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NacnopT

CTOHAQPTHBIM OBpPa3eLL YTBEPXKAEHHOTO TMMNA
rCO 12209-2023 MCO 2931:2023

MNaptma Ne

HaumeHoBAHUE CTAHAAPTHOro o6pasua:
CTaHAQPTHbIM 0Bpa3eLl, COCTABA
STUAMETUATUAPOKCUMUPUAMHA CYKLMHATA
(M33-096)

Homep CAS H
127464-43-1

MoAeKyAsipHbIN BeC CH;
255,267 r/MOAb 7\
MoaekyAsipHas coopMyAa
Ci2H17NOs

Xumunyeckoe HasBaHue

6-METUA-2-DTUANMPUANH-3-OAQ ByTaHAMOAT (1:1)

HO

H H,

HasHayeHue: KOHTPOAb TOYHOCTM PE3IYALTATOB
MIMEPEHMU KM ATTECTALUMS, BAAMAQLMA METOAMK
U3IMEepPEHMM MOCCOBOM AOAU
STUAMETUATUAPOKCUMUPUAMHA CYKUMHOTC B
MOTEPUAAAX M AEKAPCTBEHHbIX CPEACTBOX.
CTOHAQPTHBIM  OBpPA3eL, MOXET MCMOAb3OBATLCH
AAS:

- YCTOHOBAEHMSA M KOHTPOAS  CTABMALHOCTM
rPAAYMPOBOYHOM (kaAMBpOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  M3MEPEHMM  mpH

COOTBETCTBUM  METPOAOTUYECKMX  XAPAKTEPUCTHK
CTAHAQPTHOrO 0BpPA3La TPEOOBAHUIM METOAMKM
U3IMEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUN MPU  YCAOBMM
COOTBETCTBMY TPEBOBAHMIM METOAMK KAAMOPOBKM;
- XapaKTepm3aLmm CTAHAQPTHBIX 0BpPA3LLOB,
MOTEPUAAOB.

MeTpoAoruyeckme XxapakTe pUCTUKMH:
ATTECTOBOHHAS XAPOKTEPUCTUKA = MACCOBAS AOAS
STUAMETUATUAP OKCUMMPUAMHA CYKUMHATA, %

ATTeCTOBAHHOE 3HaYeHme CO, % 99,2

[P OHMLBI 3HOYEHMIM OTHOCUTEABHOM
MOrPELUHOCTM ATTECTOBAHHOIO 3HAYEHMUS 1.0
CO (npu P=0,95), £6 %

3HAYEHUE OTHOCUTEABHOM
PACLUMPEHHOM HEOMPEAEAEHHOCTH

1.0
QATTECTOBAHHOTIO 3HA4YeHMd CO (npwm

P=0,95, k=2) U, %

OnucaHuMe CTAHAQPTHOro o6pasua: CTAHAQPTHbIM
obpasel, MNpPeACTaBAdeT cobor CcyOCTaHUMIO
STUAMETUATUAPOKCUMUPUAMHA CYKLMHATA, BeAblH
MAM TOYTU BeAblt KPUCTOAAMHECKMIM TMOPOLLIOK,
PACdOACOBAHHbLIM maccom 200 mMr BO GOAQKOH U3
CTEKAQ C OOXMMHBIM KOAMAYKOM. PAQKOH U Zip-
NaKeT CHAOXeHbl STUKETKAMM, OCDOPMAEHHBIMM B
cootsetcTteum C Tpebosanmamm FTOCT P 8.691-2010.
B zip-maketr nomeweH dOAGKOH M NACnopT

ak3emnaapa CO.

Cnoco6 onpeAeAeHus METPOAOIrM4eCKHUX
XAPAKTEPUCTUK CTAHAGPTHOro o6pasua:
QATTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO OBpa3La
YCTOHOBAEHO MO  PE3YALTATAM  M3MEPEHUM,
MOAYYEHHbIM  C  MPUMMEHEHMEM OATTECTOBAHHOM
METOAMKU U3IMEPEHUI.

