QHOODAPM

denepansHoe rocyaapcTBEHHOE YHUTapHoe Npeanpusatmie

«MOCKOBCKMI SHOOKPWHHbIW 3aBoa»

NacnopT

CTAHAQPTHbIM OBPA3ELL, YTBEPXAEHHOTO TMNA
rCO 11981-2022 MCO 2795:2023

MNapTtng Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTaHAQPTHBIM OBpa3eLl, COCTAOBA AEKCKETONPOdOEHA
(aekckeTonpodbeHa TpomeTamona) (M33-063)

Homep CAS
156604-79-4
MoAeKyASPHbIN BEC

375,4185 r/MmOAb ' -
MoAeKyAspHas doopMyAd m
CisH1403- CsH11NO3 O O '

Xumuyeckoe HasBaHue
(2S)-2-(3-beH30MACDEHUA)NPONAHOAT 2-0MUHO-2-
(TMAPOKCUMETUA)MPOMNAH-1,3-AMOAQ

HasHayeHne: KOHTPOAb  TOYHOCTU  PE3YABTATOB
U3MEPEHUN U  ATTECTALMS, BAAMAQLMA  METOAMK
M3IMEPEHMN MOACCOBOM AOAM  AEKCKETONMpPOodOeHa
TPOMETAMOAD B  MATEPUAACAX M  AEKAPCTBEHHbIX
CPEACTBOX.

CTaHAQPTHBIM OBPA3EL, MOXET MCMOAb30OBATLCH AAS:
- YCTAHOBAEHMS U KOHTPOAS CTABUABHOCTH
rOAAYMPOBOYHOM (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEeACTB U3IMEPEHUM npwu COOTBETCTBMM
METPOAOTHMYECKMX  XAPOAKTEPUCTUMK  CTAHAQPTHOrO
0bpa3La TPEBOBAHUAM METOAMKMN U3MEPEHUM;

- KOAMOPOBKM CPEACTB M3MEPEHMU MPU  YCAOBKMM
COOTBETCTBMS TPEDOOBAHMAM METOAMK KAAMOPOBKM.

MeTpoAoruyeckue xapakTepUCTUKHK:
ATTECTOBAHHAS XAPOKTEPUCTUKA — MACCOBAN AOAS
AEKCKEeTONPOdoeHa TPOMETAMOAT, %

ATTecToBAHHOE 3HAYeHne CO, % 99.8

IOAHULLBI 3HOYEHWI OTHOCUTEABHOM
MOrPEeLLHOCTM ATTECTOBAHHOTO 3HA4YeHMs CO 1,0
(npu P=0,95), +6 %

3HAYEHME OTHOCUTEABHOM PACLLIMPEHHOM
HEOMPEAEAEHHOCTU ATTECTOBAHHOIO 1,0
3HaYeHus. CO (mpu P=0,95, k=2) U, %

OnucaHMe CTAHAQPTHOro o6pasud: CTAHAGPTHbIM

obpasel,  MpeAcTaBAseT  cobom CyBCTaHLMIO
AEKCKETOMPOdOEHO TPOMETAMOAQ, BEAbIM MAM MOYTH
©eAbin KPUCTOAAMHECKMIA NOPOLLIOK,

pPacdACOBAHHbIM maccom 200 Mr BO COAOQKOH M3
CTEKAQ 0ObEMOM 10 CM3 C OOXKMMHBIM KOAMOYKOM.

MeToANKHN (MeTOAbI) U3MEPEHUI, MPUMEHEHHbIE NpPHU
YCTAHOBAEHUU METPOAOTMHECKUX XAPAKTEPMUCTUK
CTAHAQpPTHOro obpasua:

MBU-TICO-010 «MeToAMKO M3MEPEHMM MACCOBOM
AOAM  OCHOBHOMO BELLLEeCTBA PAPMAKOAOTMYECKM
OKTUBHBIX M BCMOMOTOTEAbHbBIX BELLECTB METOAOM
KMCAOTHO-OCHOBHOTO TUTPOBAHMS B BOAHOM M BOAHO-
CNUPTOBOM CPEAEN (CBMAETEABCTBO OO QTTECTALMM
METOAMKM M3MmepeHmMin Ne253.0072/RA.RU.311866/2022).

