HABIP IDA

AnA KiNbKICHOIro BU3HAYEHHA
OE®EH3UHY B NIOACHKIA CUPOBATL,
NNA3MI, FOMOINEHATAX TKAHUH TA IHLLUX
BIONTOIN4YHUX PIANHAX

SEAQ072Hu, DEFb2

Kamanoa. Ne: SEA072Hu
Kinbkicms  : 96
Bupobruk  : Cloud-Clone Corp., (CLUA)

Memoduka eid 07-2013
Bepcisa 11

OcHoBow rpu_nposedeHHi aHarizy € opueiHan iHcmpyKuii

aHenilcbKo MO08o, ekradeHoi 8 Habip. Homep i dama
sepcil _opueiHany ma nepeknady iHCMPYKUii no8uUHHI
— criienadamu.

Tinbku Onsi sukopucmaHHs1 8 dociOHUUbKUX Yinsix ma in-Vitro
He dnsi sukopucmaHHs 8 KniHiYHuUXx diagHocmu4HuUX npoyedypax

NPU3HAYEHHSA

OaHun Habip € iMyHOEepMeHTHUM aHanisom Tuny '"caHasiv" Aans
KinbkicHoro Bu3HadeHHs [edensuHy (DEFb2) B cupoBatui, nnasmi,
romoreHaTax TKaHWH Ta iHWK1X BionoriYyHuX pignHax NIaNHN.

PEArEHTU TA MATEPIAJIY, LLO NOCTAYAKOTbLCA

PeareHTtun KinbkicTb
["oTOBUI 4O BUKOPUCTaHHS, 96-NyHKOBUIA CMYXKOBUIA
nnaHweT 3 nonepegHiM NoKpUTTAM 1
CrangapT 2
PeareHT ans getekuii A (3enexHun) 1 x 120 mKkn
PeareHT ans getekuii B (4epBoHuit) 1 x 120 mKkn
Cy6eTtpat DEFB2B 1x9 mn
MpomusHuin Bydep (30x KoHueHTpar) 1x20 mn

MniBka ANs 3aKkneBaHHA NNaHWeTIB 4

PospigpxyBay ctaHgapTis 1x20 mn
Po6ounin Pospigxxysay A (2x KoHueHTpaT) 1x12mn
Po6ounin Po3spigxxysad B (2x KoHueHTpaT) 1x12mn
Cron Po3unH 1x6mMn
IHCTpyKUis 1

HEOBXIOHI MATEPIANW, LLIO HE MOCTAYAIOTbCA
1. MikponnaHweTHui 3untyBad 3 450 £ 10 HM dinbTpoMm.

2. TouHi opgHOo- abo GaraTokaHanbHi niNneTkM Ta OOHOPAa30Bi
HaKOHEYHUKN.

3. TpobGipkn EnneHgopda ana po3daeneHHs 3paskis.

4. [leioHizoBaHa abo gucTunbLoBaHa Boaa.

5.  ®inbTpyBanbHuUiA Nanip ANs NPOMOKaHHS NnaHLweTa.

6. KoHTenHep ans NNpoMMBHOIO poO34umHY.

3BEPIFrAHHA HABOPIB

1.  [Ons Hepo3kputux HabGopiB: Bci peareHTU noBuHHI 36epiratucsa
3rigHo 3 iHdopMauielo, Bka3aHol Ha nakoHax. CTtaHgapT,
PeareHT ansa petekuii A, PeareHT gns getekuii B i nnaHweT
NOBUWHHI 36epiratucst npy Temnepatypi - 20 ° Npy OTPUMaHHI, a iHLWi
noBuHHI 36epiratucs npu 4 °C.

2.  [Ons BigkpuTux HabopiB: nicna BiaKpuTTA Habopy peareHTV $K i
paHile NoBuUHHI 36epiraTvcs BIANOBIAHO A0 BULLE3a3HAYEHUX YMOB
36epiraHHs. Kpim Toro, Gyab mnacka, MOBEPHiTb HEBUKOPUCTAHI
CMYXXKW B MIACTUKOBY YMAaKOBKY, sika MICTUTb OCyLUyBau, i LUiNbHO
3akpunTe ii.

MpumiTtka:

PekomeHOyeTbCA BMKOPUCTOBYBATM 3anuULLKW peareHTiB npotsrom 1
MicsLs 3a YMOBU, LLIO HE 3aKiHYMBCS TEPMiH NpuaaTHOCTI Habopy. TepMmiH
npuaaTHOCTi Habopy BKkasaHUW Ha eTuKeTui Ha yrakosui Habopy. Bci
KOMMOHEHTU cTabinbHi 40 3akiHYeHHs TepMiHy 1oro aji.

3ABIP | 3BEPIFAHHA 3PA3KIB

CupoBatka: BukopucTtoByiite npobipky Ans BiggineHHs cupoBaTku i
[03BONbTE 3pa3kaM YTBOPWUTW 3ryCTKM MPOTAroM [BOX [OAWH Mpu
KiMHaTHIn TemnepaTypi abo npotdarom Houi npu 4 °C nepeq
LeHTpUdyrysaHHsam npoTtsrom 20 XBUMWH Ha wBuakocTi 6nmabko 1000xg.
AHanisyBaTu CBIXXOMPUIOTOBMEHY CUpOBaTKy HeramHo abo 36epiratu
3paskn B anikeotax npu -20°C abo npu -80°C Aansa nisHiworo

BMKOPUCTaHHS. YHukawnTe
3aMOpOXKyBaHHs1/BiATaBaHHS.
Mna3ma: MNposecTun 3abip nnasmu 3 BukopuctaHHam EATK abo renapuHy
B SIKOCTi aHTUKoarynsHty. LieHTpudyrysatu 3pasku npotarom 15 xsBunuH
npu 1000 x g npu 2-8°C Ha npotasi 30 xBunuH nicns 3abopy. Buganutn
nnasmy i aHanisyBatu HeranHo abo 36epiraTv 3pa3ku B anikeoTax npu -
20°C abo -80°C - gns noaanbLIoro BUKOPUCTAHHS. YHUKaNTe NOBTOPHUX
LMKIIB 3aMOPOXYBaHHS / BiATaBaHHS.

