YTBEPXIEHO
npuka3zoM denepabHOro areHTCTBA
10 TEXHUYECKOMY PETYJIMPOBAHUIO

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

Juer Ne 1
Peructpanmonssiii Ne I'CO 13183-2026 Bcero nuctos 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EL] COCTABA MOHTEJIYKACTA HATPUA
(MD3-188)

Ha3nayenue craHgapTHOro o0pasma: KOHTPOJIb TOYHOCTH pe3yJbTaTOB HW3MEPEHUM U
aTTecTanys, BaIMAauus METOAUK H3MEPEHUN MAaCCOBOM JI0JIM MOHTEIIYKAacTa HAaTpUs B MaTepHalIax,
JIEKapPCTBEHHBIX CPE/ICTBAX, MUILEBBIX MPOIYKTAX, KOpMaX JUIsl )KUBOTHBIX, 00BbEKTaX OKpYKaroIen
Cpensbl.

CrangapTHbIi 00pasel] MOKeT UCTIOIb30BaThCS JJIS:

- YCTAaHOBIICHWST M KOHTPOJS  CTAaOWMJIBHOCTH  T'PaaydpOBOYHONW  (KaJTIMOPOBOYHOI)
XapaKkTEPUCTUKU CPEICTB HM3MEPEHUH IIPU COOTBETCTBUU METPOJIOTMUECKUX XapaKTepUCTUK
CTaHJAPTHOTO 00pa3na TpeOOBaHMUSIM METOANKH H3MEPEHUN;

- KanIuOpOBKH CpEICTB HM3MEPEHHH MpHU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaTHOPOBKH;

- XapaKTepu3alluu CTaHIaPTHBIX 00pa3lioB, MATEPUAIIOB;

- IPOBE/ICHUS MEKIIA00PATOPHBIX CIUYCHUI;

- IOATBEPKICHUS CTENEHN SKBUBAJCHTHOCTH pE3yJIbTaTOB H3MEPEHWI NIBYX WU Oojee

nmabopaTopuid.
O6nactd PKOHOMUKH H cQepbl AEATeIbHOCTH, TNle IUIAHHPYETCs MPUMEHEHHE CTaHIapTHOTO
oOpa3sua: (dapmaneBTHUeCcKas MIPOMBIIIJIEHHOCTB, 3/1paBOOXpPAaHEHHUE, BETEpUHApHAas
MIPOMBINIICHHOCTh, OXpaHa OKPYXKAIOIIe cpelibl, HayuyHbIe UCCIEIOBaHUS, Cy1e0HO-METUITUHCKAS
DKCIIepTH3a, CcyaeOHas OJKCHepTH3a, MPOU3BOAUMAs B IKCHEPTHO-KPUMHHATUCTHYECKHX
MOApa3/IeICHUsIX OpraHoB BHYTpeHHUX JAen Poccuiickoit deaepamnuu.

Onucanue CTaHJAAPTHOrO o0pa3ua: CTaHAAPTHHIA oOpasel] MpeacTaBiseT coO0W CyOCTaHIINIO
MOHTeJIyKacTa HaTpus, Oenblii WM ToYTH Oesblii MOpPOIIOK, pac(acoBaHHBII Maccoi OT
100 Mr no 500 mr, Bo (h1akOHBI TEMHOTO CTEKJIAa ¢ 00)KMMHBIMU KOJIIIauKaMH, TIOMEIIEHHbIE B ZIp-
nakeT. OnakoH u zip-MakeT CHa0KEeHbI YTUKETKaMHU.

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

@opma BbINYCKA: CEPUITHOE MMPOU3BOICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTUSIMHU.

Metposornyeckne XapakTePpHMCTHKH: aTTeCTyeMas XapaKTepUCTHMKAa — MaccoBas —J0Js
MOHTEJIyKacTa HaTpHsl, B iepecyeTe Ha 0e3BOJHOE BEIIECTBO, %.



JIuct Ne 2
Bcero nucros 3
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
MOHTEYKACTa ot 95,0 no 100,0 1,0 1,0
HaTpus™*

* 3HaueHHe YKa3aHo B HepecqéTe Ha 663BOI{HOC BCIICCTBO

[TpocnexxnBaeMoCTh  aTTECTOBAHHOIO 3HAYEHMs K €IMHHUIIE BEJIMYMHBI «MaccoBas JOJs
KOMIIOHEHTay», Bocipous3BoauMoil I'DT 176 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]
MaccoBOW (MOJISIpHOW, aTOMHOM) J10JIM M MacCOBOHM (MOJIAPHOHM) KOHIEHTpPAaLlUU KOMIIOHEHTOB B
KUJAKUX W TBEpAbIX BeEUIECTBAX U MaTepuajgax Ha OCHOBE KyJOHOMETpHUM, oOecredeHa
IPOBEJICHUEM H3MEPEHUIl IO aTTeCTOBAaHHOM METOAMKE HW3MEpeHull, mpeaycMaTpuBaromeit
IPUMEHEHHE CTaHIapTHOro o0pasla ¢ yCTaHOBJIEHHOU mpociexnBaeMoctbio — ['CO 2216-81.

