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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii LMKN)
BKO — BHYTPEHHWI KOHTPO/IbHbIN 0bpasel,
AHK — Ae30KCUPUBOHYKAEMHOBAs KMCO0Ta
[OHKa3za — Ae30KcnpnboHyKeasa

AHT® — Ae3oKcnpuboHykneotuatTpudocdatol
NnK — NONOXKUTENbHbIA KOHTPO/Ib

K- — oTpuuaTesbHbl KoHTpob MLP

OKO — OTPULLATEIbHBIN KOHTPOJIbHBIN 06paseL, IKCTpaKLuum
MNLupP — NosiMmepasHaa LenHaa peakuua

Py — perucTpauyoHHoe yaoCcToBepeHne
TY — TeXHUYecKkue ycnosus

yar — ypauun-AHK-rankosunnasa

HAUWMEHOBAHWUE U3OENUA

Habop peareHtoB ana sbissneHns AHK Microsporum

canis MeToAOM MONMMEPA3HOM LEemnHOM

peakuun c AeTeKuMein B peuMme «peanbHoro spemeHu» «Amnanlpanim® Microsporum canis» no
TY 21.20.23-212-09286667-2023.

Danee no

TEKCTY

yn0Tpe6nﬂeTcn KpaTkoe HanmeHoBaHWue:

«AmnanMpanm® Microsporum canis», a Takxe cokpalieHne Habop peareHTos.
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1. HASHAYEHUE

1.1. Habop peareHtos «AMnaulpaiim® Microsporum canis» npegHasHayeH ana soiasneHna AHK rpubos,
BbI3bIBAOLMX MUKO3bI (Microsporum canis), B Guonormyeckom matepuane (Koxa u ee npmaatku (Boaocbl u
Hortn)) metogom MUP ¢ rmbpuamnsaumoHHO-GNYOpPeCUEHTHON AeTeKuueil NpoAyKToB amnandukaumm B
perMme «peanbHOro BpeMeHM».

1.2. MaTepuanom ans nposeaeHus MUP cnyxxaT npobbl AHK, 3KcTparnMpoBaHHble M3 UCCNeayeMoro
MaTepunana c NomMoLLbI HabopoB peareHToB, PEKOMEHAO0BaHHbIX B pasaene MHCTPYKLUMU «JonoNHMTeNbHOe
obopyzoBaHMe U MaTepuanbi».

1.3. dyHKUMOHaNbHOE HasHayeHue: Habop peareHTOB npeaHasHayeH pgaa AWMArHOCTUKK in  vitro
(sbinBneHne AHK Microsporum canis metoaom MNLUP B 6uonormyeckom matepuasne 4enoBeKa).

1.4. MNokasaHuA K nposeageHNo wmccanenoBaHuA: Ha6op peareHToB WCNO/Ib3yeTCA B KAUHMYECKON
na6opaTopHoV1 ANarHoCTuKe Aana wmccneanosaHumA 61o10rMYeckoro mMaTepuana, noayv4eHHoOro ot aul C
noao3peHnem Ha MUKO3bl, Bbi3biIBaemblie ,Cl,epMaTOd)VITaMVI (Microsporum canis), n onA MOHWUTOPUHTIA
TeEpanun. Pe3y.ﬂbTaTbI MNUP-nccneposanmua Y4nUTbIBAOTCA B KOMMNNIEKCHOM ANAarHoCTuke 3aboneBaHus.

1.5. MNpumeHeHne Habopa peareHTOB He 3aBUCUT OT NONYAALMOHHbIX M AeMorpadrueckmnx acrekTos.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ®opmbl BbiNyCKa, COCTaB U KOMNAEKTHOCTb

Habop peareHToB BbinyckaeTca B AByX popmax (cocTaB Habopa U KOMMIEKTHOCTb NOCTaBKM YKa3aHbl B
Tabnumue 1 1 2 cooTBeTCTBEHHO). Bce dopmbl BbiNycKa NpeaHasHayeHbl Ansa nposegeHns amnamduraummn AHK
C rmMbpnansaunmoHHO-GAYOPECUEHTHON AEeTEKUMEN NPOAYKTOB amnandUKauMM B PEXUME «pPeasbHOro
BpeMeHu». [1nAa npoBeaeHUs MOIHOrO UCCAeAO0BaHUA HEeObX0AMMO MCMNONb30BaTb Habopbl peareHToB ANA
aKcTpakummn AHK, pekomeHa0BaHHble B pasgesne «JonosHuTenbHoe obopyaoBaHMe U MaTepuanbly.

®dopma Bbinycka 1 BkatoyaeT cmecb gnsa nposeseHua MUP B npobupke obvemom 1,5 uan 2 ma ans
[031MpOBaHNA B Atobble TUNbl NpobupoKk. Popma npegHasHayeHa [AA NPUMEHEHUMA COBMECTHO C
amnanduKkaTopamu NAAHWETHOrO M POTOPHOrO TUMA WM paccyMTaHa Ha NpPoOBeAeHME WCCAefoBaHMA
100 06pa3yoB, BKAOYAsA KOHTposM. Popma MOKeT ObiTb MCMO/Ib30BaHa KaK A1 PYYHOW PACKamnKu, TaKk U
COBMECTHO C aBTOMATUYECKUMM CTAHUMAMM ANA NPUFOTOBAEHUA U A03UPOBaHUA PEAKLMOHHbIX CMECe.

dopma BbiNycKa 2 BK/tOYaeT cmecb A41A nposeseHus MNLUP, packanaHHyO NoZ Npoc/ioliky napaduHa no
cTpunoBaHHbIM (12,5 cTpmnos no 8 npobupok) npobupkam ob6bemom 0,2 mn. Popma npeaHasHayeHa Ans
NPUMEHEHUA COBMECTHO C aMnAMOUKATOPaMM MNAAHLWETHOTO TWUMA M paccyMTaHa Ha nposeaeHue
nccneposaHma 100 06pasLLoB, BKAKOYANA KOHTPOIN.
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Tabnanua 1

CocTaB Habopa

PeareHT 06bem, mn Konunuectso OnucaHue
®dopma Bbinycka 1

BydepHbii pacTBOp CO cneunduyeckMmu nparimepamu,

MUP-cmecb
. 1,20 1 npobupka bnyopecueHTHO-MeUYeHbIMM 30HAaMU U AHTO.

Microsporum

Mpo3payvyHas KNAKOCTb.

BydepHbIii pacTBop ¢ TepmocTabunbHol AHK-nonnmepason
MNuP-6ydpep-H 0,65 1 npobupka Taq, cynbdatom marHuma u ypauun-AHK-rnnkosmnasoit.

Mpo3payHan *KMAKOCTb.
I'IK.O 0,26 1 npo6upKa MoNoKNUTeNbHBIM KOHTPO/IbHbIN 0bpaseLl.
Microsporum Mpo3payvyHas KNAKOCTb.
K- 0,26 1 npo6upka OTpuuaTenbHbl KOHTPOJIbHBIM 0bpaseL,.

Mpo3payvyHas KNMAKOCTb.

®dopma Bbinycka 2
100 npobupoKk | bydepHbili pacTBop co cneunduUUeckMmu nparimepamu,
MNUP-cmecb 0.01 (12,5 ctpunos | ¢pnyopecueHTHO-MmeYeHbIMM 30HAaMKN U AHTO.
Microsporum ! no 8 Mpo3payHaa KWOKOCTb, packanaHa B  CTPUMOBAHHblE
npobupok)?! npobupku noa napadpuH 6enoro ypseta.

BydepHbIi pactBop ¢ TepmoctabunbHoi AHK-nonmmepasoit
MNUP-6ydep-K 1,20 1 npobupka Taq, cynbdatom marHuma u ypauun-AHK-rnnkosmnasoi.

Mpo3payHasn *KMAKOCTb KPAaCHOTO LBeTa.
I'IK.O 0,26 1 npo6upKa MoNoXMTENBHbI KOHTPOJIbHbIN 0bpaseL.
Microsporum Mpo3payvyHas KNAKOCTb.
K- 0,26 1 npo6upka OTpuuaTenbHblli KOHTPOJIbHBIN 0bpaseL,.

Mpo3payHan *KMAKOCTb.

Tabnunua 2
KomnnekTHOCTb Habopa
KomnoHeHT ®dopmar Konuuecrso
Habop peareHToB (popma Bbinycka 1 uam 2) - 1
B 9N1I€KTPOHHOM Buae? Ha oduumanbHOM
MHCTPYKLMA NO NPUMEHEHUIO Habopa o . -
calite Mpounssogutens: www.nextbio.ru

KpaTKoe pyKoBoACTBO NO NpUMeEHEHMIO Habopa 8 BymarkHom Buae 1
KomnneKT BKnaabilel K Habopy B BymaxkHOM Buge 1

B 9/1IEKTPOHHOM BUAE Ha opULMaNbHOM
MacnopT KayecTBa " . -
cavite Npounssoautens: www.nextbio.ru

2.2. MpuHUMN meToaa

MpUHLMN TEecTMPOBaHMA OCHOBAH Ha 3KcTpakuum [JHK u3 o6pasuoB wucciegyemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPObHbIM 06pasuom (BKO-FL3) n ogHoBpemeHHOM amnanduKkaumm y4actTkos
OHK  BbiABAAeMOro muKpoopraHmama Microsporum canis W  WUCKYCCTBEHHO  CUHTE3MPOBAHHOW
nocnegosatenbHoctTn AHK BKO ¢ rubpuamnsaumnmoHHo-GpayopecueHTHOM AeTEKUNEN B PEKMME «PeasbHOro
BpemeHn». BKO no3BonAeT KoHTpoaupoBaTb Bce 3Tanbl MUP-uccneposaHma ana Kaxgoro obpasua u

OLUEHMBATb BANAHWE MHIMBUTOPOB Ha pe3ynbTaTbl MNLP-uccneaosaHus.

C nony4yeHHbIMM Ha 3Tane sKcTpakumm npobamm HK npoBoamTca peakumsa amnandurkaumm yyactkos AHK
npyv MOMOLLM ChneunMPUUHbIX K 3TMM y4dacTKam nparimepos u ¢depmeHTa Tag-nonmmepasbl. B coctase
PEeaKLMOHHOMN CMecK NPUCYTCTBYIOT GAYOPECLEHTHO-MEYEHbIE O/IMFOHYKNEOTUAbI, KOTOPbIe TMBPUAN3YIOTCA C
KOMMJIEMEHTAPHbIM y4acTKoMm amnanduumpyemoint IHK-muwweHu, B pesynbtaTe Yero NponCXoauT HapacTaHue

1 Mpobupku c ronybbim napapuHOM He UCNONb3YIOTCA.

2MNeuyaTHas BepPCUA MHCTPYKLMM AOCTYNHa No 3anpocy no TenedoHy (495) 620-08-73.

3 BKO-FL BxoauT B cocTas Habopa peareHToB, pekomeHAoBaHHOro [poussogutenem gna skcrpakumm AHK us3
nccnefyemoro matepuana.
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WHTEHCMBHOCTU dayopecueHLMN. ITO NO3BOAAET PErMcTPMpoBaTh HaKomnieHune crneunduyeckoro npoayKra
aMmnanduKaumm nyTem U3MePEHUA MHTEHCUBHOCTM $GIYOPECLEHTHOMO CUrHANa C NOMOLLBIO amnanduKaTopa ¢
CUCTEMOW AeTeKUMN GIYOPECLLEHTHOTO CUTHa/Na B PEKUME «PEeasibHOrO BPEMEHM Y.

