YTBEPXIEHO
npuka3zoM denepasbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

¥ METPOJIOTUU
oT «18» uroist 2023 r. Ne 1485

Jlucr Ne 1
Perucrpannonnsiii Ne 'CO 12236-2023 Bcero nuctoB 3

OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHIAPTHBIN OBPA3EL] COCTABA KAJIBLIMSI ®OJTMHATA
(TJIC-Kanbuus donuHaT)

Ha3nayeHue cTaHIapTHOro oOpa3na: KOHTPOJb TOYHOCTH PE3yJbTaTOB W3MEPEHUN U
aTTecTalys METOJMK U3MEPEHUN MacCcOBOI /1011 OCHOBHOTO BEUIECTBAa B CYOCTaHIMU KallbLIUs
donuHaTa, GapManeBTUYECKUX MperapaTax U MaTepuaiax, B COCTaB KOTOPHIX BXOJUT KallbIUs
dbosnmHar.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCS IJIA:

- YCTaHOBJICHHS U KOHTPOJISI CTAOMIBHOCTH TPalyHPOBOUYHOM (KaTUOPOBOUYHOM) XapaKTePUCTUKH
CPEACTB HM3MEPEHUN TIPU COOTBETCTBHH METPOJOTHYECKUX XAPAKTEPUCTUK CTaHAAPTHOTO
oOpasia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOpPOBKU CpPEICTB HW3MEPEHWH TIPU COOTBETCTBUM METPOJOTHYECCKHX XapaKTEPUCTHK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOAUKH KAITUOPOBKH.

O6nacTi SKOHOMUKH M C(epbl NEATeNbHOCTH, TJe TUIAHUPYETCS MPUMEHEHUE CTaHJAapTHOTO
oOpasua: 3apaBooxpaHeHue, (hapMaleBTHUECKas IPOMBIIIIIEHHOCTh, HAYYHbIE HCCIIEAOBAHUS.

Onucanue cTaHAApPTHOrO o0pa3ua: CTaHJapTHBINA oOpasel npeicTaBisier co0oi cyOCTaHLUIO
kanpius ¢oaunaara (calcium;(2S)-2-[[4-[(2-amino-5-formyl-4-0x0-3,6,7,8-tetrahydropteridin-6-
yl)methylamino]benzoyl]amino]pentanedioate, Cy0H»;CaN;O7), Oenblii WM CBETIO-)KENThIN
aMOpQHBI WM KPUCTALTUYECKUN TMOpPOIIOK, pachacoBanHbelid 1o 110 mr Bo ¢iakoHbl u3
temHoro crekiia Mapku OC uinn OC-1 ¢ KpUMIoOBEIMHU KpblikamMu. Kaxkiplii i1akoH cHaOxaeTcs
TUKETKOM U MOMENIAETCS B ITOJIMITUIICHOBBIN NAKeT.

®opma BbINYCKA: CEPUITHOE TPOM3BOACTBO MEPUOANUECKU TOBTOPSIOUTUMHUCS MAPTUIMHU.
MeTtposornyeckue XapakTePHCTHKHU. aTTCCTOBAaHHAS XapaKTEPHCTUKA — MaccoBas JOJIs
Kanbius ponuHaTa, %

Tab6naunal —HopMupoBaHHbIE METPOJIOTHYECKHE XAPAKTEPUCTUKU

ATtTectyemas Nurepsan I'panurel nonmyckaeMsix | JlomyckaeMmble 3HaYCHUS
XapaKTePHCTHKA AOMYCKACMBIX | syayennii aGCoMOTHOI abCOMIOTHOI
aTTECTOBAaHHBIX .
3HaueHuii, % MOTPELIHOCTH pacLIMpEeHHOU
aTTECTOBAaHHOIO HEOIPENEICHHOCTH
3HayeHus CO aTTECTOBAHHOT'O 3HAYEHUS
pu P=0,95, % CO U (ipu k=2
u nipu P=0,95), %
MaccoBas nois
A ot 85,0 10 99,0 +1,0 1,0
KaJblMs (oauHaTa

