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BBEOEHUE

HacTtodawasa uHCTpyKuus no npumeHeHutio Bepcum 20.02.25 pacnpocTpaHaeTcsa Ha
MeanumnHckoe nsgenue «Habop peareHToB ansa akctpakumm OHK/PHK 13 6uonornyeckoro
maTepuana vyenoseka (HK-400 (R)) no TY 20.59.52-051-19926214-2025» (aanee — Habop).

KpaTkoe HanmeHoBaHue Habopa: HK-400 (R).

Habop cnenyet NnpuMeHsTb B COOTBETCTBMM C OENCTBYHOLLEN BEPCUEN UHCTPYKLUKM NO
npumeHeHno. [Ona ypobctBa pabotbl B nabopatopum [onyckaeTcss WCNonb3oBaTb
AEVNCTBYIOLLYHO BEPCUIO KPATKOro pyKOBOACTBa MO NpMMeHeHuo Habopa.
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1 HA3SHAYEHME

Habop aBnsaeTca BcnoMoratenbHbIM CPeACcTBOM B NlabopaTopHON AnarHOCTUKE in Vvitro
(akcTpakumsa HK n3 bruonornyeckoro matepmana 4Yenoseka).

Habop npegHasHayeH anga akctpakumm OHK/PHK BMpycoB 13 nnasmbl KpoBK YernoBeka
(SOTA-K2) ons nocnegytowero nccnegosaHus metogom MNUP/OT-MUP ¢ ncnonesosaHvem
coBMecTUMbIX! HabopoB peareHToB nponssoacTea OO0 « AMMNUTEKY .

Habop MOXeT NPUMEHATLCA B 3aBUCUMOCTM OT €ro opMbl Bbinycka aAns akcTpakumm HK
COBMECTHO C aBToMaTudeckumn ctaHumsamm «Amplitech E1» (OO0 «AMNAnUTEK») wn
KingFisher™ (Thermo Fisher Scientific, ®duHnangusa), a Takke AN pydHOM METOAUKM
akcTpakumm HK ¢ ncnonb3osaHnemM MarHUTHOrO LUTaTMBA.

MpumeHeHne Habopa He 3aBMUCUT OT NONYNSAUNOHHBIX U AeMorpaduyecKkmx acnekTos.

2 OBJIACTb NPUMEHEHUA

Ha6op MOXeT NPUMEHATLCA B KIMMHUKO-ANArHOCTUYEeCKNX na6opaTopV|;|x.

3 NPOTUBOINOKA3AHUA K MTPUMEHEHUIO

npOTI/IBOI'IOKa3aHI/IFI K NTPUMEHEHUIO Ha6opa OTCYTCTBYHOT.

4 PUCKU NPUMEHEHUA, NMOBOYHbIE 3PPEKTbI

Mpn npumeHeHnn Habopa MO Has3Ha4yeHU, B COOTBETCTBMM C OAHHOW WHCTPYKUUEN,
pUCKM 1 NOBOYHbIE 3P(PEKTBI OTCYTCTBYHOT.

5 ®OPMbI BbIMYCKA

Habop BbinyckaeTcsa B ABYX dpopmax? (cm. Tabnumuy 1).

Tabnuuya 1
OnucaHue c¢hbopm Bbinycka Habopa
KonuuectBoO
Popma OnucaHue nccrnenoBaHUin, B TOM

yucne Ansi KOHTponen
Ona  npoBegeHnss  akcTpakumm HK ¢ npumeHeHuem 48 nccnegosaHui npu

1 aBTOMaTU4YeCKON METOANKU c ncnonb3oBaHMeM  3KcTpakumm u3 400 mkn
aBToMaTMdeckon cTtaHuum npobonogrotoBkn «Amplitech E1» 24 nccnegoBaHusa npu

(OO0 «AMNANTEKY). akcTpakumm n3 800 Mkn

96 nccnegoBaHun nNpu

Ona npoBegeHua akctpakumm HK ¢ npuymeHeHnem pyydHonM  akcTpakumm u3 400 mkn
METOAMKUN C UCMOSIb30BaHNEM MarHUTHOrO WTaTuBea. 48 nccnegoBaHnin npu

5 aKkcTpakumm 13 800 mkn

Ona npoBegeHnss  akcTpakumm HK ¢ npumeHeHuem

aBTOMaTMYECKOW METOAMKM C MCMoNb3oBaHMEM mnpoueccopa 96 nccnegoBaHuii npu
mMarHuTHbIX 4actuy KingFisher™ (Thermo Fisher Scientific, akcTpakummn ns 400 mkn
PnHNgHans).

1 CBefeHusi 0 COBMECTUMOCTHU YKasaHbl B UHCTPYKUUKU No npumMeHexuto MLP-Habopa. B xoge nposeneHus
ucnbiTaHui Habop 6bin BanuaupoBaH ¢ Habopamu peareHToB «Amplitech HBV (R)», «Amplitech HIV (R)» n
«Amplitech HCV (R)» (OO0 «AMMANUTEKY).

2 Habop B chopme Bbinycka 1 ynakoBaH B KOpoOKy 13 kapToHa, B hopMe Bbinycka 2 - B NMONM3TUNEHOBbIV NakeT
C 3acTéxkon Zip-Lock.
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6 COCTAB

CoctaB Habopa ykasaH B Tabnuuax 2, 3 n 4.

CoctaB chopmbi 1

Tabnuua 2

KomMmnoHeHT KonuuyectBo BHewHun Bung
KapTpuox c peareHTamu 2 W, 96-1yHOYHbIE NNaHLWeTbl C peareHTamu,
HK-400 (R) 3anasiHHble PoNbrIMPOBAHHON NSIEHKON
OpaHopa3oBble HAKOHEYHWKM 48 wr. HakoHeuHukn ¢ punbTpom
OpHopa3soBble Npobupku 48 wr. CTtpunoBaHHble Npobupku
MnéHkun ona kapTpuoxa 4 wT. Knenkne nnéxku
WHcTpykumsa no 1 wr. B anekTpoHHOM .Bmp,e3 no agpecy:
NPUMEHEHNIO http://www.amplitech.ru/resources/
KpaTkoe pykoBOo4CTBO 1 wr. B 6ymaxHom Buae
Nacnopt 1 wr. B anekTtpoHHoM Buae® no agpecy:

http://www.amplitech.ru/quality/

Tabnuuya 3

PacnonoxeHune n o6LEM peareHTOB B KapTpuaxe, Bxoasilem B coctaB hopmbi 1

Paabl HomMuHanbHbIN .
PeareHT . < BHewHun Bug,
A4eek 00BLEM B fiueMKe, M1
A E Bydep H1 @@ 0.60 MpospayHas becuseTHas
' (PacTBop ans nuauca) Onaco? ’ YKMOKOCTb
B F PeareHt MEH 030 CycneHaus® oT pbiKero o
' (MarHeTM3MpoBaHHas cunvika) ’ YEpPHOro useTa
c g bydepH2(R) @@ 0.70 Mpo3payHas GecLseTHas
' (PacTBop Anst OTMbIBKM) OnacHo® ' XNOKOCTb
D.H  DbydepH4R) 1,10 MpospauHas GecuseTHas
' (PacTBop ans anouumn) ’ YKMOKOCTb
Tabnuua 4
CoctaB chopmbl 2
KomnoHeHT H%“g:'é?\:'b:;m KonunyectBo BHelwHun BuA,
Bycep H1 @@ 58,0 1 dnakoH  [Npo3payHas becuBeTHasA XNOKOCTb
(PacTBop ans nusuca) 4
OnacHo
5 -
PeareHt MH 1.44 1 npo6upka CycneHsns® oT pbiXXero 4o YEpHoro
(MarHeTusnpoBaHHas cunuka) uBeTa
Bydpep H2(R) @@ 68,0 1 donakoH  [NpospayHasi becuBeTHasA XNOKOCTb
(PacTBop Anst OTMbIBKM) 4
OnacHo
Bydbep H3(R) @@ 68,0 1 donakoH  [NpospayHasi becuBeTHasA XNOKOCTb
(PacTBop Anst OTMbIBKM) On%cHo
Bydep HA(R) 101,0 1 donakoH  [MpospayvHasn GecuBeTHast XUOKOCTb
(PacTtBop ons antouum)
B B anekTpoHHOM Buae® no agpecy:
VIHCTPYKUIAS 110 MPUMEHEHMIO T, http://www.amplitech.ru/resources/
KpaTkoe pykoBOoACTBO - 1 WT. B 6ymaxHoM Buae
B B anekTpoHHOM Buae® no agpecy:
Macnopr T, http://www.amplitech.ru/quality/
[MpoToKon akcTpakumm B 1 wr B anektpoHHOM Buae® no agpecy:

«NA400R-KF»

http://www.amplitech.ru/resources/

3 B cnyyae otcyTcTBUA AocTyna Kk MIHTepHeTy o6paTutech B Cryx6y TEXHUYECKON Noanep» K no TenedoHy (495) 374-13-46 ana sanpoca

O npeaocTaBrieHnn 6yMa)KHOVI BepCUn MHCTPYKLUMN N NacnopTa.
4 PeareHTsl cogepxaTt onacHble BelecTsa, VIHCbOpMaLI,VI}O No KOTOpPbIM CM. B pasfene 9.

® B npouecce xpaHeHWsi BO3MOXHO OCeaHue MarHeTUsMpoBaHHOW CUMWKKW, BCNIEACTBUE Yero obpasyeTcsi 0Cafok OT PLKEro A0 YEPHOTO

LBeTa B MpO3payHOM pacTBope.
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7 MPUHUUN METOOA

OkcTpakums HK npoBoantca Metogom MarHutHom cenapauuu. MNMpouenypa akcTpakumm

HK BknoyaeT:

e 0b6paboTky nccnegyemoro obpasua fmM3npyroLmM pacTBOpPOM,

e cBsa3biBaHMe HK ¢ yacTMuamum marHMTHoro copbeHTa (MarHeTU3anpoBaHHOWM CUINKN),

e yfarneHWe [Opyrmx KOMMOHEHTOB JIM3MPOBaHHOrO Guornormyeckoro Mmatepuana

nocneaywLMMn OTMbIBKaMn copbeHTa npu ocaxkaeHun marHutHoro copbeHta ¢ HK nopg
AEeNCTBMEM NMOCTOSAHHOrO MarHUTHOro Nnong,

e antoumto HK npu nob6aBneHnn pacteopa Anst AMunmM K MarHUTHOMY COpOEHTY.

