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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct Cycle threshold (noporoBsbiii LmKn)

FCV Feline calicivirus (KannunBMpyc KoLuek)

BKO BHYTPEHHMI KOHTPONbHbI 06pasel,

OHK 0Ee30KCUPUBOHYKNENHOBAA KUCNOTA

kOHK KOMMN/ieMeHTapHasA Ae30KCMPUBOHYKAENHOBAA KUCNOTa
JHKasa [e30KcnpunboHyKneasa

PHK pUBOHYKNENHOBAA KMCNOTa

PHKa3a puboHyKeasa

AHT® Ae3o0KcnpuboHykneosnatpudocoatsl

OK OTpULATeNIbHbIA KOHTPO/b

OKO OTpULATe/IbHbIA KOHTPO/IbHbIN 0bpa3sel,

K- oTpuUaTeNbHbIA KOHTPOAb MLLP

nK NONOXKUTENbHbIN KOHTPOb

NnKo NONOMKUTE/IbHbIN KOHTPObHBIN 0bpaseL,

nup noanmepasHas uenHasa peakuma

oT-nup nonuMepasHas LenHaa peakuma c obpaTHoM TpaHCcKpunumein
yar ypaunn-AHK-rnnkosunnasa

HAUMMEHOBAHUWUE U3OENUA

Habop peareHToB ana BbiseneHua PHK Kanuumsupyca Kowek (Feline calicivirus) metomom
nosiMmepasHon LenHoM peakumn c obpatHol TpaHckpunuuei (OT-MLP) B pexume «peasbHOro BpemMeHn»
«AmnanMpaiim® KannuumMempos KoLIeKy.

[danee no TeKcTy ynoTpebnsetca KpaTKoe HaumeHoBaHWe: Habop peareHtoB «Amnanlpanm®
KannumnBmnpos Kolek», a TakKe cokpaleHne Habop peareHTos.
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1. HASHAYEHUE

Habop peareHToB «AMmnanlpaiim® Kannumeupos Kolwek» (ganee no TeKCTy — Habop) npeaHasHayeH
ana BbiseneHus PHK kanuuusumpyca Kowek (Feline calicivirus) B 6Monornyeckom maTepuase oT KOWeK
(Mma3ku co camsucToit 060/104KM POTOBOK MOJIOCTU, HOCOBOW MONOCTU, KOHBIOHKTUBbLI; Le/fibHaa KPOBb)
MEeTOAOM MOJIMMEPA3HON LEenHON peakuMm ¢ obpaTtHol TpaHckpunumein (OT-MUP) ¢ rmbpuamsaymoHHoO-
dnyopecLeHTHON AeTEeKLMEN B pEXXUME «PeanbHOrO BPEMEHU Y.

Habop peareHTOB ucnosb3yetca B /1abopaTopusAxX, BbINOJHAOLWNX MONEKYNAPHO-6Monornyeckmne
nccnenoBaHus.

MaTtepuanom gna nposegerus [MUP cnyxkat npobbl PHK, 3akcTparMpoBaHHble W3 mccnegyemoro
maTepuana C nomolwbio HabopoB peareHTOB, pPeKOMeHAOBaHHbIX [lpoussBoguTenem B pasgene
«JononHutenbHoe obopyaoBaHME U MaTepUanbly».

2. XAPAKTEPUCTUKU HABOPA

2.1. CocTtaB U KOMNNEKTHOCTb

Habop BbinyckaeTca B eanHon ¢opme. CoctaB Habopa M KOMMNAIEKTHOCTb NOCTaBKM YKa3aHbl B Tabanue
1 1 2 cOOTBETCTBEHHO.

Habop npegHasHayeH AnA NpoOBeAeHUA peakuun oO6paTHOM TPaHCKPUMMLUMKM U amniaMduUKaumm
nonyyeHHo KAOHK metogom TMUP ¢ rmbpuamsaumoHHo-GAYOpecLEHTHON AeTEKUMEn B pexkume
«peanbHOro BpemeHun». [1lna npoBefeHMA NOSHOMO MCCAeAOoBaHUA HeobXxoAMMO MCNo/b3oBaTb Habopbl
peareHToB gaa 3KcTpakuum PHK, pekomeHaoBaHHble B pasgene «JonosHuTenbHoe obopyaoBaHue U
mMmaTepuanbly.

Habop nmeeT eguHyto dopmy BbiMycKa A8 packanku B Atobble TMMbl NPO6bUpoK. MpeaHasHaveH ana
NPMMEHEHUA COBMECTHO C amnandUKaTopamu MNAAHWETHOr0O M POTOPHOrO TUMA WM PacCYMTaH Ha
nposefeHve uccnegoBaHna 96 o6pasLoB, BKAOYAA KOHTPOAU. MosKeT 6biTb MCNONb30BaH COBMECTHO C
aBTOMATUYECKMMM CTaHUMAMM A8 NPUTOTOBEHNA M PaCKaNKM peakUMOHHbIX CMeCei.

Tabnmua 1
CocraB Habopa

PeareHT O6bem, mn Konunuectso OnucaHue

BydepHbIi pactBop co cneunduyeckumn npanmepamu,

MLP-cmecs FCV 1,10 1 npobupkKa $yopecueHTHO-MeYeHbIMMK 30HZaMMU " OHT®.
Mpo3payvHasn KNaKoCTb.
bydepHbIi pactBop c TepMoCTabuabHOM
bydep B 0,70 1 npobupka OHK-nonnmepasoi Taq, cynbdaTom MarHusa "

ypauun-OHK-rnnkosunnasoun. MpospayHas KUAKOCTb.
bydepHbiit pactBop ¢ PHK-3aBucumoit AHK-noanmepason.

PesepTtasa R 0,055 1 npobupka
Mpo3payHan XMOKOCTb

KO FCV 0,26 1 npo6upka MoNOXUTENBHBIN KOHTPOAbHbIV 06pased,
Mpo3payvHan KNOKocTb.

K- 0,30 1 npo6upka OTpuuaTenbHbln KOHTpoAb MLP.

Mpo3payHasn XKUAKOCTb.
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Tabnuua 2
KomnnekTHocTb Habopa

KomnoHeHT dopmar Konuuecrso

Habop peareHToB - 1

B 9/1IEKTPOHHOM BUAE Ha opULMaNbHOM calTe
MHCTPYKUMA No npumeHeHuto Habopa . -
MpowussoanTens: www.nextbio.ru

KpaTkoe pyKoBOACTBO MO NpUMeHeHUto Habopa B 6ymaxkHOM Buae 1

MacnobT KayecTsa Ha Ha6o B 9/1IEKTPOHHOM BUAE Ha opULMaNbHOM calTe
P P MpownssoanTtensa: www.nextbio.ru

Bknagablw K Habopy [Ana  aBTOMATUYECKOM

B 6ymaxkHOM Buae 1
06paboTKM pesynbTaToB YMKHOM BUA

2.2. NpuHUMN meToaa

TecTupoBaHWE COCTOUT M3 HECKOJIbKMX 3TanoB. Ha nepBom 3Tane ocyliecTBnAeTca akcTpakuma PHK us
06pasLoB MUCCNeayemoro maTepuana COBMECTHO C BHYTPEHHMM KOHTPOAbHbIM obpasuom (BKO B)L. Ha
BTOPOM 3Tane npoBOAMUTCA OAHOBPeMeHHaa amnandukauma KAHK, cuHTe3MpoBaHHOM Ha maTpuue
reHomHon PHK Kanuumsupyca kowekK (Feline calicivirus), n kKAHK, cuHTe3npoBaHHOM Ha maTtpuue PHK
BHYTPEHHEro KoHTpo/sibHoro obpasua BKO B (MCKyCCTBEHHO CMHTE3MPOBAHHAA MOC/AeA0BaTENbHOCTb), NpU
nomouM cneumPpuyHbIX K 3TOMY Y4acTKy npalimepos u pepmeHToB MMLV-pesepTasbl 1 Tag-noanmepasbl.

