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CYYACHHH ®APMAI[EBTHYHHH AHAJTI3 TA CTAHJAPTH3AIIIA TIKAPChKHX 34COBIB /
MODERN PHARMACEUTICAL ANALYSIS AND STANDARDIZATION OF MEDICINES

Po3pobiiena meTonuka Oyna yCminiHO BaiiioBaHa Ha BUMOTY JlepxkaBHoi (hapmakoriei Ykpainu 3a
TaKUMH BaTiallilHUMU XapaKTEPUCTUKAMHU, SIK J1alma30H 3aCTOCYBAaHHS, JIHIWHICTh, MPEIHU3IHHICTS,
MPaBUJIBHICTH T4 POOACHICTB.

BucnoBku. O1xe, po3po0IeHO HOBY, IPOCTY, BUCOKOUYTIUBY Ta TOYHY METOAMKY KUTbKICHOTO
BU3HAYCHHS MET(POPMIHY TIAPOXJIOPUAY B TabJIeTKaxX, sika Oyna yCHmilrHO omnpoOOBaHA Ha JIKApCHKIH
dopmi «Ciodop». Hanmiit meTon 3amoBosibHsAe€ BUMOTH JIDY 1 ToMy Moxe OyTH pEeKOMEHIOBaHUUN IS
BUKOPUCTAHHS Y JIA0OPATOPISIX KOHTPOJIIIO SKOCTI.

OBI'PYHTYBAHHS INIAXOAY 10O PO3POBKHU TABJIETOK I30COPBIAY
JAUHITPATY 3 MOAU®IKOBAHHUM BUBIJIBHEHHAM
Omiitankos J[.C., Kamumaymenko A.T.
3anopizvxuii 0eparcasnuii meOuuHull yHisepcumem, Yxkpaina

[30cop0iay AUHITpAT BIAHOCUTHCS IO TPYIHA OPraHIYHUX HITPATiB, 3aCO0IB MEPIIOro BUOOPY HpH
KymipyBaHHI Ta Ui Npo(iTakTHKH HamanaiB creHokapnii. Ilotpeba B cydacHHX Kap.ioJOTiYHUX
mpenaparax 3 BHCOKHM piBHEM €()EKTHBHOCTI 1 O€3MeKH CTBOPIOE HEOOXITHICTh MOJANIBIIOI PO3POOKH
HOBHX JIIKapCHKHX 3aCO0iB.

Meta pobotu - BuOip KOHIIEMII cydyacHOi TBEpAOi MepopaibHOi JIKapChKoi GpopMu i30copOiay
JUHITPATY Ta TEXHOJIOTIYHOTO MiAXO0y AJIs 11 pearnizarii.

[lepopanbHuil mpuiioM JOBIUH 4ac € MepeBaKaloyMM LUIIXOM BBEJIEHHs JIIKAPCHKUX 3acO0iB.
[TepopasibHi cucTeMu 3 MOAM(IKOBAHUM BHUBUILHEHHSM MAlOTh 0arato mepesar mnepei TPaJauiliiHIMH
IIBUJKOPO3YUHHUMHU (hOpMaMHU:

- 3HIDKEHHS YaCTOTH NMPHIOMY 3a paXyHOK BHUBUJIBHEHHS JIKApChKOI PEYOBHMHH MPOTITOM OiITBII
TPUBAJIOTO MEPiOAY Yacy B MOPIBHSAHHI 31 3BHUAHHUMU Ta0JleTKaMu a00 KarcyllaMu;

- MiHIMi3allisl HAKOITUYEHHS JIIKAPCHKOTO PEYOBHUHU MPH JOBTOCTPOKOBOMY 3aCTOCYBaHHI;

- BIACYTHICTh 200 3HMKEHHS MOOIYHHUX €(EeKTiB, 1[0 BUKIMKAIOTHCS BUCOKUMHU KOHIICHTPAIISIMU
AKTUBHOT'O KOMIIOHEHTA B KPOBI;

- BUCOKHMH piBeHb JOTPUMAaHHs THAalllEHTOM pPEXUMY 3aCTOCYBaHHS Mpernapary 3a paxyHOK
3HMKEHHSI KPaTHOCTI IPUHOMY IIPOTATOM J100M;

- MOJJIMBICTb KOHTPOJIIOBAaTH 1 YHPABIATH KOHIEHTPALIEK JiI040i PEYOBHMHHM B KpPOBI,
H1JBUIIEHHS €()eKTUBHOCTI JIIKYBaHHSI;

- eKOHOMIYHO OUIbII eeKTHBHE (apMalleBTUUHE BUPOOHUIITBO 32 PaXyHOK 3HMXKEHHS 3arajbHOl
KUIBKOCT1 JT030BaHUX OJWHUIIb, HEOOXITHUX JUIsl TAlli€HTa, B MOPIBHIHHI 31 3BUUaHUMH JIIKAPCHKUMU
dopmamu.

