OO0 «KomnaHua Ankop brno»
r. CaHKT-IeTepbypr, XXenesHogopoXHbIin np., 4. 40, nut. A
TenedoH/hakc: (812) 611-H0-19

MACITIOPT Ne EO002

Habop peareHToB g1 Kannbposku «Kannbpatopsl MagnoLIA Bl 1,2 1gG»,
no TY 21.20.23-585-98539446-2022

HomuHanbHoe
HanmeHoBaHMe  BHeLLHWIA BUA 1 3HayeHne Cepwus Coorsercraue
Komnnekraums KOHTPO/IMPYEMOro
peareHTa (hopma BbInycka NHpekca peareHTa
napameTpa
MO3NTMBHOCTU
CocTtaB Habopa
Kannbpatop - MpospauHbie 1dpn. (1 mn) E002 COOTBETCTBYET
nnm MYTHble
Xugkoct  oT
6ecuBeTHOro [0
Kanmbpatop + KeNToro LgeTa 3,0 1dpn. (1 mn) E002 COOTBETCTBYET
MMacnopt 1wr.
VIHCTpYKUMA N0 NPUMEHEHNIO 1wr.

MapaMeTpbl KOHTPONS Ka4vecTBa

HanmeHoBaHVe KOHTPO/IMPYEMOro 3HayeHMe KOHTPOMPYemMoro

Hopwma
napameTpa P napamerpa*
AHanUTNYeCKNiA CUrHan
He 60nee 50 000 COOTBETCTBYET
KannbpaTopa OTH. CBeT. ef.
AHaIMTNYeCKNiA CUrHan
He MeHee 200 000 COOTBETCTBYET
Kanunbpartopa +, OTH. CBET. e,
CooTHoLLeHve aHa/IMTUYECKNX Bi < Br COOTBETCTBYET
CUTHa/10B KaimbpaTopos
NHaekc nosutusHocTn IgG Kk BII- <03 COOTBETCTBYET
1,2 B KoHTporne -
WHpekc nosuTtmsHocTn IgG K BII- 2.8-4.2 COOTBETCTRYET
1,2 B KoHTpoOne +
®nakoHbl 3 M/ M3 NPO3pPavHOro
cTekna (C  3aBMHYMBAKOLLMMMCS
YnakoBKa 1 MapKMpoBKa ( W COOTBETCTBYET

KpbILUKaMu), 3TUKETKA W3 NEHTHI
KIeeBOi Ha ByMaXKHO OCHOBE

* [laHHble aTTecTauum npy COBMECTHOM UCMosb3oBaHUM ¢ M «MgffoLTi* BriF\I;*gG » cepus Ne
E002 n «KoHTponn MagnoLIA BT 1,2 1gG» cepua Ne E002.  ( I \%

MacnopTt BbigaH «16» mapTa 2022 . C>o,
Cpok rogHocTn Habopa Ao «16» mapTta 2023 T.
Ycnosua xpaHeHua +2...+8 °C

YcnoBus TpaHcnopTupoBaHua +2...+8 °C 000
3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM UCTIbITAHIA/ W PETUCTPALIMI MERHLMHCKUX H3ENHIA



HonyckaeTca TpancmopTipoBanne HaGopa npy Temneparype a0 +25 °C ne 6onee 15 cyTok, B TOM
yicne npu Temnepatype +37°C ne 6onee 1 cyTok.

TOJILKO U1 UATHOCTHKH IN VITRO

Jna npodeccHOHANBEHOrO NMPHMEHEHHA
Ha6op cooTBeTcTBYET

TY 21.20.23-585-98539446-2022

PY Ne
Brumonaun: KO.B. ITlecoukas  Ilposepun: . Kazapunona

@ 000 LUPMI () INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
Cmp.2u32



00O «KomnaHusa Ankop bro»
r. CaHkT-IeTepbypr, XXenesHogopoXHbIin np., Aa. 40, nut. A
TenedoH/ake: (812) 677-87-79

MACITOPT Ne EOG3

Habop peareHTOB Ang KannbposBku «Kanubpatopbl MagnoLIA Bl 1,2 1gG»,
no TY 21.20.23-585-98539446-2022

BHeLHWIA BUA
HavmeHoBaHue
n hopma
peareHTa
BbINycka
Mpo3payHble
Kannbpatop - WK MyTHble
Xugkoctn  OT
6ecuBeTHOro
Kanu6patop + [0 )Kentoro
LBeTa

Macnopt

NHCTPYKUWMS MO NPYMEHEHNIO

HomMuHasibHOe

3HAUEHMe Cepusi CooTBeTCTBME
Vhnekca KomnnekTauus earr()aHTa KOHTPO/IMpYyemMoro
A P napameTpa
MO3NTUBHOCTU
CocTtaB Habopa
- 1dn. (1 mn) EOC3 COOTBETCTBYET
3,0 1dpn. (1 mn) EOX3 COOTBETCTBYET
lwr. : -
1wr. : -

MapameTpbl KOHTPONS KayecTBa

HanmeHoBaHWe KOHTPOMPYEMOro
napameTpa

AHaNUTNYECKUIA CUrHan

Kannbpatopa OTH. CBeT. ef.

AHaNNTNYECKNIA CUrHan

Kanm6partopa +, OTH. CBeT. ef,

CooTHoLLeHe aHaIMTUYECKNX
CUrHa/10B KasimbpaTopos

WHpekc nosutmsHocTh 1gG K BII-
1,2 B KoHTpone -

WHaekc nosutmBHocTn 1gG K BII-
1,2 B KoHTpone +

YnakoBKa 1 MapK1UpoBKa

ACINNOIW UL IWCU,Tiri Uk

3HaueHne KOHTPONMPYEMOr0

Hopwma napameTpa*
He 60s1ee 50 000 COOTBETCTBYET
He meHee 200 000 COOTBETCTBYET
Bi < B2 COOTBETCTBYET
<0,3 COOTBETCTBYET
2,8-4,2 COOTBETCTBYET
®nakoHbl 3 M1 U3 NpPo3pavyHoOro
crekna (C 3aBMHYMBANOLLMMMCA COOTBETCTBYET
KPbILLIKaMW), 3TUKETKUA W3 JIEHTbI
KNieeBoi Ha 6yMaXKHOI OCHOBe
Y ;epua Ne

EOCB n «KoHTponn MagnoLIA BN 1,2 19G» cepma Ne EOCS,

MacnopT BblaaH «18» mapta 2022 r.

Cpok rogHocTu Habopa Ao «18» mapTta 2023 T.

YcnoBus XxpaHeHus +2...+8 °C

Vrnnrina TnadrnnnTunnradiaa +2

& 000 LIUPMH () INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU ~*

«OrfMnMAa B
rcbPANBbHbBIV VPP

+8 °C
OO KOMIAHAA A

Crp. 1u32



JonyckaeTca TpaHCNoOpTMpPOBaHMe Habopa npu TemnepaType Ao +25 °C He 6onee 15 CyTOK, B TOM
yucne npu Temnepatype +37°C He 60nee 1 CyTOK.

