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CMUCOK COKPALLEEHUA N OBO3HAYEHUA

Ct Cycle threshold (noporoBsbiit LMKA)

BKO BHYTPEHHMIN KOHTPO/IbHbIN 0bpaseL,

PHK pUBOHYKNENHOBAA KMUC/IOTA

KOHK KomnnemeHTapHas AHK, nonyyaemas B peakunmn obpaTHOM TpaHCKpUNUmMm Ha matpuue PHK
OHKasa [,e30KcUMprboHyKneasa

PHKasa puboHyKkneasa

AHTO ne30KcupuboHykneosnaTpudocdatbl

OKO OTpULATeNbHbIN KOHTPObHBIN 06paseL, OTpULATENbHbIN KOHTPOb 3KCTPAKLMK
oT-nup noAMMepasHas LenHas peakumns c 0bpaTHOM TpaHCKpUnumei

K- oTpULATENbHbIN KOHTPOAb MLIP

MK NOJIOKUTE/IbHBIN KOHTPOJIb

MNP noiMMepasHan uernHaa peakumsa

yar ypaumn-AHK-rnmkosmnasa

HAMMEHOBAHUE U3OENUA

Habop peareHToB ana BbiasneHua PHK Bupyca rpynna A meTogom noiMmepasHoi LEenHom peakuum ¢

obpatHoun TpaHcKpunuuen (OT-TMLP) B pexkume «peanbHoOro spemeHmn» «Amnanlpanm® Fpunn A».

Janee no TekcTy ynotpebnnerca KpaTkoe HaumeHoBaHue: Habop peareHToB «Amnanlpanm® Mpunn Ay,
a TaK¥XKe cokpalLeHue Habop peareHTOB.
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1. HASHAYEHMUE

Habop peareHtoB «Amnaulpaiim® Tpunn A» (panee no Tekcty - Habop) npegHasHayeH ana
KauectBeHHoro onpegeneHua PHK Bupyca rpunna A (Influenza virus A) B 6buMonormyeckom martepuane
(Mpu uccnegoBaHMM NTUL: MOMET, Ma3KM U3 K/I0AKW, POTOMIOTKM WM Tpaxeu, TKaHeBOW (ayTOnCUIAHbIN)
maTepuan Tpaxeu M Nerkunx, ceneseHKku, roN0BHOro0 Mo3ra, BO34YXOHOCHbIX MELUKOB, KULWEYHWKA, cepAaua,
noyekK, ANLO, aNNaHTOMCHAA KUAKOCTb IMOPUOHOB Kyp; NPW UCCAeA0BaHUM CBUHEN M NOWAAen: Masku 13
HOCOINIOTKM, TKaHb TPaxXeu U NEerknx); Mace NTUL, CBUHEN, IoWwazei n cybnpoayKkTax, MasKkax c MOBEPXHOCTU
msaca, cybnpoaykTos 1 B Kombrkopmax metogom OT-MNUP c rubpmansaumoHHo-GayopecLeHTHOM AeTeKLmen
NPOAYKTOB aMNIMPUKALNM B PEKUME «PEASIbHOTO BPEMEHM Y.

Habop ncnonbayetca B8 nabopaTtopusx, BbINOHAIOLIMX MOSIEKYNAPHO-6MON0rMYEeCcKue NccieaoBaHus.

Matepunanom ans nposegeHus OT-MLUP cayaT npobbl PHK, sKcTparMpoBaHHble M3 MCCeayeMOro
maTepuana ¢ NomMoLlLbio HabopoB peareHToB, PEKOMEHZOBAHHbIX [pousBoaMTENleM B MHCTPYKLUWU MO
npumeHeHuto Habopa.

2. XAPAKTEPUCTUKU HABOPA

2.1. CoctaB U KOMNNEKTHOCTb

Habop BbinyckaeTca B eanMHoin ¢opme. CoctaB Habopa M KOMNIEKTHOCTb NOCTaBKM YKasaHbl B Tabanue 1
1 2 COOTBETCTBEHHO.

Habop paccuMtaH Ha npoBegeHWe wuccnefoBaHua 96 o6pasuosB, BKAOYaA KOHTponu. Habop
npeAHasHayeH 41 NpoBefeHNs peakuumn obpaTtHoli TpaHcKpunumm PHK n amnandukaumm cneumnduyeckmx
y4yacTKoB  nosydyeHHoW KAHK ¢ rMbpuan3auMOHHO-PYOPECUEHTHOM  AEeTeKuMell B pexume
«peanbHOro BPEMEHU» U MOXKET WCMNOo/b30BaTbCA COBMECTHO C amnanduKaTopamu MAaHLWeETHOro U
poTopHOro TMna. [1na nposeseHus NosHOro UccnefoBaHNA HeE0BX0AMMO MCMOb30BaTb HABOPbI peareHToB
Ana aKkcTpakumm PHK, pekomeHAoBaHHble B pasgene «[ononHuTenbHoe obopynoBaHME M MaTepuasbly.
Habop MoXKeT MCno/sb30BaTbCA COBMECTHO C aBTOMATMYECKMMM CTaHUMAMW [N NPUTOTOBAEHUS U
[031POBaHUA PeaKLMOHHbIX CMEcel.

Tabavua 1
CocTaB Habopa

PeareHT 06bem, mn Konunuectso OnucaHue

BbydepHbIi pacTBop co cneumdpryeckummn npanmepamm,
MNUP-cmecb Mpunn A 1,10 1 npobupka dnyopecueHTHO-MmeveHbIMM 30HAAMU U AHTO.
Mpo3payHan *KMAKOCTb.
bydepHbii  pacTBop ¢ TepmocTabunbHon  AHK-
nonnmepason Taqg, cynbdaTom marHusa u ypauun-AHK-
rMKO3UNa3oM.
Mpo3payHan *KUAKOCTb.
bydepHbii  pactBop ¢ PHK-3aBucumont  OHK-
PesepTasa R 0,055 1 npobupka nosiMmepason.
Mpo3payHan *KMAKOCTb.
MonNoXKMTeNbHbI KOHTPOJIbHbIN 06paseL.
Mpo3payHan *KMAKOCTb.
OTpuuaTtenbHblii KoHTpob MLP.
Mpo3payHan *KMAKOCTb.

bydep B 0,70 1 npobupka

MKO Mpunn A 0,26 1 npobupka

K- 0,30 1 npobupka
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Tabnuua 2
KomnneKkTHoCTb Habopa
KomnoHeHT dopmar Konuuectso

Habop peareHTOB - 1

B 3/1IEKTPOHHOM BUAE Ha oPULMaNbHOM calTe )
WHCTPYKLMA No npumeHeHuio Habopa MpoussoanTena: www.nextbio.ru

KpaTkoe pyKoBOACTBO NO NPUMEHEHWIO

Habopa B HBymarkHom Buae 1

B 3/1IEKTPOHHOM BUAE Ha opULMaNbHOM calTe

MacnopT KayecTBa Ha Habo X
P P MpoussoanTena: www.nextbio.ru

BKknaapiw Ans aBTomMaTUyeckon obpaboTku

pesynbTaToB B bymaxkHOM Buze 1

2.2. MNpuHumMn metoaa

MPMHUMN TEecTUPOBaHMA OCHOBAH Ha 3KCTpakuum PHK 13 obpasuoB uccneayemoro maTtepuana
COBMECTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pasuom (BKO B)! u nposeseHun peakumm o6paTHOW
TpaHcKpunuum PHK 1 ogHoBpemeHHOM amnandukaumm ydactkos KAHK Bupyca rpunna A npu nomowim
cneundmyHbIX K 3TMM ydacTKam npaimepoB U depmeHTa Tag-noammepasbl. [eTekums nNpoLyKTOB
amnanduKaummM NpPouCxXoamuT nyTem Uu3MepeHua ¢yopecLLeHTHONO CUIHaNa B pPeXMME «pPeasnbHoro
BPpEMEHM» 3a CYET WCMO/Ib30BaHWA B COCTaBe pPeakUMOHHOM cmecu GNyopecLeHTHO-MeYeHbIX
ONIMTOHYKNEoTNA0B (30HA0B). 30HABI TMOPUANZYIOTCA C KOMMJIEMEHTAPHbIM Y4aCTKOM aMnanduumMpyemon
KAHK-muweHn, B pesynbTaTe Yero npoucxXoAuT HapacTaHWe MHTEHCMBHOCTM dayopecueHumn. ITo
NO3BOJIAET PErmcTPUPOBATL HaKoMneHWe cneumdUyYeckoro npoayKTa amnavduKaumm nytem M3MepeHus
MHTEHCMBHOCTU (NYOPECUEHTHOrO CUrHajsa C MNOMOLLb amnanduKkatopa € CUCTEMOM AeTeKuuu
bNyopecLeHTHOrO CUrHana B PEXKUME «PeasibHOro BPEMEHW Y.

