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NacnopT

CTOHAQPTHbIM OBPA3EL, YTBEPXKAEHHOTO TMNA
FCO 12002-2022 MCO 2806:2023

MNaptmsg Ne

HaumeHoBaHWE CTAHAQPTHOro o6pasua:
CTOHAQPTHBIM OBPA3EL, COCTABA KAOHMAMHA
rMapoxAopmaa (M33-051)
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Xumuyeckoe HassaHue

2,6-ANXAOP-N-2-UMUAQ30AMAMHUAMAEHDEH3AMMHA
TMAPOXAOPUA

HCI

HasHayeHue: KOHTPOAb  TOYHOCTM
UIMEPEHUI K  ATTECTALMS, BAAMAOLMSA  METOAMK
M3IMEPEHUM MACCOBOM AOAU KAOHMAMHA
TMAPOXAOPMAC B  MATEPUMAAOX MU AEKAPCTBEHHbIX
CPEACTBAX.

CTOHAQPTHbIM OBPA3eL, MOXET MCMOAB3OBATLCH AAS:
- YCTAHOBAEHMS " KOHTPOAS CTABUABHOCTM
rPAAYMPOBOYHOM (KOAMOPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3IMEPEHUM npwu COOTBETCTBMM
METPOAOTMHECKMX  XAPAKTEPUCTUK  CTAHACPRTHOrO
0bpa3La TPEOOBAHUAM METOAMKMN U3MEPEHUM;

- KOAMOPOBKM CPEACTB M3MEPEHMU MPU  YCAOBUM
COOTBETCTBMS TPEDOOBAHMAM METOAMK KAAMOPOBKM.

PE3yAbTATOB

MeTpoAormyeckmue XapakTepUCTUKH:
ATTECTOBAHHO4 XAPAKTEPUCTUKA — MACCOBAA AOAA
KAOHWAMHA TMAPOXAOPMAQ, %

ATTeCcTOBAHHOE 3HAYeHne CO, % 99.8

MPAHULbI 3HOYEHUI OTHOCUTEABHOM
NOrPEeLLHOCTM ATTECTOBAHHOTO 3HA4YeHus CO 1.0
(Nnpn P=0,95), +6 %

3HOYeHME OTHOCUTEABHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTM ATTECTOBAHHOIO 1.0
3Ha4eHus CO (mpw P=0,95, k=2) U, %

OnucaHWe CTAHAAQPTHOro o6pasua: CTAHAQPTHbLIM
obpasel,  MpeACToBAfeT  cobou CYyBCTAHLMIO
KAOHMAMHAO TMAPOXAOPUAQ, BEABIM KPUCTAAAMYECKMIA
MOPOLLOK, PACHACOBAHHbLIM maccon 200 mr, BO
OAQKOH U3 CTEKAO 06beMOM 10 CM3, C OBXKMMHBIM
KOAMQYKOM. ~PACKOH M  ZIp-NAKET  CHAGXEHDbI
STUKETKAMM, OPOPMAEHHBIMM B  COOTBECTBMU C
Tpebosanmamm TOCT P 8.691 2010. B zip-naket
MOMELLLEH ADAAQKOH M1 NAacnopT ak3emnaapa CO.

Cnocob6 onpeAeAeHus MeTPOAOrMYECKHUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
QTTECTOBAHHOE 3HOYEHWE CTAHAQPTHOrO 0Bpa3LLa
YCTOHOBAEHO no PE3YABTATAM U3MEPEHMH,
MOAYYEHHBIM  C  MPUMEHEHUEM  OTTECTOBOHHOM
METOAMKM U3MEPEHUM.

