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OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EL] COCTABA ®EHOBAPEUTAIJIA (M33-015)

Ha3nauenue cTaHaapTHOro odpasua: KOHTPOJIb TOYHOCTH PE3Yy/IbTaTOB U3MEPEHHI M arrecTraius,
BAJIMJAIMS METOJUK M3MEPEHHH MacCcoBOM n0iu (eHobapOuTana B MaTepualiax MU JICKaPCTBEHHBIX
CpeICTBax.

CrannapTHbIil 00pa3el MOXKET UCTIOIb30BaThCS JIS:

- YCTaHOBJICHHS U KOHTPOJIA CTAaOMIBHOCTU TPAAYUPOBOYHOHN (KAIMOPOBOUYHOI) XapaKTePUCTUKHU
CPEIICTB M3MEPEHUN TMPH COOTBETCTBHUH METPOJOTUYECKUX XapaKTEPUCTHK CTAaHIAPTHOTO 00Opasia
TpeOOBaHUSM METOIUKU U3MEPEHHIA;

- KaIMOpPOBKU CPEICTB HW3MEPEHHM TIPU YCIOBHM COOTBETCTBUA TPEOOBAHUSIM METOAMK
KaJIMOPOBKH;

- XapaKTepU3ally CTaHIAPTHBIX 00Pa3IoB, MATCPHUAIIOB.

OO6nacTi KOHOMUKU U cepbl NeATENbHOCTH, TJie MJIaHUpyeTCs MPUMEHEHHE CTaHAapTHOro obpasia:
(dapmarieBTHUECKas TPOMBIIUICHHOCTh, 3/JPAaBOOXPAHCHUE, BETCPUHApPHAS IPOMBINUICHHOCTh, OXpaHa
OKpy)XawIlel cpeapl, CyaeOHO-MEAMIIMHCKAas JKCIepTH3a, cyaeOHas OJKCIepTu3a, HaydHbIe
HCCIIEIOBaHUSI.

Onucanue CcTaHAapTHOrO o0pa3ua: CTaHAAPTHBIM oO0pa3ell NPEeACTaBiIsIeT CO00W CyOCTaHITHIO
¢benobapbuTana, Oenblil KpUCTANIMYECKUN MOPOILOK, pachacoBanHblif Maccoit or 100 mr no 500 mr, Bo
¢dnaxoHb! U3 cTekaa oobemom 10 cM® ¢ 0GKMMHBIMH KOJIAYKAMH, TTOMEIICHHBIE B zip-nakeT. OrakoH u
Zip-maket cHa0XEHbBI ITUKETKAMH.

PazpaboTtunk crangaptaoro oopasma: OI'YII «MockoBCKuit 3HAOKPUHHBIN 3aBOJIY.

®opma BBINYCKA: CEPUIHOE MPOU3BOJACTBO MEPUOANIECKH TOBTOPSIOIIMMUCS NAPTUAMMU.
MeTtpoJiornueckue

¢benobapburana, %.
Ta6nunal-—HopmupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

XapaKTePUCTUKMH arrecryemMas XapaKTCPUCTHUKA - MaccoBasi J0JIA

ATtTectyemas WNHuTtepBan I'pannnsl nonyckaemsix | Jlomyckaemoe 3HaueHUE
XapaKTEePUCTHKA, JOITyCKaeMBbIX 3HAQYEHUM OTHOCUTEIIbHOU OTHOCHUTEIILHON
€IMHUIIA BEJTUYNHBI aTTECTOBaHHBIX MTOTPEIIHOCTH pacuIMpeHHON

sHayenuii CO, %

aTTECTOBAHHOTO 3HAYCHUS
CO (mpu P=0,95), 6 %

HeonpeaeneHHoctu CO
(mpu P=0,95, k=2)
U, %

MaccoBas goins
dbenobapouTana, %

ot 95,0 no 100,0 Bx.

+20

2,0

HpOCJIC)KI/IBaeMOCTB ATTCCTOBAHHOI'O 3HAYCHUA K CAHMHUIIC BCIMYHUHBI «MacCCOBasd OO0 KOMIIOHCHTA»,
Bocrpon3BoguMoii I'DT 176 T'ocymapcTBEeHHBIM MEPBUYHBIM 3TAJTOHOM EIWHHUI] MACCOBOM (MOJSPHOM,
aTOMHOM) 101 U MacCOBOM (MOJISIPHOM) KOHLIEHTPALMM KOMIIOHEHTOB B KUAKUX U TBEPABIX BEILECTBAX
W Marepualiax Ha OCHOBE KYyJOHOMETpHH, oOOeclieueHa MPOBEISCHUEM HW3MEpPEHUN MacCOBOW 10JIU
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OCHOBHOI'0 BEILECTBA I10 aTTECTOBAHHOM METOAUKE M3MEPEHUH, INPELyCMAaTPUBAIOLICH IPUMEHEHUE
CTaHJAPTHOTO 00pa3Iia C yCTaHOBJIEHHOM npociexuBaeMocThio — ['CO 2216-81

Cpok rogHocT# 3K3eMILIsipa: 2 roja.

