130212007M: 100 aHanisie
C€ [Ref

130612007M: 50 aHanisis

Snibe

Diagnostic

MAGLUMI™ Habip peareHTiB ANA BU3HAYeHHS
Bipycy npoctoro repnecy 1/2 tuny IgG

NMPU3HAYEHHA

Llet Habip peareHTiB NpM3HayYeHMn ANg AKICHOro BU3HauveHHsi imyHornobyniHy G Bipycis npocToro repnecy 1/2 (IgG HSV-1/2) B
CMpOBaTLi KPOBi MOAMHU in Vitro METOAOM iIMYHOXEMIMNIOMIHECLIEHTHOTO aHani3y 3 BUKOPWCTAHHSIM MOBHICTIO aBTOMaTM30BaHUX
iMyHOXeMintoMiHecLeHTHMX aHanisartopis cepii MAGLUMI (B T.4. Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 1000 Plus,
Maglumi 2000, Maglumi 2000 Plus, Maglumi 4000 i Maglumi 4000 Plus).

CTUCIUN ONUC | NOACHEHHA NPUHLMMNY AHANI3Y

Bipyc npocTtoro repnecy (HSV) HanexuTb 0o ciMencTBa BipyciB, B Ake BXOASITb Bipycu npoctoro repnecy 1i 2 (HSV-1 i HSV-2),
SKi TakoX HasuBaloTb repnecsipycamu 1 i 2 nmioamHn (HHV-1 i HHV-2). F'eHom umx BipyciB NMpeactaBneHun ogHIe BENUKO
OBOCMipanbHOK MOMEKyrow DNA™ BipioH npocToro repnecy cknagaerbCs 3 YOTUPbOX KOMMOHEHTIB: eneKTPOHHOLiNbHOI
cepueBuHU, Ska MicTUTb BipycHy DNA, kancuay y cdopmi ikocaegpa, amopdHOro GinkoBoro TerymMeHTy, KU OTOYye Kancug i
MiCLSIMU pO3TaLLOBaHWI HELLlEHTPOBaHO, Ta o6onoHku. O6uaea Bipycu — HSV-1 (Skuii CnpuymHIOE, FONIOBHUM YMHOM, reprneTuYHi
nposiBn Ha ry6ax) i HSV-2 (akuin, B GinblOCTi BMMNaAKiB, CMPUYMHIOE reprnec CTaTeBWX OpraHiB) € AyXe MNOWMPEeHUMM i
KOHTariosHumu. Bipycu npocToro reprnecy po3noBCOOXKyoTb iHIKOBaHi Ni0AM, B OpraHiami Skux Ui Bipycu p03MHo>Kyr0Tbc;|2'4.
MepBuHHE 3apaxeHHa HSV-1 BigbyBaeTbcs 3a3Bmyari MNPOTArOM MepLInX AecATM pokiB XUTTA npu 6e3nocepegHbOMY
ocobuctomy (B BinbLIOCTi BUNAAKiB, HECTaTeBOMY) koHTakTi®. B KniHiYHMX BUNagkax nepsuHHa HSV-1 iHdekuia, 9k npasuno,
NPOSABNSAETLCS Y BUMSAAI repneTUYHOro riHfBOCTOMAaTUTY — CEPUO3HOIO iHPEKLIHOMO 3aXBOPIOBAHHA SICEH, POTOBOI MOPOXHUHM,
s3uka, ryb, obnmyysa Tta/abo rmotkn. BHacnigok peaktusauii Bipycy no 40% cy6'ekTiB, cepono3utuBHux 3a HSV-1, 3asHatoTb
peumauBiB iHdeKLii y dopmi repneTmyHux nposiBiB (repneTuyHoi nuxoMaHku abo BucunaHb) Ha rybax abo repneTuyHoro
YpaxXeHHst oyeir”. MepBuHHe iHdiKyBaHHA HSV-2 3a3Buyal BinbyBaeTbCsi MpU CEKCyanbHOMY KOHTaKTi i piAko TpannseTbca A0
nepiogy cTaTeBoOi aKTUBHOCTI. Y KMNiHIYHMX Bunagkax nepBuMHHa HSV-2 iHdekuis, Sk npaBuno, NposiBNAETbCA Yy BUMAII
reHiTanbHOro reprecy — iHEKUINHOIO 3aXBOPIOBAHHSI, XapaKTEPHOK O3HAKOK SKOrO € rokanisauis ypaKeHux AinsHoK Ha obox
CTOpOHax Tina B 0bnacTi ctateBnx opraHis. Lie 3axBoploBaHHsS CynpoBOAXYETLCH XapoM, MaxoBoK NiMdaaeHonaTieto i Au3ypieto.
MpuynHoto npnbnusHo 85% NEepBUHHUX CMMNTOMATUYHWX MNPOSABIB reHiTanbHoi HSV iHdekuii € HSV-2, pewTa Bunagkis
cnpuynHeHi HSV-1. IMOBipHIiCTb TOro, WO peunamnB reHitanbHoi iHdekuii cnpuyunHennn HSV-1, € Hesenukoto; 99% peunauvsis
reHiTanbLHOro reprnecy CNpuYMHIOE HSV-2°,

