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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 OTPULATENbHbIN KOHTPOJ1b SKCTPAKLUMMU

OKO OTpULATe/IbHbIA KOHTPO/IbHbIN 0bpa3sel,

K- oTpuuaTeNbHbI KoOHTpoab OT-MLP

MK NONOXKUTENbHbBIN KOHTPOAb OT-MLP

NnKo NONOMKUTE/IbHbIN KOHTPObHBIN 0bpaseL,

nup noanmepasHas uenHasa peakuma

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

HAUMMEHOBAHWUE 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) npegHasHayeH
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 AeTEKLMEN B pEXXUME «PeanbHOrO BPEMEHWN».

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

MaTtepuanom gna nposegerus [MUP cnyxkat npobbl PHK, 3akcTparMpoBaHHble W3 mccnegyemoro
maTepuana C Momolwbilo HabopoB peareHTOB, pPeKOMeHAOBaHHbIX [lpoussBoautenem 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 paccumMTaH Ha npoBeAeHWe wccnegosBaHua 96 06pasuoB, BKAOYAA KOHTpoau. Habop
npegHasHavyeH gnsa npoBefeHMA peakumm obpaTHon TpaHcKpunuum PHK n amnandukaymm nonyvyeHHom
KOAHK ¢ rmbpuansaumoHHo-GNyopecLeHTHON AeTeKuMen B pexMme «peasbHOro0 BPEMEHU» U MOXKET
MCNONIb30BaTbCA COBMECTHO C amMMIMGUKATOPaMM NAAHWETHOrO M POTOpHOro Tvna. [na nposefeHus
MOJIHOTO  McC/efoBaHMA HeobXxoguMMO WMCNO/Ib30BaTb Habopbl peareHToB pgnsa  aKcTpakuum  PHK,
pekomeHAoBaHHble B pasgene «JononHutenoHoe obopyaosaHWe U maTepuanbl». Habop moxet
MCNONb30BaTbCA COBMECTHO C aBTOMATUMYECKMMM CTAaHUMAMM SN MPUrOTOBAEHMA W A03MPOBAHUA
pPEeaKLUMOHHbIX CMECeMN.

Tabnuua 1
CocraB Habopa
PeareHT 06bem, mn Konunuecteo OnucaHue

bydepHbIi pacTtBop co cneumduHeckMmn npanmepamm,

MLP-cmeck FCV 1,10 1 npobupka dnyopecueHTHO-MeveHbIMMU 30HZ4aMMU 7 AHTO.
Mpo3payHan *KUAKOCTb.
bydepHbIi pactBop c TepMoCTabuabHOM
bydep B 0,70 1 npobupkKa OHK-nonvmepasoit  Taq, cynbdaTom  MarHus "

ypaumun-AHK-rnvkosumnasoi. NMpo3payHas KUAKOCTb.
BbydepHsbiii pactBop ¢ PHK-3aBucumoit HK-noanmepasoit.

PesepTtasa R 0,055 1 npobupka
Mpo3payHan *KMAKOCTb

KO FCV 0,26 1 npobupka MoNOXUTENBHBIN KOHTPOAbHbIV 06pased,
Mpo3payHan *KUAKOCTb.
OTpuuatenbHblit KoHTpob MLP.

K- 0,30 1 npobupkKa

Mpo3payHan XMaKoCTb.

Bepcua 09.09.26-2 4



Tabnuua 2
KomnnekTHocTb Habopa

KomnoHeHT dopmar Konunuecteo
Habop peareHToB - 1
MHCTPYKUMA No npumeHeHuto Habopa B 9/IEKTPOHHOM BUAeE Mo agpecy: nextbio.ru -
KpaTkoe pyKoBOACTBO MO NpUMeHeHUto Habopa B bymakHOM Buae 1
MacnopT Ka4yecTBa Ha Habop B 3/IEKTPOHHOM BUAE No agpecy: nextbio.ru -
BKknagblw Ans aBTOMATUYECKOM 06paboTKKM pesynbTaTos B BymarkHOM Buae 1

2.2. MpuHUMN metoga

TecTupoBaHWE COCTOUT U3 HECKOJIbKMX 3TanoB. Ha nepBom 3Tane ocyliecTBnAeTca akcTpakuma PHK us
06pasLoB Mccnegyemoro maTepuana COBMECTHO C BHYTPEHHUM KOHTPO/bHbim obpasuom (BKO B)L. Ha
BTOPOM 3Tane npoBOAMUTCA OAHOBpPeMeHHaa amnandukauma KAHK, cuMHTesMpoBaHHOM Ha MmaTpuue
reHomHoi PHK Kanuumsumpyca Kowek (Feline calicivirus), v kKAHK, cuHTesnMpoBaHHOW Ha maTtpuue PHK
BHYTPEHHEro KoHTpo/sibHoro obpasuya BKO B (MCKycCTBEHHO CMHTE3MPOBAHHAA Mocaen0BaTe/IbHOCTb), NpuU
nomoLm cneumPuUHbIX K 3TOMY Y4acTKy nparimepoB U pepmeHToB PeBepTasbl R 1 Tag-nonvmepassbl.

[eTekuma nNpoayKkToB amnanduKaumm NpPoUCXoauT NyTEM U3MmepeHua ¢GyopecLeHTHOro CurHana B
peXMMe «peasibHoro BPeEMEeHW» 3a CYET UCMOoJ/Ib30BaHMA B COCTaBe peaKkLMOHHOM cmecn $ayopecLeHTHO-
MeUEeHbIX OJIMFOHYK1eoTAO0B (30HA0B). 30HAbI MBPUAMBYIOTCA C  KOMMAEMEHTAPHbIM  Y4acTKOM
amnanouumpyemoit  [OHK-mulieHn, B pesyabTaTe Yero MPOMCXOAWUT HapacTaHWe MHTEHCMBHOCTM
dnyopecueHUMnN. ITO NO3BOIAET PEFMCTPUPOBATb HaKoMAeHME cneumMdryeckoro NpoayKTa amnanpmukaumm
NyTEM U3MEPEHUA MHTEHCUBHOCTM (GIYOPECLLEHTHOTO CUrHaNa C NOMOLLbIO aMnanduKaTopa C CUCTEMON
AeTekunn GNyopecLLeHTHOrO CUrHaNa B PeXKMME «PeasibHOro BpeMeHu».

