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[TpuBeneHb! pe3ynbTaThl BaIUJalMd METOIUKH KOJIMYECTBEHHOI'O CIIEKTPOPOTOMETPHUECKOTO
OIIpe/IeNIeH s OPMYCTHHA B JIMODIITM3HPOBAHHOI JiekapcTBeHHOU (hopme. TToka3aHo, 4To Me-
TOJMKA TPHUTOHA Ul ONpENeNICHUs] KOJIMYECTBEHHOTO COJEpXKAaHUs OPMYCTHH II0 Iapamer-
paM: criequuIHOCTD, TMHEWHOCTD, IPAaBHIBHOCTD, CXOMUMOCTh M BHYTPHIa0OpaToOpHas mpe-

IU3UOHHOCTG.

KuioueBble c/10Ba: Banuaays; CieKTpo(hOTOMETPUSL; OPMYCTHH.

OpMyCTHH — OpWTHHANIbHAsI CyOCTaHIMs M3 Kjacca
HUTPO30MOYEBHH, KOTOpas NpeAcTaBiieT coOoi cMech
H30MEPOB MO TIOJIOKEHNUIO HUTPO3OTPYIIILI: NO-HUTPO30-
NO-[(2-xmopaTrn)kapOamon |-L-opautrna 1 NO-[(2-x110-
paTun)-N-HUTpO30-KapOamowni|-L-opautnH. Ha ocHoBe
JTAHHOM CyOCTaHITUH B JTa0OpaTopuH pa3paboTKH JEKapCT-
BeHHBIX Gopm OI'BY “HMMUL] orkonoruu um. H. H. Bio-
xuHa” Munsapasa Poccuu 6bu1a paspaborana auoduin-
3upoBaHas JiekapcTBeHHas popma (JID) opmyctuna [1].

[To XxuMuYeckol CTPYKType CyOCTaHIMS OpPMYyCTHHA
(puc. 1) sBuseTcss NPOU3BOIHBIM AMHUHOKHUCIIOTHI, COAep-
JKUT B CBOEM COCTaBE aMUHO- M KapOOKCHIIbHYIO TPYIIIY,
JIETKO THPOJIN3YyEeMBIH aTOM XJIopa U XPOMO(QOPHYIO HUT-
po3zorpynmy [2]. Hanuune naHHBIX TPYIIT MO3BOJISIET MC-
[10JIb30BaTh PAa3JIMYHbIE METOAbl ISl KOJIMYECTBEHHOTO
oIpeneieHus npemnapara: crekrpodoromerpuio (COM),
nonsiporpaduio, XxpoMarorpapuyeckuii aHanus, a TaKke
TUTPOBAHNE aMUHO- U KapOOKCHIILHON IPYMITbI MIIK HNOHA
xJiopa.

[IpocTeIM M HaZEXKHBIM METOAOM KOHTPOJIA KauecTBa
JIeKapCTBEHHBIX mpenaparoB spisierca CDOM, Tak Kak
OOJIBIIMHCTBO BXOASAIIMX B MX COCTaB BELIECTB MOIIOIIA-
0T B BUIUMON U YP-00s1acTAX ONTUYECKOrO AUAa30Ha.
IIprumeHneHne TaHHOTO METOJA OTIIMYAETCS BBICOKOM J10C-
TOBEPHOCTHIO, BOCIPOU3BOAUMOCTBIO U TOYHOCTBIO, U T0-
3BOJISIET 3HAUUTENBHO YIPOIIATh METOAUKH KOJTMYECTBEH-
HOro aHanu3a. IMEHHO MO3TOMY JaHHBIM METOA BHIOpaH
JUISL OTIPENIEIICHUS] KOJIMYECTBEHHOTO CONEPIKAHHS OpMY-
ctuHa B JID [3, 4].

