00O «KomnaHusa Ankop brno»
r. CaHkT-lNeTepbypr, XXene3HogopoXHbIin np., A. 40, nut. A
TeneoH/hakc: (812) 677-87-79

MACITTIOPT Ne EOO3

Ha6op peareHTOB /11 KOHTPO/IAA Ka4ecTBa aHanusa
«KoHTponu MagnoLIA o6wmin XI'u», no TY 21.20.23-617-98539446-2022

Kat. No 1070201 Cepua Ne EOC3 ®dopmupoBaHme Ne 1 Konnyectso 100 L.

CootBeTcT-
o B/E KOH-
BHewHwnid Bua n popma  Komnnekra-  Cepusd
HavmMeHoBaHMe peareHTa Tponu-
BblMyCKa Lms peareHTa DYEMOro
napameTpa
CocTaB Habopa
Mpo3payHble nm 1 . EOCR COOTBETCT-
KokTpory 1 MYTHbIE XXWUAKOCTW OT (0,5 mn) BYeT
6ecLBETHOr0 A0 1dn. EOCB COOTBETCT-
KoHTpOnL 2 XXENTOoro Lgeta (0,5 mn) BYeT
MacnopT 1wr. : -
WHCTpYKUMS NO NPUMEHEHUIO 1wr. : -

MapameTpbl KOHTPO/A KayecTBa

HanMmeHoBaHVe KOHTPOMPYeMOro 3HaueHMe KOHTpompye-

napameTpa Hopwma MOro napamerpa*
KoHueHTpauuma X'y B KoHTtpone 1, 425-575 COOTBETCTBYET
MME/mn
KoHueHTpaumsa X'y B KoHTpone 2, 4250-5750 COOTBETCTBYeT
MME/Mn

®n1akoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBUHYMBAIOLLMMUCS
KpbILWKaMKn). STUKETKN U3 NIEHTI
K/1ieeBol Ha ByMaXXHOI OCHOBe
* [aHHble aTTecTtauuMm Npu COBMECTHOM MCNo/b3oBaHuM ¢ MU «MagnoLIA obwuii XIux», cepus
Ne EOO3
MacnopT BblUaH «22» nons 2022 T.
Cpok rogHocTn Habopa ao «22» nons 2023 T.
Ycnosua xpaHeHus +2.,.+8 °C
Ycnosus TpaHcnopTuposaHua +2...+8 °C. [lonyckaeTcs TpaHCNOPTUPOBaHMe Habopa npv Temneparype
Ao +25 °C He 6onee 15 cyToK, B TOM umcne npu Temnepatype +37 °C He 601 M AKT
TONbKO ANA ANATHOCTUKW IN VITRO
[nsa npogeccMoHasIbHOro NpUMeHeHNs
Habop cooTBeTCTBYET
TY 21.20.23-617-98539446-2022

PY Ne

YnakoBKa 1 MapKMpoBKa COOTBETCTBYET

BoinonHun yuweHbknHa A. T Mposepun

3NEKTPOHHAS KONHA OGOPMAIEHA IEHTPOM UCMbITAHII W PETMCTPALIMI MERHLMHCKUX H3DENHI
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000 «KomnaHusa Ankop brno»
r. CaHKT-lleTepbypr, XXenesHogopoXHbIi np., 4. 40, nnuT. A
TenetoH/dakc; (812) 611-HO-19

MACITOPT Ne E004

Habop peareHTOB A/19 KOHTPO/IA KayecTBa aHa/m3a
«KoHTpons MagnoLIA obwmnin XI'u», no TY 21.20.23-617-98539446-2022

Kat. Ne 1070201 Cepusa Ne EQ04 dopmuposaHue Ne 1 Konmyectso 100 L.

CooTBeTCT-
o BME KOH-
BHewHwnin Bug 1 oopma  Komnnekta- — Cepus i
HanmeHoBaHve peareHTa BbINYCKA s peareHTa Tponu
pyemoro
napameTpa
CocTaB Habopa
[Mpo3payHble nnu 1. COOTBETCT-
KonTpons 1 MYTHbIE XXWUAKOCTW OT (0,5 mn) E004 BYyeT
GecLBeTHOro A0 1 ¢n. COOTBETCT-
KoHTpore 2 XenToro upeta (0,5 mn) E004 ByeT
Macnopt 1wr.
WHCTpYKUMA N0 NPUMEHEHNIO 1w, - -

MapameTpbl KOHTPO/IS Ka4vecTBa

HanmeHoBaHWe KOHTPOANPYeMOro 3Ha4yeHVe KOHTponupye-

napameTpa Hopma MOro napameTpa*
KoHueHTpauma X'y B KoHTpone 1, 425-575 COOTBETCTBYeT
MME/Mn
KoHueHTpauma X'y B KoHTpone 2, 4250-5750 COOTBETCTBYET
MME/mn

®nakoHbl 3 M1 13 NPO3PayYHOro
cTekna (C 3aBUHUYMBAIOLLMMUCH
KpbILWKaMun). STUKETKM U3 JIEHTI
KNeeBol Ha 6yMaXKHOI OCHOBE

* [aHHble aTTecTauuy Mpu COBMECTHOM MCMonb3oBaHUM ¢ MU «MagnoLIA obwmin XIu», cepus
Ne EOO4.
MacnopT BblgaH «25» ntonsa 2022 .

Cpok rogHocTn Habopa Ao «25» nons 2023 .

Ycnosus xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonyckaeTca TpaHCNopTUpOoBaHue Habopa npv TemnepaType
Ao +25 °C He 6onee 15 cyTOK, B TOM ymcne npu Temnepatype +37 °C He 6onee 1

TONbKO 413 ANATHOCTUKW 1IN VITRO

[na npogeccroHaIbHOro NPUMEHeHNA

Habop cooTBeTCTBYET

TY 21.20.23-617-98539446-2022

PYNe

YnakoBKa 1 MapKUpoBKa COOTBETCTBYET

BoinonHun AyweHbknHa A, T. MpoBepun Kasapp”oBs

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Crp. 1m3 1



000 «KomnaHusa Ankop bro»
r. CaHKT-IeTepbypr, XXenesHogopoXKHbI Np., 4. 40, uT. A
Tenedon/dakc; (812) 611-HO-19

MACTIOPT Ne EOG3

Habop peareHTOB /1 KOHTPO/ISA KayecTBa aHa/M3a
«KoHTpona MagnoLIA o6wuii XIMu», no TY 21.20.23-617-98539446-2022

Kat. Ne 1070205 Cepusa Ne EOO3 ®opmuposaHmne Ne 1 Konnyectso 100 L.

