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KouTpoabHbIil 00pa3el BBITYCKAETCS B 0JHOM KOMILIEKTe.

«JIC-BJIK-autu-BUY-1» KOHTpOIBHEIA 00pa3enl CHIBOPOTKH, cojepxkarmed anturena k BUY-1, me
comepxamieit anturen p24 BUU-1, HBsAg, amTturena k BHpycy rematura C, MHAaKTMBHPOBAHBIM,
THO(QUIN3NPOBAHHBIN.

B xommaekT BXoauT 24 ¢dnakoHa.

I HA3ZHAYEHUE :

Kontponsusiit oOpazen «JIC-BJIK-anTu-BUY-1» peaHa3HadYeH JUISt obecrieqeHust
BHYTpHJIA00PATOPHOTO KOHTPOJIS KAYeCTBa HCCIeIOBAHUI [IPH MOCTAHOBKE HMMYHO(EPMEHTHOTO aHAJIN3A4,
a UIMEHHO:

1. Jlng ONEHKH CXOAMMOCTH PE3yJIbTaTOB M3MEPEHMH B €XCIHEBHON IpakTuKe IabopaTopHi —
OIM30CTH APYT K JAPYTY Pe3yibTaToB M3MEPEHUH OJHOH M TOH )K€ BEIMYUHEI, BEIIOTHEHHBIX MOBTOPHO
ONHUMY W TEMH K€ CPEICTBAMH, OJHAM U TeM K€ METOIOM B OJMHAKOBELIX YCIOBHMSAX M C OJHHAKOBOU
TIATETFHOCTHIO.

2. Jlng ONEHKH BOCHPOM3BOIMMOCTH, T.€. KaYeCTBO M3MEpPEHHM, oTpaxaroliee ONM30CTh IPYyr K
APYTy pe3yiIbTaToB M3MEPEHHH, BBHINONHSIEMBIX B PA3IMYHEIX YCIOBUSX (B Pa3iIMYHOE BPEMS, PasHBIMH
orepaTopaMH, B pa3HbIX MeCTax).

3. Jlns BLISBICHUS CHCTEMATHICCKHMX M CIIyJalHBIX omMOOK Ipu nocraHoBke MDA,

Konrponeusiit  obpasent  «JIC-BJIK-antn-BUUU-1» arrecroBaH B HMMYHO(QEPMEHTHBIX TECT-
CHCTEMaX OTEUeCTBEHHBIX TIPON3BOIUTENCH, IPpeTHA3HAYCHHBIX IJII BRIABIeHHA aHTUTeN K BIMY-1.

IL. COCTAB HABOPA «/IC-BJIK-anTn-BUY-1»

Tabmura 1
XapakTepHucTUKa peareHra ®opwma BEITyCcKa
Kontpoinshsrit obpazen «{C-BJIK-antu-BUY-1» HHaKTUBUPOBAHHLIM, 24 ¢pnaxona
nuodunusupoBanusiii. Cyxas mopucrast aMmopgHasi, 6e0ro BeTa Macca.

I11. MEPHI ITPEJOCTOPOXKHOCTUN.
JIOCTOBEPHOCTh PE3yIhTATOB 3aBHCHT OT TPABHIBHOTO BBHIMONHEHUS CIEIYIONIUX MPaBUN TabopaTopHOM
TIPaKTHKH:

e Henr3s wucmonp3oBarh KoOHTponbHBNA obOpazeny «J[C-BJIK-antu-BUY-1» ¢ ucTeKmmM CpokoM
TOTHOCTH.

e JlaGoparopHas IOCyaa MO/KHA OBITH TIIATEIRHO TPOMBITA. [IpeAMOYTHTENEHO TPHUMEHSTE TOCYIY
OJJHOPa30BOTO UCIOJIH30BAHUA.

e HeobxoauMo HCHIOAB30BATh HOBEIM HAKOHEYHHK IS KaXI0To oOpasia.

e Heo6xoamMo HCIOIB30BATE TOJIBKO BaTHIUPOBAHHEIC TUIIETKHA U 000PyI10BaHHE.

e Heo0xomuMo HUCIIONMB30BaTh BOAY BRICOKOI'O Ka4eCTBa.

e Henp3s momBepraTh peareHTH BO3/IEHCTBUIO TETlIa UM CBETA BO BPEMS XpaHEHUS.

