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NacnopT

CTAHAQPTHbIM OBPA3ELL, YTBEPXAEHHOTO TMNA
rCO 12179-2023

MNapTtng Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTaHAQPTHBIM OBpa3eLl, COCTABA COAMETEPOAQ
(caameTtepoaa kcnHadboata) (M33-093)

Homep CAS

94749-08-3 O
MoAekyAspHas macca ) N
603,74 r/MOAb ™~
MoaAekyAapHas cbopmyaa
C25H37NO4-C11HsO3
XuMunyeckoe HasBaHUe
(1RS)-1-[4-TnApOKCH-3-(TMAPOKCUMETUA)DEHUA]-2-
{[6-(4-EHUABYTOKCH)FEKCUA]AAMMHO}STAHOAQ 1-
TMAPOKCUHAAOTAAMH-2-KAPOOKCHUAQT

HasHayeHne: KOHTPOAb  TOYHOCTM
MIMEPEHUM U ATTECTAUMS, BOAMAQLMA  METOAMK
M3IMEPEHUI MQCCOBOM AOAM COAMETEPOAQ
(CaAMETEPOAQ  KCMHADDOATA) B  MATEPUAACX MU
AEKAPCTBEHHbIX CPEACTBAX.

CTQHAQPTHbIM OBPA3EL, MOXET MCMOAB3OBATHCH AAS:

- YCTAHOBAEHMA U KOHTPOAS CTABUABHOCTH
rOAAYMPOBOYHOM (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3IMEPEHUI npwu COOTBETCTBMM
METPOAOTUHECKMX  XAPOKTEPUCTUMK  CTAHAQPTHORO
00pa3La TPEOOBAHUAM METOAMKM U3MEPEHUM;

- KOAMDPOBKM CPEACTB U3MEPEHUMN MPU  YCAOBKMM
COOTBETCTBMA TPEDBOBAHMIM METOAMK KAAMBPOBKM;

- XaQPAKTEPU3ALMM CTAHAQPTHBIX 00pa3LL0B,
MATEPUAAOB.

MeTpOAOFM"IeCKMe XAPAKTepPUCTUKU!

ATTECTOBAHHAS XAPOKTEPUCTUKA — MACCOBAS AOAS
CAAMETEPOAA KCHHadpboaTd, %

PE3yAbTATOB

ATTECTOBOHHOE 3Ha4YeHMe CO, % 99,88

IOAHULLBbI 3HOYEHWIM OTHOCUTEABHOM
NOrpPEeLLIHOCTU ATTECTOBAHHOMO 3HAYEHMUS
CO (npu P=0,95), 6 %

0.44

3HOYEHME OTHOCUTEABHOM PACLLMPEHHOM

HEeOoMNPEAEAEHHOCTU ATTECTOBAHHOO 0,44

3Ha4eHmns CO (npu P=0,95, k=2) U, %

OnucaHnWe CTAHAAQPTHOro o6pasua: CTAHAQPTHbLIM
obpasel, npeacTasBaseTr  cobou CyBCTaHLMIO
COAMETEPOAA KCMHATDOATA, BEAbIM UAM MOHTU BEABIN
MOPOLLOK, PACHACOBAHHbIM maccon 150 mr, BO
OAQKOH M3 CTEKAQ 0BbeMOM 10 CM3, C OBXKMMHBIM
KOAMNQYKOM.  PACKOH M ZIp-NAKET  CHAGXEHbI
3TUKETKAMM, OCOOPMAEHHBIMMU B  COOTBETCTBMU C
TpeboBaHmamm TOCT P 8.691-2010. B zip-naker
MOMELLLEH AOAQKOH M NAacnopT 3k3emnagpa CO.

