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LIAISON® HSV-1/2 IgG (310800)
lgG k Bupycy npocToro repneca-1/2

1. HASHAYEHUE

KauvecTtBeHHoe onpepeneHune cneunduyecknx 1gG k Bupycy npoctoro repneca tuna 1 w/vnu 2 (BIM-1/2) B yenoseveckow
CblBOPOTKE WX Nnasme MeTOAOM XEMUITIOMWHECLEHTHOro mmmyHoaHanu3da (CLIA) ¢ nomoLlbio aHanusaTopoB fMHENKU
LIAISON®.

Ucnonb3oBaTb TONbKO Ans “in vitro” puarHocTUKn.

2. BBEAEHUE

Bupyc npoctoro repneca (BII) otHocutca k OHK-cogepxawum BupycaMm u MOPEONOrMYECKN CXOX C APYrUMW YreHamu
cemencTBa repneTnyeckux BupycoB (Herpetoviridae). Bctpevaetcs asa tuna BII, otnuuaowmecs 6uonornyeckummn m
ANNAEMNONOrMYECKUMUN CBONCTBaMM, ANg AnddepeHunaumm KOTopbiX UCNONb3YOT PECTPUKLNOHHBIA NN aHTUNEHHbIA aHanms.
O6a Tuna Bupyca CnocobHbl MHMULMPOBATL YenoBeka C PasNMYHON CTEMNEHbId MHTEHCUBHOCTM, HavMHas fMXopafoyvHbIM
repnecomMm u koHdasi aHuedpanutom. BII tTrna 1 (BIMIM-1) o6bl4HO MHMUMPYET cnmM3ucTble 060MOYKM rnasa, pta M ydacTku
CMM3NCTO-KOXHBIX COEAMHEHN NMLA, OH ABNAETCA OAHOM M3 Hanbonee pacnpPOCTPaHEHHbIX NPUYMH THXKENOro Cnopagnyeckoro
3HUedanuTta y B3pocnbix. BINI Tvna 2 (BIMIM-2) o6b14HO CBA3aH C MOPaXeHUsIMU CIIM3UCTO-KOXHBLIX NMOKPOBOB MOJIOBbIX OPraHoB:
reHuTanbHbIi reprnec B HacTosilllee BpeMs SBMSETCA CaMbiM pacrnpocTpaHeHHbIM 3aboneBaHvem cpeau 3aboneBaHui,
nepeatoLmxcs nonosbiM nyteM. OgHaKo CBSA3b MeXAY y4acTKoM MHMumupoBaHus n Tunom BIT He siBNsieTCst yHUKanbHOM.
Mocne nHpunuuposaHusa Bl B nateHTHOM hopMe HaxoOAUTCHA B CEHCOPHbIX raHrnmsaX, OTkyaa MoXeT nonagatb B Apyrue TKaHu
opraHusmMa npu peaktuBaumm B OTBET HA MHOIMe CTUMynbl. PeakTmBauus MOXeT COnpoBOXAaTbCA KIMMHUYECKUMU CUMNTOMaMW,
HO MOXeT npoTekaTb u 6ecCCMNTOMHO.

OnpepeneHve nvmmyHHoro crtatyca no Bl Hanbonee BaxHO ANS MMMYHOKOMNPOMETMPOBAHHBIX MAUMEHTOB, Y KOTOPbIX
6onesHb MOXeT MMeTb Cepbe3Hble MOCNEeACTBUS, U Y MOMOAbLIX NN 6epeMeHHbIX XEeHLUH, KOTopble MOryT nepefaTb BUPYC
nnoay, a Takke Anst peLUnMeHTOB U JOHOPOB OpPraHHOW TpaHcnnaHTauum U JOHOPOB KPOBWU. Y MMMYHOKOMMNPOMETUPOBAHHbIX
nauMeHToB BEPOSATHOCTb peaktuBauumu Bl Gonee BbiCOka, YeM Yy OCTanbHbIX FOAEN, YTO yKa3biBaeT Ha TO, 4YTO Ans
BbI31IOPOBIIEHNSA HEOOXOOUMbI  CbIBOPOTOYHbIE aHTUTENa W BUPYC-CMEUMMUYHBIA  KNEeTOYHbIM  MMMYyHWUTET. YactoTa
HENPOMW3BOSbHBIX BbIKMABILIENA W MPEXAEBPEMEHHbIX POAOB Yy OepeMeHHbIX >XEHLUMH, WHMULUUPOBAHHBIX TFEHUTamNbHbIM
repnecom (BIlr-2), B 2-3 pasa Bbllle, 4eM Yy HEUHULMPOBaHHbIX. [lonagaHne akTMBHOrO BUpyca B BblOENEHWUSI MOMOBbIX
opraHoB GepeMeHHOW XEHLLMHbI MOXET NPUBECTU K TSHKENOW HeoHaTanbHOW reprneTuyeckor MHMEKUMN NpU MPOXOXKOEHUN
pebeHKoM 3apaxeHHbIX PoAoBbIX NyTen. Ecrnn BO Bpems poaoB CnnsncTbie MOMoBbIX OpraHoB nopaxeHsl BI, BeposTHOCTb
UHpmumpoBaHusa pebeHka coctaBnseTr 40-60%. MNpu OTCYTCTBUM COOTBETCTBYIOLLErO IEYEHUSA nepefadya repnetuyeckon
WHMEKLNN HOBOPOXAEHHOMY CBA3aHa C BbICOKOW BEPOATHOCTLIO NETanbHOro ncxoaa.

o poctwxeHus 5-neTHero Bo3pacTta 35% peten npuobpetarT antutena k BMIM-1, k 25 rompam 80% nwogen obnaparot
aHTuTenamwu k BIIM-1. Tak kak BMNIM-1 n BINIM-2 xapakrepum3ytoTca obWwWUMN aHTUreHHbIMM AeTEPMUHAHTaMU, aHTUTeNa K OgHOMY
TMNY BMpyCca MOTyT BCTynaTb B NMEPEKPECTHYK peakumio ¢ APYrMM TunoMm. MNMoBTOpHOE MHMUMpOBaHNE OBLIMHO MPOMCXOauUT
o6ovMuM TNamu BMpyca HECMOTPS Ha Hanuyne cneumrnyecknx aHTuTen B KPOBU.

