YTBEPXIEHO
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EIL] COCTABA TUMOJIOJIA MAJIEATA (M23-011)

Ha3HayeHue cTaHaapTHOrO o00pa3nma: KOHTPOJIb TOYHOCTH pE3YJIbTaTOB M3MEPCHHH U
aTTecTalus, BAIUIANNS METOJIUK U3MEPEHUH MacCOBOM JIOJIM TUMOJIONA MajeaTa B MaTepualiax u
JICKapPCTBEHHBIX CPE/ICTBAX.

CrangapTHbIi 00pa3el] MOKET UCTIOIb30BaThCS IS

- YCTAHOBJICHUSI WM KOHTPOJISI ~ CTAOWJIBHOCTH — TPAJAYUPOBOYHOH  (KAIMOPOBOYHOM)
XapaKTEPUCTHKH CPEICTB HM3MEPEHHH TPU COOTBETCTBUH METPOJIOTUYECKUX XapaKTEPHCTUK
CTaHJapTHOTO 00pa3iia TpeOOBAHUSIM METOIUKH H3MEPEHUI;

- KaTMOPOBKH CPEJICTB HM3MEPEHHH TIPU YCIOBHH COOTBETCTBHSI TPEOOBAaHUSM METOIHMK
KaJTHOPOBKH.

OO6nacTé S5KOHOMUKHU U Cepbl eATENbHOCTH, TJe MIaHUPYeTCs MPUMEHEHHE CTaHIapTHOTO
obOpasma: (apmareBTHYECKass MPOMBIIUICHHOCTh, BETCPUHAPHAS TMPOMBIIUICHHOCTh, CYAeOHO-
MEIUIIUHCKAs IKCIIEPTU3a, HAYYHBIC UCCIICTOBAHMS.

Onucanue CcTaHIAPTHOrO o0pa3ua: CTaHJApTHBIM oOpaseln MpeacTaBiseT coOOW CyOCTaHIIHIO
TUMOJIOJIA MaJieaTa, MOYTH OB KPUCTAJUIMYECKUN TIOPOIIOK, pachacoBaHHBIA Maccor ot 10 1o
250 mr mo TpeOoBaHMIO 3aKa3uuka, BO (DJIakOoHBI U3 cTekia oobemom 10 cM® ¢ 0GKUMHBIME
KOJIMayKaMHy, TOMELIEHHbIE B Zip-nakeT. DIakoH U Zip-akeT CHA0XKEHbI ITUKETKAMHU.

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

(I)opMa BbBINYCKAa: CCprIHOC IMPOU3BOACTBO NCPUOANICCKU MTOBTOPAOIIUMHACA MMAapTUAMU.

MeTtposornueckne XapakTepUCTHKH . aTTeCTyeMas XapaKTepUCTHKa — MAaccoBasi J10JIsl TUMOJIOJIA
Maneara, %
Ta6nuinal-HopMupoBaHHbIE METPOJIOTUYECKUE XaPAKTEPUCTUKU

ATtrecryemas WNHuTtepBan I'pannisl Jlomyckaemoe
xapakrepuctuka CO JIOITYCKaeMBIX JIOITYCKaeMBIX 3HAYEHUE
aTTECTOBAHHBIX 3HA4YCHUI OTHOCHUTEIIbHOMN
3Hauenuit CO, % OTHOCHUTEIILHOMN pacIIMpEeHHON
MOTPEIIHOCTH HEONPEIEIEHHOCTH
aTTECTOBAHHOIO aTTECTOBAHHOIO

3HaueHus CO (npu | 3Hauenus CO (npu
P=0,95), £3 % P=0,95, k=2) U, %

+2.0 2,0

Maccosas gomst tumonona | or 95,0 mo 100,0
Maneara, % BKJI

IIpocimexnBaeMOCTh pe3yJbTaTOB M3MEPEHWH K €IMHMUIE BEJIWYUHBI «MaccoBas JIOJISI»,
BocriponsBoauMoit I'DT 176, obecrieueHa nmpoBeeHUEM HM3MEPEHMIH MAacCOBOM IO OCHOBHOTO
BEIIECTBA II0 ATTECTOBAHHOW METOAMKE W3MEpPEHUH, NPEeayCMaTpUBAIOIIEH IMPUMEHEHHE
CTaHJApTHBIX 00pa3I0B C YCTAaHOBJIEHHOU MpociexnBaeMocThio - ['CO 2216-81.

Cpok roqHoCTH IK3eMILIsIpa: 2 roja.



