YTBEPXIEHO
npuka3oM denepasbHOro areHTCTBa
10 TEXHUYECKOMY PETYJINPOBAHUIO

Y METPOJIOTHU
ot «07» ampenst 2025 1. Ne 685

JIuct Ne 1

Perucrpauunonnsiii Ne I'CO 12847-2025 Bcero nuctoB 3

OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBI OBPA3EIL] COCTABA AJIIIPA3OJIAMA (M23-119)

Ha3nayenue crangaprHoro o0paspma: KOHTPOJb TOYHOCTH pE3y/lbTaTOB M3MEPEHUH U
aTTecTalys, BaluJalMs METOJUK W3MEPEHUH MacCOBOM [OJIM alllpasolamMa B MaTepuanax,
JEKapCTBEHHBIX CPEICTBAX, 00BEKTAX OKPYKAIOIIECH CPEIbI.
CranpapTHblif 00pa3el; MOKeT UCIOIb30BAThCS /IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTa0MJIBHOCTH  IpaJydpOBOYHON  (KaJIMOPOBOYHOM)
XapaKTEpUCTUKU CPEICTB H3MEPEHUM IpU COOTBETCTBUM METPOJIOTUYECKUX XaPAKTEPUCTUK
CTaHJAPTHOTO 00pa3na TpeOOBAaHHUSIM METOANKH U3MEPEHUN;

- KaJMOpPOBKHM CPEJCTB M3MEPEHHH MpHU YCIOBUHM COOTBETCTBUS TPEOOBAHMSIM METOIMK
KaTHOPOBKHY,

- XapaKTepu3aluy CTaHapTHRIX 00pa3LoB, MaTepHAIIOB.
OO6nacTi SKOHOMHKH H c(epbl AEATENbHOCTH, TAE IUIAHUPYETCS NPUMEHEHHE CTaHAapTHOTO
oOpa3ua: (bapmMareBTHUECKas IIPOMBIIIIEHHOCTD, 3IpaBOOXpPaHEHHE, BETEpUHApHAs
IIPOMBIIIJIEHHOCTh, HAYYHbIE UCCIIEI0BAaHUS, OXpaHa OKpY’Karolel cpebl, CyaeOHO-MEIUIIMHCKAs
9KCHEepTU3a, CcylneOHas DHKCIepTH3a, MNPOM3BOAMMAs B  AKCHEPTHO-KPUMHUHAIUCTHYECKUX
MOApa3/IeICHUSIX OPraHoB BHYTpeHHUX Aen Poccuiickoit @eaepanuu.

Onucanue cTaHJAapTHOro oOpa3ua: CTaHAApTHHIM oOpasell mpeacTaBisieT coOol CyOCTaHIMIO
anmpaszonama, Oenblid wiaM Oedblid € KENTOBATHIM OTTEHKOM KPHUCTAIIIMYECKHH TMOPOIIOK,
pacdacoBannbiii Maccorr oT 100 mr 10 500 Mr, BO (pr1akoHBI U3 CTEKIJIa ¢ O0KUMHBIMH KOJITTAYKaMH,
MOMeEIEHHBIE B Zip-niakeT. DIIakoH U Zip-TlaKeT CHA0XKEHBI ITHKETKAMHU.

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

®opma BbINYCKA: CEPUITHOE MMPOU3BOICTBO MEPUOTUIECCKU TTOBTOPSIFOITUMUCS TTAPTUSIMHU.

MeTtposiornyeckue XapakTePHCTHKU:
anmnpaszonama, %.
Ta6nuial-— HopMupyembie METPOJIOTHYECKHE XapaKTEPUCTUKU

aTTecTyeMad XapakKTCPUCTHKA — MacCCoBasgd OOJIA

ATtrecryemas NHurtepBan ['pannib! noMycKkaeMsIx Jonyckaemoe
XapaKTEePUCTHKA JIOTTyCKaeMBbIX 3HAYECHUU 3HAaYEHUE
aTTECTOBAHHBIX OTHOCUTEIBHOU OTHOCHUTEIbHOU
3nauenuit CO, % MOrPEIIHOCTH pacIupEeHHON
aTTECTOBAHHOI'O Heonpenenennoctu CO

sgaueHus CO
(pu P=0,95), £0 %

(pu P=0,95, k=2)
U, %

MaccoBas gois
anmpasonama, %

ot 95,0 no 100,0

2,0

2,0

HpOCJIC)KI/IBaeMOCTB

ATTCCTOBAHHOI'O

3HAYCHUA K CIUMHUIEC BCINYHHBI

«maccoBasd  J0JId

KOMITOHEHTay», Bocmpou3Boaumoir ['DT 176 ['ocymapcTBEeHHBIM NEPBUYHBIM STAIOHOM E€IMHUIY
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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 0Opa3lia yTBEPKICHHOTO THIIA.

