YTBEPXIEHO
npuka3zoM denepasbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

¥ METPOJIOTUU
oT «18» uroist 2023 r. Ne 1485

Jlucr Ne 1
Perucrpannonnsriii Ne 'CO 12242-2023 Bcero nuctoB 3

OIIMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHI[APTHI)IPI OBPA3EIl COCTABA TUOPUJA3SUHA (TUOPUIA3NHA
IT'MAPOXJIOPUIA) (TMJIC-Tuopunasun)

Ha3nayenue cranaapTHoro ooOpa3ma: KOHTPOJIb TOYHOCTU PE3YJIbTAaTOB WM3MEPEHUH U
aTTecTallvsg METOJMK HM3MEpEeHHl MaccoBOMl 10U OCHOBHOIO BeLIeCTBA B CyOCTaHLUU
THOpUIA3WHA THIPOXJIOpUIA, GapMalleBTUYECKUX Mpenaparax u Marepraliax, B COCTaB KOTOPBIX
BXOJIMT THOPUJA3UH TUIPOXJIOPHI.

CrangapTHbIM 00pa3er MOKET UCIIOIb30BaThCS JJIS:

- YCTQHOBJICHUSI U KOHTPOJISI CTaOUIBHOCTH I'PaAyHpOBOYHON (KaalMOpPOBOUHOMN) XapaKTepUCTUKU
CpCaACTB I/ISMepeHI/Iﬁ npru COOTBCTCTBUU MCETPOJOTrMUCCKHUX XaPAKTCPUCTUK CTAaHAAPTHOI'O
o0pa3ua TpeOOBaHUSAM METOIUKU U3MEPEHUI;

- KamUMOpOBKH CPEICTB HM3MEPEHUH IPH COOTBETCTBUU METPOJOTHUECKUX XapaKTEPUCTHK
CTaHJapTHOIro 00pa3ua TpeOOBaHHUSIM METOAUKHU KaTUOPOBKH.

OO6siacTd PKOHOMHUKH U c(epbl NEATEIbHOCTH, II€ IUIAHUPYETCS NPUMEHEHUE CTaHJapTHOTO
oOpa3ua: 3paBooXpaHeHue, (papMaleBTHUYECKas IPOMBIIIICHHOCTb, HAYYHbIE HCCIIEOBAHUS.

Onucanue CTaHIAPTHOrO 00pa3la: CTaHAAPTHBIA 0Opa3ell MmpeacTaBiIsieT co0ol cyOCTaHIUIO
THOPHIa3UHA THIIPOXIIOPHIA (10-[2-(2-methylpiperidin-2-yl)ethyl]-2-
methylsulfanylphenothiazine;hydrochloride, Cy;H26N2S,-HCI), Genbiii wau  moutu  Oeblid
nopotok, pachacoBanusii mo 200 mr Bo ¢urakonsl u3 TeMHoro crekia mapku OC mmu OC-1 ¢
KPUMIIOBBIMU ~ KpbIlIKaMu. Kaxaplii (uakoH cHa0kaeTcs OJTUKETKOM U TOMEIIaeTcsi B
MOJIUATUIICHOBBIN MMAKET.

(I)opMa BbIIyCKa: CepHﬁHOC IMPOU3BOACTBO NCPUOANYCCKU NMTOBTOPAOIIUMHACA MMapTUAMU.
MeTpo.]IoruquKne XapaKTePUCTUKHU. AaTTCCTOBAHHAsA XapaKTCpUCTHKA — MacCoBas JI0JIA

TUOPHIa31Ha TUApoxJIopuaa, %
Ta6numa 1-—HopmupoBaHHBIE METPOIOTMUECKHUE XapaKTEPUCTUKHI