[eTekuma nNpoaykToB amnanduKaumm NpPoUCXoauT NyTEM U3MepeHua ¢GyopecLeHTHOro CurHana B
peXnme «peanbHOro BPEMEHM» 3a CYET UCMNO/b30BaHMA B COCTaBE PEAKLMOHHON cMmecu dpayopecLeHTHO-
MeUEeHbIX OJIMFOHYK1eoTAO0B (30HAO0B). 30HAbI MBPUAMBYIOTCA C  KOMMAEMEHTAPHbIM  Y4acTKOM
amnanounumpyemort  OHK-muweHn, B pesynbTaTe 4Yero MPOMCXOAWUT HapacTaHWe MHTEHCUMBHOCTM
dnyopecueHUMnN. ITO NO3BOAET PErUCTPUPOBATb HaKoMaeHMe cneumMdrUUYeckoro NPoayKTa amnamduKaLmm
NyTEM M3MEPEHUA MHTEHCUBHOCTM (GIYOPECLLEHTHOIO CUrHaNa C NOMOLLbIO aMmnanduKkaTopa C CUCTEMON
AeTekummn GIYopecLLEHTHOTO CUTHANA B PEXKMME K PeasibHOTO BPEMEHU ».

Habop peareHTOB COAEPKUT CUCTEMY 3aLLUTbI OT KOHTAMMHALMM aMJIMKOHAaMM 3a CYET NPUMEHEHMUS
depmenTa ypaunn-AHK-ramkosmnasbl (YAr) n TpudocdaTta gesokcmypuanta. PepmeHTt YAl pacnosHaeT m
KaTanmsmpyet paspyweHne uenen [OHK, coaeprawmx pesokcnypmauH, Ho He [HK, cogepkalen
OE30KCUTUMUAMH. [Je30KCnypmuanH otcyTcTeyeT B npupogHon AHK, Ho Bceraa npucyTcTByeT B aMMIMKOHAX,
NOCKONbKY TpudocdaT fe30KCypruanHa BXOANUT B cocTaB cmecn gHT®P B peareHTax aaa amnamdukaumu.
[e30KcnypmuanH genaet KOHTaMUHUPYIOWME aMMJIMKOHbI BOCIPUMUMUYUBBIMU K Pa3pyLUEHUID pepMeHTOM
YOI po Hayana amnandukaumm OHK-muweHun, u, cneposaTesibHO, OHWM He MOryT ObiTb B Aa/ibHENLWEM
amnanduumpoBaHbl.

depmeHT YOI TepmonabuneH nu MHaKTUBMPYETCA Npu HarpesaHuu Bbilwe 50 °C 1 No3ToMy He pa3pyLlaeT
aMMJIMKOHbI MULLEHM, HapabaTbiBaemble B npouecce MLP.

Ha astane OT-MUP ogHoBpemeHHO B OAHOM npobupke npoxoaut amnanédukauma KOHK,
CUHTE3MPOBAHHON Ha maTpuue reHomHon PHK Kanuuuempyca Kowek (Feline calicivirus), v rOHK,
CUHTE3MpOBaHHOM Ha MmaTtpuue PHK BHyTpeHHero KoHTposbHoro o6pasua BKO B. Pesynbtathbl
aMnIMOUKaALLMM PETNCTPUPYHOTCA MO 2-M PasIMYHbIM KaHanam GayopecLeHTHON aeTekumu (cm. Tabauuy 3).

1 BKO B BxoauT B cocTas Habopa peareHToB, PeKOMeHA0BaHHOro MPoM3BoANUTENEM /1A SKCTPAKLMM HYKNEUHOBBIX
KMCNOT M3 UCCeQyemMoro matepumana.
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Tabnunua 3
CootBeTtctBue HK-muweHen n KaHanoB ¢payopecueHTHO aeTeKuum

KaHan ansa pnyopodopa R6G? Cy5

KOHK, cuHTesnposaHHaa Ha matpuue PHK

’ c BKO B
Kanuumsmpyca Kowek (Feline calicivirus)

OHK-muweHb

MCKyCCTBEHHO CUHTE3NPOBAHHaA

O6nactb amnandurKaumm ORF 2
nocsefoBaTeNbHOCTb

3. KOHTPO/J1b KAHECTBA

B cootBetctBun ¢ ISO 13485-ceptuduuympoBaHHoit Cuctemont MeHeakmeHTa KavecTtBa KomnaHuu
000 «HeKkctbuo», Kaxaasa cepus Habopa peareHToB «AMnanlpaim® KanmumemMpos KoweK» npoBepsaeTcs
Ha COOTBETCTBME 3apaHee onpegeneHHbiMm TpeboBaHMAM pns obecneyeHuUAa NOCTOAHHOMO KayecTsa

NpPoAYKLMU.

4. OrPAHUYEHUE METOAUKU UCCNEQOBAHUA

4.1. Habop npuMeHSETCs TONbKO A5 BETEPUHAPHbIX U APYTUX HEMEANLMUHCKUX LeSIeN.

4.2. Habop npeaHasHayeH Ans paboTbl TOIbKO C UCCAeQyeMblM MaTEPMANOM, YKa3aHHbIM B pasaene
«HasHavyeHune». ViccneposaHue apyrux BUAOB MaTEPMUAIOB MOXKET MPUBECTU K NMONYYEHNIO HEA0CTOBEPHbIX
pe3y/bTaToB.

4.3. MonyyeHne  AOCTOBEPHbIX  pe3ynbTaToB  obecnedymBaeTca  BbINOAHEHWMEM  TpeboBaHWUA,
npeabaABNSeMbIX K B3ATUIO, TPAHCNOPTUPOBAHMIO, MOATOTOBKE W XpaHeHWo 06pasuoB Mccaeayemoro
maTepuana (cm. pasgen «Mccnegyemblini matepuan»).

4.4. C nomolublo Habopa «Amnaulpaiim® Kannumempos Kowek» Bo3moxHo OT-MLUP-uccneposBaHue
Tonbko npob PHK, 3KCTparMpoBaHHbIX W3 MCCNeayeMoro MaTepuana COBMECTHO C  BHYTPEHHUM
KOHTPO/IbHbIM 06pasyom 3KcTpakumMm — «BKO B», BxogAwmMm B cocTaB Habopa ana nposeneHus
aKkcTpakumm HK. bes ncnonbsosaHmna BKO B HeEBO3MOXKHO NPOBECTU OLLEHKY BaMAHOCTU NOCTAHOBKM.

4.5. NpumeHeHne Habopa BO3MOXKHO TOJIbKO MepcoHanoMm, OBy4YeHHbIM MeTodam MONEKYNSPHOM
OVNArHOCTMKM M NpasBuiam paboTbl B KIMHUKO-AMArHOCTUYECKOM labopaTopuu.

4.6. MNpwn pabote ¢ Habopom credyeT MCNONb30BaTb TOAbKO aMNAMGUKATOPbl C CUCTEMON AEeTeKumun
$YOpecUEeHTHOro CUrHana, XapakKTepPUCTUKM KOTOPbIX YAOBAETBOPAIOT TPeboBaHMAM, YKasaHHbIM B
pasgene «[ononHutenbHoe o60pyA0BaHME U MaTepUabl».

