YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

Y METPOJIOTUN
ot «09» aBrycra 2024 r. Ne 1835
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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EI[l COCTABA T[JIYTAMHUHOBOW KHUCJIOTBI
(MD3-137)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJIUJAIUS METOAMK W3MEPEHUH MacCOBOM JOJMM TIyTaMUHOBON KHCIOTHI B
MaTepuaiax, JIeKapCTBEHHBIX CPEJCTBaX, MPOAYKTAaX MUTAHUS U THUILEBOM ChIPhE.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAaHOBJIGHHS U KOHTPOJS CTaOWJIBHOCTH TPaaydpoOBOYHON  (KaauOpOBOYHOI)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPH COOTBETCTBHM METPOJIOTUYECKHX XapaKTEPUCTHUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKTepU3aluy CTaHJIaPTHBIX 00Pa3IoB, MATCPHAIIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIJICHHOCTh, MHINEBas MPOMBIIUICHHOCTh, HAayYHbIE HCCIEJAOBAaHUSA, OXpaHa OKpYKarolen
cpenbl, Cye0HO-MEeIUIIMHCKAs SKCIIEPTH3a, CyeOHast HKCIIepTH3a.

Onucanue cTaHAAPTHOrO o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0ON CyOCTaHIMIO
IJIyTAMUHOBOW KUCJIOTHI, OEJbI WM MOoYTH Oeblii KPUCTAJUIMUECKUN OPOLIOK UM OeCIBETHBIE
KpHcTaibl, pachacoBanHble Maccoil oT 100 Mr 1o 500 mr, Bo ¢iakoHsl U3 cTekia oobemoM 10 e’
C OOXMMHBIMH KOJIIAUKaMH, IIOMEIIEeHHble B zip-makeT. PIakoH U zip-MAKeT CHa0KEeHBbI
ATUKETKaMHU.

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

(I)opMa BbIIIYCKA: CepHﬁHOC MPOU3BOACTBO NCPUOAUYUCCKHU ITOBTOPAOIMIUMHACA TAPpTUAMU.

MeTtposiornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKa — MaccoBas —J0Js

IJIyTaMHUHOBOHM KHCJIOTHI, %0.

Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtTecryemas WuTepBan I'panune! jomyckaeMeIx Homnyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX 3HaYeHUN 3HauYeHUe
aTTECTOBAaHHBIX OTHOCHUTEIIbHOU OTHOCHUTEIIBHOU
3nauenuit CO, % MTOTPEUTHOCTH pacuIMpeHHON
aTTECTOBAaHHOTO HeonpeneneHnoctu CO

sgayenusa CO
(mpu P=0,95), £3, %

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

MaccoBast 1o
TJIyTaMUHOBOU
KuciaoTsl, %

ot 95,0 no 100,0

1,0

1,0

HpOCHe)KI/IBaeMOCTB ATTCCTOBAHHOTI'O

3HAUCHUSI K EIWHHIIEC

BCJIMYNHBI

«maccosmass  O0JIsd

KOMIIOHEHTay», BocrpousBoauMoil I'DT 176 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM E€IUHUI]
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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 rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT MOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIUCTa TAaclopTra CTaHJapTHOrO oOpa3la U B TMpaBblii BEPXHUN Yyrojl ATHUKETKU
CTaHJApTHOTO 00pa3lia yTBEPKACHHOTO THIIA.

KoMI/IeKTHOCTh CTaHIApTHOro o6pa3nma: (UIakoH W [acmopT —CTaHIapTHOro oOpasia,
MOMEIIEHHBIE ZIp-TIAKeT ¢ 3TUKETKOM, opopmiennoit cornmacHo Tpedosanusm ['OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHMe U 0003HAYEHHE TEXHUYECKON JOKYMEHTANMH, N0 KOTOPOiIl BbINMYIeH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «TexHn4Ueckoe 3a/laHnne Ha pa3pabdOoTKy CTaHAAPTHOrO 00pasiia coCTaBa TITyTAMHUHOBOUW KHCIIOTHI
(M33-137)», yrBepxaeraroe OI'VIT «MoCKOBCKHI SHIOKPUHHBIH 3aBO1» 26 ceHTs0ps 2023 .;

- «[Iporpamma HcHbITAHUN CTaHIAPTHOTO 00pa3iia cocTaBa riIyTaMuHOBOM KucaoThl (MD3-137)
B IeNSAX VyTBEpXKIeHUs Tumay, yrBepxkaenHas YHUUM - o¢umman OI'YID «BHUUM
um.J[..Menneneea» 27 utons 2024 r.

