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TinoKu 015 BUKOPUCMAHHA 8 in vitro diazHocmuyi

NMPU3HAYEHHA BUKOPUCTAHHA

KombiHoBaHa TecT-KkaceTa [AnA LWBWMAKOrO BU3HAuYeHHA TpaHCchepuHy Ta
npuxoBaHoi KpoBi (FOB) (kan) - ue wBMAKMIA xpomaTorpadiuHmi imyHoaHani3
(HeiHBa3VBHUIA aHani3) ANA AKICHOro BUABMIEHHA NIIOACLKOro remornobiHy Ta
TpaHchepuHy B 3paskax Kany JIIOAUHKW, WO Moxe OyTu KOpUCHUM Ana
LiarHOCTVKM LUNYHKOBO-KULLKOBKX PO3NaAiB, WO BUKINKAIOTb KPOBOTEYY.

KOPOTKUI onuc

KonopeKTanbHUin pak - Ue pak TOBCTOI abo NPAMOI KULWKW, AKUIA BpaXkae AK
YOMOBIKIB, TaK i »IHOK YCiX pacoBMX Ta EeTHIYHWX rpyn, i HanyacTiwe
BUABNAETbCA y Niofen BikoM 50 pokiB i cTapLue. Y YonosikiB, KonopekTanbHUIA
paK € TpeTiM 3a NOLWMPEHICTIO pakoM Nicna paky npoctatu Ta nerexis. [Ana
KIHOK, KOJIOpeKTanbHWUI pak € TPeTiM 3a MOLWIMPEHICTIO pakom MicnA paky
rpyaen i nereHis.

MprxoBaHa KpPOB Yy Kani MOBUHHA OYTU BAKIMBUM MOKa3HUKOM Mpwu
ZiarHocTuLi MauieHTiB i3 NiJO3POoI0 Ha LWNYHKOBO-KMLLKOBY KpoBoTeuy 6yab-
AKoI eTionorii, a He nuwe AK O3HaKa KONOPEeKTaNbHOro paky. HaaBHICTb
TIOACBKOrO remorsiobiHy B Kani He € afleKBaTHUM CKPUHIHFOBMM TECTOM Ha pak
WNYHKY (3aXBOPIOBaHHA BEPXHIX BiAAINIB  LUNYHKOBO-KULWKOBOFO TPAKTY),
OCKINbKM NIOACBKNIA reMOornobiH, OTPMMAHWUIA i3 BEPXHiX Biadinie TpaBHOro
TPaKTY, PO3LLENOETLCA B KULWKOBOMY TPaKTi (BTPAYaETbCA aHTUMEHHICTb).
BuaBneHHA ¢ekanbHoro TpaHchepuHy, AKUN € Ginbl CTINKUM Yy Kani, HiK
reMornobiH, 3abesneyye anbTepHaTUBHUIA CMOCIO AiarHOCTVKN 3aXBOPIOBaHHSA
y BEPXHiX Biafinax TpaBHOro TpakTy.

KpoB y Kani moxe 6yT €AVHUM CMMMTOMOM paKy, ane He BCA KPOB Yy Kani
CnpriYrHeHa pakoMm. IHLWi 3aXBOPIOBaHHSA, AKI MOXYTb BUK/MKATL KPOB Yy Kani,
BK/IOYAIOTb: FeMOPOWN, aHasbHi TPILWHK, NONINN TOBCTOI KULIKW, NEnTU4HYy
BMPa3Ky, BUPa3KOBUI KONIT, racTpoe3odareanbHa pedniokcHa xsopoba (FEPX),
xBopoba KpoHa, 3acToCyBaHHA HeCTepOoifHUX NPOTM3ananbHUX 3acobiB
(HM33).

