YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

U METPOJIOTUHU
ot «11» uronsa 2024 r. Ne 1416

Jlucr Ne 1
Perucrpanunonnsiii Ne I'CO 12518-2024 Bcero nuctoB 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA JIMHATJIUIITUHA (MD3-145)

Ha3HayeHHe cTaHIAPTHOTO o00pa3ma: KOHTPOJb TOYHOCTH pE3YyJIbTaTOB HM3MEPCHHH U
aTTecTalus, BAIHIAIUS METOANK M3MEPEHHH MAacCOBOHM [IOJIM JUHATIUITHHA B MarepHalax
JICKAPCTBEHHBIX CPE/ICTBAX.

CraHgapTHBIN 00pa3el] MOKET UCTIOIb30BAThCS JIJIS:

- YCTaHOBJICHUSI W  KOHTpPOJIA CTAOMJIBHOCTH TI'PaaydpOBOYHON  (KaaHMOPOBOYHOIN)
XapaKTePUCTUKU CPEICTB HU3MEPCHHWHA IPU COOTBETCTBHH METPOJIOTHYECKUX XapaKTEPUCTUK
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
JUHATJIMIITAHA, CBETIO-XKENTHIA WIM KENTHIH KPUCTALINYCCKUN TIOPOIIOK, pachacoBaHHBIN
Mmaccoit ot 100 mr 1o 500 Mr, Bo ¢1akoHbI U3 cTeksia oobemom 10 cM® ¢ 0BKIMHBIMU KOJITTAYKaMH,
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.

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

ATtrecryemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKTEePUCTHKA JIOTTYCKaeMBbIX JIOITyCKaeMbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIBHOU
3nauenuit CO, % OTHOCUTEIILHOU pacIIupeHHON
MOTPEITHOCTH Heonpenenennoctu CO
aTTeCTOBAHHOTO (pu P=0,95, k=2)
3Hauenus CO (npu U, %
P=0,95), 5, %
Maccosas nos ot 95,00 110 100,00 05 05
JIMHATIUITHHA, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHUS K €IUHMIIE BEITUYMHBI «MaccoBas JOJIS
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €JIMHHIIL
MacCOBOM JIOJM, MAacCOBOW (MOJIAPHOM) KOHIICHTPAIIMHM BOJIbI B TBEPJBIX M KUJKHX BEIIECTBAX U




JIuct Ne 2

Bcero muctoB 3

Marepuasiax 1 ['DOT 208 ['ocygapCTBEHHBIM NEPBHYHBIM JTAJOHOM €IWHMI] MAaCCOBOM JOJIH,

MacCOBOW (MOJISIpHOW) KOHIICHTpPAIIMM OpPTaHWYECKUX KOMIIOHEHTOB B JKUIKUX U TBEPIBIX

BEIIECTBAaX M MaTepHajaX Ha OCHOBE >KHMJKOCTHOW M Ta30BOM XpOMATO-MacC-CIIEKTPOMETPHH C

W30TOIMHBIM pa30aBIeHHUEM W TPaBUMETPHH, OOECliedeHa MPUMEHEHHEM IOBEPEHHOTO CpPEJICTBa

u3MepeHuii  «KOMIUIEKC aHaJIMTHYCCKHH JUIS YCTAHOBJICHHS COJEP)KAHHUS KOMIIOHCHTOB B

(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
peaTM3yIONIMM METO/ MaTepHaIbHOTO OajaHca Mo aTTECTOBAHHON METOAMKE H3MEPECHHUH.