TOJIbKO ANndAa gNArHOCTUKA IN VITRO
NS NpoheCCMOHaNbHOTO MPUMEHEHUS
Ha6op cooTBeTCTBYET

TY 21.20.23-585-98539446-2022

PY Ne

BouinonHun: KO.B. lMecoukas Mposepwun: KasapnHoBa

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Crp.2un3 2
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00O «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XXene3HogopoXxHbIii np., 4. 40, nut. A
TeneoH/pakc: (812) 677-87-79

I MACITIOPT Ne E002

Habop peareHTOB a1 Kanubposku «Kannopatopbl MagnoLIA Bl 1,2 1gG»,
no TY 21.20.23-585-98539446-2022
HoMuHanbHoe
HavmeHoBaHMe  BHellHWiA BUA v 3HayeHue Cepus CooraeTcrame
KomnnekTauus KOHTPO/IMpyemMoro
peareHTa (hopma Bblnycka WHpekca peareHTa
napameTpa
MO3NTUBHOCTU
CocTaB Habopa
Kannbparop - Mpospaibie i - 5¢n. (no 1 E002 COOTBETCTBYET
MYTHblE MJT)
XNOKOCTU ot
6ecUBeTHOro A0
Kannbpatop +  wentoro ugeta 3,0 > qw:/'m()no . E002 COOTBETCTBYET
MacnopT 1wr.
VHCTpYKUMA N0 NPUMEHEHUIO 1wr.
I‘Iapameprl KOHTPOIA Ka4veCcTBa
HanmeHoBaHVe KOHTPOMPYEMOro Hooma 3HayeHne KOHTPOIMpyemoro
napameTpa P napameTpa*
AHanuTideckui curHan He 60n1ee 50 000 COOTBETCTBYET
Kannbpatopa OTH. CBeT. es,
AHAMTAECKAN curHan He MeHee 200 000 COOTBETCTBYET
Kannbpatopa +, OTH. CBEeT, e,
CooTHoLLEHNE aHaIMTUYECKMX Bi < B2 COOTBETCTBYET
CUrHa/10B KaimbpaTopos
WHpekc nosutmsHocTh 1gG K BII- <0.3 COOTBETCTRYET
1,2 B KoHTpone -
WHpekc nosutusHocth 1gG K BII- 2842 COOTBETCTBYET
1,2 B KoHTpone +
®nakoHbl 3 M U3 MPO3payHoro
ctekna (C  3aBMHYMBAOLLMMUCSA
¥MakoBka ! MapkipoBka KpbILLKamMW), 3TUKETKU W3 JIEHTbI COOTBETCTBYET
K/1IeeBol Ha 6YMaXXHOW OCHOBE
* [laHHble aTTecTauum nNpy COBMECTHOM UCMONb3oBaHMU ¢ M «MagnoL JAMNANIA » cepus No
E002 n «KoHTponn MagnoLIA BNl 1,2 1IgG» cepua Ne E002.
MacnopT BblgaH «16» mapTa 2022 .
Cpok rogHocTu Habopa o «16» mapTta 2023 T. yw 9 B
Ycnosus xpaHeHus +2...+8 °C . FEHe.PASBMBIA  OYIP
Ycnosusa TpaHcnopTupoBaHua +2...+8 °C
@ 000 LIMPMH [&] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU 00O O KM AHH Ankosi6ii

Ctp. 1us2



HonyckaeTca TpanCiopTHpoBaHHe Habopa npu TeMnepatype 1o +25 °C He Gonee 15 cyTok, B TOM
yucne npu Temneparype +37°C ne 6onee 1 cyTok.

TOJIBKO IJIA AUATHOCTUKMY IN VITRO
Jlna npodecCHOHANBHOTO IMTPHMCHEHHS
HaGop cootsercTByer

TV 21.20.23-585-98539446-2022

PY Ne

Bumonuun: 10.B. ITeconkas  Ilpopepun: | . KasapnHosa

@ 000 LMPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
Crp.2m32



OO0 «KomnaHua Ankop bro»
r. CaHkT-IeTepbypr, XXene3HogopoXHblin np., A. 40, 1T, A
TenetoH/akc: (812) 611-HO-19

MACITOPT Ne BOC3

Habop peareHToB Ans KannopoBku «Kannépatopbl MagnoLIA BT 1,2 1gG»,
no TY 21.20.23-585-98539446-2022

HomunHasbHoe

HanmveHoBaHne  BHelHWI BUf U 3HayeHwue Cepus CoorsercTaue
A Komnnekrauus P KOHTPO/IMpYyemoro
peareHTa (hopma BblMyckKa WHpekca peareHTa
napameTpa
MO3UTUBHOCTU
CocTtaB Habopa

Kanunbparop - Mpospaurele. Wi . 5n. (no 1 EOC3 COOTBETCTBYET

MYTHbIE M)

XNLKOCTK oT

6ecuBeTHOro Ao 5 ¢n. (o 1
Kanubpatop +  wentoro upeTa 3,0 M) EOO3 COOTBETCTBYET
MacnopT 1wr.
VIHCTPYKUMSA NO NPYMEHEHUIO 1wr. -

MapameTpbl KOHTPO/SA KayecTBa

HanmeHoBaHMe KOHTPO/IMPYEMOro 3HayeHVe KOHTPONMPYemMOoro

Hopma
napameTpa P napamerpa*
AHaNNTUYECKNI CUrHa
He 6onee 50 000 COOTBETCTBYET
Kannbpatopa OTH. CBeT. ef.
AHanUTNYecKuii CUrHan
He meHee 200 000 COOTBETCTBYET
KannbpaTopa +, OTH. CBET. ea.
CooTHoLLEeHKe aHaIMTNYECKMX
BI<B2 COOTBETCTBYET
CUrHa/10B KanmbpaTopos
MHaekc nosuTtmBHocTn 1gG K BII- <03 COOTBETCTBYET
1,2 B KoHTpone -
WHaekc nosutmsHocTn 1gG Kk BII- 2.8-4.2 COOTBETCTBYET
1,2 B KoHTpoOne +
®nakoHbl 3 M U3 NPO3pPayYHOro
CcTekna (C 3aBMHYMBAKOLMMUCA
YnakoBKa 1 MapK1poBKa ( W COOTBETCTBYET

KpbILLKaMK), 3TUKETKU M3 JIEHTbI
KneeBol Ha 6yMaXKHOW OCHOBe

* [laHHble aTTecTauMm Npu COBMECTHOM Mcnonb3oBaHuu ¢ M «Mag 19G» cepusa Ne
EOG3 n «KoHTponn MagnoLIA Bl 1,2 19G» cepua Ne EOCCS.

Macnopt BbigaH «18» mapTa 2022 .

Cpok rogHocTh Habopa Ao «18» mapTa 2023 T. yw» 9

Ycnosua xpaHeHus +2...+8 °C o
BEePATBHIN

Ycnosua TpaHcnopTuposaHua +2...+8 °C add

O{O.KOUTAHMA AKOB

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Crp. 1us2



JlonyckaeTcs TpaHCnopTHpoBaHne Habopa tipy TeMnepatype ao +25 °C ne Gonee 15 cyTok, B TOM
YyHceae mpu TeMneparype +37°C ge 6onee 1 cyTok.

