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1. General provisions

1.1 The program was drawn up in accordance with the Order of the Minister of Education
and Science of the Republic of Kazakhstan dated October 31, 2018 No. 600 “On approval of the
Model Rules for Admission to Education in Educational Organizations Implementing
Educational Programs of Higher and Postgraduate Education” (hereinafter referred to as the
Model Rules).

1.2 Applicants for doctoral studies take an exam in the profile of a group of educational
programs. Exam questions are divided into 3 blocks: block 1 - questions on the discipline
"Management and Marketing in Pharmacy", block 2 - on the discipline "Organization and
planning of scientific research in Pharmacy”, block 3 - on the discipline "Standardization of
drugs and MD".

Blocks Points
bnox 1 30
biok 2 30
bnok 3 40
Maximum 100

1.3 The duration of the entrance exam is 4 hours.



2. Topics for exam preparation
according to the profile of the group of the educational program.

Block 1
Discipline: Management and Marketing in Pharmacy

Topic 1. Pharmaceutical care as part of health care, the relationship with the systems of
medical and sanitary-epidemiological care.

Topic 2. "System for ensuring the effectiveness, safety and quality of pharmaceutical
products.”

Topic 3. International and Kazakhstani standards for the protection of the health of
citizens, good pharmaceutical practices.

Topic 4. Management as a tool for managing a pharmaceutical organization, factors
influencing the practical work of a manager.

Topic 5. Personnel management, basic principles and directions of the pharmaceutical
organization. Structural division of labor in pharmaceutical organizations.

Topic 6. Methodological foundations of marketing research in the field of drug
circulation, rules and procedures for marketing research.

Topic 7. Marketing communications management system. Marketing information
system.

Topic 8. Legal regulation of pharmaceutical activity and circulation of medicines in the
Republic of Kazakhstan.

List of sources used:

1. Konexc Pecny6nuku Ka3zaxctan o 3710poBbe HapoJa M CHUCTEME 3/paBOOXPAaHEHUs (C
U3MCHEHHSIMH | JOTMOJIHEHUAMHE 1Mo cocTosiHmto Ha 07.07.2020 1.).

2. llpuka3 n.0. Munuctpa 3npaBooxpanenust Pecryomukn Kaszaxcran ot 04 ¢depans
2021 Ne KP JCM-15 «OO0 yTBepXAE€HUU HaUIeKaUMX (apMaleBTUUECKUX MPAKTHK.
3apeructpupoBad B Munucrepctse octuiiuu Pecnyonuku Kazaxcran 9 despans 2021 roma Ne
22167

3. Ilpuka3 Munucrtpa 3npaBooxpanenus Pecnyommkn Kaszaxcran ot 23 nmexabpst 2020
roga Ne KP ICM-15 «O06 yTBep»aeHUU MpaBUil NpoBeieHus (papMaKkoHaI30pa U MOHUTOPHHTA
0e30macHOCTH, KadecTBa U 3P (HEKTUBHOCTH MEIUITUHCKUX U3ICTUI.

4. ITpuka3 Munuctpa 3npaBooxpanenust Peciyonuku Kaszaxcran ot 8 mas 2019 rona Ne
KP ACM-70 «O6 ytBepxaenuun [IpaBun paspabotku u yTBepxkaeHus Kaszaxcranckoro
HaIlMOHAJIBHOTO JIEKApCTBEHHOTO (hopMyJsisipa». 3aperucTpupoBaH B MHUHHMCTEPCTBE IOCTHIMU
Pecny6ommkun Kazaxcran 13 mas 2019 roma Ne 18655

5. Ilpuka3 Munucrtpa 31paBooxpanenus PecnyOnuku Kazaxcran ot 11 nmexabps 2020
roga Ne KP JICM-255/2020 «O06 yTBep)KICHHUM TPaBHJI MPOBEICHUS JIOKIMHHYSCKHX
(HeKJIMHUYECKUX) HUCCIIEAOBAaHMM W  TpeOoBaHUS K JOKIMHMYECKHMM 0a3aM  OLEHKH
OMOJOTHYECKOr0 JACHCTBUS MEIUIMHCKUX HW3JeNHil». 3aperucTpupoBaH B MuHHCTEpCTBE
toctuiuu PeciyOmuku Kazaxcran 15 gexadpst 2020 romga Ne 21794

