HABIP IOA

ANA KNIbKICHOIo BU3HAYEHHA
KOATYNALINHOIO ®AKTOPA VIiI (F8)
B MJA3MI IO ANHA

SEB878Hu, F8

Memooduka gio 07-2013
Bepcia 11

Kamanoe. N°: SEB878Hu
Kinekicme :96
Bupob6Huk : Cloud-Clone Corp., (CLUA)

OCHOB0I0 _NpuU__nposedeHHi _aHAsi3y € opueiHan _iHcmpykuil
aHesnilicbkolo _M0o8olo, 8kiadeHoi 8 Habip. Homep i dama _eepcii

opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

TinbKu 0na sukopucmaHHa 8 00cNiOHUYbKUX Yinsax ma in-Vitro
He 0nsa suKkopucmaHs 8 KNiHiYHux diazHocmu4HUX npoyedypax

MPU3HAYEHHA
HaHuin Habip € iMyHOPepMEHTHUM aHani3om Tuny "caHABiu" AnA KinbkicHOro

BM3HaveHHA KoarynauinHoro gpakrtopa VIII (F8) B nnasmi noguHu.

PEATEHTU TA MATEPIAJIW, LLIO MOCTAYAIOTbCA

PeareHTun KinbkicTb
[OTOBUI O BUKOPUCTAHHA, 96-NYHKOBUIA CMY>KKOBUN
NAaHLWeT 3 NonepeaHiMm NOKPUTTAM 1
CraHgapt 2
PeareHT gna getekuii A 1x 120 MKn
PeareHT onsa getekuii B 1x 120 MKn
Cy6ctpat TMB 1x9mn
MpomusHun Bydep (30x KoHueHTpaT) 1x20mn
[niBKa AnA 3aKneBaHHA NNaHLWETIB 4
PO34YMHHUK CTaHZapTiB 1x20mn
Po6ounii Po3unHHUK A 1x12mn
Po6ounii Po3unHHUK B 1x12mn
Cron Po3unH 1x6mn
IHCTpYKUiA 1

HEOBXIAHI MATEPIAJIU, WO HE MOCTAYAIOTbCA

MikponnaHweTHWiA 3unTyBay 3 ¢inbTpom 450110 HM.

TouHi offHO- abo H6araTokaHasbHi NiNeTKW Ta OAHOPA30Bi HAKOHEUHUKM.
Mpo6ipku EnneHpgopda ans po3baBneHHs 3paskis.

[eioHizoBaHa abo ANCTUNbOBAHA Boaa.

QinbTpyBanbHUIA Nanip AnA NPOMOKaHHA MaHLLeTa.

KoHTelnHep ana MpoOMUBHOrO pO3UmnHY.

oV HwWN =

3BEPIFAHHA HABOPIB

1.  [AnAa Hepo3KpUTUX HabopiB: Bci peareHTV NOBUHHI 36epiraTncs 3rigHo 3
iHbopmaulieto, BKaszaHOW Ha ¢nakoHax. CraHpapt, PeareHT pgnAa
AeTeKuil A, PeareHT ana peTekuii B i nnaHweT noBuHHi 36epiratnca
npu Temnepatypi - 20 °C Npy OTPUMAaHHI, a iHWI NOBWHHI 36epiratuca
npu 4 °C.

2. [nsa BigKpuTux HabopiB: nicna BigkpUTTA HAOOPY peareHTU fK i paHile
NOBUHHI 36epiraTvcA BifNOBIAHO [0 BULLE3a3HAYEHUX YMOB 36epiraHHs.
Kpim Toro, 6yab nacka, NoBepHiTb HEBUKOPUCTaHi CMyXKW B NNacTUKOBY
YNaKOBKY, AKa MiCTUTb OCyLUYBauY, i WiNnbHO 3aKpuiTe ii.

MpumiTtka:

PeKkomeHyeTbCA BUKOPUCTOBYBATY 3a/IULLIKK peareHTiB NpoTarom 1 micausa 3a
YMOBMU, WO He 3aKiHUMBCA TEPMiH NPMAATHOCTI Habopy. TepmiH npuaaTHOCTI
Habopy BKa3zaHWiA Ha eTUKeTLi Ha ynakoBLi Habopy. Bci KoMNoHeHTH cTabinbHi
[0 3aKiHYeHHA TepMiHy 1oro Ai.

3ABIP | 3BEPIFTAHHA 3PA3KIB

Mnasma: Mposectn 3abip nnasmu 3 BUKOPUCTaHHAM 3,8% LMTpaT HaTpilo
(UmMTpaT HaTpilo:KpoB = 1:9) B AKOCTI aHTMKOArynaHTy. 3pa3ku LeHTpudyru
npotarom 15 xeunuH npu 1000xg npu 2-8 °C npotarom 30 XBUAWH nicnA
36opy. Bupganitb nnasmy Ta aHanisyimte HeraiHo abo 36epiraiiTe 3pasku B
anikBoTtax npu -20 °C a6o -80 °C AnA Noganbluoro BUKOPUCTAHHA. YHMKaliTe
NOBTOPHUX LINKNIB 3aMOPOXKYBaHHA/PO3MOPOXKYBaHHA.

