YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

U METPOJIOTUHU
oT «26» peBpans 2024 r. Ne 487
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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EL] COCTABA JINMOHHOM KHUCJIOTHI
MOHOTI'UJIPATA (M33-174)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJIUJAIMS METOAMK M3MEPEHUH MacCOBOM JOJMM JIMMOHHOM KHUCJIOTHI B
MaTepuanax,ieKapCTBEHHBIX CPEJCTBAX, IPOIYKTaX MUTAHUS U MTUIIEBOM CBIPBE.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- YCTAQaHOBJIEHHS U KOHTPONS CTaOWJIBHOCTH TPaaydpOBOYHON  (KanuOPOBOYHOI)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPH COOTBETCTBHM METPOJIOTUYECKHX XapaKTEPUCTHUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepHu3ally CTaHIapTHBIX 00pa3I0B, MATEPUAIIOB.

O6acTi S5KOHOMUKHU U Cepbl eATENbHOCTH, TJe MIaHUPYeTCs MPUMEHEHHE CTaHAAPTHOTO
oOpa3sia: ¢apmMarieBTUIecKasi MPOMBIILICHHOCTh, 3APaBOOXPAHCHUE, MMHIIEBAs MPOMBIILICHHOCT,
BETEpPUHApHAs MPOMBINUICHHOCTh, OXpaHa OKpYXKalollell cpenpl, CyaeOHO-MeTUIIMHCKAs
AKCIIepPTH3a, CyAcOHAs SKCIIEPTU3a, HAYYHbIC UCCIICTOBAHMUS.

Onucanue cTaHAApTHOro o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBiIsieT COO0OH CyOCTaHIIHIO
JUMOHHOM KHUCIIOTBI MOHOTHpaTa, Oenblii WIM TOYTH OeNblif KPUCTAUNIMYECKUH MOPOIIOK,
OecIBETHBIE KPUCTAJUTBI WIIM TPaHyiibl, pacacoBanHbie Maccoit oT 100 mr 1o 500 mr, Bo ¢i1akoHBI
13 cTexma 00beMoM 10 cM® ¢ 0GKMMHBIME KOJIMTAYKAMH, TOMEILICHHBIC B zip-naket. OIaKoH U zip-
nakeT CHaOXKeHbl ITUKETKaMHU.

Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOI».

(I)opMa BbIIIYCKA: CepHﬁHOC MMPOU3BOACTBO NCPUOAUYUCCKHU ITOBTOPAOIMIUMHACA TAPpTUAMU.

Metposornyeckne XapaKTepUCTHKH . aTTeCTyeMasi XapaKTepUCTHKa — MaccoBas J10J1 JINMOHHOU
KUCIOTEL, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATTectyemas WuTeppain I'panu1IbI TOMTyCKaeMbIX Honyckaemoe
XapaKTepUCTHKA JIOITyCKaeMBbIX 3HAYEeHU I’ 3HAYCHHE
aTTeCTOBAHHBIX OTHOCHUTEJIbHOU OTHOCHUTEJIbHOU
3nauenuit CO, % MTOTPEUTHOCTH pacuIMpeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3Havyenus CO (mpu P=0,95, k=2)
(mpu P=0,95), £5 % U, %
Maccosas noma |\ g5 1 93,0 1,0 10
JIMMOHHOU KHUCIIOTHI, %
[TpocnexxnBaeMOCTh  aTTECTOBAHHOTO 3HAYCHHWS K CIWHHUIIE BEJIMYMHBI «MaccoBas OIS

KOMIIOHEHTay», BocrpousBoauMoil I'DT 176 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]
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MaccoBOU (MOJIApHOHM, aTOMHOM) JTOJIM M MAacCOBOM (MOJISIPHOM) KOHIIEHTPAIIMM KOMITOHEHTOB B

