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MHCTPYKLNA
Nno NPMMEHEHWNIO KOHTPO/IbHOIO MaTtepuana anonunonpotenHa Al n anonunonpoTtenHa B

(KoHTponb Ano Al/Ano B)

1. HASHAYEHWE

1.1. KoHTponbHbIA MaTepuan anonunonpotenHa Al n anonunonpoTenHa B (KoHTponb Ano
Al/Ano B) (manee no TeKCTY - KOHTPONbHbIA MaTepuan) npegHasHadyeH A8 MNPOBeEHUSA
BHYTPMIabopaTOPHOro KOHTPONA KadecTBa NPU ONpejeneHMn KOHLEHTpauum anonmnonpoTenmHa
Al (Ano Al) wn anonunonpoTemHa B (Ano B) ¢ wucnonb3oBaHWemM HabOpOB peareHToB
«AnonunonpoTtenH Al» n «AnonunonpotenH B» npounssogctea AO «BekTop-becT».

1.2. KOHTpO/bHbIN MaTepuan BblUYCKaeTCs B OJHOM BapuvaHTe KOMMJIeKTaLUN.

2. XAPAKTEPNCTUKA KOHTPONBbHOIO MATEPUNANA
2.1. CocTaB KOHTPO/IbHOIO MaTepuana

KOHTpONbHbIA MaTepuan W3roTOB/IEH Ha OCHOBE WMHAKTMBUPOBAHHOM CbIBOPOTKU KpPOBMU
yenoBeka, cogepXXut Tumepocan (0,0003 %), nnocmnmnanposaH - 1 hnakoH.

Kaxablii (hnakoH paccuMTaH Ha NpurotoBseHne 1,0 M KOHTPO/IbHOIO MaTepuana.

2.2. ATTecTOBaHHbIe 3Ha4YeHUS

[dvana3oH gonycTUMbIX 3HAYEHWNI KOHLUeHTpayuu anonunonpoTenHa Al n anonnnonpotenHa
B B KOHTpPONbLHOM MaTepuase W MNPOCAEXUBAEMOCTb aTTeCTOBAHHbIX 3HAYEHWIN YyKasaHbl B
nacrnopre.

3. MEPblI MPEOCTOPOXHOCTW

3.1. MoTeHUMaNbHbIA PUCK MPUMEHEHUSA KOHTPO/AbHOro matepuana - knacc 2a (Mpukas M3
P® o1 06.06.2012 Ne4H).

3.2. KOHTpPONbHbIA MaTepuan npefHasHadyeH AN MNPOPecCUMOHaNbHOr0O MNPUMEHEHUS B
KANHWYECKOW nabopaToOpHOM AMArHOCTUKE 0O6YUYEHHbIM MepcoHasiom. TpeboBaHUSA 6€30NacHOCTU K
MeAULVHCKUM flabopaTtopusam npusegeHbl B TOCT P 52905-2007.

MaTtepuasnbl, UCMONb3yeMble AN M3FOTOB/IEHNA KOHTPOJ/IbHOFO MaTepuana, MHaKTUBMPOBaHbI
M He cogepxXat aHTuTena Kk BUY 1,2 n Bupycy renatuta C n HBsAg.

3.3. KoHTponbHbIA MaTepuan cogep>XuT Tumepocan (0,0003 %). Mpu paboTe ¢ KOHTPO/IbHbIM

WHCTpPYKUnsA cocTaBneHa coTpyaHukamun AO «BekTop-becT»: HayanbHUKOM oT aena 6MoXMMum

K.6.H. AkoBNneBoin ME. 1 3aM. HayanbHMKa 0T aena 6uoxumun K.6.H. Cepreesoin I.U.
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MaTepuanom cregyet wusberatb pasbpbi3armBaHUA W nonagaHMA KOMMOHEHTOB KOHTPOJIbHOIO
Matepmana Ha KOXY W CAU3NCTble; MNpW nonajaHUM HemeaneHHO MNPOMbITb MOPaXeHHOoe MEeCTOo
601bWNM KOIMYECTBOM MPOTOYHOWN BOAbI.

3.4. Mpn Mcnonb3oBaHMM KOHTPO/IbHOFO MaTepuana obpasyoTcsa oTXoAbl Knaccos A, b, B u
IC, KoTopble KAacCUPUUMPYIOTCA W yHUUTOXaKTCA (YTUAUIUPYKOTCA) B COOTBETCTBUU C
CaHlMuH 2.1.3684-21 «CaHMWTapHO-3NMAEMUNOIOTMYECKNE TPeOOBaAHNSA K COAEPXaHUID TEPPUTOPUA
rOPOACKMUX WM CENbCKUX MOCENIEHUN, K BOAHbIM O00beKTaM, MUTLEBOW BOAE WU MUTLEBOMY
BOJOCHAaOXEeHUD, aTMocPepHOMY BO34yxy, MnoyBaMm, >KWAbIM TMOMELLEHNAM, 3KcnayatTaymm
NMPON3BOACTBEHHbIX, 0OLWECTBEHHbIX MOMELLEHWA, OpraHmMsauMn W TMPOBELEHUID CaHUTAPHO-
NPOTMBO3NMNAEMUYECKMX (MPOGUIAKTNYECKNX) MEPOMPUATUIAY.

4. OBOPYOOBAHWE N MATEPUATbI,
HEOBXOAWMBIE MNP PABOTE C KOHTPOJ/IbHbIM MATEPNATOM

- 6Buoxummnuyecknin aHanusatop (agnAMHa BOMHbI 340 (334-365) HM, KioBeTa C AJIMHOM
ONTMYECKOr0 MyTW He MeHee 5 MM), MOAJEpPXMBaKLWMA TemnepaTypy XUAKOCTU B KHOBeTe B
npouecce aHanunsa 37+0,5 °C;

- fjo3aTopbl MexaHW4yecKue OfHOKaHallbHble CO CMEHHbIMW HaKOHeYHUWKaMu, MOo3BONAOLMe
oTbmpatb 06bEMBI Xugkoctu 0,5-10, 50-200 m 100-1000 MKnN, aTTecToBaHHble MO 3HAYEHUIO
cpegHen fo3bl U CXO4MMOCTW pe3y/ibTaToB A03MPOBaHUsA (MOrpewHOCTb He 6onee 1,5%);

- nepyaTKu MeJULMHCKME AMarHoCcTUYecKue 0g4Hopa3oBble;

-Habopbl peareHToB «AnonunonpoTteMH Al» M «AnonauvnonpoTeumH B» (nNpousBoacTBa

AO «BekTop-becT»);

- AUCTUNNMPOBaHHAsA BOAA;

-Lpyrue matepumansl M obopyfoBaHue, yKasaHHble B WHCTPYKUUWM K Habopam peareHToOB
«AnonunonpotemH Al» n «AnonnnonpoTenH B».

