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CMUCOK COKPALLEEHUIA U OBO3HAYEHUI

Ct Cycle threshold (noporosblit LK)

BBK BeCeHHAA BUpemuna Kapna

BKO BHYTPEHHMI KOHTPONbHbI 06pasel,
OHK AEe30KCUPUBOHYKNENHOBAA KUCNOTA
PHK pUBOHYKNENHOBAA KMCNOTa

KOHK KomnnemeHTtapHaa AHK

OHKasa OEe30KCcMpuboHyK1easa

PHKasa pnboHyKNeasa

AHT® Ae30KcnpuboHykneosnatpmudocoatsl
OKO OTpULATE/IbHbIN KOHTPObHbIN 06paseL,
OoT-nup nosIMMepasHas LienHan peakuma c obpaTHOM TpaHCKpunumein
K- oTpuLaTeNbHbIN KOHTpOob MLP

MNK NOJIOXKUTENbHbIA KOHTPO/1b

MnupP noanmepasHas uernHasa peakuma

yar ypaunn-AHK-rnnkosunnasa

HAMMEHOBAHUE U3OENUA

Habop peareHToB A51a BbisiBneHUA PHK Bupyca BeceHHel BUpeMmnmn Kapna MeTogom NoJIMMepasHoOM LienHon
peakumun c obpaTHoi TpaHcKkpunuuen (OT-MLUP) B pexkume «peanbHoro BpemeHn» «Amnaulpaiim® BeceHHsn
BUpPEMUA Kapnar.

Janee no TeKcTy ynotpebnserca KpaTkoe HaumeHoBaHWe: Habop peareHToB «Amnaulpaiim® BeceHHsn
BMpPEMMA Kapna», a TaKKe coKkpalLleHne Habop peareHToB.
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1. HASHAYEHUE

Habop peareHToB «Amnanlpainm® BeceHHAA BUpPeMUA Kapna» npeaHasHavyeH ana sbiasneHma PHK supyca
BECeHHel BUpeMun Kapna B BMonormyeckom martepuasne oT pbib (My/s MapeHXMMaTO3HbIX OPraHoB (MeyeHsb,
MoYKa, cenieseHKa), NNaBHUKKU) U B UHOULMPOBAHHbIX Ky/bTypax KneTok metogom OT-MUP c rubpmnansaymoHHo-
bnyopecLeHTHOM aeTeKunelt NPoAYKTOB aMNINGUKALLMN B PEKUME KPeaNIbHOrO BPEMEHMU Y.

Matepuanom ans nposegeHua OT-MUP cayxat npobbl PHK, akcTparMpoBaHHble W3 Mccaeayemoro
matepuana C nNomolbld HabopoB peareHTOB, pPeKoOMeHAOBaHHbIX [lpousBoamTenem B pasgene
«JononHutenbHoe obopyaoBaHME U MaTepUanbi».

2. XAPAKTEPUCTUKU HABOPOB

2.1. CoctaB U KOMNJNIEKTHOCTb

Habop BbinyckaeTcs B egmHoi popme. CoctaB Habopa M KOMMNIEKTHOCTb MOCTaBKM YKa3aHbl B Tabanue 1 un 2
COOTBETCTBEHHO.

Habop paccuntaH Ha npoBeaeHUe nccnenoBaHma 96 06pasLoB, BKAKOYAA KOHTpoaU. Habop npeaHasHayveH
AN NPOBEAEHMA peakuuu obpatHoi TpaHckpunumum PHK un  amnandukaumm nonyvyeHHo KAOHK ¢
rmMbpruan3aunMoHHO-PAYOPECLLEHTHOM AETEKLMEN B PEKUME «PEANIbHOTO BPEMEHM» U MOXKET UCMOb30BaTLCA
COBMECTHO C aMNANPUKATOPaMM NNAHWETHOrO U POTOPHOrO TMNa. ANA nposBeaeHUA NOAHOIO UCCAef0BaHUA
HeobxoAMMO WCNO/b30BaTb Habopbl peareHToB A5 3KCTpakuum PHK, pekomeHaoBaHHble B pasgene
«JononHutensHoe obopyaoBaHMe U matepuasnbi». Habop ncnonbsyetcsa Ana py4Hor metToankn sblgenenmsa HK
WM COBMECTHO C aBTOMATUYECKMMM CTAaHLMAMMU ANS NPUTOTOBAEHMA U [03MPOBAHUA PEAKLMOHHBIX CMECEN.

Tabanua 1
CocraB Habopa

PeareHT 06bem, mn Konunuecteo OnucaHue

bydepHbIi pacTBop cO cneumdPuyeckMmn npamimepamm,
MLP-cmecb BBK 1,10 1 npobupkKa dnyopecueHTHO-MmeveHbIMM 30HAAMU U AHTO.

Mpo3payHan KnUaKoCTb.

BydepHbii  pactBop ¢ TepmocTabunbHoi  [JHK-
Bbydep B 0,70 1 npobupkKa nosnmepasor Taq, cynbdaTom marHua m ypauun-AHK-
rNMKo3unnasom. Mpo3payHasa *KUAKOCTb.
bydepHbIi pactBop ¢ PHK-3aBucumoit JHK-nonmmepasoii.

PesepTtasa R 0,055 1 npobupkKa
Mpo3payvHasn KNaKoCTb.
NKO BBK 0,26 1 npobupka MoNOXUTENBHBIN KOHTPOAbHbIN 06pased,
Mpo3payHasn KnUaKocTb.
K- 0,30 1 npo6upka OTpuuaTtenbHbln KOHTpoAb MLP.
Mpo3payvHasn KNaKoCTb.
Tabnnua 2
KomnneKkTHoCTb Habopa
KomnoHeHT dopmar Konunuectso
Habop peareHToB - 1
B 3/IeKTPOHHOM BUAe Ha odULMaANbHOM canTe
MHCTPYKUMA No npumeHeHuto Habopa . -
MpownssoanTens: www.nextbio.ru
KpaTkoe pyKoBOACTBO MO NPUMEHEHUIO B GYMAXKHOM BUAE 1
Habopa
B 3/IeKTPOHHOM BUAe Ha odULMaANbHOM canTe
MacnopT KayecTBa Ha Habop . -
MpownssoanTens: www.nextbio.ru
Bknaablw AnA aBTOMaTUYECKOM B GYMaKHOM BUAE 1

06paboTKM pesynbTaTos
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2.2. MpuHUMN meToAaa

