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Mporpama HaBYaNIbHOI AUCUUNAIHU

1. Onuc HaBYaNbHOI AUCLUNAIHMK, iT MeTa, NnpeaMeT BUBYAHHA Ta pe3yNbTaTu HaBYaHHA

Lo 6yae BuBuaTuca

Knacuodikauis 6iomeanyHoi npoaykuii (nikapcbKi 3acobu, imyHobionoriyHi npenapatv, meanyHi Bupobum
Ta nNapadapmaueBTMYHaA NPOAYKLiA); OCHOBWU PErynaTOPHUX BiAHOCUMH B Trany3i OXOPOHW 340pOB’S;
3aranbHa XapaKTepUCTMKa NpoLeaypu peectpauii (nepepeectpalii) biopapmanyeBTUUYHOT NpoayKLii; TMNK
3asB Ha peecTpaLito, 06’em A0Ka30BOi 6a3mM Ta CTPYKTYPU PEECTPALLIMHOrO AOCbE ANA Pi3HMX TUMIB 3aAB;
npoueaypu nepepeecTpaLii Ta BHECEHHA 3MiH 40 PEECTPALIMHOIO AOCbE; BUMOrM A0 papmaKoHarnaay;
0CcOb6ANBOCTI perynaTopHMX BiAHOCUH NpU peecTpauii megmnyHnx BUPo6iB B YKpaiHi; OCHOBHI acnekTu
peecTpauii HyTpMUEBTUKIB Ta napadapmaueBTMKiB B YKpaiHi; OCHOBHI BMMOIMM CUCTEMM HaNEXKHUX
BUPOOHUUMX NPaKTUK GXP Aansa nignpuemcTB WO 3aMMatloTbCa BUPOOHMUTBOM BiomeanyHOT npoaykuii;
cepTudiKalia Ta 3abe3nevyeHHs AKOCTI Ha NiANPUEMCTBAX NO BUPOOHULTBY BioMeaMYHOT NPOAYKLi.


https://bi.fbmi.kpi.ua/uk/lutsenkoua/
mailto:lutsenko.tetiana@lll.kpi.ua
https://do.ipo.kpi.ua/
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Meta gucumnniHm
YKpaiHa BNeBHEHO PYXa€ETbCA B HAaNPAMKY rapMoHi3auii HauioHa/IbHOro 3aKOHOAABCTBA, Y TOMY YUCAi B
chepi obiry npoayKuii B ranys oxopoHu 340pOB’sA, i3 BiANOBIAHMMM HOPMATUBHO-NPABOBUMM aKTaMu
€sponencbkoro MapnameHTy Ta Pagn EC. Tomy 0co6/11MBO BarKANBUMM € BUBYEHHA BUMOT A0 peecTpalii,
nepepeecTpauii Ta NiLeH3yBaHHA /liKapCbKMX 3acobiB.
[ianbHicTb No BUpObHMUTBY Ta 06iry NpoayKLii B rany3i OXOpoHM 340p0B A B YKpaiHi perytoeTbca Lioto
HM3KOID HOPMATUBHO-NMPABOBMUX aKTiB, OCHOBHIi MONIOXEHHS SKUX CNpPsAMOBaHi Ha 3abe3neyeHHsA
HaceneHHA 6e3neyHMmm, AKICHUMU Ta ePeKTUBHMMM NPOAYKTaAMMU.
TaKkoX, cboroaHi B YKpaiHi CTBOPIOETbCA TPUPIBHEBA CUCTEMA KOHTPOJIO 33 AKICTIO NPOAYKUil B ranysi
OXOPOHU 340POB’A, WO BUBOAATLCA HA BiTYM3HAHUIA PUHOK. OCHOBHMMW NaHKaMU AKOI € AEepPrKaBHUMN
KOHTPO/1b 33 AKICTIO, Aiep:KaBHa pPeecTpaLia i nepepeecTpaLis, AepxKaBHe NilueH3yBaHHA | cepTudikauis —
TiCHO NOB’sA3aHi MiK coboto. [0/IOBHUI AKLEHT Y Uil cMCTEMi pobUTbCA Ha BignoBiAHOCTI BUPOOHULTBA
nikis Bumoram GMP. Bci acnekTtn 6yayTb po3rnaHyTi B 4AHOMY KypCi HaBYaNbHOT AUCUMNANIHN.
YoMy MOKHA HaBYMTUCA
3HaHHA:
® npoueayp peecTpadii (nepepeecTpalii) biopapmaueBTUYHOI NPOAYKLT;
® TWMiB 3aAB Ha peecTpaLito, 06’em AOKa30BOi 6a3m Ta CTPYKTYpPU PEECTPALIMHOrO A0CbE ANA Pi3HUX
TUNIB 3a8B;
BMMOT 0 AOKYMeHTaUii 3 dapmakoHarnaay;
Knacuoikauii megmMyHmMx BMpobiB BCix TUNIB;
® nopagoK po3pobku, BMNpobyBaHHA, BMPOOHWUTBA, OWIHKM BignoBigHOCTI, 06iry meanYHUX
BMPO6IB Ta 0COH6NMBOCTI OLLIHKM iX BiANOBIAHOCTI;
® BUMOr TEXHIYHUX pEernameHTH Woa0 MegnuyHMX BUPobiB pisHMX TUNIB;
® ocobnmeocTen cepTndikayii HyTPULLEBTUKIB Ta NapadapmaLeBTMKIB B YKpaiHi Ta BUMOr OCHOBHOI
HOPMATMUBHOI LOKYMEHTAL;
® npoueciB, HeobXiaHMX ANnA GYHKLIOHYBAHHA CUCTEMUM MEHEOMKMEHTY AKOCTI Ha NiANPMEMCTBAX NO
BUPOOHNLTBY BiomeaMUYHOI NpoayKLi.
BmiHHA:
® pPOo3p0b6ATU peecTpaliiHy AOKYMEHTAL0 Ha BioMmeanYHY NPOAYKLtO;
® BMiHHA PO3p0bAATM AOKYMEHTaLi0 No papMKOHarnaay oA NPOAYKLIi B ranysi CMCTEMM OXOPOHU
30p0OB’s;
® po3pobKa AOKYMEHTIB ANA NiArOTOBKM A0 cepTudikauii cuctemm MeHeaKMeEHTY AKOCTi Ha
NiaoNPUEMCTBI B rasly3i OXOpoHU 340P0OB’sA.
AIK MOXKHa KOPUCTYBATUCA HABYTUMM 3HAHHAMM | YyMIHHAMM
HabyTmun 3HaHHAMM Ta BMIHHAMM MOXHa KOPUCTYBaTUCA NMPW NiAroToBUi Ta NpoBeAeHHI peecTpaduii
(nepepeectpauii) biomeauyHoi npoaykuii. [JaHi 3HAHHA € KPUTUYHO HeobxiaHumn  AanAa
npauesiaWwTyBaHHA Ha TaKi No3uLii AK: MeHeaKepu 3 PerynaTtopHUX NUTaHb, peectpadii, cepTudikauir,
YyNpaB/iHHA AKicTIO (A18 NiANPUEMCTB, L0 cnewiani3yoTbecsa Ha po3pobLi, BUNpobyBaHHI, BUrOTOBAEHHI Ta
ANCTPMBYLIT NPOAYKLIT Yy CUCTEMi OXOPOHU 340POB’A, a TaKOX KOHCANTUHIOBMX KOMMNAHiKN; ekcnepr,
iHCNeKTop, ayamTop (4na perynaTopHUX OpraHiB, a TAKOXK OPraHiB i3 OLiHKM BiANOBIAHOCTI)

