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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3ELl COCTABA D30MEIIPA30JIA
(D30MEINPA30JIA HATPUS) (MD3-090)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalusl, BAIMIALNSI METOJANK U3MEPEHUN MACCOBOM JIOJIM 330MEIpa3oja HaTpusl B Marepuasiax
1 JIEKapCTBEHHBIX CPEJCTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- yCTAHOBJICHUSI U KOHTPOJISI ~ CTAaOMJIBHOCTH  TPAAYUPOBOYHOM  (KAJIMOPOBOYHONN)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPU COOTBETCTBHUU METPOJIOTHUECKUX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KATMOPOBKH CPEJICTB M3MEPCHHI TPH YCIOBUM COOTBETCTBUS TPEOOBAHHUSIM METOJUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3I0OB, MATEPUATIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
oOpa3ua: bapmMareBTHUECKAS IPOMBIIIIEHHOCTD, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBIIIIEHHOCTh, CYAeOHO-MEIUIIMHCKAs HKCIEepPTH3a, HAyudHble HCCIEIOBaHUS, KannOpoBKa
CPENCTB U3MEPEHUN.

OnucaHue CTAaHIAPTHOrO 00pa3ua: CTaHIAPTHBIM 00pasell MpeICcTaBisieT COO0N CyOCTAaHIIHIO
’30Mempa3oja HaTpHs, OT OeIoBaTOro M0 JKEITOBATOrO IBETa MOPOIIOK pachacoBaHHBIN
maccoir ot 50 mo 250 mr Bo ¢urakoHBI U3 cTekiaa oobemom 10 cM° ¢ OOKHMHBIMU KOJIIIaYKaMH,
MOMeEIEHHbIE B Zip-niakeT. DIaKkoH U Zip-TIaKeT CHA0MKEHBI ITHKETKAMHU.

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

®opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

Metposornyeckne XapakTePHMCTHKH. arTecTyeMas XapaKTepUCTHKAa — MaccoBas — J0Js
»30Memnpasoia HaTpus, %0
Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

ATtrecryemas WNHuTepBan I'pannLBI NOMMyCKaeMBbIX Jonyckaemoe

XapaKTEePUCTHKA JIOTTYCKaeMBbIX 3HAYCHUU 3HAYCHHUE
aTTECTOBAHHBIX OTHOCHUTEIBHOU OTHOCHUTEIIbHOU
3Hauenuit CO, % MIOIPELIHOCTH pacLIMpEeHHON
aTTECTOBAHHOI'O HeonpeneneHnoctu CO
sgauenusg CO (pu P=0,95, k=2)
(mpu P=0,95), 6 % U, %

MaccoBas gois

330MeIpasoJa ot 95,00 510 100,00 0,5 0,5

Hatpus, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHMS K E€JUHHUIIE BEJIMYMHBI «MaccoBasl OIS
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),
peaTM3yIONIEr0 METO]] MaTepHAILHOTO OalaHca M0 aTTeCTOBAaHHOW METOIMKE U3MEPEHUH.

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, yCTaHABJIMBAaIOLIMEe TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

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

- «TexHuveckoe 3ajaHue Ha pa3pabOTKy CTaHZApTHOrO oOpas3la cocTaBa 330Mernpasola
(330omenpaszona Hatpus) (MD3-090)», yreepkaennoe DI'YII «MOCKOBCKHN 3SHIOKPUHHBIN
3aBom» 30.08.2022;

- Iporpamma wHCHUBITAHWA CTaHAAPTHBIX OOpa3lOB CcOCTaBa TameHTaaoda (TameHTazoJia
rugpoxiopuaa) (M33-086), cocraBa »stam3unara (M33-087), coctaBa »330Memnpazona
(a30Mmemnpazona  Hatpus) (MD3-090), cocraBa eBoOynuBakawHa (JeBoOyNmHUBaKamHa
rugpoxjopuaa MoHoruzaparta) (MD3-091) B mensx yTBEp)KICHHUS THUIIOBY», YTBEP)KICHHAS
YHUUM - ¢pumman OI'YIT «BHUUM um.[I.11.MenneneeBa» 13.01.2023.

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/SIONMX IPMMeHeHHe CTAHAapTHOrOo
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OO0ume TpeOOBaHUS K KOMIIETEHTHOCTH HCHBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTH M
MPEIU3MOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKH HM3MEpPEHUN MacCOBOM JONMM 330MENpa3oyia HaTpus B JIEKAPCTBEHHBIX CPEICTBaX M
Marepuanax,

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUI.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHIAPTHBINA o0pa3zem:
HE PeKe OJHOTO pa3a B MSATh JIET.

Homep jk3emmisipa (mapTuu), AaTa BBINYCKA: TPEJCTAaBICHA B IEISAX YTBEPXKACHUS THIIA
crangaptHoro oopasua naptus Ne 001, 17 ¢espans 2023 r.
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Bcero nuctoB3
IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(PT'YIT «MOCKOBCKHI HTOKPHUHHBIN 3aBO»)
WHH 7722059711
Opuanueckuii anpec u agpec (PaKTUYECKOTO MECTa  OCYLIECTBICHUS JACSITEIbHOCTH:
109052, r. Mockga, yi. HoBoxoxioBckas, 1. 25
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

IIpousBoauTen

®enepanbHOE TOCYAAPCTBEHHOE YHHUTapHOE Npeanpusaithe «MOCKOBCKHIM 3HIOKPUHHBIA 3aBOJ
(PT'YIT «MOCKOBCKHI SHIOKPHUHHBIN 3aBOT»)

WNHH 7722059711

Opuanueckuii anpec U aapec (PaKTUYECKOTO MecTa OCYIIECTBICHUS  JI€ATEIbHOCTH:
109052, r. Mockga, yi. HoBoxoxioBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbITaTe bHBIA HEHTP

VYpanbckuil HayyHO-UCCIENOBATENbCKMM HHCTUTYT MeTpojoruun - ¢uinan denepanbHoro
rOCyIapCTBEHHOIO0 YHUTapHOro mnpeanpusarus «Bcepoccuiickuil Hay4HO-HCCIIEI0BATEIbCKUM
uHCTUTYT MeTposoruu wumeHu J[.M.Menpeneesay (YHUUM — ¢umman OI'VII «BHUUM
uM. JI.11.MenneneeBay)

Anpec mecta HaxoxaeHus: 620075, r. EkatepunOypr, yn. Kpacnoapmetickasi, 4

KOpuanueckuii agpec: 190005, r. Cankr-IlerepOypr, MockoBckuit mip., 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

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