QHOODAPM

denepansHoe rocyaapcTBEHHOE YHUTapHoe Npeanpusatmie

«MOCKOBCKMI SHOOKPWHHbIW 3aBoa»

NacnopT

CTAHAQPTHbIM OBPA3ELL, YTBEPXAEHHOTO TMNA
rCO 11979-2022 MCO 2793:2023

MNapTtng Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTaHAQPTHBIM ~ OBpa3el, CcocTtaBa  OYyNMBAKAMHA
(6ynmBakaAMHA rmapoxaopuaa) (M33-061)

Homep CAS s
73360-54-0

MoAeKyASPHbIN BEC 0

342,9079 r/MOAb N
MoaeKkyAspHas chopMyAd Lo

CigH2sN20 HCI -H20

Xumuyeckoe HasBaHue HO  Hal
1-ByTHA-N-(2,6-AMMETUATDEHUA)-2-
MUNEPUAMHKAPDOOKCAMMAC TMAPOXAOPUA
MOHOTUAPAT

HasHa4yeHue: KOHTPOAb  TOYHOCTU  PE3YALTATOB
UIMEPEHUIM K ATTECTALMS, BAAMAOLMSA  METOAMK
M3IMepPEHUI MQACCOBOM AOAM OynmMBAKAMHA
TMAPOXAOPMAC B  MATEPUMAAOX M AEKAPCTBEHHbIX
CPEACTBOX.

CTOHAQPTHbIM OBPA3eL, MOXET MCMOAB3OBATLCH AAS:
- YCTOHOBAEHMUS 7 KOHTPOAS CTABUABHOCTU
rPAAYMPOBOYHOM (KOAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3IMEPEHUI npum COOTBETCTBUM
METPOAOTMHECKMX  XAPAKTEPUCTUK  CTAHAQPRTHOrO

00pa3La TPEOOBAHUAM METOAMKM U3MEPEHUM;

- KOAMDPOBKM CPEACTB U3IMEPEHUN TIPU  YCAOBUM
COOTBETCTBUA TPEDBOBAHMIM METOAMK KAAMOPOBKM.
MeTpoAormyeckme xapakTepUCTUKMU:

ATTECTOBAHHAS XAPCOKTEPUCTUKA — MACCOBAS AOAS
OYMMBAKAUHA TMAPOXAOPUAQ, %

AtrecTtoBaHHOE 3HaYeHne CO, % 94,8

MoAHULbI 3HOYEHUIM OTHOCUTEABHOM
NOrPeLLHOCTM ATTIECTOBAHHOTO 3Ha4YeHus CO 1.0
(npn P=0,95), +6 %

3HOYeHWME OTHOCUTEABHOM PACLLMPEHHOM
HEONMPEAEAEHHOCTM ATTECTOBAHHOTO 1.0
3HaveHms CO (mpu P=0,95, k=2) U, %

OnucaHuMe CTAHAAPTHOro o6pasua: CTaHAQPTHbIM
obpasel, MPEACTABASET cobowm cybCcTaHuMIo
B6ynMBAKAMHA TMAPOXAOPUAC MOHOTMAPATA,
©eCLBETHbIE KPUCTAAABI MAM BEABIM MAM NOYTU BEAbIN
KPUCTAAAMYECKMM NOPOLLIOK, PACAOACOBAHHbIM
maccom 100 MF BO PAQKOH M3 CTEKAO OBbLEMOM

MOAYHEHHbIM C nMEOUMMEHEHNEM ATTECTOBOHHOM

METOAMKM UIMEPEHUI.

MeToAMKHN (METOADBI) U3BMEPEHUIN, MPUMEHEHHbIE NPHU
YCTAQHOBAEHMM METPOAOTMHECKUX XAPAKTEPUCTUK
CcTaHAapTHoro o6pasua: MBU-NICO-010 «MeToamka
M3MEPEHUMN MACCOBOM AOAM OCHOBHOIO BELLLECTBA
PAPMAKOAOTUHECKM OKTUBHBIX M BCMOMOTATEAbHbIX
BELLLECTB METOAOM KMCAOTHO-OCHOBHOTO TUTPOBAHMS
B BOAHOWM 1 BOAHO-CMUPTOBOM CPEAE) (CBUAETEABCTBO
lo]e} aTTecTaumm METOAMKM M3IMEPEHUI
Ne 253.0072/RA.RU.311866/2022).

