QHOODAPM

denepansHoe rocyfapcTBEHHOE YHUTapHOe Npeanpuatne

«MOCKOBCKWIA SHOOKPUHHbDbIX 3aBoa»

NacnopT

CTAHAQPTHbIM OBPA3ELL, YTBEPXAEHHOMO TMNA
rCO 12192-2023

MNaptmsg Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTaHAQPTHbIM OBPA3EL, COCTABA NEPUHAOTNPUAC
TpetdyTmaammHa (M33-109)

Homep CAS

107133-36-8 . N
MoAekyAsipHas macca WOH - HC—NH,
441,6 1/MOAb BN H\)OJ\ . CHs
MoAeKyAspHas doopMyAd 04\};3 %

Ci9H32N205 C4H1IN

XumMunyeckoe HasBaHUe
(2S.,3a8S,7a8S)-1-[(2S)-2{[(15)-1-Okco-1-3TOKCUNEHTAH-2-
MA]OMUMHOINPOMNAHOUA] OKTArMAPO- 1 H-MHAOA-2-
KOPBOHOBAA KMCAOTA - 2-METUANPONAH-2-aMUH (1:1)

HasHa4yeHue: KOHTPOAb TOYHOCTH
M3MEPEHUM U ATTECTALMS, BAAMAALIME  METOAMK
U3MEPEHMIM  MOACCOBOM  AOAM  MEPUHAOMPUAC
TPETOYTUAOMMHA B MATEPUAACX M AEKOAPCTBEHHbBIX
CPEACTBAX, QTTECTALMSA BTOPUYHBIX  CTAHAQPTHbBIX
oB6pa3Los.

CTOHAQPTHbIM OBPA3EL, MOXKXET MCMOAb3OBATLCH AAS:

- YCTAHOBAEHMS U KOHTPOAS CTABUABHOCTH
rPAAYMPOBOYHOM (KAAMOPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3MEPEHMM npu COOTBETCTBMMU
METPOAOTMHECKMX  XAPCOKTEPUCTUK  CTAHAQPTHOIO
0bpa3La TPEBOBAHMAM METOAMKMN UIMEPEHUI;

- KOAMOPOBKM CPEACTB M3MEPEHUM MpPU. YCAOBUU
COOTBETCTBMS TPEOOBAHMIM METOAMK KOAMBOPOBKM;

- XOpaKTEPM3ALMM CTOHAQIPTHbIX 06pa3L0B,
MOTEPUTAOB.

PE3YAbTATOB

MeTpoAoruyeckne xapakKTepPUCTUKM:
ATTECTOBAHHAS XAPAKTEPUCTMKA — AMACCOBOS AOAS
NEPUHAOMNPUAT TPETOYTUAAMMHA, %

ATTecTtoBaHHoOe 3HaveHme CO, % 99,7

IPAHULLbI 3HAYEHMIA OTHOCUTEABHOM
NOrpPeLUHOCTH ATTECTOBAHHOTO 3HAYEHMS 0.7
CO (npu P=0,95), 6 %

3HOYEeHME OTHOCUTEABHOM PACLLIMPEHHOM
HEOMPEAEAEHHOCTM ATTECTOBAHHOIO 0.7
3HaveHus CO (npm P=0,95, k=2) U, %

OnucaHWe CcTAaHAAPTHOro ob6pasua: CTOHAOPTHbIN
obpaselLl. npeAcTaBAier  cobou cyB6CTaHLUMIO
NEPUHAOMNPUAQ TPETOYTUACMMHA, BEABIM MAU MOMTU
©eAbin KPUCTAAAUHECKMIA MOPOLLIOK, CAerka
TMIPOCKOMMYHBIM, PACAOACOBAHHbLIM maccon 100 mr,

BO OACGKOH wm3 cTekaa obbemom 10cmd, cC
OOXMMHBIM  KOAMOYKOM.  PACKOH U zip-nakeT
CHABXEHbI STUKETKAMM, OPOPMAEHHBIMM B

cooTeeTCTBMM C TpebosaHuamm TOCT P 8.691 2010. B
Zip-NAKeT NomeLLLEeH AOAAKOH M MACNOPT 3K3EMMAIPA
CO.

