QHOODAPM

fbeﬂepaanoe rocyoapcCrBeHHoe YHUTapHoe npeanpmdartme
«MOCKOBCKWIM 2HO,OKPMHHbDbIN 3aBoa»

NacnopT

CTAHAQPTHbIM OBPA3ELL, YTBEPXAEHHOMO TMNA
FCO 11926-2022 MCO 2752:2022

MNapTtna Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:

CTAHAQPTHbIM OBPA3ELL COCTABA METOMPOAOAQ
TapTpara (M33-042)

Homep CAS "o
56392-17-7 Vel AA
MoAeKyA[pHbIN BecC # -
684,8184
MoAeKyAspHas doopMyAd w A,

(Ci5H25sNO3)2 - CsHeOs M
XumMunyeckoe HasBaHUe
(2RS)-1-[4-(2-MeToKCUITUA)eHOKCH]-3-[ (MPpOonaH-2-
MA)OMUMHO]MPOMNAH-2-0Aa (2R,3R)-2,3-
ANTUAPOKCUBYTAHAMOQAT (2:1)

HasHa4yeHue: KOHTPOAb  TOYHOCTM  PE3YALTATOB
M3MEPEHMIM UM ATTECTALMA METOAMK M3MEPEHMM
MOCCOBOM  AOAM  METOMPOAOAQ  TAPTPATA B

AEKAPCTBEHHbIX CPEACTBAX M1 MATEPUMAACAX.
CTOHAQPTHbIM OBPA3ELL MOXET MCMOAb30OBATLCSH AAS

YCTOHOBAEHMSA " KOHTPOAS CTABUABHOCTH
rPAAYMPOBOYHOM (KOAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3IMEPEHUM npwu COOTBETCTBMM
METPOAOTMHECKMX  XAPAKTEPUCTUK  CTAHAQPTHOrO

00pa3La TPEOOBAHUAM METOAMKM U3MEPEHUM.

MeTpoAoruyeckue xapakTepUCTUKM:
ATTECTOBAHHAS XAPAKTEPUCTUKA — MACCOBAS AOAS
METOMNPOAOAQ TAPTPATA, %

AtrectoBaHHOe 3HaYeHne CO, % 99.5

IOAHULLBI 3HOYEHMIM ABCOAIOTHOM
NOrPEeLLHOCTM ATTECTOBAHHOTO 3HA4YeHMs CO 1.0
(npwn P=0,95), +6 %

3HO4YeHKe aBCOAIOTHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTU ATTECTOBAHHOIO 1.0
3HavyeHms CO (npu P=0,95, k=2) U, %

OnucaHne CTAHAQPTHOro obpasua: CTAOHAQPTHbIN
obpasel, MPEACTABASET cobom cybCcTaHuUMIO
METOMPOAOAQ TAPTPATA, KPUCTAAAMYECKMM MOPOLLIOK
6eAoro  UBeTa  UAM - OeCLBETHbIE  KPUCTOAAbI,
PACAACOBAHHBIM MACCOM 250 Mr BO COAQKOH M3
cTekAd 06beMoMm 10 M3 C OBXKMMHBIM KOATIQYKOM.,
PAQKOH M ZIP-MOAKET CHABGXEHbl  3TUKETKAMM,
OPOPMAEHHBIMM B COOTBETCTBUM C TPEBOBAHUAMM
FOCT P 8.691-2010. B zip-nakeT nomeLLeH dOAQKOH U
nacnopt aksemnaapa CO.

Cnocob6 onpeAeAeHus MeTPOAOTU4ECKHNX
XAPAKTEePUCTHK CTAHAGPTHOrO o6pasua:
ATTECTOBAHHOE 3HOYEHWE CTAHAQPTHOrO 00pPa3LLa
YCTAHOBAEHO no PE3YALTATAM M3MEPEHMUM,
MOAYYEHHBIM  C  TMPUMEHEHUMEM  OTTECTOBOHHOM
METOAMKMU U3MEPEHMI.

