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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EI] COCTABA DC30IUKJIOHA (MD3-118)

Ha3HayeHHe cTaHIAPTHOTO o00pa3ma: KOHTPOJb TOYHOCTH pE3YyJIbTaTOB HM3MEPCHHH U
aTTecTalus, BaJMAIUS METOJUK W3MEPEHUH MAacCOBOW JIOJIM AIC30MHUKIOHA B Marepuayiax u
JICKAPCTBEHHBIX CPE/ICTBAX.

CraHgapTHBIN 00pa3el] MOKET UCTIOIb30BAThCS JIJIS:

- YCTaHOBJICHUSI W  KOHTpPOJIA CTAOMJIBHOCTH TI'PaaydpOBOYHON  (KaaHMOPOBOYHOIN)
XapaKTePUCTUKU CPEJCTB HU3MEPCHUH TIPU COOTBETCTBUU METPOJIOTHUECKUX XaAPAKTEPUCTHK
CTaHIapTHOro 00pasiia TpeOOBaHUSIM METOJIUKH M3MEPEHUI;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKTepU3aluy CTAaHIaPTHBIX 00pa3lloB, MATCPUAIOB.

OO6nactd PKOHOMUKH H c]epbl AeATeIbHOCTH, TIe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
oOpa3sra: (dapmareBTHUECKAS POMBINIIICHHOCTD, 3/IpaBOOXpaHEHUE, BETEpHUHAPHAS
POMBIIIICHHOCTh, HAYYHBIC MCCIICIOBAHUS, OXpaHa OKPYKAIOIIeH Cpejibl, CyaeOHO-MEAUIIMHCKAS
IKCIIEPTH3a, CyIeOHas KCIIePTHU3A.

Onucanue cTaHAAPTHOr0 o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBisieT COOOH CyOCTaHIIHIO
3C30MUKIIOHA, OT OEJIOro 0 CBETIIO KENTOTO IBETa KPUCTATUYECKHI MOPOIIOK, pacacoBaHHBIH
Mmaccoit ot 100 mr 1o 500 Mr, Bo ¢1akoHBI U3 cTeksia oobemom 10 cM® ¢ 0BKIMHBIMU KOJITIAUKaMH,
MOMeEIEHHbIE B Zip-niakeT. DIakoH U Zip-TaKeT CHA0XKEHBI ITUKETKAMHU.

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

dopma BbINYCKA: CEPUITHOE MPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTUSIMHU.

MeTtpoJiornueckue XapaKTePUCTHKH. aTTecTyeMas XapakTepUCTUKa — MaccoBas J0Jid
9C30MUKIoHA, %.
Ta6nuimal-— HopMupoBaHHbIE METPOJIOTHYECKHIE XapAKTEPUCTUKU

ATtrecryemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOITyCKaeMbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIBHOU
3nauenuit CO, % OTHOCUTEIILHOU pacIIupeHHON
MOTPEITHOCTH Heonpenenennoctu CO
aTTECTOBAHHOT'O (pu P=0,95, k=2),
3Hauenus CO (npu U, %
P=0,95), 5, %
Maccobas JIOII ot 95,00 s10 100,00 0,5 0,5
sc3onukiaona, %

IIpociexuBaeMOCTh aTTECTOBAHHBIX 3HAYCHMM K CIMHUIE BEJIMYMHBL «MaccoBas J0JIA
KOMIIOHEHTay», BocrpouszBoaumMoit I'DT 173 TocynapcTBEeHHBIM MEPBUYHBIM ATAJIOHOM €IUHUI]
MacCOBOW JIOJIM, MacCOBOM (MOJISIpHON) KOHLIEHTPAIIMM BOJbI B TBEPJBIX U KMJKUX 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 rogHoCcTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIUCTa TAaclopTra CTaHAapTHOrO oOpa3la U B TMpaBblii BEPXHUN Yroil ATHUKETKU
CTaHJApTHOTO 00paslia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: G(IakoH | [acmopT CTaHJAPTHOTO o0pasia,
MTOMEIICHHBIE ZIp-TIAKEeT ¢ ATUKETKOM, ohopmiienHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTbI, yCTAHABJIMBAIOIME TPeOOBAHUSA K CTAHIAPTHOMY 00pa3my:

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

- «Texnudeckoe 3amaHue Ha pa3pabOTKy CTaHAAPTHOrO oO0paslia CcocTaBa 3C30MHUKIOHA
(M33-118)», yrepxaeraroe OI'VIT «MOCKOBCKHI SHIOKPUHHBIH 3aBO» 26 ceHTs0ps 2023 T.;

- [IporpaMMa MCHBITAHUN CTaHIAPTHBIX 00pa3IOB cocTaBa OeH3eToHUs xyopuna (MD3-169),
cocraBa OpoMpenaka Harpus ceckBuruapara (MD3-168), cocraBa sczonukiona (M3I3-118),
cocraBa pemudeHTaHmiaa ruapoxiopuga (MD3-125) B mensx yTBEPKICHHS THIIOBY,
yrBepxkaeHHas YHUUM — punuan OI'YIT «k BHUUM um.JI..Menneneesa» 17 utons 2024 r.

2. HaumeHoBaHue u 0003HAYeHHE JOKYMEHTOB, ONpeAeAI0IIUX MPUMeHeHHe CTAHIapPTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHHS K KOMIICTCHTHOCTH HWCIBITATCIBHBIX |
KaJTMOPOBOUYHBIX JTa00OpaTOPHii»;

- TOCT ISO Guide 33-2019 «Haiexaias mpakTuka IPUMEHEHUsI CTaHIAPTHBIX 00Pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTH M
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOAMKH U3MEPEHUH MacCOBOH J10JIM HC30MUKIIOHA B JIEKAPCTBEHHBIX CPE/ICTBAX U MaTepUaiax;
- METOAMKH KAJTMOPOBKH CPEJICTB U3MEPECHUH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIu3anuuun TeXHUYECKOMH AOKYMCHTAIUU HaA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep sx3emmsipa (maptum), AaTta BBINYCKA: TPEICTaBICHA B IIENAX YTBEPKICHHUS THIIA
crangapTaoro oopasma maptus Ne 001, 31 uross 2024 t.
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(PT'YIT «MOCKOBCKHI HTOKPHUHHBIN 3aBO»)
WHH 7722059711
Opunnueckmii agpec: 109052, r. MockBa, BH. Tep. r. MyHuIMnanbHeI OKpyr Huxeropoackui,
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

@DenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE Ipeanpustie «MOCKOBCKHM 3HIOKPHUHHBINA 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, yn. Jlaboparopuas, 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-HCCIEOBAaTENLCKUNA HMHCTHTYT MeTposiorun - ¢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.