Habop peareHTOB COAEPKUT CUCTEMY 3aLUUTbI OT KOHTAMUHALMW aMNAMKOHAMM 33 CYET NPUMEHEHMSA
depmeHTa ypauun-AHK-rankosmnassl (YOr) u tpudocdata aesokcnypmanHa. PepmeHt YAl pacnosHaeT u
KaTanmsmpyeT paspyweHue uenen [JHK, cogeprkawmx pesokcnypuauH, Ho He [AHK, coapepxkalwen
OE30KCUTUMUOMH. [Je30KCnypmuanH otTcyTcTByeT B npupogHon AHK, Ho Bceraa npucyTcteyeT B aMnIMKOHAX,
NOCKONbKY TpudocdaT Ae30KCUypruanHa BXoAUT B cocTaB cmecn gHT® B peareHTax aaa amnamdukauuu.
[e3oKkcnmypuamH cnocobcTByeT BOCMPUMMUMBOCTM  KOHTAMUHUPYIOWMX aMMJIMKOHOB K  pPaspyLlleHuto
depmerHtom YAl go Havana amnanéukaumm OHK-muweHu, v, cnegoBateibHO, OHM He MOryT ObiTb B
AanbHenwem amnameuumMpoBaHbl.

depmeHT YOI TepmonabuneH u MHaKTUBMpPYeTCA Npu HarpesaHuu Bbiwe 50 °C 1 nosTomMy He paspyLlaeT
aMM/IMKOHbI MULLIEHM, HapabaTbiBaemble B npouecce MNLP.

Ha stane amnanduKaumMm oaHOBpPEMEHHO B OAHOM Npobupke amnanduumpytotcs ydactkm OHK
BblABNAEMbIX rpnboB M nocnesosaTesibHOCTb BKO. Pe3ynbtaTbl amnaMduKaLmm perucTpupyoTca no ABym
pa3INYHbIM KaHaam GayopecueHTHON aeTekumm (cm. Tabanuy 3).

Tabnuua 3
CootBetcreue AHK-muweHei n KaHanos ¢payopecueHTHOM geTeKuum
KaHan ana pnyopodopa R6G* ROX
OHK BKO

OHK-munweHb OHK Microsporum canis

(sKk30reHHbIN BKO)

MCKYCCTBEHHO CUMHTE3NPOBaHHaA
nocnenoBaTe/IbHOCTb

O6nactb amnandukaLmnm ITS-2

2.3. TexHu4ecKoe 06cnyXuBaHMeE U PEMOHT

Habop He NoANeKUT TEXHUUECKOMY 06CNYKUBAHUIO M PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpPEeHHMI1 KOHTPOJb KauecTsa
3.1.1. OTpuuaTeNbHbIA U NONIOXKUTEIbHBIA KOHTPOIN UCCNeA0BaHUA

Ona oueHKM KayecTBa NOJsiydaembiX pes3ynbTaToB KaKaaa rpynna aKCTparnpyembix ob6pasLoB A0/XKHA
BK/IIOYATb OTPMLATENbHLIA KOHTPO/Ib 3KCTpakumm (OKO®). Kaxaasa uHAMBMAyanbHas noctaHoska [LIP
OO0/KHA BKAOYaTb OTpULATesbHbIM KoHTpoab MUP (K-) u nonoxutenbHbit KoHTponb (MKO Microsporum).
Pe3ynbTtatbhl AN KOHTPOAEN AO0NXHbI COOTBETCTBOBATb 3aaHHbIM KPUTEPUAM Ba/IMAHOCTM, YKA3aHHbIM B
pasgene «MHTepnpeTauma pesynbTaToB».

OTpuuaTenbHbl KOHTPObHBIM 06pa3sel, (OKO) TecTupyeTca, HaUMHAA € 3Tana 3KCTPaKLMK, U NO3BOAAET
KOHTPO/IMPOBATb BO3MOMKHYIO KOHTAMMHALMIO ApYyrMMK obpasuamu AW amnamkoHamu. B npobupke c
OTpULLATENbHLIM  KOHTPONEM He [OoNXHa Aaetektnposatbca [AHK  Microsporum canis. B cnydvae
HeCcoOTBETCTBMA pe3y/1bTaTa, NOAY4YEeHHOrO A1 KOHTPOIbHOro 06pa3La, 3a43aHHbIM KPUTEPUAM BAIUAHOCTY,
NOJIOXKUTE/IbHbIE PEe3yNbTaTbl ANA UCCaedyeMblX 06pa3L0B B MOCTAHOBKE CYUTAOTCA HEAOCTOBEPHbIMU,

4 leTekuma curHana ana dayopodopa R6G ocyluecTsnnetca no KaHany geTekuun AN aHanornyHbix payopodopos HEX,
JOE, Yellow, VIC.

>OKO BxoguT B coctaB Habopa peareHTos, peKomeHAoBaHHOro [lpoussogutenem Ana skcTpakumm [AHK w3
nccnegyemoro matepuana.
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HeobXoAMMO NPeanpPUHATL MepPbl MO BbIABAEHUIO U INKBUAALMN UCTOYHNKA KOHTAMUHALMWU M NMOBTOPUTD
nccneaoBaHUe BCex Uccaesyemblix 06pasLoB, B KOTOpbIx 06HapykeHa HK Microsporum canis, u KOHTponen,
HauMHasA C aTana aKCTPaAKLMUU,

OTpuuaTtenbHbiit KoHTpoab MUP (K-) TectupyeTtcs, HaunHan ¢ atana MNUP, 1 no3sonfaeT AONOJAHUTENBHO
KOHTPOMPOBATb BO3MOMKHYIO KOHTaMMHaUMIO ApyrMmu obpasuamu vam amnavkoHamu. B npobupke c
OTpULLATENbHBIM KOHTpPOAEeM He A0JXKHbl getektuposatecAa AHK Microsporum canis v BKO. B caydvae
HeCcoOTBETCTBMA pe3y/ibTaTa, MOAY4YEHHOrO A1 KOHTPOIbHOro 06pa3La, 3a43aHHbIM KPUTEPUAM BAIUAHOCTH,
NOJIOXKUTE/IbHbIE PEe3yNbTaTbl ANA UcCaedyemblx 06pa3L,0B B MOCTAHOBKE CYMUTAOTCA HEAOCTOBEPHbLIMW,
HeobxoAMMO NpeAnpUHATL Mepbl NO BbIABAEHUIO U IMKBUAALUM UCTOUYHMKA KOHTaMUHALUMKU U MOBTOPUTb
nccnefoBaHWe Bcex wuccregyemblx o6pasuoB, B KoTopbix 0o6HapyseHbl AHK Microsporum canis, v
KOHTpOJieN, HaunHasn c atana MLUP.

B KauecTBe nonoxkmtenbHoro KoHTpoaa MNUP ucnonb3yetca peareHT MNKO Microsporum, Bxoaawmi 8
coctaB Habopa. B cnyyae HeCcoOTBETCTBUA pPe3yNbTaTOB ANA MOJIOXMUTENbHOIO KOHTPOAA 3afaHHbIM
KpUTEPUAM Ba/NMOHOCTWU, pe3ynbTaTbl ANA BCex 06pasL,oB B MOCTAHOBKE CYUTAIOTCA HEAOCTOBEPHbLIMM,
TpebyeTcAa NOBTOPUTbL UCCNEA0BAHME BCEX UCCeayeMbIX 06Pa3L,0B U KOHTPOel, HauMHan ¢ aTana MLP.

3.1.2. KOHTpOAb MHrM6UpoBaHUA

[na KoHTponsa Bcex 3TanoB uccnefoBaHuA, 3GdeKTUMBHOCTM 3KcTpakumm OHK u oueHKM BAMAHMA
nHrnbutopos MNLP npeaycmoTpeHo Mcnonb3oBaHWe 3K3oreHHoro BKO, KoTopbili AobaBnseTca B KaxKAbli
uccneayemblin U OTpULLATENbHbIA KOHTPOJIbHbIM 06pa3ew, Ha 3Tane sKCTpaKumMn. PesynbTaTel UcCaef0BaHUA
BKO [0MKHbI COOTBETCTBOBATb 3afaHHbIM KPUTEPUAM BaNUMAHOCTU ANA OTPULATENbHbIX UccneayemblxX
06pa3LoB, YKasaHHbIM B pasgene «MHTepnpeTaumsa pesynbTatoB». Ecanm B umccnegyembix obpasuax,
oTpULATENbHbIX Ha Hannyme AHK BbisBAsieMOro MMKpoopraHuama, He obHapyxeHa [JHK BKO, To pesynbTaThl
nccnenoBaHMA AaHHbIX 06pa3L0B CUMTAOTCA HEeAOCTOBEPHbIMU, TPebyeTcs NOBTOPUTL MX aHANN3, HAYMHAA
C 3Tana 3KCTpaKumun.

3.1.3. MoHUTOPUHr NabopaTopumn Ha HaANUMe KOHTAaMUHaLMUK

PekomeHayeTca pa3 B MecsL, NPOBOAUTb MOHUTOPUHT NabopaTopuM Ha KOHTaMMHALMIO NPOAYKTaMM
amnandukaumm, uccnegyembiMm 06pasLamu, MNONOKUTENbHBIMU KOHTPOAbHbIMU obpasuamn. OueHKa
Ha/IMUNA/OTCYTCTBMA KOHTaMMHALUMM NPOBOAMTCA MyTEM UCCAEAOBAaHWMA CMbIBOB C Pa3/INUHbIX OOBHEKTOB:
nuneToK, pabounx nosepxHocTei nabopaTtopHoi mebenu, obopyAoBaHUA U NOBEPXHOCTEN MOMELLEHUN.
B3aTMe W wuccnegoBaHWe CMbIBOB  caefyeT MNPOBOAUTb  COMAcHO  Mpoueaype, ONUCaHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, UCNONBL3YIOWMX MeToAbl  amnanduKkaumm
HYKNEUMHOBbLIX KUCAOT nNpu paboTe C MaTepuanom, COAEpPNKaLLMM MUKpoopraHusmbl [-IV  rpynn
natoreHHocTu». Mpu OBHapyXEHUN KOHTaMMHAUMW HeobxoaMmo npoBecTn 06paboTky nabopaTopum
MOOLWMMU U AE3NHOULMPYHOLLMMM PACTBOPAMM COTNACHO YKa3aHMAM, onmMcaHHbiM B MY 1.3.2569-09. Takke
ANA NpefoTBPaALLEHNA KOHTaMUHALMK NabopaTopmm UK B KaYecTBe Mep No AeKOHTaMWHaL MK paboymx 30H
pekoMeHAyeTCA MCNONb30BaTh PAcTBOP A/1A AEe3aKTUBALMM HYKIEMHOBbLIX KUCNOT, Hanpumep, «Oauratop»
npounssoactea OO0 «HekcTtbno», Poccua.

