HABOP UDA

AOnA ONPEAENEHUA C1q U g,
COAEPXALLUUX LUPKYJITUPYIOLLUUE
MMMYHHbIE KOMIMJIEKCbI B OBPA3LIAX
CbIBOPOTKMW, NMNA3MbI U XKWOKOCTU
BPOHXOAJIbBEOJIAPHOI'O JIABAXA
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OcHoeoli _npu npogedeHuu aHanusa sie/isemcs opusuHars
UHCMPYKUUU Ha aHa/ulckoM $i3biKe, 8/10eHHOU 8 Habop.
Homep u Odama 8epcuu opusuHana u nepesoda

_ UHCMpyKuUU O0/IKHbI cogrnadame.

Tonbko Onsi nabopamopHbIx uccredogaHudl.

OCHOBaHHbI Ha MpUHUMNE C3HABMYA C MNPOAOIPKUTENBHOCTBLIO
pabotbl 3 1/2 yaca.

] OhhekTnBHBIN hopMaT NnacTMHbl C ABEHaAUaTbio 04HOPa30BLIMU
8-nyHOYHbIMKW Nonockamy No3eonsieT ceoboaHbli BeIbop pasmepa
nakeTta ons aHanuaa.

. O6pasubl ¥ cTaHgapTbl WHKYOMPYIOT B MyHKax, MOKPbITbIX
aHTUTEenamu, onpegensowmnmy Yyenoseveckun C1q.

= BUOTUHMNUPOBaHHOE aHTUTENo uHaukatopa byaeTt cBA3biBaTbCA C
3axBayeHHbIM Yenoseyveckum C1q.

Ll KoHbloraT cTpentaBuamH-nepokcuaasbl Oynet cBs3biBaTbCH  C
OMOTMHUNMPOBAHHBLIM aHTUTENOM UHAMKATOpPA.

= KoHbloraT cTpentaBuavH-nepokcmaasbl pearmpyeT C cybcTpaTom,
TeTpameTunbeHsnanH (TMB).

= depmeHTHas peakuusi ocTaHaBnuBaeTcsl JobaBNeHMeM NMMOHHON
KMCNOTBI.

- MornoweHne npun 450 HM  u3MepsieTca C  NOMOLLbIO
crnektpogotomeTpa. CraHgapTHasi KpuBasi rnonyyaeTcsl nyTem
NMOCTPOEHNSI ONTMYECKOW MIIOTHOCTU (NMHENHO) MO CPaBHEHUO C
COOTBETCTBYHOLMMY KOHLEHTPALUUSIMU CTaHAAPTOB 4EroBEYECKOro
C1q (norapndmmyeckn).

. KoHueHTpauusi  obpasuoB  4enosedeckoro C1qg,  KoTOpble
TECTMPYITCS OOHOBPEMEHHO CO CTaHgapTamu, MOXeT 6biTb
onpeferneHa no cTaHaapTHOW KPUBOWA.

5. COCTABNAOLWME HABOPA U UHCTPYKUUM NO XPAHEHUIO
Tabnuya 2 HK356-01

He 0ns knuHu4eckux unu duazHocmu4eckux yenel Userosoit
KomnoHeHT Ha6opa Ne Konuyectso KoA
1. HASHAYEHME MCMONIb30BAHUS nosumum
HaGop  npegHasHauyeH  ANst  KOMMYECTBEHHOrO  ompegeneHust Bychep Ans npombiskn 20 WB21 1 cpnakon (60 mn) becugeTHbI
Yenoseueckoro C1gq u g, cogepxawmx UMPKYnMpyloWmne UMMYHHbIE _
komnnekchl (LIMK) B o0Bpasuax ChIBOPOTKM, NNasMbl M KUAKOCTM bydep ans passepenns DBY2 1 cpnakon (15 mn) Senetblit
BpoHxoanbeeonsipHoro nasaxa (BAJ). HaBop npepHasHadeH Tonbko | 00Pa3uos 10x _
ans nabopaTopHbIX MCCIENoBaHWIA, HO HE [ANS AUarHOCTUYECKUX WMn Bychep Ans pa3seneHis DB91 1 dpnakoH (6 mn) eneHbill
TepaneBTUYECKMX NpoLeayp. 10x _
AHanu3 gomKeH NPoBoANUTLCA OMbITHLIM NabopaTopHLIM NEPCOHANOM. Cranpapt 2 chriakoHa, benblii
NMONNN3NPOBAHHBIN
2. BBEOEHWE (Cwm. opuauHan uHcmpyKyuu,). VHpukatop, 1 conakoH, 1 mn benbiit
GMOTUHUAMPOBAHHBII NNOUNN3NPOBAHHBIN
3. OCOBEHHOCTU HABOPA CrpenTaBuguH- CONO03 1 dnakoH, 0.25 mn B KopuuHeBbiit
=  Paboyee Bpems 3 %4 yaca. nepokcuaasa 100x pacteope
*  MuHuManbHO onpeaensemasi KOHLEeHTpaLmMs cocTaBnsaeT 7.8 Hr/mn. TMB cybeTpat TMBO50/T | 1 dnakoH (11 mn) KopuiHesblit
*  CTaHOapTHbI AManasoH KoHLUeHTpauum coctasnset 7.8-500 Hr/mn. MB100
. Pabounin 06vém 100 mkr. Cron pacTBop STOP110 | 1 conakoH (22 mn) KpacHbiit
12 npenBapuTensHO 1 nnaHwet
MNepekpecTHas peakTUBHOCTb MOKPbITbIX
MoTeHuManbHble NepeKkpecTHo-pearnpyome MpPOTENHbI, BbISBNEHHbIE MUKPOTUTPOBAbHbIX
NPA B yenoseyveckom C1q: nonocok
BewecTtBo PeakTMBHOCTb CepTudpmkat KoHTpOns 1
MbiwmHbIin C1q CunbHas kavecrea
KpbicuHbiii C1q CunbHas WHeTpykuya 1
JlucTok ansa 3anucu 2
MepekpecTHas peakuusi ANs APYrMX BMAOB WNM 6enkos/nentuaosB He MHdopMmaLuK
TecTMpoBanach.
Tabnuuya 2/1 HK356-02
4. OB30P NPOTOKONA LigetoBoit
KomnoHeHT Ha6opa Ne Konuyectso koA
Y | Microtiter wells coated with antibody | | W | nosuuuu _
1 Bydep ans npombiBku 20x WB21 1 dnakoH (60 mn) BecuBeTHbIt
* | Diluted standard / samples 100 ui | | \(\’( | Bycep Ans passeneHms DB92 1 cnakoH (15 mr) 3eneHblit
{60 min2025°G 06pasLos 10x
Wash dx Bycep ans passenerms DB91 1 cpnakoH (6 mn) 3eneHbii
i 10x
K. | Biotinylated tracer antibody 100 pi | | \K\’( | CTaH,ClapT 4(1)J'I3KOHa, Benuii
¥ 60min20.25°C NMOUIM3MPOBAHHbIN
Wash 4x VHamkaTop, 2 cnakoHa, 1 mn Benbiit
| /Q'.F OMOTUHWAVPOBAHHBI NMOGNNN3NPOBAHHBIN
X [ Steptaviain perorace conjugate 100 | \ 201 S«!Egg;:;?::ow CONOf ;a‘*;?:g;: 025uns Kopuiwesii
V' eomn 2025 o o TMB cy6cTpat TMBO50/T | 1 chriakoH (22 mn) KopuuHeBblii
Wash 4x ~_ N MB100
l .5& Cron pacTBop STOP110 | 1 conakoH (22 mn) KpacHblit
o | TMB solution 100 i | g 12 npepBapuTensHO 2 nnaHiwerta
1 30min2025°G |—\Q/—| MOKPBITLIX
MUKPOTUTPOBAbHBIX
| Stop solution 100 pi | Nos0coK
7 CepTudomkat KoHTpONs 1
Measurement at 450 nm KayecTBa
VHCTpYKUMS 1
Jluctok ansa 3anucu 2
. Yenoseuweckni C1q ELISA npeacrasnser cobon rotoBbin K UHOpMALMM