Mpu nepBuHHNX HSV iHdekuisx IgM-aHTuTina 3a3smyan 3'aBnNATLCA MiXK TPETIM Ta CbOMUM AHEM MiCMAs BUHUKHEHHS CUMMNTOMIB.
[MpoTAromM YOTUPLOX - WEeCTN TUXKHIB TUTPK IgM-aHTUTIN gocAraloTb MakCUMyMYy, a Yepes ABa MiCsLi BOHU, 3a3BMYal, 3HWKYOTbCS
0O piBHIB, siki He nigaatTbes BuABneHHw. IgM-aHtutina go HSV iHogi BusBnsioTbes npu peuuameax iHdekuii. OgHak, npu
peumauBax iHdekuii BUpoOneHHst i BusBneHHsa IgM-aHTuTin go HSV y nauieHTiB € MeHL NporHo3oBaHUMW i MOXYTb OyTu
noB's3aHi 3 TSXKKICTIO iHgekuii. IgG-aHTuTina o HSV 3a3Buuaii 3'9BNAIOTLCS Yepe3 OAMH - ABa TWXKHI nicnst iHdikyBaHHA. B
noganblUOMy piBHI UMX aHTUTIN MOXYyTb OyTW pi3HUMMW, NpoTe BOHWU 36epiraTbCA MPOTATOM YCbOro XUTTS. 3a HasiBHICTIO
IgG-anTnTin 4o HSV HeMOXNMBO BiAPI3HNTK CBixXe iH(IKyBaHHSA BipyCOM NMPOCTOro reprecy Bif, TOro, sike Biabynocs B MMHyNomy
(naTeHTHa iH(eKuis abo peakTuBauis Bipycy). Y Taknx Bunagkax susineHHs IgM-antutin go HSV moxe He yka3dyBaTtu Ha CBixe
iH(bikyBaHHs1, No3ask B opraHiaMi MoXyTb OyTu 3anuwkosi IgM. OgHak, BuaBneHHsa IgM-antutin go HSV mae BaxnuBe KriHiyHe
3Ha4YeHHs Ha paHHbOMY eTani rocTpoi iHdekuii, konm IgG-aHTuTin 4o HSV we He moxe 6yTVI7.

NMPUHLUUN NPOBEOEHHA AHANI3Y

Ons  skicHoro Bu3HadveHHs IgG HSV-1/2 3  BuMKOpUCTaHHAM gaHoro Habopy 3acTOCOBYETbCS HEMPSMUA  MEeTos
iMyHOXEMINIOMiHECLIEHTHOTO aHaniay.

Mpoby (abo, y BignoBigHWMX BuUMagkax, KanibpaTop/koHTporb), OydepHUn PO3YMH i MIKPOYACTUMHKM, SIKi MarTb MarHiTHI
BMACTUBOCTI, NOKPUTTSA SIKMX MICTUTb aHTureHn HSV-1/2, petenbHo 3MilwytoTh i iHKyOytoTb npu 37°C. MNpu uboMy yTBOpPHOOTLCSA
KOMMNEKCH aHTUreH-aHTuTino. llicna ocamkeHHs B MarHiTHOMy noni HagocafoBy PiAvHY AEKaHTYIOTb | BUKOHYHOTb LIMKN
npomuBaHH4. lNoTim gopaloTe Mywadi aHtTutina go IgG mognHn, miveni ABEI, i iHKyOytoTb ANs yTBOPEHHS iIMYHHUX KOMMIIEKCIB.
[icna ocagxeHHA B MarHiTHOMy noni HagocaaoBy PiAvHY OEKaHTYHOTh | BUKOHYIOTb e OAWH LUK NpoMuBaHHS. [oTiM gogaroTb
Starter 1+2, aki iHiLilOIOTb XeMinOMiHeCLEeHTHY peakuito. CBiTNOBWIA CUrHan BMMIPHOETECA (POTOENEKTPOHHUM MOMHOXYyBa4YeMm
npotarom 3 cekyHA. PesynbraT BUMIPIOBaHHS, BMpaXeHWA Yy BIiAHOCHMX oOAuHMUsX nomiHecueHuii (RLU), ykasye Ha
KoHueHTpauito IgG HSV-1/2 y npo6i (abo, y BignoBigHWX BUNaakax, B Kanibpatopi/koHTpori).

CKNAQ HABOPY
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MaTepianu, fki noctayaroTbcs

KoMMOHEHTH Crna 100 aHanisis 50 aHanisiB
A (KOA: 130212007M) (KOQA: 130612007M)

MikpoyacTUHKM, . . - .