3.2. PekomeHAayemMble KOHTPOJIbHble maTepuanbl

B KauecTBe KOHTPOJ/IbHbIX MATEPMANOB ANA NPOBEPKMU 3aABAEHHbIX PYHKLUMOHANbHBIX XapaKTEPUCTUK
Habopa MoryT 6bITb MCMOJb30BaHbl 3aPErMCTPMPOBAHHbIE Ha TeppuTopumn Poccuiickolt Pegepaunn naHenu
KOHTPO/IbHbIX 06pasLoB, NpegHasHayeHHble A1A NPOBEAEHMA BHYTPEHHENO M BHELWHEro KOHTPONew
KauyecTBa /1abopaTopHbIX UccnegoBaHMii No obHapyReHuto JHK Microsporum canis.
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4. OTPAHUYHEHUA METOAUKU UCCNEAOBAHUA

4.1. Habop npuMeHaeTCA TONbKO AN5 AMArHOCTUKM in vitro.

4.2. Habop npeaHasHayeH Ana paboTbl TONABKO C UCCAEAYEMbIM MaTepnanom, yKasaHHbIM B pasaene
«HasHauyeHuMe». UccnegoBaHue ApyrMx BUAOB BUONOTMUYECKOro maTepuana MOXKeT NPUBECTM K MOAYUYEHMUIO
HeZ0CTOBEPHbIX PE3y/bTaToB.

4.3.Mony4yeHMe  OOCTOBEpPHbIX  pe3ynbTaToB  obecneumBaetcA  BbinosHeHWem  TpeboBaHWIA,
npeabaABAAEMbIX K B3ATWUIO, TPaHCNOPTUPOBAaHWIO, MOAFOTOBKE M XpaHeHWo 06pasLoB McCaesyemoro
matepuana (cm. pasgen «Mccneayemblii matepuany).

4.4. C nomouwbto Habopa Bo3moxkHO [MLP-uccnepoBaHme TonbKo npob AHK, aKcTparMpoBaHHbIX U3
nccnellyemoro martepuana COBMECTHO C  BHYTPEHHMM KOHTPOAbHbIM obpasuom — BKO-FL. bBes
ncnonb3oBaHnAa BKO-FL HEBO3MOXKHO NPOBECTM OUEHKY BaIMAHOCTU MOCTAHOBKMU.

4.5. Habop npeaHasHayeH Ans nNpodeccMoHanbHOro npumeHeHus. Habop A0KeH MCNoab30BaTbCA
TONbKO KBa/AMPUUMpPOBaAHHLIM, 0Oy4YeHHbIM (B 06/1aCTM KAMHWYECKOM NnabopaTopHOM AMArHOCTUKM)
NepcoHanom (Bpauu KAMHUYECKOM nabopaTtopum U MeguuMHCKME NabopaTopHble TEXHUKWM, 0ByYeHHble
MOIEKYNSAPHbBIM BUMONOTNYECKMM METOAUKAM).

4.6. Mpu paboTte c Habopom cneayeT MCNONb30BaTb TONLKO aMMANMPUKATOPbI C CUCTEMOW AeTeKumu
bYOPECLLEHTHOTO CUTHaNa, XapaKTEPUCTUKM KOTOPbIX YA0BAETBOPAIOT TPe6OBaHMAM, YKa3aHHbIM B pasgene
«dononHutenbHoe ob6opyaoBaHMe U MaTepuanbl».

4.7. anMeHHTb Ha60p peareHToB CTPOro No HasHaA4YeHUK COrNacHO MHCTPYKLUUN NO NPUMEHEHUIO.

4.8. He NMPUMEHATDb H360p NP HapyweHnn LenoCTHOCTU YNAaKOBKU U C UCTEKLWUIMM CPOKOM rogHOCTH.

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fosxKHa NpoBoAMTLCSA B 1abopaTopui, BbIMOHAKOLLEN MONeRyAsipHO-6uonormyeckme (MLP)
nccnefoBaHns BMoIOrMYEcKoro matepuana Ha Hanuume Bo3byauTenelt MHOEKUMOHHbIX 6onesHel, c
cobnogeHnem CaHlnH 3.3686-21 «CaHuTapHO-aNugemunonornyeckme TpeboBaHWs MO MNPOPUNAKTUKE
MHOEKUMOHHbIX 6onesHen», CaHlMuH 2.1.3684-21 «CaHUTapHO-3NMAEMMONOIMYecKne TpeboBaHMA K
COAEPKAHUIO TEPPUTOPUIM FTOPOACKMX U CEMbCKUX MOCENeHUNM, K BOAHbIM OObEKTam, MUTbEBOW BoZE M
NMUTbEBOMY BOAOCHAbGXKeHUIo, aTMochepHOMY BO3AyXY, MOYBAM, XWJbIM MOMELLEHUAM, SKCMAyaTaLum
NPOW3BOACTBEHHbIX, OOLWECTBEHHbIX MOMELLEHMI, OpraHM3auuMM W NPOBEAEHWMI0  CaHWUTApHO-
NPOTUBO3NUAEMMUYECKUX (NPOPUNAKTUUECKUX) MEPOMPUATUNY U METOAMYECKUX YKasaHuii MY 1.3.2569-09
«OpraHusauna paboTtbl N1abopaTopuit, NCNONBL3YIOLWMX METOAbI aMNANPUKALLUM HYKNENHOBBIX KMCNOT NpU
paboTe c MaTepmasom, COAEPKALLMM MUKpPOoopraHuamsl I-IV rpynn natoreHHOCTU».

5.2. MNpwu paboTte HeobxoaMMO BCcerga BbiNOMHATL CAeaylolme TpebosaHus:

- MpuMeHsTb Habop CTPOro Mo Ha3HAYEHMIO B COOTBETCTBUM C AAHHOW MHCTPyKumMen. OTKNOHEHME OT
NPONUCaHHbIX NpoLueayp M NopPaAKa AeUCTBUA MOXKET NPUBECTM K NOYYEHWNIO HEAOCTOBEPHbIX Pe3ybTaToB
aHanusa.

- JlabopaTopHblt npouecc Ao0MKeH OblTb OAHOHanpaBAeHHbIM. AHanW3 cneayeT NPoOBOAUTL B
OoTAenNbHbIX MNomelleHnsax (3oHax) B cooTtBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpauwatb 06pasupl,
0bopyaoBaHMe M peareHTbl B 30HY, B KOTOPOW Bblla NpoBeAeHa Npeablayluas cTagma npolecca.

- PaccmatpmBatb uccnegyemble 06pasubl Kak WMHGEKLMOHHO-ONACHble, OpraHU3oBbiBaTb paboTy u
XpaHeHue B cooTeTcTBMM ¢ CanlnH 3.3686-21.
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- Ybupatb n gesmHOMUMpoBaTb pas3nutble obpasLbl UAM peareHTbl, UCNOob3ya Ae3NHPULMpPYOLLNE
cpeacTsa B cootBeTcTBUM ¢ CaHlunH 3.3686-21.

- Y#anAtTb HEeWcnosib3oBaHHbIE peareHTbl, pPeareHTbl C WCTeKWWMM CPOKOM TOOHOCTW, a TaKXkKe
MCMO/Ib30BaHHbIE peareHTbl, yNnakosKy®, 6Monormuecknii matepuan’, BKaouYas matepumasbl, UHCTPYMEHTbI 1
npegmetbl, 3arpsAsHeHHble  6MOMOMMYECKMM  MaTepuanom, B  COOTBETCTBUM C  TpeboBaHMAMMU
CanluH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxoaos nocsae amnamdukaummn (Npobupok, coaepxkawmx npoayktbl MLP)
Hef0NyCTMMO OTKpbIBaHWE NPOBUPOK U pa3bpbi3rMBaHME COAEPKMMOTO, MOCKOJIbKY 3TO MOXKET NPUBECTU K
KOHTamMMHauuun npoayktamu MLP nabopatopHon 30HbI, 060pyA0BaHMA U peareHToB.

- Mcnonb3oBaTb U MEHATb MPU KaXKAoM onepauumn oAHOPa30Bble HAKOHEYHUKM ANA aBTOMATUUECKUX
Ao3atopoB ¢ ¢duabTpom. OQHOPA30BYIO NAACTUKOBYIO nocyady (MpobupKM, HaKOHEYHMKU) Heobxoaumo
cbpacbiBaTb B CNeLMaNbHbIA KOHTEMHEp, cogepiKalLmii Ae3nHULMpPYIOLLEe CPeLCTBO, KOTOPOE MOXKET BbiTb
MCNob30BaHO Ana 06e33apaxkmnBaHMa MeaULNHCKUX OTXOA0B.

- Habop npepHasHayeH A1a OAHOKPATHOro npumeHeHus ana nposegeHus [MLP-uccnepgosaHus
YyKa3aHHOro Konmyectsa 06pasuoBs (cm. pasgen « Popmbl BbiMyCcKa, COCTAB M KOMMJIEKTHOCTbY).

- K pabote c Habopom AoMNYyCKaeTcA TONbKO NEePCOHas, 0ByYEHHbIN METOAaM MONEKYNAPHON ANArHOCTUKM
1 Npasunam paboTbl B KIMHUKO-AMArHOCTUYECKOM 1abopaTopmm B YCTAHOBNEHHOM NOPSAKE (B COOTBETCTBUM C
TpeboBaHmamu CaHlMuH 3.3686-21).

- He ucnonb3oBaTb Habop, eCcAM HapyleHa BHYTPEHHASA YNaKOBKAa WAM BHELWHMIA BUA, peareHTa He
COOTBETCTBYET OMUCAHMIO.

- He ucnonb3oBaTtb Habop, ecnn He cobAOAANNCH YCIOBUA TPAHCNOPTUPOBAHNA U XPAaHEHWUA COTIacHO
NHCTPYKLMMW.

- He cmelunBaTh peareHTbl pasHbIx CEpUA.
- He nucnonb3osaTtb HAbOP NO UCTEYEHMM CPOKA FOAHOCTH.

- Mcnonb3oBaTb 04HOPA30Bble HEOMyAPEHHbIE NepyaTkK, NabopaTopHble XanaThl, 3aWMLATb FNas3a Bo
Bpems paboTbl c 06pasL,aMm 1 peareHTamu. TiaTeIbHO BbIMbITb PYKM N0 OKOHYaHMM paboTbl. Bece onepauum
NPOBOAATCA TONbKO B NEpUaTKax 418 UCK/IIOUYEHNA KOHTAKTa C OpraHM3MOM Ye/ioBeKa.

- He ecTb, HEe NUTb M He KypUTb B NPOLIECCE UCMONb30BaHNA Habopa. M36eraTb KOHTaKTa peareHTos C
KOXeMl, rnasamu u camsucton obosioukoin. He rnotats.

- MMpK KOHTaKTe HemenJ/IeHHO MPOMBbITb MOPa*KeHHOe MecTo 60/bWMM KONMYeCcTBOM BOAbl U MNpu
NJIOXOM CaMO4YyBCTBUM 0BPaATUTLCA 33 MeAMUMHCKOM nomollpto. lMpy nonagaHnWM BHYTPb PBOTY He
BbI3bIBaTb, MPOMOJIOCKATb POT BOAOM, 06paTUTLCA K Bpayy NPU MNI0XOM CaMOYyBCTBUM.

5.3.Mpu  MCcnonb3oBaHWM NO  HA3HAYEHUO WU COBMIOAEHUM  BblLIEMNEPEUYUCIEHHBbIX  Mep
npeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa cogepyKaT HaTPMA a3ng, B KOHLEHTpauun He 6onee
0,1 % 1 coOTBETCTBEHHO He KAaccMULMPYIOTCA KaK OMacHble U He TpebyioT cobitoaeHna cneuuanbHbix mep
NpPesoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 3TOM pasgese.

® Hencnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKWMM CPOKOM FOAHOCTM, WMCMO/Nb30BaHHbIE peareHTbl, YNaKoBKa
OTHOCATCA K K/J1accy OMacHOCTU MeANUMHCKUX 0TX0408 I.

