YTBEPXXIEHO
npuka3oM denepalbHOrO areHTCTBa
10 TEXHUYECKOMY PETYJINPOBAHUIO

¥ METPOJIOTUN
OT «29 » asrycra 2025 r. No 1855

Juer Ne 1
Perucrpannonnsriii Ne 'CO 12928-2025 Bcero nuctoB 3

OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBI OBPA3EIl COCTABA TIPEIIAPATA BAKTEPUM epynnu:
KUULEYHBIX naioueK (Koaugopmot)

Ha3HaueHue cTaHAapTHOrO 00pa3ua:

- XpaHEeHHE U Nepejada eIMHUIbI BeIMYUHBI CYETHONW KOHIIEHTPALUK KOMIIOHEHTOB,;

- KOHTPOJIb TOYHOCTH pE3YyJIbTaTOB H3MEPEHHWH M aTTecTalusi METOJWK HW3MEPEHUH CUeTHON
KOHIIEHTPAIIUK KOMITOHEHTOB (0aKTEPHIl 2pynnbl KUUEUHBIX NATIOYEK (KOoaugdopmobl));

- YCTaHOBJICHHE M KOHTPOJIb CTa0MJIBHOCTH TPaTyHPOBOYHON (KAIMOPOBOYHON) XapaKTEPUCTHKH
CPEACTB M3MEPEHMH IMPHU COOTBETCTBUU METPOJOTMYECKUX XapaKTEPUCTUK CTaHIApTHOro obOpasia
TpeOOBaHUSAM METOIUKN U3MEPEHUH.

CO MOXeT NpUMEHATbCA A MOBEpPKM M KaTMOPOBKH CPEICTB H3MEPEHUIl NpH YCIOBUU €ro
COOTBETCTBUS 0053aTEIbHBIM TPEOOBAHUSAM, YCTAHOBJICHHBIM B METOJAMKAX MOBEPKU M KAITUOPOBKU
CpEeICTB U3MEPEHUH.

OO6nacTu ’KOHOMHKH U ChEPBI AeATETLHOCTH, T/Ie TNIAHUPYETCs IPUMEHEHUE CTaHAapTHOTO 0Opasia:
3paBOOXpaHEHHE, HAayYHO-UCCIEeI0BaTeIbCKas AEATENbHOCTh, CyA€OHO-MEIUIMHCKas U cyaeOHas
JKCIIEPTHU3a, CaHAMMJHAA30p, JabopaTopHas JMAarHOCTUKA, OCYILIECTBIEHHWE MEpONPUATUI
roCyJapCTBEHHOT'O KOHTpPOJIA (Haa30pa).

Onucanue CcTaHIAPTHOro o0pa3ua. MaTepuan CTaHAApTHOrO oOpas3la MpeicTaBiseT CcoOoi
npenapar OaKTepUil epynnvl KUWEUHbIX Nanoyek (Koaugopmel) B (HU3HOIOTUUECKOM PACTBOPE C
no6apneanemM 10 %-oro BOAHOTO pacTBOpa TimuepuHa. MaTepuan pacdacosan mo 1,5 cm® B
TUTACTHKOBBIE KPHUOMPOOUPKM € 3aBUHUYMBAIOMICHCS KPBIIIKOW, CBOOOAHOCTOSIIHNE, C JTUKETKOM,
BMECTHMOCTBIO 2 cM°. Kpuompobupka momemieHa B KapTOHHBIA (yTisp, YCTPOHCTBO KOTOPOTO
npenoxpanser CO OT pe3KuX y/apoB U 3arpsi3HEHUSI.

®opma BBIILYCKA: CEPUINHOE TPOU3BOJICTBO NEPUOAUUECKH MOBTOPSIIOIIUMUCS MAPTUSIMU.
MeTtpoJiornyeckne XapakTepUCTHKHU: aTTECTyeMas XapaKTepUCTHUKA - CYETHAas KOHUEHTpalMs

KOMIIOHEHTOB (6aKTepuii epynnsl Kutueunvix naiouex (konugopmot)), 1/em®.
Ta6nuinal-—HopmupoBaHHbIE METPOIOTHUECKHE XapAKTEPUCTHUKU

