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cnucok COKPALLEHNN

B HacTosLLEM pyKOBOACTBE MPYMEHSIOTCS Crieytolie COKpalleHnsl 1 0603HaYeHNs:

[leTekTupylowunin - - Npubop N8 NpoBefeHns amnandurkaumm ¢ geTekumnei B pexmme
amnangukaTop «peanbHOro BpeMeHm»

K- - oTpULaTesibHbI KOHTPO/Ib amMnndukaLlmm

OK - oTpULAaTesIbHbIN KOHTPOJ/Ib 3KCTPaKLMn

OKO - oTpUUaTesNbHbIA KOHTPO/IbHLIA 06pasey,

oT-nT - n3oTepmuyeckas amnangurkauusa ¢ 06paTHon TpaHCcKpunuueni
MK - NOJIOXKUTENbHbLIA KOHTPOJIb 3KCTPaKLmnn

rno - NporpaMmHoe obecrneyeHne, nporpammMa

PHK - puboHyKNnenHoBas Kucmnorta

a - cycle threshold (noporosbIi UuK)

IBV - Influenza B virus (Bupyc rpunna B)

OBLWWME CBEOEHUNA

HanmeHoBaHue MNO: AmpliSens® IBV-IT Soft.

Bepcua MNO: 1 (Homepa MUHOPHbIX N HE3HAYUMbIX U3MEHEHWNIA He YKa3aHbl).

Cnoco6 pasmeuleHuns n goctyna MNMO: BxoguT B cocTaB Habopa peareHToB AmpliSens®
IBV-IT MO AmpliSens® IBV-IT Soft n pykoBoACTBO onepartopa MpefocTaBAAlTCA Ha
3/1EKTPOHHOM HOCUTene unn Ha cante Marotosutens (www.amplisens.ru).

Knacc 6e3onacHocTtu: Knacc A B cootBetctBum ¢ n.4.3 TOCT IEC 62304.

Mopagok Hymepauun Bepcuin MNO: O603HaYeHMe Bepcunm COCTOUT U3 Tpex uucen,
pasfeneHHbIX ToYkaMy, O3HavyarLWmx Hymepauuto MaXOpPHbIX, MUHOPHbLIX N HEe3HAYMMbIX
M3MEHEHUA  COOTBETCTBEHHO. MaxopHble N3MEHEeHUs  03HayalT  U3MEHeHue
(PYHKUMOHA/IBHOTO Ha3HavyeHus, NpuHUMna paboTbl, CTPYKTYpPbl U (OYHKUMI COCTaBHbIX
yacteirr MO; MUHOPHbIE N3MEHEHWS O03HayalT M3MEHeHWs Ha3BaHui KU 00603HaYeHWn B
NHpopmaLoHHOM 6710ke TO; He3HauyMMble M3MEHEHUS O03Ha4vatT M3MeHeHus (BK4as
ncnpassieHne oOwWN60K) u AopaboTkn, He u3MeHswwme QYHKUUK, OnucaHHble ans
MaXOPHbIX U MUHOPHbIX U3MEHEHWA.

MpumeyaHwne - Mpu 0603HaYeHnn Bepcun MO B cocTaBe Habopa peareHToB AmpliSens®
IBV-IT HOMepa MMHOPHbLIX N HE3HAUYUMMbIX U3MEHEHUI He yKasblBaloTcA. [onHas Bepcus
MO, BKIYAA HOMepa MWHOPHbLIX WU He3HauYMMbIX U3MEHEHWI, ykaszaHa BO BKIagblle K
Habopy peareHToB K UHTepdeice MMO.

MO cooTtBeTcTBYET TpeboBaHnsam TOCT IEC 62304.

HA3HAYEHUWE
MporpammHoe ob6ecnedyeHne AmpliSens® IBV-IT Soft npegHaszHayeHo Ans

aBToOMaTn4yecKoro nporpaMmmMmmpoBaHnA AeTeKTupyroLw,ero aMﬂl’IVICbVIKaTODa, coBMeCcTnmMoro
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¢ NO AmpliSens® RealTime Soft (nanee — NO ARTS)', n asTomaTnveckoh oGpaGoTku u
uHTepnpeTaum pesynbratos OT-UT-uccnepoeaHua npu  ucnons3osanun  HaGopa
pearextoe AmpliSens® IBV-IT (nanee — naGop pearextos). MO AmpliSens® IBV-IT Soft
npeacrasnsieT CcoBOW nporpaMMmy, COAGPXAWiYl0 KPUTEpUW aHaNK3a  KpUBbLIX
nyopecueHUMH W anTopHTM MHTEpNpeTauuu pesynsYaTos, a Tawke uHgopmaumio 06
aHanuTax, Wucnonbsyemom OGuonoruveckom martepvane, peareHtax W KOKTPONbHBIX
oBpasuax, nporpamme amnnngukaLni, ykasaHHbIX B MHCTPYKUUU K HaGopy peareHTos.

NPUHUUN PABOTbI

Iins paboTel MO AmpliSens® IBV-IT Soft Heo6xoaumo MO ARTS,

B cooteetcTRuM C uHdopmauuei o6 ucnonbsyemMom Ouonorvueckom martepuane,
peareHTax, KOHTPOMbHbIX Oo0pasuax W nporpamme amnnucdukaumu, yxasawHow B 11O
‘ AmpliSens® IBV-IT Soft, MO ARTS ocywectBNfeT 3anyck ACTeKTUPYIOUMX
amrmukatopos. Mocne 3saeepwenna amnnucpukaumm MO ARTS susyanusupyet
NonyueHHbie (NYOPECUEHTHLIE KPMBbLIE W OCYLLIECTBASET SBTOMATUUECKWH 3JKCnopY
NONYHEHHBIX AAHHLIX ANA KOHTPOMBHLIX M uccneayembix obpasuos e MO AmpliSens® IBV-
IT Soft.

MO AmpliSens® IBV-IT Soft npoeoaUT aBTOMATUHECKYIO MHTEPNPETALMIO Pe3ynbLTaToB
C WCNOSb30BAHNEM NOMYMEHHLIX 3HAYeHWA NOPOroBLiX LMKNos (Cf, BKAIOYAA OLBHKY
BANUAKOCTU KOHTPONbHLIX 0Bpasios u OT-UT-uccnesosanna B uenom. NMonyuertsie s NO
AmpliSens® IBV-IT Soft pesynetarel asTomaTuyecku nepepaiotcs B MO AmpliSens®
-RealTime Soft Ans ux suayanusauum oneparopy.

JonyckaeTcA nporpaMMUpoBaHUe W 3anyck geTeKkTupylowero amnnucgukaropa Ges
J ucnoneaosauua NO AmpliSens® IBV-IT Soft u MO ARTS. B stom cnyuae daiin ¢ AaHHbIMK,
, NONyYeHHbIA Ha JeTeKTupyloweM amnnudguxatope, MOXHO axcnoptuposate B MO
AmpliSens® IBV-IT Soft ana aanureiiliel aBTOMaTUHECKON MHTEPNpETaLIMM Pe3ynbTaTos.

TexHONorMM MckyccreeHHoro WHTennekta 8 MO AmpliSens® IBV-IT Soft we
UCTIONbLIYIOTCH.

YCNOBUSA BLINONHEHUS MPOrPAMMBI

TpeGoBaHMA K TOXHUYSCKUM CPeACTBAM Oneparopa
MepcoHanbHblik koMnkIOTEp ¢ NpeaycTaHosneHHbIM MO ARTS. Cuctemtuie TpeGoBaHus
K NepCOHANLHOMY KOMNBIOTEpY YKa3aHbl B pyKoBOACTBe onepatopa 110 ARTS.

! MepeueHb COBMECTUMBLIX aMNAKPHUKATOPOE ykasaH Ha caiiTe www.amplisens.ru.
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Ona yctaHoBkn MO ARTS Heo6xogMmo 06paTUTbCS B TEXHUYECKYHD NOAAEPXKKY ONs
3arpy3ky 1 3anycka yctaHoBOYHbIX (harinoB MO ARTS (KOHTaKTbl TEXHWYECKOW MOAAEPXKKM

CM. B pasgene «TexHuyeckas noadepxka u MHpopmMaums o pa3paboTumke).

Tpe6oBaHUA K BXOOHbIM AaHHbIM
O603HayeHNsa A4eek uccnegyemMblXx U KOHTPObHbIX 06pa3LoB B MHTepdeice MO ARTS
[OJKHBI CTPOro COOTBETCTBOBATh MX (DaKTUYECKOMY PacrnosioXeHU0 B peakuMoHHOM 6/10ke

[leTeKTMpYIoLLEro amnandukaTopa.

TpeboBaHUA K MH(pOpPMALNOHHOI 6€30NacHOCTH

BnunsHue yrpo3 n yassumocTei MO Ha nonb3oBaTenein uavm nauneHToB OTCYTCTBYET.

MO He copepXut 1 He obpabaTbiBaeT NepcoHaslbHble AaHHble NauneHTOoB.

Joctyn k MO ocywecTBnseTca ¢ NOMOLbIO aBTopm3aumn nosb3osatena B MO ARTS
(yyeTHas 3anucb). YpoBeHb JOCTyna nosib3oBartenieil o/HkeH ObiTb obecneyeH ncxoas us
Tpebyemoro dpyHKUMoHana.

B pamkax WH(pacTpykTypbl MWHMOPMAaLMOHHbLIX TEXHOMOrni, ucnonbaytowen MO,

HEeo6XxoANMO:

npeanpuHATL Mepbl obecneyeHns NHGOPMALMOHHO 6e3onacHocTK n

KnbepbesonacHoOCTM  O/11  HENPepbIBHOrO  (PYHKUMOHMPOBaHUA  NPOrpaMMHOro

obecnevyeHnss N WUCKIIOYEHUS BO3MOXHOCTW HECaHKUMOHMPOBAHHOIO Aoctyna K

NHbopmaLmn B NporpaMMHOM obecneyeHuu;

- ob6ecneynTb HanuMe perynsipHbiXx apxmBHbIX Konuid MO (B T.4. 6asbl AaHHbIX) C
BO3MOXHOCTbIO UX BOCCTAHOB/IEHUS;

- 1CMNoSIb30BaTh CpeAcTBa 3almnTbl OT BPeAOHOCHbIX NporpamMm;

- cobngatb TpeboBaHNs K MUHPOPMaLNMOHHON 6e30NacHOCTH, yKa3aHHble B PYKOBOACTBE

onepartopa MO ARTS.

BbINOJIHEHNE MNMPOIrPAMMBbI
3arpy3ska No AmpliSens® IBV-IT Soft B MO ARTS

3arpyska MO AmpliSens® IBV-IT Soft B MO ARTS npu Hanuumm nogkntoveHns MK k cetn
VIHTepHeT npousBognTca aBToMatuyeckn npu 3anycke MO ARTS.

Mpn OTCYTCTBUM NOAK/OYEHUSI NEPCOHANILHOTO KOMMblOTEpa K ceTn VIHTepHeT 3arpyska
B MO ARTS npou3BoAUTCS BPYUHYHO C 3/1IEKTPOHHOrO HOCUTENs MyTem Bblbopa (paina ¢
naketom MO, sknovawowmm MO AmpliSens® IBV-IT Soft. s aToro B MeHto NMocTaHOBKU
Bbl6paTh MNakeTbl MO - 3arpy3nTb NakeT.

Mocne 3aBepLUeHns 3arpyskn yctaHoBrieHHoe MO oTobpaxaeTtcs B cnucke MakeTbl MO

M AOCTYNHO A5 (DOPMUPOBAHMS 1 pacyeTa NOCTAHOBOK.
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Bepcus MO AmpliSens® IBV-IT Soft otoGpaxaetca B MeHio Kamanoz memodux 8
cronbue Bepcus, a Tacke B meHio llocmanoexu - Taxkemst 110, nocne swibopa naxerta
{sepcun MO orobpaxaercs ¢ ykasaHuem HOMEPOB MHHOPHBLIX W HESHAYKMbIX USMEHEHWH).

dopMupoBaHue M 3anyck NOCTaHOBKU
PopMupoBaHne NOCTaAHOBKM NPOUIBOAKUTCA € UCNonbsoBaHuem uHteptpeiica NO ARTS.

B cooteeTcTeuu ¢ pykosoacTeom onepatopa k MO ARTS Heobxoaumo sLINONHKTL

cneaywouiue AeHCTBIA:

1. Otxpeite MO ARTS.

2. 3apeructpupopats cepuio HabGopa peareHToB U BBECTH NepemMeHHYI0 uHgopmaumio (Npu
HanuuMK), CNONb3ys MHMOPMALMIO U3 BKNAAbLILLIA K AaHHOK cepun Habopa peareHTos.

3. Mpu HeobGxoguMocTH copmupoBaTs cnUcok o6pasuos ANs uUCCnNeaoBaHwuA C

. npumeHeHweM HaGopa peareHTOB (BPYMHYI0O UMM 3arpysute K3 naGopaTopHbix
NHDOPMALMOHHLIX CUCTEM).

4. BuiGpatb aeTekTUpyIowun aMnMrKaTop U HEOBXoANUMDIN peakLMOHHBIA 6rok.

5. Cchopmuposatb nocTaHoBky. [InA 370r0 BO BKNaaxe, COOTEETCTRYoWed BuibparHHoMy
npubopy, uibpaTe flocmanoexa - Hosan NOocCManoeKa.

5.1. BuifpaTh U3 CIMCKA AOCTYTIHLIX NPOrpamMHbIX oBecneveHmii O AmpliSens® IBV-
IT Soft u cepuio Habopa peareHTos.

5.2. Ha cxemaTuveckom usoGpaxeHuM peakUMOHHOro Onoka [eTeKTupyowero
amnnucukaTopa B MCnonb3yembix aveiikax pasmectuts obpasubl us cnucka,
cOpMHPOBAHHOrO B N.3 (UNK BBECTH UX 0GOSHAYESHUA BPYUHYIO), M KOHTPONbHbIE
obpa3supl.

5.3. CoxpaHuTb NOCTAHOBKY HaXkaTuem xHonku Coxpanums.

‘ 6. nn aBsTOMAaTMYECKOrO 3anycka aMnnaudukauuu HaxaTe kHonky Cmapm. Xoa
amnnuchuxaimm oToGpasuTca B BUAE KPUBLIX HAKONNEHKA (hryopecLeHUMMN.
Mpumevanne - [onyckaeTca nporpaMMUPOBaHWe W 3anyck AeTextupylouwlero

aMnnudMKaTopa BPYYHYI0 B COOTBETCTEBMU C NPOTPaMMOi aMnaudmukauwy, ykasaHHO! B

MHCTPYKLMK K HAaGOpy peareHTos.

AHanu3 n NHTePRpPeTaALMR PO3YyNbTaTOB

MNocne 3asepwenus aMnnuguxaunn NO ARTS asTomaTHYeCkn BU3yanusupyer Kpuebie
thnyopecuenmm.

MpumeuaHne — Ecnu getexrupyowmit amnnucpuxatop Sbin 3anporpaMmMupoBaH u
3anyweH BPYMHYI0, HeoGxoauMo CHOpPMUPOBaTL NOCTAHOBKY, KAK ONMCAHO B pasaene
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«PopMupoBaHMe 1 3anyck NoCTaHOBKM», HaxaTb KHOMKY BblibpaTb hann ona ykasaHus

nyTV K dpaiiny ¢ geTekTupyrowero amnamgukaropa u Haxarb PaccunTaTb.

B cOOTBETCTBMM C KPUTEPUSAMWU aHanmn3a KpMBbIX doaiyopecueHumu, ykasaHHbiMu B MO
AmpliSens® IBV-IT Soft, aBTomMaTnuyeckn onpegenseTcsa cratyc Kakaon KpUBoi No Kaxaomy
KaHany geTekunn: NONOXUTENbHbIA, OTpULaTeNbHbIA AN COMHUTE/bHBIN.