. MikpoyacTuHKK, SKi MaloTb MarHiTHi BNacTUBOCTI,
AKi MaroTb ) )
MarHiTHI NOKPUTTS  SKUX  MICTUTb  OYMLLEHI  aHTUreHu 2,5 mn 2,0 mn

i HSV-1/2, mictate BSA i NaN3 (<0,1%).
BNacTUBOCTI
Kani6pato
patop MictuTe BSA, IgG HSV-1/2 i NaNs (<0,1%). 25 Mn 2.0 M

HU3bKUNA
Kani6paTto

niopatop MictuTs BSA, IgG HSV-1/2 i NaNs (<0,1%). 2,5 mn 2,0 Mn
BUCOKUI
BydepHun posunH | Mictute BSA i NaN3 (<0,1%). 22,5 mn 12,5 mn
ABElI, AKMN | MoHOKNOHanbHi MuLladi aHTuTInNa no
BUKOPUCTOBYETLC | iMyHOrnobyniHy G nogunHu, aki mictate BSA i NaN3 22,5 mn 12,5 mn
A AK MiTKa (<0,1%).
3pa3ok ans
BHYTpilWHbLOro Mictute BSA, IgG HSV-1/2 i NaN3 (<0,1%). 2,0 mn 2,0 mn
KOHTPOJIO AKOCTi
Bci peareHTK noctavatoTbCs B rOTOBIV 40 BUKOPUCTAHHSA hOpMi.

HeoGxigHe npunaaas, sike He BXOAUTb B KOMMJIEKT NoCcTayaHHs
Cepiga MAGLUMI:

PeakuinHa ktoBeTa KOL: 630003

Starter 1+2 KO[: 130299004M
MwinHW KoHUeHTpaT KOQ: 130299005M
KoHTponb BMMiptoBaHb NtOMiHECLEHLT KOQ: 130299006M

Mpunapas moxHa 3amoBuTn y KomnaHii Shenzhen New Industries Biomedical Engineering Co., Ltd. (SNIBE) a6o y Hawwwux
YNOBHOBaXEHNX NPEeACTaBHYKIB.

KANIBPYBAHHSA

MpocTexyBaHicTb: Lien meTon cTaH4apTM30BaHO 3a eTanoHHWMM NpenapaToMm, K1 BUKOPUCTOBYETLCA B komnaHii SNIBE.
KoHTpornb 3 BuUKOpUCTaHHSIM cneujanbHWX KanibpaTopiB A03BONSAE MignawTyBaTM 3adaHy OCHOBHY BUMIpLOBanbHY
XapaKTepUCTUKY 3a oTpuMaHumu 3HaveHHsMr RLU. PesynbTaTi BU3Ha4yaTbes 3a JONOMOro iHAMBIAYyanbHOI kanibpyBanbHOT
dyHKUiT aHani3aTopa, Ans 3aJaHHs KOi BUKOPUCTOBYETLCS ABOTOYKOBA npoueaypa kaniopysaHHs (10 kanibpyBaHb), i OCHOBHOI
BMMIipIOBanbHOI XapakTEPUCTUKM, Sika 3UUTYETLCHA 3 MIKpOCXEMU pafioyacToTHOT AucTaHuinHol ineHTUdikadii (RFID) Ha peareHTi.
MepekanibpyBaHHA pekOMeHAYETLCSA NPOBOAMTM B TakuMX BUNagKkax:

o [icna koxHoi 3miHM napTii (peareHTy abo Starter 1+2).

o Lo 4 TvxHi Ta/abo Npu KOXHOMY BUKOPUCTaHHI HOBOTO Habopy peareHTiB (PEKOMEHOYETHCS).

o [licns Toro, Ak BUHMKINA HEOOXIOHICTb B TEXHIYHOMY 0OCNyroByBaHHi aHanisatopa.

o Y BUMagKy, SKLIO pe3ynsTaTi KOHTPOINbHUX BUMIPIOBaHb BUXOAATb 3a MEXi OYiKyBaHOro Aiana3oHy.

KOHTPOIb AKOCTI

HeobxigHo [oTpyMyBaTUCS BUMOT AepXaBHUX HOPMATUBHUX AOKYMEHTIB abo BMMOr akpeauTauii, siki CTOCYHTbCst NepiognyHOCTI
KOHTPOSO SKOCTI.

3pasok Ans BHYTPILWHLOTO KOHTPOIIO SKOCTi MOXXHa BMKOPUCTOBYBATH Tinbku 3 cuctemoto MAGLUMI. IHCTpyKuii 3 BUKOPUCTaHHS
i UinboBe 3HaAYeHHs HaBedeHi B iHghopmayiliHomy nucmky OaHux koHmposto sikocmi "HSV-1/2 1gG (CLIA)". OTpumani
pesynsTaTy KOpMCTyBay Mae CMiBBIGHOCUTY 3 Oil04NMU CTaHAAPTaMM Ta HAABHUMMW 3HAHHSMMU.

[oknagHi BigOMOCTI LWOAO BBEAEHHST 3HAY€Hb, MOB'A3aHUX 3 KOHTPOSEM SIKOCTi, HaBeaeHi B iHCTPYKLIi 3 ekcnnyaTauii NoBHICTHO
aBTOMaTM30BaHUX iMyHOXeMintoMiHecueHTHUX aHanizaTtopis cepii MAGLUMI.

