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denepansHoe rocyfapcTBEHHOE YHUTapHOe Npeanpuatne
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NacnopT

CTOHAQPTHBIM OBpPa3eL, YTBEPXKAEHHOIO TMNA
FCO 12000-2022 MCO 2804:2023

MNaptmsg Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTaHAQPTHbIM OBPA3ELL COCTABA AM3MHOMPUAC
(AM3MHONPUAC AMrMApaTa) (M33-049)

Homep CAS
83915-83-7

MoaekyAspHas oopmMyAa A
(2S)-1-[(2S)-6-ammHo-2-[[(1S)-1-kapBokcu-3-

MoaAekyAspHas macca
441,5215 N
C21H31N3Os - 2H20

XumMmunyeckoe HasBaHUe
PEHUANPOMUA]AMUHO]TEKCAHOUA] MUPPOAUAMH-2-
KAPBOHOBAS KMCAOTA AUTUAPCT

HasHayeHue: KOHTPOAb  TOYHOCTM  PE3YALTATOB
M3MEPEHMM U ATTECTALMS, BAAMAQLIME  METOAMK
M3MEPEHMM  MACCOBOM  AOAM  AM3BUMHOMPWAO B

MATEPUAAAX M AEKAPCTBEHHBIX CPEACTBOX.
CTOHAQPTHBIM OBPA3EL, MOXET MCMNOAB3OBATLCH AAS:

- YCTOHOBAEHMUS 7 KOHTPOAS CTABUABHOCTH
rOAAYMPOBOYHOM (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEeACTB M3IMEPEHUI npw COOTBETCTBUM
METPOAOTUMHECKMX  XAPCAKTEPUCTUK  CTAHAQPTHOIO
00pa3La TPEOOBAHUAM METOAMKM U3MEPEHUM;

- KOAMDPOBKM CPEACTB  M3IMEPEHUM NPU  YCAOBUMM
COOTBETCTBUA TPEDBOBAHMIM METOAMK KAAMBPOBKM.
MeTpoAormyeckme xapakTepUCTUKM:

ATTECTOBAHHAS XAPAKTEPUCTMKA — AMOACCOBOS AOAS
AM3UHOMPUAQ, %

ATTecToBAHHOE 3HAYeHne CO, % 91,8

IOAHULLbI 3HOYEHWI OTHOCUTEABHOM
NOrpEeLUHOCTU ATTECTOBAHHOTO 3Ha4YeHms CO 0.5
(npu P=0,95), +6 %

3HOYEeHME OTHOCUTEABHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTM ATTECTOBAHHOTO 0.5
3Ha4YeHms CO. (npu P=0,95, k=2) U, %

OnucaHne CTAaHAApPTHOro o6pasua: CTOHAOPTHbIN
obpasel, MPEACTABASET cobon cybcTaHumo
AVBUHOMPUAO  AMTUMAPATA, BEABIM MAM MOYTHM OEeAbIH
KPUCTAAAMHECKMM MNOPOLLIOK, PACAACOBAHHbIM
maccon 200 Mr BO PAGKOH M3 CTEKAQ OObEMOM
10 cM3 C OBXKMMHBIM KOAMQYKOM. PACKOH U Zip-NakeT
CHABXEHbI STUKETKAMM, OPOPMAEHHBIMM
cooTeeTCTBMM C TpebosaHuamm TOCT P 8.691 2010. B
Zip-NMAKET MOMELLLEH JDACKOH M NACMOPT 3K3EMIMAIPA
CO.

Cnoco6 onpeAeAeHus MeTPOAOrMY4EeCKHUX
XAPAKTEPUCTUK CTAHAQPTHOIO o6pasua:
QTTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO 06pas3La
YCTOHOBAEHO no PE3YABTATAM M3IMEPEHMH,
MOAYYEHHBIM  C  MPUMEHEHMEM  ATTECTOBAHHOM
METOAMKMN M3IMEPEHUM.

