YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

¥ METPOJIOTUU
oT «30» urons 2023 1. Ne 1374
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA XJIOPITIPOMA3UHA
TUJIPOXJIOPUJIA (MD3-105)

Ha3zHaueHMe CcTaHAAPTHOrO 00pa3una. KOHTPOJIb TOYHOCTH pPE3YIbTaTOB H3MEpEHUNl U
aTTecTalys, BalMJalMs METOJIUK HM3MEPEHHH MacCOBOM JOJM XJIOPIPOMAa3WHA THAPOXJIOpHUIa B
MaTepuaiax U JIEKapCTBEHHBIX CPEACTBAX.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTaOMJIBHOCTH  IpagydpOBOYHON  (KaJIMOPOBOYHON)
XapaKTEePUCTUKH CPEJICTB M3MEPEHHH HpHU COOTBETCTBUM METPOJIOTMYECKUX XapaKTEePUCTHK
CTaHJAPTHOTO 00pa3na TpeOOBAHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH INpHU YCIOBUU COOTBETCTBUSI TPEOOBaHMSIM METOIMK
KaTOpOBKHY,

- XapaKTepu3aluy CTaHapTHRIX 00pa3LoB, MaTEepHAIIOB.
OO6nacTi SKOHOMHKH H c(hepbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpasua: (bapmManeBTHUECKas HPOMBIIIJIEHHOCTb, 3/IpaBOOXPaHEHHE, BETepUHapHas
IPOMBIIIICHHOCTh, OXpaHa OKPYXalolel cpebl, CyleOHO-MEIUIMHCKAs JKCIepTu3a, cyncOHas
9KCHEPTU3a, HAyYHbIE HCCIIEIOBAHNUS.

OnucaHue CcTaHIAPTHOro o0pa3ua: CTaHIApTHBIM 0oOpasel MmpeacTaBisieT coOoi CyOCTaHIIMIO
XJOpIPOMa3uHa THAPOXJIOpUA, O€NbId WIM TOYTH O€Nblii KPUCTAITUYECKUNA TMOPOIIOK,
pacdacoBanHblii mMaccoit ot 50 mr mo 250 mr Bo ¢Quakonsl u3 crtekina odovemom 10 oM’ ¢
00KMUMHBIMU KOJITTAYKaMHU, TIOMEIIEHHBIE B Zip-1akeT. DIakoH U zip-TakeT CHA0KEHBI A TUKETKAMHU.
Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOI».

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOAUICCKU ITOBTOPAOIMIUMHACA MMApTUAMU.

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKAa — MaccoBas —J0Js
XJIOpIpoMa3uHa rugpoxiopuaa, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATTectyemas WNurepBan I'panuter qomyckaeMbIx JHomyckaemoe
XapaKTePUCTHKA JIOITYCKaeMBIX 3HAYCHUN 3HAUCHUE
aTTECTOBAHHBIX OTHOCHUTEILHOU OTHOCHUTENbHOU
3rauenuit CO, % MTOTPEUTHOCTH pacuIMpeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3radenus CO (mpu (mpu P=0,95, k=2)
P=0,95), 5, % U, %
MaccoBast 1o
XJIOpIpOMa3uHa ot 95,0 no 100,0 1,0 1,0
ruapoxyopuaa, %
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[IpocmexnBaeMOCTh aTTECTOBAHHOIO 3HAYEHMS K E€IWHULE BEIMYMHBI «MaccoBas JOJs

KOMIIOHEHTay», Bocipous3BoauMoil I'DOT 176 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]

MaccoBOH (MOJIApHOHM, aTOMHOM) JTOJIM M MAacCOBOM (MOJISIPHOM) KOHIIEHTPAIIMK KOMITOHEHTOB B

KHUJIKMX M TBEpABIX BEIIECTBAX M MaTepuajax Ha OCHOBE KYyJOHOMETpPHH, oOecredyeHa

IIPOBEICHUEM M3MEpPEHUN II0 AaTTECTOBAHHONW METOJMKE H3MEpPEHU, NpeaycMaTpUBaroIIen
NpUMEHEHHE CTaHapTHOTro 00pasiia C yCTaHOBIEHHOH mpociexuBaeMocTbio - ['CO 2216-81.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUSI THUNA. HAHOCAT NOJUTpapUUEeCKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHoOpTa CTaHJApTHOro oOpa3la W B TMpaBbli BEPXHHUHA Yroldl 3TUKETKU
CTaHJapTHOro o0pa3slia yTBEeP:KIEHHOTO THIIA.

KoMmnieKTHOCTh CTaHIapTHOro o6pa3nma: (UIakoH W [acmopT CTaHmapTHoOro oOpasia,
MOMEIIEHHBIE ZIp-TIAKeT ¢ 3TUKETKOM, opopmiennoit cornacHo Tpedosanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
OyaeT BBINYCKATHCHA CTAHAAPTHBIN o0pa3e:

- «TexHuueckoe 3aJaHuMe Ha pa3pabdOTKy CTaHJApTHOTO oOpaslia cocTaBa XJIOPIPOMa3HMHA
rugpoxiopuaa  (MD3-105)»  yrBepkaennoe DPI'YII «MOCKOBCKHH 3HIOKPUHHBIA  3aBOI»
30.08.2022;

- [IporpamMmMa HWCHIBITAHUN CTAaHIAPTHOTO O0Opa3la cocTaBa XJIOPIMPOMA3WHA THAPOXJIOPHIA
(MD53-105) B mensx yTBepkaeHUs TUNay, yrBepxkaeHHas YHUUM — ¢umuan OI'YIT «BHUUM
uM.JI.11.MenneneeBa» 22.05.2023.

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

-T'OCT ISO/IEC 17025-2019 «OOmue TtpeOoBaHUS K KOMIIETCHTHOCTH HCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Hamexaias mpakTuka MPUMEHEHUST CTaHIAPTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TpaBMIBHOCTH M
MPELU3UOHHOCTD) METOJIOB U PE3YJIbTATOB U3MEPEHUNY;

- METOJIMKM H3MEPEHUH MAacCOBOW JOJM XJIOPIIPOMA3WHA THAPOXJIOPHIA B JIEKAPCTBEHHBIX
CpeICTBaX U MaTepuasax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

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
cranmapTHOoro oopasna naptus Ne 001, 16 urons 2023 r.

IIpaBoodaanarenn

®enepaibHOE TOCYAAPCTBEHHOE YHHTapHOE Tpeanpusathue «MOCKOBCKHIM 3HIOKPUHHBIA 3aBOJ
(OI'VIT «MOCKOBCKHI SHIOKPUHHBIA 3aBOJT»)

WHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxioBckas, . 25
Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, Mockaa, mocce DHTY3UacToB, 1. 23, Kopm. 2A

109052, r. Mocksa, yi. HoBoxoxisoBsckas, 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 TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(PT'YIT «MOCKOBCKHI 3HIOKPHUHHBIN 3aBOT»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yin. HoBoxoxioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEITLHOCTH
111024, MockBa, mocce DHTY3UacToB, 1. 23, Kkopr. 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 wumenu [[.M.MenneneeBay (YHUUM — dumman OI'YIT « BHUUM
um.J[.11.MenneneeBay)

Anpec mecta HaxoxaeHus: 620075, r. EkatepunOypr, yn. Kpacnoapmetickasi, 4

KOpuanueckuii agpec: 190005, r. Cankr-IlerepOypr, MockoBckuit mip., 19

Tenedon: 8(343) 350-26-1

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHuKanbHbI HOMED 3anucu B peectpe akkpeauToBaHHbIx aull POCC RU.0001.310442.



http://www.endopharm.ru/

