YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

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

Jlucr Ne 1
Perucrpauumonnsiii Ne I'CO 12213-2023 Bcero nuctoB 3

OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EIL] COCTABA JJEKCAMETA30HA (M233-107)

Ha3nayenue crangaprHoro o0paspma: KOHTPOJb TOYHOCTH pE3y/lbTaTOB M3MEPEHUH U
aTTecTallys, BaJUAaLUs METOJIUK H3MEpEeHHH MaccoBOW J0JIM JEeKcaMeTa3oHa B MaTepualax U
JIEKapCTBEHHBIX CPE/ICTBAX.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS /IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTa0MJIBHOCTH  IpaJydpOBOYHON  (KaJIMOPOBOYHOM)
XapaKTEepPUCTUKH CPEJICTB M3MEPEHMH NpU COOTBETCTBUM METPOJIOIMYECKUX 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
JieKcaMeTa30Ha, OeNbIi WK NMOYTH Oelblil KpUCTAJUIMYECKUI MOPOUIOK, pacacoBaHHbIN Maccoil OT
50 Mr mo 250 mr Bo d¢umakoHbl U3 crekia odsemoMm 10 cM® ¢ OOKUMHBIMH KOJITaYKaMH,
MOMEILEHHbIE B Zip-1akeT. PJIaKoH U Zip-aKkeT CHA0XKEHbI ITUKETKAMHU.

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

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

MeTtposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Jis
JiekcaMmeTa3zoHa, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtTtectyemas Wurepan ['paHuUIIBI TOITyCKAaEMBIX JHomyckaemoe
XapaKTEePUCTHKA JIOMYCKAeMBIX 3HAYCHHIA 3HAYCHHE
aTTECTOBAHHBIX OTHOCHUTEIBHON OTHOCHUTEIBHON
3nauenuit CO, % MOTPEIIHOCTH paciipeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3Havyenus CO (mpu P=0,95, k=2)
(mpu P=0,95), £3, % U, %
Macconast otz ot 95,00 110 100,00 0,5 0,5
nexkcaMmerasona, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHHUS K ©IWHUIEC BEIUYMHBI «MaccoBas JOJIs
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €JIMHHIIL
MacCOBOM JI0JTM, MaCCOBOM (MOJISIPHOW ) KOHIIEHTPAIIMU BOABI B TBEPIBIX M JKHUJKHX BEIIECTBAX U




JIuct Ne 2

Bcero nucros 3

Marepuaiax u ['DOT 208 ['ocyaapCTBEHHBIM MNEPBUYHBIM ASTAaJOHOM EIWHHUIl MAacCOBOW JOJIH,

MacCOBOW (MOJISIpHOW) KOHIICHTpPAIIMM OpPTaHWYECKUX KOMIIOHEHTOB B JKUIKUX U TBEPIBIX

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

W30TOMHBIM pa30aBICHUEM M TPaBHUMETPUH, OOeclieueHa MPUMEHEHUEM IOBEPEHHOTO 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 aTTeCTOBAHHOW 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 00paslia yTBEPKACHHOTO THIIA.

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. HaumeHoBaHue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, 10 KOTOPOii BBHIMYIIEH HJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «TexHnyeckoe 3amaHue Ha pa3pabOTKy CTaHIApTHOTO oOpasiia cocraBa JekcamerazoHa (MD3-
107)», yreepxaeanoe OI'YIT «MockoBckuit sH10KpUHHBIH 3aB01» 30.08.2022;

- dIporpaMmMma HCHBITAaHUI CTaHIAPTHOTO 00pa3ia cocTaBa Jaekcamerasona (M33-107), cocraBa
ammonypunosia (MD3-064) B mensix yTBepKICHUS THIIOBY», yTBepxkaeHHas YHUNUM — ¢umuan
OI'VIT «BHUUM um.[I.11.Menneneesa» 13.01.2023.

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 «Hamexaias mpakTuka MPUMEHEHUST CTaHIAPTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «TouHocTh (TIPaBMIBHOCTH M
MPEM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJIMKM HM3MEPEHUH MacCOBOM JIOJIM JeKcaMeTa3oHa B JIGKAPCTBEHHBIX CpPEICTBAX U
MaTepuanax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIu3anuuun TeXHU4YeCKOoM AOKYMCHTAIUU HaA CTaHJIapTHbIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep sx3emmsipa (maptum), AaTta BBINYCKA: TPEICTaBICHA B IIENAX YTBEPKICHHUS THIIA
crangapTHOoro oopasna naptus Ne 001, 23 urons 2023 r.

IIpaBoodaanarenn

®denepanbHOE TOCYAApPCTBEHHOE YHHUTApHOE Hpeanpuarve «MOCKOBCKMH SHIOKPUHHBIM 3aBOI»
(OI'VIT «MOCKOBCKHI SHIOKPUHHBIA 3aBOJT»)

WHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxioBckas, . 25
Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, r. MockBa, mocce DHTY3UacToB, 1. 23, Kopm. 2A

109052, r. Mocksa, yia. HoBoxoxioBckas, 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 Mpeanpusrre «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. MockBa, mmocce DHTY3UacToB, 1. 23, kopi. 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-UCCIIEOBATEIbCKUNA HMHCTUTYT MeTpoiorun - ¢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

YHukanpHbI HOMEp 3anucu B peectpe akkpeauToBanHbix aul POCC RU.0001.310442.



http://www.endopharm.ru/