IV. HMHCTPYKIIMHA 110 BE3OITACHOCTH

e KouTposbHbIe 00pa3Ikl H3TOTOBICHEI N3 TEPMOUHAKTHBHPOBAHHBIX CHIBOPOTOK MM ILIA3MEI KPOBH.

e Ilocne BCKpHITHS KOpPOOKH HEOOXOAMMO TPOBEPUTH (IIAKOHBI C KOHTPOIBHEIM 00paslioM Ha
IeTIOCTHOCTh M HalIWYHE Ha HHUX JTHKETOK. [loBpexnéuuble (akoHb B (IaKOHEI 0€3 STHKETOK
HCIIONIE30BATE HEIb3.

e Jlna mpeoTBpameHus BEIOpOca THO(GUIM3HPOBAHHEIX CHIBOPOTOK IPH pasrepMeTH3aluy (rakoHoB
npoOKy HEOOXOAMMO ciIerka MPHOTKPHITh, a 3aTeEM H3BIICYb IIOJTHOCTHIO.

o Ilpu paGote ¢ uccaemyeMbIME 00pa3llaMH HY)XHO OOpamarhbesi Kak ¢ MOTCHIHANTBHO OINACHBIMH
MaTepUaIaMHy, T.K. HA OJIMH U3BECTHBI METOJ] TECTHPOBAHMSA HE MOKET IrapaHTHPOBATh OTCYTCTBHUE
MHQPEKITMOHHBIX areHTOB. ' '

e B noMemeHHH ¢ WMMYHOJMATHOCTHYECKMMH MaTephalaMd Heb3s YIOTpeONsTh IHILY, MHTH,
KYPHUTH, IPAMEHATH KOCMETHKY.



e Hennzs mUIETUPOBATH PTOM.

e Ilpu pabore ¢ HabOpPOM peareHTOB M HCCIeIyeMbIMH 00paslaMu HeOOXOMUMO WCIIOJIb30BaTh
CHENOAEXKTY H OJHOPA30BEIE IEPUATKH, TIATEIHHO IPOMBIBATH PYKHU 110CHIE PabOTHI ¢ HUMH.

e Heo6xoaumo u3berarh paciiecKMBaHHS PacTBOPOB, coAepxkaiux obpasusl. Ilpu pacrrecKuBaHun
HeMEJIEHHO JAe3aKTHBUPOBATE TIOBEPXHOCTE 3 % pacTBOpoM XilopaMuHa b.

e Ilocme mpoBeneHHMs  (EPMEHTATHBHOM  peakuwud  HEOOXOIUMO  HEHTpanm3oBaTh  H/HIH
aBTOKJIaBMPOBATH PACTBOPHI, OTXO/IBI UITH JIFOOBIE KUAKOCTH, CoAepKamue OHOOTHIecKre 00pasme!
1o cbpoca B crounyio TpyOy. TBepable oTXOIBI (HMCIIONBE30BAHHBIE TUIAHINETHI, HAKOHCYHHKH K
JozaropaM, (IIAKOHEI, JTa0OpaTopHas IOCYZa, OHOPA30BEIC NEPYaTKH U T.J1.) JOJDKHEI OBITH
o0e33apaxeHbl MOrpyxeHueM B 6 % pactBop mepekucu Bojopoza ¢ 0,5 % CHHTETHYECKOro
moromiero cpeactsa (CMC) mmm B 3 % pactBop xnopamuHa b. JUIMTENBHOCTE JI€3aKTHBAIUKA — HE
MeHee 1 4. JIomycTHMO TpUMEHEHHE APYToro pPa3pelleHHOro K IPUMEHEHHIO J€3. CpeICTBa.
Teépaple OTXOABI TaKXe cleayeT 00e3BPEXUBATH aBTOKIABUPOBAHHEM B TEYEHHE Yaca IpU
temmeparype ot 124 ngo 128 °C mox naBnenuem 1,5 k[c/em (0,15 MIlIa). Xumgkue OTXOIBI .
(IpOMBIBOYHBIE BOJIBI) clexyeT obe33apaxuBaTh JoOaBIeHHEM CyXoro xjopamuna b u3 pacuera 30
T/1 (AIUTENBEHOCTD Je3aKTUBAllUK — HE MEHee 2 9) MU KﬂnﬂquHeM B Tedenne 30 MHH, HIH
ABTOKJIABHPOBAaHWEM B TedeHWe | U 1Mox AaBieHHEM 1,5 k[c/em? (0,15 MITa) mpu Temmeparype ot
124 no 128 °C. HCTpYMEHTHI H 060py,u013aHHe 710 ¥ Tociie paboThl He00X0MMO IIPOTUPATE 2 pasa
70 % STHUIOBEIM CIIUPTOM.