FomoreHaTn TKaHuH: [ligrotoBka roMoreHaTiB TKaHWH BapiloeTbCH
3anexHo Bifg TWNy TKaHWHW. [ns UbOro TecTy TKaHWHWU MPOMMUBaOTH B
ayxe oxonomkeHomy PBS (0.01 monb/n, pH 7.0-7.2), wob Buganutu
HaANWLWOK KPOBi i peTenbHO 3BaXyloTb A0 romoreHisadii. MoapiGHUTH
TKaHWHW Ha ApibHi WwMmaTouykn i romoreHidyBatm ix B 5-10 mn PBS
CKIISSHMM roMoreHizaTopoM Ha neogy. OTpyMaHy cycneHsito o6pobnsioTb
yNbTPa3ByKOM 3a [OMOMOrOK YnbTpa3ByKOBOro AesiHTerpatopa KiiTuH
abo nigoaloTb  ABOM  LUMKNaM  3aMOPOXYBaHHs-BiATaBaHHS  Ans
noAanbLIoro NoApioHeHHs KNiTMHHUX MeMbpaH. [icns Lboro romoreHaTu
LeHTpudyrytlote  npotarom 5 xBunuH npu 5000xg. Bwupganutn
cynepHaTaHT Ta aHanisyBaTu HeraniHo abo nigroTyBatu anikeotu i
36epirati npu Temnepartypi <-20°C.

IHwWi GionoriyHi piavHu: LleHTpndyrysaTtn 3pasku npotsrom 20 XBUNUH
npu 1000xg. BupanuTu TBeEpai YacTMHKM Ta aHaniyBatu HeraHo abo
36epiraTi 3pasku B aniksotax npu -20°C a6o npu -80°C ans niswiworo
BUKOPUCTaHHS. YHukante NOBTOPHUX LMKnis
3aMOpO>KyBaHHsI/BiATaBaHHS.

NOBTOPHUX LMKniB

MpumiTka:

1. 3pasku, siki 6yoyTb BUMKOPUCTOBYBATWUCS MPOTAroM 5 AHIB, MOXHa
36epirat npu Temnepatypi 4 °C, B iHLIOMY BUNAAKy 3pa3ku MOBUHHI
36epiratnca npu Temnepatypi -20 °C (£ 1 micaup) abo -80 °C (< 2
Micaudi), wWwo6 YHUKHYTM BTpaTM GionoriyHOi aKkTMBHOCTI Ta
3abpyaHEeHHs.

2. Temoni3 3paska byge BnnvBaTVM Ha pe3ynbTaT, TOMY FeMOMniTUYHI
3paskn He NOBWHHI aHani3yBaTuCS.

3.  Tpwv BUKOHaHHI TECTY NPUBECTM 3pas3ku OO KiIMHATHOI TemnepaTtypu.

NIArOTOBKA PEATEHTIB

1. lpuBectn BCi KOMNOHEHTM Habopy Ta 3paskm [0 KiMHaTHOI
Temnepatypu (18-25 °C) nepeq BUKOPUCTaHHSAM.

2. CraHpapt - BigHoButn CrtaHpapt 3 1,0 mn Po3piaxyBava
cTaHgapTy, skun 3b6epiraBca npotsirom 10 XBUAWMH NpU KiIMHATHIN
TemnepaTtypi, 3nerka MoTpPycuTW (He OO YTBOPEHHS MiHW).
KoHueHTpauis ctaHgapTy B BuxigHOMy posuuHi 6.000 nr/mn. Byab
nacka, cnoyatky posbaste po3duuH o 3.000 nr/mn i po36aBneHun
cTaHAapT CNyXuTb B SIKOCTi camoro Bucokoro cTtaHgapty (3.000
nr/mn). Byaob nacka, nigroTywTte 7 npobipok, wo mictate 0,5 mn
PosunHHmnka CtaHgapTy, i npoBefiTb NoaBiviHuiA psif po3baBneHHs
BiANOBIAHO 3 ManHKOM Hux4ye. [Nepemiwante KoxHy npobipky
peTenbHO Meped HACTyMHUM nepeMiweHHaMm. Hanawrtynte 7
po3BedeHb cTaHgapTy, Hanmpuknag 3.000 nr/mn, 1.500 nr/mn, 750
nr/mn, 375 nr/mn, 187.5 nr/mn, 93.75 nr/mn, 46.88 nr/mn, i ocTaHHA
npobipka EP 3 Po3unHHUKOM cTaHaapTy € nopoxHboto 0 nr/mn.

500uL 500uL 500uL 500pL 5004L 5000L

Stock }

Standard = 0 ' \' 5 / [ ]
S v U U

Tube 1 2 3 7 8 9

pafmL 6.000 3,000 1,500 750 375 1875 93.75 4583 0

3. PeareHT petekuii A i PeareHT getekuii B — LleHTpudyrysatn
BuxigHunin Po3unH [etekuii A Ta BuxigHun PosunH [etekuii B
nepep BMKopucTaHHAM. Po36aBuTy pobounin KOHLEHTpaT 3 poboynm
Po3unHHukom ansA aHanisiB A a6o B BignosigHo (1:100).

