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NacnopT

CTOHAQPTHBIM OBPA3EL, YTBEPXAEHHOIO TMNA
rCO 11975-2022 MCO 2789:2023

MNapTg Ne

HaumeHoBaHME CTAHAQPTHOro o6pasua:
CTOHAQPTHBIM OBpAa3€eL, COCTaBA
KCMAOMETA3OAMHA TMAPOXAOPMAC (M3D3-053)

Homep CAS

1218-35-5

MoAekyAsspHas macca
280,841 r/MOAb :
MoarekyAspHas coopmMmyAaa
Ci6H24N2- HCI
Xummyeckoe HasBaHue
2-[[4-(1,1-AMMETUADTUA)-2,6-AMMETUACDEHUA]
METUA]-4,5-AUTMAPO-TH-MMMAQ3OAQ TMAPOXAOPUA

& CH,

HasHa4yeHue: KOHTPOAb TOYHOCTM PE3IYALTATOB
MIMEPEHMMU U ATTECTALMA, BAAMAALMA METOAMK
M3MEPEHMM MACCOBOM AOAM KCUMAOMETA3ZOAMHA
TMAPOXAOPUMAQ B MATEPMAAAX U AEKAPCTBEHHbIX
CPEACTBAX.

CTOHAQPRTHBIM OBpPA3eL, MOXET MCMOAb3OBATLCSH
AAS:

- YCTAOHOBAEHMS M KOHTPOAS  CTAOMABHOCTM
rPAAYMPOBOYHOM (KaAMBpPOBOYHOM)
XAPAKTEPUCTUKM  CPEACTB  M3MEPEHMU . MPU

COOTBETCTBUM  METPOAOTUYECKMX XAPOAKTEPUCTUK
CTOHAQPTHOTO 0OBPA3La TPEDOBAHUIM METOAMKM
U3MEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUN MPU YCAOBUM
COOTBETCTBUSA TOEOOBAHUIM METOAMK KAAUOPOBKM.

MeTpoAorunyeckue XxapakTepUCTUKM:

ATTECTOBOHHAS XAPAKTEPUCTUKA — MOACCOBAS AOAS
KCUAOMETA3OAMHA TUAPOXAOPUAD, %

QTTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO 0b6pa3uLd
YCTOHOBAEHO MO  PE3YABTATAM  M3MEPEHMUH,
MOAYYEHHBIM C  TMPUMEHEHMEM OATTECTOBAHHOM
METOAMKM U3MEPEHUI.

MeToAUKM (METOAbI) UIMEPEHUH, NMPUMEHEHHbIe
npu YCTOHOBAEHUH METPOAOIrMYECKUX
XAPAKTEePUCTUK CTAHAAPTHOro obpasua:
MBU-TNICO-011 METOAMKA M3MEPEHUIN MACCOBOM
AOAM OCHOBHOIO BELLECTBA PAPMOAKOAOTMHECKM
OKTMBHBIX M BCMOMOIQTEAbHbIX. BELLLECTB METOAOM
HEBOAHOIO TUTPOBAHMS, CBUAETEABCTBO
Ne 253.0042/RA.RU.311866/2024.

YTBEpXAEHUE O MPOCAEXUBAEMOCTH:

MPOCAEXMBAEMOCTb QTTECTOBAHHOTO 3HAMEHMS K
SYNZGIZIS BEAMHMHBI «MQACCOBQS AOAS
KOMIMOHEHTAN, BOCMPOU3BOAMMOM
3T 176 FOCYyAQPCTBEHHBIM MEPBUYHBIM DTAAOHOM
€AVHML, MACCOBOM (MOASPOHOM, AQTOMHOM) AOAM U
MQCCOBOM (MOoAspHON) KOHLLEHTPALLMM
KOMMOHEHTOB B XKMAKMX W TBEPAbIX BELLECTBAX M

MATEPUAAAX Ha OCHOBE KYAOHOMETPUM,
obecneyeHa . MPOBEAEHMEM  M3MEPEHUM  NO
QATTECTOBAHHOM METOAMKE M3IMEPEHUM,
NPeAyCMATPUBAIOLLLEN NPUMEHEHME
CTAHAQPTHOrO . 0Bpa3La C  YCTAHOBAEHHOM

NPOCAEXMBAEMOCTbIO - [CO 2216-81.

