OO0 «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XXene3HoaopoXKHbIn np., A. 40, nut. A
TenedhoH/hakc: (812) 677-87-79

MACITTOPT Ne EOO3

Habop peareHTOB A1 KOHTPONA KayecTsBa aHanmsa
«KoHTponn MagnoLIA POA», no TY 21.20.23-635-98539446-2022

Kat. Ne 1320201 Cepua Ne EOCS dopmuposaHme Ne 1 Konnyectso 100 Wi,

CooTBerTcT-
BHewHwuii Bug v popma  Komnnekra- Cepus BUE KOH-
HanmeHoBaHue peareHTa TpONun-
BbINyCKa ums peareHTa
pyemoro
napametpa
CocTaB Habopa
. COOTBETCT-
KoHTponb 1 lMpospayHble nn 1dn E0O3
MYTHbIE XXUAKOCTK OT (0,5 mn) BYeT
6ecuBeTHOro o 1 dn. COOTBETCT-
EOQ3
KOHTponL 2 XKENToro ugeta (0,5 mn) BYeT
MacnopTt 1wt
WHCTpYKLMA N0 NPpUMEHEHNIO 1w, - -

MapaMeTpbl KOHTPO/IS KayecTBa

HanmeHoBaHMe KOHTPOIMPYyemMoro 3HayeHue KoOHTponpye-

Hopma N
napametpa MOro napameTpa
KoHueHTpauuna POA B KoHTpone 1, 34-66 COOTBETCTBYET
Hr/MN
L(ro/mempaum P3A B KoHTporne 2, 69-129 CoOTBETCTBYET

®naKoHbl 3 MN1 M3 NPO3PaYHOro
cTekna (C 3aBUHYMBAOLLMMUCS
KpbIWKaMKn). ATUKETKN U3 NIEHTbI
KneeBoi Ha 6yMaXKHO OCHOBE

* [laHHble aTTecTayMm NP COBMECTHOM ucnosb3oBaHun ¢ M «MagnoLIA P3A», cepmnsa Ne EOO3
MacnopT BblgaH «21» ntons 2022 .

Cpok rogHoctu Habopa o «21» nons 2023 T.

Ycnosus xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2,..+8 ®C. [lonycKaeTca TpaHCNOPTUPOBaHMe Habopa npu TemnepaType
[0 +25 °C He 6onee 15 cyTOK, B TOM yucne npu temnepatype +37 °C He 6onee 1cyToK

TONMbKO ANA ANATHOCTUKN 1IN VITRO

[ns npogeccnoHanbHOro NPUMEHEHNA

Habop cooTBeTCcTBYET

YnakoBKa U MapKMpoBKa COOTBETCTBYET

TY 21.20.23-635-98539446-2022 KoMnanus
op buo"
P "KomnaHHA% P )
Ankop BLpT'\ Bio
BbinonHun AyeHbknHa A.I° M- [ ommmmemes
JOATAHMA

3NEKTPOHHAA KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIV W PETUCTPALMI MEAHLMHCKWX H3DENHIA
Cmp. 1m3 1



00O «KomnaHusa Ankop bro»
r. CaHkT-leTepbypr, XXene3HogopoXHbIi np., A. 40, nut. A
TeneoH/hakc: (812) 677-87-79

MACTIOPTA» EO004

Habop peareHTOB A4/19 KOHTPO/A KadecTBa aHanni3a «KoHTpona MagnoLIA
P3A», no TY 21.20.23-635-98539446-2022

CootBeTcT-
BHelwHW1 Bug n hopma  Komnnekra- Cepus BUE KOH-
HanmeHoBaHWe peareHTa TpOn-
BbIMyCKa ums peareHTa
pyemoro
napameTpa
CocTtaB Habopa
. COOTBETCT-
KoHTporb 1 Mpo3payHble unu 1n £004
MYTHbl€ XXUAKOCTW OT (0,5 mn) BYyeT
: COOTBETCT-
KOHTOMb 2 6ecLUBETHOr0 A0 1n £004 TBETCT
XenToro ugeta (0,5 mn) BYeT
MacnopT 1wr.
VIHCTPYKUMSA NO NPUMEHEHWNIO 1wr. -

MapamMeTpbl KOHTPO/S KayecTBa

HanmeHoBaHWe KOHTPOMPYeMOro 3HayYeHue KoOHTponpye-

Hopma *
napameTpa MOro napameTpa
KoHueHTpauua P3A B KoHTpone 1, 34-66 COOTBETCTBYET
Hr/Mn
E:)/:lnlﬁempaum P3A B KoHTpone 2, 69-129 COOTBETCTBYET

®nakoHbl 3 M1 U3 NPO3PAYHOro
cTekna (C 3aBUHYMBAKOLLLUMUCS
KpblLWKammn). DTUKETKN U3 NEHTBI
KNeeBoi Ha 6yMaXKHOI o0CHOBe

YnakoBKa 1 MapKupoBKa COOTBETCTBYET

* [laHHble aTTecTaluMu Npu COBMECTHOM Mcnofib3oBaHun ¢ MU «MagnoLIA P3A», cepua Ne EQ04.
MMacnopT BblgaH «22» nona 2022 r.

CpoK rogHocTn Habopa A0 «22» nwonsa 2023 r.

YcnoBusa xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTuposaHus +2...+8 °C. [lonyckaeTcsd TpaHCNOpPTMpOBaHWe Habopa npu Temnepartype
Ao +25 °C He 6onee 15 cyToK, B TOM yuncne npu Temnepatype +37 °C He 6onee 1cyTok

TONBbKO Ana ANATHOCTUKW IN VITRO

[ns npodeccroHanbHOro NpUMeHeHus

Habop cooTBeTCcTBYET

TY 21.20.23-635-98539446-2022

PY Ne
BoinonHun AyweHbknHa A.I° Nposepu
BErHit
@ 000 LUPMI () INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU 1)MMAVMA LiNKo *B 1
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00O «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XXene3HoaopoXxHblin np., A. 40, nut. A
TenetoH/pakc: (812) 677-87-79

MACITITOPT Ne EOO3

Habop peareHToB Ana KOHTPO/IA KayecTBa aHanumsa
«KoHTpona MagnoLIA POA», no TY 21.20.23-635-98539446-2022

Kat. No 1320205 Cepua Ne EOG3 dopmuposaHme Ne 1 Konnyectso 100 wr

CooTBeTCT-
o BME KOH-
BHewHnii Bug n thoopma  Komnnekra- Cepus
HanmeHoBaHMWe peareHTa Tponu-
BbIMYyCKa umns peareHTa
pyemoro
napameTpa
CocTtaB Habopa
: COOTBETCT-
KoHTpons 1 lMpo3spayHble Un 5 dn EOO3
MYTHble Xugkoctn ot (no 0,5 mn) BYeT
6ecuBEeTHOrO J0 5 ¢n. COOTBETCT-
KoHTponb 2 . A P EOCO3
XEenToro ugera (no 0,5 mn) BYyeT
Macnopt 1wr.
WHCTPYKUMA NO NPUMEHEHNIO 1 wr. - -

