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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EL] COCTABA TPAHEKCAMOBOU KUCJIOTBI
(M33-013)

Ha3nauyeHHe CTaHIZapTHOr0 00pa3na. KOHTPOJIb TOYHOCTH pPE3YJIbTaTOB W3MEPEHUN U
aTTeCTalus, BAIUJALUS METOIUK H3MEPEHHI MacCOBOM JIONIM TPAHEKCaMOBOW KHCIOTHI B
MaTepuraiax v JICKapCTBEHHBIX CPEACTBAX.

CrangapTHbIi 00pa3el] MOKET UCTIOIb30BaThCS IS

- yCTAHOBJICHUSI WM KOHTPOJISI ~ CTAOWJIBHOCTH  TPAAYUPOBOYHOH  (KAIMOPOBOYHOMN)
XapaKTEPUCTHKH CPEICTB HM3MEPEHHH TPU COOTBETCTBUH METPOJIOTUYECKUX XapaKTEPHCTUK
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 cTaHAAPTHOrO 0o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0O0M CyOCTaHIMIO
TPaHEKCAMOBOI KHUCIIOTHI, MTOYTH OENbIi KPUCTATUIMYECKUH MOPOIIOK, pachacoBaHHBI Maccoi OT
10 mr mo 500 Mr mo TpeOoBaHHIO 3aKa3zuMka, BO (IaKOHBI M3 cTekna oobemom 10 eM® ¢
00XXUMHBIMU KOJIMAYKaMHy, IOMEUIEHHbIE B Zip-1akeT. DIaKkoH U zip-akeT CHA0XKEeHbl ITUKETKAMHU.

Pazpabotunk crangaptaoro oopasua — GI'YII «MockoBCckHiA SHTOKPUHHBIN 3aBOI».

(I)opMa BBINYCKA: CCprIHOC IMPOU3BOACTBO NCPUOANICCKU ITOBTOPAOIIUMHACA MMAapTUAMU.

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Js
TpaHEKCaMOBOH KHCIOThI, %
Ta6nuinal-HopMupoBaHHbIE METPOJIOTHUECKUE XapPAKTEPUCTUKN

ATtrecryemas WNHuTtepBan I'pannisl Jlomyckaemoe
xapakrepuctuka CO JIOITYCKaeMBIX JIOITYCKaeMBIX 3HAYEHUE
aTTECTOBAHHBIX 3HA4YCHUI OTHOCHUTEIIbHOMN
3Hauenuit CO, % OTHOCHUTEIILHOMN pacIIMpEeHHON
MOTPEIIHOCTH HEONPEIETEHHOCTH
aTTECTOBAHHOIO aTTECTOBAHHOIO

3HaueHust CO (npu | 3Hauenus CO (npu
P=0,95), £3 % P=0,95, k=2) U, %

MaccoBas gosst
TpaHeKkcaMoBO# KUcIOoTHI, | oT 95,0 mo 99,9 Bkn +20 2,0
%
[IpocnexuBaeMoCTh pe3yJbTaTOB M3MEPEHUNW K €AMHMUIIE BEJIMYMHBI «MaccoBas JIOJIsI»,
Bocripon3Bogumoit I'DT 176, obecrieuena mpoBeaeHUEM HM3MEPEHUN MacCOBOM JOJIM OCHOBHOTO
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BEIIECTBA [0 AaTTECTOBAaHHOM METOJMKE HW3MEPEHU, MPelyCMAaTPUBAIOIICH MNPUMEHEHUE
CTaHJApTHBIX 00pa3I0B C YCTAHOBJIEHHOW IpociexnBaeMocThio - 'CO 2216-81.

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 00pasiia 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 3a/laHue Ha pa3paboTKy CTaHIAPTHOTO 0Opasiia cocTaBa TPAHEKCAMOBOM KHCIOTHI
(MD3-013)», YTBEPKIACHHOE OI'VII «MOCKOBCKHUH SHIOKPUHHBIN 3aBO»
19.05.2020 r. ¢ usmenenrem Ne 1 ot 31.10.2022;

- [Iporpamma HcHbITAaHUN CTaHIAPTHBIX 00pa3IOB cocTaBa aTponuHa cyibpara (MI3-009),
cocraBa TpaHekcaMoBO# kuciaoTel (MD3-013) B 1ensx yTBEp)KIACHHS THIIOB», YTBEPIKIACHHAS
YHUUM — ¢pununan OI'YII «BHUUM um./[.1.Menneneesa» 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 00pasIoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH M
MPEIU3HOHHOCTD) METOJIOB U PE3YJIbTaTOB U3MEPCHHIN;

- METOJIUKH M3MEPEHHUI MacCOBOW JIOJM TPAHEKCAMOBOW KHCJIOTHI B JICKAPCTBEHHBIX CPEACTBAX 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.

Homep 3x3emmisipa (mapTuu), AaTa BBINYCKA: MpEACTaBIeHAa B IIENIIX BHECEHUs H3MEHEHUIl B
CBEJICHHSI 00 YTBEPXKJIECHHOTO THIIA CTaHJapTHOM oOpasiie craHmapTHoro odpasma maptust Ne 001,
13.08.2020 r.

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-
uccaenoBaTenbckuil  uHCTUTYT —Merpojorun  uMm. Jl.M.Menneneesay (YHUUM — cdunuan
OI'VII «BHUUM um.JI.11.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.