CraTyc npucBamBaeTCc Ha OCHOBaHWW KPUTEPUEB, OLEHUBAKOLUX OTK/TIOHEHUS POPMblI
KPMBOW HakonaeHnsa ayopecueHumn oT HopMasbHOW (S-06pasHoii) hopMbl, Hanpumep:

- Ha/muune Hecrneununyecknx ckaukos p1yopecLeHTHOro curHana;

- HU3KOe COOTHOLUEeHWe curHas/wym;

- KMHEeTuKa HakonjeHus doslyopecLeHTHOro curHana, otimyHas oT S-o6pasHoi.
CoMHUTENbHbIE  KpUBbIE  K1accuduumpyroTcs Ha  «COMHUTENIbBHO  +» U

«COMHUTESIBHO -», YTO criefyeT MHTepnpeTnpoBaThb Kak:

«COMHUTENBHO +» - Hanbosiee BEPOATHO, YTO A1A KPUBOW MONYYEH MOMOXUTESNbHbIN
pe3ynbTaT, TpebyeTca noaTBEpPXAeHMNe.

«COMHUTENBHO -» - Hanbosiee BEPOSATHO, YTO O1A KPMBOW MOJIyYEeH oTpuuaTtesibHbIiA
pe3ynbTaT, TpebyeTcs noaTBepXAeHMne.

Kaxxaoh COMHUTE/IbHOM KPMBOI HEO6XOAMMO MPUCBOUTL CTaTyC: «[MONOXUTENbHbIN,
«OTpuuaTesnibHbli» WM caenatb  3ak/lyeHMe 0  HeobXo4MMOCTM  MOBTOPHOrO
nccnefoBaHva gaHHoro obpasua. 4na aToro:

1. OTobpa3nTb KpMBble MO BCEM KaHasiaM [EeTeKUUN B pexnme OTOOPaXKeHUSA «CbIPbIX»
OaHHbIX ¢ npuoopa (pexnm «RAW).

BHNUMAHWE! He cneagyeT npuHMMaTb pelleHne O cTaTyce COMHUTENIbHOW KPUBOW Ha

OCHOBaHMM NPOCMOTPa HOPMasIN30BaHHbIX KPUBbLIX (pexum «Norma»), T.K. B AaHHOM

W pexnme oTobpaxarTca (hayopecueHTHbIE KpVBble MOC/e MaTeMaTuyeckoli 06paboTku.

2. OThunbTpoBaTh KpuBblE CO cTaTtycoM «COMHUTENbHbIM» MO Kaxaomy kaHany. B
CKobBKax paaoM C HasBaHMEM KaHasla yKa3aHO KOJIMY4eCTBO COMHUTEJIbHbIX KPUBbIX.

3. B cnucke obpasuos nocnenosaTesibHO NMPUCBOUTbL KPMBLIM CTaTyC «IMOM0XUTETbHBIN,
«OTpuyatenibHbili» WM caenaTb  3ak/lyYeHne O HeobX0AMMOCTM  MOBTOPHOTO
nccnefoBaHua gaHHoro obpasua («MepecTtaHoBka» - o06pasubl 6yayT BO3BpalleHbl B
cnncok obpasuoB A/ BO3MOXHOCTN MOBTOPHOIO MCCNefoBaHus).

BHUMAHWE! TMpucBoeHne ctatyca COMHUTE/IbHbLIM KPUBbLIM NPOU3BOAUTCA Ha OCHOBaHUA

3KCNepTHOro MHEHUA COTPyAHMKa nabopaTopumn, OCyLLECTBAAIOWEr0 aHaIn3 pesyibTaTos.

B cnyyae ecnu Anss COMHUTENbHOM (DyOPecLEeHTHON KPUBOM He yaaeTcs MpPUHATb

O[lHO3HAYHOrO pelweHns no ee cTarycy, pPeKoMeHayeTcsa MNpoBecTM MOBTOPHOE

nccrnenoBaHue [N JaHHOro o6pasua.
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Mocne npocmoTpa KpWMBbLIX  (O/lyOpPecLueHuun 1 MPUCBOEHUA  cTaTtyca BCeM
COMHUTE/NbHLIM (D/TyOPECLEHTHLIM KPMBbIM HEOOXOAMMO HaXaTtb KHOMKy Pe3ynbTaT 4/1a
NHTepnpeTaummn pesy/bTaTos.

Bo Bknagke AmpliSens IBV-IT Soft 6yayT BbiBefeHbl pe3ynbTaTbl, aBTOMATUYECKM
nony4deHHble MO AmpliSens® IBV-IT Soft Ha ocHOBaHMM 3HaYeHWin Noporosoro uukna (Cf)
ANna uccnepyemblx 06pasLos, BKIHOYas OLEHKY Ba/IMAHOCTU KOHTPOJIbHbLIX 06pa3yos n OT-
NT-uccneposaHna B LE/IOM.

Pe3ynbTaTbl 4151 KOHTPOJ/IbHbIX 06pa3L,0B BbIBOAATCA B BUAE Tabnuubl ¢ geTannsayunen
No kaHanam pfeTekumn. Ecnm gna oOHOTO WAM  HECKOJIbKUX KOHTPOJIbHbIX 06pasuoBs
nony4yeHo coobuweHne o6 owwnbke, AaHHbIA pe3ynbTaT Ayb6nupyeTtca B CTpPoOke cTatyca
NMOCTaHOBKMW.

Pe3ynbTaTbl 4719 uccnegyembix 06pasLoB BbIBOAATCA B Ka4eCTBEHHOM hopmarte B Buae
Tabnuubl C y4eToM cTaTyca KOHTPOJIer M ykasaHneM KaHana fAeTekunn.

Bo3MOXHble BapuaHTbl MHTEpNpeTauun pesynbLTaTtoB uccnegyembix 06pasuoB ykasaHbl
B Tabnuue 1

Tabnuua 1

KauecTBeHHOe onpegeneHve
OGHapyXeHo
He o6GHapyxeHo

BO3MOXHble BapuaHTbl pe3ysibTaTtoB AN KOHTPOSIEn U UHTepnpeTauun pesynbTaTos
ANS nccnepyembix 06pasLoB C yYeTOM cTatyca KOHTpOsieil ykasaHbl B Tabnvue 2.
Tabnuua 2

NHTepnpeTauusi pe3ynbTaToB Ans UccneayeMbix 06pasLos C
yuyeToM cTaTyca KOHTpPOss

B B cooTtBeTcTBUM C Tabnuueli 1

Owmbka MK MHTepnpeTaums HeBO3MOXHA /11 BCEX 06Pa3L0B
WHTepnpeTawysi HeBO3MOXHa 4711 06pa3LIOB, B KOTOPbIX 06HAPYXKEH
onpeaensiemblii aHaT
WHTepnpeTauysi HEBO3MOXHa A/18 06pa3LIoB, B KOTOPbIX OOHapPYXEH
onpeaensemblii aHanuT

CTaTyc KOHTpons

KoHTamuHauma OKO

KoHTamnHaumsa K-

B cnyuasx, nepeuynmcneHHbix B Tabnuue 2, A0S COOTBETCTBYILIMX WCCeayeMbIX
06pasLoB B Tab/MLe pe3ynbTaToB BbIBOAMTCA CO06LLEeHVEe «/IHTeprnpeTauusi HEBO3MOXHa»

C yKasaHueM MpuyunHel (Hanpumep, «MHTepnpeTtauns HeBo3MoxHa (Owunoka MK)»).

ABTopusauuna pesynotatos OT-UT-nccneposaHud
Mocne BbiBOAa pe3y/bTaTtoB A/1a uccnegyembix ob6pasuoB Bo Bknagke AmpliSens IBV-

IT Soft Heobxoaumo aBTOpu3oBaTb (MNOATBEPAUTL) WM  OTBEPrHYTb  (OTKNOHWUTL)
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pe3ynbTaTtbl aBTOMaTMYeCcKO WHTepnpeTauun. BO3MOXHbI cnepywoline [eincTBua B
COOTBETCTBMN C PYKOBOACTBOM onepartopa k N0 ARTS;

1. OTnpaBka o6pasua Ha nosTopHoe lNLP-nccnegoBaHue.

OtmeHa pe3ynbtara OT-UT-nccneposaHns Bcex 06pasLoB B NOCTAHOBKE.
AsTopusauus pesynbtata OT-UT-nccnenoBaHnsa Kaxaoro obpasua.

ABTopu3auus pesynbtata OT-UT-nccnenoBaHusi Bcex 06pasLioB B NOCTAHOBKE.

o~ W D

Bbirpyska pesynbtatoB OT-UT-uccneposaHuss B Buae (paiina B copmate CSV (B

dopmarte 3/71EKTPOHHON Tabnuubl).

o

Bbirpy3ka nocTaHOBKM B OTAENbHbIV (haiin ana npocmoTtpa B MO ARTS.

7. 3akpblTue BKnagku c pesynbtatamm OT-UT-uccneposanus. Bknagka AmpliSens IBV-
IT Soft 6yget 3akpbita, pesynbtatbl OT-UT-uccnepgoBaHna O6yayT coxpaHeHbl. OAns
BO3BpaweHus K pesynbtatam OT-UT-nccnegosaHns Heobxoanmmo BO Bkiagke CnmMcok
NOCTaHOBOK Bblbpatb U3 crnmcka HeoO6XoANUMYI NMOCTAHOBKY U OTKPbITb €e ABOWHbIM

LesT4KoM NEBOWN KHOMKM MbILLIN.

dopmupoBaHme 6naHka c pesynbTaramu
BHVMAHWE! Tonbko aBTOpM3oBaHHble pe3ynbtatbl OT-UT-nccnegoBaHus, NonyveHHble
¢ nomouibto MO AmpliSens® IBV-IT Soft, nepegatotca B MO ARTS ana dopmunpoBaHus
61aHKoB C pe3ynbTaTamu Ans uccnegyemMbix 06pasuoB u/wnu nepesayn B N1abopaTopHyHo
MHOPMALIMOHHYIO CUCTEMY.

dopmmnpoBaHne 61aHKOB C pesynbTaTaMu npomsBoguTca onepatopom B MO ARTS.
Monck, nNpocmoTp M nedatb 6/1@HKOB OcyllecTBAdeTca yepe3 UHTepdelic MO ARTS B
COOTBETCTBMN C pyKoBoACTBOM onepatopa NO ARTS.
BHUMAHWE! YcTaHOBNeHMe gunarHosa M HasHavyeHue neyeHns OO/DKHbl MPOU3BOANTLCA

BpPa4yoM COOTBETCTBYHOLLEl cCneyuuannsaumm.

COOBLWEHNA OMEPATOPY

CoobuleHne MpuymHa coobLleHns JanbHelnwme geictBus oneparopa

Ona AmpliSens® IBV-IT
Soft He pa3melleH
KOHTpOonb K

Ona AmpliSens® IBV-IT
Soft He pa3meLieH
KoHTponb OK

B peakynoHHoM 6noke  YKasaTb nonoxeHue MK B peakyOHHOM
He pa3melteH MK 6710ke, ncnonb3aysa KHonky MK

B peakynoHHOM 6n10ke  YkasaTb nonoxeHne OK B peakyMOHHOM
He pa3melieH OK 6710ke, ncnonb3ysa kHonky OK

3HauveHue Cfansa MK Heob6xoaAuMO NOBTOPUTL UCCefoBaHue,
Owwnbka MK OTCYTCTBYET Unn HauynHasa c aTtana akcTpakuun PHK, ansa
npeBbllWaeT rpaHMyHOe  BCeX 06pasLoB
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Heobxogmmo npegnpuHATL Mepbl Mo
BbISAB/IEHUIO W INKBUAALWUNA NCTOYHUKA
KOHTaMWHaLuUn 1 NOBTOPUTbL MCCefoBaHue
Ons Bcex 06pasuoB, B KOTOPbIX
obHapyxeHa cneunguueckas PHK,
HaynHana c atana sKcTpakumum PHK
Heob6xoaMmo npeAnpuHATL Mepbl No
BbIAB/IEHUIO W IMKBUAEALUN UCTOYHMKA
KOHTaMnHaLu“n 1 NOBTOPUTL
amnangukaunio n geTekumo ana scex
06pasuLoB, B KOTOPbIX 06HapyxeHa PHK
aHanM3npyemoro MMKpoopraHmsma

OnpepeneHo 3HayeHue
KoHTamuHauna OKO Cfona OK meHblwe
rPaHnyHoro

OnpepeneHo 3HayeHune
KoHTamunHaumsa K- Ctaona K- meHblue
rpaHnyHoro

TEXHUYECKAA MOAAEPXKA NN NHPOPMALIMA O PASPABOTUUKE

Mpn BbIsSIBNeHNUN cb6oeB B pabote MO AmpliSens® IBV-IT Soft pekomeHayeTcs
obpallatbCcsl B TEXHWYECKYH noadepxky. [Mpy obpalieHny B TEXHWYECKYH MNOAAEPXKKY
Heo6xoAMMOo NpeaocTaBUTh CReayoLLy0 MHOPMaLMo:

- Howmep Bepcumn MO AmpliSens® IBV-IT Soft n MO ARTS.

- OnucaHue owmnokn (TEKCT UM N306paxeHune).

- OnucaHune geiictBua / nocnenoBaTeNbHOCTU AENCTBUIA, MPY KOTOPbIX BO3HMKIA OLUNGKA.
- KoHTakTbl ons obpartHoli cBA3W.

COTPYZHUKN  TEXHUYECKON  MNoAfdepXKM  MOryT  3anpocuTb  AOMOIHUTESbHYHO
MHhopMaUno AN peLlleHns Bonpoca.

TenedoH; +7 (495) 304 22 06 B paboumne yacbl opraHusaunmn.

Mouta: lab@amplisens.ru B pexume 24x7.

Paspa6otunk [MO; depepanbHoe O6HMKETHOE YyuypexaeHne Haykm «LleHTpanbHbli
Hay4YHO-UCCnefoBaTeNbCKUA  MHCTUTYT  anuaemuonornm»  ®depepanbHOn  Cayxbbl Mo
Hag3opy B cdhepe 3awmuTbl NpaB noTpeduTenein n 6narononyyuns yenoseka (PbYH LIHAN
anngemuonorun PocnotpebHaasopa).

