Ex
2

HauioHanbHUiA TeXHIYHUIA yHiBEpcUTET YKpaiHu
«KUIBCbKUIA NONITEXHIYHUWA IHCTUTYT
imeHi ITOPA CIKOPCbKOIO» >

Kadeppa npomucnosoi
6ioTtexHonorii Ta 6iodpapmauii

N

HOPMATUBHE 3ABE3INEYEHHA

BIOTEXHONOMN4YHUX BUPOBHULTB
POBOYA MPOrPAMA HABYA/IbHOI AUCLIUNJIIHU (CUNABYC)

PiBeHb BMLL,Oi OCBiTH
Fany3b 3HaHb
CneuianbHicTb

OcBiTHA nporpama
Cratyc gucumnninm
®dopma HaBYaHHA

Pik niaroroBKku, cemectp
O6car gucumunninm

CemecTpoBuii KOHTPONb/
KOHTPOJIbHI 3axo4um

Po3knapg 3aHATb

MoBa BUKNagaHHA
IHpopmaLuis npo
KepiBHMKa aucumnnninm /
BUKNaAadiB

Po3miweHHAa gucumunniim

PeKBi3uTK HaB4YaNbHOI AUCLUUNAIHU

Mepwulii (6akanaspcokuli)

16 — XimivyHa iH3#eHepia ma 6ioiH*eHepia

162 — biomexHosnoeii ma 6ioiHxceHepis

biomexHonoeii

HopmamusHa

o0YHa(0eHHa)

3 Kypc, secHAHUU cemecmp

3 kpedumu (90 200uH): nekyii — 36 200; npakmuyHi — 18 200; CPC — 36 200
3anik, MKP

https://schedule.kpi.ua/

YKpaiHcoka

Jlekmop: K.6.H, doueHm Kagpedpu MNBb®, /liHosuybka Bima MuxalinigHa,
linovytska.vita@Ill.kpi.ua

lMpakmu4Hi: K.6.H, douyeHm Kagedpu MBE®, JliHosuybka Bima MuxalinieHa,
linovytska.vita@Ill.kpi.ua

Maamagopma ducmaHryiliHo2o Has4yaHHA «CikopcbKuli»

EnekmpoHHuli Kamnyc KIl im. lzopsa CikopcbKozo

Mporpama HaBYaNbHOI AUCLUNIHU
1. Onwuc HaBYaNbHOI AUCUUNNIHU, METa, NpeaMeT BUBYAHHA Ta pe3y/ibTaTU HaBYaAHHA

CyuacHi 6iomexHo/102iYHI ma 6ioghapmayesmuyHi 8UpO6HUYMBA NOEGHYIOMb i 3aCMOoCco8yrmb
docsicHeHHs1 pI3HUX HanpsMmie Hayku I mexHiku. l]inboeow npodykyierw € npenapamu JiKy8a/abHO-
npo@inakmuyHo20, KOCMEMU4YHO20, 8eMEPUHAPHO20, CiNbCbKO20CN0JAAPCbKO20, XAP408020 MOUj0
NPU3HA4eHHS:  OIAK0BO-8IMAMIHHI ~ KOHYeHmpamu, amMiHokuciomu, e8imamiHu, depmeHmHi
npenapamu, aHmu6iomuku, 6akmepiiiHi 1 8ipycHi npenapamu 0/5 3aXucmy pOCAUH, 6aKkmepiliHi
dobpusa, npodykmu KOMNJEeKCHOI nepepobKu poCAUHHOI cuposuHu mowo. L[i eupobHuymea €
8ANCAUBUM CE2MEHMOM HAYIOHA/IbHO20 PUHKY [ 8U3HA4AIOMb HAYIOHA/IbHY [ 060POHHY 6e3neky
KpaiHu.

HasuyasnvHa OducyunaiHa «HopmamueHe 3ab6e3nevyeHHs1 6I0MEXHO/102IYHUX BUPOOHUYMEB»
Hazexcums do 0o0Hiei 3 HeobXiOHUX 045 nid2omosku 6aKa.1aspis-6iomexHo10218 HOPMAMUBHUX
ducyunsii OCKIIbKU KOMNnemeHyii wo ompumyioms cmydeHmu € Heo6XIOHUMU HA 6Cix emanax
JHCUMMEBO20 YUKAY 6iomexHo/102IYHOI ma 6iopapmayesmuyHoi npodykyii, nouuHawvu 8i0d
HAyKoB8020 NOWYKY, pO3pPO6KU npodyKmy ma mexHo/02ii 11020 OMpUMAHHS, NPOEKMYSAHHS
8UpOb6HUYMBa [ 3aKiH4yr4U 6e3nevyHo 045 0J08KiAIs ma 300po8’st AHJUHU Yymuai3ayiero,
8K/IH04AIOYU KOHMPO.J1b IKOCMI HA 8CIiX sUWe32a0aHuX emanax.

BusueHHs OducyunaiHu “HopmamueHe 3ab6e3neveHHs1 6I0MexHO/02IYHUX 8UPO6HUYM8”
do3goumb MatlbymHim cneyiasaicmam npogpeciliHo opieHmysamucss 68 YUHHUX O0epiHcasHUX
cmaHdapmax ma iHWUX HOpMAMUBHUX AKMax, ad MakoX¢ 0naHysamu 3a2a/abHi NpUHYUNU ynpasaiHHs
sAKICMIo, npuHyunu i npasu/aa HA/AE}CHOI 8UPOOHUYOI NpakmuKu JAikapcbkux 3acobis. Ompumai


mailto:linovytska.vita@lll.kpi.ua

3HAHHA HEOOXIOHI 015 ycniwHOi npakmuy4Hoi dissabHOoCcmI MallbymHix ¢axisyie Ha nidnpuemcmeax
6iomexHo02iYHOI ma papmayesmuvHoi npomuca080cmi.

Memol HasuasnbHOi ducyunaiHu € @popmysaHHs y cmydeHmie KomnemeHmHocmell ujodo
3aCcmocy8aHHs 4YUHHO020 3aKOHOJascmea 1 8UMO2 HOPMAMUBHO MeXHIYHOI dokymeHmayii 8 easysi
b6iomexHos02ii ma 6iogpapmayii npu npoekmyeauHi ma @GYHKYIOHYBAHHI 6GIOMEXHO/102IYHUX ma
6iopapmayesmuyHUX niONpueEMcms.

