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HABOP UDA

AnA onPEAENEHUA YENTOBEYECKOIO SAP
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Konuwyecmeo 196
lpoussodumens: Hycultbiotech (HudepnaHobi)

OcHoeoli _npu npogedeHuu aHanusa sie/issemcs opusuHars
UHCMPYKUUU Ha aHa/ulckoM $i3biKe, 8/10XeHHOU 8 Habop.
Homep u Odama 8epcuu opusuHana u nepesoda
UHCMpyKuUU O0/IKHbI cogrnadame.

= BUOTMHMNMPOBaHHOE aHTUTENO MHAUKaTOpa GyaeT CBs3blBATbCSI C
3axBayeHHbIM YenoBeyeckum SAP.

- KoHbtoraT cTpenTaBuauH-nepokcuaassl

BUOTMHUNMPOBAHHEIM aHTUTENOM MHAUKaTopa.
= KoHbtoraT cTpenTaBuaMH-NEPOKCUAA3bl pearnpyet ¢ cybctpaTom,

TeTpameTunbeHsnauH (TMB).

6y,ueT CBA3bIBATLCA C

- depmeHTHasa peakuusi ocTaHaBnMBaeTCs pobaBneHnem fnMMOHHON

KMCNOTbI.

= MNornoweHne  npwu
cnekTpocoToMeTpa.

- KoHueHTpaumsa

450

HM namepseTca

nomMoLbo

CraHpgapTHast KpuBasi nony4aercs nyTem
NOCTPOEHUSI ONTMYECKOW MIOTHOCTU (NTMHENHO) MO CpPaBHEHWIO C
COOTBETCTBYIOLLMMY KOHLIEHTPALMUsSIMN CTaHAAPTOB 4eroBEe4ECKOro
SAP (norapudmuyeckn).

obpasuoB

yenoBeyeckoro
TEeCTUpyrTCA OAHOBpPEMEHHO CO CTaHAapTamu,

onpeaerneHa no cTaH4apTHOM KPUBOA.

KOTOpbIe

MOXeT OblTb

5. COCTABNAKOLWME HABOPA U UHCTPYKLUUM NO XPAHEHUIO
Tabnuya 2 HK331-01

Tonbko dnsi na6opamopHbIX uccredoeaHul K 6 Ne K UseToeoit
He 9nsi knuHUYeckux unu AuazHoCMuU4YecKux yeneu OMMOHEHT Habopa nosu-uuu Onu4ecTso koA
1. HA3HAYEHMUE UCMNONb30OBAHUS Bydep ans npombisku 20X WB21 1 cnakoH (20 mn) Cepbiit
Habop npefHasHadyeH — Ans KONMUYECTBEHHOrO  OnpeaerneHus _
yenoseyeckoro SAP B cbiBOpOTKe, NMnasme, moye u obpastjax CSF. bydbep ans passepenns DB81 1 cpnakon (10 mn) SonoTweTbiit
HaGop npeagHasHaveH Tonbko Ansi nabopaTopHbIX UCCNeaoBaHWIi, HO He 10x
Onst AMarHoCTUYECKMX UMK TepaneBTUYeCcKunxX npoueayp. _
AHanm3 JOrKeH NPOBOAUTLCS OMbITHBIM TABOPATOPHLIM MEPCOHANIOM. Crarpapt 1 pnakon, 0.5 mn Kenbiii
NNOUNN3NPOBAHHBIN
2. BBEOEHMUE (Cwm. opuauHan uHcmpyKuuu,). VHaukarop, 1 cpnakoH, 1 mn 3eneHbliit
O1OTUHWANPOBAHHBI NMONNN3NPOBAHHBIN
3. OCOBEHHOCTU HABOPA CrpenTaBuamH- CONO01 1 dnakoH, 1 mn CuHuit
. Paboyee Bpemsi 3 Y yaca. nepokcuaasa ﬂMO(bMﬂVISMpOBaHHbIﬁ
*  MuHMMansHo onpegensemMas KoHUeHTpaLuus cocTasnseT 0.5 Hr/mn. TMB cy6etpar TMBOS0/T | 1 coriakoH (11 mn) KopuuHesbiit
= CTaHOapTHbI AnManasoH KoHUeHTpauun coctaenseT 0.2—50 Hr/mn. MB100
= Pabounint 06EM 100 MKN/NYHKY. Cron pactsop STOP110 | 1 conakoH (20 mn) KpacHblit
12 npepBapuTensHO 1 nnaHwet
MNepekpecTHasi peakTUBHOCTb MOKPbITHIX
MoTeHuManbHble NepekpecTHO-pearupyoLlmne MnpoTEVHbI, BbISIBIIEHHbIE MUKPOTUTPOBASTBHBIX
MDA B yenoBeveckom SAP: nonocok
Bewecto PeakTuBHOCTb CepTudpmkat KoHTpons 1
MbILnHbI SAP OtpuuatensHast KadecTsa
Yenoseyecknit SAA OtpuuatensHas VHCTpyKuA 1
Yenoseyeckuit PTX3 OTpuLaTenbHast Tluctok anst sanmey 2
MHGopMaLm
I;I:Cp;ilgz)eézﬁssb.peakum ansa apyrux BugoB unu 6enkos/nentugoB He Tabnuua 2/1 HK333-02
LiBeToBoi
4. OB30P NPOTOKONA KomnoHeHT HaGopa Ne KonuyectBo koA
nosuummn
Y | Microtiter wells coated with antibody ‘ | W | EV(bep A1 NPOMBIBKN 20x WB21 2 (I)J'IaKOHa (20 MJ'I) CepbIl7|
! Bydep ans passeaenus DB81 1 dnakoH (10 mn) 30M0TUCTbIN
. | Diluted standard / samples 100 pl ‘ I Y? | 10x
¥ 60 min 2025°C
Wash 4x CraHpapt 2 conakoHa, 0.5 mn Kentbii
} e NMOUNM3NPOBAHHIN
/(. | Biotinylated tracer antibody 100 pl ‘ | Y? | MHHMKaTOPr N 2 (I)J'IaKOHa, 1 mn . 3eneHbli
¥ 60 min 2025 BUOTUHNAMPOBAHHBIN NMOUNM3NPOBAHHIN
Wash & CrpenTaBuguH- CONO1 1 dnakoH, 1 mn CuHui
_z:,g nepokcuaasa NMOUNM3NPOBAHHBIN
v @ TMB cy6cTpat TMBO50/T | 1 dbnakoH (22 mn) KopnyHeBblit
ﬁ | Streptavidin-peroxidase conjugate 100 pl ‘ :’ MB100
1 60 min 2025°C Cron pacTBop STOP110 | 1 conakoH (20 mn) KpacHbiit
Wash 4x O\_)‘ 12 npeasapuTensHO 2 nnaHwerta
] _z:,g MOKPbITHIX
o | TMB solution 100 i ‘ Ny MAKPOTUTPOBANEHbIX
H \ /_\0: NONOCOK
¥ 2030mn2025°C CepTuduKaT KoHTPONA 1
| Stop solufion 100 pl ‘ ka4ecrsa
T WHCTpyKUMs 1
Measurement at 450 nm Jluctok Ansa 3anuncun 2
MHGOpMaLM
. Yenoseueckuii SAP ELISA npegcraBnsieT coboi rotoBbld K = [Mocne nonyveHus, XpaHWTb OTAENbHble KOMMOHEHTbl  Npwu