5. NTOPAAOK MPMMEHEHWNA

5.1. KOHTpO/IbHble MaTepuasbl NPUMEHATL A5 NPOBefeHUA BHYTPpUIabopaTopHOro KOHTPOIA
KayecTBa Mpu onpefesieHUMN KOHUEHTpauuu anonunonpotenmHa Al wn anonunonpoTeMHa B c
ncnonb3oBaHMEM HabopoB peareHToB «AnonunonpoTenH Al» n «ANoAUNONPOTeNH B,

5.2. BblgepxaTb (PNakoH C KOHTPOJIbHbIM MaTepuasioM npu TemnepaTtype oT 18 go 26 °C B
TeueHne 30 MUH, 3aTeM OTKPbITb, He foNycKas NoTepu NMOGUNN3UPOBAHHOIO0 MaTepuana. BHectu
BO (pfiakoH 1.0 MA AUCTUANMPOBAHHON BOAbl. AKKYPAaTHO 3aKpbliTb (P/lakoH U Bblgepxatb ero 30
MWH, MepuoAnUYECKN OCTOPOXXHO MNepemMellvMBas MyTeM MepeBopavyuMBaHUA U BpalleHUs QrakoHa
BpYy4HYt0, nsberasg obpasoBaHns neHbl.

PacTBOpPEHHbI KOHTPOJIbHbLIA MaTepuan XxpaHUTb Npu TemnepaTtype oT 2 4o 8 °C He 6onee 7

CYyT WAu npu TemnepaTtype MuHyc 20 ®C He 6onee 1 MecsiLa B NAOTHO 3aKpbITOM Bufe, nepej
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NCrMoNb30BaHMEM BblLEpXKaTb NMpu Temnepatype ot 18 go 26 °C B TedeHune 30 MUH.

5.3. KOHTponbHbIe MaTepuasnbl MPUMEHATb C TEMU XXe peareHTamm uU B TexX Xe YCN0BUAX, UTO
N aHanusnpyemble o6pasbl.

PesynbTaTbl onpejeneHns KOHUEHTpauuu anonunonpoTemHa Al wn anonunonpoTevHa B
JO/DKHbI HAX0AMTLCS B Mpejenax AnanasoHoB 40NYCTUMbIX 3HAYEHUI, yKasaHHbIX B MacnopTe.

6. YC/IOBNA TPAHCMNOPTUPOBAHWNA, XPAHEHWNA MTIPUMEHEHIWNA
KOHTPONTIBHOIO MATEPUANA

6.1. TpaHcnopTMpOBaHWe KOHTPObLHOINO0 Matepuasna AO/IKHO NMPOBOAUTLCA NpU TemnepaType
oT 2 no 8 °C BCeMM BUaMU KpPbITOro TpaHCnopTa B COOTBETCTBMM C MNpaBuiamy MNepeBO30K,
JeicTBYOLW MMM Ha TpaHcnopTe fJaHHOro Buga. JonyckaeTcs TpaHCnopTMpoBaHWe Mpwu
TemnepaType A0 26 °C He 6onee 10 cyT.

6.2. XpaHeHUe KOHTPO/IbHOrO MaTepuana B YNnaKoBKe MNpeanpuaTUA-U3roToBUTENs AOSXKHO
OCYLLECTBNATLCA NpU TemnepaType oT 2 40 8 °C B TeUeHMe BCero cpoka rogHoCTu B X0N04UbHbIX
Kamepax Waun Xo0n04ubHMUKax, o6ecnevnBaloLnX pernaMeHTUPOBaHHbIN TeMNepaTypHbIA PexXum c
eXXegHEBHOWN perncrpaymeli TemnepaTypsbl.

6.3. CpOK TroOfHOCTW KOHTPO/SIbHOro Martepuana - 18 wMecAaueB co [AHA Bbllycka. He
fonycKaeTcsa NPUMeEHEHME KOHTPONbHOr0 MaTepuasna no UCTeYEeHUN ero cpoka rogHocCTu.

6.4. ANnA nonyyvyeHNA HafeXHbIX Pe3ybTaToB HEOOXOAUMO CTPOroe co6/0jeHNe NHCTPYKLUK
Nno NPUMeHeHUI0 KOHTPONbHOro Marepuana.

7. TAPAHTUWMHBLIE OBA3ATE/IbCTBA

7.1. Tpomu3BoanTeNb TrapaHTUPYeT COOTBETCTBUE BbIMYCKAeEMbK W34eNWiA TpeboBaHUAM
HOPMaTUBHOM M TEXHNYECKON LOKYMeHTaLuuu.

Be3onacHOCTb M KayecTBO U3Ae/MUA rapaHTUPYOTCA B TeUeHUe BCEro CpoKa rogHocTu.

7.2. TMpousBoauTeNnb OTBeYaeT 3a HeAOCTATKM U3fenNnsd, 3a WUCK/IKYeHUeM [eeKToB,
BO3HUKLUIUX BC/IEACTBUE HapyLleHUs npaBus MNONb30BaHUSA, YCNO0BWUIA TPaHCMOPTUPOBAHUSA W
XpaHeHus, NN60 AeNCTBUA TPETbUX NK1L, NM60 HEMPEOZONNMON CUNbI.