TOJBKO 114 IUATHOCTHKMU IN VITRO
JIns npogeccHOHATEHOTO NIPUMEHEHAS )
HaGop cooTBercTBYeT

TV 21.20.23-585-98539446-2022

PY Ne

Betmomaun: 10.B. Ileconkas  Ilposepun | . KasapuHrosa

@ 000 LMPMH (=] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
Crp.2u32



MpowwnT(® NPOHYMEPOBaHO, CKPEN/IEHO NevaTbio
D ( )nancTth
"eHepasibHbIA fnpepop
000 «K(wBa{wn*kop bno»
O.T". TonbiHUeB

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



A<Kanubpatopbl MagnoLIA BNl 1,2 1IgG»

«YTBEPXXOAKO»
\HeMbHbI AVPEKTOP
Hua Ankop bro»
MonbiHues A.T.

» 2022 .

NHCTPYKLMS MO NPUMEHEHMIO

MeaMUMHCKOro U3fenna 4ia AnarHoCTUKN in vitro
«Habop peareHTOB A1 KasmMbpoBkn «Kannopartopbl MagnoLIA BII™ 1,2 1gG»,
no TY 21.20.23-585-98539446-2022»

1 HA3SHAUYEHWE

1.1. «Habop peareHTOB AN Kannoposku «Kannépatopsl MagnoLIA BT 1,2 IgG», no TY 21.20.23-
585-98539446-2022» (panee «Kanmbpatopsl MagnoLIA BII 1,2 IgG») npefHasHayeH A8 KalMOGPOBKM
(ycTaHoBMIEHUN pethepeHTHbIX 3HAYeHWUIA) aHanM3a NpyY KavyeCTBEHHOM OrMpeaeneHnn MMMYHOr106yMHoB G
(1gG) Kk Bupycam npoctoro reprieca 1 1 2 Tunos (BII-1,2) B cbIBOPOTKe U nna3me (UMTpat Hatpus (3,2%),
NNTUEBast COMb renapuHa, HaTpuesas cofb renmapuHa. Kr SATA, K3 3OTA) KpoBM 4YenoBeKa METOLOM
XeMUIOMUHECLIEHTHOTO  MMMYHOaHa/IM3a Ha  MapamMarHWTHbIX — MUKpPoYacTMuax C  WUCMonb30BaHUEM
aBTOMaTnyeckoro aHanmsatopa «MagnoLI1A»,

Hab6op «Kannépatopbl MagnoLIA BN 1,2 1gG» NpUMeHSeTca COBMECTHO MEeAVNLUUHCKUMU U3AENNSMN
(panee M) «MagnoLIA BMI™ 1,2 IgG» n «KoHTponn MagnoLIA BT 1,2 1gG».

1.2, Kanmnbposka npu ucnonb3oBaHum MW «Kannbpatopbl MagnoLIA BIMI 12 1gG» pomkHa
BbINOMHATLCA AN8 KaXKA0ro kaptpuaka «MagnoLIA Bl 1,2 1gG» B cnefyrowmx cny4yasx:

- Npw 3anycke ceccun Ha aHanmzatope «MagnoLIA» ¢ ucnonb3oBaHneM Kaptpumka «MagnoLIA BT
1.2 1gG», kannbpoBKa KOTOPOro paHee He NPOBOAWNACS;

- OQVH pa3 B 7 AHeN ana kaxaoro kaptpumpka «MagnoLIA BT 1,2 1gG»;

- Npw 3anycke ceccum Ha aHanmsatope «MagnoLIA» ¢ ucnonb3oBaHneM KapTpumka «MagnoLIA Bl
1.2 1gG», kafMbpoBKa KOTOPOro NpocpoyeHa (0T MOMeHTa noc/iefHe KannbpoBKm NpoLusio 6onee 7 gHein);

A OKBMBASIEHTHOCTb 06pa3sL0B CbIBOPOTKM M M/a3Mbl KPOBM YeNOBEKa, COAepXallieli aHTMKOarynaHTbl uMTpat Hatpus (3,2%),
JIUTVEBYIO COMb renapuHa, HaTpuveByt0 conib renapuHa, Kr SATA, K3 3ATA, noateepxaeHa Ha 25 oTpuuartesibHbiX u 25
MONOXUTE/bHLIX 06pasLax C pasfMyHbIM 3HavyeHneM MHAekca MO3UTUBHOCTU CreUM(pUYEcKnX MMMyHoriobynnHos G k BIIr-1,2
KaXKJ0ro B1ja aHTUKOoarynsaHTa B aHasmse ¢ nomouybto M «MagnoLIA BT 1,2 1gG».

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



Tann6patopsbl MagnoLIA BIMI 1,2 IgG»

- eCNIX pe3ynbTaT aHanm3a Xots 6bl ogHoro KoHTpons n3 Habopa «KoHTponu MagnoLIA BIMI™ 1,2 IgG»
BbIXOAMWT 3a Npeaesbl yCTaHOB/IEHHOI0 Anana3oHa.
1.3. ®yHKUMOHabHOe HasHayeHne M «MagnoLIA BT 1,2 1gG», «Kannbpartopsl MagnoLIA BN

12 1gG», «KoHTponm MagnoLIA BIMIr 1,2 1gG» npu COBMECTHOM MNPUMEHEHUM -  CKPUHWHT
nvmmMmyHornobynnmHos G Kk BIIM-1,2 B CbIBOPOTKE W Mjia3Me KPOBM YesioBeKa, B TOM uucie Yy GepeMeHHbIX
YKEHLLVWH.

1.4, O6nacTb NPUMeEHeHWs Habopa - KIMHWYeckas nabopaTtopHas AMarHOCTMKa.

1.5. Habop npefHa3HayeH TOMbKO A1 AWMArHOCTUKM in Vitro, Ai1s NpojeccroHasIbHOro NpUMeHeHus
MEPCOHAIOM, UMEIOLLMM KBIM(IUKAUMIO A1 BbINOMIHEHWUSA AMarHOCTUYECKUX WCCNefoBaHUi in Vitro B
pesy/bTare CrneuyaibHOro obpasoBaHuUs M 00y4eHus. VccnefoBaHUA MOMYT BbIMOMHATL CRELMannCTbl He
Monoxe 18 fieT € BbICLUMM WX CPefHUM MEAULUMHCKUM, OMOMOrMYeckKnM Wan MHbIM 06pa3oBaHneM (Bpad
KON, 6ronor, MeguUMHCKUIA TEXHOOT).

WccnenoBaHus NpPoBOAAT B K/MHWUKO-AMArHOCTUYECKUX nabopaTtopusx, 061aCTHbIX, FOPOACKUX WK
PaiOHHbIX, FOCYAAPCTBEHHbIX UM YaCTHbIX 60/bHMLAX 1 apyrux JIMY.

1.6. Habop «Kannbpatopbl MagnoLIA BINI™ 1,2 1gG» He MMeeT NPOTMBOMOKAa3aHUI K MPUMEHEHNIO.

2. XAPAKTEPNCTUKA HABEOPA

2.1, MpuHUKMN gencTeuns

Habop «Kanunbpatopbl MagnoLIA BN 12 1gG» npeactaBnseT cob6oM KOMMMEKT W3 ABYX
KannmbpaTopos.

Kannéposka HabopoB «MagnoLIA BNl 12 IgG» ocywecTenserca npu Mcnonb3osaHun MW
«Kanubpatopbl MagnoLIA BIMI 1,2 1gG» no ABymM YCTaHOBOYHbIM TOYKaM M OCHOBaHa Ha METOAE KOCBEHHbIX
n3MepeHnii (BOCMPoOn3BOAMMas KOMMOHEHTaMW Habopa BennynHa - VIHAEKC MO3UTUMBHOCTM Creuupuyeckmnx
MUMMYHOT1I06yIMHOB  G; HEMOCPeACTBEHHO W3MepsieMas BEIMYMHA - CUMHAST XEMUIIOMUHECLEHLUMW, OTH.
cBeT, eg, (relative light unit, RLU)).

