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CTOHAQPTHBIM OBPA3ELL YTBEPXKAEHHOIO TMMNA
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MNaptra Ne

HavmeHoBaHWe cTaHAAapTHoOro obpasua:
CTaHAOPTHBIM 0Bpa3eL, COCTABA GOEHMAITOPUHA
rmapoxaopmaa (M33-041)

Homep CAS OH

61-76-7 H
MoAekyAsipHas macca e,
203,6676 1/MOAb

MoaekyAsipHas cbopmyaa

CoH13NO2+HCI o HCl
Xumunyeckoe HasBaHue
1-(MeTa-OKCUMDEHNA)-2-METUAOMMHOITAHOA(R)-3-
[-T-TMAPOKCH-2- (METUAGMMHO) STMACDEHOA B

doopme TMAPOXAOPUAC

HasHa4eHue: KOHTPOAb TOYHOCTM [PE3YALTATOB
M3MEPEHUM W ATTECTALMA, BAAMAALME METOAMK
M3MEPEHUM MOACCOBOM AOAM  AOEHMAIPPMHA

TMAPOXAOPUACO B MATEPUAACX M AEKAPCTBEHHbIX
CPEACTBAX.

CTOHAQPTHbBIM OBpA3eLl, MOXET MCMOAb3OBATLCH
AAS:

- YCTOHOBAEHMSA M KOHTPOAS  CTABMABHOCTM
rPAAYMPOBOYHOM (kaAMBPOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  M3MEPEHMM  Mpu

COOTBETCTBMM  METPOAOTMHECKMX XAPOAKTEPUCTUK
CTAHAQPTHOrO 0BpPaA3La TPEOOBAHMAM METOAMKM
UIMEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUN MPU YCAOBUM
COOTBETCTBUA TPEOOBAHUIM METOAMK KAAMOPOBKM.

MeTpoAoruiyeckme xapakTepUCTUKM:
ATTECTOBOHHAA XAPAKTEPUCTUKA — MACCOBAS AOAS
dOEHUAIDOPUHA THAPOXAOpUAd, %

ATTECTOBAHHOE 3HAYeHWe CO, % 99,88

[P OHMLLBI 3HOYEHMM OTHOCHUTEABHOM
MOrPEeLUHOCTM ATTECTOBAHHOIO 3HAYEH M 0,5
CO (mpn P=0,95), £6 %

3HA4YEHUNE OTHOCUTEABHOM PACLLIMPEHHOM
HEOMPEAEAEHHOCTM ATTECTOBAHHOIO 0.5

3Ha4yeHus CO (npu P=0,95, k=2) U,0%

OnucaHMe CTAaHAAPTHOro obpasua: CTAHAOPTHbIM
obpa3el, MNPEACTABASET COBOM  CYOCTAHLMIO
FPEHNADIAPUHA TMAPOXAOPHAQ, BEABIM MAM MOHTU
BeAbln KPUCTAAAMHECKMI MOPOLLIOK,
PACdOACOBAHHbLIM maccor 100 mr, BO dOACKOH M3
ctekna  obbemom 10 M3, C OBXKMMHBIM
KOAMQYKOM. PACKOH MU Zip-MAKET CHABGXEHDI
STUKETKAMM, OGOOPMAEHHBIMM B COOTBECTBMM C
TpebosaHmamm TOCT P 8.691 2010. B zip-naket
MOMELLLEH CPAAKOH M macnopT akzemnaapa CO.

Cnoco6 onpeAeAeHus METPOAOIrMHYECKHUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
QTTECTOBOHHOE 3HAYEHME CTAHAQPTHOrO 0bpa3Ld
YCTOHOBAEHO MO  PE3YALTATAM  M3MEPEHUM,
MOAYYEHHBIM  C  MPUMMEHEHMEM OATTECTOBAHHOM
METOAMKU U3IMEPEHUI.