nPUHLUUN

KombiHoBaHa TecT-KkaceTa AnA LWBMAKOrO BU3HAYeHHA TpaHchepuHy Ta
npuxoBaHoi KpoBsi (FOB) (kan) - ue AKiCHWIA, naTtepanbHUi iMyHOaHani3 anA
BUAABMIEHHA JIIOACBKOTO remorfobiHy Ta TpaHchepuHy B Kani. MembpaHa
nonepegHbo MOKPWTa aHTWTINaMM [JO remorfiobiHy Ta aHTUTinamMu [o
TpaHchepuHy B obnacti TectoBoi niHii FOB Ta TpaHcdepumHy. TMig uac
TeCTyBaHHSA, 3pa30oK pearye 3 YacTMHKOI0, BKPUTO aHTUTINIOM O remMorfiobiHy
Ta/abo aHTMTINOM Ao TpaHchepuHy. Cymiw mirpye Bropy no membpaHi
XpomaTorpadiyHyum WAAXOM 3a AOMOMOFOI KaninApHoi fAii, pearyioun 3
aHTWTINamMn Jo remMornobiHy Ta/abo aHTUTINaMn Ao TpaHchepuHy Ha MembpaHi
Ta YTBOPIOIOUN KONIbOPOBY fiHito. HasBHICTb Ui€i KonbopoBoi MiHii B obnacTi
TECTOBOI NiHil BKa3ye Ha NO3UTMBHWUIA pe3ynbTaT, a ii BiACYTHICTb BKa3ye Ha
HeraTuBHWIA pe3ynbTaT. B AKOCTI npouesypHOro  KOHTPOMO, Yy  30Hi
KOHTPOSbHOI NiHii 3aBXAW 3'ABNATMMETbCA KONbOPOBaA JiHiA, AKa BKalyBaTume
Ha Te, wo 6yno AoAaHo HanexHun 06'em 3paska Ta BifOYNOCsA 3BONOXKEHHSA
MemMbpaHu.

PEATEHTU
TecT MicTUTb aHTWTINA 4O reMOrio6iHy, YaCTUHKM aHTUTIN JO TpaHchepuHy Ta
aHTWTINa o reMornobiHy, aHTWTINa Ao TpaHcepuHy, HaHeceHi Ha MembpaHy.

3ACTEPEXEHHA

. Tinbkn ana npodeciiHoro 3acTocyBaHHA B in vitro piarHoctuui. He
BMKOPWCTOBYBATW NiC/IA 3aKiHYeHHA TePMiHY MPUAATHOCTI.

. TecT NOBMHEH 3aN1LLATCA B TePMETUYHI YyNaKoBLi O BUKOPUCTAHHSA.

. He ictn, He NuTK Ta He NanuTK y Micui, Ae NpauioTb 3i 3pa3kamu un

Habopamm.
. MNMoBoauTKcA 3 ycima 3paskamm TakK, HibW BOHW MICTATb iHPEKLiHI areHTu.
[oTtpumysatuca BCTaHOBJIEHUX 3ano6iKHUX 3axopis wono

MiKpobionoriyHoi Hebe3mnekn nif uyac ycix npoueayp i AOTPUMYBaTMCA
CTaHAapTHUX Npoueayp ANA HaneXXHoi yTunisauii 3paskis.

. OpArat 3axUCHWUIA ofAr, Takuin AK nabopaTopHi xanatw, OofHOPa3oBi
PYKaBWUKM Ta 3acobM 3aXMCTy OUei Nif Yac aHanisy 3paskis.

. BukopwucTaHuin TecT cnig yTunisyBatu BignoBiaHO A0 MicLieBUX NpaBus.

. BonoricTb i TeMnepatypa MOXyTb HEraTUBHO BMIMHYTU Ha pe3ynibTaTu.

3BEPIFAHHA TA CTABUIbHICTb

36epiraTn Habip 3amakoBaHWM MpW  KiMHaTHiii TemnepaTypi a6o B
xonoaunbHUKy (2-30 °C (°C)). TecT-KkaceTa cTabinbHa NPOTArOM YyCbOro TepMiHy
NPMAATHOCTI, 3a3HAYEHOro Ha repMeTUYHIN ynakosLi. TecT-KaceTa MOBWHHa
3anMwaTMcA B Ui ynakoBui 3 ocywysayemM [0 BUKopucTaHHA. HE
3AMOPOXYBATW. He BuKopuCTOBYBaTW MiCNA  3aKiHYEHHA  TepMiHy
npuaaTHOCTI.