MapamMeTpbl KOHTPOSA KayecTBa

HanMmeHOBaHME KOHTPOIMPYEMOTO 3HaueHMe KOHTpoNupye-

Hopma

napametpa MOro napametpa*
KoHueHTpauma POA B KoHTpone 1, 34-66 COOTBETCTBYET
HIr/MN
L(ro/mempau,m P3A B KoHTpose 2, 69-129 COOTBETCTBYET

®nakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBMHYMBAKOLLLUMUCS

KpblLKaMu). DTUKETKWN N3 NIEHTBI
KNeeBOW Ha OyMa)KHOI OCHOBe

YnakoBKa 1 MapKupoBKa COOTBETCTBYET

* [laHHble aTTecTayMm Npy COBMECTHOM Mcnofb3oBaHun ¢ M «MagnoLIA P3A», cepusa Ne EOO3
MacnopT BblaH «21» utonsa 2022 .

Cpok rogHocTn Habopa fo «21» utonsa 2023 .

Ycnosusa xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2...+8 °C. [lonyckaeTcs TpaHCNoOpTMpOBaHMe Habopa nNpu Temnepartype
o +25 °C He 6onee 15 cyTOK, B TOM yncie npu temnepatype +37 °C He 6onee 1 CyToK

TONBbKO ANnAa AMATHOCTUKW IN VITRO

[na npogeccMoHanbHOro NpUMeHeHUs

Hab6op cooTBeTCcTBYET

TY 21.20.23-635-98539446-2022

PY Ne

BoinonHun OyuweHbknHa Al

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



000 «KomnaHna Ankop brno»
r. CaHkT-leTepbypr, >KenesHogopoXkHbIW np., 4. 40, int. A
TeneoH/dake: (812) 677-87-79

MACITOPT Ne E004

Habop peareHTOB AN KOHTPONA KadecTBa aHanuni3a «KoHTponu MagnoLIA
P3A», no TY 21.20.23-635-98539446-2022

CooTBeTcT-
BHewwHwnii Bug n hopma  Komnnekta-  Cepus BUE KOH-
HanmeHoBaHMe peareHTa Tponun-
BbIMyCKa ums peareHTa
pyemoro
napameTpa
CocTaB Habopa
: COOTBETCT-
KoHTpors 1 MpospayHble nnu 5 tn £004
MYTHbI€ Xugkoctn ot (no 0,5 mn) BYeT
6ecuBEeTHOrO [0 5 tn. COOTBETCT-
KOHTpOAL 2 XKeNToro useta (no 0,5 mn) E004 BYeT
MacnopTt 1wr.
WHCTPYKLMA NO NPUMEHEHUIO 1wr. : -

MapameTpbl KOHTPO/IA KayecTBa

HanmmeHOBaHMEe KOHTPONMPYEMOTO 3HaueHue KOHTponmpye-

Hopma N
napametpa MOro napameTtpa
KoHueHTpauma POA B KoHTpone 1, 34-66 COOTBETCTBYET
Hr/mMn
Ko/HLq,eHTpau,Mﬂ P3A B KoHTpone 2, 69-129 COOTBeTCTBYET
Hr/M

®nakoHbl 3 M1 U3 NPO3PAYHOro
cTekna (C 3aBMHYMBAKOLLUMMCS
KpbILWKaMu). STUKETKN U3 NIEHTbI
KneeBol Ha ByMaXXHOI oCHOBe

* [aHHble aTTecTaLMM Npyu COBMECTHOM ucnonb3oBaHun ¢ M «MagnoLIA P3A», cepus Ne E004.
MacnopT BbigaH «22» nons 2022 r.

CpoK rogHocTn Habopa ao «22» uona 2023 T.

Ycnosua xpaHeHus +2...+8 °C

Ycnosus TpaHcnopTuposaHua +2...+8 °C. [lonyckaeTcsd TpaHCNopTMpoBaHue Habopa npu Temnepartype
no +25 °C He 6onee 15 cyTok, B TOM ynucne npu temnepatype +37 °C He 6onee 1cyToK

TONbKO AnAa ANATHOCTUKW IN VITRO

[na npogeccnoHansHOro NpUMeHeHUs

Habop cooTBeTCcTBYET

TY 21.20.23-635-98539446-2022

PY No

YnakoBKa v MapKupoBKa COOTBETCTBYET

BoinonHun AyuweHbknHa A.T.

a4 BfUfyt

AnNbHbIE  gupekTop

000 * KKMPHMH Ankanbuo.,

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



OO0 «KomnaHua Ankop brno»
r. CaHKT-TleTepbypr, XXenesHogopoXxHblid np., a. 40, nut. A
TenetoH/pakc: (812) 611-H0-19

MACTIOPT Ne EOO3

Hab6op peareHTOB A1 KOHTPO/IAA KayecTBa aHan3a
«KoHTpona MagnoLIA P3A», no TY 21.20.23-635-98539446-2022

Kart. No 1320210 Cepua Ne EOO3 dopmumpoaHmne Ne 1 Konmyectso 100 L.

CooTBeTCT-
BHewHunn Bug n hopma  Komnnekra- Cepus BUE KOH-
HaumeHoBaHue peareHTa Tponun-
BbIMyCKa uus peareHTa
pyemoro
napameTpa
CocTaB Habopa
: COOTBETCT-
KoHTponb 1 Mpo3payHble nnn 10 chn EOO3
MYyTHblE Xugkoct ot (no 0,5 mn) ByeT
: COOTBETCT-
KoHTpons 2 6ecuUBETHOro A0 10 hn EOO3
XXentoro ugeTa (no 0,5 mn) ByeT
MMacnopT 1wr. . -
MHCTpYKUMA No NpUMeEHEHNI0 1wr. . -

MapaMeTpbl KOHTPONS KayecTBa

HavMeHOBaHMe KOHTPOMPYEMOro 3HauyeHNe KOHTPONMpye-

Hopma -
napameTpa MOro napameTpa
KoHueHTpauua POA B KoHTpone 1, 34-66 COOTBETCTBYET
Hr/MN
5;)/:;!,1€HTpaLMﬂ P3A B KoHTpone 2, 69-129 COOTBETCTBYET

®nakoHbl 3 M/ M3 MPO3pPaYvYHOro
cTekna (C 3aBMHYMBAKOLLNUMUCA
KpbILWKaMu). STUKETKU U3 NEHTHI
KNeeBOi Ha 6YMaXXHOW OCHOBE

* [laHHble aTTecTauMy nNpyv COBMECTHOM MCnosib3oBaHnn ¢ MW «MagnoLIA P2A», cepua Ne EOO3
MacnopTt BbigaH «21» uong 2022 .