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa Ao/’KHaA NpoBOAWTLCS B N1abopaTopuAX, BbINOJHAOWMX MONEKYAAPHO-BMONOrnYeckne
nccneposanua. MNUP-uccnenoBaHna A0MXHbI NPOBOAUTLCA € cobntogeHMeM TpeboBaHUI MeToaNYECKUX
yKasaHuii MY 1.3.2569-09 «OpraHu3auusa paboTbl abopaTtopuii, MCNONb3YIOWMX METOAbI aMNANPUKaALUM
HYKNEWHOBbLIX KWUCNOT nMNpu paboTe C MaTepuanom, COAEPNKALWMM MUKpoopraHmsmbl -1V rpynn
naToreHHoCTU» 1 NpasuAn «Mpasuna NposeaeHMsa paboT B AMArHOCTUYECKUX NaboPaTOPUNAX, NCMONb3YHOLLMX
MEeTOoZ, NOSIMMEPA3HON LLENHOW peaKummu (OCHOBHbIE MONOMKEHWA)» (YTBEPKAEHbI MPUKA3ZOM PYKOBOAMUTENS
JdenapTameHTa BeTepuHapum MuHcenbxosnpoga PO 27.01.1997).

2 letekuma curHana ana dayopodopa R6G ocylecTBAAETCA NO KaHay AeTeKUMM A1 aHANOMMUHbIX GAyopodopos
HEX, JOE, Yellow.
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5.2. Npu paboTte Heo6X0AMMO BCeraa BbINONHATL cieaytowme TpeboBaHuA:

- MNpumeHAaTb Habop CTPOro NO Ha3HaYeHWo B COOTBETCTBUMN C AAaHHOWN UHCTPYKUuMein. OTKNOHEHMe OT
NPONUCaHHBLIX Mpoueayp W nopagka AeNCTBUM MOMKET MNPUBECTM K MOJYYEHUID HeLOCTOBEPHbIX
pe3ynbTaToB aHaAu3a.

- JlabopaTopHblA nNpouecc Ao/mKeH OblTb OAHOHamnpaB/ieHHbIM. AHanu3 cnegyeT nNpoBOAUTL B
OTAEeNbHbIX MoMmelleHMax (3o0Hax) B cooTtBetrcTBMM ¢ MY 1.3.2569-09. He Bo3Bpawartb 06pasupl,
obopyaoBaHuMe 1 peareHTbl B 30HY, B KOTOpoW Bblna NnpoBeAeHa NpeablayLias cTagma npoLecca.

- Ybupatb n aesnHOUUMpoBaTb pasnuTblie 06pasLbl UAU peareHTbl, UCNOb3ya Ae3nHbUumpyowme
cpencTsa B cootBeTcTBMM ¢ CaHluH 3.3686-21.

- Ypanatb HeEWUCNoNb30BaHHble peareHTbl, peareHTbl C WUCTEKLWMM CPOKOM [OAHOCTU, a TaKKe
NCNOo/Ib30BaHHbIE peareHTbl, YNakoBKY, OMONOrMYEeCKMn maTepuman, BKAOYAs mMaTepuasbl, MHCTPYMEHTbI U
npegmeTbl, 3arpAsHeHHble 6MOIOrMYECKMM  MaTepuasom, B  COOTBETCTBMM C  TpeboBaHUAMM
CanllnH 2.1.3684-21.

BHUMAHMUE! MNpwn yaaneHnn otxoaoB nociae amnandukaumm (npobunpok, cogepxatmx npoaykrbl OT-MLP)
HeAoMNyCTUMO OTKPbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHUE COL4EPHKMMOTO, MOCKO/IbKY 3TO MOXKET NPUBECTU K
KOHTaMWHaumn npoayktamu MLP nabopaTtopHO 30HbI, 060pYyA0BaHUA U PEareHTos.

- Wcnonb3oBaTb M MEHATb MPU KaxKAOW onepauumn 04HOPa30Bble HAKOHEYHMKU A1 aBTOMATUYECKMX
[03aTOpPOB C GUALTPOM.

- Mocyaa (CTynKM 1 NeCTUKK) U MeTaNIMYeckme MHCTPYMEHTbI (CKabnesn, HOXHULbI, MUHLETLI U T.M.),
MCNONb30BaHHbIE ANS NPeANOAroTOBKM NPo6, BblAEPKMBAIOTCA B PACcTBOPE Ae3NMHOULMPYIOLLEro CpeacTBa
(Hanpumep, 0,2 % pacTBOP HATPUEBOWM CONU AMXNOPU3OLLMAHYPOBOM KMCOTbI) B TEYEHWE OAHOro Yaca,
MOIOTCA BOAONPOBOAHON BOAOW C MOBEPXHOCTHO-AaKTUBHbIMU MOIOLLMMU CPEACTBAMM M MOC/E OTMbIBAHUA
B NPOTOYHOM M AEMOHM30BAaHHOW BOZE BbICYLUMBAIOTCA B CyXOXKAapOBOM WKady B TeyeHue 4 yacoB npu
Temnepatype 180 °C.

- [loBepxHOCTU CTO/IOB, @ TaKXe NOMeLLeHMA, B KOTOPbIX NpoBoanTca noctaHoska OT-TMLUP, ao Hayana
M nocsie 3aBepLieHna paboT HeobxoanMo noagepraTb yaAbTpaduroneTtoBomy o0b6ydeHuto B TeyeHme 30 MUH.

- Habop peareHTOB npegHasHayeH AAa  OAHOPA30BOrO  MPUMEHEHMS NpW  MNMPOBEAEHUMU
OT-MUP-uccnegoBaHuna ykasaHHOro KosinyecTtsa npob (cm. pasgen «CoctaB M KOMMNEKTHOCTbY).

- Habop peareHTOB roTOB K NPMMEHEHWNIO COTNACHO AAHHOM MHCTPYKLMU. MpumMmeHaTb Habop cTporo
Mo Ha3Ha4YeHuIo.

- He ucnonb3oBaTb Habop peareHTOB, €CAW HapyLleHa BHYTPEHHAS YNaKoBKa, WAW BHELHWA BUA
peareHTa He COOTBETCTBYET OMMUCAHUIO.

- He wucnonb3osaTtb Ha6op peareHToB, ecan He C06I1IO,CI,a}1VICb ycnosnAa TpPaHCNOPTUPOBAHUA U
XPaHEeHUA COrnacHO UHCTPYKLU NN,

- He ncnonb3oBaTb Ha6op peareHTos No ncre4yeHmnn CpoKa roagHoOCTHU.

- Wcnonb3oBaTb 04HOPA30BblE HEOMYAPEHHbIE NepyYaTKku, NabopaTopHble XanaThl, 3alWMLLATb F1a3a BO
Bpema paboTbl ¢ obpasuamu M peareHTamu. TWATENbHO BbIMbITb PYKM MO OKOH4YaHWMM paboTbl. Bce
onepauuu NPoBOAATCA TO/bKO B MepyaTKax Ala UCKAOUYEHUA KOHTaKTa C OPraHM3mMoMm YenoBeKa.

- He ecTb, He NUTb U He KypuUTb B NpoLecce MCNnoab3oBaHUA Habopa. M3beraTb BAbIXaHMSA NapoB.,
KOHTaKTa C KOXKel, rna3amu 1 camsuctoit obosioukoi. He rnotats.
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- Tlpn KOHTaKTe Hemea/IeHHO MPOMbITb NOPa’KeHHOe MecTo BOAOW M MPW MAOXOM CaMO4yyBCTBUM
06paTUTbCA 33 MeAUUMHCKOM nomoLubio. Mpy nonagaHny BHYTPb, PBOTY He Bbi3blBaTb, NPOMNOJOCKATb POT
BOA0M, 06paTUTLCA K Bpayy Npu NJI0OXOM CaMOYyBCTBUM.

5.3.Mpn  MCNonb30BaHMM MO  Ha3Ha4YeHU U CcobMOAEHUN  BbIWIENEPEUYNCAEHHbIX  Mep
NpeaocTOPOXKHOCTU Habop 6e3onaceH. PeareHTbl Habopa cogeprkaT HaAaTPUA asua B KOHLEHTpauuMm He
6onee 0,1% M COOTBETCTBEHHO He KnaccMOUUMPYIOTCA KaK oOnacHble M He TpebylT cobntogeHus
crneuuyanbHbiX Mep NPeaoCTOPOXKHOCTH.

