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BBEOEHUE

1. HacToswasa UHCTpyKUna no npumeHeHuto sepcun 21.10.24 pacnpocTpaHseTca Ha
mMeanuuHckoe mnsgenve «Habop peareHToB ns kavectBeHHoro onpegenenuns OHK/PHK
BO30yauTenemn BUPYCHbIX KULWEYHbIX MHAEKUNA B BUONormdyeckom maTtepuane 4venoseka
meTtogom MNUP/OT-MNUP ¢ getekumen B pexnme «peanbHoro sBpemenny (Amplitech All-Viro
(R)) no TY 21.20.23-045-19926214-2024» (nanee — Habop).

KpaTkoe HaumeHoBaHune Habopa: Amplitech All-Viro (R).

Habop cnenyeTt npumMeHATb B COOTBETCTBUMM C AENCTBYHOLLEN BEPCUEN MHCTPYKLUN NO
npumeHeHnto. [Ona ypobctea paboTtbl B nabopatopum [OMyckaeTcss WCNonb3oBaTb
AECTBYIOLLYIO BEPCUIO KPAaTKOro pykoBOACTBa MO NpMMeHeHuto Habopa.

2. Octpble kuweyHble wuHGpekumn (OKN) — wwnpokaa rpynna WHAEKUMOHHbIX
3aboneBaHun c pekanbHO-OpanbHbIM MEXaHU3MOM nepefavv U MpenmyLLEeCTBEHHbIM
nopaeHMeMm OpraHoB NULLIEBapUTENbHOrO TpakTa (racTpoaHTepuTsl, kKonutbl). OKU moryT
ObITb Kak BUPYCHOW, TaK 1 6akTepmnanbHON 3TUONOTUN.

BupycHbiMn  BO3byauTenamMun  uMHdeKkuMn Moryt ObiTb  ageHoBupycbl  rpynnbel F
(Adenovirus F), potasupycskl rpynnsl A (Rotavirus A), HopoBupycbl 1 1 2 reHorpynnbl
(Norovirus Gl n Gll), actpoupychbl (Astrovirus).

CumntomaTuka OKW, He3aBMCUMO OT 3TUONOrMYECKOro areHTa, KpanHe pasHoobpasHa:
oT 6eccMMNTOMHOIrO HOCUTESNbLCTBA, rOfloBHOW Gonn u cnaboctn A0 AuMapen, TOLIHOTHI,
PBOTbI, cnacTudeckon 6onu B XMBOTE M BbICOKOW TemnepaTypbl. B nogobHbIX cryydasix
CBOEBpPEMEHHAA U TOYHAA [MarHoCTMKa BO3MOXHa npu nabopaTopHom obcremoBaHuu.
MUP B peanbHOM BpemMeHn obnagaeTt BbICOKOW YYBCTBUTENbHOCTLIO, CNELUMPUYHOCTBIO U
0OBEKTMBHOCTBIO MOMyYeHHbIX pedynbtaTtoB. Habop peareHTtoB «Amplitech All-Viro (R)»
nossonsieT BbIABNATb, AuddepeHumposaTs [OHK/PHK ykasaHHbIX BMpYycOB B pamkax
HECKOJTbKMX peaKkuni.
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1 HA3SHAYEHME

Habop npegHasHadeH [nNd KadeCTBEHHOro onpegeneHna u  anddepeHumaumnm
HYKIEMHOBbLIX  KMCMOT  BO30yauTEnen BUPYCHbIX  KuwedHblX  uMHdekumn  (OKN):
ageHoBupycoB rpynnbl F (Adenovirus F), potaBupycoB rpynnbl A (Rotavirus A),
HopoBupycoB 1 u 2 reHorpynnsl (Norovirus Gl n Gll), actpoBupycoB (Astrovirus) B
Buonormyeckom maTepuane yenoseka (hekanum) meTogomM O6paTHOM TPaAHCKPUMNLAN U
NONMMEpPasHON LENHOW peakunun ¢ rmbpunansaumoHHO-NyopecLeHTHON AeTekunen B
pexume «pearibHOro BpeMeHu».

Habop npegHasHaveH anst nabopaTtopHOW AMarHOCTUKK in vitro. MNMpumeHeHne Habopa
He 3aBMCUT OT MONYNSALMOHHbIX U AeMorpaduryecknx acnekTos.

2 OBJIACTb NPUMEHEHUA

Habop npegHasHayeH Ans NpUMEHEHUSA B KNMHW4YECKOW nabopaTopHOM AMarHOCTUKE
ANnga uccnegoBaHna GMoONorMyeckoro Matepuana, Nnosly4eHHoOro oT fuL ¢ No403peHnEM Ha
Hanuue KuweyHon uHdekumn. OTpuuaTteneHble pe3ynbTaTbl UCCNEeSOBAHUSA C MOMOLLbIO
Habopa He  UCKMYalT  BO3MOXHOCTb  MHPUUMPOBAHUA  MUKPOOPraHm3mMamm,
BbISIBMISIEMbIMM  C MOMOLLBID Habopa, M He [OMMKHbI MCMONb30BaTbCA B KadecTse
€NHCTBEHHOM OCHOBbI AN MPUHATUA pelleHna O nedeHun nauyueHta. OTpuuaTtenbHble
pesynbTatbl WUCCNeOBaHUS [AOSMDKHbl coveTaTbCA C  KIMHUYECKUMWU HabnogeHusMmu,
ncrtopmen 6onesHn n ANMAEMMONOrMYECKON MHGOPMaLEN.

Habop MoXeT NpUMEHSITLCSA B KIMHUKO-OUArHOCTUYECKNX NlabopaTopusx.

3 NMPOTUBOMNOKA3AHUA K NTIPUMEHEHUIO
MpoTMBOMOKa3aHMs K NpMMEHeHU0 Habopa OTCYTCTBYHOT.
4 PUCKU NPUMEHEHUA, NOBOYHBIE 3PPEKTbI

Mpyn npumeHeHnn Habopa MO Has3HA4yeHU, B COOTBETCTBMM C OAHHOW WHCTPYKUUEN,
pUCKM 1 NOBOYHbIE 3P(PEKTBI OTCYTCTBYHOT.

5 ®OPMbI BbINMYCKA

Ha6op BbinyckaeTcsa B AByx hopmax! (cm. Tabnmuy 1).

Tabnuua 1
OnucaHue chopm Bbinycka Habopa
KonuyectBO
®opma OnucaHue uccnegoBaHUN, B TOM
yucne ansA KOHTponeun
1 [oToBLIE K NpUMEHEHUO peakumoHHble MNLP-cmecn B BMae rens, 48
packanaHHble B 96-NyHOYHbIV NnaHweT
> FoToBblE K nNpuUMeEHeHWo peakumoHHble TLUP-cmecn gns 96

pasHeceHus no npobupkam

1 Habop B hopme Bhinycka 1 ynakoBaH B KOPOGKY U3 KapTOHa, B popMe Bbinycka 2 - B MONUSTUNEHOBLIN NakeT
C 3acTéxkon Zip-Lock.
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6 COCTAB

CoctaB Habopa ykasaH B Tabnuuax 2, 3, 4.

CoctaB copmbli 1

Tabnuua 2

HoMuHanbHbIN

KomnoHeHT o6 BEM. MN Kon-Bo BHelwwHnn Bug,
)
96-NYHOYHbLIN AeNUMbINA NAAHLLET,
MnaHweTt c peareHtamu All (R)-3/4 _ 1 wr. 3aKneeHHbIN 3aWMTHON NAEHKON, C
peareHTamMu B BUAe rens Ha gHe
npobupok
[MnéHkn onsa nnaHweTa - 2 Wr. Knenkne nnéHku
BK
(PacTBop, coaepxaLuunii reHHO-MHXEHEPHYIO 0,96 1 r|p06|/|p|<a I'IpospaqHaﬂ OecuBeTHas XXNOKOCTb
KOHCTpYKUMio ¢ HK BHYTpeHHEero KoHTpons)
((éifdleprM pacTaop) 0,8 1 npobupka [Mpo3spayvHasn GecLBeTHas XXUAKOCTb
MNKF
(PacTBop, coaepx)aLLMit reHHO-MHKEHepHbIe 0,8 1 npo6upka [Mpo3payHas GecLBeTHas XUAKOCTb
KOHCTPYKUMK ¢ doparmeHTammn HK
BbIABNAEMbIX MMKpOOpFaHVI3MOB)
B 6ymaxHoM BMAE M SNEKTPOHHOM
MHCTPYKUMSI MO NPUMEHEHNIO - 1 wr. BMAe no agpecy:
http://lwww.amplitech.ru/resources/
KpaTtkoe pykoBoACTBO - 1 wr. B 6ymaxHoMm Buge
B anekTpoHHOM BMae? no agpecy:
MacnopTt - 1 wr. . !
P http://lwww.amplitech.ru/quality/
Tabnvua 3
PacnonoxeHue peareHTOB B nnaHLieTe
Pagbl -
npOGFI:‘IpOK PeareHT BHewHnn BuA
Cwmecb All (R)-3
ACEG (PeakuyonHas MLP-cMeck co creunduieckumn npaiivepamy, | €716 OT CEPOTO 10 (PMONETOBOro
T bryOpECLIEHTHO-MEUEHBIMI 30HAaMN, TepmocTabunbHon [HK-  LIBETa Ha AHEe NpoGuMpok
nonnmepason, peseptason, AHTP, consimu)
Cwmecs All (R)-4
B D F.H (Peakuonas MLP-cMeck co creunduieckumn npaiivepamy, | €J1b OT CBETIIO-PO30BOTO A0

nyopecLeHTHO-MeYeHbIMU 30HAaMK, TepmocTabunsHon OHK-

nonnmepason, peseptason, AHTP, consimu)

