QHOODAPM

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

NacnopT

CTOHAQPTHBIM OBpPa3eLL YTBEPXKAEHHOTO TMMNA
FCO 12487-2024

Naptma Ne

HaumeHoBOHME CTAHAAQPTHOro o6pasua:
CTaHAQPTHBIM  OBpa3el, COCTABA  AAOTAMMTUHA
6eH3oata (M33-133)

Homep CAS fL
850649-62-6 U Lk,
MoAeKkyAsipHbIN BeC

461,51 Da v
MoaekyAsipHas coopMyAaa "
C25H27N504 5
Xumuyeckoe HassaHue
2-[[6-[(3R)-3-ammHONMNEPUANH-1-MA]-3-METUA-2,4-
ANOKCOMUPUMUAMH-T-UA] METUA]OEHIOHUTPUA
6eH3oar

Ha3sHayeHue: KOHTPOAb TOYHOCTM PE3YALTATOB
M3IMEPEHUIM U ATTECTALMS, BAAMAOLMG METOAMK
M3IMEPEHUM  MOCCOBOM  AOAM  QAOTAMMTMHA
OeH30aTa B MATEPUAACX M AEKAPCTBEHHbIX
CPEACTBAX.

CTOHAQPTHbIM OBpA3el, MOXET MCMOAb3OBATHCS
AAS:

- YCTOHOBAEHMS M KOHTPOAR  CTABMABHOCTM
rPAAYMPOBOYHOM (kaAMBpPOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  U3MEPEHWM NP

COOTBETCTBMM  METPOAOTMHECKMX XAPOAKTEPUCTUK
CTAOHACQPTHOrO 0BpPA3La TPEDOBAHMIM METOAMKM
UIMEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUM MPU  YCAOBUM
COOTBETCTBMY TPEBOBAHMIM METOAMK KAAMOPOBKM;
- XapaKTepmaLmm CTAHAQPTHbIX 00BpPA3LLOB,
MOTEPUAAOB.

MeTpoAornyeckne XapakTepuCcTUKK:

ATTECTOBAHHAA XAPAKTEPUCTUKA — MACCOBAS AOAS
AAOTAMMTMHA BeH30aTA, %

ATTecToBaHHOE 3HavYeHne CO, % 99,65

P AHULLBI 3HAYEHUIM OTHOCUTEABHOM
MOrPELLIHOCTM ATTECTOBAHHOIO 3HAYEHMUS 0.5
CO (npu P=0,95), £6 %

3HA4YEHUE OTHOCUTEABHOM
PACLUMPEHHOM HEOMPEAEAEHHOCTH
QATTECTOBAHHOIO 3HA4Y€HM CO (npu
P=0,95,k=2) U,[1%

0.5

OnucaHuMe CTAHAQPTHOro o6pasua: CTAHAQPTHbIM
obpasel, MNpPeACTaBAdeT cobor CcyOCTaHUMIO
AAOTAMMATUHO ©eH3oarTq, KPUCTAAAMYECKMIA
nopoLLUOK ©BeAoro MAM Moyt  ©OeAoro  uBeTq,
PACdACOBAHHbLIM maccor 100 mr BO dOAQKOH M3

FOCT P 8.691-2010. B zip-nakeT nomeLeH doAAKOH
m nacnopt akzemnagpa CO.

Cnoco6 onpeAeAeHus MeTPOAOIrM4EeCKUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
QTTECTOBOHHOE 3HAYEHME CTAHAQPTHOrO 0bpasLd
YCTOHOBAEHO MO  PE3YALTATAM  M3MEPEHUM,
MOAYYEHHBIM  C  MPUMEHEHMEM OATTECTOBAHHOM
METOAMKU U3MEPEHMI.