IIpedmemom € npuHyunu po3pobKu ma 8UKOPUCMAHHA HOPMAMUBHO-MEXHIYHUX JOKYMeHMI8, Wo
pezi1ameHmyms nopsidok op2aHizayii eupobHuUYymea 6iomexHo102iuHoi ma gpapmayesmuyHoi npodykyii.

HAucyunaina “HopmamueHe 3a6e3ne4eHHsI 6I0MexXH0102IYHUX 8UpobHUYM8” @popmye y cmydeHmia
HacmynHi KomnemeHmHocmi:

3K 01 - 30amHicmb 3acmocogygamu 3HAHHA Y NPAKMUYHUX CUMYayisix

3K 05 - 30amnicmb eyumucs i 08o10disamu cy4acHUMU 3HAHHAMU

@K 03- 3damuicmb 30ilicHloeamu aHaaiz HopmamueHoi dokymeHmayii, Heob6xidHOi 0.5
3a6e3neyeHHs1 iH#ceHepHoi disiibHoCcmI 8 2a/1y3i 6iomexHoA02iT

®PK 07- BpaxysaHHs KOMepyillHO20 ma eKOHOMIYHO20 KOHMeEKCmy npu npoekmy8aHHI
B8UPOOHUYMEB 6I0MEXHO/I02IYHUX NpodyKmie pi3H020 Npu3HavyeHHs (NPoOMUC/I08020, XAPY0B8020,
¢apmayesmu1Ho20, Ci1bCbKO20CN00APCbKO20 MOW0).

PK 08- 3damHicmb 8ukKopucmosysamu Memodo.02ii NpoeKkmye8aHHs  8UPOOGHUYME
6iomexHo/1021YHUX NpOAYKMI8 pi3HO20 NPUIHAYEHHSL.

@K 11 - 3damuicmb ckaadamu anapamypHi cxemu 8upob6HUYmMeE 6iomexHo/102iYHUX NpodyKkmie
pI3H020 NPU3HAYEHHAL.

@K 12 - 3damHicmb 3acmocogysamu Ha npakmuyi Memodu ma 3acobu agmomamu3o8aH020
npoeKkmy8aHHs 8UPO6HUYME 610MeXHOA02I4YHUX NPOJYKMI8 pi3H020 NPU3HAYEHHS.

@K 15 - 3damHicmb dompumysamucsi sumoz 6iobesneku, biozaxucmy ma 6ioemuku

@K 17 - 3damuicmb aHasizyeamu ma npoekmysamu 8upobHUYymea 6iomexHo102i4HOi npodyKyii
Xap4o8020, hapmayesmu4Hozo, napagpapmayesmu4Ho2o ma npupodoO0XOPOHHO20 XapakKkmepy HA OCHO8I
npoyecie Mikpo6H020 CuHmMe3y

[licas 3aceoenus ducyunaiHu “HopmamueHe 3ab6e3nevyeHHs1 6i0mexHO./102iYHUX 8UpobHUYmMe”
cmydeHmu mMarms NpodeMOHCMpy8amu maki pe3y1bmamu HA84AHHS:

IIPH 04 - Bmimu 3acmocogygamu NO/A0#eHHS HOPMAMUBHUX OOKYMeHmMI8, W0 pe2aamMeHmyrnmb
nopsi0ok npogedeHHsi cepmugpikayii npodykyii, amecmayii supobHuymea, sumozau 00 op2aHisayii cucmem
YNpasAiHHA SKICm0 Ha nionpuemMcmeax, npasu/a 0gopMJaeHHs] mexHIYHOoI doKymeHmayii ma eedeHHs
MexH0/10214YH020 npoyecy, 6a3yrUUCb Ha 3HAHHSX, 00ePHCAHUX Nid 4ac NPaKMuyHoOi Ni020moesKu.

IIPH 05 - Bmimu aHasizysamu HopmamueHi dokymeHmu (depicasHi ma 2asyseei cmaHdapmu,
MeXHIYHI yMO08U, HACMAHO8U mMOwjo), ckaadamu OKpemi po030iiu MexHO./102I4YHOI ma aHaaimuyHoi
dokymeHmayii Ha 6iomexHO/102iYHI NpodyKmu pi3H020 NPUIHAYEHHS, AHA/AI3y8amu MexXHO./102i4Hi
cumyayii, obupamu payioHa/sabHi MexXH0102I14HI pIUEHHS

IIPH 11 - Bmimu 3ditlicHroeamu 6a308i 2eHemu4Hi ma yumos102iuHi 0ocaidxiceHHs1 3 B00CKOHA/EHHS
i nidsuwjeHHs1 6iocuHmemu4Hoi 3damuocmi 6i0/102iYHUX a2eHmMi8 3 ypaxy8aHHIM NpuHyunie 6iobe3neku,
6iozaxucmy ma 6ioemuku (IHOyKo8aHuli MymazeHe3 3 BUKOPUCMAHHAM (PIZUYHUX I XIMIYHUX MyMAa2eHHUX
¢dakmopis, 8i06ip ma HakonuvyeHHs1 AyKCOMpOo@HUX MYMAaHMIie, nepeHeceHHs1 2eHemuyHoi Hpopmayii
moujo).

IIPH 25 - Bmimu aHasaizyeamu ma npoekmysamu cneyia/sbHi 6i0mexHo102i4HI 8upobHUYymea i3
8U20MO08/1eHHS1 NPOJYKYII pi3H020 PYHKYIOHANbHO20 MA 2a/1y3e8020 NPU3HAYEHHS

2. MNpepekBi3uTK Ta NOCTPEKBI3UTU AUCLMNAIHM (MicLe B CTPYKTYPHO-/1I0TiYHiA cxeMi HaBYaHHA 3a

BiANOBiA4HOIO OCBITHLOIO NPOrpamoto)

Komnemenyii, 3HaHHA ma 8 MIHHA, W0 cmydeHmu 0mpumyrms 8 pe3y/1bmami Ha84aHHs 3 0aHoT
ducyunaiHu  HeobxiOHI 0451 8usveHHs1 HacmynHux ducyunsaiv: «lIpoyecu i anapamu
6iomexHo/1021YHUX 8UPObHUYME», «EkoHoMika | opeaHizayis supobHuymea», «0xopoHa npayi ma
yusinvHull 3axucm», «KoHmposb ma kepyg8aHHs 6iomexHo/02iYHUMU npoyecamu». | 2os08He,



