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NacnopT

CTOHAQPTHBIM OBpPa3eL, YTBEPXKAEHHOIO TMNA
FCO 11574-2020 MCO 2286:2021

MNaptmsg Ne

HaumeHoBaHMe cTaHAAQPTHOro o6pasua:
CTaHAQPTHBIM OBpa3eLl, COCTOBA KOAEMHA OCHOBAHMUS
(M33-019)

Homep CAS

6059-47-8

MoAekyAsipHas macca
317,3827

MoaekyAapHas cbopmyaa
CigH21NO3zH20
Xumuyeckoe HasBaHue H,O
(7.8-AeArrnmapo-4,50-3N0OKCKU-3-MeTOKCH-17-
METUAMOPPUHAH-60-OA, MOHOTUAPAT)

HasHa4yeHue: KOHTPOAb  TOYHOCTM  PE3YALTATOB
MIMEPEHUM U ATTECTALMA  METOAMK  M3MEPEHMM
MOCCOBOM  AOAM  KOAEMHA B  AEKAPCTBEHHbIX
CPEACTBOX U MATEPUAAQKX.

CTOHAQPTHbIM OBPA3EL, MOXET MCMOAb3OBATLCA AAS

YCTOHOBAEHMSA " KOHTPOAS CTABUMABHOCTH
TPAAYMPOBOYHOM (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3MEPEHUM npu COOTBETCTBMM
METPOAOTMHECKMX  XAPCOKTEPUCTUK  CTAHACQPTHOIO

0bpa3La TPEOOBAHUAM METOAMKMN U3MEPEHUM.

MeTpoAoruyeckue xapakTepUCTUKMU:
ATTECTOBAHHAS XOPAKTEPUCTMKA — MOCCOBOS AOAS
KOAEMHA OCHOBOHMS MOHOTMAPATA

ATTecToBaAHHOE 3Ha4YeHue CO, % 99.5
IPAHULLBI 3HOYEHWI OTHOCUTEABHOM

MOrPEeLLHOCTM ATTECTOBAHHOTO 3HAYeHMA CO 1,0
(npu P=0,95), 6 %

3HOYEeHWME OTHOCUTEABHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTU ATTECTOBAHHOIO 1,0

3Ha4veHus CO (npw P=0,95, k=2) U, %
ATTECTOBAHHAA XAPAKTEPUCTMKA — AMACCOBOS AOAS
KoAemHa, %

ATTecToBAHHOE 3Ha4YeHne CO, % 95,0
IOAHULLEI 3HOYEHWIM OTHOCUTEABHOM

MOrPELLHOCTM ATTECTOBAHHOTO 3HA4YeHms CO 1,0
(npu P=0,95), +6 %

3HOYEHME OTHOCUTEABHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTM ATTECTOBAHHOIO 1,0

3Ha4eHms CO (opu P=0,95, k=2) U, %

OnucaHne CTAHAAQPTHOro ob6pasua: CTAHAQPTHbIN
obpaseL, NPEeACTABAIET COBOM CYOCTAHUMIO KOAEMHA
OCHOBQHMSA, OeAblM  KPUCTAAAMHECKMIM  MOPOLLOK,
PACHACOBAHHbIM Mmaccom 100 mr BO COACKOH M3
cTekana obbemom 10 cm3 € OBXKMMHBIM KOAMAYKOM.

PAQKOH  CHOGXEH  3TMKETKOM  C  YKA3OHMEM
UAEHTUAOUKALLMOHHOTO Homepa 3K3EMMNAIPQA,
MOMELLLEH B ZIP-MOKET, CHAGXEHHbIM 3STUKETKOM,

OPOPMAEHHOM COrAQCHO TpebosaHuam TOCT P
8.691-2010.

Cnoco6 onpeaeAeHus MEeTPOAOrM4YEeCKHUX
XAPAKTEPUCTUK CTAHAQPTHOrO o6pasua:
ATTECTOBAHHOE 3HAYEHWME CTAHAQPTHOroO obpasua
YCTOHOBAEHO no PE3YABTATAM U3IMEPEHUM,
MOAYYEHHBIM  C  MPUMEHEHMEM  ATTECTOBAHHOM
METOAMKM UIMEPEHUI.