Cnocob6 onpeAeAeHus METPOAOTMYECKUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
QATTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO 06pa3LA
YCTOHOBAEHO METOAOM MATEPUAABHOrO BAACHCAQ,

C MCMOAB30BAHUEM CDOPMYAbI:
W = 100 — (Wpoacrsentsie + W noreps + Weyasgparroin + Woop)

npumecu BMmacce 30AbI

MeToAMKM (MeTOoAbl) U3IMEPEHUH, NPUMEHEHHbIe
npu YCTQHOBAEHUMU MeTPOAOTH4ECKHUX
XAPAKTEPUCTUK CTAHAAPTHOro obpasua:

W noreps — MBU-NCO-001 «MeToAMKO U3MEPEHUI

BmMmacce
NoTEPU B MACCE MPU BbICYLLMBAHMKM B MpoBaAx

JPAPMAKOAOTUHECKM OKTUBHbIX "
BCMOMOTATEAbLHbIX BELLLECTB
TEPMOTPABUMETPUHECKMAM METOAOMY,

CsumaeteabcTtBo Ne241.0092/RA.RU.311866/2021.

chAbQQQTHoE’ - MBM—HCO‘OO3 ((MeTOAM Ka

30AbI
M3MEPEHMM MACCOBOM AOAM CYAbCDATHOM 30AbI B

npodax ADAPMAKOAOTUHECKM QKTMBHBIX n
BCMOMOTATEAbHbIX BELLLECTB
TEPMOTPABUMETPUHECKUM METOAOMY.

CeuaeteabctBO Ne241.0097/RA.RU.311866/2021.
Woop MBU-NCO-004 «MeToAMKa M3MEPEHUI
MOCCOBBIX  AOAEM _OCTATOYHBIX ~OPTrAHUYECKMX
PACTBOPUTEAEM B MPOBAX GPAPMAKOAOTMHECKHU
OKTMBHbIX 7 BCMOMOTATEAbHbIX BELLLeCTB
XPOMATOrPAGUIECKMM

METOAOMY, CBUAETEABCTBO
Ne241.0113/RA.RU.311866/2021.

w . - - MBU-TICO-005 MeToaMKA  M3MEPEHMUM
MOCCOBOM  AOAM  OCHOBHOTNO  BELLLECTBA B
O APMAKOAOTUYECKM OKTUBHbIX "
BCMOMOIATEABHbIX BELLLECTBAX METOAOM
MOTEPUAABHOTO BaAaHCa, CBMAETEABCTBO
Ne241.0060/RA.RU.311866/2022.

YTBEpXAeHHE O MPOCAEXMBAEMOCTH:
MPOCAEXMBAEMOCTb QATTECTOBAHHOIO 3HAYEHMS K

eAMHULE BEAUYMHDI «MACCOBCS AOAS
KOMMOHEHTAY, BOCMPOU3BOANMOM
FOCYAQPCTBEHHbBIM MEPBUYHBIM STAAOHOM EAMHMLL
MOCCOBOM AOAM, MOCCOBOM (MoAspHON)
KOHLLEHTPALMKM  BOAbI B TBEPAbIX M >KUAKMX
BELLLECTBAX W maTtepuaaax [T 173-2017 wu
FOCYAQPCTBEHHbBIM MEPBUYHBIM STAAOHOM EAMHMLL
MOCCOBOM  (MOASPHOM) AOAM M MOACCOBOM
(MOoAspHON) KOHLLEHTPALLMM OPraHU4ECKMX

KOMMOHEHTOB B >XXMAKMX WM TBEPAbLIX BELLLECTBAX W
MATEPUAAAX HA OCHOBE >KMAKOCTHOM M FA30BOM
XPOMATO-MACC-CMEKTPOMETPMMU  C  M3OTOMHbIM
pa3baBAEHMEM U TpaBumeTpum AT 208-2019,
obecneymBaeTcs NPEUMEHEHUEM CPEACTBA
mamepeHun  «KOMMAEKC — OHAAUTUMHECKMM  AAS
YCTOHOBAEHUS  COAEPXOHMUA  KOMIMOHEHTOB B
dOUPMAKOAOTUYECKM OKTMBHbIX "
BCMOMOTATEAbHbIX BELLLECTBAX), HOMEP B HOMEP B
roc.peectpe 84849-22, peaAM3YIOLLMM METOAOM
MOTEPUAABHOIO ©aAQHCO MO  ATTECTOBAHHOM
METOAMKE MIMEPEHMM.

