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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA JIPOITEPHJIOJIA (MD3-008)

Ha3nauyeHHe CTaHIZapTHOr0 00pa3na. KOHTPOJIb TOYHOCTH pPE3YJIbTaTOB W3MEPEHUN U
aTTecTalys, BAIMJAIUS METOJAMK WM3MEPEHUH MacCOBOW JONM JPOIEPHIIONa B MarepHaliax u
JICKApCTBEHHBIX CPEACTBAX.

CranpapTHbIif 00pa3ern MOKET UCIOIB30BATHCS IS

- YCTAHOBJICHHSI ¥ KOHTPOJS  CTAaOWJIIBHOCTH  TPaaydpoOBOYHON  (KaaruOpPOBOUYHOI)
XapaKTePUCTUKU CPEICTB HU3MEPCHHWA IPU COOTBETCTBHH METPOJIOTHYECKUX XapPaKTCPUCTHUK
CTaHJAPTHOTO 00pa3ia TpeOOBaHHUSIM METOIMKH U3MEPCHU;

- KATMOPOBKH CPEJICTB M3MEPCHH TPH YCIOBUM COOTBETCTBUS TPEOOBAHHUSM METOJUK
KaJIMOPOBKH.

O0J1acTé S5KOHOMUKH U CPEphI IEeATEIBHOCTH, TJC IIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
oOpasma: (apmarneBTHYecKass MPOMBIILICHHOCTh, BETEPUHApPHAS MPOMBIIUICHHOCTh, CYyAeOHO-
MEIMIIMHCKAs SKCIIEPTU3a, HAYIHBIC UCCIICOBAHMUS.

Onucanue cTaHAAPTHOr0 00pa3ua. CTaHIAPTHBIA 00pa3ell MpPEeACTaBIsIeT COOOW CyOCTaHIIHIO
Jporepuoia, Oenblii Uiu Oelnblid ¢ KEeATOBAThIM WM KOPUYHEBATHIM OTTEHKOM KPUCTAJUINYECKUN
MOPOIIOK, pachacoBanHblil Maccoi oT 10 Mr g0 250 Mr mo TpeGOBaHUIO 3aKa3unKa, BO (IAKOHBI U3
crekma o6beMoM 10 cm® ¢ 0GKMMHBIMI KOJNAYKaMH, OMEIIEHHbIE B Zip-TakeT. DIakoH u zip-
nakeT CHaOKeHbl ATUKETKAMHU.

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

(I)opMa BbBINYCKAa: CCprIHOC MMPOU3BOACTBO NECPUOAUICCKU MTOBTOPAOIIUMHACA MMAapTUAMU.

MeTtposiornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Jis
npomnepunona, %
Ta6nuinal-HopMupoBaHHbIE METPOJIOTHUYECKHE XapPAKTEPUCTUKN

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

3Hadenus CO (nmpu | 3uauenus CO (npu
P=0,95), £6 % P=0,95, k=2) U, %

MaccoBas nois ot 95,0

nponepuona, % 1o 100,0 Bk +2,0 2,0

[IpocnexuBaeMoCTh pe3yJbTaTOB M3MEPEHUNW K €AMHMUIIE BEJIWYMHBI «MaccoBas JIOJIsI»,
Bocripon3Bogumoit I'DT 176, obecrieuena mpoBeaeHUEM HM3MEPEHUN MacCOBOM JOJIM OCHOBHOTO
BEIIECTBA 10 ATTECTOBAHHOW METOAMKE U3MEpPEHUW, NpPeayCMaTpUBAIOIIEH MPUMEHEHHE
CTaH/IAPTHBIX 00PA3IIOB C YCTAHOBJICHHOM MpociexnBaeMocThio - ['CO 2216-81.

Cpok rogHocTH 3K3eMILIsIpa: 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 00pa3slia yTBEPKICHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: G(IakoH © MacmopT CTaHJAPTHOTO o0pasia,
NOMEIICHHbIE B ZIP-MAKET C  OTHKETKOW, OQGOPMJICHHOW  COTIacHO  TpeOOBaHHIM
['OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHHUYECKOH JOKYMEHTAIMH, N0 KOTOPOii BBIMYIIEH WJIH
Oy/JeT BBINMYCKAThCS CTaHIAPTHBIOOpa3elr:

- «TexHuueckoe 3agaHMe Ha pa3pabOTKy CTaHAapTHOro oOpasla cocTaBa Aponepuaosia
(MD53-008)», yreepsxaearoe @I'YIT «MD3» 26.03.2020 r. ¢ uzmenenrem Ne 1 ot 31.10.2022;

- «[IporpamMa McHBITAaHUN CTaHAAPTHBIX 00pa3moB cocTtaBa kio3zanuHa (MD3-006), cocraBa
nponepunoina (MD3-008), cocraBa kBearmanuHa ¢ymapata (MD3-012), cocraBa THMoIIONa
maneata (M33-011), cocraBa nukiodenaka Harpus (M33-010), cocTtaBa agpeHanuHa TapTpara
(M33-007) B mensix yrBepkaeHus TUIIOBY, yrBepxkaeHHas Y HUUM — ¢punuan ®I'YIT «BHUUM
um. JI..Mengeneera» 16.06.2020 r.

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/SIONMX MPUMEeHeHHe CTAHAapTHOIO0
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHMs K KOMIETCHTHOCTH HCIBITATCIBHBIX |
KaJIMOPOBOYHBIX JJaOOpaTOpUii»;

- '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
MPEIU3UOHHOCTH ) METOJIOB M PE3YJIbTATOB H3MEPECHUN Y,

- METOJIMKH U3MEPEHUN MacCOBOI J10JIM JPONEpUI0iia B JIGKAPCTBEHHBIX CPECTBAX U MaTepuaniax;
- METOJIMKH KAIMOPOBKH CPEJICTB U3MEPEHUH.

3. [lepuoanyHOCTH AKTYATU3AIUH TEXHUYECKOH JOKYMEHTAIIMH HA CTAHAAPTHBLII o0pa3en:
HE PEKe OJHOTO pasa B MSATh JIET.

Homep 3x3emmuisipa (mapTum), 1aTa BBINYCKA: MPEJCTAaBICHA B IENIX BHECCHHS M3MEHEHUH B
CBE/IEHUS 00 YTBEp:KJIEHHOI'O THIa CTaHJapTHOM oOpaslie cTanaapTHoro oopasua maptus Ne 001,
01.06.2020 .

IIpousBoautenn: DenepanbHOE TOCYJApPCTBEHHOE YHHUTapHOe mpennpusatiue «MOCKOBCKUit
sHA0KpUHHBIN 3aBO» (PI'VII «MoCKOBCKUI 3HIOKPUHHBIHN 3aBO1Y»),

KOpuanueckuii aapec M azapec (QakTUUECKOTO MecTa oOcylecTBiIeHus naearernbHocTu:109052,
r. Mockga, yn. HoBoxoxiioBckasi, 1. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnpiTaTeJbHbIA LHEHTP: YPAIbCKUI HAay4YHO-UCCIEAOBATENBCKUNA HMHCTUTYT METPOJIOTMM -
¢wiman PenepaabHOrO rocy1apcTBEHHOTO YHHUTApHOro mpeanpusatus «Bcepoccuiickuii HayyHO-
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.


http://www.endopharm.ru/

