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denepansHoe rocyfapcTBEHHOE YHUTapHOe Npeanpuatne

«MOCKOBCKWIA SHAOKPUHHbIMA 3aBoa»

NacnopT

CTOHAQPTHBIM OBpPa3eLL YTBEPXKAEHHOTO TMMNA
FCO 11600-2020 MCO 2291:2021

MNaptra Ne

HaumeHoBOHME CTAHAAQPTHOro o6pasua:
CTAHAQPTHBIM OBpAa3eL, COCTABA AMMUTPUMTUAMHO

rmapoxaopmaa (M33-020)
LD

Homep CAS

549-18-8

MoAeKkyAsipHas macca

313,8696

MoAekyAsipHas cbopMyAa o
C20H23N HCl b,
Xumunyeckoe HasBaHue
3-(10,11-Anrmapo-5H-ambeH30-[a,d]-LMKAOrEeNTEH-5-
MAMAEH)-N,N-AUMETUANPOMNAH-1-OMUH TMAPOXAOPUA

HasHa4yeHue: KOHTPOAb TOYHOCTM  [PE3YALTATOB
M3MEPEHUM U ATTECTALMA METOAMK UIMEPEHUM
MOCCOBOM AOAM AMUTPUMTUAMHA TMAPOXAOPUAC B
AEKAPCTBEHHbIX CPEACTBAX M MATEPUAAAX.
CTOHAQPTHLIM  OBPA3EL, MOXET MCMOAb3OBATHCH
AN

- YCTOHOBAEHMS M KOHTPOAS  CTABMABHOCTM
rPAAYMPOBOYHOM (KaAMBPOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  M3MEPEHUU  MpuU

COOTBETCTBUM  METPOAOTMHECKMX  XAPAKTEPUCTUK
CTAOHACQPTHOrO 0Bpa3sLa TPEBOBAHMIM METOAMKM
U3IMEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUM MPU YCAOBUM
COOTBETCTBUA TPEOOBAHUIM METOAMK KAAMBPOBKM;
- XapaKTepmaLmm CTAHAQPTHbIX 0oBpa3LLOB,
MOTEPUAAOB.

MeTpoAoruiyeckme xapakTepUCTUKU:
ATTECTOBAHHAA XAPAKTEPUCTUKA — MACCOBAS AOAS
OMUTPUOTUAMHA TMADPOXAOPUAQ, %
ATTECTOBOHHOE 3HO4YeHue CO, %
P AHMLBI 3HAYEHMIM OTHOCUTEABHOM
MOrpPEeLUHOCTU ATTECTOBAHHOTO 3HAYEHMS
CO (npu P=0,95), #6 %
3HA4YEHUNE OTHOCUTEABHOM PACLLUMPEHHOM
HEOMPEAEAEHHOCTM ATTECTOBAHHOTO
3Ha4yeHms CO (npm P=0,95, k=2) U, %

OnucaHMe cTaHAApTHOro obpasua: CTOHAQPTHbLIM
obpa3el, MPEACTABASET Ccobon  CcyObCTAHUMIO
AMUTPUMTUAMHA TMAPOXAOPUAQ, BeAbli
KPUCTAAAMYECKMM  MOPOLLOK, PACCOACOBAHHbIM
maccom 100 Mr BO dOACKOH M3 CTEKAQ OObEMOM
10cm3, Cc  OBXMMHBIM  KOAMAYKOM.  PAAKOH
CHOOXEH O3TUKETKOM, MOMELLEH B Zip-MaKeT,
CHOBXEHHbIN STUKETKOM, OOOPMAEHHOM
coraacHo tpebosaHmam TOCT P 8.691-2010. B zip-
MNOKET NMOMELLLEH CPACKOH M MACMOPT 3K3EMMAIPA
CO.

99.9

1.0

1.0

Cnoco6 onpeAeAeHus METPOAOIrM4eCKHUX
XAPAKTEPUCTUK CTAHAGPTHOroO o6pasua:
ATTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO OBpa3LLa
YCTOHOBAEHO MO PE3YAbBTATAM  U3MEPEHMM,
MOAYYEHHBIM  C  MPUMEHEHMEM  ATTECTOBAHHOM
METOAMKU U3MEPEHMUI.

