HABIP I®A

AnA KNMbKICHOINoO BUBHAYEHHA AHTUTISN
IgM, CMELUN®IYHUX OO AIEHOBIPYCY, B
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OcHoB0 npu _npoeedeHHi aHarnizy € opueiHan iHcmpyKuil

aHeanilcbKo MO08o, eknadeHoi 8 Habip. Homep i dama
sepcil _opueiHany ma nepeknady iHCMpYKUii _noguHHI
= —= cnignadamu.

3ArAJllbHA IHOOPMALIA

. lMepen nineTyBaHHAM BCi peareHTVM cnig peTenbHO nepemiwaTw,
06epexHO HaXUNAKYU. YHUKATU YTBOPEHHST MiHW.

. BaxnmBo ninetyBatu 3 NOCTIHUMW iHTepBanamu, Tak,
TNYHKU NaHWweTa 3HaxXoAWUMUCb B OHAKOBMX YMOBaX.

. Mpn BuaaneHHi peareHTiB 3 YyHWMKaTW 3abpyAHEHHs MpoBGOK.
Moganblwoi MOXNMBOI NNyTaHWHW cnig yHWKatTW. BmicT nnswok
3a3BuYaii YyTNMBUIA OO OKUCIIEHHS, TaK LU0 BOHW MOBWHHI OyTu
BiOKPUTI TiNbKM MPOTSArOM KOPOTKOTO Yacy.

. LLlo6 yHMKHYTM nepeHocy abo nepexpecHoro 3abpyaHEHHs, OKpeMi
0[HOPAa30Bi HAKOHEYHUKMN AMS NINeTOK NOBUHHI BYTV BUKOPUCTaHI.

. He BuKopuCTOBYBaTU peareHTW 3 iHWWX MapTii, BOHW HE MOBUHHI
6yTn 3miwaHi mix coboto.

. Bci peareHTU noBWHHI OyTWM BUKOPWUCTaHi OO 3aKiHYEHHS CTPOKY
npuaaTHOCTI.

. BignosigHo 0o HanexHoi nabopatopHoi npakTukm (GLP) abo 3rigHo
3 1SO9001, Bci nabopaTopHi NPUCTPOI, WO BUKOPUCTOBYHOTLCS,
NOBWHHI perynsipHo nepesipsATUCA Ha npeaMeT iX AOCTOBIPHOCTI i
ToyHocTi. Le BigHocuTbCs, cepeq iHWOro, A0 MIKpOTUTpaLIHUX
nineTok, obrnagHaHHs Ans npoMuBaHHs abo 3uuTyBaHHsA (ELISA-
Yurau).

. KoHTaKT neBHUX peareHTiB, Hacamnepen CTon-po3yuHy i cybcrpary,
3i LUKIpOI, O4MMa i Cnn3oBol OBOMOHKOW Chif yHWKaTW, Tak SK
MOXINMBO po3fdpaTyBaHHa | XiMiyHi onikn, i icHye Hebe3neka
iHTOKCUKaLLii.

wob BCi

PEATEHTW, WO NOCTAYAKOTbCA

36epiraTn KOMMOHeHTU Habopy npu TemnepaTypi 2-8 °C i He
BMKOPWCTOBYBATU MICrsl 3aKiHYEHHS TepMiHY NpuAaTHOCTI, BKa3aHOro Ha
30BHIWHIA eTukeTui. [licns BUKOpWUCTaHHs,, NnacTuHa MNOBWMHHA OyTn
3anevaTaHa, NAsLWKN 3akpuTi NpobkaMu i KOMNIEKT NOBUHEH 36epiratucb
npu Temnepartypi 2-8 °C. BigkpuTuini Habip NnoBMHEH ByTN BMKOPUCTaHWUI
NPOTAroM TPbOX MicALiB.

