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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct Cycle threshold (noporosblii LK)

BKO BHYTPEHHMI KOHTPONbHbI 06paseL,
OHK 0E30KCUPUBOHYKNENHOBAA KMCNOTA
OHKasa OEe30KCMpuboHyKneasa

AHT® Ae30KcnpuboHykneosnarpudocdatbl
SbSHV reprnecsmpyc cMbmnpckoro oceTpa

OK oTpuULaTe/IbHbIN KOHTPOJb

OKO oTpULaTe/IbHbIN KOHTPOJIbHLIN 0bpasel,
K- oTpuuaTesibHbli KoHTpob MLP

MK NONOXKUTENbHbIN KOHTPO/1b

MNKO NMOJIOXKUTENbHbBIN KOHTPO/IbHbLIN 06pasel,
MnupP noanmepasHas uernHasa peakuma

yar ypaumn-AHK-rnnkosmnasa

HAMMEHOBAHWUE U3OENNUA

Habop peareHtoB ana sbiasneHuns AHK repnecBupyca cMbupcKoro ocetpa METOAOM MOJIMMEPasHOM
LLeNnHOM peakLunn B pexMMe «peasibHoro BpemeHm» «Amnaunlpainm® FepnecBupyc cubupckoro ocetpa.

Hanee no TEKCTY ynotpebnsetca KpaTkoe HauMeHOBaHMe: Habop peareHTOB
«Amnaunlpainm® Fepnecsmpyc cMBUPCKOro oceTpar, a TakxKe coKpalleHme Habop peareHTos.
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1. HASHAYEHUE

Habop peareHToB «Amnaulpanm® lepnecsupyc cnbupckoro ocetpa» npeaHasHayveH A1a BblABAEHUSA
[OHK repnecsupyca cubmnpckoro ocetTpa B GU0ON0OrMYecKom maTepuane: TMYNHKM U PAHHIOK MO0Ab A0 4 Cm -
Le/IMKOM, OT pblbbl pasamepom 4 - 6 cm - rpyaHble 1 BptolHble NAABHUKN, POCTPYM, OT Pbibbl KpyrnHee 6 ¢Mm -
rpygHole M 6plowHble MNAaBHMKW, POTOBOW annapaT, *Kabpbl, NeyYeHb, MOYKY, CENEe3eHKy; UCCneayroT
MHOUUMPOBAHHbIE KyNnbTypbl KneTok meTtogom [MLUP ¢ rmbpuamnsaumoHHo-pAyopecLeHTHON aeTekuunen
NPOAYKTOB aMNINPUKALMM B pEXKUME KPEANTbHOFO BPEMEHU»

MaTepuanom ans nposegeHua [MUP cnyxaT npobbl AHK, aKcTparMpoBaHHble W3 UcC/iedyemoro
maTepuana c nomouwbio HabopoB peareHTOB, peKOMeHAOBaHHbIx [lpousBoauTenem B pasgene
«JJononHuTenbHoe obopyaoBaHMe U MaTepUabl».

2. XAPAKTEPUCTUKUN HABOPA

2.1. CoctaB U KOMNNEKTHOCTb

Habop BbinyckaeTca B eanHol popme. CoctaB Habopa M KOMMNIEKTHOCTb NOCTaBKM yKasaHbl B Tabuue 1
M 2 COOTBETCTBEHHO.

Habop paccuuMTaH Ha npoBeAeHWe ucciegoBaHua 96 06pasuos, BKAKOYaA KoOHTponu. Habop
npeaHasHaveH ansa nposeaeHusa amnamdukaumm OHK metogom MUP ¢ rubpungmnsaumoHHO-GpAyopecueHTHOM
OeTeKUuMel B pekmme «peanbHOro BPpeMeHM» U MOXET UCMO0Nb30BaTbCA COBMECTHO C aMnanduKaTopamm
NMIAHLWETHOrO M POTOPHOro Tuna. Ana npoBefeHUa MOJIHOTO MUCCAeAOBaHMA HeoBXoAMMO WMCMO/b30BaTb
Habopbl peareHTOB A4 3KCTpakuumn AHK, pekomeHaoBaHHble B pa3gene «[ononHuTensHoe 06opyaoBaHue
M maTepuanbl». Habop ucnonbsyetca ANA PydvyHOM MeToAuKM BblaeneHna HK uam coBmecTHO c
dBTOMATU4YECKUMU CTaHUMNAMU ANA NPUTOTOBNAEHNA N O03UNPOBAHNA PeaKUNOHHbIX cmecen.

Tabnumua 1
CocTaB Habopa

PeareHT 06bem, mn Konunuecteo OnucaHue

BydepHbIi pacTBop co cneundmyeckMmm npanmepamm,
MNLUP-cmecb SbSHV 1,10 1 npobupkKa dnyopecueHTHO-MeYeHbIMM 30HAaMM U AHTO.
Mpo3payHasn XNAKOCTb.
BydepHbii  pactBop ¢ TepmocTabunbHon  OHK-
Bbyodep B 0,60 1 npobupkKa noanmepason Taq, cynbdpaTtom marHus u ypauma-AHK-
rAnKo3unasoi. Mpo3payHasn *KUAKOCTb.
MoNoKMUTENBHBIV KOHTPOIbHLIV 0bpased,
Mpo3payHan KUAKOCTb.
OTpuuaTenbHbI KoHTpob MLP.
Mpo3payHasn KNAKOCTb.

MKO SbSHV 0,26 1 npobupkKa

K- 0,26 1 npobupka

Tabnunua 2
KomnnekTHOCTb Habopa
KomnoHeHT ®dopmar Konunuectso
Habop peareHToB - 1
B 9/1€KTPOHHOM BUAe Ha oduLMaNbHOM canTe
MHCTPYKUMA No npumeHeHuto Habopa ) -
MpounssoamnTens: www.nextbio.ru
KpaTtkoe KOBOACTBO MO  MPUMEHEHUIO
P Py A P B bymaxkHOM BuAe 1
Habopa
B 9/1eKTPOHHOM BUAeE Ha odnLMaNbHOM canTe
MacnopT KayecTsa Ha Habop . -
MpoussoauTens: www.nextbio.ru
Bknagbilw K Habo 1A aBTOMaTUYECKOWM
A Py A B BymayKHOM BuAe 1

06paboTKM pesynbTaToB
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2.2. MpuHUMN metoaa

MpnHUMN TECTUPOBAHUA COCTOUT U3 HECKO/IbKMX 3TAanoB. Ha nepBOM 3Tane OCyL,ecTBAAETCA SKCTPAKLMA
JHK 13 06pasLos nccaegyemoro matepuana COBMECTHO C BHYTPEHHMM KOHTPOAbHbIM o6pasuom (BKO B)L.
Ha BTopom 3Tane npoBoAMTCS OAHOBpPemeHHana amnavdurauma OHK, cMHTe3MpoBaHHOM Ha maTpuue
reHomHon OHK SbSHV, n [HK, cuHTe3npoBaHHoM Ha maTpuue AHK BHyTpeHHero KoHTpoabHoro obpasuya
BKO B (UCKyCCTBEHHO CMHTE3MPOBaAHHAaA NOC/e0BaTEIbHOCTb), MPM MOMOLLM CNeUUdUUHbBIX K STOMY YYaCTKY
nparimepoB n depmeHTa Tag-nonmmepasbl. [eTekuma NPOAYKTOB amnaMdUKaLMM MPOUCXOAUT NyTem
nsmepeHua GayopecLLEHTHOIO CUrHaNa B PEKMME «PeasIbHOro BpEMEHM» 33 CHET UCMOb30BAHUA B COCTaBe
peakuMOoHHOM cmecu ¢iyopecLeHTHO-MeYEHbIX OJIMFOHYKIeoTMA0B (30HAOB). 30HAObI TMBPUAU3YIOTCA C
KOMMNJIEMEHTapHbIM y4yacTKom amnanouumpyemon [AHK-muweHn, B pesynbrate 4Yero npouUcxoamT
HapacTaHWe  MHTEHCMBHOCTM  dayopecueHuMn. ITO  MNO3BONAET  PErncTpMpoOBaTb  HaKOMJeHue
cneundmryecKkoro NpoayKTa aMnanduKaumm nyTem nsmepeHmns MHTEHCMBHOCTM GyOpPECUEHTHORO CUTHAMA C
nomoLlbto amnandukaTopa € CUCTEMOMN AeTeKuMM (GNyOpecLEHTHOrO CUrHana B PEXMME «peasibHOro
BpeMEHU».