4. MNpomuBHUM Po3unH - Po3secTn 20 mn koHUeHTpaTy PosumHy ans
npomuBaHHa (30x) 3 580 mn pgeioHizoBaHOi abo AMCTMNBOBaHOI
BOAM ANs oTpuMaHHs 600 mn Po3unHy Ans npoMuBaHHs (1x).

5. Cybctpatr TMB - AcnipyBatu HeoOXxigHi [03M po3uMHy 3a
[10MOMOrO CTEPUNI30BAHNX HAKOHEYHWKIB i HE MOBEPTaTU 3anuLLKK
PO34MHY 3HOBY Y (PMAKOH.

Mpumitka:
1. TlpoBefeHHs cepiltHMX po3BedeHb Oe3nocepefHbO B NyHKax He
[onyckaeTbes.

2. MpurotyBatn ctaHgapT npotarom 15 xBunuH o aHanidy. byab
nacka, He po3ynHanTe peareHT 6eanocepenHLo npm 37 °C.

3. ObepexHo BigHoBMTN CTaHgapTu abo poboui PeareHTn aetekuii A i
B y BignoBigHOCTI 3 iHCTPyKUi€l0, YHMKaluYM MNiHOYTBOPEHHS, i
aKypaTHO nepemiluaTtii, NOKW KPUCTanu MOBHICTIO HE PO3YMHATLCS.
LLlo6 3BecTM A0 MiHIMyMy HETOYHOCTI, NOB’SI3aHi 3 MiNeTyBaHHAM,
BMKOPVCTOBYIWTE HEBENWKi 0bCArM i nepekoHamTecs, IO MNiNeTKu



kanibposaHi. PekomeHgyetbca HabupaTtun binbwe 10 Mkn Ha ogHe
nineTyBaHHS.

4. BigHoeneHi CtaHgaptn, PeareHT aetekuii A Ta PeareHT getekuii B
MOXYTb BYTW BUKOPUCTaHI TiNbKW OAWH pas.

5. Axwo «kpuctanu yrtBopunuca B KoHueHTtpaTi PosunHy ans
npomuBaHHsa  (30x), Woro HeobxigHO HarpiTh [o  KiMHaTHOI
TemnepaTtypu i akypaTHO nepemilaTii, NOKU KPUCTanu NoBHICTIO He
PO3YMHATBLCS.

6. 3abpygHeHa Boga abo KOHTEWHEp [ANs MPUroTyBaHHS peareHTiB
ByayTb BNAMBATK Ha pesynbTaTtyi aHaniay.

NIArOTOBKA 3PA3KIB

1.  Kopnopauisa Cloud-Clone Hece BignoBiganbHicTb TiNbkM 3a cam
Habip, ane He 3a 3pa3ku, siki BUKOPVCTOBYIOTLCS B NPOLIEC aHanisy.
KopucTtyBay noBUMHEH po3paxyBaT MOXIMBY KifbKiCTb 3paskis, LUO
BMKOPWCTOBYIOTbCA B TecTi. Bbyab nacka, npuroTyiTe [AOCTaTHHO
KiNbKIiCTb 3pas3kiB 3a3ganeriab.

2. byab nacka, pospaxynWTe KOHLEHTpauilo nepen AOCHiXEHHAM.
AKWO 3HaYeHHS KOHUEHTpauil He BXOAsTb B Aiana3oH 3HayeHb
CTaHAAPTHOI KPYBOI, KOPUCTYBay MOBWHEH BU3HAYUTU OMNTUMArbHi
po3BefeHHs 3pa3ka A KOHKPETHOTO EKCMEPUMEHTY.

3. fAkwo 3pasku He BkasaHi B IHCTpykuii, HeobxigHO npoBecTn
nonepepHin  ekcnepuMeHT Mo BMW3HAYEHHIO OOr'PYHTOBAHOCTI
BVIKOPVCTaHHs Habopy.

4.  EkcTpakuiiHi 3pasku TkaHWMH abo KiiTWH, MPUroToBaHi 3a 4ONOMOro
XimiyHOro nisytoyoro 6ydpepa, MOXyTb NPM3BECTU A0 HECrnoAiBaHWX
pesynbTaTiB ELISA yepes BNnNunB aeskunx XiMiYHUX peYoBUH.

5. Y 3B'A3Ky 3 MOXNMBICTIO PO3BIKHOCTI MK aHTUreHOM iHLIOro
NOXOMKEHHS | aHTUTINOM, BUKOPWUCTOBYBaHMM B AaHOMy Habopi,
nesiki HatuBHi abo pekombiHaHTHI Ginku Big iHWKWX BUPOGHMKIB
MOXYTb He npauoBaTi 3 AaHUM Habopom.

6. lig BnnMBOM (hakTOpiB, TakMx $SIK XWUTTE3AATHICTb KNiTWH, YMCHO
KNiTMH abo Yac TecTyBaHHS 3paskiB, 3pa3ku CynepHaTaHTy KynbTypu
KNITUH MOXYTb ByTW HE BUSBNEHI 3a JONOMOrot Habopy.

