®@enepanpHOe 6I0KETHOE yupexneHue « 0cy1apcTBeHHbIH HHCTHTYT JIEKAPCTBEHHBIX CPEICTB U
HaJUTeXKAIIUX TPAKTHK»
(OBY «I'MJIC u HII»), 119049, r. Mocksa, JlenuHCKHii 11p., 1. 9

OOImecTBO ¢ OrpaHMYEHHOH OTBETCTBEHHOCTHIO « HAllMOHANBHEINA EHTp CTAHJAPTHEIX 06PA3IIOBY
(OO0 «HIICO»),
117186, r. Mocksa, yn. Haropuas, 1. 3A, stax 4, mom/xom 1/24-34, 36

JIner 1
Bcero nuctos 2

ITACIIOPT
CTaHJAPTHOIO 00pa3na yTBepKAEHHOI0 THIIA 07
rco
ITaptus Ne 1
HaumenoBanue cramgaprHoro ofpasma: CTraHmapTHEIA — oOpasel] CcOCTaBa  IAIHIIEPHIOHA

(TWIC-ITanumepumon).

HasHaueHHe: KOHTPOIIb TOYHOCTH PE3yNIHTATOB H3MEPEHHUI M aTTECTAITHS METOIUK H3MEPEHH MacCoBO
A0JH MIATMIIEPUIOHA B CyOCTaHIMAX, (hapMalleBTHYECKHX Ipenaparax U Marephalax, B cOCTaB KOTOPBIX
BXOJUT NaJTHUIIEPHIOH.

CrangapTHBI#H 00pa3er] MOKET MCIIOIB30BATHCS JUIS:

- YCTaHOBJICHHS ¥ KOHTPOJISI CTa0MIBHOCTH IPaIyHpPOBOYHOM (KaIMOPOBOUHOMN) XapaKTEPUCTHKH CPEICTB
H3MEPEHHH IIPH COOTBETCTBHM METPOJNOTMYECKHX XapaKTEPHUCTUK CTAHAAPTHOrO o6pasia TpeGOBaHHIM
METONUKH U3MEPECHU;

- KalHOPOBKH CDE/CTB M3MEPEHHH IIPH COOTBETCTBHM METDPOJOTHYECKHX XapaKTEPHCTHK CTAHIAPTHOIO
00pasna TpeOOBAHUSIM METOIUKH KAIMOPOBKH.

MeTtposoraieckne XapakTepUMCTHKH:

ATTeCTOBaHHAs XapaKTEPHUCTHKA — MacCoBast J0JIs HATUIEPHIOHa, Yo.

T a 6 11 11 a — MeTposoruueckne XapakTepUCTHKH

ArtrtecToBanHas
xapakrepuctuka CO

ATtTecToBanHOE
3HaueHune CO, %

I'panuiie! 3HaUeHMIT
abcomoTHOM
MIOTPEITHOCTH
aTTECTOBAHHOTO
3navenus CO (mpu
P=0,95), +A %

3HadeHne abCOMOTHOM
PpacIIupEeHHOM
HEONPEIEICHHOCTH
aTTECTOBAHHOTO
3gagyenus CO (mpu
P=0,95, k=2) U, %

Maccosag noiis

99,0

+1,0

+1,0

nanunepuiona, %

Cpox romsocTH 3K3eMiutspa: 1 rox.

Onucanve cramgapTHoro o6pasma: CTaHapTHBIA 06pasell TIPEJCTaBIsSeT Co0OM  CyGCTAHIHIO
namnepunosa  ((9RS)-3-[2-[4-(6-fluoro-1,2-benzisoxazol-3-yl)piperidin-1-yl]ethyl]-9-hydroxy-2-methyl-
6,7,8,9-tetrahydro-4H-pyrido[1,2-a]pyrimidin-4-one, =~ C23H27FN4O;), Gembii wnm 1ourd  Genbrit
KpHUCTA/NIMYECKHH MOPOIIOK, pacdacoBannblii o 200 Mr Bo ¢iakoHbl w3 TeMHOTO cTekna Mapku OC mimu
OC-1 ¢ xpummoBeIMH KpbIIKamu. Kaxaeii (IakoH CHAOXKaeTcs OSTHUKETKOM ¥ IOMEIAeTcs B
IOJIUSTUJICHOBBIN MAKET.

Croco6 onpenesnennsi METPOJIOrHYECKHX XAPAKTEPHCTHK CTAHIAPTHOro o6pa3ma: aTTECTOBAHHOE
3HA4YCHUE yCTAHOBJICHO METOJAOM NPsAMBIX m3Mepenuid Ha I'OT 208-2019 «I'ocynapcTBeHHEBIH MEPBUYIHEBIH
STANlOH €JMHMII MacCOBOX (MOJSIDHOM) JOMM M MaccOBOW (MOJISIPHOM) KOHIIEHTpAIUH OPraHUYECKUX
KOMIIOHECHTOB B JKHAKHX M TBEPABIX BEINECTBAX M MaTepHalaX Ha OCHOBE >XHAKOCTHOH W Ta30BOM
XPOMATO-MAaCC-CIIEKTPOMETPUH C H30TOIHEIM Pa30aBICHHEM U TPABUMETPHIY.