HanmeHnoBanue arrectyeMoi WNHTtepBan nomyckaemsIx Jlonyckaemple 3HaUEHUS
XapaKTEPUCTUKU aTTecToBaHHBIX 3HaueHui CO, pacUIMpEeHHOU
1lem® HeonpenaenenHoctu (K=2,
P=0,95), %

CueTHas KOHIIEHTPALM
KOMITOHEHTOB (OaKTepuii epynnui
KULUEYHBIX NANOYEK

(konughopmul))

or 1 mo 1-10° He 6oiee 35
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[IpocnexuBaemocTh arrectoBaHHOro 3HaueHUs CO K €IUMHUIIE BEIMYHUHBI «CUETHAs] KOHLIEHTpALUs
KOMIIOHEHTa», Bocmpou3Boaumoit ['DT 163 T'ocynapcTBEHHBIM NEPBUYHBIM STATIOHOM €IUHUII
JTUCTIEPCHBIX TIapaMETPOB a’po30Jiel, B3BeCel M MOPOIIKOOOPa3HBIX MaTepuaioB, obecredeHa
MPOBEJICHUEM U3MEPCHHM 1O aTTeCTOBAHHOW METOAMKE W3MEpPEHUH, IpeaycMaTpUBaIOIICH
npuMeHeHue nosepenHoro CH.

Cpoxk rognocTu 3x3emmsipa: 1 rox.

3HaK yTBep:KAeHUsl THIA: HAHOCAT NOJUTpagUIECKUM CII0cOOOM B MIPABBIil BEPXHHNA YroJl IEPBOTO
JMCTa Hacrnopra CTaHJApTHOro oOpasla M B BEPXHIOK 4YacTh ITMKETKM CTaHAApPTHOro obOpasua
YTBEPKACHHOIO TUIIA.

KoMmiekTHOCTh cTaHIapTHOro o6pa3ma: omuH d3k3eMusip CO, cHaOXKEHHBIM AITHKETKOW U
nacroptoM, opopmiieHHbIMU B cooTBeTcTBUH ¢ [[OCT P 8.691-2010 «I"CH. CranaaptHbie 00pa3iibl
MatepuanoB (BemectB). CoaepikaHue macmnopToOB U ATUKETOK.

JlOKyMeHTBI, yCTAaHABJIMBaOIMe TPeOOBAaHUA K CTaHIapTHOMY o0pa3ny:

1. HammeHoBaHue U 0003HAYeHHEe TEXHUYECKOH JTOKYMEHTAIMHU, 10 KOTOPOH BBINYILIECH WJIH
Oy/aeT BBINYCKAThCS CTaHAAPTHBIN o0pa3zen:

- «TexHnyeckoe 3ajaHMe Ha pa3pabOTKy CTaHJApTHOro obOpasla cocraBa Ipenapara OakTepuil
2pynnvl  KUWEYHblX naiouex (koaughopmol)», yrBepxkaeHHoe DBY «HUIL IIM — Pocrect» 15
sHBaps 2025 r.;

- «Cranmaptabie 00pa3ibl cOCTaBa Mpenapara OaKTepUul epynnsvl KUUEUHbIX NAN0YeK (Koaugopmol).
Texuuueckue ycnosuss HEBT.418329.001-15TVY», yreepxkaennsie ®bY «HUILL [IM — Poctect» 15
auBaps 2025 r.;

- «CranmapTHbeIi 00pasel] cocTaBa mperapara OaKTepuid epynnvl KUMEUHbIX NaloYeK (Koaugopmol).
[Iporpamma ucnbiTanuii B uensx yreepakaeHus tuna PT-11M.15-705-2025», yreepxkaennas @bY
«HUII IIM — Pocrect» 15 suBaps 2025 r.;

- «[Iporpamma ucHbpITaHUN CEpUHHOTO MPOU3BOJCTBA CTAaHAAPTHOrO oOpaslia cocTaBa Mpenapara
OaKTepuil epynnsl kKuweunvix naiouex (koaugopmot)», yreepxxaeHaas O®bY «HUILL [IM — Pocrect»
15 suBaps 2025 .

