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JIuct Ne 1
Perucrpanunonnsiii Ne I'CO 12638-2024 Bcero nuctos 4

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EI] COCTABA METWJIITPEHIU30JIOHA ALIETATA
(MD3-147)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaIUJAIUS METOAMK HM3MEPEHUN MacCOBOM JOJIM METHJINPEIHU30JIOHA alleTaTa B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPHU COOTBETCTBHU METPOJIOTMUECKHX 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
MPOMBINIJICHHOCTh, HAYYHbIE UCCIIEIOBAaHUS, OXpaHa OKpYKalollei cpebl, CyaeOHO-MeTUIIMHCKAs
IKCIIEPTHU3a, CyAeOHAas SKCIIEPTH3a.

OnucaHue CcTaHIAPTHOro o0pa3ua: CcTaHIApTHBIM 0Opasel MmpencTaBisieT coO0i CyOCTaHIIMIO
METHJIIPETHU30JI0HA alleTaTa, Oenblii WIM T1oYTH Oenblii  KPUCTAIUIMYECKUH IOPOIIOK,
pacdacoBannbiii mMaccoir ot 100 mr mo 500 mr, Bo ¢umakoHbl u3 crekia odvemom 10 oM’ ¢
00KUMHBIMU KOJITTAYKaMHU, TIOMEIICHHBIE B Zip-1akeT. DIakoH U zip-TakeT CHA0KEHBI A TUKETKAMU.
Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOJI».

@opma BbINYCKA: CEPUITHOE MPOU3BOICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTpoJiornyeckue XapaKTepHUCTHKH: aTTecTyeMas XapakTepUCTHKa — MaccoBas JI0Jis
METHJINPETHU30JI0HA anerara, %.
Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

ATtTectyemas WHuTtepBan I'panunsl Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HauYeHUe
aTTECTOBAaHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
3nauennit CO, % OTHOCUTETEHOMN pacIIMpeHHOM
MOTPEIIHOCTH HeomnpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2),
saauenusa CO U, %

(mpu P=0,95), £3, %

MaccoBas gois
METHIIIIPETHA30I0HA ot 95,00 mo 100,00 0,5 0,5
anerara, %
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[IpocmexnBaeMOCTh aTTECTOBAHHBIX 3HAYEHUH K €IMHMUIE BEJIMYMHBI «MaccoBas JOJIA
KOMIIOHEHTay», Bocipous3BoauMoil I'DOT 173 T'ocynapcTBEHHBIM NEPBUYHBIM ITAJIOHOM EIUHUI]
MacCOBOM JI0JIM, MAacCOBOM (MOJIIPHOI) KOHILEHTPALlMU BOJbI B TBEPJBIX U KUIKUX BEIIECTBAX U
matepuanax u I'OT 208 I'ocynapcTBEHHBIM IMEPBUYHBIM ATAJOHOM EIWHHUI] MacCcOBOM J10JH,
MaccoBOM (MOJISIpHOM) KOHIIEHTpAIlMM OpPraHUYECKUX KOMIIOHEHTOB B JKUIKHUX U TBEPIbIX
BElIECTBaX M MaTepuajgax Ha OCHOBE >KMJIKOCTHOW M Tra3oBOM XpOMAaTo-Macc-CIIEKTPOMETPHUH C
M30TOMHBIM pa30aBlIeHUEM U TIPaBUMETPHH, oOecliedeHa MPUMEHEHHEM IOBEPEHHOI'0 CpPEe/ICTBa
n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B
(dbapMaKoIIOTHYECKH aKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEIIEeCTBax» (per. Homep  84849-22),
peaTn3yoUM METO] MaTepUaIbHOTO OaaHca 1Mo aTTECTOBAHHON METOIMKE U3MEPEHHIA.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUSI THNA. HAHOCAT MOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la W B TMpaBbli BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro oOpa3slia yTBEPKIEHHOTO THIIA.