8 HEOBXOOUWMOE OBOPYAOBAHUE U MATEPUAIbI

Ana pabotel ¢ Habopom TpebytoTca obopyaoBaHve W MaTepuarnbl, yKa3aHHble B

Tabnuue 5.
Tabnuua 5
O6opynoBaHMe U maTtepuanbl, Heobxoaumble ana paboTbl ¢ Habopom
HILE Heo6xogumoe o6opyaoBaHue u matepuansbl
Bbinycka

BHUMAHUE! Tllpn pabote c Habopom cregyeT MCMonb3oBaTb TOMbKO OAHOPA30Bble MNpPOOMpPKU W
HaKOHEYHWKWN, cepTudurumpoBaHHble Ha oTcyTcTBue [1HKa3 n PHKas.

e Hokc MuKkpoburonoruyeckon 6esonacHoctun knacce Il (tun A);

e aBTOMaTM4yeckasi ctaHums npobonoarotoekm «Amplitech E1» (OO0 «Amnnutek», Poccus;
PY Ne P3H 2022/16981);

o LeHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

e [103aTopbl NMEPEMEHHOr0 O0ObEMA, MeXaHU4eCcKMe UMW 3NEKTPOHHbIE, C BO3MOXHOCTbBIO
po3npoBaHus ot 10 go 1000 mkn (PY Ne ®CP 2009/05681);

e wiTatme Ansa npodbupok obvémom 2,0 mn;

®opma 1 9 o o °
e XONOAWMBHUK C KaMepown, nogaepxusatoLLen Temnepatypy ot 2 °C go 8 °C;
e HaKOHEYHVKW AN J03aTOpOB MepemeHHoro obbéma, ¢ punbTpom, obbémom o 10 u
1000 mkn, ogHopasoBble, cBob6oaHble oT [IHKa3 n PHKas;
e KOHTENMHepbl Ans anwarta cornacHo TpeboBaHUAM, Yka3aHHbIM B PYKOBOACTBE MO
akcnnyaTaumm asTomaTudeckon ctaHumu «Amplitech E1»;
e EMKOCTb Ang cbpoca 1 MHaAKTUBALMWN UCMNOSb30BaHHbLIX MaTepuarnos;
e MNepyaTKn MeQULUHCKME, OAHOPA30BbIe, HEOMYAPEHHbIE.
ABTOMaTMYecKas METOAMKA SKCTPaKLUn
e 6Hokc MuKkpoburonornyeckon 6eszonacHoctur knacce Il (tun A);
e MpPOLECCOP MarHMTHbIX YacTuL, ANS OYMCTKA HYKIEWHOBLIX KWUCIOT, KNeTtok u 6enkos
KingFisher™ n pacxogHble matepuarnsl k Hemy (Thermo Fisher Scientific, dunnangns; PY Ne
®C3 2009/05562);
e ueHTpudyra-soptekc (PY Ne ®C Ne 2005/518);
e [103aTOpbl MEPEMEHHOI0 00bEMA, MEXAHUYECKUE UMW SMEKTPOHHbIE, C BO3MOXHOCTbIO
po3snpoBaHug ot 100 go 1000 mkn (PY Ne ®CP 2009/05681);
e LITaTMB AN Npodbupok obbémom 2,0 mn;
e XONOAWMBHUK C KaMepown, nogaepxusatoLLen TemnepaTypy ot 2 °C go 8 °C;
dopma 2 e HAKOHEYHVKM ONs1 003aTOPOB NMepeMeHHOoro obbéma, ¢ hunbTpom, o6bEMOM ao 100 u

1000 mkn, ogHopasoBble, cBoboaHble oT [AHKa3 n PHKas;
e EMKOCTb Ans cbpoca 1 MHAKTUBALMWN UCMNOSb30BaHHbLIX MaTepuarnos;
e nepyaTkn MeguunHCKNe, ogHOpa3oBble, HeoNyapPeHHbIe.

PyLIHaFl MeTOoauKa SKCTpaKunmn

e OoOKC MuKpobuonoruveckon 6esonacHocTu knacc Il (tun A);

e LeHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

e MarHuUTHbIA WTATMB Ana npobupok Tuna «3nneHgopd» obvémom 1,5 mn (PY Ne P3H
2022/16360);

e TepMocCTaT Asis Npobumpok Tuna «dnneHgopd» 06bEMOM 1,5 M ¢ BO3MOXHOCTBIO HarpeBsa
He meHee YyeM o 80 °C (PY Ne ®C Ne 2005/519);

HK-400 (R)
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Popma

BLINyCKa Heo6xooumoe o6opyaoBaHue U matepuansbl

e BaKyyMHbI oTcacbiBaTeNb MEAULMHCKUIA ¢ kKonbon-nosyLikon (PY Ne ®CP 2010/08928);
e [103aTOpbl NEPEMEHHOr0 0O6BLEMA, MEXaHW4Yeckue WnuM SNEeKTPOHHbIE, C BO3MOXHOCTbIO
posunpoBaHus ot 100 go 1000 mkn (PY Ne ®CP 2009/05681);

e TaTMB ANsi Npobupok o6bvémom 1,5 1 2,0 mnm;

e XONoAuIbHKK C KamepoWn, noaaepXxunBatoLlen temnepatypy ot 2 °C go 8 °C;

® MUKPOLEHTPUMYXHble nNpobupkn 06bEMOM 1,5MN C  KpblKamu, OLHOPA30BbIE,
cBoboaHble oT [IHKa3 n PHKas;

e HaKOHEYHWKM Anfsi 403aTOPOB NepemMeHHOoro obbvéma, ¢ hunbTpom, 06bEMoM ao 100 u
1000 mkn, ogHopasoBble, cBoboaHble oT [IHKa3 n PHKas;

e HaKOHEYHWKM Ansi 403aTOPOB NepeMeHHoOro oobéma, 6e3 punbtpa, o6vEMoM go 200 Mk,
0QHOpa3oBbLIE;

e EMKOCTb AN cOpoca U MHaKTMBaLUKN UCNONb30BaHHbIX MaTepranos;

e MepyaTku MeauLUMHCKNE, OOHOPAa30Bble, HEOMYAPEHHbIE.

9 MEPbI NPEOOCTOPOXHOCTH

Knacc noteHumanbHOro pucka npumeHeHnsa Habopa (cornacHo lNpukasdy MuHuctepcTea
3gpaBooxpaHeHus PP Ne 4+ ot 06.06.2012) — 20.

PaboTa gomkHa npoBoanTbCA B Nabopatopumm, UCNOMb3yoLen MeToAabl amnimdukaunm
HYKITEMHOBBIX KMCMOT AN1s1 uccneoBaHus maTtepuana, ¢ cobnogeHmem tpedosanmn FOCT
P 15190 «JlabopaTtopun meguumHckme. TpeboBaHus 6esonacHoctn», MY 1.3.2569-09
«OpraHmzauus paboTbl nabopaTopui, UCNONb3YKOLWMX MeToAbl  amnnmMdurkaumm
HYKNENHOBBLIX KUCMOT nNpu paboTe C maTtepuanom, CoaepXawum MuKpoopraHmambl |-V
rpynn natoreHHocTu», CanlnH 3.3686-21 «CaHnTtapHo-anugemuonornyeckue tpebosaHus
no nNpodunakTuke MHPEKLMOHHbIX BonesHeny.

Mpn paboTe Heobxoamnmo Bceraa BbINONHATL criegyroume TpeboBaHuns:

e [lpyumeHATb Habop NO HasHa4yeHMK B COOTBETCTBUM C [OAHHOW WHCTPYKLUMEN.
OTKNOHEHNE OT MpOMMCaHHbIX Mpoueayp W nopsigka AENCTBUM MOXET MPUBECTU K
NONy4YeHnto HeAOCTOBEPHbIX Pe3yNbTaToB UCCNEe0BaHNS.

e K pabote c Habopom ponyckaeTcs TONMbKO MNepcoHarn, OOyYeHHbI MeToaam
MONEKYNSAPHOM  OMAarHOCTUKM U npaBunam paboTbl B KIIMHUKO-AMArHOCTUYECKOM
nabopatopun B cootBeTcTBMM ¢ CanllnH 3.3686-21 (pasgen V).

e PaccmatpuBaTtb nccnegyembie o6pasupbl Kak NH(EKLMOHHO-0MNAaCHbIE,
OopraHuM3oBbIBaTb paboTy 1 xpaHeHne B cooTBeTcTBMM ¢ CanlnH 3.3686-21.

o YTUNM3NpoBaTb peareHTbl, BXOAsLWME B cOCTaB POPMbI 2, U NNEHKM ONA KapTpuoxa,
BXogswWwme B coctaB opmbl 1, (MCNONb30BaHHbIE, HEUCMOMb30BaHHbIE, Mpuwealne B
HErogHoCTb B CBSI3W C WCTEYEHMEeM CpoKa T[OAHOCTUM W/vnn  HecobnoaeHnem
pernaMmeHTUpPOBaHHOIO peXunma XpaHeHusi, TPaHCMOPTMPOBAHUS U  MNPUMEHEHNS),
O[HOPa30Bbleé HAKOHEYHWKM N O4HOPAa30Bble NPOOMPKKU, KapTPUL4XK, BXOOsLWME B COCTaB
dopmbl 1 (HENCNONBb30OBaHHbIE, NpUWeaLIne B HEFOAHOCTb B CBSA3W C UCTEYEHUEM CPOKa
rogHoCTM  u/unu  HecoOnaeHNeM  pernaMeHTUPOBAHHOIO  pexmma  XpaHeHus,
TPAHCNOPTMPOBAHUS M MPUMEHEHMS), BHELLHIOW YNakoBKy Habopa, aKchnyaTaumoHHYHO
AOKYMeHTauuio B cooTtBeTcTBuM € TpeboBaHusmn CadllnH 2.1.3684-21 «CaHutapHo-
anuaemuornormyeckne TpeboBaHMA K COAEPXKaHUIO TEPPUTOPUN FOPOACKUX U CENbCKUX
noceneHnn, K BogHbIM OObekTam, NUTbLEBOM BOAE W MNUTBLEBOMY BOOOCHAGXEHWUIO,
aTtmocdepHoMy BO34YyXY, noysam, XnUnbiM NnoMeLLEHNAM, aKcnnyaTauum
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NPOM3BOACTBEHHbIX, OOLLIECTBEHHbBIX NMOMELLEHMI, OpraHn3aLUnm N NPoBEAEHNIO CAaHUTAPHO-
NPOTUBOANUAEMUYECKUX (MPOPUNaAKTUHECKUX) MEPONPUATUN» K YTUNU3ALNN MEANLUNHCKUX
oTxopos knacca I

e YTunusnposaTb Guonornyecknin matepmarn, KapTpuaxu ¢ BHECEHHbLIMM ob6pa3suamu, a
Takke 3arpsi3HEHHblE BMOMNOrMYECKUM MaTepmuanom pacxogHble matepuansl (B TOM yucne
O[HOpAa30Bble HAKOHEYHMKM 1 NPOBUPKKM, BXOASLIME B COCTaB Habopa) U MHCTPYMEHTLI B
cooTBeTcTBUM C TpeboBaHnamm CaHlnH 2.1.3684-21.

e He ncnonb3oBaTb HAbop, ecnu HapyLleHa BHYTPEHHASA ynakoBKa UMM BHELUHUA BUG
peareHTa He COOTBETCTBYeT OMNuCaHuIo, YyKasaHHOMy B Tabnuuax 2-4 ans
COOTBETCTBYHOLLEN (POPMbI BbiNycka Habopa.

e He ucnonb3oBatb Habop, ecrnv He cobnoganncb YCroBUSA TPaHCNOPTUPOBAHUA U
XPaHEeHUs1 COrnacHO MHCTPYKLNMN.