Cpok rogHocTv Habopa Ao «21» nong 2023 .

YcnoBus xpaHeHus +2...+8 °C

Ycnosus TpaHcnoptMposaHua +2...+8 °C. [lonyckaeTcd TpaHCNOPTUPOBaHMe Habopa npu Temneparype
o +25 °C He 6onee 15 cyToK, B TOM yucne npu Temnepatype +37 °C He 60nee 1 cyToK

TONbKO ANna ANATHOCTUKN 1IN VITRO

[ns npogeccroHanbHOro NpUMeHeHNA

Hab6op cooTBeTCTBYET

TY 21.20.23-635-98539446-2022

PY Ne

YnakoBKa U MapKupoBKa COOTBETCTBYET

BbinonHun AyuweHbknHa Al Npose
JYPEKTCP

OMIMAHAA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Crp. 1m3 1 9



00O «KomnaHua Ankop brno»
r. CaHKT-TeTepbypr, XXenesHogopoXHbIin np., A. 40, nuT. A
TenetoH/akc: (812) 677-87-79

MACITIOPT Ne EO04

Habop peareHTOB A/19 KOHTPONSA KaydecTBa aHanni3a «KoHTpona MagnoLIA
P3A», no TY 21.20.23-635-98539446-2022

CooTBeTCT-
BHewHwnii Bug n oopma  Komnnekra- Cepus BUE KOH-
HaumeHoBaHMe peareHTa Tponun-
BbIMyCKa uns peareHTa
pyemoro
napameTpa
CocTtaB Habopa
. COOTBETCT-
KoHTpons 1 Mpo3payHble Nam 10 chn £004
MYTHble XXunakoctn ot (no 0,5 mn) BYyeT
: COOTBETCT-
KoHTponb 2 6ecuBeTHOro o 10 chn £004
XKeNToro ugeta (no 0,5 mn) BYeT
MacnopT 1wr. . -
WHCTpYKLMA N0 NPYMEHEHMNIO 1wr. - -

MapamMeTpbl KOHTPONS KayecTBa

HaumMeHOoBaHWe KOHTPOMPYEMOTO 3HaueHne KoOHTponmpye-

Hopma N
napametpa MOro napameTpa
KoHueHTpauma P3A B KoHTpone 1, 34-66 COOTBETCTBYET
Hr/Mn
E;)/l—l\;l;l,]empau,mn POA B KoHTpone 2, 69-129 COOTBETCTBYET

®nakoHbl 3 M1 M3 MPO3PAYHOro
cTeksa (C 3aBUHYMBaOLLLMMUCA
KpblWKamn). STUKETKU U3 NIEHTHI
KneeBoi Ha 6yMaXKHO OCHOBe

YnakoBka u MapKnpoBKa COOTBETCTBYET

* [laHHble aTtTecTalMm Npy COBMECTHOM Mcnonb3osaHun ¢ MU «MagnoLIA P3A», cepusa Ne E004,
MacnopT BblgaH «22» utons 2022 r.

Cpok rogHocTu Habopa Ao «22» uonsa 2023 .

Ycnosus xpaHeHus +2...+8 °C

YcnoBusi TpaHCNopTUpOBaHmMA +2...+8 °C. lonyckaeTcs TpaHCNOpPTUPOBaHMe Habopa npu Temnepartype
[0 +25 °C He 6o0nee 15 cyTOK, B TOM yncne npu Temnepatype +37 °C He 6onee 1 cyToK

TONBbKO ANna ANATHOCTUKN IN VITRO

[nd npodeccMoHanbHOro NpUMeHeHus

Hab6op cooTBeTCTBYET

TY 21.20.23-635-98539446-2022

PY Ne
BoinonHun AyweHbknHa A.I° Mposepun K
AP Oh
AvriTams
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU Crp. 1w 1
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MpowmnTo, NPOHYMepoBaHo, CK{*N/JeHO neyarTbto
JanecTt”h
AKTOpP
op buo»
. MonbiHLUeB
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AoHTponn MagnoLIA PA»

«YTBEPXOAK»

AbHbI i UPEKTOP
HUA Ankop brno»
JonbiHues 4.1
2022r.

NHCTPYKUWMA MO NPUMEHEHWIO
MeanuMHCKOro n3genva ans AMarHocTuKK in vitro
«Habop peareHTOB /1 KOHTPO/IA KayecTBa aHa/M3a
«KoHTpona MagnoLIA P3A», no TY 21.20.23-635-98539446-2022»

1. HA3HAYEHUWE

1.1, «Habop peareHTOB A8 KOHTpoONsA KadvecTBa aHanusa «KoHTponn MagnoLIA P3A», no TY
21.20.23-635-98539446-2022» (panee «KoHTponn MagnoLIA POA») npefHasHayeH AnA MOLATBEPXAEHUA
npaBUIbHOCTM aHanu3a npy KONMYecTBEHHOM OMNpefesieHnn pakoBo-3MOPUOHANbHOTO aHTuUreHa (ganee POA)
B CbIBOPOTKE W Nna3Me KpPoOBW (nnTuesas CoMb renapuHa, kanvesad conb OATA (Kr3ATA, K33ATA))*
ye/sioBeka MeTOAOM XeMW/HOMWHECLEHTHON0O WMMYyHOaHanu3a Ha MnapaMarHUTHbIX MWUKpoyacTuuax ¢
Mcrnosib3oBaHMeM aBTOMaTuU4YecKoro aHanmsatopa «MagnoL1A».

Ha6op «KoHTponu MagnoLIA P3A» nNpuMeHSAeTCs COBMECTHO C MeAULUMHCKUMU n3fenvammn (ganee
MW) «MagnoLIA P3A» n «Kannbpatopbl MagnoLIA POA»,

1.2, MoaTBepXAeHWe NpaBuIbHOCTM aHann3a npu ucnosb3osaHun Habopa «KoHTponn MagnoLIA
P3A» A0MKHO BbINOMHATLCA B KaXOW aHanMTU4YecKolh ceccuu. Mpu NPOLOMKMTENbHOCTU ceccum bonee
CYTOK, onpefefieHne KOHLEHTpaLMn KOHTPONei AO/MKHO BbiTb NPOBEAEHO MOBTOPHO MO UCTeYeHUW 24 4acos
OT Hayana ceccuu. [loATBepXAeHWE  MPaBWUIbHOCTU  aHanu3a  BbINOMHAETCA  KaK  PYTUHHbII
BHYTpUabopaTOpHbI/ KOHTPO/Ib KayecTBa, 1, eCnn pe3ynbTaT aHanm3a XoTa 6bl OAHOr0 KOHTPONA U3 Habopa
«KoHTponn MagnoLIA P3A» BbIXOAUT 3a Npefenbl yCTaHOB/IEHHONO Anana3oHa, Habop OCHOBHbIX PeareHToB
«MagnoLIA POA» fonkeH 6bITb 3aHOBO 0TKanMbpoBaH ¢ cnosib3oBaHneM Habopa «Kannbpatopsl MagnoLIA
P3OA».