PykoBOACTBO onepartopa v nHTepdeiic nporpaMMHOro obecneyeHnsi paspaboTaHbl Ha
PYyCCKOM $i3blke ¥ MOTyT ObITb NepeBefeHbl Ha Apyre A3blki 6e3 BHECEHWS U3MEHEHWI B

nporpamMmmHbIii kog MO.
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UHCTPYKLIMA NO NPUMEHEHUIO
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Ampliaenso IBV-T

AmpliSens®

QEYH W’amm
Pocowiicran Sagepaunm, 111123,
Mﬁmm

rm A 3A
g:‘m m.a.a&miu

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




OTNABNEHUE

CIIMCOK COKPAILEHUI ..............coorinteccsnsrsensrsrsnnncnnsssesssesmessasnsrsssssossssmsessesseenn oo 3
HASHAYEHUE.............cooeooocvirinnieinsinrissrnn sasssssssssssessrsssmsrssssosssosssmsesomss oo 3
NOKASAHWA U NPOTUBOMOKASAHNA K NMPUMEHEHWIO HABOPA PEAFEHTOB..... 4
OBNACTb NPUMEHEHUA MEAULIMHCKOTO MBAEMMA ..o oo 4
MIPUHLUTT METO/A..........coooermrreriiieresrsiesseenserssnsesssssessesssassesesssessessessens o s 4
DOPMbB] KOMIMAEKTALIMM .........oconrerncrrrinsisecserssesssserssmsesssmsesssssesssssssmsessessesssens s, 5
AHAJTUTUMECKUE XAPAKTEPUCTIUKI ........cocorreererenecessssessesnssssssessssesorssesssssssensns e, 5
ANATHOCTUMECKUE XAPAKTEPUCTUKM .....c.ovreeeccriremseneeenssnssssssssesssssossesesessesssene 8
MEPDBI NMPERBOCTOPOXKHOCTW............oovernrverscermecrssnsssssasseesessssssesssoscrsssessosssessessons. 8
CBEOEHUA OB YTUIMMBALIMMN. ...t sesnssssssesesesssesess s soessenm oo 10
AONONHUTENBHLIE MATEPUANB! U OBOPYAOBAHMUE .......cocovereeneseeerensesosesronnns 1
B3ATUE, TPAHCMTOPTUPOBAHUE WU XPAHEHWUE UCCNEQYEMOTO MATEPUANA.. 14
NOArOTOBKA UCCNEAYEMOI'O MATEPUANA K SKCTPAKLIMU PHKA ...................... 15
MHTEPOEPUPYIOWWE BEWECTBA U OFTPAHUMEHUA MO UCNONb3OBAHUIO NPOB
NCCREAYEMOTO MATEPUAITA.........ocooverrereiiereassessscesessosesssrssassossssnserssenssonsnssosees 18
DOPMA IT-200 ......coroicrrrnirrrerirresiiesoareresressoresssssssarssssssessessresorensssssaesessrssssssssssssssenssesns 18
COCTAB ........ocrtrerririrerrrrssisiesesess e ssas s ssesssesosssssesessssrssssssssessssasssssarsssssassessorsensssessane 18
NPOBEREHUE UCCIIEAOBAHUSA..........cccvvverrreerereeneceersesssseseresssrssssssnsssosesessssassssssnas 19
SKCTPAKLIMA PHK U3 UCCNEAYEMBIX OBPASLIOB .........ccvererresanecssensrsensesrasnsesenes 19
OBPATHARA TPAHCKPUNLIKA U UBOTEPMUYECKAS AMITTMOUKALINA C
OBETEKUWEWN B PEXXUME «PEANBHOTO BPEMEHWN ..o renseresesnesanne. 20
A. Toaroroska NPOD ANA OT-UT.......ccvvreeeeriieericieisissossesnerossssssssssessossassassssesseseses 20
B. Mposegenne OT-UT ¢ geTekumuein B peXUME SPEASTLHOTO BPEMEHUD ...................... 22
B. AHaNN3 ¥ MHTEPNPETALMA POSYNIBTATOB.........c.ccorsrererrseiseeeesmsenessasssassersassssosernsrsrars 23
CPOK rOAHOCTHU. YCNOBUA TPAHCMOPTUPOBAHUA U XPAHEHUA..................... 26
FAPAHTUAHLIE OBASATENBCTBA USFOTOBUTEN  .....o.eeceeeereereeseereneenesressessesenes 27
NEPEYEHb NMPUMEHAEMbBIX HAUMOHANBHBLIX CTAHAAPTOB.........corvvcvneeenaessenes 28
CUMBONDI, UCNONLIYEMBIE B NEYATHOW MPOAYKUUMW ........cooeereererrenecsesssnsene 29
CTP. 2 M3 29

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



CMUCOK COKPALLEHUIA
B Hacroswei

MHCTPYKUMIN NPUMEHAIITCA cnegywoujue
_CoKpaLiexus u o6o3HaveHus:
ra - F@HOMHBIA 3KBUBANBHT (reHoM)
AHK - REIOKCUPNEOHYKNeUHOBASA KUCNOTE
UT - h3oTepMuyeckan amnnudpukauus
KIHK ~ komnniemeHrapHan [HK, nonyyaemas s peakuuu obpatroit
TpaHckpunuun Ha matpuue PHK
K- - OTpUUaTENbHLIA KOHTpONbL OT-UT
MP - METOANYECKME PSKOMEHAALIMM
MY - METORUMOCKIE YKA3aHUs
OK - OTPULATESbHLIA KOHTPONb SKCTPAKLIWM
OPBU - OCTPbi& PACNVPATOPHBLIE BUPYCHbLIE MHDEKLWU
ot - obparHan TpaHCKPUNUMA _
OT-UT - U30TepMKYeckan amnnubukaumus ¢ oBpaTHON TPAHCKDUMIUMEN
NnK - NONOXNTENbHbIA KOHTPONb IKCTPAKLIMY
no - nporpammyoe ofecneyenne
nupP - NONUMepasHan uenHan peakumn
PHK - pUBOHYKNeUHOBAR KUCNOTA
PY - PSTUCTPALMOHHOS YAOCTOBRPSHUS
CaunluH - CAHUTAPHLI® NpaBuna U HOPMbI
®BYH LIHUA - Gepeparnshoe GIoKeTHOE yupexaeHue Haykn «LieHTpansHbiit
Snugemuonoru mno-nccngaosy)a:gnmuﬁ WHCTUTYT o;)l;uneuuonomn»
epanbHoi cnyxGel no Hag3opy 8 3aWUTD! Npas
PocrotpebHansopa | o rr e6urenei u Snarouonwuﬂofgnoaexape P
Ct - cycle threshold (noporosbif uwkn)
C+ - NONOXNTENbHbLIN XOHTPONbHBIR 0Bpasey
C- - OTPHUATENLHLIN KOHTPOMbHLIA 0Opasey
BV - Influenza B virus (supyc rpunna B)
IT - isothermal amplification
HA3HAMEHUE

HaGop peareHtoB AmpliSens® IBV-IT npeaHasHaueH pAnA
kavecTseHHoro onpepenenvna PHK Bupyca rpunna B 8
GuonoruyeckoMm Mmartepuwasne denoseka (Masky CO CNU3VCTOM
oBonouku HOCo- U POTOrNOTKN) MEeTOAOM O0paTHOW TpaHCKpPUNLUWK
u usoTepmuueckon amnnucpukaumu (OT-UT) ¢ dnyopecueHTHON
AeTexkunen npoayKkTos amnnudukaumu.

MaTtepunanom Ans OT-UT cnyxatr  npoGbl
3KCTparuposaHHbIe U3 uccriegyemoro Suomartepuana.

OrpaHudeHVUA MO NPUMEHeHUI0 MEeAULIUHCKOro M3fenus B
pPasnuUUHbLIX NONYNALUMOHHBIX U Agemorpaduyeckux  rpynnax
OTCYTCTBYIOT.

HaGop peareHToB npumeHseTcs Ans Auvardoctuku. Habop
peareHToB UCNONbL3yeTCA ANA WCCNeaoBaHua Ouonoruyeckoro

PHK,
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mMartepuana, nNonyYeHHoOro oT NUL C NOAO3PEHWEM Ha rpunn BHe

3aBUCUMOCTU OT HOPMbI U HaNUuus maHudecTalun 3abonesaHns.
OTpuuatenbHbii  pesynbTaT WCCNeaoBaHUA He UCKoYaeT

BO3MOXHOCTb WH(pULMpOBaHMA BUPYCOM rpunna B, n moxeT 6biTb

nonyyeH npu cogepxaHuu Bupyca B obpasue HUXKe 3asBneHHOU
aHanuUTUYeCKOMN YyBCTBUTENbHOCTH.

MNoTeHunManbHble nonb3oBaTenu MEeAWULUMHCKOro usaenus: K
paboTe ¢ Habopom peareHTOB AOMYCKAOTCA TOMNbKO MEAULUHCKWE
paboTHUKK (Hanpumep, Bpau KNUWHNKO-ANArHoCTUYECKOM
nabopatopuu, denbawep-nabopaHTt), o0byyeHHble MeToaam
MONEKYNAPHON [ANArHOCTUKM W npasBunaMm paBoTbl B  KIMHWUKO-
AunarHocTnyeckon nabopatopun B yctaHOBNEHHOM NOPAAKE.

NMOKA3AHUA U NPOTUBONOKA3AHUA K MPUMEHEHUIO
HABOPA PEATEHTOB

Habop peareHTOB  uUcnonb3yeTcs AN UCCNenoBaHus
Buonornyeckoro mMatepuana, Nnony4YeHHoOro oT nuy ¢ NOAO3peHUeEm
Ha rpunn BHE 3aBUCUMOCTU OT POPMbI U HaNUYINA MaHudecTauu
3abonesaHus.

MpoTuBONOKasaHWsi OTCYTCTBYIOT, 3@ WCKNIOYEHWEM Cny4aes,

Korga B3ATUE MaTepuvana He MOXeT ObiTb ocyuiecrteneHo no
MeQULIMHCKUM NOKa3aHUAM.

OBNACTb NPUMEHEHUA MEQUUMUHCKOIO U3QENUA
KnnuHuyeckas nabopaTtopHas AnarHoCTuKa.

NMPUHLUMN METOLA

MpvHUMN TecTUpoBaHUA OCHOBLIBAETCA Ha OOHOBPEMEHHOW
obpartHoit TpaHckpunuun PHK © nsotepmuyeckon amnnudukaumm
yyacTkoB k[JHK BbisBNAEMOro MukpoopraHuama c pnyopecLeHTHON
aertekunen aMmnnnKoHoB.

Ob6patHas TpaHckpunuma PHK nposogutcAs C nomouwbio
cdepmeHTa obpatHo#n TpaHcKpunTasbl. N3oTepmuyeckas
amnnudpumkaums  yvactka kAHK nposoautcAa npu  nomMowu
cneunduuHbiX K 3TOMY Yy4acTky npaimepos v depmeHta Bst-

nonumepassl.
B coctaBe peakUMOHHOW CMecu npucyTcTByeT ryopodop,
CBS3bIBaOWUIACS c ABYXUEeNnoYeUYHbIMU nNpoAyKTamu

amnnudukauum, 4YTO MO3BONSAET PerucTpvposaTb HaKonnewwe
cneunduyeckoro npogaykra nyTeEM W3MEPEeHWA WHTEHCUBHOCTY
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(PNYOPECLIeHTHOro cUrHana ¢ NoMOLWbIO TEPMOCTaTa C CUCTEMOI
ABTEKLUUN B PeXXMME «PeanbHOro BpeMeHu.

Amnnunduumpyeman  kOHK-MuweH» W kaHan  aervexuwu
dnyopecueHUun ykasaHsl B Tabn. 1.

—e Tabnuua 1
KOHK-muweHs xQHK IBV
O6nacre amnnuduxavmm red NS1
POPMbIl KOMMNEKTALIAU
Tabnuua 2
Xapakrepwcruka - - | . GopmalT-200

Yucno peakumin amnnugukaunm, BKNIOYan KOHTPONU 200
Tun amnaucduxaropa POTOPHLIN ¥ NNAHLWETHBIA
COBMECTUMOCTS C aBTOMATHHECKUMU CTaHUUAMKU 4NRA
NPUrOTORNEHNA Y ROSUPOBAHWUA PEaKLIMOHHLIX CMeCcei A8

®opma IT-200 wucnonbsyeTca AN nposeaeHUAa obpaTHoM
TpaHckpunuuu PHK u usotepmuueckon amnnucpukayun kQHK c
hnyopecueHTHOW AeTeKuueid B pexuMe «pearnbHOrO BpemMeHwu».
Ona  nposeseHUs  NOMHOrO  wuccneposaHns  HeoBxogumo
UCNONb3OBAaTbL KOMIMNEKTH peareHToB Ana akcrpakuum PHK,

O6beMm koHTponeit paccumuTad Ha 10 He3aBUCUMBIX NOCTAHOBOK.

AHANMUTUYECKUE XAPAKTEPUCTUKU
Ans paHHoro HaGopa peareHToB NPUMEHUMbl crieaytome

XapaKTepuCTUKu:
Mpenen obHapyxeHun o .
_ _ abnuya
Bua wccneayemoro “‘:rc::amm,ﬁ K::;np:ma Kowmrinexr ann o&lgmﬂm.
MaTepwana MKN PHK AMATMBNKALUY 3 (xonwi) / mn
Masku co crnancTod «PUBO-npen» 1x10°
o6onouk HOCO- 1 100 dopwma IT-200

MpumevaHne — Opxa xonua mMuwenun KIOHK cooTBeTcTByeT
OL4HOMY reHOMHOMY 3KBUBasSIeHTY (reHoMy) Bupyca.

JaHHbll npepen oGHapyxeHust pocTuraeTca npu cobnioaeHuu
nNpasun, ykasaHHbIX B pasgenax «Bssitue, TpaHcnopTupoBaHue W
XpaHeHue  uccneayemoro  martepuana» u  «lloaroToBka
uccneayemoro marepuana K akctpakuum PHK».
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AHannTuyeckan cneLuUPUIHOCTL

Habop peareHToB o6Hapyxusaet yuacrok PHK supyca rpunna B.
AHanvtudeckas cneunucpuuHocTb HaBopa peareHToB AOKasaHa
npu uccneaosaHun AHK/PHK cneayowmx

MHUKPOOPraHu3MoB/LLITaMMOB, a Take reHoMHou [IHK yenoseka:

- wrammbl u3 konnekumm OIBY «HUW rpunna umenn A.A.
Cwmopoautuesa» B KOHLEHTpauuu He MeHee
1x103% '3 (konmi)/mn: B/KpacHospcx/09/2020 (Influenza virus B
nUHUA Buxropus), B/CankT-Tetepbypr/HUWUI-346/2019
(Influenza virus B nuuusa AmaraTa);

- wrammbl u3 konnekuymm ATCC® (American Type Culture
Collection, CLLA) B koHueHTpauuu He Gonee 1x10° I'S/Mn u He
meHee 1x10° '3/mn: Acinetobacter baumannii ATCC® 19606™,
Bacteroides fragilis ATCC® 25285™, Bordetella bronchiseptica
ATCC® 10580™, Bordetella pertussis ATCC® 9340™, Candida
albicans ATCC® 14053™, Candida guilliermondii ATCC®
6260T™, Candida krusei ATCC® 14243™, Clostridium difficile
ATCC® 0689™, Clostridium septicum ATCC® 12464™,
Corynebacterium jeikeium ATCC® 43734™, Corynebacterium
minutissimum ATCC® 23348™, Corynebacterium xerosis ATCC®
373™, Eggerthella lenta ATCC® 43055™, Enterobacter
aerogenes ATCC® 13048™, Enterobacter cloacae ATCC®
13047™, Enterococcus faecalis ATCC® 51299™, Enterococcus
faecium ATCC® 35667™, Erysipelothrix rhusiopathiae ATCC®
19414™, Escherichia coli ATCC® 25922™, Gardnerella vaginalis
ATCC® 14018™, Haemophilus influenzae ATCC® 9006™,
Haemophilus parainfluenzae ATCC® 7901™, Klebsiella oxytoca
ATCC® 49131™, Klebsiella pneumoniae ATCC® 27736™,
Listeria grayi ATCC® 25401™, Listeria innocua ATCC® 33090™,
Listeria monocytogenes ATCC® 7644™, Moraxella catarrhalis
ATCC® 25238™ Neisseria gonorrhoeae ATCC® 19424™,
Nejsseria lactamica ATCC® 23970™, Neisseria meningitidis
(Serogroup B) ATCC® 13090™, Peptostreptococcus anaerobius
ATCC® 27337™, Proteus mirabilis ATCC® 12453™, Proteus
vulgaris ATCC® 6380™, Propionibacterium acnes ATCC®
11827™, Pseudomonas aeruginosa ATCC®  15442™,
Rhodococcus equi ATCC® 6939™, Salmonella enterica ATCC®
14028™, Serratia marcescens ATCC® 14756™, Staphylococcus
aureus ATCC® 6538 P™, Staphylococcus epidermidis ATCC®
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12228™,  Staphylococcus haemolyticus ATCC® 29970™.