Habop peareHTOB COAEPKUT CUCTEMY 3aALUMUTLI OT KOHTaMMWHALMM aMMIMKOHAaMM 3@ CYET NPUMEHEHUSA
depmenTa ypaumn-AHK-rnukosunasel (YAr) v Tpudpocdata gesokcuypuanHa. GepmeHt YAl pacnosHaeT u
KaTanusmpyeT paspyweHue uenen [AHK, cogepawmx pesokcuypmamH, Ho He [OHK, coaeprkawein
0E30KCUTUMUANH. Je30KCnypuanH oTcyTcTeyeT B npupoaHoi JHK, Ho Bcerga npucyTcTByeT B aMM/IMKOHAX,
NOCKo/IbKY TpudocdaT Ae30KcnypuamHa BXxoguT B coctaB cmecn gHT® B peareHTax gas amnavdurkaumu.
Je30KcnypmanH aenaet KOHTaMUHUPYOLWME aMMIMKOHbI BOCMPUMMYMBLIMU K PaspyLUEHUI0 GepMeHTOM
YOI po Hayana amnavédukaumm OHK-muweHn, n, cnegoBaTesibHO, OHUM He MOTyT ObiTb B AanbHellem
amnanduLMpoBaHbI.

depmeHT YA TepmonabuneH 1 MHaKTUBMPYETCA Npu HarpesaHuu Bbiwe 50 °C 1 NoaTomy He paspyluaeT
aMMNIMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLP.

Ha stane amnandukauum B OAHOW MPOBMPKEe OAHOBPEMEHHO amnanduumpytoTca ydactok KAHK
rpmnna A u nocnegosaTenbHocTb BKO B. Pe3ynbTatbl amnanduKaumMm perncTpupyoTcs no ABym PasanyHbiM
KaHanam ¢ayopecueHTHOW geTekumn (cm. Tabauuy 3) B 3aBMCMMOCTM OT MCMONb3YEMOW MOAENM

amnandurartopa.
Tabnunua 3
CootBetctBue HK-muweHe n kaHanos payopecueHTHON AeTeKuum
KaHan ana ¢nyopodopa FAM R6G?
KOHK-muweHb KOHK Bupyca rpunna A BKO B

MCKYCCTBEHHO CUMHTE3NPOBAaHHAA

Ob6nactb amnanduKaumm reH M
nocnesfoBaTelbHOCTb

1 BKO B BXoauT B cocTas Habopa peareHTOB, peKOMeHA0BaHHOro MponssoamTenem Ana SKCTPaKLUUM HYKNEMHOBbIX
KWUCNOT U3 nccneayemoro matepuana.

2 NeteKkumsa curHana ana payopodopa R6G ocylecTsaseTca No KaHany AeTeKumun Ana aHanormuHbix payopodopos HEX,
JOE, Yellow.
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3. KOHTPO/1b KAYECTBA

B cootBetctBumM ¢ ISO 13485-cepTudmnumpoBaHHon Cuctemolit MeHepxmeHTa KayectBa KomnaHwum
000 «HeKkctbro», Kaxgas cepua Habopa peareHToB «Amnaunlpanm® [lpunn A» npoBepAeTcs Ha
COOTBETCTBME 3apaHee onpeaeneHHbIM TpeboBaHMAM Ana obecneyeHmnA NOCTOAHHOIO KayecTBa NPOAYKUMM.

4. OrPAHUYEHUA METOAUKU UCCNIEAOBAHUA

4.1. Habop npMmeHseTca TONbKO AN1A BETEPUHAPHDIX U APYIUX HEMEAULMHCKUX Lienen.

4.2. Habop npeaHasHayeH gaa paboTbl TONbKO C UCCNEAyEeMbIM MaTepMaNoM, YKasaHHbIM B pasaesne
«HasHaueHue». MccnegoBaHme ApyrMx BUAOB MaTepnasioB MOMKET MPUBECTU K NOYYEHNIO HEAOCTOBEPHbIX
pe3ynbTaTos.

4.3.MonyyeHne  [OOCTOBEPHbIX  pe3ynbTaTtoB  obecneymBaeTcs  BbiNosHeHMem  TpeboBaHUNA,
NpeabABAAEMbIX K B3ATUIO, TPAHCMOPTUMPOBAHWUIO, NOATOTOBKE W XpaHeHuto 06pasLoB MccC/ieayemMoro
maTtepuana (cm. pasgen «Mccnepyemblit matepurany).

4.4. C nomolublo Habopa «Amnaulparim® Tpunn A» Bo3moxkHo OT-MLUP-uccnegoBaHme TonbKo Npob
PHK, 3KCTparMpoBaHHbIX W3 WCCAEQYEMOro MaTepuana COBMECTHO C BHYTPEHHUM KOHTPOJIbHbIM
obpasuom — «BKO By», BxogdAwmm B coctaB Habopa Aana npoBedeHuMa skcTpakumm HK. Bes ncnonbsosaHua
BKO HeBO3MOKHO NPOBECTU OLLEHKY BaJIMAHOCTM NOCTAaHOBKM.

4.5. Mpu npoBeaeHMN nccnegoBaHNA HegOMYCTMMO MCNOJIb30BAHMUE SKCMPECC-MeTOA0B SKCTpaKkumm HK.

4.6. NpumeHeHne Habopa BO3MOMHO TONbKO MEepcoHasioM, OOyyeHHbIM nNpaBunam pPaboTbl B
nabopaTtopumn, BbINOAHAIOLWEN MONEKYNAPHO-BMONOTMYECKME UCCNEA0BaHMA.

4.7. Npwn pabote ¢ Habopom cneayer MCNo/b30BaTb TO/IbKO aMMANMPUKATOPbl C CUCTEMOIN AEeTeKL UK
b1YyOpecLEeHTHOro CUTHaNa B PEXUME «PeasibHOro BPEMEHM», XapaKTepUCTUKMU KOTOPbIX YA0BAETBOPAIOT
TpeboBaHWA, yKa3aHHble B pasaene «[JonosHuTenbHoe o60pyaoBaHMe U maTepuasnbl».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa Ao0/XKHA NpoBOAMTbCA B Nabopatopusax, BbINOJHAOLWMX MOJIEKYASPHO-OMonormyeckune
nccneposanma. MUP-uccnenoBaHna fonxHbI NpPoBOoAUTLCA € cobatogeHnem TpeboBaHUIE MeToANYECKUX
yKasaHuii MY 1.3.2569-09 «OpraHusauma paboTbl 1abopaTopuii, UCNONbL3YIOWMX METOAbl aMmnndUKaLmnm
HYKNIEMHOBbIX KUCAOT npu pabote c MmaTepuanom, CcoAepKalwmm MUKpoopraHuambl -1V rpynn
naToreHHoCcTU» 1 npasuA «lNpaBuaa NnposeaeHUs PaboT B ANArHOCTUUECKUX NabopaTopUAX, MCNO/b3YHOLLMX
MeTo/, NOIMMEPa3HON LEMHOM peaKkLumn (OCHOBHbIE NOJIOXKEHUS)» (YTBEPKAEHDI MPUKA30M PyKoBOAUTENSA
JdenapTtameHTa BeTepuHapumn MuHcenbxosnpoaa P® 27.01.1997).

5.2. Mpu paboTe HeobX0AMMO BCeraa BbINOJHATL cieaytowme TpeboBaHuA:

- [lpumeHAaTb Ha6op CTpOro no HasHa4yeHUo B COOTBETCTBUU C AaHHOﬁ VIHCTpYKLI,VIEI\/’I. OTKNOHEeHMe oT
nponuncCaHHbIX Npoueayp n nopAagKa ,Cl,el‘;ICTBVIﬁ MOXEeT NPUBECTU K NONTY4EHUIO HEAOCTOBEPHbIX PE3Y/1bTAaTOB
daHanuns3a.

- JlabopaTopHbiA Npouecc AOMKeH ObiTb OAHOHaMnpasAeHHbIM. AHanu3 cneayet NpPoOBOAUTL B
OoTAeNbHbIX MomelleHMax (3oHax) B cooteetctBMM ¢ MY 1.3.2569-09. He Bo3BpawaTtb 06pasLbl,
obopypoBaHuMe 1 peareHTbl B 30HY, B KOTOpOM Bblna npoBeaeHa Npeablayluias ctagma npouecca.
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- YbupaTb U Ae3snHPUUMpPOBaTb PasinTbie 06pa3Lbl UAN peareHTbl, UCNOb3ya Ae3nHOUUMpyoWwme
cpepctBa B cootBeTcTBUM € CaHlMKMH 3.3686-21.