Habop peareHTOB COAEPXUT CUCTEMY 3aLLUUTbI OT KOHTAMUHALMN aMM/IMKOHAaMM 32 CYET NPUMEHEHUS
depmeHTa ypauun-AHK-rankosmnassl (YAr) u tpudocdata gesokcnypuanHa. PepmeHT YAl pacnosHaeT u
KaTanusupyet paspyweHne ueneir [OHK, cogepskawmx pgesokcuypuauH, Ho He [AHK, cogepxkauen
AE30KCUTUMUANH. [e30KcnypuamH oTCyTCTBYEeT B NpupoaHoin AIHK, Ho Bcerga npucyTCTBYET B aMIJIMKOHAX,
NOCKONbKY TpudocdaT Ae30KCUypuamnHa BXoAUT B cocTaB cmecn gHT® B peareHTax gaa amnanpuKaumnu.
[Je30KcnypnamH aenaetr KOHTaMUHUPYIOWME aMMIMKOHbI BOCMPUMMUYMBbLIMU K PaspyLLleHUio pepMeHTOM
YOI go Havana amnandukaumm OHK-mulieHn, u, cnepoBaTenibHO, OHM He MOTYT ObiTb B Aa/ibHenliem
aMmnAndULMpPOBaHbI.

®epmeHT YAl TepmonabuneH u HaKTUBMpPYeETCA Npu HarpesaHuu Bbiwe 50 °C 1 nosTomy He paspyLiaeT
aMMIMKOHbI MULLEHM, HapabaTbiBaemble B npouecce MLP.

Ha a3tane amnavéduKaumMm O[HOBPEMEHHO B OAHOM NpobupKe npoxoaut amnanduKkaums [HK,
CUHTE3MPOBAHHON Ha MaTtpuuax reHomHon AHK SbSHV un OHK, cuHTesMpoBaHHOM Ha maTtpuue AHK
BHYTPEHHEro KoHTposibHoro obpasua BKO B. Pe3ynbTaTbl amnanduKkaumm permcTpupyotes no 2 pasanyHbim
KaHanam bnyopecueHTHOM aetekuum (cm. Tabauuy 3).

Tabnuvua 3
CootBetctBue HK-muweHen n KaHanos payopecueHTHON AeTeKuun
KaHan ana dnyopodopa R6G? Cy5
HK-muweHb OHK SbSHV BKO B

MCKyCcCTBEHHO-CMHTE3UPOBAHHaA

O6nactb amnandurKaumm lfen AHK nonnmepasbl
nocnenoBaTeNbHOCTb

3. KOHTPO/J1b KAYECTBA

B cootBetctBuM ¢ ISO 13485-ceptudmuympoBaHHoit Cuctemoir MeHearkmeHTa KavecTBa KomnaHuM
000 «HeKkctbuo», Kaxaasa cepusa Habopa peareHToB «Amnaulpaim® epnecBupyc cMbUpPCKOro oceTpa»
npoBepsAeTcA Ha COOTBETCTBME 3apaHee onpeneneHHbIM TpeboBaHMAM AnA obecrnevyeHUs MOCTOAHHOrO
KayecTBa NpoayKuuu.

1 BKO B BxoauT B cocTaB HaboOpPOB peareHToB, PEKOMEHA0BaHHbIX Mpon3BoanuTeNnemM ANA SKCTPAKLMM HYKIEUHOBbIX
KMCNOT U3 Uccaefyemoro matepuana.

2 letekuma curHana ana dayopodopa R6G ocylecTBAAETCA NO KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow.
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4. OTPAHUYEHUE METOOUKU UCCNEAOBAHUA

4.1. Habop npMmeHseTca TONbKO A1 BETEPMHAPHbIX LLeNei 1 Apyrnx HeMeAULMHCKUX Lenen.

4.2.Habop npeaHasHayeH Ana paboTbl TOMbKO C UCCNeAyeMbiM MaTepuasiom, yKasaHHbIM B pasaene
«Ha3HayeHune». MccnepoBaHme ApYrnx BUAOB MaTEPMaioB MOMKET MPMBECTM K NOYHEHWNIO HEJOCTOBEPHbIX
pe3ynbTaTos.

4.3.Tony4yeHne  OOCTOBEpPHbIX  pe3ynbTatoB  obecneymBaeTca  BbiMOJIHEHMEM  TpeboBaHUN,
npeabsaBAsSEMbIX K B3ATUIO, TPAHCMNOPTUPOBAHWUIO, NMOATrOTOBKE WU XpaHeHuto obpasuoB uccieayemoro
maTepuana (cm. pasgen «Mccnegyemblin matepuan»).

4.4.C nomollbto Habopa «Amnaulpaiim® [epnecBMpyc CUBUPCKOrO OCETPa»  BO3MOXKHO
MNUP-nccneposaHne tonbko npob AHK, 3KcTparMpoBaHHbIX M3 MUCCAeAyeMOro matepuana COBMECTHO C
BHYTPEHHMM KOHTPO/IbHbIM 06pasLom aKCTpaKkummn — «BKO By, BxoaAwmMM B cocTaB Habopa Ana nposeaeHus
akcTpakumm HK. be3 ncnonbsosaHmna BKO B HeBO3MOXHO NPOBECTU OLLEHKY BaMAHOCTU NOCTAHOBKM.

4.5.MpuMmeHeHNe Habopa BO3MOMHO TO/IbKO MNEPCOHANIOM, OByYEeHHbIM MEeTOoZaM MOJIEKYNAPHOM
ANAarHOCTMKM M NpaBMaam paboTbl B KIMHUKO-AMArHOCTMYECKOM nabopaTopun.

4.6.Mpun pabote c Habopom cnegyeT MCMOJIb30BaTb TO/ILKO aMMnANGUKATOPbI C CUCTEMOM AeTeKkuuun
dbNyopecLeHTHOro CUrHana, XxapakTepUCTUKM KOTOPbIX YA0BAETBOPAIOT TPeboBaHNAM, yKa3aHHbIM B pa3aene
«JononHutenbHoe obopyaosaHMe U MaTepuanbly.

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1.Pabota Jo/mKHa NpoBOAUTLCA B 1abOPATOPUAX, BbIMNOJHAOWMX MONEKYAAPHO-OMOoNOrMyeckue
nccnepgosanua. MUP-nccnegosaHna Oo/iXKHbI NPoOBOAMTLCA € cobaogeHnem TpeboBaHM MEeToAMYECKUX
yKasaHuit MY 1.3.2569-09 «OpraHu3auusa paboTbl abopaTopuii, UCNONb3YIOWMX METOAbI aMNANPUKaLUM
HYKNEMHOBbIX KUCOT NPU paboTe C MaTepMaNom, COAEPKALLMM MUKPOOPraHM3mbl I-1V rpynn natoreHHoCTU»
n npasun «lMpaBuna nposeaeHWss paboT B AMATHOCTMYECKUX nabopaTopuax, UCNONb3YIOWMX METOL
NosIMMepPasHOM LLEeNHON peakuun (OCHOBHble MONOXKEHMA)» (yTBEPXKAEHbI NPUKA3OM PYKOBOAMUTENS
JdenapTameHTa BeTepuHapum MuHcenbxosnpoga P 27.01.1997).