Cnoco6 onpeaeAeHus
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
ATTECTOBAHHOE 3HAQ4YEHUE MOCCOBOM AOAM
NEPUHAOMPUAC  TPETOYTUAOMMHA  YCTAHOBAEHO MO
PE3YABTATAM U3MEPEHMM MOCCOBOM AOAM
NEPUHAOMPUAC  TPETOYTUACOMMHA, MOAYHEHHBIM MO
MBU-TMCO-7000-004-01 «MetoamKka M3IMEPEHUM
MOCCOBOM AOAM OCHOBHOTO BELLLECTBA B
OPraHMYECKMX COEAMHEHMSX, COAEPXKALLMX
OMUHOTPYMNMY  METOAOM  MOTEHLIMOMETPUYECKOTO
TUTPOBOHMSY.

MEeTPOAOTrU4eCKUX

MeToAMKHN (METOAbI) U3MEPEHUI, NPUMEHEHHbIE NpPHU
YCTAHOBAEHUU METPOAOTMHECKUX XAPAKTEPUCTHUK
CTAHAQpPTHOro obpasua:

MBU-TMCO-7000-004-01 «MeTtoamKa U3IMEPEHUM
MQCCOBOM AOAM OCHOBHOTO BELLLECTBA B
OPrAHMYECKMX COEAMHEHMSX, COAEPXKALLLMX
OMUHOTPYAMY  METOAOM  MOTEHLIMOMETPUYECKOTO
TUTPOBOHUSY) (CBMAETEABLCTBO o6 aTTECTALMM
METOAMKM M3MEPEHUI
Ne 253.0038/RA.RU.311866/2020)

YTBEpPXAEHUE O NPOCAEXUBAEMOCTH:
[MPOCAEXMBAEMOCTb  ATTECTOBAHHOIO  3HAYEHMS K
€AMHULLE BEAMYMHBI (MACCOBAS AOAS KOMMOHEHTA,
BOCMNPOM3BOAMMOM 21176 [OCYAQPCTBEHHbBIM
NEPBUYHbBIM 3TAAOHOM eAVHULL, MACCOBOM

(MOASPHOM, OTOMHOM) AOAM U MACCOBOU (MOASPHOM)
KOHLLEHTPALMM KOMMOHEHTOB B >XMAKMX M TBEPAbIX
BELLLECTBAX M MATEPUAACX HO OCHOBE KYAOHOMETPUM,
obecrneyeHa MNPOBEAEHUMEM UIMEPEHMKN MACCOBOWM

AOAM OCHOBHOFO BELLECTBA MO ATTECTOBOHHOM
METOAMKE U3MEPEHUH, NPEeAYCMATPUBAIOLLLEW
nPEUMeHeHue CTAHAQPTHOro 06pa3LLa C

YCTOHOBAEHHOM MPOCAEXMBAEMOCThIO — TCO 2216-81.

AOnNOAHUTEABHbIE CBEAEHUS

MOAAMHHOCTD MATEPUAAQ  CTAHAQPTHOrO 0OBPA3LA
NOATBEPXKAEHA METOACMMU:

- UK-cnektpometpum  (UK-Pypbe cCnekTpomeTp C
NPUCTOBKOM AAS HOPYLLUEHHOTO MOAHOIO BHYTPEHHETO
OTPCXKEHMS)

Pt TBA 20522

lPeakzi 2745 663
)

Peak2t 2908212
1

CTaHAQPTHbIM 06pa3eL, COCTaBA NEPUHAOTPUAC
TPeTobyTMAaMMHA (MD3-109)
CepTMAMLIMPOBAHHBIM CTAHAQPTHbIM 0BpaseL,
rCO 12192-2023

MNapTnsa Ne

MpowussoanTeAb: PIYT «MOCKOBCKMIM SHAOKPUHHbIN 3ABOAY

IOpnamieckuin aapec: 109052, r.Mocksa, yA.HOBOXOXAOBCKAS, A.25, cTp.1

AAPEC OCYLLLECTBAEHUS AesSTeAbHOCTM: 111024, r.MockBa, LL.DHTY3MACTOB, A.23, Kopn.2a
https://endopharm.ru/standard-sample/

