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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EL] COCTABA BEH3ETOHMS XJIOPUJIA (MD3-169)

Ha3HayeHHe cTaHIAPTHOTO o00pa3ma: KOHTPOJb TOYHOCTH pE3YyJIbTaTOB HM3MEPCHHH U
aTTecTallys, BATUAANMS METOUK H3MEPEHUN MacCOBOM 10 OCH3ETOHUS XJIOpUa B MaTepraiax
1 JICKAPCTBEHHBIX CPECTBAX.

CraHgapTHBIN 00pa3el] MOKET UCTIOIb30BAThCS JIJIS:

- YCTaHOBJICHUSI W  KOHTpPOJIA CTAOMJIBHOCTH TI'PaaydpOBOYHON  (KaaHMOPOBOYHOIN)
XapaKTePUCTUKU CPEJCTB HU3MEPEHUH TIPU COOTBETCTBHU METPOJIOTHUECKUX XaPAKTEPUCTHK
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 SKCIIePTU3A.

OnucaHue CTAaHIAPTHOrO 00pa3ua: CTaHIAPTHBIM 00pasell MpeICcTaBisieT COO0N CyOCTAaHIIHIO
OeH3eTOHUA XJIOpUIa, OCNblii WM KEITOBATO-OENblii MOPOIIOK, pac(acoBaHHBI Maccoi ot
100 mr mo 500 wmr, Bo (iakoHsl W3 cTekia oobemom 10 cM° ¢ OBKUMHBIMH KOJIITaYKaMH,
MOMeEIEHHbIE B Zip-TiakeT. DIIakoH U Zip-TaKeT CHA0XKEHBI ITUKETKAMHU.

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

dopma BbINYCKA: CEPUITHOE MPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTUSIMHU.

MeTpoJiornyeckue XapaKTepHCTHKH: aTTecTyeMas XapakTepUCTHKa — MaccoBas JI0Jis
O6en3eToHus xjaopuaa, %.
Tao6naunal—HopMupoBHHBIE METPOIOIHYECKHE XapaKTEPUCTHKH

ATtTectyemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKkTepUCTUKA JIOTTYCKaeMBbIX JIOITyCKaeMbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIBHOU
3Hauenuit CO, % OTHOCUTEIILHOU pacIIupeHHON
MOTPEITHOCTH Heonpenenennoctu CO
aTTECTOBAHHOT'O (pu P=0,95, k=2),
sgauennsa CO U, %

(mpu P=0,95), £3, %

MaccoBast 1o
OeH3eToHHA ot 95,00 mo 100,00 0,5 0,5
xaopuna, %

IIpociexuBaeMOCTh aTTECTOBAHHBIX 3HAYCHMM K CIMHMUIE BEJIMYMHBL «MaccoBas J0JIA
KOMIIOHEHTay, BocrpousBoauMoit I'DT 173 TocynapcTBEeHHBIM MEPBUYHBIM ATAJIOHOM €IUHUI]
MacCOBOW JI0JIM, MacCOBOM (MOJISIpHON) KOHLIEHTPAIIMM BOJbI B TBEPJBIX M KMJKUX BEIIECTBAX U
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Marepuasiax 1 I'DOT 208 ['ocyaapCTBEHHBIM MEPBUYHBIM HTAJIOHOM E€IWHUI] MAacCOBOW JOJIH,

MacCOBOW (MOJISIpHOW) KOHIICHTpPAIIMM OpPTaHWYECKUX KOMIIOHEHTOB B JKUIKUX U TBEPIBIX

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

W30TOIMHBIM pa30aBIeHUEM W TPaBUMETPHH, OOECliedeHa MPUMEHEHUEM IOBEPEHHOI'O CPElICTBA

n3MepeHnii  «KoMIUIeKC aHAJIMTHYECKUH IS YCTAaHOBJICHHMS COJEpPKaHUS KOMIIOHEHTOB B

(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
PEATH3YIOIUM METOJI MaTepHaIbHOTO OajlaHca M0 aTTECTOBAHHOM METOMKE U3MEPECHUH.

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: GIakoH © MacmopT CTAaHJAPTHOTO oO0pasia,
MTOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiienHol corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
Oy/aeT BBINYCKATbCS CTaHAAPTHBIN o0pa3zen:

- «TexHuueckoe 3aJaHue Ha Pa3pabOTKy CTaHJAPTHOTO obOpaslia cocTaBa OEH3ETOHHS XJIOpHAA
(MD3 -169)», yreepsxaeaHoe OI'YIT «MocKOBCKHI 3HIOKPUHHBIHN 3aBO1» 26 cenTsiops 2023 r.;

- d[IporpaMMa HCHBITAHUN CTaHIAPTHBIX 00pa3ioB coctaBa OceH3eToHHs xyuopuaa (MI3 -169),
cocraBa OpoMdenaka Hatpus ceckBuruapara (MD3 -168), coctaBa 3c3onukiona (MD3 -118),
cocraBa pemudentanuwina rtugpoxigopuma (MD3 -125) B memsx yTBEpKICHHUS THIIOBY,
yrBepxkaennas YHUNM — ¢pumman OI'YIT «BHUUM um.JI.1.MenneneeBa» 17 utons 2024 r.

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/ S IONMX IPMMeHeHHe CTaHAapTHOro
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mme TtpeOoBaHUSA K KOMIIETCHTHOCTH HWCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Hamexaras mpakTuKa MPUMEHEHUST CTaHIAPTHBIX 00Pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «TouHocTh (TpaBMIBHOCTH M
MPELM3UOHHOCTH) METOJIOB M PE3YIIbTATOB U3MEPEHUIY;

- METOJIMKH W3MEpPEHUl MaccoBOM JONMM OEH3ETOHHS XJIOpHUJA B JIEKAPCTBEHHBIX CPENCTBaX M
MaTepuanax;

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUI.

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

Homep sx3emmisipa (maptum), AaTta BBINYCKA: TPEICTaBICHA B IIENAX YTBEPXKICHHUS THIIA
cranmapTaoro oopasna maptus Ne 001, 31 urons 2024 t.



JIucr Ne 3

Bcero nucros 4
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. Mynunnunansusiii  okpyr Huskeroponckuii, yin. HoBoxoxiioBckas,
a. 25 ctp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

IIpousBoauTen

@denepallbHOE TOCYJAPCTBEHHOE YHUTapHOE Ipeanpustie «MOCKOBCKHM 3HIOKPUHHBIM 3aBOMI»
(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-HCCIEOBAaTENLCKUNA HMHCTHTYT MeTposiorun - ¢unuan dDeaepanbHOro
rOCyJapCTBEHHOTO YHUTApHOTO mpeanpusatus «Bcepoccuiickuii  Hay4yHO-UCCIEN0BATEIbCKUI
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.




