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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EL] COCTABA METUJIITAPABEHA (M33-017)

Ha3nauyeHHe CTaHIZapTHOr0 00pa3na. KOHTPOJIb TOYHOCTH pPE3YJIbTaTOB W3MEPEHUN U
aTTecTalus, BaIUIAIMSI METOIUK W3MEPEHH MacCOBOM 1O MeTWimnapadeHa B Marepualiax U
JICKApCTBEHHBIX CPEACTBAX.

CranpapTHbIif 00pa3ern MOKET UCIOIB30BATHCS IS

- YCTAHOBJICHHSI ¥ KOHTPOJS  CTAaOWJIIBHOCTH  TPaaydpoOBOYHON  (KaaruOpPOBOUYHOI)
XapaKTePUCTUKU CPEICTB HU3MEPCHHWA IPU COOTBETCTBHH METPOJIOTHYECKUX XapPaKTCPUCTHUK
CTaHJAPTHOTO 00pa3ia TpeOOBaHHUSIM METOIMKH U3MEPCHU;

- KATMOPOBKH CPEJICTB M3MEPCHH TPH YCIOBUM COOTBETCTBUS TPEOOBAHHUSM METOJUK
KaJIMOPOBKH.

O0J1acTé S5KOHOMUKH U CPEphI IEeATEIBHOCTH, TJC IIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
oOpasma: (apmarneBTHYecKass MPOMBIILICHHOCTh, BETEPUHApPHAS MPOMBIIUICHHOCTh, CYyAeOHO-
MEIMIIMHCKAs SKCIIEPTU3a, HAYIHBIC UCCIICOBAHMUS.

Onucanue cTaHAAPTHOr0 00pa3ua. CTaHIAPTHBIA 00pa3ell MpPEeACTaBIsIeT COOOW CyOCTaHIIHIO
MeTtuanapadena, 0eblii TopomIoK, pacdacoBaHHbli Maccoi oT 10 mr 1o 250 Mr mo TpeGoBaHUIO
3aKa3yuka, BO (UIaKOHBI U3 cTekia oobemMom 10 cM® ¢ OGKHMHBIME KOJITIAYKAMH, [TIOMCLICHHDIC B
zip-maket. OIaKOH ¥ Zip-TIAKEeT CHAOKEHBI ATUKETKAMH.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBOY.

®opma BbINYCKA: CEPUIHHOE MPOU3BOJICTBO MEPHUOIUYECKH MTOBTOPSIOMUMUCS TAPTUSIMH.

MeTtposornyeckue XapakTePHUCTHKH: aTTecTyeMas XapaKTepUCTHKAa — MaccoBas oM
Metunamnapabdena, %
Ta6nuial-HopMupoBaHHbIE METPOJIOTHYECKHE XapPAKTEPUCTUKU

ATtTectyemas HNurepBan I'panunsl JHomyckaemoe
xapakrepuctuka CO JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HaYCHHE
aTTECTOBAHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
3nauenuit CO, % OTHOCHUTENbHOU paciupeHHON
HOTPEIIHOCTH HEOIPEAEIEHHOCTU
aTTECTOBAHHOTO aTTECTOBAHHOTO
3HayeHus CO (mpu 3”auenus CO (npu
P=0,95), 46 % P=0,95, k=2) U, %
Maccoast rors o1 95,0 10 99,9 i 20 20
Metunanapabdena, %

Cpok roaHoCTH IK3eMILIsIpa: 2 rofa.

3HaK yTBepsKAeHHUSI THUNA. HAHOCAT NOJUTPapUUYECKHM CIIOCOOOM B MpaBblii BEPXHHUM yroiu
NEepBOr0 JIMCTa IMAcmopTa CTaHJapTHOro oOpa3lia M B TMpaBblii BEpXHUHA Yroil O3TUKETKU
CTaHJAPTHOIO 00pa3lia yTBEPKAECHHOTO THIIA.