MpUHLMN TECTUPOBAHMA COCTOUT U3 HECKOJIbKMX 3TanoB. Ha nepBom 3Tane ocylecTBaAeTcA sKcTpakumua PHK
“3 06pasLoB MCCNedyeMOro maTepuasna COBMECTHO C BHYTPEHHWM KOHTPONbHbIM ob6pasuom (BKO B) . Ha
BTOPOM 3Tane NPoBOANUTCA OAHOBPeMeHHasa amnandukauma KOAHK, cnHTe3MpoBaHHOM Ha MaTpULE reHOMHOW
PHK supyca BBK, n kAHK, cuHTeanposaHHOM Ha maTpuue PHK BHyTpeHHero KoHTposbHOro obpasua BKO B
(MCKycCTBEHHO-CMHTE3MPOBAHHAA MNOCNEA0BATENbHOCTL), NPU NOMOLWM CneumMdUUHbIX K 3TOMY Y4acTKy
npaimepos u ¢depmeHtoB MMLV-peBepTasbl u Tag-nonMmepasbl. [eTekuus npoayKToB amnanduKkaumm
NPOUCXOAUT MNyTEM W3MepeHUA ¢GAYOPECLLEHTHOrO CUrHaNa B peXMMe «pPeasbHOro BpPeMEHM» 3a cyeT
MCMO/Ib30BaHUA B COCTaBe PEaKLUMOHHOM cmecu GpayopecL,eHTHO-MEeYEHbIX OJIMTOHYKNEOTUA0B (30HA0B). 30HAbI
rTMoPUAM3YIOTCA C KOMMAEMEHTAPHbIM Yy4YacTKom amnanduumpyemort OHK-muweHn, B pesynbtate 4Yero
NPOUCXOAUT HapacTaHME MHTEHCUMBHOCTU GAyopecueHuMM. ITO NO3BOAAET PErncTtpMpoBaTb HaKoOMAeHue
cneuyduryeckoro NpoaykTa amnaMduKauumn nytem MsmepeHuUa MHTEHCUBHOCTU GIYOPEeCUEeHTHOro CUrHana ¢
NMOMOLLBIO aMnMduMKaTopa C CUCTEMOM AeTeKuun GNyopecueHTHOrO CUrHaNa B PEeXMMEe «peanbHoro
BpeMEHU».

Habop peareHTOB COAEPKMUT CUCTEMY 3alLMTbl OT KOHTaMMHAUMM aMMNAMKOHAMWU 33 CYET MPUMEHEHMUS
depmenTa ypaumn-AHK-rankosunnassel (YOr) u tpudocdata gesokcuypuanHa. GepmeHt YAl pacnosHaeT u
KaTanmsnpyetr paspyweHue uenen [OHK, coaepxawmx gesokcuypuamH, Ho He [OHK, cogeprauien
0E30KCUTUMNANH. [1e30KCMYypUANH OTCYTCTBYET B nNpupogHon AHK, Ho Bcerga npucyTcTBYET B aMM/IMKOHAX,
NOCKONbKY TpudpochaT Ae30KCUypUaNHA BXOAUT B cocTaB cmecu gHT® B peareHTax gns amnanduKauumu.
[e30KcnypnanH aenaetr KOHTaMUHUPYIOLWME aMMJIMKOHbI BOCMPUMMUYMBBLIMU K paspylueHuto pepmeHTom YAr
Ao Hayana amnamédukaumm OHK-muweHu, un, cnepoBaTeNbHO, OHM He MOryT ObiTb B Aa/bHelwem
amnanduumMpoBaHbl.

PepmeHT YAl TepmonabuneH n MHaAKTUBUPYETCA Npu HarpeBaHuu Boblwe 50 °C n nostomy He paspyliaer
aMM/IMKOHbI MULLIEHUW, HapabaTbiBaemble B npouecce MLP.

Ha atane OT-MNLP ogHoBpemeHHO B ogHOM NpobupKe npoxoant amnandukauma KAHK, cuHTesmposaHHomM
Ha MaTpuuax reHomHol PHK Bupyca BBK, n kOHK, cuHTesupoBaHHOW Ha maTpuue PHK BHyTpeHHero
KOHTpoAbHOro obpasua BKO B. PesynbTatbl amnanduKaumMm perncTpmupytotTcs no 2-m PasiMyHbiM KaHanam
bnyopecueHTHOM geTekunn (cm. Tabaunuy 3).

Tabnvua 3
CootBetcrBue HK-muwweHeit u KaHanos payopecLeHTHOU AeTeKkuum
KaHan ana dnyopodopa FAM R6G>
PHK-muweHb PHK Bnpyca BBK BKO B

MCKycCTBEHHO-CMHTE3NPOBaHHaA

O6nactb amnandurKaumm N-reH
nocsnenoBaTeNbHOCTb

3. KOHTPO/1b KAYECTBA

B cooteetctBuM C ISO 13485-ceptndmumpoBaHHoir Cuctemoit MeHeakmeHTa KayectBa KomnaHuum
000 «HeKkctbro», Kaxkaasa cepus Habopa peareHToB «Amnaunlpanm® BeceHHsA BUpemmsa Kapna» npoBepsaeTcs
Ha COOTBETCTBME 3apaHee onpeaeneHHbIM TpeboBaHMAM ans obecneyeHnA NOCTOAHHOIO KayecTBa NPOAYKLUUN.

1 BKO B Bx0auT B coctas HabopoB peareHToB, PEKOMeH0BaHHbIX [IPOn3BOANTENEM ANA SKCTPAKLMM HYKAEUHOBbIX KUCNOT
U3 nccneayemoro matepuana.

2 letekuma curHana ana payopodopa R6G ocyllecTBAAeTCA N0 KaHany AeTeKUMMn Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow.
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4. OTPAHUYEHUE METOAUKU UCCNEQOBAHUA

4.1. Habop npMmMeHseTca TONbKO A1 BETEPUHAPHbIX U APYTUX HEMEAMULMHCKUX Lenen.

4.2. Habop npegHasHadyeH Ana paboTbl TONbKO C MCCAeAyeMblM maTepuasiom, yKasaHHbIM B pasgene
«HasHaueHune». UccnegoBaHne Apyrux BUAOB MaTepuaioB MOMKET NPUBECTM K NOJYYEHUI0 Hed0CTOBEPHbIX
pe3ynbTaTos.

4.3. Mony4yeHne AOCTOBEPHbIX pe3y/bTaToB obecneymBaeTcs BbinoaHeHMem TpeboBaHMI, NpeabABAAEMbIX
K B3ATMIO, TPAHCMOPTMPOBAHUIO, NMOArOTOBKE W XpaHeHWo 06pasuLoB nccieayemoro maTtepuana (cm. pasgen
«Mccnegyemblint maTepuan»).

4.4, C nomolubto Habopa «Amnanlpainm® BeceHHsA Bupemus Kapna» Bo3moxkHo OT-MLUP-uccnegoBaHune
ToNbKOo Npob PHK, sKkcTparMpoBaHHbIX U3 UCCAefyeMOro maTtepmana COBMECTHO C BHYTPEHHUM KOHTPOJIbHbIM
obpasuyom «BKO B», BxogAawmm B cocTaB Habopa Ana nposeaeHuns akcTpakumm HK. Bes ncnonbsosaHus BKO
HEBO3MOXHO NPOBECTM OLEHKY BaJIMAHOCTU MOCTAHOBKMU.

4.5. MpumeHeHne Habopa BO3MOXKHO TONbKO MepcoHanom, Ob6yyeHHbIM MeToZ4aM MOJIeKyNAPHOM
ANAarHOCTMKM M NpaBuaam paboTbl B KAMHMKO-AMArHOCTMYecKoi nabopaTtopuu.

4.6.Npn pabote ¢ Habopom creayeT MCMOJIb30BaTb TOJIBKO amMmnANMPUKATOPbI C CUCTEMOMN AETeKuuu
bnyopecUeHTHOro curHana, XapakTePUCTUKN KOTOPbIX YA0BAETBOPAIOT TpeboBaHUAM, YKa3aHHbIM B pa3aene
«dononHutensHoe obopyaoBaHMe U MaTepuanbly».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. Pabota poskHa nNpoBoguTbCA B 1AabOPATOPUAX, BbIMOAHAIOWMX MOJEKYNAPHO-OUONOrMYECKME
uccnegoBanma. [MUP-uccnegoBaHua A0MKHbI NpoBOAUTLCA € cobnogeHnem TpeboBaHMN MEeToAMYEecKuX
yKasaHuii MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTtopuii, UCNONb3YIOWMX MEeToAbl amnanduKaumnm
HYKNENHOBbLIX KUCAOT NpU paboTe ¢ MaTePMANOM, COAEPHKALLMM MUKPOOpPraHmMamsl I-1V rpynn natoreHHoOCTU» U
npasun «lMpasBuna nposeseHMa paboT B AMArHOCTUYECKUX 1abopaTopusax, MCMNONb3YIOWMX METOL
NnosMMepasHOM UenHoM peakumMu (OCHOBHble MOMOXKEHUA)» (YTBEPXKAEHbI MNPUKA3OM PYKOBOAMUTENS
JdenapTtameHTa BeTepuHapumn MuHcenbxosnpoaa PO 27.01.1997).

