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1. NIPUSHAYEHHSA

Anania DiaSorin JIEMCOH AZeHOoBIpYC — Lie XeMintoMiHECLEHTHUI iIMyHOaHani3 ansa giarHocTuky in vitro (CLIA), npuaHaveHun ons skicHoro
BM3HaYeHHS aHTUreHy afeHoBIpYCy B 3pa3kax kany nognHu. TecT € JONOMIKHUM Ans AiarHOCTUKN FOCTPOro BiPYCHOrO racTpOEHTEPUTY.
BukopucTtaHHa pesynbTaTiB aHanisy B MOE€dHaHHI 3 iHWWMMK KNiHiYHMMKM Ta nabopaTopHMMM AaHMMK Jornomarae fikapro MNPUAHATU
iHOMBIQyanbHi pilleHHs Npo NikyBaHHS NauieHTa. AHani3 HeobXigHO BUKOHYBaTW Ha ciMencTBi aHanisaTopis LIAISON®*.

2. PE3IOME TA NOACHEHHA TECTY

AJEHOBIpYCH MNIOAMHN - Le LUMPOKO PO3MOBCIOMKEHI BipyCH, L0 CKNagaloThCs LWOHaMMeHLWwe 3 57 pi3HMX TUNIB, SKi BUKMMKAOTb LUMPOKUN
CMEeKTp 3axBOPOBaHb NIOAMHMW, BKIOYAO4YM pecnipaTopHi 3axBoptoBaHHs Ta ractpoeHTepuT [1]. CepoTunm ageHoBipyciB knacudikyoTecs B
mexax 7 Bigomux Bugis, A — G [1], ae suam B1, C i E nepeBaxHO BMKNMKatoTb pecnipaTopHi 3axBoptoBaHHs, Buan B, D i E — 3axBoptoBaHHs
ouew, a Bua B2 - iHdekuii HMpok i ceyoBmBigHMX Wwnaxis [2]. Bua F mictute cepotunm 40 i 41, aki € OCHOBHUMMW 30yAHUKaAMW raCTPOEHTEPUTY.
IHWi cepoTunu Bynu BUSIBNEHI y kani piale.

BinblwicTe AiapenHnx 3axBoplOBaHb MalOTb BipyCHE MNOXOMKEHHS. B mpomMmcnoBo poO3BMHYTMX KpaiHax BipYCHUIW racTPOEHTEpUT €
PO3MNOBCIOKEHOK MPUYMHOK 3aXBOPIOBaHb, @ Y BCbOMY CBITi BipYCHUI raCTPOEHTEPUT € MPUYMHOKD KifMIbKOX MINbAOHIB CMepTen Ha pik.
Potasipyc, kaniumsipyc, acTpoBipyc Ta afeHOoBipyC - 4 OCHOBHI BipyCH, LLIO BUKNNKaIOTb BIPYCHI raCTPOEHTEPUTH Y BCbOMY CBITi, NPUYOMY [0
15% Bunagkis giapei cnpuyvHeHi ageHosipycom [3].

AfeHoBipycM MaloTb reHoM, npeacTasneHunii asonaxutorosoro OHK, wo mictutbea B 6€3060noHKOBOMY ikocaegpuyHomy kancuai. Kancug
MicTUTb 240 rekCOHOBMX BinkiB, po3TalloBaHMX Ha MOBEPXHSIX i Kpasix kancuay. MeKCOHOBi BiNKM € OCHOBHMM KOMMOHEHTOM Kancuay i
BiZirpaloTb BaKNMBY Porb B iMyHHIN Bignosigi [2]. Ananis JIEMCOH ApeHoBipyc BUSIBNSiE rpynoBUii peakTUBHUI FEKCOHOBUI aHTUTEH,
CninNbHUIA AN aAeHOBIPYCIB NIOANHU Ta iHWNX XPeBEeTHNX.

3. NIPUHUMN TECTY

Ananis JIEMCOH AneHoBipyc — Lie MoanIKOBaHWIt 2-eTanHWii cenaBiy-aHanis Ans BUSIBMEHHS rPyrnoBOro peakTuBHoOro Binka rekcoHy. B
aHanisi BUKOPUCTOBYETLCA 1 MOHOKIOHAmNbHe aHTUTINO, LLO PO3Mi3HaeE Ta 3B’A3ye FeKCOHOBWMI aHTWreH. [ina aHanisy BMKOPUCTOBYETLCS
100 MKn 3paska, Lo CKNnadaeTbes i3 CyMillli pO3UnHy Anst pO3BeAEHHS 3paska Ta eKCTParoBaHoro 3 kany afeHoOBIPYCHOrO aHTUreHy, sikun
iHKyOYIOTb i3 @aHTUTINOM, KOH'IOroBaHMM i3ontomiHonoMm. Micnsa iHkyGauii 4o peakuiiHOT cyMmiwi odaroTb napamMarHiTHi YaCTUHKK, MOKPUTI
aHTUTINOM, L0 3B’A3y€ aHTUIeH ageHoBIpycy, Ta iHKyOytoTb. icns apyroi iHkyGauii nig Yac umkny NPOMMBKM BUAANAETLCS BECb HE3B'A3aHUI
matepian. MoTiM AoaaloTbCa CTapTepHi peareHTu, i TakMM YMHOM iHOYKYETbCS peakuis cnanaxy xeminmoMiHecueHuii. CeiTnosuin curHan
BUMIPIOETECA (POTONMOMHOXYBa4YeM Yy BiOHOCHMX CBIiTNoBuX oamHuusx (RLU) i € nponopuiiHum KoHUeHTpaLii ageHOBipyCHOro aHTUreHy,
NpUCYTHLOTO B KanibpaTopax, KOHTponsix abo 3paskax.

4. CKNnAQ HABOPY
IHTerpan peareHTiB

MarHiTHi YaCTUHKM MarHiTHi 4acTUHKK, I'I_OKpI/ITi MOHOKITOHaNbHUMM aHTMTiﬂaMM A0 aHTUreHy a,quOBipy_cy, B

24 SORB docatHomy 6Gydpepi, BSA, cypdaktant, 0,1% ProClin™ 300 i 0,05% reHTamiumHy

(2,4 mn) cynbgary.

KoH'toraT MOHOKMOHanbHI aHTUTINaG OO aHTUreHy ageHOBIpYCY, KOH'IOroBaHi 3 NoXigHWM i30MOMiHOMY
CONJ B choccpaTHomy Bydepi, BSA, cypdaktaHT, 0,1% ProClin™ 300 i 0,05% reHtamiuuHy

(23,0 mn) cynbgary.

KinbkicTb TecTiB 100

ProClin € Toprosoto mapkoto LANXESS Corp.

Bci peareHTn noctavaloTbCs rOTOBMMM A0 BUKOPUCTaHHS. [Mopsaok peareHTiB Bigobpakae po3TallyBaHHA KOHTeWHepiB B iHTerpani
peareHTiB.

*( LIAISON® , LIAISON® XL Ta LIAISON® XS)
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[lonaTKoBi KOMMNOHEHTH, WO He BXOAATb A0 iHTerpany peareHTiB

giﬂfﬁ?_lmp1 IHakTMBOBaHMI ageHosipyc, BSA, cypdakrtaHT, 0,1% ProClin™ 300 i 0,05% reHTamiuuHy
S . CAL|1 cynbdaty. BigHoBnTr B 1 Mn auctnnboBaHoi abo AeioHi3oBaHoi Boau.

JliocpinizoBanui

ginaﬁsiTopZ AL IHakTMBOBaHMI adeHoBipyc, BSA, cypdaktaHT, 0,1% ProClin™ 300 i 0,05% reHTamiuuHy

NiodhinizosaHuii cynbdarty. BigHoBuTM B 1 Mn auctunboBaHoi abo AeioHi3oBaHOi Boau.

