YTBEPXIEHO
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA ®EHOTEPOJIA (GEHOTEPOJIA
TUJIPOBPOMU/IA) (MD3-089)

Ha3zHaueHue cTaHJApTHOr0 00pa3na: KOHTPOIb TOYHOCTH pE3YJIbTAaTOB HM3MEpEHHH U
aTTecTallys, BaJUJalUs METOAMK H3MEpPEeHUM MaccoBoi nonu (eHoTepona ruapodpoMua B
MaTepuaiax U JIEKapCTBEHHBIX CPEACTBAX.

CranpapTHblif 00pa3el; MOKET UCIOIb30BAThCS IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTaOMJIBHOCTH  IpagydpOBOYHON  (KaJIMOPOBOYHON)
XapaKTEePUCTUKH CPEJICTB M3MEPEHHH NpU COOTBETCTBUM METPOJIOTMYECKUX XapaKTEPUCTHK
CTaHJAPTHOTO 00pa3na TpeOOBAHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH INpHU YCIOBUU COOTBETCTBUSI TPEOOBaHMSIM METOIMK
KaTOpOBKHY,

- XapaKTepu3aluy CTaHapTHRIX 00pa3LoB, MaTEepHAIIOB.
OO6nacTi SKOHOMHKH H c(hepbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpasua: (bapmManeBTHUECKas HPOMBIIIJIEHHOCTb, 3/IpaBOOXPaHEHHE, BETepUHapHas
IPOMBIIIICHHOCTh, OXpaHa OKPYXalolel cpebl, CyleOHO-MEIUIMHCKAs JKCIepTu3a, cyncOHas
9KCHEPTU3a, HAyYHbIE HCCIIEIOBAHHUS.

OnucaHue CcTaHIAPTHOro o0pa3ua: CTaHIApTHBIM 0oOpasel MmpeacTaBisieT coOoi CyOCTaHIIMIO
dbenorepona rTuapoOpOMHUIA, O€NBI WIU MOYTH O€Nbli KPUCTAIMYECKUN TMOPOIIOK,
pacdacoBannbiii Maccoit or 20 mr mo 100 mr, Bo ¢uakonsl u3 crexia oobemom 10 oM’ ¢
00KMUMHBIMU KOJITTAYKaMHU, TIOMEIIEHHBIE B Zip-1akeT. DIakoH U zip-makeT CHA0KeHBI A TUKETKAMU.
Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOI».

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOAUICCKU ITOBTOPAOIMIUMHACA MMApTUAMU.

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKAa — MaccoBas —J0Js
denotepona rugpodbpomuaa, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATTectyemas WNurepBan I'panuter qomyckaeMbIx Honyckaemoe
XapaKTepUCTHKA JIOITYCKaeMBbIX 3HAYEeHU I’ 3HAYCHHE
aTTECTOBAHHBIX OTHOCHUTEILHOU OTHOCHUTEJIbHOU
3rauenuit CO, % MTOTPEUTHOCTH pacuIMpeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3Havyenus CO (mpu P=0,95, k=2)
(mpu P=0,95), £3, % U, %
MaccoBast 1o
dbenorepona ot 95,00 no 100,00 0,5 0,5
rugapodpomuna, %
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[IpocmexnBaeMOCTh aTTECTOBAHHOIO 3HAYEHMS K E€IWHULE BEIMYMHBI «MaccoBas JOJs
KOMIIOHEHTay», Bocipous3BoauMoil I'DOT 173 T'ocynapcTBEHHBIM NEPBUYHBIM ITAJIOHOM EIUHUI]
MacCOBOM JI0JIM, MAacCOBOM (MOJIIPHOI) KOHILEHTPALlMU BOJbI B TBEPJBIX U KUIKUX BEIIECTBAX U
matepuanax U I'OT 208 I'ocynapcTBEHHBIM NEPBUYHBIM ATAJIOHOM E€IUHHI] MAacCOBOM 110JiH,
MaccoBOM (MOJISIpHOM) KOHIIEHTpAIlMM OpPraHUYECKUX KOMIIOHEHTOB B JKUIKHUX U TBEPIbIX
BElIECTBaX M MaTepuajgax Ha OCHOBE >KMJIKOCTHOW M Tra3oBOM XpOMAaTo-Macc-CIIEKTPOMETPHUH C
M30TOMHBIM pa30aBiIeHUEM M TPaBUMETPHH, oOecrieyeHa NMPUMEHEHHEM IOBEPEHHOI'O CpPENICTBa
n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B
(dbapMaKoIIOTHYECKH aKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEIIEeCTBax» (per. Homep  84849-22),
peaTn3yIoIero MEeTo L MaTepUaIbHOTO OalaHca 10 aTTECTOBAaHHON METOIMKE H3MEPEHHIA.