5.2. Mpu paboTe HeobxoaMMO Bceraa BbINONHATL Caeaytolmne TpebosaHums:

- MNpumeHATb Habop CTPOro MO Ha3HaYeHWIO B COOTBETCTBUM C AAHHOM WMHCTpPyKuMeih. OTKNOHEHUE OT
MPONUCaHHbIX NPoLEeayp M NopsaAKka AEWUCTBUIA MOMKET MPMBECTU K MOYYEHMIO HEAOCTOBEPHbIX Pe3ynbTaTos
aHanu3a.

- JlabopaTopHbIi NPOLLECC AONKEH ObITb OAHOHANPaBAeHHbIM. AHaN3 cneayeT NPOBOAUTbL B OTAENbHbIX
nomeuleHusx (3oHax) B cootseTctemum ¢ MY 1.3.2569-09. He Bo3BpaLatb 06pasLbl, 060pyaoBaHNE U peareHTbl
B 30HY, B KOTOpoOW Oblna NpoBeaeHa NpeablayLias cTagma npouecca.

- YbupaTb U Ae3nHPUUMPOBATL pPasnMTble 0bpasubl WAM peareHTbl, UCNoab3ya aesvHuumpyowme
cpepctBa B cooTBeTcTBMM € CaHlMuH 3.3686-21.

- YpanaTb Heucnonb3oBaHHbIE peareHTbl, peareHTbl C WUCTEKWMM CPOKOM TOAHOCTHU, a TaKXKe
MCNOJZ1Ib30BaHHbIE peareHTbl, YNakoOBKY, 6uonormyecknit maTtepunan, BKAKKYaA MaTepuaabl, UHCTPYMEHTbI U
npegmeTtsbl, 3arpA3HeHHbIe 61o0rMyeckum maTepunanom, B COOTBETCTBUMU C TDEGOBaHMHMM
CanlunH 2.1.3684-21.
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BHUMAHMUE! MNpu yaaneHnn otxoAos nocne amnandukaumm (npobupok, coaepxKawimx npoayktbl OT-MLP)
HeaoMyCTUMO OTKpPbIBaHME MPOBUPOK U Pa3bpbI3rMBaHUE COAEPHKMMOro, NOCKOJIbKY 3TO MOMKET MPUBECTU K
KOHTaMMHaummn npoayktamm MUP nabopatopHon 30HbI, 060pyA0BaHMA U peareHToB.

- Wcnonb3oBaTtb U MEHATb npu Ka)K,D,OVI onepaunn oaHopasoBble HAKOHEYHUKN ANA aBTOMaTUYEeCKUX
[03aTopoB ¢ GUAbTPOM.

- Mocyaa (CTYNKM M NEeCTUKM) U METANIMYECKME UHCTPYMEHTbI (CKaNbNenn, HOXKHULbI, MUHLETbI U T.M.),
MCNONb30BaHHblE ANs NPeanoAroTOBKM Npob, BblAEpKMBAKOTCA B pacTBope Ae3NHOMLMPYIOLLEro CpeacTBa
(Hanpumep, 0,2% pacTBOP HATPUEBOWN CONMMN AUXIOPU3OLMAHYPOBON KMC/IOTbI) B TEYEHME OAHOrO Yaca, MOKTCS
BOZOMPOBOAHOM BOLOM C MOBEPXHOCTHO-aKTUBHbBIMUW MOIOLLMMU CPEACTBAMM U NOCTE OTMbIBAHWUA B MPOTOYHOM
W 0ENOHM30BaHHOW BOAE BbICYLLMBAOTCA B CYX0XKapoBoM WKady B TedeHue 4 yacos npu TemnepaType 180 °C.

- [loBepxHOCTU CTONOB, a TaKKe NOMELLEHMA, B KOTOPbIX NPOBOAMTCA NocTaHoBKa lMUP, o Hayana v nocne
3aBepLueHus pabot HeobxoaMmo noasepratb yabTpaduonetoBomy 0b6ydeHnto B TeyeHme 30 MUH.

- Habop peareHTOB nNpeAHasHayeH A8 OAHOPA30BOr0 MNpuUMeHeHus npu nposeaeHun OT-MLP-
nccnen0BaHUA yKasaHHOro KoandecTtsa npob (cm. pasgen «CoctaB M KOMMIEKTHOCTbY).

- Habop peareHTOB roToB K NPMMEHEHMIO COFNACHO AAaHHOM MHCTPYKUMU. MprMmMmeHsaTb Habop cTporo no
Ha3Ha4YeHuIo.

- He wncnonb3sosatb Ha6op peareHToB, eC/in HapylweHa BHYTPEHHAA YNAaKOBKa, U1n BHELWHMN BUA peareHTa
He COOTBETCTBYET ONMNCAHUIO.

- He ucnonb3osaTb Habop peareHToBs, ecan He cob6/10AaNUCh YCI0BUA TPAHCNOPTUPOBAHUA U XPaHEHUA
COMNacHO UHCTPYKLUN.

- He ucnonb3osatb Ha6op peareHToB No ncre4eHmn CpoKa roaHoCTu.

- Wcnonb3oBaTb 04HOPA30Bble HEOMNyAPEHHble NepyaTku, nabopatopHble XanaThbl, 3alMWATL r1a3a BO
Bpema paboTbl ¢ 06pasuammn n peareHTamu. TWATENbHO BbIMbITh PYKM MO OKOHYaHUK paboTbl. Bce onepaumm
NPOBOAATCA TO/IbKO B NepUaTKax AN UCK/OUYEHWUA KOHTaKTa C 0praHM3mMoMm YeioBeKa.

- He ecTb, He NNUTb M He KypUTb B NpoLLecce UCNONb30BaHMA Habopa. M3beratb BAbIXaHMA NAPOB, KOHTAKTa
C KOXel, rnasamm un camsmcton obonoykon. He rnortatb.

- MNpn KOHTaKTe HemMea/IeHHO MPOMbITb MOPAXKEHHOE MECTO BOAOW M MPM MAOXOM CaMOYyBCTBUM
06paTUTLCA 33 MEeUUMHCKOW nomolyblo. Mpy NonagaHuMM BHYTPb, PBOTY HE BbI3biBaTb, MPOMOAOCKATb POT
BOAOM, 06paTUTLCA K Bpayy NpK NJ0XOM CaMOYyBCTBUMN.

5.3. Mpn Mcnonb3oBaHUM NO Ha3HaYeHUIO U COBAAEHUN BbillenepedncieHHbIX Mep NPeaoCTOPOXKHOCTH
Habop 6e3onaceH. PeareHTbl Habopa coeprKaT HaTpMA a3ng, B KOHLLEHTPaLUn He 6onee 0,1% 1 COOTBETCTBEHHO
He KnaccuouumpyloTca Kak onacHble U He TpebytoT cobaoaeHUA cneuuanbHbIX Mep NPeaoCTOPOMKHOCTH.

