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HHCTPYKIIUA
N0 NPHMEHERHIO KOHTPOJIBHOTO MaTepHana anONKNONPoTeHHa Al M anoHmonpoTeHHa B
(KorTpoas Ano Al/Ano B)

1. HASHAYEHHE

1.1. KonTponbHbilt MaTepuan amommnonporenHa Al u anomunonporenna B (Kortposs Ano
Al/Ano B) (manee mo TekcTy — KOHTpONBHRIN MaTepHan) NpeRHa3sHAYeH IS MPOBEACHHS
BHYTPHJIA0OPAaTOPHOTO KOHTPONA KAYCCTBA NMpH ONpeAesieHHH KOHUCHTPALKH ANOIMNONPOTEHHA
Al (Amo Al) u anomumonporeuna B (Ano B) ¢ mcmonnsoBanweM HabopoB peareHTOB
«Anonmnonporens Al»  «Anoaxunonporenn B» nponssoactea AO «Bexrop-Bect».

1.2. KonrpoasHb MaTepEa BHUTYCKACTCS B ONHOM BAPHAHTE KOMIUICKTAIMH.

2. XAPAKTEPUCTHKA KOHTPOJIBHOI'O MATEPHAJIA
2.1. CocTaB KOBRTPOJALHOTO MATEPHRJIA

KOHTpONLHEIH MaTepHan M3rOTOBICH HAa OCHOBE WHAKTHBHPOBAHHOW CHIBOPOTKH KPOBH
9eII0BEKA, conepkuT THMepocan (0,0003 %), nnopummsuposan — 1 ¢praxod.

Kaxxngiit dutakon paccurtaH Ha npurorosneHue 1,0 MJI KOHTPONEHONO MaTepHana.

2.2. ATTeCTOBAHHBIC 3JHAYCHR

JlnanasoH AOMYCTHMBIX 3Ha4e¢HHH KOHLICHTPALMH anoIHnonporedHa Al 1 anoIHNONPOTEeHHA
B B KOHTpONBHOM MaTeépHaye H NPOCHEKMBAEMOCTh ATTECTOBAHHBIX 3HAYeHHH YyKka3zaHH B
nacmnopre.

3. MEPLI IIPEJOCTOPOXHOCTH

3.1. loTeHunaNBHBIN PHCK MPHMEHCHHA KOHTPONBHOrO MaTepHaia — knacc 2a (Ilpukas M3
P® ot 06.06.2012 Ne 4u).

3.2. KoHTponbHEIi MaTepral npeAHasHadeH A NpodecCHOHANLHOTO NPHMCHEHUA B
KMMHHYeckol naGoparopHo#t AMarHocTHKe 00ydesHRiM nepcoHanoM. TpeGosatns 6€30MaCHOCTH X
MeauuKHCKUM nabGopaTopuam npubetens B FOCT P 52905-2007.

MarepHansl, HCTIONb3YEMBIE JUTIA H3FOTOB/ICHHA KORTPOIBHOTO MaTCpHAIIA, HHAKTHBHPOBAHE!
H He conepxat antuTena K BUY 1,2 n Bupycy renaruta C 1 HBsAg.

3.3. KoHTposBHHI MaTepuan coacpxut THMepocan (0,0003 %). [Tpu paboTe ¢ KOHTPOMBHEIM

Hucmpyxyus cocmaénena compyoruxamu AO «Bexmop-becm»: navanvruxom omoena buoxumuu
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maTtepuasiom cnefyet wusberatb pasbpbI3rvBaHUA W MOMafaHUA KOMMOHEHTOB KOHTPO/IbHOTO
marepuvana Ha KOXy W CAM3UCTbIe; NMPU nonagaHun Hemen/leHHO MPOMbITh MOPaXKeHHOe MEeCTO
60/bLLIMM KOIMYECTBOM NPOTOYHOW BOAbI.

3.4. Mpy UCnob30BaHMM KOHTPO/ILHOIO MaTepuana 06pasyroTca 0Txob! kKnaccos A, b, B n
I, KOTOpble KnacCUUUMPYHOTCA U YHUUYTOXaKOTCA (YTUAM3MPYHOTCA) B COOTBETCTBUM C
CaHlMuH 2.1.3684-21 «CaHWUTapHO-3NMAEMUONONNYECKNE TPEOOBAHNSA K COAEPXKaHMIO TEPPUTOPNIA
FOPOACKMUX W CEeMbCKMX MOCEeNeHNA, K BOAHbIM 06bekTaMm, MWUTbLEBOM BOAE W NUTLEBOMY
BOAOCHAOXEHMIO, aTMOC(epHOMY BO34yXY, MOYBaM, XXWIbMW MOMELLEHNAM, 3KCM/yaTaumm
MPOU3BOACTBEHHbIX, OOLLECTBEHHbLIX MOMELLEHNIA, OpraHM3auMm W MNPOBEAEHNI0 CaHWUTapHO-
MPOTMBO3ANUAEMUYECKMX (MPOPUNAKTUYECKIX) MEPONPUATUN».

4. ObOPYAOBAHVE N MATEPUAJIHI,
HEOBXOAWMMBIE MNPV PABOTE C KOHTPOJ/IbHbIM MATEPNAJIOM

- buoxmmmyecknin aHanusatop (anmHa BoMHbI 340 (334-365) HM, KitoBeTa C [/IMHON
ONTWUYECKOrO MyTW He MeHee 5 MM), MOLAEPXKMBAIOWMIA TemrepaTypy >KUAKOCTU B KlOBETE B
npovgecce aHanm3a 37+0,5 °C;

- 03aTOpbl MexXaHW4yeckne OfHOKaHa/IbHble CO CMEHHbIMW HAaKOHEeYHWKamu, NO3BOSAIOLLME
oToupaTb 00bEMBI >umakoctn 0,5-10, 50-200 n 100-1000 MK, aTTeCTOBaHHbIE MO 3HAYeHWUHo
CpejHeit 4o3bl M CXOAMMOCTU pe3y/bTaToB f03MpoBaHNs (MOrpeLlHocTs He 6onee 1,5%);

- nepyaTky MeguLIMHCKNE ANarHocTUYeckue 0gHopasoBbIe;

-Habopbl peareHToB «AMonMNonpoTeMH Ab> N «AnonunonpoteMH B» (MpousBoacTsa

AO «BeKTop-becT»);

- AUCTUNIMPOBaHHAA BOAR,;

- [pyrve matepvasnbl U 000pyfoBaHMe, YKa3aHHble B WMHCTPYKLUMW K Habopam peareHToB
«AnonmnonpotenH Ab> 1 «AnNonnnonpoTenH By.