AOMNOAHUTEAbHbIE CBEAEHUSA
FOAAMHHOCTb MOTEPUOAQ CTOHAGPTHOrO 0BpPA3LLa
MOATBEPXAEHA METOACMMU:

- MK-cnektpometpun: UK-Pypbe CNEKTPOMETP C
MPUCTABKOM AAS HAPYLUEHHOTO MOAHOro
BHYTPEHHETO OTPOXKEHMA

ATTEeCTOBAHHOE 3Ha4YeHmne CO, % 99.5

[P AHMLbBI 3HOYEHUM OTHOCUTEABHOM
NOrPELLHOCTM ATTECTOBAHHOTO 3HAYEH MU 1.2
CO (npu P=0,95), +6 %

3HAYEHME OTHOCUTEABHOM PACLUMPEHHOM
HEOMPEAEAEHHOCTMU ATTECTOBAHHOIO 1.2
3Ha4eHus CO (npwm P=0,95, k=2) U, %

OnucaHue CTAHAQPTHOro obpasua: CTOHAQPTHbIM

obpa3el,  NPEeACTaBAIET CcoboM  CyOCTAHLMIO
KCUAOMETA3OAUHA. -~ TMAPOXAOPUAQ, OEABIM  MAU
no4ytTM  BeAbit  KPUCTOAAMMECKMM  MOPOLLIOK,

PACAACOBAHHLIM Maccom 150 Mr BO GOAGKOH M3
ctekaad  obbemom 10 M3 Cc OBXKMMHBIM
KOAMOYKOM. PACKOH M ZIP-NAKET CHABXEHDI
ITUKETKAMM, ODOPMAEHHBIMKM B COOTBETCTBMM C
TpeboBaHmamm TOCT P 8.691-2010. B zip-naket
MOMELLLEH CPAAKOH M nacnopT akdemnaapa CO.

Cnocob6 onpeAeAeHus
XApAaKTepUCTUK

MeTPOAOIrM4eCKux
CTAHAQPTHOro ob6pasua:
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- BaXX MOACC-CMNEKTPOMETPUM: TAHAEMHbIN
KBAAPYMOABHBIM ~ MACC-CMEKTPOMETP,  CMocob
MOHUM3ALMM — DAeKkTpocnpen (ESI)

CTAHAQPTHbIM 0BPA3EL, COCTABA KCUAOMETA3OAMHA
rmaApoxaopuaa (M33-053)
CepTMdOULIMPOBAHHbIM CTAHAQPTHbLIM 0Bpa3seLL
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MNpowussoanTeAb: PrYIM «MOCKOBCKMIA SHAOKPUHHBIM 3ABOAN

lOpuamdeckmin aapec: 109052, r.MoOCKBaA, BH.TEP.I. MYHULMMNOAbHbIM OKPYT
Huxeropoackui, yA. HoBoxoxaosckas, A.25, ctp.1

AAPEC OCYLLLECTBAEHUS AeaTeAbHOCTM: 111024, r. MOCKBQ, BH.TEP.I. MYHULIMMOABHbIN

Peaakuums: 01

ctp. 1m3 2

okpyr CokoanHas Fropa, ya. AabopatopHas, A.12, ctp. 2

MapTtna Ne

https://endopharm.ru/standard-sample/
+7(495) 234-61-92

ru-rs@endopharm.ru



CO MPM3HOH B KAYECTBE MEXIOCYAQPCTBEHHOTO
CTaHAQpPTHOrO ob6pasua (MCO) peweHnem MIC
oT 28.06.2023 npoTokoA Ne 63-2023, BHECEH B
Peectp MCO noa Ne 2789:2023 u aonyckaetca K
npuMeHeHuto 6e3 orpaHu4yeHun B: Pecnybauke

A3enBapAXAH, Pecnybauke ApPMEHMH,
Pecnybamke beaapycbh, Pecnybamke Ka3axcTaH,
Pecnybauke TAAXMKMCTAH, Pecnybaunke
Y30ekncTaH.