Habop peareHTOB COAEPKUT CUCTEMY 3aLLUTbI OT KOHTaMMHALMM aMMJIMKOHAMM 33 CYET NPUMEHEHMUA
depmenTa ypaunn-AHK-ramkosumnasbl (YAr) n TpudocdaTta gesokcmypuanHa. PepmeHTt YAl pacnosHaeT u
KaTanmsmpyet paspyweHune uenen [OHK, cogepawmx pesokcnypmauH, Ho He [HK, cogepkalien
0Ee30KCUTUMUAMH. [Je30KcnypuanH oTcyTcTeyeT B npupogHoi [HK, Ho Bceraa npucyTcTByeT B aMM/IMKOHAX,
NocKkonbKy TpudocdaT fe30KCUypruanHa BXOAUT B cocTaB cmecn gHT® B peareHTax ana amnamdukaumu.
[e30KCcnypruanH genaet KOHTaMUHUPYIOWME aMMIMKOHbI BOCAIPUUMUYMBBIMUK K PaspyLLleHUto depmMeHTOM
YOI po Hayana amnandpukaumm OHK-muweHun, u, cneposaTesibHO, OHWM He MOryT ObiTb B Aa/ibHENLWEM
amnanduumpoBaHbl.

depmeHT YT TepMmonabuneH n MHaKTUBMPYETCA NpKU HarpeBaHuu Boiwe 50 °C 1 No3aTomy He paspyliaeT
aMN/IMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MUP.

Ha astane OT-MUP oaHoBpemeHHO B OAHOM npobupke npoxoaAut amnanoukauma KOHK,
CUHTE3NPOBAHHOM Ha MaTpuue reHomHoW PHK Kanuumeupyca Kowek (Feline calicivirus), w kOHK,
CUHTE3MpOBaHHOM Ha MmaTtpuue PHK BHyTpeHHero KoHTposbHoro o6pasua BKO B. Pesynbtathbl
aMnIMOUKALLMM PETUCTPUPYHOTCA MO 2-M Pa3IMYHbIM KaHanam GayopecLLeHTHON aeTekumu (cm. Tabauuy 3).

Tabnuua 3
CootBeTtctBue HK-muweHen n KaHanoB ¢payopecueHTHO aeTeKuum

Kanan ans payopodopa R6G? Cy5

KOHK, cnHTesnposaHHaa Ha matpuue PHK

. L BKO B
Kanuumsmpyca Kowek (Feline calicivirus)

AOHK-muweHb

MCKyCCTBEHHO CMHTE3MPOBAHHAA

O6nactb amnandurKaumm ORF 2
nocnefoBaTe/IbHOCTb

1 BKO B BxoauT B cocTas Habopa peareHToB, PEKOMEHA0BaHHOro MPoM3BoANUTENEM /1A SKCTPAKLMM HYKNEUHOBbIX
KMCNOT U3 UCCefyemoro matepuana.

2 letekuma curHana ana dayopodopa R6G ocylecTBAAETCA N0 KaHaly AeTeKUMM A1 aHaNOMMUHbIX GAyopodopos
HEX, JOE, Yellow.
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3. KOHTPO/J1b KAHECTBA

B cootBetctBuMM c ISO 13485-ceptudunuympoBaHHon Cuctemolr MeHearkmeHTa KauyectBa KomnaHuu
000 «Hekctbro», Kaxkpgan cepua Habopa peareHToB «AmnanMpainm® Kannmumemnpos Kolek» nposBepaeTcs
Ha COOTBETCTBME 3apaHee onpegeneHHbiM TpeboBaHuam pana obecnevyeHMA MNOCTOAHHOFO KadecTBa

NPOAYKLMM.

4. OFPAHUYEHUE METOAUKU UCCNEAOBAHUA

4.1. Habop npvmeHAETCs TO/IbKO 419 BETEPUHAPHbBIX U APYrMX HEMEAULMHCKMX Lienei.

4.2. Habop npeaHasHayeH Aia paboTbl TOMbKO C MUcc/ieayeMbiM MaTepUanomM, yKasaHHbIM B pasgene
«HasHauyeHune». MicchepoBaHue apyrux BMA0B MaTepPManoB MOXKET NPMUBECTU K NONYHYEHUIO He4OCTOBEPHbIX
pe3ynbTaTos.

4.3. MonyyeHne  [OOCTOBEPHbIX  Pe3ynbTatoB  obecrneymBaeTcs  BbIMOJHEHMEM  TpeboBaHUN,
npeabaABAAeMbIX K B3ATUIO, TPaHCMOPTUPOBAHMIO, MOArOTOBKE U XpaHeHuo o06pasLoB uccieayemoro
mMmaTepuana (cm. pasgen «Mccneayemblii matepuany).

4.4. C nomolubto Habopa «Amnaulpaiim® Kannumeupos kowek» Bo3moxHo OT-MLP-uccneposaHue
ToNbKO nNpo6 PHK, 3KcTparMpoBaHHbIX M3 WCCAELYyEMOrOo MaTepuana COBMECTHO C BHYTPEHHUM
KOHTPOAbHbIM 06pasuom 3KcTpakumm — «BKO B», BxogAwmMm B coctaB Habopa Ana nposeaeHus
akcTpakumm HK. be3 ncnonbsosaHmna BKO B HeBO3MOXHO NPOBECTU OLLEHKY BaMAHOCTU NOCTAHOBKM.

4.5. MpmeHeHWe Habopa BO3MOMKHO TO/NbKO MepcoHanom, ObyyeHHbIM Mpasuaam paboTbl B
nabopaTtopuu, BbIMOAHAIOLWEN MONEKYNAPHO-BMONOTMYECKME UCCNea0BaHUA.

4.6. MNpun pabote c Habopom cresyeT UCMOb30BaTb TOJIBKO aMMIMPUKATOPbI C CUCTEMOI AEeTeKUUK
$AYOpPECcUEeHTHOrO CUrHaNa, XapaKTePUCTUKU KOTOPbIX YAOBAETBOPAIOT TPebOBaHMAM, YKasaHHbIM B
pasgene «lononHuTenbHoe 060pya0BaHNE U MATEPUANbIY.

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa ponKHa NpoBOAUTBLCA B NlabopaTopuAx, BbIMOJHAOWMX MONERYNAPHO-6MONOrnyeckne
uccneposanua. MNUP-uccneposaHna [o0AXKHbI NPOBOAUTLCA € cobntogeHnem TpebOBaHUIN MeToAMYEeCKUX
yKasaHuit MY 1.3.2569-09 «OpraHu3auusa paboTbl abopaTopuii, UCNONbL3YIOWMX METOAbI aMNANPUKaLUM
HYKNEWHOBbLIX KUCAOT MNpu paboTe C MaTepuanom, COAEPNKaMM MUKpoopraHmsmbl -1V rpynn
naToreHHocTU» 1 nNpasuAn «Mpasuna NnposeaeHUA pPaboT B AnarHocTMyecknx 1abopaTtopunax, MCNONb3YHOLLMUX
MEeTo, NOIMMEPa3HON LEeNHOM peakuumn (OCHOBHbIE NOJIOXKEHUA)» (YTBEPKAEHDBI NPUKA3OM PYKOBOAUTENS
JdenapTameHTa BeTepuHapmum MuHcenbxosnpoga P® 27.01.1997).