MeToAMKN (METOAbI) U3BMEPEHUIH, MPUMEHEHHbIE NpPHU
YCTAHOBAEHUU METPOAOTMHECKUX XAPAKTEPUCTHUK
CTAHAQpPTHOro obpasua:

MBK-MCO-7000-004 «MeToamKka uIMepeHus
MACCOBOM AOAMU OCHOBHOIO BELLLECTBA B
OPraHUYECKMX COEAMHEHMSIX, COAEPXKALLMX
AMMUHOTPYNMY» (CBUAETEALCTBO 0O dartrectaumm Ne

253.0038/RA.RU.311866/2020).

YTBEpXAEHME O NPOCAEXUBAEMOCTH:

MPOCAEXMBAEMOCTb QTTECTOBAHHOIO  3HAYEHMS. K
€AMHULLE BEAMHMHBI «MACCOBAS AOAT KOMMOHEHTOY,
BOCMPOM3BOAMMOM a1 176 foCyAQPCTBEHHbIM
NEPBUYHBIM 3TAAOHOM EAMHULL MOCCOBOM
(MOASPHOM, OTOMHOM) AOAM U MACCOBOMU (MOASPHOM)
KOHLLEHTPALMU KOMMOHEHTOB B >KMAKMX WM TBEPABIX
BELLLECTBAX M MATEPUAAOXHO OCHOBE KYAOHOMETPUM,
obecneyeHd MNPOBEAEHMEM UIMEPEHUM MACCOBOM

AOAM OCHOBHOFO BELLLECTBA MO QATTECTOBAHHOM
METoAMKE M3MEPEHUM, NpeAyCMATPUBAIOLLLEM
MEUMEHEHME CTAHAQPTHOrO 0bpa3ua C

YCTOHOBAEHHOM MPOCAEXMBAEMOCTbIO — TCO 2216-81.

AOMOAHUTEAbHbIE CBEAEHMS

NMOAAMHHOCTL MATEPUMOAQ  CTAHACQPTHOTO 0BpPaA3LLa
NMOATBEPXKAEHAO METOACMM:

- UK-cnektpometpumn  (MK-Pypbe cnekipomeTp ¢
MNPUCTOBKOM AAS HOPYLLEHHOTO MOAHOIO BHYTPEHHETO
oTpaxkeHus (HMBO))
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CTAHAQPTHBIM 0Bpa3eL, COCTABA KOAEMHA OCHOBAHMS
(M33-019)

CepTMAMLMPOBAHHBIM CTAHACPTHBIM 0BpaseL,
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Mpown3ssoanTEAb: PIYT «(MOCKOBCKMIA SHAOKPUHHDBIM 3GBOA»
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AAPEC OCYLLLECTBAEHUS AesSTeAbHOCTM: 111024, r.MocCkBa, LL.DHTY3MACTOB, A.23, Kopn.2a
https://endopharm.ru/standard-sample/
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- BOXX macc-cnekrpomeTpmm: TAHAEMHbIN
KBOAPYMOAbHbIM MACC-CMEKTPOMETP, CNocob
MOHM3ALMM — DAekTpocnpen (ESI)

