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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii unkn)

BKO — BHYTPEHHMIA KOHTPObHbIN 0bpasey,

AHK —  [e30KcMpUMBOHYKNenHOBaA KNCNOTa

[OHKa3za —  [e30KcMpuboHyKieasa

AHT® —  [1e30KCcUpUboHyKneoTnaTpUdoCchaTsbl

HK — HYKJ/IEMHOBAaA KUC/IOTa

MK —  MONOXMUTENbHbIA KOHTPO/b

K- — OTpuuaTenbHbIM KoHTpoab MLP

OKO — OTpuUATeNbHbI KOHTPOAbHbIM 0bpa3eL, SKCTPaKL MK

nupP — NoJiIMmepasHan LenHaa peakuma

Py —  perucrpaumoHHoe yaocToBepeHue

TY — TexHuYecKue yc/ioBuA

yar — ypauun-AHK-rankosmnasa
HAUMMEHOBAHUE U3OENUNA

Habop peareHtoB ana sbiseneHus AHK Trichophyton rubrum, Trichophyton mentagrophytes complex,
Trichophyton tonsurans, Epidermophyton floccosum, Microsporum canis MeToaoM NOAUMEPA3HOM LLenHOM
peakuumn c AeTeKumen B pexmme «peanbHoro spemeHm» «Amnaunlpanim® Oepmatooutsl (Trichophyton,
Epidermophyton, Microsporum)» no TY 21.20.23-183-09286667-2022.

Hanee no TEKCTY ynotpebnsetca KpaTkoe HauMeHoBaHMUe: Habop peareHToB
«Amnnulpaintm® Oepmatoodutel (Trichophyton, Epidermophyton, Microsporum)», a TaKKe COKpaleHue
Habop peareHTOB.
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1. HASHAYEHUE

1.1. Habop peareHtoB «Amnaulpanm® epmatoduTtsl (Trichophyton, Epidermophyton, Microsporum)»
npeaHasHayeH ana sbiasneHma AHK rpubos, Bbi3biBaloWMX MUKO3bI (Trichophyton rubrum, Trichophyton
mentagrophytes complex, Trichophyton tonsurans, Epidermophyton floccosum, Microsporum canis) B
b6uonormyeckom maTtepmane (Koxa u ee npuaaTtkM (Bosocskl U Hortu)) metogom MLP ¢ rubpuamsaymoHHo-
dnyopecueHTHOM AeTeKumnern NpoayKToB aMnanPuKaLnmn B pexxmme «peasibHoro BpemMeHmn».

1.2. Martepuanom gns nposegeHua MNLUP caykaT npobbl [HK, aKcTparMpoBaHHble M3 UCCelyemoro
MaTepunana c NOMOLLbIO KOMMNEKTA AN SKCTPAKLMK, BXOAALLErO B COCTaB Habopa.

1.3. ®yHKUMOHANbHOe Ha3HayeHue: Habop peareHTOB npegHasHayeH ANA AMATHOCTUKM in Vvitro
(sbinBnenne OHK Trichophyton rubrum, Trichophyton mentagrophytes complex, Trichophyton tonsurans,
Epidermophyton floccosum, Microsporum canis metogom MNUP B 6uonornyeckom matepuane 4yesoBekKa).

1.4. TokasaHua K npoBeAeHWto uccnedoBaHuA: Habop peareHTOB MCMO/b3yeTca B KAMHUYECKOM
NnabopaTopHO AMArHOCTUKE ANA UCCNefoBaHUA OMONOrMYeckoro martepuana, MoAyYeHHOro OT AL, C
nogo3peHMeM Ha MMKO3bl, Bbi3biBaemble gepmatodutamu (Trichophyton rubrum, Trichophyton
mentagrophytes complex, Trichophyton tonsurans, Epidermophyton floccosum, Microsporum canis) n ans
MOHWUTOPUHra Tepanunu. Pesynbtatbl [LP-uccnenoBaHMA yuMTbIBAOTCA B KOMMJIEKCHOM AMArHOCTUKe
3abonesaHus.

1.5. MpumeHeHMe Habopa peareHToB He 3aBUCUT OT MONYAALMOHHbBIX U AeMorpadnyeckmx acneKkTos.

1.6. MNoTeHumanbHble nosnb3oBaTenu: Habop peareHTOB [O/IKEH  WMCMNOJ/Ib30BATbCA  TOJIbKO
KBanMdUUMPOBaHHbIM, 0By4eHHbIM (B 061aCTU KAMHUYECKOW NnabopaTopHOM AMArHOCTMKKM) NepcoHanom
(Bpaun KNUHUYECKON nabopaTopun U MmeanUMHCKME NabopaTopHble TEXHUKKU, 0BbyYeHHbIe MOEKYNAAPHbIM
6MoNOrMYECKMM MEeToAUKaM).

1.7. an/IMEHﬂTb H360p peareHToB CTPOro No HasHa4YeHMK COrnacHO MHCTPYKL KUK NO NMPUMEHEHMUIO.

1.8. MMpoTMBONOKasaHMA K NPUMEHeHWo: HapylweHue UenoCTHOCTM YMaKOBKM, WCTEKWWUIA CPOK
rogHocTn, HecobnogeHue TpeboBaHUMA MHCTPYKUMM W cayyvan, Korga 3abop OGuomartepmana 6Gbin
OCYLLECTB/IEH B YC/IOBUAX, YKA3aHHbIX HUKE:

- MCNO/b30Ba/IMCb aHTUMMKOTMYECKME MpenapaThl TOMMYECKOro MPUMEHEHMSA B TeyeHKe 48 Yacos;
- KO’Ka bblna obpaboTaHa Kpemom B TeyeHue 24 4acos;
- MCNo/Ib30Ba/sIacb AEKOPATMBHAA KOCMETMKA B TedeHue 24 4acos;

- MCNOJIb30BaMCb MOtOLIME CPeacTBa C BbICOKMM COAEPHKAHMEM WENOYN B TeyeHne 24 yacos.

2. XAPAKTEPUCTUKUN HABOPA

2.1. dopmbl BbiNycKa, COCTaB U KOMMNEKTHOCTb

Habop peareHTOB BbinycKaeTca B AByX popmax (cocTaB Habopa M KOMMIEKTHOCTb NOCTABKM YKasaHbl B
Tabnvue 1 M 2 cooTBeTCTBEHHO). Bce ¢dopmbl npepgHasHauyeHbl AnA nposBegeHMs asKcTpakumm AHK u
nocnegyowern amnamdukaumm AHK ¢ rmbpuamsaumoHHo-bAyopecLeHTHOM AeTeKuMel npoayKToB
aMmnaMdUKaLMn B peXKMUME «PeasibHOTro BPEMEHN Y,
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dopma BbinycKa 1 BKAOYAET KOMMIEKT A 3KcTpakummn AHK, paccumMTaHHbIN Ha NpoBeAeHUEe SKCTPaKLMM
[OHK 13 96 06pa3uos, n kKomnnekt ana MNUP, paccumMTaHHbIN Ha NnpoBeaeHne amnandukaumm 100 obpasLos,
BK/IO4AA KOHTPOU. KOMMNAEKT o5t SKCTPAKLUM MOXKET BbITb MCMONb30BaH KaK ANA PYYHOM SKCTPaKLMU, TaK
M COBMECTHO C aBTOMATUYECKMMM CTaHUMAMWU ana akcTpakumm HK. KomnnekTt gna MUP sKkntovaeT ase
MLP-cmecu B npoburpKax ob6bemom 1,5 nam 2 mn ans 4o3MpoBaHuA B Nt06ble TUMbl NPobUpoK. KomnaekT ana
MUP npeaHasHayeH ana NpUMMeEHEeHUs COBMECTHO C aMmnIMPUKATOPamMM NAaHWETHOrO TUNa U MOXKET ObITb
MCNONb30BaH KaK [AJ/18 PYy4YHOM pacKanku, Tak M COBMECTHO C aBTOMATUMYECKMMWM CTaHUMAMW AN
NPUroTOBAIEHMA U A03MPOBAHUA PEAKLMOHHbBIX CMECEN.

dopma BbINycKa 2 BKNOYAET KOMNAEKT AnA akcTpakumm JHK, paccumMTaHHbIM Ha npoBeaeHMe SKCTPaKLMm
OHK 13 96 06pa3uos, n Komnnekt ana MNUP, paccumMTaHHbINM Ha NnpoBeaeHne amnandukaumm 100 ob6pasLos,
BKHOYAA KOHTPO/IU. KOMMAEKT A1 SKCTPAKL MM MOKET ObITb MCNOMb30BaH KaK A8 PYYHOM 3KCTPAKLMK, TaK
M COBMECTHO C aBTOMATMYECKMMMU CTaHuMamMKU ana akcTpakuum HK. Komnnekt gna MMLUP skatovaeT ase
MUP-cmecK, packanaHHbIX nog, NPOC/iONKY napaduHa Mo CTPUMNOBAHHbIM MNPobupkam obbemom 0,2 mn
(12,5 ctpunoes no 8 npobupok). Komnnekt gns MUP npeaHasHayeH Ans NPUMEHEHUA COBMECTHO C
amnanduKaTopamu NAaHLWETHOro TUnNa.

Tabaunua 1
CocTas Habopa
PeareHT 06bem, mn Konunuectso OnucaHue
®dopma Bbinycka 1

KomnnekT gna akcTpakumm

Nnsupytowmii pacteop.

24,0 1 gnako Mpo3payHan }KUAKOCTb.
OnacHo

Bbybep M 27,0 1 dpnakoH e opaso
Mpo3payHan KMOKOCTb.

Syben £ 770 1 pnakon PactBOp AN1A OTMbIBKU U 311I0LUMN.
Mpo3payHan *KMAKOCTb.

e 110 1 npo6upKa MarHeTusnpoBaHHaaA CMAMKA.
CycneHsua.

ROt 110 1 npobupka BHYTpeHHUI KOHTPObHbIN 0bpaseL.
Mpo3payHan KMOKOCTb.

k0 110 1 npobupka OTpuLaTeNbHbI KOHTPOIbHBIN 0bpaseL.

[Mpo3payvyHan *KMOKOCTb.
Komnnekr gna NUP

BydepHbIin pacTBop co cneyndpuyeckummn npammepamm,

HI;LP::/\CaAigfbeTbl 1,20 1 npobupkKa dnyopecueHTHO-MeYeHbIMU 30HAaMM U AHTO.
P Mpo3payHasn *KUAKOCTb.
ALP-cvech BydepHbIii pactBop co cneundrUyecknmm npaimepamu,

1,20 1 npobupkKa dnyopecueHTHO-MmeYeHbIMU 30HAaMM U AHTO.
[Mpo3payvyHan *KMOKOCTb.

BydepHbin  pactBop Cc  TepmocTabunabHoi  OHK-
nonnmepason Taq, cynbpaTom marHus u ypaumn-AHK-

T. tonsurans

MNuP-6ydpep-H 0,65 2 npobupKu FIMKO3WNA3O.
[Mpo3payvyHan *KMOKOCTb.

MKO fepmatoduTbl 0,26 1 NpoBUpPKa MonoKnUTenbHbIM KOHTPObHLIM 06pasel,.
[Mpo3payvyHan *KMOKOCTb.

MKO T. tonsurans 0,26 1 npobupKa MoN0XUTENBHBIN KOHTPONbHBIV 06paseLl,
Mpo3payHan *KMAKOCTb.

K- 0,26 1 npo6upka OTpuLaTeNbHbI KOHTPOIbHBIN 0bpaseL.

[Mpo3payvyHas *KMOKOCTb.

1 Bydep L comepuT onacHble Bellectsa. MHGOpMaLMIO N0 ONacHbIM BELLECTBaM M Mepam NPefoCTOPOXKHOCTM Npu
pabote c Bypepom L cm. B pasaenie MHCTPYKuumM «Mepbl NPeaoCTOPONKHOCTU U NpeaynpexaeHns».
2 Mpu xpaHeHun Bydepa L BoamoskHO obpa3oBaHme ocafika B BUAE KPUCTaNNOB.
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PeareHT

MUP-cmecb
OepmatoduTsl

MUP-cmecb
T. tonsurans

MNUP-6ydep-K

NMKO OepmatoduThbl

MKO T. tonsurans

K-

06bem, mn

24,0

27,0
77,0
1,10
1,10

1,10

0,01

0,01

1,20

0,26
0,26

0,26

KomnoHeHT

Konunuectso

OnucaHue

®dopma Bbinycka 2

Komnnekr gna skcTpakuum

1 dnakoH

1 dnakoH
1 dnakoH
1 npobupka
1 npobupkKa

1 npobupkKa

Nnsumpytowmii pacteop.
Mpo3payHasn KnaKocTb?,

PactBop ans npenobpaboTku.
[Mpo3payvyHan *KMOKOCTb.

PacTBOp 419 OTMbIBKU M 3110LUN.
Mpo3payHas }KnaKocTb.
MarHeTusnpoBaHHana cunmnKa.
CycneHsus.

BHYTpEeHHMI KOHTPOIbHbIN 0bpaseL.
[Mpo3payvyHan *KMOKOCTb.

OTpuuaTenbHbI KOHTPObHbIN 0bpased,.
Mpo3payHas }KnaKocTb.

Komnnekr gna NupP

100 npobupok

(12,5 ctpunos no

8 Nnpobunpok)>

100 npobupok

(12,5 ctpunos no

8 npobupok)®

2 npobupKn

1 npobupkKa
1 npobupka

1 npobupkKa

BydepHbIii pactBop co cneundrUyecknmm npaimepamu,
dNyopecueHTHO-MmeYeHbIMU 30HAaMM U AHTO.
Mpo3payHan »WAKOCTb, packamnaHa B CTPUMOBAHHblE
npobupku noa napaduH cMHero LBeTa.

BydepHbIii pactBop co cneundrUyecknmm npamepamu,
bnyopecueHTHO-MmeYeHbIMM 30HAaMU U AHTO.
Mpo3payHan »WAKOCTb, packamnaHa B CTPUMOBaAHHblE
npobupku noa napaduH 6enoro yseta.

BydepHbii  pactBop ¢ TepmoctabunbHoit  JHK-
nonnmepason Taq, cynbpaTom marHus u ypaumn-AHK-
rIMKO3M1a30M.

Mpo3payHasn *KMAKOCTb KPACHOTO LBETA.
MonoxnTenbHbI KOHTPObHbIM 06pasel,.

Mpo3payHasn *KUAKOCTb.

MonoKnTenbHbIM KOHTPObHLIN 06pasel,.

Mpo3payHasn *KUAKOCTb.

OTpuuaTenbHbI KOHTPObHbIN 0bpasel,.

[Mpo3payvyHan *KMOKOCTb.

KomnnekTHOCTb Habopa

Habop peareHToB (popma Bbinycka 1 uam 2)

MHCTPYKLMA NO NpumeHeHUIo Habopa

Kpatkoe pykoBoacTtso. MeTtogmka skcTpakumm JHK

KpaTkoe pykoBoactso. Metoguka amnamduKkaumm

KomnnekT BKnagbllwel K Habopy

[MacnopT KayecTBa

Tabnanua 2
dopmar Konunuecrso
- 1
B 9N1€KTPOHHOM Buae® Ha oduumanbHom
cavite Npounssoautens: www.nextbio.ru i
B BymaxkHOM BuAe 1
B BymaykHOM Buae 1
B BymaykHOM Buae 1

B 9/IEKTPOHHOM BUAE HA OPULMANbHOM
caunte MNpounssoantena: www.nextbio.ru

3 Bydep L comepxunT onacHble Belectsa. MHGOpMaLMIO NO ONacHbIM BELLECTBamM M Mepam NPesoCTOPOXKHOCTM Npu
pabote c Bypepom L cm. B pasaenie MHCTPYKuumM «Mepbl NPeaoCTOPONKHOCTU U NpeaynpexaeHus».
4 Npwn xpaHeHnn bydepa L Bo3moxHO 0bpa3oBaHMe 0caKa B BULE KPUCTANNOB.