6. Ilpuka3z Munwucrpa 3npaBooxpanenns PecnyOommkn Kaszaxcran ot 11 mexabpst 2020
roga Ne KP JICM-248/2020 «OO0 yTBep)KIEHUH TPABWJI MPOBENEHUS KIMHHUYECKUX
HCCJIEIOBAaHUM JIEKapCTBEHHBIX CPEJCTB U MEAMIMHCKUX H3JeNui, KIMHUKO-1a00paTOPHBIX
UCTIBITAHUN MEIUIUHCKUX W3JeNUil s JUarHOCTUKM BHE XHMBOTO opranusma (in vitro) u
TpeOoBaHUS K KIMHUYECKUM 0a3aM U OKa3aHUs rocyJapCTBEHHOM ycimyru Beinaua paspemieHus
Ha TPOBEJCHHUE KIMHUYECKOTO HCCIENOBaHMS W (WIM) HCIBITaHUS (apMaKOJOTHUECKUX U
JIEKapCTBEHHBIX CPEACTB, MEIULUHCKUX W3AeIui». 3aperucrpupoBaH B MMHHCTEPCTBE
foctuimu Pecryonuku Kazaxcran 14 nexa6ps 2020 rona Ne 21772



7. Tlpuka3 u.o. Munucrtpa 3apaBooxpanenusi PecnyOnuku Kazaxcran ot 27 oKTs0ps
2020 romga Ne KP JACM-157/2020 «OO6 yTBepXAE€HUM MpaBHI IPOBEACHUS aKKPEIUTALUU
HUCIIBITAaTCIIbHBIX J'Ia60paT0pI/II71, OCYHICCTBIAOIIUX MOHOIIOJIBbHYIO ACATCIBHOCTE 110 3KCIIEPTU3EC
Hn OIICHKC 0€30IIaCHOCTA M KadyecTBa JICKAPCTBCHHBIX CPCACTB U MCIAUIMHCKUX H3H€HHﬁ)>.
3apeructpupoBad B MunucTepcTBe foctunnu Pecryommku Kazaxcran 29 oktsaops 2020 roma Ne
21540.

8. Good Pharmacy Practice (GPP) in Community and Hospital Pharmacy Settings.
WHO. 1996. WHO/Pharm/DAP 96.1. Hamnexamas anrteunas unpaktuka (HAII) B
06H.I€CTB CHHBIX u OOJILHUYHBIX alITCKax.
https://extranet.who.int/iris/restricted/handle/10665/63097.

9. World Health Organization (WHO). Joint FIP/WHO guidelines on good pharmacy
practice: standards for quality of pharmacy services. WHO Technical Report Series, No. 961,
2011. Geneva: World Health Organization; 2011.

10. (English; Portuguese); Abstract available. By: Oliveira LT; Silva CP; Guedes
MD; Sousa AC; Sarno F, Einstein (Sao Paulo, Brazil) [Einstein (Sao Paulo)], ISSN: 2317-6385,
2016 Jul-Sep; Vol. 14 (3), pp. 415-419; Publisher: Instituto de Ensino e Pesquisa Albert Einstein;
PMID: 27759833, ba3za nanueix: MEDLINE

11. Good Pharmacy Practice (GPP) in developing countries.Supplementary
guidelines for stepwise implementation.FIP Community Pharmacy Section: 2009

12. VYwmyp3axosa I['.K., Illomabaesa A.P., [Jatxaes Y.M. OGocHOBaHHE BHEIpPEHUS
CHGHH&HBHOCTeﬁ «Kinmunueckas (1)apMauI/Im> u <<praBJ'IeHI/Ie Kauye€CTBOM B (bapMaI_II/II/I» B
HOMCHKJIATyphl (apmaneBThdeckux crenuanpbHocTeit PK // ®apmanus Kazaxcrana. - 2017. -
Nel.- C. 42-45.