7.3. MpousBoguTens 060A3yeTcss 3a CBOM CYeT 3aMeHWUTb W3AeNne, TEXHUYECKNe W
(DYHKUMOHaNbHble XapakKTepucTuku (noTpebuTenbCKMe CBOMCTBA) KOTOPOro He COOTBETCTBYHOT
HOPMAaTUBHON N TEXHUYECKOM JOKYMEHTauuKn, ecnn yKasaHHble HeLOoCTaTKN ABUUCL C/IeACTBUEM

CKpPbITOro geheKTa MaTepnasoB UM HEKAYeCTBEHHOIN0 U3FOTOBIEHWUS U3AeNnUsA MPON3BOANTENEM.
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Mo Bonpocam, Kacarnwnmcs KayecTBa KOHTPOJ/IbHOI O MaTepunana «KoHTpONb

Ano Al/Ano Bx», cnegyeT obpawaTtbcs B AO «BekTop-becT» no agpecy:
630559, HoBocmnbupckas obnacTb, p.n. Konbyoso, a/a 121, Ten. (383) 227-67-64, 227-75-50,

Ten./pake (383)363-13-46.

3aMm. Ha4yanbHUKa oTaena 6uoxXmMmmnm

AO «BekTop-becT», K.6.H. .. CepreeBa

AN1™NavanbHUK oTaena 6MoXMMmmn

AO «BekTop-becT». K.6.H. I.E. AkoBneBa

«COIMMACOBAHO»

MpopekTop Mo Hay4HOl paboTe
dIrb0Y BO HIFMY MuHzgpaBa Poccun
O.M.H., npodeccop T.W. MocnenoBa

P f 2021 r
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y*  NPOLIHYPOBaHO, NPOHYMEPOBAHO K
CKPEMNJIEHO nevaTbio ¥ JINCTOB.
OTB. 3ayuet gorosopos HNP ®I'bOY BO HIMY
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«YTBEPX A »
MeHepanbHbIA AMPEKTOp

AO «BekTop-becT»

n XycanHoB

«.N0» 2021 r.

MHCTPYKLUWNA
no NPUMeHeHWNt0 Habopa peareHTOB ANs ONpefesieHNss KOHUEeHTpauMm anonmMnonpoTenHa B
B CbIBOPOTKE KPOBU MMMYHOTYPGUANMETPUUECKMM METO0M

(AnonunonpoTenH B)

1. HASHAYEHWE
1.1. Habop peareHToB 415 oNpejeneHUs KOHUEeHTpaLMmy anoinnonpoTenHa B B CbIBOPOTKE KPOBU
UMMYHOTYpOugmmeTpuyeckum mMetogom (AnonunonpotenH B) (manee no TekcTy -  Habop)
npefHasHayeH A8 KO/IMYECTBEHHOrO OMpPejesieHUs cofepXaHus anonuMnonpoTenHa B B cbIBOPOTKe
KPOBU UMMYHOTYPOUANMETPUYECKUM METOAOM.
1.2. Habop npefHa3Ha4veH 4N NOAyaBTOMaTUYECKMX U aBTOMATUUYECKUX aHaNn3aTopoB.

1.3. Habop BbinycKaeTcsa B YeThbipex BapuaHTax KOMMAeKTaLum:

BapuaHT KonnyectBo Pacxog P1 Ha ofHO dacoBKa Mcnonb3yemblii
KOMMNeKTauMM onpeaeneHuni onpegeneHue aHanunsaTop
2x18 mn (P1); o
1 100 0,45 mn ' o6
1x4 mn (P2) robon
2x36 mn (P1);
2 200 0,45 mn n
2x4 mn (P2) Jiotoin
3 380 0.18 wn 2x38 mn (P1); ILab Taurus
1x10 mn (P2) (Taypyc)
2x34 mn (P1);
4 350 0,18 mn
1x8 mn (P2) BA400

Konun4yectBo onpegeneHuii 3aBucuMT OT 06bema (acoBkM (BapuaHTa KOMMAeKTauum) wu
NCNOMb3YeMOro 6MOXMMUNYECKOTO aHanmsaTopa Npu COXpaHeHMN COOTHOLW EHNA obpasel: peareHT 1
peareHT 2.

2. XAPAKTEPNCTMKA HABOPA
2.1. MpuHunn gencTeuns

[elictBne Habopa OCHOBAHO Ha JOPMMPOBAHMM MMMYHHOTO KOMMJeKca anonmnonpoTemHa B ¢

aHTUTeNaMn K YenoBe4YeCKOMY amnosuMnonpoTeMHy B, B pesynbTaTe 4ero obpasyeTcda npeyunutar,

paCCEVIBaIOLLI,I/II7I CBeT. WIHTeHCMBHOCTb paccenBaHnAa CBe€Ta nponopunoHa/sibHa KOHUEHTPauUnn

MHCTpYyKLuMA cocTasneHa coTpyaHnkamu AO «BekTop-BecT»: HauyanbHUKOM oThena, K.6.H.