MeToAMKN (METOAbI) U3BMEPEHUIN, NPUMEHEHHbIE NpPHU
YCTAQHOBAEHMM METPOAOTMHECKUX XAPAKTEPUCTUK
CcTaHAapTHoro obpasua:

MBU-MCO-010 «MeToAMKA U3MEPEHUN MACCOBOM
AOAM  OCHOBHOIO BeLLLeCTBA  PAPMAKOAOTMHECKM
OKTMBHBIX M BCMOMOTATEAbHbIX BELLLECTB METOAOM
KMCAOTHO-OCHOBHOTO TUTPOBOHMSA B BOAHOM W BOAHO-
CMUPTOBOM cpeaen, YTBEPXXAEHHOA Prymn
«MOCKOBCKMI DHAOKPUHHBIM 30BOAY, (CBMAETEABCTBO

06 arrectaumm METOAMKM U3MEPEHUI
Ne 253.0072/RA.RU.311866/2022).

YTBEpPXAEHME O MPOCAEXMBAEMOCTH:
MPOCAEXMBAEMOCTb . OTTECTOBAHHOIO  3HAYEHMUS K
€AVHULLE BEAMYMHBI KMACCOBAS AOAS KOMMOHEHTA,
BOCMNPOM3BOAMMOM 1176 [OCYAQPCTBEHHbBIM
NEPBUYHBIM STAAOHOM €AVHULL MCCCOBOM

(MOASPHOM, ATOMHOM) AOAM U MACCOBOMU (MOASPHOM)
KOHLLEHTPALMM KOMMOHEHTOB B XXMAKMX W TBEPAbIX
BELLLECTBAX M MATEPUAACX HO OCHOBE KYAOHOMETPUM,
obecrneyeHa MNPOBEAEHUEM WM3IMEPEHUN MOACCOBOM

AOAM OCHOBHOFO BELLECTBA MO OTTECTOBAHHOM
METOoAMKE M3MEPEHUM, NpeAyCMATPUBAOLLLEM
NPUYMEHEHWE CTAOHAQPTHOro o6pasua C

YCTOHOBAEHHOM MPOCAEXMBAEMOCTbIO — TCO 2216-81.
AOMNOAHUTEAbHbIE CBEAEHUS

Pe3yAbTATbl  M3MEPEHUIM,  MOAYYEHHbIE B PAMKAX
MOATBEPXAEHMUS ATTECTOBAHHOIO 3HAYEHMS:

- MOCCOBQOS AOAS BOAbI — 8,15 %;

- MACCOBAA AOA CYABGOATHOM 30AbI — 0,03 %;

- MOCCOBQS AOAS OCTATOYHbIX OPraHUYECKMX

pacTtsoputeaei — 0,07 %;

- MACCOBQAS AOAR POACTBEHHbIX Mpumecen — 0,25 %.
MOAAMHHOCTb MATEPUAAQ CTAHAQPTHOrO 06pA3LLa
MOATBEPXKAEHO METOAOMM:
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- BOXX macc-cnektpomMeTpum: TAHAEMHbIH
KBAARYMOAbHbIM MACC-CMEKTPOMETP, CMOCob
MOHU3ALLMM — DAEKTPpOCTpewm (ESI)

CTaHAQPTHbIM 06pA3eL, COCTABA AUBMHOMPUAC (AUMHOMPUAQ
Anrnmapata) (M33-049)

CepTMdUUMPOBAHHDBIM CTAHACPTHBIM 0BpaseL,
rCO 12000-2022 MCO 2804:2023

MNapTnsa Ne

MpowussoanTeAb: PIYT «MOCKOBCKMIM SHAOKPUHHbIM 30BOAY

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

AAPEC OCYLLLECTBAEHUS AesSTeAbHOCTM: 111024, r.MockBa, LL.DHTY3MACTOB, A.23, kopn.2a
https://endopharm.ru/standard-sample/

+7(495) 234-61-92

Peaakums: 01
cTp. 1u3 2

ru-rs@endopharm.ru



TCO npu3HAH B KOYECTBE MEXIOCYAQPCTBEHHOIO
CTAHAQPTHOro obpasua (MCO) pelwiennem MIC ot
28.06.2023 npotokoa Ne 63-2023, BHeCEH B Peectp
MCO noa Ne 2804:2023 wu aonyckaetcs K
NPEUMEHEHMIO 6e3 OrPAHUYEHNI B:
A3epOanAXAHCKOM Pecnybauke, Pecnybauke
Apmenus, Pecnybamke beaapycbh, Pecnybamke
KasaxctaH, Pecnybanke TaaXWKMUCTOH, Pecnybamke
Y30EeKMUCTAH.

