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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EI] COCTABA METWJID®EIPUHA
TUJIPOXJIOPUIIA (MD3-205)

Ha3HauyeHHe CTaHIapTHOr0 00pa3na: KOHTPOJIb TOYHOCTH pE3YJIbTATOB HW3MEPEHHH U
aTTeCcTalus, BaJTWIANNAS METOJAMK WU3MEPSHHH MacCOBOHM JOM MEeTHId(EApUHA THIPOXJIOPHIA B
MarepHalax, JICKapCTBEHHBIX CPEIICTBAX.
CranmapTHbI 00pa3en MOKET UCIOIB30BATHCS IS

- YCTaHOBJICHUSI W  KOHTpOJIA CTAOMJIBHOCTH T'PaaydpOBOYHON  (KaJTHMOPOBOYHOI)
XapaKTePUCTUKU CPEJCTB HW3MEPEHUH IPU COOTBETCTBUU METPOJIOTUYECKUX XaPAKTEPUCTHUK
CTaHJAPTHOTO 00pa3ia TpeOOBaHHUSIM METOIMKH U3MEPCHU;

- KaIHOPOBKH CPEICTB M3MEPCHHH IPU YCIOBHH COOTBETCTBHS TPEOOBAHUSM METOJUK
KaJIMOPOBKH;

- XapaKTepU3aluu CTAaHIAPTHBIX 00pa3IloB, MATCPUAIIOB;

- IPOBEJICHUS MEXKIIA00PATOPHBIX CIUYCHUIA,

- IOATBEPKICHUS CTENEHN JKBUBAJCHTHOCTH PE3YJIbTATOB HW3MEPEHUH JBYX WK 0OoJjee
1ab0opaTOpHUid.
OO0JytlacTé  PKOHOMHKH W CQepbl JeATeIbHOCTH, TNIe TUIAHUPYETCsS NPUMEHEHHE CTaHIapTHOTO
oOpa3ua: (apmareBTHUECKass MPOMBIIUIEHHOCTh, 3APAaBOOXPAHEHUE, HAy4yHbIE HCCIEeIOBaHUS,
CylIeOHO-MEIMIIMHCKAsT JKCIepPTH3a, CyAeOHas OKCIepTH3a, TNPOM3BOAMMAs B OKCHEPTHO-
KPUMUHAIMCTUYECKUX MOJIpa3JIeNIeHUsIX OpraHoOB BHYTpeHHUX Aen Poccuiickoit denepanyu.

Onucanue CTaHJAAPTHOrO o0pa3ua: CTaHAAPTHHIA oOpasel] MpeaCTaBiseT cOOOW CyOCTaHITHIO
MeTUId(eapuHa THIPOXJIOpHIA, O€nbli WIM TOYTH Oeblii KPUCTAUIMYECKUH MOPOILIOK WIN
Urojbyathle KpHucTamibl, pacdacoBaHHblii Maccoid oT 100 mr go 500 mr, BO (iakoHBI TEMHOTO
CTeKJIa ¢ OOXHMMHBIMM KOJITAYKaMHM, MOMEIEHHbIE B Zip-makeT. PIakoH M zip-akeT CHa0KEHbI
ATUKETKaMHU.

Pazpabotunk cranaaptHoro oopasna — ®I'YII «MockoBCKU SHIOKPUHHBIHN 3aBO.

(I)opMa BbIIIyCKa: CepHﬁHOC IMPOU3BOACTBO NCPUOAUYCCKU IMTOBTOPAOIIUMHACA MAapTUAMU.

MeTtposornyeckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepuCTHMKa — MaccoBas —JoJis
MeTuid(epuHa ruapoxiopuaa, %.
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Tab6naumal—HopMupyemble METPOIOTUYECKHE XaPAKTEPUCTUKH

Artrecryemas WNHuTepBan I'panuusl nonmyckaemsix | Jlomyckaemoe 3Ha4E€HHE
XapaKTepUCTUKA JIOITYCKA€MBbIX 3HAYCHHUIH OTHOCHTEIIFHOU OTHOCHUTEIIBHOM
aTTECTOBAHHBIX MOTPEUTHOCTH pacuImpeHHou
sHauenuii CO, % aTTECTOBAHHOTI'O Heonpenenennoctu CO
3Hauenust CO (npu P=0,95, k=2),
(mpu P=0,95), £, % U, %
MaccoBas mois
MeTui G enpruHa ot 95,0 no 100,0 1,0 1,0
TUAPOXJIOpUAA

[TpocnexxnBaeMoOCTh  aTTECTOBAHHOIO 3HAYEHMsS K €IMHUIIE BEJIMYMHBI «MaccoBas  JOJsd
KOMIIOHEHTay», Boclpous3BoauMoil I'DT 176 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]
MaccoBOH (MOJIApHOHM, aTOMHOM) JTOJIM M MAacCOBOM (MOJIIPHOM) KOHIIEHTPAIIMM KOMITOHEHTOB B
JKUJAKUX W TBEpAbIX BeEUIECTBAX U MaTepuajgax Ha OCHOBE KyJOHOMETpHUM, oOecredeHa
IPOBEICHUEM H3MEPEHUIl 10 aTTeCTOBAaHHOM METOJMKE W3MEpPEeHuH, NpeaycMaTpuBaromei
IPUMEHEHHE CTaHIapTHOro o0pasla ¢ yCTaHOBIEHHOU npociexkuBaeMoctbio — ['CO 2216-81.

CpoK roaHoCTH 3K3eMILIspa: 2 roja.

3HaK yTBep:KAeHUS] THUNA: HAHOCAT NOJUTpapUUeCKHM CIIOCOOOM B MpaBblii BEPXHUH Yroil
MEpPBOr0 JIUCTA TACIOPTa CTAaHAAPTHOTO o0pa3la W B TMPaBblii BEPXHUH Yyrodl ATHUKETKU
CTaHJapTHOro 0Opa3slia yTBEePKICHHOTO THIIA.