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: (IakoH | MacmopT CTaHJAPTHOTO o0pasia,
MTOMEIICHHBIE ZIp-TIAKEeT ¢ ATUKETKOM, ohopmiienHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTbI, yCTAHABJIMBAIOIME TPeOOBAHUSA K CTAHIAPTHOMY 00pa3my:

1. HaumeHoBaHue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, 10 KOTOPOii BBHIMYIIEH HJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «TexHuyeckoe 3aJaHre Ha pa3pabdOTKy CTaHIAPTHOTO OOpasma cocrtaBa JuHArimunTuHa (MDO3-
145)», yreepskaennoe ®I'YIT «MocKkoBCKuit SHIOKpUHHBIN 3aB0o1» 26.09.2023;

- Iporpamma ucHBITAHUK CTaHJAPTHBIX OOpPa3IOB COCTaBa cyramMmaaekca (cyrammaaexca
Hatpus) (MD3-158), cocraBa nuuarnuntuHa (MD3-145), cocraBa smmarnuduiosunna (MD3-
164) B 1ensx yTBEpKIeHUs TUINOBY», yrBepkaeHHas YHUUM — dwumman OI'VIT « BHUUM um.
.M .Menneneera» 08.04.2024.

2. HanmMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAeSIONMX MPUMEeHeHHe CTAHAApPTHOIO
oOpa3sua:

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

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka IpUMEHEHHS CTAHIaPTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTH M
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKM HM3MEPEHHI MacCOBOW JIONM IJIMHATJIWITAHA B JICKAPCTBEHHBIX CpPEACTBaX U
Marepuanax,

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUIA.

3. lepuoaMYHOCTH AKTYAJIN3ANNH TEXHHMYECKOH JHOKYMEHTAIMU HA CTAHIAAPTHBIA o0pa3zel:
HE PeKe OJHOTO pasa B MSATh JIET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEJICTaBlIeHa B IIENSAX YTBEPXKIACHUS THIIA
crangaptHoro oopasua naptus Ne 001, 24 mas 2024 r.

IIpaBoodaanaresnn

®denepanbHOe TOCYAApPCTBEHHOE YHUTApHOE Ipeanpusthe «MOCKOBCKUN SHIOKPUHHBIA 3aBO
(OT'VIT «MOoCKOBCKHI SHTOKPUHHBIN 3aBO»)

WHH 7722059711

IOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxnosckas, . 25

Anpeca (aKTUYECKOTO MECTa OCYIIECTBICHUS AEITETbHOCTHU:

111024, r. Mocksa, 1. DHTY3UaCTOB, 1. 23, K. 2A;

109052, r. Mockga, yi. HoBoxoxmnoBckas, 1. 25

Temedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru



Jluct Ne 3
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Web-caiit: www.endopharm.ru

IIpousBoauTenn

denepanbHOE TOCYAAPCTBEHHOE YHHTApHOE MNpeanpustre «MOCKOBCKHUW SHIOKPUHHBIA 3aBO
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIHN 3aBO»)

WHH 7722059711

FOpunuuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxioBckas, . 25
Anpeca GpaKTHIECKOTO MECTa OCYIICCTBICHUS ACATEIHbHOCTH:

111024, r. Mocksa, 1. DHTY34acTOB, 1. 23, K. 2A;

109052, r. Mockaa, yi. HoBoxoxisoBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN LEHTP

VYpanbCckuil Hay4YHO-UCCIIEOBATEIbCKUNA HMHCTUTYT MeTpoiorun - ¢uiman dDegepanibHOro
FOCYIApCTBEHHOIO0 YHUTApPHOrO npeanpusaitus «BcepocCuicKuii Hay4dHO-MCCIEA0BATEIbCKUM
UHCTUTYT  MetTposiorun uMmeHu J[[.M.Menneneesay (YHUUM — ¢umuan OI'VII «BHUHUM
uM. JI.M1.MenneneeBa»)

Anpec mecta HaxoxaeHus: 620075, r. ExkatepunOypr, yn. Kpacnoapmetickas, 1. 4

IOpunnuecknii anpec: 190005, r. Cankr-IlerepOypr, MockoBckuii np-kt, a. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiiT: www.uniim.ru

YHukanpHbI HOMEp 3anucu B peectpe akkpeauToBaHHbix Jul POCC RU.0001.310442.
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