MCNOMb30BaHMIO  TBEPAOdAa3HbI  MMMYHO(PEPMEHTHbIA  aHanus,
OCHOBAHHbI Ha MpWHLUMNE C3HABMYA C NPOAOIHKUTENBHOCTBLIO
paboTbl 3 1/2 yaca.

OddeKkTMBHBIM hopMaT NnacTuHbl ¢ ABEeHaALaTbio O4HOPA30BbIMU
8-nyHOYHbIMM Monockamu No3BonseT cBoboAHLIN BblIOOp pasmepa
nakeTta Ans aHanuaa.

O6pasubl 1 cTaHgapTbl WMHKYOMPYIOT B NyHKax,
aHTUTenamu, onpegensaowmmm Yyenosedeckui SAP.

NOKPbITbIX

Temnepatype 2 - 8 °C. He 3amopaxwuBaTb.

- He wvcnonb3oBaTb KOMMOHEHTbI

YKa3aHHOro Ha 3TUKETKe.

= CrtaHnpapr,

no uUcCTe4YeHun cpoKa rogHocTu,

WHOUKaATOp W CTpenTaBuAUH-NEepoKcnagasa ABNAKTCA

CTabunbHLIMK B NIMOPUNU3MPOBAHHON (DOPME A0 WUCTEYEHUS CpoKa
roAHOCTU, YKa3aHHOTO Ha 3TUKETKe, MpW XpaHeHun npu 2 - 8 °C.

= ToyHast KOHLEeHTpaUWsl CTaHaapTa ykasaHa Ha 9TUKeTKe priakoHa U
B CBMAETENbLCTBE O KOHTPOSE KayecTsa.




. Mocne pa3BegeHuss cTaHAapT, WHAWKATOP W CTpEnTaBUMAWH-
nepokcvaasa ctabunbHbl B TedeHne 1 mecsiua npm 2-8 °C.

. Mocne nonyyeHus nakeT u3 onbrn AN NAacTUHbl AOMKEH ObITb
repMeTuyecks 3anevataH U He noBpexaeH. Jliobble HapylleHus
BbILLEYNOMSHYTbIX YCIOBWI MOTYT BMMATb Ha NPOU3BOAUTENBHOCTb
NnacTuHbI NpY aHanuse.

. Hewncnonb3oBaHHbIE NOMOCKM HEMEANEHHO MOMECTUTbL B YMaKOBKY,
coaepxallyo ocylumTenb, U 3anevyataTtb. KauecTtBo rapaHTupyetcs
Ha NpoTshkeHUn 1 Mecsua, ecnu XxpaHuTb Npu Temnepatype 2 - 8 °C.

Heobxoaumele, HO He NOcTaBNAeMbie MaTepuarnbl

. KannbpoBaHHble MUKPONWUMNETKN 1 OAHOPa30Bble HAKOHEYHWKM.

= [IMcTunnupoBaHHasa Unu A4eMoHN3NpoBaHHas BoAa.

L] MoeyHoe yCTpoWCTBO ANS NNaHLweTa: aBToMaTU4eckoe Ui py4Hoe.
B cnyyae  nCnonb3oBaHMS  MUKPOMMaHLIETHOTO  BOLUEpa,
nocTaBnsieMblli MPOMbIBOYHbIA Bydep He sBNsSieTCH [OCTATOYHbLIM.
[lononHWTenbHbIN MPOMBIBOYHBIN Bydep MoxeT ObiTb 3akasaH
pononHuTensHo. OBbpaTnTech K Ballemy AMCTpubbLIOTOpY.

. MonunponuneHoBble EMKOCTH.

- KannbpupoBaHHkIn ELISA  pugep,
ONTUYECKYIO MIOTHOCTL Npun 450 HM.

= AgreavBHble NneHKN MOryT BbITb 3aka3aHbl OTAenbHo. MoxanyicTa,
CBSDKUTECH C BalLMM MECTHbIM AUCTPUDOLIOTOPOM.

CMNoCoGHbIN ~ N3MepATb

6. NIPEAYNPEXOEHUA U MEPbI MPEAOCTOPOXHOCTH

= Tonbko ANs UCMOMb30BaHUS B MCCNEAOBaTENbCKMX Liensx, a He Ans
[ANarHOCTUYECKOro Mn TepaneBTUYeCcKoro NCNosb30BaHNS.

