O6J1ikoBa KapTKa [IiP

I. 3arasibHi BimOMOCTI

Jep>kaBHUH 00J1iIKOBHH HOMeP: 0214U005857

Jep>kaBHUH peecTpauiliHUI HOMeP: 0110U002362

Oco06J1uBi TO3HAYKHU: Binkpura

JaTa peectpamnii: 24-12-2014

II. Etran BukoHnauus JiP
Homep eramny: 1

Ha3sBa eramny: GapmarieBriuHi [OCTiIKEHHS JTiKapChKUX 3aC06IB, pO3PO6Ka METO/[iB KOHTPOJIIO Ta CUCTEMU

3abe3ne4eHHs IKOCTi Ha eTanax ONTOBOI, PO3APiOHOI peasnisalii i MeJUYHOrO 3aCTOCYBaHHSL.
IToyaToK eTamy: 02.2010
3akiH4YeHHs eTamy: 12.2014

Buz 3BiTHOrO AOKYMEHTA: OCTaTO4HMIA 3BiT

I11. BizomocTi npo BukoHaBus JIiP

IloBHe HaliMeHYBaHHSI IOPUAUYHOI 0cooH (ado ITIB ¢izuyHOi 0c00H): Hauionanbna Mmeguana

aKkazeMis micasaauIIomMHoi ocsity iM. [1.JL Illynuka

Kopg 3a €IPIIOY: 01896702

Micue3Haxoa KeHHS:

dopma BaacHoOCTI:

Cdepa ynpaBJIiHHﬂ: MiHiCcTepCTBO OXOPOHU 30POB'S YKpaiHu
InenTudgikarop ROR: He zacrocosyerscs

Poamip opranisarii:

Tenedon: 440-61-92

IV. BimomocrTi nnpo criiBBUKOHaBIIiB [IiP



V. BimomocrTi npo 3amoBHHKa [IiP

IloBHe HaliMeHYBaHHs IOPHAHYHOI 0coou (a6o ITIB pizuuHo0i 0c06H): HanjonansHa meaudna

aKkageMisa nicnaguiuioMHoi ocsitu imedi I1. JI. lynuka

Kog, 3a €EIPIIOY: 01896702

Micuesnaxo,szeHHa: ByJI. loporoxuupka, 9, M. Kuis, Kuiscbka 06:1., 04112, Vkpaina
dopma BaacHOCTI:

Cdepa ynpaBiriHHS: MiHiCTEPCTBO 0XOPOHY 310POB's YKpaiHu

ImenTudikarop ROR: He zacrocoyerbcs

Poamip opranisanii:

TenedoH: 0442054904

VI. I>kepeJia, HanpsiMHu Ta oocsiru pinaHcyBaHHs JIiP

IlincraBa gis IIPOBEOECHHSI HiP: 43 - pnacua ininjiatusa (Km0 poboTa BUKOHYETHCS 3 BJIACHOI iHiljiaTHBU 32

KOLITU BUKOHaBIA HJIP a60 6€3K0ITOBHO)

Hampsam (l)iHchyBaHHﬂ: 2.2 - IpUKJIaHi AOCTiIKeHHS i po3pOOKU
I>kepesia piHaHCYBaHHS

7704 - ByIaCHi KOLITH, KOIITH MiATIPHEMCTB, YCTaHOB, OpraHisaniii, ¢pizuyHoi ocoou Ha

BHUKOHAHHS iHilliaTHUBHHUX POOIT

dakTHyHHH 00cAT piHaAHCYBaHHS (THC. IPH.). 5




VII. BizomocrTi npo IiP
Ha3sBa po6oTH yKpaiHCBHKOIO:

dapmareBTUYHI JOCTiIKeHHS J1iKapChKUX 3aCO6iB, po3p06Ka METO/IiB KOHTPOJIIO Ta CUCTEMU 3a0e3TeYeHHs SIKOCTi

Ha eTarax OITOBOi, po3apibHOI peanizaliii i MeJUYHOTrO 3aCTOCYBaHHS.

Ha3sBa po60oTH aHIJIiHCBHKOIO:

Medicines pharmaceutical research, control methods development and quality protection system at the stage of
wholesale and retail distribution and medical using.

