YTBEPXAEHO
npukasom defepasibHOro areHTCTBa
MO TEXHWYECKOMY PEerynnpoBaHuio

N MeTposiIorumn
oT «28» ntona 2023 r. Ne 1519

Jinet Ne 1
PernctpaymoHHbiii Ne FTCO 12263-2023 Bcero nuctos 3

OMMCAHWE TUNA CTAHOAPTHOIO OBPASLIA

CTAHIAPTHbI OBEPA3ELL COCTABA JAMNATNNGNTO3NHA
(TMNC-QanarnndnosnH)

HasHayeHne cTaHfapTHOro o6pasua: KOHTPO/Ab TOYHOCTWM Pe3ynbTaTOB W3MEPEHUI 1
aTTectaums MeTOAMK MW3MEPEHWIn MaccOoBOM [0MM OCHOBHOrO BeLWlecTBa B Cy6CTaHUMu
panarnnugnosnHa, apmaueBTUYecKUX npenapaTax M maTepuanax, B COCTaB KOTOPbIX BXOAWUT
fanarnugnosunH.

CTaHAapTHbIA 06pa3eL, MOXKeT UCMOb30BaThCA ANS:

- YCTAHOB/IEHUS U KOHTPONA CTAOUNABHOCTW FPagynpoBOYHON (KaMBpPOBOYHON) XapaKTePUCTUKN
CPeLCTB M3MEPeHUii Npu COOTBETCTBUM METPONIOTMYECKUX XapaKTePUCTUK CTaHZapTHOro
obpasua TpeboBaHNAM METOANKN N3MEPEHWNIA;

- KaJIMbpOoBKN CPefCcTB W3MEPEHU Mpu COOTBETCTBUM METPOSIOTMYECKUX XapaKTepucTuk
CTaHAapTHOro obpasua TpeboBaHUSM METOANKN KannbpoBKMU.

O6nacT 3KOHOMUKU W cepbl AeATENbHOCTU, rAe nnaHupyeTcs MPUMeHeHue CTaHZapTHOro
obpasua: 3gpaBooxpaHeHue, papmaLleBTuyeckas NPOMbILWIEHHOCTb, HAYYHble UCCEeL0BaHNA.

OnwncaHne cTtaHAgapTHOro o6pasua: CTaHAapPTHbIA 06pasel, NpeAcTaBNsAeT cob6oi CyoCTaHUUI0
janarnndgosnHa ((1S)-1,5-Anhydro- 1-C-[4-chloro-3-[(4-ethoxyphenyl)methyl]phenyl] -D-
glucitol, C21H25Q O), 6enblil AN NoYTN Genblii KPUCTaNIUYeCKNin NOPOLLOK, pactacoBaHHbIN
no 100 mr Bo hnakoHbl U3 TeMHOro ctekna mMapkm OC unanm OC-1 ¢ KpUMMOBLIMU KPbILLIKaMW.
Kaxablil hnakoH cHabXaeTcs 3aTUKETKON M NOMeLLaeTca B NONITUNEHOBBIN NakeT.

®opMa BbiNycKa: CepuitHoe NPoM3BOACTBO NEPUOANYECKN MOBTOPAIOLWMUMUCS NapTUSMU.
MeTponornyeckme XxapakTepuUCTUKW: aTTecTOBaHHAas XapaKTepucTMKa - MaccoBas [ons

panarnugnosnna, %
Tab6nuuyal- HopmmpoBaHHbIE METPONOTNYECKNE XaPaAKTEPUCTUKN

ATTecTyemas HTepBan paHuUbl fonyckaembix  JlonyckKaemble 3HaAUYEHUA
XapakTepucTmnKa AOMYCKAEMBIX 3y 3yeHnit a6CONOTHOI a6CONOTHOIA
aTTeCTOBaHHbIX .
3HaueHui, % MOrpeLHOCTH pacLMpeHHOM
aTTecTOBaHHOI0 HeonpeLeneHHOCTH
3HauyeHuna CO aTTecToOBaHHOro
npu P=0,95, % 3HayeHuss CO U

