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OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAH/IAPTHBII OBPA3EL COCTABA TPUMEITEPHMJIMHA [MIPOXJIOPUJIA
(MD3-023)

Ha3nauenue crangapTHoro odpasma: KOHTPOJb TOYHOCTH PE3Yy/IbTaTOB M3MEPEHHI M arrecranus,
BaIMJAIMS METOJAMK M3MEPEHHUH MAacCOBOM 10U TpUMENEpUIUHA TMAPOXJOpHJAa B MaTepuaiax Hu
JIEKapCTBEHHBIX CPE/ICTBAX.
CrannapTHblif 00pa3eln; MOXKeT UCIOIb30BAThCS IS

- YCTAQHOBJICHHS W KOHTPOJISl CTa0MIBLHOCTH T'PaAyHpPOBOYHOHN (KaarOpOBOUYHOW) XapaKTEPUCTHKH
CPEACTB M3MEpPEHUIl IpHU COOTBETCTBUM METPOJIOTMYECKUX XapaKTEpUCTHK CTaHAApTHOro o0pasua
TpeOOBAHUSAM METOIMKH U3MEPEHHUIA;

- K&IMOPOBKM CpEACTB M3MEPEHMH IIpU YCIOBHUM COOTBETCTBHMsI TpPEOOBaHMUAM METOJUK
KaJIMOpOBKY;

- XapaKTepu3aluy CTaHAapTHBIX 00pa3lioB, MaTEPUAJIOB.
OO6nactu 3KOHOMUKH U c(epbl IesSTeNbHOCTH, I/le IIaHUPYETCsl MPUMEHEHUE CTaHJIapTHOro olpasua:
(dapmalieBTHUECKas MPOMBIIUIEHHOCTb, 3/JpaBOOXPAHEHUE, BETEPUHApHAas MPOMBIIUIEHHOCTb, OXpaHa
OKpyKaromiel cpenpl, CyaeOHO-MEIMIMHCKass JKCHepTH3a, CcyAeOHas OKCIEepTU3a, HayyHble
UCCIICIOBAHMSL.

Onucanue cTaHAapTHOro o0pa3ua: CTaHAAPTHBIM oO0pas3el NPeACTaBiIsIeT COo00W CyOCTaHITUIO
TpUMENepUINHA TUIPOXIOpUIa, OBl KPUCTAJUIMYECKUH MOPOIIOK, pachacoBanHbIi Maccoit oT 100 mr
110 500 mr, Bo hakoHsI U3 cTekia oGbeMoM 10 cM® ¢ 0GKHUMHBIME KOJITIAYKaMH, TTOMEIICHHBIE B Zip-
nakeT. OIakoH U zip-TakeT CHa0KEeHbI ITUKETKAMHU.

PazpaboTtunk crangaptaoro oopasma: OI'YII «MockoBCcKuit SHAOKPUHHBIN 3aBOJIY.

dopma BBINYCKA: CEPUIHOE MTPOU3BOJICTBO MEPUOINIECCKH TTOBTOPSIONIMMHUCS TAPTHSIMHU.
MeTpoJiornyeckue XapakTepUCTUKHU. aTTeCTyeMas XapaKTEPUCTHKA — MacCoBasi JIOJISI TPUMENEPHUINHA

ruapoxiopua, %.
Ta6nuial—HopMupoBaHHbIE METPOJIOTHYECKUE XaPAKTEPUCTUKU

ATtTectyemas WNHuTtepBan I'pannnsl nomyckaemsix | Jlomyckaemoe 3HaueHUE
XapaKTEepPUCTHKA, JOTTyCKaeMBbIX 3HAYCHUN OTHOCUTEIIbHOMN OTHOCHUTEIBHOMN
€IMHUIIA BEJIMYNHEI aTTECTOBAHHBIX TOTPEITHOCTH pacIImpeHHON
3naueHuii CO, % aTTECTOBAHHOTO 3HaueHus | HeomnpeneireHHoctr CO
CO (mpu P=0,95), £ % (pu P=0,95, k=2)
U, %
MaccoBast 1o
TpUMENEepuanHa ot 95,0 1o 99,9 BK1. +2.0 2,0
ruapoxyopuaa, %

HpOCHe)KI/IBaeMOCTB ATTCCTOBAHHOI'O 3HAYCHHUA K CAMHUIIC BCIMYHUHBI «MacCCOBasd OO0 KOMIIOHCHTA»,
Bocrpon3BoauMoii 'DT 176 ['ocygapcTBEHHBIM MEPBUYHBIM ATAJIOHOM €IMHUI] MacCOBOUM (MOJISIPHOM,




Jluct Ne 2

Bcero nucros 3

aTOMHOM) O U MacCOBOU (MOJISIPHOMN) KOHIICHTPAIIMU KOMIIOHEHTOB B KUJKUX U TBEPJBIX BEIIECTBAX

W MarepHajax Ha OCHOBE KYJIOHOMETpPWH, oOecriedyeHa MPOBEICHHEM H3MEPEHHUH I0 aTTeCTOBAHHOM

METOJIMKE HM3MEPEHUM, MpeIyCcMaTpPUBAIONICH NpPUMEHEHUE CTaHIApTHOrO o0paslia ¢ YCTaHOBICHHOU
npocnexuBaemMocTthbio - 'CO 2216-81.

Cpok rogHocTH K3eMILIApa: 2 roja.