KinbkicTb TecTiB 96 TecTiB
Tect Adenovirus IgM ELISA
MeTop IMyHOCOpOeHTHMI aHani3 IPA
MpuHUMN Henpsamun I®A: MNMnaHweT, NOKpUTUN
aHTUreHoM
[iana3oH BU3Ha4YeHHSA AxkicHui: No3ntuBHuM & HeratneBHum
KoHTponb
3pasok 50 Mkn
CneuudivHicTb 100 %
YyTnusictb 100 %
3aranbHui Yac ~ 75 XBUNWH
TepmiH npugaTHocCTi 12-14 micsuis

*ITabopamopHi pe3yribmamu HIKONU He MOXymb CITyXumu eOUHO rmidcmasoro Onsi
MeduYyHO=20 8UCHOBKY. Icmopis nauieHma ma nodasnbwi 00CiOKeHHs1 MO8UHHI 6ymu
nputiHami 0o ysaau.

NMPU3HAYEHHA

Habip DAI Adenovirus IgM ELISA 6yB po3pobneHuit Ans BUSBNEHHS i
KiNbKICHOrO BM3Ha4YeHHs aHTuTin IgM, cneumdivyHnx 0o ApeHoBipycy B
cupoBatui Ta nnasmi. lMoganblue 3acTOCyBaHHA i B iHLWMX piaMHaX
opraHiamy Moxnuse. [aHun aHanis npusHadeHun Tinbkn ans in-Vitro
piarHocTukn. JNlabopaTopHi pe3ynbTath HIKOMM He MOXyTb ByTu eanHoo
OCHOBOK [Ans MeOMYHOro BUCHOBKY. IcTopis xBopoGu nauieHTa Ta
noganbLi BUNPobyBaHHs ki TaKOX NOBUHHI NpuiiMaTuCs A0 yBaru.

PE3IOME | ONWUC ([us. opuziHan iHcmpyKuyii).

NPUHUUN TECTY

Habip DAI Adenovirus IgM ELISA 3acHoBaHuii Ha npuHUMNI
iMmyHobepmeHTHoro aHanisy (I®A). Adenovirus AHTUreH iMmobinizoBaHuii
Ha NoBepXHi cMyxoK. Po3BeaeHi cupoBaTtku abo roToBi 40 BUKOPUCTAHHS
CTaHAapTH MiNeTylTbCA B NyHKM nnaHweta. BinbysBaeTbcs 38’A3yBaHHSA
MixX aHTuTinamum IgM y cupoBaTtui KkpoBi Ta iMMobinizoBaHUMK
aHTureHammn Adenovirus. [Micns ogHiei roguHu iHkyGauii npu KiMHaTHIN
TemnepaTypi NNaHLWeT NPOMMBaIOTb PO3BEAEHUM MUOYUM PO3YMHOM ANS
BuAaneHHs HesB'A3aHoro martepiany. [loTiM gogaetbcs rotoBum Ao
BUKOPUCTAHHA KOH'loraT aHTU-noacbkux-IgM 3 nepokcupgasow Ta
BiabyBaeTbcsA iHKybauia  npotarom 30 xBunuH. [licns HacTynHoro
npomuBaHHs ninetyetbcs Po3unMH  cybetpaty (TMB) i BinbyBaeTbes
iHKyBauis npoTsirom 20 XBUNWH, BUKMKA4YM PO3BUTOK CUHLOIO KOMbOPY
B NnyHKax. PO3BUTOK KOMbOPY MPUMMHAETLCS A0AaBaHHAM CTOM-PO3YUHY,
SKUA  3MIHIOE KOMIP 3 CWUHBbOTO Ha XoBTMI. KiHueBe 3abapBreHHs
BUMIpIOIOTb  CMEKTPOPOTOMETPUYHO HA  OOBXUHI  xBuni 450 HM.
KoHueHTpauis aHTuTin IgM npsmo nponopuinHa iHTEHCUBHOCTI KONbOpY.

OBMEXEHHSA, 3AMNOBINKHI 3AX0OU | 3ArANbHI 3AYBAXEHHA

. Tinekn ansa in-Vitro BukopuctaHHsa! He kosTaTtu! 3BuyainHi 3axogun
nabopaTopHoi TexHiku 6e3neku, a Takox 3abopoHa icTu, nUTK i
KypuTn B naboparopii NoBMHHI ByTW AOTpUMaHI.