BbicTpass ©“ ToyHas [guarHocTuMKa repnetudeckon wHdekuMm HeobxoauMma [Ans paHHero HasHavyeHusi BblIOOPOYHON
NPOTUBOBUPYCHOW XMMMOTEPanun 1 MUHMMU3ALMKN pacnpocTpaHeHns nHdekuun. MNepebii rymoparnbHbIi UMMYHHBIA OTBET Ha
WHMEKUMIO BbIpaXaeTcsl B cuUHTe3e cneundmyeckux IgM k BMpyCy repreca, KONMYecTBO KOTOPbIX AOCTUraeT Onpeaensemoro
YpOBHA 4epe3 1 Hegeno nocne 3apaxeHus. OObiMHO oOHapyxkeHue IgM k Bl siBnsetcs nokasaTenem HedaBHEW wnn
NoBTOpHOM NHGekumn. Cneundudeckue |gG obbIYHO NOSBNSATCA Yyepes3 2-3 Heaenu nocrne NepBUYHON MHAEKLUKN, OJHAKO UX
TUTP MOXET ynacTb Yepe3 HECKONbKO MecsUeB. Y NauueHTOB C NOBTOPHON MHAEKLMEN 0Obl4HO He HabnogaeTcs yBenuyeHne
TuTpa IgG. OnpepeneHue konudectBa IgG k Bl saBnsetcs none3HbIM WMHCTPYMEHTOM OLIEHKM WMMMYHHOro crartyca W
npenocTaBnsieT CepororMyeckue [okasaTenbCcTBa NpeaLlecTBYHLWEro KOHTakTa ¢ UHEKUMENn.

3. MPUHUMN METOOA

MeTop kavecTBeHHOro onpegeneHus cneundudeckmnx IgG k BIIM-1/2 npeacraBnsaeT cobon HENPAMOW XEMUTIOMUHECLIEHTHBIN
ummyHoaHanma (CLIA). PekombuHaHTHbIe 6enku Bl cBA3aHbl ¢ MarHUTHBIMU MUKpodacTuuamu (TBepgas dasa), MbinHbIE
MOHOKIOHanbeHble aHTuTena K IgG JenoBeka mMeyeHbl NPOM3BOAHLIM M30MIOMMHOMA (KOHBIOraT aHTUTen C kpacuternewm). Bo
Bpemsl nepBo MHKyGauum aHtutena k BII, npucyTcTBylowme B kanubpartopax, npobax unm KOHTPONsX, (OUKCUPYKTCA Ha
TBEpOo dase. Bo BpemMs BTopoi nHKyGauum KoHboratbl aHTUTEN C Kpacutenem cessbiBatoTes ¢ 1IgG k BIIT, doukcrpoBaHHbIMM
Ha TBepaon chase. MNocne kaxaon MHKyGauuMu He CBsI3aBLUMECS] MOMEKYMNbl yOAnsTCcs BO BPeMs LMKNa NpoMbIBKU. 3aTtem K
peakuMoHHOW cmecu [o0aBnAlTCS  3anyckalllMe peakTuBbl, WHOYUMPYIOLLME  XEMWUSTIOMUHECLIEHTHYIO  peakuuio.
MHTEHCUBHOCTb NMIOMUHECLEHLMN, U3MepsemMast C NOMOLLBbI0 (DOTOYMHOXUTENSA B OTHOCUTENbHBIX €AMHMLAX MHTEHCUMBHOCTM,
oTpaxaeT koHueHTpauwmto IgG k Bl B kannbpaTtopax, KOHTponsx u npobax.



4. COCTAB HABOPA

MarHuTHble yactuupl (2,3 mn) MarHuTHble YacTuLpbl, NOKPbITbIE pekoMOUHaHTHbIMU Benkamu BT ; BCA;
docdaTHbIn Bydep; <0,1% asung HaTpus.

Kanu6patop 1 (2,5 mn) YenoBeueckasi cbiBOpOTKa/mnasma, copepxallas HWU3Kylo KoHueHTpaumio 1gG k
aHTureHam BII; BCA; docdatHbin Bydep; KOHCEPBaHThI; MHEPTHBIN KpacuTenb
(>kenTbIn).

Kannbpatop 2 (2,5 mn) YenoBeueckasi CblBOpOTKa/nnasma, coaepxallasi BbICOKYyH KOHUeHTpauuio 1gG k
aHtureHam BITT; BCA; docdaTtHbin Bydep; KOHCepBaHTbl; MHEPTHLIV KpacuTernb
(cuHun).

Bydep C (2,3 mn) BCA; docpaTtHbIn 6ydep; 0,2% ProClin® 300.

Pacteop ans passeaeHus obpasuos BCA; docdaTHbI Bydep; nHepTHbIN kpacuTenb (kenTbin); 0,2% ProClin® 300.

(28 mn)

KoHnbtorat (23 mn) MbIlWKWHBIE  MOHOKNOHanbHbIE aHTUTENna K 4Yenoseyeckum |1gG, MeyeHHble
NPOU3BOAHbLIM M30HOMNHONA (aMVHOBYTUNITUNU3ONIOMUHONOM); BCA;
docaTtHbI 6ydep; koHcepBaHTbl; 0,2% ProClin® 300.

KonuyecTtso TectoB 100

Bce peareHTbl roTOBbI K MCMOMNb30BaHM0. PacnonoxeHne peareHTOB B Tabnvue OTpaXkaeT pacrnosioXXeHne KOHTENHEPOB B
KapTpuoxe C peaktuBamMmu.

Heo6xoaumblie maTepuansl, He BXoasuwue B Ha6op

Ananuaatopsl LIAISON® XL Ananuzatopsl LIAISON®
KioBeTbl (kaTanoxHbeln Homep X0016). PeakuunoHHble Mogynu (katanoxHbeli Homep 319130).
OpHopa3oBble  HAKOHEYHUKM  (KaTamoXHbll  HOMep
X0015).
Habop 3anyckatowwmx peaktmeoB XL(katanoxHbii Homep | Habop sanyckalowwmx peakTnBoB (kaTanoxHbeli Homep 319102)
319200). unu Habop sanyckawowmx peaktmeoB XL (kaTamoXHbln HOoMep
319200).
PeakTnB ans exenHeBHOW NPOBEPKM aHanM3aTopa (KaTanoXHbI
Homep 319150).
CurctemHas / NpoMbIBOYHASA XKMOKOCTb (KaTanoXHbIN CuctemHas / NpOMbIBOMHaA XWMAKOCTb (KaTamnoXHbI HOMep
Homep 319100). 319100).
Mewwkn ansa otxogos XL (katanoxHbii Homep X0025) MeLwwukm ansa oTxodoB (KaTanoxHeln Homep 450003).
Habop pacTtBopoB ons ob6cnyxmeaHmsa nUrn 403aTOpPOB U Habop pactBopoB gna  obcnyxuBaHus aHanusaTtopa
MotoLLen cTaHumm (kaTanoxHbii Homep 310995). (kaTanoxHbii Homep 310990).