= 3T10T Habop AOMKEH MCMNONBb30BATLCS TOMNBKO KBANUMULIMPOBAHHLIM
nepcoHanom naéoparopum.

. Hu npu kakux obctoaTenbcTBax He [o6aBNATb a3ug HaTpusa B
KavecTBe KOHCepBaHTa B M0OON N3 KOMMOHEHTOB.

. He wucnonb3oBaTb KOMMOHEHTbI Habopa MO UCTeYeHUM Ccpoka
rOAHOCTH.

. He cmeluvBaTth peareHTbl U3 pasHbix HabopoB 1 napTuii. PeareHTsl
6bINM cTaHAapTU3NPOBaHbl B Ka4eCTBe €AMHONO Liernoro Ans AaHHo
naptn.  Mcnonb3yiiTe  TOMbKO  peareHTbl,  MNoCTaBnsemble
npoussoguTenem.

*  AHanu3 6bin  ONTUMM3WMPOBAH [ANS  YKa3aHHOro CTaHAAPTHOro
AnanasoHa. He namensnte CTaHgapTHbIV AVanasoH.

=  OTKpbiBaTb (ONakoHbl OCTOPOXHO: (OfakoHbl 3anevartaHbl Nof
BaKyyMOM.

] He rmotaTtb HMKakol n3 KOMNOHeHTOB Habopa.

. PeareHTbl copgepxat 2-xnopaueTamua B Ka4ecTBe KOHCepBaHTa. 2-
xrnopaueTamug, BpegeH npu nonagaHuM Ha KoXy M TOKCUMYEH npu
npornatbiBaHun. [lpM HecyaCcTHOM cfy4Yae WM ecnu  Bbl
NnoYvyBCTBOBaNM HegoMoraHve, HemeasneHHo obpaTuTech K Bpay.

. TMB cybcTpaT sBRsieTCs  CBETOYYBCTBMTENbHbIM, u3beratb
nonagaHua Apkoro cseTa. PacTBop fomkeH ObiTb GecueTHbIM A0
MCNonb30BaHUS.

. Crton pactBop codepxuT 2% LWaBeneBoW KUCMOTbl M MOXeT
BbI3BaTb PasfpaxeHne W OXOr AbIXaTeNbHOW CUCTEMbI, KOXU U
rna3. WsberaTb NpsAMOro KoHTakTa C Koxew W rnasamu. Ecnn
KOHTaKT ~ MpOMCXOAWT, HEeMeANleHHO  MpPOMbITb  BonbLuMMm
KONMYeCTBOM BOAbI M 06paTUTLCA K Bpayy.

. Bpemsi uHkyGauuu, TemnepaTypa WHKyOGauum u nuneTvpyemble
06bembl, OTNMYHbIE OT YKa3aHHbIX, MOryT AaBaTb OLWMOOYHbIE
pesynbTaThl.

. He wcnonb3oBaTb MOBTOPHO NYHKU UMW He nomelaTb peareHTbl
obpaTHO B ByTbINKK.

= O6pawartbcs co Bcemu Ouonormyeckumu obpasuamm kKak C
noTeHUManbHO  onmacHbiIMM U cnocobHbIMM  nepedaBaTb
3abonesaHus.

. [eMonuavMpoBaHHble, FUNEpPNUNeMUYecKme  unm
o6pasubl MoryT AaBaTb OLWMBOYHbIE pe3ynbTaThl.

. Mcnonb3oBaTe MONMNPONUIIEHOBLIE EMKOCTU AN NPUrOTOBIEHUS
cTaHgapta M o6pasuyoB. He wucnonb3oBaTb MONUCTMPONOBLIE
NPOGUPKN UMK NAacTUHbLI 06Pa3LL0B.

. CraHpapT SIBNSieTCS BELECTBOM YErOBEYECKOTO MPOUCXOXOEHUS.
OH ©Obin  MpoBepeH Ha pasnuyHble BUPYCbl U HalaeH
oTpuuaTenbHbiM. [lockonbKy HM OOWMH TECTOBLIA METOA He MOXeT
OaTb  TMOMHOM rapaHTMm TOro, YTO WH(EKUUOHHbIE areHTbl
OTCYTCTBYIOT, 0OpalLaThCsa C 3TUM peareHTom criegyeT kak ¢ niobon
noTeHuManbHO MHMEKLMOHHONW 4YeroBEe4YECKON CbIBOPOTKOM WUNun
kpoBbto. OBpallanTecb CO BCEMV MaTepuanamu, HaxogsWwnmncs B
KOHTaKTe C 3TUM peareHToOM, B COOTBETCTBUM C YyKa3aHUsMK Mo
npodunaktTuke nepegadv MHEKLUN.

3arpA3HeHHble

7. N1OArOTOBKA OBPA3LI0OB

C6op u xpaHeHue

CbIBOpOTKa N nnasma

MpoBecTn 3a60p KPOBW C UCMONb3OBAHWMEM CTaHAAPTHBLIX ACenTUYECKUX
meTtopoB. O6pasubl KpoBM XpaHUTe Ha nbay. Ecnu ucnonbsyetcs
CbIBOPOTKA, OTAEMUTL CbIBOPOTKY OT KPOBM Nnocre obpa3oBaHuUs CrycTKoB
npu KOMHaTHOW Temneparype B TeyeHune 60 MUHYT
ueHTpudyrupoaHnem (1500xg npu 4 °C B TeveHue 15 MUHYT).