OMpUMAHHS ~ KomnemeHyill 3  HasyaabHoi  ducyunaiHu  “HopmamueHne  3a6e3nevyeHHs
610mexH0/102IYHUX 8UPO6HUYMB” € HE06XIOHOH CK/1a008010 0151 NPOXOOHCEHHA NPAKMUKU, BUKOHAHHS
0un/sI0MHO20 NPOEKMyY ma yCcniwHo20 3axucmy ounjiomy 6akaaaspa.
3. 3micT HaBYaNbHOI AUCUMNNIHU
Po3din 1. Cmandapmu3sayis. Budu HopmamueHux 0oKymeHmis, ix ocobiueocmi ma gaumozau 00 ix
3micmy, 0gpopMAEHHS MA BUKOPUCMAHHS
Tema 1.1. 3azanvHi idomocmi npo cmaHdapmu3sayiro
Tema 1.2. Budu HopmamueHux doKyMeHmie ma ix ocobaugocmi
Tema 1.3. Opzanu cmaHdapmu3ayii 8 YkpaiHi pi3Hux pieHis
Tema 1.4 Bumozu 0o po3po6.1eHHSl, Bnpo8AOHCEHHS MA 8UKOPUCMAHHA cmaHdapmis pisHuX
pieHI8 8 YKpaiHu
Po3din 2. HopmamueHa doKyMeHmayisi Wyodo cucmem ynpasaiHHA AKICmH
Tema 2.1. TepmiHoso2is Wjodo cucmem ssKkocmi
Tema 2.2. MisccHapooHi cmandapmu 1SO ma OHSAS
Po30in 3. 3akoHodasua ma HopmamueHa 6a3a ujodo cmeopeHHs Ma 8UPOOGHUYMBA 6i0MeXHOA021YHOT
ma apmayesmuyHoi npodykyii
Tema 3.1 MixcHapodHa HOpmamugHa 6a3a ujodo ynpasaiHHs sikicmio 8 2a.1y3i
6iomexHos02ii I papmayii
Tema 3.2 OcHOB0N0/10JCHI HOpMAMUBHI AOKyMeHMU uodo 6iomexHo102IYHOI ma
¢apmayesmuuHoi npodykyii 8 Ykpaii
Tema 3.3 HopmamugHi 00OKyMeHMU CmMoCco8HO Npo8edeHHS O0KAIHIYHUX 00CAI0XHCEeHb
Tema 3.4 HopmamugHi dOKyMeHmMU CMmoco8HO NPo8edeHHs KAIHIYHUX BUNPOOYBAHb
Tema 3.5 /[lepacasHa peecmpayisi ikapcobko2o 3acoby ma nicasipeecmpayitiHutl Hazas0 8
YKpaiui
Tema 3.6 [lepacasHa papmakones YkpaiHu ma iHwi HOpmMamueHi dOKyMeHmu, Wo
peas1amMeHmyms KOHMpPOJ1b SKOCMI AiKapCcbKux 3acobis
Tema 3.7 HopmamugHi dokymeHmu ujodo 8upobHuUymea 6iomexHo102I4HOI ma
dapmayesmuuHoi npodykyii 8 Ykpaini ma ceimi
Po30in 4. Cepmudpikayis 6iomexHos02i4HOI ma papmayesmuuHoi npodyKyii ma akpedumayisi
Tema 4.1. Cucmema cepmudpikayii
Tema 4.2 Akpedumayis

4. HaBuanbHi matepianu Ta pecypcu

basoei iHpopmayiliHi pecypcu
JCTY 1.5:2015 «HayioHaabHa cmaHdapmu3ayisi. [Ipasuaa po3pobaeHHs, BUKAAOAHHS ma
0(pOpMAEHHS HAYIOHA/ILHUX HOPMAMUBHUX DOKYMEHMi8»
3akoH YKpainu «IIpo sikapcuKi 3acobu»
Hacmanosa CT-H M0O3Y 42-01:2003 «/likapcbki 3acobu. TexHos02iuHull npoyec. /JokymeHmayis»
HacmaHnosa CT-H MO3Y 42-4.0:2020 «/likapcbKi 3acobu. HasnexcHa s8upobHuUYa npakmukax»
Capanua I''A. Memposozis, cmaHdapmu3ayis, 8i0nogidHicmb, akpedumayiss ma ynpas/aiHHs
sikicmiw: [lidpyuHuk. - K.: [Jlenmp Has4yaabHoi aimepamypu, 2006. - 672 c.
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JAodamkosi ingpopmayiliHi pecypcu

1. [JlepycasHa cayxcba YkpaiHu 3 JIKapcbKux 3aco6ie ma KOHMpOJaK 3d HAPKOMUKamu

http://dls.gov.ua/
2. /Jepycasna ®apmakones YkpaiHu (WuHHe 8UOAHHS)

3. [JlepxcasHutl ekcnepmHuli yenmp MO3 Ykpainu - www.dec.gov.ua

SIKUX 0p2aHI3ayill Xap408020 NaHYy02a»
5. JACTY ISO 9000:2015 «Cucmemu ynpasainHsa sikicmto. OCHOBHI NOJI0HCEHH MA C/I08HUK MEPMIHI8»

JACTY 1SO 22000:2019 «Cucmemu ynpasaiHHs 6e3neuHicmio xap4os8ux npodykmis. Bumozau do 6ydb-
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JCTY 1SO 9001:2015 «Cucmema ynpasaiHHA sikicmto. Bumozu»

JICTY OHSAS 18001:2010 «Cucmemu ynpasaiHHs 2icieHO0 ma 6e3neKko npayix»

JACTY OHSAS 18002:2015 «Cucmemu ynpasnaiHHsl 2ieieHO0 ma 6e3nekor npayi. OCHO8HI npuHyunu
B8UKOHAHHA sumoz OHSAS 18001:2007»

3akoH YkpaiHu «IIpo OepixcasHull KOHMpoab 3a OOMPUMAHHAM 3aKOHO0Aecmea npo Xap4osi
npodykmu, Kopmu, nob6iYHi npodykmu meapuHHO020 NOXOOMNCEHHS, 6emepuHapHy MmeouyuHy ma
6.1020N04y4451 MBAPUH»