5.2. Mpu paboTe HeoHX0AMMO BCErAa BbINOMHATL Cieaytowme TpeboBaHuA:

- [pumeHAaTb Ha6op CTpOro no HadHa4eHUo B COOTBETCTBUN C I,CI,aHHOl‘/‘i VIHCTpYKLI,VIEVI. OTKNOHEHMe OT
nponuncaHHbIX npoueayp w“ nopAagka AEVICTBMIZ MOXeT npmBeCctn K MNOJy4eEHUIO HeOoCTOBEPHbIX
PEe3y/IbTaTOB aHa/In3a.

- JNlabopaTopHblM nNpouecc A0MKeH ObiTb OAHOHaNpaBAeHHbIM. AHanuM3 cneayetT NposBoAUTb B
OTAEeNbHbIX MomelleHMax (30Hax) B cooTBetcTBMM ¢ MY 1.3.2569-09. He Bo3Bpawartb 06pasupl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOpoW Bblna NpoBeaeHa NpeablayLias cTagma npouecca.

- Yb6upatb M Ae3nHOMUMpPOBaTb Pas3nnTble 06pasLbl AW peareHTbl, UCNOAb3YA Ae3nHPULUMpyoWwme
cpepncTsa B cootBeTcTBMM ¢ CaHluH 3.3686-21.
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- YpanAaTb HEUCNO/Ib30BaHHbIE peareHTbl, peareHTbl C MCTEeKWMM CPOKOM T[OAHOCTM, a TaKXe
MCNON1b30BaHHbIe peareHTbl, YNaKOBKY, 6uonormyeckuni maTepknan, BKAKOYaA maTtepunasbl, UHCTPYMEHTbI U
npegmerTsbl, 3arpA3HeHHble 6ronormyeckum MaTepnanom, B COOTBETCTBUU C TDEGOBaHMﬂMM
CaHlnH 2.1.3684-21.

BHUMAHMUE! MNpwn yganeHnn otxonoB nocae amnandoukaumm (npobmnpok, cogepxamx npoaykrol OT-MLP)
HeAoMNyCTUMO OTKPbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHUE COL4EPHKMMOTO, MOCKO/IbKY 3TO MOXKET MPUBECTU K
KOHTaMWHaumn npoayktamu MLP nabopatopHOM 30HbI, 060pYyA0BaHWNS U PeareHToB.

- Wcnonb3oBaTb M MeHATb NPU KaXKAoM onepaunmn o4HOPA30Bble HAKOHEYHUKU A1 aBTOMATUYECKUX
[,03aTopoB C PUALTPOM.

- Mocyaa (CTYnKM 1 NeCTUKM) U MEeTaNIMYECKME MHCTPYMEHTbI (CKanbneaun, HOXHULbI, MUHLETLI U T.M.),
MCNo/Ib30BaHHble A5 NPeAnoAroToBKM NpPob, BblAEPKUBAIOTCA B PacTBOpPe Ae3NHOULMPYIOLLErO CPeaCcTBa
(Hanpumep, 0,2 % pacTBOP HATPUEBOWM CONU AMXNOPU30OLLMAHYPOBOM KMUCOTbI) B TEYEHWE OAHOrO 4aca,
MOIOTCA BOAONPOBOAHON BOAOW C MOBEPXHOCTHO-AaKTUBHbIMU MOIOLLMMU CPEACTBAMM U NOC/E OTMbIBAHMA
B MPOTOYHON M [EMOHM30BAHHOW BOAE BbICYLUMBAKOTCA B CyXOXapoBOM LKady B TeyeHwe 4 4acos npu
Temnepatype 180 °C.

- [loBepxHOCTU CTONOB, @ TaKXe NOMELLEHMA, B KOTOPbIX NpoBoaMTCcAa noctaHosKa OT-TMUP, 4o Havana
M nocse 3aBeplieHna paboT Heobxoanmo noasepraTb yabTpaduronetroBomy obyyeHuto B TeyeHme 30 MUH.

- Habop peareHTOB npegHasHayeH ANs  OAHOPA30OBOrO0 MPUMEHEHWSs NpU  NpoBeaeHMU
OT-NUP-nccnepoBaHns ykasaHHOro Konmdectsa npob (cm. pasgen «CoctaB M KOMNAEKTHOCTbY).

- Habop peareHTOB roToB K NPUMEHEHWUIO COTNAcCHO AAaHHOM MHCTPYKLMU. MpMMeHATb Habop cTporo
Mo Ha3Ha4YeHuIo.

- He wncnonb3osaTb Habop peareHToB, eCAM HapyleHa BHYTPEHHAA YNaKOBKA, WM BHEWHWI BUA,
peareHTa He COOTBETCTBYET OMMUCAHUIO.

- He wucnonb3osaTtb Ha6op peareHToB, ecan He CO6/'IIOLI,3/'IMCI: ycnosunAa TPaHCNOPTUPOBAHMNA U
XpaHeHMA COrnacHO MHCTPYKUUN.

- He ucnonb3osatb Ha6op peareHTos Nno ncre4yeHmn CpoKa rogHoCTun.

- Wcnonb3oBaTb 04HOPa30Bble HeoNyApeHHble nepyaTtku, NabopaTopHble XanaThbl, 3alMLLATb F1as3a BO
Bpema paboTbl C obpasuamm M peareHTamu. TLWATENbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bce
onepauun NPoBOAATCA TO/IbKO B MepyaTKax A8 UCKAOYEHMUA KOHTaKTa C OpraHM3MOM YenoBeKa.

- He ecTb, He NMUTb M He KypuTb B Npouecce MCNoab3oBaHMA Habopa. M3beraTb BAbIXaHMA Napos,
KOHTaKTa C KOXKel, rna3amMu 1 camsuctot obosioukoi. He rnotats.

- Tlpu KOHTaKTe Hemen/IeHHO MPOMbITb MOPAXKEHHOEe MECTO BOAOM M MpPU MJOXOM CaMOYyBCTBUM
06paTUTbCA 33 MegUUMHCKOM nomoLbio. Mpy nonagaHny BHYTPb, PBOTY HE BbI3blBaTb, NPOMNOJOCKATb POT
BOA0M, 06paTUTLCA K Bpayy Npu NJI0XOM CaMOYyBCTBUM.