- Ypanatb HeUcnosib30BaHHble peareHTbl, PeareHTbl C MCTEKWMM CPOKOM TO4HOCTW, a TaKXkKe
MCNONb30BaHHbIE PeareHTbl, yNaKoBKY, BMONOrMYECKNA maTepman, BKAOYAA MaTepuanbl, MHCTPYMEHTbI U
npegmeTbl, 3arpAsHeHHble  OBMONOrMYECcKMM  MmaTepuanom, B  COOTBETCTBMM C  TpeboBaHMAMMK
CaHlunH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHnn oTxogoB nocne amnandukaumm (NpobupokK, cogepkawmx npoaykrbl MLP)
HeaonyCTUMO OTKpbIBaHWE NPOBUPOK 1 pa3bpbI3rMBaHNE COAEPKMMOTO, MOCKO/IbKY 3TO MOMKET NPUBECTU K
KOHTamMMHaumu npoayktamum MUP nabopatopHoit 30HbI, 060pYA0BAHUA U PpeareHToB.

- Mcnonb3oBaTb U MEHATb NPU KaxKaoW onepaumnmnm ogHOPa30Bble HAKOHEYHMKN 419 aBTOMATUYECKUX
[,03aTOpPOB C GPUBTPOM.

- Mocyaa (CTynKu 1 NecTUKKU) U MeTaNINYECKUEe MHCTPYMEHTbI (CKanbnesiv, HOXKHULbI, MUHLETbI U T.M.),
MCMNO/Ib30BaHHbIe AR NPeAnoAroTOBKM NPo6, BbIAEPKMBAIOTCA B pacTBOpe Ae3nHOULMpPYLOLLEro cpeacTBa
(Hanpumep, 0,2% pacTBOpP HATPUEBOW CONU AUXNOPU3OLMAHYPOBOM KUCNOTbI) B TEYEHME OLHOMO 4aca,
MOIOTCS BOAONPOBOAHON BOAOW C NOBEPXHOCTHO-aKTMBHBIMW MOIOLLMMUK CPeaCcTBaMU U MOCe OTMbIBAHMA
B MPOTOYHON U AEMOHW30BAHHOM BOAE BbICYLUMBAOTCA B CYXOXKApOBOM LWKady B TeyeHWe 4 yacos npu
Temnepatype 180 °C.

- ToBepxHOCTU CTO/I0B, a TaK)Ke NMOMELLEHUSA, B KOTOPbIX NPOBOAUTCA NocTaHoBKa MLP, o Hayana u
nocne 3aBeplueHnsa paboT HeobxoaMMo NoasepraTb yabTpaduonetosomy ob6ayuyeHuto B TedeHne 30 MUH.

- Habop peareHTOB npegHasHayeH A4 OOHOPA30BOro NPUMEHeHWa npu nposedeHun OT-MNLP-
nccnefoBaHNA YKazaHHOIo Koamndectsa npob (cm. pasgen «CocTtaB M KOMMIEKTHOCTbY).

- Habop peareHTOB roToB K NPUMEHEHWNIO COFNACHO AAaHHOMN MHCTPYKUMK. MpMMeHATb Habop cTporo no
HasHayeHuto.

- He ucnonb3oBaTb Habop peareHTOB, €C/M HapyleHa BHYTPEHHAA YNAKOBKA, WM BHELWHWA BUA
peareHTa He COOTBETCTBYET OMMUCAHWIO.

- He ucnonb3osatb Habop peareHTOB, €C/iM He cob10AaNUCh YCI0BUA TPAHCNOPTUPOBAHNUA U XPaHEHUA
COTNIAaCHO MHCTPYKLMUMN,

- He ncnonb3oBaTtb Habop peareHToB Mo UCTEYEHUWN CPOKA FOLHOCTH.

- Mcnonb3oBaTb 04HOPA30Bble HEOMYAPEHHbIE NepYaTKK, NabopaTopHble XanaTbl, 3aLLMLLATb 1a3a BO
Bpems paboTbl c 06pasLamm U peareHTamu. TWATeNbHO BbIMbITb PYKM NO OKOHYaHUK paboTbl. Bce onepauunn
NPOBOAATCA TONbKO B NepYaTKax 414 UCKIOYEHNA KOHTAKTa C OpPraHM3MOM YesioBeKa.

- He ecTb, He NUTb M HE KypuTb B npouecce UCNosb30BaHUA Ha6opa. MN3beratb BAbIXaHNA Mapos.,
KOHTaKTa C KOXKeW, rnasamm U CAM3ncTomn obonoukoii. He rnotath.

- MNpwn KOHTaKTe Hemea/IeHHO MPOMbITb MOPA*KEHHOE MECTO BOAOM M MpU MJOXOM CaMOYyBCTBUM
06paTUTLCA 33 MEAULMHCKOM NoMoLLbto. MpK NonagaHMn BHYTPb, PBOTY HE Bbi3biBaTb, NMPOMNOJIOCKaTb POT
BOZOM, 06PaTUTLCA K Bpayy Npu NJOXOM CaMoYyBCTBUMU.

5.3.MpyM  UCNONb30BaHUM NO  HA3HAYEHWO U COBMIOAEHUM  BbllLUEMNEepPeynCIeHHbIX  mep
npeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coAep KaT HAaTPUA a3na, B KOHLEHTpaLuKn He 6onee
0,1% ¥ COOTBETCTBEHHO He KnaccuduumpyoTca Kak onacHble 1 He TpebyloT cobaogeHna cneunanbHbix Mep
NpPeAoCcTOPOKHOCTH.

5.4. Cneunduueckne Bo3genctama Habopa Ha OpraHM3m YesloBeKa:
- KaHueporeHHbIlt 3ppeKT oTCyTCTBYET.

- MyTareHHoe AeilcTBUE OTCYTCTBYeT.
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- PeI'IpOAyKTVIBHaFI TOKCUYHOCTb OTCYTCTBYET.

6. AONO/IHUTE/IbHOE ObOPYOBAHUE U MATEPUAJIbI

6.1. BsaTtue uccnegyemoro martepuana

6.1.1 Urnbl co cTepuabHbIM LUNPULEM UM NACTEPOBCKAA NMNETKa C PUNLTPOM.
6.1.2 MeTannnyeckne NMHCTPYMEHTbI (CKanbnesv, HOXKHULbI U T.1.).

6.1.3 AHaTOMUYECKUNI NUHLET.

6.1.4 30HA, Ans B3ATUS OMOIOTMYECKOro MaTepuasna C NOBEPXHOCTU CAM3UCTbIX 060104YEK POTOBOM U
HOCOBO NOJIOCTEN UMK CyXMe CTEPU/IbHbBIE 30HAbI C BaTHbIMU TAMMOHAMMW.

6.1.5 TpaHcnopTHaA cpeda ANs B3ATUA, TPAHCNOPTUPOBAHMA U XpPaHEeHUA BUONOTMYECKOro maTepuana,
coepKallan KOHCepPBaHT UAN CTEPUbHbLIN GU3MONOrMYECKUIA PacTBOp.

6.1.6 KoHTeHep N/acTUKOBbLIN A1 B3ATUA, XPAHEHUA M TPAHCMOPTUPOBKU BMoIorMYecknx obpasuos
obbemom 50-60 mn.

6.1.7 MakeTbl U1 eMKOCTM As1a 0T6opa, TPAHCMNOPTUPOBAHUA N XpaHEeHMA NnosiydbabprKaToB, NPOAYKTOB
NUTaHWA, OAHOKPATHOro NpumeHeHus (Zip-Lock nakeTst).

6.1.8 OaHOpa30BbIe NOANNPONUAEHOBbIE MIOTHO 3aKpbiBatoLWmMecs Npobupkn obvemom 1,5 - 2,0 mn.

6.2. NMopgroTtoBKa uccneayemoro matepmana K skcrpakuum PHK

6.2.1. OpgHOpa3oBble NOAMMPONUAEHOBbIE MJIOTHO 3aKpbliBatowmeca NPobupku TMna «3nneHgopd»
obvemom 1,5 - 2,0 mn.

6.2.2. MukpoueHTtpudyra gnsa npobupoK Tuna «3nneHaopd» obbemom 1,5 mn ¢ ycKoOpeHMem He meHee
10 000 g.

6.2.3. ®apdoposble CTYNKN 1 NECTbI AN ABTOMATUUYECKUIA TOMOreHN3aTop.
6.2.4. docdaTtHO-coneBoit bydbep nnm dGnsnonornyeckmii pacteop.

6.2.5. OaHOpa3oBble HaKOHeYHUKM, cBoboaHble oT [lHKa3/PHKas, ans 403aTopos nepemeHHoOro obbema
¢ dpmuabTpom ot 10 go 1000 mkn.

