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PETUCTPAUMNOHHOE YAOCTOBEPEHWE
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oT 17 maa 2024 roga Ne P3H 2024/22620

Ha meguumHcKoe nsgenvie ;
Habop peareHTOB in Vitro 4N Ka4eCTBEHHOMO ONPefeeHNs aHTUTEN K ALEPHOMY

aHTureHy supyca renatuta B (MAGLUMI® Anti-HBc (CLIA)), meTogom
MMMYHOXEMUTIOMUHECLEHTHOIO aHaNn3a Ha aBTOMaTUYecKMX aHanmsartopax \/
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MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHMF 1 PETHCTPALIMH MELMLIMHCKUX U3AEM



®EOEPAJIBHAA CNYXBA MO HAA3OPY B COEPE 34PABOOXPAHEHUA
Al (Poc3gpABHAL30D) - Anm

MPUJTOXXEHWE

K PETUICTPAUMNOHHOMY YAOCTOBEPEHWIO

HAMEOVWUWNHCKOEW3AEJTNE

OT 17 maa 2024 ropa Ne P3H 2024/22620
Nnet 1

Ha meanuunHckoe nsgenve
Habop peareHTOB in vitro AN Ka4eCTBEHHOr 0 OnpeAeneHns aHTUTEN K A4epHOMY
aHTureHy supyca renatuta B (MAGLUMI® Anti-HBc (CLIA)), meTogom
NMMYHOXEMWUTFOMUHECLLEHTHOr0 aHann3a Ha aBToMaTuyecKnx aHanmsaTopax
MAGLUMI®, B BapmaHTax UCMOHEHUS;
|. BapuaHT ncnonHeHns 1. Habop peareHToB in vitro fns Ka4eCTBEHHOI 0O OnpesenieHns
/ aHTUTeN K afepHOMY aHTUreHy Bupyca renatuta B (MAGLUMI® Anti-HBc (CLIA)),
MeTOLOM MMMYHOXEMUNFOMUHECLLEHTHOIO aHa/ln3a Ha aBTOMaTUYeCKX aHanm3aTopax
MAGLUMI®" 30 TecToB, B COCTaBe:
1 KapTpupx c peareHTamu -1 LT,
2. OTpyuaTteNbHbliA KOHTPOsb - 1,0 MA. X
3. MoNoXuTeNbHbIA KOHTPOAb -1,0 M.
4. JleHTa A/ 3aneyaTbiBaHUA KapTpuapka ¢ peareHTamu - 3 LT.
5. Hakneliku co WTPpUX-KoAaMn 415 0TpULATENIbHOTO KOHTPONS - 4 LT,
6. Hakneiku co Wwrpmx-Kogamu Ans nofoXMUTeIbHOro KOHTPONS - 4 LT,
7. CepTudumKat OTAena KOHTPOSA npon3soamTens - 1 .
8. IHCTpyKLMA N0 NPpUMEHeHNo -1 LT,
[l. BapvaHT ucnonHeHusa 2: Habop peareHTOB in Vitro 4/19 Ka4eCTBEHHOrO OMpeaeneHuns
aHTUTEN K A4epHOMY aHTUreHy Bupyca renatuta B (MAGLUMI® Anti-HBc (CLIA)),
METOA0M UMMYHOXEMUTIOMUHECLIEHTHOIO aHa/In3a Ha aBTOMaTUYECKNX aHa/Im3aTopax \]
MAGLUMI®, 50 TecToB, B COCTaBe:
1 KapTpuox c peareHTamu -1 LWT.
2. OTpuuaTensHbIA KOHTPOsb -1,0 M.
3. MoNoXunTeNbHbIN KOHTPOsb -1,0 M/
4. JleHTa [N 3aneyatblBaHNA KapTpuapKa C peareHTamu - 3 L.
5. Hakneiku co Wwtpux-Kogamu ans oTpuLaTenbHOro KOHTPOoNS - 4 L.
6. Hakneiku co WTpmx-KogaMm Ans NoA0XKMTENbHOIO KOHTPOSS - 4 LUT.
7. CepTudmkat otaena KOHTPO/IA NPOU3BOAUTENSA - 1 LUT.
8. VIHCTpyKUMA N0 NPUMEHEHMIO - 1 LWIT.
[1l. BapmaHT ncnonHeHus 3: Habop peareHTOB in Vitro 4N Ka4eCTBEHHOI0O OnpeaesieHns
aHTUTEN K A4epHOMY aHTUreHy Bupyca renatuta B (MAGLUMI® Anti-HBc (CLIA)),
MEeTO0M UMMYHOXEMU/TIOMUHECLIEHTHOIO aHa/In3a Ha aBTOMAaTUYeCKNX aHaim3aTopax
MAGLUMI®, 100 TecToB, B COCTaBe:
1 Kaptpupx c peareHtamu -1 L.
2. OTpuuaTenbHbIi KOHTponb - 1,0 mn.
3. T10N0XMTENbHbLINA KOHTPO/b - 1,0 M.
PykoBoguTtens ®efepanbHON Cny>xobl
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4. NeHTa Ans 3aneyatblBaHUs KAPTPUOXKA C peareHTamMu - 3 LLT.
5. Hakneitkn co WTpux-Kogamu Ans OTPULATENbHOTO KOHTPOSS - 4 LLT.

t1 6. Hakneinku co LWTpux-kogamu s nonoXKnTelbHOro KOHTPONS - 4 LuT.
m i 7. CepTudumKat oTaena KOHTPO/IS Npou3BoauTeNs -1 L.
8. IHCTpYKUMA No NpUMEHEHMIo -1 LWT.
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