5 MycTble NPOBUPKM HE UCMONb3YIOTCA.

6 MNeuaTHas BepcuA MHCTPYKLMM AOCTYNHa No 3anpocy no TenedoHy (495) 620-08-73.
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2.2. MpuHUMN meToAa

MpUHLMN TecTMpPOBaHMA OCHOBaAH Ha 3KcTpakuum [JHK u3 ob6pas3uosB wuccnegyemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pa3Lom (BKO-FL) n ogHoBpeMeHHON amnanduKaLmMm y4acTKoB
OHK BbiaBnaembix MukpoopraHusmos (Trichophyton rubrum, Trichophyton mentagrophytes complex,
Trichophyton tonsurans, Epidermophyton floccosum, Microsporum canis) U NCKYCCTBEHHO CUHTE3MPOBAHHOM
nocneposatenbHocTn AHK BKO ¢ rubpuamnsaumnmoHHo-GpayopecLeHTHOM AeTEKUNEN B PEKMME «PeasbHOro
BpemeHn». BKO nossosnsetr KoHTponupoBaTb Bce atanbl MUP-uccnegosaHma gna Kaxkgoro obpasua w
OLEeHMBATb BANAHME MHIMOUTOPOB Ha pe3ynbTaThbl MNUP-uccnegosaHus.

Uccnepyemblit o6pasel, npeasaputesibHO 06pabaTtbiBaeTca pacTBOPOM A/A PaspyLIEHUA KNEeTOYHOM
CTEeHKM rpnba, 3atem B o6beme 100 mkn 06pabaTbiBaeTCA AN3NPYIOWMM PAaCTBOPOM B MPUCYTCTBUM YacTUL,
MarHeTM3NpPOBaAHHOM CUJIMKM — MarHUTHOro copbeHTa. B pe3ynbTaTte NponCxoauT AECTPYKLMA KNETOYHbIX
MmembpaH 1 gpyrux buononnmmepHbix KOMNIEKCOB M BbicBoboxaeHne AHK. PactBopeHHasa JHK cBa3biBaeTcs
C YactTuuamu copbeHTa, B TO BpeMa Kak ApyrMe KOMMNOHEHTbl IM3MPOBAHHOIO 6MONOIMYECKOr0 MmaTepurana
OCTaloTCA B PACTBOPE W YyAANAOTCA MPU OCaKAEHUW copbeHTa Ha MarHUTHOM LTaTMBe/CTep)KHE MAN C
NCNosib30BaHMEeM LEeHTpUdyrM u c nocsieaytoweir oTmbiBKon copbeHTa. Mpun pobasneHun bydepa ana
anounun AHK K marHntHomy copbeHTy nponcxoaut nepexon JHK c noBepXHOCTU CUNMKN B PacTBOP, KOTOPbIM
3aTem oTAenAeTca OT YacTuu, copbeHTa MarHUTHOM cnaoi Anbo LeHTpudyrupoBaHnem.

C nony4yeHHbIMM Ha 3Tane aKCTpakuuu npobamm AHK npoBoauTcA peakums aMnanduKkaummn y4acTKoB
OHK npy nomolum cneumduyHbIX K 3TUM y4acTKam npaimepos M depmeHTa Tag-noanumepasbl. B coctase
PeaKLUMOHHOM cMmecK NPUCYTCTBYIOT GyopecLeHTHO-MeUYeHble 0/IMTOHYKNEOTUAbI, KOTOpble FrMbpuaunsyoTca
C KOMMJIEMEHTAPHbIM Yy4YyacTKom amnavouumpyemort AHK-muweHn, B pesyabTaTe 4ero npoucxoaut
HapacTaHMe  MHTEHCMBHOCTM  dayopecueHuMM. ITO  NO3BOASET  PernmcTpupoBaTb  HaKomaeHue
cneunduyeckoro NPoayKTa amnanduKaumMm nyTem UsmepeHmna MHTEHCMBHOCTU GYOPECLLEHTHOTO CUrHana ¢
NMOMOLBID aMNAndUKaATOpPa C CUCTEMOW AeTeKuun GNYOPEeCcLEHTHOTO CUTHaNa B PEXUME «PeasibHOro
BPEMEHUY,

Habop coaepKMT cucTeMy 3aLMTbl OT KOHTAMMHAUMK aMMJIMKOHaMM 33 CYeT NPUMeEHeHUs depmeHTa
ypauun-AHK-rnnkosmnnasel (YAF) un Tpudocdata pesokcuypuanHa. depmeHT YAl pacnosHaer u
KaTanusmpyet paspyweHne uenen [OHK, cogepkawmx aesokcnypuamH, Ho He [AHK, cogep»kauei
OE30KCUTUMUAMH. [Je30KcnypuanH otcyTcTByeT B npupogHoin AHK, Ho Bceraa npucyTcteyeT B aMnIMKOHAX,
MOCKONIbKY TpudocdaT Ae30KCcUypuamHa BXxoauT B cocTaB cmecn AHT® B peareHTax Ana amnanoukaumm.
[e30KcMypuamH cnocobcTByeT BOCMPUMMYMBOCTM  KOHTAMUHUPYIOWMX aMMIMKOHOB K  pPaspyLlleHuto
depmeHTom YOI oo Hayana amnavédukaumm OHK-muweHun, n, cnegoBaTenbHO, OHU He MOryT bbiTb B
AanbHenwem amnamduumpoBaHbl.

depmeHT YT TepmonabuneH n MHaKTUBMPYETCA NpU HarpeBaHuM Bobiwe 50 °C M NO3TOMy He paspyluaeTt
aMMNIMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLUP.

Kaxkabii uccnepyemblii obpasew, TecTupyetcs B 2-x NpobupKax, B KOTOPbIX B Xo4e amMnanduKkaumu
OAHOBPEMEHHO amnanduumpytoTca ydyactkm AHK Bbiaasembix rpubos U nocnegosatensHocTb BKO.
Pe3ynbTaTbl aMnaMdUKauUmn perncTpMpyroTCa No NATU Pa3NYHbIM KaHanam GpyopecLeHTHON AeTeKuumn ans
MNUP-cmecu AepmatoduTsl (cm. Tabanuy 3) n no asym KaHanam ansa MLP-cmecu T. tonsurans (cm. Tabanuy 4).

Bepcma 13.01.23-1 7



Tabnanua 3
CootBetctBue AAHK-muweHen un KaHanos payopecLeHTHON AeTeKLumn
pna NMUP-cmecn Aepmatodputbl

KaHan ana 7
dnyopadopa FAM R6G ROX Cy5 Cy5.5
OHK
Trichophyton
. AHK mentagrophytes . AR OHK BKO . AHKR
OHK-muweHb Trichophyton Microsporum o Epidermophyton
complex, . (sKk30reHHbIN BKO)
rubrum . canis floccosum
Trichophyton
tonsurans
McKyccTBEHHO
Obnacte ITS-2 ITS-2 ITS-2 CUHTE3UpPOBAHHAA ITS-2
amnanduKaumm
nocnefoBaTe/IbHOCTb
Tabnvua 4
CootBetctBue JHK-muweHen u KaHanos GpayopecLEeHTHON geTeKunum
ana NMUP-cmecu T. tonsurans
Kanan ana ¢nyopodopa FAM R6G
) . OHK BKO
OHK-muweHb OHK Trichophyton tonsurans (sK30reHHbIii BKO)
O6nacTh amMnANGMKaLIM ITS-1 MCKYCCTBEHHO CMHTE3NPOBaHHas

nocnenoBaTeIbHOCTb

2.3. TexHuuyecKoe 0bcnyKnBaHUE U PEMOHT

Habop He NoANeKUT TEXHUYECKOMY 06CNYKUBAHUIO M PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTPEHHMUI KOHTPO/b KauecTsa

3.1.1. OTpuuaTenbHbIX U NONOXKUTENbHbIN KOHTPOAU UCCIef0BaHUSA

Ona oueHKM KayecTBa NOJiydaembiX pes3y/nbTaToB KaKaaa rpynna aKCTparnpyembix 06pasLoB A0/XKHA
BK/IlOYATb OTPULATE/IbHbIN KOHTPO/Ib 3KCTpakuumn (OKO). Kaxgaa wHamBMAyanbHaa noctaHoBka [MUP
OO0J/KHA BKAOYaTb OTpuULaTesibHbIi KoHTpoab MUP (K-) u nonoxutensvHble KoHTpoau (MKO AepmatoduTsl
ana MNUP-cmecn Oepmatooutel u MKO T. tonsurans ana MUP-cmecu T. tonsurans). Pesynbtatel Ans
KOHTPO/IEM [O/KHbI COOTBETCTBOBATb 33a4aHHbIM KPUTEPUAM BaA/JMAHOCTW, YKasaHHbIM B pasgene
«MHTepnpeTauma pesynbTaTos».

OTpuuaTenbHbI KOHTPObHBIM 06pasel, (OKO) TecTupyeTca, HauMHAA € 3Tana KCTPaKLMK, U NO3BOAIAET
KOHTPOIMPOBATb BO3MOMKHYIO KOHTAaMUHAUMIO ApyrMmu obpasuamu uam amnamMkoHamu. B npobupke c
OTpMUATE/NIbHBIM KOHTPONEM He AO/MKHbl aeTektuposaTtbca [HK Trichophyton rubrum, Trichophyton
mentagrophytes complex, Trichophyton tonsurans, Epidermophyton floccosum, Microsporum canis. B cnyyae
HEeCcoOTBETCTBMA pe3y/ibTaTa, MOAY4YEeHHOro A1 KOHTPOIbHOro 06pa3LLa, 3a43aHHBIM KPUTEPUAM BAIUAHOCTY,
NOJIOXKUTE/IbHbIE PEe3yNbTaTbl ANA UCCaedyeMblX 06pa3L0B B MOCTAHOBKE CYMTAOTCA HEAOCTOBEPHbLIMM,
Heobxo4MMO NpPeanpUHATL Mepbl NO BbIABAEHUIO U IMKBUAALMM UCTOYHMKA KOHTaMUHALUMKN U MOBTOPUTb
nccneaoBaHue BCEX UCCeayeMbiX 06pa3L0B M KOHTPOIA, HAUMHAA € 3Tana IKCTPAKLUM.

7 lleTekuma curHana ona payopodopa R6G ocyLLecTBaseTcA N0 KaHany AeTeKUMM Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow, VIC.
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OTpuuaTtenbHbiii KoHTpoab MUP (K-) Tectupyetcs, HaunHan ¢ atana MNUP, 1 no3sonAeT AONONAHUTENLHO
KOHTPO/IMPOBATb BO3MOMKHYIO KOHTaMMHaUMIO ApyrMmu obpasuamu uam amnavkoHamu. B npobupke c
oTpULATe/IbHbIM  KOHTPOJIEM  He  OO/KHbl  geTektnpoBatbca  [HK  Trichophyton  rubrum,
Trichophyton mentagrophytes  complex,  Trichophyton  tonsurans,  Epidermophyton  floccosum,
Microsporum canis n BKO-FL. B cnyyae HecooTBeTCTBMA pe3ynbTaTa, MOJYYEHHOrO AAA KOHTPOJbHOrO
06pasua, 3a43aHHBIM KPUTEPUAM BaNUAHOCTM, NONOKUTENbHbIE Pe3yNbTaTbl ANA Uccneayemblx 06pasLos B
NMOCTaHOBKE CYMTAIOTCA HELOCTOBEPHbIMU, HEOBXOAMMO NpPeanPUHATL MePbI MO BbIABIEHUIO U INKBUAALUN
NCTOYHMKA KOHTaMWHaLU MU U MOBTOPUTb UCCNEA0BAHME BCEX UCCIeQyeMbIX 06pa3L0B M KOHTPOENM, HaUMHasA
c atana MUP.

B KauecTBe nNONOMWUTENbHbIX KOHTposeh [UP wucnonb3ytotca peareHTbl MKO [Odepmatodutbl U
MKO T. tonsurans, Bxoaawme B cOCTaB Habopa. B c/iyyae HECOOTBETCTBUA pPe3ybTaToB AA NOJOKUTENbHbIX
KOHTpOANEW 3afiaHHbIM KPUTEPUAM BaZIMOHOCTM, pe3ynbTaTbl ANA BCex 06pa3L,0B B NOCTAHOBKE CYMTAlOTCA
HeAOCTOBEPHbIMK, TpPebyeTca MNOBTOPUTbL WCCAeAOBaHME BCEX McCnenyemblx 06pasLoB M KOHTpoOnew,
HaumMHaA c aTana MNLUP.

3.1.2. KoHTpOoab MHrMbuposaHus

[na KOHTponA Bcex 3TanoB uccnepoBaHuA, 3ddeKTUBHOCTM 3KcTpakuum JHK M oueHKW BAMAHMA
nHrnbutopos MNLP npeaycmoTpeHo Mcnonb3oBaHWe 3K3oreHHoro BKO, KoTopbili Ao6aBnseTca B KaxKAbli
nuccneayemblin U OTpULLATENbHbIMA KOHTPOJIbHbIM 06paseu, Ha 3Tane sKCTpaKumMn. PesynbTaTbl UCCaef0BaHMA
BKO #onHbl COOTBETCTBOBATbL 3a/4aHHbIM KPUTEPUAM BAaAUAHOCTU ANA NONOKUTENbHBIX U OTPULLATEIbHbIX
nccnegyembix 06pasuoB, YKasaHHbIM B pasgene «MHTepnpeTtaumsa pesynbTaTtoB». Ecnm B nccnegyemblix
obpasuax, oTpuuaTenbHbiX Ha Haanume [HK BbisBAsieMbIX MUKPOOpPraHn3moB, He obHapykeHa AHK BKO, To
pe3ynbTaTbl UCCNEeA0BAaHMA AaHHbIX 06pPa3L0B CYMUTAOTCA HEAOCTOBEPHbIMW, TPebyeTcs MOBTOPUTL WX
aHaNN3, HAUMHAA C 3Tana IKCTPaKLUMN.

3.1.3. MOHUTOPUHT NabopaTopun HA HAAMUME KOHTaMUHaLUK

PekomeHayeTca pa3 B MecAL, NPOBOAUTb MOHUTOPUHT NabopaTopuUM Ha KOHTaMMHALMIO NPOAYKTaMM
amnandukaumm, ucciegyembiMu 06pasLamm, MONOKUTENbHBIMU KOHTPO/AbHbIMK ob6pasuamn. OueHKa
HaNM4YMA/OTCYTCTBUA KOHTaMMHALMM NPOBOAMTCA NYTEM MCCAEA0BAaHWUA CMbIBOB C Pas/NYHbIX OBbEKTOB:
nuneToK, pabounx nosepxHocTei nabopaTtopHoi mebenu, o6opyAOBaHUA U NOBEPXHOCTEN MOMELLEHUN.
B3aTme W uccnegoBaHME CMbIBOB  CnefyeT  MNpPOBOAWMTb  COMIAaCHO  npoueaype, OMMCAHHON B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONBL3YIOWMX MeToAbl  amnanduKaumm
HYKNEUMHOBbLIX KUCAOT nNpu paboTe C MaTepuanom, COAEPNKaLLMM MUKpoopraHusmbl [-IV  rpynn
natoreHHocTu». Mpu OBHAPYXEHUW KOHTAMMHAUMKM HeobxoaMmo npoBecTM 06paboTky nabopaTopum
MOOLLMMU M Ae3UHPULMPYIOLLMMK PAaCTBOPAMM COMIACHO YKa3aHMAM, onMcaHHbiM B MY 1.3.2569-09. Tak:ke
A9 NpeaoTBPaLLEeHNS KOHTAMUHALMM 1abopaTopum KN B KAYeCcTBe Mep NO AEKOHTaMUHaL MK paboymx 30H
pekoMeHAyeTCA UCNONb30BaTb PAcTBOP A/A AEe3aKTUBALMM HYKIEMHOBbLIX KUCNOT, Hanpumep, «Oauratop»
npoussoactea OO0 «HekcTtbno», Poccua.
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4. OTPAHUYHEHUA METOAUKU UCCNEAOBAHUA

4.1. Habop npvmeHsieTca TONbKO A1A ANArHOCTUKM in vitro.

4.2. Habop npegHasHauyeH gna paboTbl TONLKO C MCCAeAYyeMbIM MaTepuanaom, YKasaHHbIM B pasgene
«HasHauyeHune». UccnegosaHue ApyrMx BUAOB BUONOTMUYECKOro MaTepuana MOXKeT NPUBECTU K MOAYUYEHMUIO
HeZ0CTOBEPHbIX PE3Y/IbTaTOB.

