QHOODAPM

denepansHoe rocyfapcTBEHHOE YHUTapHOe Npeanpuatne

«MOCKOBCKWIA SHOOKPUHHbDbIX 3aBoa»

NacnopT

CTAHAQPTHbIM OBPA3ELL, YTBEPXAEHHOMO TMNA
FCO 11555-2020 MCO 2264:2020

MNapTtng Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTAHAQPTHbIM OBPA3EL, COCTABA APONEPUAOAQ
(M33-008)

Homep CAS

548-73-2 Q
MoAeKyASPHbIN BEC
379,43 0 X
MoaekyAspHas cbopmyAaa w
C22H22FN3O2

Xumuyeckoe HasBaHue
1-[1-[4-(4’-doTopdoerna)-4-okcobyTnal-1,2,3,6-
TETPATMAPONMUPUANA-4]-2-BEH3TMMAQIOAMHOH
HasHa4yeHue: KOHTPOAb  TOYHOCTU  PE3YALTATOB
MIMEPEHMM U ATTECTALMS, BAAMAALMA  METOAMK
M3MEPEHMN  MACCOBOM  AOAM  APOMEPUAOAC B

MATEPUAAAX M AEKAPCTBEHHbIX CPEACTBAX.
CTOHAQPTHbIM OBPA3EL, MOXET MCMNOAb3OBATLCH AAS:

- YCTAHOBAEHMS " KOHTPOAS CTABUMABHOCTM
TPAAYMPOBOYHOM  (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3IMEPEHUM npu COOTBETCTBMM
METPOAOTMHECKMX  XAPOKTEPUCTMK  CTAHACQPTHOrO

0bpa3La TPEBOBAHUAM METOAMKMN U3MEPEHUM;
- KOAMOPOBKM CPEACTB M3MEPEHMMU MPU  YCAOBMUMU
COOTBETCTBMS TPEDOOBAHMUAM METOAMK KOAMBPOBKM.

MeTpoAoruyeckue XxapakTepUCcTUKM:
ATTECTOBAHHQAS XAPAKTEPUCTMKA — MACCOBAA AOAA
Aponepuaoad, %

ATTeCTOBAHHOE 3HaYeHMe CQO, % 99,8

IOAHULLBI 3HOYEHWIM OTHOCUTEABHOM
MOrPEeLLHOCTM ATTECTOBAHHOIO 3HAYeHMua CO 1,0
(npu P=0,95), +6 %

3HOYeHMEe OTHOCUTEABHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTMU ATTECTOBAHHOIO 1.0
3HaveHus CO (npm P=0,95, k=2) U, %

OnucaHne CTAHAAPTHOro ob6pasua: CTOHAOPTHbIN
obpasel npeAcTasAser  cobou cyB6CTaHLUMIO
APOMEPUAOAD, OEABIM  C KOPUYHEBATBIM  OTTEHKOM
MEAKOKPUCTAAAMYECKUIM NMOPOLLOK, PACHACOBAHHbIM
maccomn 100 mr BO doAQKOH M3 CTekaa obbemom 10
CM3 C OBXMMHBIM KOANAYKOM. PACAKOH M Zip-NakeT
CHABXEHbI STUKETKAMM, OPOPMAEHHBIMM B
CcooTBeTCTBMM ¢ TpebdoBaHmamm FTOCT P 8.691-2010. B
ZIP-NMOKET MOMELLLEH CDACKOH M NACMOPT 3K3EMIMAIPA
CO.

Cnoco6 onpeAeAeHus MEeTPOAOrMYEeCKHUX
XAPAKTEPUCTUK CTAHAQPTHOIO o6pasua:
QTTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO 06pas3La
YCTOHOBAEHO no PE3YABTATAM M3IMEPEHMH,
MOAYYEHHBIM  C  MPUMEHEHMEM  ATTECTOBAHHOM
METOAMKU U3MEPEHUM.