OTpennTtb
npobupky.
Ecnu ucnonbayetcs nna3ma, ot4enuTb nnasmy oT KpoBu B TeyeHue 20
MWHYT nocne 3abopa kpoBu LeHTpudyruposaHunem (1500xg npu 4 °C B
TeyeHne 15 muHyT). OTAenuTb nnasmy U MNOMECTUTb B CBEXYHO
nonunponuneHoByld  nNpobupky. Camble HagexHble pesynbTaTbl
nonyyatoTcs, ecnu ncnonedyetca AOTA nnasma.

nnasMy W MOMECTUTb B CBEXYH MONUNPONUNEHOBYO

Moua

MpoBect 3abop MoYM C WUCMOSb30OBaHMEM CTaHAAPTHBIX acenTU4eckKux
mMeToaoB. LieHTpudyrupoBaTe Mody Anst yaaneHns MHOPOAHbIX BELLECTB
(1500xg npu 4 °C B TeyeHve 15 MuHyT). MNOMeCTUTb MOYY B CBEXYHO
NOSIMMPONUIIEHOBYIO MPOBUPKY.

XpaHeHue

XpaHutb 06pasubl npu Temnepatype Hwke -20 °C, npeanovTUTensHo
npu -70 °C B nonunponuneHoBbix npobupkax. XpaHeHve npu
Temnepatype -20 °C MoOXeT nMOBMUSITb Ha  BOCCTaHOBIEHWE
yenoBeyeckoro SAP. Vicnonb3oBaTb 06pasLbl B TeYeHne 24 4yacoB nocrie
pasMopaxuBaHusi. M3beraTb HECKOMbKUX LUWUKIOB 3aMOPaXUBaHUSA-
oTTavBaHWs, 4TO MOXET NPMBECTU K NOTEpe aKTUBHOCTM YEeroBeYeCcKoro
SAP 1 pnaTb owmnbo4Hble pesynbTaThl.

He uvcnonb3oBaTb reMonn3MpoBaHHbIE, TMNEPrMNEMUYECKUE, HarpeTble
Unu 3arpsi3HeHHbIe 0bpasubl.

Mepen BbiNoONHeHVWEM aHanusa, obpasubl AOMKHbI ObiTb AOBEAEHbl A0
KOMHaTHOW TemnepaTypbl (18-25 °C) M OCTOPOXHO nepemellaHbl.
MoarotoBuTb BCcex 06pasubl (KOHTPONb U TecToBble 0bpasLpbl) 4o Havana
TecToBOW Npoueaypsl. Mi3beraiiTe BCneHnBaHus.

lpouyedypa pa3eedeHusi

O6pas3subl CbIBOPOTKU UMK NNa3Mbl

Yenoseuecknin SAP MOXeT ObITb M3MepeH TOYHO, ecru obpasLibl Nnasmbl
UMM CbIBOPOTKM pasBogAT, Mo KpanHen mepe, 800x nepea
1crnosnb3oBaHMEM MocTaBnsemblM 6ydepom aons passegeHus ob6pasLoB
B NMONUNPONUIEHOBbLIX NPOGUPKaX.

Camble HagexHble pesynbTaTbl nonyyarTcs, ecnu ncnonb3yetca SOTK
nnasma.

O6pasubl Moun

SAP uenoBeka MoOXeT OblTb M3MepeH TOYHO, ecnn obpaslbl Moun
pa3BoaAaT MO KpanHen Mepe 3x MpedocTaBneHHbIM Oydepom ans
pa3BefeHns B MONMMPONUIEHOBbLIX NPOBUPKaXx.

3ameyaHue OTHOCUTENILHO PeKOMEHAYEMOro pa3BeAeHus obpasua
PekomeHayemoe pasbasneHvie ans obpasuoB crnedyeT Ucnonb3osBaTth B
KayecTBe opueHTupa. BoccTtaHoBneHve uyenoseuveckoro SAP  u3
Hepa3basneHHoro obpasua He asnsetcs 100% 1 MOXeT U3MEHATbCH OT
obpasua k obpasuy. [Mpy TecTupoBaHUn MeHee pasbaBneHHbIX 06pasLoB
XenaTenbHO NpPOBOAWTbL JKCMEPUMEHTbI MO BOCCTAHOBMEHUIO  ANA
onpegeneHus BAMsSIHUSA MaTpuupbl Ha obHapyxeHue venoseveckoro SAP.
He ucnonb3oBaTtb NONMCTUPONOBbLIE NMPOBMPKM MU NNacTUHLI 06pasLoB
AN NpUroToBneHnsa unu pasbasneHns obpasLoB.

PykoBoacTBO no pas6aBneHuio obpasuoB

CM. Tabnuuy Hwke C pekomeHpauusiMuM no pasbaBrneHuio obpasuoB.
O6BbEMBLI OCHOBaHbl Ha o00LleM MWHUManbHOM o6béme B 230 Mkn
pasbaBneHHoOro obpasua, 4YTO SBMASEeTCss LOCTaTOYHbIM Ans OOHOro
TecTMpoBaHusl obpasua metogom WA B aybnsax. Ons pasbasneHus
06pasuoB pekoMmeHayeTCst ucnonb3oBaTe MuHMMYM 10 Mkn obpasua.

