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

Jlucr Ne 1
Perucrpauumonnsiii Ne I'CO 11596-2020 Bcero nuctoB 3

OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EL] COCTABA ATPOITMHA CYJIb®ATA (M23-009)

Ha3HayeHue cTaHaapTHOrO o00pa3nma: KOHTPOJIb TOYHOCTH pE3YJIbTaTOB M3MEPCHHH U
aTTeCTalMs, BaJUIaIUs METOJIUK U3MEPEHUH MacCOBOM JIOJM aTpOINMHA Cyiib(ara B Marepuaiax u
JICKapPCTBEHHBIX CPE/ICTBAX.

CrangapTHbIi 00pa3el] MOKET UCTIOIb30BaThCS IS

- YCTAHOBJICHUSI WM KOHTPOJISI ~ CTAOWJIBHOCTH — TPAJAYUPOBOYHOH  (KAIMOPOBOYHOM)
XapaKTEPUCTHKH CPEICTB HM3MEPEHHH TPU COOTBETCTBUH METPOJIOTUYECKUX XapaKTEPHCTUK
CTaHJapTHOTO 00pa3iia TpeOOBAHUSIM METOIUKH H3MEPEHUI;

- KaTMOPOBKH CPEJICTB HM3MEPEHHH TIPU YCIOBHH COOTBETCTBHSI TPEOOBAaHUSM METOIHMK
KaJTHOPOBKH.

OO6nacTé S5KOHOMUKHU U Cepbl eATENbHOCTH, TJe MIaHUPYeTCs MPUMEHEHHE CTaHIapTHOTO
obOpasma: (apmareBTHYECKass MPOMBIIUICHHOCTh, BETCPUHAPHAS TMPOMBIIUICHHOCTh, CYAeOHO-
MEIUIIUHCKAs IKCIIEPTU3a, HAYYHBIC UCCIICTOBAHMS.

OnucaHue CcTaHIAPTHOro o0pa3ua: CcTaHIapTHBIM 00pasel MmpencTaBisieT coO0i CyOCTaHIIMIO
aTtponuHa cynb(dara, OeCHBETHbIC KPUCTALIBI WM OCNbI MEIKOKPUCTALIUNICCKHI MOPOIIOK
pacdacoBanublii Maccoit or 10 mMr mo 250 mr Bo ¢iakoHbl W3 cTekiaa odbemMom 10 eM® ¢
00KMUMHBIMU KOJITTAYKaMHU, TIOMEIICHHBIE B Zip-1akeT. DIakoH U zip-TakeT CHA0KeHBI A TUKETKAMHU.

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

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

MeTtposornueckue XapakTepHUCTHKHU . aTTeCTyeMasi XapaKTepUCTUKa — MaccoBasi J10JIsl aTpOIKHA
cynbdara, %
Ta6nuinal-HopMupoBaHHbIE METPOJIOTHUECKHE XapPAKTEPUCTUKN

ATtTectyemas WNHuTtepBan I'pannisl Jlomyckaemoe
xapakrepuctuka CO JIOITYCKaeMBIX JIOITYCKaeMBbIX 3HAYEHUE
aTTECTOBAHHBIX 3HA4YCHUI OTHOCHUTEIIbHON
3Hauenuit CO, % OTHOCHUTEIILHOHN pacUIMpEeHHOU
MOTPEIIHOCTH HEOIpeIeIEHHOCTH
aTTECTOBAHHOIO aTTECTOBAHHOTO
3Hauenust CO (npu 3Hauenus CO (npu
P=0,95), 6 % P=0,95, k=2) U, %
MaccoBas 105151 aTponrHa o1 95.0 110 99.9 BKI 120 2.0
cynbdara, % ’

IIpocimexnBaeMOCTh pe3yJbTaTOB M3MEPEHWH K €IMHMUIE BEJIWYUHBI «MaccoBas JIOJISI»,
BocriponsBoauMoit I'DT 176, obecrieueHa nmpoBeeHUEM HM3MEPEHMIH MAacCOBOM IO OCHOBHOTO
BEIIECTBA II0 ATTECTOBAHHOW METOAMKE W3MEpPEHUH, NPEeayCMaTpUBAIOIIEH IMPUMEHEHHE
CTaHJApTHBIX 00pa3I0B C YCTAaHOBJIEHHOU MpociexnBaeMocThio - ['CO 2216-81.




