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1. HA3ZHAYEHHE

1.1. «HaGop peareHToB ANIA KOMHYECTBEHHOTO HMMYHOXEMUITIOMBHECUEHTHOTO ONpeAeNeHNA
rnoGynuna, ceasmBaromero nonopsle ropmoHnl I'CIII «MagnoLIA T'CIII», no TY 21.20.23-661-
98539446-2023» (nanee «MagnoLIA I'CIII'») mpepHasHaueH ANA KOJMYECTBEHHOIO ONpEACNCHUA
rmobynuna, caspiBatomero nonosbie ropMoan I'CIIT (ganee I'CIIIY) B chiBOpoTKe H miasMe KPOBH
(MMTHeBaA CONb remapHHA, HATPHEBAS CONb IEMAapHHA) YeNOBEKA METOAOM XEMWTOMHHECLEHTHOTO
HMMYHOGHAJIM3a Ha MapaMarHATHRIX MHKPOYACTHIIAX ¢ HCIIONMb30BaHHEM aBTOMATHYECKOIO aHaM3aTopa
«MagnoLIA».

HaGop «MagnoLIA T'CII'» npeaHa’HayeH A MCMOMB30BAHHA COBMECTHO ¢ MENUIIMHCKHM
u3genuneM (panee M) «Kamu6paropst MagnoLIA T'CIII» n/unu «Konrponn MagnoLIA I'CIIT».

1.2, TI'CIII' - nuMepHBI MIMKOMPOTEHH, CHHTE3HPYCMBIi B MEUCHH, €ro MONCKYJIApHAd Macca
paphupyer or 80 mo 100 k[la B 3aBHCHMOCTH OT CTENEHH IIMKO3WIHPOBaHHA, 3TOT GeNOK CBA3ILIBACT
NIONIOBBIE CTEPOHAHBIE TOpPMOHLL. PpakuMsA NMOJOBONO CTCPOHAHOrO NOPMOHa, KOTOpas He CBA3AHA C
['CIII" (Taxk Ha3kBaeMEIH GHOJOCTYIHEIN rOPMOH), MOXET BEIIO/HATL CBOIO PETYNATOPHYIO GYHKUHIO B
KNETKaxX-MUIICHAX. BHOROCTYNHBIMHE SBIAIOTCA H TE CTEPOM/B!, KOTOPbIC CBA3AHH ¢ aIbGYMHHOM, TaK
KaKk cnaas cBs3p ¢ ATEOYMMHOM HE MOpenATcTBYeT AHGdY3HH ropmMoHa B KICTKH-MHUINCHH.
Maxkcumansiyio apduntocts [CIII" npossnser k anAporeHaM, MEHBIIYI0 — K 3cTporenaM. Ilonosmie
ctepouasl BnusioT Ha cuHTe3 I'CIIN: acTporenst o6nagator cTuMyaupyiomyM 3hp¢exTom, a aHAPOreHE!
— uarubupyromum. Y 3x0possIx monei coaepxanue I'CIIT 8 KpoBH BapbHpYeT B INHPOKHX Mpeaenax. ¥
aenuud 3HaueHus I'CIII B cpeaneM Brmme, deM y MyxouH, Yposens I'CIII nossimraerca mpu
THOEPTHPOHIH3ME, THICPICTPOreHHH (OepeMEHHOCTb, NpPHEM ICTPOTEHOB B COCTABE OpPANbHBIX
KOHTPALENTHBOB H T. M., WHPPO3 NEUeHH, JIOTEHHOBad (pa3a uKna). Y B3pOCHLIX MYXXUHH ¢ BO3PacTOM
3a cuer nosuimeHns KonueHTpaumH ['CIIIT xommdecTso GHONOCTYIHOIO TECTOCTEPOHA NOCTENECHHO

' DKBHBANCHTHOCTL OOPA3NOB CHLIBOPOTKM M IUIA3MLI KPOBHM MeJIOBEKa, conepxaulell aHTHKOATYIAHTH (AHTHCBAas CoONb
renapuHa, HaTpueBan CONb remapHHa), MOATBEpXAcHa Ha 25 ofpasuax xaXaoro BHAR AHTHKOATYNAHTA ¢ PASHBIMM
konuenTpaupsmy I'CTIT 8 avanuze npn ucnonsaosanun Habopa «MagnoLIA T'CII™».

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



«MagnoLIA I'CIII'»

yMeHbluaercs. Y xeHWHH noHuwxenne yposHsa ['CIIT koppenupyer ¢ HalMuHeM runepaHIpOreHHbIX
COCTOAHHI (CHHIAPOM IOJHKHCTO3HBIX AHMYHHKOB, BPOXKACHHAs AHCOYHKUHMS KOpbl HaANOYEYHHKOB,
rupcyTH3M). YMepeHHoe cHuxeHue ypoBHs I'CIII" HabnionaeTcs Takxke NpH HIOTHPOHAN3ME, 6ONe3HH
Kymusra, runepnponakTHHEMHH, aKpOMEralnH, rocie TepanuH aHApPOTreHaMH (HJIH NpOreCTHHaMH,
OKa3bIBAIOIUMMU aHIAPOTEeHHBIH 3 dexT).

1.3. ®ynxkuuonanpHoe HasHaueHue MU «MagnoLIA I'CIII'» npu coBMECTHOM NPHMEHEHHH C
MH «Kanubpatopsr MagnoLIA I'CIII'» u/unu «Koutponmu MagnoLIA I'CIII'» — kxonuyecTBeHHOE
onpeaeneHue konueHtpauuu ['CIIT B chlBopoTke M mnua3Me KpPOBH 4eJIOBEKAa NpPH AHArHOCTHKE
NaToJIOrHii, XapaKTEPH3YIOMHXCA H3ORITOUYHBIM HIIH HEAOCTAaTOYHBIM MPOM3BOACTBOM aHAPOTEHOB.

1.4.  O6nacte npuMeHeHHs Habopa — KNHHHYecKas TabopaTopHas IHarHOCTHKa.

1.5S. Habop npenHasHayeH TONBKO IUIA RMArHOCTHKH in vitro, 1A NPOodEeCCHOHAIBHOrO
NPHMEHEHHS TEPCOHAIOM, HMEIOIMM KBAIM(HUKALMIO I8  BLIIOJHEHHS JAHArHOCTHYECKHX
HCCIIENOBaHMH in Vifro B pesyJbTaTe CNEMHATbHOrO oGpasoBanHHs M 06yueHus. MccrenoBanHs MOryT
BBINOJIHATD CNIELHATHCTBI HE MOJIOXKe 18 JIeT ¢ BHICIUNM U CPEAHNUM MEAHLIMHCKUM, OGHONIOTHYECKHM HITH
HHBIM o6pa3zoBanueM (Bpayu KJIJI, 6uonor, MeAMLIMHCKHI TEXHOIOT).

HUccnenoBanus npoBoasAT B KJIMHHKO-IHAarHOCTHYECKUX abopaTopHsaxX, 06JIaCTHBIX, FOPOJCKHX
MM paliOHHBIX, FOCYAAPCTBEHHBIX HJIM YacTHBIX 6onbHULax U apyrux JIITY.

1.6. Ha6op «MagnoLIA I'CIII'» He uMeeT npoTHBONOKa3aHH# K MPUMEHEHHIO.

1.7. Habop «MagnoLIA I'CIII'» npeaHa3zHaueH s o6crneoBaHUs BCEX IPyNN HacENCHHA
moboro Bo3pacTta 6e3 rpagauuy no aeMorpapuyeckoMy HiIH NONyISUHOHHOMY MPH3HAKY.

2. XAPAKTEPUCTUKA HABOPA

2.1. ITpuuumn peticreus

2.1.1. Ananus

B Habope «MagnoLIA TICIIl'» wucnons3oBaH OBYXCTaAMAHBIA  «CIHABHY»-BapHAHT
TBepA0(da3HOro HMMMYHOXEMHIIOMHHECUEHTHOrO aHanu3a. Jlng peajusallMH 3TOro BapHaHTa
HCMOJB30BaHBI 2 MOHOKJIOHAIBHBIX aHTHTeNa, cneunduunsix k ['CII. OmHo #3 HHX HMMOOHIIH30BaHO
Ha TBepaoii ¢asze (MOBEPXHOCTh MapaMarHUTHBIX MHKPOYAcTHL), BTOPOE KOHBIOTHPOBAHO C
aKpHIMHOBOM MeTKo#. Bo BpeMs nepBoit HHKyOauuu npucyTcTBytowuii B uccnexyemoM obpasue I'CITT
cneunpHUYeCKH CBSA3bIBACTCA C aHTHTENIaMH, HaxoAsAlMMMCA Ha TBepaoi ¢ase. Bo Bpems BTOpO#H
uHkyGaunn konbiorar aHTH-I'CIII ¢ akpuauHOBOH MeTKOH B3aMMOJCHCTBYET C KOMILIEKCOM,
00pa3zoBaBLIMMCSH Ha NEPBO# CTaAMH.

AHanH3 NPOBOAMTCS HA aBTOMaTH4eckoM aHaim3arope «MagnoLIA» (iupoussomurens OOO
«Komnanus Askop buo», Poccus). Kommonentsi Habopa «MagnoLIA I'CII'» (napaMarnuTHele
MHKpoYacTULbl, koHbloraT aHTH-I'CII[ ¢ akpuauHOBOH MeTkoil), KarHOpaTopel M/HAM KOHTPOIH H
uccneayemble oOpa3iibl CHIBOPOTKH WIIH TJ1a3Mbl KPOBH Y€EJIOBEKA JO3HPYIOTCS B PEaKIIMOHHBIE KIOBETBI
npubopa. [Tocne nHkyGauuu KioBEThl IOMELIAIOTCA B MArHHTHOE M0JI€ Ui IPOMBIBKM MHKPOYaCTHL U
yIaleHHsi KOMIIOHEHTOB DEaKLMOHHON Cpefbl, He CBA3aBIUMXCA ¢ TBepaoi dasoit («bypep Wln,
npoussoautenb OO0 «Komnauus Anxop buo», Poccus). Ilo okonuannu aHanu3sa, nocjie nNpoMbIBKH,
KIOBETa nepemelaercs B 60K CYMTHIBAHMS, U B Hee aBTOMaTH4eckH Ao3upyrorcs «IIperpurrep» u
«Tpurrep» (npoussoautenis OO0 «Komnanus Asnkop Buo», Poccus). Ilpu okHCIeHHH METKH MOA
JCHCTBHEM TPHITEPOB MNPOUCXOAHT H3NyuyeHHe (OTOHOB, KOTOpoe (PHUKCHPYETCS BCTPOCHHBIM
XEMUTIOMHHOMETpOM. HTEHCHBHOCTL CHrHaia, M3MEpEHHasds B OTHOCHTENBHBIX CBETOBBIX €IHHHLAX
(relative light units, RLU), npsamo nponopuuoHansta koxuentpauud I'CIII.