1.3, ®yHKUMOHanbHoe Ha3HayeHne MU «MagnoLIA P3A» npy COBMECTHOM npumeHeHun ¢ MU
«Kanuépatopbl MagnoLIA P3A» n/vnn «KoHntponim MagnoLIA P3A» - KONMYECTBEHHOE OMpejeneHune
pakoBO-3IMOGPUOHANIBHOTO aHTUreHa B CbIBOPOTKE W Mja3Me KPOBW 4efioBeKa NMpPU MOHUTOPUHTe BOMbHBIX C
YCTaHOB/IEHHbIM PaKOM TONCTOW M MPSAMON KULWIKW, XenyaKa, MOJIOYHOM Xenesbl, IEFrKOro, npeAcrarte/ibHoM
Xesnesbl, NOMAKENYLOUYHON XKenesbl N ANYHUKA, AN1A OLEHKN 3 (EeKTUBHOCTU BbIGPAHHOIO /IeYeHUS, PaHHero
BbISBMIEHWA PELMANBOB 1 66CCUMMNTOMHO MPOTEKalLero MeTacTasupoBaHna pe3nayanbHOn onyxosu.

ADKBMBANEHTHOCTb 06pa3L0B CbIBOPOTKU 1 Ma3Mbl KPOBM Y€NOBEKA, COAEPXKALLEN aHTWKOArynsHTbl (NMTUEBas COMb remapuHa,
kanvesas conb SATA (KrOATA, K33A4TA)), noareBepxaeHa Ha 25 obpasyax Kaxgoro Buia aHTUKOArynfHta C pasHbIMU
KOHUeHTpaymsaMmm POA B aHanm3e npu Mcnonb3oBaHum Habopa «MagnoLIA P3A».

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



oHTposiH MagnoLIA POA»

1.4. OG6nacte mpumeHeHHs Habopa — KIMHHYECKas 1abopaTopHas AMArHOCTHKA.
1.5.  Habop npennasHaueH TONBKO I JUATHOCTHKH in vitro, 1 Npo¢eCCHOHATBHOTO NPUMEHEHHS
NEPCOHANIOM, HMMEIOIMM KBATHQHKALIMIO JUIA BBIMONHEHHS AMArHOCTHYECKHX MCCIeNOBaHHMt in vitro B
pe3ynbTate clenuaibHoro obpasoBaHHsA H oOydeHHs. HMcclieJoBaHHMA MOTYT BBIMONHATH CIELHATHCTHI HeE
Monoxe 18 sieT ¢ BRICIIMM M CPEHHM MEXHLIMHCKHM, GHONOTMYECKMM HIIH UHEIM 06GpasoBanueM (Bpau KJIJI,
6uosor, MeAULIMHCKHIt TEXHOJIOT).

HccrnenoBanus mMpoBOAAT B KJIMHHKO-ZHArHOCTHYECKHMX J1abopaToOpHsX, 0ONMacTHBIX, TOPOACKHX HIIH
palfOHHBIX, FOCYAapCTBEHHBIX HJIM 4acTHBIX GonbHHLAx U apyrux JITY.

1.6. Hab6op «KonTtponu MagnoLIA POA» He HMeeT NPOTHBONOKA3aHHH K NIPHMEHEHHIO.

1.7. Habop npenHasHaueH s oOciemoBaHMsA BceX Ipymnn HacelieHHs moboro Bo3pacta 6e3
rpajaluMy 1no aeMorpadu4eckoMy HIIH MONMYIALHOHHOMY IPHU3HAKY.

2. XAPAKTEPUCTHUKA HABOPA

2.1. Ilpunuun paelcTBusA

Habop «Kontponu MagnoLIA PDA» npeactaBnser cobGoit KOMINEKT M3 JABYX KOHTPOJBHBIX
CHIBOPOTOK, COJAEpXKalMX H3BecTHble KonuyectBa PDOA B mpocroit Marpuue (I'OCT P 53133.3-2008) u
aTTECTOBAHHBIX MO BHYTpeHHell MeToauKe mpeanpuatus’ no PedepencHomy pearenty « WHO Reference
Reagent Carcinoembryonic Antigen (CEA), Human. 1st International Reference Preparation», mpou3sBosacTsa
NIBSC, xon 73/601.

Ipu BemonHennu tecroB «MagnoLIA POA» Ha GopTy aBTOMaTHueckoro aHanusaropa «MagnoLIA»
HeoOXOMMMO TOATBEPXJAaTh BAIMIHOCTH INONydaeMbIX HM3MepeHuH. KonuuecTBeHHOE H3MeEpeHHE
KOHLeHTpauun POA B koHTposix Habopa «Kontponu MagnoLIA POA» no3posnser oueHHBaTh NpaBHIbHOCTD
H BOCIIPOM3BOAMMOCTH PpE3YNbTATOB KOJMYECTBEHHBIX JIAOOPAaTOPHBIX HCCIENOBAaHHMI ISTOrO aHaJMWTa B
obpa3nax CHIBOPOTKH M I1a3Mbl KPOBH MalMEHTOB.

I[Ipu obpallieHHH ¢ KOHTPOJAMH Kak ¢ HcclefyeMbIMH oOpasliaMH, MOJyYeHHbIE B aHATMTHYECKOMH
CECCHM pe3y/bTaThl CPABHHBAIOTCS C AONYCTHMBIMH JHANa3OHaMH OINPENCICHHS 3HAYEHHH KOHLEHTpaluH
PDA, yxasaHHBIMH B nacriopTe K Habopy W 3aKOAMPOBAHHBIMH LITPHUX-KOJAOM Ha KopoOke Habopa peareHToOB.
Ecnu pe3ynsTaT aHanu3a XoTs Obl 0fHOro KOHTpois M3 Habopa «Koutponu MagnoLIA POA» BeIXxomuT 3a
npeieNibl yCTAHOBJIEHHOTO Auana3oHa, Habop OCHOBHBIX peareHToB «MagnoLIA POA» fomkeH ObITh 3aHOBO
oTKanubpoBaH ¢ Hcronb3oBaHneM Habopa «Kamubpatopsl MagnoLIA POAx». 3areM crneayer moBTOpHTH
aHaJIN3, UCTIONIb3YS HOBBIE ATMKBOTHI HCCIIEyeMBbIX 06pasiioB.

