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UHCTPYKLIHA 110 [TPUMEHEHHIO
MeAHIMHCKOro H3JeHs AJISi AHATHOCTHKH in vitro
«Ha6op peareHToB 4,18 KOJIH4E€CTBEHHOr0 HMMYHOXEMH/IIOMHHECUEHTHOIO
onpeaesenus npoirakTtuna «MagnoLIA IIpoaaxkTus»,

no TY 21.20.23-590-98539446-2022»

1. HA3ZHAYEHHE
1.1.  «Ha6op peareHTOB AN KONHYECTBEHHOTO HMMYHOXEMHIIOMHHECLIEHTHOTO ONpeae/eHHA

nponaktuHa «MagnoLIA INponaktun», no TY 21.20.23-590-98539446-2022» (manee «MagnoLIA
[ponakTHH») npeaHa3HayYeH JUis KOJIMYECTBEHHOrO ONpeleNeHHs NMpOJakKTHHA B CBIBOPOTKE H IIa3Me
KpOBH (HaTpHeBafA CONb TeNapHHa, NTHTHEBas CONMb renapuHa, KamueBas conb DATA (K3DTA))
4eloBeKa METOAOM XEMHJIIOMHHECIEHTHOrO HMMYHOAQHa/IH3a Ha NapaMarHHTHRIX MHKpOYacTHLIax ¢
HCNONIb30BaHHEM aBTOMaTHYeCKOro ananu3aropa «MagnoLIA».

Ha6op «MagnoLIA Ilponaktna» npeaHasHaueH JUIA HCNONB30BAHHA COBMECTHO C MEHLIMHCKUM
usgenveM  (manee MMH)  «Kamubpatopm — MagnoLIA IMponaktun»  w/unn  «KoHTponn
MagnoLIA Tlponaktuny.

1.2. TponakTHH ABiseTCA NOJMMAENTHIHBIM IOPMOHOM TFHIIO(U3APHOrO NMPOMCXOXKACHHSA C
MoJekynspHo# Macco#t okono 23 000 [Jla. VY xeHIIMH NpH rHNEpNpOJaKTHHEMHH MOXET OTMEYaThCs
rajlakTopes, aMeHopes HJIH pAfl APYTHX HapylIEeHH# MEHCTPYAIbHOIO LIHKJIA, B TO BPEMA KaK MY>XYHHBI
MOTYT cTpajiaTh norepeit nubuao umM umnoreHuueld. U3mepeHne KOHUEHTPALHH LMPKYJIHPYIOLIEro
NpoJIaKTHHA BAXKHO KaK MepBHYHBIA TecT Ha 6ecrutoaue.

[NaTonorudeckas TrHNEpNpOaKTHHEMHMS HMMEET MECTO TNpPH THUMNOTHPEOHAM3ME, INOYEYHOI
HEZIOCTATOYHOCTH M Y JIMIL C CEKPETHPYIOIIEH NPONaKTHH OMYXOJblo runodu3a — nposaKTHHOMOIA.

13KBHBANEHTHOCTL O6pa3LOB CHBOPOTKH M MUIa3Mbl KPOBH YENOBEKa, CoAepXallel aHTHKOAryasHTH (HaTpHeBas CONb
renapMHa, JUTHEBasA Coib remapuHa, kanuepaa conb IJATA (K;3ATA)), noarepkaeHa Ha 25 ofpa3uax Kaxaoro BHiaa
AHTHKOAry/AHTA C Pa3HWMH KOHUEHTPAUHAMM NPOJIAKTHHA B aHAJTH3€ [IPH HCNonb3oBaHKUH HaGopa «MagnoLIA TponakTun».

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHIA W PETMCTPALIMI MERHLMHCKUX H3ENHiA



«MagnoLIA TMponakTnH»

®131M0N0TNYECKOEe MNOBbILEHNE YPOBHA NPONaKTMHAa MMEET MecTO BO Bpemsi GepeMeHHOCTH,
nakTauuu, cHa u npu U3NYeCcKoM 1 3MOLIMOHANLHOM CTpecce.

1.3. ®dyHKUMOHanbHOe Ha3HayeHne MW «MagnoLIA T[lponakTUH» NApU COBMECTHOM
npumeHeHnn ¢ M «Kannbpatopsl MagnoLIA MponakTnH» n/vnn «Kontponn MagnoLIA MponakTuH»
- KO/IMYeCTBEHHOE onpejesieHne KOHLUEHTPaLUM NponakTUHa Npu AMarHocTuke 3abosieBaHuii NONOBbIX
Xesne3 y 060u1x rnosnos.

1.4, O6nactb npumeHeHus Habopa - KAMHUYecKas nabopaTopHas ANArHOCTUKA.

15. Habop npefHasHayeH TONbKO [AN1S AWArHOCTUKM in Vitro, Ans nNpodeccuoHanbHoro
MPUMEHEHUA  MNEPCOHANIOM, WUMEKLWNUM  KBaIMPUKALMIO AN BbINOJSIHEHUA  AMArHOCTUYECKUX
nccnefoBaHuid in vitro B pesynbTarte cneuunanbHoro obpasoeaHus u obydeHus. VccnepgoBaHusa moryT
BbIMOIHATL CNeLnanncTbl He MOJIOXe, 18 1eT € BbICLUUM U CPEAHUM MESULMUHCKUM, 6UONOrNYECKUM UK
MHbIM 06pasoBaHuem (Bpad KAJ1, 6uonor, MeguuMHCKNIA TEXHONOT).

WccnegoBaHus npoBOAAT B KNMHUKO-ANArHOCTUYECKMX nabopaTopusax, 061acTHbIX, FOPOLCKUX
WM PaioHHbIX, FOCYAAPCTBEHHbIX UM YaCTHbIX 60nbHULAX 1 ApyTrux J1MY.

1.6. Ha6op «MagnoLIA MponakTnH» He MMEeT NPOTUBONOKa3aHWN K MPUMEHEHMUIO.

1.7. Habop npeaHasHayeH Ana o6cnefoBaHUA BCeX rPynn HaceneHus nwboro sospacta 6es3
rpagaumm no femorpayeckoMy unv nonynsaunoHHOMY Npu3Haky.

2. XAPAKTEPUCTUKA HABOPA

2.1. MpuHUnN gencTens

2.1.1. AHanus

B Habope «MagnoLIA MponakTnH» UCNONb30BaH OAHOCTAAUMHBLIA  «CIHABUY»-BapUaHT
TBepAO(a3HOro MMMYHOXEMWUIIOMUHECLEHTHOrO aHanus3a. [Ons peanus3ayumm 3700 BapuaHTa
MCMNONb30BaHbl [iBa MOHOK/IOHA/MbHbIX aHTUTeNa C Pas/IM4yHON INUTOMHOW CNeUnPUUHOCTBI0 K
nponakTuHy. OAHO ©3 HUX MMMOOGWMNM30BaHO Ha TBepAoi (hase (MOBEPXHOCTb MNapaMarHUTHbIX
MWKPOYaCTUL,), BTOPOE KOHBIOIMPOBAHO C aKpPUAMHOBON METKON. [pucyTcTBYHOWMIA B nccnegyemom
obpa3sue NponakTUH crneunduruyeckn CBA3bIBAETCA C aHTUTeNamMm, HaXo4AWMMUCSA Ha TBepaol ase. Bo
BpemMs WHKybauunm O[HOBPEMEHHO MPOUCXOAUT MMMOOGUNM3aUMA MPONaKTUHA, CcCofepxKallerocs B
nccnegyemom obpasue, 1 cBA3bIBaHWe 06pa30BaBLUEroCcs KOMMeKca C KOHbHraTom.

AHanu3 npoBoAWTCA Ha aBTOMaTM4yeckoM aHanusatope «MagnoLIA» (npoussogutens OO0
«KomnaHua Ankop Buo», Poccus). KomnoHeHTbl Habopa «MagnoLIlA TponakTuH» (napamarHuUTHbIe
MMKPOYACTULbI, KOHBIOTAaT aHTU-MPONIAKTUH C aKPUAUHOBOM METKOi), KanmbpaTtopbl U/MAK KOHTPOAN 1
nccnegyemble 06pasiubl CbLIOPOTKN UM NNa3Mbl KPOBU YeNOBEKA JO3MPYHOTCA B PeaKLMOHHbIE KIOBETHI
npubopa. NMocne MHKybaunmn KOBETbI NOMELLAIOTCA B MarHUTHOe None 418 NPOMbIBKM MUKpoYacTuy, u
yAaneHuss KOMMOHEHTOB peakLMOHHON cpefbl, He CBfA3aBWMXCA C TBepfoin asoi («bydep Wlx,
npounssoautens OO0 «Komnauus Ankop buo», Poccus). Mo OKOHYaHMKU aHanmsa, nocsne NpPOMbIBKMU,
KIOBETa MnepemellaeTcs B 6/10K CUMTbIBAHWUA, U B HEe aBTOMATMYECKU Ao3upyloTca «[lpeTpurrep» u
«Tpurrep» (npounssogutens OO0 «KomnaHus Ankop buo», Poccus). Mpu OKUCNEHUM MeTKM Mog
[encTBMEM TPUITEPOB MPOUCXOAUT U3NyyYeHUe (HOTOHOB, KOTOpPOe (IMKCUPYeTCA BCTPOEHHbIM
XeMUTIOMUHOMETPOM. VIHTEHCMBHOCTb CUTrHana, U3MepeHHas B OTHOCUTE/IbHbIX CBETOBbLIX eAUHMULAX
(relative light units, RLU), npsmMo nponopuMoHanbHa KOHLUEeHTpaunum nponakTuHa.

