YTBEPXIEHO
npuka3zoM denepabHOro areHTCTBA
10 TEXHUYECKOMY PETYJIMPOBAHUIO

U METPOJIOTUU
OT « 12 'y despanst 2026 1. No 243

JIuer Ne 1
Peructpanmonssiii Ne I'CO 13185-2026 Bcero nucros 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBINT OBPA3EI] COCTABA APTUKAMHA TUIPOXJIOPUJIA
(MD3-198)

Ha3nayenue crangaprHoro o0pasma: KOHTPOJIb TOYHOCTH PpEe3Yy/lbTaTOB HU3MEPEHMM U
arrecTauus, BAJMJALKS METONMK H3MEPEHUMH MacCOBOM [JOJIM apTHKaWHa TUIPOXJIOpUIa B
MaTepHaiax, JIEKapcTBEHHBIX CPEJICTBAX, 00bEKTaX OKpY’KaroIlel cpebl.
CranmapTHbI 00pa3en MOKET UCIOIB30BATHCS IS

- YCTAHOBJICHUSI M KOHTPOJS  CTAaOMJIBHOCTU  I'PagyUpOBOYHON  (KaauOpOBOUHOM)
XapaKkTEPUCTUKH CPEIACTB M3MEPEHUH IIPU COOTBETCTBHUM METPOJIOTMUECKUX XapaKTEPUCTUK
CTaHJapTHOro 00pa3ua TpeOOBaHUSIM METOANKH U3MEPEHUN;

- KamMOpOBKH CPEICTB HM3MEPEHHH IpPH YCIOBHHM COOTBETCTBUSI TPEOOBAHHSM METOIUK
KaJIMOPOBKH;

- XapaKTepu3alluu CTaHIapTHBIX 00pa3lloB, MaTEpUAJIOB;

- IPOBE/ICHUS MEXKJIa00PaTOPHBIX CIUYEHUI;

- IOJITBEPXK/ICHUSI CTENEHH SKBHUBAJCHTHOCTH pE3yJbTaTOB HM3MEPEHHUIl IBYX WM Ooiee
1ab0opaTOpHUid.
OO6sacTd PKOHOMUKH M cQepbl AeATeIbHOCTH, TJle IUIAaHMPYETCs MPUMEHEHHE CTaHJapTHOTO
oOpasmua: (bapmMareBTHUECKas IIPOMBILIICHHOCTb, 3lpaBOOXpaHEHue, BETEpUHApHas
IIPOMBIIIJIEHHOCTh, HayYHbIE UCCIIEI0OBAaHUS, OXpaHa OKpYKaloLIei cpenbl, cy1e0HO-MeIUIIMHCKas
JKCHepTH3a, CylaeOHas OSKCIepTu3a, MPOU3BOAMMAs B SKCIEPTHO-KPUMUHATUCTHUYECKHX
MOJpa3elIEHUAX OpraHoB BHyTpeHHUX nen Poccuniickoit @enepannu.

Onucanue cTaHAApTHOro0 00pa3na: CTaHJIAPTHBIA oOpasell MpeacTaBiseT coO0H cyOCcTaHIMIO
apTUKanHa TUAPOXJOpUAa, OT Oenoro A0 O0enoro ¢ KEeJITOBATO-3€JIEHOBATHIM OTTEHKOM
KpUCTAJNIMYECKUI MOPOIIOK, pachacoBaHHbI Maccoit oT 100 mr 10 500 Mr, BO ¢1akOHBI TEMHOTO
CTeK1a ¢ OOKMMHBIMU KOJMAauyKaMH, OMEIEHHbIe B zip-makeT. DIaKoH U ZIp-NMaKeT CHAOKEHBI
TUKETKaMHU.

PazpaboTtunk crangaptaoro oopasia — OI'YIT «MockoBCKHit SHTOKPUHHBIN 3aBOI.

@opma BbINYCKA: CEPUITHOE MMPOU3BOICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTUSIMHU.

MeTtpoJiornueckue XapaKTepUCTUKM: aTTECTyeMasi XapakTepUCTUKA — MAcCOBast A0JIsl apTUKanHa
ruspoxsopuna, %.
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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
apTUKanHAa ot 95,0 no 100,0 1,0 1,0
TUAPOXJIOpUAA

[IpocnexuBaeMoCTh aTTECTOBAHHOTO 3HAYEHUS K €IWHUIIE BEIUYMHBI «MaccoBas J0Jis
KOMIIOHEHTa», Bocmpou3Bogumoil I'DT 176 T'ocymapCTBEHHBIM MEPBUYHBIM STAJOHOM €IMHUIL
MaccoBOM (MOJIIpHOM, aTOMHOM) JIOJIM M MAcCOBOM (MOJSIPHOM) KOHIIEHTPALIMK KOMIIOHEHTOB B
KUJAKUX W TBEPAbIX BEUIECTBAX U MaTepuajgax Ha OCHOBE KyJIOHOMETpHH, obecredyeHa
MPOBEJICHUEM HW3MEPEHU MO AaTTECTOBAHHOW METOJMKE HW3MEPEHHI, NpeayCMaTpUBAIOIIEH
MpPUMEHEHHEe CTaHIapTHOro o0pasiia ¢ yCTaHOBIEHHOM mpociexkuBaeMoctbio — ['CO 2216-81.

