YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

U METPOJIOTUHU
oT «18» mromst 2023 1. Ne 1482

Jlucr Ne 1
Perucrpauumonnsiii Ne I'CO 12212-2023 Bcero nuctoB 3

OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EL] COCTABA AITMKCABAHA (M33-098)

Ha3nayenue crangaprHoro o0paspma: KOHTPOJb TOYHOCTH pE3y/lbTaTOB M3MEPEHUH U
aTTecTallvs, BalMJalMs METOJUK H3MEpEeHUil MaccoBOM Jaosn anukcabaHa B MaTepuagax Hu
JIEKapCTBEHHBIX CPE/ICTBAX.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS /IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTa0MJIBHOCTH  IpaJydpOBOYHON  (KaJIMOPOBOYHOM)
XapaKTEepPUCTUKH CPEJICTB M3MEPEHUH NpU COOTBETCTBUM METPOJIOTMYECKHX XapaKTEPUCTUK
CTaHJAPTHOTO 00pa3na TpeOOBAaHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH MpHU YCIOBUHM COOTBETCTBUS TPEOOBAHMSIM METOIMK
KaTHOPOBKHY,

- XapaKTepu3aluy CTaHapTHRIX 00pa3LoB, MaTepHAIIOB.
OO6nacTi SKOHOMHKH H c(epbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpa3ua: (bapmMareBTHUECKas HPOMBIIIJIEHHOCTb, 3/IpaBOOXPaHEHHE, BeTepUHapHas
IPOMBIIIICHHOCTh, CyA€OHO-MEIUIIMHCKAs JKCIepTH3a, CyAaeOHas OKCHepTH3a, HaydHbIe
UCCIICIOBaHMU.

Onucanue cTaHAApTHOrO o0pa3ua. CTaHIApTHBIA o0Opasel HpeacTaBiseT cOoO0O0N CyOCTaHIMIO
anmkcabaHa, OeJbIid WIIH JKeITOBATHIN MOPOIIOK, pachacoBanublii Maccoit o 100 mr mo 200 Mr Bo
¢akoHsl U3 cTeksia oovemom 10 cM® ¢ OGKHMHBIMA KOJNAYKAMH, TIOMEIICHHBIC B Zip-TIaKerT.
®daKoH M zip-MakeT CHAOKEHbI YTHKETKAMH.

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

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOANICCKU MTOBTOPAOIIUMHACA MMAapTUAMU.

MeTtposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Jis
anukcabana, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtTectyemas WuTeprain ['paHuUIIBI TOITyCKAaEMBIX JHomyckaemoe
XapaKTEePUCTHKA JIOMYCKAeMBIX 3HAYCHHIA 3HAYCHHE
aTTECTOBAHHBIX OTHOCHUTEIBHON OTHOCHUTEIBHON
3nauenuit CO, % MOTPEIIHOCTH paciipeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3radenus CO (mpu (mpu P=0,95, k=2)
P=0,95), +5, % U, %
Maccosast ot ot 95,00 10 100,00 0,5 05
arnukcabana, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHHUS K ©IWHUIEC BEIUYMHBI «MaccoBas JOJIs
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €JIMHHIIL
MacCOBOU J0JTM, MaCCOBOM (MOJISIPHOW) KOHIIEHTPAIIMU BOJABI B TBEPJABIX M JKUJKHX BEIIECTBAX U




JIuct Ne 2

Bcero nucros 3

Marepuasiax 1 ['DT 208 ['ocygapCTBEHHBIM NEPBUYHBIM JTAJOHOM €IUHHUII MAaCCOBOW JI0JIH,