MeToAMKM (METOAbI) U3IMEPEHUH, NMPUMEHEHHbIe
npu YCTAHOBAEHUMU MeTpPOAOIrHMYEeCKUX
XAPAKTEPUCTUK CTAHAAPTHOrO o6pasua:
MBU-MCO-011 MeToAaMKA M3IMEPEHMM MACCOBOM
AOAM OCHOBHOTO BELLECTBA COAPMAKOAOTMHECKM
OKTMBHbIX M BCMOMOFATEAbHbIX BELLLECTB METOAOM
HEBOAHOTIO TUTPOBAHMS, CBMAETEALCTBO
Ne253.0042/RARU.311866/2024.

YTBEepXA€eHHEe O NPOCAEXUBAEMOCTH:

MPOCAEXMBAEMOCTb ~ATTECTOBAHHOIO 3HAYEHUS K
eAMHULE BEAMYUHDI «MACCOBCS AOAS
KOMMOOHEHTAY, BOCMPOM3BOAMMOM a7 176
[OCYAQPCTBEHHBIM MEPBMYHBIM STAAOHOM EAMHUL,
MCOCCOBOM  (MOASPHOM,  QATOMHOM) AOAM U
MOCCOBOM (MOASPHOM) KOHLLEHTPALLMM
KOMMOHEHTOB B >XXMAKMX M TBEPAbIX BELLLECTBAX M
MATEPUAAAX HO OCHOBE KYAOHOMETPUM,
obecneyeHa MPOBEAEHUEM U3MEPEHMM
MOCCOBOM  AOAM  OCHOBHOTO  BELLEeCTBA MO
ATTECTOBAHHOM METOAMKE M3MEPEHMN,
NPEAYCMATPUBAIOLLLEM NPUMEHEHME
CTAHAQPTHOrO  0BpasLa C  YCTOHOBAEHHOM
NPOCAEXMBAEMOCTbIO — TCO 2216-81.

AONOAHUTEAbHbIE CBEAEHMUSA

Pe3yAbTaTbl M3MEPEHUM, MOAYYEHHbIE B PAMKAX
MOATBEPXXAEHMS ATTECTOBAHHOIO 3HAYEHMS:

- noTeps B Macce npu ebicyLUMBaHUM — 0,07 %;

- MACCOBOS AOAS CYAbGOATHOM 30AbI — 0,02 %.
MOAAMHHOCTb MATEPUAAQ CTAHACQPTHOTO 0BPA3LLa
MOATBEPXXAEHO METOAOM:

- K-cnektpomeTtpum
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CUHOHUMBIL: 2-OTUA-b6-METUA-3-TUAPOKCUMMPUAMHC
CYKUMHOT

CTAHAQPTHBIM 0Bpa3eL, COCTaBA
STUAMETUATUAPOKCUMUPUAMHA CYKLMHAT (M33-096)
CepTMdUUMPOBAHHDBIM CTAHAQPTHBIM 0Bpa3eL,

rCO 12209-2023 MCO 2931:2023

Naptna Ne

MpowussoanTeAb: PIYT «MOCKOBCKMIM SHAOKPUHHbIN 3ABOAY

IOpuamkieckuin aapec: 109052, r.Mocksa, BH.TEP.I. MYHULMMAAbHbIM OKPYT
Huxeropoackuit, yA. HoBoxoxaosckas, A.25, c1p.1

AAPEC OCYLLLIECTBAEHMS AeATeAbHOCTM: 111024, r. MOCKBQ, BH.TEP.I. MYHULIMMAAbHbIM
okpyr CokoAamHas fopa, yA. AabopaTtopHas, A.12, cTp. 2

Peaakuums: 01

ctp. 113 2

https://endopharm.ru/standard-sample/




CO MPM3HOH B KAOYECTBE MEXIOCYAQPCTBEHHOIO
cTaHaapTHOro obpasua (MCO) pewenmem MIC
oT 15.12.2023 npoToKoA Ne 64-2023, BHECEH B
Peectp MCO noa Ne 2931:2023 1 aAonyckaetca K
npumeHeHuto ©6e3 orpaHuyeHun B: Pecnybaumke
A3epOanAXAH, Pecnybauke ApmeHuns,
Pecnybamke beaapycbh, Pecnybamke KasaxctaH,
Pecnybauke Y306EKUCTAH.

