YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

U METPOJIOTUHU
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Jlucr Ne 1
Perucrpaumonnsiii Ne I'CO 12211-2023 Bcero nuctoB 3

OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA PUBACTUIMHUHA
(PUBACTUTMUHA T'MJIPOTAPTPATA) (MD3-103)

Ha3zHaueHue cTaHJApTHOr0 00pa3na: KOHTPOIb TOYHOCTH pE3YJIbTAaTOB H3MEpEHUil U
aTTecTallys, BaJIWAALUs METOAMK W3MEPEHUH MacCOBOM [OJM pUBACTUIMHMHA THIpOTapTpaTra B
MaTepuaiax U JIEKapCTBEHHBIX CPEACTBAX.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTaOMJIBHOCTH  IpagydpOBOYHON  (KaJIMOPOBOYHON)
XapaKTEePUCTUKU CPEJICTB M3MEPEHHH IpU COOTBETCTBUM METPOJIOTMYECKUX XapaKTEePUCTHK
CTaHJAPTHOTO 00pa3na TpeOOBAHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH INpHU YCIOBUU COOTBETCTBUSI TPEOOBaHMSIM METOIMK
KaTOpOBKHY,

- XapaKTepu3aliy CTaHIapTHBIX 00pa3LoB, MaTepHAJIOB.
OO6nacTi SKOHOMHKH H c(hepbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpasua: (bapmManeBTHUECKas HPOMBIIIJIEHHOCTb, 3/IpaBOOXPaHEHHE, BETepUHapHas
IPOMBIIIICHHOCTh, CyA€OHO-MEIUIIMHCKAs JKCIepTH3a, CyAaeOHas OKCHepTH3a, HaydHbIe
UCCIICIOBaHMU.

Onucanue cTaHAapTHOro0 o0pa3ua. CTaHJIApTHBIA oOpasenl HpeicTaBiseT COO0O0N CyOCTaHIIHIO
pUBaCTUTMHHA  THIApOTapTpaTa, Oenblidi WM  TMOYTH  O€Jbli  KPUCTALIMYECKUH  WITH
MEJIKOKPHCTAINTNYECKUH MOPOILOK, pachacoBanHblid Maccoit or 100 mr 1o 250 Mr Bo (hiakoHbI U3
crexna obbeMoM 10 cM® ¢ OGKHMHBIMH KONITAYKAMH, TIOMEIICHHBIE B Zip-TiakeT. MIaKkoH U Zip-
HaKeT CHAOKEeHbI ATUKETKAMHU.

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

®opmMa BbINYCKA: CEPUITHOE MPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTpoJiornyeckue XapaKTepHUCTHKH: aTTecTyeMas XapakTepUCTHKa — MaccoBas JI0Jis
pUBacTUIMMHA THpoTapTpaTa, %
Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

ATtrecryemas HNHurtepBan ['pannub! nomyckaeMsIx Jonyckaemoe

XapaKTEePUCTHKA JIOITyCKaeMbIX 3HAYCHUH 3HAYCHUC
aTTECTOBAHHBIX OTHOCHUTEIIEHOU OTHOCHTEIIbHOU
3nauenuit CO, % MOrPEIIHOCTH pacIIupEeHHON

aTTECTOBAHHOI'O Heonpenenennoctu CO
sHauenusa CO (pu P=0,95, k=2)
(mpu P=0,95), £6, % U, %
MaccoBas mois
pUBAaCTUTMHHA ot 95,00 mo 100,00 0,5 0,5
ruaporapTpara, %




Jluct Ne 2
Bcero nuctoB 3
[IpocmexnBaeMOCTh aTTECTOBAHHOIO 3HAYEHMS K E€IWHULE BEIMYMHBI «MaccoBas JOJs
KOMIIOHEHTay», Bocipous3BoauMoil I'DOT 173 T'ocynapcTBEHHBIM NEPBUYHBIM ITAJIOHOM EIUHUI]
MacCOBOM JI0JIM, MAacCOBOM (MOJIIPHOI) KOHILEHTPALlMU BOJbI B TBEPJBIX U KUIKUX BEIIECTBAX U
matepuanax U I'OT 208 I'ocynapcTBEHHBIM NEPBUYHBIM ATAJIOHOM E€IUHHI] MAacCOBOM 110JiH,
MaccoBOM (MOJISIpHOM) KOHIIEHTpAIlMM OpPraHUYECKUX KOMIIOHEHTOB B JKUIKHUX U TBEPIbIX
BElIECTBaX M MaTepuajgax Ha OCHOBE >KMJIKOCTHOW M Tra3oBOM XpOMAaTo-Macc-CIIEKTPOMETPHUH C
M30TOMHBIM pa30aBiIeHUEM M TPaBUMETPHH, oOecrieyeHa NMPUMEHEHHEM IOBEPEHHOI'O CpPENICTBa
n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B
(dbapMaKoIIOTHYECKH aKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEIIEeCTBax» (per. Homep  84849-22),
peaTn3yIoIero MEeTo L MaTepUaIbHOTO OalaHca 10 aTTECTOBAaHHON METOIMKE H3MEPEHHIA.

