YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO
Y METPOJIOTUU
ot «11» suBaps 2023 r. Ne 8

Jlucr Ne 1
Perucrpauumonnsiii Ne I'CO 11600-2020 Bcero nuctoB 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EL] COCTABA AMUTPUIITUINHA
TUAPOXJIOPUIA (MD3-020)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJUAalusg METOAUK WU3MEPEHHM MacCOBOM JONIM aMUTPUNTHIMHA TUIPOXJIOpHUIA B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- yCTAHOBJICHUSI U KOHTPOJISI ~ CTAaOMJIBHOCTH  TPAAYUPOBOYHOM  (KAJIMOPOBOYHONN)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPU COOTBETCTBHU METPOJIOTMUECKHX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KATMOPOBKH CPEJICTB M3MEPCHHI TPH YCIOBUM COOTBETCTBUS TPEOOBAHHUSIM METOJUK
KaJIMOPOBKH.

O6nacTi 5KOHOMHUKHU U cepbl AeATEILHOCTH, T TUIAHUPYETCS TPUMEHEHHUE CTaHIapPTHOTO
oOpaszua: (apmareBTHUECKass MPOMBIIUIEHHOCTb, BETEPUHAPHAS MPOMBIIUIEHHOCTh, CYAEeOHO-
MEIUIIMHCKAs HKCIIEPTU3a, HAYYHBIC UCCIICAOBAHUSI.

Onucanue cTaHAAPTHOr0 00pa3ua. CTaHIAPTHBIA 00pa3ell MpPEeACTaBIsieT COOOW CyOCTaHITHIO
amutpuntwinaa rugpoxiopuga  (3-(10,11-Turuapo-5H-auben3o-[a,d]-uuknorenren-5-muaeH)-
N,N-mumernnmnponan-1-aMuH THAPOXJIOPHI), OENBId WJIM TOYTH O€NbI  KPHUCTALTHYECKHUHA
MOPOULIOK MM OecCIBETHbIE KpHCTalIbl, pacacoBaHHbIil Maccoit oT 10 mr 10 250 Mr Bo ¢1akoHBI
3 crexta oobeMoM 10 cM® ¢ 0GKIMHBIME KOJAYKAMH, TOMEIICHHEIC B zip-naker. daakoH u zip-
HaKeT CHAOKEeHbI ITUKETKaMHU.

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

®opmMa BbINYCKA: CEPUIHHOE MPOU3BOJICTBO MEPHUOIUYECKH MTOBTOPSIOMIUMUCS MTAPTUSIMH.

MerpoJiornyeckue XapaKTePpHCTHKH: MaccoBas  J0JId
aMUTPUIITWINHA THApoxiopuaa, %

Tab6naunal-HopMupoBaHHBIE METPOIOTUYECKHE XapaKTEPUCTHKH

aTTecTyeMasd XapaKTCPUCTHKA —

ATtrectyemas HNurepBan I'panuisl Homyckaemoe
xapakrepuctuka CO JIOITyCKaeMBbIX JIOITyCKaeMBbIX 3Ha4YCHHE
aTTECTOBAaHHBIX 3HA4YCHUI OTHOCUTEIILHOMN
3rauenuit CO, % OTHOCHUTEIIBHOMN pacmMpeHHON
MIOIPELIHOCTH HEOIPEIEIEHHOCTH
aTTECTOBAHHOTO aTTECTOBAHHOTO

3nauenus CO (mpu
P=0,95), £6 %

3Ha4yeHus CO (mpu
P=0,95, k=2) U, %

MaccoBas gois
AMUTPHIITHIINHA
ruapoxiopuaa, %

ot 95,0
1o 100,0 Bk

+2,0

2,0
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[IpocnexxuBaeMoCTh pPe3yabTaTOB M3MEPEHUNH K EAUHMIIE BEJIWYUHBI «MaccoBas JOJSI»,
BocriponszBoaumoit I'DT 176, obecrieueHa nmpoBeeHUEM HM3MEPEHHI MAacCOBOM O OCHOBHOTO
BellecTBa IO AaTTECTOBAHHOM METOJUKE M3MEPEeHUU, MpeAycMaTpUBalolleld MpUMEHEHue
CTaHIAPTHBIX 00PA3IOB C YCTAHOBICHHOM mpociexuBaeMocThio - ['CO 2216-81.
Cpok rogHocTH 3K3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUSI THNA. HAHOCAT MNOJUTpapUUEeCcKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOTr0 JIMCTa TMACHoOpTa CTaHAApTHOro oOpa3la M B TMpaBbli BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro o0pa3slia yTBEePKIACHHOTO THIIA.

