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CMUCOK COKPALLEHUA N OBO3HAYEHUI

B HacTosaweln MHCTPYKUNN NCNONb3YKTCA cneayrlme CokpaleHna m o603HaueHuns:

nupP - NosIMMepasHag uenHaga peakuus

nB - UHTepdepupyoLne BeLLlecTBa

AHK - A€30KCUPUBOHYKIeMHOBas KMCNoTa

BK - BHYTPEHHWN KOHTPOJIb

K- - OTpuuaTesnbHbI KOHTPObHbIA 0bpasey,
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NPEAHA3BHAYEHHOE NPUMEHEHMUE

MonHoe HauMMeHoOBaHMe Habopa peareHToB: Habop peareHTOoB Aana npenobpaboTku
6uomatepuana nusoumMmoMm npu BblgeneHunn OHK (MPOBA-J1), pnanee no TekcTty Habop

peareHToB.

HasHaueHne: Habop peareHToB npeaHasHayeH pAnsa npeaBaputenbHon 06paboTku
nv3ounmMoM brmonornyeckoro matepuana dyenoseka (kan), a Takxe 6akTepmanbHbIX KynbTyp,
NOJIYUYEHHbIX U3 3TOro 6MmomaTepmnana, C Uesnbto gaabHenwen akcTpakumm AHK 6aktepuin ans

nocneayrwuwero aHaamnsa MeTogom HOHMMepaSHOVI LenHom peaKkunn.
(DYHKLI,MOHa}'IbHoe Ha3Ha4yeHmne: BCroMoraTesibHoeE CpeacTBO AJId ANArHOCTUKU in vitro.

MokasaHus K NpoBeAeHUIO WCCeaoBaHUAa: npeaBapuTenbHas o6pabotka o6pa3uos
6uonormyeckoro MaTepuana 4enoseka (kan), a Takxke 6akTepuanbHbIX KyIbTyp,

MOJIyYEHHbIX M3 3TOro 6MomaTtepuana, Npu BblaeneHmm AHK 6aktepuii.
MpoTUBOMOKa3aHUN K MPUMEHEHUIO HET.

MonynsaumMoHHbIE K ,quorpaq)quCKMe aCneKTbl: MpUMEHEHNE Ha6opa peareHToB He 3aBUCUT

OT NONyNAUNOHHBIX U ,quorpacbw-lecxmx aCneKToB.

O6bnactb NpUMEHEHNA ! Ha6op peareHToB MOXET 6bITb  MCNONb30BaH B  KJIMHUKO-

ANarHocTmyeckmnx nabopaTopmsix MeAULMHCKUX YUPEXAEHUN.

MoTeHUManbHble NOb30BaTENN: KBANIMMULMPOBAHHbIN NEPCOHas, OCYLLECTBASOWMNI B3aTHE
N NpenobpaboTKy KIMHMYECKOro MaTepuana, a TakXe Cheunanuctbl, obydyeHHble MeTodaM
MONEKYNSIPHOM ANArHOCTUKM U NpaBuiaM paboTbl B KNMHMKO-AMarHocTnyeckoi nabopatopum

B YCTAHOBJ1IEHHOM MNopsaake.

MpuMeHsATb Habop peareHToB CTPOro MO Ha3Ha4YeHUK COrnacHo AaHHOW WMHCTPYKUMU MO

NPUMEHEHWIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB
2.1 CocTtaB Habopa peareHToB

Ha6op peareHToB BbIMYCKAETCA B CNeaylolWwnx BapmaHTax KOMNNEKTaLUNUN .

P-019-N/8, Komnnektaums 1
HoMWHanbHbIN
KomMnoHeHTbl Habopa o Konunuectso .
BHewHMn BnAa 06BbEM
peareHToB npobupok
KOMMNOHEHTA
Nnsoumm Mopolok 6enbii 4 npobupkmn 20 Mr
MEeSIKOKPUCTanIn4yecKumin
Bydep ans
pacTBopeHud Mpo3pauHas 6ecuBeTHas XXNAKOCTb 4 npobupkmn 250 mkn
nvsounma
P-020-N/8, Komnnekrtauusa 2
KOMMOHEeHTHI . Konunuectso HOMMHa{?beM
Habopa peareHTOB BHeWHuA B1A npobupok 0bbEM
pap KOMMOHEHTAa
Mpo3pauyHasa 6ecuBeTHas BA3Kas
PacTtBop nu3sounma po3p H 4 nNpobupkm 200 Mkn
XKNAKOCTb

KomnnekTauum Ha60pa peareHToB pa3zindyarTCa YCNoBUAMU XpaHEHUA KOMMOHEHTOB W

He0obX0ANMOCTbIO NpeaBapuUTeIbHOrO NPUroTOBAEHUS paboyero pacTeopa nM3oumma.
2.2 KonnuectBo aHannsnpyembix ob6pasuLos

Habop peareHToB npegHa3sHa4veH A1 O4HOKPATHOrO NPMMEHEHUSA N paccuYnTaH Ha 06paboTky

32 obpa3uoB (BkoYas oTpuUaTesbHble KOHTPObHbIE 06pa3Lbl).
2.3 MpuHuMn MeToAA

Metoa ocHOBaH Ha ¢epMeHTaTMBHOM  pas3pylleHun nmsoummom  (MypamMugason)
nenTMaornMkaHos, (B  4acTHOCTWM MypeuHa), BXOASIWMX B COCTaB  KJI€TOYHbIX  CTEHOK
MUKPOOPraHn3mMoB (B K/IE€TOYHbIX CTEHKaX rpaM-nonoxuTtenbHbiX 6aktepuit — go 50-80 %) asyms
pPa3/INYHbIMM  B3aMMOAOMOSHAWNMM  MeXaHM3MaMn. Bo-nepsblX, QepMeHTaTUBHbIA MAPONU3
N-rAnko3mgHbIX CBSA3€l, KOTOpble CBA3bIBAOT MoAncaxapuiabl M CTPYKTYpHble rAMKONenTuabl
KNIETOYHOW CTEHKM, YTO MPUBOAUT K €€ NM3ncy. Bo-BTOpbIX, MOBpeXAeHMEe LMTOMIa3MaTUYECKON
MeMbpaHbl MO KAaTMOHHOMY MEXaHM3My, KOrga MOJeKyJsbl NIM30uMMa BCTPaMBAlOTCA B KJIETOYHYIO

mMeMbpaHy MMKpoOpraHnamoB, 06pasys B HEW MOpbl N Bbi3biBasi OCMOTMYECKYO MMbenb KeTKu.