MeToAMKHN (METOADBI) U3BMEPEHUI, MPUMEHEHHbIE NPHU
YCTAQHOBAEHUU METPOAOTMHECKUX XAPAKTEPUCTUK
CTAHAQpPTHOro obpasua:
MBM-NCO-7000-004-01

MOCCOBOM AOAM OCHOBHOTO
OPraHUYECKMX COEAMHEHMSX, COAEPXKALLMX
OMUMHOTPYMMNY  METOAOM  MOTEHLIMOMETPUYECKOTO
TUTPOBAHMSY,  (CBMAETEALCTBO OB  QTTeCTaLMM
METOAMKM M3MmepeHMin Ne253.0038/RA.RU.311866/2020).

YTBEpXAEHME O NPOCAEXUBAEMOCTH:
MNMPOCAEXMBAEMOCTb ATTECTOBAHHOIO  3HAYEHMS K
EAMHULLE BEAMYMHBI (MACCOBAS AOAS KOMMOHEHTA),
Bocnpoussoammom 3T 176 TOCYAQPCTBEHHBIM
MEPBUYHBIM 3TAAOHOM EAMHUL, MOCCOBOM
(MOASPHOM, OTOMHOM) AOAUM M MACCOBOM (MOAIPHOM)
KOHLEHTPALMU KOMMOHEHTOB B >KMAKMX U TBEPAbIX
BELLLECTBAX U MATEPUAATX HQ OoCHoBe
KYAOHOMETPMM, obecneyeHa NPOBEAEHUEM
M3IMEPEHMM MACCOBOW AOAM OCHOBHOIO BELLLECTBA
no QTTECTOBAHHOM METOAMKE U3MEPEHUH,
NPEeAYCMATPMBAIOLLLEN MPUMEHEHME CTAHAOPTHOTO
06pa3La C YCTAHOBAEHHOM MPOCAEXMBAEMOCTbIO —
rCo 2216-81.

AONOAHUTEABHbIE CBEAEHMUS

Pe3yAbTaTbl  M3MEPEHUM, MNOAYYEHHbIE B
MOATBEPXKAEHUSA ATTECTOBAHHOIO 3HAYEHMS:

- NoTeps B Macce npu BbiICyLLMBAHmM — 0,02 %;
- MOCCOBQSt AOAS CYAbJPATHOM 30AbI — 0,1 %;

- MOCCOBQAY AOAS MOCTOPOHHUX Npumecen — 0,19 %.
MNMOAAMHHOCTb MATEPUAAQ CTAHAQPTHOTO 0BPA3LLT
MOATBEPXKAEHA METOAQMMU:

- MK-cnektpometpum (UK-Pypbe cnektpomeTp C
NPUCTABKOM AAl HOPYLLUEHHOIO MOAHOIO BHYTPEHHETO
OTPCXKEHMS)
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CTaHAQPTHbIM 0BPA3eL, COCTABA METOMPOAOAA TAPTPATa (M33-042)
CepTMAMLMPOBAHHBIM CTAHACPTHBIM 06paseL,

rCO 11926-2022 MCO 2752:2022

MpoussoanTeAb: PIYT «MOCKOBCKUIM SHAOKPUHHDBIN 3QBOA)
IOpuramdecknit aapec: 109052, r.Mocksa, yA.HoBoxoxaosckas, A.25, c1p.1
AApPEC OCYLLLECTBAEHUS AeaTeAbHOCTM: 111024, r. MOCKBQ, BH.TEP.I. MYHULIMMOABHbIN

Crp. 1132

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

Naptna Ne

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

ru-rs@endopharm.ru



YCAOBMS  CHSTMS  MACC-CMEKTPA  MATEPUAAC
CTAHAQPTHOrO 06PA3LLA METOMPOAOAC TAPTPATA

NapameTp BeAnymHa
HanmeHoBaHME MeTonpPOoAOAT TARTRAT
KoaoHka Zorbax Eclipse Pluse C-18

2, 1Tmm*50mm*1.8um
Temneparypa 40 °C
TEPMOCTATA KOAOHKM
CKOpOCTb MOTOKA 0,3 MA/MUH
Paza A 0,005M MmypaBbMHAS K-TO
Pasza b CHsCN

