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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBII OBPA3EL] COCTABA OHJIAHCETPOHA TMAPOXJIOPHJIA
JIUTUJIPATA (MD3-189)

Ha3nauyeHue CcTaHIApTHOro o0pa3na: KOHTPOJIb TOYHOCTH pE3YJIbTAaTOB H3MEPEHUH U
aTTecTalys, BAIWAAIMS METOAWK H3MEPEeHHH MAacCOBOHW JOJNM OHJAHCETPOHA THIPOXJIOpUAa B
MarepHalax, JIeKapCTBEHHBIX CPEJICTBAX.
CranpapTHblif 00pa3eln; MOKeT HCIOIb30BAThCS IS

- YCTAaHOBIICHHSI M KOHTPOJS  CTaOMIIBHOCTH  T'PagyUpOBOYHOH  (KaarmOpOBOUYHON)
XapaKTePUCTHKH CPEJICTB H3MEPEHHH TP COOTBETCTBUM METPOJOTMYECKUX XapaKTEPUCTHK
CTaHJAPTHOTO 00pa3na TpeOOBaHHUSIM METOANKH H3MEPEHUN;

- KaIuOpOBKH CpEACTB HM3MEPEHUH MpU YCIOBHM COOTBETCTBHUS TPEOOBAHHMSM METOJHMK
KaTHOPOBKH;

- XapaKTepu3aliy CTaHAapTHBIX 00pa3oB, MaTepUAJIOB;

- IPOBE/ICHUS MEKIIA00PATOPHBIX CIUYCHUI,

- HOATBEPK/ACHHUS CTEIICHH AKBHBAJCHTHOCTU pE3yJbTaTOB W3MEPEHUH [BYX WIH Oolee

nabopaTopuid.
OO6nacTé PKOHOMUKH H c]epbl AeATeIbHOCTH, TNle IUIAHUPYETCs MPUMEHEHHE CTaHIapTHOTO
oOpasma: bapmMareBTHUECKAs MPOMBIIIIIEHHOCTD, 3JIpaBOOXpaHEHUE, BETEpHUHAPHAS

MPOMBINIICHHOCTh, HAay4YHBIE HWCCIENOBaHMs, CYIAeOHO-MEIUIIMHCKAs DJKCIepTu3a, cynedHas
AKCIEPTU3a, NPOMU3BOJMMAs B IKCHEPTHO-KPUMHUHAIMCTUYECKUX MOAPA3ACICHUAX OpPraHOB
BHYTpeHHUX zei Poccuiickoii denepanuu.

Onucanue CTaHJAAPTHOrO oOpa3ua: CTaHAAPTHHIA oOpasel] MpeacTaBisieT coO0W CyOCTaHIIHIO
OHJIAaHCETPOHA THAPOXJIOPHUIA TUTHUIpATa, OENbIi WM MOYTH OENblii KPUCTANIMYECKU MOPOIIOK,
pachacoBannsiii Maccoit or 300 mMr mo 500 mr, BO (IakOHBI TEMHOTO CTEKJa C OOXUMHBIMHU
KOJIMMauyKaMu, TIOMEIIEHHbBIE B Zip-nakeT. DIakoH U zip-TakeT CHa0XKEeHBI ITUKETKAMHU.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MockoBCKHit SHTOKPUHHBIN 3aBOI.

(I)opMa BbIIIyCKa: CepHﬁHOC IMPOU3BOACTBO NECPUOAUYCCKU MTOBTOPAOIIUMHACA MapTUAMU.

Metposiornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKa — MaccoBas —J0Js
OHJIaHCETPOHA IMJIPOXJIOPHIA, B ITepecuyéTe Ha Oe3BOIHOE BEIIECTBO, %.
Tao6nuimal —HopMupyemble METPOJIOTHYECKHE XapaKTEPUCTUKN

ATtTrecryemas WNHuTepBan I'pannusl nonmyckaemsix | Jlomyckaemoe 3Ha4YE€HHE
XapaKTepUCTUKA JIOIIYCKAEMBIX 3HAYE€HUH OTHOCUTEIBHON OTHOCHUTEIIBHOMN
aTTECTOBaHHBIX MOTPEUTHOCTH pacmMpeHHOM
saayenuit CO, % aTTECTOBAHHOI'O HeonpeneneHnoctu CO
3Hauenust CO (mpu P=0,95, k=2),
(mpu P=0,95), £3, % Uo, %
Maccosas nons
OHJAHCETPOHA ot 95,0 no 100,0 1,0 1,0
ruapoxjaopuaa *

* 3HaueHne yKa3aHo B Mepecuyére Ha 0€3BOHOE BEIIECTBO




Jluct Ne 2

Bcero nucrtos 3

[IpocnexuBaeMoCTh aTTECTOBAHHOTO 3HAYEHUS K €IWHUIIE BEIUYMHBI «MaccoBas J0Jis

KOMIIOHEHTa», Bocmpou3Bogumoil I'DT 176 T'ocymapCTBEHHBIM MEPBUYHBIM STAaJOHOM €IMHUIL

MaccoBOM (MOJIApHOM, aTOMHOM) JTOJIM M MAcCOBOM (MOJSIPHOM) KOHIIEHTPALIMK KOMIIOHEHTOB B

KUJKUX W TBEpAbIX BeUIeCTBAaX U MaTepuajgax Ha OCHOBE KyJIOHOMETpHUH, olecredeHa

MPOBEICHUEM HW3MEPEHUM MO AaTTECTOBAHHOW METOJMKE HW3MEPEHHM, NpeayCMaTpUBAIOLIEH
MPUMEHEHHEe CTaHJAPTHOTO 00pa3iia C yCTaHOBIEHHOH npociexuBaeMocThio — ['CO 2216-81.

Cpoxk rogHocTH 3K3eMILIsIpPa: 2 roja.

3HaK yTBepsKAeHUS] THNA: HAHOCAT MOJUTpapUUEecKHM CIIOCOOOM B IMpaBblii BEPXHUH yroil
MEpPBOro JIUCTa TAcIOpTa CTAaHJApTHOTO o0pa3la ¥ B TMPaBblii BEPXHUU Yyrol ATHUKETKU
CTaHJapTHOro oOpa3slia yTBEPKIEHHOTO THIIA.

KoMIIeKTHOCTh CTAHJAAPTHOr0 00pa3la: HK3EMIUIIp M MAaclmopT CTaHJAPTHOTO oO0pasIa,
MTOMEICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiierHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKYMeHTBI, YCTAHABJINBAKOIIHE TPeOOBAHUSA K CTAHIAPTHOMY 00pa3iy:

1. HaumeHnoBaHue u 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOii BBINMYIEH WJIH
OyaeT BbINYCKATHCH CTAHAAPTHBIN 00pa3e:

- «Texnuueckoe 3aJaHMe Ha pa3pabOTKy CTaHAAPTHOrO oO0pas3lla cocTaBa OHJAAHCETPOHA
ruapoxiopuaa guruapara (M93-189)», yrBepxkiaeHHoe PI'YII «MOCKOBCKMI 3HIOKPUHHBIN
3aBos» 13 HOsOps 2025 1.5

- [IporpamMmMa HCHBITAaHWNA CTAaHIAPTHBIX O00pa3loOB cocTaBa THPOPUOAHA THAPOXIIOPHIA
moHoruapata (MD3-135), cocraBa naburatpana srtekcunata wmesmwnara (MO3-165), cocraa
OHJAHCETpOHA Tuapoxjopuna auruapata (MD3-189) B 1uensax yTBEpXKICHUS THUIIOBY,
yrBepxaenHas YHUUM — punuan OI'YIT «kBHUUM um. [I.1. MenaeneeBa» 25 nexadbps 2025 r.
2. HammeHnoBaHue U 0003HAYeHHEe JOKYMEHTOB, ONpeAe/silOIMX NMPUMeHeHHe CTAHJAAPTHOIO
oOpa3ua:

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

- 'OCT ISO Guide 33-2019 «Hannexxamiast npakTuka NpUMEHEHHs CTaHJAPTHBIX 00pa3LoBy;
-I'OCT P HNCO 5725-1-2002 — I'OCT P HCO 5725-6-2002 «TouHOCTH (NpaBUIBHOCTb U
MPELM3UOHHOCTD ) METOJIOB U PE3YIHTATOB U3MEPEHUN»;

- METOJUKH W3MEPEHUM MacCOBOM JOJM MAacCOBOWM JIOJIM OHIAHCETPOHA THUIAPOXJIOpHIA B
MaTepuanax, JIeKapCTBEHHBIX CPEICTBAX;

- METOJIUKH KaTUOPOBKH CPEJICTB U3MEPECHHUI.

3. HepI/IOI[l/I‘{HOCTI) aKTyaJu3anuuun 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 oopasua naptust Ne 001, 18 despans 2026 T.

IIpaBoodianareinn

@denepallbHOE TOCYJAPCTBEHHOE YHUTapHOE Npeanpusthe «MOCKOBCKMM SHIOKPHUHHBIM 3aBOI»
(OT'VIT «MoCKOBCKHI SHTOKPUHHBIN 3aBO»)

WHH 7722059711

IOpunnuecknii agpec: 109052, r. MockBa, BH. Tep. I. MyHMIIMIAIBHBIA OKpyr Huxeroponackui,
yi1. HoBoxoxnoBckas, 1. 25 ctp. 1

Anpeca (paKTUYECKUX MECT OCYIIECTBICHUS A€ATEeIbHOCTH:

111024, r. MockBa, BH. Tep. I. MyHUIIMNaabHbIH okpyr Cokonunas ['opa, yin. JlabopaTtopnas, a. 12,
cTp. 2;

109052, r. MockBa, BH. Tep. I. MyHHUIIMNAIbHbIM okpyr Hwukeroponckuii, yn. HoBoxoxiioBckas,
a. 25, crp. 1
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IIpousBoauTen

@®enepalibHOE TOCYJAPCTBEHHOE YHUTapHOE Ipeanpustie «MOCKOBCKHM 3HIOKPUHHBIM 3aBOMI»
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIN 3aBO»)

WHH 7722059711

HOpuanueckuii aapec: 109052, r. MockBa, BH. Tep. I. MyHULUIIAIbHBIA OKpyr Huskeroponckuid,
yi. HoBoxoxmoBckas, 1. 25 ctp. 1

Anpeca (pakTHYECKHX MECT OCYLIECTBICHUS ACATEIbHOCTH:

111024, r. MockBa, BH. Tep. I. MyHUIIUIIaIbHBIN OKpyr CokonuHas ["opa, yin. Jlaboparopnas, 1. 12,
cTp. 2;

109052, r. MockBa, BH. Tep. I. MyHUIIUNIAIbHBIA  OKpyr Huxeropoackuii, yin. HoBoxoxioBckasi,
a. 25, crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTaTe/bHBIH LEHTP

VYpanbckuil HayyHO-HUCCIEIOBATENbCKUM HHCTUTYT Merpojoruun - ¢uinan DenepanbHoro
rOCYy/IapCTBEHHOTO0 YHUTapHOro mpednpuatus «Bcepoccuiickuii Hay4HO-HCCIIEI0BATENbCKHIMA
uHctuTyT Merposioruu  umenu J[.M.Meunneneeay (YHUUM — pumman OI'YII «BHUUM
uM. JI.11.MenneneeBay)

Anpec mecta HaxoxaeHus: 620075, r. ExarepunOypr, yi. KpacHoapmetickas, 1. 4

KOpuaunueckuii agpec: 190005, r. Cankt-IlerepOypr, MockoBckuii mp-KT, A. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim @uniim.ru

Web-caiiT: www.uniim.ru

YHuKanpHbI HOMEp 3anucu B peecTpe akkpeauToanHbIx aul Ne POCC RU.0001.310442.
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