AHaJIH3aTOp CaMOCTOSATENBHO BBIMOJHACT CCAYIOLIHE ACHCTBHS:

® BHOCHT B PEaKIIHOHHYIO KIOBETY CYCNEH3HIO [TapaMarHMTHBIX MHKPOUYaCTHLL;

® BHOCHT B HHKY6aLMOHHYIO cpeay 25 MK o6pa3ua/kanubpaTtopa/KOHTPONS,

~
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® MHKYOMpYET 3alO/IHEHHYIO peaKLMOHHYIO KioBeTy B TeueHwe 10 munyr npu +37°C ¢
NEPHOAUYECKHM NepeMEIINBaHHEM; :

® [IPOMBIBAET NPOMBIBOYHBIM PAaCTBOPOM PEAKLMOHHYIO KIOBETY M CYCNEH3HIO NMapaMarHUTHbIX
MHKpPOYaCTHLL;

© BHOCHT B PEaKLIHOHHYIO KIOBETY KOHBIOraT C aKpHAHHOBOM METKOIA;

® HHKYOHpYET 3anojIHEHHYIO pEaKLHOHHYIO KIOoBeTy B Teuenuwe 10 muHyt npu +37°C ¢
NEPHOAUYECKUM NepeMEIIHBAHUEM;

® [IPOMBIBAET MPOMBIBOYHBIM PACTBOPOM PEAKIHOHHYIO KIOBETY M CYCNEH3HIO NMapaMarHHTHbIX
MHKpPO4acTHLI;

e noGaBnger k Mukpouyactuuam [Iperpurrep u Tpurrep ¥ ¢HUKCHpyeT ypoBeHb CHrHana
XEMHJIIOMHHECLCHIIUH;

® HHPOPMHPYET O NMOJyUYEHHOM pe3ybTaTe. .

2.1.2. KaaubpoBka

3HauyeHHs CHTHAJIOB XEMHJIIOMHHECLEHLMH B KIOBETaX, COAEPXKALMMX KatHOpaTophl
(«Kanu6patopst MagnoLIA T'CIII'»?, npoussoaurens OO0 «Komnanua Ankop Buo», Poccus),
UCMOJIB3YIOTCA B KayecTBE OMOPHbIX ToYek. C MOMOIIBIO JAHHBIX TOYEK MPOMCXOAHT KOPPEKTHPOBKA
KaTHOpoBOYHOro rpadmka, 3aKoAMpOBaHHOro B mamaTH mnpubopa. Ha ocHoBe npuHATOrO
Katu6poBoyHoro rpaduka paccuntbiBaetcsa koHueHTpauus ['CIII™ B aHanu3upyeMsix obpa3uax.

2.1.3. KoHTpoab kayecTBa

Kounnenrpauus I'CIII, onpeneneHHas B KOHTpoJabHbIX Marepuanax («Kourponn MagnoLIA
['CIII'», npoussoautens OO0 «Komnanus Ankop buo», Poccus), pomxHa nonanars B AONMYCTHMBIA
ZManazoH onpefeNeH!A, YKa3aHHbIA B NMacopTe ¥ 3aKOAHUPOBAaHHLIA B IITPHX-KOAE. JlaHHBIE 3HAUYCHHS
KOHLEHTpauUMi HCHONb3YIOTCS B PYTHHHOM KOHTpOJIE€ KayecTBa aHaiM3a M MOATBEPKACHHA
NpaBUJILHOCTH BBIMOJHEHHS U3MEPEHHIA.

2.2. CocTaB Habopa H KOMILIEKT NOCTABKH

B coctaB Habopa peareHTOB BXOJAT CJIEAYIOLIHE KOMIIOHEHTHI, pa3MEIICHHBIE B Pa3HbIX OTCEKAX
CNELHATH3KPOBAHHOTO KapTpUKa®, MapkupoBanHoro «MagnoLIA I'CITIM»:

- NapaMarHHTHbIE MHKPOYAaCTHLBI C HMMMOOHIM30BaHHbIMM aHTHTenamu k ['CIII (MY).
Cycnen3sus, 17,5 mi1, oTCEK KapTpHAXKa;

- kontoraT aHTH-I"CIII" ¢ akpuanHOBO# MeTko# (A*). XKuaxocts, 20 Mi1, 2 oTceka KapTpHka Mo
10 M.

B KOMMIEKT MOCTaBKK BXOAAT: HAbOp peareHToB, HHCTPYKLHSA MO MPUMEHEHHIO, NTacMopT.

Ha6op BbinyckaeTcs B AByX BapHanTax ucnonHeHus. Kaprpumk «MagnoLIA I'CIII'» paccuuran
Ha 100 onpexenenuii (cM. TaGmuuy 1) npu HCMONb30BaHMM BCero 06bEMa OCHOBHBIX KOMIIOHEHTOB

OTHOBPEMEHHO.
Tabnuna 1
ncﬁzﬁi{iﬁ;x Konnuectso KomuuyectBo
Kar. No onpeaeneHu# KapTpHIXeit «MagnoLIA
1300001 100 1 I'CIII»
1300002 200 2

2 KanuGpatopsl, Bxoasiuue B HaGop, atTecToBaHbl no Bropomy MexayHapoaHomy ctauaapty BO3 « WHO International
Standard. 2nd International Standard for Sex Hormone Binding Globulin» npoussoactsa NIBSC, xon 08/266.

3 'abaputHbie pasmeps! kapTpuaxka (ILLB) :170,2MMx 17,5MM*49,8MM.
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3. AHAJIMTHYECKHUE U JUATHOCTHYECKHUE XAPAKTEPUCTHKU

3.1. AnaauTH4YecKasi YyBCTBHTE/IbLHOCTb, HHAKHHE Npeaesibl H3MEPEeHHR

AHalHTHUYECKas YyBCTBUTENbHOCTh Habopa «MagnoLIA TCII'» B cOOTBETCTBHH ¢
I'OCT P 51352-2013 coctasnset 0,35 umons/n (0,033 Mkr/mn).

OnpeneneHre HHXKHHMX TNpenenoB usMepeHus Habopa «MagnoLIA I'CIT'» mpoBoannocs B
COOTBETCTBHH ¢ MOAU(HLHpOBaHHEM poTokonom EP17 CLSIY.

[Ipenen (mopor) «xosnoctoit» npo6sl (LoB) cooTBeTCTBYET KOHLEHTpALMH, HHXE KOTOpOif ¢
BepoATHOCTBIO 95 % Oynyt obuapyxeHs! npobsl, He conepxaiue I'CIII'. LoB nabopa «MagnoLIA
I'CIII'» cocrasnser 0,17 umons/n (0,016 Mxr/mi).

Ilpenen (nopor) obuapyxenus (LoD) coorsercrByer MuHuManbHO#M koHuentpauuu I'CIIT,
KOTOPYIO MOXXHO OOHapyXHTh (3HauYeHHe BhILIE Mpejesia (Mopora) «Xona0CcTo#» Npobbl ¢ BEPOSTHOCTHIO
95 %). LoD nabopa «MagnoLIA I'CIII'» cocrasnser 0,30 amons/n (0,029 mxr/mi).

3.2. AxHaJuTHYecKasi CNeUHPHUYHOCTDL

Onpenensiercs xak cnocoOHOCTh Habopa oOHapyXHBAaTh JHLIb TOT AHAIKT, JUIS KOTOPOro OH
npeAHa3HayeH, B NPUCYTCTBHH APYTHX BEJIMUHH, NPEACTaBIEHHBIX B Mpobe.

Unrepdeperuus

DHAOreHHble HHTEPHEPEHTHI

YCTaHOBIIEHO B COOTBETCTBHH ¢ MOAM(DHIHMpPOBaHHBIM mpoTokonoM EPO7 u EP37 CLSI¢, uro
MOBBILICHHE KOHLEHTpauuu reMornoduHa no 10 r/n, 6umupybuHa (koHbIOrHpoBaHHOro) ao 475
MKMOJIB/JI, GUIMPYOHHA (HEKOHBIOTMPOBAHHOT0) A0 684 MKMOJIB/JI, TPUITIMLEPHIOB O 17 MMOB/N HITH
CBIBOPOTOYHOro anbOymuna xo 60 r/n B npobax He OKa3bIBa€T HEraTHBHOIO BO3ACHCTBHSA Ha pe3ybTaThl
aHanM3a mNpH Mcnonab3oBaHMM Habopa «MagnoLIA TI'CIII'», HO He cneayer HCNonab30BaTh
reMOJIM3MPOBaHHbIE HIIH MYTHBIE 00pas3Lbl.

DK30reHHble HHTEPQEPEHTHI

Hanuuue aHTHKOArynsiHTOB (JINTHEBasA COJb renapHHa, HaTpUeBas CoJb renapuHa) B npobax He
OKa3bIBaET HEFATUBHOI'O BO3ACHCTBHS Ha pe3y/IbTaThl aHAIM3a NPH MCNOL30BaHUHK Habopa «MagnoLIA
"'CIII ».