YTBEpXAEHME O NPOCAEXUBAEMOCTHU:
MPOCAEXMBAEMOCTb ATTECTOBAHHOIO 3HAYEHMS K
EAMHULLE BEAMYMHBI (MACCOBAS AOAS KOMMOHEHTA),
Bocnpoussoammom - 3T 176 TOCYAQPCTBEHHbBIM
NEPBUYHBIM 3TAAOHOM EAMHUL, MOCCOBOM
(MOASPHOM;, ATOMHOM) AOAM M MACCOBOM (MOAIPHOM)
KOHLEHTPALMU KOMIMOHEHTOB B XKMAKMX U TBEPAbLIX
BELLLECTBAX U MATEPUAATX Ha OoCHoBe
KYAOHOMETPUMU, obecneyeHa NPOBEAEHUEM
U3IMEPEHMIM MACCOBOW AOAM OCHOBHOIO BELLLECTBA
no QTTECTOBOHHOM METOAMKE U3MEPEHUH,
NPEeAYCMATPUBAIOLLLEN TPUMEHEHME CTAHAOQPTHOTO
0Bpa3LAd C YCTAHOBAEHHOW MPOCAEXMBAEMOCTBIO —
rCO 2216-81

AONOAHUTEAbHbIE CBEASHUSA:
Pe3yAbTOTbl  M3MEPEHMM, MNOAYYEHHbIE B
NOATBEPXKAEHMS ATTECTOBAHHOIO 3HAYEHMS:

- MOTEPS B MACCE MPU BbICYLLUMBAHMK — 5,21 %;
- MOCCOBQS AOAS CYAbJOATHOM 30AbI — 0,05 %;
- MOCCOBAY AOAS MOCTOPOHHUX Npumecen — 0,11 %.
MOAAMHHOCTb MATEPUAAA CTOHAQPTHOrO 06pasLa
MOATBEPXKAEHA METOACMMU:

- UK-cnektpometpumn  (MK-Pypbe cnektpomeTtp cC
NPUCTOBKOM AAS HAPYLLUEHHOrO MOAHOIO BHYTPEHHENO
OTPOXKEHM3)

PAMKAX

(TAHAEMHbBIM

B3XX MOCC-CMEKTPOMETPUM

10 cM3 C OOXKMMHBIM KOAMAYKOM. PACKOH M ZIp-NAKET  KBOAPYMOAbHbIM MACC-CMNEKTPOMETP, cnocob

CHABXEHbI 3TUKETKAMM, OOOPMAEHHBIMM B MOHM3ALMM — dAeKkTpOoCnpen (ESI)

COOTBETCTBMM C TpeGosaHusmu TOCT P 8.6491-2010. B [ e

Zip—l’IOKeT nomeLleH Cb/\OKOH M NACMOPT 3K3EMMAAPA | |

CO. |

Cnoco6 onpeAeAeHus MeTPOAOrM4EeCKHUX

XAPAKTepPUCTUK CTAHAQPTHOroO o6p03u.C|: O |‘

AaTTeCcTtoBaOHHOE 3HA4YeHne CTAHAQPTHOIo O6DO3LLO

YCTAHOBAEHO no PE3YABTATAM M3MepeHl/ll;l, - — e
CTAHAQPTHBLIM 0Opa3eL, COCTABA BYNMBAKAMHA TMAPOXAOPUHAC (MD3-061) MNpowussoanTeab: PrYM «MockoBCKuMit BHAOKDMHI-;M;;I 3‘030./;»”
CepTMdOULMPOBAHHbIM CTAHAQPTHbIN 0BpaseL, IOpuamieckuint aapec: 109052, .MOCKBa, BH.TEP.I. MYHULMMAAbHbIN OKPYT Peaakum: 01
rCO 11979-2022 MCO 2793:2023 Hiuxeropoackuit, ya. HoBoxoxaoBckas, A.25, cTp.1 . crp. 1w 2

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

MapTnsa Ne

okpyr CokoanHas Fropa, ya. AabopatopHas, A.12, c1p. 2

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

+7(495) 234-61-92

ru-rs@endopharm.ru




YCAOBMS  CHSTMS  MACC-CMEKTPA  MATEPUAAC
CTAHAQPTHOrO 06pa3LLA BYNMBAKAMHA TMAPOXAOPUAQ

NapameTp BeAnymHa
KoAoHKka Zorbax Eclipse Pluse C-18
2. 1mm*50mm*1.8um
Temneparypa 40 °C

