoLIA» c ucnonb3oBaHWeM KapTpumka «MagnoLIA
MponakTWH», KannbpoBKa KOTOPOro paHee He NMPOBOAWIACH;

- OQVH pa3 B 7 AHER Ana Kaxaoro kaptpumpka «MagnoLIA MponakTuHy»;

- Mpy 3anycke ceccun Ha aHanm3atope «MagnoLIA» ¢ ucnonb3oBaHuem KapTpuika «MagnoLIA
MponakTuH», KaiMbpoBKa KOTOPOro NpocpoyeHa (0T MOMeHTa Noc/efHel KannmbpoBKM NPOLLO 6osnee 7 AHEN);

- €C/N pe3ynbTaT aHamnsa XoTs 6bl ogHOro KoHTpons ns Habopa «KoHTponn MagnoLIA MponakTuH»"
BbIXOAMT 3a Npejenbl yCTaHOBEHHOI0 Anana3oHa.

"OKBWBANEHTHOCTb 06Pa3sLOB CbIBOPOTKM U Ma3Mbl KPOBM YeNoBeKa, COAepXKalleih aHTUKOarynsiHTbl (HaTpueBas CO/b renapuHa,
NNTWEBas COMb remapuHa, Kanuesas conb SATA (K334TA)), noaTBepxaeHa Ha 25 o6pasyax Kaxaoro BuAa aHTUKOArynsHTa ¢
pa3HbIMU KOHLEHTPaL MMM MPONaKTMHA B aHaNn3e Npyu UCMosb3oBaHUM Habopa «MagnoLIA MponakTuH».

"Habop «KoHTponn MagnoLIA TMponakTuH» npeAHasHayeH AN MOATBEPXAEHWA NPaBWUIbHOCTU KOMNWYECTBEHHOTO aHanmsa
NpPOo/SIaKTMHA B CbIBOPOTKE W nnia3me KpoBu yenoseka «MagnoLIA TponaktuH» Ha aHanu3atope «MagnoLIAx».

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA
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anubpaTtopsl MagnoLIA ITponakTuu»

1.3. OynkunonansHoe HasHayeHHe MU «MagnoLIA TlponaxTux» mpu cOBMECTHOM npuMeHeHHH ¢ MU
«Kanubparops: MagnoLIA Ilponaktun» wumu «Kontponu MagnoLIA [IponakTHH» — KONHYECTBEHHOE
onpeeeHHe KOHUEHTPalUHK PoIaKTHHA NPH AHarHOCTHKE 3aboneBaHu MOMOBLIX Kkele3 y 000X MONOB.

1.4. Ob6nacts mpuMeHeHns Habopa — KIMHAYeCKas TaGopaTopHas JHarHOCTHKA.

1.5. Habop npenHa3HadeH TOJNBKO IUIA QMArHOCTHKH in vitro, AN npo$eCCHOHANbHOrO NpPHMEHEHHUA
NEPCOHANIOM, HMEIOLIMM KBATM(UKALMIO Ul BBINOJHEHHA IUAarHOCTHYECKHX HCCNEJOBaHHN in vitro B
pe3ynbTare cneuHanbHOro obpasoBaHua M 0OydeHus. HccnenoBaHHss MOryT BBINOJNHATH CINELHAIMCTHI HE
Monoxe 18 ner ¢ BLICIDMM M CpeTHHM MEOMLIMHCKUM, OHONOrHYECKHM HIIH HHbIM 06paszoBanueM (Bpau KJUI,
6uonor, MEAHIIMHCKUA TEXHOIIOT).

HUccnenopanus npoBoiAT B KJIMHHKO-AHArHOCTHYECKMX JabopaTopusax, 06JIaCTHBIX, FOPOACKHX HIIH
paltioHHBIX, FOCYAapPCTBEHHBIX HIIH YaCTHHIX GonbHULAx H apyrux JIITY.

1.6. Ha6op «Kanu6paropst MagnoLIA [IponakTHH» He HUMeET TPOTHBOMOKA3aHU K PUMEHEHHIO.

1.7. Habop npennassayen mana obcnegoBaHus Bcex TIpyln HaceneHus 6Oe3 rpajauuu  no
JAeMorpaduueckoMy HIIH MOMYNALHOHHOMY NIPH3HAKY.

2. XAPAKTEPUCTHUKA HABOPA

2.1. llpunuun gelicrBusn

Habop «Kanubpatops:t MagnoLIA [lponaktuH» npencraBiser cobolf KOMIUIEKT M3 deThIpex
KanubpaTopos.

Kanu6poBka HaGopoB «MagnoLIA [IIponakTHH» oOcCyluecTBiseTcs MpU HcnoapsopaHun MU
«Kanubparoper MagnoLIA TlposaktuH» no AByM YCTaHOBOYHBIM H JBYM NOATBEPXKIAIOIIHM TOYKAM H
OCHOBaHa Ha METOHE KOCBEHHBIX M3MepeHHit (BOCIpOM3BOAMMAs KOMMOHEHTaMH Habopa BenHYHMHA —
KOHLIEHTpauus nponakrusa, MME/n, HenocpeacTBeHHO H3MepseMas BEHYHHA — CHIHAJI XEMHITIOMHHECUCHIIMH,
BeIpaXeHHEI B RLU?, OTHOCHTENBHBIX CBETOBBIX €IMHHIAX).