Mepeknaday 3enexcokaT. |.

MpumiTtka:

1. 3pa3ku, fiKi OyayTb BUKOPUCTOBYBATWCA NPOTArOM 5 [AHIB, MOXHa
36epiratu npu Temnepatypi 4 °C, B iHWOMY BUMAZKy 3pa3ku MOBUHHI
36epiratuca npu Temnepatypi -20 °C (< 1 micsaub) abo -80 °C (< 2 micaui),
o6 YHVKHYTV BTPATU GioNOriYHOi aKTUBHOCTI Ta 3a6pyaHEHHS.

2. Temoni3 3pa3ka 6yae BNAMBaTU Ha pe3ynbTaT, TOMY reMOSiTUYHI 3pa3ku
He NOBUWHHI aHani3ysaTuncA.

3. Tlpw BUKOHaHHI TeCTy NpMBECTN 3pa3ku A0 KIMHATHOI TemnepaTtypu.

NIArOTOBKA PEATEHTIB

1. TMpuBecTu BCi KOMMOHEHTM Habopy Ta 3pa3ku [0 KIMHATHOI TeMMnepaTypu
(18-25 °C) nepep BUKOPUCTaHHAM.

2. Cranpaprt - BigHoButn Crangapt 3 1,0 mn Po3uMHHMKa cTaHpapTy,
AKNN 36epiraBca npotArom 10 XBWIMH MNpW KiMHATHIA Temnepatypi,
351erka noTpycuTy (He A0 YTBOPEHHA MiHM). KoHUeHTpauia cTaHaapTy B
BuxigHomy po3sumHi 10.000 nr/mn. byab nacka, crnouaTky posbasTe
po3unH go 5.000 nr/mn i po36aBneHwin cTaHAApPT CNYXWTb B AKOCTI
camoro BMcokoro ctaHgapTy (5.000 nr/mn). byab nacka, nigrotymnte 7
npo6ipok, wo Mmictate 0,5 mn Po3uvHHuka CraHgapTy, i nposegiTbh
noagiiHMiA  psAg  po36aBfeHHA BIAMOBIAHO 3  MaJIIOHKOM  HIKYe.
Mepemiwante KOXHYy NPOGIPKY peTesibHO neper  HACTYMHUM
nepemiwieHHAM. HanawTyinte 7 po3BeaeHb CTaHAapTy, Hanpuknag 5.000
nr/mn, 2.500 nr/mn, 1.250 nr/mn, 625 nr/mn, 312 nr/mn, 156 nr/mn, 78
nr/mn, i octaHHA npobipka EP 3 PO3YMHHMKOM cTaHpapTy €
nopoxHboto 0 nr/mn.
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3. PeareHT pgetekuii A i PeareHT getekuii B — LleHTpudyrysatn BuxigHun
Po3unH [letekuii A Ta BuxigHun Po3umH [eTekuii B nepeg
BMKOPUCTaHHAM. Po36aBuTM  poboumini  KOHLEHTpaT 3 poboumm
Po3unHHuKOM gna aHanizie A a6o B signosigHo (1:100).

4. MpomuBHui PosumH - Po3sect 20 mn KoHueHTpaTy Po3uuHy ana
npomuBaHHa (30x) 3 580 mn feioHi3oBaHOT abo AUCTMNBbOBaHOT BOAW ANA
oTprMaHHA 600 mn Po3umHy ana npomneaHHA (1x).

5. Cy6crpar TMbB - AcnipyBaTy HeobXigHi 403K PO3UMHY 3a JOMOMOrol
CTepWNi30BaHNX HaKOHEUYHWKIB | He MoBepTaTV 3aMLWKN PO3UVHY 3HOBY

y dnakoH.

MpumiTka:

1. lpoBepeHHs cepiliHMX po3BefeHb 6e3nocepedHbO B JyHKax He
[OMyCKaETbCA.

2. [puroTyBaTn cTaHAApPT NpoTArom 15 xBunuH Ao aHanisy. byab nacka, He
po3uunHaiiTe peareHTy 6e3nocepeaHbo npu 37 °C.

3. O6epexHo BigHoBUTM CTaHAapT abo poboui PeareHTn geTekuii A i By
BiANOBIAHOCTI 3 IHCTPYKLIEID, YHMKaluM MiIHOYTBOPEHHA, i aKypaTHO
nepemillaTi, MOKW KpUCTanu MOBHICTIO He po3unHATbeA. o6 3BecTn fo
MiHIMyMy HETOYHOCTi, MOB'A3aHi 3 ninNeTyBaHHAM, BUKOPWUCTOBYWTE
HeBenuKi  06cArM | nepekoHanTecd, WO NinNeTkM KanibposaHi.
PekomeHpayeTbca HabupaTy GinbLue 10 MKN Ha OAHe MineTyBaHHA.

4.  BigHosneHi CtaHpapTu, PeareHT peTekuii A Ta PeareHT aetekuii B moxyTb
6yTV BUKOPUCTaHi TiNbKN OAWH pas.

5.  Axkwo Kpuctanu ytBopunuca B KoHueHTpaTi Po3umHy ana npomuBaHHA
(30x), horo HeobXifHO HarpiTy JO KiMHATHOI TemnepaTypu i akypaTHO
nepemiwaTu, NOKN KPUCTanu NoBHICTIO He PO3UYNHATLCA.