36IP 1 MIArOTOBKA 3PA3KIB

. 3pa3km He cnig 36upatn nig yac abo NPOTAroM TPbOX AHIB NicnA
MEHCTPyanbHOrO  LMKAy, abo AKWO MauieHTKa CTpaxpaEe Big
KPOBOTOUYMBOrO reMopoto abo KpoBi B ceui.

. HapgmipHe BXWBaHHA ankoroso, acnipuvHy Ta iHWWX NiKiB MoXe
BUKNNKATV NOAPA3HEHHSA LYHKOBO-KMLIKOBOMO TPAKTY, WO Npu3Beae A0
NPUXoOBaHOI KpoBOTeui. [lpuiiOM TakMx pPeYoBUH Cnig MNPUNUHKATA
npuvHanMHi 3a 48 rognH Ao TeCTyBaHHA.

. Mepepn BUKOPUCTAHHAM [aHOI TECT-KAaceTU He MOTPIOGHO BBOAUTY >KOAHX
LIETUYHUX OOMEXKEHD.

MATEPIANN

Martepianu, AKi nocrayaoTbcA 3 Habopom
. TecT-Kacetn . IHCTpyKUia
. Mpob6ipkn ans 3abopy 3paskiB 3 eKCTpaKLiHUm bydepom

Heo6xiaHi maTepianu, sAKi He nocTayalTbcsA 3 HA6opom
. KoHTeltHepw ans 3abopy 3pa3kis . Tanmep

MPOLUEAYPA AHANI3Y

MNepep TecTyBaHHAM paiiTe TecT-KaceTi, 3pa3Ky, 6ydepy Ta/abo

KOHTPONAM HarpiTuca Ao KimHaTHoi Temnepatypu (15-30 °C (°C)).

[nsa 3paskiB Kany:

1.  [na36o0py 3paskKiB Kany:
3ibpaTy Kan B UACTUI Cyxuin KOHTeNHep anA 36opy 3paskis. Hankpalyi
pe3ynbTati OyAyTb OTPVMaHi, AKWO aHani3 npoBOAMTU MPOTArom 6
roguH nicna 36opy. 3ibpaHi 3pa3kn MoxHa 36epiratn npotarom 3 AHIB
npw Temnepatypi 2-8 °C (°C), AKLWO He NPOBECTUN TeCTyBaHHA NPOTAroM 6
rofuH.

2. nAa o6po6ku 3paskKiB Kany:

BiakpyTiTb KOBMauyoK Npobipku ana 36opy 3paskKie, a NOTIM AOBIbHUM
UYMHOM BCTaBnANTE annikatop ANnA 360py 3paskiB y 3pasok Kany
nNpuvHaNMHi y 3 pi3HuX micuax. He 3auepnyiite 3paskum Kany.

3aTArHiTb KOBMAYoK Ha Npobipui AnA 360py 3paskKiB, a NOTIM iIHTEHCUBHO
CTpyciTb NPO6ipKy AnA 360py 3paskis, Wob nepemilati 3pasok i bydep
ANA eKcTpakuii. 3pasku, nigrotoBneHi B npobipui, MoxHa 36epiratu
npotarom 6 micauis npu -20 °C (°C) i 7 gHiB Npw KiMHATHI TemnepaTypi,
AKLLO He TeCTyBaTV NPOTAromM 1 rofuHM NicNA NPUroTYBaHHA.

3. Tlepep BigKpWTTAM, AOBEAITb NaKeT A0 KiMHATHOI TemnepaTtypu. Buimite
TecT-KaceTy 3 NakeTa Ta BUKOpuWCTanTe il npotarom 1 roanHn. Hankpatui
pe3ynbtati 6yayTb AOCATHYTI, AKWO BUNpobyBaHHA Oyne npoBeaeHO
oppasy nicna BiAKpUTTA NakeTa.