4.3. TllonyyeHue  [OOCTOBEPHbIX  pe3ynbTatoB  obecrneuymBaetca  BbIMOAHeHWMEM  TpeboBaHuMiA,
nNpeabaABAAEeMbIX K B3ATMIO, TPaHCMOPTUPOBAHUIO M XpaHeHuto 06pasLoB Mccaegyemoro maTtepuana
(cm. pasgen «Mccnepyemblin matepuany).

4.4. C nomoulbto Habopa Bo3moKHO MMLUP-uccnegosaHue tonbko npob OHK, akcTparnpoBaHHbIX U3
nccnellyemoro martepuasnia COBMECTHO C  BHYTPEHHMM KOHTPOAbHbIM o0bpasuom — BKO-FL. bBes
ncnonb3osaHnAa BKO-FL HEBO3MOXKHO NPOBECTM OLUEHKY BaIMAHOCTU MOCTAHOBKMU.

4.5. Habop npegHa3sHayeH Ans npodeccMoHanbHOro npumeHeHus. Habop A0AXKeH MCNo/b30BaTbCA
TONbKO KBanMduUuMpoBaHHbIM, 0Oy4YeHHbIM (B 06/1aCTM  KAMHMYECKOM 1abopaTopHOM AMArHOCTUKM)
NepcoHanom (Bpauu KAMHWYECKOM nabopaTtopum U MegMUMHCKME NabopaTopHble TEXHWKKU, OByYeHHble
MONEKYNAPHBIM BUONOTUYECKMM METOAMKAM).

4.6. MNpw paboTte ¢ Habopom cneayeT MCNOJIb30BaTb TOJILKO aMMANPUKATOPLI C CUCTEMOM AeTeKunn
bYOPECLLEHTHOTO CUTHANA, XapaKTEPUCTUKM KOTOPbIX YA0BAETBOPAIOT TPe6OBaHMAM, YKa3aHHbIM B pasgene
«dononHuntenbHoe ob6opyagoBaHMe M maTepuanbl».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. Pabota pomkHa npoBoauTbCcA B nabopaTopuu, BbIMOJHAKOLWLENA MOAEKYNAPHO-BMONOrMyeckne
(NUP) nccnepgosaHma 6MonorMyeckoro matepmana Ha HanmMune Bosbyautenei MHGEKUNOHHbIX bonesHel, ¢
cobnogeHnem CaHlnH 3.3686-21 «CaHuTapHO-aNugemuosiornyeckme TpeboBaHWs Mo NPOPUNAKTUKE
MHOEKUMOHHbIX 6onesHeny», CaHlMuH 2.1.3684-21 «CaHUTapHO-3NMAEMMONOTMYecKne TpeboBaHMA K
COAEPMKAHUIO TEPPUTOPUI FTOPOACKMX U CENBbCKUX MOCENEHUM, K BOAHbIM OObeKTam, MUTbEBOW BoAEe U
NMUTbEBOMY BOAOCHAbXKeHUIo, aTMochepHOMY BO3AyXY, MOYBAM, XWJbIM MOMELLEHUAM, SKCMAyaTaLum
NPOW3BOACTBEHHbIX, OOLWECTBEHHbIX MOMELLEHMIA, OpraHM3auuMM W NPOBEAEHWMI0O  CaHWUTApHO-
NPOTUBO3NUAEMMUYECKUX (MPODUNAKTUYECKUX) MEPONPUATUNY U METOAMYECKUX YKasaHui MY 1.3.2569-09
«OpraHusauma paboTtbl 1abOPaTOPUI, NCMONBL3YIOLMX METOAbI AMNANPUKALUM HYKIEMHOBBIX KUCNOT NpU
paboTe c MaTepmasom, COAEPKALLMM MUKPOOpraHuamsl I-1V rpynn natoreHHOCTU».

5.2. WccnepoBaHuA MO LETEKLMU HYKJEMHOBbLIX KMCNOT AOJ/IKHbI NPOBOAUTLCA B HOKCMPOBAHHbLIX
nomelLleHnnx, 060pPYAOBaHHbLIX CUCTEMAMM MNPUTOYHOW M BbLITAXKHOW BeHTUAAUMM UM BoKcax
MUKpoburonormyeckoit 6esonacHocTy Il Knacca.

5.3. Mpu paboTe Heobx0AMMO BCErZa BbINONHATL Ceaytowme TpeboBaHusA:

- [MpumeHaTb Habop CTPOro MO HasHAYEHMIO B COOTBETCTBUM C AAHHOW MHCTPYKUuMeil. OTKNOHEHME OT
NPONUCaHHbIX NpoLueayp 1M NopPAAKa AeUCTBUA MOXKET NPUBECTM K NOYYEHWNIO HEAOCTOBEPHbIX Pe3ybTaToB
aHanusa.

- JlabopaTopHbli npouecc A0MKEH OblTb OAHOHanpaB/ieHHbIM. AHanW3 cnegyetr NPoOBOAMTL B
OTAeNbHbIX nomelleHnsax (3oHax) B cooTtBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpauwatb 06pasupl,
obopyaoBaHMe U peareHTbl B 30HY, B KOTOpOW bBblla NpoBeaeHa Npeablayluas cTagma npoLlecca.

- PaccmatpmBatb ucciegyemble 0bpasubl Kak WMHGEKLUMOHHO-ONACHble, OpraHWM30BbIBaTb PaboTy u
XpaHeHwue B cooTeTcTBMM ¢ CanlnH 3.3686-21.
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- Ybupatb n gesmHOMUMpPoBaTb pas3nuTble ob6pasLbl UAM peareHTbl, UCNOb3ya Ae3NHPULMpPYOLLNE
cpepactBa B cootBeTcTBUM € CaHlMH 3.3686-21.

- Y#anATb HEeWcnosib3oBaHHbIE peareHTbl, PeareHTbl C WCTeKWWMM CPOKOM TOOHOCTW, a TaKXke
MCMO/Ib30BaHHbIE peareHTbl, ynakosky®, 6uonornuecknii matepuan’®, BKkaouas 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)
HefoNyCTMMO OTKpbIBaHWE NPOBUPOK U pa3bpbi3rMBaHME COAEPKMMOTO, MOCKO/IbKY 3TO MOXKET NPUBECTYU K
KOHTamMMHauuun npoayktamu MLP nabopatopHon 30HbI, 060pyA0BaHMA U peareHToB.

- Mcnonb3oBaTb U MEHATb MPU KaXKAoM onepauumn oAHOPa30Bble HAKOHEYHUKM ANA aBTOMATUUECKUX
Ao3atopoB ¢ ¢duabTpom. OQHOPA30BYIO NAACTUKOBYIO nocyady (MpobupKWM, HaKOHEYHWMKU) Heobxoaumo
cbpacbiBaTb B CNeLMaNbHbIA KOHTEMHEp, cogepiKalLmii Ae3nHULMpYIoLLEee CPeaCTBO, KOTOPOE MOXKET BbiTb
MCNo/b30BaHO Ana 06e33apaxkmnBaHMa MeaULNHCKUX OTXOA0B.

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

- K pabote c Habopom AoMNYyCKaeTcA TONbKO NEePCOHas, 0BYyYEHHbIN METOAaM MONEKYNAPHON ANArHOCTUKM
M NpaBuaam 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 cobAOAANNUCH YCOBUA TPAHCNOPTUPOBAHNA U XPAaHEHWA COTIacHO
NHCTPYKLMUMW.

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

- Mcnonb3oBaTb 04HOPA30Bble HEOMYyAPEHHbIE NepyaTkK, NabopaTopHble XanaThl, 3aWMLATb F1as3a BO
Bpems paboTbl c 06pasL,aMm 1 peareHTamu. TaTeIbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bece onepauum
NPOBOAATCA TONbKO B NEepYaTKax 418 UCK/IOUYEHNA KOHTAKTa C OpraHM3MOM Ye/ioBeKa.

- He ecTb, HEe NUTb M He KypUTb B MPOLLECCE UCMONb30BaHUA Habopa. N3beratb KOHTaKTa peareHToB C
KOXeMl, rnasamu u camsucton obosioukoin. He rnotats.

- MMpK KOHTaKTe HemenJ/IeHHO MPOMBbITb MOPa*KeHHOe MecTo 60/bWMM KONMYeCcTBOM BOAbl U MNpu
NJIOXOM CamMO4YyBCTBUM 0BPaATMUTLCA 33 MeAMUMHCKOM nomollpto. lMpy nonagaHWM BHYTPb PBOTY He
BbI3bIBaTb, MPOMOJIOCKATb POT BOAOM, 06paTUTLCA K Bpayy NPU MNI0XOM CaMOYyBCTBUM.

- BxogAwwmit B cocTaB Habopa peareHT bydep L coaepKMT onacHble BeLeCcTBa, yKasaHHble B Tabauue 5.
3anBneHMa 06 ONacHOCTU U Mepbl NPeAoCTOPOXKHOCTU, Tpebyemble Npu paboTe C AaHHbIM PEareHToM,
onucaHbl B Tabanue 5. PacwndpoBKa KoAOB ANA 3asBNeHWUA 06 OMAacHOCTU U Mep MpPeaoCTOPOXKHOCTU
npegcrasneHa B Tabauue 6.

® Hencnonb3oBaHHbIe peareHTbl, peareHTbl C UCTEKLWMM CPOKOM FOAHOCTM, MCMO/b30BaHHbIE peareHTbl, yNaKoBKa
OTHOCATCA K KJaccy OMacHOCTU MeANLMHCKUX 0TX0808 I.

° BUONOrMYECKMii MaTepuan, BKKOUYAA MHCTPYMEHTbI U NpeaMeTbl, 3arpA3HeHHbIe MaTepuanom, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKUX 0TX0A08 b.
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Tabnnua 5
3anaBneHuA 06 oNacHOCTU U Mepbl NPEeAOCTOPOXKHOCTU NpU paboTe ¢ bydpepom L

3aasneHusa ob
PeareHT OnacHble Bew,ecTsa Mepbl NpeA0CTOPOIKHOCTU
onacHoOCTU

m3onponaHon, ryaHnauH |H225, H302, H311, P210, P233, P241, P242, P261, P264, P270, P271,
rmgpoxnopua, ryaumauH |H312, H315, H319, P273, P280, P303+P361+P353, P305+P351+P338,
TMoumaHat, TpuToH X-100, (H332, H336, H411, P312, P332+P313, P337+P313, P362+P364,
1-tnoranuepon H412, EUHO032 P370+P378, P403+P235, P501

Bydep L

Tabnnua 6
PacwudpoBKa KogoB AnAa 3aAsB/ieHM 06 ONacHOCTU U Mep NPEeaOCTOPOXKHOCTU
3aaBneHna 06 onacHocTM

H225: JlerkoBocnaameHAWAACA XUAKOCTb M nap. | H336: MoxeT Bbi3BaTb BANOCTb UM COHINBOCTb.

H302: BpeaHo npu npornatbiBaHUM. H411: TOKCMYHO ANA BOAHbIX OPraHM3MOB C AOATOCPOYHbIMU
H311: TOKCMYHO NPU KOHTAKTE C KOXKEN. nocneacTBMAMM.
H312: BpegHo npu KOHTAKTE C KOXKEN. H412: BpegHo ana BOAHbLIX OPraHM3MOB C AOATOCPOYHbIMU
H315: BbI3bIBaET pa3aparKeHmne KOXKN. nocneacTBMAMM.
H319: BbI3biBaeT cepbe3HOe pa3apakeHue rnas. EUHO032: MNpK KoHTaKTe C KMcnotamm ocBoboXKaatoTcs OYeHb
H332: BpeaHO npu BAbIXaHUW. TOKCMYHbI€ rasbl.

Mepbl NPeaoCTOPOIKHOCTH

P210: XpaHnTb BAaAN OT UCTOYHMKOB Tena, ropaumnx | P305+P351+P338: MPU MONAAAHUMN B T/ZIA3A: OCTOpPOXKHO
NoBEPXHOCTEMN, UCKP, OTKPLITOFO MAAMEHU U APYFMX [MPOMbITb F1a3a BOAOW B TEYEHUE HECKOJbKMX MUHYT. Mpu

WUCTOYHMKOB BOCNAaMeHeHUA. He KypuTb. HaNM4MU  KOHTAKTHbIX JIMH3, CHATb WX W NPOAOIKUTL
P233: XpaHu1Tb B NJIOTHO 3aKPbITOM Tape. NnpombIBaHWE BOAOI.

P241: Ucnonb3osatb B3pbIiBob6e3onacHoe | P332+P313: Mpu pasgparkeHnmn KoKn: obpatuTbCa K Bpauy.
a/IeKTpuyeckoe obopyaoBaHue. P337+P313: Ec/iv pa3gparkeHue rnas He npoxoamut obpaTtmuTbes
P242: UcnonbayiiTe TONbKO HeucKpsALWMe | 38 MeAMLNHCKOM KOHCYAbTalMe.

MHCTPYMEHTBI. P362+P364: CHATb 3arpA3HEHHYID OAeXAy M BbICTUpATb ee
P261: N3b6eraTb BObIXaHWUA NAPOB. nepeg noBTOPHbLIM UCNOb30BaAHMNEM.

P264: BbimoliTe pyKu nocse paboTbl TWaTebHO. P370+P378: B cnyyae noxapa: Mcnonb3oBatb OrHeTywUTENDb
P270: He ecTb, He NUTb M He KypuUTb B Npouecce | aNA TylWeHuA.

MCMNONb30BaHMNA 3TOrO NPOAYKTa. P403+P235: XpaHnTb B NpoXa1agHOM, XOPOLLIO BEHTUAMPYEMOM
P271: cnonb3yiTe TONBKO Ha OTKPLITOM BO3A4yXe | MecTe.

MW B XOPOLLO BEHTUAMPYEMOM NMOMELLLEHUMN. P501: YTunmsmposaTb cogeprKMmoe B  COOTBETCTBMU  C

P273: N36eraTb nonaaaHua B OKPYKatoLLyto cpeay. | HaumoHanbHbiMK npaBunamm CanlNuH 2.1.3684-21 «CaHWUTapHoO-
P280: Monb30BaTbCA 3aWMTHBIMM  MepyaTKaMy U | ANMAEMUONOTNYecKne TpebOBaHUA K COAEPKAHNIO TEPPUTOPUIA
cpeacTBaMm 3aLMThbl 11as. TOPOLACKMX W CE/bCKUX MOCENEeHUN, K BOAHbIM OObeKTam,
P303+P361+P353: MPU MONALAHUU HA KOXY (nnu | nuTbeBoit Boge U NUTbEBOMY BOAOCHAGXeHUI0, aTMochepHomy
BOJIOCbI): HemeZneHHO CHATb BCHO 3arpsAsHEHHY!o |BO34yXy, MOYBAM, JKUAbIM  MOMELLEHUAM, 3SKCMAyaTaLmm
opexay. NPoMbITb KOXY BOLOM MAM NPUHATL AyW. | NPOM3BOACTBEHHbIX, O6LLECTBEHHbIX MOMELLEHWI, OpraH13aumum
P312: O6patutbcAa K  Bpadyy Npu  NAOXOM U npoBeseHNo CaHMTapPHO-NPOTUBO3INNAEMUNYECKUX
CaMO4yBCTBUN. (npodunnakTUUECKUX) MepPOonpPUATUNY.