5.2.Mpu pabote HeobxoaMMO BCeraa BbINONHATL Caeaytolmne TpebosaHums:

- TNpumeHaTb Habop CTPOro No Ha3HaYeHUo B COOTBETCTBUMN C AAaHHON UHCTPYKUMel. OTKNOHEHME OT
MPONUCaHHbIX NpoLeayp M NOPAAKA AEUCTBUIA MOXKET NPUBECTMU K NOJYYEHWNIO HEAOCTOBEPHbIX Pe3y/bTaToB
aHanu3a.

- JlabopaTopHbIli Npouecc Ao/KeH 6biTb oAHOHanpaBAeHHbIM. AHanu3 cnegyet nNpoBoAuTb B
OTAENbHbIX MNoMelleHusax (3oHax) B cootsBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpawatb o06pasupl,
obopyaoBaHuMe 1 peareHTbl B 30HY, B KOTOpoW Oblna NpoBeaeHa NpeablayLias cTagma npouecca.

- Ybupatb u ae3snHOULMpPOBaATb pas3nnTble 0bpasLbl UAM PeareHTbl, UCNOb3yA Ae3nHPULMpyoWme
cpeacTsa B cootBeTcTBMM ¢ CaHlunH 3.3686-21.

- YganATb HeMCnonb3oBaHHble peareHTbl, peareHTbl C WUCTEKWMM CPOKOM TOAOHOCTU, a TaKXKe
MCNON1b30BaHHbIe peareHTbl, YNaKOBKY, 6uronornyecknit maTepknan, BKAKOYaA maTtepunasibl, UHCTPYMEHTbI U
npegmeTtbl, 3arpA3HEeHHblIE 61010rMYeCKUM MaTepumanom, B COOTBETCTBUU C TDE6OBaHMF{MM
CaHlunH 2.1.3684-21.

Bepcua 25.11.22-1 6



BHUMAHMUE! MNpu yaaneHun otxoaosB nocse amnandukaumm (npobupok, coaepkalmx npoayktbl MLP)
HeaoMNyCTUMO OTKpPbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHNE COL4EPKMMOTO, MOCKO/IbKY 3TO MOXKET MPUBECTU K
KOHTaMMHauuun npoayktamu MLUP nabopatopHoi 30HbI, 060pyA0BaHMA U peareHToB.

- WMcnonb3oBaTb M MEHATb NPU Kaxaon onepaumm oaHOPa30Bble HAKOHEYHUKN A1 aBTOMATUUYECKMX
[,03aTopPOB € GPUILTPOM.

- MNocyaa (CTYNKKN 1 NeCTUKKN) U METANIMYECKME MHCTPYMEHTbI (CKanbnenmn, HoXHULUbI, MUHLETLI U T.M.),
NCNo/ib30BaHHble AR NPeanoAroToBKM Npob, BblAePKMBAOTCA B pacTBope Ae3nHOULMPYIOLWEero cpeactsa
(Hanpumep, 0,2 % pacTBOP HATPMEBOW COIM AUXIOPU3OLMAHYPOBON KMUCNOTbI) B TeYeHMe OAHOro 4aca,
MOOTCA BOAONPOBOAHOM BOAOW C MOBEPXHOCTHO-aKTUBHbIMM MOIOLLMMM CPEACTBAMU U NOC/E OTMbIBAHWUS B
NPOTOYHOM U AEMOHU3OBAHHOM BOAE BbICYLUMBAIOTCA B CYXOXKapoBOM LWKady B TeyeHMe 4 4acoB npwu
Temnepatype 180 °C.

- [MoBepXHOCTM CTO/IOB, a TaK»Ke MOMeLLEeHUA, B KOTOPbIX NpPoBoAMTcA noctaHoBKa MLUP, ao Hadana u
nocne 3aseplieHnsa pabot Heob6xoaMmo noasepratb yabTpadpuoserosomy 061ydeHunIo B TedeHne 30 MUH.

- Habop peareHTOB npegHa3HayeH A8 OAHOPA30BOro MnpumeHeHus npu nposeaeHun [LIP-
nccnefoBaHUA YKasaHHOro Kondyectsa npob (cm. pasgen «CocTaB M KOMMJIEKTHOCTbY).

- Habop peareHToB rotToB K NPUMEHEHWIO COTIaCHO AaHHOMN UHCTPYKUMK. MprumeHATb Habop CTPOro no
Ha3HayeHMuIo.

- He wucnonb3osatb H360p peareHToB, e€C/11M HapylweHa BHYTPEHHAA YyNaKOBKa, WUIU BHELHMN BUA
peareHTa He COOTBETCTBYET ONUCAHUIO.

- He wncnonb3sosaTtb Ha6op peareHTos, eC/int He CO6J'II-O,£],aI'IMCb YCN10BUA TPAHCNOPTUPOBAHUA N XPaHEHUA
COrnacCHO UHCTPYKUUn.

- He ncnonb3oBaTb Habop peareHToB Mo UCTEYEHUN CPOKA FOAHOCTHU.

- Wcnonb3oBaTb 04HOPA30BblE HEOMYAPEHHbIE NepYaTKu, NabopaTopHble XanaThl, 3aLWMLLATb [1a3a BO
Bpems paboTbl c 06pasuamMm 1 peareHTamu. TILaTeNbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bce onepaunmn
NPOBOAATCA TO/IbKO B NepYaTKax AN UCKAOUEHMSA KOHTaKTa C OPraHM3mMOM YeoBeKa.

- He ecTb, He NUTb M He KypuUTb B NpoLecce MCnoab30BaHUA Ha6opa. N3beraTb BAbIXaHNA MNapos.,
KOHTAKTa C KOXel, rnasamm 1 CaInU3ncTomn obonoukoii. He rnotatsb.

- Tpn KOHTaKTe Hemea/IeHHO MPOMbITb MNOPa’KEeHHOe MecTO BOAON M MPW MIOXOM CaMO4vyBCTBUU
06paTUTbCA 33 MegUUMHCKOM nomoubio. Mpy NnonagaHun BHYTPb, PBOTY HE Bbi3blBaTb, NPOMNOIOCKATb POT
BOAOM, 06paTUTLCA K Bpayy Npu NJI0OXOM CaMo4yBCTBUM.

5.3.Mpn  u“CNonb30BaHMM NO  HA3HAYEHWUO U COOMOAEHWM  BbILEMNEPEUYUCNEHHDBIX  Mep
NpenoCcTOpPOXHOCTM Habop 6e3onaceH. PeareHTbl Habopa coaepKaT HaTPUA a3ng, B KOHLEHTPALUN He bonee
0,1 % 1 cOOTBETCTBEHHO He KnaccudULMPYIOTCA KaK OMacHble U He TpebytoT cobntoaeHna cneuunanbHbix mep
NpesoCTOPOXHOCTHU.

5.4. Cneumduryeckme Bo3aeNiCTBUSA HaboOpa Ha OPraHNU3M YeloBeKa:
- KaHueporeHHbI1 a¢pPeKT OTCyTCTBYET.
- MyTareHHoe aelicTBuE OTCYTCTBYET.

- PenpoayKTMBHaA TOKCUYHOCTb OTCYTCTBYET.

Bepcua 25.11.22-1 7



6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3aTue uccnegyemoro matepuana

6.1.1. KoHTelHep NNacTUKOBbLIWA ONA B3ATUA, XPaHEHUA M TPAHCMOPTUPOBKM BUONOTMYECKUX 06pasLLOoB
ob6bemom 50 - 60 ma, CTepPUNBHBIA.

