YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

¥ METPOJIOTUU
ot «08» uroag 2023 r. Ne 1198
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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EI] COCTABA BAP®APUHA (BAP®APUHA
HATPUST) (MD3-070)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaIUIausl METOIUK U3MEPEHH MacCOBOM J0M BapdaprHa HaTpHsl B MaTepuaiax u
JIEKapPCTBEHHBIX CPE/ICTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN IPU COOTBETCTBHU METPOJIOTHUECKUX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nacTé PKOHOMUKH H cQepbl AeATeIbHOCTH, TNle IUIAHUPYETCs MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIICHHOCTh, CYACOHO-MEIUIIMHCKAs JKCIEepTH3a, CylaeOHas OSKCIepTu3a, HayyHbIe
MCCJICI0BAHMUS.

OnucaHue CTAaHIAPTHOrO 00pa3ma: CTaHAAPTHBIA 00pa3el MpencTaBisieT co0oW CyOCTaHIUEO
BapdapuHa HaTpus, aMOp(HBIA MOPOIIOK OEIOr0 WM MOYTH Oeoro IBera, pachacoBaHHBIN
maccoii ot 50 Mr 10 250 Mr, Bo (IaKOHBI 13 cTeKIa 06beMOM 10 cM® ¢ 0GKIMHBIMH KOJIIAYKaMH,
MIOMEIIICHHBIC B Zip-TiakeT. DIaKoH U zip-TakeT CHa0KEHbI S THKETKAMH.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBO.

®opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTpoJiornyecKkue XapakTepUCTHKHU . aTTeCTyeMasl XapaKTepUCTHKa — MaccoBast 107151 BappapuHa
HaTpus, %
Tab6naunal—HopMupoBaHHBIE METPOJIOTHYECKHE XAPAKTEPUCTUKH

ATtrecryemas WNHurtepBan ['pannub! nomyckaeMsIx Jonyckaemoe
XapaKTEePUCTHKA JIOTITyCKaeMBbIX 3HAYCHUU 3HAYCHUE
aTTECTOBAHHBIX OTHOCHUTEIIBHOU OTHOCHUTEIIBbHOU
3Hauenuit CO, % MOTPELTHOCTH pacUIMpEeHHOU
aTTECTOBAHHOI'O HeonpeneneHnoctu CO
sHauenusa CO (pu P=0,95, k=2)
(mpu P=0,95), +5, % U, %
Maccosas nos ot 94,00 510 100,00 05 05
BapdapuHa HaTpud, %

IIpociexnuBaeMOCTh aTTECTOBAHHOIO 3HA4YEHMS K E€IUHULE BEIMYMHBI «MaccoBas JOJs
KOMIIOHEHTay», BocrpouszBoauMoit I'DT 173 TocynapcTBEHHBIM MEPBUYHBIM ATAJIOHOM €IUHUIL
MacCOBOW JIOJIM, MacCOBOM (MOJISIpHON) KOHLIEHTPAIIMM BOJbI B TBEPJBIX U KMJKUX BEIIECTBAX U
matepuanax u ['OT 208 I'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM E€IUHHUI] MacCOBOM 110JH,
MaccoBOW (MOJISIpPHOI) KOHLIEHTPAIlMM OPraHMYECKUX KOMIIOHEHTOB B JKHJIKMX W TBEPIBIX
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BEIIECTBAaX M MaTephajax Ha OCHOBE JKHJIKOCTHOM M Ta30BOH XPOMAaTO-MAacCC-CHEKTPOMETPHU C

U30TOMHBIM pa30aBlieHHEM U TpaBUMETpUH, oOecrieueHa NMPUMEHEHUEM ITOBEPEHHOI'O CpeiCTBa

u3MepeHnii «KoMIIieKC aHaIMTHUYECKHH JUIs YCTAHOBJICHHUS COJCp)KaHHS KOMIIOHEHTOB B

(hapMaKOJIOTUYECKH AaKTHBHBIX M BCIIOMOTaTENbHBIX BelIecTBax» (per. Homep  84849-22),
pEaNTN3YIONIET0 METO/I MaTepUaIbHOTO OajlaHca 110 aTTECTOBAHHON METOANKE H3MEPEHUI.

CpoK rogHoCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOTO JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la W B TMpaBblii BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro oOpa3slia yTBEeP KIEHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH | MacmopT CTaHJAPTHOTO o0pasia,
MTOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiieHHo cornacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
Oy/aeT BBINYCKATbCS CTaHIAPTHBIN o0pa3zen:

- «TexHuveckoe 3aJaHue Ha Pa3pabOTKy CTaHIAPTHOrO oOpasia cocTaBa Bapdapuna (Bapdapuna
Hatpus) (MD3-070)», yreepxaeanoe ®I'YIT «MockoBckuii 3H10KpuHHBIH 3aB01» 30.08.2022;

- [IporpamMmMa HCHBITaHHI CTaHIAPTHOTO 00pa3la cocrtaBa BapdapuHa (BaphapuHa HATpPHUS)
(MD3-070), cocraBa (¢enorepona (dpenorepona ruapoopomuaa) (MD3-089), cocrasa
caipMeTrepoda (canpmerepoiia kcunadoara) (MD3-093), cocraBa ¢urytukazona (payrukazoHa
nponuonara) (MD3-094) B mensx yrBepxacHus THIay, yrBepkaeHHas YHUUM — ¢umman
OI'VII «BHUUM um.[I..MenneneeBa» 13.01.2023.

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/SIONMX MPUMEHeHHe CTAHAApTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHwMs K KOMIETCHTHOCTH WCHBITATCIBHBIX U
KaJIMOPOBOYHBIX JJaOOpaTOpUii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka IpUMEHEHHS CTaAHIapTHBIX 00pa3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (IpaBUIBHOCTE M
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKM HM3MEPEeHHI MaccoBOW monu BapdapuHa HATpuUs B JIEKAPCTBEHHBIX CPEACTBAX U
MaTepuanax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMU HA CTAHIAPTHBINH o0pa3zem:
HE PeKe OJHOTO pa3a B MSATH JIET.

Homep s3k3emmuisipa (mapTuu), AaTa BBINYCKAa: TPEJICTaBlIeHA B IENSAX YTBEPXKICHUS THIIA
crangaptHoro oopasua naptus Ne 001, 26 mas 2023 r.

IIpaBoodaanarenn

®enepaibHOE TOCYAAPCTBEHHOE YHHTapHOE Npeanpusathne «MOCKOBCKHI 3HIOKPUHHBIA 3aBOJ
(®I'VIT «MOCKOBCKHI SHIOKPUHHBIN 3aBOJI»)

HNHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yin. HoBoxoxinoBckas, . 25
Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, r. MockBsa, 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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IIpousBoauTen
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yin. HoBoxoxioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEITLHOCTH
111024, r. Mockaa, 1mocce DHTY3HacTOB, 1. 23, Kopir. 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  umeHu J.M.Menaeneeay (YHUUM — ¢mwman OI'YII «BHUUM
uMm.Jl.11.MenneneeBay)

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

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

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHuKanbHbI HOMED 3anucu B peectpe akkpeauToBaHHbIx aull POCC RU.0001.310442.
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