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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA JIAMUBYAUHA (HLICO-JlamMusyu)

Ha3HayeHue cTaHAapPTHOIO 00pa3La: KOHTPOJIb TOYHOCTU PE3YJIbTaTOB U3MEPEHHM U aTTecTalus
METOOUK I/I3MepeHI/II71 MacCOBOM JOJIM OCHOBHOI'O BCIICCTBaA B Cy6CTaHI_II/II/I JJaMUBYIWHA,
dapmalleBTUYECKUX TMpenapaTtax M MaTepuaigax, B COCTaB KOTOPBIX BXOIHUT JIAMUBYUH.
CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCS JIJIS:

- YCTaHOBJICHHSI U KOHTPOJIA CTAOUIBHOCTU TPAAYUPOBOYHOHN (KAIMOPOBOYHOI) XapaKTEPUCTHKHU
CPE/ICTB U3MEPEHUN MPU COOTBETCTBUU METPOJIOTHYECKUX XAPAKTEPUCTHK CTAHIAPTHOrO oOpasiia
TpeOOBaHUSM METOJUKU U3MEPEHHIA;

- KanuOpOBKH CpPEICTB H3MEPEHHH TIPU COOTBETCTBHHM METPOJIOTUYECKUX XaPaKTEPHCTHK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOAUKH KAITUOPOBKH.

OOnacTi SKOHOMHUKM U CQepbl NesSTeNbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHIApTHOTO
oOpasua: 3apaBooxpaHeHue, (hapMaleBTHUECKas IPOMBIIIIIEHHOCTh, HAYYHbIE UCCIIEAOBAHMUS.

Onucanue CcTaHAAPTHOro0 o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBiIsieT COOOH CyOCTaHIIHIO
gamuByauHa  (4-Amuno-1-[(2R,5S)-2-(runpokcumerrin)-1,3-okcaTronan-5-wi jmupumuana-2(1H)-
o CgH11N303S), Genplii miam modtu O€blii KPUCTALUTUYECKHN IMOPOIIOK, pac(acoBaHHBIA IO
200 mr Bo ¢uiakonbl 3 TemHoro crekia Mmapku OC wmu OC-1 ¢ KpUMIOBBIME KpbilikaMu. Kax it
(dakoH cHAOXKAETCs STUKETKON U TTOMEIIAETCS B MOJUATHUIICHOBBIN MAKET.

Pazpabotunk cranaaptaoro oopaszna — OO0 «HLCO».

(I)opMa BBIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOAUICCKU ITOBTOPAOIIUMHACA MMAapTUAMU.

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKa — MaccoBas —J0Js
JamMuByuHA, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtTectyemas HNurepBan I'panunsl Jonyckaemsle
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOITyCKaeMBbIX 3HayeHHs a0COJIIOTHOMN
aTTECTOBAaHHBIX 3HAYEHUN pacIIipeHHON
3HaueHui, %o abCoMIOTHOM HEOIPEAEIEHHOCTH
MOTPEUTHOCTH npu k=2, P=0,95 %

pu P=0,95, %

MaccoBast 1o

naMuByauHa, % ot 95,0 110 99,9 1,0 1,0

[TpocnexxrBaeMOCTh aTTECTOBAHHOIO 3HAYEHHUS CTAHJApTHOIO oOpa3lla K €AWHUIE BETMYMHBI
«MaccoBasi JIOJIi KOMITOHEHTa», BOCIIPOM3BOAMMOI ['OCYyZapCTBEHHBIM TEPBUYHBIM 3TaJTOHOM
€IMHUI] MacCOBOM (MOJIAPDHOM) OO M MAacCOBOM (MOJSIPHOW) KOHLEHTPAIMM OPraHUYECKUX
KOMITOHEHTOB B JKHJIKHX M TBEPJBIX BEIIECTBAX M MaTepHajiaX Ha OCHOBE KMJIKOCTHOW M Ta30BOU
XpOMAaTO-Macc-CHEKTPOMETPUM € M30TONMHBIM pa3baBineHneM U rpaBumerpun [OT 208,
oOecrieunBaeTcs MpoBeIeHNEeM MPSIMbIX u3Mepenuit Ha DT 208.
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CpoK rogHOCTH K3eMILIsIpa: 2 roja.

