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BBEAEHMUE

1. Hactoswaa vHCTpyKUus no npumeHeHuio sepcum 21.10.24 pacnpocTpaHseTca Ha
meauuuHckoe uanenve «Habop peareHToB ANs kavectBeHHoro onpegenenus OHK/PHK
B036yauTenei BMPYCHBIX KULLIEYHbIX WH(beKuMA B BuonornyeckoM martepuane yenoseka
metopom MNUP/OT-MNUP ¢ petekuuein B pexxume «peansHoro spemern» (Amplitech All-Viro
(R)) no TY 21.20.23-045-19926214-2024» (nanee — Habop).

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

Habop cneayet npUMeHATL B COOTBETCTBUM C AEWCTBYIOLEA BEpCUEHn MHCTPYKLUUK No
npumeHenunio. [ns ypobcrea pabotel B nabopartopum ponyckaeTcs UCNONb3oBaTb
AENCTBYIOLLYIO BEPCUIO KPaTKOro pyKoBOACTBA NO NpUMEHeHUIo Habopa.

2. Octpbie kuweuyHbie wuHpekuun (OKW) - wupokana rpynna UHPEKLMOHHBLIX

3aboneBaHnii ¢ ekanbHO-OpanbHbIM MEXAHM3IMOM nepefauu U NPeuMyLieCTBEHHbIM

| nopa)keHMeM OpraHoOB NULEBapUTENbHOro Tpakra (racTpoaHTepuTsl, konutsl). OKUA moryT
B ObITb Kak BUPYCHOMN, Tak u HakrepuanbHOW 3TUONOrUMK.

BupycHbiMu Bo3Oygutensmmn uHcekumn MoryT 6biTb ageHoBupychl rpynnbl F
(Adenovirus F), potasupycol rpynnsl A (Rotavirus A), Hoposupychl 1 u 2 reHorpynnbi
(Norovirus Gl u Gll), actposupycsi (Astrovirus).

Cumntomatuka OKW, He3aBUCUMO OT 3TMONOrUYECKOro areHTa, kpaHe pasHoobpasHa:
oT 6eccumMnTOMHOro HocuTenocTea, ronosHo 6onu n cnaboctu Ao Avapen, TOWHOTHI,
pBOTbI, cnacTuyeckoi 6onu B XUBOTE U BbICOKOW TemnepaTtypbl. B noaobHeix cnyvasx
CBOEBpPEMEHHan U TOJHas AMarHocTMka BO3MOXHa npu nabopaTtopHom obcneposanum.
NLUP B peanbHoM BpemeHn o6napaeT BbICOKOW YyBCTBUTENbHOCTLIO, CNELMUIHOCTLIO U
06bEKTUBHOCTLIO NONyJeHHbIX pesynbTatoB. Habop pearentoB «Amplitech All-Viro (R)»
no3sonseTr BbiIABNATL, aunddeperunposate AHK/PHK ykasaHHbIX BUpYyCcOB B pamkax
HECKOMbKUX peaKLvi.
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1 HASHAYEHWE

Habop npegHasHayeH [ANs KauyeCcTBEeHHOro onpegeneHus u guddgepeHymnaunm
HYK/IEMHOBbIX  KWC/AOT  BO36yauTenen BUPYCHbIX KWL EYHbIX MHP eKLnii (OKWN):
ageHoBupycoB rpynnbl F (Adenovirus F), potaBupycoB rpynnbl A (Rotavirus A),
HopoBupycoB 1 un 2 reHorpynnbl (Norovirus Gl wn GIl), acTtpoBupycoB (Astrovirus) B
6unonornyeckom maTtepuasne 4denoseka (hekanum) MeToAOM O6BPaTHOW TpaHCKPUNUUU W
nosiMMepasHOM LUenHoW peakuum c rmépuagmsaynMoHHO-(P/IyoOpecLeHTHOW aAeTekunen B
pexunme «peasibHOTO BPEMEHU».

Hab6op npegHasHadyeH ANnA nabopaTtopHOW AMarHOCTUKM in vitro. NpuMmeHeHne Habopa

He 3aBUCUT OT NONYJNTALUNOHHBIX U ,u,emorpacbvlquKle aChnekToB.

2 OBJIACTb MPUMEHEHNSA

Habop npegHa3HayeH AN NPUMEHEHUS B KJIMHUYECKOW nabopaTOpHOI AuarHocTuKe
ONA nccnenoBaHUsA 6MOMIOTMYECKOro MaTepuana, NoOJIy4eHHOro OT /iy C NOAO03PEeHUEeM Ha
Hanuume KMwe4vyHown uMHdekumn. OTpuuaTenbHble pe3y/fibTaTbl UCCef0BaHUSA C MOMOLbIO
Habopa He UCK/to4arT BO3MOXHOCTb MHULNPOBaAHUSA MWKpPOOPraHn3Mamu,
BbiSIB/ISeEMbIMM C MNOMOULbIO Habopa, W He [AOJ/DKHbI MUCNONb30BaTbCA B KauyecTBe
€4VHCTBEHHOW OCHOBbI ANA MPUHATUA pelweHUs O fed4eHUU nauunmeHTta. OTpuuyaTenbHble
pe3ynbTaTbl UCCNefoBaHUA [AOJ/DKHbl co4deTaTbCsd C  KJAMHUYECKUMU HabMoAeHUSAMMU,
nctopueih 60M1e3HN N 3INULAEMUNONTIOTUYECKO NHopmaymnen.

Hla6op MOXeT NPUMEHATbLCSA B KJIMHUKO-AMATHOCTUYECKUX nabopaTopusx.
3 MPOTNBOMNOKA3AHNA K NMPUMEHEHWNIO
MpoTuBOMNOKasaHUsA K NpMMeHeHU0 Ha6opa OTCYTCTBYIOT.

4 PWCKWN MPNMEHEHWA, MOBOYHbLIE S®PEKTbI

Mpu NpuMeHeHUn Habopa MO HaslHauyeHWlo, B COOTBETCTBUU C AaHHOW WHCTpyKuuei,

PUCKN N NO6OYHbIE 3P (PeKTbl OTCYTCTBYIOT.

5 ®OPMbI BbIMYCKA

Ha6op BbinyckaeTcd B gByX dhopmax” (cm. Tabnuyy 1).

Ta6bnunya 1
OnucaHue popMm BbiNycka Habopa
KonuyecTtBo
dopma OnucaHune nccnefoBaHuin, B TOM
ynucne gnsa KOHTpOﬂeVI
1 [oTOBbIE K MpUMEHeHNo peakunoHHble TLP-cmecn B Buge rens, 48
packanaHHble B 96-yHOUHbIA NaaHweT
5 [oTOBblE K MpUMEHeHu peakumoHHole [LP-cmecn gnA %

pasHeceHus Mo NpoGrpKam

' Habop B chopme Bbinycka 1 ynakoBaH B KOPOOKY 13 KapToHa, B 0opMe Bbinycka 2 - B NO/IM3TU/IEHOBBIA NakeT
C 3aCTéxkoin Zip-Lock.
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6 COCTAB

CocTtaB Habopa ykaszaH B Tabnunuax 2, 3, 4.

Tabnuya 2
CocTtaB (popmbl 1
HoMuHanbHbIN
KomnoHeHT - i
06BEM, MA Kon-Bo BHewHWn BNA
96-/TYHOUHBIA AEeNUMBbIA MIaHLET,
peareHTaMu B BUZeE rens Ha gHe
Npo6upoK
MnéHkn ons nnaHwera - 2 . Kneiikne nnéHkm
BK
(PacTBOp, COAEPXALLNIA TEHHO-UHKEHEPHYIO 0,96 1 npobupka [MMpo3payHast 6ecuBeTHas XMAKOCTb
KOHCTPYKLMI0 ¢ HK BHYTPEHHEro KOHTPons)
OK 0,8 1 6 M 6
(BychepHbiii pacTsop) ) npobupka [po3payHasa 6ecLBeTHas XUOKOCTb
MKP
(PacTBop, copepXallyii reHHO-MHXEHEPHbIe 0,8 1 npobupka [Mpo3payHasi 6ecuBeTHast XMAKOCTb
KOHCTPYKUMK ¢ dhparmeHTamm HK
BblABAAEMbIX MVIKpOOpraHMCiMOB)
B 6yMaXXHOM BuAe 1 9/IEKTPOHHOM
VIHCTPpYKLMA MO NPUMEHEHNIO - 1w BUAe o agpecy:
http://www.amplitech.ru/resources/
Kpartkoe pykoBOZACTBO - 1w B 6ymakHOM Buge
A .
Macnopt i 1 B 3/1€KTPOHHOM Buae” no agpecy:
http://www.amplitech.ru/qualitv/
Tabnuya 3
PacnonoxeHne peareHToB B MniaHLweTe
Paabl o
A PeareHT BHewHun BUA
npo6upok

Cwmecb AH (R)-3

Ac EG (PeakunoHHas MLP-cmech co cneuunduyeckummn npainmepamu. [enb oT ceporo go (bVIOﬂeTOBOFO
hyopecueHTHO-MeuveHbIMU 30HAamu, TepmocTabuneHoii AHK-  LiBeTa Ha AHe I'Ip06I/Ip0K
nonumepasoi, peseptasoil, AHT®, conamu)
Cwmecb AH (R)-4

BDFH (PeakymnoHHas MUP-cmecb co cneundmnyeckummn npaimepamu, [enb oT CBeTl'IO-pO3OBOFO ao
thnyopecueHTHO-MeueHbIMY 30HAamu, TepmocTabunbHoin AHK-  KPacCHOro upeta Ha aHe I'Ip06VIpOK
nonumepasoi, peseptasoit, AHT®, consamm)

2B cniyyae oTcyTCcTBUA AOCTyna K IHTEPHETY 06paTuTech B CNYXOYy TEXHUYECKOW NOAAEpPXKM No TenedoHy
(495) 374-13-46 ansa 3anpoca o NpefocTaBfeHnn GyMaXkHO BepcumM nacnopra.
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Tabnuuya 4
CocTtaB popMbl 2

HoMuWHanbHbI

KOMMOHEHT 06BEM, M Kon-Bo BHewHN BUA,
Cmecb AH (RW)-3
(emoman ILP-cvecscocreunbmeas 1 nposupka TPOIPASHAR XAAKCCTE T cBeTRO-
30H4amMK, TepmocTabunsHoi AHK-nonnmepasoi, ceporo Ao (bVIOﬂeTOBOFO Lgeta
pesepTasoii, gHT®, conamwu)
Cwmecb AH (RW)-4
(eanyroman P e o rewbmiecmn ke TIPOSPAUNER KUAKOCTS OT cBETrO-
30H4amMu, TepmocTabunsHoit AHK-nonnmepasoi, ceporo Ao CbVIOJ'IETOBOFO LpeTa
pesepTasoii, gHT®, conamwu)
BK
(PacTBop, cofepxXalnii reHHO-UHXEHEPHYO 0,96 1 np06I/IpKa I'Ipo3pal-|HaF| 6eCL|'BeTHaF| XNOKOCTb
KOHCTPYKLWMIO ¢ HK BHYTPEHHEro KOHTPO/IS)
o 1 npo6 6
(BybepHii pacTaop) 0,8 npobupka [Mpo3payHas 6ecuBeTHas XUAKOCTb
MKP
(PacTBop, CoAEPXaLLUii reHHO-MHKXEHEPHbIE 0,8 1 npo6upka [Mpo3payHas 6ecuBeTHas XUAKOCTb
KOHCTPYKLMK ¢ chparmeHTamu HK BbisSIBNSIEMbIX
MWKPOOPraHN3MOB)
B 6yMa)XHOM BMAE W 3/TIEKTPOHHOM
VIHCTpYKUMS MO NPUMEHEHUIO - 1 um. BMAE NO agpecy:
http://www.amplitech.ru/resources/
KpaTkoe pykoBOACTBO - 1um. B 6ymakHOM Buge
Macropt ) 1. B anektpoHHOM Buae™ no agpecy:

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

7 NPUHUWMM METOAA

WccnepoBaHue c nmomMollbio Ha6opa MPOBOAMTCA METOAOM O6paTHOW TpaHCKpUNuuUu

(OT) PHK wn nocnepgywouwen amnandukaunm dparmeHtoB KAHK/AHK wmeTogom

nonnmMmepasHoi uenHoi peakyun (MLUP) c rmébpuansayMoHHO-(PIyOpecUeHTHON AeTekumnen
NPOAYKTOB aMnangukaumm B pexmme «peanbHOro BpeMeHW». [leTekuusa MNpPOAYKTOB
amnnudpunkaumum u pasgenibHoe BbisB/eHWe MulleHeli ob6ecneynBaeTcd NMPUMeHeHWeM B
OBYX peakuuoOHHbIX cMmecax gna TMUP dnayopecyueHTHO-Me4YeHblX ONIMTOHYKAeoTnao0B,
CUTHa/1bl OT KOTOPbIX PETUCTPUPYIOTCH MO Pa3/IMYHbIM KaHanaM p/IyopecLeHTHON aeTeKkunn
(cm. Tabnuyy 5).