5.4. Cneunduryeckme Bo3aeincTens Habopa Ha OpraHU3M YesioBeKa:
- KaHueporeHHbI addeKT oTcyTCTBYET.
- MyTareHHoe aelcTBMe OTCyTCTBYET.

- PenpoayKtnBHaA TOKCMYHOCTb OTCYTCTBYET.

6. AONO/NIHUTENbHOE ObOPYAOBAHUE U MATEPUA/IbI

6.1. Baatne nccneayemoro marepuana

6.1.1. OgHOpa3oBble NOAMMNPONUIEHOBbIE NMIOTHO 3aKpbiBatoLWmeca Npobupkm obbemom 1,5 — 2,0 ma.
6.1.2. BakyymHble Npobupku ana 3abopa Kposu ¢ aHTUKoarynsaHtom (ATA, umMtpat HaTpus).

6.1.3. 1ByXCTOPOHHME UTAbl A5 3ab60pa KPOBU B BaKyyMHbIE NPOOUPKU.

6.1.4. 30HA, ANA B3ATUA BUONOMMYECKOTO MaTepurana co CIM3NCTbIX 060104ekK.

6.1.5. TpaHcnopTHaA cpena s B3ATUA, TPAHCNOPTUPOBAHUA U XpaHeHUA BMOAOrMYecKkoro matepmana,
cogeprKallan KOHCEePBAHT MU CTEPUbHBIN GU3MONOTMYECKUIA PACTBOP.

6.2. 3Kcrpakuua PHK u3 uccnegyembix o6pasuyos

6.2.1. Habop peareHToB Ana 3KcTpakuun [AHK/PHK «MarHolpaiim® BET» («®Popmat 96»)
npoussoactea OO0 «Hekctbno», Poccus, mam «Amnaulpaiim® PUBO-npen BET» npoussogctea OO0
«Hekctbuo», Poccusa, nnm nobolit apyroit Habop, COOTBETCTBYIOWMI CAeayIoWMM TpeboBaHUAM:

- Habop nosBosseT BblaensTb PHK 13 natonornyeckoro matepuana oT KoleK (MasKu co CAn3UCTOM
060/104KM POTOBOI MONOCTU, HOCOBOM MONOCTU, KOHBIOHKTUBDI; Lie/IbHaA KPOBb) METOAOM NOJIMMepPasHOM
LenHok peakuumn c obpatHon TpaHckpunumei (OT-MNUP) c rubpuansaumoHHo-GyopecLeHTHON AeTeKkunen
NPOAYKTOB aMNINGUKALMN B PEKMME «PEANIbHOTO BPEMEHUY;

- cocTtaB Habopa BKAoyaeT peareHT OKO (oTpuuaTesnbHbli KOHTPOJ/bHbIM obpasey) M BKO B
(BHYTPEHHMI KOHTPO/IbHBIV 0bpaseL);

- Habop no3BonAeT UccienoBaTb 06pasLbl 06bemom He meHee 100 mKn;
- Habop no3BosIAET NPOBOAUTL 3t0LMI0 oumLLeHHON PHK B o6beme He meHee 50 MK.

BHUMAHMUE! [Mpu wucnonb3osaHnm Habopos ans skcTpakumm [AHK/PHK apyrux npowussoautenei,
Heobxo4MMO [OMOJSIHUTENBHO MNpuobpecTM Habop peareHToB «MarHollpaiim® BET» ¢opmbl Bblinycka
«®opmat KoHTponu». PeareHT BKO B cneayetr nobasnaTb BO BCe uccaeayemble 06pasibl, a TaKkKe B
oTpuLaTeNbHbIA KOHTPOIbHbINM 06pa3sel, (OKO).

6.2.2. JononHUTeNbHblE MaTepuanbl MU 0bopyaoBaHue, HeobxoauMmble ANsA 3KcTpakuum OHK/PHK, —
COrNacHoO UHCTPYKLMK K Habopy peareHToB Ans sKcTpakuumn AHK/PHK.
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6.3. AMnanduKauma, geTtekuusa NPoAyKTOB amnanduKauum, aHanuMs U MHTepnpertauus
pesynbraTos

6.3.1. OgHopa3oBble noaunponuaeHosble nNpobupkn, csoboaHble oT [HKas/PHKas, cneaytowmx
BUAOB:

- 3aBUHYMBAIOLLMECH NPOOUPKN N KPbIWKK K HUM MW NAOTHO 3aKpbiBatoWmMecs Npobupkn obbemom
1,5 Mmn — Ana NpUroToBaEHUA PeakUMOHHOM cMmecy;

- TOHKOCTeHHble npobupkn ana MNUP obbemom 0,2 MA C BbINYKJAON WAM MJIOCKOM OMNTUYECKMU
NPO3PayYHON KPbIWKOW MAKM NPOBbUpPKN obbemom 0,2 M B CTpMMax No 8 WT. C NPO3PaYHbIMU KpbIWKaMK —
ans nposegeHua MUP npy ncnonb3oBaHnn amnanduKaTopa NAaHLWETHOTO TUN3;

- TOHKOCTeHHble Npobupku gns MNLP o6bemom 0,2 M € NAOCKOW KPbIWKOM Manm npobupkn gna MNLUP
obbemom 0,1 mn B cTpunax no 4 WT. C KpblWwWKamu — ana nposegeHus MUP npu mcnonbsoBaHum
amnanduKaTopa poTOPHOro TMNa.

6.3.2. OgHopa3oBble HaKOHEYHWKM, cBobogHble ot JHKas/PHKas, ansa [03aTtopoB nepemeHHOro
obbema ¢ punbTpom 40 100 mKn.

6.3.3. lUtatuebl ans npobupok obvemom 0,2 mn mam 0,1 ma (B COOTBETCTBUW C WUCMO/b3yeMbIMM
npobupkamu ana NLP).

6.3.4. boKc abaKTepuanbHon Bo3ayLwHon cpeapl (MLP-60Kc).
6.3.5. Boprekc.
6.3.6. ABTOMaTU4YeCKMe 403aTOopbl NepeMeHHOoro obbema.

6.3.7. CTaHumMAa aBTOMaTMYecKas C MoAynem pna MPUroTOBAEHUSA M [03UPOBAHWUA PeaKLMOHHbIX
cMecei M KOMMIEKT PacXOAHbIX MaTepuasnoB K Hel COracHO MHCTPYKUMW - B C/ydae MPUroToB/IEHUA
PeaKLMOHHbIX CMeCel C CNO/Ib30BaHWeM aBTOMATUUYECKOW CTaHLMN,

6.3.8. MMporpammunpyemblit amnanduKaTop POTOPHOTO MAW NAAHLWIETHOrO TUMA C CUCTEMOW AETeKumun
GYOPECcLEeHTHOTO CUTHaNa B PEeXUME «pPeasibHOro BpPeMEHW», COOTBETCTBYIOWMA  Ccaeaytowmm
TpeboBaHMAM:

- Hannuune AByx U Bonee He3aBUCMMbIX KaHaNoB GayopecLeHTHON aeTekumn ans payopodopos R6G
n Cy5 c xapaKTepucTMKamm, yKasaHHbIMU B Tabanue 4:

Tabnuua 4
Tpebyemble XapaKTepUCTUKUN KaHaANOB ¢yopecL,eHTHOU AeTeKkuumn
ANVHDbI BONH, HM
KaHan gna ¢pnyopodopa Bo36yxaeHus JeTteKkuuun
MuHumym Makcumym MuHumym Makcumym
R6G 515 532 545 580
Cy5 620 640 660 690

- pgna npubopoB MNAQHWETHOrO TUMNA HajauyMe MNOAOrPEBAaEMOM KPbIWKM C  TemnepaTtypo
6onee 100 °C;

- TOYHOCTb NogaepaHusa TemnepaTypbl < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OxnaxaeHusa He meHee 1 °C/cex.

