QHOODAPM

denepansHoe rocyfapcTBEHHOE YHUTapHOe Npeanpuatne

«MOCKOBCKWIA SHOOKPUHHbDbIX 3aBoa»

NacnopT

CTAHAQPTHbIM OBPA3ELL, YTBEPXAEHHOTO TMNA
FCO 11923-2022 MCO 2749:2022

MNapTtng Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTAHAQPTHbIM OBPA3EL, COCTABA MEAbAOHMUS
amrmapara (M33-035)

Homep CAS o o
86426-17-7 P
MoOAEKYASPHbIN BEC . C/N\N/\)J\o
182,2182 S

MoaAekyAapHas cbopmyaa
CsH14N202 2H20 [ o }
XumMunyeckoe HasBaHUe 3
3-(2,2,2-TPUMETUATUADPA3UHUI) MPOMMOHATA AUTUAPCT

HasHayeHue: KOHTPOAb  TOYHOCTM  PE3YALTATOB
MIMEPEHUM U ATTECTALMA  METOAMK  M3MEPEHMM
MOCCOBOM  AOAM  MEABAOHUS B  AEKAPCTBEHHbIX

CPEACTBAX MU MATEPUAACAX.

CTOHAQPTHBIM OBPA3EL, MOXET MCMOAb3OBATLCA AAS
YCTAHOBAEHMA U KOHTPOAS CTABUABHOCTH
rOAAYMPOBOYHOM (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEeACTB M3IMEPEHUI npu COOTBETCTBMMU
METPOAOTUMHECKMX  XAPCAKTEPUCTUK  CTAHAQPTHOIO
00pa3La TPEOOBAHUAM METOAMKM U3MEPEHUM.

MeTpOAOFM"IeCKMe XAPAKTePUCTUKU!

ATTECTOBAHHAS XAPAKTEPUCTMKA — MOACCOBOS AOAS
MEAbAOHUS, %

ATTecToBaHHOE 3HaYeHne CO, % 80,1

IPAHMLBI 3HAYEHMIM ABCOAIOTHOM
MOrPELLHOCTM ATTECTOBAHHOIO 3HA4YeHMs CO
(npu P=0,95), +6 %

1.3

3Ha4YeHne aBCOAIOTHOM PACLLUMPEHHOM
HEONPEAEAEHHOCTU QTTECTOBAHHOTO
3HaveHus CO (npum P=0,95, k=2) U, %

1.3

OnucaHne CTAaHAAPTHOro o6pasua: CTOHAOPTHbIN

obpasel, MPEACTABASET cobon cybcTaHumo
MEABAOHMS  AUTUAPATA, ~ BEABIM  KPUCTAAAMYECKMIA
MOPOLLIOK;, PACAACOBAHHbIM maccorm 100 mr BoO

OAAKOH M3 CTEKAQ 0BbemMoM 10 cM3 C OBXMMHBIM
KOAMQYKOM. PACKOH CHADXKEH ISTUKETKOM, MOMELLLEH
B Zip-MAKET, CHAOXEHHbIM 3TUKETKOM, OGDOPMAEHHOM
coraacHo Ttpebosanmam TOCT P 8.691-2010. B zip-

MBM-NCO-7000-004-01
MOCCOBOM AOAM OCHOBHOrO
OPraHUYECKMX COEAMHEHMSIX,
OMMHOTPYMMNY  METOAOM  MOTEHLLMOMETPUYECKOTO
TUTPOBAHMSY, (CBnaeTeabCTBO 006  aQTTECTALMM
METOAUKM n3mepeHmn Ne 253.0038/RA.RU.311866/2020).