Eg;i{dﬁmzm BSA, cypdakranT, 0,1% ProClin™ 300 i 0,05% reHtamiumHy cynbdaty. [Micna BigkputTa

apaakis DIL|SPE PO34MH ANs po3BeAeHHs 3paska cTabinbHui npotarom 10 TWKHIB 3@ yMOBM 36epiraHHs npu 2-

8 °C.

1x 105 mn

2 x50 PIPETTOR| | MineTkn ans pigkoro kany

4 x25 LOOP| IHOKynAUiviHI neTni

CraHpapTm3aauisn: KoHueHTpauii kanibpaTopa BigHOCATLCA 40 CTaHA4APTIB BIaCHOIO BUPOOHULTBA.

Heo6xigHi maTepianu, fiki He nocTayalTbCcs 3 HAGOPOM (NOB’sI3aHi 3 cMCTEMOIO)

Ananisatop LIAISON® XL Ananisartop LIAISON® Ananisatop LIAISON® XS

LIAISON® Wash/System Liquid (REF| LIAISON Wash/System Liquid LIAISON® EASY Wash Buffer (REF|

319100) (REF] 319100) 319301)

- - LIAISON® EASY System Liquid
LIAISON® Waste Bags (REF] 450003) (REF] 319302)

LIAISON® XL Waste Bags (REF X0025) | LIAISON® Module (REF]319130) LIAISON® EASY Waste (REF| X0054)

LIAISON® XL Cuvettes (REF X0016) LIAISON® Starter Kit (REF| 319102) a6o | LIAISON® Cuvettes on Tray (REF]

LIAISON® XL Starter Kit (REF| 319200) LIAISON® XL Starter Kit (REF| 319200) X0053)

abo a6o LIAISON® EASY Starter Kit (REF]

LIAISON® XL Easy Starter Kit (REF] LIAISON® EASY Starter Kit (REF| 319300) | 319300)

319300) LIAISON® Cleaning Kit ( 310990) LIAISON® Disposable Tips ( X0055)

LIAISON® XL Disposable Tips ( LIAISON® Light Check 12 ( 319150) | LIAISON® EASY Cleaning Tool (REF

X0015) abo 310996)

LIAISON® Disposable Tips (REF| X0055)

HDopaTkoBi NOTpiOGHI MaTepianu, WO He NocTavyaTbLCA 3 HAGopom
LIAISON® Adenovirus Control Set (REF| 318951)

(REF| X0034)

NIENCOH Habip

Ans ekcTpakuii kany* ILTER
2 x 50 koxeH

MoninponineHoBa npobipka Anst 3MilLyBaHHS, KOHIYHa Npobipka Ta CUHIA KOBMAYOK i3 CUHIM
inbTpoMm i3 nonieTuneHy BUCOKOI wWinbHocTi (HDPE).
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*Bupib He MicTuTb BiccheHon A (BPA), naTtekc abo gi(2-etunrekcun)dpranat (DEHP).

5. NONEPEAXEHHA TA 3ANOBIKHI 3AX0AOU
OnA OIATHOCTUKMU IN VITRO — He ans BHYTPilIHbOro Y1 30BHILUHLOrO 3aCTOCYBaHHA Y NioAen Y TBapuH.
3aranbHa 6e3neka:

Yci 3pasku, GionoriyHi peareHTn Ta MaTepianu, siki BAKOPUCTOBYHOTLCS NS aHarni3y, cnif BBaXaTu NOTEHLIMHO 30aTHNMM NEPEHOCUTM
iH(beKLiMHI areHTn. YHUKanTe KOHTaKTY 3i LWKipot, o4unma abo cnm3oBmmMmu obonoHkamu. [Mig yac TecTyBaHHs AOTPUMYNTECH NpaBun
NPOMMCOBOI Tiri€HN.

He xTe, He nuiATe, He KypiTb | HE BUKOPUCTOBYITE KOCMETUKY B nabopatopii.

He nineTyiite po34mHm poTom.

YHUKanTe npsMOro KOHTaKTy 3 yciMa MOTEHUINHO iH(EKUiMHUMM MaTepianamun, Hagsrawum nabopaTopHui xanar, 3axucT Ans
o4yen/obnnyys Ta 0ogHOPA3oBI pyKaBUYKMA.

[Micnsa 3akiHYeHHSA KOXHOro aHanidy peTenbHO MUNTE PYKW.

YHukaiiTe po3bpuskyBaHHs abo yTBOpEHHs aepo3oniB nig Yac o6pobku, po3BeaeHHst abo nepeHeceHHs 3pa3kiB abo peareHTis. byab-
AKUIA pO3NuB peareHTy cnig 3Hesapasutn 10% posdmHoMm BigbintoBaya (wo Mictutb 0,5% rinoxnoputy HaTpilo) i yTunisyBatun sik
NOTEHUINHO iH(EKLiINMHWNIA.
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e  Biaxogw cnig ytunisyBaTtu BiANOBIOHO 4O YMHHMX NpaBUI i BKa3iBOK YCTAHOB, Mif IOPUCAMKLIEID SIKMX 3HAXoaMTbCs naboparopisi, a
TaKoX NPaBui KOXHOI KpaiHW.
e  He BukopuctoByiite Habip abo MOro KOMNOHEHTU NICNs 3aBEPLUEHHS TEPMiHY NPUAATHOCTI, BKa3aHOro Ha eTUKETL.

IHdopmauis npo xiMiyHy HebGe3neKy Ta TexHiKy 6e3neku: PeareHTn B ubomy Habopi knacudikyoTbca BignosigHo go US
OSHA Hazard Communication Standard; individual US State Right-to-Know laws; Canadian Centre for Occupational Health and
Safety Controlled Products Regulations; i BignosigHnx avpektus €sponencbkoro Coto3dy (mopatkoBy iHdopmauilo AuB. Y
MacnopTi 6e3nekn matepiany).

GHS/CLP:

ProClin™
CAS No.: 55965-84-9
Pearentu: [SORB| [CONJ| [CAL[1] [CAL|2l [DIL|SPE]
Knacudikauis: Skin sensitization, Category 1

Aquatic Chronic, Category 3

CurHanbHe cnoBo: YBara
[MikTorpama:

GHSO07 Exclamation mark

MoBigomneHHs npo Hebeaneky: H317 - Moxe BUMKNMKaTV anepriyHy peakuito LWKipu.

H412 - WkignueniA 4na BOOHWX OpraHiamis 3
[OBroTpMBanMmMm Hacnigkamm

IHdbopmaLis npo 3axoaun 6e3neku: P261 - YHukanTe BAMXaHHS BUMApiB Y1 aepo3onio.

P272 - 3abpyaHeHun pobounin ogar He MOXHa BUHOCUTM
3 pobo4yoro micus.

P273 - YHukaTy noTpannsHHS B HABKOSULLHE
cepefoBuLLE.

P280 - OpsranTte 3axucHi pyKkaBUYKN/3aXMCHUIA
OfAr/3axucT oden/3axmcT obnuyys.

