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MACIIOPT
CTAaHZAPTHOIO 00pa3na yTBepPKAEHHOT0 THIIA

I'CO 11899-2022
ITaptms Ne 001
o0pa3sma:  CcTaHIapTHHIN

HaumeHoBanue CTaHTApPTHOIO CcoCTaBa

(HIICO-JIamuByun).

Ha3znadeHune: KOHTPOIb TOYHOCTH PE3yIbTATOB U3MEPEHHUH U aTTeCTalus METOUK U3MEPEHUN MacCOBOM
JOJI OCHOBHOTO BEI[ECTBA B CyOCTaHIIMU JTaMUBYAMHA, (hapMalleBTHUECKUX TpernapaTax u MaTepraiax, B
COCTaB KOTOPHIX BXOJIUT JIaMHUBY IHH.

CrannapTHEII 00pa3el] MOXKET UCIIOIh30BaTHCS !

- YCTaHOBJIEHHS ¥ KOHTPOJII CTaOMIBHOCTH IPayHpOBOYHOM (KaIMOPOBOYHOI) XapaKTEPUCTHKH CPENCTB
HU3MEPEHMH IIPH COOTBETCTBMHM METPOJIOTMIECKMX XapaKTEPUCTUK CTaHIApTHOro obOpasma TpeOOBaHUIM
METOIMKHA U3MEPEHUN;

- KanuOpOBKHU CPEICTB M3MEPEHHUH IPH COOTBETCTBHH METPOJOTHIECKHX XAPAKTEPHCTHK CTAHIAPTHOTO
oOpasua TpeGoBaHUSIM METOTUKH KATHOPOBKH.

MeTtpoaornyeckue XapaKTepUCTHKH:

ATTecToBaHHAsA XapaKTEPHUCTHKA — aTTECTyeMas XapaKTEpUCTUKA — MacCOBasi TOJIS JaMUBYTHHA, Y%b.

T a 6 1 1 11 a — MeTposornueckue XapakKTepUCTHKH

oOpazen JaMUBYAWHA

I"'panuie! 3HageHMI 3HagueHue abCoMOTHOM

3gauenus CO (mpu
P=0,95), £ %

abCcoMOTHOH pacUIMpEeHHOH
ATtTecryemas ATTecToBaHHOE IOTPEIIHOCTH HEOIIPENEIIEHHOCTH
xapakrepuctuka CO 3Hagenue CO, % aTTECTOBAaHHOIO aTTECTOBAHHOTO

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

MaccoBag nomus

99,9

+1,0

1,0

JTaMuByAuHA, %

Cpok rogHOCTH 3K3EeMILIApa: 2 Tofa.

Onucanue craHZapTHOrO o0pa3na: CTaHOapTHBEIM oOpa3el MpencTaBilseT Cco0O0H CyOCTaHIHIO
JaMUBYIWHA (4-Amuno-1-[(2R,55)-2-(tunpoxcumernin)- 1 ,3-okcaTnonan-5-wi |nupumMuaus-2(1 H)-oxn
CsH11N303S), Genprit unm moytu Oenblil KPUCTAJUIMUECKHUM ITOPOIIOK, pacdacoBanHsll 1o 200 Mr Bo
dmaxons! TemHoro crekna Mapku OC mwiu OC-1 ¢ xpuMnoBeIMHU KpeiikaMu. Kaxxnerii grakoH cHaOxaeTcs
STUKETKOU U TIOMEIIAETCsI B OIS THIICHOBBIM MTaKeT

Cnoco0 ompenejieHHsi METPOJOTHYECKHUX XapPaKTePHCTHK CTAHAAPTHOro ofpa3ma: aTTeCTOBaHHOE
3HauEHHE YCTAaHOBJIEHO MeTOoIoM IpsMbIx u3mepeHud Ha ['OT 208-2019 «I'ocynapcTBEHHBIN IEPBUYHBIN
STaJOH EOUHHUII MAacCOBOM (MOJISIPHOM) IONMM M MAacCOBOM (MOJSPHOM) KOHIIEHTPAIMH OPTraHUIECKUX
KOMITOHEHTOB B JKMIIKMX M TBEpHABIX BEIIeCTBaX M MaTepuaiaX Ha OCHOBE >XUIKOCTHONH U Ta30BOM
XpOMaTO-MacC-CIIEKTPOMETPUM C M30TONHBIM pa30aBI€HHEM U TPaBUMETPHM» METOJIOM MAacCOBOIO
Oananca.

YTBepaxkaeHHe 0 NPOCIEKNBAEMOCTH:

ITpocnexuBaeMOCTh aTTECTOBAHHOIO 3HAYEHUS CTaHAAPTHOrO oOpa3lia K €IMHUIIE BETUIUHEI «MaccoBas
J0JI1 KOMIIOHEHTa», BOCIPOM3BOAMMOM ['OCymapCTBEHHBIM NEPBUYHBIM STAJIOHOM EIWHHUI[ MacCOBOM
(MONsIpHOM) mONMM W MaccoBOM (MOJISPHOM) KOHIIEHTpPAlUM OPTaHWYECKUX KOMIIOHEHTOB B KHIKHX H
TBEPIBIX BEUIECTBAX M MaTepHallaXx Ha OCHOBE XXHUIKOCTHOM M Tra30BOM XpOMAaTO-MacC-CIEKTPOMETPHHU C
U30TONHBIM pa3basneHueM u rpasuMerpuu I'OT 208, obecneunBaeTcst NPOBEACHUEM IPSIMBIX U3MEPEHHU
I'oT 208.

