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OITMCAHMUE TUITA CTAHIAPTHOI'O OBPA3ILIA

CTAHJIAPTHBIN OBPA3EI] COCTABA AMJIOJUIINHA BE3UJIATA
(HOCO-AmnoaumnuH)

Ha3nauenue crangapTHOro o0pasua: KOHTPOJIb TOYHOCTH PE3yJIbTaTOB U3MEPEHUI U aTTecTanus
METO/IMK M3MEPEHUI MacCOBOW JOJM OCHOBHOTO BEIECTBA B CYOCTaHIIMM aMJIOJUNMHA Oe3usaTa,
(apMalleBTUUECKUX Tpenaparax U MaTepuagax, B COCTaB KOTOPBIX BXOAMT aMJIOAMIIMHA Oe3uar.
CrannapTHBIN 00pa3er; MOKET UCTIOTb30BaThCS IS

- YCTaHOBJIEHUS M KOHTPOJISI CTAOMJILHOCTU T'PaAyUPOBOYHOMN (KaIMOPOBOYHOI) XapaKTEPUCTUKU
CPEICTB M3MEpPEHUIl IPU COOTBETCTBUU METPOJIOIMUECKUX XapaKTEpUCTUK CTaHIapTHOTO oOpasia
TpeOOBaHUSAM METOJIMKH U3MEPEHMUI;

- KanuOpOBKU CpEACTB HM3MEPEHMH IpPH COOTBETCTBHH METPOJOTHYECKHX XapaKTEPUCTUK
CTaHJApTHOTO 00pa3ia TpeOOBaHUSIM METOIUKH KATHOPOBKH.

OOnactu HKOHOMHUKM U CQepbl IEATEIBHOCTH, € IUIaHUpPYeTCs NPUMEHEHUE CTaHJIapTHOIO
oOpa3ua: 3a4paBooXpaHeHHe, (papMaleBTUYECKas MPOMBIIIICHHOCTh, HAYy4YHbIE UCCIIEIOBAHMSL.

OnucaHue cTaHAAPTHOro0 o0pa3ma. CTaHIAPTHBIA 0O0paser] MPEeACTaBIIIET COOOW CyOCTaHITHIO
aMJTOTUITHHA Oe3uara (5-Metun-3-3tuin {(4RS)-2-[(2-amun03TOKCH )METHII |-6-MeTHIT-4-(2-
xnopdenunn)-1,4-muruaponupuani-3,5-tnkapOokcuiiaTa } 0eH3oJcyab(oHar
C20H25CIN205-CsHeO3S), Oesplii uiiu moutu Oeblii KpUCTAUIMYECKUH MOPOIIOK, pachacoBaHHBIN
mo 350 Mr Bo ¢nakonsl u3 TemHOro crekina mapku OC mimm OC-1 ¢ KpUMIIOBBIMH KPBIIIKaAMHU.
Kaxapiit hakoH cHaOkaeTcst STUKETKOM U MOMEIAETCs B TIOJIMATUIICHOBBIM MaKeT.

PazpaboTtumnk crangaptaoro oopasia — OO0 «HIICO».

(I)opMa BBIIIyCKAa: CepHﬁHOG IIPOU3BOACTBO NECPUOJUUCCKHU IMTOBTOPAIOIIUMHACA ITAPTUAMH.

MetpoJiornyeckde XapaKTepPUCTHKH: aTTecTyeMash XapaKTepUCTHKa — MaccoBas JOJIs
amJioqunuHa oeswiara, %
Tao6nuial— HopMupoBaHHBIC METPOJOTHYECKHE XapAKTEPUCTHKHI

ATtTectyemas Hurepan I'panunbr [omyckaembie
XapaKTepUCTHUKA JIOITYCKaeMBIX JIOTTYCKaeMBIX 3Ha4YeHus1 abCOTIOTHON
aTTECTOBAHHBIX 3HAYEHUN pacIIipeHHON
3HaueHui, % abCoMIOTHON HEOIPEIEIEHHOCTH
MOTPEUTHOCTH npu k=2, P=0,95 %

npu P=0,95, %

MaccoBas gois

amioaunuHa Oesmiara, % ot 95,0 10 99,9 +1,0 1,0




JIuct Ne 2
Bcero nmucros 3

[TpocnexunBaeMoCTh AaTTECTOBAHHOTO 3HAYEHHUS CTaHAAPTHOrO oOpas3la K eJUHUIE BEITUYHHBI
«MaccoBasi JI0Ji1 KOMIIOHEHTa», BOCIPOU3BOJAMMOI ['OCymapCTBEHHBIM NEPBUYHBIM 3TAJIOHOM
€IMHULl MaccOBOM (MOJISIDHOM) J0JIM M MaccoBOM (MOJIIpPHOM) KOHLEHTpPAallUd OpPraHuYecKUX
KOMIIOHEHTOB B JKUIKHX M TBEPJBIX BEIIECTBAX M MaTepHallaX HAa OCHOBE JKUAKOCTHOW M ra30BOM
XpOMAaTO-MacC-CIIEKTPOMETPHUH € HW30TONMHBIM pa3baBienneM U rpaBuMerpun [DOT 208,
oOecrieunBaeTcst MpoBeIeHNEM MPsIMbIX n3Mepenuit Ha DT 208.

