YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

U METPOJIOTUHU
oT «06» oxTsi0ps 2022 1. Ne 2482
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA BYIIMUBAKAUHA (BYTIUBAKAWHA
TUJIPOXJIOPHJIA) (MD3-061)

Ha3zHaueHue cTaHJApTHOr0 00pa3na: KOHTPOIb TOYHOCTH pE3YJIbTAaTOB H3MEpEHUil U
aTTecTallys, BaJuAalus METOJIUK HM3MEpeHM MaccoBOW jaosn OymnMBakauHa TUAPOXJIOpUIAa B
MaTepuaiax U JIEKapCTBEHHBIX CPEACTBAX.

CranpapTHblif 00pa3el; MOKET UCIOIb30BAThCS IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTaOMJIBHOCTH  IpagydpOBOYHON  (KaJIMOPOBOYHON)
XapaKTEePUCTUKN CPEJICTB M3MEPEHHH NpU COOTBETCTBUM METPOJIOTMYECKUX XapaKTEPUCTHK
CTaHJAPTHOTO 00pa3na TpeOOBAHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH INpHU YCIOBUU COOTBETCTBUSI TPEOOBaHMSIM METOIMK
KaJTHOPOBKH.

OO6nacTu 3KOHOMMKH U cepsl AeATEIbHOCTH, I1€ IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOIO
oOpazma:  cyneOHO-MEOUIIMHCKAas  JKCIepTu3a,  ¢apManeBTHYeCKass  IPOMBIIICHHOCTb,
BeTepUHapHas IPOMBILIUIEHHOCTh, HAyYHbIE UCCIIEI0OBAHU.

Onucanue cTaHAAPTHOrO0 00pa3na. CTaHJIApTHBIA oOpasell MpeAcTaBiseT cOO0H CyOCTaHIMIO
OynuBaKanmHa TUAPOXJIOPUIA MOHOTHIPATa, OECIBETHBIC KPUCTAUIBI MU OCJIBIN WM TIOYTH OCIbIi
KpUCTANIMYECKUN TOpOIIOK, pactacoBaHHbIH Maccoil or 100 mMr no 300 mr mo TpebGoBaHHIO
3aKa34rKa, BO (JIaKoHBI U3 cTekia oobemoM 10 cM® ¢ OGKHMHBIME KOJITIAYKAMH, [TOMEIICHHBIC B
zip-naket. OIaKoH U Zip-TIAKET CHA0KEHBI ITHKETKAMHU.

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

®opmMa BbINYCKA: CEPUIHHOE MPOU3BOJICTBO MEPHUOIUYECKH MTOBTOPSIOMIUMUCS MTAPTUSIMH.

MeTpoJiornyeckue XapaKkTepUCTHKHM: aTTecTyeMas XapakTepUCTHKa — MaccoBas JI0Jis
OynuBakauHa rujapoxiopuaa, %
T a6 1 u 1 al-HopMupoBaHHBIE METPOJIOTMUECKUE XapPAKTEPUCTUKU

ATTectyemas WNurepBan I'panuter qomyckaeMbIx JHomyckaemoe
XapaKTePUCTHKA JIOITYCKaeMBIX 3HAYCHUN 3HAUCHUE
aTTECTOBAHHBIX OTHOCHUTENbHOU OTHOCHUTENbHOM
3rauenuit CO, % MTOTPEUTHOCTH pacuIMpeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3Havyenus CO (mpu P=0,95, k=2)
(mpu P=0,95), £5 % U, %
MaccoBast 1o
OynuBakanHa ot 92,0 1o 94,8 2,0 2,0
ruapoxyopuaa, %

IIpociexuBaeMOCTh aTTECTOBAHHOIO 3HA4YEHMS K E€IUHULE BEIMYMHBI «MaccoBas JOJs
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 TBCPAbIX BCHICCTBAX U MATCpHAJIaX Ha OCHOBC KYJIOHOMCTPUH, O6CCHC‘ICH3

NPOBEJICHUEM W3MEPEHUI M0 AaTTECTOBAHHOW METOJHMKE W3MEPEHUH, NpeayCcMaTpHBArOIICH
IpUMEHEHHE CTaHIapTHOTrO 00paslia ¢ yCTaHOBIEHHOU MpociekuBaeMocThio - ['CO 2216-81.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roa.

