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OcHogol rpu_nposedeHuu aHanusa aensemcs opusuHarsl
UHCMPYKUUU Ha aH2/1ulCKOM A3bIKe, 8/10XeHHoU 6 Habop.
" Homep u Qama eepcuu opuzsuHana u__repesgoda
=————  UHCmpPYKUuU QO/mXKHbI cogrnadame.

Tonbko Onsi nabopamopHbIx uccredogaHudl.
He 0ns knuHu4eckux unu duazHocmu4eckux yenel

1. HABHAYEHME UCMOJIb30BAHUA

HaGop  npegHasHadyeH  [Onsi  KONMYECTBEHHOTO  OnpedeneHust
Yenoseuveckoro LL-37 B obpasuax nrnas3Mbl U cynepHaTaHTa KynbTypbl
KneTok 4YenoBeka. HaGop npepHasHayeH Tonbko Ans nabopaTopHbIX
uccnefoBaHUiA, HO He AN AMarHOCTUYECKUX WIM TepaneBTUYECKUX
npoueayp.

AHanu3 AoMmKeH NPOBOANTLCS OMbITHLIM NaGopaTopHLIM NEPCOHAMNOM.

2. BBEOEHUE
KatenuuuanHbl — CeMencTBO aHTUMUKPOOHbLIX 6enkoB, rnaBHbIM
obpasom oOHapyxeHbl B Mepokcuaasa-oTpuuaTenbHbIX — rpaHynax

HEWTPOUNoB. TN COEANHEHUS CUHTE3UPYIOTCA B BMAE Npenpobenkos.
YenoBeyeckuii KaTUOHHbIA aHTUMUKPOGHbIA 6enok (hCAP)18 sBnsietcs
Ha  CEerofHAWHUA  AeHb  €AUHCTBEHHbIM  WAEHTUULMPOBAHHLIM
yenoseyeckum katenuuuamHom. hCAP18 (18 kD) Takke npucyTcTByeT B
cybnonynaumnax nMMQoLUTOB U MOHOLMTOB, B CKBAMO3HOM 3MUTENUK
(pTa, fAsblka, NuWeBoAda, LIEWKW MaTkM W BaruHbl), NyNbMOHAPHOM
anuTenuu, KepaTMHoOUMTax BO BpeMsl BOCMANUTENbHBLIX  KOXHbIX
3aboneBaHwii 1M Mpu  ANMAMAUMUTE. Bbino  nokasaHo, u4TO
aHTubakTepuanbHbin C-koHueson hCAP18, LL-37 (37 amuHokucnoT)
nposiBNsieT  aHTUMUKPOOHYD ~ akTMBHOCTb  Kak  MPOTMB  rpam-
oTpuuaTenbHbIX, Tak U NPOTWB rpam-nosioxmTenbHbIX bGakTepuin. 3TOT
KaTenMuuavH okasbiBaeT CUHeprudeckuini aHTmbakTepmanbHbi 3ddekT ¢
nedeHsnHamn.  Hanpumep, HepocTtatouHocTb LL-37 B crnitoHe
corrmacyetcsi C Hanuuumem 3abonesBaHWs MEepUOAOHTa Yy NaLUEHTOB C
6onesHblo Kostmann. Bonee Toro, oH (yHKUMOHMPYET B KauvecTse
XEMOTaKCU4eCKOro areHta Anst HemTpodunos, MOHOLUMTOB M T-KNeTok.
LL-37 ycToMuMB K NPOTEONUTUYECKOMY Pa3pyLUEHUIO U B OrpaHNYEHHOM
CTeneHn LMTOTOKCUYEH MO OTHOLUEHMIO K  KNeTKaM MIIeKONUTaKoLLMX.
YcTaHOBNEHO, 4YTO HOpMmanbHoe cogepxaHve LL-37 B nnasme
coctaBnsieT 25-250 Hr/mn. Bo Bpemsi MHMEKUMOHHBLIX 3aboreBaHuii
KOHLeHTpaums aToro 6enka nopbIaeTcs.

3. OCOBEHHOCTU HABOPA

. Pabouee Bpems 3 %yaca.

. MwuHumanbHo onpegensiemas KoHueHTpauus coctasnsieT 0.1 Hr/mn.
= [lmanasoH nsmepenust koHueHTpauuu coctaenset 0.1-100 Hr/mn.

L] Pa6ounin o6bem paBeH 100 MKM/NyHKy.

4. O630P NPOTOKONA
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Streptavidin-peroxidase conjugate 100 pl

1 50 min2025°C
Wash 4x
TMB solution 100 pl
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Stop solution 100 pl
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Measurement at 450 nm

] Yenoseueckuit LL-37 ELISA npegctaBnsieT coboil roToBbI K
MCMOMNb30BaHNIO TBEPAOMdAa3HbIn  MMMYHOMDEPMEHTHbIA  aHanus,
OCHOBaHHBI Ha MpUHUMNE C3HABMYA C NPOAOIPKUTENBHOCTBIO
pa6oTbl 3 1/2 yaca.

L] OphekTmBHBIN hopMaT MnacTvHbl C ABEHAAUATb0 O4HOPAa30BbIMU
8-nyHOYHBIMKM nonockamy nossonseT ceoboaHbIi BbIbop pasmepa
nakeTa Ans aHanuaa.

= O6pasubl K cTaHgapTbl WHKYOMPYIOT B NyHKax,
aHTMTEeNnamu, onpegensowmmy Yyenoseveckne LL-37.

. BroTuHunupoBaHHOe aHTUTENO MHAMKaTopa byaeT CBs3bIBATLCA C
3axBaveHHbIM Yyenoseyeckum LL-37.

= Konblorat cTpenTtaBuavH-nepokcupasbl OyneT cBA3biBaTbCA  C
BUOTMHUNMPOBAHHBIM aHTUTENOM MHAMUKAaTOpa.