AHann3atop caMoCTOATe/IbHO BbINOJIHAET Clefytouime AeiCTBUS:

* BHOCUT B PEAaKLUWOHHYI0O KIOBETY CYCMeH3M0 napaMarHMTHbIX MWUKPOYacTuL, KOHbIOrat C
aKpUAMHOBOW MeTKOIA;

* BHOCUT B MHKYOaLNOHHYIO cpeay 25 MK obpasya/kanmbpaTopa/KOHTPONS;
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«Mas8noblA TponakTnH»

* UHKYOMpPYeT 3amnofIHEHHYI peakuWOHHYK KloBeTy B TeyeHue 10 muHyT npu +37 °C ¢
nepuoanyecKnM nepeMeLLuBaHNEM;

* MPOMbIBaeT NPOMbIBOYHbIM PaCTBOPOM PEaKLUMOHHYIO KIOBETY W CYCMEH3MK0 NnapaMarHUTHbIX
MUKpOYacTuL;

e fo6aBnsfeT K Mukpodactuuam [petpurrep u Tpurrep U (QUKCUPYeT YPOBEHb CUTrHana
XeMUNIOMUHECLEHLMN;

* NH(OPMUPYET O NOSYYEHHOM pe3ynbTaTe.

2.1.2. Kannbposka

3HayeHNs CUTHaANIOB  XeMUKOMUHECLEHUUM B  KIOBETax, cofepxawux KanvbpaTopbl
(«Kannbpatopbl MagnoLIA MponakTuH»”®, npounssogutens OO0 «KomnaHus Ankop buo», Poccus),
MCNOMb3YIOTCA B KayeCcTBE OMOPHbIX TOYeK. C NMOMOLLbIO faHHbIX TOYEK NMPOUCXOLUT KOPPEKTMPOBKA
KanmbpoBOYHOro rpaguka, 3aKogMpoBaHHOrO B NamMATWM npubopa. Ha 0OCHOBE MPUHATOrO
KanmbpoBOYHOTO rpamnka pacCUnTbIBAETCA KOHLEHTPaLUsA NponakTuHa B aHan3npyemMbix 06pasLax.

2.1.3. KoHTponb KayecTBa

KoHUeHTpayms NnponakTuHa, onpejeneHHas B KOHTPONbHbIX MaTepuanax («<KoHTponn MagnoLIA
MponaktuH», npoussogutens OOO «Komnanua Ankop Buo», Poccud), Ao/mkHa mnonagats B
JONYCTUMbBIA fMana3oH OnpejeneHns, yKasaHHbIi B NacrnopTe W 3aKOAMPOBAHHbIA B LUTPUX-KOZE.
[aHHble 3Ha4yeHUs KOHLUEHTpauuid WMCNoNb3YHTCA B PYTMHHOM KOHTPO/ie KayecTBa aHanusa [Ans
NOATBEPXAEHWNS NPABUIbHOCTU BbIMNONHEHUS U3MEPEHWNIA.

2.2. CocTaB 1 KOMMneKTauma Habopa

B coctaB Habopa «MagnoLIA MponakTuH» BXOAAT cCnefyoluine KOMMOHEHTbI, pasMeLleHHble B
pa3HbIX OTCEKax creymnann3mpoBaHHOro KapTpumka®, MapkmposaHHOro «MagnoLIA MponakTuH»:

- napamMarHMTHble MUKPOYaCTULbl C UMMOOMIN30BAHHBIMW MOHOK/OHAIbHbIMW aHTUTeNaMUn K
nponaktuHy (M4). CycneHsusa, 12,5 M, 0TCEK KapTpuaXa;

- KOHblOraT aHTU-NPONAKTUH C aKPULMHOBOM MEeTKOM (A*). XXNAKOCTb, 5 M/, OTCEK KapTpuaxa.

Habop BbINycKaeTca B ABYX BapuaHtTax wucnonHeHus. KapTpugx «MagnoLIA TponakTuH»
paccuntaH Ha 100 onpegeneHunii (cm. Tabnuyy 1) npy MCNoNb30BaHWM BCEro 06bema OCHOBHbIX
KOMMOHEHTOB O4HOBPEMEHHO.

Tabnnua 1
BapnanT Konuyectso Konuuectso
NCNONHEHNA, . o
Kart. Ne OfipeAeneHn KAPTPUAXEN «MagnoLIA lMponakTuH»
1040001 100 1
1040002 200 2

B komniekT noctaBkn Habopa «MagnoLIA TponakTuH» BXOAAT: HAOOP peareHToB, MHCTPYKLUA
no NpMMeHeHunto, nNacnopT.

3. AHATNTUYECKUWE N ANATHOCTUYECKUMNE XAPAKTEPUNCTUNKN

3.1.  AHanuTnyeckasa 4yBCTBUTENbHOCTb, HUXKHME Npeaenbl N3MepeHns

AHannTnyeckas 4yBCTBUTENbHOCTL Habopa «MagnoLIA lMponaktuH» B cooteeTcTBuUn ¢ FOCT P
51352-2013 coctasnseTt 2 MME/n (0,094 Hr/mn).

AKannbpatopbl, BXogAwme B Habop, aTTecToBaHbl N0 MexayHapoLHOMY pethepeHcHoMY npenapaty WHO 83/573.

TabapuTHble pasmepbl kapTpumpka (ALLUB) :170MMx17,5MM><49,8MmM.
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OnpegeneHne HMWKHUX Mpeaenos nsMepeHns Habopa «MagnoLIlA TponakTUH» NPOBOANIOCH B
COOTBETCTBMU C MOAMMPULUPOBAHHLIM NpoToKonom EP17 CLSH.

Mpepen (nopor) «xonoctoi» npobbl (LoB) cooTBETCTBYET KOHUEHTPALUMK, HMXKE KOTOPOR C
BEPOATHOCTbLIO 95 % 6yayT 06HapyXeHbl NPO6LI, He coaepxKalime NponakTUH. LoB Habopa «MagnoLIA
MponaktuH» coctasnset 5 MME/n (0,235 Hr/mn).

Mpepgen (nopor) o6Hapy>xeHusa (LoD) cOOTBETCTBYET MUHUMa/bHOW KOHLEHTPaLUN NpoNakTuHa,
KOTOPYI MOXHO 06HapyXUTb (3HayeHue Bbile npegena (Mopora) «X0n0cTon» Npobbl C BEPOSTHOCTbLIO
95 %). LoD Habopa «MagnoLIA lMponakTuH» coctaenset 9,7 MME/n (0,456 Hr/mn).

3.2. AHanutmyeckas crneynpuru4yHoCTb

OnpegenseTca Kak CNoCO6GHOCTb Habopa 06HapyXuMBaTh NULIb TOT aHaNWUT, AN KOTOPOro OH
npefHa3HayeH, B NPUCYTCTBUM APYTUX BEIMUMH, NPeLCTaBeHHbIX B Npobe.

VHTepthepeHUmMsa. Y CTaHOBNEHO B COOTBETCTBMU C MOAUPUUMPOBaAHHLIM NPOTOKoNoM EPO7 u
EP37 CLSI'*, 4To noBbILEHME KOHLeHTpauuu remornobuHa go 10 r/n, 6unupy6buHa (KOHBHOTMPOBaHHOIO)
0O 475 MKMONb/fA, 6unmpybuHa (HEKOHBLIOTMPOBAHHOrO) A0 684 MKMOnb/n, Tpurauuepwupos o 17
MMO/Ib/N MU CbIBOPOTOYHOIO afibbyMuHa Ao 60 r/n B npob6ax He OKa3blBaeT HEFraTUBHOIO BO3ENCTBUSA
Ha pe3ynbTaTbl aHanM3a Mpu WUCNonb3oBaHuUM Habopa «MagnoLlA TlponakTuH», HO He cnegyert
MCMONb30BaTb FEMOIM3NPOBAHHbBIE NN MYTHbIe 06pasLbl.

Hannune aHTUKOArynsHToB (HaTpveBas CoJfib renapuHa, IMTUEBas COJib renapuHa, Kannesas cosb
SATA (K33A4TA)) B npobax He OKasblBaeT HEraTMBHOrO BO3[AENCTBMA Ha pe3ynbTaTbl aHann3a npu
ncnonb3oBaHUKM Habopa «MagnoLIA TMponakTuH».

MepekpecTHas peakTUBHOCTb. Hannuuve nepekpecTHbIX peakuuil B obpasuax, Cogepxalynx
NMoTeHUMaNbHbIe KPOCC-peakTaHTbl: FOPMOH pocTa U NnaleHTapHbI NaKTOreH, He BbISIB/IEHO.

3.3, XYK-3(h(PCKT BbICOKMX KOHLEHTpaLmnii

B Habopax peareHTOB, OCHOBaHHbIX Ha «C3HABUY»-NMPUHLMME aHanmsa, Mpu  BbICOKMX
KOHLEHTpaLMAX aHanuTa 3aBMCUMOCTb BeIMYMHbI CUTHana OT KOHLEHTpauuum CTaHOBUTCA 06paTHO
NMPONopLMoHaNbHOM (TaK HasbroaeMblil XYK-3P(eKT BbICOKMX KOHUEHTpauuid). Mpu mcnonb3oBaHUK
Habopa «MagnoLIA lMponakTuH» XyK-3heKT He 06HapPy>XeH BM/IOTb A0 KOHLEHTpauUun NponakTuHa
100 000 MME/n (4700 Hr/mn).

3.4. MoBTOPAEMOCTb M BOCNPOU3BOANMOCTb

KoahhnumneHT Bapvaumm KOHLEHTpauuu mnponakTtuHa B OAHOM M TOM e ob6pasue npu
ncnonb3oBaHun Habopa «MagnoL 1A MponakTuH» He npeBbnnaet 8 %.