IIpuem nexapcmeennvlx cpedcme cnocoben HenpeOCKazyemMo UCKasume pe3ynibmamol AHANU3A npu
ucnoaviosanuu nabopa «MagnoLIA I'CIII'» u donocen 6oimo ommenen 3a 2 — 3 Ons 0o 3abopa Kkpoeu.
Ecnu ommena nexapcme He803MOXCHA, ciedyem yuumvléanmb ePOAMHOCMb UCKANCEHUS OAHHbIX npu
unmepnpemayuu noay4eHHO20 pe3ylbmama.

[TepexpecTHas peakTHBHOCTH

Hannune nepekpecTHBIX peakuuii B 06pasuax, coaepkalux NOTEHIHAIBHBIE KPOCC-PEAKTAHTHI:
THPOKCHH-CBA3BIBAIOLIHI ITIOOYIHH H KOPTHKOCTEPOHA-CBA3BIBAIOLIHH I100y/IHH, HE BBIABJICHO.

3.3. Xyk-3¢¢eKkT BbICOKHX KOHLEHTpaLHil

B Halopax peareHTOB, OCHOBAHHBIX Ha «(COHABHW-MPHHUHIE aHAlH3a, MpPH BBICOKHX
KOHIEHTPALMAX AHAIMTA 3aBUCHMOCTb BENHYMHBI CHTHAla OT KOHIEHTPAllHH CTAHOBHTCA 0OpaTHO
MpONOPUHOHANBHON (Tak Ha3biBaeMblif XyK-3¢dekT BbIcOKMX KOHueHTpauui). IIpu Hcnons3oBaHuH
nabopa «MagnoLIA I'CIIl» xyk-3¢dext He oGHapyxeH BmioTh a0 Konuentpauuu I'CITT 10000
HMOJB/JT (950 MKr/mi).

3.4. TIloBTOpseMoCcTb H BOCIPOH3IBOAUMOCTD

Kos¢duument sapuauun konuentpaunu I'CIIT B onnom 1 Tom xe obpa3ie npy HCIOMB30BaHHH
Habopa «MagnoLIA I'CIII'» e npesbiaer 8 %.

4 Clinical and Laboratory Standards Institute, UHCTHTYT KN1HHHYECKHX H Na6OpaTOpPHbLIX CTAHAAPTOB.

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



«MagnoLIA I'CIII'»

3.5. Inana3on usmepeHHii

JluneliHpli auanason u3Mepenuii Habopa «MagnoLIA I'CIII'» coctaBnser 0,35 — 200 HMonb/n
(0,033 — 19 Mkr/ma). 3HaueHMs HHXE aHAIMTHYECKOH YYBCTBUTENBHOCTH OTOOpaXaloTCs Kak
<0,35 umonb/n (0,033 Mkr/mMn). 3HauyeHHA Bbillé MaKCHMAIBHOTO 3HAYEHHS MacTep-KpPHBOH
otobpaxarorcs kak > 200 Hmons/n (19 Mkr/mi).

Jna nonyvyenus HHQOpPMaLMH O pe3yabTaTax, HAXOAALIMXCSA 32 BEPXHUM MpPEAEIOM yKa3aHHOro
auanasoHa H3MEpeHHil, cineayer passectd oOpasubl «JlumoeHToM 1» B cootHowenun 1/10 (c
HCIMONIB30BAHHEM aHAIM3aTOpa MJIM BPYYHYIO) H MOBTOPHO MX MccielaoBaTh. B ciyyae pa3segeHHs
obpasua usMepeHHyto konueHTpauuto I'CIII" Heobxoanmo yMHOXHTB Ha ¢akTop passeaeHus (10).

3.6. /Iuana3oH o’KHAaeMbIX 3HAYEHHIH

Conepxanne I'CIII" uamepunu npu ucnons3zoBaHuu Habopa «MagnoLIA I'CIT'» y 70 3n0poBbix
MYX4HH U 85 310poBBIX HeOepeMEHHBIX XKEHIUH. J[Hana3oH U3MEepeHHbIX KOHUEHTpaLHUHi COCTaBUI Y
MYX4HH 12,4-78,4 umons/n (1,18 — 7,45 mxr/mn), y xenuuH 14,1-129 umons/n (1,34 — 12,26 MKI‘/M.JI).

JlMana3oH OXHAaeMbIX 3HAYEHHI 3aBHCHT OT MHOIMX (aKTOpoB: Cneuu(pUYHOCTH METOAA,
ocoOeHHOCTe# HcCeayeMoi MOomysuuu, TOYHOCTH MeToaa B KOHKpeTHo# nabopatopuu. ITo atoi
NpHYMHE DPEKOMEHAyeTCA Kaxao#i nabopaTopuH HCMONB30BaTh INPENOCTABIECHHBIE H3TOTOBHTENEM
3HaYEHHA TOJILKO JO TeX MOp, MOKa clenydaiucTaMu JabopaTopuu He OYRYT OnMpeReieHbl AHAMa30HbI
0XHJaeMbIX 3HaUYCHHUH, XapaKTEPHbIX JUIA KOHKPETHOH! NOMYJIALHHA B MECTE PacIioIokeHHs 1abopaTopHH.

Ilpumeuanue: pesynbrarhl H3MepeHuit koHueHtpauuu ['CIII' npm mucnons3oBanun Habopa
«MagnoLIA T'CIII'» BelpaxkeHsl B HMONBL/N. [ nepecdeTa MOJIyYEHHBIX KOHLEHTpaUMH B MKI/MJI
HeoOX0ANMO HCIoNb30BaTh K03 duuHueHT nepecyera: 1 HMonb/n = 0,095 Mxr/mu.

3.7. OtkpbiTHE

Tect Ha «OTKPBITHE» — 3TO NMPOBEPKAa COOTBETCTBHA 3HAYCHHUS ONMpENCIAEMO KOHLIEHTPaLHH
I'CIIT" pacyeTHo# BenuynHe. [TpoueHT oTkphbITHS 1u1s Habopa «MagnoLIA I'CIII'» coctasaser 90-110%.

4. MEPBI IPEJOCTOPOXXHOCTH

4.1. TloTeHuManbHBIi pHUCK mnpuMeHeHMs Habopa — xmacc 2a (cornacHo [Ipukasy
MunncrepcTsa 3apaBooxpanenust PO Nedn ot 06.06.2012 r.).

4.2. Bce koMnoHeHTB HAbOpa B HCMOMb3YEMBIX KOHLIEHTPALHAX AB/AIOTCA HETOKCHYHBIMH.

4.3. Ilpu pabote ¢ HabopoM cnexyer cobmonats TpeboBanus [OCT P 52905-2007 u CanlluH
3.3686-21.

4.4. Jonyckarts Kk paboTe ¢ HabOpPOM TOJIBKO ClIEHATILHO 00YUYEHHbIH MepCoHa.

4.5. Tlepen HayaoM paGoOTBI 03HAKOMUTHCS C MHCTPYKLUHEH W NPUMEHATH Habop cTporo no
Ha3sHa4YeHHIO.

4.6. Ilpn pabore c HaGopoM cneayeT HCNOAB30BAaTh CHNEUHATMIMPOBAHHYIO OAEXKAY
(MeIMUMHCKHI Xanar MO KOMOMHE30H, IIAano4Ky) M CpeACTBa HMHAMBHAYANbHOH 3alMTHI (Macky,
3alllMTHEIE OYKH, OXHOPA30BbIE PE3MHOBbIE HIIH IMIACTHKOBBIC NEPYATKH, pa3pelleHHbIE K MPHMEHCHHIO
Ha Tepputopuu PO).

4.7. Buumanue! B coctaB KOMNOHEHTOB Habopa BXOAHT COJISTHAas KMCJI0Ta B KOHUEHTpaLHH
0,05 % M KOHCepBaHT B KoHLeHTpauuu meHee 0,05 %, uto saBnserca GezonacHsM [ yenoseka. [lpu
HCIOJIb30BAHHH 10 HA3HAYEHHIO H COOJIIOAEHHWM MeEp NpeNOCTOPOXKHOCTH KOHTAaKT C OpraHu3MOM
yenoBeka UcKModeH. [Tpy aBapuiHBIX CHTYALHSX BO3MOXHO pa3sApaK€HHE KOXH H CIU3HUCTOH 060104KH
ra3 y 4yBCTBHTENBHBIX JHL. [Ip¥ KOHTaKTe MPOMBITH MOPAXEHHOE MECTO BoAoH M oOpaTHUThCA 3a
MEIHIIMHCKON TOMOLIBIO.

4.8. Xumuueckas mocyaa M oGopynoBaHHE, KOTOpble MCMONB3YIOTCA B pabore ¢ HaGopoM,
JOJKHBI OBITH COOTBETCTBYIOIIMM 00pa3oM MapKHPOBaHBI H XPaHHTLCA OTAENBHO.
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49. JJlna ob6paGotku nocyanl M o0opyldoBaHMS  pPEKOMEHIYeTCd  HCIOJb30BaTh
Ae3MHOHUMPYIOIUME CPEACTBA, M3rOTOBJICHHBIC HAa OCHOBE TPETHYHBIX AaMHHOB, YETBEPTHYHBIX
amMMOHHeBbIX coeauHeHHl (UAC) unu cnupToB M paspellleHHblE K MPUMEHEHHIO Ha TeppHTOpHH PO.
Hcnonp3oBanue ne3nHpHUHPYIOIMX CPEACTB HA OCHOBE aKTHBHOTO KHCIIOPOZA H XJIOpa BO3MOXHO JIHLIb
Ha NpeJCTEPHIH3ALMOHHOM 3Talle, C Nocieaylolel TepMHYecKoi cTepuIH3anueii.

4.10. 3anpemaercs nNpHeM MNHIIH, HCNOJNb30BAHHE KOCMETHYECKMX CPENCTB M KypeHHe B
NOMELIEHHAX, NpeJHa3HauYeHHBIX /UIA paboThbl ¢ HaGopoM.

4.11. YO6upats u ae3uHPUIMPOBaTH pa3nuThie 00pa3libl HIIH KOMIOHEHTbI Habopa, HCMIONb3Ys
Ae3HHGHUMpYIOIIHE CPEACTBa B COOTBETCTBHH MY 287-113.