6. 3abpypHeHa Bofa abo KOHTeMHep /1A NPUroTyBaHHA peareHTiB 6yayTb
BMNAVBATN Ha pe3ynbTaTu aHanisy.

NiAroToBKA 3PA3KIB

1.  Kopnopauisa Cloud-Clone Hece BignoBiganbHicTb TifIbKM 3a cam Habip,
ane He 3a 3pasKu, AKi BUKOPWCTOBYIOTbCA B NpoLieci aHanisy. Kopucrtysay
NoBUHEH po3paxyBaTu MOXNNBY KinbKicTb 3paskis., wo
BMKOPUCTOBYIOTbCA B TecTi. bByab nacka, npuroTyiTe JOCTaTHIO KinNbKicTb
3pas3kKiB 3a3ganerigb.

2. byab nacka, po3paxywte KOHLUeEHTpauilo nepep AOCHIAKEeHHAM. AKLWOo
3HaYeHHA KOHLeHTpaLii He BXOAATb B Aiana3oH 3HayeHb CTaHZapTHOI
KPWBOI, KOPUCTyBauy MOBUHEH BU3HAYMTU ONTUMANbHI PO3BEAEHHA
3paska AnA KOHKPETHOrO eKCNEePUMEHTY.

3. 3pasku nnasmu noTpibHo po3soamtn npubamnsHo 1:100. MponoHoBaHe
100-kpaTHe po3BefeHHA - 10 MKn 3paska + 990 mkn PBS. 3pa3ok mae
6yTu possegeHuin 0,01 monb/n PBS (pH =7.0-7.2).

4.  fIKWO 3pa3Kun He BKa3aHi B iHCTPYKLi, HEOOXiAHO NPOBECTM nonepeaHin
eKCMepUMEHT MO BU3HAYEHHIO 0OFPYHTOBAHOCTI BUKOPWCTaHHA Habopy.



5. EKcTpakuiiHi 3pasku TKaHWH abo KNiTWH, NpUroToBaHi 3a AOMOMOrO
ximiuHoro nisytouoro 6ydepa, MOXKyTb NPM3BECTU [0 HeCrnoAiBaHMX
pe3ynbrati ELISA uepe3 BNnuB geakmx XimiyHUX peyoBuH.

6. Y 3B'A3Ky 3 MOXMBICTIO PO36GIKHOCTI MK aHTUreHoMm iHwWoro
MOXOMKEHHA i aHTUTINIOM, BUKOPUCTOBYBAHUM B flAHOMY Habopi, aeskKi
HaTUBHi abo peKOMOIHaHTHI 6iNKu Bif HWWX BUPOOHUKIB MOXYTb He
npawoBaTi 3 4aHMM Habopom.

7. Nig BnavBom dakTopiB, TakKUX AK KUTTE3RATHICTb KAITWH, YNCIIO KITWH
abo yac TecTyBaHHA 3pasKiB, 3pasku CynepHaTaHTy KynbTypu KAiTWH
MOXYTb OYTV He BMsIBMIEHI 32 4OMOMOrol0 Habopy.

8. [InA TecTyBaHHA peKOMEHAYETbCA BUKOPUCTOBYBATW CBiXi 3pa3kn 6e3
TpuBanoro 36epiraHHa. B iHwomy BunagKy, Aerpapauia 6inkis i
fleHaTypanisalia MoxXyTb BifbyTuca B LMX 3paskax, Wo npuiseae Ao
HeBipHWX pe3ynbTaTis.

MPOLIEAYPA TECTYBAHHA

1. BW3HauuTK KiNbKicTb NYHOK Ans po36aBneHoro CTaHgapTy, 6naHka i
B3ipua. MigrotyBatv 7 AyHOK AnsA cTaHgapty, 1 AyHKy AnAa 6naHka.
Hopaiite 100 MKN KOXHOroO 3 po3BefieHb CTaHAApTy (uuTanTe npo
NiAroToBKy peareHTiB), 6bnaHka i 3paskiB y BiAMoBiAHI NyHKN. Hakputn
nniekoto. IHKy6yBaTu npotarom 2 roguH npwm 37 °C.

2. Bupganutu pignHy 3 KOXHOI NyHKK, HE MUTW.

3. [Jopatv 100 MKn poboyoro po3urHy PeareHTy ans pgetekuii A B KOXHY
NyHKy. Butpumatn npotarom 1 roguHm npw 37 °C nicna nokputTa
nnaHLweTa MaiBKoto.

4. AcnipyBaTv PO34YMH i NPOMUTK 3 BUKOPUCTAHHAM 350 mMkn 1x Po3umHy
ANA MPOMUBAHHA Ha KOXHY JIyHKY, 3aCTOCOBYlOUM MyfbBepu3aTop,
6araTokaHanbHy MiMeTKy, po3noginbyy Konby abo aBTonpommBad, i
3anMWNTM Ha 1~2 XBUAWHW. Bupganuty 3anvwkn pigMHW 3 AyHOK
MOBHICTI0, MOCTYKaBLWM NAAcTVHOW Ha GinbTpyBanbHWI nanip. Mpomutn
3 pa3w. lMicnAa ocTaHHbOI MPOMMBKN BUAANUTY 3aNULLKKA MPOMUBHOIO
6ydepa wnAxom acnipauii abo AekaHTyBaHHA. MepeBepHYTV MNaHLWeT i
NPOMOKHYT 10ro GpinbTpyBasbHIM Nanepom.