MeToAMKN (METOAbI) U3BMEPEHUIN, NPUMEHEHHbIE NpPHU
YCTAQHOBAEHMM METPOAOTMHECKUX XAPAKTEPUCTUK
CcTaHAapTHoro obpasua:
MBM-NCO-7000-004-01

MOCCOBOM AOAM OCHOBHOrIO BELLLEeCTBA B
OPraHUYECKMX COEAMHEHMSIX, COAEPXKALLLMX
OMMHOTPYMMNy  METOAOM  MOTEHLIMOMETPUYECKOTO
TUTPOBAHMSY, (cemaeteabctBO 06  artTectaumMu
METOAMKM M3MEPEHUM No253.0038/RA.RU.311866/2020).

YTBEpPXAEHHE O NPOCAEXUBAEMOCTH:

MPOCAEXMBAEMOCTb OATTECTOBAHHOIO  3HAYEHMS K
EAMHULLE BEAMYMHBI «MACCOBAS AOAS KOMMOHEHTON,
BOCMNPOM3BOAMMOM 21176 [OCyAQpPCTBEHHbBIM
NEPBUYHBIM 3TAAOHOM EANHULL MOCCOBOM
(MOASPHOM, ATOMHOM) AOAM U MACCOBOU (MOASPHOM)
KOHLLEHTPALMM - KOMMOHEHTOB. B XXMAKMX M TBEPAbIX
BELLLECTBAX U MOATEPUAACX HO OCHOBE KYAOHOMETPMM,
obecrneyeHa MNPOBEAEHUEM WIMEPEHUN MOACCOBOM

«Metoamka U3IMEPEHUI

AOAM OCHOBHOIO BELLLECTBA MO  ATTECTOBAHHOM
MeToAMKE U3MEPEHMI, NPEeAYCMATPUBAIOLLLEM
NPUMEHEHME CTAHAQPTHOrO 06pa3La c

YCTOHOBAEHHOM MPOCAEXMBAEMOCTbIO — FTCO 2216-81.

AONOAHUTEAbHbIE CBEAEHMUS

FOAAMHHOCTE MATEPUAAQ CTAHAQPTHOTO 0BPA3LLa
MOATBEPXKAEHA METOACMM:

- UK-cnektpometpumn  (MK-Pypbe cCnektpomeTp ¢
NPUCTOBKOM AAS HOPYLLEHHOTO MOAHOIO BHYTPEHHErO

oTpaxxeHums (HMBO))

- BOXX MOACC-CMNEKTPOMETPUM: TOHAEMHbIN
KBOAPYMOAbHbIM MOACC-CMEKTPOMETP, cnocob
MOHU3ALMM — DAEKTPpOCTPeM (ESI)
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CTAHAQPTHbIM 0BpPa3eLL COCTABA APONepPUAOAa (MD3-008)
CepTMdUUMPOBAHHDBIM CTAHACPTHBIM 0BpaseL,

FCO 11555-2020 MCO 2264:2020

MpowussoanTeAb: PIYT «MOCKOBCKMIM SHAOKPUHHbIN 3ABOAY
IOpuamieckuin aapec: 109052, r.Mocksa, yA.HOBOXOXAOBCKAS, A.25, cTp.1
AApPEC OCYLLLeCTBAEHMS AefTeAbHOCTM: 111024, r.MoCKBa, LL.OHTY3MACTOB, A.23, KOpn.2a

Peaakums: 01
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https://endopharm.ru/standard-sample/

MNaptms Ne +7(495) 234-61-92

ru-rs@endopharm.ru



YCAOBUS PETUCTPALMU MACC-CIEKTPA  AMATEPUAAC
CTAHAQPTHOTO 06pPA3LLA APONEPUAOAD

NapameTp BeAnyuHa
KoaoHka Poroshell 150*2,1 mm, 2,7 MKM
Temnepatypa 22 °C

TEPMOCTATA KOAOHKM
CKOpOCTb NOTOKA
Paza A

Paza b

0,2 cMm3/MUH
0,01% TPy
CH3CN

TCO nNpU3HAH B KAYECTBE MEXIOCYAQPCTBEHHOIO
CTAHAQPTHOTO obpasua (MCO) pelueHnem MIC ot
22.12.2020 npotokoA Ne 58-2020, BHecéH B Peectp

MCO noa Ne 2264:2020 wu aonyckaercd K
npMMeHeHuio 6e3  orpaHuyieHun  B: Pecnybamke
beanapycbh, Pecnybamke KasaxctaH, Pecnybamke
TAAXKMKMCTAH, PecnybAnke Y36eKMCTaH.