7. [na TecTyBaHHA peKOMEeHAYETbCS BUKOPWUCTOBYBATM CBiXKI 3pasku
6e3 TpuBanoro 36epiraHHs. B iHWoOMy Bunaaky, Aerpagauis Ginkis i
OeHaTypanisalis MoxXyTb BiaGyTUCA B LMX 3paskax, Lio npussene
00 HEBIpHWX pe3ynbTarTiB.

NPOLIEAYPA TECTYBAHHA

1. Bun3HaunTu KinbKicTb NyHOK Ans po3basneHoro ctaHgapTy, 6naHka i
B3ipus. MNigroTyBatn 7 nyHok Ans ctaHgapty, 1 nyHky ans 6nadka.
Hoparite 100 MKN KOXHOro 3 po3BefeHb CTaHaapTy (4iTaiTe mpo
nigroToBKy peareHTiB), OnaHka i 3paskiB Yy BigMnoBigHI NyHKW.
HakpuTn nniskoto. IHKyOyBaTh npotsarom 2 roguH npu 37 °C.

2. Bupanutu piguHy 3 KOXHOI NYHKW, HE MUTMW.

3. [Jdopatn 100 mkn pobo4yoro po3unHy PeareHTy ans getekuii A B
KOXHY mNyHKy. Butpumatu npotsirom 1 roguHmn npu 37 °C nicns
NOKPUTTS NnaHLweTa NNiBKoto.

4. AcnipyBaTu po3uYMH i nNpomMuTM 3 BMKOpUCTaHHAM 350 mkn 1x
Po3unHy Ona nNpoMMBAHHA Ha KOXHY JyHKY, 3acCTOCOBYHOYM
nyneBepusaTtop, 6araTokaHanbHy nmineTky, po3noaineyy konby ato
aBTONPOMUBAY, i 3anNMWMTK Ha 1 ~ 2 XBUNMHW. Buganutn sanuwkun
pidMHM 3 MYHOK MOBHICTIO, MOCTYKaBLUIM  NNacTVHOK  Ha
dinbTpyBanbHMn  nanip. lMpomutn 3 pasun. [licna oCTaHHLOI
NPOMMBKM  BUZANUTM 3anuLLKM NPOMUBHOrO Gydepa LNsSXom
acnipauii abo aekaHTyBaHHSA. [lepeBepHYTM MMaHLIET i MPOMOKHYTH
1oro inbTpyBanbHNUM nanepom.

5. [Jdopatn 100 mkn pobo4yoro po3unHy PeareHTy ans getekuii B B
KOXHY NyHKY. Butpumatu npotarom 30 xBunuH npu 37 °C nicns
NOKPUTTS NnaHLeTa NNiBKoto.

6. loBTopuTM npouec acnipadii/npoMmBaHHa BCbOro 5 pasiB, $K
onMcaHo B Kpoui 4.

7. [Oopatm 90 mkn Po3uuMHy cybGcTpaTy B KOXHY NyHKy. [okpuTu
HOBOK MMiBKOW. IHKyGyBaTn npoTsrom 15-25 xsunuH npu 37 °C (He
6inbwe 30 xBunuH). 3axuwaTy Big cBiTna. PiaMHa cTaHe CuHbOro
KONbOpy Mpuv AoAaBaHHi po3ynHy cybeTpary.

8. [Jdopatn 50 mkn CTom pO34MHY B KOXHY NyHKy. PiguHa craHe
XKOBTOrO KONbopy npv AoAasaHHi CTon po3yuHy. 3miliatn piguHy,
MOCTYKYIOYM MO CTOPOHi NMAacTUHU. SAKWO 3MiHa KOnbopy He
BigOyBaETbCS, Merko MOoCTykaTu No nnactuHi, wob 3abesneunTn
peTenbHe nepeMillyBaHHS.

9. Bwuganutu BCi Kpanni BoAM | MOCTyKaTW MO HWXKHIN YacTuHI
NNacTUHW; BNEBHUTUCS, WO HeMae Bynbballok Ha NOBEPXHi pianHu.
MoTim 3anycTuTn MiKpPONMaHIWIETHUA  34MTyBau i nposecTu
BUMiptoBaHHA nNpu 450 HM HeramHo.

MpumiTtka:
1. NigrotoBka Ao aHanisy: [NpuroTynTe BIANOBIAHY KiMbKICTb NYHOK
ONS KOXHOIO eKcnepumeHTy i 3abepiTb 3amBi NyHKM 3 nnaHwerTa.

JlyHkn, €Ki He BMKOPUCTOBYIOTbCH, MOBUHHI 30epiratncs npw
Temnepartypi -20 °C.
2. [OopaBaHHA 3paskiB abo peareHTiB: Byab nacka,

BMKOpUCTOBYUTEe cBixonpurotoBneHun CtaHpapt. Ob6epexHo

[ofdaTth 3pasky B NYHKU i akypaTHO nepemiwaty, Wob YHUKHYTU
NiHOYTBOPEHHS. He TopkaTuCb CTIHOK NMyHKW. [Ans KOXHOro etany
npoueaypu 3aranbHUiA Yac [03yBaHHA ANS O0OAaBaHHS peareHTiB
abo 3pa3kiB B NNaHLWeT Ans aHani3y He NoBMHEH nepesuwysaTu 10
XBUNWH. Lle 3abe3neunTb piBHOMIPHWI pO3nodin Yacy nineTyBaHHS
ONs KOXHOro  Kpoky, ©6e3 nepepuBaHHs. PekomeHayeTbcsi
Ay6nioBaHHA BCiX cTaHAapTiB i 3paskiB, Xxo4a Le He € 060B’I3KOBUM.
o6 yHVKHYTVM nepexpecHOro 3abpyAHEHHS, MiIHANTE HAaKOHEYHUKM
nineTok MiX gofaBaHHAMMW CTaHAapTiB, 3paskiB i peareHTiB. Kpim
TOro, BUKOPUCTOBYINTE OKPEMI pe3epByapu ANs KOXHOMO peareHTy.