Bapuanus pe3y/nbTaToB, NOTYYEHHBIX NPH HCCIEAOBaHHHM KOHLEHTpauun POA B konTtpossax Habopa
«Kontponn MagnoLIA P3A» MeTonoM XEMHIIOMHHECLEHTHOrO HMMYHOaHalH3a Ha MapaMarHHTHBIX
MHKpPOYAaCTHLIAX C MCIONb30BaHMEM aBTOMATH4eckoro aHamuszaropa «MagnoLIA», mogobHa pesynbTaram,
NoJly4YaeMbIM [IPH HCCIENOBAHHAX ITHMH METOJAMH YeJIOBEYECKOH CHIBOPOTKH H MJIa3Mbl KPOBH YeJIOBEKa.

2.2. CocTaB H KoMIieKTauusa Habopa

B coctaB Ha6opa «KonTtpoau MagnoLIA POA» BXoaaT cneayrouue KOMNOHEHTHI:

- KOHTPO/IbHAA chIBOpoTKa Ne 1 Ha OCHOBE BOJHO-COJIEBOTO PAacTBOpa ¢ GeIKOBLIM CTabHUIM3ATOPOM H
KOHCEPBAHTOM, COJepiKallas U3BECTHOE KONMHYeCTBO POA (RomycTUMBbIH AHANa3oH ONpPEACNEHHA 3HA4YCHHA
KOHLIEHTPAllHH YKa3aH B MacliopTe M 3aKOAMPOBaH LITPHX-KOAOM Ha KopoOke HaGopa peareHTOB). )KuaKocTs,
0,5 m, 1; S unu 10 dpraxonos®, mapkuposana «KoHTposb 1»;

- KOHTPOJIbHAA ChIBOPOTKa Ne 2 Ha OCHOBE BOJHO-COJIEBOTO PacTBOpa ¢ GeKOBLIM CTabHUIH3aTOPOM H
KOHCEPBAHTOM, COZEpXKaluas W3BECTHOE KonMyecTBO POA (nomycTHMBIA Juana3oH onpeicieHHs 3Ha4CHHUA

2QcHosana Ha FTOCT 53133.3-2008, $3133.1-2008, FOCT P UCO 5725-2-2002, TOCT I1SO 17511-2011.

['aGapuTHble pasMepbl ¢rakona (J1B): 16,25Mm x 36,0 mm; kpbiwuku (JIB): 16,2Mmx 12,5MMm.
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XOHLICHTPALIMH yKa3aH B MaclopTe M 3aKOAMPOBAH LITPUX-KOAOM Ha kopobGke Habopa peareHToB). XXHAKOCTS,
05mn, 1; 5 unu 10 (bnaR0H033, MapkupoBaHa «KoHTponb 2».

Kaxnpiit ¢rakon, compepxamuit Kontpons 1 u Konrtpone 2, paccuuran Ha 20 onpeneneHHi npH
MOCTAaHOBKE B MOHOITHKATaX.

- Tabnuna 1
Bapuant Hazpanue koMnoHeHTa
HCTIOTHEHMUH, BHelHui B KOMIIOHEHTa Kontooms 1 | KoToons 2
Kat. Ne Ry B
ITpo3paynas HJIM MyTHas XHAKOCTh
1320201 po3p M MyTHA HKHAKOC 1 wr. 1 .
oT 6eclBETHOrO A0 XKEJITOro LBETa
IIpo3payHas u KH Th
1320205 posp JIM MyTHas JKHIKOC 5 . 5 wr.
oT 6ecLIBETHOTrO 10 XEJITOro 1{BETa
ITpo3payHas UM MyTHast XHAKOCTH
1320210 po3p T A 10 wr. 10 wr.
oT 6ecLiBETHOrO 0 XEJITOro IBETa

B xommekt nocrasku Habopa «KoHTponn MagnoLIA P3A» BxomaT: HaGop peareHTOB, HHCTPYKUHS
10 MpUMEHEHHIO, MacnopT.

3. MEPBHI IIPEAOCTOPOXHOCTH

3.1. lloTeHuHanbHBI pHCK NpUMeHEHHs Habopa — knmacc 26 (cornmacHo IIpukxasy MunucTepcTBa
3apaBooxpaHeHus P® Nedn ot 06.06.2012 r.).

3.2. Bce koMnoHEHTH! HabOpa B UCNOJ/Ib3YEMBIX KOHLIEHTPALMAX SBIAIOTCA HETOKCHYHBIMH.

33.Tlpu pabore ¢ HaGopoM cneayer cobmogare TpeboBanus T'OCT P 52905-2007 wu
CanlluH 3.3686-21.

3.4. lonyckars k paGoTe ¢ HaboOpoM TONBKO crielHanbHO 00y4eHHbIH NepcoHal.

3.5. [lepen HayanoM pabGoTbl O3HAKOMUTHCA C HMHCTPYKUMEH M nNpHMEHATH Habop cTporo mno
Ha3HAuYCHHIO.

3.6. [Ipn paGote ¢ HaGopoM cleayeT HCHOABL3OBAaTh CHNEUOACKAY (MEAHLUMHCKHH XamaT HIH
KOMOHHE30H, IUAOYKy) M CpeACTBa WHAMBHAYANbHOW 3alMThl (MacKy, 3allMTHBIE OYKH, OJHOPa3OBBIE
PE3UHOBbBIE HJTH MIACTHKOBBIE NIEPYATKH, pa3pellieHHbIE K TPUMEHEHHIO Ha TeppUTOpHH PD).

3.7. Buumannue! B coctaB KOMIIOHEHTOB Habopa BXOAMT cOjsiHas KHUCIOTa B KoHUeHTpauuu 0,05% u
KOHCEPBAHT B KOHLeHTpauuu MeHee 0,05%, urto apnsetcs 6e3onacHbM Juis yenoBeka. [IpH Henose30BaHHUH MO
Ha3HAYeHHUIO M COOJIONEHHH Mep MpPENOCTOPOXXHOCTH KOHTakT C OpraHM3MOM ueloBeka HCKimodeH. Ilpu
aBapUifHBIX CHTYallHsiX BO3MOXXHO pa3fipaKeHHE KOXKH M CIH3UCTON 000JI0UKH IJ1a3 Yy YyBCTBHTENILHBIX JIHLL.
IIpn KOHTaKTe NPOMBITH MOpaXXKEHHOE MECTO BOJIOH M 0OpPaTHThCA 32 MEAHIIHHCKOM MTOMOLIBIO.