6.3.9. X0noaMnbHUK C MOPO3M/IbHON Kamepon, NnoaaepKuBatowwen TeMnepaTypHbI PeKUm oT MUHYC

24 °C go muHyc 16 °C.
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6.3.10. OTaenbHbI XanaT, WanoykM, obyBb M OAHOPA30Bble MNepyaTkM B COOTBETCTBUM C
MY 1.3.2569-09.

6.3.11. EmKocTb gns cbpoca HAKOHEYHMKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepmanom Aana nccnenoBaHmA CAyXuT.
— Ma3KM CO CIM3UCTON 060N0YKK pOTOBOﬁ nonocCTy, HOCOBOM NONI0OCTU, KOHBIOHKTUBDI,

— UefibHas KpoBb.

7.1. B3aTue 1 TpaHCNOPTUPOBKA UcCC/ieayeMmoro matepuana

B3ATWe BEHO3HOW KPOBM NPOBOAMTCS NOC/AE AUTENbHOMO roNo4aHus (He meHee 6 YacoB) B MPoBUpPKY C
aHTUKoAarynsHTom (pactesopom IATA nau uuTpaTta HaTpwmsa).

[na TWaTenbHoro nepemelnBaHMA KPOBW C aHTUMKOAryaaHTOM Heob6XogMMO HECKO/bKO pas
nepeBepHyTb NPOBUPKY.

JonyckaeTcsa xpaHeHe 0bpasLoB Le/bHOM KpoBu Ao nposeaeHua MNLUP-uccnepoBaHms:
— npuTtemnepatype ot 20 go 25 °C — B TeyeHMe 6 4YaCoB C MOMEHTA NOJIyYEHUA MaTepmana;
— npu Temnepatype oT 2 Ao 8 °C — B Te4eHue 2 CyTOK.

BHMMAHMUE! Heponyctnmo 3amoparkmMBaHue o06pasLoB LeibHON KPOBM.

B3ATne maTtepuana co CAUBUCTbIX 060/10MEK HOCOBOW NOMOCTU, POTOBOW MNOJIOCTU, KOHBIOHKTUBbI
NPOBOAMTCA C MOMOLLbIO CTEPUIbHOrO 30HAA-TamMmnoHa B NPOBMPKY C TPaHCMOPTHOM cpeaow uau
dU3NONOrMYECKMM PaCcTBOPOM, NPU HeobxoaMMOCTM npeaBapuTenbHO 06paboTaB MecTa NoparkeHusa oT
rHOA Map/1eBbIM TAMMNOHOM.

BuoNOrMYecKMii maTepman, NOMELLEHHbIM B TPaHCMNOPTHYO cpeay WAM GpU3MONOTMYECKUIA pacTBop,
XPaHUTb M TPaHCMOPTMPOBATb COrMacHO TPebOBaHMAM, YKa3aHHbIM B MHCTPYKUMU K WMCMNO/b3yemoi
TpaHCMNOPTHOWM cpeae.

[HonyckaeTca xpaHeHMe 06pasLLOB Ma3KoB A0 nposeaeHua MLUP-nccnegosaHma:
— npu Temnepatype ot 20 go 25 °C — B TeyeHue 6 4acos;

— npuTemnepartype ot 2 o 8 °C — B TeyeHune 1 cyToK;

— npu Temnepatype muHyc 20 °C — B TeyeHue 1 Hepenw;

— npu Temnepatype MmmHyc 68 °C — ganTenbHo.

BHUMAHMUE! JonycKkaeTca Anwb 04HOKPATHOE 3aMOpaKMBaHMe-oTTauBaHMe MaTepuana.

7.2. NoarotoBka matepuana K uccnesoBaHuio

06pasu,b| LI,EI'IbHOﬁ KpoOBU 1N Ma3KuU CO C/IN3UCTDbIX o6onouek pOTOBOﬁ nonocTuy, HOCOBOW MONOCTU U
KOHBIOHKTUBDI NCNOJIb3YHOTCA 6es npe,u,BapMTeanoﬁ noAaroToBKMU.
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8. NPOBEAEHUE UCCNEAOBAHUA

MccnepoBaHne AoMKHO npoBOAUTBCA NPU HOPMAJIbHbIX MOKa3aTeNnAX MUKPOKINMaATa na6opaTopMM3:

— Temnepatypa oKpyxatouero sosayxa ot 20 °C go 28 °C;

— OTHOCUTENbHaA BAa*KHocTb 40 — 75%.

8.1. Ikcrpakuua PHK n3s nuccnegyemoro matepuana

Ona skctpakumm PHK ucnonb3oBaTb Habopbl peareHTOB, peKOMeHAOBaHHble [lpoussoguTtenem B
pasgene «lononHutenbHoe obopyaoBaHMe n maTepuanbi». Nopasok paboTbl ¢ Habopamu ana aKCTpaKLmm
PHK cmoTpuTe B MHCTPYKLMKU NO UX MPUMEHEHMIO.

Karkgaa rpynna akcTparmpyembix obpasLoB A0/KHA COMPOBOXAATHCA MOCTAHOBKOW OTPULATENbHOrO
KOHTpo/ibHOro o6pasua (OKO)* B ogHom nosTtope. Mpu nposeaeHUn sKcTpakuum PHK, Bo Bce npobbl
cnefyeT BHOCUTb BHYTPEHHUIA KOHTPObHbIN 0bpasey, (BKO B).

B npouecce aKcTpakumm PHK ncnonb3oBath cnegytowme o6bembl peareHToB 1 nccaeayembix 0bpasuos:
— obbem uccneayemoro obpasua’ — 100 MKn B NpobUpKM ans uccienyembix 06pasuos;

— obbem peareHTa BKO B — 10 mMKn B KaxKayro NpobupKy C uccaeayemMbiIMM U KOHTPObHbIM
obpasuamu;

— 06bem peareHta OKO — 100 mKn B npobupky ana OKO;

— 0bbem peareHTa, ucnonbdyemoro gaa snouun PHK, — 50 mkn (npu mcnonb3oBaHuMM Habopa ans
aKcTpakumm AHK/PHK «Amnanlpaim® PUBO-npen BET») nam 100 mkn (npu ncnonb3osaHun Habopa ana
aKcTpakumm AHK/PHK «MarHolMpaiim® BET»), nam 50 — 100 mKkn (npun ncnonb3osaHum apyroro Habopa ana
3KCTPaKLMM COrTaCHO UHCTPYKLMMU K HEMY).

8.2. NoarotoBKa peareHtos gaa OT-MLP

BHUMAHUE! KoMMNOHEHTbl pPeaKLMOHHON CMecu cnepyer CMewnBaTb HEMOCPeACTBEHHO nepes
nposegeHnem OT-TILLP.

BHUMAHUE! B cnyyae npurotoBneHMA pPEaKUMOHHOW CMecu C MOMOLLbID aBTOMATUYECKOM CTaHLMM
ciefynTe yKazaHMAM MHCTPYKLUK NO ee UCNOJIb30BAHMIO.

8.2.1. Paccuntatb obbembl MLUP-cmecu FCV, bydepa B u Peseptrasbl R, Tpebywowueca ana
NPUroTOBNAEHMUS PEAKLUMOHHOMN cmecKn (cm. Tabauuy 5). CMecb roToBUTbL Ha oObLLee YMCI0 uccaeayemblix U
KOHTPObHbIX 06pa3L,0B NIOC 3anac He MeHee YeM Ha OZHY peakLmIo.