Tabnuya 3
Tpebyemoe kon-Bo Tpebyemoe
Pasbas- | MpeaBaputenbHoe obpasua unu Kon-Bo
nexve pa3b6aBneHue npeABapuTEnbLHOTO 6ydepa ans
pa3BeaeHusi pa3BeAeHus
1. | 10x He Tpebyetcs 25 mkn (obpaseL) 225 MKkn
2. | 20x He Tpebyetcs 15 mkn (obpaseL) 285 mkn
3. | 50x He TpebyeTcs 10 mkn (obpase) 490 mkn
4. | 100x He Tpebyetcs 10 mkn (obpase) 990 mkn
5. | 500x PekomeHg.: 10x 10 mkn (NpegBapuTENbHO 490 mkn
pa3baBneHHblit)
6. | 1000x PekomeHg.: 10x 10 mkn (npegBapuTensHO 990 mkn
pa3baBneHHblit)
7. | 2000x PekomeHg.: 20x 10 mKn (NpegBapuTENLHO 990 mkn
pa3baBneHHblit)
8. | 5000x PekomeHa.: 50x 10 mMkn (npegBapuTEnsHO 990 mkn
pa3baBneHHbIN)

8. MOANOTOBKA PEAFEHTOB
MpuBecTn Bce peareHTbl kK KOMHaTHOW Temnepatype (20-25 °C) nepen
ucnonb3oBaHWeM. BepHyTb B HaanexaliMe ycrnoBusi AN XpaHeHusi
cpasy e Mocne UCMonb30BaHus.




Bydep ons npombIBKU

MogrotoBbTe Gydep AnNA NpoMbIBKM nyTem cmewwmBaHusa 40 mn 20x
KoHueHTpaTta bBydepa Ans npombiBki ¢ 760 M AUCTUMMPOBAHHOW UNx
0EeNOHN3NPOBaHHOM BOAbI, YTO SABMSETCA AOCTaTtouHbIM Anst 2 X 96
TecToB. Tam, rae TpebyeTcs MeHbllee KONMM4YecTBO TECTOB, MOATOTOBLTE
Heobxogumbli  o6bem  nytem  pasbaBneHuss 1 vactm  20x
KOHUEHTpuUpoBaHHoro Oydepa Aans npombiBkM ¢ 19 vyacTtamu
OUCTUNIMPOBAHHOW UN A@UOHU3VMPOBAHHOW BOAbI.

Bydep ansa passeneHus

MogrotoBbTe Gychep Ansa pasBegeHuss nytem cmewwmBaHus 10 mn 10x
KoHueHTpaTta Bydepa ans passegeHuns ¢ 90 mn AMCTUNNUPOBAHHOW UNn
0EeNOHN3NPOBaHHOW BOAbI, YTO SABMSIETCA AOCTaTtouHbIM Anst 2 X 96
TecToB. Tam, rae TpebyeTcs MeHbllee KONMYecTBO TECTOB, MOATOTOBLTE

Heobxogumbli  ob6bem  nytem  pasbaBneduss 1 vactm 10X
KOHLIEHTpMpOBaHHOrO Oydepa [Ans pasBegeHuss ¢ 9 vyactamu
OVCTUNNMPOBAHHON unm [eNOHN3NPOBaHHON BOAbI.

KoHueHTpupoBaHHbIi  Gycbep Ans pasbaBneHMs MoXeT cogepxaTb
Kpuctannel. B cnyyae, korga kpuctanmnbl He MCYe3arT Npu KOMHaTHOW
Temnepatype B TedyeHMe 1 4yaca, KOHLEHTpMpOBaHHbIM Oydep ans
pasBefeHns MoxXeT BbiTb HarpeT fo 37 °C. He Tpsicute pacTsop.

CtaHpapTHbIN pacTBOp

CraHgapT BOCCTaHaBMNMBaeTCs nyTem WHBEKLUN 0.5 MmN
OVCTUNNUPOBAHHON  WNW  [EeVMOHW3NPOBaHHOW BoAbl.  Mcnonb3osaTb
cTaHAapTHY0 Npobupky Kak MNpobupky 1 Ha puc. 1. MNpuUroToBUTb KaXablv
Yyenoseyeckuii SAP cTaHaapT B MOMUNPONUMEHOBbLIX NPoGVpkax myTem
CEepUNHOro pasBefeHusi BOCCTAHOBMEHHOro crtaHaapta Oydepom ans
pa3BefeHusi, Kak Noka3aHo Ha pUCYHKe 1*.
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PucyHok 1

*) CoA: cepTudukaT KOHTpons kayecTBa, Rec. St.. BocctaHOBREHHbIN cTaHAapT,
WI/Db: Bydep ans pa3seaeHus/NpoMbIBKM

PacTBOop nHaukaTopa

MugukaTop BOCCTaHaBnuBatoT nuneTMpoBaHem 1 M
OUCTUNNIMPOBAHHOW WM OEVOHU3MPOBaHHOW BoAabl. Passectn 1 mn
BOCCTa@HOBJIEHHOrO  MHAMKaTopa c 11 mn  Oydepa ans
npoMmbIBKW/pa3BefeHns, Yto goctatoyHo ans 1 x 96 tectos. B cnyvae,
ecnn MeHbluuii obbem HeobxoauM, NOMyYUTb >Xenaembli 06bem
MHaukaTtopa pasbaBneHnem 1 4YacTM BOCCTaHOBIIEHHOrO MHAMKATOpPa C
11 yactamu Bydepa ANst NPOMbIBKU/pa3BeeHUst.

PacTBop cTpenTaBuANH-Nepokcuaasbl

CTpenTtaBuanH-Nepokcuaasa BoccTaHaBNMBaeTCs nuneTuposaHem 1 mMn
OUCTUNNMPOBaAHHOW WM AEeVWOHU3NpoBaHHOW Boabl. Passectn 1 mn
BOCCTaHoBneHHon CTtpenTaBuanH-nepokcupassl ¢ 23 mn bydepa ans
pasBefeHuns, 4To goctatoyHo Ana 2 x 96 TectoB. B cnydae, ecnu
MeHbLWMA  0B6beM  HeobxoauM,  MOMYYUTb  XKenaembll  06bEM
CTpenTaBuanH-nepokcnaasel pasdasneHmem 1 4acTu BOCCTaHOBIEHHOW
CcTpenTaBnAMH-Nepokcuaasbl ¢ 23 yactamu 6ydepa Ans pasBefeHus.

