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IHCTPYKIIA
3 BHKOPHCTaHHS
TecT-Habopy iMyHOXpomaTorpadiuHoro [Uisl BHSIBJIEHHS aHTHTLI 10 Bipycy remataty C
«AT-BI'C-tecT-MBA»

1. IIpu3HayeHHsA

Tect-Habip «AT-BI'C-recT-MBA» npusHaueHuii ULl Bi3yabHOro (SkicHOro) msmHaKoro suasnenns antutia (IgG ta
IgM) 10 Bipycy rematuty C y cupoBatii, Ia3Mi 9H HiMBHIH KPOBi JIOAMHH METOAOM iMyHOXpomaTorpadivHOro
anautizy. Tinexu 011 npogeciitno2o 8UKOPUCTNAHHS.

2. ITpuHIMI METOAY

BHSIBIICHHS aHTHTIA 10 Bipycy renatuty C 10 3aCHOBaHO Ha MeTOi iMyHOXpomaTorpadignoro aHaiisy. 3pa3ok, mo
TECTYEThCS, TOTIHHACTBCS MUISHKOIO 30HHM UL BHECEHHs 3pasKy, Mirpye IO Kamizspam MemOpaHH, Ha sKiii
iMMoGinizopanmii pekombinanthuii BI'C-antures. Ilpn HasBHOCTI y 3pasky anTuTin 70 BI'C ocTaHHi BCTymawTh y
PeaKIio 3 MpoTeiHOM A, sKHil 38°43aHHIl 3 MIKpOYACTHHKAMM KOJIOIIHOTO 3070Ta, Ta YTBOPIOIOTE KOMIUIEKC 3
iMMOOGiTi30BaHMM Ha MeMOpani pekomGinanTHuM BI'C-anTureHoM. PesysipTaToM Takoi peakiii € mosBa KOIbOPOBOT
ninii y Tectosii 30mi (T). HasBHicTs Taxoi JTiHii Ha TeCTOBIH JinaHII MeMOpaHu BKasye Ha NO3UTHBHHI pe3y/ibTaT, B
TOM Yac K BIACYTHICTH ii - HA HETATUBHUI Pe3y/IbTaT TECTY.

3 METON KOHTPOIO poOOTH TecTy Ha MeMOpaHi Gyie 3aBKaH 3'SBIATHCS KOTbOPOBA KOHTposbHa Jinisa (C), sika
NiATBEP/KY€E MPABUIBHICTH MPOBEJIEHHS TECTY.

3. Ckuiajn TecT-Ha0opy Ta 10JaTKOBi MaTepiaan
3.1 3acarvnuii ckiad nabopy
- TecT-KaceTa B iH/MBilyaIbHiii TepMETHYHIH yakoBLi 3 BOIOTOMOTIHHAYEM — | IHIT.;
- Gydepruii posuns (HCV Buffer) — 1 ¢u.;
- OmHOpa30Ba MmineTKa il 3pa3ka — | WT.;
- naHuer-ckapugikarop — 1 mr.;
- CIHPTOBA CepBeTKa — | mT.;
- iHcTpyKuis — 1 mmT.
3.2. Jooamxosi mamepiaau, Ki ne 6x00smy 00 cKiady HaGopy, ane Modcymo Oymu HeoOXiOni 0ns npogedenns
mecmyeans
- npoGipkH /Ui Bidopy 3paskiB;
- weHTpu(yra s OTPHMAHHS CHPOBATKH YH ILIA3MH;
- OZIHOPa30Bi T'YMOBi PyKaBHUKH;
- Taiimep ab0 rOTHHHHK.

