YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO
Y METPOJIOTUU
ot «11» suBaps 2023 r. Ne 8
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EL] COCTABA KJIO3AITMHA (M23-006)

Ha3HayeHue cTaHaapTHOrO o00pa3nma: KOHTPOJIb TOYHOCTH pE3YJIbTaTOB M3MEPCHHH U
aTTeCTalus, BAIUIANNS METOAMK HM3MEPEHHH MAacCOBOM JOJIM KJIO3allMHA B MaTepuayiax u
JICKapPCTBEHHBIX CPE/ICTBAX.

CrangapTHbIi 00pa3el] MOKET UCTIOIb30BaThCS IS

- YCTAHOBJICHUSI WM KOHTPOJISI ~ CTAOWJIBHOCTH — TPAJAYUPOBOYHOH  (KAIMOPOBOYHOM)
XapaKTEPUCTHKH CPEICTB HM3MEPEHHH TPU COOTBETCTBUM METPOJIOTMYECKHX XapaKTePHUCTUK
CTaHJapTHOTO 00pa3iia TpeOOBAHUSIM METOIUKH H3MEPEHUI;

- KaTMOPOBKH CPEJICTB HM3MEPEHHH TIPU YCIOBHH COOTBETCTBHSI TPEOOBAaHUSM METOIHMK
KaJTHOPOBKH.

O6nacTu S5KOHOMUKHU U Cepbl IeATENbHOCTH, TJe MIaHUPYeTCs MPUMEHEHHE CTaHAAPTHOTO
obOpasma: (apmareBTHYECKass MPOMBIIUICHHOCTh, BETCPUHAPHAS TMPOMBIIUICHHOCTh, CYAeOHO-
MEIUIIUHCKAs IKCIIEPTU3a, HAYYHBIC UCCIICTOBAHMS.

Onucanue cTaHAAPTHOrO0 00pa3na. CTaHJIApTHBIA oOpasell NpeAcTaBiIseT COO0O0M CyOCTaHIIMIO
KJIO3aIIMHa, KEJIThI MEJIKOKPUCTAINIMYECKUM MopolokK, pachacoBaHHbli  Maccoi oT 100 mr
no 250 Mr mo TpeGoBaHMIO 3aKa34yuKa, BO (akoHBI M3 cTekiia oobemoMm 10 em® ¢ 0GKUMHBIMH
KOJIMayKaMHy, TOMELIEHHbIE B Zip-nakeT. DIakoH U Zip-akeT CHA0XKEHbI ITUKETKAMHU.

Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOI».

(I)opMa BbBINYCKAa: CCprIHOC IMPOU3BOACTBO NCPUOANICCKU MTOBTOPAOIIUMHACA MMAapTUAMU.

Metposornueckue XapakTepHCTHKH:
Kki1o3anuna, %
Ta6nuinal-HopMupoBaHHbIE METPOJIOTHYECKUE XaPAKTEPUCTUKU

arrTecTyeMasd XapakKTCPUCTHKA — MacCoBasd O0JA

3nauenus CO (mpu
P=0,95), £6 %

ATtrectyemas HNurepBan I'panuisl Homyckaemoe
xapakrepuctuka CO JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HaYEHHE
aTTECTOBAHHBIX 3HAYEHUN OTHOCHUTEIILHOU
3nauenuit CO, % OTHOCHUTENIbHOU paciupeHHON
HOTPEIIHOCTH HEOIPEIEIEHHOCTH
aTTECTOBAHHOTO aTTECTOBAaHHOTO

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

MaccoBas nonsa
KJo3anuaa, %

ot 95,0
1o 100,0 Bk

+2,0

2,0

[IpocnexxnBaeMOCTh pPE3yabTATOB M3MEPEHUN K EAWHHIIE BEIUYUHBI «MaccoBas JIOJS»,
Bocripon3Bogumoit I'DT 176, obecrieuena mpoBeaeHUEM HM3MEPEHUN MacCOBOM JOJIM OCHOBHOTO
BEIleCTBA MO AaTTECTOBAHHOW METOJUKE W3MEPEeHUU, MpeaycMaTpUBAIOIIe MpUMEHEHUE
CTaHIAPTHBIX 00PA3IIOB C YCTAHOBIICHHOM MpociexuBaeMocThio - ['CO 2216-81

Cpok roqHoCTH IK3eMILIsIpa: 2 roja.
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3HaK yTBep:KAeHHsl THUNA. HAHOCAT MONUTpadUUECKUM CIIOCOOOM B TIPaBBIM BEPXHUN Yrou

MEpPBOro JIUCTa TAcIoOpTa CTaHAApTHOTO o0pa3la ¥ B TMpaBblii BEPXHUN Yrol ATHUKETKU
CTaHJapTHOro o0pa3slia yTBEePKIACHHOTO THIIA.

