O0Js1ikoBa KapTKa aucepTaii

I. 3arasibHi BimOMOCTI

Jep>kaBHHH 00J1iKOBHI HOMep: 0419U002917
Oco006J1uBi TO3HAYKH: BinKpura

JaTa peecrtpamnii: 14-06-2019

Craryc: 3axumeHa

PexBi3utu Hakasy MOH / Haka3y 3aKjazy:

I1. BizomocrTi nipo 3700yBaya

Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. Ber3 Onena BanepiiBHa

2. Bevz Olena

KBasmigikamis:

InenTudikarop ORCID ID: He 3acrocosyerbcs
Bup, pucepranii: kanguzaar Hayk
AcnipaHTypa/JIOKTOpPaHTypa: Tak

IIIn¢dp HayKoBOi creniaIbHOCTI: 15.00.03

Ha3Ba HayKoOBOi CIeniaJIbHOCTI: CTaHapTusallis Ta OpraHisanis BUpOGHMIITBA JiKAPChKUX 3aCO6IB

T'anyss / ramysi 3HaHB. He 3aCTOCOBYETHCS

OcBiTHBO-HayKOBa Mporpama 3i creniaJbHOCTI: He 3acTocoByeTbCs

Jata 3axHcTy: 07-06-2019

CnenianbHICTB 32 OCBITOIO: papmariis

Micue po6oTH 3400yBaya: Haujonanbauii papMaLeBTUYHMI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: ByJ1. [TymkiHcebka, 53, M. XapkiB, XapKiBCbKuii p-H., XapkiBcbka 0671, 61002, Ykpaina

dopma BaacHOCTI:

Cdepa ynpaBriHHS: MiHicTepCTBO OXOPOHH 3/10POB's YKpaiHu

ImenTudikarop ROR: He zacrocoyerbcs



I11. BimomMocTi mpo opranizariiio, e Big0OyBcsl 3aXHCT

Iudp cnenianizoBaHoi BYEHOI pagH (Pa30Boi CIeliaJai30BaHOi BYE€HOI pagu): [l 64.605.01
IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI 0COOM: HaujoHanbHuil papMaleBTUYHMI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: ByJ1. [Tymkincebka, 53, M. XapkiB, XapKiBCcbKuii p-H., XapKiBcbka 0671, 61002, Ykpaina
dopma ByracHoCTI:

Cdepa ynpaBiriHHS: MiHiCTEPCTBO OXOPOHH 3710POB ' YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

IV. BimomocTi Ipo niznpueMcTBO, YCTaHOBY, OpraHi3alliio, B sIKi# 0yJ10

BHKOHAHO JHCEPTaIlilo

IToBHE HaﬁMeHyBaHHﬂ IOPUIHUYHOL 0C00H: HanionanbHuit papmalleBTUYHUIA YHIBEPCUTET

Kog, 3a €IPTIOY: 02010936

Micue3HaxoaKeHHS: ByJ. [TymkiHceKa, 53, M. XapkiB, XapKiBCbKUl p-H., XapKiBcbka 06J1., 61002, Yxkpaina
dopma ByracHOCTI:

Cdepa yIIpaBJIiHHﬂZ MiHicTepcTBO 0XOpOHM 31,0pOB st YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TemaTuYHHUX PYOPHK: 76.31, 76.01.37

Tema gucepranii:
1. HaykoBe oOI'pyHTYBaHHs arecTalii papmMaKkonelHUxX CTAaHJAPTHUX 3Pa3KiB 3 BUKOPMCTAaHHSIM TEPMiYHUX METOZIB

aHasisy

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

Pedepar:

1. lncepranist npucBsYeHa IUTAaHHSIM CUHTE3y Martepiaiy AJs arectanii (MaA) ToMiloK [il0UnX peuyoBUH, a TAaKOX
3acTocyBaHHIO Tepmorpasimerpii (TTA) Ta gudepeHuiiHoi ckanyo4doi kanopumeTpii (ICK) pss arecrauii
dbapmakonenHux crangaptHux 3paskiB (PC3) NepxkaBHoi Papmakorei Ykpainu (IDY). OntrmizoBaHi METOTUKY
CHHTEe3Y, OTPMMaHi 3 BUCOKAM BHUXOJIOM i BUCOKOIO YACTOTOIO OPHiAa30/1-11i0J1, OpHiZa30J1-enoKcu i mperabdasiny
Iomimka D. Ilng ix xapakrepusauii Bukopuctani TT'A ta ICK. 3anponoHoBaHu ONUC KiHLEeBOI YaCTUHU
IlepUBaTOrpaMu MaTeMaTUYHOIO MOJEJIIIO i CTAaTUCTUYHO OOIPYHTOBAHA MpOLieAypa BUBHAYEHHS Yacy 3aKiHU€HHS
BUCyyBaHHA. COOPMYIbOBaHi METPOJIOTiIYHI BUMOTH JJO PE3YyJIbTaTiB BUBHAYEHHS JIETKUX AOMIOK MmeTonom TT'A.
BukopucroByBanuii npusaj, 3abesnedye BUKOHAHHS Hal6isb )kopcTKUx Bumor 1o OC3 IdY. Meton, TT'A
3aCTOCOBAHUM 151 OL[iHKY OTHOPiAHOCTI MAIA i 7151 BCTaHOBJIEHHS aTECTOBAHOTO 3HaYeHHs. [libpanuilt MoA s
kBasidikauii merony TI'A. CopMyabOBaHi METPOJIOTiYHI BUMOTU [0 PE3YJIbTAaTiB BUBHAYEHHS YUCTOTH METOJIOM
JCK. Hiopanuit MpA nis kBanidikanii metony JICK. I HbOro 04HOYACHO CXapaKTeprU30BaHi YMCTOTA,



TeMIlepaTypa IJIaBJIeHHs i1 eHTasbllis 11asneHHsd. Meton [ICK Bukopucrtanuii ajs arecrauii yotupbox @C3 1OY
33151 Bepudikallii BUBHaYeHHS TeMIIEpaTypH IJIaBJIeHHS 3 XapaKTepu3allielo eHTabllii rasneHHs. Meton TTA
BUKOPUCTAHUH 1151 BUBHAYEHHS YUCTOTU MJIA SIK anbTepHaTUBHUM MeTo,. ATecToBaHo 14 ®C3 IOV nns

KinbkicHoro BusHaueHHst i ®C3 IV nna kBanidikauii metonis TI'A 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
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