Mpy KaXXZOM MpOBefeHWM npouesypbl KaMbpoBKM HE0O6XOAUMMO MOATBEPXKAATb MPaBUIbHOCTb
Ka/IMbpoBKM ¢ MomMoLLbo Habopa «KoHTposm MagnoLIA BIIT 1,2 IgG» B OA4HON 1 TOW Xe aHaMTUYECKONM
ceccuu.

AHa/IM3 NpPOBOAMUTCA Ha aBTOMaTMyeckoM aHanmsatope «MagnoLlA» (Poccna, OOO «KomnaHus
Ankop Bno») B COOTBETCTBMM C MHCTPYKUMe K Habopy «MagnoLIA BMI 1,2 IgG». 3HayeHUs CUrHasIoB
XEMUTIOMUHECLIEHUMM B KIOBETax, cogepxawmx «Kanmbpatop -» un «Kanmbpatop +», WCMOMb3YKOTCA B
KayecTBe OMOPHbIX (YCTAHOBOYHbLIX) TOYeK. C MOMOLLBIO JaHHBIX TOYEK MPOUCXOAUT KOPPEKTUPOBKA YPOBHS
CUrHana NoporoBoro 3Ha4eHus, 3aK04MPOBaAHHOIO B NamsATK Nprbopa. Mo 0TKOPPeKTUPOBAHHOMY MOPOrOBOMY
3HaveHWo onpegensetcs VHAEKC NO3WTUBHOCTU Crieumduyeckmx nMmMmyHornobynnHos G K BIIM-1,2 B aByx
KOHTposisiX - 1 +. COOTHOLLEHME CUMHAI0B XEMUTFOMUHECLLEHLUW, ONpPeLeNiEHHOro NpM6opoM K yKasaHHOMY B
nacriopte Habopa, CNY>XUT KPUTEPUEM L1 NPUHATUA pesy/ibTaTa KaiMbpoBKM MPOorpaMmHbIM 06ecreyeHnem
aHanmsatopa «MagnoLlA». Ha 0oCHOBE MPUHATOrN0 YPOBHA CUrHasia MOPOroBOro 3HauyeHuUa onpeaensercs
NHpaekc no3utmeHocTh 1gG K B BIMIM-1,2 B aHann3npyemMbix 06pasiLax M KOHTPO/IbHbIX MaTepuanax.

2.2. CocTaB 1 KomMmnnektauusa

B coctas Habopa «Kannbparopsl MagnoLIA BT 1,2 1gG» BXOAAT CriefyroLLe KOMMOHEHTbI:

- Ka/mbpaTtop 1 Ha OCHOBE BOAHO-COMEBOrO pacTBOpa, He cofepxkalumin cneumdmyecknx 1gG k BMIr-1,2
(NpesenbHO JONYCTUMBIA CUTHAT XEMUIOMUHECLLEHLIMN YKa3aH B NacnopTe W 3aKOAMPOBaH LUTPUX-KOAOM Ha

2 Habop «KoHTponn MagnoLIA BIMI 1,2 IgG» npegHasHaveH And NOATBEPXAEHWUS NPaBUMbHOCTU Ka/IMOPOBKM KaueCTBEHHOro
aHaim3a MMMyHornobynmHos G Kk BIMIM-1,2 B cbiBOPOTKe 1 nnasme Kposu yenoseka «MagnoLIA Bl 1,2 1gG» Ha aHanusaTope

«MagnoLIA».
2

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



J

XXKanunépatopel MagnoLIA BNl 1,2 1gG»
/ kopobke Habopa peareHToB). XXnaKocTb, 1 MA, 1 unm 5 ¢iakoHoB™ (B 3aBMCUMOCTM OT BapuaHTa UCMOHEHNS,

[ cm. Tabnuuy 1), mapkupoBaH «Kanmbpatop -»;

-KannobpaTop 2 Ha OCHOBE BOAHO-COMIEBOrO PacTBopa, cogepxawmii cneumdmueckme 1gG k BIMIr-1,2
(NpesenbHO JONYCTUMBIA CUTHAT XeMUTIOMUHECLIEHUMM N TOYHOE 3HadeHne WMHAekca no3uTueHocTU IgG K
BII-1,2 ykasaHbl B nacropTe 1 3aKOAMPOBaHbl LUTPUX-KOAOM Ha KOpPObKe Habopa peareHToB). XXuakoctb, 1
mn, 1unmn 5 hnakoHoB™ (B 3aBUCMMOCTW OT BapuaHTa UCNoIHEHNs, cM. Tabnuuy 1), MapkmupoBaH «Kanmbparop
+»,

Kaxabllii hnakoH, cofepkawmii Kanmbpatopsl - 1 +, paccuntaHd Ha 10 onpegeneHnii Npn nNocTaHOBKE B
aybnukatax. 3TM KamMbpoBOYHbIE MPOObI MpefHa3HayeHbl A9 KOPPEKTVPOBKM MOPOroBOro 3HayeHus,
yCTaHOoB/eHHOro npu atrectaumm M «MagnoLIA Bl 1,2 1gG».

Tabnmua 1

BapuaHT UCMONHEHMS Ha3BaHve KOMMNOHeHTa

BHeLLUHWIA B KOMMOHEHTa

Kat. No Kannéparop - Kannbparop +
9620101 Mpo3payHas nnm MyTHast XXUAKOCTb 1wt 1wt

0T 6eCLBETHOrO A0 XXENTOro LiBeTa
2620105 Mpo3payHas UM MyTHast XXUAKOCTb 5 Wit 5 i

OT GECLIBETHOTO 10 XXENTOTO LIBETA

B komnsiekT noctaBku Habopa «Kannbpatopbl MagnoLIA Bl 1,2 IgG» BXofAaT: Habop peareHToB,
WHCTPYKLMA N0 NPUMEHEHUIO, MacropT.

2.3. TexHUYecKne XxapaKTepucTuKu

Kannbpartops!, BXoAALMe B HAOOP, aTTeCTOBaHbl OTHOCUTENIbHO BHYTPEHHUX KOHTPOJIbHLIX 06pasLoB
(BKO), arTecToBaHHbIX B  pe(epeHCHbIX  TecT-cuctemax. [lpefensHo  JOMYCTUMbIE  CUTHaSIbI
XeMUNIOMUHECUEeHUMM Kanmbpatopos, BXxofdwmx B Habop (Kanmbpatop -, Kanmbpatop +), u WHAaekc
no3nTUBHOCTU KannbpaTopa + 3aKoAMPOBaHbI B LUTPUX-KOAE Ha BTOPUYHO YNaKoBKe peareHTa.

KomnoHeHTbl Habopa «Kanubpatopbl MagnoLIA B 1,2 1gG» He ABNAOTCA KOHTPOJSIbHBIMU
marepvanaMmm  NpPaBWIbHOCTU™™ KU He MOryT MPUMEHATLCA [AN1A  OUEHKU MpaBUIbHOCTU  (3HaYeHUs
aHa/IMTUYECKOr0 CMELLLEHNS) Pe3y/bTaToB KIMHUYECKMX N1ab0opaTopHbIX UCCeL0BaHNIA.

