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BelGIM-PT-T-9-2018 OnpeaeneHue nokasatenemn IEKapCTBEHHbIX CPeAcTB U MeanpenapaTos

Homep Typa, cpok BennuunHobl
peannsaumm
- NOA/IMHHOCTb (XXMAKOCTHaA xpomaTtorpadus, Bpems yaepKUBaHUA
12 1yp, NUKa AenCcTBYIOLLLEro Bel,ecTsa Ha xpomaTo[pamme pactsopa
CeHTABDb — eKabpb CpaBHEHUA U BpeMA yaepXKUBaHMUA NUKa AEACTBYIOLLLEro BeLecTsa Ha
2018 roga XpomaTtorpamme UCNbITYyemoro pacIBopa);
- KOIMYEeCTBEHHOE onpeaeneHne AEeNCTBYIOLLEro BELLeCTBa;
- O4HOPOAHOCTb AO03MPOBAHHbIX eANHULL
- cpegHAA macca TabneTok, 04HOPOAHOCTb MACChl AN1A eAUHULbI
13 1yp, A,031NPOBAHHOIO IEKAPCTBEHHOIO CPeaCTBa;
despanb — mapT - pacTBOpeHue;
2019 ropa - NPOYHOCTb Ha cXKaTue (TBepAoCTb);
- npeHtTudukauma (UK-cnekrp)
- 3anax;
- NPO3PaYHOCTb;
- LBETHOCTb;
15 T1yp, - NoTeHUMOMeTpuUYecKoe onpegeneHue pH;
CeHTABpPb — HOSOPb - NNOTHOCTb;
2019 roga (nnaH) - NOA/IMHHOCTL (ra3oBas xpomartorpadus, Bpemsa yaepXMBaHUA NUKa
AENCTBYIOLLEro BelecTBa Ha XpomaTorpamme pacTBopa CpaBHEHUA U
Bpems yaepKMBaHUA NMUKa AeACTBYIOLLEro BelecTBa Ha
Xpomarorpamme MCnbiTYyeMOro pacTsopa)




OnpeaeneHmne NOANMHHOCTU NEKAPCTBEHHbIX CPEACTB
(Fd PB 11, cT. 2.2.29 KunakoctHasa xpomaTtorpadpuma)

XpomaTorpamma pacrsopa cpasHeHus (t , = 2,852 muH)

XpomaTtorpamma ucnbiTyemoro pactsopa (t

ucn

= 2,850 MuH)

B dapmakonenHbix
CTATbAX
npousBoanTenen, Kak
NpaBW/I0, YKa3aHo:
«Ha XpomaTorpamme
NCMNbITYEMOTO
PACTBOPaA A0NKEH
obHapyKuBaTbca NUK
NENCTBYIOLLLETO
BELLLECTBa, MO BPEMEHMU
yAEPHKUBAHUS
coBMNajaloLmm c
NMUKOM AEeNCTBYIOLLErO
BeLLEeCcTBa Ha
XpomaTtorpamme
PAcTBOPA CPaBHEHUAY.
CrteneHb coBnageHumA
He yCTaHaB/IMBaEeTCH.



OnpepeneHne NOAMHHOCTM NEKAPCTBEHHbIX CPEACTB
(F® PB I, cT. 2.2.29 nakoctHaa xpomaTorpadus)

1 PaccyntaHO OTHOCUTE/NIbHOE OTK/IOHEHUEe BpeMeH!
yAEePKMBAHMA NUKA AENCTBYIOLLErO BewecTBa Ha
XpomaTorpamme UCnbiTyemoro pacteopa OT BpeMeH!
yAEePKMBAHMA NUKA AENCTBYIOLLEro BewecTBa Ha
XpomaTorpamme pactBopa cpaBHeHuA At,.

2 pynnou TexHnyeckux skcneprtos c yyetom [OMCL Network of
the Council of Europe QUALITY ASSURANCE DOCUMENT
PA/PH/OMCL (13) 113 2R Evaluation and Reporting of Results.
Core Document (OueHnBaHMe 1 NpeacTaBAeHUe pe3y/bTaTos.
Ba3oBbI AOKYMEHT)] yCTaHOBNEHO AoNyCcKaemoe 3HaveHune At



NaeHTndUKaumAa nekapctBeHHbix cpeacts (P PB I, cT. 2.2.24
AbcopbumoHHana cnekTpodpoTomeTpma B UHPpPaKpacHom obnacTtu)

B papmaKoneinHbix CTaTbAX NPOU3BOAUTENEN, KaK NPaBUIO, YKA3aHO:
«UK-cneKkTp ncnbityemoro obpasua AoN>KeH COOTBETCTBOBATb CNEKTPY
cTaHaapTHoro obpasua». CteneHb coBnageHUA He ycTaHaBAMBaeTCs.



NpeHTUPUKauma nekapctBeHHbIx cpeacts (FP PE I, cT. 2.2.24
AbcopbumoHHaA cnekTpopoToMeTpmA B MHPPaAKpPacHoM obaacTm)

1 Y y4yacCTHMKOB 3anpoLleHbl 3HaYeHnA cteneHu cosnageHmna UK-
CMEeKTPOB CTaHAAPTHOrO U ncnbityemoro obpasuos
(npnbopHble).

2 Mpynnou TeXHUYECKUX 3KCNepToB YCTaHOBNEHbI
npeaynpexaatowan rpaHnua 90 % v rpaHuua aencrema 85 %.
KonnyectseHHble NOKasaTe/ I He PacCYUTbIBANIUCD.



OnpeaeneHmne NOANMHHOCTU NEKAPCTBEHHbIX CPEACTB
(Fd PB I, cT. 2.2.28 la30BaA xpomaTtorpadus)

XpomaTorpamma pacTBopa CpaBHEHMUA

XpomaTtorpamma UcnbITyeMoro pacTBopa

B dapmakonenHbix
CTaTbAX
npon3BoauTeNnen, Kak
NpPaBWUI0, YKa3aHo:
«Ha XpomaTorpamme
NCMNbITYEMOTO
pPacTBOpPa AO0NKEH
obHapyXuBaTbCA NUK
AENCTBYIOLLIETO
BELLECTBa, N0 BPEMEHMU
yaepKMBaHUA
COBMaAaoLWmm c
NMMKOM AEeNCTBYIOLLETO
BELLEeCTBa Ha
XpomaTorpamme
pPacTBOpPa CPaBHEHUAY.
CrteneHb coBnageHuA
He yCTaHaB/IMBaETCA.



Cnacmnbo 3a BHMMaHMe
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