®enepanbHOE OOKETHOE yupexaenue «I ocynapCTBEHHBIN HHCTUTYT JIEKAPCTBEHHBIX CPEICTB H

HaJI)XKAIIHUX IPAKTHK
(®BY «I'MJIC u HII»), 119049, r. MockBa, JlenuHCKHit 1p., 1. 9

O6mecTBO € OrpaHUIEHHOM OTBETCTBEHHOCTHIO « HallMOHANBHBIN IIEHTP CTaHAapPTHEIX 00Pa3IoBy
(OO0 «HIICO»),
117186, r. Mocksa, yi. Haropras, 1. 3A, stax 4, mom/kom 1/24-34, 36

Jluer 1
Bcero aucTos 2

ITACIIOPT
CTAaHJAPTHOIO 00pa3ua yTBep:KAEHHOI0 THIIA

rco

Ilaptus Ne 1
HanmeHnopanue cTaHIapTHOro 00pasma: CTaHAApTHBIA 0Opasell cocTaBa THOPHAA3WHA (THOPUIA3WHA
ruapoxiopuna) (I'MJIC-Tuopunazun).
HasHaueHnue: KOHTPOJIb TOYHOCTH Pe3yJIbTaTOB U3MEPEHHUH | aTTECTAIIMS METOIUK H3MEPEHHH MacCOBOM
J0IM THOPHMIA3UHA THUAPOXJIOpHIA B CyOCTaHIMAX, (GapMaleBTHUCCKHX Iperaparax W MaTephanax, B
COCTaB KOTOPHIX BXOAUT THOPUIA3HH THAPOXIOPHL.
CranapTHBIH 06pa3er] MOKET HCIIOIb30BAThCS IS
- YCTaHOBJICHHS M KOHTPOJISI CTa0MJIBHOCTH IPaTyMpPOBOYHOM (KalMOPOBOYHOM) XapaKTEPHCTHKH CPEICTB
H3MEPEeHUH IIPH COOTBETCTBHH METPONOTHYECKHX XapaKTEPHCTHK CTaHAAPTHOTO o0pasia TpeGOBaHHSM
METOIUKY U3MEPEHHUIA;
- KaIMOPOBKY CPEJICTB M3MEPEHHH HPH COOTBEICTBHH METPOJIOTHYECKHX XAPAKTEPHCTHK CTAHIAPTHOIO
o0pasna TpebOBaHUIM METOINKH KATHOPOBKH.
MertpoJiorudecKkue XapaKTePUCTHKH:
ATTecTOBaHHAS XapaKTePHCTHKA — MacCOBast OJIs THOPUIA3UHA THAPOXIOPHIA, Y.
T a6 111 a— Merposoruyeckie XapakTepUCTHKH

3gagerus CO (mpu
P=0,95), £A %

I"'panuiiel 3HaYEHMH 3HayeHue abCOMOTHOM
abCcomoTHO! pacIuupeHHOR
ATtTecToBaHHAS ATtTecToBaHHOE HOrPEeIHOCTH HEOIIPEIETIEHHOCTH
xapaktepuctruka CO 3gagenne CO, % aTTECTOBAHHOI'O aTTECTOBAHHOTO

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

Maccosag noJis
THOPHUIA3WHA

99,6

+1,0

+1,0

rugpoxiiopuaa, %
Cpoxk romsocTH 3K3eMIuIsgpa: 1 rox.

Onucanne crasgapTHOro o0pasua: CTAaHIAPTHEIA OOpasel IIPEICTABISET COOOH  CyBCTAHIHIO
THOpunasuHa  ruppoxuopuna  (10-[2-(1-methylpiperidin-2-yl)ethyl]-2-methylsulfanylphenothiazine;
hydrochloride, C21Hz6N2S2-HCI), Gensiit wmm mour: Geslif IOPOLIOK, pactacoparnbii mo 200 Mr Bo
rraxonsl w3 TemHOro crekia mapku OC mma OC-1 ¢ KpHMITOBEIME kpeinkamu. Kaxneni duaxon
CHA0aeTCs 3THKETKOM M IOMEINAETCs B OIS THICHOBDIHN MTAKET.

Crooco6 onpenenenusi MeTPOIOrHYEeCKHX XapaKTePHCTHK CTAHAAPTHOro oGpasua: aTTeCTOBAHHOE
SHA4CHHC yCTAaHOBJICHO METOAOM IpAMBIX u3Mepenuii Ha ['OT 208-2019 «I'ocymapcTBeHHbIM IEpBUYHEIH
STAJIOH EIMHMII MacCOBOH (MOJIAPHOH) JOMM M MaccOBON (MOJSAPHON) KOHIEHTPAIMH OPTAHHIECKHX
KOMIIOHCHTOB B XXMIKHX H TBEPABIX BEIIECTBAX M MaTepHalaX Ha OCHOBE >KHUIKOCTHOH WM Tra30BO
XpOMAaT0o-MacC-CIEKTPOMETPUH C U30TONHEIM pa30aBICHHEM U IPABAMETPHE .

YTBepikIeHHEe 0 NPOCTIEKHMBAEMOCTH:

IIpociexiBaeMOCTh aTTeCTOBAHHOTO 3HAYEHHS CTAHAAPTHOTO 0OpasIa K CAMHUIE BEIMIMHEL «MACCOBAS
J0JI1 KOMIIOHEHTa», BocmpousBoxuMor I'OT 208 «locymapcTBEHHEIM NEPBUYHBIM STAIOHOM €IMHMII
MaccoBO! (MOJIPHOM) NOMHM M MaccoBOM (MOJSIPHOM) KOHIEHTPAI[MH OPraHAYECKHX KOMIIOHEHTOB B
KUAKMX W TBEPABIX BEINECTBAX M MarepHalgaX Ha OCHOBE JXKHUAKOCTHOM M TIa30BOM XpOMAaro-Macc-
CIIEKTPOMETPHUHU C HU30TOIHBIM pa30aBIeHMEM M I'DaBUMETPHH», 00ECIEUNBAETCS MPOBEICHUEM MPAMEIX
usmeperuit Ha ['OT 208.