CTAHAQPTHbIM 06pA3eL, COCTABA CAAMETEPOAT
(caameTtepona kcuHadpoarta) (M33-093)
CepTMdUUMPOBAHHDBIM CTAHACPTHBIM 0BpaseL,
rCO 12179-2023

Naptna Ne

MpowussoanTeAb: PIYT «MOCKOBCKMIM SHAOKPUHHbIN 3ABOAY

IOpuamkieckuin aapec: 109052, r.Mocksad, yA.HOBOXOXAOBCKaAS, A.25, cTp.1

AAPEC OCYLLLECTBAEHUS AedTEAbHOCTM: 111024, r.MOCKBQ, LW.DHTY31ACTOB, A.23, KOpn.2a
https://endopharm.ru/standard-sample/

+7(495) 234-61-92

Peaakums: 01
ctp. 113 2

ru-rs@endopharm.ru



AONOAHUTEAbHbIE CBEASHUS
NMOAAMHHOCTb MATEPUAACQ CTAHAQPTHOIO 0Bpa3La
MOATBEPXKAEHA METOAOM:

- UK-cnektpometpumn  (MK-Pypbe crnektpomeTp C
MPUCTOBKOM AA HOPYLLEHHOMO MOAHOMO BHYTPEHHETO
OTPAXKEHMS)
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- B3XX MACC-CNEKTPOMETPUM: TOHAEMHbIN
KBOAPYMOAbHbIM MACC-CMEKTPOMETP, cnoco6b
MOHM3AUMK — dAekTpocnpen (ESI)

‘
MHCTPYKUMUA NO NPUMEHEHMUIO
O6uLme yKasaHus:

Mou  MCNoAb3oBaHUMM CO B KOAMYECTBEHHOM

XUMMHECKOM  AHAAM3E,
MCMOAB3YETCH «KAK €CTb).
MNepeA WCMOAB3OBOHMEM CTOHAOPTHOIO 0OBpa3La
HEOBXOAMMO MNPOBEPUTE KOMMAEKTHOCTb, YMOKOBKY,
HOAMYUE MAPKMPOBKM M STUKETKM MyTEM BHELLIHETO
OCMOTPA. YNAKOBKA CTAHAOPTHOIO OOPA3LLA AOAXKHA
OblTb TEPMETUHHOM U HE MMETb MOBPEXAEHUM. [TpKn
MOBPEXAEHUMN YNAKOBKM UAM OTCYTCTBMM STUKETKM U
MAPKUPOBKM. CTOHACPTHBIM OBpa3eL, HE MOXET ObITb
MCMOAb3OBAH.

CTAHAQPTHbLIM OBPA3EL, MOXET ObITb MCMOAB3OBAH AAS
UAEHTUAOUKALLMM CAOAMETEPOAC BXOAALLLETO B COCTOB
AEKAPCTBEHHbIX CPEACTB U MATEPUAAOB.

AAS NPEAOTBPALLLEHMS MOTAOLLLEHNS MaTeprarom CO
BAQIM M3 BO3AYXO HEOBXOAMMO MEPEA BCKPLITMEM
BBIAEPXXATh CODAGKOH MPW KOMHATHOM TemnepaTtype
He meHee 30 MUHYT.

PAGKOH CO CTOHAOQPTHBIM OBPA3LLOM  BCKPbLIBAKOT
HEMOCPEACTBEHHO MEpPeA  MCMOAb3OBAHMEM. He
rapaHTMpyeTcs COXPAHEHWE  METPOAOTHMHECKMX
XAPAKTEPUCTUK dK3emnagpa CO npum:

- HOPYLLUEHMU LLEAOCTHOCTU YNAKOBKM;

- MOBTOPHOM MCMOAb30OBAHMM;

ATTeCTOBAHHOE 3HAO4YeHUe

- UCTEKLLIEM CPOKE FOAHOCTM.

AGHHBIM CTAHAAQPTHbIM o06pasew, He sABAdeTCH
AEKAPCTBEHHbIM CPEACTBOM W He MPEeAHA3HAYeH
AAl ynoTpebaeHus 4YeAoBeKOM. CTAHAAPTHbIN
o6Gpasel, TMPEeAHA3HAYEH AAf  MAEHTUCUKALMUM,
KOAMGPOBKM M  KOAMMECTBEHHOIO OMPEAEAEeHMA
CGHAAUTOB in vVilro B AHAAMTHMYECKMX M HAYYHO-
MCCAEAOBATEABCKUX LLEASAX.

