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OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHI[APTHBIﬂ OBPA3EL] COCTABA IIPEITAPATA BAKTEPUM Listeria
monocytogenes

Ha3HaueHue cTaHAapTHOrO 00pa3ua:

- XpaHEeHHE U Nepeada eIMHUIbI BeIMYUHBI CYETHONW KOHIIEHTPALUK KOMIIOHEHTOB,;

- KOHTpOJIb TOYHOCTH pPE3yJbTaTOB HM3MEPEHHH M aTTecTals METOIMK H3MEPEHUH CUeTHON
KOHIIEHTpaluu KoMImoHeHToB (Oakrepuii Listeria monocytogenes);

- YCTaHOBJICHHE M KOHTPOJb CTAOMIHLHOCTH T'PAJyHPOBOYHOH (KaTMOpPOBOYHON) XapaKTEPHCTUKU
CPEACTB U3MEPEHUN IPU COOTBETCTBUM METPOJIOIMUYECKMX XAapaKTEPUCTUK CTAHAApPTHOro odpasua
TpeOOBaHUSAM METOIUKN U3MEPEHUH.

CO MoOXeT NPUMEHATHCS ISl MOBEPKM U KaJMOPOBKMU CPEICTB HM3MEPEHHUH HpU YCIOBUHU €ro
COOTBETCTBUS 0053aTEIbHBIM TPEOOBAHUSM, YCTAHOBJICHHBIM B METOAMKAX MOBEPKU U KaTHOPOBKU
CpEeICTB U3MEPEHUH.

OO0nacTi SKOHOMHUKM U CQepbl IeSTETbHOCTH, TA€ IIAHUPYETCS NPUMEHEHHE CTaHIapTHOTO
oOpa3ua: 37paBOOXpaHEHUE, HAyYHO-UCCIIEJ0OBATENbCKAs IEATEIIbHOCTD, Cy1eOHO-MEIUIIMHCKAs U
cyneOHasi  SKCIEpTH3a,  CaHAMMIHAI30p, JlabopaTopHas  JAMAarHOCTHKA,  OCYIIECTBICHHE
MEpONPHUATHIA TOCYIapCTBEHHOTO KOHTPOJIA (Haa30pa).

OnucaHue CTaHAAPTHOro o0pa3ma: Marepuan CTaHAapTHOro oOpasiia MpeacTaBiaseT coOoi
npemnapat 6aktepuii Listeria monocytogenes B ¢usuonornyeckom pactBope ¢ gobasienuem 10 %-
OTO BOJHOTO pacTBOpa TiMIepuHa. Matepuan pacdacoBan mo 1,5 cM® B ITacTUKOBBIE
KpUONPOOUPKHU € 3aBUHYMBAIOIICHCA KPBIIIKOM, CBOOOHOCTOSIINE, C ITUKETKOM, BMECTUMOCTBIO
2 cm®. KpronpoOupka moMenieHa B KapTOHHBIH (yTiIsp, yCTpOiCTBO KOTOporo mpenoxpanser CO

OT PE3KUX yJIapOB U 3arpsi3HEHUS.
®opma BBIILYCKA: CEPUINHOE TPOU3BOJICTBO NEPUOAUUECKH MOBTOPSIIOIIUMUCS MAPTUSIMU.
MeTpoJiornyeckue XapaKTepPUCTHKHM: aTTECTyeMas XapaKTEPUCTHKA - CUETHAsl KOHLIEHTpalus

KoMmoHeHToB (6axTepwii Listeria monocytogenes), 1/cm>.
Ta6numa 1-—HopmupoBaHHBIE METPOIOTHUECKHUE XapaKTEPUCTUKHI

HanmeHnoBanue arrectyeMoi WNHTtepBan nomyckaeMsIx ['pannisl
XapaKTepUCTUKHU aTTecToBaHHBIX 3HaueHui CO, JIOTTYCKaeMBbIX 3HaYEHUN
1lem® pacImpeHHoR
Heonpenenennoctu (k=2,
P=0,95), %

CuyerHas KOHIICHTpAanu-d
KOMITOHEHTOB (6aKTepwit or 110 1-10° e 6omnee 35
Listeria monocytogenes)
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[IpocnexuBaemMocTh arrecTOBaHHOTO 3HaueHns CO K €IMHNIIE BEIMYHUHBI «CUETHAs] KOHLIEHTpaLUs
KOMIIOHEHTay», Boclpous3BoauMoil I'DT 163 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]
JTUCIIEPCHBIX MapaMeTpoB a’po30Jieil, B3BeCel W MOPOUIKOOOPa3HBIX MaTepHuajoB, oOecredeHa
MPOBEICHUEM HW3MEPEHUM IO AaTTECTOBAHHOW METOJMKE H3MEPEHHH, NPeayCMaTpUBAIOLIEH
npuMeHenue nopepeHnoro CH.