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/SIONMX IPMMeHeHue CTaHAapTHOro
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mme TtpeOoBaHHMS K KOMIIETCHTHOCTH WCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Haanesxaras mpakThKa IPUMEHEHHS CTAHIapTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
MPEIU3UOHHOCTD) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOJUKH MU3MEPEHUN MaCcCOBOM JOJIM TJTyTAMUHOBOM KHCIIOTHI B JIEKAPCTBEHHBIX CPEICTBAX U
MaTepuanax, IpoAyKTax MUTAHUS U TTHUIIEBOM ChIPhE;

- METOJIUKH KaTUOPOBKH CPEJICTB U3MEPECHH.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHIAPTHBIA o0pa3zel:
HE PEeKe OJHOTO pasa B MSATH JIET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEJICTaBlIeHa B IIENSAX YTBEPXKIACHUS THIIA
crangaptHoro oopasua naptus Ne 001, 31 urons 2024 r.

IIpaBoobaanarenn

®denepanbHOE TOCYAApPCTBEHHOE YHHUTAapHOE npeanpuatrve «MOCKOBCKHMH SHIOKPUHHBIA 3aBOI
(OI'VIT «MOCKOBCKHIT SHIOKPUHHBIN 3aBOJI»)

WHH 7722059711

IOpunuueckuit agpec: 109052, r. Mocksa, BH. Tep. I. MyHunMnanbHbIi okpyr Hipkeropoackuid,
yi1. HoBoxoxmnoBckas, 1. 25 ctp. |

Anpeca (hakTHYECKOro MecTa OCYyIIeCTBICHUS AeITeIbHOCTH

111024, r. Mockasa, BH. Tep. T. MyaununansHenii okpyr Cokonunas ['opa, yi. Jlaboparopnas, 1. 12,
cTp. 2

109052, r. Mocksa, BH. Tep. T. MyHnnmnaneaslii - okpyr Huxeroponckuit, yn. HoBoxoxmoBckas,
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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IIpousBoauTen
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Npeanpuarve «MOCKOBCKUN SHIOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
WHH 7722059711
Opunnueckmii agpec: 109052, r. MockBa, BH. Tep. r. MyHUIIMNanbHbI OKpyr Hukeropoackuii,
yi1. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (paKTUYECKOTO MECTa OCYIIECTBICHUS ACSITEILHOCTHU
111024, r. Mocksa, BH. Tep. I. Myaununansueiii okpyr Cokonunas I'opa, yi. Jlaboparopnas, 1. 12,
cTp. 2
109052, r. MockBa, BH. Tep. I. Mynununanssbeiii  okpyr Hwukeroponckuii, yin. HoBoxoxioBckas,
a. 25 ctp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN LEHTP

VYpanbCckuil Hay4YHO-UCCIIEOBATEIbCKUNA HMHCTUTYT MeTpoiorun - ¢uiman dDegepanibHOro
FOCYIApCTBEHHOIO0 YHUTApPHOrO npeanpusatus «BcepocCuiickuii HayYHO-UCCIEA0BATEIbCKUM
uHCcTUTYT Metposniorun  umenu J[.M.Menneneeay (YHUUM — ¢umuan PI'YIT «BHUKUM
nMm. [I..Menneneenay)

Anpec mecta HaxoxaeHus: 620075, r. ExatepunOypr, yn. Kpacnoapmetickas, 1. 4

IOpunnueckuii 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 akkpeauToBanHbix aul POCC RU.0001.310442.
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