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NacnopT

CTOHAQPTHbIM OBPA3EL, YTBEPXKAEHHOIO TMNA
FCO 11927-2022 MCO 2753:2022

MNaptmg Ne

HaumeHoBaHHe cTAHAGPTHOro o6pasua:

CTQHAQPTHbIM OBpAa3eL, COCTABA METADOPMMHA
TMAPOXAOPMAQ (MD3-043)

Homep CAS

1115-70-4 NH NH
MoAeKyASpHbIN BeC )j\ J-L _CHy
165,6268 L
MoAeKkyAspHas oopMyAd CHs
CsH1iNs- HCI HCl

Xumuyeckoe HasBaHue
N, N-AUMETUAMMUAAMKAPBOMMUMAANTMUMA, (B BUAE
TMAPOXAOPUMAQ)

HasHa4yeHue: KOHTPOAb  TOYHOCTU  PE3YALTATOB
M3MEPEHUM UM QATTECTALIMA  METOAMK  M3MEPEHUM
MQOCCOBOM AOAM METCPOPMUHA TUAPOXAOPUAC B
MATEPUAAAX U AEKAPCTBEHHBIX CPEACTBOX.
CTOHAQPTHbIM OBPA3ELL MOXET MCMNOAb30OBATLCSH AAS
YCTOHOBAEHMS " KOHTPOAS CTABUABHOCTH
rPAAYMPOBOYHOM (KOAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3IMEPEHUM npwu COOTBETCTBMM
METPOAOTMHECKMX  XAPAKTEPUCTUK  CTAHACQPTHOrO
0bpa3La TPEBOBAHUAM METOAMKMN U3MEPEHUM,

MeTpoAorm4yeckmue XapakTepUCTUKU:
ATTECTOBAHHO4 XAPAKTEPUCTMKA — MACCOBAA AOA4A
METAOPMMHA TMAPOXAOPUAC, %

ATTecToBaHHOE 3Ha4eHne CO, % 99,8

MPAHULbI 3HOYEHUI OTHOCUTEABHOM
NOrPEeLLHOCTM ATTECTOBAHHOTO 3HA4YeHms CO 1.0
(npwn P=0,95), +6 %

3HOYEeHWME OTHOCUTEABHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTU ATTECTOBAHHOIO 1.0
3HaveHus CO (npum P=0,95, k=2) U, %

OnucaHne CTAHAAPTHOro  obpasua: CTAHAQPTHbLIM
obpasel, MPEACTOBASET  cobou CyBCTAHLMIO
METAOOPMUHA  TMAPOXAORUAQ, OEABIM UMAM  MONTU
BEeAbIM [ KPUCTAAAMHECKMI MOPOLLIOK MAM KPUCTAAABI,
pPaACdACOBAHHbLIM MACCOM 250 MI BO COAQKOH M3
ctekAa 06bemom 10 cm3 C OBXKMMHBIM KOAMOYKOM.
PACKOH M ZIP-MOKET  CHAOXEHbI  STUKETKAMM,
OPOPMAEHHBIMM B COOTBETCTBUM C TPEBOBAHUAMM
FOCT P 8.621-2010. B zip-nakeT nomeLLeH dOAQKOH U
nacnopt akzemnaapa CO.

Cnoco6 onpeAeAeHus MeTPOAOrMYEeCKHUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
OTTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO 0bpasLa
YCTQHOBAEHO no PE3YABTATAM M3MEPEHMH,
MOAYYEHHBIM  C  MPUMMEHEHMEM  OTTECTOBOHHOM
METOAMKU U3MEPEHUM.

MeToAuKHU (METOADBI) U3BMEPEHUN, MPUMEHEHHBIE NPHU
YCTOQHOBAEHMM METPOAOTMHECKUX XAPAKTEPUCTUK

CcTaHAapTHoro obpasua:
MBM-NCO-7000-004-01

MACCOBOW AOAU OCHOBHOrO
OPraHUYECKMX COEAMHEHMSX,
OMMHOTPYMMNY  METOAOM  MOTEHLIMOMETPUYECKOTO
TUTPOBAHMSY, (cBnaeteabctBO 06 artrectauMm
METOAMKM M3MEPEHUM Ne253.0038/RA.RU.311866/2020).