3.5. [vnana3oH n3MepeHui

NuHenHbI  gnana3oH wu3MepeHWin Habopa «MagnoLIA T[lponakTuH» cocTaBnser 2 -
10 000 MME/n (0,094 - 470 Hr/mn). 3HaYEHMS HMXKE aHANIMTUYECKOM YYBCTBUTENBbHOCTM O0TOBpaXkaroTCs
Kak <2 MME/n (<0,094 Hr/mn). 3HayeHUs Bblle MaKCMManbHOr0 3Ha4YeHUs MacTep-KpUBOU
oTobpaxatoTcs Kak > 10 000 MME/n (> 470 Hr/mn).

[na nonyyeHnsa nHdopmauum o pesynbrarax, HaxoAALWMXCA 38 BEPXHUM MPELENoM YKa3aHHOro
AvanasoHa W3MepeHuin, cnefyeT AONOMHWUTENbHO pasBecTM o6pasubl B nponopuum 1/10 (c
NCNOo/b30BaHMEM aHanm3aTopa uan Bpy4YHYH0) 1 NOBTOPHO UX UcCnefoBaTb. B cnyyae 4ONONHUTENBHOTO
pasBefeHns obpasua M3MEPEHHYH KOHLUEeHTpauui nponakTuHa HeobXOoAMMO YMHOXWUTb Ha (akTop
passegeHus (10).

3.6. [nanasoH OXugaeMblX 3HaAYEHWI

AClinical and Laboratory Standards Institute, IHCTUTYT KNMHWYeCKUX 1 NabopaTopHbIX CTaH4APTOB.

4
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Conepxaine NposiiakTHHa H3MEPHIIH NIPH MCMONB30BaHHM Habopa «MagnoLIA IlponakTiH» B
CLIBOPOTKE KpOBH, B3sTO# ¢ 9 10 11 uacoB y 120 3p0poBeix auu B Bo3pacte 21 — 45 ner. Iuanasox
H3MEPEHHBIX KOHUEHTpauu#i coctaBua: s MyxunH 105-540 MME/n (4,9 — 25,4 ur/mn), 1 XeHLIUH
67-726 MME/n (3,2 — 34,1 ur/mn).

Jnanason OXHAaeMbIX 3HAYEHHH 3aBHCHT OT MHOIMX (akTOpoB: CHEHMPUUHOCTH METOXA,
ocobeHHOCTel HccneqyeMoi MONyNsUHH, TOYHOCTH MeToJa B KOHKpeTHOH nabopatopuu. [lo atoit
NpHYHHE PpEKOMEHAYeTCs Kaxaoi nabopaTopuu HCNONB30BaTh MNpPEOCTABICHHBIE H3rOTOBHTENEM
3Ha4YeHHs TOJILKO RO TeX MOop, MoKa cnenuanucramHu naboparopuu He GyayT ompeaeneHsl Hana3oHbI
OXXHJJaeMBIX 3HaYCHH, XapaKTEPHBIX JUIS KOHKPETHOIH MOMyJIAIHH B MECTE PacnooxkeHHus naboparopun.

IIpaMedanne: pe3yabTaThl H3MEPEHHH KOHLIEHTPALHH NPOJIAKTHHA NPH HCNIONIb30BaHHH Habopa
«MagnoLIA Tponaktua» BeipaxkeHsl B MME/n. JIna nepecyera nony4eHHbIX KoHueHTpauuit B MME/n
Heob6xouMO Henonb3oBaTh ko3¢ uuueHT nepecuera: 1 MME/n = 0,047 ur/mu.

3.7. OrkpsbiTHE

TecT Ha «OTKpBITHE» — 3TO MpPOBEpKa COOTBETCTBHA 3HAYEHHA ONpelensieMoi KOHUEHTpauuu
NpoJlaKTHHA pacdeTHOH BenuWuuHe. [IpoueHT oTkpeITHA Ans Habopa «MagnoLIA [IponakTHe»
cocrasiser 90-110%.

4, MEPBI IIPEJOCTOPOXKHOCTH

4.1. [lloteHumansHeIf pHCK TpuMeHeHHs Habopa — kmacc 2a (cormacHo [lIpukasy
MunucrepcTBa 3apaBooxpanenus PO Nedn ot 06.06.2012 r.).

4.2. Bce koMnoHEeHTH Habopa B HCNOJB3YEMbIX KOHLIEHTPALMAX ABJISAIOTCA HETOKCHYHBIMH.

4.3. Ilpu pabote ¢ HaGopom cnexnyet cobmoaars Tpe6oBanus 'OCT P 52905-2007 u CanlluH
3.3686-21.

4.4, Jlonyckath K pabore ¢ HabopoM TONBKO crielMaIbHO 00YueHHEI nepcoHal.

4.5. Ilepen HayanoMm paboTh! O3HAKOMHTLCHA C MHCTPYKUMEH H NPAMEHATh Habop CTporo Imo
Ha3Ha4YeHHIO.

4.6. Ilpu pabore ¢ HabopoM crexyeT HCIONL30BaTh CHELHATHIHPOBAHHYIO OICKAY
(MeaMUMHCKHA Xanar WIH KOMOMHE30H, IIAno4Ky) M CpPeACTBa MHAMBHAYAIBHON 3alUTHI (Macky,
3allMTHbIE OYKH, OHOPA3OBhbie PE3HHOBLIE HJIH MJIACTHKOBBIE NMEPYATKH, pa3peLieHHbIE K MPUMEHEHHIO
Ha TeppHTOpHH PD).

4.7. Buumanne! B coctaB KOMNoHeHTOB Habopa BXOQUT CONSHasA KHCI0Ta B KOHHEHTpAUUH
0,05% u koHcepBaHT B KoHueHTpauuu MeHee 0,05%, uto sBnserca Ge3onacHbiM ans desnoBeka. [Ipn
UCIONIL30BAaHWH M0 Ha3HAYEHHIO H COOMOAEHMH MEp NPENOCTOPOXNKHOCTH KOHTAKT C OpPraHH3MOM
yesloBeKa HCKMoYeH. [Ipy aBapuitHBEIX CHTyallMSX BO3MOXHO pa3sApaKkeHHE KOXKH U CITH3HUCTOH 060/10YKH
rnas y YyBCTBHTEABHBIX NHIL [IpH KOHTaKTe MPOMBITH MOPaXEHHOE MECTO BOAOH M 06paTHTBCA 3a
MEIHLUHHCKON MMOMOIIBIO.

4.8. Xumuueckas nocyna u obopylaoBaHHe, KOTOpblE MCNONB3YyIOTCA B pabore ¢ Habopom,
JOJKHB] OBITH COOTBETCTBYIOLIMM 00pa3oM MapKHPOBaHbI H XPaHHTHCA OTAE/IBHO.

49. Jina o6pabotkm mnocyasl W o0opynoBaHMs ~ PEKOMEHAYETCH  HCIIOJNb30BaTh
Ie3MHOHUHPYIOIKE CPEACTBA, M3rOTOBJICHHBIE HAa OCHOBE TPETHYHBIX AMHHOB, YETBEPTHYHBIX
aMMoHHMeBbIX coequHeHH (HAC) UM CIMpTOB M pa3pelleHHbIe K NPHMEHEHHIO Ha TeppHTOpHH PO.
Hcnone3zoBaHue ne3nHGHUMPYIOMUX CPEACTB HA OCHOBE AaKTHBHOIO KHCJIOPO/Ia H XJ10pa BO3MOXHO JTHLIb
Ha MPeACTEPHIIN3ALHOHHOM 3Tane, ¢ Nocneaylomei TEpMHIECKOH CTEpHIIH3aLHe.

4.10. 3anpewaercs npHMeM INHINH, HCMONB30BAHHE KOCMETHUCCKHX CPEACTB H KypeHHE B
NOMEIIEHHAX, IPeAHA3HAYEHHBIX UIA paboTh! ¢ HabopoMm.
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4.11. VYoupars u Ac3URPUUUPOBATH PAsAHTHIE 0OPA3IE HIXM KOMIOHCHTEI Habopa, HCHONE3YS
AC3HAQUOHUpPYIOIHE CPEACTBA B cooTBeTcTBUN MY 287-113.

4.12. VYpanare HEHCNONB3OBAHHMC PCAKTMBEI Hafopa B COOTBETCTBHH ¢ TpebopaHHSMM
CanlluH 2.1.3684-21.

4.13. Tlocne HcnoNb30BAHHA BCE KOMMOHEHTH Habopa, oOpasnbi, KOHTPOJNBHBC MATEpHANLI,
pacxXofiHLiC MATepHANK K APYTHE pEareHTH, KOTOpHE KOHTAKTHPOBAAH C 00pasuaM¥ BO BpeMs
06paboTk, XpaHeHUA WM aHANK3A (B TOM YHCHE: NEPYATKH, HAKOHEYHHMKH H T.J.) AOKHB coOnpaThes
OTACHPHO M CTEPHNH30BATHCA B ABTOKNABE ¢ NOCHEAyIOmeld yTHaM3amueii B COOTBETCTBHH C
TpeGoBannamu CanlTnH 2.1.3684-21. BMecTo aBTOK/IaBHPOBAHAA OTXOXB! MOTYT GHITH CTCpHIH30BAHBI
AC3HHPHIMPYIOIMM CPEACTBOM, NOCHE YTHIM3UPOBAHE! B COOTBETCTBHH ¢ TpeOoBanusmm CarlluH
2.1.3684-21.

4.14, He ucnons3oBars Habop MO ACTEUSHHH CPOKA FOJHOCTH.