24 Bpemsa npoBeaeHus BblAENEHUS HYKJIEMHOBbBIX KMUCIOT: OT 30 MUHYT Mpu MCNOJIb30BaHUN
nporpesa wan ot 60 MMHYT NpM KOMHATHOW TeMnepaTtype. BpemMs 3aBUCUT OT KOAM4yecTBa

06pa3uoB B NOCTaHOBKE.


https://ru.wikipedia.org/wiki/%D0%9C%D1%83%D1%80%D0%B5%D0%B8%D0%BD
https://ru.wikipedia.org/wiki/%D0%93%D1%80%D0%B0%D0%BC%D0%BF%D0%BE%D0%BB%D0%BE%D0%B6%D0%B8%D1%82%D0%B5%D0%BB%D1%8C%D0%BD%D1%8B%D0%B5_%D0%B1%D0%B0%D0%BA%D1%82%D0%B5%D1%80%D0%B8%D0%B8

} AHK-TEXHOJNOrNA

NMPOBA-J1 WUHCcTpyKuMsa no npuMmeHeHuto | 780-1 ot 13 ceHTabpa 2022
3 XAPAKTEPUCTUKUN DODEKTUBHOCTU
3.1 Konuuyecteso 6nomaTtepuana ansa npenobpabotku:

100 mkn cycneHsuun dekanuit unm 100 MK CyCcneH3nm MMKpPOOPraHM3MOB B COOTBETCTBUU C
WHCTPYKLUMEN K peKOMeHAYyEeMbIM KOMMAeKTaM peareHToB Ans BblaeneHus AHK (MPOBA-HK-MJIOC
npomssoactea 00O <«HMNO [AHK-TexHonorus», Poccua u TPOBA-MY MAKC npousBoacTsa
000 «[HK-TexHonorusa TC», Poccus).

3.2 NHTepdepupylome BewecTea

B cBs3n ¢ TeMm, 4yTto nocne npepobpabotkm 6Guomatepumana AM30LMMOM MPOBOAST aHa U3
BblaeneHHon HK MeToaoM nonmMMepasHon LenHon peakumn, K obpasuam bnomatepurana npMMeHsoT
TpeboBaHMsA, yKasaHHble B WMHCTPYKUMW MO MNPUMEHEHUIO COOTBETCTBYIOWMX HAbBOpOB peareHToB
ans Mup.

3.3 MeanuUMHCKME n3pgenmsa, COBMeCTHO C KOTOPbIMU MOXET 6bITb MCMONb30BaH Ha6op peareHTosB.

Habop peareHTOoB AN npenobpabotkm Ouomatepuana JM30UMMOM MpU  BblAeNEHUU
HyKenHoBbIX kncnoT (MPOBA-JT) MOXET 6bITb NCMONb30BaH COBMECTHO C MEAULIMHCKUMN U3AENUAMMU,

npeaHasHa4eHHbIMU ANa BblAENEHUA HYKNTENHOBbLIX KUC/OT!

. Habop peareHToB Ans BbligenenHms OHK MPOBA-MY MAKC, 000 «[HK-TexHonoruss TC»,
Poccusa, PY N2 P3H 2021/14391;

o KOMMJIEKT peareHToB Ans BblaeneHns HyknemHoBbiX knucnioT (MPOBA-HK/TTPOBA-HK-TITHOC)
no TY 9398-035-46482062-2009, B dopme komnnektaumm [POBA-HK-TITIOC,
000 «HIMNO AHK-TexHonoruna», Poccusa, PY N2 ®CP 2010/08867.

3.4 Bbixoa OAHK

Mpn npoBeaeHUM KAMHMKO-NAbopaToOpHbIX WUCMbITaHUN onpeaeneHa 3HHEKTUBHOCTb
(yBennuenune Bbixoga OHK npu npenobpaboTke 6uomaTtepuana ¢ UCNOMb30BAHUEM WUCMbITbIBAEMOro

Habopa peareHTOB).
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Mpn uccneposaHnm 70 obpasuoB 6uomatepuana (dekanuu, 6akTepuanbHble KyNbTypbl)

nony4eHsbl cnefyrolme nokasarenun apdekTnBHoCcTH (yBenmdenue sbixoga AHK):

MeawnaHa

MpoueHTunb 25

MpoueHTnb 75

Bce Buabl 6uomatepmana (70 o6pasuyos, 115 pesynbtatos NLP)

SddekTnBHOCTL Npu npenobpaboTtke

30 MUHYT, %

6ruomaTepuana nusoummom npu 37 °C B TeyeHne

531,0

401,2

1895,3

SddekTnBHOCTL Npu npenobpaboTtke
buomaTepumana M30UMMOM NPU KOMHATHOM

Temnepatype (18-25 °C) B TeyeHune 60 MUHYT, %

694,3

401,2

1895,3

BbakTepunanbHbie KynbTypbl (30 o6pa3uos, 60 pesynbTaToB lNLIP)

SddekTnBHOCTL Npu npenobpabortke

30 MUHYT, %

6ruomaTepuana nusoummom npu 37 °C B TeyeHne

1484,9

900,0

2411,9

SddekTUBHOCTL Npu npenobpabortke
buomaTepumana IM30UMMOM NPU KOMHATHOM

Temnepatype (18-25 °C) B TeyeHne 60 MUHYT, %

1895,3

900,0

2411,9

®dekanuu (40 o6pasuyos, 55 pesynbratoB MNLP)

SddekTUBHOCTL Npu npenobpaboTtke

30 MUHYT, %

6uomaTtepuana nmsounmMmom npu 37 °C B TeUEHMe

401,2

401,2

531,0

SddekTUBHOCTL Npu npeanobpaboTtke
6vomMaTepumana M30UMMOM NPU KOMHATHOW

TemnepaTtype (18-25 °C) B TeueHne 60 MUHYT, %

401,2

298,1

531,0

MpuMeyaHue - [Ons oueHkn 3ddekTnBHOCTU (yBenudeHune Bbixoga AHK) npu npoBeseHUM KAMHUKO-1abopaTopHbIX
ncnblTaHWii ucnonb3oBann Habop peareHTOB A8 BbISIBIEHWS TE€HOB PE3UCTEHTHOCTU K MMKOMNENTUAHbIM U 6eTa-nakTaMHbIM
aHTMbuoTmkam y bakTtepuin metogom lMUP B pexume peanbHoro BpeMenu (bakPesucta GLA, bakPesucta GLA Van/Mec)
no TY 21.20.23-103-46482062-2018, 000 «HK-TexHonorus TC», Poccus, PY N P3H 2020/11171, B BapuMaHTe UCMOJIHEHUS

BbakPe3ucta GLA.

