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1. HaykoBe oGI'pyHTyBaHHS aTrecTalii papMakonelHNUX CTaHIaPTHUX 3Pa3KiB 3 BUKOPUCTAHHSIM TEPMiYHUX METOZIB

aHasisy

2. Scientific substantitation of certification of pharmacopoeia standard samples using thermal analysis methods

Pedepar:

1. lnceprarnis NpUCBA4Y€HA IUTAHHSIM CUHTE3y MaTepiainy AJs arectanii (MaA) JOMIIOK Oil04MX PEYOBUH, a TAKOX
3actocyBaHHIO TepmorpasimeTpii (TT'A) Ta nudepenuiitnoi ckanyovoi kanopumerpii (ICK) asus aTecrauii
dapmakonenHux craHnaptHux 3paskis (PC3) JepxaBHoi Papmakoriei Ykpainu (IDY). OntrumizoBaHi METOIUKY
CHHTE3Y, OTPMMaHi 3 BUCOKAM BUXOJIOM i BUCOKOIO YACTOTOIO OPHiAA30/1-11i0J1, OPHifa30J1-eMoKcu/ i nperabasiny
momimka D. Ilng ix xapakrepu3sauii Bukopucrasi TT'A ta ICK. 3anponoHoBaHu ONKUC KiHLEBOI YaCTUHU
IepUBaTOrpaMy MaTEMaTUYHOIO MOJIEJIJIIO i CTATUCTUYHO OOI'PYHTOBAaHa MpoLie/lypa BU3HAUYEHHS 4aCy 3aKiHYEHHS
BUcylyBaHHS. CHOPMYJIbOBaHI METPOJIOTIYHI BUMOTHY [0 Pe3y/bTaTiB BU3HAUEHHS JIETKUX AOMilOK MmeTonoM TTA.

BukopucToByBaHuil npusaj 3abesnevye BUKOHAHHS Hal6iabL >XopcTKux BUMor 1o ®C3 IOY. Merton TT'A



3aCTOCOBAHMI /1J1s OL[iHKY OJHOPiZHOCTI MAIA i 1711 BCTAHOBJIEHHS aT€CTOBAaHOTrO 3HaYeHHS. [libpanuit MuA nis
kBanidikauii merony TI'A. CpopmyIbOBaHi METPOJIOTIUHI BUMOTH [0 Pe3yJ/bTaTiB BUBHAUEHHS YUCTOTH METOIOM
JCK. Hiopanuit MpA pis kBanidikauii metony JICK. I HbOro 04HOYACHO CXapaKTeprU30BaHi YMCTOTA,
TeMIlepaTypa IJIaBJIeHHs i1 eHTasbllis 11asneHHs. Meton [ICK Bukopucranuii 1 arecrauii yotupbox @C3 1OY
3aJ1 Bepudikallii BA3BHaYEHHS TeMIIEPATyPH IJIABJIEHHS 3 XapaKTepu3alli€lo eHTablii rnasneHHs. Meton TT'A
BUKOPUCTAHUH 1151 BUBHAYEHHS YUCTOTU MJA SIK asbTepHAaTUBHUM MeTo]. ATecToBaHo 14 ®C3 IOV nns

KinbkicHoro BusHavyeHHs i ®C3 OV nna kBanidikauii metonis TTA i JCK.

2. The thesis is devoted to the issues of synthesis of material for certification (CM) of impurities of active
pharmaceutical ingredients and the use of thermogravimetric analysis (TGA) and differential scanning calorimetry
(DSC) for certification of pharmacopoeial reference standards of the State Pharmacopoeia of Ukraine (SPhU RSs).
Ornidazole-diol, ornidazole-epoxide, and pregabalin impurity D of high yield and purity were obtained following
the optimisation of the procedures for their synthesis. The impurities were characterised by TGA and DSC. A
mathematical model is proposed to describe the final part of the thermogram. A statistically sound procedure for
determining the drying end time is substantiated. Metrological requirements for the results of the test for volatile
impurities by TGA are formulated. The obtained results met the stringent requirements for the tasks of SPhU RSs
certification. TGA was used for homogeneity evaluation and establishment of the certified value of CM. A CM for
the qualification of the TGA method was selected. Metrological requirements for the results of the purity
determination by DSC are advanced. A CM for the qualification of the DSC method was selected; its purity, melting
temperature and enthalpy of melting were characterised simultaneously. The DSC method was used in the
certification of 4 SPhU RS intended for the verification of the melting temperature determination with the
characterisation of the enthalpy of melting. The TGA method was used to determine the CM purity as an
alternative method. 14 SPhU RSs for assays and SPhU RSs intended for the qualification of TGA and DSC methods

were certified

Jep>kaBHHHM peecTpaniliHuii Homep [iP:

IIpiopuTeTHHH HANIPSIM PO3BHTKY HayKH i TEXHIKH:
CrpareriyHuii npiopUTETHHH HaNIPSIM iHHOBALLiHHOI Ais1JIbHOCTI:
ITizcyMKH JOCTiI>KEeHHS:

Iyo6sikaii:

HaykoBa (HayKOBO-TE€XHiYHa) IPOAYKILis:
ConiasibHO-€KOHOMIYHA CIPSIMOBAHICTh:

OxopoHHi gokymeHTH Ha OIIIB:

BrnpoBaa>KeHHS pe3yJIbTaTiB AHCEpPTalii:

3B'130K 3 HAYKOBHMH TEMaMH:

VI. BizomocCTi Ipo HayKOBOr0 KepiBHHKA /KEPiBHUKIB (KOHCYJIbTaHTA)

Baacwue IlpizBume Im'a Ilo-6aTbKOBI:
1. JleonTheB IMUTpO AHATOMINIOBUY

2. Leontiev Dmytro

KBasigikamis: 15.00.03

Inentudikarop ORCHID ID: He zactocosyerbcs



JoparkoBa iHdpopmamnist:

IToBHe HaliMEeHYBaHHSI IOPHAUYHOI OCOOH:
Kop 3a €IPIIOY:

Micue3Haxoa KeHHS:

dopma ByTacHOCTI:

Cdepa ynpassriHHS:

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS

VII. BigomocTi npo odilifiHuX ONOHEHTIB Ta PELeH3€HTIB
OdiuiiiHi OIOHEHTH
Bsacue IlpizBuuie Im's I1o-6aThKOBI:

1. Kyuyepenko Jllogmuia IBaHiBHa

2. Kucherenko Liudmyla I.

KBasigikamis: 15.00.03

InenTudikarop ORCHID ID: He 3actocoyerscs
JoparkoBa indpopmamnist:

IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI OCOOH:
Kop 3a €IPIIOY:

Micue3HaxoaKeHHS:

dopma BaacHOCTI:

Cdepa ynpasiiHHS:

ImenTudikarop ROR: He zacrocosyerbcs

CeKTop HayKH: He 3aCTOCOBYETHCS

BaacHe IlpizBume Im's I10-6aThKOBI:
1. Hazaposa Ousiena CepriiBHa

2. Nazarova Olena S.

KBasigikamis: 15.00.03

InenTudikarop ORCHID ID: He sactocoyerbcs
JoparkoBa inHdpopmamnist:

IloBHe HaiMEeHYBaHHS IOPHIHYHOI 0COOH:
Kopg 3a €1PIIOY:

Micue3Haxoa KeHHSI:



dopma By1acHoCTI:
Cdepa ynpasiiHHS:
InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBY€ETHCS

PeuenseHTu

VIII. 3aKkJII04Hi BiZoMOCTi

BiiacHe IIpisBuie Im'sa ITo-6aTbKOBI

roJIOBH pagu

BiiacHe IIpi3Buie Im'sa ITo-6aTbKOBI

rOJIOBYIOYOTO Ha 3acigaHHi

BignoBigasibHuUI 3a MiATOTOBKY

00JIIKOBHX JJOKYMEHTIB

PeecTpartop

KepiBHuKk Bigginy YKpIHTEI, mpo €
BiZIOBiZasIbHUM 3a peecTpallilo HAayKOBOIi

OisIIBHOCTI

Yepuux Banentun [lerpoBuy

YepHux Basentud IleTrpoBuy

IOpuenko T.A.