5 MOPAAOK MPUMEHEHNA

5.1. KOHTpO/bHbIE MaTepuasibl MPUMEHSATL A4/15 MPOBEAEHNSA BHYTPUIab0paTOPHOro KOHTPO/IA
KayecTBa NpW OMpefeneHUn KOHLUEHTpauumn anonunonpotenmHa Al u anonunonpoTevHa B c
MCNO/b30BaHNEM HabOPOB peareHToB «AnoAunonpoTenH Al» 1 «AnoMNonNpoTenH By,

5.2. BblgepkaTb (h/lakoH C KOHTPO/IbHbIM MaTepuasiom npu Temnepatype ot 18 o 26 °C B
TeyeHvie 30 MWH, 3aTEM OTKPbITb, HEe JOMYyCcKas NnoTepy MMOPUIN3NPOBAHHOIO Matepuana. BHectn
BO thnakoH 1,0 Mn AMCTMNNMPOBaHHONM BOAbl. AKKYPATHO 3aKpbiTb (h1akoH U BbluepaTb ero 30
MVH, MEpPUOANYECKN OCTOPOXHO MepemeLUrBas NyTeM MepeBopavMBaHUA W BpaLleHus (iakoHa
BPYUHYI0, n3beras o6pa3oBaHus MeHbl.

PacTBOPEHHbIN KOHTPO/bHBIA MaTepuan XpaHUTb Npu Temnepatype oT 2 go 8 ®C He 6onee 7
CyT unn npu Temnepatype muHyc 20 °C He 60nee 1 mecsiua B MOTHO 3aKpbITOM BUAE, MNepeq
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HCNIONIB30BaHHEM BHIIEPXATH MpH TeMneparype ot 18 1o 26 °C B Teuenne 30 MuH.

5.3. KoHTpONEHEIE MATEpHAIEI NPHMCHATE C TEMM XK€ PearcHTAMH H B TEX K¢ YCIOBHAX, YTO
H QHAJTH3HpPyeMBbie 00pasihl.

PesynvTarsl onpeneneHAs KOHLEHTPAIMH anonunonporeHHa Al B anoaunmonporenHa B
ACITXHH HAXOOHTLCS B Npe/ienax NUANa3oHOB AONYCTHMBIX JHauCHRHE, yKasaHHLIX B nacnopre,

6. YCJIOBUA TPAHCIIOPTHPOBAHHS, XPAHEHHS 1 IPHMEHEHNS
KOHTPOJ/IbHOT'O MATEPHAJIA

6.1. TpaHCIOPTHPOBAHHE KOHTPONLHOTO MaTepHANa JOIDKHO MPOBOANHTLCA NPH TEMMEPATYpe
or 2 po 8 °C BceMH BHAAMH KDHTONO TPAHCMOPTA B COOTBETCTBHH C NMpPABHIAMH NEPEBO3OK,
ACHCTBYIOIMMH HA TpaHcnopre MJaHHONO Buaa. JlomyckaeTcs TpPaHCHOPTHPOBaHHE NpH
Temmeparype 10 26 °C we Gonee 10 cyT.

6.2. XpaHeHHE KOHTPOJBHOIO MaTE€pHala B YNAKOBKE NPCANPHATHA-M3TOTOBHTENA AOIKHO
OCYINECTRAATLCA NMpH TemMnepatype oT 2 10 8 °C B TeueHHEe BCENo Cpoxa rOAHOCTH B XONOAWABHBIX
KaMepax WIH XOMOAWIbHHKAX, 00eCneunBaIOIIMX PErIAMEHTHPOBAHHEI TeMIIepaTypHEIH PeXHM ¢
CXETHEBHON perncTpalueli TeMnepaTypel.

6.3. Cpok romHOCTH KOHTPOJBHOTO Matepnana — 18 wmecsueB co aHA BHmycka. He
AONMYCKAacTCA NPHMEHEHAE KOHTPOJIBHOTO MATEPHANA IO HCTEYEHHH €TI0 CPOKa FOXHOCTH.

6.4. Jln4 nonyueHHs HARCKHBIX pe3yIbTaToB HEOOXOMMMO CTPOroe COOMOACHHE HHCTPYKITMH
0 NPHMEHEHHIO KOHTPOJILHOTO MaTepHana.

7. TAPAHTHHMHBIE OBA3ATEJILCTBA

7.1. IIpoH3BOAWTENIS TAPAHTHPYCT COOTBETCTBHC BHIUTYCKACMBIX H3ICIHNA TpPeOOBaHHAM
HOPMATHBHOH H TEXHHICCKOH NOKYMEHTaLUWH.

Be3onacHOCTE M Ka4eCTBO H3REHA rapaHTHPYIOTCA B TEUESHHE BCEro cpoka roHOCTH.

7.2. TlpoM3BoARTENE OTBEYACT 38 HEZOCTATKH M3/ICAMSA, 38 HCKIOYCHHEM ACheKTOB,
BO3HHKIUMX BC/CACTBHE HAPYIICHHS TNPABH)I TNOJIL30BAHMA, YCIOBHE TPaHCNOPTHPOBAHMA H
XpaHeHus, MH60 AeicTRUA TpeThHX M1, 60 HENPEOoRONHUMOlt CHITHL.