4. 3acTepe:keHHs Ta TeXHiKa 0e3neKH

- TECTH NMpU3HAYEH] JIHILIE JUIA in Vitro 1iarHOCTHKH;

- He DOMyCTMMO BHKODHCTAHHsI TECTIB MCI 3aKiHUEHHS TX TePMiHy PHIATHOCT;

- He BUKOPHCTOBYBATH TECTH Y Pa3i NOIIKOIKEHHS YIAKOBKH;

- TECTH NpH3HAYEHI JIHLle JUTs OJJHOPA30BOI0 BHKOPHCTAHHS;

- BIZKPHBaTH yMaKOBKY TeCTy O€3M0CepeIHb0 NePel BAKOPUCTAHHAM;

- BUKOPHCTOBYBATH TIIbKA YHCTHI TTOCY IS BiAOOPY 3pasKis;

- MIOBOIMTHCA i3 3paskaMH HEOOXiTHO AK 3 NOTCHUIHHO iH(IKOBAaHMM MaTepialoM, JOTPHMYIOUHMCH Mip

Ge3rekH BiITHOCHO MIKp0GiOIOTIYHOTO PH3HKY:;

- TecT criiz 00epiraTH BiZ NPSMHX COHSYHHX IPOMEHIB, BOMOTOCTI Ta MeperpiBaHHs;

- pu po0oTi 3i 3paskaMu HeOOXiTHO HOCHTH 3aXHCHHI OJIAT: XalaT Ta OKYJIAPH;

- [OCTaHOBKY aHajli3y MPOBOANTH JIHIIE y TYMOBHX PyKaBHYKaX;

- He BYKHBATH Ky, HAIlOi y MiCLli 3HaXOJDKEHH: 3Pa3KiB Ta TECTIB;

- TijiBUIIEHA BOJOTICTH Ta TeMIIEpaTypa MOKYTh BILTHBATH HA PE3YIbTAaTH TECTY;

- yTHIJII3yBaTH TECT 3i 3BHYAHMMH BiZXOJaMH 3Ti1HO UMHHOIO 3aKOHOIABCTBA.
Veaza! Hedompunanns euige3asnavenux 6uMo2 Moyce Rpuseecmi 00 HeSipHUX pesyibmamis 00Cri0xHCceHb,
3INCY6anHIo Mecmie ma ix aHanimuyHux Xapakmepucmux.

5. Crocid 3acTocyBaHHs

5.1. IlinroToBKa 3pa3skis

Veaza! [Ina ompumanns 6i1bus mounux pesyismamie pekoMenoyembes npoeooun, mecmyeanHs 6iopasy nicis 3a60py
mamepiany.