6.1.2. OgHOpa3oBble MNOJNMNPONUAEHOBbIE MJOTHO 3aKpbiBatowmeca NpPobupkn obbemom 1,5 mn u
2,0 mn.

6.1.3. TpaHcnoOpTHaA cpena ANs B3ATUA, TPAHCMOPTUPOBAHMA U XpaHeHUA BMonorMyeckoro matepmana,
cogeprKallan KOHCEPBAHT UK CTEPUNBLHBIN GU3MONOTMYECKUIA PACTBOP.

6.1.4. HoXXHWUbI, CKanbnenu, NUHLETHI;

6.2. lpepBaputenbHaa NOAroToBKa uccaeayemoro matepmana

6.2.1. OgHopa3oBble NOMMNPONUIEHOBbIE NAOTHO 3aKpbiBatoLWmeca Npobupkm obbemom 1,5 - 2,0 ma.
6.2.2. OfHOpa3oBble NOAUMNPONMUAEHOBbIE MPObUpPKK TUNA «Falcon» o6bemom 5, 15 nan 50 mn.

6.2.3. CtepunbHble dpapdopoBbie CTYNKM M NECTbl UM aBTOMATUUYECKMIA TOMOTEeHN3aTop.

6.2.4. LleHTpudyra-BopTeKcC.

6.2.5. MuKpoueHTpudyra gns npobupok tuna «3nneHgopd» obvemom 1,5 — 2,0 MA C YCKOPEHUEM He
meHee 10000g.

6.2.6. LleHTpudyra ans nonmnponuneHosbix Npobupok Tmna «Falcon» ¢ yckopeHnem He meHee 2000g.
6.2.7. HoXXHWUpbI, CKanbnenu, NUHUETHI.
6.2.8. docdaTHO-conesomn bydep nam GU3NONOrMYECKUn pacTBop.

6.2.9. OaHOpa30Bble HaKoHeYHMKK, cBoboaHble oT [IHKa3/PHKa3, ans ao3aTtopos nepemeHHOro ob6bema
¢ dpunbTpom ot 10 go 1000 mkn.

6.2.10. ABTOMaTU4YeCcKue 403aTopbl NnepemeHHOro obbema.
6.2.11. CTeknAHHaA AN NOAMNPONUIEHOBAA BOPOHKA.

6.2.12. AHaNUTMYECKNE NAN NPELM3NOHHbIE BECHI.

6.3. IKcrpakuyua OHK u3 uccnegyemoix o6pasuos

6.3.1. Habop peareHToB ans skcTpakuumn AHK/PHK «MarHoMpainm® BET» («Popmat 96») nponssoactsa
000 «HekcTtbuno», Pocecus, nnn «Amnnulpaiim® PUBO-npen BET» npomssoactea OO0 «Hekctbrno», Poccus,
nnu noboi gpyro Habop, COOTBETCTBYIOLWMI CaeayoWnM TpeboBaHUsaM:

- Habop no3sonseT BblgenATb HK 13 Buonormyeckoro matepmana ot pbibbl (NeyeHb, NOYKK, CeNe3eHKa,
NNaBHUKN) M MHOUUMPOBAHHLIX KyAbTyp K/AETOK A4A MOCAeAYIOWEero WcCnefoBaHna MeTo4oM
NoJIMMepasHoM LEeNHON peakumu;

- cocTtaB Habopa BKAoyaeT peareHT OKO (oTpuuaTenbHbli KOHTPOAbHbIM obpasey) M BKO B
(BHYTPEHHWI KOHTPO/IbHBLIV 0bpaseL);

- Habop nosBoaseT ncciegosaTh 06pasubl 06bemom He meHee 100 MKA;

- Habop no3BosAET NPOBOAUTL 3ntoLMI0 ounleHHon IHK B o6beme He meHee 50 mKn.
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BHUMAHME! MNpun ncnonbsoBaHuM HabopoB ana skctpakuum AHK gpyrux npoussogutenei, Heob6xoaMmo
AONONHUTENbHO nNpuobpectn Habop peareHToB «MarHolpaiim® BET» dopmbl Bbinycka «®dopmat
KoHTponn». PeareHT BKO B cneayet Ao6aBnsTh BO BCe Uccneayemble 0b6pasLibl, a TaKKe B OTPULLATE/IbHbIN
KOHTPO/bHbIN 06pazel, (OKO).

6.3.2. [lononHuTenbHble MaTepuanbl U 060pyaoBaHMe, Heobxoaumble Ans aKkcTpakummn AHK, — cornacHo
WMHCTPYKLMU K Habopy peareHToB A akcTpakumm OHK.

6.4. AmMnaudmKauma, feTekuua NPoAyKTOB amnanduKauum, aHanuMs U UHTepnpetauums
pesynbratos

6.4.1. OgHopa30Bble NoANNPonMaeHoBblie NPobupku, ceoboaHble ot IHKa3/PHKas, cheaytoumx BMa0B:

- 3aBMHYMBAIOLLMECSH NPOOUPKN N KPbIWKK K HUM MW NAOTHO 3aKpbiBatoWmecs Npobupkn obbemom
1,5 Mmn — Ana NpUroToBEHUA PeakUMoHHOM cmecu;

- TOHKOCTeHHble npobupkn ana MNUP obbemom 0,2 M1 C BbINYKJAON WAM MJIOCKOM OMNTUYECKMU
NPO3pPayYHON KPbILLIKOKN MK Npobupku o6bemom 0,2 M B CTPUNAX Mo 8 LWT. C NPO3paYyHbIMU KpbILKamm — ann
nposegeHua MUP npu ncnonb3oBaHnm amnanduKkaTopa NAaHLWETHOro TUNa;

- TOHKOCTeHHble Npobupkn ana MUP o6bemom 0,2 Ma € NAOCKOM KpbIWKON MAn npobupku gna MLP
obbemom 0,1 Mn B cTpunax no 4 WT. C KpblwWKamu — ans nposegeHusa MUP npu mcnonbsoBaHUu
amnanduKaTopa POTOPHOro TMNa.

6.4.2. OaHOpa30Bble HaKoHeYHMKK, cBoboaHble oT IHKa3/PHKas, ans ao3atopos nepemeHHOro o6bema
¢ dpunbTpom Ao 100 mkn.

6.4.3. lTatTnebl ana npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBMM C UCMNOAb3YEMbIMU
npobupkamu ans MNLP).

6.4.4. Bokc abakTepunanbHoi Bo3ayLwHoM cpeapl (MUP-60Kc).
6.4.5. LleHTpudyra-sopTeKc.
6.4.6. ABTOMaTUYECKME 4,03aTOPbl NepeMeHHoro obbema.

6.4.7. CTaHuMAa aBTOMAaTM4eCKana ¢ moaynem gnAa npurotoBneHmNA N A403nMpPoBaHNA PeaKLLMOHHbIX cmecemn
M KOMNNEKT PaCXO4HbIX MaTepnanos K Hel coriacHo MHCTPYKUUU - B CNiy4ae NpUrotosneHnAa peakumMoHHbIX
CMECeM C UCMOb30BaHNEM aBTOMATUYECKOMN CTaHUnn.

