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denepansHoe rocyfapcTBEHHOE YHUTapHOe Npeanpuatne

«MOCKOBCKWIA SHOOKPUHHbDbIX 3aBoa»

NacnopT

CTOHAQPTHBIM OBpPa3eL, YTBEPXKAEHHOIO TMNA
rCO 11973-2022 MCO 2787:2023

MNaptmsg Ne

HaumeHoBaHMe cTaHAAGPTHOro o6pasua:
CTaHAQPTHbIM OBPA3EL, COCTABA MMAOKAPMMHA
TMAPOXAOPHAC (M3D3-048)

Homep CAS

54-71-7
MoAekyAspHas macca ﬁ/()
244,7203 r/MOAb He—
MoaekyAspHas oopmMyAa CH,
Ci11H16N202- HCI

Xumuyeckoe HasBaHue
(3S.4R)-4-[(1-MeTUA-TH-UMUACZOA-5-MA) METUA]-3-
STUATETRATMAPODYPOH-2-OHA TMAPOXAOPUA

HC

HasHa4yeHue: KOHTPOAb  TOYHOCTM  PE3YALTATOB
M3MEPEHUM U  ATTECTALMS, BAAMAALIMSA  METOAMK
U3IMEPEHMI MOCCOBOM AOAM MUAOKOPMMHA
TMAPOXAOPUMAC B  MATEPUAACX M AEKAPCTBEHHbIX
CPEACTBOX.

CTOHAQPTHbIM OBPA3EL, MOXET MCMOAb3OBATLCS AAS:
- YCTAHOBAEHMS " KOHTPOAS CTABUABHOCTH
TPAAYMPOBOYHOM (KAAMBPOBOYHOM) XAPAKTEPUCTUKM
CPEACTB M3MEPEHUM npu COOTBETCTBMM
METPOAOTMHECKMX  XAPCOKTEPUCTUK  CTAOHAGQPTHOFO

0bpa3La TPEOOBAHUAM METOAMKMN U3MEPEHUM;
- KOAMOPOBKM CPEACTB M3MEPEHUM NpPU  YCAOBUM
COOTBETCTBMS TPEDOOBAHMUAM METOAMK KAAMOPOBKM.

MeTpoAorm4yeckmue XxapakTepUCTUKH:
ATTECTOBAHHO4 XAPAKTEPUCTMKA — MACCOBAA AOAA
MUAOKAPMMHA TMAPOXAOPUAQL, %6

ATTeCcTOBAHHOE 3HAYeHne CO, % 99.9

IOAHULLbI 3HOYEHWI OTHOCUTEABHOM
MOrPEeLLHOCTM ATTECTOBAHHOTO 3HA4YeHMI CO 1,0
(npu P=0,95), +6 %

3HOYeHMEe OTHOCUTEABHOM PACLLMPEHHOM
HEOMPEAEAEHHOCTU ATTECTOBAHHOTO 1.0
3HaYeHus CO (mpu P=0,95, k=2) U, %

OnucaHMe CTAHAAPTHOro o6pasud: CTAHAQPTHbIM

obpaseL NPEACTOBASET  COBOM CyBCTaHLMIO
MUAOKAPMMUHA TMAROXAOPUAQ, 6ecuBeTHble
KOUCTOAABI ~ UMAM  BEeAblM  MAM  NOYTM  BeAbin
KPUCTOAAMYECKMIA MOPOLLIOK, PACAOACOBAHHbIN

maccor 100. Mr BO PAGKOH M3 CTEKAQ OBBLEMOM
10 cm3 ¢ OBXKMMHBIM KOAMAYKOM. PAAKOH U Zip-NAKET
CHABXXEHBI STUKETKAMM, OGOOPMAEHHBIMM B
cooTBecTBmn C TpebosaHmsmm TOCT P 8.691 2010. B
ZID-MOKET MOMELLLEH CPAGKOH M NACMOPT IK3EMMAIPA
CO.

Cnocob6 onpeAeAeHus MeTPOAOTU4ECKHNX
XAPAKTEePUCTHK CTAHAQPTHOrO ob6pasua:
QTTECTOBAHHOE 3HAYEHME CTAHAQPTHOrO 06pPaA3La
YCTAHOBAEHO no PE3YALTATAM M3MEPEHMI,
MOAYYEHHBIM  C  TMPUMEHEHUEM  ATTECTOBAHHOM

METOAMKM U3MEPEHUI.