Pedepar yKpaiHCBKOIO:

Mera - 0OrpyHTYBaHHS ITOKa3HUKIB SIKOCT] [IpenapariB pOCJAUHHOTO, CHHTETUYHOTO Ta 6i0T€XHOJIOTiYHOTO
[TOXOJKEHHSI, 3aKOHOMiIpHOCTe BUBiJIbHEHHS] aKTUBHUX PEYOBUH i3 TBEPAUX JO30BaHUX JIIKAPCHKUX 3aCO0iB,
po3pobKa MpuHLMIIIB QYHKI[IOHYBAaHHS CUCTEMHU SIKOCTI Cy0'eKTiB papmarieBTU4YHOI AisipHOCTI. OGrpyHTOBaHI Ta
PO3pOo06JIEHi aITOPUTMHU, CXeMU, (PYHKLIOHATIbHI MOJeli 3a6e3eyeHHs SIKOCT] 6i0JI0TiYHUX JIiKapChKUX 3aCO0iB B
JIaHL103i BiJ, BUPOOHMITBA [10 peadidalii. O6rpyHTOBaHI NIPMHLMANY PO3POOKY, BIIPOBAIKEHHS Ta QYHKIiOHYBaHHS
CHUCTEMMU SIKOCTi Cy6'eKTiB (papMalieBTUYHOI AisIJIbHOCTI, SIKi 3aiiMalOThCS ONTOBOIO Ta PO3MPiOHOIO peanizaliieto JI13,
3aIpONIOHOBAHO METOMOJIOTIYHI Ta MPAKTUYHI MiAXO4Y 10 00YJ0BU CUCTEMU YIIPaBJliHHS SIKiCTI0. OGI'PYHTOBaHO
IOLiBHICTb BIIPOBAJI)KEHHS CUCTEMMU YIIPABJIiHHS SIKIiCTIO B alITEYHUX 3aKJIaJaX 3a MOJEJUIIO CTaHHapTy ISO
9001:2000 nipu ogHOo4YacHOMY BUKOHaHHi BuMor GDP ta GPP, mo Hagae MOKIMBICTb ONITUMI3ALil HiJIbHOCTI Ha
OCHOBi cepTU(iKOBaHOI CUCTEMH YIIPABJIiHHA SIKiCTIO. 3alIpONIOHOBAaHA NIPOLIECHA MOJEJIb Cy0'eKTa
(dapmaneBTUYHOI AisIIbHOCTI Ha eTarax OIITOBOI Ta po3ApiOHOi peasnizalii JI3 B ymoBax cUCTEMU YIIPaBJIiHHS SIKiCTIO.
Po3po6s1€H0 METOAOJIOTIUHI MiIX04! 10 PO3POOKU CTPYKTYPH Ta 3MICTY CTaHAAPTHUX OINepalifHUX IPoLenyp Ta
copMOBaHO iX TUMOBUI MTEPEJTIK MO0 POBIT 32 BiANnoBigHMMYU HanpsiMaMu IisnbHOCTi COJI B ymoBax

3aIIpOBAKEHHS CUCTEMU YIIPABJIiHHA SAKICTIO.

Pedepar aHI1iliCbKOIO:

Aim: To study quality indicators of herbal, synthetic and biotechnological produucts, patterns of release of active
substances of solid dosage drugs, development of the foundations of the quality system functioning for entities of
pharmaceutical activity. There were justified and developed algorithms, diagrams, functional models of quality
assurance of biological medicinal products in the chain from production to sales. There were substantiated
foundations of design, implementation and operation of the quality system for entities of pharmaceutical activity
engaged in wholesale and retail sale of medicinal products; there were offered methodological and practical
approaches to building the quality management system. There was justified the expediency of quality management
system implementation in pharmacies according to the model of ISO 90001: 20000 while meeting the
requirements of GDP and GPP, which enables activity optimization based on the certified quality management
system. There was offered a process model for the entity of pharmaceutical activity on the stages of wholesale and
retail sale of medicinal products in terms of quality management system. The methodological approaches to the
development of the structure and content of standard operating procedures were developed and the standard list
for activities in corresponding areas of pharmaceutical entities practice under the conditions of the quality
management system implementation was formed.

Inpekc YIK: 615.03; 615.1/.3, 616.03;615.1/.3

Koau TeMaTHYHHX PyOPHK: 76.31

KepiBHHKH po6oOTH

Bsacue IlpizBuuie Im's I10-0aThKOBI: Betiotnesa H.O.