. KoHbloraT crpentaBuauH-nepokcuaassl pearvpyet ¢ cybctpartom,
TeTpameTunbeHsnauH (TMB).

=  ®depMeHTHasA peakuus ocTaHaBnmBaeTcs A0OaBMEHNEM NUMOHHOWN

MOKPbITbIX

KUCMOTbI.
- MornouweHve npu 450 HM namepseTcsa C  NOMOLLbIO
cnektpodoTomeTpa. CTaHgapTHass KpuBas nonyyaetcs nyTem

NOCTPOEHUST ONTMYECKOW MAOTHOCTU (MTMHENHO) MO CpaBHEHWIO C
COOTBETCTBYIOLMMN KOHLIEHTPALUUSAMN CTaHAAPTOB YEroBE4ECKOro
LL-37 (norapudmmyeckn).

- KoHueHTpaumsa  obpasuoB  4ernoBeyvecKkoro
TECTMPYIOTCS OOHOBPEMEHHO CO CTaHgapTamu,
onpepeneHa no CTaHAApPTHON KPUBOWA.

LL-37, «koTopble
MOXeT ObITb

5. COCTABNAKLWMUE HABOPA U UHCTPYKLUWUU NO XPAHEHUIO
Tabnuya 2 HK321-01

KoMnoHeHT HaGopa Ne KonuuectBo LiBeToBoOW
nosvuuu ()]
Bydep ans WBDB51 1 cpnakoH (60 mn) BecLigeTHbIit

npoMbiBki/passeaeHns A 20x

Bydep ans WBDB31 1 dnakoH (30 mn) BecuBeTHbI
MepekpecTHas peakKTUBHOCTL npomblsku/passeaeHns B 40x
MoTeHuuanbHble NepekpecTHO-pearupyoLlmne MNpoTEVHBI, BbISIBIIEHHbIE
MDA yenoseueckoro LL-37: Bydep ans passeaeHus DB96 1 dnakoH (10 mn) BecuBeTHbI

Tabnuya 1 obpasua A 20x
BelecTBO OT KMBOTHOTO: PeakTMBHOCTb E%/(bep ﬂl'éﬂ4%3359ﬂ9HMﬂ DB9S 1 cnako (5 m) BecuiseTHblit
Kopos TCYTCTBYET obpasya X
CZPGZKZ 8T2§T§TB§:T Cranpapt 2 chnakoHa, Benbii
nmounmuanpo-
Kosa OtcyTcTByeT BaHHL
Nowapk Orcytetsyer VHavkaTop, 1 chnakoH, 1 Mn Benblii
Mbiwe Orcyretayer BMOTMHUIMPOBAHHbIN NMOMNU3NPOBAHH
Kponuk OtcyTcTByeT bt
Kpbica Ortcytetyet CrpenTaBuauH-nepokcuaasa CONO03 1 npobupka, 0.25 KopuyHeBbIi
OBua OtcyTeTByeT 100x MI B pacTBope
CBUHbA OtcyTcTByeT TMB cy6cTpart TMBO050/ 1 cpnakoH (11 mn) KopnyHesblii
TMB100

MepekpecTHas peakuus Ans ApyrMx Buaos unn Genkoe/mentuaos He | CTon pacteop STOP110 | 1 dnakoH (22 mn) KpacHbiit
TecTmpoBanach. 12 npenBapuTENbHO MOKPbITHIX 1 nnaHwet

MMKPOTUTPOBAITBHBIX MONOCOK

Ceptudmkar KOHTpONS 1

KavecTsa

VHCTPYKUMS 1

Jluctok ans 3anuen 2




[ Hdpopwiam | | |
Tabnuuya 2/1 HK321-02
KomnoHeHT HaGopa Ne KonuyectBo LiBeToBoM
nosuumumn KoA

Bydep ans WBDB51 1 pnakoH (60 mn) BecueTHbIN
npombiBki/pasBeaeHns A 20x
Bydep ans WBDB31 1 dnakoH (30 mn) BecuBeTHbI
npombiBKi/pa3BeaeHus B 40x
Bydep ans passeaeHns DB96 1 cpnakoH (10 mn) BecueTHbIN
obpasua A 20x
Bydep ans passeaenns DB95 1 dnakoH (5 mn) BecuBeTHbI
obpasua B 40x
CraHgapt 4 ¢hnakoHa, benblit

nmodunuanpo-

BaHHbIN
WHaukatop, 2 pnakoHa, 1 Mn Benblin
6MOTUHUNMPOBAHHBI NMoUNM3nNpoBaH-

HbIiA
CrpenTaBuanH-nepokcuaasa CONO3 1 npobupka, 0.25 KopnuHesblit

100x MI1 B pacTBope

TMB cybetpart TMBO050/ 1 dnakoH (22 mn) KopuiHeBblit
TMB100

Cron pacTsop STOP110 | 1 cbnakoH (22 mn) KpacHblit

12 npenBapuTENbHO MOKPbLITHIX 2 nnaHwerta

MWKPOTUTPOBAIIbHbIX MOMOCOK

Ceptucmkar KOHTpOns 1

kavyecTsa

MHCTpyKUKs 1

Nucrok ans 3anucu 2

MHGopMaLMn

L] Mocne nonyyeHws, XpaHWTb OTAENbHblE  KOMMOHEHTbI  Mpu

Temnepatype 2 - 8 °C. He 3amopaxwuBartb.

L] He wncnomnb3oBaTb KOMMOHEHTHI MO MCTEYEHUWM CpoKa TOAHOCTH,
yKa3aHHOro Ha 3TUKeTKe.

