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CMUCOK COKPALLEEHMI N OBO3HAYEHUIA

Ct — Cycle threshold (noporosbiit LMKn)
BKO — BHYTPEHHWI KOHTPOJIbHbLIN 0bpasel,
OHK — Ae30KCUPUDBOHYKNEMHOBAA KMCNOTA
JHKaza — [Ae30KCUpuboHyKNeasa
AHTO — pe3okcnpmnboHykneotnatpmubocdatbl
MNnK — MOJIOKUTENbHbIN KOHTPO/b
K- — oTpuuaTesbHbIi KoHTpob MLP
OKO — OTpULATENbHbIN KOHTPO/IbHLIN 06paseLl, SKCTPaKLMn
nupP — NoAMMepasHan uernHaa peakuma
Py — perncTpaunoHHoe yaoctosepeHune
TY — TeXHUYECKHne ycnosumsa
yar — ypaunn-AHK-rankosmnasa
HAUMMEHOBAHUE U3OE/NTNA
Habop peareHToB ana BbiasneHua [AHK Candida albicans metogom noavmepasHoM LENHOM
peakumMmM C AeTekumel B pexume «peanbHoro BpemeHu» «Amnaulpainm® C. albicans» no

TY 21.20.23-200-09286667-2022.

Hanee

no TEKCTY ynotpebnsetca KpaTKkoe HauMeHOBaHMe: Habop peareHTOB

«Amnnulpaiim® C. albicans», a TakKe cokpalweHne Habop peareHToB.
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1. HASHAYEHUE

1.1.Habop  peareHtoB  «Amnaulpanm®  C. albicans» npegHasHavyeH  gns BblfiBAEHUA
OHK Candida albicans B 6uonornyeckom matepuane (COCKOH6HbIM mMaTepuan UAM OTAENAEMOE CAU3UCTbIX
060/104€EK ypOreHMUTaNbHOTrO TpaKTa (oTAensaemoe CAN3UCTON 060/104KM Baramwa U COcKkob anuTenuns co
CAN3UCTON 060104YKKN ypeTpbl), moya) metogom MLP ¢ rmbpuansaumoHHO-GAYOPECLEHTHON AeTeKumel
NPOAYKTOB aMMNINPUKALUM B PEXKUME «PEaNbHOrO BPEMEHU Y.

1.2. MaTepuanom gns nposegeHusa MUP cnyxaT npobbl OHK, 3KcTparMpoBaHHble U3 UCCNeayeMOro
MmaTepmana c NOMOLLbIO HABOPOB peareHToB, PEKOMEHLOBAHHbIX B Pa3aene MHCTPYKLMN «[lononHUTeNbHOoE
obopynoBaHUE U MaTepPUaNbI».

1.3. dyHKUMOHANbHOE Ha3HayeHue: Habop peareHTOB npegHasHayeH ANs AWMArHOCTUKK in  vitro
(sbinBneHune AHK Candida albicans metoaom MNLP B 6uonormyeckom matepuane YenoBeKa).

1.4.MNoKasaHMA K MpoBeAeHU0 uccnedoBaHusa: Habop peareHTOB WMCNOb3yeTcA B KAMHUYECKOM
NabopaTopHOM AMArHOCTUKE A1 CKPUHUHTOBOTO UCCNeA0BaHMA BMO0rMYeckoro matepuana, Noay4eHHoro
OT /UL, C MoAO3PeHnemM Ha KaHanaos. Pesynbratbl MNLUP-nccnengoBaHns yumTbiBalOTCA B KOMIMIEKCHOM
AWarHocTuKe 3aboneBaHus.

1.5. MpumeHeHne Habopa peareHToB He 3aBUCUT OT NOMNYAALMOHHbIX U Aemorpaduyeckmnx acneKkTos.

1.6. NMoTeHuManbHble nonb3oBatenu: Habop peareHTOB  A0/XKEH  MCMNO/b30BAaTbCA  TOJIbKO
KBanMdUUMPOBaAHHbIM, 0ByYeHHbIM (B 061aCTU KAMHUYECKOM nabopaTopHON AUMArHOCTMKKM) NepcoHanom
(Bpaun KAMHUYeCKoW nabopaTopun N MmeauLMHCKME NabopaTopHble TeXHUKKU, 0ByYeHHble MONEKYAAPHbIM
6MONOTMYECKUM METOAMKAM).

1.7. MpumeHATL Ha6op peareHToB CTPOro N0 HasHa4YeHW COrNacHO UHCTPYKUUN NO NPUMEHEHUIO.

1.8. MpoTMBOMNOKa3aHMA K NPUMEHEHWIO: HApPYLUEHWE LLe/IOCTHOCTU YNaKOBKM, UCTEKLLMIA CPOK rOA4HOCTY,
HecobntoaeHne TpeboBaHMIA MHCTPYKLUN.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ¢Oprl BbINYCKa, COCTaB N KOMN/NIEKTHOCTb

Habop peareHTOB BbiNycKaeTcs B ABYX ¢popmax (coctaB Habopa M KOMNIEKTHOCTb MNOCTABKMU YKasaHbl B
Tabanue 1 1 2 cooTBETCTBEHHO). Bce popmbl BbiNycKa NpeaHasHavyeHbl 415 nposeaeHus amnandukaumm AHK
C rMbpuansauMoHHO-GAYOPECLLEHTHON AeTeKuMell NPoAyKTOB amnanduKauun B perrMme «peasibHoro
BpemeHu». [ns NpoBeaeHUA NONHOMO UCCNef0BaHUA HEOBXOAMMO MCNO/b30BaTb HAbOPbI peareHToB A/1s
aKcTpakummn OHK, pekomeHpoBaHHble B pasgene «JJononHuTtensHoe obopynoBaHMe U maTepuanbl».

®dopma BbinycKka 1 BKtoyaeT cmecb gns nposegeHus MLP B npobupke obbemom 1,5 unan 2 ma ans
003MpOBaHUA B Atobble Tunbl NpobupoKk. dopma npegHasHaveHa [asa NPUMEHEHMA COBMECTHO C
amnanduKaTopamm MNAHLWETHOTO WM POTOPHOrO TWMA WM pPacCYMTaHa Ha NpoBefeHWe uccienoBaHuA
100 o6pa3yoB, BKAOYaA KOHTposn. Popma MOKeT ObiTb UCMOIb30BaHA KaK ANA PYYHOW pacKanku, Tak U
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMM ANA NPUTOTOBAEHMA U A03MPOBaHMA PEAKLNOHHbIX CMECEN.

dopma BbINycKa 2 BK/tOYaeT cmecb A1A nposeaeHus MNLUP, packanaHHyo No4 Npoc/ioliky napaduHa no
cTpunoBaHHbIM (12,5 ctpunos no 8 npobupok) npobrpkam obbemom 0,2 mn. Popma npesHasHayYeHa g1a
NPUMEHEHUA COBMECTHO C aMnaMPUKATOpamM MNAaHWETHOrOo TWUMA M paccyMTaHa Ha npoBefeHue
nccneposaHma 100 06pasLLOB, BKAKOYAA KOHTPON.
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Tabnumua 1
CocTtaB Habopa

PeareHT 0O6bem, mn Konunuectso OnucaHue

dopma Bbinycka 1

BydepHbIi pacTtBOp CO cneunduyeckMmu npanmepamu,
1,20 1 npobupka dnyopecueHTHO-MeuYeHbIMM 30HAaMK U AHT®.

[Mpo3payHasn KnUAKoCTb.

BbydepHbIii pactBop ¢ TepmoctabuabHoin AHK-nonvmepasoit
nup-6ydep-H 0,65 1 npobupka Taq, cynbdatom marHuma u ypauun-AHK-rnmkosmnasoi.
[Mpo3payHasn KuUAKoCTb.

MonoKNUTENbHBLIA KOHTPO/IbHLIN 06paseL,.

MUP-cmecb
C. albicans

MKO komnnekc 0,26 1 npobupka
[Mpo3payHasn KnUaKoCTb.

OKO 1,10 1 npo6upka OTpuLaTENbHbIN KOHTPONbHBIN 0b6pa3eL.
Mpo3payHasa KMOKOCTb.

K- 0,26 1 npo6upKa OTpuLaTENbHbIN KOHTPOAbHbIN 0bpaseLl,.

[Mpo3payHasn KuUAKoCTb.
dopma Bbinycka 2

100 npobupok | bydepHbii pactBOp €O chneunduyeckMMmn npammepamm,
(12,5 ctpunos | ¢pnyopecueHTHO-MmedYeHbIMKU 30HAaMKN U AHTS.
no 8 Mpo3payHasa KWMOKOCTb, pacKkanaHa B  CTPUMMNOBAHHblE
npobupok)* npobupku nog napaduH 6enoro useTa.
BydepHbIii pactBop ¢ TepmoctabuabHoin AHK-nonvmepasoit
NuP-6ydep-K 1,20 1 npobupka Taq, cynbdatom marHua u ypauun-AHK-rnmkosmnasoi.
Mpo3payHasn *KMAKOCTb KPACHOTO LBETA.
MoNOXUTENBHBIN KOHTPOAbHbIV 06paseL,

MLP-cmecb

C. albicans 0,01

MKO Komnnekc 0,26 1 npobupka
Mpo3payvHasn KNaKocTb.

OKO 1,10 1 npo6upka OTpuLaTeNbHbIN KOHTPOAbHbIN 06paseLl,.
Mpo3payvyHana KMUOKOCTb.

K- 0,26 1 npo6upka OTpuLaTeNbHbIN KOHTPOAbHbIN 0b6paseLl,.

Mpo3payHan KMAKOCTb.

Tabanua 2
KomnnekTHoCTb Habopa
KomnoHeHT dopmar Konunuecrso
Habop peareHToB (dpopma Bbinycka 1 nam 2) - 1
MHCTpYKUMA No NpumeHeHuo Habopa B 371€KTPOHHOM BUAE” Ha Od)MLI,VIaIIb'HOM -
caitte MpoussoauTena: www.nextbio.ru
KpaTkoe pyKoBOACTBO MO NpumeHeHuto Habopa B BymaykHOM Buae 1
KomnnekT BKnagplllei K Habopy B BymaykHOM Buge 1

B 9/IEKTPOHHOM BUAE Ha odULMANbHOM
MacnopT KavecTBa o . -
calite Mpounssogutena: www.nextbio.ru

2.2. MpuHUMN meToAaa

MpUHLUMN TECcTUPOBaHMA OCHOBaAH Ha 3KcTpakuuu [OHK un3 obpas3uoB wuccieayemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPOAbHbIM 06pasuom (BKO-FL3) n ogHoBpemeHHOM amnanduKaumm yyactka
OHK C. albicans n ucKycctBeHHO cuMHTe3MpoBaHHOM nocnegosatenbHocTn AHK BKO ¢ rubpuansanmoHHo-
dnyopecLeHTHON AeTEKUMEN B pEKMME «peasibHOro BpemeHn». BKO no3BoaseT KOHTPOMPOBaTL BCe 3Tanbl
MUP-uccnesoBaHnsa Ana KaxKaoro obpasua U oueHUBaTb BAMAHUE WHIMOUTOPOB Ha pesynabtatbl MLP-
nccnenoBaHuA.

1 Mpobupku c ronybbim napapuHOM He UCNOb3YIOTCA.

2MNeuyaTHas BepCUA MHCTPYKLMM AOCTYMNHA NO 3anpocy no TenedoHy (495) 620-08-73.

3 BKO-FL BxoauT B cocTas Habopa peareHTos, pekomeHaoBaHHOro Mponssogutenem ana skctpakummn JHK ns kaxagoro
nccneagyemoro matepmana.
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C nonyyeHHbIMW Ha 3Tane 3KcTpakumm npobamm AHK nposBoautcsa peakuma amnandukaumm yyactka AHK
npyM nNomoLwM cneumduyHbIX K 3TOMY YydacTKy nparimepoB M ¢epmeHTa Tag-nonumepasbl. B cocTase
peaKLMOHHOM CMEeCH NPUCYTCTBYIOT GyOpPeCLEHTHO-MEUYEHbIE OIMTOHYKNEOTUAbI, KOTOPblE TMOBPUAMIYIOTCA C
KOMMJIEMEHTAPHbIM y4acTKOM amnanduumpyemoint HK-muwweHu, B pesynbtaTe Yero NpoOMCXoAUT HapacTaHue
WMHTEHCUBHOCTU dayopecueHUnn. ITo NO3BONAET PerucTpmMpoBaTh HaKoMnieHue cneumduyeckoro npoayKra
amnAndUKaLUKn NyTem N3MepeHusa MHTEHCUBHOCTM GYOPECLEHTHOIO CUIHAIA C MOMOLLbIO amnanduKaTopa ¢
cUCTEMOM AeTEKLMM GIYOPECUEHTHOIO CUTHAMA B PEXMME KPEaNbHOTO BPEMEHMUY.

Habop peareHTOB COAEPKUT CUCTEMY 3aLLMUTbI OT KOHTAMUHALMMK aMIIMKOHaMM 33 CYET NPUMEHEHMA
depmeHnTa ypaunn-AHK-ravkosumnasbl (YAr) v Tpudocdata gesokcmypuantHa. GepmeHt YT pacnosHaeT u
KaTanumsmpyeTt paspyweHue uenen [OHK, copeprkawmx pesokcuypuauH, Ho He [AHK, coaep:kalwei
OEe30KCUTUMUAMH. [Je30KCMypuanH oTcyTcTeyeT B npupoaHoi HK, Ho Bceraa npucyTcTByeT B aMMNIMKOHAX,
NOCKONbKY TpudocdaT fe30KCUypruanHa BXOAUT B cocTaB cMmecn gHT® B peareHTax aaa amnavdukaumuu.
[e30KcnypruanH genaet KOHTaMUMHUPYIOWME aMMNIMKOHbI BOCMIPUMUMUYMBBIMUK K paspyLleHuio GepmMeHToM
YOI po Hayana amnanduKkaumm OHK-muweHu, u, cnepoBaTesibHO, OHM He MOryT ObiTb B AasibHeilem
amnanduumpoBaHbl.

depmeHT YOI TepMmonabuieH u MHAaKTUBUPYETCA NPWU HarpeBaHuK Bbiwe 50 °C M NO3TOMY He paspyLiaeT
aMMIMKOHbI MULLEHM, HapabaTbiBaemble B npouecce MLP.

Ha satane amnandumkaumm ogHOBPEMEHHO B 04HOM NpobupKe NpoBOAATCA 2 peakumm — amnamduraums
yuyacTtka AHK C. albicans v nocneposatenbHocTn BKO. Pe3ynbTaTbl aMnanduUKaLmm permcTpupyoTcs no Asym
pa3NMYHbIM KaHanam ¢payopecueHTHOW aeTekuum (cm. Tabanuy 3).