+7(495) 234-61-92

Peaakuums: 01
ctp. 1wz 2

ru-rs@endopharm.ru




TOHAEMHbIN
cnoco6b

- B3OXX MOCC-CMEKTPOMETPUM:
KBAAPYMOAbHbIM MACC-CMEKTPOMETP,
MOHM3ALMK — DAEKTpocnpen (ESI)
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YCAOBMS PErMCTPaALMM MACC-CNEKTPA  AMATEPMAAC

CTAHAQPTHOTO obpasua NEePUHAOMNPUAC
TPETOYTUAOMMHA
MNapameTp BeAnuunHa
KoaoHka Zorbax Eclipse Pluse C-18
2,Tmm*50mm*1.8um
Temneparypa 40 °C

TEPMOCTATA KOAOHKM
CKOpOCTb MOTOKQ

0,3 cM3/MUH

Paza A 0,005M mypaBbMHAOS
KMCAOTA
Paza b CHsCN

MHCTPYKUMUA NO NPUMEHEHMUIO
O6LHe yKkasaHums:

MNPy MCNOAB3OBAHMM
XUMMHECKOM  OHAAM3E,
MCMOAb3YETCH (KAK €CTbY.
Nepea MUCNOAbB3OBAHMEM CTAHAQPTHOrO 06pPa3LLA
HEOBXOAMMO MPOBEPUTL KOMMAAEKTHOCTb, YMAKOBKY,
HOAMYME MOPKMPOBKM M ITUKETKM MyTEM  BHELLIHETO
OCMOTPA. YMOKOBKA CTOHAOPTHOFO 0OPA3LLA AOAXHA
OblTb TEPMETUYHOM U _HE UMETb MOBPEXAEHMK. pKr
MOBPEXAEHUM YNAKOBKM MAM OTCYTCTBUM DTUKETKMU U
MOPKMPOBKM CTAHAQPTHbIM OBpa3eL, HE MOXET ObiTb
MCMOAb3OBAH.

CTaHAQPTHBIM OBPa3eL, MOXET ObiTb MCAOAb3OBOH AAS
UAEHTUAOUKALMK  NEPUHAOIPUAC  TRETOYTUAQMMHA,
BXOAALLLEIO B COCTOB AEKAPCTBEHHBIX CPEACTB U
MOTEPUTAOB.

AAS MPEAOTBPALLLEHMSA MOTAOLLLEHMS maTepuarom CO
BAOMM M3 BO3AYXO HEODXOAMMO MEPEA BCKPbITMEM
BbIAEXKATh. OACKOH MPU KOMHATHOM Temneparype
He meHee 30 MUHYT.

PAOKOH CO  CTAHAOPTHbIM OBPA3LLOM  BCKPbIBAIKOT
HEMOCPEACTBEHHO MEPEA MCMOAb3OBAHUEM.

He rapaHTMpyetcs COXpPAHEHME METPOAOTMYECKMX
XAPAKTEPUCTUK 3K3emnagpa CO npwm:

- HOPYLUEHWU LLEAOCTHOCTU YMNCAKOBKM;

- MOBTOPHOM MCMOAb30OBAHMM;

- UCTEKLLEM CPOKE FOAHOCTM.

AaQHHbIM CcTAQHAQPTHBIM O6pasel, He sABASETCA
A€KAPCTBEHHbIM CPEACTBOM U HE NPEAHA3HAYEH AAS
ynoTpebAeHus 4earoBekomM. CTAHAAQPTHbIM Oo6pasel,
NPEeAHA3HA4YEH AA MAEHTUdOUKALUK, KAAMGPOBKU U
KOAUYECTBEHHOIO ONMpPEeAEAeHUs AHAAUTOB in vitro B
AQHAOAUTUHECKUX U HAY4YHO-UCCAEAOBATEAbCKUX
LLeAfX.

CO B
ATTECTOBAHHOE

KOAMHECTBEHHOM
3HA4YEeHune

Mopsaok NPUMEHEeHMUs: npUMeHeHue
OCYLLLECTBASIETC B COOTBETCTBMM C MOAOXEHUAMM
HOPMOTUBHBIX AOKYMEHTOB, METOAMK U3MEPEHUN,
npoueayp KOHTPOAS TOYHOCTH PE3YALTATOB
M3MEPEHMM, UIAOXKEHHBIX B METOAMKAX MIMEPEHMM.
MpPUroToBAEHME rPAAYMPOBOYHbIX POACTBOPOB
MPOBOAAT B COOTBETCTBMM  C  MOAOXEHUAMM
MPUMEHAEMbBIX METOAMK U3MEPEHUN.