=  CrvaHpapT, VHAOMKaTOp W CTpenTaBuAMH-Nepokcuaasa sBnsoTCs
CcTabunbHbIMK B NMMOUIM3NPOBaHHON (hOPMe A0 WUCTEYEHUS CpoKa
rogHOCTW, YKa3aHHOro Ha aTUKeTKe, Npu XpaHeHun npu 2 - 8 °C.

*  ToyHas KOHLEHTpauus cTaHgapTa ykadaHa Ha 3TukeTke hrakoHa u
B CBUAETENLCTBE O KOHTPOSIe KavecTsa.

. Mocne pasBedeHus cTaHdapT, WHAMKATOP W CTPEnTaBUAWH-
nepokcuaasa ctabunbHbl B TedeHne 1 mecsua, ecnu XpaHuTb npu
Temneparype 2 - 8 °C.

] Mocne nonyyeHns nakeT u3 onbri Ans NNacTUHbl repMeTUHeckn
3aneyatatb. JlloOble HapyLueHNs BbILLEYNOMSIHYTbIX YCIOBUIA MOryT
BMWSATb Ha NMPOM3BOAMTENBHOCTL MIACTUHBI NPU aHanuse.

. Heuncnonb3oBaHHbIe NOMOCKU HEMEANEHHO MOMECTUTb B YNaKOBKY,
cofepallylo ocylumuTens, 1 3anevataTtb. KayecTBo rapaHTMpyeTcs
[0 VCTeYeHNs cpoka rofHOCTW, eCnn XpaHuUTb Npu TemnepaType 2 -
8 °C.

Heobxoaumele, HO He NocTaBNsAeMbie MaTepuarnbl

= KanubpoBaHHble MUKPOMMNETKN N OAHOPA30Bble HAKOHEYHMKN.

= [McTUnnupoBaHHas Unu A4eMoHU3NpoBaHHas BoAa.

= MoeyHoe yCTPOMCTBO AN NaHLeTa: aBToOMaTU4eCcKoe Unm pyyHoe.

=  [onunponuneHoBble EMKOCTH.

. KannbposaHHbii ELISA pugep, cnocobHbIi U3MepsATb ONTUYECKYHO
NNoTHOCTb Npu 450 HM.

= AgreavBHble NNeHKN MOryT ObITb 3aka3aHbl OTAenbHo. MNoxanyicTa,
CBSXKUTECH C BaLLUMM MECTHbIM AUCTPUOBLIOTOPOM.

. LieHTpudpyra ansa npobupok 1 mn.

(=]

. MPEAYNPEXAOEHNA U MEPbI NMPEAOCTOPOXXHOCTHU
TonbKo ANS MCMONb30BaHUS B MCCNEAOBaTENbCKMX LiensX, a He Ans
ANarHOCTUYECKOro Mn TepaneBTUYeCcKoro NCNosb30BaHNS.

. OTOT Habop AOMKEH MCNOMNb30BaTLCS TOMBKO KBANMMOULMPOBAHHBLIM
nepcoHanom nabopartopum.

] Hu npu kakux obctoaTenbcTBax He [o6aBnAaTb asug HaTpusa B
Ka4yeCcTBe KOHCepBaHTa B NtoboM U3 KOMMNOHEHTOB.

L] He wcnonb3oBaTe KOMMOHEHTbI Habopa MO WCTEYeHWM Cpoka
rOAHOCTH.

. He cmewmBaTtb peareHTbl U3 pasHbiXx HabopoB 1 napTui. PeareHTbl
6bINKU cTaHAAPTU3NPOBAHbI B Ka4eCTBE €4MHOro Lienoro Ans AaHHON
naptvn.  Mcnonb3yiiTe  TOMbKO  peareHTbl,  MNOCTaBfAseMble
npoussogmTenem.

= AHanu3 Obln ONTUMM3NPOBAH [AJ1S  YKa3aHHOro CTaHAAPTHOrO
AvanasoHa. He nameHsiite CtaHgapTHbIN AManasoH.

. OTKpbiBaTb (prakoHbl OCTOPOXHO: (PNaKoHbl 3aneyataHbl nofg
BaKyyMOM.

] He rnotaTtb HMKakol n3 KOMNOHeHTOB Habopa.

. PeareHTbl cogepxaT 2-xnopauetammui B kayecTBe KOHCepBaHTa. 2-

XrnopaueTamui BpPeAeH Mpu nonagaHuu Ha KOXY M TOKCUMYEH npu

npornatbiBaHuu. [lpy HecyacTHOM crydae wWnuM  ecrnv  Bbl
NMo4YyBCTBOBaNM HEJOMOraHne, HemMeasIeHHO 0GpaTUTECh K Bpauy.

L] TMB cybctpat saBnsieTca  CBETOMYBCTBUTENbHbIM, u3beraTtb
nonagaHusi sipkoro ceeta. PacTtBop AomkeH ObiTb 6ecuBeTHbIM 40
MCMONb30BaHuS.

L] Cton pacTtBop copepXuT 2% LWaBeneBOM KUCINOTbl UM MOXeT
Bbl3BaTb pasgpaXkeHWe WUMnnM OXOr AblXaTeNbHOW CUCTEMbI, KOXU U
rma3. W3beratb npsiMOro KOHTakTa C Koxen u rnasamu. Ecnu
KOHTaKT NpoOUCXoaunT, HeMezNeHHO NPOMbITb GonbLmm
KONMYECTBOM BOAbI U 06paTUTLCS K Bpayy.

] Bpewmsi uHkyGauuu, Temnepatypa WHKyOauuvM U nunetTupyemblie
006beMbI, OTNMNYHbIE OT YKa3aHHbIX, MOryT AaBaTb OLMOGOYHbIE
pesynbTaThbl.

. He wvcnonb3oBaTe MOBTOPHO FYHKU WIN He MOMeELlaTb peareHTbl
obpaTHO B ByTbINKM.