6.4.8. Nporpammupyembiii amnaMGUKaToOp POTOPHOTO WAM MAAHLLIETHOrO TUMA C CUCTEMOM AeTeKuun
GNYOpPECLLeHTHOrO CUTHaMa B PEXMME «peasibHOro BPEMEHM», COOTBETCTBYIOLMIA  CNEAYOWUM
TpeboBaHMAM:

- Hannuue AByx v 6osiee HE3ABUCUMBIX KaHaNoB GpayopecueHTHON aeTekumm gns dayopodopos R6G u
Cy5 c xapaKTepucTMKamu, yKasaHHbIMK B Tabaimue 4:

Tabnuua 4
Tpebyemble xapaKTepPUCTUKU KaHaN0B ¢1IyopecL,eHTHON AeTeKuun
[ANnHbI BOMH, HM
KaHan gna pnyopodopa Bo36y:xaeHus DeTteKkuumn
MuHumym Makcumym MuHumym Makcumym
R6G 515 532 545 580
Cy5 620 640 660 690
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ANA NPMOOPOB NAAHLLETHOro TMNa HainymMe NOAOrPEeBaEeMO KpbIWKKM € Temnepatypoi 6onee 100 °C;

TOYHOCTb NogaepXxaHua Temnepatypbl < +0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

CKOPOCTb OXNaXkaeHuaA He meHee 1 °C/cek.

6.4.9. XoNnoAUNbHUK C MOPO3UAbHOM KaMepon, NoaAepKMBAIOLWEN TeMnepaTypPHbIN PeXUM OT MUHYC
24 °C po muHyc 16 °C.

6.4.10. OTaenbHbIM XanaT, Wanoyku, obysb M 04HOPA30Bble NepyaTkn B cooteTcTBuM ¢ MY 1.3.2569-09.

6.4.11. EMKoOCTb a1a cbpoca HaKOHEYHUKOB.

7. UCCNEAYEMbIXA MATEPUAN

MaTtepunanom Ans UCCNefoBaHNA CNYXKUT:
— JINYMHKa 1 paHHAA MONoAb A0 4 CM — LLe/IMKOM;

— bBuonornyecknii matepman ot pbibbl (pasmepom 4 - 6 cM - rpyaHble U 6PIOLWHbIE NAAaBHUKKU, POCTPYM;
KpynHee 6 Cm - rpygHble 1 BplollHble NAaBHMKM, POTOBOM annapar, abpbl, NeYeHb, NoYKY, ceneseHky);

— WHdMUMpOoBaHHbIE KYyNbTYpbl KNETOK.

7.1. B3ATue U TPAHCNOPTUPOBKA MUCCIeAyeMOro matepuana

JINUNHKY, pPaHHIOW MoN0Ab, NPO6bl NAPEeHXMMATO3HbIX OpPraHoB (MeyeHb, MOYKA, Ce/ie3eHKa),
NIaBHUKMK, POCTPYM, }Kabpbl, pOTOBOI annapaTt maccoit He 6osee 1 r oTOUpPaAtOT B CTEPU/IbHbIE KOHTENHEPDI
(MM NPOBUPKM C TPAaHCNOPTHOM cpeaon).

YCNoBMA XpaHeHUA 1 NepeBo3KM maTepuana:

npu TemnepaType ot 20 o 25 °C — B TeyeHUe 2 4acos;

npu TemnepaType oT 2 Ao 8 °C — B TeYeHue 3 CyTOK;

— npu TemnepaType oT MUHYC 24 o muHyc 16 °C — B TeyeHue 1 Hegenu;

npu TemnepaType MnHyc 68 °C — onmtenbHo.

7.2. TMoparoTtoBKa matepuana K uccnegoBaHuio

JINuMHKY, paHHIOID MoNoAb, NPO6bl NapeHXMMaTO3HbIX OPraHOB (MeuyeHb, NOYKA, ceneseHKa),
NNaBHUKKU, POCTPYM, abpbl, POTOBOW annapaTr rOMOreHM3MpPYKT C WUCMNO/Nb30BAaHMEM CTEPU/IbHBIX
bapdopoBbIx CTYNOK M NECTUKOB UM aBTOMATUYECKOrO romoreHM3aTopa, 3atem rotosat 10 % cycneHsuto,
NUCNOb3yA CTEPUNbHbIN GU3MoNOorMYecknin pactsop mam docdaTHbit bydpep. CycneH3no NepeHocAT B
npobupKy obbemom 1,5 mn n yeHTpudyrmpytot npm 400 g B TeyeHne 2 MUH. HagocafouHyo HKUAKOCTb
MCNONbL3YIOT ANA SKCTPaKuum HK.

MHdUUMpoBaHHbIE KYNbTYpbl KAETOK UCMOb3YIOTCA 6e3 npeaBapuTeNbHON NOATOTOBKM.
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8. MPOBEAEHUE UCCNNEAOBAHUA

MccnepoBaHne AoMKHO npoBognTbCA NP HOPMaJibHbIX MOKa3aTeENAX MUKPOK/IMMATA na6opaTopMM3:

— TemnepaTypa oKpyxatowero sosayxa ot 20 °C go 28 °C;

— OTHOCUTE/NIbHaA BAa*KHocTb 40 — 75%.

8.1. 3Kcrpakuua AHK u3 nuccneagyemoro marepmana

Onsa skcTpakummn OHK umcnonb3osaTb Habopbl peareHTOB, peKomeHAoOBaHHble [lpou3BoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U matepuansi». Nopagok paboTbl c Habopamm AnA IKCTpaKLMK
OHK cmoTpuTe B MHCTPYKLUM MO NX NPUMEHEHUIO.

Karkgaa rpynna akcTparmpyembix obpasLoB A0J/’KHA COMPOBOXKAATLCA MOCTAaHOBKOM OTPULATENBHOMO
KOHTpoIbHOro o6pasua (OKO)* B ogHom nosTope. Mpu nposeaeHun akctpakumm JHK, 8o Bce npobbl cneayet
BHOCUTb BHYTPEHHWIA KOHTPObHbIN 0bpasey, (BKO B).

B npouecce akcTpakumm JHK ncnonb3osatb caeayolme obbembl peareHToB U uccaegyembix 06pasuyos:

obbem nccnegyemoro obpasua’ — 100 MKA B pobUpKM Ana nccnegyembix o6pasLos;

o6bem peareHTa BKO B - 10 MKA B KaXKayto NPOBUPKY € UccaesyembiMmU U KOHTPObHbIM 06pasuamu;

ob6bem peareHta OKO - 100 mKkn B npobupky ans OKO;

— obbem peareHTa, ucnosbsyemoro gna anouun OHK, — 50 MKa (Npu ucnonb3oBaHuu Habopa pna
aKcTpakumm HK  «Amnanlpainm® PUBO-npen BET») wau 100 MKA (Npy  ucnosb3oBaHUM Habopa
«MarHolMpalim® BET» unm 50 — 100 mKAa (Npy UCNonb3oBaHUMM ApPYroro Habopa AN 3KCTPaAKLUUKU COracHO
WHCTPYKLMM K HEMmy).

8.2. NMoprotoBKa peareHToB AnA amnandpuKaummn

BHUMAHUE! KoMMNOHEHTbl pPeaKLMOHHON CMecu cnepyeT CMewmnBaTb HEMOCPeACTBEHHO nepes
nposegeHvem [LP.

BHUMAHUE! B cnyvyae npurotoBaeHUA pPeakuMOHHOM CMeCUM C MOMOLLbD aBTOMATUYECKOM CTaHLUK
cnepyvte yKazaHUAM UHCTPYKLMK NO ee UCNO/Ib30BaHMIO.

8.2.1. Paccuntatb obbembl MUP-cmecu SbSHV un Bbydepa B, Tpebytowmecs AnAa npurotoBieHUs
peakuMoHHON cmecn (cm. Tabaumuy 5). Cmecb roToBUTL Ha 06LLEE YMCAO UCCAedyeMbIX M KOHTPOJbHbIX
06pasLLOB NJIOC 3aMac He MEHEE YEM HA OAHY PeaKLumto.