UHCTPYKUUSA NO NPUMEHEHMUIO

Ob6uwme yKkasaHus:

Mo mcnoab3zoBaHMm CO B KOAMHECTBEHHOM
XUMMYECKOM  OHOAM3E, ATTECTOBAHHOE 3HAYEHME

MCMOAB3YETCH (KOK ECTbY.
MNepeaA WCMOAb3OBAHMEM CTAHAQPTHOrO 0Bpa3sLa
HEOBXOAMMO MPOBEPUTL KOMMAEKTHOCTb, YMAKOBKY,
HOAMYME MOPKMPOBKM UM STUKETKM MYTEM BHELLHEro
OCMOTPA. YMAKOBKA CTAHAQPTHOTO OBPA3LLA AOAXKHA
ObITb TEPMETUYHOM M HE MMETb MNOBpPEXAEHMM. [pu
MOBPEXAEHUMN YNAKOBKM MAM OTCYTCTBUM IDTUKETKM U
MAPKMPOBKM CTAHAOPTHbLIM OBPA3EL, HE MOXET ObITh
MCMOABb3OBAH.

CTaHAQPTHBLIM 0Bpa3eL, MOXET ObITb MCMOAb3OBAH AAS
MAEHTUAOMKALLMM ADOMEPUAOAQ, BXOAALLLETO B COCTOB
AEKAPCTBEHHBIX CPEACTB M MATEPUAAOB.

AAS MPEAOTBPALLLEHUS MOTAOLLLEHMA maTepuarom CO
BAOIM M3 BO3AYXA HEODXOAMMO MEPEA BCKPbITMEM
BBIAEXKATh CPACKOH MPUM KOMHATHOM TEMMEpAType
He meHee 30 MUHYT.

PAGKOH CO CTOHACQPTHBIM OOPA3LOM BCKPbIBAIOT
HEMOCPEACTBEHHO ~MEpPeA MCMOAb30BAHMEM. He
rapaHTMpyeTcs COXpPOHEHME METPOAOTMYECKMX
XAPAKTEPUCTUK 3K3eMnAdpa CO npwm:

- HOPYLUEHMU LLEAOCTHOCTU YNCOKOBKM;

- MOBTOPHOM MCMOAb3OBAHMM;

- UICTEKLLIEM CPOKE FOAHOCTK.

AQHHBIW CTAHAGPTHbIM oOOpasel, He sABAAeTCA
A€KAPCTBEHHbIM CPEACTBOM U HE NPEAHA3HAYEH AAA
ynotpebAeHus 4earoBekoM. CTAHAQPTHbIM ob6pasel,
NPeAHA3HA4YeH AAA MAEHTUdOUKALUKU, KAAUGPOBKU U
KOAUYECTBEHHOIO OMPEAEAEHUs AHAAUTOB in vitro B
AQHAAUTUHECKUX U HAY4YHO-UCCAEAOBATEABCKUX
LLeAsiX.

Mopsaok NpUMeEHeHuUs: npUMeHeHue
OCYLLIECTBASIETCS B COOTBETCTBMM C MOAOXKEHUAMM
HOPMOTUBHbBIX AOKYMEHTOB, METOAMK M3IMEPEHUN,
NPOLLeAYP KOHTPOAS TOYHOCTH PE3YAbTATOB
U3MEPEHUIM, MU3AOXEHHBIX B METOAMKOAX M3IMEPEHUN.
MpurotoBAEHUE rPAAYMPOBOYHBIX PACTBOPOB
MPOBOAJT B COOTBETCTBMM  C  MOAOXKEHUIMM
MPUMEHIEMbIX METOAMK U3MEPEHMI.

