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PE®EPAT

Jumniomuas padora 55 c., 21 Tabmn., 10 puc., 45 nCTOYHUKOB.

KnroueBbie CJIOBA: Bauanus, KalJUISPHBIN anekTpodopes,
aIeMETUOHHMH, HU3KOMOJIEKYJISIPHBIE IIPUMECH, JIEKAPCTBEHHOE CPEJICTBO.

['enepuueckoe JEKapCTBEHHOE CPEJCTBO JOJDKHO OBITh SKBHUBAJICHTHBIM
OpUTHHAJILHOMY aHajory. BaXXHbIM 3J€MEHTOM pPa3padOTKH HKEHEPUUECKOTO
JEKapCTBEHHOTO  CPEJICTBAa  SIBISIETCS KOHTPOJIb KAadyecTBa  HCIOJb3YeMOM
cyOctanmuu. OrmnpeneneHue HU3KOMOJEKYISIPHBIX MPUMECEeH BKIIOYAETCA B
aHAJIMTUYECKUI KOHTPOJIb (hapMalleBTUYECKOM CyOCTaHIINU.

OObekTOM HCccleoBaHUA sBIsIach (papMarneBTHUEcKass CyOcTaHLUs
AJIEeMETUOHUH.

[enpto gaHHOW pabOTHl SABIsUIaCh pa3paboTKa M BajdHIalUs METOAUK
KOJMYECTBEHHOTO  ompeaeneHus  1,4-OyrtaHaucynb(POHOBON  KHUCIOTHI U
IPEIEIbHOTO COACPXKAHUS XJIOPHA- U Cyiab(haT-MOHOB B (papMareBTHUECKON
cyOcTaHIIMM afieMeTHOHMHA OyTaHAWCYIh(OHATA C HCIOJIH30BAHUEM METOIA
KaluuIapHOro 3ekTpodopesa. M3mepeHus: mpoBOAUIUCH IpU IIHMHE BOJHBL 310
HM (1umpuHa rmosnockl 80 HM).

KonndyecTBO HU3KOMOJEKYISIPHBIX TIPUMECEH OIICHWUBAIM 10 METOIY
BHYTPEHHEIr0 CTaHJaapTa. B KayecTBe BHYTPEHHErO CTaHAApTa MCIOJb30BAJICS
HUTpAT Kanmus. MeToawkyd ObUTM BaJUAMPOBAHBI B COOTBETCTBUHM C OOIUMU
HOPMATHBHBIMH TPEOOBAaHUSAMH TIO XapaKTEPUCTHUKAM: JIMHEHWHOCTb, TOYHOCTbH,
MPaBUILHOCTb, CICIIU(PUIHOCTD, TIPEIesl OOHAPYKESHUSI U TUATIa30H TPUMEHEHUS.

[TomydyeHHbie pe3ynbTaThl MMOKa3ajdd, YTO METOJAUKH MOTYT OBITh
UCIIONIb30BaHbl JJI1 KOJMYECTBEHHOTro ormpeneiaeHus 1,4-Oytanaucynb(oHoBON
KHCIIOTBI W TIPEIETHLHOTOCONCPKAHUS XJIOPUA- U CyJIb(aT-mHOHOB MPU KOHTPOJIC
KayecTBa CyOCTaHLIUU AJEMETUOHHH.



PO®EPAT

Heimmomuas mipara 55 c., 21 tabmn., 10 main., 49 KpbIHIIIbL.

KirouaBbist COBBI: Bamifalblsi, KamIIpHbI 3JeKTpadapas, aadMelliaHiH,
Hi3KaMaJIeKYJISIPHBIS PBIMEILIKI, JIEKaBbl CPOJIaK.

JUKOHEpBIYHBI  JIeKaBbl ~ CPOJAaK  MaBiHEH  ObIb  AKBIBAJICHTHBI
apbIriHaJbHAMy aHajary. BaXHbIM 3JeMEHTaM pachpaloyki IKIHEpbIYHara
JieKaBara CpOJKYy 3'SyNselia KaHTPOJb SKAacIll BBIKAPBICTAHAW CYOCTAHIIBII.
BoI3HausHHE HI3KaMaNEKYJSPHBIX MpbIMENIAK YKIIOYaela Y aHaJIIThIYHBI
KaHTPOJb (papMaldyThIYHAN CyOCTaHIIbII.

Ab'ektaM gacnefaBaHHS 3'aynsiacs  dapMmaidyThIYHAs — CyOCTaHIIbISA
AnpmertiaHiz.

MbTaif nag3zenail mpaubl 3'Syisiacs pacnpanoyka 1 BadiJalbisi METOIBIK
KOoJbKacHara BbI3HaYdHHS 1,4-OyTaHn3icynboHaBail KiciaaTbl 1 TpaHIdyHAra
VTpbIMaHHS XJapela- 1 cynbdar-ioHay V  QapMaudyThluHaid — cyOCTaHIIbII
ampMentianina OyTaHnzicyib(aHaTa 3 BBIKAphICTAaHHEM MeETaJy KamuispHara
anektpadapazy. BeiMsapaHHs npaBoa3iiics npel Jay>KeiHi xBamdi 310 HM (IIBIPBIHS
rmanacel 80 HM).

Konbkacip Hi3KaManeKyJIspHBIX MpbIMEIIAK alPHBBAJl Ma MEeTaj3e
YHyTpaHara cTaHnapTa. ¥ sikacll YHyTpaHara CTaHJapTa BBIKAPBICTOYBAyCs HITpAT
Kamis. Metoapiki ObuUTI BalliJaBaHbl ¥ aJMaBeIHACI] 3 aryJbHbIMI HAPMATBIYHBIMI
naTpabaBaHHSIMI T4 XapaKTapbICTHIKAX: JIHEWHACITh, TaKJIaIHACIb, TPABUILHACIID,
cnenpi(hiuHaACIb, MS)KA BBISTYJICHHS 1 IbISITA30H Y)KbIBAHHS.

ATpBhIMaHBIS BBIHIKI MTaKa3aii, MTO METOABIKI MOTYIIb OBIIlb BEIKAPHICTAHBI
JUIS KOJIbKacHaraBbI3HAU3HHA 1,4-OyTanazicynbdoHaBail KiciaTel 1 JimiTaBara
VTpbIMaHHS XJapbla- 1 cyinbdar-ioHay MOpbl KaHTPOJl SKacli CyOCTaHIbII
AnpMmertiaHiz.
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Generic drug must be equivalent to the original counterpart. An important
element in the development of generic drug is a quality control of used substance.
Determination of low molecular weight impurities included in the analytical
control of the pharmaceutical substance.

The object of the study was a pharmaceutical substance Ademethionine.

The aim of this work was the development and validation of methods of
quantitative determination of 1,4-butandisulfonic acid and content limit of chloride
and sulfate ions in the pharmaceutical substance ademetionine butandisulfonate
using the method of capillary electrophoresis. Measurements were made at a
wavelength of 310 nm (bandwidth 80 nm).

The amount of low molecular weight impurities was evaluated by the
internal standard method. As an internal standard was used potassium nitrate. The
method was validated to meet requirements for a global regulatory filing, which
includes linearity, precision, accuracy, specificity, limit of detection and range of
application.

The results showed that the technique can be used for the quantitative
determination of 1,4-butandisulfonic acid and content limit of chloride and sulfate
ions in the quality control substance Ademethionine.



