YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO
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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIII OBPA3EI] COCTABA TECTOCTEPOHA (MD3-159)

Ha3HayeHHe cTaHIAPTHOTO o00pa3ma: KOHTPOJb TOYHOCTH pE3YyJIbTaTOB HM3MEPCHHH U
aTTecTalvs, BaTUJANMs METOJUK HM3MEPEHHUH MAacCOBOW JIOJIM TECTOCTEPOHA B MaTepuasax,
JICKAPCTBEHHBIX CPEJICTBAX, MPOJIYKTaX MUTAHUS M IMUIICBOM ChIPbE.

CraHgapTHBIN 00pa3el] MOKET UCTIOIb30BAThCS JIJIS:

- YCTaHOBJICHUSI W  KOHTpPOJIA CTAOMJIBHOCTH TI'PaaydpOBOYHON  (KaaHMOPOBOYHOIN)
XapaKTePUCTUKU CPEJCTB HU3MEPCHHWA TIPU COOTBETCTBHH METPOJIOTHICCKUX XapaKTCPUCTHK
CTaHIapTHOro 00pasiia TpeOOBaHUSIM METOJIUKH M3MEPEHUI;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKTepU3aluu CTAaHIaPTHBIX 00pa3IloB, MATEPUAIIOB.

OO6nactd PKOHOMUKH H c]epbl AeATeIbHOCTH, TIe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
oOpa3sra: (dapmareBTHUECKAS POMBINIIICHHOCTD, 3/IpaBOOXpaHEHUE, BETEpHUHAPHAS
IPOMBIIIICHHOCTbD, MUIIEBAsi MPOMBIILICHHOCTh, HAYyYHBIC HCCICIOBAHUS, OXpaHa OKpYKaromien
Cpelbl, CyIeOHO-MEANIIMHCKAs SKCIIEPTU3a, CyIeOHAasT IKCIIePTH3a.

Onucanue cTaHAApTHOroO o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cOoO0OM CyOCTaHIMIO
TECTOCTEPOHA, Oenblii WM TMOoYTH Oenblii KPUCTAJUIMYECKHH TOPOIIOK, OECIBETHBIE WIN
KeNToBaTo-0eble KpUcTaibl, pacacoBanHble maccoid or 100 mr no 500 mr, Bo ¢uakoHBI U3
crexna o6beMoM 10 cM® ¢ OGKHMHBIMH KONIMAYKaMH, TIOMEIICHHBIE B zip-TiakeT. MIaKkoH H Zip-
HaKeT CHAOKEeHbI ATUKETKAMHU.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBOY.

(I)opMa BbBINYCKA: CCprIHOC MMPOU3BOACTBO NCPUOAUYUCCKHU ITOBTOPAOIMIUMHACA TAPpTUAMU.

Metposiornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKa — MaccoBas —J0Js
TecTocTepoHa, %.
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHUYECKHE XapAKTEPUCTUKU

ATtTectyemas WHuTtepBan I'panunsl Homyckaemoe
XapaKTEpUCTHKA JIOTTyCKaeMBIX JIOITYCKaeMBbIX 3HAYCHHE
aTTeCTOBAaHHBIX 3HA4YeHU M OTHOCHUTEJIbHOU
3nauennit CO, % OTHOCUTETEHOMN pacIIMpeHHoM
MOTPEIIHOCTH HeomnpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2),
sgauenusa CO U, %
(mpu P=0,95), £3, %
Maccosast ot ot 95,00 10 100,00 05 05
TecTtocTepoHa %

[IpocnexxnBaeMOCTh aTTECTOBAHHBIX 3HAYCHWH K CIWHHUIIE BEJIMYMHBI «MaccoBasi JOJIS
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €IMHHIIL
MacCOBOM JI0JIM, MAacCCOBOM (MOJISIPHOM) KOHIIEHTPAIIMN BOJBI B TBEPJBIX M KUAKUX BEIIECTBAX U
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Marepuasiax 1 ['DOT 208 ['ocygapCTBEHHBIM NEPBHYHBIM JTAJOHOM €IWHMI] MAaCCOBOM JOJIH,

