TY BY 192743351.026-2023
Kat Ne 26B501, 26B512

METOANYECKWUE YKA3AHNI 110 ITIPMMEHEHINIO
Tect-cucremnr «AptTect AaenoBupos cob6ak Tum 1»

Komnaexmanusn 1

HA3HAYEHME TECT-CUCTEMBLI
Tect-cucrema «AptTect AaeHoBrpo3 codak TuIl 1» mpeAHa3HadeHa A5 BHLIBAEHI I TeHETUIECKOTO MaTepuala
supyca Canine adenovirus type 1 B OMOAOIMYECKOM MaTepuale METOAOM IIOAMMEPa3HON LeITHOM peaKIuU C

AeTeKIIMell pe3ybTaToB B peXXiMe «pealbHOro spemenn» (ITLP-PB).

XAPAKTEPUCTUKA TECT-CUCTEMBbI

Tect-cucrema «AptTect AaeHOBUpO3 cobak Tum 1» sABAseTCA BBICOKOUYBCTBUTEABHBIM HabOOpOM Aas
BisIBAeHIEsT AHK: AMMuUT geTekrium coctasasieT 5 reHOM-9KBIBA/A€HTOB BO30yauTteas B peakuyu TTLIP.

TecT-cucrema cogep>XuT B cBoeM coctase PpepmeHT ypauna-AHK-rankosnaasy (YADL) u 2YT®, aro moszsoaseT
nsbexxath KoHTaMuHauuu IIIP-cmecu mpoayxramm npeabigymux ITHP u noayuyeHns A0KHOIIOAOXUTEALHBIX
pe3yabTaToB.

B tect-cucreme «AptTect AaeHoBMpPO3 cobak Tull 1» MCIOAB3yeTCsl OBICTPBIN IIPOTOKOA aMIIAMQUKALINY,
KOTOPBINi T03B0AseT 3a 60 — 80 MMH IOAYYUTh 40CTOBEpPHbIE Pe3yAbTaThl MCCAeA0BaHMs], YTO CYILLIECTBEHHO ITOBBIIIaeT
IIOTOYHOCTH 1aD0PaTOPHBIX aHAAM30B. 3a CUeT MCIOAB30BAHNS UAEHTUIHBIX U IIPOCTBIX IIPOTOKOAOB TECT-CUCTEM
cepun «AprTecT» 3HAUNTEABHO CHIUKEH PUCK OIIMOKM OllepaTopa Ha BCeX HTarax paboTEL

Kommaekranmm TecT-cucTeMsl yKa3aHsl B TaOantre 1.

Ta6amza 1. Coctas TecT-cucteMmbl «ApTTect AgeHoBUpO3 cobak T 1»

O0ObeM, He MeHee

Komrmonenr — —

50 uccaeaoBaHM 100 mccaeaoBaHmin
1. TILIP-pearent 0,5 ma 1,0 ma
2. ITpaitmepsr ABC-1 0,5 ma 1,0 ma
3.TIKO 0,5 Mma 0,5 ma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 ma 1,0 ma

Aaa srana skcrpakuun AHK ns obpasiia pekomeHayeTcs mcroab3oBaHme peareHTos: «AptJHK Bet»,
«AptMaruut Bet», «ApTHK DkcrpakT».
PesyabraT ammnandukanuy 5K30T€HHOTO BHYTPEHHErO KOHTPOAs perucrpupyercs Ha kKaHale FAM/Green,

pesyabraT amnanuxanmm JHK BosOyanrteas permcrpupyerca Ha kanHaae HEX/VIC/Yellow.

