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OIMUCAHUE TUIA CTAHJAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EILl COCTABA UBYITPO®EHA
(TWJIC-UBYNIPO®EH)

I'CO 11559-2020

Ha3HayeHue CTaHJIapTHOrO o00pa3ma: KOHTPOJIb TOYHOCTH pPE3yabTaTOB HM3MEPEHUH U
aTTecTalys METOJMK W3MEPEHHH MacCOBOM [IOJM OCHOBHOTO BEIIECTBA B CYOCTaHIIMH
uoynpodeHa, QapManeBTHYECKUX TNperaparax M MaTepuaiax, B COCTAaB KOTOPBIX BXOIUT
noympodeH.

CranpapTHbIif 00pa3ern MOKET UCIOIB30BATHCS IS

- YCTAaHOBJICHHUS W  KOHTPOJIA  CTAOMJIBHOCTH  TPaIyHpPOBOYHON  (KaJIMOPOBOYHOIN)
XapaKTEPUCTUKHU MPU COOTBETCTBUU METPOJIOTHYCCKHX XaPAKTEPUCTUK CTAHJAPTHOTO 0Opasia
TPeOOBAaHUSAM METOJIMKHA U3MEPCHUIA,

- KaJIMOPOBKHM CPEACTB HM3MEPECHUU TIPH COOTBETCTBUU METPOJIOTHUYECKHX XaPaKTEPHUCTUK
CTaHJAPTHOTO 00pa3iia TpeOOBAHMSIM METOUKU KATHOPOBKH.

OO0JiacTh MPOMBINICHHOCTH, IPOU3BOJICTBA, TJI€ MPEUMYIISCTBEHHO HAICKHUT MPUMEHSTH
CTaHJAPTHBIA OOpasell: 3apaBOOXpaHEHHE, (apMalleBTUYECKas MPOMBIIUICHHOCTh, Hay4YHBIC
UCCIICIOBaHMUS.

Onucanue crangaptHoro oopasuma: CO mpexacraBisier coOoi cyOcTaHMiO HOyNpodeHa,
KPUCTAIITMYECKHIA MIOPOIIIOK 6enoro WIH MOYTH 6enoro 1BeTa
((2RS)-2-[4-(2-Merunnponun)deHni |npornaHoBas Kuciora), pacdacoBanubii mo 250 Mr Bo
¢dnaxons! TemHoro ctekina Mapku OC unu OC-1 ¢ kpuMnoBeiMH Kpblkamu. Kaxaenii prnakon
cHaOXkaeTcsi ATHKETKOH, odopmieHHOi cormacHo TtpeboBanmsm ['OCT P 8.691-2010, c
yKa3zaHHEeM HACHTU(UKAIIMOHHOTO HOMEpa S3K3eMIUIIpa M IOMENIAeTcs B MOJIMITHIICHOBBIM
MaKerT.

Pazpabotunk cranaaptaoro oopasna — BY «'MJIC u HID».

(I)opMa BbBINYCKAa: CCprIHOC MMPOU3BOACTBO NCPUOANYCCKHU IMTOBTOPAOIIUMHACA MMAapTUAMU.
MeTponornquKne XapaKTEePUCTHKH. aTTCCTyeMass XapaKTCpHUCTUKA — MaccoBasg J0JIsA

udymnpodena, %.
Ta6nuinal—HopMupyemble METPOJIOTHYECKHE XapaKTEPUCTUKU

Atrectyemass  |MHTepBan nonmyckaembix | ['paHuIIbI 1OIyCKaeMbIX Jonyckaemsle
XapaKTepUCTUKA aTTECTOBAHHBIX 3Ha4eHU aOCOOTHOM 3HAYEHUS
3Ha4YeHU, % MOTPEITHOCTH a0COJTFOTHOM
npu P=0,95, % pacIIipeHHON
HEONPENEIEHHOCTH
npu k=2, %
Maccorast 101 | - 1 95 0 16 100,0 B, £10 10
nbynpogena

Cpok roguocTy 3x3emmsipa: 1 rox.