MocAe BCKpbITUS (PAAKOHA AGAbHEULLEeEe XPOHEHUE U
NOBTOPHOE UCMOAb3OBAHUE HE MOAAEXAT FAPAHTUM.

YcaoBus TPAHCNOPTUPOBAHUSA 7 XPAHEHHUs:
CTaHAQPTHBIM  OBpasel, AOAXKEH  XPAHWUTLCA B
YMNOKOBKE M3rOTOBMUTEAS, B BEPTUKAABHOM MOAOXEHMMU
obecneymBaoLLMM MUHUMM3ALLMIO KOHTAKTQ
MATEPUAAA CTAHAQPTHOTO OBPA3LLA C MOBEPXHOCTBIO
KPbILLKM JDACKOHA, OTAEABHO OT MPOAYKTOB MUTAHMA, B
3ALLMULEHHOM  OT MOMNAACQHMS MPAMbIX COAHEYHBIX

INGIEZ mecTte npu Temneparype (20+5)°C.
ToaHcnoptMpoBaHe CO MOXET OCYLLECTBAATLCS
AOOBIM BMAOM  TPAHCMOPTA npu YCAOBUM
obecneyeHms COXPCOHHOCTH YMOKOBKM CO,
MPEeAOXPAHAOLLLEN CcO oT MEXAHUNYECKMX
MOBPEXAEHUNA UM OMNPOKMABIBAHMS,  3ArPAIHEHMM,
MOMAAQHUS BAQIM M KOHTOKTA C  ArpPeCCMBHbIMM
CpeAaMU.

Tpe6oBaHua 6e30MNacHOCTU: AQHHLIM CTAHAQPTHbIM
obpaseL, He 4BAFETCH AEKAPCTBEHHbIM CPEACTBOM U
HE MPEAHA3HAYEH AAS YNIOTPEBAEHMS HEAOBEKOM., Mpun
paboTe CO CTAHAQPTHBIM OBPA3LLOM HEOBXOAMMO
NOUMEHATb  CPEACTBA  MHAMBMAYQABHOM  3ALLLATHI
KOXHbIX MOKPOBOB M OPraHOB AbIXQHWA. MaTepmaa,
B34TbIM AAS AHOAM3Q, MocAe M3MEPEHMI
YTUAM3MPYETCA B COOTBETCTBMM C TPEBOBAHUIMMU,
YCTOHOBAEHHbBIMMK B AQGDOPRATOPMM.

KoMnAeKkT nocTaBku: B zip-nakeT nomeLLeH JOAQKOH
m nacnopt akdemnaspa CO.

CpoK AENCTBUA YTBEPXXAEHHOIO TMNA CTAHAGPTHOIO
ob6pasua Ao 07.08.2025

Maptra Ne 001 MpPeACTABAEHO K YTBEPXXAEHMIO TUMA
CTAHAQPTHOrO 06pa3La.

AaTta Bbinycka: Naptmsg Ne BbinyLLLEHO

CpoOK roAHOCTH: 2 TOAQ

foAeH AO:

Ha4aAbHUK OTAEAQ MNPOM3BOACTBA
CTOHAQPTHbIX  0Bpa3uoB  PIYr
(«MOCKOBCKMM SHAOKPUHHBIM 3ABOAY  MHULMAALI, PAMMUAMS
M.M.

AQHHBI  MACMOPT  MOXeT OblTb  BOCMPOM3BEAEH TOAbKO MOAHOCTHIO, AlOBbIE
V'Iy6/\MKC1LLl/Il/I WA HOCTHUHHOE BOCMPOU3BEAEHUNE COAEPXAHMA NMACMOPTA BO3MOXHbI
TOABKO C MMCbMEHHOrO paspelleHus npoussoamteas CO, BbIAGBLLENO AQHHbIM
nacnoprT.

[CO 11555-2020 MCO 2264:2020 MapTnsa Ne
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