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

JIOKyMeHTBI, YCTAHABJIMBAIOIHE TPEOOBAHUS K CTAHJIAPTHOMY 00pa3my:

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

- «Texnuueckoe 3afaHWe Ha pa3pabOTKy CTaHAApTHOrO oOpaslla cocTaBa ajmpasojiama
(M33-119)», yrepxaenroe OI'VII «MockoBckuil 3HIOKPUHHBIH 3aBo» 23 ceHTsa0ps 2024 T.;

- d[IporpaMmMa HCTIBITAHUN CTAaHAAPTHBIX 00pa3IoB cocTaBa anmpaszoiama (MD3-119), cocraBa
HanOypuua rugpoxiopuna (HanOypuHa rugpoxsopuna auruapara) (MD33-121) B wmemsx
yTBEpXKACHUST TUNOBY, yTBepkaeHHas YHUUM - ¢uwman OI'YII «BHUUM wum. [.U.
MenneneeBa» 12 mapra 2025 1.

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 mpakTuKa IpUMEHEHHS CTAHIapTHBIX 00pasIoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
MPELM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJIMKH U3MEPECHHI MacCOBOM JIOJIM aJllIpa3ojiamMa B JIGKAPCTBEHHBIX CPEJICTBAX U MaTepUaiax,
00BEKTaxX OpyXKarollel Cpeibl;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

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 oopasmna maptus Ne 001, 26 mapra 2025 .

IIpaBoobaanarenn

®enepanbHOE TOCYAAPCTBEHHOE YHHTapHOE TNpeanpusathne «MOCKOBCKHI 3HIOKPUHHBIA 3aBOJ
(OI'VIT «MOCKOBCKHIT SHIOKPUHHBIN 3aBOJI»)

WHH 7722059711

FOpunuueckuit agpec: 109052, r. Mocksa, BH. Tep. r. MyHUIMNanbHbIH okpyr Hipkeropoackuid,
yi1. HoBoxoxmnoBckas, 1. 25 ctp. |

Anpeca (pakTHYECKHX MECT OCYILIECTBICHUS AEITEIbHOCTH:

111024, Mockasa, BH. Tep. T. MyHunmmnansHbii okpyr CokonuHas ['opa, yn. Jlabopatopras, 1. 12,
CTpOEHUE 2;

109052, r. MockBa, BH. Tep. . MyHuIMmansHeIi okpyr Hmkeroponckuii, yi. HoBoxoximoBckas,
a. 25 crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
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IIpousBoauTenn

@®enepalibHOE TOCYJAPCTBEHHOE YHUTapHOE mIpeanpustie «MOCKOBCKHM SHIOKPUHHBIM 3aBOI»
(OT'VII «MOCKOBCKHI 3HTOKPUHHBIN 3aBOI).

WHH 7722059711.

FOpunnueckuii agpec: 109052, r. Mocksa, BH. Tep. r. MyHUIMIaNbHbIH OKpyr Hipkeropoackwuid,
yi. HoBoxoxmoBckas, 1. 25 ctp. 1

Anpeca (hakTHYECKHX MECT OCYLIECTBICHUS ACITEIHHOCTH:

111024, Mockaa, BH. Tep. T. MyHununansHbiid okpyr Cokonunas ['opa, yn. Jlaboparopnas, 1. 12,
CTpOEHHE 2,

109052, r. Mocksa, BH. Tep. I. MyHuiunanbabiid okpyr Hwuxeropoackuii, yin. HoBoxoxioBckasi,
a. 25 crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru

UcnbiTaTebHBIN HEHTP

VYpanbckuil Hay4yHO-UCCIEIOBATENbCKMM HHCTUTYT MeTpojoruun - ¢uinan denepanbHoro
rOCYJapCTBEHHOTO YHUTApHOTO mpenanpusatus «Bcepoccuiickuii HayyHO-UCCIEI0BATEIbCKUI
uHCTUTYT MeTtposiornn  uMmenu JI.M. MenneneeBay (YHUUM — dumuan  OI'YIT «k BHUUM
uM. JI.1. MenneneeBay)

Anpec mecta HaxoxaeHus: 620075, r. EkatepunOypr, yi. Kpacuoapmetickas, 1. 4

KOpuanueckuii agpec: 190005, r. Caukt-IlerepOypr, MockoBckuii mp-kT, A. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHuKanbHbI HOMED 3anucu B peectpe akkpeauToBaHHbix aul] POCC RU.0001.310442.



http://www.endopharm.ru/