5. Dopatn 100 mkn poboyoro po3urHy PeareHTy ana petekuii B B KoxHy
NyHKy. Butpummatyn npotarom 30 xBunuH npu 37 °C nicna nokputTa
nnaHLweTa MAiBKoto.

6.  [MosBTOpWTK NpoLec acnipaLii/NpoMmMBaHHA BCbOro 5 pasis, AK onucaHo B
Kpoui 4.

7. [Jdopatn 90 Mkn Po3umHy cy6cTpaTy B KOXHY NyHKY. [oKput HOBOWO
nnigKkoto. IHKy6yBaTn npotarom 10-20 xeunuH npu 37 °C (He Ginblwe 30
XBWMVH). 3axuwat Big cBiTna. PignHa cTaHe CMHbOro Kombopy npu
foAaBaHHi po3unHy cybcTparty.

8. [Hopatn 50 mkn CTOn PO3UYMHY B KOXHY NyHKy. PiivHa cTaHe »oBTOro
KONbopy Npu fgoaasaHHi Cton po3unHy. 3milwaTy pignHy, NOCTYKyoun No
CTOPOHi NnacTvHW. fKWO 3MiHa KOMbOpy He BigOYBA€TbCs, NErko
NoCTyKaTu No NAacTvHi, Wob 3abe3neunTy peTesibHe nNepemillyBaHHS.

9.  Bupganutu BCi Kpanni BOAW i NOCTyKaTW MO HWKHIA YaCTWHI NNacTuHW;
BMEBHUTUCA, WO Hemae Oynbbalok Ha MoBepxHi piguHU. [loTim
3anycTUTU MIKPOMMaHLLETHUIA 34MTyBay i MPOBECT! BUMIPIOBaHHA Npu
450 HM HeraWHo.

MpumiTtka:

1. MigroTtoBKa Ao aHanisy: MpuroTyiiTe BiANOBIAHY KiNbKiCTb NiYHOK Ans
KOXHOMO eKcrnepumMeHTy i 3abepiTb 3aiBi NyHKM 3 nnaHweTa. JIyHKu, AKi
He BUKOPWCTOBYIOTbCA, MOBMHHI 36epiratnca npu temnepatypi -20 °C.

2.  [lopaBaHHA 3pa3KiB a6o peareHTiB: Byab nacka, BuMKopucroByite
cBiXK0o npurotoBaHuit CraHgapt. O6epeXxHO AOAATU 3pa3Ku B JIYHKM i
aKypaTHO nepemillati, Wob YHUKHYTU MiHOYTBOPeHHs. He TopkaTucb
CTIHOK NyHKM. [InA KOXXHOro eTany npoueaypu 3aranbHuii Yac 4O3yBaHHA
OnA [ofaBaHHA peareHTiB abo 3pa3kiB B MAaHWeT AnA aHanisy He
noBvHeH nepesuwysat 10 xBunuH. Lle 3abe3neunTtb piBHOMIpHMI
pO3MNoAIN Yacy MineTyBaHHA [ANIA KOXHOrO KpOKy, 6e3 nepepuriBaHHA.
PekomMeHpyeTbca AybnioBaHHA BCiX CTaHAAPTIB i 3paskiB, xouya Le He €
o6oB'A3KoBUM. LLIo6 YHUKHYTM nepexpecHoro 3abpyfAHeHHs, MiHANTe
HaKOHEYHVKM MNiNeToK MK [JOAaBaHHAMMW CTaHAapTiB, 3pas3kiB i
peareHTiB. KpiM TOro, BUKOPUCTOBYITE OKPeMi pe3epByapu ANA KOXHOIO
peareHTy.

3.  IHKy6auia: [na 3abe3neyeHHA TOYHOCTI pe3ynbTaTiB HeobXigHe
HaneXXHe NPOBeAEeHHA repmeTu3alii MnaHweTa nig yac iHky6auii. He
ornyckaiTe, Wo6 NyHKW 3anullanuncb BiZKPUTUMM Ha JOBLUMIA Yac Mix
iHKy6aLiamu. AK Tinbkn peareHTn 6ynu goaani B nyHku, HE JO3BOSTANTE
cmyxkam BUCUXATU B 6yab-AkuiA yac nig yac Tecty. Yac iHKy6auii i
TemnepaTypa NOBMHHI KOHTPOIOBATUCA.