3.8. Xumuueckas mocyaa u o6opyaoBaHue, KOTOpbIE HCNONB3YIOTCS B paboTe ¢ HabOpOM, MOIIKHEI
OBITH COOTBETCTBYIOIHM 0OpPa3oM MapKHPOBaHbI H XPAHHTHCA OTAEIBHO.

3.9. [nsa o6pabotku mocyasl U 06OpYAOBaHHS PEKOMEHAYETCA HCMOMB30BaTh Ae3HH(ULHPYIOLIHE
CpeACTBa, H3rOTOBJICHHbIE HA OCHOBE TPETHYHBIX aMMHOB, YETBEPTHYHBIX aMMOHHeBRIX coenunenuit (HAC)
MM CIIHPTOB M paspellieHHble K NpuMeHeHHI0 Ha Teppuropuu PO. Hcnonb3oBanue nesuHpuuHpyrOmMX
CPEACTB Ha OCHOBE aKTHBHOIO KHCJIOpOJa M XJIOpa BO3MOXXHO JIMIIb Ha MpPEACTEPHIH3AUMOHHOM JTamne, ¢
nocneayoumen TEpMHUECKOR CTEpHIH3aLIHEH.

3.10. 3anpeuraeTcs npHeM MHUILH, HCITOIb30BAaHHE KOCMETHYECKHUX CPEACTB ¥ KypeHHE B IOMELLECHHUAX,
npeaHa3HaYeHHBIX JUIA paboThl ¢ HAbOpOM.

3.11. Y6upatb H ae3uHGUUMpOBATH pa3NHThie OOpaslbl WM KOMIIOHEHTH Habopa, HCNONB3yA
Ae3HH(HIHMpPYIOIIHE CPEACTBA B COOTBETCTBHH MY 287-113.

3.12. VYpaniate HEHCNONb30BaHHBIE peaKTHBHl Habopa B COOTBETCTBHH C  TpeGOBaHHAMM
CanlluH 2.1.3684-21.
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3.13. Tlocne ucnonb3oBaHWA BCe KOMIOHEHThI HaGopa, o6pasupbl, KOHTPONBHBIE MaTepHAbI,
PacXOJHBIC MaTepHasbl U JPYTHE peareHThbl, KOTOpPhIE KOHTAKTHPOBATH ¢ oOpa3uaMH BO BpeMs oOpaboTky,
XpaHEHHMs HJIH aHalu3a (B TOM YHC/e: MepYaTkd, HaKOHEYHHUKH M T.[.) HOJDKHBI COOMpaThCA OTAENBHO H
CTEPHJIH30BATLCA B aBTOKJIABE C IOC/IEAYIOLIEH yTWiM3alued B cOOTBETCTBHM ¢ TpebomaHusmu CaullnH
2.1.3684-21. BMecto aBTOKJIaBHPOBaHHS OTXOABI MOIYT OBITH CTEPHIM30BAHLl A€3HHPHUHPYIOLIUM
CPEACTBOM, 110C/E YTHIH3UPOBaHbI B COOTBETCTBHH ¢ TpeboBanuamu CanlluH 2.1.3684-21.

3.14. He ncnons3oBarh HaGOp MO HCTEYEHUH CPOKA FOJHOCTH.

4. OBOPYAOBAHUE U MATEPHAJIbI, HEOBXOIAMMBIE /JIAA ITPOBEJAEHUSA
AHAJIM3A

- (AHQJIM3aTOp aBTOMAaTH4YECKH#i HMMYHOXHMMHYECKH XeMHIIOMHHeCLeHTHbIH «MagnoLIA» ¢
npuHamnexHoctaMu no CHAB 421457.002 TY («MagnoLIA») (mpoussoautens OO0 «Komnanus Ankop
buo», Poccus, PY NeP3H 2019/9282),

- «Habop peareHTOB i KOJHYECTBEHHOr0 MMMYHOXEMHJIIOMHHECLIEHTHOTO ONpeEle/IEeHHs PaKoBO-
sMOpHoHaNbHOro aHTHreHa «MagnoLIA POA», no TY 21.20.23-633-98539446-2022» (nponssoautens OO0
«Komnanus Anxop buo», Poccus, kat. Ne 1320001, 1320005);

- «HabGop pearenToB mnsa kanubposku «KamGpatops: MagnoLIA POAx», mo TY 21.20.23-634-
98539446-2022» (npoussoaurtens OO0 «Komnanus Ankop buo», Poccus, kat. Ne 1320101, 1320105);

- BoaHo-coneBoii pacTBOp 411 NPOMBIBKH peakUMOHHBIX kioBeT MagnoLIA «bydep Wl»
(npousBomutenh OO0 «Komnanus Ankop buo», Poccus, kat. Ne0000405);

- OTaenbHble Xanart, mamno4yka, o6yBb M OQHOPA3OBBIC NEPYATKH, pa3peliCHHbIC K MPHUMEHEHHIO Ha
teppuropuu PO (nmm coorserctByroume FOCT P 52239-2004).

5. MPOBEAEHHUE NMPOUEAYPHI BAJIMJALUH AHAJIN3A

OnucanHas B JaHHOH MHCTPYKUMH HHPOpPMALMS COAEPXKHUT OOIIHME CBEAEHHS O MOpAAKE NMPOBEACHHUSA
npoueaypsl BalMauM¥ aHatu3a. Jlis NonyveHHs aeTanbHoM HHQOpMauMu mnepen HadaloM paGoThl
03HAKOMBTECH C PYKOBOJICTBOM I10 dKCILTyaTaiuu aHanmu3aTopa «MagnoLIA».

5.1. TloaroToBka peareHTOB

5.1.1. BimounTe aBTOMaTHYeCKHit aHanu3aTop «MagnoLIA» cornacHo pykoBOACTBY IO 3KCIUTyaTallMH.

5.1.2. KOHTpOH rOTOBBI K HCIOJIL30BAHHIO.

®nakoHbl ¢ KOHTPOIAMH HEOOXOAMMO BBLIEPXKATh MPH KOMHATHOH Temneparype He menee 30 MHHYT
JI0 HayaJla aHaIMTHYECKOH CecCHH.

5.1.3. Tlepemewars coaepxumoe (IakoHOB, M3beras neHoobpasoBaHHA. OTKPLITH (akoHBl M
MOJIOXKHTH KPBIIIKH NEPEeBEPHYTHIMU Ha CYXYIO TOBEPXHOCTD.

5.1.4. Habop «Koutponmn MagnoLIA PDA» pa3MecTHTh B IUTaTHBaX, MpeAHa3HAYEHHBIX A
KamuOpaToOpOB M KOHTpOJICH.

5.1.5.11epen 3arpy3koii peareHToOB, HEOOXOAMMBIX MUl NPOBEACHHs aHaNM3a, B COOTBETCTBYIOLIHE
670KM aHaNM3aTOpa NPOBEPHTH BCE PACTBOPHI Ha OTCYTCTBME Ny3bIPHKOB BO3/yXa. YAaNuTh MY3BIPbKH 1O
MPOBEAEHUSA aHATH3a JIETKUM NOKauHMBaHHEM, He JIONycKas eHooGpa3oBaHus.