5.4. Cneundurueckne Bosgenctena Habopa Ha OpraHM3m YesoBeKa:
- KaHueporeHHbI 3¢ deKT oTcyTCcTBYET.
- MyTareHHOe AeicTBUE OTCYTCTBYET.

- PenpoayKTMBHaA TOKCMYHOCTb OTCYTCTBYET.

Bepcna 01.11.23-2 7



6. AONONHUTE/NIbHOE OBOPYAOBAHUE U MATEPUA/bI

6.1. Baatne uccnegyemoro matepuana
6.1.1. OgHopa30Bble NOANNPONUAEHOBbIE NIOTHO 3aKpbiBatoLWmMecs Npobupku obvemom 1,5 - 2,0 mn.

6.1.2. KoHTeitHep nnacTMKOBbLIN ANA B3ATUA, XPaHEHMA U TPaHCNOPTUPOBKM Buonormyeckmx obpasuos
obbemom 50-60 M, cTepunbHbIN.

6.1.3. NnacTMKOBBIN NAKeT C 3acTerkKon Zip-lock.
6.1.4. HOXHMUbI, CKanbnenu, NMHLETHI.

6.1.5. LUinaTenb og4HOpa3oBbIii/nonaTka gaa B3ATna 6Moaormyeckoro matepmana.

6.2. NogrotoBka uccneayemoro matepmana K akcrpakuum PHK

6.2.1. OgHOpa3oBble NO/IUMNPONUIEHOBbIE MIOTHO 3aKpbiBatoLmMecs Npobupkn obvemom 1,5 - 2,0 mn.
6.2.2. Dapdoposble CTYNKU U NeCTbl UM aBTOMATUYECKUIA TOMOFeH13aTop.

6.2.3. BopTekKc.

6.2.4. MukpoueHTpudyra ana npobupok Tmna «dnneHgopd» ob6vemom 1,5 — 2,0 ma.

6.2.5. HoXHUMUbI, CKanbnenn, NMHUETLI.

6.2.6. docdaTHo-coneBon bydep Mnm G1M3M0N0rMYecKnin pacTeop.

6.2.7. OgHOpa30Bble HaKOHEYHNKK, cBoboaHble oT [IHKa3/PHKas, ana no3atopos nepemeHHoro ob6bema c
dunbtpom go 1000 mkn.

6.2.8. ABTOMaTMYeCKMNe 403aTopbl NepeMeHHOro obbema.

6.3. KcTtpakuma PHK us uccnegyemoro marepmana

6.3.1. Habop peareHTOoB Ana 3KcTpakumm PHK/OHK «MarHolpaiim® BET» («®opmat 96») wnam
«Amnnulpaim® PUBO-npen BET» npousBoactea OO0 «Hekctbuo», Poccua, unn nwoboli apyroit Habop,
COOTBETCTBYIOLWMI CAeayrowmm TpeboBaHUAM:

- Habop nossonset BbigenAatb HK M3 6uonornyeckoro martepuana oT pbibbl (MY NapeHXMMaTO3HbIX
OpraHoB (ne4yeHb, MOYKa, CeNE3EHKA), NIABHUKMN) U MHOULMPOBAHHBIX KYNbTYP KNETOK;

- cocTaB Habopa BkatovaeT peareHT OKO (oTpuuaTenbHbIi KOHTPObHbLINM 06pasew) u BKO B (BHyTpeHHMI
KOHTPObHbIN 0bpasel);

- Habop no3BonneT uccienoBatb 06pasubl 06bemom He meHee 100 mKn;
- Habop no3BosAET NPOBOANUTb 3/1OLMI0 oumeHHoN PHK B o6beme He meHee 50 mKn.

BHUMAHMUE! lMpun mncnonb3oBaHUM HabopoB Ana 3KcTpakuum PHK apyrux npoussoguTeneit, Heobxoanumo
[0MNoIHUTENbHO Npuobpectn Habop peareHToB «MarHolpalim® BET» dopmbl Bbinycka «®opmat KoHTpoamn».
PeareHT BKO B cneayet no6aBnAaTb BO BCe nccneayemole 06pasLibl, a TaKKe B OTPULLATE/bHbIA KOHTPO/IbHbIN
obpaseu, (OKO).

6.3.2. lononHUTenbHble maTepuanbl U obopygoBaHue, HeobxoamMmble AnA sKcTpakumm PHK, — cornacHo
WHCTPYKLMM K Habopy peareHToB A/1a sKCTpakumm PHK.
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6.4. AMnanduKkauma, p[eTtekuua nNPOAYKTOB amnauduKauum, aHaau3 U UHTepnpeTauusa
pe3ynbTaTos

6.4.1. OaHOpa30Bble NOAUNPONUAEeHOBbIe NPobupKK, cBoboaHble oT [IHKa3/PHKas, cheayolmx Bua0s:

- 3aBMHUYMBAIOLLMECA MPOBUPKU U KPbIWKU K HAM WAM MJOTHO 3aKpblBatoWmMecs nNpobupkn obbemom
1,5 Mn — Ans NPpUroToBAEHUA PEaKUUOHHOM cMmecy;

- TOHKOCTeHHble Npobupku ans MNLUP o6bemom 0,2 M ¢ BbINYK/ION UM NIOCKON ONTUYECKU NPO3pPadvHOmn
KPbIWKON UK Npobupku obbemom 0,2 ma B CTpMNax No 8 LWT. C NPO3PaYHbIMU KPbILWKaMKU — 4N NpoBeAeHun
MUP npu ncnonbsoBaHnn amnandmKkaTopa naaHLWETHOro TUNa;

- TOHKOCTeHHble npobupkn ana MNUP obbemom 0,2 MA C NAOCKOW KpbIWKOM MamM npobupkm ana MNLUP
obbemom 0,1 mn B cTpunax no 4 Wr. ¢ KpbilwKamm — gns nposegeHus MNLUP npy ucnonb3osaHmMm amnandukaTopa
POTOPHOrO TUNa.

6.4.2. OaHOpa30Bble HaKoHeYHMKK, cBoboaHble oT [IHKa3/PHKas, ans no3atopos nepemeHHoro obbema ¢
dnnbtpom go 100 mkn.

6.4.3. lWtatuebl ana npobupok obbemom 0,2 mn uan 0,1 mn (B COOTBETCTBUM C WCMNOb3yeMbIMU
npobupkamu gna NLUP).

6.4.4. Bokc abakTepuanbHoM BO3ayLwHOM cpeabl (MLP-60Kc).
6.4.5. LleHTpudyra-sopTreKc.
6.4.6. ABTOMaTUYECKME 403aTOPbI NepemMeHHOro obbema.

6.4.7. CTaHUMA aBTOMATUYECKasA C MOAYNEM A4 NPUrOTOBAEHMSA U A03UPOBAHUA PEAKLMOHHbIX CMECei U
KOMIM/IEKT PacXoAHblX MaTepuasioB K Hel COrflacHO MHCTPYKUMM - B Cay4ae MPUrOTOB/IEHUA PEeaKLMOHHbIX
CMece# ¢ UCNo/b30BaHMEM aBTOMATMUYECKOM CTaHUMM.