AHaJIn3 NpoBOANTCA Ha aBTOMaTHueckoM aHaiu3aTope «MagnoLIA » (npounssoautens OO0 «Komnanus
Ankop Bro», Poccus) B cooTBercTBHH ¢ HHCTpYyKIHe# k Habopy «MagnoLIA ITponaktiuy». 3HadeHHs CHIHAIOB
XEMHJIOMHHECUCHIIMH B KlOBeTax, cogepxawnx KanuOparopsl 1 H 4, HCIONB3yIOTCA B KayecTBE OMNOPHBIX
(ycTaHOBOYHBIX) TO4eK. C MOMOIIBIO JAHHBIX TOYEK MPOMCXOAMT KOPPEKTHPOBKA KaM6poBo4YHOro rpaduka,
3aKOAMPOBAHHOrO B maMATH npubopa. I[To oTKOppeKTHpOBaHHOMY KalHOpPOBOYHOMY rpaduky onpefensercs
KOHLEHTpalKsA nponakTvHa B ABYX noarsepxaatommx Kamubparopax 2 u 3. CooTHOmEHHE KORNEHTPAlHH,
onpeneneHHoi npubopoM ¥ ykasaHHO# B macnopre HaGopa, CYHT KPHTEPHEM Ui MPHHATHA pe3ylkTara
KannGpoBKM MporpaMMHBLIM obecniedenreM aHanu3aropa «MagnoLIA». Ha ocHOBe NpHHATOrO KaTHOPOBOYHOTO
rpa¢puKa pacCUMTHIBACTCA KOHIEHTpALMUs NpONaKTHHA B aHANH3HPYEeMBIX ofpa3suax H KOHTPONbHLIX
MarepHaax.

2.2. CocTraB # KOMIUTEKTauR Habopa

B cocras Habopa «KanuGparoprl MagnoLIA IIponakTHH» BXOAAT CNEAYIOLIHE KOMIIOHEHTBI:

- Kanu6poBoyHas npo6a Nel Ha OCHOBE BOAHO-COJIEBOrO pacTBOPa, HE COJiepXKallas MpoNaKTHH (ToYHoe
3Ha4YeHHe KOHIICHTPALMH NPOTaKTHHA YKa3aHO B MacnopTe M 3aKOJMPOBAHO MITPHX-KOAOM Ha Kopobke Habopa
pearentos). XXumkocTs, 0,5 mn, 1 unn 5 gpnakonos?, B 3aBucHMOCTH OT BapHaHTa ucnomHenus (cM. Tabmuuy 1)
mapkupoBaHa «Kanubparop 1»;

- kambpoBoynas npo6a Ne2 Ha ocHOBE BORHO-COJIEBOTO PacTBOpA, COAECpXKallas MPONAKTHH (TOYHOE
3HaYeHHe KOHUEHTpALMH NpoNakTHHA B auanasoHe usMepenus ot 0 no 10 000 MME/n yka3ano B nacnopte

3Relative light units.

‘TaGapuTHiie pa3mephi dnakona ([AB): 16,25mMM x 36mm; xpeimkn (IB): 16,2mMMx 12,5MM.
2
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«Kanu6patops! MagnoLIA IponakTan»

MKOAMpPOBAHO LUTPHUX-KOZOM Ha KopoGke HaGopa pearenToB). XXmaxocts, 0,25 mn, 1 wm 5 dnaxoHos’ B
3ABHCHMOCTH OT BapHaHTa HcnonHeHus (cM. Tabnuiy 1), MmapkupoBana «KamuGparop 2»;

- KaTHOpoBoYHad npoba Ne3 Ha OCHOBE BOZHO-COJIEBOTO PacTBOpa, colepkallas MPONaKTHH (TOYHOE
3HAYCHHE KOHLEHTPALHH NPOJaKTHHA B Auana3zoHe uiMepeHus ot 0 xo 10 000 MME/n ykaszaHo B nacmopre u
3aKOJMpPOBAHO IUTPUX-KOAOM Ha Kopobke HaGopa pearentoB). Xuakocts, 0,25mn, 1 unu 5 ¢nakonos? B
3aBHCHMOCTH OT BapHaHTa HCNoNHEHH (cM. Tabumuuy 1), mapkupoBana «Kanubparop 3 »;

- kaTubpoBoyHas npoba Ne4 Ha OCHOBe BOIHO-COJIEBOTO PacTBOpa, colepiallas MPONaKTHH (To4YHoe
3HaYCHHE KOHUEHTPALHH NPOJAKTHHA B AHana3oHe uimepenus ot 0 go 10 000 MME/n ykasano B macnopre u
3aKOAMPOBAHO IITPUX-KOAOM Ha kopobke HaGopa pearentoB). JCumkocts, 0,5mn, 1 umu S dnakonos® B
3aBHCHMOCTH OT BapHaHTa HcnonHeHus (cM. Tabnuny 1), mapkupoBana «Kanubparop 4».