7 BUONOrMUECKMIA MaTepuan, BKKOUYAA MHCTPYMEHTb U NpeaMeTbl, 3arpA3HeHHbIe MaTepuanom, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKMX 0TX0A08 b.
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5.4. Cneumnduryeckme Bo3aeincTBna Habopa Ha OpraHM3m YeNoBeKa:
- KaHueporeHHbIh 3pdeKT oTCyTCTBYET.
- MyTareHHoe gencteme OTCyTCTBYET.

- PEI'IPO,CI,YKTMBHBH TOKCUYHOCTb OTCYTCTBYET.

6. AONO/THUTENbHOE OBOPYAOBAHUE U MATEPUANbI

6.1. B3atue uccnegyemoro martepmana

6.1.1. CTepunbHbIN 0AHOPA30BbIM CKanbneib AU fe3Bue ANna 06pa3LoB KOXU 1 ee NpUAaTKoB (Bosioc U
Hortei). Mpu NopakeHUn KOXKN AenatoT COCKob ¢ rpaHuMLbl ovara.

6.1.2. OgHOPa30BbIe AU CTEPU/IbHBIE MHOTOPA30Bble MUHLLETbI Y HOXHULbI 418 B3ATUA BMONOrMYECcKoro
maTtepuana (o6pasubl KOXM U ee NpUAATKoB (BoAOC M HorTei)). MMHLUETOM M3bIMaloT Ha UcCaedoBaHUe
BOJIOCbI, MOMMMO YeLLYEK KOXKM roJI0Bbl, €C/IM NOParkeHa BONOCKCTasA YacTb ro/ioBbI.

6.1.3. 3aBMHUMBAtOWMECA NPOOUPKN M KPLILWKM K HUM MAW NAOTHO 3aKpblBatolmecs nNpobupKu Tvna
«3nneHaopd» ANA XpPaHEHMA U TPAHCNOPTUPOBKKU BUONOTMYECKMX 06Pa3L,0B, CTEPUAbHDIE.

6.2. NMpepBaputenbHaa NOAroToBKa uccaeayemoro matepmana

6.2.1. JTammHapHbIN 6oKC Knacc buonornyeckomn 6esonacHoctu Il Tmn A.

6.2.2. TepmocTat ansa NpobMpok Trna «AnneHaopd» C BOSMOMKHOCTbIO Harpesa He meHee Yyem a0 95 °C.

6.2.3. OaHOpPa30Bble HAKOHEYHMKU ANA A03aTOPOB NepemeHHoro ob6bema ¢ punbtpom ao 100, o 200 n
00 1000 mkn.

6.2.4. LUtatmebl 4na npobupok ob6vemom 1,5 — 2 mn.

6.2.5. BopTekc.

6.2.6. ABTOMaTU4YECKME A03aTOPbI NepPEMEHHOro obbema.

6.2.7. XoNoAnAbHWK, NOAAEPHKMBAIOLWMIA TEMNEPATYPHbIN pexum oT 2 ao 8 °C.

6.2.8. OTAeNbHbIN XanaT, Wano4yku, obyBb M oaHOPa30Bble NepyaTkn B cootBeTcTBnM ¢ MY 1.3.2569-09.

6.2.9. OAHOpa3OBbIe naacTunkosble KOHTel‘/‘IHepr ana c6poca N UHAKTUBAUUNUN MaTEPUNANOB.

6.3. Ikctpakuma OHK u3 nccnepgyemoix o6pasuos

6.3.1. Habop peareHTOB ANs 3KCTPAKLMM HYKJEMHOBbLIX KWCAOT, 3aperncTpupoBaHHbIN B PO u
COOTBETCTBYIOLWMI CNeayoWmnm TpeboBaHUAM:

- Habop nossonsieT Bbigenatb AHK ns 6uonornyeckoro matepmana (Koxa n ee npuaaTku (Bonocobl u
HOITK)) 414 NocneayoWero Uccief0BaHNA METOAOM NOJMMEPA3HOM LLEeNHOM peakuuu;

- Habop He OTHOCUTCA K 3KCNpecc-meToAam aKcTpakummn JHK;

- cocTaB Habopa BK/IOYAET BHYTPEHHUIN KOHTPO/IbHbIN 0bpaseL;

- cocTaB Habopa BK/IOYAET OTPULATENBHBIA KOHTPOJIbHBIN 06paseL, sKCTpaKLuu;

- Habop no3BonseT uccnenosatb obpasubl 06bemom He meHee 100 MKA;

- Habop no3BonseT NPoBOAUTL 3AtoUMIO ounweHHon [JHK B 06beme He meHee 150 mKaA.

B xo4e npoBeAeHUs KAMHUYECKUX UCMbITaHWI Banuaaumio npowen Habop peareHTOB AJ1A SKCTPaKLmMK
OHK «MarHolMpaiim® GACT-M».
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6.3.2. JononHuTenbHble MaTepuanbl U obopyaoBaHune, Heobxoammble ana skcTpakumm JHK, — cornacHo
WMHCTPYKLUMU K Habopy peareHToB Ana akcTpakumm OHK.

6.4. AMnanduKauma, p[eTeKuua NpoAYyKTOB amnanduKauum, aHaiuM3 M UHTepnpeTauus
pe3ynbTaToB

6.4.1. OgHOpa30Bble NOAMMNPONUAEHOBbIE NPOobUpKK, cBoboaHble oT [AHKas, cnegyowmx Buaos (npu
ncnonb3oBaHMK GOpPMbI BbiMycka 1):

- 3aBMHYMBAIOLLMECA NMPOOUPKM U KPLIWKM K HUM MAKN NAOTHO 3aKpblBatowmeca Npobupkm obbemom
1,5 -2 M — 4na NpUroToBieHMA PeakLMOHHON cmecu.

- TOHKOCTeHHble Npobupku ans MNUP o6bemom 0,2 M € BbINYKAOM AN NIOCKOM ONTUYECKM NPO3paYvHOM
KPbIWKOMN nan npobupKkn obbemom 0,2 M1 B CTPMMax No 8 LWT. C NPO3PaYHbIMM KPbILWKaMKU — 418 TPOBeAeHMS
MLP npu ncnonb3oBaHUM Npnbopa NAaHLWETHOro TMNa;

- TOHKOCTeHHble Npobupku ans MUP ob6bemom 0,2 MA € NAIOCKOM KpbIWKON nan npobupkn ana MLP
obbemom 0,1 mn B cTpMnax no 4 WT. ¢ KpbllWKamu — ansa nposeaeHuns NLUP npu ucnons3osaHmMn npmubopa
pOTOpPHOro TUNa.

6.4.2. OgHopa3oBble HAaKOHEYHWKK, cBobogHble oT AHKas, gns [o03aTtopoB nNepemeHHOro obvema ¢
dunbtTpom go 100 mkn.

6.4.3. Wtatmuebl gna npobupok obbvemom 0,2 ma uam 0,1 mn (B COOTBETCTBUM C MCMOJb3YyEeMbIMU
npobupkamu ans MNLUP).

6.4.4. BoKc abaKkTepuanbHoW Bo3ayLiHon cpeabi (MLLP-60Kc).

6.4.5. BopTekc.

6.4.6. ABTOMaTUYECKNE A03aTOPbI NepPeEMEHHOro obbema.

6.4.7. CTaHUMA aBTOMATUYECKAA C MoAy/leM A1A NPUrOTOBAEHUA M PaCKamnKM PeakUMOHHbIX CMecein U
KOMMNEKT pPacxoAHblX MATepMasoB K Hel COrnacHo MHCTpyKuuu Mpoussoautens, - Npu MCNosb30BaHWUMU
¢dopmbl Bbinycka 1 B cayvyae MPUrOTOBIEHMA PEAKLMOHHOM CMECUM C MCMNOJIb30BAHMEM aBTOMATUYECKOM

CTaHUmu.

6.4.8. Mporpammunpyemblii amnaMOUKaTop C CUCTEMOI AeTeKUMM GYOPeCcLEeHTHOrO CUrHANA B perKmme
«peanbHOro BPEMEeHW» pPOTOPHOro AMGO0 MAAHWETHOro TWMa, 3aperucTpupoBaHHbii B PO 1
COOTBETCTBYHOLWMI CNeayoWmMm TpeboBaHUAM:

- Ha/nuMe He3aBUCUMbIX KaHanoB dayopecueHTHon getekummn gna éayopodopos R6G M ROX co
cnenyowmMmm XapakTepucTUKamu:

Tabnuvua 4
Tpebyemble xapaKTepPUCTUKU KaHaNoB ¢1Iyopecu,eHTHOW geTeKuum
ONUHbI BONH, HM
KaHan ana ¢nyopodopa Bo36yxaeHus JeTteKuum
MuHumym Makcumym MuHumym Makcumym
R6G 515 532 545 580
ROX 565 585 605 650

A8 NpnBOopPOB NNAHLWETHOro TUMNA HaIMYMe NoAOrPeBaeMoOn KpbIWKK ¢ TemnepaTypoli 6onee 100 °C;

TOYHOCTb NoaaepXaHua Temnepatypbl < +0,4 °C;

CKOPOCTb Harpesa He meHee 2 °C/cek;

CKOPOCTb OxNnaxaeHusa He meHee 1 °C/cek.
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B xoge npoBeAeHMA KAMHUYECKMX UCMbITaHMI BanuAauMio NPOLWAM Ciedylolme nporpammupyemble
amnanMouKaTopbl C CUCTEMON AeTeKumn GAYOPECLEHTHOTO CUTHana B PEXMME «peasibHOro BpemeHu»:
Rotor-Gene Q (PY Ne &C3 2010/07595), C1000Touch B Komnnekte c moaynem CFX96
(PY Ne ®C3 2008/03399), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446), ATnpaim
(PY Ne ®CP 2011/10229).

6.4.9. XonogunbHUK, NogaepXuBatowmii TemnepaTypHblit pexkum ot 2 go 8 °C.
6.4.10. OTAeNbHbIN XanaT, Wanoyku, obysb M 04HOPA30BbIe NepyaTkM B cooTBeTcTBMM ¢ MY 1.3.2569-09.

6.4.11. EMKOCTb A5 cOpoca HAKOHEYHUKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepuranom 418 UCCNeA0BaHMNA CAyKaT 06pasLbl KOXN U ee NPUAATKOB (BONOC U HOTTew).

Hanbonee MHd)OpMaTMBHbIMVI ABNIAKOTCA NccneaoBaHmMA matepmasa, nony4eHHOro HenocpeaCcreeHHoO U3
noTeHUManbHOro o4ara MHCI)GKLI,VIOHHOFO npouecca. [locKoAbKy VIHd)EKLI,VIOHHbII‘;I npouecc MoXxet
3aXBaTbiBaTb HECKOJ/IbKO 04aros, AnAa noJsiydeHuA Hanbonee VIC‘-IepI'IbIBaI-OLLI,eVI VIHd)OpMaLI,VIVI I'lp06bl
mMmaTtepnana no BO3MOXHOCTU PEKOMEHAOYETCA 6paTb M3 HECKOJZIbKUX 0O4aros, rge MMerTCA NPU3HAKU
BOCnaneHna nam HaxoaAaTtcAa KNeTKkn-mneHun ana VIH(I)EKLI,VIOHHbIX areHToB. PeweHne o Bbl60pe mecCTa B3ATUA
ncecnegyemoro matepuana npuHMMaeT J'IeLIaLLI,VIf;I Bpay B 3aBUCMMOCTHU OT ,D,VIaFHOCTMHECKOﬁ 3adayn.

