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IHCTPVYKIIA )
3 BHKOPHCTAHHS
TecT-HaBopy iMyHOXpOMATOrpadiunoro Aisi BHIHAYEHHS Nepioay oByasuii
(mecm 0aa camoxoHmponio)
«JIT-Tect™

1. IlpuzHayeHHs

Tect-Habip «JIT-TecT» npu3HadeHHMil IS Bi3yalbHOTO (AKiCHOrO) UIBHAKOTO BH3HAYEHHS MO ceyi
nepiony OBYNAUIl, SKa KOHTPONIOETHCA KOHIEHTPAUIEK JIOTEiHi3yiogoro ropmouny (JIN). ik
xormem‘pauu moremmyroqoro ropmony (JIT') nocsraetses 3a 24-48 10 MOMEHTY BHXO AHUCKIITHHH i3
f€YHUKiB - OByl (oBymstopHuii mik JIT). ITotim xouuempaum JII' moctynoso 3HIDKYETECA.
BHKODHCTaHHS TECTY 1103BOMISIE BH3HATHTH HAlGiTBI CIIPHATIMBI JHI JUIS 3249aTTA Ta yOEperTuch Bix
HeOXKaHOI BariTHOCTI. Bupi6 npusxaueHuii 018 CaMoKOHMpOnio.

2. Mlpuuuun MeToay

Bu3HayeHHs Mepiojy OBYALii 3aCHOBAHO Ha METOAI iuynoxpouarorpaq)iqnoro aHanizy. 3pasoK, o
TECTYEThCA, MOTTHHACTHCA JiMAHKOIO 30HH UTS BHECCHHS 3Da3Ka Ta Mirpye Mo Kamiiipam MeMopaHu Ha
aKiii iMmoGinizoBani antutina xo JIT. [pucywiii y cedi JIT pearye 3 3a0apBieHHM KOH'HOraroM
MOHOKTOHATbHHX AHTHTLIL, 38’ A3aHHX 3 MiKpOYACTHHKAMH KOJOITHOTO 30/10Ta, Ta YTBOPIOE 3a0apBiicHuii
KOMILTEKC AHTHIeH-aHTHTiNO. LIeii KOMIUTEKC 3B A3y€ThCA 3 IMMOOLTI30BaHHMH Ha MEMOpPaHi aHTHTINAMH
0 JIT. Pe3ynbTatoM Takoi peakiii € MOsBa 4iTkoi 9epBOHOI KOMbOPOBOI niHii y Tecrosiit 3omi (T).
HasBHiCcTs TaKol JiHii Ha TECTOBIil AiNAHII MeMOpaHH BKa3lye Ha MO3MTHBHHIA PE3YJIbTAT, B TOH 4ac AK
BiCyTHiCTb il @60 GNiicTh - HAa HEraTHBHHIl PE3YABTAT TECTY. 3 METOIC KOHTPOIIO pobotu TecTy Ha
MemOpaHi Gy/Ie 3B 3'SBIATHCA KOTbOpoBa KOHTpONbHa NiHif (C), Axa MiATBEPIKY€ MPABHILHICTH
POBEJICHHS TECTY.

InTeHcuBHiCTh (apOyBaHHA KOHTPOMLHOI AUIAHKH BUKOPHCTOBYETBCA AJA nopmﬂmnx i mpubmi3HO
Bijinosinac koHuenTpanii JIT 30 MMO/Mun. ko iHTeHcHBHICTS (GapGyBanHs TECTOBOI AUISHKH TaKa XK,
K y KOHTPOTbHOI 260 BHIIE, pe3y/IbTaT TECTy BKasye Ha mikoBuii pisetis JII' (30 MMO/Mi Ta Buine).

3. Cxuiaj TecT-Ha0OpY Ta A0AaTKOBi MaTepiajin

3.1. 3azaneruii cknad mecm-nabopy

- TecT-cMyXKa B iHIMBiTyanbHiil repMETHYHIl YNIaKkoBILi 3 BONOTOMOrMMHAYeM — 1 1T

- iHcTpyKuif — 1 m.