Tabnuya 5

KaHanbl AeTeKunn MuLLeHell

PAM RSG* ROX CyS

Cmecb AH (R)-3 /Cmecb AH (RW)-3

PHK Norovirus Gl : Ok30reHHbIn BK

- {gene for nonstructural ﬂ,Hllf'Adenokus F (MCKYCCTBEHHO CYHTE3MpOBaHHasA
polyprotein)® {Hexon gene) nocsiefoBartesibHOCTb)

Cmecb AH (R)-4 / Cmecb AH (RW)-4

i i . OK30reHHbIn BK

PHK Astrovirus PHK Norovirus Gil PHK Rotavirus A

(RdRp gene)

{gene for nonstructural
polyprotein)

{NSP2 gene)

(MCKYCCTBEHHO CUHTE3VPOBaHHAS
nocnefoBaTeslbHOCTh)

B Crlyydae OTCYTCTBUSA AOCTyna K VIHTepHeTy obpatuTech B CAyxOy TEXHUYECKOV MoAaepxku no TenedoHy
(495) 374-13-46 pns 3anpoca 0 NpefocTaB/ieHMM ByMaxHOW Bepcun nacnopra.
A CvrHan ot dpniyopochopa R6G  peructpypyeTcsd N0 KaHany feTekuuMu CcurHasia oOT  aHasloMMyHbIX

donyopodpopos HEX un VIC.

®B ckobkax ykazaHa 06/1acTb aMnAngUKaLm MULLEHN.
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7.1 XapaKTepucTuKa nonoXxXutenbHOro KoHtponsa MK F

KoHueHTpauna KNOHNPOBaHHbIX parMeHToB HK BCcex BbISABNSAEMbIX MUKPOOPraHM3MoOB B
MK F coctaBndetr 5 1a% 0,51 konwuit/mn. KoHueHTpauus onpegensderca € MNOMOLULbIO

yCTaHOBI'IeHHOI‘/JI npomssBoantTesnemMm MeToouKuM BbIMOJIHEHNA |/|3mepeH|/||7| Ha OCHOBe MeToda

nMMUTUpyowmnx passegenunii [1,2].

8 HEOBXOAMMOE OBOPYAOBAHWE N MATEPUWAIJIbI

Ana pa6oThbl

Tabnuuye 6.

C Habopom TpebytTcsa obopypoBaHue W MaTepuansbl,

YKa3aHHble B

Tabnuuya 6

O6opygoBaHue n matepmanbl, Heobxoanmble ansa paboTbl C HaAbopom

Heo6xoanmoe oGopyAoBaHNe U MaTepuasnbl B C/iy4yae

aBTOMaTI/I3VIDOBaHHOI7I noaAroToBKM K
nposegeHuto NMUP/OT-NUP ana dpopmbl
Bbinycka 1
* aBTOMaTUyeckKas cTaHuus
Npo60onoAroTOBKM «Amplitech El»
(«Amnnutek», Poccus; PY Ne P3H 2022/16981);
. nporpaMMupyembliii  amnangukaTtop c
cucTemoii Aetekumu dhiyopecLeHTHOro
CUrHaNna B PeXVMe «pPeasibHOro BpPeMeHu»
(OTnpaiim (OO0 «HMO AHK-TexHonorus»; PY
Ne ¢OP 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));

. XONOAUNBHUK c kamepol,
noggepxusatoweii Temnepatypy ot 2 °C go
8°C;

. eMKOCTb /11 cbpoca WCMOoSb30BaHHbIX
MaTepuasios;

. nepuyatki MeauuMHCKME, OfHOpa3oBble,
HeornyApeHHble.

9 MEPbI MPEAOCTOPOXHOCTHN

py4HOW noAroToBku K npoBeaeHuto MUP/OT-MUP an4a
¢dopm BbiNycka 1 n 2

. MLP-60kKC;
. ueHTpudpyra-soptekc (PY Ne ®C Ne 2005/518);

e [03aTopbl NepemMeHHOro 06bEMa, MexaHWyeckue
WM 3NEKTPOHHbIE, C BO3MOXHOCTbIO J03UPOBaHuA OT 5
00 200 mkn (PY Ne ®CP 2009/05681);

. nporpaMMmpyemblii - amnanukaTtop € CUCTEMOW
JeTekumn  p/lyoOpecLeHTHOT0  CUrHasia B pexume
«peasibHOro BpemeHu» (ATnpaiim (OO0 «HMO [OHK-
TexHonorus»; 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));

. wratme ansa MUP-nnaHweTos (Npy UCnosib30BaHUM
hopmbl 1);

. wratme Ans npobupok o6bémom 0,2 mn  (Mpu
ncnonb3oBaHUn opMbI 2);

. XONOAWIbHUK C  Kamepo,
Temnepartypy ot 2 “C go 8 °C;

. npobupkn ana MUP o6vémom 0,2 M € ONTUYECKU
MpO3payHoli  KpbILWKOW, OAHOPa30Bble, CBOOOAHLIE OT
[OHKa3 1 PHKa3 (npu ncnonb3oBaHun hopmsbl 2);

. HaKOHEYHWKW /19 403aTOPOB NepemMeHHOoro o6bLema,
Cc (unbTpom, o06BEMOM [0 20 MK, 0OOHOPa30Bble,
cBo6ogHble oT JHKa3 n PHKaz;

. eMKOCTb /151 cbpoca MCMosib30BaHHbIX MaTepnasos;
. nepyartku MeWLUHCKUeE, 0fiHOpa3oBble,
HeomnyapeHHble.

noaaepXuBaroLLe
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Knacc noteHunanbHOro pucka NnpumMeHeHmnsa Habopa (cornacHo MNMpukasy MuUHncTepcTBa
3gpaBooxpaHeHmna P®d Ne 44 oT 06.06.2012) - 26.

Pa6ota c Habopom poskHa MNpoBOAUTbLCA B nabopaTopuu, uUcnonb3ykuleldn mMeToAbl
amnanukauum HYKIEeUHOBbIX KUCNOT A4 uccrenoBaHma maTepuana, ¢ cobsogeHuem
roctT P WCO 15190

6e3onacHocTu», MY 1.3.2569-09 «OpraHunzayma paboTbl nabopaTtopuii,

TpeboBaHWA «Jlabopatopun wmMeguunHckue. TpeboBaHus
MCMOb3YyHOLW KX
MeToAbl aMnNAnUKaLUM HYKTENHOBbLIX KUCNOT Npu paboTe ¢ matepuasioM, coAepxawunm
I-1V rpynn CaHluH 3.3686-21

anuaeMuonormyeckne Tpe6oBaHusa Mo NpouakTuKe NMHPEKLMOHHBbIX 6oe3Heli».

MNKPOOpPraHnN3mMbl naToreHHoCTm», «CaHVITapHO-

Mpu pa6oTe HEOBXOANUMO BCerga BbIMOMHATL cneayloluine Tpe6oBaHus:

WHcTpykuma B.21.10.24
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e NMpumMeHATb HaboOp NO Ha3HauYeHWK B COOTBETCTBUM C [aHHOW WHCTPYKUUEN.
OTK/IOHEHME OT MNpoONUCaHHbIX Mpoueayp W nopsgka AelACTBUA MOXeT MNpUBECTU K
MONYYEeHND HeEOOCTOBEPHbLIX Pe3y/1bTaTOB NCC/lef0BaHUS.

+ K paboTe c Habopom ponyckaeTcsa TOJ/IbKO MNepcoHas, O0O6yyYeHHbIi MeTodam
MO/IEKYNAPHOW  AuMarHoOCTUKM U nNpaBusiam paboTbl B KJAUHUKO-AMNArHOCTUYECKOW
nabopatopumn B cooTBeTcTBMKU € CaHlNuH 3.3686-21 (pasgen 1V).

« PaccmaTtpuBatb nccnepyemble ob6pasubl Kak MH(pEKLNOHHO-ONACHbIE,
opraHnsoBbiBaTb paboTy M XxpaHeHne B cooTBeTCcTBMN C¢ CaHlnH 3.3686-21.

* YTunusnposaTb peareHTbl " NAEHKN  ANs nnaHweTa (Mmcnonb3oBaHHbIE,
HEeMcnonb30BaHHble, Npuwealine B HErog4HOCTb B CBSAA3W C UCTeYEHMEM CcpoKa roAHOCTHU
n/vnn HecobngeHNEM perfaMeHTUPOBAHHOIO pexuma XxpaHeHuda, TpaHCNoOpTUPOBaHUA U
npMMeHeHNA), BHELWHIOW YynNnakoBKY Habopa, a3KcnnyaTauuMoOHHYK AOKyMeHTauuw B
cooTBeTCTBUKU C TpeboBaHnAMKU CaHlunH 2.1.3684-21 «CaHUTapHO-aNUAEMMNONOTNYECKNE
TpeboBaHUA K COAEepXaHUI TeppUTOpPUN TOPOACKUX U CefiIbCKUX MNOoCeneHwui, K BOAHbIM
obbekTamM, NUTbEBOI BOAEe U MNUTbEBOMY BOAOCHabGXeHWID, aTMOCepHOMY BO3AYXY,

noysBam, XWAbIM TMNOMELWEHNUAM, 3KcnayaTtauMm MNpPOU3BOACTBEHHbIX, 06U EeCTBEeHHbIX
I_ noMeLlLeHN, opraHmsauunmu 7 npoBefeHNIo CaHUTApPHO-NPOTUBO3NNAEMUYECKUX
(NnpodunnakTnyecknx) MeponpuAaTUn» K yTunmsaumm MeguLUMHCKNX OTX0A40B kKnacca I.

* He oTkpblBaTb nNpo6bupku c npoaykramm amnnudukaumm B npouecce mx cbopa u
yTunusauunu.

 YTunmnsnposaTb OWOMOTMYECKUA MaTepuas, a TakXke pacxofHble MaTepuanbl U
MHCTPYMEHTbI, 3arpsa3HéHHble OWOMIOTMYECKMM  MaTepuasioMm, B COOTBeTCTBUM C
Tpe6oBaHMAMK CaHlMNnH 2.1.3684-21 KyTunmsaymm meagnLUUHCKMX OTXO[0B Knacca b.

e He ucnonb3oBaTb Habop, eCcNV HapylweHa BHYTPEHHSIS ynakoBKa W/AW BHELWHWUA Bupg
peareHTa He COOTBeTCTBYeT oONucaHuw, YykKaszaHHomy B Tabnuuyax 2-4 anA
cooTBeTCTBYylOUEen popmbl BbliNnycka Habopa.

* He wucnonb3oBaTb Habop, ecsim He cob6AOAANINCH YC/IOBUSA TPaHCNOPTUPOBAHUA W
XpPaHEeHUs COrnacHO MHCTPYKLUN.

* He ucnonb3oBatb Habop NO UCTeYEHUU CpOKa FOAHOCTMU.

* Wcnonb3oBaTb OTAefibHbIA  ANA Kaxanoro ob6pas3uya/peareHTa o0fHOpas30oBblii

« HaKOHEeYHUK C PUNbLTPOM.

e Mcnonb3oBaTb 3alWUTHYIO oAexAay B cooTBeTcTBUUM ¢ MY 1.3.2569-09. Bce onepauun
NPOBOAUTL TO/IbBKO B O4HOPA30BbIX HEONYAPEHHbIX NepyaTKax A/18 UCKNIOYEeHNSA KOHTaKTa C
OpraHn3Mom 4esioBeka.

* He ecTb, He NUTb U HE KYPUTb B Npouecce ncrnonb3oBaHnsa Habopa. M136eratb KOHTaKTa
peareHTOB C KOXel, rnasamMmum n cnu3ncton obosiovkoii. He rnortatb.

PeareHTbl, Bxoasumne B cocTaB Habopa, cogepXxaT HaTpua a3ug B KOHLeHTpauuu He
6onee 0,05 %, NO3TOMY He kK/accUPUUUPYIOTCHA KakK onacHble A1 300pPOBbA YesioBeka U
oKpyXxawuein cpeabl. Npn KOHTakTe HeMen/IeHHO MPOMbITb MOpPaX&éHHOe MecTo 60NbLWUM
KO/IM4eCTBOM BOJbl M NPV NJIOXOM CaMOYYyBCTBUM 06paTUTbLCA 3a MEAULUMHCKOW MOMOLbIO.
Mpn nonagaHn BHYTPb PBOTY He Bbi3blBaTb, NPONOZOCKaTb POT BOAOW, 06paTUTLCA K Bpady
npy NJI0OXOM CaMO4YyBCTBUMU.