L] O6pawatbcs co BceMu OGuonormyeckumm obpasuamm kak c

noTeHumansbHo onacHbIMU " CMocobHbIMU nepegasatb
3aboneBaHus.
] [eMonManpoBaHHble, TrUNepnMnemMmnyeckne Wnu  3arpsisHeHHble

06pasupbl MOryT AaBaTh OLINGOYHbIE pe3yrnbTaThl.

Ll Mcnonb3oBaTb NONUNPONUNEHOBbIE E€MKOCTW AN MPUroTOBIEHUS
cTaHgapTa u o6pasuyoB. He wuvcnonb3oBaTb MOMMCTUPONOBbLIE
npoBUpKN UM NnacTuHbl 06pasLoB.

7. NOOArOTOBKA OBPA3LIOB

C6op u xpaHeHue

Mnasma

Mwvente BBuay, 4to denoBeuveckun LL-37 BbicBOOOXOAeTCA U3
He’TpodMNOB B CbIBOPOTKY B MpoOLiecce Koarynsuuum KpoBu. OTO MOXeT
NpMBECTU K FOXHO MOMOXWUTENbHbIM pesynbTatam. Mcxops wus atoro,
pekomeHAyeTCs UCMOMNb30BaHne "OCTOPOXHOW NnasMbl”, KOTopasi MOXeT
ObITb NOMNyYeHa Kak ykazaHo Huxe.

XpaHuTb cBexe B3ATble obpasubl kpoBW Ha nbay. Ecnn mncnonb3syetcs
nnasma, oTAeNUTb Nna3my OT KpoBu B TeyeHne 20 MUHYT nocne 3abopa
KpoBu uUeHTpudyruposaHvem (1500xg npu 4 °C B TeuyeHne 15 MUHYT).
ByobTe OCTOPOXHBI He MOTPEeBOXWUTb Oenble KPOBsiHble TenbLa.
LleHTpudyrmpoBaTb MOBTOPHO MEpeMELLEHHY nnasmy BO usbexaHue
3arpsisHeHnss 6enbiMu  KpoBsiHbIMKM - Tenbuamu: 1500xg npu 4 °C B
TeyeHne 15 MUHyT.

Camble HagexHble pe3ynbTaTbl NofnyyarTcs, ecnu ucnonbdyetca SOTA
nnasma.

XpaHeHue

XpaHutb 06pasubl npu Temnepatype Hwke -20 °C, npeanovTUTensHO
npu -70 °C B MOMUMNPONUIEHOBLIX Npobupkax. XpaHeHue npwu
Temnepatype -20 ° C MOXeT nNOBNMATb HA BOCCTAHOBMEHHbIN
yenoBeyeckui LL-37. Wcnonb3oBaTb obOpasubl B TevyeHue 24 4yacos
nocne pasmopaxuBaHusi. W3beratb HECKOMbKMX LMKIOB
3aMOpaxMBaHUS-0TTauBaHus, YTO MOXET nNpuUBECTM K MoTepe
aKTUBHOCTM YenoBeyeckoro LL-37 n gatb ownboyHble pedynbTaThbl.

He wucnonb3oBaTb remMoOnNU3MpoBaHHbIE, TUMNepnMnemMmnyeckie, unm
3arpsi3HeHHbIe 06pa3upbl.

Mepen BbINONHeHWeM aHanu3a, 06pasubl AOMKHLI ObiTb JOBeAEHbI A0
KOMHaTHOW TemnepaTypbl (18 - 25 °C) u OCTOPOXHO nepemellaHbl.
MogroTtoBuTb BCex obpasubl (KOHTPOMb 1 TecToBble 0bpasubl) A0 Havana
TEeCTOBOW npoLenypbl. 3berante BcneHMBaHus.

lpouedypa pa3eedeHus

O6pasubl Nnasmbl

Yenoseueckne LL-37 moryT GbiTb U3MepeHbl TOYHO, ecnu obpasubl
nnasmbl pas3BogsT, no kpawHenm mepe, 20X nepen MCNONb30BaHUEM
nocraenseMbiM OydepoM aAns pasBedeHWss B MONUMPOMNMIEHOBbIX
npobupkax.

Camble HagexHble pe3ynbTaTbl NonyyarTcs, ecnu ucnonbdyetca SOTA
nnasma.

3amevyaHue OTHOCUTENbLHO PEKOMEHAYeMOro pa3BegeHus obpasua
PekomeHoyemoe pa3baBneHue ans obpasuoB crnefyeT UCMOoNb3oBaTh B
KayecTBe opueHTMpa. BoccTtaHoBneHwve uyenoseyeckoro LL-37 w3
Hepa3basneHHoro obpasua He asnsetcs 100% 1 MOXeT U3MEHATbCS OT
obpasua k 0bpasuy. NMpu TecTupoBaHun MeHee pas3baBneHHbIX 06pa3LoB
KenaTtenbHO MPOBOAUTb 3KCMEPUMEHTbI MO BOCCTAHOBIEHW  AnSA
onpegeneHuss BAUsSiHUS MaTpuubl Ha ObOHapyxeHue 4vernoBeuveckoro LL-
37. He wcnonb3oBaTe MNOMUCTUPONOBbLIE MPOGUPKA WM MNACTUHbI
o6pasLoB Ans NPUroToBNeHNs Unu pasdasneHns o6pasLoB.

8. MOArOTOBKA PEAFEHTOB
MpuBecTn BCce peareHTbl K KOMHaTHOM TemnepaType (20 - 25 °C) nepep
ucnonb3oBaHWeM. BepHyTb B HaanexaiwiMe ycroBusi Ons XpaHeHusi
cpa3y ke nocne UCnonb3oBaHus.