KpacHoro LiBeTa Ha aHe NpoGupok

2 B cny4ae oTcyTCTBUS AOCTyna K VIHTepHeTy obpaTutech B crnyxby TeXHMYECKON NoaaepKKu no TenedoHy
(495) 374-13-46 ons 3anpoca o NpeaocTaBneHn GymMmaxkHOM Bepcumn nacrnopra.
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Tabnuuya 4
CocraB ¢opmbI 2

HomMuHanbHbIN
00BLEM, M

KomMmnoHeHT Kon-Bo BHewHun Bung

Cwmecs All (RW)-3

(PeakumoHHas MLP-cmeck co cneumndunyecknmm [‘|po3paq|—|ay.| XKUOKOCTb OT CBETINO-

i - 0,96 1 npobupka
npanmepamu, cbnyopecuthHo MeYeHbIMU § p p Ceporo A0 hMONeToBOro LseTa
30HA4amu, TepmocTabunbHon JHK-nonmmepasoi,

pesepTason, AHTP, consimm)
Cwmecb All (RW)-4

(PeakuumoHHas MNLP-cmeck co cneumduyeckumm 096 1 6 Mpo3payHas XWOKoCTb OT CBETIO-
" . , npoodupka

npanvepamu, d)J'IyOpeCLI,eH‘I:HO MeYeHbIMU 5 p p Ceporo 10 hM1ONETOBOrO LiBETA

30HA4aMu, TepmocTabunsHon JHK-nonumepason,

pesepTason, AHTP, consimm)

BK
(PacTBoOp, coaepXaLuuii FeHHO-UHXEHEPHYo 0,96 1 r|p06|/|p|<a I'IpospaqHaﬂ OecLBeTHas XNOKOCTb
KOHCTpyKumio ¢ HK BHyTpeHHero koHTpons)
OK 5 0,8 1 npobupka [lpo3payHas becuBeTHas XNOKOCTb
(BydepHblii pacTeop)
MKF
(PacTsop, coepxaLLii reHHO-MHXEeHEepHble 0,8 1 npo6upka [MpospayHas GecLBeTHas XUAKOCTb
KOHCTPYKUuM ¢ dpparmeHTamn HK BbisBRsiembix
MWKPOOPraH13moB)
B 6ymaxkHOM BMAE 1 3NEKTPOHHOM
MHCTpYKUMS NO NPUMEHEHUIO - 1 wT. BMAe Mo agpecy:
http://www.amplitech.ru/resources/
Kpatkoe pykoBoacTBo - 1 wr. B 6ymaxxHOM Buge
B anekTpoHHOM Buaes no agpecy:
MacnopTt - 1 wr. P A Apecy

http://www.amplitech.ru/quality/

7 MPUHUMN METOOA

MccnepoBaHme ¢ nomowbio Habopa nNpoBOAUTCA METOAOM OOpaTHOW TpPaHCKPUNUUK
(OT) PHK wn nocneaytowen amnnmdbukaumm dparmedtoB kOHK/OHK metogom
nonumepasHon uenHon peakummn (MLP) ¢ rmbpuansaunoHHo-yopecLeHTHON AeTeKUnen
NPOAYKTOB amMnnudukaumMm B pexuMme «peanbHOro BpeMeHuy. [leTekumsi npoayKToB
amnnudurkaumm 1 pasgenbHoe BbisiBieHNe mMuweHen obecnevvmBaeTcsi NPUMEHEHMEM B
ABYX peakumoHHblix cmecax ans [P dnyopecueHTHO-MEeYEeHbIX OfMMIoHYKNeoTUaoB,
CUrHanb!l OT KOTOPbIX PErNCTPUPYIOTCS MO pasfiMyHbIM KaHanam oryopecueHTHON AeTekuun
(cm. Tabnmuy 5).

Tabnuua 5
KaHanbi AeTeKunu MULLEHEN
FAM R6G* ROX Cy5
Cwmechb All (R)-3 /Cmecb All (RW)-3
PHK Norovirus Gl [IHK Adenovirus F OK30reHHbI BK
- (gene for nonstructural (McKycCcTBEHHO CUHTE3MpOoBaHHas
- s (Hexon gene)
polyprotein) nocrefoBaTenbHOCTb)
Cwmecb All (R)-4 / Cmech All (RW)-4
PHK Astrovirus PHK Norovirus GlI PHK Rotavirus A Ok30reHHbIn BK
(gene for nonstructural (MCKYCCTBEHHO CUHTE3MpPOBaHHas
(RdRp gene) : (NSP2 gene)
polyprotein) nocriefoBaTeNnbHOCTb)

3 B cny4ae oTcyTCTBUS AOCTyna K VIHTepHeTy obpaTtutech B crnyxby TeXHMYECKON NoaaepKKu no TenedoHy
(495) 374-13-46 ons 3anpoca o NpeaocTaBneHn GymMmaxkHOM Bepcumn nacrnopra.

4 CurHan ot dnyopodopa R6G pernctpupyetcs nNO KaHamy OeTeKUUM curHana OT aHanornyHbIX
dnyopodchopos HEX n VIC.

5 B ckobGkax ykasaHa obnacTb amnnudukaLmm MALLEHN.
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7.1 XapakTtepucTuka nonoxurtenbHoro koHtpons MK F

KoHueHTpauna KnoHnpoBaHHbIX hparmeHToB HK BCex BbISIBMISEMbIX MUKPOOPraHN3MOB B
MK F coctaenser 5Iig+£0,51lg konui/mn. KoHueHTpaumsa onpeaensdetca C MOMOLLbO
YyCTaHOBMEHHOW Mpou3BoanUTENeM METOAMKU BbINOSHEHUS U3MEPEHUW Ha OCHOBE MeToaa

NMMUTUPYOLWNX pa3segeHun [1, 2].

8 HEOBXOOUMMOE OBOPYOOBAHUE U MATEPUAIDbI

Ana paboTtbl ¢ Habopom TpebytTca obopyaoBaHME W Martepuansbl, YKasaHHble B

Tabnuue 6.

Tabnuua 6

O6opynoBaHue n matepuanbl, Heo6xoaumblie AnNA paboTbl ¢ Habopom

Heo6xogaumoe o6opyaoBaHue U matepuanbl B criy4yae

aBTOMaTU3MPOBaHHOW NOArOTOBKM K
npoBegeHuto MUP/OT-NMUP gna ¢opmbl
Bbinycka 1

py4Hom nogrotoBku k npoBegeHuto MLUP/OT-MUP ansa
c¢opm Bbinycka 1 n 2

e aBTOMaTM4eckas cTaHuuns
Npo6onoAroTOBKM «Amplitech E1»
(«Amnnutek», Poccus; PY Ne P3H 2022/16981);
. nporpaMmupyemMbinn  amnnmgukaTop ¢
cmcTemon aeTekunn dhrnyopecueHTHOro
CUrHamna B pexXuMe «pearnbHOro BpeMeHU»
(ATnpanm (OO0 «HIMO OHK-TexHonorusx»; PY
Ne ®CP 2011/10229), CFX96 (Bio-Rad
Laboratories, Inc.; PY Ne ©C3 2008/03399),
Applied Biosystems QuantStudio 5 (Life
Technologies Holdings Pte. Ltd.; PY Ne P3H
2019/8446));

e XONoAWNbHUK c Kamepon,
nogaepxusatrowen Temnepatypy ot 2 °C pgo
8 °C;

e &MmKoCcTb Ans cbpoca MCNOMb30BaHHbLIX

. MU P-60kc;

. ueHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

e fosaTopbl nepemMeHHOro obbéma, MexaHudeckue
U 3NEKTPOHHbIE, C BO3MOXHOCTbIO J03MPOBaHUA oT 5
A0 200 mkn (PY Ne dCP 2009/05681);

. nporpaMmMupyembin - amnnudukaTtop € CUCTEMOK
getekumm  NyopecueHTHOro CcurHana B pexume
«peanbHoro BpemeHuy» (OTnpaim (OO0 «HIMO OHK-
TexHonoruns»; PY Ne ®CP 2011/10229), CFX96 (Bio-Rad
Laboratories, Inc.; PY Ne ®C3 2008/03399), Applied
Biosystems QuantStudio 5 (Life Technologies Holdings
Pte. Ltd.; PY Ne P3H 2019/8446));

. wratue anga NUP-nnaHweToB (Mpy Ucnonb3oBaHUM
dopmbl 1);

. wratme Ans npobupok obvémom 0,2 mn (npwu
ncnonb3oBaHnn hopmbl 2);

MaTepunanos; . XONMOAUNBHUK €  KaMepow,
[ nepyaTkn MeauunHCKMe, ofHopasoBble, |TemnepaTypy ot 2 °C go 8 °C;
HeonyApeHHbIe. . npobupku ana MUP o6bémom 0,2 Mn ¢ onTUYeckn
Npo3payHoi KpbIWKOW, OA4HOpa3oBble, CBOOOAHLIE OT
OHKa3 n PHKa3 (npu ucnonb3osaHum opmbl 2);

e HaKOHEYHMKM AN [o3aTopoB NEPEMEHHOro 06bLEMA,
c GunbTpoMm, o0b0béEMOM go 20 wMkn, OAHOPa3oBbie,
cBoboaHble oT JHKa3 n PHKas;

e  éMKOCTb ANns copoca NUCrnonb30BaHHbIX MaTepPUaros;
o nepyarku MegMUUHCKMe, O[HOpas30Bble,
HeonygpeHHbIe.

nogaepxuearoLLen

9 MEPbLI NPEAOCTOPOXHOCTHU

Knacc noteHumanbHOro pucka npumeHeHnsa Habopa (cornacHo lNMpukasy MuHucTepcTea
3apaBooxpaHeHnss PO Ne 4H ot 06.06.2012) — 26.