[ns KOHTPOIO ePeKTUBHOCTI CUCTEMM | TPEHAIB XapaKTEPUCTUKM HEOOXiAHO BUKOPMCTOBYBATU MaTtepianu A4St KOHTPOIO SKOCTI.
Yci 3paskn, SiKi BUKOPUCTOBYIOTLCS AN KOHTPOMIO AKOCTi, Hanexutb 06pobnsatn Tak camo, ik Npobu, OTpUMaHi y nauieHTiB.
3aa0BinbHUI piBeHb €PEKTUBHOCTI AOCAraeTbCs, KONMW OTPUMaHi 3Ha4YeHHS KOHLEHTpaUil pe4yoBMHW, Sika BU3HAYaeTbCHA npwu
aHanisi, 3HaxoAAaTbCA B AOMYCTMMMX MeXax KOHTPOMK aHanisatopa abo B Mexax AianasoHy, yCTaHOBMEHOro B nabopatopii
BiAMOBIAHO [0 BHYTPILIHBOI Mpoueaypy KOHTPOMO SKOCTI. AKWO pesynsTaTty KOHTPOMK AKOCTI BUXOAATb 3a MeXi AianasoHy
OYikyBaHMX 3HayYeHb abo [Aiana3oHy 3Ha4veHb, YCTaHOBMEHOro B rabopaTopii, He NOBIQOMNSAWTE NPO pesynsraTty aHaniay.
BukoHanTe 3a3HaveHi Huxk4e aii:
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MepekoHanTecsa B TOMy, LLO TEPMiH NPUAATHOCTI MaTepiarnis He CNMVHYB.

MepeBipTe, 4M Byno BUKOHAHO HEOOXiAHE TEXHIYHE OOCYroBYBaHHSI.

MepesipTe, 4uM OyB NpoBeaeHWIn aHani3 BiANoOBIAHO A0 IHCTPYKLiA 3 BUKOPUCTAHHS.

[MoBTOPHO BMKOHaNTE aHani3 3i CBKMMM 3pa3kamu 4151 KOHTPOS AKOCTI.

Y pasi noTpebu 3BepHITLCS 3a AOMNOMOrOK 40 MiCLEBUX NPOBaMAEpIB TEXHIYHOI NiATPUMKM abo AnCcTpmb’oTopiB.

3BUPAHHA | NIAFOTOBKA NMPOB

[Ona 36upaHHa npob cuMpoBaTKM MOXHa BUMKOPUCTOBYBATW CTaHpapTHi npobipkn Aana npob abo npobipku, ski MICTATb
posginiotoumn renb. KpoB ans aHanisy HeobxigHO 6paTv, AOTPUMYHOYMCH BMMOP acenTuKU | YXMBaK4u YHiBepcanbHUX
3anobikHMX 3ax0fiB NPV BEHOMYHKLI.

Mepen ueHTpudyrysaHHAM HeobxiqHO MepeKkoHaTUCsl B TOMY, WO B Npobax MOBHICTIO CHOPMYBaBCS 3ryCTOK 3Cinoi KpoBi. Y
nesiknx npobax, ocobnvMBo, OTPUMaHNX y MauieHTIB, AKi NPUIAMalOTe aHTUKOAarynsHTM abo TPoMGOMiTMKM, YTBOPEHHS 3rycTka
3CiNOi KPOBI MOXE TpUBaTK LOBLUE.

Pesynbratv aHanisy npo0, ueHTpudyryBaHHs skux Oyrno BMKOHAHO [0 TOro, SIK MOBHICTIO CChOpMyBaBCS 3ryCTOK 3Cinoi KpoBi,
MOXYTb OyTV MOMMUIKOBMMMK Yepe3 HasiBHICTb ibpuHy. He gonyckaeTbca HasiBHICTb y npobax ibpuHy Ta iHWMX ApibHMX
YaCTUHOK.

[ina npoBeaeHHs aHanisy He MOXHa BUKOPMCTOBYBATU remonisoBaHi abo cUMnbHO ninemivHi Npobu, a Takox Npobu, ski MICTATb
OpibHI YacTMHKM abo maroTb ABHI 03HaKM MiKpobHOro 3abpyaHeHHs. MpoKoHTponioWTe BIACYTHICTL NOBITPSAHWMX OynbbaLlok y
BCiXx nmpobax. Akwo Oynbballkn HasBHI, X HeoOXigHO BuAAnNUTM OO NPOBEAEHHs aHanidy, wob oTpuMaTtv OoNnTUManbHi
pesynbTaTy.

He nigpaBante npobu Garatopa3oBOMYy 3aMOPOXYBaHHIO i PO3MOpPOXYyBaHHI. [1pobu cupoBaTkM KpOBi [403BONAETLCSA
3aMOpOXyBaTu i pO3MOpOXyBaTu He Oinblie ABox pasiB. Mpobwu, ski nepebyBanu Ha 36epiraHHi, HEOOXiQHO peTenbHO
nepemiliati nepen aHanisoMm (BUKOPUCTOBYHOUM BUXPOBUI Mikcep). 3amopoxeHi npobu HeobxigHo PETEJIBHO nepemiwarn
nicna  posMopoxyBaHHs, BukopucToBytoun HU3BKOLIBUOKICHWM Bsuxposuit Mikcep. 3a [JoaaTkoBok iHdopmallielo 3
OyOb-AKMX NUTaHb, SKi BUKIUKaOTb CYMHIBW, NPOCMMO 3BEPTATUCA A0 MicLIeBOro npeactaBHuka komnaHii SNIBE.
LleHTpudpyrosaHi npobu 3 ninigHum wapom 3Bepxy HeobXigHO nepeHecTu B EMHICTb Ans npob abo gonomixHy npobipky.
HeobxigHo BXuUTK 3axodiB AN nepegaHHA nuLie ocBiTNeHoi Npobun 6e3 ninemiyHoro marepiany.