Cpok roaHoOCTH 3K3eMILIsApa: 2 roja.

3HaK yTBepsKAeHUS] THUNA: HAHOCAT NOJUTpapUUeCKHM CIIOCOOOM B MpaBblii BEPXHUH Yroi
MEPBOr0 JIUCTA TACIIOPTa CTAHAAPTHOTO o0pa3la W B TMPaBblii BEPXHUH Yyrodl ATHUKETKU
CTaHJapTHOro oOpaslia yTBEP:KICHHOTO THIIA.

KoMIJIEKTHOCTh CTAHAAPTHOr0 00pa3na: HK3EMIULIP M MAacIopT CTaHAApTHOTO obpasia,
MOMEILEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmiienHoi cornacHo TpedoBanusim I'OCT P 8.691-2010.

JIOKyMeHTBI, yCTAaHABJIMBaIOIMe TPeOOBAHUA K CTaHapTHOMY o0pa3ny:

1. HanmeHoBaHue U 0003HAYeHUe TEXHUYECKOH JOKYMEHTAIMH, 10 KOTOPO# BbINMYILIEH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN o0pa3elr:

- «TexHuyeckoe 3a/laHue Ha pa3paboOTKy CTaHIAPTHOrO 0Opa3lia CocTaBa apTUKAMHA MHJIPOXJIOpHUIa
(MD33-198)», yrBepxknenHoe PI'YII «MockoBckuii S HAOKPUHHBIN 3aBOA» 13 HOs10ps 2025 1.5

- [Iporpamma ucHbITaHUIM CcTaHIApPTHBIX 00pa3loB cocTaBa MoHTenykacta HaTpus (M33-188),
cocTtaBa apTukanHa ruapoxiopuna (M23-198), cocraBa menuBakanHa ruapoxiopuaa (MD3-199),
B IeNsX YTBEpXKACHHS THUIOBY», yrBepkaeHHas YHUUM — ¢unuan OI'VII «BHUNM um.
.. MenneneeBa» 25 nexabps 2025 r.

2. HaumeHoBaHHe M 0003HaYeHHeE IOKYMEHTOB, ONpele/sIOIMX MPUMEeHeHHe CTaHIapTHOro
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 U3MEPEHUI»;

- METOJIMKH W3MEpPEHUIl MacCcOBOM JOJIM apTHUKaWHa TUAPOXJIOpUIA B JEKAPCTBEHHBIX CPEACTBAX U
MarepHalax, 00beKTax OKpYKaroleH cpe/ibl;

- 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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IIpaBoodaanarenn
@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE mIpeanpustie «MOCKOBCKHM SHIOKPUHHBIM 3aBOI»
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIM 3aBO»)
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. MyHUIIUNIaIbHbIN OKpyr CokonuHas ["opa, yi. JlabopatopHas, 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

IIpousBoauTeab

®enepanbHOE TOCYAAPCTBEHHOE YHHUTapHOE mpeanpusathe «MOCKOBCKHM 3HIOKPUHHBIA 3aBO
(PT'YIT «MOCKOBCKHI SHIOKPUHHBIN 3aBOI»)

WHH 7722059711

KOpunnuecknii agpec: 109052, r. MockBa, BH. Tep. I. MyHHIIMIAIbHBIN OKpyr Huxeroponackui,
yi1. HoBoxoxioBckas, 1. 25 ctp. 1

Anpeca (GaKTUYECKUX MECT OCYIIECTBICHUS A€ATeIbHOCTH:

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

109052, r. MockBa, BH. Tep. I. MyHMIIMNIaIbHbIN  OKpyr Huskeropoackuii, yn. HoBoxoxioBckas,
a. 25, ctp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTaTe/IbHbINA LEHTP

VYpanbckuil HayyHO-MCCIENIOBATENIbCKUM HHCTUTYT MeTpojoruun - ¢uianan denepanbHoro
rOCy/IapCTBEHHOTO YHUTapHOro mnpeanpuarus «Bcepoccuiickuil Hay4HO-HCCIIEI0BATENbCKUM
uHctuTyT Metposioruu  umenu J[.M.Menneneeay (YHUUM — ¢pumman OI'YII «BHUUM
uM. JI.M1.MenneneeBa»)

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

IOpunuueckuit 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

YHuKkanpHbI HOMEp 3anucu B peectpe akkpeauToBanHbix aui Ne POCC RU.0001.310442.
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