BaxkHelmmM KpuTepueM OLEHKH JIF00OH aHaJlIuTHYe-
CKOM METOJMKHU CIYXHUT JI0Ka3aTeIbCTBO €€ BaJMJIHOCTH,
BKJIIOYAIOLIEH B3aUMOCBS3aHHYIO0 CHCTEMY XapaKTepH-
CTHK — CIeIM(UIHOCTD, THHEHHOCTD, MPAaBIIIBHOCTD H
MIPELU3UOHHOCTS [5].

Lembi0 HACTOSIIIETO MCCIICIOBAHMS SBIISICTCS IIPOBEICHNE
BATHIAIMN KOJMYECTBEHHOTO CHEKTPO(POTOMETPHIECKOTO
OTIpeIeNICHUsI OPMYCTHHA B JIMOPITN3UPOBaHHOM JID.
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3Kcnepwweuma/lbuaﬂ uacmo

Cy6cranuus opmyctuna (PI'BYH MOC um. U. 4. To-
ctoBckoro ¥YpO PAH, Poccus), “OpmyctuH, nuodunusar
JUId TIPUTOTOBIICHHMA pacTBOpa s MHBEKIud 125 mr”
(®I'bY “HMMUL onxonorumu uMm. H. H. bnoxuna” MuHn-
3apaBa Poccun, Poccus) [6], Kollidon 17PF (BASF, I'ep-
MaHusl), kuciora consiHast X.4. (3AO Mocpeaktus, Poc-
cus), ciekrpodoromerp Cary 100 (Agilent Technologies,
CIIA).

MeTonuka KOJIMYECTBEHHOTO OMpe/ie/eHus

Pa3zBenenue JI®. Conepxumoe (uiakoHa PacTBOPSIIOT
B kuciote xyopucroBogopoanoi 0,01 M, xonnaecTBeHHO
MIEPEHOCST B MEPHYIO KOJIOY BMECTHMOCTBIO 50 MJI U J0-
BOJSIT 00BEM pacTBOpa O METKH TEM e PACTBOPUTEIIEM,
MepeMenBaioT. BpeMst Mex Iy HayajioM IPHTOTOBICHUS
HCIBITYEMOI'O PacTBOpPa U U3MEPEHUEM ONTUYECKOM TIIOT-
HOCTHU He JJOJDKHO MpeBbImarh 30 MUH.

IIpuroToBjeHue pacTBopa cTaHAAPTHOro odpasua.
Oxoso 125 Mr (TouHas HaBecka) CyOCTaHIIMKA OPMYCTHHA
pacTBoOpsIOT B KHcioTe xsopuctoBogopoanoi 0,01 M, xo-
JIYECTBEHHO MEPEHOCST B MEPHYIO KOJIOY BMECTHMOCTBIO
50 Mt 1 TOBOIAT 0OBEM pacTBOpa O METKH TEM K€ pac-
TBOpHTENIEM, IEPEMEIINBAIOT. BpeMs Mexay HadaioMm
MIPUTOTOBJICHHUST UCIBITYEMOTO PACTBOpa U H3MEPECHHEM
OINITUYECKON TUIOTHOCTH HE JOJKHO MpeBbimarh 30 MUH.

W3MepsroT onTHYECKYIO TNIOTHOCTD UCTIBITYEMOTO pac-
TBOpa M PacTBoOpa CTaHAAPTHOTO 00pasiia Ha CreKTpodo-

o)
CI\/\NJLN COOH
H No NH,
0
cu\/\NJLN COOH
no H NH,

Puc. 1. CrpykrypHas dopmyna opMycTHHA
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JlmMHa BOJIHBI, HM

Puc. 2. DnekTpOHHBIH CHEKTpP HOIIOMICHHS CyOCTaHIIMH OPMYCTH-
Ha (/) nu muodummsuposannoii JI® (2 ), Kollidon 17PF (3) u pac-
tBopa 0,1 M xnopuctoBopopoaHoil kucinotsl (4 ), L-opautuna (5)
n N-(2-xnopatuin)kapoamoni-L-opanTrna (6 )

TOMCTPEC B MAKCUMYME MOITIOIICHUA NPU JJIIUHC BOJIHBI
(396 £ 2) M B KrOBETE € TOIIIUHOM citost 10 MM, UCTIONB-
3ys B KQ4eCTBE PacTBOPa CPaBHEHHUS KHUCIOTY XJIOPHCTO-
Bozopoanyio 0,01 M.

