QHOODAPM
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NacnopT

CTOHAQPTHBIM OBpPa3eLL YTBEPXKAEHHOTO TMMNA
rCO 12213-2023

Naptma Ne

HaumeHoBOHME CTAHAAQPTHOro o6pasua:
CTaHAQPTHBIM OBpAa3EL, COCTABA AEKCAMETA3OHA
(M23-107)

Homep CAS

50-02-2

MoAeKyASIPHbIN BeC
392,46 Da

MoaAekyAsipHas doopMyAa
C22H29FOs

Xumunyeckoe HasBaHue
118.17,21-TpUrnapoKcr-16a-meTna-9-dotopnperHa-
1,4-AneH-3,20-AMoH

HasHa4eHue: KOHTPOAb TOYHOCTM  [PE3YALTATOB
M3MEPEHUM KN ATTECTALMSA, BAAMAALMA METOAMK
M3MEPEHUN MACCOBOM AOAM AEKCOMETA3OHA B
MOTEPUAACX U AEKAPCTBEHHBIX CPEACTBAX.
CTaHAQPTHBIM  OBpa3eL, MOXEeT MCMOAb30OBATLCA
AAR:

- YCTOHOBAEHMS M KOHTPOAR  CTABMABHOCTM
rPAAYMPOBOYHOM (KaAMBPOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  U3MEPEHWM  MNpwm

COOTBETCTBUM  METPOAOTMHECKUX XAPAKTEPUCTMK
CTOHAQPTHOTO 0Bpa3La TPEOOBAHUIM METOAUKMU
U3IMEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUM MPU YCAOBUM
COOTBETCTBMY TPEBOBAHMIM METOAMK KAAMBPOBKM;
- XapaKTepm3aLmm CTOHAQPTHbIX 0Bpa3LLOB,
MOTEPUAAOB.

MeTpoAoruyeckme xapakTepUCTUKH:
ATTECTOBOHHAS XAPAKTEPUCTUKA — MACCOBAS AOAS
AEKCAMETA30HA, %

ATTECTOBAHHOE 3HAYeHWe CO, % 99,78

[P OHMLLBI 3HOYEHMM OTHOCHUTEABHOM
NOrpeLHOCTM ATTECTOBAHHOIO 3HAYEHMS 0,5
CO (mpu P=0,95), £6 %

3HAYEHUE OTHOCUTEABHOM
PACLUMPEHHOM HEOMPEAEAEHHOCTH
QTTECTOBAHHOTO 3HA4YeHusa CO (npu
P=0,95k=2) U, %

0.5

OnucaHMe CTAHAAPTHOro obpasua: CTAHAOPTHbIM

obpasel, MNpPeACTaBAdeT cobor CcyOCTaHUMIO
AEKCOMETA30HA, OeAbld WAM  MOHMTM  BEeAbIM
KPUCTOAAMYECKMM  MOPOLLOK, PACCOACOBAHHbIN

maccom 100 mr, BO doAQKOH M3 CTEKAC OObeEMOM
10 cm3, C OOBXMMHBIM  KOAMNQYKOM. PAAKOH
CHOOXEH 3TUMKETKOM, TMOMELLEH B Zip-MAKET,
CHOBXEHHbIN STUKETKOM, OOOPMAEHHOM
CcoraacHo Tpebosanmam TOCT P 8.691-2010. B zip-

NAKET MOMELLLEH dOACKOH M MACMOPT 3K3EMMAIPA
CO.

Cnoco6 onpeAeAeHus MeTPOAOIrM4EeCKUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
QTTECTOBOHHOE 3HAYEHME CTAHAQPTHOrO 0bpasLd
YCTOHOBAEHO MO  PE3YALTATAM  M3MEPEHUM,
MOAYYEHHBIM  C  MPUMEHEHMEM OATTECTOBAHHOM
METOAMKU U3MEPEHMI.

MeToAMKM (MeTOoAbl) U3IMEPEHUH, NPUMEHEHHbIe
npu YCTAHOBAEHUU METPOAOTMYECKHUX
XApPAKTEPUCTUK CTAHAQPTHOro obpasua:
MBU-MCO-005 METOAMKA M3MEPEHUIN MACCOBOWM
AOAM OCHOBHOTO BELLLECTBA B PAPMAKOAOTMHECKM
OKTMBHbIX U BCMOMOFQTEAbHbIX BELLLeCTBAX
METOAOM MATEPUAABHOTO BaAaHCQ,
CenaeTenbcTBO Ne241.0060/RA.RU.311866/2022.