1linbHa KpOB, CHPOBAaTKa abo IU1a3Ma, 0 BHKOPHCTOBYIOTECS IPH TECTyBAHHI, IOBHHHI OYTH BiibpaHi BiANOBiAHO 10
nifounx J1ab0paTOPHUX IHCTPYKITIH.
5.1.1. ITiozomoeKa 3pasKie cupoeamox ma naazmu Kpoei
Jlns OTpHMaHHSI CHPOBATKH IIONEPEIHbO BinibpaHy BeHO3Hy KPOB 03 KOAryjsHTiB BUTpHMYOTh 30 XBWIHH 10
HOBHOTO YTBOPEHHSA 3ryCTKy Ta LeHTpubyryroth 15 xBuimH 3a kiMHaTHOI Temmepatypu Bin 15 °C mo 30 °C.
OtpuMaHy CHPOBATKY IIEPEHOCATE Y OKPeMY IPOOIpKy UM (hIaKoH.
JIns OTpMMaHHS TLIa3MH KPOB 30MPAIOTh y €MHICTh 3 KOAry/IfHTOM, IIOTiM, MiCHsA OCifaHHA (OPMEHHX €JIEMEHTIB
(ueHTpU(YTYBAHHSM), BIUILUBIFOTH I71a3My B OKPEMY EMHICTB.
3paski CHPOBATKM a0 IUIa3MH KPOBI, WO JOCIILKYIOThCS, MOKHa 30epirath 3a Temnepatypu (2-8) °C He Ginmpme 3
1i6 micasa 3a6opy. 30epiranns 3pa3kis Ol TpuBamuii nepiox (He Oinblue 6 MiCALIB) JIOMYCKAETHEA 32 TEMIIEPATYPH
Minyc 20 °C. 3aMOposkeHi 3pasky epel BAKOPHUCTAHHSIM PO3MOPOKYIOTh Ta BUTPUMYIOTE 32 KiMHATHiH Temriepatypi
npotsiroM 30 xBustuH. [Tic/is pO3MOPOKYBAHHS 3DasKH CII IEPEeMIlIaTH s AOCATHEHHs OHOPIMHOCTI. Y HHKaifte
MOBTOPHOTO 3aMOPOKYBaHHI-BIATAIOBAHHS JOCITIUKYBAaHHX 3paskiB. ¥ pasi MOMyTHIHHS CHPOBATKA YM IU1a3Ma
3BIILHAETLCA Bid HEPO3YMHHMX BKIIOYEHb HEHTpU(yryBaHHAM mpoTsroM 15 xsuauH mpu 3000 o6/xs. He
BHKOPHCTOBYBATH 3Pa3Kd CHPOBATOK UM IUIAa3MH 13 BUP@KEHOIO JilliJeMieio, IremMosi3oM, a Takok OaxTepiiinum
TIPOPOCTOM.
5.1.2. [Tiozomosexa 3paskie yinoHoi Kpoei
Jlnis BinGopy KamisiapHOT KpoBi He0OXi1HO:
- [pOTEPTH Malelp Mali€HTa CIHPTOBOIO CEPBETKOIO Ta JaTH BHCOXHYTH:
- posiM’sTh cepenHiif aGo Ge3iMeHHMIl magelb PyXaMu BiZ 3am’[CTS JIO KiHUMKIB Maiblld, HE TOPKAIOUHCH
MICLIs UL IPOKOTY;
- NPOKOJIOTH MIKIpy Majblisi OAHOPA30BHM CTEPHIIHHM JAHIETOM-CKapH(IiKaTOPOM, BUTEPTH MEPLIY KPAILIO
CIIMPTOBOIO CEPBETKOIO;
- M'MKO Maca)XylOuH Iajellb, JOCATTH YTBOPEHHS I0CTaTHBOI Kparii KpoBi;
- METOIOM CTiKarouoi Kparuii 3i6paty 2-3 Kparul KanisspHOI KPOBi y YHCTHIE mocy (MikponpoGipKy, ckio,
JYHKY Ta iH.), HE TOPKaIOYHCh I0CY/1y Ta BiiOpaTH 0AHOPA30BOIO TUIACTHKOBOIO MIiMETKOI0 3pa30K 3i6panol
KpOBI 3 TI0CY/1y, YHHKAIO4H YTBOPeHHs OynbOariok;
- abo momatu 1 crikarody Kpamio 6e3nocepeHbO Y IyHKY /Ul 3pa3ka TeCT-KaceTH 3TilHo Mm.6;
- NPOBECTH JOCIIKEHHs! HeraiiHo miciis 3a60py KpoBi.
Jlnis BiGOpy BeHO3HOI KPOBi He0OXiIHO:
- NpOTepPTH Miciie BitGOpy KPOBi CIIHPTOBOIO CEPBETKOIO;
- BiZiOpaTH BEHO3HY KPOB Bi/INOBI/IHO 0 METOAMYHUX PeKOMEHIaLlii;
- BiiOpaTH OJHOPA30BOI0 IUIACTHKOBOK IIINETKOIO 3pa3oK 3i0paHoi KpOBi, YHUKAIOYH YTBOPEHHS
Oynb0amiox;
- TPOBECTH JOCIIUKEHHs HeraifHo miciis 3a60py KpoBi.
Yeaza! 3avopooicyeanns 3pasxie yitbnoi kposi ne donycrkacmucs!
5.2. IliaroroBka TecT-HAGOPY 10 TeCTYBAHHS
Veaza! ITeped suxopucmannsy nepesipaiomo yilicHicms NAKyeanHs ma 306HiwHIl guensno nabopy Ha 610n0sionicmy

n.3.1. f
&=\

TecT-HaGip BHTpHUMYIOTH 32 KiMHarTHOi Temmneparypu  (15-30) °C
R

npoTsirom 30 XBHIIHH.
6. [Ipoueaypa TecTyBaHHs

- BHJIYYiTh TECT-KACETY i3 TePMETHYHOI yNaKOBKH 1 MOKIAIiTh
ii Ha YHUCTY, CYXY, PIBHY ITOBEPXHIO;