- OcTanbHble peareHTbl, BXO4ALLME B COCTAaB Habopa, cogep:KaT asna HaTpus B KOHLLEHTPaLMK He bosiee
0,1% ¥ cOOTBETCTBEHHO HEe KNnaccudULMPYIOTCA KaK onacHble U He TpebyloT cobaogeHna cneymanbHbiX mep
NpPeaoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 4aHHOM pasgese.

- Jluct 6e3onacHocTu peareHTa bydep L goctyneH no 3anpocy.

- Wcnonb3oBaHue Ha6opa no Ha3Ha4YeHuto n CO6}'II'O[],€‘HVIE BblllenepeyncneHHbIX mep
npeaocTopoXXHOCTU WUCKNKOYaEeT HeratuBHoe BO3,CI,el\;1CTBMe Ha oOpraHM3am 4enoseka. [lpwu aBapVIl\/‘IHbIX
CUTYyaunAax BO3MOXHO NpUYNHEHUME Bpeda Npu nonagaHUn Ha KOXY U CAU3UCTYHO 060/10qu rna3, npu
BAbIXaHUW U NPU NPOrnaTbiBaHUN.

5.4. Cneunduryeckune Bo3aencTemsa Habopa Ha opraHM3mM YenoBeKa:
- KaHueporeHHbIt 3pdeKT oTcyTCTBYET.
- MyTareHHoe aeicTBue oTCyTCTBYET.

- PenpoAayKTuBHasA TOKCUUYHOCTb OTCYTCTBYET.
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6. AONO/THUTE/IbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3ATuMe uccnegyemoro martepuana

6.1.1. CTepunbHbIii 0A4HOPA30BbIV CKa/ibNenb A5 06pasL0B KOXKKN U ee NpuaaTKos (Bonoc u HorTel). Mpu
MopaKeHMM KOXKN AenatoT COCKob ¢ rpaHuLbl ovara.

6.1.2. OaHOPa30Bble NUHLETbI U HOKHULI ANA B3ATUA BUONOrMYecKoro maTepuana (06pasubl KOXn U ee
npuaaTkos (Bonoc v Horteit)). MUHUETOM M3bIMAKOT Ha MCCNeAOBaHME BOAOCHI, MOMUMO YellyeK KOMKu
ro/oBbl, €C/N NopakeHa BOJI0CKUCTan YacTb ro/10BbI.

6.1.3. 3aBMHUMBatOWMECA NPOOUPKN N KPbIWKM K HAM UAW NNOTHO 3aKpbiBatolmecs nNpobupKu TMna
«3nneHaopd» ANA XpaHEHUA U TPAHCMOPTUPOBKM BMonormyecknx 06pasyoBs, CTepunbHbIE.

6.2. lpepBaputenbHaa NOAroToBKa uccaeayemoro matepumana

6.2.1. JTamnHapHbI BOKc Knacc buonormyeckon 6esonacHoctu Il Tmn A.

6.2.2. TepmocTaT a5 NPobUpPOK TMNa «InNneHaopd» C BOSMOXKHOCTbIO HarpeBa He meHee Yyem ao 95 °C.

6.2.3. O4HOpPa30Bble HAKOHEYHUKN AR A403aTOPOB NepemeHHoro obvema ¢ punbTpom go 100, go 200 n
00 1000 mkn.

6.2.4. LWtatuebl gnsa npobmpok obbemom 1,5 ma.

6.2.5. BopTekc.

6.2.6. ABTOMaTUYECKME 403aTOpPbI NepemMeHHoro obbema.

6.2.7. XonoannbHuk ot 2 ao 8 °C.

6.2.8. OTAenbHbIN XanaT, Wano4vku, obyBb 1 04HOPa30Bble NepyaTkM B cooTBeTcTBMKN ¢ MY 1.3.2569-09.

6.2.9. OAHOpa3OBbIe nnacCTuKoBblE KOHTEVIHepr Aana C6pOC3 N UHAKTUBAUUNUN MaTeEPUNANOB.

6.3. ABTOMaTMUECKaa meToAMuKa 3KcTpakuun AHK

BHUMAHMUE! Mpu paboTte ¢ Habopom cneayeT UCMO/b30BaTb TONbLKO OZHOPA30Bblie NOAMMNPONU/IEHOBbIE
NPOBOUPKN U HAKOHEYHUKH, cepTUPULMPOBAHHBIE HA oTcyTcTBUE [HKas.

6.3.1. JlamnHapHbI 6oKc Knacc buonoruyeckon b6esonacHocTu Il Tmn A.
6.3.2. Boprekc.

6.3.3. ABTOMATMYeCKan CTaHUMA ans akcTpakuum HK, 3apeructpmuposaHHasa B PO n yaosnetsopsatoLLas
cneayowmm TpeboBaHUAM:

- BO3MOXHOCTb peanus3auum noc/aeaoBaTe/IbHOCTM 3TanoOB 3KCTPAKUMKM, OMNMCAHHOM B pasgene
«3KcTpakuua AHK ns nccnegyemoro matepmana» (n. 8.2.2);

- Haan4yme Cncrtembl 403nNpPoBaHNUA )'KVI,CI,KOCTEVI}

- Haanyme marHMTHOro wratmea NN MarHUTHbIX CTep)-KHEI‘/’I ana c6opa MaFHETMSMpOBaHHOVI CUNUNKHU;

Ha/n4ymne TepmocTtaTta naun TepMOLUEVIKepa C BO3BMOXHOCTbIO HarpeBsa He meHee 4em 40 60 °C;

Ha/n4ymne CUCTeMbl nepemelinBaHnA )KM,CI,KOCTEVI LUEVIKMpOBaHMEM Wy nmneTnposaHnem.

B xo4e npoBeAeHUs KAMHUYECKUX UCMbITAaHNA BaAnnAaLIMIO NPOLLAN CAeayiolMe aBTOMaTUYECKME CTaHLUK
ONA  3KCTPaKUMM  HYKNeumHoBbIX  KucnoT:  Microlab  STARlet (PY Ne  P3H  2018/6981),
KingFisher Flex (PY Ne ®C3 2009/05562).
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6.3.4. KOMNNeKT pacxofHblX MaTepuanos An8 aBTOMaTUYECKON CTaHUMKU Aaa 3KcTpakuumn HK cornacHo
WHCTPYKUMK MNpounssogutens.

6.3.5. XonoamnbHuk ot 2 go 8 °C.
6.3.6. OTAeNbHbIM XanaT, Wano4ku, obyBb U 0AHOPA30BbIe NepyaTkM B cooTBeTcTBMM ¢ MY 1.3.2569-09.

6.3.7. OgHOpPa30Bble NNACTMKOBbIE KOHTEMHEPbI AN cbpoca M MHAKTUBALMKW MaTepUasioB.

6.4. PyyHaa metoguKa akcTtpakuum AHK

6.4.1. OgHOpPa30Bble NOAUMPONUIEHOBbIE 3aBUHUMBAOLLMECA NPOOUPKM U KPLILWKA K HUM UAM NAOTHO
3aKpblBatoLLmeca Nnpobupku obbemom 1,5 mn, ceoboaHble ot [iHKas.

6.4.2. OgHOpa3oBble HAaKOHEYHMKK, cBoboaHble oT AHKas, ana gosatopoB nepemeHHoro obbvema c
dunbTpom go 100 mkn, o 200 mkn n go 1000 mKA.

6.4.3. OgHOpPa30Bble HAKOHEYHUKN ANs A03aTOPOB NepemMeHHOro obbema 6e3 duabTpa Ao 200 mK.
6.4.4. lLTaTnebl a5 NPobUpoK obvemom 1,5 mn.

6.4.5. MarHUTHbIM WTaTUB ANs Npobupok Tvna «3AnneHgopd» obbemom 1,5 mn - npu nposepeHUn
3KCTPaKLMM C MCMONb30BAHMEM MArHUTHOrO WTaTMBa (CM. pasgen «3IKcTpakums OHK u3 uccnegyemoro
MmaTtepuana», n. 8.3).

6.4.6. MukpoueHTpudyra gna npobmnpok Tmna «dnneHgopd» obvemom 1,5 Mn ¢ yCKOpeHNEM He MeHee
10 000 g - np1 NpOBEAEHNN SKCTPAKLMU C UCNONb30BaHUEM LIeHTPUDYrMpoBaHma (CM. pasaen «IKCTpakums
[OHK 13 nccneagyemoro matepuana», n. 8.4).

6.4.7. NTamnHapHbIh 6oKc Knacc buonornyeckoi 6esonacHocTym Il Tun A.
6.4.8. Boprekc.
6.4.9. TepmocTaT A41a NpobupoK TMna «3nneHaopd» ¢ BO3MOKHOCTbIO Harpesa He meHee Yyem a0 60 °C.

6.4.10.BakyymHbIA OoTcacbiBaTe/lb MeAULUMHCKMA C KONOOM-NOBYLWIKON ANs yAaneHuMa HaaocagodHoM
KUIKOCTU.

6.4.11. ABTOMaTMyeckne A03aTopbl NepemMeHHoro obbema.
6.4.12. XonogmnoHuK ot 2 go 8 °C.
6.4.13. OTAenbHbIM XanarT, Wano4yku, obyBb U 04HOPa30Bble NepyaTkM B cooTBeTcTBUKM ¢ MY 1.3.2569-09.

6.4.14. OpHopa3oBble NIACTUKOBbIE KOHTEMHEPBI ANs cbpoca M MHAKTMBALMKM MaTEPUANOB.

6.5. AmnanduKauuma, getekuua NpoayKToB amnanduKaumum, aHanms u MHTepnperaymn
pe3ynbTaTos

6.5.1. OgHOpa3oBbie NOAMNPONUAEHOBbIe NPobupku, ceoboaHble oT [IHKas, cneayowmx Buaos (npu
MCcnoNb30BaHUKN GOpMbl BbIMycKa 1):

- 3aBMHYMBAIOLLMECA NMPOOUPKM U KPLIWKM K HUM MAKN NAOTHO 3aKpblBatowmeca Npobupkm obbemom
1,5 - 2 Mn — gnsa NpUroToBAeHUA PeaKUMOHHbIX CMecen.

- TOHKOCTeHHble Npobupku ans NLUP o6bemom 0,2 M € BbINYKAOW UAKN NIOCKOM ONTUYECKM MPO3PaYHOM
KPbILLKOM MAK Npobunpkn o6bemom 0,2 mA B CTPMNaXx Mo 8 LWT. C NPO3PadYHbIMM KPbILLKaMMU.

6.5.2. OgHopa3oBble HakoHeYyHWKK, cBobogHble oT [AHKas, ana posatopoB nepemeHHoro obbema ¢
dunbTpom o 100 mkn.

6.5.3. WTatmebl gns npobupok ob6vemom 0,2 ma.
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6.5.4. Bokc abakTepuanbHoli Bo3ayLiHow cpeabl (MLUP-60Kc).
6.5.5. LleHTpndyra-sopTeKc.
6.5.6. ABTOMaTUYeCKME 403aTOpbl NepemMeHHoro obbema.

6.5.7. CTaHUMA aBTOMaTU4YeCcKaa C moay/aem ANnA NPUrOTOBAEHMA U PACKanKM peakLMOHHbIX CMecei U
KOMMNIEKT PAacXOAHbIX MaTepuanoB K Hel COracHO MHCTPyKuuu MpoussoguTend, - Npu UCNONb30BaHUN
¢dopmbl Bbinycka 1 B cnyvyae NPUroTOBAEHMA PEAKLUMOHHbBIX CMECei € UCNOAb30BaHMEM aBTOMATMYECKOWM
CTaHUMW.

6.5.8. Mporpammunpyemblit amnandumKaTop ¢ cMctemon aetekummn GayopecueHTHOro CMrHana B pernme
«peasibHoro BPeMeHM» MAAHWETHOTO TUMa, 3aPerncTPUpPoBaHHbI B PO 1 cOOTBETCTBYIOLWLMIA CAeayowmm
TpeboBaHUAM:

- Ha/MuMe He3aBUCMMbIX KaHanoB diyopecueHTHoM aetekummn ana dayopodopos FAM, R6G, ROX, Cy5,
Cy5.5 co cnepyolwnmmm xapakTepucTMKamum:

Tabnvua 7
Tpebyemble xapaKTepPUCTUKN KaHaNoB ¢p1yopecu,eHTHOW geTeKuum
ONUHbI BONH, HM
KaHan ana ¢nyopodopa Bo36y:xaeHus JeTteKuum
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580
ROX 565 585 605 650
Cy5 620 640 660 690
Cy5.5 660 690 705 750

- Ha/AMuuMe noAorpeBaeMoi KpblLKK ¢ Temnepatypoi 6onee 100 °C;
- TOYHOCTb NoAAepPKaHUA TemnepaTypbl < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OoXnakaeHus He meHee 1 °C/cek.

B xof4e npoBefeHMA KAMHUYECKMX MUCMbITAaHWUIA BanavAauMio Npowan ciegytowme nporpammupyemble
amMnNANPUKATOPbI C CUCTEMOW AeTeKuun (YOPEecLLeHTHOrO CUTHaMa B PEXUME «pPeasibHOTO BPeMEHU»:
C1000 Touch B KomnnekTe ¢ mogynem CFX96 (PY Ne dC3 2008/03399), ATnpaiim (PY Ne ®CP 2011/10229).

6.5.9. XonoannbHuk ot 2 ao 8 °C.
6.5.10. OTaenbHbIM xanat, Wano4ykM, 0byBb U 04HOPA30BbIe NepyaTkn B cooteeTcTBmMm ¢ MY 1.3.2569-09.

6.5.11. EMKocTb a4 cbpoca HaKOHEYHMKOB.
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7. UCCNNEAYEMbIA MATEPUAN

MaTepuranom Aia UCCNefOBaHUA CAYKaT:
- KOM)a U ee npuaaTku (Boaocbkl U HOMTK).

Hanbonee MHGOPMaTUBHbLIMKN ABAAIOTCA UCCeA0BaHMA MaTepmana, Noay4eHHOro HeNoCPeACTBEHHO M3
NOTEHUMaNbHOrO ouara WHQEKUMOHHOro npouecca. [MOCKONbKY MHOEKUMOHHbIA NPOLECC MOKeT
3axBaTbiBaTb HECKO/IbKO 04aros, A MojyyeHna Haumbonee ucdyepnbiBatowein uHbopmaumm npobbi
maTtepuana HeobxoaMmo 6paTb U3 BCEX 0YAroB, rAe MMEOTCA MPU3HAKKM BOCMANEHNA UAN HAXOAATCA KNETKN-
MULIEHN ANA UHOEKUMOHHbIX areHToB. PelieHune o Bbibope MecTa B3ATUA WUCCAeAyemMoro maTepuana
NPMHMMAET NleYallmnin Bpad B 3aBUCMMOCTU OT AMArHOCTUYECKOW 3a4auu.

B3ATne, npeaBaputenbHylo 06paboTKy, TPaHCMOPTUPOBAaHWME U XpaHeHMe  UcCcaedyemoro
61oI0rMYECKOro maTepuana caesyeTt NPoBOAMTb B COOTBETCTBUM C HUMKENEPeYMCIeHHbIMU TpebOBaHUAMM,
HecobtoAeHMEe KOTOPbIX MOXKET MPUBECTU K NOYYEHUI0 HEKOPPEKTHBIX Pe3y/bTaToB UCCAeA0BaHMA.