MeToAMKHN (MEeTOABI) U3BMEPEHUI, MPUMEHEHHbIE NMPHU
YCTAQHOBAEHUU METPOAOIMHECKUX XAPAKTEPUCTUK
CcTaHAAQpTHoro obpasua:

MBU-MCO-010 «MeToAMKA U3MEPEHUN MACCOBOM
AOAM  OCHOBHOTO BELLLECTBA  DAPMOAKOAOTMHECKM
OKTMBHBIX M BCMOMOTATEABHbBIX BELLLECTB METOAOM
KMCAOTHO-OCHOBHOMO TUTPOBOHMSA B BOAHOM M BOAHO-

CMUPTOBOM cpeaen, YTBEPXXAEHHOS Pryrn
(«MOCKOBCKMM 3HAOKPWMHHBIM 3ABOAY, (CBMAETEABCTBO
06 aTTecTtaumm METOAMKM U3IMEPEHUI
Ne 253.0072/RA.RU.311866/2022).

YTBEpXAEHME O NPOCAEXUBAEMOCTH:
MPOCAEXMBAEMOCTb  ATTECTOBAHHOIO  3HAYEHUS K
€AMHULLE BEAMYUHBI (MOCCOBAS AOAS KOMIMOHEHTAY,
BOCMPOU3BOAMMOM a1 176 [OCYAQPCTBEHHbIM
NEPBUYHbBIM 3TAAOHOM EANHULL MOCCOBOM

(MOASPHOM, OTOMHOM) AOAM U MACCOBOU (MOASPHOM)
KOHLLEHTPOUMKM KOMFMOHEHTOB B >XMAKMX M TBEPAbIX
BELLLECTBAX M MATEPMAACX HO OCHOBE KYAOHOMETPMM,
obecrneyeHa MNPOBEAEHMEM  UIMEPEHMI MACCOBOWM

AOAM  OCHOBHOrO BELLLECTBA MO QATTECTOBAHHOM
METOAMKE M3IMepPEeHUn, NPEAYCMAOTPUBAIOLLLEN
nPUMEHEHWE CTAHAQPTHOTO 0bpa3La C

YCTOHOBAEHHOM MPOCAEXMBAEMOCTbIO — FTCO 2216-81.
AOMNOAHUTEAbHbIE CBEAEHMUS

Pe3yAbTaTbl  M3MEPEHMI, MOAYYEHHble B PAMKOX
MOATBEP>KAEHMS ATTECTOBAHHOTO 3HAYEHMS:

- MOTEPS B MACCE NpPU BbICyLLMBAHMKM — 0,11 %;

- MACCOBQS AOAS CYAbGOATHOM 30AbI — 0,03 %;

- MOCCOBQOS AOAS OCTATOYHbIX OPraHU4eCKmx

pactsoputerer — 0,01 %;

- MOCCOBAS AOAS MOCTOPOHHMX Npumecem — 0,2 %.
MOAAMHHOCTb MATEPUAAA CTAHAQPTHOrO 06pPA3LLa
NOATBEPXKAEHA METOACMMU:

- UK-cnektpometpum  (MK-Pypbe cnekTpomeTp C
NPUCTOBKOM AAS HOPYLLEHHOTO MOAHOMO BHYTPEHHENO
oTpaxkeHus (HMBO))

P 10801

1062 508
76009
e |

a2
Peak1d’ 1443895
Peak15’ 1491 862
]
| ekt 155,383
i 1610672
— |
Peak1s’ 1764 990
i)
|Poak13 1854 469
i)
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TOHAEMHbIN
cnoco6b

- BOXX MACC-CMEKTPOMETPUM:
KBAAPYMOAbHbIM MACC-CMEKTPOMETP,
MOHM3ALMUK — DAEKTpocnpen (ESI)

TCO nNpu3HOH B KOYECTBE MEXIOCYAOQPCTBEHHOIO
CTAHAQPTHOTO obpasua (MCO) peluenHmem MIC ot
28.06.2023 npotokoa Ne 63-2023, BHecéH B Peectp
MCO noa Ne 2787:2023 u  aAonyckaercs K
NnEMMeEHeHMIO ©6e3  orpaHuYyeHut B: Pecnybaumke
AszepbanaxaH, Pecnybamke Apmenunsd, Pecnybamke

Beaapycbh, Pecnybamke KasaxctaH, Pecnybamke
TAAXMKMCTOH, PecnyBamnke Y30eKMCTaH.