Staphylococcus saprophyticus ATCC® 49907™,

Stenotrophomonas maltophilia ATCC® 13637™, Streptococcus

agalactiae ATCC® 13813™, Streptococcus equisimilis ATCC®

12388™, Streptococcus equi ATCC® 9528™, Streptococcus
bovis (Group D) ATCC® 9809™, Streptococcus mutans ATCC®
35668™, Streptococcus pneumoniae ATCC® 49619™

Streptococcus pyogenes ATCC® 19615™, Streptococcus

salivarius ATCC® 13419™, Streptococcus uberis ATCC®

700407™, Vibrio parahaemolyticus ATCC® 17802™. Vibrio
vulnificus ATCC® 27562™:

- KnuHuyeckue obpasubl  (CneuwduyHOCT  NOATBEpXKAeHa
METOAOM NPAMOro CeKBEHUPOBAHUA HYKNeOoTUAHbIX
nocrnegosaTenbHOCTEN) B KOHUEHTpauun He Bonee 1x102 MQ/mn
u He wmeHee 1x10° TI'd/mn: Shigella sonnei, Yersinia
enterocolitica, Human adenovirus, Human rhinovirus, Human
respiratory syncytial virus, Human bocavirus, Human
parainfluenza virus 3, Human parainfluenza virus 4, SARS-CoV,
Cytomegalovirus, Epstein-Barr virus;

- wTamMmbl u3 konnekuun SIrbY «HUW rpunna wumenu AA.
CmopoavHuesa» B KoHUeHTpauuu He Gonee 1x10° M3/mn u He
meHee 1x10° I3/mn: A/CaHkr-MNeTepbypr /HWUWUI-39/2020
(Influenza virus A (H1N1)pdm09), A/Kanuwnunrpapn/84/2019
(Influenza virus A (H3N2)), A/Hong Kong/1073/1999 (/nfluenza
virus A (H9N2)), A/Equine/Cordoba/5/1967 (Influenza virus A
(H7N7)); A/Kostanay/Golden bee-eater/7a/2007 (Influenza virus
A (H5N1));

- [OHK yenoseka B koHUeHTpauun 10 mMkr/mn.

Mpu Tectuposanuu obpasuos [AHK/PHK BobiwenepeuncneHHbIxX
mukpoopraHnamoB u [AHK uyenoBeka Hecneuuduyeckux peaxkumi
BbIABMEHO He Obino.

Undopmauua o0 wuHTepdepupyowmux Bsewectsax ykasaHa B
pasgene «Wutepdepupyowme Bewecrsa u orpaHuueHua no
UCnonb3oBaHuio NPob uccnepyemMoro MaTepuana.

MoBTOPAGMOCTHL U BOCNPON3BOAUMOCTL UCCNOAOBaHUA
MosTOpAEmMOCTb W BOCNPOU3BOAUMOCTE UccneaosaHua Sobinw
onpepeneHbl NyTeM  TeCTUPOBAHMA  NONOXUTENbHBIX W
oTpuLaTenbHbix MoAenkHbiXx 06pa3uos. MonoxutensHbie obpasub
coflepXanv cTaHaapTHbi obpasel NpeanpUATUA C KOHUEGHTPaUuen
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PHK supyca rpunna B 1x104 F'3/mn, 8 kavecrse oTpuLaTensHOro
obpasua 6bin ucnonb3osax pearext C—.

Ycnoeusi noBTOPAEMOCTU BKNIOYanu B ceba TeCTUpoBaHue B
OAHOW W TOW Xe nabopaTopun, OAHUM N TeM e onepaTopoM, ¢
ucnonb3osaHuem ofHOro U Toro ke oGopyaosaHua B npeaenax
KOPOTKOro npomexyTka BpeMeHW. YCNoBus BOCNPOUSBOANMOCTY —
TECTMPOBaHNe B [ABYX He3aBuCUMbIX naGopaTopusax, pasHbIMU
onepaTtopamu, B pasHbieé fHW, Ha pasnUuHbIX npubopax U pasHbIX
cepuax Habopa peareHToB. PesyneTaThl npeacTasneHs! B Tabn. 4.

Tabnuua 4

Tun oGpasuos | Konuuectso | Cosnagenwe | KomweecTso | Cosnapenwe’
obpasuos |pesynuvatos, %| ofpasios |pedynuriros, %

T 10 100 40 100

OrpuuatenbHoie 10 100 40 100

ANATHOCTUYECKUE XAPAKTEPUCTUKW

Ana onpepenexnsa AWarHOCTUYECKMX XapakTepucTuk Habopa
peareHToB Obinu Mcnonb3oBaHbl 06pasubl Ma3koB CO CRMU3NUCTON
o60onouKkM HOCO- U POTOrNOTKM, COAEPXKalMe U He coaepxatyve
PHK esupyca rpunna B.

B kauectse pedbepeHTHOro Mertoga wcnonbsoBancs Habop
peareHTos «AMnnnCenc® Influenza vius  A/B-FL»
(PY Ne ©CP 2009/05010).

PesynbTarbl npeacrasneHsbl B Tabn. 5.

Tabnuua 5
AnariocTuveckue xapakrepucTuku Habopa peareHTos
AmpliSens® IBV-IT

AunardocTuyieckan | [iMarHocTHuecKan
MYBCTBATENRHOCTL' | CneunMIHOCTE?

(c nosepuTenbHOl | (C AOBEPHTENLHON |
BOPOATHOCTLIO 85 %) | BepoaTHOCTLIO 95 %)

Bua uccneslyemoro martepuana

Ma3ki CO CRMSVCTOR OBONOIKA HOGO- _ _ %
" poTornoLn 100 (99,54 —100) % | 100 (99,54 — 100)

MEPbBbI NMPEAOCTOPOXHOCTU

Pabora pomxkHa nposoauTbcst B nabopaTopuy, BLINOAHSAIOWEA
MoneKynapHo-6uonornyeckue  uccriefoBaHuA 6uonomqecxou:o
MaTtepuana Ha Hanuune Bo3byauTenein MH@PEKUMOHHBLIX BonesHeu,

! OTHOCHTENLHAR YYBCTBUTENBHOCTD B CPABHOKUN C HCNONLIOBAHHLIM PEEPEHTHLIM METOROM.
2 OTHOCHTENBHAR CNELIMDUMHOCTD B CPABHEHNM C UCTIOMbLIOBAHHLIM PEEePEHTHEIM METOROM.
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c cobnioaeHnem CanluH 3.3686-21 «CaHunTapHo-
anngemMuonoruyeckue TpeboBaHun no npodunakTuke
WHEKUMOHHbIX GonesHen», CanlMuH 2.1.3684-21 «CaHutapHo-
Snuaemuonornyeckue TpeboBaHMA K COAEpPXaHUIO TEpPPUTOPUN
FOPOACKUX U CeNbCKMX NoceneHun, K BOAHbIM 0bbekTaM, NUTbEBON
BOAe W nuTbeBOMY BOAOCHabXeHwo, aTMocdepHOMYy BO3AyXY,
noysam, XunbiM NOMELEHUAM, IKCNNyaTauunt Npon3BOACTBEHHbIX,
OOLIECTBEHHBIX  MOMELWEHUA, OpraHW3auMm W  NpPOBEAEHUIO

CaHUTapHO-NPOTUBO3NUAEMUYECKUX (npodounakTudeckux)
meponpusaTud» n MY 1.3.2569-09 «Opravusauua paboTbl
nabopartopun, UCMOsb3yoWmnX MeToAbl amnnudukauum

HYKNEWHOBbIX KUCNOT nNpu paboTe c martepuanom, cogepalium

MUKpoopraHuamsl -V rpynn naToreHHocTu».

HabGop peareHTtoB npegHasHauyeH Ans  0AHOPA3oBOro
NPUMEHEHUs ANA NPoBEAEHUs MOMNEKYNAPHOro uccnegosaHus
ykasaHHoro  konuyectea npo6 (cM. paspen  «dPopmbl
KomMnnekrauuny).

Habop peareHTOB rotoB K MNPUMEHEHUIO COrNacHo AaHHON
NHCTPYKUMK. MNpuMeHaTL HaBop peareHToB CTPOro NO HasHayeHwuIo.

Mpn pabote Heobxoaumo Bceraa BbINOMNHATE cneaylowue
TpeboBaHus:

- TemnepaTypa B nomelleHun nabopatopuu ot 20 go 28 °C,
OTHOCUTENbHasn BNAXHOCTb OT 15 o 75 %.

- [Jonyckatb Kk paboTe ¢ HaboOpoM peareHTOB TONMbKO NepcoHan,
oby4eHHbIi MeToAaM MONEKYNAPHOW AWarHOCTUKK U npaBunam
paboTbl B  KNMHWUKO-AMArHocTuyeckon nabopatopuu B
yCTaHOBMNEHHOM Nopsake.

- He wucnonb3osaTb Habop peareHTOB, eCnU HapylweHa
BHYTPEHHAA YNakoBKa WNW BHEWHWA BUA peareHTa He
COOTBETCTBYET ONUCAHMUIO.

- He wucnonb3osate Habop peareHToB, ecnu He cobniopanucb
YCNOBUA  TPaHCNOPTUPOBAHMA U XPaHEHWA  cornacHo
NHCTPYKLUMN.

- He wucnonb3osaTb Habop peareHTOB NO WUCTEYEHUM CpoKa
roQHOCTHN.

- Wcnonb3oBaTb oagHOpasoBble  HEONyApeHHble  nepyaTtky,
nabopaTopHble xanaTbl, 3awWuwaTte rnasa so BpeMs paboTbl C
obpasuamn u peareHTamu. TwaTenbHO BbIMbITb PYKU NO
OKOH4YaHun paboTtel. Bce onepauun NPOBOARATCA TONbKO B
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nepYarTkax Ans UCKMNIOYeHUA KOHTaKTa C OpraHMsMOM Yenosexa.
- Wsberatb BabixaHWa napos, KOHTaKTa ¢ KOXeW, rnasamu w
cnusuctoit obonoukoii. BpeaeH npw npornaTbiBaHUM. Mpu

KOHTaKTe HeMEeANeHHO NPOMBITL NOopaXeHHoe MecTo BOAON, Npu

HeobxoaumocTu 0BpaTTLCA 38 MeAULIMHCKON NOMOLLbIO.

Mpn  ucnonb3osawMu nO  HasHaveHwo u  cobniogeHUU
BbllLenepevucrneHHbiX Mep NpefjoCTOPOXHOCTM Habop peareHToB
GesonaceH.

Mpu cobniogeHun ycnoeuin TpaHCMOPTUPOBKM, IKCNAyaTauuu M
XpaHeHua Habopa pucku B3pbiBa U BO3ropaHua OTCYTCTBYIOT.

CeeneHns o GesonacHocT Habopa peareHTOB AOCTYMHLI NO
sanpocy.

CBEREHUA OB YTUNU3ALUM

Heuncnonb3osaHHbie peareHTbl, peareHTbl ¢ UCTEKLUUM CPOKOM
roOQHOCTH, UCNONb3OBaHHLIE peareHTsl, ynakoeky®, Guonormyeckun
maTtepuan, a Takke Mmarepuanbl, WHCTPYMEHTBI U NpeaMeTb,
3arpsisHeHHble Guonoruyeckum martepuanom, cnepyet yaansTe B
cooteeTcTeuK ¢ TpebosaHnamn CanlluH 2.1.3684-21 «CaHutapHo-
anugemuonornyeckue TpeboBaHUA K COAEPXKaHUIO TeppUTOpwil
FOPOACKUX U CENbLCKNX NOCEeneHuit, K BOAHLIM o6beKTam, NUTLeBOU
BOAe W NUTLEBOMY BoaocHabXeHuo, aTmoccepHOMY BO3AYXY,
nNoYBaM, XuUNbiM NOMELLEHUAM, 3KCnnyarauum NPousBOACTBEHHbIX,
oblecTBeHHbIX NOMEWeHV, opraHusauyMm W  NPoBEeASHUIO
CaHUTapHO-NPOTBO3NUAEMUYESCKNX (npodhunakruveckux)
MEPONPUATUAY.
BHUMAHMUE! [pu ynaneswn oTxo40B nocne amnnuduxkauum
(npoGupok, cogepxalwmx NPoAyKTH aMnnnudukauum) HeaonycTumo
OTKpbiBaHUe nNpobMpok ©  pasbpbisruBaHne  CoOAEPHUMOrD,
NOCKONbKY 3TO MOXET NPUBECTW K KOHTaMuHaUuK NpoAyKTamu
amnnugukaumuu nabopaTopHoil 30HbI, 060pYAOBAHUA U PeareHToB.
BHUMAHMUE! B npouecce OT-UT oBpasyercs Gonblue npoayxros
amnnucbukauun, dem B [MUIP, nostomy Tpebyetrca ocobasn
OCTOPOXHOCTL NpU yTUNU3auum npoaykros OT-UT.

3 Hencnonb3osaHHbie PeareHThl, POAreHTHI C UCTOKIIMM CPOKOM MOAHOCTW, WCNONL3OBAHHLIS
peareHTHI, YNaxkosKka OTHOCATCH K KNAcCy ONACHOCT MeANUMHCKUX OTX0A0s [
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AONONHUTENBHBIE MATEPUATBI U OBOPYQAJOBAHUE

BanTne uccneayemoro matepuana

1. TpaHcnopTtHas cpega — B cooteeTcTeuM ¢ MP 3.1.0117-17
«JlaboparopHas auarHocTuka rpunna u Apyrux OPBU meToaom
nonumepasHon LenHon peakuun» (Hanpumep, «TpaHcnopTHas
cpeaa Ans XpaHeHUs W TPaHCNOPTUPOBKM pPecnUpaTopHbIX
maskos» (PY Ne ®CP 2009/05011)).

2. 30HA ANA B3ATUA UCCNEAYEMOro GUOTIOrvecKoro marepuana,
OAHOKPaTHOro NPUMEHEHNA, CTepPUnbHLIN.

3. OpHopasoBbie MONUNPONMNEHOBLIE MAIOTHO S3AKPLIBAOLMECS
npobupkn o6vemom 2,0 mn.

MpeasapuTensHan NOAroToBka UCCNeAyeMOro marepuana

4. Pearent pana npepsapwTencHoit  ofpaboTkm  MOKpOTHI
(Hanpumep, peareHT Aans  npepoGpabotkM  cnmsucToro
matepuana <MYKOJIU3UH» (PY Ne ®CP 2011/12082)).

5 09% pacTeop HaTpua xnopuga (cTepunbHbLIA
¢usnonoruyeckuit  pacteop) unm cocdathblii  GydepHbiin
pactsop (PBS) (watpus xnopug, 137 mM; kanus xnopwa,
2,7 MM; HaTtpus moHodocoar, 10 MM; kanua audocodar, 2 MM;
pH=7,5+0,2).

6. OgHopasoBbie NONMNPONUNEHOBbIE 3aBUHYUBAIOLMECA WM
MNOTHO 3aKpblBaloLluecs Npodupku Ha 1,5 mn.

7. 3aBnH4YMBAIOWMECH KPBILIKK K npobupkam.

8. OaHOpasoBbie HAaKOHEYHUKW AN [03aTOPOB NEepPeMeHHOro
obvema ¢ chunsTpom go 100, 200 u 1000 mkn.

9. Wratveb ana npobupok o6emom 1,5 mn.

10.MuxpouenTpudyra ans npobupok tuna «3nneHgopd» ¢
MaKCUManbHOW CKOPOCTBLIO UeHTpudyrmposaHuss He MeHee
12 TeiC. Q.

11.UenTpudyra-soprexc.

12.ABTOMATUYECKUE A03ATOPLI NEepeMeHHOro obvema.

13.XonoaunbHuk oT 2 A0 8 °C ¢ MOPO3UNBLHOW KaMepo OT MUHYC
24 no muHyc 16 °C.

14.071AaeNbHLIA Xanar, wanodyka, 06yBb N OQHOPA3OBLIE NMepyaTK,

15.0pH0pasoBble MNACTUKOBLIE KOHTeWHepbhl ana cbpoca W
WHaKTUBauUMn MaTepuanos.

Jkcrpakuus PHK u3 uccnegyemoix o6pasLios
16.Komnnexr peareHtoB ans akcTpakuum PHK/OHK (Hanpuwmep,
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«PUBO-npen» (PY Ne ®CP 2008/03147), «MAIHO-cop6» (PY
Ne ®CP 2010/07265)).

17.0ononHuTencHeie maTtepuans! u o6opyaoBaHue ANA IKCTPaKLMM
PHK — cornmacHo MHCTpYKUMM K KOMMAIEKTY peareHToB Ans
akcTpakuumn PHK,

18.XonoanneHuk ot 2 ao 8°C c MOpO3UNbHOM Kamepoit OT
MUHYC 24 1o MuHyc 16 °C.

19.071aenuHuli XanarT, wanovka, o6yBb U 04HOPa30BbIE NePHaTKU.