2. MNpepeKBi3uTK Ta NOCTPEKBI3UTU AUCUMNNIHM (MicLe B CTPYKTYPHO-OriYHIU CXeMi HaBYaHHSA 3a
BiANOBIAHOIO OCBITHLOIO NPOrpPamolo)

HaByanbHa gucumnniHa BiAHOCUTBLCA A0 LMKNY BUBIPKOBUX HAaBYAbHUX AUCLMMANIH, TOMY Ti HOPMATUBHUI
(oboB’s3KOBMIA) 3B'A30K i3 iHWKMMKM AUCUMNAIHAMU B CTPYKTYPHO-/IOTIYHIA CXeMi HaBYaHHA He
nepeabayeHo.
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3. 3micT HaBYaNIbHOI AUCUUNAIHN
Temu neKyiliHux 3aHAMb:

® 3aranbHi NPUHLUNN PErynaToOpHUX BIAHOCKH Y ranysi

e Po3po6Ka, BMNpoOYyBaHHA, opraHisauis BUPOOHUUTBA Ta AOMNYCK Ha PUHOK GiodapmaueBTUYHOI
NpoAayKL,T.

® Po3po6Ka, BUNpobyBaHHS, opraHisauis BUpobHULUTBA Ta 06ir MmeguyYHMX BUPOOIB.

® Po3po6Ka, opraHisauia BUpobHMLUTBA Ta 06ir HYTPMLLEBTHMKIB | NapadapmaLLeBTHKIB.

4. HaByanbHi maTtepianu Ta pecypcu

basosa nimepamypa
® TexHiYHWIN pernameHT WOAO0 MeauyHUX BMpobiB (noctaHoBa KabiHeTy MiHicTpis YKpaiHu Big,
01.07.2015 p. Ne 753)
® TexHiYHWI pernameHT WOoAO0 MeauyYHUX BMpobiB Ans nabopaTopHOi AiarHOCTMKKM in vitro
(nocTaHoBa KabiHeTy MiHicTpis YKkpaiHu Big 01.07.2015 p. Ne 754)
® TexHiYHWUI pernameHT WoA0 aKTUBHUX MeaNYHUX BUPOBIB, AKi iMnnaHTytoTb (NocTaHoBa KabiHeTy
MiHicTpiB YKkpainu Big 01.07.2015 p. Ne 755)
e JICTY ISO 13485:2005 «Bnpobun meanyHi. Cuctemm ynpaBaiHHA AKICTIO»
e NCTY 3627:2005 «Bupobu meanyHi. Po3pobneHHA i cTaBneHHA Ha BUMPOOHMUTBO. OCHOBHI
NMONOXKEHHA»
e [ICTY 4388:2005 «Bupobu mepgmuHi. Knacudikauis 3anexHo Big MOTEHUIMHOTO PUSUKY
3acTocyBaHHA. 3arasbHi BUMOTU»
o [NCTY 4659-1:2006 «KniHiuHi gocniaKeHHs meanyHnx Bupobis ana nrogen. YactnHa 1. 3aranbHi
Bumorm (ISO 14155-1:2003)»
e JICTY 4659-2:2006 «KniHiuHi gocnigeHHA meanvyHUX BUPo6iB ans nwogeit. YactnHa 2. MnaHu
KNiHiYHoro gocnigyeHHa (1ISO 14155-2:2003)»
e HactaHoBa MO3 YKpaiHu. JlikapcbKi 3acobu. HanerkHa nabopaTopHa npakTuka. Kuis, 2009.
e HactaHoBa MO3 Ykpainu CT-H MO3Y 42-7.0:2008. /likapcbki 3acobu. HanexHa KniHiyHa NnpakTuKa.
Kwuis, 2009.
e HactraHoBa CT-H MO3Y 42-8.2:2013. Jlikapcbki 3acobu. BunpobysaHHA cTabinbHOCTI
6ioTexHonoriuHmx/6ionoriuHnx npoaykris (ICH Q5C).
e HactaHoBa CT-H MO3Y 42-8.2:2013. /likapcbki 3acobu. Cneundikauii: metoam BunpobysaHb Ta
KpuTepii NpuiHATHOCTI ana bioTexHonoriyHmx/6ionoriuHnx npoaykris (ICH Q6B).
e HactraHoBa CT-H MO3Y 42-6.1:2016. JlikapcbKi 3acobu. OuiHka BipycHoi 6e3neku
6iOTEXHONOrYHMX NPOAYKTIB, OTPMMAHUX 3 KNITUHHUX AiHIM Noacbkoro abo TBAapPUHHOIO
noxoaxeHHsa. (Q5A (R1)).