S. OBOPYAOBAHHE H MATEPHAJIBI, HEOBXOJAHUMBIE VIS NIPOBEAEHUA
AHAJIM3A

- KAHQIH3ATOP ABTOMATHYECKHH MMMYHOXHMHAYCCKHH XeMHMOMHHECHCHTHEIM «MagnoLIA» ¢
npunamnextocTaMi no CHAB 421457.002 TY («MagnoLIA») (mpoussomurens OO0 «Kommanusa
Ajixop buow, Poccus, PY NeP3H 2019/9282);

- «HaGop pearenTon s xamibpoekn «KanuGparops: MagnoLIA Iponakran», no TY 21.20.23-
591-98539446-2022» (nposspoautens 000 «Kommannsa Anxop Buo», Poccms, kar. Ne 1040101,
1040105);

- «HaGop peareHToB A KORTpONA kadecTBa aHanmn3a «Kontpoan MagnoLIA Ilponakran», no
TV 21.20.23-592-98539446-2022» (npouszsomurems 000 «Kommanua Ankop buo», Poccra, kar, Ne
1040201, 1040205, 1040210);

- «BomHO-cONeROM pacTBOp A1 NPOMMIBKE peakiHOHHBIX kioBer MagnoLIA «Bydep Win
(opoun3poautens OO0 «Komnanus Anxop Buow, Poccus, kar Ne 0000405);

- Berpaxusarens naGopaTopHeit MeTIMHCKUIL;

- IuneTxa MoNTyaRTOMATHYECKAS ONHOKAHANLHAS CO CMECHHBIMH HAKOHCTHHKAMH ¢ H3MCHACMBIM
oObemoM oTbopa xkuamkocrelt: ma 200-1000 Mim, aTTecToRaHHAS MO 3HAYCHHIO CpefHed 036l M
CXO/IMMOCTH Pe3yNBTATOB THITETHPOBAHHS, NONPELIHOCTS He Gonee 3 %;

- XonoaAuAsHUK OHITOBROI’;

- MRoronesneese noNUOponuneHossie NpoGupxu 12x75 MM BMECTHMOCTHIO 5,0 M, «ripobupkr
s o6pasuos» (mponssoautens OO0 «em», Poccus);

- O1aenbHBIE XanaT, manodka, o6yes ¥ OXHOPA3OBHIC MEPYATKHE, paspenieHHEIE K MPHMEHCHHIO
Ha Tepputopun PO (unu coorrerctyromme 'OCT P 52239-2004).

Ipu neobxodumocmu! Bonmmo-conceok pacTBOp s pasbeneHns obpasuos MagnoLIA
«wmoerT 1» (nponspoautems OO0 «Komnanus Ankop Buoy, Poccus, kar. Ne 0000301 xaprpumk wim
Kat. Ne 0001001 dnaxon).

6. AHAJIM3UPYEMBIE OBPA3IIAI

6.1. 3abop KpOBM M3 BEHH OCYIMECTRIAIOT ¢ cobmonenuem npasun acenthxd. Ilocne
GopMUpPOBaHUA CTYCTKA CHIBOPOTKY OTACASIOT MyTeM HeHTpudyruposanus (npu 800-1600 g B TeucHne
10 muH. npun xkommarHOM Temmeparype). 3aGop XpoBH Jid MONYYCHHA IUIAIMEI OCYLIECTBIAAIOT B
npobHpKy, COACPRAWIYIO AHTHKOATYISHT (HATpPHCBas CONb IeNapHHa, JHTHEBAi CONbL IeNapHHA,
xanuesast coms IATA (KaDATA)). IMnasmy kpoea NonydaioT HEHTpAQYrmpoBaHHEM npobHpoX ¢
nensHo# kponsio (800-1600 g B Teuernne 20 MHH. IpH KOMHATHOM TeMOepaType).
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Ilocne ueHTpH(YTHPOBAHHA CHIBOPOTKY MM IUIA3My [IEPEHOCAT B OTAENbLHYIO NMpoGHPKY, NpH
HEOOXOAHMOCTH.

6.2. Cucrema aBTOMaTHYeCcKOro aHaimusaropa «MagnoLIA» He Mo3Bo/MAET NPOBEPHTL THI
obpa3ua. [Ipon3BoauTenr He HECeT OTBETCTBEHHOCTH 3a MPOBEPKY THNA 00pa3iia, HCIOIb3YeMOro NMpH
anannie «MagnoLIA IIponaktusn».

6.3. [lna npoBeneHHs aHanM3a HE CleQyeT MCMONB30BATH MEMOJIM3HPOBAHHYIO HIIH MYTHYIO
CBHIBOPOTKY H ILIa3My.

6.4. Jlna mpoBeneHHA aHanmu3a HeoOxozmmo He Menee 300 mMxn opa3sua ANs NOCTAHOBKH B
MOHOMMKaTaxX. JUia aHanu3a B 1 NOBTOPEHHH AOCTaTO4HO 25 Mk o6pasua, JONONHHUTENBHO 275 MK
JIOJDKHO 3aKJIaibIBaThCA KaK MEpTBhIH 00beM, [UIA cpabaThiBaHHA AaTYHKA YPOBHS HIJIbI.

6.5. Hccrnenmyemas amukBoTa obpasia He AOJIKHA HaxoauThcs Oosiee Tpex yacoB Ha 6opTy
aHaiM3aropa.

6.6. O6pa3us! CHIBOPOTKH H IUIa3Mbl KPOBH pa3pelnaeTcs XpaHUThb NpH TeMnepatype +2...+8 °C
He Oonee 5 CyTok B XONOOWIBHEIX KaMepax HIM B  XOJNOJHIbHHKaX, OOecreuMBaIOMAX
periaMeHTHPOBaHHBIA TEMIEpaTypHBI peXHM; NpH HeoOXoaHMOCTH Oonee ANHTENBHOTO XpaHEHHs
PEKOMEHIYETCS aTHKBOTHPOBaTh obpa3sell H XpaHUTh B 3aMOPOXEHHOM BuJe npH TeMneparype -20 °C u
Huxe. He nomyckaercsa noBTopHoe 3aMopaxxuBatue oGpasiia.

6.7.  O6pasibl ¢ KOHUEHTpalHeEH MPONAKTHHA, HAXOAALIEHCA 32 BEpXHHM NpEAE/IoM JHana3oHa
H3MepeHHH, NomkHbI 6bITh pa3BeaeHbl «IumoeHToM 1» B 10 pa3 (¢ Mcnons30BaHHEM aHATH3aTOpa WITH
BPY4HY10) H HCCJIEIOBaHBI NOBTOPHO. [IpH Heo6GX0MMMOCTH MOBTOPHTH aHAIH3 JUIA pa3BeAeHHOro obpasiia
CJIEAYET BBHINOIHHTL €10 pa3BeJIeHHE 3aHOBO.

7.  MPOBEJAEHME AHAJIMTUYECKON CECCHM

OnucaHHad B AaHHON MHCTPYKUWM HHOpMalMs CONEpXMT obloHe CBEJCHHA O MNOpAAKE
NpOBe/ICHHA AHAIMTHYECKOM ceccHH Ha aHamm3atope «MagnoLIA». [lna nomyyeHHs JeTanbHOM
HHopMaunH mepea HavyaioM paboThl 03HAKOMBTECH C PYKOBOACTBOM 10 JKCIUTyaTallHH aHAIW3aTopa
«MagnoLIA».

7.1. TIloaroTroBKa peareHToB

7.1.1. Tlepen nomemenuem HoBoro (3amedaraHHoro) kaprpumka «MagnoLIA Ilponaktuu» B
6JI0K peareHTOB aHanM3aTopa HeOOXOAMMO NpeABApPUTENLHO NMEpeMELliaTh €ro COJEPXKHMOE BPYYHYIO.
Baxno u3berate 0OpazoBaHHs NeHbl NpH nepeMemuBanuu. He cnenyer BcTpsxuBath KapTpumk. s
PYYHOTO NepeMEIIHBAHUA BBIIOIHHTE CIEAYIOIINE ONepaLHH:

1) CopuenTHpyiite KapTpHIX TFOPH3OHTANBLHO, OTBEPCTHAMH C 3ALUMTHOH IUIEHKOH BBEPX M
BO3bMHTE C NPOTHBOMOJIOKHBIX KPAeB.

2) [InaBHO MOAHNUMHTE OAMH M3 KpaeB TakuM 06pa3oM, YTOObI KapTPHIK OKa3alICH NOBEPHYT Ha
90 rpaaycos (T.€. 3aHAJ BEPTHKAJIBHOE MOJI0XKEHHE).

3) InaBHO moaHumuTE ApYyTo#t Kpaif, OMHOBPEMEHHO ONYyCKas MepBbIi, TAKHM 00pa3oM, YTOOLI
KapTpHIK pa3BepHyJcs Ha 180 rpamycoB B BepTHKaJIbHOMN MIOCKOCTH.

4) I1naBHO BepHHTE KapTPHAXK B TOPU3OHTANLHOE MONOKECHHE.

5) IMosTopuTe waru 2-4 He MeHee 20 pa3 WK A0 BHIMOJIHEHHSA CIEAYIOUIHX YCIIOBHIA:

- Ha JIHE KapTPHIXa OTCYTCTBYIOT CKOTUICHHA CIEXKaBUIHXCA MHKPOYACTHLL,

- B CYCNIEH3HH OTCYTCTBYIOT KOHIJIOMEPaThl MHKPOYaCTHLL.

Jlns xapTpuIKel, XpaHSIUXCA B 3arpy304HOM 6JIOKe aHAIH3aTopa, py4HOE NepeMelIiBaHHe He
TpeGyeTcs, nepea 3amycKoM AHATMTHYECKOH CECCHH IPOM3BOJMTCS aBTOMAaTHYECKOE NOKaYMBaHHE
KapTpHIKeit, HeobXxoaumoe WA pecyCreHAMpPOBaHHA MHKPOYAaCTHLL.
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BCKpLITBIE KAPTPHIDKH, XPaHAIMECA B XOMOAKIBHHKE B 3aBOJCKON Tape, Mepel NOMEILEHHEM B
6nok peareHToB, TpeGYIOT TINATENBHOTO, HO OCTOPOXHOIO MNEPEMEIIMBAHNS MapaMarHUTHBIX
muKpouacTHll. M36eraTh BbINIECKMBaHUA XKUAKOCTENR U NIEHOO6pa3OBaHHUS.