BHUMAHMUE! 3a6op maTepmana He MOMKET ObITb OCYLLECTB/IEH B YC0BUAX, YKa3aHHbIX HUMXKE:

- ICMOJ/Ib30BAINCb aHTUMMKOTUYECKME NPenapaTbl TONMYECKOTO NPUMEHEHUSA B TeyeHue 48 yacos;
- KoXa bblna obpaboTaHa Kpemom B TedyeHue 24 4acos;

- NCMOJIb30Ba/IaCb AEKOPATMBHAA KOCMETUKA B Te4eHue 24 yacos;

- NICMOJIb30BAINCh MOIOLLME CPEACTBA C BbICOKMM COAEPIKAHMEM LLENOYM B TeYeHMe 24 Yacos.

B3ATne, npeaBapuTenbHyld 06paboTKy, TPAHCNOPTUPOBAHME U XpPaHEHWEe  UCCAedyemoro
61o0rMYEcKoro maTepmana caegyert NnpoBOAMTb B COOTBETCTBUM C HUMKENEpPeunceHHbIMU TpeboBaHUAMM,
Hecob1t0aeHMEe KOTOPbIX MOXKET NMPUBECTU K NOYYEHUI0 HEKOPPEKTHBIX Pe3ybTaToB UCCAeA0BaHMA.

7.1. O6pasubl KOXKKU

C cobnogeHnem npaBua acenTUKM maTepuan (MefNKMe KOMKHble YelyWKM U MOKPbIWKK Be3uKyn)
cobUnpaloT CTepUbHBIM MUHLETOM MAM COCKabMBAIOT CKanbnesem Ha rpaHuLe 340P0BOM M MOParKeHHOoM
KOXW, TaK KaK MWKPOOPraHU3Mbl BbiABAAOTCA rNaBHbIM 06pa3om B nepudepuyeckon 4actu ovaros
nopakeHusa, pexke B LeHTpe. O6pasubl KOXKM NOMELAIOT B CTEPU/IbHbIE MPOBUPKM TUNa «dnneHaopd»
obbemom 1,5 mn.

BuonorMyecknii matepuan, NMOMELLEHHbIA B CTEpPU/bHblE NPOBMPKM, XPaHUTb M TPAHCMOPTMPOBATb
COrNacHo ceayrowmm TpeboBaHNAM:

- NpuW KOMHaTHoOM TemnepaTtype (oT 18 ao 25 °C) ao mecAua;

- npw Temnepatype oT mmHyc 18 °C ao muHyc 20 °C ana 4nmTenbHOro XpaHeHus.

7.2. O6pasuybl BONOC

MpY nopaskeHnn BONOCUCTOM YacTU ro/i0Bbl, C MOMOLLBIO CTEPUIBHOrO NUHLETa, pparmeHTbl BOAOC U
BO/IOCAHbIX GpONIMKYNOB BepyT U3 cepeamHbl o4ara noparkeHus, BbibrMpas Hambosiee NOBPEXKAEHHbIE UK
obecupeyeHHble. ECn AONONHUTENBHO OOHAPYXKMBAKOTCA Y4YaCTKM MOPAXKEHMS Ha ro/ioBe, TO MaTepuan
cobMpaloT C MOMOLLBIO CTEPUIBHOrO CKanbMnens no npasuaam cbopa 06pasLOB C rnagkoin Koxun. O6pasubl
BOJIOC MOMELLAIOT B CTEPU/IbHbIE NPOBUPKKM TMNa «InneHaopd» obbemom 1,5 ma.
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Buonornyecknii matepuan, NOMELLEHHbIA B CTEpPU/bHble NPOBMPKM, XPaHUTb M TPAHCMOPTMPOBATb
COrNacHo caeayolwmm TpeboBaHUAM:

- NpKW KOMHaTHoM TemnepaTtype (oT 18 go 25 °C) go mecaua;

- npu Temnepatype oT mmHyc 18 °C ao muHyc 20 °C ana 4NUTeNbHOro XpaHeHus.

7.3. O6pasupbl HorTel

Mpu [ucTanbHOM MOPAXKEHUM HOITEBOW NIACTMHLI MaTepuan (nogHorresoi aebpwc) nosy4yator
BbICKabAMBaHMEM OAHOPA30BbIM JIE3BMEM WM CKaNbNenem M3-nog, HOImeBoro /ioxka. [lono/iHMTeNbHO K
noAHOrTeBoMy Aebpucy B Ty e nNpobupKy 3abupaloT cpes HorTa. Mpu NPOKCMMabHOM MOParKeHUU HOITA
MaTepuan Mosiy4aloT COCKabAMBAOWMMKU ABUKEHUAMM C MOBEPXHOCTU MOPAKEHHOW YacTM HOITeBOM
nAacTMHbl. O6pasLbl HOITeM NOMELLAIOT B CTepU/IbHbIE MPOBUPKK TMNa «3nneHZopd» obbemom 1,5 ma.

Buonornyecknii matepuan, NOMELLEHHbIA B CTEpPU/bHblE NPOBMPKM, XPaHUTb M TPAHCMOPTMPOBATb
COrIAacHO cneayoLmMm TpeboBaHUAM:

- NpUW KOMHaTHoOM TemnepaTtype (oT 18 go 25 °C) go mecaua;

- npu Temnepatype oT mmHyc 18 °C ao muHyc 20 °C ana ANnTeNbHOro XpaHeHus.

8. MPOBEAEHUE UCCNIEOOBAHUA

WccnepoBaHWe OO0MKHO MPOBOAUTLCA MPUM HOPMaAJbHbIX MOKasaTeNsaX MWMKPOKAMMATA  KAWHWMKO-
AMarHocTnueckon nabopatopumd:

- TemnepaTypa OKpyKatouiero sosayxa ot 20 go 28 °C;

- OTHOcCUTesbHasA BnaxKHocTb 40 — 75 %.

8.1. NMpepBapuTenbHasa NOAroTOBKA Uccaegyemoro matepumana
BHUMAHMUE! Mepea sKcTpaKumnen Heobxoanumo nposectu NnpeaobpaboTky buomartepuana.

8.1.1. B Kaxayw npobupKy c uccreayembimu obpasuamu anobasutb no 250 mkn Bydepa M°.
MNMepemeluatb M 0CaANTb Kanau Ha BOpPTEKCe.

8.1.2. UHKybuMpoBaTb NPOobUpPKK B TeveHne 10 mMHYT npu Temnepatype 95 °C.
8.1.3. Mocne nHKybauum TwaTenbHO NepemellaTb NPOBMPKM M 0CagUTb Kamnau Ha BOPTEKCE.

8.1.4. lanee nNpOBECTU 3SKCTPaAKLUIO B COOTBETCTBUM C MHCTPYKUMEN NO NpuUMeHeHUto Habopa,
pekomeHaoBaHHoro [lpoussBoauTenem pana sSKcTpakuum AHK  wmn3  uccnegyemoro matepuana U
YOO0BNETBOPAOWMM  TpebOBaHUAM, YKasaHHbIM B pasgene «JlononHutenbHoe 06OpyAOBaHUE U
maTtepuanbi».

MpumeyaHue: 41A NocaeayloLWero NCnoib3oBaHMA OCTaTKM 06pa3LoB, npeaobpaboTaHHbIX Bydepom M,
AOMYCTUMO XPaHWUTb NPU CAEAYIOLLMX YCA0BUAX:

- npw Temnepatype oT 2 8o 8 °C go mecAaua;

- npwu Temnepatype oT mmHyc 18 °C ao muHyc 20 °C ao roaa.

8YKasaHbl A0ONYCTUMble HOPMbl TemnepaTypbl M OTHOCUTENbHOM BAAaXHOCTM BO3dyxa B paboyein 30He
NPOW3BOACTBEHHbIX MOMELLEHUIA B COOTBETCTBUM C TpebosaHuamm TOCT 12.1.005-88 «Cucrtema CTaHZApTOB
6e3onacHocTM Tpyaa. ObLme caHUTapHO-TUrneHnYeckne TpeboBaHMA K BO34yXy paboyeit 30HbI».

° bypep M BxoauT B cocTas Habopa peareHTos, pekomeHAoBaHHOro lpoussoanTenem ana skcrpakuum OHK u3
nccnegyemoro matepuana.
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8.2. dKcrpakuma AHK us nccneayemoro marepmana

Ona akctpakumm OHK mcnonb3oBaTb Habopbl peareHTOB, pekomeHAoBaHHble [lpousBoguTenem B
pasgene «ononHuTenbHoe obopyaoBaHMe U MaTepuanbl». Nopagok paboTbl c Habopamu ANA IKCTPaAKLUUK
OHK cmoTpute B MHCTPYKLUM NO NX NPUMEHEHMUIO.

BHUMAHUE! [lpu npoBeaeHUM WUcCNeoBaHUA HeaoonycTMMO WCMNOJIb30BaHME 3KCMpPecc-MeToAoB
aKcTpakuum JHK.

BHUMAHUE! Kaxpas rpynna 3sKcTparmpyembix 06pasuoB J0J/KHa CONPOBOMKAATbCA MNOCTAaHOBKOW
oTpuuaTtenbHoro KoHTpoaa (OKO) B ogHOM noBTOpE.

B npouecce skcTpakumm JHK ncnonb3osath cnegytolimne ob6bembl peareHToB U nccneayembix 06pasuos:

- obbem peareHTa BKO-FL — 10 mkn B npobupky gnsa OKO, a TakxKe B Kaxayl npobupky c
uccnegyembiMm 0b6pasamu;

- obbvem nccnepyemoro obpasua — 100 mka B NpobUpKK Ansa uccnegyembix 06pasLos;
- ob6bem peareHta OKO — 100 mkn B8 npobupKy ana OKO;

- obbem peareHTa, ucnosnbsyemoro ana sawouum AHK, — 150 MKA (cornacHo MHCTPYKUMM Mo
NPUMEHEHUIO K UCMOJIb3yeMOMYy Habopy ana akcTpakumm HK).

8.3. MogrotoBKa peareHToB Ana amnandpuKaumm
8.3.1. NMpwu ncnonbsosaHnum popmbl Bbinycka 1

BHUMAHUE! KomnoHeHTbl peakuMOHHOW CMecu c/leayeT CMeLllMBaTb HEernocpeaCcTBEHHO nepejs
nposegeHuem MMLP.

BHUMAHUE! B cnyvyae npurotoBneHUA pPeakUMOHHOM CMeCcU C MOMOLLbIO aBTOMATUYECKOM CTaHLMK
cnepymnTe yKasaHUAM MHCTPYKLUMM MO €€ NCMOJIb30BAHMIO.

8.3.1.1. Paccuntatb 06bembl MUP-cmecu Microsporum wn MNUP-6ydepa-H, Tpebytowmecs ans
NPUroTOBAEHMA PeakUMOHHOM cmeck (cm. Tabanuy 5). CMmecb roToBUTbL Ha obliee YUCAO MUCCaedyeMbIX U
KOHTPO/IbHbIX 06pa3L0B MKOC 3aMac He MeHee Yem Ha O4HY peaKuMmio.

Tabnuvua 5
PacyeT 06beMOB KOMNOHEHTOB ANA OAHO PeaKLMOHHOM CMecH
PeareHT 06bem, MKn 0O603HaueHus
MUp-cmecw Microsporum 10,0%(N+1) N — KOAMYeCcTBO amMnAMUUMPYeMbIXx 06pasuos,
I'ILI,P—6y¢ep—H 5,0*(N+1) BK/1l0O4aA KOHTPO/U

8.3.1.2. MNMepen cmelmMBaHnem peareHTOB nepemewartb coaepumoe npo6uMpoK c
NUP-cmecbto Microsporum v MUP-6ydepom-H, ocagnTb Kanam Ha BopTeKce.