LHonomixcHa nimepamypa

e [CTY 42-01-02. AHaniTMyHa HOpMaTUBHA AOKYMEHTALA MeaNYHNX iIMyHOBiIoNOoriYHUX Npenaparis.
3MmicT, NopAAO0K PO3PODOKK, y3roaKeHHsn, 3aTBEPAKEHHA i BHeceHHsA 3miH. Kuis, 2002.

e HactaHoBa CT-H MO3Y 42-7.4:2015. Nikapcbki 3acobu. MoaibHi 6ionoriyHi nikapcbKki npenapaty,
LLLO MiCTATb MOHOK/IOHIaIbHi @HTUTINIA — HEKJTIHIYHI Ta KNIHIYHI NUTaHHS.

e HactaHoBa CT-H MO3Y 42-7.3:2015. flikapcbKi 3acobu. OuiHKa iMyHOreHHOCTi MOHOKNOHIaNnbHUX
AHTUTIN, NPU3HAYEHUX ONA KNIHIYHOTO 3aCTOCYBaAHHA in Vvivo.

e HacrtaHoBa CT-H MO3Y 42-3.17:2015. JlikapcbKi 3acobu. Po3pobKka, BUPOOHMUTBO,
XapaKTepUCTUKA Ta cneumndikalii MOHOKNOHIANbHUX QHTUTIN | CYNYTHUX NPOAYKTIB.

e HacrtaHosa CT-H MO3Y 42-8.0:2013. Nlikapcbki 3acobu. MoaibHi 6ionorivHi nikapcobKi npenapaty,
O MICTATb AIK aKTUBHi PEYOBMHU NPOTEIHU, OTPMMAHI BIONOTIYHMM LWAAXOM.

® HacrtaHoBa CT-H MO3Y 42-8.4:2013. NikapcbKi 3acobw. MopiBHAHHICTb
6ioTexHoNoriYHNX/BioNoriYHMX NPOAYKTIB NPM 3MiHax y npoueci ix BupobHuuTea (ICH Q5E).
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e HacrtaHosa CT-H MO3Y 42-7.3:2020. Jlikapcbki 3acobu. JocnigxeHHA 6ioekBiBaN@HTHOCTI.

o [lopsagoK AeprkaBHOI peecTpauii MmeguyHOl TexHiKM Ta BUPOLIB MeaWYHOro MPU3HAYEHHS
(noctaHoBa KabiHeTy MiHicTpiB YkpaiHu Big, 9.07.2004 p. N21497).

e [lepenik meanyHux BMpoOLIB, WO NigNAraloTb AepKaBHIN peecTpauii (nepepeecTpauii) B YKpaiHi
(Haka3 MO3 Ykpainu Big 02.07.2012 p. No 478)

e [IpaBuna npoBegeHHA KAiHIYHUX BMNPOOYyBaHb MeAMYHOI TEXHIKM Ta BMPOBIB MeauyHOro
npu3HayeHHs (Haka3z MO3 Ykpainu Big 03.08.2012 p. Ne 616)

e [ICTY EN 980:2007 «CumBonu rpadiyHi gns mapKyBaHHA meanyHux supobis (EN 980:2003, IDT)»

® (CaHniHMH4.4.8.073-2001 «Tumyacosi ririeHiYHi HOPMATMBM BMICTY KOHTaMiHAHTIB XiMiYHOI Ta
6ionoriyHoi npupogm B BAL. TirieHiYHi HOpMmaTMBK.»

® [lopAagoK BigHeCeHHA Xap4yoBUX MNPOAYKTIB A0 KaTeropii XapyoBuX NPOAYKTIB creuiasbHOro
DIETUYHOTO CMOMKNBAHHA, PYHKLIOHANbHUX XapuyOBUX MPOAYKTIB Ta Ai€ETUYHMX 06aBOK (MocTaHoOBa
KabiHeTy MiHicTpiB YKpaiHu Big 26.07.2006 p. Ne 1023).

e [ICTY 4161-2003 «Cuctema ynpaBaiHHA 6e3MNeYHICTIO XapyoBUX NPOAYKTIB. Bumorm»

e [CTY ISO 22000:2007 «Cuctemu ynpasaiHHA 6e3neYHicTio Xxap4yoBuX NpoAyKTiB. Bumoru go 6yap-
AKMX OpraHi3aLili Xxap4oBOro faHuora».