6.2.6. ABTOMaTUYECKME [,03aTOPbI NepemMeHHOro obbvema.

6.3. 3Kcrpakuua PHK u3 uccnegyembix o6pasuyos

6.3.1. Habop peareHToB Ans 3KcTpakumm PHK/OHK «MarHolpaitm BET» («dopmat 96») wuau
«Amnaulpaiim® PUBO-npen BET» npoussoactea OO0 «Hekctbuo», Poccus, unu nwoboii apyrot Habop
MponssoauTensa, COOTBETCTBYHOLLUIA CAeyoWmMMm TpeboBaHUAM:

- Habop nossonAeT BblaenaTb HK 13 6uonornmyeckoro matepmana (Npu nccnefoBaHUM NTUL: NOMET,
Ma3KM 13 KN0aKK, POTOMIOTKN N TPaxeu, TKaHEeBOM (ayTONCUIMHDBIN) MaTepran Tpaxeu U Nerkux, CeNeseHkKu,
rOJIOBHOTO MO3ra, BO34YXOHOCHbIX MELIKOB, KMLWEYHMKA, CepALa, NOYeK, ANLO, alJIaHTOMCHAA KUAKOCTb
3MBpPMOHOB Kyp; NpY UCCAeA0BaHUM CBUHEN W NOWAAEeN: MasKM M3 HOCO/IOTKM, TKaHb TPaxeu U Nerkux),
MAce NTUL, CBWHeMN, nowagel M cybnpoAyKtax, masKax C MNOBEPXHOCTM Mmsca, cybnpoayKToB U B
KOMBUWKOpPMaXx A4/18 NOCAeyIOLLLEro UCCNef0BaHNA METOLOM NOIMMEPA3HOW LEenHOoN peakuum ;

- coctaB Habopa BKlovaeT peareHT OKO (oTpuuaTenbHbli KOHTPO/bHbLIA 06paseu) u BKO B
(BHYTPEHHWI KOHTPOBbHLIN 0b6pasel);
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- Habop no3BosAeT uccienoBatb 06pasubl 06bemom He meHee 100 mKn;
- Habop no3B0OsAET NPOBOANTbL 31HOLUI0 oYnLLeHHOM PHK B 06beme He meHee 50 mKA.

BHMUMAHMUE! MNpu ncnonb3oBaHMM HabopoB ansa akcTpakumm PHK apyrux npoussogutenei, Heob6xoamMmo
AONOIHUTENbHO NprMobpecTt Habop peareHToB «MarHolpalim BET» dopmbl Bbinycka «Popmat KoHTpoin».
PeareHT BKO B cneayet n06aBnsaTh BO BCe UCCaeAyeMble 06pasubl, @ TaKKe B OTPULATENbHbIA KOHTPOJIbHbI M
obpaseu, (OKO).

6.3.2. [lononHuTenbHble MaTepuasnbl M 0bopyaoBaHue, Heobxoammsble ana skcTpakuum PHK, — cornacHo
WMHCTPYKLUMU K Habopy peareHTOB AnA sKcTpakuum PHK.

6.4. Amnandukauma, petekuma NPOAYKTOB ammanduKauuu, aHaiM3 UM MHTepnpetaums
pe3ynbTaTtos
6.4.1. OaHopa30Bble NoANNPonMAeHoBble NPobupKku, ceoboaHble oT iHKa3/PHKas, cheaytoumx sBnaos:

- NJIOTHO 3aKpblBatowwmecs Npobupkm o6vemom 0,6 ma nam 1,5 ma — gna NpUroToBaeHUS peakLMOHHOM
cmecu;

- TOHKOCTeHHble npobupkn gns MNUP obbemom 0,2 MA C BbINYKAOA WAW NAOCKOW ONTUYECKU
NPO3paYyHOM KPbILWKOM MU NPobUPKM obbemom 0,2 M1 B CTPUNAX MO 8 WT. C NPO3PaYHbIMKN KPbILLKaMN —
ana nposegeHua MUP npu ncnonb3osaHnn amnanduKaTopa NAAHLWETHOTO TUN3;

- TOHKOCTeHHble Npobupku aaa MUP o6vemom 0,2 Ma ¢ NAOCKON KPbIWKOW nam npobupku gns MNLP
obvemom 0,1 mn B cTpunax no 4 WT. C KpblwKamm — pns nposegenusa MUP npu mcnonb3osBaHuu
amnamdukaTopa pOTOPHOro Tmna.

6.4.2. OaHOpPa30Bble HaKoOHeYHMKK, cBoboaHble oT [JHKa3/PHKas, ana go3atopos nepemeHHOro ob6bema
¢ dpmuabTpom ot 100 ao 1000 mKn.

6.4.3. Wtatnuebl ana npobupok obbemom 0,2 mn uan 0,1 mn (B COOTBETCTBMU C UCNONAb3YEMbIMM
npobupkamun ans rNuUp).

6.4.4. BoKc abakTepuanbHoM Bo3ayLHOM cpeabl (MLP-60Kc).
6.4.5. LleHTpndyra-sopTeKc.
6.4.6. ABTOMaTM4eCKME A03aTOPbI NEPEMEHHOro obbema.

6.4.7. Mporpammunpyemblit amnandurKaTop POTOPHOrO MAM MAAHLETHOrO TUMA C CUCTEMOWN AeTeKuuu
bnyopecLeHTHOro CUrHana B  PeXMME «peasibHOT0 BPEMEHW», COOTBETCTBYIOWMIA  CAeaylowmm
TpeboBaHMAM:

- Ha/MuyMe Hes3aBMUCUMbIX KaHanoB ¢ayopecueHTHon getekummn pgna ényopodopos FAM m R6G c
XapaKTepUCTMKaMM, YKa3aHHbIMW B Tabauue 4:

Tabnuua 4
Tpebyemble xapaKTepPUCTUKU KaHaN0B ¢/1IyopecL,eHTHON AeTeKuum
ANNHbI BOMH, HM
KaHan ana ¢nyopodopa Bo36yxaeHus DeTteKkuumn
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- ana npubopoB NiaHLWETHOro TMNa HaanyMe noaorpesaemoit KpbiliKKu ¢ Temnepatypoin 6onee 100°C;
- TOYHOCTb NoaAepKaHua TemnepaTypbl < £0,4°C;
- CKOPOCTb Harpesa He meHee 2°C/cek;

- CKOPOCTb Ox/iaXkaeHne He meHee 1°C/cek.
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6.4.8. XonoanabHUK ¢ MOPO3UIbHOM Kamepol oT MuHyc 24 °C ao muHyc 16 °C.
6.4.9. OTAeNbHbIN XanaT, Wano4kn, obyBb M 04HOPA30BblE NepyaTKku B cooteeTcTBMM ¢ MY 1.3.2569-09.

6.4.10. EMKoCTb Ana c6poca HaKOHEYHUKOB.

7. UCCNEAYEMbIA MATEPUAN

Mpu nccneaoBaHMM NTUL, MaTePUaAIOM A5t UCCNeA0BaAHUA CAYXKaT:
- Ma3KWu 13 KN0aKK, POTOINOTKU U Tpaxew;
- MOMEeT;

- TKaHeBOW (ayTOHCMVIHbIﬁ) maTepuan Tpaxen n Nerknx, ceneseHkn, ronroBHOro Mmo3ra, BO34yXOHOCHbIX
MeLWKOoB, KNULWEeYHWKa, cepaua, Noyek;

- ANuo;

- a/INIAHTOMCHAA XNAKOCTb KYPUHbIX SMOPUOHOB;

- npobbl msaca, NPoAyKTOB NepepaboTKu, CybnpoayKToB;

- MAa3Ku C NOBEPXHOCTU MAca, CybnpoayKTOB;

- KOpM.

Mpu nccnefoBaHUM CBUHEN M IoWAaAen MaTePMANOM 418 UCCNeL0BaHUA CYKaT:
- Ma3KU U3 HOCOTNNIOTKWU,

- TKaHeBOW (ayTONCUIMHbIA) MaTepuan TPAXen n Nerkunx;

- npobbl msaca, NPoAyKTOB NepepaboTKu, CybnpoayKTos;

- MAa3Ku C NOBEPXHOCTU MACa, CybnpoayKTOB;

- KopM.

7.1. B3ATMe U TPAHCNOPTUMPOBKA UCC/IeAyeMOro matepuana

OT60p 06pa3uOB NPOAYKLMM NPOBOAAT NO HALMOHAAbHLIM CTaHAAPTAM, YCTaHABAMBAIOWMM NOPALOK
oTbopa Npob Ans 0L4HOPOAHbIX FPYMN CbiPbs, MULLEBbLIX NPOAYKTOB 1 KOPMOB. TpaHCNOPTUPYHOT 06pasLbl B
04HOPA30BbIX CTEPUIIbHBIX KOHTEHEPaX

an B3ATUN MmaTepunana MCNoNb3yroT OTAE/IbHbIE MHCTPYMEHTDLI ON1A KaXX40ro XXUBOTHOTO.