V. HEOBXOJIUMBIE MATEPUAJIBI 1 OBOPYJIOBAHHUE, HE NPEJOCTABJISAEMOE C
HABOPOM
e CuekrpoOTOMETp BEPTHKAILHOTO CKAHUPOBAHHUS, IIO3BOJIOIIMH  M3MEPATH  ONTHYECKYIO
IUIOTHOCTH PacTBOPA B JIYHKaX TUIAHINIETa IpH JUIMHAX BOJIH 450 HM 1 620-680 HM.
o IIumeTku MepeMEHHOTO 00BeMa (OTHO- U MHOTOKAHAJIBHEIE).
HaxoHeuHUMKH 0IHOpA30BBIE AT MHAIETOK IEPEMEHHOTO 00beMa.
Tepmocrar.
VYCTpoicTBO IS IPOMBIBAHUS TUTAHIIETOB (BOIIED).
ABTOMATHYECKHH aHATU3ATOP IUIT MMMYHO(EPMEHTHOTO aHaI3a OTKPBITOIO THIIA.
Bojna muctunnupoBanHasl.
bymara gunsTpoBanbHas 1adopaTopHasi.
[lepuaTku MeTUIIUHCKHE.

VI. IMOATOTOBKA OBPA3IIA
1. Bo ¢makoH ¢ 1IHOGUIEHO BEICYIIEHHBIM KOHTPOJBHBIM 00pasloM BHECTH BOIY,
JMCTHUTAPOBAHHYIO B 0OBeMe, yKa3aHHOM Ha 3THKeTKe ¢uakoHa. Cozepxumoe (akoHa THIATEILHO
mepeMeniath 10 TonHOTO pactBoperms. [locime pactBopenus OOpasen Beyiepxars 20 MHH IIpH
temmeparype ot 18 °C no 24 °C, 3areM UCHOIB30BaTh AJIS aHAIIU3A.
[TomroroBneHHbI oOpa3sen, [OJDKEH IpPEeACTaBIATh COOOH INpO3padHyr0 MM CllETKa
OTIAJIECTTAPYIOIIYIO XKENTOBATOTO OTTEHKA KU IKOCTE.
PasBeneHHBIT 00pasell XpaHUTs BO ()JIaKkoHE € IUIOTHO 3aKPHITOM KPBIIIKOHN He Ooyee CYyTOK IpH
temMueparype ot 2 jo 8 °C.
2. Buecenne «JIC-BJIK-anti-B1Y-1» B TyHKH IUTaHIIETa OCYLIECTBIISCTCS B KOJIMYICCTBE, YKA3aHHOM
IUTS ICCTIEAYEMBIX 00pa3oB B MHCTPYKITHHN 110 IPUMEHEHHUIO UCIIOIB3YEMON TECT-CHCTEMBI.
BHUMAHHE: Onenky C¢XOAMMOCTH, BOCIPOH3BOXHMOCTH Ppe3yJbTAaTOB H ONepATHBHBIH
BHYTPHJIA00PATOPHBII KOHTPOJIb CIeAyeT 0CYIIECTBJIATL HA OHOH CEPHH TECT-CHCTEMBI.

VII. TIPOBEJIEHHE AHAJIN3A U YUET PE3VJIbTATOB

1. Onenka cxomumocty - Cragus 1.

1.1. Jlns omeHKW CXOAWMOCTH PE3y/IbTaTOB OJHOBPEMEHHO B JIYHKAX IIAHIICTA HpOBO,Z[HT aHamm3
«J1C-BJIK-antr-BUY-1» B 10 moBTOpax.



1.2. Vuér pesymsraroB no «J{C-BJIK-antu- BUY-1» cnemyer mpoBOAMTH TOIBKO B TOM CliIydae,
ecim BenmuuuHEl Ol MOJOKUTENBEHOTO U OTPULIATEIBHOTO KOHTPOJIEH YKIAABIBAIOTCS B IPEIEINEI,
perilaMeHTHpyeMble HOPMATHBHO-TEXHHYIECKON JOKyMeHTanueil Ha TecT-cucreMy. OIIKpUT. paccUAThIBAXOT
o hopMyIte, MpUBEAEHHON B MHCTPYKIIMH 110 IPUMEHEHHIO TECT-CHCTEMEL.

Jlns ymo6GCTBa BEIYMCIIEHHH PeKOMEHJYETCS BMECTO omTudeckol 1iotHoctd (OI) HCmomb30Bath
ko3 hurment nosutueroctd KII = OIT 06p/Ollkpur.