7.3. [Mpouspomurens oOA3YyETCA 3a CBOH CHUET 3AMCHMTH H3ACNME, TCXHHYCCKHE H
bYHKUHOHANBHEIC XapaKTEPHCTHKH (HOTpeOHTENbCKHE CBOHCTBA) KOTOPOIO HE COOTBETCTBYIOT
HOPMATHBHON H TeXHA4YECKOH JOKYMEHTAlMH, €CITH YKA3aHHBIE HEJOCTATKH ABHHCH CNEICTBHEM

CKpBITOTI'O netbcm MATCPHANIOB H/IH HEKAYCCTBCHHOIO H3TrOTOBIICHHA H3OCIHA NPOH3BOAKTCIICOM.
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Mo BOMpocaM, KacalolMCs — KayecTBa  KOHTPO/IbHOTO

matepuana  «KOHTpOsb
Ano Al/Ano B», cnepyet obpawatbcs B AO «BekTop-bect» no agpecy:

630559, HoBocubupckas obnactb, p.n. Konbuoso, a/a 121, ten. (383) 227-67-64, 227-75-50,
Ten./dakc (383)363-13-46.

3am. HavanbHWKa 0TAena G1UoxXrMun
AO «BekTop-becT», K.6.H. I".N. Cepreesa
AnavanbHUK oTAaena buoxmMmm

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

«COINMACOBAHO»

MpopeKTop No Hay4HoI paboTe
®Ire0Y BO HI'MY MwuH3gpasa Poccun
A.M.H., npodheccop
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«YTBEPXOAK»
["eHepa/IbHbIA AMPEKTOP
AO «BekTop-becT»
___M.A. XycanHos
2021 r.

M.1n.

NMHCTPYKLUWMA
Mo NPUMEHeHNI0 Habopa peareHToB 1 ONpeAeneHns KOHLEHTpauum anonunonpotenHa Al B
CbLLOPOTKE KPOBU UMMYHOTYPOUANMETPUYECKUM METOLOM

(AnonunonpotenH Al)

1. HASHAUYEHWE
1.1. Habop peareHTOB A/ OMpeaenieHns KOHLEHTpauuy anonunonpoterHa A1l B CbIBOPOTKE
KPOBM MMMYHOTYPGUANMETPUYECKM MeToAoM (AnonunonpoTenH Al) (manee no TekcTy - Habop)
npeaHasHauYeH Ans KOMMYECTBEHHOrO OMpefeneHns COAePXKaHus anonmnonpoTenHa Al B CbIBOPOTKE
KPOBU UMMYHOTYPOUAVMETPUUECKIM METOAOM.
1.2. Habop npeHa3HayeH Ans nonyaBTOMATUYECKUX 1 aBTOMATUUYECKMX aHaM3aTOPOB.

1.3. Ha6op BbIMyCKAeTCs B YeThIPeX BapuaHTax KOMMIEKTaLWN:

BapuaHT KonnyectBo  Pacxopg Pl Ha o4HO dacoBka cnonb3yemblit
KOMNAeKTauum  onpegeneHui onpegeneHune aHasmsarop
2x17,5 mn (P1); o
1 80 0,5 mn 1x7 mn (P2) ro6oin
2x35 wmn (P1); o
2 160 0,5 mn 2x7 M (P2) 6o
2x38 mn (P1); ILab Taurus
3 280 0,25 mn 1x16 mn (P2) (Taypyc)
4 300 0,25 wn 2x40 mn (PL); BA400

1x16 mn (P2)
KonunyectBo onpegeneHnin 3aBucUT OT o06beMa (pacoBku (BapuaHTa KOMMEKTauumn) w

CMNO/b3yeMOro 6GMOXMMMYECKOro aHam3aTopa Npy COXpaHeHUM COOTHOLLEHNS obpasel;: peareHT 1
peareHT 2.
2. XAPAKTEPUCTUKA HABOPA
2.1. MpvHUMN gencTeua
[eicTBne Habopa 0CHOBaHO Ha (OPMMPOBAHMM MMMYHHOIO KOMM/eKca anonunonpoTenHa Alc
aHTUTeNaMn K Ye/lloBeYeCKOMY anonunonpoterHy Al, B pesy/bTaTte 4ero obpasyercs Mpeumnurar,

paCCGVIBaPOLLl,VIVI CBeT. VIHTEHCMBHOCTL paccemBaHuWA CBeTa MNPOMOPUMOHa/IbHA  KOHLEHTpaumm

WNHCTpYKUMA cocTasneHa coTpyaHukamm AO «BeKTop-BecT»: HayaibHUKOM OT/Aena, K.6.H.

I"E. $IKOBNEBO 1 BeAyLLMM HayYHbIM COTPYAHMKOM K.A. YepeMyCHHOIA.
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anonunonpoTerHa Al B o6pasLe 1 onpegensieTcst POTOMETPUYECKM.
2.2. CocTtaB Habopa