[dononHutenbHble MaTepuarnbl, pPeKOMeHAOBaHHble AN paboTbl
KoHTponb IgG k BIMIM-1/2 (nonoXvTenbHbIV U oTpULaTenbHbIi) (kaTanoxHein Homep 310801)

5. MPEAYNPEXAEHUA

Tonbko ans In vitro QUarHocTuku.

Bce o6pasubl YenoBeYyeckor CbiBOPOTKM/MNa3Mbl, MCMNONb30BaHHbIE ANsi NPOM3BOACTBa Habopa, Obinv NpoTecTMpoBaHbl Ha
Hanuuve aHTMTen k Bupycy rematmta C, BUY 1 n BUY 2, a tavke HBs-aHTuUreHa u 6binM nNpusHaHbl OTpULATENBHO
pearvpylLMn B BbllLEyKa3aHHbIX TecTax. Ho, MOCKONbKy He CyLlecTBYeT MeToaa MCCNeaoBaHWi, KOTOPbIA Obl rapaHTupoBan
NOMHY MHPEKUNOHHY0 6e30nacHOCTL BroMaTepmanoB 4YeroBEeYEeCKOro MPOUCXOXAEHUS, pekoMeHayeTcs obpallatbcsa ¢
HabopoM, Kak C NOTEHUUANbHO MHAEKLMOHHBIM.

6. MEPbI MPEOOCTOPOXHOCTU

He ynoTtpebnsaTte nuLly, HanUTKK1, He KypuTe U HE HAHOCUTE KOCMETKKY B nabopaTopuu, rae NpoBoaATCs aHanmabl.

He nepenvBaiiTe pacTBOpbI PTOM.

M3berante npsamMoro KOHTakrta co BCEMMW MOTEHUMANbHO MHMEKLUMOHHBIMW MaTepuanaMmu, HageBas 3aluTHYI0 Oaexay, Takyto
Kak nabopaTtopHble XxanaTbl, 3aLMTHbIE OYKU 1 OQHOPAa30Bble NepyaTkn. B koHLe kaXaoro aHanvaa TwaTenbHO MOWTE PYKW.
Wsberavite BcnneckoB nnu obpasoBaHusa asposonen. JIloby yTeuky GMONornyeckoro peareHta crnegyet CMbiTb C MOMOLLBHO
pactBopa runoxnoputa HaTpus ¢ 0,5%-HbIM aKTUBHBIM XITOPOM 1 YTUIM3MPOBaTh Kak MHEKLMOHHbIE OTXOAbI.

Bce obpasubl U peareHTbl, cogepxalive Ouonorndeckne matepuarnsl, UCMONb3yemble B aHanuse, OOSPKHbl CYMTaTbCA
noTeHUmanbHO crnocobHbIMKU nepefaBaTbh MHAEKUMOHHbIE areHTbl. C oTxogamu cnegyeT obpallaTbCs C OCTOPOXHOCTBIO Y
yTUNN3MpoBaTb UX B COOTBETCTBMW C NabopaTopHbIMM HOPMamMu M HOPMaMu 3aKOHOB, AEWCTBYKOLIMMK B cTpaHe. Jliobble
martepuanbl, MoAnexalne MOBTOPHOMY WCMOMb30BaHUIO, [OOMKHbI ObiTb Hagnexawmm obpa3oMm CTepunmnsoBaHbl B
COOTBETCTBUM C MECTHBIMY 3aKOHaMU Y HOPMaMW.

MpoBepsanTe achPeKTUBHOCTL LiMKNa cTepunmaaunm/obessapaxnBaHus.

B cootBetctBUM c lNonoxennem EC 1272/2008 (CLP - knaccudumkaumsa, MapKkvMpoBKa M ynakoBKa), OMnacHble peareHTbl
KnaccuuLmMpyoTCa 1 MapKUpYTCH cneayowmm obpasom:

PEATEHTbI: |CALJ1|, [CALJ2], [BUF|C], |DIL|SPE|, [CONJ|
KNACCUDOUKALNA: CeHcubunusauma koxmn 1 H317
CUITHANbHOE CJNIOBO: BHumMaHue




OBO3HAYEHME /
MAKTOTPAMMbI:
GHSO07 — BocknuuaTtenbHbl 3HaK
XAPAKTEPUCTUKMH
OMNACHOCTMU: H317 MoxeT BblI3blBaTb annepruyeckyto peakLmio Ha Koxe.
MEPbI
NPEQOCTOPOXHOCTMU: P261 N3beraTb BObIxaHWA Nbinu/AbiMal/rasza/TymaHa/vcnapeHunin/asposons.
P280 HageBaTb 3awmTHbIE nepyaTky /3alUMTHYI0 odexay/cpeacTsa 3alumTbl rnas/
cpeacTBa 3awWwuThbl nuua.
P363 CTtunpaTtb 3arpsi3HEHHYI0 ogexay nepes NOBTOPHbIM UCNOMNb30BaHUEM.
COOEPXWUT:
(Tonbko BelwecTsa peakumMoHHas macca: 5-xnopo-2-meTun-4-n3otuasonui-3-oH [EC Ne 247-500-7] n
NpeAnncaHHble COI',J'IaCHO 2-metun-2H -nsotnason-3-oH [EC Ne 220-239-6] (3:1) (ProClin® 300).
CrtaTtbe 18 lNMocTaHoOBNEHUSA
EC 1272/2008).

B cootBetctBUM c [MonoxeHunem EC 1272/2008 (CLP - knaccudwukaums, MapKkMpoBKa U yrnakoBKa) [SOR8] MapKkupyeTcsa Kak
EUH210; no 3anpocy AocTynHbl nacnopTta 6€30nacHoOCTy.
JononHutenbHyo nHopmaumio CMoTpuUTe B Nnacnoptax 6e3onacHoOCTU, AOCTYMNHbIX Ha canTe: www.diasorin.com.