- micas  BIAKPUTTA BHKODHCTaliTe TecT-KaceTy MpOTATOM i ” C T - &)
FOMHH, HEe [OMYCKAIOUM IOMNAJaHHA MPAMHX COHSYHHX \ ==>©
[POMEHIB; 1 | Q |

- BHKOPHCTOBYIOYH TIMETKY, IO BXOAMTb 10 CKIaxy Habopy,
HaOepiTh monepeaHso Bimidpanuii 3pasox cupoBaTku ado
Ia3MH KpOBi JIIOAHHY Ta Jgofaite 1 kparumo (mpubmmsHo 25
MKJT) y JyHKY [ 3paska TecT-KaceTH Ta HeraiiHo gomaiire 2 kparmi (mpubausno 80 mxm) Gydeproro
PO3YMHY Y JIYHKY Ui 3pa3ka TeCT-KaceTH, SIK BKa3aHO Ha MaloHKy 1;

Yeaza! J{ns spyunocmi enecenns 6yghepHo2o po3uuny cKOpUCIAimecs micio de ninemKoio, wo i 01s 6HecenHs

3pasKa; 30K 3pA3KA HA CIMIHKAX RINEMKU He 6NIUGAIONb HA Pe3YIbmamiu npo6e0eH s AHali3).

- 260 BUKOPHCTOBYIOUH MiNeETKY, IO BXOJAMTH J0 CKIagy HaGopy, HaOepiTh momepebo BiliOpaHuii 3pazox
LiIBHOT KPOBI JIFOAMHM Ta gofaiite 2 kpamii (mpubausao 50 M) y JYHKY JUisl 3paska TECT-KAceTH Ta
HeraiiHo noaaiTe 2 kpamwi OyhepHoro posunny (mpudau3Ho 80 MKI) y JyHKY /Ul 3pa3ka TeCT-KaCeTH, SIK
BKa3zaHO Ha MamoHKy 1;

MamoHok 1



Yeaza! [Ina spyunocmi enecenna 6ygheprozo posuuny ckopucmaiiniecs mieio Jic ninemro, wo i Ons GHeCeHHs

3pasKa; 3aAUWKY 3paska Ha CMIHKAX NInemKu He 6NU6alomy Ha Pe3VIbmamuy npo8eoeH s aHanizy.

Yeaza! Buxopucmosyiime mineku ninemxy, o 6xooums 0o ckaady Habopy!

- y Pasi TecTyBaHHs 3pAasKiB KamiIspHOi KpOBi, OTpHMAHOI 3 Majblsl MALI€HTA, MOKIHBO IPOBECTH aHATI3
HAaCTYIIHHM YMHOM: MiCTs OOpOOKM INaibls Ialli€HTa CIHPTOBOK CEPBETKOK Ta MPOKOTY MabIl
ckapr(ikaTopoM, IO BXOATE 10 CKIaxy Habopy, epIiy Kparulio KPoBi BUAAIMTH CIIMPTOBOIO CEPBETKOIO,
a TOTiM PO3BEPHITH Malelb i TPHMAIOYM MAlelb Haj TECT-KACETOI0, ale HE TOPKAIOYHChH MATBLEM TECT-
KaceTH, Hamarairecs, o0 HACTYTIHI 2 Kparii KpoBi IOTPAITHIIH y LEHTP JTyHKH IS 3paska TeCT-KaceTH; Ta
TIOTiM HeraifHo mofaiTe 2 Kparuti 6y(epHOro po3unHy y JIyHKY U 3paska TeCT-KaceTH;

Yeaza! [ina spyunocmi enecenns 6ygheprozo posuuny ckopucmaiimecs mieio yc ninemxoio, o i 013 6HeceHHs

3paska.

Yeaza! Vnuxaiime nonadanns nosimpsanux 6ywbauox y ayuKy ons spaska. He mpeba 6pamu y pyku mecm-kacemy

00 3a6epuleHHA MeCcnyBaHH.

- 3a3HaYTe Yac i CrocTepiraiiTe 3a MOABOI0 KOIBOPOBOT TiHii (1iHiif) mpotsarom 10 XBuIHH.