3. MEPbI NMPEAOCTOPOXXHOCTWU

3.1. ToTeHUManbHbIA PUCK MPUMeHeHWs Habopa  Krmacc 26 (cornacHo [Npukaly MwuHWcCTepcTBa
3apaBooxpaHeHnst PO NodH ot 06.06.2012 r.).

3.2.  Bce KOMMOHeHTbI Habopa B UCMO/b3YeMbIX KOHLIEHTPAUMAX ABMAOTCA HETOKCUYHBIMMU.

3.3. lpwu pabote c Habopom cnepyet cobnofatb TpebosaHus MOCT P 52905-2007 u CanllvH
3.3686-21.

3.4. [onyckaTb K paboTe ¢ HaGOPOM TO/BLKO CneLnanbHO 00YYeHHbI NepcoHan

3.5. lMepen Hayanom paboTbl O03HAKOMWUTLCA C WMHCTPYKUMER M MNPUMEHSTb Habop CTPOro Mo
Ha3HaYeHuIo.

3.6. Tpn pabote ¢ Habopom crneayeT WCMOMb30BaTb creuoaexay (MeauuUUHCKWMIA XanaT wim
KOMOWHE30H, LWarnoyky) W CpeacTBa WHAMBMAYaNbHOM 3awuTbl (Macky, 3alWMTHbIE OYKW, OAHOPa30Bble
PE3MHOBbLIE WX MIACTMKOBbIE MepyaTKK, paspeLléHHbIe K MPUMEHEHUIO Ha TeppuTopun P®).

labapuTHblepasmepbl hnakoHa(4B): 16,25MM X 36MM; Kpbiwku (OB): 16,2MMx12,5MM

" KOHTPO/bHbIA MaTepuan ¢ NpUnMcaHHbIMM (METPOSIOrMYECKM NPOC/EXKEHHbIMM), aTTeCTOBaHHbIMU (MOYUYEHHbIMU B pesynbTarte
CPaBHEHWS C 3Ta/OHOM, Ka/iMbpaTopoM), YCTAaHOBMEHHbIMWM (Ha OCHOBE MEX/1abopaTOPHOr0 KOHCEHcyca C  MpPUMEHEHMEM
peepeHTHbIX METOAMK W3MEPEHMS) 3HAYEHUSMU WUCCNedyeMbIX KOMMOHEHTOB, MpPefHa3HaYeHHbIA ANS OLEHKW MpPaBWIbHOCTY
(3Ha4eHNs aHA/IMTUYECKOTO CMELLEHNS) pe3y/bTaToB KIIMHUYECKMX NabopaToOpHbIX UCCNeL0BaHNI COOTBETCTBYHOLLMX KOMMOHEHTOB.
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3.7. Bo Bcex KOMMOHeHTax Habopa OTCYTCTBYHT aHTUTeNna K BWY 1,2, Bupycy renatuta
HBSAg.

3.8. BHumaHne! B coctaB Habopa «Kanmbpatopbl MagnoLIA BIMI 1,2 1gG» BXogsaT con
KucnoTa B KoHUeHTpaummn 0,05% 1 KOHCepBaHT B KOHLeHTpauun meHee 0,05%, 4To ABnsieTca 6e3onacHbIM /15
yenoBeka. [pyM UCMONb30BAHUM MO HA3HAYeHUIO W COOMKOAEHUN Mep MPeAoCTOPOXKHOCTM KOHTaKT C
OpraHvM3MOM 4YenoBeKa UCKNHOYeH. Mpy aBapuiAHbIX CUTYaUUsSX BO3MOXKHO pasfpaXKeHUe KOXW W CIIM3UCTOM
060/104KMN [Na3 Y YyBCTBUTENbHbIX NNL,. Py KOHTaKTe MPOMbITb NOPaXKEHHOE MECTO BOAOW M 06paTUTbCS 3a
MEANLMHCKOI MOMOLLbHO.

3.9, Xumnyeckas nocyga u obopyaoBaHue, KOTOpble MCMOMb3YKTCA B paboTe ¢ Habopom Aon.
ObITb COOTBETCTBYIOLLMM 06Pa30M MapKMpPOBaHbl 1 XPaHWUTLCS OTAEMbHO.
3.10. [na 06paboTkn nocydbl U 060pYLOBaHUS PEKOMEHAYETCS UCMOMb30BaTh AE3UHMULMPYHO

CpPefcTBa, M3rOTOB/IEHHbIE Ha OCHOBE TPETUYHbIX aMMHOB, YETBEPTMYHLIX aMMOHMEBbLIX coeanHeHnid (YAC)
WAX CMUPTOB W paspelléHHble K MPUMEHEHWUO Ha Tepputopun P®. Kcnonb3oBaHue Ae3NHMULMPYIOLWMX
CpeAcTB Ha OCHOBE aKTMBHOIO KUCNOPOAa M X/lopa BO3SMOXHO /MWL Ha MpeACcTepUM3aLMOHHOM 3Tane, ¢
nocneayroLLen TEPMUYECKON CTepumnsaLmen.

3.11, 3anpeLlaeTca Nprém nNuLy, 1UCrnonb3oBaHMe KOCMETUYECKNX CPEACTB U KypeHue B NOMELLEH
npefHa3HayYeHHbIX 419 paboTbl C HAGOPOM.

3,12, Yéupatb U [Oe3UH(PUUMPOBATL pa3nnTble 06pasubl WM KOMMOHEHTbI Habopa, wcnos
Ae3NHpUUMPYHOLLIME cpeacTBa B COOTBETCTBUM MY-287-113.

3,13. Ypanatb HEUcnosib30BaHHble peakTBbl Habopa B COOTBETCTBUM C TpeboBaHMsiMM CaHl
2.1.3684-21.

3.14. Mocne wWcnonb3oBaHWs BCe KOMMOHeHTbl Habopa, o06pasubl, KOHTPO/bHble MaTepu

pacxofHble MaTepuasibl U Apyrve peareHTbl, KOTOPble KOHTaKTMpOBaM C 06pasuaMu BO Bpems 06paboTKu,
XpaHeHNs unu aHanmMs3a (B TOM 4uC/e: MepyaTky, HaKOHEeYHWKWM W T.4.) LO/MDKHbl CO6MpaTbCA OTAENbHO M
CTEpU/IN30BaTbCA B aBTOK/aBe C MOCMefyHoLWeld yTuamMsaumeil B COOTBETCTBUM C TpeboBaHuamu CaHluH
2.1.3684-21. BwMmeCcTO aBTOK/MaBMPOBaHUS OTXOAbl MOFYT OblTb CTEPUIM30BaHbl  AE3VHOULMPYIOLWUM
CpeACTBOM, NOcne YTUAN3NPOBaHbI B COOTBETCTBUM € TpeboBaHAMM CaHlnH 2.1.3684-21.