7. MOArOTOBKA MHTEINPAJIbHOIO KAPTPUIXKA PEAKTUBOB

MoxanywcTta, obpaTtuTe BHUMaHME Ha cneayoLme BaXkHble Mepbl NPeSOCTOPOXHOCTM Npu paboTe ¢ peareHTamu:
PecycneHanpoBaHMe MarHUTHbIX YacTuly

MarHuTHble YacTuLbl AOMKHBI ObITb NONHOCTBHIO pecyCneHAMPOBaHbl A0 TOrO, Kak MHTerpan 6yget nomelueH B npubop. YTobbl
obecneynTb NONHOE pecyCcneHaMpoBaHMe YacTuL, BbINONHWUTE cneayLwme AenCTBUS:

Mepen yaaneHnem anioMvHueBbix MeMbpaH ¢ onakoHOB, MPOBEPHUTE KOMECOo hnakoHa C MarHUTHbIMK YacTuuamu, noka uset
CYCMEH3UN He CTaHeT PaBHOMEPHO KOPUYHEBBLIM. AKKypaTHO nepemMellante nx COAepXMmoe, aepxa nHTerpan ropusoHTanbsHo,
4yTOObI M3bexaTb NeHoobpasoBaHua. OCMOTPUTE HWXKHIOKW YacTb dnakoHa, YTobbl y6eanTbes, YTO BCE MarHWTHble YacTuubl
6bInKn pecycneHanpoBaHsbI.

Mpu HeobxogMmocCTH NOBTOPUTE MpOoLEAYPY A0 NOMHOMO PECyCneHANPOBaHNSA MarHUTHbIX YacTuL.

Mocne ypaneHvss anioMUHUEBON MeMBpaHbl TwaTenbHO NPOTPUTE MOBEPXHOCTb KaXkaoro dhriakoHa AN yaaneHus ocTaTkoB
XWUOKOCTU, eCrnv HeoBXoaMMO.

BcneHuBaHue peareHTOB

Utobbl 06GecneunTb onTumarnbHble pabouve XapakTepuUCTUKW MHTerpana, cnegyet maberatb neHOoOpa3oBaHWs peareHTOoB.
MpuaepxunBanTech NPUBEOEHHBLIX HXE PEKOMEHAALMIA MO NPeaoTBPALLEHMIO BCMEHUBAHUS:

Mepen WCMoOMNb3OBaHWEM WHTErpana OCMOTPUTE peareHTbl, 4Tobbl ybeauTbcs B OTCyTCTBUMM neHbl. Ecnu  nocne
pecycneHaMpoBaHUs MarHUTHbIX YacTWL NeHa nosiBunacb, NOMECTUTE WHTErpan B aHanu3atop M NOoAoXAWTe, Moka neHa
ncyesHeT. MHTerpan rotoB Kk UCMONb30oBaHUIO TOMbKO TOrfda, KOraa MeHa ucyesna, a MHTerpan Cc pecycrneHavMpoBaHHbIMU
YyacTuuamm HaxoguTcs Ha bopTy.

YcTtaHOBKa uHTerpana B ob6nactb 3arpy3Ku peaktuBoB

AnanuzaTtop LIAISON®

. YcTaHoBWTE MHTErpan B obnacTb 3arpy3ki peakTVBOB aHanusaTopa Tak, YToObl WTpMX-kod Obii pacnonoxeH cneea, u
oCcTaBbTe ANs MEepPeMELUMBaAHUSA MarHWTHbIX YacTuy B TedeHne 30 MUHYT. AHanusatop aBTOMAaTUYECKM MepemellaeT U
MONHOCTbLIO PECYCNEHAMPYET MarHUTHbIE YacTULbl 38 3TO BPEMSI.

. CrenyviTe MHCTPYKLUMM MO 3KCMNyaTaumMm aHannsaTopa Ans 3arpyskv npob 1 Havana uccnegoBaHus

AnanuzaTtop LIAISON® XL

. Ananunszatop LIAISON® XL ocHalieH BCTPOEHHbIM TBEpPAOTENbHbIM MarHUTHbIM YCTPOMCTBOM, KOTOpOE MnomMoraeT
pecycneHanpoBaTb MUKpPOYacTMLbl A0 pa3MeLLeHus MHTerpana ¢ peareHtamy B ob6nactu 3arpy3ku peakTVBOB aHanusaTopa.
[N yTouHeHns getanen obpaTnTech K pyKOBOACTBY MO IKCMyaTauum aHanm3aTtopa.

a. BctaBbTe nHTerpan ¢ peareHtamu B cneumanbHbI pasbem.

©. OcTaBbTe UHTErpan ¢ peareHTaMy B TBEPAOTENbHOM MarHUTHOM YCTPOWCTBE, MO KparHen mepe, Ha 30 cekyHa (aonyckaeTtcsi
[0 HECKONbKNX MUHYT). MNoBTOpUTE NO Mepe Heo6Xo0ANMOCTH.

. YcTaHoBWTe MHTEerpan B obnacTb 3arpy3ky peakTMBOB aHanmusatopa Tak, Y4ToObl LWTpuX-kod Obin pacrnonoxeH cnesa, u
OoCTaBbTe [ANA MEepPEMELUMBaHWA MarHWTHbIX YacTuy B TeyeHue 15 MuHyT. AHanus3aTtop aBTOMaTU4ecku nepemellaeT U
MOMHOCTBLIO pPECYCNeHANPYET MarHUTHbIE YacTuLbl 3a 3TO BPEMS.

. CnepayiiTe MHCTPYKUMM NO 3KCMyaTauMn aHanusaTopa Ans 3arpy3km npob 1 Havana nccnegoBaHns

8. XPAHEHUE U CTABUIIbHOCTb UHTEIMPAJIbHOIO KAPTPUXXA PEAKTUBOB

Bceraa xpaHuTe WHTerpanbl B BepTUKaNbHOM MOMOXEHWU, B MPOTMBHOM criyyae nocrefyoliee nepemMelinBaHue
MarHUTHbIX YacTul, 6yaeT 3aTpyAHEHO.