(npn K=2 n npn P=0,95), %
MaccoBsas gons
A 0T 95,0 40 99,0 +1,0 1,0
janarnngnosunHa
MpocnexnBaeMoCTb aTTeCTOBaHHOIrO 3Ha4YeHWs CTaHA4APTHOro obpasua K efumHuLe BeIUYUHbI
«maccoBasl 018 KOMMOHeHTa», Bocnpoussoaumor 9T 208 [ocygapCTBEHHbIM MEPBUYHbLIM
3TaNOHOM eAWHWUL, MaccoBOW (MONSIPHOW) AONM M MaAcCOBON (MONSPHON) KOHUEHTpaumm
OpraHNYyeckux KOMMOHEHTOB B >XUAKUX W TBEPAbIX BellecTBaX W MaTepuanax Ha OCHOBe
XXWAKOCTHOW W Ta30BO XpOMaTO-mMacC-CMEeKTPOMETPUM C  M30TOMHLIM pa3baBieHneM W
rpaBUMETpMuK, obecrneunBaeTcs NPOBEAEHNEM NPSAMbIX M3MepeHnin Ha FAT 208.



Cpok rogHocTu ak3emnnagapa: 1lrog.

3HaK yTBepX[eHWA Tuna: HaHOCAT nonurpamMyeckum cnocobom B MpPaBblii BEPXHUIA yron
nepsoro nncta nacnopta CO u B NpaBblii BePXHUI yron aTUKeTkn CO yTBEPXAEHHOro Tuna.

KoMNNeKTHOCTb CTaHAapTHOro o6pasua: sk3emnasp CO B NONM3TUIEHOBOM MNakeTe C
3TUKETKOM 1 nacnoptom CO yTBepPXAEHHOro Tuna, ogopmneHHbiMu no FOCT P 8.691-2010
FCW. CTtaHpapTHble 06pasubl maTepranos (BewecTs). Coaep)kaHne NacnopToB M 3TUKETOK.

[JOKyMeHTbI, ycTaHaBnvBaw W me TpeboBaHMA K CTaHLapTHOMY obpasuy:

1 HavnmeHoBaHue M 0603HaYeHMe TEXHUYECKOW LOKYMEHTaLuUmM, N0 KOTOPOWA BbIMyLEH
(6bypmeT BbiNnycKaTbCA) CTaHAapTHbIN o6paseL,:

- TexHu4yeckoe 3afaHue Ha pa3paboTKy cTaHAapTHOro obpasua cocTaBa fanarnnpiosnHa
(FrMNC-danarnnhnosnH), yteepxgeHHoe ®bY «TC n HM» n OO0 «HL,CO» 20.06.2023.

- CTaHpapTHbI 06pa3eu, cocTaBa fanarnudno3uHa. [lporpamma MWCObITaHWA B LENsAX
yTBepXaeHua tuna, yreepxgeHHaa oryrn «BHUMM um. 4.1N. MeHgeneesa» 17.07.2023.

- CraHfapTHblii o6pa3el, coctaBa fganarnunosnHa. porpamma MUCNbITaHWIA CTaHAAPTHOrO
obpasua cepuiiHOro NPoOu3BOACTBA, yTBepXAeHHas ®PIYT «BHUUM um. O.UN. MeHpeneesa»,
®BY «TMNC n HM» n OO0 «HUCO» 17.07.2023.

2 HanmeHoBaHve W 0603HavyeHMe [LOKYMEHTOB, ONpefensowmnx mnpuMeHeHune
CTaHgapTHbIX 06pa3LoB:

-FOCT ISO/IEC 17025-2019 «O6uime TpeboBaHWS K KOMMETEHTHOCTWM WCNbITATENIbHbIX K
KanmbpoBOYHbIX nabopaTopuiny;

-FOCT P NCO 5725-1-2002 - TOCT P NCO 5725-6-2002 «To4HOCTb (NpaBWU/IbHOCTb U
NPeum3noHHOCTb) METOLOB U Pe3ybTaTOB U3MEPEHUIN»;

- METOAMKN W3MEpPEeHWiA MaccoBOM [ONAM fanarnu@nosnmHa B cy6CcTaHuMM panarnivgiosnHa,
NEKapCTBEHHbIX Mpenaparax U martepranax, B COCTaB KOTOPbIX BXOAUT Aanaringno3unH.