Mcnonb3oBaHMe Habopa NO Ha3HayYeHU U cobGMOAeHUEe BbllWenepevyncneHHbIX Mep

npegocTopoOXHOCTN NCKNTKOYaeT HeratTuBHoe BO3,D.€I7ICTBI/I€ Ha OpraHmM3m 4yesioBeka.
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10 UCCNEAYEMbIN MATEPVAN

Ha6op npepHa3HayeH AnNd uUccnefoBaHUA TObKO 6uo0rMyeckoro maTtepuana,
yKazaHHOro B pasgene 1. B3atue, npeaBaputesibHyt0 o6paboTKy, TpaHCNOpPTUpPOBaHWeE W
XpaHeHue 6MonoOrM4eckoro martepunana cnenyeTt NnpoBoauUTb B COOTBETCTBUN C:

e MY 1.3.2569-09 «OpraHuzaymnsa paboTbl nabopaTtopuii, UCMNONb3yHWNUX MeTOAbl
amnnandukayumm HYKNemHOBbIX KUCNOT nNpu paboTe C wMaTepumasom, cofepxawmm
MUKpoopraHnsmbl |-V rpynn naToreHHOCTU»;

s Tpeb6boBaHMAMU, NepeyYnUCcsieHHbIMMU B Tabnuuyax 7 u 8.

Tabnunuya 7
Tpe6oBaHUSA K B3ATUIO N NpeaBapuTenbHO o6paboTke uccnegqyemMmoro matepuarna

B3saTne n npepgobpaboTka hekanmii

MepeHectn ob6pasey ekamin B KonmyectBe 1-3 1 (1-3 M), uUCMONb3ys B 3aBUCUMOCTM  OT
KOHCMCTEeHLMN 06pa3ua OTAesbHbIi HAKOHEYHUK C (OMNbTPOM WM OAHOPA30BYIO /10NATKY, B CTEPWU/IbHbI
O[HOPa30BbIi KOHTENHEP.

MpepobpaboTka:

Mpy nccnefoBaHUM HATVBHBIX hekannii 6e3 nNpeaLlecTBYyOLWEro 3aMopakmBaHnsa roToBAT dhekaslbHYHo
cycneHsuio. Mpu BOAAHWUCTOW KOHCUCTEHLMN (hekanunii NPUroToB/ieHe CycneH3nun He TpebyeTcs.

MpepobpaboTka hekanuii BOAAHWUCTONM KOHCMCTEHLUUW, CBEXENPUIOTOBIEHHON CycneH3un dekanuii
WM CycreH3uu, noagepraBlUeiica 3amMOpaKMBaHUK C [NULEPUHOM, MPOBOAWUTCA METOAO0M 3Kcrnpecc-
hunbTpaLun.

MpurotoBaeHne dhekasibHOM CyCcneH3nu

B npobupky, cogepxatlyto 0,8 mn chocchatHoro 6ychepa (Wm CTEPUNbHOrO M30TOHMYECKOrO pacTBopa
HaTpusl xnopuga), OTAE IbHbIM HAaKOHEYHUKOM C (OUALTPOM (UM O4HOPa30BOI nonatkoi) BHecTn 0,1 r
(0,1 mn) chekanmii n TLWATENBHO pecycneHaMpoBaTb Ha BOPTEKCe A0 06pa30oBaHNS rOMOreHHON CyCneH3un.

Mpn HEBO3MOXHOCTM UCCNefoBaHNA MaTepuasia B TEeYeHNe CYTOK UW/nimM HeobXxo4nMmMoCTH A/IUTENbHOIo
XpaHeHUsi K NPUroTOB/IEHHOW cycneH3un dekanunii 4o6aBuTb MMULEPUH B KOHEYHOW KOHUeHTpaumn 15-
20 %. lMocne TwarenbHON rOMOreHnsauum ¢ UCMO/Ib30BaHNEM BOPTEKCA W SKCMO3MLUN C TNLEPUHOM B
TeyeHne 30-40 MyH Npobbl 3aMOPO3UTD.

MoprotoBka dpekannini MeTo4oM LEeHTPUGYrmpoBaHus

Mpobupkn c cycneHaveidr uam BOASHUCTbIMKU hekamamn LeHTpudyrmpoBaTe 5 MuH npu 7000-
12000 x4. Wcnonb3ysi HaKkOHEYHWK C OUNIbTPOM, 0TO6paTb M3 MPOGUPKU BGakTepuasibHyl pakumo B
06BbEMe 50 MK (BepxHAs 6eno-xénrtas yacTb o6pasoBasLUerocs ocazka). Npu oTcyTCcTBUMU 6EM0-XENTOro
MorpaHNYHOro Cfos Mexay OcCafkoM U cyrnepHataHToM oTtob6partb 100 M1 € rpaHuubl ocagka W
cynepHataHTa. lMpn oTcyTcTBUM Ocagka oTobpatk 100 MkN co AHa NPOBMPKM.

OT06paHHyo YacTb MPOOBLI MepeHeCcT B HOBYIO NPOBUPKY 1 UCNOJb30BaTh A1 NPOBEAEHNS IKCTPaKLMK
OHK/PHK. LdonyckaeTca pa3BefeHue cynepHaTaHTta hocdatHo-coneBbiv 6ychepom B cooTHOWweEHn 1:1 B
c/lydae nosiydyeHuss HeBanuAHblX pesynbratoB [MLP-uccnegoBaHnsa un3-3a WHIMOMPOBAHWUA  peakuun
amnandukauun.

MoarotoBka pekannini MeTOAOM 3Kcrnpecc-ouabTpayum

Heobxoaoymo mcnonb3oBaTh [Ba HakoHeuHnka o06béMomM 1000 MK OAMH C asp030/1bHbIM (OUILTPOM,
Opyroin - 6e3 Hero. B HakoHeYHMK 6e3 aspo30/bHOr0 (M/bTpPa BCTaBUTb OTPE3aHHy pabouyld 4yacTb
0[IHOPa30BOr0 BATHOrO 30HAA (BATHOM Masiouky) M 3adhuMKCMpoBaTb MPOTASIKMBAHWEM B CY)XXEHHYHO 4acTb
HaKOHeYHVKa. HakOHEeYHMKOM C aspo30/ibHbIM hIbTPOM 3abpatb 1 M ekanbHol CycneHsun, BCTaBUTb
€ro B MOArOTOB/IEHHbIA HAKOHEYHWK C BaTHbIM (DUIBTPOM M MPOMYCTUTL CYCNEH3NI0 Yepe3 (IUIbTP B HOBYHD
0[1HOPa30BYIO MPOBUPKY.

Mpun 3aTpygHEHHOI OUIbTPaLUM PEKOMEHAYETCA YMEHbLUUTbL KOHLEHTPaL Mo (hekasibHOW CyCneH3uu.
JonyckaeTca passefeHve cynepHaTtaHTa hocaTHo-coneBbiM GydepoM B cooTHoweHun 1:1 B cnyvae
noslyyeHus  HeBamMAHbIX  pesynbTatoB  [LP-uccnegoBaHWa  mM3-3a  WMHIMOMPOBaHUA  peakuuu
amnpmkaumu.

Tabnunua 8

Tpe6oBaHUA KYC/IOBUAM TPAHCNOPTUPOBAHUS U XpPaHEHUS
nccnegyeMmoro matepuana
YCcnoBuA TpaHCNOPTUPOBaHUA U XpaHeHus dekanuii

» Jlo npeno6bpaboTkn npu KomHaTHOW Temnepatype (ot 18 °C pgo 25 °C) He 6onee 6 4 wam npm
TemnepaTtype ot 2 °C o 8 °C He 6osiee 3 CyTOK.

* Tocne npenobpaboTtkn npu Temneparype MuHyc 20 °C B TeueHue 1 Hefenwu.

» [lonyckaeTcs ofHOKpaTHOE 3amopaxkuBaHue marepuana.
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11 NMPOBEAEHVNE NCCNEOOBAHWA

11.1 ABTOoMaTu3npoBaHHas akcTpakyma HK n noarotoBka Kk nposegeHuto MUP/OT-
MUP c ncnonb3oBaHmeM hOopMbl BbiNycka 1 n aBToOMaTn4yeckoi ctaHunm «Amplitech
El». MpoBegeHne NMUP/OT-MUP n getekunu
BHNUMAHWE! Mepea Hayanom pab6boTbl HEOGXOAMMO O3HAKOMWUTbLCSA C PYKOBOACTBOM MO
akcnsyatayum aBToMaTuyeckoin ctaHumm «Amplitech El».

JkcTpakumiwo HK M3 uccnegyemoro maTtepuasia U KOHTpOJel, a TakXe BHeceHue
06pa3uoB aKcTparmpoBaHHOW HK B Npobupku nnaHweTa C peakumoHHbiMn MLIP-cmecamm
npoBecTM C UCMNOJSIb30BaHMEM aBTOMaTuyeckown cTaHumm «Amplitech E1» (0OOO
«AMNMINTEK») COrNacHO pPyYKOBOACTBY MO eé akcnsyataumnm v npoueaype, ykasaHHoOUW Huxe.
Ans skcTpakuynm HK Heob6xoanmo ncnonb3oBatb hopMy BbiNycka 1 Habopa peareHToB «HK-
100 (R)» (OO0 «AMNANTEK»),

11.1.1 MepemewaTtTb cogepxumoe nNnpobupok c peareHtamm BK, OK u MK F n ocagntb

Kansan Ha BOpTeEKce.

11.1.2 ToAroTOBUTbL KapTpUAX C peareHTamMmum n3 Habopa «HK-100 (R)» n BHECTU B HErO

nccnepgyemble o6pasybl U KOHTPONU COr1aCHO UHCTPYKLUUUM NO €ro NPUMEHEHMUIO.
BHNUMAHWE! Kaxpgas rpynna 3KcTparmpyembliXx 06pasuoB [AOJ/XKHA CONpoOBOXAaTbCs
NOCTaHOBKON KoHTposieiht OK n MK F He meHee 4yemM B O4HOM MOBTOpE.

11.1.3 YcTaHOBUTb Ha pabouymini CTONI aBTOMATUYECKOW CTaHUUM KapTpugx c
BHECEHHbIMW KUccAeAyeMbiMU ob6pa3uaMu U KOHTPOJIAMU, a TakXKe pacxofHble
MaTepuanbl, BXxogaume B coctaB Habopa «HK-100 (R)», cornacHo pykoBoACTBY
no akcnayataumm cTaHumu.

11.1.4 OTpe3aTb OT njilaHWwWeTa Heob6xoaMMoe KOJSIMYECTBO MNPo6MPOK co Cmecsamu
AH (R)-3, All (R)-4, yunTbiBasi, 4TO Ha KaXAblii nccnenyemblii M KOHTPOJ/IbHbIM
obpasel A[O/HDKHO MNPUXOAUTbLCA NO OAHOW npobupke Kaxaoro Buga Cwmecu.

Cxema nnaHweTa npeAcTaB/ieHa Ha puUcyHke 1.

A mme OO0000000O0O00O
8 meme OQO0O00000000O0DO
c mme OQO0O0O00000000O0O
D mMmrra O000000000O0O0O0
: m~rm: 0©0 000000000
F mMmeyxse O000000000O0O0O
G mMmeys O000000000OO0O0DO
H mMmrre O000000000O0O00O0

PncyHok 1 - Cxema nniaHweTa c peareHtamMmun

11.1.5 CHATb C OTpe3aHHbIX NPOGUPOK 3aWUTHY MAEHKY.
11.1.6 YcTaHOBUTb OTpe3aHHble nNpo6bupkn co Cmecamu Ha pa6ouwnii cTon

aBTOMaTMUYeCKOi cTaHUMM B aganTep ANs KOHTeliHepOoB ANns afniarta.
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11.1.7 3anycTuTb BbINOJ/IHEHUE C/efYyHLWnUX NPOTOKO/IOB COrfnacHO PYyKOBOACTBY MO

akcnnyaTtaymmn ctanumm «Amplitech El»:
a) npoTokona aKcTpakumm HK ¢ mcrnonb3oBaHuem WTpUX-koda A8 NpoTokona,
YKas3aHHOro B KpaTKOM PYKOBOACTBE MO nMpumMmeHeHntw Habopa «HK-100 (R)»;
MpumeyaHue - B npotokone ykasatb 06bEM anwuum 100 mMkn. B cnyyae ofHOBpPEMEHHOrO
3anycka npoTOKO/I0B 3KCTpakumm M noArotoBku K nposepeHuto MLP/OT-MLUP o6bém anwouum He
TpebyeT py4yHOro BBOAA, Tak Kak y>Ke BK/IIOUYEH B NPOTOKO/ NOAroTOBKY K npoBefeHuto MUP/OT-MLUP.
6) npoTokona noAarotoBku K npoBegeHuto MUP/OT-MUP ¢ wncnonb3oBaHueM
WTpuUx-Kkoga ANA4 NpoTOKOoAa, YKasaHHOro B KpaTKOM pyKOBOACTBe MO
npumMmeHeHuto Habopa «Amplitech All-Viro (R)».
BHMMAHWE! 3anyck npoTtokosia Heob6xoauMmo nposBecTu B TeyeHme 30 MUHYT nocrne
yCTaHOBKN BCeX peareHToB Ha paboyeM cTOo/ie CTaHUUN.