1.3. IlpoBenenne cTaTUCTAIECKOH 0OPaOOTKY IIONYYEHHBIX PE3YIBTATOB C BEIYUCIIEHHEM:!

- cpemnero 3Hauenus (X km):

B .5}

XKH n

- CpeIHEKBAIPaTHICCKOTO OTKIOHEHHS (9 ):

B Z (}K}’l ~ Xn)®

n-—1

o
X xu — cpenmsia apudMeTndeckas Bemrdauna KIT 13 HoTy4eHHOro KOJIMIeCTBA OBTOPOB;
Xn - pe3yapTaT KaXA0ro UCCIIeI0BaHUS

n - KOJUIECTBO TOBTOPOB (IS moAcdeTa HeoOxoaumo He MeHee 10 moBTOpoB);

O - cpemHEKBaApaTUIHOE OTKJIOHEHHE;

Z - 3HaK CYMMHPOBAHUS;
- ko3¢ ¢unuenta Bapuammu (CV):

CV (%) = —— x100%

Xkn
CV npwu orieHKe CXOIUMOCTH HE JIOJDKEH ITpeBbImars 12%.

2. Oueska BOCIIPOM3BOAUMOCTH ¥ HOCTPOEHUE KOHTPOIBHBIX KapT - Craaus 2.

2.1. Hapsny ¢ uccnemyeMmbiMu mpobamu, B nyHku 1iaHmera BHectd «J[C-BJIK-artu-BIY-1» B
JIBYX TOBTOpaxX B KOJIWYECTBE, YKa3aHHOM B MHCTPYKIUH II0 NPUMEHEHHUIO HUCIOIB3YEMON TECT-CHUCTEMEI.
WccrnemoBanus MpOBOAUTH €XETHEBHO Ha MpoTskeHNH 10 qHEH Ha OJHOM M TOH XK€ CEpUU UCIONIb3yeMOH
TECT-CUCTEMEI.

2.2. Tlocne nonmy4enust 10 pe3ynbTaToB U3MEPEHHH IPOBOJAT CTATUCTHYECKYIO 00pabOTKY JAHHBIX

C BBIYACIIEHHEM cpeJHero 3HadeHHs (X KIT), cpelHeKBaApaTHIeCKOro oTkioHeHus (O ), Kodddumuenta
Bapuanmuu Tpu oneHke BocrpousoguMoct (CV). Paccumrannbii CV «IC-BJIK-antu—BHY-1» =He
noiokeH npeBwimath 24%. Ecou 1 wim 2 w3 10 3navennit KII Bemanaror u3 psna wameperuit BJIK, grto
MPUBOJIAT K HeJomycTuMoMy 3HadeHWio CV MpH OIeHKE BOCIPOM3BOIUMOCTH, TO TaKWe 3HAYECHUS HE
VYUTHIBAIOTCA, U cJIeayeT rnpoeectd oBTopHEIE (1 wimwm 2) mocranoBku «J[C-BJIK-antu—BUY-1». B coyuae
ecmu 3 u 6onee 3nauennii KII Bemmangaer w3 psaga m3mepernit «J[C-BJIK-antu-BUY-1», m CV npesbimaer
24%, HeoOXOAMMO BBIICHUTH M YCTPAHWTHh NPHYMHBI IIOXOH BOCIIPOM3BOAMMOCTH M 3aTEM IIOBTOPHUThH
craguro 2, nyHkT 2.1 1 2.2,

2.3. Tlony4ennste cratuctudeckme xapakrepuctuku  «JIC-BJIK-antu-BUY-1» (X km, )
HCIONB3YIOT IS IOCTPOEHHS KOHTPOJILHON KapThl. KOHTpombHas Kapra HpelCcTaBIsSeT COOOH cucTeMy
KOOpIMHAT, Ha OCH abcIucc KOTOPOM OTKIAABIBAIOT JHHU HMCCIIEOBaHUH, a Ha OCH OpAWHAT KIT (BJIK).
Uepe3 ocwk opauHaAT napannenbﬂo oct abcumcc NTPOBOAST MPSIMyI0, O0003HAYAOINYIO CPETHIOH

apudMeTHueckyto Bemmauny (X Km), a BBEpX M BHH3 OT OTOH NPSMON HUepTAT TapallelbHbIe JIMHHY,

0003HaYArOIHe KOHTPOIbHBIE IIPEIEIIbI (X ki + 39).



3. OnepaTHBHBIN BHYTPUIA00paTOpHEIA KOHTpONb - Craaud 3.

Ilpu  exenHeBHOM  moctaHoBke UW®MA  crmegyer  TpoBoauTh 1o 1-2  W3MepeHHA
«JIC-BJIK-ant-BHY-1», cuurars cpepnee 3uadenne KII («IC-BJIK-antu—BUY-1») u orMedaTs B BUTE
TOYKHU Ha KOBTPOJIBHOHU KapTe.