Cpok roaHoCTH 3K3eMILIsApa: 2 roja.

3HAK YTBepiKIeHMsl THINA: HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B TMpPaBbIii BEPXHUH YTOJ
IEepBOr0 JIMCTa IAaclopTa CTaHJApTHOro oOpasla M B IpaBbli BEpXHUH Yroil 3TUKETKU
CTaHAapPTHOTO 00pa3Ia yTBEPKIASHHOTO THIIA.

KoMIJIEKTHOCTh CTAHAAPTHOI0 00pa3na: HK3EMIUBIP M MAaclopT CTaHAApTHOTO obpasia,
MOMEIIEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmienHoi cornacHo TpedoBanusim ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTaHABJIMBalOIMe TPeOOBAHUA K CTaHapTHOMY o0pa3ny:

1. HanmeHoBaHHe U 0003HAYeHUE TEXHUYECKOH JOKYMEHTAIUH, 10 KOTOPOW BbINYIIEH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN o0pa3el:

- «TexHudeckoe 3ajaHue Ha pa3pabOTKy CTaHIAPTHOrO oOpaslia COCTaBa MOHTENyKacTa HaTpus
(MD3-188)», yrBepxkaenHoe PI'YII «MockoBckuii sHAOKpUHHBIN 3aBoA» 13 HOs10ps 2025 1.;

- [Iporpamma ucHbITaHUIM CTaHJAPTHBIX 00pa3loB cocTaBa MoHTenykacta HaTpus (M33-188),
cocTaBa apTukanHa ruapoxyuopuaa (M33-198), coctaBa menuBakanHa rujapoxiopuaa (M23-199) B
LeJsAX YTBEpXKIEHUs THMOBY», yTBepxkiaeHHas YHUUM — ¢umuan OI'VII «BHUUM nm.
J .. MenneneeBa» 25 nexabps 2025 r.

2. HaumeHoBaHHe M 0003HAaYeHHeE IOKYMEHTOB, ONpele/sIOIMX MPUMEeHeHHe CTAaHAapTHOro
o0pa3ua:

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

- 'OCT ISO Guide 33-2019 «Hannesxxamiast mpakTuka MPUMEHEHHS CTaHIAPTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P UCO 5725-6-2002 «TouHOCTHh (NMpaBUIBHOCTh U
IIPELIM3MOHHOCTD) METOJIOB U PE3YJIBTATOB U3MEPEHUI»;

- METOJIMKM H3MEpPEHUIl MaccOBOW JOJM MOHTEIyKacTa HaTpHsl B JIEKAPCTBEHHBIX CPEJICTBaX U
MaTepHaiax, MUIIEeBbIX MPOAYKTaX, KOpMax JJIsl )KUBOTHBIX, 00bEKTaX OKPY’KAIOIIEeH Cpebl;

- METOJIMKH KaJIMOPOBKH CPE/ICTB U3MEPEHUII.

3. IlepoAMYHOCTDh AKTYAJIM3AIUH TEXHUYECKON TOKYMEHTALMM HA CTAHAAPTHBIA oOpa3el:
HE peXe OJJHOTO pa3a B IATH JET.

Homep 3x3emnusipa (maptum), AaTta BBINYCKAa: NPEICTaBI€HAa B IENIAX YTBEPXKICHHUS 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. 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 3HIOKPUHHBIA 3aBO
(PT'YIT «MOCKOBCKHI SHTOKPUHHBIN 3aBO»)

WHH 7722059711

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

Anpeca (paKTUYECKUX MECT OCYIIECTBICHUS AATEeIbHOCTH:

111024, r. MockBa, BH. Tep. I'. MyHULIUNaJIbHBIN okpyr Cokonunas ['opa, yi. Jlaboparopnas, 1. 12,
cTp. 2;

109052, r. MockBa, BH. Tep. I. MyHHUIIMNaIbHbII okpyr Hwukeroponckuii, 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-HUCCIIEOBAaTENIbCKUNH HMHCTUTYT MeTposiorun - ¢uuuan dDeaepanbHoro
rOCYJapCTBEHHOTO YHHUTApHOTO MNpeanpusatus «BcepocCHiCKUN HayYHO-UCCIEN0BATEIbCKUI
UHCTUTYT MeTpojoruu wumenu J[UW.Menneneesay (YHUUM — ¢punmuan OI'YII «BHUUM
uM. JI.M1.MenneneeBa)

Anpec mecta HaxoxeHus: 620075, r. EkarepunOypr, yin. KpacHoapmelickas, a. 4

KOpunuueckwii anpec: 190005, r. Cankt-IletepOypr, MockoBckuit p-KkT, 1. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim @uniim.ru

Web-caiit: www.uniim.ru

YHuKanpHbIM HOMEp 3anucH B peecTpe akkpeauToBanHbIxX Jui Ne POCC RU.0001.310442.
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http://www.endopharm.ru/
http://www.endopharm.ru/