Tabnvua 5
Pacuer 06beMOB KOMMNOHEHTOB AanAa OAHOﬁ peaKU,MOHHOﬁ cmecu
PeareHT 06bem, MKn O603HaueHuA
MUP-cmeck SbSHV 10,0%(N+1) N — KonmyecTBo 06pasuoB [HK, nosyyeHHbIX Ha 3Tane

5y¢ep B 5,0*(N+1) 3KCTPaKUMN, BKIKOYAA KOHTPOIU.

3YKazaHbl A0ONYCTUMble HOPMblI TemnepaTypbl M OTHOCMTENbHON BNAXKHOCTM BO3Ayxa B paboyeit 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuamm TOCT 12.1.005-88 «Cuctema CTaHOApTOB
6e3onacHocTM Tpyaa. ObLme caHUTapHO-rrneHndYeckne TpeboBaHUA K BO34yxy paboyei 30HbI».

4 BxoguT B cocTaB Habopa, pekomeH40BaHHOro MpounssoanTeNem A8 NPOBEAEHNA SKCTPAKLMMN HYKIEUHOBbIX KMCNOT.
> [lna HeKoTopbIXx BMAOB 06pasuos TpebyeTcs npeasapuTenbHas NOArOTOBKa COrnacHo pasgeny «Mccnesyembiin
maTtepuany.
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8.2.2. Nepemewatb cogepxmmoe npobupok c MUP-cmecbio SbSHV 1 bydpepom B, ocagmtb Kanaum Ha
BOpTEKCE.

8.2.3. MpUroToBUTbL peakUMOHHY0 CMeCb B OTAeNbHOM Npobupke, 406aBUB KOMMOHEHTbI B 06bemax,
paccumTaHHbIX B M. 8.2.1. [NepemeluaTb CMeCb U OCaAUTb Kan/n Ha BOpTEKCe.

8.2.4. OT0b6paTb HeobxogMmoe KoAn4ectBo nPOBUPOK uaM cTpunoB paa amnamduraumm JHK
nuccneayemblXx U KOHTPOJIbHbIX 06pPa3sLLoB, MOJIYYEHHbIX HA 3Tane 3KCTpakuuu. Bbibop npobupok ans
amnanduKaLMmM 3aBUCUT OT UCMOIb3YEMOTO aMMAMPUKATOPA C CUCTEMOM AETEKLMN B PEXUME «PEANBHOTO
BPEMEHW Y.

8.2.5. BHecT B NpobupKM no 15 MKA NpUroToBAEHHOM PeakLUUOHHOW CMECH.

BHMMAHMUE! Hencnosib3oBaHHblE OCTATKU PEAKLMOHHOM CMECU XPaHEHWUIO HE NOAJIeKaT.

8.3. BHeceHue npob6 OHK, npoBegeHue amnandpukauum n getekumm

BHUMAHMUE! Mpu pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C MOMOLLbO HAabopoB peareHToB AN
NPoBeAEHMA IKCTPAKLUM METOAOM COpbLMM Ha CUAMKArene UAM MArHUTHOW cenapaumu, Heobxoanmo
n3beratb NnonagaHusa copbeHTa B peakLMOHHYH CMecCh.

8.3.1. BHecTu B noAroToB/ieHHbIE NPOBMPKK C peakuMoHHOW cMmecbio o 10 mkn npo6 AHK, nonyyeHHbIX
B pe3y/ibTaTe 3KCTPaKLMK.

8.3.2. BHecT! KOHTPO/IbHble 06pa3LLbl:

a) nonoxutenbHblt KoHTponb MUP (MNK) — B ogHy npobupKy ana obpasua MK BHectn 10 mKn
MKO SbSHV.

6) oTpuuaTenbHbI KOHTPOAb 3KcTpaKuumn (OK) — B oaHy npobupky ana obpasua OK BHecTu
10 mKn npobsbl, aKkcTparupoBaHHo 13 OKO.

B) oTpuuaTtenbHbii KoHTpoab MUP (K-) — B oaHy npobupky ana obpasua K- BHectM 10 MKn
peareHTa K-.

8.3.3. 3anporpammunpoBaTb amnanduKaTop ¢ CUCTEMOM AETEKLMN B PEXKUME «PEasIbHOr0 BPEMEHU» AN1A
BbINONHEHUS «EAMHOM» nporpammbl  amnanduKaumMm W getekumm  GAyopecueHTHOro  CUrHana

(cm Tabanuy 6).
Tabnuua 6
EguHan nporpamma amnandpuKaumm n getekumnm ¢payopecueHTHOro cMrHana
o JeTeKkuua no KaHanam ana Konunuecteo
Lnkn Temnepatypa, °C Bpemsa dnyopodopos UAKAOB

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

95 10c -
3 45

60 20c R6G®, Cy5

MpumeyaHue: c UCNONb30BAHWEM €AMHOW MPOrPaMmbl MOMKHO OLHOBPEMEHHO MPOBOAWUTL B OLHOM
npubope ntoboe coyeTaHWe TECTOB, BK/IOYAA TeCTbl C 06paTHON TpaHcKpunuuein n amnamduraumen. Mpm
04HOBPEMEHHOM NPOBEAEHNN HECKO/IbKMX TECTOB AETeKLMA (yOPeCcLEeHTHOro CUrHana HasHavyaeTcsa M no
APYIMM UCMNONb3yEMbIM KaHanam, NMOMMMO YKasaHHbIX B Tabauue. B cnyyae ecnm B ogHom npubope
04HOBPEMEHHO NMPOBOAATCA TECTbl TONLKO A/1A BbiABAeHUA AHK, MOXHO yaanutb U3 faHHOW Nporpammel
nepsbIi War o6paTHOM TpaHcKpunuun (50 °C — 15 MUHYT) ANA SKOHOMWKN BPEMEHMU.

6 Mletekuma curHana ana dayopodopa R6G ocylecTBAAETCA NO KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow.
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8.3.4. YCTaHOBWTb NPOBMPKM MAK CTPUNbI B AYENKM PeaKLMOHHOro Moayaa npubopa.

MpumeyaHue: Heo6x0AMMO nepes NOCTaHOBKOM B ammnaMOUKATOP NAAHLWETHOro TMMNa 0CaauTb Kamau co
CTEHOK NPOBUPOK Ha BOpTEKCE.

8.3.5. 3anycTuTb BbINOJIHEHME NPOrPaMMbl amnanduKaumm ¢ getekumnein GpayopecueHTHOro curHana.

8.3.6. Mpubop npoBoAMT perucTpaumio GAYOPECUEHTHOrO CUrHasa aBTOMAaTUYECKM B perKume
«PeanbHOro BPEMEHUY,

8.4. AHanus u 06paboTKa pe3ynbraToB
AHanus 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAMUTD:

— B aBTOMATUYECKOM peXxume C WCNoNAb30BaHMEM MporpammHoro obecnedyeHua FRT-Manager
(000 «NHTepNabCepBuCY», Poccms) cornacHo pyKoBoACTBY M0/1b30BaTENA, BbIOpaB MEeTOAMNKY, YKa3aHHY0 BO
BK/adbllle, npuiaraeMomMm K Habopy. PyKoBoACTBO Mo/sib3oBaTesns pasMeleHo Ha oduumanbHOM caiTe
000 «UNHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM pexuMme C MOMOLLbIO NporpammHoro obecneyeHua npubopa, Ucnonblyemoro And
nposeaeHus [LUP c petekumeir B pexXMme «peasibHOro BPEMEHM», COrJIaCHO WHCTPYKUMM MO ero
NPUMEHEHWIO, MHCTPYKLMK MO NPUMEHEHUIO Habopa 1 KpaTKOMY PyKOBOACTBY, Npuaaraemomy K Habopy.

BHUMAHMUE! O6paboTKy AaHHbIX (dyopecLeHTHbIX KPUBbIX), MONYYEHHbIX B MPOrpaMmmHOM obecneyeHun
npunbopa, ucnonbdyemoro ana nposeaeHua MNLUP c aetekumen B pexnme «peanbHOro BpeEMeHU», NpoBOAUTb
COrNacHO MHCTPYKLMW MO €r0 NPUMEHEHMUIO.