3.2. Jlodamrosi mamepianu, sKi e 6x0damb 00 CK1ady HAGOpY, ane MoxCymy Gymu HeobXiOHi OA
NpOBeOeHHS MeCnty8aHHs

- OIHOPa30Bi 'yMOBi pyKaBHUKH;

- TaiiMep a00 rOIMHHHK.

4. 3acTepeKeHHs Ta TexHika 0e3neku

- TECTH NpHM3HAYEHI Jikwe 114 in Vitro JiarHOCTHKH;

- HE JOMyCTHMO BHKODHCTAHHS TECTIB MiC/s 3aKIHYCHHS iX TEPMiHy MPHAATHOCTI;

- HE BUKOPHCTOBYBATH TECTH Y Pa3i IOIMKOKECHHS YIIaKOBKH;

- TECTH NPU3HAYCHI JTMIe Ul OTHOPa30BOr0 BHKOPHCTAHHS,

- BiKpHBATH YNIaKOBKy TeCTy GE3MOCEPEHBO NEPEL BUKOPHCTAHHAM;

- BHKOPHCTOBYBATH TiBKH YMCTHI IOCY] AU BiAGOpY 3pa3kiB;

- NOBOHMTHCA i3 3pa3kami HEOOXITHO AK 3 MOTCHWIHHO IHDIKOBAHHM MaTEPianoM, JOTPHMYIOUHCH Mip
Ge3nexkH BiTHOCHO MikpOOiOIOriYHOr0 PU3HKY;

- TecT cnij 0GepiraTH Big MPAMHX COHAYHUX NPOMEHIB, BOJIOTOCTI Ta MEPErPiBaHHs;

- YTHJi3yBaTH TECT 3i 3BHYAiTHAMH BiIX0JaMH 3Ti1HO YHHHOIO 3aKOHOJABCTBA.

Veaza! Hedompumanus 6uwe3asHayenux 6uMO02 MOJCe npusgecmu 00 HEGIDHUX pe3ynemamis

mecniy8anHs, NCY8AHHIO mecmie ma ix AHANIMUYHUX XaPAKMEPUCTIUK.

5. Cnoci6 3acTOCYyBaHHsA

5.1. YMoeu nposeedena nmecmyeania

Hepex TECTYBaHHAM TpeGa BM3HAYMTH TPHBATICTH MEHCTpyanbHoro muxay (MLY). Tpusanicts MI] —
KiJIBKICTS [HIB BiJ NEPIIOro AHs MONEPEAHBOI MEHCTPYALlii 0 NEPUIOro A HACTYMHOI MeHCTpyauii. 3a

Tabnvuero 1 BU3HAUTE [EHb, 3 AKOrO MOYHETHCA TECTYBaHHA. T€CTyBaHHA MPOBOAATH KOXKHHH ACHD
ApOTATOM 5-TH JHIB.

lIpumimxa: Axuo y 6ac Hepe2yaspHuil Yuki, 6UKOPUCTIOSYIIME 013 PO3PAXYHKY HAMEHULY mMpusaricnis
MI] (21 Oenv).

Tabmana 1

Tpusanicts ML |21 2223 12425|26|27 28129 [30|31(32[33]34]35]36|37]38
JleHb movaTkK:

Tec[yeam-my 66| 7|78 |9 (10]11[12]13|14[15|16|17|18{19[20(21
Mpuxaao: Tpusanicts ML — 28 nuis. 3rigso 3 TabnHueio MOYaTOK TecTyBaHHA — ue 11-if geus 3 AaTu
OCTaHHBOI MeHCTpYyailii. J[ara moyatky MEHCTpyalii — 3-T€ 4Hcno, ToOTO MOYATOK TSCTYBAHHA MOBHHHO
posnogarucs 3 13-ro uucna (11-# AeHb, MoYHHAIOYH i3 3-TO WHCIA) Ta TpHBaTHME no 17-re wHCHO
BKITIOYHO.

