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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA BAPBUTAJIA (MD3-132)

Ha3HayeHHe cTaHIAPTHOTO o00pa3ma: KOHTPOJb TOYHOCTH pE3YyJIbTaTOB HM3MEPCHHH U
aTTecTalys, BAIHMIAIUS METOAUK W3MEPEHHM MaccoBOW gonum OapOurTana B Marepualax u
JICKAPCTBEHHBIX CPE/ICTBAX.

CraHgapTHBIN 00pa3el] MOKET UCTIOIb30BAThCS JIJIS:

- YCTaHOBJICHUSI W  KOHTpPOJIA CTAOMJIBHOCTH TI'PaaydpOBOYHON  (KaaHMOPOBOYHOIN)
XapaKTePUCTUKU CPEICTB HW3MEPCHHWA IPU COOTBETCTBHH METPOJOTHYECKUX XapaKTCPUCTHUK
CTaHIapTHOro 00pasiia TpeOOBaHUSIM METOJIUKH M3MEPEHUI;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKTepU3aluy CTAaHIaPTHBIX 00pa3lloB, MATCPUAIOB.

OO6nactd PKOHOMUKH H c]epbl AeATeIbHOCTH, TIe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
oOpa3sra: (dapmareBTHUECKAS POMBINIIICHHOCTD, 3/IpaBOOXpaHEHUE, BETEpHUHAPHAS
POMBIIIICHHOCTh, HAYYHBIC MCCIICIOBAHUS, OXpaHa OKPYKAIOIIeH Cpejibl, CyaeOHO-MEAUIIMHCKAS
IKCIIEPTH3a, CyIeOHas SKCIIePTU3A.

Onucanue cTaHAAPTHOr0 o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBisieT COOOH CyOCTaHIIHIO
OapOuTana, OCNbId MM MOYTH OCJBbIA KPUCTAUIMYCCKUN MOPOIIOK WIIH OCCIIBETHBIC KPUCTAJLIBI,
pacdacoBarabie Maccoir ot 100 mr mo 500 mr, Bo ¢uakoHsl H3 cTekiaa oobemom 10 eM® ¢
00XUMHBIMU KOJIMaYKaMU, TOMEIIEHHbBIE B zip-makeT. DIakoH U zip-TaKkeT CHA0KEeHbI ITUKETKAMHU.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKUI SHTOKPUHHBIN 3aBOY.
®opMa BBIIIYCKA. CEPUINHOE ITPOU3BOJICTBO NEPUOAUUECKH IOBTOPSIOIUMHUCS MTAPTUSIMMU.

MeTpoJiornyeckue XapaKTepPUCTHKH: aTTeCTyeMasi XapaKTepHCTHKa — MaccoBas JIOJIs
OapbuTtana, %.
Ta6nuial-—HopMupyemble METPOJIOTHYECKHE XapaKTEPUCTUKU

ATtTectyemas WNHuTepBan I'pannisl Jonyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3Ha4YEHHE
aTTECTOBAHHBIX 3HAYEHUI OTHOCHUTEIbHOU
3Hauenuit CO, % OTHOCUTEIILHOU pacIIupEeHHON
MOTPEITHOCTH Heonpenenennoctu CO
aTTeCTOBAHHOTO (pu P=0,95, k=2)
sgauenus CO U, %
(mpu P=0,95), +56, %
Macconas folls o 95,00 0 100,00 05 05
O6apoutana, %

IIpociexuBaeMOCTh aTTECTOBAHHBIX 3HAYCHUM K €IMHMUIE BEJIMYMHBL «MaccoBas J0JIA
KOMIIOHEHTay», BocrpouszBoauMoit I'DT 173 TocynapcTBEeHHBIM MEPBUYHBIM ATAJIOHOM €IUHUIL
MacCcOBOM J0JIM, MAacCOBOM (MOJIIPHOM) KOHIIEHTPALMH BOJABI B TBEPABIX M JKUIKHX BEIECTBAX U
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Marepuasiax u I'DOT 208 ['ocygapCTBEHHBIM MEPBHUYHBIM JTAJOHOM EIWHHUI] MACcCOBOW JIOJIH,

MaccoBOW (MOJISIpPHOI) KOHLIEHTPAIlMM OPraHMYECKUX KOMIIOHEHTOB B JKHJAKHX W TBEPIBIX

BEIIECTBAX M MarepHrajaX Ha OCHOBE JKUIKOCTHOW M Ta30BOW XpPOMAaTO-MacC-CIIEKTPOMETPUHU C

U30TONHBIM pa30aBlieHHEM U TPaBUMETPUH, oOeclieueHa NMPUMEHEHHUEM IOBEPEHHOIO CpEICTBa

u3MepeHuii «KoMIUIEKC aHATUTHYECKU JUIs YCTAaHOBJICHUS COJICP)KaHHS KOMIIOHEHTOB B

(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
peaTM3yoIM METO]] MaTEPUAIBHOTO OailaHca IO aTTECTOBAHHOW METOIUKE H3MEPEHHIA.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHAApTHOro oOpa3la M B TMpaBbli BEPXHHUHA Yroidl O3TUKETKU
CTaHJapTHOro oOpa3slia yTBEPKIEHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: GIakoH | [acmopT CTaHJAPTHOTO o0pasia,
MTOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiienHol corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAaHABJIMBAaIONIHe TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
Oy/aeT BBINYCKATbCS CTaHAAPTHBIN o0pa3zen:

- «TexHUYeCKOE 3ajaHKEe Ha pa3pabOTKy CTaHIapTHOro obpasiia cocraBa Oapourtaza (MD3-132)»,
yrBepxkaeHHoe OI'YIT «MockoBckuid HIOKpUHHBIH 3aBo» 23 aBrycra 2024 T,

- d[IporpaMMa HUCHBITAHUN CTaHAApTHOrO oOpasia coctaBa OapOutana (MD3-132) B mensax
YTBEpP)XKICHHUS THIOBY», yTBepxaeHHas YHUUM - o¢wman OI'VII «BHUUM uwm.
J..MenneneeBa» 24 oxts6ps 2024 r.

2. HaumeHoBaHue u 0003HAYeHHE JOKYMEHTOB, ONpeAeA0OIIUX PUMeHeHHe CTaHIapPTHOIO
oOpa3sua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHHS K KOMIICTCHTHOCTH HWCIBITATCIBHBIX |
KaJIMOPOBOYHBIX JJaOOpaTOpUii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka IpUMEHEHHS CTaAHIapTHBIX 00pa3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (MpaBMIIBHOCTH U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHHIN;

- METOJIMKH U3MEPEHU MaccoBOil 1oy OapOuTasa B JIEKapCTBEHHBIX CPE/ICTBAX M MaTepHanax;

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUI.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIu3anuuun TeXHUYECKOH AOKYMCHTAIlUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep sx3emmisipa (maptum), AaTta BBINYCKA. TPEICTaBICHA B IIENAX YTBEPXKICHUS THIIA
crangapTHoro oopasna naptus Ne 001, 10 nexabps 2024 r.

IIpaBoobianarean

®denepanbHOe TOCYIapCTBEHHOE YHUTapHOE Mpeanpusitie «MOCKOBCKHM 3HJOKPHUHHBIN 3aBO»
(®I'VII «MOCKOBCKHI 3HIOKPUHHBIN 3aBOI»)

WHH 7722059711

IOpunnuecknii agpec: 109052, r. Mocksa, BH. Tep. T. MyHUIMITANbHBIN OKpyr Hipkeropoackwid,
yi1. HoBoxoxnoBckas, 1. 25 ctp. 1

Anpeca (paKTUYECKUX MECT OCYIIECTBIEHUS AESITEIbHOCTHU:

111024, r. Mocksa, BH. Tep. I. MyHununansuslii okpyr Cokonunas I'opa, yi. Jlaboparophas, 1. 12,
cTp. 2;

109052, r. MockBa, BH. Tep. I. MyHununanbHelii okpyr Hukeropoackuii, yin. HoBoxoxioBckas,
a. 25 crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru
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Web-caiit: www.endopharm.ru
IIpousBoauTenn
@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE Hpeanpustue «MOCKOBCKHMI SHIOKPUHHBIM 3aBOI»
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIHN 3aBOJ»)
WHH 7722059711
FOpunnueckuii agpec: 109052, r. Mocksa, BH. Tep. I. MyHUIMIIaNbHbBIN OKpyr Hipkeropoackwuid,
yi. HoBoxoxmoBckas, 1. 25 ctp. 1
Anpeca (aKTHYECKUX MECT OCYIICCTBICHUS ACSITEITLHOCTH:
111024, r. Mockaa, BH. Tep. I'. Mynununanbhbeiii okpyr Cokonunas ['opa, yi. Jlaboparopnas, 1. 12,
cTp. 2;
109052, r. MockBa, BH. Tep. . MyHununaabHbiii okpyr Huxeropoackuii, yi. HoBoxoxioBckas,
a. 25 crp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiiT: www.endopharm.ru

HcnbiTaTe/bHBIH HEHTP

VYpanbckuil HayyHO-UCCIEIOBATENbCKMM HHCTUTYT MeTpojorun - ¢uinan denepanbHoro
rOCy/IapCTBEHHOTO0 YHUTapHOro mpednpuatus «Bcepoccuiickuii Hay4YHO-HCCIIEI0BATENbCKHIMA
uHCTUTYT MeTposnorun  umenn J.UW.Menneneeay (YHUUM - duwman OI'YII «BHUUM
uM. JI.11.MenneneeBa)

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

YHuKanpHbIA HOMEp 3anucH B peecTpe akkpeauToBanubix juil POCC RU.0001.310442.
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