6. MIATOTOBKA IHTEFPANY PEATEHTIB
3BepHITb yBary Ha HacTyMHi BanuBi 3anobixHi 3axoau Npu NOBOOXKEHHI 3 peareHTamu:

6.1 PecycneH3sis MarHiTHUX YaCTUHOK

MarHiTHI YacTMHKM HeobGXigHO MOBHICTIO pecycneHaoyBaTu neped TUM, sk iHTerpan Oyae poawiwieHo B aHanizatopi. LWo6 3abesneunTtu
HaneXHWW CTaH CycneHsii, BUKOHaWTe HaBedeHi HuxYe Aii:
. Mepepn TvM, sk BUAAnNUTM Nnomby, obepTanTe HEBENUKE KONILLATKO Ha Bi4AINEHHI AN MarHiTHUX YaCTUHOK, JOKU KOMip cycneHsii
He CTaHe KOopuyHeBMM. [Ins Kpalworo cycrneHgyBaHHS MarHiTHUX 4YaCTMHOK ObGepexHO Ta akypaTHO noxuTanTe 3 Goky B Oik
(yHuKawTe yTBOpEHHS NiHK). BisyanbHo nepesipTe AHO dhnakoHa 3 MarHiTHUIMKU YaCTUHKaMMK, o6 nepekoHaTUCs, WO BCi MarHiTHi
YaCTUHKW, LLO OCINu, pecycneHaoBaHi.
3a HeobXiAHOCTi MOBTOPIOWTE A0 MOBHOIO pecycrneHayBaHHs MarHiTHUX YaCTUHOK.
e [licnsa 3HATTS NNOMOW peTenbHO NPOTPITh MOBEPXHIO KOXHOI NEPEropoAKU, o0 BMOANNTM 3anuLKK PiaVHU, SKLLO BOHU €.

6.2 CniHIOBaHHA peareHTiB
Ona 3abesneveHHs onTumanbHOi pobOTW iHTerpany cnig yHuWKaTu cniHoBaHHA peareHTiB. LLo6 3anobirtu cniHoBaHHIO, AOTpPUMYMTECS
HaBedEeHMX HUXYe pekoMeHaauin:
e [lepeg BUMKOPWUCTAHHAM iHTerpany BidyanbHO nepeBipTe peareHTU | nepekoHanWTecs Yy BIACYTHOCTI NiHW. AKwo nicns
pecycneHayBaHHSA MarHiTHUX YaCTUHOK yTBOpUacs niHa, NoOMICTiTb iHTerpan y npunag i gante niHi posciatucs. [HTerpan rotosun
00 BUKOPUCTaHHS, KON niHa po3CitoeTbCsA, a IHTerparn 3anuiuaeTbCcsa B aHarnisaTopi Ta MarHiTHi YaCTUHKM Y HbOMY NepemiLlyioTbCs.

6.3 3aBaHTaxeHHS iHTerpany y BiAcik peareHTiB
Ananizatop JNIEACOH
e  [lomicTiTb iHTerpan y BiAcik peareHTiB aHanisaTopa eTUKETKO 3i LUTPUX-KOAO0M BIiBO Ta Aante nomy noctoatn 30 xBunuH nepeg
BUKOPUCTaHHAM. AHanisaTop aBTOMaTU4YHO NnepeMillye Ta NOBHICTIO pecyCrneHaye MarHiTHi YaCTUHKW.
e [loTpumyWTecs BKasiBOK NOCIOHWKa onepaTopa aHanisatopa, Wwob 3aBaHTaXMTK 3pasku Ta po3noyaTy LMK,

AHnanizatop JIIENCOH XL Ta aHanizatop JIENCOH XS

e Ananisatop JIIEMCOH XL Ta ananisatop JIEMCOH XS ocHalyeHi B6yAoBaHUM TBEPAOTIMBHUM MarHiTHUM MPUCTPOEM, SKMIA
Aornomarae poscitoBaTu MiKpOYaCTUHKM Nepez, PO3MILLEHHSAM iHTerpany peareHTiB y BiCIK ANa peareHTiB aHanizatopa. [1ns oTpuMaHHs
00AaTKoBOI iHGbopMaLii 3BepHiTLCS 40 NocibHMKa onepaTopa aHanisatopa.

a. BctaBTe iHTerpan peareHTiB y creuianbHUi CnorT.
b. 3anuwTe iHTerpan peareHTiB y TBEpAOTINIbHOMY MarHiTHOMY NpuUCTpoi NnpuHanmHi Ha 30 cekyHA (4O KinbKox xBunuH). 3a
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notpebu NoBTOPITh.
e [omicTiTb iHTerpan B BIACIK peareHTiB aHanizatopa eTMKeTKOK BMiBO Ta AavWTe MOMYy NocToaATu 15 XBMNUH nepen BMKOPUCTAHHAM.
AHanizaTop aBToMaTUYHO Nepemillye Ta NOBHICTIO PeCyCneHaye MarHiTHi YaCTUHKU.

o [loTpumyiiTecs BKa3iBOK NOCiGHMKa onepaTopa aHanisaTopa, LWo6 3aBaHTaXXUTH 3pasku Ta PO3NnoYaTit LK.

7. 3BEPIFAHHSA TA CTABINBbHICTb IHTEFPAINY PEAFEHTIB

Micns oTpMmaHHs iHTerpan peareHTiB He0OXigHO 36epiraTv y BepTukanbHOMY NOMOXEHHI, LWO6 NonerwmTn NOBTOPHE CyCcrneHayBaHHs
MarHiTHMX YacTUHOK. FAKLLO iHTerpan peareHTiB 36epiraeTbCsi 3ane4aTaHnMm, BiH 3anuwaeTbes cTabinbHMM npu 2-8°C A0 3akiHYeHHs!
TepMiHy npuaaTtHocTi. He 3amopoxyBaTu. IHTerpan peareHTiB He MOXHa BUKOPUCTOBYBATK MiCnsi 3aKiHYeHHSA TepMiHy NpuaaTHOCTI,
3a3Ha4YeHoro Ha eTukeTKax Habopy Ta iTerpany peareHTiB. [licns 3HATTA NNom6 iHTerpan peareHTiB MOXHa NOBEPHYTU B KOPOOKY 3
Habopowm i 36epiratn y BepTUKarnbHOMY NoroxeHHi npu 2-8°C abo 36epiratv Ha 6opTy aHanizaTopa. [pu HanexHomy 36epiraHHi
iHTerpanu 3anuwarTbcs cTabinbHUMK NPOTSroM 8 TUXHIB. [HcpopMauis Wwopo iHTepBanis kanibpyBaHHa HaBeaeHa B Po3gini 11.

8. 36IP TA NIAFOTOBKA 3PA3KIB

306epiTb 3pa3ku kany B YNCTUI repMeTUYHUA kKoHTelHep 6e3 koHcepBaHTIB. 3pasku cnig 36epiratv npu Temnepatypi 2-8°C i gocnigxysaTtu
sIKomMora LwBuaLle nicna oTpUMaHHs, NpoTe TakoX AonyckaeTbes 36epiraHHs npu TemnepaTypi 2-8°C go 48 roauH. SAkwo aHania 3paskis He
O6yne npoBoauTucs npoTsaroM 48 roguH, ix cnig 36epirat B 3aMOpPOXEHOMY CTaHi npu TemnepaTypi -20°C abo Huxuin Bigpasy nicns
oTpumaHHs. [lanTe 3paskam kany nporpitTuca Ao KiMHaTHOI TemrnepaTypy Ta sSikomora peTenbHille nepemilante nepes BUKOPUCTAHHSIM.
YHuKaTe NOBTOPHUX LIMKMIB 3aMOPOXYBaHHSA/PO3MOPOXKYBaHHS.

9. 3BEPIFAHHA EKCTPATOBAHUX 3PA3KIB

EkcTpakTu 3paskis kany ctabinbHi NpoTsarom 8 roamH npu KiMHaTHin Temnepartypi (18-25°C), 72 roaumH npu 2-8°C abo 12 TuxHie npu -20°C.
3aMopoXKeHi ekCTpakTu kany cTabinbHi NPOTArom 2 UMKNIB 3aMOPOXKYBaHHS-PO3MOPOXKYBaHHS.