4.12. VYpjanaTb HEHCNOJNb30BaHHbIE peakTHBbI Habopa B COOTBETCTBHM C TpeOOBaHHSAMH
CanllnH 2.1.3684-21.

4.13. Tlocne ucnonb3oBaHHA BCE KOMNOHEHTHI Habopa, 0Opa3iibl, KOHTPONbHBIE MaTEpPHAILI,
pacXolHble MaTepHalbl M OPYTHE PEareHThl, KOTOpble KOHTAKTHpOBAIM C 00pasuaMH BO BpeMs
06paboTKH, XpaHEeHHs HJIH aHAH3a (B TOM YHCJIe: epyaTKH, HAKOHEYHUKH H T.A.) A0JKHBI COOHpaThCA
OTAENbHO W CTEPHJIM30BaThCA B aBTOKJABE C [MOCHEAYIOLIEH YTHAH3alUHEH B COOTBETCTBHH C
tpeboBannsaMn CanlluH 2.1.3684-21. BmecTo aBTOKJIaBUPOBAHHS OTXO/ABI MOTYT OBITh CTEPHIIH30BaHBI
NE3HHPHUUHPYIOUIMM CPEJCTBOM, MMOC/E YTHIM3HPOBaHbl B COOTBeTCTBHH c TpeboBaHusamu CanlluH
2.1.3684-21.

4.14. He ucnons3oBath HabOp MO HCTEYEHHH CPOKA FONHOCTH.

S. OBOPYJIOBAHUE U MATEPHAJIbI, HEOBXOJHUMBIE JUIA ITPOBEJAEHHUSA
AHAJIM3A

- «AHanM3aTOp aBTOMATHYECKHH MMMYHOXHMHYECKHH XeMHIOMHHeCUeHTHBIH «MagnoLIA» ¢
npuHamiexxHoctaMu no CHADB 421457.002 TY («MagnoLIA») (npousoautens OO0 «Komnauus
Ankop bro», Poccus, PY NeP3H 2019/9282);

- «Ha6op pearenTos mis kanmuOposkyu «KanubGparopst MagnoLIA I'CIIIM», no TY 21.20.23-662-
98539446-2023» (npoussoautens OO0 «Komnanus Ankop Bro», Poccus, kar. Ne 1300101, 1300105);

- «<Ha6op peareHTOB U1 KOHTpoJs kauyecTBa aHanu3a «Kourponu MagnoLIA I'CIII'», mo TY
21.20.23-663-98539446-2023» (npoussoautens OO0 «Komnauus Anxop buo», Poccus, xar. Ne
1300201, 1300205, 1300210);

- «BomHo-conesoi pacTBOp ANs NMpPOMBIBKH peakUHOHHBIX KioBeT MagnoLIA «Bbydep Wl»
(npoussoautens OO0 «Komnanusa Ankop bro», Poccus, xat Ne 0000405);

- Betpsaxuaresns 1abopaTopHbiit MEIHIIHHCKHIA;

- [lunetka nonyasTOMaTH4YecKas OHOKaHalIbHasA CO CMEHHBIMH HaKOHEYHHKaMH C H3MEHAEMbIM
obbsemoM ortOopa xuakocteit: Ha 200 — 1000 Mk, aTTecToBaHHas MO 3HAYEHHIO CpPEAHEH HO3bI H
CXOAWMOCTH pe3yNbTaTOB MUNETHPOBAHHA, MOrPELIHOCTD He 6oinee 3 %;

- XONOAUNBbHHK;

- MHuorouenesble NOJHIIPONKIeHoBbIe Mpobupku 12 x 75 MM BMECTHMOCTBIO 5,0 M1, «PpOGHpPKH
s o6pasuoB» (npoussoautens OO0 «I'em», Poccus),

- OTnenbHBle Xanar, wanoyka, o0yBb ¥ OJHOPa30Bble MEPYATKH, pa3pelieHHbIE K PHMEHEHHIO
Ha teppuTopuu PO (unn coorBerctByromue 'OCT P 52239-2004).

IIpu Heobxodumocmu! BoaHo-coneBoit pacTBop anA pasBeneHus obpasuos MagnoLIA
«Jlumoent 1» (npoussoautens OO0 «Komnauus Ankop Bro», Poccus, kat. Ne 0000301 kaprpumk unn
kart. Ne 0001001 ¢nakon).
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6. AHAJIMN3UPYEMBIE OBPA3ILbI

6.1. 3abop kpoBM H3 BeHbl OCYLUECTBIAIOT C cobmoaeHHeM npaBun acentukd. Ilocne
¢$bopMHpPOBaHHS CTYCTKa CHIBOPOTKY OTAENAIOT NyTeM neHTpudyruposanus (rnpu 800-1600 g B TeueHue
10 MuMH. npu koMHaTHOH Temmneparype). 3abop KpOBH A MONYYEHHS [U1a3Mbl OCYIUECTBISIOT B
npo6HpKyY, COAEPHKALILYIO AHTHKOATYJIAHT (JIMTHEBas COJIb renapuHa, HaTpueBas coJlb renapuHa). [Inasmy
KPOBH MOJNY4aloT LeHTpHyrHpoBaHHEM MpoOHpok ¢ LenbHo# KpoBbio (800-1600 g B TeueHne 20 MuH.
NIpH KOMHATHOMH TeMIeparype).

INocne ueHTpHYrHpoBaHHA CHIBOPOTKY WIH IUTa3My NEPEHOCAT B OTAENbHYIO NpoOHpKY, NpH
HeoOXoauMOCTH.

6.2. Cucrema aBTOMaTH4ecKkoro aHanusaropa «MagnoLIA» He nO3BOJAET NMPOBEPHTH THII
obpasua. [Ipou3BoauTens He HECET OTBETCTBEHHOCTH 3a MPOBEPKY THNa oOpa3lia, HCMOJIB3yeMOro MpH
ananuse «MagnoLIA I'CIII».

6.3.  Jlns npoBeneHMs aHANM3a HE CHEAYET MCNONb30BaTh FEMONH3MPOBAHHYIO HIH MYTHYIO
CBIBOPOTKY M IJ1a3My.

6.4. Jlns npoBeneHus aHanuza HeobxomuMo He meHee 300 Mkn ofpa3ua A NOCTAaHOBKH B
MOHOIUIHKaTax. [{ng aHanu3a B OJHOM MOBTOPEHHH JOCTATO4HO 25 MKa oOpa3iia, AONOAHUTENbHO 275
MKJI IOJIXKHO 3aK/1aJbIBaTbCA KaK MEPTBBIH 06beM, 1 cpabaTbiBaHHA AaTYMKA YPOBHS HIJIbL.

6.5. Hccrenyemas anukBoTa oOpa3sla He JO/MKHAa HaxoaUThcA Gosee Tpex yacoB Ha Gopry
aHanu3aropa.

6.6.  OOpasub! CHIBOPOTKH H IJIa3Mbl KPOBH pa3peLlaeTcs XpaHHThL NpH TeMmnepatype +2...+8 °C
He Oonee 5 CYTOK B XOJNOAMIBHBIX KaMepax HIH B XOJIOAMJIbHHKAaX, o0OecreuyHBatoLIMX
perjaMeHTHPOBAHHBIN TeMIepaTypHblif peXxuM; MpH HeobxoaumoctH 6Gosee UIMTENBHOrO XpaHEHHA
peKOMEHAyeTCS aATMKBOTHPOBaTh 0Opasel] M XpaHHTh B 3aMOPOXXEHHOM BUjie npH TeMnepatype —20 °C u
Huxe. He nonyckaercs nosTopHOe 3aMopakuBaHHe obpasua.

6.7. OOpasunl ¢ konuentpaumeit I'CIII', Haxoaswmelics 3a BEpXHHM NpeEae/oM aHana3oHa
H3MepeHuH, JoMKHbI ObITh pa3BeaeHbl «JlumoeHToM 1» B 10 pa3 (¢ HCno/ib30BaHHEM aHANM3aTOPa HIIH
BpY4HYIO) H HCCIIE10BaHbI NOBTOPHO. [Ipu He06X0MMMOCTH MOBTOPHTH aHAIH3 UM pa3BeIcHHOro opa3ua
CJIeyeT BBIIOIHHTB €70 pa3BeicHHE 3aHOBO.

7. NMPOBEJEHUE AHAJIUTHYECKOH CECCUH

OnucanHas B JAHHOM HWHCTPYKUHMH HH(GOpPMAaLUs COAEPXKHT oOLIME CBEACHHA O MOpAIKE
NpoBeJleHUs AHATMTHYECKOH cecCHMM Ha aHamusatope «MagnoLIA». Jlns nonydyeHus IeTanbHOH
HHOpMalMH nepea HayaaoM paboThl 03HAKOMBLTECH ¢ PYKOBOACTBOM MO JKCIUIyaTalldH aHanu3aTopa
«MagnoLIA».

7.1. IloaroroBka peareHTOB

7.1.1. Tlepen moMelieHueM HOBOro (3ame4araHHoro) kaprpumxka «MagnoLIA I'CITT» B 610k
PEareHTOB aHAIM3aTOpa HEOOXOAMMO MpeABapHTENILHO NEpeMEILIaTh Ero COAEPXKUMOE BpYuHYto. BaxHo
n3berath 06pa3oBaHus NeHbI Npy nepeMewtnBaiun. He cneayer BcTpaxuBare kapTpuax. s pydyHoro
nepeMeLHBaHHA BHINOJIHUTE CJIEAYIOLIHE ONEPalHH:

1) CopueHTUpy#iTe KapTPHIDK TOPH3OHTAIbLHO, OTBEPCTHAMHM C 3allMTHON MJIEHKOH BBEpX H
BO3bMHUTE C IPOTHBOMOJIOKHBIX KPaes.

2) InaBHO MOAHHMHUTE OAMH U3 KpaeB TakuM 00pa3oM, 4TOObI KapTPHIK OKa3aJjiCsi MOBEPHYT Ha
90 rpazycoB (T.€. 3aHA BEPTHKAIBHOE M0JIOKEHHE).