4. TpwumainTte npobipKy AnA 3abopy 3pa3KiB BepTUKanbHO i BiOKPYTiTb
KOBMAYoK Ha npobipui ana 36opy 3paskiB. MepeBepHiTb NPobipky ans
360py 3pa3KiB i mepeHeciTb 3 MOBHI Kpanni eKcTpakuilHoOro 3paska
(nprbnunsHo 120 mkn (ul)) y nyHKy ana 3paskis (S) TecT-kaceTu, noTim
3anycTiTb Tanmep. YHUKanTe noTpaniaHHA GynbballoK NOBITPA B NYHKY
ana 3paskie (S). uBe. intocTpauito HuXKue.

5. 3uuTanTe pesynbTaTi yepes 5 xBUANH. He untante pesynbtatu yepes 10
XBUIVH.

MomicTutu annikatop y
Oycep ans po3seaeHHs
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IHTEPMPETALIA PE3YJIbTATIB

(OvButnCA intocTpauito BuLLE)
Tpancdepun MO3UTUBHUN: *3'asnaoTbea Asi Ninii. OgHa KoNbopoBa NiHisA
NOoBMHHA ByTU B KOHTPONbHIi obnacti (C) i We ofHa yiTKa KonbopoBa NiHiA
noBUWHHa b6yTy B obnacTi niHii TpaHchepuHy (TpaHchepuH).
FOB MO3UTUBHWMN: *3'asnatoTbca i NiHii. OaHa Konboposa NiHiA NOBUHHA
6yTn B KOHTPONbHIi obnacti (C) i Wwe ofHa yiTKa KOMbOPOBa JiHiA MOBUHHA
6yt B 0bnacti niHii FOB (FOB).
FOB i Tpancdepun NMO3UTUBHUI: *3'asnatoTbea Tpu NiHii. OaHa Konboposa
NiHiA NoBMHHa 6yTn B KOHTponbHiIn obnacti (C), a iHwWi ABI NiHii NoBUHHI 6yTn B
obnactax FOB i TpaHcdepuH.
*MPUMITKA: IHTEHCMBHICTb Konbopy B 30Hi TectoBoi niHii (T) 6yae
3MiHIOBaTUCA B 3aNeXHOCTi Bif KOHLUeHTpauii remornobiHy nioauHu Ta/abo
TpaHcheprHy NOAUHY, NMPUCYTHIX B 3pa3Ky. TakuM YMHOM, ByAb-AKNI BiATIHOK
Konbopy B obnacti FOB Ta/abo Tf cnig po3rnagati AK NO3UTUBHWIA.
HEFATUBHUW: Tinbku oaHa NiHiA 3'ABNAETbCA B 06nacTi KOHTponbHoi Nikii (C).
Hemae niHii 8 o6nacti FOB Ta Tf.
HELINCHUIA: KoHTponbHa ninia (C) He 3'AaBnAeTbca. HepoctaTHil 06'em 3paska
abo HenpaBufbHa MeToAuKa npouefypu TecTy € Hanbinblw NMOBIPHUMU
npuYnHamy  BiACYTHOCTI KOHTpOnbHOI niHil. [lepernaHbTe npoueaypy i
NOBTOPITb TeCT 3 BUKOPWUCTAHHAM HOBOI TecT-KaceTW. AKWO Le He Jae
6a)kaHOro pesynbTaty, Clif HeraHO MPUMUHUTA BUKOPWUCTAHHA TeCTOBOro
Habopy i 38'A3aTNCA 3 perioHaNbHUM ANCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHyTpiWwHi npoueaypHi KOHTponi BKoYeHi B TecT. KonbopoBa niHia, wWo
3'ABNAETbCA Ha KOHTPONbHi AinaHui (C), € BHYTPIWHIM NO3UTUBHUM
npouenypHUM KoHTponem. BoHa niaTBepaXye AoAaBAHHA HaNeXHOI KinbKoCTi
3paskKa i KOPeKTHICTb MPOBefEeHHA npoLeaypw.