PaboTta ¢ HabGopoM [ormkHa NpoBOAUTLCS B nabopaTopun, MUCMOMb3yloWwen mMeToapl
aMmnnndmrkaumm HyKNemHOBbLIX KUCMOT ANs MUCCrefoBaHUs mMaTtepuana, ¢ cobniogeHnem
TpebosaHun [TOCT P WCO 15190 «JlabGopaTtopum meguuuHckue. TpeboBaHus
6esonacHocTn», MY 1.3.2569-09 «OpraHmsauusa pabotbl nabopatopun, MCNOSb3YHOLLNX
MeToAbl aMmnnMduKaunum HyKNenHoOBbIX KUCNOT Npu paboTe ¢ maTepuanom, coaepxallmm
Mukpoopravmambel |-IV  rpynn  natoreHHocTuy», CanlluH 3.3686-21 «CaHuTtapHo-
anuaemuornormyeckne TpebosaHnsa No NpodunakTnke MHPEKUNOHHbBIX BonesHeny.

Mpn paboTte HeobxoaMMO Bceraa BbINONHATL crieaytowme TpeboBaHus:
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e [lpmeHATb HaboOp NO Ha3HA4YeHU B COOTBETCTBMM C [LaHHOM WHCTPYKUUER.
OTKNOHEHNE OT MpPOMUCaHHbIX Mpoueayp W nopsigka AENCTBUM MOXET MpPUBECTU K
NoSTy4YEHMIO HEQOCTOBEPHBIX Pe3ynbTaToB UCCNeLoBaHuS.

e K pabote ¢ Habopom pJonyckaeTcsi TONMbKO MepcoHan, obydeHHbIn MeToaam
MOSEKYNSAPHOA  OMArHOCTUKM WM npaBuniam paboTbl B KINWMHUKO-OWArHOCTUYECKOW
nabopatopumn B cootBeTcTBUN ¢ CaHllvH 3.3686-21 (pa3sgen V).

e PaccmaTpuBaTthb nccnegyemblie obpasubl Kak NHEKLUMOHHO-0ONAcCHbIE,
opraHu3oBbiBaTb paboTy u xpaHeHue B cootBeTcTBUM ¢ CaHlnH 3.3686-21.

e YTUnuanpoBaTb peareHTbl W MNNEHKM ANa  nnadHweTta  (MCNofib30BaHHbIE,
Hencnonb3oBaHHbIE, NpuULle[lne B HEFOQHOCTb B CBSA3W C UCTEYEHMEM CpoKa rogHOCTU
n/mnun HecobnogeHMeM pernaMmeHTUPOBaHHOIO peXxnma XpaHeHusi, TPaHCNOPTUPOBAHUS U
NPUMEHEHNS), BHELLHIOK YMNaKoBKy Habopa, 9KCnnyaTauMOHHYK [OOKYMEHTauui B
cootBeTcTBUN C TpeboBaHnamm CaHllnH 2.1.3684-21 «CaHuTapHO-anMaemMmonorndeckme
TpeboBaHUA K CoOoepXXaHU0 TEPPUTOPUA TOPOACKUX U CESIbCKUX MOCENEeHUn, K BOAHbLIM
obbekTtam, NUTLEBON BOAE W MNUTbLEBOMY BOAOCHAGXEHMIO, aTMOCHEPHOMY BO3AYyXY,
noYBaMm, XWUNbIM MOMELLEHMAM, 3KCMnyaTtauunm MpPOU3BOACTBEHHbIX, OOLLECTBEHHbIX
NoOMEeLLeHNn,  opraHu3auMm U1 MPOBEAEHUD  CaHUTaPHO-NPOTUBOINUOAEMUYECKUX
(NpodbmnakTU4ecknx) MeEpPONPUATUNY K YTUNN3aLMM MEeOULMHCKMX OTXOA0B knacca I.

e He oTkpblBaTb NpobMpkM C npoaykTtamu amnnudukaumm B npouecce mx cbopa u
yTUnmM3aumn.

e YTunusnposaTb Ouonornyeckuii matepuwan, a Takke pacxoAdHble MmaTepuanbl U
WHCTPYMEHTbI, 3arpsi3HEHHbIE OMonormyeckum maTtepuanom, B COOTBETCTBUMM C
TpeboBaHuamm CaHlnH 2.1.3684-21 k yTunmsaumm MeanumMHCKNX 0TXo40B knacca b.

e He ncnonb3oBaTb HAboOp, ecnn HapyLleHa BHYTPEHHAS ynakoBKa UMM BHELUHUN BUG
peareHTa He COOTBETCTBYeT OMuWCaHWK, YKkasaHHoMy B Tabnuuax 2-4 ans
coOTBeTCTBYlOLWEN (POpMbI BbiNycka Habopa.

e He ucnonb3oBatb Habop, ecrnv He cobnoganncb YCroBUSA TPaHCMOPTUPOBAHUSA U
XPaHEeHUs1 COrnacHO MHCTPYKLNMN.

e He ncnonb3oBatb Habop NO UCTEYEHMM CPOKA rOLHOCTH.

e lcnonb3oBaTtb OTAENbHbIA ANA  Kaxgoro obpasua/peareHTa  0OQHOPA30BbIN
HaKOHEYHUK C PUSTbTPOM.

¢ /Icnonb3oBaTb 3alMTHYIO ogexay B cootBeTcTBUM ¢ MY 1.3.2569-09. Bece onepauum
NPOBOAUTbL TOSIbKO B O4HOPA30BbIX HEOMYAPEHHbIX NepYaTkax st UCKNIOYEHNSA KOHTaKTa C
OpraHM3MoM YeroBeka.

e He ecTb, HE NUTb U HE KypUTb B NpoLecce Ucnonb3oBaHus Habopa. M3beratb KOHTaKTa
peareHToB C KOXeW, rnasamm n cnnaucton obonoykon. He rnotats.

PeareHTbl, BXxogsume B coctaB Habopa, cogepaT HaTpus asung B KOHUEHTpauum He
6onee 0,05 %, NO3TOMY He KnaccMPUUMPYIOTCA Kak onacHble A5s 300pOBbs YenoBeKa U
okpyxatouwen cpeapl. [py KOHTaKTe HEMEANEHHO NPOMbITb MOPaXXEHHOE MECTO BOSbLINM
KONM4YeCTBOM BOAbI M NPU NSIOXOM CaMOYYBCTBUN 0OpPaTUTBLCA 3a MEOULMHCKON NOMOLLbIO.
Mpy nonagaHum BHYTPb PBOTY HE Bbi3bIBaTb, NPOMNOSOCKaTh POT BOAOW, 06paTUTLCS K Bpady
npw NSIOXOM CaMOYYBCTBUN.

Ncnonb3oBaHne Habopa No HasHadeHuo M cobnogeHne BbllenepevncrieHHbIX Mep
NpegoCTOPOXXHOCTU UCKIOYaeT HeraTMBHOE BO34ENCTBME Ha OpraHn3m YerioBeka.
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10 UCCNEQYEMbIA MATEPUAN

Habop npegHasHayeH Ans wuccnegoBaHust TONbkKo Buonornmyeckoro martepuana,
yKkasaHHoro B pasgene 1. Baatune, npegBaputenbHyto 06paboTky, TpaHCNOPTUPOBaAHUE U
XpaHeHve bronornyeckoro matepuarna cnegyet NPpoBOANTbL B COOTBETCTBUM C:

e MY 1.3.2569-09 «OpraHusauusa paboTbl nabopaTtopuii, UCNOMb3YIOLWNX MeToAbI
aMmnnndurKkaumm HyYKNEeMHOBbLIX KUCMOT npu  paboTte C maTtepuanom, coaepXalum
MUKpoopraHnamel I-IV rpynn natoreHHoCTn»;

e TpeboBaHNAMM, NEPEYNCNEHHbIMM B Tabnuuax 7 u 8.

Tabnuuya 7
TpeboBaHuA K B3ATUIO U NpeaBapuTenbHon o6paboTke uccneayemMoro marepuwana

B3saTtue n npego6paboTtka chekanumn

MepeHectn obpasey dekanuii B konudectBe 1-3r1 (1-3 mn), umcrnonb3ys B 3aBUCMMOCTM OT
KOHCUCTEHLMM obpa3sua oTAenbHbIA HAKOHEYHUK C (PUIbTPOM UM OOHOPA30BYHO nonaTky, B CTEPUIbHBIN
O[HOPA30BbI KOHTENHEP.

MpepobpaboTka:

Mpun nccnegoBaHWM HaTUMBHBIX (hekanuin 6e3 NpeALecTBYOLEro 3amopaXnsaHns rotToBsT dyeKanbHyo
cycneHauto. [py BOAAHMCTOW KOHCUCTEHLUMM (bekanuin NpUrotoBneHne cycneHsnm He TpebyeTcs.

MpepobpaboTka hekanuin BOOAHUCTON KOHCUCTEHLMMW, CBEXENPUrOTOBMEHHOW CycneH3un dekanun
NN CyCrneHsuu, NoaBepraBlUENCs 3aMOPaXKMBaHWIO C MMUMUEPWHOM, NPOBOAUTCH METOAOM 3KChpecc-
dunbTpaumn.

MpuroToBneHue ¢hekanbHOM CycneH3nm

B npobupky, cogepxatuyto 0,8 mn pocdartHoro bydepa (Mnu cTepmribHOro0 N30TOHMYECKOrO pacTBopa
HaTpusa xnopuga), oTAeNbHbIM HAaKOHEYHMKOM C (OUNBbTPOM (MNM O4HOPa30BOKW nonaTkon) BHectn 0,1 T
(0,1 Mn) dbekanuii n TWATENBLHO pecycrneHanpoBaTh Ha BOpTEKCE 40 06pa3oBaHMs TOMOreHHOWM CyCneH3nun.