MeToAMKM (METOAbI) M3IMEPEHHUH, NMPUMEHEHHbIe
npu YCTAHOBAEHUMU MeTPOAOTH4ECKHUX
XAPAKTEPUCTUK CTAHAAPTHOro obpasua:
MBU-MCO-005 MeToAMKA M3MEPEHUI MACCOBOM
AOAM OCHOBHOIO BELLLECTBA B DAPMOAKOAOTMHECKM
OKTMBHbIX M BCMOMOIQATEAbHbIX  BELLLECTBAX
METOAOM MATEPMAABHOTO BaAaHCQq,
CenaeteabctBo Ne241.0060/RA.RU.311866/2022.

YTBepXxaAeHHe 0 NPOCAEXUBAEMOCTH:
MPOCAEXMBAEMOCTb  PE3YABTATOB M3MEPEHUH,
MOAYHEHHBIX MPU YCTAHOBAEHUM METPOAOTHUHECKMX
XAPOKTEPUCTMK  CTAHAQPTHOrO  0bpasuad K
eAMHMLE BEAMYUHDI (MOCCOBQS AOAM,
BOCIPOM3BOAMMOM [OCYAQPCTBEHHBIM MEPBMYHBIM
STAOAOHOM EAMHULL. MACCOBOM AOAM, MOACCOBOM
(MOAIPHOM) KOHLLEHTPALMKM BOAbl B TBEPAbLIX M
KMAKMX BELLLECTBAX M MaATePUAAaX AT 173-2017 w
[OCYAQPCTBEHHBIM MEPBUYHBIM STAAOHOM E€AMHMLY
MQOCCOBOM  (MOASPHOM) AOAM KM MACCOBOM
(MOAspPHOK) KOHLLEHTPALLMM OPraHU4ECKMX
KOMMOHEHTOB B >XXMAKMX M TBEPAbIX BELLECTBAX W
MOTEPUAACX HO OCHOBE >XMAKOCTHOM W TQA30BOM
XPOMATO-MACC-CMEKTPOMETPUM  C  MU3OTOMHbIM
Pa30aBAEHMEM U TpaBumeTpum 3T 208-2019,
obecneymBaeTcs MPUMEHEHNEM CpeAcCTBd
mamepeHm  «KOMMAEKC  OHAAMTUHECKMM  AAS
YCTOHOBAEHUS  COAEPXAHUI  KOMIMOHEHTOB B
OAPMAKOAOTNYECKM OKTMBHbIX 7
BCMOMOTOATEAbHBIX BELLLECTBAX», HOMED B HOMEP B
roc.peectpe 84849-22, peaAM3YIOLLMM METOAOM
MATEPUAABHOIO  ©AAQHCO MO  ATTECTOBAHHOM
METOAMKE U3MEPEHMM.

AOMNOAHUTEAbHbIE CBEAEHUSA

MOAAMHHOCTb MATEPUAAQ CTAHAQPTHOIO 0BpPA3LLa
MOATBEPXAEHO METOACQMMU:

- UK-cnektpometpun: UK-Pypbe CrnekTpomeTp C
MPUCTABKOM AAS HAPYLLUEHHOTO MOAHOTO
BHYTPEHHETO OTPOXKEHMS

CTaHAQPTHbIM 06pa3eL, COCTaBA OeHMAIPPUHA
TMAPOXAOPMAQ (M33-041)
CepTMAMLMPOBAHHBIM CTAHACPTHBIM 06paseL,
rCO 12016-2022 MCO 2812:2023

MNapTnsa Ne

MpowussoanTeAb: PIYTM «MOCKOBCKMIM SHAOKPUHHDBIN 3BOA)