4.  MpomuekKa: lNpoueaypa NPOMUBaAHHA € KPUTUYHOIO. MOBHe BrAaneHHA
pPiAMHN  Ha KOXHiM CTagii Mae BaxnuBe 3HAYeHHA [NA  BUCOKOI
NPoAyKTMBHOCTI. [licnA OCTaHHLOI NPOMMBKW BUAANUTL  3aNULLKKN
PO3UVHY ANA NPOMMBAHHA LWAAXOM acnipauii abo [eKaHTyBaHHA i
BUAANUTM BCi Kpanni BOAM MOCTYKYBaHHAM KiHUMKamy nanbuis no
HWXKHIN YacTUHi nnacTuHW. HepoctaTHA NpOMMBKa NpPY3BOAWTbL A0
HU3bKOI TOYHOCTI | TOMUNKOBUX NiABULLEHUX pe3ynbTaTiB BUMIPIOBaHHA.

Mepeknaday 3enexcokaT. |.

5.  KoHTponb uacy peakuii: CrnocTtepirante 3a 3miHOI0 Kosibopy nicna
ponaBaHHA Cy6crpaty TMbB (Hanpuvknag, cnoctepexeHHs KOXHux 10
XBUIWH), AKLWO KOMip 3aHafTo HacuuyeHun, popante Cronm po3uMH
3asganerigb, Wob YHUKHYTU HaAMIPHO CUAbHOI peakLii, Wo npr3sese A0
HETOYHOCTI NOKa3aHb ONTUYHOI LWiNbHOCTI.

6. Cy6crpat TMbB nerko 3abpypaHioeTbca. byab nacka, 3axuviarnTe noro Big
cBiTNa.

7. Bonorictb HaBKONMMILHBLOrO cepefoBuLla, MeHWwa 3a 60 %, Moxe
BMIVMHYTM Ha pobOTy, TOMYy 3BOJIOXyBau MOBITPA PEKOMEHAY€ETbCA
BMKOPWCTOBYBATY B TAaKOMY CTaHi.

MPUHUUN TECTY

MikponnaHweT, fAKuiA BXoAWTb JO Habopy, OyB nonepeaHbO MOKPUTWN
aHTuTinoM, crneundiyHum po F8. CraHpapTu Ta 3pasku JoHalTbcA A0
BiONOBIZHUX JIYHOK MnaHweTa 3 6GiOTUH-KOH'IOrOBaHUMU  aHTUTINamu,
cneumodiuHumm go F8. MoTim gopaeTbca KoH'torat aBiguH-HRP po KoxHoi
JIYHKM MiKpomnnaHWweTa i NpoBoguTbca iHKy6auis. Micna gogaBaHHA PO3UMHY
cybctpaty TMB, TinbKu Ti nyHKK, WO MicTATb F8, 6ioTMHWMNbOBaHI aHTUTINAG i
bepmeHT-KOH'loroBaHun aBigviH, 6yayTb [OEeMOHCTPYBaTU 3MiHY B KOJbOPI.
QepmeHT-cybcTpaT Peakuia  depmeHT-cybCTpaT 3yNUHAETLCA [OAABAHHAM
po3unHy cipuaHoi KNCnoTun i 3MiHa Konbopy BUMIPIOETbCA
CNeKTPoOTOMETPUYHO Ha JOBXKMHI XBUAi 450 HM * 10 HM. KoHueHTpauia F8'y
3pa3kax BUW3HAYAETbCA LWNAXOM MopiBHAHHA OD 3pa3kiB Ha CTaHAAPTHIN
KpUBIN.

NIAPAXYHOK PE3YJIbTATIB

Bri3HaunTy cepepHe 3HauyeHb B OyOnAX Ans KOXHOIO CTaHAAPTY, KOHTPONIO i
3paskiB | BiAHATU cepefHE 3HAYeHHA OMTWUYHOI LWiINbHOCTI HYNbOBOrO
ctaHpapty. MobyayBaTv CTaHAapTHY KpwBy, Bigknagatioun cepepHio OD i
KOHLIeHTpaL|ii ANnA KOXKHOro CTaHAapTy | NPOBeCTV Kpawuii BapiaHT KpuBOI
yepes TOUKM Ha rpadiky abo CTBOPUTM CTaH[APTHY KPWBY Ha JloraprdmiuHomy
nanepi 3i 3Ha4eHHAMKN KoHLeHTpauii F8 Ha oci opauHaT i abcopbuieto Ha oci
abcuymc. BukopunctaHHA nporpamHoro 3abesneueHHs, Hanpuknag, Exkcneprta
KpmBoi 1.30, TakoX pekomeHAyeTbcA. fKWO 3paskm 6ynu posbasneHi,
KOHLIEHTpaLilo, AKa 3UMTYETbCA 3i CTaHAAPTHOI KPWUBOI, Cif MOMHOXWTW Ha
KoedilieHT po3BefeHHs.