YTBEpXAEHME O NPOCAEXUBAEMOCTH:
MNMPOCAEXMBAEMOCTb ATTECTOBAHHOIO  3HAYEHMS K
EAMHULLE BEAMYMHBI (MACCOBAS AOAS KOMMOHEHTA),
BoCcnpousBoammom I3T 176  TOCYAQPCTBEHHbIM
MEPBUYHBIM 3TAAOHOM EAMHULL MOCCOBOM
(MOASPHOM, OTOMHOM) AOAM M MACCOBOM (MOASPHOM)
KOHLLEHTPALMKM KOMIMOHEHTOB B >XMAKMX M TBEPAbIX
BELLLeCTBAX " MATEPUAAOX Ha ocHoBe
KYAOHOMETPMWM, obecneyeHa NMPOBEAEHNEM
M3IMEPEHMIM MACCOBOM AOAM OCHOBHOIO BELLLECTBA
no ATTECTOBAHHOM METOAMKE M3IMEPEHUN,
NPEAYCMATPMBAIOLLLEN MPUMEHEHUE CTAHACQPTHOrO
0Bpa3LA C YCTAHOBAEHHOM MPOCAEXMBAEMOCTbIO —
rCO 2216-81

AOMNOAHUTEAbHbIE CBEAEHMSA:

Pe3yAbTOTbl  M3MEPEHMM, MNOAYYEHHbIE B
MOATBEPXKAEHMS ATTECTOBAHHOIO 3HAYEHMS:
- MOTEPA'B MACCE MNpm BbiICYLLUMBAHUM — 0,05 %;
- MOCCOBQAS AOAS CYAbJDATHOM 30AbI — 0,05 %;
= OCTATOYHblE OpraHuyeckme pactsoputean — 0,03 %;

- MAOCCOBQS AOAS POACTBEHHBIX Npumecen — 0,03 %.
NMOAAMHHOCTb MATEPUAAQ CTAOHAQPTHOTO 06pa3LLa
NOATBEPXKAEHA METOACMMU:

- UK-cnektpometpun  (MK-Pypbe cnektpometp ¢
NPUCTOBKOM AAS HAPYLLUEHHOrO MOAHOIO BHYTPEHHETO
OTPOXKEHMS)

PAMKAX

BOXX MOACC-CMEKTPOMETPUM (TAHAEMHbBIM

PAAKOH M Zip-I'IOKeT CHABGXXeHbI OTUKETKAMMU, KBOApyI’IO/\beIl;I N\OCC-(EI'IeKTpON\eTp, cnoco6
OGPOPMAEHHbBIMM B COOTBETCTBMM C TpeGosamamu OHM3ALMM — SaekTpocnpen (ESI)
FOCT P 8.691-2010. B zip-nakeT nomeLleH dOAQKOH M
nacnoprt ak3emnaapa CO.
Cnoco6 onpeAeAeHus MEeTPOAOrMYECKHUX
XAPAKTePUCTUK CTAHAQPTHOro 06p03L|.01
AaTTeCcTtoBaAHHOE 3HA4YeHune CTAHAQPTHOIO O6DO3LLO |
YCTAHOBAEHO no PE3YABTATAM M3MepeHl/ll;I, f
MOAYHEHHbIM C I'IE)MMeHeHMeM ATTECTOBAHHOM i I \| [
METOAUNKU MIMEPEHMN.
CTaHAQPTHBIM 0BpPa3eL, COCTABA AEKCKETONPOdOEHA (AeKCKeTonpodoeHa MNpowussoanTeAb: PrYIM «MOCKOBCKMIA SHAOKPUHHBIM 3ABOAN
TpomeTamona) (M33-063) IOpuandeckmin aapec: 109052, .MOCKBA, BH.TEP.I. MYHULIMMAAbHbIN OKPYT Peaakum: 01
CepTMAMLMPOBAHHBIM CTAHACPTHBIM 0BpaseL, Huxeropoackui, yA. HoBoxoxaoBckas, A.25, ctp.1 . crp. 1w 2
AAPEC OCYLLLECTBAEHUS AeaTeAbHOCTM: 111024, r. MOCKBQ, BH.TEP.I. MYHULLUMOABbHbIN

rCO 11981-2022 MCO 2795:2023

okpyr CokoanHas Fropa, ya. AabopatopHas, A.12, c1p. 2

Naptna Ne

https://endopharm.ru/standard-sample/
+7(495) 234-61-92

ru-rs@endopharm.ru




YCAOBUS CHATUSA MACC-CMeKTpa MATEPUAAC
CTAHAQPTHOTO obpasLa AEKCKeTonpodoeHa
TPOMETAMOAQ
MNapameTp BeAnuunHa
KoaoHka Zorbax Eclipse Pluse C-18
2. 1mm*50mm*1.8um
Temneparypa 40 °C

