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OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EIl COCTABA TIIPEIIAPATA  BAKTEPUU
Enterococcus

Ha3nauyeHnue cTaHAapTHOrO o0pa3ua:

- XpaHEeHHE U Nepeada eIMHUIbI BeTMYUHBI CYETHONW KOHIIEHTPALUK KOMIIOHEHTOB,;

- KOHTpOJIb TOYHOCTH pE3yJbTaTOB HM3MEPEHUM M aTTecTalus METOJMK H3MEpPEHUH CueTHOMH
KOHIICHTpAIlMK KOMITOHEeHTOB (OakTepwuii Enterococcus);

- YCTaHOBJICHHE M KOHTPOJb CTAOMIBHOCTH I'paJyMpOBOYHOH (KanuOpOBOYHON) XapaKTEpUCTUKU
CPEACTB M3MEPEHUH NPU COOTBETCTBHUH METPOJIOIMYECKHX XaPaKTEPUCTHK CTAHAAPTHOTO oOpasia
TpeOOBaHUAM METOJIMKU U3MEPEHUI.

CO MOXeT MPUMEHSATHCS ISl TMOBEPKH M KaTHMOPOBKHM CPEICTB M3MEPEHHH NpPU YCIOBUU €Tro
COOTBETCTBUS 00513aTeJIbHBIM TPEOOBAHUSAM, YCTAHOBJICHHBIM B METOAMKAX MOBEPKU U KaIHMOPOBKU
CPENICTB U3MEPEHUN.

OO0nacTi SKOHOMHUKM U cdepbl IESTEIbHOCTH, TA€ IJIaHUPYETCs NPUMEHEHUE CTaHIApTHOIO
o0pasma: 37paBOOXpaHECHUE, HAYYHO-HCCIIEOBATENbCKAS ICATEIILHOCTD, CyIeOHO-MEIUIIMHCKAs U
cyneOHasi  SKCIepTH3a,  CaHAMMIHAI30p, JlabopaTopHas  JAMAarHOCTHKA,  OCYLIECTBICHHE
MEPONPUITHI FOCYIapCTBEHHOTO0 KOHTPOJIs (Haa30pa).

Onucanue CTaHIAPTHOro o0pa3ma: MaTepual CTaHIApPTHOTO o0pasla MPeACTaBIseT COOOH
npenapar (cycrneHsuwo) Oaktepuil Enterococcus B (Gu3HOIOrHYEecKOM pacTBOpE ¢ J00aBICHHEM
10 %-oro BOJHOTO pacTBOpa TiMIepuHA. Marepuan pacacoBan mo 1,5 cm® B mmacTHKOBBIE
KPHOIIPOOUPKHU C 3aBUHYMBAIOLIECHCS KPBIIIKOM, CBOOOAHOCTOSIINE, C ITUKETKON, BMECTUMOCTBIO
2 cm®. KpuonpoOupka momenieHa B KapTOHHBIH (yTiIsp, YCTPOHCTBO KOTOporo mpepoxpanser CO
OT PE3KUX yJapOB U 3arps3HEHUs.

(I)opMa BbINyCKa: CepHﬁHOC IMPOU3BOACTBO NEPUOANICCKU MOBTOPAOIIUMUCS MTAPTUAMU.
METPOJIOFI/I‘ICCKI/IQ XApPaKTEePUCTHKHU: aTTCCTyEMas XapaKTEPUCTUKA - CUCTHAA KOHIICHTpalusd

KoMIIoHeHToB (GakTepuii Enterococcus), 1/cm®.
Ta6nwuiral— HopMupoBaHHbIE METPOJIOTHYECKHE XAPAKTEPUCTHKH

HaunmenoBanue arrectyeMoii WHTepBan gonyckaemMbIx Jlonyckaemble 3HaYEHUS
XapaKTePUCTUKHU aTTecToBaHHbIX 3HaYeHH CO, pacuIMpeHHON
1em® Heonpenenennoctu (k=2,
P=0,95), %

CueTHast KOHIIEHTPALMS
KOMITOHEHTOB (OakTepuit or 110 1-10° He Oonee 35
Enterococcus)
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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, yCTAHABJIMBaIOIMe TPeOOBAHUSA K CTAHIapTHOMY 00pa3my:

1. HaumeHnoBanne u 0003HAYeHHE TEXHUYECKOH JOKYMEHTAIIMH, N0 KOTOPOil BBLINMYIEH WJIH
OyaeT BBINYCKATBHCH CTAHAAPTHBIN 00pa3en:

- «Texnnyeckoe 3amaHue Ha Pa3pabOTKy CTaHAApTHOrO obOpaslia cocraBa mpemapara OakTepuid
Enterococcus», yrBepxnennoe ®bY «HUL IIM — Pocrect» 15 ssuBaps 2025 r.;

- «CrangaptHeie 00pasmbl cocTaBa mperapara Oakrepuii Enterococcus. TexHwdeckue yCIOBHS
HEBT.418329.001-14TVY», yrBepxkaeunsie ®BY «HULL IIM — Poctect» 15 stuBaps 2025 r.;

- «CrangaptHble 00pa3ubl coctaBa npenapara Oaxrepuil Enterococcus. Ilporpamma ucnbiTaHU
CTaHAapTHOro oOpasna B uensx yrBepxkaeHuss tuna PT-11M.14-705-2025», yrBepxkaeHHas
OBY «HUII I[IM — Poctect» 15 staBaps 2025 r.;

- «[Iporpamma UCHBITAaHUN CEpUHHOrO MPOU3BOJCTBA CTaHAAPTHOrO obOpaslia cocTaBa Mpemnapara
Oaktepuit Enterococcus», yreepxkaennas ®bY «HUL TIM — Pocrect» 15 ssuBaps 2025 r.

2. HanmeHoBaHHe U 0003HAYeHHE JOKYMEHTOB, ONpeIe/sIIOIUX NMPUMeHeHHe CTAHAAPTHOI0
o0pa3ua:

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

— I'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «TowHOCTH (TIPaBMILHOCTH W
MPEU3HUOHHOCTh) METOJIOB U PE3YJIbTATOB U3MEPEHUIN»;

— PMI' 76-2014 «I'CH. BHyTpeHHMII KOHTPOJb KayecTBa pE3YJIHTATOB KOJIWYECTBEHHOIO
XUMHUYECKOTO aHaTN3a;

— PMI' 61-2010 «I'CHU. Iloka3atenun TOYHOCTH, NPABUIBHOCTH, NPELUU3UOHHOCTU METOJIUK
KOJMYECTBEHHOTO XMMUYECKOTO aHaIn3a. MEeTO bl OLIEHKN;

— PMT 54-2002 «I'CH. XapakTepuCTUKH IpalyHpOBOYHBIE CPEICTB U3MEPEHUN COCTaBa U CBOMCTB
BEILIECTB U MaTepuaioB. MeToauKa BBINOJIHEHUS U3MEPEHUM C HCIOJb30BAaHUEM CTaHAAPTHBIX
00pasmoBy.

3. IlepMOAMYHOCTh AKTYAJIU3AUUM TEXHUYECKOW NOKYMEHTAIlMUM HA CTAaHJAAPTHLIN olOpaselr:
HE peXe OJHOTO pa3a B IATH JIET.

Homep 3k3emmusipa (maptum), aara BBIIYCKa: Ha HCIBITAHHUA B LENAX YTBEPXKACHUSA THIIA
IpeJICTaBICHbI SK3EMIUISIPbI cCTaHaapTHOTO o0pasna nmaptuu Ne 01, BeimymenHoi 15 suBaps 2025 r.
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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 Mecra 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 Matepuer: 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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