Mepen TpuBanum 36epiraHHaM y XonoaunbHWKY, abo MOPO3unbHi kamepi, abo NPOTAroM TPaHCMOPTYBaHHSA €KCTPaKT HEOOXiAHO OYMCTUTK
BiJ BUOMMMX 3aNULLKIB, LLO MOXYTb OYyTU NPUCYTHIMK Y BUMMNSAAI ocagy Ha OHi KOHIYHOT NpoGipku. MepeHeciTb ekcTpakT B iHWY npobipky Ans
3paskiB, He 3MillyouM ocad Ha OHi KOHIYHOT NPOBIPKM 3 eKCTPaKTOM.

10. KAJNIBPATOPU 1i 2

Kani6patopn JIIEMCOH ApneHosipyc noctaualoTbes B niodinisoBaHoMmy Burnsgi. BigHosiTe koxeH cnakoH 1,0 Mn AucTMnboBaHoi abo
AeioHizoBaHoi Boau. [lante npobipkam NocToaTv 5 XBUMNMH Npu KiMHATHIA TeMnepaTypi ANst pO34YMHEHHS. PeTenbHOo nepemilante, obepexHo
nepesepTaryun, NpoTarom LoHanmeHwe 10 xBunuH, wob 3abesneynTn NoBHe BigHOBMNEHHs. [NepeHeciTb MiHiMym 600 Mkn (NOTpiviHe
KanibpyBaHHs) B cknsiHy abo nnacTukoBy NpobipKy Ans 3paskis. MpukpiniTe 40 Npo6ipkM BIANOBIAHY €TUKETKY 3i LUTPUX-KOAOM, MOMICTiTh ii B
LWTaTUB BIQNOBIQHOrO PO3MIipy i 3aBaHTaxTe B aHanisatop. BigkanibpymTte aHani3, sik onucaHo B NocCiGHWKY kopucTyBada. Kanibpatopu
NIENCOH ApneHogipyc cTabinbHi npoTsrom 6 roguH npy 36epiraHHi npu KiMHaTHiN Temnepatypi (18-25°C).

Homep naprii kanibpatopa Ta iHTerpany peareHTiB € cneundivyHnm onsa naptii. He BukopuctoBynte B aHanisi kanibpaTtopu, Wo npu3aHadeHi
ONS peareHTiB iHWNX NapTin.

Ananizatop LIAISON®:
MepectaBTe Npobipky B wrtatnB «A» aHanizatopa LIAISON® wwTpux-ko4OM Ha30BHI Ta MOMICTITb LUTATUB y 30HYy 3paskiB aHanisatopa
LIAISON®.

Ananizatop LIAISON® XL Ta aHanisatop LIAISON® XS:
MepectaBTe Npobipky B wTatme «A» aHanizatopa LIAISON® XL abo aHanizatopa LIAISON® XS wTprx-kogoM Ha30BHi, Ta NOMICTITb LUTATMB
y 30Hy 3pa3skiB aHanizatopa LIAISON® XL abo LIAISON® XS.

11. KANIBPYBAHHA
IHavBioyanbHi iHTerpanu pearenTis JIIEMCOH ApeHoBipyc MicTsiTh crieumdidHy iHdopMaLiio Ans KanibpyBaHHS KOHKPETHOI napTii
iHTerpanis peareHTiB.
MoBTOpHEe KanibpyBaHHA HEOOXiIAHO NPOBECTY:
e [lpu BUKOpPUCTaHHI HOBOI NapTii peareHTiB (iHTerpany peareHTiB abo CTapTepHMX peareHTiB).
. KoxHi 28 gHis, skwo 30epiraHHA BigbyBanocs BignoBigHo Ao iHCTpyKuin y Po3aini 7.
e  [licnsa KOXHOro TEXHIYHOro 0OCnyroByBaHHS aHanisaTopa.
e  PesynbTaTy KOHTPOMIO AKOCTi NexaTb no3a AonyCTUMUM [ianas3oHoM.

12. NIArOTOBKA 3PA3KA 5
MiprotoBka 3paska 3a gonomoroto Habopy JIIEMCOH Hab6ip ana ekctpakuii kany: .
1. [Hogante 1,0 mn Pota/AgeHo po3unHHUKa ons 3paskiB y npobipky Ansa 3miwysaHHA 3 Habopy JIIEMCOH Habip ans ekctpakuii
Kany.
2. NigroToBska kany: Alkomora peTenbHille nepemiwante kan nepes Biabopom 3paska.

a. Pidkuli abo Haniemeepduli kas1: BukopuncToBytouM ogHOpPa3oByY NiNeTKy Ans pigkoro kany, BigMmipsinTe 20 MKN KanoBux Mac 4o
nepLUoi MiTKM NINETKM, SK MOKA3aHO Ha CXEMi HUXYe, | NepeHeciTb AaHui 06'eM 3paska y Npobipky Ans 3amilyBaHHs 3 Habopy ans
eKCcTpakuii kany TNIENCOH, wo BXe MicTUTb PO3YMHHUK ANd 3pa3ka. 3a HeobXigHOCTI MPOMUITE MINETKY CyMILLLLIO CyCneHsii kany
Kinbka pasis, Wo6b 3abe3neunTn skoMmora BinbLl NOBHE NepeHeceHHst 3pa3ka 3 NineTku 4ns pigkoro kany Ao npobipku.
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b. TBepaun kan: 3a QONOMOrow iHOKYNAUINHOI NETNi BHECiTb 3pa3oK Kany AiameTpoM, LU0 OOPIBHIOE AiameTpy rOnoBkM neTi,
BiANOBIAHO [0 HABEAEHMX HXKYE CXEM, Y NPoBipKy Ans 3MillyBaHHS, WO MIiCTUTb PoTa/AOeHO pO3UMHHMK Ans 3pa3skiB NIENCOH.
TBepaun 3pa3ok kany Ha neTni cnig Aobpe nepemiat 3 PpO34YMHHUKOM Ans 3paska, LWob nepekoHaTucs, Wo Becb BionorivyHmmn
marepian 6yB 3MUTUIA 3 NeTNi B NPOBipKy ANS 3MilLyBaHHS.

Bupa 3Bepxy 6e3 bionoriuHoro 3paska

Bwup 360Ky 3 GionoridHnM 3paskom

LLlinbHO HakpyTiTh KOHIYHY NPOBipKy 3 hinbTPOM Ha NPobipKy Anst 3MiLLyBaHHS.

IHTEHCMBHO NepeMilyiiTe Ha BopTekci NpoTaroM 20 cekyHa, LWo6 3pa3ok peTenibHO nepeMillaBcs.

LleHTpudpyryite npobipky B ueHTpudysi 3i wsugkictio = 2000 x g* npoTtarom 5 XBuUnNuMH Npu TemnepaTypi HaBKOMULIHLOrO

cepefoBuLLa, NpuU LbOMY KOHIYHUI KiHeub npobipku cnpsamoBaHuii BHU3.

6. BigkpyTiTb NpoGipKy ANs 3MilLyBaHHSA Ta CUHIN hiNbTp | BUKMHBLTE iX y BiANOBIAHWI KOHTENHEP Ans GionoriyHo HebeaneyHnx Biaxoais.
OrnsaHbTe piakuiA cynepHaTaHT Y KOHIYHIA NpobipLi, cynepHaTaHT kany Moxe 6yTu KanamyTHUM, ane He NOBMHEH MICTUTW BUAMMUX
3anuwkis abo 6ynbballok.

7. MomicTiTb KOHiYHY NpoBipky B LWITaTUB Ans 3paskiB Tuny «S» aHanizatopa LIAISON® abo B wratuB Ans 3paskiB Tuny «H» 3
apantepom aHanisatopa LIAISON® XL uu LIAISON® XS. 3aBaHTaxTe WTaTUB B aHanisatop A8 TeCTyBaHHSI.