UHCTpYKUMS NO NPUMEHEHUIO

O6wme yKasaHus:

Mpu  MCnoAb3oBAHMM CO B KOAMYECTBEHHOM

XMMMUYECKOM QAHAAM3E, ATTECTOBAHHOE 3HAYEHME
MCMOAB3YETCS KKAK €CTb).

MNepea MCNOAbB3OBAHMEM CTAHAQPTHOrO 06pA3La
HEOBXOAMMO nMpoBEPUTbL KOMIMAEKTHOCTb,
YMAKOBKY, HOAMYME MAPKMPOBKM U STUKETKU MyTEM
BHELLHEIO OCMOTPA. YMAKOBKA CTAHACQPTHOMO
oBpPA3LA AOAKHA OblTb TEPMETUYHOM U HE MMETH
noBpexAeHui. Mpu NOBPEXAEHUN YNAKOBKM MAM
OTCYTCTBUM DTUKETKM U MAPKMPOBKM CTAHACPTHbIM
obpaseL, He MOXET ObITb MCMOAb3OBAH.

YKO3QHHOE  HA3HAYEHME  HEe  OrpPAHUYMBAET
npumeHeHne CO AAT APYTUX LLEAEM, MPU YCAOBUM
COOTBETCTBMA €70 XAPAKTEPUCTMK TPEOOBAHMIM
APYTUX  U3MEPUTEABHBIX U METPOAOTMYECKMX
NEOLLEAYP.

CTOHAQPTHBIM 0Bpa3el, MOXET ObiTb MCMOAb3OBAH
AAS MAEHTUAOUKALMM KCUAOMETA3OAMHA
TMAPOXAOPMAQ, BXOAALLLETO B COCTOB
AEKAPCTBEHHbIX CPEACTB 1 MATEPUAAOB.

AAS MPEAOTBPALLLEHMS MOTAOLLLEHUS MATEPUAAOM
CO BAGMM U3 BO3AYXQ HEOOXOAMMO nNepea
BCKPbITMEM BbIAEPXKATE COAAKOH MPU KOMHATHOWM
Temneparype He meHee 30 MUHYT.

PAQKOH CO CTAHAQPTHbIM OBPA3LOM BCKPbIBAKOT
HENOCPEACTBEHHO NEPEA MCMOAB3OBOHUEM.

He rapaHTMpyeTcs COXPAHEHUE METPOAOTHUHECKMX
XAPAKTEPUCTUK aK3eMmAdpa CO npu:

- HOPYLUEHMU LLEAOCTHOCTM YMOKOBKM;

- MOBTOPHOM MCMOAb3OBAHMM;

- UCTEKLLIEM CPOKE TOAHOCTU.

AGHHBIA CTAHAQPTHbLIM oOOpasel, He fABAdeTCH
A€KAPCTBEHHbIM CPEACTBOM M HE NpPeAHAa3HaYeH
AAR  ynoTpebaeHusa  YeaoBeKomM. CTAHAQPTHbIN
o6pasel, MPEAHA3HA4eH AAfl MAEHTUUKALUM,
KAOAMOGPOBKM M KOAMYECTBEHHOIO OMNpPeAeAeHus
aHAAUTOB in vilro B AQHAQAMTUYECKMX U HAYYHO-
MCCAEAOBATEABCKUX LLEASIX.

nOpﬂAOK NMPUMEHEeHUA: npumeHeHune
OCYLLLECTBAAETCA B COOTBETCTBMM C MOAOXEHNAMM
HOPMATUMBHbLIX AOKYMEHTOB, METOAUK M3MepeHl/I12,

NMPOLEAYP KOHTPOOAA TOYHOCTH PE3IYABTATOB
UIMEPEHMM, M3AOXKEHHBIX B METOAMKAX
MIMepPeHmn.  [PUTOTOBAEHME  TPAAYMPOBOYHbIX

PACTBOPOB
MOAOXKEHMAMM
U3IMEPEHMM.