[Mpn HEBO3MOXXHOCTW MCCNEAOBaHNA MaTepuana B Te4eHne CyToK n/unm HeobxoanmMocTu ANUTENbHOro
XpaHeHus1 K NPUrOTOBMEHHOW CyCneH3umn dekanun gobaBuTb MMULEPUH B KOHEYHOW KOHLEHTpauuu 15—
20 %. lNMocne TwWaTenbHON roMOreHn3auun ¢ UCNornb30BaHNEM BOpTEKCa M 3KCMO3ULUW C MULEPUHOM B
TeveHne 30-40 MyH Npobbl 3aMOPO3UTb.

MoproToBka dekanuin meToaom LeHTpUdyrmposaHus

Mpobupkn c cycneHsmen wnm BOAAHWUCTbIMU hekanuamun ueHTpudyrmposate 5 mMuH npu 7000-
12000 x g. Wcnonb3ys HakoHEYHUK C PUNbTPOM, oToOpaTh M3 Npobupkn GakTepuanbHy dpakumio B
o6beéme 50 Mkn (BepxHsst 6eno-xénTas YacTb obpasoBasLuerocsi ocagka). lNpu oTcyTcTBUM BEno-XEnToro
MOrpaHWYHOro Crnosi Mexagy ocagkoM W cynepHataHTom oTobpatbe 100 MKN € rpaHuubl ocagka W
cynepHaTaHTa. [Mpu oTcyTcTBMM ocagka otobpatb 100 Mkn co AHa NpobupKw.

OT06paHHyto YacTb NPobbI NEPEHECTM B HOBYHO MPOBUPKY M UCMONb30BaThb AS19 NPOBEAEHUS AKCTPaKLUM
OHK/PHK. OonyckaeTcs pa3BefeHune cynepHataHTa pocgatHo-conesbiM bydepom B cooTHowWweHUn 1:1 B
crnyyae nonydeHus HeBanuaHblx pesynbtatoB [MLP-uccnegoBaHus m3-3a MHrMBUpoBaHus peakumm
amMmnndukaumn.

MoproroBka dekanuim meToaom aKcnpecc-punbTpaLm

HeobxoaMmo 1cnonb3oBaTh ABa HakoHeYHuMka obbémom 1000 mMkn: ogvH € aspo30ribHbIM OUMBLTPOM,
apyron — 6e3 Hero. B HakoHeuyHuK 6e3 aspo30nbHOro dunbTpa BCTABUTb OTPE3aHHyto pabouyio 4vacTb
0QHOPa30BOro BaTHOMO 30HAA (BaTHOW Namoykv) M 3adMKCMpOBaTb MPOTANKMBaHWEM B CYXEHHYH 4acTb
HaKOHeYHUKa. HakoHeYHNKOM C adpo30rbHbIM (UnNbTPoM 3abpaTtb 1 Mn chekanbHOW CycneH3mun, BCTaBUTb
€ro B MOAroTOBNEHHbI HAKOHEYHMK C BaTHbIM OUNbTPOM U MPONYCTUTL CYCNeH3uto Yepes (punbTp B HOBYIO
O[HOPa30BY0 NPOOMPKY.

Mpwn 3aTpygHEHHOW hunbTpauun pekoMeHOyeTCsl YMEHbLUWUTL KOHLIEHTpaLMIo bekanbHOM CyCneH3unu.
HonyckaeTcsi pasBefgeHune cynepHataHTa dgocdaTHo-coneBbiM Bydepom B cooTHoweHun 1:1 B cnyyae
nonyyeHuss  HeBanuaHbix pesynbtatoB [ILP-uccnegoBaHua  u13-3a  vHrMOGMpoBaHMSA  peakumu
amMndukaunn.

Tabnuuya 8

TpeGOBava K ycnoBusam TpaHCNopTupoBaHUA N XpaHeHUA
nccrneayemMoro matepuana
YcnoBusa TpaHCNOPTMPOBaHUA U XpaHeHus dekanum
e [lo npepobpaboTkM npu KomHaTHoM Temnepartype (oT 18 °C go 25 °C) He Gonee 6 4 wunu npwm
TemnepaType oT 2 °C go 8 °C He 6onee 3 cyTok.
e T[locne npepobpaboTkm npu Temnepatype MmuHyc 20 °C B TedeHne 1 Hegenw.
e [lonyckaeTcs oAHOKpaTHOE 3aMOpaXxuBaHWe matepuana.
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11 NPOBEAEHUE UCCJIEAOBAHUA

11.1 ABTomaTusupoBaHHas akcTpakuma HK n nogroroBka k nposegexuto MNLP/OT-
MNMUP c ucnonb3oBaHnem popmMbl Bbinycka 1 1 aBToMaTtnyeckom ctaHuum «Amplitech
E1». Nposeaexue MUP/OT-MLUP v petekuum
BHUMAHMUE! lNepen Havanom paboTbl HEOOXOAMMO O3HAKOMUTLCA C PYKOBOLCTBOM MO
aKcnsyatauum asTomatudeckon ctaHumm «Amplitech E1».

OkcTtpakumto HK 13 uccnegyemoro matepmana M KOHTPONEW, a TakkKe BHeCeHue
obpasuoB akcTparnpoBaHHon HK B npobupkn nnaHweTa ¢ peakunoHHbiMu MNLP-cmecamu
NpoBecTM C MUCNoSfb3oBaHMeM aBTomaTtuyeckon crtaHumm «Amplitech E1» (OO0
«AMMNNUTEK») COrNacHoO PyKOBOACTBY MO €€ 3Kcnsiyatauum n npoueaype, yKasaHHON HUXe.
Ansa akctpakumm HK Heob6xoammo ncnonb3oBatb opMy Bbinycka 1 Habopa peareHToB «HK-
100 (R)» (OO0 «AMMnAnUTEK»).

11.1.1 Mepemewatb cogepxunmoe npobupok ¢ peareHtamm BK, OK n MK F n ocagntb

Kannu Ha BopTeKce.

11.1.2 lNoaroToBUTb KApTPUOX C peareHTamu u3 Habopa «HK-100 (R)» 1 BHECTU B HEro

nccnegyemMble o6pasLbl U KOHTPOMW COrNacHO UHCTPYKLMM NO €ro NPUMEHEHMUIO.
BHUMAHUE! Kaxpas rpynna akcTparupyembix o6pasuoB AOSMKHA CONpOBOXAATbCA
noctaHoskon koHTponen OK n INK F He MmeHee YeM B O4HOM MOBTOpE.

11.1.3 YcraHoBUTb Ha paboumin CTON aBTOMATMYECKOM CTaHUMW KapTpuoX C
BHECEHHLIMU MccrnegyemMbiMn obpasuamMn U KOHTPOSISIMKU, a TakkKe pacxofHble
MaTtepuansl, Bxogdawme B coctaB Habopa «HK-100 (R)», cornacHo pykoBOACTBY
Mo 3Kcnnyataumm CTaHumm.

11.1.4 Otpes3aTb OT nnaHweTa HeobGxoaumMoe KonmnyecTBo Npobupok co Cmecamu
All (R)-3, All (R)-4, yunTblBasi, YTO Ha Kaxabll nccnegyemMbii U KOHTPOSIbHbIN
obpasey, OOSMKHO NpPUXOaUTbLCS MO OoA4HOM npobupke kaxgoro suga Cwmecw.
Cxema nnaHweTta npeacTtaBreHa Ha pucyHke 1.

Pag Bug cmecn 1 2 3 4 5 C2°”6"7"" 8 9 10 11 12
A AR O0000000O000O0
B AR O0O000O0O0O0O000O0
c AR O0000000000O0
D AmrRs O0O00O0O0O0O0O000O0
E amrRs O000O0000O000O0
F AmrRs O0O00O0O0O0O0O000O0
G amrRs O0000000000O0
H AmrRs O0O00O0O0O0O0O000O0

PucyHok 1 — Cxema nnaHweTa ¢ peareHTamm

11.1.5 CHATb C OTpe3aHHbIX NPOBUPOK 3aLLUTHYIO MNEHKY.
11.1.6 YctaHOBUTb OTpe3aHHble npodbumpkn co Cmecamm Ha pabounnn cTon
aBTOMAaTUYECKOW CTaHUMN B aganTtep ANs KOHTEMHepOoB ANg antoaTa.
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11.1.7 3anycTuTb BbINOSIHEHME CreaylLmMX NPOTOKOMIOB COMflaCHO PYKOBOACTBY MO

akcnnyatauum ctaHuum «Amplitech E1»:
a) npoTokosia akcTpakumm HK ¢ ucnonb3oBaHnem LITpUX-KoA4a Af1si NPOTOKoNa,
yKa3aHHOro B KpaTKOM PYKOBOLCTBE MO NpumeHeHuto Habopa «HK-100 (R)»;
MpumevaHne — B npotokone ykasaTb 06bEM anoummn 100 mkn. B cnyyae ogHoBpeMeHHOro
3anycka MpOTOKOMOB 3KCTpakuun u noarotoeku k nposegeHuto MNMUP/OT-MNUP o6bém antoumm He
TpebyeT py4HOro BBOAA, TaK KaK y>Ke BKIMOYEH B NPOTOKON NOAroToBKM K npoeaeruto MUP/OT-MLP.
6) npoTokona nogrotoBkn K nposegeHuto [MLUP/OT-MUP ¢ ucnonb3oBaHMeM
WITPUX-KO4a Ans nNpoToKona, YyKa3aHHOro B KpaTKOM PYKOBOACTBE O
npumeHeHnto Habopa «Amplitech All-Viro (R)».
BHUMAHUE! 3anyck npoTokosia Heobxoaumo npoBectu B TeveHne 30 MUHYT nocne
YCTaHOBKW BCEX peareHToB Ha paboyem cTone cTaHumn.

11.1.8 lMocne 3aBepLUEHNSA NPOTOKONOB BbIHYTb aganTtep ¢ Npobpkammn n 3aknentb Nx
NNéEHKoN, Bxoaswen B coctaB Habopa «Amplitech All-Viro (R)». 3ntoar,
BHECEHHbLIN B NPOOMPKK, COOEPXKUT MOMYYEHHYD B Mpouecce 3SKCTpakuuu
PHK/OHK.