® 3aKoH YKpaiHM «[po OCHOBHI NpMHUMNK Ta BMMOrM A0 6e3nevyHOCTi Ta AKOCTI Xap4yoBMX
npoaykTie» Big 23.12.1997 p. Ne 771/97-BP

® [lep:kaBHi caHiTapHi npaBuna Ta Hopmu (OdeprkCaHliH) 2.2.9.027-99 «CaHiTapHi npaBuna Ta
HopMK 6e3neKkn npoayKuii napdymepHO-KOCMETUYHOI MPOMMUCAOBOCTI»

® TexHIYHUN pernameHT HA KOCMETUYHY MNPOAYKLi0, 3aTBepAyKeHoro mnoctaHosowo KMY Big,
20.02.2021 p. Ne 65.

e [ICTY ISO 22715:2019 «KocmeTnyHa npoaykuif. MakyBaHHA Ta MapKyBaHHAY.

e [CTY EN ISO 22716:2015 «KocmeTuKa. HanerxkHa BuMpobOHMYa npaktuka (GMP). HactaHoBwm
3 HaNEXHOT BUPOOHMNYOI NPAKTUKN Y.

HaB4yanbHUI KOHTEHT
5. MeTtoauKa onaHyBaHHA HaBYaAbHOI AUCLMUNAIHU (OCBITHDOrO KOMMNOHEHTA)

Jlekuii npoBoAATLCS 3@ KNACUYHOIO CXEMOLO: Y HAao4YHIN GopMi NeKTop BMKNAAaE BianosiaHy Temy. Mig yac
Niekuii Ta nicns i 3akiHYeHHA 3400yBayvi MalOTb MOMK/MBICTb CTAaBUTU 3aMUTaHHA. 3 OKPEMUX MUTAHb
JIEKLIMHOTIO KypCy MOXe NpoBOAUTUCA AMUCKYCi MiXK IeKTOpom Ta 3406yBayammn — abo akLLEHTYBaTH yBary
Ha Ba*K/IMBUX, NMPUHLUMMNOBUX Ta NPoBAEMHUX MOMEHTax. 3406yBadi MOXKYTb POOMTM HOTATKKU Mg, Yac
NeKuin, a npeseHTauia Ta/abo KOHCNEKT NeKuii Yn Moro ¢parmeHTU BMKNAAAKOTLCA i3 MOMK/AMBICTIO
3aBaHTa)KeHHA Ha NAaTPOopPMi AMCTaHLUiMHOro HaB4aHHA « CIKOPCbKUIY».,

Ne Haszea memu nexuii Kinvkicmo
3/n 8iosedeHux
200UH
Jlexyia 1 3arasnbHi NPUHUMNY PETYAATOPHUX BIAHOCUH Yy ranysi 4
Jlexyisn 2 Po3po6bka, BunpobyBaHHSA, opraHisalia BUpOOHULTBA Ta AOMNYCK Ha 4
PUHOK 6iodapmaueBTUYHOT NpoAYKLi.
Jlexyia 3 Po3pobka, BunpobyBaHHA, opraHisauia BWUpPoOOHMUTBA Ta o0O6Ir 4
MeaMYHUX BUpObiB.
Jlexyis 4 Po3pobka, opraHisauia BMpobHMUTBA Ta 06Ir HYTPULEBTMKIB i 4
napadapmaLeBTUKIB.
Bcewoeo 16

MPaKTMYHI 3aHATTA MAtOTb HA MeTi HabyTTA 6inbl rMMOOKMX 3HaHb Ta YMiHb 3 TEM, LLO BUCBIT/IHOIOTLCA B
paMKax /NeKLiMHOro KypCcy Ta CaMOCTIMHO OMaHOBYHTbCA 3400yBavyamu. ANrOpuTM NpPOBEAEHHA
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NPaKTUYHOro 3aHATTA Nepeabayae HacTynHe: BMKAaZay BUKNaAae 6a3oBi (CTpaTeriyHi) Teanm B pamKax
BiANOBiAHOI Temu, 3406yBayi BUCTYNatoTb i3 MiHi-noBigomneHHAMM i3 3a3ganerigb chopmoBaHUMMU
NpobseMHUMM MUTAHHAMM B pamMKax BignosigHOi Temu, BigbyBa€eTbCA AUCKYCIA MiX gonosigayem,
iHWKMMM 30006yBaYamMmM Ta BMKIaZavyeMm, AKa MA€E Ha MeTi 3'acyBaTu BCi GYHOAAMEHTANIbHI Ta NPUKAALHI
aCneKTn perynaTopHMxX BIAHOCUH y BiomeaunyHin iHXeHepii Ta 6iopapmauii. MosigomneHHs 3506yBaviB
nepeabayatoTb NiAroTOBKY Bi4NOBIAHOT aHANITUYHOT 3aNMUCKN HA KLWITAAT HEBEIMKOTO OrNsAy NitepaTypu
YKPAiHCbKOK MOBOO, @ TAaKOX HAOUYHOI Npe3eHTau,ii, Wo A03BOAAE NOrIMHA0BAaTU HaBUYKN MMCbMOBOI Ta
YCHOI HAayKOBOI YKpaiHCbKOi MOBM. 32 HEObXigHOCTI Nig, Yac NPaKTUYHKUX 3aHATL BiAOYBAETbCA BUBYEHHA
(03HaMOMNEHHA) HOPMATUBHUX AOKYMEHTIB, METOANYHUX PEKOMEHAALM TOLLO, @ TAaKOXK PO3B’A3aHHA
CUTyauiHMX 3ada4y. Ha OCTaHHbOMY MPAKTUYHOMY 3aHATTI MPOXOAUTb BMKOHAHHA 3406yBayvamu
MOAYNbHOT KOHTPONbHOT pobotn (MKP) y dopmi Tecty. MaTepian, WO € KOPUCHUM A8 NIATOTOBKU A0
NPaKTUYHUX 3aHATb BUKNALAETHCA i3 MOXKAMBICTIO 3aBaAHTAXKEHHSA Ha N1AaTGOPMi ANCTAHLINHOrO HaBYaHHA
«CiKOpCbKNn».