MeToAMKM (MeTOoAbl) U3IMEPEHUH, NPUMEHEHHbIe
npu YCTAHOBAEHUU METPOAOTMYECKHUX
XAPAKTEPUCTUK CTAHAAPTHOro obpasua:

MBU-MNCO-005 «MeToAMKA UIMEPEHMM MACCOBOM
AOAM OCHOBHOTO BEULLECTBA B PAPMAKOAOTMHECKM

OKTMBHbIX M BCMOMOTOTEABHBIX  BELLLECTBAX
METOAOM MATEPUAABHOTO ©aAaHCan
(cBnaeteabctBO 06  ATTECTALMM -~ METOAMKM

mamepeHun Ne241.0060/RA.RU.311866/2022).

YTBepXA€eHHe O NPOCAEXUBAEMOCTH:
MNPOCAEXMBAEMOCTh ATTECTOBAHHOIO 3HAYEHMUS K
EAMHULLE BEAMYMHBI {MOCCOBAS AOAS KOMMOHEHTAN
BOCMPOM3BOAMMOM - DT 173 roCyAQPCTBEHHbIM
MEPBUYHBIM - STAAOHOM E€AMHMLIBI MACCOBOM AOAM,
MOCCOBOM (MOAIPHOM) KOHLEHTPALMKM BOAbI B
TBEPABIX M XMAKMX BELLLECTBOX U MATEPUAAOAX M
3T 208 rocyAQPCTBEHHBIM MEPBUYHBIM STAAOHOM
€AMHULL MACCOBOM AOAM, MOACCOBOM (MOAAPHOM)
KOHLEHTPALUMU  OPraHMYECKMX KOMIMOHEHTOB B
SKMAKUX W TBEPABIX BELLLECTBAX M MATEPUAAOX HA
OCHOBE >XMAKOCTHOM M TFA30BOM XPOMATO-MACC-
CMEKTPOMETPUU C M3OTOMHbIM PA3BABAEHMEM U
rPABMMETPUM, obecneyeHa MPUMEHEHMEM
MOBEPEHHOIO CPEACTBA M3MEpPEHU «KOMMAEKC
OHAAUTUHECKUM AAS  YCTOHOBAEHMS COAEPXKAHMUS
KOMMOHEHTOB B CDAPMOKOAOTMHECKM QAKTUBHBIX WM
BCMOMOTATEAbHbIX BELLLECTBAXY, HOMEP B
roc. peecipe 84849-22, peaAm3yIOLLLMM  METOA
MATEPUAABHOTO BOAAQHCA MO  ATTECTOBAHHOM
METOAMKE MIMEPEHNI.

AONOAHUTEAbHbIE CBEAEHMUS

Pe3yAbTATbl M3MEPEHUM, MOAYYEHHbIE B PAMKAOX
MOATBEP>XKAEHMUI ATTECTOBAHHOTO 3HAYEHMS:

- NoTeps B MACCE Mpw BbiCyLLMBAHMK — 0,27 %;

- MOCCOBAS AOAS CYAbQPATHOM 30AbI — 0,02 %.

- MACCOBOS AOAS POACTBEHHbIX Mpmumecen - 0,03 %
MOAAMHHOCTb MOTEPUMOAAC CTAHAOQPTHOrO 06pa3Ld
NMOATBEPXKAEHO METOACMM:

- UK-cnektpometpun:  UK-Pypbe cnektpometp ¢
MPUCTABKOM AAS HOPYLLIEHHOFO MOAHOIO BHYTPEHHErO
OTPAXKEHMS

crekaa  obbemom 10 cmd  C OBOXMMHBIM
KOAMQAYKOM. PAQAKOH CHABGXeH 3TUKETKOM,
MOMELLEH B ZIP-MAKET, CHAGXEHHbIM 3TUKETKOM,
OOOPMAEHHOM COrAQCHO TPEBOBAHMAM
CTaHAQPTHbIM 0BpA3eL, COCTABA QAOTAUMTMHA BeHzoaTa MpowussoanTeAb: PIYT «MOCKOBCKMIM SHAOKPUHHbIN 3ABOAY
(M33-133) IOprandeckuin aapec: 109052, r.MOCKBA, YA.HOBOXOXAOBCKAS, A.25, CTP. 1 Peaakuus: 01

