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NacnopT

CTOHAQPTHBIM OBpPa3eLL YTBEPXKAEHHOTO TMMNA
FCO 12491-2024

Naptma Ne

HaumeHoBOHME CTAHAAQPTHOro o6pasua:
CTaHAQPTHBIM 0BpAa3eL, COCTABA AEBOAONMbI
(M33-144)

Homep CAS "
59-92-7 5
MoAeKkyAsipHbIN BeC wH
197,19 Da '
MoaekyasipHasa coopmyAaa .
CoH1INO4

Xumunyeckoe HasBaHue
(2S)-2-AmmMHO-3-(3,4-
AMTUMAPOKCUADEHMA)MPOMAHOBAS KUCAOTA

HasHa4yeHue: KOHTPOAb TOYHOCTM PE3YAbTATOB
M3MEPEHUM KM ATTECTALMA, BAAMAALMA METOAMK
M3MEPEHUM  MOACCOBOM  AOAM  AEBOAOMbI B
MOTEPUAACX U AEKAPCTBEHHBIX CPEACTBAX.
CTOHAQPTHBIM  OBpa3eL, MOXET MCMOAb30OBATLCA
AAR:

- YCTOHOBAEHMS M KOHTPOAY  CTAOMABHOCTMU
rPAAYMPOBOYHOM (KaAMBPOBOYHOM)
XQPOKTEPUCTUKM  CPEACTB  U3MEPEHWM MNP

COOTBETCTBUM  METPOAOTUYECKMX  XAPAKTEPUCTMK
CTOHAQPTHOTO 0Bpa3La TPEOOBAHUIM METOAMKMU
U3MEPEHUM;

- KOAMBPOBKM CPEACTB M3MEPEHUM MPU YCAOBUU
COOTBETCTBUA TPEOOBAHUIM METOAMK KAAMBPOBKM;
- XapaKTepm3aLmm CTOHAQPTHbIX obpa3LLosB,
MOTEPUAAOB.

MeTpoaAormyeckne XapakTepucTUKK:
ATTECTOBAHHAA XAPAKTEPUCTUKO — MACCOBAN AOAS
AEBOAOMbI, %

ATTecToBaHHoOe 3HaveHme CO, % 99,4

IPAHULLbI 3HOYEHWI OTHOCUTEABHOM
NOrpPEeLLIHOCTU ATTECTOBAHHOTO 3HAYEHMUS 0.8
CO (npu P=0,95), +6 %

3HAYEHME OTHOCUTEABHOM PACLLUMPEHHOM
HEOMPEAEAEHHOCTU ATTECTOBAHHOTO 0.8
3HaveHus CO (npm P=0,95, k=2) U, %

OnucaHMe CTAHAAPTHOro obpasua: CTAHAOPTHbIM

obpa3el, MNPEACTABAIET Ccobor  CyOCTAHLMIO
AEBOAOTMbI, ©eAbin WY MOYTH OeAbin
KPUCTAAAMHECKMM  MOPOLLIOK, PACCHACOBAHHbBIN

maccom 150 Mr BO dDAGKOH M3 CTEKAQ OObEMOM
10 cm3 C  OBGXMMHBIM  KOAMOYKOM. PAAKOH
CHOOXEH 3TWMKETKOM, TMOMELLEH B Zip-MAKET,
CHOBXEHHbIN STUKETKOM, OOOPMAEHHOM
coraacHo Tpebosanmam FTOCT P 8.691-2010. B zip-
MNOKET MOMELLLEH APAAKOH M MACMOPT 3K3EMMAIPA
CO.

Cnoco6 onpeAeAeHus METPOAOIrM4eCKHUX
XAPAKTEPUCTUK CTAHAGPTHOro o6pasua:
ATTECTOBAHHOE 3HAYEHME CTAHAQPTHOIO OBpPA3LLa
YCTOHOBAEHO MO  PE3YALTATAM  M3MEPEHUM,
MOAYYEHHBIM C  MPUMEHEHMEM  OATTECTOBOHHOM
METOAMKU U3MEPEHMUI.

MeToAMKM (MeToAbl) U3IMEPEHUH, NPUMEHEHHbIe
npu YCTAHOBA€HUU METPOAOTMYECKHUX
XAPAKTEPUCTUK CTAHAAPTHOro o6pasua:
MBU-MCO-7000-004-01 «MEeTOAMKO  U3MEPEHUM
MQOCCOBOM  AOAM  OCHOBHOIO  BELLLECTBA B
OPraHMYECKMX COEAMHEHMSEX, COAEPXKALLMX
OMMUHOTPYMMNY METOAOM MOTEHLMOMETPUYECKOTO
TUTPOBAHMA)  (CBMAETEABCTBO OO  aTTecTaumm
METOAMKM M3MEPEHUN
Ne 253.0038/RA.RU.311866/2020).