™ N

©

10. 3akon Ykpainu «IIpo depxcasHull puHko8ull Ha2/150 | KOHMPOb HEXap4080i npodyKyii»

11. 3akoH YKkpainu «IIpo ocHo8HI npuHyunu ma eumozau do 6e3nevHocmi ma sikocmi xap4o8ux npodyKmie»

12. 3akon Ykpainu «IIpo mexHiuHI pecaameHmu ma oyiHKy 8i0nogidHocmi»

13. Hacmanosa CT-H MO3Y 42-6.0:2014 «/likapcoki 3acobu. /[JokaiHiuHI 0ocaidxceHHs K nidrpyHms
KAIHIYHUX 8UNpo6Y8aHs 3a y4acmw AH0UHU ma peecmpayii AiIKapcbKux 3acobie»

14. Hacmanosa CT-H M0O3Y 42-4.1:2011. «/likapcbki 3acobu. /locbe 8upo6HUYOI OiAbHUYI»

15. Hacmanosa CT-H M0O3Y 42-7.0:2008 «/likapcbki 3acobu. HasedxcHa KAIHIYHA npakmuka»

16. Hacmanosa CT-H MO3Y 42-81:2013 «/likapcbki 3acobu. DapmayesmuuHa  po3pobka
6iomexHO1021YHUX Ma 610/1021YHUX NPOJYKMIB»

17. Ogiyitinuii caiim BepxosHoi Padu Ykpainu / 3akoHodascmeo - zakon.rada.gov.ua

18. IIlpasuaa HA/1eXHCHOI 8UPO6GHUYOT npakmuku gemepuHapHux npenapamie URL:
https://zakon.rada.gov.ua/laws/show/z0107-18#Text

HaB4YanbHUIA KOHTEHT
5. MeToauKka onaHyBaHHA HaBYa/ibHOI AUCUUNNIHU (OCBITHBOro KOMMNOHEHTA)
IIpomsizom 8usYeHHs ducyun/iHu 3amnJaHOBAHO MPOBeJEHHS JIEKLiHHUX | MPaKTUYHUX 3aHATh.
BisiblIicTh NPAaKTUYHUX 3aHATH 6a)KaHO NPOBOAUTH MiC/s JIEKLiMHUX 3aHATH 3a JJaHOI TEMOIO,
OCKIJIbKY BOHU YaCTKOBO I'PYHTYIOTbCA HAa MaTepiasiax JIeKLiH.

JlekyiiiHi 3aHAaMmMA:
Ne Ha3sa memu s1iekyii ma nepesiik 0CHOBHUX NUMAHb T'odunu
1. Po3dia 1. Cmandapmu3sayisi. Budu HopMmamu8Hux doOKyMeHmie, ix 2

oco6usocmi masumoeau 9o ix 3micmy, oHopmMa1eHHsA ma 8UKOPUCMAHHSA
Tema 1.1. 3azanwvHi gidomocmi npo cmaHdapmu3ayiro

Cmandapmus3ayisi - BUsHa4eHHs, npedmem cmaHdapmu3sayii, 06’ekmu
cmaundapmusayii,cy6’ekmu cmaHdapmu3sayii, eudu cmandapmusayii.

Tema 1.2. Budu HopmamugHux dOKyMeHmis ma ix oco6.1ueocmi

OcHogHI 8UOU Ma 0co6aUB0CMI HOPMAMUBHUX OOKYMEeHMIi8: HOPMAMUBHO-
npasosi akmu(HIIA), Koncmumyyis YkpaiHu, kodekcu, 3aKOHU, Ni03aKOHHI akmu
(Hakas3u,

pO3Nnopsi0ceHH s, NOCMAHO8U MOW0), NOJA0}CEeHHS, IHCmPYKYIi, pezaameHmu,
npasuia,caHimapHi Hopmu, 6ydigesbHi HOPMU.

Tunu HopmamusHux doKymeHmis 6 3a1excHocmi 8id 06'ekma cmandapmuszayii,
No/103#ceHy, AKI Micmums doKymMeHm, ma npoyedyp Ha0a8aHHs UOMY YUHHOCMI:
cmaHdapmu, mexHivYHi yMo8uU, HACMAHOBU, NPABUAA, pe2AAMEHMU, PEECMPU,
Kaacugpikamopu, kamasoz2u moujo. Kaacugikayis cmandapmis 3anexcHo 8id
06'ekma cmaHdapmus3ayii, ckaady, 3micmy, cipepudisiAbHOCMI MA NPUSHAYEHHS:
depoicasHi, easy3esi, cCmaHOapmu HaAyK080-MeXHIYHUX ma

[H}#CeHepHUX mosapucma I cnizok YKpaiHu, mexHiyHi ymosu YKpaiHu, cmaHoapmu
nionpuemcms, kodekcu ycma/eHoi npakmuku.

[Ipo6Hi cmandapmu.




CmaHdapmu 0608 's13k08020 [ 006p08i/1bH020 BUKOpUCMAHHSA. [I03HAYEeHHs
HOpMAmMugHUX JOKyMeHmIs.

l'apmoHizoeaHi HopmamueHi doKymMeHmu: 8U3HA4eHHS, munu
2apMoHizoeaHHocmi.IlopigHsiHHI cmaHdapmu.

Tema 1.3. Op2zaHu cmaHdapmu3ayii 8 YKpaiHi pi3Hux pieHie

OpzaHu depicasHoi cmandapmu3sayii (pyHKYii ma ocHo8HI 3a80aHHS):
Jepoccnodcugincnexyisa Ykpainu, YkpaiHcbkulli Hayko8o-docaidHull iHcmumym
cmaHdapmus3sayii, cepmugikayii ma inpopmamuxku, [lepyicasHe nionpuemcmeo
"Haykoe0-0ocai0HUll iIHcmumym mempo/102ii BUMIPH8AAbHUX [ ynpasAsovux
cucmem”,

"BceykpaiHcbkull depicagHull HAQyko8o-8upobHU4ull yeHmp cmaHdapmu3sayii,
Mempoiozii,cepmugikayii ma saxucmy npas cnoxcusauie”, /lepxcasHe
nionpuemcmeo «YkpaiHcokut

HAyK080-00cAI0HUTl [ HA84A/NbHUU YeHmp npobsaem cmaHdapmu3ayii,
cepmudgikayii maskocmi», mexHiuHi Komimemu i3 cmaHdapmu3ayii.

