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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBI OBPA3EI] COCTABA AJIOTJIMIITUHA BEH30ATA
(MD3-133)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJuJalus METOIUK HW3MEPEHUH MaccoBOM [0M aJjoryunThHa OeH3oara B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN IPU COOTBETCTBUU METPOJIOTHUECKUX XapPaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIJICHHOCTh, HAYYHbIE UCCIIEIOBAaHUS, OXpaHa OKpYKalollei cpebl, CyaeOHO-MeTUIIMHCKAs
IKCIIEPTHU3a, CyAeOHAas SKCIIEPTH3A.

Onucanue cTaHAApTHOro o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBiIsieT COO0OH CyOCTaHIIHIO
anornuntuHa OeHzoaTa, Oenblil WK MOYTH Oesblii KPUCTAJUIMYECKUH TOPOIIOK, pachacoBaHHBIN
maccoii ot 100 mr 10 250 Mr, Bo (h1akoHsI 13 cTekIa 0GbeMoM 10 cM> ¢ 0GKIMHBIME KOJIIa9KaMH,
MOMeEIEHHbIE B Zip-niakeT. DIakoH U Zip-TlaKeT CHA0XKEHBI ITUKETKAMHU.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBO.

®opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTtposiornyeckue XapakTePHCTHKU: MaccoBasi  JOJII
aJlorMITiHa 6ensoara, %.

Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

aTTecTyeMasd XapaKTCPUCTHKA —

ATtrectyemas WNHuTrepBan I'panunsl Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HauYeHUe
aTTECTOBAaHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
sHauenniit CO, % OTHOCUTEIbHOU pacIIupeHHON
MOTPEIIHOCTH HeonpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2)
saauenusa CO U, %
(mpu P=0,95), £3, %
Maccoast o ot 95,00 70 100,00 05 05

ajlornuiTuHa 6ensoara, %

[IpocnexuBaemMocCTh

ATTCCTOBAHHOTI'O

3HAUCHUSI K EIWHHIIEC

BCJIMYNHBI

«maccosmass  O0JIsd

KOMIIOHEHTa», BocrpousBoauMoil I'DOT 173 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]
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MacCOBOM JI0JIM, MAacCCOBOM (MOJISIPHOM) KOHIIEHTPAIIMH BOJBI B TBEPJbIX M KUAKUX BEIIECTBAX U

Marepuanax u ['DOT 208 TlocymapcTBEHHBIM NEPBUYHBIM 3TajJOHOM E€IMHUI] MAacCOBOW JIOJIH,

MaccoBOM (MOJSIPHOM) KOHIIGHTpPAIlMA OPraHWYECKUX KOMIIOHCHTOB B JKHIKMX M TBEPJBIX

BEII[ECTBAX M MaTepuajaXx Ha OCHOBE XUIKOCTHOM M Tra30BOM XpOMAaTO-MacC-CIIEKTPOMETPHUHU C

HM30TONHBIM pPa30aBJICHUEM W TPaBUMETPUH, OOecredeHa NPUMEHEHHUEM ITOBEPEHHOTO CpPElICTBA

n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B

(bapMaKoJIIOTHYECKH AaKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEmeCTBax» (per. Homep  84849-22),
peaTM3YIONINM METOJ MaTepPHAILHOTO OajaHca Mo aTTeCTOBAHHONW METOIUKE U3MEPCHHI.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUEeCKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACMoOpTa CTaHJApTHOro oOpa3la M B TMpaBblii BEPXHHUHA Yrol O3TUKETKU
CTaHJapTHOro oOpaslia yTBEPKIEHHOTO THIIA.

KoMmnieKTHOCTh CTaHIApTHOro o6pa3nma: (UIakoH W [acmopT CTaHIapTHOro oOpasia,
MOMEIIEHHBIE ZIP-TIAKET ¢ 3TUKETKOM, opopmiennoit cormacHo Tpedosanusim ['OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
OyaeT BBINYCKATHCA CTAHAAPTHBIN 00pa3e:

- «TexHuveckoe 3ajlaHue Ha pa3pabdOTKy CTAHAAPTHOTO OOpaslia cocTaBa ajOTJIUINTHHA OeH30aTa
(MD3-133)», yreepsxaearoe OI'YIT «MockoBckuii 3HIOKpUHHBIH 3aBo1» 26.09.2023;

- [IporpamMmmMa wHCHBITaHHI CTaHAAPTHBIX OOpa3lOB COCTaBa ajoriaunTuHa Oenzoara (MDO3-
133), cocraBa jgekcamerasona HaTtpus (¢ochara (MD3-141), cocraBa cakcarjJuITHHA
(cakcarmunTiHa MoHoruapara) (MD3-157) B 1ensx yTBEpPXKACHUS THUIIOBY», YTBEPXKICHHASL
YHUUM - ¢pumuan OI'YIT «BHUUM mm.[[.1.Menneneesa» 13.02.2024.

2. HaumeHoBaHue H 0003HAYEeHHE TOKYMEHTOB, ONPeAeAIOIINAX NMPUMeHeHHe CTAHIAPTHOIO
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHUS K KOMIIETEHTHOCTH HCIHBITATENbHBIX |
KaJTHOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Hamexaras mpakTuka MPUMEHEHUS CTaHIApTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TounocTh (TpaBMIIBHOCTH M
MPELM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJIMKM W3MEPCHHI MacCOBOW JIOJIM JIOTJIUNTHHA O€H30aTa B JICKAPCTBEHHBIX CPEACTBAX U
Marepuaax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIu3anuuun TeXHUYECKOH AOKYMCHTAIlUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep sx3emmuisipa (maptum), AaTta BBINYCKA: TPEICTaBICHAa B IIENAX YTBEPXKICHHUS THIIA
crangapTHoro oopasmna maptus Ne 001, 19 anpenst 2024 r.
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yia. HoBoxoxiioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACITETbHOCTHU:
111024, r. Mocksa, 111. DHTY3HacTOB, 1. 23, K. 2A
109052, r. Mockga, yi. HoBoxoxoBckas, 1. 25
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

IIpousBoauTen

®enepanbHOE TOCYAAPCTBEHHOE YHHUTapHOE Npeanpusathe «MOCKOBCKHNM 3HIOKPUHHBIA 3aBOJ)
(OPT'YIT «MOCKOBCKHI SHIOKPUHHBIN 3aBO»)

WNHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxmnoBsckas, 1. 25
Anpeca (paKTUYECKOT0 MECTA OCYIIECTBICHUS AE€ATEIbHOCTHU:

111024, r. MockBa, 11. DHTY34acTOB, 1. 23, K. 2A

109052, r. Mockga, yi. HoBoxoxioBckas, . 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTaTe bHbIN HEHTP

VYpanbckuil HayyHO-MCCIEIOBATENbCKMM HHCTUTYT MeTpojoruun - ¢uinan denepanbHoro
roCyJapCTBEHHOTO yHUTapHOro mnpeanpustus «Bcepoccuiickuil HayuHO-HMCCIE0BATENbCKUN
uHcTuTyT  Metposnorun  umeHu .M. .Menneneeay (YHUUM — ¢umman DI'YII «BHUUM
uM. JI.11.MenneneeBay)

Anpec mecta HaxoxaeHus: 620075, r. ExarepunOypr, yi. KpacHoapmetickasi, 1. 4

FOpunuueckuit anpec: 190005, r. Cankr-IlerepOypr, MockoBckuii np-kt, a. 19

Temedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiiT: www.uniim.ru

YHukanpHbI HOMEp 3anucu B peectpe akkpeauToanHbix aul POCC RU.0001.310442.
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