. Bci cupoBaTknm Ta nnasmu abo Oydepu Ha ix ocHoBi Gynu
npoTtecTtoBaHi BignosigHo Ha HBsAg, BIN1 i BI'C Bu3HaHumu
MeTodamu i 6ynu BusiBrieHi HeraTMBHUMK. [poTe 3BMYaliHI 3axoau
06epexHOCTI, Taki Ik BUKOPUCTaHHS NaTEKCHUX PYKaBUYOK, MOBUHHI
OyTn JOTpUMaHi.

. PosnuBu cupoBaTku Ta peareHTy MOBWHHI OyTW BuaaneHi 3
Ae3iHMIKYIoYMM pO3YMHOM (Hampuknag, rinoxmoput Hatpito, 5%) i
NOBWHHI BYTW yTUNi30BaHi HANeXHUM YMHOM.

. Bci peareHTV noBuHHI ByTM OoBedeHi A0 KiMHATHOI TemnepaTypu

(18- 25 °C) nepen NpoBeAEHHAM TECTY.

KoMnoHeHTH 06’em/KinbkicTb
CMy>Xku, nonepegHL0 BKpUTI aHTUreHom Ao Adenovirus 12
Kani6patop A (HeraTusHuin KOHTpOIb) 2wmn
Kani6patop B (Cut-Off Ctangapr) 2wmn
Kani6patop C (Cnabkuit NO3MTUBHUIA KOHTPOSb) 2wmn
Kani6patop D (Mo3uTuBHMIA KOHTPOIb) 2wmn
®epmeHTHMIA KoH'torat 15 mn
Cy6crpat 15 mn
CTon-po3ynH 15 mn
Po3unH ons po3sefeHHs 3paskis 60 mn
IMpomusHui 6ycpep (10X) 60 mn
MnacTukoBa nniska 2
[nacTukoBuit naket 1

1.  MikpoTuTpyBanbHi CMyXKun
12 cmyxok no 8 nyHOK KOXHa, BKpUTi aHTureHom Adenovirus
(AneHosipyc Hexon). F0TOBi 4O BUKOPUCTaHHS.

2. Kaniopatop A (HeraTMBHMIA KOHTPOIb)
2 mn, 6inkoBuin po3uunH, po3basnexuin PBS, He micTuTb aHTuTIn IgM
no Adenovirus. [HOopaHuii 0.01% MeTunisoTtiasonoH i 0.01 %
BpomMoHiTpogiokcaH. F0TOBUI O BUKOPUCTaHHS.

3. Kaniopartop B (Cut -Off CraHaapT)
2 MmN noAacbkoi cupoBaTku, possedeHoi PBS, MiCTUTb HU3bKI
KOHUeHTpauii aHtutin IgM  po Adenovirus. [opanun  0.01%
MeTunisoTiasonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuin Ao
BMKOPUCTaHHS1.

4. Kani6patop C (Cnabkuit NO3UTUBHUIA KOHTPONb)
2 Mn niacbkoi cupoBaTku, po3sedeHoi PBS, mictutb cepegHio
KOHuUeHTpauito aHtutin IgM go Adenovirus. Ooganun 0.01%
MeTtunisotiaszonoH i 0.01 % BpomoHiTpogiokcaH. [oToBurn Ao
BMKOPUCTaHHS.

5. Kani6paTop D (N0O3MTMBHMI KOHTPONb)
2 Mn noacbkoi cupoBaTku, posBedeHoi PBS, mictute BMCOKy
KOHUeHTpaujto aHTuTin IgM pgo Adenovirus. [Joganunn 0.01%
MeTtunisoTiaszonoH i 0.01 % BpomoHiTpogiokcaH. [oToBuMn Ao
BUKOPUCTaHHS.

6. ®PepmeHTHUM KoH'torat
15 mn, aHTu-noacbkuin-IgM-HRP (kponuk), B 6ydepHOMY po34uHi,
AkMn MicTuTb Ginok. Ooganui 0.01% MeTwunizoTtiasonoH i 0.01 %
BpoMoHiTpogiokcaH i 5 mr/n ProClin™. Motosuit oo BUKOPUCTAHHS.