Kaxnsi#t pnakon, conepxawuit Kanu6parops! 1 u 4, paccunrtan Ha 10 onpeneneHHit NpH NocTaHOBKE B
Aybnukarax. OTH KaTHOpoBoYHEIe NPOOLI NpeHa3HA4YEHBI 11 BOCCTaHOBIEHH MacTep-KpHBO# Ha OCHOBaHHH
HOMHMHAJIOB, MPHCBOCHHEBIX NaHHOA CepUH (JIOTY) KATHOPOBOYHBIX MPOO NPH HX aTTECTALHH.

Kaxupi#t drakon, conepxawnit KanuGpatops! 2 u 3, paccuntan Ha 10 onpeneneHnit npu nocTaHoBKe B
MOHOIIJIHKaTaX. DTH KaIHOpaTopsl NpeJHa3HAYCHBI JUIA BATHJALMH BOCCTaHOBIEHHO# MacTep-KkpHBOii.

Tabnuna 1
Bapuant HaspaHne KoMnoHeHTa
ucnlg;m;gm, BHemHuil BUJ KOMIIOHEHTa KanuGpatop 1 | KamGpatop 2 I(a.nugpa'rop Ka:mipamp
040101 | ovpsaems o becnmommoro | LT ! . ! wr. | wr.
A u (0,5 mn) (0,25 mx) (0,25 mn) (0,5 mn)
10 KEJTOro LBeTa
1040105 | xommaers o Gecumomoro | S1T 5 . S . 3 L.
(mo 0,5 M) (mo 0,25 mn) | (mo 0,25 mn) | (mo 0,5 mn)
J0 XKEJTOro LBeTa

B kxommnekT mocraBku Habopa «KamuGparopet MagnoLIA [lponakTuH» BXoasT: HaGop peareHTOB,
HHCTPYKIHSA N0 NPHMEHEHHIO, acnopr.

2.3. Texnn4ecKkHe XapaKTePHCTHKH

KanuGpartopsl, Bxopsmmue B coctaB Habopa, aTTecToBaHhI Mo MexXIyHapoaHOMY pedepeHCHOMY
npenapary WHO 83/573.

TouHoe 3HaueHHE KOHLEHTpAlUMH MPOJAKTHHA 3aKOAMPOBAHO B LUITPHX-KOJEC HA BTOPHYHOMN YIaKOBKE
peareHTa.

Komnonentnt HaGopa «KamubGpatopel MagnoLIA Ilponaktuu» He SABIAIOTCS KOHTPOJBHBIMH
MaTepHasiaMH NIPaBHILHOCTH® M HE MOTYT NIPHMEHATLCA U1 OLIEHKH NPABUIBHOCTH (3HAYEHUS AaHATHTHYECKOrO
CMEILIECHHA) pe3yIbTaTOB KIHMHHYECKHX 1a00paTOPHBIX HCCNENOBAHHMIA,

3. MEPBI IIPEJOCTOPOXHOCTH

3.1. [ToTeHunanbHelf pUCK NpHMeHeHHA HabGopa — kiacc 2a (corsacHo [lpukasy MmunKcTEpcTBa
3apaBooxpaHeHus P® Nedu ot 06.06.2012 r.).

3.2. Bce koMnoneHTH! Habopa B HCMOJIb3YeMbIX KOHLUEHTPAUHSAX ABIAIOTCA HETOKCHYHBIMH.

3.3.Ilpu paGore ¢ Habopom crnenyer cobmonars TpeGosanus I'OCT P 52905-2007 wu
CanlluH 3.3686-21.

SKOHTPO/ILHEIN MaTepuan ¢ NPHIUCAHHBIMU (METPONOTHYECKH TPOCNEKEHHBIMH), aTTECTOBaHHBIMH (MONYYEHHBIMK B pe3yibTarte
CpaBHEHHR C ITAIOHOM, KATHOPATOPOM), YCTAHOBNIEHHEIMH (Ha OCHOBE MeXJ1a60PaTOPHOrO KOHCEHCYCA C NPUMEHEHHEM pedepeHTHBIX
MCTONMK H3MEPEHHR) 3HAYEHHAMM MCCNEYEMbIX KOMMOHECHTOB, MPEAHA3HAYCHHLIA A OLEHKM NpPABHABHOCTH (3HA4YEHMA
AHATMTHYECKOTO CMELLEHHS) PE3YLTATOB KIHHHUECKHUX 1aGOPATOPHBIX HCCIEAOBAHKI COOTBETCTBYIOUIMX KOMIIOHEHTOB.
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Nannépatopbl MagnoLIA MponakTuH»