CootBeTcT-
o BME KOH-
BHewHwnin Bua u popma  Komnnekta-  Cepus i
HanmeHoBaHWe peareHTa BbINYCKA s peareHTa Tponu
pyemoro
napameTpa
CocTaB Habopa
Npo3payHble nnm 5 . EO3 COOTBETCT-
KowTpone 1 MYTHbIE XXngKoctn o (no 0,5mn) ByeT
GecLBeTHOro 1o 5 . EOC3 COOTBETCT-
KoHTpO/b 2 XenToro ueta (no 0,5 mn) BYeT
MMacnopt lur. .
VHCTpYKUMA No NpUMEHeHUIo 1wr. - -

MapameTpbl KOHTPO/S KadecTBa

HanmeHoBaHMe KOHTPONMPYEMOro 3Ha4yeHVe KOHTpoNnpye-

napameTpa Hopwa MOro napameTpa*
KoHueHTpauma XTIy B KoHTpone 1, 425 - 575 COOTBETCTBYeT
MME/Mn
KoHueHTpaums X'y B KoHTpone 2, 4250-5750 COOTBETCTBYET
MME/mn

®nakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBUHYMBAOLLMMUCSA
KpbILLKaMKn). STUKETKM U3 IEHTI
KNeeBol Ha 6yMaXKHOW OCHOBE

* [laHHble aTTecTauuy Mpu COBMECTHOM MCro/nb3oBaHUM ¢ MU «MagnoLIA o6wmii XIu», cepus
Ne EOO3

MacnopT BbLaH «22» ntonsa 2022 r.

CpoK rogHocTh Habopa Ao «22» nons 2023 T.

Ycnosus XpaHeHus +2...+8 °C

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonyckaeTcs TpaHCNopTUpoBaHue Habopa npu Temneparype
Ao +25 °C He 6onee 15 CyTOK, B TOM yuncne npu Temnepatype +37 °C He 6onee 1 cyToK

TONIbKO ANA ANATHOCTUKA IN VITRO

[ns npodeccMoHaIbHOro NPUMEHeHUs

Hab6op cooTBeTCTBYET

TY 21.20.23-617-98539446-2022

PY Ne

YnakoBKa 1 MapKNpOBKa COOTBETCTBYET

BbinonHun yweHbknHa A. T Mpoeepun KazapnHO]
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OO0 «KomnaHua Ankop bro»
r. CaHkT-IeTepbypr, XXenesHogopoXHbI np., 4. 40, nut. A
Tenedon/dakc: (812) 611-HO-19

MACITOPT Ne E004

Habop peareHTOB 4/19 KOHTPO/IA KayecTBa aHanm3a
«KoHTponsa MagnoLIA obwmnin XI'u», no TY 21.20.23-617-98539446-2022

Kat. Ne 1070205 Cepua Ne EQ04 dopmumposaHme Ne 1 Konnyectso 100 L.

CooTBeTCT-
o B/E KOH-
HavMeHOBaHVe peareHTa BHewHuii Bug n popma  Komnnekta-  Cepud TpONN-
BbIMyCKa ums peareHTa
pyemMoro
napameTpa
CocTaB Habopa
Mpo3payHble unu 5 . COOTBETCT-
KowTponb 1 MYTHble Xuakoctn ot (o 0,5mn) E004 BYeT
6ecLBeTHOro 10 5 dn. COOTBETCT-
KoHTpOn® 2 XKenToro ugeta (no 0,5 mn) E004 ByeT
Macnopt 1.
NHCTpYKUMSA MO NPUMEHEHMIO 1wr, -

MapameTpbl KOHTPOMA KayecTBa

HanmeHoBaHMe KOHTPOMMPYEMOrO 3HaueHve KOHTponupye-

napameTpa Hopwma MOro napameTpa*
KoHueHTpauwma XTIy B KoHTpone 1, 495 - 575 COOTBETCTBYET
MME/mn
KoHueHTpaumsa X'y B KoHTpone 2, 4250-5750 COOTBETCTBYET
MME/mn

®akoHbl 3 M1 13 NPO3PaYHOro
CTeK/a (C 3aBUHYMBAOLLMMUCSH
KpbILLIKaMW). DTUKETKN U3 NIEHTbI
K/ieeBOo Ha 6yMaXKHON OCHOBE

* [laHHble aTTecTtauuu Mpu COBMECTHOM McCnosb3oBaHun ¢ MU «MagnoLIA obwmii XIu», cepus
Ne E004.
MacnopT BblgaH «25» nions 2022 T.

Cpok rogHocTn Habopa ao «25» nons 2023 T.

Ycnosus xpaHeHusa +2...+8 °C

YcnoBus TpaHcnopTupoBaHus +2...+8 °C. [onyckaeTca TpaHCNopTMpoBaHue Habopa npu Temnepartype
[0 +25 °C He 6onee 15 cyTOK, B TOM yuc/e npu Temnepatype +37 °C He 6onee 1

TOJIbKO AAA ANATHOCTUKW IN VITRO

[nsa npodeccroHaIbHOro NPUMEHeHNs

Habop cooTBeTCTBYET

TY 21.20.23-617-98539446-2022

PYNe

YnakoBKa 1 MapKUpoBKa COOTBETCTBYET

BbinonHun AyweHbkuHa A. T. Mposepun KasapnHoaa:H1

@ 000 LUPMH (] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU Crp. 1us 1



000 «KomnaHna Ankop brno»
r. CaHkT-leTepbypr, >KenesHogopoXKHbIN np., 4. 40, ut. A
TenedoH/dakc: (812) 677-87-79

MACITTOPT Ne EOO3

Ha6op peareHTOB [/19 KOHTPO/ISI KayecTBa aHanmsa
«KoHTpons MagnoLIA obwmin XI"u», no TY 21.20.23-617-98539446-2022

Kat. Ne 1070210 Cepusa Ne EOO3 dopmuposaHmne Ne 1 Konnyectso 100 wir.

I CooTBeTcT-
o B/E KOH-
HavmMeHoBaHVe peareHTa BHe”JHEEIHBMng (hopma KOM”SSKTa' ecaerzMHia Tponu-
y 4 P pyemoro
napameTpa
CocTtaB Habopa
Npo3payHbie nnn 10 chn. EOO3 COOTBETCT-
KowTpone 1 MYTHble Xuakoctn ot (ro 0,5 mn) BYyeT
6ecLBeTHOro 10 10 cpn. EOCB COOTBETCT-
KoHTpone 2 XKenToro upeta (no 0,5mn) BYeT
Macnopt 1. :
NHCTPYKLMA NO NPUMEHEHMIO 1w - -

MapameTpbl KOHTPO/IS KauyecTBa

HanMmeHoBaHVie KOHTPONIMPYEMOTO 3HaueHne KOHTponmpye-

napamMeTpa Hopma MOro napameTpa*
KoHueHTpaumsa X'y B KoHTpone 1, 495--575 COOTBETCTBYET
MME/Mn
KoHueHTpauma X'y B KoHTpone 2, 4250-5750 COOTBETCTBYET
MME/mn

®nakoHbl 3 M/ U3 MPO3PayYHOro
cTekna (C 3aBMHYMBAIOLLUMUCS
KpbILKaMu). STUKETKN U3 NIEHTbI
KneeBol Ha 6yMaXKHOW OCHOBe

* [laHHble aTTecTauMnm Npu COBMECTHOM McCMosib3oBaHnuM ¢ M «MagnoLIA obwumin XIu», cepus
Ne EOO3

MacnopT BblgaH «22» nons 2022 T.