5.3.7TlpM  MCMONb30BAaHMM MO  HA3HAYEHUIO WU COBAIOAEHUM  BblENEPEUYUCNEHHbIX  Mep
NpeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa cogeprKaT HaTPMA asug, B KOHUEHTpauuu He
6onee 0,1% M COOTBETCTBEHHO HE KNAaCCMULMPYIOTCA KaK OnacHble U He TpebytoT cobntogeHus
cneumanbHbIX Mep NPeaoCTOPOIKHOCTH.

5.4. Cneunduyeckne Bo3aencTemA Habopa Ha OPraHM3M YenoBeKa:
- KaHUeporeHHbIn 3pdeKT oTCyTCTBYET;
- MyTareHHoe feicTBue oTCyTCTByeT;

-  penpoayKTMBHaA TOKCUYHOCTb OTCYTCTBYET.

Bepcua 09.09.26-2 7



6. AONOJ/IHUTENIbHOE ObOPYJOBAHUE U MATEPUADbI

6.1. B3atne ucchegyemoro marepuana

6.1.1. OgHopa3oBble NOAMMNPONUIEHOBbIE NIOTHO 3aKpbiBatoLmMeca Npobupkm obvemom 1,5 — 2,0 ma.
6.1.2. BakyymHble NnpobupKkn ana 3abopa KPoBM ¢ aHTUKoarynsHTom (SATA, uutpat HaTpus).

6.1.3. [IByXCTOPOHHME UrNbl a5 3abopa KPOBU B BaKyyMHble NPOBUPKN.

6.1.4. 30HA oNA B3ATMA BMONOTMYECKOTO MaTepmnana co CM3UCTbIX 06004EK.

6.1.5. TpaHcnopTHaA cpena oA B3ATUA, TPAHCMOPTUPOBAHUA U XpaHeHUA BMOAOrMYecKkoro matepmana,
cogeprKallan KOHCEPBAHT MU CTEPUABbHBIN GU3NONOTNYECKUIA PACTBOP.

6.2. IKcTpakuua PHK 13 uccnegyemoix obpasuos

6.2.1. Habop peareHtoB pana 3Kctpakuum [AHK/PHK «MarHolpainm® BET» («®opmart 96»)
npoussoactea OO0 «Hekctbuo», Poccus, unm «Amnaulpaiim® PUBO-npen BET» npoussoactea 000
«Hekctbuno», Poccus, nunm nioboit apyrot Habop, COOTBETCTBYIOWMI cneayowmm TpeboBaHMAM:

- Habop nossosnseT BblaenaTb PHK 13 naTtosornyeckoro matepuana oT Kollek (Masku Co CAN3UCTOMN
060/104KM POTOBOW MONOCTU, HOCOBOW MONIOCTU, KOHBIOHKTUBbI; Le/ibHas KPOBb) METOA0M NOAUMEPA3HOM
LenHok peakuum c obpatHon TpaHckpunumei (OT-MNLUP) c rubpuansaumoHHo-GyopecLeHTHON AeTekumnen
NPOAYKTOB aMnandpUKaLMnN B peXKUME «PeasibHOro BPEMEHNY;

- coctaB Habopa BkAo4vaeT peareHT OKO (oTpuuaTenbHbIi KOHTPOAbHbIM 0bpaseu) u BKO B
(BHYTPEHHMI KOHTPO/IbHbIV 0bpaseL);

- Habop nossosseT uccnenosatb 06pasubl 06vemMom He meHee 100 mKn;
- Habop no3BosfeT NPOBOAUTbL 3/10UNI0 oYMLeHHOoM PHK B 06beme He meHee 50 mKn.

BHUMAHMUE! TMpu wucnonbs3osaHnm Habopos ans 3sKcTpakumm [AHK/PHK apyrux npowussoautenei,
HeobxoAMMO [OMNOJIHUTENBHO MNpuobpecTn Habop peareHToB «MarHollpaiim® BET» ¢opmbl Bblinycka
«®opmat KoHTponu». PeareHT BKO B cneayet nob6aBnatb BO BCe uccienyemble 06pasubl, a TaKke B
OTpuULaTENIbHbIM KOHTPO/IbHbLINM 06pa3sel, (OKO).

6.2.2. JononHUTeNbHble MaTepuanbl U o0bopyaoBaHue, HeobxoaMmble ANA 3KcTpakuum OHK/PHK, —
COrNacHO MHCTPYKUMK K Habopy peareHToB Aaa sKkcTpakumm AHK/PHK.

6.3. AMnanduKauma, AeTeKuus nPoayKToB amnauduKkauum, aHanus U UHTepnpetauusa
pe3ynbraToB

6.3.1. OgHopasoBble MNoAMNpPONMAeHOBble NPobupkn, csoboaHble ot [HKas/PHKasz, cneayrouimx
BMAOOB:

- 3aBMHUMBAIOLIMECA NPOBUPKMU N KPLILWKK K HUM WAM NAOTHO 3aKpbiBatolmeca Npobupkmu obbemom
1,5 Mn — 4118 NPUroTOBAEHUA PEaKLMOHHOMN cMmecy;

- TOHKOCTEHHble npobupkn gna MUP obbemom 0,2 MA C BbINYKAONM WAW MAOCKON OMNTUYECKM
NpPOo3paYHON KpbIWKOM NAK Npobupkn obbemom 0,2 Ma B CTpMMax no 8 WT. C NPO3PaYHbIMM KPbIKaMKU —
ansa nposegenusa MUP npy ncnonb3oBaHUM amnaMduKaTopa NAaHWETHOro TUNa;

- TOHKOCTeHHble Npobupku ansa MUP o6bemom 0,2 M C NNOCKOKN KpbILWKOW nan npobupku ans MLP
obbemom 0,1 mn B cTpunax no 4 WT. C KpblWwWKamu — ana nposegeHus MUP npu mncnonbsoBaHuu
amnandurkaTopa poTopHOro TMna.

6.3.2. OgHopa3oBble HaKOHEYHWKM, cBoboaHble oT JlHKa3/PHKa3, ans f[o03aTtopoB nepemeHHOro
obbema ¢ punbTpom o 100 mKn.
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6.3.3. LUtatuebl ans npobupok obbemom 0,2 mn mam 0,1 mn (B COOTBETCTBUM C WUCMNO/b3yeMbIMM
npobupkamu ans MNLP).