CepTMAMLMPOBAHHBIM CTAHACPTHBIM 06paseL,
[CO 12487-2024
MNapTnsa Ne

AAPEC OCYLLLECTBAEHUS AesSTeAbHOCTM: 111024, r.MockBa, LL.DHTY3MACTOB, A.23, Kopn.2a
https://endopharm.ru/standard-sample/
+7(495) 234-61-92
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ru-rs@endopharm.ru
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MHCTPYKLMSA NO NPUMMEHEHMUIO

O6wume yKasaHus:

Moy  mcnoAb3oBaHMM CO B KOAMYECTBEHHOM
XMMMYECKOM QHOAM3E, ATTECTOBAHHOE 3HAYEHME
MCMOAb3YETCS (KAK €CTb).

MNepeaA MCNOAb3OBAHMEM CTAHAQPTHOrO o6pa3Ld
HEOBXOAMMO npoBepPUTb KOMMAEKTHOCTb,
YNQAKOBKY, HOAMYME MAPKUPOBKM U STUKETKMU MyTEM
BHELLIHErO OCMOTPA. YMOKOBKA CTAHAQPTHOrO
obpa3La AOAKHA ObITb TEPMETUYHOM N HE UMETH
NOBPEXAEHMN. TIPU NMOBPEXAEHMM YNAKOBKM MAM
OTCYTCTBUM DTUKETKM U MOAPKMPOBKM CTAHACQPTHBIM
obpasel, He MOXET BblTb MCMOAb30OBAH.
CTaHAQPTHBIM 0Bpa3el, MOXET OblTb MCMOAb3OBAH
AAT MAEHTMAOUKAUMKM  AAOTAMMTMHA  ©eH3oaTq,
BXOASLLLETO B COCTOB AEKAPCTBEHHbBIX CPEACTB M
MOTEPUAAOB.

AAS NPEAOTBPALLLEHMS MOTAOLLLEHUS MATEPUAAOM
CO BAGMM M3 BO3AYXA HEOBXOAMMO MEPEA
BCKPBLITMEM BbIAEPXKATh CPAAKOH MPU KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAOKOH CO CTOHAQPTHBIM OBPA3LLOM BCKPbLIBAKOT
HEMOCPEACTBEHHO NEPEA MCMNOAB3OBOHNEM.

He rapaHtTMpyeTcs COXpAHEHUE METPOAOTUHECKMX
XAPAKTEPUCTMK 3K3emmAdpa CO npu:

- HOPYLUEHMM LLEAOCTHOCTU YMAKOBKM;

- MOBTOPHOM MCMOAb3OBAHMUM;

- UICTEKLLEM CPOKE FTOAHOCTH.

AQHHbIA CTAHAQPTHbIA oO6GpaseL, He sABAAETCS
A€KAPCTBEHHbIM CPEACTBOM M He MPEAHA3HA4YeH
AASl ynoTpebGaeHUs 4YeAOBEKOM. CTAHAQPTHbIA
obpasel, NpPeAHA3HA4YeH AAfl MAEeHTUudukauum,
KAAMOGPOBKM U KOAUHECTBEHHOIO ONpeAeAeHuUs
GHAAMTOB in Vilro B AQHOAUMTUHECKMX U HAYYHO-
MCCAEAOBATEAbCKMX LLEASIX.

Mopsaok NPUMEHEHMUS: NpPUMeEHEHME
OCYLLLECTBASETCS B COOTBETCTBMM C MOAOXKEHMAMM
HOPMATMBHbBIX AOKYMEHTOB, METOAMK M3MEPEHMM,

MPOLLEAYP  KOHTPOAS  TOYHOCTM  PE3YALTATOB
U3MEPEHUM, M3AOXKEHHbIX B METOAMKAX
mamepeHun.  [pUroToBAEHUE  TPAAYMPOBOYHbIX
POCTBOPOB  MPOBOAAT B COOTBETCTBMM  C
MOAOXKEHMAMM MPUMEHSIEMbIX METOAMK
U3MEPEHMM.