TEPMOCTATA KOAOHKM
CKOpOCTb MOTOKA
Paza A 0,005M MmypaBbMHAS K-TO
Pasa b ALLETOHUTPUA

TCO npum3HOH B KAYECTBE MEXIOCYAQPCTBEHHOIO

CTaHAQpPTHOro obpasua (MCO) pelwueHnem MIC ot

28.06.2023 npoTtokoA Ne 63-2023, BHeCEH B Peectp

MCO noa Ne 27952023 wu aonyckaetrcs K

npumeHeHuio ©6e3  orpaHudeHut B: Pecnybauke

AsenbapaxaH, Pecnybamke Apmenus, Pecnybamke

0,3 cM3/MUHH

beanapycbh, Pecnybamke KasoxctaH, Pecnybauvke
TAAXKMKMCTAH, Pecnybamke Y30ekUCTaH.

MHCTPYKUMA NO NPUMEHEHUIO

O6Lwue yKasaHus:

Mo mcnoab3oBaHmMM CO B KOAMYECTBEHHOM
XMMMYECKOM  COHOAM3E, QTTECTOBAHHOE 3HAYEHME

MCMOAb3YETCH (KAK €CTbY.
MNepeA WMCMNOAb3OBAHMEM CTAHAQPTHOrO OBpPA3LC
HEOBXOAMMO MPOBEPUTE KOMMAEKTHOCTb, YMOKOBKY,
HOAMYME MAPKMPOBKM M STUKETKM MyTEM BHELLIHETO
OCMOTPA. YNMOAKOBKA CTAHAQPRTHOrO 00pasL.a AOAXKHA
OblTb TEPMETUHHOM U HE MMETb MOBPEXAEHUM. [1oKn
MOBPEXAEHUM YNAKOBKM MAMU OTCYTCTBMM STUKETKM U
MOPKMPOBKM CTAHACQPTHBIM 0Bpa3eL, HE MOXET BbITb
MCMOAb3OBAH.

YKa3aHHOE HA3HOYeHUe He OrPaHUYMBAET
npumeHeHne CO AA9 APYTUX LLEAEM, MPU YCAOBMMU
COOTBETCTBMA €r0  XAPAKTEPUCTUK  TPEBOBAHUAM
APYTUX U3MEPUTEABHBIX U METPOAOTMHECKMX
nPoLLEeAYp.

CTOHAQPTHBIN OBPA3ELL MOXET BbITb MCMTOAL3OBAH AAS
MAEHTUAOUKALIMM AEKCKETONPOJOEHA TPOMETAMOAQ,
BXOAALLLEIO B COCTOB AEKAPCIBEHHbLIX CPEACTB U
MOTEPUTAOB.

AAS NPEAOTBPALLLEHMS ANOTAOLLLEHMA MaATeprarom CO
BAQTM M3 BO3AYXQ HEOBXOAMMO MEPEA BCKPLITMEM
BbIAEPXXATh CDAGKOH MPW KOMHATHOM TemnepaTtype
He meHee 30 MUHYT.

PAGKOH CO CTOHAOPTHBIM OBPA3LLOM BCKPbLIBAIOT
HEMOCPEACTBEHHO MEPEeA MCMOAb3OBAHMEM. He
rapaHTUpyeTcs COXPAHEHWE  METPOAOTMHECKMX
XAPAKTEPUCTUK 3K3emnagpa CO npwm:

- HOPYLUEHMU LLEAOCTHOCTU YNAKOBKM;

- MOBTOPHOM MCMOAB3OBAHMM;

- UICTEKLLIEM CPOKE TOAHOCTM.

AQHHbIK CTAHAAQPTHbIM oO6pasel, He sABAAETCH
A€KAPCTBEHHbIM CPEACTBOM M He MNpPeAHAasHa4eH
AAS  ynoTpebAeHus 4HeAoBekoM. CTAHAAPTHbIN
o6pasel, TMPeAHA3sHA4YeH AAS  MAEHTUUKALMM,
KaGAMOPOBKM M  KOAUMHECTBEHHOTO OMNMPEAEAEeHMS
QHAAMTOB in Vilro B QHAAMTMHECKMX U HAYYHO-
MCCAEAOBATEABCKUX LLEAAIX.