KOHTPONbHI CTaHZAPTM He NOCTavyaloTbCA PAa3oM 3 LM HabOPOM; TUM He MeHLL,
HaNeXHo  NabopaTopHOK  MPAKTUKOKW  PEKOMEHAYETbCA  TeCTyBaHHA
NO3UTUBHOTO i HEraTUBHOIO KOHTPONIB ANA NIATBEPIKEHHA NpoLeaypu Tecty i
KOHTPOJSIIO HaNeXHoi poboTn TecTy.

OBMEXXEHHA NPOLEAYPU

1. KombiHOBaHa TecT-KaceTa AfiA WBMAKOIO BU3HAYEHHA TpaHCpepuHy Ta
npuxoBaHoi Kpogi (FOB) (kan) Nnpu3HayeHa nuwwe gns AiarHOCTUKN in vitro.

2. KombiHOBaHa TecT-KaceTa AfiA WBMAKOIO BU3HAUYeHHA TpaHCdepuHy Ta
npuxoBaHoi KpoBi (FOB) (kan) 6yge BKa3yBaTW fMlle Ha HasABHICTb
TIOACBKOro remMorsiobiHy Ta NoACbKOro TpaHchepuHy, HasBHICTb KPOBi B
Kani He 060B'A3KOBO BKa3y€E Ha KONIOPEKTasIbHY KPOBOTEUY.

3. Ak i y BCiX AiarHOCTMYHMX TecTax, YCi pe3ynbTat¥ MOBWHHI
iHTepnpeTyBaTUCA Pa3oMm 3 iHLOW KiiHIYHOW iHdopMaLi€, AOCTYNHOW
nikapto.

4. Y pa3i OTPMMaHHA CYMHIBHUX pe3ynbTaTiB MNOTPIOHI iHWI KAiHiYHO
[OCTYNHi TecTu.

POBOYI XAPAKTEPUCTUKIN

JocToBipHicTb
KombiHoBaHy TecT-KaceTy [AnA LWBWMAKOMO BU3HAYeHHA TpaHchepuHy Ta
npuxoBaHoi KpoBi (FOB) (kan) nopisHoBaN 3 iHWMM NPOBIAHUM KOMEPLiNHUM
eKcnpec-TeCcTom, BUKOPUCTOBYOUN KNiHIYHI 3pa3Ku.

PesynbraTtn FOB

TouHicTb B aHanisi 6yna B13HayeHa 3a ONOMOrolo 15 NOBTOPIB TPbOX 3pa3KiB:
50 Hr/mn (ng/mL), 100 Hr/mn (ng/mL) i 10 mkr/mn (ug/mL) FOB-no3nTnBHUX
3paskiB. 3pa3ku 6ynv NpaBUNbHO ifeHTUIKOBaHI y > 99% BMNafKiB.
TouHicTb B aHanisi 6yna B13HayeHa 3a ONOMOrolo 15 NOBTOPIB TPbOX 3pa3KiB:
40 wr/mn (ng/mL), 80 Hr/mn (ng/mL) i 1 mkr/mn (ug/mL) TpaHcdepuH-
NO3NTMBHUX 3pa3kiB. 3pasku Oynu nNpaBwiIbHO ifeHTMdIKoBaHI y > 99%
BUNaAKIB.

Mi>xx aHanisamn
TouHicTb MiX aHanisamu Oyna BU3HayeHa 3a AOMOMOrol 15 He3aneXxHux
aHanis3iB Ha TMX cammx 6 3paskax: CTaHAapTHUI 3pa3ok 50 Hr/mn (ng/mlL)
remornobiHy, 100 Hr/mn (ng/mL) remorno6iHy, 10 mkr/mn (ug/mL)
remornobiHy, 40 Hr/mn (ng/mL) TpaHcdepmHy, 80 Hr/mn (ng/mL) TpaHcpepuHy
Ta 1 MKr/mn (ug/mL) TpaHchepuHy. Tpu pisHi NOTN KOMGIHOBaHOI TecT-KaceTn
ONA WBMAKOIO BU3HauYeHHA TpaHcdpepuHy Ta npuxoBaHoi Kposi (FOB) (kan),
6ynn NpoTecToBaHi 3 BUKOPWUCTAHHAM LMX 3pa3KiB. 3pa3kn Oynu npaBusibHO
ineHTndikoBaHi y > 99% Bunagkis.

