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OITMCAHMUE TUITA CTAHIAPTHOI'O OBPA3ILIA

CTAHJIAPTHBIN OBPA3EL] COCTABA JIAMUBYJIUHA (HLICO-JIamuBy/uH)

Ha3nauenue cranaapTHOro o0pasua: KOHTPOJIb TOYHOCTH PE3yJIbTaTOB U3MEPEHUI U aTTecTanus
METOJMK H3MEpPEeHUil MaccoBOM [OJIM OCHOBHOIO BellecTBa B CYOCTaHIMM JIaMHUBYAMHA,
(dapMalleBTUUECKUX IIpernapaTax W MaTepuaiaX, B COCTaB KOTOPBIX BXOJUT JIAMHUBY/AMH.
CrangapTHbIi 00pa3er] MOKET UCOIb30BaThCS JIJIS:

- YCTaHOBJIEHUS M KOHTPOJISI CTAOMJILHOCTU T'PaAyUpOBOYHOMN (KaIMOPOBOYHOI) XapaKTEpPUCTUKU
CPEICTB M3MEpPEHUIl IpU COOTBETCTBUU METPOJIOIMUECKUX XapaKTePUCTUK CTaHIapTHOTO oOpasia
TpeOOBaHUSAM METOJIMKH U3MEPEHMI;

- KanuOpOBKU CpEACTB HM3MEPEHHMH IPH COOTBETCTBUM METPOJIOTUYECKHX XapaKTEPUCTUK
CTaHJapTHOTO 00pa3ia TpeOOBaHUSIM METOIUKH KATHOPOBKH.

O6nacTy PKOHOMHUKH M c(epbl JeATENbHOCTH, TIe IUIaHUPYETCS MPUMEHEHHE CTaHAapTHOIOo
oOpa3ua: 31paBooXpaHeHue, (papMaleBTUYECKas IPOMBIIIICHHOCTh, HAy4YHbIE UCCIIEIOBAHMSL.

OnucaHue CcTaHAAPTHOro0 o0pa3ma. CTaHIAPTHBIA 0Opaser] MPeACTaBIIIET COOOW CyOCTaHITHIO
namuByauHa  (4-AmuHo-1-[(2R,5S)-2-(ruapokcumerin)-1,3-okcarronan-5-wi Jnupumuaua-2(1H)-
o CgH11N303S), Oenblii mam moutd Oejblii KPUCTAUTHYECKUN MOPOIIOK, pac(acoBaHHBIA 110
200 mr Bo dakonsl n3 TeMHOTO cTekia Mapku OC uimn OC-1 ¢ KpUMIOBBIMH KpbIKamMu. Kaxapiii
(1akoH cHabGXKaeTCs ITUKETKOM U MOMEIIAETCs B MOJIUITUIICHOBBIHN MaKeT.

PazpaboTtumnk crangaptaoro oopasia — OO0 «HIICO».

(I)opMa BBINYCKA. CepHﬁHOG IIPOU3BOACTBO NEPUOJUUCCKH ITOBTOPAOMIUMHACA ITaPTUAMMU.

MeTtpoJjiornyeckne XapakTePHCTHKH. aTTeCTyeMas XapaKTepUCTHKa — MaccoBas JIOJIA
namMuBynuHa, %
Tao6nuial— HopMupoBaHHBIC METPOJOTHYECKHE XapaKTEPUCTHKH

ATtTectyemas Hurepan I'panunbr Homnyckaembie
XapaKTepUCTHKA JIOITYCKaeMBbIX JIOITYCKaeMBbIX 3Ha4YeHus abCOIIOTHON
aTTECTOBAHHBIX 3HaYEHUN pacIIipeHHON
3HaueHu, % abCcoJIIOTHOM HEONPENEIEHHOCTU
MOTPEUTHOCTH npu k=2, P=0,95 %

npu P=0,95, %

MaccoBas gois

naMuByuHa, % 0T 95,0 70 99,9 +1,0 1,0

[IpocnexuBaeMoCTh aTTECTOBAHHOTO 3HAYEHMS CTaHJApTHOro oOpas3la K eJUHUIE BETUYHHBI
«MaccoBasi J10JIs1 KOMIIOHEHTa», BOCHPOM3BOAMMOM ['0CynapCTBEHHBIM NEPBUYHBIM ATAJIOHOM
€IMHUI] MacCOBOH (MOJIIpDHOM) MOJIM M MaccoBOW (MOJSPHON) KOHLEHTpAIMM OPraHUYeCKUX
KOMIIOHEHTOB B KMJIKMX U TBEPJBIX BEIIECTBAX M MaTepHallax Ha OCHOBE XUAKOCTHON M ra3oBOU




Jlucr Ne 2
Bcero muctoB 3
XpOMAaTO-MacC-CIIEKTPOMETPHUH € HM30TOMHBIM pa3baBienneM U rpasuMerpun [DOT 208,
oOecrieunBaeTcsi IpoBeIeHNEM MPsIMbIX n3Mepenuit Ha DT 208.
CpoK roaHoCcTH IK3eMILIfApa: 2 roja.