6.3.4. BoKc abakTepuanbHoi Bo3ayLwHom cpegbl (MLIP-60Kc).
6.3.5. LeHTpudyra-sopTekc.
6.3.6. ABTOMaTM4ecKune 403aTopbl NepeMeHHoro obbema.

6.3.7. CraHuMAa aBTOMATM4YeCKaa C moaynem AanAa npurotosneHnAa wn Oo3MpPoBaHUA PEAKLMOHHDbIX
CMecen U KOMMNAEKT PacXo4HbIX MaTepumanoB K Hel cornacHo UHCTPYKLUMUKN - B ChydYae NpuUrotossieHUA
PeaKUMNOHHbIX CMecei ¢ UCMo/Ib30BaHNEM aBTOMATUYECKOM CTaHUWnn.

6.3.8. Mporpammunpyemblit amnanduUKaTop POTOPHOTO MAM MIAHLWETHOrO TUMA C CUCTEMOW AeTeKuun
bNyopecLeHTHOrO CUTHasa B peXUME «pPeasbHOr0 BPEMEHW», COOTBETCTBYIOLMA  Ccneaytowmm
TpeboBaHMAM:

- Hanuume ABYX 1 6onee He3aBUCMMBbIX KaHaNoB GpNyopecLEHTHON aeTeKkumn gna dayopodopos REG
1 Cy5 ¢ XxapaKTepUCTUKaMM, yKasaHHbIMK B Tabauue 4:

Tabnuua 4
Tpebyemble XapaKTepUCTUKUN KaHaANOB ¢yopecL,eHTHOU AeTeKkuumn
ANWHDbI BONH, HM
KaHan ana ¢pnyopodopa Bo36byxaeHus JeTteKkuuun
MuHumym Makcumym MuHumym Makcumym
R6G 515 532 545 580
Cy5 620 640 660 690

ANA Np1BOPOB NAAHLETHOro TUMa Haan4Yne NoAOrPEBAEMON KPbILWKM C TemnepaTypoit 6onee 99 °C;

TOYHOCTb NoAAepKaHUA Temnepatypsl < +0,5 °C;

CKOPOCTb Harpesa He meHee 1,5 °C/cek;

CKOPOCTb OXNaXkaeHua He meHee 1 °C/cek.

6.3.9. X0onogunbHUK C MOPO3UNbHOM KaMepoW, NoaaepKMBatoLLeil TeMnepaTypPHbIA PEXUM OT MUHYC
24 °C go muHyc 16 °C.

6.3.10. OTaenbHbIM XxanaTt, LWano4ykM, O06byBb M OAHOPa30Bble MepyaTKM B COOTBETCTBMU C
MY 1.3.2569-09.

6.3.11. EmKocTb ans cbpoca HAKOHEUYHMKOB.
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7. UCCNEQYEMbIA MATEPUAN

MaTepmanom Aana nccnenoBaHmA CRyXuT.
— Ma3KM CO CIN3UCTOM 060N0YKK pOTOBOﬁ nonocCTy, HOCOBOM NONI0OCTU, KOHBIOHKTUBDI,

— UefibHas KpPoBb.

7.1. B3aTue 1 TpaHCNOPTUPOBKA UcCC/ieayeMmoro matepmana

B3ATWe BEHO3HOW KPOBM NPOBOAMTCA NOC/AE AJUTENbHOMO roNo4aHus (He meHee 6 YacoB) B NPoBUpPKy C
aHTUKoArynsaHTom (pactesopom I4TA nau uuTpaTta HaTpwmsa).

Ona  TWaTenbHoro nepemelnBaHMA KPOBW C aHTUMKOAryasHTOM HeobXogMMO HECKO/IbKO pas
nepeBepHyTb NPOBUPKY.

JonyckaeTcsa xpaHeHe 0bpasLoB LeabHOM KpoBu A0 nposedeHua MNUP-uccnenoBaHums:
— npuTtemnepatype ot 20 go 25 °C — B TeyeHMe 6 4YaCoOB C MOMEHTA NOJIyYEHUA MaTepmana;
— npu Temnepatype oT 2 Ao 8 °C — B Te4eHme 2 CyTOK.

BHMMAHMUE! Heponyctnmo 3amoparkmMBaHue o6pasLoB LebHOW KPOBM.

B3aTue martepuana co CAM3UCTbIX 060/104EeK HOCOBOI MOJIOCTU, POTOBOWM MOJIOCTU, KOHBIOHKTUBDI
NpoBOAMTCA C MOMOLLbIO CTEPUALHOMO 30HAA-TamMmnoHa B NPOBUPKY C TPaHCMOPTHOW cpedoin wuau
$dUn3M0IOrMYECcKMM pPacTBOPOM, NpPM HEOBXOAMMOCTU MnpeaBapuTesibHO 0bpaboTaB mMecTa NMopaxkeHua oT
rHOA MmapseBbiM TaMIMOHOM.

BUoNOrMYECKMIt maTepuan, NMOMELLEHHbIM B TPaHCMNOPTHYO cpeay WAM GpU3MONOTMYECKUIA pacTBop,
XPaHUTb M TPaHCMNOPTUPOBATb COrMacHO TPebOBaHMAM, YKa3aHHbIM B MHCTPYKUMU K WMCMNO/b3yemoi
TpaHCMNOPTHOWM cpeae.

[JonyckaeTca xpaHeHMe 06pasLLOB Ma3KoB A0 nposeaeHua MLUP-nccnegosaHma:
— npu Temnepatype ot 20 o 25 °C — B Te4yeHue 6 4acos;

— npuTemnepartype ot 2 o 8 °C — B Te4yeHune 1 cyToK;

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

— npuv TemnepaType muHyc 68 °C — anurenbHo.

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

7.2. NoarotoBka matepuana K uccnefoBaHuio

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

MccnepoBaHne AoMKHO npoBognTbCA NPU HOPMaJibHbIX MOKA3aTENIAX MUKPOK/IMMATA 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 [poussogutenem B
pasgene «lononHutenbHoe obopyaoBaHMe n maTepuanbi». Nopasok paboTbl ¢ Habopamu ana aKCTpaKLmm
PHK cmoTpuTe B MHCTPYKLMKU NO UX MPUMEHEHMIO.

Kaxgas rpynna sKcTparMpyembix 06pasuoB A0/XKHa COMPOBOXAATLCA MOCTAaHOBKOW OTPULLATENbHOMO
KoHTponbHoro obpasua (OKO)* B ogHom nosTtope. Mpu nposegeHun sKcTpakumm PHK, Bo Bce npobbl
cnepyeT BHOCUTb BHYTPEHHWUI KOHTPO/bHbIN 06pasel, (BKO B).