3HaK yTBep:KIeHHMsl THIA. HAHOCAT MOJUTrpaduuecKuM CcrocoOOM B IpPaBblii BEPXHUU Yroil MepBOrO
JHMCTa Macropra CTaHAAPTHOTO O0paslia M B MPaBbld BEPXHHUH Yroj 3TUKETKUA CTaHJApTHOrO o0pasua
YTBEP>KIACHHOTO TUIIA.

KoMmn/IeKTHOCTH CTAHAAPTHOrO 00pa3na; YK3eMIULIP U MACHOPT CTaHIAPTHOrO 00pasiia, HOMEIICHHbIC
Zip-makeT ¢ 3TUKeTKOM, opopmiieHHO#t cornacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMEeHTbI, yCTAHABJINBaIOLIMEe TPeOOBAHMS K CTAHAAPTHOMY 00pa3iy:

1. HaumeHoBaHue U 0003HAYeHHE TEXHUYECKOH JOKYMEHTAIUH, 10 KOTOPOil BhINMyLIeH U Oyaer
BBINYCKATHCA CTAaHAAPTHBI00pasel:

- «TexHnyeckoe 3aaHne Ha pa3pabOTKy CTaHAapTHOrO 00pasla cocTaBa TPUMENEPUINHA THAPOXIOPHIA
(M33-023)», yrBepxnenHoe DPI'YIT OI'VII «MockoBckuii 3HIOKpHHHBIN 3aBom» 22.09.2020 r ¢
n3menenneM Ne 1 or 26.09.2023;

- [IporpaMmMa HCHOBITAaHHI CTaHAAPTHBIX 00pa3loB cocTaBa 3oinuaema taprpara (MD3-025),
coctaBa okcubytupara Hatpus (MD3-024), cocraBa TpuMmenepuauHa ruapoxiopuaa (M33-023) B
LEeNsAX YTBEpXKAECHUs TUNOB», yTBepxkaeHHas YHUUM - ¢umman OI'YII «BHUUM um. .U
Meunneneesa» 05.10.2020 r.

2. HaumeHoBaHue u o00O03HaYeHHe TOKYMEHTOB, ONpeIeSIIOIMMX NpPUMEHEHHe CTAHJAPTHOIO
o0pa3ua:

-T'OCT ISO/IEC 17025-2019  «OOume TpeOOBaHMsI K  KOMICTEHTHOCTH  HCHBITATCIbHBIX H
KaJMOpOBOUHBIX JTaOOpaTOPHii»;

- T'OCT ISO Guide 33-2019 «Haanesxarast mpakThKa MPUMEHEHHsI CTAaHIAPTHBIX 00pa3IoBy;

-T'OCT P UCO 5725-1-2002 - TOCT P UCO 5725-6-2002 «To4HOCTB (paBUIILHOCTH "
MPEIU3NOHHOCTD) METOJIOB U PE3YJIBTaTOB U3MEPEHUI;

- METOJMKU M3MEPEHUH MacCOBOM /10JIM TpUMENEpHUInHA THAPOXJIOPUAA B JIEKAPCTBEHHBIX CPE/ICTBAX U
MaTepHuaax;

- METOJIMKH KaJIMOPOBKH CPEJICTB U3MEPEHUH.

3. [lepuoanyHOCTh AKTyaJHM3alMM TEXHHYECKOWH [OKYMEHTAMM Ha CTAHAApPTHLIA o0pa3en:
HE peXke OJHOTO pa3a B ISTh JIET.

Homep »x3emmuisipa (mapTum), AaTa BBIMYCKA: TPEICTAaBICHA B MENSIX BHECCHHS HW3MEHEHHH B
CBelleHHs 00 yTBEPXKJICHOM THIIEe CTaHAapTHOro obpasua maptus Ne 001, 09.10.2020.

IIpousBoaurenn

@denepanbHOE TOCYJAPCTBEHHOE YHUTapHoe mpennpusitie «MOCKOBCKMU 3HIOKPUHHBIA 3aBOA»
(PI'VII «MocKOBCKHIT SHIOKPUHHBIHN 3aBOI»)

NHH 7722059711

Opunnueckuit agpec: 109052, r. Mocksa, yia. HoBoxoxioBsckas, 1. 25
Anpeca (haKTUUECKOTO MECTa OCYIIECTBICHUS AESITETLHOCTH:

111024, r. MockBa, 1.9HTY3HUaCTOB, 1. 23, K. 2A

109052, r. Mockga, yn. HoBoxoxnoBckas, A. 25

Tenedomn: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
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HcnbiTaTeJbHBIA LIEHTP

VYpanbckuii  HAy4YHO-MCCIIEOBATENbCKUNA  MHCTUTYT  MeTposiorun -  ¢wman  DenepaabHOro
rOCyapCTBEHHOI'O0 YHUTAPHOIO NpeAnpuATus «BcepocCHICKUI Hay4yHO-HCCIEN0BATEIBCKUMI MHCTUTYT
METPOJIOTUH WMEHU JA..MenneneeBa» (YHUUM -  dwiman OI'VII «BHMUM

uM. JI.11.MenneneeBa»)

Anpec mecta HaxoxaeHus: 620075, r. ExkatepunOypr, yin. Kpacnoapmetickas, 1. 4
IOpunnueckwnii anpec: 190005, r. Cankr-IletepOypr, MockoBckwuii p-KT, 1. 19
Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

YHUKanbHBI HOMED 3amnuch B peectpe akkpeauToBanHbix Juil POCC RU.0001.310442.