HaykoBuii CTyIiHb:



BuyeHe 3BaHHA:
InenTudikarop ORCID ID:

JoparkoBa iHdpopmamnist:

VIII. HaykoBa (HayKoBo-TexHiuHa) npoaykuist (HTII)

Ha3zga HTII yKpaiHCBKOIO: MeTOAMYHI peKOMEHaLLi

Hazpa HTII aurJiiicbKo0: methodical recommendation

HTII, aKy nepenba4asiocss CTBOPHTH:

IIpuunnmn, yepe3s saki HTII He 6ysi0 cTBOpeHoO:

OTpuMmaHi pe3yJIbTaTH:

l'asmy3b 3aCTOCYBaHHS: meudHa ramysb (KOHTPOJIIO SIKOCTI i cTaHmapTU3aLii iKapchbKUx 3aCOGiB)
PeecTpanifiHuii HOMeEpP KapTKH TEXHOJIOTIi:

Omnuc HTII: O6rpyurosasi Ta po3po6iieni anroputmu, cxemu, GyHKIOHAIbHI MOJIENi 3a6€311e4Y€EHHS SIKOCTI
6iosIOriyHUX JIKapChKUX 3aCO06IB B JIaHI[IO3i Bi BUpOOHMLITBA 0 peasizauii. O6rpyHTOBaHI IPUHIUIIA PO3POOKHY,
BIIPOBA/PKEHHS Ta (PYHKLIOHYBAHHS CUCTEMU SIKOCTi Cy0'eKTiB papMaLleBTUYHOI JisIJIbHOCTI, SIKi 3aiIMalOThCsI
OIITOBOIO Ta po3APi6HOI0 pearizaliieto JI3, 3arTponOHOBaHO METOMOJIOTIYHI Ta MPAKTUYHI NiIX0AU IO T0OYI0BU

CHCTEMMU YIIPaBJIiHHA SAKICTIO.
ConiaibHO-eKOHOMIYHA cipssmoBaHicTe HTII:
Bnyins HTII Ha moBKiJj1s:

BnposagskeHHst HTII: He snposamkeHo

ITpakTuyHa peasizanis HTTI
IToyaToK eramy: -
3aKkiHYeHHs eTamy:

Crno>KuBavi NPOAYKILii: -

IlepcneKTHBHI PUHKHU. -

XapakTep cniBpoOiTHHUIITBA 3 iHBECTOPOM
IoTpiGHMI 0GCAT iHBECTHILiH, THC. TPH.:
IlpaBa, 0 HaAAIOTHCS iHBECTOPY MiCJIsA 3aBEPLIEHHSI POOOTH:
HasaBHicTb 6i3Hec-IJIaHY:
TexHiKO-eKOHOMIYHE OOrpYHTYBaHHSI:
IloTeHniaIbHUI 00CAT IPOJAXKY, THC. TPH.:
OuikyBaHHI TepMiH OKYIHOCTi (pPOKiB):

HJonmaTkoBa iHpopmalis:

IX. Bi6siorpadiuyHuii onuc



HanpykoBaHo po3zin B MoHOrpadist, METOAUYHI peKOMEHallii, IHCTPYyKTUBHO-METOAMYHI MaTepiany, 94 HayKOBi

rpaii, OTPUMaHO aBTOPChKE CBiOLITBO HA TBIip

X. 3aKJII0YHi BiTOMOCTI

KepiBHHK I0pHAHYHOI 0COOH

IlepeJtik 0Cci0O-BHKOHABILiB
Bygnikosa T.M.

Mapycenko H.O.

[Myunumayk JLB.

Paguyenko A.TI.

Pumap M.B.

Tomoposa B.I.

Y6oros C.I'.

®enopona JI.O.

[ykaesa JI.O.

BignoBigasbHHUIH 3a HiATOTOBKY

00JIiKOBUX JOKYMEHTIB
Tenedpon

PeecTpartop

KepiBHuKk Bigginy YKpIHTEI, mpo €
BiZIIIOBiZaJIbHUM 32 peECTpallil0o HAyKOBOi

OisIIBHOCTI

Boponenko Opint Bacuinbosuy
I. MeZ,. H.