Tabnumua 3
Cootsetcreue JHK-muweHeit n KaHanos ¢payopecueHTHOW geTeKuum

KaHan ana ¢pnyopodopa FAM ROX
[JHK BKO
(sKk30reHHbIN BKO)

NUCKYCCTBEHHO CMHTE3NPOBAHHAA
nocnenoBaTteIbHOCTb

OHK-muweHb OHK C. albicans

O6nacTtb amnanduKaumm ITS-2

2.3. TexHuyeckoe 06cny>KMBaHME U PEMOHT

Habop He NoANEKMUT TEXHUYECKOMY OBCNYKMBAHUIO U PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpeHHUIA KOHTPO/Ib KayecTBa
3.1.1. OTpuuaTENbHDbIA U NO/IOXKUTENIbHbIA KOHTPO/IN UCC/IeA,0BaHUA

[ns OuEeHKM KayecTBa MOJIy4aeMbIX Pe3y/bTaTOB KarKAaa rpynna sKkcTparmpyembix ob6pasLoB A0/KHA
BK/lOYaTb OTpULIATENbHbIA KOHTPOAb 3KcTpakuuu (OKO). Karkpaas uHamMBuayanbHas noctaHoBKa [MUP
JO/KHA BKAOYATb OTpuuaTenbHbit KoHTponb MUP (K-) n nonoxutenbHbii KoHTposb (MKO kKomnnekc).
PesynbTaTbl A4NA KOHTPOJIEM A0/MKHbI COOTBETCTBOBATb 3a4aHHbIM KPUTEPUSM BanUAHOCTM, YKa3aHHbIM B
pasgene «MHTepnpeTauna pesynbTaToB».
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OTpuuaTenbHbI KOHTPOBHbIM 06pasel, (OKO) TecTupyeTca, HaUMHAA € 3TAaNa SKCTPAKL MU, U NO3BONAET
KOHTPO/IMPOBAaTb BO3MOMHYIO KOHTAMMHALMIO APYrMMKW obpasuamm MaAM amnamMkoHamu. B npobupke c
OTPULATENbHbIM KOHTPONEM He Ao/KHa getektuposaTbes [HK C. albicans. B cnyyae HecooTBeTcTBUA
pe3ynbTaTta, MONAYYEHHOTO A/AA  KOHTPOAbHOro o06pasua, 3afaHHbIM — KPUTEPUAM  BAIMAHOCTMH,
MONIOXKUTENbHbIE PE3yAbTaTbl ANA Uccaedyemblx 06pa3LLOB B NOCTAHOBKE CYMTAOTCA HEAOCTOBEPHbIMM,
HeobXxo4MMO NpesnpUHATL MEpPbl MO BbIABNEHUIO U NIUKBUMAALMN UCTOYHMKA KOHTAaMMUHALMKN U NOBTOPUTL
nuccnenoBaHuMe BCex Uccneayembix 06pasLoBs, B KOTopbix 0bHapyxkeHa AHK C. albicans,  KOHTpOAsA, HaYMHaA
C 3Tana 3KCTPaKLUMu.

OTpuuaTenbHblt KoHTpoab MUP (K-) Tectupyetca, HaumHas ¢ atana MUP, 1 no3sosaeT gONOJHUTENIbHO
KOHTPO/IMPOBaTb BO3MOMHYIO KOHTaMMHaUMIO ApyrMMn obpasuamu Mam amnavkoHamu. B npobupke c
OTpULATENIbHbIM KOHTPO1EM He A0 1XKHbl geTekTnuposaTtbca AHK C. albicans n BKO. B ciyyae HeCOOTBETCTBUA
pe3ynbTata, MOJY4EHHOrO AAA KOHTPOJIbHOrO 06pasua, 3aZaHHbIM  KpUTEPUMAM  BaZIMAHOCTY,
MOJIOXKUTE/NbHbIE PEe3y/bTaTbl ANA Ucciedyemblx 06pasLoB B NOCTAaHOBKE CUMTAOTCA HEAO0CTOBEPHbIMU,
HeobXxoaAMMO NpeanpUHATL MEpPbl MO BbIABIEHUIO U IMKBUAALUN UCTOYHUKA KOHTaMUMHALMKW U NOBTOPUTb
nccneaoBaHue Bcex 0bpasuyos, B KoTopbix 06HapykeHbl AHK C. albicans n BKO, HaunHas ¢ atana MLP.

B KayecTse NosoxuTenbHoro KoHTpona MUP ucnonbsyetca peareHT NMKO KoMmnaeKc, BXOAALLMI B COCTaB
Habopa. B cnyyae HeCOOTBETCTBMA Pe3yNbTaToB ANA MNONOMKUTENbHOIO KOHTPOAA 3a[aHHbIM KpUTEpUAM
Ba/MAHOCTW, pe3ynbTaTbl A/1A Bcex 06pa3suLoB B MNOCTaHOBKE CYMTAOTCA HEAOCTOBEpHbIMU, Tpebyertca
MOBTOPUTb UCCNE0BaHUE BCEX NUCCNedyeMblX 06pa3L0B M KOHTPoel, HaumMHaa ¢ atana MUP.

3.1.2. KoHTponb MHrM6MpoBaHUA

[NAa KOHTPONsA Bcex 3TanoB MccneaoBaHUA, 3GdeKTMBHOCTM 3KcTpakuuu AHK U oueHKM BAMAHMA
nMHrméutopos MLUP npeaycmoTpeHo Mcnonb3oBaHWe 3K3oreHHoro BKO, KoTopbiit Ao6aBnsetca B Kaxkabli
nccnegyembii U OTpULATE/IbHBIA KOHTPOJIbHBIM 06pasel, Ha 3Tane aKCTpaKkumMn. Pe3yibTaTbl Uccieq0BaHUsA
BKO [0nHbl COOTBETCTBOBaTb 3a4aHHbIM KPUTEPUAM BaNUAHOCTM ANSA OTPULATENIbHBLIX UCCAedyeMbIX
06pa3LoB, YyKasaHHbIM B pasgene «MHTepnpeTtauua pesynbtatosB». Ecam B uccnegyembix obpasuax,
oTpuuaTeNnbHbIx Ha Hannume AHK C. albicans, He obHapykeHa OHK BKO, To pesynbTaTbl nccnesoBaHma
OaHHbIX 00pa3sLoB CYMUTAOTCA HEOOCTOBEPHbIMKM, TpebyeTca NOBTOPWUTb WX aHa/M3, HauMHaA C 3Tana
3KCTPaKLUMK.

3.1.3. MOHUTOPUHI NabopaTopumM Ha HaIMUMe KOHTAMUHAL UK

PekomeHayeTca pa3 B Mecsl, NPOBOAUTb MOHUTOPUHE 1abopaTopmMm Ha KOHTaMMHALMIO NPOAYKTaMM
amnandukaumMm, uccnegyembiMm 06pasLamM, MONOKUTENbHBIMW KOHTPOJ/IbHBIMK 0bpasuamu. OueHKa
Ha/IMUNA/OTCYTCTBMA KOHTAaMMUHALMWU NPOBOAMTCA MyTEM UCCAEA0BaHWA CMbIBOB C Pas3/INyHbIX OObEKTOB:
NUNeToK, paboumx nosepxHocTen nabopatopHon mebenn, o6opya0BaAHUA U NOBEPXHOCTEN MOMELLEHUN.
B3Aatme © uccnepoBaHMe CMbIBOB  CnefyeT  MNPOBOAWUTb  COMIAaCHO  npoueaype, OMUMCAHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONbL3YIOWMX MeToAbl  amnanduKaumm
HYKNEWHOBbLIX KUCAOT MNpu paboTe C MaTepuanom, COAEPNKaLMM MUKpoopraHusmbl -1V rpynn
naToreHHocTu». Mpu OBHAPYXEHUN KOHTAMMHAUMWM HeobXxogMMo NpPOBecTM 06paboTKy flabopaTopum
MOOLLMMU U Ae3UHOULMPYIOLLMMKN PACTBOPAMM COTNACHO YKa3aHMAM, onmcaHHbIM B MY 1.3.2569-09. Takxke
ONA NpeaoTBPaALLEHNA KOHTAMUHALMK NabopaTopum UK B KaYecTBe Mep MO AEKOHTaMUHaLMK paboyumx 30H
pekoMeHAyeTCA UCNONb30BaTh PAcTBOP A/1A Ae3aKTUBALUM HYKNENHOBbLIX KUCNOT, Hanpumep, «Oauratop»
npoussogctea OO0 «HekcTtbno», Poccua.

3.2. PeKkomeHayemble KOHTPOJIbHble maTepuanbl

B KauyecTBe KOHTPO/bHbIX MaTepUanoB ANA NPOBEPKMU 3aABAEHHbIX QYHKLMOHANbHbLIX XapaKTepucTmk
Habopa mMoryT 6bITb MCNONb30BaHbI 3aPErMCTPUPOBaHHbIE HA TeppuTopumn Poccuiickoli deaepaunn naHenm
KOHTPOJIbHbIX 00pasLoB, MpegHa3HayeHHble AN NPOBEeAEHUA BHYTPEHHEro WM BHELIHEro KOHTposei
KayecTtBa flabopaTopHbIX nccneaoBaHuii no obHapyeHuto HK C. albicans.
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4. OTPAHUYEHUA METOOUKU UCCNEQOBAHUA

4.1. Habop npumeHAEeTCA TONbKO A5 AMArHOCTUKM in vitro.

4.2. Habop npeaHasHayeH gna paboTbl TONBKO C UCCeAyeEMbIM MaTepPUasom, YKasaHHbIM B pasaene
«HasHaueHue». UccnepoBaHue Apyrvx BUAOB BUONOTMYECKOTO MaTepUana MOXKET NPUBECTM K MOYYEHMUIO
He0CTOBEPHbIX Pe3y/1bTaTos.

4.3.MonyyeHne  [OOCTOBEPHbIX  pe3ynbTaToB  obecneumBaeTcA  BbiNoO/HEHMEM  TpeboBaHWM,
NnpeabaBASeMbIX K B3ATUIO, TPAHCNOPTUPOBAHWUIO, MOAFOTOBKE M XpPaHEHW0 06pasLoB UCCAeLyemoro
maTtepuana (cm. pasgen «Mccneayemblii matepuany).

4.4. C nomouibto Habopa Bo3moxkHO MUP-uccnepoBaHune Tonbko nNpob OHK, aKcTparMpoBaHHbIX U3
nccneAyemoro matepuasia COBMECTHO C  BHYTPEHHWMM KOHTPO/bHbIM obpasuom — BKO-FL. bBes
ncnonb3osaHuA BKO-FL HeBO3MOXKHO NpOBECTU OLUEHKY BaIMAHOCTU MOCTAaHOBKMU.

4.5. Habop npeaHasHayeH Ans npodeccroHanbHOro npumeHeHus. Habop AonxeH UCNo/b30BaTbCA
TONbKO KBanUPUUMpPOBaHHbIM, OBydYeHHbIM (B 06/1aCTM KAMHMYECKON /1abopaTopHOM AMarHOCTUKM)
NepcoHanomM (Bpauu KAMHUYECKOW NabopaTopun M mMeguuMHCKME nabopaTopHble TEXHUKM, 0bydyeHHble
MOJIEKYNAPHbIM BUONOrMYECKUM METOANUKAM).

4.6. MNpun pabote ¢ Habopom crieayeT UCMONb30BaATb TOJIbKO aMnaMdpUKaTOpbl C CUCTEMON AeTeKuun
dbNyopecLeHTHOro CUrHana, XxapakTepUCTUKM KOTOPbIX YA0B/IeTBOPAIOT TpeboBaHWAM, yKa3aHHbIM B pasaene
«JononHutenbHoe obopyaosaHMe U maTepuanbly.

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa foKHa NpoBOANTLCA B 1abopaTopmm, BbINOAHAIOLLEN MONeRYNAPHO-6Monoruyeckue (MLP)
nccnefoBaHna buosormyeckoro maTtepuana Ha Hanuuume Bo3byauTener MHPEKUMOHHbIX GonesHel, c
cobnopeHnem CanluH 3.3686-21 «CaHuTapHO-anugemunonornyeckne tpebosaHMa no npoduaakTuke
MHOEKUMOHHbIX 6onesHeny, CaHlMuH 2.1.3684-21 «CaHuTapHO-aNMAEMMONOTMYeckne TpeboBaHMA K
COLEPHKAHUIO TEPPUTOPUIA TOPOLCKUX U CENbCKMX MOCENEHWUM, K BOAHbIM OObEKTAm, NMUTLEBOW BOAE U
NMUTbEBOMY BOAOCHAbGKeHUto, aTMochepHOMyY BO3AyXy, MOYBAM, XKWUAbIM MOMELLEHUAM, SKCMAyaTaLumu
NPOW3BOACTBEHHbIX, OOLWLECTBEHHbIX MOMELLEHMI, OpraHM3auMnM U NPOBEAEHUID  CaHUTapHO-
NPOTUBO3NUAEMUYECKMX (MPODUNAKTUUECKUX) MEPONPUATUI» U METOANYECKMX YKasaHui MY 1.3.2569-09
«OpraHmsauma paboTbl 1abopPaTOPUI, NCNONLIYIOLMX METOAbI aMNANPUKALUM HYKNENHOBBIX KUCNOT Npwm
paboTe c MaTepmanom, CoAepKaLLMM MUKpoopraHmuamel I-IV rpynn natoreHHOCTU».

5.2. Npu paboTte Heobxoanmo Bceraa BbINONAHATL Caeayolwme TpebosaHmA:

- lMpumeHatb Ha6op CTpOro no HasHa4yeHUO B COOTBETCTBUU C ,D,aHHOVI MHCprKLI,Meﬁ. OTKNOHEHME OT
nponncaHHbLIX Npoueayp 1 nopAaaka ,El,el‘;ICTBVIl\;I MOXEeT NPUBECTU K NONTYHEHUNIO HEAQOCTOBEPHbIX pe3y/1bTaTOB
daHanus3a.

- JlTabopaTopHbIM npouecc A[O/MKEH ObiTb OAHOHaNpaBAeHHbIM. AHanM3 caedyeT NPOBOAUTbL B
oTAeNbHbIX MoMmelleHMaxX (30Hax) B cooTBercTBMM ¢ MY 1.3.2569-09. He Bo3Bpauwartb 06pasupl,
060pyaoBaHME U peareHTbl B 30HY, B KOTOPOW 6bla NpoBeaeHa NpeablayLlan cTaama npouecca.

- PaccmatpumBaTbh uccnegyemble 06pasubl Kak MHPEKUMOHHO-ONACHble, OpraHM3o0BbIBaTb PaboTy u
XpaHeHue B cooTseTcTBUM € CaHlnH 3.3686-21.