Ecnu MHKpo4acTHUBI HE yNaeTcs nepeBecTH B roMorenHyio cycnensuto, HE UCITOJIB3YUTE
HABOP.

7.1.2. Bce ocTanbHbi€ peareHThI FOTOBBI K HCIO/Ib30BaHHIO.

7.1.3. Tlepen nomeleHueM peareHTOB B COOTBETCTBYIOLIHE GIOKH aHANH3aTOpa NPOBEPUTH BCE
PacTBOPHI Ha OTCYTCTBHE MY3LIPbKOB BO3AyXa. YJAIHTh MYy3bIpbKH A0 NMPOBEAECHHS aHANH3a JIETKHM
NoKauHBaHHEM, He JoIycKas neHoo6pa3oBaHu.

7.1.4. OG6pasusl CHIBOPOTKH H Na3Mbl KpPOBH JIS aHalIu3a AOMKHBI ObITH N0BEAEHBI JO
KOMHaTHOH Temnepatypsl. O6pasiel nocne orrauBanus Heob6xoaumo TILATEJIBHO nepemewats ¢
nomoinpio MEJUJIEHHBIX BpamarensHbIX ABMXKEHHI MJIH OCTOPOXHOTO NEPEBOPAaYMBaHHA M MEpeN
HCTIONb30BaHHEM LEHTPH(YrHpoBaTh Ul YAAIECHUSA JUCIIEPCHOTO BEIIECTBA. '

Y6enurech B OTCYTCTBHH MY3bIPbKOB BO Bcex oOpasiiax. YIajauTe my3bipbKH IO NpPOBEAECHHS
aHa/In3a.

7.2. Ilpouenypa xanu6poBKH

[IpensaputensHo nonydeHHas pedepeHcHas Kauub6poBoyHas KpuBas (MacTep-KpHBas)
apanTupyercs Juis ananu3a «MagnoLIA Tlpomaktun» npu ucnonb3oBaHuH Habopa «Kanubpatopsl
MagnoLIA Ilponakrusn».

Kann6poska npu ucnons3oBaHuu HabGopa «KanuGpatopsr MagnoLIA [IIponaktuH» XomkHa
BLITIONTHATHCA B CEAYIOIIMX CIIydasX:

- MpH 3anycKe ceCCHM Ha aHanu3arope «MagnoLIA» ¢ ucnonb3oBanueM kapTpuka «MagnoLIA
[TponakTuH», kKaTHOGpoBKa KOTOPOro paHee He MPOBOLHIIACD;

- o1MH pa3 B 7 gHe#t s xaxaoro kaprpumxka «MagnoLIA TTponaxtua»;

- IIpH 3anycke cecCHH Ha aHaim3aTope «MagnoLIA» ¢ Hcnonb3oBanHeM kapTpuka «MagnoLIA
[NponaxkTun», kanubpoBka KoTOporo npocpoyeHa (0T MOMeHTa nociaeaHe# kanubposku npomwno 6onee 7
auen);

- €CIM pe3ynbTaT aHanuM3a XoTa Obl omHOro KoHTpons M3 Habopa «KoHTpou MagnoLIA
ITponakTuH» BLIXOAHT 3a Npejesibl YCTAaHOBJICHHOTO JHana3oHa.

Ananusarop «MagnoLIA» MoxeTr ocylnecTBNATh KAIMOPOBKY B OTAC/IBHO BBIACIECHHON CECCHH
HJIH OJJTHOBPEMEHHO ¢ 06pa3uamMu B paMKax OXHO# aHATHTHYECKOH CECCHH.

BHUMAHMUE!

Komnonentst HaGopa «KamnGpatopsl MagnoLIA IlponakTHH» SBJIAIOTCS MHOrOpa3oBBIMH,
oaxoro koMmiekra KanuGparopos 1-4 nocraroudo s 10 npouexyp KamHOpOBKH.

Ana npedomspawenus ucnapeHus dcuoKocmu, cpazy nocie UCRONbIOSAHUR (DAAKOHbI
HeobX00UMO 3AKPbIMb KPbIMIKAMYU 6 COOMEEmCMEUY C UX MAPKUPOEKOU, nomMecmums 6 ynaKkoexy
RPeOnPpUAMUA-U3IZOMOBUMENA 8 66PMUKATIBHOM NONONCEHUU U XPAHUMb npu memnepamype om + 2
00 + 8 °C 6 x0n100UNbHBIX KAMEPAX UNU 8 XONI0OUNBHUKAX, 0DeCneUUEaIOU{UX Pe2NaMeHMUPOBAHHbLI
memnepamypHsiii pedcum.

®nakoHbI ¢ KUTHOpaTOpaMH He NOKHBI HAXOAHTBCA Ha 60opTy npubopa 6onee 3 yacos, CyMMapHO
B JECATH CecCHAX, HEOGXOAMMO YUMTHIBATH O3TO TNpPH BHINOJNHEHHH IpOLEAYpbl KalHOPOBKH
OIHOBpEMEHHO ¢ o6pa3iaMu B paMkax ofHoH aHanuTHYecko# ceccHn. [l nomyuenus 6onee noapoSHo#H
uHbopMauuK oOpaTHTECH K HHCTPYKUHHM MO mnpuMeHeHHIo Habopa «Kanu6paropst MagnoLIA
IponaxTun».

7.3. Ilpouexypa KOHTPOJIS Ka4eCTBA
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[lonTBepXaeHHe NMpPaBUIILHOCTH aHANIW3a MPH MCNONb3oBaHWM HabGopa «Kontponu MagnoLIA
[TponakTHH» KOIKHO BLITIONHATHCS B KAXKIO0H aHATHTHYECKON ceccHH. [IpH MPOAOIXUTENBHOCTH CECCHH
Gonee cyTok, onpeneneHue KOHLEHTPALMH KOHTPOJIEH JOMKHO GBITH MPOBEAEHO MIOBTOPHO M0 HCTEUEHHH
24 yacoB oT Hayana ceccuH. [ToATBepXKIEHHE MPABUILHOCTH AHAIM3A BHINOIHAETCA B PAMKAX PyTHHHOTO
KOHTpOJI Ka4yeCTBa, A€ KOHTPOJM M3 Habopa pasMellalOT B LITaTHBaxX, MpeAlia3HaueHHBIX MWIA
KaJTHOpaTOpOB U KOHTpOJNEi, ¥ 06pabaThIBalOT X PE3yNbTAaThl TaK XK€, KaKk 00pa3iibl MalMEHTOB.

BHUMAHMUE!

Komnonentsr Habopa «Kontponn MagnoLIA IIponakTuH» SBIAIOTCS MHOTOpPa3soBbIMH, OXHOTO
koMruiekra Kontpone#t 1 u 2 nocrarouo s 20 mpouenyp KOHTPOJIs KadyecTBa.

JAna npedomepawenun ucnapenus dxcudxocmu, cpasy nocie UCHONLIOBAHUA (AaKOHbI
Heobx00uMo 3aKpsimb KPsIIKAMU 6 COOMEEMCMEUU C UX MAPKUPOEKoU, noMecmums 8 ynaKkosKy
npeonpuUAMUA-uU320MOSUMENA 8 66PMUKANLHOM NONONHCEHUU U XPAHUMb npU memnepamype om + 2
00 + 8 °C 6 x0N00UNbHBIX KAMEPAX UNU 8 XONOOWTbHUKAX, 06eCne usalouiux pe2nameRmuposanHoli
memnepamypHbslii pescum.

®naKOHK! ¢ KOHTPOJIAMH He AOJKHBI HAXOAUTHCA Ha 6opTy npubopa 6onee 5 yacoB, cyMMapHO B
JABajALIaTH CECCHAX, HEOOXOAMMO YYHTHIBATH 3TO MIPH BBHINOJHEHHM MPOLEXYPbl BalWAALUHH
OIHOBPEMEHHO ¢ 00pa3liaMH B paMKax OJIHO#M aHaNHTHYECKOi ceccuu. J[na nosnyyenus 6onee noapobHoH
HH$opMauuu obpaTHTECh K HHCTPYKIMHU 1o puMeHeHuMIo HaGopa «KonTponu MagnoLIA Tlponaktua».

74. 3anyck aHaIHTHYECKOH cecCHR
7.4.1. Bxmouure aBroMaTHUecKHii aHamuzarop «MagnoLIA» cornmacHo pykoBOACTBY Mo
9KCIUTyaTalHH.

7.4.2. 3arpy3ute MOATOTOBJEHHBIE peareHThl Ha Gopr aHamu3atopa «MagnoLIA» cornacho
PYKOBOACTBY MO 3KCILTyaTallHH.

7.4.3. 3arpysure manHbie 06 oOpa3uax W pearcHTax B MamMsTh aBTOMaTHYECKOTO aHaIW3aTopa
«MagnoLIA» cornacHo pykoBOACTBY MO 3KCILTyaTallH.

7.4.4. Co3pnaiiTe CUCOK 3a/1a4, KOTOPbIE JODKHBI ObITH BRINOJHEHb! B JaHHON aHAIMTHYECKOH
CECCHH, COTIaCHO PYKOBOACTBY MO 3KCILTyaTalliH.