OpzaHu 2any3esoi cmaHdapmu3ayii (pyHkyii ma oCHOB8HI 3a80aHHS): CAYyHCOU
cmaHdapmu3sayii minicmepcms, 20.108Hi (6a3o8i) opeauizayii 3 cmaHdapmu3ayii
8 nesHitiza.ysi, cayxcba cmaHdapmu3ayii nionpuemcmea/opzaaHizayii.

OpzaHu cmandapmu3ayii 8 eaay3i papmayesmuvHux ma 6i0mexHoN02IYHUX
8UpobHUYMe ma ix ocHosHi pyHkyii: MO3 Ykpainu, [lepicasHe nionpuemcmeo
“Nlepacasrull ekcnepmHutiyeHmp Minicmepcmea oxopoHu 300po8’st Ykpainu”,
JepacasHa cayxcba Ykpainu 3 nikapcbKux 3aco6ie ma KOHMpoJHo 3a
Hapkomukamu, YKpaiHcbkull yeHmp Haykosoi medu4Hoi iHghopmayii ma
nameHmHo-AiyeH3itiHoi pobomu MO3 YkpaiHu

«YKkpmednameHmingopm» mowo.

Cayacba cmandapmu3sayii nionpuemcmea/opaaHizayii: yHkyii, cmpykmypa.
HopmokoHmMposb, ik 00HA 3 OyHKYIU cayxHcbu cmandapmuszayii Ha
nionpuemcmei.IllpusHayeHHss ma 8udu HOPMOKOHMPOJIIO.

Yuigikayis, sk o0He 3 3a80aHb cayxicbu cmaHdapmu3ayii Ha nionpuemcmsi. Budu

YVHIgikayii.

Tema 1.4 Bumozu 00 po3po6/1eHHS, BNPOBAIHCEHHSA Ma 8UKOPUCMAHHS
cmaHdapmie pi3Hux pieHie 8 YKpaiHi

[lops10ok po3pob.eHHs i 3ameepdiceHHs deprHcasHuUx cmaHdapmis.

[lops0ok po3pob.aeHHs, nob6ydosu, sukaady ma 0opMAEHHS MEXHIYHUX YMO8.
Ocob6ausocmi po3po6.1eHHs, 3ameepOoHCeHH ma 3acmocy8aHHs cmaHdapmis
nidnpuemcmaa.

/JlepacasHull Haz.a50 3a 8Npo8aAAHCeHHAM | 000epHCaAHHAM cmaHdapmis.

Po30ia 2. HopmamueHa doKyMeHmayist uyyodo cucmem ynpasaiHHA AKicmio
Tema 2.1. Tepminoaozisi uyyjodo cucmem akocmi

3azaavHi mepmiHu cmocosHo sskocmi (3a JICTY 3230-95 i ZICTY 1SO 9000:2015):
AKICMb, cucmema ynpasaiHHA AKICM1o, NoAImuKa 6 2ay3i AKocmi, ynpasaiHHsA
sAKicmH, Kepy8aHHAsIKIcm1o, 3a6e3neveHHs IKoOCMi, HaCMaHosd 3 AKocmi,
npozpama sskocmi,

8idnogidHicmb/HegidnosidHicmb, npocmescysaHicmy, sepudikayis. [lonamms
cucmemu sikocmi. [lemss akocmi.




Tema 2.2. MixcHapodHi cmandapmu ISO ma OHSAS

OpezaHizayii mixcHapodHoz2o pieHs wo npayrwms 8 2a.y3i cmandapmusayii (1SO,
IEC, CEN,CENELEC). ®yHkyii ma cmpykmypa ISO.

MixcHapodHi cmaHdapmu ISO. Cmandapmu ISO cepiii 9000, 10000, 14000, 19000 -
cpepasacmocy8aHHsi, 0cobausocmi.

Cmandapmu 1SO 6 Ykpaiui. Cucmema cmandapmis JJCTY ISO 9000.Cucmema
cmaHdapmis J[CTY ISO 14000.

JACTY ISO 19011:2012 HacmaHosu ujodo 30ilicHeHHs1 aydumis cucmem
YNpAasAIHHSA: 3MICM,NPUSHAYEHHS.

Cepisi misicHapodHux cmaHdapmie OHSAS 18000: npusHaueHHs. YuHHUl 8 YKpaiHi
cmandapm JCTY OHSAS 18001:2010. Cucmemu ynpagaiHHA 2i2iEHOK ma
6e3nekoi npayi:amicm, NPU3HAYEHHSL.

Po30ia 3. 3akoHodaeya ma HOpMamueHa 6a3a o000 CMeOpPeHHs ma
8upo6HUYmMea6iomexHoa102iuHOi ma hapmayeemuuHoi npodykyii

Tema 3.1 MixccHapodHa HOpmamueHa 6a3a wodo ynpasaiHHA AKicmio 8
2asny3iéiomexHosoezii i papmayii

Cy6’ekmu mixcHapoOHoi cucmemu 3abe3neueHHs sKocmi papmayesmuyHoi
npodykyii: WHO, EC, PIC, IFPMA, FDA.

OcHOBHI mepMIHU, U0 3aCMOCO8YIOMbCS HA emanax CmeopeHHsl, BUpO6HUYMEa
mas3acmocy8aHHs papmayesmuvHoi npodyKuyii.

Kummesuii yuka JI3.

MixcHapodHi HacmaHosu (HasexcHi papmayesmuyuHi npakmuku, GxP), wo
cmocyromucs

CMB0peHHSl, BUPOOHUYMBA ma 3acmocy8aHHs ghapmayesmuyHoi npodykyii (eudu
manpu3Ha4eHHs): GLP, GCP, GMP, GEP, GDP, GPP, GSP, GPvP, GPEP, GRP.