BHUMAHMWE! Mpobupkn, 3akneeHHble NIEHKOW, HE NepeBopaymBaTb U HE BCTPSAXMBATD,
4YTOObI M36eXaTb pasbpbI3rMBaHUS COAEPXKUMOrO N0 CTEHKAM NPOBMPOK 1 NonagaHus nx Ha
3aLWMTHYIO NNEHKY. Npobupkn ¢ peakLuMOHHON CMECHIO C BHECEHHBLIM 3f1H0aTOM He noanexar
XpaHeHuto. Heobxoanmo HesameanuTenbHO NPOM3BECTU 3anyCK peakumm amningukaunm.

11.1.9 3anporpammupoBatb amnnudukatop ana nposegeHus [UP/OT-MUP u
aeTekuun  oriyopecueHTHOro  CurHama CorflacHO  MHCTPYKUMM NO  ero
NPUMEHEHNIO NO NporpaMmme, ykasaHHou B Tabnuue 9.

Tabnuuya 9

Mporpamma MUP/OT-MNMUP vn getekuun npm nogrotoBke Kk nposegeHuto MNMUP/OT-MLUP
C ucnosnb3oBaHneM aBTomaTuyeckou ctaHumm «Amplitech E1»

o [HdeTekuns no KaHanam gns KonunuecTtBO
LUukn TemnepaTtypa, °C Bpems nyopothopos LMKNOB
1 50 15 MuH - 1
2 95 2 MWH - 1
95 10c -
3 42
60 20c FAM, R6G®, ROX, Cy5

MpumevyaHunsa

1) [pw nporpammupoBaHun amnnudgukaTopa ykasaTb 00BbEM peakummn: 25 M.

2) [eTekuust MOXeT HasHa4yaTbCA MO APYrUM KaHanam, TMOMWMO  yKasaHHbIX, Mpu
OOHOBPEMEHHOM MPOBEAEHUN B OAHOM MPMBOpPE HECKOSbKMX TECTOB C MUCMONb30BaHUEM
yKa3aHHOW NporpaMmeil.

11.1.10 MomecTuTb NPOBUPKN C peaKLMOHHBIMU CMECSIMM 1 310aTOM B aMnnndukaTop
M 3anycTUTb Nporpammy.

6 CurHan oT dnyopodopa R6G peructpupyetcsa Mo kaHany AeTekuMu curHana oOT  aHamnormyHbIX
dnyopodchopos HEX n VIC.
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11.2 Akctpakuma HK un py4dyHasa nopgrotoBka K npoegeHuto TUP/OT-TMLUP c
ucnonb3oBaHuem popmbl Bbinycka 1 unu 2. NMposeaexue MUP/OT-MNMUP n aetekuun

11.2.1 lMepemewwatb cogepxunmoe npobupok ¢ peareHtamm BK, OK n MK F n ocagntb

Kansiin Ha BOpPTEKCE.

11.2.2 MpoBectn akcTpakuuto HK 13 unccnegyemoro mMaTepuana M KOHTponew c

ncnonb3oBaHnem Habopa peareHToB

«HK-100 (R)» (OO0 «AMNnuTEK»)

cornacHoO UHCTPYKUUKU NO ero npuMmeHeHuto.

MpumeyvaHune — IAnounto NnposecTn B 06beme 100 mk.

BHUMAHUE! Kaxpas rpynna akcTparmpyembix 06pasuoB AOSMKHA CONPOBOXAATbCA

noctaHoskon koHTponen OK n MK F He meHee YyeM B O4HOM MOBTOpE.
11.2.3 B 3aBucuMMOCTM OT mcnonb3yemon opmbl Bbinycka Habopa «Amplitech All-

Viro (R)» nposectn nogrotoBky k nposegeHuto MNMUP/OT-MUP B cooTBETCTBUM C

Tabnuuen 10.

Tabnuua 10

MoprotoBka k nposeaeHuto MNMLUP/OT-MLP B 3aBucnmocTn ot hopMbl Bbinycka
Habopa «Amplitech All-Viro (R)»

MogroToBka k npoBeaeHuto MNMUP/OT-MLUP npn ncnonb3oBaHun

¢opmbi 1 ¢opmbl 2
e OTpesaTb OT nnaHweTta Heobxogumoe |o [lepemellats coaepxumoe nNpoBUPOK co
konuyecTBo npobupok co Cmecamu All (R)-3, Cwmecamu All (RW)-3, All (RW)-4 1 ocaguTb
All  (R)-4, yuuTbiBas,, 4TO Ha Kaxagbln Kannu Ha BOpTEKCe.

uccnegyembln - M KOHTPONbHbIA — 0Bpase,
AOIMKHO NpUXoauTbCst MO O4HOM npobGupke
kaxxgoro Buaa Cmecu. Cxema nnaHweTa
npeacTaBneHa Ha pUcyHke 1.

e CHATb C OTpe3aHHbIX NPOOMPOK 3aLUUTHYIO
NNEHKY.

e [Ina ypobctBa BHeceHuss obpasuoB HK
PEKOMEHAYETCS  YCTaHOBUTb  OTpe3aHHble
npobupkn B wtatue ans NUP-nnaHweTos.

e BHecTn B noarotoBneHHble NpobupKM Mo
20 mkn  obpasyoe HK, nonyyeHHbIx B
pesynbTate SKCTpakuum w3 uccnegyemblx
o6pasuos 1 koHTporen (OK un MK F).

BHUMAHME! Kaxabin obpasen, HK BHocuTCA B

ABe NpoOMpKM C pasHbIMK  pPeakLUOHHbLIMU

Cmecamu, T.e. onsa kaxgoro obpasua no ogHom

npobupke ¢ kaxabim Buaom Cmecu (All (R)-3, All

(R)-4).

BHUMAHME! lMpn BHeceHun HK Heobxoammo

nsberatb nonagaHusi copbeHTa B peakunoHHYIo

CMECb.

e [lepemewatb coaepXuUmoe NUMNETUPOBAHMEM,
He Jornyckas ny3bIpbKOB BO3AyXa.

e [locne BHeceHusa o6Gpasuyos HK 3akneuntb
npobupkn NNEHKON, BXOAAWENW B COCTaB
Habopa «Amplitech All-Viro (R)».

e BbicTaButb B WTATMB ANA  KaXaoro
nccnegyemMoro 1 KOHTporibHoro obpasua no
ase lMUP-npobupkn B gBa psga, Tak Kak
kaxabln obpasey, HK nccnepyetca B AByx
npobupkax ¢ pasHbiMA pPeakLNOHHbIMU
Cmecammn (Al (RW)-3, All  (RW)-4).
MpomapknpoBaTb NPOOMPKMN.

e BHecTn B nepBbi psag NOAroTOBMNEHHbIX
MUP-npobupok no 10 mkn Cmecu All (RW)-
3, Bo BTOpon psia no 10 mkn Cmecun All
(RW)-4.

e BHecTn B npobupkn C peakuMOHHbIMK
Cmecamn no 15 mkn  obpasuoB HK,
MOSTYYEHHbIX B pe3ynbTate 3KCTpakumm 13
uccrnegyembix obpasuoB n koHTponen (OK
n MK F).

BHUMAHME! Kaxabin obpasen, HK BHocuTtcs

B ABE MNPOOMPKM C pasHbIMU peakLUOHHbIMU

Cwmecsamm (All (RW)-3, All (RW)-4).

BHUMAHME! Npun BHeceHnn HK Heobxoammo

n3beraTb nonagaHus copbeHTa B
peaKkLMOHHYH CMEeChb.
o [lepemewatb cofepxunmoe

nMNeTMpoBaHMeM, He Jonyckasa ny3bipbKOB
BO3a4yXxa.

e [locne BHeceHuss obpasuoB HK 3akpbiTb
NPOBMPKN KPbILLIKOWN.
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BHUMAHUE! TlMpobupkn nocne BHeceHns HK He nepeBopaumBaTb U HE BCTPSXUBATD,
4YTOObI M36eXaTb pasbpbI3rMBaHNS COAEPXKUMOrO N0 CTEHKAM NPOOMPOK 1 NonagaHus nx Ha
3aLMTHYIO NAEHKY. [Npobupkn C peakLuMOHHON CMECHIO C BHECEHHLIM 3f1H0aTOM He noanexar
XpaHeHuto. Heobxoanmo HesamennTenbHO NPOM3BECTM 3amnyCK peakunm aMmnianguKkLnn.

11.2.4 3anporpammupoBatb amnnudcpukatop ansa nposegeHna [UP/OT-MUP wn
aeTekuun  oriyopecueHTHOro  curHama CorflacHO  MHCTPYKUMM MO ero
NPUMEHEHNIO MO NporpaMmme, ykasaHHou B Tabnuue 11.

Tabnuua 11
Mporpamma OT-MUP/TUP n aeTekuun npmu py4vyHon noaroToBke
K npoBeaeHuto OT-MLUP/MLP

o [eTekuusa no KaHanam gns Konun4yectBo
LUukn TemnepaTtypa, °C Bpems nyopothopos LMKNOB

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

95 10c —
3 42

60 20 c FAM, R6G’, ROX, Cy5
MpumevyaHunsa

1) Tlpw nporpammupoBaHMn amnnudukaTopa ykasaTb 00bEM peakummn: 25 M.

2) [etekumss MOXeT HasHayaTbCA MO APYrMM KaHamnam, MOMUMO YKasaHHbIX, nNpu
OLHOBPEMEHHOM MpPOBEAEHMN B OAHOM MpuBOpe HECKONbKMX TECTOB C UCMOSIb30BaHWEM
yKasaHHOWM NporpaMmmbl.