YTBEpPXAEHHE O NPOCAEXUBAEMOCTH:

MPOCAEXMBAEMOCTb  ATTECTOBAHHOTO  3HAYEHMS K
EAMHULLE BEAMYMHBI «MACCOBAS AOAS KOMMOHEHTON,
BOCMNPOM3BOAMMOM 21176 [OCYAQPCTBEHHbBIM
NEPBUYHBIM 3TAAOHOM SANHULL MOCCOBOM
(MOASPHOM, ATOMHOM) AOAM U MACCOBOMU (MOASPHOM)
KOHLLEHTPALMM KOMMOHEHTOB B XXMAKMX W TBEPAbIX
BELLLECTBAX M MATEPUAACX HO OCHOBE KYAOHOMETPUM,
obecrneyeHa MPOBEAEHUEM WM3IMEPEHUI MACCOBOM

«Metoamka U3IMEPEHUI
BeLLLeCTBd B

COAEPXALLMX

AOAM  OCHOBHOFO BELLLECTBA MO QATTECTOBAHHOM
METoAMKE M3MEPEHUM, npeAyCMOATPUBAIOLLLEM
NEUMEHEHME CTAHAQPTHOIO 0Bpa3LLa C

YCTOHOBAEHHOM MPOCAEXMBAEMOCTbIO — FTCO 2216-81.

AONOAHUTEABHbIE CBEAEHUS

Pe3yAbTATbl  M3MEPEHUN, MNOAYYEHHbIE B
MOATBEP>KAEHUA ATTECTOBAHHOIO 3HAYEHMS:

- MACCOBQA AOAS BOAbLI — 20,1 %;

- MACCOBQS AOAS CYAbADATHOM 30AbI — 0,02 %;
- MQOCCOBOS AOAR  OCTATOYHbIX  OPrAHMYECKMX
pacteoputerer - 0,1 %.

[TOAAMHHOCTL MATEPUAAC CTAHAQPTHOTO OBPA3LLa
MOATBEPXKAEHO METOACMMU:

= UK-cnektpometpumn  (MK-Pypbe cnekipomeTp ¢
MNPUCTOBKOM AAS HOPYLLEHHOTO MOAHOIO BHYTPEHHETrO
oTpaxeHus (HMBO))
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- BOXX MACC-CNEKTPOMETPUM: TOHAEMHbIN

nakeT MOMeLLEeH dOAGKOH M macnopT aksemnagpa  KBAADRYMOAbHbIM MQACC-CNEeKTPOMETP, cnocob
CO. MOHU3ALLMM — DAEKTPOCTpem (ESI)
Cnoco6 onpeAeAeHus METPOAOTUHECKUX .| -
XAPAKTEPUCTUK CTAHAQPTHOrO ob6pasua: = 7 “
ATTECTOBAHHOE 3HAYEHME CTAHAQPTHOTO O6pO3LLO o |
YCTAHOBAEHO no PE3IYABTATAM M3/v\e|oeHM|71, o] |
MOAYHYEHHBIM  C TIPMMEHEHUNEM ATTECTOBAHHOM | ‘
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MeToAukHu (MeTOAbI) M3Mepe|-mii, npUMeHeHHblIe nNpu o] |
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CTAHAQPTHOTO 06pasua: T
CTAHAQPTHbIM 0BPa3eL, COCTABA MEAbAOHUS AUTMAPATA (M3D3-035) MpoussoanTeAb: PIYT «MOCKOBCKUIM SHAOKPUHHDIN 3QBOA)
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YCAOBUS PEMMCTPALMM MACC-CIEKTPA  AMATEPUAAC
CTOHAQPTHOrO 06PA3LLA MEABAOHUS AUTMAPATA

NapameTp BeAnymHa

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

Temneparypa 40 °C

TEPMOCTATA KOAOHKM

CKOpOCTbh MOTOKA 0,3 MA/MUH

Paza A 0,005M mypaBbMHOSA
KMCAOTQ

Pa3a b CH3CN

CUHOHMMbI: MUAADPOHOTA AUTUAPOT

TCO nNpu3HAH B KOYECTBE MEXIOCYAAPCTBEHHOIO
CTAHAQpPTHOro obpasua (MCO) pewieHmem MIC ot
13.12.2022 npotokoA Ne 62-2022, BHecéH B Peectp

MCO noa Ne 2749:2022 w aAonyckaetcs K
MPUMEHEHMIO bes OTPOHUYEHUIN B:
A3epbanAXAHCKOM Pecnybaumke, Pecnybavke
Apmenus, Pecnybamke beaapych, Pecnybauke
KaszaxctaH, Pecnybamke Y36eKMCTaH.