5.2. [Tiozomoska 3paskie ceui

He BukopucroByiiTe mepmy paHkoBy cedy. Haiikpammii wac ans npoBeneHHs TectyBanHa — 3 10-i
rOAHHH paHKy 10 8- roauHu Beyopa. 3a ABi FOAMHH A0 3200py cedi Tpe6Ga OOMEKHTH pHiioM Oy Ab-AKO1
piauHH. 3anHILITh AATY, AEHb LUKITY Ta 4aC NPOBEACHHA TECTYBAHHS.

5.3. [liozomoexa mecm-1Hadopy 00 mecmyeanna

Yeaza! Ilepeo eurxopucmarnusm nepegipaonte YiniCHiCMe NAKY6AHHA MA 308HIUHIN 6UTA0 HAGOPY HA
8ionogionicme n.3. 1.

Tect-Ha0ip BUTPHMYIOTH 3a KiMHaTHOI TeMnepatypu (17-27) °C npotsarom 30 XBHAHH.

6. lipouenypa TecTyBaHHsA
6.1. TecryBaHHSA 3 BHKOPHCTAHHAM TECT-CMYKKH
- miArOTYMTE EMHICTH 3i 3pa3KOM cewi 3rifHo .5.2;
- BHIYYITh TECT-CMYXKY i3 TyOH G€3M0CEpENHBO Nepel BHKOPHCTAHHAM;
- TPHMAOYH TECT-CMYXKKY BEPTHKATHHO, KIHLIEM, ITO3HAYCHUM CTPiNKaMH, 3aHypTe
il B Y €EMHICTB 31 3pa3KOM ceui Ha 5 CeKyH]1, AK BKa3aHo Ha Mamouky 1; MAX :
Ysaza! He 3anypioiirne cmpiuky 2nubuie MakCuMansHoi iOMImKu.
- BHIMITB TECT-CMYXKY i NMOKIAJiTh HA YHCTY, CyXY, PiBHY MOBEPXHIO, MO HE
aBcopOye Boory (MOMTieTHIIeH Ta iH.); hiamoms §
- 3a3HayTe yac i coocTepiraiite 3a NoABOKO KOMBOPOBOI MiHiT (JIiHii) mpoTaroM 10 xeums.
Yeaza! Konvoposi ninii modxcyme 3’asumuca 3Ha¥HO pawiute, Hanpukiad, uepes 30 cexyno, ane
HeoOXiOHO 3auexamu ma nepesipumu pesynomam yepe3 10 xsunun.
Yeaza! He 6epimb 0o ysazu pesynomam nicas 30 xguaun.

7. luTepnperauis pe3yibTaTis

Yeaza! Ilosea uepeonoi ninii Ha kowmponeniii Oinanyi (C) 3a6xcou € koHMposem npaguALHOCINI

BUKOHAHHA NPOYeOypu.

Ha ManioHky 2 Bka3aHi BapiaHTH PO3TalllyBaHHs KOJIbOPOBHX JHiHil Ha TECT-CMYKUL.

Tecm nezamuenuii: Ha KOHTPONbHii AUHLI (C) 3°ABAAETHCA OJHA YEPBOHA JiHiA; Ha TecToBiil ainsHui (T)

BIACYTHS JIiHis YEPBOHOTO KOMBOPY, a00 BOHA CBITJILNA 32 JIiHit0 HAa KoHTponbHiil Ainsaui (C) . Le BKasye,

o JIT-niky He BilIﬁyHOCﬂ

Tecm nozumuenuii: 3’ SBISIOTHCA JBi !{epaom niHii (oHa NiHig - HA KOHI‘pOJIbH]H ainauui (C), a apyra niHis -

Ha Tecroiii jminanm (T) Takoro x

Komeopy 200 CHABHINE 32 JiHiO Ha

KOHTpONbHil mingnui). ILle Bkasye ma

BipOri/iHy OBYNAWiO B HaiiOmnidi 24-48

rOJMH

Tecm _ HedilicHuii: HE 3 ABASETHCA

KOHTponbHa ninis. Lle cBimuums npo

HEJOCTAaTHIO KIABKICTH 3pa3Ky s

TeCTyBaHHA a00 HE JOTPHMAaHHA

npouefypn TtectyBauui. HeoOXizHo

Moswrusxuit Herammsnnid  Hepiicuni TIOBTOPHTH TECTYBaHHA 3
Mamonok 2 BHKOPHCTAaHHIM HOBOTO TECTY.
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8. JiarsHoCTHYHI XapAKTePHCTHRH TecT-Habepy

Yyrausicts - MeHme abo gopishioc 30 MMO/MA 32 CTEHZAPTOM MiANPHEMCTBA 3TLEHO TEXHIHOL
AOKYMEHTaii.

