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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA [TAPALIETAMOJIA
(ALIETAMHUHO®EHA ) (MD3-030)

Ha3nayenue cTraHgapTrHoro o0pa3nma: KOHTPOJb TOYHOCTH pE3YylbTaTOB HM3MEPEHUH U
aTTeCTalus, BaJIWJAlMg METOJMK W3MEPEHUM MacCOBOW JIONM TapaleTamolia B MaTepuaiax u
JIEKapPCTBEHHBIX CPE/ICTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- YCTAQHOBJIGHHS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOUHON)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN IPU COOTBETCTBUU METPOJIOTHUECKUX XapPaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUI;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH.

O6nacTi S5KOHOMHUKHU U cepbl IeATEIbHOCTH, Te TUIAHUPYETCS TPUMEHEHUE CTaHIapTHOTO
oOpa3ua:  cyaeOHO-MEIUIIMHCKas  JKcHepTusa,  (apManeBTHYecKas  MPOMBIILIEHHOCTb,
BET€pUHAPHAs TPOMBIIIUICHHOCTh, HAYYHbIE UCCIICI0BAHMSL.

Onucanue cTaHAApTHOro o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcTaBisieT COO0OW CyOCTaHIIHIO
napareraMmorsia, OeJIbli WM TOYTH OCJIbIii KPUCTALTMUECKUI MOPOIIOK, pac(acoBaHHbIN Maccoi OT
100 mr mo 250 mr, Bo (uakoHsl U3 cTekina odbemoM 10 cM® ¢ OGXKHUMHBIMH KOJIITa9KaMH,
HOMEIIEeHHBIE B zip-niakeT. DIaKoH U zip-TakeT CHA0KEHbI STUKETKaMHU.

Pa3pabotuuk crannaptaoro odpasua — @I'YIl «MockoBCKkHii SHAOKPUHHBINA 3aBOI».

®opmMa BbINYCKA: CEPUIHHOE MPOU3BOJICTBO MEPHUOIUYECKH MTOBTOPSIOMIUMUCS MTAPTUSMH.

MeTtposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Js
napaieramona, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtrecryemas WNHurtepBan ['pannub! nomyckaeMsIx Jonyckaemoe
XapaKTEePUCTHKA JIOTITyCKaeMBbIX 3HAYECHUU 3Ha4YEHHE
aTTECTOBAHHBIX OTHOCUTEIBHOU OTHOCHUTEIIbHOU
3Hauenuit CO, % MOTPELTHOCTH pacUIMpEeHHOU
aTTECTOBAHHOI'O HeonpeneneHnoctu CO
3rauenust CO (npu (pu P=0,95, k=2)
P=0,95), 6 % U, %
Maccosast otz ot 98,00 10 100,00 +0,5 05
napareramoJia

IIpociexnuBaeMOCTh aTTECTOBAHHOIO 3HA4YEHMS K E€IUHULE BEIMYMHBI «MaccoBas JOJs
KOMIIOHEHTay», BocrpouszBoauMoit I'DT 173 TocynapcTBEHHBIM MEPBUYHBIM ATAJIOHOM €IUHUIL
MacCOBOW JIOJIM, MacCOBOM (MOJISIpHON) KOHLIEHTPAIIMM BOJbI B TBEPJBIX U KMJKUX BEIIECTBAX U
matepuanax u ['OT 208 I'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM E€IUHHUI] MacCOBOM 110JH,
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MaccoBOM (MOJISIpHOM) KOHIIEHTpAllMM OpPraHUYECKUX KOMIIOHEHTOB B JKHUIKHUX U TBEPIbIX

BEILIECTBAX M MaTepuajaXx Ha OCHOBE YKUIKOCTHOM M Tra30BOM XpOMAaTO-MaccC-CIIEKTPOMETPHUHU C