Mopsaok NPUMEHEHHUS: nPUMEHeHUe
OCYLLLECTBAIETCS B COOTBETCTBUM C MOAOXKEHUIMM
HOPMOTUBHBIX AOKYMEHTOB, METOAMK M3IMEPEHUN,
npoueayp KOHTPOAS TOYHOCTH PE3YALTATOB
M3MEPEHUM, M3AOXKEHHbBIX B METOAMKOX M3MEPEHUM.
MpPUroToBAEHME rOAAYMPOBOYHbIX PACTBOPOB
MPOBOAST B COOTBETCTBMM  C . MOAOXKEHUIMM
NPUMEHAEMbBIX METOAUK U3MEPEHUN.

MocAe BCKpbITUS OAGKOHA AQAbHENLLEE XPOHEHHUE U
NOBTOPHOE UCMOAB30BAHME HE MOAAEXAT FAPAHTUM.

YcaoBus TPAHCNOPTUPOBAHMSA 7 XPAHEHMUS:
CTaHAQPTHBIM  ODBPA3ELL  AOAKEH XPAHWUTLCH = B
YNAKOBKE M3rOTOBMTEAS, B BEPTUKAABHOM MOAOXEHMM,
obecneymBaloLLLEM MMHUMMU3ALMIO KOHTOKTO
MATEPUAAC CTAHAQPTHOrO OBPA3LLA C MOBEPXHOCTLIO
KPbILLKM JOACKOHA, OTAEAbHO OT MPOAYKTOB MUTAHMS, B
3OLWMLLLEHHOM OT  MOMOACHMA MPSIMbIX COAHEYHbIX

AYHEM MECTE . nNpu  Temneparype (20£5)°C.
TpaHcnopTmpoBaHKe CO MOXET OCYLLLECTBAATLCS
AMOOBIM  BMAOM  TPQHCMOPTA neuv  YCAOBMM
obecneyeHus COXPOHHOCTH YMAKOBKM CO,
MPEAOXPAHAOLLLEN CcO oT MEXAHUNYECKMX
MOBPEXAEHMM U OMPOKMABIBAHWS,  3QTPI3HEHMN,
MOMNAAQHMS. BAQIM WM KOHTOKTA C  QrpPeCCUBHbIMM
CpeAaMU.

Tpeb6oBaHua 6e3onacHocTu: ACQHHbLIM CTOHAQPTHbIN
obpaseL, HE IBAIETCH AEKAPCTBEHHBIM CPEACTBOM M
HE MPEAHO3HAYEH AAS YNOTPEBAEHMS YEAOBEKOM.
Mpu pabote CO  CTAHAOPTHbIM  OBPA3LLOM
HEOBXOAMMO MPUMEHSATb CPEACTBA MHAMBUAYOABHOM
3ALLIMTEI  OPFaHOB  ABIXQHUS UM KOXHbIX MOKPOBOB.
MaTtepran, B3aTbit AAS OHOAM3A, MOCAE U3IMEPEHMUI
YTUAMBMPYETCA B COOTBETCTBMM C TPEOOBAHUAMM,
YCTOHOBAEHHbIMMK B AGBOPATOPUM.

KoMnAekT nocTaBku: B zip-nakeT nomeLleH doAOKOH
m nacnopTt akdemnaapa CO.

CpoOK A€MUCTBUS YTBEPXKAEHHOTO TUNA CTAHAQPTHOIO
o6pasua Ao 08.06.2028

Maptra Ne 001 NPEACTABAEHA K YTBEPXKAEHMUIO TMMNA
CTAHAQPTHOrO 06pasLa.

AaTta Bbinycka: MNapTtmng Ne BbinyLLLEHA
CpOK FOAHOCTH: 2 rOAQ

foAeH Ao:

Ha4YaAbBHMK OTAEAQ MPOM3BOACTBA
CTAHAQPTHBIX OBPA3LLOB

Py «MOCKOBCKMM SHAOKPUHHbIN

30BOAM MHULMAABI, PAMMAMA

M.M.

ACHHBIM  MACMOPT  MOXET GblTb  BOCMPOM3BEAEH TOABKO MOAHOCTHIO, AlOOble
NyGAMKALMM MAM YACTMHHOE BOCMPOM3BEAEHNE COAEPXAHMA NACNOPTA BO3MOXHbI
TOABKO C MMCbMEHHOTO pa3speLleHus npousoanteas CO, BbIAGBLLUETO AQHHbIN
nacnopr.

rCoO 12179-2023 MNapia Ne

CcTp. 213 2