B npouecce aKcTpakumm PHK ncnonb3oBath cnegytowme o6bembl peareHToB 1 nccaeayembix 0bpasuos:
— ob6bem nccnegyemoro obpasua — 100 MK B NpobupKn ans nccnegyembix obpasuos;

— 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, ucnonblyemoro gaa sntouun PHK, — 50 mkn (npu mcnonb3oBaHuMM Habopa ana
aKcTpakumm AHK/PHK «Amnanlpaim® PUBO-npen BET») nam 100 mkn (npu ncnonb3osaHun Habopa ana
aKcTpakumm AHK/PHK «MarHolMpaiim® BET»), nam 50 — 100 mKka (npun ncnonb3osaHum apyroro Habopa ana
3KCTPaKLMM COrIacCHO UHCTPYKLMM 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 yKasaHMAM MHCTPYKLUK NO ee UCMOJIb30BAHMIO.

8.2.1. Paccuntatb obbembl MUP-cmecu FCV, bydepa B u Peseptasbl R, Tpebywowueca ana
NPUroTOBNAEHMUS PEAKLUMOHHOMN cmecKn (cm. Tabauuy 5). CMecb roToBUTbL Ha oObLLee YMCI0 uccaeayemblix U
KOHTPO/IbHbIX 06pa3L,0B NAOC 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)

3YKasaHbl OOMNYCTMMble HOPMbI TemnepaTypbl UM OTHOCMTE/NIbHOM BNAKHOCTM BO3dyxa B paboyeit 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuMamM [OCT 12.1.005-88 «Cuctema CTaHZApTOB
6e3onacHocTv Tpyaa. ObLne caHUTapHO-TUrMeHnYecKkme TpeboBaHMA K BO3AyXy paboyeit 30HbI».

4 BxoguT B cocTas Habopa, pekomeHa0BaHHOro MpounssoanTenem An8 NPOBeAEHNA SKCTPAKLIMUN HYKAEMHOBbIX KMCOT.
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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
PeBepTasoi R KpaTkMM LLeHTpUyrMpoBaHUem.

8.2.3. MpuroToBUTb PEaAKLUNOHHYIO CMECb B OTAE/IbHOM NpobupKe, 406aBMB KOMMNOHEHTbI B 0Obemax,
paccumtaHHbix B n. 8.2.1. [lepemewatb CMeCb Ha BOPTEKCE W 0OCagUTb KanNaum  KpaTKUM
LeHTpPUPYrMpoBaHMeM.

8.2.4. OT0bpaTb HeobxoaMMOE KO/AMYecTBO MNpPobUPOK wuan cTpunoB aas nposegenua OT-MLUP
nccaefyemblX M KOHTPOAbHbIX 06pasLoB, NOAYYEHHbIX Ha 3Tame 3KCTpaKumu. Bblbop npobupok ana
amMnNANPUKaLMM 3aBUCUT OT UCMONb3YEMOTO ammnandrKaTopa C CUCTEMOM AETEKLUN B PEXMME KPeasibHOro
BPEMEHU”.

8.2.5. BHecTn B NpobupKmM no 15 MKA NpUroToBAEHHOM peaKLMOHHOM CMecH.

BHMMAHMUE! Hencnonb3oBaHHble OCTAaTKM PeaKLUMOHHOM CMECU XPaHEHUIO HE NOANENKaT.

8.3. BHeceHue npo6 PHK, npoBegeHne amnandukaumm u getekumm

BHUMAHMUE! Mpu pobasneHnn npob PHK, sKcTparMpoBaHHbIX C MOMOLLbIO HAabOpPOB peareHToB AJs
NPoBeAEHMA SKCTPAKLMM METOAO0M COpbUMM Ha CUAMKarene WUAM MarHUTHOW cenapaumun, Heobxoanmo
n3beratb NnonagaHusa copbeHTa B peakLMOHHYH CMecCh.

8.3.1. BHecTM B NOArOTOBJIEHHbIE MNPOOMPKM C peaKkunoHHoi cmecbio no 10 mkn npo6 PHK,
MOJIy4YEHHbIX B PE3Y/IbTATE SKCTPAKLUUM.

8.3.2. BHecT\ KOHTPO/IbHble 06pa3Libl:

a) nonoxutenbHbit KoHTponb OT-NUP (MK) — B NpobupKy C peakuuoHHOW cmecbio BHeCcTU 10 mKn
NKO FCV.

6) oTpuuaTeNbHbIM KOHTPOAb 3KcTpakuumu (OK) — B NpobupKy € peakLMOHHOM cMmecbio BHecTU 10 mKn
npobbl, sKcTparMposaHHoi ns OKO.

B) oTpuuaTenbHblii KOHTpoab OT-MUP (K-) — B npobupKy c peakUMOHHOM cmecblo BHecTu 10 mKn
peareHTa K-.

8.3.3. 3anporpammupoBaTb aMnANPUKATOP C CUCTEMOWN AETEKUUU B PEXUME «pPeasibHOro BpeMeHU»
ONAa  BbINONHEeHWA «EguHOM» nporpammbl amnavduKkaumm u  getekumn GNyopecLeHTHOro CurHana

(cm Tabnnuy 6).
Tabnuua 6
EpuHaa nporpamma amnanpuKaumm u aetekumm GpayopecueHTHOro curHana
o JeTtekumna no KaHanam AnA Konunuectso
Linkn Temneparypa, °C Bpemsa dnyopodopos e

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

95 10c -
3 45

60 20c R6G, Cy5

8.3.4. YCTaHOBUTb NPOBMPKM UAM CTPUNbI B AYEKM PeaKLMOHHOro Moayna npubopa.

MpumeyaHue: Heo6x04MMO nepes, NOCTAHOBKOW B amMmnIMGUKATOP NAAHLWETHOIO TUMa 0CafaMTb Kariu co
CTEHOK NMPOBUPOK KPaTKUM LLeHTpUdYrMpoBaHMEM.

8.3.5. 3anycTuTb BbINOAHEHWE NporpaMmbl amnandUKaumm ¢ aetTekumein GayopecueHTHOro curHana.

8.3.6. Mpubop nNpoBOAMT perucTpauuio ¢GJyopecueHTHOro CUrHaja aBTOMATMYeCKM B perkume
«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
(000 «UNCx», Poccus), BbIBpaB METOAMKY, YKAa3aHHYIO BO BKAagbllwe, Npuiaraemom K Habopy;

— B PYYHOM pexuMme C MNOMOLLbI NporpammHoro obecneveHua npubopa, Ucnonblyemoro And
nposegeHua OT-MUP c peTekumein B pexume «peasbHOro BPEMEHM», COMNACHO MHCTPYKLMW MO €ro
NPUMEHEHMIO, MHCTPYKLMM MO NPUMEHEHUIO Habopa N KPaTKOMY PYKOBOACTBY, NpuaaraeMomy K Habopy.