AHani3 Bcix Npo6 (oTpumMaHux y nauieHTiB abo KOHTPONbHUX) HEOGXIOHO BUKOHATW MPOTATOM 3 rOAMH 3 MOMEHTY MOMILLEHHS iX
B aHanizatop MAGLUMI. Binblw getanbHi BigoMOCTi Woao obMexeHb, siki CTOCYHTbCS 3HaXOMKEHHS nNpob B aHanizaTopi,
MOXHa OTpMMaTK, 3BEPHYBLUMCb A0 CepBiCHOrO Biaainy komnarii SNIBE.

AKLWO BUKOHAHHA aHani3y BigknagaeTbcs 6inbLu HixX Ha 8 roguH, HeobXigHO BMAANMTU 3 CUPOBATKM KPOBi €pUTPOLIUTU, 3ryCTOK
3cinoi kpogi, abo cenapatop. Mpobu, Aki He MICTATL cenapaTtopa, epUTPOLIMTIB UM 3rycTka 3Cinoi KpoBi, MOxHa 36epiratn go 7
ni6 npu Temnepartypi 2-8°C i o 3 micauiB B 3aMmopoxxeHoMy cTaHi npu -20°C abo GinbLu HU3bKI TemnepaTypi.

Mepen BignpaBko Npob pekoMeHAyeTbCA BUAANUTM 3 HUX 3ryCTOK 3Cinoi KpoBi, eputpounTtn abo cenapatop. Mpobu, siki
nepecunarTbcs, MalTb OyTU ynakoBaHi i MapkoBaHi €TMKeTKaMu BiAMOBIAHO A0 YMHHUX AepXaBHUX, deaepanbHux Ta
MiXXHApOOHMX HOPMAaTMBHUX aKTiB, SKi PEryniolTb TPaHCMOPTYBaHHSA KNiHiYHMX Npo6 Ta iHdekuinHnx matepianis. MNpobu
HeobXxigHO NnepecunaTt B 3aMOPOXEHOMY CTaHi.

0O6'eM Npobu, HeoOXigHWIA AN 0QHOPA30BOIo SIKICHOTrO BU3HadYeHHst IgG HSV-1/2, ctaHoBuTb 10 Mkn.

3ACTEPEXEHHSA | 3ANOBDKHI 3AXOAU ANnA KOPUCTYBAYIB

[ns npoBeaeHHs AiarHOCTUYHUX aHanisis In Vitro.
HeobxigHO HeyxunbHO AOTPUMYBATUCS IHCTPYKLIN, HABEAEHUX Y BKNaaui B LbOMY NakoBaHHi. [py Byab-siKkoMy BigXxurneHHi Bif
iHCTPYKUiN, HAaBeAEeHNX Yy i BKragui, HaginHIiCTb pe3ynbraTiB aHanisy He rapaHTyeTbes.

3axoaun 6e3neku

3ACTEPEXEHHA: B npoueci BUKOpUCTaHHSA LIbOro NpoaykTy HeobxigHo npautoBaTtu 3 6ionoriyHnmm npobamu, oTpumMaHimMm y
nauieHTiB. PekomeHOyeTbCA BBaXKaTn BCi MaTepianu, OTPMMaHi y nauieHTiB, NOTEHLUIMHO iHPEeKUiMHUMK | NOBOAMUTUCS 3 HUMMU
BignosigHo Ao 29 CFR 1910.1030 "lMpodeciHnin KOHTaKT 3 naToreHamu, siki nepegarTbes Yepes kpos". B npoueci po6otu 3
mMarepianamu, siki akTUYHO Yn MMOBIPHO MICTATb 30YAHMKM iHbeKLUin, HeoBXiAHO AOTPUMYBaATUCSt BUMOT 2-T0 piBHS BionorivyHoi
6e3nekn abo iHWKX BiANOBIOHMX NPaAKTUYHUX MeToAiB 6ionoriYyHOro 3axmucry.

Bci npobu, GionoriyHi peareHT i maTepianu, siki BUKOPUCTOBYHOTLCA ANst NPOBEAEHHSI aHanidy, cnig BBaXaTu TakUMW, LLO
MOTEHLINHO MOXYTb SABNATU COOOK NepeHOCHWKU 30yAHuKIB iHdekuii. Tomy yTunisyBatM ix HeoOXigHO BigMnoBigHO OO0
NpakTU4YHUX MeTodiB YTuMi3auii, yCTaHOBMEHWX Yy BaloMy 3aknagi. YTunidauis BCix marepianiB Mae 3ailicHioBaTUCS
NPUAHATHUM Ge3nevyHum cnocobom i y BigNOBIAHOCTI 40 BUMOT Ait04MX HOPMATUBHUX JOKYMEHTIB.