YTBep:KkIeHUE 0 MPOCIEKNBAEMOCTH:

IIpocnexnBaeMOCTb aTTECTOBAHHOTO 3HAYEHHS CTAHJAPTHOTrO 06pasiia K SIMHHIE BEIMIHHBI «MACCOBAS
J0JI1 KOMIIOHEHTa», BocmpomsBoaumor I'OT 208 «I'ocymapcTBEHHBIM NMEPBHYHBIM 3TAJIOHOM €IMHHIL
MaccoBOM (MOJISIDHOM) NOMHM M MAaccoBOif (MOJSPHOW) KOHIEHTPAalMK OPraHMYECKAX KOMIOHEHTOB B
KANKUX W TBEPABIX BEIIECTBAX W MaTepHalaX Ha OCHOBE JXHIKOCTHOM W Tra30BOM XPOMATO-Macc-
CIIEKTPOMETPMH C H30TOIHBIM pa30aBlieHHEM H I'PaBUMETPHHU», 00ECIICUYNBACTCS MPOBEACHHEM MPIMBIX
n3mepenuit Ha I'OT 208.
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JlomoTHATEIbHEBIE CBEXeHHS
IlopnuHEHOCTE MaTepHala CTaHAAPTHOTO 00pasiia HoATBepxaAeHa MeTogoM BOXKX-YOIM u B3XX-CP.
Maccogas gomnsg Boasl — 0,04 %.

NHCcTpyKuns o NnpuMeHEeHHI0

O6mue yxazanus:

Ilepen wmcmonb30BaHHEM CTaHAAPTHOIO oOpasma HEOOXOIUMO MPOBEPUTH KOMIUIEKTHOCTB, yHAaKOBKY,
HaJTM4ue MapKUPOBKH W 3TUKETKH IIyTEM BHEIMHEIO OCMOTpA. YTIAKOBKA CTAaHAAPTHOTO 00pasia JOJDKHA
OBITH TEPMETHYHOM B HE HUMETh MOBPEXKACHMUHA. [Ipi MOBPEXIEHNH YIIAKOBKH KITH OTCYTCTBHH STUKETKH
MapKMPOBKH CTaHIAPTHBIM 00pa3er He MOKET OBITH MCIIONIB30BaH.

Cranpaprtabiii 00pasen] MOXXeT OBITh HCIIONB30BaH NS WACHTH(QUKAIMN HATUIIEPHIOHA, BXOIAIIETO B
COCTaB CyOCTaHIMH, TeKapCTBEHHBIX IPEapaToB U MaTEPUATIOB.

JlaHHbIi cTaHAAPTHBIH 06pa3sel He SBJISAETCS JEKAPCTBEHHBIM CPEICTBOM.

JoxyMeHTBI, onpene/Iaion e NPIMeHeHne CTAHIAPTHOr0 06pa3a:

-I'OCT ISO/IEC 17025-2019 «OOGmme Tpe6oBaHHS K KOMIIETEHTHOCTH HCIBITATENBHLIX M
KaTHOPOBOYHBIX JTa0OpaTOPHiiy;

-T'OCT P HCO 5725-1-2002 — TOCT P HCO 5725-6-2002 «TouHocTs (IpPaBHIBHOCTH ¥
IPENU3UOHHOCTE) METONOB U PE3yJIBTATOB U3MEPEHUIN;

- METOJMKY K3MEPCHUM MAacCOBOW TONH MATMIEPHIOHA B CYyOCTaHIUM MATUNEPHIOHA, JIEKAPCTBEHHBIX
npenaparax U MaTepuaiax, B COCTaB KOTOPHIX BXOAUT IATUIIEPU/IOH.

Ilocne BekpeiTus daakona matepuan CO xpaneHnIo He MOMJICKHT.

YciIoBHsL TPAHCHOPTHPOBAHUSA M XpaHenusi: CTaHIApTHBIA 00Opasel] JOMKEH XPAHHUTHCS B YIAKOBKE
H3rOTOBUTEIA OTHACIBHO OT MPOAYKTOB IMTAHMA, B 3alIMIIEHHOM OT NOMAJAHHUS MPSIMBIX CONHEYHBIX
Jyder Mecte npu Temmeparype oT + 2 °C go + 8 °C. Tpaucnopruposanre CO MOKET OCYIECTBIATBCS
JEOOBIM BHOM TPAHCIOPTA IIPH YCIOBHE OOCCIeYeHHs COXpaHHOCTH ynakoBku CO, HpemoXpaHSIOmeH
CO or MexaHW4YeCKHX TOBPEKICHMH, 3arpA3HCHWH, NMONAJaHMs BJIATH W KOHTAKTa C arpEeCCHBHBIME
cpenamm.

TpeGoBanus Gesomacuocru: J[aHHEBIH CTaHIAPTHBIN 00pasel] He SBJIAETCS JEKAPCTBEHHBIM CPEICTBOM.
Ilpu paboTe co cTaHmapTHEIM 0Opa3oM HEOOXOIUMO NMPUMEHSTH CPENCTBA HHIMBMAYATHHOM 3allHThHI
(pe3uHOBBIE MEPYATKH, Macka). Marepuan, B3sTHIi IV aHANW3a, TOCTE M3MEPEHHH yTHIH3HPYETCS B
COOTBETCTBHH C IOPSKOM, yCTaHOBJICHHBIMH B JIAOOpPAaTOPUH.

Kommurekt mocraskm: sksemmiap CO ¢ 3THKETKOM B NONHMSTHIEHOBOM makeTe u macmopr CO
yTBepXKIeHHOro THna, odopmuerHeiME mo I'OCT P 8.691-2010 «I'CH. CrammapTHbie 06pasIHI
Martepuaios (BemecT). ComepkaHue MacmopPTOB H STHKETOK)

MaTa Beimycka: maptus Ne 1 Bemyinena B urone 2023 1.

Cpox felicTBHS YTBEP/KIEHHOI0 THIIA

IMaptua Ne 01 npeacras/ieHa K yTBEPK/IEHHIO THIIA CTAHAAPTHOIO0 06pa3na.