8.3.1.3. MpUroToBUTb PEAKUMOHHYIO CMecCb, [00aBMB KOMMOHEHTbl B 06bemax, PacCYUTAHHbIX B
n. 8.3.1.1. NepemeLwaTtb cMeCb 1 0CAUTb Kanam Ha BOPTEKCe.

8.3.1.4. OTo6paTb HeobxoAMmoe KOAMYECTBO MPOOMPOK MAM cTpunoB ans amnanéeukaumum OHK
nccneayembix U KOHTPOIbHbIX 06pa3LLoB. Bbibop NpobupoK gns amnandmKaumm 3aBUCUT OT UCMOIb3YEMOTO
amnamMduKaTopa ¢ CUCTEMOM AETEKLMU B PEXKMUME «PEaIbHOTO BPEMEHM».

8.3.1.5. BHecTu B NpobupKu no 15 MKA NpUroToBaeHHON peaKLMOHHOMU CMecu.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAaKLMOHHOM CMECU XPaHEHUIO He Noa/iexKar.
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8.3.2. NMpu ncnonbsosaHnm ¢opmbl Bbinycka 2

8.3.2.1. OTobpatb Heobxoanmoe konunyectso cTpmnos ¢ NMLUP-cmecbio Microsporum pna amnandukaumm
OHK nccneayembix M KOHTPO/IbHbIX 06Pas3LLOB.

8.3.2.2. Y6eguTbcs, uTo napaduH MOJHOCTbIO MOKPbIBAET PacTBOP Ha AHe NpobupoK. B npoTMBHOM
C/ly4ae, He NCMNOJIb30BaTb AaHHble NPOBUPKMU.

8.3.2.3. Ha noBepxHocTb napadumHa BHect no 10 mkn MNUP-6ydepa-K, npu atom oH He ponxkeH
NpPOBaNNBaTbCA NOA, NPOCAONKY NapadunHa n cmewmnsaToes ¢ MNLP-cmecbto.
8.4. BHeceHue npob OHK, nposeaeHne amnanpmKauum u getekumm

BHUMAHMUE! Mpu pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C NMOMOLLbIO HabopoB peareHToB A4
NpoBeAEeHUA SKCTPAKLUUM METOAO0M COpbLMM Ha CUAMKArene WaM MArHUTHOM cemapauuu, Heobxogumo
nsberatb nonagaHMA copbeHTa B PEaKLNMOHHYHO CMECh.

BHUMAHME! lNpu py4yHOM aHaNn3e NpOrpamMmmMuUpOBaHME U 3amnycK amnanduKaTtopa NPoBOAUTb COracHO
WHCTPYKLMM NO ero NpUMeHeHu0. PeKomeHayemble MapamMeTpbl AN NPOrpamMmMmnpoBaHma aMnandUKaTopos
YyKasaHbl BO BK/Aagbllle, npuaaraeMom K Habopy. Mpu Mcnonb3oBaHWM MNporpamMmMHoro obecneyeHus
FRT Manager nporpammunpoBaHvMe aMnanduKaTopa ycTaHaBANMBAETCA aBTOMATUHECKM.

8.4.1. BHecTV B NoAroToB/I@HHble NPOBUPKK € peakuyMoHHON cmecbio Mo 10 mka npob AHK, nonyyeHHbIX
B pe3y/ibTaTe 3KCTPaKLMK.

8.4.2. BHeCTM B NOATOTOB/IEHHbIE NPOBMPKM C PEAKLMOHHOW CMECbIO KOHTPO/IbHble 06pasubl:

a) NoNoKnUTebHbIN KoHTpoab MUP — B ogHy npobupKy ana obpasua MK BHectn 10 MmKn peareHTa
MNKO Microsporum.

6) oTpuuaTenbHbl KOHTPob MLUP — B ogHy npobupKy ans obpasua K- BHecTn 10 mKn peareHTa K-.

B) OTPULATE/IbHbIN KOHTPO/Ib 3KCTPaKLMM — B O4HY Npobupky ana obpasua OKO BHecTn 10 mKa npobbl,
aKcTparuposaHHoi us OKO.

8.4.3. 3anporpaMmmpoBaTb aMnAUGUKaTOP C CUCTEMOI AeTeKLUMU B PEXKUME «PeanbHOro BpeMeHu» ans
BbINOJIHEHWNS €4MHOM NPOrpamMmmbl aMnANPUKaALMU U geTeKUnn GayopecL.eHTHOro curHana (cm. Tabauuy 6).

Tabnmua 6
EanHan nporpamma amnandukaumm n getekumm GpayopecueHTHOro CMrHana
o [eTekuua no KaHanam gns Konuuectso
Linkn Temnepartypa, °C Bpemsa ST s

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

95 10c -
3 45

60 20c R6G, ROX

MpumeyaHue: ¢ NCNONL30BAHMEM €4MHON MPOrpamMmmbl MOXKHO OLHOBPEMEHHO MPOBOAWUTL B OAHOM
npubope noboe coyeTaHWe TECTOB, BKAKOYAA TeCTbl C 06paTHOM TpaHCKpunuuen n amnandukauuein. Mpu
0AHOBPEMEHHOM MPOBEAEHUN HECKOMIbKUX TECTOB AeTeKLUMA GNYyOPEeCLEHTHOFO CUTHaNA Ha3HAYaeTca M No
APYTMM MCMNOIb3yeMbIM KaHanam, NOMMMO YKa3aHHbIX B Tabauue. B cnyyae ecnm B ogHoM npubope
0AHOBPEMEHHO MPOBOAATCA TECTbI TONbKO ANA BblABAeHMA AHK, MOXKHO yaanuTb U3 faHHON Nporpammbl
nepBbIi Wwar o6patHol TpaHcKkpunumm (50 °C — 15 MUHYT) AnA SKOHOMUU BPEMEHMU.

8.4.4. MNepes NOCTAaHOBKOW B aMNANGUKATOP NAAHLIETHOro TUNa 0CaAMTb Kann Co CTEHOK NPOBUPOK Ha
BOpTEKCE.
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8.4.5. YcTaHOBUTb MPOBUPKM UAK CTPUMbI B AYEMKKN peakUMOHHOro moayns npubopa.
8.4.6. 3anyCTUTb BbINOAHEHWE NPOrpamMmbl amnanduKaumm ¢ aetekumein GayopecuUeHTHOro curHana.

8.4.7.Mpubop npoBoAWUT perucTpaunio ¢GIyopecueHTHOro CUrHasa aBTOMATUYECKM B perkume
«PeanbHOro BPEMEHUY,

8.5. AHanus u BbluMUCNEHNE PE3YNbTATOB
AHanuns 1 06paboTKy pe3yNbTaTOB MOXKHO NPOBOAUTD:

- B aBTOMATMYECKOM peXMme C WCMNo/Jb30BaHWEM NporpammHoro obecneyeHus FRT Manager
(000 «UHTepabCepsucy, Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
MEeTOAMKY, YKa3aHHy0 BO BKAaAblle, Mpuaaraemom K Habopy. PyKoOBOACTBO No/b30BaTeNA PasmMeLLEHO Ha
oduumanbHom cainte 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peKMMe C MNOMOLLbI MporpammHoro obecnedyeHua npubopa, MCNOAb3yeMoro ANA
nposegerua MUP c peTekuuein B pexuMme «peanbHOro BPEMEHM», COMNAcHO WMHCTPYKUMM MO ero
NMPUMEHEHMUIO U MHCTPYKLUM K Habopy.

BHUMAHUE! Mpu pyyHom aHanmse 06paboTKy AaHHbIX (PAYOPECUEHTHbIX KPUBbLIX), MNOAYYEHHbIX B
nporpammHom obecnedyeHnn npubopa, mucnonbdyemoro AnAa nposegeHua MUP c petekumnen B perkmme
«peanbHOro BpeMeHW», MPOBOAMUTb COIMACHO WMHCTPYKUMM NO ero npumeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM JaHHbIX YKa3aHbl BO BKAaAblLe, MPUAaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaTOB NMPOUCXOAUT HA OCHOBAHUM HanAMuua (UK OTCYTCTBUA) NepeceyeHmns
KpuBoi dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) Gopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBoi IMHWEN, YTO ONpeaensieT Haanmume (UAn oTCyTCTBUE) ANa faHHOM npobbl [HK 3HaueHus
noporosoro uukna (Ct) B cootseTcTBylollen rpade Tabauupl pesynbTaToB. lMapameTpbl 06paboTKM
bNyopecLEeHTHbIX KPUBbIX 3aBUCAT OT UCMONb3yeMoli Mogenu amnamdukaTopa (cm. BKnaapliw K Habopy u
WHCTPYKLMIO MO NPUMEHEHWUIO aMMNAUPUKaTOPa).

KpuBble HaKkonneHuAa ¢AYyopecueHTHOro CcurHana aHaAM3MpyloTca No ABYM KaHanam AeTekuuu
(cm. Tabnnuy 7).

Tabnuua 7
DeTteKuma ¢pnyopecueHTHOro curHana
KaHan ansa ¢pnyopodopa R6G ROX
MpoayKT amnandukaumnm OHK BKO OHK Microsporum canis

8.6. UHTepnpeTauusa pesynbtatos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYy4YHYlO B COOTBETCTBMM C Tabauuein 8 M BKAagplliem, npunaraembim K Habopy. Pesynbtart
MCCNeaoBaHUA CYMTAIOT AOCTOBEPHbIM, €CAM Pe3ynbTaTbl, MOAYYEHHble ANA KOHTPO/bHbIX 06pasuos,
COOTBETCTBYIOT KPUTEPUSAM BaIMAHOCTU, YKa3aHHbIM B Tabnuue 9;

— B aBTOMaTMYECKOM peXMme C MCMo/ib3oBaHMeM nporpammHoro obecnevenma FRT Manager
(000 «UHTepNabCepsucy, Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAMKY, YKa3aHHYIO BO BKadbllie, npuaaraeMmom K Habopy. PykoBoACTBO Nonb30BaTeNs pasMelleHo Ha
oduumanbHom caite 000 «MHTep/labCepeuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Mcnonbsyemble B NpOrpamMmHOM obecrnedyeHnn anropuTm MHTepnpeTaummn pesynbTaTtoB 414 ucciegyemblx
06pasLOB M KPUTEPUM BANIMAHOCTU PE3Y/bTaTOB, MOMYYEHHbIX A1 KOHTPOAEN, NpeAcTas/ieHbl B Tabimuax 8
M 9 COOTBETCTBEHHO.
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Tabnuua 8
MHTepnpeTauma pesynbTaTtoB Ana uccaeayembix o6pasyos

Pesynbrar UHTepnpeTtauuma
3HaueHua Ct no KaHanam ana d¢nayopodopos R6G un ROX HeBanuaHbiit!
He onpegeneHbl UAKN onpeaeneHbl Bbiwe rpaHuyHoro?, C6oii BKO! TpebyeTcs NOBTOPUTL aHaM3

3HauyeHue Ct no kaHany gna ¢nyopodopa ROX onpegeneHo He Bbiwe
rpaHuyHoro. Mpu sTom Kpusasa dayopecueHLuMM AaHHOM npobbl no
[AHHOMY KaHany nepecekaeT MOPOroBYK JIMHWUIO Ha y4yacTke
XapaKTEPHOrO  3KCMOHEHLUMaNbHOro nogbema  GAyopecueHUUn.
3HauyeHue Ct no KaHany ana ¢nyopodopa R6G He yuutbiBaetcs.
3HaueHue Ct no KaHany ana ¢nyopodopa ROX He onpepeneHo mam
onpegeneHo Bbile rPAHUYHOrO, a No KaHany ans ¢ayopodopa R6G
3HayeHue Ct onpeAeneHo He Bbile FPAaHUYHOrO.

