MIHICTEPCTBO OXOPOHW 30OPOB’A YKPAIHU
HALUIOHAIIbHUN ®APMALEBTUYHNN YHIBEPCUTET

Kadheaopa MeHeIXMEHTY, MapKeTUHry Ta 3abesnedeHHsa AKoCTi y dhapmadii

OcBiTHA nporpama: YnpassiHHA OXOPOHOI0 300pOB’A Ta hapMaueBTUYHUM Oi3HECOM

HAJNNEXHI PAPMALEBTU4YHI NMPAKTUKI




MeTa OCBIiTHLOI KOMMOHEHTHU

MeToro OCBITHBOI KOMMNOHEHTHU €
O3HaWOMIIEHHSA CTYAEHTIB i3
TEOpPETUYHUMIN 3acafamMu
peryntoBaHHSA pisHUX cep
doapmaueBTUYHOI AiANbHOCTI 3 NO3ULLIN
3abesnevyeHHs 1 ynpaBniHHSA SIKICTHO
nikapcbKknx 3acobis.



3aBaaHHA OCBITHLOI KOMMOHEHTU

Habytra 3HaHb NOB'A3aHMX 3  3aralibHUMM
NOHATTAMWM CTaHOapTu3aLil npouecis, WO BNAMBAOTb
Ha 4HAKICTb JiKapCbknx 3acobiB, BIgNOBIOHO A0
Cy4YaCHUX BUMOI, 3aCBOEHHA ©0a3o0BUX NPUHUUNIB
opraHisauil KOHTposito, 3abe3neyeHHa W ynpasBniHHA
AKICTIO (papmaueBTUYHOI NpoayKUil Ha PI3HMX eTanax
[l X)KUTTEBOIrO LMKIY; O3HAUOMIIEHHS 3 MOJSIOXKEHHAMMU
YMHHMX HOPMAaTUBHUX | 3aKOHOOABYMX aKTIiB YKpaiHu
o040 niueH3yBaHHA, cepTudikauil, akpeauTtauil, a
TakoX 3abesrneyeHHA HaOyTTa 3400yBavyamu BULLOI
OCBITU MPaKTU4YHMX HaABMYOK LWOOO0 peanisaul
NOMIOXEeHb HaneXHUxX MpakTUK Ha nignpuemcreax
dbapmaueBTUYHOI cdhepu.




Pe3ynbTaTn HaBYaHHSA

KOMIMNETEHTHOCTI:

3a2alibHi.
. 30aTHICTb 40 abCTPaKTHOro MUCMNEHHS, aHani3y Ta CUHTe3y.

cneuyianbHi (ghaxoesi, npedMemHi).
. 30aTHICTb nNpuMMaTK yy4acTb B YOOCKOHAreHHi opradisauil cucrtemu
OXOPOHW 340p0OB’S B YKpaiHi 3 ypaxyBaHHAM BMMOI Mi>)KHApOAHUX CTaHOapTIB
SIKOCTI Ta HanexHux papmMaueBTUYHUX MPaKTUK, CUCTEMHO BMOYOOBYyBaTU
aianbHicte 303 i ®O 3rigHO 3 KOHUEenuiel Aep)XaBHOro yrpasniHHA
OXOPOHOK 340POB’Sl, CTBOPOBATM YMOBU AN NOCTIMHOrO NiaBULLEHHS SIKOCTI
MeaNYHOoT i dapmMaueBTUYHOI JONOMOrM HaCcesrieHHo (nauieHTam).

I[HTerpaTtuBHi KiHUEBI rnpoepamMHi pe3ynbmamu Hae4yaHHs ([1PH),
doOpMYyBaHHIO SIKUX CMPUSAE OCBITHA KOMIMOHEHTA:
po3pobnATM | BApoBagkyBaTM 3axoan (nporpamun) 3 YOOCKOHaNEHHS
opraHi3auiMHOro MexaHi3aMy CUCTEMM OXOPOHM 340pOoB’S B YKpaiHi 3rigHO 3
BMMOramMmm MiXKHapoOHWX CTaHAApPTIB SIKOCTI Ta HaNeXHuxXx papmaueBTUYHUX
NPaKkTUK, cMCTEMHO BnbyaosyBaTth AisnbHicTb 303 i GO 3rigHO 3 KOHUENUIED
AEepXXaBHOro yrnpasniHHSA OXOPOHOK 300POB’A Ans 3abe3nevyeHHA HanexHol
SAKOCTi MeanyHol i dpapmMaueBTUYHOT JOMNOMOrM HaceneHH (nauieHTam).
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» OCHOBHI MOHATTH, TepMiHMW Ta BU3HAYEHHS Yy cdoepi 3abe3neyeHHsa SKOCTI
nikapcbknx 3acobis;