- Ybupatb U Ae3snHOUUMpoBaTb pa3anTble 06pasubl UAM peareHTbl, UCMOAb3YyA Ae3nHOULMpYyLoLLMe
cpeacTsa B cootBeTcTBMM ¢ CaHlnH 3.3686-21.
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- YpanAtb HeuCnosib30BaHHbIe peareHTbl, peareHTbl C WUCTEKWMM CPOKOM TOAHOCTU, a TaKXKe
MCNONb30BaHHbIE peareHThl, ynaKOBKy4, b6uonornyeckuii N\aTepmans, BK/1KO4aA matepuasibl, UHCTPYMEHTbI U
npegmetbl, 3arpA3HeHHble 6uonormyecknum MaTepnaniom, B  COOTBETCTBUU C TpE6OBaHMﬂMM
CaHluH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxogosB nocsae amnavdukaummn (npobupok, coaepskawmx npoayktbl MLP)
HeAoMnyCTMMO OTKpbiBaHME NPOOUPOK N pa3bpbi3rMBaHUE COAEPHKMMOTO, MOCKOJIbKY 3TO MOXKET MPUBECTU K
KOHTamMHauuu npoayktamm MLP nabopaTopHO 30HbI, 060PYA0BAHUA U peareHToB.

- Wcnonb3oBaTb M MeHATb NPU KaXKaol onepauun o4HOPa30Bble HAKOHEUYHUKM AN aBTOMATUYECKUX
no3atoposB ¢ ¢uabTpom. OAHOPA30BYHO NNACTUKOBYHO Nocyay (MNpobUPKKM, HAaKOHEUYHUKKU) HeobxoaAmmo
cbpacbiBaTb B CeLunanbHblit KOHTEHEP, coAaep Kaluuii Ae3nHbULMpyloLLee CPeacTBO, KOTOPOe MOKeT bbITb
MCNONb30BaHO AN1A 06e33aparknBaHUA MeAULUHCKUX OTXOO0B.

- Habop npegHa3HayeH ANA OAHOKPATHOrO npumeHeHusa ans nposegeHua [LUP-uccnegoBaHus
YKa3aHHOro KonmyecTsa 06pasuoB (cm. pasgen « Popmbl BbIMyCcKa, COCTAB M KOMMJIEKTHOCTbY).

- K pabote c Habopom AonycKaeTcs TO/IbKO NePCoHan, 06yYeHHbI MeToAam MONEKYNAPHON AMArHOCTUKM
1 npaswaam paboTbl B KAMHUKO-AMArHOCTUYECKOM S1ab0paTopumM B YCTAHOBIEHHOM MOPSAKE (B COOTBETCTBUN C
TpeboBaHMamM CaHlMuH 3.3686-21).

- He wucnonb3oBath Habop, ecnn HapylleHa BHYTPEHHAN YMaKoBKa MAW BHELHWA BUA, peareHTa He
COOTBETCTBYET ONUCAHMIO.

- He ucnonbsoBaTb Habop, ecn He cO60LANUCL YCIOBUA TPAHCNOPTUPOBAHMA U XPAaHEHMA COMNACHO
NHCTPYKLMMU.

- He cmelwmnBaTh peareHTbl pasHbIX CEPUN.
- He ucnonb3oBatb HAbOp MO UCTEYEHUM CPOKA FOAHOCTH.

- Wcnonb3oBaTb 04HOPA30Bble HEOMYyAPEHHbIe NepyaTku, NabopaTopHble XanaTbl, 3aLLMLLATb F1asa BO
Bpems paboTbl c 06pasLamm 1 peareHTamu. TaTeIbHO BbIMbITb PYKM MO OKOHYaHUKM paboTbl. Bce onepaumm
NPOBOAATCA TONbKO B NEpUYaTKax 418 UCK/IOUYEHNA KOHTAKTa C OpraHM3MOM YesioBeKa.

- He ecTb, He NUTb N He KypUTb B MPOLLECCE NCMO/Ib30BaHMA Habopa. M3beraTb KOHTaKTa peareHToB C
KOMKEeW, rnasamm n camsncton o6ono4koi. He rnotate.

- Tpy KOHTaKTe Hemea/IeHHO MPOMbITb MOpa*keHHoe MecTo 60/bMM KOANMYEeCTBOM BOAbl U Mpu
NJIOXOM CaMO4YyBCTBUM 0OPaTUTLCA 33 MEeAMLMHCKOM nomolpbto. Mpu monagaHWyM BHYTPb PBOTY He
BbI3bIBaTb, MPOMO/IOCKAaTb POT BOAOM, 06paTUTLCA K Bpayy MPM NI10XOM CaMOYyBCTBUMN.

5.3.Mpu  M“CNoib30BaHMM MO  Ha3HayeHU U cobAlOAEHUM  BbILENEPEUYMCNEHHBIX  Mep
NnpeaoCcTOpPOrKHOCTU Habop 6e3onaceH. PeareHTbl Habopa coaep:KaT HaTpMA asng B KOHUEHTpaLumn He bonee
0,1 % 1 cOOTBETCTBEHHO HE KNaccudUUMPYIOTCA KaK OMacHble U He TPebyioT cobitoaeHns cneuuanbHbiX mep
NpPeaoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 3TOM pasgesne.

5.4. Cneumduryeckme Bo3aencTena Habopa Ha OpraHM3m YesloBeKa:
- KaHugeporeHHbIl adpdeKT oTcyTCTBYET.
- MyrTareHHoe aeicTBue OTCyTCTBYET.

- PEI'IDOAYKTI/IBHBH TOKCUYHOCTb OTCYTCTBYET.

4 Hencrnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKLUMM CPOKOM FOAHOCTU, UCMO/b30BaHHbIE PEAreHTbl, YNaKoBKa
OTHOCATCA K KNAccy ONacHOCTM MeAULMHCKUX 0TX0808 .

5> BuonormMueckunii matepuan, BKAKOYas MHCTPYMEHTbI M NPeAMETb, 3arpa3HEeHHbIe MaTepuasom, OTHOCATCA K Knaccy
0MacHOCTU MeaMUMHCKMX 0TX0408B b.
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6. AONONHUTENbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3aTne uccnepgyemoro matepmana

6.1.1. TpaHcnopTHas cpeaa ANA B3ATUA, TPAHCMOPTUPOBAHMA U XpaHeHUA BUonorMyeckoro matepmana
(cOCKOGHbIM MaTepuan MAM OTAEeNAeMOe C/AM3UCTbIX 060N0YEK YyporeHMTasIbHOTO TpaKTa (oTaensemoe
CN3UCTOM 0BONOYKM BRaranuiia M COCKOb anuTenusa co cAM3ucToit 060/M104YKM ypeTpbl)), coaeprKallas
6ydepHO-cONeBoOit pPacTBOP C  MYKOJNIMTUKOM, KOHCEpBaHTOM W cTabunmsatopom (Hanpumep,
«TpaHCNopTHasA cpeaa € MYKOAUTUMKOM «Amnaulpaiim TCM» (PY Ne ©CP 2012/14205) wau ppyras,
3apernctpupoBaHHasn B PO).

6.1.2. 30HA ANA B3ATUA BUONOrMYECKOro maTepuana C NOBEPXHOCTU CAU3UCTbIX 060/104eK (COCKOBHbII
maTepuan UAn oTaensaemoe CAM3UCTbIX 060JI0UYEeK YPOreHWTaNbHOro TpakTa (oTaensemoe CAU3UCTOM
060/104KM BAarannLa M COCKO6 aNUTENMA CO CAM3UCTON 060I0UKM YPeTpbl)) OAHOKPATHOrO MPUMEHEHMS,
CTepunbHbIA. Pabovan yacTb 30HAAa MOXKET OT/IaMbIBaTbCA NO UMEIOLLENCA HaceuKe.

6.1.3. EMKOCTb ans B3ATWA, TPAHCNOPTUPOBKU U XpaHeHUs moun (obbemom go 60 ma) ogHOKpPaTHOro
NPUMEHEHUA, CTEPU/IbHAA, C 3aBUHUMBAIOLLLENCA MW NAOTHO 3aLLENKMBAIOLLENCA KPbILWKOW, N3roTOBIEHHanA
M3 NoaunponuaeHa.

6.2. NMpepBapuTenbHaa NOAroToBKa Uccieayemoro marepmana

6.2.1.1. TpaHcnopTHanA cpena ons B3ATUA, TPAHCNOPTUPOBAHUA N XPAaHEHMA BMONOrMYECKOrO MaTepmana,
coAepxallan KoHCepBaHT, uan pusmnonorndeckmin pactesop (0,9 % pacTsop HaTpUA XA0pKUAaa) CTePUNBbHBIN.

6.2.1.2. MuKpoueHTp1dYKHble 0AHOPa30Bble MOAUNPONUIEHOBbIE NIOTHO 3aKpblBatoWMecs NPoO6UPKM
obbemom 1,5 mn.

6.2.1.3. OaHOpPa30Bbie HAKOHEYHUKWN A1 A03aTOPOB NepeMeHHoro obbema c punbtpom go 1000 mk.
6.2.1.4. OgHOpa30Bble HAKOHEUYHWNKM AN 103aTOPOB nepemMeHHoro obbema 6e3 dpunbTpa Ao 200 MKA.
6.2.1.5. ABTOMaTUYECKMI £03aTOp NepemeHHoro ob6bema Ha 1000 mKkA.

6.2.1.6. Ltatuebl gnsa npobmpok ob6bemom 1,5 ma.

6.2.1.7. MukpoueHTpudyra ana npobMpoK Tuna «dnneHaopd» o6vbemMom 1,5 M € yCKOpeHMeM He meHee
10 000 g.

6.2.1.8. BakyyMHbI OTcacblBaTe/lb MeAULMHCKMIA C KONOON-NOBYLIKON A5 yAaneHUAa HaLoCaLo4HOM
KUOKOCTH.

6.2.1.9. BopTekKc.

6.3. Ikcrpakuyma OHK u3 nccnegyemobix o6pasuos

6.3.1. Habop peareHTOB ANA 3KCTPAKLUMM HYKJAEUHOBbLIX KUCAOT, 3apPerMcTpMpoBaHHbIN B PO 1
COOTBETCTBYIOWMI CAeayoWwmm TpeboBaHNAM:

- Habop nossonsAeT BblgensTb AHK u3 6uonormueckoro matepuana (COCKOBHbIM maTepuan uam
oTaenAaemoe CAn3UCTbIX 060104EK yporeHUTaIbHOro TpaKTa (oTaensemoe cansncTolt 060104KKM BAaranmiLa
M COCKOD 3nNuUTeNns Co CAN3UCTON 060I0UKM YPEeTpbl), MOYa) 1A NOC/NeAYOWero UccaefoBaHna MeToLoM
NnosIMMepasHoM LEenHON peakLmu;

- Habop He OTHOCMKTCA K 3KCNpecc-meToaam aKcTpakumm AHK;
- Habop no3BosAeT UccienoBaTb 06pasLbl 06vemMom He meHee 100 mKn;
- Habop no3BoAAET NPOBOAUTb 3tOLMIO oumLeHHon JHK B o6beme He meHee 100 mKn.
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B xofe npoBeAeHNA KAMHUYECKUX UCMBITAHUI Banngaumio npowen Habop peareHToB A/1A 3KCTPAKL UK
AHK «MarHoMpaiim® ®ACT» (PY Ne P3H 2019/8043).

6.3.2. lonosHUTEIbHblE MaTepuanbl n obopyaoBaHue, Heobxoanmble ans akctTpakumm AHK, — cornacHo
WMHCTPYKLMU K Habopy peareHToB Ana akcTpakumm AHK.

6.4. AMnanduKaumua, p[eTeKuua NPoAYKTOB amnanduKaumm, aHaAuM3 M UHTepnpeTauus
pe3ynbTaToB

6.4.1. OgHopa3oBble NoAMNponnaeHoBble Npobupkn, ceoboaHble ot AHKas, cnegyowmx Buaos (npu
ncnoab3oBaHMM GOpMbI Bbinycka 1):

- 3aBMHYMBAOWMECA NMPOBMPKM U KPBIWKM K HUM MAM NAOTHO 3aKpblBatoMecs NpobupkM obbemom
1,5 -2 mn — Ansa npuroToBieHUA peakLuMOHHON CMeCH.

- TOHKOCTeHHble Npobupkmn ana MNLUP o6bemom 0,2 mMA ¢ BbINYKNOM AN NAOCKON ONTUYECKU NPO3PAYHOIA
KPbIWKON nan npobupkmn o6bemom 0,2 M B CTPMNax Mo 8 LWT. C NPO3PaYHbIMM KPbILWKaMKU — 414 NPOBeAEHUA
MUP npu ncnonb3oBaHUM Npubopa NAaHWETHOIO TUNa;

- TOHKOCTeHHble npobupku ana MNUP o6bemom 0,2 MA € NAOCKOM KpbIWKOM uam npobupku ana MNLUP
ob6bemom 0,1 mn B cTpunax no 4 Wr. ¢ KpblwWKamn — ana nposegenuna MNUP npu ucnonbsosaHum npubopa
POTOPHOrO TMNa.

6.4.2. OaHOpPa30Bble HAaKOHEYHWUKK, cBoboaHble oT [HKas, ana gosatopoB nepemeHHoro obbema c
dunbtpom go 100 mkn.

6.4.3. Wtatmebl ana npobupok obbemom 0,2 mn unm 0,1 mn (B COOTBETCTBUM C MUCMNOb3YEMbIMU
npobupkamu ana NLP).

6.4.4. BoKc abakTepuanbHoW BosayLwHon cpeabi (MLP-60Kc).
6.4.5. UeHTpundyra-soprekKc.
6.4.6. ABTOMATMYECKME 4,03aTOPbl NepeMeHHOro 06bema.

6.4.7. CTaHUMA aBTOMaTMYECKasa C MOAY/iIeM A/ NPUroTOB/AEHUA M pacKankn peakuUMOHHbIX cMmecel U
KOMMNEKT pacxXxodHbIX MaTepuanos K Hell COrnacHo MHCTPyKuumn MpoussoanTens, - Npu MCNOAb30BaHUU
dopmbl BbinNycka 1 B c/liyyae MPUroTOBAEHMS PEaKLMOHHON CMECU C MCMO/Ib30BaHMEM aBTOMAaTMUYECKOM
CTaHUUN.

6.4.8. MNporpammupyembli amnanduUKaTop ¢ CUCTEMOM AeTeKunmn GayopecLeHTHOro CUTHaNa B pexxnme
«pPeasbHOro BPEMEHW» POTOPHOrO AMBO  MAAHLIETHOrO TWMA, 3aperucTpupoBaHHbIii B P
COOTBETCTBYIOWMI CneaytoWwmm TpeboBaHNAM:

- Ha/iMyMe He3aBMCUMMbIX KaHasoB dayopecueHTHoON aeTekumn ana ¢ayopodopos FAM m ROX co
clefyroWmMMm XapakTepucTuKamu:

Tabnuua 4
Tpebyemble xapaKTepUCTUKU KaHaN0B ¢pNyopecL,eHTHOM AeTeKuum
[ANUHbI BOMH, HM
KaHan ana dnyopodopa Bo36yxxaeHus JOetekuun
MuHumym Makcumym MuHumym Makcumym

FAM 450 470 510 530

ROX 565 585 605 650
Pemc%‘%gr_cmms? ﬂﬁg%bzcéﬁ;[l)asﬂansope 1
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- Ana npMbopoB NAAHLIETHOrO TMMNA Ha/iMYMeE NOAOrpeBaeMOoM KPbILWKKU ¢ TemnepaTtypoit 6onee 100 °C;
- TOYHOCTb NogAepkaHna Temnepatypol < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OX/laXKaeHnn He meHee 1 °C/cek.