B coctaB Habopa BXOAAT CrefytoLime KOMMNOHEHTbI:
- peareHT 1 (P1): bocthaTHO-coneBoin GydepHbiin pacteop, HaTpus asug (0,05%), nonnatu-
NEHrINKONb;
- peareHT 2 (P2): hocdaTHO-coneBoin 6ydepHbIi pacTBoOp, MOAUK/IOHANbHbIE aHTUTeNa K
anonunonpotenHy Al, Hatpusa a3ug (0,095%).
CocTaB BapuaHTOB KOMMEKTaLMN:
1) - peareHT 1. 2 (pnakoHa (no 17,5 mn);
- peareHT 2: 1 nakoH (7 mn);
2) - peareHT 1 2 thnakoHa (rno 35 mn);
- peareHT 2: 2 thnakoHa (no 7 mn);
3) - peareHT 1. 2 dhnakoHa (no 38 mn);
- peareHT 2: 1 dnakoH (16 mn);
A9 aBTOMaTnyeckoro aHanmsatopa ILab Taurus (Taypyc);
4) - peareHT 1 2 thnakoHa (no 40 mn);
- peareHT 2: 1hnakoH (16 mn);
[NA aBTOMaTnyeckoro aHannsartopa BA400.
3. AHANTMTUYECKUWE XAPAKTEPNCTUKN
3.1. *YyBcTBUTENbHOCTb-Heb60ee 10 mr/an.
3.2. */IMHENHOCTb B Anana3oHe KOHLeHTpauuin anonmnonpotenHa Al 15,6-250 mr/gn - B npege
90-110%.
3.3. * TecT Ha «OTKpbITHE» - B npegenax 90-110 %.
3.4. * KoathhmumeHT BapraLmm pe3ynbTaToB N3MepeHuii - He 6onee 7 %.
3.5. Aunana3oH nmepeHus - 10-250 mr/gn.
3.6. HopMasibHble BEIMUYUHBI B CbIBOPOTKE KPOBU: MY>XUMHbI 101-172 Mmr/gn, XKeHwmHbl 112-222
mr/gn.
PekoMeHZyeTCA B Kaxaow nabopatopum npu UCMoMb30BaHUM Habopa YTOUHUTL Auanas’oH
HOPMa/TbHbIX BEIMUYNH KOHLEHTpauuy anonmnonpotenHa Al y 06¢cneayemoro KOHTUHIEHTa N0AeN.
* B cootBeTcTBUM ¢ TOCT P 51352-2013.
4. MEPbI MPEAOCTOPOXHOCTW
4.1. TloTeHUMabHbIA PUCK NpUMeHeHus Habopa - knacc 2a (Mpuka3 M3 PP ot 06.06.2012
No 4H).
4.2. Habop peareHTOB npegHasHaveH Ans NpotecCUOHaNbHOTO MPUMEHEHNS B KNMHWYECKON
nabopaTopHOM AMArHOCTMKE 00Y4YeHHbIM NepcoHasioM. TpeboBaHMsA 6e30MacHOCTU K MeAULUHCKUM

na6opatopusm npueegeHsl B FTOCT P 52905-2007.
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A

4.3. Pearent 1 conepxur Harpas a3ua (0,05 %). Pearent 2 concpxmr narpax asux (0,095 %).
[Ipu pabote ¢ HaGopoM cneayer H3beraTh pa3OphisTHBAHHY M NONAAAHHA KOMNOHEHTOB Hafopa Ha
KOXKY H CJTH3HCTHIE; IIpH NONAAAHKH HEMEUICHHO NMPOMKTE NOPAKCHHOE MECTO OONBINEM KONHYe-
CTBOM NPOTOYHOKR BOOBL.

4.4, llpu pabote ¢ uccneayeMbiMu obpasuaMu creayer coGozaTh MEpH MPEAOCTOPOXKHOCTH,
NPHRATHIC NPK paboTe ¢ NOTEHUHANBHO HHPEKUMOHHEIM MaTepuanoM. OCHOBHEIC NPABAJIA H3I0MKEHE!
B «MHCTpyxiluM no MepaM Npo¢HIAKTUKH PacTipoCTPaHEHHA WHPEKUHOHHBIX 3aboneBanuii npyu pa-
60Te B KIMHMKO-AMArHOCTHYCSCKHX Jaboparopusx neuecOHO-NpOPHNIAKTHYECKAX YIpeXICHAI,
yreepxacHuon Muusgpasom CCCP 17 sneapa 1991 r.

4.5. Ilpu nenonszopankA Habopa obpalyioTcs oTxonn! knaccos A, b, B u T, kotophe knacch-
GHUIMPYIOTCE H YHHYTOXKAOTCE (YTAmH3HpyIoTcs) B cooTeercTeHA ¢ CanlluH 2.1.3684-21 «Canmu-
TapHO-3[THAEMHACIOTHYECKHE TPeGOBAHAA K COACPKAHAIO TEPPHTOPHIE FOPOACKAX H CEILCKAX MOCe-
NeHuit, X BOAHBM 00BLEKTaM, NHTHEBOH Bojie H NMMTHEBOMY BOAOCHa0XeHHIO, aTMOC(EePHOMY BO3OY-
XY, IOYBaM, XHJIBIM NMOMEMEHHAM, IKCIUTYATAUMM NPOU3BOACTBEHHRIX, O0LIECTREHRRIX NOMemenkii,
OpraHH3al{H ¥ NPOBEACHUIO CAHHTAPHO-NPOTHBOIMHACMAYECKHX (IPOMHNAKTHICCKHX) MCPOIPHS-
THI».

4.6. lesnudexuuio naGopos peareHToOB, NOCYIH H MaTepHaloB, KOHTAKTHPOBABIMAX ¢ HCCNe-
JAyeMBIMH o0pasuamH, ciaeayeT npoBoguts no MY 287-113 «Meroanueckne yxasaHuA no ACIHH-
{dexunn, npeacTePHIM3ALMOHHON OYHCTKE H CTCPHNM3ALNH H3CIH MEAHIARCKOrO Ha3HAYCHHY.

S. OBOPYTOBAHHUE H MATEPHAIbBI,
HEOBXOJAMMAIE ITPH PABOTE C HABOPOM:

—Guoxummuyeckult anamusatop (Anuea BonHe! 340 (334-365) uM, KIOBeTa ¢ ANMHAEOH omTHYE-
CKOI0 IMyTH HE MEHEe 5 MM), MORAECPKHBAIOLIMA TEMNIEPATYPY HKHAKOCTH B KIOBETE B NMPOLIECCE aHa-
nw3a 37+0,5 °C (ans papuanToB KoMIulexTaumH 1 a 2);

~OHoxaMudeckuit ananuzarop ILab Taurus* (ans sapHanTa KOMIUIEKTALMH 3);

—OroxuMmpyeckuit anannsarop BA400* (ana BapranTa KOMILTEKTAIHA 4);

—Z03aTOpH MEXaHAYeCKHEe OJHOKAHAIBHKEC CO CMEHHBIMH HAKOHEYHHWKAMH, MO3BOJAIONIHE
oT6uparh 00BEMBI kuakocTH 0,5-10, 10-100 & 100-1000 mxun,;

~TepPMOCTAT, NOAASPXHBAIOIHI TeMueparypy 37+0,5 °C (u1a papHaHTOB KOMILTEKTAlMH | 4 2);

~NepyaTKH MeINIMECKHE AHATHOCTHYCCKAE OHOpA3OBhe;

—pacTeop HATPHA XIoprAa H3oToRHYeckuH 0,9% nna uHvexipmii;

—kanubparop amommonportenna Al «Kanubparop Ano Aly.