C F AKORNeRNU 1 RENVIIUM HAYYHBIM COTPYAHUKOM K.A. YepeMUCUHOA.
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anonunonpoTerMHa B B o6pasue v onpegensietca pOTOMeTPUYECKMN.
2.2. CocTaB Habopa
B cocTaB Habopa BXOAAT Crefytoline KOMMOHEHTbI:
- peareHT 1 (P1): docthaTHO-coneBon bydepHbIn pacTBop, HaTpus asmg (0,05%), nonnatu-
NEHTNNKONb;
- peareHT 2 (P2): doctaTHo-coneBoii 6ydepHbIi pacTBOpP, MOMUK/OHa/IbHbIe aHTUTeNa K
anonunonpoTtenHy B, HaTpua asng (0,095%).
CocTaB BapMaHTOB KOMMIeKTaLUU:
1) - peareHT 1:2 ¢nakoHa (no 18 mn);
- peareHT 2: 1 dnakoH (4 mn);
2) - peareHT 1: 2 (pnakoHa (no 36 mn);
- peareHT 2: 2 hnakoHa (no 4 mn);
3) - peareHT 1: 2 chnakoHa (no 38 mn);
- peareHT 2: 1 dnakoH (10 mn);
ONA aBTOMaTu4yeckoro aHanmsatopa lLab Taurus (Taypyc);
4) - peareHT 1:2 dnakoHa (no 34 mn);
- peareHT 2: 1 dnakoH (8 mn);
Ana aBTOMaTMyecKoro aHanmnsatopa BA400.
3. AHAJINTNYHECKWME XAPAKTEPNCTUKN
3.1. *YyBCTBUTENbHOCTb - He 6osiee 3 Mr/gn.
3.2. *TNHeMHOCTb B fManas3oHe KOHUEeHTpauuin anonunonpoteMHa B 15,6-250 mr/gn - B npege’
90-1109%.
3.3. * TecT Ha «OTKpbITUe» - B npegenax 90-110 %
3.4. * KoathdmuymneHT Bapmaunmn pesynbTaToB U3MepeHuii - He 6onee 7 %.
3.5. AlnanasoH uamepeHunsa - 3-250 mr/an.
3.6. HopmanbHble BeIMUYMHbI B CbIBOPOTKE KPOBU: MYXUMHblI 51-149 Mr/gn, XeHWwmnHbl 52-136
mr/gn.
PekomeHgyeTca B Kaxjoi nabopatopum npuv WUCNoNb3oBaHWM Habopa yTOUHUTbL AuanasoH
HOpMasnbHbIX BEIMYNH KOHLEHTpauum anonmnonpoTtenHa B y o6cnefyemMoro KOHTUHIEHTa NOAeN.
* B cooTBeTcTBUM ¢ TOCT P 51352-2013.
4. MEPblI MPEAOOCTOPOXHOCTW
4.1. MoTeHUMaNbHbIA pUCK NpUMeHeHUa Habopa - knacc 2a (Mpukas M3 P® ot 06.06.2012
No 4H).
4.2. Habop peareHTOB npefHasHayeH Ans NpoecCUoHanbHOr0 MPUMEHEHUA B K/IMHUYECKOA
nabopaTopHOW AMArHOCTMKe 06yYeHHbIM MepcoHanoM. Tpe6oBaHWSA 6€30MACHOCTU K MEAULUHCKUM

nabopatopusam npueegeHbl B FOCT P 52905-2007.
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4.3. PeareHT 1cogepXuT HaTpusa asupg (0,05 9%). PeareHT 2 cofgepXuUT HaTpusa asmg (0,095 %).
Mpn paboTe ¢ HabopoMm criegyeT usberatb pasbpbi3arMBaHUs U nonagaHnMs KOMMOHEHTOB Habopa Ha
KOXY W C/AM3UCTbIe: NpU nonajaHUn HeMeA/NleHHO MPOMbITb MOpPaxXeHHoe MecTo 60NbLWNUM KONnYe-
CTBOM MPOTOYHON BOAbI.

4.4. Mpu paboTe ¢ nccregyembiMun obpasuamu cnefyeT cobnogaTb Mepbl NPefoCTOPOXHOCTH,
NPUHATbIE NPU paboTe ¢ NOTEHUMANTbHO NHPEKUNOHHbIM MaTepuanoMm. OCHOBHbIE MpaBmia U3N0XKEHbI
B «MIHCTpyKUMK no mepam NpouIaKTUKK pacnpoCcTPaHEHUS MHPEKUMOHHbIX 3aboneBaHnii npu pa-
60Te B K/MHUKO-AMArHOCTMYECKUX JabopaTopusax N1e4e6HO-MPOPUIaKTUUECKNX YUPEXLEHUN»,
yTBepXaeHHON MwuH3gpasom CCCP 17 aHBaps 1991 r.

4.5. Mpn ncnonb3oBaHUM Habopa obpasyroTca oTxoabl KnaccoB A, b, B n I, KoTopble Knaccu-
hrumpyroTea 1 yHuuToxarTea (yTuausnmpyrTcs) B cootBeTcTBum ¢ CaHluH 2.1.3684-21 «CaHu-
TapHO-3MUAEMMNONOTNYecKne TpeboBaHUS K COAEPXKAHWNIO TEPPUTOPUIA TOPOACKMX U CeNIbCKUX Nnoce-
NeHnli. K BOAHbIM 06BbeKTaM, NMMTbeBOM BOAe U NMUTLEBOMY BOLOCHAOXEHMIO, aTMOCHEPHOMY BO3AY-
XY, NoYBaM, XXunbiM MOMeLLEeHNAM, SKcnayaTayunum Npon3BOLCTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWNA,
opraHusauum N NpoBefeHUI0 CAHUTAPHO-NPOTUBO3NMAEMUYECKMX (NPOUNaKTUYECKUX) Meponpus-
TU».

4.6. fe3snHpekyno HabopoB peareHTOB, NOCYAbl U MaTepuanoB, KOHTAKTUPOBaBLUUX C UCChe-
fyemblMu obpasuamu, cregyeT npoBoAuTb no MY 287-113 «MeToAuuyecKne yKaszaHuUsA No Le3NH-
hekumun, NpescTepuIn3aLMoOHHON 0HYUCTKE N CTEPUNN3ALMN U3LENNIA MEAULMHCKOIO Ha3HAYeHUNA».

5. ObOPYAJOBAHWVE N MATEPUNATDbI,
HEOBXOAONWMBbIE MPN PABOTE C HABEOPOM:

-6noXMmMmunyeckuin aHanmsatop (gnvHa BonHbl 340 (334-365) HM, KlOBeTa C A/IMHON oNTu4e-
CKOro NyTW He MeHee 5 MM), NoAAepXXUBaKOLWUI TeMnepaTypy XUAKOCTU B KIOBETEe B NpoLecce aHa-
nu3a 37+£0,5 °C (gna BapuaHTOoB KOMMeKTauum 1u 2);

-6noxmmmyeckunin aHanmsatop ILab Taurus* (gns BapmaHTa Komnaektauuun 3);

-6noxmmmnyeckmnii aHanmsatop BA400* (gns BapvaHTa KoOMNaekTauum 4);

-f03aTopbl MexaHW4YecKme OfHOKaHas/ibHble CO CMEHHbIMW HAaKOHEYHWKamMu, MN03BONALLINE
oTbmpatb 06bEMBLI XuMakoctn 0,5-10, 10-100 n 100-1000 mKn,?

-TepMocCTaT, NogaepXxuneatowmnin Temnepatypy 37+0,5 °C (gna BapuaHToB KoMnaekTaumun 1 u 2);

-nepyaTkyM MefuUUNHCKME JUarHoCTUYecKmne o4HOPasoBbIe;

-pacTBOpP HaTpUA XJ0puaa N30ToHM4Yeckui 0,9% ANa MHBEKLUMWIA;

-KanubépaTtop anonunonpoTenHa B «Kanubpatop Ano B».