3) [naBHO NMOAHMMHTE APYro# Kpaii, OXHOBPEMEHHO OMycKas NepBbli, TakuM 06pa3oM, YTOOEI
KapTpuIK pa3BepHy/cs Ha 180 rpanycoB B BepTHKaNbHOH MIOCKOCTH.

4) [1naBHO BepHUTE KapTPHIDK B FTOPH3OHTANBLHOE MIOJIOXKEHHE.

5) [MosTopuTe warK 2-4 He MeHee 20 pa3 WK IO BHIMOJHEHHSA CIEAYIOUINX YCIOBHIL:
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- Ha IHE KapTpH/Ka OTCYTCTBYIOT CKOIUIEHHS CJI€XaBLIMXCA MUKPOYACTHIL;

- B CYCIIEH3HH OTCYTCTBYIOT KOHIJIOMEpaThl MHKPOYaCTHLL.

Jins kapTpHKeH, XpaHALIHXCA B 3arpy304HoM 6JIoKe aHanHM3aToOpa, Py4HOE NepeMelIHBaHHe He
TpebyeTcs, mepeA 3alyCKOM AHAIMTHYECKON CECCHMM MPOM3BOAMTCA aBTOMATHYECKOE MOKAYHBaHHE
KapTpUDKelt, HeobxoauMoe s pecycneHIMpOBaHHA MUKPOYACTHIL.

BCkphIThiE KapTPHIKH, XpaHALIHMECS B XOJOAMIbHUKE B 3aBOJACKO#H Tape, nepell MOMELIEHHUEM B
6510k peareHToB, TpeOYIOT TINATENBHOrO, HO OCTOPOXHOTrO MNepeMelIMBaHHA TNapaMarHUTHBIX
mHukpoyacTuil. U3berats BoimieckMBaHUS XXHAKOCTEH U NeHOOOpa3oBaHH.

EcM MHKPOYAaCTHLbI HE YJaeTcH NEpeBEeCTH B roMoreHHylo cycnensuio, HE UCTIOJIb3YUTE
HABOP.

7.1.2. Bce ocTanbHble peareHThbl FOTOBBI K HCTIOb30BaHHIO.

7.1.3. Tlepen nomelueHHeM peareHTOB B COOTBETCTBYIOLIHE 6JIOKH aHANH3aTOpa NPOBEPUTH BCE
pacTBOpbl HA OTCYTCTBHE My3BIPHKOB BO3AyXa. YIaNHTh My3bIPbKH O NMPOBENCHHA aHATH3A JIETKHM
NOKaYMBaHHEM, He onyckas MeHooOpa3oBaHH.

7.1.4. OOpa3ubl CHIBOPOTKH H IUIa3Mbl KPOBH JUIA aHAIM3a JOJDKHBI OBITH AOBEAEHBI 10
KOMHaTHO# TeMnepartypsl. O6Gpasusl nocne orrauBanus Heobxoaumo TILIATEJIBHO nepemernars ¢
nomounesio MEJIJIEHHBIX BpamarensHbIX ABHKEHHH WM OCTOPOXKHOTO NEPEBOPAYHBAHHSA U MeEpen
MCMOJIb30BaHHEM LIEHTPU(YrHpOBaTh I YAQICHUA JUCTIEPCHOrO BELIECTBA.

Y6eauTech B OTCYTCTBUM NY3bIPbKOB BO BceX oOpasiiax. YJanuTe Ny3sIpbKH A0 MPOBEAECHHA
aHanuza.

7.2. Ilpoueaypa kaanGpoBxu

[peaBaputenbHO monyueHHas pedepeHcHas KanuOpoBouHas KpuBas (MacTep-KpHBas)
anantupyercs as ananusa «MagnoLIA I'CIIN» npu ncnons3oBanuu Habopa «Kann6parops: MagnoLIA
[CII».

Kanu6Gposka npu Hcnonb3oBaHuH Habopa «Kanubpatopst MagnoLIA I'CIII'» pomxHa
BBIMOJTHATLCA B CJICAYIOUIHX CITy4asX:

- IpH 3aMyCKe CECCHHU Ha aHanu3sarope «MagnoLIA» ¢ ucnons3oBaHueM kapTpHaxka «MagnoLIA
I"CIII », kanubpoBka KOTOPOro paHee He NPOBOAMIIACK,

- oAMH pa3 B 7 aHei wis kaxzaoro kaprpumka «MagnoLIA I'CIIT»;

- TIpH 3aMycKe cecCHM Ha aHanu3zatope «MagnoLIA» ¢ Hcrons3oBaHHeM KapTpuika «MagnoLIA
['CINI'», kanubpoBKa KOTOPOro mpocpoveHa (OT MOMeHTa mocjeaHed KanubOposku mpouuto Gonee 7
aHel);

- €CIIM pe3y/bTaT aHanu3a XoTs 6bl 0IHOro KOHTpos U3 Habopa «Kontponn MagnoLIA I'CIII»
BBIXOMT 3a Npeesibl YCTaHOBJIEHHOTO AMana3oHa.

AHanu3arop «MagnoLIA» MoxeT ocymiecTBIAThL KanHOPOBKY B OTAENBHO BBIACICHHON CECCHH
HJIH OIHOBpEMEHHO ¢ o6pa3LamMH B paMKaxX OJHOH aHAIHTHYECKOH CECCHH.

BHUMAHHE!

Kommnonentn! Habopa «Kanubparopst MagnoLIA I'CII'» aBnsioTcs MHOropa3’oBbIMHM, OAHOTO
xomniexta Kanubparopos 1-4 nocratouto ans 10 npouexyp katnGpoBKH.

JINA npedomepauieHus UCnapeHusa HCUOKocmu, cpasy nocie UCNORbIO6AHUA (PNAKOHb!
Heo6x00uUMO 3aKpbIMb KPLIMKAMU 8 COOMEEMCMEUN C UX MAPKUPOBKOU, nomecmums 8 ynaKkoeKy
npeonpuUAMUA-U3IZOMOBUMENR 6 6ePMUKANLHOM NONONCEHUU U XPAHUMb npU memnepamype om + 2
00 + 8 °C 8 X0n100UNIbHBIX KAMEPAX UAU 6 XONOOUNbHUKAX, 00eCnedUusalouiux peznameHmuposanHolil
memnepamypHbslil pedicuMm.

dnakoHbI ¢ KAIMOpaTOpaMH He JOKHBI HAXOAUTLCA Ha GopTy npubopa Gosee 3 yacoB, CyMMapHO
B JECATH CECCHAX, HEOOXOAMMO YUMTBIBATD 3TO TNpPH BBINOJTHEHHH TNpPOLEAYPhl KalTUGPOBKH
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O/THOBpPEMEHHO ¢ 06pa3LaMH B paMKax 0JJHOH aHaTuTHYeCKO# ceccuH. [{ns nonyderus 6onee noapobuoit
nHbopMaLHnH o6paTHTeCh K HHCTPYKLIMH 1O NpuMeHeHHIo Habopa «Kanubparopst MagnoLIA I'CIII».

7.3. Ilpouenypa KOHTpPOJSA KauecTBa

[TonTBepxaeHHe NpaBHIBHOCTH aHanM3a MpH HCNoib30BaHHK HaGopa «KoHtponn MagnoLIA
I'CII™» nomkHO BBHIMONHATHCA B KaXJIOH aHAIUTUYecKO# ceccuH. IIpM MpoaOKUTENLHOCTH CECCHH
Gosnee cyTok, onpeneneHue KOHUEHTPALMH KOHTPOJIEH 10/KHO ObITh IPOBEIEHO MOBTOPHO MO HCTEUYECHHH
24 yacoB ot Havyana ceccuu. [ToaTBepkieHHE NPaBHILHOCTH aHATH3a BBIMOTHAETCSA B paMKaX pyTHHHOTO
KOHTPOJIS KayecTBa, riAe KOHTPOJAM M3 Habopa pa3MellaloT B INTAaTHBAX, MPEAHA3HAYEHHBIX IUIA
KanMbpaTopoB U KOHTpOJIEi, H 00pabaThIBAIOT UX pe3yNbTaThl TAK e, Kak 00pasiibl MalHeHTOB.

BHUMAHHE!

Komnonentst Habopa «Kontponu MagnoLIA T'CII'» saBnsiorcs MHOropasoBbIMH, OZHOIO
xoMmiekta KonTpone#i 1 1 2 nocrarouro ans 20 npoleayp KOHTpoJs Ka4ecTna.

JInA npedomepawyenun ucnapenus icudKocmu, cpay Rocne UCMONb3IO6AHUA (PAAKOHbE
Heobx00uUMO 3aKpsIMb KPoIUKAMU 6 COOMEEMCMEUN C UX MAPKUPOBKOU, nomecmums 6 ynaKkoeKy
npeonpuUAMUA-U320MOBUMENA 8 66PMUKATLHOM NONOHCEHUU U XPAHUMb HpU memMnepamype om + 2
00 + 8 °C 6 X0100UNbHBIX KAMEPAx WU 8 XONOOUNbHUKAX, 06eCnedueaouiux pe2nameHmupoean sl
memnepamypHbli pedcum.

(®nakoHbI C KOHTPOJISMH He JOJKHBI HAXOAUThCA Ha 60pTy npubopa Gonee 5 yacos, cyMMapHO B
ABaJLIATH CECCHAX, HEOOXOAMMO YUHTHIBATh 3TO INpPH BBINOJHEHHH TMpOLEAYpbl BaTHAAUHH
OJIHOBPEMEHHO ¢ 00pa3LiaMH B paMKax 0JHOM aHATUTHYECKOH ceccuu. [ing nonydenus 6onee noapobuoit
uHdopMaluH 06paTHTECh K HHCTPYKIHH MO npuMeHeHUIo Habopa «Kontponu MagnoLIA I'CIIT».

74. 3anmyck aHARJIHTHYECKOH CecCHH
7.4.1. BxmouuTte aBTOMaTHuecKHit aHanuzatop «MagnoLIA» cornacHo pyKOBOACTBY I10
9KCITyaTalMH.