O6paboTKa U pacyeT pe3ynbTaToB NPOUCXOAMUT HA OCHOBAHUMW HaNMUUA (MW OTCYTCTBUA) NepeceyeHns
KpuBoi dnyopecueHuUmm S-obpasHoit (curmoobpasHoit) Gpopmbl C YCTAaHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBoNn MHUEN, YTO onpeaenseT Haauume (MAK oTCyTCTBUE) ANA AaHHOM Npobbl AHK 3HaveHuA
noporosoro uukna (Ct) B cooTtsercTeyolleit rpade Tabauubl pesynbtatos. MapameTpbl 06paboTKM
bNyopecLeHTHbIX KPMBbIX 3aBUCAT OT UCMOJIb3yeMOo MoAenun amnindurKaTopa.

KpvBble HakonneHus GAYOPECLEHTHOTO CUTHana aHaAM3MpyloTca No 2-M  KaHanam  AeTekuuu
(cm. Tabnunuy 7).

Tabanua 7
JdeTtekumna payopecueHTHOro curHana
KaHan ana dnyopodopa R6G’ Cy5
MpoayKT amnandumkaumnm OHK SbSHV OHK BKO

7 OeTekuma curHana ana dayopodopa R6G ocyllecTsaseTca No KaHany AeTeKUMmn Ana aHanornyHblx payopodopos Hex,
Joe, Yellow.
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8.5. WUHTepnpeTtauma pesynbTatos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBUM C TabaumLei 9 M KpaTKMM PYKOBOACTBOM, NpUaraeMbiM K Habopy. PeaynbTat
NCCNeaoBaHMA CYMTAKOT AOCTOBEPHbIM, €CAM pe3ysbTaTbl, MOJIyYEHHble A1 KOHTPOJbHbIX 06pa3Los,
COOTBETCTBYIOT KPUTEPUAM BaIUMAHOCTU, YKa3aHHbIM B Tabanue 8 U B KpaTKOM PYKOBOACTBE, Npuiaraemom
K Habopy;

— B aBTOMAaTMYECKOM peXMme C WCNoJsib3oBaHMem nporpammHoro obecnedveHua FRT-Manager
(OO0 «NHTeplabCepBuC», Poccus) cornacHo pyKoBOACTBY N0J1b30BaTeNs, BbiIbpaB MEeTOAMNKY, YKa3aHHYIO BO
BKAadbllle, npunaraeMom K Habopy. PyKOBOACTBO Monb30BaTeNs PasMeLLeHO Ha oduumanbHOM caiTe
000 «WHTepfabCepsuc» no aapecy: https://www.interlabservice.ru/service/frt/. Kputepum BanngHoctu
pe3ynbTaToB, MOJYYEHHbIX A1 KOHTPOAEW, M afirOpUTM MHTEpnpeTaummn pesynbTaToB A1A UcCaedyemblx
06pasLLoB, UCMNO/Ib3yemble B NPOrpaMmMHOM obecneyeHnn, npeactasaeHbl B Tabanuax 8 9 cooTBETCTBEHHO,
M B KPpaTKOM PYKOBOACTBE, NpuaaraeMom K Habopy.

Tabnumua 8

KpMTepMM Ba/IMAHOCTU ANA KOHTPOJIbHbIX oGpasu,oa
3HaueHue noporoeoro uukna (Ct) ana amnandpukaTopos

KoHTponb POTOPHOro / NNaHLWETHOro TUMOB NO KaHany ana ¢payopodopa
R6G Cy5
MKO SbSHV OnpegeneHo 3HayeHume Ct
. s OTcyTcTBYET
(noNoXKUTENBHBIV KOHTPO/Ib) He BblILLEe rpaHUYHOrO
OK OnpeaeneHo 3HaveHume Ct
. OTcyTcTBYET
(oTpuLATENbHbIV KOHTPOb SKCTPAKLMM) He BblLUe rPaHNYHOro

K-

N OTcyTcTBYET OTtcyTcTBYET
(oTpuaTesibHbI KOHTPOb MLLP) yrerey ey

Tabnunua 9
MHTepnpeTauua pe3ynbTaToB N8 uccreayembix obpasuos

Pe3ynbTatbl (3HaueHue noporosoro uukna (Ct) gna npnbopos

UHTepnpetauusa
POTOPHOro / NNAHLWETHOro TUNOB)

3HaueHue Ct no KaHany ana ¢ayopodopa R6G oTtcyrcTByet, npu

3Tom 3HauyeHue Ct no KaHany ana dpayopodopa Cy5 onpegeneHo He DOHK SbSHV He o6Hapy:KeHa
Bbile rpaHMUYHOro®,

3HaueHue Ct no KaHany gnsa dnyopodopa R6G onpegeneHo.

Mpu aTom Kpueas dayopecueHUMM LaHHOW Npobbl Mo AaHHOMY
KaHany nepecekaeT MOPOroBYH JMHUIO Ha y4acTKe XapaKTepHOro
3KCMOHEHUMaNbHOIo Nogbema GpayopecueHLUn.

3HaueHue Ct no KaHany gna ¢nyopodopa R6G oTcyrcrByet, npu
3Tom 3HadYeHue Ct no KaHany ana ¢payopodopa Cy5 onpepeneHo
BbiLLE FPAHUYHOIO UK OTCYTCTBYET.

DOHK SbSHV o6Hapy:keHa

HesanugHbin!
C6o11 BKO! TpebyeTca noBTOpUTbL aHaNM3

& ['paHnuHble 3HaueHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, MpuUaaraeMom K Habopy.
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8.6. Bo3MOXHble OWNBKHN

8.6.1. 1ns oTpuuaTenbHoro KoHTpoabHoro obpasua (OKO) no kaHany ana epnyopodopa R6G onpeaeneHo
3Ha4YeHue noporosoro uukna (Ct). BepoaTHa KOHTaMMHaUMA NabopaTopum NPOAYKTaMU aMNANPUKALUN UAN
KOHTaMMHaUMA Ha Kakom-n11Mbo aTane uccnenoBaHuA. HeobxoanMmo npeanpuHATL Mepbl MO BbIBAEHUIO U
NIMKBMAAUNN UCTOYHMKA KOHTaMWUHAUMK N NOBTOPUTL UCCAef0BaHMe aaa Bcex obpasL,oB, HAauUMHas ¢ aTana
aKcTpakuum JHK.

8.6.2. lna oTpuuatenbHoro KoHtpona MUP (K-) no KaHanam gnsa ¢nyopodopos R6G u /uam Cy5
onpeaeneHbl 3Ha4YeHUs Moporosbix UMKNoB (Ct). BeposTHa KOHTaMWMHauMA flabopaTopuu MPOAYKTaMu
amMnNAnPUKaLMM AW KOHTaMMHAUMA peareHToB Ha 3Tane [LP. Heobxoaumo npegnpuHATb Mepbl Mo
BbIABNEHUIO U JINKBMAALMMU UCTOYHMKA KOHTaMWHAUMK M NOBTOPUTbL UCCAefoBaHMe ANnA Bcex 06pasLos,
HaumMHaA c aTana MNLUP.