Cpok rogHocTn Habopa Ao «22» nons 2023 T.

Ycnosua xpaHeHus +2...+8 °C

Ycnosusi TpaHcnopTupoBaHus +2...+8 °C. [lonycKaeTca TpaHCNopTMPOoBaHMe Habopa nNpu Temnepartype
[0 +25 °C He 6onee 15 cyTOK, B TOM yucne npu Temnepartype +37 °C He 6oniee 1cCyToK

TOJIbKO ANA ANArHOCTUKW IN VITRO

[N npogeccnoHanbHOro NPUMeHeHNs

Habop cooTBeTCTBYET

TY 21.20.23-617-98539446-2022

PY Ne

YnakoBKa 1 MapKMpoBKa COOTBETCTBYET

BbinonHun AylweHbknHa A. T. Mposepun Kasapi“oBa™Hjj*V"in

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Crp. 1w3 1



00O «KomnaHua Ankop brox»
r. CaHkT-IeTepbypr, XXenesHogopoXHbIi Mp., 4. 40, uT. A
TeneoH/akc: (812) 611-HO-19

MACITTOPT Ne E004

Habop peareHToB 418 KOHTPO/IA KavecTBa aHanmsa
«KoHTpona MagnoLIA o6wmnii XI'u», no TY 21.20.23-617-98539446-2022

I Kat. Ne 1070210 Cepusa Ne EQ04 dopmuposaHme Ne 1 Konnyectso 100 L.

CooTBeTcT-
o B/E KOH-
BHewHwuii Bug v popma  Komnnekra-  Cepus i
HanmeHoBaHMe peareHTa BbINyCKa e pearemTa Tponu
pyemoro
napameTpa
CocTaB Habopa
KOHTpOnb 1 Mpo3payHble unu 10 don. £004 COOTBETCT-
MYTHble XXugkoct ot (no 0,5 mn) BYET
BecLBeTHOro fo 10 aon. COOTBETCT-
KOHTPOA® 2 XKENToro LeTa (no 0,5mn) E004 BYeT
Macnopt 1. : :
VHCTpYKUWSA NO NPUMEHEHWNIO 1w, - -

MapameTpbl KOHTPO/S Ka4yecTBa

HanMeHOBaHVe KOHTPOMPYEMOro 3HayeHne KOHTponmpye-

napameTpa Hopwma MOro napamerpa*
KoHueHTpauunsa X'y B KoHTpone 1, 495 - 575 COOTBETCTBYET
MME/mn
KoHueHTpauusa X'y B KoHTporne 2, 4250-5750 COOTBETCTBYET
MME/Mn

®akoHbl 3 M1 U3 NPO3paYHOro
cTekna (C 3aBMHUYMBAKOLLUMUCA
KpbILWKaMKn). STUKETKM U3 NIEHTI
KneeBol Ha 6yMaXKHOW OCHOBe

* [laHHble aTTecTauuy Npy COBMECTHOM UCNosb3oBaHuM ¢ M «MagnoLIA obwuii XIu», cepus
Ne EQ04.
MacnopT BblgaH «25» nons 2022 r.

Cpok rogHocTtn Habopa o «25» nons 2023 T.

Ycnosus xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2...+8 °C. [JornyckaeTcs TpaHCNopTUpOoBaHMe Habopa npy TeMnepaType
[0 +25 °C He 6onee 15 cyTOK, B TOM ymcre npu Temnepatype +37 °C He 60nee 1 cyToK

TONbKO 419 ANATHOCTUKW IN VITRO

[nsa npodeccMoHasIbHOro NPUMEHeHNs

Habop cooTBeTCTBYET

TY 21.20.23-617-98539446-2022

PYNe

YnakoBKa 1 MapKMpoBKa COOTBETCTBYET

BoinonHun yweHbknHa A. T. MpoBepun Kasap]~oBa

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Cp. 1us



MpoLwmnTo, NPOHYMepPOBaHO, CKNEM/EHO MeyaTbio
)amcTA

bno»
. MonbiHLeB
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‘ﬂ(omponn MagnoLIA o6mmit XI™1»

«YTBEPXIIAIO»
ANLHEIR TRPEKTOP
g Anxop Buo»
meHUes LT,
2022 r.

HHCTPYKIUA ITO IPUMEHEHUIO
MeaHUHECKOrO H3/1eJIHA /IS JHATHOCTHKH in vitro
«HaGop pearenToB /18 KOHTPOJIA KAYeCTBA ARAJIN3A
«KonTponu MagnoLIA o6unii XI'u», no TY 21.20.23-617-98539446-2022»

1. HASHAYEHHE

1.1, «<HaGop peareHTOB A KOHTpons KauecTBa aHamusa «Kontpomu MagnoLIA ofumit XI'uy,
no TY 21.20.23-617-98539446-2022» {panee - «Kontpona MagnoLIA of6mmit XI™») npeanasHaueH mis
MOATBEPA/CHUA MNPaBWILHOCTH AHANW3A TIPH KONHYSCTBEHHOM OMpEACNCHHH OOIIEro XOPHOHMYECKOFO
rOHANOTPONMHA YenoBeka (aanee - XI'a) B CHIBOPOTKE M TIIa3Me KpOBH (JINTHEBAR CONb IeNapHHa, Kamuenas
comp IATA (K2DATA, Ki3JITA)) vuenopeka METONOM XEMHTIOMHHECUCHTHONO HMMYHOAHATM3a HA
napaMarHUTHBIX MHKPOYACTHIIAX ¢ HCIIONB30BAHUEM ABTOMATHYESCKOrO aHanu3aTopa «MagnoLIA».

Ha6op «Kontponu MagnoLIA ofumit XT'u» npUMEHACTCS COBMECTHO ¢ MEAMIUMHCKUMH H3ACTHAMH
(nanee - M) «MagnoLIA o6ummit XT'a» n «KanmnGparopsi MagnoLIA o6ummit XIMa».