Tema 3.2 OcHOB80N0.1034CHI HOpMAMUBHI 0OKyMeHMuU Woado
6iomexHo102iYHOT maghapmayeemuyHoi npodykyii 8 YkpaiHi

3akon Ykpainu (3Y) “Ilpo nikapcobki 3acobu”: 3micm ma 0CHOBHI NO/IOHCEHHSI.
bazoeizakoHodas4i npuHyunu ma 0CHO8U CME8OPEeHHs, BUPOOHUYMEa ma
3acmocyeaHHs

JAIKapcbKux 3acobis, siki npedcmassieHi y sueas0i idnogidHux cmameti 3akoHy
Ykpainu“Ilpo nikapcoki 3acobu”.

3Y I[lpo ocHoBHI npuHYyunu ma sumoau do 6e3neyHocmi ma AKoCmi xapuo8ux
npodykmis.3Y I[Ipo 0XopoHy HABKOAUWHbLO20 NPUPOIHO20 cepedosulya

3Y Ilpo depicasHull KOHMPOAb 3a JOMPUMAHHAM 3AKOHOJA8CMBA NPO Xap4osei
npodykmu, Kopmu, No6iYHI npodyKmu meapuHHO020 NOX00XCeHHs, 300po8’ss ma
6saazonoayyusi meapuH 3Y Ilpo depocasHulli KOHMpoab 3a OO0MPUMAHHIM
3akoHodascmea npo xapyosi npodyKmu, KOpmu, no6iuHi npodykmu meapuHHO20
noxo0xceHHsl, 300p08’st ma 6.1a20n04y44s1 M8ApUH

3Y IIpo 6e3neuHicmb ma 2i2ieHy KopMmis




Tema 3.3 HopmamugHi 00OKyMeHmMu cmoco8HO Npo8edeHHs 00KAIHIYHUX
docaidxcenvHanexcHa nabopamopHa npakmuka Good Laboratory Practice
(GLP): ocHo8HI nosodceHHs. KoHyenyiss «mpbox R».

H/l wodo dokaiHiYHUX 00CAi0HCEHb, WO € YUHHUMU 8 YKPQaiHi:

3akoH Ykpainu «IIpo aikapcbKi 3acobu,

3akoH Ykpainu «IIpo 3axucm meapuH 8i0 #H0pcmoKko20 N080OHCEHHS,

Haka3 MO3 Ykpainu Ne 944 IIpo 3ameepdceHHs [lopsidky npogedeHHs
JOK/AIHIYHO208UBYEHHS AIKAPCLKUX 3AC06I8 ma ekchepmu3u mamepiais
JOK/AIHIYHO20 8UBYEHHS1 IIKAPCbKUX 3aC06i8

Hacmanosa CT-H MO3Y 42-6.0:2014 Jlikapcoki 3acobu. [lokaiHIYHI docaidxnceHHs
6e3nekusik niorpyHmsi KAIHIYHUX 8UNpo6y8aHs 3a y4acmro A00uUHU ma
peecmpayisi AIKapCcobKux

3acobis

JokaiHiyHe 8uBYEHHS ATKAPCbKUX 3ac06i8: HanpsiMu, sudu, mecm-cucmemu,
opzaHizayisi manpogedenHs, JokymeHmayisi. Cmpykmypa npomokoJ1y ma 38imy.

Tema 3.4 HopmamugHi dOKyMeHmMu CmMoco8HO Nnpo8edeHHA KAIHIYHUX
sunpo6ysaHvMixcHapodHi doKymeHmu 3 emuku: HiopH6ep3bKull kodekc,
lesnbciHcbka dekaapayisi, beabmoHmckuli 36im. OCHOBHI NO/I0HCEHHS
lesnbciHcbKoOi dekaapayii.

HaunedcHa kainivHa npakmuka Good Clinical Practice (GCP): mema, ocHOBHI
npuHyunu.H/] wo0o KaiHIYHUX 8UNPO6Y8AHb, WO € YUHHUMU 8 YKPAiHi:

3akoH Ykpainu «I1Ipo sikapcoki 3acobu»,

Haka3 MO3 Ykpainu N21169 eid 26 eepecHsi 2017 "Jlikapcwvki 3acobu. HasnexcHa
KAiHIYHanpakmuka 42-7.0:2008"

Haxa3 MO3 Ykpainu N2690 id 23 eepecHs 2009 "lIpo 3ameepdicenHs [Iopsidky
nposedeHHsKAIHIYHUX 8UNPOBY8AHb NIKAPCLKUX 3ac06i8 ma ekcnepmu3u
Mamepianie KAiHIYHUX 8unpob6yeaHbs i Tuno8o20 nN0A0X4CEHHS NPO KoMicii 3
numaHb emuku” Ha 81 cmop. 3 39 dodamku 3 popmamu 61aHKI8, U0

0 OPMAIIOMBCAL

Haxa3u MO3 YkpaiHu 3 dodamkamu, 8 ikux Hagodumucs nepesik KB, wjo
do380.1€HI 0a151npo8edeHHs 8 YKpaiHi.

Kowicisi 3 numaHb emuku npu 3akaadi oxopoHu 3dopoe’s: pyHkyii. @®asu ma eudu
KAIHIYHUX

s8unpo6ysaHn. /JokymeHmayisi, Wo opopMAEMbCS HA 8CIX emanax KAIHIYHUX
sunpo6ysaHb. KoHmpob npogedeHHs KAIHIYHUX 8UNpo6ysaHs (aydum,
MOHIMOPUH2)

10.

Tema 3.5 [lepacasna peecmpayis Aikapcbko20 3acoby ma
nicasipeecmpayiiiHuiiHazaa0 8 YKpaiHi

Haxaz N2 426 6id 26.08.2005 IIpo 3ameepdxiceHHs [lopsadky nposedeHHs
ekcnepmu3su peecmpayitiHux mamepianie Ha AIKapcbKi 3acobu, wo nodaromuscs Ha
depoicasHy

peecmpayii (nepepeecmpayiro), a makoxic ekcnepmu3su mamepiasie npo
8HeceHHs1 3MIH dopeecmpayiliHux Mamepiaaie npomsizom dii peecmpayitiHoz2o
noceidueHHs1: 0CHOBHI

mepMiHu, Ha ujo nowuproemuscs [lopsadok, kum nposodumbubcs,, 0CHOBHI emanul.
Peecmpayiiinimamepiaau (peecmpayiiiHe docb€) - NpusHA4eHHs, CmMpyKmypa.
JepacasHutl peeccmp AIKapcbKux 3acobis YkpaiHu

[icaspeecmpayitinutl Haeaa0 (papmakoHaza0): BUSHAYEHHS, HANPSAMU pob6omu,
dicepesanogidomaeHb Npo No6IYHI peakyii Ha Aikapcobki 3acobu. HopmamueHi
doKymeHmu, ujo

pezyarrms disabHicmb cucmemu hapmMakoHaza50y 8 YkpaiHi.



http://www.dec.gov.ua/site/files/klinika/n95.doc
http://www.dec.gov.ua/site/files/klinika/n95.doc
http://www.dec.gov.ua/site/files/klinika/n95.doc

11.