¢ He ncnonb3oBatb Habop Mo NCTEYEHUN CPOKa rOAHOCTM.

e /cnonb3oBaTb OTAENbHbLIM AN KaXgoro obpasua/peareHTa  04HOPA30BbLIN
HaKOHEYHUK C bmnbTpom unu 6e3 cdounbTpa (NpU yaaneHum HagocagouHOWM XUOKOCTU C
NMOMOLLbKO BaKyyMHOroO OoTcacbiBaTens).

¢ /Icnonb3oBaTb 3aLlMTHYO ogexay B cootBeTcTBUM ¢ MY 1.3.2569-09. Bce onepauum
NPOBOAUTbL TOSIbKO B O4HOPA30BbIX HEOMNYAPEHHbIX NepYaTkax sl UCKMIOYEHNA KOHTaKTa C
OpraHM3MoM YesioBekKa.

e He ecCTb, He NNTb 1 HEe KypUTb B NpoLecce Ucnorb3oBaHns Habopa. N3beraTb BAbIXaHUS
napoB, KOHTAKTa peareHTOB C KOXEW, rnasammn n cnmamcton obonoyvkon. He rnorats.

PeareHt MH, Pearent MEH n bydep H4(R) cogepxat HaTpusi a3ua B KOHUEHTpaumn He
6onee 0,05 %, NoaTomMy He KnaccuUUMPYHOTCA Kak onacHble ANnd 300pOBbs YenoBeka u
oKkpyxatouwien cpeapl. [1pn KOHTakTe HEMEANEeHHO NPOMbITb MOPaXEHHOE MEeCTO 60SbLUINM
KONM4YeCTBOM BOAbI M NPU NIIOXOM CaMO4YyBCTBUU 0OpaTUTLCA 3a MeULMHCKOM MOMOLLbHO.
Mpy nonagaHum BHYTPb PBOTY HE BbI3bIBaTb, NPOMNOSOCKaTh POT BOAOW, 06paTUTLCS K Bpady
NpW NI0XOM CaMO4yBCTBUM.

Bydep H1 un bydep H2(R) n bydep H3(R) knaccudpuumpyroTca kak onacHble.
BewectBa, KOTOpbIE MOBMAMSANN Ha WX Knaccudukauuvio, a Takke Koabl 3asiBNeHun o6
ONacHOCTM N Mep NPeaOoCTOPOXHOCTU, Tpebyemblx Npu paboTe C JaHHbIMU peareHTamu,
npuBegeHbl B Tabnuue 6. PacwudpoBka kogoB npeacrtasneHa B Tabnuue 7. JlncTbl
6e30nacHOCTM peareHToB JOCTYMHbI MO 3anpocy.
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Tabnuuya 6

MHdopmaumsa o6 onacHbIX peareHTax, BXOAALMX B cOcTaB Habopa

Kop 3asiBneHus o6

PeareHT OnacHble BelecTBa® Koa mepbl npefocTopoXHOCTHU
onacHocTu
P210, P241, P242, P243, P261, P264,
N'yaHmauH rmgpoxnopua, P270, P271, P273, P280,
H225, H302, H314,
Bydep H1 ryaHuamH nsoTuoumaHar, H319 H332 H336. P301+P330+P331, P303+P361+P353,

n3onponaHorn, 1-
TMOrNULEepon

H412, EUHO032

P304+P340+P312, P305+P351+P338,
P332+P313, P337+P313, P363,
P370+P378, P403+P233, P501

"'yaHuavH rugpoxnopua,
ryaHuavH nsotuoumaHar,
n3onponaHon

Bycpep H2(R)

H225, H302, H314,
H319, H332, H336,
EUHO032

P304+P340+P312, P305+P351+P338,
P332+P313, P337+P313, P363,
P370+P378, P403+P233, P501

C'yaHuavH rugpoxnopu,
ryaHuavH usotuoLmaHar,
nsonponaHon

Bbydep H3(R)

H225, H302, H314,
H319, H336, H412,
EUHO032

P210, P241, P242, P243, P261, P264,
P270, P271, P273, P280,
P301+P330+P331, P303+P361+P353,
P304+P340+P312, P305+P351+P338,
P332+P313, P337+P313, P363,
P370+P378, P403+P233, P501

Tabnuuya 7

PaCI.IJVI(prBKa KOAOB 3asiBNIeHUN 06 OnacHoOCTU n Mep NpeaoCTOPOXKHOCTHU

3aaBneHusa o6 onacHoOCTHU

H225: JlerkoBocnnameHsoWascs XuakocTb. [apbl
00pasyloT ¢ BO3QyXOM B3pbIBOOMACHbLIE CMECH.
H302: BpegHo npu npornaTbiBaHUN.

H314: Mpu nonagaHun Ha KOXy W B rnasa Bbl3blBaeT
XUMUYECKMNE OXKOTH,

H319: T[lpn nonagaHun B
CepbEé3Hoe pasapaxeHue.

rna3a Bbi3blBaeT

H332: BpegHo npv BAbIXaHWMW.

H336: MoxeT Bbi3biBaTb COHMMBOCTb UMK
rONOBOKPY>XEHME.
H412: BpegHo pgns BOAHbIX OpraHU3MoB C

OONroCpPOYHBbIMU NOCNEACTBUSAMMU.
EUHO032: Mpwn KOHTaKTe c
0CcBOBOXAATCA OYEHb TOKCUYHBIE rasbl.

Kncnotamum

Mepbl NpesoCcTOPOXKHOCTH

P210: bepeyb OT WCTOYHWKOB BOCMIamMeHeHus/
HarpeBa/UCKP/OTKPbLITOro OrHs. He KypuTb.

P241: Vcnonb3oBaTtb B3pbiBOGE30ONacHoe
obopyaoBaHue n ocBeLLeHune.

P242: Wcnonb3oBatb nckpobesonacHsle
WHCTPYMEHTbI.

P243: bepeyb OT CTaTMYECKOro afekTpuyecTsa.
P261: N36eraTb BObIXaHWUSI NApOB.

P264: BbiMbITb TLWATENBHO PYKU Nocne paboThbl.
P270: He ecTb, He NUTb 1 He KypuTb B npoLecce
NCNonb30BaHUA 3TOro NpPoayKTa.

P271: cnonb3oBaTb TOMbKO Ha OTKPLITOM BO3yXe
UITN B XOPOLLO BEHTUMPYEMOM MOMELLIEHNM.

P273: i3beratb nonagaHnsi B OKPYXXatoLLyo cpeqy.
P280: Wcnonb3oBaTb nepyaTku, cneuogexay u
CpeAcTBa 3alWuThl rnas.

P301+P330+P331: TPWN TPOITIATbIBAHAM:
lMpononockaTb poT. He BbI3bIBaTh pBOTY!
P303+P361+P353: MPW MOMAOAHUMA HA KOXY
(vnv Bonocel): HemeaneHHO CHATL BCHO 3arpsi3HEHHYH0
onexay. NMpoMbITb KOXXY BOAOW UMK NPUHATL OyLL.

P304+P340+P312: TMPWN BAObIXAHUW: Ceexun
BO34yX, mnokon. O6patuTbCs 3a MeOULMHCKON
MOMOLLIbIO MPY MIIOXOM CaMOYyBCTBUMU.
P305+P351+P338: MNPV MOMALAHNN B TTIA3A:
OCTOpOXHO NPOMbITL [fla3a BOAOW B TedeHue
HECKOSMBbKUX MUHYT. py HaNMumMm KOHTaKTHbIX JIMH3
CHSITb NX 1 NPOAOIKNTb NPOMbIBaHWE BOAOW.
P332+P313: MNpun pasgpaxeHun koxu: obpaTtutbes
3a MeWLMHCKON KOHCYNbTaunen.

P337+P313: Ecnu pasgpaxeHue rnas He npoxoauT,
06paTUTbLCS 3a MEOULIMHCKOW KOHCYNbTaUNEN.
P363: [llepeg NOBTOPHbIM  MCMOSb30BAHNEM
BbICTMPATb 3arpsA3HEHHYIO OAEXay.

P370+P378: B cny4yae noxapa: Mcnonb3oBaTtb
OTHEeTyLWNTENb A8 TYLIEHNUS.

P403+P233: XpaHuTb B XOpOLIO BEHTUIIMPYEMOM
MeCTe B MSI0THO 3aKPbITON YMaKoBKe.

P501: YTunuanposaTb COAEpPXXMMOE B COOTBETCTBUM
¢ TpeboBaHnsmn CaHllnH 2.1.3684-21.

Ncnonb3oBaHne HaGopa Mo HasHaA4YeHUo U COOGNIOAeHME BbILLENEPEYMCIIEHHbIX Mep

NpPeaoCTOPOXHOCTM UCKMOYaeT HeraTMBHOE BO34ENCTBME HA OpraHn3M YerioBeka.

6 bydbep H1, bydep H2(R) n bydep H3(R) coaepxat HaTpusi a3na B koHueHTpauun (He 6onee 0,05 %), He
BMUSIOLLEN Ha KNaccumKaLmio JaHHbIX peareHTOB Kak XMMUYECKN OMNacHbIX.