3HAaK yTBep:KIeHMsl THUIIA. HAHOCAT MOJUTPAUUECKUM CIIOCOOOM B TPABBIH BEPXHUN YToOI
[IEpBOro JIUCTAa I[ACIopTa CTAHJAPTHOTO oOpa3sua W B MpaBblii BEPXHUM Yroj STHUKETKU
CTaHJAPTHOTO 00pasia yTBEPkKACHHOTO TUIIA.

KommiiekTHOCTH cTanAapTHOro odpasua: sx3emmsip CO B MOJMATHIEHOBOM MTAKETE C ITUKETKOM
u macoptoMm CO yrBepxkaeHHoro tuma, odopmienasiMu o ['OCT P 8.691-2010 «I'CH.
CrannapTtHbie 00pa3iisl MaTepualnoB (BemiecTB). ConepkaHue NaclopTOB U ATUKETOKY.

JlokyMeHTBI, yCTAHABJIUBAIOIME TPEOOBAHUS K CTAHJAAPTHOMY o0pa3uy:

1. HaumeHoBaHue ¥ 0003HAYEHHE TEXHUYECKOI TOKYMEHTAIUH, M0 KOTOPOH BBINMYIIEH MU
Oy/JeT BbINYCKATHLCS CTAHAAPTHBIN o0pa3en:

- «Texnumueckoe 3amaHMe Ha pa3pabOTKy CTaHAApTHOro oOpas3na cocTaBa JIaMUBYJIMHA
(HIICO-JIamuBymun)», yreepxaeaHoe OO0 «HIICO» 01.06.2021,

- «[IporpamMmma ucneiTaHuil craHgapTHOrO odpasua coctasa JamuBynuHa (HLICO-JlamuByauH) B
LeNsX yTBEpXKACHHMsI Tumay, yrBepxkaeHHas YHUUM -  dwummanom OI'YII «kBHUUM
M. /.. Menneneesa» 14.12.2021;

- «lIporpamma wucnbITaHUN cTaHmapTHoro obpasma coctaBa jamusyauHa (HIICO-JlamuBymuH)
CEepHItHOTO  BBITyCKa»,  yTrBepxkaeHHas  YHUHUM -  dwmanom  OI'VII «kBHUUM
M. J[. . Menzaeneeay u OO0 «HLICO» 14.12.2021.

2. HaumeHoBaHMe H 0003HAYEHHE JOKYMEHTOB, ONPEACSIONMX MPUMEHEHHE CTAHAAPTHOIO
oOpasua:

-T'OCT ISO/IEC 17025-2019 «OO6mmue TpeOoBaHUS K KOMIETCHTHOCTH HWCIBITATEIbHBIX |
KaJIMOPOBOYHBIX JIA0OPATOPHINY;

-T'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «TouyHOCTh (MpPaBUIBHOCTH M
MPELIM3UOHHOCTh) METOJIOB U Pe3yJIbTaTOB U3MEPEHUN»;

- METOJMKH U3MEpPEHUN MAacCOBOM JOJU JJAaMUBYJIMHA B CYOCTAHIIMU JIAMUBY/IMHA, JIEKAPCTBEHHBIX
mpenapaTax ¥ MaTepuaiax, B COCTaB KOTOPBIX BXOAUT JaMHUBYIHH.

3. IleproaAMYHOCTh AKTYAJM3ANMH TEXHUYECKOH JTOKYMEHTAIIMH HA CTAHJIAPTHBIN oOpa3en:
HE PEeXe OJTHOTO pas3a B IATH JIET.

Homep sx3emmuisipa (mapTum), JaTa BBIMYCKA. IPEJACTABICHA B NENAX YTBEPXKICHHS THUIIA
cTaHgapTHoro oopasna naptus Ne 1, 28 suBaps 2022 r.

IIpousBoautenn: OOLMECTBO C OrpaHUYEHHOW OTBETCTBEHHOCThIO «HalmoHaNbHBIM UEHTP
ctannaptHeix 00pasuoB» (OO0 «HLCOy»), FOpuanueckuit aapec u aapec (HakTHUECKOTO MecTa
ocyuiecTBieHusi nearenpHoctu: 117186, r. MockBa, yn. Haropnas, a. 3A, »stax 4,
niom/koM 1/24-34, 36. UHH 7727440590.
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