MHCTPYKUUSA NO NPUMEHEHMUIO

O6uwme ykasaHus:

Mom  ncnoab3oBaHmm CO B KOAMHECTBEHHOM
XMMMYECKOM  QHOAM3E, QATTECTOBAHHOE 3HAYEHME

MCMOAb3YETCS «KAK ECTbY.
MNepea WCMOAb3OBAHMEM CTAHACQPTHOrO 0Bpa3La
HEOBXOAMMO MPOBEPUTL KOMMAEKTHOCTb, YMAKOBKY,
HOAMYME MAPKMPOBKM M DTUKETKM MyTEM BHELLIHETO
OCMOTPA. YNAKOBKA CTAOHAQPTHOIO 0BpA3LLa AOAXKHA
OblTb TEPMETUYHOM U HE MMETL MOBPEXAEHUM. [TpKn
MOBPEXAEHMM YNAKOBKM MAM OTCYTCIBMK. STUKETKM M
MOPKMPOBKM CTAHACQPTHbIM OBpa3eL, HE MOXET OblTh
MCMOAb3OBQH.

YKa3oHHOE HA3HOYeHMe He OrpAHMYMBOET
npumeHeHne CO AAd APYTUX LEAEM, MPU YCAOBUM
COOTBETCTBMA  €r0  XAPOKTEPUCTUK . TPEDOBAHUAM
APYTMX M3MEPUTEABHBIX U METPOAOTUHECKMX
NMEoLLeAYyp.

CTAHAQPTHbLIM 0BPA3ELL MOXET BblTb MCMOAB3OBAH AAS
UAEHTUCOUKALLMM MUAOKAPMAMHA TMAPOXAOPHUAQ,
BXOAJLLLErO B COCTOB  AEKAPCTBEHHBIX CPEACTB M
MOTEPUAAOB.

AAS MOEAOTBPALLLEHMSA MOTAOLLLEHMA maTepuarom CO
BAQIM U3 BO3AYXO HEOBXOAMMO MNEPEA BCKPLITMEM
BbIAEPXATb CPACGKOH MPU KOMHATHOM TemnepaTtype
He meHee 30 MUHYT.

PAGKOH CO CTOHACQPTHBIM OBOPA3LLOM  BCKPbIBAIOT
HEMOCPEACTBEHHO NEPEA MCMOAB3OBAHNEM.

He ropaHMpyercs COXpaHeHWE METPOAOTUYECKMX
XAPAKTEPUCTUK dK3emnagpa CO npwu:

- HOPYLLEHMU LLEAOCTHOCTM YINAKOBKMU;

- MOBTOPHOM MCMOAb3OBOHMM;

- UCTEKLLIEM CPOKE TOAHOCTM.

AQHHBIH CTAQHAQPTHbLIM oGpasel, He sABAsSeTCH
A€KAPCTBEHHbIM CPEACTBOM U HE NPEAHA3HAYEH AAA
ynoTpebAeHus 4earoBekomM. CTAHAAQPTHbIM o6pasel,
NPEeAHA3HA4YEeH AAA MAEHTUdOUKALUK, KAAMGPOBKU U
KOAUHECTBEHHOIO ONMPEAEA€HUs GHAAMTOB in vitro B
AHAAUTUYECKHUX 7] HAYYHO-UCCAEAOBATEABCKUX
LLeAsiX.

Mopsaaok NPUMEHEeHUs: NPUMEHEHUE
OCYLLLECTBASETCS B COOTBETCTBUM C MOAOXKEHUSIMMU
HOPMATMBHBIX AOKYMEHTOB, METOAMK M3IMEPEHUH,

npoLeAyp KOHTPOAS TOYHOCTH PE3YABTATOB
M3MEPEHMM, MIAOXKEHHbBIX B METOAMKAX M3MEPEHMM.
MpUroToBAEHME FPAAYMPOBOYHbIX PACTBOPOB
MPOBOAAT B COOTBETCTBMM  C  MOAOXEHUIMMU
MPUMEHSEMbIX METOAMK M3MEPEHMM.