*MpumedaHue. [lonyckaeTcsd NPpUMeEHEHME 060PYyAOBaHUSA LPYFOro Tuna, No CBOMM XapakKTepuctu-
KaMm He yCTynallLLero peKoMeHayemomy.
6. AHAJTM3SNPYEMBbIE OBPA3LUbI

CbIBOpPOTKA KPOBMU.
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O6pasybl CbIBOPOTKM KPOBU MOXHO XpPaHWUTb MPU KOMHaTHOW TemnepaTtype oT 18 o 26 °C He

6onee 8 uac., npm TemnepaTtype oT 2 o 8 °C He 60n1ee 3 cyT. UK Npu TemnepaType MmuHyc 20 ®C u

HUXe He 60nee 1 Mec.

MoBTOPHOE 3aMOpaXXuBaHme 06pasLL0B CbIBOPOTKN KPOBU He [OMYyCKaeTCs.

MpucyTcTBMe B 06pasyax CbIBOPOTKU KpoBWU remornobuHa go 7,0 r/n, Tpurnnuepugos 4o 450
mr/gn, 6unupy6éuHa fo 1000 MKMONAb/N He OKa3blBaeT 3HAYMMOro BAWSHWSA Ha pesynbTaThbl
onpejeneHnsa KOHLEHTpaLMy anonMnonpoTenHa B.

7. MPOBEAEHWVME AHANN3A N PETVNCTPALUWMNA PE3YJ/IBTATOB

7.1. PeareHTbl roToBbl K UCM0J/1Ib30BaHUIO.

7.2. Mepes Hayanom paboTbl [OBECTM TemmepaTypy peareHTOB [0 TemnepaTypbl aHanusa
37+0,5 °C n nogaep>xmBaTtb ee Ha MPOTSAXXEHUN BCEro aHanmsa.

7.3. KOMMOHEHTbI pPeakLOHHOW CMecn 0To6paTh B KOIMUYECTBAX, YKa3aHHbIX B TabnuLe.

Tabnuua
OTMepuUTh, MKN OnbITHaa npoba
PeareHTt 1 450
AHannsnpyemblii o6pasel, 5

Mpobbl nepemellaTb, BblfepXXaTb He 60nee 5 MUH Npu TemnepaType aHanusa 37 °C U U3MepuTb OnN-
TUYECKYI0 NJIOTHOCTb NPOo6bI Npu AiMHe BOMHbI 340 (334-365) HM.
PeareHT 2 50

NHKy6UpoBaTb TOYHO 5 MMWH. U TMOBTOPHO W3MEPUTb ONTMYECKYK MOTHOCTb. PaccuuTtatb

ONTUYECKYK MAOTHOCTb OMNbITHOW MPO6bI Kak pasHULy ONTUYECKMX MOTHOCTE BTOPOro M NepBoOro
N3MEPEHWA.

MprumeyaHue. B 3aBMCMMOCTN OT 06beMa UCMNOMb3YEMOM KHOBETbI KONMYECTBO peareHTOB W aHa-

NM3npyeMoro o6pasua MoXeT 6bliTb NPOMOPLUOHANLHO U3MEHEHO MPU COXPAHEHUMN COOTHOLUIEHUS 06-

pasel, : peareHT 1:peareHT 2.

7.4. Ecnn KoHueHTpauua aHanuta B uccnefjyemMom ob6pasue npesbiwaer 250 mr/gn, o6pase
cnefyet pas6baBuTb B 5 pa3 pacTBOpoM HaTpua xsaopuga unsoToHuveckum 0,9% ansa UHBEKUWUNA,
N3MEPEHMNS MOBTOPUTb, NONIYYEHHbIN pe3ynbTaT YMHOXUTb Ha 5.

8. YUET PE3Y/IbTATOB

8.1. lMoCTpoMTb B NMHENHbIX KOOpAMHaTax KanvMbpoBOYHbLIA rpaMk 3aBUCUMMOCTM 3HAYEHWUA
ONTUYECKOM NAOTHOCTU (OCb OpAMHAT) OT KOHUEHTpauuu anonmnonportemHa B B kKanubpaTtopax (ocCb
abcyucc), ncnonbsysa «Kanmbépatop Ano B» npounssogctea AO «BekTop-becT».

Kannbpatopbl UCM0/1b30BaTh C TEMMW XXe peareHTamu M B TeX Xe YCN0BUAX, YTO U aHaU3NpyeMble
obpasubl, COrNacHo JaHHOW MHCTPYKLUMW NO NMPUMeHeHUI0. B KauyecTBe Kanubpatopa ¢ KOHUeH'rpaLne
anonunonpoTenHa B 0 mr/an (Ko) ncnonb3oBaTb pacTBOp HaTpus xaopupa M3oToHu4veckunii 0,9% ans
NHDBEKLNIA.

8.2. Ha oCHOBaHMW 3Ha4yeHWii ONTMYECKUX MNOTHOCTEA Jna aHanusmpyemoro obpasuya Mo

Ka/M6poBOYHOMY rpaduKy onpeiesuTb KOHLUEH3paLuio anonnunonpoTemHa B B o6pasue.
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9. YC/oBMNA TPAHCIMNMOPTUPOBAHWNA, XPAHEHNA MW TIPUMEHEHWNA HABOPA

9.1. TpaHcnopTMpoBaHMe Habopa LO/IKHO MPOBOAMTLCA NpPWU TemnepaTtype oT 2 Ao 8 °C Bcemu
BMAAMWN KPbITOro TpaHCNopTa B COOTBETCTBMU C NMpaBuaaMn MnepeBo30K, AeACTBYIOWMMM Ha TpaHCnop-
Te l]aHHOTrO BMAa. flonyckaeTcsa TpaHCNopTUpPoOBaHue npu Temnepartype Ao 26 °C He 6onee 10 cyT.