YTBEepXA€eHHe O MPOCAEXUBAEMOCTH:

MPoOCAEXMBAEMOCTb ATTECTOBAHHOTO  3HAYEHMS K
eAMHULLE BEAMYMHBI («MQACCOBQS AOAS
KOMMOHEHTA, BOCMPOM3BOAMMOM 21176
[OCYAQPCTBEHHbBIM MEPBUYHBIM STAAOHOM EAMHMLI

MQOCCOBOM  (MOASIPHOM,  ATOMHOM)  AOAM U
MACCOBOM (MoAspHOM) KOHLLEHTPALMM
KOMMOHEHTOB B >XXMAKMX WM TBEPAbIX BELLECTBAX MU
MOTEPUAACX Ha OCHOBE KYAOHOMETPUMU,
obecneyeHa MPOBEAEHUNEM M3MEPEHMI
MOCCOBOM  AOAM  OCHOBHOIO  BELLEeCTBd Mo
QTTECTOBOHHOM METOAMKE M3MEPEHMM,
NPEAYCMATPUBAIOLLLEM NPUMEHEHME
CTAHAQPTHOro 06pasLa c YCTOHOBAEHHOM

NpocAexmpaemocTbio — TCO 2216-81.

AONOAHUTEAbHbIE CBEAEHUSA

NMOAAMHHOCTb MATEPUAAQ CTAHAQPTHOIO 0BpPA3LLa
MOATBEPXAEHO METOACQMMU:
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CuHOHUMBI:  L-dopa, Dopar, 3,4-AMTMAPOKCH-L-
DEHNAAACHUH, 3-TUAPOKCU-L-TMPO3MH.

Pe3yAbTaTbl M3MEPEHMM, MOAYYEHHBIE B PAMKOX
NMOATBEPXXAEHMS ATTECTOBAHHOIO 3HAYEHMS:

- NoTEP4 B MACCE MPM BbICYLLMBAHMK — 0,18%;

- MOCCOBOS AOAS 30AbI — 0,02%;

- MOCCOBOS AOAS POACTBEHHbIX Npumecem — 0,01%.

UHCTPYKLUUS NO NPUMEHEHMUIO

O6wume yKasaHus:

Mou  mcnoAb3oBaHMM CO B KOAMYECTBEHHOM
XMMMYECKOM QHOAM3E, ATTECTOBAHHOE 3HAYEHME
MCMOAb3YETCS (KAK €CTb).

MNepea MCNOAbB3OBAHMEM CTAHAQPTHOrO OB6pPA3LA
HEOBXOAMMO npoBEPUTb KOMIMAEKTHOCTb,
YMAKOBKY, HOAMYME MAPKUPOBKM U STUKETKMU MyTEM
BHELLIHETO OCMOTPA. YMOKOBKA CTAHAQPTHOrO
obpPaA3La AOAKHA ObITb TEPMETUYHOM N HE UMETH
NOBPEXAEHMN. TIPU NOBPEXAEHMM YNAKOBKM MAM
OTCYTCTBUM DTUKETKM M MAPKUPOBKM CTAHAQPTHBIN
obpaseL, He MOXeET BblTb MCMOAb3OBAH.
CTaHAQPTHBIM 0Bpa3eLl, MOXET OblTb MCMOAb3OBAH
AAT MAEHTUAOUKALIMKM  AEBOAONMbBI,  BXOAALLLEM B
COCTOB AEKAPCTBEHHbIX CPEACTB M MATEPUOAAOB.
AAS MPEAOTBPALLLEHMS MOTAOLLLEHMA MATEPUAAOM
CO BAGMM M3  BO3AYXA HEOBXOAMMO MNepea
BCKPbITMEM BbIAEPXATb CPAQKOH MPU KOMHATHOM
Temneparype He meHee 30 MUHYT.

PAOKOH CO CTAOHAQPTHBIM OBPA3LLOM BCKPLIBAKOT
HEMNOCPEACTBEHHO MEPEA MCMOAb3OBOHUEM.

He rapaHtMpyeTcs COXpAHEHUE METPOAOTMHECKMX
XAPAKTEPUCTUK aK3emnagpa CO npu:

- HOPYLUEHMM LLEAOCTHOCTM YNAKOBKM;

- MOBTOPHOM MCMOAb3OBAHUM;

- UICTEKLLEM CPOKE FOAHOCTH.

AQHHbIA CTAHAQPTHbIM oO6GpaseL, He sBAMETCS
A€KAPCTBEHHbIM CPEACTBOM M HE NpPeAHd3HAa4YeH
AAS ynoTpeb6aeHus 4YeAoBeKOM. CTAHAQPTHbIN
obpasel, NPeAHA3HA4YeH AAf MAEHTUdOUKALMUMY,
KOAMGPOBKM M KOAMYECTBEHHOIO ONPEAEAEHUA
GHAAUTOB in Vvilro B GQHAAUTUHECKMX M HAYYHO-
MCCAEAOBATEAbCKUX LLEASIX.