Coemadiunicts - He Merime 99 % 33 CTAHAAPTOM ARPHEMCTE] 3rigHO TeXHITHOI A0KyMeHTaE.

9, OOMmemenHA TECTYBanAs

TecT MOXke AaBaTH XUOHI pe3y AbTaTH:
- ¥ pasi NPUITHATTA NPOTHIAAALIHHUX a00 NOPMOHATLHIIX npenaparis, 1o MicTaTs XI™ aGo JII
- B TepiOd MEHOTIAY3H, TOAYBAHHA IPYATIO TAy BariTHHX AIHOK.

10. 3Gepiranns, TPAHCHOPTYBAHHS T2 CTAGIALHICTE

3Gepirati Ta TPAHCHOPTYBATH TECT-HAOIp Tpela 3a TeMACpaTypH gia 2 °C 5o 30 °C Ta mpH pismi
BiAHOCHOT BOOTOCTI He Ginsiie 60 %. 3aMOpPOKyBAHHA, HEPSTPIBAHHA Ta TONAJAHHA HPAMUX COHRIHIX
TBPOMEHIB HE AONYCKAETHCA.

Tect-Halip 30epirac cTaGiabHICTh A0 SAKIHUCHHS TPMIHY NPRIATHOCTI, AKHI BKA3aHMil Ha yNaKoBLU.

11. luTepupeTauis yMOBUHX ROSHAUCHD
Ha xopoOuti, Ha CTHKETII BHPOTY Ta B IHCTPYKIL{ 3 BHKOPHCTANHA € rpaditHi HOHAYKH, 3HAUCHHA FKHX
HapeAeHo y Tabmuui 2.

TaGnuus 2
Tpagiunuii 3natveHHs Tpadiunnii | Zuauenns
CHMBOJ CHMBOJ
nAPTIA | Koa maprii =} J{ns AiaTHOCTHKH 10 Vitro
" z Osaii i i
REF Karanowxsuii HOMEP 11 mmuo:.::;n“m 3 WHCTPYKLNAMHU A4
VTuni3yBaTH 31 SBHYATHHMH
tﬂ e s é* BiAXOAAMH
8 TepMiH npHAaTHOCTI ? Bepertu sia Bosors
j‘“ TemnepaTyphe OOMEKEHHS Bif % BeperTd Bijl HPAMAX COHAYHHX
e 2°Cpo30°C 2 OpPOMCEHIB
3acropora! OsmaiioMuTHCS i3 ‘ 3nax BHPOGHIKRA, CYRPOBOAKYCTHEA
CYNpOBLAHIMH AOKYMCHTAMH - *
: 3naK BiANOBIAHOCT] TEXIIUHIN
[ToBTOPHO BHKOPHCTOBYBATH \v pernaMeHTaM Ta
3aloponeHo izenTagixanifiuii nowep opraity s

12. Xaui npo BHpOOHAKA

TOB «MenGioanbancy, Yipaina

03124, m. Kuis, Gyneap Baunasa 'asena, 3
E-mail: mba. medbio@gmail.com

Pexaamayii yooo KKOCH MeCHI-CUCINEM HANPABAINU.

33 FIOWITOBOKO azpecoio - 03124, Yxpaina, M. Kuis, 6y21. Bawnasa Tasena, 8;
3a Tenedonom - (044) 383-37-19, (044) 408-00-80

E-mail: mba. medbio@gmail.com

Jara ocranseoroe neperanay 01.11.2622p.
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