3. IHkyb6auisa: [ns 3abe3neveHHs TOYHOCTI pe3ynbTaTiB HeobXigHe
HanexHe nNposeAeHHs repmeTusadii nnaHweTa nig Yac iHkybauii. He
ponyckainTe, Wo6 NyHKU 3anuwanuch BigKPUTUMU Ha OOBLIMIA Yac
MK iHKybauismn. Ak Tinbku peareHTn 6ynu gopani B nyHku, HE
OO3BONANTE cmyxkam BUCUXATW B Gyab-skwii yac nig uac
TecTy. Yac iHkybaLii i TemnepaTypa NOBWHHI KOHTPOMOBATUCS.

4. TMpomwueka: [lpouegypa npomvBaHHA € KpuTUYHOW0. [loBHe
BMOANEHHS PiOVHN Ha KOXHIWA CTafii Mae BaXnvBe 3HAYeHHs Ans
BMCOKOI MpoAyKTUBHOCTI. [licns OCTaHHbOI NPOMMWBKW BUAANUTU
3anuLIKN  PO34YMHY AN MPOMMBAHHA  LIMAXOM acnipauii  abo
OeKaHTyBaHHA | BMOAnNUTM BCi  kpanni BOAM  MOCTYKyBaHHSIM
KiHYMKaMK nanbuiB Mo HWXKHIN YacTuMHi nnacTuHu. HepoctaTtHs
npoMMBKa MPU3BOAWUTb [0 HU3bKOI TOYHOCTI |  MOMUIIKOBUX
NiABULLIEHNX pe3ynbTaTiB BUMIPIOBAHHS.

5. KoHTponb 4acy peakuii: Cnoctepirainte 3a 3MiHOK KONMbopy Micns
popaBaHHa cybetpaty DEFB2B  (Hanmpuknag, cCrniocTepexeHHsi
KOXHUX 10 XBUMKWH), SIKLLO KONip 3aHaATo HacuyeHui, gogante Cton
pO34nH 3a3ganerifgb, Wob YHUKHYTU HaAMIpHO CUMbHOI peakuii, Wwo
npu3sege A0 HETOYHOCTI NOKa3aHb ONTUYHOI LUINBHOCTI.

6. Cy6cTpaTt DEFB2B nerko 3abpyaHioeTbesi. Byap nacka, 3axuvwaiire
oro Big ceiTna.

7. BornoricTb HaBKOMULIHBOIO cepeaoBulla, MeHwa 3a 60 %, moxe
BMVHYTM Ha poboTy, TOMy 3BOMOXyBay MOBITPS PEKOMEHAYETHCS
BMKOPWCTOBYBATU B TAKOMY CTaHi.

APUHUUN TECTY

MikponnaHweT, skuin BxoauTb A0 Habopy, ByB nonepegHbO MOKPUTUIA
aHTuTINOM, cneumdivyHnm go DEFb2. CtaHgapTv Ta 3pasku JoaarTbes
[0 BIiANOBIAHUX NYHOK MNnaHweTa 3 GiOTWMH-KOH''oroBaHUMK aHTWTINamm,
cneumdivHmmn go DEFDb2. Motim gopaetbca koH'toraT asiguH-HRP go
KOXHOI  NyHKW MikponnaHweTa i npoBoguTbCsa iHKybauia. [licnsa
[ofaBaHHA po3unHy cybetpaty TMB, Timbku Ti NyHKM, WO MICTSTb
DEFb2, GioTuHUNbOBaHi aHTUTINa i ¢epMeHT-KOH'IoroBaHUi aBifuH,
OyayTb AemoHCTpyBaTu 3MiHy B konbopi. PepmeHT-cybeTpaT Peakuis
hepMeHT-cybcTpaT 3ynNMHSETECA A0AaBaHHAM PO34MHY CipYaHOoi KUCNOTH
i 3MiHa KONbOPY BUMIPIOETLCA CMEKTPOOTOMETPUYHO Ha AOBXMWHI XBUI
450 Hm £ 10 HM. KoHueHTpauis DEFb2 y 3pa3kax BU3HA4Ya€ETbCS LUMSIXOM
nopieHaHHA OD 3pa3kiB Ha cTaH4apPTHIN KPUBINA.

NIQPAXYHOK PE3YINbTATIB

BusHauntn cepegHe 3HaveHb B OyOnsx [ONs KOXHOrO CTaHAapTy,
KOHTPONIO i 3paskiB i BigHATW CepefHE 3HAYEeHHSA ONTUYHOI LWLiNbHOCTI
HyNnboBOro cTaHgapTy. [lobyayBaTv cTaHAapTHY KpuBY, Bigknagarouu
cepepHto OD i koHUEeHTpaUii ANs KOXHOro cTaHAapTy | MPOBECTU KpaLLunii
BapiaHT KpMBOI Yepe3 ToYkM Ha rpadiky abo cTBOpPWUTU CTaHOAPTHY KPUBY
Ha norapudmMiyHOMy nanepi 3i 3Ha4YeHHAMK KoHueHTpauii DEFb2 Ha oci
opavHaTt i abcopbuieto Ha oci abcuuc. BukopucTaHHs nporpamHoro
3abe3neyeHHs, Hanpwvknag, EkcnepTta KpUBOT 1.30, Takox
pekomeHayeTbes. Akwo 3paskum 6ynu posbaBneHi, KOHUeHTpauilo, ska
34YMTYETBCA 3i CTaHOAPTHOI KPWUBOI, CNig MOMHOXUTM Ha KoeqilieHT
pO3BEEHHS.

