QHOODAPM

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

NacnopT

CTOHAQPTHBIM OBpPa3eLL YTBEPXKAEHHOTO TMMNA
rCO 12195-2023

Naptma Ne

HaumeHoBOHME CTAHAAQPTHOro o6pasua:
CTaHAQPTHBIM OBpAa3EeL, COCTABA XAOPMPOMA3MHA
rMApoxaopmraa (M33-105)

Homep CAS

69-09-0

MoAeKkyAsipHbIN BeC N TN
355,33 Da ! |
MoaekyAsipHas coopMyAaa

Ci7H20ClI2N2S

Xumunyeckoe HasBaHue
2-XA0p-N,N-aAnmeTnAa-10H-coeHoTmasmH-10-
MPEONAHAMMHA TMAPOXAOPUA

HCI
Cl

HasHa4yeHue: KOHTPOAb TOYHOCTM PE3YAbTATOB
M3MEPEHUM U ATTECTALMSA, BAAMAALMA METOAMK
M3MEPEHUM MACCOBOM AOAM  XAOPMNPOMA3MHA
TMAPOXAOPUMAQ B MATEPUAACX U AEKAPCTBEHHbIX
CPEeACTBAX.

CTaHAQPTHBIM  OBpa3eL, MOXET MCMOAb30OBATLCA
AAR:

- YCTOHOBAEHMS M KOHTPOAR  CTABMAbHOCTM
rPAAYMPOBOYHOM (kaAMBpOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  U3IMEPEHWM NP

COOTBETCTBUM  METPOAOTMHECKUX XAPAKTEPUCTMK
CTOHAQPTHOTO 0Bpa3La TPEOOBAHUIM  METOAMKM
U3IMEPEHUM;

- KOAMOPOBKM CPEACTB M3MEPEHUM MPU YCAOBUU
COOTBETCTBMY TPEBOBAHMIM METOAMK KAAMBPOBKM;
- XapaKTepmaLmm CTAHAQPTHbIX obpa3LosB,
MOTEPUAAOB.

MeTpoAoruiyeckme XxapakTepUCTUKU:

ATTECTOBOHHAS XAPAKTEPUCTHMKA — AMAOCCOBOA AOAS
XAORMPOMUA3UNHA TMAPOXAOPUAQ, %

ATTeCcTOBAHHOE 3HaYeHme CO, % 99.9

[P OHMLBI 3HOYEHMIM OTHOCUTEABHOM
MOrPELLUHOCTM ATTECTOBAHHOIO 3HAYEHMS 1,0
CO (npu P=0,95), £6 %

3HAYEHME OTHOCUTEABHOM PACLLMPEHHOM
HEOMNPEAEAEHHOCTM ATTECTOBAHHOIO 1.0
3Ha4eHus CO (npm P=0,95,k=2) U, %

OnucaHMe CTAHAAPTHOro obpasua: CTAHAOPTHbIM
obpa3el, NPEeACTaBAIeT Ccobon  CyBCTAHLMIO
XAOPMPOMA3UHA TMAPOXAOPUAL, BEABIM MAM MOYTH
BeAblt KPUCTOAAMHECKMIM MOPOLLIOK, PA3AAraeTcs
npPwW AEMCTBUKM BO3AYXQ M CBETA, PACHOACOBAHHBIN
maccom 150 mr, BO doAQKOH M3 CTEKAC OObeEMOM
10 cm3, C OOBXMMHBIM  KOAMNQYKOM. PACKOH
CHOOXEH J3TUMKETKOM, TMOMELLEH B  ZIP-MAKET,
CHOOBXEHHbIN STUKETKOM, OPOPMAEHHOM

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

Cnoco6 onpeAeAeHus METPOAOTrMYECKHUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
OnpeaeneHue QATTECTOBAHHOTO 3HAYEHMS

MOACCOBOM AOAM XAOPMPOMA3IMHA TMAPOXAOPUAQ
NPOBOAMAM no PE3YALTATAM M3IMEPEHMM
MACCOBOM AOAM XAOPMPOMA3IMHA TMAPOXAOPUAQ,
MNOAYY4EHHBIM  NO  MBU-NCO-010 «MeToaMKa
M3IMEPEHUIM MACCOBOM AOAM OCHOBHOTO BELLLECTBA
dAPMAKOAOTUHECKM OKTMBHbIX 7
BCMOMOTQATEAbHbIX BELLLECTB METOAOM  KMCAOTHO-
OCHOBHOIO  TUTPOBAHMA B BOAHOM U BOAHO-
CMUPTOBOM CPEAEN.

