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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3ELl COCTABA CYTAMMAJIEKCA
(CYTAMMA/JIEKCA HATPUS) (MD3-158)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaTUAALINs METOAUK U3MEPEHUI MacCOBOM JI0JIM CyraMMajiekca HaTpus B MaTepuaiax
U JIGKAPCTBEHHBIX CPEJCTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPU COOTBETCTBHUU METPOJIOTHUECKUX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIJICHHOCTh, HAYYHbIE UCCIIEIOBAaHUS, OXpaHa OKpYKalollei cpebl, CyaeOHO-MeTUIIMHCKAs
IKCIIEPTHU3a, CyAeOHAas SKCIIEPTH3a.

Onucanue cTaHAAPTHOrO o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0ON CyOCTaHIMIO
CyraMMajiekca HaTpHs, MOPOIIOK OT OEJoro J0 MOYTH OeNoro nBeTa, pacacoBaHHBIN Maccoil OT
100 mr go 500 mr, Bo ¢umakoHbl M3 cTekna oobemoMm 10 cM® ¢ OGXKHMHBIME KONITAYKAMH,
MOMEILEHHbIE B Zip-1akeT. DJIaKoH U Zip-NaKkeT CHA0XKEHbI ITUKETKAMHU.

Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOJI».

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOANICCKU MTOBTOPAOIIUMHACA MMAapTUAMU.

MeTtposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Jis
cyrammajiekca HaTpus, %.
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtrecryemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKTEePUCTHKA JIOTTYCKaeMBbIX JIOITyCKaeMbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIbHOU
3nauenuit CO, % OTHOCUTEIIbHOU pacIIupEeHHON
MOTPEIIHOCTH HeonpeneneHnoctu CO
aTTeCTOBAHHOTO (pu P=0,95, k=2)
sgauennsa CO U, %
(mpu P=0,95), +6, %
CyraMl\hf:;;‘ch;’; jgg;ﬁ*’ 0 | ©T95.00 10 100,00 1,0 1,0
Maccosas mons Boasl, % ot 0,05 mo0 20,0 50 50

* 3HaueHHe yKa3aHo B MepecueTe Ha Oe3BOHOE BEIECTBO
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[IpocnexuBaeMOCTh aTTECTOBAHHBIX 3HAYEHHH K €AMHUIIE BEJIMYMHBI «MaccoBas JOJIS
KOMIIOHEHTa», Bocmpou3Bogumoil ['DT 173 T'ocymapCTBEHHBIM MEPBUYHBIM ASTaJOHOM €IMHUIL
MaccOBOM J10JIM, MAacCOBOM (MOJIIPHOM) KOHLEHTPALMU BOJABI B TBEPABIX U XKUAKUX BEILIECTBAX U
Marepuasiax u I'DOT 208 ['ocygapCTBEHHBIM NEPBHYHBIM JTAJOHOM €IWHMI] MAaCCOBOM JOJIH,
MaccoBOM (MOJSIPHOM) KOHLIEHTPALlMM OPraHUYECKUX KOMIIOHEHTOB B JKHUJIKMX M TBEPJbIX
BEIIIECTBAX M MaTepuajaX Ha OCHOBE JKHUIKOCTHOM M Ta30BOM XpPOMATO-MacC-CIIEKTPOMETPHH C
W30TOIMHBIM pa30aBICHHEM W TPaBUMETPHH, OOECliedeHa MPUMEHEHHEM IOBEPEHHOTO CpPEJICTBA
n3MepeHnii  «KoMIUIeKC aHAJMTHYECKUH I YCTAaHOBJICHHS COJEpPKaHUS KOMIIOHEHTOB B
(hapMaKOJIOTUYECKH AaKTHBHBIX M BCIIOMOTaTEIbHBIX BeliecTBax» (per. Homep — 84849-22),
PEATH3YIOITUM METOJI MaTepUaIbLHOTO OalaHCca 10 aTTECTOBAHHOM METOUKE U3MEPCHUH.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la M B TMpaBbli BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro oOpaslia yTBEeP KICHHOTO THIIA.