Tabnuua 5
PacueT 06eM0B KOMNOHEHTOB A/1 OA4HOM PEeaKLMOHHON cmecH
PeareHT 06bem, MKn 0O603HaueHuA
MLP-cmecb FCV 10,0*(N+1)
Bydep B 5,0%(N+1) N — KosimyecTBo 06pasuos PHK, nosyyeHHbIX Ha aTane
3KCTPAKLUMK, BKILOYAA KOHTPOMU.
PesepTtasa R 0,25*(N+1)

3YKazaHbl A0ONYCTUMblE HOPMblI TemnepaTypbl M OTHOCMTENbHON BNAXHOCTM BO3dyxa B paboyeit 30He
NPOW3BOACTBEHHbIX MOMELLEeHUI B cooTBeTcTBUM C TpebosaHuamm TOCT 12.1.005-88 «Cuctema CTaHAapTOB
6e3onacHocTv Tpyaa. ObLne caHUTapHO-FMrMeHnYeckme TpeboBaHmMA K BO3ayXy paboyei 30HbI».

4 BxoguT B cocTaB Habopa, pekomeH40BaHHOro MpounssoanTeNem A8 NPOBEAEHNA SKCTPAKLMMN HYKIEUHOBbIX KMCNOT.
> lna HeKoTopbIX BMAOB 0bpasuos TpebyeTca npeasapuTenbHas MNOArOTOBKAa COMNacHo pasgdeny «Mccnemyembiin
maTtepuany.
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8.2.2. Pasamopo3unTb coaeprkmumoe npobupok. MepemewaTb coaeprkmmoe npobupok ¢ MUP-cmecblo
FCV n bydepom B Ha BopTekce. OcaauTb Kanau co cTeHOK npobupok ¢ MUP-cmecbio FCV, bydpepom B n
PeBepTa3oi R KpaTkMm LeHTpMUdYrMpoBaHMEM Ha BOPTEKCE.

8.2.3. MpuroToBUTb PEaAKLUNOHHYIO CMECb B OTAE/IbHOM NpobupKe, 406aBMB KOMMNOHEHTbI B 0Obemax,
paccumTaHHbIX B M. 8.2.1. [NepemeluaTb CMeCb U OCaAUTb Kan/n Ha BOpTEKCe.

8.2.4. OTobpaTb HeobxoaMMOe KOJIMYecTBO MNpPobUPOK wuan cTpunoB ans nposegeHus OT-MLUP
nccaefyemblX M KOHTPOAbHbIX 06pasLoB, NOAYYEHHbIX Ha 3Tame 3KCTpaKumu. Bblbop npobupok ansa
amnanduKauMm 3aBUCUT OT UCMONb3YEMOTO aMNAMPUKATOPA C CUCTEMOM AETEKLMN B PEXUME «PEANBHOTO
BPEMEHUN».

8.2.5. BHecTn B NpobupKM no 15 MKA NPUroTOBAEHHOM PeaKLMOHHOM cMecu.

BHMMAHMUE! Hencnosib3oBaHHbIE OCTATKU PEAKLMOHHOM CMECU XPaHEHWUIO HE NOA/IeKaT.

8.3. BHeceHue npob PHK, npoBegeHue amnandukaumm u getekumm

BHUMAHMUE! Mpu pobasneHnn npob PHK, akcTparMpoBaHHbIX C MOMOLbO HabopoB peareHToB AN
NPoOBEeAEHMA 3KCTPAKLMM METOAOM COpOLMM Ha CUAMKArene AW MaArHUTHOM cemapaumun, Heobxoanmo
nsberatb NnonagaHMaA copbeHTa B PEaKLMOHHYIO CMECh.

8.3.1. BHecTM B NOArOTOBJIEHHbIE MNPOOMPKM C peaKkumoHHoi cmecbio no 10 mkan npo6 PHK,
MOJIy4YEeHHbIX B Pe3y/1bTaTe SKCTPAKLMMN.

8.3.2. BHecTu KoHTpObHble 06pasLbl:

a) nonoxutenbHbih KoHTponb MUP (MK) — B npobupKy c peakuMOHHON cmecbio BHecTM 10 mKn
MKO FCV.

6) oTpuuaTenbHblii KOHTPOAb 3KcTpaKuumu (OK) — B NpobMpPKy € peakuMoHHON cMmecbio BHECTU 10 MKn
npobbl, sKcTparposaHHoi ns OKO.

B) oTpuuatenbHblit KoHTponab MUP (K-) — B npobupKy c peaKkuMOHHOM cMecbio BHecTM 10 mMKn
peareHTa K-.

8.3.3. 3anporpammupoBaTb aMnANPUKATOP C CUCTEMOWN LAETEKUUU B PEXUME «pPeasibHOro BpeMeHU»
AN BbINONHEHUA «EgMHOM» nporpammbl amnanduKkauum u getekumm ¢ayopecLeHTHOro CuUrHana
(cm Tabnunuy 6).

Tabnuua 6
EguHasa nporpamma amnandpuKaumm u getekummn GpayopecueHTHOro CUrHana
o [eTteKuusa no KaHanam gns Konunuectso
Linukn Temnepartypa, °C Bpemsa dnyopodopos UMKNOB

50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c R6G, Cy5

8.3.4. YCTaHOBUTb NPOBMPKM UK CTPUNbI B AYENKM PEAKLLMOHHOTO MogyAa npubopa.

MpumeyaHue: Heo6x0AMMO nepes, NOCTAaHOBKOW B ammnaMGUKATOP NAAHLWETHOro TMMNa 0CaauTb Kamau co
CTEHOK NPOBUPOK Ha BOpTEKCE.

8.3.5. 3anycTuTb BbINOJIHEHWE NPOrPaMMbl amnandUKaLMK C AeTekunei GayopecLeHTHOro CUrHana.

8.3.6. lNpubop nNpoBOAMT perucTpauuio ¢AyopecUueHTHOro CUrHana aBTOMATMYECKU B perume
«PeanbHOro BPEMEHUY,
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8.4. AHanu3 n 06paboTka pe3ynbTaTos
AHanus n 06paboTKy pe3ynbTaToOB MOMKHO NPOBOAMUTD:

— B aBTOMATUYECKOM peXxume C WCNoNb30BaHMEM MporpammHoro obecneyenua FRT-Manager
(OO0 «NHTep/labCepBurCc», Poccusa) cornacHoO pyKOBOACTBY MO/Mb30BaTeNA, BbIBpaB METOAMKY, YKa3aHHYIO
BO BK/iablile, npunaraemom K Habopy. PyYKoBOACTBO MO/b30BaTeNA pasMeLleHo Ha obuLManbHOM canTte
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM peXKMMe C MOMOLLbIO NporpammHoro obecneveHuss npubopa, Ucnonblyemoro Ans
nposegeHua OT-MUP c peTekumein B pexume «peasbHOro BPEMEHM», COMNACHO MHCTPYKLMW MO €ro
NPUMEHEHWMIO, MHCTPYKLMK MO NPUMEHEHUIO HAabopa M KPAaTKOMY PYKOBOACTBY, Mpuaaraemomy K Habopy.

BHUMAHMUE! O6paboTKy aaHHbIX (GNyopecLeHTHbIX KPUBBIX), MOMYYEHHbIX B MPOrpaMmmHOM obecrneyeHun
npubopa, ncnonblyemoro ana nposegeHus OT-TILP c aetekumen B pexnMme «peasibHOro BPEMEHMUY,
NPOBOAMUTb COTNACHO MHCTPYKLMM NO €ro MPUMEHEHMIO.

O6paboTKa U pacyeT pe3ynbTaToOB NPOUCXOAMUT HA OCHOBAHUMW HaNMUUA (MU OTCYTCTBUA) NepeceyeHns
KpuBoi dayopecueHumm S-obpasHoi (curmoobpasHoit) Gpopmbl C YCTAaHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBoN MHUEN, YTO onpeaenseT Haauyme (UAKn oTcyTCTBUE) ANA AaHHOoMN Npobbl AHK 3HaYeHua
noporosoro uukna (Ct) B cooTtsetcTByiouleit rpade Tabauubl pesynbtatos. MapameTpbl 06paboTKM
$NyopecLeHTHbIX KPMBbIX 3aBUCAT OT UCMOJIb3yeMOol Modenun amnindurKaTopa.