MCNOMb30BaHMIO  TBepAOdasHbIn  MMMYHO(EPMEHTHbLIN  aHanus,




Mocne nonyyeHWsl, XpaHUTb OTAENbHbIE  KOMMOHEHTbI
Temneparype 2 - 8 °C. He 3amopaxvBaTb.

He wncnonb3oBaTb KOMMOHEHTbI MO MCTEYEHUWM CpOKa TOAHOCTH,
yKasaHHOro Ha 3TUKETKe.

CrtaHpapT, VHAOMKaATOp W CTpenTaBWAVH-Nepokcuaasa SABNSHOTCA
CTabunbHbIMU B NMMOMUNN3NPOBaHHON hopMe 0 MCTEYEHUS Cpoka
rogHOCTW, YKa3aHHOro Ha 3TUKeTKe, Npu XpaHeHun npu 2 - 8 °C.
ToyHas KOHLEeHTpauus cTaHAapTa ykasdaHa Ha 3TuKeTke drakoHa u
B CBUAETENbLCTBE O KOHTPOSIe KayecTBa.

Mocne pasBengeHuss cTaHgapT cTabuneH B TeuyeHne 1 vaca.
CraHpapT npepHa3HayeH [Ans OAHOPA3oBOr0  UCMOMb30BAHUS.
Mocne BoccTaHoBneHust CTaHAapT HE MOXET XPaHWUTLCS.

Mocne pa3sefeHuss nHaukaTop ctabuneH B TedyeHne 1 mMecsiua npu
2-8 °C.

CTpentaBuavH-nepokcmaasa  MOXET  XpaHUTbCH  TOMbKO B
KOHLIEHTpaTe, 1 He cTabuneH nNpu xpaHeHun B pa3BeJeHHOM BUe.
Mocne nonyyeHus naket u3 onbru Ans NNacTUHbl repMeTUYecKn
3anevaratb. Jllobble HapyLeHUs! BbILLEYNOMSAHYTbIX YCNOBUA MOTYT
BMWSATb Ha NPOM3BOAMTENBHOCTL MMACTUHBI NPU aHanuse.
Hewncnonb3oBaHHbIE NOMOCKM HEMEANEHHO MOMECTUTb B YMaKoBKY,
cofepxallyto ocylumTenbs, 1 3aneyatatb. KayecTBo rapaHtupyetcs
[0 UCTEYeHMs1 cpoka rofHOCTW, eCnn XpaHUTb Npu TemnepaType 2 -
8 °C.

npwv

Heob6xoaumeble, HO He NocTaBnsieMble mMaTepuanbi

[=2]

KannbpoBaHHble MUKPOMUMNETKM U OAHOPA30BblE HAKOHEYHUKN.
OucTunnupoBaHHas UnNn 4EVOHM3MPOBaHHas BoAa.

MoeyHoe ycTpoiCcTBO ANs NnaHLleTa: aBToMaTU4eckoe Unu pyvHoe.
MonunponuneHoBblE EMKOCTH.

KannbposaHHbii ELISA puagep, cnocoGHbI n3MepsATb ONTUYECKYHO
NNoTHOCTb Npy 450 HM.

AfresunBHble NNeHkM MOryT BbiTb 3akasaHbl oTAenbHO. [Noxanyncra,
CBSKUTECH C BalLUMM MECTHbIM AUCTPUDOBIOTOPOM.

LleHTpudpyra ans npobupok 1 mn.