MHCTPYKUUSA NO NPUMEHEHMUIO

O6uwme ykasaHus:

Mom  ncnoab3oBaHmm CO B KOAMYECTBEHHOM
XMMMYECKOM  QHOAM3E, QATTECTOBAHHOE 3HAYEHME

MCMOAB3YETCH (KAK ECTbY.
MNepea WCMOAb3OBAHMEM CTAHACQPTHOrO 0Bpa3La
HEOBXOAMMO MPOBEPUTL KOMMAEKTHOCTb, YMAKOBKY,
HOAMYME MAPKUMPOBKM U STUKETKM MyTEM BHELLHErO
OCMOTPA. YMOKOBKA CTAHAOPTHOIO 0Bpa3La AOAXKHA
ObITb TEPMETUYHOM U HE MMETb MOBPEXAEHMM. [pun
MOBPEXAEHUM YNAKOBKU WMAM OTCYTCIBMM DTUKETKU U
MAOPKMPOBKM CTAHAOPTHbIM OBPA3€EL, HE MOXET OblTk
MCMOAb3OBAH.

CTOHAQPTHbIM 0Bpa3eL, MOXET OblTb MCMOAb3OBAH AAS
UAEHTUAOUKALLMM MEABAOHUSA AUTUAPOTA, BXOAILLLETO B
COCTOB AEKAPCTBEHHbIX CPEACTB M MATEPUAAOB.

AAS MPEAOTBPALLLEHUI MOTFAOLLLEHM maTepuarom CO
BAOMM M3 BO3AYXQ HEODXOAMMO MEPEA BCKPbITMEM
BbIAEXKATh CPACKOH MPU KOMHATHOM TEMREPAType
He meHee 30 MUHYT.

PAAKOH CO CTAOHAQPTHBIM OBPA3LLOM BCKPbIBAKOT
HENOCPEACTBEHHO MNEPEA MCMOAB3OBAHNEM.

He rapaHTmpyeTtcs COXpAHEHUE METPOAOTUYECKMX
XAPAKTEPUCTHK IK3eMMAdpa CO mpu:

- HOPYLUEHMM LLEAOCTHOCTM YNAKOBKM;

- MOBTOPHOM MCMOAb3OBAHMM;

- UCTEKLLEM CPOKE TOAHOCTHU.

AQHHBIA CTAHAGPTHBIM oOb6paseL, He sABAAETCA
A€KAPCTBEHHbIM CPEACTBOM U HE NMPEAHA3HAYEH AAA
ynoTpebAeHus 4earoBekomM. CTAHAAQPTHbIM o6pasel,
NPeAHA3HA4YeH AAA MAEHTUdOUKALUKU, KAAUGPOBKU U
KOAUYECTBEHHOIO ONMpPEeAEeAeHUs AHAAUTOB in vitro B
QHAOAUTUHECKUX U HAY4YHO-UCCAEAOBATEAbCKUX
LLeAsiX.

Mopsaok NpUMeHeHus: npUMeHeHue
OCYLLIECTBASIETCS B COOTBETCTBMM C MOAOXKEHUAMM
HOPMOTUBHbBIX AOKYMEHTOB, METOAMK U3IMEPEHUM,
NPOLLEAYP KOHTPOAS TOYHOCTH PE3YAbTATOB
M3MEPEHUM, MU3AOXKEHHbBIX B METOAMKOX M3MEPEHMM.

MpUroToBAEHME MPAAYMPOBOYHBIX
MPOBOAST B COOTBETCTBMM  C
MPUMEHIEMBIX METOAMK M3MEPEHUI.

