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OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIIN OBPASELl COCTABA IIPEIIAPATA BAKTEPUU Vibrio
parahaemolyticus

Ha3HaueHue cTaHAapTHOrO 00pa3ua:

- XpaHEeHHE U Mepeada eIMHHUIbI BEIMYUHBI CYETHONW KOHIIEHTPAIIUH KOMIIOHEHTOB,;

- KOHTpOJIb TOYHOCTH pE3yJbTaTOB HM3MEPEHUM M aTTecTals METOJMK H3MEpPEHUH CueTHOH
KOHIIEeHTpaluu koMmoneHnToB (0akrepuii Vibrio parahaemolyticus);

- YCTaHOBJICHHE M KOHTPOJb CTAOMIBHOCTH I'paJyMpOBOYHOH (KannOpOBOYHON) XapaKTepUCTUKU
CPEACTB M3MEPEHUN NPU COOTBETCTBHUM METPOJIOTMYECKHX XAPAKTEPUCTHK CTAHAAPTHOTO oOpasma
TpeOOBaHUAM METOJIMKU U3MEPEHUI.

CO MOXeT MPUMEHSATHCS ISl TOBEPKH M KaTHMOPOBKH CPEICTB M3MEPEHHH NpPU YCIOBUU €Tro
COOTBETCTBUS 00513aTeJIbHBIM TPEOOBAHUSAM, YCTAHOBICHHBIM B METOAMKAX NOBEPKU U KaTUOPOBKU
CPENCTB U3MEPEHUN.

OO6nacTi SKOHOMHUKM U cdepbl IEATEIbHOCTH, TA€ IJIaHUPYETCs NPUMEHEHUE CTaHIapTHOI'O
o0pa3ma: 37paBOOXpaHECHUE, HAYYHO-HCCIIEOBATENbCKAS ICATEIIHOCTD, CyeOHO-MEIUIIMHCKAs U
cyneOHasi  SKCIepTH3a,  CaHAMMIHAI30p, JlabopaTopHas  JAMAarHOCTHKA,  OCYILIECTBICHHE
MEPONPUITHIA FOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa).

Onucanue craHAapTHOro ofpasma: Marepual CTaHIapTHOro oOpasla MpeacTaBiseT coOoi
npernapar (cycrnensuio) Oakrepuii Vibrio parahaemolyticus B ¢u3nonorndeckoM pacTBope ¢
nobasnerrem 10 %-0ro BOAHOTO pacTBopa rimmepuHa. Matepuan pacacosan mo 1,5 cm® B
IUTACTUKOBBIE KPHOMPOOUPKHU C 3aBHMHYMBAIOIIEHCS KPBIMIKOH, CBOOOJHOCTOAIINE, C 3TUKETKOM,
BMECTHMOCTBIO 2 cM°. Kpnompobupka momenieHa B KapTOHHBIH (YTIAP, YCTPOHCTBO KOTOPOTO
npenoxpanser CO 0T pe3KUX yIapoB U 3arpsi3HEHUs.

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

xommoneHToB (Gaxtepwuii Vibrio parahaemolyticus), 1/cm®.
Ta6nuunal-— HopMupoBaHHBIE METPOJIOTHYECKHE XapAKTEPUCTUKH

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

CuyerHas KOHIICHTpAanu-d
KoMIoHeHTOB (GaxTepwmii Vibrio or 110 1-10° e 6oree 35
parahaemolyticus)
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[IpocnexuBaemocTs arrecToBaHHOTO 3HaueHus CO K €IMHUIIEC BEJIMUYUHBI «CUETHAs] KOHLIEHTPALUs
KOMIIOHEHTa», Bocmpou3Bogumoi I'DT 163 T'ocymapCTBEHHBIM IMEPBUYHBIM ATAJOHOM €IMHUIL
JTUCTIEPCHBIX TapaMeTPOB a’dpo30Jieii, B3BECEW W MOPONIKOOOPAa3HBIX MaTepHaoB, oOecredeHa
MIPOBEICHUEM M3MEPEHUH II0 aTTeCTOBAHHOW METOJMKE W3MEPEHUN, IpeaycMaTpUBaIOIICH
npuMeHeHue nosepenHoro CH.

Cpoxk rognocTu 3x3emmsipa: 1 rox.

3HaK yTBep:KJAeHHS] THUINA: HAHOCAT TOTUTPAUUYECKHUM CIIOCOOOM B MPABBI BEPXHHUHA YroJ
NEPBOTO JIMCTa MACIOpTa CTAaHIAPTHOTO O0Opaslia U B BEPXHIOK YacTh TUKETKU CTaHIAPTHOTO
o0pasiia yTBepKJACHHOTO THUIIA.

KoMmiekTHOCTH cTaHaapTHOro o6pa3ma: oguH 3k3eMiuisip CO, CHaOKEHHBIA ITHUKETKOH H
nacroptoM, odopmiieHHbIMU B cOOTBeTCTBUU ¢ [[OCT P 8.691-2010 «I"CH. CtaHnmapTHbIe 00pa3Iibl
MaTepuainoB (BemiectB). ComepxaHue MacnopTOB U STUKETOK.