9. MPOTOKOIT DA

MpuBecTn BCce peareHTbl k koMHaTHoW TemnepaType (20 - 25 °C) nepepn

MCMOb30BaHNEM.

1.  OnpegenuTe HeoGXOAMMOE KONMMYECTBO TECTUPYEeMbIX FYHOK,
nomMecTuTb HeobxoguMble MWKPOIYHOYHblE nonocku B
NocTaBsieMylo pamKy, U 3anofnHuTb NUCcT cbopa AaHHbIX. BepHyTb
HEeMCcrnonb30BaHHbIE MOSIOCKM B NAKET AN XpaHeHWs C OCyLuuTenem,
3ane4ataTtb U XpaHuTb npu 2 - 8 °C.

2.  Tepemectutb 100 MK B ABYX 9K3eMMNIsipax craHgapTa, obpasuos,
WNN KOHTpOJieM B COOTBETCTBYyKOLUME NyHKW. He npukacanTtechb K
BGOKOBOI UIMN HUXKHEN YaCTU MYHKK.

3. HakpblTb apgreavBHonW nneHkon. [locTyyatb
yCTpaHeHusi nobbIX BO3AYLLHbIX ny3blpen.
pasbpbI3rMBaHNS XXUAKOCTU Ha KPbILLKY.

4.  WHkyGupoBaTb MOMOCKM MNWM NnacTvHy B TeveHue 1 vaca npwu
KOMHaTHOW Temneparype.

no noTtky Ans
N3beraTb

5. TlpomblTb nnactuHel 4 pasa C MPOMbIBOYHBIM  PacTBOPOM
crnegyoLmm obpasom*:
a. OCTOpOXHO  CHUMUTE  TrepMeTMK nnacTuHbl, u3beras

pa3bpbI3rmBaHus.

b. OcBoboguTb nnacTMHy nyTeM ee nepeBopavMBaHns W
BCTPSAXMBAHUA COAEPXKMMOrO Hafd pPakoBUHOW, AepxXaTb
nepeBepHYTON U BbICYLLUTb CyXWM TONCTbIM CIIOEM TKaHW.

c. [Oob6asutb 200 Mkn NpombIBOMHOTrO Gydepa B Kaxayt NyHKY,
nopgoxaate 20 cekyHA, ocBOOOAMTb NNAcTWHY Kak OMUCaHo B
nyHkTe 5b.

d. MosTopuTe nNpouenypy npombiBkM 5b/5¢ Tpu pasa.

e. OunctuTb NNAcTUHY U aKkKypaTHO BLICYLUUTb CyXWM TOSCTbIM
crnoem TKaHW.

6. [Oob6aeutb 100 MKN pa3BefeHHOro MHAMKATOpPa B KaXayl IYyHKY C
MCMOMb30BaHMEM TOrO e Mopsaka NUNeTUpPOBaHUS Kak 3To
npumeHsieTcs B Wware 2. He npukacantecb kK 6GOKOBOW MU HWXKHEWN
4YacTu NyHOK.

7. Hakponte noTok aareavMBHOM NreHkon. WHKyOupymte noTtok B
TeyeHue 1 Yaca Npv KOMHaTHOM TemnepaType.

8. MosTopuTe NpoLenypy NPOMbIBaHUSI, ONUCaHHYIO B Luare 5.

9. [Ho6aBute 100 MKkn pasBedeHHOM CTpenTaBUMOUH-NEepoKcuaasbl B
KaXgyl NyHKy, WCMomnb3ys TOT e MOpsSAoK NUNeTUpoBaHus,
npumeHsiemblin B Wware 2. He npukacantecb kK 60KOBOW UMK HWXKHEWN
YacTy NyHKW.

10. HakpoWiTe nOTOK apre3vBHOW MNeHKol. WHKyOupyinTe noToK B
TeyeHue 1 Yaca Npy KOMHaTHOM TemnepaType.

11. TNoBTopuTe Npoueaypy NPOMbIBaHWSA, OMMCAHHYLO B ware 5.

12. Oob6aButb 100 mkn TMB cy6cTpaTta B KaXayto NyHKy, UCNonb3yst TOT
e NopsifoK NUNeTUpoBaHus, YTo M B ware 2. He npukacanTechb K
BOOKOBOW UMW HWXKHEN YaCTU MYHKK.

13. HakpbITb NOTOK HOBOW aAre3vMBHON MIEHKON, MHKYOMpOBaTb NOTOK
B TedeHne 30 MMHYT Npu KOMHaTHOW TemnepaTtype. PekomeHayeTcs
NpoBeEpPsITb TEYEHVE peakuun Ha nnaHweTe perynsipHo. B cnydae
cunbHoro passutusi, TMB peakuusi moxeT ObiTb OcCTaHOBReHa
GbicTpee. He noaBepraTb MOMOCKM AENCTBUIO MPSMbIX CONMHEYHbIX
nyyen. [llokpblTve MmacTMH C  anoMUHMEBON  (POMbromn
pekomeHayeTcs.

14. OcTaHoBUTb peakuuto gobaeneHmem 100 Mk cTon-pacTBopa B ToW
Ke NnocrnenoBaTenbHOCTU U MHTEpPBanamu, UCMosb3yeMbiMU B LIAre
12. TwartenbHO cMmellaTb PacTBOPbl B JyHKax, OCTOPOXHO Bpallas
nnacTuHy. AKKypaTHO NOCTyKaTb MO NOTKY, YTOGbI YCTpaHUTb Mobble
BO3JYLUHbIE Ny3bIPbKA B FTYHKaX.

15. Cuwntatb pe3dynbTaThbl B TedyeHne 30 MUHYT nocne gobasnexus cton-
pactBopa npu 450 HM C WCNONb3OBaHWEM CYUTbIBAOLLErO
YCTPOWNCTBA, creays MHCTPYKUUSIM M3roToBuTensi npuéopa.