TCO npu3HOH B KAYECTBE MEXIOCYAQPCTBEHHOIO
CTAHAQPTHOrO obpasua (MCO) pewenHnem MIC or
13.12.2022 npotokoA Ne 62-2022, BHeCEéH B Peectp

MCO noa Ne 2752:2022 wu aonyckaetcs K
NPEUMEHEHMIO 6es3 OrPAHUYEHNI B:
A3epBaMAXKAHCKOM Pecnybauke, Pecnybauke
Apmenus, Pecnybamke bBeaapych, Pecnybauke
KaszaxcrtaH, Pecnybamke Y36eKMCTaH.

MHCTPYKUMA NO NPUMEHEHUIO

O6Lwue yKkasaHums:

Mon  UCNOAb3OBaHMM CO B KOAMYECTBEHHOM
XMMMYECKOM  COHOAM3E, QTTECTOBAHHOE 3HAYEHME

MCMOAB3YETCH (KAK ECTb).
lNepea MCNOAb30OBAHMEM CTAHAQPTHOrO 06pPA3LA
HEOBXOAMMO MPOBEPUTE KOMMAEKTHOCTb, YMOKOBKY,
HOAMYME MAPKMPOBKM M STUKETKM MyTEM BHELLIHETO
OCMOTPA. YNAKOBKA CTAHAQPRTHOTO 0B6PA3LLa AOAXKHA
ObITb TEPMETUYHOM U HE MMETb MOBPEXAEHUI. [PK
MOBPEXAEHUMU YNAKOBKM MAU OTCYTCTBMM STUKETKM U
MAPKMPOBKM CTOHAQPTHBIM OBPA3€eL, HE MOXET BbITb
MCMOABb3OBAH.

CTaHAQPTHBIM OBpPa3eL, MOXET OblTb MCMNOAB3OBAH AAS
UAEHTUCOUKALLMM METOMPOAOAC TapTpara,
BXOAJLLLErO B COCTOB AEKAPCTIBEHHLIX CPEACTB M
MOTEPUAAOB.

AAS NPEAOTBPALLLEHMS FOTAOLLLEHMS MaATEpUArom CO
BAQIM M3 BO3AYXA HEOBXOAMMO MEPEA BCKPbITMEM
BBIAEPXATh PAAKOH MPU KOMHOTHOM TEeMMepaType
He meHee 30 MUHYT.

PAAKOH CO CTOHAQPTHBIM OBPA3LLOM BCKPbLIBAKOT
HEMNOCPEACTBEHHO NEPEA MCMOAb3OBAHUEM.

MNCO He rTapaHTUPYET COXPAHEHME METPOAOTMYECKMX
XAPAKTEPUCTUK 3K3emnadpa CO npu:

-HOPYLLUEHUM LLEAOCTHOCTM YNAKOBKM;

-MOBTOPHOM UCTMOAB3OBOHMM;

-UCTEKLLEM CPOKE TOAHOCTH.

AQHHbBIH CTAHAAQPTHbIX oO6pasel, He sABAAETCS
A€KAPCTBEHHbIM CPEACTBOM U HE MNPEeAHA3HA4YeH
AA  ynoTpebAeHus 4eAoBekoM. CTAHAAPTHbIN
o6pasel, MNPEeAHA3sHA4YeH AAf  UMAEHTUUKALMUMK,
KAOAMOPOBKM U  KOAUMHECTBEHHOrO ONnpeAeAeHus
aHaAuToB in Vvilro B QHAAMTMYECKMX M HAYYHO-
MCCAEAOBATEAbCKUX LLEASAX.

Mopsaok NPUMEHEeHMUS: NPUMeEHeEHUe
OCYLLIECTBASIETCS B COOTBETCTBMM C MOAOXKEHMAMM
HOPMATUBHBIX AOKYMEHTOB, METOAMK U3MEPEHUM,

npoLLeAyp KOHTPOAS TOYHOCTH PE3YAbTATOB
M3MEPEHMIM, U3AOXKEHHBIX B METOAMKOX M3MEPEHUM.
MpUrotToBAEHUE MPAAYUPOBOYHBIX PACTBOPOB

MPOBOAST B COOTBETCTBMM  C
NMPUMEHAEMbBIX METOAMK U3MEPEHUI.
MocAe BCkpbITHA OAQKOHA AGABHENLLEE XPAHEHHUE U
NOBTOPHOE UCMOAb30OBAHUE HE MOAAEXAT FAPAHTUM.

