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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIII ~ OBPA3EL] COCTABA  METWJIIIPEJHU30JIOHA
TUAPOCYKIIMHATA (MD3-148)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJWJalMsl METOJMK H3MEpPEHUHl  MaccoBOW  JONIM  METHJINPEIHH30JI0HA
TUJIPOCYKIIMHATa B MaTepuasax U JIKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPH COOTBETCTBHM METPOJIOTUYECKHX XapaKTEPUCTHUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepHu3ally CTaHIapTHBIX 00pa3I0B, MATEPUAIIOB.

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.

Onucanue cTaHAAPTHOrO o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0ON CyOCTaHIMIO
METHJINPEITHU30JI0HA TUAPOCYKIIMHATA, O€nblii WM MOYTH Oenblii MOopolIoK, pac(acoBaHHBIN
maccoif ot 100 mr no 500 mr, Bo hiakoHsl U3 crekiaa oobemoMm 10 cM® ¢ OGKIMHBIMH KOJITTAdKaMH,
MOMEILEHHbIE B Zip-1akeT. DJIaKoH U Zip-NaKkeT CHA0XKEHbI ITUKETKAMHU.

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

@opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO NEPUOTUUCCKU TOBTOPSIONUMUCS MTAPTUSMH.

Metposornyeckue XapakTePHMCTHKH. aTTeCTyeMas XapaKTepUCTHKAa — MaccoBas —J0Js
METHJINPETHU30JI0HA TUAPOCYKIIMHAaTa, %0.
Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

ATtTectyemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKTEepUCTUKA JIOTTYCKaeMBbIX JIOITyCKaeMbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIIbHOU
3Hauenuit CO, % OTHOCUTEIILHOU pacIIupEeHHON
MOTPEIIHOCTH HeonpeneneHnoctu CO
aTTECTOBAHHOT'O (pu P=0,95, k=2),
sgauenusa CO U, %

(mpu P=0,95), £3, %

MaccoBast 1o
METHUJIPETHU30JI0HA ot 95,00 mo 100,00 0,5 0,5
rUApocyKIuHara, %

IIpociexuBaeMOCTh  aTTECTOBAHHBIX 3HAYEHUM K CIMHUIE BEJIMYMHBI «MaccoBas J0JIA
KOMIIOHEHTay, BocrpousBoauMoit I'DT 173 TocynapcTBEeHHBIM MEPBUYHBIM ATAJIOHOM €IUHUI]
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MacCOBOM JIOJIM, MAacCOBOM (MOJISIPHOM) KOHIIEHTPAIMKM BOJBI B TBEPIBIX M KHUIKUX BEIIECTBAX U

Marepuanax u ['DOT 208 [ocygapcTBEHHBIM NEPBUYHBIM 3TAaJOHOM E€JIMHUI MAacCOBOW JIOJIH,

MaccoBOM (MOJSIPHOM) KOHIIGHTpPAIlMA OPraHWYECKUX KOMIIOHCHTOB B JKHIKMX M TBEPJBIX

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

M30TOIHBIM pa30aBJICHUEM M TPAaBHUMETPHUM, OOCCIICUCHA MPHUMEHEHHEM ITOBEPEHHOTO CpEeCTBa

n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B

(bapMaKoJIIOTHYECKH AaKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEmeCTBax» (per. Homep  84849-22),
peaTM3YIONINM METOJ MaTepPHAIbHOTO OajaHca Mo aTTeCTOBAHHON METOAMKE H3MEPECHU.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUEeCKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOTr0 JIMCTa TMAcIopTa CTaHJApTHOro oOpa3la W B MpaBblii BEPXHUHA Yrodl ATHKETKH
CTaHJapTHOro oOpaslia yTBEPKIEHHOTO THIIA.

KoMmnieKTHOCTh CTaHIApTHOro o6pa3nma: (UIakoH W [acmopT CTaHIapTHOro oOpasia,
MOMEIIEHHBIE ZIP-TIAKET ¢ 3TUKETKOM, opopmiennoit cormacHo Tpedosanusim ['OCT P 8.691-2010.

JIOKyMeHTbI, YCTAHABJIUBAKOIHE TPEOOBAHUA K CTAHJAAPTHOMY 00pa3iy:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
OyaeT BBINYCKATHCA CTAHAAPTHBIN 00pa3e:

- «TexHuueckoe 3afaHue Ha pa3pabOTKy CTaHIAPTHOTO OOpaslla cocTaBa METUIIPEIHU30IOHA
ruapocykuunara (MD3-148)», yreepxknennoe DI'YII «MoOCKOBCKHMI 3HIOKPUHHBIH 3aBOI»
26 centsaops 2023 r.;

- «[IporpamMa wHCHBITAHUM CTAaHIAPTHBIX O0OpPa3IOB COCTaBa METHJINPEIHU30JIOHA alerara
(MD3-147), cocTtaBa MeTUJIPEIHU30I0HA THAPOCcyKInHATa (MD3 -148) B 1e/ax yTBEPKACHHUS

TunoBy», yrBepxaeHHas YHUUM — ¢uwman OI'YII «BHUUM um. JI.M.MenneneeBay
27 nrons 2024 r.

2. HaumeHoBaHue U 0003HAYeHHE JOKYMEHTOB, ONpeAeA0IIUX PUMeHeHHe CTaHIapTHOIO
o0pa3ua:

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

- TOCT ISO Guide 33-2019 «Haiexaias nmpakTuka IPUMEHEHHUS] CTaHIAPTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTH M
MPEIU3MOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOAMKH U3MEPEHHI MacCOBO 10JIM METUIIIIPEAHU30I0HA THAPOCYKIIMHATA B JIEKAPCTBEHHBIX
CpeICTBax M MaTepHasax;

- METOAMKH KaJIMOPOBKH CPEJCTB U3MEPEHUH.

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

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEICTaBlIeHa B IENSAX YTBEPKICHUS 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. Myaununansueiii okpyr Cokonunas I'opa, yi. Jlaboparopnas, 1. 12,
cTp. 2
109052, r. Mocksa, BH. Tep. I. Mynunnunansisiii  okpyr Huskeroponckuii, yn. 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»
(PT'VII «MOCKOBCKHI SHIOKPUHHBII 3aBO»)

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. Jlaboparopnas, 1. 12,
cTp. 2

109052, r. Mocksa, BH. Tep. I. MyHununanenbeiii  okpyr Huxeropoackuii, yn. HoBoxoxioBckas,
.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 mpeanpustus «Bcepoccuiickuii Hay4dHO-HCCIIEI0BATENbCKUIMA
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.