3HaK yTBep:KJAeHUsl THNA. HAHOCAT MOJUTPApUUECKUM CIIOCOOOM B NPaBblii BEPXHUI Yroyl MEpBOTO
JUCTa TMacropTa CTaHAAPTHOro oOpaslia U B MpaBblii BEPXHHUM Yroa 3TUKETKH CTaHIApPTHOro oOpasna
YTBEPKIACHHOIO TUIIA.

KoMnieKTHOCTH CTAaHIAPTHOTO 00pa3ua: 3K3eMIUISp M MaCHOPT CTAaHAAPTHOTO 00pasiia, TOMEIICHHbBIE
Zip-makeT ¢ 3TUKETKOM, oopmienHoi cormacHo tpedoBanusm ['OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIMBAKOIIHE TPEOOBAHUS K CTAHAAPTHOMY 0o0pa3my:

1. HaumeHoBaHUe U 0003HAYEHHE TEXHUYECKOI JOKYMEHTAIUH, 0 KOTOPOii BHIMYIIEH WU OyaeT
BBINIYCKAThCS CTAHAAPTHBIHOOpa3en:

- «TexHUYeCKOE 3ajJaHue Ha Pa3pabOTKy CTaHIapTHOTO oOpasiia coctaBa (Gerobapoutanma (MD3-015)y,
yrBepxkacHHoe PIYIT OI'YIT «MockoBckuit sua0KpuHHBIH 3aBoa» 30.06.2020 1 ¢ usmenenueM Ne 1 ot
26.09.2023;

- «[IporpaMmMa WCHBITAHWI CTaHIAPTHBIX 00pPa3OB cocTtaBa MopduHa ruapoxiopuaa (M33-016),
coctaBa (enobapourana (MI3-015) B 1ensx yTBep)KIeHHs THIOB», yTBepxkiaeHHas YHUUM —
¢mwman OI'VII «kBHUUM um. [1.11.Menneneesa» 21.07.2020 r.

2. HanmeHoBaHMe M 0003HAUYeHHEe [IOKYMEHTOB, OMNpeIeJSIIOIIUX NPUMeHEeHHe CTAHJAPTHOIO
o0pa3ua:

-T'OCT ISO/IEC 17025-2019  «OOme TpebOoBaHHS K  KOMIIETCHTHOCTH  HCIBITATENBHBIX W
KaJTMOPOBOYHBIX JIAOOPATOPUII»;

-T'OCT ISO Guide 33-2019 «Hatexariasi mpakThKa MPUMEHEHUST CTaHIAPTHBIX 00Pa3IoBy;

-T'OCT P UCO 5725-1-2002 - TOCT P UCO 5725-6-2002 «To4yHOCTB (TpaBHIILHOCTH "
MPEIM3UOHHOCTH) METOJIOB M PE3YILTATOB U3MEPEHUN»;

- METOJIMKH U3MEPEHUI MaccoBOH oM (peHobapOuTaa B JIEKapCTBEHHBIX CPEICTBAX U MaTepuaiax;

- METOJIUKH KaTHOPOBKH CPEICTB U3MEPEHUH.

3. [lepuoaMYHOCTh AKTYyaJM3aUMM TEXHHYECKOH [OKYMEHTAllMM Ha CTAHJAPTHLIA o0pa3en:
HE peXke OJHOTO pasa B ISTh JIET.

Homep sx3emmuisipa (mapTum), AaTa BBINYCKA: TPEICTaBICHA B LENSIX BHECCHHS HW3MEHEHHU B
CBeJleHUs 00 yTBEP)KJICHOM THIIEe CTaHAapTHOro odpasua nmaptust Ne 001, 25.09.2020.

IIpousBoauTein

denepanpHOE TOCYJAPCTBEHHOE YHUTapHOe mpenanpusitie «MOCKOBCKHMU 3HIOKPHUHHBIA 3aBOA
(OI'VIT «MOCKOBCKUIT SHTOKPUHHBIN 3aBOJI»)

NHH 7722059711

FOpunnuecknit anpec: 109052, r. Mocksa, yin. HoBoxoxmnoBckas, 1. 25
Anpeca paKTHUECKOTO MECTa OCYIIECTBICHHS IESITEIIBHOCTH

111024, r. MockBa, 11.OHTY3UacTOB, 1. 23, K. 2A

109052, r. Mockaa, yi. HoBoxoxyoBckas, a. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
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VYpanbckuii  HAYYHO-HCCIEIOBATENbCKUM  MHCTUTYT  MeTposioruu -  wman  DenepaibHOTO
rOCYJIapCTBEHHOI'0 YHUTAPHOTO Npeanpustus «BcepocCuickuii HaydYHO-HCCIEN0BATENbCKUNA HUHCTUTYT
METPOJIOTHH MMEHHU J.N.MenneneeBa» (YHUUM -  ¢dunman OI'VII «BHNM

uM. JI.11.Menneneesa»)

Anpec mecta HaxoxaeHus: 620075, r. ExarepunOypr, yi. KpacHoapmetickas, 1. 4
KOpuaunueckuii agpec: 190005, r. Cankr-IlerepOypr, MockoBckuii np-Kt, A. 19
Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiiT: www.uniim.ru

YHuKanbHbI HOMEp 3anucH B peectpe akkpeauToanHbix aun POCC RU.0001.310442.