5.1.6.TTepen 3arpyskoit kaprpumka «MagnoLIA P3A» B 6ok peareHToB Heo6Xoaumo
NpeaBapuTENbHO YOEaMThCS, YTO MapaMarHHTHbIE MHKPOYAcTHUbl HAaXOAATCA B PECYCNEHAHPOBAHHOM
COCTOSIHMH, a caMa CycIeH3us roMoreHHa. Ecnu MukpovacTuus! He pecycnenaupytorcs, HE MCIIOJIb3YUTE
HABOP u 06paTHTeCh K MecTHOMY MpeACTaBHTeMO npoussoautens. Jns monyuenus Gomee noapoGHoH
uH(opMaLHH 06paTHTECH K HHCTPYKLMHU o MpuMeHernio Habopa «MagnoLIA POA».

5.1.7.3arpy3uTe MOATOTOBJEHHbIE PEAreHThl U NPHHAIEXHOCTH Ha GopT aHanu3atopa «MagnoLIA»
COTJIaCHO PYKOBOZCTBY IO 3KCILTyaTallHH.

5.1.8.3arpy3uTe AaHHBIE O peareHTax B aMATh aBTOMaTHYECKOro aHanu3aropa «MagnoLIA» cornacHo
PYKOBOJCTBY I10 3KCIUTyaTallHH.
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5.2. KoOHTpoOsb KayecTBa aHann3a

AHanunszatop «MagnoLIA» MOXeT O0CyuWecTBiATL Npoueaypy Banujaunn aHanmsa B OTAENbHO
BblJE/IEHHOW Ceccum unv O4HOBPEMEHHO C 06pasy”™u B pamKax OLHON aHanMTU4eckoi ceccun. KOHTpOsb
KayecTBa aHanm3a BbINONHAETCA Npexae N06biX Ha3HAYeHHbIX TECTOB HE3aBUCMMO OT MOMEHTa pa3MeLLeHuns
Habopa KOHTponein Ha 6opTy.

BHVMAHUWE!

KoMMoHeHTbl Habopa «KoHTponn MagnoLIA P3A» He OMKHbI HAXOAUTLCA Ha 60pTy Npubopa 6onee
5 yacoB, CyMMapHO B [ABajuaTu Ceccusx, HeobXo4MMO Y4uMTbiBaTb 3TO MPU BbINOSIHEHWUM MpOLesypbl
Ba/ngaLmv 04HOBPEMEHHO C o6pa3Lammn B paMKax OLHON aHaIMTUUYECKON ceccnn. PEKOMeHAYeTCa BbIrpyXaTb
WTATUBbl C KOHTPOMAMMU MO UCTEYEHUM MUHUMASbHOTO BPEMEHW C MOMEHTa 3aBeplUeHUs packanblBaHWA
COLEPXMMOro BcexX (h1akOHOB KanubpaTopoB U KOHTPOJIEN.

[na npefoTBpaLLeHUsa ncnapeHns XXUAKOCT M cpasy rnocsie UCnosib3oBaHMsa hiakoHbl HE06X0AUMO
3aKpbIThb KpbIlWKaMW B COOTBETCTBUM C MX MapKUPOBKOW, MOMECTUTb B YyNakKoBKY MpeanpuaTus-
N3rOTOBUTENSA B BEPTUKA/IbHOM MOMOXKEHUM 1 06ecnevynThb XpaHeHe Npy TemnepaType oT +2 a0 8
°C B XONOAW/bHBIX KaMepax WM B XONOAWNbHUKAX, 00ecneymBaroLmMx perfnaMeH TUpPOBaHHbIM
TemnepaTypHbIA PeXKuM,

5.2.1. Ana po6aBneHnsa faHHbIX 0 HOBOW cepum (noTe) Habopa «KoHTponm MagnoLIA P3A» nepeingnte
B MmeHt0o KOHTPOJIN.

HaxmuTe kHonky AOBABUTb - HOBbI KOHTPO/b.

B OTKpbIBLUIEMCSA OKHe 3amosiHUTe NycTble rpagbl BPYUYHYI AaHHbIMW, COAEpXalUMUca B nacrnopTe,
nnM6o NyTem CYMTbIBAHUS LITPUX-KO4a CO BTOPUYHOIN YNakoBKN (KOPO6KKN) nsaenms.

Ana coxpaHeHUs faHHbIX O Habope OA4HOKPAaTHO LWENKHWTE NEeBON KHOMKOW MbIWW MO 3HAauYKy
MNMPUMEHWTDL (B cnyyae He06X0AMMOCTM MPOAOMKUTL PaboTy B JaHHOM OKHe) unu 3Hauky TOTOBO (ans
COXpPaHeHMUs faHHbIX U 3aKPbITUS OKHA).

5.2.2. Ansa 3anycka B paboty HOBOI'O KOHTPO/JIA, nepeiignte B MeHto KOHTPOJ1

B meHlo oTkpoetca Tabnuua, rae B CTPOKax c/eea 0To6paXkatoTCA AOCTYMHbIE KOHTPOMN, B CTON6LAX
CBEPXY - Ha3BaHWs TeCToB. KNMKHWTE OLHOKPATHO MO A4yeliKe, HaXOAALWENCA Ha NepecevyeHMn TpebyemblX
CTpPOoKM (KOHTPO/b) 1 cTonbua (TecT). B BbiGpaHHON siuelike NOABUTCS 0603HaYeHNE «X».

BH/MAHWE!

Ha6op «KoHTponn MagnoLIA P3A» npuMeHseTcd TOMbKO AN MOATBEPXAEHUA MPaBUIbHOCTU
pe3ynbTatoB aHanm3a «MagnoLIA P3A». ObpaTnte BHUMaHWe Ha TO, YTO UAEHTU(PUKALMNA aHanMTa B CTPOKeE
KOHTPO/Ib M B cTON6LE TeCT A0MKHbI coBnagats (PIA-P3A/ CEA-CEA).

KoHTponb, oTo6paXkaemblli B TabnuLe CUHUM LBETOM, MOXeT ObITb 3anyLeH.

5.2.3.3anycTuTe aHaJMTUYeCcKyt0o Ceccut0 aBTOMATMYECKOro aHanusatopa «MagnoLlA» cornacHo
PYKOBOZCTBY MO 3KCMNayaTauuu.

5.2.4.Mporpamma npubopa MO3BONSET aBTOMATMYECKW BbINOAHUTL BCe CTaguum aHanusa 6e3
BMeLlaTeNbCTBa Mosb30BaTess.