TpoiiHoe cpeaHEKBaOpaTUIHOE OTKIOHEHWE (+30) CUMTAIOT IIPEJENOM TOYHOCTH aHalIW3a IpH
HCIIONB30BAHNM TeCT-CHCTEM OHOM cepwH. ECIU OZHO U3 NONYYeHHBIX 3HAYCHUN KIT «1C-BJIK-anTH—
BUU-1» mpeRsmmaeT mpenenbi(: 30) TO MOXHO TOBOPHTH O CiydadHOH ormmoke, JIOIYINEHHON TIpH
moctanopke U®A, ecmm xe mBa u 6Gomee smauenmit KIT («C-BJIK-amtu-BHY-1») nexar BHe
KOHTpPONBHEIX IIPEETIOB, OMHOKY CIeAyeT KIacCPUIUPOBATH Kak CHCTEMaTHIECKYO.

Hanpumep, npu mocraHoBke «J[C-BJIK-antu-BUY-1» Ha Tect-cucreme «JIC-UDA-BNYU-AT'AT-
CKPUHy, Ha srare BOCIIPOM3BOIAMMOCTH, OBUIH IOJTyYeHBI clenytomue 3Hadenus KII: 4,95; 5,05; 4,32;
4,64;5,12; 5,76, 5,51; 4,30; 5,78; 5,10.

X ki = 5,10; 0= 0,50 coorBerctenro KII BJIK, nomkeH yKIaasBaThCs B Hpe/ICITbl X xm+ 30 -
ot 3,60 mo 6,60.
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Mo ypenenosamnll

[TpenmaraeM, Hapsajay ¢ YX¢ HMEIOMMMCS METOJOM OOpabOTKH TONYYEHHBIX pPe3ylIbTaToB,
aBTOMATH3MPOBAHHOE BEINEHWE BHYTPHIA0OPATOPHOrO KOHTPONS C WCIOJB30BAHUEM KOMITBIOTEPHOH
IporpaMMEI (cM. Www.npods.ru — pasjielt KaTalor IPOIyKIMH — pasjiell POrpaMMHoe obecredeHre —
BHYTpPHIIa00paTOPHBIH KOHTPOJIb).

VIII. CPOK I'OJJHOCTH. YCJIOBUS XPAHEHUSA 1 TPAHCITOPTUPOBAHUA

Cpoxk rogrOCTH - 24 Mecsiia. HaGop ¢ ucTeKmmM CpOKOM FOIHOCTH HCTIONE30BAHUIO HE MOJICHKHUT.

Xpanenne - B coorserctBud ¢ CII 3/3.2.1248-03 B cyxoM, 3alMIICHHOM OT CBETa MECTC IIPH
temueparype ot 2 1o 8 °C.

Tpancnopruposanre - B coorserctBuu ¢ CII 3.3.2.1248-03 mpum Temmeparype oT 2 mo 8 °C.
Jlonyctramo Tparcnoptuposanue ot 9 go 20 °C n e Gomee 10 cyTok. 3aMOpaKUBaHUE HE 0TIy CKACTCA.
Pexnamanuy Ha crenuduyeckie W (pU3MIecKue CBOMCTBA TpenapaTa HaNpPaBIATh B aapec MPEATpUATIA-
mrorosutens - 000 «Hayuno mpomssoicTBeHHOE 00beTUHeHUEe «J[HaTHOCTHIECKUE CUCTEMBD) 603093,
Poccus, Huxunit Hosropon, yi. SI6nonesas, 22, ten./dakc: (831) 434-86-83 mm TeiL.: (831) 434-97-12. E-
mail: info@npods.nnov.ru, www.npods.ru.




IX OBBbACHEHUE CUMBOJIOB

c € EC Mapkuposka (Esponeiickas qupextasa 98/79/CE no in vitro
auarsocrnaeckum MY)

Toabko s JabopaTopHOro McmoIb30BaHu (in vitro diagnostic)

LQT Koa maptun (HoMep cepumn)

+8°C
+2°C TeMmepaTypHbIe Ipexebl XpaHeHUs

.

Cpoxk rognocTu gata/Mecsan/rojq

Hcnonb3yliTe HHCTPYKIHIO 110 IPUMEHEHUIO

JupexTop 10 NpoN3BOACTBY
000 «Hay4HO-IpOU3BOACTBEHHOE 00beIMHEHHIE
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