. APEQYNPEXAOEHUA U MEPbI MPEOOCTOPOXHOCTHU
Torbko AN UCMONb30BaHMS B UCCreaoBaTeNbCkux Lensix, a He Ans
OMarHOCTUYECKOrO UMW TePaneBTUHECKOIO UCTONb30BaHKS.
OTOT Habop AOMKEH MCNOMb30BaTLCA TONMBKO KBANMMULMPOBAHHBLIM
nepcoHanom naéopartopuu.
Hu npu kakux obcTosiTenbcTBax He A06aBnATb a3ng Hatpusi B
Ka4yecTBe KOoHcepBaHTa B Nto6OI N3 KOMMOHEHTOB.
He wucnonb3oBaTb KOMMOHEHTbI HaGopa MO WUCTEYeHUU cpoka
roOHOCTW.
He cmelwmBaTtb peareHTbl U3 pasHbiXx HAbopoB 1 napTuii. PeareHTbl
Oblnn cCTaHAaPTM3NPOBaHbI B KA4YeCcTBe eAMHOro Leroro Ansi 4aHHON
naptuu.  Mcnonb3ymte  TOMbKO  peareHTbl,  MOCTaBrisieMble
npoussoanTenem.
AHanua 6bin  ONTMMU3MPOBaH ANS  YKa3aHHOro CTaHAapTHOro
ananasoHa. He namensinte CtaHgapTHbIN AnanasoH.
OTKpblBaTb (prakoHbl OCTOPOXHO: (PNaKOHbI  3anevaTaHbl
BaKyyMOM.
He rnotatb HMKaKomn n3 KOMNoOHeHTOB Habopa.
PeareHTbl cogepxaT 2-xnopaueTammni B Ka4ecTBe KOHCepBaHTa. 2-
XropaueTtamMuz BpPeAeH Mpu nonagaHuu Ha KOXY M TOKCUMYEH npu
npornatbiBaHuu. [lpy HecyacTHOM cryYae WA ecnum  Bbl
NoYyBCTBOBaNv HEJOMOraHue, HEMeIeHHO obpaTuUTeCh K Bpayy.
TMB cybctpaT sBRsieTca  CBETOYYBCTBUTENbHbIM, M3beraTb
nonagaHus Apkoro cseta. PacTBop OormkeH 6biTb 6ecuBeTHbIM 0
MCNOMb30BaHMS.
Cton pacTtBop coaepxuT 2% LiaBeneBoON KUCMOTbl U MOXEeT
BbI3BaTb pa3fpaxeHUe UMM OXOr [AbIXaTeNlbHON CUCTEMbI, KOXU U
rma3. W3beratb npsMOro KoHTakTa C koxerW u rnasamu. Ecnu
KOHTaKT NPOUCXOAWT, HEeMeaneHHo NPOMbITb Gonbwmm
KONUYECTBOM BOZbl MU 06paTUTLCS K Bpauyy.
Bpemsa wuHkybaumm, TemnepaTypa WHKyOauum un nuneTupyemble
06beMbI, OTNUYHbIE OT YKa3aHHbIX, MOryT AaBaTb OLMGOYHbIE
pesynbTaThl.
He wucnonb3oBaTb MOBTOPHO JYHKU WM He MOMeLLaTb peareHTbl
obpaTHO B BYTbINKM.
Obpawartbcs co BcemMu OGuonormyeckummn obpasuamm kak C
noTeHumansHo onacHbIMU " CNocobHbIMK nepenasatb
3aboneBaHus.
[emMonuanpoBaHHble, rMNeprMnemMmyeckme  unu
obpasLpbl MOryT AaBaTh OWNBOYHbIE pe3ynbTaThl.
Mcnonb3oBatb MOMUMPONMUIIEHOBLIE E€MKOCTU Afsl NPUroTOBIEHUS
cTaHgaptTa un o6bpasuyoB. He wncnonb3oBaTb MNONUCTUPONOBbLIE
npobupkn nnu NnacTuHbl 06pa3sLoB.
CTaHOapT ABMseTCs BELECTBOM YerlOBEYECKOro MPOUCXOXOEHMS.
OH Obin  npoBepeH Ha pasnuuHble BUPYCbl W HaWgeH
oTpuuaTenbHbIM. MOCKONbKY HA OOWH TECTOBLIN METOA HEe MOXET
[atb  MOMHOW  rapaHTMM  TOro, YTO WH(EKUMOHHbIE areHTbl
OTCYTCTBYIOT, OOpalLaTbCsa C 3TUM peareHToM criegyeT kak ¢ niobon
NoTEeHUMANbHO WHMEKLMOHHOM YeroBE4YECKON CbIBOPOTKOW UNN
kpoBbto. ObpallanTecb CO BCEMM MaTepuanamu, HaxoasWwnmncst B

noa

3arpA3HeHHble

KOHTaKTe C 3TUM peareHTomMm, B COOTBETCTBUMM C YyKa3aHuUAMU Mo
ﬂpOQJI/II'IaKTVIKe nepegayun VIHdr')eKLlI/IVI.

7.M0ArOTOBKA OBPA3LIOB

C6op u xpaHeHue

CbIBOpOTKa unu nnasma

MpoBecTn 3a6op KPOBU C UCMOMb30OBaHNEM CTaHAAPTHBLIX acenTUYEeCcKmX
metogoB. O6pasubl KpOBM XpaHWTb Ha nbdy. Ecnu ucnonbayetcs
CbIBOPOTKA, OTAENUTb CbIBOPOTKY OT KPOBW B TeyeHue 60 MUHYT nocne
3abopa kpoBu UeHTpudyrmposaHuem (1500xg npu 4 °C B TeueHue 15
MUHYT). OTAenUTb NnasMy 1 NOMECTUTb B CBEXYIO MONMMPONUIIEHOBYIO
npo6upky.

Ecnu ucnonbayetcst nnasma, oT4enuTb nnasmy oT KpoBu B TeyeHue 20
MUHYT nocne 3abopa kpoBu LeHTpudyrnpoaHunem (1500xg npu 4 °C B
TeyeHne 15 mMuHyT). OTgoenuTb nnasmy U MNOMECTUTb B CBEXYHO
nonunponuneHoBytd  nNpobupky. Camble HagexHble pesynbTaTbl
nonyyarotcs, ecnu ncnone3dyetcsa 3O TA nnasma.