7. Cyb6bcTtpar
15 mn, TMB ( TeTpameTunbeHsnanH). FoToBuUiA O BUKOPUCTAHHS.

8. CrTon - po3uuH
15 mn, 0.5 M cipyaHoi kucnotu. F0ToBUIA 4O BUKOPUCTAHHS.

9. Po3uuH ans po3BeneHHs 3pas3kiB
60 mn, PBS/BSA 6ydep. Joganuii 0.095 % asup HaTtpito. [oToBUMIA
[10 BUKOPUCTaHHSI.

10. MpomuBHUN Gydep
60 mn, PBS + TBiH 20, 10x koHueHTpaT. KiHueBa KOHUeHTpauis:
po3BecTn 1+9 AMCTUNBOBAHOK BOAOK. HAKLWIO NpU XONogHOMY




36epiraHHi yTBOpuBCS ocafl, KOHLEHTpaT HeobxiaHO poasirpiBaTy npu
37 °C npoTtarom 15 xBUnuH.

11. MnactukoBa nniBka
2 WTYKN ANs NOKPUTTSI CMYXKOK Nif Yac iHkyGaLii.

12. MnacTuKoBUI MiLLOK
Baratopa3oBoro  BMKOpPUCTaHHA,  AnNs
HEBUKOPUCTAHWUX CMYT.

cyxoro  3bepiraHHs

MaTtepianu, HeobxiaHi, ane He HapaHi

. Mikpo- i 6araTokaHanbHi ninetk Ha 5 mkr, 100 mkn i 500 Mkn
MnaHweTHWn boTomeTp (450 HM)

[MnaHweTHWUi Bowep

Mpobipkn Ans po3BedeHHs cMpoBaTku

bignctunboBaHa Boga

3ABIP | NIAFOTOBKA 3PA3KIB

B npuHumni, 3paskn cuposatkm abo nnasmu (EDTA, remapuH) MOXyTb
6yTv BuMKOpMCTaHi Ans aHanidy. CupoBaTka BiOAiNAeTbCs BiA KpOBI,
3iGpaHoi acenTU4YHO 3 BEHW, Micns 3ropTaHHs | LeHTpudyryBaHHs. 3pasku
cumpoBaTku abo nnasmu mMoxHa 36epiratm B xonoaunbHuky (2-8 °C) Ha
npotasi Ao 48 roguH, Ana TpuBanoro 36epiraHHA BOHW MOBUWHHI
36epiratucs npu -20 °C. 3Spasku He cnig 3amMopoxyBaTu Ta
pO3MOpOXyBaTn B6araTtopasoBo. JlinemiyHi, remMorniTUYHi abo
HakTepianbHO 3abpyaHeHi 3pa3ky MOXYTb AaBaTu MOMWUMKOBO MO3UTUBHI
abo NoOMUIKOBO HeraTuBHI pesynbTaTu.

[na npoBedeHHA aHanidy 3paskv (He CcTaHgapTW) MOBUHHI  OyTun
po3BezeHi 1:101 3 roToBMM A0 BMKOPUCTaHHSA PO34YMHOM ANS PO3BEAEHHSA
3paskiB (Hanpuknag, 5 mkn cupoBatky + 500 MKN po34MHHUKA 3pas3ka).

NPOLIEAYPA TECTYBAHHA

1. MigroToBKa peareHTIiB

MpomuBHuM Po3umH: po3baBuTM nepes  BUKOPUCTaHHAM  1+9

OVMCTUMBOBaHOI BOAOH. FAKLWIO Mpu XorlogHoMy 36epiraHHi yTBOpMBCS

ocap, KOHLUEeHTpaT HeobXigHo pogsirpiBatv npu 37 °C npotsrom 15

XBUMUH.

. CyBope [AOTPMMaHHS MNPOTOKONY PEKOMEHAYETbCS ANA HagiHOi
poboTu. BignosiganbHicTb 3a 6yap-siki 3MiHM abo mogudikauii Hece
KOpUCTyBau.

. Bci peareHTV noBuHHI ByTVM JoBedeHi A0 KiMHATHOI TemnepaTypu
nepen BUKOPUCTaAHHAM, arne He MOBUHHI OyTu 3anmuiwieni npu uin
Temneparypi AOBLUE, HiX HeobXiaHO.

. CraHpapTv Ta 3paskuv cnifg aHanisyBatu y ABOX MPUMIPHMKaX.

e CraHpapTHa kpuBa MoBWHHA Oyt nobGygoBaHa nNpU  KOXHOMY
aHanisi.