7.1. O6pa3ubl KOXKK

C cobntogeHnem npaBua acenTUKM OAHOPA3OBbIM CKasbnesnem bepertca matepuan B MaKCMMasibHOM
KO/IMYECTBE C NOParKEHHbIX Y4aCcTKOB KoxK. O6pa3ubl KoXun 0,5 — 3 r nomecTuTb B CTEPU/IbHbIE NPOBUPKK
1,5-2,0 mn.

BuonorMyecknii matepuan, NMOMELLEHHbIA B CTEpPU/bHblE NPOBMPKM, XPaHUTb M TPAHCMOPTMPOBATb
COrnacHo cieayrowmm TpeboBaHnAM:

- NpuW KOMHaTHOM TemnepaType (Ao 25 °C) — He 6onee 72 yacos.

3aMOpa)KVIBaHMe MaTepumana He A40NyCKaeTCcA.

7.2. O6pasubl BonocC

Mpn nopa*keHMM BOJSIOCUCTOM YacTU rOI0Bbl C Hanbonee BUAOM3IMEHEHHbIX Y4ACTKOB, C MOMOLLbIO
nuHueta, 6epyT Bonockl. 06pasubl Bosoc 0,5 — 3 r nomecTuTb B cTepUbHbIE NPobupku 1,5 —2,0 ma.

Buonornyecknii matepuan, NOMELLEHHbIA B CTEpPU/bHblIE NPOBMPKMU, XPaHUTb M TPAHCMOPTMPOBATb
COrNacHo caeayoLWmMm TpebosaHuaAM:

- NpUW KOMHaTHoM TemnepaType (g0 25 °C) — He 6onee 72 yacos.

3aMOpa)KVIBaHMe MaTepuana He AoNyCKaeTcA.

7.3. O6pasubl Horren

Mpy nNoOpaKeHWUM HOITe COCKOBbl C HOFTEBbIX MAACTUH WAM WX cpe3bl bepyTca Npu MOMOLLU
04HOPA30BOro CTEPUALHONO CKaNbMNens Uan HoXHUL. O6pasubl Hortel 0,5 — 3 I NOMeCTUTb B CTepU/ibHbIe
npobupkn 1,5 —2,0 mn.

Buvonornyecknii matepuan, NMOMELLEHHbIA B CTEpPU/bHblE NPOBMPKM, XPaHUTb M TPAHCMOPTMPOBATb
COrIacHO cneayoLmMm TpeboBaHUAM:

- NpU KOMHaTHoM TemnepaTtype (Ao 25 °C) — He 6onee 72 yacos.

3aMOpa)KVIBaHVIe MaTepuana He A0oNyCKaeTCcA.
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8. 3KCTPAKUMUA AHK U3 UICCNEAYEMOIO MATEPUANIA

3KcTpakuma [OHK  go/mkHa  NpoBOAMTLCA  MPUM HOPMasbHbIX  MOKasaTeNax  MMKPOKAMMaTa
KAMHUKO-AMnarHoctTuyeckol naboparopun®’:

- TemnepaTypa OKpyKatoulero sosayxa ot 20 go 28 °C;

- OTHocuTenbHaA BnaxKHocTb 40 — 75 %.

8.1. lpepBapuTenbHaa NOArFOTOBKA UCCaeQyemMoro matepuana
BHUMAHMUE! MNepea sKcTpaKumnen Heobxoanumo nposectn NnpeaobpaboTky buomartepuana.

8.1.1. B Kaxayto npobupky c uccnegyembimm obpasuamm aobasuts no 250 mkn bypepa M. MNepemeluatb
M 0CaZMTb Kanam Ha BOpPTEKCE.

8.1.2. UHKybupoBaTb Npobupkm B TeueHmne 10 MuHyT npm TemnepaType 95 °C.
8.1.3. Nocne MHKybaLMM TWATeNbHO NepemeLlaTb MPOBUPKM U 0CAAUTb Kan/IM Ha BOPTEKCE.

8.1.4. lanee NnpoBeCTM IKCTPAKLUIO B cooTBeTCTBMM C N. 8.2, 8.3 nan 8.4.

8.2. ABTOMATHMUYECKAA METOAMKA IKCTPAKLUU

BHUMAHMUE! Tpu MCNoONb30BAaHUM aABTOMATMYECKOW CTaHUMM AAA 3SKcTpakuun HK  Heobxogumo
03HaKOMMUTbCS C MHCTPYKLUMEN Mo 3KCnayaTauMm AaHHOM aBTOMATUYECKOM CTaHLMM U 3aNporpaMmMmnpoBaTh
nocneaoBaTeNbHOCTb AEMCTBUM, YKa3aHHYo B n. 8.2.2.

8.2.1. MoparoToBKa K NnposegeHnto npoueaypbl akcTpakuum AHK

8.2.1.1. [MonHOCTblO pecycneHAnpoBaTh cogepxumoe npobupkn ¢ MIC Ha BopTeKkce. COpoCUTb Kanum c
KPbILLKN NPOBUPKU BPyUHYIO (6e3 ueHTpudyruposaHums).

8.2.1.2. [onyckaeTca BHeceHWe Bcero cogepxmmoro npobupok ¢ BKO-FL u1 MIC B bydep L.
MonyyeHHy0 CMech TLLaTeNbHO nepemellaTtb B36anTbiBaHMem. CMecb XpaHuUTb He HBosnee 2 mecAues npwm
Temnepatype ot 2 go 25 °C.

8.2.2. Mpouepypa skcTpakumn AHK

8.2.2.1. BHecT B Kaxaylo npobupky obbemom 1,5 mn unaum syenky Kaptpugska (B 3aBMCMMOCTM OT
MOAENIM aBTOMATMYECKOM CTaHUMM) O1A UCCAedyeMblX WM KOHTPOJIbHbIX 06pasuoB pasgenbHo Mo
10 mkn BKO-FL, 10 mkn MI'C n 200 mkn bydepa L nnm no 220 mkn nogrotosneHHon cmecu BKO-FL, MI'C n
Bydepa L.

8.2.2.2. BHecTM B NpobUpKM ucciegyemble U KOHTpoabHble (OKO) obpasubl B obbeme 100 mKA,
NCNob3ya ANA Kaxaoro o6pasua otae/bHbI HaKOHEYHUMK. MepemellaTtb cogepKnmoe NpobmpoK.

8.2.2.3. T[porpeTb Npobupkn npm Temnepatype 60 °C B TeyeHne 10 muH. MepemelwaTb cogepHRumoe
Npobupok.

8.2.2.4. TlomecTUTb NPOOMPKM B MAarHUTHbIM WITATUB UKW OMNYCTUTb B NPOBUPKN MArHUTHbLIN CTepXKEHb
Ha 2 MUH.

10 YkasaHbl [OOMyCTUMbIE HOPMbI TeMNepaTypbl M OTHOCUTENbHOM BAaXXHOCTM BO3fdyxa B pabouyeli 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cTaHOapTOB
6e3onacHocTM Tpyaa. ObLwue caHUTapHO-TUrMeHNYecKkme TpeboBaHMA K BO3AyXy paboueit 30HbI».
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8.2.2.5. YAanuTb Hafo0CagouHYIO ¥UAKOCTb, HE BbIHMMAA NMPOBUPKU U3 MarHUTHOIO LITaTUBa UK He
BbITACKMBAA MarHUTHbIN CTepXeHb U3 NPOBMPOK.

8.2.2.6. [obaButb B Npobupkun no 500 mkn bydepa E 1, He nepemelunBas, yaanuTb Hag0CaA0UHYIO
KUAKOCTb, HE BbIHUMAA NPOBUPKN N3 MArHUTHOFO LITAaTUBA WM He BbITaCKMBAA MArHUTHbLIA CTEPXKEHb M3
NPoBUpPOK.

BHUMAHMUE! MNocne gobasnenus bydepa E cogepkmmoe npobUpoK He nepemeLlnsaThb.
8.2.2.7. [obasutb B npobupkm 100 mkn bydepa E, nepemeluatsb.

8.2.2.8. T[porpetb npobupkn npu Temnepatype 60°C B TeyeHMe S5 MUH C BK/IHOYEHHBIM
nepemeLLMBaHNEM.

8.2.2.9. [lMomectTuUTb NPOBMPKM B MAarHUTHbIN LITAaTUB UKW ONYCTUTb B MPOOUPKU MArHUTHbIN CTEpPXKeHb
Ha 2 MUH.

8.2.2.10. BbIHYTb MarHUTHbIN CTEPXKEHb C CUIMKOM U3 NPOBUPOK UAM NPU UCNOIb30BAHNUU MArHUTHOrO
LWITaTMBA NePEHECTN HAZ0CAL0UHYIO XUAKOCTb B HOBYIO MPOBUPKY UM NAALLKY.

8.2.2.11. dnt0aT coaepKuT ountieHHyto HK. Mpobbl roToBbl K MOCTAaHOBKE peakummn amnanduKaumu.

8.3. PyuyHaa meToamKa 3IKCTPAKLUU C UCNONb30BAHUEM MAarHUTHOrO LITAaTUBA
BHUMAHMUE! [ina BHeceHMA B NPOBUPKN peareHToB, MccaeayemMbiX M KOHTPObHbIX 06pasL0oB UCNoAb30BaTb
0AHOPA30Bble HAKOHEYHUKN C GUNLTPAMM.

8.3.1. MoparoToBKa K NnposegeHnto npoueaypbl akcTpakuum AHK

8.3.1.1. OtvobpaTb Heobxoanmoe KO/MYEeCcTBO OAHOPa30BbiXx NPobupok obbemom 1,5 mn (BKAtoyas
oTpuuatenbHbiit (OKO) KoHTpob). MpomapKknpoBsaThb.

8.3.1.2. MepemewaTb B3b6anTbiBaHnem bydep L n bydep E.
8.3.1.3. TMepemewatb BKO-FL 1 ocagnTb Kannu Ha BopTeKce.

8.3.1.4. TonHOCTbIO pecycneHAnpoBaTb cogepumoe npobupkn ¢ MIC Ha BopTekce. COpocuTb Kanam ¢
KPbIWKN NPOBUPKM BpydHyto (6e3 ueHTpudyrmpoBaHus), 3aTeM OTKPbITb MPOBUPKY M AONOAHUTENBHO
nepemeLLaTb NMMNETUPOBAHNEM C MOMOLLLbIO A03aTOpa.

8.3.1.5. T[purotoBnTb B OTAENbHON Npobupke obbemom 1,5 mn cmecb BKO-FL u MIC, gobasus
KOMMNOHEeHTbl B 06bemax U3 pacyeta Ha oauH obpasel: 10 mkn BKO-FL 1 10 mkn MIC, TakXe y4uTbIBaA
3anac — Ha oguH obpasel, 6onbLue. NepemelaTb CMeCb M 0CaAUTb Kanan Ha BOpTEKCE.

MpumeuaHue - [onyckaeTca BHeceHMe BCero cogepkumoro npodbupok ¢ BKO-FL n1 MIC B bygep L.
MonyyeHHY0 CMechb TLLaTeNbHO nepemellaTtb B36anTbiBaHMem. CMecb XpaHuUTb He HBosee 2 mecAueB npwm
Temnepatype ot 2 go 25 °C.

8.3.2. Mpouepgypa skcTpakumn AHK

8.3.2.1. BHecTu B KaxKayto Npobupky obbemom 1,5 mn ans nccnesyembix U KOHTPO/IbHbIX 06Pa3LLOB:

a) no 20 mkn noarotoBaeHHol cmecn BKO-FL 1 MI'C 1 no 200 mKkn bydep L

unm

6) no 220 mKkna noarotosneHHon cmecu BKO-FL, MI'C u bydepa L.

8.3.2.2. BHecTM B NpobupKM uccnegyemble U KOHTposbHble (OKO) obpasupl B ob6beme 100 mKA,
MCNONb3ysA ANA Kaxaoro obpasua oTAeNbHbIM HaKOHEYHMK. MNOTHO 3aKpbITb KPbIWKK, Nepemellatb Ha
BOpTEKCE.
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8.3.2.3. MMomectutb npobupkn B TepmocTaT Cc TemnepaTypoir 60°C Ha 10 mwmH. [lepemewwatb
cogeprkMmoe npobupok 1 ocaguTb Kanam Ha BOpTeKce.

8.3.2.4. T[lepeHecTy NPOOBUPKN B MArHUTHbIM LWTAaTUB HA 2 MUH.

8.3.2.5. be3 cHATMA NPOBMPOK C MAarHUTHOrO LUTAaTUBA, NO BHYTPEHHEW CTEHKE MNPOBUPKMU OCTOPOXKHO
oTo6paTh HAA0CAAOUHYIO KUAKOCTb, MCMO/b3YA BaKyyMHbIA OTCacbiBaTeNb M OTAE/bHbIA HAKOHEUYHUK 6e3
dunbTpa Ha 200 MKA ANA KaxKaon npobbl.

8.3.2.6. He BbIHMMAaA NPOBUPKM U3 MAarHWUTHOTO WTATMBA, [,06aBMTb B HMX No 500 mkn Bygepa E.
BHUMAHMUE! Mocne nobasnenus bydepa E coaep>knmoe NpobUPOK He nepemeLlnsaThb.

8.3.2.7. OT1obpaTb HaZ0CaAOUHYIO }KUAKOCTb aHanornMyHo n. 8.3.2.5.

8.3.2.8. [obasutb B npobupkm 100 mrn bydepa E, nepemelsatb Ha BOpTEKCE.

8.3.2.9. [lMomecTuTb NPOBMPKM B TepMoOcCTaT ¢ TemnepaTypoit 60 °C Ha 5 MUH, NepemeLlInBana Kaxable
2 MUH.

8.3.2.10. OcaanTb Kanau Ha BOPTEKCE M MOMECTUTb NPOBUPKN B MarHUTHbIM LITAaTUB HA 2 MUH.

8.3.2.11. HapgocagouHasa *KUaKoCTb cogepXut ounwieHHyo [HK. Mpobbl roToBbl K NOCTAaHOBKE peakLmu
amnandukaumm.

BHUMAHMUE! Ot60p ouunueHHoi AHK ana nposeaeHua aanbHelero nccieaoBaHua ocyllectsnsertcs 6es
CHATUA NPOBMPOK C MarHUTHOrO LUTATMBA.

8.4. PyuyHaa meTogMKa IKCTPAKLUUU C UCNONb30BAHUEM LLeHTPUPYrupoBaHua
BHUMAHMUE! [ina BHeceHMA B NPOBUPKN peareHToB, MccaeayemMbiX M KOHTPObHbIX 06pasL0oB NCNO1b30BaTb
0AHOPA30Bble HAKOHEYHUKN C GUNLTPAMM.

8.4.1. MoparoToBKa K NnposegeHnto npoueaypbl akcTpakuum AHK

8.4.1.1. OtobpaTb HeobxoaMMoOe KO/IMYEeCcTBO OAHOPa30BbiXx NPobupok obbemom 1,5 mn (BKAtoyas
oTpuuatenbHbiit (OKO) KoHTpob). MpomapKnpoBsaThb.

8.4.1.2. MepemewaTb B3banTbiBaHnem bydep L n bydep E.
8.4.1.3. TMMepemewatb BKO-FL 1 ocagnTb Kanau Ha BopTeKce.

8.4.1.4. TlonHOCTbIO pecycneHAnpoBaTh cogepKumoe Nnpobupkn ¢ MIC Ha BopTekce. COpocuTb Kanam ¢
KPbIWKN NPOBUPKM BpydHyto (6e3 ueHTpudyrmpoBaHus), 3aTeM OTKPbITb MPOOUPKY M AONOAHUTENBHO
nepemeLLaTb NMNETUPOBAHMEM C NOMOLLBIO A03aTOpa.