3.5 Bocnpon3BoamMMOCTb pe3y/ibTaToB

He o6HapyxeHO pa3numuuin B 3P@PEKTUBHOCTU MEXAY ABYMS pexmmamm npenobpabotku
(npun 37 °C B TedeHmne 30 MUHYT U Npu KOMHaTHOW TeMnepaTtype (18-25 °C) B TeueHne 60 MUHYT) Ans

BCeX 3aABJ/IEHHbLIX BNOOB 6V|0MaTepV|ana:

gpaBHeHme ABYX pEeXVMOB NpeAodpacoTkm, MeawnaHa MpoueHTunb 25 MpoueHTUnb 75
(o}

Bce Buabl buomartepmnana 0,0 -129,8 129,8
KynbTypbl 0,0 -163,4 326,0
dekanuu 0,0 -129,8 103,1

He obHapy>eHOo pa3nnuuin B 3DPEKTUBHOCTU MPU UCMOMb30BAHMM pPa3HbIX KOMMIEeKTauumn

Habopa peareHToB (KomnnekTtauus 1 n Komnnekraums 2):

MeawnaHa

MpoueHTunb 25

MpoueHTunb 75

CpaBHeHMe aByX KoMnektaumin, %

0,0

-167,7

51,5
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4 MEPbI NMPEAOCTOPOXXHOCTHA

Opranusaumsa pabotbl [UP-nabopatopun, obopynosBaHne wn MaTepuanbl  OOSXKHbI
cooTBeTcTBOBaTh TpebosaHmsasm TOCT P 52905-2007, meToaMmyeckux ykasaHui MY 1.3.2569-09
«OpraHunsaums pabotbl nabopaTopuin, UCNONb3YIOLWNX METOAbI aMNNMPUKALNM HYKITEMHOBbBIX KUCOT,
npun pabote C m™MaTepuanoM, coaepxawmMm MukpoopraHmsmbl I-IV rpynn naToreHHocTu», C
cobniofeHMeM CaHMTapHO-aNUAEMMONOrnYeckmx npasmn U HopMm CaHlunH 3.3686-21 «CaHuTapHo-
anngeMmnonornyeckme tpebosaHusa no npodunakTuke MHMOEKLNOHHbIX 6onesHen».

Nccnepyemble ob6pasubl paccMaTpuMBaloTCAa KakK MNOTeHUWanbHo-onacHble. Mpu pabote c
HabopoM peareHTOB c/leayeT HaaeBaTb 0A4HOPAa30Bble NMepyaTkm 6e3 Tanbka.

Mpu paboTe ¢ MukpoopraHnsamamm I-IV rpynn natoreHHOCT BbIGOP TUMNa 3alMTHOrO KOCTOMa
(pabouen opexabl M CpencTs MHAMBUAYANbHOW 3alUMTbl) MPOBOAUTCA B CTPOroOM COOTBETCTBUM C
CaHllnH 3.3686-21.

CnepyeT Mcnonb3oBaTb TO/IbKO OAHOPA30Bble HAaKOHEYHUKUM M Npobupku.He ponyckaertcs
MCNO/b30BaHMe OOHUX WU Tex Xe HaKOHEeYHUKOB npu o06paboTke pasnyHbiX 06pasuoB
buonornyeckoro matepuana.

K paboTe c HabopoM peareHTOB A0MYyCKaeTCA NepcoHas, o6yyeHHbIN METOAAM MOJIEKYNSIPHOM
AMArHOCTMKM M npaBwuiaM paboTbl B KIMHUKO-AMArHoCcTMdeckonm nabopatopuun. [MoaroToBky W
npoeeaeHne npenobpabotkm 6uomatepuana cnegyet nposBoauTb B 6H0kKcax 6uonormyeckon
6e3onacHoctm II-1II knacca.

3anpewaetca nepemelleHMe nabopaTopHoro obopyaoBaHusi, B TOM 4uMCAe [03aTOpOB,
LWTaTMBOB, NabopaTopHOM NOCyAbl, XanaToB, rOOBHbIX YO6OPOB M NMp., @ TakXke pacTBOPOB peareHToB
U3 04HOro NOMeELLEeHUs B ApYyroe.

Jo3aTtopbl, wucnonb3dyemble npu pabotre c HabopoM peareHToB, AO/MKHblI  ObITb
COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKkKpeAnTOBaHHbIX labopaTtopusix) n NpoMapKMpoBaHbI.

MoBepxHOCTN pabounx CTOMOB, a TaKXe NOMELWEHNS, B KOTOPbIX NpoBoanTcs BbiaeneHne AHK
n noctaHoBka lUP, cneayet obsa3aTtenbHo, A0 U nocne npoBeaeHus paboT, obnydaTb C MOMOLLbIO
6aKkTepMuUMaHbIX YCTAaHOBOK B TedyeHne 30 MUHYT.

Mcnonb3oBaHHble 04HOPa30Bble NPUHAANEXHOCTU (NPOBUPKN, HAKOHEYHUKWN U ApP.) AOSKHbI
cbpacbiBaTbCa B KOHTENHEDP A1 MEANLMHCKUX OTXO0A0B, coaepXXalnin ae3anHOULmnpyoLwWwnin pacteop.

Bce nosepxHocTu B nabopatopum (paboume cronbl, wTaTuebl, obopypaoBaHne u Aap.)
eXeAHEeBHO noaBepratT BNaXXHON ybopke C nMpuUMeHeHWeM Ae3nHOULMPYOLWMX/MOOLWMX CpeacTs,
perfaMeHTUPOBaHHbIX CaHUTapHbIMM NpaBuaaMmmn n Hopmamm CanllmH 3.3686-21 .

Mpn wncnonb3oBaHMM Habopa peareHTOB B K/AMHMKO-AWMArHOCTMYECKOW nabopaTtopumn
obpa3syloTca oTxoAbl Knacca B, KOTopble yTUAU3UPYIOTCS B COOTBETCTBUM C TpeboBaHuammn CaHlluH
2.1.3684-21 «CaHuTapHo-anunaeMnonornyeckme tpeboBaHns K cogepxxaHuio TEpPUTOPUIA FOPOACKNX
M CEeNbCKUX MOCeNeHnn, K BOAHbIM 06BbEKTaM, NMUTLEBOW BOAE U MNUTbLEBOMY BOAOCHAbXeHWto,
aTMocdepHOMYy BO3AyXYy, MO4YBaM, >KWAbIM MOMELLEeHMAM, 3KCnayaTaunm npou3BOACTBEHHbIX,
obLlecTBEeHHbIX MNOMELUEeHUA, OopraHmsauMm W MpOBEAEHMI0 CaHUTAPHO-MPOTUBO3NUAEMUYECKUX

(NpodrnakTMyYecKknx) MeponpuaTuin.,
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OnacHble KOMMNOHEHTLI B Habope peareHToB
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KoMmnoHeHT Habopa HanVI'-I::a/(:O::IY)(TCTBMe YKa3aHue Ha Mepbl
peareHTOB KOMMOHEHTOB PUCKK 6e3onacHocTH
Komnnektauunsa 1
JInsoumm HeT onacHbIX BelWecTB - -

Bydep ana pactBopeHus
nMsounma

HeT onacHbIX BelwecTs

Komnnektaumsa 2

PactBop nusoumma

| HeT onacHbIX BelwecTs |

Mpu pabote c HabopoM peareHTOB WCMOMb30BaTb CPEACTBA MHAMBUAYASIbHOW 3alnTbl ANs

npenoTBpalleHns KOHTakKTa C opraHM3MoM 4venoBeka. [1oc/ne OKOHYaHusA pa6OTbI TWAaTENbHO BbIMbITb

PYKW. MN3b6eraTb KOHTaKTa C KO)KGVI, rnasamu u cIM3ncTbiMnM o60104YKaMK.