. MoBepHYTM HEBUKOPUCTaHI CMYXKM B NNAcTUKOBUIA NakeT i 36epiratu
X cyxummn npu Temnepartypi 2-8 °C.

. MpouenypHi Kpokn

MigroTyBaTn OOCTATHIO KiNbKICTb NYHOK AN CTaHAapTiB, KOHTponemn

i 3pa3kiB y 4BOX NPUMIPHUKaX, a Takox Ans bnaHka cyberpary.

2. TinetyBatn 100 Mkn KoxHoro 3 po36aBneHux (1:101) 3paskiB i
roTOBUX OO0 BUKOPUCTAHHA CTaHAApTIB i KOHTPOrIB BiANOBIgHO B
NYHKW. 3anuwmnTy OJHY MOPOXHIO NMYHKY Ans briaHka cybetpary.

3. Hakputm nnaHweTt donbrolo i iHKyGyBaTM nNpu  KiIMHaTHINA
Temnepartypi npoTsrom 60 XBUMWH.

4. BwpanuTu BMICT NyHOK (BUMuTK abo acnipysaTtu) i gogati 300 mMkn
po3BeAEeHOro po3ynHy Ans npomueaHHs. Lito npoueaypy nostoputu
TpU pa3u B 3aranbHiii KinNbKoCTi. 3anuwku npomuBHOro 6ydepy
BVAANUTM 00EPEXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

5. TMinetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTAHHSA
KOH'toraTiB B NyHKW. 3anuwimTi ogHy NMOPOXHIO NYHKY Ans 6naHka
cybeTparty.

6. Hakputn nnaHweTt donbrow i
Temnepatypi npotsrom 30 XBUMWH.

7. Bupanutu BmicT nyHok (BumMutn abo acnipysatu) i gogatv 300 mkn
pO3BeAEeHOro po3yvHy AnsA npommeaHHs. Lito npoueanypy nostoputu
TpU pasu B 3aranbHiii KiNbKOCTi. 3anuwku npomuBHOro 6ydepy
BVAANUTM 00EPEXHUM NOCTYKYBaHHAM NiaHWeTa Ha TKaHUHY.

8. Tlinetyatm 100 MKN KOXHOMO 3 TrOTOBMX [0 BWKOPUCTaHHSA
cybecTtpatiB B NyHkn. Llboro pasy Takox nineTtyetbcs 6GnaHk
cybeTparty.

9. Hakputn nnaHweTt donbrolo i iHKyGyBaTM nNpu  KiMHaTHIN
Temnepatypi npotarom 20 XxBuUnuH Yy TempsiBi (Hanmpuknag, B
TymbouLi).

10. Ons 3ynuHku peakuii cybctpaTty, ninetysatv 100 MKn KOXHOro 3
rOTOBUX [0 BWKOPUCTaHHSI CTOM-PO34MHY B NYHKU. BHeciTb Takox
6naHk cybeTpart.

11. Ticna peTenbHOro nepemillyBaHHA Ta OYULLEHHSI HUXKHBOT YacTUHU

nNnacTvHW, 34uTaTh pesynbTaTu nornuHaHHa npu 450 HM. (3a

Bnbopom pedepeHTHa AoBxmHa xBuni 620 HM). 3abapBneHHs

cTabinbHe NpPOTAroM NpuMHaMMHi 60 XBUMKH.

=N

iHKyOyBaTM npu  KiMHaTHI

OLIHKA PE3YJIbTATIB

CepefHi 3Ha4yeHHs Ans BUMIPSIHOMO MOrMMHAHHS PO3PaxoBYOTLCS Nicns
BMpaxyBaHHA 3HayeHHsA brank cybctpaTy. PisHMUSA MK 3Ha4eHHAMU He
nosuHHa nepeswuLyBatn 10%.