9.2. XpaHeHue Habopa B ynakoBKe MpesnpuATUA-U3roTOBUTENSA LOJ/IKHO OCYLLECTBNATHCA MNPU
TemnepaTtype oT 2 go 8 °C B TeyeHMe BCEro CpoKa rogHoCTu B XOM0AUJIbHBIX KaMepax UM X0NoAu/b-
HMKax. obecneymBaroLLNX pernaMeHTUPOBaHHbI TeMMNepaTypHbIi peXXUM C eXXeAHEeBHOWN perucTpaymei

TemnepaTypbl.

9.3. Cpok rogHocTn Habopa —24 Mecsua co fHA BbllycKa. He gonyckaeTcsa npumeHeHue HabopoB
Nno UCTeYeHUN CpoKa rofHOCTN.

9.4. PeareHT 1 1 peareHT 2 nocrie BCKPbITUA (P/1TaKOHOB MOXHO XpPaHWUTb Npu TemnepaTtype oT 2 40
8 °C B TeuyeHMe BCero cpoka rofgHocTu Habopa B NJOTHO 3aKPbITOM BuUfe, B 3allULLEHHOM OT CBeTa
MmecTe.

9.5. KauyecTBo Habopa MOXET MPOBEPATHLCHA C MOMOLLbID KOHTPONIbLHOro martepumana «KoHTPO/b
Ano Al/Ano B» npoussogctea AO «BeKTop-BecT» uAnm PYyrux 0TeYeCTBEHHbIX U 3apyBeXXHbIX KOH-
TPO/IbHbIX MaTepuasnoB, aTTeCTOBAHHbIX JaHHbIM METOAOM.

9.6. lNpu pabote c Habopom AnNA NOCTPOEHUS Ka/MOPOBOYHOW KPUBOI pPEKOMEHAYEeTCS
ucnonb3oBaTb Kanubpatop anonunonpotenHa B «Kanubpatop Ano B» npoussoactea AO «BekTop-
Bect». B kayecTBe Kanmbpatopa Ko ¢ KOHUeHTpauywueid anonunonpoTemHa B Owmr/gn wucnonb3oBaTb
pacTBop HaTpusa xnopuga n3otToHnveckunin 0,9% ANA NHBEKLNIA.

9.7. Ana NonyyeHUA HafeXHbIX pe3ynbTaToB HEO6X0AMMO CTPOroe co6/0jeHne UHCTPYKLUK MO
npuMeHeHN0 Habopa.

9.8. Habop npegHasHa4yeH gns 04HOKPATHOro NPUMEHEHUS.

10. TAPAHTUMHBIE OBA3ATE/IbCTBA

10.1. Tlpous3BogMTeNb rapaHTUPYyeT COOTBETCTBME BbINYCKaeMbIX W34eNA  TpeboBaHUAM
HOPMAaTWBHOW N TEXHUYECKON AOKYMEHTaLMUMN,

Be3onacHOCTb M KayecTBO N3e/INSA rapaHTUPYOTCA B TEYUEHWe BCEro CPpOKa rofHOCTH.

10.2. NMpounsBoaMTEeNb OTBEYAET 3a HEJOCTATKU MU3JeNNs, 38 UCKIOYEeHNEM AedeKTOB, BO3HUKLINX
BCNeACTBME HapylleHWs MpaBua M0Ab30BaHWSA, YCMNOBWUIA TPAHCMOPTUPOBaHWA W XpaHeHUsA, nnbo
AEeNCTBUA TPeTbUX UL, NN60 HENPEOAO/IUMON CUNbI.

10.3. MpowusBognTenb 0653yeTca 3a CBOW CYET 3aMeHWUTb W3fenne, TeXHUYECKue wu
(DYHKUMOHaNbHble XapakKTepucTtuku (NoTpebuTeNbCKMe CBOWCTBA) KOTOPOro He COOTBETCTBYIOT
HOPMaTUBHOM N TEXHUYECKON [OKYMeHTaLuuWu, ecniM YyKalaHHble HejocTaTKW SIBUIUCL C/eACTBUEM

CKpbITOIo ,qecbeKTa mMaTtepunasioB NWin HEKa4eCTBEHHOIO U3roToBJ/IEHUA N3AENTNA NMPOU3IBOANTENEM.
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Mo Bonpocam, KacalWMMmcAa KadecTBa Habopa «AnonunonpotenH B», crnepyeT obpawartbcs B
AO «BekTop-becT» no agpecy:

630559, HoBocubupckas obnactb, p.n. Konbuoso, a/sal2l, Ten. (383) 227-75-50, Ten./jakc
(383) 363-94-47.

Beaywnii HayuHbI COTPYAHUK
AO «BekTop-bect» KA. Uepemmcuna
HauanbHUK oTgena 6uoxmmmnm

AO «BekTop-becT», K.6.H.
I".E. AkoBneBa

«COIMNMACOBAHO»

MpopekTop No Hay4yHOW paboTe
dPre0OY BO HITMY MwuH3gpasa Poccun
O.M.H., npodeccop
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NMPOLLIHYPOBAHO, NMPOHYMEPOBAHO U
CKPErEeHO nevyaTblo c JINCTOB.
OtB. 3a yuet gorosopos HNP ®I6OY 40 HIMY

MwuH3gpasa Paacun
< 3axapos?”

r°“n-fr.
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«YTBEPX A »
eHepanbHbI AUPEKTOP

AO «BekTop-bect»
M.[A. XycanHoB
2021 .

MHCTPYKLUWNA
no NMPUMEHeHUIO KanubpaTopa anonunonpoTemHa B

(Kanunépatop Ano B)

1. HASHAYEHWE

1.1. Kanubpatop anonunonpoTenmHa B (Kanubpatop Ano B) (pganee no TeKkCcTy -
Kanubpatop) npefHasHayeH ANA NPOBeAEHWA KanMbpoBKM MNpU OMNpefeneHMU KOHLeHTpauuu
anonunonpoTenHa B (Ano B) B CbIBOPOTKE KPOBU WMMMYHOTYPOUAMMETPUYECKUM MeTO4OM C
ncnonb3oBaHMeM Habopa peareHToB «AnonunonpotenH B» npounssogctea AO «BekTop-BecT».