HK-400 (R)
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10 UCCNEQYEMbIA MATEPUAN

Habop npegHasHauyeH [Ansi UcCneaoBaHUs ToMbko — GuonorMyeckoro martepuana,

ykasaHHoro B pasgene 1. Baatue, npeaBaputenbHyto 06paboTky, TpaHCMopTUpoBaHUE W

XpaHeHune Buonorn4yeckoro MaTepuara cnegyet nposoanTb B COOTBETCTBUNA C:

e MY 1.3.2569-09 «OpraHusauus paboTbl nabopaTtopuii, MCNOMb3YKLWMX MeTOoAbl

amMnnuUKauumM  HYKNEMHOBbLIX KUCNOT npu paboTe ¢ maTepuanom, coaepxaliym

MUKpoopraHnamsl I-IV rpynn natoreHHoCTU»;

° Tpe6OBaHMFIMVI, nepeyvncrieHHbiMn B Tabnuue 8.

Tabnuuya 8

Tpe6oBaHus K B3ATUIO, NpeaBapuTenbHON 06paboTke, yCrOBUSIM
TPaHCNOPTUPOBaHUA U XpPaHEHUA UccrieayeMoro Mmarepuana

B3saTne n npegobpaboTka

YcnoBusi TpaHCMNOPTUPOBAHUSA U XpaHeHUs

BaaTue uenbHom Kposu

B3aTue LenbLHOM KPOBM NPOBECTM HATOLLAK Unn Yyepes
3 4 nocne npvéma NuLm B NPpobUpKy C aHTUMKOarynsHTOM
(pactBopom JQTA).
BHUMAHUE! Hegonyctumo uncnonb3oBaTtb renapuH B
KayecTBe aHTUKoarynsHra.

TwarenbHO nepemMellaTb KPOBb C aHTUKOArynsiHTOM,
HEeCKOMbKO pa3 nepeBepHyB NPobuMpKy.

Mpu Temnepatype ot 2 °C go 8 °C He Gonee
CYTOK.

BHUMAHMUE! Heponyctnmo 3amopaxuBaHue
LenbHOW KPOBW.

MpenobpaboTka Ansa nony4yeHus nnasvbl
Mpobupkn C UEenbHOW KPOBbK LIEHTPUYrMpoBaThb
20 muH npn 800-1600 x g Npy KOMHaTHOW TeMnepaType.
3aTtem oTo6paTh NNasmMy B KONMYECTBE HE MeHee 1 M ¢
Mcrnonb3oBaHWeEM OTAENbHOIO ANiA Kaxgoro obpasua
HakoHeYHVKa ¢ OUNbTPOM B CTEPUSIbHBIE OAHOPA30BbIe
NpoBupKN.

e [pn Temnepatype ot 2 °C go 8 °C He bonee
5 cyTok;

e Mpn Temnepatype muHyc 20 °C He Gonee
roaa;

e [1pn Temnepatype MuHyc 70 °C gnuTensHo;

¢ [lonyckaeTc ogHOKpaTHOE 3amMopaxvBaHue
maTepuana.

10.1 MNoTeHuuanbHO MHTepdepupyOLLNEe BeLlecTBa

MoTeHunaneHO WHTepdepupyowme Bewectea (MHMbuTopsbl MNUP/OT-MUP) n ux

MaKcuMmarnbHble KOHLEeHTpaumm B obpasue, Anst KOTOpbIX OLEHMBANOCh UX MHIIMOUpyoLee
BnusiHne Ha MNMUP/OT-MNUP, nepeuncneHbl B Tabnuue 9.
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Tabnuuya 9

MoTeHunanbHO UHTepdepupyolne BelwecTBa

o KoHueHTpauus O6ocHoBaHue
AKTUBHbIN Tun uHtepde- .
UHTepdepeHT BellecTBa B nccnepoBaHHOM
KOMMOHEHT peHTa
obpasue KOHLIEHTpaLuu
emorno0duH, O6bém B obpasue B
LenbHas AHporeHHas
XONecTepuH, 10 % viv YCITOBUAX «HanXygLiero
KpOBb cybcTaHums
Tpurnuuepugbl cnyyasy
"enapwuH "enapvH AHTUKOANVIISIHT 0,15 ME/mn KoHueHTpauus B
OOTA-K2 OOTA-K2 y 0,5 mM/mn BaKyyMHOW nNpobupke
. MNHTepdepoH
NaindpdpepoH® 500 ME/mn
epep anbga-2b Mpenapatbl,
PubasupuH PubasupuH HasHavyaemble npu 0,04 mr/mn
3eddbukc® JlamusyanH Tepanum 0,02 mr/mn
OHTekaBu renaTuToB
®p OHTekaBup 0,1 mKkr/mn
CaHpos H
BanuukoH® Banauuknosup 20MKr/Mn iMx?(HZi::ém
TeHodoBUp TeHodoBup 1 MKr/mn ABYXkp
npeBblLEeHNe
AbakaBup 6 mkr/mn .
Kueekca Iy 4 keI MaKcmasnbHom
amnBy/AnH TepaneBTUYECKOMN
[nsaBepokc® 3ngoByavH Mpenaparhl, 5mkr/mn KOHLEHTPALMM B NAa3me
JTamuByanH Ha3Ha4aeMmsble npu 4 mKr/mn
PanTerpa PanTerpasup Tepanuu BUY 10 mkr/mn
AsntpoMuumH  A3NTpoOMULNHA 1 MKE/MA
dopTe-annym avrngpat
TuBunkan® HonyTterpasup 3 MKr/mn
OdaBunpeHs OdaBunpeHs 10 mkr/mn

Hanuune BO3MOXHOro uHrmbupytowero addekra oueHuBanocb NyTéEM

npoBeaeHus

npouenypbl akcTpakumm HK ¢ ucnonb3oBaHnem Habopa wu3 obpasuoB, B KOTOpble
pobaBnsanucb NoTeHumanbHble MHTePdEPEHTLI B KOHLEHTpaLMAX cornacHo tabnuue 9 m
cTaHOgapTHble obpasupl cogepxawme OHK wn PHK. [Hanee c
3KCTparmpoBaHHbIM1 obpasuamu nposogunu MUP n OT-MLUP ¢ getekumen B pexunme
«peanbHOro BpeMeHU».

Mo pesynbTatam oueHkM OblNo onpefeneHo BelwlecTBO (renapuH), Bnusilowee Ha
apekTnBHocTb akcTpakumm OHK/PHK ¢ wucnonb3oBaHvem Habopa «HK-400 (R)» u
nHrnbupyrowee MUP/OT-MUP, a Takke nokasaHo, YTO OCTarnbHbIE UCMbITAHHbIE BELLECTBA
B KOHUEHTpaumax corfiacHo Tabnuue 9 He oOKasblBalT BIUSHUA Ha 3(PEEKTUBHOCTb
akcTpakumm HK ¢ ncnons3osaHnem Habopa u He nHrnbmpytot MUP/OT-MLP.

npeanpuaTus,
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11 NPOBEAEHUE UCCJIEAOBAHUA

11.13kctpakuua [OHK/PHK npu wucnonb3oBaHuun ¢opmbl Bbinycka 1
(aBTOMaTM4YeCcKaa wMeToAMKA C MUCMONMb3OBaHWEM aBTOMAaTU4YECKOW CTaHLUUM
«Amplitech E1»)

BHUMAHMUE! lNepen Havanom paboTbl HEOOXOAMMO O3HAKOMUTLCA C PYKOBOLCTBOM MO
aKcnsyatauum asTomatudeckon ctaHumm «Amplitech E1».

BHUMAHMWE! [1na BHeCeHUs B A4ENKM KapTpuoKa nccrnegyembix U KOHTPOSbHbIX 06pa3suos
MCNonb30BaTb OQHOPA30BblIE HAKOHEYHWUKM C (PnNbTPOM ANns Kaxgoro obpasua.

11.1.1 MNMoproToBKa peareHToB

11.1.1.1 NMoAroToBUTb UCNOMb3yeMble KOHTPOISbHbIE 06pa3ubl (HaNpUMep, BHYTPEHHUI
KOHTposib (BK), nonoxuteneHbin KOHTposib ([1K), oTpuuaTenbHbI KOHTPOSb
(OK)), Bxogsawume B coctaB Habopa peareHToB anga nposeaenus MNMUP/OT-TLP n
ncnonb3yemble CO CTagun  IKCTpPakKuuK, COrfacHO WHCTPYKUMM N0  ero
NPUMEHEHNIO.
11.1.1.2 NpokonoTb 3aWMTHYIO POSIbIIMPOBaHHY0 MNEHKY HEOBXOAMMOro KormyecTsa
A4eek kapTpuaxa B bnoke 1 n/unu 2 ¢ ncnonb3oBaHMEM CNeLNanmM3MpoBaHHOIO
nepdgopatopa (BXogMT B KOMMSEKT MOCTaBkM cTaHumm «Amplitech E1») gns
nocrneyLero BHeCEHUS UccrneagyembiX U KOHTPOSMbHbIX 06pasLoB.
BHUMAHMWE! NMpwn akctpakuun n3 800 mkn obpasua Heo6XoaANMMO NPOKOSIOTb BCE SYENKN
Bnoka 1 n 2. O6pasew, BHocutcst no 400 MKnN OAHOBPEMEHHO B ABE SYENKM (B OOHY B paay
A n B ogHy B psaay E).
BHUMAHWUE! B kapTpuaxe ¢ paHee BCKPbITbIMU U UCMOMb30BaHHBIMU O 3KCTPaKUmn
A4yerkaMmn HeobxoaMMo 3aKenTb JaHHble AYENKN KNEenKon NEHKOW, BXOASLEN B cocTaB
Habopa, pa3pe3aB €€ N0 HAHECEHHBLIM NTIUHUSAM.
BHUMAHMWE! Nccneayemble o6pasubl, BK 1 koHTponu (OK, IMNMK) gomkHbl 6b61Tb BHECEHDI B
SAYENKN KapTpuoKa He nNo3gHee YeM Yyepes ABa vaca nocrne BCKPbITUS AYEeK.

11.1.2 BHeceHue o6pa3LoB U 3anyck NpoTokona B paboTy

Mopsagok aenctemn npwu nposegeHun akcTpakumm nd 400 n 800 mkn mccnegyemoro
obpasua ykasaH B Tabnuue 10.

