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Pedepar:

1. MeTo1o po60oTu 6yjia po3pobKa eKCIIPECHUX, 3€JIEHUX, IPOCTUX Y BUKOHAHHI, OCTYIHUX, BaJliJlOBAaHUX
CreKTpOPOTOMETPUYHMX i XpoMaTorpadiyHUX METOIMK BU3HAYEHHS PO3yBACTATHUHY KaJbllil0 Ta IEPUHIONPUITY B
JikapchKux 3acobax. Po3pobieHo crieKTpodpOoTOMETPUYHI METOMKY BU3HAYEHHS IEpUHIONPUITY B TabJeTKax 3a
peakuisamu i3 cynbdodraneinoBumu 6apBHUKaMU (6pOMKpPe3010BUM 3esieHnM (BK3), 6poMKpe3010BUM
nypnypoBuM (BKIT), 6pomtrmosnioBum cunim (BTC), 6pomPenosnosum cuHim (BDPC)) y TabreTkax 3 BAKOPUCTAHHSIM
PO3YMHHUKIB eTUIalleTaTy /alleTOHITPUITY Ta aHaIiTHYHUX AOBXUH XBuib 405 HM (BK3), 397 um (BKII, BTC) Ta 598

HM (BOC). Po3po6iieHO crieKTpoHOTOMETPUYHY METOAMKY KiJIbKiCHOTO BU3HAUEHHS pO3yBACTATHUHY KaJbLIilO B



tabseTkax 3a peakuieto 3 BOC. Po3po6sieHO Tpu CIeKTPOPOTOMETPUYHI METOIUKY BU3HAYEHHS PO3YBACTATUHY
KauibLiifo B TabseTkax 3a peakuismu 3 BK3, BKII, BTC 3 BUKOPUCTaHHSM PO3YMHHUKIB €TUJALeTaTy /alleTOHITPUITY
Ta aHaJMITUYHUX JOBXUH XBUib 405 HM (BK3), 340 um (BKII, BTC). Po3pobseHi cieKTpodpOTOMETPUYHI METOIUKY €
3€JIEHUMMU, IPOCTUMU Y BUKOPUCTAaHHi Ta €EKOHOMIYHO JOCTYIIHUMHU, IO POOUTD iX IPUAATHUMMU [1J11 LINPOKOTO
CIIEKTPY 3aCTOCYBaHb, BKJIIOYAI0YY PYTUHHUM PapMaleBTUYHUI aHaJli3 Ta 1abopaTopii, B IKUX HEMAE MOXKJINBOCTI
MpoBecTu xpomartorpadiyHuil aHami3. 3anporoHOBaHO 3eJIeHi, eKCIIPECHi, HeqoporoBapTicHi YP-
CIIEKTPOPOTOMETPUYHI METOUKU KiJIbKICHOIO BU3HAUYE€HHS IEPMHIONPUIY (€TaHOJI, 213 HM) Ta pO3yBacTaTUHY
(meTanou, 242 HM) B TabseTkax. [lapameTpu JyiHiliHOCTI Bignosiganu sumoram ICH Ha BCbOMy Hiana3oHi
aHaJIITUYHUX METOAUK (44.16-70.66 MKT/MJI 171 TepUHAONPUITY Ta 2-10 MKT/MJI 17151 pO3yBaCTaTUHY KaJblliio).
OLiHEeHO MOTEHLiHUI BILJIMB CIIEKTPOOTOMETPUYHUX METO/IMK HA HABKOJIMIIHE CEPELOBUIIE 3 BUKOPUCTAHHAM
inctpymenTiB AGREE, MOGAPI Ta anasnituuHoi eko-mkaau. Po3pobiaeHo BEPX MeTOAMKY OJHOYaCHOTO BU3HAYEHHS
PO3yBacCTaTUHY KaJlbliil0 Ta MEPUHAOIPUIY B JIKAPCHKUX 32C00aX Ha YOTMPbOX XPOMATOrpadivHNX KOJOHKAX
(Hypersil C18 ODS 100 mm x 4 MM 3 MKM, Poroshell C18ec 50 mm x 4.6 MM 2.7 mxM, Luna Waters Xterra C18 100 Mmm x
4.6 mm 3.5 MKkM, Hexyl-Phenyl 100 mm x 4.6 MM 3 MKM) Ta pyxomux ¢azax 3 aneTtoHitpuyiom (ACN) i 0.07 %
po3unHOM Tpudropourosoi kucaortu (TFA). Ham nigxia nponoHye 6isbin M'siKi yMOBU Ta €KCIIpECHe

xpomarorpadyBaHHS 3 BiTMIHHUMU [TapaMeTpaMu IIPUAATHOCTI CUCTEMU.

2. The objective of this study has been to develop rapid, green, simple, accessible, and validated
spectrophotometric and chromatographic methods for the determination of Rosuvastatin Calcium and Perindopril
in pharmaceutical products. Spectrophotometric methods have been developed for the determination of
Perindopril in tablets based on its reactions with sulfonephthalein dyes (bromocresol green (BCG), bromocresol
purple (BCP), bromothymol blue (BTB), and bromophenol blue (BPB)), using ethyl acetate /acetonitrile as solvents.
The selected analytical wavelengths have been 405 nm (BCG), 397 nm (BCP, BTB), and 598 nm (BPB). A
spectrophotometric method was also developed for the quantitative determination of Rosuvastatin Calcium in
tablets based on its reaction with BPB. Three spectrophotometric methods have been developed for the
determination of Rosuvastatin Calcium in tablets based on its reactions with bromocresol green (BCG),
bromocresol purple (BCP), and bromothymol blue (BTB), using ethyl acetate /acetonitrile as solvents and analytical
wavelengths of 405 nm (BCG) and 340 nm (BCP, BTB). These developed spectrophotometric methods are green,
simple to use, and cost-effective, making them suitable for a wide range of applications, including routine
pharmaceutical analysis and laboratories lacking chromatographic analysis capabilities. Green, rapid, and cost-
effective UV-spectrophotometric methods have been proposed for the quantitative determination of Perindopril
(ethanol, 213 nm) and Rosuvastatin (methanol, 242 nm) in tablets. The linearity parameters met the ICH
requirements across the entire analytical range (44.16-70.66 pg/ml for Perindopril and 2-10 pg/ml for
Rosuvastatin Calcium). The potential environmental impact of spectrophotometric methods has been assessed
using the AGREE, MOGAPI, and Analytical Eco-Scale tools. HPLC methods for the simultaneous determination of
Rosuvastatin Calcium and Perindopril in pharmaceutical dosage forms have been developed using four
chromatographic columns (Hypersil C18 ODS 100 mm x 4 mm 3 pm, Poroshell C18ec 50 mm x 4.6 mm 2.7 um, Luna
Waters Xterra C18 100 mm x 4.6 mm 3.5 pm, Hexyl-Phenyl 100 mm x 4.6 mm 3 um) and mobile phases consisting of
acetonitrile (ACN) and a 0.07 % trifluoroacetic acid (TFA) solution. Our approach proposes milder conditions and
rapid chromatography with excellent system suitability parameters.
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