6.4.8. NMporpammupyemblii amnandUKaTop POTOPHOTO MAW MAAHWETHOrO TUMNA C CUCTEMOMN AETEKLMM
b1IyopecLeHTHOro CUrHana B peXKMmMe «peasibHOro BpemMeHmn», COOTBETCTBYIOLLMI Caeayiowmm TpeboBaHUAM:

- HaAuuume ABYX U bosee He3aBUCMMbIX KaHanoB GpyopecueHTHOM aeTekuun ana eayopodopos FAM u
R6G c XxapaKTepuUCTMKamK, yKasaHHbIMKU B Tabauue 4:

Tabnuua 4
Tpebyemble XapaKTepUCTUKU KaHaNoB GpyopecLeHTHOM AeTeKuumn
JANVHDbI BOJIH, HM
KaHan ana dnyopodopa Bo36yxxaeHus Aetekuumn
MuHUmym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

AN NpUBOPOB NAHLWETHOro TMMA HAaMYME NOLOrPEBAEMON KPbILWKKM C TemnepaTypoit 6onee 100 °C;

TOYHOCTb NoAAeprKaHMA Temnepatypsbl £ 10,4 °C;
- CKOpOCTb Harpesa He meHee 2 °C/cek;
- CKOPOCTb Ox/aXkaeHua He meHee 1 °C/cek.

6.4.9. X0n0AUNbHUK C MOPO3U/IbHOM KamMepoi, Noaaep K1BatoLLet TeMNepaTypPHbIN pexnm ot MuHyc 24 °C
0,0 muHyc 16 °C.

6.4.10. OTaenbHbIN XanaT, Wano4yku, obyeb U 04HOPA30BbIE NepYaTKK B cooTBeTcTBUMM ¢ MY 1.3.2569-09.

6.4.11. EMKoOCTb Ana cbpoca HaKOHEUYHUKOB.
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7. UCCNNEAYEMbIA MATEPUAN

MaTepmanON\ Ana nccnenoBaHUA CNyXKUT:

- BuonorMyecknii matepuan oT pbibbl (Myn NapeHXMMaTo3HbIX OpraHOB (NeyeHb, MOYKa, Cefie3eHKa),
NNaBHUKK;

- MHOUUMPOBaHHbIE KYAbTYPbl KIETOK.

7.1. B3atve n TpaHCNOPTUPOBKA UCCIegyemMoro matepmana

MNpo6bl NapeHXMMaTO3HbIX OpraHoB (NeuyeHb, NOYKA, cesie3eHKAa), MJIaBHUKU maccoil He Gonee 1r
OTOMPAIOT B CTEPUNbHbIE KOHTEMHEpPbI (NPoBUpPKK).

Ycnosua xpaHeHusa 1 NepeBo3Kn matepuana:

- npu Temnepatype ot 20 go 25 °C — B Te4eHMe 6 4acos;

- npu Temnepatype oT 2 g0 8 °C — B TeueHune 1 cyToK;

- Npu TemnepaType He Bblwe MMUHYC 16 °C — B TeyeHue 1 Hegenu;

- Mpu TemnepaType He Bbllwe MUHyC 68 °C — ganTenbHO.

7.2. NMoaroToBKa matepuana K uccnegoBaHuio

Mpobbl TKaHeld U OPraHOB FOMOrEHU3UPYIOT C MCMOJ/Ib30BaHMEM CTePWU/bHbIX GapdOPOBbLIX CTYMOK U
NecTMKOB WM aBTOMATUYECKOrO romoreHusaTopa, 3atem rotosAT 10% cycneH3uto, UCNOo/b3yAa CTEPU/IbHDBIN
dusnonornyeckuii pactsop munm docdatHbii 6ydep. CycneHsnto nepeHocsaT B Npobupky obvemom 1,5 ma m
ueHTpudyrmpytot npun 400 g B TeyeHne 2 MUH. HagoCcaf0uHYIO XUAKOCTb UCMOAb3YHOT ANA 3KCTpakumm HK.
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8. NPOBEAEHUE UCCNEAOBAHMUE

WccnenoBaHme [ONKHO NPOBOAUTLCA NPU HOPMa/IbHBIX MOKa3aTeNax MUKPOKAMMaTa nabopatopum’:
- TemnepaTypa OKpyKatoliero so3ayxa ot 20 go 28 °C;

- OTHOCUTEe/IbHaA BAaXKHOCTb 40 — 75%.

8.1. IKctpakuua PHK us uccnegyemoro marepmana

[Ana akcTpakummn PHK ncnonb3osaTth Habopbl peareHToB, peKOMeHA0BaHHble Npon3BoanTenem B pasgene
«[ononHutenbHoe obopyaoBaHWe M maTepuanbi». Mopagok paboTtbl ¢ Habopammu ans 3KcTpakumum PHK
CMOTPUTE B UHCTPYKLUM NO UX NPUMEHEHMUIO.

Karkaaa rpynna akcTparMpyembix 06pas3LLOB [O0NXKHA CONPOBOMAATLCA MNOCTAHOBKOM OTPULLATENBbHOMO
KOHTponbHOro o6pasua (OKO)* B8 ogHom nosTope. Mpu nposeaeHnmn skcTpakumm PHK, Bo Bce npobbl cneayet
BHOCUTb BHYTPEHHU KOHTPO/bHbIN 0bpasey, (BKO B).

B npouecce aKkcTpaKkumm PHK ncnonb3osaTh ciegytolime o6bembl peareHToB U uccieayembix 06pasLoB:

- obbem nccnegyemoro 06pasua® — 100 mka B npobupKK ana nccnegyemoix obpasLios;

06bem peareHta BKO B — 10 MKA B Kaxayto NpobUpKy C nccnenyembimMmm U KOHTPOJIbHbIM 06pasiuamu;

06bem peareHta OKO — 100 mkn B npobupky ans OKO;

- obbem peareHTa, ucnosnbsyemoro aaAa snouum PHK, — 50 mKa (npu ucnosnb3oBaHuMM Habopa ana
akcTpakuum HK  «AmnauMpaiim® PUBO-npen BET») wam 100 mkn (npu  umcnonb3osaHuM Habopa
«MarHolMpainm® BET» mnnm 50 — 100 mKA (Npy MCNONb30BaHUKM Apyroro Habopa A 3KCTPAKLUUKM COFNACHO
WHCTPYKLMU K HEMY).

8.2. NMoproToBKa peareHTos gaa OT-MLP

BHUMAHMUE! KoMmnoHeHTbl peakLuMOHHOM CMeCcU cieayeT CMeLMBaTb HENOCPeACTBEHHO nepes NpoBeaeHnemM
OT-Mup.
BHUMAHMUE! B cnyyae npurotoBneHNA peakLMOHHOMW CMECK C MOMOLLbIO aBTOMATUYECKOW CTaHLMK cneayiTe

YKa3aHUAM NHCTPYKUWKU MO ee NCNOoJIb30OBaHUIO.

8.2.1. Paccuntatb o6bembl MLP-cmecu BBK, PeBeptasbl R 1 Bydepa B, Tpebytowmecs 4na npurotosaeHms
PeaKUMOoHHOM cmecH (cm. Tabanuy 5). CMecb roTOBUTb Ha 0bLLee YMCIO UCCTIeyEMbIX M KOHTPOJIbHbIX 06pa3LLOoB
NJKOC 3anac He MeEHee YeM Ha OHY peakLmio.