TUMNOBI AAHI

[na Toro, Wwob6 3pobuTtn po3paxyHOK NPOCTILMM, MU BiAKNAAAEMO 3HaUYeHHA
OD craHpapTy (X-Bicb) NpoTun BiOMOI KOHLeHTpaLii ctaHaapTy (Y-Bicb), xoua
KOHLIEHTpaL|iA € He3aneXHot 3MiHHOIO | 3HayeHHA OD € 3aneXHol0 3MiHHOIO.
Tum He MeHW, 3HayeHHA OD cTaHAapPTHOI KPMBOI MOXYTb MIHATUCA 3aneXHOo
Bil YMOB aHanisy (Hanpuknag, onepatopa, TeXHiKW nineTyBaHHA, TEXHIKu
NPOMMBKM abo TemnepaTypHUx BrAMBiB).  PekomeHgyeTbcAa mnobyaosa
CTaHAAPTHOI KPMBOI [NA KOXHOro TecTy. TunoBa CTaHfapTHa KpuvBa,
npriBeAeHa HUKYe, MPU3HaYeHa TifbKW AN O3HaNOMIEHHS.
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Tunosa craHpapTHa Kpusa ana F8 nioauHu, ELISA

OIANA30H BUABJIEHHA

78-5.000 nr/mn. KoHueHTpauii CTaHaapTHOI KPKBOI, AKi BUKOPUCTOBYBaNUCh
ans ELISA, 6ynu 5.000 nr/mn, 2.500 nr/mn, 1.250 nr/mn, 625 nr/mn, 312 nr/mn,
156 nr/mn, 78 nr/mn.

YYTNUBICTb

MiHimanbHa go3a F8, Aka BM3HaYya€eTbCA, TUNOBO € MeHLWoto 3a 30 nr/mn.
YyTnueicTb faHoro aHanisy, abo HwxkHA Mexa BuasnenHa (LLD), 6yna
BU3HAYEHa AK HalHWKYa KOHLEHTpaLia NpoTeiHiB, 6inblua 3a Hynb. BoHa byna
po3paxoBaHa [OAaBaHHAM [BOX CTaHAAPTHMX BiAXWNeHb [0 3HauyeHHA
cepepHboi ONTUYHOT WibHOCTI 20 HYyNbOBUX CTaHAAPTIB, nicnAa yoro Gyna
po3paxoBaHa BignoBigHa KOHLeHTpaLiA.

CNEUUDIYHICTD

[JaHnin aHani3 Ma€ BMCOKY YyTNUBICTb Ta Haf3BuYaliHy cneundiyHicTb ans
BUABNEHHA F8.

He cnoctepiranocs 3HauyHOI nepexpecHoi akTMBHOCTI abo iHTepdepeHLii Mix
F8 i aHanoramn.



MpumiTtka:

Y 3B'A3Ky 3 OOMEXEHHAM HaBMYOK Ta 3HaHb, HEMOX/NBO OISl HAC MOBHICTIO
3aBepLUNTY BUABNEHHA NepexpecHoi peakTUBHOCTI Mix F8 i Bcima aHanoramu,
TOMy nepexpecHa peakLia Moxe Bce Lie iCHyBaTu.

BIAHOBJIEHHA

Matpuui, nepepaxoBaHi  HwKuYe, OynM  HacMuyeHi NEeBHUM  piBHEM
pekombiHaHTHOro F8 i WwBuaKicTb BigHOBMEHHA Gyna po3paxoBaHa LAAXOM
NOPIBHAHHA BUMIPAHOrO 3Ha4YeHHA Ta OYiKyBaHOI KinbKocTi F8 y 3pa3kax.

Hiana3oH CepepHe
Marpuua BifiHOBMEHHA,% 3HaueHHs, %
LinTpaTtHa HaTpieBa nnasma (n=>5) 84-96 89
JIHIAHICTb
NiHilHicTb Habopy aHanisyBanu 3a JOMOMOrol BUMNPoOyBaHb 3paskiB,
Hacu4yeHUX BIAMNOBIAHOW KOHUeHTpauielo F8, i ix cepiiHMX po3BeaeHb.
Pesynbtat  6ynn  NpOAEMOHCTPOBaHi Yy  BiACOTKax  pPO3paxyHKOBOI
KOHLIEHTPaL|i€l0 O OYiKyBaHOI.
3pa3okK 1:2 1:4 1:8 1:16
LinTpaTHa HaTpieBa 81-98 % 86-103 % 89-95 % 95-103 %

nnasma (n=>5)

TOYHICTb

TouHicTb B aHanisi: 3 3pa3ky 3 HU3bKKM, CepefiHiM i BUCOKMM piBHeM F8 6ynn
npoTecToBaHi 20 pasiB Ha OAHIN NNacTuHi, BiANOBIgHO.

TOYHICTb MiX aHanizamu: 3 3paskn 3 HU3bKMUM, CEpeaHiM i BUCOKMM piBHeM F8
6ynu NpoTecToBaHi Ha 3 Pi3HMX NMNaHLeTax, 8 MOBTOPIB Ha KOXKHOMY.

CV (%) = SD/cepepHe X 100

B ananisi: CV < 10%

Mix aHanizamu: CV < 12%

CTABUIbHICTb

CrabinbHicTb Habopy IDA BM3HaYa€eTbCcA WBMAKICTIO BTPaTV aKTUBHOCTI.
LBMAKICTb 3HWKEHHA aKTMBHOCTI AaHOro Habopy cknapgae MeHwe 5%
NPOTAroM TepMiHy NPUAATHOCTI NPV BifNOBIAHUX yMOBax 36epiraHHA.

o6 3BecTn Ao MiHiMyMy AOAATKOBMI BMIMB Ha NPOAYKTUBHICTb, HEOOXIAHO
LOTPVIMYBaTUCh MOPAAKY NMPOBEAEHHA TECTY | TabopaTopHMX YMOB, 0CO6INBO
KiMHaTHOI TemnepaTypw, BOSIOrocTi MOBITPA, TemnepaTypu iHKybaTopa, AKi
MaloTb CYBOPO KOHTpontoBaTucA. KpiMm Toro, pekomeHAyeTbcs, Wob6 Becb
aHani3 NPoBOAMBCA OQHVM | TUM >Ke OnepaTopoM Bifj NOYaTKY i A0 KiHLA.