*IIpameuanne. JonyckaeTes NpHMeHeHHEe 0GOPYROBAHMA APYTOrO THNA, O CBOHMM XapaKkTepHCTH-
KaM HE YCTYNAIOMET0 PEKOMCHAYEMOMY.
6. AHAJIN3IHPYEMBIE OBPA3IIBI

CHBOPOTKa KPOBH.
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O6pasLpl CbIBOPOTKM KPOBM MOXXHO XPaHUTb NMpW KOMHATHOW Temnepatype oT 18 g0 26 °C He

bonee 8 yac., npu TemnepaType oT 2 fo 8 °C He 6onee 3 cyT. uan npu Temnepatype MuHyc 20 ®RC u
HVXe He 6osiee 1 Mec.

MoBTOPHOE 3amMopaXxmBaHme 06pa3L0B CbIBOPOTKM KPOBU He AOMYCKAeTCH.

MpucyTcTBME B 06pa3Lax CbLUOPOTKM KpoBW remornobuHa go 5,0 r/n, Tpurnvuepngos o 650
mr/gn, ounupybrHa go 1000 MKMOMb/N He O0KasblBaeT 3HAYMMOrO BAUAHUA Ha pe3ysnbTarbl
onpefeneHns KOHLUEHTpaumm anoaunonpoTemHa Al.

7. MPOBEAEHVNE AHAJTM3A N PETVUCTPALNA PE3Y/IbTATOB

7.1. PeareHTbl roTOBbI K UCMO/Mb30BaHUIO.

7.2. Mepen Havanom paboOTbl [JOBECTU TemrepaTypy peareHTOB O TemnepaTtypbl aHaiusa
37+0,5 °C n nogaep>xkmeatb ee Ha NPOTAXEHMM BCErO aHaIn3a.

7.3. KOMMOHEHTbI peakLMOHHON CMecy 0TO6paTh B KOMIMYECTBAX, YKa3aHHbIX B TabnmLe.

Tabnuua
OTmepuTb, MK OnbITHas npoba
PeareHT 1 500
AHanmsnpyemblii 06paseLy 4

Mpo6bl NepemeLlaThb, BblAepXaTb He 60s1ee 5 MUH Mpy TemnepaType aHanmsa 37 °C 1 U3MepuTb on-
TUYECKYHO NJIOTHOCTb NPO6bLI NPU A/iMHe BOMHBI 340 (334-365) HMW.
PeareHT 2 100

|/|HKy6VIpOBaTb TOYHO 5 MWH. M TMOBTOPHO M3MepPUTb OMTUYECKYH MIOTHOCTb. Paccuutartb

ONTUYECKYHO NIOTHOCTb OMbITHOM NPO6bI KakK pasHULLy OMTUYECKUX MI0THOCTEN BTOPOro M NepBoro
M3MEPEHWIA.

MpumMeyaHvie. B 3aBUCMOCTY OT 06beMa UCTONb3YeMOIA KHOBETbI KOSIMYECTBO peareHToB 1 aHa-

NN3PYeMoro obpasLa MOXET 6bITb MPOMNOPLUOHA/IBHO M3MEHEHO MPY COXPAHEHWUW COOTHOLLUEHUS 06-
pasey, : peareHT 1 :peareHT 2.

7.4. Ecnm KoHUeHTpauus aHasvTta B uccnefyemMoM o6bpasue npesbiwaetr 250 mr/gn, obpas
cnefyet pa3baBuTb B 5 pa3 pacTBOPOM HaTpus xnopuga M3oToHMYeckum 0,9% [N MHBEKLMIA,
M3MepeHNs NOBTOPUTb, MOMTYYEHHbIN pe3ybTaT YMHOXMUTb Ha 5.

8. YUET PE3Y/IbTATOB

8.1. MoCTponTb B /IMHEHbLIX KOOpAMHaTaxX KalMbGpOBOYHbLIN rpafuK 3aBUCUMOCTU 3HAYEHWI
OMTUYECKOW NJIOTHOCTK (OCb OPAMHAT) OT KOHLEeHTpauuy anosmnonpotenHa Al B Kannbparopax (ocb
abecymcc), ncnonbdys «Kannépatop Ano Al» npomssoactsa AO «BekTop-becT».

Kanmbpartopbl 1CNO/b30BaTh C TEMU XXe peareHTaMu 1 B TeX XKe YCNOBUAX, YTO U aHa/IM3upyemble
06pa3sLibl, COracHO JaHHOW MHCTPYKLUMK NO NPUMeHeHUIO. B KauecTBe KanmbpaTopa ¢ KOHLUeHTpaumei
anonmnonpoTerHa Al 0 mr/gn (Ko) ncnonb3oBaTb pacTBOP HaTpus Xnopuga n3otoHnyveckuii 0,9% ans
NHBEKLNA.

8.2. Ha oOCHOBaHWM 3Ha4YeHWI i ONTWUYECKMX NJIOTHOCTEN ANA aHanu3vMpyemoro obpasua no

KannbpoBOYHOMY rpatimKy onpeaenuTb KOHLEHTpaLuIo anounonpoTenHa Al B o6pasLe.
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9. YCNoBNA TPAHCITOPTUPOBAHWA, XPAHEHWA N TPUMEHEHINA HABEOPA

9.1. TpaHcrnopTMpoOBaHMe Habopa 4O/HKHO MPOBOAMTLCA NpW TemnepaType oT 2 Ao 8 °C Bcemun
B/AaMM KpbITOro TPaHCMOPTa B COOTBETCTBUM C MpaBMIaMu NepPeBO30K, AENCTBYHOLMMM Ha TpaHCMop-
Te faHHOro Buga. [lonyckaeTcs TpaHCNOpPTMpPOBaHve npu Temnepatype 40 26 °C He 6onee 10 cyT.