B xoge npoBeAeHMA KAMHUYECKMX UCMbITaHMI BainAaumio NPOLWM cleaylolme Nporpammupyemble
amnanouKaTopbl C CUCTEMOWN AeTeKuMU GIYOPECLLeHTHOrO CUTHasa B PEXUME «PeasibHOrO0 BPEMEHUX:
Rotor-Gene Q (PY Ne ®C3 2010/07595), C1000 Touch B Komnnekte ¢ moaynem CFX96
(PY Ne ®©C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.4.9. XonogunbHuUK, NoaaepXKuBatowmii TemnepaTypHbli pexxum ot 2 o 8 °C.
6.4.10. OTAeNbHbIN XanaT, Wanoykum, obyBb M 04HOPA30BbIE NepYaTKM B cooTBeTcTBMMU ¢ MY 1.3.2569-09.

6.4.11. EmKOCTb Ans cbpoca HAaKOHEYHMKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepuranom 41a UCCNeA0BaHWNA CAYKaT:

- COCKOBHbI MaTepman uau oTaensemoe CAN3UCTbIXx 060104EK YPOreHNTaNbHOro TpaKTa (oTaensemoe
CIM3NCTOM 060/104KM BAraimLLa M COCKOD aNUTENUA CO CAN3UCTOM 060N104KMN YPEeTPbI);

- MoOMa.

B3aTve, npeaBapuTenbHylo 06paboTKy, TPaHCMNOPTMPOBAHWE U XpPaHEHWe  UCCiedyemoro
Buonormueckoro matepmana cnegyeT NPoBOAMUTb B COOTBETCTBMU C HUMKENEPEUNCNEHHbIMU TPeBoBaHNAMM,
Hecob/1l0aeHNe KOTOPbIX MOMET NMPMBECTM K NMONYHEHNIO HEKOPPEKTHBIX PE3YbTaTOB UCC/IeA0BaHUA.

7.1. OTpensaemoe cAn3NCTON 060104UKM BAaraaumLLa

B3ATMe maTepuana npoBecTM M3 3aaHeBGOKOBOro CBOAA BAAraAMWA@ C MNOMOLLbI CTEPUNLHOMO
04HOPA30BOr0 30HAA-TAMMOHA WM YHMBEPCANbHOrO 30HAA B MNPOGMPKY C TPaAHCMOPTHOW cpeaoi B
COOTBETCTBMM C MHCTPYKUMENA MO MPUMEHEHUIO 30HAA. HeobxoAMMO MaKcMMmasibHO MOJHO cobpaTb
oTaensaemoe. Pabouylo NOBEPXHOCTb 30HAA MOMECTUTb B TPAHCMOPTHYIO cpedy, 06/10MaB NAacTUKOBYIO
ocHoBY. JJonycTMMO MMHMMAaIbHOE NPUCYTCTBUE NPUMECEN B BUAE C/IN3U U KPOBM.

BHUMAHMUE! Bo nsbexkaHne KOHTaMMUHaLMN, HENb3A 06pe3aTb 30H4, HOXKHULAMK !

BUONOTMYECKMIA MaTepunan, NMOMELLEHHbIA B TPAHCMOPTHYIO cpeady, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo cieayowmm TpeboBaHNAM:

- Mpu KOMHaTHOI TemnepaType (8o 25 °C) — He 6onee 28 cyTOK;
- npu Temnepatype oT 2 go 8 °C — B TeueHue 4 mecAuEB;
NMbOo COrNacHO MHCTPYKLMKU K MCNO/Ib3yeMOM TPAaHCMOPTHOM cpese.

,ﬂ,OI'IyCKBETC’r'I Wb OOHOKPATHOE 3aMOpPaKnMBaHNE—O0TTanBaHNE maTepmnana.

7.2. Cockob anuTenua co cnmsnctoin 060s104Kkn ypeTpbl

B3ATWe 3anuTennanbHoro cockoba M3 ypeTpbl NPOBOAMTbL C MOMOLbIO CTEPUIBHOMO OAHOPA30BOro
YHUBEPCANbHOIO 30HAa B MPOBUPKY C TPAHCMNOPTHOM CPesol C MyKOJIMTUKOM B COOTBETCTBUM C UHCTPYKLMEN
no NPMMeHeHUIo 30HAa. JonycTMMO MUHMMabHOE NPUCYTCTBUE NPUMECEN B BUAE CN3U U KPOBMU.
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BuonorMyecknii matepuasn, NOMELLEHHbIM B TPAHCMOPTHYIO cpeay, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo c/ieayrowmm TpeboBaHNAM:

- Mpu KOMHaTHOM TemnepaType (8o 25 °C) — He 6onee 28 cyToK;
- npu Temnepatype ot 2 go 8 °C — B TeueHme 4 mecALEB;
NMBO COrNAcHO MHCTPYKLMM K MCNONb3YEMOM TPAHCMOPTHOM cpese.

JonycKkaeTtca nnwb O4HOKPATHOE 3aMOpPaXKMBaHMe—OTTanBaHWe maTepmana.

7.3. Moua

7.3.1. NopAapok cbopa

Y KeHWMUH Ans aHanusa oTbmMpaloT NepBylo NMOPLMI0 YTPEHHEM Mouu B Konamyectse 15—-25mn B
cneumanbHyto eMKocTb. CH0p MoYM NPOBECTU NOCAE TLLATE/IbHOMO TyasieTa HAPYMKHbIX MNONOBbLIX OPraHoB.
*enatenbHO 3aKnaapiBaTb TaMMOH BO BAaranauwe nepes cbopom maTepuana Ansa npeasynpexaeHus
KOHTaMMHALUN MOYM OTAENAEMbIM U3 BAaraamwa. TakKe He cneayeT NpousBoguTb cO0p MOYM BO BPEMS
MEHCTpyaumu.

Y MY}XUMH NPy MOYENCNYCKaHUM HEOBX0AMMO 0CBOBOANTL HapyKHOE OTBEPCTUE MOYENCTYCKATE/IbHOTO
KaHana, NOSIHOCTbIO OTTAHYB KOMKHYIO CKNAAKY. O aHanmM3a oTbupatoT nepsyto NOPLMIO YTPEHHEH MOYU B
Konnyectse 15 — 25 ma B cneuunanbHy0 eMKOCTb.

B cnyuae ecnm c6op MoUM OCYLLLECTBAAETCA B @MKOCTb 6€3 peareHToB 419 KOHCepBaLmMmn U ctTabunmnsaumn,
[ONyCcKaeTca XxpaHeHue 1 TpaHCnopTupoBaHMe 06pasLoB MOUM A0 NpoBedeHua npegobpaboTku:

- npu Temnepatype ot 2 go 8 °C — B TeueHue 1 cyToK;
- npu TemnepaType oT MUHyC 24 o muHyc 16 °C — B TeyeHune 1 Hegenu;
- Npu TemnepaType He Bbilwe MUHYC 68 °C — AanTenbHo.

Mpu ocylecTBneHMn cbopa MOYM B EMKOCTb C TPAHCMOPTHOM Cpesoi UM peareHTamu 411 KoHcepBaLum
n ctabunmsaumm, xpaHeHue 06pas3LOB MOYM [0 NpoBeAeHUs npefobpaboTKM NPOBOAWUTL COMNACHO
WHCTPYKLMM K UCMONb3yeMOl eMKOCTK ans cbopa.

[lonyckaeTca AMLWb OAHOKPATHOE 3aMOpParkMBaHWe-oTTanBaHWe matepuana.

7.3.2. NpepgBaputenbHaa o6paboTka

®nakoH c mo4voi B36onTaTb. MepeHecT 1 Ma MOUU, UCNOIb3YA HAKOHEYHUK C PUABTPOM, B CTEPUBHYIO
0ZIHOPa30BYyo NPobupky ob6bemom 1,5 mn. UeHTprdyrnposatb 5 muH npu 10 000 g. Mpu Hannunm 6onbluoro
KO/MYecTBa COMEN pecycrneHgMpoBaTb TOJMIbKO BEPXHWUM CNOM  ocafgka conet B obbeme 1 mn
$U3MONOrNMYECKOro PacTBopa CTEPUIBHOIO MM TPAHCMOPTHOM Cpefbl, U 3aTEM CHOBa KOHLEHTPMPOBATD.
Mcnonb3ya BaKyyMHbIN oTcacbiBaTeslb C KO1O0M-N10BYLWKOW, NOMHOCTBIO YAA/IMTb CyMepHaTaHT, UCNO/b3ysA
ONA Kaxaoro o6pa3La oTaenbHbI HAKOHEYHWK 6e3 ¢uabTpa, He 3axBaTbiBad ocafoK. K ocaaky AobaBuTb
200 MK $M3MON0rMYECKOTO PacTBOpPa CTEPUABHONO WAW TPAHCMOPTHYIO cpedy B obbeme, yKasaHHOM B
WMHCTPYKLMM NO ee NpumeHeHuto. TWaTenbHO nepemeLlaTtb CoAepXKMmoe Ha BOpTEKCe.

[onyckaeTca xpaHeHue npegBapuTesibHO 06paboTaHHbIX 06pasyoB  MOYM 40  MPOBEAEHUS
nccaenoBaHuA:

- npu TemnepaType ot 2 go 8 °C — B TeueHue 1 cyToK;

- npu TemnepaType oT MUHyC 24 a0 muHyc 16 °C — B TeyeHune 1 Hegenw;

- Npu TemnepaType He Bbile MUHYC 68 °C — AnnTenbHo.

[JonycKaeTca Mvwb OAHOKPAaTHOE 3aMOpaXKnBaHMe-oTTaMBaHWe maTepumana.
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8. MPOBEAEHUE UCCNIEAOBAHUA

NccnepoBaHWe O0/KHO MNPOBOAUTLCA MPUM  HOPMaJbHbIX MOKasaTeNaX MWMKPOKAMMATA  KAWHUKO-
[AmnarHoctuyeckol nabopatopun®:

- TemnepaTypa OKpyrKatowero Bo3gyxa ot 20 go 28 °C;

- OTHOCUTenbHasa BAaxKHocTb 40 — 75 %.

8.1. 3Kctpakuua AHK u3s nccnegyemoro marepuana

Ona skcTpakummn OHK umcnonb3oBaTb Habopbl peareHTOB, pPeKOMeHAOBaHHble [lpou3BoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U MaTepuanbl». MopagoK paboTbl c Habopamu N5 IKCTPAKLUK
OHK cmoTpute B MHCTPYKLUMM MO UX NPUMEHEHMUIO.

BHUMAHUE! Tpu npoBeAeHUN WUCCNeAOBaHUS HeAoMyCTUMO WCMO/Ab30BaHWE 3KCMpecc-mMeToaoB
aKcTpakuum JHK.

BHUMAHMUE! Kaxkpgas rpynna 3sKcTparMpyembix 06pasyoB A0/XKHA COMPOBOMKAATLCA MOCTAHOBKOM
oTpuuaTtenbHoro KoHTpona (OKO) B ogHOM NoBTOpE.

B npouecce akcTpakummn JHK ncnonb3oBatb caeayolime obbembl peareHToB U uccaegyembix 06pasuyos:

- obbem peareHTa BKO-FL — 10 mkn B npobupky ana OKO, a TakXe B Kaxayi NpobupKy c
nccneayembimmn obpasuamm;

- 0bbem uccneayemoro obpasua — 100 mkn B NpobupKu ans uccnegyembix 0b6pasLos;
- obbem peareHTa OKO — 100 mKn B npobupky ana OKO;

- obbem peareHTa, mcnonbsyemoro ana saoumm AHK, — 100 mKn (cornacHoO MHCTPYKUMKU MO
NPUMEHEHUIO K UCNOJIb3yeMomy Habopy ana skcTpakuum HK).

8.2. MogroToBKa peareHToB Aad amnanduKaumm

8.2.1. NMpu ncnonbsosaHun ¢opmbl Bbinycka 1

BHUMAHUE! KoMMNOHEHTbl pPeaKLMOHHON CMecu cnepyer CMewnBaTb HEMOCPeACTBEHHO nepes
nposegeHunem MLP.

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

8.2.1.1. Paccumutath 06bembl MNUP-cmecu C. albicans v MUP-6ydepa-H, Tpebyowmeca ans
NPUroTOBAEHMA PeaKUMOHHOM cmeckn (cm. Tabaunuy 5). CMecb roToBUTbL Ha obliee YUCAO0 MUCCaeayeMbIX U
KOHTPOJIbHbIX 06PA3LL0B M/IOC 3aMac He MEHEE YeM Ha OZHY peaKLuio.

Tabnuua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HO peakUUMOHHON cmecn
PeareHT 06bem, MKn 0O603HauyeHus
MUP-cmecs C. albicans 10,0*(N+1) N - koanuectBo amnanduumpyembix 06pasLos,
NUP-6ydep-H 5,0%(N+1) BK/1IOYaA KOHTPOAU

8.2.1.2. Mepegp, CMelunBaHnem peareHTOB nepemeLuatb coaepxumoe npobuMpoK o
NLUP-cmecoblo C. albicans v MUP-6ydepom-H, ocaanTb Kanam Ha BOpTEKCE.

6YKasaHbl AONYyCTUMble HOPMbI TemnepaTypbl M OTHOCUTENbHOM BNaXXHOCTM BO3dyxa B pabodeit 30He
NPOM3BOACTBEHHbIX MOMELLEHUA B COOTBETCTBMM C TpeboBaHmamum [OCT 12.1.005-88 «Cuctema cTaHOapTOB
6e3onacHocTv Tpyaa. ObLne caHUTapHO-TMrMeHnYecKkme TpeboBaHuMA K BO34yXy paboueit 30HbI».
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8.2.1.3. MpUroToBUTb PEAKUMOHHYIO CMecb, [00aBMB KOMMOHEHTbl B 0ObeMax, PacCYMTAHHbIX B
n. 8.2.1.1. NepemeLwaTtb CMeCb 1 0CagMUTb Kanau Ha BopTeKce.

8.2.1.4. OTobpatb HeobxogMmoe KOAMYeCTBO NPOBUPOK uAM cTpunoB pns amnanéukaumm OHK
nccneayemblx U KOHTPObHbIX 06pa3LLoB. Bbibop NpobupoK gas amnamdurKaumm 3aBUCUT OT UCMOIb3YEMOTO
amnanduKaTopa ¢ CUCTEMON AETEKLUN B PEXKMUME «PeasibHOrO BPEMEHU Y.

