YTBEPXAEHO
npukasom defepasibHOro areHTCTBa
MO TEXHWYECKOMY PEerynnpoBaHuio

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

Jinet Ne 1
PernctpaymoHHbiii Ne FCO 12255-2023 Bcero nuctos 3

OMMCAHWE TUNA CTAHOAPTHOIO OBPASLIA
CTAHOAPTHbIN OEPA3EL, COCTABA TEPU3VAOHA (TUNC - TepnsnaoH)

HasHauyeHue cTaHfapTHOro o6pasya: KOHTPOMb TOYHOCTW Pe3yNbTaTOB W3MEPEHUNR U
aTtTectaumsa MeTOAMK MW3MEpPEeHWin MaccoBOM [0MM OCHOBHOrO BellecTBa B Ccy6CTaHUMu
Tepu3naoHa, (hapmaueBTMUYECKMX MpenapaTax M MaTepuanax, B COCTaB KOTOPbIX BXOAUT
TepU3nAOH.

CTaHAapTHbIA 06paseL, MOXXET UCMO0Mb30BaThCA ANS:

- YCTAHOB/IEHUS U KOHTPONA CTAOUNBHOCTW FPagynpoBOYHON (KaMBpOBOYHON) XapaKTePUCTUKN
CPEACTB W3MepeHWi npu COOTBETCTBMM METPONOTMYECKUX XapaKTepuCcTUK CTaHAApTHOrO
obpasua TpeboBaHNAM METOANKN N3MEPEHWNIA;

- KannbpoBKWM CPeACTB M3MEPEHWi A NpuW COOTBETCTBMM METPONOTMYECKUX XapaKTEPUCTUK
CTaHJapTHOro obpasua TpeboBaHNSM METOANKN KannbpoBKuU.

O6nacTn 3KOHOMUKM W cdepbl AeATENbHOCTW, A€ MNNaHUPYeTCs NPUMEHEHME CTaHAAapTHOrO
obpasua: 3gpaBooxpaHeHue, hapMaLeBTUYecKas NPOMbILNEHHOCTb, HAyYHble UCCNIEA0BaHNS.

OnucaHue cTaHfapTHOro ob6pasuya: cTaHAApTHbLIV 06pasey, nNpeacTaBnseT coboi cyb6CTaHUMIO
TepusngoHa (4,4'-[1,4-PeHnneHouc(metunngeHammyo)]anf(4")- 1,2-okcazonnanH-3-oH],
C14H14N404), 6enblil K 6eblii € XXenToBaTbiM OTTEHKOM MOPOLUOK, pactacoBaHHbIin no 200 mr
BO (h1laKOHbl M3 TEMHOro ctekna Mapkm OC umnm OC-1 ¢ KpMMNOBbIMM KpbllKaMu. Kaxabiii
(hN1aKOH CHaGXXaeTca 3TUKETKOM U NoMeLlaeTcs B MONNITUNEHOBbLIN NakeT.

®opma BbiNycKa: CepUitHoe NPOM3BOACTBO MEPUOANYECKN MOBTOPSIOLUMUCA NAPTUSMU.
MeTponornyeckme XxapakTepuUCTUKW: aTTecTOBaHHasi XapaKTepucTMKa - MaccoBas [ons

TepusngoHa, %
Tab6nuua 1- HopmupoBaHHble METPONOTNYECKNE XapaKTEPUCTUKN

ATTecTyemas NHTepsan MpaHunubl gonyckaemblx Jlonyckaemble 3Ha4eHuUA
xapaKTepucTuka aﬂggg’fg:;gﬂfx 3HauYeHNIt a6CONOTHOIA aGconioTHol
3HAUYEHWIA, % NOrpewHocTH paclwunpeHHom
aTTecToBaHHOIo HeonpeaeneHHoCTH
3HayeHuna CO aTTecToBaHHOro
npu P=0,95, % 3HayeHuss CO U

(npn K=2 n npn P=0,95), %

MaccoBas gons
A 0T 95,0 a0 99,9 +1,0 1,0

TepusngoHa
lMpocnexneaeMoCTb aTrTeCTOBAaHHOrO 3HayeHWA CTaHAAPTHOro obpasua K efuHULE BefIMYMHbI
«MaccoBas [0Ns KOMMOHeHTa», Bocnpom3sogumon AT 208 MocyaapCTBEHHbIM MEPBUYHBIM
3TaNOHOM efAWHWUL, MaccoBOW (MONSIPHOW) A0AM M MaccOBON (MONSPHON) KOHUEHTpauum
OpPraHMYecKNUX KOMMOHEHTOB B >XWAKMX W TBepAblX BellecTBax M MmaTepuanax Ha OCHOBe
XUAKOCTHOMW W ra30BOW XpOMAaTO-Macc-CreKTPOMeTpuM C  W30TOMHbIM pa3baBfieHVeM U
rpaBumeTpumn, obecneynBaeTcs NpoBefeHVEM NPAMbIX U3MepeHunii Ha 3T 208.



Cpok rogHocTu ak3emnnapa: 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: ask3emnasp CO B NOAM3TUIEHOBOM MNakeTe C
3TUKeTKOM M nacnoptom CO yTBepXAEHHOro Tuna, ogopmneHHbiMu no FOCT P 8.691-2010
FCW. CTtaHpapTHble 06pasubl maTepranos (BewecTs). Coaep)aHne NacnopToB M 3TUKETOK.