OT KaXkaoro ctaga NTuubl oTbMpatoT ana nccnegosaHuii 5 — 10 TpynoB nam NaTonornMyeckunii matepman
oT 5 — 10 Tpynos, Ka0aKanbHble U/1an TpaxeanbHble cmbisbl 0T 10 — 15 ronos, 1 — 10 cbopHbIX Npob nomeTa
OT cTaga.

Mpoby nomeTa pekomeHayeTca oTbmpaTtb n3 pacyeta 1 rpamm nomeTta Ha 60 ToYeK NTUYHMKA (Bbiryna
WKW BO/bEpPbl), BblIBPaHHbIX MO AMaroHann Kpect-HakpecT. lMomeT (1-5r) nomewalT B CTepPUbHbIN
NAaCTUKOBbIM KOHTENHEP.

Ma3Ku 13 KNoaKM, CO CAN3UCTOM FNOTKU U TPaxeu, U3 HOCOT/I0TKU, C NOBEPXHOCTU MACA, cybnpoayKToB
6epyT CyXMMmM CTEPUIbHBIMM 30HAAMM C BaTHbIMM TamnoHamMu. MNocne 3abopa matepmana TamnoH (pabouyto
YacTb 30HAA C BaTHbIM TaMMOHOM) MOMELLAIOT B CTEPUAbHYIO OAHOPAa3oBytd Npobupky ¢ 500 mkn
CTePUNbHOIO GU3N0IOrMYECKOro pacTBopa Uan B NPOBUPKY C TPAHCMOPTHOW cpenol (KOHeL, OT/1aMbliBaltoT,
YTOB6bI MPOBUPKY MOMKHO BbINO 3aKPbITh).
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TKkaHeBOW MmaTepuan (Tpaxesa, Nerkue, ceneseHKa, FOJIOBHOW MO3r, BO3AYXOHOCHble MELLIKM,
KULLIEYHUK, NOUYKHK, cepaLe), MACOo U cybnpoayKTbl MOMELLAIOT B CTEPU/IbHbBIE NIACTUKOBbLIE KOHTENHEPDI.

Mpu n“ccnegoBaHMM AWML, B CKOPJIyNe MPOKanbiBaloT OTBEPCTUE UMION CO CTEPU/IbHBIM WMNPULEM UM
nacTepoBCKOM NMNeTKon c dunbTpom M oTbmMpatoT B NPobupKy ob6bemom 1,5 mn 1,0-1,5 mn saMyHoro 6eska.
Mpy nccnefoBaHMM KYPUHbIX SMOPUOHOB B CKOPJ/YMe MPOKasibiBaloT OTBEPCTUE WUIIOW CO CTEPU/bHBIM
WNPULEM MW NACTEPOBCKOM NUNETKOM C pUAbTPOM U OTOMPaAtOT B NPobupKy obbemom 1,5 mn 1,0-1,5 mn
aNNAHTOUCHOM KUAKOCTU.

Mony4yeHHble 06pa3subl MOXKHO TPAHCMOPTUPOBATL M XPAHUTL B CIEAYIOLLUX PeXMMaX:
- npu Temnepatype 2 — 8 °C— B TeueHue 1 cyToK;

- Mpw TemnepaType He Bbllwe MUHyC 16 °C — B TeuyeHne 1 Heagenu;

- Npu TemnepaType He Bbllwe MUHYC 68 °C — ANnTeNbHO.

JonycKaeTtca ogHOKpaTHOEe 3aMOpaXKnBaHMe-oTTanBaHMe maTepumana.

HecobniogeHne TpeboBaHM MOMKET MPUBECTM K MOJIYYEHUID HEKOPPEKTHbIX Pe3ynbTaToB
nccnenoBaHus.

7.2. TMoparotoBKa matepuana K uccnegoBaHuio

M3 nometa (1 — 5 r) rotoBaT 10% cycneH3uto Ha cTepuibHOM $M3MOIOrMYEeCKOM pacTeope. B3gecb
nomeTa AeKaHTUPYIOT B TeyeHnn 5 — 10 muHyT. OTObMpatoT 1 Mma HagoCag0UYHOM XKUAKOCTM U NEepPeHocAT B
yncTyo NPobupky 1,5 ma, ueHtpudyrnpyot npu 5 000 06./MuH Ha ueHTpudyre «MiniSpin», Eppendorf (nan
MCMNOAIb3YIOT aHaor), B TeyeHMe 5 MUH. IKCTpakumio PHK M3 ocBETNEHHOro 3KCTpaKkTa NomeTa NpoBOAAT
Cpasy WM 3aMOPAXKMUBAIOT.

Kopm ans nccneaoBaHua TwaTteabHO romoreHmsunpytoT. FotoBaTt ~10% (v/v) cycneH3auio Ha CTepubHOM
dM3MoNornyeckom pacTeope, TWATeNbHO pecycneHanpytoT. CynepHaTaHT NnepeHocAT B NpobMpKy o6bemom
1,5 ma u ueHTpudyrmpytot npu 12 tbic. 06./MUH B TedeHmne 5 muH. na akcTpakumm PHK otbupator 100 mkn
HaJ0CaA04YHOM XKMAKOCTU.

O6pasubl Ma3KoB, AMYHOro 6esika, aNNAHTOMCHOW XUAKOCTU He TpebyloT npeaBapuTe/bHON
NOArOTOBKM.

TKaHeBOW maTepuan, MACO MNTULbI, CBMHUHY, KOHWUHY U CybNpPoOAyKTbl TFOMOreHM3MpPYT C
MCMNO/Ib30BaHNEM CTepuabHbIX $apdopoBbIX CTYNOK M NECTUKOB WUAM aBTOMATUYECKOro romoreHmM3aTopa,
3aTem rotosaT ~10% (v/v) cycrneHsuio Ha cTepuabHOM Gpusmonormyeckom pacrsope. CycneHsnio nepeHocar
B NpobupKy obbemom 1,5 ma u ueHTpudyrmpytot npm 10 Tbic. 06./MuH B TedeHne 30 c. HagocagouHyto
*KUOKOCTb NCNONB3YIOT ANA IKCTpaKkummn PHK.
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8. NPOBEAEHUE UCCNEQOBAHUA

WccnepoBaHme [ONKHO NPOBOAUTLCA NPU HOPMa/bHbIX MOKa3aTeNAaxX MUKPOKAMMaTa nabopatopumn’:
- TemnepaTypa OKpyrKatoLiero sBo3ayxa oT 20 go 28 °C;

- OTHOCUTEe/ibHaA BAaXKHOCTb 40 — 75%.

8.1. 3Kctpakuua PHK us ucchegyemoro marepuana

Ona skctpakumm PHK ucnonb3oBaTb Habopbl peareHToB, peKoMeHAOBaHHble [lpoussBoguTenem B
pasgene «lononHutenbHoe o6o0pyaoBaHUeE U MaTepuanbl». Mopagok paboTbl ¢ Habopamun AnA FIKCTPaAKL MM
PHK cmoTpuTe B MHCTPYKLMKU MO UX MPUMEHEHMIO.

BHUMAHMUE! T[pn nposBegeHun wnccnepnoBaHMA HeZOMyCTUMO UCMOJIb30BAaHME  3KCMpPecc-MeToA0B
aKcTpaKkuum HK.

Kaxgas rpynna akcTparnpyemblix 06pasuoB A0/1KHA CONPOBOXKAATLCA MOCTAHOBKOM OTPMLATENLHOMO
KOHTposIbHOro 06pasua (OKO)* B ogHom nosTope. Mpu NposBeaeHUM KCTpaKumm 06pasLos, BO BCe Npobbi
cnefyeT BHOCUTb BHYTPEHHMI KOHTPONbHBIN 06pasel, (BKO B)*.

B npouecce skcTpakumu PHK ncnonb3osaTh cnegytowme o6bembl peareHToB U uccneayembix 06pasLoB:
- 06bem uccnepayemoro o6pasuya®— 100 MKA B NPO6UPKM AnsA nccaesyembix 06pasLos;

- ob6bem peareHta BKO B — 10 mMKn B KaxKayto NPoOMPKY C UccieayembiMU U KOHTPOJIbHbIM 0bpa3uamu;
- 0b6bem peareHTa OKO — 100 mKn B npobupky ans OKO;

- o0bbem peareHTa, ucnonblyemoro ansa antouum PHK, — 50 mkn (npy “cnonb3oBaHUM Habopa ans
aKcTpakuum HK  «Amnaulpaiim® PUBO-npen BET») wam 100 mKa (npu wmcrnonb3oBaHUM Habopa
«Marxolpaiim BET» unu 50 — 100 mKAa (Npy 1cnosib3oBaHWM Apyroro Habopa ANA 3KCTPAKLMU COrNacHo
WHCTPYKLMM K HEMY).