*) B cnyyae wucnonb3oBaHus BoOllepa ANA NnaHweToB, obpaTuTe

BHMMaHMWE: UCMONb30BaHWE BOLUEPA MOXET MPUBECTU K MOBbILLEHHOMY

@OHY N "CHMXKEHMIO YyBCTBUTENbHOCTU. Mbl pekoMeHayem npoBegeHue

NpPOBEPKM BOLLEPA C PYYHOW NpoLieypoii.

Y6eautech, UTO YCTPOWCTBO AN MPOMbIBaHWS MNAHLLETOB UCMOMb3yeTcs

KaK yka3aHo Ansi py4HOro MeToja.

OononHutenbHbin  MNpoMbIBOYHBIN  Oydep MoxeT OblTb  3akasaH
oTaenbHo. O6paTUTech kK MECTHOMY AUCTPUBLIOTEPY.

10. MTHTEPNPETALUUA PE3YNIbTATOB

] Paccuntath cpegHiolo  abcopbumio  gns kaxgoro  Habopa

NMOBTOPSIOLLMXCS CTaHAapPTOB, KOHTPOSIS 1 06pasLoB.

] Ecnu otgenbHble 3HayeHust abcopbumm otnmyatotest 6onee yem Ha
15% OT COOTBETCTBYIOLLENO CpEAHEro 3Ha4yeHws, TO pe3ynbTaT
CUYATAETCs COMHUTENbHLIM M 0obpasel, AOMKeH ObiTb TeCcTUpOBaH
NMOBTOPHO.

L] CpefHsia  onTuyeckasi MNOTHOCTb HYNeBOro cTaHgapTa [orbkHa
6bITb MeHee 0,3.

. MocTponTb CTaHOAPTHYH KPUBYHO c MCMONb30BaHNEM
KOMMblOTEpHOW nporpammbl. CpegHsss onTuyeckast NNoTHOCTb
KOHL,eHTpauuu KaXgoro  cTaHgapTa  OTknafblBaeTcs Ha

BepTukanbHow (Y) ocu NpoTMB COOTBETCTBYHIOLLEN KOHLIEHTPaUuM Ha
ropusoHTanbHon (X) ocu (norapucbmuyeckast wkana). [Mpumep
CTaHO4apTHOM KPUBOW CM. B cepTuduKaTe KOHTPOMs KavecTsa,
BKITIOYEHHOTO B KOMMMekT. Ecnu craHpapT HaxoguTtcs BHe
AvanasoHa, pesynbTaT TecTupoBaHusi obpasuoB He sBRsieTcst
HagexHbIM. icnbiTaHne AOMKHO ObiTb MOBTOPEHO.

] Ecnu obpasubl 6binv pa3basneHbl, KOHLEHTpaums, cymTbiBaemMas co
cTaHOapTHOW KPUBOW, AOMKHA ObiTb YMHOXeHa Ha Ko3puUMEHT
pasbaBneHus.

. O6pasLbl, KOTOpble Aal0T CPEAHIO OMTUYECKYI0 MIOTHOCTb BbilLE
abcopbumm Onst camblXx BbICOKMX CTaAHOAAPTOB KOHLIEHTpauwuu,
HaxogaTcs BHe Auanas3oHa aHanmsa. 3T obpasubl JOMKHbI ObITb
NMOBTOPHO MPOTECTUPOBAHbI C BbICLUMM pa3BeAeHUEM.

11. TEXHUYECKHUE COBEThI

Ll MNonb3oBaTtenb AoMmKeH ObITb NOAroToBrNeH U 3Hakom ¢ NDA n
npoueaypon UCnbITaHW.

= Ecnu Bbl He 3HaKOMbI C TexHuKon MDA, pekoMmeHayeTCs BbIMOMHUTL
NpoGHbIN aHanu3 A0 TecTupoBaHus obpasuoB. BeinonHutb aHanus
CO CTaHAapTHOW KPMBOW TOMNbKO Crieays MUHCTPYKLMAM.

- HenpaBunbHas nnv HegocTaToyHas MpoMbiBKa Ha nobon ctagum
npouenypbl npvBedeT NMB0 K NOXHBIM MONOXUTENbHBLIM, NMGO
NOXHbIM OTpuLaTenbHbIM pe3ynbTaTam. [MonHocTblo ocBoboanTb



NYHKM nepes BHECEHWeM MNpPOMbIBOYHOrO 6Gydhepa, 3anonHWUTb
NPOMBIBOYHLIM OydhepoM, Kak ykasaHO OJIsi KaXOoro UMKra U He
No3BONsiTb JIyHKaM OCTaBaTbCs HEMOKPbITbIMU UMM CYyXUMU B
TeyeHne OANuUTeNbHOro nepuoaa.

. Mockornbky onpeAeneHHble YCrOBUSE MOTYT OTNMYaTbCA OT aHanusa
K aHanuay, cTaHjapTHas KpuBasi AoMmkHa ObiTb NocTpoeHa Ans
KaXgoro aHanusa. Ecnu craHgapT BHe [vanasoHa, pesynbTaTt
TECTMpOBaHMS 00pasLoB He SBMsSeTCS HagexHbiM. McnbiTaHue
[OIMKHO BbITb NMOBTOPEHO.

] He cmewwBaTtb peareHTbl M3 pasHblX NapTUA WK C  OpYrumun
peareHTamy u nonockamu. OcTaTku He criegyeT CMelvBaTb C
COLAEPKMMBIM TONBKO YTO OTKPLITON amnyribl.

. Kaxabln pas, korga Habop MCMonb3yeTcs, CBexue pasBeaeHus
cTaHaapTa, obpasua, vHauWkaTopa, CTpenTaBuaUH-NEPOKCUAA3sbl U
6ydepoB 4OMKHbI GbITb NPUrOTOBMEHSI.