ATtTectyemas Nurepsan I'panurel nonmyckaeMsix | JlomyckaeMmble 3HaYCHUS
XapaKTePHCTHKA AOMYCKACMBIX | syayennii aGcomoTHOI abCOMIOTHOI
aTTECTOBAaHHBIX .
3Hauenuit, % MOTPELIHOCTH pacLIMpEeHHOU
aTTECTOBAaHHOIO HEOIPENEIEHHOCTH
3HayeHus CO aTTECTOBAHHOT'O
pu P=0,95, % sgauenns CO U

npu k=2 u npu P=0,95), %

MaccoBast 1o
TUOPHIa3UHA ot 95,0 10 99,9 +1,0 1,0
THJIPOXJIOPH/IA

[IpocnexxnBaeMOCTh aTTECTOBAHHOI'O 3HAYEHHUs CTAaHAAPTHOrO o0pas3la K €AUHMIIE BETUYHHBI
«MaccoBasi J10Ji1 KOMITIOHEHTa», BocrnpousBogumoil I'DT 208 T'ocymapcTBeHHBIM MEPBHYHBIM
ATAJIOHOM E€IWHMI] MacCOBOM (MOJIIPHOM) JOAM M MAacCOBOM (MOJIIpHOM) KOHUEHTpaluu
OpPraHMYECKUX KOMIIOHEHTOB B JKMAKUX M TBEPABIX BEIIECTBAX M MaTepHajaX Ha OCHOBE



JIuct Ne 2
Bcero nmucros 3

JKUJKOCTHOM U Ta30BOM XPOMATO-MacC-CIEKTPOMETPHH C HW30TOMHBIM pa30aBleHUEM U
TpaBUMETPHUH, OOECIIEYNBACTCS MTPOBEACHUEM NPsIMbIX n3mMeperuit Ha DT 208.

Cpok rogHocTH 3K3eMIIsipa: 1 ro.

3HaK yTBep:KIeHUS] THNA: HAHOCAT MOJUrpadUuecKuM crnocoOOM B NIpaBblii BEpXHUH yroi
nepsoro jaucta nacnopra CO u B npaBblii BepxHUM yrou 3TuKeTkn CO yTBEpKAEHHOIO TUIA.

KoMmmiekTHOCTH cTaHaapTHoro oopasua: sx3emmuisip CO B TOTMAITHICHOBOM TAaKeTe C
stukeTkoi u macrnoptrom CO yrBepxaeHHoro tumna, opopmieHasiMu 1o 'OCT P 8.691-2010
I'CH. CranmapTtable 00pa3isl MaTepuanos (Bemects). CopepkaHue MacopTOB U STUKETOK.

JIOKyMeHTBI, YCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1 HaumeHoBaHue U 0003HAYEeHUE TEXHUYECKON JOKYMEHTAIUM, 10 KOTOPOH BbINYIIEH
(Oyzer BbIyCKATBLCS) CTAHAAPTHBIN 00pa3zen:

— Texnuueckoe 3amaHue Ha pa3pabOTKy CTaHIApTHOrO oOpaslia cocTaBa THOPHUAA3ZHHA
ruapoxsopuaa (IMJIC-Tuopunasun), yreepxxaeaHoe ®BY «'MJIC u HIT» u OO0 «HIICO»
16.01.2023.

— CrannapTHblii oOpaseln] cocTaBa THOpHJA3MHa Tuapoxiopuna. [IporpamMma wucnbITaHuii B
HeNsix yreepkaenus tuna, yreepxkaennas OI'YIT «BHUUM um.JI.U.Menneneesa» 27.04.2023.
— CranmapTHbli 00pasell cocTaBa THOpPHIA3WHA TuApoxiopuaa. IIporpamMmma uCHBITAHUN
CTaHJapTHOro obOpasua cepuilHoro mnpousBojacTBa, yrBepxkaeHHas OI'VII «BHUUM um./[.U.
Mengeneea», ®BY «'MJIC u HIT» u OO0 «HLICO» 27.04.2023.

