YTBEPXIEHO
npuka3zoM denepabHOro areHTCTBA
10 TEXHUYECKOMY PETYJIMPOBAHUIO

U METPOJIOTUU
OoT « 12 y»  despama 2026 r. No 243

JIuer Ne 1
Peructpanmonssiii Ne I'CO 13184-2026 Bcero nucros 3
OIIMCAHUME TUITA CTAHJAPTHOI'O OBPA3LIA
CTAHI[APTHBIPI OBPA3EIL] COCTABA ASNIJIICAPTAHA

KAMEJIOKCOMMJIA (MD3-195)

Ha3nayenue craHgapTHOro o0pasma: KOHTPOJIb TOYHOCTH pe3yJbTaTOB HW3MEPEHUM U
arTecTainus, BajJuJalHs METOIMK M3MEPEHUM MACCOBOW JOJIM a3uicapTaHa KaMeJIOKCOMHUJIa B
MaTepuanax, JIeKapCTBEHHBIX CPEJCTBaX, 00BEKTaX OKPYKAIOIICH Cpe/ibl.

CraHgapTHBIN 00pa3er; MOKET UCTIOIb30BAThLCS JIIS:

- yCTAHOBJICHUSI U KOHTPOJSI ~ CTAaOMIBHOCTH  TPagyMpOBOYHOH  (KanuOpOBOYHOM)
XapaKTEPUCTUKU CPEIACTB HU3MEPEHU NP COOTBETCTBUU METPOJIOTMYECKUX XapaKTEPUCTHK
CTaHJApPTHOTO 00pa3iia TpeOOBaHUSIM METOIUKH H3MEPEHUN;

- KATMOPOBKH CPEJICTB M3MEPCHHA TPH YCIOBHUH COOTBETCTBUS TPECOOBAHHSIM METOJIUK
KaJIMOPOBKH;

- XapaKTepU3alnuy CTAaHJIAPTHBIX 00pa3IloB, MATEPUAIIOB;

- MPOBEJICHUS MEXJ1a00PATOPHBIX CIUUYCHUH;

- IOATBEPKICHUS CTENEHN JKBUBAJCHTHOCTH PE3YJIbTATOB HW3MEPEHUH JBYX WK 0OoJjee

1ab0opaTOpHUid.
O6nact PKOHOMUKH U cdepbl NESITeIbHOCTH, T/I€ IUTAaHUPYETCS TMPUMEHEHHUE CTaHJIapTHOTO
oOpa3a: dapmanieBTHUECKas IIPOMBILUIEHHOCTb, 37paBOOXpPaHEHHUE, BETEpUHApHAas
MIPOMBIIIUIEHHOCTh, OXpaHa OKPYXaIoIIel Cpe/ibl, HayuyHbIe UCCIEOBaHUs, Cy1IeOHO-MEIUITMHCKAs
JKCIIepTH3a, CcyaeOHas OJKCHepTH3a, MPOU3BOAUMAs B IKCHEPTHO-KPUMHHATUCTHYECKHX
MOoApa3IeJICHUSIX OpraHoB BHYTpeHHUX Jel Poccuiickoit denepanuu.

Onucanue cTaHAApTHOro0 00pa3na: CTaHJIAPTHBIA oOpasell MpeacTaBiseT coO0H cyOCcTaHIMIO
azuiicapTaHa KaMeJOKCOMMIA, OeNblii WM IOYTH Oelblii MOPOIIOK, pac(acoBaHHBIM Maccoil oT
100 mr 1o 500 mr, Bo (h1akOHBI TEMHOTO CTEKJIA ¢ OOKMMHBIMH KOJITAYKaMH, TOMEIIEHHBIE B Zip-
nakeT. GnakoH U zip-nakeT CHa0KEeHbI ATUKETKaMHU.

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

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

MCTPOJIOFI/I‘ICCKI/IC XApPaKTEPUCTUKHU: aTTCCTyCMasd XapaKTCpHUCTHUKa — MaccoBasgd J0JIA
asnujicapTaHa KaMEIOKCOMMIIA, %.