8.2. TMopgroToBKa peareHTos ana OT-MLP

BHMMAHUE! KoMMNOHEHTbl pPeaKkLMOHHON CMecu c/edyeT CMmellMBaTb HEMOCPeACTBEHHO nepes
nposegeHnem OT-TMLP.

BHMMAHMUE! B cnyvyae nNpurotoBaeHUs pPeakuMOHHOM CMECH C MOMOLLBbID aBTOMATMYECKOWM CTaHLUU
cnepymTe yKasaHUAM MHCTPYKLUKW MO €e UCMOJIb30BaHMIO.

8.2.1. Paccuutatb obbembl MUP-cmecu Tpunn A, Peseptasbl R u bydepa B, Tpebyouueca ans
MPUroTOBAEHUA PEAKUMOHHON cmeck (cm. Tabanuy 5). Cmecb roToBuTb Ha obLiee YNCN0 UCCenyembixX U
KOHTPO/IbHbIX 06pa3L,0B NJIKOC 3aMac He MeHee YeM Ha OAHY pPeakLMio.

Tabnuua 5
PacueT 06beMOB KOMNOHEHTOB ANA O4HOM peakLUOHHOU cmecH
PeareHT 06bem, MKn O603HaueHua
MLUP-cmecb Fpunn A 10,0%(N+1)
Bydep B 5,0%(N+1) N — KonmyectBo 06pasuoB PHK, nonyyeHHbIx Ha 3Tane
3KCTPaKLUK, BKNHOYAA KOHTPOIU
PeBepTasa R 0,5%(N+1)

3 VYKkasaHbl A0ONYCTMUMbIE HOPMbl TemnepaTypbl M OTHOCUTENbHON BAAKHOCTM BoO3ayxa B paboueli 30He

NPOM3BOACTBEHHbIX MOMELEHMA B COOTBEeTCTBUM ¢ TpebosaHmamm [OCT 12.1.005-88 «Cuctema CTaHOApTOB
6e3onacHocTn Tpyaa. Obuwme caHUTapHO-TUTMEeHNYECKNe TpeboBaHMSA K BO34YyXY paboyeit 30HbI».

4 BxoauT B cocTaB Habopa, pekoMeHA0BaHHOro [MponsBoAMTENEM ANA NPOBEAEHUA SKCTPAKLUMM HYKNENHOBbIX KUC/OT.
5 [Ona HeKkoTopbix BMAoB o6pasuos TpebyeTca npeAsapuTenbHas  MNOArOTOBKa  COFNacHO — pasgeny
«Uccnepyembliii matepuany.
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8.2.2. MepemewaTb cogepmnmoe npobupok ¢ MUP-cmecbio Mpunn A, Peseprasoii R 1 bypepom B,
0CagMTb Kan/v Ha BOopTeKce.

8.2.3. MpUroToBUTb PEaKLMOHHYIO CMECb B OTAE/IbHON NpobupKe, A0OABMB KOMMNOHEHTbI B 06bemax,
paccumTaHHbIX B . 8.2.1. [NepemeLuaTb CMeCb U OCaAUTb Kan/n Ha BOpPTEKCe.

8.2.4. OTobpaTb HeobxoauMoe KOAMYECTBO NPobUpoOK wuan cTpunos ans nposeaernuns OT-MLP
nccneayemblx U KOHTPOIbHbIX 06pa3yoB. Boibop npobupok ana amnamduKaLmm 3aBUCUT OT UCMOIb3YEMOTO
amnanduKaTopa C CUCTEMON AETEKUNN B PEXKMME KPeasibHOIo BPEMEHU Y.

8.2.5. BHecT B NpobupKn no 15 MKA NpUroToBAEHHOW peaKLMOHHON CMecH.

BHUMAHMUE! Hencnonb30BaHHbIE OCTATKN PEAKLUMOHHOM CMECU XPaHEHUIO He NoaJieKart.

8.3. BHeceHue npo6 PHK, nposegeHne amnandpukauumm u getekumm

BHUMAHMUE! Mpu pobasneHnn npob PHK, aKkcTparMpoBaHHbIX C MOMOLLbO HabOpOB peareHToB AJis
NPOBeAEHNS IKCTPAKUMN METOAO0M COPOUMM HA CUAMKArese Uan MarHUTHOW cenapauuu, Heobxoaumo
m3beraTtb NnonagaHua copbeHTa B peakLMOHHYI CMEeCh.

8.3.1. BHecTM B NoAroToB/IEHHbIE NPOBUPKK C peaKkUMoHHOM cmecbkto no 10 mka npo6 PHK.
8.3.2. BHecT\ KOHTPO/IbHble 06pa3Lbl:

a) nonoxutenbHbit KoHTponb MUP (MK) — B npobupKky C peakuumoHHOW CMeCbio BHECTM
10 mkn MKO lMpunn A.

6) oTpuuaTenbHblii KOHTPOAb 3KcTpakuum (OK) — B NpobMpKY C peakuMoHHOMW CMECbio BHECTM
10 mKn npo6bl, aKcTparuposaHHou us OKO.

B) oTpuuaTenbHblt KoHTponb MUP (K-) — B nNpobupKy C peakuMoHHOW CMECbio BHECTU
10 mkn peareHTa K-.

8.3.3. 3anporpammmnpoBaTb amnaMUKaTOp C CUCTEMON AETEKLUMMN B PEXKUME KPEeasibHOro BpeMeHU» ANs
BbINO/IHEHUA  «EAMHOM» nporpammbl  amnaMduKaumm U getekumm  GAyopecueHTHOro  CUrHana
(cm. Tabnnuy 6).

Tabnuvua 6
EguHana nporpamma amnandpuKaumm n getekumnm ¢ayopecueHTHOro curHana
° [eTtekuma no KaHanam gna Konunuecteo
Lnkn Temneparypa, °C Bpems $nyopodbopos LHKNOB

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

95 10c -
3 45

60 20c FAM, R6G

MpumeyaHue: c MCNoib3oBaHWEM eAMHOW MPOrpPammMbl MOXHO OAHOBPEMEHHO NPOBOAWUTL B OAHOM
npubope Ntoboe coyeTaHMe TECTOB, BK/OYAA TecTbl C 06paTHON TpaHcKpunumein n amnandukaumei. Mpu
O[HOBPEMEHHOM NPOBEAEHNN HECKOIbKMX TECTOB AeTeKuua GNyopecLeHTHOro CUrHana HasHavyaeTcs 1 no
APYTMM UCMO/Ib3YEMbIM KaHasaM, MOMWMMO YKasaHHbIX B Tabsivue. B cnyyae ecnm B ogHom npubope
0AHOBPEMEHHO NPOBOAATCA TECTbI TONLKO ANA BbiABAeHUA [JHK, MOXHO yAanuTb M3 AaHHOM NPOrpammbl
nepsbliii Wwar obpaTHoM TpaHcKkpmnuun (50 °C — 15 MUHYT) ANA SKOHOMWUKN BPEMEHM.

8.3.4. YCTaHOBMTb NPOBMPKM MAK CTPUNbI B AYENKM PEaKLMOHHOro Moayaa npubopa.

MpumeyaHue: Heo6X0AMMO Nepes NOCTAHOBKOM B aMMNANMGUKATOP MAAHLLIETHOrO TUMAa OCaAWTb Kamnau Co
CTEHOK NPOo6MPOK Ha BOpTEKCE.

8.3.5. 3anycTuTb BbINOAHEHME NPOrpaMmmbl aMIANGUKALUK C AeTeKumneln GpayopecUeHTHOro CurHana.
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8.3.6. Mpubop npoBOAUT perucTpaumio ¢GayopPecLeHTHOr0 CWUrHala aBTOMATUYECKM B perruMme
«peanbHOro BpemeHmn».

8.4. AHanus n obpabotka pesynbraToB
AHanns 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAMTD:

- B aBTOMaTMYECKOM peMMe C WCNo/ib30BaHWeM nporpammHoro obecnedyeHus FRT-Manager
(000 «UHTeplabCepsuc», Poccmsa) cornacHo PYKOBOACTBY NO/b30BaTeNs, BbiI6paB METOAMKY, YKa3aHHYO
BO BKAafbllle, npuaaraemom K Habopy. PykoBoACTBO nosib3oBaTtens pasmelleHo Ha oduumansbHOM caiTe
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pexume C NOMOLLbID nporpammHoro obecneyeHna npubopa, Mcnonb3yemoro Aanas
nposegeHua OT-MUP c ageTekunein B peKMMe «peanbHOro BPEeMEHU», COFTAaCHO MHCTPYKUMW MO ero
NPUMEHEHMUIO U MHCTPYKLMKU K Habopy.

