YTBEPXXIEHO
npuka3oM denepabHOro areHTCTBa
10 TEXHUYECKOMY PETYJINPOBAHUIO

U METPOJIOTHH
oT « 22 » aBrycra 2025 r. No 1855

JIuer Ne 1
Perucrpannonnsriii Ne 'CO 12934-2025 Bcero nuctoB 3

OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHI[APTHBH7I OBPA3EIL] COCTABA TIIPEIIAPATA BAKTEPUU
Staphylococcus aureus

Ha3HaueHue cTaHAapTHOrO 00pa3ua:

- XpaHEeHHE U Nepejada eIMHUIbI BeIMYUHBI CYETHONW KOHIIEHTPALUK KOMIIOHEHTOB,;

- KOHTpOJIb TOYHOCTH pPE3yJbTaTOB HM3MEPEHHH M aTTecTals METOIMK H3MEPEHUH CUeTHON
KOHIIEHTpalui KoMImoHeHToB (Oakrepwmii Staphylococcus aureus);

- YCTaHOBJICHHE M KOHTPOJb CTAOMIHLHOCTH T'PAJyHPOBOYHOH (KaTMOPOBOYHOI) XapaKTEPUCTUKU
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 METOMKAX OBEPKU U KATHOPOBKU
CpEeICTB U3MEPEHUH.

OO0nacTi SKOHOMHUKM U CQepbl IeSTETbHOCTH, TA€ IIAHUPYETCS NPUMEHEHHE CTaHIapTHOTO
oOpa3ua: 37paBOOXpaHEHUE, HAyYHO-UCCIIEJ0OBATENbCKAs IEATEIIbHOCTD, Cy1eOHO-MEIUIIMHCKAs U
cyneOHasi  SKCIEpTH3a,  CaHAMHMIHAI30p, JlabopaTopHas  JAMAarHOCTHKA,  OCYIIECTBICHHE
MEpONPHUATHIA TOCYIapCTBEHHOTO KOHTPOJIA (Haa30pa).

OnucaHue CTaHAAPTHOro o0pa3ma: Marepuan CTaHAapTHOro oOpasiia MpeacTaBiaseT coOoi
npenapat Oakrepuii Staphylococcus aureus B ¢usmonornyeckoM pactBope ¢ gobasienuem 10 %-
OTO BOJHOTO pacTBOpa TimmepuHa. Martepuan pacdacoBan mo 1,5 cm® B mImacTUKOBBIE
KpUONPOOUPKHU € 3aBUHYMBAIOIICHCA KPBIIIKOM, CBOOOHOCTOSIINE, C ITUKETKOM, BMECTUMOCTBIO
2 cm®. KpromnpoOupka moMelnieHa B KapTOHHBIH (QyTIsp, yCTpOiCTBO KOTOpOro mpenoxpanser CO

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

kKoMmmoHeHToB (6akTepuii Staphylococcus aureus), 1/cm®.
Ta6numa 1-—HopmupoBaHHBIE METPOIOTHUECKHUE XapaKTEPUCTUKHI

HanmeHnoBanue arrectyeMoi WNHTtepBan nomyckaeMsIx Jlonyckaemple 3HaUEHUS
XapaKTEPUCTUKU aTTecToBaHHBIX 3HaueHui CO, pacLIMpEHHOU
1lem® HeonpeaeneHHoctu (k=2,
P=0,95), %

CueTHast KOHIIEHTPALMS

KOMITOHEHTOB (OakTepuit or 1m0 1-10° He Gouee 35
Staphylococcus aureus)
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ITpocnexxuBaeMocTh arrecToBaHHOTO 3HaueHUA CO K €IMHULIC BEIUYMHBI «CUETHAs! KOHLCHTpaLUs
KOMITIOHEHTay», BocrpousBogumoil I'9T 163 T'ocynapcTBeHHBIM NEPBUYHBIM 3TAJTOHOM €IHHHIL
JMCIIEPCHBIX TapaMEeTPOB a3po30Jiel, B3BeCei 1 MOPOIIKOOOPa3HbIX MaTepUalloB, obecreueHa npo-
BEJICHUEM U3MEPEHUM II0 aTTECTOBAHHOM METOJAUKE U3MEPEHHMH, IPEeIyCMaTPUBAIOIIEH IIPUMEHE-
Hue nosepeHHoro CU.

Cpok rogHocTH 3K3eMIIsipa: 1 ros.

3HaK yTBepsKJAeHUSI THUINA: HAHOCAT MNOJUTpadUUYEecKUM CIIOCOOOM B MpaBblii BEpXHHUM yroiu
MIEPBOrO JIUCTA IMACIOPTa CTAHJAPTHOTO 00paslla W B BEPXHIOI YaCTh 3TUKETKH CTaHAapTHOTO
oOpa3lia yTBep>KJIEHHOTO THIIA.

KoMmiieKTHOCTH cTaHaapTHoro oopasua: oguH dk3eMiuisip CO, cCHaOKEHHBIM STUKETKOW H
nacnioptoM, opopmiieHHbIME B cooTBeTcTBHH ¢ [OCT P 8.691-2010 «I"CU. CTannapTabie 00pa3Iibl
MatepuanoB (BemecTB). CoaepikaHue MaclmopPTOB U ATHKETOK.