20.0gHopasoBbie nnacTUKoBble KOHTelHepbl Ans cbpoca w
UHaKTuBaLuu MaTepuanos.

Mpu ucnonb3oBaHUN aBTOMATUMECKUX CTAHLIIA ANIA SKCTPaKUuy

HYKNEeWHOBbIX KUCIOT:

21.AsTOMaTnyeckan craHuua ana akcrpakumm HK «oTkpbitoro
TMna» (Hanpumep, KingFisher Flex (Thermo Figsher Scientific Oy
(«Tepmo duwep Caitentudhuk Oinn), PuHnangua (PY Ne ¢C3
2009/05562)), Auto-Pure 96 (Hangzhou Alisheng Instruments
Co., Ltd. («XaHwxoyckas KOMNaHWA WHCTPYMEHTOB AOLU3H»),
Kuta# (PY Ne P3H 2022/16430))).

22 KoMnnekT peareHToB Ana akctpakumn PHK Ha aBToMaTuyeckon
CTaHUMK «OTKpbITOro TUNa» (Hanpumep, <«MAIHO-cop6»
(PY Ne ®CP 2010/07265)).

23.Habop HeobxoaNMbIX pacxoAHbIX MaTepUanoB K NCNOMNb3yeMON
aBTOMaTUYECKON CTaHUUW B COOTBETCTBUM C PEKOMEHAaUNAMN
NpoussoauTens.

OGpaTtHas TpaHCKpUNLUA U U3OTOPMUYECKAA aMnnudUKaLma ¢
cpnyopeclieHTHOW AeTeKUWeA NPOAYKTOB amMmnnuuxaumn
24 .OpHopasosbie NonunponuneHoeble Npodnpku:

a) 3aBUHYMBAOWMUECS UNU NNOTHO 3aKpbiBaloWMecs nNpPodupKu
ANS NPUroTOBNEHUS peakLMOHHON CMecH;

6) ToHkocTeHHble npobupku ans MUP obvemom 0,2 Mn ¢
BbIMYKNOK KNKU MNOCKOW ONTUYECKU NMPOSPAYHON KPLILLKOW
unu npobupkn obvemom 0,2 mn B cTpunax no 8 wr. ¢
NPO3pauHbiMy KpbllUKamn — NpW Ucnonb3aoBaxun npudopa
NNAaHLLIeTHOTO TMNA;

B) nNaHwWeT Ha 96 nyHok nnu 384 NyHKM — NpyU MCNoNbL30BaHUN
npubopa nnaHweTHoro Tuna Ha 96 wunu 384 nyHkw,
COOTBETCTBEHHO;

r) TOHKOCTeHHble npobupku ana MUP obvemom 0,2 Mn ¢
nnockon Kkpoiwkow unu npobupkn ans MNMUP k Rotor-Gene
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obvemom 0,1 mn B crpunax no 4 wr. ¢ KpbilKkamMu — npu
ucnonb3oBaHun npubopa poTOpHOro Tuna.

25.0Hopa3oBbie  HaKOHeYHUKM ANA A03aTOpPOB nepemMeHHoro
obGbema ¢ hunbTpom Ao 10, 100, 200 u 1000 mxn.

26.LLitaTusbl Ans npobupok o6vemom 0,2 mn unu 0,1 mn.

27.Bokc abakrepuanbHoii Bo3aywHol cpeasl (NUP-Goke, Y®-60kc)
unu Ookc mukpoGuonormueckoit 6GesonacHocT Il knacca
3aWUTLI.

28.UeHTpucyra-soprexc.

29.ABTOMaTUMECKIWE NO3ATOPLI NepeMeHHoro ofbema.

30.ABTOMaTUYECKNE CTAHLMU ANA NPUTOTOBIIEHNA W AO3UPOBAHUA
PeaKUUOHHBIX CMeceit (HanpuMep, aHannu3aTop aBTOMaTU4eCcKUid
mMoaynbHbid Freedom EVO ¢ npuHagnexHoctamu (TECAN
Schweiz AG («TEKAH UWeeny Al»), lWeeiuapus
(PY Ne ©C3 2008/03047))).

31.MporpamMupyemeii  amnnucunKaTop € CUCTEMON JeTeKuuu
(PNyopecuUeHTHOro curHana B peXxuMe «PeanbHOro BPemMeHw»,
(Hanpumep, Rotor-Gene Q (QIAGEN GmbH («Kuaren I'm6X»),
Fepmanna (PY Ne ©C3 2010/07595)), Rotor-Gene 3000/6000
(Corbett Research, Asctpanus), CFX96 (Bio-Rad Laboratories,
Inc. («buo-Pag IaGopartopues, WMHk.»), CLUA (PY Ne ®C3
2008/03399)), AT-96/«OTnpaitm» (OO0 «HMO  OHK-
TexHonorna», Poccus (PY Ne oOCP  2007/01250,
PY Ne ®CP 2011/10229)), QuantStudio 5 (Life Technologies
Holdings Pte. Lid. («Naiid Teknonogxuc Xonauure Mre. Niva.»),
Cunranyp (PY Ne P3H 2019/8446)).

32.XonoaunbHuk oT 2 A0 8 °C ¢ MOPO3UNbLHOK Kamepoil OT MUHYC
24 0o munyc 16 °C.

33.0tAenbHbl Xanart, wanoyka, o6yBb 1 O4HOpasoBbie NepyaTky.

34.EmkocTb ans cBpoca HaKOHEeMHUKOB.

35.M0 ana sanycka amnnucukayun u asromatudeckon obpabortkm
pesynbtaros AmpliSens® RealTime Soft (MO ARTS) sepcuu
1.0.0 unu Buiwe.

crp. 133 29

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



B3ATUE, TPAHCNOPTUPOBAHUE U XPAHEHUE
UCCNEAQAYEMOI'O MATEPUATNA*

MaTepuanom ans uccnefoBaHWA CRyXaT Ma3kh CO CIUSUCTON
060noYKN HOCO- U POTOFNOTKM.

BHUMAHME! Masku co cnusuctoit 060nouku HOCo- U POTOrNOTKYU
GepyT ABYMA soHgaMu B OAHY NPOBUPKY C TPaHCNOPTHOW CPeAoil
nocneaoBaTenbHO: cHavana co CnUMsucTol OoBONMOYKM HUWKHEro
HOCOBOroO XoAa, a 3aTeM U3 POoTOrNoTKW, U UCCNeayloT Kak OAWH
obpaseu. He  pekomeHayetca UCNonL3oBaThL 30HAL,
USroToBneHHbIe U3 NPUPOAHbLIX MaTtepuanos (aepeeo, Bara).

Maskn co cnusncToit 0GoNoYKN HUKHEro HOCOBOTO xoaa
Ecnu nonocte Hoca sanonHeHa cnusbio, nepes npoueanypoit

pexomeHayeTcA ocBoboanTL HOCOBbIE XOAb! (BLICMOPKATLCR).

Ecnn nonoct Hoca sanonHeHa cnusblo, nepep npoueaypoil
pekomeHayeTca ocsoboauTe HOocoBble xoAbl (BLICMOPKATLCR).
Cyxol cTepunbHblli 30HA BBOAAT MO OOKOBOW CTeHke Hoca
FOPU3OHTaNbLHO B HUXHUA HOCOBOW XOA W yAAnAIoT Baonk 6okoBOM
CTeHKW Hoca. nybuHa BBeAeHWs 30HAa fAOMKHA COCTaBNATH
NPUMEPHO NOMOBUHY PACCTOAHMA OT HOSAPU A0 YLHOTO OTBEPCTUA
(34 cm ana peteit n 5-8 cm ana B3spocneix). Mocne B3sTUA
maTepuana 4acTb 30HAa C MaskoM nomewaiT B npobupky ¢
0,5-1,0 Mn  TpaHCNOpPTHO cCpeabl, W NPUASPKUBER  KPLILLKON
npobupku, oTnambIBalOT PYKOATKY 30HAA C pac4eToM, yTobbl OH
MO3BOJTNN NITOTHO 3aKpbITh NPOGUPKY.

Masku co cnu3ncToit 060noMKM poTOrNoTKU
Masok GepyT Cyxumu CTepunbHbIM 30HAOM BpaLlaTenbHbIMK

OBWXEHUAMU C NOBEPXHOCTU MUHAANWUH, HEOHLIX AYXeK U 3agHe
CTEHKW POTOrTOTKH.

MNMocne B3ATUA MaTepuana YacTb 30HAA NOMELLAIOT B MPOOUPKY ¢
TPaHCMOPTHOW cpeabl U 30HAOM C Mas3KOM M3 Hocornotku. Koxey
30HAQ OTNaMmbiBaloT, NPUAEPXMBAA  KPLILKOA Npobupkn ¢
pacyeToM, uYToObi OH MO3BONMWN TUIOTHO 3aKPbITh MNPOBUPKY.
Mpobupky repMeTMYHO  3aKkpblBAIOT, BCTPAXMBAIOT, MTOOBI
yBRaXKHUTL 06a 30HAa, U MapPKUPYIOT.

Honyckaercsi xpaHeHne oGpasLoB MaskoB €O CNU3UCTON

4 Cm. Taioke «Bamtve, TPaHCNOPTHPOBKA, XpaHenue Guononmeckoro martepuana ana MUP-
ANBTHOCTHKM. METOAUYEcKHe pexomexaauuns / fomorosa 3.A., Teoporosa M.[,, NoaxonsuH AT,
[# ap.). Mocksa: @BYH LUHWW Snuaemuonorum, 2021. 112 ¢, ISBN 978-5-6045286-6-2, DOI.
https://doi.org/10.36233/078-5-6045286-6-2, neG-caitr https://prepcr.crie.n/
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060noukn HOCO- U POTOrNOTKN A0 NPOBeAESHUA UCCNeAOBaHUS:
- Npu TeMnepatype oT 2 ao 8 °C — He Gonee 3 cyTok;
- Npu Temnepartype OT MUHYC 24 fO MUHYC 16 °C — B TeveHue

roaa.

AonyckaeTca  opHokpaTHoe  3amopaXueaHUe-OTTauBaHue
Marepuana.

TpaHcnopTuposka BbILLENePeYNCNeHHoro MaTepuana

NPOBOANTCA B YCNOBUAX COGNIOAEHUA PEXNMOB €ro XpaHeHus.

NMOArOTOBKA UCCNEAYEMOI'O MATEPUAJNA K
SKCTPAKLUWUU PHK*

OGpasubl Maskos CO CAUIUCTON OBOMOUKN HOCO- U POTOrNOTKYU
TPeOyloT npeasapuTentHO! NOArOTOBKN.

Masku co cnuanctoi 060n04KM HOCO- U POTOTNOTKY

Copepxvmoe 3aKkpeiToii NPOGUPKU OcaXaaloT Ha BopTekce B
TeyeHne 5 ¢ AnNA ypaneHus Kanenb ¢ BHYTPEeHHe! MOBepXHOCTH
Kpbiwky. [na akctpakumm PHK ot6upaior 100 mkn o6pasua.

Ecnu obOvem obpasua B npobupke Mewbiwre 100 Mkn u B
npobupke ecTb 3oHA, cneayeT A[oGasute HUSMONOrVYECKU
pactBop unu cocdatHei Oycdbep Ao obbema, HeoGxoaumoro ans
AKCTpaKuuK ¢ yH4TOM BOSMOXKHOCTU NOBTOPHOro aHanusa obpasua
(100-300 mkn), nepemewiaTs ¥ 0CaauTL Ha BOPTEKCe B TeueHue 5 ¢
AN yaaneHus Kkanenb ¢ BHYTPeHHek NOBePXHOCTH KPbILUKK.

Ecnu obveM obpasua B npoGupke MeHbwe 100 MKn ¥ 30HA
OTCyTCTBYeT, obpasel Mpu3HaTb HENPUrOAHLIM AMA aHanusa,
6uomaTtepuan cnegyer B3fTb NOBTOPHO.

Mpu Hanuuun B8 obpasuye cnusn B npoby A0GaBNAOT peareHT
«MYKOJIUSUH» B cooTHOWIGHUM 1:1, UHKYGUPYIOT NPU KOMHaTHOM
TemnepaTtype (or 18 po 25 °C), nepuoguyecku nomelwmBans Ha
BOpTEKCe B Te4eHue 5 MUH (B0 BU3YAnbHOTO NPOCBETNEHUA).

B cnyyae Hanwums HepacTBOpPUMBLIX BKIIOMEHUN (ocapka)
obpasus! UeHTpudyrupyloT B TeueHue 5 mux npu 0,6 Teic g
(Hanpumep, 3 Toic o6/MUH Ana ueHTpudyru MiniSpin, Eppendorf
Manufacturing  Corporation  («3nneHgopd  MaHydakTypuHr
Kopnopaiiwn»), Mepmanus). Ona axctpakumm PHK orBupaior
100 MK HAA0CAA0UHON XKNAKOCTW.

Mpy Heo6x0AMMOCTU NOBTOPHOrO NPOBeAeHUA aHanusa ocTaTok
o6pa3sua samopaxusaior.

Honyckaercs XpaHeHve n TPaHCnopTUpOBaHue
npepobpaboranHbix 06pasloB Ma3KOB CO CNUSUCTON OBONOMKM
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HOCO- ¥ poTornoTku fo nposeaekus OT-UT:

~ Npu Temneparype ot 18 ao 25 °C - B TeueHue 6 yacos;

— Npy Temneparype ot 2 5o 8 °C - He Gonee 1 cyTok;

= Tipu TemnepaType oT MUHYC 24 n0 MUHYC 16 °C — B TeueHue
roaa;

— Npy TeMneparype He Bbiie MUHYC 68 °C — anutensHo.

HonyckaeTcs ~ ofHOKpPaTHO®  3aMOpakMBaHWe-OTTauBaHMe
marepuana.

WHTEP®EPUPYIOLME BELLECTBA U OFTPAHUMEHUSA NO
UCNONb30BAHUIO NPOB UCCREQYEMOIO MATEPUANA
OrpaHuyenun no ucnons3sosaHuio npo6

HenpurogHeimu AnR  uccneposanus ABNAIOTCA MaskM  co
CAMSUCTON OCONOMKN HOCO- N POTOFNOTKN, B KOTOPLIX OTCYTCTBYET
30HA AnA BIsiTMA Ouomatepuana, npu atom obvem obpasua
MEHbLE HeobXoaUMOro ANA aKCTpakLmu.

NMoTeHunansHo uHTepdepupyoume BewecTea

Ans oueHkn NOTEHUMANLHON WHTepdepeHUUH Gbinu BbiGpaHbl
3HAOTEHHbIE W/MNU  3K3OreHHble BelecTBa, KOTOpble MOryT
npucyTcTeoBaTh B GuonoruiyeckoM mMaTtepuane, HCNONb3YEMOM ANS
uccnenosanuns (CM. Tabn. 6).