Ne HasBa Temu 3aHATTA KinbkicTtb
3/n BiaBeAEHUX
roauH
MpaKkTnuHe | Knacudikauia npoaykuii B ranysi oxopoHu 340p0B’a (Nikapcbki 3acobu, 2
3aHATTA 1 iMyHobion0riYHi NpenapaTtn, meguyHi BUpobu Ta NnapadapmaueBTUYHa
npoaykuis).
MpaKkTnuHe | 3aranbHi NOHATTA AKOCTI Ta CUCTEM YNPaBAiHHA AKICTIO Y ranysi 2
3aHATTA 2
MpakTnuHe | dapmaueBTUYHA PO3POHKa AK OCHOBA AKOCTI Npenapary. 2
3aHATTA 3
MpakTMuyHe | OcHOBM  HanexHoi  NabopaTopHOI,  KAiHiYHOI,  BMPOBHMYOI, 4
3aHATTA 4 | nucTpMbyTOpCbKOi Ta hapMaL,eBTUYHOT NPaKTHK.
MpakTnyHe | [lepskaBHa  peECTpauia  NiKapCbKMX  3acobiB  Ta  MeauyHUX 4

3aHATTA 5 imyHobionoriuHnx npenapatis. O6’em A0Ka30Boi 6as3n Ta CTPYKTypuU
PEECTPALLIMHOrO A0CHE ANS Pi3HMX TUMIB 3aAB.

MpaktTnyHe | Mpouenypwn nepepeecTpaii Ta BHECEHHA 3MiH 40 PeecTpauiiMHOro 2
3aHATTA6 | nocbe.

MpaKTnuHe | Bumoru Ao AOKyMeHTauii no dapmakoHarnsaay. 2
3aHATTA 7
MpakTuuHe | Mpoueaypa NpoBeseHHA NiATBEPAKEHHSA BignosigHocTi GMP. 2
3aHATTA 8
MpaKktTnuHe | CraHpapTv3alia MeanyHux BMpobisB Ta po3pobKa TEXHIYHUX YMOB. 2
3aHATTA 9
MpaKkTnuHe | OujiHKa BigNOBIAHOCTI Ta AepiKaBHa peecTpaLia meguuyHnx Bupobis. 2
3aHAaTTA 10
MpaKkTnuHe | Po3pobka Ta  opraHisauis BUPOOHULITBA HYTPULUEBTUKIB i 2
3aHATTA 11 | napapapmatieBTUKIB GIOTEXHONOMYHOIO NOXOAKEHHS.
MpaKTnuHe | PeecTpalisi KOCMETUYHOI NPOAYKLi B YKpaiHi. 2
3aHATTA 12
MpaktnyHe | MKP 2
3aHATTA 13

Bcboro 30

JNeKujiiiHi Ta NPaKTUMYHI 3aHATTA NPOBOAATLCA 3rigHO PO3KNaay 3aHaTb http://rozklad.kpi.ua/ 3a Takoto
CXEMOIO: MO KOXHIN Temi cneplly NpPoBOAATLCA NEKUiNHI 3aHATTA, @ MiCNA iX 3aKiHYEHHA — NPAKTUYHI.
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JeTtanisoBaHa iHpopmaLlis 4OBOANTLCA A0 BigoMa 3400yBayiB yepes BiANoOBiAHI KaHa M 3B’A3Ky, 30Kpema
yepes nnatpopmn «CikopcbKMn» Ta «Kamnycy.

6. CamocrTiitiHa po6oTa 3g06yBaya

3aranbHui 06’em camoCTiMHOI POBOTM B pamKax ANCUMMNAIHW CKNagaEe 74 roanHu, 30Kpema:
® OnpautoBaHHA NIEKUiIMHOIO maTepiany — 8 roauH;

NiAroToBKa A0 NPAKTUYHMX 3aHATL — 14 roauH;

NiAroToBKa 40 MOAY/IbHOI KOHTPONbLHOT pob6oTn (MKP) — 4 roguHu;

NiAroToBKa A0 3a/iKy — 6 roanHu;

CamMoCTiliHe onpautoBaHHA Tem — 42 roguH.