MeToAMKHN (MeTOADbI) U3BMEPEHUI, MPUMEHEHHbIE NPHU
YCTAQHOBAEHMM METPOAOTMHECKUX XAPAKTEPUCTUK
CTaHAQpTHoro obpasua:
MBM-NCO-7000-004-01

MACCOBOW AOAMU OCHOBHOTO BELLLECTBA B
OPraHUYECKMX COEAMHEHMSX, COAEPXKALLMX
OMMHOTPYMMNY  METOAOM  MOTEHLIMOMETPUYECKOTO
TUTPOBAHMSY, (cBnaeteabctBO 06  arrectaumm
METOAMKM M3MEPEHUM No253.0038/RA.RU.311866/2020).

YTBEpPXAEHME O MPOCAEXMBAEMOCTH:

MPOCAEXMBAEMOCTb QATTECTOBAHHOIO  3HAYEHMS K
€AMHULLE BEAMYMHBI «KMACCOBAS AOAS. KOMMOHEHTAY,
BOCMNPOM3BOAMMOM 3T 176 TOCYAQPCTBEHHBIM
NEPBUYHBIM 3TAAOHOM eAHUL MQCCOBOM
(MOASPHOM, OTOMHOM) AOAM M MACCOBOM (MOASPHOM)
KOHLLEHTPAUMU KOMMOHEHTOB B >KMAKMX U TBEPAbIX
BELLLECTBAX 7 MATEPUAAAX Ha OCHOBe
KYAOHOMETPUM, obecneyeHa MPOBEAEHUEM
M3MEPEHUI no ATTECTOBOHHOM MeToAMKE
M3MEPEHUM,  MPEAYCMATPUBAIOLLIEN MPUMEHEHME
CTAHAQPTHOrO obpasLa C YCTAHOBAEHHOM
MPOCAEXMBAEMOCTbIO - [CO 2216-81.

AOMNOAHUTEAbHbIE CBEAEHMS
MOAAMHHOCTE MATEPUAAC CTAHAQPTHOTO OBPA3LLA
MOATBEPXKAEHO METOAOMM:

- UK-cnektpometpum:  UK-Pypbe crnektpometp cC
APUCTOBKOM AA HOPYLLEHHOIO MOAHOIO BHYTPDEHHETO
OTPOXKEHMS

«MeToamKa UIMEPEHUI
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CTAHAQPTHBIM OBPAa3EL, COCTABA KAOHMAMHA TMAPOXAOPMAC(MI3-051)

Mpow3ssoanTEAb: PIYT «(MOCKOBCKMIA SHAOKPUHHBIM 3GBOA»

CepTMAMLMPOBAHHBIM CTAHACPTHBIM 0BpaseL,
rCO 12002-2022 MCO 2806:2023
Naptns Ne

IOpuamkieckuin aapec: 109052, r.Mocksa, BH.TEP.I. MYHULMMAAbHbIN OKPYT
Hukeropoackmit, ya. HoBoxoxaoBckas, A.25, cTp.1

AAPEC OCYLLLECTBAEHNS AedTeAbHOCTM: 111024, r. MOCKBQ, BH.TEP.I. MYHULMMOAAbHbIN
okpyr CokoamHas fopa, yA. AabopaTtopHas, A.12, cTp. 2
https://endopharm.ru/standard-sample/

+7(495) 234-61-92 ru-rs@endopharm.ru
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YCcAOBMA CHATHS Macc-crnekTpa marepmana

CTAOHAQPTHOrO 06pPAa3LLAa KAOHUMAMHA TMAPOXAOPHAQ
NapameTp BeAnuuHa

KoAoHka Zorbax Eclipse Pluse C-18

2,1mm*50mm*1.8um

TemnepaTtypd KOAOHKM | 40 °C

CKOpOCTb MOTOKA 0.3 MA/MUH

Pa3a A 0,005M MypaBbUMHAS KMCAOTA
Paza b ALLETOHUTPUA

TCO npuW3HOH B KAYECTBE MEXIOCYAQPCTBEHHOIO
CTAHAQpPTHOro obpasua (MCO) pelueHnem MIC ot
28.06.2023 npotokoA Ne 63-2023, BHECEH B Peectp
MCO noa Ne 2806:2023 un aonyckaetrcsd K
NPEUMEHEHMIO bes OTPOHUYEHUI B:
A3epBaMAXKAHCKOM Pecnybaunke, Pecnybauke
Apmenns, Pecnybanke bBeaapych, Pecnybauke
KaszaxctaH, Pecnybamke TaaXMKMUCTOH, Pecny®aunke
Y30eKknCTaH.