PE3IOME NMPOLIEAYPU AHANI3Y

1. TligroTysaTu BCi peareHTH, 3pasKku i CTaHAapTH;

2. Jopatn 100 MKn cTaHAapTy abo B3ipuA B KOXHY NyHKy. IHKybyBaTu 2
roguHu npu 37 °C;

3. Acnipysatn i pogatn 100 mkn nigrotosneHoro PeareHTty [eTekuii A.
IHky6yBaTu 1 roguHy npu 37 °C;

4. AcnipysaTu i npomnTi 3 pasu;

5. [Dopatm 100 mkn nigrotoBneHoro PeareHty [etekuii B. IHkybyBaTn 30
XBUIWH npwu 37 °C;

6.  AcnipyBatu i npomutu B 5 pasis;

Lopatn 90 MKn po3umHy cybcTpaty. Butprmatu 10-20 xsunuH npu 37 °C;

8.  [Hopatn 50 mkn cTon po3ynHy. 3umtaTti Nnpu 450 HM HeramHo.

N

3AYBAXEHHA

1. O6mexeHi NMOTOYHUM CTaHOM Ta HAyKOBMMW TEXHOMOTIAMU, MU He
MOXEeMO TMOBHICTIO npoBecTn BcebiuHy igeHTMdiKauilo Ta aHani3
CUPOBWHY, fiKa HAfAETbCA MOCTavaribHMKamy. TOMy MOXyTb iCHyBaTh
nesAKi AKiCHi Ta TeXHIUHi PU3UKM NPU BUKOPUCTaHHI Habopy.

2. OcTaTouHi pe3ynbTaTu aHanisy OyayTb TiCHO nOB'A3aHi 3 AKiCTIO
npoaykuii, onepauilHUX  HaBMYOK  KiHUEBUX  KOPWCTYBauyiB i
eKcnepuMeHTanbHUX yMoB. byab nacka, nepekoHamntecs, WO AOCTaTHA
KinbKiCTb 3pa3kKiB € JOCTYMHOM.

3. Habopu 3 pi3HMX NapTil MOXe TPOXWU BiAPI3HATUCA 3a AianasoHoOM
BUABNEHHA, YyTNMBICTIO i YacoM PO3BUTKY 3abapBneHHA. byab nacka,
npoBofbTe eKCrnepuMeHT B TOYHIN BIANOBIAHOCTI A0 IHCTPYKLUii, AKa
NOAAETbCA B KOMMEKTI; eNeKTPOHHI Bepcil 3 HaWoro canTty € Tinbkn
iHbopMmaLUinHUMK.

4.  3abOpOHAETbCA BUKOPWCTOBYBATU PeareHT! 3 HabopiB Pi3HMX MapTii.
BrkopucToByiTe Tinbku PeareHTu, Wo NOCTaBAATbCA BUPOOHUKOM.

5. 3axuwaTtu BCi peareHTW Bif ACKpaBOro cBiTna nig 4ac 36epiraHHA Ta
iHKy6aUji. Bci NpobKn Ha nnfAWwKax 3 peareHTamy NMOBUHHI GYTW LWiNbHO
3aKpUTUMK,  WO6  3amnobirtu  BMMApPOBYBaHHA | 3abpyAaHeHHs
MiKpoopraHiamamu.

6. Tpu nepliomy BigKpUTTI B NyHKaX MOXe 3HaxOAWUTUCb feAKka peyoBUHa.
Lle He 6yne mMaTu HiSKOro BM/IMBY Ha OCTaTOYHI pe3ynbTaTi aHanisy. He
BMMaNTe MIKPOTUTPaLiNHMIA NnaHLWeT 3 nakeTy, Ae BiH 36epiraeTbcs,
NOKMU Lie He € HEOOXigHMM.

Mepeknaday 3enexcokaT. |.

7. HenpaBunbHe onepauiloBaHHA nNpwW MiAroToBUi peareHTiB Ta iX
3aBaHTaXKeHHi, a TakoX MOMWIKM B HanalwTyBaHHi MapameTpis AnA
NnaHWeTiB  MOXYTb  MPW3BeCTM OO  HEBipHUX  pe3ynbTaTiB.
MikponnaHWeTHWI 3UMTyBay 3 LUMPUHOI AOPiIXKKM 10 HM abo MeHLe i
AianasoHom onTnyHOI winbHocti 0-3 O.D. abo binblue npy JOBXUHI XBUAI
450+10 HM € MPUNHATHUM ANA BUKOPUCTaHHA ANA  BUMIPIOBaHHA
abcopbuii. byab nacka, npounTanTe yBaXKHO IHCTPYKLilO i HanawTynte
npwnag ao ekcnepumeHTy. [nsa oTpuMaHHA fofaTkosoi iHbopmauii, 6yab
nacka, 3BepHiTbcA Ao onepauinHoro Bigeo (http://www.cloud-
clone.us/homepage/operate.htm).