13. Hospital Pharmacy Administration Central Administration of Pharmaceutical
Affairs/ Egyptian Clinical Pharmacy Standards of Practice/ Edition 1 - Editors Ph Raghda
Shehab Eldin Abdel Lateef, BSc. Pharm, MSc. Candidate — 2014.

14. [lonabaeBa A.P., YebGortapenko H.A., Xumenko C.B. dapmakodskoHOMHKA:
VYuebHoe nmocodue. Anmater: UIT «M3natensctBo AKHYPy». — 2016. — 146¢.

15.  American College of Clinical Pharmacy. Standards of Practice for Clinical
Pharmacists. Pharmacotherapy 2014.

16. Tpynosoit konekc Pecny6nuku Kaszaxcran 2016 (ot 23 Hos6ps 2015 roma Ne
414-V). Beenen B neiictBue 1 suBaps 2016 rona

Block 2
Discipline ""Organization and planning of scientific
Research in Pharmacy.

Topic 1. The concept of science, definitions, types of scientific research in pharmacy,
functions.

Topic 2. Subject and tasks of the methodology of scientific knowledge.

Topic 3. Scientific research, structure. Fundamental and applied research.

Topic 4. General scientific methods of empirical research: observation, comparison,
calculation, measurement, experiment.

Topic 5. Resource indicators of scientific research. Indicators of the effectiveness of
science.

Topic 6. Preparation of scientific materials for publication in print. Procedures for
formulating a scientific hypothesis. Basic requirements for a scientific hypothesis.

Topic 7. The level of development and the main directions of scientific research in various
countries of the world.

Topic 8. The Internet as one of the promising sources of information support for
fundamental and applied scientific research.


https://extranet.who.int/iris/restricted/handle/10665/63097

List of sources used:

1. Carey S.S. A Beginner's Guide to Scientific Method. — Wadsworth Publishing, 2003.

2. Carter M. Designing Science Presentations: A Visual Guide to Figures, Papers, Slides,
Posters, and More, Academic Press, 2013.

3. Kayzsipos T.E. IIpaBo unTemIeKTYyanpHOi codctBeHHOCTH B PecnyOnuke Kazaxcran,
Ammarsr: XKerti xaprei, 1999 — 68 c.

4. Topocsu B.I'. Ucropus u punocodus Hayku: yueOHUK 17151 By30B. — M., 2012.

5. OmxkoB A.B. OCHOBBI IJIaHUPOBAHUS HAYYHBIX HcclaeAoBaHui. Kazak yHHBEpCHTETI,
2004.

Additional:

1. Murypenko, P. A. HayuHo-uccnenoBarenbckas padora: YueOHO-MeTo. mocodue. 2-e
u3a., crep. — Tomck: U3n-so TIIY, 2018. — 184 c.

2. Hosukosa, C. C. ConnoIOrHYeCKAe U IICUXOJIOTMYECKHE METOILI MCCIEIOBAHUNA B
couuanpHON pabore: Yuebnoe mocobue mia By3oB / C. C. HoBukoBa, A. B. ConoBbéB. — M.:
Axagemuueckuit [Ipoext: ['ayneamyc, 2015. — 496 c.

3. HOnos B. ®. Hayuynoe wmbinuienue. Monorpadus. — Kupos: 2007. // DnextpoHHas
nyomukarust: LleaTp rymanutapabix Texaonormii. — 08.10.2013.

4. bypusameBa, JI.LA. AKTUBHbIE ¥ HWHTEPAKTUBHbIE METOJIbl OOyuY€HHUS B
00pa30oBaTeIbHOM TIPOIecCce BBICIICH MIKOIBI. Metoauueckoe nocodue / JI.A. Bypasimesa. - M.
KunoPyc, 2016. - 378 c.