XXupkocTb GpoHxoanbBeonspHoro naBsaxa (BALF)

BbinonHute BAL npu 6GpoHXOCKONMM CTaHOAPTU3MPOBAHHBIM MbITbEM
cerMeHTa. ACnpupyiTe Kaxzayio anukBoTy M3VMONorMyeckoro pacteopa
cpady mnocne CTUMynupoBaHusi. M3baBbTeCb OT MepBOW anvKBOTbI
BoccTaHoBneHHoro BALF. Cobepute BALF B nonunponuneHoBble
npobupkn 1 gepxute Ha nbay. Otgenute  knetkm  BALF
ueHTpudyrmposaHmem (500xg npu 4 °C B TeyeHne 5 MUHYT).
OtdomnbTpoBath BALF, cBOGOAHbIV OT KNETOK Yepes Cron Mapnu, YToobl
yAanuTb Cnu3b.

XpaHeHue

XpaHutb 0bpasubl npu Temnepatype Hwke -20 °C, npeanovTutensHo
npu -70 °C B nonunponuneHoBbIXx nNpobupkax. XpaHeHve npu
Temnepatype -20 °C MOXeT TMOBMUSATb Ha BOCCTaHOBMEHHbIN
yenoBeyeckui C1q. Micnonb3oBatb 06pas3upbl B Te4eHne 24 4yacoB nocrie
pa3mopaxuBaHusi. M3beraTtb HECKOMbKMX LMKMOB 3aMOPaXuMBaHWs-
OoTTanBaHWsl, 4TO MOXET NPUBECTMU K NOTEPE aKTUBHOCTM YENOBEYECKOrO
C1q v patb OWKNOBOYHbIE pe3yrnbTaThl.

He ucnonb3oBaTb remMonusvpoBaHHble, rMnepnuneMuyeckne, Harpetbie
Unn 3arpsiaHeHHbIe 06pasubl.

Mepen BbINONHeHWeM aHanu3a, obpasubl AOMKHLI ObiTb JOBeAEHbI A0
KOMHaTHoW TemnepaTypbl (18 - 25 °C) u OCTOPOXHO nepemellaHbl.
MoaroToBuTb BCcex 06pasubl (KOHTPONb U TecToBble 0bpas3Lbl) 40 Havana
TecToBOW npouenypbl. M3berante BCneHMBaHus.

lpouyedypa pa3eedeHusi

O6pasubl CbIBOPOTKM UMK NNa3Mbl

Yenoseveckuii C1g MoOXeT ObiTb M3MepeH TOYHO, ecnu obpasubl
CbIBOPOTKMN pa3BoadaT, No KpanHen mepe, 200X nepen MCnonb3oBaHWEM
nocraBnseMbImM Oydepom ansa passegeHuns ob6pasuoB B
NoNMNPONMIEHOBLIX NPOBUpKax.

O6pasubl Nnasmbl

C1q yenoBeka MOXeT ObITb M3MepeH TOYHO, ecnu obpasupbl Nnasmbl
pa3BoasT no kpaivHeh Mepe 200x npepocTaBneHHbIM OGydepom Ans
pasBefeHusl B NONMNponuneHoBbIX Npobupkax.

O6pasubl BALF

C1q venoBeka MOXeT ObITb U3MepeH TO4HO, ecnu obpasubl BALF
pa3BodsT MO KpawHeh Mepe 2x npedocTaBrieHHbIM OGydepom Ans
pa3BefeHunsl B NONMNponuneHoBbIX Npobupkax.

3ameuaHune OTHOCUTENbLHO PpeKOMEHAyeMoro passeaeHusi obpasua
PekomeHayemoe pasbasneHvie ans obpasuoB crnefdyeT Ucnonb3oBaTth B
KayecTBe opueHTMpa. BoccraHoBneHne udenoseuveckoro C1q wu3
HepasbaBneHHoro obpasua He asnsetcs 100% 1 MOXeT U3MEHATLCA OT
obpasua k obpasuy. [Mpy TecTMpoBaHUM MeHee pasbaBneHHbIx 06pasLoB
XenatenbHo NPOBOAWTb JKCMEPUMEHTbI MO BOCCTAHOBMEHUIO  AnA
onpeeneHns BNUAHUA MaTpuLbl Ha obHapyxeHue yenoseveckoro C1q.
He ncnonb3oBaTtb NONMCTUPONOBbLIE NMPOBMPKM MW NNacTUHLI 06pasLoB
ONs NpUroToBneHns nunu pasbasneHns obpasLoB.

PykoBoacTBO no pas6aBneHuto obpasLoB

Cm. Tabnuuy Hwxe C pekomeHgaumsmMu no pasbasneHuio obpasuos.
OG6bEMbl OCHOBaHbl Ha 0OLWEM MUHUManbHOM 06béMe B 230 MKn
pasbaBneHHoOro ob6pasua, 4YTo sBMAseTcs AOCTaTOYHbIM ANs OAHOro
TecTupoBaHusi obpasua metogom UPA B gybnsax. [Ans pasbaBneHus
o6pasLoB pekomeHAyeTcst ucnonb3oBatb MUHUMYM 10 Mkn obpasua.