Mpn ncnonb3oBaHWUM MO Ha3HAYEHUIO U cobnogeHumn Mep NpeaoCToOpOXHOCTU, KOHTAKT C

OpraHM3MoM 4esioBeKa NCKITHOYEH.

He gonyckaeTca Mcnosb3oBaTb Ha6op peareHToB:

—  NpW HapyLeHWUN YCNOBUIA TPAHCNOPTUPOBAHUSA U XPaHEHUS ;

- npn HECOOTBETCTBMM BHELWIHENo0 BWAA PeEareHToB, YKa3aHHOro B Mnacnoprte K Ha60py

peareHToB;

—  NpW HapyLlWeHUN BHYTPEHHEN yNakoBKM KOMNOHEHTOB Habopa peareHToB;

- no NCTe4eHn CpokKa rogHoCTu.

MpumevyaHune - Habop peareHTOB HE COAEPIKUT BELLECTB B KOHLIEHTpaLMsAX, 061aalonX KaHLEepPOoreHHbIM,
MyTareHHbIM AEeNCTBMUEM, @ TaKXKe BAUSIOLLMX Ha PENPOAYKTUBHYO GYHKUMIO YenoBeka. Mpy NCnonb30BaHUmM no
HasHaueHuto 1 cobntogeHnn Mep NPeaoCTOPOXHOCTU ABNsSETCS 6e30MacHbIM.

10
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OBOPYAQOBAHUE U MATEPUAJDbI

Mpu pabote c HabopoM peareHToB TpebytoTcsa cneaywwme obopygoBaHue U matepuans:
6okc 6uonormnuyeckon 6esonacHoctu II-I1I1 knacca;
MUKpOLLeHTpUdYyra-BopTeKc;
ueHTpudyra ana npobupok o6vémom 1,5 mn, ¢ RCF(g) He Hmxe 14000;
TepMOCTaT TBEPAOTE/bHbIN, NOAAEPXKUBAOWMNA TeMnepaTypy A0 65 °C;
XO0NOANBHUK C MOPO3UJTIbHOW KaMepow;
NpobmMpkM MUKpoLEHTPUDYXHble 06bEMOM 1,5 Mn € Kpbiwkamu, ceBobogHble oT PHKas wm
AHKa3;
wraTtue «pabouee mecto» Ans nNpobupok o6vémom 1,5 mn;
[03aTOpbl MexaHW4yecKkue WU  SNEeKTPOHHble nepeMeHHOro o6béMa OAHOKaHalnbHblE,
nossonsowme otbupatb 06bEMBbI xumakoctm ot 2,0 go 20 mkn, ot 20 go 200 wMkn,
o1 200 go 1000 mkn;
WTaTUB ANa 403aTOPOB;
OLHOpPa30Bble HAaKOHEYHUKM C DPUIbTPOM ANa NoSyaBTOMaTUYECKMX A03aTOpoB, cBoH6OAHbIE OT
JHKa3 n PHKa3, o6bémomMm 20 mkn, 200 mkn, 1000 Mkn;
OLHOpa30Bble NepyaTkn MeanunHCKne, 6e3 Tanbka, TeKCTYpPUpOBaHHbIE;
bunsnonornyecknini pacTBop CTEpUNbHbIN;
rnmuepuH (Npn Heob6xoomMMocCTH);
éMKOCTb Ang cbpoca MCNoNb30BaHHbIX HAKOHEYHUKOB, MPOBMPOK WM APYrMX pacxXodHbIX
mMaTepuasnos;
Ae3nHdununpytowee Cpeactso;
Habop/KoMnnekT peareHToB ANns BblageneHms AHK (pekomeHAayeTcs MCrnonb30BaTb KOMMAEKT
peareHToB AN  BblaenieHns  HykneuHoBbix  kucnot  (MPOBA-HK/MPOBA-HK-TIJTHOC)
no TY 9398-035-46482062-2009, B dopme komnnektaumm [MPOBA-HK-TUTIOC,
000 «HMNO AHK-TexHonorus», Poccmsa, PY N2 ®CP 2010/08867; Habop peareHTOoB AN1
Bblagenenns  AHK  TPOBA-MY MAKC, 000 «OHK-TexHonorna  TC», Poccusg,
PY N9P3H 2021/14391).

11



} AHK-TEXHOJNOrNA

NMPOBA-J1 WUHCTpYKUMA MO NPUMEHEHUI0 | 780-1 ot 13 ceHTa6pa 2022
6 AHAJTUBUPYEMbDIE OBPA3LibI
6.1 MaTepuan ansa uccnenoBaHus

Ana nccnepoBaHus MCNONb3YIOT Kan (d)EKaJ'IVIVI, B TOM 4ucne MeKOHVIl\;I) YeNoBEKa, a TakKXe
6aKTepV|aanb|e KynbTypbl, BblAENEHHbIE N3 KaJla.

6.2 Obwme pekoMeHaaumm

6.2.1 [nsa NoNMyyeHUss KOPPEKTHbIX pe3y/nbTaToB 60MblIOE 3HAUYEHME WMEET KauyecTBO B3ATUSA
obpa3ua 6uomaTepuana AN MWCCNEeAOBaHWs, €ro XpaHeHWe, TpaHCMopTUpPOBaHWE W

npenBapuTenbHas obpaboTka.

6.2.2 HenpaBunbHOE B3ATME 6V|0MaTepV|ana MOXET NpUBECTU K MNOJIYYEHUHO HEAOCTOBEPHLbIX

pe3ynbTaTtoB U, BCNEACTBUE 3TOrO, HeobxoanMoCTKn ero MOBTOPHOIo B3ATUA.

6.2.3 Ha stane nogrotoBku 6uomMaTepmana NCNonb3ynTe HAKOHEYHUKM C HUIbTPOM, cBO6OAHbIE OT
PHKa3 n [1HKas.

6.2.4 pu pnobaBneHun pacTBopa B NpobupkKy, coaepxallyto 6Monorndeckmii MaTepman, BHoCUTe
pacTBOp akKypaTHO, He KacasiCb CTEHOK Npobupku. Mpu KacaHMM CTEHKM NPOBUPKM CMEHUTE

HaKOHEYHMUK.
6.2.5 HakKoHeYHMK crneayeT MEHATb NPU KaXXAOM yaaneHun pactBopa u3 obpasua.