YCAOBMS PETUCTPALMU  MACC-CMEKTPA  MATEPUTAC
CTAHATQPTHOTO 0BPA3LLA KOAEMHA OCHOBAHMS

MNapameTp BeAnuunHa

KoaoHka Zorbax Eclipse Pluse C-18
2,1mm*50mm*1.8um

Temneparypa 40 °C

TEPMOCTATA KOAOHKM

CKOpPOCTb MOTOKA 0,3 MA/MUH

Paza A 0,006M MmypaBbMHAOS
KMCAOTQ

Pa3a b CH3CN

[CO nNpu3HOH B KOYECTBE MEXIOCYAQPCTBEHHOIO
CTaHAQpTHOro obpasua (MCO) pewweHnem MIC ot
14.07.2021 npoTtokoA Ne 59-2021, BHecéH B Peectp
MCO noa Ne 2286:2021 u aAonyckaercs K
nEUMMeHeHMIo ©6e3  orpaHuieHun  B: PecnybaAuke
ApmeHuns, Pecnybamke beaapycs, . Pecnybamke
KaszaxctaH, Kblpreisckon Pecnybauke, Pecnybamke
TaAXMKMCTOH, Pecnybaunke Y36eKMCTaH.

MHCTPYKUUSA NO NPUMEHEHMUIO

Ob6uwme ykasaHus:

Mpown  mncnoab3oBaHuM ~CO B KOAMYECTBEHHOM
XUMMYECKOM  OHOAM3E, QATTECTOBAHHOE 3HAYEHME
KOAEWHA MCMNOAb3YETCS (KAK €CTbY.

MNepeaA WCMOAb30OBAHMEM CTAHAQPTHOrO 06pa3Ld
HEOBXOAMMO TMPOBEPUTb KOMMAEKTHOCTb, YMAKOBKY,
HOAMYME MAPKUPOBKMU U STUKETKM MYTEM BHELLHErO
OCMOTPA: YNAKOBKA. CTAOHAQPTHOIO OBPA3LLa AOAXKHA
OblTb TEPMETUHHOU U HE UMMETH MOBPEXAEHMM. [1pu
MOBPEXAEHUM YNMAKOBKU UAM OTCYTCTBMM STUKETKU U
MOPKMPOBKM CTAHAQPTHBIM OBpa3seL, He MOXeT BbiTb
MCMOAb3OBAH.

AAS MPEAOTBPALLLEHUS MOTAOLLLEHMA maTepuarom CO
BAQIM M3 BO3AYXA HEOBXOAMMO MNEPEA BCKPbITMEM
BbIAEPXXATh CPAAKOH MPU KOMHATHOM TemnepaTtype
He meHee 30 MUHYT.

PAGKOH CO CTOHAOPTHBIM OBOPA3LLOM  BCKPbIBAIOT
HEMOCPEACTBEHHO NEPEA MCMOAB3OBAHUEM.
MNpoussoantenb CO He TApAHTUPYET COXPAHEHWE
METPOAOTHMHECKMX XAPAKTEPUCTMK 3K3emnagpa CO
npm:

- HOPYLUEHMM LLEAOCTHOCTU YMOKOBKM;

- MOBTOPHOM UCTMOAb3OBAHMM;

- UCTEKLLIEM CPOKE TOAHOCTM.

AQHHBIH CTAQHAQPTHbLIM oGpaseu, He sABAsSeTCH
A€KAPCTBEHHbIM CPEACTBOM U HE NMPEAHA3HAYEH AAA

ynotpeb6AeHus 4eroBekoM. CTAHAAQPTHbIM o6pasel,
NPeAHA3HAYEH AA MAEHTUOUKALMK, KAAMGPOBKU M
KOAUMECTBEHHOIO OMPEAEAEHUs AHAAUTOB in viiro B
OHOAUTHHECKUX U HAY4YHO-MCCAEAOBATEABCKUX
LLeAsiX.

Mopsaok NpPUMeHeHus: NPUMEHEHMe
OCYLLIECTBASETCS B COOTBETCTBMM C TMOAOXKEHUIMM
HOPMOTMBHBIX AOKYMEHTOB, METOAMK MIMEPEHMM,
npoueayp KOHTPOAS TOYHOCTH PE3YABTATOB
M3MEPEHMM, M3AOXKEHHBIX B METOAMKAX M3MEPEHUM.
MpUroToBAEHME FPOAYMPOBOYHbIX PACTBOPOB
MOOBOAST B COOTBETCTBUM ~ C  TOAOXEHMIMM
MPUMEHSEMbBIX METOAMK U3MEPEHMUI.