/ 3.4. [lonyckaTb K paboTe ¢ HA60POM TOJbKO CreumaibHO 06yYeHHbIA NepcoHat.
/ 3.5. Mepep Havanom paboTbl 03HAKOMUTLCA C UHCTPYKLMEN 1 NPUMEHSATL HAG0P CTPOTO MO Ha3HAYEHWHO.
I 3.6. Mpu paboTe ¢ HAGOPOM CreayeT UCNO/b30BaTh CreLmanM3MpoBaHHYH ogexxay (MeauUMHCKUIA Xanat
| WM KOMOMHE30H, LIAMNoYKy) U CpeAcTBa WHAMBMAYaNbHON 3almTbl (MacKy, 3alMTHbIE OYKM, OAHOPA30Bble
| pe3nHoBbIe NNW NIACTUKOBbIE NEpYaTKY, paspeLleHHble K MPUMEHEHNIO Ha TeppuTopun P®), T.K. MPOU3BOAHbIE
| KpoBKM, BXOAALLME B COCTaB Habopa, U uccrefyemble 06pasLibl ABAAIOTCA MOTEHLUMAIBHO UHPULMPOBAHHBIM
Y martepuanom, CrnocobHbTM A/IMTeNbHOE BPeMsi COXPaHsATb M nepefaBaTb BO3OyAUTENel pasinNyHbIX BUPYCHBLIX
W MHDEKUWA.
| 3.7. BHMMaHue! B cocTtaB KOMMOHEHTOB Habopa BXOAAT COMsfHas Kncnota B KoHueHTpaummn 0,05 % wn
' KOHCepBaHT B KOHLUeHTpauuu MeHee 0,05 %, 4To fBngeTcA 6e30MnacHbIM 4/19 YenoBeka. [pu ncnosb308aHUN Mo
Ha3HaYeHo 1 COOMOAEHUN Mep NPeAOCTOPOXHOCTY KOHTaKT C OpraHvM3MOM 4esioBeKa MCK/IoYeH. [Mpu
aBapuiHbIX CUTYaUMAX BO3MOXHO pasfpaXkeHne KOXXW ¥ CIM3UCTOM 060/104KN rna3y 4yBCTBUTE/bHbLIX inL,. Mpn
KOHTaKTe NPOMbITb MOPaXXeHHOE MECTO BOAOM M 06paTUTLCA 3a MEAWNLMHCKOW NOMOLLHO.

3.8. Xvimmnyeckas nocyga v 060pyaoBaHue, KOTopble UCNO/b3yTCA B paboTe ¢ HAbopoM, LO/MKHbI 6bITb
COOTBETCTBYHOLLMM 06pa30M MapKMPOBaHbl U XPaHUTLCA OTAEMbHO.

3.9. Ana o6paboTkn nocyfAbl U 060pyLOBaHNA PEKOMEHAYETCA WCMO0/b30BaTh [e3nHpUUMpPYOLLmMe
CpeAcTBa, M3roTOB/EHHbIE HA OCHOBE TPETUYHbIX aMUHOB, YETBEPTUYHBLIX aMMOHUEBLIX coefuHeHunid (HAC) nm
CMMPTOB W pa3peLleHHble K MPYMEHEHNIO Ha TeppuTopun P®. Vcnonb3oBaHne fesvHpOULMPYIOLLMX CPEACTB Ha
OCHOBE aKTWMBHOIO KWUC/IOPOZa W X/1I0pa BO3MOXHO /IMLLb Ha NPeAcTepunn3aLMoHHOM 3Tarne C Mnoc/efytoLLeit
TEPMUYECKON CTepunm3aLmen.

3.10. 3anpeLlaeTca NpyMem NULLK, UCNOML30BaHNE KOCMETUYECKUX CPELCTB U KypPeHue B MOMELLEHUSX,
npeAHa3HayYeHHbIX 415 paboTbl C HAGOPOM.

3.11. Y6upatb ¥ [e3nHDUUMPOBATb PasnTble 06paslbl MM KOMMOHEHTbI Habopa, WCNOMb3ys
Ae3VHQULMPYHOLLME CpeacTBa B COOTBETCTBUM MY 287-113.

3.12. Ypanatb Heucnosib30BaHHble peakTuBbl Habopa B COOTBETCTBUM C TpebosaHuamu CaHlMuH
2.1.3684- 21.

3.13. Tlocne wucnonb3oBaHWA BCe KOMMOHEHTbI Habopa, 00pasiubl, KOHTPO/ibHblE MaTepuasibl,
pacxofHble MaTepuasbl U Apyrve peareHTbl, KOTOpble KOHTAKTUPOBasM ¢ 0bpasuamu BO Bpems 06paboTku,
XpaHeHUs WM aHanusa (B TOM 4uCnie: MepyaTky, HAKOHEYHUKU W T.4.) AO/DKHbI COBMPATbCA OTAENbHO U
CTEpU/IN30BaTbCA B aBTOK/aBe C MOCNeAYHOLLen yTunmsaumein B cooTBeTCTBUM C TpeboBaHusmu CaHlMuH
2.1.3684- 21. BMecTo aBTOK/1aBMPOBaHWSA OTXO0/bl MOTYT ObITb CTEPUN30BaHbI Ae3NHPULMPYIOLWMM CPELCTBOM,
rnocrne yTUiInM3MpoBaHbl B COOTBETCTBUK C TpeboBaHuaMM CaHlMnH 2.1.3684-21.

