YTBEPXIEHO
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10 TEXHUYECKOMY PETYJIUPOBAHUIO

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

Jlucr Ne 1
Perucrpanunonnsiii Ne I'CO 12520-2024 Bcero nuctoB 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA DMIIATJIM®JIO3UHA (MD3-164)

Ha3HayeHHe cTaHIAPTHOTO o00pa3ma: KOHTPOJb TOYHOCTH pE3YyJIbTaTOB HM3MEPCHHH U
aTTecTallys, BaTUAANMS METOIUK M3MEPEHUH MAacCOBOW JTOJIM dMHariugIo3uHa B MaTepuaiax u
JICKAPCTBEHHBIX CPE/ICTBAX.

CraHgapTHBIN 00pa3el] MOKET UCTIOIb30BAThCS JIJIS:

- YCTaHOBJICHUSI W  KOHTpPOJIA CTAOMJIBHOCTH TI'PaaydpOBOYHON  (KaaHMOPOBOYHOIN)
XapaKTePUCTUKU CPEJCTB HU3MEPCHUH TIPU COOTBETCTBUU METPOJIOTHUECKUX XaPAKTEPHUCTHK
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
sMnariaugiao3uHa, O6embli, MouTH Oesblil UM JKeITOBAThIM MOPOIIOK, pacacoBaHHbBII Maccoi OT
100 mr mo 500 wmr, Bo ¢akoHsl W3 crekia oobemom 10 cM® ¢ 0BKMMHBIMH KOJIITaYKaMH,
HOMeIIeHHbIE B zip-niakeT. DIaKkoH U zip-MakeT CHA0XKEHbI STUKETKaMHU.

Pa3pabotuuk crannaptaoro odpasua — @I'YIl «MockoBCkHii SHAOKPUHHBINA 3aBOY.

dopma BbINYCKA: CEPUITHOE MPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTUSIMHU.

MeTpoJiornyeckue XapaKTepUCTHKH:
smnaraudiosuna %.
Tao6naunal—HopMupoBaHHBIE METPOJIOTHYECKHE XaPAKTEPUCTUKH

aTTeCTyeMad XapakKTCPUCTHKA — MacCCoBasgd  OOJIA

ATtrectyemas WNHuTrepBan I'panunsl Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HauYeHUe
aTTeCTOBAaHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
snauennit CO, % OTHOCUTETEHOMN pacIIMpeHHOM
MOTPEIIHOCTH HeonpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2)
saauenusa CO U, %
(mpu P=0,95), £3, %
MaceoBa ol ot 95,00 510 100,00 05 05

amnariauduosuta, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHUS K €IWHHIIE BEITUYMHBI «MaccoBas JOJIS
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €IMHHIIL
MacCOBOM JI0JIM, MAacCOBOM (MOJISIPHOM) KOHIIEHTPAIIMH BOJBI B TBEPJBIX M KUIAKUX BEIIECTBAX U



JIuct Ne 2

Bcero nucros 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 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, YCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

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

- «TexHuueckoe 3agaHue Ha pa3pabdOTKy CTaHAAPTHOrO o0Opasia cocrtaBa ammnariuduozuna (M33-
164)», yreepxxkaennoe @I'YIT «MockoBckuit 3HI0KpUHHBIN 3aB0o» 26.09.2023;

- [IporpamMmMa HCHBITAaHUM CTaHJAPTHBIX OOpPA3LOB COCTaBa CyramMmajekca (cyraMmmajaekca
Hatpus) (MD3-158), cocraBa nuuarnuntuna (MD3-145), cocraBa smmarnuduiozuna (MD3-
164) B uemssx yTBEpXKACHHS THIOB», yrBepxkiaeHHas YHUUM — dumuan OT'YIT «BHUUM
uM. JI.11.Menneneesa» 08.04.2024.

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 HNCO 5725-6-2002 «TouHocTh (TIPaBMIBHOCTH M
MPELM3UOHHOCTH) METOJIOB M PE3YIIbTATOB U3MEPEHUIY;

- METOJIMKM HM3MEPEHH MAacCOBOM J0iM H>MOariudio3nHa B JIEKApPCTBEHHBIX CPENCTBAX U
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 3x3emiuisipa (mapTum), AaTa BbINYCKA: MpEACTaBIeHA B IENSAX YTBEPXKICHHUS THIIA
crangapTHoro oopasna maptus Ne 001, 24 mas 2024 r.

IIpaBoobaanarenn

®denepanbHOE TOCYAApPCTBEHHOE YHUTAapHOE Tpeanpuatrne «MOCKOBCKUN SHIOKPUHHBIA 3aBOI
(OT'VIT «MoCKOBCKHI SHTOKPUHHBIN 3aBO»)

WHH 7722059711

IOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxnosckas, . 25
Anpeca (aKTUYECKOTO MEeCTa OCYIIECTBICHUS AeITETbHOCTHU:

111024, r. Mocksa, 1. DHTY3HaCTOB, 1. 23, K. 2A;

109052, r. Mockga, yin. HoBoxoxioBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru


http://www.endopharm.ru/
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IIpousBoauTen
®denepanbHOe TOCYAApPCTBEHHOE YHHUTApHOE Mpeanpusthe «MOCKOBCKUN SHIOKPUHHBIM 3aBOJ»
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
NHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yia. HoBoxoxiioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACITETbHOCTHU:
111024, r. Mocksa, 11. DHTY3UaCTOB, 1. 23, K. 2A,;
109052, r. Mockga, yi. HoBoxoxoBckas, 1. 25
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

HUcnbiTaTebHBIA HEHTP

Ypalbckuii HayYHO-HUCCIECIOBATEILCKHM WHCTUTYT MeTpojioruu - ¢uinan  DenepanbHOTo
rOCyJapCTBEHHOTO YHUTApHOTO mpeanpusatus «Bcepoccuiickuii Hay4yHO-UCCIEI0BATEIbCKUI
uHCTUTYT  MeTposiorun umenu J[[.M.Menneneesay (YHUUM — ¢umman DI'VII «BHUHUM
uM. JI.11.MenneneeBa)

Anpec mecta HaxoxaeHusi: 620075, r. ExarepunOypr, yi. Kpacnoapmetickas, 1. 4

KOpuanueckuii agpec: 190005, r. Cankt-IlerepOypr, MockoBckuii mp-KT, A. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiit: www.uniim.ru

VYHuKanbHbId HOMED 3anucu B peectpe akkpeauToBaHHbIx aul] POCC RU.0001.310442.
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