[JOKyMeHTbI, ycTaHaBnvBaw W e Tpe6oBaHMA K CTaHLAapTHOMY obpasuy:

1 HavnmeHoBaHue M 0603HaYeHMe TEXHUYECKOW LOKYMEHTaLuu, No KOTOPOA BbIMyLEH
(6bygmeT BbiNnyCcKaTbCA) CTaHAapTHbIN 06paseL,:

- TexHun4yeckoe 3afaHue Ha pa3paboTKy cTaHAapTHOro obpasua coctaBa TepusungoHa (FMJIC-
TepusngoH), yreepxgeHHoe ®bY «'1C n HM» n 000 «HLCO» 03.10.2022.

- CraHfapTHbIii 06pasel, cocTaBa Tepu3ngoHa. MNporpamMmma UCNbITaHWA B LENsX YTBEPXAeHUS
TMna, yreepxaeHHaa ®ryr «BHUANUM um. O.N. MeHgeneesa» 14.02.2023.

- CTaHpapTHbIA o6pasel, cocTaBa Tepu3ngoHa. Nporpamma ncnblTaHW cTaHAapTHOro o6pasua
CEepUMNHOro nNpou3BOACTBa, YyTBepXAeHHasd PryYMN «BHUM wm. O.N. MeHpeneeBa», ®PBY
«"MNC n HM» n OO0 «HLCO» 14.02.2023.

2 HanmeHoBaHMe W 0603HavyeHWe [OKYMEHTOB, ONpejenstowmnx mnpuMeHeHune
CTaHgapTHbIX 06pa3uoB:

-FOCT ISO/IEC 17025-2019 «O6uwme TpeboBaHUSA K KOMMETEHTHOCTU WCNbITATE/IbHbIX W
KannbpoBOYHbIX NabopaTopniny;

-FOCT P NCO 5725-1-2002 - TOCT P NCO 5725-6-2002 «TOYHOCTb (MPaBWU/IbHOCTb U
Npeum3noHHOCTb) METO0B U Pe3ynbTaTOB U3MEPEHU;

- METOAMKMN U3MepPEeHUI i MaccoBOM J0/IN TEPU3NLOHA B CYy6CTaHL MM Tepu3nL0Ha, NEeKapCTBEHHbIX
npenaparax ¥ maTepuanax, B COCTaB KOTOPbIX BXOANT TEPU3NAOH.

3 MepnofMYHOCTb aKTyanm3auum TeXHUYECKONW [AOKYMeHTauuu Ha CTaHAapTHbI
o6pasel;: He pexke OAHOro pasa B NATb NiET.

Homep ak3emnnapa (naptuu), faTta BbiNycKa: NpeAcTaBNeHa B LefaxX YTBEPXAeHWs Tuna
cTaHgapTHoro obpasua naptva Ne 1, BeinyweHHasa uone 2023 .

MpaBoo6nagatenb

degepanbHoe 6HOKETHOE yupexaeHne « 0Cy[apCTBEHHbIA MHCTUTYT IEKAPCTBEHHbIX CPeAcTB
N Hagnexawnx npaktuk» (PbY «FC n HIM»)

WHH 7705035037

FOpugnyeckuin agpec M agpec (aKTUYECKOro MecTa OCYLEeCTBNEHUS  AesATeNlbHOCTU:
119049, r. MockBa, JIeHUHCKWIA Np-KT, 4. 9

TenedoH: 8 (495) 676-43-60

E-mail: info@gilsinp.ru

Web-cainT: www.gilsinp.ru

MpoussoguTenu

defepanbHoe 6HOKETHOE yupexaeHne « oCyfapCTBEHHbIA UHCTUTYT NEKAPCTBEHHbLIX CPeAcTB
N Hagnexawnx npaktuk» (PbY «FJC n HIM»)

WHH 7705035037

FOpugnyeckuin  agpec u agpec (PakTUYeCcKOro MecTa OCYLWeCTBNeHUS AesATeNbHOCTU:
119049, r. MockBa, JIeHUHCKWIA Np-KT, 4. 9

TenetoH: 8 (495) 676-43-60

E-mail: info@gilsinp.ru

Web-cainT: www.gilsinp.ru
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O6uWEecTBO C OrpaHWYEHHON OTBETCTBEHHOCTbH «HaUWOHaNbHbIA LUEHTP CTaHAAPTHbIX
o6pasyoB» (OO0 «HL,CO»)

WHH 7727440590

FOpugnyecknin agpec w  agpec (aKTUYEeCKOro MecTa OCYLLEeCTB/AEHUA  [eATeNlbHOCTU:
117186, r. MockBa, yn. HaropHas, a. 3A, aT. 4, nomeuw./Kom. 1/24-34, 36

TeneoH: 8(495) 909-21-98

E-mail info@ncso.gilsinp.ru

Web-canT: Huco.pd

NcnbiTaTeNbHbIN LEHTP

defepanbHOe  rOCYyAapCTBEHHOE  YHUTapHoe  npeanpuatve  «BcepoccUcKWiA  Hay4HO-
nccnefoBaTeNlbCKMin MHCTUTYT MeTponorum umenun [.U.MeHpgeneesa» (®ryrn «BHUNM
uMm. .. MeHpeneesa»)

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

YHUKaNbHbI HOMEP 3anucn B peecTpe akkpeanToBaHHbIX nui Ne RA.RU.310494.
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