KpvBble HakonneHus GAYOPECLEHTHOTO CUrHaia aHanM3MpyloTca Mo 2-M  KaHanam  JAeTekuuu
(cm. Tabnunuy 7).

Tabanua 7
JDetekuua ¢ayopecueHTHOro CMrHana
KaHan ana dnyopodopa R6G® Cy5
MPoayKT aMnANGUKaLMM kOHK, cuHTesnposaHHaa Ha matpuue PHK [IHK BKO

Kanuumsmpyca Kowek (Feline calicivirus)

8.5. UHTepnpeTauua pesynbraTtos
MHTepnpeTaumio pe3yabTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYHO B COOTBETCTBUM C Tabivuen 9 M KpaTKUM PYyKOBOACTBOM, MpuaraemMbiM K Habopy.
PesynbTaT UCCNeLOBaHWA CYMTAKOT OOCTOBEPHbLIM, €CAN Pe3ynbTaTbl, MOJYYEHHbIE A/1A KOHTPO/bHbIX
06pasLOB, COOTBETCTBYIOT KPUTEPUAM BAaNNMAHOCTU, YKa3aHHbIM B Tabauue 8 M B KpaTKOM PYKOBOACTBE,
npunaraemom K Habopy;

— B aBTOMATMYECKOM peXumMe C WCMoib30BaHMEM MporpammHoro obecneyeHuns FRT-Manager
(000 «UNHTep/labCepBuc», Poccua) cornacHo pyKoBoACTBY MOAb30BaTe/NsA, BbiIbpaB METOAMKY, YKa3aHHYIO
BO BKNaApllle, MpMaaraemMom K Habopy. PyKoBoACTBO NO/b30BaTeNs pasMeLLLeHO Ha odpuLManbHOM caliTe
000 «UHTep/labCepsuc» no aapecy: https://www.interlabservice.ru/service/frt/. Kputepun sanmaHoctu
pe3ynbTaToB, MOJYYEHHbIX AN KOHTPOJEW, U aNropuUTM MHTepnpeTaumu pesyabTaToB A8 UCCaeayeMblX
06pa3LoB, MCNO/Ab3yemble B MPOrPaMMHOM obecneyeHuu, npeacTaBneHbl B Tabavuax 8 w9
COOTBETCTBEHHO, M B KPAaTKOM PYKOBOACTBE, NpuaaraeMom K Habopy.

6 Netekumsa curHana ana dayopodopa R6G ocylecTBAAETCA NO KaHaay AeTeKUMM ANA aHaNormuHbix Gayopodopos
Hex, Joe, Yellow.
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Tabnunua 8
KpuTtepuu BannaHocTn gas KOHTPOAbHbIX 06pa3uoB

3HaueHune noporosoro uukKna (Ct) ana amnandpukatopos

KoHTponb POTOPHOro / NNaHWETHOro TUNOB NO KaHany ansa ¢ayopodopa
R6G Cy5
MKO FCV (nonoKuTenbHbil OnpeaeneHo 3HavyeHune Ct
- OTcyTcTBYET
KOHTPO/Ib) He BbllUe rPaHNYHOro
OKO (OTpMLL?TeanbIM OreyrcTayer OnpegeneHo 3HavyeHune Ct
KOHTPOJIbHbIN 06pa3seL) He Bbllle rPaHUYHOro
K- (o arte 7
K(o:'FT);:nZ I'}I1 EE;’M OTcyTcTBYeET OTcyTcTBYeT
Tabnmua 9

MHTepnpeTauua pe3ynbTaToB ANA Uccnegyembix o6pasuos

Pe3ynbTatbl (3HaueHMe noporosoro yukna (Ct) gna npubopos

UHTepnpeTtauma
POTOPHOro / NNaHWETHOro TUNOB)

3HaueHue Ct no KaHany gna ¢ayopodopa R6G otcyrcTByeT, npu
3TOoM 3HauyeHue Ct no KaHany ana payopodopa Cy5 onpegeneHo He
BblLLE rPaHUYHOro’.

PHK kanuumsupyca Kowek
He obHapyKeHa

3HaueHue Ct no KaHany ans ¢pnyopodopa R6G onpegeneHo. Mpu
3TOM KpuBaa ¢yopecueHUMn AaHHOW Npobbl NO JAaHHOMY KaHany
nepecekaetT MNOPOroOBYD JIMHUIO HA Y4YaCTKe XapaKTepHOro
3KCNOHeHUManbHoro nogbema dnyopecueHumn. 3HadyeHue Ct no
KaHany ans payopodopa Cy5 onpeaeneHo Uam oTcyTcrayer.
3HaueHue Ct no KaHany gns ¢nyopodopa R6G oTcyrcTByert, npu
3Tom 3HadyeHue Ct no KaHany gns ¢ayopodopa Cy5 onpeaeneHo
BbilLie FPAaHUYHOTIO UM OTCYTCTBYET.

PHK kanuuusupyca Kowek
o6HapyKeHa

HesanugHbin!
C6oii BKO! TpebyeTca noBTOpUTb aHanM3

8.6. Bo3moXHble oWwmnbKu

8.6.1. [na uccnepyemoro obpasiua onpeseneHo 3HaYeHWe NOPOroBOro LMKAA, NpU 3TOM Ha rpaduke
dbyopecLeHUUN OTCYTCTBYET YYACTOK XapPaKTEPHOIO 3KCMOHEHLMaNbHOMO noabema (rpaduk npeacrasnser
coboli NpubAnsnUTeNbHO NPAMYO AnHWUIO). HeobxoaMmo NpoBepuTb NPaBU/IbHOCTb BbIOPAHHOMO YPOBHSA
NMOpOroBOM NMHWUM UM NAapaMeTpoB pacyeTa 6a30BOM NMHUW. ECM pe3ynbTaT NoayyYeH Npu NpPaBUIbHOM
YPOBHE MOpPOroBol NuHUK (6a3oBoi AMHUK), TpebyeTca nosTopHo npoBectu OT-MUP u getekuuto ans
aToro obpasua.

8.6.2. MMpuunHammM noayyeHnn HesanuaHoro pesynbtata OT-MLP moryT 6biTb OLINMBKM NPU IKCTPAKLLMM
HYK/IEMHOBbIX KUCIOT UM Hannume MHrimbutopos. TpebyeTca NOBTOPHO NPOBECTM UCC/edoBaHME AAHHOMO
obpasia, HauMHaA C 3Tana 3KCTPAKLUMM HYKNEUHOBbIX KMCAOT. B ciyyae BocnponssoaMmOro pesysbrtata
pekomeHayeTcA NOBTOPHO NPOBECTU 3a60p M ncciegoBaHMe BUONOTMYECKOTo MaTepurana.

8.6.3. [lna oTpuuaTeNbHOrO KOHTpoabHOro obpasya (OKO) no Kavany ansa d¢ayopodopa R6G
onpeaeneHo 3HavyeHue noporosoro uUuMKna (Ct). BepoAaTHa KOHTaMMHaumsa nabopaTopuu MNpPoAyKTamMu
amnaMduUKauMM UANM KOHTaMMHAUMA Ha KaKom-nnbo 3Tane uccneposaHuA. Heobxoaumo npeanpuHATb
Mepbl NO BbIABAEHUIO U JIMKBUAALMN UCTOYHMKA KOHTaMWHAUMKU U MOBTOPUTb UCCNefoBaHWe ANA BCeX
06pasuoB, HaYMHanA c 3Tana sKkcTpakuuu PHK.

8.6.4. [ina otpuuatenbHoro KoHtpona MUP (K-) no kaHanam gns dayopodopos R6G u/uam Cy5
onpeaeneHbl 3HAYeHUs Noporosbix UMKNAOB (Ct). BepoaTHa KOHTamMWHaumsa nabopatopuu NpoayKTamu
amnAnUKaLMM UM KOHTaMMHAUMA peareHToB Ha 3Tane [LP. Heobxoaumo npegnpuHATb Mepbl Mo
BbIABNEHUIO U JINKBMAALMM UCTOYHUKA KOHTaMWHAUMK M NOBTOPUTbL MCCnefoBaHMe AA Bcex 06pasLos,
HaumMHaA ¢ atana MNLUP.

