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ITACIIOPT
CTAHJAPTHOIrO 00pa3na yTBep:KAEHHOT0 THIIA

I'CO 11816-2021
[Maptrs Ne 001

HanmenoBanue cranjapTHOre 00pasma: CTaHIapTHEIX oOpasell cocTaBa NpOTABEpHHA CHAPOXIOpHIA
(HICO-poraBepun).
Hasmayenue: KOHTPOIE TOYHOCTH Pe3yIbTaTOB H3MEPEHHUI M aTTeCTAHS METOMMK H3MEPEHHH MacCOBOM
ZOIIA OCHOBHOI'O BelIeCTBA B CyOCTaHIMHA IpOTaBEpHHA THAPOXIOPHIE, GapMaleBTHIECKUX Ipenaparax
W MarepHanax, B COCTAB KOTOPHIX BXOIMT JPOTaBepHHA rEApoxnopui. CraHmapTHENT obpaszen MOXeT
HCIIONB30BATHCS JIIS:
- YCTaHOBJIEHMS W KOHTPOJIS CTaOMIBHOCTH IPagyHpOBOYHOH (KaTHOPOBOTHOMN) XapaKTEPHCTHKH CPEACTB
M3MEPEHHH IIPA COOTBETCTBHH METPOIOTHYECKHMX XapaKTePHCTHK CTAaHAapTHOro 00pasua TpeGoBaHHSM
METOJIMKH H3MEPEHUIH;
- KaTUOPOBKH CPEJICTB M3MEPEHHH IPH COOTBETCTBHE METPOJIOrHYECKHX XapaKTEPHCTHK CTAHIApPTHOIO
obpa3na TpebOBaHKUAM METOIUKH KATHOPOBKH.
Merposorngeckne XapaKTepPACTHKH:
ATTeCTOBaHHas XapaKTePHCTHKA — MaccoBast OIS IPOTaBEpHHA THAPOXIOpHa, Y.
T a6 111 a— MeTponornyeckue XapaKTepUCTHKH
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CEAPOXIOpHI, Yo
Cpoxk roanocTu YK3emMiuIsipa: 2 roja.
Onucanne craHgaprHOoro ofpasma: CTaHIapTHBIE ofpazenm mpencTaeimser coboil  cyOcTaHImIO
nporapepuHa ruapoxiopunaa (1-[(3,4-Hustoxcudenmn)meTnin]-6,7-Tu3TOKCH-3,4-TATHAPOU30XHHOIAHA
runpoxuopun, CaaHziNO4s HCI), oT cBeTmo-xenToro 1o 3eIeHOBATO-XEITOr0 IBETa KPUCTATUIMICCKHI
nopomok pacdacoBanHEI 110 240 Mr Bo ¢axons TeMHOro crekna Mapka OC mwm OC-1 ¢ KpUMIIOBEIME
Kpeimkamu. Kaxasii grakon cHaOXkaeTcs 3THKETKOHM ¥ IOMemaeTcs B IOJHITHICHOBEIH TaKeT
Cnoco6 ompeneneHHsi METPOJOTHYECKHX XapAaKTEPHCTHK CTaHAAPTHOrO 0o0pasma: aTTeCTOBaHHOE
3HaYeHHe CcTaHmapTHoro ofpasma YCTAaHOBIEHO IO pe3yibTaraM H3MEpEeHHH, NOIyYeHHBHIM Ha
I'ocynapcTBEHHOM BTOPHYHOM 3TAIOHE €IMHUI] MACCOBOH JIONHM W MAacCOBOH (MOIIIPHOM) KOHIIEHTPAIIAH
KOMIIOHEHTOB B TBEPABIX M XUJKHUX BEIIECTBaX W MaTepHaliaX Ha OCHOBE 00LEMHOI0 THTPUMETPHIECKOTO
Metona ananmmza [ BOT 176-1-2010 (Ne 2.1.Z7ZC.0148.2014)
YTBep:KaeHHE 0 POCIEKUBAEMOCTH:
IIpocnexvpaeMOCTs  ATTECTOBAHHOIO  3HAYeHHs K  COWHHIE BEIMYMHBI «MaccoBas OIS,
BOCIIPOM3BOJMMOM [ '0CyapcTBEHHBIM NEPBHYHBEIM STAJIOHOM EIWHHI[ MacCOBOHM (MOJSPHOH, aTOMHOM)
JONH KM MaccoBOH (MONAPHOH) KOHLEHTpPAIWH KOMIIOHEHTOB B JKUJKHX H TBEPABIX BCIIECTBAX H
Matephanax Ha ocHoBe KymoHomerpuu ['DT 176, obecmedena ImpoBeeHHEM INPSMEBIX HM3MEpEHHH Ha
I'ocymapcTBeHHOM BTOPHYHOM 3TAJIOHE CIUHMI[ MACCOBOH JONM M MacCOBOH (MOJSIPHOM) KOHIEHTPAHH
KOMIIOHEHTOB B TBEpABIX U XHUIKHUX BellleCTBaX U MaTepHalaxX Ha OCHOBE OOBEMHOIO THTPHMETPHIECKOTIO
MeTona aranusa [ BOT 176-1.
JlonoJHHTEIbLHbIC CBeACHHA
[MoqmHEOCTE MaTepraia cTagaapTHOro obpasma noareepxkaeHa MeronoMm MK-®ypre-criekTpockonuy.




