Peructparnmonnsiit No I'CO 12001-2022

YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

U METPOJIOTUHU
oT «11» HostOpst 2022 1. Ne 2835

JIuct Ne 1
Bcero mucros 3

OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA OKCUKOJJOHA I'MJIPOXJIOPUJIA

(MD3-050)

Ha3naueHue cTaHgapTHoro oopasua:

KOHTPOJIb TOYHOCTU PE3YJIbTAaTOB I/I3MepeHI/H71 U

aTTeCranusda, Bajldugalusid MCTOIUK I/ISMepeHI/Iﬁ MacCoOBOM A0JIM OKCHKOIAOHA THAPOXJIOpHAA B

MarcepHraiax v JCKapCTBCHHBIX CPCACTBAX.

CTaHI[apTHBIﬁ 06p8361_[ MOXKCT UCIIOJIb30BaThCA OJIA:

- YCTAHOBJICHUSA u KOHTPOJIA

CTaOMIBHOCTH

IpaJyupOBOYHOU

(xa1MOPOBOYHON)

XapaKTepUCTUKU CPEICTB HU3MEPEHHM TMpU COOTBETCTBUU METPOJIOTMYECKUX XaPAKTEPUCTHUK
CTaHJapTHOTO 00pa3iia TpeOOBAHUSIM METOIUKH H3MEPEHUI;
- KaIUOpPOBKH CpEACTB HM3MEPEHMH IPHU YCIOBHUHM COOTBETCTBUA TPEOOBAHUSM METOJUK

KaJTHOPOBKH.

O01acTH YKOHOMMKH U Cq)epLI ACATCIIbHOCTH, TAC INIAHUPYCTCA MPUMCHCHUC CTAHAAPTHOI'O

obOpasna:  cyaeOHO-MEIUIIMHCKAS

JKCIIepTHU3a,

BETCPUHApPHAA IPOMBIINUICHHOCTb, HAYYHbBIC UCCIICJOBAHUS.

dapmarneBTHYECKAs

IMPOMBIIIJICHHOCTD,

OnucaHue CcTaHIAPTHOrO o0pa3ua: CTaHJAPTHBIM 00pasel MpeacTaBiseT coOoi CyOCTaHIIHIO
OKCHUKOJIOHA THAPOXJIOpHIa, Oelblid WM TOYTH OeNblii TOPOIIOK, pacacOBaHHBIN Maccoi OT
100 mr mo 250 mr, mo TpeOoBaHMIO 3aKa3zuyvka, BO (prakoHbl M3 cTekiaa oovemoMm 10 oM, ¢
00KMMHBIMU KOJITTAYKaMHU, TIOMEIIEHHBIE B Zip-1akeT. DIakoH U zip-makeT CHA0KeHBI A TUKETKAMU.

Pazpabotunk crangaptaoro oopasua — GI'YII «MockoBCckHiA SHTOKPUHHBIN 3aBOI».

(I)opMa BBINYCKA: CCprIHOC IMPOU3BOACTBO NCPUOANICCKU ITOBTOPAOIIUMHACA MMAapTUAMU.

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Js

OKCHKOJIOHA ruapoxJyiopuaa, %

Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtTectyemas WnTepBain I'panu1IbI TOMTyCKaeMbIX Homnyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX 3HaYeHUN 3HauYeHUe
aTTeCTOBAHHBIX OTHOCHUTEJIbHOU OTHOCHUTEJIbHOU
3nauenuit CO, % MOTPEIIHOCTH paciipeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO

sgauyeHust CO
(mpu P=0,95), +£6 %

(mpu P=0,95, k=2)
U, %

MaccoBast 1o
OKCHKOJIOHA
ruapoxyopuaa, %

ot 90,0 no 100,0

1,0

1,0

HpOCJIC)KI/IBaeMOCTB aTTCCTOBAHHOI'O

3HAYCHUA K CIUMHUIEC BCINYHUHBI

«maccoBasa  J0JId

KOMIIOHEHTay», BocrpouzBoauMoil I'DT 176 T'ocymapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IWHUIL
MaccoBOW (MOJISIpHOW, aTOMHOMN) IO M MacCOBOM (MOJIIPHOI) KOHIIEHTpAllUM KOMIIOHEHTOB B