HeBCKprTbIe peaKkTunBbl cTabunbHbI 00 OKOHYaHWUA CpOKa rogHOCTU Npu yCnoBun X XpaHeHUsd B BEPTUKAINIbHOM MOJ10XKEeHUU NMpu
Temnepartype 2-8°C. 3anpelyaetcsa 3amMoOpaxumBaTb pPeakTUBbI, BXOASLME B COCTaB KapTpuaxa. 3anpeljaetcss Ucnonb3oBaTb
WHTErpan rnocre OKOHYaHUS CpoKa rogHOCTW, YKas3aHHOro Ha 3TUKEeTKe uHTerpana. locne BCKpbiTUS MHTerpana (ygoaneHus
antoMUHUEBLIX MEMGPaH) ero coaepXknMoe cTaburnbHO B TeYeHWe 8 Hedenb Npu YCroBMU XpaHeHUs Npu TemnepaTtype 2-8°C B
XONOAMUNbHUKE Unn Ha GopTy aHanusaTopa.


http://www.diasorin.com/

9. NOArOTOBKA UCCIIEOAYEMOIO MATEPUATIA

CbiBopoTka wnm nnasma. Uutpatr, 3OTA w renapuH ™moryT OblTb MCMONb30BaHbl B KayecTBe aHTUKOArynsiHTOB.
CbiBOpoTKa/nna3ma AomkHa bbiTb OTAeneHa oT KneTok nocre 3abopa KpoBu Kak MOXHO ckopee. MyTHble, nnemMmnyHbie Npobbl,
a Takke mnpobbl C TBEepAbIMM YacTuuamum W OebpucoM  3pUTPOLMTOB Neped MccnegoBaHuMeM MoryT noTpebosaTtb
OOMNOMHUTENBHOM OYUCTKM MyTeM dunbTpauMn Wan UeHTpudyrmpoBaHus. He pekomeHdyeTcs uWccnegoBaTb CUMbHO
reMonun3npoBaHHble U nNuneMuyHble Npobbl, a Takke Npobbl ¢ NpusHakamn GakTepuanbHON KOHTaMuHauuu. MNepen ycTaHOBKON
nNpobbl B aHanM3aTop HeobxoAnMOo yaanuTb BCe Ny3blpy C €e NOBEPXHOCTU.

CrabunbHocTb: 7 gHen npu Temnepatype 2-8°C. [Ins 6onee AnNuTeNbHOro XpaHeHus Npobbl AOMKHLI BbiTb 3aMOPOXEHBI NPK
Temnepatype -20°C wnu Hwxke. lMocne pasmoposku npoby HeobxoaMmo akkypaTHO nepemewartb. 9 npob c pasnuyHon
PeaKkTUBHOCTbIO XpaHunucb 7 AHew npu Temnepatype 2-8°C, nocrne uyero 6bimm 5 pa3 3aMOPOXEHbl-Pa3MOPOXKEHbI.
MonyyeHHble pe3dynbTaThbl CYLLECTBEHHO He OTNNYanucb Apyr oT Apyra.

MuHumaneHo Heobxoammbii o6bem 190 un (40 un Ha nccnegosaHue + 150 un MepTBLIN 06BLEM).

10. KANIMBPOBKA

MccnepnosaHve kannbpatopos, BXOASALMX B COCTaB UHTErpana, no3sonseT nepekanubpoBaTe MacTep-KpyBYIO, XPaHSALLYIOCH B
namaTy aHanu3aTtopa, C UCMoNb30BaHMEM 3HAYEHUIN KOHLEHTpaumn kanubpaTopos, 3alimMdpoBaHHbIX B LUTPUX-KOAE STUKETKN
WHTerpana.

Kanunbposka gomkHa 6biTb NpoBeAeHa B TpeX NOBTOPAXxX B CNeayoLmX cryyasx:

. Wcnonb3yeTcs HoBasi cepusi Habopa peakTMBOB U Habopa 3anyckatoLmx peakTUBOB.

. Mpowno 6onee 4 Hegenb C MOMEHTa NocnegHen KanubpPoBKK.

. Bbino npoBeaeHo obcnyxmBaHue aHanusaTopa.

L] Pe3yJ'IbTaTbI ncecnegoBaHuA KOHTPOIbHbBIX CbIBOPOTOK BbIXOOAT 3a npenenbl 4onyCTMMOro agnanasoHa.

Ananusartop LIAISON®: aHaueHust KOHLUEeHTpauuin kanubpartopa cogepxaTtcs B LUTPUX-KOAE nHTerpana.
AHanusartop LIAISON® XL: 3HaueHus KOHLIEHTpaummn kanubpaTopa cogepxartcsl B paamo4acTOTHON METKe.

11. NPOLIEAYPA AHAJIU3A

CTporoe cnepgoBaHue pekoMeHAaunsam MHCTPYKLUM NONb30BaTeNs rapaHTMpyeT NonyyYeHne KOPPEKTHbIX pe3ynbTaTos.
AHanusaTtop LIAISON®. Ona noeHTndmkauumn Kaxaon MeETOANKM UCMoNb3yeTcs MHpopMauus, 3awmndpoBaHHas B LUTPUX-KOAE
3TUKETKW MHTerpana. Ecnv nHdopmauum ¢ wrpunx-koga He YnMtaeTtcs, TO KapTPUAK ABNSETCA HeNpPUrogHbIM K MCMOSb30BaHMIO.
He ytunuaupyiite peareHTHbIVi MHTErpan M CBSXUTECb C pernoHanbHoiMu npegctasutensmu DiaSorin gna nonyyeHus
AanbHEeNLNX MHCTPYKLMA.

AnanunsaTtop LIAISON® XL. [nsa naoeHTudmKaumMnm Kaxgon MeToauku ucrnonb3yeTca MHdopMauus, 3almdgpoBaHHas B
paguoyacToTHOW MeTke WHTerpana. Ecnv mHdopmaumm ¢ pagMovacTOTHOM METKM He YuTaeTcs, TO KapTpumK sBnsdeTcs
HenpurogHbIM K MCMOMb30BaHNIO. He yTunusnpymnte peareHTHbIA MHTErpan u CBSAXWUTECh C PErMoHanbHbIMU MPeacTaBUTENIMu
DiaSorin gna nonyvyeHus ganbHeNWNX MHCTPYKLUNNA.

