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HaumeHoBanue CTaHAapTHOro o0pasma: CTaHIapTHEIH oOpasen coCTaBa aTOPBACTATHHA KAJbIWS
tpuruapara (HIICO-ATopBacTaTuy).
Ha3snaveHue: KOHTPOb TOYHOCTH PE3YTBTATOB M3MEPEHHI M aTTECTAIMS METOIUK M3MEPEHHiT MACCOBOH
JONM aTOPBAcTaTHHA KabIMA B CyOCTaHNHMAX, (apMaIleBTHIECKHUX IIPENapaTax M MaTephauax, B COCTaB
KOTOPBIX BXOJIUT aTOPBACTATUH KaJIbIIH.
CranmapTHBIH 00pa3en MOKET UCIIOIB30BATHCS I
- YCTaHOBJIEHHS ¥ KOHTPOJSL CTa0MIBHOCTH IPaTyHpOBOYHOH (KaIHOPOBOYHOMN) XapaKTEPHCTHKH CPENCTB
M3MEPEHUHA TIPY COOTBETCTBMM METPOJIOTHYECKHX XapaKTEPHCTHK CTAHAAPTHOTO o0pasla TpeGOBaHHIM
METOOUKU U3MEPECHU;
- KanmMOpOBKH CPEICTB U3MEPEHHUH TP COOTBETCTBMH METPONOrMYECKHX XAPAKTEPHCTHK CTAHIAPTHOTO
00pasna TpeGOBaHUSIM METOUKH KATHOPOBKH.
MeTtpoJiornyeckne XapaKTePUCTHKH
ATTeCTOBaHHAs XapaKTEPUCTHKA — aTTECTyeMas XapaKTEepPHCTHKA — MaccoBas O aTOpBACTATHHA
KanmbLus, %.
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Cpoxk rogHOCTH 3K3eMILIIpa: 2 roja.
Onucanue crangapTHOro o0pasma: CTaHAAPTHBIH o0pasen INpeacTaBuseT coGOH Cy6CTaHIHIO
aropBacTaruHa Kamblus tpuruapara (BHUC[(3R,5R)-3,5-gurunpoxcu-7-[5-(npomnan-2-wmn)-3-henun-4-
(bermnkapbamon)-2-(4-bropdennn)- | H-nuppon-1-unjrenranoar|kamsIms, TPUTHAPAT,
CesHesCaF2N4O010-3H20) Genprif mmu modtd Oenblil KPUCTAIUIMYECKHH MOPOIIOK, pac(hacOBAaHHBIH II0
150 mMr Bo dnaxonsr Temuoro crexna Mapku OC wmm OC-1 ¢ XpUMIOBBIME KpbIIKamy. Kax it hrakomH
CHA0XKAeTCs ITUKETKOMN U MOMENIAETCS B MOJMITHIEHOBEIH ITaKeT.
Criocod ompenesnenusi METPOIOTHYECKAX XapPAKTEPHCTHK CTAHAAPTHOrO 0oOPa3la: aTTECTOBAHHOE
3HAYEHHWE yCTaHOBJICHO METONOM IpsMbIX u3Mepenuid Ha I'OT 208-2019 «I'ocynapCTBeHHBIN MEPBUYHEIH
STJIOH CIMHHI] MacCOBOH (MOJADHOM) JOMM M MacCOBOHM (MOJISIPHOH) KOHUEHTpAIUM OPraHMIEeCKHX
KOMIIOHEHTOB B JXHIKHMX M TBEPILIX BEHIECTBaX M MaTepHalaX Ha OCHOBE JXHAKOCTHOH W Ta30BOM
XPOMaTO-MacC-CIIEKTPOMETPHH C M30TOIMHEIM Pa30aBICHUEM U TPABUMETPHI.
YTBep:KIeHHE 0 MPOCIEKUBAEMOCTH
IIpocexnBaeMOCTs aTTECTOBAHHOTO 3HAYCHHUS CTAHAAPTHOTO 00paslia K CIMHUIE BEIMUMHBI «MACCOBAS
M0JI1 KOMITOHEHTa», BOCHPOHM3BOAMMOM I '0CynapCTBEHHBIM IMEPBHYHBIM OSTAJIOHOM EIMHUI[ MAaCCOBOM
(MOJSIDHO¥) NONM M MacCoBOM (MOMSAPHON) KOHIEHTPALMH OPTAHMIECKHX KOMIIOHEHTOB B KHIKHX W
TBEPIBIX BENIECTBAX M MaTepHalax Ha OCHOBE JXMIKOCTHOM M Ia30BOH XpOMATO-MAaCC-CIIEKTPOMETPHUHM C
M30TOIHEIM pasOaBieHHeM U rpasumetpun I'OT 208, obecneunBaercs IpoBefeHAEM IPAMBIX H3MEPEHHT
I'9T 208.
JIOIOJIHATE/ILHBIE CBEeIEeHUs
IMommMHEHOCTE MaTepHalla CTaHAapTHOTO obpasiia moaTBepxkaeHa MerogoM BOKX-MC/MC.
Maccosas mons Bogsl, ycrasosiensas mo ©C.2.1.0060.18 — 4,00 %.