BOHK Microsporum canis
obHapyKeHa

BOHK Microsporum canis
He obHapyXeHa

Tabnuua 9

KpuTepuun BanMaHoOCTM ANA KOHTPOJIbHbIX 06pa3L,oB

Pe3ynbTatbl amnanpuKaumm no KaHany gna ¢payopodopa

KoHTtponb
R6G ROX
OKO (oTpuuaTenbHbIA KOHTPOIb OnpegeneHo 3Haqume1c§It He BbilWwe 3HaueHme Ct oTeyTeTayeT
3KCTPaKLUH) rPaHUYHOrO

MKO Microsporum (NoNouUTeNbHbIN

9 OnpeaeneHo 3HaveHue Ct He Bbile FPaHUYHOrO
KOHTPO/IbHbIV 0bpa3seu)

K- (oTpuuatenbHbii KoHTPob MLP) 3Ha4veHue Ct oTcyTcTBYeET

8.7. Bo3MOXHble OWNOKK N peKoMeHZaLumn No UxX peLleHuto

8.7.1. lnA oTpuLaTesIbHOro KOHTPoANA aKcTpakummn (OKO) no kaHany gnsa ¢nyopodopa ROX onpeaeneHo
3Ha4eHue noporosoro unkna (Ct). BepoaTHa KOHTaMMHaUMA NabopaTopmm NPOAYKTAMU aMNANGUKALUN UK
KOHTaMMHaUMA peareHToB UK ncciesyembix 06pasuos Ha Kakom-nnbo atane nccnegosaHna. Heobxognumo
npeanpuHATL Mepbl NO BbIABJAEHUIO U IMKBUAALMN UCTOYHUKA KOHTaMMHAUUM U NOBTOPUTL UCCiea0BaHNe
ans Bcex 0bpasLoB., B KOTopbix 06HapykeHa AHK Microsporum canis, HauMHas ¢ aTana akcTpakumm OHK.

8.7.2. Ana otpuuatenbHoro KoHtpona MUP (K-) no kaHanam ana ¢ayopodopos R6G un/mnm ROX
onpegeneHo 3HayeHue noporoBoro uukaa (Ct). BeposTHa KOHTaMMHauMA nabopatopum NpPOAyKTamu
aMNANOUKAUMM  MAM  KOHTaMWHaLMA peareHToB, wWccneayemblx 06pa3uoB Ha Kakom-ambo 3sTtane
MUP-nccneposaHuna. Heobxoammo npepnpuHATb Mepbl MO  BbIABAEHUIO U JWKBUAAUMU WUCTOYHWMKA
KOHTaMMWHauUMM U NOBTOPUTb UCCea0BaHMe ANA BCcex 06pa3LLoB, B KOTOPbIX 06Hapy»KeHa OHK Microsporum
canis, Ha4ymHasaA ¢ aTana amnandukaumm OHK.

8.7.3. lnA NONOXKUTENbHOrO KOHTpO/sibHOro obpasua (MKO Microsporum) 3HayeHue nNOPOroBoOro
uukna (Ct) no kaHanam gna payopodopos R6G n/mnm ROX oTcyTCTBYET MM ONPeAe/ieHO Bbille rPaHUYHOrO.
BepoAaTHa olwmnbKa Ha 3Tane amnandukaumm, Heobxoammo npoBecT noBTOopHOo 3Tan MUP ana Bcex
oTpuuaTenbHbIXx 06pasyoB.

8.7.4. Ana uccnegyemoro obpasua onpegeneHo 3HaYeHMe NoporoBoro LMKAa, NPU 3TOM Ha rpaduke
dnyopecueHUMM OTCYTCTBYET Y4aCTOK XapaKTEPHOro 3KCMOHEHUMaNbHOTro noabema (rpaduKk npeacrasnser
coboii NpUbAN3NTENbHO MPAMYIO AMHUIO). HeobxoaMmo npoBepuTb NPaBUAbHOCTb BbIGPAHHOTO YPOBHS
NoporoBon IMHUKU UAM NapameTpoB pacyeTa 6a30BoM AMHUKU. Ecan pesynbTaT noayyeH nNpu NpPaBUAbLHOM
YPOBHE MoporoBoit AnMHMK (6a3oBoi AMHUK), TpebyeTcs NOBTOPHO NPOBECTU amMnAMUKALMIO U AeTEKLMIO
Ans aToro obpasua.

10 I'paHMuHble 3HaYeHMa Ct yKasaHbl BO BKAaAbILE, Npuaaraemom K Habopy.
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8.7.5. B ciiyyae nosnyyeHus HeBanMAHbIX pe3ynbTaToB TpebyeTcA MOBTOPHOE MccaeaoBaHWe 06pasua,
HauMHaA C 3Tana 3KCTPaKUMM HYKJEMHOBbLIX KUCNOT. B ciayyae BOCMPOM3BOAMMOrO pesy/bTaTa
peKkomMeHayeTcs NOBTOPHO NPOBECTU B3ATUE, NPeLABapUTENbHYIO NOATOTOBKY U UcCefoBaHMe obpasua.

8.8. iInarHocTtnyecKkoe 3Ha4YeHMe NoIy4eHHOro pesyabraTa

MUP-nccneposaHne ABAAETCA OAHUMM M3 METOLO0B BCECTOPOHHEro o6c/nenoBaHMA MalMeHTa, Ha
OCHOBaHWUM KOTOPbIX NeyvallmMii Bpay YCTaHaBAMBAET AMarHo3 W BblBUpPaeT MeponpuATUA MO NeYeHUIo
nayMeHTa. Pe3ynbTaTbl, MOJlyYeHHble NPW  WUCNONb30BaHUM Habopa, cneayeT paccmaTpuBaTb U
MHTEePNPEeTUPOBaTb B COYETAHUM C AaHHbIMU APYITUX KNMHUYECKUX U NabopaTopHbIX UCCAeA0BaHMIA.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepen o6HapykeHuall

Mpeaen obHapyxeHUa Habopa «Amnanlpainm® Microsporum canis» 6bin onpeaeneH ¢ UCNoib30BaHUEM
npobuTt-aHanun3sa c 95%-oi A0BEePUTENbHOMN BEPOATHOCTbLIO U cocTasma 5x10% konuit/mn (cm. Tabauuy 10).

3HaueHus npeaena obHapyXeHua, ykasaHHble B Tabanue 10, gocturatotca npu cobaogeHNn npasun,
yKasaHHbIX B pasgene «Mccnegyemblin matepuan.
Tabnuua 10

MNpepen obHapyxeHUa Habopa

D2 o =
MuwweHs MeToauKa SKCTPaKLMM BuomaTepuan Mpeaen obHapy:KeHUa No | 95 %-biii fOBEPUTENIbHDIN

Probit 95 %, konuit/mn MHTepBan, Konui/mn

ABTOMaTUYECKAA HorTu 4,31x10” - 6,65x10”

MEeTOMKa IKCTPaKLMK Bonocbl 5,0x10? 4,01x10% - 6,10%x10°

(Microlab STARlet) Kosa 4,54x102 — 7,07x102
ABTOMaTUUECKaA Hortu 3,86x10%2 - 5,71x10?

MEeTOMKa 3KCTPaKLMK Bonocsl 5,0x10? 4,32x10% - 6,93x10?

2 (Auto-Pure 96) Koa 3,90x102 — 5,98x10?2
3 ABTOMaTMYecKas Hortun 4,32x10? - 6,93%x10?
§ MEeTOMKa 3KCTPaKLMK Bosocsbl 5,0x10? 4,54x10% - 7,07x10?
§ (Nexor 96) Koska 3,86x10% — 5,71x102
§ ABTOMaTUYecKas Horu 4,01x10% - 6,10x10?
'§ MeTOAMKa SKCTPaKLK Bonocsl 5,0x10? 4,54x10% — 7,07x10?
x (KingFisher Flex) Koa 4,31x102 - 6,65x102
= PyuHan MeTOaMKa C Hortu 3,90x10% — 5,98x10?
NCMONb30BaHMEM Bosocsbl 5,0x10? 4,01x10% - 6,10x10?
LeHTpndyrnpoBaHms Kowxa 3,86x102 — 5,71x10?

PyuHas MeToAMKa C Hortu 3,90x10% — 5,98x10?
MCNoNb30BaHNEM Bonocsl 5,0x10? 4,07x10% — 6,47x10?

MarHUTHOro WTaT1Ba Kowa 3,91x102 — 6,39x10?

9.2. AHanuTnyeckan cneunPUUHOCTb
Habop «Amnaulpaiim® Microsporum canis» BbiABASET ToNbKO dparmeHTsl JHK Microsporum canis.

AHanuTnyeckas cneuMPpuUHOCTb Habopa oueHuBanacb TectMpoBaHnem [OHK MUKpooOpraHM3mos,
BMUpycoB (cm. Tabnamuy 11) n reHomHol AHK yenoseka. AHK MUKpOOpPraHM3mMoB 1 BUPYCOB B KOHLIEHTPALIUK
He meHee 1x108 konuit/mn n reHomHyro [HK yenoseka B KOHUEHTPaUMKM 1 MKr/mn BHocuAM B obpasipbl
6uonormyeckoro matepuana, He cogeprawme AHK Microsporum canis.

"Npegen obHapyxeHns — 95%-0e NONOXKMUTENbHOE MNOPOrOBOE 3HaYeHWEe KOHUEHTPauMu (KoHueHTpauma OHK
BbIABAAEMOro BO36yauTens, npu Kotopoi 95% TecToB AatOT NONOKMUTE NbHbIN pe3ynbTaT).
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Tabnunua 11
MuKpoopraHusmbl U BUPYCbl, UCNO/Ib3yeMble AN1A OLEHKU aHAIMTUUYECKON cneuudpuyHOCTH

MuKpoopraHMambl U BUPYCbI

Staphylococcus aureus Enterobacter aerogenes
Staphylococcus epidermidis Serratia marcescens

Streptococcus agalactiae Neisseria gonorrhoeae
Streptococcus pyogenes Trichophyton rubrum

Candida albicans Trichophyton mentagrophytes complex
HSV | Trichophyton tonsurans
HSV I Epidermophyton floccosum

Corynebacterium pseudodiphtheriae Enterobacter cloacae

Mpu TectupoBaHum obpasuos JHK BbilenepeymncieHHbIX MUKPOOPraHU3MOB, BUPYCOB M reHomHon AHK
Yye/IoBEKA C MCMOJIb30BaHNEM Habopa NepeKkpecTHbIX PeaKLMin BbIABAEHO He bBblo.