3.14. He ucnonb3oBarb HAGOpP MO UCTEYEHWUM CPOKa FOAHOCTW.

4. OBOPYAOBAHVWE W MATEPUAJIbl, HEOBXOAMWMBIE ANA TPOBEAEH
AHANN3A

- «AHa/IM3aTOP  aBTOMATUYECKUIA  UMMYHOXUMWYECKUA  XEMUIIOMUHECLEHTHbIN  «MagnoblA» ¢
npuHagnexxHoctamu no CHAB 421457.002 TY («MagnoLIlA») (npoussogutens OO0 «KomnaHua Ankop buox,
Poccus, PY XoP3H 2019/9282);

- «Habop peareHTOB A1 KO/IMYECTBEHHOI0 UMMYHOXEMU/TIOMUHECLLEHTHOIO OMpeAeneHns nponakTuHa
«MagnoLIA TMponaktuH», no TY 21.20.23-590-98539446-2022» (npounssogutens OO0 «KomnaHua AnKop
Buox», Poccus, kat. Ne 1040001,1040002);

- «Habop peareHTOB [ KOHTPONs KayecTBa aHanm3a «KoHTponu MagnoLIA MponaktuH», no TY
21.20.23-592-98539446-2022» (npoussogutens OO0 «KomnaHus Ankop buo», Poccus, kat. Ne 1040201,
1040205,1040210);

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



«Kamn6paropst MagnoLIA Ilponaktun»

- Bonno-coneso#t pacTBOp U181 NpOMBIBKM peakUMOHHBIX KioBeT MagnoLIA «Bydep Wln
(mpoussoanTens OO0 «Komnauus Ankop Buo», Poccus, kar. Ne0000405);

- OtnenpHble XanaT, manodka, o6yBb H OJHOpPAa3OBhIE MEPYATKH, pa3spelleHHbIE K NPHMEHEHHIO Ha
TeppuTopuu PO (mnm cootserctytomme 'OCT P 52239-2004).

S. IMPOBEJAEHME NNPOLIEAYPHI KAJIUBPOBKHN

OnucanHas B AaHHON MHCTPYKUMHM HHGOPMALMA CONCPXHT JHIIL OOLIME CBENEHHS O MOpAIKe
NpOBEJCHHA Mpoueaypbl kKanuOpoBKkH Ha aHanu3atope «MagnoLIAy». [ng nonyyenus aeranbHol HHGOpMaLHH
nepea Ha4anoM paboThl 03HAKOMBTECH C PYKOBOJACTBOM IO 3KCIUTyaTallMH aHanu3aTopa «MagnoLIA».

S.1. IToaroToBka peareHTos

S.1.1. BkmounTh aBTOMaTH4eCKHi aHamM3aTop «MagnoLIA» cornacHo pykoBOACTBY 1O 3KCILTyaTaLlHH.

5.1.2. KanubpaTopsl roTOBBI K HCIIOJIB30BaHMIO.

®nakoHs! ¢ KanmHbpaTopaMu HEO6XOAUMO BELIEPXKATh IIPH KOMHATHOI TeMnepaType He MeHee 30 MUHYT
J0 Hayajla aHAIHTUYECKOH CecCHH.

5.1.3. [lepememats coaepxxuMoe ¢1akoHOB, H3beras neHoo6pazoBaHua. OTKPBITH (pIaKOHBI U NOJNIOXKHUTH
KPbILUKH NTepeBEPHYTLIMH Ha CYXY1O TOBEPXHOCTb.

5.1.4. Ha6bop «Kanu6patops: MagnoLIA TlponakTiuH» pa3MeCTHTh B IUTaTHBAX, MPeJHa3HAYEHHbIX VIS
KanubpaTropoB U KOHTpONEH.

S.1.5. I[epen 3arpy3koii peareHTOB, HeOOXOANMBIX JUIA MPOBEACHHA aHAJIN3a, B COOTBETCTBYIOIIME OJIOKH
aHaJIM3aToOpa NPOBEPHTH BCE paCTBOPhI Ha OTCYTCTBHE NMy3bIPHKOB BO3AYXa. Y AATHTH MYy3LIPbKH A0 NPOBEACHHA
aHanu3a JIErKuM NOKayYnBaHWEM, He Jonmyckas neHoobpa3oBaHus.

5.1.6. Tlepen 3arpyskoit kaprpumka «MagnoLIA Ilponaktuu» B 6J0k peareHTOB Heob6xoaumo
NpeABapHTENBHO YOEAUThCA, YTO NAapaMarHWTHblE MMKPOYACTHLBI HAXOMATCA B pecyCneHAHPOBaHHOM
COCTOSIHHH, a caMa CyclieH3ua roMorenHa. Ecin MukpodacTHun Re pecycnenmpytores, HE UICTIOJIb3YHATE
HABOP u ofparurech Kk MEeCTHOMY NpeACTaBHTEMO npousBoautens. J[ns nomydenus Gonee noapoSHo#t
HHopMauuu obpaTHTech K MHCTPYKLMH 1O NpuMeHeHHI0 Habopa «MagnoLIA IIponakTus».

5.1.7. 3arpy3uTh NOArOTOB/IEHHBIE PEareHThl H MPHHALIEKHOCTH Ha GopT aHann3aTopa «MagnoLIA»
COIJIaCHO PYKOBOJCTBY IO 3KCIUTYaTaLlUH.

5.1.8. 3arpy3uTs naHHBIE O peareHTax B MaMAThL aBTOMaTH4ecKoro aHanu3atopa «MagnoLIA» cornacHo
PYKOBOJCTBY IO IKCILTYaTalLlMH.