O6paboTKa 1 pacuyeT pe3ynbTaToB NPOUCXOAUT Ha OCHOBAHMM HaNMuKUs (MNK OTCYTCTBMA) NepecedyeHms
KpuBoin dnyopecueHunmn S-obpasHoi (curmoobpasHoit) popmbl C YCTAHOBNEHHOM HA COOTBETCTBYHOLLEM
YPOBHE MNOPOroBoi IMHNEN, YTO onpeaenaeT Haauume (UnM oTcyTcTBME) AN AaHHOM Npobbl KAHK 3HayeHus
noporosoro uukna (Ct) B cootBetcTBylolel rpade Tabauupl pesynbTatoB. MMapameTpbl 06paboTKU
dbNyopecLeHTHbIX KpMBbIX (CM. M. 8.5.) 3aBUCAT OT UCNOb3yeMon Moaenm amnamdukaTopa.

KpuBble HakonieHus GAyopecueHTHOro CWUrHaia aHaivM3MpyloTca Mo 2-M  KaHanam  OeTekuun
(cm. Tabnnuy 7).

Tabnuua 7
Oetekuuna ¢nyopecueHTHOro cMrHana
KaHan gna pnyopodopa FAM R6G
MpoayKT amnandumkaumnm KOHK Bupyca rpynna A BKO B
8.5. WUcnonbayemblie HaCTPOKu amnandpukaTopos
PekomeHayemble HacTPOIMKK aaa NpnbopoBs yKasaHbl B Tabanuyax 8 - 10.
Tabnuua 8

PeKomeHayemble HacTPOKKN Ana Npub0opoB POTOPHOro TMNA

OnT. ypoBHA YcTpaHeHue JAunHamunueckui Uckniountb
Kanan Mopor KoppeKTt. yknoHa
CUrHana Bbl6pocoB doH LMUKAbI
FAM/Green | ot5Fl o 15 Fl 0,03 <15% BK/IlOYEHA BK/IIOYEH otrlpo5
JOE/Yellow oT4 Fl o 6 Fl 0,03 <15% BK/IlOYEHa BK/IOYEH otrlpao5

Mpu 3anycke npubopa POTOPHOrO TMMA B OKHE «ABTOOMTMMM3ALMA YPOBHA CUrHasNa» akTMBMPOBATb
bYHKLMIO «BbINOAHWUTL ONTUMM3ALMIO MPU NEPBOM LLIAre AeTeKLUUNY.

Tabnumua 9
PekomeHgyembie HaCTPOMKK oA NPM60opPOB NIaHLIETHOro TMNA
KaHan Threshold / Nopor UcKkniounTb LUKNDI
10-20 % OT MaKCMManbHOro ypoBHA GAyopecueHLnn, noaydyeHHoro Ans
FAM orlpo5
o6bpasua «MKO Mpunn A» B nocneaHem umkne amnamdukaumm.
—_ 0,
R6G 10-20 % OT MaKCMManbHOro ypoBHA GayopecLeHLMn, NOAYYEeHHOro ANA or1105

obpa3ua OKO B nocnegHem UuKkne amnandukaumnm.

Mpun ncnonbzoBaHuM amnanukatopa «CFX96» cnegyet NPUMeEHATb HACTPOMKKU coracHo Tabaumue 10.
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Tabnuua 10
Hactpoiiku ana npubopa «CFX96»
Mapametp Lar aTana WMKAMpOBaHUA CKopoCTb HarpeBaHua/oxnaaeHns
. 95°C 2,5 °C/sec
Step Options
60 °C 2,5 °C/sec

8.6. WUHTepnpeTtauua pesynbraTtos
MHTepnpeTauuio pe3ynbTaToB NPOBOAAT B ABYX BapMaHTax:

- BPYYHYIO B COOTBETCTBUM C Tabauueih 12. PesynbTaT MccnepoBaHMA CYMTAIOT AOCTOBEPHbBIM, €CAU
pe3ynbTaTbl, NOAYYEHHbIe A1 KOHTPO/IbHbIX 06Pa3LL0B, COOTBETCTBYIOT KPUTEPUAM BAIUAHOCTU, YKa3aHHbIM
B Tabnvue 11;

- B aBTOMaTUYECKOM pPeXMMe C WCNO/Ib30BaHMEM MporpammHoro obecnevyeHus FRT-Manager
(OO0 «UNHTEpP/TabCepBUC», Poccua) cornacHo pyKoBOACTBY MOJib30BaTeNs, BbiIbpaB MeTOAMKY, YKa3aHHYIO
BO BK/1adbllle, Npuaaraemom K Habopy. PykoBoAcCTBO Mo/sib3oBaTeNa pasMelleHo Ha opuumanibHOM caiTe
000 «WHTtep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/. Kputepuun sanngHoctu
pe3ynbTaToB, MOJIYYEHHbIX ANA KOHTPOAEN, U aNifOPUTM MHTEpPNpPeTaunn pesynbTaToB ANA UCCaedyeMbiX
0bpasyoB, MCMNO/b3yeMble B MNpPOrpaMmHOM obecrneyeHun, npeactaBneHbl B Tabauuax 11 wmn 12

COOTBETCTBEHHO.
Tabnumua 11
KpMTepMM BaIMAHOCTU ANA KOHTPO/IbHbIX 06pa3u,os
3HaueHue noporoBoro uukna (Ct) ana amnanduKkatopos
KoHTponb POTOPHOro / NNaHWeTHOro TMNOB NO KaHany ans ¢ayopodopa
FAM R6G

OKO {otpuuarentHbiii KOHTPOAL OTcyTcTBYET Onpepenero Ct<27,0/<32,0
3KCTpaKuuK)
K- (oTpuuatenbHbii KOHTPOb MLLP) OtcyTcTBYyeT OTcyTcTByeT
MIRO Tpunn A o Onpeaenero Ct <34,0/<36,0 OTcyTcTByeT
(MONOXUTENBHBIN KOHTPO/Ib)

Tabnuua 12

MHTepnpeTauma pe3ynbTaTtoB gna uccneayembix obpasuos
Pesynbrarhbl UHTepnpetauma

3HaueHne Ct no KaHany pgna  d¢nayopodopa FAM onpepgeneHo.
Mpu 3Tom Kpueasa ¢dayopecueHUMn AaHHOM Npobbl Mo AaHHOMY KaHany PHK supyca rpunna A

nepecekaeT  MNOPOTOBYD  JINHUIO Ha  yyacTKe  XapaKTepHoro o6HapyKeHa
3KCMOHEHLUMANbHOTO Noabema GpyopecLeHLmu.

3HaueHne Ct no KaHany ans o¢nyopodopa FAM oTcyTcTBYeET,

npu sTom 3HadyeHue Ct no KaHany gns dayopodopa R6G onpegeneHo PHK Bupyca rpunna A

He o6HapyKeHa

<30,0/<35,0.

3HaueHne Ct no KaHany ans o¢nyopodopa FAM oTcyTCcTBYeT, HeBanuaHbliif!

npu sTom 3HadYeHue Ct no KaHany ana ¢payopodopa R6G oTcyTcTBYeT MAuU C6oli BKO! TpebyeTca noBTOpUTh
onpeaeneHo > 30,0 / > 35,0. aHanus
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8.7. Bo3MOXHble oWnbKHU

8.7.1. Ons oTpnuaTenbHOro KOHTPoAsA akcTpakumm (OKO) no kaHany ans ¢ayopodopa FAM onpeaeneHo
3HayeHuMe noporosoro uukna (Ct). BepoAaTHa KOHTaMUHaLMA 1abopaTopum NPOAYKTaMM aMIAUdUKaLUKN UK
KOHTaMWHaUMA peareHTOB WAM UccnegyemMblx 06pasuoB  ApyrMmu  obpasuamu  MaM  NpoayKTamu
amMmnAndUKaUMmM Ha KakoM-IMbo aTane uccnenoBaHusa. Heobxogumo npeanpuHATL Mepbl MO BbIABAEHUIO U
JNIMKBUAAUMN UCTOYHMKA KOHTaMWHALMK U NOBTOPUTb UCCNeaoBaHMe A/1A Bcex 06pasLLoB, HauMHasA ¢ 3Tana
9KCTpaKuum PHK.

