YTBEPXIEHO
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA XJIOPOBYTAHOJIA TEMUTHJIPATA
(MD3-021)

Ha3nauyeHHe CTaHIZapTHOr0 00pa3na. KOHTPOJIb TOYHOCTH pPE3YJIbTaTOB W3MEPEHUN U
aTTeCTallMs, BaJUJAlUs METOIMK W3MEPEHUH MacCOBOW JIOJIM XJIOPOOyTaHOJIa B Marepuaiax U
JICKaPCTBCHHBIX CPE/ICTBAX.

CrangapTHbIi 00pa3el] MOKET UCTIOIb30BaThCS IS

- yCTAHOBJICHUSI WM KOHTPOJISI ~ CTAOWJIBHOCTH  TPAAYUPOBOYHOH  (KAIMOPOBOYHOMN)
XapaKTEPUCTHKH CPEICTB HM3MEPEHHH MPH COOTBETCTBUM METPOJIOTUYCCKUX XapaKTEPUCTUK
CTaHJapTHOTO 00pa3iia TpeOOBAHUSIM METOIUKH H3MEPEHUI;

- KaTMOPOBKH CPEJICTB HM3MEPEHHH TIPU YCIOBHH COOTBETCTBHSI TPEOOBAaHUSM METOIHMK
KaJTHOPOBKH.

OO6nacTi S5KOHOMUKHU U Cepbl eATENbHOCTH, TJe MIaHUPYeTCs MPUMEHEHHE CTaHJapTHOTO
obOpasma: (apmareBTHYECKass MPOMBIIUICHHOCTh, BETCPUHAPHAS TMPOMBIIUICHHOCTh, CYAeOHO-
MEIUIIUHCKAs IKCIIEPTH3a, HAYYHBIC UCCIICTOBAHMS.

Onucanue CcTaHIAPTHOrO o0pa3ua: CTaHJApTHBIM OoOpasel MpeacTaBiseT coOOW CyOCTaHITHIO
XJIOpOOyTaHOJIa TUMETHIpATa, IMOYTH OCNbIi KPUCTAIUIMYECKHNA TIOPOIIOK, pacdacoBaHHBIHI
pacacoBannblif Maccoit ot 10 mr 1o 500 mMr no TpeGoBaHUIO 3aKa3uMKa, BO (IAKOHBI U3 CTEKIIA
o6beMoM 10 cm® ¢ OGKMMHBIMH KONMAYKAMH, TOMEIICHHBIE B zip-nakeT. OIakoH U zip-MakeT
CHa0KEHbI STUKETKaMH.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBO.

®opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MetpoJiornyeckue XapaKTepHUCTHKH: MaccoBasi  J10Js
xjopobyranona, %

Tab6naunal-HopMupoBaHHBIE METPOIOTHYECKHE XapaKTEPUCTHKH

aTTecTyeMasd XapaKTCPUCTHKA —

ArtrtecTyemast
xapakrepuctuka CO

HNuTepBan
JIOTTYCKaeMBIX
aTTECTOBAHHBIX
sHauenuii CO, %

I'panunb
JIOITYCKAEMBbIX
3HAYCHUH
OTHOCHUTEIbHOM
MOTPENTHOCTH
aTTEeCTOBAHHOT'O
3Hauenus CO (npu
P=0,95),+0 %

Jonyckaemoe
3HAYCHUE
OTHOCHUTEIIbHOMN
paclIMpeHHOU
HEONPEIEIEHHOCTH
aTTECTOBAHHOIO
3Hauenus CO (npu
P=0,95, k=2) U, %