8.4.1.5. TpurotoBnTb B OTAE/NbHOW Npobupke obvbemom 1,5 mn cmecb BKO-FL 1 MIC, nobasus
KOMMOHEHTbl B 06bemax U3 pacyeta Ha oamH obpasel: 10 mkn BKO-FL 1 10 mkn MIC, Takke yumTbiBad
3anac — Ha oguH obpasel, 6onbLie. NepemellaTb CMECb M 0CafMUTb Kanan Ha BOpTEKCe.

MpumeyaHue - [onyckaeTca BHECEHME BCEro cogep:kmmoro npobmpok ¢ BKO-FL u1 MIC B bydep L.
MonyyYeHHY0 CMechb TLLaTeNbHO nepemellaTtb B36anTbiBaHWem. CMecb XpaHuUTb He Hbosee 2 mecAueB npwm
Temnepatype ot 2 go 25 °C.
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8.4.2. Mpouepypa skcTpakumn AHK

8.4.2.1. BHecTM B Kaxayto npobupKy obbemom 1,5Mna, NoAroToBAEHHYID ANA UCCAeAyeMbIX W
KOHTPONbHbIX 06pa3LoB:

a) no 20 mkn noarotosneHHol cmecn BKO-FL 1 MI'C n no 200 mkn bydep L;
um
6) no 220 mKna noarotosneHHon cmecu BKO-FL, MI'C 1 bBydepa L.

8.4.2.2. BHecTn B NpobupKM uccnegyemble M KOHTposibHble (OKO) obpasubl B o6beme 100 mKn,
MCNONb3ysA AR KaxAoro obpasua OoTAeNbHbIM HaKOHEeYHMK. MNOTHO 3aKpbITb KPbIWKK, Nepemellatb Ha

BOpTEKCE.

8.4.2.3. lomecTuTb NpobUpPKM B TepmocTaT ¢ TemnepaTtypoir 60°C Ha 10 mwuH. lNepemelsaTtb
cofepmmoe Npobupok Ha BOpTEKCE.

8.4.2.4. LeHTpudyrnposatb B TeueHne 1 muH npu 10 000 g.

8.4.2.5. o BHYTPeHHEN CTeHKe NPOBUPKM OCTOPONKHO OTOBPATL HALOCAAOUHYHO KUAKOCTb, UCNONb3YA
BAKYYMHbI1 OTCACbIBaTENb U OTAE/bHbIA HAaKOHEYHMK 6e3 punbTpa Ha 200 MKA A8 KaxKa0M Npobbl.

8.4.2.6. [o6asutb B Npobupkmn no 500 mkn bydepa E.
BHUMAHMUE! Mocne nobasneHus bydepa E coaep>knmoe NpobUPOK He nepemeLlnsaThb.
8.4.2.7. LUeHTpudyrmnposatb B TeyeHmne 1 mmH npun 10 000 g.
8.4.2.8. 0OT0bpaThb HaZO0CAZOUYHYHO }KUAKOCTb aHanornyHo n. 8.4.2.5.
8.4.2.9. [obasutb B npobupkm 100 mrn bydepa E, nepemeluatb Ha BOpTEKCE.

8.4.2.10. NMomectTnUTb NPOBMPKM B TepMocTaT ¢ TemnepaTypoii 60 °C Ha 10 MUH, nepemelLnBan KaxKable
2 MMH.

8.4.2.11. LleHTpndyrmposatb B TeyeHne 1 muH npu 10 000 g.

8.4.2.12. Hapocaao4yHan XMAKOCTb coaepXKuT ounlieHHyto HK. Mpobbl roToBbl K NOCTAHOBKE peakumm
amnanduKaumm.

BHUMAHUE! BHeceHne [OHK B peakyuMio HeobxogMmo NPOBECTUM He3aMeaauTenbHO focne
LueHTpudyrnposaHuma. Ecnm B TeyeHne 3 MUH Mocae UeHTpUdyruposaHmMa nNpoba He BHECEHa B peaKuuio,
Heo6Xo04MMO NPOBECTU NOBTOPHOE LeHTpUdYrnpoBaHue.

8.5. XpaHeHue oumnweHHou AHK

OunuieHHan JHK moxeT XxpaHuTbca Npu Temnepatype oT 2 ao 8 °C B Te4eHMe Hedenu, Npu TemnepaTtype
OT MUHyC 24 oo mnHyc 16 °C B TeueHMe 6 mecALEB M Npu TemnepaType He Bblle MUHYC 68 °C B TeueHMe roga.

Ona  xpaHenna [OHK Heobxogymo, He 3axBaTbiBasih MarHeTU3MPOBAHHYKD CWMKY, NepeHecTu
Ha40CaA04HYI0 XNAKOCTb B HOBYIO MPOBUPKY.
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9. NPOBEAEHUE AMN/TUOUKALIUA

AMNAndUKaLMA A0MKHA NPOBOAWUTLCA MNPU HOPMasbHbIX MOKa3aTeNaAX MUKPOKAMMATA KAUHUKO-
AuarHocTnyeckon nabopatopumtl:

- TemnepaTypa OKpyKatouiero sosayxa ot 20 go 28 °C;

- OTHOCUTesbHasA Bna*KHocTb 40 — 75 %.

9.1. TMopgrotoBKa peareHTOB AnAa amnandukaumm
9.1.1. Mpu ucnonbsosaHnn ¢opmbl BbinycKa 1

BHUMAHUE! KOMNOHEHTbl pPeaKUMOHHbIX CMecel cledyeT CMeLWMBaTb HEMOCPeACTBEHHO nepes
nposegeHuem MMLP.

BHUMAHMUE! B cnyyae npurotoBNeHUA PeaKLMOHHbIX CMeCeN C MOMOLLbI aBTOMATUYECKOM CTaHLMU
cnenynTe yKasaHUAM MHCTPYKLMM NO €€ UCMO/Ib30BAHMIO.

9.1.1.1. Paccuutatb 06bembl MUP-cmecn Aepmatodutbl / NMUP-cmecu T. tonsurans v MNMUP-6ydepa-H,
Tpebytowueca gna NPUroToBAEeHUA 2-X peaKkLMOHHbIX cmecei (cm. Tabauuy 8). Karkayto cmecb roToBUTb Ha
obuee yncno nccneayemMbix M KOHTPOJIbHbIX 06PA3LLOB NKOC 3aMac He MEHEE YEM HA OAHY PeaKLmio.

Tabnnua 8
Pacuet 06beMOB KOMMNOHEHTOB PEAKLMOHHbIX CMeceii
PeareHT 06bem, MKn 0O603HaueHusn
MNuUP-cmecb epmatodutsl / MUP-cmecsb T. tonsurans 10,0*(N+1) N — KOAMYECTBO aMNANBULUPYEMbIX
MNLUP-6ydep-H 5,0%(N+1) 06pasLoB, BKAOYAA KOHTPOIU

BHUMAHMUE! TecTMpoBaHWE MOMKHO NPOBOAMUTbL, KaK OJJHOBPEMEHHO Ha ABYX CMecAX A/1a Bcex obpasLos,
Tak 1 No OTAeNbHOCTU (TecTupoBaHue Ha MLP-cmecu T. tonsurans uenecoobpasHo To/bKO AnA 0b6pasLos
NONOXKUTENbHbIX NO KaHany R6G TMLUP-cmecn [Odepmatodutbl). BO3MOXKHO TecTMpoBaHME B PasHbIX
peakuUMOHHbIX 610Kax.

9.1.1.2. Mepen CMeLnBaHMEM peareHToB nepemeLlaTb cofepxmmoe nNpo6MpokK C
NMuP-cmecbio Aepmatodutbl / MUP-cmecblo T. tonsurans v NUP-6ydepom-H, ocaanTtb Kanau Ha BopTekce.

9.1.1.3. MNpUroToBUTb PEaKLMOHHbIE CMECU B 2-X OTAE/bHbIX NPobupKax, A06aBMB KOMMOHEHTbI B
obbemax, paccuntaHHbIx B n. 9.1.1.1. NepemelsaTb CMecH M 0CaanTb Kanau Ha BOpTEKCe.

9.1.1.4. OTobpaTb Heobxoaumoe KOAMYECTBO MPOOUMPOK MAM cTpunoB Ana amnandukaumm AHK
nccneayemblx U KOHTPO/IbHbIX 06pa3uoB..

9.1.1.5. BHecTu B Npo6bMpPKM No 15 MKA NpUroToBAEHHbIX PeaKLMOHHbIX CMeceid.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAaKLUMOHHbIX CMECEeN XpaHEHUIO He NoA/IexKarT.

9.1.2. Mpu ucnonb3osaHnn ¢popmbl BbinycKa 2

9.1.2.1. OTtobpatb Heobxogumoe Konumyectso cTpunos ¢ MUP-cmecblo Aepmatodutol [/
NUP-cmecoblo T. tonsurans pns amnandukaummn JHK nccneagyembix M KOHTPO/IbHbIX 06pasLIOB.

BHUMAHMUE! TecTMpoBaHWE MOXKHO NPOBOAMTb, KAK OAHOBPEMEHHO Ha ABYX CMecAX A/1A Bcex 0b6pasLos,
TaK M No oTgenbHocTn (TectuposaHue Ha MNUP-cmecun T. tonsurans uenecoobpasHo ToNbKO s ob6pasuos
MOMIOKUTENbHbIX NO KaHany R6G TMLUP-cmecn [Odepmatodutbl). BO3MOXKHO TecTMpoBaHME B PasHbIX
peaKUMOHHbIX 610Kax.

11 YkasaHbl [0MyCTUMbIE HOPMbI Temnepatypbl M OTHOCMTE/NIbHOM BAAXKHOCTM BO3ayxa B pabouyeli 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cTaHOapTOB
6e3onacHocTM Tpyaa. Obwue caHUTapHO-TUrMeHNYecKkme TpeboBaHMA K BO3AyXy paboueit 30HbI».
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9.1.2.2. Y6eauTbca, 4To napaduH NOAHOCTbIO MOKPbLIBAET PacTBOP Ha AHe NPobUpPOK. B npoTMBHOM
C/lyyae, He MUCMOo/1b30BaTb AaHHbIE MPOBUPKMK.

9.1.2.3. Ha nosepxHocTb napaduHa BHectn no 10 mkn MLUP-6ydepa-K, npu 3Tom OH He [o/XKeH
NnpoBaanBaTbCA NoA NPOCNOMKY napadmHa n cmelwmnsaTbes ¢ MNUP-cmecamn.

9.2. BHeceHue npob OHK, npoBegeHne amnandukaumm u gerekumm

BHUMAHMUE! Mpu aobasneHnn npob AHK Heobxoammo nsberatb nonagaHus copbeHTa B peakLMOHHYIO
CMecb.

BHUMAHMUE! lNpu py4yHOM aHaNn3e NpOrpamMmmMupoOBaHME U 3amnycK amnanduKkaTtopa NPoBOAUTb COracHO
WMHCTPYKLMM NO ero NpUMeHeHu0. PeKomeHayemble MapamMeTpbl AN NPOrpamMmMmnpoBaHma aMnandrUKaTopos
YyKasaHbl BO BKAagbllle, npuaaraeMom K Habopy. Mpu Mcnonb3oBaHWKM MNporpamMmmMHoro obecneyeHus
FRT Manager nporpammunpoBaHue amnanduKkaTopa ycTaHaBAMBAETCA aBTOMATUUYECKM.

9.2.1. BHectM B NOAroTOB/IEHHblE MPOBMPKU C peakUMOHHbIMKM cmecamn no 10 mkn npo6 [OHK,
NOJly4eHHbIX B pe3ynbTaTe 3KCTpakuuu. BolaeneHHaa AHK u3 obpasua oT ogHOro nauMeHTa BHOCMTCA B
2 npobupku ¢ Kaxkaown MLUP-cmeckio.

9.2.2. BHecTu B NoAroToB/IeHHbIE NPOBUPKUN C PeaKLMOHHBIMU CMECSMU KOHTPOJIbHbIE 06pPasLbl:

a) nonoxutenbHble KoHTpoau MLP — B 2 npobupku ¢ Kaxaon MLP-cmecbio ans obpasuos MK BHecTu
10 mkn peareHTa NKO AepmatoduTbl (B npobupky c MLP-cmecbto epmatodutsl) u 10 mka peareHta NMKO
T. tonsurans (B npo6bupky c MLUP-cmecbto T. tonsurans).

6) oTpuuaTenbHbI KOHTpPob MNLUP — B 2 Nnpobupku ¢ kaxaon MLP-cmecbio gns ob6pasuos K- BHecTn no
10 mKn peareHTa K-.

B) OTPULATE/IbHbIN KOHTPO/Ib 3KCTPAKUMKM — B 2 Npobupkm ¢ Kaxgon MNLP-cmecbio ana obpasuos OKO
BHecTV 10 MKa npobbl, aKcTparuposaHHoM us OKO.

9.2.3. 3anporpaMmmnpoBaTb aMNANPUKATOP C CUCTEMOW AETEKLUN B PEXKUME «PeasibHOro BpeMeHU» AN
BbIMNO/IHEHUA eANHOW NPOrPaMmbl aMmNANPUKALUN U AeTeKkuun GayopecueHTHoro curHana (cm. Tabaunuy 9).

Tabnuua 9
EAMHaﬂ nporpamma amnnmbukau,uu n pgetTekuumn (bnyopecu,eHTHoro CUTHaNa
o JeTtekumna no KaHanam AnA Konunuectso
Linkn Temnepartypa, °C Bpemsa dnyopodopos T

1 50 15 MuH - 1
2 95 15 MuH - 1

95 10c -
3 45

60 20c FAM, R6G, ROX, Cy5, Cy5.5

MpumeyaHue - C UCNONb30BaHMEM €ANHON MPOrPaMmbl MOMKHO OAHOBPEMEHHO MPOBOAUTL B OAHOM
npubope noboe coyetTaHMe TECTOB, BKAKOYAA TeCTbl C 06paTHOM TpaHCKpunuuen n amnandukauuein. Mpu
0AHOBPEMEHHOM MPOBEAEHUN HECKOMIbKUX TECTOB AeTeKLUMA GNYyOPEeCLEHTHOFO CUTHaNA Ha3HAYaeTca M No
APYTMM UCMNOAIb3yeMbIM KaHanam, NOMMMO YKa3aHHbIX B Tabauue. B cnyyae ecnm B ogHoM npubope
OfHOBPEMEHHO NPOBOAATCA TECTbl TONbKO A1a BbiABAeHUA AHK, MOXHO yaanuTb U3 AaHHON NPOrpammsl
nepBbIi Wwar o6patHol TpaHcKkpunumm (50 °C — 15 MUHYT) AnA SKOHOMUU BPEMEHMN.

9.2.4. Mepes NOCTAaHOBKOW B aMNIMOMKATOP NAAHLWETHOMO TUMa 0CaAMTb Kanam Co CTEHOK NPOBUPOK Ha
BOpTEKCE.

9.2.5. YcTaHOBUTbL NPOBUPKM MM CTPUMbI B AYENKN PEaKLMOHHOIo Moayna npubopa.
9.2.6. 3anycTuTb BbINOJHEHWE MPOrPaMMbl aMNIMOUKALMM C AeTeKLMen GyopecLLeHTHOro CUrHana.
9.2.7. Mpubop nNpoBOAMT perucTpaumio GAyopecuUeHTHOro CUrHana aBTOMAaTUYECKM B perkume

«peasibHOro BpemMeHun».
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9.3. AHanu3 1 BblUUCNIEHUNE PEe3YyNbTAaTOB
AHanus 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAUTb:

- B aBTOMaTMYECKOM peXMMe C WCNoAb30BaHMeM nporpammHoro obecnevenua FRT Manager
(000 «NHTepNabCepsucy, Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAIMKY, YKa3aHHYIO BO BKabllie, NpuaaraemMom K Habopy. PyKkoBoACTBO Nonb30BaTeNs pasMeLleHo Ha
odpuumanbHom carte 000 «UHTep/labCepsurc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peEXMME C MNOMOLLbIO MpOorpammHoro obecneuyeHusa npubopa, MCNONb3YyEMOro ANs
nposefeHua MMUP c peTekumeil B peskMme «peanbHOr0 BPEMEHM», COMNacHO MHCTPYKUMKM MO ero
NMPUMEHEHMUIO U MHCTPYKLUN K Habopy.