Tabnvua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HON peakLUOHHON cmecu
PeareHT 06bem, MKn 0O603HaueHuA
MNLUP-cmecb BBK 10,0*(N+1)
Bydep B 5,0%(N+1) N — KonmyecTBo 06pasuos PHK, nonyyeHHbIx Ha 3Tane
SKCTPAKLMK, BKAKOYAA KOHTPOU
PeBepTtasa R 0,5%(N+1)

3 YKasaHbl 4ONYyCTUMble HOPMbI TEMMEPaTypbl U OTHOCUTE/IbHOM BAIaXXHOCTU BO3ayxa B paboyeit 30He NPon3BOACTBEHHbIX
nomeLLeHMn B cootseTcTBUM ¢ TpebosaHuamm FOCT 12.1.005-88 «Cucrtema ctaHgapToB 6e3onacHoctTv Tpyaa. Obwmwme
CaHWUTapHO-TUTMeHn4Yeckune TpeboBaHMA K BO3ayxy paboyeit 30HbI».

4 BxoauT B cocTaB Habopa, pekomeHa0BaHHOro MpounssoanTeseM A1 NPOBEAEHNA IKCTPAKLMMU HYKNENHOBbIX KUC/IOT.

5 na HekoTopbix BUAOB 0b6pasuoe TpebyeTcAa npeaBapuTenbHas NOArOTOBKA COrNacHoO pasgeny «Mccnegyembiin
maTepuan.
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8.2.2. MNepemeluatb cogepkmumoe npobupok c MUP-cmecbio BBK, Peseprasoit R 1 Bydepom B, ocaantb
Kanau Ha BOpTeKce.

8.2.3. MpuUroToBUTb PEAKLUMOHHYI0 CMeCb B OTAE/IbHOM MNpobupke, 06aBUB KOMMOHEHTbI B 0bObemax,
paccumTaHHbIX B N. 8.2.1. Nepemewwatb cMeCb M OCAAUTb KaNau Ha BOpTeEKce.

8.2.4. OTob6paTh HEOOXOAMMOE KOIMYECTBO NPOBUPOK UK cTpunoBs ana nposeaeHns OT-MNLP nccnegyemoix
N KOHTPO/IbHbIX 06pa3uoB. Bbibop Npobupok ans amnandukaLmm 3aBUCUT OT UCNOb3YEMOTO amnandukaTopa
C CUCTEMOW AETEKUMM B PEXKUME «PeEaNbHOrO BPEMEHU Y.

8.2.5. BHecT1 B npobupKK no 15 MKA NpUroToB/IEHHON PeakUMOHHOM CMeCH.

BHMUMAHMUE! Hencnob3oBaHHbIE OCTAaTKMU PEAKLMOHHOM CMECU XPaHEHUIO He MoAJIexKar.

8.3. BHeceHue npob PHK, npoBeaeHne amnanpuKauum u getekumm

BHUMAHMUE! MNpu pobasneHnm npob6 PHK, sKcTparMpoBaHHbIX C MNOMOLLbO HAabopoB peareHToB AN
NpoBeAeHNA IKCTPAKLUN METOLOM COPOUMMN HA CUNUKArene MU MAarHUTHOW cenapaunmn, HeobxoamMmo nsberatob
nonagaHuna copbeHTa B peakLMOHHYH CMECh.

8.3.1. BHecTn B NoAroToBAEHHbIE NPOBUPKK C peaKLMOHHON cmecbto No 10 mKkn npo6 PHK.
8.3.2. BHecTn KOHTPO/IbHble 06pa3Lbl:
a) nonoxutenbHblii KOHTpoab MUP (MK) — B npobupKy ¢ peakunmoHHO cmecbio BHecTu 10 mkn MKO BBK.

6) oTpuuaTeNbHbIA KOHTPONbL 3KcTpakuumu (OK) — B NpobupKy € peakuMoHHOW cmecbio BHecTM 10 mkn
npobbl, 3KcTparMposaHHoi ns OKO.

B) oTpuuUaTeNbHblii KoHTpoab MUP (K-) — B NpobupKy C peakuMOHHOW cMmecbio BHECTM 10 MKA peareHTa
K-.

8.3.3. 3anporpamMmmunpoBaTb aMnANPUKATOP C CUCTEMOM OETEKLUN B PEXKUME «peasibHOro BPEMEHU» ANSA
BbIMNOJHEHUA «EANHOI» NPOrpammbl amnanduKaumm n getekumm ¢ayopecLeHTHOro curHana (cm. Tabauuy 6).

Tabnuvua 6
EguHana nporpamma amnamdpuKaumm n getekumnm ¢ayopecueHTHOro curHana
o AeTtekuma no KaHanam ana Konnyecteo
Lukn Temnepartypa, °C Bpems dnyopodopos s

1 50 15 muH - 1
2 95 15 MuH - 1

95 10c -
3 45

60 20c FAM, R6G

MpumeyaHue: ¢ UCNONb30BaHWEM E4MHOW NPOrpaMMbl MOXKHO OL4HOBPEMEHHO MPOBOAMTL B 04HOM npubope
noboe couyeTaHMe TECTOB, BK/AOYaA TecTbl C o6paTHOW TpaHCKpunumen U amnanduKkaumen. Mpu
0A4HOBPEMEHHOM MPOBEAEHMM HECKOJIbKUX TECTOB AeTeKuusa ¢GyopecLeHTHOro CMrHana HasHayaeTcs U no
APYrMM MCMOJIb3yeMbIM KaHa/lam, MOMMMO YKasaHHbIX B Tabauue. B ciayyae ecnam B ogHoM npubope
0AHOBPEMEHHO MPOBOAATCA TeCTbl TONbKO ANA BbiABAeHUAa OHK, MOXHO yAanuTb M3 AaHHOM MPOrpammbl
nepsbliii Wwar obpaTHoM TpaHcKkpunuun (50 °C — 15 MUHYT) ANA SKOHOMUKN BPEMEHM.

8.3.4. YCTaHOBUTb NPOBMPKN UK CTPUTbI B AYEMKM PeaKLMOHHOro moayns npubopa.

MpumeyaHue: Heo6X0AMMO Nepes NOCTaHOBKOWM B aMNANPUKATOP NAAHLIETHOTO TUMA 0CaAMTb Kamniv Co CTEHOK
NpobMpoK Ha BOpTEKCE.

8.3.5. 3anycTuTb BbINOAHEHME NPOrpaMmmbl aMnANPUKaLUK ¢ AeTekumel GpyopecueHTHOro CurHana.

8.3.6. Mpunbop NpoBoAUT peructTpaumio GyopecueHTHOro CUrHana aBTOMaTUYECKM B PEKMME «PeaNbHoro
BPEMEHU Y.
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8.4. AHanu3 1 06paboTKa pesynbrTaToB
AHanuns 1 06paboTKy pe3ynbTaToB MOXKHO NPOBOAMUTD:

- B aBTOMaTMYECKOM pPEeXMMe C MWCMoAb30BaHMeM nporpammHoro obecnedenus FRT-Manager
(000 «UNHTepMlabCepsuc», Poccua) cornacHo pPyKOBOACTBY MO/b30BaTeNfA, BbIGPaB METOAMKY, YKa3aHHYH0 BO
BKMadpllle, npwuaaraemom K Habopy. PyKkoBOACTBO MONb30BaTeNa pPa3MelleHo Ha odulManbHOM caiTe
000 «MHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peKMME C MOMOLLbIO NPorpammHoro obecneyeHuns npubopa, MCNONb3YEMOTO A/1A NPOBeAEHMS
OT-MUP c peTekumen B peMme «peasibHOro BPEMEHM», COMaCHO WMHCTPYKUUM MO ero npUMEHEHUIo,
WMHCTPYKLMM NO NPUMEHEHMIO Habopa M KpaTKOMy PYKOBOACTBY, NpUaaraemomy K Habopy.

