QHOODAPM

denepansHoe rocyfapcTBEHHOE YHUTapHOe Npeanpuatne

«MOCKOBCKWIA SHOOKPUHHbDbIX 3aBoa»

NacnopT

CTOHAQPTHBIM OBpPa3eL, YTBEPXKAEHHOIO TMNA
rCO 11971-2022 MCO 2785:2023

MNaptmsg Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTaHAQPTHbIM OBPA3EL, COCTABA TPUTEKCUADEHNAMAC
TMAPOXAOPHAC (MD3-046)

Homep CAS

52-49-3

MoAekyAspHas macca it “
337,932 r/MmOAb

MoaekyAspHas oopmMyAa

C20H31NO -HCI

XumMmunyeckoe HasBaHUe
(+)-a-LMKAOTEKCUA-O-COEHUA-T-MUNEPUAMHMPOMAHOAC
TMAPOXAOPUA,

HasHa4yeHue:  KOHTPOAb  TOYHOCTU  PE3YALTATOB
UIMEPEHUN U ATTECTALMS, BAAMAALMS  METOAMK
MIMEPEHUN  MOCCOBOM AOAM  TPUTEKCUADEHMAMAQ
TMAPOXAOPUMAC B  MATEPUAACX M AEKAPCTBEHHbIX
CPEACTBOX.

CTOHAQPTHbIM OBPA3eL, MOXET MCMOAB3OBATLCH AAS:
- YCTAHOBAEHMS " KOHTPOAS CTABUMABHOCTH
TPAAYMPOBOYHOM (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB U3IMEPEHUI npw COOTBETCTBMM
METPOAOTMHECKMX  XAPCOKTEPUCTUK  CTAHACQPTHOIO
0bpa3La TPEBOBAHUAM METOAMKMN U3MEPEHUM;

- KOAMOPOBKM CPEACTB M3MEPEHUM MNPU  YCAOBUMM
COOTBETCTBMS TPEDOOBAHMUIM METOAMK KOAMBPOBKM.

MeTpoAormyeckmue XapakTepUCTUKMU:
ATTECTOBAHHO4 XAPAKTEPUCTMKA — MACCOBAA AOAA
TOUTEKCUADEHUANAD TMAPOXAORPUAD, %

AtrectoBaHHOe 3HaYeHne CO, % 99.6

IOAHULLBI 3HOYEHMIM OTHOCUTEABHOM
NOrPEeLLHOCTM ATTECTOBAHHOTO 3HA4YeHMs CO
(npwn P=0,95), +6 %

0,5

3HOYeHMEe OTHOCUTEABHOM PACLUMPEHHOMN

HEOMPEAEAEHHOCTU ATTECTOBAHHOTO 0,5

3Ha4eHns CO (npu P=0,95,k=2) U, %

OnucaHMe CTAHAGPTHOro o6pasud: CTAHAQPTHbIM

obpasel NPEeACTABASET ~ COBOM CyBCTaHLMIO
TOUrEKCUDEHNMAMAO TUAPOXAOPUAQ, OT BEAoro A0
6enoro c KPEMOBATbIM OTTEHKOM LuBeTa

KPUCTAAAMHECKMM NOPOLLIOK, PACAACOBAHHbIM
maccon 200 Mr BO PAGKOH M3 CTEKAO OObEMOM
10 cM3 C OBXKMMHBIM KOAMAYKOM. PACKOH U Zip-NakeT
CHABXEHbI STUKETKAMM, OPOPMAEHHBIMMU B
cooTtBecTBMM C TpebosaHuamum TOCT P 8.691 2010. B
ZiP-NMAKET MOMELLLEH JDACKOH M NACMOPT 3K3EMIMAIPA
CO.

Cnoco6 onpeAeAeHus MeTPOAOrMYEeCKHUX
XAPAKTEPUCTUK CTAHAQPTHOIO o6pasua:
QTTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO 06pasLa
YCTOHOBAEHO no PE3YABTATAM M3IMEPEHMH,
MOAYYEHHBIM  C  MPUMEHEHMEM  ATTECTOBAHHOM
METOAMKMN U3MEPEHUM.