7.4.2. 3arpy3uTe NOArOTOBJICHHBIE peareHThl Ha Gopt aHanusatopa «MagnoLlA» cormacHo
PYKOBOACTBY 10 3KCIJTyaTallHH.

7.4.3. 3arpysute nanHble 06 ob6pasuax M peareHTax B NaMATb aBTOMaTHYECKOro aHanM3aTropa
«MagnoLIA» cornacHo pykoBOACTBY NO 3KCIIyaTallHH.

7.4.4. Co3snaiite CnMCOK 3a/1a4, KOTOPbIe AO/DKHBI OBITh BBITIOJHEHB! B JAHHON aHAJIHTHYECKOM
CECCHH, COIJIaCHO PYKOBOJICTBY IO 3KCILIyaTalluH.

7.4.5. 3anycTHTe aHAJIHTHYECKYI0 CECCHIO aBTOMATHYECKOTO aHanW3aTopa COrJacHo
PYKOBOJCTBY 1O 3KCIUTyaTallHH.

7.4.6. Tlporpamma npuGopa Mo3BOMAET ABTOMATHYECKH BBINOJIHMTL BCE CTaAMM aHaiu3a 6e3
BMEILIATENLCTBA N10JIb30BaTENS.

7.5. Iloay4eHue pe3yabTaToB

7.5.1. Tlepeitaure B MeHio HASHAYEHHA.

7.5.2. Jlnsa oto6paxeHus KOHKPETHOTO pe3ybTaTa Ha 9KpaHe, BeibepuTe B Tab/HIe pe3y/IbTaToB
AueiiKy, COOTBETCTBYIOLLYIO NalMEeHTy (MpaBblif cTonben) U TecTy (BEpXHASA CTPOKa).

7.5.3. Jlna nedaTH pe3yibTaTOB aHAIHTHYECKOW ceccHM, Haxmute KHomnky ITEYATH w
BBIOEPHTE U3 OTKPBIBIIETOCH CITMCKa HeobXxoauMoe AeHCTBHE.

AHanu3aTop Mo3BOJIAET pacneyararh:

- CIIMCOK 3a/1aY, 3aIaHHbIX AJIA JAHHOH aHATHTHYECKON CECCHH,

- pe3y/nbTaThl MaLMEHTa, BLIOPAHHOrO ONEPaTOPOM;

- BCE pe3y/IbTaThl, MOJIyueHHbIE B NAHHON aHAIMTHYECKOH CECCHH;

- pe3y/bTaThl, HaYWHasd C MJIH 3aKaH4YHBaA MALKUEHTOM, BHIOpaHHBIM ONEpPaTOPOM.
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7.6. Orpannyenue Tecta

B nuarHoCTHYeCKHX LeNAX pe3yiabTaThl, MOJy4YeHHble NMpH NpUMEeHeHHH HaGopa «MagnoLIA
['CII'», cnemyeT Hcmonb3oBaTb COBMECTHO C pe3yJbTaTaMH JpYrHX JHarHOCTHYECKHX METOMOB:
KIMHHYECKHX (CyObekTHBHOE M 00beKTHBHOE 00C/eioBaHHE), HHCTPYMEHTANbHBIX, 1JaGOpaTOPHLIX H
npouee.

OG6pasupl, B3AThIE Y MALHEHTOB, KOTOPBIE B IMarHOCTHYECKHX HIIH JIeYeOHbIX LeNAX NPHHHMAITH
npenaparbl MOHOKJIOHAIBHBIX MBIUIMHBIX aHTHTEN, MOTYT COJEPXaTh YE/IOBEYECKHE aHTHTENA NPOTHB
MBILUHHBIX aHTHTEN. TakHe 06pa3ubl MOTYT NPUBOANHTDL K OLIMOOYHO 3aBLILICHHBIM MM 3aHHXCHHBIM
3HaYeHHAM. MosxeT noTpe6oBaThCA JONONHUTENbHAS KIMHHYECKasA WM AWarHocTHYeckas HHopmaums
JUIA OTIpEAeIICHHA CTaTyca NalMeHTa.

Haxopsmuecs B obpasue kpoBH rerepodHibHble aHTUTENA, KOTOPBIE MOTYT B3aHMOJCHCTBOBATD
€ HMMYHOrno0y/THHaMH, BXOAAIIMMH B COCTaB peareHToB, 06/1a1al0T cocoGHOCTBIO CO3AaBaTh [IOMEXH
HMMYHOXMMHUYECKOMY aHanu3y in vitro. O6pa3ubl, B3fATbiE Y MALHEHTOB, NTOCTOAHHO BCTyna}om}ix B
KOHTAKT C )XHBOTHBIMH HJIH NMPOAYKTAMH Ha OCHOBE CHIBOPOTKH >KHBOTHBIX, MOTYT ObITh NMOJABEPIKEHBI
HHTepdepeHIHH, U B HUX MOTYT Hab/oAaThCcs aHOMalIbHbIE 3HaYeHHA. B TakuX ciydasx s 1oCTaHOBKH
AMar{o3a MoxeT notpe6oBaThcs AONOJHUTENbHAA HHGOpMaLH.

8. TPAHCITIOPTUPOBAHUE U XPAHEHHUE

8.1. TpancnopTHpoBaHHe HaGOPOB ciieAyeT MPOHU3BOAHTbL BCEMH BUAAMH KPBITOTO TPAHCIIOPTa
npH temmneparype ot + 2 go + 8 °C.

8.2. TpaHcnopTHpoBaHHE H3AENUH pH TeMmepaType oT + 2 1o + 8 °C 1omKHO NPOH3BOAUTLCA
B €MKOCTAX WJIH NpPH IMOMOLUM XOJOAWJIBHBIX YCTAaHOBOK, OOecrneyHBalOLIMX perjiaMeHTHPOBaHHbBIH
TEMNEPATYPHBIA PEXKUM.

8.3. JlonyckaeTcs TpaHCHOpTHpoBaHMe HabGopoB mpu Temnepatype mo + 25 °C He OGonee
15 cyTok, B ToM uKciie npu TeMneparype + 37 °C He 6osnee 1 cyTok.

8.4. Habopsl, TpaHcnopTHpOBaHHBIE C HAPYIIECHHEM TEMIIEPATYPHOIO PEXHMMA, IPUMEHECHHIO
He nojJexar.

8.5. Cpok rogHocti HabopoB — 12 MecslEeB OT AaThl NPOH3BOACTBA.

8.6. XpaneHne HaGOpPOB JOKHO NPOBOAMTLCA B YNAKOBKE MPEANPHATHA-H3rOTOBUTENA NPH
TeMneparype oT + 2 fo + 8 °C B TeyeHHe BCEro Cpoka roQHOCTH B XOJOJHJIbHBIX KamMepax HIIH B
XOJIOMHJIBHUKAX, 06ecreYHBaloIMX perjlaMeHTHPOBaHHbIH TEMIIEPATYPHBIH PEXHM.

Ha6opb! ¢ HCTEKUIMM CPOKOM FOAHOCTH NPHMEHECHHIO HE MOAJIEKAT.

8.7. [Ilpu npo6GHOM HCNONB30BAHHH KOMIIOHEHTEI HAb0pa XpaHATCA B YIIaKOBKE MPEANPHATHS-
M3rotoBuTeNs (YToObI HE JOMYCTHTH OMpPOKMABIBAHHA) Mpu Temnepatype oT + 2 no + 8 °C B
XOJIOAWILHUKE HIIH B XOJIOJHJIBHBIX KaMepax, 06ecrneynBaoLHX pernaMeHTHPOBaHHLIH TeMepaTypHbIA
peXxuM, B TeyeHHe | Mecsla CO JHA BCKPHITHA NEPBHYHOH YMaKOBKH. PeKoMeHAyeTcs 3akiieMBaTh
CKOTYEM BCKPBITBIA KapTPHIXK MUl YMEHbUIEHHS HcnapeHHs. IIpy XpaHeHHH B XOJIOAMJILHHKE nepen
KaXIbIM HCMONb3OBaHHEM /IS PECYCNEHAMPOBAHHSA TMNapaMarHHTHBIX MHMKPOYAacTHL COAECPXKHMOE
KapTpHJDKa Clle/lyeT TUIATebHO MepeMELATh TOA BU3YaTbHBIM KOHTpOJIEM, H36eras nenoobpa3oBaHus U
BBITIECKHBAHHUSA XXUAKOCTEH.

8.8. JlonyckaeTrcs XpaHeHue KapTpuka Ha 6opTy npubopa B TeueHHe 1 Mecsia o JHsA BCKPBITHA
MEPBHYHON YNaKOBKH.

9. TAPAHTHUUHBIE OBA3ATEJIbCTBA
[apanTHitHBIA CPOK rogHOCTH Habopa 12 MecsLeB oT maThl npou3soacTea. HabGop npeanasHayueH
JUIS OJHOKPATHOTO NIPUMEHEHHS U HE TOUIEXHT PEMOHTY H 00C/Ty)KHBaHHIO.