Mocae BCKPbITHSA dArakoHa AQAbHelLee
XPOHEHME U NOBTOPHOE WUCMOAb3OBAHME HeE

MOAAEXAT FTQApPAHTUMN.

YcAOBUA  TPOHCNOPTUPOBOHMUA U XPOHEHMUS:
CTOHAQPTHBIM  OBPA3eL, AOAXKEH XPAHWUTLCS B
YNAKOBKE M3rOTOBMTEAS, B BEPTUKAABHOM
MOAOXEHUM, OOECMNEYMBAIOLLLEM  MUHUMM3ALMIO
KOHTAKTA MATEPUAAQ CTAHAQPTHOTO obpasua C
MOBEPXHOCTbIO KPbILLKM COAQKOHQA, OTAEABHO OT
MPOAYKTOB MUTAHMA, B 3ALLLULLLIEHHOM OT MOMNAAQHMA
MPSMbIX COAHEYHbIX AYHEN MecTe npu
Temneparype (20+5)°C. TpaHcnoptmposaHne CO
MOXET OCYLLLECTBAATLCS AOOBbIM BUAOM
TpaHcnopTa npu YCAOBMM obecneyeHus
COXPQAHHOCTM ynakoBkn CO, MNpeAOXPAHOLLEN
CcO OT  MEXAHUYECKMX  MOBPEXAEHMM "
OMPOKMABIBAHMS, 3ArRAHEHMM, MOMAACHMS BACIU U
KOHTAKTA C ArpeCCUBHBIMM CPEAQMM.

TpeboBaHUss 6€30NACHOCTU: AQHHbIM CTAHAQPTHbIM
obpaseL, HE ABAAETCA AEKAPCTBEHHbIM CPEACTBOM
M HE  [MPEAHA3HAYEH  AAd  YNOTpebAeHMUS
yeanoBekoM. [lpu pabore CO - CTAHACPTHbIM
OBPA3LOM  HEOBXOAMMO TMPUMEHITb CPEACTBA
MHAMBUAYOABHOM  30ALLLMTbI  OPFOHOB  AbIXOHUE U
KO>XXHbIX MOKPOBOB. MATEPUAA, B3ATbIM AAS AHAAM3Q,
MOCAE M3MEPEHMMU YTUAMBUPYETCH B COOTBETCTBMM

© Tpe6OBCIHVI9IN\l/I, YCTAHOBAEHHbIMUA B
AQBopaTOpPUM.
KomMnAekT nocTaBku: B Zip—I'IOKeT NMOoOMELLLEH

OACKOH M nacropT ak3emnagpa CO.

Cpok AeUcCTBus YTBEPXAEHHOIO
CTAHAQpPTHOro ob6pasua Ao: 06.05.2029
Maptia Ne 001 NpeACTOBAEHA K YTBEPXKAEHMIO TUMNA
CTAOHAQPTHOrO 0BpPA3LLa.

AaTa Bbinycka: [MapTtmg Ne BbinyLLLEHA

T™MNa

CpOK roAHOCTHU: 2 TOAQ

foAeH AO:
Ha4YaAbHMK OTAEAQ
MPOW3BOACTBA CTAHAQPTHbIX

obpasos Py «MoCKOBCKMIA
3HAOKPUWHHbIN 30BOAY MNHALMAADBI, PAMMAMA
M.IT.

AQHHBI NACNOPT MOXET BbiTb BOCMPOW3BEAEH TOABKO MOAHOCTHIO, AOBbIE MYBAMKALIMM MAM YOCTUYHOE

BOCMNpPOM3BEAEHME COAEPXAHWME NACNOPTA  BO3MOXHbI TOABKO C MMCbMEHHOIO paspelleHms
npowussoamteas CO, BbIAGBLLIETO AQHHBIM NACMOPT.

[CO 12487-2024 MNaptis Ne

CTp.2u3 2