JIuct Ne 2
Bcero nmucrtoB 2

KoMIJIEKTHOCTh  CTaHJApPTHOro o0pa3ua: (IakoH M MAcmopT CTaHAApTHOrO obpasia,
NOMEIICHHBIE B ZIP-MAKET C  OTHKETKOW, OQGOPMJICHHOW  COTIaCHO  TpeOOBaHHSIM
I'OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJAAPTHOMY 00pa3my:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHHUYECKOH JOKYMEHTAIMH, N0 KOTOPOii BBLIMYIIEH WJIH
Oy/JeT BBINMYCKAThCS CTAHIAPTHBIOOpa3elr:

- «TexHuueckoe 3ajaHue Ha pa3paboTKy CcTaHAapTHOro ooOpasla coctaBa MeTHinapadeHa
(M323-017)», yrBepxkaenHoe DPI'YII «MockoBckuit sHmokpuHHBI 3aBog» 03.07.2020 1. ¢
m3menenreM Ne 1 ot 31.10.2022;

- dIporpaMmMa UCHBITAHUHN CTaHAAPTHOTO 0Opasia coctaBa Metwinapadena (MD3-017) B mensax
YTBEpXKIAEHHUS Turma», yrBepkaeHHas YHUWUM — ¢uwman OI'YII «BHUUM  wuwm.
J.U. Menneneera» 18.11.2020 r.;

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

-T'OCT ISO/IEC 17025-2019 «OO6mme TtpeOoBaHHUSA K KOMIIETCHTHOCTH HWCIIBITATEIbHBIX 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 W
MPELU3UOHHOCTD) METOJIOB M PE3YJIbTaTOB U3MEPEHUNY;

- MCTOJIMKM HW3MEPEHH MacCOBOW JIOIM MeTwimapabeHa B JICKAPCTBEHHBIX CPEICTBAX U
MaTepuanax;

- METOJIUKH KAIUOPOBKH CPEJICTB U3MEPEHUH.

3. HepI/IOI[I/I‘{HOCTI) aKTyaJu3anuuun TeXHUYECKOH AOKYMCHTAIlUU HaA CTaHHapTHLIﬁ 06pa3eu:
HEC PCKEC OJHOIO pas3a B IIATH JICT.

Homep 3x3emimuisipa (mapTum), 1aTa BBINYCKA: NIPEJCTABICHA B IEJIIX BHECCHHUS M3MCHCHUU B
CBEJICHHSI 00 YTBEPXKJIEHHOTO THITa CTaHJApTHOM oOpasile craHmapTHoro odpasma maptust Ne 001,
03.12.2020 .

IIpousBoautenn: DenepanbHOE TOCYJApPCTBEHHOE YyHUTapHOe Tmpennpusatiue «MoOCKOBCKUit
sHAOKpUHHBIN 3aBO» (DPI'YIT «MOCKOBCKHIT SHIOKPUHHBIN 3aBOJT»),

KOpuanueckuii aapec u azapec (QakTUYECKOr0 MecTa ocylecTBiIeHus naearernbHocTr:109052,
r. Mockga, yn. HoBoxoxiioBckasi, . 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnpiTaTeJbHbIA LHEHTP: YPAIbCKUN HAay4YHO-UCCIENAOBATENBCKUNA HMHCTUTYT METPOJIOTMM -
¢wiman PenepaabHOro rocy1apcTBEHHOTO YHUTApHOro mpeanpuarus «Bcepoccuiickuil HaydHO-
ucciaenoBaTenbCckuit  MHCTUTYT —Merpojorun  um. J[.M.Menneneesay (YHUUM — cdunuan
OI'VII «BHUUM um.I.11.MenpaeneeBay).

Anpec mecta HaxoxaeHus: 620075, r. ExatepunOypr, yi. Kpacnoapmetickas, 4.

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

Temedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHUKaJIBHBIA ~HOMEp 3amucu 00 aKKpeOuTalud B  PEeCTpe aKKPEAMTOBAHHBIX  JIMIL
POCC RU.0001.310442.


http://www.endopharm.ru/

