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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBI OBPA3EI] COCTABA BEH3AJIKOHUSI XJIOPUIA
(MD3-128)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJIUAalNs METOAUK U3MEPEHHUM MacCcOBOM 1011 OEH3aKOHUS XJIOpUIa B MaTepuaiax
U JIGKAPCTBEHHBIX CPEJCTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPU COOTBETCTBUU 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 00pa3en NpeAcCTaBiIsieT COO0OH CyOCTaHIIHIO
OCH3AJIKOHUS XJIOpUIA, OCNBIN WM YKeNTOBATO-O€bIid MOPOIIOK WM KEIaTUHOBBIE (parMeHTHI,
pacdacoBarnabie Maccoi ot 100 mr mo 500 mr, Bo ¢uakoHsl M3 cTekiaa oobemoM 10 em® ¢
00XUMHBIMU KOJIMaYKaMU, TOMEIIEHHbIE B zip-1akeT. DIakoH U zip-TakeT CHA0KEeHbI ITUKETKAMHU.
PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBO.

®opma BbINYCKA: CEPUITHOE MMPOU3BOJICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTtposornyeckue XapakTePHMCTHKHU: aTTecTyeMas XapaKTepUCTHKAa — MaccoBas oM
OeH3aNKoHus XJIopuaa (B mepecuere Ha 0€3BOAHOE BelIecTBO), %, MaccoBast 10JIst BOJIBI , Y.
Ta6nuinal-— HopMupoBaHHbIE METPOJIOTHYECKHIE XapAKTEPUCTUKU

ATtrectyemas WNHuTrepBan I'panunsl Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HauYeHUe
aTTECTOBAaHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
sHauenniit CO, % OTHOCUTEIbHOU pacIIupeHHON
MOTPEIIHOCTH HeonpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2)
sgauenusa CO U, %
(mpu P=0,95), £5, %
Maccosast 101 | 1 1 95,00 510 100,00 1,0 1,0
OeH3ankoHus xjopuaa % ’ ’
Maccosas noist Boasl, % ot 0,5 10 15,0 8,0 8,0

*3HayeHNe yKa3aHo B IiepecueTe Ha 0€3BOTHOE BEIIECTBO
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[IpocmexnBaeMOCTh aTTECTOBAHHBIX 3HAYEHUH K €IMHMUIE BEJIMYMHBI «MaccoBas JOJIA
KOMIIOHEHTay», Bocipous3BoauMoil I'DOT 173 T'ocynapcTBEHHBIM NEPBUYHBIM ITAJIOHOM EIUHUI]
MacCOBOM JI0JIM, MAacCOBOM (MOJIIPHOI) KOHILEHTPALlMU BOJbI B TBEPJBIX U KUIKUX BEIIECTBAX U
matepuanax u I'OT 208 I'ocynapcTBEHHBIM IMEPBUYHBIM ATAJOHOM EIWHHUI] MacCcOBOM J10JH,
MaccoBOM (MOJISIpHOM) KOHIIEHTpAIlMM OpPraHUYECKUX KOMIIOHEHTOB B JKUIKHUX U TBEPIbIX
BElIECTBaX M MaTepuajgax Ha OCHOBE >KMJIKOCTHOW M Tra3oBOM XpOMAaTo-Macc-CIIEKTPOMETPHUH C
M30TOMHBIM pa30aBlIeHUEM U TIPaBUMETPHH, oOecliedeHa MPUMEHEHHEM IOBEPEHHOI'0 CpPEe/ICTBa
n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B
(dbapMaKoIIOTHYECKH aKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEIIEeCTBax» (per. Homep  84849-22),
peaTn3yoUM METO] MaTepUaIbHOTO OaaHca 1Mo aTTECTOBAHHON METOIMKE U3MEPEHHIA.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUSI THNA. HAHOCAT MOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la W B TMpaBbli BEPXHHUHA Yrodl 3TUKETKU
CTaHJapTHOro oOpa3slia yTBEPKIEHHOTO THIIA.

KoMI/IeKTHOCTh CTaHIapTHOro o0pa3nma: (IakoH W [acmopT —CTaHIapTHOro oOpasiia,
MOMEIIEHHBIE ZIP-TIAKET ¢ 3TUKETKOM, opopmiennoit cormacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

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

- «TexHuveckoe 3a7aHue Ha pa3pabOTKy CTaHIAPTHOTO OOpaslia cocTaBa OCH3aJIKOHHUS XJIOPHUAA
(M33-128)», yrBepxnenroe OI'VII «MockoBckuil 3HI0KpUHHBIH 3aBo» 26.09.2023;

- d[IporpaMMa HCIBITAHKUI CTAHIAPTHBIX 00pa3IoB cocTaBa OcH3aIKOHUS Xyopuaa (MD3-128),
cocraBa mojapuHmwia (MD3-176) B 1ensax yTBEpKACHHS THIIOBY», yTBepkiacHHas YHUUM —
bumuan OI'YIT «KBHUUM um. JI.U.Menneneea» 27.02.2024.

2. HamMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAeSIONMX MPUMEHEeHHe CTAHAApPTHOIO
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH HCIIBITATENBHBIX U
KaJMOPOBOUYHBIX JTa00OpaTOPHii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakThka IpUMEHEHHS CTAHIaPTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (MpaBMIIBHOCTH U
MPEIU3MOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKM U3MEPEHHI MacCOBOW 10N OEH3AIKOHHUS XJOpPHUAA B JIEKAPCTBEHHBIX CPENCTBAX W
Marepuanax,

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUI.

3. lepuoaMYHOCTH AKTYAJIM3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHAApTHBIA o0pa3zem:
HE PeKe OJHOTO pa3a B MSATh JIET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEICTaBlIeHa B IENSAX YTBEPKICHUS THIIA
crangaptHoro oopasua naptus Ne 001, 19 anpens 2024 r.
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IIpaBoobaanarennb
®denepanbHOe TOCYAAPCTBEHHOE YHUTApHOE Mpeanpusatue «MOCKOBCKUN SHIOKPUHHBIM 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. Mocksa, yin. HoBoxoxiioBckas, 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. MockBa, 11. DHTY34acTOB, 1. 23, K. 2A

109052, r. Mockaa, yi. HoBoxoxioBckas, a. 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 akkpenuToBaHHbix 1u POCC RU.0001.310442.
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