Cpok roaHocTH IK3eMIlIsipa: 2 roja.

3Hak yTBep:KAeHHUS] THUIA. HAHOCAT NOJUTpadUUYecKMM CIocoO0M B MpaBblil BEPXHUM yroiu
MEpBOro JIUCTAa MAcHopTa CTaHJAPTHOTO oOpa3la W B TMpaBblii BEPXHUM Yrojg STHUKETKU
CTaHJAPTHOIO 00pa3lia yTBEPKAECHHOTO TUIIA.

KommuiekTHOCTH cTanAapTHOro odpasua: sx3emmsip CO B MOJUITHIEHOBOM MAKETE C ITUKETKOM
n nacnoproM CO yrBepxkaeHHoro tuma, odopmieHHsiMu 1o ['OCT P 8.691-2010 «I'CH.
CrannapTHbie 00pa3iiel MaTepuainoB (BemiecTB). ComepkaHue MaclopTOB U ATUKETOKY.

JlokyMeHTBI, yCTaHABJIMBAIOIIHME TPeOOBaHMA K CTAaHAAPTHOMY o0pa3uy:

1. HaumeHoBaHue ¥ 0003HAYEHHE TEXHUYECKOIH NOKYMEHTAI[UH, 0 KOTOPOil BHINMYIEH WU
OyaeT BbINYCKATHCS CTAHJAPTHBINA o0pa3en:

- «TexHuveckoe 3amaHue Ha pa3pabOTKy CTaHIAPTHOTO oOpasila cocTaBa amyIOTUIIMHA Oe3uiata
(HIICO-Amitogumun)», yreepxkacaaoe OO0 «HIICO» 01.06.2021;

-  «lIporpamma wuchbITaHMI  cTaHAApTHOrO oOpaslia cocTaBa amJIOJWIIMHA  Oe3miara
(HOCO-AmiomunuH) B HENAX YTBEpXKIAEHUs Tumay, yrBepkiaeHHas YHUUM — dunuanom
OI'YII «BHUUM um. .. MenaeneeBa» 14.12.2021;

-  «lIporpamMa wuchblTaHMHA  CcTaHAApTHOrO oOpaslla cocTaBa amJIOAMIKUHA  Oe3uiara
(HOCO-AmiiomumnuH)  CepuAHOTO  BBIMMYCKa», yrBepkaeHHas YHUUM —  dunmanom
OI'VII «BHUUM um. .. MenaeneeBa» u OO0 «HIICO» 14.12.2021.

2. HaumeHoBaHue U 0003HAYEHHE JOKYMEHTOB, ONpeAe/SIOIMMX NPUMEeHeHHe CTaHAaPTHOrOo
oOpasua:

- ®C.2.1.0002.15 «AMiogunuHa Oe3uIaTy;

-T'OCT ISO/IEC 17025-2019 «OO6mmue TpeOoBaHUS K KOMIETEHTHOCTH HMCIBITATEIbHBIX |
KaJIMOPOBOYHBIX JTA0OOPATOPHIAN;

-T'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouyHOCTh (MpPaBUIBHOCTD H
MPEU3UOHHOCTH) METOJIOB M PE3yJIbTAaTOB U3MEPEHUN;

- METOJMKH H3MEpPEHUN MAacCOBOM JOJM aMJogunuHa Oe3minara B CYOCTAaHIIMM aMIIOAMIIHMHA
Oe3miiata, JEKapCTBEHHBIX TMperaparax U MarepHualiaX, B COCTaB KOTOPBIX BXOAMT aMIIOAMITHHA
oe3uar.

3. [lepuoaMYHOCTH AKTYAJIU3ANMU TEXHHYECKOH JTOKYMEHTAIlMM HA CTaHJAPTHBLIH o0Opa3sei:
HE peXe OJIHOTO pa3a B MATh JIET.

Homep sx3emmnisipa (mapTum), JaTa BBIIYCKA. IPEACTaBlI€HAa B LENAX YTBEPXKICHHMS THUIA
cTaHzapTHOro obpasua naptus Ne 1, 28 suBaps 2022 r.
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