KoMmmiekTHOCTH cTaHAapTHOro ooOpa3ua: ¢(JIakoH M [acmopT CTaHJApTHOTO o0pasia,

NOMEIICHHbIE B  ZIP-MAKeT C  OTHKETKOW, OQOPMIICHHOW  COIIACHO  TPeOOBaHHSIM
I'OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIUE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, M0 KOTOPOii BBINMYIIEH HJIH
OyaeT BBIIYCKATBHCH CTaHAAPTHBIOOpa3ew:

- «TexHuueckoe 3amaHue Ha pa3pabOTKy CTaHAAPTHOIO O0pas3la CcocTaBa aMHUTPUIITHIMHA
rugpoxiopuna (MD3-020)», yrBepkaenHoe DPI'YII «MOCKOBCKHN SHAOKPUHHBIA  3aBOMI»
21.07.2020 r. c u3menennem Ne 1 ot 31.10.2022;

- [IporpamMmMa uCHBITAHUN CTaHAAPTHOrO 00pa3lla COCTaBa AMUTPUITHIIIMHA THUIPOXJIOPUIA
(M323-020) B mensx yTBepKIeHUS TUma», yrBepxkiaeHHas YHUUM -  dwiman
OI'YII «BHUUM um. .M. Menneneea» 06.07.2020 r.;

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/SIONMX MPUMEHeHHe CTAHAapTHOIO
oOpasua:

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

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka MpUMEHEHHS CTAHIaPTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHOCTH (NMPaBUIBHOCTH U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKM HW3MEpPEHUIl MacCOBOWM MJOJIM aMUTPUNTHIMHA THAPOXJOPHAA B JIEKAPCTBEHHBIX
CpeIICTBaX U MaTepHasax;

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUI.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMU HA CTAHIAPTHBIA o0pa3zem:
HE PeKe OJHOTO pa3a B MSATh JIET.

Homep 3x3eMiuisipa (mapTum), 1aTa BBINYCKA: MPEJICTABICHA B ILIENSAX BHECEHUS M3MEHEHHI B

CBE/IEHUS 00 YTBEp:KJIEHHOI'O THIIa CTaHJapTHOM oOpaslie cTaHaapTHoro oopasua maptus Ne 001,
25.09.2020 .

I[IpousBoaurenn: PenepasbHOE TOCYIApCTBEHHOE YyHUTapHOe mpennpustie «MoCKOBCKUi
sHAOKpUHHBIN 3aBOI» (DPI'VII «MoOCKOBCKHIT SHIOKPUHHBIHN 3aBOTY),

IOpunnyecknii ampec W agpec (aKTHUECKOTO MecTa OCyIIecTBIeHHs nesitenbHocTH:109052,
r. Mocksa, yn. HoBoxoxiosckas, a. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru

HcnbiTaTreJIbHBIA LHEHTP: YPAIbCKUN HAay4YHO-UCCIEAOBATEIBCKUNA HMHCTUTYT METPOJIOTHM -
¢unnan PenepalibHOTO TOCYJAPCTBEHHOTO YHUTapHOro mnpeanpusatus «Bcepocculickuii HaydHO-


http://www.endopharm.ru/
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ucciaenoBarenbckuii  uHCTUTYT —Merposornn  uMm. J[.M.Menneneesay (YHUUM — cdunuan
OI'VII «BHUUM um.JI.1.Mennaeneenay).
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-caiir: www.uniim.ru
YHUKanpHBIA HOMEp 3alucd 00 AaKKpeOWTallMh B  peecTpe aKKPEIUTOBAHHBIX  JIWIL
POCC RU.0001.310442.



