YTBEPXAEHO
npukasom defepasibHOro areHTCTBa
MO TEXHWYECKOMY PEerynnpoBaHuio

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

Jinet Ne 1
PernctpaymoHHbiii Ne FCO 12251-2023 Bcero nuctos 3

OMMCAHWE TUNA CTAHOAPTHOIO OBPASLIA

CTAHIAPTHbI OBPA3ELL, COCTABA BUNAATIUNTUHA
(TMNC - BungarnunTtux)

HasHauyeHne cTaHfapTHOro o6pasya: KOHTPOMb TOYHOCTW Pe3yNbTaTOB W3MEPEHUNR U
aTTectaums MeTOAMK MW3MEPEHWIn MaccOoBOM [0MM OCHOBHOrO BeLWlecTBa B Cy6CTaHUMu
BUNAArMNTMHA, (papmaueBTMUYECKMX Npenapatax WM maTepuanax, B COCTaB KOTOPbIX BXOAUT
BUNAArTUNTUH.

CTaHpapTHbIA 06pa3seL, MOXKeT UCMO0b30BaThCA ANS:

- YCTAHOB/IEHUS U KOHTPONA CTAOUNABHOCTW FPagynpoBOYHON (KaMBpPOBOYHON) XapaKTePUCTUKN
CPeACTB W3MepeHWii npu  COOTBETCTBMM METPONOTMYECKUX XapaKTepucTUK CTaHAApTHOrO
obpasua TpeboBaHNAM METOANKN N3MEPEHWIA;

- KannbpoBKWM CPeACTB W3MEPEHWI A Npu COOTBETCTBUWM METPOSIOrTMYECKUX XapaKTEPUCTUK
CTaHJapTHOro obpasua TpeboBaHNSM METOANKN KannbpoBKMU.

O6nacTn 3KOHOMUKM W cepbl AeATeNbHOCTW, A€ MNAaHUPYeTCs NPUMEHEHME CTaHAAapTHOrO
obpasua: 3gpaBooxpaHeHue, hapMaLeBTUYeCKas NMPOMbILNEHHOCTb, HAyYHble UCCIEA0BaHNS.

OnwncaHne cTtaHAgapTHOro o6pasua: CTaHAapPTHbIA 06pasel, NpeAcTaBNsAeT cob6oi CyoCTaHUUI0
BUNgarnMnTmHa ((2S)-1-{2-[3-Tnapokcu- 1-agamaHTnN)aM1UHO] aLeTUN}NMpPPoONNAnNH-2-
Kap6oHnTpun, Ci17H2sN302), 6enbii unnm  nouyTn OGenblii  KPpUCTANNNYECKUIA  MOPOLLOK,
pacpacoBaHHbln no 250 mr BO (h/laKOHbI M3 TeMHOro ctekna Mapkm OC wam OC-1 ¢
KPUMMOBLIMW  KpblWwKamn. Kaxablii  (hnakoH CcHabXaeTcsi 9TUKETKOW U MNoMmellaeTcs B
NOSIN3TUIEHOBLIN NakeT.

®opma BbiNycKa: CepuitHoe NPOM3BOACTBO MEPUOANYECKN MOBTOPSIOLUMUCA NapTUSMU.

MeTponornyeckne xapakTepUCTUKWU: aTTecTOBaHHAas XxapaKTepucTuka - MaccoBas [ons
BungarnnntuHa, %

Tab6nuuyal- HopmnupoBaHHbIE METPONOTNYECKNE XaPaKTEPUCTUKN

ATTecTyemMas HTepBan "paHnUubl gonyckaembiX Jlonyckaemble 3HaYeHUA
xapaKTepucTuka aﬂgggfg:aem:gx 3HauYeHNIi a6CONOTHOIA abeonioTHol
3HauYeHUt, % MorpeLwHocTyH pacLnpeHHOM
aTTecToBaHHOIo HeomnpeLeneHHoCTu
3HayeHua CO aTtTecToBaHHOro
npu P=0,95, % 3HayeHuss CO U

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

MaccoBas gons
A 0T 95,0 10 99,9 +1,0 1,0

BUNJArNNNTUHA
MpocneXxmBaeMoCTb aTrTeCTOBaHHOr0 3HayeHWA CTaHAApPTHOro obpasua K efuHuLe BeSIMUYMHbI
«MaccoBas [0Ns KOMMOHeHTa», Bocnpom3sogumon AT 208 MocysapCTBEHHbIM MEPBUYHBIM
3TaflOHOM eAWHUL, MaccoBOW (MOMAPHON) [AONM W MaccoBOM (MONSPHOI) KOHUEHTpAaLUK
OpraHMYecKnX KOMMOHEHTOB B >XWAKUX W TBEpPAbIX BelecTBax W Marepuanax Ha OCHOBe



Cpok rogHocTu ak3emnnagapa: 1lrog.