MeToAMKN (METOAbI) U3BMEPEHUIN, NPUMEHEHHbIE NpPHU
YCTAQHOBAEHMM METPOAOTMHECKUX XAPAKTEPUCTUK
CcTaHAapTHoro obpasua:

MBU-MCO-010 «MeToAMKA U3MEPEHUN MACCOBOM
AOAM OCHOBHOTFO BELLLECTBA dOAPMOAKOAOTHMHECKM
OKTMBHBIX WM BCMOAMOTATEAbHbIX BELLLECTB METOAOM
KMCAOTHO-OCHOBHOTO TUTPOBOHMSA B BOAHOM WM BOAHO-

CMUPTOBOM cpeaen, YTBEPXXAEHHOA Prymn
«MOCKOBCKMIN DHAOKPUHHBIM 30BOAY, (CBUMAETEABCTBO
06 arrectaumm METOAMKM M3MEPEHUI
Ne 253.0072/RA.RU.311866/2022).

YTBEpXAEHHE O NPOCAEXUBAEMOCTH:
MPOCAEXMBAEMOCTb  ATTECTOBOHHOIO  3HAYEHMUS K
€AVHULLE BEAMYMHBI (MACCOBAS AOAG KOMMOHEHTA,
BOCMNPOM3BOAMMOM 31176 [OCYAQPCTBEHHbBIM
NEPBUYHBIM STAAOHOM eAMHNLL, MCCCOBOM

(MOASPHOM, ATOMHOM) AOAM U MOCCOBOM (MOAIPHOM)
KOHLLEHTPAWMM KOMMOHEHTOB B >KMAKUX W TBEPAbIX
BELLLECTBAX U MATEPUAACX HO OCHOBE KYAOHOMETPUM,
obecrneyeHa MNPOBEAEHMEM UIMEPEHMI MACCOBOM
AOAM  OCHOBHOFO BELLLECTBA - MO  ATTECTOBOHHOM
METOoAMKE U3MEPEHUM, MPEAYCMATPUBAIOLLLEN
NPUMEHEHKE CTAQHAQPTHOTO obpasua C
YCTOHOBAEHHOM. MOOCAEXMBAEMOCTbIO — FTCO 2216-81.

AONOAHUTEAbHbIE CBEAEHUS

Pe3yAbTATbl  U3MEPEHMM, MOAYYEHHbIE B
NMOATBEPXKAEHUA ATTECTOBAHHOIO 3HAYEHMS:

= NOTEPS MACCHI MPU BbICYLLUMBAHMK — 0,2 %;

- MOACCOBAS AOAS CYAbJDATHOM 30AbI — 0,06 %;

[MOAAMHHOCTE MATEPUMOAAA  CTAHAAQPTHOTO 0OBpPA3LA
MOATBEPXKAEHAO METOACMM:

- UK-cnektpometpun  (MK-Pypbe cCnektpomeTp C
NPUCTOBKOM AAS HOPYLLEHHOTO MOAHOIO BHYTPEHHETO
oTpaxeHus (HMBO))
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- BOXX MACC-CMEKTPOMETPUM:
KBAAPYMOAbHbIM MOCC-CMNEKTPOMETP,

MOHM3ALLMKM — dAekTpocnpem (ESI)

TAOHAEMHbIN
cnocob

CTAHAQPTHBIM 0BPa3ELL COCTABA TPUMEKCUADEHMANAC TMAPOXAOPUAC
(M33-046)

CepTMdUUMPOBAHHDBIM CTAHACPTHBIM 0BpaseL,

rCO 11971-2022 MCO 2785:2023

MapTnsa Ne

MpoussoanTeAb: PIYT «MOCKOBCKUIM SHAOKPMHHDBIN 30BOA)

Opuamnieckmn aapec: 109052, r.MOCKBQ, BH.TEP.I. MYHULMMAAbHbIM OKPYT
Huxxeropoackum, yA. HOBOXOXAOBCKAS, A.25, CTp.1

AAPEC OCYLLLECTBAEHUS A€ATEAbHOCTM: 111024, 1. MOCKBQ, BH.TEP.I. MYHULLUMCOABHbIN
okpyr CokoanHas fopa, ya. AaboparopHas, A.12, CTp. 2

Peaakuns: 01

cTp. 1u3 2

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

+7(495) 234-61-92

ru-rs@endopharm.ru
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YCAOBMS PEMMCTPALMM  MACC-CMEKTPA  AMATEPMAAC