TUNOBI AAHI

Ons Toro, wo6 3pobWTVM po3paxyHOK MNPOCTIWMM, MW BigKnagaemo
3Ha4yeHHs OD ctaHgapTy (X-BiCb) NpOTH Bi4OMOI KOHUEHTpaLii cTaHaapTy
(Y-Bicb), Xxo4a KOHLEHTpaLis € He3amnexHo 3MiHHOW i 3HadveHHs OD e
3anexHo 3MiHHOW. TUM He MeHL, 3HavyeHHs OD cTtaHgapTHOI KpuBOT
MOXYTb MIHATUCS 3anexHo Bi4 YMOB aHanidy (Hanpuknag, onepaTtopa,
TeXHIKM nineTyBaHHs, TEXHIKM NPOMMBKM abo TemnepaTypHUX BMIUBIB).
PekomeHayeTbcs nobynoBa cTaHOApTHOI KPMBOI ANsi KOXHOIO TECTY.
TunoBa cTaHAapTHa KpuBa, NPUBEAEHa HWXKYe, MpuU3HayeHa Tinbku ANs
03HaNOMIEHHS.
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Typical Standard Curve for DEFb2, Human ELISA.



OIANA30H BUABNEHHA

46.88-3,000 nr/mn.  KoHueHTpauii  CrtaHpapTHOi  KpuBOi,  sKi
BuKopucToByBanuck Ans ELISA, 6ynu 3.000 nr/mn, 1.500 nr/mn, 750
nr/mn, 375 nr/mn, 187.5 nr/mn, 93.75 nr/mn, 46.88 nr/mn.

YYTNUBICTb

MiHimanbHa go3a DEFb2, ska BusHavaeTbcsi, TMNOBO € MeHLwoto 3a 13.55
nr/mn.

YyTnueicTb faHoro aHanisy, abo HwkHa Mexa BusBneHHs (LLD), 6yna
BM3HAYeHa K HalHWX4a KOHLIEHTpaLis npoTeiniB, Ginbla 3a Hynb. BoHa
Oyna pospaxoBaHa [Jo4aBaHHSAM [OBOX CTaHOAPTHWUX BiAXUNEHb [0
3Ha4yeHHs cepeAHbOi ONTUYHOI WinbHOCTi 20 HYNbLOBKX CTaHAAPTIB, Micns
yoro 6yna po3paxoBaHa BiAnoBigHa KOHLEHTpaLisi.

CNEUUDPIYHICTb

[aHuin aHanis Mae BUCOKY YyTNMBICTb Ta HaA3BMYaWHY cneumdivHicTb
ons susieneHHs DEFb2.

He cnocTepiranocs 3Ha4HOT NepexpecHoi akTMBHOCTI abo iHTepdepeHLii
mixk DEFb2 i aHanoramu.

MpumiTka:

Y 3B’H3Ky 3 OOMEXEHHSIM HaBWMYOK Ta 3HaHb, HEMOXNUBO Ans Hac
MOBHICTIO 3aBEPLUNTV BUSIBNEHHS NepexpecHoi peakTuBHOCTI Mk DEFb2
i BCiMa aHanoramu, Tomy nepexpecHa peakLis Moxe BCe LLe iCHyBaTW.

BIOHOBINEHHA
MaTpuui, nepepaxoBaHi Hwk4ye, OynM HacuyeHi NeBHUM piBHEM
pekoMbiHaHTHoro DEFb2 i wemnakicTe BigHOBNeHHs Gyna po3paxoBaHa
LUASAXOM MOPIBHAHHA BUMIPSHOTO 3HAYEHHA Ta OYiKyBaHOI KifbKOCTI
DEFb2 y 3paskax.

Matpuus lianason CepepHe
BigHOBNEHHs, % 3HaueHHs1, %

Cuposarka (n=5) 85-97 91
EQTK nnasma (n=5) 87-102 95
I'enapuHosa nnasma (n=5) 93-105 101
NIHIMHICTb
JliHivHicTb Habopy aHanisyBanu 3a [OMOMOrol BunpobyBaHb 3paskis,
HacM4YeHMX BIiOMOBiAHOKW KoHueHTpauieto DEFb2, i ix cepiiHnx
po3BegeHb. PesynbTat  Oynu  NpoAeMOHCTpPOBaHi Yy  BigcOTKax
PO3paxyHKOBOT KOHLIEHTPALE 40 O4iKyBaHOI.

B3ipeub 1:2 1:4 1:8 1:16
Cuposatka (n=5) 96-104 % 80-92 % 96-105 % 85-93 %
E[TK nnaama (n=5)
lenapuHoBa nnasma 83-95 % 92-103 % 79-90 % 87-98 %
(n=5)

78-90 % 96-104 % 85-99 % 88-108 %
TOYHICTb

TouHicTb B aHanisi: 3 3pas3ku 3 HU3bKUM, CEPeaHIM i BUCOKUM piBHEM
DEFb2 6ynu npotectoBani 20 pasiB Ha OAHill NNacTyHi, BiANOBIAHO.
TouHiCTb MiX aHanizamu: 3 3paskuM 3 HU3bKUM, CepeaHiM i BUCOKUM
pisHem DEFb2 6ynu npoTtectoBaHi Ha 3 pi3HMX mnaHweTtax, 8 nosTopis
Ha KOXXHOMY.