1.2. ToareepxkacHMe NMPaBUILHOCTH aHANIW3a NpH Hcnonab3oBaHHM Habopa «Kontpoms MagnoLIA
obmmit XI'u» JOMKHO BHMNOMHATECA B KaXJOH aHanmuTuueckoi ceccHu. [IpH NMpOXOINKATENEHOCTH CECCHH
Gonee CYTOK, ONpefieNeHHe KOHLUEHTPAaluH KOHTpoelt fomkHO GRITH NPOBEACHO NOBTOPHO IO HCTCUCHUH 24
uacoB OT Havala CecCHH. IIOATBepKOCHHEe IpPaBHABHOCTH aHANM3A BBINOJNHAETCA KaK PYTHHHBIR
BHYTpHNaG0paTOPHEIH KOHTPONIb Ka4ecTBa, H, €CU pe3yNbTaT aHaIM3a XoTA Ol OZHOTO KOHTPOJIN U3 HaGopa
«Koutponu MagnoLIA o6wmuit XI['a» BEIXOAHT 3a NMpeAeNkl YCTAHOBMCHHOrO AHanasoHa, Habop OCHOBHEIX
pearentoB «MagnoLIA o6ummit XI[u» pomxeH GhiTh 3aHOBO oTKAMOpoBaH ¢ HCNONB3OBaHHEM Habopa
«KanaGparopsr MagnoLIA o6uuit XTI u»,

1.3. OynxumonansHoe HasHaueHue MU «MagnoLIA obumit XI'a» npy cOBMECTHOM NPHMEHEHAH C
MH «Kamu6paropst MagnoLIA o6mmit XI'a» w/wnu «Koutponu MagnoLIA o6mnit XTIy — KOMHUECTBEHHOE
ONpencNeHre KOHICHTpaUuH OOlIero XOPHOHHYECKOro TOHANXOTPOITHHA YE/IOBSKA MNpPH IHATHOCTHKE
GepeMEHHOCTH ¥ ¢ HapyUICHHH, a TaKXKe NPH AMATHOCTHKE 3/I0KAYECTBEHHEIX HOBOOOpa3oBaHui.

13KBRMBANCHTHOCTS 06pAINOB CHIBOPOTKA ¥ MAASMBI KPOBH YenoBeKa, coaepxamell aHTHKOAIYJUIHTH (IMTHEBAS CONb renapuHa,
xanuepan coms DATA (KOATA, KyDATA)), noareepicaera Ha 25 o6pa3siiax Xaxaoro BHAR AWTHKOAryRAHTE ¢ PAjHBLIMH
xouueHTpanmman Xu B aHanTH3e NPK Henons3osanyu HaGopa «MagnoLIA obwmit XTu».

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



onTponu MagnoLIA o6wmii XTu»

1.4. OOGnacte npuMeHeHUs Habopa — KIMHHYECKas TaGopaTOpHas AUAarHOCTHKA.
1.5. Habop npeaHasnaueH TONBKO Ui AMATHOCTUKHY in vitro, s NpodecCHOHATBHOTO NPUMEHEHHS
NEPCOHANIOM, MMEIOMMM KBaIH(HKALMIO UIA BBIMOJHEHHA JHArHOCTHYECKHX HCCIENOBAaHHM in vitro B
pe3ynbTaTe cheuHanbHOro obpazoBaHusa H oOyueHus. HMccnenoBaHus MOTYT BBINOJHATH CHELHATHCTBI He
Monoxe 18 sieT ¢ BHICIIMM H CPEAHHUM MEIHLIMHCKHM, GHONMOrHYecKUM MM HHBIM 06pasoBanueM (Bpay KJI]I,
6uonor, MEAUIIMHCKHIA TEXHOJIOT).

HccnenoBanus npoBOIAT B KJIHHMKO-AHArHOCTHYECKMX J1abopaTopHsax, OONAcTHBIX, TOPOJACKHX HIIH
pafiOHHBIX, FOCYAAPCTBEHHBIX HJIH YacTHbIX OonpHHNAX ¥ apyrux JIITY.

1.6. Hab6op «Konrtponu MagnoLIA o6mu#t XI'4» He MMeeT NpOTHBONOKa3aHHUHK K IPUMEHEHHIO.

1.7. Habop npennasHayeH s ofcinenoBaHMs BceX Ipynn HaceleHHs Joboro Bospacra 6e3
rpagauuH no aeMorpadHyeckoMy MM NOMYISUHOHHOMY IPH3HAKY.

2. XAPAKTEPUCTHUKA HABOPA

2.1. Ilpunuun geiicrBus

Ha6op «Kontponn MagnoLIA o6mu# XI'u» npeacrasnsier cobof KOMMIEKT H3 ABYX KOHTPOJIBHBIX
CLIBOPOTOK, coaepxauux u3secTHble konmuuectBa XI'u B mpocroit marpuue ('OCT P 53133.3-2008) u
aTTeCTOBAHHBIX N0 BHYTPEHHEH METOMKE NPEeANPHATHA® OTHOCHTENBHO MexayHapoaHoro ctauaapra BO3 no
XT'u (kox NIBSC 07/364).

ITpn BommonHenun TtectoB «MagnoLIA oOmuit XI'u» Ha 6GOpTy aBTOMAaTHYECKOrO aHAIHM3aTOpPa
«MagnoLIA » Heo6x0auMO NOATBEPXAATH BATHIHOCTD NTOJy4aeMbIX H3MepeHHit. KonndecTBeHHOE H3IMEPEHHE
koHueHtpauuu XI'y B koHTponsx Habopa «Kontponmn MagnoLIA obmmit XI'u» mo3Bonser oLeHHBaTh
IPaBHJIBHOCTh W BOCHPOM3BOAMMOCTD PE3YJIbTAaTOB KOJIHYECTBEHHBIX JIAGOPAaTOPHBIX HCCIIENOBaHHH 3TOro
aHaHTa B 006pa3iax CHIBOPOTKH H IJ1a3Mbl KDOBH NTALIKEHTOB.

IIpn oOpaineHHH ¢ KOHTPOJSAMH KaK C HcCleayeMbIMH o0pa3sliaMH, MOJy4YEeHHBIE B aHAIHTHYECKOMH
CECCHH pe3yNIbTaThl CPaBHHBAIOTCA C JOMYCTHMBIMH JHala3oHaMH OIpENE/ICHHS 3HAYCHHA KOHLECHTpalMH
XTIy, yka3aHHBIMH B MacnopTe K Habopy M 3aKOAMPOBaHLIMU LITPHX-KOJOM Ha KOpoOke Habopa peareHToB.
Ecnu pe3ynstar aHanu3a xoTs 6bI OAHOTO KOHTpOs U3 Habopa «KonTponu MagnoLIA o6muit XI'u» BEIXOAKUT
3a Npe/ieibl yCTaHOBJIEHHOTO AMana3oHa, Habop OCHOBHBIX peareHToB «MagnoLIA o6umit XT'u» nomkeH ObITh
3aHOBO OTKaIMOpOBaH C HCMO/b30BaHHEM HaGopa «KamubGpatopsl MagnoLIA o6mmuit XI'u». 3atem cienyer
NOBTOPUTDH AHAJIM3, HCNIOJIb3Ys HOBBIE AJIHKBOTHI HCCIEAYEMBIX 06pa3LioB.