8. Ouuncrtitb pobouy 30Hy 10% posunHom Bigbintosaya (0,5% rinoxnopuTy HaTpito).

ok w

Cxemu, Lo iNCTPYOTL NPOLEAYPY NiArOTOBKM Kany 3a gonomororo Habopy JIIEMCOH Habip ans ekcTpakuii kany, HaBedeHi B KiHLj AaHoi
iHCTPYKLUiT.

*g = (1118 x 10°8)(radius in cm)(rpm)?

13. NPOLIEAYPA AHANI3Y

[insa 3a6e3neyveHHs HanexXHoro NPoBeAEHHs aHanidy HeobxigHO CyBOPO AOTPMMYBATUCS IHCTPYKLINA, ONMCaHUX B NOCIGHUKY KOpUCTyBaya.
AHanizatop LIAISON®:

KoxeH napameTtp TecTy igeHTMdIKYETbCA 3a OOMOMOrOK LUTPUX-KOQ4Y Ha €TUKEeTUi iHTerpany peareHTiB. AKWO LTPUX-KOA €TUKETKN He
34YNTYETLCA aHani3aTopoMm, iHTerpan BMKOPWCTOBYBATU He MOXHa. He BukupalnTe iHTerpan peareHTiB; 3BEPHITbCS OO0 MiCLEeBOi Cryxou
TexHi4YHOoI nigTpumku DiaSorin Ana oTpumMaHHs iIHCTPYKLIA.

Ananizatop LIAISON® XL LIAISON® XS: KoxeH napameTp TecTy igeHTUMIKyeTbCA 3a AOMOMOrok iHdopmadii, 3akogoBaHoi B
TpaHcnoHAepi pagioyacToTHOI igeHTudikauii iHTerpany peareHTiB (RFID Tag). Akwo RFID Tag He 34nTyeTbCcsA aHanisaTopom, iHTerpan
BMKOPWUCTOBYBATN He MOXHa. He BukmganTe iHTerpan peareHTiB; 3BepHiTbCA A0 MicueBoOi Crybu TexHiyHoi nigTpumkm DiaSorin ans
OTPUMAHHS IHCTPYKLN.

IMig yac npoBeaeHHs1 aHani3y BUKOHYIOTLCS HAcTyMNHi onepakii:

[osyBaHHA kanibpaTtopis, KOHTPOMiB abo 3pa3kiB B peakuiiHuiA Moaynb.
[o3yBaHHA KOH'toraTy B peakuifiH1uin Mmoayrnb.

IHkyOauis.

[lo3yBaHHA NOKPUTUX @HTUTiNIAMN MarHiTHUX YaCTUHOK B peakuinH1iA Mogynb.
IHkyOaUis.

Linkn npommekm piguHoto Wash/System Liquid.

[lo3yBaHHA CTapTOBUX peareHTiB Ta BUMIpOBaHHS CBIiTNA, LLO BUMNPOMIHIOETHCS.

NoohkwN =

Ha pesynbtat iMmyHObEepMEHTHOro aHarmnisy MOXyTb BNnvBaTW KONMUBaHHSA TemnepaTypu. KopucTyBayi MOBWMHHI BpaxoByBaTu 3MiHW
nabopaTopHUX YMOB; MOXe ByTu NoTpibHe Binbl YacTe NpoBeAeHHS NPOLEAYPU KOHTPOIIO SIKOCTi Ta MOBTOPHOIO KanibpyBaHHs.

14. KOHTPOJ1b AKOCTI

KoHTpomnb SKOCTi pekomMeHAyeTbCA NPOBOAMTM OAMH pa3 Ha [eHb BUKOPUCTaHHS, abo 3rigHO 3 iHCTPYKUiISIMU YA BMMOrammn MicLEeBMX
HOPMaTUBHMX akKTiB Ta akpeaMToBaHUX opraHisauin. KopuctyBady pekoMmeHayeTbes 3sepHyTUcs Ao CLSI C24-A3[4] i 42 CFR 493.1256 (c)
W06 3HANTU BKA3iBKM LLLOAO HANEXHOI NPaKTUKM KOHTPOIH SIKOCTI.

Habip koHTponis LIAISONe Adenovirus Control Set ( 318951) npusHayeHuii Ana MOHITOPUHrY 360iB y poGoTi peareHTiB. KoHTponi
LIAISON® cnig BMKOPMCTOBYBaTV B OQHOMY €K3EMMNSAPI A5t MOHITOPUHIY pe3ynbTaTiB aHaniay. fKLWO KOHTPOSbHI 3HaYEHHS 3Hax0aATLCS B
MeXax OdiKyBaHWX [ianasoHiB, 3a3HayeHuX y cepTudikaTti aHanisy, aHania € OiINCHUM. FAKLWO KOHTPOSbHI 3Ha4YeHHs BUXOAATb 3a MeXi
O4iKyBaHMX Aiana3oHiB, He0OXigHO MPOBECTU NOBTOPHE KanibpyBaHHS, NiCns YOro MOBTOPHO NPOTECTYBATU KOHTPOSIbHI MaTepianu Ta 3pasku.
Pe3ynbTaty nauieHta € AiNCHUMM TiNbKn TOAi, KOMW KOHTPOSbHI pe3ynbTaTh 3HaxXoOATbCSA B MeXax O4iKyBaHMX Aiana3oHiB.

[Mepen BUKOPUCTAHHAM iHLIMX KOHTPONIB CRif OUiHUTK iX HA CYMiCHICTb i3 UM aHanisoM. Cnig BCTaHOBMTW BiANOBIAHI Aiana3oHun 3HavYeHb
0N BUKOPUCTOBYBAHMX MaTepianiB s KOHTPOSO SKOCTI.

[iana3oH KOHLEeHTpaLii KOXHOro KOHTPOIIO Bka3aHo B cepTudikaTi aHanisy, BiH Bkasye Mexi, BcTaHoBneHi DiaSorin ons 3HayeHb KOHTpPOniB,
AKi MOXKHa OTpUMaTK B HaAiHUX NOCTaHOBKax aHanisiB.
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15. IHTEPNPETALIA PE3YINbTATIB
AHanizaTop aBTOMaTU4YHO PO3PAXOBYE PiBHI aHTUreHy afeHOBIPYCY, BUPAXEHi B 3HAYEHHSIX iHAEKCY, i knacudikye pesynbtatv. Ong 6inbl
neTarnbHoi iHopMalLii 3BepHITbCst 40 NOCiBHUKa KopucTyBava.

Moporose 3HauyeHHs (cut-off) ans awanisy JIEMCOH ApeHosipyc 6yno BM3HAY4eHO Ha OCHOBI pe3ynbTaTiB TeCTyBaHHS 3paskis, siki
npeacTaBnanu NoNynsAuii NauieHTiB 3 HeraTMBHMMM Ta NO3UTUBHUMU pe3ynbTaTamy Ha aeHOBIpYC.

3pasku TecTysanu napanensHo, BUKOPUCTOBYIOUM KOMEPLIINHI TecT-cuctemu Ta TecT-cuctemun NNIEVICOH AneHosipyc.

BusHayeHo, wo noporose 3HaueHHs cut-off, sike po3pisHae HasaBHICTb Ta BiACYTHICTb ageHoBIpyCy, Mae 3HaveHHst iHgekcy 1,0.

