YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EI] COCTABA MUKA®YHTMHA HATPUSA
(MD3-149)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaluIalus METOJUK U3MEPEHUI MaccoBO 1oy MUKayHTMHA HATpUs B MaTepuaiax
U JIGKAPCTBEHHBIX CPEJCTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPU COOTBETCTBUU METPOJIOTHUECKUX XaPAKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIJICHHOCTh, HAYYHbIE UCCIIEIOBAaHUS, OXpaHa OKpYKalollei cpebl, CyaeOHO-MeTUIIMHCKAs
IKCIIEPTHU3a, CyAeOHAas SKCIIEPTH3a.

Onucanue cTaHAAPTHOrO o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0ON CyOCTaHIMIO
MUKapyHTHHA HATpHs, OCTBINA WM MTOYTH OBl OPOMIOK, pachacoBaHHBI Maccoit ot 250 Mr 10
500 mr, Bo ¢uiakoHbI U3 cTeksa oobemom 10 cM® ¢ OGKIMHBIMH KOJIAYKaMH, TTOMEICHHBIC B zZip-
nakeT. GrakoH U zip-nakeT CHa0KEeHbI STUKETKaMHU.

Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOJI».

@opma BbINYCKA: CEPUITHOE MPOU3BOICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTpoJiornyeckue XapaKkTepUCTHKHM: aTTecTyeMas XapakTepUCTHKa — MaccoBas JI0Jis
Muka(dyHruHa HaTpus (B epecueTe Ha 6€3BOAHOE BEIIECTBO), %0.
Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

ATtTectyemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKTEepUCTUKA JIOTTYCKaeMBbIX JIOITyCKaeMbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIIbHOU
3Hauenuit CO, % OTHOCUTEIILHOU pacIIupEeHHON
MOTPEIIHOCTH HeonpeneneHnoctu CO
aTTECTOBAHHOT'O (pu P=0,95, k=2),
sgauennsa CO U, %

(mpu P=0,95), £3, %

MaccoBast 1o
MukadyHruaa ot 95,00 mo 100,00 0,5 0,5

Hatpust %

*3HaueHHre YKa3aHo B IepecyeTe Ha O€3BOJHOE BEIIECTBO
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[IpocmexnBaeMOCTh aTTECTOBAHHBIX 3HAYEHUH K €IMHMUIE BEJIMYMHBI «MaccoBas JOJIA
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 IMEPBUYHBIM ATAJOHOM EIWHHUI] MacCcOBOM J10JH,
MaccoBOM (MOJISIpHOM) KOHIIEHTpAIlMM OpPraHUYECKUX KOMIIOHEHTOB B JKUIKHUX U TBEPIbIX
BElIECTBaX M MaTepuajgax Ha OCHOBE >KMJIKOCTHOW M Tra3oBOM XpOMAaTo-Macc-CIIEKTPOMETPHUH C
M30TOMHBIM pa30aBlIeHUEM U TIPaBUMETPHH, oOecliedeHa MPUMEHEHHEM IOBEPEHHOI'0 CpPEe/ICTBa
n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B
(dbapMaKoIIOTHYECKH aKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEIIEeCTBax» (per. Homep  84849-22),
peaTn3yoUM METO] MaTepUaIbHOTO OaaHca 1Mo aTTECTOBAHHON METOIMKE U3MEPEHHIA.

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 yTBEPKIEHHOTO THIIA.

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

JIOKyMeHTBI, YCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

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

- «Texnuueckoe 3a7aHue Ha pa3pabOTKy CTaHIAPTHOrO oOpas3la cocTaBa MHUKa(yHTMHA HATPHUS
(MD3-149)», yreepxaeaHoe OI'YIT «MockoBcKuii S3HIOKPUHHBIHN 3aBO» 26 centTsiops 2023 r.;

- d[IporpaMMa HCHBITAHUN CTaHIAPTHBIX 00pa3ioB cocTaBa MukadyHruHa Hatpus (MD3-149),
cocraBa tectocrepona (MD33 -159), coctaBa TectrocTtepona snantata (MD3 -163), cocraBa
TecTocTepoHa mpomnuoHata (MD3 -162), cocraBa TecrocTepoHa u3okampoara (MD3 -161),
cocraBa TecTocTepoHa jaekanoata (MO3 -160) B mesnsix yTBep»ACHUS TUIIOB», YTBEPXKICHHAS
YHUUM — ¢punuan OI'YIT «kBHUUM um.JI.1.MenneneeBa» 8 anpens 2024 r.

2. HanmMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAeSIONMX MPUMEHEeHHe CTAHAAPTHOIO
o0pa3ua:

-TOCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH MWCHBITATEIbHBIX W
KaJTMOPOBOUYHBIX JTa00OpaTOPHii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka IpUMEHEHHS CTaHIapTHBIX 00pa3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTH U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKH M3MEPEHH MacCcOBOW J0iM MUKa(QyHTHHA HATpUs B JIEKAPCTBEHHBIX CPEACTBAX U
Marepuanax,

- METOJIMKH KaJIMOPOBKH CPEJICTB U3MEPEHUI.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIu3anuuun TeXHUYECKOH AOKYMCHTAIlUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep sx3emmisipa (maptum), AaTta BBINYCKA. TPEICTaBICHA B IIENAX YTBEPKICHUS THIIA
crangapTHoro odpasna naptus Ne 001, 31 urosrs 2024 1.
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(PT'YIT «MOCKOBCKHI 3HIOKPUHHBIN 3aBOJI»)
WHH 7722059711
HOpunnueckmii agpec: 109052, r. MockBa, BH. Tep. r. MyHuIMnansHeii oKpyr Humkeropoackuii,
yi1. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (paKTUYECKOTO MEeCTa OCYIIECTBIICHUS ACSITEILHOCTH !
111024, r. Mocksa, BH. Tep. I. Myaununansueiii okpyr Cokonunas ['opa, yi. Jlaboparopnas, 1. 12,
cTp. 2
109052, r. Mocksa, BH. Tep. I. Mynunnunansisiii  okpyr Huskeroponckuii, yn. HoBoxoxiioBckas,
a. 25 ctp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

IIpousBoauTen

@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE Mpeanpustue «MOCKOBCKHMM SHIOKPUHHBIM 3aBOI»
(PT'VII «MOCKOBCKHI SHIOKPUHHBII 3aBO»)

WHH 7722059711

IOpunnuecknii agpec: 109052, r. Mocksa, BH. Tep. r. MyHUIMIIaNbHBIN OKpyr Hipkeropoackwii,
yi1. HoBoxoxmoBckas, 1. 25 ctp. 1

Anpeca GpakTHUECKOTO MECTa OCYIIECTBICHUS ACITEIHLHOCTH:

111024, r. Mocksa, BH. Tep. I. MynununansHbiii okpyr Cokonunas ['opa, yi. Jlaboparopnas, 1. 12,
cTp. 2

109052, r. Mocksa, BH. Tep. I. MyHununanesbeiii  okpyr Hukeropoackuii, yn. HoBoxoxioBckas,
a. 25 crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
http://www.endopharm.ru/
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HUcnbiTaTebHbIA HEHTP
VYpanbCKuil Hay4YHO-HCCIEOBAaTENLCKUNA HMHCTHTYT MeTposiorun - ¢unuan dDeaepanbHOro
rOCy/IapCTBEHHOTO0 YHUTapHOro mnpeanpuatus «Bcepoccuiickuii Hay4HO-HCCIIEI0BATENbCKUMA
uHCTUTYT Metrposoruu wumenu J[.UM.Menneneeray (YHUUM — dumman OI'YIT «BHUUM
uM. JI.11.MenneneeBa)
Anpec mecta HaxoxaeHus: 620075, r. ExkatepunOypr, yn. KpacHoapmetickas, 1. 4
KOpunnueckwnii anpec: 190005, r. Cankr-IletepOypr, MockoBckuit p-KT, 1. 19
Tenedon: 8(343) 350-26-18
E-mail: uniim@uniim.ru
Web-caiir: www.uniim.ru
VYHuKanbHbI HOMED 3amucu B peectpe akkpeauToBanHbixX aull POCC RU.0001.310442.