Bapuauus pe3ynsTaToB, NOJMYYEHHBIX NP HCCeOBaHHH KoHuUeHTpauun X4 B KoHTponsax HabGopa
«KonTtponu MagnoLIA o6muii XI'u» METOIOM XEMHITIOMHHECLIEHTHOIO HMMYHOAHAIH3a Ha NapaMarHUTHBIX
MHKpOYaCTHIIaX C HCMOJIb30BAHHEM aBTOMaTHueckoro aHanusatopa «MagnoLIAy», nonoGHa pesynbTraram,
NOJy4aeMbIM NPH HCCIEROBaHHAX ITHMH METOJIAMH Y€I0BE4YECKOH CHIBOPOTKH M IJIa3Mbl KPOBH Ye€JIOBEKA.

2.2. CocTaB H KOMILIEKTalUA Habopa

B cocras Habopa «Kontponu MagnoLIA o6umit XI'u» BXOAAT CleayIomne KOMIOHEHTHI:

- KOHTpO/bHas ChIBOpoTKa Ne 1 Ha OCHOBE BOJHO-COJIEBOrO pacTBopa ¢ GenKoBBIM CTabHIM3aTOPOM U
KOHCEpPBAaHTOM, cojepxallas u3BecTHoe KonuuecTBO X[y (HOMYyCTHMBIA QuMana3oH ONpelc/ieHHs 3HaYCHUA
KOHLIEHTPALlHK YKa3aH B MacropTe U 3aKOAHPOBaH IUTPHX-KOIOM Ha Kopobke Habopa peareHToB). JKHIKOCTS,
0,5 mn, 1, 5 nnn 10 pnakoros®, mapkuposana «Kontpons 1»;

- KOHTPOJILHAs CHIBOPOTKA Ne 2 Ha OCHOBE BOIHO-COJIEBOTO PacTBopa ¢ Ge/KOBLIM CTabHIIM3aTOPOM H
KOHCEPBaHTOM, CoAepXalllas M3BeCTHOE KonHuecTBO XI'U (AOMyCTHMBIHA Auana3oH ONpeACICHUS 3HAYCHHS
KOHLIEHTPALMH yKa3aH B NIaClOpTE M 3aKOAMPOBAH LUTPHX-KOIOM Ha Kopobke Habopa peareHToB). XXHAKOCTB,
0,5mn, 1,5 wm 10 d)nakouos3, mapkHpoBaHa «KoHTponb 2».

2Ocnosana Ha TOCT 53133.3-2008, 53133.1-2008, "'OCT P UCO 5725-2-2002, 'OCT ISO 17511-2011.

3['aGapuTHsie pasMepsi dnakona (JIB): 16,25Mm x 36,0 Mm; kpbiiuky (IB): 16,2MMx12,5MM.
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Kaxapit ¢nakoH, conepxaumit Kontpons 1 u Kontponb 2, paccuutan Ha 20 onpeaeneHuit npu
10CTaHOBKE B MOHOILJIHKATax.

Tabnuua 1
BapuaHT Ha3sBanue KOMnoHeHTa
HCIIOTHEHHS, BHelnHHi#t BU KOMIIOHEHTA K 1|k 9
xar. No OHTPOJIb OHTPOJIb
I1 YH
1070201 po3payHas MM MYTHas XXHAKOCTb OT OECLIBETHOTO 1wt 1wt
JI0 YKeJITOro I[BETA
IIpo3pauHas u
1070205 pO3payHas MM MYTHas XHAKOCTb OT GECLIBETHOrO 5 wr. 5 wr.
JI0 XKeJITOro I{BEeTa
IIpo3pauHas HJIM MyTHas XHIAKOCTh OT OecLB
1070210 posp T A HBETHOTO 10 wr. 10 wr.
J10 KENTOro IiBeTa

B xommuekt nocrasku HabGopa «KoHTponun MagnoLIA obmuit XI'u» BxoaaT: Habop peareHTOB,
HHCTPYKLMS 110 MPUMEHEHHIO, NaCMopT.

3. MEPBI IPEJOCTOPOXHOCTH

3.1, [loreHunanbHblf pHCK NMpHMEHEeHHs Habopa — kiacc 26 (cornacHo Ilpukasy Munucrepcrsa
3apaBooxpaHeHUs PO Nedn ot 06.06.2012 1.).

3.2. Bce koMnoHeHTH! Habopa B HCNOb3YEeMbIX KOHLIEHTPALUAX ABIAIOTCS HETOKCHYHBIMH.

3.3.1lpu pa6ore c¢ HaGopom cneayer coGmonare Tpeb6oBanus ['OCT P 52905-2007 w
CanlluH 3.3686-21.

3.4. lonyckarb x paboTte ¢ HaGOpOM TOJIBKO CELHaAIbHO 00Yy4YEHHBIH NepcoHal.

3.5. llepen HauyanoM pabGoThl O3HAKOMHTBCA C HHCTPYKLMEH M NpHMEHATb Habop ctporo o
Ha3HA4YEHHIO.

3.6. IIpu pabote c HabopoM cneayeT MCHONb3OBATh CHEUOAEKAY (MEAHLIMHCKMHA XauaT HIH
KOMOMHE30H, INANOYKy) M CPEACTBAa MHAWBMIAYAJILHOH 3alIMTHl (MacKy, 3allHTHBIE OYKH, OXHOPA3OBEHIE
PE3MHOBEIE WJIH IUIaCTHKOBBIE MIEPYATKH, pa3pellieHHbIE K TPHMEHEHHUIO Ha TeppHTOpHH PO).

3.7. Bunmanne! B cocTaB KOMNOHEHTOB Habopa BXOAAT CONAHas KUciaoTa B KoHueHTpauuu 0,05% u
KOHCEPBaHT B KOHLeHTpauun MeHee 0,05 %, yto aBnsercs Ge3onacHbIM uia yenoseka. IIpu ucnonp3oBaHuu
N0 Ha3HAYEHHIO H COOMOAEHHH MEpP NMPEeJOCTOPOKHOCTH KOHTAKT C OPraHM3MOM 4eJIoBeKa HCKModeH. [Ipu
aBapHHHBIX CHTYyalMAX BO3MOXHO pa3ipaXe€HHE KOXH M CIH3HCTOH OOONOUKH Iia3 y YyBCTBHTENbHBIX JIHLL.
IIpu KoHTaKTe MPOMBITH MOpPaXKEHHOE MECTO BOAOH U 0OpaTHTLCA 338 MEAHUIIMHCKON OMOLIBIO.

3.8. Xumnueckas nocyaa H oGopyaoBaHHe, KOTOpbIE HCNOBL3YIOTCA B paboTe ¢ HabOPOM, HOIKHBI
OBITh COOTBETCTBYIOUIHM 06pa3oM MapKHpPOBaHB! H XPAHHTBCA OTAEIIBHO.