OBOPYAOBAHUE 1 MATEPUA /1bI
— aMnAnQpUKATOP € AeTeKIIUel Pe3yAbTaToOB B peXXIMe «pealbHOTO BPEMEHI»;
— I'LIP-60kc;
— eHTpuUQPyra/BOPTEKC;
— HabOp 403aTOPOB IIepEMEHHOIO 00beMa;
— 04HOpPa30Bble HAKOHEUHUKI ¢ PUABTPOM AAsI 403aTOPOB IIEPEMEHHOTO 0O beMa;
— 04HOpa30BbIe IIOANUIIPOIINAEHOBBIE 3aKphIBaIOIMecs IpoOupku oobeMoM 1,5 — 2,0 m4;
— OITMYECKU ITpo3pauHsble Tpodupku g4s [THP-PB, agantuposaHHbIe 445 UCIIOAB3YEMOTO aMIIAUpUKATOPa;
— IITaTUBBI AAs IPOOMPOK VI HAKOHEYHVIKOB;
— x040auabHUK OT +2 °C a0 +8 °C ¢ Mopo3snabHOIT Kamepoii ot -24 °C a0 -16 °C;
— OTZ€ABHBII XaAaT ¥ OAHOPa3OBbIe ITepYaTKI;
— €MKOCTbh A5 cOpoca HAKOHEUHIKOB;

— KOMIIAEKT CPeACTB 4451 00paboTKy paboyero Mecra.

ITPOBEAEHVE AHAAN3A
Brigeaenne AHK ns 6moaormaeckoro Matepmada nmponssogurcs copmectHo ¢ BKO (10 Mxa Ha BrIAeaeHMe) B

COOTBETCTBMM C MHCTPYKIIMel (pUPMBI-M3TOTOBUTeAs peareHToB A4s ounctkn JHK.
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IMoaroroska ITIIP-cmecn

0. PaaMoposuTh Bce peareHTH (IIpU HEOOXOAMMOCTH), IlepeMeaTs (IepeBepHyB IPOOMPKM HECKOABKO pa3)
1 cOPOCUTH KaIlAy C IIOMOIILIO KPaTKOBPEMEHHOI'O LIeHT P yTMpOBaHIL.

I. B ka>x4y10 IOCTaHOBKY aMIIAM(pUKALIVY IIOMVMO JICCAeAYeMBIX 00pa3IioB 40/ KHBI BXOAUTH 3 KOHTPOABHBIX
obOpasia: orpunateasssiii KoHTpoas TP (K-), moaosxxureasnsiit KorTpoas ILIP (K+), orpuiiateapHbIN KOHTPOAD
skcrpakiun (OKD).

B mpobupke oovemoM 1,5 — 2 ma npurorosuts «Mactep Muxce»:

10*(N+1) mxa IIITP-pearenTa + 10*(N+1) MKa IIpaiiMmepoB

I'ze N — oOrrjee K0AM4YecTBO peaknuil aMIAMPUKAIUM C y4eTOM KOHTPOABHBIX 00pasiios. JoIycKaercs
OKpYyIAeHye 3Ha4eHNI B O0ABIIYIO CTOPOHY.

II. Ilepememats «Macrep Muxc» TyTeM 5-TM KpaTHOTO IlepeBOpauMBaHUs IPOOMPKMU, OCAJUTh
KpaTKOBPeMEeHHBIM LIeHTpUQyruposanreM 1 BHecTu 110 20 MKA B IpoOMpKu Aas1 niposegenyest TTLIP.

IIL. Vicnoap3ysl HakOHeYHUMK C UABTPOM B IIOATOTOBAEHHBIe IIpoOMpKM 4o0asuth mo 10 mxa AHK
uccaelyeMbIX OOpasIoB.

IV. IlocTaBuTh KOHTPOABHBIE peaKINy aMIIAV(PUKALIIL:

1) K- - Brectnu B mpobupky 10 mxa OKO;

2) K+ - Buectnu B mpobupky 10 mxa IIKG;

3) OKD - sHectn B mpobupky 10 mxa OKD.