Conepxanue opMmycTHHa X (MT) BO (prlakoHE BBIYHCIIS-
10T TI0 opmyIe:

Y= D7 '“0’
Dy -V,
rac Dl — OINITUYCCKasd IJIOTHOCTb UCIBITYEMOI'0 pacCTBO-
pa; Dy — onrtHdeckas INIOTHOCTh PACTBOpPa CTAaHIAPTHOIO
obpasma; V|, — BenuuMHa pPa30aBICHUS HCIIBITYEMOTO
pacTBopa; V| — BenInuuHa pa30aBiICHHS PacTBOPa CTaH-

JapTHOTO 00pa3la; a, — HaBecka CTaHJapTHOTO obpasia,
B MUJIJIUTpaMMax.

Pezynomamut u ux obcyscoenue

DJIEKTPOHHBIA CIEKTP CyOCTAaHIIMU MMEET 2 MOJOCHI
MOIVIOIICHHUS: OJIHY, UHTEHCUBHYIO, C MAKCUMYMOM I1OIJIO-
mieHust BOmu3u (228 + 2) HM, U IpyTrylo, MEHbIIE HHTEH-
CHBHOCTH, ¢ MakcuMyMoM 1ipu (396 + 2) um. O6e 311 10-

TaG6unuma 1
PesynbTaThl ompeaejieHusi ApaMeTPOB JIMHEHHOH 3aBHCHMOCTH
NPH KOJHYECTBEHHOM ONpeJdeJIeHHH OPMYCTMHA B MOJAEJbHBIX
cMecsax

Koaucrﬂpaum{ OpMYyCTHHA Cpeauee 3HA4YCHHUEC

ONTHYECKOH Perpeccus

% MT/MIT IJIOTHOCTH, HM
80 20,0 0,625 0,625
90 22,5 0,703 0,702
100 25,0 0,782 0,779
110 27,5 0,86 0,856
120 30,0 0,932 0,933
CraTiuCcTHUECKUE XapaKTePUCTHKH Pesynbrats
Haxmnon npsimoii (b)) 0,0308
OTpe3ok Ha ocH OpAHHAT (a) 0,0094
Koa¢dunuent koppemsmu (7 ) 0,999856
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CozeprxaHue OpMyCTHHA, MI
Puc. 3. I'paduk perpeccuBHOM mpsmoit

JIOCBI MOXXHO HCIIOJIB30BATh IJIsI KOJIMYECTBEHHOI'O OIIpPC-
JIeTIEHUsI OPMYCTHHA, HO HCIIOIb30BaHHUE KOPOTKOBOIIHO-
BO TIOJIOCHI COTIPSKEHO C OONBIION BO3MOXKHOCTBIO CITy-
YaifHBIX W  CHCTEeMaTHYeCKuX  omubok. MHorue
OpPraHn4e€CKuC COCAUHCHUA, B TOM YUCJIC IPUMECH OpPMY-
ctuHa, (comepkanue L-opautmHa He Oomee 0,5 % wu
N-(2-xnopatun)kapbamomi-L-opautnHa — He Oonee
0,5 %), IMer0T MakcuMyM mortomeHus npu (230  4) um,
M BCIIOMOTaTEILHOE BEIISCTBO, BXOAsIIee B cocTtaB JID
(Kollidon 17PF ¢ makcumymom mipu (210 + 4) M morvio-
IIAfOT B 9TOM 00J1acTH criekTpa. B cBsi3u ¢ 3TuM onpenerne-
HUE COMAEep)KaHMs OpPMYCTHHA TPOBOIMIIH TIPH UTHHE BOJI-
HbI (396 + 2) aM. KpoMme TOro, MeHbIIass HHTCHCUBHOCTh
9TOH TIOJIOCHI TIO3BOJISIET HWCIIONB30BAaTh IUIST M3MEPCHUS
Ooree KOHIICHTPHUPOBAHHEIC PACTBOPEI, B TO BPEMSI KaK IPH
W3MEpPEHHH  ONTHYCCKOH  IUIOTHOCTH B 00JacTu
(228 £2) HM TIPUXOTUTCSA HMCIOJIB30BaTh 0O0JICE BBICOKOES
pasbaBieHuHe, YTO YBEIHMIUBACT MOTPEIIHOCTD H3MEPCHUI.