1.2. Kanub6paTop BbINYCKAeTCA B 04HOM BapuaHTe KOMMIEKTaLNN.

2. XAPAKTEPUCTUKA KANTNBEPATOPA

KanubpaTtop MW3roToBfeH Ha OCHOBE WHAKTMBMPOBAHHOW CbIBOPOTKU KPOBW UYE/0BEKA,
cogepXut Tumepocan (0,0003 %); nmounmnsnmpoBaH - 1 hnakoH.

dnakoH paccuuTaH Ha npurotoBneHue 1,0 mn Kanubpatopa.

KoHueHTpauua anonmnonpotenHa B B kanubpatope ykaszaHa Ha 3TUKeTKe (pflakoHa 1 B nac-
nopTe M nNpeacTaBnseT coboi cpefHee 3HaYeHWe pe3ynNbTaTOB MHOMOKPATHbLIX M3MEPEHWUIA, BbINOS-
HEHHbIX C UCMO/b30BaHNEM Habopa peareHToB nponsBoacTea AO «BekTop-BecT».

MpocnexxmBaemMocTb aTTECTOBAHHOI0 3HAYeHUS KOHUeHTpauuu anonunonpotenmHa B B Ka-

nuépaTope yKasaHa B nacnopTe.
3. MEPblI MPEAOCTOPOXHOCTWU

3.1. MoTeHUManbHbIN PUCK NPUMEHeHMSA KanmbpaTtopa - knacc 2a (Mpukas M3 PP ot

06.06.2012 N2 4H).

3.2. KannbpaTtop npegHasHayeH gns nNpodeccMoHanbHOr0 MPUMEHEHUS B KJMHWYECKOW na-
fopaTopHOli fMAarHOCTUKe 00YYEHHbIM MepcoHanoMm. Tpe6oBaHMA 6e30MaCHOCTU K MEAULUHCKUM
natopatopusam npusefeHbl B FTOCT P 52905-2007.

MaTepuanbl, UCMONb3yeMble 418 M3FOTOB/IEHUA KanubpaTopa, MHAKTUBUPOBAHbI U He COfep-
xaTt aHtntena Kk BUY 1,2 v Bupycy renatuta C n HBsAg.

3.3. Kanunbpatop cogepxut tumepocan (0.0003 %). MNpn paboTe cnepyeT nsberatb pasbpbis-

MHcT pykyns cocTaeneHa coTpygHukamm AO «BekTop-becT»: Ha4yaNnbHUKOM 0T gena 6MoxumMumn
K.6.H. AkoBnesoii . E. 1 3aM. HayauybHUKa OoT gena 6moxumunn K.6.H. Cepreesoii ' .
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rmBaHUA Kanuopartopa M nonagaHus ero Ha KOXy W C/IM3UCTble; Npu nonajaHnu HEMeLNIeEHHO Mpo-
MbITb NOPaXeHHOe MecTO 60/1bLLINUM KOSIMYECTBOM MPOTOYHOWN BOAbI.

3.4. Mpn ncnonb3oBaHMM Habopa obpasyTca oTxoAbl kKnaccoB A, b, B n I', KoTopble Knac-
CUUUMPYIOTCA U yHMUTOXaTCca (YTunusmpytoTtca) B cooTBeTcTBuM ¢ CaHluH 2.1.3684-21
«CaHUTapHO-3NMAeMuMoN0ornyeckne TpeboBaHUs K COLepXaHU TEPPUTOPUIA TOPOACKUX W Ceflib-
CKMX NnocefieHni, K BOAHbIM 06beKTaM, NUTbLEBOM BOJe U MUTbEBOMY BOJOCHABXeHWU0, aTMocdep-
HOMY BO34yXYy, MOYBaM, XWU/bIM MOMELLEHUAM, IKCNyaTaunum npon3BoACTBEHHbIX, 06 ECTBEHHbIX
NOMELLLEHMI, OpraHM3auMm M NPOBefeHUN0 CaHWTapHO-MPOTUBO3NUAEMMYECKUX (NpodunakTuye-
CKUX) MeponpuaTuiny.

4. ObOPYAJOBAHWE N MATEPUADI,
HEOBXOOVNMBbIE MNMPN PABOTE C KAJIMBPATOPOM:

- buoxmmmueckmini aHanusatop (gAMHa BOAHbI 340 (334-365) HM, KlBeTa C [AJIMHOINA
ONTUYECKOro M>TWU He MeHee 5 MM), MOALEPXMBAKOLWMA TeMnepaTypy XWAKOCTU B KIOBETe B
npouecce aHanusa 37+0,5 ®C;

- f03aTOpPbl MeXaHW4yecKue OfjHOKaHas/ibHble CO CMEHHbIMW HaKOHeYHMKamMu, no3BonsatoLme

oTbmpaTb 06bEMbI Xxungkoctn 0,5-10, 50-200 n 100-1000 mKr;

nepyaTkm MegnuynHCKune AnarHoCTn4eCKmne ogHopasoBbIE;

Taimep;

BOAa ANCTUnNnpoBaHHad;

Ha6op peareHToB «AMOMUNONPOTENH Bx;

Apyrue matepuanbl u obopyfoBaHWe, yKa3aHHble B WHCTPYKUUM K Habopy peareHToB
«AnonnnonpoTenH B».
5 MOPAAOK MPUMEHEHWNA

5.1. KannbpaTtop NpUMeHATb 418 KaIMO6pPOBKM MeTOAMKW orpefeneHnsa anonunornpotemHa B
C NCNOoNb30BaHMEM Habopa peareHToB «AnonunonpoTenMH B» npounssogctea AO «BekTop-BecT».

5.2. Bbigep>xaTb (hyiakoH ¢ KanubpaTtopom npu Temnepatype oT 18 go 25 °C B TeueHue 30
MWH, 3aTeEM OTKPbITb, He Aonyckas noTepu NMounan3MpoBaHHOro martepuana. BHecTn BO (h1iakoH
1.0 MA AUCTUNNNPOBAHHOW BOAbl. AKKypaTHO 3aKpbiTb (NakoH W BblepXaTb ero 30 MwuH.
Nepuoguyeckn OCTOPOXKHO TMepeMelinBas MNyTeM [epeBopayMBaHUA U BpaleHuUsa {nakoHa
BPYUHYI0, n3berad o6pasoBaHuns neHbl, 40 MOJIHOrO PacTBOPEHNA Kanubpartopa.