Mpoueaypa aHanusa, BbINOMHAEMOro aHanM3aTopoM, COCTOUT U3 CreaytoLmx cTagui:

PackanbiBaHne kannbpaTtopos, KOHTponen unu Npob B KoBETbI peakLMOHHOIO MOAYNS.

[lo6aBneHve MarHnTHbIX YacTuL,.

Ho6asnenne Bydepa C.

[lob6aBneHve pacTeopa Ans pa3sBeaeHusi obpasLoB.

NHkyGauus.

MpombiBka CUCTEMHON/MPOMBIBOYHON XXMAKOCThIO.

[obGaeneHune koHbloraTa.

NHkybauus.

[MpombiBka CUCTEMHOW/NMPOMBIBOYHON XXUAKOCTbIO.

0. [obaBneHne 3anyckaroLmx peakTMBOB U N3MEPEHNE NHTEHCMBHOCTW (hryopecLeHLNN.

SVONoOORWN =

12. KOHTPOJ1b KAYECTBA

Kaxxgas naGopatopuss [OfmMKHA YCTAHOBUTb YacTOTy MPOBEAEHUS KOHTPONSA KayecTBa CaMOCTOSITENIBHO, XOpoLuen
nabopaToOpHON MpPaKTUKOW SABMSIETCA WX €XeOHEBHOE W3MepeHWe BMecTe C npobamu nauueHToB M Mnocre npoBeAeHUs
KanmbpoBku.

[ns npoBefeHWs BHYTPEHHETO KOHTPOISA Ka4eCcTBa MOXHO MCMOMb30BaTb KOHTPOSbHbIE CbiIBOPOTKM LIAISON® (kaTanoxHbii
Homep 310801):

(a) MMHUMYM OAIMH pa3 B AeHb UCMONb30BaHWSA UHTerpana,

(b) B Ha4ane ncnonb3oBaHUSA HOBOTO UHTErparna peareHToB

(c) nocne kanMbpoBKkKn MHTErpana

(d) B Ha4ane ncnonb3oBaHUs HOBOIO NOTa 3amnycKarLLMX peakTUBOB

(e) ons oueHkM paboumx xapaKTePUCTUK MHTerpana yepes 8 Hegenb Mocne BCKPbITUSI UM B COOTBETCTBUM C TpeboBaHMAMU
MECTHbIX PETyIIMPYHOLLIMX OPraHoB.

Ecnu pesynbTaTthl U3MepeHUsi KOHTPOIIbHbBIX ChIBOPOTOK BbIXOAST 3a AONyCTUMblE npeaernbl, He06Xo0AMMO NOBTOPHO NPOBECTU
KanmbpoBKY METOAMKM U U3MEPEHUE KOHTPOSbHBLIX MaTepuanoB. Ecnu nocne ycnewHor NOBTOPHOW KanvbpoBKM pesynbTaThbl
N3MEPEHUST KOHTPOJbHBLIX CbIBOPOTOK MO-MPEXHEMY BbIXOAAT 3a AOMYCTMMble MNpedernbl, HeoOXoAUMO MPOBECTUM KOHTPOSb
KayecTBa C MCMONb30BaHME HOBLIX (DITAKOHOB KOHTPOIIbHLIX MatepuanoB. Ecnu n B 3ToM cnyyae pesynbTaTbl KOHTPOMbHbIX
N3MEPEHUIN BLIXOAAT 3a AONYyCTUMbIE Mpedernbl, TO pes3ynbTaTbl aHanusa npob nauueHTOB HEAOCTOBEPHbI U MX HEmNb3si
cooOLlaTb nauneHTam.

Mepen vcnonb3oBaHNEM OPYrMX KOHTPOSbHBIX MaTepUanoB HEOGX0AMMO OLEHUTbL BO3MOXHOCTb MX UCMOMb30BaHNSA C AaHHbLIM
HabopoM peakTMBOB, NOCIE Yero He0OX0ANMO YCTAaHOBUTL NOAXOASLLME Npeaernbl 4OMYCTUMbIX 3HAYEHUIA.

13. MHTEPMNPETALUUA PE3YJIbTATOB



AHanusaTtop aBTOMaTU4eCKkn paccumTbiBaeT KoHUeHTpaumto IgG k BT B uHaekcax. 3a 6onee nogpobHoM MHpopMaLumen
obpaTnTechb k MIHCTpyKUuM Nonb3oBaTens.

PesynbTaThl M3aMepeHuin KannbpaTopPOB M KOHTPOIEN aHanM3aTopamm LIAISON® 1 LIAISON® XL B OTHOCUTENbHBIX CBETOBbIX
egvHuuax (RLU) nnm KOHUEHTpaUMOHHBIX eOUHMLIaX MOTYT pasnuyaTbCsi, HO pe3ynbTaTbl aHanu3oB Npob nauneHToB 6yayT
OQMHaKOBbIMU

Moporosoe 3HaveHne ansa anddepeHLUPOBKN OTpULIATENBHBIX Y NONOXUTENbHBIX NPo6 cocTasnseT 1,0 nHaekc.

Mpobbl ¢ koHueHTpauuen IgG k BT Huxe 0,9 nHaekca JOMKHbLI pacLeHMBaTLCS, Kak oTpULaTenbHbIe.

Mpobbl ¢ koHueHTpaumen IgG k BT oT 0,9 Ao 1,1 nHAEKCOB AOMKHBLI PacLEeHNBaTLCH, Kak COMHUTErNbHbIE («cepas 30Hay).
ComHumernbHble npobbi Q0mKHbI bbimb uccredogaHbl MOBMOPHO Onsi no0meepxO0eHus1 NepeoHadYaIbHO20 pe3yrbmama.
lMpobkl, pe3ynbmam M08MOPHO20 U3MEPEHUST KOMOPbIX MOM0XUMerneH, OO/MKHbI pacuyeHu8ambCsl, KaK OfI0XUMesbHbIe.
lMpobbl, pe3ynbmam Mo08MOPHO20 U3MEPEHUSI KOMOPbIX ompuyamersieH, O0/MKHbI pacyeHusambeCs, KakK ompuuamersibHbie.
Ecnu pesynbmam noemopHo20 uUsMepeHuUsi COMHUMerbHbIl, Mo HeobxoduMOo nposecmu Mo8MmMopHskIli 3abop Kposu He rno3oHee
1 Hedenu nocrie rnosy4YeHus rnepeoeo pesyrbmama.