> ICTOpIl0 CBITOBOrOo pPO3BUTKY MiAXO4IB A0 KOHTPOMK | 3abes3neyeHHs1 SKOCTI
doapmaueBTUYHOI NPOAYKLUIT;

» OCHOBHiI BigOMOCTI Mpo AisiNbHICTb MiKHAPOAHUX, perioHanbHMX | HauiOHarnbHUX
opraHisauin hapmaueBTUYHOro NPointo;

> aepXaBHy KoHuenuito 3abesnedeHHs1 SKOCTi nikapcbkmx 3acobis B YkpaiHi Ta
CKIlagoBi BiANOBIAHOI CUCTEMU PETYNATOPHUX OPraHiB;

» OCHOBHI BIiQOMOCTI Npo AisnbHICTb [epxaBHOI cnyxbm YkpaiHn 3 nikapCbKnx
3acobis, [epxaBHoro ekcnepTtHoro ueHTpy MO3 VYkpaiun, [epxaBHOro
dapmMakonerMHoOro UeHTpy Ta I(HWWX YCTaHOB ranysi, wo 6epyTb y4vactb Yy
dYHKLIOHYBaHHI BIiTYM3HSAHOI AepXaBHOI cUCTEMM 3abe3rneyvyeHHs1 SIKOCTi NiKapCbKuUX
3aco0iB;

» OCHOBHi NONOXEeHHA HauioHanbHUX HactaHoB 3 nikapcbkmnx 3acobiB;

» 3aranbHUN NOPSOOK AepXKaBHOI peecTpalil Ta nepepeecTpauii nikapcbkmnx 3acobis
B YKpalHi;

> 3aranbHUN MOPSOOoK pPO3pobKM, BMNPOBaXEHHSA | MNiATPUMKKM  dapmMaueBTUYHOI
CUCTEMU SAKOCTI NnignpuemMcTea 3 BUpobHuUTBa / oUCTpubyLii nikapCbknx 3acobis;

» OCHOBM HanexHoro (yHKUiOHyBaHHS CUCTEMWU LOKYMeHTooOiry opradisauii npu
BNPOBAaXXEHHI Ta PO3BUTKY (hapmMaueBTUYHOI CUCTEMU SKOCTI;

» nigxoau, MeToam i 3acobu ynpasniHHA pu3nkamu Ons SKOCTi NikapCbKux 3acobis;

» CYTb 3anobiKHUX | KopuryBanbHUX Ai B CBITAI NONITUKM MOCTIMHOIO MiaABULLEHHSA
SIKOCTI OiSsNbHOCTI opraHisauin dpapmMaueBTUYHOIO CEKTOpPY;

» OCHOBHI MOJIOXKEHHSA LWOoA0 MpoBedeHHs BHYTPIWHIX ayauTiB (camoiHCnekuin) B
MeXxXax dpapMaLeBTUYHMUX CUCTEM SKOCTI;



» BM3Ha4aTu npouecu, HeobxigHi ana opmyBaHHA hapmaueBTUYHOT CUCTEMU AKOCTI
nignpnemMmctea oapmMaueBTUYHOIO CEKTOPY;

» po3pobnATn TUMNOBI OOKYMeHTOBaHi npouenypu (y TOMY 4ucni — CTaHOapTHI
onepauinHi npoueaypu, COIT) gna pernameHTadii npouecie dapmMmaLeBTUYHOI CUCTEMN
SKOCTI;

» iHTeprpeTyBaTu MNOSIOXEHHA N BUMOIM 3aKOHOAABYMX | HOPMATMBHUX akTiB Yy cdoepi
0biry nikapcbkux 3acobis;

> po3pobnatn Tunosi oopMuM NPOTOKOMIB (3anuciB), 3aCTOCOBHUX ONs peecTpauil
OaHnx npo  JYHKUIOHYBaHHA npoueciB  dapMaueBTUYHOI CUCTEMU  HAKOCTI |
BiANOBIAHICTb NPOAYKLiT BCTAHOBNEHUM BUMOram;

» po3pobnAaTn nporpamu i nNfaHn NpoBedeHHS BHYTPILLHIX ayguTiB (CamMoiHCMeKLin)
drapmMaueBTUYHOI CUCTEMMU AKOCTI, @ TaKoX ONuTyBanbHi nMcTn, doopmun (GnaHkn) ons
peecTpauii cBigouTB ayauTiB, 3BiTU 3a pe3yrnbTaTaMmn ayauTis;

> po3pobnATU nnaHuM  KopuryBarnbHUX [OiA ONA  YCYHEHHA HacnigkiB i NpUYnH
BUHUKHEHHS BUABIIEHMX HeBIAMNOBIAHOCTEM Y OYHKUIOHYBaHHI dapmaueBTUYHOT
CUCTEMW AKOCTI;