5.3. PesynbTarthbl

M0 OKOHYaHWUW aHaNUTUYeCcKol ceccumn nepengnte B MeHto KOHTPOJTN. HaxmuTe KHonKy B APXIB
KK. Haxxmunte kHonky PE3YJIbTATbI.

[na BbIBOAA Ha 3KpaH KOHTPOJIbHON KapTbl B OTKPbLIBLUEMCA OKHe Moc/fiefoBaTe/lbHO BbloepuTe Tun
TecTa, TUM KOHTPONS 1 ceputo (NoT) KOHTpons. 3aTem HaxmuTe kKHonky NMPOCMOTP,

6. TPAHCIMOPTUPOBAHVNE NN XPAHEHUNE
6.1. TpaHcnopTupoBaHue HabopoB cregyeT NPOM3BOLAUTL BCEMMW BMAAMMU KPbITOrO TpaHcrnopTa nf
Temneparype oT+ 2 o + 8 °C.
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6.2. TpancrmopTupoBaHHe H3feNHil NMpu TemnepaTtype oT + 2 no + 8 °C nomKHO NMPOH3BOAHTLCA B
(MKOCTAX MM TpH MOMOIUM XOJORMIbHBIX YCTAHOBOK, OOECTNEeYMBAIOUIMX PpErjJaMEHTHPOBaHHBIA
TEMIIEpPaTypHBbI peXxuM. .

6.3. Jlonyckaercs TpaHcnopTHpoBaHKe Habopos npu Temnepatype 1o + 25 °C He 6onee 15 cyTok, B
TOM uMcie npu teMneparype + 37 °C ne Gonee 1 cyTok. -

6.4. Habopsl, TpaHCIOPTHpPOBaHHBIE C HapYIIEHHEM TEMIIEPAaTYPHOrO PEXHMA, NMPHUMEHEHHIO HE
TMOAJIEXAT.

6.5. Cpok rogHocTy HabopoB — 12 MecsLEB OT AaThl IPOHU3BOACTBA.

6.6. XpaHeHue HaOOpOB JOMKHO TMPOBOAMTHCA B YNAKOBKE NPEANPUATHA-HITOTOBHTENSA TIpH
temneparype or + 2 g0 + 8 °C B TeyeHHe BCero cCpoka roAHOCTH B XOJOAMJBHBLIX Kamepax HJIH B
XOJIOQHIIBHHKAX, 00eCIIeYHBAIOLINX PErTaMEHTHPOBAHHBIN TEMIIEPATYPHBIH PEXKHM.

6.7. Habops! ¢ HCTEKIIMM CPOKOM FOAHOCTH MPUMEHEHHIO HE MOJIEeNkKAT.

6.8. Ilpu npoGHOM HCIONBL3OBAaHHM KOMIOHEHTbI Habopa XpaHATCS B YMNAaKOBKE MpPEANpPHATHA-
H3rOTOBHTEJIA B BEPTHKAIBHOM IOJIOXEHHH NpH TeMneparype oT + 2 1o + 8 °C B X0NOAHILHBIX KaMepax HiIH
B XOJIOAHJIbHMKAX, 00ecreYHBalOIMX perilaMeHTHPOBaHHbIH TeMIepaTypHbIi peXHM, B TeueHHe 1 Mecsua co
JHS BCKPBITHS NEPBUYHOMN yakoBKH. KOMNOHEHTHI He JODKHBI HAXOAUTLCA Ha 6opTy npubopa 6onee 5 yacos,
CYMMapHO B ABaauaTH ceccHax. [locie Wcnons3oBaHHA ¢IakOHbl HEOOXOMHMMO 3aKpBIThb KpbILIKAMH H
obecnequTs periaMeHTHPOBAHHbIH PeXHM XpaHEHHS.

7. TAPAHTHUMHBIE OBA3ATEJILCTBA
TapanTuiinbiii cpok rogHocTH Habopa 12 MecsueB oT aaThl npousBosacTBa. Habop npeanasHayeH wns

OJAHOKPATHOro NNpUMEHCHHUA H HEC MMOJUIC)KHT PEMOHTY H OGCH}')KHBaHHIO.

8. BE3OIIACHASA YTUIIN3IALMA
[Ipu ucnons3zoBaHuu Habopa oOpa3yloTcs oTXoAbl KinaccoB A M b, KoTophle YTHIH3MpYHOTCA B
cootBercTBuM ¢ CanllnH 2.1.3684-21 u MY 287-113. (Tabnuua 2).

Tabnuua 2
OTxoabl Knacc onacHocTH
Bropuunas
(rpynnosas) Kopo6ka u3 MOHOKapTOHa
ynakoBKa OTtxoas! kacca A
JKCIuTyaTallHOHHas UHCTpYKIMs 11O MPHMEHEHHIO
JOKYMEHTALHA ITacnopt

Bce koMnoHeHTRI Habopa, KOHTPOJIBHBIE
MaTepHalibl, paCXOHblE MAaTEPHANIBI U PEarcHThI,
KOTOpbIe KOHTAaKTHPOBAIH ¢ 006pa3liaMu BO BpeMA

00paboTKH, XpaHEeHHs HJIM aHaJiM3a
ITepBHuHas ynmakoBka DnakoHbl, CoJiepXKaBlLIHE pacCTBOPb! KOHTPOJIEH
He ucnons3oBaHHkIe
KOMIIOHEHTHI C
HCTEKIIHM CPOKOM
rOOHOCTH

Jlpyrue KOMInOHEHTHI

OTtxoas! knacca b

®naKkoHbI, CoAepiKale pacTBOPbl KOHTPOJIEH

9. HH®OPMALIHSA O MIPOU3IBOJIUTEJIE

TTo Bonpocam kauectsa MU «HaGop peareHTOB A/ KOHTPOJIA KayecTsa aHanu3a «Kontponu MagnoLIA
P3A», mo TY 21.20.23-635-98539446-2022» obpamarsca B OO0 «Komnanus Ankop buo» mo aapecy:
192148, r. Canxr-Ilerep6ypr, XenesHonopoxHsiii mpocnext, A. 40, nut. A, Ten/dakc: 8(812) 677-8779,
TenedoH «ropsyeit nuuun»: §-800-234-37-79.
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10.

CHMBOJIbI, UCITOJIb3YEMBIE HA OTHKETKAX

MeauuuHcKoe H3aenue s
JINaTHOCTHKH in Vitro

V4

COJICp)KPIMOl'O AOCTATOYHO V1A
NPOBERACHHUS N TECTOB

Homep no karanory

OctopoxHo!

Koa naptuu (HoMep cepun)

Hcnonab3oBaTth 10

Usrorosuress
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