NocaAe BckpbITUSA CbACIKOHO AGAbHEHLLEE XpAaHeHune u
NMOBTOPHOE UCMOAB3OBAHNE HE NOAAEXAT rapaHTUU.

YcaoBus TPAHCNOPTUPOBAHMSA 7 XPAHEHMUS:
CTOHAQPTHBIM < OBpa3eL,  AOAKEH  XPOHWTLCA B
YNOKOBKE M3FOTOBUTEAS, B BEPTUKAABHOM MOAOXKEHMM
obecneyvmBaoLLMM MUHUMMU3ALLMIO KOHTOKTQ
MATEPUAAA CTAHAQPTHOTO 06PA3LLA C NMOBEPXHOCTHIO
KPbILLKM JOAQKOHAO, OTAEABHO OT MPOAYKTOB MUTAHUS, B
3ALUMILEHHOM  OT  MOMAACHUA MPAMBIX  COAHEYHbIX

AY4EM  MECTe  Mpu  TEMAepaType (20£5)°C.
TpaHcnoptmposaHMe  CO  MOXET OCYLLECTBAITLCS
AOObIM BUAOM  TPAHCNOPTA npu YCAOBUMU
obecnevyeHns COXPAHHOCTH YMNQAKOBKM CO,
NPEAOXPAHSIOLLLEM CcO ot MEXAHMYECKMX
MOBPEXAEHUM U OMNPOKMABIBAHMSA,  3QTPI3HEHMM,
MOMNAACQHUS BAOMM KM  KOHTOKTA C  QArpPeCCMBHbBIMMU
CcpeAamM.

Tpe6oBaHMa 6e30NACHOCTU: AQHHbIM CTOHAQPTHbIM
obpaseL, He FBASETC AEKAPCTBEHHLIM CPEACTBOM U
HE NPEAHA3HAYEH AAS YIOTPEDAEHUS HEAOBEKOM. 1puU
paboTte CO CTAHAQPTHbIM OBPA3LOM HEOBXOAMMO
MPUMEHATb  CPEACTBA  MHAMBMAYOABHOM  3ALLLUTHI
KOXHbIX MOKPOBOB M OPraHOB AbIXOHMWA. MATepMaA,
B34TbIM AAS QHOAM3Q, rnocae MU3MEPEHMI
YTUAMIMPYETCS B COOTBETCTBMM C TPEOOBAHMIMM,
YCTOHOBAEHHbBIMMK B AQBOPATOPMM.

KomnAekT nocTaeku: B zip-nakeTr nomelLeH doAaKOH
m nacnopt akzemnaspa CO.

CpOK A€UCTBUS YTBEPXKAEHHOTO TUNA CTAHAQPTHOrO
obpasua Ao 04.09.2025

Maptra Ne 001 MpeACTABAEHA K YTBEPXAEHUIO TMUMA
CTAHAQPTHOro 06pasLa.

AaTta Bbinycka: MNapTtna Ne BbiNyLLLEHA

CpPOK FOAHOCTH: 2 TOA

foAeH Ao:

Ha4YaAbHMK OTAEAQ
MPOM3BOACTBA CTAHAQPTHbIX
06pa3u,08B PIYIN «MOCKOBCKMIA
SHAOKPUHHBIM 3ABOA) MHNLMAABI, PAMUAMS
M.M.

AGQHHBI  NACMOPT  MOXeT OblTb  BOCMPOM3BEAEH TOAbKO MOAHOCTBIO, AlOBbIE
!'Iy6/\VIKC]LI,l/II/I UAM HOCTHUHHOE BOCMPOU3BEAEHUNE COAEPXAHUA NACMOPTA BO3MOXHbI
TOABKO C MUCbMEHHOTO paspeLlerms npomussoamteAs CO, BbIAGBLUETO AQHHbIM
nacnopr.
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https://online.zakon.kz/document/?doc_id=1018417
https://online.zakon.kz/document/?doc_id=1018417
http://cbd.minjust.gov.kg/act/view/ru-ru/205339