MHCTPYKLMSA NO NPUMMEHEHMUIO

O6wume yKasaHus:

Moy  mcnoAb3oBaHMM CO B KOAMYECTBEHHOM
XMMMYECKOM QHOAM3E, ATTECTOBAHHOE 3HAYEHME
MCMOAb3YETCS (KAK €CTb).

MNepea MCNOAbB3OBAHMEM CTAHAQPTHOrO OB6pPA3LA
HEOBXOAMMO npoBepUTb KOMMAEKTHOCTb,
YMAKOBKY, HOAMYME MAPKMPOBKM U STUKETKMU MyTEM
BHELLIHErO OCMOTPA. YMOKOBKA CTAHAQPTHOrO
oBpPaA3LA AOAKHA ObITb TEPMETUYHOM N HE UMETH
NOBPEXAEHMN. TIPU NMOBPEXAEHMM YNAKOBKM MAM
OTCYTCTBUM DTUKETKM U MOAPKMPOBKM CTAHACQPTHBIM
obpaseL, He MOXET BblTb MCMOAb30OBAH.

YKQ3QHHOE  HA3HQYEHWE  HE  OfPAHMYMBAET
npumeHeHne CO AAT APYTUX LLEAEM, MPU YCAOBUM
COOTBETCTBMS €70 XAPAKTEPUCTUK TPEOOBAHMIM
APYIUX  U3MEPUTEABbHbIX U METPOAOTUHECKMX
NPOLLeAYP.

CTAHAQPTHBIM 0Bpa3eL, MOXET BblTb MCMOAb3OBAH
AAS MAEHTUADUKALLMM
STUAMETUATUAPOKCUMUPUAMHA CyKLUMHATQ,
BXOAALLLErO B COCTAB AEKAPCTBEHHbIX CPEACTB M

MOTEPUAAOB.
AAS MPOEAOTBPALLLEHMS MOTAOLLLEHMA MATEPUAAOM
CO BAGMM M3  BO3AYXA HEOBXOAMMO = MNeEpPEA

BCKPbITMEM BbIAEPXATb CPAQKOH MPM KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAAKOH CO CTAHAQPTHbIM ODBPA3LLOM BCKPbLIBAOT
HEMOCPEACTBEHHO NEPEA MCMNOAL3OBAHMEM. He
FTAOPAHTUPYETCHS  COXPAOHEHUME  METPOAOTHUHECKMX
XAPAKTEPUCTHK IK3EMMNAIPA CO mpu:

- HOPYLUEHUM LLEAOCTHOCTU YNOKOBKM;

- MOBTOPHOM MUCTMOAb3OBAHMM;

- UCTEKLLEM CPOKE rOAHOCTH.

AQHHbIA CTAHAQPTHbIM o0O6paseL, He sBAdeTCS
A€KAPCTBEHHbIM CPEACTBOM U HE NpeAHd3HAa4YeH
AAS ynoTpebaeHus 4YeAaoBeKOM. CTAHAQPTHbIN
obpasel, NpeAHA3HA4YeH AAfl MAEeHTudukauum,
KAAMOGPOBKM U KOAMYECTBEHHOIO ONpeAeAeHuUs
QHOAMTOB in vVilro B QHAAUTMHECKMX M HAYYHO-
MCCAEAOBATEAbCKMUX LLEASIX.

Mopsaok NPUMEHEeHMUSs: NPUMEHEHME
OCYLLLECTBASETCH B COOTBETCTBMU C MOAOXKEHMAMM
HOPMOTMBHBIX AOKYMEHTOB, METOAMK M3MEPEHMM,

NPOLEAYD  KOHTPOAR  TOYHOCTM  PE3YAbTATOB
M3IMEPEHUH, M3AOXKEHHbIX B METOAMKAX
M3mepeHu.  NPUTOTOBAEHME  TPOAYMPOBOYHbIX
PACTBOPOB  MPOBOAAT B COOTBETCTBUM  C
NOAOXKEHMIMM NPUMEHIEMbIX METOAMK
M3IMEPEHUM.