Bydep ans npombiBKku/pa3BegeHus
MoaroTtoBbTe 20x KOHLIEHTPUPOBAaHHLIN 6ydep ans
npombiBkM/pa3BefeHns A nytem cmewwuBaHus 60 mn ¢ 540 wmn



OUCTUMIIMPOBAHHOW WMWM AenOoHM3npoBaHHOM BoAabl. [MogrotoBbTe 40X
KOHLIEHTPMPOBaHHbIN  Bycdbep AnA npombiBku/pasBefeHuss B nytem

cvewmBaHma 30 mn ¢ 570 mMA AMCTMRANMPOBAHHOW MK
nevnoHnsnpoBaHHoi Boabl. OkoHYaTenbHO cmelwaTtb oba pacTBopa B
paBHbIX MporopuMsix UK TwaTenbHO nepemMewartb. bydep ans
NpoMbIBKW/pa3BefeHNs ABNsieTcs 4oCTaTouHbIM A 2 X 96 TecToB.

Tam, roe TpebyeTcsi MeHbluee KONMWMYECTBO TECTOB, MOArOTOBbTE
HeobxoauMmbI obbem nytem pa3baBneHus 1 yacTtu 20x

KOHLeHTpMpoBaHHoro Oydepa paAns npombiBku/pa3BedeHns A ¢ 9
YacTAMU AUCTUNNUPOBAHHON UMW AEUOHU3NPOBaHHOW Boabl U 1 YacTb
40x koHUeHTpupoBaHHoro bydepa Ana npombiBku/passedeHns B ¢ 19
YacTaMM  OUCTUMNUPOBAHHOW UMM OEVMOHU3UPOBAHHOW  BOAbI.
OkoHyaTenbHO cMelwanTe oba pacTBopa B paBHbIX MNPOMOPLUSIX WU
TaTenbHO NepemeLlante.

KoHueHTpupoBaHHbIi  Bydep MoxeT cogepxaTb Kpuctannel. Ecnu
KpUcTansbl He pacTBOPSIIOTCS MPY KOMHATHOW TemnepaType B TeyeHue 1
yaca, 6ydep moxeT 6biTb nogorpeT Ao 37 °C. He BcTpsixuBaTb pacTeop.

Bydep ans passeaeHus o6pasuoB

MoarotoBbTe 20X KOHLEHTPUPOBaHHBIN Bydep Ans passedeHus A nytem
cvewmBanma 10 mn ¢ 90 ™Mn AUCTUANWPOBAHHOM UMK
OenoHnsmpoBaHHo Bofgbl. [logrotoBbTe 40X KOHUEHTPUPOBAHHLIN
Oycdep ans passegeHus B nytem cmewwmBanus 5 mn ¢ 95 wmn
OVCTUMNUPOBAHHON WMM  OAEeMOHU3upoBaHHON BoAdbl. OKoHuYaTenbHO
cMewaTtb oba pacTtBopa B paBHbIX MPOMNOPUMSX W TLLATENbHO

nepemeLlathb. Bycdep aons NpPOMbIBKK/pa3BeneHus ABNseTCs
[OCTaToYHbIM And 2 X 96 TecToB.

Tam, roe TpebyeTcsi MeHbluee KONMWMYECTBO TECTOB, MOArOTOBbTE
Heobxogumbin  obbeM  nyTem  pasbaBneHms 1 vactm  20x

KOHUEeHTpupoBaHHoro Oydepa pans passegeHns A ¢ 9 vacTtamu
OUCTUNNMPOBAHHOW WNW  AEVMOHU3MpoBaHHOM Boabl M 1 vacTb 40x
KOHLEHTpupoBaHHoro Oydepa ana passegeHus B ¢ 19 vactamm
OVCTUMNUPOBAHHON MMM  OAEeUMOHU3upoBaHHON Bodbl. OKoHuYaTenbHO
cMewante oba pactBopa B paBHbIX NPOMOPUMSIX U  TLLATENbHO
nepemeLuavre.

KoHueHTpupoBaHHbIi  Bydep MoxeT cogepxaTb Kpuctannbel. Ecnu
KpUcTansbl He pacTBOPSIIOTCS MPY KOMHATHOW TemnepaType B TeyeHue 1
yaca, 6ydep moxeT 6biTb nogorpet Ao 37 °C. He BcTpsixuBaTb pacTBop.

PacTtBOp cTtaHpapTta

CraHpapT BOCCTaHaBNMBaeTCs nytem UHBbEeKLUn 1 MI
OVCTUMNUPOBAHHON UMW  [EMOHU3MPOBaHHON  BoAbl. [pUroToBUTH
KaXkablii YernoBeyeckuit LL-37cTaHaapT B NONMNPONMIEHOBBLIX Npobupkax
nyTeM CepvnHOro pas3BedeHus BOCCTAaHOBIIEHHOro ctaHaapTa Oydepom
Ons pa3BefeHuns, Kak nokasaHo Ha pucyHke 1*. [Nocne BoccTaHOBNEHUS
CTaHOapT He OCTaBNSATb Ha XpaHeHWe A5 NOBTOPHOIO UCMOMb30BaHMS.

125 |lT|.l:|e 1 128 um.ne 2 123 ||I Tube 3 123piTube 4 123 Tube 3 125 piTube &
e
for A —rouoog f—oo —o
Rec. St. 250uisab | [|2S0pisdo | |mopsdp | [BOwisdb | [BOpisdb | |aspuiscs | (260w Sdk
Soa Coll v \\/
Tube 1 Tube 2 Tube 3 Tube 4 Tube § Tube 6 Tube 7 Tube 8
100 33 K 3.7 1.2 0.4 ol 0ng/ml
PucyHok 1

*) CoA: cepTudukaT KOHTpons kayectBa, Rec. St.:
Sdb: bydep ans passegeHuns obpasuos

BoccTaHoBneHHbI cTaHaapT,

PacTBop nHaukaTopa

Mugukatop BOCCTaHaBNuBaoT nuneTMpoBaHeMm 1 M
OUCTUNNMPOBaHHOW WM AEeWOHU3NpoBaHHOW Boabl. Passectn 1 mn
BOCCTaHOBJIIEHHOIO MHOuKaTopa c 11 M bydepa ansa
NpoMbIBKW/pasBefeHns, YTo goctatodHo ansa 1 x 96 tectos. B cnyvae,
ecnn MeHbluuA obbem HeobxoauM, MNOMyYUTb Xenaembli 006bem
MHOMKaTopa pasbaBneHneMm 1 4YacTM BOCCTaHOBIEHHOMO MHAMKATOpa C
11 yactamu Bydepa AN NPOMbIBKM/pa3BeaeHUs.