11.1.8 lMocne 3aBeplleHNA NMPOTOKOJ/I0B BbIHYTb afantep ¢ NpobupkamMm n 3aK1enTb UX
NNéHkKon, Bxopgsauieh B cocTaB Habopa «Amplitech All-Viro (R)». 3nmwar,
BHECEHHbIN B MNPOOGUPKK, COOEPXUT TMONYYEHHYH B MNpouecce 3KCcTpakuuu
PHK/OHK.

BHVUMAHWE! Mpo6upkn, 3akneeHHble NNEHKOIW, He nmepeBopauymBaTb W He BCTPSXUBaThb,
4TOObI M36exaTb pa3dpbI3rMBaHNA COOEPXMUMOTNO MO CTeEHKaAM NPOOGUPOK M NnonagaHusa uUx Ha
3aWNTHYIO NNEHKY. MPOBUPKN C peakLMOHHOWN CMEeCbIO C BHECEHHbBIM 3110aTOM He nognexart
XpaHeHUt. Heo6xoanmMo He3aMenNUTe/IbHO MPOU3BECTU 3anMyckK peakumm amnnudukaymn.

11.1.9 3anporpammupoBatb amnnudpukatop Ana nposegeHuna MNUP/OT-MUP wu
neTeKuunm  (PayopecueHTHOro CuUrHasa CcoOrnacHoO  UMHCTPYKUMM N0 ero
NPMMEHEeHUI0 NO NporpaMmmMe, ykasaHHoi B Tabnuuye 9.

Tabnunya 9
Mporpamma MUP/OT-MUP n geTekunn npn noarotoBke Kk nposegeHunto MNUP/OT-NLUP

o JeTekuusa no kaHanam gns KonunuecTtBo
LUnkn  Temnepatypa, °C Bpems yopochopos LMKNOB
1 50 15 MuH - 1
2 95 2 MVH . 1
95 O c -
3 42
60 20 c PAM, R6G®, ROX, Cy5

MprnmeyaHus
1) Mpu nporpamMMupoBaHMn amnangukaTopa ykasatb 06béM peakuuun: 25 mkn.

2) [deTtexkumss MOXeT HaszHayaTbCAd MO APYrMM  KaHanam, MOMWMO YyKasaHHbIX, Npu
O4HOBPEMEHHOM MpPOBEAEHNMN B OAHOM NpubBOpe HECKOMbKMX TECTOB C UCMNOSIb30BAHMEM

yKa3aHHOW nporpaMmbi.

11.1.10 MomMecTnTb NPOBUPKN C peakKyMOHHbIMU CMECAMMN U 3/1K0ATOM B amnandumkaTop

M 3anyCcTUTb NporpaMmmy.

® CurHann ot pnyopochopa R6G peructpypyetca no KaHany AeTekuud CcurHasia OT  aHasIormyHbIX
dnyopocpopos HEX un VIC.

R VTR T
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11.2 JkKcTpakumsa HK v pydyHaa noarotoBka K npoBegeHuto MUP/OT-MNUP c

ncnonb3oBaHueM (popmbl Bbinycka 1 nnun 2. NpoeegeHue MUP/OT-MUP n getekyun

11.2.1 MNepemewaTtb cogepxumoe nNnpobupok c peareHtamum BK, OK u MK F n ocagntb

Kansim Ha BOpPTEKCeE.

11.2.2 TMpoBecTn 3kKkcTpakumiw HK wu3 wuccnepyemoro martepumana W KOHTponen c

ncnonb3oBaHmem Habopa peareHtToB «HK-100 (R)» (OOO «AMONINTEK»)

COr/jlaCHO MHCTPYKUMWN MO ero npunMmeHeHuto.

MpumeuaHue - daOUUIO NpoBeCTU B 06bEMe 100 MK.

BH/AMAHWE! Kaxpas rpynna 3kcTparMpyembiXx o06pa3uoB fOJI)XHA COMpPOBOXAaTbCH

NOCTaHOBKOW KOHTposnen OK n MK F He meHee yem B 04HOM MOBTOpE.

11.2.3 B 3aBUCUMOCTM OT uUcnosab3yemoin dopmbl BbiNycka Habopa «Amplitech All-

Viro (R)» npoBecTn NoarotoBky K npoBegeHuto MUP/OT-MLUP B cooTBeTCTBUN C

Tabnunuen 10.

Tab6nuya 10

|b MoaroTtoBka K npoBegeHuto MUP/OT-MUP B 3aBUCUMOCTN OT POPMbI BbiNycKa
Habopa «Aniplitech All-Viro (R)»

MogrotoBka K npoBegeHunto MNUP/OT-MLUP npn ncnonb3oBaHumn

dopmbl 1

« OTpe3aTb OT nJiaHweTa Heobxogmmoe
KOn4yecTBO Npobupok co Cmecamu AH (R)-3,
All  (R)-4, yuuTblBasi, 4TO Ha KaxgblA
nccnenyembiii M KOHTPOJ/IbHLIN ~ 0Gpasel,
OOMKHO NPUXOAUTbCA MO OJHOW npobupke
kaxpgoro Bumga Cmecn. Cxema nNnaHweTa
npegcraBsieHa Ha pucyHke 1.

* CHATb C OTpe3aHHbIX MNPOOGUPOK 3aLUTHYIO
NAEHKY.

e [Ona ypobcTtBa BHeceHmss ob6pasyoB HK
pekoMeHAyeTCA  YCTaHOBUTb  OTpe3aHHble
npo6upku B wtatme gnsa NMUP-nnaHweToB.

* BHecTM B nNOArOTOB/EHHble NPOOUPKM MO
20 mkn  o6pasuoB  HK, MOJIyYeHHbIX B
pesynbTaTe 3KCTpakumn U3 uccnegyembix
o6pas3uoB n koHTposien (OK u MK F).

BHVMAHWE! Kaxablii o6pa3sey HK BHocutca B

ABe nMnpobupkn C pasHbIMU  peakuUOHHbIMU

Cmecamu, T.e. Ans Kaxgoro obpasua no ofHOW

npo6upke ¢ kaxgbim Bugom Cmecu (AH (R)-3, All

(R)-4).

BHUMAHWE! MNpun BHeceHun HK Heob6xoammo

n3beratb nonagaHmsi copbeHTa B peakuMOHHYIO

CMEChb.

+ [lepemewatb coAepXMmMoe MUNEeTUPOBaHNEM,
He Jonyckas ny3bIpbKOB BO3ayXxa.

e [locne BHeceHusa o6pa3yoB HK 3aknentb
npo6upkn MMEHKON, BXoAsiwein B coOCTaB
Habopa «Amplitech All-Viro (R)».

dopmbl 2

+ T[epemewartb cogepxumoe nNpobUpPoOK co
Cmecamnm AH (RW)-3, All (RW)-4 n ocagutb
Kansn Ha BopTekce.

* BbICTaBUTb B WTatMB AN  Kaxaoro
nccreayeMmoro U KOHTpoJsibHOro oépasua no
aBe TMUP-npobupkn B ABa pajga, Tak Kak
Kaxabli obpasey HK mnccnepgyetcsa B ABYX
npobupkax € pasHbIMU peakLNOHHbIMN
Cmecamn (AH (RW)-3, AH (RW)-4).
MpomapknpoBaTb NPOGUPKN.

e BHecTn B nepBbIi psafd MNOATOTOB/IEHHbLIX
MUP-npo6upok no 10 mkn Cmecn AH (RW)-
3, Bo BTOpoii psag no 10 mkn Cmecu AH
(RW)-4.

* BHecTM B nNpodGUpPKM C peakLUOHHbIMU
Cmecammn no 15 mkn o6pasyoB  HK,
NOSlydYeHHbIX B pe3ysibTaTe 3KCTpakuum us
nccnegyemMmbix o6pasuoB mn koHTponein (OK
n MK F).

BHMUMAHWE! Kaxablii o6pa3sely HK BHocutcs

B ABe MpPO6MPKN C pasHbIMU pPeakLMOHHbIMU

Cmecamum (AH (RW)-3, AH (RW)-4).

BHVMAHWE! Mpn BHeceHnn HK Heobxoammo

n3beratb nonagaHus copbeHTa B
peakuMOHHYH CMECh.
e [lepemewatb copepxumoe

nuneTupoBaHMeM, He A0NYyCKas MNy3blPbKOB
BO34yXa.

¢« [locne BHeceHuss o6pa3uoB HK 3akpbiTb
NPOGUPKM KPbILLIKOIA.
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BHNUMAHWE! MNpo6bupkn nocne BHeceHus HK He nepeBopauymBaTb U He BCTpAXuBaThb,
yTo6bl N36€eXaTb PasbpbI3rlMBaHNSA COAEPXMMOTO MO CTEHKAM NMPOGUPOK N NonagaHnsa Ux Ha
3alWUTHYI NAEHKY. NMPO6BGUPKN C peakuMOHHO CMeCbio C BHECEHHbIM 3/110aTOM He nogsexart

XpaHeHuto. Heo6xoa4MMO He3aMen/IMTe/IbHO NMPOM3BECTU 3anycK peakunun amnangUuKLnn.

11.2.4 3anporpammupoBatb amnnumdunkatop Ans nposegeHna MUP/OT-MUP wu
peTekuunm  yopecuUeHTHOro CurHana CcorjaacHO  MHCTPYKUuMM no  ero
NPUMeEHEHUIO MO NporpaMmme, ykasaHHol B Tabnuue 11.

Tabnuya 11

Mporpamma OT-MNLUP/MLUP n getekyumn npu py4yHoOnW noarotoBke
K npoBegeHunto OT-MUP/NLP

Umkn  Temnepartypa, °C Bpems JeTekuna no kaHanam gns Konunyectso
' donyopodopos LMKIOB
1 50 15 MuH - 1
2 95 15 MmuH - 1
95 O c -
3 4z
60 20 c PAM, R6G” ROX, Cy5

MpnmeuvaHunsa

1) Mpu nporpaMmmMmupoBaHun amnandukaTopa ykasatb 06bEM peakuuun; 25 MKM.

2) [deTekums MOXeT Ha3HayaTbCA MO APYIMM  KaHasam, MNOMUMO YKasaHHbIX, nNpu
OHOBPEMEHHOM NpoBeAeHUM B OAHOM MpuUbope HECKOJSIbKMX TECTOB C UCMNOJ/Ib30BaHUEM

yKas3aHHOol nporpaMmmbi.

11.2.5 MoMecTUTb NMPOGUPKM C peakUMOHHbIMKW CMecsMU U 3/10aToM B aMnandukatTop

M 3aNyCcTUTb Mporpammy.

12 YYET N MHTEPNPETALUMA PE3Y/NILTATOB

12.1 Y4éT pe3ysibTaTOB OCYLW,ECTB/IAETCA C NOMOLWbI MPOrpaMMHOro obecrnevyeHus
MCNO/Ib3yeMOro amnandumnkatopa COracHO MHCTPYKUUW MO €ro MPUMEHEHWUID.
PekomeHayeTCcs BbICTaB/IATb MOPOrOBYH /IMHUIO Ha YpoBHe 10 % OT pasropaHus
NOMTOXNTENIbHOTO  KOHTPOJIA. KpuBble dnyopecueHyunu, nepecekawumne

NOPOTOBYI NINHUIO, AO0/IKHbI UMETb CUTMOOBpPa3Hyo PopMy.

A CurHann ot pnyopodpopa R6G pernctpupyetcs no KaHasly [eTeKuuu CurHana oT  aHaslorMyHbIX
onyopocpopos HEX n VIC.

HLOwvIL 7 uarn v iy
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12.2

KoHTponb

OK
MKP

OK
MKP

Tabnuuye 12.

MpoBecTU UHTepnpeTayuuio pe3ysbTaToB ANSA UccrefyeMblXx 06pa3L 0B COracHo

Tabnuya 12

NHTepnpeTayuusa pesynbTaToB A5 UCClefyeMbiXx 06pa3LoB

PesynbTart

MHTepnpeTaynsa

Cwmecb Al (R)-3/ Cmecb Al (RW)-3

Mo kaHasly Cy6 3HauveHue Ct onpefeneHo He
60/bLUe rpaHNYHOTO®.

Mo kaHanam R6G n ROX 3HaveHua Ct oTCyTCTBYIOT
WM 60SIbLLE TPaHUYHOTO.

Mo kaHany Cyb6 3HauvyeHue Ct onpegeneHo wm
OTCYTCTBYET.