BHUMAHMUE! Mpu pyyHOom aHanmse 06paboTKy AaHHbIX (PAYOPECUEHTHbIX KPMBbLIX), MNOAYYEHHbIX B
nporpaMmHom obecneyeHun npubopa, Mcnonb3yemoro ana nposegeHua MUP ¢ geTekumein B pexunme
«peanbHOro BpPEeMEeHW», MPOBOAMTbL COIIACHO MHCTPYKUUW MO €ero npumeHeHuto. PeKomeHayemble
napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl BO BKAaAbllLe, NpuUaaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB MPOUCXOAMT Ha OCHOBAHWUM HaMYMA (MM OTCYTCTBUA) NepeceyeHnn
KpuBoi dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) dopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE MOPOroBoi AMHWUEN, YTO oNpeaenseT Haanumne (Man oTcyTCTBME) Ana AaHHOMN Npobbl HK 3HaueHus
noporoeoro umkna (Ct) B cooTtsBeTcTBylowen rpade Tabauubl pesynbratoB. [lapameTpbl 06paboTku
bNYOpEeCLLEeHTHbIX KPMBbLIX 3aBUCAT OT MUCMONb3YEMOW MOAeNN amnaMduKaTopa (cMm. BKNagbiw K Habopy u
MHCTPYKLMIO MO NPUMEHEHMIO aMNAndUKaTopa).

KpuBble HakonseHusa ¢GAyopecueHTHOro CUrHasa aHaAM3MPYOTCA MO MATU KaHanam AeTekuuu ans
MLUP-cmecn JepmaTtoduTtbl 1 No ABYM KaHanam getekumm ana NMUP-cmecn T. tonsurans (cm. Tabanuy 10).

Tabnuua 10
Oetekuna ¢pnyopecueHTHOro curHana
KaHan ansa ¢nyopodopa
MNLUP-cmecb FAM R6G ROX Cy5 Cy5.5
MNpoaykT amnaudpukaumm
MLIP-cmecs ' OHK OHK Trichophyton [HK ' OHK
Trichophyton mentagrophytes complex, . . OHK BKO  |Epidermophyton
OepmaToduThl . Microsporum canis
rubrum Trichophyton tonsurans floccosum
MUP-cmecs  |AHK Trichophyton [HK BKO B B 3
T. tonsurans tonsurans

9.4. WHTepnpeTtaumsa pesynbraToB
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

- BPY4YHYlO B COOTBETCTBMMU C Tabanuamm 11 u 13 1 BKAagplem, npuaaraembim K Habopy. PesynbTaT
NCCNeaoBaHNA CUMTAOT AOCTOBEPHbIM, €C/IM pe3ynbTaTbl, NOJYYEHHble ANA KOHTPOJbHbIX 06pasLoB,
COOTBETCTBYIOT KPUTEPMAM BaNUAHOCTH, YKA3aHHbIM B Tabavuax 12 u 14;

- B aBTOMAaTUMYECKOM pPEeXMMe C WCNOoAb30BaHMEM MporpammHoro obecnevyeHns FRT Manager
(000 «NHTepNabCepsucy, Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAMKY, YKa3aHHYI BO BKAagbllwe, npuaaraeMom K Habopy. PyKoBoACTBO No/1b30BaTeNSA Pa3mMeLLEHO Ha
oduumanbHom cante 000 «MHTep/labCepsuc» no aapecy: https://www.interlabservice.ru/service/frt/.
Ncnonb3yemble B NPOrpaMmMHOM obecrnevyeHnn aaropuTm MHTEPNpeTaummn pesynbTaTtos a8 Uccnenyemblx
06pasL0oB U KpUTEPUM BAIMAHOCTU PE3yNbTaToB, NOJNYYEHHbIX 4J/18 KOHTPOJIeN, NpeacTaB/ieHbl B Tabanuax
11 n 13 n tabnmuax 12 n 14 cooTBETCTBEHHO.
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Tabnuua

MHTepnpeTauua pe3ynbTatoB Ana uccneayembix o6pasuyos Ha MLUP-cmecu fepmatodputbl

Pe3synbtar

3HauyeHue Ct no KaHanam ana ¢dnyopodopos FAM, R6G, ROX, Cy5 n
Cy5.5 He onpeaeneHo uan onpeaeneHo Bbilue rpaHuYHoro'?,

3HayeHune Ct no KaHanam ana ¢nyopodopos FAM m/vnn R6G wn/unu
ROX un/unn Cy5.5 onpepeneHo He Bbile rpaHuuyHoro. pu 3Tom
KpuBaa dnyopecueHUMM [aHHOW npobbl Mo AaHHOMY KaHany
nepecekaetr MOPOrOBYKD JIMHWUIO Ha  Yy4yaCTKe  XapaKTepHOoro
3KCMOHEHLManbHOro nogbema onyopecueHunn. 3Hadenme Ct no
KaHany ana payopodopa Cy5 He yunTbiBaETCA.

3HauyeHue Ct no kaHanam ana ¢nyopodopos FAM, R6G, ROX n Cy5.5
He onpeAesieHo UK onpeAaeeHo Bbille rPAHUYHOrO, A Mo KaHany AnA
¢dnyopodopa Cy5 onpeseneHo He Bbille rPAHUYHOTO.

WHTepnpeTauua

HeBanuaHbiii!

11

C6o11 BKO! TpebyeTca noBTOPUTL aHaIM3

OHK Trichophyton rubrum v/vnn
DOHK Trichophyton mentagrophytes
complex, Trichophyton tonsurans w/vnn
BHK Microsporum canis n/wnan
DOHK Epidermophyton floccosum
o6Hapy)XeHa COOTBETCTBEHHO

AHK cooTseTcTBYIOLLMUX BbIABAAEMbIX
MMUKPOOPraHM3moB He 06HapyKeHa

Tabnuua

KpuTepuu BaaMaHoCTU gaa KOHTPOJIbHbIX 06pa3uyos Ha MUP-cmecn OepmaTtodutbl

Pe3ynbTtatbl amnanpukaummn no KaHany ana ¢ayopodopa

KoHTponb
FAM R6G ROX Cy5 Cy5.5
OKO . 3Ha4veHue Ct onpegeneHo 3HayeHue Ct
(oTpuuaTenbHbIv 3HaueHue Ct oTcyTCcTBYET 1
He BbllUe rPaHNUYHOro OTCyTCTBYET

KOHTPO/Ib 3KCTPAKLMM)
K- (oTpuuatenbHbii
KoHTposb MNLP)

3HadveHue Ct oTcyTcTByeT

NMKO OepmatoduThbl 3HayeHue Ct onpeneneHo He Bbile FPaHNUYHOrO

Tabnuua

UHTepnpeTauma pe3ynbTaTtoB AN uccneayemboix obpasuos Ha NUP-cmecu T. tonsurans

Pe3synbtar

3HaueHue Ct no KaHanam pgna o¢nyopodopos FAM u R6G He
onpegeneHo Uam onpeaeneHo Bbiwe rpaHMuHoro’?,

3HauyeHue Ct no kKaHany gns pnyopodopa FAM onpegeneHo He Bbiwe
rpaHuyHoro. Mpu sTom Kpusasa dayopecueHLMM AaHHOM npobbl no
LAHHOMY KaHany mnepeceKkaeT [MOPOroOBYH JIMHWIO Ha y4acTke
XapaKTePHOro  3KCMOHEHUManbHOro nogbema  ¢yopecueHLun.
3HauyeHue Ct no KaHany ansa ¢nyopodopa R6G He yuntbiBaeTcs.

3HauyeHue Ct no KaHany gnsa ¢nyopodopa FAM He onpeaeneHo uam
onpegeneHo Bbile rPAHUYHOrO, a No KaHany ans ¢ayopodopa R6G
onpepeneHo He Bbille FPaHUYHOro.

WHTepnpeTauua

HesanugHbii!

12

13

C6oi BKO! TpebyeTca NnoBTOPUTL aHaN3

DOHK Trichophyton tonsurans
obHapy:KeHa

OHK Trichophyton tonsurans
He obHapyXeHa

BHUMAHUE! TMpu o6HapyeHun [OHK Trichophyton tonsurans Ha TLUP-cmecu T. tonsurans,

MLUP-cmecn JepmaTodpuTbl AOMKEH NPUCYTCTBOBATb NOIOKUTENbHbIA CUTHAA No KaHany R6G.

12 TpaHuuHble 3HaueHua Ct yKasaHbl BO BKAaAblLe, Npuaaraemom K Habopy.
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Tabnuua 14
Kputepuu BanngHocTm ana KOHTPOAbHbIX 06pasuyos Ha MUP-cmecu T. tonsurans

Pe3ynbTatbl amnanduKkaumm no KaHany ana ¢payopodopa

KoHTtponb
FAM R6G
OKO
. 3HaveHue Ct onpeneneHo He Bbiwe
(oTpMLL@TENBHBIN KOHTPONb 3HaueHue Ct oTcyTcTByeT 13
rPaHUYHOrO
3KCTpaKuum)
K- (oTpuuatencHbIn
(oTpuu, 3HayeHue Ct oTcyTCTBYET
KOoHTposb MNLP)
MKO T. tonsurans 3HadveHue Ct onpeaeneHo He Bbiwe rPaHUYHOro

9.5. BO3MOXHble OWNOKU 1 pekomeHaauuum no Ux peweHunto

9.5.1. na oTpULATENBHOIO KOHTpOA 9KCTpaKLUm (OKO) npwu TeCTUPOBaAHMMU Ha
MLP-cmecn JepmaTtoduTtbl no KaHanam gnsa enyopodopos FAM, R6G, ROX, Cy5.5 nam npu TecTMpoBaHMn Ha
MUP-cmecu T. tonsurans no KaHany ana ¢ayopodopa FAM onpeseneHo 3HaveHue noporosoro uukna (Ct).
BepoAaTHa KOHTaMMHaLMA nabopaTopum NpoayKTamMu amnaMPuKaunmM UAM KOHTaMUHAUUA peareHToB nam
nccneagyemblx obpasuoB Ha Kakom-anbo stane wmccneposaHuA. Heobxoammo npepnpuHATb Mepbl Mo
BbIABNIEHWUIO U JIMKBUAALMU UCTOYHMKA KOHTAMUHALMK M NOBTOPUTL UCCAedoBaHMe Ana Bcex 0bpasLos, B
KOTOpbIX 06Hapy»xeHa JHK BbifiBAsieMbIX MMKPOOPraHNM3MOB, HauMHaA ¢ 3Tana aKcTpakummn OHK.

9.5.2. Ons otpuuatenbHoro KoHtponsa MNUP (K-) no kaHanam ana ¢nyopodopos FAM, R6G, ROX, Cy5,
Cy5.5 onpegeneHo 3HayeHMe noporosoro uukna (Ct). BepoatHa KoHTamMHauma nabopaTopun NpoayKTamm
amnaMduKaumMmM WAM  KOHTaMWMHaUMA peareHToB, wuccaedyemblx o06pasuoB Ha Kakom-1Mbo 3Tane
MUP-uccnepoBanma. HeobxoamMmo npepnpuHATb Mepbl MO BbISBNEHUIO W JIMKBUAALMU  UCTOYHMKA
KOHTaMMHaLMM U NOBTOPUTb UCCNeA0BaHWE AN BceX 06pasLLOoB, B KOTOPbIX 06HapyKeHa [AHK BbiABAAeMbIX
MWKPOOPraHNM3MOB, HauMHaA ¢ 3Tana amnandukaumm OHK.

9.5.3. N NONOMUTENbHOTO KOHTpoAbHOro o6bpasua (MKO [depmatoduTbl) no KaHanam Ans
dnyopodopos FAM, R6G, ROX, Cy5, Cy5.5 3HayeHue Ct oTcyTCTBYET UK onpeaeneHo 60/blue rpaHUYHOrO.
BepoAaTHa owwubKa Ha 3tane amnandwukaumm, HeobxogMmo nposect nosTopHo 3tan MUP ans Bcex
oTpuLaTenbHbIx 06pasLos..

9.5.4. N NONOXUTENbHOTO KOHTpObHOro obpasua (MKO T. tonsurans) no KaHanam ana payopodopos
FAM, R6G 3HauyeHue Ct oTcyTCTBYET WAM onpeaeneHo bonblie rpaHUYHoOro. BepoaTHa ownbKa Ha 3Ttane
amnandukaumm, HeobxoAMmo nNposecTy NoBTopHo 3Tan MNUP ana Bcex oTpuLaTenbHbIX 06pasLLOB.

9.5.5. [Ina uccnegyemoro obpasua onpeaeneHo 3HadeHue NoporoBoro LMKAa, Npu 3TOM Ha rpaduke
byopecLeHUNn OTCYTCTBYET YYACTOK XapaKTEPHOMO 3KCMOHEHLMANbHOTO Nogbema (rpadmk npeacraBaser
coboli NpubAN3NTENBHO MPSMYIO JIMHUIO). HeobxoAMMO NpoBepuTb MPaBUILHOCTL BbIOPAHHOIO YPOBHS
MOpPOroBoM AMHUM UAX NAPaMEeTPOB pacyeTa 6a30BON NAMHUKU. EciM pe3ynbTaT NosiyyeH Npu NpaBuUAbHOM
YPOBHE MoporoBoi AnMHWUK (6a3oBoi MHWUK), TpebyeTca NOBTOPHO NPOBECTM amMMIMOUKALMIO N AETEKLMUIO
Ans aToro obpasua.

9.5.6. B cnyyae nonydyeHua HeBanMAHbIX pe3yabTaToB TpebyeTca NOBTOpHOE MccaegoBaHMe o6pasua,
HauMHasA c 3aTana akcTpakumm AHK. B cnyyae BOCMPOM3BOAMMOrO pesysibTaTa PEKOMEHAYETCA MOBTOPHO
NpoBecTU B3sTWE, NPeABapUTE/IbHYIO NOATOTOBKY U UCCef0BaHMe 0bpasua.

13 I'paHuuHble 3HaueHMa Ct yKasaHbl BO BKAaAbILE, Npuaaraemom K Habopy.
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9.6. [marHoctuyecKkoe 3HaYeHue NoJIy4eHHOro pesyabraTa

MUP-uccnepnoBaHve ABAAETCS OAHWM M3 METOAOB BCECTOPOHHEro o6cnefoBaHMA MauMeHTa, Ha
OCHOBaHWM KOTOPbIX JIeYalMii Bpay yCTaHaBAMBAET AMAarHo3 M BblIOMPAET MeponpuaTUA NO JIeYEHMUIO
nauneHTa. Pe3ynbTaTbl, MOJyYeHHble NPW MCNONb30BaHMKM Habopa, cneayeT paccmaTpuBaTb U
NHTEPNPEeTMPOBaTb B COYETaHUM C AaHHbIMM APYIMX KNMHUYECKMX U 1abopaTopHbIX MCCAea0BaHUNA.

10. ®YHKUMNOHAJIbHbIE XAPAKTEPUCTUKUA HABOPA

10.1. Npepen obHapyxeHunal?

MNpenen obHapyskeHua Habopa «Amnaulpanim® OepmaTtodutel (Trichophyton, Epidermophyton,
Microsporum)» 6bin onpeaeneH ¢ Ucnosnb3oBaHMeM npobuT-aHannsa ¢ 95%-oii  [OBepUTEIbHOM
BEPOATHOCTbIO M cocTasun 5x10? konuii/mn.