9.2. XpaHeHne Habopa B ynakoBKe NpPeanpuUATUS-U3roTOBUTENS [AOMKHO OCYLLECTBAATLCA Mpu
TemnepaType 0T 2 o 8 °C B TeUeHMe BCero Cpoka rogHoCTV B XONIOAWNbHBLIX KaMepax WAn XONoAWb-
HMKax, 06ecneunBatoLLMX PernaMeHTPOBaHHbIV TEMMEPaTYPHbIA PEXUM C eXKeAHEBHON perncTpauyel
Temneparypbl.

9.3. Cpok rogHocTV Habopa - 24 mecsLa co AHA Bbinycka. He fonyckaeTcs npMmeHeHne Habopos
Mo UCTEYEHWUU CPOKa FOAHOCTW.

9.4. PeareHT 11 peareHT 2 noc/e BCKPbITUSA (PIAKOHOB MOXKHO XPaHUTb Npu TemnepaType oT 2 A0
8 °C B TeyeHMe BCEro Cpoka rofHocT Habopa B MIOTHO 3aKPbITOM BUAe, B 3alUMLLEHHOM OT CBeTa
MecCTe.

9.5. KauecTBo Habopa MOXET NpOoBepATLCA C MOMOLLBbIO KOHTPOSbHOro Matepuana «KoHTposb
Ano Al/Ano B» npounssoactBa AO «BekTop-Bect» nnu apyrux 0TeveCTBEHHbIX U 3apy6eXHbIX KOH-
TPOJIbHbIX MaTeprasioB, aTTeCTOBaHHbIX AaHHbIM METOAOM.

9.6. lMpu pabote ¢ HaboOpOM AN MOCTPOEHUS KaMOPOBOYHON KPUBOW pPEKOMEHAYeTCs
ncnonb3oBatb Kanmbpartop anonunpoterHa Al «Kannbpatop Ano Al» npoussoactsa AO «BekTop-
Bect». B kauyecTBe Kanubpatopa Ko ¢ KoHUeHTpauvein anonunonpotenHa Al O Mr/gn 1Mcnonb3oBatb
pacTBOp HaTpus xnopuaa n3oToHndecknii 0,9% ans UHBLEKLMIA.

9.7. Ana nonyyeHns HageXHbIX pe3ysibTaToB HEOOXOAMMO CTPOroe Co6/0AeHNe NHCTPYKLMKA MO
NPUMeHeHM0 Habopa.

9.8. Habop npeaHasHayeH 419 OAHOKPATHOrO NPUMEHEHNS.

10. FAPAHTUWHbLIE OBA3ATE/IbCTBA

10.1. TpousBoaMTenb rapaHTMPYeT COOTBETCTBME BbLUYCKAEMbIX W3AeNNiA  TpeboBaHMAM
HOPMaTUBHOMN Y TEXHWYECKOW LOKYMEHTaLMN.

BesonacHOCTb 1 KayecTBO M3AeNNA rapaHTUPYHOTCA B TeHeHWe BCEro CpoKa rogHoCTH.

10.2. MpounsBoauTeb OTBEYAET 3a HELOCTATKN U3LENNA, 38 UCKTHOUYEHNEM AeeKTOB, BOSHUKLLNX
BCNeACTBUE HapyLUeHUs MpaBu/l MOMb30BaHMSA, YCNOBUA TPaHCMOPTUPOBAHUA W XpaHeHWs, /nbo
[eNCTBUA TPETbUX UL, TM60 HENPEOLONMMON CUNbI.

10.3. Mpowu3soguTens 0653yeTcs 3a CBOM CYeT 3aMeHUTb  U3Jenve, TeXHWYecKue U
(hYHKUMOHa/IbHble  XapaKTepUCTUKN (NOTPebUTeNbCKME CBOIMCTBA) KOTOPOrO HE COOTBETCTBYHOT
HOPMaTMBHOW W TEXHWYECKON [OKYMeHTaLuW, eCnn yKasaHHble HefoCTaTKW ABWIWUCHL CreACTBMEM

CKPbITOro p,edpeKTa MaTepumanioB NN HEKa4YECTBEHHOIO U3roTOB/IEHNA N34eNNA NMPON3BOAUNTENEM.
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Mo BorpocaM, KacaroLMMcs KadecTBa Habopa «AnonunonpotenH Al», cneayeT obpallatbecsi B

AO «BekTop-becT» no agpecy:

630559, Hosocubupckasi obnactb, p.n. Konbuoso, a/s 121, ten. (383) 227-75-50, Ten./thakc

(383) 363-94-47.

BeayLmin Hay4YHbIin COTPYAHNK
AO «BekTop-becT»

HauanbHuK oTaena GroxnMum
AO «BekTtop-becT», K.6.H.

«COIrMACOBAHO»

MpopeKTop No Hay4HoI paboTe
®I'b0OY BO HEMY MwuH3gpasa Poccuun
A.M.H., npodheccop
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[MpoLLHYpoBaHO, MPOHYMEPOBAHO Y
CKpenneHo neyarsto B 0B.
OtB. 3a y4yeT gorosopos HAPM*:0Y BO HIMY
MwuH3gpasa Poccum
A A 3axrposa J1./.
OB 20 T



«YTBEPXIAIO»
lenepancheii aapexTop

HHCTPYKIIMA
N0 MPUMCHEHAIO Kannbparopa anonunonporexdna Al
(KamuGparop Ano Al)

1. HASHAYEHHE

1.1. Kannbparop amomsmonporenHa Al (Kammfparop Amo Al) (manee mo Tekcry -
kanubparop) npeaHa3HAYCH NI MPOBESACHUA KANMHOPOBKH INpH ONPEAENEHHM KOHLICHTPAIUH
anonunonporenHa Al (Amo Al) B CHIBOPOTKE KPOBH HMMYHOTYPOHAMMETPHYECKEM METOLOM ¢
HCTONE30BaHKeM Habopa peareHToB «Anonunonporeud Al» npoussoacrsa AO «Bexrop-Bec.