8.2.1.5. BHecT1 B npobMpKM no 15 MKA NpUroToBAEHHON peaKLMOHHOMU CMecH.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEaKLUNMOHHOW CMECU XPaHEHUIO He noasear.

8.2.2. NMpu ncnonbsoBaHmnu popmbl BbinycKa 2

8.2.2.1. OTobpatb Heobxoanmoe Konamyectso ctpunos ¢ MLUP-cmeckto C. albicans pna amnanduKkaumm
OHK nccnepyembix M KOHTPObHbBIX 06Pa3LLOB.

8.2.2.2. Y6eauTbcs, Yto napadmH NOMHOCTbIO MOKPbIBAET pPacTBOp Ha AHe NpPobupok. B npoTuBHOM
Cnyyae, He UCNOo/1b30BaTb AaHHble NPOBUPKK.

8.2.2.3. Ha nosepxHocTb napadumHa BHect no 10 mkn MNUP-6ydepa-K, npyu atom oH He ponxkeH
NpPoBanNBaTbCA NoA NPOCAOMKY NapadunHa u cmewmnsatbes ¢ MNLP-cmeckto.
8.3. BHeceHue npob [HK, npoBegeHne amnanduKkauum n getekumm

BHUMAHMUE! MNpu pobasneHmn npob [AHK, aKcTparMpoBaHHbIX C MOMOLLbO HabOpPOB peareHToB A/
NpPoBeAEHMA 3KCTPAKLMM METOAOM COpPOUMM Ha CUAMKarene Wanm MarHUTHOW cemapauuun, Heobxoammo
n3beratb NnonagaHusa copbeHTa B peakLMOHHYH CMecCh.

BHUMAHMUE! Mpu py4yHOM aHanM3e NpOrpaMmMMpoOBaHME U 3aMyCK amnanduKaTopa NPOBOAUTb COFTACHO
WHCTPYKLMM NO €ro NnpuMeHeHnto. PekomeHayemble NapameTpbl 4149 NPOrpaMmMUpPOBaHNA aMnanMPUKaTopos
yKa3aHbl BO BK/Aagpblwe, npunaraemom K Habopy. MNpu mMcnonb3oBaHWM nporpammHoro obecnevyeHus
FRT Manager nporpammunpoBaHve aMnanduKaTopa ycTaHaBAMBAETCA aBTOMATUYECKM.

8.3.1. BHeCTM B NoAroToB/eHHble NPOBUPKKM C peakLMOoHHOM cmecbkto no 10 mka npob AHK, nonydeHHbIX
B pe3y/ibTaTe 3KCTPaKLuK.

8.3.2. BHecTV B NoAroToB/ieHHble MPOBUPKM C peaKLMOHHOM CMECbIO KOHTPO/IbHble 06pa3Lbl:

a) NoNoKuUTenbHbI KoHTponb MUP — B ogHy npobupKy ana obpasua MK BHectn 10 MKn peareHTa
NKO komnnekc.

6) oTpuuaTenbHbIl KOHTPOAb MLUP — B 0aHY Npobupky ana obpasua K- BHecTn 10 mKna peareHTa K-.

B) OTPULATENIbHBIA KOHTPO/Ib SKCTPAKLMK — B 04HY NPO6MpPKyY ana o6pasua OKO sHecTn 10 mKa npobbi,
3KcTparmpoBaHHoi u3 OKO.

8.3.3. 3anporpammmpoBaTb aMnIMPUKATOP C CUCTEMOM AETEKLMN B PEXKMME «PeasibHOro BpeMeHn» A5
BbIMNO/IHEHWNA eAMHOM NPOrpaMmbl aMIANGUKALUKN U AeTEKLMU GNyOopecLLEHTHOrO curHana (cm. Tabanuy 6).

Tabnuua 6
EguHana nporpamma amnanduKaumm u getekumm GpayopecueHTHOro CUrHana
o JeTtekuuna no KaHanam AnA Konuuecrso
T b B
Lukn emnepartypa, °C pemsa TR s

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

95 10c -
3 45

60 20c FAM, ROX
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MpumeyaHue: ¢ NCNONL30BAHNEM €4MHOIN MPOrPamMMbl MOXKHO O4HOBPEMEHHO MPOBOAUTL B OAHOM
npubope Ntoboe coyeTaHUe TECTOB, BKIKOYAA TECTbl C 06paTHOM TpaHCKpunumen n amnandukaumen. Mpu
OAHOBPEMEHHOM MPOBEAEHUM HECKO/IbKUX TECTOB AETeKLMA GYyOPeCLEHTHOIO CUrHaia HasHavyaeTca U no
APYTMM MCMO/Ib3yeMbIM KaHasnam, NOMWMO YKa3aHHbIX B Tabauue. B cnyyae ecam B ogHom npubope
OAHOBPEMEHHO MPOBOJATCA TECTbl TONIbKO ANA BbiABAeHMA AHK, MOXHO yaanuTb U3 gaHHOM NporpaMmmbl
nepBbli WwWar obpaTHoM TpaHcKpunumm (50 °C — 15 MUHYT) 419 SKOHOMUM BPEMEHMN.

8.3.4. MNepea NOCTaHOBKOW B aMNANGUKATOP NNAHLLIETHOrO TUMNA 0CaAMTb Kanam co CTEHOK NPobupok Ha
BOpPTEKCE.

8.3.5. YCTaHOBUTb NPOBMPKN AN CTPUMbI B AYENKM peaKkUMOHHOIo moaynsa npubopa.
8.3.6. 3anycTuTb BbINOJIHEHME NPOrPaMMbl aMIANPUKALUK C AeTeKumnenn GayopecLeHTHOro CUrHana.

8.3.7.Mpnbop npoBoaAUT perucTpauuio GAyopecLeHTHOro CUrHana aBTOMATUYECKM B peume
«PeanbHOro BpEMEHMU»,

8.4. AHanu3 u BblUMUCNIEHUNE Pe3yNbTAaTOB
AHanus 1 06paboTKy pe3ybTaToB MOMKHO NPOBOAMUTD:

- B aBTOMaTMYECKOM pEXMME C WCMNo/b30BaHMEM nporpammHoro obecnedvenuna FRT Manager
(000 «UNHTep/labCepsuc», Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBoAcCTBY Nosib3oBaTens, Bbibpas
METOAMKY, YKa3aHHyI BO BKAagblle, Npuaaraemom K Habopy. PyKoBoACTBO NONb30BaTeNA Pa3MELLLEHO Ha
odpunumanbHom cainte OO0 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peEXMME C NOMOLLbIO MpOorpammHoro obecneyeHuss npubopa, MCNOAb3YEMOro AfA
nposeaeHus [LUP c petekumeir B peXMme «peasibHOro BPEMEHM», COrJIaCHO MWHCTPYKUMM MO €ero
NPUMEHEHUIO N MHCTPYKLUKN K Habopy.

BHUMAHMUE! MMpu pyyHom aHanmse o06paboTKy AaHHbIX (PAyOpecueHTHbIX KPUBbIX), MOAYYEHHbIX B
nporpammHom obecnevyeHun npubopa, ucnonblyemoro ans nposegeHus MUP c pgetekumein B pexume
«peanbHOro BpPEeMEHW», MPOBOAMUTb COIMTACHO WMHCTPYKLUMM MO €ero npuMeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM AaHHBIX YKa3aHbl BO BKAAAbILLIE, MpUaaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB NPOUCXOAUT Ha OCHOBAHUW HaMUUA (MK OTCYTCTBUA) NepeceyeHuns
KpuBol dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) ¢opmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBON IMHWEN, YTO ONpeaenseT Haanyme (MAn OTCyTCTBUE) ANA AaHHOMN Npobbl AHK 3HaveHun
noporosoro umkna (Ct) B cooTtsetcTBytowei rpade Tabavubl pesynbratoB. MapameTpbl 06paboOTKM
bNyopecLEeHTHbIX KPUBbLIX 3aBUCAT OT UCMONb3yeMoli Mmogenu amnamdukaTopa (cm. BKAaablw K Habopy m
MHCTPYKLMIO MO NMPUMEHEHUNIO aMNIMdMKaTopa).

KpvBble HakonneHua AyoOpecUeHTHOIO CUTHasa aHa/M3MpYoTCA MO ABYM KaHanam AeTekuuu
(cm. Tabnunuy 7).

Tabnuua 7
Jdetekuuna ¢payopecueHTHOro curHana
Kanan ana ¢pnyopodopa FAM ROX
MpoayKT amnandukaumnm OHK C. albicans OHK BKO
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https://www.interlabservice.ru/service/frt/

8.5. UHTepnpeTauua pesynbTaTos
MHTepnpeTaymio pesyabTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYl0 B COOTBETCTBMM C Tabnuueid 8 u BKNagpllem, NpuaaraembiM K Habopy. PesynbrtaT
MCCNe0BaHNA CYUMTAIOT [OCTOBEPHbIM, €CAN Pe3ynbTaTbl, MOJYYEHHble AN KOHTPO/bHbIX 06pasuos,
COOTBETCTBYIOT KPUTEPUAM BANNAHOCTH, YKa3aHHbIM B Tabauue 9;

—B aBTOMATMYECKOM pPEe)KMMe C MCMNo/b30BaHMEM nporpammHoro obecnedeHnss FRT Manager
(000 «UNHTep/labCepsuc», Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY NoJsib30BaTens, Bbibpas
METOAMKY, YKa3aHHYI0 BO BK/agblle, Npuaaraemom K Habopy. PyKoBOACTBO M0/1b30BaTeNA Pa3meLLEeHO Ha
oduumanbHom caiite OO0 «WUHTepflabCepeuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Ucnonb3yemble B NPOrpammHoOM obecnevyeHmm aaropuTMm MHTEPNpPETaLNN pPe3ynbTaToB AA UCCiesyeMblX
06pasuUoB U KPUTEPUM BaNUAHOCTM Pe3y/IbTAaTOB, NOYYEHHbIX A1 KOHTPOJIEel, NpeacTaBaeHbl B Tabanyax 8
1 9 COOTBETCTBEHHO.

Tabnunua 8
MHTepnpeTauua pe3ynbTaToB ANA Uccneayembix ob6pasu,os
Pe3synbrar UHTepnpeTtauma
3HaveHna Ct no kaHanam gna ¢nayopodpopos FAM un ROX HesanuaHbiit!
He onpegeneHbl UIN onpeaeneHbl Bbille I'paHMLIHOI'O7. C6o11 BKO! TpebyeTca noBTOPUTL aHAIM3
3HauyeHue Ct no kaHany gns pnyopodopa FAM onpegeneHo He Bbiwe
a oro. I " 6 .
rpPaHUYHOr pu 3TOM KpuBasa $yopecueHUnn AaHHON Npobbl No [IHK C. albicans
OAHHOMY KaHa/ny nepecekaeT MOPOroBYH JIMHUIO HA Yy4vacTKe
obHapy:keHa
XapaKTEPHOro  3KCMOHEeHUManbHOro nogbema  dayopecueHunu.
3HayeHue Ct no KaHany gna ¢ayopodopa ROX He yumTbiBaeTCA.
3HayeHune Ct no KaHany ans ¢nyopodopa FAM He onpeaeneHo waun [HK C. albicans
onpepeneHo Bbille FPAHUYHOrO, a NO KaHany ans payopodopa ROX
He obHapyXeHa
3HayeHue Ct onpeaeneHo He Bbille FPAHUYHOrO.
Tabnmua 9

Kputepuu BaangHoCcTM Na KOHTPObHbIX 06pa3y,oB

PesynbTatbl amnandukaumm no KaHany gna ¢payopodopa

KoHTponb
FAM ROX
OKO (oTpuuaTenbHbIi KOHTPOJIb OnpegeneHo 3HayeHue Ct He Bblwwe
3Ha4veHue Ct oTcyTcTBYeET ;
9KCTpaKuum) rpaHUYHOro

MKO Komnnekc (NONOMKUTENbHbIN

N OnpegeneHo 3HadeHue Ct He Bblle rPaHUYHOrO
KOHTPOJIbHbIV 06pasel)

K- (oTpuuaTenbHbiit KoHTposb MLP) 3HayveHue Ct oTcyTCcTBYET

7 TpaHWuHble 3HaYeHns Ct yKasaHbl BO BKAaAbllle, Npuaaraemom K Habopy.
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8.6. Bo3MOXXHble ownbKu n pekomeHaauun Nno Ux peweHuto

8.6.1. lnA oTpuuaTenbHOro KOHTPOAA 3KcTpakumm (OKO) no kKaHany ans payopodopa FAM onpeaeneHo
3Ha4yeHue noporoeoro uukna (Ct). BeposaTHa KOHTaMMHaUMA N1abopaTopum NPOAYKTaMU aMMANPUKALUN Un
KOHTaMMHaUMA peareHToB UK nccnegyemblx 06pasLos Ha Kakom-1nbo atane nccnegosanHna. Heobxognumo
NpeanpuUHATbL Mepbl MO BbIABJAEHUIO U IMKBUAALMN UCTOYHUKA KOHTaMUHALMU N NOBTOPUTb UCCAef0BaHMe
Ans Bcex 0bpasLos., B KoTopbix 06HapyxeHa AHK C. albicans, HaunHasA ¢ aTana akcTpakummn JHK.

8.6.2. na oTtpuuatenbHoro KoHTpona MUP (K-) no kaHanam gna ¢ayopodopoe FAM u/mam ROX
onpeaeneHo 3HavyeHMe noporosoro uUuMKna (Ct). BepoAaTHa KOHTaMMHaumsa nabopaTopum NpPOAyKTaMu
amnaMduKauMnM  MAM  KOHTAMMHALMA peareHToB, Wccaesyemblx o060pa3LoB HA Kakom-anmbo 3Tane
MUP-nuccnepoBaHnsa. Heobxoammo npegnpuHATb Mepbl MO BbIABAEHWUIO W AWKBUOAUUM UCTOYHUKA
KOHTaMMHaLUKN 1 NOBTOPUTb MCCef0oBaHUeE Ans Bcex 06pasuoB, B KOTOpbIx 06HapykeHa OHK C. albicans,
Ha4YnHaA c aTana amnandukaumnm JHK.

8.6.3. 114 NONOKUTENbHOTO KOHTPOAbHOTrO 0bpasua (MKO KomnaeKkc) 3HayeHne noporosoro uukna (Ct)
no KaHanam gna ¢payopopopos FAM u/mnm ROX oTCyTCTBYET MM ONpeaeneHo Bblle rpaHnYHoro. BeposaTHa
owmnbKa Ha aTane amnandpuKaumm, HeobxoaAMMo NpoBecTn NoBTOPHO aTan MUP ana Bcex oTpuLaTeNbHbIX
o0b6pasuos.