BHUMAHMUE! O6paboTKy AaHHbIX (hayopecueHTHbIX KPUBbLIX), NONYYEHHbIX B MpOrpaMmMHOM obecrneyeHuu
npubopa, ncnonbayemoro aaa nposegeHuns OT-TMLLP c geTeKumel B peXxnme «peasbHOro BPEMEHU», MPOBOANTb
COrNIAaCHO KPAaTKOMY PYKOBOACTBY, MpuUiaraemomy K Habopy.

O6paboTKa M pacyeT pe3ynbTaToB MPOMCXOAMUT Ha OCHOBAHWW HanAUuMA (MNM OTCYTCTBUMA) NepecedyeHus
KpuBoli dayopecueHumnn S-obpasHoi (curmoobpasHoit) popmbi € yCTaHOBAEHHOM Ha COOTBETCTBYIOLLLEM YPOBHE
NoporoBon fMHWEN, 4YTo onpeaenser Haauvume (MAM OTcyTcTBMEe) ANA AaHHOM npobbl KAHK 3HaueHus
noporosoro umkna (Ct) B cooTtBercTBylollel rpade Tabauubl pesynbtatoB. [lapameTpbl 06paboTKU
bnyopecLeHTHbIX KPMBbIX 3aBUCAT OT UCMO/Ib3yeMOM MOAeNN aMnndmMKaTopa.

KpuBble HakonneHus GAYOpPECUEHTHOrO CUrHana aHaaM3uMpyroTcA Mo 2-M  KaHanam  AeTekuuu
(cm. Tabnnuy 7).

Tabanua 7
Oetekuuna pnyopecueHTHOro CMrHana

KaHan ana dnyopodopa FAM R6G

MpoayKkT amnandukaumm PHK Bnpyca BBK BKO B

8.5. UHTepnpeTauma pe3ynbraTtos
MHTepnpeTaumto pesynbTaToB NPOBOAAT B ABYX BapuaHTax:

- BPYYHYIO B COOTBETCTBMM C Tabauuein 9 U KpaTKUM pyKOBOACTBOM, Npuaaraembim K Habopy. PesynbTat
WCCNEeL0BaHNA CYMTAIOT [AOCTOBEPHLIM, €C/IM pPesy/ibTaTbl, MOJYYEHHble A/ KOHTPOJIbHbIX 06pasLos,
COOTBETCTBYIOT KPUTEPUAM Ba/IMAHOCTH, YKa3aHHbIM B Tabauue 8 M KpaTKOM pyKoBOACTBE, NpuiaraemMom K
Habopy;

- B aBTOMATUMYECKOM peXume C WUCNosb3oBaHMEM nporpammHoro obecneyvenHns FRT-Manager
(000 «MHTeplabCepsuc», Poccua) cornacHo PyKOBOACTBY NO/b30BaTeNs, BbI6paB METOAMKY, YKasaHHYO BO
BKMagpllle, npuaaraemom K Habopy. PyKOBOACTBO MO/b30BaTeNs pasMelleHo Ha oduuMasbHOM caiTe
000 «UHTep/labCepeuc» no agpecy: https://www.interlabservice.ru/service/frt/. Kputepun sanngHoctu
pe3ynbTaToB, MOJYYEHHbIX AJA KOHTPONEW, M anropuTM MHTEPMpEeTauuyM pesynbTaToB A8 UCCAedyeMbixX
06pasLoB, UCNob3yemMble B NPOrpammMHom obecnedeHunn, npeacTasnieHbl B Tabanuax 8 u 9 COOTBETCTBEHHO, U
KPaTKOM PyKOBOACTBE, MpuiaraeMom K Habopy.
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Tabnunua 8
Kputepun BanngHoCcTM N KOHTPObHbIX 06pasL,oB

3HaueHue noporosoro uukna (Ct) no kaHany gna pnyopodopa

KoHTponb
FAM R6G
MKO BBK OnpegeneHo 3HaveHune Ct
o 5 OTcyTcTByeT
(noNoXKUTENBHBIV KOHTPO/Ib) He BblLLe rpaHUYHOro
OK OnpeaeneHo 3HaveHue Ct
o OrtcyTcTByet
(oTprLaTENbHbIV KOHTPOb SKCTPAKLMM) He BbILIe rPaHUYHOIO
K-
OTcyTcTBYET OTcyTcTBYET

(oTpuuaTenbHbIn KoHTpob MNLP)

Tabnnua 9
MHTepnpeTauua pesynbTaToB A uccieayemboix obpasuos

Pe3ynbratbl UHTepnpeTtauusa

3HauyeHue Ct no KaHany gns ¢nyopodopa FAM onpegeneHo. Kpusas

bnyopecueHuMn pAaHHOW npobbl MO  JAHHOMY KaHany nepecekaer

NOPOroBY IMHMIO HA YHACTKE XapaKTEPHOro SKCNOHEHLMANAbHOro Nnogbema PHK Bupyca BBK o6Hapy:KeHa
dnyopecueHunn. 3HauveHne Ct no KaHany ana ¢ayopodopa R6G He

yuYuTbIBAETCA.

3HauyeHue Ct no KaHany gns ¢nyopodopa FAM otcyrcTByer, npu sTom

3HaueHune Ct no KaHany ans ényopodopa R6G onpeaeneHo He Bbiwe PHK Bupyca BBK He o6HapyxeHa
rpaHuuHoro®.

3HauyeHue Ct no KaHany gns ¢nyopodopa FAM otcyrcTByer, npu stom
3HaueHne Ct no KaHany pana onyopodopa R6G oTCcyTCcTBYyEeT MAMU
onpeaeneHo Bbile rPaHUYHOro.

HesanugHbin!
C6o1i BKO! TpebyeTca noBTOpUTb aHann3

8.6. Bo3MO»Hble onbKu

8.6.1. Ona wuccnegyemoro obpasua OTCYTCTBYeT 3HauyeHuWe noporosoro umkna (Ct) no KaHany ana
¢nyopodopa FAM mn R6G, 4TO CBMAETENLCTBYET O HEKAYECTBEHHOM MPOBEAEHUM IKCTPAKLMU HYKAEUHOBbLIX
KMUCNOT WM HANMYMKU MHIMBUTOpPOB. TpebyeTca NOBTOPHO NPOBECTM UCCNeA0BaHME AaHHOro 06pasya, HauMHan
C 3Tana 3KCTPaKLUMM HYKIEMHOBbIX KUCNOT. B ciy4ae BOCNpon3BOAMMOro pesyabTaTa PpEKOMeHAYEeTCA NOBTOPHO
nposecTtu 3abop, NpenBapuTeNbHYIO NOArOTOBKY U UcCAefoBaHMe o0bpa3ua.

8.6.2. [ina oTpuuatenbHOro KOHTpoabHoro obpasua (OKO) no KaHany gns ¢ayopodopa FAM onpeneneHo
3HayeHue noporosoro uukna (Ct). BepoaTHa KOHTaMMHaums nabopaTopum NPOAYKTaMU amnanduKkaumm mau
KOHTaMMHaUMA Ha KaKkom-1nbo 3Ttane uccnenosBaHusa. HeobxogmMmo npeanpuHATL Mepbl MO BbIABAEHUIO U
JNIMKBMAAUMN UCTOYHMKA KOHTaMMHALUMM U NOBTOPUTb MCCNefoBaHWe Ans BCcex 06pasuos, HauyMHaa ¢ 3Tana
9KCTpakuum PHK.