PacTBOpeHHbIli KanmbpaTop XpaHUTb Mpu Temnepatype oT 2 4o 8 °C He 6onee 7 cyT nam npu
TemnepaType muHyc 20 °C He 6osee 1 mecsiya B NJIOTHO 3aKPbITOM BUAe, Nepes MCMNOb30BaHNEM
BblAep>aTb npu Temnepatype ot 18 o 25 °C B TeyeHune 30 MUH.

5.3. NMpuroToBneHne pasBefeHnin Kanubpartopa.

MpurotoBuTh paseegeHns kanuopatopa B 2 (Ki), 4 (K2), 8 (K3) n 16 (Ks) pa3 cornacHo

Tabnuue 2.
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Tabnuuya 2.

Pa3BegeHuA
OTtmeputb, MO
K4 K3 Kr K,
Kanubépatop 50 100 200 400
0,9% NaCl 750 700 600 400
KoathpnumneHT pasBegeHns 16 8 4 2

Ona pacyeTa TeopeTMyecKol KOHUeHTpauun anonunonpoTemHa B B Ki, Kr, K3, K4
Heob6X04MMO pas3fenuTb 3HavyeHMe KOHLUeHTpauuu anonunonpotenHa B, ykaszaHHOe Ha (hJlakoHe ¢
kanmbpatopom (K), Ha COOTBETCTBYHOWMNIA KO3IWIULMEHT pa3BefeHus.

5.4. Kanubpatop wncnonb3yeTcsd C TeEMW Xe peareHTaMu W B TeX Xe& YCN0BUAX, 4TO
aHanusupyemble 06pasubl U KOHTPOJIbHblE MaTepuasbl, COrNacHO WHCTPYKUUW MO MPUMEHEHUIO
Habopa peareHTOB «AMOMUMNONPOTENH B».

6. YCNOoBUA TPAHCIOPTUPOBAHNA, XPAHEHINA
M NTPUMEHEHNA KANVWBPATOPA

6.1. TpaHcnopTMpoBaHMe KannbpaTopa LO/HKHO NPOBOAUTLCA Npu TemnepaTtype oT 2 o 8 ®C
BCEMMW BUJaMM KpbITOro TpaHcnopTa B COOTBETCTBMW C NpaBuiaMn NepeBO30K, AeliCTBYOLW UMY Ha
TpaHcrnopTe faHHOro Bupaa. [lonycKaeTcA TpaHcnopTupoBaHue npu TemnepaTtype fo 26 °C He
6onee 10 cyT.

6.2. XpaHeHue Kanubpatopa B YMNakKoBKe  MNPefnpUATUA-U3TOTOBUTENA  LOJIXKHO
OCYLLLECTBMATLCA Npu TemrnepaTtype oT 2 Ao 8 °C B TeyeHMe BCEro Cpoka rofHoCTn B XONOANNbHbLIX
Kamepax Wau X0noAusibHUKax, o6ecnevymBaroLLLMX pernameHTMPOBaHHbIA TeMNEPATYPHbIN pexum ¢
eXeAHEeBHOW perucrpayueii TemnepaTtypsbl.

6.3. Cpok rogHocTuM Kanubpatopa - 18 wmecsAueB cO0 [HA Bbinycka. He ponyckaetcs
npuMeHeHne KanmbpaTopa No NCTEYEHUN CPOKa ero rogHocTu.

6.4. AnA nony4vyeHNa HafeXHbIX Pe3ynbTaToB HEO6X0AMMO CTPOroe cob0jeHne NHCTPYKLUK
no NPMMeHEHUIO Kanunbpartopa.

7. TAPAHTUWHBIE OBA3ATE/IbCTBA

7.1. NMpowns3BogMTeNb rapaHTMpyeT COOTBETCTBUE BbIMYCKAEMbIX U3Aenuin TpeboBaHUAM HOp-
MaTVBHON M TEXHUYECKOW AOKYMEHTaLunu.

Be30nacHOCTb M KayecTBO U3fAeNnsa rapaHTUPYIOTCA B TeYeHMe BCEro CPOKa rofHocTH.

7.2. NMpou3BoanTeNb OTBEYAET 3a HEJOCTATKN U3AeNns, 3a UCKNYEHNEM Ae(eKTOB, BO3HUK-
WKX BCAEACTBME HapyLUeHUs NpaBua NOMb30BaHUA, YC/I0BUI TPAHCMOPTMPOBAHNUSA U XPaHeHUs, Nn-
60 AencTBMS TPeTbUX ANL. NM60 HEMPEOAONMMON CUAbI.

7.3. Tpounssogntens 06A3yeTca 3a CBOW CYeT 3aMeHUTb Un3Jesine, TeXHUYECKMe #
(DYHKLUWOHANbHbIE XapaKTepUCTUKU (NoTpebuTeNbCKMe CBOMCTBA) KOTOPOro He COOTBETCTBYIOT

HOPMaTUBHOW M TEXHWYECKON AOKYMeHTauWuu, ecnm yKasaHHble HeOCTaTKMU SIBUUCL CNeacTBUEM
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CKPbITOro ,El.ereKTa mMaTtepunasioB NN HEKAYECTBEHHOIO NU3TrOTOBJ/IEHUA N3AENTNA NPON3BOANTENIEM.

Mo Bompocam, KacawLlMMcs KadecTBa KanubpaTtopa «Kanmbpatop Ano B», cnegyeT o6pa-
watbca B AO «BekTop-bBecT» no agpecy:

630559. HoBocmbupckasa obnactb, p.n. Konbyoso, a/a 121. Ten. (383) 227-67-64, 227-75-50,
Ten./pakc (383) 363-13-46.

3aM. HauanbHUKa 0TAena 6MoXuMmm
AO «BekTop-BecT», K.6.H. I.N. Cepreesa

/14avanbHUK oTAena 6MoXMmMum
N AO «BekTop-BecT». K.6.H. I".E. AkoBnesa

«COIrTACOBAHO»

MpopekTop Mo Hay4Holi paboTe
®rb0Y BO HIMY MwuH3gpasa Poccun
O.M.H., npodgeccop
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