Mpobbl ¢ koHueHTpauuen IgG k BII Bbiwe wnu paBHon 1,1 MHAEKCOB [OOIMKHbI pacLEHUBATbCH, Kak MONOXWUTENbHbIE.
OTpuuaTtenbHbIi pesynbTat 00bIYHO CBMOETENbCTBYET O TOM, YTO MauMeHT He Obin mHpumuuposaH BIM-1/2, ogHako, He
UCKM4YaeT BO3MOXXHOCTb OCTPOM MHdpekummn BT, BaxHO OTMETUTb, YTO pesynbTaT uccnenoBaHusi Ha Hanuuue IgG k B
OyneT oTpuuaTenbHbIM B TeyeHue nepBbix 2-3 Hedenb nocre WHUUMpoBaHus. Ecnu, HecMoTps Ha oTpuuatenbHbI
pes3ynbTaT, OCTaeTCsl NO403PEHME O BO3MOXHOCTU MHPULMPOBaHMS, HE06X0ANMMO NPOBECTN NOBTOPHOE MccneaoBaHne npodol
He no3gHee, YeM yepes 1 Hegeno.

CepokoHBepcUs C OTpuLATENbHOrO Ha MOMOXUTENbHbIA pe3ynbTaT MOXEeT yKa3bliBaTb Kak Ha HeJaBHIOW, Tak U Ha
NPOrpeccupytoLLylo MHEKUMIO, a Tak Xe Ha BBedeHne ummyHornobynuHos Kk BII. Mpu nosTopHOM uHMekuun BIT He
HabrnogaeTcsa 3HaYNTENBHOE YBENMYEHWe TUTpa aHTuTen Hu K BMM-1, Hu k BMT-2.

[MonoxuTenbHbIN pe3ynbTaT ykasbiBaeT Ha KOHTAKT NaumMeHTa ¢ NaToreHoOM MInu Ha BBeAeHue nMmyHornodynuHos k BIT.

He pekomeHayeTca ucnonb3oBaTb pe3ynbTaT OAHOrO TecTa AN MNOCTAHOBKM AuarHosda Ha Hanuyune wHdekumm. [Npu
NnocTaHOBKE [JuarHo3a pes3ynbTaTbl BCerga crefyeT paccMmaTtpuBaTb BMECTE C [aHHbIMUM ucTopun GonesHn v Opyrvumu
ONarHoCTUYECKUMUN UCCNeaoBaHNSMM.

Habop peaktvBoB LIAISON® HSV-1/2 IgG (BIIr-1/2 IgG) noneseH Ans OUEHKM UMMYyHomnorndyeckoro crtatyca no BIMI
ceKkcyarnbHO akTMBHbIX Mnoaen n 6epemeHHbiX XeHWwuH. B kombuHaumm ¢ Habopom peaktmeoB LIAISON® HSV-2 IgG (BIMIr-2
IgG, kaTanoxHbin Homep 310810) oH MOXeT ObITb MCNONb30BaH AN AuddepeHuMaun NauneHToB, MHPULMPOBAHHbBIX TOMNBKO
BIMr-1, n naumexTos, nHdmumupoBaHHbix BIM-1 u/vnn BII-2 (cm. Tabnuuy Huxe).

Pesynbtar BI-1/2 IgG Pesynbtar BIr-2 1gG WHTepnpeTaumns
oTpuyuaTenbHbIN oTpuuaTenbHbIA Mpoba, otpuuartensHas Ha BMIM-1 v BMr-2.
NONOXWUTENbHbIN oTpuuaTenbHbIN M3onuposaHHas BI-1 nHdekums.
NOMNOXWTENbHbIN NOMNOXNTENbHbIN M3onuposaHHas BIIM-2 nHdekums nnm

KoMbunHuposaHHas BI-1 n BIMI-2 nhdekums

14. OrPAHNYEHUA

CTporoe cnepgoBaHne MHCTPYKUMSIM K Npubopy 1 peakTuBy HEO6X0AMMO AN NONyYeHUst JOCTOBEPHbIX pe3ynbTaToBs.
BakTepuanbHas KOHTaMMHaUMS Uy HarpesaHue Npobbl MOryT NOBNUATL Ha pesynbTaT UCCrefoBaHus.

3anpelaeTca nepectaBnaATb uHTerpansl Mmexagy adanusatopamu LIAISON® u LIAISON® XL. WHTerpan, opgHaxapbl
YCT@HOBMNEHHbIN Ha aHanu3aTop OonpedeneHHOro Tuna, AOIMKEH UCMONb30BaTbCA Ha 3TOM aHanusaTope A0 Camoro KOHUa.
3anpeluaeTcs oueHnBaTb AMHAMMWKY KOHLEHTpauuu Mo pesynbTaTam, NOfyyYyeHHbIM Ha pasHbiX TWNax aHanvM3atopoB. Takve
n3MepeHns JOIMKHbI ObITb BbIMOMHEHbI HA OAHOM KOHKPETHOM Tune aHanusatopa (nbo LIAISON®, nubo LIAISON® XL).

15. CMELUNPUYECKUE XAPAKTEPUCTUKM UCCNEOOBAHUA

151 AHanuTn4yeckas cneunPUyHOCTb.

AHanuTuyeckaa cneunuyHOCTb - 3TO CMOCOOHOCTb B XOAE BHIMOMHAEMOrO aHanmMsa MnpaBWUibHO OMNpPeaensiTb Hanuuve
crneunduyeckoro aHanuta B NPUCYTCTBMU MOTEHUMAmNbHO MHTepdepupyrolmx ¢akTopoB B cocTaBe npobbl (Hanpumep:
aHTUKOArynsiHToB, remosnuaa, NocneacTBUi NeYEHUs) U NEPEKPECTHBIX aHTUTEN.

UHTepdepeHuums. MNMpoBeaeHHble UccreoBaHUs nokasanu, YTo Takue hakTophbl, kak npucyTcTeue aHTukoarynsHTos (QOTA
Kanun, uMTpaT HaTpus, renapuH HaTpus u nutug), remonmsa (oo 1000 mr/gn remornobuHa), nunemum (go 3000 mr/gn
Tpurnuuepuaos), GunupybuHemun (oo 20 Mr/gn) v 3amopaxvBaHue-oTTaMBaHue o6pasuoB He BMMSAKT Ha pe3ynbraT
nccrneaoBaHus.