MeToaMukM (MeTOAbI) U3MEPEHUH, NMPUMEHEHHble
npu YCTAHOBAEHMMU MeTPOAOTrMYEeCKHUX
XAPAKTEPUCTUK CTAHAAPTHOrO o6pasua:
MBU-MNCO-7000-009-01  «MeToAMKA  M3MEPEHMUIA
MQOCCOBOM  AOAM  OCHOBHOIO  BELLLECTBA B
OPraHMYECKMX COEAMHEHUIX, METOAOM KMCAOTHO-
OCHOBHOTO  TUTPOBAHMA)  (CBMAETEALCTBO 00
aTTeCcTaLMM METOANKM U3MEPEHMM
Ne253.0084/RA.RU.311866/2020)

YTBEpPXAEHUE O MPOCAEXMBAEMOCTH:
MPOCAEXMBAEMOCTb ATTECTOBAHHOIO  3HAYEHMSs K
EAVMHULLE BEAMYMHBI KMACCOBAS AOAS KOMMOHEHTO,

BOCMPOM3BOAMMON [T 176  TOCYAQPCTBEHHBIM
MEPBMYHBIM  STAAOHOM - E€AMHML,  MOCCOBOM
(MOAIPHOM,  QTOMHOM)  AOAM MU MACCOBOM

(MOAAPHOM) KOHLLEHTPALLMM KOMMOHEHTOB B XXMAKMX
M TBEPABIX BELLLECTBAX M MATEPUAAOX HO OCHOBE
KYAOHOMETPUM, obecneyeHa MPOBEAEHNEM
M3IMEPEHUM MACCOBOM AOAM OCHOBHOIO BELLLECTBA
no QTTECTOBAHHOM METOAMKE M3MEPEHUM,
MPEAYCMATPUBAIOLLLE M NPUMEHEHME
CTAOHAQPTHOrO 0B6pPA3LLa C YCTAHOBAEHHOM
NPOCAEXMBAEMOCTbIO — TCO 2216-81.

AOMNOAHUTEABHbIE CBEAEHUSA

[TOAAMHHOCTb MATEPUAAC CTAHAQPTHOTO 0BPA3LLa
MOATBEPXAEHA METOAOMM:

- UK-cnektpometpumn (UK-Pypbe CnektpomeTp C
MOAHOTO

NPWCTABKOM Y HOPYLLUEHHOro
BHYTPEHHero orpaxxeHus (HMBO))

- BOXX macc-cnektpomeTpmm: TOHAEMHbIN
KBOAPYMOAbHbIM MACC-CMEKTPOMETR, CNOCob
MOHM3ALMM — DAeKTPpocnpen (ESI)

|

CTAHAQPTHBIM OBPa3EL, COCTABA AMMUTPUMTUAMHA TMAPOXAOPUAC
(M33-020)
CepTMdUUMPOBAHHDBIM CTAHACPTHBIM 0BpaseL,

CO 11600-2020 MCO 2291:2021
Naptna Ne

MNpowussoanTeAb: PrYIM «MOCKOBCKMIA SHAOKPUHHBIM 3ABOAN

IOpuramdecknit aspec: 109052, r.Mocksa, yA.HoBoxoxaosckas, A.25, cT1p.1

AApPEC OCyLLLeCTBAEHUS aeaTeAbHOCTM: 111024, r.Mocksa, LW.OHTY3MACTOB, A.23, Kopn.2a
https://endopharm.ru/standard-sample/
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YCAOBMA PErMCTRALMM MACC-CNEKTPA MATEPMAAA

CTOHAQPTHOTO obpasua AMUTPUNTUAMHA
TMAPOXAOPUAQ
NapameTp BeAnynHa
KoAoHka Zorbax Eclipse Pluse C-18
2,Tmm*50mm*1.8um