[TpocnexxnBaeMoCTh aTTECTOBAHHOTO 3HAYEHMs CTAaHAAPTHOTO 00pasla K €AMHUIE BETUYHHBI
«MaccoBasi JIOJIsI KOMITOHEHTa», Bocmpom3Bogumoit ['DT 208 T'ocymapcTBEHHBIM TEPBUYHBIM
ATAJOHOM €JMHHUI[ MacCOBOM (MOJISIpHOI) HOMM W MaccoBOW (MOJIIPHOM) KOHIIEHTpaluu
OpPraHMYeCKHX KOMIIOHEHTOB B JKHJKHX M TBEpPABIX BEIIECTBAX M MaTepualiax Ha OCHOBE



JIuct Ne 2
Bcero nmucros 3

JKUJKOCTHOM U Ta30BOM XPOMATO-MacC-CIEKTPOMETPHH C HW30TOMHBIM pa30aBleHUEM U
TpaBUMETPHUH, OOECIIEYNBACTCS MTPOBEACHUEM NPsIMbIX n3mMeperuit Ha DT 208.

Cpok rogHocTH 3K3eMIIsipa: 1 ro.

3HaK yTBep:KIeHUS] THNA: HAHOCAT MOJUrpadUuecKuM crnocoOOM B NIpaBblii BEpXHUH yroi
nepsoro jaucta nacnopra CO u B npaBblii BepxHUM yrou 3TuKeTkn CO yTBEpKAEHHOIO TUIA.

KoMmmiekTHOCTH cTaHaapTHoro oopasua: sx3emmuisip CO B TOTMAITHICHOBOM TAaKeTe C
stukeTkoi u macrnoptrom CO yrBepxaeHHoro tumna, opopmieHasiMu 1o 'OCT P 8.691-2010
I'CH. CranmapTtable 00pa3isl MaTepuanos (Bemects). CopepkaHue MacopTOB U STUKETOK.

JIOKyMeHTbI, YCTAHABJIUBAKOIIHE TPeOOBAHUSA K CTAHIAPTHOMY 00pas3iy:

1 HaumeHoBaHue U 0003HAYEeHUE TEXHUYECKON JOKYMEHTAIUM, 10 KOTOPOH BbINYIIEH
(Oyzer BbIyCKATBLCS) CTAHAAPTHBIN 00pa3zen:

— TexHuueckoe 3amaHue Ha pa3pabOTKy CTaHAAPTHOro oOpas3la cocraBa Kajibliug (QojuHaTa
(TUJIC-Kanbuus donunar), yreepxaecanoe ®BY «'MJIC u HIT» u OO0 «HIICO» 03.10.2022.
— CrannmaptHblii oOpasen; cocrtaBa Kanbliusi ¢onuHaTa. [IporpamMMa HCHBITAHUN B IEJAX
yTBepkaeHus Tuna, yreepkaennas OI'YIlI «BHUUM uwm. /.M. Menneneesa» 14.02.2023.

— IIporpamma ucneiTaHuii cTanaapTHOrO oOpasiia cocraBa Kaibius ¢onunata (I MJIC-Kansuus
donuuat) cepuiitHoro npousBojactsa, yrBepxkaeHHas OI'VII «BHUUM uwm./[.11.Menneneesa»,
OBY «UJIC u HIT» 1 OO0 «HIICO» 14.02.2023.