CTAHAQPTHOTO obpasua TPUrEKCUADEHUAMAC
TMAPOXAOPMAQ
MNapameTp BeAnuunHa
KoAoHka Zorbax Eclipse Pluse C-18
2,1mm*50mm*1.8um
Temneparypa 40 °C

TEPMOCTATA KOAOHKM
CKOpOCTb MOTOKA

0,3 cM3/MUH

Paza A 0,005M mypaBbMHOS
KMCAOTO
Pasa b OLLETOHUTPUA

CuHOHMMBI: LLIKAOAOA, Benzhexol hydrochloride

TCO nNpu3HAOH B KAYECTBE MEXIOCYAQPCTBEHHOIO
CTAHAQpPTHOro obpasua (MCO) pewenHmnem MIC ot
28.06.2023 npotokoa Ne 63-2023, BHeCEH B Peectp
MCO noa Ne 27852023 wu aonyckaetcs K
NPUMEHEHMIO 6e3 OrPAHUYEHUI B:
A3epBaMAXKAHCKOM Pecnybauke, Pecnybanke
ApmeHus, Pecnybamke beaapycbh, Pecnybamke
KasaxcTtaH, Pecnybamke TaaXuwkmCTaH, Pecnybamke
Y30eknCTaH.

MHCTPYKUUSA NO NPUMEHEHMUIO

O6Lwue yKkasaHums:

NP1 MCNOAB3OBAHMM
XUMMHECKOM  OHOAM3E,
MCMOAb3YETCSH (KOK ECTbY.
MNepea WCMNOAB3OBAHMEM CTAHAQPTHOIO OOBPA3LA
HEOBXOAMMO MPOBEPUTE KOMMAEKTHOCTb, YMOKOBKY,
HOAMYME MAPKMPOBKMU U STUKETKM MYTEM BHELLIHErO
OCMOTPA. YNAKOBKA CTAHAQPTHOIO OBPA3LLA AOAXKHA
OblTb TEPMETUYHOMN U HE UMMETH MOBPEXAEHMM. [1pu
MOBPEXAEHUM YNAKOBKMU. UAM OTCYTCTBMM STUKETKU U
MOPKMPOBKKU-CTAHAQPTHBIM OBpa3eL, HE MOXeT BbiTb
MCMOAb3OBAH.

CTOHAQPTHbIM OBpAa3eL, MOXET ObiTb MCMOAB3OBAH AAS
UAEHTUAOUKALLMM TPUTEKCUADEHUANAC TMAPOXAOPUAQ,
BXOAALLLEIO B COCTOB AEKAPCTBEHHbIX CPEACTB M
MOTEPUTAOB.

AAS MPEAOTBPALLLEHUS MOTFAOLLLEHMA maTepuarom CO
BAQTM M3 BO3AYXO HEOOXOAMMO MNEepPeA BCKPbITMEM
BBIAEXXATh PAGKOH MPU KOMHATHOM TemnepaTtype
He meHee 30 MUHYT.

PACGKOH CO CTOHACQPTHBIM OOPA3LLOM BCKPbLIBAIOT
HEMOCPEACTBEHHO NEPEA MCMOAB3OBAHNEM.

He rapaHTMpyetcs COXpPAHEHME METPOAOTMYECKMX
XAPAKTEPUCTUK aK3emnagpa CO npwu:

- HOPYLUEHMU LLEAOCTHOCTU YMNOKOBKM;

- MOBTOPHOM UCTMOAb3OBAHMM;

- UCTEKLLIEM CPOKE TOAHOCTM.

ACHHBIM CTAHAQPTHbIM OOpasel, He fABAAETCH
A€KAPCTBEHHbIM CPEACTBOM U HE NPEAHA3HAYEH AAA
ynoTpebAeHus 4earoBekomM. CTAHAAQPTHbIM Oo6pasel,
NPeAHA3HA4YeH AAA MAEHTUdOUKALUKU, KAAUGPOBKU U

CO B KOAMYECTBEHHOM
ATTECTOBOHHOE  3HAYEHUE

KOAUMECTBEHHOIO OMPEeAEA€HUs AHAAUTOB in viiro B
QHOAUTHHECKUX U HAY4YHO-MCCAEAOBATEABCKUX
LLeAsiX.