11.2.5 lMNMomecTnTb NPOBMPKM C peaKLMOHHBIMU CMECAMM U 3ft0aTOM B aMnnndukaTop
N 3anycTnTb Nporpammy.

12 YYET U UHTEPNPETALUA PE3YNbTATOB

12.1 Y4yéT pe3ynbTaToB OCYLLECTBMSETCA C NOMOLLLI NporpaMmHoOro obecneyeHus
MCcnonb3yemMoro amnnngukaTopa CorflacHO UHCTPYKUUKM MO ero NPUMEHEHMUIO.
PekomeHayeTcs BbICTaBNATb MOPOroByto NiMHUIO Ha ypoBHe 10 % OT pasropaHus
NONOXUTENBHOTO  KOHTpons. KpuBble  donyopecueHuuu, nepecekaroume
NMOPOroBYH NIMHUIO, AOSMKHbI UMETb CUrMOOBpasHyo hopmy.

7 CurHan oT dnyopogopa R6G peructpupyetcsa Mo kaHany AeTekuMu curHana oOT  aHamnormyHbIX
dnyopodchopos HEX n VIC.
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12.2

Tabnuue 12.

MpoBecTn MHTepnpeTaumto pe3ynbTaToB A UccrnenyeMbix 06pa3sLoB CorfacHo

Tabnuuya 12

MHTepnpeTauua pe3ynbTaToB ANA uccnegyeMbix obpasuoB

PesynbTar

UHTepnpeTaumns

Cmech All (R)-3/ Cmecs All (RW)-3

Mo kanany Cy5 3HayeHue Ct onpegeneHo He
Gonblie rpaHnyHoro®.

Mo kaHanam R6G 1 ROX 3HaveHusa Ct oTCyTCTBYIOT
unum 6onbLUe rpaHN4YyHoro.

PHK HopoBupycoB 1 reHorpynnbl (Norovirus
Gl) wn [OHK apeHoBupycoB rpynnbl F
(Adenovirus F) B 06pa3sue He 8bisigrieHsl.

Mo kanany Cy5 3HauyeHue Ct onpegeneHo wunu
OTCYTCTBYET.

Mo kaHany R6G 3HayeHne Ct onpegeneHo u
MeHbLUE rPaHNYHOro.

B obpasue sewiseneHa PHK HopoBupycos 1
reHorpynnsl (Norovirus Gl).

Mo kaHany Cy5 3Hayenne Ct onpegeneHo wnm
OTCYTCTBYeET.

Mo kaHany ROX 3HadeHne Ct onpegeneHo u
MEHbLUE rPaHNYHOro.

B obpasue enisseneHa OHK apeHoBupycoB
rpynnbl F (Adenovirus F).

Mo kaHany Cy5 3HauveHne Ct oTcytcTBYeT wnm
onpefeneHo 6orbLuUe rpaHUYHOro.
Mo kaHanam R6G 1 ROX 3HayeHums Ct OTCYTCTBYHOT.

HeBanungHbin pesynbtar

Cwmecb All (R)-4 / Cmecb All (RW)-4

Mo kanany Cy5 3HaueHume Ct onpegeneHo He
©onbLUe rpaHN4HOro

Mo kaHanam FAM, R6G, ROX 3HauyeHusa Ct
OTCYTCTBYIOT N 60bLUE TPaHUYHOrO.

PHK acTpoBUpPYCOB (Astrovirus),
HopoBsupycoB 2 reHorpynnbl (Norovirus Gll) n
potasupycoB rpynnel A (Rotavirus A) B
o6pasue He 8bis8r1eHbI.

Mo kanany Cy5 3HauyeHue Ct onpegeneHo wunu
OTCYTCTBYET.

Mo kaHany FAM 3HayeHne Ct onpegeneHo wu
MeHbLUE rPaHNYHOro.

B obpasue enissenena PHK actposupycos
(Astrovirus).

Mo kanany Cy5 3HauyeHue Ct onpegeneHo wunu
OTCYTCTBYeT.

Mo kaHany R6G 3HayeHne Ct onpegeneHo u
MEHbLLIE TPaHNYHOrO.

B obGpasue enigeneqHa PHK HopoBupycoB 2
reHorpynnsl (Norovirus GlI).

Mo kanany Cy5 3HauyeHue Ct onpegeneHo wunu
OTCYTCTBYeT.

Mo kaHany ROX 3HadeHve Ct onpegeneHo u
MEHbLLE rPaHNYHOrO.

B o6pasue sebigereHa PHK poTtaBupycoB
rpynnbl A (Rotavirus A).

Mo kaHany Cy5 3Hauyenne Ct oTcyTcTByeT unum
onpegeneHo 6ornbLue rpaHUYHoro.

Mo kaHanam FAM, R6G, ROX 3HadeHuna Ct
OTCYTCTBYIOT.

HeBanugHein pesynstar

BanunaHble

PesynbTaT wuccnegoBaHust CcuYMTalOT [OCTOBEPHbLIM,
pes3ynbTaTbl ANsl KOHTPONEN B COOTBETCTBUM C Tabnuuen 13.

ecnn noJty4vyeHbl

Tabnuua 13
Kpntepuu oueHKU gnsa KOHTponen

KoHTponb Hopma
Cwmecb All (R)-3/ Cmech All (RW)-3
oK Mo kaHany Cy5 3HayeHne Ct onpefeneHo He Gornblue rpaHnYHoro®.
Mo kaHanam R6G n ROX 3HayeHus Ct oTCyTCTBYIOT
MNKF Mo kaHanam R6G, ROX, Cy5 3HauyeHne Ct onpegeneHo He 6onbLue rpaHUYHOro.
Cwmechb All (R)-4 / Cmecsb All (RW)-4
OK Mo kanany Cy5 3HaveHue Ct onpefeneHo He 6onblue rpaHUYHOro.
Mo kaHanam FAM, R6G, ROX 3HayeHue Ct oTCyTCTBYET.
MKF Mo kananam FAM, R6G, ROX, Cy5 3HaveHue Ct onpegeneHo He 6orbLue rpaHn4YHoro.

8 FpaquHble 3Ha4veHus Ct YKa3aHbl B KpaTKOM pyKOBOACTBE NO NPUMEHEHUIO H860pa.
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13 BO3MOXHbIE OLLUBKU

PekomeHgaunm no YCTPaHEHN BO3MOXXHbIX owmnboK, nony4yaemblX ond nccneayemMbix

obpasuoB U KOHTpONel B MpolLecce WCCreaoBaHusi C MOMOLLb HaGopa, ykasaHbl B

Tabnuue 14.

Tabnuua 14

PekoMmeHaaLmMm no ycTpaHeHUIo olWn6okK

OwunobKa

Bo3moxHas npuynHa

PekomeHgauun no YCTpaHEeHUo

BO3HMKHOBEHUS
Ona MK Ha Cmecu All (R)-3/ All (RW)-
3 3HauyeHune Ct no kaHany R6G w/unun
ROX w/vnn Cy5 otcyTcTBYeT wnm
onpegeneHo 6onblLue rpaHnYHoro®. HekoppekTHoe

npoBeaeHue MoBTOPUTE  MccnedoBaHWe OnNs  BCeX
Ans MK Ha Cmecn All (R)-4/ All (RW)- - srctpakummn HK w/unu  06paatios, HaumHas ¢ aTana akeTpakumm HK.
4 3Haqenve Ct no kaHany FAM w/vnu  MUP/OT-MLIP.
R6G w/vnm ROX wwunun Cy5
oTCcyTCTBYET nnm onpeeneHo
©onbLUe rpaHnYHoro.
Ona OK Ha mobon n3 Cmecen no HekoppekTtHoe
kaHany Cy5 sHaueHune Ct oTcyTCcTBYET NpoBedeHue MoBTOPUTL  WccnegoBaHWe  Ans BCEX
unu ornpegeneHo G6onbwe akctpakumm HK w/unn  obpasuos, HaumHasa ¢ aTana akcTpakumm HK.
rpaHn4Horo. nypP/OT-MypP.
Onst OK Ha Cmecu All (R)-3/ All (RW)-
3, nmo kaWany R6G wwnn ROX KOHTamuHauus MpeanpuHsATL Mepbl MO BbISIBEHWIO 1
onpepeneHo sHavexve Ct. 3?(?;68:;068“/Iblx nm NUKBMAALUMN WUCTOYHMKA KOHTaMWHALMN W
Ans OK Ha Cmecu All (R)-4/ All (RW)- O6pa3LLOB npoayKTamu noBTOPUTb nccnenoosaHne and BCeX
4 no kaHany FAM uunn R6G u/mnu aMnAndMKaLMM, 06pa3sLoB, Ha4yMHas ¢ aTana akctpakuum HK.
ROX onpeaeneHo 3HayeHue Ct.
HeBanngHbin pesynbTart ansi
uccrnegyemMoro obpasua Ha nbon ns
Cwmecen (3HayeHune Ct no kanany Cy5
oTCyTCTRYET i onpeaeneHo HekoppekTHoe MosTOpPUTL uccrnegosaHue OaHHoro

nposegeHune uccnegyemoro obpasua, HaumHas ¢ aTana
fornblle rpaHW4YHOro, Mo KaHanam akcTpakumm HK NPOBONOArOTOBKM
FAM, R6G, ROX, 3HauyeHua Ct ’ ’
OTCYTCTBYIOT nunm bonbLue
rPaHN4YHOrO).

lMpoBepuTb  NPaBUIIBHOCTbL  BbIOpPAHHOIO

ans uccrniegyeMoro  HekoppekTHbI BbIOOP  YPOBHS MOPOroBOW NMHUWM UMW NapameTpoB
obpasua/koHTpornen onpefeneHo  ypoBHS noporoBon pacuyéta 6asoBon nuHun. Ecnm pesynbrart
3HayeHne Ct, Npu 3TOM Ha rpaduke NUHUK WUNK  Nosy4YeH Npu NpaBUNbHOM YPOBHE NMOPOroBoW
dnyopecueHumnm OTCYTCTBYET nNapameTpoB pacyéta nuHum  (GasoBo  nuHuMM),  Tpebyetcs
y4acToK XapakTepHoro 6a3oBOM NUHUMK. MOBTOPHO MpPOBECTM amnnudumkaumio 1
3KCMOHEHUManbHoro nogbéma HekoppekTHoe AeTekumto ansi atoro obpasua vnu, B cnyvae
(rpadhuk npegcraensaeT cobonn npoeepeHue TMUP/OT- HekoppeKTHOro BMaa rpaduka Anst KOHTPOns,

NPUOMM3UTENBHO NPSIMYIO MMHUIO).