CpoK rogHoOCTH IK3eMILIsIpa: 2 Toa.

3HaK yTBepsKAeHUSI THNA. HAHOCAT MOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la W B TMpaBbli BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro oOpa3slia yTBEePKAECHHOTO THIIA.

KoMI/IeKTHOCTh CTaHIapTHOro o0pa3nma: (IakoH W [acmopT —CTaHIapTHOro oOpasiia,
MOMEIIEHHBIE ZIP-TIAKET ¢ 3TUKETKOM, opopmiennoit cormacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAaHABJIMBAIONIMEe TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH WJIH
OyaeT BbINYCKATHCA CTAHAAPTHBIN 00pa3en:

- «TexHuueckoe 3amaHue Ha pa3paboOTKy cTaHAapTHOro o0pas3lia cocTaBa pPHUBACTUTMHUHA
(puBacTurmuHa rugporaptpara) (M33-103)», yreepxaernoe OI'YIT «MOCKOBCKUN YHIOKPHHHBIN
3aBon» 30.08.2022;

- [Iporpamma HCHBITAaHUN CTaHAAPTHOrO oOOpasla cocTaBa PHUBACTUTMUHA (PUBACTUTMHUHA
ruaporaptpara) (MD3-103), coctaBa anukcabana (MD3-098) B 1emnstx yTBepKIEHHUS THIIOBY,
yrBepxkaeHnas Y HUNM — ¢punman OI'YIT «BHUUM nm.JI..Menneneesa» 22.05.2023.

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/SIONMX IPMMeHeHHe CTAHAapTHOrOo
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHUS K KOMIIETEHTHOCTH HCIHBITATENbHBIX |
KaJTHOPOBOYHBIX JTa00OpaTOPHii»;

-T'OCT ISO Guide 33-2019 «Hamexaras mpakTuKa MPUMEHEHUST CTaHIAPTHBIX 00PasIoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TounocTh (TpaBMIBHOCTH M
MPELM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJIMKM HW3MEPEHHM MAacCOBOH JIOJIM PHUBACTUTMHHA THIpPOTapTpaTa B JIEKAPCTBEHHBIX
CpeICTBaxX U MaTepuaax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIu3anuuun TeXHUYECKOH AOKYMCHTAIUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep sx3emmisipa (maptum), AaTta BBINYCKA. TPEICTaBICHA B IIENAX YTBEPKICHUS THIIA
crangapTHoro oopasmna naptus Ne 001, 23 urons 2023 .
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(PT'YIT «MOCKOBCKHI HTOKPHUHHBIN 3aBO»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yin. HoBoxoxioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEITLHOCTH
111024, r. MockBa, mmocce JHTY3UacToB, 1. 23, Kopil. 2A
109052, r. Mockga, yi. HoBoxoxoBckas, 1. 25
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

IIpousBoauTen

®enepanbHOE TOCYAAPCTBEHHOE YHHUTapHOE Npeanpusathe «MOCKOBCKHNM 3HIOKPUHHBIA 3aBOJ)
(OPT'YIT «MOCKOBCKHI SHIOKPUHHBIN 3aBO»)

WNHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxioBsckas, 1. 25
Anpeca GpakTHUECKOTO MECTa OCYIIECTBICHUS ACATEIHLHOCTH:

111024, r. MockBa, 1mmocce HTY3UacToB, 1. 23, KopIl. 2A

109052, r. Mockga, yi. HoBoxoxioBckas, . 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTaTe/bHbINA HEHTP

VYpanbckuil HayyHO-MCCIEIOBATENbCKMM HHCTUTYT MeTpojoruun - ¢uinan denepanbHoro
roCyJapCTBEHHOTO yHUTapHOro mnpeanpustus «Bcepoccuiickuil HayuHO-HMCCIE0BATENbCKUN
uHctutyT  Merposiornn  umenu .M .Menneneesay (YHUUM — punmman OI'YIT «BHUUM
uM. JI.11.MenneneeBay)

Anpec mecta HaxoxaeHus: 620075, r. ExarepunOypr, yn. Kpacnoapmetickasi, 4

IOpunuueckuit anpec: 190005, r. Cankr-IlerepOypr, MockoBckuii mp., 19

Temedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

YHuKkanpHbI HOMEp 3anucu B peectpe akkpeauToanHbix aul POCC RU.0001.310442.
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