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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBII OBPA3ELl COCTABA AMUOJIAPOHA (AMUOJIAPOHA
TUJIPOXJIOPUIA) (MD3-065)

Ha3zHaueHue cTaHJApTHOr0 00pa3na: KOHTPOIb TOYHOCTH pE3YJIbTAaTOB HM3MEpEHHH U
aTTecTallis, BaJIMJaAlMs METOJMK M3MEpPEeHHH MaccOBOM JI0JM aMHOJApOHA THMIPOXJIOpHIA B
MaTepuaiax U JIEKapCTBEHHBIX CPEACTBAX.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS IS

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

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH INpHU YCIOBUU COOTBETCTBUSI TPEOOBaHMSIM METOIMK
KaJTHOPOBKH.
OO6nacTi SKOHOMHUKM M cepbl AEATENbHOCTH, TJe IUIAHUPYETCs NPUMEHEHUE CTaHIapTHOIO
oOpasma: (apmaneBTHUECKass MPOMBIIIICHHOCTh, BETEpUHApHAS MPOMBIIUICHHOCTh, CyHAeOHO-
MEIMIMHCKAs SKCIIePTU3a, HAyUYHbIe UCCIICIOBAHMSL.

Onucanue cTaHAAPTHOrO0 00pa3na. CTaHJIApTHBIA oOpasell MpeAcTaBiseT cOO0H CyOCTaHIMIO
aMuoJlapoHa THIPOXJIOpHIA, OCNbld WM TIOYTH OCNBI MEITKOKPUCTALIMYCCKHA ITOPOIIIOK,
pacacoBannblif Maccoit o 100 mo 250 Mr mo TpeOGoOBaHMIO 3aKa3zyMka, BO (DJIAKOHBI U3 CTEKJA
o6beMoM 10 cm® ¢ OGKMMHBIMH KONMAYKAMH, TOMEIICHHBIE B zip-nakeT. OIakoH U zip-MakeT
CHa0KEHbI ITUKETKaMH.

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

®opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTtposiornyeckue XapakTePHUCTHKH: aTTecTyeMas XapaKTepUCTHKa — MaccoBas —JOJs
aMmuoaapoHa ruapoxiopuna, %.
Ta6nuinal-— HopMupoBaHHbIE METPOJIOTHYECKHIE XapAKTEPUCTUKU

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
aMuOo/IapoHa ot 95,0 1o 100,0 2,0 2,0
ruapoxyopuaa, %

IIpociexuBaeMOCTh aTTECTOBAHHOIO 3HA4YCHMS K E€IUHULE BEIMYMHBI «MaccoBas O
KOMIIOHEHTay», BocrpouzBoauMoil I'DT 176 T'ocymapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IWHUIL
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MaccoBOU (MOJIApHOHM, aTOMHOM) JTOJIM M MAacCOBOM (MOJISIPHOM) KOHIIEHTPAIIMM KOMITOHEHTOB B

KUAKHUX ©W  TBEPAbIX BCHICCTBAX U MATCpUAIaX Ha OCHOBC KYJIOHOMCTPUH, O6CCHC‘ICH3

NPOBEJICHUEM W3MEPEHUIl M0 AaTTeCTOBAaHHOW METOJUKE W3MEPECHUH, MpeaycMaTpUBaroIei
IpUMEHEHHE CTaHIapTHOTrO 00paslia ¢ yCTaHOBIEHHOU MpociekuBaeMocThio - ['CO 2216-81.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHHUS] THNA. HAHOCAT MNOJUTpapUUEeCKHM CIIOCOOOM B IMpaBblii BEPXHUH Yroil
MEpPBOro JIUCTa TACIOPTa CTaHJAPTHOTO o0pa3lia W B TMPaBblii BEPXHUU yrol ATHUKETKU
CTaHJapTHOro oOpa3slia yTBEePKICHHOTO THIIA.