TEPMOCTATA KOAOHKM
CKOpOCTbh MOTOKA
Paza A 0,005M MmypaBbmHAs K-TQ
Pasa b ALLETOHUTPUA

TCO npu3HOH B KAYECTBE MEXIOCYAQPCTBEHHOIO

CTaHAQpPTHOro obpasua (MCO) pewueHnem MIC ot

28.06.2023 npotokoA Ne 63-2023, BHeCEH B Peectp

MCO noa Ne 2793:2023 wm  aAonyckoerca K

npumeHeHuio ©6e3  orpaHumyeHun B: Pecnybaumke

AszenbapaxaH, Pecnybamke Apmenus, Pecnybaunke

0,3 cMm3/MUH

beaapycbh, Pecnybamke KasaxctaH, Pecnybauke
TaAXMKMCTOH, Pecnybaunke Y36eKMCTaH.

MHCTPYKUUSA NO NPUMEHEHUIO

O6uwme ykasaHus:

Mowm  mcnoab3oBaHMm CO B KOAMYECTBEHHOM
XMMMYECKOM  COHOAM3E, OATTECTOBAHHOE 3HAYEHME

MCMOAb3YETCH «KAK €CTb).

lNepea WCMOAb3OBAHMEM CTAHAQPTHOrO 0O6PA3LA
HEOBXOAMMO MPOBEPUTE KOMMAEKTHOCTb, YMOKOBKY,
HOAMYME MAPKMPOBKM U DTUKETKM MYTEM BHELLIHETO
OCMOTPA. YNAKOBKA CTAHAOPTHOTO OOPA3LLA AOAXHC
ObITb TEPMETUYHOM U HE MMETb MOBPEXAEHUI. pK
MOBPEXAEHUM YMNAKOBKM MAM OTCYTCTBUM DTUKETKM U
MAPKMPOBKM CTOHAQPTHBIM OBpAa3eL, HE MOXET ObITh
MCMOAb3OBQH.

YKQ3aHHOE HO3HA4YeHWe He OrPAHUYMBAET
npumeHeHne CO AAS APYTMX LLEAEW, MAPU. YCAOBUMU
COOTBETCTBMA €0 XOPOKTEPUCTMK  TPEOOBAHMIM
APYTMX M3MEPUTEABHBIX U METPOAOTHHE CKMX
NMEoLLeAYyp.

CTaHAQPTHBLIM OBpPa3eL, MOXET OblTb MCAOAB3OBAH AAS
UAEHTUCOUKALLMM ByNMBAKAMHA TMAPOXAOPUAQ,
BXOAJLLLETO B COCTOB AEKAPCTBEHHLIX CPEACTB M
MOTEPUTAOB.

AAS MPEAOTBPALLLEHUS MOTAOLLLEHUS MmaTepuarom CO
BAQIM M3 BO3AYXA HEOBOXOAMMO MNEPEA BCKPbLITMEM
BbIAEXKATh CODAGKOH MPWM KOMHATHOM TemnepaTtype
He meHee 30 MUHYT.

PACGKOH CO CTOHACQPTHbIM OBPA3LLOM BCKPbIBAKOT
HEMOCPEACTBEHHO TMEPEA MCFOAb3OBAHMEM. He
rapaHTUpyeTCs COXPAHEHWE  METPOAOTMHECKMX
XAPAKTEPUCTHK DK3emnadpa CO npu:

- HOPYLLUEHUU LLEAOCTHOCTM YNAKOBKM;

- MOBTOPHOM MCMOAB3OBAHMM;

- UICTEKLLIEM CPOKE FOAHOCTM.

AQHHbBIH CTAHAAQPTHbIM oO6pasel, He sBAAeTCS
A€KAPCTBEHHbIM CPEACTBOM U HE MNPEeAHAsHa4eH
AAS  ynoTpebAeHus 4YeaoBekoM. CTAHAAPTHbIN
o6pasel, MNPEeAHA3sHA4YeH AAf  MAEHTUUKALUM,
KGAMBPOBKM MU  KOAMHECTBEHHOrO OMnpeAeAeHUs
aHaAuToB in Vvilro B QHAAMTMYECKMX M HAyYHO-
MCCAEAOBATEABCKUX LLEAAX.