3.9. Jlna o6paboTku mocyasl ¥ 0GOpyAOBaHMS PEKOMEHIYETCA HCIONb30BaTh Ae3HHPHUHPYIOIMHE
CPe/ICTBa, U3rOTOBJIEHHbIE HA OCHOBE TPETHYHBIX aMHHOB, YETBEPTHYHBIX aMMOHHeEBBIX coeauHeHu#t (HAC)
WIH CIHPTOB M paspelleHHble K MpUMEHEHHIo Ha TeppuTopun PO. HMcnons3opanue Ae3HHGUUHPYIOWUMX
CpeACTB Ha OCHOBE aKTHMBHOTO KHMCJIOpPOJa M XJIOpa BO3MOXHO JIMIIb HAa MPEACTEPHIH3ALMOHHOM JTane, €
nocneaylomen TepMHYECKON CTEpHIH3ALHEH.

3.10. 3anpemaercs npueM NHINH, HCIIOIB30BaHHE KOCMETHYECKUX CPEJCTB H KypEHHE B TOMELLCHHUSAX,
npeJHa3HauYeHHBIX Ui paboTe! ¢ HaGopoM.

3.11. Y6upats H Ae3uH(PUUHPOBaTH pa3IuTbie OOpaslbl MM KOMIOHEHThI Habopa, HCNonB3ys
Ae3sHGUUHpYIOLIKeE CpeacTBa B cOOTBeTCTBHH MY 287-113.

3.12. VaanaTh HeHCNONb3OBaHHbIE PpEaKTHBHI Habopa B COOTBETCTBHH C  TpeOOBaHMAMH
CanllnH 2.1.3684-21.

3.13. Tlocne wucnonb3oBaHHS BCE KOMIIOHEHTHI Habopa, o0pasipl, KOHTPOJIbHBIC MaTepHaibl,
pacXofHble MaTEpHalIbl M IPYTHE PEareHThl, KOTOPbIE KOHTAKTHPOBATH ¢ ofpa3suamMu BO BpeMs 00paGoTKH,
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CHHA WM aHaiH3a (B TOM 4YHCJe: MEpYaTKH, HAKOHEYHHKH W T.X.) JO/DKHBI COOMpAThCs OTAENBHO M
(TEPHJIH30BATLCA B aBTOKJaBe ¢ nocneayiomedf yrunusauuei B cootBercTBMH ¢ TpeboBaHuamu CanlluH
2.1.3684-21. BmecTo aBTOKJIaBUPOBAaHHA OTXOABI MOTYT OBITb CTEPHIHM30BaHbl Je3MHGULUHMPYIOLIHUM
CPEACTBOM, NOCJIE YTHIH3UPOBaHbI B COOTBETCTBHH ¢ TpeboBanusmu CanllnH 2.1.3684-21.

3.14. He ucnonb3oBarh HaGop MO HCTEYEHHH CPOKA FOIHOCTH.

4. OBOPYAOBAHHE U MATEPHAJIbBI, HEOBXOAUMBIE /i1 TITPOBEJAEHUSA
AHAJIM3A

- (AHQIH3aTOp aBTOMAaTHYECKHA HMMYHOXHMHYECKHH XeMHIIOMHHECLUeHTHbIH «MagnoLIA» ¢
npuHauiexHoctTaMu nmo CHAB 421457.002 TY («MagnoLIA») (npousBoautens OO0 «Komnanus Anxop
Buo», Poccus, PY NeP3H 2019/9282),

- «Habop peareHTOB s KOJHYECTBEHHOrO HMMYHOXEMHIIOMHHECLIEHTHOTO ONpecieHHs obiero
XOPHOHHYECKOro roHafoTponuHa yenoseka «MagnoLIA o6umit XI'u», no TY 21.20.23-615-98539446-2022»
(npoussomutens OO0 «Komnanus Ankop bruo», Poccns, kat. Ne 1070001, 1070002),

- «Habop pearenToB juis kanubposku «Kannbparopsl MagnoLIA o6umit XI'u», no TY 21.20.23-613-
98539446-2022» (npounssoautens OO0 «Komnanus Ankop buo», Poccus, kar. Ne 1070101, 1070105);

- BoaHo-coneBo#f pacTBOp JUls TNPOMBIBKM peakUHOHHBIX KioBeT MagnoLIA «bydep Wli»
(npoussoautens OO0 «Komnanus Ankop bBuo», Pocens, kat. Ne0000405);

- OtaenbHble Xanart, L1anoyka, o6yBb M OJHOPa3OBble NEPHATKH, Pa3pEIICHHBIE K NMPHMEHEHHIO Ha
tepputopun PO (unu coorserctytomne 'OCT P 52239-2004).

5. NMPOBEJAEHME INPOLEAYPLI BAJIUAAIINHA AHAJIN3A

OnucaHHas B JaHHOW HHCTPYKLMH HHPOpPMALIUA COAEPKHUT oOliMe CBEJECHHS O NMOPAAKE MPOBEACHHS
npouenypsl BalMjauMd aHammM3a. JUIa monydeHHs JeTanbHOM MHGOpMauMH Mepea HayaioM paGoThl
03HAaKOMBTECh C PYKOBOZICTBOM I10 SKCIUTyaTallWy aHanu3artopa «MagnoLIA».

S.1. IloaroroBka peareHTOB

5.1.1. BxnounTe aBTOMaTH4Yeckuit ananu3zarop «MagnoLIA» corlacHo pyKOBOACTBY IO 3KCILTyaTallHH.

5.1.2. KOHTpO/H roTOBbI K HCIOIb30BAHHIO.

®nakoHbI ¢ KOHTPOIAMH HEOOX0OAMMO BbIEpXaTh NPH KOMHATHOH Temneparype He MeHee 30 MHHYT
JI0 Hayajia aHATHTHYECKOH CECCHH.

5.1.3. Ilepemewiate comepkuMoe ¢pnakoHOB, H3beras neHoobpasoBaHusA. OTKpLITE (GNAKOHB H
TNOJIOXHUTH KPBILIKH NEPEBEPHYTHIMH Ha CYXYIO MOBEPXHOCTb.

5.1.4, Ha6op «Kontponn MagnoLIA o6mmi#t XI'u» pa3MecTHTb B IITaTHBAX, NPEAHA3HAYEHHBIX UIS
KalnHOpaTopoB H KOHTPOJIEH.

5.1.5.Tlepen 3arpys3koit peareHTOB, HEOOXOAMMBIX [UIA NpPOBEJCHHA aHaIM3a, B COOTBETCTBYIOIIHE
670K aHaIM3aTOpa NMPOBEPUTH BCE PacTBOPbl Ha OTCYTCTBHE MY3BIPbKOB BO3JYyXa. YAAIMTh Iy3bIPEKH O
NPOBEAEHUSA aHATH3A JIETKHM NTOKaYHBaHHEM, He JIONycKas NeHooOpa3oBaHH.