I'epMeTnyHO 3aKpbITh MPOOMPKM KpBIIIKaMH. B caydae Haamumsa Iy3BIPbKOB B pacTBOpe MAM KalleAb Ha
CTEHKaX IIPOOUPOK - YAAAUTb KPaTKOBPEMEHHBIM IIeHTPU(PYTUPOBAHIEM.
IlocTaHOBKa peakIy aMOAMpUKaIIN

I. Tlomectuts noarorosaeHHsle Aas nposeerus [P npobupku B ammandukarop.
II. B cooTseTcTBNMM C MHCTPYKIIMEN K IpMUOOPY 3alIporpaMMIpPOBaTh aMIAMPIUKaTOp COrAacHo Tabante 2.

Tabamiia 2. I[lapameTpnl amILanpukanmm

lar Temmeparypa, °C Bpems Koa-so
IIMKAOB
Hauvaabnas aenarypans 95 2 MUH 1
AeHaTyparns 95 5 cex
OTxur 63 10 cex 5
DAOHTALIVISL 67 10 cex
JeHaTyparps 95 5 cex
Orxur/Aerekips rmo kaHaaam FAM/Green, 63 10 cex 40
HEX/VIC/Yellow
DaoHTaIsI 67 10 cex

III. B cooTBeTcTBMM C WMHCTPyKIIMell K HOpuOOpPY 3amporpaMMMpoBaTh II0AOXKeHHe MpoOUPOK B
amnandukaTope. Takke AOIycKaeTCsl BBHIIIOAHATL JaHHBIN IIar BO BpeMs IIpOBeAeHNs aMIIANpUKaIIUN UAN TI0 ee
OKOHYAHMIO, eCAM HTO IT03B0AsIeT IpOorpaMMHOe obecIiedeHne Ipudopa.

IV. JaTp HazBaHNIe DKCIIepMMEHTa I COXPaHNUTD €0 Ha AucKe (B 9ToM (parile OyAyT aBTOMaTUIECKN COXpaHEHBI
pe3yAbTaThl AaHHOTO DKCIIEpUMEHTa). 3allyCTUTh aMIIAU(UKATOP™.

* A npubopos «Rotor-Gene» neped sanyckom euibpamv dynxyuto: «Perform Calibration Before 15t Acquisition/Perform
Optimization Before 15t Acquisition/Buinoarumo onmumusayuto npu 1-m waze demexyuu». Jas 000UX KAHAA0G YCHAHOGUIND NAPAMEMPOL

«Min Reading/Munum. Cuzrar» —5F1 u «Max Reading/Maxcum. Cuzrar» — 10FL.

AHaans pe3yabTaToB
L. Ilepea Hayaa0M aHaAM3a HEOOXOAVMMO 3a4aTh HACTPOVIKI B COOTBETCTBUM C MHCTPYKIIUE K IIpubopy:

a) A4 npubopos Tuna «Rotor-Gene» *:

— YCTaHOBUTH 3HaueHUe IapaMerpa BbiOpocos («NTC threshold/Tlopo: @ona») — 10%. Ilpu HeobGXxoaumocTn

ropor ¢poHa MOKeT ObITh M3MeHeH B guanasoHe 0 — 30 %**;
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— YCTAaHOBUTh 3HaueHue Iapamerpa moporosoit amuum («Threshold/TIopoz») — 0,02. Ilpu nHeobxogumocTu
IIOpOr MO>KeT ObITh U3MeHeH B AnanaszoHe 0,02 — 0,2*%;
—IIpM HEOOXOAMMOCTM AOIIYCKAeTCs —aKTUBALIVLL «Dynamic  tube/Aunamuy.on» u

dyHKIIIT «Slope

Correct/Koppex. Yicaona».
0) aas npubopos «Bio-Rad CEX96» *:
— YCTaHOBUTD 3HaueHUe IapameTpa roporosoii annun («Single Threshold») — 50. ITpu HeoGXoauMoOCTH TTOpPOT

MOKeT OBITh M3MEHeH B Amarnasose 25 — 250%%;

— IIpu HeOOXOAMMOCTU AOITycKaeTcs aktusanyst QyHkiuit «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».