CHHOHMMbI: KAOCDEAMH
MHCTPYKUMA NO NPUMEHEHUIO
O6LwHe yKkasaHums:

Mon  MCMOAb3OBOHMM
XMMMYECKOM  QHAAM3E,
MCMOAb3YETCS «KAK ECTb).
MNepeA WCNOAb3OBAHMEM CTAHAQPTHOrO 0B6pa3ua
HEODXOAMMO MPOBEPUTE KOMMAEKTHOCTb, YMCOKOBKY,
HOAMYME MAPKMPOBKM U STUKETKM MYTEM BHELLHETO
OCMOTPA. YNAKOBKA CTAHAQPRTHOTO 0BPA3LA AOAXKHA
ObITb TEPMETUYHOM M HE MMETb MOBPEXAEHUM. [TpK
MOBPEXKAEHUM YINAKOBKM MAM OTCYTCTBUM STUKETKU U
MOPKMPOBKM CTAHACPTHbIM 0Bpa3el HE AMOXET OblTh
MCMOAb3OBCH.

CTAHAQPTHbIM OBPA3EL, MOXET BbITb MCMOAb3OBAH AAS

CO B KOAMYECTBEHHOM
OTTECTOBAHHOE  3HAYEHME

MAEHTUAOMKALMM KAOHUAMHCI TMAPOXAOPUAQ,
BXOAALLLETO B COCTOB AEKOPCTBEHHbIX < CPEACTB M
MATEPUTAOB.

AAS NPEAOTBPALLLEHMA AOTAOLLLEHMI MATEPHAAOM CO
BAQIM M3 BO3AYXQ HEOBXOAMMO MEPEA BCKPbITMEM
BbIAEXXATb COAQKOH MpPUM KOMHATHOM TEMAEPATYPE
He meHee 30 MUHYT.

PAOKOH CO CTAHAOPTHBIM OBPO3LLOM BCKPbLIBAIOT
HEMOCPEACTBEHHO NEPEA MCMNOAb3OBAHNEM.

He rapaHtipyeTcs COXpOaHEHUE METPOAOTUYECKMX
XAPAKTEPUCTUK K3emmagpa CO npu:

- HOPYLUEHMM LLEAOCTHOCTM YNAKOBKM;

- MOBTOPHOM MCMOAb3OBAHMUM;

- UICTEKLLEM CPOKE TOAHOCTH.

AQHHbBIH CTAHAAQPTHbIM oOGpasel, He sABAdeTCS
A€KAPCTBEHHbIM CPEACTBOM U He MPEeAHA3HAYeH
AAS  ynoTpebAeHus 4HeAaoBekoM. CTAHAAPTHbBIN
o6pasel, TMPeAHA3sHA4YeH AAf  MAEHTUUKALMM,
KAQAMBGPOBKM U KOAMHECTBEHHOIO ONpeAeAeHus
AHAAMTOB in Vilro B QHAAMTMYECKMX U HAYYHO-
MCCAEAOBATEABCKUX LLEAAX.

Mopsaok NpPUMEeHeHUs: NPUMEHEHUE
OCYLLLECTBASIETCS B COOTBETCTBMM C MOAOXKEHMUAMM
HOPMATUBHBIX AOKYMEHTOB, METOAMK U3MEPEHUM,
NMPOLLEAYP KOHTPOAS TOYHOCTH PE3YAbTATOB

M3MEPEHUMN, U3AOXKEHHBIX B METOAMKAX M3MEPEHUM.
MNpurotoBaeHMe rPAAYMPOBOYHbIX PACTBOPOB
NPOBOAAT B COOTBETCTBMM  C  MOAOXKEHUIMM
NPUMEHAEMbBIX METOANK U3MEDPEHUN.