JIuct Ne 2
Bcero mmucroB 3
CpoK roHOCTH IK3eMILIsApa; 2 roja.

3HaK yTBepsKAeHHUS] THNA. HAHOCAT MOJUTpapUUEecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHJApTHOro oOpa3la W B TMpaBblii BEPXHHUHA Yrol 3TUKETKU
CTaHJapTHOro 00pa3slia yTBEPKIECHHOTO THIIA.

KoMmimiekTHOCTH cTaHAapTHOro o0Opa3ua: ¢(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 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, M0 KOTOPOii BBINMYIIEH HJIH
OyeT BbINYCKAThCS CTAHJAAPTHbIHOOpa3e:

- «TexHudeckoe 3afaHue Ha pPa3pabOTKy CTaHAApTHOro oOpaslia cocraBa aTponmuHa cynbdara
(MD3-009)», YTBEPKACHHOE OI'VII «MOCKOBCKHUI SHJOKPUHHBINA 3aBO»
20.04.2020 r. c u3menennem Ne 1 ot 31.10.2022;

- d[IporpaMMa HCHBITAHUN CTaHAAPTHBIX O0pPAa3IOB cocTaBa aTpomuHa cyibdara (MI3-009),
cocraBa TpaHekcaMoBO# kucioTel (MD3-013) B mensx yTBEp)KIACHHS THIIOB», YTBEpI)KIACHHAS
YHUUM - ¢punuan OI'YIT «kBHUUM um.JI.M.Menneneesa» 06.07.2020 r.;

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAeISIONMX MPUMEeHeHHe CTAHAApTHOIO
oOpasua:

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

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka IpUMEHEHHS CTAHIaPTHBIX 00pa3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHOCTH (NMPaBUIBHOCTH U
MIPEIIM3UOHHOCTH ) METOJIOB M PE3YJIbTATOB H3MEPCHUIY;

- METOJIMKM H3MEpPEHUN MacCcoBOM [ONMM aTpomnuHa cyib(dara B JIGKAPCTBEHHBIX CpPEICTBAX U
MaTepuanax;

- METOJIMKH KaJIIMOPOBKH CPEJICTB U3MEPEHUIA.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTALMH HA CTAHIAPTHBINA o0pa3zel:
HE PEeKe OJHOTO pasa B MSATH JIET.

Homep 3x3emmuisipa (mapTum), 1aTa BBINYCKA: MPEJCTAaBICHA B IENAX BHECCHHS M3MEHECHUH B
CBE/IEHUS 00 YTBEp:KJIEHHOI'O THIa CTaHJapTHOM oOpaslie cTaHaapTHoro oopasua nmaptus Ne 001,
21.07.2020 .

I[IpousBoaurenn: PenepasibHOE TOCYIApCTBEHHOE YyHUTapHOe mpennpustie «MoCKoBCKuit
sHAOKpUHHBIN 3aBOI» (DPI'VII «MoCKOBCKUIT SHIOKPUHHBIHN 3aBOTY),

IOpunnuecknii ampec W agpec (GaKTHUECKOTO MecTa OCyIIecTBIeHUs nesitenbHocTi:109052,
r. Mockga, yn. HoBoxoxiioBckas, 1. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru

HcnbiTaTreJIbHBIA LHEHTP: YPAIbCKUH HAay4YHO-UCCIECAOBATEIBCKUNA MHCTUTYT METPOJIOTHM -
¢unnan PenepalibHOTO TOCYJAPCTBEHHOTO YHUTApHOro mnpeanpusatus «Bcepoccuiickuii HaydHO-
uccleioBaTeabCkuil  uHCTUTYT MeTponorun  uM.J.M.Mengeneeay (YHUUM —  ¢unuan
OI'VIT «BHUUM um.[I.11.MenpeneeBay).

Anpec mecta HaxoxeHus: 620075, r. EkarepunOypr, yi. Kpacnoapmeiickas, 4.

KOpunnueckwnii anpec: 190005, r. Cankr-IletepOypr, MockoBckwii mp., 19.

Tenedon: 8(343) 350-26-18


http://www.endopharm.ru/

JIuer Ne 3
Bcero nucros 3
E-mail: uniim@uniim.ru
Web-caiit: www.uniim.ru
VYHUKAIBbHBIN HOMEP 3aIlIuCu 06 AKKpCIuTalun B peecTpe AKKpEANTOBAHHBIX JINIY
POCC RU.0001.310442.