Mo kaHany R6G 3HauveHve Ct onpegeneHo w
MeHbLUE rpaHNYHoro.

Mo kaHany Cy6 3HayeHue Ct onpeneneHo wim
OTCYTCTBYET.

Mo kaHany ROX 3HayeHue Ct onpegeneHo wu
MeHbLLUE rpaHnyHoro.

Mo kaHany Cy6 3HauyeHue Ct oTCcyTCTBYET WM
onpejeneHo 60/bLUe rPaHNYHOrO.

Mo kaHanam R6G 1 ROX 3HayeHusa Ct OTCYTCTBYIOT.

PHK HoposupycoB 1 reHorpynnbl (Norovirus
Gl) wn [OHK apgeHoBupycoB rpynnbl P
(Adenovirus P) B o6pasLie He BbISIB/IEHI.

B o6pasue BbisiBneHa PHK Hoposupycos 1
reHorpynnbl (Norovirus Gl).

B o6pa3ue BbisineHa [HK ageHoBupycos
rpynnel P (Adenovirus P).

HeBanugHblii pesynbTar

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

Mo kaHany Cy6 3HadveHve Ct onpegeneHo He
60/1bLLE rpaHNYHOro

Mo kaHanam PAM, R6G, ROX 3HaueHua Ct
OTCYTCTBYIOT WM 60MbLUE rPaHNYHOTO.

Mo kaHany Cy6 3HauveHue Ct onpegeneHo wim
OTCYTCTBYET.

Mo kaHany PAM 3HauyeHve Ct onpegeneHo wu
MeHbLUE rpaHnUyYHoro.

Mo kaHany Cyb6 3HaueHue Ct onpegeneHo wm
OTCYTCTBYET.

Mo kaHany R6G 3HauveHve Ct onpegeneHo wu
MeHbLUE rpaHUyHoro.

Mo kaHanty Cy6 3HauyeHue Ct onpegesieHo wm
OTCYTCTBYET.

Mo kaHasly ROX 3HauveHve Ct onpeneneHo u
MeHbLLE rPaHNYHoro.

Mo kaHany Cy6 3HayeHue Ct oTcyTCTBYeT wm
onpegeneHo 60/bLIe rpaHNYHOro.

Mo «kaHanam PAM, R6G, ROX 3HayeHua Ct
OTCYTCTBYIOT.

PHK acTpoBupycoB (Astrovirus),
HopoBupycoB 2 reHorpynnbl (Norovirus GlI)
potasupycoB rpynnbl A (Rotavirus A) B
o6pa3sLie He BbISIB/IEHbI.

B ob6pasue BbisiBneHa PHK actposupycos
(Astrovirus).

B o6pasue BbisiBneHa PHK HopoBupycos 2
reHorpynnbl (Norovirus Gll).

B o6pa3ue BbissBneHa PHK poTasupycoB
rpynnebl A (Rotavirus A).

HeBanugHblii pesynstart

Pe3ynbTaT uWccnegoBaHMs CcuyuTalT [OCTOBEPHbIM, €CNU  NoJjlyYeHbl BanugHble
pe3ynbTaTbl 4711 KOHTPO/IEH B COOTBETCTBUU C Tabnuuen 13.

Tabnunya 13

Hopma

Cmecb AH (R)-3/ Cmecb Al (RW)-3

Mo kaHany Cy6 3HaveHne Ct onpegeneHo He 60sibLlle rpaHNYHOro®.
Mo kaHanam R6G n ROX 3HayeHna Ct OTCYTCTBYHOT

Mo kaHanniam R6G, ROX, Cy6 3HaueHue Ct onpegeneHo He 60/blie rpaHuYHoro.

Cmecb AH (R)-4 / Cmecb AH (RW)-4

Mo kaHasty Cy6 3HaueHne Ct onpegeneHo He 60/blue rpaHNYHOrO.
Mo kaHanam PAM, R6G, ROX 3HaueHue Ct OTCYTCTBYeET.

Mo kaHaiam PAM, R6G, ROX, Cy6 3HauyeHune Ct onpegeneHo He 60/bLIe rpaHUYHoro.

* [paHnyHble 3HaYeHust Ct ykasaHbl B KpATKOM PYKOBOACTBE MO NPUMEHEHMIO Habopa.
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13 BO3MOXHbIE OWNBKN

PekomeHpgaunm no yctpaHeHUI0 BO3MOXHbIX owmnoboK, nonydyaemMmblX O UccienyemMblX

06pa3l0B M KOHTpPO/ieit B npouecce uUccredoBaHUS C MNOMOLWbIO HaGopa, YyKaszaHbl B

Tabnuuye 14.

Tabnunua 14

PekomeHgaunm no ycTpaHEHUIO OWKNBOK

OwnbKa

[na NK Ha Cmecu AH (R)-3/AIT (RW)-
3 3HaueHne Ct no kaHany R6G wnunu
ROX wwunn Cyb6 oTcyTcTBYET WM
onpegeneHo 60/bLue rpaHNYHOro®.

[na MK Ha Cmecn AH (R)-4/ AH (RW)-
4 3HayeHue Ct no kaHasty FAM u/vnn
R6G wwm ROX wuwm Cyb
OTCYTCTBYEeT UM onpeneneHo
00/IbLUEe rpaHUYHOrO.

Ona OK Ha nwb6oit 13 Cmeceil no
kaHauty Cy6 3HauyeHue Ct oTcyTCTBYET
nm onpegeneHo 6onbLue
rpaHnNYHoro.

[Ona OK Ha Cmecu AH (R)-3/ AH (RW)-
3, no kaHany R6G wwunn ROX
onpegeneHo 3HaveHne Ct.

[Ona OK Ha Cmecu AH (R)-4/ AH (RW)-
4 no kaHany FAM wwnnu R6G wu/vnn
ROX onpegeneHo 3HaveHune Ct.

HeBannaHblii pesynbTar ans
nccnegyemoro obpasua Ha nbon u3
Cwmeceit (3HaveHne Ct no kaHany Cy6

oTCyTCTBYET nn onpezeneHo
60/bLUe TpaHUYHOro, MO KaHasiam
FAM, R6G, ROX, 3HaueHua Ct
OTCYTCTBYIOT nnn 60sbLe
rPaHNYHOoro).

Ona nccnegyemoro
ob6pasua/koHTponei onpegeneHo
3HadeHvne Ct, npu 3TOM Ha rpadmke
hnyopecueHummn oTCcyTCTBYET
yuyacToK XapakTepHoro
3KCMOHEHLMANbHOro nogbéma
(rpadhuk npeacTaenseT coboii

NPUGNN3NTESBHO NPSAMYIO JINHNIO).

Bo3amoxkHada npuynHa
BO3HMKHOBEHMUA

HekoppekTtHoe
npoeeeHve
akcTpakumm HK wn/nnm
MUP/OT-MUP.

HekoppekTHoe
npoeejeHvie
akcTpakumm HK wu/vnn
nupP/OT-Mup.

KoHTamuHauusa
peareHToB
ncecnenyembix
06pa3uoB npoaykTamu
amnadmkaLmu.

nm

HekoppekTHoe
nposejeHve
aKcTpakumm HK.

HekoppekTHbIl  BbIGOP
YPOBHS MoOpOroBoii
JIMHWK wn
napamMeTpoB pacyéTta
6a30B0I IMHUN.

HekoppekTHoe

nposeneHve TMLP/OT-

PekomeHgaunn no YCTpaHeHno

MoBTOpUTL  WccrliedoBaHWe  Ast  BCEX
06pasuoB, HauMHas ¢ aTana akcTpakuum HK.

MoBTOpWUTL  WccllegoBaHWMe A/ BCEX
06pasLoB, HauMHast ¢ aTana akcTpakumm HK.

MpeanpuHATL  Mepbl MO BLISB/IEHNID U
NIKBUZALUMM UCTOYHMKA KOHTaMuHaLvu 1
MOBTOPWUTb  UCCMefoBaHWe A/l BCeX
06pasLoB, HauMHas ¢ aTtana akcTpakyum HK.

|_|OBTOpVITb nccnenosaHne AaHHOro
mccnenyemoro 06pa3u,a, HadynHad C 3Tana
HpO6OHOAFOTOBKVI.

MpoBepnTb  NPaBU/ILHOCTb  BbIGPAHHOTO
YPOBHS MOPOrOBOW NMHUM WX NapaMeTpoB
pacuyéta 6aszoBoii NuHMK. Ecnm pesynbtar
Mo/Tly4yeH Npv NpaBW/IbHOM YPOBHE MOPOroBol
nvHun  (6a3oBOi  MHWMKM),  TpebyeTcs
MOBTOPHO MNPOBECTM  aMNIMUKaLMI 1
JeTekuuio ans aToro obpasua wi, B cryyae
HEKOPPEKTHOrO Buaa rpadvka A8 KOHTPons,

®paHnyHble 3HaueHus Ct ykasaHbl B KpaTKOM PYKOBOACTBE MO MPUMEHEHU0 Habopa.
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14 KOHTPONMb KAYECTBA

14.1 KonTponn, HCNONL3yemMbie B NPOLIGCCS HCCROAOBAHNS
PesynbTaTul HCCMEA0BAHHA KOHTPONEH AOMKHL COOTBETCTBOBATL KPMTEPUAM OLGHKN,
yKasaHHbIM B paspene 12.
14.1.1 OTpuuaTONnLHLIA U NONOXMUTENLHLIK KOHTPONK
Kaxnan rpynna sxctparupyemeix o5pasuos A0/MKHA BKIIOMATD KOHTPONbHLIE oBpasLibl:
o OK ann BuiABNeHWA KOHTAMUHALMM B NPOLISCCe NPOBEAEHNS UCCNOAOBaHUN,
¢ INKF AnfA KOHTPONA KOPPEKTHOTO NPOXOKACHUA HCCNEAOBAHKA.
14.1.2 BHyTPeHHMIA KONTPOIL
AnA koHTponA kavecrea skcTpakumm HK 1 OLeHKN BIMSHNUA MHIMGHTOPOB Ha Pe3YNLTATLI
amnnudpukauMn MCNOnbayeTcst aksoreHHbii BK, korophit goGasnserca wa srane
akcTpaxuun HK B xaxasiii uccnegyemeii obpasell u KOHTponu. OTCYTCTEBMe pesynuLTaToB
amnnudmkaumn ans BK 1 0IHOBPEMEHHO ANs BHIABNAEMbIX BUPYCOB CBUWASTENLCTBYET O
_ npucyrcteun nirmbutopos MNMUP/OT-TILIP B8 obpasue wunu HeKOpPeKTHOM NpoBeAeHUH
v sxcrpaxmm HK.
14.2 MoHUTOPUHI NAGOPATOPHN HA HANNYNE KOHTAMMHALKN
Ana BbIABNEHNA BOSMOXHON KOHTaMUHALMW naGopaTopum npoayxTaMn aMnandukaLun,
uecneayeMbiMi U KOHTPONbHbIMK OOpasuaMn pexoMeHaYeTCs pas B Mecsl| HCCneaosarb
cMbiBbi ¢ paBounx nosepxHocTeit naGoparopHoit meSenn, oSopyaosaHna n NOBEPXHOCTEN
1 NOMeLLeHNA CornackHo npoueaype, yxasaHHo B MY 1.3.2569-09. Npu obGxapyxeHun
j KOHTAMUHALMKW HEOBXOAUMO NPOBECTH MEPONPHATMA NO €8 YCTPAHEHWIO COrnacHo
i YKA3AHUAM, ONUCaHHBIM B MY 1.3.2569-09.

14.3 BryTponnmii XONTPONDb KAYECTBA NaGoPaTOPHLIX MCCNOAOBAHWNA

PexoMeHyeTCA NPoBOAMTL KOHTPONb KauecTBa BLINONHEHNMA WUCCNeaosaHnid ¢

- MCNONb3OBAHMEM NaHenei KOHTPONbHLIX OBPasLOB, NpegHasSHAUSHHLIX ANA NPOBEASHNA
BHYTPOHHErO W BHEWHero KOHTponed kayecrea nabopaTopHbIX WCCneaoBaHwi no

‘ oBHapywenuio HK Bhiaensembix BUpycoB, NGO CPaBHUTONMbHBIM WCCIEAOBAHWEM C
WUCNONLIOBAHUEM SaperncTpupoBaHHbix B PO Habopos peareHTOB ANs KayeCTBeHHOM
onpeaenexus HK Buinensemeix Bupycos B Gnonorueckom marepuane metogom MNLUP/OT-

nLP.
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15 ®YHKUWMOHAJIbHBIE XAPAKTEPUCTUKN HABOPA'®
15.1 Tlpepen obHapyXeHUs

Mpepen obHapyXeHnsa Habopa ykasaH B Tabnuuye 15.