MoniTuKa Ta KOHTPO/Ib
7. MoniTMKa HaBYaNbHOI AUCUMNAiIHM (OCBITHBOrO KOMMNOHEHTA)

MopyweHHA mepMmiHie BUKOHaHHA 3a80aHb MA 3a0X04Yy8abHI 6anu
3006yBayam MOXKYTb HapaxoByBaTUCA 3aoxo4yBasibHi 6anu. Cyma 3aoxodyBanbHUX 6GaniB He Moxe
nepesuysatn 10 6anis.
3aox04yBanbHi 63 HapaxoBYOTbCA 3a TaKi BUAM AiaNbHOCTI:
® CTBOpPeHHSA iHdorpadiku abo iHworo 3acoby rpadiyHoi iHTepnpeTauii iHbopmauii ona oaHiel 3 Tem
Kypcy (5 6anis);
® y4acTb Yy Mi*KHapoAHMX ab0o BCeyKpaiHCbKMX HAayKOBUX KOHbepeHL,isx, 3'i34ax ToLo (3a TeMmaTUKoo
HaBYaNbHOI AMcuMNAiHK) (32 ymoBM nNybnikauii Tes gonosiagen) (5 6anis);
® MiaAroToBKa pyKOMMCY OrnsA0BOi UM eKCNepuMeEHTaNbHOI CTaTTi abo y4acTb Y KOHKypcax (3a ymosu
3aMHATTA NPU30BOro MicLA) 3@ TEMATMKOK HaBYanbHOI gucumnaidm (10 6anis).

BidgidysaHHA 3aHAMb

Banu 3a NpuUcyTHICTb/BiACYTHICTb Ha 3aHATTAX He BUCTaBAAOTbCA. OAHAK, 3400yBayam peKoOMeHAYETbCA
BiZLBiAYyBaATWN 3aHATTA, OCKI/IbKM HA HUX BUKNAJAETbCA TEOPETUUYHUI MaTepian Ta PO3BMBAOTLCA MPAKTUYHI
HaBMYKM, HEODXiAHI ANA FPYHTOBHOrO GOpPMyBaHHSA BiANOBIAHNUX KOMMNETEHTHOCTEN.

CucTema OLiHIOBAHHA OpPiEHTOBaHa Ha OTPMMaHHA 6aniB 33 aKTUBHICTb CTYAEHTA, @ TaKOXK BMKOHAHHA
3aBAaHb, AKi 34aTHi PO3BMHYTU NPAKTUYHI YMIHHA Ta HABUYKMW.

MponyweHi KOHMPOAbHI 3aX00U OYiHIOBAHHA

KOHTpONbHi 3axo4M OLiIHIOBAaHHA, BUKOHAHHA AKWUX nepenbayeHo Ha 3aHATTI, NPOBOAATLCA Y 3aBYACHO
BM3HAYEHWUN eHb, AKMUIM OroNI0WYETbCA 3006yBaYamM Ha NePLUOMY TUXKHI OCBITHbOrO nNpouecy. BUKOHaHHA
TaKMX KOHTPO/IbHWX 3aXOAiB OLiHIOBaHHA B iHWMIA [eHb [03BOMAETLCA 3a Baromux Ta/abo ¢opc-
MaXOpPHUX 06CTaBMH.

Y pa3i BiacytHocTi 3p06yBaya Ha MNpPaKTMYHOMY 3aHATTI, Ae nepeabavaerbcA MOro BUCTyn i3
NOBiJOM/IEHHAM, TaKMi BUCTYN abo NepeHOCUTbCA Ha iHWE NPAKTUYHE 3aHATTA, abo 3aMIiHIOETbCA Ha
NiAroTOBKY aHaNiTUYHOI 3anNUCKKM i3 BignoBigHOT Temn obcarom 5-10 cTopiHOK (y pasi ocobameux dopc-
MaKOpPHMX 06CTaBUH).

Pe3ynbTaT MoAy/ibHOI KOHTPOJIbHOI PO60TK ANA 34006yBaYa, AKMN He 3'SBMBCA HA KOHTPObHUI 3axig, €
HyNbOBMM. Y TaKOoMy pasi, 3806yBay Ma€ MOXKAMBICTb BUKOHATU MOAY/IbHY KOHTPO/IbHY POBOTY Y iHLWKIA
4Yac 33 NOroAXeHHAM i3 BUKNagavyem. [lepeHeceHHA CTPOKIB NPOXOAMEHHA TeCTy MOXAMBe aule 3
NOBAXKHUX NPUYMH (PopCc-MarKopHi 06CTaBUHM).

MoBTOpHE TECTYBAaHHA B PaMKax MOAY/bHOI KOHTPObHOI po60TK He nepepnbaveHe.

3abe3neueHHs 06’ekmusHOCMi oyiHOBAHHA 3006y6ayie
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O6’eKTMBHICTb OLiHIOBaHHA 3400yBayiB Ha BCiX eTanax 0BOMIOAIHHA ANCLUNAIHO 3abe3nedyeTbea Yepes
HACTynHi MexaHiamu. Mo-neplie, BUKOPUCTAHHA TeCTOBMX POPM OLiHIOBAHHA 3HaHb. MNo-apyre, AeTaNnbHi
peKomeHAaL|i WoA0 PENTUHIOBOI CUCTEMM OLLiHIOBAHHSA pe3ynbTaTiB HaBYaHHA (po3ain 8 Cunabycy). Mo-
TPEeTE, BUKOPUCTAHHA 3400yBaYamMuM Ta BMKAAZA4aMM BCiX MOXKAMBUX iHCTPYMEHTIB KOMYHIKaLiN, Lo
3abe3neyyloTb 36eperkeHHs icTopii KOMyHiKaLli (eneKTpoHHa NoLTa, couiaNbHi Mepexi, meceHaXKepu
Towo). MNo-yeTBepTe, ANA NEPEBIpPAHHA MUCbMOBMX BMAIB PobIT 3406yBadviB y pasi ix He3roaum i3
pe3ynbTaTaMM OLIHIOBAHHA MOMKEe 3a/ly4aTMCA iHWWIA BUKAAZA4, AKMMA Ma€ BignosigHy npodecinHy
KOMMETEHLi0 Ta NpU3HaYeHMn Kadbeapoto Ha NOTOYHWUIA HaBYaIbHUI PiK. Y pasi BiACYTHOCTI y3roaseHoi
OYMKM BUKMaZayiB WoOAO OUuiHKM poboTn 3p06yBava nNUTaHHA BMHOCUTLCA HA 3acigaHHA Kadegpw, a
BPEryatoBaHHA NUTAHHA 34iMCHIOETLCA 3rigHo 3 «lMonoxkeHHA npo anensauji B KMl im. Iropsa Cikopcbkoro»
http://osvita.kpi.ua/node/182.