Mopsaok NPUMEHEHMUS: NPUMeEHEHUe
OCYLLIECTBASIETCS B COOTBETCTBMM C MOAOXKEHMAMM
HOPMOTMBHBIX AOKYMEHTOB, METOAMK MIMEPEHUM,
npoLLeAyp KOHTPOAS TOYHOCTU PE3YAbTATOB

M3IMEPEHUM, U3AOXKEHHBIX B METOAMKAX M3MEPEHUM.
MpurotoBaeHMe TPAAYMPOBOYHbIX PACTBOPOB
MPOBOAAT B COOTBETCTBMM  C  MOAOXKEHUAMM
NPUMEHAEMbBIX METOAMK M3IMEPEHUN.

Mocae BCKpbITUA PAAKOHO AQAbHEULLEEe XPAHEHHUE U
NOBTOPHOE UCMNOAb3OBAHME HE NOAAEXAT FAPAHTUM.

YcaoBus TPAHCNOPTUPOBAHUSA 7 XPOHEHMUS:
CTaHAQPTHBIM ~ OBpAa3EL,  AOAKEH  XPOHUTLCA B
YNAKOBKE M3rOTOBMTEAS, B BEPTUKAABHOM MOAOXKEHMM,
obecneymBaloLLLEM MUHUMM3ALMIO KOHTOKTQ
MATEPUAAC CTAOHAQPTHOTrO OBPA3LLA C MOBEPXHOCTLIO
KPbILLKM JOACQKOHQ, OTAEABHO OT MPOAYKTOB MUTAHMS, B
3ALWMLLLEHHOM  OT MOMAACHMA - MPAMbIX COAHEYHbIX

AYYEM  MEeCTe  MNpu  Temneparype (20£5)°C.
ToaHcnoptMpoBaHMe CO  MOXET OCYLLECTBAITLCS
AOBBIM  BMAOM  TRPAHCMOPTA npv  YCAOBMM
obecneyeHms COXPAHHOCTH YIMOKOBKM CO,
MPEAOXPAHAOLLLEN CO oT MEXAHMYECKIMX
MOBPEXAEHUMU - U OMPOKUABIBAHWS,  3QTMPI3HEHMN,
MOMCACHMS < BAOTM M  KOHTOKTQ. C  QFPECCMBHBIAMM
cpeAamu.

Tpeb6oBaHua 6esonacHocTu: ACHHbBIM CTOHAQPTHbIN
obpa3seL, HE ABAIETCH AEKAPCTBEHHBIM CPEACTBOM M
HE MPEAHO3HOYEH AAS YNOTPEDAEHMS HEAOBEKOM.
Mpw pabote CO  CTAHAQPTHbIM  OBPA3LLOM
HEOBOXOAMMO MPUMEHATE CPEACTBA MHAMBUAYQABHOM
30QLLMTEI OPTOHOB. AbIXOHMA M KOXHbIX MOKPOBOB.
MaTtepuan, B3aTbIM AAS AHOAM3A, MOCAE M3MEPEHUM
YTUAMIMPYETCHY B COOTBETCTBUM C  TPEOOBAHMAMM,
YCTOHOBAEHHbIMM B AGBOPATOPUM.

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

CpOK A€UCTBUS YTBEPXKAEHHOTO TUNA CTAHAQPTHOrO
obpasua Ao 06.10.2027

Maptna Ne 001 NpPeACTOBAEHA K YTBEPXAEHMIO TUMA
CTAHAQPTHOrO obpasua.

AaTta Bbinycka: MNapTtna Ne BbiNyLLLEHA

CpOK roAHOCTU: 2 roAQ

foAeH AO:

Ha4YaAbHMK OTAEAQ MPOM3BOACTBA
CTAHACPTHBIX OBPA3LLOB
PIrYM «MOCKOBCKMA SHAOKPUHHbBIM

30BOAY MHULMAABI, PAMUAMSA

M.T.

AGHHbH;i nacnopTt Moxer ObITb BOCMNPOM3BEAEH TOABKO NMOAHOCTbIO, AOBbIE H\/6AMKou.MM UAU HOCTUYHOE
BOCMNPOM3BEAEHUE COAEPXAHMA NACNOPTA BO3MOXHbI TOABKO C TMUCbMEHHOIo paspeLleH1s
npoussoanTeas CO, BbIAGBLLETNO AGHHbIA NACTOPT.

rCO 11979-2022 MCO 2793:2023 MNaptma Ne

CcTp.2u3 2