3HaKk yTBep:KIeHHsl THUIA: HAHOCAT MOJUTrpadUUYecKUM CIOCOOOM B MpaBbli BEPXHUM yroi
[EepBOro JHCTa MAacmopTa CTaHIApTHOro oOpas3la M B MpaBblii BEPXHUHA Yrod STHKETKH
CTaHJAPTHOr0 00pa3lia yTBEPKAECHHOTO THIIA.
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KommiiekTHOCTh cTanaapTHoro oopasma: sk3emiuisip CO B MNOJUAITHWICHOBOM TAKETE C
ATUKETKOH C yKa3zaHUEM UACHTU(UKAIMOHHOTO HOMepa U maciopToM CO yTBEpKIEHHOTO THIIA,
odopmiienabiMU 110 [TOCT P 8.691-2010 «I'CU. CtanaapTHbie 00pa3ibl MaTepUaIoB (BEIIECTB).
CopepxaHue MacropTOB M STUKETOK.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. Texnuyeckass [OKYMEHTAlUsl, MO KOTOPOil BbInymeH (0yJAeT BBINYCKATHCH)
CTAHJIAPTHBIN o0pa3en:

- «Texnuyeckoe 3amaHWe Ha pa3pabOTKy CTaHIAPTHOTO oOpa3la cocTaBa (IIyKoHa30Ja

(FT'NJIC-ubynpoden)», yreepxkaecanoe ®bY «I'MJIC u HIT» 04.03.2020 r.;

- «[Iporpamma ucnbeITaHu# cTaHmapTHOro o0Opasma cocraBa udbynpodena (I'MJIC-ubynpoden) B

HeIIX yTBEpXKIEHUS Tuma», yreBepxkiaeHHas YHHWUM -  duwman OI'YII «BHUNUM

uM.JI.M1.Menneneesa» 11.03.2020 r.;

- «[Iporpamma ucnbITaHuil ctaHAapTHOro obpasua cocraBa ubymnpodena (I'MJIC-ubymnpoden).

CEepUMHOrO  BBIIyCKa»,  yTrBepxkaeHHas YHUUM -  ¢uwman  OI'VII «BHUUM

um. JI.U. MengeneeBa» u ®bY «'MJIC u HII» 11.03.2020 r.

2. JIOKYMeHTBI, onpe/esisiiolue NpUMeHeHne CTAHAapTHOro o0pa3ua:

- TOCT ISO/IEC 17025-2019 «O06mmue TpeOoBaHUS K KOMIIETCGHTHOCTH HCIIBITATCIIBHBIX M

KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

- T'OCT P UCO 5725-1-2002 — TOCT P UCO 5725-6-2002 «TouHOCTh (HpaBUILHOCTH U

MPEIU3UOHHOCTH ) METOJIOB M PE3YJIbTATOB H3MEPECHU»;

- METOAMKH U3MEpeHHi MaccoBoil nonu wuOympodeHa B cyOctaHiuu ubOynpodeHa,

JICKapCTBEHHBIX MpernapaTax U MaTepuaiax, B COCTaB KOTOPBIX BXOJUT HOYIPOQeEH.

3. [lepuoanyHOCTH AKTYATU3AIUH TEXHUYECKOH JOKYMEHTAIIMH HA CTAHAAPTHBLII o0pa3en:

HE PeKe OJHOTO pasa B MSATh JIET.

Homep 3k3emiuisipa (mapTum), AaTa BBIMYCKA: MPEJCTABICHA B IENAX YTBEPKICHUS THIIA
crangaptHoro oopasua naptust Ne 1, 30 urons 2020 r.

HMzroroBurens: @enepanpHoe OrokeTHOEe yupexaeHue «l'ocymapCTBEHHBIM MHCTUTYT
JIEKapCTBEHHBIX CpeACTB M Hajuiexkamux npaktuk» (OBY «'WJIC u HII»), 109044, r. Mocksa,
JlaBpos miep., 1. 6. UTHH 7705035037.

3asButenn: DenepanpHoe  OrOKeTHOE  yupekaeHHe  «lOCyTapCTBEHHBI  WHCTUTYT
JIEKAPCTBEHHBIX CpeACTB M Hajmexamux npaktuk» (ObY «'MJIC u HII»), 109044, r. Mocksa,
JlaBpos nep., a. 6.

HcnbiTaTeJIbHbIA WEHTP: YPalbCKU HAYYHO-UCCIENOBATEIbCKUA MHCTUTYT METPOJIOTHU —
¢unmnan  denepanbHOr0 TroOCyAapCTBEHHOTO YHHUTapHOro mnpeanpusitus «Bcepoccuiickuii
Hay4YHO-UCCIICNOBATENbCKUN  MHCTUTYT — Mmerpoinormn  umenu  J.M.  Menneneesa»
(YHUUM — ¢punuan DPI'VII «BHUUM um. JI.U. Mengeneesa»), 620075, r. EkarepunOypr,
yin. KpacHoapmeiickast, n. 4, arrecTar akKpeIuTalUd B O0JIaCTH OOecleyeHHs eIUHCTBA
n3mepenuit Noe POCC RU.0001.310442.

3aMecTuTeNnb
PykoBoautens denepanbHOro areHTCTBA A.B. Kynemos
10 TEXHUYECKOMY PETYJINPOBAHHIO TIO/IITHCH pacu@poska noxnucu

1 METPOJIOTUH
MIIL « » 2020 r.