7.4.5. 3anycTHTe aHAIMTHYECKYI0 CECCHIO aBTOMATHYECKOro aHamM3aTtopa COrJIacHo
PYKOBOACTBY MO 3KCIUTyaTaLlHH.

7.4.6. TIporpamma mpuGopa MO3BONSET ABTOMATHYECKH BBITIOJIHMTL BCE CTAJHH aHamH3a Ge3
BMeELIATENbCTBA MONB30BaTENS.

7.5. TloanyveHue pe3yabTaToOB

7.5.1. Ilepeiiante B MeHio HA3HAYEHHA.

7.5.2. JIna oto6paxeHHs KOHKPETHOrO pe3y/IbTaTa Ha JKpaHe, BhiGepHTe B TabNHLE pe3yabTaToB
siueiKy, COOTBETCTBYIOLIYIO MalMeHTy (IpaBhlit cToNGen) H TecTy (BEPXHAA CTPOKa).

7.5.3. Jlns mnedaTH pe3ylbTaTOB AHAIMTHYECKOM cecCHHM, Haxmute KHonky IIEYATH wu
BhIGepHTE H3 OTKphIBLIEroCsA CITHCKa HeobxoxuMoe felicTBHE.

AHaH3aTOp NMO3BOJIAET pacneyaraThb:

- CITHCOK 3a/1a4, 3aJaHHbIX JUIA JaHHO! aHATHTHYECKOH CECCHH,

- pe3y/nbTaThl NallHEHTa, BLIOpaHHOrO OTIepPaToOpOM;

- BCE pe3y/IbTaThl, NOMyYeHHbIE B JaHHON aHATHTHYECKOH CECCHH,

- pe3ynbTaThl, HAYHHas C WIH 3aKaHYHBas MalHEHTOM, BLIGDAHHBIM OTIEPATOPOM.

7.6. OrpannyeHne TecTa

B JMarHocTHYECKHX LENAX pe3y/bTaThl, MOJyYEHHBIE NMpH NpHMeHeHWH Habopa «MagnoLIA
[MponakTHH», CleAyeT HCMONB30BaTh COBMECTHO C Pe3yNbTaTaMM APYTHX HHarHOCTHYECKHX METOMOB!
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KIHHHYECKHX (CyObekTHBHOE W 00BbEeKTHBHOE oOCienoBaHHe), HHCTPYMEHTAIbHBIX, JAO0OPaTOPHBIX H
npoyee.

O6pasupbl, B3AThie y MALHEHTOB, KOTOPhIE B AMArHOCTHYECKHUX HIIH JICUeOHbIX Le/IX MPHHAMAIH
npenaparsl MOHOKJIOHAJIBHBIX MBILIMHBIX aHTHTE!N, MOTYT CONEpXaTh 4€JOBEYECKHE aHTUTENa NPOTHB
MBIIIHHBIX aHTHTeN. Takue 06pasibl MOTYT NPHMBOAMTH K OIIMOGOYHO 3aBLIIICHHBIM HIIH 3aHHXEHHBIM
3Ha4eHUAM. MoxeT noTpeGoBaThCA AOMNOHATENbHAS KIIHHHYECKasA HIIH JUarHocTHYecKas HHpopMauus
JUIS ONpENENEHNs CTaTyca NalKUeHTa.

Haxonswmecs B cbiBOpoTke rerepoHiIbHbEIE aHTHTENA, KOTOPbIE MOTYT B3aHMOJCHCTBOBAaTh C
HMMYHOTI00yIHHaMH, BXOJALMMH B COCTaB peareHToB, 06J1afaloT COCOGHOCTBIO CO3/1aBaTh NIOMEXH
HMMYHOXHMHYECKOMY aHanmu3y in vitro. O6pa3ipl, B34Thle y MALMEHTOB, NOCTOAHHO BCTYMAIOLIUX B
KOHTaKT C XXHBOTHbIMH WJIH MPOAYKTaMH Ha OCHOBE CBIBOPOTKH XXHBOTHBIX, MOIYT OBITb IOABEPKEHbBI
HHTepdepeHLnH, H B HUX MOI'YT Hab/o1aThCa aHOManbHbIE 3HaYeHHs. B TakuX ciydasx Ans MoCTaHOBKH
JMarso3a Moxer notpeboBaThcs AONONHUTENbHAas HHpoOpMaLus.

8. TPAHCIIOPTUPOBAHHUE H XPAHEHHUE

8.1. TpancnoprupoBaHue HabOPOB ClEXyET NPOH3BOAUTH BCEMH BHAAMH KPBITOrO TPAHCNOPTa
npu Temneparype ot + 2 1o + 8 °C.

8.2. TpaxcnoprupoBaHue H3genui npu Temneparype ot + 2 10 + 8 °C JOMKHO MPOH3BOAUTHCH
B EMKOCTSX HJIM NPH NOMOLIM XOJOAWIBHBIX YCTAaHOBOK, 00eCredHBaIOLIMX perjiaMeHTHPOBAHHEIN
TEMIIEPaTypPHBIH PEKHM.

8.3. JlomyckaeTrcs TpaHCOpTHpoBaHMe HabGopoB mpu Temmepatrype a0 + 25°C He Gonee
15 cyTok, B ToM uKcie npu Temneparype + 37 °C He 6onee 1 cyTok.

8.4. HaGopsl, TpaHCIOpTHPOBAHHBIE C HAPYLICHUEM TEMIIEPATYPHOTO PEXHMa, MPHMEHEHHIO
HE MOoAJIEeXKAT.

8.5. Cpoxk rogHocti HabopoB — 12 MecsLIeB OT AaThbl NPOU3BOACTBA.

8.6. XpaHeHne HaGOpOB JOKHO NMPOBOAHTHLCA B YNAKOBKE NPEATIPHATHA-H3TOTOBHTEINSA NPH
temneparype oT + 2 10 + 8 °C B TeueHHE BCEro Cpoka IOJHOCTH B XOJIOAMJBHBIX KaMepax HIIH B
XONIOAM/IbHHKAX, 00eCeYHBAIOIAX PerIaMeHTHPOBAHHBIA TEMIIEPaTyPHBIHA PEXXHM.

Ha6ophl ¢ HCTEKLIMM CPOKOM FOXHOCTH MPUMEHEHHIO He MoJuIexKar.

8.7. Ilpu apo6HOM KCNONBE30BaHUH KOMITIOHEHTHI HAbOpa XpaHATCA B yNaKOBKE IPEANPHATHSA-
M3roTOBUTENA (YTOGLI HE AONMYCTHTH ONMPOKHABIBAHMA) MpH Temmeparype oT + 2 o + 8 °C B
XOJIONW/IBHHKE HITH B XOJIOAUIBHBIX KaMepax, 06ecrieynBaloOLIMX periaMeHTHPOBAHHBIA TEMIIEPATYPHBIA
pexuM, B TeyeHHe | MecsAla co IHA BCKPBHITHA NEpBHYHON ymakoBKH. PexoMeHayerca 3akeHBaTh
CKOTYEM BCKDBITHIH KapTpHIK Ul YMEHbLIeHHs ucrnapeHus. [Ipy xpaHeHHH B XONOZHJILHHKE Nepen
KOKABIM HCIMOJIb30BaHHEM JUIA pPECYCNIEHAHPOBAHHA INapaMarHHTHBIX MHMKPOYacTHLl COAEPXHMOE
KapTpHAXKa CeayeT TUIATeNbHO NepeMeLIaTh Nojl BU3yalbHbIM KOHTPOJIEM, H36eras neHoo6pa3oBaHus H
BBIIJIECKUBAHHUSA XKHIKOCTEH.

8.8. lonyckaeTcs XpaHeHHe KapTpHaXa Ha 60pTy npubopa B TeueHHe | Mecsala Co AHA BCKPBITHS
NEepBUYHON YIaKOBKH.

9. TAPAHTHHHBIE OBSI3ATEJILCTBA
TapanuTuitHbif Cpok rogHocTn Habopa 12 Mecsues oT AaThl npou3ssoacTsa. Habop npenxasHaueH
IJIS OMHOKPATHOTO MPUMEHEHHS M He MOJUIEKHAT PEMOHTY H 06C/TyKHBaHHIO.
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MagnoLIA TponakTuH»

10. BE3OMNMACHAA YTUNN3ALUNA
Mpn Mcrnonb3oBaHWM Habopa 06pa3yroTCs 0TXO0Abl KnaccoB A W B, KOTOpble YTUAN3MPYIOTCS

B cooTBeTCTBUM ¢ CaHllMunH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

Tabnuua 2
Knacc
OTxoabl
0MnacHoCTH
BTopuyHasa (rpynnosas
P (rpy ) Kopo6ka 13 MOHOKapTOoHa
ynakoBKa OTxogbl
JKcnnyaTtauMoHHasa MHCTPYKUMA NO NPUMEHEHNIO Knacca A
[LOKyMeHTaumsa MacnopTt
KapTpuax, cofepXxaBLinii MUKpPOYacTULbl U KOHbOTaT
MepBnyHas ynakoska PTPVA AeP A P 4
Bce KOMMNOHeHTbI Habopa, KOHTPO/IbHbIE MaTepuansl,
acxopHble
P A OTxofbl
[pyrue KOMMNOHEHTbI mMatepuasnbl U peareHTbl, KOTOPble KOHTAKTUPOBaIM C knacea B
obpasyammn Bo BpeMsa 06paboTKKU, XpaHeHUs UK
aHanmsa

He ncnonb3oBaHHbIE
KOMMOHEHTbI C UCTEKLLIUM
CPOKOM TrogHOCTH

KapTpuax, cogepXalmii MMKpoYacTuLbl 1
KOHbtOTaT A*

11. NH®OPMALUWNA O MPOUN3BOAUNTENE
Mo BoMnpocam KayecTBa MW «Habop peareHToB ans KO/INYECTBEHHOI O

NMMYHOXEeMWNOMUHECLEHTHOTIO onpeaeneHnsa nponaktnuHa «MagnoLIA IMponaktnH», no TY 21.20.23-
590-98539446-2022» ob6pawaTtscd B OO0 «KomnaHus Ankop buo» no agpecy: 192148, r. CaHKT-
MeTepbypr, XXene3Hoa0pOXHbI NpocnekT, A. 40, nuT. A, Ten/dakc: 8(812) 677-8779, TeneoH «ropsiyei

NUHUN»: 8-800-234-37-79.