UHCTpYKUUSA NO NPUMEHEHMUIO
Ob6uwme yKkasaHus:

Mon  MCNOAb3OBAHMM
XUMMYECKOM  OHOAM3E,
MCMOAb3YETCH (KAK €CTb).
lNepea WCMOAb30OBAHMEM CTAHACQPTHOrO 0Bpa3LLa
HEOBXOAMMO TMPOBEPUTb KOMMAEKTHOCTb, YMAKOBKY,
HOAMYME MOPKUMPOBKM U STUKETKM MYyTEM BHELLIHETO
OCMOTPA. YNOKOBKA CTAHAOPTHOIO OBPA3LA AOAXHA
ObITb TEPMETUYHOM U HE MMETb MOBPEXAEHMM. MoK
MOBPEXAEHMM YNAKOBKM MAM OTCYTCTBMM IDTUKETKM M
MOPKMPOBKM CTAHACQPTHbIM 0Bpa3eL, HE MOXET BbliTb
MCMOAb3OBQH.

CTOHAQPTHbIM OBpa3eL, MOXET ObiTb MCMOAb3OBAH AAS
UAEHTUTOUKALLMM AM3UHOMPUAC ANTUAPATA,
BXOASJLLLETO B COCTOB AEKAPCTBEHHbIX CPEACTB M
MOTEPUTAOB.

AAS NPEAOTBRALLLEHUS MOTAOLLLEHMA MaTepuarom CO
BAQIM M3 BO3AYXQ HEOOXOAMMO MNEPEA BCKPbITMEM
BBIAECPXXATb COACGKOH MPU KOMHATHOM TemMneparype
He meHee 30 MUHYT.

PAAKOH CO CTOHAQPTHbBIM OBPA3LOM BCKPbIBAKOT
HEMOCPEACTBEHHO NEPEA MCMOAb3OBAHUEM.

He rapaHTMpyeTtcs COXpPAHEHUE METPOAOTHMYECKMX
XAPAKTEPUCTHK 3K3eMMAIPA CO npu:

- HOPYLUEHMU LLEAOCTHOCTM YNAKOBKM;

- MOBTOPHOM UCMOAb3OBAHMM;

- UCTEKLLEM CPOKE TOAHOCTH.

AQHHBIH CTAQHAQPTHBIM oGpasel, He sABAseTCH
A€KAPCTBEHHbIM CPEACTBOM U HE NMPEAHA3HAYEH AAA
ynoTpebAeHus 4eAroBekoM. CTAHAAQPTHbIM o6pasel,
NPEeAHA3HA4YEH AA MAEHTUOMKALUU, KAAMBPOBKU U
KOAMHECTBEHHOIO ONMpeAeAeHUs AHAAUTOB in vitro B
AHAAUTUYECKUX 7] HAYYHO-UCCAEAOBATEAbCKUX
LLeAsX.

Mopsaok NPUMEHEHMUS: NPUMEHEHUE
OCYLLLECTBASETC B COOTBETCTBUM C MOAOXKEHUSIMM
HOPMUATUBHBIX AOKYMEHTOB, METOAMK M3MEPEHUM,
NMPOLLEAYP KOHTPOAS TOYHOCTH PE3YAbTATOB
M3MEPEHMIM, UIAOXKEHHbBIX B METOAMKAX M3MEPEHMUN.
MPUroToBAEHME MPOAYMPOBOYHBIX PACTBOPOB
MPOBOAST B COOTBETCTBMM  C  MOAOXKEHUIMM
NMPUMEHSEMbIX METOAMUK M3MEPEHUM.