YTBEpPXAEHUE O NPOCAEXUBAEMOCTH:
MNPOCAEXMBAEMOCTb ATTECTOBAHHOIO 3HAYEHMUS K
SAMHULLE BEAMYMHBI (MACCOBASN AOAS KOMMOHEHTON
BOCMPOMU3BOAMMOM . DT 173 roCyAQPCTBEHHbIM
MEPBUYHBIM _STAAOHOM EAMHMLIBI MACCOBOM AOAM,
MQOCCOBOM  (MOASIPHOM) KOHLEHTPALMKM BOAbI B
TBEPAbBIX U XMAKUX BELLLECTBAX U MATEPUAAAX 1 [T
208 roCyAQpPCTBEHHLIM  MEPBUYHBIM  DTOAOHOM
€AMHUL, /MACCOBOM AOAM, MOACCOBOM (MOAAPHOM)
KOHLLEHTPALUMM  OPraHMYECKMX KOMIMOHEHTOB B
KUMAKMX U TBEPABIX BELLLECTBAX U MATEPUMAAOX HA
OCHOBE XMAKOCTHOM M TFA30BOM XPOMATO-MACC-
CNEKTPOMETPUU C M3OTOMHBIM PA3ZDABAEHNEM U
rPABMMETPUM, obecneyeHa MPUMEHEHMEM
MOBEPEHHOIO CPEACTBA M3MEpPEHUM «KOMMAEKC
OHAAUTUHECKUM AAS  YCTOHOBAEHMS COAEPXKAHMUS
KOMMOHEHTOB B CDAPMAKOAOTMHECKM CAKTUBHBIX W
BCMOMOTATEAbHbIX BELLLECTBAXY, HOMEP B
roc. peecrtpe 84849-22, peaAM3yIOLLMM METOA
MATEPUAABHOTO OAAQHCO MO  ATTECTOBAHHOM
METOAMKE MIMEPEHNI.

AOMNOAHUTEAbHbIE CBEAEHMS

MOAAMHHOCTE MATEPUAAQ CTAHAQPTHOTO OBPA3LLa
MOATBEPXKAEHO METOAOMM:

- UK-cnektpometpum:  UK-Pypbe crnektpometp cC
NPUCTOBKOM AA HOPYLLEHHOIO MOAHOIO BHYTPEHHETO
OTPAXEHMS

CTOHAQPTHBLIM 0Opa3eL, COCTABA AekcameTasoHa (M3D3-107)
CepTMAUMLIMPOBAHHBIM CTAHACPTHBIM 06paseL,
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IOpuamkieckuin aapec: 109052, r.Mocksa, yA.HOBOXOXAOBCKaAS, 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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- BOXX macc-cnekTpomMeTpmm: TAHAEMHbIM
KBOAPYMOAbHbIM MACC-CNEKTPOMETP, CNOCcob
MOHM3AUMK — DAeKTpocnpen (ESI)
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MHCTPYKLUUSA NO NPUMEHEHMUIO

O6uwme yKasaHus:

Mo mncnoab3oBaHMM CO B KOAMYECTBEHHOM
XMMMUYECKOM QHAAM3E, ATTECTOBAHHOE 3HAYEHME
MCMOAb3YETCS (KAK €CTb).

MNepeaA MCNOAb3OBAHMEM CTAHAQPTHOrO /06pasLd
HEOBXOAMMO npoBEPUTb KOMIAEKTHOCTb,
YNAKOBKY, HOAMYME MAPKMUPOBKM U STUKETKM MyTEM
BHELLHErO OCMOTPA. YMNAKOBKA CTAHAQPTHOrO
obpa3La AOAXKHA ObiTb FEPMETHUHHOM U HE UMETH
NOBPEXAEHMN. T1IPU MOBPEXKAEHMMU YNAKOBKM MAM
OTCYTCTBUM DTUKETKM U MAPKMPOBKM CTAHAQPTHBIN
obpaseL, He MOXET ObiTh MCMOAb3OBAH.
CTaHAQPTHBIM OOPAa3eL, MOXET ObITb MCMOAL3OBAH
AAS MAEHTUAOUKALLMM AEKCOAMETA3OHA, BXOAALLLETO
B COCTAB AEKAPCTBEHHBIX CPEACTB M MATEPUAAOB.
AAS MPOEAOTBPALLLEHMS MOTAOLLLEHMA MATEPUAAOM
CO BAGQMM. M3 BO3AYXA HEOBXOAMMO nNepea
BCKPbITMEM BbIAEXATh COAQKOH MPUM KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAAKOH CO CTAHAQPTHbBIM OBPA3LLOM BCKPbIBAKOT
HEMOCPEACTBEHHO NMEPEA MCMOAb3OBAHUEM.

He rapaHTMpyeTcs COXPAHEHNE METPOAOTUHECKMX
XAPAKTEPUCTMK K3emnagpa CO npu:

- HOPYLUEHMM LLEAOCTHOCTU YNAKOBKM;

- MOBTOPHOM MCMOAb3OBAHUM;

- UICTEKLLIEM CPOKE FOAHOCTH.

