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

NacnopT

CTOHAQPTHBIM OBpPa3eLL YTBEPXKAEHHOTO TMMNA
FCO 12442-2024

Naptma Ne

HaumeHoBOHME CTAHAAQPTHOro o6pasua:
CTaHAQPTHBIM OBpa3eL, COCTABA NMANABEPUHA
rmapoxaopmaa (M33-130)

Homep CAS

61-25-6
MoAeKkyAsipHbIN BeC

375,85 Da
MoaekyAsipHas coopMyAaa -
C20H21NO4 -HCI
Xumunyeckoe HasBaHue
1-[(3,4-AMMETOKCUAEHUA) METUA]-6,7-
AMMETOKCHUMBOXMHOAMHA TMAROXAOPUA

HasHayeHue: KOHTPOAb TOYHOCTM  PE3YALTATOB
MIMEPEHMU KM QATTECTALMS, BAAMAQLMA METOAMK
M3MEPEHMMU  MACCOBOM  AOAM  MAMNCGBEPMUHA
TMAPOXAOPUAC B MATEPUAACX M AEKAPCTBEHHbIX
CPEACTBAX.

CTOHAQPTHbBIM OBpA3el, MOXET MCMOAb3OBATHCS
AAS:

- YCTOHOBAEHMA M KOHTPOAR  CTABMAbHOCTM
rPAAYMPOBOYHOM (KaAMBpOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  U3MEPEHWM  MNPwU

COOTBETCTBMM  METPOAOTMHECKMX XAPAKTEPUCTMK
CTAOHACQPTHOIO 0BPA3La TPEDOBAHUIM METOAMKM
U3IMEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUM MPU YCAOBUM
COOTBETCTBMY TPEBOBAHMIM METOAMK KAAMBPOBKM;
- XapaKTepusaumm CTOHAQPTHbIX 00BpPa3LLOB,
MOTEPUAAOB.

MeTpoAoruiyeckme XapakTepUCTUKU:
ATTECTOBAHHAS XAPAKTEPUCTUKA — MACCOBAS AOAS
NANCBEPUHA TMAPOXAOPUAQD, %

ATTECTOBAHHOE 3HaYeHne CO, % 99,97

[P AHMLUBI 3HOYEHMIM OTHOCUTEABHOM
MOrPELLUHOCTM ATTECTOBAHHOIO 3HAYEHMS 0,5
CO (npu P=0,95), £6 %

3HA4YEHUE OTHOCUTEABHOM
PACLUIMPEHHOM HEOMPEAEAEHHOCTH
QATTECTOBAHHOIO 3HA4YeHms CO (npu
P=0,95,k=2) U, %

0.5

OnucaHuMe CTAHAQPTHOro o6pasua: CTAHAQPTHbIM
obpasel, MNpPeACTaBAdeT cobor CcyOCTaHUMIO
MAMNCBEPUHA TUMAPOXAOPUAQ, OEAbIM MAM  MOHTU
BeAbIM KPUCTAAAMYECKMI MOPOLLIOK MAK BEABIE MAU
no4Ytm  OGeAble  KPWUCTAAAbI,  PACCOACOBAHHbIM
maccom 200 mr, BO GOAQKOH M3 CTEKAQ OBBbLEMOM
10 cm3, C OOXMMHBIM  KOAMNQYKOM. PAAKOH
CHAOXEH JTUMKETKOM, TMOMELLEH B  Zip-MAKET,
CHOBXEHHbIN STUKETKOM, OPOPMAEHHOM

coraacHo TpedosaHmam FTOCT P 8.691-2010. B zip-
NAKEeT NOMELLLEH APAAKOH M MACMOPT IK3IEMMAIPA
CO.

Cnoco6 onpeAeAeHus METPOAOTrMYECKHUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
QTTECTOBOHHOE 3HAYEHME CTAHAQPTHOrO 0bpa3Ld
YCTOHOBAEHO MO  PE3YALTATAM  M3MEPEHUM,
MOAYYEHHBIM  C  MPUMEHEHMEM OATTECTOBAHHOM
METOAMKU U3MEPEHMUI.

MeToAMuKM (MeToAbl) U3IMEPEHHUH, NPUMEHEHHbIe
npu YCTQHOBAEHUMU MEeTPOAOTH4ECKHUX
XAPAKTEPUCTUK CTAHACGPTHOro obpasua:

MBU-MCO-010 «MeToAMKO M3MEPEHUMN MACCOBOM
AOAU OCHOBHOIO BELLLECTBA PAPMAKOAOTMHECKM
OKTMBHbIX U BCMOMOTQATEABHBIX BELLLECTB' METOAOM

KMCAOTHO-OCHOBHOMO  TUTPOBAHMS B BOAHOM U
BOAHO-CMMPTOBOM CpeAe» (CBMAETEALCTBO 00
aTTeCTaUMMU METOAMKM M3IMEPEHMM

Ne 253.0072/RA.RU.311866/2022).