2. HaumeHoBaHue M 0003HaYeHHe JOKYMEHTOB, ONpelesilOIIMX NMPUMEHeHUe CTAHAAPTHOIO
o0pa3ua:

— T'OCT ISO/IEC 17025-2019 «OO0mme TpeOoBaHUsS K KOMIICTEHTHOCTH HCIBITATEILHBIX U
KaJTMOPOBOUYHBIX JTa00OpaTOpHii»;

— I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouyHOCTh (TMPaBMILHOCTH M
IIPELIU3MOHHOCTD ) METOJIOB U PE3YJIBTaTOB U3MEPEHUIN»;

- PMI' 76-2014 «I'CH. BHyTpeHHMI KOHTPOJb KadeCTBa pE3YJbTATOB KOJUYECTBEHHOIO
XUMHUYECKOT0 aHaJIn3a»;

— PMI' 61-2010 «I'CH. Iloka3aTenu TOYHOCTH, NPABUIBHOCTH, NPEUU3UOHHOCTH METOJIUK
KOJIMYECTBEHHOTO XMMHUYECKOI0 aHaJIU3a. MeTOoIbl OLIEHKNY;

— PMI" 54-2002 «I'CH. XapakTepUCTHKN I'palyHpOBOYHBIE CPEACTB U3MEPEHHUI COCTaBa U CBOWCTB
BEUIECTB U MaTepuaiaoB. MeToIuKa BBINOJHEHUS W3MEPEHHUH C MCIOJIb30BAHUEM CTAaHIAPTHBIX
00pasmoBy.

3. IleproOAMYHOCTH AKTYAJIU3AUUM TEXHUYECKON JOKYMEHTAIUU HA CTAHAAPTHLIA o0pasel: He
pexe OAHOTO pa3a B IATH JIET.

Homep s3k3emimuisipa (mapruu), Jara BBINYCKAa: HA MCHBITAHUS B LEISAX YTBEPXKACHUSA TUIA
IpeJICTaBICHbI K3EMIUISIPbI CTaHaapTHOTO o0pasna nmaptuu Ne 01, BeimyienHoi 15 suBaps 2025 r.
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IIpaBoodaanarenn

QenepanbHoe  OrojkeTHOE  yupexnaeHue «HaydHo-uccrnenoBaTeabCKUi IEHTP MPUKIAAHON
metposorun — Poctect» (ODBY «HUIL IIM — Poctect»)

WHH 7727061249

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

Anpec GpakTHUECKOro MecTa OCyIIecTBIeHH aesTenbHocTh: 119361, . Mocksa, yi. O3epHast, 1.46
tein./dakc: (495) 437-55-77 | 437-56-66

E-mail: info@rostest.ru,

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

IpousBoauTenn

@®enepasnibHoe  OrojpKeTHOE  yupexnaeHue «HaydHo-uccinenoBaTtenbCKUil LEHTP  MPUKIAAHON
merpogorun — Pocrect» (OBY «HULL IIM — Poctect»)

WHH 7727061249

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

Anpec (pakTHUECKOro MecTa ocyliecTBieHus 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;

@OenepallbHOE TOCYIApPCTBEHHOE OIO/DKETHOE yupexkaeHne «HanumoHanbHBIM HCCIea0BaTeNbCKU
HEHTP JNUAEMHOJOTMM M MHKPOOHMOJIOTHM HWMEHU TmodeTHoro akagemuka H.D. [amanen»
MunucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu (OPI'BY «HULOM um. H.®. N'amanen»
Mumnznpasa Poccun)

NHH 7734013214
KOpuamaeckuii agpec: 123098, r. Mocksa, yi. 'amanewn, 1. 18
Anpec  (akTudyeckoro - mecra OCYIIECTBIICHUS NEATEILHOCTH: 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/

HcnbiTarebHBIA LEHTD

OenepanpHoe  OroKeTHOE  yupexaeHue «HayuHo-mcclieoBaTeIbCKUM MEHTP  MPUKIATHOM
metposiorun — Poctect» (DBY «HUIL TIM — Poctect»),

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

Anpec (axkTuyeckoro Mecra ocyuecTsieHus aesrenabHocT: 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

YHUKaNbHBIN HOMEp 3aIKCH B peeﬁare aKKPEAMTOBAHHBIX JIMILL POCC RU.0001.310501.
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