5.2. Kaaubposka

Ananuzarop «MagnoLIA» MoxeT ocymecTBiIATh KaTHOpOBKY B OTIACABHO BBIACTICHHOW CECCHH HIIH
OQHOBPEMEHHO ¢ 00pa3iiaMH B paMKaX ORHOM aHanuTHYeckoi ceccuu. [Ipouenypa kaTHOpoBKH BBINONHAETCS
npexae MoObIX Ha3HAYeHHbIX TECTOB HE3ABHCHMO OT MOMEHTa pa3MellieHHs Habopa kanubparopos Ha 6opry.

BHUMAHME!

KoMnoHnentsl HabGopa «Kanu6paropel MagnoLIA TlponakTuH» He ROMKHBI HaXOMMTBCA Ha 6opry
npuGopa Gonee 3 uyacoB, CYMMapHO B J€CATH CECCHAX, HEOOXOAHMMO YYHTHIBaTh 3TO NpPH BBINOJHEHHH
npoueayps! KATHOPOBKM OAHOBPEMEHHO ¢ o6pa3iiaMu B paMKax OJHOH aHaTMTHYecKOH ceccuH. PekomeHnyercs
BLIFPYXaTh LITaTHBH C KanuOpaTopaMH MO HCTEYEHHH MHHHMAIBHOTO BPEMEHH C MOMEHTA 3aBEpIICHMs
pacKanbIBaHHs COAEPXKUMOro BceX (IakOHOB KanmHOpaTopoB H KOHTpOJIEH.

A npedomspawienun ucnapenus 3cuoKocmu cpasy nocne uUcnonb3o6aHu’ Gaaxkonsl Heobxooumo
3aKpbIMb KPHIUKAMU 68 COOMEemcmsuu ¢ UX MapKuUpoSKoud, noMecmums & YRAKOGKY npeonpusmus-
U320MOGUMENR 6 6EPMUKANLHOM NONONCEHUU U obecnevumb xpaHernue npu memnepamype om + 2 0o + 8 °C
6 XONOOUNBHGIX KaMepax UAU 6 XONOOUNbHUKAX, O00ecnedusaiouiux pe2namenmuposantslii
memnepamypHuiii peNCcUM.
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5.2.1. MNpwn ycTaHOBKe Ha 6OPT aHanm3aTopa, A4/ KakAoW HOBOM cepum (nota) Habopa «Kanmbpartopsbl
AMagnoLIA TponakTuH» HeobX0AMMO MPOBECTM MPOLEAYPY pernctpaummn KamopoBovHoro Habopa.

[ns atoro nepeiignte B MeHio KAJTMIBPOBKA.

B HMXHER YacTy aKkpaHa HaxxmuTe KHonky PEFMCTPALMA HABOPOB.

B OTKpbIBLUEMCSA OKHE 3amn0/IHUTE JaHHbIe NyTeM CUMTbIBAHWS ABYMEPHOrO LUTPUX-KOAA CO BTOPUYHOM
yNakoBKW (KOPOOKW) nsgenus, nmbo BeeanTe LGB! LTPUX-KOAA BPYUHYHO.

[ns coxpaHeHWs AaHHbIX O Habope, Haxmute KHOMKYy NMPUMEHWTL (B cnyyae Heob6XxoaumocTu
NPOAO/MKUTL paboTy B ;JaHHOM OKHe) unn KHorKy FTOTOBO (/151 COXpaHeHMs laHHbIX W 3aKPbITUA OKHA).

Mpn Heo6XoAMMOCTW, BO3MOXHO BHECEHME [aHHbIX O HECKO/IbKMX Ccepusix (notax) Habopa
«Kannéparopbl Ma£noblA MMponakTnH».

5.2.2. 3arpysnTe WwTaTuB C HabopOM KanmbpaTopoB Ha 6OPT aHa/nM3aTopa, CUMTAWTE LUTPUX-KOAbl C
(hNaKOHOB 3arpPy>KeHHOr 0 LTaTMBa nyTeM Haxxatus kHonkn CHUTATD LUTPUX-KOAbI nan naeHtudmnkaymeni
(h1aKOHOB BPYUHYHO.

5.2.3. BHecute KaMbpoBKY B CMMCOK 3ada4y, KOTOpble [O/DKHbI OblTb BbTO/IHEHbI B [aHHON
aHa/IMTUYECKOW Ceccum.

[ns atoro nepelignte B MeHto OBPA3LLbI.

B neBoi1 yacTu akpaHa BbibepuTe K nky AOBABATb KAJTIMBEPOBKY.

B neBom BepXHEM YTy OTKPbIBLLErOCsi OKHa Oy AeT 0TOOPaXKeH CMNCOK TECTOB, 15 KOTOPbIX MOXET 6bITb
BbINO/IHEHA Ka/IMOpoBKa. BbibepuTe 13 NpefioXeHHOro Cnmcka Heo6XoaMMbINA TECT.