12. CUMBObl, NCMOJNTIb3YEMbBIE HA 3TUKETKAX
CofepXXMMOoro f0cTaTo4HO Ans

VD MeanumnHCcKoe n3genve gns
OMarHoCTUKM in vitro V npoBeAeHNA N TECTOB

REF Homep no Katanory A OCTOpOXHO!

tLOH Kog naptumn (Homep cepun) McnonbsosaTh [0
m N3rotoButens Mpegen Temnepartyp
cr3 [ata nsrotosneHus Buonorunuecknii puck

O6paTuTech K MHCTPYKLMU NO
I:' P S . Bepeub OT Bnarun
a NPUMEHEHUIO T

He gonyckaTb BO3aelicTBUA

Bepx
COMMHEYHOrO CcBeTa

WNHCTpyKumns paspaboTtaHa B cooTBeTcTBMU € TY 21.20.23-590-98539446-2022.
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MpowunTo, NPOHYMEPOBAHO, CKPEN/EHO NevaTbio

ON1bIHLEB
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000 «KomnaHua Ankop buo»

r. CaHkT-lMeTepbypr, XXene3HoaopoXHbI Np., 4. 40, nuT. A

TenegoH/akc: (812) 677-87-79
MACITOPT Ne EOG3

Ha6op peareHToB gnd Konamy4eCtBeHHOro MMMYyHOXEMUJTOMMNHECLEHTHOTO

onpeaenieHNsa NponakTUHa

«Maenobl A MponakTuH», no TY 21.20.23-590-98539446-2022

KaTt. No 1040001 Cepua Ne EOO3 dopmuposaHmne Ne 1 Konuyectso 100 L.

BHewHwnii BUA v

HanmeHoBaHue peareHTa
(hopma BbINyckKa

Komnnekrtayusa

CocTtaB Habopa
MenkoancnepcHbIi
0CafioK Kopun4yHeBOro

MapamarHUTHbIe o
LiBeTa, Nepexoaniyuii

MUKPOYacCTHLbI 1 KapTpnax
B CyCMNeHANpOBaHHOe
C UMMOGMIN30BAHHbIMM (cooTBETCTBYOLL
COCTOSAHUE Npu o
MOHOK/10Ha/IbHbIMMU Ui OTCEK,
BCTPSAXMBAHWNK,B
aHTUTeNnaMn K NPoNakTuHy o 12,5 mn)
npo3payHoin
(MY) o
6ecLBeTHOM
XUNAKOCTK
1 KapTpuax
KoHblorat aHTU-NponakTuH pTPUA
N . Mpo3payHas (cooTBeTCTBYHOLLY
C aKpUAUHOBOW MeTKOM o
A 6ecuBeTHas XXNAKOCTb WA OTCEK,
(A%) 5 mn)
MacnopT luwr.
WNHCTPYKLUMSA MO NPUMEHEHUIO 1wr.

MapameTpbl KOHTPOSA KavecTBa

HanmeHoBaHMe KOHTPOINPYEMOTO
napametpa
AHanuTuyecknin curHan Kanmbparopa 4,

OTH. CBeT, ef., He MeHee

CoOTHOLLEHNEe aHANUTUYECKUX CUTHAMOB
KanmbpaTopos

HomuHanbHoe 3HavyeHve Kanvubparopa 2,
MME/n

HomunHanbHoe 3HaueHne Kannbpatopa 3,
MME/n

OTKNOHEHNWE KOHLeHTpaLuu
Kannbpatopa 2 n Kanmbpatopa 3

OT HOMWHA/IbHOTO 3HAYeHNS, NPOLEHT

Hopma
200 000
Bi1<B2<B3<B4
500

2500

I+
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CooTBeTCTBME
Cepus KOHTPO/U-
peareHTa pyemoro
napameTpa
EQCQO3 COOTBETCTBYET
EQCO3 COOTBETCTBYET

3Ha4yeHue KoOHTpONMpye-
MOro rnapameTpa*

COOTBETCTBYET
COOTBETCTBYET
H/L

H/A

AMMAQTBBTCTBYET

Crp. 1m32



Kaptpamk (cooTBeTCTRYI0IMHE
OTCCKH CNEHATHIHPOBAHHOTO
KapTpHDKa H3 IONNITHIIEHA
YnakoBxa ¥ MapKHpOBXa HH3KOrO NABJICHHA C COOTBETCTBYET
3aNafHHBIME OTBEPCTHAMH).
OTHKETKH H3 JICHTH KJICCBOH
Ha Oymackaoli ocHoBe

*JlanHbic aTTECTAUMM NpPH COBMECTHOM HMcmomb3oarmn ¢ MM «Kammbparops MagnoLlA
IponaxThn», cepus Ne E003.

ITacnopr Bean «13» anpens 2022 r,

Cpok roanocTs HaGopa o «13» anpens 2023 1.

Ycnopas xpagenns +2...48 °C

Ycnosus TpascnoprupoBanns +2...48 °C. Homyckaercs TpancnoprapoBatue Rabopa IpH TeMIEpaType
a0 +25 °C e Gonee 15 cyTok, B ToM unchne npx TeMnepatype +37 °C re Gonee 1 cyTok

TOJIBKO JUIA TUATHOCTHUKH IN VITRO

Jina npobeccrnoHansHOMO NPHMEHCHNA

Ha6op cooTeetcTBYET
TV 21.20.23-590-98539446-2022
PY Ne
. AikorBio
Bemonnun 08T H.A. Iponepun Kazapanosa H‘\é: Cout : any” -
A :‘r_:‘"*'fr.rlm.etﬁﬁ
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OO0 «KomnaHusa Ankop brno»
r. CaHkT-MeTepbypr, XXenesHoAOPOXHbIW Np., 4. 40, nuT. A
TenegoH/akc: (812) 677-87-79

MACITIOPT Ne E004

Ha6op peareHToB a4 Konam4ectBeHHOro MMMyHOXeMUJTIOMNHECLUEHTHOTO

onpeaeneHnst NPonaKTnuHa
«MagnoLIA TponakTunH», no TY 21.20.23-590-98539446-2022

Kat. Ne 1040001 Cepua Ne E004 ®opmuposaHmne Ne 1 Konnyectso 100 wT.

CootBeTtcTBUE
BHewwHWiA Bug u Cepus KOHTpONU-
HanmeHoBaHMe peareHTa KomnnekTayusa
(hopma Bbinycka peareHTa pyemoro
napamerpa
CocTaB Habopa
MenkogucnepcHbIi
0Cafi0K KOPUYHEBOTO
MapaMarHuTHble o
LBeTa, nepexoanLmi
MUKpOoYacTuLbl 1 KapTpurax
B CyCMeHAMpoBaHHOe
C UMMOBUNN30BAHHbLIMY COCTOSHME MDY (cooTBeTCTBYIOLY £004
MOHOK/TOHaIbHbIMWU P MM oTcek, COOTBETCTBYET
BCTPAXUBAHUN, B
aHTUTeNaMn K NPoNakTuHy o 12,5 mn)
npo3payHoin
(MY) 6ec o
LBETHOW
XnAKocTH
1 KapTpnox
KoHblorat aHTU-npoiakTuH PTPUA
¢ aKPUAVHOBOIA METKOM Mpo3payHas (cooTBeTCTBYIOLY £004
(A%) 6ecLBeTHAsA XUAKOCTb W oTcek, COOTBETCTBYET
5 mn)
MacnopTt 1wr.
VHCTPYKLUMA NO NPUMEHEHUIO 1wr. -
I‘Iapalvleprl KOHTPO/J14 KayecTBa
HanmeHoBaHMe KOHTPONNPYEMOTO HOpMa 3HayeHune KOHTpoNupye-
napamerpa MOro napameTpa*
AHanuTuyeckunin curHan Kanmépatopa 4, 200 000
OTH. CBET, efl., He MeHee COOTBETCTBYET
COOTHOLIEeHMEe aHaIUTUYECKUX CUTHAN0B Bi<B2<B3<B
Kanuépartopos ! 2 8 4 COOTBETCTBYET
HomunHanbHoe 3HaveHne Kannbpartopa 2, 500
MME/n H/g
HomunHanbHoe 3HavyeHne Kannbpartopa 3, 2500
MME/n H/g
OTK/IOHEHNE KOHUEHTPaL UK
Kanunbpatopa 2 n Kannbpartopa 3 + 15
OT HOMWHA/IbHOT 0 3HAYeHUA, MPOLEHT
. FKOMV2IHUW
fEHfCPMb4-i bro" \o
OCO B\o
Company
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KapTprmx (COOTBETCTBYIOMMNE
OTCCKH CNIeIMATHIHPOBAHHOTO
KapTpHJDKa B3 MONHITHICHA
HH3KOTO JABJICHHSA ¢
3aNasHHLIMH OTBEPCTHAMH).
OTHKCTKH B3 JICHTH! KJIeeROMH
Ha GymaxsHoit ocHoBE

*JlaHHBIC aTTECTAlMM NpH COBMeCTHOM Hcnonbdosawun ¢ MM «KanuGparopnt MagnoLIA
IponakTin», cepus Ne EQ04.