1.2. KanuGpaTop BHITYCKaeTCA B OZHOM BapHAHTE KOMILICKTALTHH,

2, XAPAKTEPHCTHKA KAJIHBPATOPA

Kambparop H3roTOBIEH HA OCHOBE MHAKTHBHPOBaHHOH CHIBOPOTKH KPOBH 4e/IOBEKa,
conepxut TuMepocai (0,0003 %); modprmianporan — 1 drakon.

®naxoH paccauTal Ha npurotosicane 1,0 M kambparopa.

Konnenrpanns anoaunonporenna Al B KamOGpaTope ykasata Ha 3THKeTKe daakoHa H B nac-
HOpTe M mpejcTaBiseT cobolf cpemnee 3HAYEHHE PE3YIBTATOR MHOMOKPATHBIX H3MCPEHHH, BHIIOJ-
HEHHBIX ¢ HCTIO/Nb30BaHMEM Habopa pearcHTOB Mpom3poacTBa AQ «Bexrop-bect».

TIpocnexHBaeMOCTh aTTECTOBAHHOTO 3HAYCHHS KOHLEHTPAlLMM aNoNHnonpoTeHHa Al B Ka-
mubpaTope yka3aHa B NacNOpPTE.

3. MEPHI IIPEAOCTOPOXKHOCTH

3.1. IlorenmmaneHbift puck npuMeHeHus kammbpatopa — xnace 2a (Tlpwkaz M3 P& or
06.06.2012 Ne 4n).

3.2, Kannbparop npefnasgaveH A1 npodecCHOHANSHONO NPUMEHEHAS B KIHHMYECKOH na-
6opaToprOii AMArHOCTHKE O0YHCHHBIM NCpcOoHANOM. TpeGoBaHnA 6e30NmacHOCTH K MEXHLUHHCKHM
naboparopusm npuseaensl B [OCT P 52905-2007.

Marepnansi, HCNIONb3YEMBIE A H3TOTORNCHHA KATHGPATOPa, HHAKTHBHPOBAHK! M HE COIEp-

Hucmpyxyus cocmasnena compyonuxamu AQ «Bexmop-Becm»: navarvhuxom omoena Guoxumuu
k.6.1. Axoeneeoii I E. u 3am. navanvnuxa omoena buoxumuu x.6.n. Cepzeesoii I H.
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xat aHTuTena K BUY 1,2 u supycy renmatiura C 1 HBsAg.

3.3. Kanu6patop conepxut TEMepocan (0,0003 %). Ilpu pabore cneayer u3berars pasGprr-
THBaHMA KanubpaTopa H NOMAXAHNMA €ro Ha KOXKY H CH3HCTHIC, PH NONAJaHUM HEMEVIEHHO Npo-
MBITH TIOPAKEHHOE MeCTO 5ONBINMM KOIHUECTBOM MPOTOYHOMN BOALL

3.4. Tlpn ucnonp3opannd Habopa obpasyrores oTxonu kiaaccos A, B, B u I, kotophie xnac-
CHQHUMPYIOTCE M YHHTTOKAIOTCA (YTHIM3MDYIOTCA) B cooTBercTBuH ¢ CaulTuH 2.1.3684-21
«CaHATRPHO-3IMHAEMHONIOTHIECKHE TPeOOBAHHA K COAEPKAHMIO TEPPHTOPHH TOPOACKHX H CeAb-
CKHX II0CENIeHHIl, X BOAHKIM O0BEKTAM, THTEEBON BOAC H MHTHEBOMY BOAOCHaOXeHHIO, aTMocep-
HOMY BO3JyXy, TOYBaM, XHJIbIM IIOMEHICHUAM, IKCIUTYaTALHH NPOH3BOACTREHHEIX, 00MeCTBEHARX
OOMElleH’H, OpraHu3aliiy H MPOBEACHMIO CAHHTAPHO-IPOTHBOSNHACMHEYECKHX (mpodunakrave-
CKHX) MCPONIPHATHI».

4. OFOPYJIOBAHUE H MATEPHAJIBI,
HEOBXOJAHUMAMIE IIPU PABOTE C KAJIHBPATOPOM:

— OnoxMuueckmii ananuzarop (JUmHA BOMHK 340 (334-365) M, xioBeTa ¢ AnHHOH
ONITHYECKOrO HYTH HE MEHee 5 MM), MOAAEPXKUBAIOMIMHA TeMNepaTypy XKAKOCTH B KIOBETE B
nponecce aHamMsa 37+0,5 °C;

— J[02aTOPB MEXAHHYECKHE ONHOKAHANIbHBE CO CMEHHBLIMH HAKOHEYHUKAMH, O3BOJSIONINE
otbuparts 06sEMH kHAKOCTH 0,5-10, 50-200 1 100-1000 MKA;

— NIEPUATKH MEIMITUHCKHE ARATHOCTHYCCKHE OZHOPA3OBEIE;

— Tatimep;

— BOJA THCTHIUIHPOBAHHAS,

~ Habop peareHToB « AONHRONMPOTEHH Al»;

— ApPYTHC MaTepHansl B 00OpyAOBaHHE, YKA3aHHbHIC B HHCTPYKIMM K Habopy peareHToB
«Anoymnonporeud Aly,

5. IOPAIOK IPHMEHEHHSA

5.1. KanaGpaTop npaMeHATS UM KATHOPOBKH METOOHKH ONPECICHHA aNoHIONpoTeHHa Al
€ HCNOJIb30BaHKEM Habopa peareRToB « AnommmonpoTesH Aly» nponssoactea AO «Bexrop-Bect».

5.2. Boutepxath ¢aakon ¢ kanuGparopom npa temueparype ot 18 mo 25 °C B Tevenne 30
MHH, 3aT€M OTKpPLITH, HE JAOMYyCKas NOTEPH JHOPHIA3HPOBAHHOIO Mareprana. Baectu Bo ¢uiakon
1,0 MA AMCTHILTAPOBAHHON BOAB. AKKYPaTHO 3aKpHITh (plakoH M Bhiaepkath ero 30 MuH, nepuo-
AUYIECKH OCTOPOXKHO NEpeMEIUBad MyTeEM NCPEBOPaUMBAHUA H BpamEHRs (IAKOHA BPYUHYIO, H3-
Geras oOpaszoBaHus nNeHbl, 0 NONHOIO PACTBOPEHHA KaNHGpaTopa.