Mopsaok NpPUMEHEeHMUs: NPUMEHEHUE
OCYLLLECTBASETC B COOTBETCTBUM C MOAOXKEHUAMM
HOPMATUBHBIX AOKYMEHTOB, METOAMK U3MEPEHUM,
NMPOLLEAYP KOHTPOAS TOYHOCTH PE3YAbTATOB

M3IMEPEHUM, U3AOXKEHHBIX B METOAMKAX M3MEPEHUM.
MpurotoBaeHMe TPAAYMPOBOYHbIX PACTBOPOB
MPOBOAAT B COOTBETCTBMM  C  MOAOXKEHUAMM
NPUMEHAEMbBIX METOAMK M3IMEPEHUN.

Mocae BCKPbITUSA CbACIKOHG AGAbHeﬁI.IJee XpAaHeHune u
NMOBTOPHOE UCNOAb3OBAHUE HE NMOAAEXAT rapaHTUU.

YcaoBus TPAHCNOPTUPOBAHMS 7 XPAHEHMUS:
CTaHAQPTHBIM  OBpAa3EL,  AOAKEH  XPOHUTLCA B
YNOKOBKE M3rOTOBUTEAS, B BEPTUKAABHOM MOAOXKEHUM
obecneymBatoLLLEM MUHUMM3ALMIO KOHTOKTQ
MATEPUAAA CTAHACPTHOTO 0OPA3LLA C MOBEPXHOCTHIO
KPbILLKM OAQKOHA, OTAEABHO OT MPOAYKTOB MUTAHMS, B
3ALLMULEHHOM  OT MOMNAAQHUS MPIMbIX COAHEYHBIX

AYYEM  MECcTe npu  TemMmeparype (20£5)°C.
TpaHcnoptmposaHe CO MOXET  OCYLLECTBAITLCS
AMODBIM  BUMAOM  TpAHCMOPTA npeu  YCAOBMM
obecneyeHms COXPAHHOCTH YTMOKOBKM CO,
MPEAOXPAHAOLLLEN CO ot MEXAHUYECKMX
MOBPEXAEHUMM <~ M OMNPOKMABIBAHWMSA,  3ArPSI3HEHUN,
MOMAAQHMS BAQTM WM KOHTOKTG C QrpPeCCMBHbBIMM
CPEeAAMU.

Tpe6oBaHua 6e3onacHocTu: ACHHbLIM CTOHAQPTHbIN
obpaseL, HE ABAIETCH AEKAPCTBEHHBIM CPEACTBOM M
HE MPEAHO3HAYEH AAS YNOTPEBAEHMS YEAOBEKOM.
Mpu pabote  CO  CIAHAQPTHbIM  OBPA3LLOM
HEOBXOAMMO-MPUMEHATL CPEACTBA MHAMBUAYAALHOM
30LLUMTbI. OPFOHOB.  AbIXOHMA M KOXHbIX MOKPOBOB.
Martepuan, B3daTbIM AAS AHOAM3A, MOCAE M3MEPEHUM
YTUAMZMPYETCA B COOTBETCTBMM C TPEBOBAHUAMM,
YCTAHOBAEHHbBIMU B AQBOPATOP UM,

KomMnAekT nocTaBku: B zip-nakeT nomeLeH doAAKOH
m nacnopt aksemnagpa CO.

Cpok AeUCTBUA YTBEPXKAEHHOFO TUNA CTAHAGPTHOrO
obpasua Ao 06.10.2027

Maptra Ne 001 NPEACTABAEHA K YTBEPXKAEHMIO TMMNA
CTAHAQPTHOrO obpasua.

AaTta Bbinycka: MNapTtmna Ne BbiNyLLLEHA

CpOK roAHOCTU: 2 roAQ

foAeH Ao:

HO4YaOABHMK OTAEAQ MPOU3BOACTBA

CTAHAQPTHBIX OB6PA3LLOB

Py «MoOCKOBCKMM IHAOKPUHHbIN

30BOAY MHULMAABI, PAMMAMA

M.IM.

AGHHbH;i nacnopTt Moxet ObITb BOCNPOM3BEAEH TOABKO MOAHOCTbLIO, AOBbIe I'I\/6AMKC||J.MM AU HOCTUYHOE
BOCMNPOM3BEAEHME COAEPXAHWE NACNOPTA BO3MOXHbI TOABKO C MMCbMEHHOIO paspelleHms
npowussoamteas CO, BbIAGBLLIETO AQHHBIM NACMOPT.
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