YTBEpXAEHHE O MPOCAEXUBAEMOCTH:

MpOCAEXMBAEMOCTb . ATTECTOBAOHHOIO 3HAYEHMS K
€AMHMLE BEAMYMHBI «MACCOBQS AOAS
KOMMOHEHTA, BOCMPOM3BOAMMOM 21176
FOCYAQPCTBEHHBIM MEPBUYHBIM STAAOHOM EAMHMLL
MOCCOBOM  (MOASPHOM,  ATOMHOM)  AOAM U
MACCOBOM (MoAspHOM) KOHLLEHTPALMM
KOMMOHEHTOB B XXMAKMX M TBEPAbIX BELLLECTBAX M

MOTEPUAACX Ha OCHOBE KYAOHOMETPUM,
obecneyeHa MPOBEAEHUNEM M3MEPEHMI
MOCCOBOM  AOAM  OCHOBHOTO BELLECTBA MO
ATTECTOBAHHOM METOAMKE M3IMEPEHUN,
NPEAYCMATPUBAIOLLLEM MPEUMEHEHME
CTAHAQPTHOro 06pasLa c YCTAOHOBAEHHOM

NpoCcAeEXmMBaeMocCTbio — TCO 2216-81.

AONOAHUTEAbHbIE CBEAEHUS

Pe3yAbTaTbl M3MEPEHUM, MOAYYEHHBIE B PAMKOX
MOATBEPXAEHMA ATTECTOBAHHOIO 3HAYEHMA:

- NoTepPs MACCHI NPU BbicyLLMBAHUM — 0,03 %;

- MOCCOBON AOAS POACTBEHHbIX Mpumecen — 0,05%.
MOAAMHHOCTE MATEPUAAQ CTAHAQPTHOTO OBPA3LLT
NOATBEPXKAEHA METOACMMU:

- UK-cnektpomeTtpum: MK-Pypbe CNekTpomeTp C
MPUCTOBKOM AAS HOPYLLEHHOTO MOAHOTO BHYTPEHHErO
OTPAXKEHMS

CTAHAQPTHBIM 0BPa3eL, COCTABA NAMNABEPUHA TMAPOXAOPUAC
(M33-130)

CepTMAMLMPOBAHHBIM CTAHACPTHBIM 0BpaseL,

[CO 12442-2024

Naptna Ne

Mpown3ssoanTEAb: PIYT «(MOCKOBCKMIA SHAOKPUHHDBIM 3GBOA»

IOpuamieckuin aapec: 109052, r.Mocksa, yA.HOBOXOXAOBCKQAS, A.25, CTp.1

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

+7(495) 234-61-92

Peaakums: 01
ctp. 1uz?2

ru-rs@endopharm.ru
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MHCTPYKLMSA NO NPUMMEHEHMUIO

O6wme yKasaHus:

Mou  mcnoAb3oBaHMM CO B KOAMYECTBEHHOM
XMMMYECKOM QHOAM3E, ATTECTOBAHHOE 3HAYEHME
MCMNOAB3YETCS «KAK €CTb).

MNepeA MCNOAb3OBAHMEM CTAHAQPTHOrO o6pa3Ld
HEOBXOAMMO npoBepPUTb KOMMAEKTHOCTb,
YNQAKOBKY, HOAMYME MAPKMPOBKM U STUKETKMU MyTEM
BHELLIHErO OCMOTPA. YMOKOBKA CTAHAQPTHOrO
obpa3La AOAKHA ObiTb FEPMETUYHOM U HE UMETH
MOBPEXAEHMN. [PU MOBPEXKAEHMU YNAKOBKM MAM
OTCYTCTBUM DTUKETKM U MOAPKMPOBKM CTAHACQPTHBIM
obpaseL, He MOXET BbITb MCMOAb30OBAH.
CTaHAQPTHBIM 0Bpa3eLl, MOXET OblTb MCMOAb3OBAH
AN MAEHTUADUKALMKM NAMABEPUHA TMAPOXAOPUAJ,
BXOAALLLETO B COCTOB AEKAPCTBEHHbIX CPEACTB M

MOTEPUAAOB.
AAS MPEAOTBPALLLEHMA MOTAOLLLEHMA MATEPUAAOM
CO BAGMM M3 BO3AYXA HEODXOAMMO MNeEPEA

BCKPBLITMEM BbIAEPXATh CPAAKOH FAPKM KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAAKOH CO CTAOHAQPTHbBIM OBPA3LLOM BCKPbIBAKOT
HENOCPEACTBEHHO NMEPEA MCMOAB3OBAHUEM.

He rapaHTMpyeTcs COXpPaHEHUE METPOAOTMHECKMX
XAPAKTEPUCTHK 3K3EMMAIPA CO npu:

- HOPYLUEHUM LLEAOCTHOCTU YAAKOBKM;

- MOBTOPHOM MCMOAb3OBAHUM;

- UCTEKLLIEM CPOKE TOAHOCTY.