KHUAKHUX W TBEPAbIX BCHICCTBAX U MATCpUAIaX Ha OCHOBC KYJIOHOMCTPUH, 06ecnequa

NPOBEJICHUEM W3MEPEHUI M0 AaTTECTOBAHHOW METOJHMKE W3MEPEHUH, NpeayCcMaTpHBArOIICH
NpUMEHEHHE CTaHapTHOTO 00paslia C yCTaHOBIEHHOU MpociexuBaeMocTsio - ['CO 2216-81.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHHUS] THNA. HAHOCAT MNOJUTpapUUEeCKHM CIIOCOOOM B IMpaBblii BEPXHUH Yroil
NEepBOTr0 JIMCTa TMACHOpTa CTaHJApTHOro oOpa3la W B TMpaBblii BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro oOpa3slia yTBEePKICHHOTO THIIA.

KoMIIeKTHOCTh CTaHIapTHOro obpa3nma: (UIakoH W [acmopT —CTaHIapTHOro obpasia,
MOMEIIEHHBIE ZIp-TIAKET ¢ 3TUKETKOM, opopmiennoit cornmacHo Tpedosanusm ['OCT P 8.691-2010.

JIOKyMeHTbI, YCTAHABJIUBAKOIIHE TPeOOBAHUA K CTAHIAPTHOMY 00pa3iy:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHUYECKOH JOKYMEHTAIIMH, 110 KOTOPOii BBIMYIIIEH HJIH
Oy/aeT BBINYCKATbCS CTaHIAPTHBIN o0pa3zen:

- «Texnuueckoe 3agaHue Ha pa3pabOTKy CTaHAAPTHOTO oOpas3la cocTaBa JUMOHHOW KHCIOTBI
moHoruapara (MD3-174)», yrBepxkaecaHoe OPI'VII «MOCKOBCKHMI 3HIOKPUHHBIA 3aBOI»
21.09.2023,;

- «[IporpamMa ucHbITAaHUN CTaHAAPTHOTO 00pasla COCTaBa JMMOHHON KHMCJIOTHI MOHOTHApaTa
(MD3-174) B uemnsix yrBepxaeHus Tuna», yreepxkaecaaas YHUUM — ¢unuan OT'YIT «BHUUM
uM.JI.11.Menneneesa» 09.01.2024.

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

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

-T'OCT ISO Guide 33-2019 «Haanesxaras mpakThKa IPUMEHEHHS CTAHIaPTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
MPELM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJAMKH  M3MEPEHUM  MAacCOBOM  JOJM  JIMMOHHOM  KHCJIOTBI B  JIEKAPCTBEHHBIX
cpeiacTBax,Marepuaiax, NpoayKTax MUTAaHUs U MMIIEBOM ChIPbE;

- METOJIUKH KaTUOPOBKH CPEJICTB U3MEPECHH.

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

Homep 3x3emmisipa (mapTuu), AaTa BBINYCKAa: IPEICTAaBlIcHA B IIENSAX YTBEPKIACHUS THIIA
crangapTHoro oopasna naptus Ne 001, 09 dperpans 2024 r.

IIpaBoodaanaresnn

®enepanbHOE TOCYAAPCTBEHHOE YHHTapHOE TNpeanpusathne «MOCKOBCKHI 3HIOKPUHHBIA 3aBOJ
(®I'VIT «MOCKOBCKHI SHIOKPUHHBIN 3aBOJT»)

NHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yin. HoBoxoxmnoBckas, . 25
Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, r. MockBsa, 11. DHTY3UacTOB, 1. 23, K. 2A

109052, r. Mocksa, yi. 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 TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yin. HoBoxoxsoBsckas, a. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEITLHOCTH
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  Merponorun umenu J[[.M.MenneneeBay (YHUUM — ¢wman OI'YII «BHUUM
uM. JI.11.MenneneeBay)

Anpec mecta HaxoxaeHus: 620075, r. ExkatepunOypr, yi. KpacHoapmetickas, 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-caiir: www.uniim.ru

VYHuKkanbHbId HOMED 3anucu B peectpe akkpeauToBanHblx aul POCC RU.0001.310442.



http://www.endopharm.ru/