B nanmii yac HalmommpeHIMMHU JiKapcbKUMU (opMamMH 3 MOAM(DIKOBAaHHM BUBIJIBHEHHSM €
MaTpuyHi TabneTku. Taki (opMHU BHUPOOISIIOTHCS LUISIXOM BKJIIOYEHHSI AaKTUBHHUX (apMaleBTUYHHUX
1HTpenieHTiB B TrifipodoOHi 1 / abo TiapodinbHI MOJIMEpHI MaTPULl Ul TOCATHEHHS KOHTPOJBLOBAHOTO
BUBUTHLHEHHS JIIKIB.

OpHak MaTpu4Hi TaOJIETKH MaOTh 1 CBOT CYTTEBI HEOMIKH.

- CKJIaJIi 3 MPOJIOHTOBAaHUM BHBUIBHEHHSM MICTATh OUIBII BUCOKY /103y JIIKAPCHKOI PEYOBMHHU, 1
Oyzb-siKa BTpaTa LIJTICHOCT] TaOJETKU MO>Ke IPUBECTH JI0 TIepe103yBaHHS;

- Ha XapakTep BHBUIbHEHHS 3HAYHO BIUIMBAIOTH MPHUHOM 1K1 1 MIBUAKICTH TPAH3UTY 4epe3
KUIICYHUK;

- Ipod1JIb BUBUIbHEHHS MK OKPEMUMH Ta0JIeTKaMH MOKE MaTH JI€dKi BiIMIHHOCTI.

binbm moporumu nnst BAPOOHUIITBA, alie, B TOM ke 4ac OUIbII HaaiiHUMH B OlodapMarieBTUUHIM
MOBEIIHIII, € MYJIBTHI030BaH1 JIKapChKi (hOpMH.

Jlixapceki popMu, 110 CKIIAAAI0THCS 3 0e3114i YaCTUHOK, HaO0yBaroTh BCe OLIBIIOT MOMYISPHOCTI B
MOPIBHSIHHI 3 TOOAMHOKMMM MOHOJITHUMH JiKapcbkumu (opmamu. Cepel MNOTEHUINHUX NepeBar
MYJIbTH030BaHUX (OPM MOKHA BUJUIMTHU NepeadadyBaHUM TPAaH3UT MO IUTYHKOBO-KHUIIKOBOMY TPakKTy,
HAJIMHICTh JOCTABKHM JIIKApChbKOI PEYOBHMHHU, THYUYKICTb B MOJIETIOBAHHI BUBUIBHEHHS 1 MOJIMIIEHY
0100CTYIHICTb 3 MEHILIOI0 BHYTPIIIHBOCYO'€KTHOIO BapiabenbHICTIO.
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[leetn € OAHMMH 3 HAUMOMYJSPHIMIMX MYJIBTHIO30BaHUX JiKapchkux (opMm. I[lemeramu
NPUKRHATO Ha3UBaTU APiOHI cumydi cheprudHi abo HamiBchepryuHi YaCTKH, OJIEP>KYBaHi rpaHyIIOBaHHIM
(armomeparii€ro) npiOHUX MOPOMIKIB 200 TpaHyJ JIKAPCHKUX 1 JOMOMDKHHUX PEUOBUH. J[JI1 OTpUMaHHS
TOTOBOI JiKapchKoil (hOpMH TeNeTaMu 3a3BUYail 3allOBHIOIOTH TBEP/l JKEIATHHOBI KarCylu, aje MeJeTH
TaKOXX MOXXYTh OyTH CIIPECOBaHI B TAOJICTKH.

Tak sk i30copOUAY MUHITPAT € PEYOBHHOIO 3 BY3BKMM TEPANCBTHYHUM Jlialla30HOM, peami3allis
KOHIICTIII MYJIbTHI030BaHOi ()OpMH OCOOJIMBO BaXUIMBa JUIsl MiHIMIi3alii BIUIMBY Ha BUBUIBHEHHS SIK
TEXHOJIOT1YHHUX, TaK 1 (Ppi3ion0oriyHux (akTopis.