MacCOBOW (MOJISIpHOW) KOHIICHTpPAIIMM OpPTaHWYECKUX KOMIIOHEHTOB B JKUIKUX U TBEPIBIX

BEIIECTBAaX M MaTepHajaX Ha OCHOBE >KHMJKOCTHOW M Ta30BOM XpOMATO-MacC-CIIEKTPOMETPHH C

W30TOMHBIM pa30aBICHUEM M TPAaBHUMETPUHU, OOeclieueHa MPUMEHEHUEM TOBEPEHHOTO CpE/ICTBa

u3MepeHuii  «KOMIUIEKC aHaJIMTHYCCKHH JUIS YCTAHOBJICHHS COJEP)KAHHUS KOMIIOHCHTOB B

(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
pealTM3yIONIEro METO MaTepHaIbHOTO OajlaHca 10 aTTeCTOBAaHHOW METOJIMKE U3MEPEHUH.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIUCTa TAaclopTra CTaHAapTHOrO oOpa3la U B TMpaBblii BEPXHUN Yroil ATHUKETKU
CTaHJAPTHOTO 00pa3ia yTBEP>KACHHOTO TUTIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH | MacmopT CTaHJAPTHOTO o0pasia,
MTOMEIICHHBIE ZIp-TIAKEeT ¢ ATUKETKOM, ohopmiienHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTbI, yCTAHABJIMBAIOIME TPeOOBAHUSA K CTAHIAPTHOMY 00pa3my:

1. HaumeHoBaHHe ¥ 0003HAYEHUE TEXHUYECKOH TOKYMEHTAIMH, M0 KOTOPOii BBIMYIIEH HJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «Texauyueckoe 3amaHue Ha pa3pabOTKy CTaHAApTHOro oOpas3ma cocraBa amnmkcabanma (MD3-
098)», yrepxaernoe OI'VII «MockoBckuil sHA0KpUHHBIH 3aBo1» 30.08.2022;

- [IporpaMmMa WCHBITAHHH CTaHAAPTHOTO oOOpasla cocTaBa pPHUBACTHTMHHA (PUBACTUTMUHA
ruaporaptpara) (MD3-103), cocraBa anukcabana (MD3-098) B 1emnsix yTBepKIEHHUS THIIOBY,
yrBepxkaeHnas Y HUNM — ¢umman OI'YIT «BHUUM nm. JI..MenneneeBa» 22.05.2023.

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

-T'OCT ISO/IEC 17025-2019 «OO0mme TtpeOoBaHHUS K KOMIIETCHTHOCTH HWCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Hamexaras mpakTuka MPUMEHEHUST CTaHIapTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TpaBMIBHOCTH M
MPEM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJIMKH U3MEPEHUI MacCOBOH JIOJIH anrKkcabaHa B JICKApCTBEHHBIX CPEJICTBAX M MaTepHasax;

- METOJIMKH KaJIMOPOBKH CPEJICTB U3MEPEHUH.

3. [lepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHIAPTHBIH o0pa3zem:
HE PeKe OJHOTO pasa B MSATH JIET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKA: TPEICTaBlIeHa B IIENAX YTBEPKICHUS THIIA
crangaptHoro oopasua naptust Ne 001, 23 utons 2023 r.

IIpaBoobaanarenn

®denepallbHOE TOCYJAPCTBEHHOE YHUTApHOE NpeanpusThe «MOCKOBCKMM JHIOKPHUHHBIM 3aBOI»
(®I'VII «MOoCKOBCKHI 3HIOKPUHHBIN 3aBOJI»)

WHH 7722059711

IOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxnosckas, . 25
Anpeca (hakTHYECKOro MecTa OCYIIeCTBICHUS eI TeIbHOCTH

111024, r. MockBa, mmocce DHTY3UaCTOB, 1. 23, Kop1m. 2A

109052, r. Mockga, yin. HoBoxoxmnoBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
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IIpousBoauTenn

denepanbHOE TOCYAAPCTBEHHOE YHUTApHOE Tpeanpusarne «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIHN 3aBOJ»)

MHH 7722059711

FOpunuuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxioBckas, . 25
Anpeca GpaKTHUECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, r. Mockaa, 1mocce DHTY3HacTOB, 1. 23, Kopir. 2A

109052, r. Mockaa, yia. HoBoxoxioBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN LEHTP

VYpanbckuil Hay4YHO-UCCIIEOBATEIbCKUA HMHCTUTYT MeTpojiorun - ¢uiman degepanbHOro
TOCYIapCTBEHHOIO0 YHUTApPHOrO Npeanpusaitus «BcepocCUUCKUN Hay4dHO-UCCIEA0BATEIbCKUN
uHcTuTyT Merposornn  uMenun J[.M.Menneneesay (YHUUM — dunmman OI'YIT «BHUNUM
nMm. [[..Menneneenay)

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

KOpunuuecknii anpec: 190005, r. Cankr-IletepOypr, MockoBckwuii nip., 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHukaneHbI HOMEp 3anucu B peecTpe akkpeauToBanHbix aul POCC RU.0001.310442.



http://www.endopharm.ru/

