YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII1 OBPA3ELl COCTABA IIPEJHM30JIOHA ALIETATA
(MD3-153)

Ha3zHaueHMe CcTaHAAPTHOrO 00pa3una. KOHTPOJIb TOYHOCTH pPE3YIbTaTOB H3MEpEHUNl U
aTTecTallys, BalMJalMs METOJUMK HW3MEpPEHUH MaccoBOW [JOJIM NPEJHMU30JI0HA alerara B
MaTepuaiax, JIEKapCTBEHHBIX CPEJCTBaX, NPOAYKTAX MUTAHUS U IHUILEBOM ChIPbE.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTaOMJIBHOCTH  IpagydpOBOYHON  (KaJIMOPOBOYHON)
XapaKTEepPUCTUKU CPEJICTB M3MEPEHHH HpPU COOTBETCTBUM METPOJIOTUYECKUX XapaKTEPUCTUK
CTaHJAPTHOTO 00pa3na TpeOOBAHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH INpHU YCIOBUU COOTBETCTBUSI TPEOOBaHMSIM METOIMK
KaTOpOBKHY,

- XapaKTepu3aliK CTaHIapTHBIX 00pa3LoB, MaTepHAJIOB.
OO6nacTi SKOHOMHKH H c(hepbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpasua: (bapmManeBTHUECKas HPOMBIIIJIEHHOCTb, 3/IpaBOOXPaHEHHE, BETepUHapHas
IIPOMBIIIIEHHOCTh, IHILEBas MPOMBIIUIEHHOCTh, HAayYHbIE HMCCIEJ0BAaHUSA, OXpaHa OKpYKarolen
cpeabl, cy1e0HO-MEeUIIMHCKAs SKCIIepTH3a, CyJe0OHas 3KCIepTu3a.

Onucanue cTaHJAapTHOro oOpa3ua: CTaHAApTHHIM oOpasell mpeacTaBisieT coOol CyOCTaHIMIO
MpEeIHU30JI0HA areTara, Oenblii WK MOoYTH OeNblil MOPOIIOK, pacdacoBaHHbI Maccoit or 100 mr
1o 500 mr, Bo ¢uiakoHBI U3 cTekaa oobemMoM 10 cM° ¢ 0BKUMHBIMH KOJIITaYKaMH, TTOMEIIEHHLIE B
zip-maket. MIaKOH | Zip-TIAKEeT CHAOKEHBI ATUKETKAMH.

PazpaboTtunk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBOI.

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOANICCKU ITOBTOPAOIIUMHACA MMAapTUAMU.

MeTtposiornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKa — MaccoBas —J0Js
npeaHu30/I0Ha anerara, %.
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtTectyemas WHuTrepBan I'panunsl Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HauYeHUe
aTTECTOBAaHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
3Hauennit CO, % OTHOCUTEIBHOU pacIupeHHON
MOTPEIIHOCTH HeonpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2),
saauenusa CO U, %

(mpu P=0,95), £3, %

MaccoBas gois
MpeHNU30JI0HA ot 97,00 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 rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YTOJ
MEepBOro JIUCTa TAacmopra CTaHJapTHOrO o0pa3la U B TMpaBblii BEPXHUN Yyrojl ATHUKETKU
CTaHJApTHOTO 00paslia yTBEPKACHHOTO THIIA.

KoMI/IeKTHOCTh CTaHIapTHOro o0pa3nma: (IakoH W [acmopT CTaHIapTHOro oOpasiia,
MOMEIIEHHBIE ZIP-TIAKET ¢ 3TUKETKOH, opopmiennoii cormacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAHABJIMBAIOIINE TPEOOBAHNUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHoBaHue U 0003HAYeHUE TEXHUYECKOH TOKYMEHTAIUH, 10 KOTOPOW BBINYIIEH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «Texnuueckoe 3aaHue Ha pa3pabOTKy CTAaHAAPTHOTO OOpaslia COCTaBa MPEIHH30JIOHA aleTaTa
(M33-153)», yrBepxaeraroe OI'VIT «MoOCKOBCKHI SHIOKPUHHBIH 3aBO1» 26 ceHTs0ps 2023 1.;

- dIporpaMMa UCHBITAHUH CTaHAAPTHBIX OOpa3lOB cocraBa rumnpomeriossl (MD3-136),
cocraBa nmpeaHu3osona amerara (MD3 -153), cocraBa npeanu3onona Hatpus dpocdara (MI3 -
154), cocrtaBa npeanusonona nuBajgata (M33 -155), cocraBa mpokamHaMuaa THAPOXJIOPHIA
(MD3 -156) B nensx yTBepKaeHUS TUIIOBY, yTBepkacHHass YHUNM — dumunan OT'YIT «BHUMM
uM.Jl.11.MenneneeBa» 8 anpens 2024 r.

2. HaumeHoBaHue M 0003HAYEHHE JOKYMEHTOB, ONpeAe/sIOIUX PUMeHeHHe CTaHIapTHOIO
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHUS K KOMIIETEHTHOCTH HCIHBITATENbHBIX |
KaJTMOPOBOUYHBIX JTa0OpaTOPHii»;

- T'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
MPEIU3UOHHOCTH) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOAMKH M3MEPEHUH MaccoBOW J0JIM MPEIHU30JI0HA alleTaTa B JIEKApPCTBEHHBIX CPEACTBaX U
Marepuaiax, MpoIyKTax MUTAHHS U TTHIIEBOM CBIPHE;

- METOAMKH KaJTMOPOBKH CPEJCTB U3MEPEHUH.

3. HepI/IOI[l/I‘lHOCTI) aKTyaJIu3anuuun TeXHUYECKOH AOKYMCHTAIlUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PCIKEC OAHOI'O pasa B IIATH JICT.

Homep sx3emmisipa (maptum), AaTta BBINYCKA. TPEICTaBICHA B IIENAX YTBEPKICHUS THIIA
crangapTHoro odpasna maptus Ne 001, 31 urons 2024 t.
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(PT'YIT «MOCKOBCKHI 3HIOKPUHHBIN 3aBOT»)
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. 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,
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-HCCIIEOBAaTENILCKUNA HMHCTUTYT MeTpojoruu - ¢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.