Tabnuua 3
Tpebyemoe kon-Bo Tpebyemoe
Pasb6aB- MpeaBaputens- obpasua unm Kon-Bo
nexue Hoe pa3baBneHue npeABapuTENbLHOTO Oydepa ans
pasBeneHus pasBeaeHus
1. | 10x He TpebyeTtcs 25 mkn (obpasew) 225 mkn
.| 20x He TpebyeTtcs 15 mkn (obpaseL) 285 mkn
3. | 50x He Tpebyetcs 10 mkn (obpase) 490 mkn




4. | 100x He TpebyeTcs 10 mkn (obpaseL) 990 mkn

5. | 500x Pekomeng.: 10x 10 mMKn (NpegBapuTensHO 490 mkn
pasbaBnerHblif)

6. | 1000x PekomeHg.: 10x 10 mMKkn (npeaBapuTENbHO 990 mkn
pasbaBnexHblit)

7. | 2000x Pexomeng,.: 20x 10 mkn (npeaBapuTENbHO 990 mkn
pasbaBnerHbli)

8. | 5000x PexomeHa.: 50x 10 mMkn (npeaBapuTENbHO 990 mkn
pa3baBneHHbIN)

8. NOArOTOBKA PEATEHTOB
MpuBecTn Bce peareHTbl kK KOMHaTHOW Temnepatype (20 - 25 °C) nepeg
ucnonb3oBaHneM. BepHyTb B Hagnexaiwive ycrnoBusi Ansi XpaHeHus
cpasy e nocne UCronb30BaHUs.

Bydep Ans npombIBKU

MogrotoBbTe Gydep AnNA NPOMbIBKM nyTemM cmewwmBaHus 60 mn 20x
KoHueHTpata Bydepa ansg npombiBkum ¢ 1140 mn AUCTURNNIMPOBAHHON
WU AeVOHU3NPOBAHHON BOAbI, YTO ABMSETCA AOCTATOYHbIM Ans 2 X 96
TectoB. Tam, rae TpebyeTcs MeHbLUEE KONMYECTBO TECTOB, NOAFOTOBLTE
HeobxoauMmbIn obbem nytem pa3baBneHus 1 yacTtu 20x
KOHLEHTpMpoBaHHoro Oydepa Aansa  npombiBkM € 19 vyacTtamu
OUCTUNNMPOBAHHOW N AeNOHU3MPOBAHHOW BOAbI.

Bydep ans passeaeHus o6pasuoB

MogrotoBbTe Bydep Ana pasBedeHusi obpasuoB nyTem cMmelumBaHus 15
mn  10x KoHueHTpata bydepa pans passegeHns co 135 wn
OVCTUNMUPOBAHHON UMM [AEMOHW3NMPOBAHHOW BOABI, 4YTO ABMNSETCH
poctatodHblM anst 2 x 96 TectoB. Tam, rge Tpebyetcsi MmeHbluee
KONMMYeCcTBO TeCTOB, MOArOTOBbTE HeobxoauMbii  00beM  nyTem
pasbaBneHms 1 4yactu 10X KOHUeEHTpupoBaHHOro Oydepa Ansa
pasBegeHunss ¢ 9 YyacTaAMWU AUCTUNNNPOBAHHOW MW AEUOHU3MPOBAHHOW
BOAbl. KOHLEHTpnpoBaHHbI Gydep AnA pasbaBneHns MOXeT CoaepxaTb
Kpuctannel. B cnyyae, korga Kpuctannbl He MCHE3aloT NPU KOMHATHOW
Temnepatype B TeyeHMe 1 4Yaca, KOHUEHTpMpOBaHHbIN Oydep Ans
pasBefeHns MoxeT bbiTb HarpeT fo 37 °C. He Tpscute pacTsop.

Bydep ansa passeneHus

MogrotoBbTe Oydhep Anst pasBegeHus nytem cmewwmBaHus 6 mn 10x
KoHueHTpaTta Bydepa ans passegeHuns ¢ 54 mn AMCTUNNUPOBaAHHOW Unu
OEeNOHN3NPOBaHHOM BOAbI, YTO SABMSETCA AOCTaTtouHbIM Ans 2 X 96
TecToB. Tam, rae TpebyeTcs MeHbluee KONMMYecTBO TECTOB, MOATOTOBLTE

Heobxogumbli  ob6bem  nytem  pasbaBneHuss 1 vactm  10x
KOHLIEHTpMpOBaHHOrO Oydepa [Ans pasBegeHuss ¢ 9 vyactamu
OVCTUNNMPOBAHHON unm [eMOHN3NPOBaHHON BOAbI.

KoHueHTpupoBaHHbIi  Gycbep Ans pas3baBneHus MoXeT cogepxaTb
Kpuctannel. B cnyyae, korga kpuctanmnbl He MCYe3arT Npu KOMHaTHOW
Temnepatype B TedyeHMe 1 4yaca, KOHLEHTpMpOBaHHbIM Oydep ans
pasBefeHns MoxXeT BbiTb HarpeT go 37 °C. He Tpsicute pacTsop.

CtaHpapTHbIN pacTBOp

CraHpapT BOCCTaHaBNMBaeTcs nytem VNHBEKL N obbéma
OUCTUNNUPOBAHHON UMW AEVOHN3MPOBaHHOW BOAbI, ykasaHHoro B CoA, B
npobvipke aons crtaHgapTa. Mcnonb3oBaTb CTaHAApTHYH MPOGUPKY Kak
Mpobupky 1 Ha puc. 1. lMpurotoBuTb Kaxabli yenoseveckui C1Q
cTaHgapT B MONMUNPOMNWIEHOBLIX  Npobupkax NyTeM  CepuitHOro
pa3BefeHVsi BOCCTAHOBMEHHOMO cTaHaapTa Oydepom Ans passeaeHus,
Kak NnokasaHo Ha pucyHke 1*.

