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CTAaHAAPTHOIO 00pa3ua yTBePKIEHHOI0 THIIA
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ITaptus Ne 001

HaumeHoBanue CTaHAapTHOro o0pasla: CTaHIAapTHEIM oOpasen cocTaBa aTOPBACTATHHA KAJbLUS
tpuruapara (HIICO-ATopBacTaTun).
Ha3snaveHue: KOHTPONb TOYHOCTH PE3YIBTATOB M3MEPEHHI M aTTECTAIMS METOIUK M3MEPEHHiT MACCOBOH
JOJIM aTOPBACTaTHHA KAIBIMSA B CYOCTaHIHMAX, (apMalleBTHIECKUX Mpelaparax U MaTepuanax, B COCTaB
KOTOPBIX BXOJWUT aTOPBACTATHH KaJIbIIH.
CranmapTHBIH 00pa3en MOKET UCIIOIB30BATHCS I
- YCTaHOBJICHHS M KOHTPOIIS CTA0MIBHOCTH IPaayHpPOBOYHOH (KaIMOPOBOYHON) XapaKTEPHCTHKH CPENCTB
M3MEPEHUHI TIPY COOTBETCTBMM METPOJIOTHYECKHX XapaKTEPHCTUK CTAHAAPTHOTO o0pasla TpeGOBaHHSIM
METOOUKU U3MEPEHN;
- KanmuOpOBKH CPEICTB U3MEPEHHI TIPU COOTBETCTBMH METPONOrMYECKHX XApAKTEPHCTHK CTAHIAPTHOTO
00pasa TpeGOBaHUSIM METOUKH KATHOPOBKH.
MeTtpoJiornyeckne XapaKTePUCTHKH
ATTeCTOBaHHAsl XapaKTEPUCTHKA — aTTECTyeMas XapaKTEepPHCTHKA — MaccoBas JOJNI aTOpBACTATHHA
KambIus, %.
T a6 1u 1 a— MeTpoIOrHIecKHe XapaKTEPUCTUKI

I'panune! 3HaYeHIIH 3HaueHue abCOMOTHOM

3HageHus CO (mpu
P=0,95), 8 %

abCOMIOTHOH pacIIUpEeHHOM
Artrectyemas ATtTrecToBaHHOE IIOTPEMIHOCTH HEOIIPENEIEHHOCTH
xapakrepuctuka CO snagenue CO, % aTTECTOBAaHHOTO aTTECTOBAHHOTO

3Hagenus CO (mpu
P=0,95,k=2) U, %

Maccosasg nois
aTOpBaCTaTHHA KaIbIIHI,

95,9

+1,0

1,0

%
Cpox rogHOCTH 3K3eMILIIpa: 2 roja.
Onucanme crangapTHOro o00pa3sma: CTaHAAPTHBIA o0pasel IpeacTaBuseT CcoOOH CyGCTaHIHIO
aropBacTaruHa Kaumblus tpuruapara (BHUC[(3R,5R)-3,5-gurunpoxcu-7-[5-(npomnan-2-mn)-3-henmun-4-
(bermnkapbamon)-2-(4-bropdennn)- | H-nuppon-1-unjrenranoar|kamsrms, TPUTHAPAT,
CesHesCaF2N4010-3H20) Genprif mmu modtu Oenblil KPUCTAIUIMYECKHH MOPOIIOK, pac(hacOBAaHHBIH IIO
150 mMr Bo ¢naxonsr Temuoro crexna Mapku OC wmm OC-1 ¢ XpUMIOBEIME KpbIIKamu. Kaxmerit hrakomH
CHa0XaeTCs 3TUKETKOH U MOMENAeTCs B MOIMITHIICHOBEIA IaKET.
Criocod ompenenenusi METPOIOTHYECKAX XapPaKTEPHCTHK CTAHAAPTHOrO o0Pa3la: aTTECTOBAHHOE
3HAYEHWE yCTaHOBJICHO METONOM IpsMbIX u3Mepenud Ha I'OT 208-2019 «I'ocynapCTBeHHBIH MEPBUYHEIH
STalOH CIMHHI] MacCOBOH (MOJADHOM) JOMM M MacCOBOH (MOJSIPHOW) KOHUEHTpAIUM OPraHMIeCKHX
KOMIIOHEHTOB B JXHIKHMX M TBEPILIX BEHIECTBaX M MaTepHalaX Ha OCHOBE JXHAKOCTHOH W Ta30BOM
XPpOMaTO-MaCC-CIEKTPOMETPHH C M30TOIHEIM Pa30aBICHUEM U TPABUMETPHIY.
YTBep:KkIeHHE 0 MPOCIEKUBAEMOCTH
IIpocexuBaeMOCTs aTTECTOBAHHOTO 3HAYCHUS CTAHAAPTHOTO 00paslia K eNMHUIE BEIMYMHBI «MACCOBAS
M0JI1 KOMITOHEHTa», BOCHPOHM3BOAMMOM I '0CynapCTBEHHBIM MEPBHYHBIM STAJIOHOM EIMHHUI[ MAaCCOBOM
(MOJSIDHOH) O M MacCoBOM (MOMSAPHON) KOHIEHTPALMH OPTAHHIECKHX KOMIIOHEHTOB B KHIKHX H
TBEPIBIX BENIECTBAX M MaTepHalaX Ha OCHOBE JXMIKOCTHOM M Ia30BOH XPOMATO-MAaCC-CIIEKTPOMETPHUH C
M30TOIHEIM pasOaBieHneM U rpasumetpun I'OT 208, obecreunBaercs IpoBENEHHEM NPAMBIX H3MEPEHHI
I'9T 208.
JlONOJIHATE/ILHBIE CBEeNEeHUs
IMommMHEHOCTE MaTepHalla CTaHAapTHOTO obpasia moaTBepxkaeHa MeTogoM BOKX-MC/MC.
Maccosas mons Bogsl, ycranosienuas mo ©C.2.1.0060.18 — 4,00 %.