Banupanuio MeTOAMKH KOJHYECTBEHHOTO OIpeselie-
HUS [IPOBOJUIIN B COOTBETCTBUU C YCTAaHOBIICHHBIMU TpeE-
OoBaHMSIMM Ha OOpasliax mpernapara U MOJCIBHBIX CMe-
CSIX, TIOJYYCHHBIX B JIAOOPATOPHBIX YCIOBHUAX M3 KOMIIO-
HEHTOB IIperapara, COOTBETCTBYKOIIUX TPEOOBAHUAM
HOPMATUBHBIX TOKYMCHTOB JIsI BXOOAHOTO KOHTPOJIA Ka4eC-
cTBa. M3yueHne pa3zpaboTaHHON METOIUKH TPOBOAUIOCH
10 TAKUM BaJHJAIMOHHBIM XapaKTCPHCTHKAM, KaK CIICIIH-
(UYHOCTD, JWHEHHOCTh, IPABIIIBHOCTh W MPEIM3HOH-
HOCTH (CXOAMMOCTh M BHYTpHJIaOOpaTOpHAs MpEeIH3nOH-
HOCTB). [IpOoTOKON BanuaaIiy ¢ yCTAaHOBICHHBIMH KpHUTE-
PHUSIMH TPHEMIIEMOCTH OBUT Pa3paboTaH B COOTBETCTBUH C
YTBEP>KICHHBIMH TIPABHIAMH U PEKOMEHIAIHSIMH.

OCHOBHBIC BaJHIALMHHBIC KPUTEPHUU, MO KOTOPBIM
OLICHUBAJIM JaHHYIO METOJUKY: MIPU OTNPE/ICICHUH CIELH-
(bUYHOCTH BCIIOMOTATENbHBIE BEIIECTBA U PACTBOPUTEIHN
HC OOJDKHBI MPCMATCTBOBATL KOJIUMYCCTBECHHOMY OINpEac-
JIEHUI0, METO/IMKA CYUTAETCS JIMHEHHOM, eclii MoKa3aTelb
ko3 dunmenta koppensauuu He Hiwke 0,995; noBepurenb-
HBIIA MHTEpBaN NObKeH Bkitouarbk 100 %; xodddunuent
Bapualunu 1mpyu onpeacsIiCHNu CXOAUMOCTH U BHyTpI/IJ'Ia60-
paTopHO NPELU3MOHHOCTY HE AOJKEH IpeBbIath 2 %.

Cneunpuanocts. /1711 MOATBEPKICHUS CICIIH(PHIHO-
CTH AHAJUTUYCCKOM METONUKH IPOBOAWINA CpPaBHECHUEC
CIIEKTPOB MOIIOMICHUS IEHCTBYIONIETO M BCIOMOTATEINb-
HBIX BeIecTB (puc. 2).