Jlucr 2
Bcero nucToB 2
Jomo/IHATeIbHBIE CBeICHUsI
IlopmuHEHOCTE MaTeprana CTaHAapTHOro 00pasna moareepxaeHa MerogoM BOXX-YOJIM u BOXX-CP.
Maccosas nons Boasl — 0,029 %.

HNucTpyknms 1o npuMeHEHHIO

O0mue yxa3anmsi:

Ilepen wcnonb30BaHHUEM CTAaHAAPTHOTO oOpasna HEOOXOAMMO NPOBEPHTH KOMILIEKTHOCTH, YMAKOBKY,
HaJIMYKe MapKUPOBKM M 3THKETKH IIyT€M BHEIMHETO OCMOTpa. YIIaKOBKa CTAaHAApPTHOTO oOpasla MOJDKHA
OBITH TEPMETHYHON U HE UMETH NMOBpeXXAeHUH. [Ipu MOBpEXKAEHIH YIIAKOBKY HWIIA OTCYTCTBHM STUKETKA U
MapKHPOBKH CTaHIApTHEIM 00pa3ern He MOXKET ObITh UCIIOIb30BaH.

CrapmapTHeIf OOpasell MOXeT OBITH MCIOJB30BaH A HACHTH(GHKAIMKM THOPHIA3WHA THAPOXJIOPHIA,
BXOJSIIETO B COCTaB CyOCTaHIMI, JI€KapCTBEHHEIX MPENapaToB ¥ MaTEPHAIIOB.

JaHHbIi CTAHJAPTHLIN 00pa3el He SIBJSETCH JIEKAPCTBEHHBIM CPEICTBOM.

JoKyMeHTBI, onlpee/isiionue NPUMeHEeHHe CTAHIAPTHOro o6pasua:

-I'OCT ISO/IEC 17025-2019 «O6mue TpeboBaHMs K KOMIETEHTHOCTH MCOBITATENBHBIX K
KaTMOpOBOYHEIX J1abopaTopuiiy;

-I'OCT P HCO 5725-1-2002 — TOCT P HCO 5725-6-2002 «Tounocts (UpaBHIBHOCTE U
IIPELM3HOHHOCTH) METOJIOB U PE3YJIFTATOB H3MEPEHHIAN;

- MCTOJUKHA U3MEPEHHM MAacCOBOM JOJNM THOPHIA3WHA THAPOXIOPHIA B CyOCTAaHITMM THOPHAA3UHA
THAPOXTIOPUAA, JIEKAPCTBEHHBIX IIpemaparaX M MaTepHalaX, B COCTaB KOTOPBIX BXOAUT THOPUIA3HH
THIPOXJIOPHU.

ITocne BekpoiTus duiakona matepuan CO XpaHenuio He MOJJIEKHUT.

Ycnosus TpaHCHOPTHPOBaHHSA M XpaHeHnusi: CTaHIapTHEIA 00pasell JOJDKEH XPaHUTHCS B YIIAKOBKE
U3TOTOBUTENS OTACIBHO OT IPOAYKTOB IIUTAHUS, B 3AIMUINEHHOM OT TOMAJaHWs IPSIMBIX COJHEYHBIX
Jydeir mecte npu Temmeparype oT + 2 °C mo + 8 °C. Tpancmopruposarrne CO MOXKET OCYIIECTBIATHCS
JOOBIM BHIIOM TPAHCIOPTa IIPH YCIOBHM obecmeueHust coxpanHocTd ynakosku CO, mpemoxpassromeit
CO or MexaHW4YeCKHMX INOBPEXICHWH, 3arps3HEHHi, MOMANaHds BIAlW M KOHTAKTA C arpeCCHBHBIME
cpenamu.

Tpebosanus GezomacmocTn: J[aHHBIN CTaHIAPTHEIN 00pasel] HE SABJISETCS JIEKAPCTBEHHBIM CPEICTBOM.
IIpu pabote co craHmapTHEIM 00pa3lOM HEOOXOAMMO IPHMEHSATH CPEACTBA MHIAUBUIYAIBHOH 3aIHTHI
(pe3suHOBBIE MEPYATKH, MacKa). Marepuan, B3ATHIA UL aHAIM3a, IOCIIE M3MEPEHMH yTHIA3HPYETCS B
COOTBETCTBHH € IOPSAIKOM, yCTAaHOBJICHHBIMHU B JTA00PATOPHH.

Kommaekr mocraBkm: sx3eMmuilp CO ¢ 3THKETKOM B MONUITHIEHOBOM makere u macmopt CO
yTBepXIeHHOro Ttuma, opopmieHHbME mo I'OCT P 8.691-2010 «I'CH. CrammapTeble 0Opasisl
MarepHrasoB (BemecTB). ComepxkaHue IaclopTOB M STUKETOK

Jara Boimycka: naptus Ne 1 Bemrymiena B urone 2023 r.

Cpoxk nelicTBHS YTBEP/KIECHHOr0 THIIA

ITapTusi Ne 01 npeacTaB/ieHa K yTBepKASHHIO TANA CTAHIAPTHOIO 00pasna.