Mnup.

amnnuduKaumio W geTtekumio Ans  Bcex
nccnenyeMblx 06pasLoB U KOHTPONEN.

9 FpaHMqule 3Ha4veHus Ct YKa3aHbl B KpAaTKOM pyKOBOACTBE NO NPUMEHEHNIO Ha6opa.
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14 KOHTPOJIb KAYECTBA
14.1 KoHTponu, ucnonb3syemblie B npouecce nccrieqoBaHus

PesynbTaTbl MccnegoBaHUA KOHTPOSEN LOMKHbI COOTBETCTBOBATb KPUTEPUAM OLEHKM,
yKasaHHbIM B pa3gene 12.

14.1.1 OTpuuaTernibHbIA U NONOXUTESNIbHbIW KOHTPONK

Kaxxgas rpynna akctparmpyembix 06pasLioB AOMmKHa BKoYaTh KOHTPOSbHbIE 06pasLbl:
e OK ans BbiABNEHNA KOHTaMMHaUMK B NpoLecce NpoBeaeHns nccrneaoBaHms;

e MK F onsa KOHTpONs KOPPEKTHOrO NPOXOXAEHMSA NCCNEeLOBaHWS.

14.1.2 BHYTpEHHUWN KOHTPOIb

[nsa koHTponsa kadecTBa akcTpakumm HK n oueHkn BANAHNA MHIMOUTOPOB Ha pe3ynbTaTbl
amnnudukaumm mncnonb3yetcs 3k3oreHHbin BK, koTtopbin pobaBngetca Ha 3aTane
akcTpakumm HK B Kaxgbin nccnegyemoin obpasey n KoHTponn. OTCyTCTBUE pesynbTaToB
amnnudukaumm ans BK 1 ogHoOBpeMeHHO Onsi BbIBNSEMbIX BUPYCOB CBMAETENLCTBYET O
npucytcteum nHrnoutopos MNLP/OT-MLP B obpasue wn/vnu HEKOPPEKTHOM MpOBEAEHUN
akcTpakumm HK.

14.2 MOHUTOPUHr NabopaTopun Ha HanNM4Yyne KOHTaMUHaLUK

[ns BbISIBNEHNSA BO3MOXHOM KOHTaMuHaL M1 nabopaTtopum npogykramu amnnudukaumm,
nccrnegyeMbiMy U KOHTPOSbHbIMKW O0Bpasuamn pekomeHnayeTcs pa3 B Mecsil, uccrnegosatb
CMbIBbl C paboymx nosBepxHocTen nabopatopHon mebenu, obopyaoBaHNsa N NOBEPXHOCTEN
NOMELLEHNA COrnacHo npouenype, ykasaHHom B MY 1.3.2569-09. lMpn o6HapyxeHun
KOHTaMUHaUMM HeobBXO0AMMO MpPOBECTU MEpPOonpUATUS MO €€ YCTpPaHEeHUIo COormacHo
ykasaHusiM, onucaHHbiv B MY 1.3.2569-09.

14.3 BHYTpPeHHMUM KOHTPONb Ka4yecTBa nabopaToOpHbIX uUccrnenoBaHumn

PekomeHnayeTcss npoBOAUTb KOHTPOSIb KayecTBa BbINOMIHEHUA WCCNeAoBaHUNA C
MCMNONb30BaHNEM MaHENen KOHTPOSbHbIX 00pa3uoB, NpeaHa3HaAYEeHHbIX NS NPOBEaEHNS
BHYTPEHHEr0 W BHELWIHEro KOHTPONen KayecTBa 5labopaToOpHbIX MWCCReaoBaHUM Mo
obHapyxeHnto HK BbiSBnsieMbix BMpPYcoB, NGO CpaBHUTENbHbIM WCCNEeLOBaHNEM C
MCNONb30BaHMEM 3aperncTpupoBaHHbix B P® HabopoB peareHTOB sl Ka4eCTBEHHOro
onpegenexusa HK BbisiBnsemMbix BUpycoB B Guonornyeckom matepuane metogom MNLUP/OT-
MupP.
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15 ®YHKLUMOHANBHBLIE XAPAKTEPUCTUKU HABOPA'®
15.1 Npenen o6bHapyxeHUs

Mpepen obHapyxeHna Habopa ykasaH B Tabnuue 15.

Tabnuua 15
Mpenen o6HapyxeHus
MuweHb Mpenen obHapyxeHus, konun/mn 95 %-bin U, konun/mn
PHK Norovirus Gl 1000 567-1464
PHK Norovirus Gll 1000 495-1221
JOHK Adenovirus F 1000 610-1623
PHK Astrovirus 1000 619-1602
PHK Rotavirus A 1000 500-1251

15.2 AHanuTn4yeckasa cneuncpu4yHoOCTb

AHanunTuyeckaa  cneumcpuyHocTb Habopa oueHuBanacb MNpu  TECTUPOBaHUMU
MUKPOOPraHM3amMoB, YyKasaHHbIX B Tabnuue 16 reHomHon [HK 4yenoseka, a Takke HK
BbISIBNISIEMbIX MUKpoopraHnamoB. HK MukpoopraHnamoB uccregoBanach B KOHLEHTpaLum
He meHee 1-10° konwuii/mn, reHomHasa [HK yenoBeka - B koHUeHTpauun 1 Mkr/mn. Mo utoram
TECTUPOBAHUS NTOXXHOMOSTOXNUTESNbHbBIX PE3YNbTaTOB BbISIBIIEHO HE ObINO.

Tabnuua 16
MukpoopraHm3ambl, UCNONb3yeMble AN OLeHKU aHannTu4Yeckon cneyncpmuyHocTm

HanmeHoBaHue HanmeHoBaHue HanmeHoBaHue
Acinetobacter baumannii Escherichia coli Streptococcus agalactiae
Campylobacter jejuni Escherichia coli O157:H7 Staphylococcus aureus
Campylobacter coli Listeria monocytogenes Staphylococcus epidermidis
Clostridium difficile Pseudomonas aeruginosa Staphylococcus saprophyticus
Enterobacterium spp. Salmonella enterica subsp. Enterica Streptococcus pyogenes
Enterococcus faecalis Shigella dysenteriae Streptococcus pneumoniae
Enterococcus faecium Shigella flexneri

15.2.1 NMoTteHunanbHO NHTepcepupyoLne BellecTBa

MoTeHunaneHO WHTepdepupyowme Bewectea (MHMbuTopsbl MUP/OT-MUP) n ux
MaKcumMarbHble KOHUEeHTpaumm B obpasue, A KOTOPbIX OLEHMBANocb X MHrmMbupytoLlee
BnusaHue Ha MNUP/OT-MNLUP, nepeuncnersbl B Tabnuue 17.

Tabnuua 17
MoTeHunanbHO MHTepepupyoLne BellecTBa
AKTUBHbI = KoHueHTpauus O6ocHoBaHue
UHTepdepeHT BellecTBa B nccrneaoBaHHOMN
KOMMOHEHT MHTepdepeHTa
obpasue KOHLeHTpauum
FemornobuH, ]
LlenbHas kpoBb XOINECTEPWUH, OHporeHHas 5% viv O6bém B obpasue B
Tpurnuuepuapl cyBCcTaHums YCIOBUSIX
Kpaxman B 5 % v/v «Haumxyauwero cry4yas»
KoHcepBaHT npu 0 MaKCMM,a”bH?
MmuuepuH - NpenobpaboTke 20 % BO3MOXHbI 06BHEM B
P obpasue

10 BasiBrneHHble aHanMTUYeCKMe XapaKTepucTuku Habopa, KpoMe aHanuTMYeckon crneundguyHoCcTH,
NPOBEPEHbl C WCMONb30BaHWEM CTaHOAPTHbIX 00pasLoB NpeanpuaTus, cogepXallumMx BEKTOpPbl CO
cneumduyeckmmn nocnegosatenbHocTAMN PHK/OHK BbisBNsiEMbIX MUKPOOPraHnM3moB.
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B pesynbTate ucnbitTaHui NogTBEPXKAEHO, YTO BIIUSIHNE UCCIEA0BaHHbIX MOTEHUMabHO
nHTepdepupytowmx Bewects Ha MNMUP/OT-MLP, npoBoanmyto ¢ ncnonb3oBaHmeMm Habopa
«Amplitech All-Viro (R)», oTcyTcTBYyeT.

15.3 MNpeunsmoHHOCTb U3MepeHuns

KoacpcpmumeHTt  Bapuaumm  nostopsiemoctn CVn  noporoBbix  uuknos  (Ct),
XapaKTepU3YLWMIA BHYTPUCEPUIHYIO MOBTOPSEMOCTb M3MEPEHUIA C WUCNOSIb30BaHMEM
Habopa, He npeBbiwaeT 5 %.

KoacbcbmumeHT Bapuaumm Bocnpomssogumoctn CVe noporoBbix uuknos  (Ct),
XapaKTepusyoLmn MeXCcepumHyto BOCMPOU3BOAUMOCTb U3MEPEHUN C WUCMOSIb30OBaHNEM
Habopa, He npesbiwaeT 10 %.