M30TOMHBIM pa30aBiIeHUEM U TPaBUMETPUH, oOecrieueHa MPUMEHEHUEM MOBEPEHHOrO Cpe/ICTBa

n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B

(dapMaKoIIOTHYECKH aKTHBHBIX M BCIIOMOTaTelIbHBIX BemecTBax» (per. Homep  84849-22),
peaTM3YIONINM METOJ MaTepHAILHOTO OajaHca Mo aTTeCTOBAHHONW METOIUKE U3MEPCHHIA.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUSI THNA. HAHOCAT MNOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHoOpTa CTaHJApTHOro oOpa3la W B TMpaBbli BEPXHHUHA Yroldl 3TUKETKU
CTaHJapTHOro o0pa3slia yTBEeP:KIEHHOTO THIIA.

KoMmn/IeKTHOCTh CTaHIApTHOro o6pa3nma: (UIakoH W [acmopT —CTaHIapTHOro oOpasia,
MOMEIIEHHBIE ZIp-TIAKeT ¢ 3TUKETKOM, opopmiennoit cornacHo Tpedosanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
OyaeT BbINYCKATHCH CTAHAAPTHBIN 00pa3el:

- «TexHuueckoe 3aJaHue Ha pa3pabOTKy CTaHIApPTHOrO oOpaslla cocraBa mapaieramolia
(atteramunodena) (MD3-030)», yrBepkaecHHoe DPI'YIT «MOCKOBCKHN SHIOKPHHHBIA 3aBOI»
14.12.2020;

- [IporpamMMa UCHBITAHWH CTaHIAPTHOTO 00pa3ila cocTaBa mapaneramolia (aneTamMuHO(pEHA)
(M23-030) B mensix yTBepikIeHuUs THMay, yrepxacHHas YHUUM — unuan OT'VIT «BHUUM
uM. JI.1.Menneneesa» 21.12.2021;

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

-T'OCT ISO/IEC 17025-2019 «OO0mme TtpeOoBaHHUS K KOMIIETCHTHOCTH HWCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

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

- METOJIMKM HW3MEPEHH MaccoBOM JOJM TMapaieramoiia B JIGKAPCTBEHHBIX CPEACTBAX U
MaTepuaax.

3. Hepl/IOIII/I‘IHOCT]) aKTyaJIu3anuuun TeXHU4eCKoil AOKYMCHTAIUHU HA CTaHIlapTHblﬁ 06pa3e11:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep 3x3emmisipa (maprum), AaTa BBINYCKA: IPEACTABICHA B IEJIAX YTBEPXKICHUS THUIA
cTangapTHoro oopasna naptust Ne 1, 26 aBrycra 2022 1.

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


http://www.endopharm.ru/
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IIpaBoobaanarean: @PenepaibHOE TrOCYAapCTBEHHOE YHUTapHoe mpeanpusatue <« MOoCKOBCKUI
SHIOKPUHHBIN 3aBO» (PI'YII «MOCKOBCKUI YHAOKPUHHBINA 3aBOJIY),

IOpunnueckuii anpec U agpec (akTHUECKOro MecTa ocyluecTBieHus nestensHoctd: 109052,
r. Mockaa, yi. HoBoxoxioBsckas, a. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru

HUcnbiTaTeJbHbIil HeHTP: YpalbCKUil HAy4YHO-MCCIIEAOBATEILCKUNA HWHCTUTYT METPOJIOTHHU -
¢wman PenepaabHOrO roCyAapcTBEHHOTO YHHUTApHOTO mpenanpuarus «Bcepoccuiickuii HayqHO-
HCCIIeI0OBATEeNbCKUN HMHCTUTYT MeTposiorud ummenu .M. MenpeneeBay (YHUUM - dunman
OI'VII «BHUUM um. I.1. Menneneesay).

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-caiiT: www.uniim.ru

VYHUKaIBHBIA ~HOMEpP 3amucu 00 aKKpeOuTalud B  PEEeCTpe aKKPEAMTOBAHHBIX  JIMIL
POCC RU.0001.310442.



http://www.endopharm.ru/