AQHHbIA - CTAHAGPTHbIA oO6pasel, He sBAfETCSH
A€KAPCTBEHHbIM CPEACTBOM U HE MpPeAHA3HA4YeH
AASl ynoTpebGaeHus YeAoBeKOM. CTAHAQPTHbIA
obpasel, NPeAHA3HA4YeH AAf MAEeHTUdukauum,
KAAMOGPOBKM U KOAMYECTBEHHOIO oONnpeAeAeHuUs
QHOAMTOB in vilro B AQHAAUMTMHECKMX M HAYYHO-
MCCAEAOBATEAbCKUX LLEASIX.

nOpFIAOK npUMeHeHuUs: npumeHeHmne
OCYLLLECTBAAETCA B COOTBETCTBMM C MOAOXKEHUNAMM
HOPMATUBHbBLIX AOKYMEHTOB, METOAMK M3MepeHM§I,

MPOLLEAYP  KOHTPOAS  TOYHOCTM  PE3YALTATOB
U3MEPEHUM, M3AOXKEHHbIX B METOAMKAX
mamepeHun.  [PUroToBAEHME  TPAAYMPOBOYHbIX
PACTBOPOB  MPOBOAIT B COOTBETCTBMM  C
MOAOXKEHMAMM MPUMEHIEMbIX METOAMK
U3MEPEHUM.

Mocae BCKPbITHSA dArakoHa AQAbHelLee
XPOHEHME U NOBTOPHOE WUCMOAb3OBAHME HeE

MOAAEXAT FTQApPAHTUMN.

YcAOBUMA  TPOHCNOPTUPOBOHMA U XPOHEHMUS:
CTOHACPTHBIM  OBPA3eL, AOAXKEH XPAHWUTbCS B
YNAKOBKE M3rOTOBUTEAS, B BEPTUKAABHOM
MOAOXEHUM, OBECMNEYMBAIOLLLEM  MUHUMMUIALMIO
KOHTOKTA MATEPUAAQ CTOHAQPTHOrO obpasua C
MOBEPXHOCTbIO KPbILLKM CJOAOKOHQO, OTAEABHO OT
MPOAYKTOB MUTAHMA, B 3ALLUMLLLEHHOM OT NOMAAAHMA
MPSMbIX COAHEYHbIX AyHEN MmecTe npu
Temneparype (20+5)°C. TpaHcnoptMposaHue CO
MOXET OCYLLLECTBAATLCA AOOBbIM BUAOM
TPAHCMOPTA npm YCAOBMM obecneyeHuns
COXPQAHHOCTM ynakoBkn CO, MpPeAOXPAHSOLLEN
CcO OT  MEXAHUYECKMX  FOBPEXAEHMM "
OMPOKMABIBAHMS, 3ArPAHEHUM, MOMOACHMS BACIU U
KOHTAKTA C ArpeCCMBHbIMM CPEACMM.

Tpe6oBaHus 6€30NacHOCTU: AQHHbINA CTAHAQPTHbIM
obpaseL, HE ABAJETCA AEKAPCTBEHHbIM CPEACTBOM
M HEe  NPEAHA3HOYEeH AA  ynoTpebAeHums
yeanoBekom: [pu pabote CcO CTAHAQPTHbIM
OBPA3LOM  HEOBXOAMMO TMPUMEHITE CPEACTBA
MHAMBUMAYOABHOM 3ALLLMTEI  OPFraOHOB  AbIXOHUE U
KO>XHbIX MOKPOBOB. MATEPUAA, B3ATbIM AAS QHOAAM3A,
MocCAe M3MepeHl/ll;1 YTUAU3NPYETCA B COOTBETCTBMM

(© Tpe6OBOHVI9IMl/l, YCTAOHOBAEHHbIMM B
ACOOPATOPUM.
KomMnAekT nocTaBku: B Zip—I'IOKeT NMOoOMELLLEH

OACKOH 1 nacnopT akdemnagpa CO.

CpoK AeUCTBUSA YTBEPXXAEHHOIO TUNA
CTAHAQPTHOro ob6pasua Ao 26.02.2029

Mapta Ne 001 NpeACTOBAEHA K YTBEPXKAEHMIO TUMNA
CTAHAQPTHOro ob6pa3sLLa.

AaTta Bbinycka: [1apThs Ne BbiNyLLLEHO

CDPOK rOAHOCTHU: 2 rOAQ

FoAeH Ao:
Ha4YaAbHMK OTAEAQ
MpPOWM3BOACTBA CTAHAQPTHbIX

obpa3uo Pryrn «MockoBCKkmMi
SHAOKpl/IHHbIlZ 30BOAN HULLMOABI, PAMMAMS
M.TT.

AQHHbI NACNIOPT MOXET GbiTb BOCMPOU3BEAEH TOABKO MOAHOCTbHIO, AOBble NYBAMKALIMM MAM YOCTUYHOE

BOCMNPOM3BEAEHUE COAEPXAHMA NACNOPTA BO3MOXHbI TOABKO C TMUCbMEHHOIo paspeLleH1s
npoussoanTeas CO, BbIAGBLLETNO AGHHbIA NACTOPT.

[CO 12442-2024 MapTus Ne
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