6.2.6 [ns npenoTtBpalleHMs KOHTaMMHALUMW BCEraa OTKpPbIBANTE KPbILWKY TOMIbKO TOW NpobupKK,
KoTopol naét paborta (BHeceHue obpasua/peakTuBa, yaareHMe HanoCano4YHOM XMAKOCTU),
N 3aKkpbiBanTe e€ nocne atoro. He gonyckaercs pabotaTb OAHOBPEMEHHO C HECKOJIbKUMM

NpobupKamMm C OTKPbITbIMU KPbILKaMW.
6.3 B3aTtue maTepuana ans mccnegoBaHms
6.3.1 Oekanuu

Ons aHann3a ncnonb3ytoT 0bpa3ubl dekannim Uin MekoHnst Mmaccon (06bEMOM) MpUMepHO
1,0-3,0 r (1,0-3,0 mn). O6pasey nepeHOCAT OTAE/IbHbIM HAKOHEYHWKOM C GUIbTPOM WU
0AHOpPa30BbIMM floNaTkamMuM B creuuanbHbll  CTEPUBbHBIN  CyXol NakoH B KoJn4yecTsBe

npumepHo 1,0 r.
Mocne cbopa dpekannin dnakoH NAOTHO 3aKpbiBAOT U MapKMPYIOT.

BHUMAHME! T[lepen sbigeneHnem [OHK Tpebyetca npegsaputenbHas o6pabotka o6pa3uos

6uonornyeckoro matepuana (6.5).
6.3.2 KynbTypbl bakTepun

B3aTne matepmana C XUAKUX N NAOTHbIX Cpes OCYLLEeCTBASETCs Npu NoMoLmM 0O4HOPAa30BOWA
MUKpobumonormyeckorm netnu wam wnatens. [lomectute B 0A4HOpPa30BYH MNpobupky 06bLEMOM
1,5-2,0 Mn, B KOTOpyto npeaBaputenbHo BHeceHO 500 MkA cTepusibHOro @U3MOSIOrMYECcKoro

pacTBopa, OAMHOYHYIO KOJIOHUIO KNETOK mnm 100 MK XUAKOWN cpeabl.
Mocne B3ATMSA MaTepuana NnpobupKy MIOTHO 3aKPbIBAOT KPbILWLKOW U MAapKUPYIOT.
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6.4 TpaHcnopTUpoBaHWe N XpaHeHue nccreayeMbix o6pasLos

Ob6pasubl hekanmn NN MEKOHUS AOMYCKAETCS TPAHCMNOPTMPOBaTb M XPaHUTD:

o npn komMHaTHoM TemnepaType (oT 18 °C go 25 °C) - He 6onee 6 4acos;

o npu Temnepatype ot 2 °C go 8 °C - He 6onee 3 CyTOK.

Mpn HEBO3MOXHOCTU WUCCNeAOBaHMUS MaTepuana B TeUYeHUEe CYTOK U/Mnu HeobxoaMMOCTu
ANVUTENBHOIrO XpaHeHUs crieayeT NpuUroToBuTb heKasibHY0 CYCNeH3uo ¢ ruuepuHomM (6.5).

KynbTypbl 6aKTepUii AONYyCKAeTCs TPAaHCNOPTUPOBaTb U XPaHUTb:

o npu Temnepatype ot 2 °C go 8 °C - He 6onee ogHNX CYTOK;
o npu Temnepatype oT MMHyc 18 °C o MmnHyc 20 °C - He 6onee oaHOM Hepenwu;
o npu Temnepatype MmnHyc 70 °C - anutenbHo.

BHUMAHME! [lonyckaeTcsa nuwb 0O4HOKpATHOE 3aMopaXunusaHue-oTraMBaHue Marepuana.

6.5 MoarotoBka ekanmini UM MEKOHUS ANS nccnenoBaHmns (NMPUroToB/IEHME CYCIMEH3NN)
MepeHecnTte B nnactmkoByto npobupky obvémom 1,5 Mn ¢ 1,0 MA  CTepubHOro
dusnonormyeckoro pacrsopa npumepHo 0,1-0,2 r (mn) dekanun. TwatenbHO pecycneHaupymnTe

coaep>xunmoe npobupkmn B TedeHne 5-10 ¢ Ha MUKpOLIEHTpUdYyre-BopTeKce.

Mpn HEBO3MOXHOCTM WUCCNefOoBaHUA MaTepuasna B TedeHue CyTOK W/mnm HeobxoauMocTm
ONNTENBbHOro XpaHeHuUs K CycrneHsmu dekanmin B CTEPUNbHOM M30TOHMYECKOM pacTBOpe HaTpus
xnopuaa p[ob6aBAslOT MULUEPUH B KOHEYHOM KoHueHTpauum 10-15%. [MoaroToBfieHHbIE TakKuUM
obpasom o6pasubl 3aMOpaxuBakT TONbKO MNOCAe TuwaTelbHOM FOMOreHM3aumm M 3KCNo3uuum C

rnmuepmHoM B TedyeHmne 30-40 MUHYT.

deKasnbHY CYyCneH3uto C MMUUepUHOM A0MYCKAeTCsl TPaHCNOPTMPOBaTh U XPaHUTb:

o npu Temnepartype MuHyc 20 °C — B TeyeHune 1 Hepenm;
o npu Temnepartype MuHyc 70 °C — gauTencHo.
7 NPOBEQEHUE NMPEAOBPABOTKMU OBPA3LIOB BUOMATEPUATNIA C

MCNoJZiIb3OBAHUEM HABOPA PEATEHTOB NMPOBA-J1

7.1 Ob6uwumne pekomeHaaumm

7.1.1 Ha »>sTanax noarotoBkn un npepnobpaborkm 6Gumomatepmana WCNoNb3ymte OAHOPa30Bble
HaKOHEYHUKMK ¢ dunbTpoM, cBobogHble oT PHKa3 n AHKas.

7.1.2 Tpwu gobaBneHnn peareHTOB B NpobuMpKy, cogepxawyto buonormyeckmun marepman, BHocuTe
MX aKKypaTHO, He KacasiCb CTeHOK npobupok. Mpu KacaHMM CTEHKU MNPOBUPKU CMEHUTE
HaKOHEYHMUK.

7.1.3 TMpobupkn c mnccnegyembimn obpasuamMm u oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3uom (K-)
Heobxoanmo obpabaTbiBaTb MO eANHON CXeMe OAHOBPEMEHHO.

7.2 MpurotosneHune pacresopa nsoumma (TObKO ANS BapuvaHTa KoMmaektaumm 1)
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7.2.1 [o6asbTe B NpobupkKy c nopowkom nusoumma 250 Mkn 6ydepa ansa pactBopeHus nnsoumma,
pecycneHampyiTe B TedeHue 3-5 ¢ Ha MuKpoueHTpudyre-sopTekce A0 NOAHOMO pacTBOPEeHUS
KPUCTannoB. 3aKponTe KpbIWKY Npobupku.

7.2.2 OcaguTe Kaniau C KpbiWKK B TedeHne 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.

MonyyeHHoro o6bEMa pacTBopa M30LMMa A0CTAaTOUYHO A5 06paboTKN BOCbMU UCCNEAYEMbIX

obpa3uos.