3.15, He ncnonb3oBaTb HAG0OP NO UCTEUYEHUN CPOKA FOAHOCTU.
4. OBOPYOOBAHME W MATEPUWANbI, HEOBEXOAWMBLIE AONA TPOBEAER

AHANN3A

- «AHa/IM3aTOpP aBTOMATWMYECKUI  UMMYHOXMMUYECKUIA  XEMUIIOMUHECLEHTHbI  «MagnoLIA» ¢
npuvHagnexHoctamm no CHAB 421457.002 TY («MagnoLIA») (npoussogutens OOO «KomnaHus ASiKop
Buo», Poccus, PY Ne P3H 2019/9282);

- «<Habop  peareHTOB [N  KayeCTBEHHON0  MMMYHOXEMW/IIOMWHECLEHTHOIO  OMpefeneHuns
UMMYHOrno6ynMHos G K Bupycam npoctoro repreca 1u 2 tunos «MagnoLIA BN 1,2 1gG», no TY 21.20.23-
584-98539446-2022» (npomnssogutens OO0 «KomnaHus Ankop bro», Poccus, kat. Ne 2620000, 2620005),

- «Habop peareHTOB AN KOHTpONA KavectBa aHanu3a «KoHTponn MagnoLIA BT 1,2 IgG»,
no TY 21.20.23-586-98539446-2022» (npomssoamTtenb OO0 «KomnaHus Ankop Buo», Poccus,
Kat. Ne 2620201, 2620205, 2620210);

- BopHo-coneBoii pacTBOp [AN18 MNPOMbIBKM peakUMOHHbIX KioBeT MagnoLIA «Bbydep W1»
(npoussoamnTens OO0 «KomnaHusa Ankop bro», Poccus, kat. Ne 0000405);

- «Habop Tpurrepos xemuaoMuHecueHuun MagnoLlA» (npoussogutens OOO «KomnaHnus AJSKoOp
Buo», Poccus, kat. Ne 0000601);

KOHLEHTPMPOBaHHbIN  pacTBOp ANA  NPOMbIBKM  uUrn  «Tpuan  5000X»  (npowsBoguTenb
000 «KomnaHus Ankop bro», Poccus, kat. Ne PTT-01A n kat. Ne 0001303);
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- BonHo-coneBoit pactBop s pasBeaeHus o6pasuoB MagnoLIA «J/lumoeHnt 1» ((mpousBoauTensb
OOO «Komnanus Ankop buo», Poccus, kat. Ne 0000301 xaprpuax u kat. Ne 0001001 dnaxon);

- OTmenbHble Xanar, wWanoyka, o0yBb M OJHOPa30BbIC NEPYATKH, pa3pelUIEHHBIE K MPHMEHEHHIO Ha
tepputopun PO (unu coorBerctByromue 'OCT P 52239-2004).

S. INPOBEJAEHHUE ITPOLEAYPHI KAJINBPOBKH

OnucaHHas B JaHHOW HHCTPYKUHMH HH(QOpMaLUA COAEPXKHUT JHIIb oOlIHE CBEACHHS O TNOpPAIKE
NpoBeieHUs Npoueaypsl KUTHOpOoBKH Ha aHanu3aTope «MagnoLIA». [lna nonydenus aeranbHoR HHGoOpMaLuu
nepen HayajaoM paboThl 03HAKOMBTECH C PYKOBOJACTBOM MO dKCIUTyaTaluu aHanu3aropa «MagnoLIA».

5.1. TloaroToBka peareHTOB

5.1.1. Bxmounts aBTOMaTHYeCKHi aHanu3aTop «MagnoLIA» coriiacHo pykoBOJACTBY M0 IKCIUTyaTallMH.

5.1.2. Kamu6parops! roTOBbI K HCNOJI30BaHHIO.

®naxoHsl ¢ katHOpaTopamMu HEOOXOAUMO BbLAEPXATh NIPH KOMHATHOM TeMnepaType He MeHee 30 MHH.
J10 Hayajia aHaJTMTHYECKON CECCHH.

5.1.3. Tlepememats comepxxumoe ¢(akoHoB, H3beras mneHooOpazoBaHHA. OTKpBITH (GIAKOHBI M
TMOJIOXHTh KPBILIKK MEpeBEPHYTHIMH HAa CYXYIO TOBEPXHOCTb.

5.1.4. HaGop «Kanu6paropst MagnoLIA BIII" 1,2 IgG» pasMecTuTh B 1ITAaTHBAX, NMpeIHa3HAYCHHBIX
U1 KaubpaTopos.

5.1.5. Tlepen 3arpy3koil peareHTOB, HEOOXOAMMBIX UIA NMPOBEACHUS aHaIW3a, B COOTBETCTBYIOLIHE
6/I0KM aHaM3aTopa MPOBEPHTb BCE PacTBOPhHI Ha OTCYTCTBHE MY3bIPbKOB BO3AyXa. YNalnHTh MY3bIPbKH JIO
NpoBeIeHUs aHAM3a JIETKHM [TOKaYMBaHHEM, HE IONycKas TeHoo6pa3oBaHHUA.

5.1.6. Ilepen 3arpyskoii kaprpumka «MagnoLIA BII' 1,2 IgG» B 6mok peareHTOB HEOOXOAHMO
NpeABapUTENbHO YOEAMTHCA, YTO MNapaMarHUTHBIE MHMKpPOYACTHIbI HAXOAATCA B PECYCNEHAMPOBAHHOM
COCTOAHHH, a caMa CYCNeH3Hua romorenHa. Ecnu MukpouacTHsl He pecycnenaupytorcs, HE HUCTIOJIb3YUTE
HABOP u oOparuTech K MECTHOMY MNpeACTaBUTENO NpowsBomutens. [ns monyuyenus Gonee nmoapoGHOl
nHdopMauuu 0OpaTHTECh K MHHCTPYKLIMH MO NpuMeHeHunio Habopa «MagnoLIA BIII" 1,2 IgGn.

5.1.7. 3arpy3uth NOATOTOBJIEHHbIC PEArcHTH U MPUHAMIEXKHOCTH Ha 60pT ananu3atopa «MagnoLIA»
COTJIACHO PYKOBOJCTBY IO 3KCIUTyaTallHH.

5.1.8. 3arpysute gaHHBle O peareHTax B NaMsATb aBTOMaTHueckoro aHamusaropa «MagnoLIA»
COTJIaCHO PYKOBOJCTBY IO 3KCIUTyaTallHH.

5.2. KaanbpoBka

Ananuzarop «MagnoLIA» MoxeT oCylUecTBIATb KaTHOPOBKY B OTAENBHO BBIICJICHHON CECCHH HIIH
OJHOBPEMEHHO ¢ ofpa3suaMHi B paMKax OIHOM aHanHTHYecKoH ceccuu. Ilpouenypa KanuGpOBKH BLINOIHAETCA
npexe MoO6BIX Ha3HAYEHHbIX TECTOB HE3aBUCHMO OT MOMEHTA pa3MelleHNa Habopa KatnbpaTopos Ha 60pTy.

BHUMAHHE!

KomnoneHThl Habopa «Kanu6Gparops: MagnoLIA BIIIN 1,2 IgG» He Ro/kHBI HaXOAUThCA Ha GopTy
npubopa Gonee 2,5 yacoB, cymmapHo B 10-TH ceccHAX, HEOOXONMMO YUYHMTBHIBaTh 3TO NPH BBINOJHEHHH
npoueaypsl KalHOpOBKH ONHOBpeMeHHO ¢ ofpasiiaMM B paMKaX OJHOH aHAIMTHYECKOH CECCHH.
PekoMeHayeTcs BLITPYXaTh LITATHBBI C KaaHOpaTopaMH MO HCTECYEHHMH MHHMMAIBHOTO BPEMEHH C MOMEHTa
3aBepLIEHUA pacKanbIBaHHsA COAEPKHUMOro BCeX (IaKOHOB KaTHOPaTOPOB M KOHTpOJE.