JlonoTHUTEIbHbIE CBEeHHS

[TommHHOCTE MaTepUaa CTaHmapTHOro obpasia nmoarsepxkaeHa meronom BOXX-MC/MC.




Juct 2

Bcero nuctos 2

HMHcTpyKnus 10 NIPHMEHEHHUIO

O0mue ykazanus:

ITepen wcmonp30BaHMEM CTaHIApTHOrO o0Opaslla HEOOXOOMMO NPOBEPUTH KOMIUIEKTHOCTB, YIIaKOBKY,
HAIMYHEe MAapKUPOBKHA M 3TUKETKU IIyTEM BHEUIHETO OCMOTpa. YIIaKOBKa CTaHIApTHOIO oOpasla IOJDKHA
OBITh TEPMETUIHON U HE MMETH MOBPEXACHUN. IIpy MOBpEXXIEHNM YIIaKOBKH WIIX OTCYTCTBUH 3TUKETKU U
MapKHPOBKHU CTaHJAPTHBINA 00pa3el He MOXKET ObITh HCIIOIH30BaH.

CramapTHBII 00pa3ell MOXeT OBITH MCIIOIB30BaH AT HACHTH(HUKALUY JIAMHBYJUHA, BXOASIIETO B COCTaB
cyOCTaHIUH, IEKAPCTBEHHBIX NPENapaToB U MaTEpHAaIIOB.

JlaHHBIH CTAaHIAPTHBIN 00pa3el He SIBJISIETCA JEeKAPCTBEHHBIM CPEACTBOM.

JloKyMeHTbI, ONlpeAensioliue NPMMeHeHne CTAaHIapTHOro o0pa3ma:

-T'OCT ISO/IEC 17025-2019 «OO6mue TtpeOOoBaHUA K KOMIIETEHTHOCTH MCHBITATENbHBIX W
KaTMOPOBOYHBIX JTA00paTOpHiD»;

-TOCT P HCO 5725-1-2002 — TOCT P HCO 5725-6-2002 «TouHOCTH (TIPaBHIBHOCTH U
MPELU3UOHHOCTE) METOJIOB U PE3YIHTaTOB U3MEPEHUNY;

- METOAMKM H3MEPEHMM MacCcOoBOM [ONM JIaMUBYIWHAa B CyOCTaHIMM JIaMHBYAWHA JIEKapCTBEHHBIX
Ipenaparax 1 MaTepuajax, B COCTaB KOTOPBIX BXOAWT JIAMUBY IUH.

IHocae BexkpbiTHs Quiakona Mmatepuai CO XpaHeHHIO He IOAJICHKHUT.

YciaoBus TpaHCHOPTHPOBaHUS M XpaHeHHsi: CTaHIapTHEIA 00pasell NOJDKEH XPaHUTHCA B YIIaKOBKE
U3TOTOBUTENS OTHEIHHO OT IPOAYKTOB IMUTAHWSA, B 3alIMIIEHHOM OT MONAQJaHUS MPSIMBIX COJHEYHBIX
nydei mecte mpu Temmeparype oT + 2 °C mo + 8 °C. TpancnoprupoBanue CO MOXET OCYIIECTBISATHCS
Tr00BIM BUIIOM TPaHCIOPTa IpU YCJIOBUHU obecnedeHus coxpaHHocTH ymakoBku CO, mpenoxpassromien
CO or MexaHMYECKHX IOBPEXICHHWW, 3arpA3HECHUM, IIONANaHWA BJAIM M KOHTAKTa C arpeCCHBHBIMU
CpenaMHu.

TpeOGoBanus Ge3omacHocTH: J[aHHBIM CTaHOAPTHBIA 00pasel HE ABIAETCA JIEKAPCTBEHHBIM CPEICTBOM.
[Tpu paboTe co CTaHmapTHEIM 00pa3loM HEOOXOAMMO NPHMEHATH CPEINCTBa MHIMBHIyadbHOM 3aIlUTHI
(pe3uHOBBIE TEpUYATKH, Macka). Marepuan, B3ATHIA Ui aHAIN3a, IOCIEe U3MEPEHWM YTWIM3UPYEICS B
COOTBETCTBUU C ITOPSIKOM, yCTaHOBICHHBIMH B Ta0OpaTOPHH.

Komnuexkt mocraBku: sk3emMmpip CO ¢ 3THKETKOH B IONMAITUICHOBOM IHakere u macnopr CO
yTBepkIeHHoro Tuma, odopmiueHHbiMu 1o ['OCT P 8.691-2010 «I'CH. CranpmaptHbele 00pa3sisl
MaTtepuaiioB (BemecTB). ComepxaHue MaclopTOB U STUKETOK»

Hara ppimycka: maptus Ne 001 semyniena 28.01.2022 r.

Cpox nelicTBHS YTBEPKACHHOI'0 THIIA

Iaptusa Ne 001 nmpeacTaBJjieHa K yTBep:KIeHHIO THIIA CTAHIAPTHOIO 00pa3ua.