B) A4 npudopos «AT-96» *:

— ycraHoBUTH «MeTtoa» — «['eomerpraecknii (Cp)»;
— YCTaHOBUTH 3HaUeHIe ITapaMeTpa MOpOrosBoil AuHnm 5 %, moaydeHHoro aas oopasua I1KO B mocaeanem
nukae amrandukanun. I1pu Heo6Xoa4MMOCTI TOPOT MOXKET OBITh U3MeHeH B AnarasoHe 0 — 30%. **

) A4s npubopos tnna «QuantStudio» *:

— YCTaHOBMTD 3HaueHUe IapaMeTrpa roporosont Anauu 10 %, moayuennoro aas obpasua ITKO B nmocaeanem
uykae amrandukanym. ITpu HeobxoAnMocTy Iopor MoXKeT ObITh M3MeHEH B Anania3oHe 5 — 30%**.

* B 3asucumocmu om yCmuHOSAEHHOﬂ eepcuu npozpammHozo obecneweHus HA36aHUS KOMAHO MO2YM HECKOADLKO OMAUYANTLCA.

** Heobxo0umocmv KoppexmuposKu 6b10pocos 603HUKAEN 6 CAYHAAX CUALHVIX KOAOAHUT PAYOpecteHy UL 6 01JeAbHbIX NpoDax.

IL. BeiOpats aorapupMudecKyio IIKaly AA4s OTpa’keHUs pe3yAbTaToOB M BM3yaAbHO IIPOKOHTPOANMPOBATH
IlepeceveHlie TIOPOrOBOI AMHNUY B AMHEITHON YacTy pocTa KpuBoi ammnandukanuu. [Ipyu nepeceyeHnn moporosoii
AVIHUM C KpMBOJT aMIIAM(pUKALIUY He B AMHEHOM yJacTKe — IIepeMeCTUTD ee BPYYHYIO 40 HeOOXOAUMOIO YPOBH:L.

Pe3yAbTaThl aHaAM3a WUHTEPIPETMPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUS IlepecedeHMs] KPUBOIL
(dpayopecrieHLIMM € IIOPOIOBON AMHUEN (4TO COOTBETCTBYET HAAMYMIO/OTCYTCTBUIO 3Ha4deHMs IIOPOrOBOTO LIMKAA
«Ct» B cooTBeTCTBYIOIIEN rpade B TaOANIIe Pe3yAbTaToB).

III. Yaocrosepurbes, uro IILIP-mccaejoBaHme BaAMAHO: KOHTPOABHBIE TOYKM —aHaAM3a AOJXKHBI
COOTBETCTBOBATh 3HAUYeHIM, IPUBEAEHHBIM B TabAmIle 3.

B caydae HecOOTBETCTBMSI KOHTPOABHBIX TOUYEK TpeOyeMBIM 3HaueHUsSIM — aHAaAU3 HeOOXOAUMO Ilepesears,

HauMHasA co ctagum sxkcrpakuny AHK.

TaOauza 3. Onenka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KoHTpoabHast Kourpoanpyembni  |3Hauenme «Ct» mo xkanaay| 3Hauenwme «Ct» 10 KaHaay
TOYKA 9TaI aHaAM3a FAM/Green HEX/VIC/Yellow
OKD Okerpaxinsa AHK + -
K- TP - -
K+ [1LIP + +

IV. Vurepnpertuposats pesyabTarsl I11P-anaamnsa mccaesyeMbix o0Opa3iios B COOTBETCTBUM C TaDAMIIe 4.

TaOamza 4. InTeprnperanus pe3yabTaToOB 00OpasioB

Pesyabrar oGpasna 3nauenne «Ct» 1o KaHaay 3naugenne «Ct» 1o xkamaay
FAM/Green HEX/VIC/Yellow
IloaoxuTe AbHBIV +/— +
OTpuriareabHbIN + -
HeBaanaubi - _

«—» 0DO3HavaeT oTcyTcTBIe 3HaueHs1 «Ct», rpadpuk aMnangukanum He repecekaeT IIOPOTOBYIO AUHIIO