KoMIIeKTHOCTh CTaHIapTHOro obpa3nma: (UIakoH W [acmopT —CTaHIapTHOro obpasia,
HIOMEIICHHBIC B ZIP-TIAKET C ITUKETKOM, opopmiieHHOH cornacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIHE TPEOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHUYECKOH JOKYMEHTAIIMH, 110 KOTOPOii BBIMYIIIEH HJIH
OyaeT BHINYCKATHCS CTAHAAPTHBIOOpa3en:

- «TexHuueckoe 3a7jaHre Ha pa3padOTKy CTaHAApTHOrO 0Opaslia cocTaBa aMHOAapoHa (aMUOIapoHa
rugpoxiopuna) (MD23-065)», yreepxkaenHoe DPIVII «MoCKOBCKHMI 3HIOKPUHHBIH  3aBOI»
30.08.2022;

- «[IporpaMma HWCHBITAaHWNA CTAaHAAPTHBIX O00pa3loOB COCTaBa amMHOAApOHa (aMHOAApOHA
rugpoxyopuaa) (MD3-065), cocraBa ypcope3okcuxosieBoi kuciaotel (MD3-099) B memsax
YTBEpXKACHUs]  TUNOBY»,  yTBepxkaeHHas YHUUM -  ¢wman OI'YII «BHUUM
uMm. JI.M.Menneneesa» 17.10.2022.

2. HaumeHoBaHue u 0003HAYeHHE JOKYMEHTOB, ONpeAeA0IIUX PUMeHeHHe CTaHIapTHOIO
oOpasua:

-T'OCT ISO/IEC 17025-2019 «OOmme TpeOoBaHHS K KOMIICTCHTHOCTH WCIBITATCIBHBIX H
KaJIMOPOBOYHBIX JJaOOpaTOpUii»;

-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
NPELUU3NOHHOCTb) METOJIOB U PE3YJIbTATOB U3MEPEHUIN;

- METOAMKH M3MEPEHUH MAacCOBOW JOJM aMHOJapOHa THAPOXJIOPHIA B JICKAPCTBEHHBIX CPEICTBAX
U MaTepuanax;

- METOAMKH KAJTMOPOBKH CPEJCTB U3MEPECHUHN.

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. TPEICTaBICHA B IIENAX YTBEPKICHHUS THIIA
crangapTHoro oopasna naptus Ne 001, 31 okrsiOps 2022 r.

IIpousBoautenn: DenepanbHOE TOCYJApPCTBEHHOE YHHUTapHOe Tmpennpusatiue «MoOCKOBCKUit
sHA0KpUHHBIN 3aBO» (PI'VII «MocKOBCKUI 3HIOKPUHHBIHN 3aBO»),

KOpuanueckuii agpec u aapec (QakTHYeCKOro MecTa ocymiecTBieHus aestenbHocTtu: 109052,
r. Mockga, yn. HoBoxoxiioBckasi, . 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

IIpaBoodaanarennb: @PenepanbHOE TOCYAAPCTBEHHOE YHUTapHOE Mpeanpustue «MOCKOBCKHAM
sHA0KpUHHBIN 3aBO» (DPI'VII «MOCKOBCKUIT SHTOKPUHHEBIHN 3aBOTY),

IOpuandecknii afapec u aapec (GakTHIECKOro MecTa ocymiecTBieHus aesrenbHocTr: 109052,
r. Mocksa, yn. HoBoxoxiosckas, a. 25.

WHH 7722059711.


http://www.endopharm.ru/
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Bcero muctoB3
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

HUcnbiTaTeJbHblil HeHTP: YpalbCKUil HAy4YHO-MCCIIEAOBATEILCKUNA HWHCTUTYT METPOJIOTHHU -
¢wman PenepaabHOrO roCyAapcTBEHHOTO YHHTApPHOTO Mpeanpustus «Bcepoccuiickuii HayqHO-
HCCIIeI0BaTeNbCKU  MHCTUTYT Merpojorun  uMm. Jl.M.MenneneeBay (YHUUM — cdunuan
OI'VII «BHUUM um.JI.1.MenpeneeBay).

Anpec mecta HaxoxaeHus: 620075, r. EkarepunOypr, yi. KpacHoapmetickasi, 4.

FOpunuueckuii anpec: 190005, r. Cankr-IlerepOypr, MockoBckwuii mp., 19.

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

YHUKanpHBIA HOMEp 3alucd 00 AaKKpeAWuTallMh B peecTpe  aKKPEIUTOBAHHBIX  JIWIL
POCC RU.0001.310442.
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http://www.endopharm.ru/