Xumuko-papmanesTuueckmii xkypuaa. Tom 51, Ne 11, 2017



Tabnuma 2

Pe3yabTaThl Hece10BaHUS NIPABUIBHOCTH METOANKH KOJIMYeCTBEHHOI0 CIeKTPO(0oTOMETPHYECKOro onpeeaenust opmycTuHa B JID

Macca opmycTHHA, MT'

Konuenrpanus, % Ne 1po6sI OTKIHK, %
HaBECKa HAUJACHHOC 3HAYCHHUC
80 1 100,6 100,8 100,2
2 99,5 99,4 99,9
3 99.8 99,6 99,8
90 1 112,8 112,7 99,91
2 112,3 111,7 99,97
3 113,0 113,3 100,27
100 1 125,7 125,3 99,68
2 124,7 124,6 99,92
3 125,1 124,9 99,84
110 1 138,0 137,7 99,78
2 137,5 136,7 99,42
3 137,5 137,7 100,15
120 1 150,0 149,8 99,87
2 150,2 150,6 100,27
3 150,0 149,8 99,87
CTaTI/ICTI/I‘leCKI/IC XapaKTCPUCTUKHN
X S S? S., % (RSD) AX X +Ax g, %
99,89 0,256 0,066 0,097 0,14 99,89 + 0,14 0,14

Ha pwuc. 2 nokazano, yro kpusas JI® u cyOcTanuu op-
MYCTHHA CXOKH, @ BCIIOMOTaTeJIbHble KOMIIOHEHTHI HE I10-
DJIOIIAIOT B BEIOpaHHOM nuamna3one. CienoBarensHo, JaH-
HBIA METOJ MOYKET MCIIONIb30BAThCS ISl ONIPEeNIEHUsI Op-
MmyctrHa B JID.

JIMHEWHOCTh NMPENIOKEHHON METOAUKH aHaJIu3a Ompe-
JeJISUIM 1OKa3aTeNIbCTBOM JIMHEHHOTO COOTHOLIEHUS MEX-
Jly KOHIIEHTpAIMel JEeWCTBYIONIIETO BEIIeCTBa (OPMYCTH-
Ha) B JI® u BenmmunMHON curHana (3Haue€HWUE ONTHYECKOU
WI10THOCTH). [lepBOHaYaIbHO M3rOTABIMBAIUCH MOJENb-
Hbl€ PacTBOpPhHl € KOHLEHTpauued opmyctuHa ot 80 %
(20 mr/mm) mo 120 % (30 Mr/mMi) OT HOMHHAJIBHOTO CO-
nepxanus (25 mr/mut). 3aTeM ONpeAessuld CPEeJHIOK OIl-
TUYECKYIO IJIOTHOCTh U3 PsiJia ONpeAeiIeHNnH Ul K01
KOHLIEHTPALK U TPOBOAMIM CTAaTUCTUYECKYIO 00pabOTKy
JAHHBIX C IOCTPOCHUEM U PELICHUEM ypaBHEHHUS perpec-
cuu BUjaa y = a + bx (taom. 1).

YpaBHEHHUE perpeccuu Ajs JaHHOW 3aBUCUMOCTH MMe-
eT BH/I:

y=0,0308x + 0,0094.

O nocTaro4yHO TECHOM JMHEWHOW CBSI3W MEXAY KOH-
[IEHTpaINe OPMYCTHHA M ONITUYECKON TUIOTHOCTHIO TOBO-
puT 6nm30cTh KoddduirenTa koppensauu K 1 (o adco-
JFOTHOH BeNMYMHE). J|OTIOTHATETHFHBIM ITOATBEPKICHIEM
JMHEHHOCTH 3aBUCUMOCTH HCCIICITyEeMBIX BEIHIHH SIBIIS-
eTcsl Tpaduueckoe N300pAKEHNUE PETPECCUOHHON MPSIMOI
(puc. 3).

