YTBEPXIEHO
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EI] COCTABA OKCUTOILIMHA (M33-097)

Ha3nayenue crangaprHoro o0paspma: KOHTPOJb TOYHOCTH pE3y/lbTaTOB M3MEPEHUH U
aTTecTallvs, BaJlMJalus METOJUMK M3MEpPEHHH MaccoBOW [OJM OKCUTOLIMHA B MaTepuajlax 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. CTaHJIApTHBIA oOpasel HpeAcTaBiseT cCOoO0ON CyOCTaHIIMIO
OKCUTOLIMHA, Oenblii WM ToYyTH Oejblii MOpOIIOK, pacdacoBaHHBIM Maccoil or 25 Mr jo
50 mr Bo (piakoHbl U3 crekina oobemMoM 10 cM™ ¢ 0OO)KMMHBIMU KOJITAYKaMH, MIOMEIIEHHbIE B Zip-
nakeT. GrakoH U zip-nakeT CHa0KEeHbI SITUKETKaMHU.

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

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

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

ATtTtectyemas Wurepan ['paHuUIIBI TOITyCKAaEMBIX Honyckaemoe
XapaKTepUCTHKA JIOITYCKaeMBbIX 3HAYEeHU I’ 3HAYCHHE
aTTECTOBAHHBIX OTHOCHUTEIBHON OTHOCHTEJIbHOU
3nauenuit CO, % MOTPEIIHOCTH paciipeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3Havyenus CO (mpu P=0,95, k=2)
(mpu P=0,95), £3, % U, %
s ot 80,00 710 94,00 1,0 1,0
okcuTonrua, %

IIpociexuBaeMOCTh  aTTECTOBAHHOIO 3HA4YEHMS K E€IUHULE BEIMYMHBI «MaccoBas JOJs
KOMIIOHEHTay», BocrpouszBoaumMoit I'DT 173 TocynapcTBEeHHBIM MEPBUYHBIM ATAJIOHOM €IUHUI]
MacCOBOW JIOJIM, MacCOBOM (MOJISIpHON) KOHLIEHTPAIIMM BOJbI B TBEPJBIX U KMJKUX BEIIECTBAX U
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Marepuasiax 1 I'DOT 208 T'ocygapCTBEHHBIM NEPBHYHBIM JTAJOHOM EIUHHUII MAacCOBOW JIOJIH,

MaccoBOW (MOJISIpPHOI) KOHLIEHTPAIlMM OPraHMYECKUX KOMIIOHEHTOB B JKHJAKHX W TBEPIBIX

BEIIECTBAX M MarepHrajaX Ha OCHOBE JKUIKOCTHOW M Ta30BOW XpPOMAaTO-MacC-CIIEKTPOMETPUHU C

U30TONHBIM pa30aBlieHHEM U TPaBUMETPUH, oOeclieueHa NMPUMEHEHHUEM ITOBEPEHHOTIO CpeICTBa

u3MepeHuii «KoMIUIEKC aHATUTHYECKU JUIs YCTAaHOBJICHUS COJICP)KaHHS KOMIIOHEHTOB B

(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
peaTM3yoIIero MEeTo I MaTepUaIbHOTO OaaHca 10 aTTECTOBAHHON METOJIMKE U3MEPEHHIA.

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, yCTAaHABJIMBAIOIINE TPEOOBAHNUSA K CTAHAAPTHOMY 00pa3ny:

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

- «TexHnueckoe 3amaHue Ha pa3pabOTKy CTaHIApPTHOro oOpasia coctaBa okcuTonuHa (MO3-
097)», yrBepxaeranoe OI'VII «MockoBckuil sHA0KpUHHBIH 3aBo1» 30.08.2022;

- dIporpamMmMa UCHBITAHUN CTaHAApTHOro oOpasma coctaBa okcuronuHa (MD3-097), cocraBa
puBapokcabana (MD3-102), cocraBa mMokconumuHa (MD3-112), cocraBa mpomnodona (MD3-
101), cocraBa kapOeromuna (MD3-104) B mensx yTBepKIeHUS THIay, yrBepxaeHHas Y HUMM
— ¢punmman OI'YIT «kBHUUM um.JI.M.Menneneera» 31.05.2023.

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAeJISIONMX MPUMEHeHHe CTAHAApPTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHHS K KOMIICTCHTHOCTH HWCIBITATCIBHBIX |
KaJTMOPOBOUYHBIX JTa00OpaTOPHii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka MpUMEHEHHS CTAHIapTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTH M
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKH U3MEPEHU MacCcOBOM J10JIM OKCUTOILIMHA B JIEKAPCTBEHHBIX CPEJICTBAX U MaTepuasax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

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

Homep sx3emmsipa (maptum), AaTta BBINYCKA: TPEICTaBICHA B IIENAX YTBEPKICHHUS THIIA
cranmapTHOoro oopasna naptus Ne 001, 16 urons 2023 r.

IIpaBoodaanarenn

®enepaibHOE TOCYAAPCTBEHHOE YHHTapHOE Tpeanpusathue «MOCKOBCKHIM 3HIOKPUHHBIA 3aBOJ
(OI'VIT «MOCKOBCKHI SHIOKPUHHBIA 3aBOJT»)

WHH 7722059711

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

111024, Mockaa, mocce DHTY3UacToB, 1. 23, Kopm. 2A

109052, r. Mocksa, yi. 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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IIpousBoauTen
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yin. HoBoxoxsoBckas, a. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEITLHOCTH
111024, MockBa, mocce DHTY3UacToB, 1. 23, Kkopr. 2A
109052, r. Mockga, yi. HoBoxoxoBckas, 1. 25
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

HUcnbiTaTebHBIA HEHTP

Ypalbckuii HayYHO-HUCCIECIOBATEILCKHM WHCTUTYT MeTpojioruu - ¢uinan  DenepanbHOTo
rOCyJapCTBEHHOTO YHUTApHOTO mpeanpusatus «Bcepoccuiickuii Hay4yHO-UCCIEI0BATEIbCKUI
uHCTUTYT MeTposiorun wumenu [[.M.MenneneeBay (YHUUM — dumman OI'YIT « BHUUM
uM.Jl.11.MenneneeBay)

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

KOpuanueckuii agpec: 190005, r. Cankr-IlerepOypr, MockoBckuit mip., 19

Tenedon: 8(343) 350-26-1

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHuKanbHbIA HOMED 3anucu B peectpe akkpeauToBaHHbix jaul POCC RU.0001.310442.



http://www.endopharm.ru/