8.6.3. lna otpuuatenbHoro KoHTpona MNUP (K-) no kaHanam gna ¢nayopodopos FAM wn/unu R6G
onpeaeneHbl 3HayeHMA noporosbix UMKNOB (Ct). BepoaTHa KoHTamuHauma nabopaTopun MPOAYKTamM
amnandurKaLumMm AN KOHTaMMHaLMA peareHToB Ha sTane MNLUP. Heobxoanmo npeanpuHATL Mepbl Mo BbiBAEHUIO
N NIMKBUAALMN UCTOYHUKA KOHTaMUHALMKU U MOBTOPMTb MCCNedoBaHUe Ana Bcex 0b6pasLoB, HauyMHasA ¢ 3Tana
nup.

6 I'paHuuHble 3HaueHna Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpuaaraeMom K Habopy.
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9. YHKUUOHA/IbHbIE XAPAKTEPUCTUKN HABOPA

9.1. Npeaen obHapy»eHuna’

MNpegen ob6HapyXeHna Habopa «Amnanlpainm® BeceHHas Bupemus Kapra» Obln onpegeneH c
MCnosb3oBaHMem nNpobut-aHanunsa ¢ 95%-oli JOBEPUTENbHON BEPOATHOCTbIO M cocTasaaeT 1,0x103 konwuii/mn
aons PHK Bupyca BBK (cm. Tabamuy 10). 3HaueHMe xapaKTEPUCTUKM AOCTUraeTca npu cobatogeHun npasu,
yKasaHHbIX B pasgene «Mccneayemblit matepuany.

Tabnnua 10

Mpeaen o6HapyxeHua Habopa
Bupyc Mpegen obHapyxeHua, Konuii/mn

Bupyc BBK 1,0x103

9.2. AHanuTHyecKasn cneynPuUUHoOCTb
Habop peareHToB 06HapyunBaeT ¢pparmeHTbl PHK BMpyca BBK.

AHanuTnyeckan cneymdryHOCTb Habopa oueHMBanacb TecTtupoBaHnem HK BMpycoB M MUKpOOpPraHM3mos
(cm. Tabamnuy 11). HK BUPYCOB 1 MUKPOOPraHM3MOB B KOHLEHTPaummn He meHee 1,0x10° konuit/mn, BHOCMAM B
06pa3supbl bMonorMyeckoro matepmana, He cogepraluye onpeaensaemMyro ¢ nomollbto Habopa PHK Bupyca BBK.

Tabnnua 11

MuKpoopraHusmbl U BUPYCbl, UCNO/Ib3yeMble A1A OLLeHKU aHA/IMTUYECKOM cneuupUudHoOCTU
MuKpOoOpraHusmbl 1 BUPYCbI
Pike fry rhabdovirus (PFRV) Rhabdovirus anguilla

Infectious hematopoietic necrosis virus (IHNV) Viral hemorrhagic septicemia virus (VHSV)

Mpu TecTpoBaHnM 06pa3uoB HK BbilenepeuncaeHHbIX MUKPOOPraHM3MOB M BUPYCOB C UCMO/1b30BaHMEM Habopa
NepPEeKPECTHbIX PeaKLMi1 BbIABAEHO He bbino.

"Mpeaen obHapy®eHMa — 95%-0e NONOMKUTEIbHOE NOPOroBOE 3HaYeHME KOHLLeHTPaumMK (KoHueHTpauua JHK BbiaBnfeMbix
BO36yauTenen, npu Kotopor 95% TecToB A4at0T NOMOXKUTENbHbIN pe3ybTaT).
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10. YCNOBUE XPAHEHUA, TPAHCNOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

CpOK rogHoCTun Ha60pa coctasnset 12 mecAueB OT AaTbl U3rotoB/1IEHUA. Mocne BCKPbITUA peareHTbl UCMOJ1b30BaTb
A0 ncre4yeHmA CpoKa roaHoCTn Ha6opa. Ha6op C UCTEKLLUMM CPOKOM rogHOCTU NPUMEHEHUIO HE NOANEXKNT.

10.2. TpaHcnopTUpoBaHue

Habop TpaHcnopTupoBaTb Npu TemnepaTtype oT 2 Ao 8 °C BceMM BMAAMM KPbITbIX TPAHCMOPTHLIX CPeaCTs B
TEPMOKOHTEMHEpaX C X1aA031eMEeHTaM1 UK B aBTOpedpurKepaTopax.

JonycKaeTcs TpaHCNopTMpoBaHue He 6onee 5 cyTok npu TemnepaType oT 2 ao 8 °C.

Habop, TpaHCNOPTMPOBAHHLIMA C HapyWeHWEM YKA3aHHOFO TEMMEPATYPHOro pexuma, NPUMEHEHUD He
NOANENKMUT.

10.3. XpaHeHue

Habop xpaHuTb Npu TemnepaType oT -24 Ao -16 °C B 3alMULLEHHOM OT CBETa MECTE B TEYEHME BCEro CPOKa
rogHocTu Habopa.

PeareHTbl nocne BCKPbLITUA XPAHUTb B TeX Xe YCAOBUAX, YTO U peareHTbl A0 BCKPbITUA. HeBCKpbITble U
BCKPbITble peareHTbl CTabubHbl B TEYEHME CPOKA FOAHOCTM, YKA3aHHOrO Ha 3TUKETKe, npu cobntogeHuu
YKa3aHHbIX YCNOBUI XpaHeHus. PeakuMoHHasa cmecb, npuroTosseHHaa u3 MLUP-cmecn BBK, PesepTtasbl R u
Bbydepa B, xpaHEHMIO HE NOANENKNT.

Habop, XpaHMBLUMIACA C HAapYLWEHMEM YKa3aHHOIO PeXnMma XpaHeHM s, MPUMEHEHUIO HE NOA/EKNT.

11. TAPAHTUU NPOU3BOAUTENA

MponsBoguTeNb rapaHTUPYEeT COOTBETCTBME XapaKTepUcTUK Habopa TpeboBaHMAM, YKasaHHbIM B
TEXHUYECKOMN U 3KCN/IyaTaUMOHHOW AOKYMEHTALMKN, B TEYEHME YKa3aHHOro CPOKa roAHocTM npu cobaogeHmm
BCEX YCN0BUIM TPAHCNOPTUPOBAHMA, XPAHEHUA U NPUMEHEHMUSA.

Peknamaumm Ha KayectBo Habopa «Amnaulpaim® BeceHHAA BMpemuA Kapna» HanpasaAaTb B agpec
npoussogutens 000 «Hekctbuo»: 111394, r. MockBa, yn. MonumepHasa, 8 ctp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

KoHcynbTauuio no pabote ¢ Habopom, a TakyKe MO BOMPOCAM, KacalolMMCA KadecTsa Habopa, MOXKHO
MOJIYYMTb MO KOHTAKTaM, yKa3aHHbIM Ha oduLManbHOM caiTe Mponssoautensa: www.nextbio.ru.
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12. CUMBO/J1bl, UCMOJIb3YEMBbBIE B JOKYMEHTALUU MPOU3IBOAUTENA

REF Homep no katanory
LOT Kog napTum
\l/
= He gonyckaTb nonagaHuA
‘ \ CO/IHEYHOrO cBeTa

TecTos
O6paTnUTECh K MHCTPYKLMK NO
NPUMEHEHMUIO

CoaepsKMmoro A0CTaToOYHO ANA
W nposeAeHMA N-KoNYecTsa
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