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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL COCTABA ®EHWIDOPUHA TMIPOXJIOPUIA
(MD3-041)

Ha3nauyeHHe CTaHIZapTHOr0 00pa3na. KOHTPOJIb TOYHOCTH pPE3YJIbTaTOB W3MEPEHUN U
aTTeCTallMs, BaJHMIAIMs METOJUK HM3MEPEHHH MAaccoBOW noiu (eHWGpHUHA THIPOXJIOpHIA B
MaTepuraiax v JICKapCTBEHHBIX CPEACTBAX.
CrangapTHbIi 00pasel] MOKET UCTIOJIb30BaThCS IS

- yCTAHOBJICHUSI WM KOHTPOJISI ~ CTAOWJIBHOCTH  TPAAYUPOBOYHOH  (KAIMOPOBOYHOMN)
XapaKTEPUCTHKH CPEICTB HM3MEPEHHI TPU COOTBETCTBUH METPOJIOTUYECKUX XapaKTEPUCTHK
CTaHJapTHOTO 00pa3iia TpeOOBAHUSIM METOIUKH H3MEPEHUI;

- KaTMOPOBKH CPEJICTB HM3MEPEHHH TIPU YCIOBHH COOTBETCTBHSI TPEOOBAaHUSM METOIHMK
KaJTHOPOBKH.
OO6nacté PKOHOMUKH H c]epbl AEATEIbHOCTH, TIe IJIaHUPYeTCs MNPUMEHEHHE CTaHIapTHOTO
obOpasma: (apmareBTHYECKass MPOMBIIUICHHOCTh, BETCPUHAPHAS TMPOMBIIUICHHOCTh, CYAeOHO-
MEIUIIUHCKAs IKCIIEPTH3a, HAYYHBIC UCCIICTOBAHMS.

Onucanue cTaHAAPTHOrO 0o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0O0M CyOCTaHIMIO
denmmdpuHa rUApOXIOpUAA, OCNBIi  WIM  TOYTH OeNblidi  KPUCTAJUTMUECKUN  IOPOIIOK,
pacacoBannsblif Maccoit ot 100 mr 1o 500 Mr no TpebGoBaHMIO 3aKa3unKa, BO (PIAKOHBI U3 CTEKJIA
o6beMoM 10 cm® ¢ OGKHMHBIMU KOIIAYKAMH, MOMEIICHHBIE B zip-nmakeT. dIakoH U zip-makeT
CHa0EHbI STUKETKAMH

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

®opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTpoJiornyeckue XapaKkTepUCTHKHM: aTTecTyeMas XapakTepUCTHKa — MaccoBas JI0Jis
benmmppuna ruapoxiopuaa, %.
Tao6naumal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

ATTectyemas WNurepBan I'panuter qomyckaeMbIx JHomyckaemoe
XapaKTePUCTHKA JIOITYCKaeMBIX 3HAYCHUN 3HAUCHUE
aTTECTOBAaHHBIX OTHOCHUTENbHOU OTHOCHUTENbHOM
3nauenuit CO, % MOTPEUTHOCTH pacuIMpeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3Havyenus CO (mpu P=0,95, k=2)
(mpu P=0,95), £5 % U, %
MaccoBast 1o
benmmppuna ot 95,00 mo 100,00 0,5 0,5
rupoxiaopuaa, %

IIpociexuBaeMOCTh aTTECTOBAHHOIO 3HA4YCHMS K E€IUHULE BEIMYMHBI «MaccoBas O
KOMIIOHEHTay», BocrpouszBoauMoit I'DT 173 TocynapcTBEeHHBIM MEPBUYHBIM ATAJIOHOM €IUHUIL
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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,
HIOMEIICHHBIC B ZIP-TIAKET C ATUKETKOM, opopmiieHHOM cornacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTaHABJIMBAaIOLIMEe TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
OyaeT BHINNYCKATHCH CTAHAAPTHBIOOpa3en:

- «Texnuueckoe 3ajaHue Ha pa3paboTKy cTaHAapTHOro oobpasua cocraBa (eHuIdPpruHa
rugpoxiopuna (MD3-041)», yrepxkaenHoe DI'YII «MOCKOBCKME SHIOKPUHHBIA  3aBOMI»
30.08.2022;

- {Iporpamma WCHBITAHWI CTaHJAPTHBIX O00pa3lnoB cocTaBa (eHmnGpUHA THIPOXIOPHIA
(MD33-041), cocraBa mop3onamuga rugpoxiopuaa (M33-029) B 1ensix yTBEpKACHHS THIIOBY,
yrBepxkaernas Y HUNM — ¢unman OI'YIT «BHUUM nm. JI..Menneneesa» 17.10.2022.

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/SIONMX IPMMeHeHue CTaHAapTHOro
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHUS K KOMIIETEHTHOCTH HCIHBITATENbHBIX |
KaJTHOPOBOYHBIX JTa00paTOPHii»;

-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (MpaBWIBHOCTH M
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOAMKH U3MEpPEeHUI MaccoBO 10U heHmIIGprHa THAPOXJIOPUIA B JIEKAPCTBEHHBIX CPEJCTBAX
U MaTepuanax;

- METOJMKH KaJTMOPOBKH CPEJCTB U3MEPEHUH.

3. IlepMOANYHOCTb AKTYAJIM3AIUHM TEXHHUYECKOH JOKYMEHTAllMU HA CTAHAAPTHBIA o0pa3en:
HE peKe OJJHOTO pa3a B ISATH JET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEJICTaBlIeHa B IIENSAX YTBEPXKIACHUS THIIA
crangaptHoro oopasua naptust Ne 001, 31 oxtsi6ps 2022 r.

I[IpousBoaurenn: PenepasibHOE TOCYIApCTBEHHOE YyHUTapHOe mpennpustie «MoCKoBCKUit
sHA0KpUHHBIN 3aBO» (DPI'VII «MoOCKOBCKUIT SHTOKPUHHBIHN 3aBOTY),

IOpunnuecknii ampec u agpec (GaKTHUECKOTO MecTa ocylecTBieHus nestensHocTH: 109052,
r. Mocksa, yn. HoBoxoxiosckas, a. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru


http://www.endopharm.ru/
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IIpaBoobaanarenb: dDenepaibHOE TOCYIAPCTBEHHOE YHUTApHOE mnpeanpusitie «MOCKOBCKUH
sHAOKpUHHBIN 3aBO1» (DPI'YII «MOCKOBCKHIT 3HIOKPUHHBIN 3aBOJ»),
Opunnuecknii anpec u aapec (akTUueckoro mecra ocymiecTBiaeHus nesteiabHocTH: 109052,
r. Mocksa, yn. HoBoxoxiioBckas, a. 25.
NHH 7722059711.
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

HcnbiTaTeJIbHBbIH LHEHTP: YPAIbCKUH HAay4YHO-UCCIEAOBATEIBCKUNA MHCTUTYT METPOJIOTMM -
bunnan denepalibHOTO TOCYJAPCTBEHHOTO YHUTApHOro mnpeanpusitusi «Bcepoccuiickuii Hay4HO-
UCCIIEIOBATEeNbCKU  MHCTUTYT MeTponorun  uM.J.M.Menneneeay (YHUNUM — dunuan
OI'VII «BHUUM um.[I.1.MenpeneeBay).

Anpec mecta HaxoxaeHus: 620075, r. EkarepunOypr, yn. Kpacnoapmetickas, 4.

KOpunnueckwii anpec: 190005, r. Cankr-IleTrepOypr, MockoBckwii mp., 19.

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHUKanbHBIA HOMEp 3amucd 00 aKKpeAWTallMh B  PEeCTpe  aKKPEIUTOBAHHBIX  JIUI]
POCC RU.0001.310442.



http://www.endopharm.ru/