AGHHbBIH CTAQHAQPTHbIM o06Gpasel, He fABAfeTCSH
A€KAPCTBEHHbIM CPEACTBOM M He NMpeAHa3Ha4eH
AAfl  ynoTpebAeHus 4YeAoBeKOM. CTAHAQPTHbIA
obpasel, NpeAHA3HA4YeH AAfl MAEeHTUdukauum,

KAAMOBPOBKM U KOAUHECTBEHHOIO ONpeAeAeHuUs
GHAAMTOB in vilro B QHAAUMTUHECKMX M HAYYHO-
MCCAEAOBATEAbCKUX LLEASIX.

Mopsaaok NPUMEHEeHMUs: NnpUMeHeHme
OCYLLIECTBAIETCS B COOTBETCTBMM C MOAOXKEHUIMM
HOPMUOTUBHBIX AOKYMEHTOB, METOAMK M3IMEPEHUN,

MPOLLEAYP  KOHTPOAS  TOYHOCTM  PE3YALTATOB
M3IMEPEHUM, M3AOXKEHHbIX B METOAMKAX
mamepenur.  NPUTOTOBAEHME  TPOAYMPOBOYHbIX
PACTBOPOB  MPOBOAJAT B COOTBETCTBUM C
MOAOXKEHMAMM MPOUMEHSIEMbIX METOAMK
U3MEPEHMM.

Mocae BCKPbITHA doAakoHa AdAbHeHLWwee
XPOHEHME U NOBTOPHOE WUCMOAb3OBAHME He

MOAAEXAT NApPAHTUM.

YCAOBUSS TPAHCNOPTUPOBOHUA WU XPAHEHMUSN:
CTOHAQPTHBIM _OBpPAa3€eLl, AOAKEH XPAHUTbCS B
yMaKOBKE M3FOTOBMTEAS, B BEPTUKAABHOM
MOAOXEHUU, OBECMNEYMBAIOLLEM MUHUMUIALMIO
KOHTOKTA MATEPUAAA CTAOHAAQPTHOIO 0Bpa3La C
MOBEPXHOCTbIO KPbILLKM TJOAOKOHQA, OTAEABHO OT
MPOAYKTOB MUTAHMA, B 3ALLUMLLLEHHOM OT NOMAAQHMS
MPSMbIX COAHEYHbIX AYHEMN MecTe npu
Temneparype (20£5)°C. TpaHcnoptmposaHme CO
MOXET OCYLLIECTBASTLCS AOBBIM BMAOM
TPAHCMOPTA npm YCAOBMM obecneyeHuns
COXPQAHHOCTM ynakoBkn CO, MpeAOXPAHAOLLEN
CcO OT. MEXAHMYECKMX NOBPEXAEHMM n
OMPOKMABIBAHMS, 3ArPI3HEHMM, MOMNAACHMSA BAQMU U
KOHTAKTA C ArpeCCMBHbIMM CPEACMM.

Tpe6oBaHus 6e30nNacHOCTU: AQHHbIM CTOHAQPTHbIM
obpaseL, HE ABAIETCA AEKAPCTBEHHbIM CPEACTBOM
M HE  MPEAHA3HAYEH  AAd  ynoTpebaeHus
yeanoBekom. [pu pabore CO  CTAHAQPTHbIM
oBpPA3LOM  HEOBXOAMMO TMPUMEHITb CPEACTBA
MHAMBUAYOABHOM  30LLLMTbI  OPFrOHOB  AbIXOHUE U
KO>XHbIX MOKPOBOB. MATEPUAA, B3ATbIM AAS QHOAAM3A,
MOCAE M3MEPEHUMN YTUAMBMPYETCH B COOTBETCTBMM

C TPEeOOBAHMIMM, YCTOHOBAEHHbIAMM B
AcBopaTopum.
KoMnAekT nocTaBku: B zip-naker nomeLleH

OACKOH 1 nacnopT akdemnagpa CO.

CpoK AEUCTBUSA YTBEPXXAEHHOIO TUNA
CTAHAQpPTHOro ob6pasua Ao 18.07.2028

MNapTta Ne 001 NpeACTOBAEHA K YTBEPXKAEHMIO TUMNA
CTAOHAQPTHOrO 0BpPA3LLa.

AaTa Bbinycka: [MapTrs Ne BbiNyLLLEHO

CpPOK FrOAHOCTH: 2 rOAQ

foAeH A0

HAYOABHMK OTAEAQ MPOM3BOACTBA
CTOHAQPTHbIX 06pa3L0B PIYT]
«MOCKOBCKMIM SHAOKPUHHbIM
30BOAN MHULLMAABI, PAMMAMSA

M.TT.

AQHHbI NACNIOPT MOXET GbiTb BOCMPOU3BEAEH TOABKO MOAHOCTbIO, AOGble NYBAMKALIMM MAM YOCTUYHOE
BOCMNPOM3BEAEHNE COAECPXAHWA MNACNOPTA  BO3MOXHbI TOABKO C MWMCbMEHHOIO paspeLlleHms
npoussoanTeas CO, BbIAGBLLETNO AGHHbIA NACTNOPT.
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