Tabnunya 15
Mpepen obHapyXeHUs
MuLeHb Mpenen obHapyXeHWs, KONWUi/mn 95 %-bliA AN, konnii/mn

PHK Norovirus Gl 1000 567-1464
PHK Norovirus Gl 1000 495-1221
OHK Adenovirus F 1000 610-1623
PHK Astrovirus 1000 619-1602
PHK Rotavirus A 1000 500-1251

15.2 AHanutmyeckasi cneundmnU4YHOCTb

AHanuTnyeckas cneynunYHOCTb Habopa oueHuBanacb npu TecTupoBaHuUmn
MWUKPOOPraHM3mMoB, YyKa3aHHbIX B Tabnuue 16 reHomHo OHK 4yenoBeka, a Takxe HK
BblIABNAEMbIX MUKpoOOpraHnamoB. HK MnkpoopraHmamMoB uccriegoBasiaCb B KOHUEHTpauuun
He meHee T10® konui/mn, reHomHasa AHK yenoBeka - B KOHUeHTpauun 1 Mmkr/mna. Mo ntoram
TECTUPOBaHUA JIOXHOMNOJ/IOXKUTESIbHbIX pe3y/bTaTOB BbISAB/IEHO He 6bl/10.

Ta6bnunuya 16
MuKpoopraHnambl, NCMNOJIb3yeMble A1 OUEHKN aHa/IMTU4YeCKON cneyndmnyHOCTH

HanmeHoBaHve HanmeHoBaHve HavmeHoBaHve
Acinetobacter baumannii Escherichia coli Streptococcus agalactiae
Campylobacterjejuni Escherichia coli 0157:H7 Staphylococcus aureus
Campylobacter coll 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 TMoTeHuManbHO UHTepdepunpyroune BewecTea
MoTeHunanbHO WHTepdepupyuwme BewectBa (UHrM6uUTOopbl MUP/OT-MUP) wn wnx
MaKCuUMasbHble KOHUeHTpauuun B obpa3sye, A5 KOTOPbIX OLEHUBANIOCb UX UHIMGUpyrouee

BAnaHne Ha NMUP/OT-MLUP, nepeuncneHbl B Tabnuue 17.

Tabnunya 17
MoTeHUuManbHO UHTepd epupyloLLne BelecTBa
o KoHueHTpauus O6ocHoBaHue
AKTUBHbIV Twun HeHTpa, <
VHTepdhbepeHT BellecTBa B nccrefoBaHHOM
KOMMOHEHT nHTEepdepeHTa
obpasue KOHLeHTpaummn
emorio6uH, )
LlenbHast kpoBb XONECTEepUH, SHaoreHHas 5%viv O6bém B 06pasue B
Kpaxman - 5% vrv yA y
KoHcepBaHT npu MaxkcumanbHo
CnuuepuH - e o% a60TEe 20% BO3MOXHbI/i 06BHEM B
PEACtP obpasue

3asBneHHble aHaIMTUYECKUe XapakTepucTuku Habopa, Kpome aHaIMTUYEecKol crneumdmyHoCTy,
MpoBepeHbl C WCNOJIb30BaHMEM CTaHAapPTHbIX 006pas3LoB MPeanpuAaTUsa, COAEPXalUMX BEKTOpbl CO
crneumdpmnyeckumn nocneposatenbHocTaMu PHK/AHK BbisiBNSEMbIX MUKPOOPraHU3MOB.
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B pesynurare ucnuiTaHwii NOATBEPNACHO, YTO BAMSHNS HCCIEA0BAHHBIX NOTEHUMANEHO
uuTepdepupylowmx sewects Ha MLP/OT-NLIP, nposoaumyio ¢ ucnonbsosaxuem HaBopa
«Amplitech All-Viro (R)», otcyrcrayer.

15.3 NMpPeLU3NOHHOCTL NIMOPOHNHA

Kosppuument eapuaumm nostopsiemoct CVa noporoseix uuknos  (Ct),
XapaKTepusylolWmiA BHYTPUCOPUAHYIO MNOBTOPAGMOCTL M3MEPEeHWA C MCNONbL3OBaHWeM
Habopa, He npesbiwsaeT 5 %.

Koachdpmument sapuauuu socnpoussogumocty CVs noporosbix uvknos (Ct),
XapaKTepusylOLLMA MEeXCEPHAHYIO BOCNPOWIBOAUMOCTL U3MEPEHWA C WCNONL3OBAHWeM
HaBopa, He npesbiwaeT 10 %.

15.4 [InarHoCTHYECKH® XAPAKTOPMCTMKM
SHaueHus  AuMarNocTWMEecKod  vyecTBMTenbHoc™M (M) w  awarHocTwdeckoi
cneundpuurocTu ([1IC) HabGopa ¢ A0BEPUTENBHOW BEPOATHOCTLIO 95 % yKasaHbl B
Tabnuue 18.
‘ Tabnuua 18

PHK Norovirus Gl 88
PHK Norovirus Gl 95 64 96,9 - 100 95,4 - 100
AHK 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 YCNOBUA XPAHEHMA, TPAHCMOPTUPOBAHUA W OSKCIUTYATALIMM
HABOPA
16.1 Cpox roaHOCTH
‘ Cpok rogHocTy HaGopa cocTaBnsneT 12 MecALISB OT AATkI UTOTORNSHUA.

Mocne eckpuitua pearentl BK, MK F, OK, Cmech All (RW)-3, Cmech All (RW)-4,
WCMONbLI0BATL A0 MCTEMESHHUA CpoKa roaHoCTW Habopa. Mnanwer ¢ pearentamu All (R)-3/4
NOCNe CHATUA 3ALLMTHON NNeHK XpaHuTL He Gonee 30 MuKyT.

He aonycxaeTcA CMeELMBATL KOMMOHENTH Habopos pasHbiX cepui M MCNONL3IOBaTHL
Habop NO UCTEMeHUN CPOKa FOAHOCTH.

16.2 Xpaneune

Dopmy Brinycka 1 B ynaxoske NPeAnpUATHA-USTOTOBUTENA XPaHUTL NPU TemnepaType or
2 °C no 8 °C v OTHOCUTeNbHOR BRAXHOCTY BOo3ayxa o 25 % A0 75 % B 3alMLBNHOM OT
conHeuHoro ceera mecre. lMnaxwer ¢ peareHramu All (R)-3/4 Gepeub oT snam. PeareHTul
NOCNe BCKPLITUR XPaHUTL B TeX XXe YCIIOBHSX, YTO N PEareHTH A0 BCKPLITUS.

DOPMY BLINYCKA 2 B YNAKOBKE NPEANPUATUA-USIOTOBUTENA XPaHNTL NPKW TeMnepaTtype ot
mMuHyc 20°C go 8°C w oTHOCMTEnbHOW BraxHocTH Bosgyxa o 25 % a0 76 % B
3AWMWIBHHOM OT CONHEYHOTO CB8TA MecTe. PeareHTbl NOCNe BCKPLITUA PEKOMEHAYeTCH
XpaHuTL NpK TemMnepatype ot 2 °C po 8 °C. [lonycTMO pasmopaxmeaTh U 3aMOpaXueaTh
pearenTbi He Gonee 4 pas.
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16.3 Tpancnopruposanue

HaGop TpaHcnopTuposats npu Temnepatype oT 2 °C A0 8 °C BcemMn BHAAMM KPBITLIX
TPAHCNIOPTHLIX CPGACTE B TEePMOKOHTEHHEpax ¢ XNAagoaneMeHTamu Wiu B
asTopedpxeparopax.

16.4 dxcnnyaTayun

PearenTbl, BXoAsawWMe 8 COCTaB Habopa, roTosbl K HCNONbIOBAHWUIO.

MosTopHO® NPUMEHEHWE MCNONL3OBAHHLIX AN MCCNEAOBAHWA PeareHToB He
DONYCKAGTCH.

Uccneposanue ofpasuos ¢ ucnonb3oBadMem HaGopa AOMKHO NPOBOAWTLCA NPU
Temneparype ot 18 °C a0 25 °C n oTHOCUTENbHOR BNAXHOCTH BOSAYXa OT 25 % a0 75 %.

17 NEPEYEHL COKPALUEHWIA
B HacTOALe MHCTPYKLIMK NPUMEHEeHb! CReaYIoLLWe COKPaLLIeHNS:

Ct - cycle threshold (noporosuiid LK)
. B. — Bepcua

BK ~— BHYTPE@HHHA KOHTPONL

an — DOBEPHUTENbHMIA UHTEepBAN

AHK — Re30okcnpnBoHykneuHoBan KuCnoTa

AHKasa - Aesokcupuboryxneasa

KAHK — KOMMNSMeHTapHan Ae3okcnpnbonyknenHosan kucnora

HK — HYKNEeWHOBbI® KUCNOTHI

OK — OTpMLATENBHBIA KONTPONL

oT - obparHan TpaHCKpUNUUA

nK — NONOXWUTENbHBIA KOHTPONDL

nupP - nonumepasHas LenHan PeaKLmus

PHK — puBOHYKNEUHOBAA KUCHOTA

PHKasa - puboHykneasa

18 BUBNMUOIPAOUA

@ 1. Taswell C. Limiting dilution assays for the determination of immunocompetent cell
frequencies / J. Immunology. — 1981. - Vol. 126. - P. 1614-1619.
2. Allen G. Rodrigo, Paul C. Goracke, Kiarash Rowhanian, James |. Mullins. Quantitation
of target molecules from polymerase chain reaction-based limiting dilution assays /# AIDS
research and human retroviruses. — 1997. — Vol. 13 (). — P. 737-742.
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19 NEPEYEHDL NMPUMEHAEMDIX HALIMOHANBHLIX CTAHOAPTOB

FOCT P 51088-2013 Meauumnckne nagenus AnNA AWArHOCTUKH MH BUTPO. PeareHTo,
Habopbl peareHToB, TECT-CUCTEMbI, KOHTPONbHLIE MaTepuansl, NUTATefbHbie cpenwl.
TpeboBanua K U3nENUAM W NOAKESPKUBAIOLLGH AOKYMEHTALIMN

FOCT P 51352-2013 MeanuuHckue n3genva ANA QUArHOCTMKM MH BUTPO. MeToabl
UCNbITaHWIA

FOCT P UCO 18113-1-2015 MeavuuHCKMe Waaenua ANA AWArHOCTUKW in  Vitro.
WHopmauun, nNpeaocTaBnseMan narotosutenem (Mapkupoeka). Yacts 1. Tepmusel,
onpeaeneHna u obwme Tpebosanus

FOCT P UCO 18113-2-2015 MeauumHCKMe wn3nenus ANA AKATHOCTUKKM in Vvitro.
Wndopmauus, npeaoccTarnseman Usrotosutenem (mapkuposxa). Hacts 2. PeareHTol Ans
BWarHOCTUKM in vitro anst npoeccnoHanbHOro NPUMeHeHUA

FOCT P UCO 23640-2015 Uspnenus meanLMHCKME ANt AMArHOCTUKK in vitro. Ouexka
cTabunbHOCTH PEAreHTOoB AR ANArHOCTHKK i Vitro

) FOCT P UCO 15223-1-2023 W3nenua meanuuHCKne. CUMBONLI, NpUMEHReMbIe ANA

nepepaun uxcdopmaumy, npepocTaBnneMoid usrotosutenem. Yacte 1. OcHoBHbI®

TpeboBanun
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20 TAPAHTUM NPOMU3BOAUTENA

Mpoussogurens rapaHTUpyeT CoOOTBETCTBUE XxapakTepucTuk Habopa TpebGoBanwsaM,
yKasaHHbIM B TeXHUHECKOW W IKCIUTYaTALMOHHON AOKYMOHTaUMUN, B TOUSHWE YKa3aHHOro
cpoka rogHOCTW npu cobniogeHun ycnosuit ero TPaHCNOPTHPOBAHUA, XPAHSHMA W
NPUMEHEeHNA.

Pexnamauum Ha kavecTe0 Habopa HanpaenaTs B agpec npoussogurens: 000
«Amnnurex», 109235, Mocksa, yn. 1-a KypbaHosckas, A. 34, ctp. 8, atax 1 nom. |l kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

CooBieHna 0 HeGnaronpuaTHbIX cobbiTMAX (MHUMAeHTax), BOSHUKUNMX Npu patote ¢
HabopoM 1 He YKa3aHHbIX B JAHHON MHCTPYKLMK, CreflyeT HanpasnaTh NpoussoaMTenio no
YKASAHHOMY BbLIE afpecy W B YNONHOMOMeHHBIW PperynsTopHbii opraK COFMacHo
AEACTBYIOWEMY 3aKOHOAATeNLCTBY.

21 TEXHUYECKARA NOANEPXKA

c KoHcynbTaumio no sonpocam no paSore ¢ HabopoMm U 6ro KauecTBy MOXHO NOJTYHUTL NO
KOHTaKTaM, YKasaHHbIM Ha odULManbHOM CaiiTe npoussopuTens: www.amplitech.ru.