Cpok rogHocTH 3K3eMIIsipa: 1 ros.

3HaK yTBepsKJAeHUS] THUINA: HAHOCAT MNOJUTpadUUYEecKHUM CIIOCOOOM B MpaBblii BEpXHHM yroiu
MIEPBOrO JIUCTA IMACIOPTa CTAHJAPTHOTO O0paslia W B BEPXHIO YaCTh 3TUKETKH CTaHAapTHOTO
oOpa3lia yTBep>KJIEHHOTO THIIA.

KoMmiieKTHOCTH cTaHaapTHoro oopasua: oguH sk3eMiuisip CO, cCHAOKEHHBIM STUKETKOW H
nacrioptom, opopmiieHHbIME B cooTBeTcTBHH ¢ [OCT P 8.691-2010 «I"CU. CTanmapTabie 00pa3Iibl
MatepuanoB (BemectB). CoaepikaHue MacOPTOB U ATHKETOK.

JIOKYMEHTBI, yCTAHABJIMBaIOLIMe TPeOOBAHMUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHnoBaHue u 0003HAYEHNE TEXHUYECKOH JOKYMEHTALMH, 10 KOTOPOil BBINYIIEH WJIH
OyaeT BBINYCKATBHCH CTAHAAPTHBIN 00pa3en:

- «TexHuyeckoe 3amaHue Ha Pa3pabOTKy CTaHAApTHOrO obOpaslia cocraBa mpemnapara OakTepuid
Listeria monocytogenes», yreepxnaennoe ®bY «HUIL[ IIM — Pocrect», yrBepxkaeHo 15 siHBaps
2025 r.;

- «CrangapTHble 00pasibl coctaBa mpemnapara Oaktepuii Listeria monocytogenes. Texuuueckue
ycnoBust HEBT.418329.001-09TY», yrBepxaennsie ®bBY «HULL IIM — Poctect», yTBepK1€HBI
15 suBaps 2025 r.;

- «CranmapTHbIii oOpaselr cocraBa mperapara Oakrtepuii Listeria monocytogenes. IIporpamma
ucnbITaHuil B nensax yreepxaeHus tuna PT-111.09-705-2025», yreepxkaennas ®bY «HUILL [IM —
Poctect» 15 suBaps 2025 r.;

- «IIporpamma McCHbITaHUN CEpUHHOTO MPOM3BOJCTBA CTAHIAPTHOrO oOpaslia cocraBa Ipernapara
Oaxrepuil Listeria monocytogenes», yreepxaennas ®bY «HUILL [IM — Poctect» 15 ssuBaps 2025 r.
2. HaumeHoBaHue U 0003HAYeHHE JOKYMEHTOB, ONpeAe/SIOIINX NPUMeHeHHe CTAHAAPTHOIO
o0pa3ua:

— T'OCT ISO/IEC 17025-2019 «OOmume TpeOOBaHUS K KOMIICTCHTHOCTH HCIBITATEIBHBIX H
KaJTMOPOBOUYHBIX JTa00OpaTOpHii»;

— I'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «TowHOCTh (TPaBWIBHOCTH H
IIPELIU3MOHHOCTD ) METOJIOB U PE3YJIBTaTOB U3MEPEHUIN»;

— PMI' 76-2014 «I'CH. BHyTpeHHMII KOHTpOJb KadecTBa pE3YJBTATOB KOJIWYECTBEHHOIO
XUMHUYECKOT0 aHaJIn3a»;

— PMI' 61-2010 «I'CHU. Iloka3atenun TOYHOCTH, NPABUIBHOCTH, NPEUU3UOHHOCTU METOJUK
KOJIMYECTBEHHOTO XMMHYECKOI0 aHaJIn3a. MeTOo/Ibl OLIEHKNY;

— PMI" 54-2002 «I'"CH. XapakTepuCTUKHU I'palyupOBOYHBIE CPEJCTB U3MEPEHUIN COCTaBA U CBOMCTB
BELIECTB U MaTepuajaoB. MeToIuKa BBIIOJHEHUS M3MEPEHUH C MCIOJb30BAaHUEM CTaHIAPTHBIX
00pasmoBy.