Hencnonb3oBaHHbIA OCTAaTOK MPUIrOTOBMIEHHOrO pacTBoOpa n3oumma 4oNyCTUMO XPaHUTb Npu
TeMmnepaTtype oT MMHyC 18 °C go MmHyc 22 °C He 6onee oaHol Hepenu.

BHMUMAHME! [lonyckaeTcsa nuilb O4HOKpPATHOE 3aMopaXkuBaHMe-oTTansaHme pacresopa.

PactBop nusoumma us Habopa peareHTtoB MPOBA-J1 B BapmaHTe KOMNAEKTauuMu 2 rotos K
NCNoAb30BaHMO M He TpebyeT npeaBapuTenbHon noaroToBku. CoaepXXMMoro oAHOM NpobupKM

pacTBopa M3oumMa A0CTaTouHO A/ 06paboTKM BOCbMU UCCiieayeMblx 06pa3LoB.
7.3 ObpaboTka obpa3uoB
7.3.1 ®ekanuu

7.3.1.1  UeHTpudyrmnpyiite npobmpkn c obpasuamm cycneHsmn cdexkanuii npn RCF(g) 13000 B
TeyeHue 30 ¢ npu KOMHaTHoM TemnepaTtype (oT 18 °C no 25 °C) ans ocaxaeHus aebpuca

Ha AHO Npobupku.

7.3.1.2 TpomMapkupyinTe no oAHOW oAHOpa3oBOM MNpobupke o6bEMOM 1,5 mMn ana kKaxporo

nccneayemoro obpasua M oTpULATEIbHOro KOHTPOIbHOMO o6pasua «K-»,

BHUMAHME! [na npepoTBpalleHUs KOHTaMUMHaUMM BcCerga OTKpbiBaWTe KpbIWKY TOMbLKO TOM
npobupkun, c KoTopol MAET paboTa (BHeceHne obpasua/peakTuBa), N 3aKpbiBalTe eé nocne 3Toro.

He ponyckaetcsa paboTaTb OAHOBPEMEHHO C HECKOJIbKUMU MPOBMPKAMM C OTKPbITbIMU KPbILLKaMU.

7.3.1.3 BHecuTe B cooTBeTCTBYHOWME Npobupkm no 100 MKkn cpeaHen dpakumm M3 npobupok c

cycneHsusamn dekanuin. B npobupky «K-» obpasubl HE BHOCATCS.

7.3.1.4 BHecute B npobupky «K-» 100 MKNn cTepunbHOro U3NOJ0rMYecKoro pacTtBopa Wau
oTpuuaTenbHOro KOHTPO/bHOro ob6pasua, Bxoaswero B cocTtaB Habopa/koMmmnnekTta
peareHToB A1 BblAE/IEHUS HYKJIEMHOBbIX KMCNOT B 06bEME, YKa3aHHOM B MHCTPYKUMKU K

cooTBeTCTBYlOWEMY Habopy/KOMMNNEKTy peareHToB.

7.3.1.5 [obaBbTe B npoMapkKmpoBaHHble Npobupkun ¢ obpasuamm n B npobupky «K-» no 20 mMkn

pactBopa nusoumma (cm 7.2).
7.3.1.6 BcTpsixHuTe npobupkun B TedeHue 3-5 ¢ Ha MMKpoueHTpudyre-BopTekce.

7.3.1.7 UeHTpndyrmupymnte npobupkm B TeueHme 1-3 ¢ Ha MMKpoLEHTpuUdyre-BopTekce.
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7.3.1.8 WHkybupynte npobupku B TeyeHne 60 MWH NpU  KOMHATHON TeMmnepaTtype
(oT 18 °C po 25 °C) unu B TedeHune 30 MMH npu TemnepaTtype 37 °C. 3a BpeMs nHkybaunm
HeobxoaAMMO aKKypaTHO BCTPSAXHYTb nMpobupkn 2-3 pasa B TedveHme 3-5C Ha

MUKpOLeHTpUdyre-BopTeKkce.
7.3.1.9 UeHTpudyrmpyiite npobupku B TeyeHne 60 c Ha MMKpoLeHTpudyre-BopTeKce.

Obpa3ubl rotoeBbl Ana BblaeneHus AHK ¢ ucnonb3oBaHueM Habopos MPOBA-HK-MJIHOC wm
NMPOBA-MY MAKC.

7.3.2  KynbTypbl 6akTepui

7.3.2.1 pomapkupynite nNO OAHOM oAHOpa3oBoM npobupke o06bEMOM 1,5 MA Ansg Kaxaoro
nccnegyemoro obpasua v oTpMLaTeNbHONO KOHTPOSIbHOrO obpasua «K-».

7.3.2.2 BHecuTe B cooTBeTcTBYlOLWME nNpobupkn no 100 MkN CyCneH3nr MWKPOOPraHW3MoB
(cm. 6.3.2).

7.3.2.3 BHecuTte B npobupky «K-» 100 MK CTEpUIbHOrO (GU3NOIOrMYecKoro pacrtesopa Wau
OoTpULATENbHOrO KOHTPONbHOro o0b6pasua, BxoAaswWwero B cocTaB Habopa/koMmnnekTa
peareHToB A/151 BblAE/IEHNS HYKIEMHOBbIX KUCNOT B 06bEME, YKa3aHHOM B MHCTPYKLUN K
COOTBETCTBYIOWEMY Habopy/KOMMNIEKTy peareHToB.

7.3.2.4 [obaBbTe B NpoMapkupoBaHHblie Npobupku ¢ obpasuamMm n B Nnpobupky «K-» no 20 mMkn
pactBopa nusoumma (cMm. 7.2).

7.3.2.5 BcTpaxHUTe Npobupkun B TeueHue 3-5 ¢ Ha MUKpOLUEHTpUdyre-BopTeKce.

7.3.2.6 UeHTpudyrupyiite npobmnpkm B Te4yeHue 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTeKCce.

7.3.2.7 WHKybupyinte npobupkm B TedyeHMe 60 MUH nNpM  KOMHATHOW TemnepaTtype
(o1 18 °C go 25 °C) nnum B Teuerme 30 MmH Npu Temnepatype 37 °C. 3a BpeMs MHKybaunu
HeobxoAMMO aKKypaTHO BCTPSAXHYTb Mpobupkn 2-3 paza B TedyeHMe 3-5C Ha
MUKpOLEHTpUdyre-sopTeKkce.

7.3.2.8 UeHTpudyrupyiite npobupku c obpasuamm B TedeHnme 60 C Ha MukpoueHTpudyre-
BOpTeKce.

O6bpa3ubl rotoBbl Ans BblaeneHns AHK c ucnonb3oBaHuem Habopos MMPOBA-HK-MJTKOC u
MPOBA-MY MAKC).