Mpoyedypa ockapxeHHsA pe3ynbmamie KOHMPOAbHUX 3aX00i8 OYiHIOBAHHA

B AeHb orosoweHHs pe3ynbTaTiB KOHTPONbHOrO 3axody, 3400yBay Mae nNpaBo B iHAMBIAyanbHOMY
nopAAKy 3a4aTh BCi MUTAHHSA, AKi MOro LiKaBAATb CTOCOBHO pe3y/bTaTiB KOHTPO/AbHOMO 3axoay. AKWo
3400yBay He NOroAXKYTbCA 3 OLHKO, BiH MA€ NPaBOo 3BEPHYTUCA i3 anensaLinHO 3adABOI0 40 AeKaHaTy
daKkynbTeTy, WO pernameHToBaHo «[llonoxeHHAM npo anendauii 8 KMl im. lropa CikopcbKoro»
https://osvita.kpi.ua/node/182. 3aana 3abesneyeHHs 06’€KTUBHOCTI OLiHIOBAHHA MUCbMOBUX POBIT iX
nepesipKa 34iMCHIOETbCA ABOMa BMKNaAa4amm Kadeapwu (NeKkTop; BMKAaZay, WO NpoBOAUTb MPaKTUYHI
3aHATTA, UM IHLWNX BUKNAZaY, LLO € KOMMNETEHTHUM 3 ZaHOT AUCLUMNAIHM Ta BU3HAYeHUN Kadeapoto).

AKademiyHa dobpoyecHicmob

Y pasi BUKOPUCTAHHA KOHTEHTY, 3aXMLLEHOrO aBTOPCbKMM NPaBOM, Pe3y/bTaTiB aHANITUUYHUX AOCAIAKEHD
Ta/abo iHwoi iHbopMmaLii, 3006yBayi MatoTb 060B’A3KOBO BKa3yBaTW AXKepeso.

MoniTnKa Ta NPUHLMNKM akagemMivHoi 4obpoyecHOCTi BU3Ha4eHi y po3aini 3 Kogekcy yecti HauioHanbHoro
TEXHIYHOro YyHiBepcuteTy YKpaiHn «KUIBCbKUIA MNOANITEXHIYHUIA IHCTUTYT imeHi Irops CikopcbKkoro»
(https://kpi.ua/code). Y pasi BUHUKHEHHA MOTPebM y nepesipLi akagemMiuHUX TEKCTiB, NiAroTOBAEHUX
3p06yBavyam, Ha HAABHICTb TEKCTOBMX 3amo3nyeHb 3400yBay MOKe 3BepHyTUCA 6e3nocepeaHbo A0
BUKNaga4va abo BianoBiaanbHOi 0cobu Kapeapwu 3 NMTaHb NEPEBIPKM aKaAEMIYHUX TEKCTIB.

MoniTMKa BUKOPUCTAHHA LUTYYHOrO iHTE/IeKTY.

BMKOPUCTAHHA WITYYHOTO iHTENEKTY PErNaMeEHTYETbCA «ONITUKOK BUKOPUCTAHHA LUTYYHOTO iIHTENEKTY
Ana akagemivHoi gianbHocti B KNI im. lropa Cikopcbkoro» (https://osvita.kpi.ua/node/1225). Yci
HaBYya/bHi 3aBAAHHA 3 AUCUMMIHM MalTb OYyTM pes3ynbTaTOM BAACHOI OpUriHaNbHOI PoboTU
3006yBavya. BMKOPUCTAHHA LUTYYHOrO iHTENEKTYy AaA aBTOMaTWUYHOI reHepauii Bianosigei 6es
noganbloro ix aHanisy Ta pgoonpauytoBaHHsA 3abopoHeHo. 3ao06yBayam He pPeKOMEHAYETbCA
NOKNAAaTMUCA Ha LWITYYHUIN IHTENEKT, AK Ha €AuHe AxKepeno iHpopmauii. BarknnBo nepeBipatTv Ta
aHaNi3yBaTM OTPMMaHI AaHi 3 HAYKOBUX ArKepes. YCi BUNagKNM BUKOPUCTAHHSA LWUTYYHOTO iHTENEKTY ANA
BMKOHAHHA 3aBAaHb MatoTb BYTM YiTKO BKA3aHi Ta 3a,0KyMeHTOBaHi. Lle CTOCY€ETbCA AK BUKOPUCTAHHA
TEKCTOBUX FeHepaTopiB, TaK M iHWMX iHCTPYMEHTIB LITYYHOrO iHTENEeKTy. BUKOPUCTAHHA LWTY4YHOrO
iHTENIeKTY  Ma€ BiANOBIiAaTM NPUMHUMMNAM aKaZeMmiyHoi JobpoyecHocTi. HeaoTpMmaHHs LbOro
NONOKEHHSA PO3rNAAATUMETHCA AK NOPYLIEHHS aKageMiYHOT eTUKN.