MonepepxeHHs. fAKwo pe3ynbTaTr aHanily Bigo6paxae «invalid RLU» Ta 3Hak oknuky (!), oTpuMaHui pe3ynbTaT NeXuTb HUXKYe
Apiana3oHy BUMiplOBaHHA. 3pa3ok HeoGXiAHO nMpoTecTyBaTU NOBTOPHO. fKLWIO Micnsi MOBTOPHOrO TecTyBaHHA 3pa3ka Bce Llie
Bigo6paxaeTbcA «invalid RLU», 3atenecdoHyiTe B cnyx6y TexHiuHoi niatpumkm DiaSorin.

IHTepnipeTauis pesynbTaTiB NaLieHTIB:

IHOekc PesynbTar IHTepnpeTauis

<0,90 HeratvsHuin Bka3sye Ha BigCyTHICTb aHTUreHy afeHoBipycy (abo piBeHb aJeHOBIpYCY HMXYE TOrO, KU
MoXe ByTu BUSBNEHWI 3a JOMOMOrOK TECT-CUCTEMM)

0,90-1,10 CyMHiBHUNI [ns niaTBepa)XeHHs N0YaTKOBOro pe3ynbTaTy CYMHIBHI 3pa3ku cnig npoTecTyBaTtu

NOBTOPHO, MPUrOTYBaBLUW NPU LiIbOMY HOBUIA EKCTPAKT 3 BUXIAHOrO 3paska kKany.
3pa3sku, ski € noantTueHMMM (= 1,10) Nnpy NOBTOPHOMY TECTYBaHHI, Crig BBaXaTtu
NO3UTUBHUMM.

3pasku, ki € HeratusHUMK (< 0,90) Npy NOBTOPHOMY TECTYBaHHI, Cnig BBaXaTu
HeraTVBHUMM.

[ns 3pa3kiB, pe3ynbTaT AKMX CYMHIBHi Npy NOBTOPHOMY TeCTyBaHHi, cnig
BigibpaTy i npoTecTyBaT HOBUI 3pPa3ok.

21,10 Mo3nTnBHUN Bkasye Ha HasiBHICTb aHTUreHy afgeHoBipycy.

16. OBMEXEHHA NPOLEQYPU

1. PesynbTatu aHanisy gonomaraioTb fikaplo Yy NPURHATTI iHAMBIQyanbHUX pilleHb MpO MiKyBaHHA nauieHTa, ane ix cnig
BMKOPUCTOBYBATU B NOEAHAHHI 3 iHLUMMU KNiHIYHUMKW Ta nabopaToOpHUMU AaHUMMU.

2. [ns oTpyMaHHs HadiiHUx pe3ynbTaTiB HeobXiaHe BMine 3acTocyBaHHS METOAVKM | CyBOpe AOTPUMAHHS iHCTPYKLN.

3. IHTerpanu He moxHa obMiHIOBaTM M aHanizatopamu pisHux Tunis (LIAISON®, LIAISON® XL i LIAISON® XS). Micnsa Toro, sk
iHTerpan 6yB BCTAHOBMNEHWUI B aHanisaTop NEBHOro TUMy, MOro NoTpibHO BUKOPUCTOBYBATM Ha LibOMY aHarnizaTopi 40 TUX nip, MOKK
BiH He Byae BMYepnaHui.

4. BHacnigok npobnem 3 BiACTEXYBaHICTIO, L0 BUHMKAIOTb BHACMIAOK BULLEBKA3aHOro, NMOPIBHAHHS pe3ynbTaTiB nauieHTa He MOXHa
pobuTtun, 6asyoumnch Ha pesynbTaTax, OTPMMaHUX Ha aHanisatopax pisHoro Tvny. AHanian HeobxiaHO BUKOHYBaTW Ha aHanisaTopax
opnHoro koHkpeTHoro Tuny (LIAISON®, LIAISON® XL a6o LIAISON® XS).

17. OYIKYBAHI 3HAYEHHA

Ananis NNIEMCOH ApneHoBipyc BUSIBMSIE HASBHICTb MPYNOBOro PeakTUBHOIO reKCOHOBOrO aHTUreHy. YacTtoTa nosuTUBHUX pesyrnbTaTis
MOXe 3MiHIOBaTMCA 3anexHo Bif BiKy NauieHTiB, reorpadiyHoro posraluyBaHHsl, MmeTody 36opy Ta o6pobku 3paska, Ta TecTy, Lo
BMKOPUCTOBYETLCS ANs iarHOCTUKW; TOMY KOXHa NlabopaTopisi NOBUHHA BU3HAYUTU OMiKyBaHi 3HAaYEHHs ANs1 KOXKHOT nonynsiwii.

18. CMEUN®IYHI TEXHIYHI XAPAKTEPUCTUKU
18.1 MeToa nopiBHAHHA:

3aranom 188 3paskis kany 6yno NpoTectoeaHo 3a Jonomorow aHaniay JIEMCOH AgeHosipyc Ta iHLIOMO KOMepUiiiHOro aHaniay ans
BM3Ha4YeHHs afeHoBipycy. Pe3ynbTatu 3BefieHi B Tabnuusax HuxKYe.

MopiBHANBHWI aHani3 Ha BU3Ha4YeHHs AEHOBIpyCYy
TNIIENCOH ApeHogipyc Mo3nTmBHiI CyMHiBHI HeratuBHi Bcboro
Mo3nTuBHI 41 0 0 41
CyMHiBHI 0 0 0 0
HeraTuBHi 1 0 146 147
Bcboro 42 0 146 188
[Mo3nTnBHa y3rogXeHicTb= (41/42) 97,6% 95% CI (87,7% - 99,4%)
HeraTtunsHa y3rogxeHicTb= (146/146) 100% 95% CI (97,5%- 100%)
3aranbHa y3roaXeHicTb= (187/188) 99,5% 95% CI (97,1% - 99,9%)
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18.2 MpeuunsinHicTb:

Aunanizatop LIAISON®: 2 naGopu koHTpoOrmiB Ta 6 3paskiB 3 aHTUreHOM aAeHOBIPYCY Ha OCHOBI Gydepy Bynu miaroTosrnewi Ta
npoaHanisoBaHi B DiaSorin Inc. TecTyBaHHs NpoBOAMIOCS OBidi HA AeHb Yy ABOX NaparnenbHUX BU3HAYEHHSIX NpoTArom 12 poboumnx
OHiB Ha 1 aHanisatopi LIAISON® 3a yuyacTio 2 onepaTtopis, ski BUKOpMCTOBYBanu 1 mapTilo peareHTiB Ons BU3HAYEHHS
NoBTOPIOBAHOCTI Ta BiaTBOpPIOBaHOCTI TecTy JNIIEMCOH: AgeHosipyc. Bynu ninroTosneHi 3paskn HaCTYMHNUX PiBHIB: 2 HeraTueHi, 1 Ha
piBHi cutoff, Ta 3 noanTueHi. TecTyBaHHsA npoBoannu BignosigHo o CLSI EP5-A2 [5].

lMoBTOpPIOBaHICTH

3pasok Heratnenuun | MNo3antneHun
KOHTpOIb KOHTpOIb 1 2 3 4 5 6
KinbkicTb BM3Ha4YeHb 48 48 48 48 48 48 48 48
CepegHe (IHOekc) 0,03 4,72 0,34 0,75 0,96 1,24 4,70 15,67
CraHgapTHe BigxuneHHs (IHgekc) 0,00 0,06 0,01 0,01 0,02 0,03 0,09 0,23
KoegiuieHT Bapiauii (% CV) 9,49 1,34 1,97 1,97 2,00 2,21 1,82 1,48
BigTBoploBaHicTb
3pasok Heratushuin | Mo3antusHuii
KoHTponb KOHTpOIb 1 2 3 4 5 6
KinbkicTb BM3Ha4YeHb 48 48 48 48 48 48 48 48
CepeaHe (IHgekc) 0,03 4,72 0,34 0,75 0,96 1,24 4,70 15,67
CtangapTHe BigxuneHHs (IHOekc) 0,00 0,12 0,01 0,03 0,03 0,04 0,19 0,48
KoediuieHT Bapiauii (% CV) 9,49 2,58 4,02 4,18 3,62 3,60 4,02 3,05