PacTtBOp cTpenTaBUAUH-Nepokcuaassbl

Passectn 0.25 mn 100X KOHUeHTpaTa CTpenTaBuAWH-NEPOKCUAAasbl C
24.75 mn Gydepa Aons pasBegeHusi, KoTopasi SBNSETCS AOCTATOYHbIM
ans 2 x 96 TectoB. B cnyvae, ecnu MeHblwuii 06beM Heobxoaum,
nony4nTb Xenaembin o6bem CTpenTaBuanH-Nnepokcuaasbl
pasbaBneHvem 1 yactn 100x KOHLeHTpaTa CTpenTaBuaWH-NepokcMaasbl
¢ 99 vactamu bydepa Ans pasBeaeHus.

9. MIPOTOKON MDA
MpuBecTn BCce peareHTbl k kOMHaTHoOW TemnepaType (20 - 25 °C) nepepn
MCMNOb30BaHNEM.

10.

11.
12.

13.

Onpegenntb  HeobBXOAMMOE  KOMNWYECTBO TECTUPYEMbIX  JYHOK,
NoMecTuUTb HeobxoanMble MUKPOJTYHOYHbIE nosocku B
NOoCTaBMNsIEMyl0 pamKy, U 3anoflHUTb NUCT cbopa AaHHbIX. BepHyTb
HeMCcnonb30BaHHbIE MOMOCKM B NakeT AN XpaHeHUsl C ocyLLUTenem,
3aneyatatb U xpaHuTtb npu 2 - 8 °C.

Mepemectuts 100 MKN B ABYX 3K3emnnsipax cTaHgapTta, obpasuos,
UM KOHTpOnen B COOTBETCTByWOLIME NyHKM. He npukacaintech k
BOOKOBOW UMW HWXKHEN YaCcTU MYHKW.

HakpblTb  agresvBHon nneHkow. [locTydaTb no  fOTKy AN
yCTpaHeHus nobbIx BO34YLUHbIX ny3blpen. W3beratb
pa3bpbI3rMBaHUSA XXMOKOCTU HA KPbILLKY.

MHKkyGupoBaTb Nomocku unu nnactuHy B Tevenue 1 vaca npwu
KOMHaTHOW TemnepaType.

MpombITe MnacTvHbl 4 pasa C MPOMbIBOYHLIM PacTBOPOM C
MCMOMb30BaHMEM MPOMBIBOYHOIO YCTPOWCTBA WNWN  CriedyloLmnm
ob6pasom:

a. OCTOpPOXHO  CHUMUTE  TrepMeTMK  MnacTuHbl,  usberas
pasbpblarnBaHus.

b. OceobGogute nAacTvHy nyTeM ee MepeBopayYvBaHns W
BCTPAXMBAHUA  COLAEPXMMOTO Hal PaKOBMHOW, [epxXaTb

nepeBepHYTON U BbICYLUUTb CyXWM TONCTbIM CIIOEM TKaHW.

c. [Oob6asutb 200 MKN NpombIBOMHOTrO Gydepa B Kaxayt NyHKY,
nogoxaatb 20 cekyHa, ocBob6OAMTL MMAcTUHY Kak OMMCaHO B
nyHkTe 5b.

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

e. OuncTUTb NNAcTMHY W aKKypaTHO BbICYLUNTb CYXUM TOMCTbIM
crnoem TKaHW.

[o6asuTte 100 MKN pasBefeHHOro MHAMKATOpa B KaXdyk IyHKY C

MCMOMb30BaHMEM TOrO e Mopsigka nNWNeTUPOBaHUSI Kak 3TO

npumeHsieTcs B Wware 2. He npukacantecb kK 6GOKOBOW MU HWXKHEWN

4YacTu NyHOK.

Hakponte noTok agreavBHOM nNneHkon. WHKyOupyiTe noTtok B

TeyeHue 1 Yaca Npy KOMHaTHOM TemnepaType.

MoBTOpWTE NpoLEeaypy NPOMbIBaHUS, ONUCaHHY B Liare 5.

Oobasute 100 mMkn pas3BegeHHOW CTpenTaBUAMH-NEpPOKCcMAasbl B

KaXgyl NyHKy, WCMomnb3ys TOT e MOpsSAoK NUNeTUpoBaHwus,

npumeHsiemblin B Wware 2. He npukacantecb kK 60KOBOW UMK HWXKHEWN

YacTu NyHKW.

HakpoiiTe noTok agreavBHOW NneHkon. MWHKyGupyinte noTtok B

TeyeHue 1 Yaca Npy KOMHaTHOM TemnepaType.

[MoBTOpPMTE MpoLeaypy NPOMbIBAHUS, ONMCaHHYLO B Liare 5.

[o6asnTe 100 mkn TMB cybcTpaTa B kaxayto MyHKY, UCNomnb3ys TOT

e nopsifok NUNeTUpoBaHus, YTo M B ware 2. He npukacanTechb K

DOOKOBOW UMW HUXKHEWN YaCTN NYHKU.

