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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBI OBPA3EIL] COCTABA CAKCATJIMIITUHA
(CAKCATJIMIITUHA MOHOT'UIPATA) (M33-157)

Ha3nayenue cTaHZapTHOr0 o0pa3na: KOHTPOJIb TOYHOCTH pE3YyJIbTAaTOB HW3MEPEHHH U
aTTecTalus, BalMJIalUsl METOAMK H3MEPEHHUH MacCOBOHM JI0JIM CaKCarjMITHHA B Marephaiax u
JIEKapPCTBEHHBIX CPE/ICTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPU COOTBETCTBHU METPOJIOTMUECKHX 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.

OnucaHue CTAaHIAPTHOrO 00pa3ma: CTaHAAPTHBIA 00pa3el MpencTaBisieT co0oW CyOCTaHIUIO
CaKCarjulTHHA MOHOTHJpAaTa, OCNbld WIM TOYTH OCNblii KPUCTAUTUYECKUN TOPOIIOK,
pacdacoBanusii Maccoii or 100 mr go 500 Mr, Bo uiakoHBl u3 crekna oObemoMm 10 cM® ¢
00KMMHBIMH KOJITAYKaMH, IIOMEIIIEHHBIE B Zip-TiakeT. DIIakoH U Zip-TakeT CHA0KEHBI ITUKETKAMHU.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKUI SHTOKPUHHBIN 3aBOY.
®opma BbINYCKA: CEPUITHOE MPOU3BOJCTBO NEPUOTUUECKN TOBTOPSIFOIIUMUCS TAPTUAMHU.

Metposornueckne XapakTepuCcTHKH. aTTeCTyeMasi XapaKTepUCTHKa — MaccoBasi 10J1sl BoJibl, %0,
MaccoBas JI0JIsl CaKCarJIMITHHA B TiepecueTe Ha 0e3BOJHOE BeIIeCTBO, %o.
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHUYECKHE XapAKTEPUCTUKU

ATtrectyemas WHuTrepBan I'panunsl Homyckaemoe
XapaKTepUCTHKA JIOTTyCKaeMBIX JIOITYCKaeMBbIX 3HAYCHHE
aTTeCTOBAaHHBIX 3HA4YeHU M OTHOCHUTEJIbHOU
snauennit CO, % OTHOCUTETEHOMN pacIIMpeHHOM
MOTPEIIHOCTH HeonpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2)
saauenusa CO U, %
(mpu P=0,95), £3, %
Maccosast nomst ot 95,00 10 100,00 1,0 1,0
cakcarimunTaga*, %
MaccoBast 10151 Bogsl, % or 4,0 1o 7,0 50 50

* 3HavyeHne yKa3aHo B IiepecueTe Ha OE3BOTHOE BEIICCTBO




JIuct Ne 2
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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 rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT MOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIMCTa TAaclopTra CTaHJapTHOrO oOpa3la U B TMpaBblii BEpPXHUH Yyroil ATHUKETKU
CTaHJAPTHOTO 00pasia yTBEPKACHHOTO THIIA.

KoMmieKTHOCTH cTaHAapTHOro oOpasma: (iuakoH M NacmopT CTaHAApPTHOTO 00pasia,
MOMEILEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmieHHoi cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAaHABJIMBAIOIINE TPEOOBAHNUSA K CTAHAAPTHOMY 00pa3ny:

1. HanmeHoBaHue U 0003HAYeHUE TEXHUYECKOH TOKYMEHTAIUH, 10 KOTOPOW BBINYIIEH WJIH
OyaeT BBINYCKATBHCH CTAHAAPTHBIN 00pa3en:

- «Texnuueckoe 3amgaHue Ha pPa3pabOTKy CTaHAApTHOTO oOpas3la CcocTaBa CaKCATJIMITHHA
(cakcarmunTuHa  MoHoruapata) (MD3-157)», yrBepkaennoe DPI'YII  «MockoBckuit
SHJIOKPUHHBIN 3aBo» 26.09.2023;

- [IporpammMa WCHBITAHMI CTaHIAPTHHIX OOpa3lOB CcOCTaBa aJOMIMITHHA OeH30aTa
(MD3-133), cocraBa jaekcamera3ona Hatpus ¢ocdara (MD3-141), coctaBa cakcarJIMnTHHA
(cakcarnmunTiHa MoHoruapata) (MD3-157) B mensx yTBEpkKACHHUS THIIOB», YTBEPIKICHHAs
YHUUM - ¢pumman OI'YIT «BHUUM um.JI.11.MenneneeBa» 13.02.2024.

2. HaumeHoBaHue M 0003HAYeHHE JOKYMEHTOB, ONpeAe/sI0IUX IPUMeHeHHe CTaHIapTHOIO
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OOume TpeOoBaHUS K KOMIIETEHTHOCTH HCIHBITATENbHBIX |
KaJTHOPOBOYHBIX JTa00paTOpHii»;

-T'OCT ISO Guide 33-2019 «Hamexaias mpakTuka MPUMEHEHUsT CTaHIAPTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TPaBMIBHOCTH M
NPELUU3NOHHOCTh) METOJIOB U PE3YJIbTATOB U3MEPEHUIN;

- METOAMKH W3MEPEHUH MAacCOBOM JIOJHM CaKCarjWITHHA B JIEKAPCTBEHHBIX CPEACTBAX U
Marepuaax;

- METOAMKH KAJTMOPOBKH CPEJICTB U3MEPEHUN.

3. HepI/IOIll/I‘{HOCTI) aKTyaJu3anuuun TeXHUYECKOH AOKYMCHTAIUU HA CTaH)]apTHLIﬁ 06pa3eu:
HC PCIKEC OAHOI'O pa3a B IIATH JICT.

Homep 3x3emmuisipa (mapTuu), AaTa BBINYCKAa: MPEICTaBlIcHA B IIENAX YTBEPXKICHUS THIIA
crangapTHoro oopasmna maptus Ne 001, 19 anpens 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. Mocksa, 111. DHTY3HacTOB, 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 OCYIIECTBIICHUS ACSTEIbHOCTH:

111024, r. MockBa, 11. DHTY34acTOB, 1. 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.MenneneeBa)

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-caiiT: www.uniim.ru

YHukanpHbl HOMeEp 3anucu B peectpe akkpeauToBanHbix au POCC RU.0001.310442.
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