2 HaunmenoBaHue u o0003HAYeHHEe JOKYMEHTOB, OMNpeIesIIOIIUX TPUMeHeHHe
CTAHJAPTHBIX 00pPa3L0B:

-T'OCT ISO/IEC 17025-2019 «OO6mue TpeOGoBaHUS K KOMIIETEHTHOCTH HCIBITATEIBHBIX M
KaJIMOPOBOYHBIX JJaOOpaTOpUIi»;

-I'OCT P UCO 5725-1-2002 — TOCT P UCO 5725-6-2002 «To4yHOCTH (IPaBUIBHOCTh U
MPELM3UOHHOCTD) METOJIOB M PE3YJIbTATOB U3MEPEHUNY;

- METOJIMKM W3MEPEHHWA MacCOBOM JOJMM THOPUAA3WHA THIPOXJIOpHIA B CYOCTaHIIUU
THOpUJA3WHA THAPOXJIOPHJIA, JEKAPCTBEHHBIX IMpenaparax M MaTepuanax, B COCTaB KOTOPBIX
BXOJIUT THOPHJIA3HH THIPOXIIOPHI.

3 Ilepuoau4yHOCTh AKTYaTH3AUMU TEXHUYECKOH [OKYMEHTAUMH HA CTAHAAPTHBIA
o0pa3sen: HE peKe OJHOTO pa3a B MAThH JIET.

Homep 3x3emmuisipa (mapTuu), 1aTa BbINYCKA: MPEJICTAaBICHA B LENAX YTBEPXKIECHUS THIA
cTaHgapTHOro oopasma maptus Ne 1, Bermymiennas B mae 2023 r.

IIpaBoodaanarenn

®enepanibHOE OI0KETHOE yupexieHne «l'ocyapcTBeHHbI HHCTUTYT JIEKAPCTBEHHBIX CPENICTB
u Haanexamux npaktuk» (OBY «'MJIC u HII»)

WHH 7705035037

IOpunnueckuit agpec u  azgpec (HAaKTUYECKOTO MeCTa OCYLIECTBICHHS JIEATEIbHOCTH:
119049, r. Mocksa, JIenunckuii np., a. 9

Tenedon: 8(495) 676-43-60

E-mail info@gilsinp.ru

Web-caiit: www.gilsinp.ru


http://www.gilsinp.ru/
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IpousBoauTenn

OenepanbHOE OI0KETHOE yupexkaeHue «[ ocynapcTBeHHBIH HHCTUTYT JICKAPCTBEHHBIX CPEICTB
u Hajuiexkamux npakTuk» (OBY «'MJIC u HIT»)

WHH 7705035037

Opuauueckuii agpec u azapec  (PaKTUYECKOrO MecTa OCYIIECTBICHUS JIEATEIbHOCTH:
119049, r. Mocksa, Jlenunckuii np., 1. 9

Tenedon: 8(495) 676-43-60

E-mail info@gilsinp.ru

Web-caiit: www.gilsinp.ru

OO0IIecTBO ¢ OrPaHWYCHHOW OTBETCTBEHHOCTHIO «HalMOHANBHBIA IICHTP CTaHIAPTHBIX
o6pasznos» (OO0 «HLCO»)

WHH 7727440590

Opuanueckuii agpec u  aapec (PaKTUYECKOTO MeCTa OCYHISCTBICHUS JIEATEIBHOCTH:
117186, r. Mocksa, yi. Haropnas, 1. 3A, stax 4, mom/kom 1/24-34, 36

Tenedon: 8(495) 909-21-98

E-mail info@ncso.gilsinp.ru

Web-caiiT: Hico.pd

HcnbiTareJbHbIA HEHTP

®denepanbHOe TOCYIAPCTBEHHOE YHHUTapHOe npexanpusatue «Bcepoccwilckuil  Hay4HO-
MCCJIEI0BATENbCKUN MHCTUTYT MeTposiorun umenu Jl.M.Menneneesay (PI'VII «BHUUM
uM. JI.11.MenneneeBa)

Anpec mecta HaxoxaeHus: 190005, r. Canxr-IlerepOypr, MockoBckwuii nip., A. 19
KOpuanueckuii agpec: 190005, r. Cankr-IletepOypr, MockoBckuit nip., a. 19

Temedon: 8 (812) 251-76-01

E-mail: info@vniim.ru

Web-caiit: www.vniim.ru

YHUKaJIBHBIA HOMED 3aIIUCH B peecTpe akkpeauToBaHHbIX JuIl: Ne RA.RU.310494.



http://www.gilsinp.ru/