[o cknagy AaHoro NpoaykTy BXOAUTb asup HaTpito. YTUnisauito KOMMOHEHTIB i MakoBaHb HEOOXIAHO 3AiiCHIOBATU BiAMOBIOHO
[0 BUMOT YCiX MiCLIEBMX, PerioHanbHUX i 3aranbHO4epXaBHUX HOPMATUBHUX JOKYMEHTIB.

HeobxigHi BinoMOCTi NogaHi B TUCTKax JaHuX 3 6e3neku, ki HaaaloTbCs 3a 3annToM.
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3anobixHi 3axoau B npoueci NoBogXeHHA 3 maTepianamu

He BukopucToByiiTe Habopw peareHTiB, TEPMiH NPUAATHOCTI SIKUX CMNIIUHYB.

He BukopucTOBYITE peareHTH 3 iHWKNX HabopiB abo napTi Anst 3amMiHWM KOMMOHEHTIB HAOOPY peareHTiB.

B npoueci goctaBkuM MIKpPOYACTMHKN, SKi MatoTb MarHiTHi BNacTMBOCTI, OCigalTb, TOMY neped TUM, 9K Meplunin pas
yCcTaHOBMOBaTK Habip peareHTiB B aHanizaTop, HEOOXiAHO pecycneH3yBaTH Li MiKpOHYaCTUHKM LUMSAXOM NepeMmillyBaHHS.
BkasiBku LWoO0 nepemillyBaHHSA CycneHsii MIiKpodacTMHOK HaBefeHi B po3agini "lligrotoBka peareHTy" BKNagkM B LbOMY
NakoBaHHi.

LLlo6 3ano6irtn 3abpyaHeHHto, npautoBaT 3 HAOOPOM peareHTiB i Nnpobamu HeOBXiAHO B UMCTUX pyKaBUYKaX.

3 yacom Ha neperopogui MOXYTb 3'SBUTMCS BUCOXJTi 3anuvLIKM piavH. 3asBuyan BOHM ABMAKOTb COOOK BMCOXNI Coni, SKi He
BMNINBAOTb Ha e(PeKTUBHICTL aHanisy.

Binbl geTanbHO 3anobixkHi 3axoan, AKMX HEOBXiAHO YXXWUTK B Npoueci poboTu 3 aHanisaaTopoM, onucaHi B TEXHIYHIN iHdopmauii
komnaHii SNIBE.

3BEPIFAHHA TA CTABIIBHICTb

B 3anevataHomy crtaHi: 36epiratv npu Temnepatypi 2-8°C go 3akiH4eHHS TEpMiHY NPUAATHOCTI.

B poaneuyaraHomy ctaHi npu 2-8°C: CtabinbHicTb 30epiraeTbCs He MEHLUE 4 TUDKHIB.

Mpu 3HaxomkeHHi B aHanizaTopi: CTabinbHiCTb 36epiraeTbCa He MeHLUE 4 TUXHIB.

[nsa 3abe3nedyeHHs MakcuManbHOI SKOCTi PEKOMEHOYETLCA MOMILLaT posrneyvaTaHi Habopu B XONOAMIBHUK NiCAS BUKOHAHHS
aHanisis, NpoBegeHnx NpoTaroM poboyoro AHs. lMicnsa 3akiHYeHHA TepMiHy, BCTAHOBMEHOrO AN BUKOPUCTaAHHA po3nevataHnx
Habopis abo Habopis, ycTaHOBNEHMX B aHarnisatop, MOXHa MPOAOBXYBATN BUKOPUCTOBYBaTK Habip peareHTiB 3a yMOBM, WO
pe3ynbTaT KOHTPOIKO 3HAaX0OATLCS B MEXax OvikyBaHMX diana3oHiB.

306epiratv y BepTMKanbHOMY MOMOXEHHI, LWOO MONErwnTh BWKOHaAHHA Y MoJasnblIOMYy HamneXHOro pecycrneH3yBaHHS
MiKpOYaCTUHOK, SIKi MatoTb MarHiTHi BNacTUBOCTI.

3axuLaTti Bii COHSAYHOrO cBiTNa.

NnorPAOOK NPOBEOEHHA AHANI3Y

MiarotoBka peareHTy

B npoueci pecycneH3yBaHHsi, sike BMKOHYETbCS aBTOMATWYHO MiCMs YCTAHOBMEHHS Habopy peareHTiB B aHanisatop,
3abes3neyyeTbCa MOBHE BIAHOBNEHHA TOMOrEHHOI CYCMEeH3ii MIKpOYaCTUHOK, siKi MaloTb MarHiTHi BracTMBOCTI, nepen
BMKOPMUCTaHHSIM.

[Ona 3abesneyeHHss HanexHOoi edEeKTUBHOCTI aHanidy HeobxiAHO HeyxXunbHO AOTPMMYBATUCH IHCTPYKUil 3 ekcnnyartauii
MOBHICTIO aBTOMAaTW30BaHMX iIMyHOXEMINIOMIHECLEHTHUX aHani3aTopis cepii MAGLUMI. KoxHui napametp aHanisy
BM3HAYaETbCA LUNAXOM 34MTYBaHHA 3 MIKPOCXEMW pagioyacToTHOI AucTaHuinHoi ineHtTudikauii (RFID) Ha peareHTi. BinbLw
JoknagHi BiQOMOCTI HaBedeHi B IHCTPYKUilT 3 ekcnnyaTtauii MOBHICTIO aBTOMAaTU30BaHUX iMYyHOXEeMiNtoMiHECLUEHTHNX
aHanizatopiB cepii MAGLUMI.