Jluct Ne 2

Bcero nuctoB 3

KHUAKUX U TBEpIbIX BEIIECTBAX M MaTepHallax Ha OCHOBE KYJIOHOMETpUH, obecredeHa

[IPOBEICHUEM M3MEPEHUN II0 AaTTeCTOBAHHOM METOMMKE W3MEpPEHHH, IIPEeayCMaTpUBaIOILEH
MIPUMEHEHHEe CTaHJAPTHOTO 00pa3iia ¢ yCTaHOBJICHHOMN IpocieknBaeMocThio - ['CO 2216-81.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YTOJ
MEpBOro JIUCTa TAaclopTa CTaHJapTHOTO oOpa3lla W B MpaBblii BEpPXHUH Yroll STUKETKH
CTaHJAPTHOTO 00paslia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH | [acmopT CTaHJAPTHOTO o0pasia,
MTOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiienHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHMe U 0003HAYEHHE TEXHUYECKON JOKYMEHTAIIMH, N0 KOTOPOiIl BbINMYIIEH WJIH
Oyer BbINYCKAThCSI CTAHAAPTHBINA o0pa3en:

- «Texnuueckoe 3ajaHue Ha pa3paOOTKy CTaHJapTHOTO oO0pa3la cocTaBa OKCHUKOJOHA
rugpoxyopuaa  (MD3-050)», yrBepxkaennoe @PI'YII «MOCKOBCKHI 3SHIOKPHUHHBIA — 3aBOI»
30.08.2022;

- «[Ilporpamma uCHBITAaHUN CTaHJAPTHBIX OOpa3IOB cOCTaBa JU3MHONpPHIA (JIM3UHOMPUIIA
nuruaparta) (MO3-049), cocraBa oxcukomona ruapoxsopuna (M33-050), cocraBa
OeraructuHa (OerarnctuHa auruapoxiopuaa) (MD3-055) B mensax yTBEpKICHUS THIIOBY,
yrBepxkaernas Y HUMM — ¢punman OI'YIT «BHUWM nwm. [I.M.Menneneesa» 02.09.2022.

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

-T'OCT ISO/IEC 17025-2019 «OOmue TtpeOoBaHUS K KOMIIETCHTHOCTH HCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

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

- METOJUKH U3MEPEHUN MAacCOBOM J0JIM OKCUKOJIOHA THIPOXJIOPU/IA B JIEKAPCTBEHHBIX CPEICTBAX U
MaTepHuaiax.

3. Hepl/IOIII/I‘IHOCT]) aKTyaJu3anuuun TeXHU4eCKoil AOKYMCHTAIUU HA CTaHIlapTHblﬁ 06pa3e11:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep 3x3emiuisipa (mapTum), AaTa BbINYCKA. MpEACTaBIeHA B IENSAX YTBEPXKICHHUS THIIA
crangapTHOro oopasma maptus Ne 1, 14 oxkrsaopst 2022 r.

IIpousBoautenn: DenepanbHOE TOCYIApPCTBEHHOE YHHUTapHOe mpennpusatiue «MOCKOBCKUit
sHA0KpUHHBIN 3aBO» (PT'VII «MocKOBCKUI 3HIOKPUHHBIHN 3aBOI»),

KOpuanueckuii agpec u aapec (QakTUYeCKOro Mecra ocymiecTBieHus aestenbHocTtu: 109052,
r. Mockga, yn. HoBoxoxiioBckasi, 1. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

IIpaBoodaanarennb: @PenepanbHOE TOCYAAPCTBEHHOE YHUTapHOE Mpeanpustue «MOCKOBCKHM
sHA0KpUHHBIN 3aBO» (DPI'VII «MoOCKOBCKUIT SHTOKPUHHBIHN 3aBOTY),

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

WHH 7722059711.

Tenedon: 8 (495) 234-61-92


http://www.endopharm.ru/

Jluct Ne 3
Bcero nuctoB 3
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

HcnbiTaTeJbHbIH LHEHTP: YPAIbCKUH HAay4YHO-UCCIEAOBATEIBCKUNA HMHCTUTYT METPOJIOTMM -
bunnan denepalibHOTO TOCYJApPCTBEHHOTO YHUTapHOro npeanpusitus «Bcepoccuiickuii Hay4HO-
UCCIIEIOBATENbCKUI MHCTUTYT MeTposorun uMm. J[.M. Mengeneesay (YHUUM — dunuan
OI'VIT «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 aKKpeAMTallMh B  PEEeCTpe  aKKPEIUTOBAHHBIX  JIUI]
POCC RU.0001.310442.



http://www.endopharm.ru/