PacTeopernbii kaumbpaTop XxpanuTs IpH TeMneparype ot 2 10 8 °C e Gonee 7 cyT. unn npu
Temneparype MHHYC 20 °C He Gonee | Mecala B MIIOTHO 3aKPHITOM BHAE, IEpeR HCIONBIOBAHHEM
BhLACPXKAT: NPH TeMneparype oT 18 10 25 °C B TeueHue 30 MuR.

5.3. llpuroToBnenne paspeicrnii KamGpaTopa.

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



NpUroToBMTL passefeHnss Kanmbpatopa B 2 (Ki), 4 (K2), 8 (K3) u 16 (K4) pa3 cornacHo

Tabnuue 2.
Tabnuua 2.
Pa3BefeHunA

OTmMepUTb, MK _

K4 K3 K2 Ki
KanuépaTop 50 100 200 400
0,9%NaCl 750 700 600 400

Koathth1LmeHT passeaeHms 16 8 4 2

[ns pacyeTta TeopeTMYECKO KoHUeHTpaummn anonunonpotenHa Al B Ki, K2, K3, K4 Heobxo-
AMMO pasfennTh 3HaYeHne KOHLUEHTpaummn anonmnonpotenHa Al, ykasaHHOe Ha (hlakoHe C Kanno-
patopom (K), Ha COOTBETCTBYHOLLMIA KO3W(ULIMEHT pa3BeaeHNs.

5.4. KannbpaTop WUCMonb3yeTcs C TEMU >XXe peareHTamyv M B TEX XX& YCMOBUSIX, UTO W
aHanM3npyemMble 06paslpbl M KOHTPO/IbHbIE MaTepuasibl, COrIaCHO MHCTPYKUMM MO MPUMEHEHWIO
Habopa peareHTOB «AIOANNONPOTENH Al.

6. YC/IOBNA TPAHCIMOPTUPOBAHWA, XPAHEHINA
N NMPNIVMEHEHNA KATMBEPATOPA

6.1. TpaHCcnopT1poBaHUe KanubpaTopa A0/HKHO NPOBOAUTLCS MpY TemnepaType oT 2 Ao 8 °C
BCEMU BMAAMWN KPbITOro TpaHCNopTa B COOTBETCTBUM C NpaBu/iamy NepeBo30K, AeNCTBYOLWMMUN Ha
TpaHCropTe [aHHOro Buaa. [lonyckaetca TpaHCMOPTMPOBaHWe npu Temnepatype fo 26 °C He
6onee 10 cyT.

6.2. XpaHeHve KaimbpaTopa B yNakoBKe  NPeAnpuUATUA-U3roToBUTENS  [O/HKHO
OCYLLECTBNIATLCA NpW TemnepaTtype oT 2 10 8 °C B TeYeHMe BCero Cpoka rogHoOCTU B XONOAWIbHbIX
Kamepax Uan XonoamnbHUKax, 06ecneymBaroLLmMX pernamMeHTUPOBaHHbINM TEMMEPaTYPHbIN PEXUM C
eXXeJHeBHOW permctpaumeii Temneparypsbl.

6.3. Cpok rogHocTM kanmbpatopa - 18 MecsaueB CO AHS BblUyckKa. He paonyckaetcs
NMpYMeHeHWe Kasimbparopa no UCTeYeHUN CPpoKa ero rofHoCTW.

6.4. Ins nony4veHns HafieXXHbIX Pe3y/ibTaToB HE0OXOAMMO CTPOroe COb/0AeHME UHCTPYKLMN
Mo NPUMEHEHNIO KanibpaTtopa.

7. TAPAHTUHBIE OBA3ATE/ILCTBA

7.1. MponsBoanTeNb rapaHTUPYeT COOTBETCTBME BbINYCKAeMbIX U3AeNniA TpeboBaHWsAM Hop-
MaTWBHOI M TEXHUYECKOW AOKYMEHTaLMN.

Be3onacHOCTb 1 Ka4yecTBO U3LeNNA rapaHTUPYHOTCS B TEUEHWE BCEro CPOKa rofHOCTY.

7.2. MNMpon3BoanTeNb OTBEYAET 3a HEAOCTATKM U3LEeNNA, 33 UCK/OYEHNEM [eeKTOB, BO3HVK-
LLMX BCMEACTBME HapYLLEHMS MPaBua No/b30BaHWA, YCI0BUI TPAHCNOPTUPOBAHUSA U XPaHEeHWs, -
60 AeNCTBMS TPETLUX AL, NGO HENPEOAOIMMON CUMbI.

7.3. TpousBoguTenb 06a3yeTcs 3a CBOW CYeT 3aMeHWUTb W3Aenne, TEXHWYECKMe U

3
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(hYHKUMOHa/bHblE XapaKTEPUCTUKM (MOTPeOMTENbCKME CBOWCTBA) KOTOPOrO He COOTBETCTBYHOT
HOPMAaTUBHOM N TEXHUYECKOW AOKYMEHTaLUMW, eCNv YKa3aHHble HefoCTaTKU SABWUMUCH CleACTBUEM

CKpPbITOro ,EI,E(*)GKTa MaTepuranioB NN HEKAYECTBEHHOIO U3roTOBNEHUA N3AENNA NPON3BOJNTENEM.

Mo BompocaM, KacalolMMCs KavecTBa Kanmbpatopa «Kanmbpatop Ano Alw», cnegyet
obpawlatbes B AO «BekTop-becT» Mo agpecy:

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

3aM. Havya/lbHMKa oTAena BGrMoxXnMmm

AO «BekTtop-becT», K.6.H. I".W. Cepreesa
aya/ibHUK oTAena buoxmMmn

AO «BekTtop-becT», K.6.H. I".E. AkoBnesa

«COIMACOBAHO»

MpopeKTop No Hay4HoI paboTe
®IbOY BO HIIMY MuH3gpasa Poccum
[.M.H., npodeccop
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