3HaK yTBEepPXAEHMA TuUna: HaAHOCAT NnonurpapuyeckMM cnocob6om B MpaBblil BEPXHWUIA yron
nepsoro nncta nacnopta CO v B NpaBblil BEpXHUIA yron 3TuKeTkn CO yTBEPXAEHHOIO TMNa.
KoMNNeKTHOCTb CTaHAapTHOro o6pasua: sk3emnnsp CO B NONM3TUIEHOBOM MNakeTe C
3TUKETKOMW 1 nacnoptom CO yTBepPXAEHHOro Tuna, ogopmneHHbiMun no FOCT P 8.691-2010
FCW. CtaHaapTHble 06pasubl maTepuanos (Bewects). Coaep)aHne NacnopToB M 3TUKETOK.

[JOoKyMeHTbI, ycTaHaBnvBaw W e TpeboBaHMA K CTaHLapTHOMY obpasuy:

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

- TexHu4yeckoe 3aflaHve Ha pa3paboTKy cTaHfapTHOro o6pasua cocTaBa BWAZArMMNTUHA
(TMNC-BunparnmntuH), yteepxaeHHoe ®bY «TMAC n HM» n OO0 «HLU,CO» 21.02.2023.

- CraHfapTHbli o6pasey cocTaBa BuagarnunTuHa. [lporpamMa WUCNbITaHUA B Lenax
yTBepXaeHua tuna, yteepxgeHHaa eryrn «BHUMM um. 4.N. MeHgeneesa» 07.06.2023.

- CTaHpapTHbIA o6pasel cocTaBa BuagarnunTuHa. lporpamma ucnbiTaHWIA CTaHLAapTHOrO
obpasua CepuinHOro nNpou3BOoACTBa, yTBepXAeHHas ®IrYM «BHUUM um. O.UN.MeHpaeneesa»,
®BY «TMNC n HM» n 000 «HUCO» 07.06.2023.

2 HanmeHoBaHue © 0603HayeHWe [OKYMEHTOB, OMNpeAensiowmnux npuMeHeHue
CTaHgapTHbIX 06pa3LoB:

-FOCT ISO/IEC 17025-2019 «O6umne Tpeb60BaHUA K KOMMETEHTHOCTM WCMbITATENbHbIX
1 KannbpoBOYHbIX nabopatopuii»;

-FOCT P NCO 5725-1-2002 - TOCT P NCO 5725-6-2002 «To4HOCTb (NpPaBW/IbHOCTb
M NPEeLn3NOHHOCTb) METOA0B W Pe3y/ibTaTOB U3MePEHU»;

- METOAMKN W3MepeHuii MaccoBOW [0NnWM BuUAjarnUnNTUHa B Cy6CTaHUMW BUNAArUNTUHA,
NEeKapCTBEHHbIX Mpenaparax v maTepuanax, B COCTaB KOTOPbIX BXOAWUT BUAAATTUNTUH.

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

Homep sk3emnnapa (maptuu), fata BbiNycKa: NpeAcTaB/ieHa B LENAX YTBEPXKAEHWS Tuna
cTaHfapTHoOro obpasuya napTus Ne 1, BbinyweHHas B utoHe 2023 .

MpaBoob6nagaTensb

depnepanbHoe 6HOIKETHOE yupexieHne «[ oCcyaapCTBeHHbI UHCTUTYT NeKapCTBEHHbIX CPeACcTB
n Hagnexawmx npaktnk» (PBY «FMJIC n HIM»)

NHH 7705035037

FOpuanuecknin  agpec u  afpec (akTUYeCKOro MecTa OCYLLeCTBNEHUA  AeATe/IbHOCTU:
119049, r. MockBa, JIEeHUHCKWIA nNp-KT, 4. 9

TenedoH: 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 «FMMNC n HIM»)

WHH 7705035037

FOpugunyecknin  agpec ¥ ajpec (akTUYECKOro MecTa OCYLLeCTB/IEHUS AeATeNIbHOCTU:
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 ©n  agpec (aKTUYECKOro MecTa OCYLLeCTB/IEHUS  LeATeNbHOCTHU:
117186, r. MockBa, yn. HaropHas, a. 3A, aT. 4, nomewl./kom. 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 - Hay4vHo-
nccnefoBaTenbCKUii MHCTUTYT MeTponorum umenn A.M.MeHgeneeBa» (®Pryrn «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 3anucn B peecTpe akkpeamToBaHHbIX nui, Ne RA.RU.310494.
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