KoMmiieKTHOCTH cTaHAapTHOro oOpasma: (iuakoH M maclmopT CTaHAApPTHOrO 00pasia,
MOMEILEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmiieHHoi cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAHABJIMBAIOIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
OyaeT BbINYCKATHCA CTAHAAPTHBIN 00pa3en:

- «TexHuueckoe 3alaHue Ha pa3pabdOTKy CTaHJApPTHOrO oOpaslla cocTaBa CcyraMmmajekca
(cyrammanekca Hatpus) (MD3-158)», yreepkaeanoe OI'VII «MOCKOBCKHIA 3HIOKPUHHBIN 3aBOI»
26.09.2023,;

- [IporpaMMa WCHBITAHUW CTaHIAPTHBIX OOpPA3LOB COCTaBa Cyrammajgekca (cyraMmmajaekca
Hatpus) (MD3-158), cocraBa nunarnuntuna (MD3-145), cocraBa smmarnuduiosunna (MD3-
164) B mensx yTBEpKICHHS TUNOBY», yrBepxkiaeHHas YHUNUM — ¢unman OI'YIT «BHUUM
um.J[..Menneneesa» 08.04.2024.

2. HanmMeHoBaHMe U 0003HAYEHHE JTOKYMEHTOB, ONpPeAeSIONMX MPUMEeHeHHe CTAHAAPTHOIO
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHMS K KOMIIETEHTHOCTH HCIHBITATENbHBIX |
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Hamexaras mpakTuka MPUMEHEHUST CTaHIapTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TpaBMIBHOCTH M
MPELM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUIY;

- METOJIMKM W3MEPEHUN MAacCOBOW JIONHM CyraMMajieKca HaTpHs B JICKAPCTBEHHBIX CPEICTBaX W
MaTepuanax;

- METOJIUKH KAJIMOPOBKH CPEJICTB U3MEPEHUH.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMU HA CTAHIAPTHBINH o0pa3zem:
HE PeKe OJHOTO pasa B MSATH JIET.

Homep s3k3emmuisipa (mapTuu), AaTa BBINYCKA: TPEJICTaBlIeHA B IIENAX YTBEPXKIACHUS THIIA
crangaptHoro oopasua naptust Ne 001, 24 mas 2024 r.
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®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OPT'YIT «MOCKOBCKHI HIOKPHUHHBIN 3aBO»)
WNHH 7722059711
Opuanueckuii agpec: 109052, r. Mocksa, yia. HoBoxoxiioBckas, 1. 25
Anpeca (GaKTUYECKOTO MECTa OCYIIECTBICHUS ACITETbHOCTHU:
111024, r. Mockaa, 11. DHTY3UaCTOB, 1. 23, K. 2A;
109052, r. Mockga, yi. HoBoxoxoBckas, 1. 25
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

IIpousBoauTen

®enepanbHOE TOCYAAPCTBEHHOE YHHUTapHOE Npeanpusathe «MOCKOBCKHNM 3HIOKPUHHBIA 3aBOJ)
(OPT'YIT «MOCKOBCKHI SHIOKPUHHBIN 3aBO»)

WNHH 7722059711

FOpunnuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxnoBckas, . 25
Anpeca (paKTUYECKOT0 MECTA OCYIIECTBICHUS AE€ATEIbHOCTHU:

111024, r. Mocksa, 11. DHTY34acTOB, A. 23, K. 2A;

109052, r. Mockga, yi. HoBoxoxioBckas, . 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTaTe bHbIN HEHTP

VYpanbckuil HayyHO-MCCIEIOBATENbCKMM HHCTUTYT MeTpojoruun - ¢uinan denepanbHoro
roCyJapCTBEHHOTO yHUTapHOro mnpeanpustus «Bcepoccuiickuil HayuHO-HMCCIE0BATENbCKUN
uHcTuTyT  Metposnorun  umeHu .M. .Menneneeay (YHUUM — ¢umman DI'YII «BHUUM
uM. JI.11.MenneneeBay)

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

FOpunuueckuit anpec: 190005, r. Cankr-IlerepOypr, MockoBckuii np-kt, a. 19

Temedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

YHukanpHbI HOMEp 3anucu B peectpe akkpeauToanHbix aul POCC RU.0001.310442.
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