5. BoponkoBa, O.b. UH(dopmanmnoHHbIe TEXHONIOTHMH B 0Opa3oBaHUM. VHTEpaKTUBHEIC
metoabl / O.b. Boponkosa. - M.: ®enukc, 2010. - 486 c.

Block 3

Discipline ""Standardization of drugs and MD"".
Topic 1. State Pharmacopoeia general pharmacopoeial articles on dosage forms and
methods of analysis.
Topic 2. Pharmaceutical development (ICH Q 8).
Topic 3. The concept of good GxP practices in pharmacy. Stages of the life cycle of drugs.
Topic 4. Preclinical studies. Good Laboratory Practice (GLP).
Topic 5. Draw up an algorithm "Stages of creating a new drug".
Topic 6. Risk management (ICH Q9). System of corrective and preventive actions
(CAPA). Factors contributing to improvement. Continuous improvement.
Topic 7. Pharmaceutical quality system according to ICH Q10. Stages of implementation
of FGC at the enterprise.
Topic 8. State registration, re-registration and amendments to the registration dossier of a
medicinal product, medical devices and medical equipment.

3. List of sources used.

Main:

1. buoxumMudecKkre OCHOBBI XUMUU OMOJIOTHYECKH aKTUBHBIX BEIIECTB [II1. pec.]: yu.
noc. / KoBanenko JI. B. - 3-e u3a. (311.). - M.: BUHOM, Jlaboparopus 3uanuii, 2015, 232 c.
(YueOnuk mns Boicieit mkousl). - ISBN 978-5-9963-2625-9.

2. T'ocynapctBennas ¢apmakones PK. - 1 tom — Anmarel. — M3patenbckuit oM.
«Kibex xombry.— 2008.— 592 c.

3. T'ocymapctBennas Qapmaxores PK. - 2 tom — Anmarel. — V3maTenbckuil JoM.:
«Kibex >xoinb». - 2009. — 804 c.

4. TocynapctBenHas ¢apmakones PK. - 3 tom — Anmarel. — M3patenbckuii oM.

«Kibek xonepy. — 2014, — 872 c.



5. MamkoBckuii M.Jl. — JIekapcTtBeHHbie cpeacTBa. M., Menuinuna, 2008, 1U3a. 15.

6. Ilpukaz KP JICM-16 09.02.2021. IIpaBuia rocyaapcTBEHHOW pErHCTpaLUH,
NepeperucTpalui U BHECEHUS! U3MEHEHHUI B PErHCTPAIlMOHHOE JJOChE JEKApCTBEHHBIX CPECTB,
U3/IeNTNI MEIUIIMHCKOTO Ha3HAYCHUS U MEAUIIUHCKON TEXHUKHU.

7. Ilpuka3z Ne KP JICM-10 ot 27 suBapsa 2021 roxa. IlpaBui nmpoBeaeHUs] SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB U METULIMHCKUX U3JCITUIA

8. ITpuka3 ot 21 saBaps 2021 roga Ne KP JICM-8. IlpaBuna Beigaun cepTudukaTa
Ha (papmaneBTuueckuit npoaykt (CPP).

9. [Tpuka3z Ne KP JICM-20 ot 16 deBpans 2021 roga. [IpaBuia oleHKH yCIOBUI
MPOU3BOJICTBA M CHCTEMbl OOECIEUEHHUs KauecTBa IMPU TOCYAAPCTBEHHOW perucTpanuu
JICKapPCTBEHHBIX CPEJICTB, U3ICIHSI METUIIMHCKOTO Ha3HAUCHUS U MEIUIIMHCKON TEXHUKHU.

Electronic sources

1. Guide to Drug Development: A Comprehensive Review & Assessment 1st Edition.
Washington: Wiley — 2008. 1232 p.

2. http://www.ema.europa.eu

3. http://www.ICH Website

4. http://lwww.FDA Website



