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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3ELl COCTABA TECTOCTEPOHA IIPOIIMOHATA
(MD3 -162)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJuAalMs METOAMK H3MEpPEHUN MaccoBOM JOJIM TECTOCTepOHAa MPONUOHATa B
MaTepuaiax, JIeKapCTBEHHBIX CPEJCTBaX, MPOAYKTAaX MUTAHUS U THUILEBOM ChIPhE.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAaHOBJIGHHS U KOHTPOJS CTaOWJIBHOCTH TPaaydpoOBOYHON  (KaauOpOBOYHOI)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPH COOTBETCTBHM METPOJIOTUYECKHX XapaKTEPUCTHUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKTepU3aluy CTaHJIaPTHBIX 00Pa3IoB, MATCPHAIIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIJICHHOCTh, MHINEBas MPOMBIIUICHHOCTh, HAayYHbIE HCCIEJAOBAaHUSA, OXpaHa OKpYKarolen
cpenbl, Cye0HO-MEeIUIIMHCKAs SKCIIEPTH3a, CyeOHast HKCIIepTH3a.

Onucanue cTaHAApTHOro o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBiIsieT COO0OH CyOCTaHIIHIO
TECTOCTEPOHA MPONMOHATA, Oedblii WM MOYTH OeNblii MOPOIIOK MM OeCHBETHbIE KPHCTAILIBI,
pacdacoBannabie Maccoi ot 100 mr mo 500 mr, Bo ¢makoHsl H3 cTekina oobemoMm 10 em® ¢
00XKMMHBIMU KOJITAYKaMH, IIOMEILIEHHbIE B Zip-TakeT. MIaKkoH U Zip-NakeT CHAOKeHbl ITUKETKAMHU.
Pa3pabotuuk crannaptaoro odpasua — @I'YIl «MockoBCKHi SHAOKPUHHBINA 3aBOY.

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NCPUOAUYUCCKU MMOBTOPAOIMIUMUCA MAPTUAMU.

MeTtposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Jis
TECTOCTEpPOHA MponuoHaTta, %.
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

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
TECTOCTEPOHA ot 95,00 mo 100,00 0,5 0,5
nponuoHara, %
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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, yCTAHABJIMBAIOIME TPeOOBAHUS K CTAHIAPTHOMY 00pa3my:

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

- «Texnuueckoe 3afaHMe Ha pa3pabdOTKy CTaHAApTHOrO oOpasnma CcocTaBa TECTOCTEPOHA
nponuonara (MD3-162)», yrBepkaeanoe OPI'VII «MOCKOBCKHN 3HIOKPHHHBIA 3aBOI»
26 centsiops 2023 1.;

- d[IporpaMMa HUCIBITAHUN CTaHIAPTHBIX 00pa3IoB cocTaBa MuKadyHruna Harpus (MD3 -149),
cocraBa tecrtocrepoHa (MO3 -159), coctaBa TectocTepona sHanTata (MO3 -163), cocraBa
TecTocTepoHa mpomuoHata (MD3 -162), cocraBa TectocTepoHa u3okampoara (MD3 -161),
cocraBa TecTocTepoHa jaekaHoara (M3 -160) B mesnsx yTBEp»KACHHUS TUIIOBY», YTBEPXKICHHAsS
YHUUM — ¢punman @I'YIT «BHUUM um.JI.1.Menneneesa» 8 anpens 2024 r.

2. HaumeHoBaHue U 0003HAYeHHE JOKYMEHTOB, ONpeAeAI0OIIUX MPUMeHeHHe CTAHIapPTHOIO
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH WCHBITATEIbHBIX W
KaJTMOPOBOUYHBIX JTa00OpaTOpHii»;

- 'OCT ISO Guide 33-2019 «Haanesxaras mpakThka MpUMEHEHHS CTAHIapTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBHIBHOCTH M
MPEIU3UOHHOCTH) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOJIMKH M3MEPEHUN MacCOBOH JI0JIM TECTOCTEpOHA MPOMHOHATA B JIEKAPCTBEHHBIX CPEACTBAX
U MaTepuaax, MPOJYKTaX MATAHUS U IMHIIEBOM CHIPHE;

- METOJIMKH KaJIMOPOBKH CPEJICTB U3MEPEHHIA.

3. [lepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHIAPTHBIH o0pa3zem:
HE PeKe OJHOTO pasa B MSATH JIET.

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 mnpeanpusatue «MOCKOBCKMH 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. 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.