YTBEpPXAEHME O MPOCAEXMBAEMOCTH:
MPOCAEXMBAEMOCTb QATTECTOBAHHOIO  3HAYEHMS K
EAMHULLE BEAMYMHBI AMOCCOBAS AOAS KOMMOHEHTAN,
BocnpomsBoaMMom 3T 176 [OCYAQPCTBEHHbIM
NEPBUYHbIM 3TAAOHOM EAMHULY MOCCOBOM
(MOASPHOM, OTOMHOM) AOAM M MACCOBOM (MOASPHOM)
KOHLLEHTPAUMM KOMIMOHEHTOB B >XMAKMX U TBEPAbIX
BELLLECTBAX U MATEPUAACX HA ocHoBe
KYAOHOMETPUM, obecneyeHa NOOBEAEHUEM
M3IMEPEHMIN MACCOBOW AOAM OCHOBHOIO BELLLECTBA
no QTTECTOBAHHOM METOAMKE U3MEPEHMH,
NPEAYCMOTOMBAIOLLLEN MPUMEHEHUE CTAHAQPTHOTO
006pa3La C YCTAHOBAEHHOM MPOCAEXMBAEMOCTbIO —
[CO 2216-81

AOMNOAHUTEAbHbIE CBEAEHMS

Pe3yAbTaTbl  UM3MEPEHUM, MNOAYYEHHBIE B
MNOATBEPXKAEHUA ATTECTOBAHHOIO 3HAYEHMS:

- NOTEPs B MACCE MNpm BbICYLLUMBAHMK — 0,16 %;
- MOCCOBAY AOAS CYAbGDATHOM 30AbI — 0,07 %;
- MOCCOBAS AOAR  OCTATOYHbIX  OPFrAHUYECKMX
pactsopuTeren — 0,02 %;

- MOCCOBQS AOAS POACTBEHHbIX Npumecen — 0,003 %.
NMoAAMHHOCTb MATEPUAAQ CTAHAQPTHOTO 0BpPA3LLa
NOATBEPXKAEHA METOAQMMU:

- MK-cnektpometpum (UK-Pypbe cnektpometp C
MPUCTOBKOM AAS HAPYLLEHHOrO MOAHOIO BHYTPEHHENO
OTPCXKEHMS)
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CTAHAQPTHBIM 0BpPa3eL, COCTABA METADOPMUHA TMAPOXAOPUAC
(M33-043)
CepTMdUUMPOBAHHDBIM CTAHACPTHBIM 0BpaseL,
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Naptna Ne

Mpow3ssoanTEAb: PIYT «(MOCKOBCKMIA SHAOKPUHHDBIM 3GBOA»

IOpuamkieckuin aapec: 109052, r.Mocksa, yA.HOBOXOXAOBCKAS, A.25, cTp.1

AAPEC OCYLLLECTBAEHUS AedTEABHOCTM: 111024, r.MOCKBQ, LL.DHTY31ACTOB, A.23, KOpn.2a
https://endopharm.ru/standard-sample/

+7(495) 234-61-92

Peaakuums: 01
ctp. 1m3 2

ru-rs@endopharm.ru



- BOXX  macc-cnektpomeTtpum (TaHAEMHDIM

KBOAPYMOAbHbIM MQCC-CMNEKTPOMETP, cnoco®
MOHM3ALMM — DAEKTpOCTpen (ESI))
: \
YcAaoBus CHATUS MACC-CMeKTpa MATEPUAAC
CTAHAQPTHOTO obpasua METAOOPMMHA
TMAPOXAOPMAQ
NapameTp BeAnyMHa
KoAoHka Zorbax Eclipse Pluse C-18
2, Tmm*50mm*1.8um
Temneparypa 40 °C
TEPMOCTATA KOAOHKM
CKOpOCTb MOTOKA 0,3 MA/MUH
Paza A 0,005M MmypaBbmHAs K-TQ
Pa3a b CHsCN