Jluct 2
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HHCTpYKOHSA 10 TPEMEeHEHHI0

Ob6mue yxkazanaus:

Ilepen mcnmonb30BaHHEM CTaHAAPTHOIO oOpasla HEOOXOAMMO IPOBEPUTH KOMIUIEKTHOCTH, YIAKOBKY,
HaIM9He MapKMPOBKH M 3THKETKH IIyTeM BHEIIHEro OCMOTpa. YTIaKOBKAa CTAaHAAPTHOIO 00pasua JoJDKHA
OBITH repMETHYHOH U He UMETh MoBpexaeHui. [IpH NOBPEXICHUN YIAKOBKY MM OTCYTCTBHH STHKETKH H
MapKHPOBKH CTAaHAAPTHEIH 00pazen He MOXKeT OBITh HCITOh30BaH.

CrannapTaeii oOpasel] MOXET OBITh HCHONB30BaH IS MACHTHOMKAIMH APOTABEPHHA THAPOXJIOPHIA,
BXOIALIETO B COCTaB CyOCTaHIMIA, IEKApCTBEHHEIX IIPENapaToR U MAaTEPUAIOB.

JanHbIA cTaHNAPTHBIH 00pasen He ABJIAETCH JEKAPCTBEHHBIM CPEICTBOM.

JoxymenTsI, onpeneasionue NpUMeHeHHe CTAHAaPTHOrO 00pa3na:

- ®C.2.1.0098.18 JIpoTaBepuHa rHAPOXIOPHI;

-I'OCT ISO/MEC 17025-2019 «O6bmme TpeboBamMs K KOMIIETEHTHOCTH WCIOBITATCIBLHEBIX M
KaTMOPOBOYHEIX J1a00PATOPHIA»;

-I'OCT P HCO 5725-1-2002 — T'OCT P HCO 5725-6-2002 «TousocTs (IIpaBHIBHOCTE H
IOPEIHU3HOHHOCTE) METOLOB H PE3yIBTATOB H3MCPCHUIH»;

- MCTOIWKH H3MEDEHMH MaCCOBOM [OJM [pOTaBepHHAa TIMApoXiIopuaa B CYOCTaHIME ApOTaBEpHHA
THAPOXIIOPH/IA, JIEKAPCTBEHHBIX NpelaparaXx H MaTepHanaX, B COCTAaB KOTOPBIX BXOIMT APOTABEPHHA
THIPOXIIOPHI.

Iocae BekpoiTHSA i1akona Matepuan CO xpaHeHHI0 He MONJIEKHT.

¥Ycnosua TpaHCHOPTHPOBAaHMA W XpaHegHs: CTaHIapTHEIA oOpasen JODKEH XPaHHTHCS B YIAKOBKE
H3TOTOBHTENS OTHENBHO OT IPOAYKTOB IMTAaHHUS, B 3AUUINEHHOM OT IOMANAHHSA IMPAMEBIX CONHEYHBIX
ny4yer mecte npd Temmeparype or + 2 °C no + 8 °C. Tparcnopraposanme CO MOXeT OCYIIECTBIATBCS
MOOBIM BHIOM TPAHCIOPTa IIPH yCIOBHH obecnedeHus coxpaHHOCTE ymakoBku CO, mpemoxpassromei
CO or MexaHMYeCKHX IOBPEXICHHH, 3arpsS3HEHHM, MOUAIaHWsA BIATM M KOHTAKTA C ArpPECCHBHBIMH
cpenamu.

TpeGopanns GesomacHocTn: J[apHEIl CTaHIAPTHEI oOpasel HE SBIAETCHA JIEKAPCTBEHHBIM CPEICTBOM.
IIpu pabore co crapmapTHEIM 00pasnoM HEOOXOOWMO NPHMEHSTH CPEACTBA MHIMBHIYAIHHOM 3alIMTHL
(pe3uHOBEIE TEepyYaTKH, MacKka). Marepman, B3gTBIH IS aHanW3a, [MOCHIE M3MEPEHHH YTHIM3HPYETCS B
COOTBETCTBHH C HOPSIKOM, YCTaHOBICHHEIMH B JJA00PaTOPHH.

Komnaexr mocrapkm: skzemmuip CO ¢ 3THKETKOM B MOJMHATHICHOBOM makere u macmopr CO
yTBepxkAeHHOoro tuma, odopmnenEesiME mo ['OCT P 8.691-2010 «I'CU. Crammaprasie 00pasisi
MmarepHalnos (Bemects). Coaepxanue NacIoOpTOB M STHKETOK

Jara ppmycka: maptus Ne 001 germynena 19.11.2021 r.

Cpoxk peiicTBus yreepxaeHsHoro tamna o 17.12.2026 r.

IMaprua Ne 001 npeacrapieHa K yTBepXKACHHIO THIA CTaHAAPTHOro odpasmna.

3aMecTHTENb IFCHEPAIBEHOI'O TUPEKTOPpA .
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