Tema 3.6 JepicasHa ghapmakones YkpaiHu ma iHwi HOpmMamueHi
JdoKyMeHmMu, wyopez21aMeHmyioms KOHmMpo/ib AKoOcmi AiKapcbKux 3acooie
HepixcasHna papmakones Ykpainu, ik 0CHO8HUU HOpMamugHutll dOKyMeHm, ujo
pe2aamMeHmy€e NUMaHHs KOHMPOJ110 AIKOCcMi AIKapcbKux 3acobis. CmpykmypHa
opeaHizayisa/]®Y. Memodu papmakoneiiHozo aHanaizy. Cybcmanyii ma 2omoei
AIKapCcuKi popmu.

AHanimuyHo-HopMamusHa doKyMeHmayis Ha gapmayesmuyHull npenapam:
OCHO8HI8UMO2U J0 3micmy, no6ydosu, sukaadeHHs, opopmaeHHs. Ekcnepmusa,
Y320034CEeHHSI.

12.

Tema 3.7 HopmamueHi d0OKymeHmMu ujodo 8upo6HuUymaed 6iomexHo102i4Hoi
madgapmayesemuyHoi npodykyii 8 Ykpaini ma ceimi

OcHoeHI mepmiHu. Baaidayia ma ii eudu, Keaxigpikayis (o6aadHanHs) ma ii eudu.
[Ipasuna HanaexcHoi supob6HUYoi npakmuku (Good Manufacturing Practice).
Xapakmepucmuka ma npusHa4eHHs GMP.

13.

Tema 3.7 HopmamuegHi 00KymeHmu wodo supo6HuUymea 6iomexHo102i4Hoi
ma papmayeemuuHoi npodykyii 8 Ykpaini ma ceimi

JliyeHsia Ha eupobHUYmMBo Jikapcbkux 3acobis: Ilepenik dokymeHmis, sKuil
Hadaembvcs cy6’ekmom 20cnodapro8aHHs HaA sudayy JAiyeH3ii Ha 8UpobHUYME0
JAIKapcokux 3acobis,/liyeHsitiHuli peecmp 3 npoMuc108020 8upobHuUymasa Ji13.
Zlocbe 8UpobHUYOI JibHUYI — BU3HAYEHHS] ma 3micm.

TexHon02i4HUTl peenameHm: xapakmepucmuka, cipepa 3acmocy8aHHs,, amicm.
TexHosno2iuHi mumuacosi peenamenmu (TTP), mexHo02iuHi npomuca08i
pezaaamenmu (TIIP) ma cgpepu ix3acmocy8aHHsi.

TexHiuHUll pecnamenm: xapakmepucmuka, cipepa 3acmocy8aHHs, 3Micm.
Hacmanosu CT-H MO3Y

14.

Tema 3.7 HopmamueHi 00KymeHmMu ujodo 8Upo6HuUymeda 6iomexHo102iYHoi
madgapmayeemuyuHoi npodyKyii 8 Ykpaini ma ceimi

Hacmanoea CT-H MO3Y 42-4.0:2020 «/likapcbKi 3acobu. HasexcHa supobHu4a
npakmuka».llpusHayeHHs, 3micm.

15.

Tema 3.7 HopmamueHi doKymMeHmMu wjodo 8upo6HUYmMaea 6iomexHo.102i4YHOi
madghapmayesmuuHoi npodykyii 8 Ykpaini ma ceimi

PigHi 3Hauywocmi dokymenmayii gapmnionpuemcms. BupobHuua
doKymeHmayisi: udu, NpU3Ha4eHH s, 3MICm moujo.

1. posdinu peecmpayitiHux 00Cbe€ HA KOHKPeMHI AIKapCcbKi 3acobu, 8 IKUX
ONUCAHOMEXHO1021YHI npoyecu iX BUpobHUYMB8a;

2. eidnosidHi dokymeHmu cucmemu sskocmi — memoduku CH

3. dokymenmayiro, 3a 1Ko 30ilCHIOIOMb BUPOOHUYMBO MA KOHMPOJ1b
KOHKpemHoinpodyKyii.

- cneyudgikayii

- BUPO6HUYI peyenmypu ma mexHo102iYHI IHcmpyKyii,

- IHCmpyKyli 3 NnaKy8aHHA,

- memoduku (COIl, anaaimuyHi)

- NPOMOKOJU.

16.

Po30in 4. Cepmudpikayis 6iomexHo102iuHOi ma hapmayeemuuHoOi
npodykyii maakpedumayis

Tema 4.1. Cucmema cepmudpikayii

Cepmugpikayis, cucmema cepmudikayii, cxema cepmugbikayii, cepmugpikam
gidnogidHocmi,3HaK 8idnogidoHocmi.

Cucmema cepmudpikayii: opzauizayitina cmpykmypa, npu3HaveHHs, euou
disinbHocmi.IIposedenHs cepmugbikayii npodykyii.

Ocobausocmi cepmugbikysaHHs npodykyii papmayesmuyuHoi, 6iomexHos02iuHOT
maxap4o680i npoMuc/1080CMi.




17.

Tema 4.2 Akpedumayis

Akpedumayisi: BUBHA4YE€HHS, NPUIHAYEHHS], 06 EKMU.
3akoH Ykpainu “IIpo akpedumayiro opeaHis 3 oyiHku gionogioHocmi”

OpzaHu akpedumayii 8 Ykpaini (HayionanbHe azeHmcmeo 3 akpedumayii
Ykpainu).Akpedumayis opeauie 3 cepmugikayii npodykyii 32zidHo 3 /[CTY 3411.
Aydumop: 8U3HaYeHHs, BUMO2U.