> (bopmyntoBaTy NOKA3HMKWU | KPUTEPIl ONS OUiHIOBaAHHA pe3ynbTaTUBHOCTI Mpouecis
dapMaLeBTUYHOI CUCTEMWU HAKOCTI, a TakoX Bubupatu BIignNoBiAHI meToan Ans
30INCHEHHSI TAKOro OLIHKOBAHHS;

> po3pobnaTn  OCHOBHI  nonoxeHHa  "loniTkn  woao  sKocTi"  opradisauii
dpapmaueBTUYHOro nNpoqinto;

> (bopmyntoBaTtu Lini B cdoepi AKOCTI opraHisauil dapmaueBTUYHOro Npodinto;

» cKknagaTtu 3BiTW NMpo (PYHKUIOHYBaHHA dpapMaueBTUYHOI CUCTEMM SIKOCTI Ta MiaHu
LLLOAO BXUTTS 4iK AN I NOCTIMHOIO yAOCKOHANEHHSs;



TeMun oCBITHLOI KOMMOHEHTM:

Tema 1.». BeegeHHa B kypc «HamnexHi npaktumkun vy
dhapmadiin». XpoHOnoria CBITOBOrO PO3BUTKY HaykKnm nNpo 3abes3neyeHHs i
ynpaBniHHA gkicTio. EBontouia nigxodie o  3abesneyeHHs  SKOCTI
nikapcbkux 3acobis.

Tema 2. KoHuenuis HanexHux dapmMaueBTUYHMX NPaKTUK Ta IX
posib y 3abe3neyeHHi SKOCTi Ha BCiX eTanax XUTTEBOro LMKy JiKapCbKnx
3acobiB. HopmaTtuBHO-npaBoBa 6a3a 3abe3neyeHHa AKOCTI NiKapCbKuX
3acobiB B YkpaiHi Ta €Bponencbkomy Cotoasi.

Tema 3. [liAnbHiCTb perynsatopHux opraHis y cdepi obiry N3. Ix
dyHKUIT Ta HanpsiMkn poboTu. AHari3 OCHOBHUX efleMeHTIB AepKaBHOI
cuctemn 3abesneyveHHs AKOCTI JikapCbknx 3acobiB. Ponb [epxaBHOI
dapmakonei YkpaiHu. CepTudikauia Ta niueH3yBaHHA CcyO’eKkTiB
dpapmaLeBTUYHOIO PUHKY YKpalHu.

Tema 4. TloHATTA cuUcTeMM YMpaBniHHA SKICTIO NiANPUEMCTB —
cyb’ekTiB (hapMauUeBTUYHOIO PUHKY (hapMaueBTUYHUX CUCTEM HAKOCTI).
Ornag BuMmoOr yHiBepcanbHoro ctaHgapty ISO 9001 i ranyseBoi
HactaHoBu ICH Q10 Pharmaceutical Quality System. Etann nobynosu
dCA.

Tema 5. PernameHtauis Ta  [OOKYMEHTYBaHHA  MpoLeciB
dapmaueBTUYHOI cucTteMmn sikocTi. Po3pobka HactaHoBuM wWoao SIKOCTI,
AOKYMEHTOBaHMX Mpoueayp BUKOHaHHA npoueciB PCHA Ta cTtaHOapTHUX
onepauinHux npouenyp.

Tema 6. AHani3 Ta ouiHKka pU3KKiB 4N SKOCTI NPy dapMaLeBTUYHIN
po3pobui Ta BupobHMuTBI J13. MeToaM BM3HAYEHHS, aHanidy Ta OUiHKK
PU3KKIB AN AKOCTI NikapCbknx 3acobis.

Tema 7. OpraHizauisa gisnbHOCTI 3 Banigauil BUPOOHMYMX NPOLECIB |
kBanicikauii obnagHaHHs Ta OOMNOMIKHMX CUCTEM Ha NiANPUEMCTBAX —
cyb’ekTax hapmMaueBTUYHOIO PUHKY.

Tema 8. BHyTpiwHi ayantn (camoiHcnekuil) dpapmaueBTUYHUX
CUCTEM HAKOCTI: OpraHisauis, JOKYMeHTanbHUA CyrnpoBig, MeToam ayouTy,
ncUxXonorivHi n eTu4dHi acnekTn. KopurysanbHi 1 3anobixHi Ail.
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HauioHanbHUn dbapMaueBTUYHUN YHIBEPCUTET TenedooH: (057) 7718147

Byn. O. HeBcbkoro, 18, m. Xapkis, 61002 Email: yezjf@nuph.edu.ua