Bbin  npoTecTupoBaHbl MoAenbHbie obpasusi  Ma3koB  co
cnu3ucToit obonoukn Hoco- U potornoTku 6es aoBaBneHUs U ¢
AoGaBnexneM noTeHUManbHO  UHTEPdEPUPYIOWUX  BELLECTB.
KoHueHTpauus Kaxaoro noTeHuwanbHo UHTephepypylowero
BeuwlecTsa ykasaHa B Tabn. 6. MogenbHble o6pasLbl MaskoB co
CnuancToid 060MoUKM HOCO- U POTOTNOTKU COAEPXan CTaHAaPTHOIN
obpasey npeanpuaTMs C KoHUeHTpauwen PHK supyca rpunna B
2x10° F'3/mn.
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Tabnuua 6
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. PN S IR W .
“gﬁw'“'m*% , nmwmun nmm»ux mﬁw ,mmm
Kposs uensHas 5% He oBHapyxeno
My S mrivn He oBwapyxeHo
SnaoreHHbIe 8 Mrivn O01apvxeHo
Shlecras FemornoBun 10 mrimn He o6Hapyxeno
AHK yenoseka 1 mxr/mn He ofrapyxexo
AHK BaxrepuanbHan 1 mirimn He oBxapyxeHo
dusuonoruuecxkwit pacraop 0,9 % 5% He ofnapyxero
Mupamuctud 0,01 % 5% He obHapymeHo
SK3OreHHbIe Pactaop fhorona ¢ ranuepuHom 5% He oGHapyxero
oo | O Smakonara 0,05 % 5% He oSapyero
Kennomerasonuud 0,1 % 5% He oGnapyxesxo
CnupT stunoswih 70 % 5% He oBHapyxsHo
cTp. 171328




COCTAB

DOPMA IT-200
COCTAB
P Konuvyecrso
@areHT Onucaxue Ob6wem, Mn NPOBMPOK, WY

MNpospauHas BecuseTHan XMAKOCTbL

IT-mix-IBV (nonyckaetcs BbinageHue ocaaxa 1,0 1
nocne pasmMopaxuvsaHus)

IT-mix-E MpospayHasn xmakocTs ot 6ecuseTHoro 10 1
Ao bneaHo-xenToro yserta

C+IT-IBV Mpospa4Han BecuseTHan XNAKOCTb 0.1 1

C- MpospayHan BecuseTHan XUAKOCTb 1,0 2

MO AmpliSens® IBV-IT Soft Bepcus 1 u pykosoacTso oneparopa —
Ha 3NEeKTPOHHOM Hocutene unu Ha cailTe WarotoButens
(Www.amplisens.ru).

JKCnnyaTaLunMoHHan AOKYMEHTAUUA: MHCTPYKUUA MO NPUMEHEHUIO
(1 wr.), nacnopT kayecTBa Habopa peareHToB (1 WT.), BKNAAbIL K
Habopy peareHToB (1 KOMNNEKT), KpaTKoe PyKOBOACTBO K Habopy
peareHToB (1 wWT.) — Ha OymaxHOM HOcUTEne W Ha caiTe
N3rotosutens (www.amplisens.ru).
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NPOBEJEHUE UCCAENOBAHUA

NPOBEREHUE UCCNEAOBAHUA
Wccneposakune COCTOUT U3 cneayioLmx 3Tanos:

- akeTpakuma PHK us uccnegyembix o6pasuos,

- ofpatHas  TpaHcKpunuyus PHK v  unsorepmuueckas
amnnugukauun kQHK ¢ dnyopecueHTHO AeTekuueit B pexume
«pearbHOro BpemMeHun»,

— aHanus U nHTepnpeTaLva pesynsLTaTos.

JKCTPAKLINA PHK U3 UCCNEAYEMbIX OBPA3LIOB
BHAMAHWE! MNpu pabote ¢ PHK Heobxoaumo wcnonb3osate
TONbKO OAHOPa3oBble MNIACTUKOBbIE pacxogHble Marepuansl,
uMelowmne cneuvansHyio mapkuposky RNase-free, DNase-free.

Ana akctpakumn PHK ucnonbsyloTcst KOMRNeKTsl peareHToB
«PUBO-npen», «MAFHO-cop6». Mopsiaok pabotel ¢ KOMMNEKTaMu
pearenTos «PUBO-npen», «MATHO-copb» cMOTpUTE B MHCTPYKUMM
K COOTBETCTBYIOWEMY KOMMMEKTY Ans 3KcTpakuuu. Komrnekr
peareHToB «MAIMHO-cOp6» MOXET NPUMEHATBCH COBMECTHO C
aBTOMaTUMECKUMM CTaHUMAMM ANA  IKCTPAKUUM  HYKNEWHOBbIX
KUCINOT «OTKPLITOTO TvNa»®, IKCTpakuuAa HyKNeWHOBbLIX KUCAOT
NPOBOAUTCA B COOTBETCTBUW C WHCTPYKUME:H K KOMMeKTY
peareHros «MAIHO-cop6».

B «xawayo rpynny akctparupyembix o6pasuoe HeoBxogumo

BKNIOMaTb MO OAHOMY MNOBTOPY OTPULATENBHOTO KOHTPONA
akctpakumm (OK) u nonoxmtensHoro koxtpons akctpakuun (MK).
KoHTponu npoxoasT sce arvanbl MNLUP-uccnepoBaqusa, HauuHas ¢
aTana akcTpakuuu. OK no3sonsieT KOHTPONMPOBaTb BO3MOXHYIO
KOHTamMuHauuio uccnegyembix obpasuos; MK nossonser oyexusatb
KOPPEKTHOCTb NPOXOKASHUS NCCNeaoBaHUs.
BHUMAHUE! OT-UT pekomeHayeTcA npoBoguTL cpasy nocne
nonywenns npob6 PHK. Jonyckaercs xpanexue npo6 PHK npwu
Temnepatype ot 2 o 8 °C He Gonee 30 MuH, npu TemnepaType ot
MUHYC 24 10 MuHyc 16 °C — He Gonee Hegenu u Npy TemnepaTtype
He Bbiwe MuHyc 68 °C — po roga. [JonyckaeTca ofHokpaTHoe
samopaxusaHue-otTansanue npob PHK.

5 Cranuvn, coBMecTUMBIE ¢ HAGOPaMU PEAreHTOB PAANMMHBIX HATOTOBUTENGH.
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FIPOBEJEHWE MCCNEQOBAHWS

OGbembl _peareHToB U ofpasuos npu SKCTPakLM C_NOMOLbLIO

koMnnexTos peareHToB «PUEO-npen» u «MATHO-copb»:
O6vem nccneayemoro obpasua — 100 mxn.

B npobupky oTpuiiaTensHOro KOHTPOns aKCTpaKUum (OK) sHecTH
100 mkn C-.

B npobupky nonoxutensHoro koHTpons akcTpakumu (MK) BHecTy
90 mxn C—u 10 mkn C+ IT-IBV.

OGvem anouun —~ 50 MKn (gonyckaeTcs npu HeoGxoauMocTy
yBenudyenue obrema anouun 3o 100 Mkn).

OBPATHAA TPAHCKPUNUKUA U U3OTEPMUYECKASA
AMIMIMOUKALIUA C AETEKLIMEU B PEXXUME «PEANBHOIO
BPEMEHU»
BHUMAHME! (lpn pabore ¢ PHK HeoGxoaumo ucnonbsoBaTs
TONbKO OAHOPasoBLie CTepUNbHLIE NNAcTUKOBbIE pacxogHble
MaTepuanbl, umelowue cneunancHylo Mapkuposky RNase-free,
DNase-free.

BuiGop npobupok ana nposeaeHus OT-UT 3aBucur or
ucnonbayemoro amrinudgukaTopa.

Ana BHeceHua B nNpoOGMpku peareHToB, npo6 PHK u
KOHTPONbHBLIX 06pasyoB  UCNONL3YIOTCA  OAHOPA3oBbLIe
HaKOHeYHUKU C PUnNbTPaMn.

A. Noparoroeka npo6 ana OT-UT

O6uwunit 061eM peakUMOHHOK CMecu — 20 MKR, BKIIOYaa 06Lem

npo6ui PHK - 10 mxn.

1. Paccuntath KONUYeCTBO KaxKAOro peareHTa, Tpebylouwleeca ans
NPUrOTOBNEHUS peakunMoHHoOn cmecu. Ha opHy peakuwo
Tpebyetca 5§ mkn IT-mix-IBV u § mxn IT-mix-E. Cmechb rotosuts
Ha obulee 4YMCNO UCCNeAyembiX U KOHTPONbHbIX 0Opasuos
(KONUYECTBO KOHTPONbHLIX OOPasLOB CM. B N. 7) NIIOC 3anac Ha 2
peakuvn.

BHUMAHUE! KomnoHeHTnl  peakuMOHHOM CMecu  cneayer

CMelIuBaTh HENOCPEACTBEHHO nNepea NpoBeaeHNneM NCCNeaoBaHus.

2. Pasmoposntb U nepemewwarb cogepxumoe npobupku ¢ IT-mix-
IBV, ocagutb kannu Ha soprekce. Copepxumoe npobupim ¢ IT-
mix-E nepemelwats nuneTMpoBaHUeMm, ocaauTb> KannM Ha
BOpTEKCe.

cTp. 20 M3 29
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NPOBENEHNE MCCNEQOBAHUA

BHUMAHUE! MNpu nogrotoske npo6 ana OT-UT ponyckaercs
XpaHeHue peareHTos npu Temneparype oT 2 A0 8 °C TeueHue
2Hefens. [lo wucTeueHUn ykasaHHOro cpoka peareHTsl He
Ucnonb3oBaTs.

3. B ovaenbHoit npobupke MOAroToBUTL PEaKLIMOHHYIO CMECH.
Cmewats Heobxogumoe konuuectso IT-mix-IBV u IT-mix-E.
TularensHo nNepemewWwars, 0CaaUTbL Kannu Ha BOpTEKCe,

BHUMAHMUE! Npu pa6ote ¢ IT-mix-IBV Bo3MOXHO BbinageHue

ocajka nocne  pasMoOpaXXMBaHusA,  KOTOPbI  MOMHOCTBIO

PaCTBOPAETCS NpU HarpesaHM [0 KOMHATHOH TeMrnepaTypbi.

Mepea npuroToBneHMem peakUMOHHOW CcMec HEoBX0AUMO

yGeauTbes B OTCYTCTBUM Ocagka B npobupke ¢ IT-mix-IBV.

4. OtobpaTtb HeoOxoaumoe KONUuecTEO NPOGUPOK WNu CTPMNOB
Ans OT-UT uccneayeMbix v KOHTPONbHLIX Npob.

5. BHectu B kaxayio npobupky no 10 MKNn NPUroTOBNEHHOI
peaKUUOHHOM cMecH, Heucnonb3osaHHble OCTaTKK
peakuoHHOW CMecU BLIGPOCUTL.

6. B npoGupku ¢ peakuuoHHOW cmecbio BHecTM no 10 Mkn nNpo6
PHK, nonyueHHbix 8 pesynbTaTte 3KCTPaKUUM U3 UCCreAyeMbIX
o6pasuos.

BHUMAHME! Mpu pobasnexnn npo6 PHK, akcTparupoBaHHbIX C

NOMOLLLIO KOMIIIEKTOB peareHToB ANA NPOBEAEGHWA 3KCTPaKLWW

METOAOM  MarHuTHoOW cenapauvu, HeoBxogumo  uaberatb

nonagaHua copbeHTa 8 peakUUOHHYIO CMECh.

7. TocTaBUTL KOHTPONbHBIE peakuuu:

a) NONOXUTONLHLIA KOHTPONb 3kcTpakumu (NK) - B
Npobupky ¢ peakUMOoHHOW cMecbio BHecTU 10 mkn npobul,
3KCTParupoBaHHON U3 C+,

6) orpuuaTenbHbIil KOHTPONL akcTpakuumn (OK) — 8 npobupky
C peakuyumoHHoW cmecbio BHecTM 10 wmkn npobut,
aKcTparupoBaHHOh U3 C~—,

BHUMAHME! Tpu nogospeHun Ha BO3MOXHYIO KOHTaMMHaUWIO B

nabopaTtopun HeobxoauMa NOCTaHOBKA OTPULIATENBHOTO KOHTPONA

OT-UT (K-). insa 3Toro B npoGupky ¢ peakLuoHHON CMeChIio BHECTH

10 mkn C- (6e3 sTana akcTpakuum).

8. MepemeluaTb coaepxumoe nPobUPOK, HE AoNyckan MOABNEHUS
NeHbl, 0CaaNTL Kannu Ha BOpTeKce.

BHUMAHME! [Mposect OT-UT cpasy nocne coeauHeHUA

peakuuoHHon cmecu ¢ PHK-npobamu u koHTponsmu.
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1POBEJEHWE UCCNEQOBAHUA

B. MpoBepenue OT-UT ¢ aeTekuuei B pexume «peanbHoro
BpeMeHu»

1. YcravoBute npobupku B  sveiiku PeakumoHHoro  mMoaynsi
npubopa.

BHUMAHUE! B cnyyae HenonHow 3arpysku  npubopos

NNAHWEeTHOrO TUNa pekoMeHAYyeTCs AONONHUTENbHO YCTaHOBUTb

nycTele  npoOGupku NO  yrnam  peakUMoHHOr0  MoAyns
amnnudukaropa.

2. 3anyctuTs nporpammy amMnnudurkaLmu;

a) nuGo ¢ ucnonbaosaHnem MO AmpliSens® RealTime Soft (1O
ARTS) coemectHo ¢ NO AmpliSens® IBV-IT Soft cornacHo
PYKOBOACTBY onepatopa,;

MNpumeyvanue - [Jetextupyiowuin amnnudukaTop JomkeH BbiTh

coemectum ¢ MO AmpliSens® RealTime Soft (MO ARTS).

MepeyeHb coBMeCTUMbIX amMnNNUUKaTOPOB ykasaH Ha caitTe

www.amplisens.ru.

6) nubo B pyuHoM pexuvme, 2anporpaMmMuposas amnnmdukaTop
AN BbINONHEeHNA NPOrpaMMbl, yKxasaHHo B Tabn. 7.

Tabnuua 7
MporpamMma amnnudukaumm u geTexn GNYOPECLIGHTHOrO
CUrHana
Unkn |Temneparypa,°C| Bpems nmmy KonmvecTso uuknos
1 37 5 mun — 1
2 85 30¢c FAM 40
Mpumevanus:

1. TemnepatypHblii  npocdunb [aHHOW NporpaMMbl  SBMSIETCA
yHUBEpCansHbiM ans TecTos c N30TePMUYECKON
amnnudukauven, skniodas TecTel ¢ 06paTHOk TpaHCcKkpunuvei.

2.Mpn  oAHOBpPEMEHHOM NpPOBEACHUM  HECKONbKUX  TecToB
AOnNycKaeTcA 3agaTb B nporpaMme Haubonbwee KONWYECTBO
UUKNOB amnnuduKauuu W3  YyKasaHHbIX B WHCTPYKUMAX K
ucnonbsyembiM  Habopam  peareHToB.  dnyopecueHTHble
CUrHasbl, COOTBETCTBYIOLUE YBENNYEHHOMY KOSTUMECTBY LIMKNOB,
He YJUTHLIBAIOTCA NpU aWanuse W KHTepnperauun pesynbraros
(cm. Bxnaabiw k HaGopy peareHToB).

BHUMAHMUE! B npouecce OT-UT obpasyerca Sonblie NpoaykToB
amnnucpukaumn, yem B TILIP, noatomy Tpebyerca ocoban
OCTOPOXHOCTL NpY yTunusauuu npogykros OT-UT.
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NPOBEAEHUE NCCNEQOBAHNA

B. AHanus u wHTepnpeTaunn pesynuraros
BHUMAHMUE! YcraHoBneHue AvarHosa W HasHaueHue feveHus
AOMKHBI NPOU3BOAUTLCA BpavYoM COOTBETCTBYIOW e
cneyuannsayuu.

AHanu3vpyioT KpuBbLIE HaKOMNEHUs PNYOPEecUEHTHOrO curHana,
CBUASTENLCTBYIOWEro O HaKkonneHun npoaykra amnaudukauwv, s
COOTBEeTCTBMY ¢ Tabn. 8;

T

_ — ‘Taﬁnvluas
Kauan ans dinyopodopa T FAME

Mpoayxr amnnudmkaumu kAHK IBV

AHanus v vHTepnpeTauMio pesynbTaToB NPOBOAAT BPYUHYIO C
nomouleio MO npubopa, ucnonsayemoro ana npoeegerns OT-UT ¢
AeTEKUen B pexume «peanbHOro BpeMeHW», Wnu B
asToMaTu4eckoM pexume ¢ nomoulbio MO AmpliSens® RealTime
Soft (MO ARTS) cosmectHo ¢ MO AmpliSens® IBV-IT Soft. Mopaaok
pabotsi ¢ MO AmpliSens® IBV-IT Soft onucan B pykosoacTee
oneparopa.