9.3. Bocnpon3soaumocTb U NOBTOPAEMOCTb U3MEpPeHUaA

Bocnpon3BogMMoCTb U MOBTOPAEMOCTb PeE3yAbTaToOB C MCMO/b30BaHMEM Habopa oueHWBanM nytem
TECTUPOBAHMA MOAENbHbIX 0b6pasuoB. MogaenbHble 06pa3upl 6blAM NPUrOTOBAEHbI MYyTEM KOHTaMWHaLMK
06pa3uoB bMomaTepmana, NpeaycMOTPEHHOrO Ha3HaYeHNeM Habopa, CTaHAAPTHbIMM 06pa3LAMM NPEANPUATUS,
cogepawmmn AHK BbisBnAeMbIX MMKPOOPraHM3moB. bblain npoTecTMpoBaHbl 06pasupbl B ABYX KOHLLEHTPaLMAX
OHK BblABAAEMbIX MWKPOOPraHM3MOB, OZHA M3 KOTOPbIX COOTBETCTBOBasA Npeaeny obHapykeHua Habopa
(5%x10%konuit/mn), a BTopas ABYKpaTHO NpeBsbillana npegen obHapyxeHua (1x10% konuii/mn). Kaxkapiii obpaset,
NpPOXoAna Bce 3Tanbl UCCNeA0oBaHUA (NpeaBapuTeNbHYIO NOATOTOBKY UCCIeQyEMOro mMaTepuana, SKCTPaKUmIo
OHK, amnandukaumio AHK v geTekumto pesynbTaTtos).

Mpn oueHKe NOBTOPAEMOCTM KO3DDULMEHT BapMaLLMKM, PAaCCUUTAHHDbIM NO pesynbTaTaM onpeneneHus
noporosbix uMKknoB ana AHK BbiABnAeMbIX MUKPOOPraHM3MOB, He npeBbiwan 5 %.

Mpn oueHKe BOCNPOU3BOAMMOCTM KOSIGOULMEHT BapuaLMKM, PaACCYMTaHHbIA MO  pesynbTaTam
onpeaeneHma NOporosbix LMKNoB gna JHK sbiaBnaembIX MUKPOOPraHM3amos, He npesbiwan 10 %.

9.4. AinarHocTnyeckas cneundUIHOCTb U AUArHOCTUYECKaA YYBCTBUTE/IbHOCTb

[na onpepeneHna ANMarHOCTUYECKON CNeunPUUHOCTU U AMArHOCTUYECKOW YyBCTBUTEbHOCTU Habopa
«Amnnulpaiim® Microsporum canis» 6blAM UCNONb30BaHbl 06paslbl Ka)aoro Buaa buomartepuana,
npeaycMOTPEHHOro HasHaYeHMeM Habopa peareHToB, B KOJIMYECTBE, YKa3zaHHOM B Tabanue 12.

B KauecTBe Habopa cCpaBHeEHWA, C MOMOLLbH KOTOPOro YyCTaHaBAMBanAW Hanuume/otcytctene OHK
Microsporum canis, vucnonb3oBanca Habop peareHToB «Amnaunlpanim® [Odepmatodutsl (Trichophyton,
Epidermophyton, Microsporum)» (PY Ne P3H 2023/19905).

Tabnuua 12
Pe3ynbTatbl TEeCTUPOBaHUA 06pa3L0B 6MonorMueckoro marepmana
¢ nomoLbio Habopa «Amnaunlpainim® Microsporum canis»
Uccnepyembie o6pasuybl Pe3ynbTaTtbl TECTUPOBAHUA
TecTupyemblii Habop Ha6op cpaBHeHua «Amnaulpanm®
Tun Konunuectso O6pasupbl «Amnaulpanm® Depmatodutsi (Trichophyton,
Microsporum canis» Epidermophyton, Microsporum)»
MNonoxutenbHbIX 50 50
Korka 173
OTpuuaTenbHbIX 123 123
MNonoxutenbHbIX 50 50
Bonochl 164
OTpuuaTenbHbIX 114 114
MonoXnUTENbHDbIX 50 50
Hortn 166
OTpuuaTENbHbIX 116 116
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3HayeHMs AMarHOCTMYecKoW cneumduUYHOCTM W AMArHOCTMYECKOM YyBCTBMTENbHOCTM Habopa
«Amnaunlpanm® Microsporum canis» ¢ AOBepPUTENbHON BEPOATHOCTbIO 95 %, paccyMTaHHble, Ucxoaa U3
NOJIlyYeHHbIX AaHHbIX, TpUBeAEHbI B Tabanue 13.

Tabnunua 13
[AunarHocTnueckmne xapakTepucTuKu Habopa peareHToB « AMnanlpam® Microsporum canis»
Tun o6pasuos OunarHoctuyeckasa cneumpuU4HOCTb i‘;i::::;::i‘;ﬁi
Koxa 100 % (97,05% — 100 %) 100 % (92,89% — 100%)
Bosochl 100 % (96,82% — 100 %) 100 % (92,89% — 100%)
Hortu 100 % (96,87% — 100 %) 100 % (92,89% — 100%)

9.5. OueHKa BAanaHNA nHTepPpepuUpyroLLUX BeLLLecTs

BinaAHMe WHTEpOEpPMpPYIOWMX BELLECTB, MNOTEHLMA/IbHO COAEPMKALUMXCA WM MPUCYTCTBYIOWMX B
nuccnegyemom bromatepuane, Ha 3pPeKTNBHOCTL nup npu MCMONb30BaHMM Habopa
«Amnanlpainm® Microsporum canis» oTcyTcTBYeT. He BbIABNEHO MHIMBUPOBaHME peakLmm amnanduKaummn npu
[06aBneHnn K obpasuam bruomaTtepuana Ha aTane 3KCTPaKLMKN MHTEPdEPUPYIOLLMX BELLECTB, NPeACcTaBIeHHbIX
B Tabavue 14, B MaKCMMasIbHO BO3MOMKHOWM KOHLEHTPAL MM,

OTcyTcTBUE BAUAHMA MHTEPGEPUPYIOLLMX BewecTs Aaa 0bpasuLoB KOXM, BONOC U HOMTel (remornobuH,
KETOKOHa30/, TepbuHaduH, KNOTPUMA30/a, aMOPONPUH, LMKNONUPOKC, HadTUPMH) OblLIO MNOKasaHO B
UCNbITaHMAX C UCMOAb30BaHWEM Habopa A/1A aKCTpakumm «MarHoNpanm® GACT-M».

Tabnuua 14
NHTepdepupylowme Bewecrsa, MCNO/b30BaHHbIEe NPU TeCTUPOBaHMKU Habopa
«Amnnulpaitim® Microsporum canis»

Bupg 6uomartepuana UHTepdepeHT KoHueHTpauua nHtepdpepeHTa B o6pasue
Femornobuu 200 mr/mn
KeToKkoHason 20 mKr/mn
06pasubl KOXMK
TepbuHaduH 20 mKr/mn
Knotpumason 20 mKr/mn
AmoponduH 20 MmKr/mn
O6pasuybl HorTeln LMknonupokc 20 MmKr/mn
HadTtnoun 20 mKr/mn
O6pasupl Bonoc KeToKoHa3on 20 MmKr/mn

TaKk)Ke He BbIAB/IEHO WHIMOMPOBaHME peakuunm amnavduKaumu npu aobasneHUM K obpasuam
6uomatepuana [IHK uenoseka B KoHUeHTpauun 1,0x108 konuit/ma.

10. yCnoBuA XPAHEHUA, TPAHCNOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHoctTn Habopa cocTaBnsfeT 12 mecsAueB OT AaTbl M3roToBAeHUA. locne BCKPbITUA peareHTbl
MCMONb30BaTb A0 UCTEYEHUA CPOKa rogHOCTM Habopa. Habop ¢ UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO
He NogNexuT.
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10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTMpoBaTb Npy TemnepaTtype oT 2 4o 8 °C BCeMM BUAAMM KPbITbIX TPAHCMOPTHbIX CPEACTB
B TEPMOKOHTEMHEepax C X71ag03/1eMeHTaM1 UAKn B aBTopedpukepatopax. He gonyckaercs 3amopakuBaHve
peareHToB.

[onyckaeTca TpaHCNopTUPOBaHMe Npu Temnepatype oT 8 Ao 25 °C He 6onee 3 cyTok.

Habop, TpaHCNOPTUPOBaHHbIN C HapyLlEHMEM YKa3aHHOro TeMNEepPaTypHOro pexuma, NpuMMeHeHMUIo He
NOANIENKMT.

10.3. XpaHeHue

Habop xpaHuTb Npu Temnepatype oT 2 Ao 8 °C B 3alMLIEHHOM OT CBETa MecTe B TeYeHue BCero CPpoKa
roaHocTn Habopa. He gonyckaeTca 3aMopakKMBaHWe peareHTos.

PeareHTbl Noc/ie BCKPbITUA XPaHUTb B TEX XKe YC/IOBUAX, YTO U peareHTbl A0 BCKPbITUA. HeBCKpbITbie U
BCKPbITble peareHTbl CTabu/ibHbl B TEYEHME CPOKa FOAHOCTM, YKA3aHHOro Ha 3TUKETKe, Npu cobaroaeHnn
YKa3aHHbIX YCI0BUW XpaHeHuAa. PeaKumoHHaa cmecb, npurotosneHHas w3 [MUP-cmecn Microsporum wu
MNLP-6ydepa-H, xpaHeHMtO He NOANEXKMT.

Habop, XpaHMBLWMIACA C HAapyLIEHMEM YKa3aHHOIO pPerKMMa XpaHeHUs, NPUMEHEHMIO HE MOANEKUT.

11. TAPAHTUU NPOU3BOAUTENA

Mpov3BoguTeNb rapaHTMPYeT COOTBETCTBME XapaKTEePUCTMK Habopa TpeboBaHWAM, YyKasaHHbIM B
TEXHWUYECKOM W IKCMIyaTaUMOHHOM LOKYMEHTaUuMM, B TeYeHWe YKa3aHHOro CpoKa rogHoCTM npu
cobntoaeHUM BCexX YCA0BUIN TPAHCNOPTUPOBAHMA, XPAaHEHUA U NMPUMEHEHWA.

Peknamauum Ha KadyectBo Habopa «Amnaunlpaiim® Microsporum canis» HanpaBaATb B agpec
npoussogutens 000 «Hekctbuo»: 111394, r. Mocksa, ya. MoaumepHas, 8 cTp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpu BbIABNEHWM HEXKenaTeNbHbIX PeakuMit Mpu MCNob30BaHMM Habopa, $paKkToB M 06CTOATENbCTB,
CO3JA0WMX YIPO3y KM3HW W 300POBbIO FPakAaH U MegMUMHCKMX PaboTHMKOB nNpu obpawieHun U
aKcnayaTauuMm Habopa, peKoMeHAyeTca HanpaBuTb cooblieHMe Mo agpecy, YKasaHHOMY Bbilie, U B
YMNO/IHOMOYEHHYIO FOCYJAPCTBEHHYIO pPeryimpytolyto  opraHusaumto (B Pocculickori ®epepaumm  —
depepanbHaa caykba no Hagsopy B cdepe 34paBOOXPAHEHWA) B COOTBETCTBUM C  LEMCTBYHOWMUM
3aKOHOAATEeNbCTBOM.

KoHcynbTaumio no pabote ¢ HAboOpOM, a TaKKe MO BONPOCaM, KACaloWMMCA KayecTBa Habopa, MOMKHO
NOAYYNTb NO KOHTaKTaM, YKasaHHbIM Ha odumumanbHoM caiite Mpoussogutens: www.nextbio.ru.
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12. CUMBO/1bl, UCNMOJ/Ib3YEMBbBIE B LJOKYMEHTALUU NPOU3BOAUTENA
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