MNocAe BckpbITUS CbAOKOHO AQAbHeWLlee XpAaHeHue u
MOBTOPHOE UCMOAB3OBAHNE HE NOAAEXAT FTAPAHTUU.

YcaoBus TPAHCNOPTUPOBAHUSA u XpAHeHusa:
CTaHAQPTHBIM  OBpa3eL, AOAXKEH  XPAHWUTBCS B
YNAKOBKE U3rOTOBUTEAA, B BEPTUKAABHOM MOAOXEHUU
obecneymBaloLLLMM MUHNUMM3ALUMIO KOHTAKTA
MATEPUAAQ CTAHAQPTHOrO 06PA3LLA C MOBEPXHOCTBIO

CO B KOAMYECTBEHHOM
ATTECTOBOHHOE  3HAYEHME

KPbILLKM OAGKOHA, OTAEABHO OT MPOAYKTOB MUTAHMSA, B
3AWMLLLEHHOM  OT MOMOACHMS  MPAMbBIX  COAHEYHbIX

AY4EM  MECTe  Npu  Temnepartype (20£5)°C.
ToaHcnoptMpoBaHMe CO  MOXET OCYLLECTBAITLCS
AOBBIM BMAOM  TPAHCMNOPTa npwu YCAOBMM
obecnevyeHns COXPAHHOCTH YMAKOBKM CO,
NPEAOXPAHSIOLLLEM CcO ot MEXAHMYECKMX
MOBPEXAEHUMM U OMNPOKMABIBOHMSA,  3QTPI3HEHMM,
MOMNCACHUS BAQMM UM KOHTOKTA C  QrpPeCCMBHbIMM
CpEeAaMU.

Tpe6oBaHMa 6e30NACHOCTU: AQHHbLIM CTOHAQPTHbIM
0BpA3EL, HE ABASETCH AEKAPCTIBEHHbLIM CPEACTBOM M
HE NPEAHA3HAYEH AAS YIOTPEDAEHUS HEAOBEKOM. pu
paboTte CO CTAHAQPTHbIM OBPA3LOM HEOBXOAMMO
MPUMEHATb  CPEACTBA.  MHAMBUMAYOABHOM  3ALLMTDI
KOXHbIX MOKPOBOB M OPFAHOB AbIXOHWA. MaTepmaa,
B3AThbIM AAS AHOAM3Q, MnocAe U3MEPEHMM
YTUAMBMPYETCS B COOTBETCTBUM C TPEOOBAHUIMM,
YCTOHOBAEHHBIMM B AQBOPATORMM.

KomnaekT nocTaeku: B zip-nakeT nomeleH doAAKOH
n nacnopt ak3emnagpa CO.

CpoK A€MCTBUS YTBEPXXAEHHOFO TUMNA CTAHAQPTHOIO
obpasua Ao 11.11.2022

Maptia Ne 001 MPEeACTOBAEHO K YTBEPXAEHMIO TMUMA
CTAOHAQPTHOrO obpasLLa.

AaTta Bbinycka: Maptng Ne BbinyLLLEHA

CPOK rOAHOCTH: 2 FOAQ

foAeH Ao:

Ha4aAbHUK OTAEAQ MPOU3BOACTBA
CTOHAQPTHbIX OOPA3LLOB

Pryrn «MoCKOBCKMM SHAOKPUHHbIN
30BOAY MHULMAABI, PAMMAMSA

M.

AGHHbH;i nacnopTt Moxer ObITb BOCMNPOM3BEAEH TOABKO MOAHOCTBIO, AOBbIE H\/6AMKOU.MM A HOCTUYHOE
BOCNPOM3BEAEHME COAEPXAHUA NACNOPTA  BO3MOXHbI TOABKO C MNMCbMEHHOIO paspelleHus
npowussoamteas CO, BbIAGBLLIETO AQHHBIM NACMOPT.
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