8.6.4. [ina uccnegyemoro obpasua onpeneneHo 3HayeHMe NMoporoBoro LMKAa, NPU 3TOM Ha rpaduke
dbnyopecLeHUMM OTCYTCTBYET Y4aCTOK XapaKTePHOro 3KCMOHEeHUMaNbHOro noabema (rpaduk npeacraBaser
coboit NpUBbAU3IUTENBHO NPAMYIO IMHMIO). HeobXxoaMMO MPOBEPUTb MPaBUALHOCTb BbIGPAHHOMO YPOBHSA
NopOroBo IMHUM UAK NapameTpoB pacyeTa 6a30Boi AMHWUKU. ECM pe3ynbTaT NoayYeH Npu NpasUibHOM
YPOBHE NoporoBoi AMHMK (6a3oBoi AMHUK), TpebyeTca NOBTOPHO NPOBECTU aMMAUPUKALMIO U AETEKLMIO
Ana atoro obpasua.

8.6.5. B c/iyyae nosyyeHus HeBanWAHbIX Pe3ynbTaToB TpebyeTcA NMOBTOpPHOE McciegoBaHMe o6pasua,
HauMHaA C 3Tana 3KCTPaKUMUM HYKJEMHOBbLIX KWUCAOT. B cnyyae BOCNPOM3BOAMMOrO pesysbTata
pekomeHAayeTcsA NOBTOPHO NPOBECTU B3ATUE, NPeABapUTENbHYIO NOATOTOBKY M UcCaeAoBaHWe obpasua.

8.7. OvarHocTuyecKkoe 3Ha4YeHMe NOJIYy4eHHOro pesyibraTa

MNUP-nccnepoBaHne ABAAETCA OAHMM M3 METOAOB BCECTOPOHHEro obcnefoBaHWA MaumMeHTa, Ha
OCHOBAHWUM KOTOPbIX Jlevallimii Bpay YCTaHaB/NMBAET LMArHO3 U BblOMPaeT MeponpuaTUA MO JIeYEHUIO
nauMeHTa. PesynbTaTbl, MOJyYeHHble MNPU  WMCNONb30BAHUW Habopa, creayeT pPaccMaTpuBaTb U
WHTEPNPEeTUPOBATb B COYETAHMM C AAHHbIMU APYTUX KIMHUYECKMX U 1abopaTopHbIX NccnefoBaHNUNM.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepen obHapyxeHua®

Mpepen obHapyxeHus Habopa «Amnaulpaim® C. albicans» 6bin onpegeneH ¢ MCNONb30BaHUMEM
npobuT-aHanmsa ¢ 95%-olt 4OBEPUTENbHO BEPOATHOCTbLIO (CM. Tabaunuy 10).

3HayYeHUs XapaKTEPUCTUKM, YKasaHHble B Tabauue 10, pocturatotca npu cobnogeHUU npasun,
YKa3saHHbIX B pasgene «Mccneayemblit matepuany.
Tabnnua 10

Mpepen o6HapyxeHUa Habopa

Mpepen obHapy:keHUa 95%-blii OBEPUTE/NBHDBIN
T I L IR no Probit 95%, N/mn uHTepsan, N/mn
COCKOBHbIN maTepuan nnm

oTaenaemoe Can3ncTbix obonouek

YypOreHuUTasIbHOrO TPAKTa 50 42-63
Candida albicans (oToensemoe cnmsmncTot 060104KN
BaaraaunLa U cockob anutenua co
CN3UCTOM 060N0UYKM YPETpPbI)
moua 50 39-69

9.2. AHanuTHM4YecKan cneunPuUIHOCTb
Habop «Amnaulpaiim® C. albicans» sbisagnaeT Tonbko ¢parmeHTtbl AHK C. albicans.

AHanutnMyeckas cneumduryHocTb Habopa oueHMBanacb TecTupoBaHMem [AHK muKkpoopraHusmos,
Bupycos (cm. Tabaunuy 11) n reHomHolt AHK yenoseka. AHK MUKpPOOpPraHM3MoB 1 BUPYCOB B KOHLIEHTPALIUK
He meHee 1x10° konuit/mn n reHomHyio HK yenoseka B KOHUEHTPaUMn 1 MKr/ma BHOCUAM B 06pa3Lpl
6uonormyeckoro matepuana, He cogepawme AHK C. albicans.

Tabnunua 11
MuKpoopraHusmbl U BUPYCbl, UCNOJIb3yeMble ANA OL,eHKU aHaIMTUYECKO cneuudpuIHOCTU

MuKpOoOopraHusmbl U BUPYCbl

Gardnerella vaginalis
Escherichia coli
Streptococcus pyogenes
Mycoplasma genitalium
Ureaplasma urealyticum
Candida krusei
Candida parapsilosis
Neisseria sicca
Neisseria mucosa
Trichomonas vaginalis
HSV |
cMmv

Lactobacillus spp.
Staphylococcus aureus
Streptococcus agalactiae
Chlamydia trachomatis
Ureaplasma parvum
Candida glabrata
Mycoplasma hominis
Candida tropicalis
Neisseria subflava
Neisseria gonorrhoeae
HSV I
HPV

Mpu TectMpoBaHMm 06pasuoB JHK BbilenepeyncieHHbIX MUKPOOPraHM3MOB, BUPYCOB M reHoMHoM JHK

yesioBeka C UCNOJ1Ib30BaHUEM Ha6opa nepeKpecTHbIX peaKu,Mﬁ BbIIB/IEHO He 6bINo.

®Mpenen obHapyskeHna — 95%-0e MNONOMKUTENbHOE MOPOrOBOE 3HAYeHWe KOHUEHTpaummn (KoHueHTpaumsa [HK
BbIABAAEMOro BO3byauTens, npu Kotopol 95% TecTos 4atoT NONOKUTE/IbHbIN pe3yabTar).
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9.3. Bocnpoun3BoamMmocTb 1 NOBTOPAEMOCTb U3MepPEeHUs

BocnponsBoguMocTb M MOBTOPSAEMOCTb Pesy/bTaToB C MCNosib3oBaHMEM Habopa oueHWBaAM nyTem
TECTUPOBAHMA MOAENbHbIX 06pa3uoB. MoaenbHble 0bpasubl OblIM NPUrOTOB/IEHbI MYyTEM KOHTaMMHAUMK
06pa3LoB bomatepunana, npeaycMOTPEHHOIO HasHayeHnem Habopa, CTaHAAPTHbIM 06pasLOM NpeanpUATHS,
cogeprawmm OHK C. albicans. Bbinn npotectmpoBaHbl 06pasybl B ABYX KoHUeHTpauuax OAHK Bbisasembix
MWKpPOOPraHMamoB (cm. Tabamubl 12 1 13), ogHa U3 KOTOPbIX COOTBETCTBOBA/A Npeaeny obHapyKeHus Habopa
(50 I'3/mn), a BTOpana ABYKpaTHO Npesbiwana npeaen obHapyxeHua (100 3/mn). Kaxapiii obpasel, npoxoaun
BCe aTanbl uccnegosaHms (akctpakumto AHK, amnandukaumio OHK 1 getekumio pesynbtaTos).

NMosTOpAEMOCTb U3MepeHUsa

CpeaHee
KoHueHTpauus, 3HauyeHue
Obpase r/mn noporosoro

uukna, Ctep
dopma Bbinycka 1

CoCKOGHbIN maTepuan unm
OTAENAEMOE CAU3UCTbIX 060N0UEK 50 35,83
YPOTeHUTaIbHOTO TPaKTa (oTAensemoe
C/MBUCTON 060104KM BAAranmLLa u
COCKOB 3NUTENA CO CAU3UCTOM 100 33,98
060/104KM ypeTpbl)

50 35,81
Moua
100 33,97

dopma Bbinycka 2

CoCKOBHbIN maTepuan nam
oTAeNAemMoe CM3NCTbIX 06004eK 50 35,78
YPOreHUTanbHOro TpakTta (oTaensemoe
C/IM3UCTOM 0060JI0UKM BNaraaniia u
COCKOb6 anuUTeNuns co CM3NCTOM 100 33,97
060104KM ypeTpbl)

50 35,80
Moua
100 33,95
Bocn poun3ssoaAnMMOCTb U3aMepeHna
CpepHee
KoHueHTpauus, 3HaueHue
Obpasey r_/mn noporosoro

uukna, Ctep
®dopma Bbinycka 1

COCKOBHbIN maTepuan nam
oTAeNAemMoe CM3NCTbIX 06004eK 50 36,18
YPOreHUTanbHOro TpakTta (otaensemoe
CNN3NCTOM 060/104KM BNAranunLLa n
COCKOb 3nnTeNnA co cAnsncTon 100 34,06
060104KM ypeTpbl)

50 36,09
100 34,36

Moua

dopma Bbinycka 2

COCKOOHbIN MaTepuan unm
OTAENAEMOE CAU3UCTbIX 060N0ueK 50 35,98
YypOreHUTasIbHOro TpakTa (oTaensemoe
CNM3UCTOM 060/104KM BNaraanLia u
COCKOD anuTenuns co caM3nCTon 100 34,03
060104KM ypeTpbl)

50 36,20
100 33,99

Moua
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CraHaapTHOe
OTK/IOHEeHue
(sp)

0,44

0,31

0,41
0,33

0,44

0,27

0,49
0,31

CraHpapTHoe
OTK/IOHEHUE
(sb)

0,82

0,35

0,87
0,49

0,78

0,41

0,88
0,30

Tabnunua 12

Koadpduuymenr
Bapuauum (CV),
0,

%

1,22

0,92

1,15
0,96

1,24

0,80

1,37
0,92

Tabanua 13

KoadppuumeHnt
Bapuauum (CV),
00

%

2,27

1,04

2,40
1,43

2,17

1,20

2,43
0,88
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9.4. ilnarHocTnyecKan CneLI,VICbVI‘-IHOCTb n AnarHoCctuyeckKana 4yBCTBUTE/ZIbHOCTb

Ons onpeaeneHma ANMArHOCTUYECKOW cneunduyHoCTM U ANArHOCTUYECKOW YyBCTBUTENbLHOCTU Habopa
«Amnnaulpaiim®  C. albicans» 6blAM  McNonb3oBaHbl  06pasubl  Kaxaoro Buaa 6uomaTepuana,
npeaycMoTPEHHOro HasHaYeHMem Habopa peareHToB, B KOJIMYECTBE, YKazaHHOM B Tabanue 14.

B KayectBe Habopa cpaBHeHWA, C TMOMOLLbIO KOTOPOro YycTaHaBAMBaAW Hanuume/oTcyTcTemne
OHK C. albicans, wcnonb3osBanca Habop peareHtoB «AmnanCeHc® C.albicans / C.glabrata / C.krusei-
MYNbTUNPANM-FL» (PY Ne ®CP 2012/13538).

Tabnuua 14
Pe3ynbTraTtbl TECTMpPOBaHUA 06pa3L,OB 6MONOrMYEecKoro marepurana ¢ NOMoLlbio Habopa
«Amnaupaiim® C. albicans»

Uccneayembie o6pasubl Pe3ynbTaTbl TECTUPOBAHUA
Ha6op cpaBHeHUA
«AmnaunCenc® C.albicans [
C.glabrata [ C.krusei-
MY/IbTUNPANUM-FL»

TecTupyembliii Habop
Tun Konuuectso O6pa3upbl «AmnnunMpanm®
C. albicans»

COCKOBHbIN maTepuan
U otaensemoe

CAM3UCTbIX 060I04EK MonoKuntenbHbIx 370 370
YPOreHUTaNbHOro TpakTa
(otgenaemoe causucron 740
060/104KM Bnaranuuia u
cockob SnuTennA co OTpuLaTeNbHbIX 370 370
CNM3nUCTON 060/104KN
ypeTpbl)
Moua 553 MonoKuntenbHbIx 183 183
OTpuuaTenbHbIX 370 370

3HayYeHUs AMarHoCTMYeckom cneuynMdUYHOCTU U AMArHOCTUYECKOM YyBCTBUTENbHOCTM Habopa
«Amnaulpanm® C. albicans» ¢ noBepUTENbHO BEPOATHOCTLIO 95 %, paccymMTaHHbIe, UCX0AA U3 MOYYEHHbIX
OaHHbIX, NpuBeaeHbl B Tabanye 15.

Tabanua 15
[unarHocTnueckme xapaKTepucTukm Habopa peareHtoB «Amnaulpanm® C. albicans»
UarHocTnyeckan UarHocTnyeckasn
Tun o6pasuos A A
YyBCTBUTE/IbHOCTb CI'IeLI,Md)M'-IHOCTb

COCKOBHbIN MaTepuan UAn oTaensemoe
CAN3UCTbIX 060/104eK YPOreHUTanbHOro
TpaKTa (oTAensemoe ciM3nMcTon 060104KK 100 % (99 % - 100 %) 100 % (99 % - 100 %)
BAaraaunLa U cockob anutenua co
CNN3UCTOM 060104KM ypeTpbl)
MoYa 100 % (98 % - 100 %) 100 % (99 % - 100 %)

9.5. OueHKa BAMAHUA MHTepPepUupyoLLnX BeLLecTB

BivaHMe WHTephepVpyoWMX BELLEeCTB, MNOTEHLMA/IbHO COAEPMKALUMXCA WAW  MPUCYTCTBYIOWMX B
nccneayemom 6romaTepuane, Ha addeKTNBHOCTL nup npu MCNONb30BaHMM Habopa
«AmnnuNpaim® C. albicans» otcytctByeT. He BbIABAEHO WHIMOMPOBaHWE peakumn amnambukaumMm npu
[o6asneHun K obpasuam bruomatepuana Ha aTane 3KCTPAKLMKN MHTEPdEPUPYIOLLMX BELLECTB, NPeACcTaB/IeHHbIX
B Tabamue 16, B MaKCMMasIbHO BO3MOXKHOM KOHLEHTPALLMMN.