JIOKyMeHTbI, yCTAHABJIMBaIOIMe TPeOOBAHUSA K CTAHIapTHOMY 00pa3my:

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

- «Texuudeckoe 3amaHue Ha pa3pabOTKy CTaHAAPTHOrO oOpasla cocraBa Mperapara OakTepuid
Staphylococcus aureus», ytBepxkaenHoe ®bY «HUL[ IIM — Pocrect», yrBepxkaeHo 15 sHBaps
2025 r,;

- «CranmapTHbie 00pasiipl cocTtaBa mpemapara Oaktepuit Staphylococcus aureus. Texuuueckue
ycnoBus HEBT.418329.001-12TVY», yrBepxaennsie @DBY «HUL] I[IM — Pocrect» 15 sHBaps
2025,

- «CranmapTHbIi OOpaser; coctaBa mpemnapara Oaktepuii Staphylococcus aureus. Ilporpamma
UCIbITaHUH B Lenax yreepxaeHus tuna PT-111M.12-705-2025», yrepxknennas ®bY «HUILL [IM —
Poctect» 15 suBaps 2025 r.;

- «[Iporpamma UCHBITAaHUN CEpUHHOTO MPOU3BOJCTBA CTaHAAPTHOTO oOpaslia cocTaBa Mpemapara
Oakrtepuit Staphylococcus aureusy, yrBepxaeatas ObY «HUIL] [IM — Poctect» 15 auBaps 2025 T.
2. HanmeHoBaHHe U 0003HAYeHHE JOKYMEHTOB, ONpeIe/sIIOIUX NMPUMeHEeHHe CTAHAAPTHOIO
o0pa3ua:

— T'OCT ISO/IEC 17025-2019 «OO6mue TpeOOBaHHS K KOMIIETEHTHOCTH HCIBITATEIBHBIX H
KaJIMOPOBOYHBIX JTAOOpaTOpUii»;

— I'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «To4HOCTH (TMPaBMILHOCTH W
MPENU3HUOHHOCTh) METOJIOB U PE3YJIbTATOB U3MEPEHUIN»;

— PMI' 76-2014 «I'CU. BHyTpeHHHMII KOHTpOJb KayecTBa pe3yJbTaTOB KOJIUYECTBEHHOIO
XUMHUYECKOTO aHAIIN3a;

— PMI' 61-2010 «I'CH. Iloka3aTenu TOYHOCTH, NPaBUIBHOCTH, MNPEUU3UOHHOCTH METOJIUK
KOJMYECTBEHHOTO XMMUYECKOTO aHaIn3a. MeTO bl OLIEHKN;

— PMT" 54-2002 «I'CH. XapakTepHUCTUKH IPalyHpOBOUYHBIE CPEACTB U3MEPEHNI COCTaBa U CBOMCTB
BEIIIECTB W MaTepuajoB. MeToauKa BBIMOJTHEHUS W3MEPEHHH C HCIOJb30BAaHUEM CTaHIAAPTHBIX
00pasIoBy.

3. IlepuoaAMYHOCTD AKTYAIM3AalMH TEXHHMYECKON JOKYMEHTALMH HA CTaHAApTHBIA oOpasem:
HE peXe OJJHOTO pa3a B IATH JIET.

Homep 3k3emmisipa (maptum), aata BBINYCKAa: Ha HCIBITAHUA B IENIAX YTBEPXKACHUSA THIIA
IpeJCTaBJIeHbI SK3eMILIAPhI cTaHapTHOro odpasna naptuu Ne 01, BeimymeHHoi 15 ssaBaps 2025 T.
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IIpaBoobaanarennb

@®enepasibHOE  OroJKEeTHOE  yupexnaeHue «HaydHo-uccnenoBaTesbCKUil LEHTP IPUKIATHON
metpogorun — Poctect» (ODBY «HUILL IIM — Poctect»)

WHH 7727061249

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

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

E-mail: info@rostest.ru,

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

IpousBoauTenn

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

WHH 7727061249

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

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

E-mail: info@rostest.ru,

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

@denepallbHOE TOCYAAPCTBEHHOE OIOMKETHOE yupekaeHue «HarumoHanbHBIA HCCIeA0BaTEIbCKUI
IEHTP OSNUJICMUOJIOTHH W MHUKPOOHOJIOTUM WMEHH IodeTHOro akaaemuka H.®D. Tamamen»
MunucrepcTBa 3npaBooxpanenusi Poccuiickoit @enepauuu (OPI'bY «HULOM um. H.®. 'amanen»
Mumnznpasa Poccun)

NHH 7734013214
HOpuamaeckuii agpec: 123098, r. Mocksa, yi. ['amanewn, 1. 18
Anpec  (aKTHYECKOTO  MecTa OCYIIECTBIICHUS JIEATEIILHOCTH: 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

@denepanbHoe  OropkeTHOE yupexnaeHue «HaydHo-umcciaenoBaTenbCKUil LEHTp NpPUKIIaJHON
metposiorun — Pocrect» (ODBY «HUIL IIM — Poctect),

FOpunnuecknii anpec: 117418, r. MockBa, HaxumoBckuii np-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 MuTepuet: https://www.rostest.ru

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