22 CUMBONNbI, UCMONL3YEMbDIE B AIOKYMEHTALIUW NPOU3BOAUTENA

“ Usrorosurens LOT Koa cepwn

& [laTa uaroroanenns g Wcnonbaosars A0

VD mmw AnA /l’ TemnepaTypHbiil ANaNaIcH

jz OGpaTUTECH K WHCTPYKUMM MO e He fonycxats BOSAGHCTBHA
NPIMEHEHNIO CONHEUHOMD CReTa

W Conepamone A0CTaTOMHO ANA ‘+" He AonycxaTte BosgeAcTENA

‘ NPOBBAGHUA <N> TECTOB anarm
REF Homep no xatanory @- JIManasoH BIAXHOCTH

OBWECTBO C OFPAHIMBHHOH OTBOTCTBEHHOCTLIO KAMNNHTEK
Pocown, 109235, Mocksa,

yn. 1-a Kypbatoacxan, a. 34, c1p. 8, srax 1 nom. (I xom. 42
Ton. (485) 374-13-46, www.amplitech.ru,
o-mail; support@ampiitech.ru
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MpoLwmTOo, NPOHYMEPOBAHO U
CKpPEr/IeHO MneyaTbio nncra(-oB)
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YTBEPXOAIKO

[eHepanbH

0SIKOB

HABOP PEAFEHTOB A/19 KAUECTBEHHOIO ONPEAENEHUA AHK/PHK
BO3BYAUTENEN BUPYCHbIX KULWEYHbIX UHPEKLMA B
BMOJIOTMYECKOM MATEPUANE YEIOBEKA METOZOM MNUP/OT-MLP C
NETEKUWMEN B PEXXUME «PEAJIbHOIO BPEMEHM»
(AMPLITECH AlI-VIRO (R)) MO TY 21.20.23-045-19926214-2024

KpaTkoe pykoBoAcCTBO Ans hopMbl Bbinycka 1

JincT ytBEpXaeHns

COrnACOBAHO

3amecTnTesib reHePbHOTO AUpPeKTOpa no HayuHbli cOTpyAHUK oTAeNna pa3paboTkn u

Hayke OO0 «AmagliTek» agantaumnm neag~wum OO0 «AMNANTEK»
2_A .C . KoHoBanos A.A. dnnnyesa

26.07.2024 26.07.2024
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OO0 «AMMLLITER,
Poccus, 10923S, Mocksa,

| yn. 1-a KypbsiHoBckas, A. 34, cTp. 8, aTax 1 nom. UKoH. 42
Tan. (495) 374-13-48, www.ampiitech.ru 0 A M I_I ” I/I T E K

Amplitech All-Viro (R)

Hab6op peareHTOB A4/157 kauecTBeHHOro onpegenerns AHK/PHK Bo36yauteneii BUPYCHbK KULLIEUHbIX UHADEKUMWIA B BMOMOrMYecKom
matepuasie yenoseka metogom MNUP/OT-MLP c geTekumneii B pexume «peasnibHoro Bpemenn» (Amplitech Ali-Viro (R))
no TY 21.20.23-045-19926214-2024

KPATKOE PYKOBOACTBO

IVD REF P035-1 LOT xxxx V 48

BHUMAHWE! Mepep ncnonb3oBaHMeM Habopa HEO6X0AMMO O3HAKOMUTBLCS C UHCTPYKLUMEN MO €ro MPUMEHEHHIO.

ABTOMaTM3npoBaHHasa akcTpakyma HK wn nopgrotoBka K nposegeHunto MUP/OT-MUP c
ncnonb3oBaHuem popmbl BblNycka 1 naBTomMmaTtndyeckoin ctaHumm «Amplitech E1». NMpoBegeHue
MiPngas— u

MaTepuasiom ana nposefeHus MLP-uccnegoBaHmnsa cnyxat o6pasubl HK, akcTparmpoBaHHble U3 doeKasinii.

OkcTpakumto HK n BHeceHue o6pasuoB akcTparmpoBaHHon HK B npobupkn nfiaHweTta ¢ peareHTamu AH
(R)-1/2 npoBecTu C ucCNo/b30OBaHMEM aBTOMatuyeckoil ctaHumn «Amplitech El» (OO0 «AMMOINTEK»)
COrnacHO PpykoBOACTBY MO €& akcnayatauum u npoueaype, ykasaHHOW Hwke. Ona akcTtpakuum HK
HeobxoAMMO ncnonb3oBaTb POpMy Bblnycka 1 Habopa peareHToB «HK-100 (R)» (OO0 «AMMNAUTEK).
BHUMAHWME! Mepen Hadanom paboTbl HEO6XOAMMO O3HAKOMUTBCH C PYKOBOACTBOM MO 3KCMyatauum
aBTOMaTu4yeckon ctaHuum «Amplitech E1».

1 MNepemelwaTb cogepxumoe npobupok c peareHtamu BK, OK u MK F n ocagntb Kannu Ha BOpTeKCe.

2 Mpoeectn akcTpakumio HK ¢ ucnonb3oBaHnmem Habopa peareHToB «HK-100 (R)» (OOO «AMMANTEK»)
dopmbl 1 (C NpUMMEHEeHNeM aBTOMaTUYECKOW MeTOAMKN) COMrMTacHO MHCTPYKLUMN MO ero NPUMEHEHNIO.

BHVMAHWE! Kaxogasi rpynmna akcTparmpyemMbix 06pa3LoB A0/IHKHA COMPOBOX4aTbCs NOCTAaHOBKOM KOHTpO/el

OKun MK F He MmeHee yem BogHOM NOBTOpe.

3 OTpes3aTb OT NaHWeTa Heo6X0AMMOe KO/IMYECTBO MPO6GMPOK yUMTbIBasi, YTO HA KaXAblii uccregyemblii 1
KOHTPOSIbHbIA 06Gpasel, AO0/MKHO NPUXoAUTLCA MO OA4HOW npobupke Kaxogoro Buga Cmecu. CHSATb C
OTpe3aHHbIX NPOBUPOK 3alUTHYIO NMEHKY. Cxema nnaHlweTa npeacTaBfieHa Ha pucyHke 1.

Pap, Bnpg cmecn 1 2 3 4 C1gl6jbl 9 :D ]]. :Q

5
A AH (R)-3 O0O0O0O0O00O0O0O0O0OO0DO0
B AH (R)-4 O0O0000, OOOO0OO
C AH (R)-3 O0O0O0O0O0OOOO0OO0OO
D AH (R)-4 O0O0000OO0OO0O0OOO0OO0O
E AH (R)-3 O0O0O0O0O0OO0O0OO0OO0OO0OO0O
F AH (R)-4 OO0O000O00O0OO0OO0O0O
G AH (R)-3 O0O00000O0OO0O0OO0O0O
H AH (RH O0OO0O0O0O0O0O0O0OOOOO0OO

PucyHok 1 - Cxema njaHweTa ¢ peareHtamm
4 YCTaHOBWTb OTpe3aHHble NPoBUpKM co CMecsaMn Ha pabounii cTon aBToOMaTUYecKol cTaHUuuW B agantep
DSl KOHTeliHepoB 413 N1 o a T a .
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5 3anyctuTb BbIMOMIHEHNE C/eAyroLWnX MPOTOKO/IOB COIM/laCHO PYKOBOACTBY MO 3KCMsyaTauuMm cTaHuuu

«Amplitech El»:

a) NpoTokosia 3KCTpakumm HK ¢ mMcnonb3oBaHMEM LWITPUX-KOAA OJ19 MNPOTOKO/A, YKa3aHHOro B KPaTKOM

pyKoBOACTBE MO NpUMeHeHuto Habopa «HK-100 (R)»;

MpumeyaHne —B npoToKosie ykazaTb 06T>6M anoummn 100 Mkn. B criyyae ogHOBPEMEHHOrO 3arycka npoToKO0B
IKCTpaKUymM 1 noarotoskn K nposegeHuto MUP/OT-MNLP o6bem anoumm He TpebyeT pydyHOro BBOAA, TaK Kak yxe
BK/TOYEH B MPOTOKON NOAroToBKM K nposeaeHuto MUP/OT-MLP.

6) npoToKona NoAroToBkM K nposeaeHuto MUP/OT-MUP ¢ ncnonb3oBaHnemM WTPUX-KO4a AN5 NPOTOKONA,

YKa3aHHOro Huxe.

BH/IMAHW/E! 3anyck npoTokona Heo6xoaMmo MNpoBecTM B TedeHme 30 MUHYT Mocfie YCTaHOBKM BCEX

peareHToOB Ha pabGo4yeM CTOJie CTaHLUM1N.

6 Mocne 3aBepLUEHUS MPOTOKO/IOB BblHYTb ajanTep C MPO6MpKaMu U 3aKNenTb UX MEHKON, BxoAsileni B
coctaB Habopa «Amplitech All-Viro (R)». 9ntoar, BHECEHHbI B MNPOOUPKX, COAEPXUT MOJIYHYEHHYIO B
npouecce akcTpakymm HK.

BHUMAHWE! Mpo6upkn, 3akneeHHble NEHKOW, HEe MepeBopayMBaTb M He BCTPSAXMBATb, YTOObI M3bexaTb

pa36bpbI3rMBaHNs COAEPXKUMOro No CTEHKaM MPOBUPOK M MonafaHus MX Ha 3aluTHYH MAEHKy. MNpobupku c

peakuVoOHHbIMY CMECSIMM C BHECEHHBIM 3/1H0aTOM He noAJsiexaT XpaHeHuto. Heob6xoanmo Hezamen/inTesibHO

NPON3BECTM 3amnyCckK peakuum amnamdukaymn.

7 3anporpammupoBatb amnnamdukatop and nposegeHus OT-MUP/MUP wn getekumn ¢ayopecueHTHOro
CUrHana coriacHoO MHCTPYKLUMW MO ero NpUMEHEHNIO MO NporpaMmMe, yKasaHHOW Huxe.

Livkn Temnepartypa, "C Bpems ﬂ'eTeKO"m@ ggo'ggg’;aBM AN KOSS:}?SEBO
1 50 15 muH — 1
2 95 2 MWH — 1
95 O c — AO
° 60 20 ¢ PAM. R6G\ ROX, Cy5
MpumeyvaHnsa

1) Tpv nporpaMMmMpoBaHMn amnaMdukaTopa ykasaTe 06bEM peakumu; 25 M.
2) [eTeKkuma MOXET Ha3HayaTbCA Mo APYrUM KaHasiam, NOMUMO YKa3aHHbIX, NMpy O4HOBPEMEHHOM MPOBeAeHUN B
O[IHOM NPUBOPE HECKOMbKNX TECTOB C MCMO/b30BAHNEM YKa3aHHON NporpaMmbi.

8 TomecTuTb NPOBMPKM C PeaKLMOHHLIMN CMECAMW M 3/1K0aTOM B aMMIMGIUKaTOP M 3anyCTUTb NporpamMmmy.
: I’\3KCTpaKLI,I/IFI HK n pyyHasa nogrotoBka K nposegeHuto MUP/OT-MUP. NMpoeegenune MUP/OT-MLUP

Mpn HeobxogMMOCTM pydHoli nogrotoBku K MUP/OT-MUP nocne akcTpakumn HK c mMcnosnb3oBaHMEM
Habopa peareHToB «HK-100 (R)» (OO0 «AMNAuTek») (C NpUMMEHEeHMEM aBTOMATMYECKOW WM PYYHOW

MeTo4UNKN), HEO6X04NMO;

1 YcTaHOBUTb OTpe3aHHble Npobupkn B wWtatue ang MNMUP-nnaHweTos.
2 BHecTu B nNoarotoBsieHHble Npobupku rno 20 Mk o6pasuoB HK, NoflyyeHHbIX B pe3y/ibTare aKCTpakumn mns

nccnegyemblx o6pasuoB 1 koHTposiei (OK u MK F).
3 [lMporpamma amnandumkaumm Ansa aToro caydasi onncaHa Huxe:

JeTekuusi no KaHaam ass KonnuectBo
Linkn Temnepartypa, Bpems chyopochopos LMKOB.
~1 50 15 MUH 1
2 95 15 MmuH A r: -
3 95 O c . ) 42
60 20 ¢ FAM,R6G '"O X ,j»

' CurHan ot donyopodpopa R6G pernctpupyeTcs Nno kaHasy AeTekuun curdana ot aHanornyHblx donyopodpopos HEX n VIC.
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|>’qéT U NMHTepnpeTauma pesynbTaToB

Pe3ynbTaTbl WHTEpNpeTUpoOBaTb Ha OCHOBaHMM Hanmuusa (oTcyTtcTBusl)) Ct (KpuBbIX HaKOMAeHUs
oTyOpPECLEHTHOIO CUrHasla, MNepeceKkalliMX MOPOroByK JIMHUIO) MO AETEeKTUPYeMbIM KaHanam B
COOTBETCTBMU C Tabnuuen;

Hannuve Ct FAM R6G* ROX
Cwmecb All (RN
BbissneHa HK PHK Norovirus Gl JOHK Adenovirus F
Cwmechb All (R)-4
BbissneHa HK PHK Astrovirus PHK Norovirus Gil PHK Rotavirus A
MpumeyaHne - B cnyyae otcytctBus HK BbisSBsieMbIx BO3OyauTeneid B mMccnegyemom obpasue, Heobxoaymo

npoeepuTb Hanmune Ct gnst obenx cmecein no kaHasny Cy5 co 3HadeHvem Ct < 33. B MpOTMBHOM criyyae pesysnbrar
cumTatb HEB/TMAHLIM.