7.4 Bbliaenenne AHK

Ona sbigenenna OJHK pekoMeHAayeTcs MCnonb3oBaTb KOMMnekT peareHToB MPOBA-HK-TJIIOC
(OO0 «HMNO  AOHK-TexHonoruma», Poccusd) wn  Habop  peareHtoB [POBA-MY  MAKC
(000 «OHK-TexHonoruns TC», Poccus).

MNpoBeanTe BblAENEHNE HYKIEUHOBbLIX KWUCNOT M3 06pasuoB, 06paboTaHHbIX JIM30UMMOM
(cMm. 7.3), ncnonb3ys BeCb MONYYEHHbIN 06bEM (120 MKN), B COOTBETCTBMW C MHCTPYKUMEN K

ncnosbyemMomy Habopy/KOMMAEKTY peareHToB.
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8 TPAHCINMOPTUPOBAHMUE, XPAHEHUE N DKCINNTYATALUMNA
8.1 TpaHcnopTupoBaHue

8.1.1 TpaHcnopTupoBaHue Habopa peareHTOB OCYLIECTBASAIT B  TEPMOKOHTEWHepax C
XnafosneMeHTaMm BCEMW BWAAMW KPbLITOrO TpaHcnopTa npu TeMnepaTtype BHYTpU
KOHTElHepa, COOTBETCTBYHOLLEN YCNOBUSAM XpaHEHUS KOMMOHEHTOB, BXOASLMX B COCTaB

Habopa peareHTOB.

8.1.2 JonyckaeTca TpaHcnopTupoBaHue Ha60pa peareHTOB B BapuaHTe KoMnjektauuu 1 B
TepMOKOHTeVIHean C XjnaaosaneMeHtaMn BCEMU BuMAaMU  KpbITOro TpaHCnopTa nMpu

TeMnepaTtype BHYTpu KoHTelHepa oT 2°C o 25°C He 6onee 5 cyTok.

8.1.3 [donyckaeTca TpaHCNOpPTUpPOBaHME Habopa peareHTOB B BapuaHTe KOMMIeKTauuu 2 B
TEPMOKOHTEHEpPAxX C XJaZo3/IeEMEHTAaMM BCEMU BUAAMWU KPbITOro TpaHcrnopTa npwu

TeMnepaTtype BHYTpu KOHTelHepa A0 25°C He 6onee 5 cyTok.

8.1.4 Habopbl peareHToB, TPAHCMOPTUPOBAHHbLIE C HaApPYLIEHWEM TEMMNepaTypHOro pexunma,

NPUMEHEHUIO He noanexar.
8.2 XpaHeHue

8.2.1 Habop peareHTOoB B BapuwaHTe KoMnnekTauum 1 cnenyer XpaHWUTb B XONOAWIbHUKE WK
XonoannbHOM Kamepe npu Temnepatype ot 2 °C go 8 °C B TeuyeHue BCEro cpoka rogHocTm

Habopa peareHTOB.

8.2.2 Habop peareHToB B BapuMaHTe KOMMJeKTaunm 2 cneayeT XpaHuUTb B MOPO3UJIbHOM Kamepe npu
TemnepaTtype OT MUHYC 18 °C go MuHyc 22 °C B TeYeHMe BCEro Cpoka rogHoctu Habopa

peareHToB.

8.2.3 Habopbl peareHToB, XpaHMUBLUMECS C HapYWEHWEM periaMeHTUPOBAHHOIO pexuMma,

NPUMEHEHUNIO HE NoANexXarT.
8.3 YKasaHus no akcnayaTtauum

8.3.1 Habop peareHTOB AO0/IKEH MPUMEHATLCS COrlacHO AENCTBYHOWEN BEPCUN YTBEPXKAEHHOWN

WMHCTPYKLMW MO NPUMEHEHMUIO.

8.3.2 [Anda nonyyeHums [OCTOBEPHbLIX pe3ysbTaToB HeobXoanMo cTporoe cobnrogeHne MHCTPYKUUK

no nNpuMeHeHuto Habopa peareHToB.

8.3.3 locne BCKPbITUS YMaKOBKM KOMMOHEHTbl Habopa peareHTOB CreayeT XpaHWUTb Mpu

cneayrwmnx ycnoBmuax:

. KOMMOHEHTbl Habopa peareHTOB B BapuvaHTe KOMMaekTauuu 1 criefyeT XpaHuTb B
X0N0ANNBbHUKE WAN XONOAWSBbHOM Kamepe npwu Temnepatype oT 2 °C go 8°C B
TeyeHue BCero cCpoka rogHocTm Habopa peareHToB. [1puMroTOB/IEHHbBIN PacTBOP
nvsoumMa  cneayer  XpaHuMTb B MOPO3W/IbHOWM Kamepe npu  TeMnepaType

OT MUHYC 18 °C 10 MUHYC 22 °C € BO3MOXHOCTbIO OAHOKPATHOIr0 pa3MopaXnBaHus;
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. KOMMNOHEeHTbl Habopa peareHTOB B BapuaHTe KOMMJeKTauum 2 crefyeT XpaHuTb B
MOPO3USIbHOM KaMepe npu Temnepartype oT MUHyC 18 °C Ao MUHYC 22 °C B TeueHue

BCEro Cpoka roAHOCTM Habopa peareHToB.
8.3.4 Habopbl peareHToB C UCTEKLLIMM CPOKOM FOAHOCTM MPUMEHEHUIO He Moanexar.
9 YKA3AHUA MO YTUWIN3ALNUN

9.1 Mpn wncnonb3oBaHnun Habopa peareHTOoB B K/IWMHMKO-AMArHocTuyeckom nabopatopumu
obpasyloTcs oTXoAbl Knacca B, KoTopble yTUAN3UPYIOTCS B COOTBETCTBUU C TpeboBaHUSMU
CaHlnH 2.1.3684-21 n My 1.3.2569-09.

9.2 Habopbl peareHToB, NpuLliealMe B HEMPUIOAHOCTb, B TOM YNCJIE€ B CBSI3N C UCTEYEHMEM CpPOKa
rogHoOCTW, NOBPEXAEHMEM YNAKOBKN noanexar yTuam3aunum B COOTBETCTBUM C TpeboBaHMAMMU
CaHnlnH 2.1.3684-21.

10 FAPAHTUX N3TOTOBUTENSA

10.1 [peanpuATUE-N3roToBUTENb FapaHTUPYET COOTBETCTBME Habopa peareHToB TpeboBaHMAM
TEXHUUYECKUX YCMNOBUI MNpu COBMIOAEHUN YC/IOBMA TPaHCNOPTUPOBAHUSA, XPAHEHUS W

3KCnayatTaunn, YCTaHOBNEHHbIX TEXHNYECKNMUN YCITOBUAMN.