TexHomorist excTpy3ii-chepoHizaiii € HaHOUIBII MOMYJISIPHUM CHOCOOOM BHUPOOHMIITBA TENET 1
Ma€ HACTYIIHI NTepPeBaru:

- MOKJIMBICTB JIOCSITHEHHSI OLTBIIT BHCOKOTO BMICTY aKTHBHOTO KOMITOHEHTA,

- MOXJIMBICTb HIBEIIOBaHHA HEOaKaHMX (I3UYHUX XAPAKTEPUCTHK AaKTHBHHUX I1HTPEIIEHTIB
(HM3bKa HACHWIMHA UIUJIBHICTh, TIFPOCKOINIYHICTh) 3a pPaxyHOK BHUKOPUCTAHHS PI3HUX 1HEPTHHX
HAIIOBHIOBAYiB;

- BUCOKA IIUIBHICTh OTPUMAHUX TEJET 1 By3bKHUI PO3IOALT 32 pO3MipaMH;

- OLIBII TITajKa TIOBEPXHSI MEJIET B MOPIBHAHHI 3 iHIIUMH TEXHOJIOT1SIMHU.

TakuM YHMHOM, JJISi BHUTOTOBJICHHS MEJUIET i30COPOIiAYy MUHITPATy MOIIIBHO BUKOPHCTOBYBATH
MeTOJ eKcTpy3ii-ceponizarii. JlaHui miaXia AO3BOJSE OTPUMATH MIUIBHI TJIAJKI TPAHYIHd 3 BHCOKHM
BMICTOM JIIKApChKOT pEYOBUHHU.

CHEMILUMINESCENT DETERMINATION OF N-ACETYLCYSTEINE IN
PHARMACEUTICAL PREPARATIONS BY REACTION WITH 9-CYANO-10-
METHYLACRIDINIUM NITRATE
Blazheyevskiy M.%, levtukhov V.2, Kryskiw L.3
! National University of Pharmacy, Ukraine
2 Gdansk University, Poland
¥1. Horbachevsky Ternopil National Medical University, Ukraine

Acetylcysteine also known as N-acetyl-L-cysteine (NAC), ((2R)-2-(Acetylamino)-3-
sulfanylpropanoic acid) is a mucolytic that reduces the viscosity of secretions probably by the splitting of
disulfide bonds in mucoproteins. NAC has been used as a mucolytic in a variety of respiratory disorders
associated with productive cough. NAC is also able to promote the detoxification of an intermediate
paracetamol metabolite, and has a key role in the management of paracetamol overdosage. It is used in
the diagnostic bronchography, treatment of dry eye associated with abnormal mucus production. NAC is
under investigation for the treatment of idiopathic pulmonary fibrosis, aspergillosis, burns, diffuse
parenchymal lung disease, HIV infection, AIDS, kidney disorders, acute liver failure, carbon tetrachloride
poisoning and also at overcoming nitrate tolerance in patients with coronary heart disease or heart failure.
Off-label it uses for contrast agent-associated nephrotoxicity prevention, keratoconjunctivitis sicca and
uncomplicated gonorrhea treatment. NAC is available in different dosage forms e.g. inhalation solution,
intravenous solution, oral capsule, oral tablet, effervescent, compounding powder, oral tablet.

The drug substance NAC is the subject of British, American and European monographs. BP and
Ph. Eur. describe iodimetric titration in the presence of diluted hydrochloric acid, after cooling in iced
water. End-point detection carried out with starch solution as an indicator. For NAC injection there is
iodometric titration in the presence of glacial acetic acid without indicator. USP recommends HPLC with
a UV-detector for NAC assay in pure substance and the same for NAC in sterile solution in water
prepared with the aid of sodium hydroxide.

As a variant of the iodimetric method for the determination of NAC in pure substance and drugs in
the absence of ascorbic acid, the method of peroxyacidimetric titration in an acidic medium in the
presence of potassium iodide at room temperature was proposed. Several analytical procedures have been
previously reported for the determination of NAC in its bulk, pharmaceutical preparations and/or
biological fluids which include voltamperometric, amperometric, colorimetric, spectrophotometric, HPLC
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