JIOKyMeHTbI, yCTAHABJIMBaIOIMe TPeOOBAHUSA K CTAHIapTHOMY 00pa3my:

1. HanmeHoBaHue U 0003HAYeHUE TEXHUYECKOH TOKYMEHTAIUH, 10 KOTOPOW BBINYIIEH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «Texnnyeckoe 3amaHue Ha pa3pabOTKy CTaHAApTHOrO obOpasla cocraBa mpemapara OakTepuid
Vibrio parahaemolyticus», yreepxxnennoe ®bY «HUL] IIM — Pocrect» 15 suBaps 2025 r.;

- «CranmapTHble 00pa3ipl coctaBa npenapara Oakrtepuii Vibrio parahaemolyticus. Texuuueckue
ycrnoBusi HEBT.418329.001-16TY»,  ytBepxkaennsie ®BY «HUILL [IM — Poctect» 15 sHBaps
2025,

- «CranmapTHbelii oOpaser; cocraBa mnpemapara Oaktepuii Vibrio parahaemolyticus. TIporpamma
ucnblTaHui B Lesx yrBepxkaeHus tuna PT-111M.16-705-2025», yrBepxknennas ObY «HULL [IM —
Pocrect» 15 suBaps 2025 r.;

- «[Iporpamma uCHBITAaHUN CEpUHHOrO MPOU3BOJCTBA CTaHAAPTHOrO oOpaslia cocTaBa Ipemnapara
Oaxrepuit Vibrio parahaemolyticus», ytBepxknaeHHas ®bY «HUIL[ IIM — Pocrect» 15 sHBaps
2025 r.

2. HaumeHoBaHue U 0003HAYEHHE JOKYMEHTOB, ONpeAe/SIOINX NPUMeHeHHe CTAHAAPTHOIO
o0pa3ua:

— T'OCT ISO/IEC 17025-2019 «O6mue TpeOOBaHHS K KOMIIETEHTHOCTH HCIBITATEIBHBIX H
KaJIMOPOBOYHBIX JJTAOOpaTOpUii»;

— I'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «To4HOCTh (TMPaBMILHOCTH W
NPELUU3NOHHOCTb) METOJIOB U PE3YJIbTaTOB U3MEPEHUI;

— PMI' 76-2014 «I'CU. BHyTpeHHHMIl KOHTpOJb KayecTBa pe3yJbTaTOB KOJIUYECTBEHHOIO
XUMHUYECKOTO aHallN3ay;

— PMI' 61-2010 «I'CH. Iloka3aTenu TOYHOCTH, NPABUIBHOCTH, MNPEUU3UOHHOCTH METOJUK
KOJINYECTBEHHOTO XUMHUYECKOTO aHAIIN3a. MEeTO/IbI OIIEHKNY;

— PMT" 54-2002 «I'CH. XapakTepHUCTUKH IpalyHpOBOUYHBIE CPEACTB U3MEPEHNI COCTaBa U CBOMCTB
BEIIECTB M MaTepuasioB. MeToaMKa BBHIMOJHEHUS] W3MEPEHHUH C WCIOJB30BAaHHEM CTaHIAPTHBIX
00pasIoBy.

3. IlepuoaAMYHOCTD AKTYAIM3AaLMH TEXHHMYECKON JOKYMEHTALMH HA CTaHAApTHBIA oOpasem:
HE peXe OJJHOTO pasa B IIATH JET.

Homep 3k3emmisipa (maptum), aara BBINYCKAa: Ha HCIBITAHUA B IENIAX YTBEPXKACHUSA THIIA
IpeJCTaBJIeHbI SK3eMILIAPhI cTaHapTHOro obpasna naptuu Ne 01, BeimymeHnHoi 15 saBaps 2025 1.
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IIpaBoodaanarenn

OenepanibHoe  OrOKETHOE  yupexkaeHue «HaydHo-uccinenoBaTeNbCKU LEHTP MPUKIIATHON
metpogoruu — Poctect» (ODBY «HUIL IIM — Poctect»)

WHH 7727061249

HOpuanueckuii agpec: 117418, r. Mocksa, HaxumoBckuii np-kr, a. 31

Anpec GpakTHUECKOTo MeCTa OCyIIeCTBICHH aAesTenbHocTh: 119361, . Mocksa, yi. O3epHast, 1.46
tein./dakc: (495) 437-55-77 | 437-56-66

E-mail: info@rostest.ru,

azapec B MatepHer: https://www.rostest.ru

IMpousBoaurtenn

OenepanibHoe  OrOKETHOE  yupexkaeHue «HaydHo-uccinenoBaTeNbCKUl LEHTP HPUKIIATHON
metposoruu — Poctect» (OBY «HULL IIM — Poctect»)

WHH 7727061249

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

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

E-mail: info@rostest.ru,

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

®denepanbHOE TOCYIApCTBEHHOE OIOKETHOE yupexiaeHue «HaunmoHambHBIN HCClIe0BATEIbCKUMA
LHEHTP SHUAEMHOJOIMM ¥ MHUKpPOOHOJIOIMM HMMEHU modeTHoro akaaemuka H.®. T[amanen»
Munuctepcrsa 3apaBooxpanenus Poccuiickoit @enepanun (OI'BY «HULOM um. H.®. N'amanen»
Mumnznpasa Poccun)

NHH 7734013214
HOpuamaeckuii agpec: 123098, r. Mocksa, yi1. '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 Mutepuer: https://gamaleya.org/

HcnbiTarebHBINA LEHTD

@®enepanbHOe  OroKeTHOE  yupexnaeHue «HayuHo-uccnenoBaTenbCKUil LEHTP MPUKIIATHON
metposiorun — Poctect» (DBY «HUIL TIM — Poctect»),

FOpuanueckuii agpec: 117418, r. Mocksa, HaxumoBckuii np-kr, a. 31

Anpec (axkTuyeckoro Mecra ocyuecTsieHus aesreabHocT: 119361, r. Mocksa, yi. O3zepHas, 1.46
ten./dakc: (495) 437-55-77 | 437-56-66

E-mail: info@rostest.ru,

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

VYHUKaIBHBIA HOMEp 3aIlucH B peecTpe akkpenuToBaHHbIx aury POCC RU.0001.310501.
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