2 Pe3ynbTaT uccnegoBaHWS CUMTAOT AOCTOBEPHbIM, €C/M  MNoJlydeHbl BanviHble pe3ynbTatbl Ans
KOHTPO/IEN B COOTBETCTBMU C TabMUEN®, NpUBELEHHON HUXKE:

MpaHn4HOe 3HayeHune rnoporosoro umknia (Ct) no kaHany ana donyopodropa

O6pazel
H FAM REG® ROX Cy5
OK I p |
MKP ' I
! Cwmecb AH (R)-4
OK “ i ~ i - w
MKP ! w A L I

A CurHan ot dpnyopodhopa R6G pernctprpyeTcs Mo KaHasly AeTekUmn curHana oT aHasiormuHbix piyopodpopos HEX u VIC.
®lNepemeHHasn HopMaLys, cneuudunyHas 475 N10Ta, BblAeNeHa LBETOM.
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OO0 «AMIMINTT,

Poccus, 108236, MocM, ya. 1-A KypbIMOBOHS, 4. 34, CTp. B, 1now. I N 42
Ton, (4*5) 374-13-4*, G’l‘%(f suppixiewAplicCtl.ru AMNNNTEK

kKomnwnsai MACMOPT Ne 1049-24

Amplitech All-Viro (R)
Habop peareHTOB A/151 KadyecTBeHHOro onpeaeneHnsa AHKO PHK Bo3byauTenei BUPYCHbIX KUWEYHbIX NHEKUMA B

6nonornyeckom matepuasie vertoBeka metaydom MUPHO T-MLP c geTtekyneii B pexnme «peaslbHOro BpeMeHm»
(AnpliiBCh All-Viro (R)) noTY 21.2053-045-19926214-2024

REF po3s-1 [Tot 1049 2024-08-13 2025-08-13

YcnoBusi npv Temneparype o1 2 *C o 8 *C Bcemy BUaamy KpbTbIX TPAHCTOPTHBIX CPEACTB B TEPMOKOHTEHEPAX
TpaHCNopTMPOBaHWUA:  C X/1af03MIeMeHTaM WK B aBTopedoprkeparopax.

B YMaKoBKe NpeanpuUsTUS-M3roTOBUTESA XPaHUTL Mpy Temnepatype ot 2 'C ao 8 *C v OTHOCUTESTbHOM
YcnoBus xpaHeHus:  BJGKHOCTV BO3ayXa oT 25 40 75 % B 3auryLLEHHOM OT CO/THEYHOTO CBETa MECTe. [1aHLLET C peareHTamu
All (R)-3M 6epeyb oT Brarm.

KoHTponb kavecTBa Habopa npoBegeH Nno TY 21.20.23-045-19926214-2024.

CoctaB Habopa M BHEWHUA BUJ KOMMNOHEHTOB
J1OoT KOM- Hopma PesynbTtar
NnoHeHTa HanMeHOBaHue KO/In4ecTBo BHELWHNI BUJ KOHTpONA

96-NYHOUHbI genuMbIi NNaHWweT C
MnaHWweT c peareHTaMu

00001 1wr. 7 7
All (R)-3/4 peareHTuaMM, 3aKNeeHHbI 3alWnTHOMN
nAeHKomn
Cmech A (R)-3 psabl Npo6MpokK Fenb OT ceporo 4o o1MoeTOBOrO CooTBeTcTBYET
A,c. E,G uBeTa Ha AHe Npobupok
Cmech AH (RM psgbl Npobupok Fenb OoT CBET/10-pO30BOro 40
B.D,F. H KpacHOro uBeTa Ha gHe Npobupok
00069 Mn6HKM Anga nnaHweTta 2114. Knerikue nneHkn CooTBeTcTBYET
00020 BK 0,96 MM X 1 npobupka [po3payHasa 6ecuyBeTHasA XXNLAKOCTb CooTBeTcTBYET
00043 OK 0,8 mn X 1 npobupka Mpo3payHas 6ecuBeTHas XNOKOCTb CooTBeTcTBYET
00001 MKP 0,8 mn X 1 npobupka  po3payHas 6eclLBeTHas XCUAXOCTb CooTBeTCcTBYET
B 6ymMaxHOM BUAE N 3/IEKTPOHHOM
MHCTpyKLMAa no
- 1wrT. Buae MNoO aagpecy: CooTBeTCcTBYET
NPUMeEHEHNIO .
ht™:/lwww.amplitech.ru/resources/
- KpaTkoe pykoBoACTBO 1wT. B 6ymaxHOM Buge CooTBeTCTBYET
B anekTpoHHOM Buae No agpecy:
- MacnopT 1w . . CooTBeTCcTBYeET
P http://www .anipl[itech.ru/quality/ y
YnakoBka Habopa
MokasaTenb Hopma Pe3ynbTaTt KOHTpONA
Buva nepBUYHO 1 BTOPUYHO YyNakoBKM CooTBeTCcTBYET TpeboBaHusaM TY. CooTBeTCcTBYET
OTcyTCcTBME BUAMMbIX AedheKkToB OTcyTcTBUE AedhekToB CooTBeTcTBYET
MapknpoBka Habopa
MokasaTtenb Hopma Pe3ynbTat KOHTpONA
Hannune nHdopmaumm Ha BHYTPEHHeil ynakoske VHhOPMALMS COOTBETCTBYET
KOMMOHEHTOB Hab6cCc”™ W BHeuTel YynakoBke CooTBeTCcTBYET

Tpeb6oBaHuaM TY.
Habopa B COOTBETCTBMU C Tpeb6oB uamu TY P
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Moxs3aTens Hopma Pe3yNLTAT KOHTPONA

Buinsnewme [IHK Adenovirus F, PHK AHK Adenovius F, PHK Rotavi A,

sonvkusA.NamuGll.Mwhs Norovirus Gl u Gil, Astrovirus o6 b, Cooreercreyer
Wmmm MNocnegosarensHocTb BK obxapywesa. Coorseercreyer
' PesynuTaTed COOTBETCTBYIOT  KPDMTEPUAM
BanuaHOCTL PESyNLTATOB  TOCTWPOBSHKA
OUBHKN, YXBSSHHLIM B WHCTPYKLMM O Coorsetcreyer
AnA xoHTponefl uccneacsaHns (OK, MNK) R

3axmovenne: Halop yxasaHHOIO NOTa CooTBeTCTRYeT Tpeboaarmam TY 21.20.23-045-19926214-2024.

flata sbigasu nacnopra: 14.08.2024

Pyxosoanrens OKK, Pomanesmosa E.C.
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MpoHyMepoBaHo, CKPenIeHo U NPOLIUTO

nucrt (avot

leHepasnbHbI gupekTop O6blecTsa ¢
»>_JCBAHNYEHHOW 0TBETAEHHOCTbIO

A.B. Xogsakos
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000 ¥AULLIATNY.

Poccus, 109235, MocuBa, yn. 1-a KypbsiHoeoas, . 34, cTp. 8, atax 1 nom. Il kom. 42
Ten. (495) 374-13-48, e-mell: supporteamplitech.ru E ) A M I_I ‘n I/I T E K

MACTOPT Ne 1056-24

Amplitech All-Viro (R)
Habop peareHToB /19 kadyecTBeHHoro onpegenennsa AHK/PHK Bo36yauTenein BUPYCHbIX KULLEYHbIX MHDEKLMIA B
6rionornyeckom matepuase yenoseka MetogoMm MUP/OT-MNLP ¢ getekuyeli B pexuMe «peasibHoro BpeMeH»
(Amplitech All-Viro (R)) no TY 21.20.23-045-19926214-2024

REF p035-2 LOT 1056 2024-08-14 S 2025-08-14

Ycnosus TpaHcnop-  npv Temnepatype oT 2 °C ao 8 °C BcemMy BAaMU KPbITbIX TPAHCMOPTHLIX CPEACTB B TEPMOKOHTEHEpaX
TMPOBaHS; C X/1a03/1eEMeHTamMy UM B aBTOpedprkeparopax.

B YNakoBKe MPeAnpuATUSA-U3rOTOBUTENSA XpaHUTb Npu Temnepartype ot mMuHyc 20 °C go 8 °C u
OTHOCUTE/IbHON BNaxrHoCTU Bo3gyxa OoT 25 o 75 % B 3alWMiAEéHHOM OT COSIHEYHOTO CBETa MecCTe.
PeareHTbl nocne BCKPbITUA PEKOMEHAYETCH XpaHUTb npu Temneparype ot 2 °C go 8 °C. Jonyctumo
pasmopaxtaTtb 1 3aMopaxcuBaTb peareHTbl He 6onee 4 pas.

Ycnosusa xpaHeHus:

KoHTposb kavecTBa Habopa nposeaéH rno TY 21.20.23-045-19926214-2024.

CocTaB Habopa 1 BHELLHWI BUA KOMMNOHEHTOB
JloT Kom- Hopma PesynbTat
NMOHEHTa HanMeHoBaHue KO/IM4YecTBO BHELLUHWIA BUA KOHTpO/IA

Mpo3payHas XNAKoCTb OT CBET/10-

00001 Cwmecb A1 (RW)-3 0,96 w1 X 1 npobupka CootBeTcTBYET
ceporo 40 h1o1eToBOro LBeTa
. Mpo3payHas XnaKoCTb OT CBET/I0-
00001 Cwmecb AT (RW)-4 0,96 mn X 1 npobrpka CEeporo 10 PMONETOBOO LBETa CootBeTcTBYET
00020 BK 0,96 mn X1 npobupka Mpo3payHas 6ecuBeTHas XMOKOCTb CootBeTcTBYET
00043 OK 0,8 mn X1 npobupka  Mpo3paqHast 6ecuBeTHas XUAKOCTb CootseTcTBYET
00001 MKP 0,8 M1 X 1 npobupka  Npo3payHas GecLBeTHas XUOKOCTb CootseTcTBYET
VIHCTPYKUMS 1O B 6ymaxxHOM Bm,ge N 3/TEKTPOHHOM
- NDVMEHEHMIO 1w BUAe Mo ajpecy: CootBeTcTBYET
P ht*://www.amplitech.ru/resources/
- KpaTkoe pykoBoACTBO 1w, B 6ymaxxHOM Buae CootBeTcTBYET
) B a51ekTpoHHOM BYae Mo agpecy:
Macriopt 1um. http:/iwww.ampljtech.ru/quality/ Coorsetcrayet
YnakoBka Habopa
MokasaTenb Hopma PesynbTaT KOHTpONA
Buz, NepBUYHOA 11 BTOPUYHOM YMaKoBKN CooTtBeTcTBYET TPE6GOBaHUAM TY. CootseTtcTByeT
OTcyTCTBUE BUAMMBIX fedDEKTOB OTcyTcTBME AedIEKTOB CootBeTcTBYET

MapkumpoBka Habopa
Moka3arensb Hopma PesynbTaT KOHTpONA

Hanumuve mHgopMaum Ha BHYTPEHHE YyNakoBke
KOMMOHEHTOB Habopa W BHEWHeli ynakoBke
Habopa B COOTBETCTBUM C Tpe6oBaHuUAMU TY

WHbopmawys cooTBeTCTBYET

CooTBeTCTBYET
TpeboBaHusAM TY. Y
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PYHRLNOHANLULIO XaPAKTOPUCTHIM Habopa

Noxasatens Hopma Pe3ynuLTaT KOHTPONA
Npegen oSuapyxennn :
Rotmie A Norovus G Gl o AHK Mderies £, PHK Rtminus A coorserrayer
mﬁmymm TeCTHDOBAHUR ANA MocnegosaTensHocts BK oSHapyxena. Coorsercrayer
e G " o e+ e o Comm

NPUMSHEHWO Hatopa.

3axmovenne: Habop ykasaHHOIO NOTa COOTBETCTRYET TpeBosaHuam TY 21.20.23-045-18926214-2024.

[Qara Bbinayn nacnopra: 14.08.2024

Pyxosoautens OKK, Pomanetixosa E.C.
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MpoHyMepoBaHoO, CKPensieHo 1 NpoLLIUTO

A.B. Xogskos
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