10.2 Cpok rogHoctm Habopa peareHToB - 12 MecsiueB npu cobniogeHUM BCEX YCNOBUIA

TPaHCMOPTMPOBAHUSA, XPaHEHUS U 3KCNyaTaumu.
11 PEMOHT U TEXHUYECKOE OBCNTY>XKXUBAHMUE

Habop peareHTOB npeAHa3HayeH Ans OAHOKPATHOrO WCMOMb30BaHUA W He MNoANeXuT

TEXHWUYECKOMY 06CNY>XMBAHUIO N TEKYLLEMY PEMOHTY.

12 CMBOJ1Ibl, NCMNOJ1Ib3YEMbIE NPU MAPKNPOBKE HABOPA PEATEHTOB

MeanumnHckoe msgenuve ans O6paTtnTechb K MHCTPYKLUUKN MO

IVD ) C14]
[AMArHOCTUKWN in Vitro NPUMEHEHUIO
,ﬂ/ Mpeaen TemnepaTypbl Homep no kaTanory
CoZiepXXMMOro JOCTaTOYHO A1s
W o | N3roToBUTENb
npoBefieHns N TeCTOB
e He ponyckaetcsa Bo3gencreme
g Ncnonb3oBaTtb A0 ZIN

COJIHEYHOIO CBETAa

Homep cepuun

' HecTepunbHO

-
ENE
-

daTta narotosneHus
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13 NMNEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-2019 EamHasa cucteMa KOHCTPYKTOpCcKon AokyMmeHTaumn (ECKA). Obwme TpeboBaHus K
TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 V3genusa meauumHckue. NpuMeHeHne MeHeKMeHTa pucka K MeaAUUUHCKUM
n3genusam.

FOCT P 15.013-2016 Cuctema pa3paboTKuM M MOCTAaHOBKW MpoayKuum Ha npowmssoactso (CPMM).
MeaunumHckne nsnenus.

FOCT 15.309-98 Cucrema pa3paboTkm M NMOCTaHOBKWM MPOAYKLMW Ha Npom3BOACTBO. McnbiTaHusa u
npuémka BbiMyckaemMon NpoayKuUmnm. OCHOBHbIE MOJSIOXKEHUS.

FOCT P 51088-2013 MeauumHckne wusgenua Ans AOMArHOCTUKM WH BUTPO. PeareHTbl, Habopbl
peareHToB, TECT-CUCTEMbI, KOHTPOJIbHbIE MaTepuanbl, NUTaTenbHble cpeabl. TpeboBaHMA K nsgenmam
N NoaAepXuBatoLLen AOKyMeHTaumu.

FOCT P 51352-2013 MeguumMHCKMe U3genus ansa AMarHoCTUKN UH BUTpo. MeToabl UCMbITaHUN.

FOCT P 53022.3-2008 TpeboBaHunsa K KauyecTBY KAMHUYECKUX NabopaTopHbIX mccnegoBaHuin, Y.3.
MpaBuna ouEeHKN KITMHUYECKON MHDOPMaTMBHOCTM 1abopaTopHbIX TECTOB.

FOCT P NCO 18113-1-2015 MeanmumHckme w3genna ANS  AMArHOCTUKM in vitro. WHdbopmaums,
npenocTaBnseMas wm3rotosutesnieM (Mapkuposka). Yacte 1. TepMuHbl, onpepeneHums u obwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeguumHckme wusgenusa Ans AWarHoctuku in vitro. WHdopmaums,
npegocrasnsieMas n3rotosmtenem (Mapkmposka). Hactb 2. PeareHTbl 4159 ANMArHOCTUKK in vitro ans
NpodeCcCnMoHaNbHOro NpMMeEHeHUs.

FOCT P UCO 23640-2015 MeanuuHckme msgenus Ans AMarHoCcTukmy in vitro. OueHka ctabuibHOCTU
peareHToB 4S9 AMarHOCTUKMK in vitro.

FOCT P NCO 15223-1-2020 Uzpgenna mepgunumHckne. CMMBOAbI, NpPUMEHSIEMble MPU MapKMpOBaHWUMU
MeANLMHCKUX U3LENUi, Ha 3TUKETKax U B COMpOBOAMTENbHOM AOKyMeHTaumun. Yactb 1. OCHOBHble
TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopun MeanumHckmne. TpeboBaHMs 6e30nacHOCTW.

MpuMeyaHne - YKasaHHble Bbllle CTaHAAPTbl SBASAAUCH [AEWACTBYOWMMU Ha MOMEHT YTBEpPXAEHMUS
WMHCTPYKUMW MO MNpUMeHeHMto. B panbHeiiweM, npu Nofb30BaHUM AOKYMEHTOM, Lefnecoobpa3Ho MpoBepuUTb
[NeCTBNE CCbITOYHbIX HOPMATMBHbIX JOKYMEHTOB Ha TEKYLLMIA MOMEHT. EC/TM CCbINIOUHbIN JOKYMEHT 3aMEHEH UNn
M3MEHEH, TO MPW MPUMEHEHMM HACTOSILLErO AOKYMEHTa CNeAyeT MoJib30BaTbCs 3aMeHEHHbIM (M3MEHEHHbIM)

AOKYMEHTOM.
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14 AAPEC AN OBPALLEHUA

MponssoacTBO HAbOpPOB peareHToB MMeeT CepTUPUUUPOBAHHYI CUCTEMY MeHeXMeHTa
KauyecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CMCTEM MeHeaXXMeHTa kadectBa ISO 9001 B
obnactn paspaboTku, npoussoacTBa W npogaxu IVD peareHToB U NpuboOpoB ANS MONEKYNSPHO-
reHeTUYeCKON AMArHoCTUKM W apyroro nabopatopHoro npuMmeHeHns u EN ISO 13485 B obnactu
pa3paboTkun, NponsBoACTBa U Npoaaxu IVD peareHToB 1 NpMbopoB ANS MEAULIMHCKON MONEeKYNspHO-
reHeTU4YeCcKoM AMarHOCTUKMU.,

MpousBoauTenb: O6WECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbIO «AHK-TexHonorns TC»;

000 «OHK-TexHonorms TC», Poccus.

Appec npousBoguTtens: 117246, Poccus, r. MockBa, npoe3g HayuHbinn, a. 20, cTp. 4.

MecTto npousBoacTBa: OO0 «[HK-TexHonorusa TC»: 117246, Poccus, r. MockBa, npoe3a HayuHblii,
4. 20, ctp.4.

Mo BonpocaMm, KacatowmnMcsa kavyectsa Habopa peareHtos NMPOBA-J1, cneagyet obpaliatbcsa B

CNyX06y KIMEHTCKOW NoAAEPXKKMN.

Cny>x6a KNMeHTCKOM NoaaepXKu:

8 (800) 200-75-15 (ans Poccumn, 3BoHOK BecnnaTHbIin),

+7 (495) 640-16-93 (ansa ctpaH CHIC n 3apybexbs, 3BOHOK MJ1aTHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru

Homep 780-1
2022-09-13
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