5.1.6.Tlepen 3arpyskoit kaptpumka «MagnoLIA o6umit XI'u» B 610k peareHTOB HEOOXOAMMO
NpEeABAPUTENBHO YOEOHThCA, YTO MAPaMarHUTHHIE MHKPOYACTHIBl HAaXOAATCA B PECYCNEHAHPOBaHHOM
COCTOSIHHH, a cama CycrieH3us roMoreHHa. Ecnn MHKpoyacTHIE! He pecycnienaupytorcs, HE HUCIIOJIb3YHTE
HABOP u obpatuTech K MECTHOMY NpeiCTaBHTENO Npou3soautens. Jina nonyuenus Gonee noapoGHo#
uH$popMaLuK 06paTHTECh K HHCTPYKLHMH 1O pHMEHEHHIO Habopa «MagnoLIA obwwuit XT'u».

5.1.7.3arpy3ure NOArOTOBJIEHHLIE peareHThl H MPHHAIEKHOCTH Ha GopT aHanu3zatopa «MagnoLIA»
COIJIaCHO PYKOBOACTBY IO 3KCILTYyaTallHH.

5.1.8.3arpy3ute aHHbIE O peareHTax B NaMATh aBTOMaTH4eCkoro aHanu3saropa «MagnoLIA» cornacho
PYKOBOJICTBY IO IKCILTyaTalLHH.

5.2. KoHTpoJb Ka4ecTBa aHAIH3A
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Ananmu3arop «MagnoLIA» MoXeT OCyecTBAATh NPOLEAYpPY BalWAallMM aHalIW3a B OTAENLHO
SHJICJIEHHOM CECCHH MIIH OMHOBPEMEHHO ¢ oOpasliaMu B paMKax OJHOH aHaIHTH4YecKO# ceccuu. KoHTpob
Xa4ecTBa aHAIH3a BBINOIHACTCS MPEXE JIOOBIX HA3HAYEHHBIX TECTOB HE3aBUCHMO OT MOMEHTA pa3MellleHHS
nabopa xoHTponeif Ha Gopry.

BHUMAHHE!

Komnonents! Habopa «Kontponu MagnoLIA o6muit XI™u» He 10/KHBI HAXOAUTHECA Ha 6opTy npubopa
6onee 5 yacoB, CyMMapHO B ABajllaTH CECCHAX, HEOOXOAHMO YUHTHIBATH 3TO NPH BLIIOJHEHHH NPOLEAYPSHI
BaJIMJAllMH OAHOBPEMEHHO ¢ 06pa3liaMH B paMKax OQHOM aHAIHTHYECKOI cecCHH. PekoMeHayeTcs BhIrpykaTh
INTAaTHBbl C KOHTPOJIAMH IO MCTEUYCHHH MHHHMAILHOTO BPEMEHH ¢ MOMEHTa 3aBEpIICHHA pacKanblBaHHA
COIEP>KUMOTO BCeX (IaKOHOB KaTHOpaTOpOB M KOHTPOJIEH.

Ana npedomepawenun ucnapenus yncudKocmu cpasy nociie UCno1b306aHUA (PaAAKoHbI HE06X00UMO
3aKpeImb KPLIMIKAMU 6 COOmeemcmeuu ¢ uxX MAPKUPOGKOU, nomecmumb 68 ynaxKo6Ky npeonpusamus-
U320mosumenn 6 6epMUKAIbHOM NONONHCEHUU U 0becnedums Xparnerue npu memnepamype om + 2 0o + 8
°C 6 Xx0/100uNbHBIX KaAMEPAX UNU 6 XONO0OUNbHUKAX, O00ecnedusaowux peziamMeHmuposanHslii
memnepamypHbslii pedcum.

5.2.1. Ina poGasneHus OaHHBIX O HOBOM cepuu (Jlote) Habopa «KonTposun MagnoLIA o6mu#t XI'u»
nepe#iaurte B MeHio KOHTPOJIH.

Haxwmute knonky JIOBABWUTb - HOBbBIH KOHTPOJIb.

B oTkpbIBIIEMCA OKHE 3aNOJTHUTE MyCThie rpadbl BpyYHYIO AaHHBIMH, COAEPKAIUMMHUCA B Nacnopre,
160 NyTeM CYMTHIBAHHA LITPHX-KOJA CO BTOPHYHOMH yrakoBkH (KOpoOkM) u3aenus.

JUis coxpaHeHHs NaHHBIX O Habope OOHOKPAaTHO IUEJKHHUTE JIEBOW KHOMKOH MBIK MO 3HAYKY
IIPUMEHHTH (B cny4ae HeoGXOAUMOCTH NMPOROJKHTL paboTy B JaHHOM OkHe) Wi 3Hauky ['OTOBO (nis
COXPaHEHMA JAHHBIX U 3aKPBITHA OKHA).

5.2.2. J{na 3amycka B paGoty HOBOI'O KOHTPO.IA, nepeiiaute B Merto KOHTPOJIH.

B MeHI0 0TKpoeTcs Tabnuia, rae B CTpoKax cieBa 0ToOpaXkaloTCsA AOCTYNHBIE KOHTPOJH, B CToN6LUax
CBEpXY — Ha3BaHHs TecTOB. KIIMKHHTE OXHOKpaTHO 1Mo sveiike, HaXOAALIEHCA Ha MepeceyeHHH TpeOyeMbIX
CTpokH (KOHTPOJIb) U cTon6ua (TecT). B BuiGpaHHOI A4eiike nosBuTcsa o603HaueHUe «X».

BHUMAHHE!

Ha6op «Kontponu MagnoLIA o6muit XI"u» npuMeHseTcs TONbKO Ul NOATBEPKAECHHS MPAaBHILHOCTH
pe3ynbtaToB aHatn3a «MagnoLIA o6wwnit XI'u». OGpaTiute BHHMaHHE Ha TO, YTO HACHTH(HKALNA aHAJIMTA B
CTPOKe KOHTPOJIb U B cTonbue Tect AoykHbI coBnaaats (XIM'y-XI'yy HCG-HCQG).

Konrtpons, oroOpaxaemslii B TaGIHIEe CHHUM LIBETOM, MOXET ObITh 3amylIeH.

5.2.3.3anycTHTe aHAIHTHYECKYIO CECCHIO aBTOMaTH4yeckoro aHamusartopa «MagnoLIA» cornacHo
PYKOBOACTBY 110 3KCILIyaTaLlMH.

5.2.4.Tlporpamma npuGopa M03BONAET aBTOMATHYECKH BHIMOJHHTL BCe CTagMH aHamu3a Oe3
BMeELLATEILCTBA NOJIL30BATENS.

5.3. PesyabTaThbl

ITo oxoHYaHuH aHaNUTHYECKOH ceccuH nepeiiaute B Mento KOHTPOJIU. Haxwmure knonky B APXHUB
KK. Haxxmute knonky PE3YJIbTATHI.

