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Jlucr Ne 1
Perucrpauumonnsiii Ne I'CO 12145-2023 Bcero nuctoB 3

OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EL] COCTABA DTAM3UJIATA (M33-087)

Ha3znauyeHHe CTaHJAApTHOr0 00pa3na. KOHTPOJb TOYHOCTH pE3YJIbTaTOB HU3MEPEHUl U
aTTecTalys, BaIMJAlUs METOIUK H3MEPEHHH MacCOBOH JONM 3TaM3WiaTa B Marepuayiax Hu
JICKapCTBEHHBIX CPEACTBAX.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS /IS

- YCTAaHOBIICHHST M KOHTPOJS  CTAaOMJIBHOCTH  T'PagyUpOBOYHON  (KaarmOpOBOUYHOM)
XapaKTePUCTHKH CPEJICTB H3MEPEHHH IPH COOTBETCTBUM METPOJOTMYECKUX XapaKTEPUCTUK
CTaHJAPTHOTO 00pa3na TpeOOBAaHHUSIM METOANKH U3MEPEHUN;

- K&TMOPOBKH CPEICTB HM3MEPEHUI TPH YCIOBHH COOTBETCTBHS TPEOOBAaHHSIM METOAMK
KaTHOPOBKHY,

- XapaKTepu3aliy CTaHAapTHBIX 00pa3oB, MaTEPUAIIOB.
OO6nacTi SKOHOMHKH H c(epbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpasua: (bapmaneBTHYECKAS IPOMBIIUICHHOCTB, 3paBOOXpaHEHUE, BETEepHUHApHAS
IPOMBIIIICHHOCTh, CyACOHO-MEIUIIMHCKAs OSKCIEPTH3a, HAaydHbIE HCCICIOBAHUSA, KAIHOpPOBKA
CPE/ICTB U3MEPEHHI.

Onucanue cTaHAApTHOrO o0pa3ua: CTaHIApTHBIA oOpasel HpeacTaBiseT cOoO0OM CyOCTaHIIMIO
ATaM3ujaTa, OeNblid UM MOYTH Oesblil KPUCTATINYECKUI MOPOUIOK, pachacoOBaHHBIA Maccoil OT
100 nmo 500 mr Bo ¢uakoHb! U3 cTekaa oobemom 10 cM® ¢ 00KUMHBIMH KOJITayKaMHM, TTIOMEIICHHBIE
B zip-niakeT. DJIaKoH U zip-TlakeT CHA0XKEHbl ITUKETKaMHU.

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

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

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

ATtTtectyemas Wurepan ['paHuUIIBI T1OITyCKAaeMbIX Honyckaemoe

XapaKTEPUCTHKA JTOITYCKAaEeMBbIX 3HAYEHUI 3HAYCHUE
aTTECTOBAHHBIX OTHOCHUTEIBHON OTHOCHUTEIBHON
3nauenuit CO, % MOTPEIIHOCTH paciipeHHON

aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3nadenuss CO (mpu P=0,95, k=2)
(mpu P=0,95), £5 % U, %
Maccosas nons ot 95,00 s10 100,00 05 05
sram3unara, % ' '

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHHUS K ©IWHUIEC BEIUYMHBI «MaccoBas JOJIs
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €JIMHHIIL
MacCOBOU J0JTM, MaCCOBOM (MOJISIPHOM) KOHIIEHTPAITUU BOABI B TBEPJBIX M JKUJKHX 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),
peau3yoIIero MeTo 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:

- «TexHuveckoe 3a7aHue Ha pa3pabOTKy CTaHIApTHOrO oOpasia coctaBa stam3miata (MD3-087)y,
yrBepxaeHHoe OI'VII «MockoBckuit a3H10KpuHHBIN 3aBoa» 30.08.2022;

- «IporpaMma HCHUBITAHHH CTaHAAPTHBIX OOpa3lOB cOCTaBa TamleHTaAoja (TameHTazjoJa
rugpoxiopuaa) (M33-086), cocraBa »stam3unmara (M33-087), coctaBa »330Memnpazona
(330Mmemnpazonma  Hatpus) (MD3-090), cocraBa eBoOynuBakawmHa (JeBoOyNmHUBaKamHa
rugpoxjopuaa MoHoruzapata) (M33-091) B mensx yTBEpKICHHS THIIOBY», YTBEP)KICHHAS
YHUUM - ¢pumuan OI'YIT «BHUUM um.[I.11.MenneneeBa» 13.01.2023.

2. HaumeHoBaHue H 0003HAYEeHHE TOKYMEHTOB, ONPeAeAIOIINAX NMPUMeHeHHe CTAHIAPTHOIO
o0pa3ua:

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

-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTH M
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKH U3MEPEHUN MacCOBOI J10JIM dTamM3ujIaTa B JIEKAPCTBEHHBIX CPEJICTBAX M MaTepHanax;

- METOJIUKH KAITMOPOBKH CPEJICTB U3MEPEHUH.

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

Homep 3kx3emiuisipa (mapTum), AaTa BbINYCKA. MpEACTaBIeHA B IENSAX YTBEPXKICHHUS THIIA
crangapTHoro oopasmna maptus Ne 001, 17 dpespans 2023 T.

IIpaBoodaanaresnn

®denepanbHOE TOCYAApPCTBEHHOE YHUTAapHOE Tpeanpuatrne «MOCKOBCKUN SHIOKPUHHBIA 3aBOI
(OTVIT «MOCKOBCKHI SHTOKPUHHBIN 3aBO»)

WHH 7722059711

Opunnuecknit  agpec u  aapec (HAKTUIECKOTO MeECTa OCYIIECTBIEHHUS JCATEIHHOCTH:
109052, r. Mockga, yin. HoBoxoxnoBckas, 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

®enepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE mpeanpusatue «MOCKOBCKMM SHIOKPUHHBIM 3aBOI
(PT'YIT «MOCKOBCKHI 3HTOKPHUHHBIN 3aBO»)

WHH 7722059711

Opuanueckuii anpec U  aapec (PaKTUYECKOTO MecTa OCYIIECTBICHUS  JIEATEIbHOCTH:
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-UCCIEN0BATEIbCKUI
uHCTUTYT MeTrponorun wumenn J[.M.MenneneeBay (YHUUM — dumuan DI'YIT «kBHUUM
uM. JI.11.MenneneeBay)

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

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

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHuKanbHbId HOMED 3anucu B peectpe akkpeauToBaHHbIx i POCC RU.0001.310442.



http://www.endopharm.ru/