Mocae BCKpPbITHA dAaakoHa AQAbHEHWLWEee
XPAHEHME U NOBTOPHOE WCMOAb3OBAHME He

MOAAEXAT NApPAHTUM.

YcAOBUA  TPOHCNOPTUPOBOHMUA U XPOHEHMUS:
CTOHAQPTHBIM  OBPA3eL, AOAXKEH XPAHWUTLCS B
YNAKOBKE M3rOTOBMTEAS, B BEPTUKAABHOM
MOAOXEHUM, OOECMNEYMBAIOLLLEM  MUHUMM3ALMIO
KOHTAKTA MATEPUAAQ CTAHAQPTHOTO obpasua C
MOBEPXHOCTbIO KPbILLKM COAQKOHQA, OTAEABHO OT
MPOAYKTOB MUTAHMA, B 3ALLLULLLIEHHOM OT MOMNAAQHMA
MPSMbIX COAHEYHbIX AYHEN MecTe npu
Temneparype (20+5)°C. TpaHcnoptMposaHme CO
MOXET OCYLLLECTBAATLCS AOOBbIM BUAOM
TpaHcnopTa npu YCAOBMM obecneyeHus
COXPQAHHOCTM ynakoBkn CO, NMPeAOXPAHSOLLEN
CcO OT  MEXAHUYECKMX  FOBPEXAEHMM "
OMPOKMABIBAHMS, 3ArPAHEHUM, MOMAACHMS BACIU U
KOHTAKTA C ArpeCCMBHbIMM CPEACMM.

Tpe6oBaHUss 6€30NACHOCTU: AQHHbIM CTOHAQPTHbIM
obpaseL, He ABAAETCA AEKAPCTBEHHbIM CPEACTBOM
M HE  TMPEAHA3HAYEH  AAd  YNOTpebAEeHUs
4eAOBEKOM. [lpu pabote CcO CTAHACPTHbIM
OBPA3LOM = HEOOXOAMMO TMPUMEHITb CPEACTBA
MHAMBUAYOABHOM < 3ALLLMTEI  OPFOHOB  AbIXOHUE U
KOXXHbIX MOKPOBOB. MATEPUAA, B3ITbIM AAS AHAAM3Q,
MOCAE U3MEPEHUM YTUAMMPYETCS B COOTBETCTBMM

(© Tpe6OBOHVI9IMl/I, YCTAHOBAEHHbIMUA B
AQBopaTopUmn.
KomMnAekT nocTaBku: B Zip—I'IOKeT NnoMeLLEeH

OACKOH 1 nacnopT akzemnagpa CO.

CpOK AEIUCTBUA YTBEPXXAEHHOIO THNA
CTAHAQpTHOro obpasua Ao 18.07.2028

Mapta Ne 001 NpeACTABAEHA K YTBEPXXAEHUIO TUMA
CTAOHAQPTHOrO 0BpaA3LLa.

AaTa Bbinycka: [MapTtmg Ne BbinyLLLEHA

CPpOK FOAHOCTH: 2 TOAQ

FfoAeH Ao:

HOYAABHMK OTAEAQ MPOU3BOACTBA

CTOHAQPTHbIX  0Opa3uoB  PrYTI

«MOCKOBCKMIA SHAOKPWHHbBIN

30BOA» MHULLMOABI, PAMUAMSA

M.,

AQHHbIM nacnopt  MOXeT ObITb BOCMpPOM3BEAEH TOAbKO TMOAHOCTbIO, AtOOblE
NyGAMKALMM MAM HYOCTMHHOE BOCMPOM3BEAEHNE COAEPXAHWMA MACMOPTA BO3MOXHbI
TOABKO C MMCbMEHHOTO paspelleHus npoussoantess CO, BbIAGBLLUETO ACQHHbIN
nacnopr.
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