PesynbTaTel WHTEPNPETUPYIOT HA OCHOBAHWM Hanuyus (Wnu
OTCYTCTBUA) NEepeceqeHna KpuBoW nyopecueHuuu, umeloLlein
9KCNOHeHManbHbI noabem, c ycTaHoBneHHON Ha
COOTBETCTBYlOWEeM YpPOBHE NOPOroBOi NUHWENR, YTO onpeaenser
Hanuuue (wm otcytcreme) AnA AaHHoW npoBbl PHK 3HaueHus
noporosoro uyukna (Cf). Mpu wucnonbsosaHuu MO AmpliSens®
RealTime Soft (MO ARTS) cosmectHo ¢ MO AmpliSens® IBV-IT
Soft sHaueHun Ct onpeaenaioTCa asTOMaTUHECK!.

KoHTponb KayecTea uccneaoBaHun

PesynbTar uCCnegoBaHWAa cuMTaeTCsl BanuAHbIM, €CnW
nonydeHbl NpaBuNbHbLIC pPe3ynbTaThl ANA KOHTPONEW JTanos
akcTpakuuu v OT-UT B coorsBeTcTBun € Tabn. 9 u BKknagbilewm,
npunaraemeiM kK Habopy peareHTos.

Tabnwua 9
Pesynbrarbi gns KOHTPOSeR pa3nnuyHbIX 3Tanos
ncenenoBaHUA
Konrponupyemuii stan 3navexne noporosoro yuxna {Cf)
Koxrpons HCCNOAOBARMA no kanany ans qnyopochopa FAM |
nK SAxcrpakuua PHK OnpegeneHo MeHbuie rPaHUHON
OK Sxcrpaxums PHK Honbiue rpan.s:t::‘:ro
OrcyTcTayet unu
K= oT-u7 Gonblle rPaHUNHOrO
cTp. 23 U3 29
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MPOBEAEHWE WCCNEQOBAHUA

BHUMAHUE! Hactpoitku npubopos u rpaHuuHbie 3HaYeHUs
yKkasaHbl BO BKnagpiwe, npunaraeMom kK Habopy peareHTos.
Mpu Hanuumu OTKNOHeHWt pesynbTaToB ANA KOHTPONel OT

YKasaHHbIX Bbllle WHTEepnpeTauws pspaa wccneayembix obpasLos
HEBO3MOXHa (CM. «BoamoxHbie owmbim).

MpuHUMN uHTepnpeTauun pesynbLTaToOB CREAYIOLLMIL:
Tabnuuya 10
UnTepnperauus pesynsTaTos axanusa uccnenyemmx oGpaauoa

3uaueHne noporosoro uwkna (CoH no samy
ans ¢nyopodropa FAM: | ?wnmr T
OTCYTCTBYET MNY GONbLLE FPAHUMHOTO PH&;::m;’:::: B
onpenengHo MoHb PHK supyca rpunna B o6HapyxeHa

Bo3MoOXHbIe OWUOKK:

1. Ana nonoxuTenbHoro KOHTpPons akcTpakuuu (MNK) snaveHue
noporosoro uukna (Cf) oTCyTCTBYET UMM NpeBbiLLaeT rpaHuyHoe.
HeobxoaumMo noBTOpUTL UcCCnegoBaHWe, HauvHas ¢ aJrana
akcrpakuum PHK, ana Bcex o6pasuos.

2. ina otpuuarenbHoro koHTponsa 3kctpakumu (OK) onpeaeneHo
3HauyeHue noporoBoro uwkna (Cf) MeHble FPaHUMHOrO.
BeposTHa KOHTamMuHaLus nabGoparopun NpOoAYKTaMu
amnaucukauMM  ¥NU KOHTaMUHaUMA  peareHToB  wunu
uccnegyemoix o6pasuoB Ha Kakom-nubo atane uccnegoBaHuA.
Heobxoaumo npeanpuHATL Mepbi NO BLIABMEHWIO U NUKBUAALMM
WCTOMHMKA KOHTaMWHAaLUKM U NOBTOPUTL MCCNefoBaHne ANA Beex
obpasuoB, B KOTOpbLIX OOHapyxeHa cneuugpuueckas PHK,
HayuHas ¢ atana akcTpakuun PHK.

3. OAna oTtpuuarensHoro koHtpons OT-UT (K-) onpegeneHo
3HaveHvWe noporosoro umkna (Cf) MeHbwe TrpaHNYHOrO.
BeposatHa KOHTaMuHaLmA naBopatopuu npoayKramu
amnudukaLun Unn KOHTaMUHALMA pearesToB, UCCReayeMmbIX
o6pasioB Ha kakom-nubo atane uccneaosauusi. Heobxoaumo
NPeaAnpuUHsTE Mepel MO BbLIABNEHUIO W SIMKBMAAUUU WCTOMHMUKA
KOHTaMUHAUMKU ¥ NOBTOPUTHL aMNNUMUKaLUIo U AeTekLuio ANA
Bcex obpasuos, B KOTOpbIX 0OHapyxeHa PHK aHanusmpyemoro
MUKpOOpraHusma.

4. Ona vccnepgyemoro obpasua onpeaeneHo 3HavyeHne noporosoro
uvKna, npu 3TOM Ha rpacuke cnyopecueHuUn OTCYTCTBYET
YYacTOK XapaKTepHOro 3KCNOHeHLManLHOro nopgvema (rpadux

cTp. 24329
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NMPOBEAEHME UCCNEQOBAHKUA

e—

npeactaesnser cobon npubnuauTenbHo NPAMYI0  NUHWKIO).
Heobxogumo npoeeputs npasunbHOCTH BblOpaHHOro ypoBHs
NOPOroBON NUHWKM UMM NapameTpoB pacyeTa 6asoBOW NUHUW.
Ecnn pesynbTat nonyyen npm npasunbHOM YpOBHE MOPOrosoii
nuHuu  (6asoson nuHuu), Tpebyercs NOBTOPHO nNpoOBeCTH
amMnnudmrKaumio 1 AeTekuuio Ans aToro o6pasua.

cTp. 25 13 28
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CPOK rOQHOCTW. YCNOBUSA TPAHCNMOPTUPOBAHUA U
XPAHEHUA
Cpox roaxocTu. 12 mec. HaGop PEareHToB C UCTEKILIUM CpOKOM
FOAHOCTV NpUMEHeHWIO He noAneXuT. CPoK rOAHOCTU BCKPLITHIX
PEareHToB COOTBETCTBYET CPOKY rOAHOCTH, YKasaHMHOMY Ha
3TUKETKax ANA HeBCKPbITLIX peareHTos.
TpaHcnoptuposaxue. HaGop peareTos TPaHCnopTUpoBaTL NpU
Temnepatype ot 2 1o 8 °C He Gonee 10 cyT B TePMOKOHTelHepax,
coaepxaliux  xnajosnemeHThl,  BCEMM  BUAAMM  KPbITbIX
TPAHCNOPTHBIX CPEACTB.
XpaHeHue,
PeareHTbl nocne BCKpLITUA XpaHUTL NPy ToM Xe Temneparype, uTo
AO BCKPLITUS.
®opma IT-200. XpaHuTb B MOPO3UMLHOI Kamepe npu Temnepartype
OT MUHYC 24 80 MuHYC 18 °C. IT-mix-E xpaHuTb B 3aWNWEHHOM OT
cBeTa MecTe.
Mpn nogrotoske npo6 ans OT-UT aonyckaercs XpaHeHue
peareHTos npu temnepartype o1 2 a0 8 °C B TeyeHue 2 Hegeno. Mo
NCTeHeHUN yKasaHHOro cpoKa peareHTb! He UCNOMb30BAaTD.

XonogunkHbie ¥ MOpPo3unbHbLIE Kamepbl JOMKHLI obecneunsaTs
pPernaMmeHTUpPOBaHHbIN TeMNepPaTYPHbIN PEXUM.

BAonyckaetcs xpaHeHue C~ npu Temnepatype ao 8 °C.

cTp. 26 #s 29
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FAPAHTUWHBIE OBASATENLCTBA U3rOTOBUTENS

Usrotosutens rapasTupyer COOTBETCTBME OCHOBHbIX
NapameTpos U xapaktepucTUK HaGopa peareHToB TpeGoBaHWsAM,
YKASaHHbLIM B T@XHUYECKOW U 3KCNNYaTaUMOHHOW AOKYMeHTaUWK, B
TeUeHue ykasaHHOro CpoKa roAHOCTU nNpu cobmioAeHUM BCex
yCrioBuit TPAHCNOPTUPOBAHUA, XPRHEHNS W NPUMEHEeHNS .

MeauuuHckoe wusgenue TexXHu4eckomy obcnyxvsanmio u
PEMOHTY He noanexur.

Peknamauun Ha kauectBo Habopa peareHTOB HanpasnAaTL NoO
agpecy 111123, r. Mocksa, yn. Hosorupeesckas, aom 3A, e-mail:
obtk@pcr.ru. OT3biBLl U NPEANOKEHNA O NPOAYKUMM AmpliSens?® bl
MOXEeTe OCTaBUTb, 3anOfIHWB aHKeTy noTpebuTena Ha caitre:
www.amplisens.ru.

Mpu BbiABNeHMM nNOGOMHLIX AEHCTBUIA, He yKasaHHLIX B
WHCTPYKUUA NO npuMeHeHuio HaGopa peareHToB, HeXenarenbHbIX
peakumii fpU ero UCNoNL3oBaHWW, (HaKTOB YU OBCTONTENLCTE,
Co3paloWnX yrposy XusHu ¥ 340POBbLIO TPaXXaaH U MEQULIMHCKUX
paboTHUKOB Npu npuMeHeHUn Habopa peareHTOB, pekoMeHflyeTcs
Hanpasutb cooflWeHne no agpecy, ykasaHHOMY Bbilwe, W B
YNONHOMOYEHHYIO rOCYAapCTBEHHYIO PErynmpyiowyio opraHusawuio
(8 P® - depepantHan cnyxba no Hagsopy B chepe
3ApaBoOXpaHeHWs) B  COOTBETCTBMM C  AeiCTBYIOWUM
3aKOHOAATETbCTBOM.

cTp. 27 na 20
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NEPEMEHb NPUMEHSAEMbIX HALUUOHANBHbIX

CTAHOAPTOB

— TOCT ISO 14971-2021 «U3genun meauumHckue. Mpumerexue
MEHeDKMEHTa puUcka K MeAULIMHCKUM 13aenvsamy».

- TOCT P WUCO 15223-1-2023 «sgenna  meguumHckue.
CumBonel, npumeHsemoie ans nepeaauy uHdgopmayun,
npeaocTaensieMon  usrotosutenem. Yacts 1. OCHOBHbIE
TpeboBaHuay,

- TOCT P WNCO 23640-2015 «Wsgenus meauumHckue Ans
AWArHoCTUkK in vitro. OueHka cTabunbHOCTH peareHToB ansi
ANarHocTuku in vitron.

- TOCT P 51088-2013 «MeauuuHckue uanenvs ANA ANArHOCTUKN
WH BUTPO. PeareHTbl, HaGopsl peareHToB, TeCT-CMCTeMb,
KOHTPO/TbHbIE MaTepuansl, NuTaTensHsie cpeabl. TpeboBaHun K
U3sfennaMm U noaaepxusaiowiei aokymeHtauum» (nn. 5.2.2,
6.1.3;, 6.2 (sa uckniovenvem n. 6.2.4), 6.3.2-8.3.5, 6.3.12, 9,
13.2).

- FOCT 15.308-98 «Cucrema paspaboTkn U NOCTAHOBKM
NPOAYKUMW Ha TnpPOU3BOACTBO. McnbiTaHus W npuemka
BbIMyCcKaemoi npoaykuun. OCHOBHBLIE MONOXKEHUS».

— [OCT P 51352-2013 «MeauuuHckve uafenus Ans AUarHoCTUKN
UH BUTPO. MeToabl ucnbiTaHWi».

— [lpukas Muxsgpasa PO ot 06.06.2012 Ne 41 «O6 yreepxaeHu
HOMEHKNaTYPHOW KnaccuuKauum MegULIMHCKUX NSAeNMIty.

- CanluH 3.3686-21 «CaHuTapHo-anugeMuonormieckue
TpeboBaHus No npocunakTke UHPEKLMOHHBIX BOnesHel».

— CaHlluH  2.1.3684-21 «CaHuTapHo-anuaeMuonoruyeckue
TpebGoBaHua Kk cofepXaHUI0 TePPUTOPUI FrOPOACKUX U CENTbCKUX
noceneHuii, kK BoaHbIM o6bekTam, NMTLEBOI BOAE W NUTbEBOMY
BoAoCHabXeHul0, aTMOChEpHOMY BO3AYXY, NOYBaM, XWNbIM

nomeLLieHNAM, aKcnnyartauum NPOU3BOACTBEHHbIX,
oOLecTBeHHbIX NOMEUeHUN, OpraHu3auMm W NpPOBEREeHMIO
CaHUTapPHO-NPOTUBOINUAEMUYECKNX (npocbunaxkTnyeckux)
MeponpusiTUiA».

- MY 13.2569-09 «Opranusauus pabotel naGopatopui,
UCNONL3YIOWMX METOAbl amMudVKaLMM HYKIEUHOBLIX KUCNOT
npu pa6oTe ¢ maTepuanom, coaepKawMm MukpoopraHusme! 1-IvV
rpynn NaToreHHoCTU».

- FOCT IEC 62304-2022 «MexrocyaapCTBeHHbI CTaHaapT.
Usgenus  meauUuHCKue. MporpammHoe  ofecnedveHue.
Mpouecchl XXN3HeHHOro Uukna».

CTp. 28 U3 29
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CUMBONbI, UCNIONL3YEMLIE B NEYATHO! NPOAYKLIMK
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KOIMWA BEPHA
MpownTo, NPOHYMEPOBAHO U CKpeneHo nevatbio: t1S
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/\ Nrpl i%m* ®BYH LUHUM 3nugemuonorum
PocnoTpe6Hagsopa

BKNAAbILW
KHa6opy peareHToB

AmpliSens* IBV-IT
®opma IT-200: [P H-4341-10
br!AA.MM.IT

HaCTpOVIKI/I ONA NpUBopPoOB poTtopHoro TUMA

Rotor-Gene 3000/6000/Q

Caiit"ate/Gain More Settings/ Outlier

Threshold/ Oynwn»c tube/ Slope Correct/

KaHan Optimisation.../ Removal/ yctpareHue
ONT.yPOBHSI CHH. Mopor JvHaviny.cpoH KoppekT. yK/1oHa BLIGPOCOB
FAM/Green  OT 2FI O 5FI 0,1 BK/IlOUEHA He uCcrnonb3yeTcs 5%
HacTpolikn gns npu6opoB nNnaHWeTHOro Tuna
CFX96/QuantStudio 5
KaHan Threshold 1 MNopor
FAM ABTOMATNYECKMNIA nopor
Twvn M K KpuTtepuii NoNoxmTenbLHOro HODMA/TU3ALINS HaHHBIX
aHanm3a ETOA aHasbl pesynbTarta MupP P HvA A
CLI,Cp) MoporoBblii (Cf)  Fam 70% He ucnonb3osatb

MpumeyaHve - MMoporwasi NWus UM HeCKXOAMMOCTU MOXET BbITb yeTaullfieHa BpydHylo Ha ypoBHe 10% ot
Ma« LWasIbHOTO YP<MLLE chrly</ecHeny»«. MoryyeHroro st 06pa»|OB MK B nocregHem uunkie amnavdmkaumn. Mpm
aToM kpuBas n”ecuenuymn K go/mkHa Mepecekatb MOPOrOBYHO SO HA Yy4yacTke Lipakre|woro
alicroHeyUpanbHCM' 0 Mogbema th/TlyopBCLEHIPIM, NEPEXCASALLETO B IMHEHbIV NOgBEM.