AnanizaTop LIAISON® XL: 2 HaGopu koHTponie Ta 6 3paskie 3 aHTMreHOM afeHoBIpycy Ha ocHoBi Bydepy Gynu migroTosseHi Ta
npoaHanisoBaHi B DiaSorin Inc. TecTyBaHHs MPOBOAMNOCS ABidi HA AeHb Yy ABOX NapanenbHUX BU3HAYEHHSIX NPOTAroM 12 pobounx
OHiB Ha 1 ananizaTopi LIAISON® XL 3a yyacTio 2 onepaTtopis, siKi BUKOPUCTOBYBanu 1 MnapTilo peareHTiB AN BU3HAYEHHS
MOBTOPIOBAHOCTI Ta BiATBOptoBaHocTi TecTy JIEMCOH: AneHosipyc. Bynu niarotoBneri 3paskyt HACTYMHUX PiBHIB: 2 HeraTuBHi, 1 Ha
piBHi cutoff, Ta 3 noanTueHi. TecTyBaHHsa npoBoannu BignosiaHo 4o CLSI EP5-A2 [5].

MoBTOpIOBaHICTL

3pasok Heratushuin | Mo3antusHuii
KOHTpOIb KOHTPOJIb 1 2 3 4 5 6
KinbkicTb BU3Ha4YeHb 48 48 48 48 48 48 48 48
CepegHe (IHaekc) 0,04 4,54 0,33 0,73 0,93 1,20 4,51 | 14,96
CtangapTHe BigxuneHHs (IHOekc) 0,01 0,09 0,01 0,01 0,02 0,02 0,05 0,24
KoediuieHT Bapiauii (% CV) 14,38 1,88 1,72 1,43 1,64 1,66 1,17 1,59
BiaTBoploBaHicTb
3pasok HeratneHun | MNo3antneHun
KOHTpOIb KOHTPOJIb 1 2 3 4 5 6
KinbkiCTb BU3Ha4Y€Hb 48 48 48 48 48 48 48 48
CepegHe (index) 0,04 4,54 0,33 0,73 0,93 1,20 451 | 14,96
CtangapTHe BigxuneHHs (index) 0,01 0,32 0,02 0,05 0,07 0,10 0,31 0,90
KoediuieHT Bapiauii (% CV) 24,03 7,11 7,36 6,87 7,99 8,18 6,82 6,00

AnanizaTtop JIEMCOH® XS: 2 Habopw koHTPOniB Ta 6 3paskie 3 aHTUreHOM afieHoBIpyCy Ha ocHoBI Bydepy Bynu nigroTosneHi Ta
npoaHanisoaHi B DiaSorin Inc. TecTyBaHHA NPOBOAMIIOCA OOUH pa3 Ha AeHb B 6 napanenbHUX BU3HAYEHHAX NPOTAroM 5 pobounx
[HiB Ha 3 awnanizatopax LIAISON® XS, sukopuctosytoun 1 naprtito pearentis JIEMCOH ApeHosipyc. TecTyBaHHS NpOBOAMMIOCS
BignosigHo go CLSI EP15-A3 [6].

3pasok Cepeare HOCTan'\g?(;(zﬁanby Beoro

(IHaexc) SD %CV SD %CV

HeraTtnBHUM KOHTPOMb 0,086 0,004 4,9% 0,004 5,0%
[03NTUBHUI KOHTPONb 4,812 0,063 1,3% 0,119 2,5%
1 0,804 0,014 1,7% 0,021 2,6%

2 0,999 0,017 1,7% 0,027 2,7%

3 1,130 0,021 1,9% 0,030 2,6%

4 10,776 0,173 1,6% 0,293 2,7%

5 14,228 0,244 1,7% 0,449 3,2%

6 0.480 0.009 1.9% 0.017 3.6%
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18.3 InTepdhepeHUin: KOHTPOMNbOBaHI AOCHIAXEHHA MOTEHUINHO iHTepdepyoyYnx PeyvoBUH, AOAAHUX Y HU3bKOMO3UTMBHI Ta
BMCOKOHEraTUBHI Ha afjleHOBIPYC 3pa3ku Karny, He nokasanu >XOOHOro BNiMBY Ha KOHUeHTpauii B aHanisi JIIEMCOH ApeHosipyc ans

KOXXHOI PEYOBUHM, NEPeniveHOT HMKYe.

18.4 NepexpecHi peakuii

TecTtoBaHa
PeyoBunHa .
KOHLeHTpaLis
[emornobiH 3,2 mr/mn
LlineHa kpos 25%
Bini KpoB'aHI KMiTUHW 5%
Cynbdart bapito 5,0 mr/mn
CrteapuHoBa kucnoTta 2,65 mr/mn
ManbmiTMHOBA KMcnoTa 1,3 mr/mn
MyuwnH 3,33 mr/mn
MeTpoHigason 12,5 mr/mn
BaHkomiumHy rigpoxnopug 2,5 mr/mn
Imodium AD® 6,67x103 mr/mn
BicmyTy cybcaniuunat 0,87 mr/mn
Pepto Bismol® 0,87 mr/mn
Prilosec® 0,5 mr/mn
Gas-X® 0,625 mr/mn
Tums® 0,5 mr/mn
Tagamet 0,5 mr/mn
Maalox® 4,2 mr/mn

Cneuudivnicte Tecty JIEMICOH ApeHoBipyc BU3HaYanacs LUMSXOM TECTyBaHHS MIKpOOPraHisMiB, HaBeAEHWX B TabruLi HUXYe.
HW3bKkoNO3nTMBHI Ta BWCOKOHEraTWBHI aOeHOBIPYCHI 3pas3ku kany Oynu 3acisiHi KOXHMM MikpoopraHiaMoM i MpOTecToBaHi 3a
nonomoroto Tecty JIEMCOH Agenosipyc. »KofeH 3 opraHiami He BNSIMHYB Ha NO3UTMBHI abo HeraTuBHI pe3ynbTaTh TECTy.

MikpoopraHiam

KoHu. y 3pa3ky

MikpoopraHiam

KoHu. y 3pa3ky

Acinetobacter Iwoffi

1.2 x 108 KYO/mn

Salmonella Group A

1.2 x 108 KYO/mn

Aeromonas hydrophila

1.2 x 108 KYO/mn

Salmonella Group B

1.2 x 108 KYO/mn

Campylobacter coli 1.2 x 108 KYO/mn Salmonella Group C 1.2 x 108 KYO/mn
Campylobacter fetus 1.2 x 108 KYO/mn Salmonella Group D 1.2 x 108 KYO/mn
Campylobacter jejuni 1.2 x 108 KYO/mn Salmonella Group E 1.2 x 108 KYO/mn

Candida albicans

1.2 x 108 KYO/mn

Serratia liquefaciens

1.2 x 108 KYO/mn

Citrobacter freundii 1.2 x 108 KYO/mn Serratia marcescens 1.2 x 108 KYO/mn
Clostridium difficile 1.2 x 108 KYO/mn Shigella boydii 1.2 x 108 KYO/mn
Clostridium perfringens Type A | 4 5, 108 KyO/mn Shigella flexneri 1.2 x 108 KYO/mn

Clostridium perfringens Type B

1.2 x 108 KYO/mn

Shigella sonnei

1.2 x 108 KYO/mn

Clostridium perfringens Type D

1.2 x 108 KYO/mn

Staphylococcus aureus

1.2 x 108 KYO/mn

Clostridium perfringens Type E

1.2 x 108 KYO/mn

Staphylococcus aureus
(Cowans)