MeToAMKK (MeToAbl) M3IMEPEHUH, NPUMEHEHHbIe
npu YCTOHOBAEHUMU MEeTPOAOTMYECKUX
XAPAKTEPUCTUK CTAHACPTHOro obpasua:

MBU-FACO-010 «MeToAaMKA M3MEPEHUIA MACCOBOM
AOAU OCHOBHOTFQ BELLLECTBA COAPMOKOAOTUHECKM
OKTMBHbIX M BCMOMOFQATEAbHbIX BELLLECTB METOAOM

KMCAOTHO-OCHOBHOIO  TUTPOBAHWMA B BOAHOM U
BOAHO-CIIMPTOBOM  Cpeae» (CBMAETEALCTBO 00
arrecTaumm METOAMKM U3IMEPEHMM

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

YTBEepXXAEHUE O NPOCAEXUBAEMOCTH:

[MPOCAEXMBAEMOCTb ATTECTOBAHHOIO 3HAYEHMUS K
eAMHULLE BEAMYMHDI «MQACCOBQO AOAS
KOMMOHEHTAY, BOCMPOM3BOAMMOM raT 176
FOCYAQPCTBEHHbIM MEPBUYHBIM STAAOHOM EAMHMLL
MOCCOBOM  (MOAJPHOM,  ATOMHOM)  AOAM U
MQOCCOBOM (MOoAspHON) KOHLLEHTPALLMM
KOMMOHEHTOB B >XMAKMX U TBEPAbIX BELLLECTBOX M
MOTEPUAACX Ha OCHOBE KYAOHOMETPUM,
obecneyeHa NPOBEAEHMEM M3IMEPEHMM
MQOCCOBOM  AOAM  OCHOBHOIO  BELLEeCTBd Mo
QTTECTOBOHHOM METOAMKE M3MEPEHMM,
NPEAYCMATPUBAIOLLLE M NPUMEHEHME
CTAHAQPTHOTO  0oBpasuLa  C  YCTOHOBAEHHOM
MPOCAEXMBAEMOCTbIO — TCO 2216-81.

AOMNOAHUTEABHbIE CBEAEHUSA

Pe3yAbTaTbl  M3MEPEHUM, TMOAYYEHHbIE B
MOATBEP>KAEHMI ATTECTOBAHHOTO 3HAYEHMS:

- NOTEPS MACCHI NMPU BbICYLUMBAHKK — 0,21 %;
- MOCCOBQS AOAS CYAbCDATHOM 30AbI — 0,04 %;
- MAOCCOBQS AOAY POACTBEHHBIX Npumecen — 0,05 %.
NMOAAMHHOCTb MATEPUOAAQ CTAHAQPTHOTO 0Bpa3La
MOATBEPXXAEHO METOACMM:

- UK-cnektpometpun: UK-Pypbe CNeKTPOMeETp C
MPUCTABKOM AAS HAPYLLUEHHOTO MOAHOrO
BHYTPDEHHETO OTPAXEHMS

PAMKAX

CTAHAQPTHBIM 06Pa3eL, COCTABA XAOPMPOMA3NHA
TMAPOXAOPUAC(M3I3-105)

CepTMdUUMPOBAHHDBIM CTAHAQPTHBIM 0Bpa3eL,
rCO 12195-2023

Naptna Ne

Mpow3ssoanTEAb: PIYT «(MOCKOBCKMIM SHAOKPUHHDBIM 3CBOA»

IOpuamkieckuin aapec: 109052, r.Mocksa, yA.HOBOXOXAOBCKAS, A.25, cTp.1

AAPEC OCYLLLECTBAEHUS AedTEABHOCTM: 111024, r.MOCKBQ, LW.DHTY31ACTOB, A.23, KOpn.2a
https://endopharm.ru/standard-sample/
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MHCTPYKLMSA NO NPUMMEHEHMUIO

O6wume yKasaHus:

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

MNepeA MCNOAb3OBAHMEM CTAHAQPTHOrO OB6pA3Ld
HEOBX0AMMO npoBepPUTb KOMMAEKTHOCTb,
YNAKOBKY, HOAMYME MAPKUPOBKM U STUKETKMU MyTEM
BHELLIHErO OCMOTPA. YMOKOBKA CTAHAQPTHOrO
obpa3La AOAKHA ObITb TEPMETUYHOMN N HE UMETH
MOBPEXAEHMN. [PU MOBPEXKAEHMU YNAKOBKM MAM
OTCYTCTBUM STUKETKM U MOAPKMPOBKM CTAHACQPTHBIM
obpaseL, He MOXET BblTb MCMOAb30OBAH.

CTAHAQPTHBIM 0Bpa3el, MOXET OblTb MCMOAb3OBAH
AAS MAEHTUAOMKALMM XAOPMNPOMA3MHA
TMAPOXAOPUMAQ, BXOASLLLETO B COCTAB

AEKAPCTBEHHbIX CPEACTB M MATEPUAAOB.

AAS NPEAOTBPALLLEHMS MOTAOLLLEHUS MOATEPUAAOM
CO BAGMM M3 BO3AYXA HEOBXOAMMO . MEPEA
BCKPBLITMEM BbIAEPXATh CPAAKOH MPKM KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAAKOH CO CTAOHAQPTHbBIM OOPA3LLOM BCKPbIBAIOT
HENOCPEACTBEHHO NMEPEA MCMOAb3OBAHNEM.