"paHnyHble 3HaYeHna nNoporoeoro yukna Ct

O6paseL, Kanan gna donyopodgopa TAM
MK 28

OK CtoTcyTcTByeT unmn > 38

K- CtoTcyTCcTBYEeT Unn > 38
Vccnepyemble o6pasupl 38
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SEYH LIHUWU Snnpemuononm Pocniotpebiagsopa

BXKRALLIL
K HaG0pYy pearsHTos AmpliSens® IBVIT

Sopwa IT-200 anmmrr
REF] H-4341-10 Mrr-MM-a0

VHGOPMALI LNA JANYCKA SMITHGNKILNN, SHAINIR N KHTOPNPETELHN PESYNLTETOS
ARTOMATHINPOBAHHLIM CNOCOBOM
N0 AmpiiSena® IBV-T Soft ». 1.0.0

QR-x0A AT ABTOMATHYSOKOTO BBOGS MIhopMaIMs 8 MO
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KOMms BepHA
MpownTo NPOHYMEPOBAHO H CKPErseHo neyarblo- ol/

_ T [ L] nncr

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



WNHCTPYKUMUS Mo NpuMeHeHUto Habopa

peareHToB pacrnojioXeHa Ha cainTe /\ Am p I i Se nS ’

www.amplisens.ru

KpaTkoe pykoBoACTBO

Habop peareHTOB
AmpliSens® IBV-IT

dopma IT-200: REF H-4341-10

®BYH LUHNN 3nugemuonoruv

PocnoTtpebHanzopa,

Poccuiickaa degepaums, 111123,

r. Mockea, yn. Hoeorvpeesckas, a. 3A VD
I d r. MockBa, yn. HoBorunpeeBsckas, a. 3A, cTp. 6

Ten. (495) 974 9642,

e-mail: amplisens@pcr.ru

BHNMAHWE! KpaTkoe pyKOBOACTBO NnpegHasHavyeHo A4n1s ygobcrea paboTbl € HAOOPOM peareHTOB B slabopatopumn
M MOXET 6bITb UCMO/Ib30BaHO TO/ILKO MOC/1e AeTa/IbHOTO 03HAKOMJ/IEHUSI C MHCTPYKUMEN Mo NPUMEHEHUIO faHHOTo
Habopa peareHToB. AHanM3 W UWHTepnpeTauuto pe3y/ibTaToOB Heob6Xxo4MMO MPOBOAUTL B COOTBETCTBUM C
MHCTPYKUMEN K HAbopy peareHToB.

OKCTPAKUMA PHK N3 NCCNIEAYEMbIX OBPA3LIOB
KomMnaekTbl A8 3KCTPaKunmn:
- «PNBO-npen»;
- «MATHO-cop6» (C MCNONb30BaHWEM MAarHWTHbIX WTAaTMBOB BPYYHYIO WAN aBTOMAaTU4YeCKUX CTaHUMA ANA 3KCTpakuuum
HYK/TEMHOBbIX KUCNOTM).
KOHTpONN: A[na  kaxgold rpynnbl  3KCTparMpyembix o06pas3uoB: 1 MNOMOXWUTENbHbIA KOHTPOAb 3KcTpakuum (MK),
1 oTpuuaTenbHbIl KOHTPOAb 3KcTpakuun (OK).
O6bem nccnegyemMoro obpasua, KOHTponeih n anyn

Mpun akcTpakymm ¢ nomouwbio «PUBO-npen», «<MAITHO-cop6» A06aBuTb:

WNccnepgyemble obpasuybl 100 mMkn B NPOGMPKN AN1A nccnegyemblx o6pasuLonB
C- 100 mkn B Npo6upky gnsa OK

C-n C+ IT-IBV 90 mkn + 10 MKn B Npobupky gnsa MK

anwouna

Bce o6pasubl 50 Mk, gonyckaeTcs yBennyeHune go 100 mkn B KaXAyl npoo6upky

BHVWMAHWE! PekomeHayeTcsi npoBegeHne OT-UT cpaldy nocne akcTpakuymm PHK.

s Hanpumep, KingFisher Flex, Auto-Pure 96.
Ctp. 1u32
& 000 LIMPMU &7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



noAaroToBKA MNMPOB A4 OT-UT
O6Wwnin 06bEM peakUMOHHOM cMecKu: 20 Mk, BKoYast 06beM npobbl PHK (10 mk).
KoHTponu: 1 nonoxutenbHbiit (MK) n 1 oTpuuatensHblii (OK) KOHTPONM aKCTpakumu.

- PaccunTaTb KONMYECTBO KaXAoro peareHTa, Tpebytoweecs A5 NPUroTOB/IEHNA PeakLMOHHO cMecH.

- Pasmopo3nTb npo6upky c IT-mix-IBV. IT-mix-E nepemewarbs NnuneTupoBaHMem, ocaanTb Kamnsn Ha BOpTEKCeE.
BHVUMAHWE! Mpu noarotoBke npo6 ans OT-UT pgonyckaeTcs XpaHeHWe peareHTOB npu TemnepaTtype oT 2 go 8 °C B
TeyeHne 2 Hepgenb. MO UCTEUYEHUN YKA3aHHOFO CPOKa peareHTbl HE UCMO/b30BaTb.

BHVUMAHWE! Mpu pa6ote c IT-Mix-!BV BO3MOXHO BblNnageHne ocajKa Mocsie pasMopaxunBaHWs, KOTOPbIA MOSTHOCTbLIO
pacTBopsieTCA Npu HarpeBaHUM [0 KOMHaTHOU TemnepaTypbl. [eped NPpUroToB/ieHNEM pPeakLMOHHOK CMecn Heo6XxoAUMO
y6eanTbCs B OTCYTCTBUM ocafka B npo6upke ¢ 'T-mix-IBV.

KOMMNOHEHT peakyMOHHOW cmecu O6beM, MKN O603HayeHns

IT-mix-1BV 5*(N+K+2) N - konuuyectBO Mccnegyembix 06pasyoB;
i K- konuuyectBO KOHTpOﬂeVI;

IT-mix-E 5*(N+K+2) 2. 3anac

BHNWMAHW/E! KoMmnoHeHTbl peakuMOHHOW cMecu criegyeT CMelnBaTb HeNocpeacTBeHHO nepen npoeegeHnem OT-UT.

BHecTn no 10 mkn
MpUroToBNEHHOW peakyMnoHHOW cmecKn B KaXayt npooupky

BHectn no 10 mkn
Mpn npoBefeHNN 3KCT pakuMm MeTon0m

Mpo6 PHK, nonyyeHHbIX B pe3ynbTarte B NPOGUpKN Ans .

MarHMTHOW cenapauynm Heo6xo4MMoO
3KCTpakumn u3 nccnegyembix n ncecnegyembix 06pasyos,

nsberaThb nonagaHua copbeHTa B
KOHTPO/IbHbIX 06pa3LoB OK n K

peakUMOHHYI CMecb!

BHUMAHWE! Mpu nopospeHun Ha BO3MOXHYK KOHTaMWHauuio B nabopatopum HeobGxoguma nocTaHOBKa OTpuuaTesibHOro
KOHTpona OT-UT (K-). AnsA aToro B Npo6upkKy ¢ peakumoHHoli cmecbio BHecTn 10 MK/ C- (6e3 aTana aKcTpakuum).

BHVMAHWE! Mpoeectn OT-UT cpasy nocne coegnHEHUA peaKUuMOHHOW cMecu ¢ PHK-npo6amMu 1 KOHTPONSMMU.

MPOBEAEHWNE OT-UT C AETEKUMEN B PEXXUME «PEA/IbHOIO BPEMEHW»

- YcTaHOBUTb MPOGUPKM B AYEKM peakuMOHHOro Moayns npubopa. PekomeHAyeTcs B c/llyvyae HEMOJIHOW 3arpysku
nprM6opoB MNaHWeTHOro TUNa pekomMeHAyeTcs AOMNOSIHUTENIbHO YCTaHOBUTb NyCTble NPOGUPKU MO yriam peakunoHHOro
MoAynsa amnangukaropa.

- 3anyctuTb nporpammy amnandukaumm:

a) nn6o ¢ ncnonbiloBaHuem MO AmpliSens® RealTime Soft (MO ARTS) coBmecTHOo ¢ MO AmpliSens® IBV-IT Soft,
peTekTupylowun amnandukaTtop Ao/hkeH 6biTb coBmecTuM ¢ MO AmpliSens® RealTime Soft (MO ARTS) Bepcuu
1.0.0 u Bblwe. MNepeyeHb COBMECTMMbIX aMNANNKaTOPOB ykasaH Ha calite www.amplisens.ru.

6) NM60 B PYy4YHOM pexume, 3anporpaMmvpoBaB AeTeKTUPYIOLWMNA aMnangukatop A1 BbINO/IHEHWS NpOrpamMmmbl.

Mporpamma amnangukaymnm

VKN
H Temnepatypa,°C Bpewms JeTekuma no kaHany ana doyopodopa Kon-Bo uuknos
1 37 5 MUH - 1
2 65 30 c PAM 40
MpumeyaHuna:

1. TemnepaTypHblii npodunb A[aHHOW nporpaMmbl SBAAETCA YHMBepPCasbHbIM A/ TeCTOB C W30TepMuyeckoi
amnnndukaumnen, BkYas TecTbl C 06paTHOW TpaHCKpUNuuei.

2. Tlpv ofHOBPEMEHHOM MNpPOBEAEHUN HECKO/IbKMX TeCTOB fonyckaeTcs 3afaTb B nNporpamMMe Haumbosbluee KONYECTBO
UMKN0B amnavdukaunum mn3 ykasaHHbIX B MHCTPYKUMAX K UCNofb3yeMblM Habopam peareHToB. ®dnyopecueHTHble
CUrHasnbl, COOTBETCTBYHOLWMNE YBE/IMYEHHOMY KO/IMYECTBY LMK/IOB, HE Y4YMTbIBAKOTCA MPU aHanvM3e M MHTepnpetauum
pe3ynbTaTtoB (CM. BKIagbllw K Habopy peareHTOB).

BHUMAHWE! B npouecce OT-UT o6pasyeTca Gonblle NpoaykToB amnnaudgukauum, vyem B MUP, noatomy TpebyeTtcs
oco6asi OCTOPOXHOCTb NpW yTuAM3auuu npoayktos OT-UT.

AHANN3 N UHTEPMNPETALUNA PE3YNIbTATOB
AHanuns pe3ynibTaToB MPOBOAUTL C MOMOLLbI aZITOPUTMa, NPMBELEHHOTO B MHCTPYKUMK, Uin ¢ noMolbto MO AmpliSens®
RealTime Soft (MO ARTS) coBmecTHO ¢ MO AmpliSens® IBV-IT Soft.

Kanan gna dnyopodopa PAM

MuweHb Ana amnandukaymnm KAHKIBV

BHUMAHWE! K kaxpomy Habopy peareHTOB npuaaraetcs BK/1aAblll, B KOTOPOM yKa3aHbl FpaHUYHble 3HAYEHUsI MOPOroBoro
uukna (Cf), Heo6xoanMbIe 4Nsi MPOBEAEHNS aHAMN3a U UHTepNpeTaunn pe3y/ibTaToB BPYUHYHO.
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KOMWA BEPHA
MpowmnTo, NPOHYMEPOBAHO M CKPEMJIEHO MeyaTbio:

nncT —
J

PYKOBOAWUTENb CNYXGbl PEFMCTPALUN MeAULUHCKUX U3fennii
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/\ - 7 ®BYH LIHAW 3nugemuonorum PocnotpebHaasopa
I I lp I enS 111123. MockBa, yn. HoBorupeeBckas 3A.
Ten. (4951 974-96-42. ®akc (4951 305-54-23. e-mail: obtk@Pcr.ru

MACTOPT KAUECTBA

Ha6opa peareHToB ans BbifiBneHns PHK Bupyca rpunna B metogqom o6paTHOM TpaHCKpunuun
1M nsotepmmnyeckoin amnangukaumm (OT-UT)
AnipliSens® IBV-IT

dopma IT-200 LOT na.MM.I'T Frrr=MM-44
rmrrr-MmMm-m

TY 20.59.52-434-01897593-2023.
KOMM/IeKTHOCTb, yNakoBKa U MapKMpoBKa Habopa yKasaHHOW cepuy COOTBETCTBYHOT TpeGoBaHUsIM TY.

PesynbTtarbl
HanmeHoBaHMe nokasaresns Hopwma KOHTPONS
OTpuuatenbHblli pe3ynbTaT Ana obpasua OK 3HauveHue C/ OTCyTCTBYET Win onpejesieHo 6osiblie cooTBeTCTRYET
(oTpuuaTenbHbIi KOHTPOSTb 3KCTPaKLnK) rpaHN4YHOro fo KaHany ansa donyopodopa PAM
MonoxuteneHbln pe3ynbTat gns obpasua MK OnpegeneHo 3HayeHne Ct MeHbLUe rPaHNYHOro Mo cooTBeTCTBYET
(MOMIOXUTENBHbIN KOHTPO/b 3KCTPaKLUmm) KaHany ana donyopodopa PAM
. OnpepgeneHo 3HayeHue Ct MeHbLUe rpaHNyHoro (45
MonoxuTenbHbIA pesynbTat Ans o6pasua MK, nccnegyembix 06pasLoB) No kaHany ansa diyopodopa cooTBeTCTBYyeT
passegeHHoro B 100 pas
PAM

OTpuuaTenbHbI pe3ynbTar Ansa obpasua K- 3HauveHne Ct OTCYTCTBYET Wan onpefenieHo 60siblie cooTBeTCTBYeT
(oTpuuatenibHbIN KOHTpOAb OT-UT) rpaHN4YHOro no KaHany ansa dnyopodopa PAM

HanmeHoBaHVe Pe3ynbTtarbl B cocTtaBe thopmbl

peareHTa XapakTepncTika i Hopmb! KOHTPOSIA KoMMieKTaumm
IT-mix-IBY Mpo3payHas 6ecuBeTHas XUAKOCTb (JonyckaeTcs cooTBeTCTBYET IT-200
BbINaZeHne ocajKa nocsie pasmopaxnsaHus)
IT-mix-E Mpo3payHas XnaKocTb OT 6ecuBeTHOro Ao 61eHo- cooTBeTCTRBYET IT-200
XenTtoro useta

C+ IT-IBV Mpo3payHas 6ecyBeTHas XUAKOCTb COOTBETCTBYeT IT-200
C- Mpo3payHas 6ecuBeTHasn XUAKOCTb COOTBETCTBYeT IT-200

3. YcnoBusa TpaHCMOPTUPOBaHMA U XpaHEHUS:

TpaHcnopTupoBaHme. Habop peareHTOB TpaHCNOPTUPOBaTbL Npu TeMnepaType oT 2 10 8 °C He 60nee 10 cyT B TEPMOKOHTeliHepax,
cogepXawmx xafo31eMeHTbl, BCEMU BUAAMU KPbITbIX TPAHCMOPTHbLIX CPeACTB.

XpaHeHue.

PeareHTbl nocne BCKPbITMS XpaHUTb NpuW TOW Xe TemnepaType, YTo A0 BCKPbITUS.

dopma IT-200. XpaHUTb B MOPO3W/IbHOM KaMepe npu TemnepaTtype oT MUHYC 24 o MUHycC 16 °C. IT-mix-E xpaHnTb B 3aliULLEHHOM
OT cBeTa MecTe.

Mpn nogrotoBke npo6 ana OT-UT gonyckaeTcs xpaHeHue peareHTOB npu TemnepaTtype oT 2 go 8 °C B TeueHue 2 Hegenb. [1o
MCTEYEHNM YKa3aHHOIO CpPOKa peareHTbl He UCMOJ/1b30BaThb.

XonoaunbHble 1 MOPO3W/ibHbIe KamMepbl A4O0/HKHbI 06ecrneunBaTb periaMmeHTMpPOBaHHbI TeMNepaTypHbI PeXUM.

Jonyckaetca xpaHeHne C - npu Temnepartype o 8 °C.

Jarta Bblgaun

JBMHTL

PykoBoguTtenb (Koagya

KOMNMA BEPHA?'-!
PykoBoguTenb cryxbbl pernctpaumm MeauuuHCKnX n3genni
®BYH UHWWN 3nugemunonornn-PocnotpebHaasopa
(OoBepeHHOCTb Ne 188/23 oT 16.11.2023 I.)»
«B-Y » KO 20 AYrn_ oo Nucnybina

dopma IT-200: |[REF| H-4341-10
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