YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

Y METPOJIOTUN
ot «09» aBrycra 2024 r. Ne 1835

JIuct Ne 1

Perucrpanunonnsiii Ne I'CO 12637-2024 Bcero nuctoB 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EI]
N30HUKOTUHATA (M33-140)

COCTABA JEKCAMETA30OHA

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BalUJalKs METOIUK M3MEPEHU MacCOBOM J0JHM JeKcaMeTa3oHa M30HMKOTHHATa B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPU COOTBETCTBHU METPOJIOTMUECKHX 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.

OnucaHue CcTaHIAPTHOro o0pa3ua: CcTaHIApTHBIM 0Opasel MmpencTaBisieT coO0i CyOCTaHIIMIO
JIeKcaMeTa30Ha W30HUKOTHHATA, KPUCTANIMYECKHI MOPOIIOK OEIoro WM MOYTH Oesloro IBeTa,
pacdacoBannbiii mMaccoir ot 100 mr mo 500 mr, Bo ¢umakoHbl u3 crekia odvemom 10 oM’ ¢
00KUMHBIMU KOJITTAYKaMHU, TIOMEIICHHBIE B Zip-1akeT. DIakoH U zip-TakeT CHA0KEHBI A TUKETKAMU.
Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOJI».

@opma BbINYCKA: CEPUITHOE MPOU3BOICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTtpoJiornyeckue XapaKTePpHCTHKH:
JeKcaMeTa30Ha U30HUKOTHHATA, %0
Ta6nuinal-— HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

aTTeCTyeMad XapakKTCPUCTHKA — MacCCoBasgd OOJIA

ATtrecryemas NHurtepBan ['pannib! nomyckaemMsIx Jonyckaemoe
XapaKTEepPUCTHKA JIOTTyCKaeMBbIX 3HAYECHUU 3HAaYEHUE
aTTECTOBAHHBIX OTHOCUTEIBHOU OTHOCHUTEIIbHOU
3nauenuit CO, % MOrPEIIHOCTH pacIIupEeHHON
aTTECTOBAHHOI'O HeonpeneneHnoctu CO

3nauenus CO (mpu
P=0,95),+3, %

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

MaccoBas 10711
JeKkcaMeTa3oHa
W30HUKOTHHATA, %

ot 95,0 10 100,0

1,5

1,5

HpOCJ’Ie)KI/IBaeMOCTB AaTTECTOBAHHOI'O 3HA4Y€HHUA K C€AUMHHUIEC BCIMYMHBI <«MacCoBas OOJIS
KOMIIOHEHTay», BocrpousBoauMoil I'DT 176 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]
MaccoBOM (MOJISIPHOM, aTOMHOI) J10JIM U MaccoBOW (MOJISIPHOM) KOHIIEHTPAIMM KOMIIOHEHTOB B
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KUJKMX W TBEpIbIX BEIIECTBAX M MaTepHajJiax Ha OCHOBE KYJIOHOMETpUH, obecreueHa

IIPOBEACHUEM M3MEPEHUN II0 AaTTeCTOBAHHOM METOJMKE W3MEpPEHUN, IIpeayCcMaTpUBaIOLLEH
MIPUMEHEHHE CTaHapPTHOTO 00pa3iia C YCTaHOBJIEHHOM npociexuBaeMocThio - ['CO 2216-81.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YTOJ
MEepBOro JIMCTa TAaclopTra CTaHAapTHOrO o0pa3la U B TMpaBblii BEPXHUN Yyroil ATHUKETKU
CTaHJAPTHOTO 00paslia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH | MacmopT 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 3afaHMe Ha pa3pabdOTKy CTaHIApTHOro o0Opasla cocTaBa JEeKCaMeTa30Ha
uzonukoTuHara (MD3-140)», yreepxaernoe DI'VII «MOCKOBCKHN 3SHIOKPUHHBIA 3aBOI»
26 centsiops 2023 .;

- [IporpamMa ucCHBITAHUN CTaHAAPTHOTO oOpas3la cocTaBa JeKcamMeTa3oHa H30HMKOTHHATa
(MD3-140) B mensx yrBepkaeHus Tuay, yreepxacanas Y HUUM — ¢umuan OI'YIT «BHUUM
um./[.M.MengaeneeBa» 8 anpens 2024 r.

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/ISIONMX MPUMEeHEeHHe CTAHAapTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHHS K KOMIICTEHTHOCTH HWCIBITATCIBHBIX |
KaJIMOPOBOYHBIX JJaOOpaTOpUii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakThKa IPUMEHEHHS CTAHIaPTHBIX 00pa3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHOCTH (MpaBUIBHOCTH W
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJUKH HM3MEPEHUM MacCOBOM JOJM JEKCaMeTa30Ha HM30HUKOTHMHATA B JIEKAPCTBEHHBIX
Cpe/IcTBaxX U Marepuanax;

- METOJIMKH KaJIMOPOBKH CPEJICTB U3MEPEHUIA.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAIlMH HA CTAHAAPTHBIA o0pa3zem:
HE PeKe OJHOTO pasa B MSATh JIET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEICTaBlIeHa B IENSAX YTBEPKICHUS THIIA
crangaptHoro oopasua naptus Ne 001, 31 urons 2024 r.

IIpaBoobianarean

®denepallbHOE TOCYJAPCTBEHHOE YHUTapHOE mNpeanpusthie «MOCKOBCKMI 3HIOKPUHHBIN 3aBOI
(®I'VII «MOoCKOBCKHI 3HIOKPUHHBIN 3aBOJI»)

WHH 7722059711

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

Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS AETEILHOCTH:

111024, r. Mocksa, BH. Tep. I. MyHununanssslii okpyr Cokonunas I'opa, yi. Jlaboparophas, 1. 12,
cTp. 2

109052, r. Mocksa, BH. Tep. r. MyHnnunansaslii  okpyr Huskeroponckuii, yn. HoBoxoxiioBckas,
.25 crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru


http://www.endopharm.ru/
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IIpousBoauTen
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
WHH 7722059711
Opunnueckmii agpec: 109052, r. MockBa, BH. Tep. r. MyHUIIMNanbHbI OKpyr Hukeropoackuii,
yi1. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (paKTUYECKOTO MEeCTa OCYIIECTBIICHUS ACSITEILHOCTH !
111024, r. Mocksa, BH. Tep. I. Myaununansueiii okpyr Cokonunas I'opa, yi. Jlaboparopnas, 1. 12,
cTp. 2
109052, r. MockBa, BH. Tep. I. Mynununanssbeiii  okpyr Hwukeroponckuii, yin. HoBoxoxioBckas,
a. 25 ctp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN LEHTP

VYpanbCckuil Hay4YHO-UCCIIEOBATEIbCKUNA HMHCTUTYT MeTpoiorun - ¢uiman dDegepanibHOro
FOCYIApCTBEHHOIO0 YHUTApPHOrO npeanpusaitus «BcepocCuicKuii Hay4dHO-MCCIEA0BATEIbCKUM
uHCcTUTYT Metposniorun  umenu J[.M.Menneneeay (YHUUM — ¢umuan PI'YIT «BHUKUM
nMm. [I..Menneneenay)

Anpec mecta HaxoxaeHus: 620075, r. ExatepunOypr, yn. Kpacnoapmetickas, 1. 4

IOpunnueckuii anpec: 190005, r. Cankr-IlerepOypr, MockoBckuii np-kr, a. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiiT: www.uniim.ru

YHukanpHbI HOMEp 3anucu B peectpe akkpeauToBaHHblx Jul POCC RU.0001.310442.



http://www.endopharm.ru/