B npaBom BepxHeM yrny OyayT nokasaHbl rOTOBble K 3amycKy cepum (n0Tbl) Habopa «Kannbpatopsbl
MagnoLIA TMponakTuH». V3 npeAcTaBNeHHOro crnvcka BblbepuTe Heobxoaumyro ceputo (n0T) (HECKOMbKO
roToBbIX Cepuin (N0TOB) OyAeT OTO6GpaxaTbCs B AaHHOM CMMCKe, ecnv Ha 60pT npubopa ObIN0 3arpy>XeHo
HECKO/NbKO Cepuin (N0TOB) KaMOPOBOYHbIX HAOOPOB ANS OAHOrO TECTa).

[ns pobaBneHnsi BbIOPaHHON KanmMbpOBKM K CMKUCKY 3afavy Haxmute KHonky JOBABWTL (B cnyuae
Heo6X0AMMOCTM NPOLO/MKUTL PaboTy B AaHHOM OKHe) uam KHorky FTOTOBO (ans coxpaHeHus [aHHbIX W
3aKpbITUS OKHA).

5.2.4. 3anycTuTe aHa/IMTUYECKYHD CEeCCMI0 aBTOMaTuMyeckoro aHanmsatopa «MagnoLlA» cornacHo
PYKOBOZCTBY MO 3KCr/yaTauuu.

5.2.5. Mporpamma npubopa No3BOMSET aBTOMATUYECKM BbINOMHUTL BCE CTaAMWM aHaim3a Anas Habopa
«MagnoLIA TMNponakTvH» 6e3 BMeLLaTeIbCTBa M0/b30BaTe .

5.3. Pe3ynbTaThl

M0 OKOHYaHMW aHaNNTMYECKOW ceccumn nepeinamTe B MeH0 KAJTMBEPOBKA.

B neBoii YacTn akpaHa Bbl6epuTe HEOOXOAMMBIV TECT U3 MPEANIOKEHHOIO CMMCKA.

3aTem B BepXHeli NPaBOi YacTn 3KpaHa BbIGEpPUTE HEOOXOAMMYHO Ceputo (N10T) KaIMBPOBOYHOIO Habopa
[NA [AHHOT O TecTa.

Hwxe 6yaeT oTobpaxeHa MHhopMaLms 0 BbIopaHHOM KanmbpoBKe:

- Ne no nopsaaky;

- BA/IMAHOCTb BbIGPaHHOW KaIM6pOBKU;

- aTa npoBefeHus aHaIn3a,;

- 3HaYeHMe aHaIMTUYECKOro curHana ans Kanuépartopa 1,

- 3HaYeHVe aHaJIMTUYECKOro curHana ans Kanmoéparopa 4.

Ons nonyyeHns 6onee noAapobHOM WHGOPMaLMA O BbIGPAHHON KanMOpPOBKE, HAXMUTE KHOMKY
KATMBPOBOYHAA KPVBAS.

B 0oTKpbIBLLEMCA OKHe OyeT 0TObpaXkeHa pacLUMpeHHas MHPOpMaLmMs O KaIMOPOBKE:

- coo6LeHne 06 ycnewHOM 3aBepLUeHNN KaIMOPOBKMY;

- [jaTa KasiMbpoBKu;
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- CPOK FOA4HOCTMN KannbpoBKY;

- MH(hopmaums 0 KaimbpoBoyHOM Habope (TecT, cepus (noT), Homep Habopa (N2), CpOK rofHoCTU
Habopa);

- 3HaYEHME aHANNTNYECKOro curHana ana Kannbpatopa 1;

- 3HaYeHMe aHANNTNYECKOr O CurHana ans Kanuépatopa 4;

- 3HaYeHMe KOHLeHTpaumn ans Kannépartopa 2;

- 3HaYeHVe KOHUeHTpauun ans Kanvbépartopa 3.

- rpagnK C HaHeCEHHbIMW KaIMBPOBOYHBLIMM KpMBbIMUA. CUHUM NYHKTUPOM 0603Ha4aeTcs pedepeHcHas
Ka/IMbpoBOYHast KpuBasi, 3aKOAMPOBaHHas B MamsT Mpubopa; 3e/eHON CM/IOWHOM NIMHMEA - MOCTPOEHHas
KanMbpoBOYHas KpuBasi, TOUKM Ha KOTOPOM COOTBETCTBYHOT KOHLEHTpauuu nponaktuHa B Kanmbpartope 2
n Kannéparope 3.

6. TPAHCINMOPTUPOBAHWE N XPAHEHWE

6.1. TpaHcnopTMpoBaH/We HabopoB crefyeT MPOU3BOAUTL BCEMM BMAAMM KPbITOro TpaHcrnopta npu
Temneparype ot + 2 go + 8 °C.

6.2. TpaHCnopTMpOBaHWE M3A4eNNiA Npu Temnepatype OT + 2 Ao + 8 °C A0/MKHO NPOM3BOAMTLCA B
eMKOCTAX WM NpU  NOMOLM  XONOAUNbHbLIX  YCTAHOBOK, 0O6€CreyvBatoLLMX  PerfaMeHTUPOBaHHbIN
TeMnepaTypHbIA PeXnMm.

6.3. JonyckaeTcsi TpaHCMopPTMpPOBaHne HabopoBs Npu Temnepatype Ao + 25 °C He 60nee 15 CyTOK, B TOM
ymcne npu Temneparype +37 RC He 6onee 1cyToK.