He rapaHtMpyeTcs cCOXpaHEHUE METPOAOTMHECKMX
XAPAKTEPUCTMK IK3EMMAIPA CO mpu:

- HOPYLUEHUM LLEAOCTHOCTU YINAKOBKM;

- MOBTOPHOM MCMOAb3OBAHUM;

- UICTEKLLUEM CPOKE rOAHOCTU.

AQHHbIA CTAHAQPTHbIM oO6Gpasel, He sBAAETCS
A€KAPCTBEHHbIM CPEACTBOM M HE MpeAHA3HaYeH
AAS ynoTpebGaeHus 4YeAoBeKOM. CTAHAQPTHbIN
obpasel, NPeAHA3HA4YeH AAf MAEeHTUdukauum,
KOAMGPOBKM M KOAMYECTBEHHOIO ONPEAEAEHUA
QHOAMTOB in vVilro B QHAAUTMHECKMX M HAYYHO-
MCCAEAOBATEAbCKMUX LLEASIX.

nOpﬂAOK NMPUMEeHEeHUA. noMMeHeEHNnEe
OCYLLLECTBAAETCA B COOTBETCTBMM C MOAOXKEHUNAMM
HOPMATUBHbBLIX AOKYMEHTOB, METOAMK M3MepeHM§I,

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

Mocae BCKPbITHSA dArakoHa AQAbHelLee
XPOHEHME U NOBTOPHOE WUCMOAb3OBAHME HeE

MOAAEXAT NApPAHTUM.

YcAOBUA  TPOHCNOPTUPOBOHMUA U XPOHEHMUS:
CTOHAQPTHBIM  OBPA3eL, AOAXKEH XPAHWUTLCS B
yNCaKOBKe M3rOTOBUTEAS, B BEPTUKAABHOM
NOAOXEHUK, OBEeCneynBaIOLLLEM  MMHUMMU3ALMIO

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. TpaHcnoptmposaHne CO
MOXET OCYLLLECTBAATLCA AODbIM BMAOM
TPAHCMOPTA npu YCAOBMMU obecneyeHus
COXPQAHHOCTM ynakoBkn CO, MNpeAOXPAHOLLEN
CcO OT  MEXAHUYECKMX  MOBPEXAEHMM "
OMNPOKHMAbIBAHMA, BOFDHBHGHI/II;I, MONAAQHMA BAQTU U
KOHTAKTA C ArpeCCUBHBIMM CPEAQMM.

TpeboBaHUss 6€30NACHOCTU: AQHHbIM CTAHAQPTHbIM
obpaseL, HE ABAAETCA AEKAPCTBEHHbIM CPEACTBOM
M HE  [MPEAHA3HAYEH  AAd  YNOTpebAeHMUS
yeanoBekoM. [lpu pabore CO - CTAHACPTHbIM
OBPA3LOM  HEOBXOAMMO TMPUMEHITb CPEACTBA
MHAMBUAYOABHOM  30ALLLMTbI  OPFOHOB  AbIXOHUE U
KO>XXHbIX MOKPOBOB. MATEPUAA, B3ATbIM AAS AHAAM3Q,
MOCAE M3MEPEHMMU YTUAMBUPYETCH B COOTBETCTBMM

© Tpe6OBCIHVI9IN\l/I, YCTAHOBAEHHbIMUA B
AQBopaTOpPUM.
KomMnAekT nocTaBku: B Zip—I'IOKeT NMOoOMELLLEH

OACKOH M nacropT ak3emnagpa CO.

CpoK AEMCTBUA YTBEPXXAEHHOIO THNA
CTAHAQpPTHOro o6pasua Ao 30.06.2028

Maptia Ne 001 NpeACTOBAEHA K YTBEPXKAEHMIO TUMNA
CTAOHAQPTHOrO 0BpPA3LLa.

AaTa Bbinycka: [MapTtmg Ne BbinyLLLEHA

CDPOK roAHOCTH: 2 TOAQ

FfroAeH Ao:

HOYOABHMK OTAEAQ NPOW3BOACTBA

CTAHAQPTHbIX 06Pa3LOB PIYTI

«MOCKOBCKMM SHAOKPUMHHbBIM 3ABOA) MHULMOAb], PAMMAMS
M.IT.

AQHHBI NACNOPT MOXET BbiTb BOCMPOW3BEAEH TOABKO MOAHOCTHIO, AOBbIE MNYBAMKALIMM MAM YOCTUYHOE

BOCMNPOM3BEAEHME COAEPXAHWE NACNOPTA BO3MOXHbI TOABKO C MNUCbMEHHOIO paspeLueHns
npowussoamteas CO, BbIAGBLLIETO AQHHBIM NACMOPT.

rCoO 12195-2023 MNaptis Ne

CcTp.2u3 2