MepekpecTHasi peakTMBHOCTb. Kak npaBuno, Hanuuve B npobe noTeHuManbHO KPOCC-pPEaKTUBHBIX aHTUTEN He BMUSET Ha
pesynbTaTt. bbinu nccnenoBaHbl criegylowne aHTUTena: (a) UMMYHOrnobynvHbl K pa3nuyHbIM MHPEKUMOHHBIM BO30yauTensam,
Takum Kak, Bupyc dnwrtenHa-bapp, Bupyc Bapuuenna-3octep, LIMB, kpacHyxa, Tokconnasma - (6) aHtutena kK peBMaToMgHOMY
dakTopy (MMmyHornobynuH anti-Fc).

15.2 ToyHOCTb Npu uccnegoBaHUU Ha aHanu3saTope LIAISON®

PasnuuHble npobbl C pasnUuYHbIMU  KOHLEHTpPaLUsIMM  aHanNu3uMpyemoro BellecTBa OblnM M3yveHbl AN BbIYUCMEHUS
NOBTOPSEMOCTM WM BOCMPOU3BOAMMOCTA UCCNEAOBaHUSI (TO eCTb BapuabenbHOCTb BHYTPW OZHOM U Mexay pasnvyHbIMU
npobamu). BaprabenbHOCTb, OTpaxeHHass B Tabnuue nNpuBEOEHHOW HWKe, He NPUBOAMINA K HEBEPHOW WHTepnpetauuu
pes3ynbTaToB aHanu3a npoo.

MoBTOpPsSiEMOCTb Bocnponssognmoctb
A B C D B A C D
KonuuyecTtso namepeHui 20 20 20 20 20 20 20 20
CpeaHee (MHOEKC) 0,16 0,26 5,10 9,70 0,14 0,26 3,70 6,10
CtaHgapTHOE OTKIIOHEHUE 0,023| 0,006| 0,163| 0,233| 0,014| 0,018 | 0,170 | 0,329
KoadhdpumumeHT Bapmaumu (%) 14,6 2,3 3,2 2,4 10,2 7,0 4.6 54




15.3 TouHoCTb NpU UccrneaoBaHuM Ha aHanu3saTope LIAISON® XL

PasnunyHble npobbl C pasnMyHbIMU  KOHLEHTPaUWsSIMM aHanM3vpyeMoro BellecTBa OblnM M3y4YeHbl AN BblYUCIEHMS
NMOBTOPSIEMOCTU M BOCMNPOU3BOAMMOCTU WCCNENOBaHUS (TO eCcTb BapuabenbHOCTb BHYTPU OOHOM U Mexay pasfvyHbiMu
npobamwu). BapuabenbHOCTb, OTpaXeHHas B Tabnvue npuBedEHHOW HWXKe, He MpuBOAMNA K HEBEPHOW MHTeprnpeTauuu
pe3yrnbTaToB aHanusa npoo.

MoBTOpPSiEMOCTb BocnponseoammocTtb
1 2 3 Monox 1 2 3 Monox.
.KOHTp. KOHTP.
KonuuyecTtBo nsmepeHuin 20 20 20 20 20 20 20 20
CpepnHee (MHAekKc) 0,423 | 2,06 8,10 10,2 0,437 | 2,00 7,69 9,88
CraHpgapTHOE OTKIOHEHMEe 0,021 | 0,076 0,30 0,28 0,072 0,11 0,63 0,32
KoacphdumumeHT Bapmauum (%) 4.9 3,7 3,7 2,8 16,4 55 8,2 3,3
MuHumMansHoe 3HayeHue (MHOEKC) 0,38 1,93 7,49 9,87 0,362 1,7 5,47 9,36
MakcumanbHoe 3HayeHue (MHAEKC) 0,458 2,26 8,53 10,8 0,647 2,19 8,42 10,5

15.4 [lnarHocTnyeckasa cneununyHOCTb M YYBCTBUTESNIbHOCTD.

[narHoctuyeckne cneum@unyHOCTb U YyBCTBMTENBHOCTL ObiNM onpeaeneHbl nyTem uccrnefoBaHus 268 npob n3 pasnuyHbIX
OoTOOpaHHbIX MOMynAUMA (Nnua, Hukorga He 6Gomnesline BMPYycoM npocToro repneca 1 u 2; GOMbHble Pa3NUYHLIMU
NHEKLUMOHHLIMM 3a60MeBaHNsMN CO CXOXEeW CUMMTOMAaTWMKOW; Nnuua, MMeloWwmMe MNonoXuTenbHbIi TecT Ha IgG k Bupycy
npocTtoro repneca 1 v otpuuartenbHbin Ha IgG K BUpYCy; nuua, uMmerowme oTpuuaTensHbii TecT Ha IgG K BUpYCY npocToro
repneca 1 n nonoxuteneHbli Ha IgG K BUPYCy NPOCTOro reprneca 2; nvua, UMeroLme nonoxuntenbHbIn Tect Ha IgG k Bupycy
npocToro reprneca 1 u nonoxuTenbHeln Ha 1gG K BUpycy npoctoro reprneca 2). Mpobbl 6binu nccnegoBaHbl HECKONbKUMU
MEeTOAaMM U 3TN pesynbTaTtbl HapsAy ¢ AOCTYMHBIMU KIMHUYECKMMU U CEPONIOrMYECKMMU AaHHbIMU Bbinn MCNonb3oBaHbl Ans
Knaccudumkaumm ncecnegoBaHHbIX Npob.

2 nonoxuTtenbHblX, 1 COMHUTENbHLIA K 92 oTpuuaTenbHbIX pe3ynbTatoB ObINO MNOMy4YEeHO nNpuM  UccneaoBaHUn
NpeanonoXuTensHO OTpuuaTtenbHbIX Npob, AuarHocTudeckas crneumduyHocTb coctaBuna 96,84% (95% poBepuTenbHbIv
nHtepsan 91,05-99,34%).

1 oTpuuartenbHbln M 172 NOMOXWTENbHBIX PE3ynNbTaToB ObINIO MOMYYEHO MpU  WUCCNeOBaHWM  MPEANONOKNTENBHO
NoNoOXUTENbHbIX NPO6, AnarHocTnyeckas cneumguyHocTb coctasuna 99,42% (95% posepuTenbHbI MHTepBan 96,82-99,99%).