MocAe BCKpbITUS (PAGKOHA AQAbHENLLEee XPAHEeHUe U
NOBTOPHOE UCMNOAb3OBOHME HE MOAAEXAT rAPAHTUM.

YcaoBus TPAHCNOPTUPOBAHMSA 7 XPAHEHMUS:
CTQHAQPTHBIM  OBpaO3el, AOAXEH  XPAHUTLCH B
YNAKOBKE M3rOTOBUTEAS, B BEPTUKAABHOAM MOAOXKEHMM
06eCneymBAOLLIMM MUHUMMUZALLMIO KOHTAKTQ
MATEPUAAC CTAHAQPTHOTO OBPA3LLA C MOBEPXHOCTLIO
KPbILLKM JOACKOHQ, OTAEABHO OT MPOAYKTOB MUTAHMSA, B
3ALWMLLLEHHOM  OT MOMOAQHMS  MPSIMBIX  COAHEYHbIX

AYYEM  MECTe - Mpu  TemMnepdartype (20+5)°C.
ToaHcnoptMpoBaHMe CO  MOXET OCYUIECTBASTLCS
AOObIM BMAOM  TPAHCMNOPTA npwm YCAOBMM
obecneyeHms COXPAHHOCTH YIMOAKOBKM CO,
MPEeAOXPAHAOLLLEN CO oT MEXAHUNYECKMX
MOBPEXAEHUM U OMNPOKMABIBOHWA,  3ArPA3HEHUH,
MOMAAQHUA BAQIM. M  KOHTOKTG C QArpeCCMBHbBIMM
CpPEeAAMU.

Tpe6oBaHMa 6Ge30NAacHOCTU: AQHHbLIM CTOHAQPTHbIM
oBpa3sel, He FBASETCH AEKAPCTBEHHBIM CPEACTBOM U
HE MPEAHA3HAYEH AAS YNOTPEDAEHMS YEAOBEKOM. MpUn
paboTe CO CTAHAQPTHBIM OBPA3LOM HEOBXOAMMO
NPUMEHATb — CPEACTBA  MHAMBUAYOABHOM  3ALLLUATHI
OPraHOB AbIXOHMA M KOXHbIX MOKPOBOB. MATEPUAA,
B34TbIM AAS QHOAM3Q, rnocae M3MEPEHMI
YTUAMZMPYETCA B COOTBETCTBMM C TPEBOBAHUIMMU,
YCTAHOBAEHHbIMM B AQBOPATOP UM,

KoMnAeKT nocTaBku: B zip-nakeT nomeLLeH JOAQKOH
m nacnopTt akdemnagpa CO.

CpOK A€UCTBUS YTBEPXKAEHHOTO TUNA CTAHAQPTHOrO
o6pasua Ao 30.06.2028

Maptma Ne 001 MpPeACTOBAEHA K YTBEPXAEHMIO TMMA
CTAHAQPTHOrO 06pasLa.

AaTta Bbinycka: MNapTtmng Ne BbinyLLLEHA

CpPOK FOAHOCTH: 2 TOAC

foAeH Ao:

HA4YOABHUK OTAEAQ MPOM3BOACTBA

CTAHAQPTHBIX OB6PA3LLOB

Py «MOCKOBCKMM IHAOKPUHHbIN

30BOAM MHULMAABI, PAMMAMA

M.T.

AGQHHBI  NACNOPT  MOXeT OblTb  BOCMPOM3BEAEH TOAbKO MOAHOCTBIO, AlOBbIE
!'Iy6/\VIKC]LI,l/II/I UAM HOCTHUHHOE BOCMPOU3BEAEHUNE COAEPXAHUA NACMOPTA BO3MOXXHbI
TOABKO C MUCbMEHHOTO paspelleHus npoussoanteAs CO, BbIACBLUENO AQHHbIM
nacnopr.

rCO 12192-2023 MNapTia Ne

cTp. 213 2