15.4 [lnarHoCTUYeCKMe XapaKTepUCTUKN

3HayeHns  guarHoctMyeckon — dyBcTBUTEnbHocTM  (OY) w©n  amMarHocTuyeckon
cneumdpuyHoctn (OC) Habopa c poBepuTenbHOW BepoATHOCTbO 95 % ykasaHbl B
Tabnuue 18.

Tabnuua 18
[wnarHocTnyeckue xapakrepucTuKu
KonuuecTtBO 06pasuoB
MuweHb ad, % AcC, %

NONOXMUT. oTpuuar.
PHK Norovirus Gl 88 71 96,7 — 100 95,9 - 100
PHK Norovirus GlI 95 64 96,9 — 100 95,4 - 100
OHK Adenovirus F 88 71 96,7 — 100 95,9 — 100
PHK Astrovirus 87 72 96,6 — 100 95,9 - 100
PHK Rotavirus A 95 64 96,9 — 100 95,4 -100

16 ycnoena XPAHEHUA, TPAHCNOPTUPOBAHUA WU J3KCIJIYATALUU
HABOPA

16.1 CpoK rogHOCTH

Cpok rogHocTu Habopa cocTaBnsieT 12 MecsaueB OT AaTbl U3rOTOBIIEHUS.

Mocne BckpbliTua peareHTbl BK, MK F, OK, Cmecb All (RW)-3, Cmecb All (RW)-4,
MCNonb30oBaTh A0 UCTEYEHUS CpoKa rogHoCcTM Habopa. MNMnaHweT ¢ peareHTtamn All (R)-3/4
nocne CHATUSA 3aLlMTHOMW MAEHKN XpaHuUTb He Bonee 30 MUHYT.

He ponyckaeTca cmewwmnBaTb KOMMOHEHTbI HAOOPOB pasHbIX CEPUN U UCMONb30BaTb
Habop No MCTeYeHnn cpoka rogHoOCTU.

16.2 XpaHeHue

®opmy Bbinycka 1 B ynakoBke NpeanpuATUS-U3roToBUTENSA XpaHUTb Npu TemnepaType oT
2 °C po 8 °C n oTHOCUTENBHOM BNaXHOCTU Bo3ayxa oT 25 % o 75 % B 3alMWEHHOM OT
corHe4Horo ceeTta Mecte. [naHweTt c peareHTamn All (R)-3/4 6epeyb oT Bnaru. PeareHTbl
nocrne BCKPbITUSA XPaHUTb B TEX e YCMOBUSX, YTO U peareHTbl 40 BCKPbITUS.

®opmy BbiNycka 2 B ynakoBKe NpeanpuATUa-U3roToBUTENSA XpaHUTb Npyu TemnepaType oT
MuHyc 20 °C go 8 °C u oTHOCUTEenbHOM BriaXXHOCTU Bo3gyxa oT 25 % po 75 % B
3alMLWEHHOM OT COMIHEeYHOro ceBeTa MecTe. PeareHTbl nocne BCKPbITUA peKoMeHayeTcs
XpaHuTb npu TemnepaTtype oT 2 °C go 8 °C. JonycTtnmMo pasmopaxmBaTtb N 3aMOpaxusaTb
peareHTbl He 6ornee 4 pas.
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16.3 TpaHcnopTupoBaHue

Habop TpaHcnopTupoBaTb npu Temnepatype ot 2 °C go 8 °C BcemMn BUOAMU KPbITbIX
TPAHCMOPTHbIX CPEACTB B TEPMOKOHTEMHEpax C  xNagoaneMeHTaMm unu B
aBTopedpmkepaTopax.

16.4 Jkcnnyatauus

PeareHThl, BxoasLme B coctaB Habopa, roToBbl K UCMOSb30BaHMIO.

[MoBTOpHOE MPUMEHEHME WCMOSb30BaAHHbIX [AN9 MWCCNeAoBaHUs peareHToB He
AonyckaeTcs.

NccneposaHne obpasuoB € ucnonb3oBaHMeEM Habopa [OfMKHO MNpPOBOAUTBLCS MNpu
TemnepaTtype oT 18 °C go 25 °C 1 OTHOCUTENbHOM BRaXHOCTU Bo3ayxa oT 25 % o 75 %.

17 NEPEYEHb COKPALLEHUA

B HacToswwen MHCTPYKUMKN NMPpUMEHEHDbI ceayrouwne CoKpalleHNA:

Ct — cycle threshold (noporoBbin Lmkn)
B. — Bepcus

BK — BHYTPEHHUN KOHTPOSb

an — [JoBepUTENbHbIN MHTEpBarn

OHK — 0Ee30KCUPUBOHYKNENHOBAA KUCIOTa
NHKa3za — pe3okcnpunboHykneasa

k[OQHK — KOMMNIIEMeHTapHasi 4e30KCUPMOOHYKNEMHOBas KMcnoTa
HK — HYKNEeuHOBbIE KMCNOThI

OK — oTpuuaTenbHbIA KOHTPOSb

oT — obpaTHas TpaHcKpunuus

MK — NOMOXUTESbHbIN KOHTPOSb

nupP — nonnmepasHas LenHasi peakumsi
PHK — pnbOHYyKNenHoBas KucnoTa
PHKasa — puboHykneasa
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19 NEPEYEHb NPUMEHAEMbIX HALUMOHAIIbHbIX CTAHOAPTOB

FOCT P 51088-2013 MeauunHckme u3genusa ans guarHoCTUKM MH BUTPO. PeareHThl,
Habopbl peareHTOB, TECT-CUCTEMbI, KOHTPOJSIbHblE MaTepuarnbl, NUTaTesnbHble Ccpeabl.
TpeboBaHus K n3genuam n NogaepXmBatoLen JOKyMeHTaLmm

FOCT P 51352-2013 MeaguuuHckue wmsgenus ona OMarHOCTUKM WMH BUTPO. MeToapl
ncnblTaHUM

TOCT P NCO 18113-1-2015 MepunumHckme wun3genus Ang AWArHOCTUKM N Vitro.
NHdopmaums, npegocrtaBnsemMas usrotosuterniem (MapkvpoBka). Hactb 1. TepmuHbl,
onpeaeneHus n obwme TpeboBaHus

TOCT P NCO 18113-2-2015 MepauumHckme wu3genusa Ana AUMArHOCTUKM N Vitro.
NHdbopmaums, npegoctaBnsemas narotosutesnieM (Mapkuposka). Hactb 2. PeareHTbl ons
ANarHoCTUKM in vitro anst NpodeCccnoHanbHOro NPMMeHeHNs

FOCT P NCO 23640-2015 N3penua megumumHcKue Ansa gmarHocTtuku in vitro. OueHka
CTabunbHOCTM peareHToB ANsl ANAarHOCTUKM in Vitro

FOCT P UCO 15223-1-2023 UN3penusa meguumHckme. CUMBOSbI, NPUMEHSIEMble ANs
nepegadn wHdopmaumn, npepoctaBnsiemon wuarotosutenem. Yacte 1. OCHOBHble
TpeboBaHus
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20 TFAPAHTUM NMPOU3BOAUTENA

MponssoguTenb rapaHTMpyeT COOTBETCTBUE XapakTepucTuk Habopa TpeboBaHusM,
YKa3aHHbIM B TEXHMYECKOW U SKCMfyaTauWMOHHOW AOKYMEeHTauuwn, B TeYeHMe yKa3aHHOro
Cpoka rOAHOCTM npu CoGMIAEHMM YCNOBUA €ro TPaHCMOPTUPOBAHWUA, XPaHEeHUs W
NPUMEHEHNS.

Peknamaumm Ha kayecTBO Habopa HanpaBnaAte B agpec npowussogutens: OO0
«Amnnuntek», 109235, Mocksa, yn. 1-a KypbsHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

CoobLeHnss 0 HebnaronpuaTHbIX COBLITUSX (MHUMOEHTAX), BO3HMKLWKNX Mpu paboTe C
HabopoM N He yKa3aHHbIX B JaHHOW UHCTPYKUWW, criefyeT HanpaBnsaTb NPOU3BOAUTENIO MO
yKa3aHHOMY Bbllle agpecy W B  YNOMHOMOYEHHbLIN PerynaTopHbI  OpraH CornacHo
AENCTBYIOLEMY 3aKOHOA4ATENbCTBY.

21 TEXHUYECKASA NOOAEPXKA

KoHcynbTaumio no Bonpocam no pabote ¢ HA6OPOM M ero Ka4ecTBY MOXHO MONYYNTb NO
KOHTaKTaM, ykaszaHHbIM Ha oduLmanbHOM cante nponssogutend: www.amplitech.ru.

22 CUMBOIJIbl, UCNOJIb3YEMbIE B JOKYMEHTALUWU NPOU3BOAUTENA

-
(o)
-

MNarotoBuTtenb Koa cepumn

[arta narotoBneHus

MeauumHckoe nsgenuve ansa /ﬂ/

Mcnonb3oBaTb OO

[NArHOCTVKM in Vitro TemMnepaTtypHbIn Mana3oH

O6paTtnTech K MHCTPYKLUUM NO ,.374 He gonyckaTb BO30encTBUA
NPUMEHEHNIO 1\\ COITHEYHOro cBeTa

fe
CoaepXumoro OCTaTOMHO AN - He gonyckaTb BO3gencTBus
npoBefeHus <n> TecToB Bnaru

HIRCR=RENES 2

Homep no kaTanory [wnanasoH BnaxHocTu

O6wecTBO C OorpaHVyYeHHON OTBETCTBEHHOCTBLIO K AMMITUTEK»

(OO0 «AmnnuTeEK»),
Poccusa, 109235, MockBa,
yn. 1-a KypbsiHoBckas, a. 34, cTp. 8, atax 1 nom. |l kom. 42

Ten. (495) 374-13-46, www.amplitech.ru,
e-mail: support@amplitech.ru
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