KoMIJIEKTHOCTh CTAHAAPTHOr0 00pa3na: HK3EMIULIP M MAaclopT CTaHAApTHOTO obpasia,
MTOMEIICHHBIC ZIp-TIAKeT ¢ ATUKETKOM, ohopmiieHHOM corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAaHABJIMBaOIMe TPeOOBAaHUA K CTaHapTHOMY o0pa3ny:

1. HanmeHoBaHHe U 0003HAYeHUE TEXHUYECKOH JOKYMEHTAIMH, 10 KOTOPOH BbINYIIEH WJIH
OyaeT BbINYCKATHCH CTAHAAPTHBIN o0pa3elr:

- «TexHuueckoe 3ajaHue Ha pa3pabOTKy CTaHIApTHOro obpasna cocTaBa MeTHId(eapuHa
ruapoxiopuaa (M33-205)», yrepxaeHHoe PI'YII «MockoBckuil 3HIOKPUHHBIN 3aBom» 13
HOsA0ps 2025 r.;

- IIporpamMa ucHBITAHUN CTaHAAPTHOrO oOpasla cocTaBa METWId(ENpUHA THAPOXJIOpHIa
(M33-205) B nensx yTBepxkaAeHHUS Tumay, yrepxaeHHas YHUUM — ¢unmman OI'YIT «BHUNM
uM.Jl.11.MenneneeBa» 25 nexabps 2025 r.

2. HaumeHoBaHHe M 0003HaYeHHe IOKYMEHTOB, ONpele/sIOIMX MPUMEeHeHHe CTaAHAapTHOrOo
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHUS K KOMIIETEHTHOCTH HCHBITATEIbHBIX U
KaJIMOPOBOYHBIX JTAOOpaTOpUii»;

- 'OCT ISO Guide 33-2019 «Hannexxamiast mpakTuka MpUMEHEHHS CTaHJAPTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P UCO 5725-6-2002 «TouHOCTHh (NMPaBUIBHOCTH U
IIPELIM3MOHHOCTD) METOJIOB U PE3YJIBTATOB U3MEPEHUIY;

- METOJIMKM HW3MEpPEHUil MaccoBOW JOJIM METUId(eapuHa THUAPOXJIOpPHAAa B JIEKAPCTBEHHBIX
CpeCTBaxX U MaTepHajax;

- METOJIMKH KaJIMOPOBKH CPE/ICTB U3MEPEHUII.

3. IlepuoaAMYHOCTL AKTYAJM3ANUM TEXHUYECKOH JTOKYMEHTAIMU HA CTAHIAPTHBIN o0pa3en:
HE peXe OJHOTO pa3a B IATH JIET.

Homep 3x3emnusipa (maprum), AaTta BBINYCKAa: NPEICTaBICHAa B IENIAX YTBEPXKIEHHUS THIIA
crangaptHoro oopasua naptus Ne 001, 30 suBaps 2026 r.
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@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE mIpeanpustie «MOCKOBCKHM SHIOKPUHHBIM 3aBOI»
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIN 3aBOJ»)
WHH 7722059711
HOpuanueckuii aapec: 109052, r. MockBa, BH. Tep. I. MyHULUINIAIbHBIA OKpyr Huskeroponckuid,
yi. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (aKTUYECKUX MECT OCYIIECTBICHUS IITCIbHOCTH:
111024, r. MockBa, BH. Tep. I. MyHUIIUIIANbHBIN OKpyr CokonuHas ["opa, yin. Jlaboparopnas, 1. 12,
cTp. 2;
109052, r. MockBa, BH. Tep. I. MyHUIIUNIAIbHBIA  OKpyr Huxeropoackuii, yin. HoBoxoximoBckasi,
a. 25, crp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

IIpousBoauTe b

®enepanbHOE TOCYAAPCTBEHHOE YHHUTapHOE mNpeanpusathe «MOCKOBCKHI IHIOKPUHHBIA 3aBO
(PT'YIT «MOCKOBCKHI SHTOKPUHHBIN 3aBOI»)

WHH 7722059711

KOpunnuecknii agpec: 109052, r. MockBa, BH. Tep. I'. MyHHIIMIAIbHBIN OKpyr Huxeropouackui,
yi. HoBoxoxioBckas, 1. 25 ctp. 1

Anpeca (paKTUYECKUX MECT OCYIIECTBICHUS A€ATeIbHOCTH:

111024, r. MockBa, BH. Tep. I'. MyHULIUNAJIbHBIN okpyr CokonuHas ['opa, yin. Jlaboparopnas, 1. 12,
cTp. 2;

109052, r. MockBa, BH. Tep. I. MyHHUIIMNaIbHbI okpyr Hwuskeroponckuii, yn. HoBoxoxiioBckas,
a. 25, ctp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN LEHTP

VYpanbCckuil Hay4HO-HUCCIIEOBAaTENIbCKUN HMHCTUTYT MeTposiorun - ¢uuuan deaepanbHoro
rOCYy/IapCTBEHHOTO YHUTapHOro mnpennpuarus «Bcepoccniickuil Hay4HO-HCCIIEI0BATENbCKUM
uHcTuTyT Metposiorun  umenu J[.M.Menneneeay (YHUUM — ¢pumman OI'YII «BHUUM
uM. JI.M1.MenneneeBa»)

Anpec mecta HaxoxaeHus: 620075, r. ExarepunOypr, yi. KpacHoapmetickas, 1. 4

IOpunnueckuit 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 akkpeauToanHbix aul Ne POCC RU.0001.310442.
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