Tabnuya 10
BHeceHune obpa3uoB n 3anyck npoTokona B paboTy

AkcTpakuma us 400 mkn nnasmbl AkcTpakuma us 800 mkn nnasmbl
1. BHecT BO BCKpbITble (NPOKONOTbIE) AYenku | 6. BHECTM BO BCKpbITbie (MPOKOMOThIE) SYENKM

kapTpuoxa psgos A/E no 10 mkn BK. kapTpuoxa psgos A n E no 10 mkn BK.
2.[o6aBnTb B A4erikn C yxe BHeCEHHbiM BK | 7. Jo6aButb B s4enkn C yxe BHeCEHHbIM BK
nccnegyemble M KOHTPOSbHble obpasubl B | uccnegyemble W KOHTPOSbHble  0bpasupbl,
obbéme 400 MKn, MCnonb3ys Ons Kakaoro NCNonb3ys Ans Kaxgoro obpasua otaenbHbIN
obpasua oTaenbHbI HakOHeYHUK. Kaxabin HakOHeYHMK. Kaxabih obpasel, BHOCUTCS MO
obpasel, AomKkeH BbITb BHECEH B oTAenbHyto | 400 Mkn B ofHy sidenky B psgy A v B OOHY
AYenKy KapTpuaoxa. adeky B psagy E  (aderikm  gormkHbI
BHUMAHUE! Bo wu3bexaHne nonyyeHus pacrnonaratbCa B OAHOM CTOnbLe KapTpuaxa).
HeBanuaHbiX pesynbtatoB, He Agonyckaetcs |BHUMAHUE! Bo wu3bexaHne nonyyvyeHus
BHECEHME B AYEeNKM KapTpuaKa uccriefyemblX |HeBanuAHbIX pes3ynbTaToB, He [onyckaeTcs
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AkcTpakuma n3 400 mkn nnasmbl

AkcTpakuma n3 800 Mkn nnasmbl

obpasLoB, cogepxaLunx CrycTkv, Cnnsb 1 apyrue

np1MMecK, cnocobHble 3aKynopuTb 04HOPa30BbIe

HaKOHEYHMKN aBTOMaTU4EeCKOW CTaHLUUN.

BHUMAHME! NMocne BHeceHus nccnegyemblx,

KOHTpOnbHbIX 06pasuoB u BK npoueaypa

3KCTpaKuun Ha aBTOMAaTUMYECKOW CTaHuun

AoKHa ObITb 3anyweHa B TedeHne 30 MuH.

3. PasmecTtutb Ha paboyem crone
aBTOMaTUYeCKoM cTaHumu cornacHo
PYKOBOACTBY N0 €€ NPUMEHEHUIO: KapTPUaX C
BHECEHHbIMK KccregyemMbiMn obpasuamm n
KOHTpONAMKW, Heobxoaumoe  KONMmM4ecTBO
O[HOPAa30BbIX HAKOHEYHUKOB W NPOBUPOK,
BXOOAWMX B COCTaB Habopa, a Takke
ncnonb3yemble KOHTEMHepbl Ans  anwata
(Mpn py4yHOM nNOAQroTOBKE K NPOBELEHUIO
MUP/OT-MNUP) nnn npobupkn nnaHweTa m3
ncnonedyemoro MNUP/OT-MNUP Habopa (npwu
aBTOMaTU3MPOBaHHOM noaroToBke K
nposegeHuto MUP/OT-MNLP).

4. 3anyctutb BbINONHEHNEe npoTokona
akcTpakumm HK wn3 400 mkn cornacHo
pyKOBOACTBY no akcnnyaTauum
aBToMaTtmyeckon ctaHuum «Amplitech E1» ¢
NCMNonb30BaHUEM LUTPUX-KoAa ANs NPOTOKoNa,
YKasaHHOro B KpaTKOM PYKOBOACTBE O
npumeHeHunio Habopa «HK-400 (R)».

MpnumevaHune

1 [lpn pyyHOW nMOArOoTOBKE K MNPOBEAEHUIO
MUP/OT-MUP 06b€ém anoumun ykasatb B NPOTOKOME
B COOTBETCTBUU C I/IHCprKLLI/IeVI no nNpuUMeHeHUto
ucnonssyemoro MNUP/OT-MNLP Habopa peareHToB.

2 Tlpu aBTOMaTU3MPOBAHHON MOArOTOBKE K
nposegeHuto TUP/OT-MNUP ¢ wcnonb3oBaHnem
aBTOMaTUYECKOW  CTaHuuu «Amplitech E1»
Mcnonb3oBaThb LUTPUX-KoA4 and NpoTOKONa,
YKa3aHHOro B MHCTPYKUMNN no NPUMEHEHUo
ncnonsayemoro MNMUP/OT-MLUP Habopa peareHToB.

5.Mpn pyyHOM noOAroTOBKE K MNPOBEAEHUIO
MUP/OT-MUP HagocagodHas >XWMAOKOCTb B
KOHTEMHepax Ans anwara, noryvyeHHas B
pesynbtate aBTOMATUYECKOW 3IKCTpaKuum,
coaepxut ounweHHole HK, koTopble MOXHO
ncnonb3oBaTb 415 NOCTaHOBKM peakumn OT
n/vinn MUP.

BHECEHVE B AYeNKN KapTpuaxa uccnegyembix

o6pasLoB, coaepKaLumnx CrycTku, Crnvsb 1 apyrme

npvmMecu, cnocobHble 3aKynopuTb O4HOPA30Bble

HaKOHEYHMKN aBTOMaTU4ECKON CTaHUUN.

BHUMAHME! lNocne BHeceHus nccrnegyemsblx,

KOHTpOnbHbIX 06pasuoB u BK npoueaypa

3KCTpaKkuuM Ha aBTOMAaTMYECKOW CcTaHuum

[OIMKHa ObITb 3anyweHa B TedeHne 30 MuH.

8. PasmecTtutb Ha paboyem crorne
aBToOMaTn4YecKomn cTaHuum cornacHo
PYKOBOACTBY MO €€ NPUMEHEHUIO: KapTpUaX
BHECEHHbIMN UccrneayembiMn obpasuamm n
KOHTponamK, Heobxogumoe  KONMYecTBO
OLHOPA30BbIX HAKOHEYHUKOB W NPOOBUPOK,
BXOOSAWMX B cocTaB Habopa, a Takke
nucnonb3yemble KOHTEMHepbl And  antaTa
(NMpn pyy4yHOW NOArOTOBKE K MNpPOBEOEHUIo
MUP/OT-MUP) wnn npobupkn nnaHweTa 13
ncnonedyemoro LP/OT-MNUP Habopa (npw
aBTOMaTM3MPOBaAHHON noaroToBke K
nposegeHuto MUP/OT-MLP).

9. 3anyctutb BbIMOSTHEHNE npoTokona
akcTpakuum HK w3 800 wmkn cornacHo
pyKOBOACTBY no akcnnyaTauum
aBTomaTmyeckon ctaHuum «Amplitech E1» ¢
MCNonb3oBaHNEM LUTPUX-KoAa A58 NPOTOKona,
YKa3aHHOro B KpaTKOM PYKOBOACTBE MO
npumMmeHeHuio Habopa «HK-400 (R)».

1 Tlpn py4yHOM MOAroTOBKE K MNPOBEAEHMUIO
MUP/OT-MNLUP o6bém antouun ykasaTb B NPpOTOKONE
B COOTBETCTBUW C WHCTPYKUMEN MO NPUMEHEHUIO
ucnonbsyemoro MNMUP/OT-IMLUP HaGopa peareHToB.

2 [lpn aBTOMaTM3MPOBAHHOW MOAMOTOBKE K
nposegeHuto MUP/OT-MUP ¢ wncnonb3oBaHvemM
aBTOMaTUYeCKon  CTaHuuu «Amplitech E1»
MCMNonb30BaThb LUTPUX-KOoA ana npoTOoKONa,
YKa3aHHOro B MHCTPpYKUMNN no NPUMEHEHUo
ncnonsayemoro MNMUP/OT-MLP Habopa peareHToB.
10. [pu py4HOM NOArOoTOBKE K MPOBEOEHUIO

MUP/OT-MUP HagocagodHasa XWOKOCTb B
KOHTEMHepax [Ans antaTa, NofnyyeHHas B
pesynbTaTe aBTOMAaTUYECKOW 3KCTpaKuumu,
coaepxut ounwieHHble HK, koTopble MOXHO
ncnonb3oBaTb A5 NocTaHoBkM peakumm OT
n/vinn MUpP.
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11.2 9kcTpakuma OHK/PHK wmn3 400 mkn nna3mbl npyM UCNONb30BaHMU (hOpMbI
BbiNycka 2 (aBToOMaTMn4yecKkas MeToamkKa ¢ MCnosib3oBaHMEM npoueccopa MarHUTHbIX
yactuy KingFisher™)

BHUMAHMWE! lepen Hayanom paboTbl HEOOGXOAMMO O3HAKOMUTLCA C MHCTPYKUMEW MO
akcnnyartauum npoueccopa KingFisher™,

BHUMAHWE! [1na BHeCeHUs B JIyHKU NNaHLIeTa peareHToB, UccneayemMbliX U KOHTPOSbHbIX
o6pa3LoB MCNOMb30BaTb OAHOPA30Bble HAKOHEYHUKM C  (PUNbTPOM AONs  KaKAoro
peareHTa/obpa3sua.

11.2.1 MNMoparoToBKa peareHToOB

11.2.1.1 NepemewaTtb TwartenoHo B3banTbiBaHMem bydep H1, bydep H2(R), u
Bydep H4(R).

11.2.1.2 NMoAarotoBUTb UCNOSb3yeMble KOHTPOSbHbIE 06pa3ubl (Hanpumep, BHYTPEHHWUIA
koHTponb (BK), nonoxutensHbin koHTporb (1K), oTpuuaTenbHbid KOHTPOSb
(OK)), Bxogsawume B coctaB Habopa peareHToB anga nposeaenus MUP/OT-MLP n
ncnonb3yemble CO CTagun 3KCTpPakKuuW, COrNacHO WHCTPYKUUM MO  ero
NPUMEHEHNIO.

11.2.1.3 lNonHoCTLIO pecycneHampoBaTth cogepXxumoe npobupkn ¢ PeareHtom MH Ha
BopTekce. COpocuTb Kannum C  KpbIWKM  NpoGUpKM  BpydHyto, 6e3
LeHTpUdYrnpoBaHus.