OBMEXEHHSA

HeobxigHot yMOBOK OTpUMaHHSA [OCTOBIPHMX pe3ynbraTiB aHanidy € kanidikoBaHe BUKOHAHHA pobOTU | HeyxurbHe
OOTPUMaHHS IHCTPYKUiN.

Pesynbtat aHanisy moxe 6yTy cnoTBopeHuin Yepes bakTepianbHe 3abpygHeHHs abo Tennosy iHakTMBaLUio nNpo6.

Pesynbrat B Mexax O4iKyBaHOro Aianas3oHy He BUKMHYAE HasBHOCTI 3aXBOPKOBAaHHSA, i MOro cCrif iHTepnpeTyBaT pasom 3
KNiHIYHOIO KapTWMHOIO NauieHTa i pesynsratamu iHWKX GiarHOCTUYHUX NPOLEeayp.

[iarHo3 3axBopioBaHHA He crig o6rpyHTOBYBaTW BUKITIOYHO pe3ynbTaTaMy OAHOro aHaniady, HeobxigHO BpaxoByBaTU TaKOX
KNiHiYHI AaHi y NOEHaHHI 3 MEAVYHUM BMCHOBKOM.

Byob-sike TepaneBTUYHE pilLEHHS TaKoX HeobXiAHO NpuMaTh Ha IHAMBIAYanbHi OCHOBI.

HasiBHicTb aHTuMuwauunx antuTin nognin (HAMA) y npobax, oTpumMaHux Yy MauieHTiB, MOXEe CMNPUYMHUTM MOMWIIKOBE
3aBULLEHHS ab0 3aHWXKEHHS pe3ynbTaTiB aHanisy. [onpu HasBHICTb peareHTiB, siki HewTpanisytoTb HAMA, npu ayxe BUCOKUX
KOHLIEHTpaLisiX LMX aHTUTIN B CMPOBaTLi KPOBi BOHM MOXYTb iHOAI BNAMBATK Ha pe3ynbraTu.

PE3YJIbTATU

Po3paxyHok pe3ynbraTiB

AHarnizaTop aBTOMaTM4YHO PO3paxoBye KOHUeHTpauito IgG HSV-1/2 B koxHin Npobi, BUKOPUCTOBYHOUM KanibpyBanbHy (OyHKLO,
ONA 3afaHHA $KOi 3aCTOCOBYETbCA [BOTOMKOBA npouedypa KanibpyBaHHS OCHOBHOI BMMIpHOBANbHOI XapakTEPUCTUKMU.
Pesynbratn BigobpaxatTecs B YO/mMn. binbl poknagHi BiAOMOCTI HaBegeHi B iHCTPyKUii 3 ekcnnyaTtauii NOBHICTHO
aBTOMaTM30BaHUX iMyHOXeMintoMiHecueHTHUX aHanizaTtopis cepii MAGLUMI.

IHTepnpeTauia pe3ynbraTiB

Pesynbratv, oTpumaHi 3 BMKOPUCTaHHAM LbOro Habopy Ansi sikicHoro BusHadveHHs IgG HSV-1/2, moxHa iHTepnpeTyBaTtu
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HaCTYNMHUM YMHOM:

e HepeakTtnBHi npobu: Pesynbrat meHwun 2 YO/mMn (<2 YO/mn) BBaXaeTbCA HEraTMBHUM. HepeakTuBHUIA pe3ynbTaT 3a3Buyan
yKasye Ha Te, Lo MauieHT He € iHikoBaHMM, ane He 3aBxam Bukntodae roctpy HSV iHdekuito.

o PeaktuBHi npobu: Pesynsrat Ginbwwnii abo pisHui 2 YO/mMn (22 YO/Mn) BBaxaeTbCA NO3UTMBHUM. PeakTMBHMI pesynerart
yKasye Ha HelloAaBHe iHdiKyBaHHA abo peaKTuBaLito Bipycy.

Pesynbratv aHanisie, OTpMMaHi 3 BMKOPUCTAHHSM HaboOpiB peareHTiB, BUIOTOBMEHUX IHWWMK BUPOOHMKaAMKU, He €

B3aEMO3aMiHHUMMU.