«+» oDo3HauaeT Haamaue 3Hadenus «Ct», rpadpuk amranguKamum nepecekaeTr IOPOroByIO AMHUAIO

«+/—» — 3Hauenne «Ct» 2151 4aHHOTO KaHAAa He aHAAMSUPYETCs

B caygae nepaamanoro pesyasraTta TpeOyercs noBTOpHO nposectu II1IP-uccaeaoBanme cOOTBETCTBYIOLIETO

06pa3ua Ha4lMHasl ¢ 9Talla SKCTpaKOM HK nam co CTaagnm 3a6opa MaTepuada.
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TPAHCITOPTUPOBKA "1 XPAHEHWUE TECT-CUMCTEMbI

TpaHCHOpTI/IpOBKa TECT-CMICTEMBI OCYIIECTBASIETCSI ITPU TEMIIEpaType Opr)KaIOL[[eﬁ CpeAbl, HO HE BBIIIIE +37°C

(a0 5 cytok) mam npu temnepatype +2 — +8 °C (g0 30 cyrtok). JoryckaeTcs TpaHCIOPTUPOBKa AIOOBIM BUAOM

TpaHCIIOpTa B YCAOBMIX, O6eCHe‘II/IBaIOH_[I/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBlldaMI IIEPEBO3KU TIPY30B,

AeVICTBYIOIIMMMU Ha AaHHOM BlAe TpaHCIIOpTa.

TecT-cucTrema XpaHUTCSI B yIIaKOBKe M3rOTOBUTEeAs IIpu TemIilepatype oT -24 °C ao -16 °C. Jomyckaercs

3aMOpO3Ka/oTTanBaHIEe KOMIIOHEHTOB TecT-cucTeMsl 40 10 pas.

Cpok rogHoCTH) TecT-cucTeMbl «ApTTecT AageHOBUpO3 cobak Tum 1» — 12 MecsIIIeB ¢ 4aTHI M3TOTOBAEHVSL.

ITPOBAEMBI ITP1 PABOTE 1 METOABI X YCTPAHEHIISI

IIpoGaema

BosmokHast
npo0aeMbI

IIpuvrnHa

BapmanTbl pemenust mpo0aeMbl

Het curnaaa mo xkanaay
FAM/Green

Vcrioap3oBaHme HEITOAXOASIIIIVIX
pacxoAHBIX MaTep1aA0B

UCIIOAB3YTiTe TPOOUPKN A4 noctaHosKu T1LIP,
peKoMeHA0BaHHbBIe (PUPMOI-TIPOU3BOAUTEAEM
aMmriandukaropa AnOO aAalTHPOBAaHHBIE AAS
MCTI0AB3yeMOTO IIpubopa

INLIP narnduposanue

pasBeaure oOpaserr B 5 pa3 B BOJe,

ITOBTOpUTE aHaAV3

MCIIOAB3YITe HOBBIN OOpasel] MaTepuala

VICIIOAB3YITE COpOEHTHBINI MeTO/ BBIAEAEHIIS
AHK

Het curnaaa B K+

HexoppekTtHoe HIpuUIoToBAeHUe
TILIP-cmecn

aKKypaTHO IIpUroTosbTe HOBYIO ITLIP-cMmech

HexoppexTHble TapaMeTpbl
aMIAnpUKaImn

YCTaHOBMTE MTapaMeTpPhl aMIAM(pUKAIII B
COOTBETCTBIU C TaDauIIen 2

HexoppekrHrie yCAOBUS

XpaHeHIsI HaOOpOB

UCTIOAB3YIiTe HAOOPHI, KOTOpPhIe XPaHUAUCH B
HaJAeXXallMX YCAOBMAX

Haauumne curaaaa mmo
kanaay HEX/VIC/Yellow
B K- u/miann OKD

Konramnnarms

MpoBeAUTe 4eKOHTaMMHAIIVIOHHbIE ITPoLeAyphl;
UCIIO/AB3yIiTe HOBbIe HAOOPHI