8.6.3. [lna nccnegyemoro obpasua onpeaeneHo 3HadyeHWe NoporoBoro LMKAa, Npy 3TOM Ha rpaduke
dbnyopecueHUMM OTCYTCTBYET Y4aCTOK XapaKTePHOro 3KCMOHeHUManbHoro nogbema (rpaduk npeacrasnser
coboii NpubAn3UTENbHO MNPAMYIO NHUIO). HeobxoaMmo NpoBepuUTb MPaBUIbHOCTbL BbIBPAHHOTO YPOBHA
NoporoBo IMHUM UAK NapameTpoB pacyeTa 6a30B80i AMHUKU. ECin pe3ynbTaT NoayYeH Npu NpaBUibHOM
ypOBHe noporoso AnHUM (6a3osoi nuHum), TpebyeTca nosBTOpHO nposectn amnandukaumio/MLUP n
AeTekumto gnsa storo obpasua.

8.6.4. Ansa mnccnegyemoro obpasua OTCYTCTBYeT 3HayeHMe noporosoro umkna (Ct) no kaHanam ans
dnyopodopos R6G u Cy5, UTo CBMAETENLCTBYET O HEKAYECTBEHHOM NMPOBEAEHUN IKCTPAKLUN HYKNENHOBBIX
KUCNOT WMAW HaAnumMm WMHIMbutopos. TpebyeTca MOBTOPHO MPOBECTM MCCAedoBaHWE AaHHOro obpasua,
HaYMHaA C 3Tana 3KCTPaKUMW HYKNEMHOBbIX KUCNOT. B cnyvyae BOCNPOM3BOAMMOro pe3ynbTaTa
pekomeHAyeTcsA NOBTOPHO NpoBecTy 3abop, NpesBapuTeNbHYO NOAFOTOBKY M UCCAea0BaHKe obpasua.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. MNpepen obHapyxeHus’

Mpepen obHapyKeHus Habopa «Amnaulpaiim® lepnecBupyc cMbUpCKOro oceTpa» Obin onpegeneH c
MCronb3oBaHMeM NpobuT-aHanmsa ¢ 95 %-0li JOBEPUTEIbHON BEPOATHOCTbIO U cocTasnsaeT 5,0x10% Konuit/mn ana

OHK SbSHV (cm. Tabanuy 10). 3HauyeHMe XapaKTepUCTUKKU AOCTMraeTcs npy cobatogeHUN NpaBus, yYKasaHHbIX B
pasgene «Mccnepgyemblii maTepuan.

Tabnumua 10
Mpeaen o6HapyxeHua Habopa

MuKpoopraHusm Mpepen obHapyxeHua, Konuii/mn
[OHK ShSHV 5,0x10?

9.2. AHanutuyeckas cneumndpuyHocTb
Habop peareHToB 06Hapy:xmBaeT pparmeHTbl reHomHon [HK SbSHV.

AHanutMyeckas  cneumMduUHOCTb Habopa oueHMBanacb TecTMposBaHMem HK  MMKpoopraHmsmoB
(cm. Tabnuuy 11). HK MMKpPOOPraHU3moB B KOHUEHTpaummn He meHee 1,0x10° konwuit/mn, BHOCMAM B 0BpasLibl
61ONIOrMYEcKoro maTepurana, He coaepKallume onpeaensemyto ¢ NomoLLbio Habopa reHomHyto JHK SbSHV.

Tabanua 11
MuKpoopraHuambl U BUPYCbl, UCNONb3yeMble 1A OLLeHKU aHa/IMTUYECKoM cneuudUdHOCTU

MMUKpOoOpraHusmbl U BUPYCbl

BeceHHsa Bupemma Kapna (BBK) Cyprinid herpesvirus 1

lepnecsupyc Kapna Kou (KHV) -

Mpy TecTvpoBaHUKM 06pasLoB HK BbilenepeyncieHHbIX MMKPOOPraHWM3MOB C MCMO/b30BaHMeM Habopa
NepeKpPeCTHbIX PeaKLyii BbIABAEHO He bblno.

° Mpepen obHapyeHMa — 95 %-0e MNONOMKUTEbHOE MOPOroBOe 3HAYeHWe KOHUEHTPaummu (KoHueHTpaumsa AHK
BblAABAAEMbIX BO36yauTeNei, Npu KoTopoit 95 % TecToB AAtOT NONOKUTENbHBIN PE3yNbTaT).
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10.YCNnoBUA XPAHEHUA, TPAHCIMTOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHocty Habopa cocTasnser 12 mecAueB OT AaThl M3roToBaeHWA. ocne BCKPbITUA peareHTbl
MCMO/Ib30BaTh A0 MUCTEYEHWUA CPOKa rogHOCTM Habopa. Habop C MCTEKLWMM CPOKOM TOAHOCTU MPUMEHEHUIO He
NOANEMHKUT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcrnoptupoBaTb Npu TemnepaTtype ot 2 A0 8 °C BcemMu BMAAMM KPbITbIX TPAHCMOPTHbIX CPeacTB B
TEPMOKOHTEMHEPaAX C X/1a031eMeHTaMM AN B aBTOopedpuKepaTopax.

JonycKaeTtca TpaHCnopTUpoBaHMe He bonee 3 cyToK npu Temnepatype oT 8 ao 25 °C.

Habop, TpaHCNOPTMPOBaHHBIA C HapyLEeHWEM YKa3aHHOro TeMMNepaTypHOro PEeXMMA, MPUMEHEHUIO He
NOANEXKMNT.

10.3. XpaHeHue

Habop xpaHuTb Npu TemnepaType ot 2 4o 8 °C B 3aLLMLLEHHOM OT CBETA MECTe B TEYEHWNE BCEro CPOKa rogHOCTU
Habopa.

PeareHTbl nocne BCKPbLITUA XPaHWUTD B TEX XKe YCN0BUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKPbITbIE U BCKPbITbIE
peareHTbl CTabu/IbHbI B TEYEHWE CPOKa FOAHOCTM, YKa3aHHOIO Ha STUKETKe, NpY cOBNI0AEHNM YKa3aHHbIX YCI0BUIA
XpaHeHuA. PeakupmoHHasa cmech, npurotosaeHHas u3 MNUP-cmecn SbSHV n Bydepa B, xpaHeHUIo He NoaneXuT.

Habop, XpaHUBLUMICA C HAPYLLEHNEM YKa3aHHOIO PEXMMA XPAaHEHWA, MPUMEHEHUIO HE MOA/IEHKMT.

11.TAPAHTUU NPOU3BOAUTENA

Mpon3BoguTeNb rapaHTUPyeT COOTBETCTBME XapaKTepWUCTUK Habopa TpeboBaHMAM, YKasaHHbIM B
TEXHUYECKON W 3KCMIyaTaUMOHHOM [OOKYMEHTaLuKW, B TeyeHWe YyKa3aHHOro CcpoKa rogHocTM npwu
cobntoaeHUM BCEX YCA0BUIA TPAHCNIOPTUPOBAHMA, XPAaHEHUA U NPUMEHEHWA.

Peknamaumm Ha KadectBo Habopa «AmnnuMpaiim® epnecsupyc cMBMPCKOro oceTpa» HanpaBAATb B
agpec npoussogutena OOO «Hekctbuo»: 111394, r. Mockea, yn. [onumepHaa, 8 cTp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru.

KoHcynbTaumto no pabote ¢ HAbopom, a TaKKe NO BOMPOCAM, KacaloWwMMecsa KavecTBa Habopa, MOXKHO
MoIy4nTb NO KOHTAKTaM, YKa3aHHbIM Ha oduLmanbHom calite MpomssoaunTtena: www.nextbio.ru.
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12.CUMBO/1bl, UCMNOJIb3YEMbIE B AOKYMEHTALUN NPOU3BOAUTENA

REF Homep no katanory
LOT Koa naptuu
<L
//o\ He gonyckaTb nonagaHuA
~ \ COJIHEYHOrO CBeTa

Cofep»KMMoro AoCTaToOUYHO ANs
nposeAeHNA N-KoAN4YecTsa
TectoB

Ob6paTtnTechb K MHCTPYKLUM NO
NPUMEHEHUIO

2 <
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