3 MepuoaNYHOCTb aKTyanms3auum TEeXHWYECKON [OKYMeHTaLuWUuW Ha CTaHAapTHbI
o6pasel,;: He pexke OAHOrO pasa B NATb NieT.

Homep sk3emnnapa (maptuu), fata BbiNycKa: NpeAcTaBfieHa B LENAX YTBEPXKAEHWUA Tuna
cTaHgapTHoro obpasua naptua Ne 1, BbinyuieHHas uone 2023 .

MpaBoob6nagaTenb

denepanbHoe 6HOKETHOE yupexieHne «[ ocyaapCTBeHHbI UHCTUTYT NeKapCTBEHHbIX CPeACcTB
n Hagnexawmx npaktnk» (PBY «FUJIC n HIM»)

NHH 7705035037

FOpuanuecknini agpec 1n  agpec (PakTUYECKOro MecTa OCYLLeCTBNEHUS  [eATe/IbHOCTU:
119049, r. MockBa, JIEeHUHCKWIA nNp-KT, 4. 9

TeneoH: 8 (495) 676-43-60

E-mail: info@gilsinp.ru

Web-caint: www.gilsinp.ru


mailto:info@gilsinp.ru
http://www.gilsinp.ru/

MpownssoguTtenu

degepanbHoe 6HOKETHOE yupexaeHne « oCyfapCTBEHHbIA UHCTUTYT IEKAPCTBEHHbLIX CPeAcTB
N Hagnexawnx npaktnk» (PbY «FMAC n HIM»)

WHH 7705035037

FOpugnyecknin  agpec ¥ agpec (akTUYecKOro MecTa OCYLWEeCTBNeHUS [esATeNlbHOCTU:
119049, r. MockBa, JIEeHUHCKWIA nNp-KT, 4. 9

TenedoH: 8 (495) 676-43-60

E-mail: info@gilsinp.ru

Web-cait: www.gilsinp.ru

O6uWEecTBO C OrpaHWYEHHON OTBETCTBEHHOCTbH «HalUMOHaNbHbIA LUEHTP CTaHAapPTHbIX
o6pasyoB» (000 «HL,CO»)

WHH 7727440590

FOpugnyeckuin agpec w  agpec (aKTUYeCKOro MecTa OCYLLEeCTBAEHUA  AesATeNlbHOCTU:
117186, r. MockBa, yn. HaropHas, a. 3A, aT. 4, nomeuw./kKom. 1/24-34, 36

TeneoH: 8(495) 909-21-98

E-mail info@ncso.gilsinp.ru

Web-caiT: Huco.pgd

NcnbiTaTeNbHbIN LEHTP

defepanbHOe  roCyAapCTBEHHOE  YHWUTapHoe  npeanpustue  «Bcepoccuinckuii - HayuyHo-
nccnefoBaTenbCKUii MHCTUTYT MmeTponorun wumeHn O.N.MeHgeneeBa» (Pryn «BHUUM
nm. O.1.MeHpaeneesa»)

Appec mecTa HaxoxaeHus: 190005, r. CaHkT-IeTepbypr, MOCKOBCKWUIA Np-KT, 4. 19
KOpunandeckunii agpec: 190005, r. CaHkT-IMeTepbypr, MocKoBCKMin Np-KT, 4. 19

TenegoH: 8 (812) 251-76-01

E-mail: info@vniim.ru

Web-caint: www.vniim.ru

YHUKaNbHbIi HOMep 3anucu B peecTpe akkpeanToBaHHbIX nui Ne RA.RU.310494.
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