JIuct Ne 2
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3HaK yTBep:KAeHHsl THUNA. HAHOCAT MOJUTpadUUECKUM CIIOCOOOM B TIPaBBIA BEPXHUW Yrou
MEPBOro JIUCTA TACIOPTa CTAaHAAPTHOTO o0pa3la W B TMpPaBblii BEPXHUH Yyrol ATHKETKU
CTaHJapTHOro 00pa3slia yTBEPKIECHHOTO THIIA.

KoMmmiekTHOCTH cTaHAapTHOro ooOpa3ua: ¢(JIakoH M [acmopT CTaHJApTHOTrO oOpasia,

NOMEIICHHbIE B  ZIP-MAKeT C  OTHKETKOW, OQOPMIICHHOW  COIIACHO  TPeOOBaHHSM
I'OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, M0 KOTOPOii BBHINMYIIEH HJIH
OyeT BbINYCKAThCS CTAHJAAPTHbIHOOpa3e:

- «Texnudeckoe 3aaHue Ha pa3padOTKy CTaHAApPTHOTO oOpa3ia cocraBa TUMoIIona Maneara (M33-
011)», yreepxkaennoe OI'VIT «MD3» 29.04.2020 r. ¢ usmenenuem Ne 1 ot 31.10.2022;

- IporpamMa HCHBITAHUI CTAaHJAPTHBIX 00pa3loB cocTaBa kio3amuHa (M33-006), cocraBa
npomnepugona (M33-008), cocrtaBa kBeatnanuna (ymapara (MD3-012), cocraBa THMOJIONA
maneara (MD3-011), cocraBa nukinodenaka narpus (MD3-010), cocraBa anpeHanuHa TapTpaTa
(M33-007) B memnsix yTBepkaAeHuUs TUIOBY, yrBepxkaeHHas YHUUM — dpunuan ®I'YIT «BHUUM
uM.Jl.11.Menneneera» 16.06.2020 r.;

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

-T'OCT ISO/IEC 17025-2019 «OOmue TtpeOoBaHUS K KOMIIETCHTHOCTH HCIIBITATEIbHBIX 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 M
MPELU3UOHHOCTD) METOJIOB U PE3YJILTATOB U3MEPEHUNY;

- METOJIMKM HM3MEPCHH MacCOBOW JOJHM THUMOJIOJIa Majeara B JICKAPCTBEHHBIX CPEACTBAX U
MaTepuanax;

- METOJIMKH KAIMOPOBKH CPEJICTB U3MEPEHUH.

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

Homep 3x3emmiisipa (mapTuu), 1aTa BbINYCKA: MPEICTaBICHA B IENAX BHECEHUS M3MEHEHHI B
CBEJICHHSI 00 YTBEPXKJIEHHOTO THIIa CTaHJapTHOM oOpasiie cranmapTHoro odpasma maptust Ne 001,
01.06.2020 .

IIpousBoautenn: DenepanbHOE TOCYJApPCTBEHHOE YyHUTapHOe Tmpennpusatiue «MOCKOBCKUit
sHA0KpUHHBIN 3aBO» (PI'VII «MocKOBCKHMI 3HIOKPUHHBIHN 3aBOI»),

KOpuanueckuii aapec M azapec (QakTUUECKOTO MecTa ocylecTBiIeHus aearernbHocTu:109052,
r. Mockga, yn. HoBoxoxiioBckasi, . 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTaTeJbHBIA HEHTP: YPAIbCKUH HAay4YHO-UCCIENAOBATENCKUNA HMHCTUTYT METPOJIOTMM -
¢wiman PenepaabHOro rocy1apcTBEHHOTO YHUTApHOTo mpeanpustus «Bcepoccuiickuii HaydHO-
ucciaenoBaTeNnbCckuil  uHCTUTYT —Merpojorun  um. Jl.M.Menneneesay (YHUUM — cdunuan
OI'VII «BHUUM um.1.11.MenpeneeBay).

Anpec mecta HaxoxaeHus: 620075, r. ExkarepunOypr, yi. KpacHoapmetickasi, 4.

FOpunuueckuit anpec: 190005, r. Cankr-IlerepOypr, MockoBckwuii mip., 19.

Temedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru


http://www.endopharm.ru/
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VYHUKaJIBHBIA ~HOMEp 3amucu 00 aKKpeOUTalud B  PEECTpe AKKPEAMTOBAHHBIX  JIMIL
POCC RU.0001.310442.