Mocae BCKPbITUSA bAakoHa AJAbHelWwee
XPOHEHUEe U TMOBTOPHOE WUCMOAb3OBAHME He
NOAAEXAT FAPAHTUM.

YcAOBMA  TPAHCNOPTUPOBAHMA U XPOHEHMUS:
CraHAQPTHBIM  OBpa3eL, AOAXKEH XPOHWTLCA B
YNOKOBKE M3rOTOBUTEAS, B BEPTUKAABHOM
MNOAOXEHMM  OBECMNEYMBAIOLLUM  MUHUMUIALMIO
KOHTOKTA MATEPUOAA CTAHAQPTHOTO obpasua C
MOBEPXHOCTbIO KPbILLKM CJOACGKOHO, OTAEABHO OT
MPOAYKTOB MUTAHMSA, B 3ALLIMLLLEHHOM OT MOMNAAQHMS
MPAMbIX COAHEYHbIX Ay4EHN MECTE npu
Temneparype (20+5) °C. TpaHcnoptmpoBaHue CO
MOXET OCYLLLECTBAITHCH AOBDBIM BMAOM
TpAHCnopTa npm YCAOBMM obecneyeHns
COXPAHHOCTM ynakoBkm CO, NpeAOXPAHAOLLEMN
CcO OT  MEXAHUYECKMX MOBPEXAEHMI 2
OMNPOKMABIBAHMS, 3ArPa3HEHMA, NONAACQHMA BAOTU U
KOHTAKTA C ArpPECCMBHBIMU CPEAQMM.

Tpe6oBaHUA 6€30NACHOCTU: ACHHbIM CTAHAOPTHbIN
0Bpa3ELL HE IBAIETCA AEKAPCTBEHHBIM CPEACTBOM
2 He NPEAHO3HAYEH  AAd  YNOTPEDBAEHMUS
yearoBekOM. [lpn pabore CcO CTAHAQPTHbIM
0Bpa3UOM HEOBXOAMMO TMPUMEHITH CPREACTBA
MHAMBUAYQABHOM  3ALLIMTbI  KOXHbIX MOKPOBOB U
OPrAHOB AbIXOHMUA. MATEPUAA, B3ATbIM AA AHOAM3A,
MOCAE U3MEPEHUN YTUAMBMPYETCS B COOTBETCTBMM

NOOBOAAT B COOTBETCTBMU C
MPUMEHAEMbIX METOAMK

c TPEOOBAHMIMM, YCTOHOBAEHHbIMM B
AQBopaTopuUm.
KoMnaekT nocTaBku: B zip-noker nomelleH

AOAGKOH 1 nacnopT akzemnaapa CO.

CpoK AEMCTBUA YTBEPXXAEHHOro TMNA
CTAHAQPTHOro ob6pasua Ao 06.10.2027

Maptma Ne 001 NPEeACTOBAEHA K YTBEPXKAEHMIO TMMNA
CTOHAQPTHOrO OBPA3LLa

AaTa Bbinycka: [Maptmg Ne BbinyLLLEHA

CpPOK FrOAHOCTH: 2 rOAQ

foaeH Ao:

Ha4aAbHMK OTAEAQ
CTAHAQPTU3ALMM U PETUCTP ALK
CTAHAQPTHbIX 0BPA3L,08

PryM «MoCcKkoBCKUM
OHAOKPUHHbIN 30BOAY MHULMAADI, PAMMAMA
M.M.

AQHHBIM  NMACNOPT  MOXeT OblTb  BOCMPOM3BEAEH TOAbKO MOAHOCTbIO, AlOOblE
ﬂy6AVIKOLLI/Il/I MAM HOCTUYHOE BOCMPOM3BEAEHUE COAEPXAHMA MACMNOPTA BO3MOXKHbI
TOABKO C MUCbMEHHOTO paspeLleHns npomn3BoAnTeAs CO, BbIAGBLLETO AQHHbIM
nacnopr.

rCO 11975-2022 MCO 2789:2023 MNapTia Ne

cTp. 2u3 2