MOAOXKEHUAMM

YcaoBus TPAHCNOPTUPOBAHMS 7 XPAHEHHUS:
CTaHAQPTHBIM ~ OBpAO3EL,  AOAKEH  XPOHUTLCA B
YNOKOBKE M3rOTOBUTEAS, B BEPTUKAABHOM MOAOXKEHUM
obecneymBaoLLMM MUHUMM3ALMIO KOHTQOKTQ
MATEPUAAA CTAHACPTHOTO OOPA3LLA C MOBEPXHOCTHIO
KPbILLKM OAQKOHA, OTAEABHO OT MPOAYKTOB MUTAHMS, B
3ALLMULEHHOM  OT MOMNAAQHUE MPSIMbIX COAHEYHBbIX
AY4EM  MecTe npu  Temnepatype  (2015) °C.
ToaHcnoptMpoBaHMe CO MOXET OCYLLECTBAITLCS
AMOOBIM  BMAOM  TPAHCMOPTA o YCAOBMM
obecneyeHms COXPAHHOCTH YTOKOBKM CO,
MPEeAOXPAHAOLLLEN CO ot MEXAHUNYECKMX
MOBPEXAEHMM M OMPOKMABIBAHWS,  3QTPI3HEHMN,
MOMAACQHMS BAQIM WM KOHTOKTQ C  QArpeCCUBHbIMM
CpeAaMU.

Tpeb6oBaHua 6esonacHocTu: AQHHbLIM CTOHAQPTHbIN
obpaseL, HE ABAIETCH AEKAPCTBEHHBIM CPEACTBOM M
HE MNPEAHO3HAYEH AAS YNOTREDOAEHMS YEAOBEKOM.
Npn  pabote  CcO  CTAHAOPTHbBIM  OBPA3LOM
HEOBOXOAMMO MPUMEHATL CPEACTBA MHAMBUAYOABHOM
30LLMTbl  OPFAHOB  ABIXAHMA U KOXHbIX MOKPOBOB.
MarepUuan, B3daTbIM. AAS AHOAM3A, MOCAE M3MEPEHUM
YTUAMZMPYETCA B COOTBETCTBMM C TPEBOBAHUIMM,
YCTAQHOBAEHHbBIMU B AQBOPATOP UM,

KoMnAeKT nocTaBku: B zip-nakeT nomeLeH doAAKOH
M nacnopt akdemnagpa CO.

CpOK AEUCTBUS YTBEPXXAEHHOIO TUNA CTAHAQPTHOrO
obpasua Ao 24.05.2027

MapTtna Ne 001 NpPeACTOBAEHA K YTBEPXAEHMIO TUMA
CTAHAQPTHOro 0bpasLa.

AaTta Bbinycka: MNapTtna Ne BbiNyLLLEHA
CPOK FOAHOCTH: 2 TOAQ

foAeH A0:
HOYOAbHUK OTAEAC NMPOOM3BOACTBA
CTAHAQPTHbIX  OBpa3uos  Pryrl

«MOCKOBCKMM 3HAOKpl/IHHbIl;I 30BOA) VHULLMOABI, PAMMAMSA

M.

AQHHbI NACNIOPT MOXET GbiTb BOCMPOU3BEAEH TOABKO MOAHOCTbHIO, AOBble NYBAMKALIMM MAM HOCTUYHOE
BOCMNPOM3BEAEHUE COAEPXAHMA NACNOPTA BO3MOXHbI TOABKO C TMUCbMEHHOIo paspeLleH1s
npoussoanTeas CO, BbIAGBLLETNO AGHHbIA NACTOPT.

FCO 11926-2022 MCO 2752:2022 MNapTia Ne
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