OTCyTCTBME BANAHMA MHTEPdEPUPYIOLLMX BELLECTB A5 06pasL,0B COCKOOHOIo matepuana uav oTaenaemMoro
C/IM3UCTbIX ODOJIOUEK YPOreHUTANIbHOrO TPaKTa (oTAensdemoe CAn3McToi 060/M04YKM BRaraiuwa M Ccockob
3NUTENNA CO CAN3UCTON 060104KM YPETPbI) (NyBpUKaHTbI (MHTUMHBIN renb-cmaska Contex Silk Ha cnnmMKoHoBoOM
OCHOBE, WHTUMHBIN refb-cMaska Durex), ceMeHHas XWAKOCTb, WTPAKOHa30/, METPOHWAA30/, FOPMOHbI
AVMAPOTecTepoH U MPOrecTepoH) 6b10 NMOKa3aHO B UCMbITAHWUAX C UCMO/Ib30BaHMEM Habopa A/1A SKCTpaKumuu
«MarHolpainm® GACT» (PY Ne P3H 2019/8043).
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Tabnuua 16

NHTepdepupylowme BelecTBa, UCNONb30BaHHbIE NPU TECTUPOBAHUKM Habopa

Bua 6uomarepmana

CoCKOBHbIN maTepuan nam
oTaenaemoe CAn3nCTbIx obonouek
YPOreHWUTanbHOro TpaKkTa (oTaensemoe
C/M3UCTOM 060/I0UKM BNaraaunlia u
COCKOb anuTenma co camsncTomn
060/104KM ypeTpbI)

Moua

UHTepdepeHT

FemornobuH
MoueBunHa
MyuunH
XnoprekcuauH
MupamuncTuH
FemornobuH
MoueBunHa

MyuunH

«Amnaulpaiim® C. albicans»

KoHueHTpauusa uHtepdepeHTa B o6pasue

200 mr/mn
0,33 mM/mn
2,3 mr/mn
0,1%
0,001 %
200 mr/mn
0,33 mM/mn

2,3 mr/mn

TakXe He BbIAB/IEHO VIHI'VI6MpOBaHVIe peakunun amnnmcbvmau,mm npu LI,O6aB!'IEHMM

6uomartepuana JHK uenoseka B koHueHTpaumm 1,0x108 konuit/mn.
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10. YCNnoBUA XPAHEHUA, TPAHCNOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHoctn Habopa coctasnsfer 12 mecAueB OT AaTtbhl M3roToBAeHUA. ocne BCKPLITUA peareHTbl
MCNONb30BaTb A0 UCTEYEHUA CPOKa roAHOCTM Habopa. Habop ¢ UCTEKLWMM CPOKOM FOAHOCTU NPUMEHEHUIO
He NOANENMWT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTMpoBaTb Npy TemnepaTtype oT 2 8o 8 °C BCeEMU BUAAMM KPbITbIX TPAHCMOPTHBIX CPEACTB
B TEPMOKOHTEMHEPaX C X71af03/1eMeHTaMn UAKn B aBTopedpurkepatopax. He gonyckaerca 3amopakmsaHme
peareHTOB.

JonycKaeTcs TpaHCNopTMpOBaHWe npu TemnepaTtype oT 8 Ao 25 °C He 6onee 3 cyToK.

Habop, TPaHCNOPTUPOBAHHbIN C HapyLlEHWEM YKa3aHHOro TeMNepaTypHOro pexmnma, NpuMeHeHuIo He
MOAJ/IEXMT.

10.3. XpaHeHue

Habop xpaHuTb Npu Temnepatype ot 2 Ao 8 °C B 3alLMLLEHHOM OT CBETa MeCTe B TeYeHMe BCero CPoKa
roaHocTM Habopa. He gonyckaeTtca 3amopakMBaHuUe peareHTos.

PeareHTbl MOC/Ie BCKPbITUA XPaHUTb B TEX YKe YCNOBUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKpbITbIE U
BCKPbITble peareHTbl CTabuabHbl B TEYEHME CPOKA FOAHOCTU, YKAa3aHHOro Ha 3TUKETKe, Npu cobaoaeHnn
YKa3aHHbIX ycnosui XpaHeHMA. PeaKumnoHHas CMecb, NpUroToBAEHHas ns3
MLUP-cmecu C. albicans v NUP-6ydepa-H, xpaHeHUto He noanexuT.

Habop, XpaHMBLIMIACA C HAapYLIEHWEM YKa3aHHOIO PeXKMMa XpaHeH s, MPUMEHEHMIO HE MOANEKMT.

11. TAPAHTUU NPOU3BOAUTENA

Mpou3BoauTENb rapaHTUPYeT COOTBETCTBME XapaKTePUCTMK Habopa TpeboBaHMAM, YKa3aHHbIM B
TEXHUYECKON W 3KCMIyaTaUMOHHOM [OKYMEHTauMM, B TEeYEeHMe YKa3aHHOro CpoKa roAHOCTM npu
cobntoaeHUM BCEX YCA0BUIA TPAHCNIOPTUPOBAHMA, XPAaHEHUA U NPUMEHEHWA.

Peknamauun Ha KadvectBo Habopa «Amnaulpaiim® C. albicans» HanpaBnaTb B agpec nNpovs3BoauTens
000 «Hekctbro»: 111394, r.MockBa, yn. MonumepHaa, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpwn BbIABAEHUM HeXKenaTeslbHbIX Peakumit NpyM UCNo/SIb30BaHUMM Habopa, $aKToB M 06CTOATENLCTB,
CO34aMOWMX Yrpo3y KM3HM WU 340POBbI0 TPAKAAH U MEAWLMHCKMX PabOTHWKOB MNpu 0bpaweHun U
3KcnAyaTauuMm Habopa, PEeKOMeHAyeTca HanpaBuTb cooblieHMe Mo agpecy, YKasaHHOMY Bbile, U B
YMNO/IHOMOYEHHYIO TOCYAAPCTBEHHYIO pPeryiupylolyto  opraHusaumio (B Pocculickori  degepaumm  —
depepanbHan cnyxba no Hagsopy B cdepe 34paBOOXPAHEHWA) B COOTBETCTBUM C  LEMCTBYHOWMM
3aKOHO4ATENbCTBOM.

KOHCYﬂbTaLI,VIIO no pa60Te C H360|OON\, a TaKXe no BonpocCam, KaCaloWMMCA KayecCTBa Ha6opa, MOXHO
NONYYUTb MO KOHTAKTAM, YKa3aHHbIM Ha Od)MLI,Ma}'IbHOM calite np0M3BO,£I,MTe}1F|I www.nextbio.ru.
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12. CUMBO/1bl, UCNOJ/Ib3YEMBbIE B IOKYMEHTALUUU NPOU3BOAUTENA

Pemc%%gr_cugls?

Homep no Katanory

Koa naptum

MepguumnHcKkoe nsgenuve ana
AWNArHOCTUKMW in vitro

Copep¥Mmoro gocTaTovyHo gan
npoBeAeHNA N-KOJINYECTBa
TecTos

O6paTtnTecb K MHCTPYKLMHK NO
NPUMEHEHUIO

OcTtoporHo! ObpaTtuTecsh K
WHCTPYKLMW NO NPUMEHEHMIO

1\9;1' Q%’b%%ﬂ}l)asﬂauaope

www.nevacert.ru | info@nevacert.ru

M3rotosutenb

[aTa nsrotosneHma

Ncnonb3osatb o0

TemnepaTypHbIi
AnanasoH

He ponyckaTb

nonagaHunA CoONHe4YHoro

cBeTa
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IIporywmepoBato, cxpenieso i npousTo

A5 muct (a/oB)

Tenepanbusiii nupextop O6mecTra ¢
. OTpaHMYgHHNOIIOTBETCTBEHHOCTBIO

M.E. Cenuna

—— .




YTBEPKIAIO

HABOP PEATEHTOB /14 BbIAB/IEHUA IHK CANDIDA ALBICANS METOZIOM
NOJIMMEPA3HOW LLEMHOM PEAKLIMWY C JETEKLUMEN B PEXXUME «PEA/IbHOIO
BPEMEHM» «AMMIUMPAAM® C. ALBICANS» MO TY 21.20.23-200-09286667-2022

®opma Bbinycka 1
dopma BbinyckKa 2

KpaTkoe pyKoBOACTBO No npumeHeHunto sepcun 08.02.23-1

Nuct yrBepaeHua




KpaTkoe pyKoBOACTBO

no NpUMeHeHno Habopa peareHTOB ANA BbIABEHUA
OHK Candida albicans meToaom nonnmepasHoi LenHoim
peakuum ¢ AeTeKumen B pexkMme «peasibHoro BpemMeHu»
«AmnnulMpainm® C. albicans»
no TY 21.20.23-200-09286667-2022

Ammullpaitm® C. albicans

®dopma BbinycKa 1

2158-11

000 «Hekctbro», Poccun, 111394,
M r. Mockea, yn. NMonMmepHas, 4. 8, ctp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
KomnoHeHT OnucaHue 06::'“' Konunuecrso

ﬂuP-Fmer Mpo3payHasn 1,20 1 npo6upka

C. albicans *KUIKOCTb
Mpo3payHan

nupP-6ydep-H JKIAKOCTD 0,65 1 npobupkKa

MKO Komnnekc Mpo3paunan 0,26 1 npobupkKa
KUAKOCTb

OKO MpospauHan 1,10 1 npobupkKa
KUIAKOCTb

K- Mpo3pasiHas 0,26 1 npobupkKa
KUIAKOCTb

Habop peareHTOB paccunTaH Ha NpoBesEeHME UCCef0BaHUA
100 06pa3sy0oB, BKAOYAA KOHTPOIN.

Peructpal sii\/lHBPocappaBHansope
Bepc”ﬂnﬁ%ﬂ@*ﬁ' .ru | info@nevacert.ru

BHUMAHMUE!

Mepen, MCMNONb30BaHNEM Habopa peareHToB
HeobX0AMMO O03HAKOMMUTbCA C WHCTPYKUMEN Mo ero
npumeHeHno. MHCTPYKUMA pasmelleHa B 3/1eKTPOHHOM
BMAEe Ha oduuManbHom caliTe [poussoauTens:
www.nextbio.ru (ana ee nonyyeHns Heobxoamm AocTyn
B MHTepHeT). NeyaTHan Bepcua MHCTPYKLMM AOCTYMNHa No
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA NCCNEQOBAHUA

v\ COCKOBHbI MaTepuan UAn OTAENAEeMOe CAU3UCTbIX
060/104eK yporeHMTaNbHOrO TpaKTa (oTaenaemoe
CNM3UCTOM 0060/104KM Blara/inLLLa U cockob anutenms
CO C/IN3UCTOMN 060N0UKN YpeTpbl);

v Mova.

KOMNJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHToB ¢dopma Bbinycka 1

MHCTpyKumnA no
NPUMEHEHNIO

B 9/1IEKTPOHHOM BUAE MO agapecy:
www.nextbio.ru
B 3/1IEKTPOHHOM BUAE MO agpecy:

MacnopT KayecTBa .
www.nextbio.ru

KpaTtkoe
B bymaxkHOM Buae
pPYKOBOACTBO
KomnnekTt
o B bymaxkHOM Buae
BKNaZblen
XPAHEHME

YcnoBua xpaHeHua Habopa

2°C..8°C
B 3aLLMLLEHHOM OT CBETa MecTe



SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

[na skctpakumm OHK mncnonbsosaTb Habopbl peareHTOB, peKOMeHA0BaHHble MpousBoaMTenem B UHCTPYKLMK MO
npumeHeHnto Habopa «Amnaunlpaiim® C. albicans». NopagoKk paboTbl ¢ Habopamu gns sKkcTpakuum OHK cmoTpute B
WMHCTPYKLMM MO UX MPUMEHEHMUIO.

Ob6bembl peareHTOB M nccneayemblix 06pasLOB, Ncnonblyemble Npu sKCTpakuuu AHK ¢ nomolbio pekomeHayemMbix
HabopoB peareHTOB, YKa3aHbl B TabsuvLe HUXKe.

Do6asnaembii peareHT / o6pasel

BKO-FL! 10 mKkn B KaXKAyto NPobupKy

Uccnepyemble obpasubl 100 mkn B NpobUpKKM ansa nccaeayemblx obpasLos

OKO 100 mkn B NpobupKy ans OKO (oTpuLaTeibHOro KOHTPOA SKCTPAKLUN)
PeareHnT gna sanoumn AHK 100 mkn B KaXKAyto NpobupKy

AMNIMOUKALMA C AETEKLMEN B PEXXUME «PEAJ/IbHOTO BPEMEHW»

BHUMAHMUE! Ons BHeceHUs B NpobupKn peareHTos, npob AHK 1 KOHTPOAbHbIX 06Pa3L0B UCMNO/Ib30BaTb OA4HOPa30BbIE
HAKOHEYHUKMU C PUNbTPaMM.

1. PaccunTaTb 06BEMbBI peareHToB, He0bXxoAMMblIe 417 NPUTOTOBAEHUA PEAKLMOHHON CMECKU, COr/lacHo Tabaimue:

PeareHTt 06Bbem, MKn 0603HaueHus
MNUP-cmecs C. albicans 10,0*(N+1) N — KonuyecTBo amnanduumpyembix 06pasLos,
nup-6ydep-H 5,0%(N+1) BKtOYaA KOHTPOAU

BHUMAHMUE! KomMnoHeHTbl peakLLMOHHOW CMeCcK cneayeT CMeLnBaTb HENOCPEACTBEHHO Nepes nposeaeHnem MLP.

BHUMAHME! B cnyyvae npMrotoBaeHUA peakLMOHHON CMECU C MOMOLLbI0 aBTOMATMYECKOM CTaHLUK CieAyiTe YKa3zaHMAM

WHCTPYKLMM MO €€ UCMO/Ib30BaHMIO.

2. MNepes cmeLMBaHNEM peareHTOB NepemeLlaTb cogeprkmumoe npobupok ¢ MLUP-cmecsto C. albicans v NLUP-6ydepom-H,
0CaguTb Kanan Ha BopTeKce.

3. MpUroToBUTbH peakUMOHHYIO CMECH, AO6aBMB KOMMOHEHTbI B o6bemax, PaCCYNTAHHbIX B M. 1. MNepemewatb cmecb un
0CaauTb Kanin Ha BOpPTEKCE.

4. OTob6paTtb HEObX0AMMOE KONNYECTBO NPOBUPOK MAKN CTPUNOB ANA NposeaeHna amnandurkaummn OHK nccnegyemsix n
KOHTPOIbHbIX 06pa3yoB. Bbibop npobupok ans amnandurKkaLmm 3aBUCUT OT UCNOIb3YEMOTo amniMduKaTopa ¢ CMCTEMOIR
OETEKUNN B PEXKMME «peasibHOro BpeMeHMU».

5. BHecTn B NoAroToB/AEHHbIE ﬂpO6MpKM PEaAKUMOHHYIKO CMECb U o6pa3u,b| cornacHo Ta6}'IMLI,eZ

Do6asnaembiii peareHT / 06pasel,
BHecTtu no 15 mkn
MpUroToBAEHHOW peaKkLMOHHOM cmecu B NPOOMPKM AN Uccnenyemblx U KOHTPO/IbHbIX 06pasLoB
BHecTu no 10 mKn
BHUMAHMUE! N36eraTb NnonagaHusa copbeHTa B peakLMOHHYH CMECh.

Mpobbl AHK, 3KcTparMpoBaHHOW U3

nccneyemoro o6pasia B MPOBUPKK A8 ncciegyembix 06pasuos

Mpobbl, 3KcTparnposBaHHoi ns OKO B NPo6UpKy ana obpasua OKO (oTpuuaTelbHOro KOHTPO/IA SKCTPaKLUUK)
PeareHTa K- B NPO6UpPKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)
PearenTa NMKO Komnnekc B NPobupKy ana obpasua MK (NON0KUTENBHOrO KOHTPONSA)

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKMU PEAKLMOHHOM CMECU XPAaHEHUIO HE NOA/IeXKaT.

