YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

Y METPOJIOTUN
ot «09» aBrycra 2024 r. Ne 1835
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBI OBPA3EL] COCTABA TECTOCTEPOHA M30KAITPOATA
(MD3 -161)

Ha3zHaueHMe CcTaHAAPTHOrO 00pa3una. KOHTPOJIb TOYHOCTH pPE3YIbTaTOB H3MEpEHUNl U
aTTecTalys, BaJUAalUs METOAUMK H3MEPEeHUIl MaccoBOM JOJIM TECTOCTEpOHAa M30KampoaTa B
MaTepuaiax, JIEKapCTBEHHBIX CPEJCTBaX, NPOAYKTAX MUTAHUS U IHUILEBOM ChIPbE.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS IS

- YCTAQHOBJIIEHHS U  KOHTPOJS CTaOWJIBHOCTH IpagydpOBOYHONW  (KaauOpOBOYHON)
XapaKTEepPUCTUKU CPEJICTB M3MEPEHHH HpPU COOTBETCTBUM METPOJIOTUYECKUX XapaKTEPUCTUK
CTaHJAPTHOTO 00pa3na TpeOOBAHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH INpHU YCIOBUU COOTBETCTBUSI TPEOOBaHMSIM METOIMK
KaTOpOBKHY,

- XapaKTepu3aluy CTaHAapTHBIX 00pa3LioB, MaTEPUAIIOB.
OO6nacTi SKOHOMHKH H c(hepbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpasua: (bapmManeBTHUECKas HPOMBIIIJIEHHOCTb, 3/IpaBOOXPaHEHHE, BETepUHapHas
IIPOMBIIIIEHHOCTh, IHILEBas MPOMBIIUIEHHOCTh, HAayYHbIE MCCIEA0BAaHUSA, OXpaHa OKpYKarolen
cpefbl, cy1e0HO-MeUIIMHCKas SKCIIepTH3a, CyJe0Has 3KCIepTU3a.

Onucanue cTaHAapTHOro0 o0pa3ua. CTaHJIApTHBIA oOpasenl HpeicTaBiseT COO0O0N CyOCTaHIIHIO
TECTOCTEpOHA M30Kampoarta, Oenblii WK MouTH Oelblii MOpOUIOK, pacdacoBaHHBIA Maccoll OT
100 mr go 500 mr, Bo ¢umakoHbl M3 cTekna obobemom 10 cM® ¢ OGXKHMHBIME KONITAYKaMH,
MOMEILEHHbIE B Zip-1akeT. DJIaKoH U Zip-NaKeT CHA0XKEHbI ITUKETKAMHU.

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

@opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO NEPUOTUUCCKU TOBTOPSIFOIITUMUCS TTAPTUSMH.

MeTpoJiornyeckue XapaKkTepHUCTHKHM: aTTecTyeMas XapakTepUCTHKa — MaccoBas JI0Jis
TECTOCTEpOHa U30Karpoarta, %.
Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

ATtTectyemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKTEepUCTUKA JIOTTYCKaeMBbIX JIOITyCKaeMbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIbHOU
3Hauenuit CO, % OTHOCUTEIIbHOU pacIupEeHHON
MOTPEIIHOCTH Heonpenenennoctu CO
aTTECTOBAHHOT'O (pu P=0,95, k=2),
sgauenus CO U, %

(mpu P=0,95), £5, %

MaccoBast 1o
TECTOCTEPOHA ot 95,00 no 100,00 0,5 0,5
n3okampoara, %
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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, yCTAHABJIMBAIOIME TPeOOBAHUS K CTAHIAPTHOMY 00pa3my:

1. HaumeHoBaHUue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, M0 KOTOPOii BBHIMYIIEH HJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «Texnuueckoe 3aaHMe Ha pa3pabdOTKy CTaHAApTHOrO oOpasna CcocTaBa TECTOCTEPOHA
uszokanpoara (MD3-161)», yrBepkaennoe @PI'YII «MOCKOBCKHI 3SHIOKPUHHBIA 3aBOI»
26 centsiops 2023 1.5

- d[IporpaMMa HUCIBITAHUN CTAHIAPTHBIX 00pa3IoB cocTaBa MuKadyHruna Harpus (MD3 -149),
cocraBa tectocrepoHa (MO3 -159), coctaBa TectocTepona sHanTata (MO3 -163), cocraBa
TecTocTepoHa mpomnuoHata (MD3 -162), cocraBa TectocTepoHa u3okampoara (MD3 -161),
cocraBa TecTocTepoHa jaekaHoara (MD3 -160) B mesnsix yTBEp»kKACHHUS TUIIOBY», YTBEPXKICHHAsS
YHUUM — ¢punnan @I'YIT «BHUUM um.JI.1.Menneneesa» 8 anpens 2024 r.

2. HaumeHoBaHue U 0003HAYeHHE JOKYMEHTOB, ONpeAeA0OIIUX MPUMeHeHHe CTAHIapPTHOIO
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOumme TpeOOBaHUS K KOMIIETEHTHOCTH HCHBITATEIbHBIX U
KaJTHOPOBOYHBIX JTa00paTOPHii»;

-T'OCT ISO Guide 33-2019 «Hamexaias mpakTuka MPUMEHEHUST CTaHIAPTHBIX 00Pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TpaBMIBHOCTH M
MPELU3UOHHOCTD) METOJIOB U PE3YIHTATOB U3MEPEHUNY;

- METOAMKH U3MEPEHUI MacCOBOW JIOJIM TECTOCTEPOHA M30KANpPOAaTa B JIEKAPCTBEHHBIX CPEICTBAX
U MaTepuanax, MPOAYyKTaX MUTAHUS U MUILEBOM ChIPHE;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJu3anuuun TeXHUYECKOH AOKYMCHTAIUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKA: TPEICTaBlIeHa B IIENAX YTBEPXKIACHUS THIIA
crangaptHoro oopasua naptust Ne 001, 31 urons 2024 r.
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IIpaBoobaanarennb
®denepanbHOe TOCYAAPCTBEHHOE YHUTapHOE mpennpusatue «MOCKOBCKMI 3HIOKPUHHBIM 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. 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

IOpunnueckuii 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
VYpanbCcKuil Hay4YHO-HCCIIEOBAaTENLCKUNA MHCTUTYT 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
YHUKaJIBHBIA HOMED 3anucH B peecTpe akkpeauToBaHHbIx jui POCC RU.0001.310442.