11.2.1.4 BHecTun BCE cogepxumoe npobupkn ¢ PeareHTtom MH 1 BK, ecnu oH BKNHOYEH
B cocTaB Habopa peareHTtoB ans nposegeHus MNUP/OT-MNUP, B bydep H1.
MMonyyeHHyt0 cCMmecb TwWaTenbHO nepemMewaTb B3banTbiBaHMeM. Cmecb
ponyckaeTtcsa xpaHntb He 6onee 10 gHen npu TemnepaTtype ot 2 °C go 8 °C.

11.2.2 MoaroToBKa rny60KONyHO4YHbIX NAHLIETOB

lMepen npoBeneHVeM aBTOMaTUYECKOW 3KCTPaKUMW C UCMONb3OBaHMEM npoLueccopa
KingFisher™ HeobxoaMmo pasHecTu peareHTbl, BXoAslne B COCTaB gaHHOro Habopa, no
rny6oKONTyHOYHbIM nfiaHWweTaMm, COBMECTMMbIM C npubopom. [Ona 3aToro Heobxogmmo
BbIMNOSTHATL NOPSALAOK OENCTBUMN, YKa3aHHbIN HUXE.

11.2.2.1 NMpomapkmposaTtb 5 rnybokonyHouHbix nnaHweTos: H1, H2(R), H4(R), 3, INp.

11.2.2.2 B nyHkn nnaHweta H1 BHectn no 600 mkn nogrotoeneHHon cmecu BK,

PearenHta MH n bydepa H1.

11.2.2.3 B nyHku nnaHweTta H2(R) BHecTtn no 700 mkn bydepa H2(R).

11.2.2.4 B nyHku nnaHweTa H4(R) BHecTtn no 900 mkn bydepa H4(R).

11.2.2.5 B nyHkun nnaHweTta 3 BHeCTU Tpebyembin 06béM Bydepa H4(R).

MpumeyaHune - Tpebyembin 06béM Bydepa H4(R) (06BEM antounn) CM. B MHCTPYKLUKN K
ncnonb3dyemomy Habopy peareHToB Ansi nposegeHus NMUP/OT-MLP.
BHUMAHUE! He gonyckaetca xpaHeHue nnaHweTta O B OTKPLITOM BuAe BO nsbexaHue
ncnapenus H4(R) n ymeHblieHnsa o6béma peareHTa B S4enKax.

11.2.2.6 B nnaHweT 'p nomecTnTb Hacagky Ha MarHUTHyto ronosy KingFisher™.
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11.2.3 3arpy3kKa npoToKona 3KcTpaKkuuu

[Ons nposeneHus akcTpakumm HK ¢ ncnonb3oBaHneM npoueccopa MarHUTHbIX YacTul
KingFisher™ HeobxoguMmo wucnonb3oBatb npotokon  akcTpakumm  «NA400R-KFy»,
pacnonoXxeHHbln No agpecy: http://www.amplitech.ru/resources/. 3arpyska npoTtokona B
nporpammHoe obecneveHne «Thermo Scientific™ BindIt™ Software for KingFisher™
instruments»’ gna pa6oTtel ¢ npubopom KingFisher™ ocyllecTBNsSeTcs CornacHo
PYKOBOACTBY MO 3KCNyaTtaumm nporpaMMHoro obecneyeHus.

11.2.4 BHeceHune o6pa3LoB U 3anyck NpoTokona B paboTy

11.2.4.1 BHeCTM B S4ENKM MOArOTOBNEHHOrO nnaHweTa H1 ¢ peareHTamu uccnegyemoie
n koHTponbHble (MK, OK) o6pasubl B 06 bE€Me 400 MKII, UICNOMb3Ys ANs KaX4oro
obpasLa oTAeNbHbIN HAKOHEYHNK.

11.2.4.2 BeibpaTb B nporpammHomMm obecneveHmnn « Thermo Scientific™ BindIt™ Software
for KingFisher™ instruments» 3arpyxeHHbin npoTokon « NA4OOR-KF».

11.2.4.3 o 3anpocy nporpaMmmHoro obecnevyeHns npubopa YCTaHOBUTb B HEro
nogrotosneHHole nnaHwetsl H1, H2(R), H4(R), 3, Ip. lNocne ycrtaHOBKM
nnaHweToB 3anycTnTb npouenypy akctpakumm AHK/PHK.

11.2.4.4 HagocagoyHass XuOkocTb B nfaHweTe 3O, NofydYeHHad B pesynbTaTte
aBTOMATUYECKOM IKCTPaKUUK, COLAEPXUT ounweHHble HK, KoTopble MOXHO
ncnonb3oBatb Angd noctaHoBkn OT w/vnu MUP.

11.3 Jkctpakuua OHK/PHK npu ucnonb3oBaHuu c¢popMbl Bbinycka 2 (py4Has
MeToAMKa C UCNOSIb30BaHMEM MarHUTHOrO LWTaTuBa)

BHUMAHWUE! [na BHeceHuss B NpoOWpKM peareHToB, MUCCeayeMblX W KOHTPOSbHbIX
obpasyoB MCNonb3oBaTb OAHOPA30Bble HAKOHEYHWKM C  UABTPOM ANA  Kaxgoro
peareHTa/obpasua.

11.3.1 MNMoproToBKa peareHToB

11.3.1.1 lNepemewaTs TwarensHo B3banTbiBaHnem bydep H1, Bydep H2(R),
Bydep H3(R) n bydep H4(R).

11.3.1.2 NMoAarotoBUTb UCNOSb3yeMble KOHTPOJSIbHbIE 06pa3ubl (HAaNpUMep, BHYTPEHHWUIA
KoHTponb (BK), nonoxuteneHbin KOHTponb ([K), oTpuuaTenbHbI KOHTPOSb
(OK)), Bxogswume B coctaB Habopa peareHToB anga nposeaeHus MUP/OT-TMLP n
nucrnonb3yemMmble CO CTaAuMM 3KCTPaKUMWU, COMMacHO WHCTPYKUUM MO  ero
NPUMEHEHWNIO.

11.3.1.3 lNonHoCTLIO pecycneHampoBaTth cogepXxumoe npobupkn ¢ PeareHtom MH Ha
BopTekce. COpocuTb Kannum C  KpblWKKM  NpoBUpKM  Bpy4YHyto, 6e3s
LeHTPUAYrnpoBaHnS.

11.3.1.4 BHecTu BCE cogepxmmoe npobupkn ¢ PeareHtom MH n BK, ecnun oH BKNOYEH
B cocTaB Habopa peareHTtoB ans nposegeHus [NLUP/OT-MNUP, B bydep H1.
lMonyyeHHyt0 cMmecb TwaTenbHO nMepemMewwaTs B3banTbiBaHMeM. Cmecbh
ponyckaeTcsa xpaHuTb He 6onee 10 aHen npu TemnepaType ot 2 °C go 8 °C.

7 MporpammHoe obecneveHne NocTaBnseTcs ¢ NPOLECCOPOM MarHUTHbIX YacTul KingFisher™.
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MpumeyvaHue - MNpu nccnegosaHnm Hebonblloro konunyectTea obpasuos PeareHt MH n BK
AOMyCcKaeTcsi BHOCUTb HEMOCPEACTBEHHO B NPOOMPKN ANsi NPOBEAEHUST AKCTPAKLMKN U3 pacyéTa Ha

oavH obpaseu;: 15 mkn PeareHta MH n 10 mkn BK.

11.3.2 MpoBepeHune akcTpakuum AHK/PHK

Mopsgok genctBun nNpwu nposeneHun akctpakumm mns 400 n 800 mkn uccnegnyemoro
obpasua ykasaH B Tabnuue 11.

Tabnuya 11

NMpoBepneHune akctpakuum AHK/PHK ¢ ncnonbsoBaHnem MarHMTHOro witatuea

AkcTpakuma n3 400 Mkn nnasmbl

AkcTpakuma ns 800 Mmkn nnasmbl

9.

MpomapknpoBaTtb Heobxoanmoe
KONMMYEeCTBO  OOHOPAa30BbiX  MPOOBMPOK
obvémom 1,5Mn ansa mccnegyemblx w
koHTponbHbIX (OK, MK) o6pa3uos.

.BHecTn B kaxayl NpomMapKMpOBaHHYH

npobupky:

a) no 600 MKN NOAroTOBMIEHHON CMecwH
BK, PeareHta MH n bydepa H1,

nnm

6) no 10 mkn BK, 15 mkn Pearenta MH un
no 600 mkn bydepa H1.

. BHecTn B npomMapkupoBaHHble NPOGMPKM

nccrnegyemble U KOHTPOrbHble 06pasubl
B 00béme 400 mkn, wucnonb3ys Ans
Kaxkgoro obpasua OTOENbHbIN
HaKOHEeYHVK. [NOTHO 3aKpbiTb KPbILLKW,
nepemeLlaTb Ha BOpTEKCE.

.Momectntb nNpobupkn B TepmocTaT C

Temnepartypon 80 °C Ha 5 MuH.

.ﬂepemeLuaTb cogepxxnmoe npo6|/|p0K n

OCaaunTb Karnjin Ha BOpPTEKCe.

.Momectnteb NpobUpKkN B  MarHUTHLIN

WTaTMB HA 3 MUH.

.Bbe3 cHsaTus npobupok co wrtaTuea, Mo

BHYTPEHHEN CTEeHKe npobupkn
OCTOPOXHO OTObBpaTb HagocagouvHYyHo
XWOKOCTb, ncnonb3ys BaKyyMHbIN

oTcacblBaTenb 1 OTAENbHbIA HAKOHEYHMK
6e3 hunbTpa ansa kaxgoro obpasua.

.Jo6aButb B npobupkn no 700 Mkn

Bydepa H2(R). MnoTHO 3aKpbITb
KPbILLKM, NepemellaTb Ha BOpTEKCe.
MomecTntb nNpobupkn B TepmocTaT C
TemnepaTypou 80 °C Ha 3 MUH.

10. lMepemeluaTb cogepxMmMoe NpoGUpPoK

M 0CaaunTb KarnJjin Ha BOPTEKCeE.

11. TlMomecTnTb NPOGUPKM B MarHUTHbIN

WTaTUB Ha 2 MUH.

12. YpganuTb HagoCafo4HYK >KUOKOCTb

aHanornyHo n. 7.

1.MpomapknpoBaTb  HeobxoaumMoe  KONM4ecTBO
OAHOpPAa30BLIX MNpobupok obbémom 1,5 mn ans
unccnegyemblx UM KoHTponbHbiXx  (OK,  T1K)
00pasLoB.