Mopsaok NPUMEHeHMUSs: npUMeHeHue
OCYLLIECTBASIETCH B COOTBETCTBMM C MOAOXKEHUAMM
HOPMATUBHBIX AOKYMEHTOB, METOAMK U3IMEPEHMUH,

MPOLLEAYP  KOHTPOAS  TOYHOCTM  PE3YALTATOB
U3MEPEHUM, M3AOXKEHHbIX B METOAMKAX
mamepeHun.  [pUroToBAEHUE  TPAAYMPOBOYHbIX
POCTBOPOB  MPOBOAAT B COOTBETCTBMM  C
MOAOXKEHMAMM MPEUMEHSAEMbIX METOAMK
U3MEPEHUM.

Mocae BCKpPbITHSA dAakoHa AQGAbHeHlLWee
XpPOHEHME U NOBTOPHOE WUCMOAb3OBAHME He

MNOAAEXAT NTApPAHTUM.

YcAoBUST  TPAHCNOPTUPOBAHUA U XPAHEHUS:
CTOHAQPTHBIM  OBPAO3EL, AOAXEH XPAHWUTLCH B
YNAKOBKE MN3TOTOBUTEAA, B BEPTUKAABHOM
MOAOXEHMM, OBECNEeYMBAOLLEM  MUMHUMMIALMIO

KOHTAKTA MATEPUAAC CTAOHAQPTHOTO 0Bpa3Ld C

MOBEPXHOCTbIO KPbILLKM JOAQKOHQO, OTAEABHO OT
MPOAYKTOB MUTAHMA, B 3ALLUMLLLEHHOM OT NMOMAAQHMA
MPSAMbIX COAHEYHbIX AyHEN mecTe npu
Temneparype (20+5)°C. TpaHcnoptMposaHue CO
MOXET OCYLLLECTBAATLCH AOOBIM BMAOM
TpaHcnopTa npu YCAOBUM obecneyeHus
COXPAHHOCTM ynakoskn CO, NpeAOXPAHAOLLEN
CcO OT  MEXAHUYECKMX  MOBPEXAEHMM "
OMPOKMABIBAHUS, 3ArPI3HEHMM, MOMNAACHMSA BAQTU U
KOHTOKTA C ArpeCCMBHBIMU CPEACMM.

Tpe6oBaHus 6e30NacHOCTU: AQHHbIM CTOHAQPTHbIM
obpaseL, HE IBAJETCA AEKAPCTBEHHBIM CPEACTBOM
M HE  NPEAHA3HOYEH  AAS  ynoTpebAeHus
yeaoBekom. [lpn pabote <CO CTAHAQPTHbIM
0OBPA3LOM  HEODXOAMMO TMPUMEHITb CPEACTBA
MHAMBUAYOABHOM  3CLLMTBI  OPFAHOB  ABIXQHME U
KO>XHbIX MOKPOBOB. MATEPUAA, B3ATbIM AAS QHAAM3A,
NOCAE M3MEPEHUMN YTUAMMPYETCH B COOTBETCTBMM

C TPEeBOBAHMIMM, YCTAOHOBAEHHbIMM B
Arabopatopum.
KomMnAekT nocTaBku: B zip-nakeTr mnomeLleH

AOAAKOH M NacnopTt akzemnagapa CO.
Cpok AEUCTBuUA yTBEPXAEHHOIO
CTAHAQpPTHOro ob6pasua Ao: 06.05.2029
Mapta Ne 001 NpeACTOBAEHA K YTBEPXKAEHMIO TUMNA
CTAHAQPTHOro o6pasLa.

AaTta Bbinycka: [1apThs Ne BbiNyLLLEHO

™NAa

CpPOK roAHOCTHU: 2 TOAQ

foAeH Ao:
Ha4YaAbHMK OTAEAQ
MpPOWm3BOACTBO CTAHAQPTHbIX

obpasos Py «MoCKOBCKMIA

3HAOKpl/IHHbIl;1 3ABOA) MNHULMAABI, PAMUAMS

M.T.

AQHHbIM nacnopt  MOXeT ObITb BOCMPOM3BEAEH TOAbKO TMOAHOCTbIO, AOOble
V'Iy6/\MKC1LLl/Il/I NAM HACTUYHOE BOCMPOU3IBEAEHME COAEPXAHUA NMACNOPTA BO3MOXHbI
TOABKO C MMCbMEHHOTO paspetlerns npoussoantess CO, BbIAGBLLUETO ACQHHbIN
nacnopr.
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