JIucr 2
Bcero nmucros 2

HucTpyKnms no npuMeHeHH )

O0mue ykazanus:

llepex nCmONB30BaHUWEM CTAHAAPTHOTO 00pasna HEOOXOAMMO IPOBEPUTh KOMILIEKTHOCTH, YIAKOBKY,
HaJl9Me MapKUPOBKH M STHKETKH I[yTE€M BHEIIHErO0 OCMOTpa. YIaKOBKa CTaHJApPTHOro 00pasia JOoIKHA
OBITH repMETHYHOM U HE MMETh HOBPEXIEHHIL. IIpK TOBPEXIEHNN YIIAKOBKU UM OTCYTCTBUH STUKETKH U
MapKHPOBKHM CTaHAAPTHBIA 00pa3ell He MOXKET ObITh MCIIOJIL30BaH.

CranpapTHeii o6pasell MOXeT OBITh MCIONB30BAH [UI1 HMACHTH(GHMKAIMM AaTOPBACTATHHA KaJIBIHS,
BXOJUSIIIETO B COCTAaB CyOCTaHIMIA, TeKapCTBEHHEIX MPEMapaToB U MATEPHAIIOB.

JlaHHbIHA CTAHAAPTHLIA 00pa3el He IBJISIETCH JIEKAPCTBEHHLIM CPeICTBOM.

JlOKyMeHTBI, onpeensionne IPpIMeHeHNe CTAHIAPTHOTO 00pa3na:

- ®©C.2.1.0060.18 ATopBacTaTHH KaJbIHs TPUTHIPAT;

-T'OCT ISO/IEC 17025-2019 «O6mme TpeGoBaHMs K KOMIETEHTHOCTH MCIBITATENBHBIX U
KaJIMOPOBOYHEIX JTa00paTOPHii»;

-I'OCT P HCO 5725-1-2002 — TOCT P HCO 5725-6-2002 «To4HOCTH (IPAaBHILHOCTD |
IPEUU3MOHHOCTD) METOJIOB 1 PE3YIIBTATOB U3MEPEHUI»;

- METOJMKH M3MEPEHUI MacCOBOW JOJIM aTOpBAacTaTHHA KAIBIMSA B CyOCTaHIMM aTOPBACTATHHA KaJbIIHS
TPUTHAIPATa, JICKAPCTBEHHBIX INpENaparax W MaTepHalax, B COCTaB KOTOPHIX BXOIUT AaTOPBACTATHH
KaJIbIIHsL.

Ilocne BekpeITUS (irakoHa MaTepuas CO XpaHeHHIO He MOJJIEKHT.

YcaoBusi TPaHCHOPTHPOBaHuS M XpaHeHHs: CTaHIapTHEIA 06pasel TOMKEH XPAHHTBCS B YIIAKOBKE
U3TOTOBUTENA OTHAEIBHO OT IIPOAYKTOB IMHUTAHWs, B 3AMINEHHOM OT MONAIAHWS IPSAMBIX CONHEYHBIX
mydel Mecte npu Temmeparype ot + 2 °C no + 8 °C. Tpaucnopruposarre CO MOXET OCYIIECTBIATHCS
JOOBIM BHIOM TPaHCIOPTA TIPU YCIIOBHH ObecIedeHns coXpaHHoCTH yrakoku CO, IpenoxpaHsromeit
CO or MexaHWYeCKHMX NOBPEXICHHMH, 3arpsA3HEHHH, IIONAJAHWA BIATH M KOHTAKTA C ArPECCHBHBIMH
cpenamu.

TpeOoBanusi Oe3omacHocTH: J[aHHBIH CTaHAAPTHELA 00pasell HE SBISETCS JEKAPCTBEHHBIM CPEICTBOM.
Hpu paborte co cTaHTAapTHEIM 06PasIOM HEOOXONMMO NPUMEHATH CPEICTBA HHIMBHIYAILHON 3allUTHL
(Pe3HHOBEIE TEpYaTKH, Macka). MaTepual, B3STHIA IS aHalW3a, OCTE H3MEPEHMH YTHIH3HPYETCS B
COOTBETCTBHUH C IOPAAKOM, YCTAHOBICHHBIMH B JIAOOPAaTOPHH.

Kommrext mocraBkm: sksemmap CO ¢ 3THKETKOM B IONHMITHIEHOBOM makere M macmopr CO
YIBEPXKIECHHOro THma, odopmuennsiMu mo ['OCT P 8.691-2010 «'CU. CraumapTeble 06pa3ibl
Matepuaios (BeniecT). ComepkaHue MaciopToOB U STHKETOK

Jara Beimycka: naptusg Ne 001 Bemmymena 21.01.2022 r.

Cpok neiicTBHS YTBEPKICHHOI0 THIA

Ilaptusa Ne 001 npencTasiena K yTBepKACHHIO THIIA CTAHAAPTHOIO 00pa3ia.
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