BHUMAHME! lMpu akcTpakumm n3 800 mkn obpasua

B OAHMX WM Tex >xe npobupkax nocrnegoBaTenbHO

nposoauTca ABe npouedypbl nmsnca 400 mkn

obpasua. Heobxognmo  ctporo  cobniogatb

CcooTBETCTBME 06pa3LOB MapKMpoBKE NPOBMPOK.

2. BHecTu B kaxayto NpoOMapKMpoBaHHY Npobupky:
a) no 600 mkn nogrotoeneHHonm cmecu BK,
PeareHta MH n bydepa H1,
nnm
©6) no 10 mkn BK, 15 mkn PeareHta MH 1 no
600 mkn Bydepa H1.

3.BHecTM B NpOMapkupoBaHHble  MPOBUPKM
uccnegyemble U KOHTPOrbHble 06pa3Lbl B 00 bEME
400 mkn, wcnonb3yss Ans  Kaxgoro obGpasua
OTAenNbHbIM  HaKOHEYHWK. [INOTHO  3aKpbITb
KpbILLKK, NepemMeLlaTb Ha BOpTEKCE.

4.Momectute  npobupkn B TepmoctaT C
Temnepartypon 80 °C Ha 5 MUH.

5.Mepemewatb cogepxunmoe npobupok n ocaguTb
Kannu Ha BopTekce.

6. MomecTnTb NPOBMPKN B MarHUTHbLIN WITATUB Ha 3
MWH.

7.Bbe3 cHATMA nNpobupok CcoO wTatuMBa, MO
BHYTPEHHEN CTeHKe MpobupKM  OCTOPOXHO
oTobpaTe HagOCaOOYHYK XWAOKOCTb, MCNOSb3ys
BaKyyMHbIA  OTcacbiBaTeNlb W OTAEMNbHbIN
HakoHeuYHuK 6e3 unbTpa 4ns Kaxgoro obpasua.

8.MosTOPUTE  nMpouenypy  nu3uca  (nNn.2-7),
nobaenas  uccnegyemble U KOHTPOSbHblE
obpasubl B npobupku, cTporo cobntogas
MapKUPOBKY.

9. Jo6asnTb B Nnpobupkm no 700 mkn Bydepa H2(R).
MNOTHO 3aKpblTb KPbIWKW, MNepemMewatb Ha
BOpTEKCE.

10. TlMomectutb npobupkn B TepmocTaT C
Temnepartypon 80 °C Ha 3 MUH.
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AkcTpakuma n3 400 Mkn nnasmbl

AkcTpakumsa ns 800 Mmkn nnasmbl

13. He BblHMMas M3  MarHMTHOIO
wraTtnea, gobasutb no 700 mkn Bydepa
H3(R) n octaBntb Ha 1 MUH.

BHUMAHME! lNocne pnobaenennsa bydepa

H3(R) cogepxmmoe  nNpobupok  He
nepemewwmnBaThb.
14. YpanuTb HagoCafouYHY KWOKOCTb

aHanornyHo n. 7.

15. He BblHUMas nNpoGupkm u3
MarHWTHOrO WTaTMBa, 400aBUTb B HUX NO
900 mkn bydepa H4(R) n octaButb X B
lwTaTMee Ha 3 MUH.

BHUMAHMUE! lNocne no6aesnernsa bBydepa

H4(R) comepxumoe  npobMpoKk  He
nepemMewnBaTthb.
16. YpanuTb HagoCagouHYH KUOKOCTb

aHanormyHo n. 7.

17. [Oo6GaBuTb B nNpobupkn Tpebyembin
06bém bydepa H4 (R). MNNoTHO 3aKpbITb
KPbILLKKW, NepemMeLlaTb Ha BOpTeKce.

MpumedaHne - Tpebyembin 0OBLEM
bydepa H4(R) (06vém oanwoumn) cm. B
WHCTPYKUMM K  WUCNomnb3yemMomy  Habopy

peareHToB onsi npoeaexus MUP/OT-MLP.
18. TlomecTtuTtb Npobupkn B TEpMOCTAaT C

Temnepatyporn 80°C Ha 5 MuH,
nepemMeLunBas Kaxable 2 MUH.

19. Ocagutb Kannm Ha BoOpTeKce U
NOMECTUTb MPOOUPKM B MarHUTHLIN
LUTATMB Ha 2 MUH.

20. Hapocapo4Hyto KNOKOCTb,

cogepxawy ouuweHHole HK, MoXxHO
ncnonb3oBaTb AN NOCTAHOBKM peakLuu
OT w/vinn MUP.
BHUMAHUE! Ot60p oumnweHHbix HK gns
NpoBedeHNs OarnbHENLero nccnegoBaHns
ocyuiecTensietca 6e3 cHATUA Npobupok ¢
MarHuMTHOro TaTunBea.

11. [llepemewatb cogepXumoe npobupok wu
0oCcaauTb Kanmnm Ha BopTeKCe.

12. [lomecTuTb NPOOMPKM B MArHUTHbIN LUTATUB Ha
2 MUH.

13. Ypanutb Ha4oCaA04HYHO XNOKOCTb
aHanornyHo n. 7.

14. He BbHMMas 13 MarHUTHOrO LITATUBA,
pobaeutb no 700 wmkn bydepa H3(R),

WHKYOGupoBaTb NpwM KOMHATHOW Temnepartype 1
MWH.
BHUMAHME! lMocne po6aeneHuns bydepa H3(R)
coaepXXmmoe npobupok He NepemeLlunBaThb.

15. Ypanutb HagoCago4vHYo KNOKOCTb
aHanornyHo n. 7.
16. He BblHMMas npobUpKM M3 MarHUTHOrO

wratmea, gobaBntb B HUx no 900 mkn Bydepa
H4(R) n ocTaBuTb KX B LUTATUBE Ha 3 MUH.
BHUMAHME! TlMocne po6aeneHns bydepa H4(R)
coaepXnmoe npobupok He NnepemeLlInBaThb.
17. Ypanutb HagocafouHyo XUOKOCTb
aHanornyHo n. 7.
18. [NoGaButb B nNpobupkn Tpebyembli OOBLEM
Bydepa H4(R). [NOTHO 3aKpbiTb  KPbILWKWN,
nepemMeLlaTb Ha BOpTEKCe.

MpumedaHue - Tpebyemslii 06béM Bydepa H4(R)
(06bEM anounMM) CM. B MHCTPYKLUUM K MCMNONb3yeMOMYy
Habopy peareHToB ans nposegenus MUP/OT-MLP.

19. [llomectutb npobupkm B TepmocTaT C
Temnepatyponn 80 °C Ha 5 MuH, nepemelunBas
Kaxkable 2 MUH.

20. OcaguTb kannM Ha BOpPTEKCe U MOMECTUTb
NPOBUPKN B MArHUTHbLIN LUTATUB HA 2 MUH.

21. HapocagouyHyt  KWUOKOCTb,  COAepXKallyro
ounileHHble HK, MoOXHO wucnonb3oBatb And
noctaHoBkn peakumm OT w/vnu MNMLP.

BHUMAHMUE! Ot60p oumweHHbix HK ans
npoBeaeHnst JanbHenLero nccneaoBaHus
ocyulectBnsieTca 06e3  cHATMS  NpobOMpok C

MarHMTHoOro wrtaTtmBea.

11.4 XpaHeHue oumweHHbIX HK
Ana xpaHeHusa HK Heobxogumo,

He 3axBaTbiBad MarHeTu3npoBaHHYIKO CUIIUKY,

nepeHecTn HagoCagOuHYIO XXMAKOCTb B HOBYHO MPOOMPKY.
PekomeHagyeTtca xpaHuTb ounweHHyo JHK:
e npu TemnepaTtype o1 2 °C go 8 °C He bonee Hegenu,
e nNpu Temnepartype ot MuHyc 24 °C go munyc 16 °C He 6onee 6 mecsaues.
PekomeHagyeTtca xpaHuTb ounweHHyo PHK:
e npu Temnepartype ot 2 o 8 °C He 6onee 4 v,
e Npu TemnepaType oT MuHyc 24 oo muHyc 16 °C He Bonee Hegenw.

HK-400 (R)
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12 KOHTPOJIb KAHECTBA

12.1 KoHTponu, ucnonb3syemble 3tTane akctpakumm HK

KoHTponb 3Tana akcTpakumm HK ocywecTBnseTcs OOHOBPEMEHHO C  OLEHKOM
[OCTOBEPHOCTM  pe3ynbTaToB dTana aMniaMduKkaumMm  COrmacHO  MHCTPYKUMW K
ncnonb3yemomy Habopy peareHtoB ans nposegeHus T[MLP/OT-MLUP. PesynbTaThl
nccnenoBaHnst KOHTponen, npoxoaswmx akcTpakumio HK Bmecte ¢ uccnegyembivu
obpasuamn, JOIMKHbI COOTBETCTBOBATL KPUTEPUSM OLIEHKM, YKa3aHHbIM B UHCTPYKLUMK MO
npumMeHeHnto Habopa peareHToB ans nposeaeHuna MNMUP/OT-MUP.

12.1.1 OTpuuaTenibHbIA U NONOXUTESNIbHbIW KOHTPONKU

Kaxxgas rpynna akcTparnpyembix 06pasuoB JOSMPKHA BKIKOYATh KOHTPOSbHbIE 06pasLbl,
€CNn OHW NpefyCMOTPEHbl Ans MPOBEeAEHUs UCCeaoBaHUs COrfacHO WHCTPYKUUK K
ncnonb3dyeMmomy Habopy peareHTtoB ans nposegeHuna MNMUP/OT-MUP:

e OK ang BbIsiBNeHWs KOHTaMUHaLMK B NpoLiecce NpoBeaeHUs UcCrneaoBaHns;

e [1K ons KOHTPONSA KOPPEKTHOrO MNPOXOXAEHNA NCCrneaoBaHus.

12.1.2 BHyTpeHHUN KOHTPONb

[nsa KoHTpona kayecTBa akcTpakumm HK 1 oLeHKn BAMaHNA MHIMMBUTOPOB Ha pesynbTaThbl
amnnuuKkauum B MUCCNeaoBaHUM MOXET WCMONb30BaTbCA 9K30reHHbINE BHYTPEeHHUA
KoHTposnb (BK), koTopbin go6aBnsieTcss Ha aTane 3KCTPaKUMM B KaxObl Mccrenyembin m
KOHTPONbHbIN  0Opaseu. OtcytctBne pesynbtatoB amnnudpumkaumm agna BK n
OLHOBPEMEHHO AN BbIABNAEMON MULLEHN CBUAETENbLCTBYET O BO3MOXHOM MPUCYTCTBUM
nHrnéutopos NMUP/OT-MLIP B obpasue.