6.4. Habopbl, TpaHCMNOPTMPOBaHHble C HapyLleHWeM TeMnepaTypHOro pexumMa, MPUMEHEHUIO He
MOL/1eXaT.

6.5. Cpok rogHocTv HabopoBs - 12 MecsALeB OT AaTbl NPOM3BOACTBA.

6.6. XpaHeHne HabOpPOB [O/DKHO MPOBOAMTLCS B YMNaKoOBKe MNPeAnpuUATUS-U3roTOBUTENS  Npu
Temneparype oT + 2 4o + 8 °C B TeUeHe BCEro CPoKa rofiHOCT B XONOAN/bHbLIX KaMepax Uan B XON0AUNbHUKAX,
06ecneymBaroLLMX pernamMeHTUPOBaHHbINA TeMNepPaTypPHbIA PEXXUM.

6.7. Habopbl C NCTEKLLUMM CPOKOM FOAHOCTU NPUMEHEHUIO He MOA/1eXar.

6.8. Mpn [OpO6GHOM MCMOMb30BAHUM KOMMOHEHTbI Habopa XpaHATCA B YNakoBKe NpeanpusTus-
N3roTOBMTENS B BEPTUKa/IbHOM NMONOXEHUN Npu Temnepartype oT + 2 Ao + 8 °C B X0/104U/bHbIX Kamepax unun B
XONOAWIMbHINKAX, 06eCneynBatoLwmX perfameHTUPOBaHHbI TEMMNEPaTYPHbINA PEXUM, B TedeHue 1 Mecsua co AHA
BCKPbITWS NMEPBUYHON YNakoBKW. KOMMOHEHTbI He AO/MKHbI HaXoAWUTbCA Ha 60pTy npubopa 6onee 3 4acos,
CYMMapHO B flecATu ceccusX. locne ncrnosib3oBaHUsA (hiakoHbl HE0OX0AUMO HEMELJIEHHO 3aKPbITb KPbMNKamu v
06ecrneyunTb pernameHTUPOBaHHbIN PEXMUM XpaHeHUs.

7. TAPAHTUWNHBIE OBA3ATE/ILCTBA
["apaHTUIAHBIA CPOK rOAHOCTW Habopa 12 MecsueB OT AaTbl Npou3BoacTea. Habop npegHasHayveH ans
O[JHOKPATHOr0 NPMMEHEHUS 1 He MOANEXMUT PEMOHTY 1 0BCNYXXNBAHUIO.

8. BE3OMACHAA YTUNIN3ALNA
Mpy uncnonb3oBaHWM Habopa 06pasykoTcsa O0TXoAbl KraccoB A u b, KoTopble yTUAU3MPYHOTCA
B cooTBeTCTBMM € CaHlMnH 2.1.3684-21 n MY 287-113 (Tabnuua 2).
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Tabnvua 2
t OTxofbl Knacc
oracHocTu
BTopuyHas (rpynnosas)
yaKoBKa Kopo6ka 13 MOHOKapTOHa OTXoas!
JKcnnyaTalMoHHas VHCTpYyKUMA NO NPUMEHEHUIO Knacca A
JOKYMeHTaLus Macnopt
Bce KOMMOHeHTLI Habopa, KOHTPO/bHbIE MaTepuaribl,
pacxofHble MaTepuasibl N peareHTbl, KOTOpble
[pyrve KOMNOHEHTHI
KOHTaKTUpOoBa/In ¢ 0bpasLamm BO Bpems 06paboTku, OTxomp
XpaHeHMs U1 aHannsa K1acea B
NepBunYyHaa ynakoska ®nakoHbl, COAepXKaBLLME pacTBOPbI KasMbpaTopos
He ncnonb3oBaHHbIE
KOMMOHEHTbI C CTEKLLIMM ®nakoHbI, COAepXKaLlye pacTBOPbI KasmbpaTopos

CPOKOM FOJJHOCTY

9. MHPOPMALWA O NMPOMN3BOANTENE
Mo Bonpocam KayectBa MW «Habop peareHTOB Ans KanmbpoBku «Kannbpatopbl MagnoLIA

MponaktuH», no TY 21.20.23-591-98539446-2022» o6patiatecs B OO0 «KomnaHus Ankop bro» no agpecy:
192148, r. CaHkT-IMeTepbypr, >XenesHoAopoXHbIA npocnekT, 4. 40, nuT. A, Ten/akc: 8(812) 677-8779,
TenegoH «ropsyeit NuHUM»: 8-800-234-37-79.

10. CMMBOJbIl, NCMONBb3YEMBbBIE HA STUKETKAX
MeauumHcKoe usaenve ans V CoaepXm1MOro 10CTaTo4HoO ANs

VD ANarHOCTUKMN in Vitro npoBefeHNsA M TeCTOB
REF Homep no Katanory n OCTOPOXHO!
Kog, napTvv (Homep cepun) cnonb3oBathb [0
Md 3rotoBuTenb ¢ Npenen TemnepaTypbl
[arta n3rotoeneHus Bronornyeckuii puck
|:B O6paTnTeCch K MHCTPYKLMK MO
NPUMEHEHWNIO

MHCTpyKums pa3paboTaHa B coOTBETCTBMM ¢ TY 21.20.23-591-98539446-2022.
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