MaccoBas 1o
xJiopoOyTaHoia, %

ot 90,0 1o 96,5 Bk

+25

2,5

IIpocmexnBaeMOCTh pe3yJbTaTOB M3MEPEHWH K €IMHMIE BEJIWYMHBI «MaccoBas JIOJISI»,
BocriponsBoauMoit I'DT 176, obecrieueHa nmpoBeeHUEM HM3MEPEHMIH MAacCOBOM IO OCHOBHOTO
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BEIIECTBA [0 AaTTECTOBAaHHOM METOJMKE HW3MEPEHU, MPelyCMAaTPUBAIOIICH MNPUMEHEHUE
CTaHJApTHBIX 00pa3I0B C YCTAaHOBJIEHHOU IpociexnBaeMocThio - 'CO 4391-88.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YTOJ
MEepBOro JIMCTa TAacmopTra CTaHAApTHOTO o0pa3la U B TMpaBblii BEPXHUN Yyroil ATHUKETKU
CTaHJApTHOTO 00pa3la yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH H M[acmopT CTAaHJAPTHOTO oO0pasia,
NOMEIICHHbIE B ZIP-MAKET C  OTHKETKOW, OQGOPMJICHHOW  COTIaCHO  TpeOOBaHHSIM
I'OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHHUYECKOH JOKYMEHTAIlMH, N0 KOTOPOii BBIMYIIEH WJIH
Oy/JeT BBINMYCKAThCS CTAHIAPTHBIOOpa3elr:

- «TexHuueckoe 3ajaHue Ha pa3paboOTKy CTaHIApTHOTO oOpaslia cocTaBa XJIOpPOOyTaHOIA
remuruapara (M33-021)», yrBepkaeHHoe DOIVII «MOCKOBCKHN SHIOKPHHHBIA  3aBOJI»
03.08.2020 r. ¢ m3menenuem Ne 1 ot 31.10.2022;

- [IporpaMmMa WCHBITAHHH CTaHIAPTHOTO O0Opa3la cocTaBa XJIOPOOYTaHOJIA TEMUTHIpaTa
(M323-021) B 1ensx  yTBEpKICHUS  TUma», yrBepxiaeHHas YHUHUM —  dwuiuan
OI'YIT «BHUUM um.[I.11.MenneneeBa» 06.07.2020 r.

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

-T'OCT ISO/IEC 17025-2019 «OO6mme TtpeOoBaHHUSA K KOMIIETCHTHOCTH WCIIBITATEIbHBIX 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 M
MPELM3UOHHOCTD) METOJIOB M PE3YJIbTaTOB U3MEPEHUNY;

- METOJIMKM HW3MEPEHU MacCOBOM JIONHM XJIOpOOyTaHOJa B JICKAPCTBEHHBIX CPEICTBAX U
MaTepuanax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJu3anuuun TeXHUYECKOH AOKYMCHTAIUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

H0Mep IK3EMILIIApa (naann), JarTa BbINYCKAa. NPCACTaBICHA B LECISIX BHECCHMSA W3MEHEHHUI B

CBEJICHHSI 00 YTBEP)KJIEHHOTO THITA CTaHJIapTHOM oOpasiie craHmapTHoro odpasma maptust Ne 001,
03.12.2020 .

IIpousBoautenn: DenepanbHOE TOCYJApPCTBEHHOE YyHHUTapHOe mpennpusatiue «MoOCKOBCKUit
sHA0KpUHHBIN 3aBO» (PI'VII «MoCKOBCKUI 3HIOKPUHHBIHN 3aBOI»),

KOpuanueckuii aapec u aapec (QakTUUECKOTO MecTa ocyIecTBiIeHus naearernbHocTr:109052,
r. Mocksa, yi. HoBoxoxioBsckas, 1. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTaTeJbHBIA HEHTP: YPAIBCKUI HAay4YHO-HUCCIENAO0BATENBCKUNA HMHCTUTYT METPOJIOTMM -
¢wiman PenepaabHOro rocy1apcTBEHHOTO YHUTApHOro mnpeanpuarus «Bcepoccuiickuil HayqHO-
uccienoBarenbckuit  uHCTUTYT Merposornn  uMm. J[.M.Menneneesay (YHUUM — cdunuan
OI'VII «BHUUM um.JI.1.MenpaeneeBay).


http://www.endopharm.ru/
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Anpec mecta HaxoxaeHus: 620075, r. EkarepunOypr, yi. KpacHoapmetickasi, 4.
FOpunuueckuii anpec: 190005, r. Cankr-IlerepOypr, MockoBckwuii mip., 19.
Tenedon: 8(343) 350-26-18
E-mail: uniim@uniim.ru
Web-caiir: www.uniim.ru

YHUKanpHBIA HOMEp 3alucd 00 AaKKpeOWTallMhd B peecTpe  aKKPEIUTOBAHHBIX  JIWIT
POCC RU.0001.310442.