Yeaza! He 6epimb 0o ysazu pesynvmam nicas 20 xeuaun.

7. InTeprnperanisi pe3yJabTatiB
Yeaza! Ilossa ninii na konmponeniil diaanyi (C) 3a621c0u € KOHMPONEM NPABUTBHOCTNT 6UKOHAHHS. NPOYEdYP.

r N ™\ e N\ e — /7 N\ Tecm Hecamuenuil: HA KOHTPOJIbHIi

gomHO  (C)  3°MBIsETBCA  OOHA
c C C C Cc
T T T T T

YepBOHA JIHIsA; Ha TECTOBIH JAiHLI

(T) BigcyTHa mdiHis 4epBoHOrO aGo
HepivcHi

POYKEBOrO KOJBOPY.  AHTHTLT 10
Bipycy renatuty C He BUSBIIEHO.
Tecm nosumueHutl: 3’SIBISIOTHCA 1B1
uepBOHI JHIl (oxHA miHiT - Ha
KoHTponbHilt aimHu (C), a apyra
JiHiA -Ha TecToBi mimsmui (T)).
BusBneni auTHMTIIAa g0 Bipycy
renatuty C.

HeratusHumi
Mamonok 2

Mo3uTnBHI ainii na mecmogii Oinanyi (T) moaice

3MIHIOBAMUCA 6  3ANeJHCHOCMI  6i0
Konyenmpayii anmumin 0o BI'C ¢ spasky. Tomy noasa niuii inuiozo 6i0minKy uepeonozo xowopy 6 Oiranyi T nosunna
PO321A0aMUCA AK NOUMUGHUL Pe3YIbIMam.

Tecm Hedilichuil: He 3’TBISETLCS KOHTPOMbHA JTiHis. Lle CBIIYHTE PO HENOCTATHIO KUTBKICTB 3pa3Ky /Ul TeCTyBaHH: a0 He
JIOTPHMAHH: IPOLIEAYPH TecTyBaHHs1. HeoOXiIHO MOBTOPHTH TeCTYBaHHsI 3 BUKOPHCTAHHSM HOBOTO TECTY.

8. JliarHocTHYHi XapaKTepHCTHKH TecT-HAGopy

UyTmuBicTs - He Menme 99,99 % 3a CTaHIapTOM MiANPHEMCTBA 3TiAHO TeXHIYHOI JOKYMEHTAI].

Crennciunicts - He mente 99,99 % 3a cTaHAaPTOM MiANPHEMCTBA 3MiAHO TEXHIYHO! TOKYMEHTAILI.

ITepexpecHa peaKkTHBHICTH - HE CIOCTEpiraeThest y mpucyrHocti HBsAg, amrtutin mo BIUI-1 ta mo BUI-2, no
Treponema pallidum, o Chlamydia trachomatis.

IlepexpecHa 4yTHBIiCTb - HE CTIOCTEPIra€ThCA y MPUCYTHOCTI HACTYIIHUX PEYOBHH 3 BKA3aHOIO KOHIEHTPAIIEIO, 1O
TOTEHIIi HHO MOXKYTb 3aBaIUTH aHaIi3y:

AneramiHopeH 20 mr/an Kodein 20 mr/an
AneTuicaninuioBa K1ciI0Ta 20 mr/mn Tentusinosa kKuciaora 20 mr/an
AckopOiHOBa KHCIIOTA 2r/mn AnsOyMmiH 2 r/mn
Kpeatnnin 200 mr/mm T'emorno6in 1000 mr/mn
Binipy6in 1 r/an IlaBneBa kuciIoTa 600 Mr/an

BryTpuiuHbocepiiiHa To4HICTD - Gitbite 99,99 % npu BusHaueHH Ha 3-X 3paskax mpu 20-TH OBTOPAX.
Misxcepitina ToqnicTs - Simbme 99,99 % npu BusHadeHHi Ha 3-X 3pa3Kax Hpu 20-TH NOBTOPAX TIPH BHKOPHCTAHHI 3-X
napTii TeCTiB.