3HAK yTBepiKIeHMsl THIA. HAHOCAT MOJUTPAQUUECKUM CIOCOOOM B TMpaBbIii BEPXHUH YToOJI
MEepBOro JIUCTa TAaclopTra CTaHJapTHOrO o0pa3la U B TMpaBblii BEPXHUN Yyroil ATHUKETKU
CTaHJApTHOTO 00pasiia yTBEPKACHHOTO THIIA.

KoMmiiekTHOCTB cTanAapTHOTO o6pasua: sx3eMiuisip CO B MOAMAITUIEHOBOM MAKETE C ATUKETKON
u mnacroprom CO yrBepxkaeHHoro Ttuna, odopmienHeivu nmo ['OCT P 8.691-2010 «I'CH.
CrangaptHbie 00pasibl MaTepuaioB (BemecTs). CoepikaHue NacmopPTOB U ATHKETOKY.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHMe U 0003HAYEHHE TEXHUYECKON JOKYMEHTAIIMH, N0 KOTOPOil BBINMYIEH WJIH
Oyer BbINYCKAThCSI CTAHAAPTHBINA o0pa3en:

- «Texnuueckoe 3amaHue Ha pa3pabOTKy CTaHAapTHOro oOpas3na cocTaBa JIaMUBYJMHA
(HIICO-JlamuByaun)», yrBepxkaeanoe OO0 «HIICO» 01.06.2021;

- «[Iporpamma ucHbITaHW CTaHAApTHOrO oOpasua cocrasa jamuBynuHa (HLICO-JlamuBynun) B
HeIAX YTBEpXKIEHUsS Tumay, yrBepkaeHHas YHUUM -  dwmanom OI'VII «BHUUM
uM.Jl.11.Menneneesa» 14.12.2021,;

- «lIporpamma wucnbITanuii crangaptHoro obpasna cocraBa namuByauna (HLICO-JlamuBynun)
CepuiHOTO  BBIMyCKa»,  yTBepkAeHHas YHUUM -  ¢uwmmamom  OI'VII «kBHUUM
uMm.Jl.11.MenneneeBa» u OO0 «HLICO» 14.12.2021.

2. HaumeHoBaHue u 0003HAYeHHE JOKYMEHTOB, ONpeAe/AI0IIUX NPUMeHeHHe CTAHIapPTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHHS K KOMIICTCHTHOCTH HWCIBITATCIBHBIX W
KaJIMOPOBOYHBIX JJa0OpATOPUIAY;

-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
MPELU3UOHHOCTD) METOJIOB M PE3YJIbTaTOB U3MEPEHUNY;

- METOJIMKH M3MEpPEHUI MacCOBOW J0JM JJAMUBY/IMHA B CyOCTaHLIMU JIAMUBY/AMHA, JIEKAPCTBEHHBIX
npenaparax u MaTepuajiax, B COCTaB KOTOPBIX BXOAUT JIAMUBYIMH.

3. llepuoanyHOCTH AKTYATU3AIUH TEXHUYECKOH JOKYMEHTAIIMH HA CTAHAAPTHBI o0pa3en:
HE PeKe OJHOTO pasa B MSATH JIET.

Homep 3x3emmuisipa (mapTum), AaTa BbINYCKA. MpEACTaBIEeHA B IENAX YTBEPXKICHHUS THIIA
cTangapTHOro obpasna maptus Ne 1, 28 sapaps 2022 r.

IIpousBoaurtenb: OOIIECTBO € OrpaHUYCHHOW OTBETCTBEHHOCTHIO «HalmoHANBHBIA IIEHTP
cTangapTHeIX 00pa3noB» (OO0 «HLICO»), IOpuanueckuil agpec u aapec (pakTudeckoro mecra
ocymiecTBieHus nearenpHoctd: 117186, r. MockBa, yn. Haropnas, a. 3A, ostax 4,
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