JnAa npedomepauenun ucnapeHus dcuoKocmu cpasy nocie UCnonb306aHUA PAaKOHbl HeobXooumo
3aKpbiMb KPHIUKAMU 68 COOMEEMCMEUU C UX MAPKUPOBKOU, nomecmums 6 YHAKOGKY npeonpuamus-
U320MoGUMENA 6 6ePMUKANbHOM NONONCeHUU U obecneuums xpanenue npu memnepamype om + 2 0o + 8
°C 6 XO0M00UAbHBIX KaMepax ulu 6 XONOOUNbHUKAX, o0becnequsaowmux peiamMeHmuposantoli
memnepamypHblii pelicum.
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5.2.1. Tpw ycTaHoBKe Ha 6OPT aHanmM3aTopa Ans KakAol HOBOM cepun (noTa) Habopa «KanmbpaTopbl
/MagnoLIA BNl 1,2 1IgG» Heo6xoAMMO MPOBECTM NPOLEAYPY perucTpaumum KanmopoBovHoro Habopa.

[nsa atoro nepengnte B MeHto KAJIMIBPOBKA.

B HMXHe yacTn akpaHa HaxkmuTe kHorky PETMCTPALMA HABOPOB.

B OTKpbIBLUEMCS OKHE 3an0fHWUTe faHHble NMyTeM CUMATLIBAHWUSA 4BYMEPHOIO LUTPUX-KOAA CO BTOPUYHOM
yMakoBKK (KOPOOKM) n3aenns nmoo BBeauTe LUMMPbI LUTPUX-KOLA BPYUHYIO.

[ns coxpaHeHWs AaHHbIX O Habope, Haxmute KHonky NMPUMEHWTL (B cnydvae Heo6XoaMMoOCTK
MPOLO/IKUTL PabOTy B ;AHHOM OKHE) v KHonky FTOTOBO (g1 coxpaHeHWs JaHHbIX U 3aKPbITUS OKHA).

Mpn Heob6XoAMMOCTN, BO3MOXXHO BHECEHME [aHHbIX O HeCKONbKMX cepuax (notax) Habopa
«Kannéparopsl MagnoLIA BII™ 1,2 1gG».

5.2.2. 3arpysavTe LITaTMB C HabopoM KanmbpaToOpoB Ha GOPT aHanM3aTopa, CUMTaliTe LUTPUX-KOAbI C
(plaKOHOB ~ 3arpy>KEHHOro  WTatmBa nyTeM Haxatus KHomkun CUUTATb  WTPUX-KOAbl  wm
NAEHTU(UKaLMERn (hNakoHOB BPYYHYHO

[NpumeyaHue: B nporpamme aHanmsaTopa «MagnoLIA» ona oTpuuaTensHOro 1 NOMOXKUTENLHOIO
KanmbpaTopoB UCMONb3yrTCA 0603HaYeHUs «KIM1» n «KIM2» co0TBE TCTBEHHO,

5.2.3. BHecute KannmbpoBKy B CMMUCOK 3afay, KOTOpble [AO/MKHbI ObITb BbIMO/AHEHbI B AaHHOM
aHa/IMTNUYECKON ceccum.

[ns atoro neperigute B MeHto OBPA3LLbI,

B neBoii yacTu akpaHa BbloepuTe KHOMKY JOBABNTb KATMIBPOBKY.

B neBom BepxHeM Yriy OTKPbIBLLEroCs OKHa OyAeT OTOOpPaKEH CMMCOK TECTOB, A4/ KOTOPbIX MOXET
ObITb BbINO/HEHA KA/IMOPOBKA. BbibepuTe 13 NpeaioXXeHHOro cnucka Heo6XoAMMbIN TECT.

B npaBom BepxHeM yrny 6yAyT MokasaHbl FOTOBbIE K 3arycKy cepuu (n0Tbl) Habopa «KanmbpaTtopsl
MagnoLIA BN 1,2 IgG». M3 npeAcTaBneHHOro Crmncka BoloepuTe HeO6X0ANMYHO CEpUI0 (HECKO/IbKO FOTOBbIX
cepuin(noToB) OydeT OTObpaxaTbCA B [aHHOM CMUCKE, eciii Ha 6opT npubopa ObII0 3arpy>XeHO HECKO/bKO
cepuii (I0TOB) KaNMBpPOBOYHbIX HAGOPOB ANS O4HOr0 TeCTa).

[ns no6aBneHnst BbIGPAHHON KafMOPOBKM K CMUCKY 3agady Haxkmute KHonky JOBABUTDL (B cnydae
HeobX0AMMOCTM MPOAO/HKUTL PaboTy B JaHHOM OKHE) mam KHonky FTOTOBO (ans coxpaHeHusi JaHHbIX U
3aKpPbITUS OKHA).

5.2.4. 3anyCcTuTe aHaJIMTUYECKYHD CEeCcCUI0 aBTOMaTU4ecKoro aHanusatopa MagnoLIA cornacHo
PYKOBOACTBY M0 3KCryatauuu.

5.2.5. Tporpamma npubopa Mo3BoNseT aBTOMaTUYeCKM BbIMOHATL BCe CTaAuMM aHanusa Ans Habopa
«MagnoLIA BMNI" 1,2 1gG» 6e3 BMeLLaTeNbCTBA NO/b30BATENS.

5.3. PesynbTarbl

Mo OKOHYaHWK aHaIMTUYECKO ceccun nepenanTe B MeHto KAJIMIBPOBKA.

B neBoi1 yacTu aKkpaHa Bbl6epuTe HEOOXOAMMBIN TECT U3 NPEANOXEHHOIO CCKA.

3aTeM B BepXHeii NpaBoli 4YacTh 3KpaHa Bbl6epuTe HE0OX0AUMYHO Ceputo (10T) KambpoBOYHOro Habopa
ANA AaHHOTO TecTa.

Huxe 6yaeT oTobpakeHa MHGopMaLus 0 BbIGpaHHON KanbpoBKe:

- Ne no nopsgky;

- BA/IMAHOCTb BbIGPaHHOW KaIMBpOBKU;

- laTa NpoBeAeHUs aHan3a,

- 3HaYeHWe aHaIMTUYECKOro curHana ana Kannéparopa -;

- 3HaYeHWe aHaIMTUYECKOro curHana ansa Kannéparopa +.