CpoK rogHoOCTH IK3eMILIsIpa: 2 Toa.

3HaK yTBepsKAeHUSI THNA. HAHOCAT MOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la W B TMpaBbli BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro oOpa3slia yTBEePKAECHHOTO THIIA.

KoMI/IeKTHOCTh CTaHIapTHOro o0pa3nma: (IakoH W [acmopT —CTaHIapTHOro oOpasiia,
MOMEIIEHHBIE ZIP-TIAKET ¢ 3TUKETKOM, opopmiennoit cormacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAaHABJIMBAIONIMEe TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH WJIH
OyaeT BbINYCKATHCA CTAHAAPTHBIN 00pa3en:

- «TexHuveckoe 3ajaHMe Ha pa3pabdOTKy CTaHZApTHOrOo oOpasla cocraBa (QeHoTeposa
(penorepona ruapodpomuaa) (MD3-089)», yreepxaeaHoe OI'YIT «MOCKOBCKHI HIOKPUHHBIN
3aBon» 30.08.2022;

- Iporpamma HWCHBITaHHI CTAaHIAPTHOTO OOpas3na cocraBa BapdapunHa (BaphapuHa HATPHUS)
(M323-070), cocraBa ¢enorepona (¢peHoreponaa ruapodbpomuma) (MDI3-089), cocrasa
canbmeTepotia (campMereposia keunadoara) (MD3-093), cocraBa durytukazona (hayTukaszoHa
nponuoHara) (M33-094) B mensix yrBepkaeHHs Tuiay, yrBepxaeHHas YHUUM — ¢unnan
OI'VII «BHUUM um.[I.1.Menaeneera» 13.01.2023.

2. HaumeHoBaHue M 0003HAYeHHE JOKYMEHTOB, ONpeAe/sI0IUX IPUMeHeHHe CTaHIapTHOIO
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHUS K KOMIIETEHTHOCTH HCIHBITATENbHBIX |
KaJTHOPOBOYHBIX JTa00paTOpHii»;

-T'OCT ISO Guide 33-2019 «Haexaras mpakTuka MPUMEHEHUST CTaHIAPTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TPaBMIBHOCTH M
NPELU3NOHHOCTb) METOJIOB U PE3YJIbTaTOB U3MEPEHUI;

- METOAMKH U3MEPEHHI MacCOBO 10y (peHoTepoia THAPOOPOMH/IA B JIEKAPCTBEHHBIX CPEICTBAX
U MaTepuanax;

- METOAMKH KAJTMOPOBKH CPEJICTB N3MEPECHUH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJu3anuuun TeXHUYECKOH AOKYMCHTAIUU HA CTaH)]apTHLIﬁ 06pa3eu:
HC PCIKEC OAHOI'O pa3a B IIATH JICT.

Homep 3x3emmuisipa (mapTuu), AaTa BBINYCKAa: MPEICTaBlIcHA B IIENAX YTBEPXKICHUS THIIA
crangapTHoro odpasma maptus Ne 001, 26 mas 2023 r.
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IIpaBoobaanarenn:
®denepanbHOE TOCYAAPCTBEHHOE YHUTapHOE mnpeanpusatue «MOCKOBCKMH SHIOKPUHHBIA 3aBOI»
(PT'YIT «MOCKOBCKHI HTOKPHUHHBIN 3aBO»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yin. HoBoxoxioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEITLHOCTH
111024, r. MockBa, mmocce JHTY3UacToB, 1. 23, Kopil. 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 npeanpusithue «MOCKOBCKUMW 3HIAOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI SHIOKPUHHBIN 3aBO»)

WNHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxmnoBckas, . 25
Anpeca GpakTHUECKOTO MECTa OCYIIECTBICHUS ACATEIHLHOCTH:

111024, r. MockBa, mocce DHTY3UacToB, 1. 23, Kopn. 2A

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-MCCIEIOBATENbCKMM HHCTUTYT MeTpojoruun - ¢uinan denepanbHoro
rOCyIapCTBEHHOIO0 YHUTapHOro mnpeanpusarus «Bcepoccuiickuil Hay4HO-HCCIIEI0BATEIbCKUM
uHCTUTYT MeTposiornn  umeHH JI.M.Menneneeay (YHUUM — ¢mwman OI'YII «BHUUM
uM.Jl.11.MenneneeBay)

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

IOpunuueckuit anpec: 190005, r. Cankr-IlerepOypr, MockoBckuii mp., 19

Temedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

YHukanpHbI HOMEp 3anucu B peectpe akkpeauToBanHbix u POCC RU.0001.310442.
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