YTBEPXIEHO
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OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA JIOPHOKCHUKAMA (MD3-005)

Ha3nayenue cTraHgapTrHoro o0pa3nma: KOHTPOJb TOYHOCTH PE3ylbTaTOB HM3MEPEHUH U
aTTecTalus, BaJMJalMs METOJUK HM3MEPEHUN MacCOBOHM JOJM JIOPHOKCMKama B Marepuaigax u
JIEKapCTBEHHBIX CPE/ICTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCS JJIS:

- YCTAHOBJICHUSI U KOHTPOJISI ~ CTAaOMJIBHOCTH  TPAAYUPOBOYHOM  (KAIMOPOBOYHONN)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPU COOTBETCTBUU METPOJIOTHYECKUX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOAUKH U3MEPEHUN;

- KATMOPOBKH CPEJICTB M3MEPCHHI TPH YCIOBUM COOTBETCTBUS TPEOOBAHHUSM METOJUK
KaJIMOPOBKH.

O6nacTi 5KOHOMHUKHU U cepbl AeATEIBHOCTH, TJ€ MUIAHUPYETCS MPUMEHEHUE CTaHAapTHOTO
oOpa3ua: (apmaneBTHUECKass MPOMBIIUIEHHOCTh, BETEPUHAPHAS MPOMBIIUIEHHOCTh, CYAEOHO-
MEIUIIMHCKAs YKCIIEPTU3a, HAYYHBIC UCCIICAOBAHUSI.

Onucanue cTaHIApTHOro odpasma. CTaHAAPTHBIA oOpasen IpeAcTaBisieT coOoi cyOcTaHIUIO
JIOPHOKCUKAMa, >KENThIM C 3eJeHOBAThIM OTTEHKOM KPUCTAJUIMYECKUH MOPOIIOK, pacacoBaHHBIN
maccoii ot 50 Mr 10 200 MT 10 TpeGOBAHMIO 3aKa3dKKa, BO ()IIAKOHBI U3 cTeka oobeMoM 10 em® ¢
00KMMHBIMU KOJIIAYKaMH, [IOMEILEHHbIE B Zip-TakeT. DIIaKoH U Zip-NaKkeT CHA0KeHbl STUKETKAMHU.
Pa3pabotuuk cranmaptaoro oodpasua — @I'YIl «MockoBCKkHi SHAOKPUHHBINA 3aBOIY.

®opmMa BbINYCKA: CEPUIHHOE MPOU3BOJICTBO MEPHUOIUYECKH MTOBTOPSIOMIUMUCS MTAPTUSIMH.

Metposiornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKAa — MaccoBas —J0Jis
JOpHOKCUKaMa, %
Ta6nuinal-HopMupoBaHHbIE METPOJIOTHUECKHE XapPAKTEPUCTUKN

ATtTectyemas WNHuTepBan I'pannns Jonyckaemoe 3HaueHUE
xapakrepuctuka CO JIOTYCKaeMBbIX JIOTYyCKaeMbIX OTHOCHUTEIIBHOU
aTTECTOBAHHBIX 3HA4YCHUI pacuIMpeHHON
3Hauenuit CO, % OTHOCUTEJIBHOU HEOIIPEIAEIEHHOCTH
MOTPEIIHOCTH aTTECTOBAHHOTO
aTTECTOBAHHOTO 3Hauenust CO

3nauenust CO (mpu P=0,95, k=2) U, %
(mpu P=0,95), +6 %

MaccoBast 1ons ot 95,0

JOpHOKCHKama, % 10 100,0 Bk +2,0 2,0

IIpocimexnBaeMOCTh pe3yJbTaTOB M3MEPEHWH K €IMHMUIE BEJIWYUHBI «MaccoBas JIOJISI»,
BocriponsBoauMoit I'DT 176, obecrieueHa nmpoBeeHUEM HM3MEPEHHMI MAacCOBOM IO OCHOBHOTO
BEIIECTBA II0 ATTECTOBAHHOW METOAMKE W3MEpPEHHH, NPEeNyCMaTpUBAIOIIEH IPUMEHEHHE
CTaHJApTHBIX 00pa3loB C YCTaHOBJIEHHOW mpocnexuBaeMocTeio - ['CO 2216-81 u I'CO 10272-
2013.

Cpok rogHocTH 3K3eMILIsIpa: 2 roja.



JIuct Ne 2
Bcero nmucrtoB 2

3HAK yTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YToJI
MEepBOro JIMCTa TAaclopTra CTaHAApTHOTO o0pa3la U B TMpaBblii BEPXHUN Yyroil ATHUKETKU
CTaHJAPTHOTO 00pa3lia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH | MacmopT CTaHJAPTHOTO o0pasia,
NOMEIICHHBIE B  ZIP-MAKeT C  OTHKETKOW, OQGOPMJICHHOW  COTIaCHO  TpeOOBaHHSIM
['OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, 10 KOTOPOii BBHINMYIIEH HJIH
Oyer BbINYCKAThCSl CTAHAAPTHbIHOOpa3e:

- «TexHuueckoe 3amaHue Ha pPa3pabOTKy CTaHJAPTHOTO oOpaslia cocTaBa JIOPHOKCHKaMa
(MD3-005)», yreepskacaroe GI'YIT «MD3» 28.02.2020 r. ¢ usmenearem Ne 1 ot 31.10.2022;

- [IporpamMma MCHBITaHUI CTaHIAPTHOrO oOpasia cocraBa JiopHOoKcukama (M33-005) B memsix
YTBEp)KICHHS  Tumay, yrBepkaeHHas YHUUM - ¢uwman OI'YIDI «BHUUM  wuwm.
AN .Mengeneea» 06.05.2020 r.;

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/SIONMX IPMMeHeHue CTaHAapTHOro
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mme TtpeOoBaHUSA K KOMIIETCHTHOCTH HWCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Haanesxaras mpakThKa IPUMEHEHHS CTAHIapTHBIX 00pas3ioBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
MPELM3UOHHOCTD) METOJIOB M PE3YJITATOB U3MEPEHUNY;

- METOJUKH MW3MEPEHUU MAacCOBOWM JIONM JIOPHOKCHKaMa B JICKAPCTBEHHBIX CpPEICTBAX W
MaTepuanax;

- METOJIMKH KAIMOPOBKH CPEJICTB U3MEPEHUH.

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 YTBEPXKJIECHHOTO THIIA CTaHJapTHOM oOpasiie craHmapTHoro odpasma maptust Ne 001,
20.03.2020 .

I[IpousBoaurenn: PenepasbHOE TOCYIApCTBEHHOE YyHUTapHOe mpennpustie «MocKoBCKuit
sHAOKpUHHBIN 3aBOI» (DPI'VII «MoCKOBCKUIT 9HTOKPUHHBIHN 3aBOIY),

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

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcenbiTaTreJIbHBIA  HEHTP: YPAIbCKUN HAay4YHO-UCCIECAOBATEIBCKUNA HMHCTUTYT METPOJIOTHM -
¢unnan PenepalibHOTO TOCYJAPCTBEHHOTO YHUTApHOro mnpeanpusatus «Bcepoccuiickuii HaydHO-
UccleioBaTeabCkuil  MHCTUTYT MeTponorun  uM.J.M.Menneneeay (YHUUM —  dunuan
OI'VIT «BHUUM um.[I.1.MenneneeBay).

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

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

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-cait: www.uniim.ru

VYHUKanpHBIM ~HOMEp 3amucu 00 akKKpeOuTalMh B  peecTpe  aKKPEIUTOBAHHBIX  JIMI
POCC RU.0001.310442.


http://www.endopharm.ru/