8. HaBiTb 0fuH i TON >Ke onepaTop MOXe OTPUMATU Pi3Hi pe3ynbTaTi y ABOX
OKpeMUX  ekcrepumeHTax. [na  Toro, Wo6 oOTpUMaTM  KpaLly
BiiTBOPIOBAHICTb pe3ynbTaTiB, po60Ta KOXHOrO KPOKY B aHani3i NOBMHHA
KoHTponioBaTucA.  Kpim  TOro,  peKkoMeHAyeTbCcA  MpoOBefeHHA
nonepefHbOro eKCnepuMeHTy nepes aHanizom AnA KOXHOI napTii.

9. KoxeH komnnekT nponwoB TecT 3 KoHTponio AKOCTi. TuM He MeHL,
pe3ynbTaTh Bif KiHLEBUX KOPWUCTYBauiB MOXYTb OyTU HeCymiCHUMMK 3
HaWMMK  BHYTPIWHIMKA JaHMMKW Yepe3 fAedAki HecrogiBaHi  yMOBU
TpaHCMopTyBaHHA abo pi3He ycTaTKyBaHHA nabopatopii. Po36ixHicTb
MiXK cepiaMu cepef; KOMMNNEKTIB 3 Pi3HMX NapTil MOXe BUHWKHYTU B
pe3ynbTaTi umx GaKTopiB, TEX.

10. Habopw Bif pi3HUX BUPOOHWKIB MOXYTb MPU3BOAUTM [O Pi3HUX
pe3ynbTaTiB, Tak AK MW He MOPIBHIOBaNM Haly NPOAyKLUilo 3 iHWMMK
BMPOGHVKaMW.

11.  IHCTpyKLUiA TakoX MigxoauTb Ana Habopy 48T, ane BCi peareHTU Habopy
48T 3MeHLLUeHi HanoNoBUHY.

3ACTEPEXKEHHA

CTon-po3unH, 3anpoMOHOBAHUI [NIA BUKOPWCTaHHA 3 UMM Habopom, €
PO3UMHOM KMCOTW. BUKOPUCTOBYBATU 3aXMUCT ANIA OYel, PyK, 0b6nnyus npu
po6oTi 3 AaHUM MaTepianom.

BUPILWEHHA NMPOBJIEM

Mpo6nema MoxnuBe gxxepeno KopuryBanbHi gii
MoraHa HenpaswnbHa nigrotoBka | 3abe3neumtu TOuHy poboTy
CraHpaptHa | CraHfgapTHOI Kpusoi po36aBneHHa B3ipua
KpuBa HenosHa npomuBKa Ta AfekBaTHi NpoMu1BKa Ta
acnipadis acnipauis
HeTouHe nineTyBaHHA MepeBipuTn Ta Kanibpysatu
nineTkn
He3aBepLlueHa npomunBKa 3abe3neynTu JOCTaTHIO
Cna6ka JTYHOK NPOMUBKY
TOYHICTb HepoctatHe ApekBaTHi acnipauis i
nepemilyBaHHA i 3MilLyBaHHA peareHTiB
acnipauis peareHTis
[oBTOpHE BMKOPUCTaHHA 3MIHWTW | BUKOPUCTOBYBATU
nineToK, KOHTeNHepIB Ta HOBi HAKOHEYHUKM,
repMeTuKu KOHTeWHepu Ta repmMeTuKy
HeTouHe nineTyBaHHA MepeBipuTn Ta Kanibpysatu
nineTkn
HepoctaTtHi 0b6caru MpoBecTu KanibpyBaHHs
Hu3sbki peareHTy, fofaHi B NyHKN nineTokK i AgofaTv afeKkBaTHy
3HAYeHHA KiNbKiCTb peareHTiB
0.D. HeBipHuin yac iHKy6auii 3abe3neunTn AOCTaTHIN Yac
iHKy6aLji
HesipHa Temnepatypa PeareHTn npusectn go
iHKy6auii KiMHaTHOI Temnepatypu
He npautoe kKoH'toraT abo 3milainTe KoH'lorar i cybcTpar,
cybcTpar KOnip NOBMHEH pOo3BMBaTUCA
HeranHo
He po6asneHo Cton [loTprmyinTecb NnpoToKony
PO34MH aHanisy
Pe3ynbTar 3UMTaHo ni3HO 3uunTanTe B TEPMiHU,
peKoMeHAOBaHi B KepPiBHULTBI
3HayeHHA HenpasunbHe 36epiraHHa | 36epiraTv 3pa3ku HanexHUM
B3ipuiB B3ipua YMHOM | BUKOPUCTOBYBaTH
CBiXKMI 3pa3oK
HeBipHi 3a6ip Ta Bubpatu npaBunbHUIA MeTog
nigrotosKa B3ipLiB 3abopy 3pa3kiB i iX NirotoBkM
HepocTtaTHA KinbKicTb BukopuncToByiiTe HOBUIA 3pa3ok
aHaniTy y B3ipuax i NOBTOPITb aHani3
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