IOpuamieckuin 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/
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- BOXX macc-cnektpomeTpum: TOHAEMHbIN
KBAAPYMOAbHbIM MACC-CNEKTPOMETP, CNoCob
MOHM3ALMM — DAeKTpocrpen (ESI)
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CO MPM3HOH B KAYECTBE MEXTOCYAQPCTBEHHOIO
CTaHAQpPTHOro obpasua (MCO) peweHnem MIC
oT 28.06.2023 nNpoToKOA Ne 63-2023, BHECEH B
Peectp MCO noa Ne 2812:2023 1 aAonycKaercs K

MPEUMEHEHMIO oes OrPAHUYEHMM B:
AszepbanaxaHckon  Pecnybamke, Pecnybamke
ApmeHus, Pecnybamke beaapych, Pecnybamke
KasaxctaH, Pecnybauke TAAXUMKMCTAH,
Pecnybamke Y36eKMCTaH.

MHCTPYKLMUSA NO NPUMEHEHUIO

O6wume yKasaHus:

Mon  ucnoab3oBaHMM CO B KOAMYECTBEHHOM

XMMMYECKOM QHOAM3E, ATTECTOBAHHOE 3HAYEHME
MCMOAb3YETCS (KAK €CTb).

MNepea MCNOAb3OBAHMEM CTAHAQPTHOrO OB6pPA3LA
HEOBXO0AMMO npoBeEPUTb KOMIAEKTHOCTb,
YNOKOBKY, HOAMYME MOAPKMPOBKU U DTUKETKM MYTEM
BHELLHErO OCMOTPA. YMNOKOBKO CTAHAQPTHOIO
obpa3La AOAKHA ObITb TEPMETUYHOM 1 HE UMETH
NOBPEXAEHMN. TIPU NMOBPEXAEHMM YNAKOBKM MAM
OTCYTCTBUM DTUKETKM U MAPKMPOBKM CTAHACPTHBIN
obpaseL, He MOXET BblTb MCMOAb30OBAH.
CTaHAQPTHBIM OBpa3eL, MOXeET ObiTb MCAOAb30BAH
AAS MAEHTUAOUKALLMM PEHNAIDPUHC
TMAPOXAOPUAQ, BXOASLLLETO B COCTOB
AEKAPCTBEHHBIX CPEACTB U MATEPUAAOB.

AAS NPEAOTBPALLLEHMS MOTAOLLLEHUS MATEPUAAOM
CO BAGMM M3 BO3AYXA HEOBXOAMMO Mepea
BCKPBITMEM BbIAEPXATh CPACKOH MPKM KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAAKOH CO CTOHAQPTHBIM ODPA3LOM BCKPbLIBAKOT
HEMOCPEACTBEHHO MEPEA MCMOAB3OBOHNEM.

He rapaHTMpyeTcs COXpaHEHUE METPOAOTMYECKMX
XAPAKTEPUCTMK 3K3emnagpa CO npu:

- HOPYLUEHMM LLEAOCTHOCTU YMOAKOBKM;

- MOBTOPHOM MCMOAb3OBAHUM;

- UICTEKLLIEM CPOKE FOAHOCTH.

AGHHbBIH CTAQHAQPTHbIM o06Gpasel, He fABAfeTCSH
A€KAPCTBEHHbIM CPEACTBOM M HEe NMPEeAHA3HA4YeH
AAS ynoTpebaeHus 4YeAoBeKOM. CTAHAQPTHbIA
obpasel, NPeAHA3HA4YeH AAf MAEeHTUuduMkauum,
KAAMOGPOBKM U KOAUHECTBEHHOIO OnpeAeAeHuUs
GHAAMTOB in Vilro B AQHAAUMTUHECKMX U HAYYHO-
MCCAEAOBATEAbCKMUX LLEASIX.

Mopsaok NPUMEHEHMUS: NPUMEHeHUe
OCYLLIECTBASETCS B COOTBETCTBMM C MOAOXKEHMUAMM
HOPMUOTUBHBIX AOKYMEHTOB, METOAMK M3IMEPEHUN,

KOHTPOAS  TOYHOCTU  PE3YABTATOB  M3MEPEHUM,
M3AOXKEHHbIX B METOAMKAX U3MEPEHMM.
MPUroToBAEHME rPCAYMPOBOYHBIX  POACTBOPOB
MPOBOAJIT B  COOTBETCTBMM C  MOAOXEHUIMM
NPUMEHIEMBIX METOAMK M3MEPEHMI.