TCO npu3HOH B KAYECTBE MEXIOCYAQPCTBEHHOIO
CTaHAQpPTHOro obpasua (MCO) pewieHnem MIC ot
13.12.2022 npoTtokoAa Ne 62-2022, BHeCcéH B Peectp

MCO noa Ne 2753:2022 w1 AOMNyCKOETCH - K
NPUMEHEHMIO 6es3 OrPAHUYEHNI B:
A3epOanAXXAHCKOM Pecnybauke, Pecnybauke
Apmenus, Pecnybamke beaapych, Pecnybauke
KaszaxcrtaH, Pecnybamke Y36eKMCTaH.

MHCTPYKUUSA NO NPUMEHEHMUIO

Ob6uwme yKasaHus:

MNown  wmcnoAb3oBaHmM CO B KOAMYECTBEHHOM
XUMMYECKOM  CHOAM3E, ~ATTECTOBAHHOE  3HAYEHME

MCMOAB3YETCH (KAK ECTHY.
MNepea WMCNOAb30OBAHMEM CTAHAQPTHOFO 06pPA3LA
HEOBXOAMMO MNPOBEPUTD KOMMOAEKTHOCTb, YMOKOBKY,
HOAMYME MOPKMPOBKU U STUKETKM MYyTEM BHELLIHETO
OCMOTPA. YNAKOBKA CTAHAQPTHOTO OOPA3LLA AOAXKHC
ObITb TEPMETUYHOM. M HE MMETb MOBPEXAEHMUI. pK
MOBPEXAEHUN YNAKOBKM MAU OTCYTCTBMM STUKETKM MU
MOPKUPOBKM CTOHACPTHBINM OBPA3ELL HE MOXET ObITh
MCMOAb3OBAH.

CTOHAQPTHbIM OBPAa3eL, MOXET BbITb MCMOAB3OBAH AAS
UAEHTUAOUKALIMM  METCPOPMUHA  TMAPOXAOPUAQ
BXOASLLLETO B. COCTOB  AEKAPCTBEHHBIX CPEACTB W
MATEPUAAOB.

AAS NPEAOTBPALLLEHMS MOTAOLLLEHNS MaTeprarom CO
BAQIM M3 BO3AYXO HEOBXOAMMO MEPEA BCKPLITMEM
BBIAEPXXATh COAGKOH MPU KOMHATHOM TemnepaTtype
He meHee 30 MUHYT.

PAGKOH CO CTOHAOQPTHBIM OBPA3LLOM  BCKPbLIBAKOT

HEMOCPEACTBEHHO MEpPeA  MCMOAb3OBAHMEM. He
rAOPAHTUPYETCS  COXPAHEHWE  METPOAOTMHECKMX
XAPAKTEPUCTHK IK3emnaipa CO npu:

- HOPYLLUEHMU LLEAOCTHOCTU YNAKOBKM;

- MOBTOPHOM MUCMOAb3OBAHMM;

- UICTEKLLEM CPOKE FTOAHOCTM.

AGHHBIW CTAQHAAQPTHbIM o0Opasel, He sABAdeTCH
A€KAPCTBEHHbIM CPEACTBOM M HEe MNPEeAHA3Ha4eH

AAS ynoTpebAeHus 4HeAoBekoM. CTAHAAPTHbBIN
obpasel, NpPeAHA3sHAa4eH AAf  MAEHTUUKALMUM,
KOAMGPOBKM UM  KOAUYECTBEHHOTO OMPEeAEeAeHUA
CGHAAUTOB in vVilro B AHAAMTHMYECKMX M HAyYHO-
UCCAEAOBATEABCKUX LLEAAIX.

Mopsaok NpUMeHeHMUs: nEUMeHeHue
OCYLLIECTBASETCS B COOTBETCTBMM C MOAOXKEHUAMM
HOPMOTMBHbBIX AOKYMEHTOB, METOAMK M3MEPEHMUM,
npoueayp KOHTPOAS TOYHOCTU pPE3yAbTATOB
M3MEPEHMM, UBAOXKEHHBIX B METOAMUKAX M3MEPEHMM.
MpUroToBAEHME rPOAYMPOBOYHbIX PACTBOPOB
MOOBOAST B COOTBETCTBMM  C  MOAOXKEHMUSAMM
NMPUMEHSEMbBIX METOAMK U3MEPEHMUI.