MacCOBOW (MOJISIpHOW) KOHIICHTpPAIIMM OpPTaHWYECKUX KOMIIOHEHTOB B JKUIKUX U TBEPIBIX

BEIIIECTBAX M MaTepuajaX Ha OCHOBE JKHUIKOCTHOM M Ta30BOH XpPOMAaTO-MacC-CIIEKTPOMETPHHU C

W30TOIMHBIM pa30aBIeHHUEM W TPaBUMETPHH, OOECliedeHa MPUMEHEHHEM IOBEPEHHOTO CpPEJICTBa

n3MepeHnii  «KoMIUIeKC aHAJIMTHYECKUH IS YCTAaHOBJICHHMS COJEpPKaHUS KOMIIOHEHTOB B

(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
PEATH3YIOIUM METOJI MaTepUaILHOTO OalaHCca 10 aTTECTOBAHHOM METOUKE U3MEPCHUH.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la M B TMpaBbli BEPXHHUHA Yroidl O3TUKETKU
CTaHJapTHOro oOpa3slia yTBEPKIEHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: G(IakoH © MacmopT CTaHJAPTHOTO o0pasia,
MTOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiienHol corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTbI, yCTAHABJIMBAIOIME TPeOOBAHUSA K CTAHIAPTHOMY 00pa3my:

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

- «TexHudeckoe 3aJaHue Ha pPa3pabOTKy CTaHIAPTHOTO o00pas3ma cocTaBa TeCTOCTEPOHA
(M33-159)», yrepxaeraroe OI'VIT «MOCKOBCKHI 3HIOKPUHHBIH 3aBO1» 26 ceHTs0ps 2023 T.;

- d[IporpaMMa MCIBITAHUI CTaHJAPTHBIX 00pa3oB cocTaBa MuKadyHruna Harpus (MD3 -149),
coctaBa tectoctepoHa (M33 -159), cocraBa TectocTtepoHa sHaHTtata (MO3 -163), cocraBa
TecTocTepoHa mnpomnuoHata (MD3 -162), cocraBa TecrocTepoHa u3okampoara (MD3 -161),
cocraBa TecTocTepoHa jaekanoata (MO3 -160) B messix yTBEpXKACHHUS THIIOBY», YTBEPXKICHHAS
YHUUM — punuan OI'YIT «kBHUUM um.JI.M.MenneneeBa» 8 anpens 2024 r.

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/SIONMX IPMMeHeHue CTaHAapTHOro
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OOmme TtpeOoBaHUS K KOMIIETCHTHOCTH HCIBITATCIbHBIX H
KaJIMOPOBOYHBIX JJTAOOpaTOpUii»;

-T'OCT ISO Guide 33-2019 «Hamexaras mpakTuka MPUMEHEHUS CTAaHIAPTHBIX 00Pas3IioBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TIPaBMIIBHOCTH M
MPELM3UOHHOCTH) METOJIOB M PE3YIIbTATOB U3MEPEHUNY;

- METOJUKH HW3MEPEHHM MacCOBOM JOJIM TECTOCTEPOHA B JIEKAPCTBEHHBIX CPEIACTBAX W
MaTepuanax, IpoAyKTax MUTAHUS U THILEBOM ChIPbHE;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTALMH HA CTAHIAPTHBIA o0pa3zem:
HE PeKe OJHOTO pasa B MSATh JIET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEJICTaBlIeHa B IIENSAX YTBEPKICHUS THIIA
crangaptHoro oopasua naptus 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. 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. MyHununanesbeiii  okpyr Hukeropoackuii, 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
YHUKaJIBHBIA HOMED 3anucH B peecTpe akkpeauToBaHHbIx jui POCC RU.0001.310442.