9. O6MeskeHHs TeCTYBaHHS

9.1. Tect-Habip «AT-BI'C-tecT-MBA» BUKOPHCTOBYETBCSI LT ONEPEIHBO] in Vitro JiarHOCTHKH.

9.2. TecT-HaGip € sIKiCHAM TecToM 1 He Nepenbadae BU3HAUEHH! KUIBKICHOTO BMicTy aHTHTLN 10 BI'C y 3pasky.

9.3. Pe3yIibTar TeCTyBaHHs NIOBHHEH PO3IVIAAATHCS Y CYKYIIHOCTI 3 YCI€H0 KITIHIYHOKO iH(bopMaITiero.

9.4. Pe3ynbTar TECTYBaHH:1 HAIOJIENTHBO PEKOMEHIYEMO MiATBepANTH iHImME MeTozamu (IDA, Western Blot ta in.).
Yeaza! Ocmamoune piwenns y nocmanosyi 0iazHo3y npuiivaemocs tikapem.

10. 30epiranus, TpaHCNOPTYBaHHS Ta CTAGLILHICTE

306epirarn Ta TpaHCIIOPTyBaTH TecT-Habip TpeGa 3a Temmepatypy Bix 2 °C 10 30 °C Ta mpH piBHi BiHOCHOT BoIOrOCTI
He Ginbie 60 %. 3aMOpoKyBaHHS, TIEPErPiBaHHs Ta ONAJaHHS IPSMHX COHSYHHX TPOMEHIB He JIOITYCKA€THCSL.
Tect-HaGip 36epirae cTabiTBHICTL 10 3aKiHYCHHS TePMiHY IPHIATHOCTI, SIKHEl BKA3aHHI HA YIAKOBLI.

TepMiH npuaaTHoCTI — He MeHIme 12 Micsamis.

11. InTepnipeTanisi YMOBHHX I03HAY€EHD
Ha xopo6ui, Ha eTukerni Bupo6y Ta B iHCTpYKLUii 3 BUKOPHCTAaHHS € TpadiuHi NO3HAYKH, 3HAYEHHS IKHX HABEIEHO y
Tabmumi 1.

Tabmuus 1
I'pagiunnii 3HavyeHHsI I'padiunmii 3HayeHHs
CHMBOJI CHMBOJI

Yeaza! Inmencusiicme  uepeonoi

Koz maprii J11s1 niarHOCTHKH in vitro

O3HallOMIeHHS 3 IHCTPYKUISAMU /15

Karanosxuuit Homep T —

Jlata BUpOOHHIITBA VYTuni3yBaTH 3i 3BHYAHEMH BiTX01aMH

= i3 3]

Mo
TepMiH npuaarHoCTi Beperrtu Bix Bomorn

wc Temneparypre oomeskenns Big 2 °C 1o
2¢¢C 30°C

3actopora! O3HaitomuTHCS i3
CYIPOBIAHHMH ZOKyMEHTaMU

bepertu BiJ IpAMHX COHAYHHX IPOMEHIB

3HaK BUPOOHHKA, CYIPOBOIKYETHCS HA3BOIO
Ta aJIpecor0 BUPOOHHKA

3HaK BiANOBiHOCTI TeXHIYHIM perimaMeHTam
Ta inenTubikauiiHuii Homep oprany 3
OLIIHKH BiAmOBiIHOCTI

[ToBTOpPHO BHKOPHCTOBYBATH
3a60poHEHO

OR2

MicTtuts 1octathso a1 1
BUIPOOOBYBAHHS

12. Jani npo BHpoGHHKA

TOB «MEJBIOAJIBSIHC», Vkpaina
03124, m. KuiB, OyapBap Bawiasa ['asena, 8
E-mail: mba.medbio@gmail.com

Pernamayii ujodo axocmi mecm-cucmem Hanpasasmu.

3a MOLITOBOIO aapecoro - 03124, Ykpaina, M. Kuis, Gynsap Bawasa I'asena, 8;
3a TeedoHOM - (044) 383-37-19, (044) 408-00-80

E-mail: mba.medbio@gmail.com
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