BHUMAHMUE! O6paboTKy AaHHbIX (pyopecueHTHbIX KPUBbIX), MOJYYEHHbIX B MPOrpaMmMHOM obecneyeHnm
npubopa, ncnonblyemoro ana nposegeHus OT-TILUP c agetekuMen B pexnmme «peasibHOro BPEMEHMUY,
NPOBOANTb COFIACHO MHCTPYKLIMN MO ero NPUMEHEHMUIO.

O6paboTKa 1 pacyeT pesy/bTaToB NPOMUCXOANUT Ha OCHOBAHUKW Hannuma (MAK OTCYTCTBUA) NepecedyeHns
KpuBol dnyopecueHumm S-obpasHoi (cMrmoobpasHoi) Gpopmbl C YCTAHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBOM IMHUEN, YTO ONpeaensieT Haanume (MM oTcyTcTBMe) ana gaHHoi npobbl AHK 3HaueHun
noporosoro uukna (Ct) B cootsetcTByiolleit rpadpe Tabauubl pesynbratoB. [MapameTpbl 06paboTKM
dNyopecLEeHTHbIX KPMBbIX 3aBUCAT OT UCMOJIb3yemMol moaenn amnanduKkaTopa.

Kpmeble HakonieHua &AyopecUEeHTHOro CUrHana aHaluM3MpyroTca No 2-M  KaHanam  AeTekumu
(cm. Tabnunuy 7).

Tabnuua 7
Jdetekuuna ¢payopecueHTHOro CMrHana
KaHan ana dnyopodopa R6G® Cy5
MpoayKT aMAANGHKALMN kOHK, cuHTesnposaHHaa Ha matpuue PHK [IHK BKO

Kanuumeupyca Kolwek (Feline calicivirus)

8.5. UHTepnpeTayua pesynbratos
MHTepnpeTaunto pe3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBMM C Tabnuuei 9 M KpaTKMUM PYKOBOACTBOM, MpwuiaraembiM K Habopy.
PesynbTaT UCCNeLOBaHWA CYMTAIOT OOCTOBEPHbLIM, €CAN Pe3ynbTaTbl, MOJYYEHHbIE A/1A KOHTPO/bHbIX
06pa3uoB, COOTBETCTBYIOT KPUTEPUAM Ba/NIMAHOCTM, YKa3aHHbIM B Tabauue 8 M B KPaTKOM PYKOBOZCTBE,
npunaraemom K Habopy;

— B ABTOMATMYECKOM peXumMe C WCMoAb30BaHMEM MporpamMmmHoro obecneyeHma FRT-Manager
(OO0 «MUNC», Poccun), BbIBpaB METOAMKY, YKA3aHHYIO BO BKAaAblle, Npuaaraemom K Habopy. Kputepum
Ba/IMAHOCTN Pe3yNbTaTOB, MOJIYYEHHbIX O KOHTPOJIEN, U aAropuTM WMHTEpRpeTaummn pesynbTaToB ANs
uccneayembix o6pasyos, UCNO/b3yemble B NPOrpaMmHOM obecneyeHnmn, npeacTtasaeHbl B Tabavuax 8 u 9
COOTBETCTBEHHO, M B KPAaTKOM PYKOBO/ACTBE, NpUaaraeMom K Habopy.

5> Netekuma curHana ana dayopodopa R6G ocylecTBAAETCA NO KaHany AeTeKUMM ANA aHanormuHbix ¢ayopodopos
Hex, Joe, Yellow.
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Tabnunua 8
KpuTtepuu BannaHocTn gas KOHTPOAbHbIX 06pa3uoB

3HaueHue noporosoro uukaa (Ct) ana amnandpukatopos

KoHTponb POTOPHOro / NNaHWETHOro TUNOB NO KaHany ansa ¢ayopodopa
R6G Cy5
MKO FCV (nonoKuTenbHbil OnpeaeneHo 3HavyeHune Ct
. 6 OTcyTcTBYET
KOHTPO/IbHbIN 06pa3eL) He BbllUe rPaHNYHOro

OKO (oTpuuaTenbHbIi OnpegeneHo 3HavyeHune Ct
. OTcyTcTBYyeT
KOHTPOJIbHbIN 06pa3seL) He Bbllle rPaHUYHOro
K- (o arte 7
Ko(HTTppoMnL:; g_:;nb;l; OTcyTcTBYeET OTcyTcTBYeT

Tabnmua 9
MHTepnpeTauma pe3ynbTaToB ANA Ucciesyemblix 06pasuos

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
Bbile rpaHnuHoro®.

PHK kanuumsupyca Kowek
He obHapyKeHa

3HaueHue Ct no KaHany ans ¢pnyopodopa R6G onpegeneHo. Mpu
3TOM KpuBasa ¢yopecueHUMn AaHHOW Npobbl NO JaHHOMY 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. Bo3moOXHble oWmnbKu

8.6.1. [na uccnepyemoro obpasiua onpeseneHo 3HaYeHWe NOPOroBOro LMKAA, NpU 3TOM Ha rpaduke
dbyopecLeHUUN OTCYTCTBYET YYACTOK XapPaKTEPHOIO 3KCMOHEHLMaNbHOMO noabema (rpaduk npeacrasnser
coboli NpubansuTesbHO NPAMYO ANHWUIO). Heobxoaumo NpoBepuTb MPaBU/IbHOCTb BbIGPAHHOTO YPOBHS
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 noayyeHna HesanuaHoro pesynbtata OT-MLP moryT 6biTb OLINMGKM NPU IKCTPAKLMM
HYK/IEMHOBbIX KUCIOT UM Hannume MHrimbutopos. TpebyeTca NOBTOPHO NPOBECTM UCC/edoBaHME AAHHOMO
0b6pasua, HauMHAA C 3Tana 3KCTPAKLMM HYKNEMHOBBIX KUCAOT. B ciyyae BOCMPOM3BOAMMOrO pesysbTaTa
pekomeHAayeTcA NOBTOPHO NPOBECTN 3a60p U UccieaoBaHNe BUONOTMUYECKOro MaTepurana.