7 TpaHnuHble 3HadeHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpuUaaraeMom K Habopy.

Bepcma 05.10.23-1 14



8.6.5. lna uccneayemoro obpasla OTCYTCTBYET 3HayeHWe noporosoro uukna (Ct) no KaHanam ans
dnyopodopos R6G 1 Cy5, 4To CBUAETENLCTBYET O HEKAYECTBEHHOM NMPOBEAEHUMN IKCTPAKLMN HYKNENHOBDIX
KUCAOT WAM HANM4MKU MHIMO6UMTOpOB. TpebyeTcs MOBTOPHO MPOBECTU MCCNeLOBaHWE AaHHOro obpasua,
HauYMHaAA C 3Tana 3KCTPaKUMM HYKNEMHOBbLIX KUCAOT. B cnyvyae BOCAPOM3BOAMMOrO pesyabraTta
pekomeHAayeTcA MOBTOPHO NpoBecTu 3abop, NpeaBapuTebHYO NOATOTOBKY U nccnegoBaHue obpasua.

9. ®YHKUMOHA/NIbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npeaen obHapy»eHna®

Mpegnen ob6HapyxeHns Habopa «Amnaulpaim® Kanamuuempos KoweKk» 6bl1  onpeaeneH ¢
MCNoNb3oBaHMem npobut-aHanmsa c 95 %-oii J0BEPUTENbHON BEPOATHOCTbIO M cocTasnset 1,0x10°
Konuii/mn ansa PHK kanuumsupyca Kowek (Feline calicivirus) (cm. Tabanuy 10). 3HaueHMe XxapaKTepUCTUKK
AOCTUraeTca nNpu coboLeHnn NpaBuI, yKasaHHbIX B pasgene «Mccnegyemblii matepmany.,

Tabnnuya 10
Mpepen o6HapyXeHna Habopa
Bupyc Mpeaen obHapyxeHus, Konuii/mn

Feline calicivirus 1,0x103

9.2. AHaAuTUYeCcKana cneuuPUUYHOCTb
Habop peareHToB 06HapyxunsaeT dpparmeHTbl PHK Kanuumsmpyca Kowek (Feline calicivirus).

AHanutnyeckaa cneumduyHocTtb Habopa oueHuBanacb TectMpoBaHnem HK MUKpoopraHMsmoB W
BUpycos (cm. Tabnunuy 11). HK MMKPOOPraHM3moB 1 BUPYCOB B KOHLLEHTPaLMK He meHee 1,0x10° konuit/mn,
BHOCWU/IN B 06pa3ubl BMoNOrMyeckoro matepuana, He cogeprkaline onpeaensemyto ¢ Nomollblo Habopa
PHK kanuumsupyca Kowek (Feline calicivirus).

Tabnunuya 11
MuKpoopraHusmbl U BUPYCbl, UCNO/Ib3yeMbie A1 OLLeHKU aHaNUTU4YecKom cneumupuuHocTm

MMUKpOOpraHusmbl M BUPYCbI
Feline Herpes Virus type 1 (FHV-1) Feline Reovirus
Mycoplasma felis Staphylococcus aureus

Bordetella bronchiseptica -

Mpu TecTupoBaHuM o06pasyoB HK  BblWeNepeyncaeHHbIX MWKPOOPTraHM3MOB W BUMPYCOB C
MCNoab30BaHNeM Habopa NePeKPECTHbIX peaKL it BbiABAIEHO He 6bin10.

8 Npepen obHapy>keHUa — 95 %-0e NONOMKUTEIbHOE NMOPOroBoe 3HauYeHue KOoHUeHTpauuu (KoHueHTpauma AHK/PHK
BblAABAAEMbIX BO36yauTeNei, Npu KoTopoit 95 % TecToB AAtOT NONOKUTENbHBIN PE3yNbTaT).
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10. YCNoBUA XPAHEHUA, TPAHCMTOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. CpoK rogHOCTH

Cpok rogHoctTn Habopa cocTaBnseT 12 mecaues OT AaTbl U3roToBaeHUA. Mocae BCKPbITUSA peareHTbl
MCMONb30BaTb A0 UCTEYEHUA CPOKa rogHOCTM Habopa. Habop € UCTEKLLIMM CPOKOM FrOAHOCTU MPUMEHEHMIO
He NoaNexuT.

10.2. TpaHcnopTUpoBaHue

Habop TpaHcnopTupoBaTtb Npu TemnepaTtype oT muHyc 24 °C go muHyc 16 °C Bcemu BUAAMMU KPbITbIX
TPAHCMOPTHbIX CPeACTB B TEPMOKOHTEMHEPAX C XN1a403/IEMEHTAMN UM B aBTopedpurKepaTopax.

JonycKaeTcs TpaHcnopTMpoBaHue He 6osiee 3 cyTok Npu TemnepaType oT 2 °C ao 8 °C.

Habop, TpaHCNOPTUPOBaHHbIA C HApyLEeHWEeM YKa3aHHOro TeMMNepPaTypHOro pexKMma, NpUMMeHEHUI0 He
NoANEXNT.

10.3. XpaHeHue

Habop xpaHuTb npu Temnepatype oT MmuHyc 24 °C go muHyc 16 °C B 3alUMLLEHHOM OT CBETa MecTe B
TEeYeHne BCero CPoka rogHocTM Habopa.

PeareHTbl nocne BCKPbLITUA XpPaHWUTb B TEX XKe YCNOBUAX, YTO U peareHTbl A0 BCKPbITUA. HEBCKpPbITbIE U
BCKpPbITble peareHTbl CTabu/bHbl B TEYEHWE CPOKa rOA4HOCTM, YKa3aHHOTO Ha 3TUKETKe, npu cobaoaeHun
YKa3aHHbIX YCNOBUA XpaHeHMA. PeaKumoHHas cmecb, npurotoBnaeHHaa u3 [LP-cmecn FCV, bydepa B un
PesepTasbl R XpaHeHWIo He NoaNexuT.

Habop, XpaHUBLLUUICA C HAPYLUEHNEM YKA3aHHOTO PeXKMMa XPaHEHUS, MPUMEHEHUIO HE NMOAJIEKMNT.

11. TAPAHTUX NPOU3BOAUTENA

Mpon3BoauTENb rapaHTUPYeT COOTBETCTBME XapaKTepPUCTMK Habopa TpeboBaHMAM, YKa3aHHbIM B
TEXHWMYECKOM W 3KCNAYaTaUMOHHOM [OOKYMEHTaLuKW, B TeYeHWe YKa3aHHOro CpoKa roAHOCTM Mpu
cobntoaeHUM BCEX YCA0BUIM TPAHCNIOPTUPOBAHWA, XPAaHEHUA U NPUMEHEHWA.

Peknamaummn Ha KayecTBo Habopa «Amnaulpaiim® KanuumeBMpo3 KOLIEK» HanpasBnaTb B agpec
npoussoautens 000 «Hekctbuox»: 111394, r. Mockea, yn. NMonumepHasn, 8 cTp. 2, Ten. (495) 620-08-73, e-
mail: info@nextbio.ru.

KoHcynbTaumto no pabote ¢ HABOPOM, a TaKKe NO BONPOCAM, KAaCaloLMMCA KayecTBa Habopa, MOXKHO
NOlYYNTb MO KOHTaKTaM, yKasaHHbIM Ha obuumManbHoOMm caiTe MpoumssoanTena: www.nextbio.ru.
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12. CUMBO/1bl, UCMNOJIb3YEMbIE B AJOKYMEHTALUN NMPOU3BOAUTENA
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