2 HanvenoBanne u o00O3Ha4YeHHe [IOKYMEHTOB, OIpeleJAIIIUX MPUMEHEHHUe
CTAHJAPTHBIX 00Pa3L0B:

-T'OCT ISO/IEC 17025-2019 «OO6mme TpeOOBaHHMS K KOMIIETEHTHOCTH HCHBITATCIbHBIX H
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-I'OCT P UCO 5725-1-2002 — TOCT P UCO 5725-6-2002 «To4HOCTH (MpaBUIBHOCTH U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTATOB U3MEPECHUIN»;

- METOJIMKH M3MEPEHUNH MAcCOBOW JONU Kaiblus (olMHATa B CyOCTaHIIMM Kalblus (OJIMHATA,
JIEKapCTBEHHBIX MperapaTax U MaTepuaiax, B COCTaB KOTOPBIX BXOJUT KabIUs (OJIMHAT.

3 IlepuoauyHOCTh AKTYaTH3aAUMU TEXHHYECKOH [OKYMEHTAUMH HA CTAHAAPTHBIA
o0pa3sen: HE peke OAHOTO pa3a B MATh JIET.

Homep s>x3emmisipa (maptum), 1aTa BbINYCKA: MPEACTAaBICHA B IENSAX YTBEPKICHUS THIIA
cTangapTHOro odpasna naptus Ne 1, BeimymenHas anpene 2023 r.

IIpaBoodaanaresn

®enepanbHOe OI0KETHOE yupexkaeHue «[ ocynapcTBeHHbIH HHCTUTYT JICKAPCTBEHHBIX CPENICTB
u Hajuiexkamux npakTuk» (OBY «'MJIC u HIT»)

MHH 7705035037

Opunuuecknit agpec u  aapec (HaKTHUECKOTO MECTa OCYIIECTBJICHHUS JI€ATEIbHOCTH:
119049, r. Mocksa, JIenuHckuii nip., 1. 9

Temedon: 8(495) 676-43-60

E-mail info@gilsinp.ru

Web-caiit: www.gilsinp.ru


http://www.gilsinp.ru/
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IpousBoaurenn

®enepanbHoe OI0KETHOE yupexkaeHue «l' ocynapcTBeHHbIH HHCTUTYT JIEKAPCTBEHHBIX CPEICTB
u Hajuiexkamux npaktuk» (OBY «'MJIC u HII»)

WHH 7705035037

Opuanueckuii agpec u  aapec  (PaKTUYECKOTO MeCTa OCYHISCTBICHUS JIEATEIBHOCTH:
119049, r. Mocksa, Jlenunckuii np., 1. 9

Tenedon: 8(495) 676-43-60

E-mail info@gilsinp.ru

Web-caiiT: www.gilsinp.ru

OO01ecTBO ¢ OrpaHUYEHHOW OTBETCTBEHHOCTHbIO «HalMoHanbHBIH LEHTP CTaHAapTHBIX
obpasmos» (000 «HLICO»)

WHH 7727440590

IOpunnueckuit aapec u aapec (PAKTUYECKOrO MecTa OCYILECTBJIECHHUS JIE€ATEIbHOCTH:
117186, r. Mocksa, yi. Harophas, 1. 3A, stax 4, mom/xkom 1/24-34, 36

Tenedon: 8(495) 909-21-98

E-mail info@ncso.gilsinp.ru

Web-caiit: Hico.pd

UcnbiTare bHbINA EHTP

®enepanbHOE TOCYIAPCTBEHHOE  YHUTAPHOE  Mmpeanpusitue «BcepocCMUCKUMU  HAy4YHO-
UCCIIeIOBATENbCKU MHCTUTYT MeTposiorun umeHu [[.M.Menneneea» (®I'VII «BHUUM
nMm. [I..Menneneenay)

Anpec mecta HaxoxaeHus: 190005, r. Cankr-IlerepOypr, MockoBckwuii nip., a. 19
KOpuaunueckuii agpec: 190005, r. Cankr-IlerepOypr, MockoBckuit np., a. 19

Tenedon: 8 (812) 251-76-01

E-mail: info@vniim.ru

Web-caiit: www.vniim.ru

YHUKaJIBHBIA HOMEp 3aITUCH B peecTpe akkpenuToBaHHbIX Juil: Ne RA.RU.310494.
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