1.2 x 108 KYO/mn

Clostridium sordellii

1.2 x 108 KYO/mn

Staphylococcus epidermidis

1.2 x 108 KYO/mn

Clostridium sporogenes

1.2 x 108 KYO/mn

Streptococcus agalactiae

1.2 x 108 KYO/mn

Enterobacter aerogenes

1.2 x 108 KYO/mn

Streptococcus dysgalactiae

1.2 x 108 KYO/mn

Enterobacter cloacae

1.2 x 108 KYO/mn

Streptococcus uberis

1.2 x 108 KYO/mn

Enterococcus faecalis

1.2 x 108 KYO/mn

Veillonella parvula

1.2 x 108 KYO/mn

Enterococcus faecium

1.2 x 108 KYO/mn

Yersinia enterocolitica

1.2 x 108 KYO/mn

Escherichia coli

1.2 x 108 KYO/mn

Chlamydia trachomatis

1 x 1037® TCIDso/Mn

Escherichia fergusonii

1.2 x 108 KYO/mn

Coxsackievirus A9

1 x 10534 TCIDso/Mn
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Escherichia hermannii

1.2 x 108 KYO/mn

Coxsackievirus B3

1 x 10470 TCIDso/Mn1

Helicobacter pylori

1.2 x 108 KYO/mn

Coxsackievirus B4

1 x 10868 TCIDso/Mn

Klebsiella pneumoniae

1.2 x 108 KYO/mn

Coronavirus

1 x 10*® TCIDso/Mn

Lactobacillus leichmannii

1.2 x 108 KYO/mn

Cytomegalovirus

1 x 10534 TCIDso/Mn

Lactococcus lactis

1.2 x 108 KYO/mn

Echovirus 30

1 x 10893 TCIDso/Mn

Listeria innocua

1.2 x 108 KYO/mn

Influenza B

1 x 10*® TCIDso/Mn

Listeria monocytogenes

1.2 x 108 KYO/mn

Measles

1 x 10568 TCIDso/Mn

Morganella morganii

1.2 x 108 KYO/mn

Norovirus Group |

1 x 10462 TCIDso/Mn

Peptostreptococcus s .
anaerobius 1.2 x 10° KYO/mn Norovirus Group Il 1 x 10415 TCIDso/Mn
Plesiomonas shigelloides 1.2 x 108 KYO/mn Parainfluenza Virus Type 1 1 x 10898 TCIDso/mn1
Porphyromonas s )
asaccharolytica 1.2 x 108 KYO/mn Reovirus 3 1 x 107-7® TCIDso/Mn1

Proteus mirabilis

1.2 x 108 KYO/mn

Rhinovirus Type 1A

1 x 10510 TCIDso/Mn

Proteus vulgaris

1.2 x 108 KYO/mn

Rotavirus

1 x 107-2% TCIDso/M11

Providencia stuartii

1.2 x 108 KYO/mn

Respiratory Synctial Virus B

1 x 10558 TCIDso/Mn

Pseudomonas aeruginosa

1.2 x 108 KYO/mn

Simian Virus 40

1 x 10425 TCIDso/Mn

Pseudomonas fluorescens

1.2 x 108 KYO/mn

Varicella Zoster

1 x 10*3° TCIDso/Mn

Pseudomonas putida

1.2 x 108 KYO/mn

18.5 NocnipoBHe 3a6pyAHEHHs NPo6

Byno npoBeaneHo AoOCNiOXEHHs1 ANS BUM3HAYEHHS iCHyBaHHSI MOTEHUINHOrO MOCnifOBHOrO 3abpydHEHHs1 3paskiB Ha aHanisartopi
LIAISON®. OTpumaHi pesynbtaTi He nokasasiv 3MiHWM OYiKyBaHOrO 3HAYeHHs!; OTXe, PesynbTaTyi MoKasylTb, WO MpU NPoBeAEHHi
ananisy NNIEMCOH AneHosipyc Ha aHaniaatopi LIAISON® y spaskax kany He criocTepiraeTbes NocnifoBHOMO 3a6pyaHEHHS.
MoHsTTS nocnigoBHoro 3abpyaHeHHst 3paskiB He 3acTocoByeTbCs A0 aHanizaTopis LIAISON® XL ta LIAISON® XS Analyzer, ockinbku
Ans AO3yBaHHA 3paskiB MiNeTKo BUKOPUCTOBYOTLCSH OAHOPA30Bi HAKOHEYHUKN.
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1. ﬂ[EI?ICOH® AneHosipyc. lNigrotToBka 3pa3skiB 3 BUKOPUCTAHHAM
JIIEMCOH Hab6ip gns ekctpakuii kany

BHecTu 3pa3ok:

R Pinkuin abo HaniBTBepauMn Kan:

BHecTtn 1,0 mn H Bukopuctosytoun oOHOpa3oBy

Pota/AneHo -:l:l:l:l:[@ nineTky Ans pigkoro kany, BifiGpaTth

I l] PO34MHHMKa ANs 20 mkn Kany ([o nepLuoi Mo3Hayku Ha
| 3pa3kiB B NpobipKy nineTwj).

1
MH ANA 3MILLYBAHHA TBepaun Kan: 3a [Jonomorow

e iHOKYNALiNHOI NeTni BHECiTb 3pa3ok
Kany giameTpoMm, WO [AOpPiBHIOE
diameTpy rornosku nNeTni.
- MepeHeciTb 3pa3ok B npobGipKy
ANA 3MilyBaHHA.

2. 3bipka npucTtpoto

1 l W1 bHO HakpyTiTe | [
KOHi4HY  npobipky 3 MpaBunbHo: | HenpasunbHo:

inbTpoM Ha npobipky .
ana  3MilyBaHHS,  SK _l € Buaumuii 3a3op

*T Bes 3a3opy
NoKa3aHo Ha MartoHKy.

3BepHiTb yBary: [licna
Toro, SK npob6ipkm
WinbHO 3'egHaHi, 3a3op
MiXX HAMW BiOCYTHIN.

3. 3miwyBaHHA 4. LleHTpndpyryBaHHs
IHTEHCMBHO pa— LieHTpudpyryiite npobipky
nepemiwyiite  Ha B UeHTpudysi 3l
BOPTEKCi NPOTArom wenakicTio = 2000 x g
20 cekyHs, o6 npoTArom 5 XBUMWH, Npwu
3pasok  peTenbHo LbOMY KOHiYHMM KiHeLb
nepemiLuascs npobipkn cnpsimoBaHUn
BHU3.
L
5. TecTyBaHH4A
BigkpyTiTb npo0ipKy ans MomicTiTb  KOHIYHY npobipky B
3MilLYBaHHS Ta CUHIN inbTp. wratme aHanisaTopa ana @
nogdanbLloro TecTyBaHHs abo AuB.

BukuHbTe ix y  BignoeigHun
KOHTEeWHep onsa GionoriyHo
Hebe3neyHux BigxodiB BiANOBIOHO
00 micueBux npasun.

OrnsHbTe pigKMn cynepHaTaHT y
KOHIYHi npoGipui. CynepHaTaHT
MOXe OyTu kanamyTHuUM, ane He
NOBWHEH MiICTUTK BUANMMX
3anuLukie abo 6ynbballok

pekomeHaaLii wono 36epiraHHs B
po3gaini 9 uiei iHCTPyKLi.

Ouuctite  pobovy  30Hy  10%
po3yunHom  BigbinoBaya  (0,5%
rinoXnopuTy HaTpito).

BionoriyHa HebGe3neka
MpucTpin ogHopasoBoro
BUKOPUCTAHHSA
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