12.2 MoHMUTOPUHIr nabopaTopumn Ha HanNnUu4ne KOHTaMMHauumn

[ns BbISiBNEHMS BO3MOXHOW KOHTaMUHauuu nabopatopum npogykramu amnnmdukaumm,
nccnegyemMbiMn 1 KOHTPOSbHbIMKU O0Bpa3suamn pekoMeHayeTcs pa3 B Mecsl, UccrneaoBaTb
CMbIBbl C paboumx noBepxHocTen nabopatopHon mebenu, obopyaoBaHNsa N NOBEPXHOCTEN
noMeLLeHnn cornacHo npouenype, ykasaHHon B MY 1.3.2569-09. lMpn o6HapyxeHun
KOHTaMMHauMm HeobxoaMMO MPOBECTU MEPONpUATUS MO €€ YCTPaHEHMIO COrfliacHo
yKazaHusaM, onncaHHbivM B MY 1.3.2569-09.

8 BK, BxogsLwmi B coctaB Habopa peareHToB ans nposegeHus MNUP/OT-MLP.
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13 ®YHKUUOHAIbHbIE XAPAKTEPUCTUKUN HABOPA

AddekTnBHocTb akcTpakunn OHK/PHK ¢ nomowbio Habopa ykasaHa B Tabnuue 12.
YKasaHHble 3Ha4YeHUs1 XapakKTepuUCTUKU JocTuraetcs npu cobnogeHun TpeboBaHun,
npuBenEHHbIX B pasgerne 10.

Tabnuua 12
AddekTuBHoCcTb akcTpakuum OHK/PHK ana Ha6opa «HK-400»
O6bEM UccneayeMoro AhdheKkTUBHOCTb IKCTPaKLmm (C AocToBEepPHOCTLIO 95 %), %
o6pasua, MKn OHK PHK
400 98,9 — 100 99,5 -100
800 98,9 — 100 99,5 -100

Habop obecneumBaeT akcTpakumio [HK/PHK ¢ ynctoton, goctatodHon Ansi BbigBNeHUs
OHK/PHK metogom TMUP/OT-MNUP ¢ getekumen npoaykToB amnnudukaumm B pexume
«peanbHoro BpemeHn» B 95 % cny4aes.

AP PEKTUBHOCTL M YNCTOTa IKCTPaAKUMKM noaTBepxaeHbl npu BobiasneHun OHK HBV B
KOHuUeHTpaumn 10 n 5 ME/mn (npn akctpakumm n3 400 n 800 mkn nccnegyemoro obpasua
cootBeTcTBEHHO), PHK HCV B KoHUeHTpauun 20 n 10 ME/mn (npwy akcTpakumm n3 400 1 800
MK nccnegyemoro obpasua coorsetctseHHo) U PHK HIV B koHueHTpaumm 70 n 35 ME/mMn
(npwn akcTpakumm n3 400 n 800 mkn nccnegyemoro obpasiua CoOOTBETCTBEHHO).

14 ycnoena XPAHEHWUA, TPAHCMNOPTUPOBAHUA WU IKCMIYATALUU
HABOPA

14.1 CpoK rogHocTu

Cpok rogHocTi Habopa cocTaBnsieT 12 MecsiLleB OT AaTbl U3rOTOBIEHMS.

Mocne BCKpbITUS peareHTbl B Npobupkax U driakoHax UCMonb30oBaTb A0 UCTEYEHUS
Cpoka rogHocTu Habopa. Mocne BCKpbITUSE S4eek kapTpua)xa ¢ peareHTamm 3KCTpaKumsi ¢
MCNONb30BaHNEM BCKPbITbIX si4eek AoImKHA ObiTb NpoBeaeHa B TeueHne 140 MUH (C y4éTom
BPEMEHM, 3aTPA4YMBaAEMOro Ha BHECEHWNE B SIYENKM UCCrieQyeMbix 06pasLIOoB 1 KOHTPOSEN).

He nonyckaeTtcsi cMelumBaTh KOMMNOHEHTbLI HAGOPOB pa3HbIX CEPUIA 1 UCMONb3oBaTb Habop
MO UCTEYEHMUN CPOKa FOAHOCTM.

14.2 XpaHeHue

Habop xpaHutb npu Temnepartype oT 2 °C go 25 °C 1 OTHOCUTENbHOW BIIAXHOCTU
Bo3ayxa oT 25 % 8o 75 % B 3aWMLWEHHOM OT CONTHEYHOro cBeTa MecTe. He gonyckaeTcs
3aMopaxnBaHue peareHToB. He gonyckaeTcsi 3aMOpaXnBaHue peareHTOoB.

PeareHTbl nocne BCKPbITUA XPaHUTb B TEX XXE YCIMOBUSAX, YTO U peareHTbl 40 BCKPbITUS.

14.3 TpaHcnopTupoBaHue

Habop TpaHcnoptnpoBaTtb npu Temnepatype ot 2 °C go 25°C BcemMu BUAaMU KpbITbIX
TPaHCMNOPTHbIX CPEeACTB. He gonyckaeTcs 3amMopaxnBaHe peareHToB.

14.4 QJkcnnyaTtauus

PeareHThl, BXogsLme B cocTaB Ha6opa, roOTOBbI K NCMOJ1b30BaHUIO.
Ayenkn KapTpuoxa c peareHtamMmu rnpegHa3Ha4vyeHbl N4 OOQHOKPaTHOIo NCnoJib30BaHUA.
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JkcTpakums HK ¢ ncnonbsoBaHnem Habopa JOSMKHO NPOBOANTBLCH NpU TemnepaType oT
18 °C po 25 °C 1 oTHOCUTENbHOM BraXXHOCTU BO3ayxa oT 25 % o 75 %.

15 NEPEYEHb COKPALLEHUA

B HacToswwen MHCTPYKUMKN NMPpUMEHEHDbI crnefyrolwne CoOKpalleHNA:

BK — BHYTPEHHUI KOHTPOIb

OHK — AEe30KCnpnBOHYKNenHoBas Kucnota
[AHKa3a - pesokcnpuboHykneasa

HK — HYKITEMHOBbIE KUCNOThI

OK — oTpuuaTenbHbI KOHTPOSb

oT — obpaTHas TpaHcKpunuus

MK — NOSMOXMUTESbHbIA KOHTPOIb

rnupP — nonumMepasHas uenHas peakums
PHK — pnbOHYyKNenHoBas KucrioTa

PHKasa - puboHykneasa

16 NEPEYEHb NMPUMEHAEMbIX HAUUOHAJIbHbIX CTAHOAPTOB

FOCT P 51088-2013 MeguumHckne m3genus ans gMarHoCTUKU MH BUTPO. PeareHThl,
Habopbl peareHToB, TECT-CUCTEMbI, KOHTPOSibHble MaTepuanbl, nNuUTaTesnbHble cpeabl.
TpeboBaHus K U3genuam 1 nogaepXxXmearoLlen JOKyMeHTaumm

FOCT P 51352-2013 MeguuunHckne msgenust ons AMarHoCTUKM MH BUTPO. MeToapl
ncnblTaHUn

TOCT P UCO 18113-1-2024 MeaguuuHcKkne wu3genusa Ons AWarHOCTUKM in  Vitro.
NHdbopmaums, npepocTtaBneHHasi uarotoButenem (mapkuposka). Yactb 1. TepMuHbl,
onpeaenexus n obwme TpeboBaHms

TOCT P UCO 18113-2-2024 MepguuuHcKkne wu3genusa Ons AWarHOCTUKM in  Vitro.
NHbopmaums, npegoctaBneHHasa narotosutenem (Mapkuposka). Yacte 2. PeareHTbl ons
ANArHoCTUKM in vitro anst NpodeCccmoHanbHOro NCNosib30BaHNSA

FOCT P NCO 23640-2015 N3genus meguumnHCcKue onsa anmarHocTtuku in vitro. OueHka
CTabuNbHOCTN peareHToB ANt ANarHOCTUKM in Vitro

FOCT P UCO 15223-1-2023 UN3genusa meamumHckue. CMMBOMbI, NPUMEHSEMbIE OIS
nepegaym uHdopmaumn, npegocTtaensemon usrotosutenem. Yactb 1. OCHOBHble
TpeboBaHus.
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17 TAPAHTUUN NPOU3BOAUTENA

MponssoguTenb rapaHTMpyeT COOTBETCTBUE XapakTepucTuk Habopa TpeboBaHusM,
YKa3aHHbIM B TEXHMYECKOW U SKCMfyaTauWMOHHOW AOKYMEeHTauuwn, B TeYeHMe yKa3aHHOro
Cpoka rOAHOCTM npu CoGMIAEHMM YCNOBUA €ro TPaHCMOPTUPOBAHWUA, XPaHEeHUs W
NPUMEHEHNS.

Peknamaumm Ha kayecTtBO Habopa HanpaBnate B agpec npowussogutens: OO0
«Amnnuntek», 109235, Mocksa, yn. 1-a KypbsHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

CoobLeHnss o HebnaronpuaTHbIX COBLITUSX (MHUMOEHTAaX), BO3HUKLLMX Npu paboTe C
HabopoMm, cnegyeT HanpaenATb MNPOU3BOAUTENO MO YKasaHHOMY Bbllle agpecy W B
YMOSTHOMOYEHHbIV PErynsaTOPHbIN OpraH COorfacHoO AENCTBYOLWEMY 3aKOHOAATENbCTBY.

18 TEXHUYECKAA NOAOAEPXKA

KoHcynbTaumo no Bonpocam no pabote ¢ HABOPOM U ero Ka4eCTBY MOXHO MOMNYyYUTb MO
KOHTaKTaM, ykaszaHHbIM Ha odouumansHOM cante nponssogutend: www.amplitech.ru.

19 CUMBOIJIbIl, UICMNMOJIb3YEMbLIE B JOKYMEHTAUWU NPOU3BOAUTENA
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O6LecTBO C OrpaHMYEHHOW OTBETCTBEHHOCTBIO «AMMIINTEKY

(OO0 «AmnnuTeEK»),
Poccusa, 109235, MockBa,
yn. 1-a KypbsiHoBckas, a. 34, cTp. 8, atax 1 nom. |l kom. 42

Ten. (495) 374-13-46, www.amplitech.ru,
e-mail: support@amplitech.ru
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