225§ Tube 1 225§ Tube 2 225§l Tube 3 2251 Tube 4 225p1 Tube 5 225pl Tube 6

SN N

- R b e —] [—]
2250 225p 225p1 225 225p1
S"“Fﬂf Db Sarmple Db Sampsllnlljh saw:‘m sampsl!'nb

N

Tube 1 Tube 2 Tube 3 Tube 4 Tube 5
500 250 125 62.5 M3 158 7.8

PucyHok 1

Tube 6 Tube 7 Tube 8
0 ng/ml

*) CoA: cepTudukaT KOHTpons kayectBa, Rec. St.. BocctaHOBMeHHbIN CTaHAApT,
Sample Db: Bycep ans passeneHust obpasuos

PacTBop nHaukaTopa

Mugukatop BOCCTaHaBnuBaioT nuneTMpoBaHem 1 M
OUCTUINIIMPOBAHHOW WNW  OEVOHU3MPOBAHHOM BoAabl. Pasectn 1 mn
BOCCTaHOBJIIEHHOIO MHOuKaTopa c 11 M bydepa ansa
nNpoMbIBKW/pasBefeHns, YTo goctatodHo ana 1 x 96 tectos. B cnyvae,
ecnM MeHbWwWWA 0obbeM Heobxoaoum, MNOMyyYnTb Xenaembii obbem
MHOMKaTopa pasbaBrneHneMm 1 4YacTM BOCCTaHOBIEHHOMO MHAMKATOpa C
11 yactamu B6ydpepa Ans NnpombiBKK/pa3BegeHust.

PacTBOp cTpenTaBuAMH-nepokcuaasbl

PekomeHayeTca MOKpYyTUTb MPOBUPKM CTpenTaBUAMH-NepoKcMaasbl ¢
3aMensfieHHbIM BpalleHMeM nepen  Wcnonb3oBaHuem. [loarotoBuTtb
CrtpentaBuaunH-nepokcmaasy cmewwmsannem 0.25 mn 100x pactBopa ¢
24.75 mn lNMpowmbiBoYHOTrO Gydhepa, 4To gocTaTtoyHo Ans 2 x 96 Tectos. B
cnyyae, ecnv MeHbLIN 06BbeM HeobXoaMM, NOMNYYUTL XKenaembli 06beM
nHaukatopa pasbasneHuem 1 yactv 100x cTpenTaBUAMH-NEPOKCUAa3bl C
99 vactsamu bydepa onsa passeaeHus.

9. MPOTOKON NDA

MpuBecTn Bce peareHTbl kK KOMHaTHOW Temnepatype (20-25 °C) nepen

MCnonb3oBaHNeM.

1. Onpepgenutb HeobxoOMMOe KONMMYECTBO TECTUPYEMbIX JTYHOK,
nomecTuUTb HeobxoanMble MUKPOITYHOYHbIE Norocku B
nocTaBnsemMyto pamky, U 3anofHWTbL UCT cbopa AaHHbIX. BepHyTb
Heucnonb3oBaHHbIE NOSOCKN B NAKeT ANSt XPaHEHWS C OCyLLUMTENEM,
3aneyatatb U xpaHuTb npu 2 - 8 °C.

2.  Nepemectntb 100 MKN B ABYX 3K3emMnnsipax craHpapTa, obpasuos,
WM KOHTpOMneW B COOTBETCTBYIOWME NyHKW. He npukacaiitecb K
OOKOBOW UMW HWXKHEN YaCTU MYHKK.

3. HakpblTb agreamBHoM nneHkon. [locTyyaTb no noOTKy AnA
yCTpaHeHus ntobbIx BO3AYLUHbIX ny3blpe. WN3beratb
pa3bpbI3rMBaHNS XUAKOCTU Ha KPbILLIKY.

4.  WHkyOvpoBaTb MOMOCKM WM NNacTuHy B Tedenue 1 vaca npu
KOMHaTHOW TemnepaType.

5. lpombiTe nnacTvHel 4 pasa C NPOMbBIBOYHBIM pPacTBOPOM C
MCnonb3oBaHWEM MPOMbLIBOYHOIO YCTPOWCTBA WNW  criedylowmm

ob6pasom:

a. OCTOpPOXHO  CHUMWUTE  TepMeTMK  nNnacTuHbl, wu3beras
pa3bpbI3rnBaHus.

b. OcBobogunTb nNacTMHy nyTem ee nepeBopayMBaHNa W
BCTPSIXMBAHWS  COOAEPXMMOrO Hafd PaKOBWHOW, AepxaTb

nepeBepHYTON U BbICYLLUTb CyXUM TONCTbIM CIIOEM TKaHW.

c. [Oob6asutb 200 MKn NpombIBOYHOIrO Gydepa B Kaxayl NyHKY,
nogoxaatb 20 cekyHa, ocBob6OAMTb MMACTUHY Kak OMMCaHO B
nyHkTe 5b.

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

e. OuncTUTb NNAcTUHY U aKkKypaTHO BbICYLUMTb CyXWM TOMCTbIM
crnoem TKaHW.

6. [Oob6aeutb 100 MKN pa3BefeHHOro MHAMKATOpPa B KaXayl IYyHKY C
MCMOMb30BaHMEM TOMO € Mopsigka NUNeTUPOBaHUSi Kak 3TO
npumeHsieTcs B Wware 2. He npukacantecb kK GOKOBOW MU HWXKHEWN
4YacTu NyHOK.

7. Hakpovite notok agreavBHOW MneHkow. WHKyOGupyiTe noTok B
TeyeHue 1 Yaca Npy KOMHaTHOM TemnepaType.

8. [MosTopuTe NpoLenypy NPOMbIBaHUS, ONUCaHHYIO B Liare 5.

9. [Ho6asutb 100 mMkn pasBedeHHOM CTpenTaBMOWH-Nepokcuaasbl B
KaXgyl NyHKy, WCMomnb3ys TOT e MOpPsSAOK NWUNeTUpoBaHus,
npumMeHsiemblin B Wware 2. He npukacantecb kK 60KOBOW UMK HWXKHEWN
YacTy NyHKW.

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

11. TMosTopuTe npoLeaypy NPOMbIBAHUS, ONMUCaHHYLO B Liare 5.

12. [Oob6asutb 100 mkn TMB cybcTpaTta B Kaayto NyHKy, UCTMonb3yst TOT
e Nopsifok NUNeTUpoBaHus, YTo M B ware 2. He npukacanTechb K
DOOKOBOM UMW HUXKHEWN YaCcTN NYHKN.