JIuct Ne 2
Bcero nucros 3
Tab6naumal—HopMupyemble METPOIOTUYECKHE XaPAKTEPUCTUKH

Artrecryemas WNHuTtepBan I'pannusl nonmyckaemsix | Jlomyckaemoe 3Ha4E€HHE
XapaKTepUCTUKA JIOITYCKAeMBbIX 3HAYCHHUI OTHOCHTEIIFHOU OTHOCHUTEIIBHOU
aTTECTOBAHHBIX MOTPEUTHOCTH pacuImpeHHou
sHauenuii CO, % aTTECTOBAHHOTI'O Heonpenenennoctu CO
3Hauenust CO (nmpu P=0,95, k=2),
(mpu P=0,95), £6, % U, %
MaccoBas mois
asuicapraHa ot 95,0 no 100,0 2,0 2,0
KaMeIOKCOMHMIIA

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

Cpok roaHoCTH 3K3eMILIspa: 2 roja.

3HaK yTBepsKAeHUS] THUNA: HAHOCAT NOJUTpapUUEeCKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
MEPBOr0 JIUCTA TACIOPTa CTAHJAPTHOTO o0pa3la W B TMPaBblii BEPXHUH yrodl ASTHUKETKU
CTaHJapTHOro oOpa3slia yTBEP:KICHHOTO THIIA.

KoMIJIEKTHOCTh CTAHAAPTHOr0 00pa3na: HK3EMIULIP M MAaclopT CTaHAApTHOTO obpasia,
MOMEIIEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmiienHoi cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKyMeHTbI, yCTAHABJINBaIOIIMe TPeOOBAHUA K CTAHIapTHOMY 00pa3my:

1. HaumeHnoBaHue u 0003HAYEeHNE TEXHUYECKOH JOKYMEHTALMH, 10 KOTOPOil BBINYILIEH HJIH
Oy/aeT BBINYCKATbCHA CTAHAAPTHBIN o0pa3sen:

- «TexHuueckoe 3ajaHMe Ha pa3paboOTKy cTaHAapTHOro oOpaslla cocTaBa asujicapraHa
kamenokcomuna (MD3-195)», yrBepxknenHoe @DI'YII «MOCKOBCKUN SHIOKPUHHBIN 3aBOI»
13 HOs10ps 2025 1.5

- [IporpamMmMa ucCHBITAHUN CTaHIApTHBIX OOpa3IOB COCTaBa a3WicapTaHa KaMeJOKCOMMIIA
(M33-195), cocraBa Oytopdanona taptpara (M33-206), B 1ensix YTBEpPKICHUS THIIOBY,
yrBepxxaeHHas Y HUNM — ¢punman OI'YIT «BHUNM um. JI.1.MenneneeBa» 25 nexadbps 2025 r.

2. HaumeHoBaHue M 0003HAYEHHE JOKYMEHTOB, ONpee/sIIOIUX NMPUMeHeHHe CTAHIAPTHOIO
o0pa3ua:

-TOCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH HCIIBITATENbHBIX U
KaJTMOPOBOUYHBIX JTa00OpaTOPHii»;

- 'OCT ISO Guide 33-2019 «Hannexarmast mpakTHKa MPUMEHEHUS CTaHIaPTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P UCO 5725-6-2002 «TouHOCTHh (NMPaBUIBHOCTh U
NPEUU3NOHHOCTb) METOJIOB U PE3YJIbTaTOB U3MEPEHUI;

- METOJIMKH U3MEPEHU MacCOBOM J0JIM a3uicapTaHa KaMeI0KCOMUIIa B JIEKAPCTBEHHBIX CPEACTBAX
U MaTepuanax, 00beKTax OKpy»Karoliel cpeibl;

- METOJIMKH KaJIMOPOBKH CPE/ICTB UBMEPEHUH.

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

Homep sk3emmiisipa (maprum), JaTta BbIIYCKA: IPEACTaBICHA B LENSIX YTBEPXKICHHUS THUIA
crangaptHoro oopasma naptus Ne 001, 30 suBaps 2026 1.
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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. MyHUIIUIIaIbHBIN OKpyr CokonuHas ["opa, yn. 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 3HIOKPHUHHBIN 3aBOT»)

WHH 7722059711

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

Anpeca (haKTUYECKUX MECT OCYIIECTBICHUS A€ATeIbHOCTH:

111024, r. MockBa, BH. Tep. I'. MyHUIIUNIAJIbHBIN okpyr Cokonunas ['opa, yi. Jlabopatopnas, 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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