1 BKO-FL BxoguT B cocTaB Habopa peareHToB, pekoMmeHg0BaHHOro Mpounssogutenem ana akctTpakuum AHK 13 nccnegyemoro matepuana.

Peructpal s;i\/lHBPocappaBHansope
BePC“&Hﬁ%M' .ru | info@nevacert.ru 2



6. Mpu py4HOM aHanM3e 3anporpammMmmpoBaTb ammnaMdUKaTop C CUCTEMOW AETEKUMUN B PEKUME «PeasibHOro BPEMEHMU»
COT/TAaCHO MHCTPYKLMM NO ero MPUMEHEHUIO A1 BbINMOJHEHUA Cneaytowel Nporpammsi:

EauHana nporpamma amnandukaumnm u getekumnmn ¢payopecueHTHOro curHana

o Jetekuuna no KaHanam gna Konunuecteo
Lnkn Temnepartypa, °C Bpemsa
¢nyopodopos UMKNOB

50 15 muH - 1
95 15 muH - 1
95 10c -

3 45
60 20¢c FAM, ROX

MpumeyvaHus:

1) PekomeHayemble NapameTpbl AN NPOrpamMmMMPOBaHMA amnanPUKaTOPOB YKasaHbl BO BKAafbllle, Npuaaraemom K
Habopy.

2) B cnyyae, ecnv B oaHOM npubope 04HOBPEMEHHO NPOBOAATCA TECTbl TONbKO AN BbifABAeHUa JHK, MOXHO yaanuTb us
YKa3aHHol nporpammsl nepsbiit war (50 °C — 15 MMH) A1 SKOHOMUM BPEMEHMU.

BHUMAHMUE! lMpu ucnosb3oBaHUK nporpammHoro obecneveHma FRT Manager nporpammupoBaHue amnandukatopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

7. MNepea NOCTaHOBKOM B amnandUKaTop NIAHLWETHOro TUMNa 0CaanTb Kanjin co CTEHOK NPOBMPOK Ha BOpPTEKCE.

8. YCTaHOBUTb NPOBMPKM B AYEIMKN peakuMOoHHOro moayna npubopa.

9. 3anycTuTb BbINOJIHEHME NPOrPaMMbl aMNANUKALMN C AeTeKLMeNn GayopecLLEHTHOTO CUTHANa.

10. Mpubop NpoBoAUT perncTpaumnio GAyopecLeHTHOro CUrHana aBTOMATUYECKN B PEXUME «PeasibHOro BPEMEHMN Y.

AHANWU3, BbIMUCNTEHUE U UHTEPTMNPETALIUA PE3YJ/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanmse obpaboTKy AaHHbIX ($hyOpecLeHTHbIX KPUBbIX), MOAYYEHHbIX B MPOrPamMMHOM
obecneueHnn npubopa, ucnonblyemoro gna nposefeHua MLP c geTekuuen B pexuMme «peasibHOro BpPEMEHUY,
NPOBOAWTL COMNIACHO MHCTPYKLMM NO ero npumeHeHuto. PekomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl
BO BK/1agpllle, NpuaaraeMom K Habopy.

AHanu3, BbIYMCNEHME N UHTEPNPETALMIO PE3YNLTATOB MOMKHO NPOBOAMTL:

— B aBTOMaTUYECKOM  peXMMe C  MCNONb30BaHMEM  nporpammHoro  obecneyeHns  FRT  Manager
(000 «MHTep/NabCepBuCY», Poccus) cornacHo pyKoBOACTBY MN0JIb30BaTeNsA, BbiIbpaB METOAMKY, YKa3aHHYIO BO BKNaAbllle,
npunaraemom K Habopy. PyKoBoAcTBO NoNb30BaTeNsA pasMeLleHo Ha oduumnanbHom cante OO0 «MHTep/labCepsurc» No
agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM peXKMMe C NOMOLLbIO NporpaMmmHoro obecneyeHus npubopa, ucnosblyemoro ans nposegerus MNUP ¢
AETeKLMel B peXXnme «peasibHOro BpeMeHW», COrNIaCHO MHCTPYKLMM MO ero NPUMEHEHUI0 U MHCTPYKLMKN K Habopy.

Peructpal sii\/lHBPocap;paBHansope
BEDCVI@,@%M- .ru | info@nevacert.ru 3



Kpa'moe PYKOBOACTBO
no NpUMeHeHno Habopa peareHTOB ANA BbIABEHUA
OHK Candida albicans meToaom nonnmepasHoi LenHom
peakuum ¢ AeTeKumen B pexkMme «peasibHoro BpemMeHu»

«AmnnulMpainm® C. albicans»
no TY 21.20.23-200-09286667-2022

Avmullpaim® C, albicans

dopma BbinyckKa 2

P2158-12

000 «Hekctbro», Poccus, 111394,
u r. Mockga, yn. NMonvmepHas, 4. 8, cTp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
KomnoHeHT OnucaHue OGﬂ':JeIM, Konuuecteo
Mpo3payHan
MLIP-cmecs XKUOKOCTb, 100 npobupok
X packanaHa nog, 0,01 (12,5 cTpunos no
C. albicans 1
napacduH 8 NpobmpoK)
6enoro useTa
Mpo3payHan
) ) XUAKOCTb
MNLP-6ydep-K KpacHoro 1,20 1 npobupka
uBeTa
NMKO Komnnekc Mpo3pasiHas 0,26 1 npobupka
UAKOCTb
OKO Mpo3pasiHas 1,10 1 npobupka
XUIAKOCTb
K- fpospaian 0,26 1 npobupka
XUAKOCTb

Habop peareHTOB paccyMTaH Ha NpoBeAeHWe UcciefoBaHUA
100 06pasuoB, BKIOYAA KOHTPOIN.

1 Npobupkm c ronybbim napapuHOM He UCMONb3YIOTCA.

BepcyPenfictpais MH e Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

BHUMAHMUE!

Mepen, MCMNONb30BaHNEM Habopa peareHToB
HEeobX0AMMO 03HAaKOMMUTbCA C WHCTPYKUMEN no ero
npumeHeHno. MHCTPYKUMA pasmelleHa B 3/1eKTPOHHOM
BUAe Ha oduuManbHom calite [poussoguTens:
www.nextbio.ru (ana ee nonyyeHus Heobxoanm AocCTyn
B UHTepHeT). MNeyaTHan Bepcma MHCTPYKLMU AOCTYMNHA No
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA NCCNEAOBAHUA

v\ COCKOBHbIN MaTepuan Uan OTAENAEMOEe CAN3UCTbIX
060/104eK yporeHMTanbHOro TpakTa (oTaensaemoe
CNM3UCTOMN 0060/104KM BMlara/inLLLa U cockob anutenus
CO C/IU3UCTOMN 060N0UKN YpeTpbl);

v Mova.

KOMMJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 2

UHCTpYKUMA No
npUMeHeHuo

B 3/1IEKTPOHHOM BUAE MO agpecy:
www.nextbio.ru

B 3/NIEKTPOHHOM BUAE MO agpecy:

MacnopT KavyecTBa )
www.nextbio.ru

KpaTkoe
B bymaxkHOM Buae
PYKOBOACTBO
Komnnekt
N B bymaxkHOM Buae
BKAAblLLEN
XPAHEHUE

YcnoBusa xpaHeHuA Habopa

2°C..8°C
B 3aLLMLLEHHOM OT CBETa MecTe


http://www.nextbio.ru/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ana akctpakummn OHK ncnonb3oBaTb Habopbl peareHTOB, PpeKOMeHAOBaHHble Mpon3BogUTENEM B MHCTPYKLMM MO

npumeHeHnto Habopa «Amnaunlpaiim® C. albicans». NopagoKk paboTbl ¢ Habopamu gns sKkcTpakuum OHK cmoTpute B

WHCTPYKLMM NO UX MPUMEHEHWIO.

O6bembl peareHToB U Uccieayemblx 06pasLOB, UCNOAb3yeMble NpKU 3KCTPakuumn HK ¢ noMoLLbio pekomeHayemblIx

Ha60pOB peareHToB, YKa3aHbl B TaGI’IMLI,e HUXe.

BKO-FL?

Uccnepyemble obpasubl
OKO

PeareHT gna snoumn AHK

Dob6asnsaembliii peareHT / 0bpaseLl,

10 mKkn
100 mkn
100 mkn
100 mkn

B KaXkAyto Npobupky

B NPOBMpPKK Ans uccnegyembix o6pasLos

B NPobupKy ana OKO (oTpuLAaTENbHOTO KOHTPOIA SKCTPaKLMK)
B KaXKAyto NpobuMpKy

AMNIMOUKALUA C AETEKLUEN B PEXXMME «PEAJIbHOTO BPEMEHU»

BHUMAHMUE! Ons BHeceHUs B npobupKku peareHTos, npob AHK 1 KOHTpPObHbIX 06pa3L OB MCMO/1b30BaTb O4HOPA30BbIE

HaKOHEeYHUKU C d)VIl'IpraMM.

1. OTobpaTb HEObBXOAMMOE KONMYECTBO CTPUNOBaHHbIX Npobupok ¢ MUP-cmecblo C. albicans pna amnandukaummn AHK

nccaeayemblX U KOHTPO/IbHbIX 06pa3sLOB.

2. BHectu B noarotossieHHble Npobupkn MUP-6ydep-K 1 obpasubl cornacHo Tabauvue:

BHectn no 10 mkn
MNuP-6ydep-K

BHectn no 10 mkn

Do6asnaemblii peareHT / 06paseLl,

B npobupku c MLP-cmecbio C. albicans Ha noBepxHOCTb NapaduHa

BHMUMAHMUE! NLP-6ydep-K He gonkeH npoBanmeaTbcs nog napaduH

BHUMAHMUE! N36eraTb nonagaHua copbeHTa B peakLlMOHHYO CMECh.

Mpobbl AHK, skcTparMpoBaHHOM
n3 nccnegyemoro obpasua
Mpobbl, 3KCTparMpoBaHHOW U3
OKO

PeareHTa K-
PeareHTta NKO Komnnekc

B NPOBUPKK ana uccnegyemblx obpasLos

B NpobupKy ans obpasya OKO (oTpuuaTenbHOro KOHTPOIA 3KCTPaAKLMK)

B NPo6bUpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)

B NpobupKy ans obpasya MK (NoNoKMTeNbHOTo KOHTPO/IA)

3. Npu py4HOM aHanM3e 3anporpammMmmnpoBaTh ammnanduKaTop C CUCTEMON AETEKLUMUN B PEXUME «PeasibHOro BpemeHm»

COrnacHoO UHCTPYKUUKM No ero npuMeHeHMo0 AnAa BbINONTHEHNA CﬂEAleUJ,EVI nporpammsol:

EauHana nporpamma amnanduKauum U getekumm ¢payopecLeHTHOro CUrHana

Lukn Temnepartypa, °C
1 50
2 95
95
3
60
MpumevaHus:

Bpemsa

15 muH
15 muH
10c
20c

AeTeKkuuma no KaHanam ana Konuuecteo
$nyopodopos LUKNOB
- 1
- 1
~ 45
FAM, ROX

1) PekomeHgyemble napameTpbl 414 NPOrpaMmupoBaHusa amnaMUKaTOPOB yKasaHbl BO BKAAZbIWe, NPUIAraeMom K

Habopy.

2) B cnyyae, ecnv B oaHOM npubope 04HOBPEMEHHO NPOBOAATCA TECTbl TONbKO AN BbiaBAeHUA HK, MOXKHO yaAanuTb 13

yKasaHHol nporpammsl nepsbii war (50 °C — 15 MWH) ana SKOHOMUKN BPpEMEHMN.

2 BKO-FL BxoauT B cocTas Habopa peareHTOB, pekomeHa0BaHHoro Mpounssogutenem ans skcTpakumm AHK 13 uccneagyemoro matepuana.

Peructpal s;i\/lHBPocappaBHansope
BePC“&Hﬁ%M' .ru | info@nevacert.ru



BHUMAHMUE! MNpu ucnonb3oBaHMM nporpaMmmHoro obecnedveHus FRT Manager nporpammupoBaHue amnanduKkaTopa
yCTaHaB/MBAETCA aBTOMATUYECKMU.

4. MNepepn, NOCTaHOBKOM B aMNAMOUKATOP NAAHLIETHOTO TMNA OCaANTb Kanau co CTEHOK NPOBMPOK Ha BOpPTEKCE.

5. YCTaHOBUTb CTPUMbI B AYENKN peakLMOHHOro moaynsa npubopa.

6. 3anycTUTb BbINOJIHEHME MPOTrPaMMbl aMAANOUKALNN C AeTEKUNEN (YOPECUEHTHOIO CUTHaNA.

7. Npubop NPoBOAMT PErncTpaLmnio ¢payopecLeHTHOro CUrHana aBTOMaTUUECKN B PEXKMME «PeasibHOro BPpEMEHWN Y.,

AHAN3, BbIMUCNIEHUE U UHTEPNPETALIUA PE3YJ/IbTATOB

BHUMAHMUE! lMpn pydyHOM aHanmse ob6paboTKy AaHHbIX (PpAyopecLeHTHbIX KPMBbLIX), MOJYYEHHbIX B NPOrpammHOM
obecneyeHnn npubopa, ucnonbyemoro aAna nposegeHusa TMLP c aetekuuelt B peMMe «peanbHOro BpPEMEHUY,
NpPOBOAMTb COFNACHO MHCTPYKLMM MO €r0 MPUMEHEHUI0. PeKomeHayeMmble napameTpbl 411 06paboTKM AaHHbIX YKa3aHbl
BO BKNaAplLIe, MpUaaraeMom K Habopy.

AHann3, BblUMCAEHNE N MHTEPNPETALMIO Pe3y/IbTaTOB MOXHO NPOBOANTD:

— B aBTOMAaTMYECKOM  peXume C  MCNo/Ab3oBaHMeM  nporpammHoro  obecneyeHus  FRT  Manager
(000 «MHTepNabCepsuc», Poccus) cornacHo pyKoBOACTBY NO/1b30BaTeNA, BbibpaB MeTOAMKY, YKa3aHHYIO BO BKAaAbllue,
npuaaraeMmom K Habopy. PyKkoBoACTBO Nosib3oBaTesiA pasmeLleHo Ha oduumanbHom cante OO0 «UHTep/TabCepBuc» no
aapecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM peXKMMe C NOMOLLbO NporpammHoro obecnedyeHus npubopa, ncnosbsyemoro ana nposegeHus MUP c
OEeTeKUMEN B PeXKMME «PeasibHOro BPEMEHWN», COrTAaCHO MHCTPYKLMM MO ero NPUMEHEHUIO U UHCTPYKLMU K Habopy.

Peructpal sii\/lHBPocappaBHansope
Bepc”ﬂnﬁ%ﬂ@*ﬁ' .ru | info@nevacert.ru 3
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I1poryMepoBaHo, CKPEIUICHO H [POLIHTO
#  nucr (a/oB)

epaibHblil upexTop OOmecTsa ¢
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