NocAe BCKpbITUA ¢)AGKOHCI AQAbHeNLwee XpAHeHune
NMOBTOPHOE UCMOAbB3OBAHNE HE NOAAEXAT raApPaHTHUU.

YcaoBus TPAHCNOPTUPOBAHMS 7] XPAHEHMUS:
CTOHAQPTHBIM  OBPA3EL.  AOAKEH  XPAHMTLCA B
YNAKOBKE M3rOTOBUTEAS, B BEPTUKOABHOM MOAOXEHMM
oBeCcneymBaOLLMM MUHUMM3ALLMIO KOHTQOKTO
MATEPUAAQ CTAHACPTHOrO OOPA3LLA C MOBEPXHOCTHIO
KPBbILLIKM OAOKOHA, OTAEABHO OT MPOAYKTOB MUTAHMS, B
3ALLMULEHHOM OT MOMCACHUS MPSIMbIX COAHEYHBbIX
AY4EM  MeCcTe  Mnpu  Temnepartype  (2015) °C.
TpaHcnoptMpoBaHMe CO MOXET OCYLLECTBAITLCS
AOBBIM  BMAOM  TPAHCAOPTA nou  YCAOBMM
obecneyeHus COXPAHHOCTH YMOKOBKM CO,
NPEAOXPAHSIOLLLEN CcO oT MEXAHUNYECKMX
MOBPEXAEHMM U OMPOKMABIBAHMS,  3ATPI3HEHUM,
NOMNCAQHMS BAOTM WM KOHTOKTO C  ArpeCCHBHBIMM
CpeAaMU.

Tpe6oBaHua 6e3onacHoCcTU: ACQHHbLIM CTAHAQPTHbIN
obpaseLL He ABAIETCS AEKAPCTBEHHBIM CPEACTBOM M
HE MNPEAHO3HAYEH AAS YNOTPEDAEHMS YEAOBEKOM.
Mpu pabote CO  CTAHAOPTHbIM  OBPA3LOM
HEOBOXOAMMO MPUMEHITb CPEACTBA MHAMBUAYOABHOM
3ALLIMTEI  OPFQHOB  ABIXQHMS UM KOXHbIX MOKPOBOB.
Matepuan, B3aTbIM AAS AHOAM3A, MOCAE M3MEPEHMM
YTUAMZMPYETCA B COOTBETCTBMM C TPEBOOBAHUIMM,
YCTOHOBAEHHbBIMMK B AQBOPATOPMM.

KomnaekT nocTaBku: B zip-nakeT nomeLLeH doAQKOH
m nacnopt akdemnaspa CO.

CpoOK A€MUCTBUS YTBEPXXAEHHOTO TUNA CTAHAQPTHOIO
o6pasua Ao 19.05.2027

Maptra Ne 001 NPeACTOBAEHA K YTBEPXKAEHMIO TUMA
CTAHAQPTHOro 06pasLa.

AaTta Bbinycka: MNapTtmng Ne BbinyLLLEHA
CpPOK FrOAHOCTH: 2 TOAC

foAeH AO:
HavyaAbHMK OoTAEAd
MpPOWM3BOACTBA CTAHAQPTHbIX

obpasuos PryM «MoCKOBCKMM

SHAOKPUHHbIN 30BOAN MHULMOALI, PAMUAMA

M.T.

AOHHI:HZ nacnopTt moxer ObITb BOCMNPOM3BEAEH TOABKO MOAHOCTBLIO, AOBbIE H\/6AMKOHMM UAU HOCTUYHOE
BOCMNPOM3BEAEHME COAEPXAHWME NACNOPTA BO3MOXHbI TOABKO C MUCbMEHHOIO pa3speLleHms
npowussoamteas CO, BbIAGBLLIETO AQHHBIM NACMOPT.

CO 11927-2022 MCO 2753:2022 MNaptis Ne
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