KoMmiieKTHOCTH cTaHAapTHOro oOpasua: (iuakoH M MOacmopT CTaHAApTHOrO 00pasia,
MOMEILEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmiieHHoit cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
OyaeT BbINYCKATHCHA CTAHAAPTHBIN 00pa3el:

- «TexHuueckoe 3afaHue Ha pa3pabOTKy CTaHIAPTHOTO OOpaslla cocTaBa METUIIPEIHU30IOHA
anerata (MD3-147)y», yreepxaenHoe OI'YIT «MoCKOBCKUI SHIOKPHHHBIN 3aBOI» 26 CEHTAOPs
2023 r.;

- [IporpammMa WCHBITAaHUH CTaHAAPTHBIX OOpAa3IOB COCTaBa METHJINPEIHU30JIOHA alerara
(MD3-147), cocTaBa MeTUJINPEIHU30I0HA THAPOcyKInHATa (MD3 -148) B 1esax yTBEpKIACHHUS
TunoBy, yreepxaeHHas YHUUM — ¢umman OT'VII «BHUNUM um.J[.M.MenneneeBay 27 uioHA
2024 1.

2. HanmMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAeSIONMX MPUMEHEeHHe CTAHAAPTHOIO
o0pa3ua:

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

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

- METOJIMKM M3MEPEHHUIl MacCOBOM JONM METUINPETHU30I0OHA alerata B JIEKApCTBEHHBIX
CpeICTBax W MaTepHaax;

- METOJIMKH KaJIMOPOBKH CPEJICTB U3MEPEHUI.

3. lepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHIAPTHBINA o0pa3zem:
HE PeKe OJHOTO pa3a B MSATh JIET.

Homep s3k3emmusipa (mapTuu), AaTa BBINYCKA: TPEICTaBlIeHA B IIENAX YTBEPKIACHUS THIIA
crangaptHoro oopasua naptust Ne 001, 31 urons 2024 r.
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(PT'YIT «MOCKOBCKHI HTOKPHUHHBIN 3aBO»)
WHH 7722059711
HOpunnueckmii agpec: 109052, r. MockBa, BH. Tep. r. MyHuIMnansHeii oKpyr Humkeropoackuii,
yi1. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (paKTUYECKOTO MEeCTa OCYIIECTBIICHUS ACSITEILHOCTH !
111024, r. Mocksa, BH. Tep. I. Myraununansueiii okpyr Cokonunas I'opa, yi. Jlaboparopnas, 1. 12,
cTp. 2
109052, r. Mocksa, BH. Tep. r. MyHununansuslii  okpyr Humkeroponckuii, yin. HoBoxoxiioBckas,
a. 25 ctp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

IIpousBoauTen

@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE Mpeanpustue «MOCKOBCKHMM SHIOKPUHHBIM 3aBOI»
(®I'VII «MOoCKOBCKHI 3HIOKPUHHBIN 3aBOJ»)

WHH 7722059711

IOpunnuecknii agpec: 109052, r. Mocksa, BH. Tep. r. MyHUIMIIaNbHBIN OKpyr Hipkeropoackwii,
yi1. HoBoxoxmoBckas, 1. 25 ctp. 1

Anpeca GpakTHUECKOTO MECTa OCYIIECTBICHUS ACITEIHLHOCTH:

111024, r. Mocksa, BH. Tep. I. MynununansHbiii okpyr Cokonunas ['opa, yi. Jlaboparopunas, 1. 12,
cTp. 2

109052, r. Mocksa, BH. Tep. I. MyHununanenbeiii  okpyr Huxeropoackuii, yn. HoBoxoxioBckas,
a. 25 crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
http://www.endopharm.ru/
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HUcnbiTaTebHbIA HEHTP
VYpanbCKuil Hay4YHO-HCCIEOBAaTENLCKUNA HMHCTHTYT MeTposiorun - ¢unuan dDeaepanbHOro
rOCy/IapCTBEHHOTO0 YHUTapHOro mnpeanpuatus «Bcepoccuiickuii Hay4HO-HCCIIEI0BATENbCKUMA
uHCTUTYT Metrposoruu wumenu J[.UM.Menneneeray (YHUUM — dumman OI'YIT «BHUUM
uM. JI.11.MenneneeBa)
Anpec mecta HaxoxaeHus: 620075, r. ExkatepunOypr, yn. KpacHoapmetickas, 1. 4
KOpunnueckwnii anpec: 190005, r. Cankr-IletepOypr, MockoBckuit p-KT, 1. 19
Tenedon: 8(343) 350-26-18
E-mail: uniim@uniim.ru
Web-caiir: www.uniim.ru
VYHuKanbHbI HOMED 3amucu B peectpe akkpeauToBanHbixX aull POCC RU.0001.310442.