. KpblWKkn ¥ nakoHbl He SBMNAKOTCA  B3auMMO3aMeHSIeMbIMU.
KpblLwKkammu 3aKpbiBaTb TONbKO COOTBETCTBYHOLLME (OrTAKOHbI.

] Bo nsbexaHne nepekpecTHOro 3arpsi3HeHUsl, MEHSITb HaKOHEYHUKU
ana  poGaBrieHUss peareHToB [AMfs KaXOoro cTaHdapTa, mexay
nobaBneHnem obpasLoB, a Takke mMexay AobaBrneHMeMm peareHTa.
Kpome TOro, ucnonb3yinte oTaenbHble pe3epByapbl ANs KaX4oro
peareHTa.

= YTunusauus OTXOAOB [OJPKHA MPOBOAUTLCS B COOTBETCTBUMU C
npasunamu nabopaTtopum.

12. KOHTPOJIb KAYECTBA

CepTudukaT KOHTPONS KayecTBa, MOCTaBMsAeMbIi ¢ HabopoMm, SBnseTcs
cneumdunyHbIM AN NapTUK U UCMONb3yeTCs AN NPOBEPKN pe3yNbTaTos,
nony4yeHHbIX Balwen nabopatopueint. 3Ha4eHUs NOrMOLLEHWUN, yYKa3aHHbIX
B CepTudukate KOHTpONsA kayectsa, OyayT MCMOMb30BaTbLCA TOMLKO B
KavecTBe opueHTupa. Pe3ynbTaThl, nonyyeHHble Balei nabopatopuen,
MOTyT OTMYaThCs.

OTOT TecT npefHasHayeH [AnA YCTPaHeHWst MoMex OT PacTBOPUMbIX
peuenTopoB,  cBsi3blBalOWuMx  GenkoB, M gpyrux  bakTopos,
npucyTcTBylownx B Buonormvdecknx obpasuax. [o Tex nop, noka Bce
bakTopbl He OyayT npoTeCTUPOBaHbI Hycult Biotech
UMMYHOMEPMEHTHBIM ~ aHanM3oM, BO3MOXHOCTU WHTepdepeHunn He
MOTyYT BbITb UCKMIOYEHDI.

Ona onTumanbHOW paboTbl [AaHHOTO KOMMMEeKTa peKoMeHayeTcs
paboTaTb cornacHo Hagnexaluev nabopaTopHo NpakTuke.

13. YCTPAHEHUE NPOBJIEM

[apaHTWiiHble npeTeH3un u xanobbl B OTHOLIEHUM HEeJOCTaTKOB
HeobXoAMMO MpeabsiBNsATb [0 UCTEYEHUsI Cpoka roAHOCTM  MpoAyKTa.
MucbMeHHylo xanoby, codepXallylo HOMep napTuM npoaykta u
3KCnepuMeHTanbHble [aHHble, OTMPaBUTb Ha 3MEKTPOHHbIA  aapec
support@hycultbiotech.com.

Mpeonoxenns, npuBeAeHHble Hwxe B Tabnuue 4, ™moryT ObiTb
MCMonb30BaHbl TOMBbKO B KaYeCTBE OPUEHTUPA B Crlyvae HeOXWAaHHbIX
pe3ynbTaToB aHanuaa.

06pas3LoB

* * Hu3skoe kauyecTBo BOAbI
[Monockw ocTaBarnuch

. . HEyBNaXHEHHbIMA  CIIMLLKOM
[0Nro BO Bpems/nocne
NPOMbIBKI

. . . Mnoxas npombliBka

MepekpecTHoe 3arpssHeHue ot

. . ApYrux 06pas3Lios um

NONOXNTENbHOIO KOHTPONA

. . TMB pacTBop Henpo3payHbiit
1 6ecLBeTHbIN

HeBepHbIn unbTp B

. CUMTBIBAIOLLEM YCTPONCTBE

MUKpONnaHLUeTa

. . BOSAyLLIHbIe Ny3bIPbKK

HeTouHoe 3aneyatbiBaHme
. nnaHwweTa nocne
1CMONb30BaHNs

HenpaBunbHble ycriosus
XpaHeHus

Namna B cuuTbIBatOLLEM
YCTPOWCTBE He (DyHKLMOHMPYeT
ONTYMAINLHO

Tabnuua 4
Hus- Bbico- | Cna- Bce Bce
Kas ab- | kasab- | Oble NYHKKN NyHKK
copb6- copb6- KO- nono- oTpu- Bo3moxHas npuymnHa
uus uus num XuTe- yare-

JIbHbl€ JIbHbl€

Marepuansl Habopa nnm
. . . . peareHTbl 3arpssHeHb! Ui
3aKOHYMINCS X CPOK FOAHOCTY

. McnonbaytoTcst HenpasunbHble
peareHThl
JInocomnuanpoBaHHbie

. . . peareHTbl He BOCCTaHOBMEHbI
Kak criefyet

. . . . . HekoppekTHble pa3BeneHust

N OLUMBKM nnuneTupoBaHua

Heno,qxo,qﬂmwe nnacTukoBble
MaTtepuanbl UCNosb3oBasnuchb

. . ANS NOArOTOBKM CTaHAapTa
nivnn obpasLos
. . HeBepHble Bpems nHKyOaLmu

Wy Temnepartypa

OcobeHHo B cryyae nHkybaLmm
npu 37 °C: nnactuHbl He
. WHKY6MpOBanucb paBHOMEPHO

AHanu3 npoBOANNCS paHbLue,
. 4eM peareHTbl Gbinn
MPVBEAEHbI K KOMHATHOIA
Temneparype

B B B . . He cobntoganacs npoueaypa
TECTUPOBaHMA

. [MponyLLEeH peareHT unu war

O [noxoe nepemMeLimBaHne
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