3HAK YTBepiKIeHMsl THNA. HAHOCAT MOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJI
MEepBOro JIMCTa TAaclopTra CTaHJapTHOrO o0pa3la U B TMpaBblii BEPXHUN yrojl ATHUKETKU
CTaHJApTHOTO 00pasiia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: GIakoH | MacmopT CTaHJAPTHOTO oOpasia,
MTOMEICHHBIC ZIp-TIAaKEeT ¢ ATUKETKOM, ohopmiienHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHIAPTHOMY 00pa3my:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHHUYECKOH JOKYMEHTAIMH, 110 KOTOPOii BBIMYIIEH WJIH
Oy/JeT BBINMYCKATHCS CTAHIAPTHBIN 00pa3er:

- «TexHuveckoe 3amaHue Ha pa3pabOTKy CTaHAApTHOro oOpasna cocraBa OynMBakKanHa
(6ynmuBakanHa ruapoxiopuaa) (MD3-061)», yreepxaearHoe PI'YIT «MOCKOBCKHI 3HIOKPUHHBIN
3aBo» 30.08.2022;

- «[IporpaMma HCHBITAaHUH CTaHAAPTHBIX O00Opa3moB cocraBa OymuBakamHa (OymuBakaWHa
rugpoxyopuaa) (MD3-061), cocraBa HanTpekcoHa (HaITpekcoHa ruapoxiaopuaa) (MD3-059),
cocraBa amMaHTajuHa (amaHTamuHa Tuapoxyopuna) (M33-060) B mensx yTBEpKICHUS THUIIOBY,
yrBepxaeHHas YHUUM — punuan OI'YIT «k BHUUM um. [I.11.Menneneera» 02.09.2022;

2. HamMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/ISIONMX MPUMEeHeHHe CTAHAApPTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHHS K KOMIICTCHTHOCTH HWCIBITATCIBHBIX W
KaJIMOPOBOYHBIX JJa0OpaTOpUii»;

-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TounocTh (TpaBMIBHOCTH W
NPEIU3NOHHOCTh) METOJIOB U PE3YJIbTATOB U3MEPCHUI;

- METOJIMKHM U3MEPECHHI MacCOBOH 70U OylmUBaKanHa THIPOXJIOPHJIA B JIEKAPCTBEHHBIX CPEACTBAX
U MaTepuaiax.

3. Hepl/IOIII/I‘IHOCT]) aKTyaJu3anuuun TeXHUYeCKOMH AOKYMEHTAIlMH HA CTaH)]apTHI)Iﬁ 06pa3e11:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep 3x3emiuisipa (mapTum), AaTa BbINYCKA. MpEACTaBIeHA B IENSAX YTBEPXKICHHUS THIIA
crangapTHOro odpasna naptus Ne 1, 30 centsops 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

E-mail: mez@endopharm.ru


http://www.endopharm.ru/
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HUcnbiTaTeJbHbIl HeHTP: YpalbCKUil HAy4YHO-MCCIIEAOBATEILCKUNA HWHCTUTYT METPOJIOTHHU -
¢mwman PenepaabHOr0 roCyAapcTBEHHOTO YHUTApHOTO mpenanpuarus «Bcepoccuiickuii HayqHO-
HCCIIeI0BATEeNbCKUN HMHCTUTYT Metposiorun 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

VYHUKaJIBHBIA ~HOMEp 3amucu 00 aKKpeJuTalud B  PEECTpe aKKPEAMTOBAHHBIX  JIMIL
POCC RU.0001.310442.



http://www.endopharm.ru/