HakpbITb NTOTOK HOBOW afre3vBHON MIEHKOW, UHKYOMpoBaTb MOTOK

B TeyeHne 20-30 MUMHYT npuv KOMHATHOW Temnepatype. He

nogBepratb MOSIOCKM OEWACTBUKO  MPSIMbIX  COMHEYHbIX  Jy4en.

[MokpbITME NNacTuH ¢ antoMUHUEBOW (PONLron pekoMeHayeTcs.

OcTtaHoBUTbL peakuuto gobasneHnem 100 Mkn cTon-pacTeopa B TOK

e MnocrenoBaTenbHOCTU U MHTEPBanamu, UCMosb3yeMbiMU B LIAre

12. TwartenbHO cmellaTb PacTBOPbl B JyHKax, OCTOPOXHO Bpallas

nnacTuHy. AKKypaTHO NOCTyKaTb MO NOTKY, YTOGbI YCTpaHUTb Mtobble

BO3JYLUHbIE NY3bIPbKA B FTYHKaX.

Cuutatb pe3ynbTathl B TedeHne 30 MnHyT nocne nobaenexusi cton-

pactBopa npu 450 HM C WCNOMb3OBaHWEM CYUTbIBAOLLErO

YCTPOWNCTBA, creays MHCTPYKUUSIM M3roToBuTensi npuéopa.

. UHTEPMPETALUWUA PE3YJIbTATOB

Paccuntate cpegHiolo  abcopbumio  Ans Kaxgoro
NOBTOPSIOLLNXCS CTAHOAPTOB, KOHTPONSA U 06pa3LoB.
Ecnu otaenbHble 3HayeHus abcopbumm oTnuyatoTest 6onee Yem Ha
15% OT COOTBETCTBYIOLLErO CpedHero 3HayeHus, TO pesynbTart
CUMTaEeTCsl COMHUTENbHbIM K obpaseL, OormkeH OblTb TeCTUpPOBaH
NMOBTOPHO.

CpefHsia  onTuyeckasi MMOTHOCTb HYNEBOro cTaHAapTa [orbkHa
ObITb MeHee 0,3.

Habopa

MocTponTb CTaHAapTHY KpuBYtO c UCMonb30BaHEM
KOMMbIOTEPHOW MporpaMmbl.  CpefHss  onTuyeckasi MroTHOCTb
KOHLEHTpauMM  Kapaoro  craHaapta  OTKnafbiBaeTcs  Ha

BepTMKanbHon (Y) ocu NpOTMB COOTBETCTBYIOLLEN KOHLIEHTpauun Ha
ropudoHTanbHon (X) ocu (norapudmudeckas wkana). [Npumep
CTaHAapTHOW KPMBOM CM. B cepTudMKaTe KOHTPONS KayecTsa,
BKMIOYEHHOro B komnnekT. Ecnu ctaHgapT HaxoguTcs BHe
AvanasoHa, pesynbTaT TecTUpPOBaHUsi 00pasuoB He sBnseTcs
HaAeXHbIM. VcnbiTaHne AOMKHO ObITb MOBTOPEHO.

Ecnu 06pa3subl 6binm pasbaBneHb!, KOHLEHTpaLmsi, cCHUTbIBaeMas co
CTaHZapTHOM KPMBOW, OOMKHA ObiTb YMHOXEHa Ha Ko3dduuueHT
pa3baBneHus.

O6pasubl, KOTOpble AAlOT CPEAHIo ONTUYECKYI NIOTHOCTL BbILLE
abcopbumn NS cambIX BbICOKMX CTaHAAPTOB KOHLEHTpauuu,
HaxoAsaTCs BHe AuanasoHa aHanusa. 3T obpasubl AO0KHbI BbiTb
NOBTOPHO MPOTECTUPOBAaHbI C BbICLUMM pa3BefeHNeM.



11. TEXHUYECKUE COBETbI

- Monb3oBaTenb AomkeH ObiTb MOAroToBrEeH M 3HakoM ¢ NDA n
npoueaypon UCrbITaHWN.

. Ecnu Bbl He 3HaKOMbI C TexHUKon VDA, pekomeHayeTCs BbIMONHUTL
Npo6HbIN aHanu3 Ao TecTUpoBaHWs 06pasuoB. BbinonHUTL aHanu3
CO CTaHAAPTHOW KPUBOW TONBKO CNeAys MHCTPYKLUSAM.

. HenpaBunbHasi unuM HegocTaTouHasi MpoMbiBKa Ha 6ol ctagum
npoueaypbl NpuBedeT nMBO K JIOXKHBIM MONOXUTENbHbIM, NMBO
NOXHbIM OTpuUaTenbHbIM pe3ynbTatam. [MonHocTblo ocBo6OAUTH
NYHKW nepen BHECEHWEM MNpPoOMbIBOYHOro 6Gycepa, 3anonHuTb
NPOMbIBOYHbIM Oydhepom, Kak ykasaHO ANsl KaXOoro uMkna u He
Nno3BoNATb JyHKaM OCTaBaTbCsl HEMOKPbITbIMA UMW  CyXMMWU B
TeYeHue ONUTenbHoOro nepuoaa.

. [MockonbKy onpeAeneHHble YCNOBUst MOTYT OTNMYaTLCA OT aHanusa
K aHanuay, crTaHgapTHas KpuBasi ofkHa ObiTb MmocTpoeHa Ans
Kaxgoro aHanusa. Ecnu cTaHpapT BHe [avanasoHa, pesynbraT
TecTupoBaHnss 0b6pasuoB He SABMAAETCS HafaexHbiM. McnbiTaHue
[OMKHO BbITb MOBTOPEHO.

. He cmewwnBaTb peareHTbl U3 pasHbiXx MapTUA Wnu c ApYyrumu
peareHTamn un nonockamu. OcTaTkM He crnegyeT CMeluvBaTb C
COAEPKMMbIM TOSBbKO YTO OTKPbITON aMnyribl.