Temnepatypa 40 °C

TEPMOCTATA KOAOHKM

CKOpOCTb NOTOKA 0,3 MA/MUH

Paza A 0,005M MypaBbUMHAS KMCAOTA

Paza b CHsCN

CO NpU3HAH B KAYECTBE MEXIOCYAQPCTBEHHOIO
CTaHAQpPTHOro obpasua (MCO) peweHnem MIC
oT 14.07.2021 npotokoa Ne 59-2021, BHECEH B
Peectp MCO mnoa Ne 2291:2021 n aonyckaeTtcs K
nEMmeHeHmto 6e3 orpaHmyeHuin B: PecnyBamke

ApmeHus, Pecnybamke beaapych, Pecnybauke
KasaxctaH, Pecnybauke TAAXMKMUCTAH,
Pecnybauke Y306EKUCTAH.

MHCTPYKLUS NO NPUMEHEHMUIO

Ob6uwme yKasaHus:

Mou  urcnoabzoBaHMm CO B KOAMHECTBEHHOM

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

MNepeA MCMOAb3OBOHMEM CTAHAQPTHOrO OBpa3La
HEOBXOAMMO MpPOoBEPUTbL KOMMAEKTHOCTb,
YMAKOBKY, HOAMYME MAPKMPOBKM U STUKETKIM MYTEM
BHELLIHErO OCMOTPA. YMOKOBKA CTAHAQPTHOrO
obpaA3LA AOAKHA OblTb TEPMETUYHOM M HE UMETL
NOBPEXAEHMN. [TOU MOBPEXAEHMMU YNOKOBKM  MAU
OTCYTCTBUM BTUKETKM U MAPKMPOBKM CTAHAQPTHBIM
obpaseL, He MOXeET BblTb MCMOAB3OBAH.
CTaHAQPTHBIM 0Bpa3eLl, MOXET OblTb MCMNOAb3OBAH
AN MAEHTUAOUKALMM AMUTPUNTUAMHC
TMAPOXAOPUAQ, BXOASLLLETO B COCTaB
AEKAPCTBEHHbIX CPEACTB M MATEPUAAOB.

AAS NPEAOTBPALLLEHMS MOTAOLLLEHMS MATEPUAAOM
CO BAQMM M3 BO3AYXA _HEOBXOAMMO - MEPEA
BCKPbITMEM BbIAEPKATb COACGKOH MAPM KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAAKOH CO CTAHAGPTHBIM ODPA3LOM BCKPbLIBAIOT
HEMOCPEACTBEHHO MEPEA MCMOAB3OBOHNEM.

He rapaHtMpyetcd COXPOHEHUE METPOAOTMHYECKMX
XAPAKTEPUCTHK IK3emnAgpa CO npu:

- HOPYLUEHMM LLEAOCTHOCTU YNOAKOBKM;

- MOBTOPHOM MCMOAb3OBAHUM;

- UICTEKLLEM CPOKE FTOAHOCTH.

AQHHbIA CTAHAAQPTHbLIM oO6pasew, He fBAsieTCH
A€KAPCTBEHHbIM CPEACTBOM M HE NMpPeAHAa3HA4eH
AAfl  ynoTpebAaeHus 4YeaoBekoM. CTAHAAPTHbLIA
obpasel, NpeAHA3HA4YeH AA MAEHTUUKALMMK,
KAAMOGPOBKM U KOAUHECTBEHHOIO OMNpeAeAeHus
GHAAMTOB in Vvilro B QHAAMTMHECKMX M HAYYHO-
MCCAEAOBATEAbCKMX LLEASIX.

Mopsaok NPUMEHEHMUS: NpPUMEHEHME
OCYLLIECTBASIETCS B COOTBETCTBUM C TMOAOXKEHMUAMM
HOPMOTUBHBIX AOKYMEHTOB, METOAMK M3MEPEHUM,

MPOLLEAYP  KOHTPOAR  TOYHOCTM  PE3YAbTATOB
U3MEPEHUM, M3AOXKEHHBIX B METOAMKOX
mamepenHur.  [PUTOTOBAEHME  TPOAAYMPOBOYHBIX
PACTBOPOB NPOBOAAT B COOTBETCTBUM c
MOAOXEHUIMM NPUMEHSIEMbIX METOAMK
U3IMEPEHMN.