8.6.3. [lna oTpuuaTeNbHOrO KOHTpoabHOro obpasya (OKO) no Kavany ansa d¢ayopodopa R6G
onpeaeneHo 3HavyeHue noporosoro uUuMKna (Ct). BepoAaTHa KOHTaMMHaumsa nabopaTopuu MNpPoAyKTamMu
aMNANPUKALMM MAN KOHTAMMHALMA Ha KakoM-anbo 3Tane uccnefoBaHusA. HeobxoauMmo npeanpuHATb
Mepbl NO BbIABAEHUIO U JIMKBUAALMN UCTOYHMKA KOHTaMWHAUMKU U MOBTOPUTb UCCNefoBaHWe ANA BCeX
06pasuoB, HaYMHanA c 3Tana sKkcTpakuuu PHK.

8.6.4. [ina otpuuatensHoro KoHtpona OT-MUP (K-) no kaHanam gna ¢ayopodopos R6G u/unm Cys
onpeaeneHbl 3HAYEHUs Noporosbix UMKAOB (Ct). BepoaTHa KOHTamMWHauma nabopatopuu NpoayKTamu
amnAnUKaLMM UM KOHTaMMHAUMA peareHToB Ha 3Tane [LP. Heobxoaumo npegnpuHATb Mepbl Mo
BbISIBJIEHUIO N IMKBMAALUN UCTOYHWMKA KOHTAMMHALMKM M NOBTOPUTb McCnegoBaHue gns Bcex obpasuos,
HaumMHaA ¢ atana MNLUP.

6 I'paHMuHble 3HaueHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpMUaaraeMom K Habopy.
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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 HANMYMKU MHIMOUTOpOB. TpebyeTca MOBTOPHO MPOBECTM UCCNefoBaHWE AaHHOro obpasua,
HauYMHaAA C 3Tana 3KCTPaKUMM HYKNEMHOBbLIX KUCAOT. B cnyvyae BOCAPOM3BOAMMOrO pesyabraTta
pekomeHAayeTcA MOBTOPHO NpoBecTu 3abop, NpeaBapuTe/IbHYO NOATOTOBKY U nccneaoBaHue obpasua.

9. ®YHKUMOHA/NIbHbIE XAPAKTEPUCTUKU HABOPA

9.1. AHaAUTUYECKana YyBCTBUTE/IbHOCTb

AHanUTUYECKan YyBCTBUTENbHOCTb Habopa «Amnanlpaim® Kannumsmpos Kolwek» coctasnseT 1,0x103
Konuii/mn ansa PHK kanuumsupyca Kowek (Feline calicivirus) (cm. Tabanuy 10). 3HaueHMe XxapaKTepUCTUKK
J0oCTMraeTcs npu cobatogeHnm Npasua, yKasaHHbIX B pasgene «Mccnenyemblit matepumany.

Tabnunua 10
AHaNUTUUYECKaA YyBCTBUTENbHOCTb Habopa

Bupyc Mpeaen obHapyxeHus, Konuii/mn

Feline calicivirus 1,0x103

9.2. AHanuTUYecKana cneuuPuUUYHOCTb
Habop peareHToB 06HapyxunsaeT pparmeHTbl PHK Kanuumsmpyca Kowek (Feline calicivirus).

AHanutnyeckas cneymdunyHocTb Habopa oueHMBanacb TecTupoBaHMem HK MUKpoopraHuMsmoB u
BUpycos (cm. Tabnunuy 11). HK MMKPOOPraHM3moB 1 BUPYCOB B KOHLLEHTPaLMM He meHee 1,0x10° konuit/mn,
BHOCM/IN B 06pasLbl BMosornyeckoro matepuana, He cogeprkalime onpegensemyto ¢ NnomoLbto Habopa
PHK kanuumnsmpyca Kouwek (Feline calicivirus).

Tabnunuya 11
MuKpoopraHMambl U BUPYCbl, UCNOJIb3yeMmble /18 OLLEeHKU aHa/IMTUYecKoi cneunduyHocTu

MuKpOOpraHusmbl 1 BUPYCbI

Feline Herpes Virus type 1 (FHV-1) Mycoplasma spp.
Feline Panleikopenia Virus (FPV) Chlamydia felis
Feline coronavirus Chlamydia spp.
Rhinotracheitis infectiosa feline Bordetella bronchiseptica
Feline Reovirus Staphylococcus aureus
Mycoplasma felis -

Mpu TecTupoBaHuM 06pasyoB HK  BbilenepeyncieHHbIX MWKPOOPTraHM3MOB W BUPYCOB C
MCMo/Ib30BaHNEM Habopa NepeKkPecTHbIX peaKL it BbiBIEHO He 6bis10.
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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 UCTEYEHMA CPOKa rogHOCTM Habopa. Habop ¢ UCTEKLLIMM CPOKOM FrOAHOCTM 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/IEMEHTAMU UM B aBTOpedpurKepaTopax.

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

Habop, TpaHCNOPTUPOBaHHbIW C HAPYLLEHWEM YKa3aHHOro TeEMMNEePaTypHOro pexKMma, NMPUMEHEHUIO He
NoANEXNT.

10.3. XpaHeHue

Habop xpaHuTb npu Temnepatype oT muHyc 24 °C go muHyc 16 °C B 3aliMLLEHHOM 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 rOAHOCTM, YKa3aHHOro Ha 3TUKeTKe, nNpu cobatoaeHmm
YKa3aHHbIX YCNOBUA XpaHeHMA. PeaKumoHHasa cmecb, npurotoBnaeHHaa u3 [LP-cmecn FCV, bydepa B un
PesepTasbl R XpaHeHWIo He NoaNexuT.

Habop, XpaHMBLLMIACA C HAPYLLEHMEM YKA3aHHOTO peXKMMa XpaHeHUA, NPUMEHEHMIO HE MOANIEXKHT.

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.

Peknamaumm Ha KayecTBo Habopa «Amnaulpaiim® KanuumBMpo3 KoOLIEK» HanpasaaTb B agpec
npoussoautens 000 «HeKkctbro»: 111394, r. Mocksa, ya. NonumepHas, 8 ctp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

KOHCVJ'IbTaLI,VII-O no paGOTe C Ha60pOM, d TaKXe no BOonpocCam, Kacakouwmnmmca KavyecrtBa H360pa, MOXHO
NONy4UTb NO KOHTAKTaM, YKa3aHHbIM Ha od)mu,maanorv\ canTte MNpounssogutena: nextbio.ru.
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12. CUMBO/1bl, UCNOJIb3YEMbIE B AOKYMEHTALUN NPOU3BOAUTENA

REF KaTanoxHbi Homep
LOT Homep cepum
<L
//o\ He gonyckaTb nonagaHuA
~ \ CO/IHEYHOrO cBeTa

Yucno nccnenosaHui

O6paTnUTECh K MHCTPYKLMK NO
NPUMEHEHMIO

2 <
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