NocAe BCKpbITUA CbACIKOHG AQAbHeWLlee XpAaHeHune
NMOBTOPHOE UCMOAB3OBAHNE HE NOAAEXAT rapaHTUU.

YcaoBus TPAHCNOPTUPOBAHMS 7 XPOHEHHUS:
CTOHAQPTHBIM ~ OBpa3EeL,  AOAKEH  XPAHWUTBCH B
YNOKOBKE M3rOTOBUTEAS, B BEPTUKAABHOM MOAOXKEHUM
obecneymBaoLLMM MUHUMM3ALLMIO KOHTOKTQ
MATEPUAAD CTAHAQPRTHOTO OOPA3ZLLA C MOBEPXHOCTHIO
KPbILLKM OACKOHA, OTAEABHO OT MPOAYKTOB MUTAHMUS, B
3ALLMLLEHHOM  OT MOMAAQHMS  TMPSAMbBIX  COAHEYHBIX

AYYEM  MeCcTe npu.  Temnepartype (20£5)°C.
TpaHcnoptmpoBaHMe CO  MOXET OCYLLECTBAATHCS
AMODBIM  BUMAOM  TPAHCHOPTA npy  YCAOBUM
obecneyeHus COXPCOHHOCTH YNAKOBKM CO,
MPEeAOXPAHAOLLLEN CcO oT MEXAHUNYECKMX
MOBPEXAEHUMM U OMNPOKMABIBAHMS,  3ArPa3HEHMH,
MOMAAQHMS  BAQIM <M KOHTOKTA C  QArPECCUBHbIMM
CPEAAMM.

Tpe6oBaHua 6e3onacHocTu: ACHHbLIM CTOHAQPTHbIN
obpaseL, HE 9BAIETCH AEKAPCTBEHHBIM CPEACTBOM M
HE MNPEAHO3HAYEH AAf YNOTPEBAEHMS YEAOBEKOM.
Mpu pabote  CO  CTAHAQPTHbIM  OBPA3LLOM
HEOBXOAMMO MPUMEHATL CPEACTBA MHAMBUAYOABHOM
3ALLUTBI  KOXHbIX TMOKPOBOB M OPFrAHOB  AbIXQHMS.
MaTtepuan, B3aTbIM AAS AHOAM3A, MOCAE M3MEPEHUM
YTUAUZMPYETCA B COOTBETCTBMM C TPEBOBAHUIMM,
YCTAQHOBAEHHbIMM B AQBOPATOPUM.

KoMnAeKkT nocTaBku: B zip-nakeT nomeLleH doAAKOH
m nacnopt akdemnagpa CO.

CpoK AEUCTBUA YTBEPXKAEHHOFO TUNA CTAHAGPTHOrO
o6pasua Ao 11.11.2027
Maptra Ne 001 NPeACTOBAEHA K YTBEPXKAEHMIO TUMA
CTAHAQPTHOTO 0bpa3La

AaTta Bbinycka: MNapTtna Ne BbiNyLLLEHA
CPOK rOAHOCTH: 2 rOAQ

foAeH Ao:

HA4YaAbHMK OTAEAQ MPOM3BOACTBA
CTAHAQPTHBIX OBPA3LLOB

Py «MOCKOBCKMM IHAOKPUHHbIN

30BOAM MHULMAABI, PAMUAMSA

M.

AGHHbH;i nacnopTt Moxet ObITb BOCNPOM3BEAEH TOABKO MOAHOCTbLIO, AOBbIE I'\\/G/\MKclu.lAM AU HOCTUHHOE
BOCMNPOM3BEAEHUE COAEPXAHMA NACNOPTA BO3MOXHbI TOABKO C TMUCbMEHHOIo paspeLleH1s
npoussoanTeas CO, BbIAGBLLETNO AGHHbIA NACTOPT.
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