Mocae BCKPbITUA cdArakoHa AdAbHeWLWwee
XpAHEHME U NOBTOPHOE WMCMOAb3OBAHME He

MOAAEXAT raApaHTUM.

YcAOBUSIT  TPOHCNOPTUPOBAHMA U XPAHEHMSA:
CTaHAQPTHBIM  OBpa3eL, AOAXKEH XPOHUTbCA B
YMNAKOBKe M3rOTOBUTEAA, B BEPTUKAABHOM
MOAOXEHWNM O6eCI'Ie‘1MBO}OLLLMM MUNHNMMN3ALMIO

KOHTOKTA MATEPUOAA CTAHAQPTHOTO. 06pasLa ¢
MOBEPXHOCTbIO  KPbILLKM. JOAQKOHQO, OTAEABHO OT
MPOAYKTOB MUTAHMS, B 3ALLMLLIEHHOM OT MOMAACHMS
MPSMbIX COAHEYHbIX AYHEMN MmecTe npu
Temneparype (20+5)°C. TpaHcrnopTtuposaHue CO
MOXET OCYLLLECTBAATLCS AOOBIM BUAOM
TpaHcnopTa npu YCAOBMM obecneyeHus
COXPAHHOCTM ynakoBkk CO,  NpeAOXPAHSOLLEN
CO OT MEXAHMYECKMX NOBPEXAEHMIM "
OMPOKMABIBAOHMUS, 3ATPAIHEHMI, MOMNAAQHMA BAQTA U
KOHTOKTA C ArPECCUBHBIMM CPEACMM.

Tpe6oBaHus 6e30NAcHOCTU: AQHHbIM CTAHAQPTHbIM
obpa3eL, He ABAJETCS AEKAPCTBEHHbIM CPEACTBOM
M HE NMPEAHA3HAYEH AAS YNIOTPEDAEHUSN HEAOBEKOM.
MNpw pabote CcO CTOHAQPTHbBIM  OBPA3LLOM
HEOBXOAMMO MPUMEHSTb CpeACTBa
MHAMBUAYOABHOM  3QLLIMTBI  KOXKHbIX MOKPOBOB U
OPraHOB AbIXOHMUA. MATEPUAA, B3ATbIM AAS QHOAM3A,
NMOCAE M3MEPEHUM YTUAMIUPYETCS B COOTBETCTBMM

C TPeOOBAHMIMM, YCTAOHOBAEHHBIMM B
Aabopatopum.
KomnAekT nocTaBku: B zip-makeT nomeLleH

dOAAKOH 1 nacnopTt akdemnagpa CO.

Cpok AEUCTBUSA YTBEPXXAEHHOIO
CTAHAQPTHOro obpasua Ao 27.11.2025
Mapta Ne 001 NPEACTABAEHA K YTBEPXAEHUIO TUNA
CTAHAQPTHOrO o6pa3LLa.

AaTa Bbinycka: [MapTrs Ne BbiNyLLLEHO

T™NAa

CpPOK rOAHOCTHU: 2 rOAC

foAeH Ao:

HOYOABHMK OTAEAQ MPOM3BOACTBA
CTOHAQPTHbIX o6pa3LLoB
Py «MOCKOBCKMM SHAOKPUHHbIN

30BOA» MHULMAABI, PAMMAMA

M.,

ACHHBI  NACMOPT  MOXET OBbiTb  BOCMPOMU3BEAEH TOABKO MOAHOCTbIO,  AlOGblE
NyGAUKALMM UAM YACTMHHOE BOCMPOM3BEAESHME COAEPXAHMA MACMOPTA BO3MOXHbI
TOABKO C TMMCbMEHHOMO paspeLleHus npoussoamteAs CO, BbIAGBLLUETO AGHHbIN
nacnopr.
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