YTBEPXIEHO
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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3ELl COCTABA ®JIYTUKA3OHA (®JIYTUKA3ZOHA
[TIPOITMOHATA) (MD3-094)

Ha3nayenue cTaHOapTHOro o0Opa3ua: KOHTPOJIb TOYHOCTH pPE3YyIbTaTOB U3MEPEHUU U
aTTecTalus, BaJIUJAIUS METOAMK H3MEpPEeHUN MaccoBOM J0iM (IyTHKa3oHa MPOMHOHATa B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB HM3MEPEHUN TMPU COOTBETCTBHUU METPOJIOTMUECKHX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nactd PKOHOMUKH H c]epbl NeATeIbHOCTH, TIe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIJICHHOCTh, OXpaHa OKpY)Karollel cpeibl, cyAeOHO-MEIUIIMHCKAs dKCIepTU3a, cyaeOHas
AKCIIEPTH3a, HAYYHBIC UCCIIEIOBAHUSI.

Onucanue cTaHAAPTHOrO o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0ON CyOCTaHIMIO
bayTuKazoHa NpoNMUOHaTa, Oenblii MWK MouTH  Oenblii  MOPOIIOK, pachacoBaHHBIA Maccoil
or 100 mr go 250 mr, Bo ¢iakoHbl U3 crekna oobemom 10 cM® ¢ OGKHMHBIME KOJITIAdKaMH,
MOMEILEHHbIE B Zip-1akeT. PJIaKoH U Zip-NaKkeT CHA0XKEHbI ITUKETKAMHU.

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

@opma BbINYCKA: CEPUITHOE MPOU3BOICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTtposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Jis
¢nyTukazoHa nponuonara, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHUYECKHE XapAKTEPUCTUKU

ATtrecryemas WNHurtepBan ['pannub! nomyckaeMsIx Jonyckaemoe
XapaKTEePUCTHKA JIOTITyCKaeMBbIX 3HAYECHUU 3Ha4YEHHE
aTTECTOBAHHBIX OTHOCUTEIBHOU OTHOCHUTEIIbHOU
3Hauenuit CO, % MOrPEIIHOCTH pacIIupEeHHON
aTTECTOBAHHOI'O HeonpeneneHnoctu CO
sHauenusa CO (pu P=0,95, k=2)
(mpu P=0,95), 6 % U, %
Maccosas nons
dyTHKa3oHa ot 95,00 10 100,00 0,5 0,5
IponuoHara, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYCHHUS K ©IWHUIEC BEJIUYHHBI «MaccoBas JOJIs
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €IMHHIIL
MacCOBOM JI0JM, MAacCOBOW (MOJISPHOM) KOHIICHTPAIIMH BOJIBI B TBEP/ABIX M JKHUJIKMX 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 yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUecKHM CIIOCOOOM B IMpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHJApTHOro oOpa3la M B TMpaBbli BEPXHHUHA Yrol O3TUKETKU
CTaHJapTHOro oOpa3slia yTBEPKIEHHOTO THIIA.

KoMI/IeKTHOCTh CTaHIapTHOro o6pa3nma: (UIakoH W [acmopT —CTaHIapTHOro oOpasia,
MOMEIIEHHBIE ZIp-TIAKeT ¢ 3TUKETKOM, opopmiennoit cornmacHo Tpedosanusm ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAaHABJIMBAIOIINE TPEOOBAHNUSA K CTAHAAPTHOMY 00pa3ny:

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

- «TexHudeckoe 3agaHWe Ha pPa3pabOTKy CTaHIApTHOro oOpa3ma cocTtaBa (uyTukazoHa
(nyrukaszona nponuonara) (MD3-094)», yreepxaerHroe OI'VIT «MOCKOBCKHIA HIOKPHHHBINA
3asoa» 30.08.2022;

- [IporpamMmMa HMCHBITaHHI CTaHIAPTHOTO 00pa3na cocrtaBa BapdapuHa (BaphapuHa HATpPHUS)
(MD3-070), cocraBa (¢enorepona (dpenorepona ruapoopomuaa) (MD3-089), cocrasa
caipMeTrepoda (canpmerepoiia kcuHadoara) (MD3-093), cocraBa ¢urytukazona (payrukazoHa
nponuonara) (MD3-094) B mensx yrBepxacHHS THMay, yrBepkaeHHas YHUUM — ¢umman
OI'VII «BHUUM um.[I.1.MenneneeBa» 13.01.2023.

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/SIONMX MPUMEeHeHHe CTAHAApPTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH WCIBITATENBHBIX U
KaJTMOPOBOUYHBIX JTa00OpaTOPHii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka IpUMEHEHHS CTaHIapTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTE U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOJIMKH U3MEPEHUN MacCOBOM J0iH (IyTHKAa30HA MPOMHUOHATA B JIEKAPCTBEHHBIX CPEACTBAX U
Marepuanax,

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUIA.

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

Homep sx3emmuisipa (maptum), AaTta BBINYCKA: TPEICTaBICHAa B IIENAX YTBEPXKICHHUS THIIA
crangapTHoro oopasma maptus Ne 001, 26 mas 2023 r.

IIpaBoodaanarenn

®denepanbHOE TOCYAAPCTBEHHOE YHHUTAapHOE npeanpuatrne «MOCKOBCKMH SHIOKPUHHBIA 3aBOI
(®I'VIT «MOCKOBCKHI SHIOKPUHHBIN 3aBOJI»)

HNHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxioBckas, . 25

Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

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

109052, r. Mocksa, yi. HoBoxoxioBckas, 1. 25

Tenedon: 8 (495) 234-61-92
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Web-caiiT: www.endopharm.ru
IIpousBoauTen
®enepanbHOE TOCYAAPCTBEHHOE YHHTapHOE Npeanpusathe «MOCKOBCKHIM 3HIOKPUHHBIA 3aBOJ
(OPT'YIT «MOCKOBCKHI HIOKPUHHBIN 3aBO»)
WHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yin. HoBoxoxioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEITLHOCTH
111024, r. MockBa, mmocce DHTY3UacToB, 1. 23, KopIl. 2A
109052, r. Mockga, yi. HoBoxoxioBckas, 1. 25
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

HUcnbiTaTebHbIA HEHTP

Ypanbckuii HayYHO-HUCCIECIOBATEILCKU WHCTUTYT MeTpojioruu - ¢umnan  DenepanbHOTo
rOCYJapCTBEHHOTO YHUTApHOTO mpenanpusatus «Bcepoccuiickuii HayyHO-UCCIEI0BATEIbCKUI
uHCTUTYT MeTposiornn  umeHH J.M.Menneneeay (YHUUM — ¢wman OI'YII «BHUUM
uM. JI.11.MenneneeBay)

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

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

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHuKanbHbI HOMED 3anucu B peectpe akkpeauToBaHHbix aul POCC RU.0001.310442.
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