3. IlepMOAMYHOCTDh AKTYAJIU3ANMUN TEXHHUUYECKOH NOKYMEHTAIIMHM HA CTAaHJAAPTHBIN oOpaselr:
HE peXe OJHOTO pa3a B IATH JIET.

Homep 3k3emmusipa (maptum), aara BBIIYCKAa: Ha HCIBITAHHWA B LEJIAX YTBEPXKACHUSA THIIA
NpeCTaBJICHbI SK3eMILISPhI cTaHaapTHOro oopasna nmaptuu Ne 01, BemmymenHou 15 staBaps 2025 1.
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IIpaBoobaanarennb

@®enepasibHOE  OrogKeTHOE  yupexnaeHue «HaydHo-uccnenoBaTebCcKUii LEHTP IPUKIATHON
metpogorun — Poctect» (OBY «HUILL IIM — Poctect»)

WHH 7727061249

Opuanueckuii agpec: 117418, r. MockBa, HaxumoBckuii np-kT, A. 31

Anpec (axkTuyeckoro Mecrta ocymecTieHus aesreabHoct: 119361, r. Mocksa, yi. O3epHast, 1.46
tei./pakc: (495) 437-55-77 | 437-56-66

E-mail: info@rostest.ru,

anpec B Matepuer: https://www.rostest.ru

IpousBoauTenn

@®enepasibHOE  OroJKEeTHOE  yupexnaeHue «HaydHo-uccnenoBaTesbCKUil LEHTP IPUKIATHON
merpogorun — Pocrect» (OBY «HULL IIM — Poctect»)

WHH 7727061249

Opuanueckuii agpec: 117418, r. MockBa, HaxumoBckuit np-kT, 1. 31

Anpec (pakTHUECKOro MecTa ocyuiecTBieHus aesreapHoctu: 119361, r. Mocksa, yi. O3epHas, 1.46
tei./pakc: (495) 437-55-77 | 437-56-66

E-mail: info@rostest.ru

anpec B Marepuer: https://www.rostest.ru;

®enepallbHOE TOCYAAPCTBEHHOE OIOKEeTHOE yupexjeHue «HarmoHaabHBIA HCCIeAOBATEIbCKUN
[EHTP OSNUJICMUOJIOTHH W MHUKPOOHOJIOTHM WMMEHH IodeTHOro akaaemuka H.®D. Tamamen»
MunucrepcTBa 3npaBooxpanenusi Poccuiickoit @enepaunu (OPI'bY «HULDOM um. H.®. 'amanen»
Mumnznpasa Poccun)

NHH 7734013214
HOpuamaeckuii agpec: 123098, r. Mocksa, yi1. 'amanewn, 1. 18
Anpec  (haKTHYECKOTO  MecTa OCYIIECTBIICHUS JIEATEIIBHOCTH: 123098, r. Mocksa,

yi. I'amanew, 1. 18

ten.. +7(499)193-30-01

E-mail: info@gamaleya.org

anpec B Mutepuer: https://gamaleya.org/

HcnbiTareJbHbIN EHTP

@enepanbHoe OropkeTHOE yupexnaeHue «HaydHo-umcciaenoBaTenbCKUil LEHTp MNpUKIaJIHON
metposiorun — Pocrect» (OBY «HUIL IIM — Poctect),

FOpunnuecknii anpec: 117418, r. MockBa, HaxumoBckuit p-KT, 1. 31

Anpec (hakTHuecKOro Mecta ocyuiectieHus aesreapbHoctu: 119361, r. Mocksa, yn. O3epHas, 1.46
ten./dakc: (495) 437-55-77 | 437-56-66

E-mail: info@rostest.ru,

anpec B MuaTepuet: https://www.rostest.ru

YHUKaIBHBIA HOMED 3armucH B peectpe akkpenutoBanHbx nur POCC RU.0001.310501.
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