3HayeHMe npegena obHApyKeHUs AOCTUraeTca nNpu cobnogeHuy MpPaBWi, YKasaHHbIX B pasgene
«Wccnepyemblii matepuan».

10.2. AHanuTUyeckasa cneunPUUYHOCTb

Habop «Amnaulpainm® NepmaTtoduTtsl (Trichophyton, Epidermophyton, Microsporum)» obHapyuBaeT
Tonbko  ¢parmeHtol  AHK  Trichophyton  rubrum,  Trichophyton  mentagrophytes  complex,
Trichophyton tonsurans, Microsporum canis, Epidermophyton floccosum.

AHanuTnyeckas cneuMdpuyHoCcTb Habopa oueHMBanacb TectMpoBaHnem [AHK MUKpoOOpraHM3mos,
BMpycoB (cm. Tabaumuy 15) n reHomHol AHK yenoseka. AHK MUKpoOOpraHM3amMoB 1 BUPYCOB B KOHLLEHTPaLUH
He meHee 1x10° konuit/mn n reHomHyto [HK yenoseka B KOHUEHTpaUMu 1 mKr/mn BHocuan B o6pasipbl
6MoN0orMyeckoro matepuana, He cogeprkawwme [HK BbiABNAEMbIX MUKPOOPraHU3MOB.

Tabnuua 15
MuKpoopraHusmbl U BUPYCbl, UCNO/Ib3yeMble AN1A OLEHKU aHAIMTUUYECKON cneuudpuyHOCTH

MuKpoopraHu3mbl U BUPYCbI

Staphylococcus aureus Candida albicans
Staphylococcus epidermidis Corynebacterium pseudodiphtheriae
Streptococcus agalactiae Enterobacter cloacae
Streptococcus pyogenes Enterobacter aerogenes
HSV | Serratia marcescens
HSV I Neisseria gonorrhoeae

Mpu TectTMpoBaHMm obpasuos JHK BbilenepeyncieHHbIX MUKPOOPraHM3MOB, BUPYCOB M reHoMHoin JHK
YyenoBeKa C UCNOob30BaHMEM HAbopa NePeKPECTHbLIX PEAKLNI BbIABAEHO He Oblno.

10.3. Bocnpon3soaAMMOCTb U NOBTOPAEMOCTb USMEPEHUA

Bocnpon3BogMMoCTb U MOBTOPAEMOCTb PeE3yAbTaTOB C MCMO/b30BaHMEM Habopa oueHWBanM nytem
TECTUPOBAHMA MOAENbHbIX 0b6pasuoB. MogaenbHble 06pa3upl 6biAM NPUrOTOBAEHbI MYyTEM KOHTaMWHaLMK
06pa3uos bMomaTepmana, NpeayCMOTPEHHOrO Ha3Ha4YeHNeM Habopa, CTaHAAPTHbIMM 06pasLLAMM NPEANPUATUA,
cogepawmmmn JHK BbisBnseMbIX MMKPOOPraHM3moB. bblain npoTecTMpoBaHbl 06pasupbl B ABYX KOHLLEHTPaLMAX
OHK BblABAAEMbIX MMKPOOPraHM3MOB, OZHA M3 KOTOPbIX COOTBETCTBOBAsA npeneny obHapyxeHusa Habopa
(5%x10%Konuit/mn), a BTOpas ABYKpPaTHO Npesblllana npeaen obHapykeHua (1x10° konui/mn). Kaxkapii obpaset,
npoxoaun Bce 3Tanbl uccnegoBaHma (aketpakumio AHK, amnamdukaumo AHK 1 geTekumio pesynbtaTtos).

14 Npenen obHapymeHna — 95%-0e NONOXKMTE/bHOE MNOPOroBOE 3HAYeHWe KOHLUEHTpauuu (KoHueHTpauua [AHK
BbIABAAEMOro BO36yauTens, npu Kotopoi 95% TecToB AatOT NOIOKMUTE/bHbIN pe3yabTaT).
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Mpwn oueHKe MOBTOPAEMOCTU KOIPPULMEHT BapuaLmUmM, PACCUUTAHHbIN NO pe3yabTaTam onpeaesneHus
noporosbix UMKknoB ana [AHK BbiABnAeMbIX MUKPOOPraHM3MOB, He npeBbiwan 5 %.

MpM oOLEeHKe BOCNPOM3BOAMMOCTM KO3IOOUUMEHT BapuaumK, PaCcCYMTaHHbIM MO  pesynbTaTam
onpeaeneHna NoporosbiX UMKA0B ana AHK BbiABAAEMbIX MMKPOOPraHNM3MOB, He npesbiwan 10 %.

10.4. AnarHocTnyeckan cneu,mbuqucn: N AnarHoCcTtuyecCckana 4yBsCTtBUTE/IbHOCTb

[na onpeaeneHus AMarHOCTUYECKOW cneunduUYHOCTM U ONAarHOCTUYECKOW YyBCTBUTENbHOCTU Habopa
«Amnnulpaiim® Lepmatodutsbl (Trichophyton, Epidermophyton, Microsporum)» 6binM MCNO/b30BaHbI
0b6pasubl Kaxgoro Buaa 6uomatepuana, npegyCcMOTPEHHOTO HasHayeHWem Habopa peareHToB, B
Ko/iMyecTse, yKasaHHOM B Tabsvue 16.

B KauyecTBe METOAMK CPaBHEHWA, C TMOMOLLbIO KOTOPbIX YCTaHaBAMBAAWM Hanuume/oTcyTcTBUE
OHK Trichophyton  rubrum, Trichophyton mentagrophytes complex, Trichophyton tonsurans,
Microsporum canis, Epidermophyton floccosum B 6uomaTtepuane, UICNOMb30BANCb METOA, MUKPOCKOMUU U
MeTof, Ky/NbTypanbHOro UCCAEAO0BaHUA C WAEHTUOUKAUMEN MONYYEHHOM UMCTOTbl KyAbTypbl Ha
macc-cnektpometpe Vitek MS metogom MALDI-TOF.

Tabnvua 16
Pe3ynbTaTbl TeCTUpPOBaHUA 06pa3L,0B BUONOrMYECcKoro matepmana ¢ nomoulblo Habopa
«Amnaulpanm® flepmatodutbl (Trichophyton, Epidermophyton, Microsporum)»

Uccnepyemble o6pasubl Pe3ynbTaTbl TECTUPOBAHUA
UL AT MeToauKka cpaBHeHUA
Habop
«Amnaulpanm® KynbTypanbHoe uccnepgoBaHue
Tun Konuuecrso 0O6pasubl Oepmatodputbl ¢ ngeHTuduKaumei
(Trichophyton, MuKpocKkonuA NOAYyYEeHHOWU YNCTOM KYNbTypbl
Epidermophyton, Ha macc-cnektpomertpe Vitek
Microsporum) MS metogom MALDI-TOF
MonoXnTENbHDBIX 50 50 50
Koxa 100
OTpuuaTEeNbHbIX 50 50 50
MNonoxutenbHbIX 50 50 50
Bonochsl 100
OTpuuaTenbHbIX 50 50 50
MNonoxutenbHbIx 50 50 50
Hortn 100
OTpuuaTenbHbIX 50 50 50

3HayeHMs AMarHOCTMYECKOW cneumdUYHOCTM W ANArHOCTMYECKOM 4yBCTBMTENbHOCTM Habopa
«Amnnulpaiim® Oepmatooutel (Trichophyton, Epidermophyton, Microsporum)» ¢ p[OBEpPUTENBHOM
BEPOATHOCTbIO 95 %, paccuMTaHHbIe, UCXOAA U3 MOJIYYEHHbIX AAHHbIX, NPUBEAEHbI B Tabamue 17.

Tabnunua 17
[OunarHocTnueckue xapakTepucTMKn Habopa peareHToB
«Amnaulpanm® (Trichophyton, Epidermophyton, Microsporum)»
Tun o6pasyos [AmarHoctuyeckasa cneuPuUUHOCTb JAmarHocTuyecKkasa YyBCTBUTE/IbHOCTb
Koxa 100 % (92,89 % — 100 %) 100 % (92,89 % - 100 %)
Bonocbl 100 % (92,89 % — 100 %) 100 % (92,89 % - 100 %)
HorTu 100 % (92,89 % — 100 %) 100 % (92,89 % - 100 %)
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10.5. OueHKa BAMAHUA HTepPEPUPYIOLLUX BELLLECTB

BanaHve uHTEphepupyloWwmX BELWECTB, MNOTEHUMAabHO COAEPMKALLUMXCA WAW  MPUCYTCTBYIOWMX B
nuccnegyemom bromatepuane, Ha 3apPeKTNBHOCTL nup npu MCMONb30BaHMM Habopa
«AmnnuNpanm® Oepmatodutel (Trichophyton, Epidermophyton, Microsporum)» otcytcTeyeTt. He BbisiBneHO
MHrMBMpOBaHWe peakumn amnandukaumm npu 4obasneHUn K obpasuam buomarteprana Ha sTane 3KCTPaKLMK
NHTephEPUPYIOLLMX BELLLECTB, NPeACTaB/IeHHbIX B Tabauue 18, B MaKCMMaibHO BO3MOKHOM KOHLIEHTPaLMK.

Tabnuvua 18
UHTepdepupylolme BellecTsa, MICNO/b30BaHHbIe NPU TeCTUPOBaHUM Habopa
«AmnauNpaiim® Oepmatodputsl (Trichophyton, Epidermophyton, Microsporum)»
KoHueHTpauusa uitepdepeHra 8

Bug 6uomarepuana NHTepdepeHT 56pastie
remornobuH 200 mr/mn
KEeTOKOHa30/ 20 mMKr/mn
06pasubl KOXK
TepbuHaduH 20 MKr/mn
KNOTpMMason 20 MKr/mn
amoponpuH 20 MKr/mn
0bpasubl HorTel LIMKNONUPOKC 20 mKr/mn
6udoHason 20 MKr/mn
06pasubl BosoC KETOKOHa3on 20 mKr/mn

TakKe He BbIABAEHO MWHIMOMpPOBaHWE peakuMn amnanduKauum npu pobasneHun K obpasuyam
6uomatepuana JHK uenoseka B KoHueHTpaumm 1,0x108 konuit/mn.
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11. ycnosuAa XPAHEHUA, TPAHCMTOPTUPOBAHUA U NPUMEHEHUA HABOPA

11.1. Cpok rogHoCTH

CpOK rogHoCT™ Ha60pa coctasasfet 12 mecaues OT AaTbl M3roToBaeHuA. MNocne BCKPbITUA peareHTbl
MCNoNb30BaTb A0 UCTe4YeHNA CPOKa roaHOCTU Ha6opa. Ha6op C UCTEKWWNM CPOKOM TOAHOCTU NPpUMeHeHUIo
HE noanexur.

11.2. TpaHcnopTUpoBaHue

Habop TpaHcnopTMpoBaTb Npy TemnepaTtype oT 2 4o 8 °C BCeEMM BUAAMM KPbITbIX TPAHCMOPTHbIX CPEACTB

B TepMOKOHTeﬁHean C Xn1agosanemeHtTamm mnn B aBTopecbpM)KepaTopax. He AONyCKaeTCA 3aMopa*XmBaHume
peareHToB.

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

Habop, TpaHCNOPTUPOBaHHbIN C HAapyLUEHWEM YKa3aHHOTro TEMNEPATYPHOro pexuma, NpMMeHeHMUIo He
NOANIENKMT.

11.3. XpaHeHue

Habop xpaHuTb Npu Temnepatype oT 2 Ao 8 °C B 3aLMLIEHHOM OT CBETa MecTe B TeYeHue BCero CPpoKa
roaHoctu Habopa. Mpu NosyyeHUM [OMYCKAETCA PasyKOMIJIEKTOBATb HAbop M XpaHUTb KOMMIEKT Ans
3KCTPaKLMM NpM KOMHaTHOM Temnepatype (4o 25 °C). He gonyckaeTca 3aMopaknBaHue peareHTos.

PeareHTbl MOCAE BCKPbITMA XPaHUTb B TEX 3KE YC/OBUAX, YTO M peareHTbl A0 BCKPbITUA. HEeBCKpbITbie 1
BCKpbITble peareHTbl CTabuibHbl B TeYeHUEe CPOKa roAHOCTM, YKa3aHHOro Ha 3TUKEeTKe, Npu cobaoaeHun
yKa3aHHbIX YCNOBUN XpaHeHUA. PeakuMOHHas cMecb, NMPUrOTOBAEHHAsA W3 peareHToB, XPaHEeHU He
NOA/IEXMUT.

Habop, XpaHMBLMIACA C HAapYLIEHMEM YKa3aHHOTO PeXKMMa XPaHeHUs, NPUMEHEHMUIO HE MOANEKMT.

12. TAPAHTUU NPOU3BOAUTENA

Mpon3BoguTeNb rapaHTMPYeT COOTBETCTBME XapaKTePUCTUK Habopa TpeboBaHWAM, YyKasaHHbIM B
TEXHWUYECKOM W 3KCMAyaTaUMOHHOW [AOKYMEHTauMu, B TeYeHWe YKa3aHHOro CpoKa roAHocTM npu
cobntofeHNM BCEX YCI0BUIM TPAHCNOPTUPOBAHWSA, XPAHEHUS U NPUMEHEHWA.

Peknamauumn Ha KayectBo Habopa «Amnaulpaiim® Adepmatoodutel (Trichophyton, Epidermophyton,
Microsporum)» HanpasnaTb B agpec npoussoautens 000 «Hekctbrox»: 111394, r. Mocksa, yn. NonnmepHas,
8 cTp. 2, Ten. (495) 620-08-73, e-mail: info@nextbio.ru.

Mpu BbIABNEHWM HEXKEeNaTeNbHbIX PeaKuMit Mpu UCMoSb30BaHMKM Habopa, $aKkToB M 06CTOATENbCTB,
CO34al0WMX YrPO3y KMU3HW W 300POBbI0 FpakdaH M MeaMUMHCKMX pPaboTHMKOB npu obpalieHun U
3KCMAyaTauum Habopa, PeKOMeHAyeTcs HanpaBuTb COObWEeHMEe Mo agpecy, YKasaHHOMY Bbilwe, U B
YMNO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO Peryimpytowyto  opraHusaumto (B Pocculickori  ®epepaumm —
depepanbHaa caykba no Hagsopy B cdepe 34paBOOXPaHEHMA) B COOTBETCTBUM C  AEUCTBYHOWMM
3aKOHOZATE/IbCTBOM.

KoHcynbTaumio no pabote ¢ Habopom, a TaK:Ke MO BOMPOCaM, KacaloWMMCA KayecTBa Habopa, MOMKHO
MOAYYNTb NO KOHTAKTaM, YKasaHHbIM Ha oduumanbHOM caiite Mpoussogutens: www.nextbio.ru.
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13. CMMBO/J1bl, UCMOJIb3YEMBbBIE B JOKYMEHTALWUU NPOU3BOAUTENA

REF

LOT

IVD

SRR

>
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Homep no Katanory

Koa naptum

MeauumnHckoe nsgenuve ana
AWNArHOCTUKWU in vitro

CopepKnMmoro A0CTaToOYHO ANs
nposeAeHNA nN-KoAn4YecTsa
TecToB

Ob6paTtnTechb K MHCTPYKLUM MO
NPYMEHEHUIO

OcTtopoxHo! ObpaTtuTecsh K
WHCTPYKLMN NO NPUMEHEHMIO

M3rotoBuTeNb

[aTa usrotosneHmsa

Mcnonb3oBaTtb Ao

TemnepaTypHbIi
AvanasoH

He ponyckatb

nonagaHnA CONIHEYHOIo

CBETa

3HaKu onacHocCTn
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