Tacnopr Beman «15» anpens 2022 r.

Cpoxk roarocte Habopa 10 «15» anpens 2023 1.

Ycnoera xpanesus +2,..+8 °C

Venopus Tpascnopruposanrs +2...+8 °C. Jlonyckaercd TparcnopTHpoBaHHe HaGopa npH TeMnepaType
1o +25 °C ne 6onee 15 cyTok, B ToM uyAche npH Temneparype +37 °C ne 6onee 1 cyTok

TOJIBKO /1A AUATHOCTUKU IN VITRO

Jna npodeccHOHANBHOTO NPEMEHEHHS
HaGop cooTeTcTBYST

TV 21.20.23-590-98539446-2022

PY Ne

Brmnomaun IOsr LA, Tposepun Kasapuuosa

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



00O «KomnaHusa Ankop bno»

r. CaHkT-lMeTepbypr, XXenesHogopoxXxHbin np., 4. 40, nut. A

TenedoH/dakc: (812) 677-87-79
MACITOPT Ne EOO3

Habop peareHTOB /19 KOIMYECTBEHHOI0 UMMYHOXEMU/TIOMUHECLIEHTHOTO

onpefesieHnst NPoslakTUHa

«MagnoLIA lNponaktuH», no TY 21.20.23-590-98539446-2022

Kat. Noe 1040002 Cepua Ne EOO3 dopmuposaHume Ne 1 Konnyectso 100 wr.

BHewHni Bug un

HavmeHoBaHVe peareHTa
(hopma BbIMyckKa

Komnnekrayus

CocTtaB Habopa
MenkoancrnepcHbli
0CafoK KOpun4HeBoro
LiBETa, NepexoasiLLni
B CyCneHAMpoBaHHoOe

MapaMarHuTHbIe

MUKPOUACTULLbI 2 KapTpuaxa

C UMMOGVNN30BaHHBIMK (cooTBeTCTBYIOLL,
COCTOAHWE MpU o
MOHOK/10HaNbHbIMU NI OTCEK,
BCTPAXMBaAHUK, B
aHTUTeNaMn K NPoNakTuHy o no 12,5 mn)
npo3payHou
(MY) <
6ecuBeTHON
XULKocTu
2 KapTpuaxa
KoHblorat aHTU-NposiakTUH
o < MpospayHas (cooTBeTcTBYIOLY,
C aKpUaMHOBOW METKOM o
A 6ecuBeTHasA XXNAKOCTb NN OTCEK,
(A%) no 5 mn)
MacnopT 1w,
WHCTPYKUMA MO NPUMEHEHUIO 1wr.

MapameTpbl KOHTPONSA KayecTBa
HanmMeHoBaHWe KOHTPOSIMPYEMOr0

Hopma
napameTpa
AHanuTnyecknin curHan Kannoéparopa 4, 200 000
OTH. CBeT, ef., He MeHee
COOTHOLLEHMEe aHaIMTUYECKUX CUTHAN0B
B] < B3 < Ba
KanmbpaTopos
HomuHanbHoe 3HayeHne KannbpaTopa 2,
500

MME/n
HomunHanbHoe 3HaveHne Kannbpartopa 3,

2500
MME/n

OTKNOHEeHWe KOHLEeHTpauuu
Kanubpatopa 2 n Kannbpartopa 3
OT HOMUWHA/IbHOTO 3HAYeHUS, NPOLEHT

SR
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CootBeTcTBUE
Cepus KOHTPO/IN-
peareHTa pyemoro
napametpa
EOCO3 COOTBETCTBYET
EOQ3 COOTBETCTBYET

3HaueHne KOHTpPonupye-
MOro napameTpa*

COOTBETCTBYET
COOTBETCTBYET
H/A

H/A

0CNe)Te"cTBYET
.OMMaHus

Crp. 1n32



Kaptpupk (cooTBeTCTBYIOUTHE
OTCEKH CIICLHATH3UPOBAHHOIO

KapTpHDKa 13 MOMTH3THICHA

YnakoBka # MAPKHPOBKA HH3KOr0 JABJICHHS C COOTBRETCTRYCT

3aNafHHEIMHA OTBCPCTHAMM),
DTHKETKH H3 JIeHTH! KIICeBOH
Ha GyMaxHOHK ocHOBE

*JlaHHLIC aTTECTAMM NpHM COBMECTHOM HcmomssoBammu ¢ MU  «KamaGparopst MagnoLIA
IlponaxTan», cepua Ne E003.

ITacnopr Bewnan «]13» anpena 2022 1.
Cpox roasocTa HaGopa no «13» anpens 2023 r.

Ycenorns xpanenus +2...48 °C

Ycnoenrg TpancnoprapoBanua +2...48 °C. Jonyckaercs TpancnoprApoanne HaGopa npa TeMnepatype
1o +25 °C ne Gonee 15 cyToK, B ToM uucne npu Temneparype +37 °C ne 6onee 1 cyTok

TOJIbKO 1A JUATHOCTHIKH IN VITRO

Jna mpodreccHOBATEHOFO NPHMEHCHUA ”
HaGop cooTBeTCTBYET

TV 21.20.23-590-98539446-2022

PY Ne .

Bemomsman KOur H.A. ITposepun KasaprHosa
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000 «KomnaHuga Ankop buno»

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

TenegoH/akc: (812) 677-87-79
MACITTIOPT Ne E004

Ha6op peareHToB gsd4 Ko/in4eCtBeHHOro MMMYHOXEMNNKOMUHECLLEHTHOTO

onpefeneHns NponakTnuHa

«MagnoLIA lNponaktuH», no TY 21.20.23-590-98539446-2022

KaT, No 1040002 Cepua Ne E004 ®dopmumposaHme Ne 1 Konnyectso 100 L.

CooTBetcTBME
BHewHWIi BUg 1 Cepus KOHTpONN-
HanmeHoBaHue peareHTa KomnnekTtayus
(hopma BbINycKa peareHTa pyemoro
napametpa
CocTaB Habopa
MenKogncnepCHbIi
0Caf0K KOPUUYHEBOTO
MapaMarHnTHble o
LiBETA, NepexoaaLLni
MUKpOoYacTULbl 2 KapTpumka
B CYCNeHANpPOBaHHOE
C MIMMOGUNNN30BAHHbIMU (cooTBeTCTBYHIOLY,
COCTOSIHME Npwu N E004 COOTBETCTBYET
MOHOK/IOHa/IbHbIMMU W OTCEK,
BCTPSAXMUBAHUN, B
aHTUTENaMWN K NPONaKTUHY o no 12,5 mn)
npo3payvHoi
(MY) o
6ecLBeTHOM
XULKOCTH
2 KapTpuoxa
KoHbloratr aHTu-nponakTuH PTPVIA
o o Mpo3payHas (cooTBeTcTBYHIOLLY,
C aKpUAMHOBOWN METKOW N EQ04 COOTBETCTBYET
(A%) 6ecLBeTHas XXUAKOCTb WA OTCEK,
no 5 mn)
MacnopTt 1wr. -
WHCTPYKLNA NO NPUMEHEHUIO 1wr. -

MapameTpbl KOHTPONSA KayecTBa

HanmeHOBaHMe KOHTPOINPYEMOTO
napameTpa
AHanuTuyeckunin curHan Kanméparopa 4,

OTH. CBET, 4., He MeHee

COOTHOLUEHMNE aHANUTUYECKNX CUTHAIOB
KanmbpaTopos

HomunHanbHoe 3HauyeHne Kanunbpartopa 2,
MME/n

HomunHanbHoe 3HaueHne Kanmbpartopa 3,
MME/n

OTK/IOHEHME KOHLEeHTpauum
Kannbpatopa 2 n Kannébpartopa 3

OT HOMWUHANbHOTO 3HaYeHUs, NPOLEHT
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3HayeHne KoOHTpoNupye-

Hopma
MOr0 napameTpa*
200 000 COOTBETCTBYET
Bi<B2<Bs<Bu4 COOTBETCTBYET
2500 AT Wi
+ 15 1°Ax
11 ~n,.ops uo" \in\\
U ioren 1
4T
MEHEP™b

Crp. 1uz 2



Kaptpumx (cooTBercTByIomue
OTCEKH CNeHANU3HPOBAHHOTO
KapTpHJKa U3 TIOJIMITHIEHa
VYnakoBka # MapKHpOBKa HHM3KOro NaBJIEHHA C COOTBETCTBYET
3aMassHHBIMH OTBEPCTHAMH).
OTHKETKH M3 JICHTHI KJIeeBOK
Ha 6yMaXkHO# OCHOBeE

*/laHHble aTTECTAllHH TNPH COBMECTHOM Hcnonb3oBaHuM ¢ MM «KammGparopsr MagnoLIA
IMponaxTuny, cepus Ne E004.

[Tacnopr Bbinad «15» anpens 2022 r.

Cpok rogHocTa Habopa o «15» anpens 2023 r.

YcnoBus xpaHenus +2...+8 °C

Ycnosus TpaacnopriapoBanus +2...+8 °C. Jlonyckaercs TpaHcopTHpoBaHHe Habopa NpH TeMIepaType
1o +25 °C ne 6onee 15 cyTok, B ToM unciie npu temneparype +37 °C ne 6onee 1 cytox

TOJIBKO IJ1s1 AMATHOCTHKMH IN VITRO

Jlns npogecCHOHANBHOTO MPHMEHEHHS
Hab6op coorBeTcTBYyeET

TV 21.20.23-590-98539446-2022

PY Ne

Boemonnnn I0Hr U.A. Iposepun KazapuHosa A \ Lmnpany ) y /
~_7

: X e Flm e""‘
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MpOLW 'O, MPOHYMEPOBAHO, CKYMEHO NnevyaTbto
S ynuct?
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