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OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBI OBPA3BEI] COCTABA TIPEIIAPATA BAKTEPUII Clostridium
perfringens

Ha3HaueHue cTaHAapTHOrO 00pa3ua:

- XpaHEeHHE U Nepeada eIMHUIbI BeIMYUHBI CYETHONW KOHIIEHTPALUK KOMIIOHEHTOB,;

- KOHTpOJIb TOYHOCTH pPE3yJbTaTOB HM3MEPEHHH M aTTecTals METOIMK H3MEPEHUH CUeTHON
KOHIIEHTparuu koMoneHnToB (0akrepuii Clostridium perfringens);

- YCTaHOBJICHHE M KOHTPOJb CTAOMIHHOCTH 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 TPEOOBAHUSAM, 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,  CaHAMHMIHAI30p, JlabopaTopHas  JAMAarHOCTHKA,  OCYIIECTBIICHHE
MEpONPHUATHIA TOCYIapCTBEHHOTO KOHTPOJIA (Haa30pa).

Onucanme CTaHAAPTHOrO o0pa3ma: Marepuan CTaHAApTHOro oOpasla MpeACTaBIseT COOOM
npenapar 6akrepuii Clostridium perfringens B ¢pusnosnorudeckom pactBope ¢ godasienrem 10 %-
Or0 BOJHOTO pacTBOpa TimuepuHa. Matepuan pachacopan mo 1,5 cm® B mmacTukoBbIe
KpUONPOOUPKHU € 3aBUHYMBAIOIIEHCS KPBILIKOM, CBOOOIHOCTOSINE, C ITUKETKOM, BMECTUMOCTBIO
2 cM®. KpuompoGupka ToMelieHa B KapTOHHBIHA (yTisp, yCTpoiicTBO KoToporo mpegoxpanser CO

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

kommoneHToB (6axrepwuii Clostridium perfringens), 1/cm>.
Ta6numa 1-—HopmupoBaHHBIE METPOIOTHUECKHUE XapaKTEPUCTUKHI

HanmeHnoBanue arrectyeMoit HNHTtepBan nomyckaemsIx JlomyckaeMbIX 3Ha4EHMI
XapaKTEPUCTUKU aTTecToBaHHBIX 3HaueHui CO, pacLIMpEHHOU
1lem® HeonpeneneHHoctu (k=2,
P=0,95), %

CuerHas KOHIICHTpAanu-d
KOMITOHEHTOB (6aKTepHit or 110 1-10° He 6omnee 35
Clostridium perfringens)
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[IpocnexuBaemMocTh arrecTOBaHHOTO 3HaueHns CO K €IMHNIIE BEIMYHUHBI «CUETHAs] KOHLIEHTpaLUs
KOMIIOHEHTay», Boclpou3BoauMoil I'DOT 163 T'ocynapcTBEHHBIM NEPBUYHBIM 3TaJOHOM E€AMHHIL
JTUCIIEPCHBIX MapaMeTpoB a’po30Jieil, B3BeCel W MOPOUIKOOOPa3HBIX MaTepHuajoB, oOecredeHa
MPOBEICHUEM HW3MEPEHUM MO AaTTECTOBAHHOW METOJMKE HW3MEPEHHM, NpPeayCMaTPUBAIOLIEH
npuMeHenue nopepeHnoro CH.

Cpok rogHocTH 3K3eMIIsipa: 1 ros.

3HaK yTBepsKJAeHUS THUINA: HAHOCAT MNOJUTpadUUYEcCKUM 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 MacmopTOB U ATHKETOK.

JIOKyMeHTbI, yCTAHABJIMBaIOIMe TPeOOBAHUSA K CTAHIapTHOMY 00pa3my:

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

- «Texnuueckoe 3amaHue Ha pa3pabOTKy CTaHIapTHOro oOpasma cocTaBa OakTepuid»,
yrBepxkaenHoe ObY «HUILL IIM — Poctect» 15 ssuBaps 2025 r.;

- «CranmaptHbie 00pasipl coctaBa mpenapara Oaktepuit Clostridium perfringens. Texuuueckue
ycnoBust HEBT.418329.001-11TY», yrBepxknennsie DOBY «HUL[ IIM — Poctect» 15 suBaps
2025 r.;

- «CranmaptHbiii oOpaser cocraBa mpemapara Oaktepuit Clostridium perfringens. IIporpamma
ucnblTaHui B Hesx yreepxkaenus tuna PT-I1M.11-705-2025», yrBepxknennas ©bY «HULL [IM —
Pocrect» 15 suBaps 2025 r.;

- «[Iporpamma uCHBITAaHUN CEpUHHOrO MPOM3BOJCTBA CTAaHAAPTHOrO oOpaslia cocTaBa INpemnapara
6axrepuit Clostridium perfringens», yrsepxxaennas ®bY «HUL] [IM — Pocrect» 15 suBaps 2025 r.
2. HaumeHoBaHue U 0003HAYeHHE JOKYMEHTOB, ONpeAe/SIOIUX NPUMeHeHHe CTAHAAPTHOIO
o0pa3ua:

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

— T'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «TouHOCTh (MpaBWIBHOCTH U
MPELU3UOHHOCTD) METOJIOB U PE3YJIbTaTOB U3MEPEHUI»;

— PMI' 76-2014 «I'CU. BHyTpeHHHMII KOHTpOJb KayecTBa pe3yJbTaTOB KOJIUYECTBEHHOIO
XMMHUYECKOTO aHaIN3ay;

— PMI' 61-2010 «I'CU. Tloka3zaTenun TOYHOCTH, NPABUIBHOCTH, NPEHU3HOHHOCTH METOUK
KOJINYECTBEHHOT'O XUMHUYECKOT0 aHaJIn3a. MeTOo/Ibl OLIEHKNY;

— PMT" 54-2002 «I'CH. XapakTepHUCTUKH I'PalyHpOBOYHBIE CPEACTB U3MEPEHNUI COCTaBa U CBOMCTB
BEIIECTB U MaTepuaaoB. MeTo/MKa BBIIOJHEHUS M3MEPEHUH C HCIOJb30BAaHUEM CTaHIAPTHBIX
00pasIoBy.

3. IlepuoaAMYHOCTD AKTYAIU3AaLMH TEXHHMYECKON JOKYMEHTALMH HA CTaHAApTHBIA oOpasem:
HE peXe OJJHOTO pa3a B IIATH JET.

Homep 3k3emmisipa (maptum), aara BBINYCKAa: Ha HCIBITAHUA B LENAX YTBEPXKACHUS THUIIA
IpeJCTaBIIeHbI SK3eMIUIPhI cTaHaapTHoro odpasma naptuu Ne 01, BeimymenHoi 15 ssaBaps 2025 .
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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 (hakTHUUeCKOro 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;

®enepallbHOE TOCYAAPCTBEHHOE OIOMKETHOE yupekaeHue «HaruroHanbHBIA HCCIea0BaTEIbCKUI
[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, 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 MuaTepuet: https://www.rostest.ru

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