Jlna BBIBOJA Ha 3KpaH KOHTPOJIbHOM KapThl B OTKPBIBLIEMCH OKHE MOCICAOBATENLHO BHIOEPHTE THII
TecTa, THI KOHTPOJIS U CEPUIO (JIOT) KOHTpous. 3aTeM HaxxMuTe kHonky [TPOCMOTP.

6. TPAHCIIOPTUPOBAHUE U XPAHEHHE

6.1. TpaucnoprupoBaHHe HaGOpOB ClEeayeT MPOHU3BOIHTL BCEMH BHAAMH KPBITOrO TPAHCIOPTA MpH
Temmneparype ot + 2 go + 8 °C.

6.2. TpancnopTHpoBaHHE H3aeWil MpH Temmepartype OT + 2 g0 + 8 °C NOMKHO NMPOH3BOAHTECA B
EMKOCTAX MJM TpH TNOMOIIM XONOIAMIBHBIX YCTAaHOBOK, OOECNEYHBAIOWIMX perslaMeHTHPOBAHHBIA
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MIIEPaTYPHBIA peXHM.

6.3. Jlonyckaercs TpaHCIOpPTHpOBaHHEe HabopoB npu TeMneparype a0 + 25 °C He Gonee 15 cyTok, B
ToM uHcIe npu Temneparype + 37 °C He 6onee 1 cyTok.

6.4. Habopsl, TpaHCNOPTHpOBaHHbIE C HAPYLIEHHEM TEMIEPATYPHOTO DEXHMa, MPHMEHECHHIO HE
MoJUIeKar.

6.5. Cpok rogHocTH HabopoB — 12 Mecsi1IeB OT AaThl TPOH3BOACTBA.

6.6. XpaHenne HaOoOpoB HONKHO TPOBOAHTBCA B YMNAaKOBKE IPEANPHATHA-H3TOTOBHTENA MpPH
Temneparype or + 2 no + 8 °C B TeyeHHe Bcero cpoka FOAHOCTH B XONOAMJIBHBIX KaMepaXx HIH B
XOJIOAMNbHUKAX, 00eCeuHBAIOUINX pPerlaMEHTHPOBaHHBIH TeMIIEPAaTyYpPHBIH PEXXKHM.

6.7. Habops! ¢ HCTEKIIMM CPOKOM FOAHOCTH NPHMEHEHHIO HE MOJUTEXKaT.

6.8. Ilpu npo6GHOM HCMONB3OBAHHM KOMIOHEHTH Habopa XpaHATCA B YMAKOBKE INpPEANpPHATHs-
H3TOTOBHTEJA B BEPTHKAJILHOM MOJIOKECHHHU NPH TeMrniepaType oT + 2 o + 8 °C B X0J0AKIBHBIX KaMepax UM
B XOJIOAMJIBHMKAX, o6ecreyHBalOIMX perjlaMeHTHPOBaHHbIH TEMIEPATYpHBIR PEXHM, B TEUCHHE 1 Mecsaua co
IHS BCKPBITUA NepBHYHOH ynakoBkH. KOMNoHEHTHI He OMMKHBI HAXOANUTHCA Ha 60pTy npubopa Gonee 5 yacos,
CyMMapHO B aBanquatH ceccusx. Ilocne ucmonb3oBaHHA (JIaKOHBI HEOOXOAMMO 3aKpLITh KpBIIKAMH H
obecneyuTs periaMeHTHPOBAHHBIN PEXHUM XPAHEHHS.

7. TAPAHTUHHBIE OBSI3ATEJIbCTBA
lapanTHifHBI! cpok rogHocTH Habopa 12 MecsueB oT gaTel npoussoacTsa. Habop npeanasHaueH s
OJHOKPAaTHOTrO MPHMEHEHHA H He NOMIEXHT PEMOHTY H 06CIy>KHBAHHIO.

8. BE3OIIACHAA YTUWIN3ALINSA
[Ipu ucnons3oBanun Habopa oOpasyloTcs oTXoabl KinaccoB A M b, KoTopele yTHIH3MpYIOTCS
B cooTBeTcTBHH ¢ CanlluH 2.1.3684-21 u MY 287-113. (Tabnuua 2).

Tabnuua 2
OTtxonast Kracc onacHoCTH
Bropuunas
(rpynnosas) Kopobka u3 MmoHokapToHa
yrnakoBKa OTxons! Kj1acca A
DKcmTyaTalMoOHHasA WHCTpYKILHA MO NPUMEHEHHIO
JIOKYMEHTalUs ITacnopt

Bce xoMnoHeHTH! Habopa, KOHTPOJIbHbIE
MaTepHabl, pacXOJHbIe MaTepHaIbl U PEareHThI,
KOTOpBIE KOHTAKTHPOBAIH ¢ 06pa3iiaMy BO BpeMs

06pabOoTKH, XpaHEHHUS HIIH aHAJIn3a
TlepBHYHas yrIaKOBKa DnakoHBl, CoJlepXaBlLIHe pacTBOPbl KOHTpoJeH
He ncnonp3oBaHHbIE
KOMITOHEHTHI C
HCTEKUIHM CPOKOM
rOJHOCTH

Jpyrue KOMIOHEHTHI

Orxoas! knacca b

®dnakoHbI, coJepxKalllie pacTBOPbI KOHTpoIEH
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9.

NHPOPMALNA O NMPON3BOONTEE

Mo Bonpocam Kayectsa M «Habop peareHTOB A/151 KOHTPO/IA KayecTBa aHam3a «KoHTpoim MagnoLIA
obwmii XMu», no TY 21.20,23-617-98539446-2022» obpawatbes B OO0 «KomnaHus Ankop bBro» no agpecy:
192148, r. CaHkT-IeTepbypr, »Xene3HoAopOXHbIA npocnekT, A. 40, nut. A, Ten/akc: 8(812) 677-8779,
TeneoH «ropsveit MMHUM»: 8-800-234-37-79.

10.
IVD

REF

7

mi

c3
13

CMBO/J1bI, NCMNOJIb3YEMbIE HA STUKETKAX

MeguumHcKoe nsgenve ans CofepXnMoro LOCTaTouHO A/1s
[ANarHocTuKM in vitro npoBefeHNs N TeCTOB
Homep no katanory .,-I OcTopoxxHo!
Kopg naptun (Homep cepun) icnonb3oBaThb A0
W3rotoBuTenb r Mpesen TemMnepaTypbl
[lata n3roTtos/eHns Brionornyeckuii puck

O6paTUTECh K UHCTPYKLWW MO
MPYMEHEHNIO

VHCTpyKUums pa3paboTaHa B COOTBETCTBMM C TY 21.20.23-617-98539446-2022.
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MPOLINTO, NPOHYMEPOBAHO, Ci  LUIEHO NeyaTbio
) INCT4
AVpeKTop
Ankop bro»
A.I". TlonbiHueB
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