PACTBOPOB
MOAOXKEHMAMM

MocAe BCKpbITUS (PAGKOHA AQAbHEMWLLIEee XPAHEeHUe U
NOBTOPHOE UCMOAb3OBOHME HE MOAAEXAT rAPAHTUM.

YcaoBus TPAHCNOPTUPOBAHUA 7 XPAHEeHMUs:
CTOHAQPTHBIM ~ OBpPAa3el, AOAKEH  XPOHUTLCH B
YMNOKOBKE M3rOTOBUTEAS, B BEPTUKOABHOM MOAOXKEHMM
obecneyvrBaoLLMM MUHUMU3ALLUIO KOHTQKTQ
MOTEPUAAA CTAHAQPTHOTO 06PA3LLA C MOBEPXHOCTHIO
KPBILLIKM JOAQKOHA, OTAEABHO OT MPOAYKTOB MUTAHMS, B
3ALLMLLEHHOM  OT MNOMAACHUS MPAMBIX COAHEYHbIX

AY4EM  MecTe npu  Temneparype  (20+5) °C.
TpaHcnoptvposaHe CO  MOXET OCYLLECTBAITLCS
AMOBBIM BMAOM . TpAHCNoOpTa npu YCAOBUMM
obecnevyeHns COXPAHHOCTH YMNOKOBKM CO,
NPEAOXPAHSIOLLLEN CO ot MEXAHMYECKMX
MOBPEXAEHUMU U OMNPOKMUABIBOHMSA,  3ATPI3HEHMUI,
NONAAQHMA BAOTM M KOHTOKTA  C ArPEeCCMBHbBIMM
CPEAOMMU.

Tpe6oBaHMa 6e30MACHOCTU: AQHHbIM CTOHAQPTHbIM
ODpPA3EL, HE ABASETCS AEKAPCIBEHHbLIM CPEACTBOM M
HE MPEAHA3HAYEH AAS YIOTREDBAEHUS HEAOBEKOM. 1puU
paboTte CO CTAHAQPTHbLIM OBPA3LOM HEOBXOAMMO
NPUMEHATb  CPEACTBA  MHAMBUMAYOABHOM  3ALLIUTHI
KOXHbIX MOKPOBOB M OPraHOB AbIXOHMA. MaTepuaa,
B3AThbIM AAS AHOAM3Q, nocAe M3IMEPEHMM
YTUAMIMPYETCS B COOTBETCTBUM C TPEOOBAHUIMM,
YCTOHOBAEHHBIMM B AGBOPATOPUM.

KoMnAEeKT NocTAaBKMU: B zip-nakeT nomeLlleH doAAKOH
W nacnopt akzemnaapa CO.

CpoOK A€MUCTBUS YTBEPXXAEHHOTO TUNA CTAHAQPTHOIO
obpasua Ao 24.05.2027

[Maptma Ne 001 MpeACTOBAEHA K YTBEPXAEHMIO TMMA
CTAHAQPTHOrO 06pasLa.

AaTta Bbinycka: MNapTtmng Ne BbinyLLLEHA
CPOK FOAHOCTH: 2 TOAQ

foAeH Ao:

HA4YaAbHMK OTAEAQ MPOM3BOACTBA
CTAHAQPTHBIX OBPA3LLOB

PIrYM «MOCKOBCKMIM SHAOKPUHHbIM

30BOAY MHULMAABI, PAMMAMSA

M.

AGHHbH;i nacnopTt Moxer ObITb BOCMNPOM3BEAEH TOABKO MOAHOCTBIO, AOBbIE H\/6AMKOMMM MAM HOCTUYHOE
BOCNPOM3BEAEHME COAEPXAHUA NACNOPTA  BO3MOXHbI TOABKO C MNMCbMEHHOIO paspelleHus
npoussoanteAs CO, BbIAGBLLETO AQHHbIM NACMNOPT.
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