Hopmu emuyHoi nosediHKu

Hopmu eTnyHoi noBeaiHKKM 3406yBaYiB i NpaLiBHUKIB BU3HaYeHi y po3aini 2 Kogekcy yecti HauioHanbHoro
TeXHIYHOro yHiBepcuteTy YKpaiHn «KUIBCbKUIA NOAITEXHIYHUIA iHCTUTYT imeHi Irops CikopcbKkoro»
(https://kpi.ua/code).
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AucmaHyiliHe Hag4aHHA
MpoXoAXKeHHA OH-NaliH  KypciB nepepbayeHo y BMMAgKYy GOPC-MarKOpHUX 06CTaBMH (30Kpema,
KapaHTUHHMX 3aX04iB) Ta AN1A iHK/O3UBHOIO HaBYaHHA 3406yBadyiB i3 0cobaMBMMKM NoTpebamu.

IHKA03UBHE HABYAHHA

HaByasnbHa AgucumnaiHa po3paxoBaHa Ha BWMBYEHHA AnA 3400yBadviB i3 0COBGAMBMMMKM  OCBITHIMM
notpebamun, ane cnig BpPaxoByBaTWU Be/IMKE HaBaHTA*KEHHA Ha 30pOBMIK anapaT. B 3anexHocTi Big
ocobamneux noTpedb 3006yBaydiB MOXKIMBE BUKOPUCTAHHA AUCTAHLIMHOIO HaBYaHHA.

8. Bugu KOHTPO/IIO Ta PEUTUHIOBA CUCTEMA OLiHIOBaHHA pe3y/bTaTiB HaBuyaHHA (PCO)

MomouyHuii KoHMpoab. POH60Ta Ha NPaAKTUYHUX 3aHATTAX Nepeabayae KOPOTKi NOBiAOMAEHHA 30006yBaya
i3 3a34anerigb BU3Ha4YeHoro nuTaHHA (10 noBigoMneHHA AnA KOXKHOro 3406yBaya). KoxHe noBigomneHHsA
OLHIOETbCA Y 6 6aNiB: NOBHE PO3KPUTTA NUTAHHA — 6 6aNiB, HAABHICTb HE3HAYHMX ynyLeHb —4,0-5,9 6anis,
HaABHICTb HE3HAYHUX NomMKAoK — 2,0-3,9 6anis, HaABHICTb CyTTEBMX NoMUNoK — 0,5-1,9 6anis..
MogaynbHa KoHTposbHa poboTta (MKP) npoBoauTbCs Yy BUMNAAI TecTy, AaKMK ouiHoeTbes y 40 6anis: 40
nuTaHb, No 1 6any 3a KOXKHY NPaBUAbHY BiANOBIAb.
KaneHdapHuli KOHMPOAbL: NPOBAANTLCA ABiYi Ha CEMECTP AK MOHITOPUHT NOTOYHOTO CTaHYy BUKOHAHHSA
BMMOT cuiabycy. Mepwa KOHTPO/IbHA TOYKa nepenbavyae HaABHICTb HE MeHLe ABOX MOBIAOMAEHb
3p006yBaYa Ha NPaAKTUYHOMY 3aHATTI, ApYra — He MeHLe N'ATU NOBILOMANEHb.
MakcumansHuii cemecmpoesuli peilimuHz 3p06yBava: 60 6anie (10 noBiAOMAEHb Ha MPAKTUYHUX
3aHATTAX) + 40 6anis (MKP) = 100 6anis.
Cemecmpoesuli KOHMpPOAb: 3aniK. YMOBU AOMYCKY A0 CEMECTPOBOrO KOHTPOI: BMKOHAHHA OECATU
NoBiAOM/IEHb HA NPAKTUYHUX 3aHATTAX Ta BUKOHAHHA MKP (i3 cymapHUM pelTUHrom He meHLwe 60 6anis).
Y pa3i cemecTpoBoro pentuHry 60 6anis Ta BuuLe 3400yBay MOXKe OTPMMATKM 3a/iK aBTOMATUYHO. Y pasi
He3roau abo penTuHry meHwe 60 6anis BiAOYBAETbCA CKNAAAHHA 3aniKy Y GOPMi TECTYBAHHSA.

Tabnuus BignosigHoOCTIi penTUHrosmx 6anis oUiHKaM 3a YHIBEPCUTETCbKOLO LLKANOH0:

Kinobkicms 6anis OuiHka
100-95 BigmiHHO
94-85 Oyxe nobpe
84-75 [Oobpe
74-65 3a40BiNbHO
64-60 JoctaTHbo
<60 He3agoBinbHO
He BMKOHaHi ymoBu gonycky He ponyuweHo

9. llopatkoBa iHpopmauia 3 gucumnnniHm (OCBITHbOro KOMMOHEHTA)

MUTaHHA, LLO BUHOCATLCA Ha CEMECTPOBUI KOHTPO/Ib BiINOBIAa0Tb TEMATULL NEKLIAHUX Ta NPAKTUYHUX
3aHATD.

Po6ouy nporpamy HaB4YanbHOI gucuunaiHm (cunabyc):
CKnapeHo: K.T.H., gou, JlyueHKko T.M.
YxBaneHo Kadpeaporo TpaHCcAALiMHOT meauyHoi bioiHxeHepii (npoTokon Ne3 Big 29.09.2025 p.)

MoroakeHo MeToanyHo Komicieto pakynbteTy (npoTtokon Ne 3 Big 24.10.2025p.)
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