IIpaBuabHOCTb. /[ 1OKa3arenbCcTBa MPaBUIIBHOCTH
AQHAJIMTUYECKOH METOIVKH IIPOBOIMIN KOJMYECCTBEHHOE
OIlpeeeHNe aKTHBHOTO BEIIECTBA B MOJICIBHBIX CMECSIX,
OTJTMYAIOIIUXCS TOJBKO COIEPKaHUEM JICHCTBYIOIIETO Be-
mecTBa (Meron 1uianebo), B JUarna3oHe KOHIICHTPAIHMi
100 — 150 mr/¢pmaxon (80 — 120 %). OueHuBanu pe3yib-
TaThl aHaJM3a CPAaBHCHHEM IMOIYYCHHOTO pe3ylbTrara C
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OKHUIACMBIM 3HAYCHHUEM BCIMYHUHBI COIACPIKAHUA OpPMY-
CTHHA B MOJICJIbHOM CMECH, MI.

Kak BusHO M3 JaHHBIX, IPUBEACHHBIX B Ta0M. 2, CIeK-
TpooTOMETpUIECKasi METOMKA OIPEAEIEHHs COuepxkKa-
Hus opMmyctuHa B JI® npusHaHa npaBUIbHOM, Tak Kak I10-
JydyaeMble pe3yJbTaThl OJIM3KH K UCTHHHOMY 3HAueHHIO,
JoBepuTeNbHbIN nHTEepBas BkiIodaer 100 % u oTHOCH-
TeJbHAs MOTPEITHOCTh SAMHUYHOTO Pe3yJibTaTa He MPEBbI-
maet 1 %.

CxomuMoCTh M TIPOMEXKYTOUHas (BHYTpUIaboparop-
Has) MPEUU3UOHHOCTD. J{JIs1 U3yueHUsI CXOAMMOCTH CPaB-
HUBAJIM PE3YJBTaThl, IIOJIyYEHHBIE B OJJMHAKOBBIX YCIIOBH-
SIX, @ UMEHHO C HCIIOJIb30BAHUEM OJJHOTO U TOTO XK€ CIEK-
TpooTOMETpa ONHHUM H TEM XXE HCCIeAoBaTeieM B
KOPOTKHH TIPOMEKYTOK BpeMeHH (Tadi. 3). Tak kak Koiu-
YECTBCHHOE COJICP)KaHHE JICHCTBYIONIETO BEIISCTBA TOIIK-
Ho cocTaBiATh (100 £ 1,5) %, To K03 punmeHT Bapuaum

TaG6numa 3
Pe3yabTaThl onpeaeieHNs CXOMMOCTH AHAJTUTHYECKOH METOAHKH
KOJINYeCTBEHHOI'0 OIpe/eIeHUsl OPMYCTHHA B JIHO(HIN3UPOBAH-
Hoii JI®

Cepus Obpaszen OpmycTuH, Mr/diakoH
07 1 125,07
2 125,1
3 124,82
4 124,95
5 125,02
6 124,96
7 125,08
CTaTHCTHYECKUE XapaKTEPUCTHKI
Y 2 S:, % - _ Y
X S ) (RSD) Ax x + Ax g, %
125,0 0,01 0,001 0,003 0,09 125,0+0,09 0,07
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Tabnuma 4

Pe3yabTaThl onpegesieHusi NPOMEKYTOUHON NPeUH3MOHHOCTH METOAHKH KOJHYECTBEHHOI0 ONpeie/ eHHsl OPMYCTHHA B JIMO(UIU3HPO-

BaHHoii JI®

OpmycTuH, Mr/diaakoH

Cepust O6pasen
uccrnenosarens | HCCIIeI0BaTEINb 2
08 1 125,07 125,0
2 125,1 125,15
3 124,9 124,9
4 1249 125,05
5 125,0 125,1
6 125,0 125,1
7 125,02 124,9
CTaTl/lCTI/I‘{CCKl/lC XapaKTEPpUCTHKH
Ne X N 52 Sz, % (RSD) AY ¥+ AY % % aparr Lypar
1 125,0 0,08 0,006 0,025 0,07 125,0 £ 0,07 0,06 1,7 0,6
2 125,03 0,1 0,01 0,03 0,09 125034009 0,07

He AoipkeH npesbimarek 1,0 [S], Mo gaHHBIM aHanM3a I
JTAHHOTO METOJIa KOJHUYECTBCHHOTO OIMPECICHHUSI OH CO-
CTaBWJI MeHbIIE 1, ceaoBaTeaIbHO, H3MECHUYHBOCTh BapHa-
[IMOHHOTO Psiia HE3HAYNTENIbHA, ¥ MOYKHO CJIE/IaTh BHIBOJI
0 CXOJMMOCTH TIPETIOKEHHOM METOIUKN aHAJIH3a.