Mpwuknan
00N Value carvected (11 Mean (D Valne
Snhstrate Blank 0011
Negative Control 0,027 /0028 0016/ 0017 0017
Cut-Off Standard 041470437 0403/ 0.426 0415
Weak Positive Control DRI SORTT O R0/ (1 K66 0LR33
Positive Control 1.901 / 1.907 1 890 / 1.896 1.803

HaBepgeHa Buwe Tabnuusa MiCTUTL nule npuknag, sikuin 6y oTpuMaHui
npu AOBINbHUX TemnepaTypax i ymMoBax HaBKOMMLUHbLOTO CepefoBULLa.
OnucaHi HaBefeHi faHi He € KOHTPONIbHUMM 3HAUYEHHAMM, siKi MOBUHHI
OyTun BU3Ha4eHi B iHWMX NabopaTopisix TakMM Xe YNHOM.

1. AkicHa ouiHka

PospaxoBaHi normvHaHHSA Ans cMpoBaTOK MauieHTiB, AK 3ragyBarnocs
BuLLEe, NOpiBHIOIOTLCA 3 Cut-off 3HaYeHHAM cTaHpapTy. AKWO 3HaYEeHHs!
3paska BuLLe, TO Lie NO3UTUBHUI pe3ynbTar.

Mpun 3HayeHHi Hx4Ye Cut-off 3HaYeHHsA cTaHOapTy MaemMo HeraTUBHWUWA
pe3ynbTaT. [ouinbHnM € BM3HayeHHs diana3oHy + 20% Haskono Cut-off
3Ha4YeHHs1 B Cipi 30Hi. Y TakoMy pasi pekoMeHOyeTbCs MNpOBeAEeHHS
NOBTOPHOro aHani3y 3 Tiei X cMpoBaTKol abo 3 HOBMM 3pa3koM OOHOrO i
TOro X nauieHTa, B3ATOro 4yepesd 2-4 TwxkHi. O6uaBa 3pasku MOBUHHI
aHanizyBaTucsa napanernbHO B OQHOMY aHanisi.

[MO3NTMBHUI  KOHTPONb MNOBWHEH MoKa3aTW, MNpWHaMHI, NoABiMHE
3HaYeHHS NOrMMHaHHA B NOPIBHSAHHI 3i 3HayeHHsim Cut-off ctaHgapTy.

2. KinbkicHa ouiHka

[OTOBi 4O BMKOPUCTaHHSA CTaHAAPTW i KOHTPOMi BM3HAYEHi | BUpaXeHi y
BigHocHux oauHuusax  (Op/mn). Le npusBoguts [0  TOYHOI i
BiATBOPIOBAHOI  KiNbKiCHOI  OuiHkKM. Omke, ANA [AaHOro nauieHTa
NPOBEAEHHS HACTYMHOIO KOHTPOSO CTano MOXMIMBMM. 3HA4YeHHs Ons
KOHTPORIB i CTaHOApPTIB Y OAMHULAX HAAPYKOBaHI Ha eTukeTKax dhnakoHIB.
Ons KinbKiCHOT OUiHKM 3Ha4YeHHsA nornvHaHb CTaHgapTiB Ta KOHTponemn
rpacdiyHo  BigKkmageHi MpoTM  iX  KOHUEHTpauin. 3  oTpumaHoi
KanibpyBanbHOi KpMBOi MOXYTb OYTVW OTPUMaHi 3HAYEHHSI KOHLEHTpaLin
ONS KOXHOro 3paska nauieHTa no BiAHOWEHHIO A0 iX nornuvHaHHA. Kpim
TOro, MOXHa BMKOPUCTOBYBaTU aBTOMATUYHI KOMM'IOTEPHI Mporpamu.

POBOYI XAPAKTEPUCTUKHN

Adenovirus ELISA Igc IgA 1gM
Intra-Assay-Frecision 7.8 % 7.1% 7.8 %
Inter-Assay-Precision 12.3 % 84% 8.0%
Inter-Lot-Precision G3-1490% 27=71% 22-80%
Aralytical Sensitivity 1.00 U/l 1.04 T/l 1.08 Tt
Recovery 90-121% 79 - 102 % 94 -99 %
Linearity 81-117% T1-122% 69-125%

Cross-Reactivity No cross-reactivity fo Influenza A and RSV,

Tuterferences No interferences to bilinibin up to 0.3 mg/mi .. hemoglobin up o 8.0 mgfml
annd biglyveerides up o 50wl
Clinical Specificity 100 % 08 % 100 %%
Clinical Sensitiviry 100 %% 100 % 100 %
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