13. HakpbITb NIOTOK HOBOW afre3vBHOW MITEHKOW, MHKYOMPOBaTb FOTOK
B TeyeHne 30 MUHYT Npu KOMHaTHOW Temnepatype. He noasepratb
NOMNOCKN AENCTBUIO NPSMbIX CONMHEYHbIX Ny4ven. [NokpbliTne nnactuH
C anoMUHNEBON HONbrort peKoMeHOyeTCs.

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

15. CuutaTtb pe3ynbTaTthbl B TedyeHne 30 MUHYT nocrne gobaenexHus cTon-
pactBopa npu 450 HM C WCNONb3OBaHWEM CYUTbIBAOLLEro
YCTPOWCTBA, Crefysi MHCTPYKUUSIM U3roToBUTENs npubopa.

*) Ecnu wncnonb3yeTcs Bowep AN MPOMbIBaHWA MNnaHweToB, obpaTtuTe
BHUMaHWe: UCMosb30BaHNe Bollepa MOXET MPUBECTU K NOBbLILUEHHOMY POHY
1 CHUXXEHUIO YYBCTBUTENBHOCTU. Mbl COBETYEM MPOBECTM NPOBEPKY BOLLEPA C
py4HOM npoueadypoi. Y6eauTecb, YTO YCTPOMCTBO ANS  NPOMbIBAHUSA
MMaHLWeToB UCMOSb3YETCs KaK yKasaHo AJfisi Py4YHOro MeToAa.

10. AHTEPNPETALUA PE3YJIbTATOB

= Paccuntate cpegHiolo  abcopbumio  Ans Kaxgoro
NOBTOPSIOLLNXCS CTAHOAPTOB, KOHTPONSA U 06pa3sLoB.

L] Ecnu otaenbHble 3HayeHus abcopbumm oTnuyatoTest 6onee Yem Ha
15% OT COOTBETCTBYIOLLErO CpedHero 3HayeHus, TO pesynbTart
CUMTaEeTCsl COMHUTENbHLIM KU obpaseL, OormkeH ObiTb TECTUpPOBaH
NMOBTOPHO.

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

Habopa



= [locTpoutb CTaHOapTHYO KpuBYHO c UCMONb30BaHNEM
KOMMbIOTEPHON  MporpaMmbl.  CpefHsisi onTuyeckasi MMoTHOCTb
KOHLIEHTpPaLUMW  Kaxgoro  crtaHjapta  OTKMagblBaeTcss  Ha

BepTukanbHoi (Y) ocv NpoTMB COOTBETCTBYHOLLEW KOHLEHTpaLUK Ha
ropusoHTanbHon (X) ocu (norapudmudeckas wkana). [Npumep
CTaHOapTHOMW KPMBOM CM. B cepTudmMKaTe KOHTPONS Ka4vecTBa,
BKIIIOYEHHOr0 B KOMMMeKT. Ecnu cTaHgapT Haxogutcs BHe
OmnanasoHa, pes3ynbTaT TecTMpoBaHUs 06pasuoB He sBRsieTcs
HageXHbIM. McnbiTaHne AomKHO BbITb MOBTOPEHO.

L] Ecnun o6pasubl 6binu pa3baBneHbl, KOHLEHTpaLMs, CHUTbIBaemas co
CTaHOapTHOW KPUBOW, OOMKHA ObiTb YMHOXEHa Ha KO3 uuMeHT
pa3baBneHus.

L] O6pasLbl, KOTOpble JaloT CPEAHIO OMNTUYECKYK MIOTHOCTL BbilE
abcopbumn Onsi camblX BbICOKMX CTaHAAPTOB KOHLEHTpaLuumM,
HaxodsiTCs BHe AuanasoHa aHanusa. OTu obpasupbl AoMmKHbI ObiTb
NOBTOPHO MPOTECTUPOBaHbI C BbICLUMM pa3BeAeHUEM.

11. TEXHUHECKUE COBETbI

- Monb3oBaTenb AOMKeH ObiTb MOAroToBNEeH U 3HakoM ¢ NDA n
npoueaypomn UCMbITaHWA.

. Ecnu Bbl He 3HakoMbl C TexHUKon MPA, pekomeHayeTCst BbIMOMHUTL
NPOGHbIN aHanu3 Ao TecTUpoBaHWs 06pasuoB. BbiNomHUTL aHanu3
CO CTaHOAPTHOW KPVBOM TOMbKO CNeAyst UHCTPYKUMSM.

. HenpaBunbHas nnuM HegocTaTouHas MpoMbiBKa Ha noboln ctagum
npouenypbl npuBegeT nMBO K NOXHLIM MNOMNOXWUTEMbHBIM, NGO
NOXHbIM OTpuLaTenbHbIM pe3ynbTatam. [MonHocTblo ocBoboauTb
NYHKN nepen BHeECEHWEM MNpPOMbIBOYHOro Oydepa, 3anonHuTb
NPOMbIBOYHLIM BydepoM, Kak ykasaHo Ofsi Kaxaoro Uukna v He
Nno3BONATb fyHKAM OCTaBaTbCsl HEMOKPLITbIMA UMM CyXMMU B
TeYyeHne ANUTenbHOro nepuoaa.

. Mockonbky onpedeneHHble YCroBUst MOTYT OTNMYaTLCA OT aHanusa
K aHanuay, cTaHjapTHasi KpuBasi OOfkHa ObiTb MOCTpoeHa Ans
Kaxxgoro aHanu3a. Ecnu cTaHpapt BHe avanasoHa, pesynbTaT
TecTupoBaHNs 00Opa3LoB He ABMAETCs HaaexHbiM. MWcnbiTaHue
OOMKHO ObITb MOBTOPEHO.