AHanM3 ¢ LENbIO ONPEICIICHUST BHYTPUIA00paTOPHOI
MPELI3HUOHHOCTH [TPOU3BOIUICS 2 COTPYIHUKAME Ha OJIH-
HAKOBBIX CHEKTPO(POTOMETpaX C IENbI0 I[M0Ka3aTh, YTO
aHAJIMTHYECKash METOAMKA O0eCIeYnBaeT MOMyYeHHe CO-
[JTACYIOIINXCSI PE3YJIBTATOB HE3aBUCUMO OT H3MCHCHUUN
BHCIIHUX YCJOBHI MPH KCIOJNB30BAHUK OIHOPOIHBIX
po0 (tadm. 4).

[Ipu cpaBHEHUM pe3yNBTaTOB OMPEACICHUS COIepIKa-
HUSI OPMYCTHHA, MIOJYYCHHBIX 2 COTPYAHUKAMU B Pa3HBIC
JTHY, BUJTHO, YTO PA3INIHs MEX/y CPSAHUMHU 3HAYCHUSIMU
W CTaHIIAPTHBIMU OTKJIOHEHHSI PE3yJIBTaTOB COTPYIHUKOB
1 u 2 umesnaumtenvusl (F'(5%; 6; 6)=428> F . =
S,2/8,2=1,7) v HOCAT CIydYalHbIN Xapakrep. Pe3ymbTarsi
CpaBHEHUsI 3HAYCHUs pacdeTHOro [7] ¥ TabJIMYHOTO 3Ha-
yeHus kodpdumrenTa CThIoneHTa y 2 HE3aBUCHUMBIX BbI-
Gopok (7(5 %; 12) = 2,18 > 1., = 0,6) yka3bIBaroT Ha OT-
CYTCTBHE CUCTEMATHYCCKHX OIIMOOK B METO/IHKE.

B cootBerctBun ¢ TpedoBanusmMu ODC “Banunarus
AHATMTHYECKUX METOJMK™ TpPOBEICHA BaJIUIALHUSA CIICK-
TPO(HOTOMETPUIECKOTO METO/Ia KOJTMYECTBEHHOTO OTpeie-

JeHus: opMmyctuHa B nuogumusuposannoi JID. Ilo pe-
3yJAbTaTaM BHYTPHJIA0OPATOPHOTO SKCIEPUMEHTa yCTa-
HOBJICHO, YTO METPOJIOTHUYECKHE XapaKTEPUCTHKH TaKUX
BAIMAAIMOHHBIX ITaAPaMETPOB METOAMKH, KaK CIICIH(Id-
HOCTb, IPaBUJIBHOCTb, CXOAUMOCTb, JUHEHHOCTh U BHYT-
pui1abopaTopHas MPEeUU3UOHHOCTh, COOTBETCTBYIOT BaJIH-
JTAIMOHHBIM KPUTEPHSIM.
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VALIDATION OF METHOD FOR THE QUANTITATIVE DETERMINATION

OF ORMUSTINE IN LYOPHILIZED DOSAGE FORMS
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Results of validation of the method of quantitative spectrophotometric determination of ormustine in lyophilized dosage form are presented. It is shown that
the procedure is suitable for determining the quantitative content of ormustine with respect to parameters such as specificity, linearity, accuracy, repeatability

and intra-laboratory precision.
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