YCAOBUSA  TPAHCMOPTUMPOBAHMS U  XPAHEHMUS:
CTOHAQPTHBIM  OBpa3el, AOAKEH XPOHUTLCH B
YNAKOBKE M3rOTOBUTEAS, B BEPTUKAABHOM
MOAOXEHUM OBECNEYMBAIOLLLMM  MUHUMMIALMIO

KOHTAKTA MOTEPUAAC CTAHAQPTHOrO oBbpasLa C
MOBEPXHOCTbIO KPbILLKM JOAQKOHA, OTAEABHO OT
MPOAYKTOB MUTAHMS, B 3ALLMLLLEHHOM OT MOMAAQHMS
MPSMbIX COAHEYHBIX AYyHEN MEecCTe npw
Temneparype (20+5)°C. TpaHcnoptmMpoBaHue CO
MOXET OCYLLLECTBAATLCH AOBBIM BUAOM
TpaHcnopTa npu YCAOBUM obecneyeHus
COXPAHHOCTM ynakoBkn CO, MNpPEAOXPAHSIOLLLEMN
CcO OT  MEXAHUYECKMX MOBPEXAEHMIM %
OMPOKMABIBAHMS, 3ArPI3HEHMIM, MOMNAACHMA BAQTU U
KOHTAKTQ C ArpPECCMBHBIMUM CPEACMM.

Tpe6oBaHus 6e30NacHOCTU: AQHHbIM CTOHAQPTHbIM
obpa3eLl, HE IBAIETC AEKAPCTBEHHbIM CPEACTBOM
M . He  TPEeAHO3HAYEH  AAd  ynoTpebAeHUs
yeanosekom. [lpu pabore CcO  CTOHAQPTHbIM
0BpPA3LOM HEOBXOAMMO TMPUMEHITb CPEACTBA
MHAMBUAYOABHOM 3ALLUTEI (PDE3MHOBBIE MNEPYATKM,
MOCKQ). MATEPUAA, B34TbIM AAR QHOAM3C, MOCAE
U3IMEPEHUIM  YTUAUBMPYETCS B COOTBETCTBUM C
TPEBOBAHMAMM, YCTAHOBAEHHbIMM B AGBOPATOPUM.

KomMnAekT nocTaBku: B zip-nakeT nomeLleH
JOAAKOH M nacnopTt akzemnaapa CO.

CpoOK AEHUCTBUA YTBEPXXAEHHOIO THNA
CTAHAQpPTHOro obpasua Ao 11.11.2027

Maptrg Ne 001 NpPeACTABAEHA K YTBEPXKAEHMUIO TMNA
CTAHAQPTHOrO 06pa3La.

AaTa Bbinycka: [MapTusg Ne BbiNyLLLEHO

CDPOK FrOAHOCTMU: 2 roAC

foAeH Ao:

Ha4YaAbHUK OTAEAC MPOM3BOACTBA

CTAOHAQPTHbLIX OBPA3LL0B

Pryrn «MockoBCKMIA

3HAOKPUHHbIN 30BOAY MHULMAADI, PAMMAMA

M.,

AGHHbH;i nacnopTt Moxet ObITb BOCMNPOM3BEAEH TOABKO NMOAHOCTbIO, AOBbIE H\/6AMKou.MM UAU HOCTUYHOE
BOCMNPOM3BEAEHME COAEPXAHWME MNACNOPTA BO3MOXHbI TOABKO C MMCbMEHHOIO paspelleHms
npowussoamteas CO, BbIAGBLLIETO AQHHBIM NACMOPT.
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