. He cmewmBaTb peareHTbl M3 pasHbIX MNapTUn unu ¢ Apyrumu
peareHTamy u nonockamu. OcTaTku He cregyeT cMmewuvBaTb C
COEPKMMbIM TOSBKO YTO OTKPLITON amMmyribl.

. Kaxgpim pas, korga Habop wucnonb3yeTcs, CBexue pas3BedeHus
cTaHgapTta, obpasua, nHaukaTopa, CTpenTaBUAMH-Nepokcuaasbl u
BydepoB JOMKHbI ObITb MPUrOTOBMEHDI.

. Kpbllwkn un  ¢nakoHbl He SABMSIOTCS  B3auMO3aMeHSEMbIMU.
KpblLwkamu 3akpblBaTb TOMbKO COOTBETCTBYHOLLME (PrIAKOHbI.

. Bo nsbexaHne nepekpecTHOro 3arpsi3HEHUs!, MEHSITb HAaKOHEYHUKU
Onst gobaBneHus peareHToB ANS Kaxgoro craHgapTa, Mexay
nobasneHvem obpasuoBs, a Takke Mexay AobaBrneHnem peareHTa.
Kpome Toro, mcnonb3ayiite OTAENbHblE pe3epByapbl AMs Kaxaoro
peareHTa.

. YTunusaums OTXOZOB [OSMKHA MNpPOBOAUTLCS B COOTBETCTBUM C
npasunamu naboparopum.

12. KOHTPOIIb KAYECTBA

CepTundukat KOHTPOSsi kayecTBa, MOCTaBNsieMbli ¢ Habopom, sBnseTcs
cneunduyHBIM ANA NapTUM U UCNOMb3YyeTCsA ANs NPOBEPKM pe3ynbTaToB,
nonyyeHHbIx Ballen nabopartopuen. 3HaYeHUs NOrMNOLEHNI, YKadaHHbIX
B CepTudmkate KOHTpons kavecrtsa, OyoyT UCMONb30BaTbCA TOMbKO B
KayecTBe opueHTMpa. Pe3ynbTtaTthl, nonyyeHHble Bawen nabopatopuen,
MOTyT OTMYaTHCS.

OTOT TecT npefHasHayeH [Ans YCTpaHeHWst MoMex OT PacTBOPUMbIX
peuenTopoB,  cBsi3biBaOWMX  GenkoB, M ApyrMx  hakTopos,
npucyTcTByloWmMX B Guonornyeckux obpasuax. [Jo Tex nop, noka Bce
dakTopbI He oyayT NpOTECTMPOBaHbI Hycult Biotech
VMMYHOMEPMEHTHBIM  @HanM30M, BO3MOXHOCTU WHTepdepeHuun He
MOTYT ObITb UCKMIOYEHDI.

Ons ontumanbHOM paboTbl [OaHHOTO KOMMMEeKTa pekomeHayeTcs
paboTtaTtb cornmacHo Haanexatuen nabopaTopHON npakTuke.

13. YCTPAHEHUE NPOBJIEM

[apaHTuiiHble npeTeH3un U xarnobbl B OTHOLIEHUM He[OCTaTKoB
HeobXoAMMO MpeabsBRSATL [0 UCTEYEHUsI Cpoka roAHOCTM  NpoAykTa.
[MucbmeHHyo xanoby, cogepxallyld HOMep napTuum npoaykra u
3KCTMepMeHTarnbHble AaHHble, OTMPaBWTb Ha SMEKTPOHHBIN  aapec
support@hycultbiotech.com.

lMpeanoxeHns, npuvBedeHHble Hwke B Tabnuue 4, MoryT ObITb
MCMOSb30BaHbl TOMbKO B KayecTBE OPVMEHTMpA B Crlyvyae HeOXWAaHHbIX
pe3ynbTaToB aHanu3a.
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Bo3moxHas npuunHa

Matepuanbl Habopa unu
peareHTb! 3arpsi3HeHbI UM
38KOHYNNICS WX CPOK FOAHOCTY

cnonb3ytoTcst HenpasuIbHble
peareHTbI

JinocpunnanpoBaHHsie
peareHTbl He BOCCTaHOBMEHbI
kak cnepyet

HekoppekTHble pa3seaeHns
WM OWNGKM NUNETUPOBaHMS

Henoaxogsiime nnactukosble
MaTepuanbl UCNoNb3oBanuch
ANsi NOArOTOBKY CTaHAapTa
niunn 0bpasLioB

HeBepHble BpeMs MHKybaLmm
WM Temneparypa

OcobeHHo B cryyae uHkybaLmm
npu 37 °C: nnactuHbl He
MHKY61pOBanucb paBHOMEPHO

AHanua npoBOAUNCS paHbLLe,
4em peareHTbl Obinn
nNpuBELEHb K KOMHATHOI
Temneparype

He cobntopanack npoueaypa
TECTUPOBAHMS

MponyLyeH peareHT unv Lwar

. Mnoxoe nepemeLLnBaHue
0bpasLioB
. . Hu3koe ka4ecTso Bofbl
[Monockw OCTaBanuchb
. . HeyBNaXHEHHbIMA  CIIMLLKOM
gonro  BO  Bpewms/mocre
NPOMbIBKHU

[noxast npombIBKa

TMepekpecTHoe 3arpsisHeHne Ot
apyrux 06pas3uos unn
TONOXUTENILHOTO KOHTPONS

TMB pacTBOp HENPO3paYHbIi
v 6ecLBeTHbIN

HeBepHbIi hunbTp B
CYUTLIBAIOLLEM YCTPONCTBE
MUKpONnaHLieTa

Bo3ayLuHble ny3bipbki

HeTouHoe 3anevartbiBaHue
nnaHiweTa nocre
WCMOJ1Ib30BaHUSA

HenpasunbHble ycriosus
XpaHeHus

Namna B cuuTbIBaKOLEM
YCTPOWCTBE He (yHKLMOHMPYeT
ONTYMasnbHO
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