. Kaxgpi pas, korga Habop wucnonb3yeTcs, CBeXue pas3BefeHus
cTaHgapTa, obpasua, vHaukaTopa, CTpenTaBUAMH-NEepoKcuaasbl U
6ychepoB OOMKHBI ObITb MPUrOTOBMEHDI.

. Kpbllkn U1 nakoHbl He SABMASIOTCS  B3aMMO3aMeHSIEMbIMU.
KpbllKkamu 3akpbiBaTb TONbKO COOTBETCTBYHOLLME (DITAKOHbI.

. Bo usbexaHne nepeKkpecTHOro 3arpsi3HeHUsl, MEHATb HAKOHEYHMKM
anst gobaBneHus peareHToB AONs Kaxdoro craHgapTa, Mexay
nobaBneHnem obpasLoB, a Takke mexay AobaBrneHnem peareHTta.
Kpome Toro, vcnonb3yiite OTAEeNbHble pe3epByapbl AN KaXaoro
peareHTa.

. YTunusaumsi OTXOAOB [OJKHA MPOBOAUTLCS B COOTBETCTBUMU C
npaeunamu naéoparopumm.

12. KOHTPOIIb KAYECTBA

CepTudukaT KOHTPONS KayecTBa, MOCTaBMsAeMbIi ¢ HabopoMm, sBnseTcs
cneumdunyHbIM ANS NapTUM U UCMONb3yeTCs AN NPOBEPKN pe3yNbTaToBs,
nony4eHHbIX Balwen nabopatopueint. 3Ha4eHUs NOrMOLLEHUA, yYKa3aHHbIX
B CepTudukate KOHTpONsA kayectsa, OyayT MCMOMb30BaTLCA TOMLKO B
KavecTBe opueHTupa. Pe3ynbTaThl, nonyyeHHble Balei nabopatopuen,
MOTyT OTMYaThCs.

OTOT TeCcT npefHasHayeH [AnA YCTPaHeHWst MoMex OT PacTBOPUMbIX
peuenTopoB,  cBsi3blBaloWuMx  GenkoB, M gpyrux  bakTopos,
npucyTcTByoWwnx B Bronormvdecknx obpasuax. [o Tex nop, noka Bce
bakTopbl He 6yayT NpoOTECTUPOBaHbI Hycult Biotech
UMMYHOMEPMEHTHBIM ~ aHanM3oM, BO3MOXHOCTU WHTEpdEepeHLunn He
MOTYT BbITb UCKMIOYEHDI.

Ona onTumanbHOW paboTbl [AaHHOTO KOMMMeKTa peKoMeHayeTcs
paboTaTb cornacHo Hagnexalue nabopaTopHoO NpakTuke.

13. YCTPAHEHUE NPOBJEM

[apaHTUiiHble npeTeH3un U kanobbl B OTHOLIEHWM HedoCTaTKoB
HeobxoauMOo npenbsiBsATb OO UCTEYEHWS CpPOKa FOAHOCTM  MpPOAYyKTa.
lMucbMeHHyo  kanoby, cogepxallyld HOMep napTuu npoaykra u
3KCNepuMeHTanbHble [AaHHble, OTNpPaBMTb Ha SMEKTPOHHbIN aapec
support@hycultbiotech.com.

MpeanoxeHns, npuBedeHHble Hwke B Tabnuue 3, MoryT ObiTb
MCMONb30BaHbl TOMbKO B KAYeCTBE OPVEHTMpA B Crlyvyae HEeOXWAaHHbIX
pesynbTaToB aHanusa.

WHKy61pOBANMCh PaBHOMEPHO

AHanus npoBoamIcs pabLue,
4eM peareHTbl Gbinu
Mpu1BeaeHb! K KOMHATHOI
TeMneparype

He cobntopanack npoueaypa
TECTUPOBAHMS

lponyLueH peareHT unw war

. Mnoxoe nepemeLLnBaH1e
06pas3LoB
. Hu3koe ka4yecTBO BOfb!
[Monocku OCTaBanmuchb

HEyBNaXHEHHbIMA  CIIMLLKOM
[0Nro BO Bpems/nocne
NPOMbIBKI

lnoxas NpombIBKa

[MepekpecTtHoe 3arpsisHeHue ot
Lpyrux 0bpasLoB unm
MONOXUTENBHOTO KOHTPONS

TMB pacTBop Henpo3payHbilit
1 6ecLBeTHbIN

HeBepHbIn unbTp B
CUMTBIBAIOLLEM YCTPONCTBE
MWKPONAaHLLETa

Bo3zyLLHbIE My3blpbki

HeTouHoe 3aneyatbiBaHme
nnaHwweTa nocne
1CMONb30BaHNs

HenpaBunbHble ycriosus
XpaHeHus

Namna B cuuTbIBatOLLEM
YCTPOWCTBE He (yHKLMOHMPYeT
ONTYMAINLHO

Tabnuua 3
Hus- Bbico- | Cna- Bce Bce
Kas ab- | kasab- | Oble NyHKK NYHKK
copb6- copb6- KO- nono- oTpu- Bo3moxHas npuumnHa
uus uus num XuTe- Lare-

JIbHbl€ JIbHbl€

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

¢ VicnonbaytoTcs HenpasuibHble
peareHTbl

JInocomnuanpoBaHHbie
peareHTbl He BOCCTaHOBMEHbI
Kak criefyet

HekoppekTHble pa3BeseHus
N OLWMBKM NUNETUPOBaHNS

Henopxogsiyve nnactukoBble
MaTepuaribl MCTorb30Banuch
[Ansi MOArOTOBKM CTaHAapTa
nivnn obpasLos

. . HeBepHble Bpems MHKyGaLmm
Wunu Temneparypa

OcobeHHo B cryyae nHkybaLmm
npu 37 °C: nnactuHbl He
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