Mopsaok NPUMEHEeHUs: npUMeHeHue
OCYLLLECTBASIETC B COOTBETCTBMM C MOAOXEHMUAMM
HOPMOTUBHBIX AOKYMEHTOB, METOAMK U3MEPEHUN,
npoueayp KOHTPOAS TOYHOCTH PE3YALTATOB
M3MEPEHUM, M3AOXKEHHBIX B METOAMKOX M3IMEPEHUM.
MpPUroToBAEHME rPAAYMPOBOYHbIX PACTBOPOB
MPOBOAAT B COOTBETCTBUMM  C  MOAOXEHUIMMU
NPUMEHAEMBIX METOAMK M3MEPEHUN.

MocAe BCKpbITUS (PAGKOHA AQAbHENLLEee XPAHEeHUe U
NOBTOPHOE UCMNOAb30OBOHUE HE MOAAEXAT rAPAHTUU

YcaoBus TPAHCNOPTUPOBAHUA 7 XPAHEeHMUs:
CTOHAQPTHBIM ~ OBpa3el, AOAKEH  XPOHUTLCH B
YMNOKOBKE M3rOTOBUTEAR, B BEPTUKOABHOM. MOAOXEHMM
obecneyvrBaoLLMM MUHUMU3ALLUIO KOHTQKTC
MOTEPUAAA CTAHAQPTHOIO 06PA3LLA C MOBEPXHOCTHIO
KPbILLIKM CODAQKOHQO, OTAEABHO OT MPOAYKTOB MUTOHMS, B
30WMULLEHHOM  OT MOMAACHMA MAPAMBIX  COAHEYHbIX

AYYEM  ‘MECTE  MNpu  Temneparype (20£5)°C.
TpaHcnoptMpoBaHe CO MOXET  OCYLLECTBAITLCS
AOBbIM BMAOM  TPOHCMNOPTA npwm YCAOBUM
obecnevyeHns COXPAHHOCTH YMNQAKOBKM CO,
NPEeAOXPAHSIOLLLEN CO ot MEXAHMYECKMX
MOBPEXAEHUA M OMPOKMABIBOHMSA,  3QTPI3HEHMM,
NOMCACHUS BAQIM. M KOHTOKTA C  QrpeCCMBHbIMM
cpeAamu.

Tpe6oBaHMa 6e30NACHOCTU: AQHHbIM CTOHAQPTHbIM
00pa3Eell HE ABASETCH AEKAPCTBEHHbLIM CPEACTBOM M
HE NPEAHA3HAYEH AAS YITOTPEDBAEHUS HEAOBEKOM. puU
paboTe CO CTAHAQPTHbIM OBPA3LOM HEOBXOAMMO
NPUMEHATb  CPEACTBA  MHAMBMAYOABHOM  3ALLIUTHI
KOXHbIX MOKPOBOB M OPFaAHOB AbIXOHWA. MaTepmaa,
B3AThIM AAS QHAAM3Q, nocae M3IMEPEHMM
YTUAMIMPYETCS B COOTBETCTBUM C  TPEOOBAHUIMM,
YCTOHOBAEHHbBIMM B AQBOPATOPUM.

KoMnAekT nocTaBku: B zip-nakeT nomeLLeH GOAOKOH
m nacnopTt akdemnaapa CO.

CpoOK A€MUCTBUS YTBEPXXAEHHOTO TUNA CTAHAQPTHOIO
o6pasua Ao 06.10.2027

Maptia Ne 001 MpPeACTOBAEHA K YTBEPXAEHMIO TMMA
CTAHAQPTHOrO 06pasLa.

AaTta Bbinycka: MNapTtmng Ne BbinyLLLEHA
CpOK FOAHOCTH: 2 TOAQ
lfoAeH Ao:

Ha4YaAbHMK OTAEAQ MPOM3BOACTBA
CTAHAQPTHbIX O6pO3LLOB

PIrYM «MOCKOBCKMA SHAOKPUHHbBIM
30BOAY MHULIMOABI, PAMMAMA
M.I.

AQHHbI NACMOPT MOXET BbiTb BOCMPOM3BEAEH TOALKO MOAHOCTbIO, AlOGblE MYBAMKALMM MAM YOCTUYHOE

BOCNPOM3BEAEHNE COAEPXAHUA NACNOPTA  BO3MOXHbI TOABKO C  MMCbMEHHOIO paspeLueHus
npoussoanTeas CO, BbIAGBLLENO AGHHbIM NACNOPT.

rCO 11971-2022 MCO 2785:2023 Maptis Ne

CcTp.2un3 2