MNMepexpecHa peaKTUBHICTb
HacTtynHi peyoBuHM Gynu npoTectoBaHi 3a gonomoroio Komb6iHoBaHOI TecT-
KaceTu AnA WBUAKOrO BM3HauYeHHA TpaHcpeprHy Ta nprxoBaHoi Kposi (FOB)
(kan):
lemorno6iH 6uka: 1 mr/mn (mg/mL)
lemorno6iH Kypkwu: 1 mr/mn (mg/mL)
lemorno6iH cBuHi: 1 mr/mn (mg/mL)
lemorno6iH ko3u: 1 mr/mn (mg/mL)
lemorno6iH KoHA: 1 mr/mn (mg/mL)
lemorno6iH kponwuka: 1 mr/mn (mg/mL)
lemorno6iH iHgnyKkwK: 1 mr/mn (mg/mL)
KanbnpotekTuH: 500 Hr/mn (ng/mL)
NaktodepuH: 500 Hr/mn (ng/mL)

Pe3ynbTaTtin Nokasanu BiACYTHICTb NepexpecHoi peakLii.
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YMOBHi NO3HaYeHHA

MeTop IHWWA ekcnpec-Tect 3aranbHi
TecT-KaceTa gna Pe3ynbTatn Mo3nTtBHWI | HeratBHMI pesynbtaTtin
BU3HaYeHHA Mo3nTrBHMIA 143 1 144
NPUXOBaHOI KPOBI HeratnsHui 3 289 292
3aranbHi pesynbtatu 146 290 436
BigHocHa uyTnmBicTb:97.9% (95%CI*: 94.1%~99.6%)
BigHOoCHa cneundiyvHicTb: 99.7% (95%CI*: 98.1%~99.9%)
[locToBipHICTb: 99.1% (95%Cl*: 97.7%~99.2%)
*[loBipui IHTepBanu
Pe3ynbTaTu TpaHchepuHy
MeTop IHWWM eKcnpec-TecT 3aranbHi
Tecr-KkaceTa ana PesynbTatn MosuTteHUI | HeraTusHui pesynbraTtun
BM3HaYeHHA Mo3nTBHUI 91 2 93
TpaHchepuHy HeratusHun 1 342 343
3aranbHi pesynbtatu 92 344 436

98.9% (95%CI*: 94.1%~99.9%)
99.4% (95%CI*: 97.9%~99.9%)
99.3% (95%CI*: 98.0%~99.9%)

BigHOCHa uyTnmBicTb:
BigHOoCHa cneundiyvHicTb:
[locToBipHICTb:

*[loBipui IHTepBanu

YyTnmsictb
KombiHoBaHa TecT-KaceTa AfiA LWBMAKOrO BM3HAYEHHA TpaHCchepuHy Ta
npuxoBaHoi KpoBi (FOB) (kan) Moxe BUABNATY piBeHb NPMXOBaHOI KPOBi B Kani
£0 50 Hr/mn (ng/mL) abo 6 MKr/r (ug/g) Kany, a TakKoX MOXKe BUABMATU PiBHI
TpaHcheprHy noanHK Ao 40 Hr/mn (ng/mL) abo 4 mkr/r (ug/g) Kany.
TouHicTb
B aHanisi

YBara, AuBiTbCA He
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3aCTOCYBaHHIO BaTW NOBTOPHO
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0 36epiratn mix Aveutaca
Homep nor iHCTPYKLUilo 3
2“0% 2-30°C(°Q) P 4 BMKopy u
pUCTaHHA
He
BUKOPUCTOBYITE,
@ AKLO NaKeT u BupoGrux
MOLUKOAXKEHWI
S BUPOBHUK:
D) .
TOB «JIABIOEV»
lABUA

Byn. MeTniopy, 6yanHok 25,

M. IBaHO-OpaHKiBCbK, 76018, YKpaiHa
Ten.: +380 (67) 000 20 22

EnektpoHHa agpeca: info@labua.com.ua

C



mailto:info@labua.com.ua