8.7.2. Ons otpuuatenbHoro KoHTpoasa MNUP (K-) no kaHanam ana dnyopodopos FAM 1 R6G onpeaeneHo
3HayeHuMe noporosoro uukna (Ct). BepoaTHa KOHTaMUHaLMA 1abopaTopum NPOAYKTaMMK aMnandUKauumn am
KOHTamMMHaumMA peareHToB Ha aTane MNLP. Heobxoanmo npeanpuHATb Mepbl NO BbISBAEHUIO U IMKBMAALUN
MCTOYHWKA KOHTAaMWHALMK 1 NOBTOPUTL UCCeoBaHMe ANa Bcex 06pasLoB, HaunHas ¢ atana OT-MLP.

8.7.3. Ona uccnegyemoro obpasua onpeaeneHo 3HadeHne noporosoro uukna (Ct), npu sTom Ha rpaduke
dnyopecueHUMN OTCYTCTBYET YYaCTOK XapaKTepHOro sKCNoHeHLUManbHOro noabema (rpaduk npeacrasnaeT
coboii npubansnTenbHoO Npsamyo AnHKUI). Heobxoaumo NpoBepuTb NPaBUIbHOCTb BbIBPAHHOIO YPOBHA
NoporoBon IMHUMU UAN NapameTpoB pacyeTa 6a30BoOM NMHMU. ECAK pe3ynbTaT NosydeH Npu NpaBUabHOM
YPOBHe Noporosoi NnHUK (6a3oBoit AMHUK), TPebyeTca NOBTOPHO NPOBECTU aMNANGUKALMIO U AETEeKUUIO
Ans aToro obpasua.

8.7.4. Ona uccnegyemoro obpasla OTCYTCTBYeT 3HadeHwe noporosoro uumkna (Ct) no kaHany ansa
dnyopodopa R6G, utOo ABNAETCA HeBaNMAHbIM Pe3yNbTaTOM M CBUAETENbCTBYET O HeKayecTBEeHHOM
NPOBEeAEHWNN IKCTPAKLMU HYKAEUHOBBIX KUCAOT UAW HAaUYNU MHTMBUTOPOB. TpebyeTcAa NOBTOPHO NPOBECTH
uccnegoBaHWe pAaHHoOro obpasla, HadyMHaa C 3Tana 3KCTPaKUMKM HYKNEUHOBLIX KUCAOT. B cayvae
BOCNPOWM3BOAMMOTO pe3y/ibTaTa peKoMeHayeTcs NOBTOPHO NpoBecTy 3abop, NpeaBapuUTeibHYO NOATOTOBKY
M nccnenoBaHune obpasua.
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9. ®YHKUMOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Mpepgen obHapyxeHUsa

Mpegen obHapyKeHna Habopa «Amnaulpaim® Mpunn A» 6bl1 onpeaeneH € UCMONb30BaHWMEM MNPOBUT-
aHanusa c 95%-0i1 AOBEPUTENbHON BEPOATHOCTLIO U cocTasnseT 1,0x10° konuii/ma. 3HaueHne xapaKTepUCTUKK
[0CTUraeTca npy cobatoaeHUM NpasuA, yKasaHHbIX B pasgene «Mccnegyembiii matepuany.

9.2. AHanutTMyeckas cneumdpuuHocTb
Habop peareHToB 0bHapyxusaet pparmeHTbl PHK Bupyca rpmnna A.

AHanuTMyeckaa cneunduyHoOCTb Habopa oueHMBanacb TecTMposaHvem HK BMPYcOB M MMKPOOPraHWM3mMoB
(cm. Tabnumuy 13). HK BMPYCOB M MMKPOOPraHU3MOB B KOHLUEHTpaLmmM He meHee 1,0x10° konumit/mn, a Takke
obpasupl HK, BbiaeneHHble 13 Npob KpoBK, CMbIBOB C HOCOBOW W POTOBOM MOJIOCTEM, OT KAMHUYECKN 340POBOM
NTULBI BHOCUAM B 06pa3Lpbl BMOIOMMUYEcKoro Mateprana, He cogeprKalupe onpeaenaemMmbiit ¢ MOMOLLbIO Habopa
BMpYyC rpmnna A.

Tabnunua 13
MuKpoopraHusmbl U BUPYCbl, UCNOJIb3yeMble 418 OLLeHKMU aHAZIMTUUYECKon cneunduuHocTm

MuKpoopraHMambl U BUPYCbI

Influenza B Mycoplasma synoviae
Influenza C Mycoplasma meleagridis
Newcastle disease virus (NDV) Mycoplasma iowae
Avian infectious bronchitis virus (IBV) Escherichia coli
Avian paramyxovirus 1 Streptococcus capsulatus
Avian paramyxovirus 2 Haemophilus gallinarum
Gallid alphaherpesvirus 1 (GaHV-1) Salmonella pullorum-gallinarum
Pasteurella multocida Salmonella typhimurium
Mycoplasma gallisepticum Aspergillus fumigatus

Mpu TecTMpoBaHUM 06pa3uoe HK BbillenepeymcieHHbIX MUKPOOPraHM3MOB W BUPYCOB C MCMO/b30BaHWEM
Habopa NepeKpPeCTHbIX pPeakLmii BbisiBNEHO He bbio.
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10. ycnosuAa XPAHEHUA, TPAHCNOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHocty Habopa coctaBndeT 12 mecAueB OT AaTbl M3rotoBneHuA. ocne BCKPbITUA peareHTbl
MCMO/Ib30BaTh [0 UCTeYEHUA CPOKa rogHoCTV Habopa. Habop € UCTEKLLIMM CPOKOM rOAHOCTU MPUMEHEHUIO He
NOA/IENKUT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTtnpoBatb npun Temnepatype oT 2 Ao 8 °C BCeEMU BUAAMMN KPbITbIX TPAHCMOPTHbIX CPEACTB B
TEPMOKOHTEHEepax C X/1a403/1eMeHTaMn UK B aBTopedpurkepaTopax.

[Jonyckaertca TpaHCnopT1poBaHMe He bonee 5 cyTok.

Habop, TpaHCNOPTMPOBAHHLIN C HAPYLIEHWMEM YKAa3aHHOrO TEMMEPATYPHOIO PeXKMMa, NMPUMEHEHUIO He
NOAJIEXKUT.

10.3. XpaHeHue

Habop xpaHuTb npu Temnepatype ot -24 Ao -16 °C B 3alLMLLIEHHOM OT CBETa MECTe B TEYEHME BCEro CPOKa
roAHocTu Habopa.

PeareHTbl NOC/e BCKPbITUA XPaHUTb B TEX MKe YCIOBUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKPbITbIE N BCKPbITbIe
peareHTbl CTabu/bHbI B TEYEHME CPOKA FOAHOCTU, YKA3aHHOTO HA ITUKETKE, NPW COBIOAEHNM YKA3aHHbIX YCI0BUIA
XpaHeHus. PeakupyoHHasa cmecb, npurotoeneHHas u3 MLUP-cmecun Mpmnn A, Peseptasbl R 1 bydepa B, xpaHeHuto He
NOANENKMT.

Habop, XpaHUBLIMICA C HApYLUEHNEM YKa3aHHOIO PexXmnMa XpaHeHNS, NPUMEHEHWIO HE MOANENHKUT.

11. TAPAHTUU NPOU3BOAUTENA

MpounssoguTens rapaHTUpyeT COOTBETCTBME XapaKTepUCTUK Habopa TpeboBaHMAM, YKasaHHbIM B
TEXHUYECKOM W 3KCMAYaTaUMOHHON [AOKYMEHTauuW, B TeYeHMEe YKa3aHHOro CpoKa roAHOCTM Mpu
cobt04eHNM BCeX YCA0BUIM TPAHCNOPTUPOBAHMA, XPAaHEHUA U NPUMEHEHMUA.

Peknamaumm Ha KayectBo Habopa «Amnaulpainm® Mpunn A» HanpasnsaTb B aApec Npou3BoOAUTENA
000 «Hekctbuo»: 111394, r. Mockea, yn. MonumepHas, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

KOHCYI'IbTaLI,I/IIO no p360Te C Ha60pOM, a TaKXXe No BonpocCam, KaCakoWwmMMcCA KayecTBa Ha6opa, MOXHO
NnoNy4YnTb NO KOHTAKTAM, YKa3aHHbIM Ha Od)MLI,VIa}'leOM cauTe np0M3BOAMTeﬂFII www.nextbio.ru.
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12. CMMBOJ1bl, UCNOJIb3YEMBbBIE B JOKYMEHTALUWU NPOU3BOAUTENA

REF Homep no katanory
LOT Kog napTum
i
//o\ He gonyckaTb nonagaHuA
~ \ CO/IHEYHOrO CBeTa

CoaepsKMmoro A0CTaToOYHO ANA
npoBeAeHUA N-KoAn4YecTea
Tecrtos

O6paTnUTECh K MHCTPYKLMK NO
NPUMEHEHMIO

H Y
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