N
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«MagnoLIA TCIMIr»

10, BE3OMACHAA YTUNTN3ALNA
Mpu ncnonb3oBaHMKM Habopa ob6pasyroTca OTXoAbl KnaccoB A u b, KOTopble YyTUAM3NPYHOTCA
B cooTBeTCcTBUM € CaHlMunH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

Tabnuua 2
Knacc
OTxoabl
0nacHocTH
BTopuuan (rpynnosas) Kopo6ka 13 MOHOKapToHa
yNaKoBKa OTxoAbl
JkcnnyaTaunoHHas NHCTPYKLUMSA N0 NPUMEHEHNIO Knacca A
AOKYMeHTauus MacnopT
MepBuuHas yNaKosKa KapTpuax, co,qepmasmmﬁ/x{wpoqacmubl N KOHbIOTAT
Bce KOMMNOHeHTBbI Habopa, KOHTPO/IbHbIE MaTepuansl,
pacxofHble
Apyrve KOMNOHEHTbI maTepuanbl U peareHTbl, KOTOPble KOHTaKTMpPOBanu ¢ OTxogbl
obpasuamm BO Bpemsi 06paboTKN, XpaHEHUA Unn Knacca b
aHanusa

He ncnonb3oBaHHble
KOMMOHEHTbI C UCTEKLLUM
CPOKOM TOAHOCTU

KapTpnax, cogepxalinii MMKpoyacTuLbl 1
KOHblOraT A*

11. NH®OPMALINA O MPON3BOANTENE

Mo Bonpocam KayecTBa MW «Habop peareHTOB ans KOMMYECTBEHHOTI O
NMMYHOXEMUTIOMUHECLLEHTHOTO onpegesieHns rnobynnHa, cBA3bIBalOLLEro NosoBble ropMoHbl FCII
«MagnoLIA TCMI», no TY 21.20.23-661-98539446-2023» o6pawatbcas B OO0 «KomnaHus Asnkop
Brno» no agpecy: 192148, r. CaHkT-MeTepbypr, XXenesHoAopoXHbIA npocnekT, a. 40, nuT. A, Ten/dakc:
8(812) 677-8779, TenepoH «ropsyei nuHmun»: 8-800-234-37-79.

12. CMMBO/JIbl, UCIMOJIb3YEMbIE HA STUKETKAX

MegununHckoe nsgenne ons V CogepXnmoro fLocTaTovyHoO Ang
1VD L
ANArHoCTMKK in Vvitro npoBefeHns N TecToB
REF Homep no katanory .,-I OcTopoxHo!
1o t| Kog naptun (Homep cepun) Mcnonb3oBaTh [0
m | M3rotoBuTENb X Mpepen Temnepatyp
@ [laTa n3roToBneHus Bronoruueckunii puck
Ob6paTtntech K MHCTPYKLMN NO
P PyKL bepeub oT Barun
NPUMEeHeHUo
He gonyckaTb BO34eincTBUS
Bepx
LR CO/IHEYHOTrO CBeTa

NHCTpyKUmMA paspaboTaHa B cooTBETCTBUM ¢ TY 21.20.23-661-98539446-2023.
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NPOLWNTO, NPOHYMEPOBAHO, CKPEM/IEHO NeYaTbHo
) nuet_A

Brno»
MonbiHUEB
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OO0 «KomnaHunsa Ankop bro»

r. CaHkT-[eTepbypr, XXenesHoAopoXHbIin np., 4. 40, nmT. A

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

MACIOPT Ne EOOS3

Habop peareHTOB A4/19 KO/IMYECTBEHHOIO0O MMMYHOXEMUTIIOMUHECLEHTHOTO
onpegeneHna rnobynnHa, cCBA3bIBalOWEro nNonoBbie rOpMoHbl FCIT
«MagnoLIATCINI», no TY 21.20.23-661-98539446-2023

Kat. Ne 1300001

BHewwHWIA BUA U

HanmeHoBaHWe peareHTa
(hopmMa BblIMycKa

KomnnekTtayusa

KomMnneKT noctaBKU
MenkogncnepcHsblii
0CafloK KOPMYHEBOTO
LBeTa, NepexoaaLLni

MapamarHuTHble 1 KapTpuax
B CyCNeHAMpOBaHHOe
MUKPOYacTULbI C (cooTBeTCTBYIOLLY
COCTOSIHME NpK .
NMMOOUIN30BAHHbIMM BCTDAXUBAHIM B mit OTCEK,
aHTutenamn K F'CMNr (MY) P o 17,5 mn)
npo3payHoin
6ecLBEeTHO
XNAKOCTK
1 KapTpuax
KoHstorat aHtu-IrCrir c lMpo3payHan (cooTBeTCTBYHOLY,
aKpUAMHOBOW MeTKOW (A%*) 6ecuBeTHAs XXUAKOCTb ne 2 oTCekKa,
20 mn)
MacnopT 1 wrT.
WHCTPYKLMA N0 NPUMEHEHUIO 1 wr.

[MapameTpbl KOHTPO/IS KauecTBa

HanmeHoBaHWe KOHTPOIMPYEMOTO

Hopwma
napameTpa

AHanutunyecknin curHan Kanmbparopa 4,

partop 200 000
OTH. CBET, efl., He MeHee
COOTHOLLEHME aHaIMTUYECKUX CUTHAN0B

Bi<B2<B3<B4

Kanubpatopos
HomunHanbHoe 3HaueHne Kannbpatopa 2, 10
HMONb/N
HomunHanbHoe 3HayeHne Kanunbpartopa 3, 25
HMONb/N
OTKNOHEHME KOHLEeHTpauum
Kannbpatopa 2 n Kanubpatopa 3 ot + 15

HOMWHa/bHOTO 3Ha4YeHWA, NMPOLEHT

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Cepusa Ne EOO3 dopmmposaHue Ne 1 Konudectso 100 wir.

CootBeTcTBME
Cepus KOHTpPO/IN-
peareHTa pyemoro
napameTpa
EQCO3 COOTBETCTBYET
EOC3 COOTBETCTBYET

3HayeHne KoHTpoONmpye-
MOro napametpa*

COOTBETCTBYET
COOTBETCTBYET
H/A

H/A

COOTBETCTBYET

Crp. 1mn32



KapTpuax (cooTBeTcTBYOLWNE
OTCeKM cneymanm3npoBaHHOro
KapTpuaxa u3 noivMatuieHa
HW3KOro AaBNeHns COOTBETCTBYET
3anasHHbIMU OTBEPCTUAMMU).
STUKETKN U3 NIEHTbI KNeeBo
Ha 6YMa)KHOW OCHOBE

*[laHHble aTTecTauMyM NpPuU COBMECTHOM ucnonb3oBaHUn ¢ MU «Kanunbpatopsl MagnoLIA TCIMIM»,
cepua Ne EOQS.

[arta nsrotosneHusa Habopa «10» mapTa 2023 T.

CpoK rogHocTn Habopa Ao «10» mapTa 2024 .

Ycnosua xpaHeHusa +2...+8 °C

Ycnosua TpaHcnopTupoBaHus +2...+8 °C. lonyckaeTca TpaHCNoOpTMpoBaHue Habopa npu Temnepartype
o +25 °C He 6onee 15 cyToK, B TOM yucnie npu temnepatype +37 °C He 6onee 1 cyToK

TONbKO AnA ANATHOCTUKUW IN VITRO

[na npotheccnoHanbLHOro NpUMeHeHus
Habop cooTBeTCTBYET

TY 21.20.23-661-98539446-2023
PYNb

BoinonHun yweHbknHa A.T, Mposepun Kasap

f{H1 " HbIW iswworTr

000 eKOoMU*»"» XA*0N*®*
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00O «KomnaHuna Ankop bro»
r. CaHkT-lleTepbypr, XKenesHoaopoXkHbIn np., 4. 40, nuT. A
TenedoH/pakc: (812) 677-87-79

MACITOPT Ne EO004

Habop peareHTOB A/ KO/INYECTBEHHOITO0 MMMYHOXEMU/TIOMUHECLLEHTHOTO
onpegeneHnsa rnobysnmMHa, CBA3bIBaOWEro nonosbie ropMoHbl FCIT
«MagnoLIA I'ClIr», no TY 21.20.23-661-98539446-2023

KaT. Ne 1300001 Cepusa Ne EO04 ®dopmuposaHue Ne 1 Konudectso 100 wr.

CooTBeTcTBIE
BHewHwniA Bug un Cepus KOHTPO/IN-
HanmeHoBaHuWe peareHTa Komnnektauns
(hopma BbInycka peareHTa pyemoro
napameTpa
KoMNAeKT nocTtaBku
MenkogncnepcHsblii
0CafloK KOPUYHEBOIO
BeTa, NepexoasLyuii
MapamarHWTHble n PEXOAAIL 1 KapTpuaX
B CyCNeHAMpOBaHHOe
MUKPOYacTULbl C (cooTBETCTBYHOLY,
COCTOsIHUE NpU - E004 COOTBETCTBYET
UMMOOUIN30BAHHBIMU BCTDSAXMBAHN. B M oTcek,
aHTuTenamun Kk FCMAI (MY) P o 17,5 mn)
npo3payHoin
6ecLBETHO
XUAKOCTK
1 KapTpunax
- COOTBETCTBYIO
KoHblorar aleM FCI‘VIF o [MpospayHan ( yiou, £004 COOTBETCTBYET
aKpUaMHOBOIN MEeTKON (A*) 6ecLBeTHas XXNAKOCTb ne 2 0TCeKa,
20 mn)
MacnopTt 1 wr.
WHCTPYKLMS NO NPUMEHEHUTO 1 wr. - -

I‘Iapawlepr| KOHTPOJIA Ka4yeCTBa
HanmeHOBaHMe KOHTPOMMPYEMOro Hopwma 3HayeHue KOHTponnpye-
napamerpa MOro napameTtpa*
AHanuTtuyecknin curian Kannbépatopa 4,

200 000 COOTBETCTBYET
OTH. CBeT, ef., He MeHee
COOTHOLLEHME aHa/IMTUYECKUX CUTHAJIOB Bi < Br < B3 < B4 COOTBETCTBYET
Kanuépatopos
HomunHanbHoe 3HavyeHue Kannbpartopa 2, 10 Wi
HMO/b/N
HomunHanbHoe 3HavyeHne Kannbpartopa 3, o5 Win
HMONb/N
OTKNOHEHWEe KOHLUEeHTpauuu
Kanvnbpatopa 2 n Kannbparopa 3 ot + 15 COOTBETCTBYET

HOMWHa/IbHOI0 3Ha4YeHnsd, NPOLUEHT

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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KapTpuax (cooTBeTcTBYHOLWME
OTCEKM cneuunann3mpoBaHHOro
KapTpuaxxa u3 nonmatuneHa
YnakoBKa ¥ MapK1MpoBKa HW3KOro AaBneHns ¢
3anasiHHbIMK OTBEPCTUAMM).
DTUKETKN U3 NEHTbI KNeeBOi
Ha 6yMaXKHOI OCHOBE

*[laHHble aTTecTauuMM Npu COBMECTHOM Mcnonb3oBaHMKM ¢ MW «Kanmbpatopbl MagnoLIA TCIIM»,
cepus Ne EQ04.