CV (%) = SD/cepepaHe X 100

B ananisi: CV < 10%

Mix ananizamu: CV < 12%

CTABIbHICTb

CTabinbHicTb Habopy |PA BM3HAYaeTbCs LIBUAKICTIO BTPATVM aKTUBHOCTI.
LLiBMOKiCTb 3HWXEHHSI aKTMBHOCTI JaHoro Habopy cknajae meHwe 5%
NPOTAroM TePMiHYy NPUAATHOCTI NPW BiANOBIAHNX YMOBaXx 36epiraHHs.
lLlo6 3Bectm OO0 MiHiMymMy AodaTKoOBUMA BMAMB Ha NPOAYKTUBHICTD,
HeobXigHO AOTPMMYBAaTUChL MOPSAKY NPOBEAEHHS TecTy i nabopaTopHux
ymoB, 0cobnMBo  KiMHaTHOI  TemnepaTypu, BOMOrocTi  MOBITPS,
TemnepaTtypu iHKyb6aTopa, ski MalTb CyBOpPO KOHTposnoBaTucs. Kpim
TOro, peKoMeHAyeTbCs, Wob BeCb aHania NPOBOAMBCA OAHUM i TUM Xe
onepaTopomM Bif NoyaTky i 40 KiHUS.

PE3IOME NPOLIEAYPU AHANI3Y

1. MMigroTyBatu BCi peareHTn, 3pa3ku i CTaHAapTy;

2.  [Oopatn 100 mkn ctaHgapTy abo B3ipus B KOXHY NMyHKy. |HKyGyBaTu
2 roguuu npm 37 °C;

3. AcnipyBaTu i gogatu 100 mkn nigrotoBneHoro PeareHTy OeTtekuii A.

IHkyGyBaTH 1 roamHy npu 37 °C;

Acnipysatu i npomuntun 3 pasu;

Oopatn 100 mkn nigrotoBneHoro Pearenty Oetekuii B. IHkyByBaTn

30 xBunuH npu 37 °C;

6. AcnipyBatu i npomnTtun B 5 pasis;

7. [Jopatn 90 MKn po3uuHy cybctpaty. Butpumatu 15-25 xBunuH npm
37 °C;

8. [Hopatu 50 mkn cTon po3ymHy. 3untaTv npu 450 HM HeramHo.

ok

3AYBAXEHHA

1. OOMexeHi MOTOYHMM CTAHOM Ta HAYKOBMMW TEXHOMOTISIMWA, MU He
MOXEMO MOBHICTIO NpoBecTu BcebivHy igeHTuUdikauilo Ta aHanis
CVPOBUWHM, SIKa HagaeTbCs MnocTayanbHWKaMu. ToMy MOXYTb
icCHyBaTK JeskKi SKICHI Ta TEXHIYHI PU3VKW NP BUKOPUCTaHHI Habopy.

2. OcraToyHi pesynbTaTu aHanisy 6ydyTb TiCHO NOB'S3aHi 3 SAKICTIO
npoaykuii, onepauinHUX HaBWYOK KiHLEBWUX KOpUCTyBauiB i
eKkcrnepuMeHTanbHMx YyMoB. byab nacka, nepekoHamTecs, LWO
[0CTaTHA KiNbKiCTb 3pa3skiB € AOCTYMNHOIO.

3.  Habopwu 3 pisHMX napTiin MOXe TPOXM Bigpi3HATUCS 3a Oiana3oHOM
BUSABIIEHHSA, YYTNMBICTIO i 4Yacom po3BWUTKY 3abapsneHHs. byab
nacka, npoBoAbTE eKCNepMMEHT B TOYHIA BIANOBIAHOCTI [0
IHCTPYKLi, iKa AO4AETLCA B KOMMNNEKTi; €NEeKTPOHHI Bepcii 3 HaLLoro
canTy € Tinbku iHdopMauitHUMK.

4. 3abopoHSIETBCA BUWKOPWCTOBYBaTU peareHT 3 HabopiB pi3HUX
napTin. BukopucTtoBynte Tinbkn PeareHTW, WO NOCTaBMNAITLCA
BMPOOHUKOM.

5. 3axuwatu BCi peareHT Bif ICKpaBOro cBitna nig yac 36epiraHHs Ta
iHkyGaUii. Bci npobku Ha nnsilwkax 3 peareHTamMu MOBUHHI ByTu
LWiNbHO 3aKpUTUMK, WO6 3anobirTn BUNapoByBaHHA i 3a0pyAHEHHS
MiKpoopraHiamamu.

6. Tlpyv nepwomy BIOKPUTTI B fyHKax MOXe 3HaXOAMTUCb Aeska
peyoBuHa. Lle He Oygoe MaTu HiSKOro BMAMBY Ha OCTATOYHI
pesynbTaTy aHanidy. He BuimanTe MIKpOTUTPAUIMHUIA NnaHWweT 3
nakeTy, Ae BiH 36epiraeTbCs, NOKU Lie HE € HEOOXIOHMM.