JIucr 2
Bcero muctos 2

HNHucTpyKnms no npuMeHEeHH )

O0mue ykazanus:

llepex HCIONB30BaHUEM CTAHHAPTHOTO 0Opasna HEOOXOAMMO IPOBEPUTH KOMILIEKTHOCTH, YIAKOBKY,
HaJlM9Me MapKUPOBKH M STHKETKH IIyTEM BHEIIHErO OCMOTpa. YIaKOBKa CTaHJApPTHOro 00pasia JOIKHA
OBITH repMETHYHOM U HE MMETh HOBPEXIEHHIL. IIpK TOBPEXIEHAN YIIAKOBKU UM OTCYTCTBUH STUKETKH U
MapKHPOBKHM CTaHAAPTHBIA 00pa3ell He MOXKET ObITh MCIIOJIL30BAaH.

CranpapTHeii o6pasenl MOXeT OBITh MCIONB30BAH [UI1 HMACHTH(HMKAIMM AaTOPBACTATHHA KaJbLIH,
BXOJUIIETO B COCTAaB CyOCTaHIMMA, TeKapCTBEHHBIX NPEapaToB U MAaTEPHAIIOB.

JlaHHbIN CTAHAAPTHLIN 00pa3el He sIBJSIETCH JEKAPCTBEHHLIM CPeICTBOM.

JlOKyMeHTBI, onpeensionne IPIMeHeHNe CTAHIAPTHOTO 00pa3na:

- ®©C.2.1.0060.18 ATopBacTaTHH KaJbIUsl TPUTUIPAT;

-T'OCT ISO/IEC 17025-2019 «O6mme TpeGoBaHMA K KOMIETEHTHOCTH MCIBITATENBHBIX U
KaJIMOPOBOYHEIX JTab0paTOPHii»;

-I'OCT P HCO 5725-1-2002 — TOCT P HCO 5725-6-2002 «TouHOCTH (IPAaBHILHOCT |
IPEUU3MOHHOCTD) METOJIOB U PE3YIIBTATOB U3MEPEHUI»;

- METOJMKH M3MEPEHUI MacCOBOW JOJIM aTOpBAacTaTHHA KAIbIMs B CyOCTAHIMM aTOPBACTATHHA KaJbIIHS
TPUTHAPATa, JIEKAPCTBEHHBIX INpENaparax W MaTepHalax, B COCTaB KOTOPHIX BXOIUT AaTOPBACTATHH
KaJIbIIHSL.

Ilocne BekpeITUS (irakoHa MaTepuaa CO XpaHeHHIO He MOJJIEKHUT.

YcaoBusl TPAaHCHOPTHPOBaHus W XpaHeHHsi: CTaHIapTHEIA 06pasel NOJDKEH XPAHHTHCS B YIIAKOBKE
W3TOTOBUTENA OTAEIBHO OT IIPOAYKTOB IMHMTAaHMA, B 3alIMIIEHHOM OT IOMAJAHWs NPAMBIX COITHEUHBIX
mydel Mecte npu Temmeparype ot + 2 °C no + 8 °C. Tpancnopruposarre CO MOXET OCYIIECTBISTHCS
JOOBIM BUIOM TPaHCIIOPTa TIPU YCIIOBHH ObecIedeHns coXpaHHocTH yrakoku CO, Ipenoxpassromeit
CO or MexaHWYeCKHMX NOBPEXICHHMH, 3arpsAsHCHHH, IIONAJaHUA BIATH M KOHTAKTA C ArPECCHBHBIMHU
cpemamu.

TpeOoBanusi Oe3omacHocTH: J[aHHBIH CTaHNAPTHEIA 0Opasell HE SBISETCS JIEKAPCTBEHHBIM CPEICTBOM.
IIpu paboTe CO CTaHAAPTHBIM 00pa3snOM HEOOXOMMMO NPHMEHSTH CPENCTBA HHIMBHLYAIBHOH 3alIlHTHL
(Pe3MHOBEIE TEpYaTKH, Macka). MaTepual, B3STHIH IS aHaiW3a, MOCTE H3MEPEHMH YTHIH3HPYETCS B
COOTBETCTBHUH C IOPAAKOM, YCTAHOBICHHBIMH B JIAOOPAaTOPUH.

Kommrext mocraskm: sksemmzap CO ¢ 3THKETKOM B IONHMITHIEHOBOM Takere M macmopr CO
YIBEPXKIEHHOro THma, odopmuenHeMu mo I'OCT P 8.691-2010 «'CHU. CrammapTeBIe 06pa3sibl
Matepuaios (BemecT). ComepxaHue MaciopToOB U STUKETOKY

Jara Beimycka: naptusg Ne 001 Bemmymena 21.01.2022 1.

Cpok neiicTBHS YTBEPKIEHHOI0 THIIA

Ilaptua Ne 001 npencTasiena K yTBepKACHHIO THIIA CTAHAAPTHOIO 00pa3ia.