KoMmimiekTHOCTH cTaHAapTHOro ooOpa3ua: ¢(JIakoH M [acmopT CTaHJApTHOTO oOpasia,

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

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHue U 0003HAYEHHE TEXHUYECKOH TOKYMEHTAIMH, 10 KOTOPOii BBINMYIIEH HJIH
Oyer BbINYCKAThCSl CTAHAAPTHbIHOOpa3e:

- «Texnuueckoe 3ajgaHWe Ha pa3pabOTKy CTaHAApTHOrO oOpaslia CcocTaBa  KJIO3alHMHA
(MD3-012)», yreepikaecaroe OI'YIT «MD3» 17.03.2020 r. ¢ usmenerrem Ne 1 ot 31.10.2022;

- [IporpamMmMa HCHBITAHMI CTAaHJAPTHBIX 00pa3loB cocTaBa kio3amuHa (M33-006), cocraBa
npomepugona (M33-008), coctaBa kBeatnanuna (ymapara (MD3-012), cocraBa THMOJIONA
maneata (M33-011), cocraBa qukiodenaka Hatpus (MI3-010), coctaBa ajpeHannHa TapTpara
(M33-007) B memsix yTBepKaAeHHUs TUTIOBY, yrBepxkaeHHas Y HUUM — dunuan ®I'YIT «BHUUM
um. JI.1. MenneneeBa» 16.06.2020 r.;

2. HaumeHoBaHue H 0003HAYEeHHE JTOKYMEHTOB, ONpeAeAIOIINX NMPUMeHeHHe CTAHIaAPTHOIO
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OOmme TtpeOoBaHHUS K KOMIIETCHTHOCTH HWCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Haanesxaras mpakThKa IpUMEHEHHS CTAHIapTHBIX 00pasIoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TounocTh (TpaBMIBHOCTH M
NPEIU3NOHHOCT) METOJIOB U PE3YJIbTATOB U3MEPECHUN;

- METOJIMKH U3MEPEHU MacCOBOH JIOJIM KJIO3aIlMHA B JICKAPCTBEHHBIX CPEJCTBAX U MaTepUaiax;

- METOJMKH KAJTMOPOBKH CPEJICTB U3MEPCHU.

3. HepI/IOJII/I‘lHOCTI) aKTyaJIM3anuuun TeXHU4YeCKoi AOKYMCHTAIUU HA CTaHIlapTHblﬁ 06pa3eu:
HEC PCIKEC OJHOIO pas3a B IIATH JICT.

Homep 3x3emmiisipa (mapTuu), 1aTa BbINYCKA: MPEACTaBICHA B IIENSAX BHECEHUS M3MEHEHHH B
CBEJICHHSI 00 YTBEPXKJIEHHOTO THIIA CTaHJapTHOM oOpasiie craHmapTHoro odpasma maptust Ne 001,
01.06.2020 .

IIpousBoaurtens: DenepanbHOE TOCYAApPCTBEHHOE YHHUTAapHOE mpeAnpustie «MOCKOBCKUMA
sHAOKpUHHBIN 3aBOI» (DPI'VII «MoCKOBCKUIT SHIOKPUHHBIHN 3aBOTY),

IOpuandecknii aapec W agpec (PaKTUIECKOTO MeCTa OCyIIecTBiIeHHs aesrernbHocTr:109052,
r. Mocksa, yn. HoBoxoxiioBckas, 1. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

HcnpiTaTeJbHbIA LHEHTP: YPAIbCKUI HAay4YHO-UCCIEAOBATENBCKUNA HMHCTUTYT METPOJIOTMM -
¢wiman PenepaabHOro rocy1apcTBEHHOTO YHUTApHOro mpeanpuarus «Bcepoccuiickuil HaydHO-
ucciaenoBaTenbCckuit  MHCTUTYT —Merpojorun  um. J[.M.Menneneesay (YHUUM — cdunuan
OI'VII «BHUUM um.I.11.MenpaeneeBay).

Anpec mecta HaxoxaeHus: 620075, r. ExatepunOypr, yn. Kpacnoapwmetickas, 4.

FOpunuueckuit anpec: 190005, r. Cankr-IlerepOypr, MockoBckwuii mip., 19.

Temedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHUKaJIBHBIA ~HOMEp 3amucu 00 aKKpeOuTalud B  PEeCTpe aKKPEAMTOBAHHBIX  JIMIL
POCC RU.0001.310442.