7. HenpaBunbHe onepauiloBaHHA Npu MiArOTOBUi peareHTiB Ta ix
3aBaHTaXeHHi, a TakoX MOMWIKM B HanalwlTyBaHHi napameTpiB Ans
nnaHWweTiB  MOXyTb MNPU3BECTM [0 HEBIPHUX  pe3yrnbTaTiB.
MikponnaHLweTHU 34nTyBady 3 LWMPUHOK Aopixkn 10 HM abo MeHLwe
i pianazoHoM onTu4yHoI WinbHocTi 0-3 O.D. abo Ginblue Npu SOBXMHI
xuni 450 £ 10 HM € NPUAHATHUM ONA BUKOPUCTaHHS ANs
BMMiploBaHHs abcopbuii. Bbyab nacka, npounTante yBaXHO
IHCTPYKUilO | HanawTynWTe npunag A[o  ekcrnepuMmeHTty. [Ons
OTpUMaHHs JopaTkoBoi iHcopmauii, 6yab nacka, 3BepHiTbCs [0
onepawuinHoro Bioeo (http://www.cloud-
clone.us/homepage/operate.htm).

8. HasiTb 0auWH i TON Xe onepaTop MOXe OTPUMATK Pi3Hi pesynbTaTn y
[BOX OKpeMux ekcrepumeHTax. Ons Toro, o6 oTpymaTtu Kpaily
BiATBOPIOBaHICTb pe3ynbTaTiB, poboTa KOXHOrO KPOKy B aHanisi

NoBMHHA  KOHTponioBaTtucs.  Kpim  Toro,  pekoMeHOyeTbcs
NpoBefeHHs1 NonepesHbLOro eKCNepuMEeHTY neped aHanisoMm Ans
KOXHOI napTii.

9. KoxeH KoMNMeKT nponwoB TecT 3 KOHTPOnMto sKOCTi. TUM He MeHL,
pe3ynbTaTu BiA KiHLEBUX KOPUCTYBa4iB MOXYTb ByTV HECYMICHUMU 3
HaWVMK BHYTPIWHIMA  JaHUMK Yepe3 [esiki HecnodiBaHi yMOBW
TpaHcrnopTyBaHHs  abo  pisHe  ycTaTkyBaHHA  nabopartopii.
Po36ixHiCTb MiX cepisiMu cepef KOMNMEKTIB 3 Pi3HUX NapTin Moxe
BVHWKHYTW B pe3ynbTaTi unux gakTopis, TEX.

10. Habopu Big pi3HVMX BMPOGHUKIB MOXYTb NPU3BOAUTM OO Pi3HUX
pe3ynbTaTiB, TaK Sk MV He NOpIBHIOBaNM Hally NpoAyKLUilo 3 iHWNMK
BUPOBHMKaMMU.

11. IHcTpykuis Takox nigxoautb anst Habopy 48T, ane Bci peareHTu
Habopy 48T 3MeHLUEHI HanoNnoBUHY.

3ACTEPEXEHHA

CTON-po3yrH, 3anponoHOBaHUA ANl BUKOPUCTaHHS 3 UMM HabopoMm, €
PO3YMHOM KMCIOTW. BukopucTtoByBaT 3axucT AnA O4er, pyK, obnuyys
npv po6oTi 3 4aHNM MaTepianom.

BUPILLEHHA NMPOBJIEM

Mpobnema MoxnuBe gxepeno KopurysanbHhi_gii
MoraHa HenpasunbHa nigrotoska 3abeaneuntyn TouHy poboTy
CraHpaptHa | CraHgapTHoi kpuBoi po36aBneHHs B3ipugs
KpuBa HenosHa npomueka Ta AzieksaTHi npomuBKa Ta acnipadlis
acnipaujs
HeTouHe nineTyBaHHs [NepeBipuTy Ta kanibpyBaTty nineTku
HesasepLueHa npomuBka 3abeaneunTn 4OCTaTHIO MPOMUBKY
Cnabka NYHOK
TOYHICTb HepocraTHe nepemillyBaHHs | AJexsaTHi acnipallist i 3MilLyBaHHS
i acnipaliis peareHTiB peareHTiB
[oBTOpHE BUKOPUCTaHHS 3MIHUTM | BUKOPUCTOBYBATY HOBI
nineTok, KOHTENHEPIB Ta HaKOHEYHWKM, KOHTEHepH Ta
repmMeTuKL repmMeTuKy
HeToyHe nineTyBaHHs lepeBipuTy Ta kanibpysaTu nineTkn
Hepocrarhi obcsirv pearenty, | MpoBecTy kanibpyBaHHs nineTok i
Husbki [0faHi B NyHKu [04aTV afiekBaTHY KinbKiCTb
3HaYeHHs peareHTiB
0.D. HeBipHuit yac iHkybaLlji 3abeaneunTy focTaTHiit yac
iHKyBawji
HesipHa Temneparypa PeareHTi npuBecTn A0 KiMHaTHOT
iHKy6aLii Temneparypu
He npauytoe koH'torat abo 3wilaiTe KoH'toraT i cybeTpar,
cyberpart Konip NOBWHEH PO3BMBATUCS
HeraiHo




He no6asneHo CTon po3yuH

[loTpumyiiTech NpoToKony aHanisy

PesynbTar 3untaHo nisHo

3uuTaitte B TEPMIHM,
PEKOMEH/I0BaHi B KEPIBHULITBI

3HayeHHs
B3ipuiB

HenpasunbHe 36epiraHHs

36epiraTit 3pa3ku HaNEeXHUM YUHOM

B3ipus | BUKOPUCTOBYBATM CBIXWI 3pa3ok
HesipHi 3abip Ta nigrotoka Bwbpatv npaBunbHmii MeTon
B3ipLyiB 3abopy 3pa3kiB i iX nigroTosku

HepocTaTHs KinbkicTb
aHanity y B3ipusx

BukopucToByiTe HOBWI 3pa3ok i
MOBTOPITb aHani3
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