[ata nsrotosneHnsa Habopa «14» mapTa 2023 .

Cpok rogHocTu Habopa g0 «14» mapTta 2024 T.

Ycnosus xpaHeHusa +2...+8 °C

Ycnosua TpaHcnopTupoBaHus +2...+8 °C. lonyckaeTcs TpaHCNOPTUPOBaHMe Habopa Npu Temnepartype
[0 +25 °C He 6onee 15 cyToOK, B TOM yucne npu temnepatype +37 °C He 60nee 1 cyToOK

TONMBbKO Ann ANATHOCTUKN IN VITRO

[ns npoeccMoHanbHOro NPUMEHEHNS
Habop cooTBeTCTBYET

TY 21.20.23-661-98539446-2023

PY Neo

BoinonHun yweHbKuHa A.l.

fOQRI
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OO0 «KomnaHunsa Ankop bno»
r. CaHkT-IMeTepbypr, XXene3HoA0POXHbIW Np., 4. 40, uT. A
TenedoH/pakc: (812) 677-87-79

MACTITOPT Ne EOO3

Habop peareHTOB A1 KOJIMYECTBEHHOTO MMMYHOXEMUTIOMUHECLLEHTHOTO
onpeaesieHns rnobysmMHa, cBSA3blBalOWEro NonoBble ropMoHbl FTCIMT
«MagnoLIATCII», no TY 21.20.23-661-98539446-2023

KaT. Ne 1300002 Cepua Ne EOO3 ®opmupoBaHme Ne 1 Konnyectso 100 wr.

CooTBeTCTBiAE
BHewHwniA BUA 1 Cepus KOHTPONU-
HanmeHoBaHMe peareHTa KomnnekTtauus
(hopmMa BblMyckKa peareHTa pyemoro
napametpa
KomMnnekT noctaBku
MenkoaucnepcHbIi
0CafloK KOPUYHEBOTO
BeTa, NEpPexoasilnii
MapaMarH1THbIE 4 PEXOAALL 2 KapTpugxa
B CYyCNeHAMPOBaHHOE
MUKpOYaCTULbl C (cooTBeTcTBYHOLY,
COCTOAHME NpwU o EOC3 COOTBETCTBYET
NMMOOGUNIN30BaHHbIMU BCTDAXVBAHMA. B WA OTCeK,
aHTuTenamun Kk FCMAr (Mu) P o 17,5 mn)
npo3payHom
6ecuBeTHOIA
XNAKOCTK
2 KapTpugxa
KoHbtorat aHTu-rCrir c lMpo3payHas COOTBETCTBYH
o o Po3p ( you EOQO3 COOTBETCTBYET
aKpUANHOBOW MeTKOW (A*) 6ecuBeTHas XNAKOCTb ne 2 0TCeKa,
20 mn)
MacnopTt 1wr.
WVHCTPYKLUMA NO NPUMEHEHUIO 1wr.

[MapameTpbl KOHTPOA KadecTBa
HanmMmeHoBaHMe KOHTPONMPYEMOTO Hopma 3HaueHne KoHTponupye-
napameTpa MOro napametpa*
AHanutnyecknin curian Kannbépatopa 4,

200 000 COOTBETCTBYET
OTH. CBeT, ef., He MeHee
COOTHOLLEHNE aHaIUTUYECKMX CUTHANOB B1<B2<B3<B4 cooTBETCTBYET
Kanmbpatopos
HomuHanbHoe 3HavyeHne Kannbpartopa 2, 10 Win
HMO/b/N
HomunHanbHoe 3HayeHne Kanubpartopa 3, o5 Win
HMONb/N
OTKNOHEHME KOHLUEeHTpauuu
Kannbépartopa 2 n Kanmépartopa 3 ot + 15 COOTBETCTBYET

HOMWHaNbHOI0 3Ha4eHNA, NPoLeHT

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KapTpumxu
(cooTBeTCTBYHOLLME OTCEKU
cneuunanu3npoBaHHoro
KapTpuaxa u3 noimatuieHa
HW3KOro AaB/IEHNA C
3anasHHbIMY OTBEPCTUAMM).
STUKETKUN U3 NIeHTbl K/1eeBoil
Ha 6YMaHO OCHOBe

YnakoBKa 1 MapKnpoBeka COOTBETCTBYET

*[laHHble aTTecTauum nNpu COBMECTHOM Mcnonb3oBaHMKM ¢ MU «Kanubpatopbl MagnoLlA TCMIM»,
cepus Ne EOQ3.

[arta nsrotosneHunsa Habopa «10» mapta 2023 T.

Cpok rogHocTn Habopa fo «10» mapTa 2024 r.

Ycnosus xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2.,.+8 °C. [lonyckaeTcs TpaHCNopTUpoBaHMe Habopa npu Temnepartype
[0 +25 °C He 6onee 15 cyToK, B TOM Yucne npu temnepatype +37 °C He 60/siee 1 cyTOK

TONMbKO AnA ANATHOCTUKN 1IN VITRO

[na npodeccrmoHanbHOro NpYMeHeHns

Habop cooTBeTCTBYET

TY 21.20.23-661-98539446-2023 KomnaHua\M\\
PY Ne

BoinonHun yweHbkuHa A.l. MpoBepun KasapuH

Y HepnnbHbl!  anpTOr
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OO0 «KomnaHunsa Ankop bno»

r. CaHkT-leTepbypr, >KenesHoaopoXHblin np., 4. 40, nut. A

TeneoH/akc: (812) 677-87-79
MACITOPT Ne EO04

Ha6op peareHToB gada Koaim4eCctBeHHOro MMMYHOXEMUITIOMUMUHECLEHTHOTO

onpegeneHns rnobynnHa, cBA3bIBalOLWEro nNosioBble ropMoHbl FCIT
«MagnoLIATCII», no TY 21.20.23-661-98539446-2023

Kat. Ne 1300002 Cepusa Ne EO04 ®opmuposaHme Ne 1 Konmyectso 100 wr.

BHewHWiA BUA 1

HanmeHoBaHWe peareHTa
(hopma BblIMyckKa

Komnnekrauymsa

KoMMMeKT noctaBku

MenkoancnepcHblii
0Cafj0K KOPUYHEBOTO

BeTa, NepexoasLLmnii
MapamarHUTHble 4 pexoAAL 2 KapTpuaxa
B CyCMeHANPOBaHHOe

MUKpPOYacTULbl C (cooTBeTCTBYHOLL
COCTOSIHUE NpK .
MMMOGUIN30BAHHbIMY uin OTCeK,

aHTutenamu k FCMNr (M4) BCTPAXVIBAHWV, B 17,5 mn)

npo3payvHoil
6ecuBeTHON
XUNLKOCTK
2 KapTpuaxa
KoHbtorat aHtu-IrCrir c lMpo3payHasn (cooTBeTCTBYHOLLY,
aKpuAnMHOBOM MeTKol (A*) 6ecuBeTHas XUAKOCTb ne 2 oTceka,
20 mn)
MacnopTt 1w,
WHCTPYKUUA MO NPUMEHEHUIO 1w,

MapamMeTpbl KOHTPO/IS KayecTBa

HanmeHOBaHWe KOHTpO/IMpPyemMoro
napametpa
AHanutnyecknin curHan Kanméparopa 4,

OTH. CBeT, efj., He MeHee

COOTHOLLEHMNE aHANUTUYECKUX CUTHAMNOB
Kanmépatopos

HomuHanbHoe 3HauyeHne Kanmbpatopa 2,
HMONb/N

HomuHanbHoe 3HayeHne Kannbpartopa 3,
HMONb/N

OTKNOHEHME KOHLEeHTpaLmu
Kanunbpatopa 2 u Kannbpatopa 3 ot
HOMWHANbLHOTO 3HaYeHUA, NPOLEHT

Hopma
200 000
Bi < Br<B3< B4
10

25

I+

15
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CooTBeTCTBUE
Cepus KOHTpPO/N-
peareHTa pyemoro
napamerpa
E004 COOTBETCTBYeET
EO004 COOTBETCTBYET

3Ha4yeHne KOHTpONUpye-
MOro napametpa*

COOTBETCTBYET
COOTBETCTBYET
H/A

H/A

COOTBETCTBYET

Crp. 1mn32



KapTpumxu
(cooTBeTCTBYIHOLLME OTCEKU
creLmanmMsMpoBaHHOro

KapTpupxXa n3 NonN3aTuneHa
YnakoBKa U MapKMpoBKa PTPUA COOTBETCTBYET

HWU3KOr0 aBNeHunst C

3anasHHbIMY OTBEPCTUAMM).

ITUKETKMN 13 NIEHTbI KNeeBol
Ha 6YMaXxHO OCHOBe

*[laHHble aTTecTauuy Npu COBMECTHOM ucnosb3oBaHum ¢ MU «Kanubpatopsl MagnoLIA TCMIM»,
cepusa Ne EQ0A4.

[ata nsrotosneHnsa Habopa «14» mapTa 2023 T.

Cpok rogHocTu Habopa fo «14» mapta 2024 .

Ycnosus xpaHeHusa +2,..+8 °C

Ycnoeusa TpaHcnopTuposaHus +2,.,+8 °C. lonyckaeTcq TpaHCNOPTUPOBaHMe Habopa npu Temneparype
[0 +25 °C He 60nee 15 cyTokK, B TOM yuc/ie npu Temnepatype +37 °C He 6onee 1 cyTokK

TONbKO And ANATHOCTUKN IN VITRO

[na npoeccnoHansHOro NpUMeHeHus
Hab6op cooTBeTCcTBYET

TY 21.20.23-661-98539446-2023

PY Ne

BoinonHun AyweHbknHa Al MpoBepun KasapuH

10
[<oxBPABHbIL NiiPHFOP

QO ADAKOH| M,
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