Ans nonyyeHns 6onee noapo6bHON WHDOpPMaUMM O BbIOPaHHON KaMOPOBKE, HAXMUTE KHOMKY
KATMBPOBOYHAA KPNBAA

B 0oTKpbIBLLEMCS OKHe ByfeT 0ToOpaxkeHa pacLLUMpeHHas MHopPMaLms 0 KasIMOpOoBKe;
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- co06LLeHMe 06 YCNeLwHOM 3aBepLUEHNN KalIMOPOBKY;

- jaTa Ka/IMbpoBKMY;

- CPOK rOAHOCTUN KaSIMOPOBKMY;

- MH(hopMaums 0 KanmbpoBoyHOM Habope (TecT, cepus (noT), Homep Habopa (No), CPOK FOAHOCTM
Habopa);

- 3HaYeHWe aHaIMTUYeCKoro curHana gns Kanmbparopa -

- 3HAYEHWe aHa/IMTUYECKOro curHana ans Kanvbéparopa +;

- CXema C M306paxeHneM 3afaHHbIX UM NOMYYeHHbIX 3HaYeHWin. CUHUM LBETOM 00603HaYeHbl [JaHHbIe,
3aKO4MPOBaHHbIe B LUTPUX-KOZe. 3e/ieHbiM LBeTOM 0003HayeHbl AaHHble, MOJlyYeHHble MpyY KaJmbpoBKe,
KOTOpble YJ0B/IETBOPAIOT 3adB/IeHHbIM KpUTepuaM. KpacHbIM LBETOM 0603HaueHbl AaHHble, NMoslyYeHHble Mpu
KaMbpOoBKe, KOTOPbIe He Y0BNETBOPAIOT 3aAB/IEHHBIM KPUTEPUSAM.

6. TPAHCIOPTVPOBKA 1 XPAHEHWE

6.1.  TpaHcropTMpoBaHMe HabopoB CnefyeT MPOU3BOAWTL BCEMWU BUAAMM KPbITOrO TpaHcrnopTa npu
Temnepatype oT + 2 go + 8 °C.

6.2. TpaHCnopTUpoBaHWeE M3AENWIA Npy Temnepatype oT + 2 Ao + 8 °C A0/MKHO NPOuU3BOAUTLCS B
eMKOCTAX WM NpW  MOMOLLM  XOMOAW/bHBIX — YCTAHOBOK, 06eCcneyvBaloWwmx  pernaMeHTUpPOoBaHHbIN
TeMnepaTypHbIA PEXUM.

6.3.  Jlonyckaetcsa TpaHCMopTUpoBaHMe Habopos npu Temnepatype Jo + 25 °C He 6onee 15 cyToK, B
TOM uuncne npu Temnepartype +37°C He 6osnee 1 CyTOK.

6.4. Habopbl, TpaHCMOPTMPOBAHHbIE C HapyLUEHVWEM TEMMepaTypHOro Pexuma, MPUMEHEHWUIO He
noaexar.

6.5. Cpok rogHocTn HabopoB - 12 mMecsLeB OT AaTbl NPOM3BOACTBA.

6.6. XpaHeHune HabOpOB [AOMKHO MNPOBOAMTLCA B YMAKOBKE MPefnpuaTUA-U3roTOBUTENSA MpU
Temnepatype oT + 2 go + 8 °C B TeyeHue BCero Cpoka rOAHOCTM B XONOAWMIbHbIX Kamepax WM B
XONOAWBbHNKAX, 06eCneUmBatoLLIMX PernaMmeHTUPOBaHHbIN TeMnepaTypHbI PEXKM.

6.7. Habopbl C UCTEKLLUMM CPOKOM rOLHOCTM MPUMEHEHUIO HE MOZ/IEXAT.

6.8. Tpn OpoOGHOM WCMONb30BaHMM KOMMOHEHTbI Habopa XpaHATCA B YMakOBKE MNpeanpusaTvs-
N3roToBUTENA B BEPTUKa/IbHOM MOIOXKEHUN NpY TemnepaTtype oT + 2 A0 + 8 °C B X0NOAWUNbHbLIX Kamepax uiun B
XONOANNbHMKAX, 06eCneUmBatoLLIMX PernaMeHTPOBaHHbIA TEMNEPaTYPHbIA PeXXnM, B TeUeHne 2,5 MecaLeB €O
AHS BCKPbITWSI NEPBUYHOM YNakoBKM. KOMMOHEHTbI He AO/MKHbI HaXoAMTbCs Ha 60pTy npubopa 6onee 2,5
4acoB, CYMMAapHO B AeCATW MocTaHoBKax. locsie ncrnonb3oBaHUA PnakoHbl HEOOX0AMMO HEMELJIEHHO 3aKpbITh
KpbILLKaMM 1 06eCreynTb perfameHTUPOBaHHbINA PEXMUM XPaHeHUs.

7. TAPAHTUNHBIE OBA3SATE/ILCTBA
"apaHTUiAHbIA CPOK rogHoCcTV Habopa 12 MecsueB OT AaTbl NPOM3BOACTBA. Habop npefHasHauveH Ans
OAHOKPATHOrO MPUMEHEHMNSA U HE MOAJIEXXUT PEMOHTY M 06C/TY)XXMBaHWIO.

8. BESOIMNMACHAA YTUJTIN3ALNA
Mpn ucnonb3oBaHUM Habopa 06pasyrOTCs OTXOAbl KfaccoB A M b, KOTOpble YTWM3MPYHOTCH B
cootsetcTBumM ¢ CaHlNlunH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

Tabnuua 2
OTxofbl Knacc onacHocTu
BTopunyuHas (rpynnosas
P (fpy ) Kopobku 13 MOHOKapTOHa
ynakoBKa OTxopbl knacca A

JKcnnyaTtaunoHHas VIHCTPYKUMS N0 NPUMEHEHNIO
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[lepprHuHad ynakopka dnakonml, cofiepxaniie pacTBOPH! KATUGPATOPOB
He HcnoNb30BaHABIE )
{ lxoMmoHeHTE! ¢ BeTeximiM | DNaKOHEI, COAEPHKAIAE PACTBOPHI KATHOPATOPOR
CPOKOM TOAHOCTH Orxons! knacca B

Bce KOMIOHCHTH Halopa, KOHTPONBHEIE MAaTEPHANLI,
PacXORHEIE MaTepHansl H PeareHTH, KOTOpLIC
KOHTAKTHPOBAIH ¢ 00pasliaMA BO BpeMs o0paboTKH, XpaHCHHS
HJTH aHATH3a )

Jpyrie KOMIIOHEHTHI

9. HHOOPMAIUA O MPOM3BOAUTEJE
ITo sonpocam kauectBa MU «HaGop pearentos s xam6poskn «KanmmuGparopsl MagnoLIA BIIT 1,2

IgG», no TY 21.20.23-585-98539446-2022» obpamarbca B 000 «Kommanns Amxop buox o aapecy: 192148,
r. Cankr-Tlerep6ypr, XKenesnogopoxkusii npocnext, A. 40, ymr. A, ten/akc: 8(812) 677-8779, renedon
«ropajel mununy: 8-800-234-37-79.

10. CHMBOJIBI, HCTIOJIb3YEMBIE HA 3THKETKAX

VD MeauumHCKOE H3ASIHE A CozepxuMoro NOCTaTOYHO IS
' JHArHOCTHKH in vitro NPOBEACHHA N TECTOB
Homep no karanory A OcropoxHo!
Koa napruu (HoMep cepun) g HUcnons3oBats A0
“ HsrotosuTein H ITpenen Temnepatyp
d JlaTa M3roToBneHKUA & Buonornaeckut puck
{ O6paruTrecs Xk HHCTPYKIIHH 110
NIPHMEHEHHIO

Huctpyknua paspaborana B coorsercTuu ¢ TY 21.20.23-585-98539446-2022,

8
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MPOLNTONPOHYMEPOBAHO, ckj LUIEHO MEeYaTblo
I ( now __ v
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