Mocae BCKPbITUSA cdAakoHa AdAbHelLWwee
XpPOHEHME U NOBTOPHOE WUCMOAb3OBAHME He

MOAAEXAT rapaHTUMU

YcaoBus TPAHCNOPTUPOBAHUA 7 XPAHEeHMUs:
CTOHAQPTHbIM ~ OBpPAa3el, AOAKEH. XPOHUTLCH B
YMNOKOBKE M3rOTOBUTEAS, B BEPTUKOABHOM MOAOXEHMM
obecneyvrBaoLLMM MUHUMU3ALLUIO KOHTQKTQ
MOTEPUAAA CTAHAQPTHOTO O6PA3LLA C MOBEPXHOCTHIO
KPbILLIKU GOAQKOHA, OTAEABHO OT MPOAYKTOB MUTAHMS, B
3ALLMLLEHHOM  OT MNOMAAQHMUS . MPAMBIX COAHEYHbIX

AY4EM  MECTE  MNpu . TeMRepatype (20£5)°C.
TpaHcnoptmpoBaHue CO MOXET OCYLLLECTBAATLCS
AOOBIM BMAOM - TpAHCNOPTa npu YCAOBMMU
obecneyeHms COXPOHHOCTM YMNAKOBKM CO,
MPEAOXPAHAOLLLEN CcO oT MEXAHUNYECKMX
MOBPEXAEHUMM M OMNPOKMABIBOHMSA,  3QrPI3HEHMH,
MOMAACQHMUS BAQTKM M KOHTOKTO C  QrPeCCMBHbBIMM
CpeAaMU.

Tpe6oBaHMa 6Ge30MacHOCTU: AQHHbLIM CTOHAQPTHbIM
0BpA3ELL HE ABASIETCA AEKAPCTBEHHbLIM CPEACTBOM U
HE NPEAHA3HAYEH AAS YITOTPEDAEHUS HEAOBEKOM. pm
paboTe CO CTAHAQPTHBIM OBPA3LOM HEOBXOAMMO
MOUMEHATE CPEACTBA  MHAMBUAYOABHOM  3QLLLATHI
KOXHbIX MOKPOBOB M OPFAOHOB AbIXAHMA. MATepuan,
B3AThIM AAS QHAAM3Q, nocAe M3IMEPEHMM
YTUAMZMPYETC B COOTBETCTBMM C TPEOOBAHUAMM,
YCTAHOBAEHHbBIMM B AQBOPATOPUM.

KomnaekT nocTaeku: B zip-nakeTr nomelleH doAAKOH
m nacnopTt akdemnaapa CO.

CpOK A€UCTBUS YTBEPXKAEHHOTO TUNA CTAHAQPTHOIO
o6pasua Ao 06.10.2027

Maptra Ne 001 NPEACTABAEHA K YTBEPXKAEHMUIO TMMNA
CTAHAQPTHOro 06pasLa.

AaTta Bbinycka: MNapTtmna Ne BbiNyLLLEHA

CpOK FOAHOCTH: 2 TOAQ

foAeH Ao:

HOYOABHMK OTAEAQ NPOW3BOACTBA
CTAHAQPTHbIX OBPA3LL0B

PryMn «MoCckOBCKMM SHAOKPUHHbIM
30BOAY MHULMAABI, PAMMAMA

M.

AQHHbI NACMOPT MOXET GbiTb BOCMPOU3BEAEH TOALKO MOAHOCTbIO, AlOBbIE MYBAMKALMK MAM HYOCTUYHOE
BOCMNPOM3BEAEHNE COAEPXAHUA NACNOPTA  BO3MOXHbI TOABKO C MMCbMEHHOIO paspeLueHus
npoussoanTeas CO, BbIAGBLLENO AGHHbIM NACMOPT.

rCO 11973-2023 MCO 2787:2023 MNaptmsa Ne
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