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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EI] COCTABA HE®OITAMA
TUJIPOXJIOPUJIA (MD3-114)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaluJalus METOJUK H3MEpEeHUil MaccoBoil nonum Hedomama Tuapoxiopuaa B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPU COOTBETCTBUU METPOJIOTHUECKUX XaPAKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIICHHOCTh, CYACOHO-MEIUIIMHCKAs JKCIEepTH3a, CylaeOHas OSKCIepTu3a, HayyHbIe
MCCJICI0BAHMUS.

Onucanue cTaHAAPTHOr0 o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBisieT COO0OW CyOCTaHIIHIO
HedonaMa rugpoxjaopuja, Oenblii UK MoYTH Oenblil MopolokK, pachacoBaHHbli Maccoit ot 10
o 200 mr, Bo yakoHBI U3 cTekia oobemoM 10 cM° ¢ 0BKMMHBIMH KOJIITAaYKaMH, ITIOMEIEHHBIE B
zip-naketr. OaKoH U ZiP-TaKeT CHA0KEHBI ITHKETKAMHU.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKUI SHTOKPUHHBIN 3aBOY.

dopma BbINYCKA: CEPUITHOE MPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTUSIMHU.

MeTpoJiornyecKkue XapaKTepUCTHKH . aTTeCTyeMasi XapaKTepUCTHKa — MaccoBasi JI0Jsl Hedomnama
rugpoxiopuaa %.
Ta6nuial—HopMupyemble METPOJIOTHYECKHE XapaKTEPUCTUKU

ATtrecryemas HNHurtepBan ['pannib! nOmycKkaemMsIx Jonyckaemoe

XapaKTEePUCTHKA JIOTITyCKaeMBbIX 3HAYCHUU 3HAYCHHUE
aTTECTOBAHHBIX OTHOCHUTEIIBHOU OTHOCHUTEIIbHOU
3nauenuit CO, % MOrPEIIHOCTH pacIIupEeHHON

aTTECTOBAHHOIO HeonpeneneHnoctu CO
sgauenusg CO (pu P=0,95, k=2)
(mpu P=0,95), £3, % U, %
MaccoBas goas
Hedomama ot 95,00 o 100,00 0,5 0,5
rugpoxiopuaa, %

[IpocnexxuBaeMOCTh aTTECTOBAHHOTO 3HAYEHHMS K €JUHHUIIE BEJIMYMHBI «MaccoBasl OIS
KOMITIOHEHTay», BocmpousBoaumoi I'OT 173 T'ocynapcTBEeHHBIM NEPBUYHBIM STAJOHOM E€IMHUI
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MacCOBOM JI0JIM, MAacCCOBOM (MOJISIPHOM) KOHIIEHTPAIIMH BOJBI B TBEPJbIX M KUAKUX BEIIECTBAX U

Marepuanax u ['DT 208 TlocymapcTBEHHBIM NEPBUYHBIM 3TAaJOHOM E€IMHUII MAacCOBOW JIOJIH,

MaccoBOM (MOJSIPHOM) KOHIIGHTpPAIlMA OPraHWYECKUX KOMIIOHCHTOB B JKHIKMX M TBEPJBIX

BEII[ECTBAX M MaTepuajaXx Ha OCHOBE XUIKOCTHOM M Tra30BOM XpOMAaTO-MacC-CIIEKTPOMETPHUHU C

HM30TONHBIM pPa30aBJICHUEM W TPaBUMETPHH, OOECIeYeHa MPUMEHEHHEM ITOBEPEHHOTO CpPEIICTBA

n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B

(bapMaKoJIIOTHYECKH AaKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEmeCTBax» (per. Homep  84849-22),
peaTM3yIONIEro METO ] MaTePHAIbHOTO OaaHca 1Mo aTTEeCTOBAaHHOW METOIMKE U3MEPEHUH.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YTOJI
MEpBOro JIMCTa TAacmopTra CTaHAapTHOTO oOpa3la U B TMpaBblii BEPXHUM yroil ATHUKETKU
CTaHJApTHOTO 00pa3ia yTBEP>KACHHOTO TUTIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH © MacmopT CTaHJAPTHOTO o0pasia,
MOMEIIEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmieHHoi cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTaHABJIMBaIONIHe TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHoBaHue ¥ 0003HAYEHUE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
Oy/aeT BBINYCKATbCS CTaHIAPTHBIN o0pa3zen:

- «Texnuueckoe 3afjaHMe Ha pPa3pabOTKy CTaHAapTHOro oOpasna cocrtaBa Hedomama
ruapoxiopuaa (MD3-114)», yreepkaenHoe OI'YII «MOCKOBCKHIT 3SHIOKPHUHHBIA 3aBOI»
19.07.2023;

- dIporpamMmma WCHIBITAHUN CTaHIApTHOrO oOpasma cocraBa kioOazama (MD3-113), cocraBa
Hepomama ruapoxiopugaa (MD3-114), cocraBa mnceBmomoppuHa (MD3-117) B 1ensax
yTBEpKJICHHS TUTa», yrBepxkaeHHas Y HUMM — ¢umuan OI'YII «BHUNM um.JI.M.Menneneea
03.10.2023.

2. HaumeHoBaHue u 0003HAYeHHE JOKYMEHTOB, ONpeAe/A0IIUX NPUMeHeHHe CTaHIapTHOIO
oOpa3sua:

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

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka IpUMEHEHHS CTAHIapPTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTE U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOAMKHM M3MEPEHUH MacCOBOM J0JIM Hedollama rHApOXJIOpUAa B JIEKAPCTBEHHBIX CPEICTBAX U
Marepuanax;

- METOAMKH KaJTMOPOBKH CPEJICTB U3MEPEHUH.

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 oopasmna naptus Ne 001, 25 okrsOps 2023 .

IIpousBoauTenn

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

HNHH 7722059711

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

Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, r. Mocksa, 11. DHTY34acTOB, 1. 23, K. 2A

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

Tenedon: 8 (495) 234-61-92
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IIpaBoobaanarenn

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

WHH 7722059711

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

111024, r. Mocksa, 1. DHTY34acTOB, 1. 23, K. 2A

109052, r. Mockaa, yi. HoBoxoxisoBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN HEHTP

VYpanbCckuil Hay4YHO-UCCIIEOBATEIbCKUNA HMHCTUTYT MeTpoiorun - ¢uiman dDegepanibHOro
FOCYIApCTBEHHOIO0 YHUTApPHOrO npeanpusaitus «BcepocCuicKuii Hay4dHO-MCCIEA0BATEIbCKUM
UHCTUTYT  MeTponorun umenu J[[.M.Menneneesay (YHUUM — ¢unmuan OI'YII «BHUUM
nMm. [I..Menneneenay)

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

IOpunnuecknii anpec: 190005, r. Cankr-IlerepOypr, MockoBckuit mp-kT, 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiiT: www.uniim.ru

YHuKanpHbIM HOMEp 3anucu B peectpe akkpeauToBanHbix Jul POCC RU.0001.310442.
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