POBOYI XAPAKTEPUCTUKHN

TouHicTb

ToyHicTb pesynbTaTiB, OTPUMaHUX 3 BUKOPUCTAHHAM AaHoro Habopy Ans skicHoro BusHaveHHs 1gG HSV-1/2, 6yno Bu3HaveHo
BignoBiaHO Ao iHCTpykuii CLSI EP5-A2. [IBi KOHTpOnbHi Npobu i 3 nyny cMpoOBaTKU KPOBi NIOAMHM 3 Pi3HOK KOHLIEHTpaLi€
peYOBMHU, SKa BU3HAYAETLCS MPW aHanisi, ABidi aHanisyBanu B [BOX HE3aNEXHUX Luknax B AeHb npotarom 20 gHis. OTpumani
pe3ynsTaTy NpeacTaBreHi B y3aranbHEHOMY BUMSA B Tabnuvui Hx4e:

Cepentre B yukni Mix umknamm 3aranom
Mpoba 3Ha4YeHHs
(YO/mn) (N=80) SD (YO/mn) CV, % SD (YO/mn) CV,% | SD (YO/mn) | CV, %
[Myn HeraTMBHOI cMpoBaTKM 0,534 0,041 7,68 0,049 9,18 0,063 11,80
Myn cnabonos oi
yn enabonosuTuBHOL 3,394 0,190 5,60 0,128 3,77 0,234 6,89
cupoBaTku
1-1 COKOMo3 oi
Vi TyT BYICOKOnOSUTHBHO! 36,966 0,558 1,51 1,438 3,89 1,542 417
cupoBaTku
Hera 1 KOHTPO. n
FATHBHAM KORTPOMEHAM 0,835 0,054 6,47 0,070 8,38 0,088 10,54
3pasok
MO3UTUBHWIN KOHTPOMBHWI
6,233 0,187 3,00 0,317 5,09 0,369 5,92
3pasok

paHu4He 3Ha4YeHHs HyNboBoro piBHA (LoB)
IpaHn4YHe 3Ha4YeHHs HyNbOBOTO PiBHSA AaHoro Habopy Ang sikicHoro Bu3HaveHHs IgG HSV-1/2 popisHioe 0,25 YO/mn.

AHanitTnyHa cneuundivHicTb

[ns ouiHK1 nepexpecHoi peakTMBHOCTI AaHOro Habopy Ans skicHoro BudHaveHHs 1IgG HSV-1/2 BukopucTtoByBanmcs HeratuBHi 3a
imyHornobyniHom G HSV-1/2 kniHiyHi npobu, Ski MiCTUM NOTEHLINHO NepexpecHo-pearyodi Pe4OBYHN, B T.4. Bipycu renatuty A,
B i C, untomeranosipyc, 36yaHvkn kpacHyxu, Tokconnasmosy, HIV, cudinicy, Bipyc EnwTenHa-bappa, pesmaroigHunii daktop i
aHTWHYyKNeapHi aHTuTina. Anga nigTBepa)keHHA HasBHOCTI LIMX MepexpecHO-pearyodmx pe4OBMH BUKOPUCTOBYBANNCS OOCTYMHI Ha
puHKy 3acobu aHanisy, ski mawoTe mapkyBaHHs CE. Cepep ycix uuX MOTEHUINHO NepexpecHo-pearylodmMx peyvyoBuH He 6yrno
BUSIBIIEHO XOAHOI, K& MOXE CMPUYUMHUT MOMUIIKOBO MO3UTUBHI pe3ynbratv aHanidy Ha IgG HSV-1/2. OtpumaHi pesynsrati
npeacTaeneHi B ysaranbHeHOMY BUrMAAi B Tabnuui Hkve:

L ) KinbkicTb HepeakTUBHUX KinbKicTb peakTnBHMUX
KniHiuHa kaTeropis
npo6 npo6
Mpo6u No3nTUBHI 3a aHTUTINaMK 10 0
[0 Bipycy renatuty A
Mpo6u No3nTUBHI 3a aHTUTINaAMK 20 0
no HBs
Mpo6u NO3MTUBHI 3a aHTUTINAMK 20 0
0o Bipycy renatuty C
Mpobu NO3MTMBHI 3a aHTUTINAMK 10 0
00 unMTomMeranoBipycy
Mpobu NO3MTUBHI 3a aHTUTINaAMK 10 0
[0 TOKCOMNMna3mosy
Mpobu NO3MTMBHI 3a aHTUTINaMK 10 0
0 BipyCy KpacHyxu
Mpobu NO3MTMBHI 3a aHTUTINaMK 10 0
00 Bipycy iMyHogediunTy nioamHun
Mpo6bu no3uTuBHI 3a 36yAHUKOM 10 0
cuaginicy
Mpo6u No3nTuBHI 3a 10 0
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peBMaToigHMM hakTopoMm

Mpo6u No3uTMBHI 3a aHTUTINamn 15 0

[0 Bipycy NpocToro reprecy
Mpo6u Nno3uTMBHI 3a 15 0

AHTUHYKMEeapHUMW aHTUTInamm

Mpo6u NO3MTUBHI 3a aHTUTINaMK 15 0

Ao Bipycy EnwrtenHa-bappa
3aranom 155 0

BnnuB eHaoreHHUX pevyoBUH
[MepeniyeHi HK4e pevyoBMHY B KOHLEHTPaLIiSX, SKi He NepeBuLLYIOTb HaBeAEHUX 3Ha4YeHb, He BNNNBAIOTb Ha pe3ynbTaTv aHaniay,
OTPUMaHi 3 BUKOPUCTaHHAM LibOro Habopy peareHTiB:

. Binipy6iH 40 mr/an
. Femorno6iH 100 mr/gn
. Tpurniuepng 2000 mr/agn
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NOACHEHHA CUMBOJIbHUX NO3HAYEHDb
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