Akpedumayitina komicia Ykpainu (AKY) MOH Ykpainu: ¢pyHkyii, ckaao.
Hanucanna mMody1bHOi KOHMPO.1LHOI po6omu (YacmuHa 2)

BCbOI'0
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MpakmuyHi 3aHAMmMsA

Hazea memu npakmu4Ho20 3aHAmMmmsa ma nepeﬂiK OCHOBHUX NUMAHb

T'oduHu

Budu HopmamueHux doKymMeHmie ma ix 0co6.augocmi. Bumozu do
PO3p06/1eHHA,8NPOBAIHCEHHS MA 8UKOPUCMAHHSA cmaHdapmie
Pi3HUX pigHie 8 YKpaiHu

1. Knaacugikayis /JCTY 3a nowupeHHsM 1 2a/ay33K00 30CMOCYB8AHHS:
MINCHAPOOHI, MixcOepiHcasHi, pe2ioHa/bHI, HAYIOHAAbHI, 2a.y3esi, cmaHdapmu
nionpuemcme(opzauizayiti)

2. Knacugpikayis [ICTY 3anexcHo 8id cneyudiku 06’ekma: 0CHOBONO10X4CHI
(opeanizayiiiHo-memodu4Hi, 3a2aa1bHO MeEXHIYHI, MepMIHOA02IYHI), cmaHdapmu
Ha npodyKyil, cmaHdapmu HA hpoyecu, cCmaHdapmu HA Nocay2y, cmaHdapmu Ha
Mmemodu KOHmMpo/aK, cmaHdapmu Ha CyMmicHicmb, cmaHdapmu 3a2a/1bHUX
MexHIYHUX 8UMO2

3. Ckaadosi vacmuru JICTY ma TY

2

Budu HopmamueHux doKymMeHmie ma ix oco6.augocmi. Bumozau do
PO3pP06.,/1eHHS,8NPOBAIHCEHHS MAd BUKOPUCMAHHA cmaHdapmise
pi3HUX pigHie 8 YKpaiHu

OcHOBHUX Xapakmepucmuku ma ocobausocmi pizHux sudie H/]

HopmamueHi doKyMeHmu wj0do 8Upo6HUYmMaeda 6iomexHo.102i4HOi ma
dapmaueemuyHoi npodykuyii 8 Ykpaini ma ceimi

Bupo6Huya HT/I. Budu, npagu.ia 0ghopM./1eHHA.
Knacugikayis, cepu 3acmocysaHHs1, npukaadu cneyugikayiti
Knacugikayis, chepu 3acmocyeaHHs1, npukiadu 8upobHUYUXx peyenmyp
Knacugikayis, cpepu 3acmocysaHHsi, npukaadu iHcmpyKuyiti
Knacugikayis, cpepu 3acmocyeaHHs, npukaadu npomoko.ie
Kaacugikayis, cpepu 3acmocyeaHHs, npukaadu Memoouk
TexH0/10214HI pecaameHmu

AR W=

HopmamueHi doKyMeHmu uiodo sUpo6HUYmMea 6iomexHo.102iYHoi ma
dapmaueemuyHoi npodykuii 8 Ykpaini ma ceimi

Bupo6Huya HT/I. Budu, npagu.ia odhopMaeHHs

Hopmokonmposib. EKcnepmu3a mexHo/0214YHUX CXeM.

HanucaHHa M0ody.16HOI KOHMPO/IbHOI po6omu (yacmuHa 1)

Budaua indusidyasnvbHux 3a6daHb cmocosHo H/l, yjodo 6iomexHo102iYHOI ma
6iogpapmayeemuyHoi npodykyii ma Hacmanosu CT-H MO3Y 42-4.0:2020
«/likapcoki 3acobu.HasnexcHa supobHU4a npakmuka»

HopmamueHi doKyMeHmu uiodo sUpo6HUYmMaea 6iomexHo.102iYHoi ma

dapmayeemuyHoi npodykuyii 8 Ykpaini ma cgimi
Bupo6nuya HT/l. Budu, npasuia oghopmaeHHA

Excnepmusa eupob6Huyoi dokymenmayii




7. 3akoHodasya ma HOpMamueHa 6a3a W0do cMeopeHHs md 2
8UPOGHUYmMEa6iomexHo.102iYHOi ma dhapmMauesmu4yHoi npodyKuii e

YKpaini ma ceimi

1. Tunu H/l, wjo 3acmoco8ylomubCsi npu cmeopeHHI ma po3po6yi Hogoi
npooykyii
2. Tunu H/], wjo 3acmocosyombcst npu 8UupobHUYymai npodykyii
8. JakoHodasya ma HOpMamueHa 6a3d W0Ad0 CMEOPEeHHs md 2

8Upo6HUYMEabiomexHoa102iuHOi ma ghapmayesmuyHoi npodykuyii 8

YKpaini ma ceimi

1 Tunu H/, wo 3acmocosytombcst npu peasaidayii npodykyii
2. Tunu H/], wjo 3acmoco8yombcsl npu 8UKOPUCMAHHI npodykyii
9. 3akoHodae4ya ma HopMamueHa 6a3d w000 CMEOPEHHs ma 2

8Upo6HUYMeabiomexHoa102iuHOi ma ghapmayesmuyHoi npodykuyii 8

YKpaini ma ceimi
Hacmanoea CT-H M0O3Y 42-4.0:2020 «/likapcbKi 3acobu. HasedxcHa supobHuua
Npakmuka».
[Ipu3HayeHHs, 3micm.
BCbOIo 18

6. CamocrTiiiHa poboTa cTyaeHTa

CamocmilinHa poboma cmydeHma CrnpAMOBAHA HA Kpawe OMaHY8AHHA 3HAHb W/AXOM
ocobucmoezo nowyky 000amkogoi iHghopmauii, popMy8aHHA GKMUBHO20 iHMepecy 00 M8op40o20 Mioxody
y Has4anbHili pobomi. Y npoueci camocmiliHoi pobomu 8 pamkax 0Cc8iMmHL020 KOMMIOHeHMy cmydeHm
rnosuHeH Has4yamucs 2nuboKo aHanizysamu cy4acHi nioxoou 6o po3pobKu ma 8nposadHeHHA HO8IMHIx
MeXxHOos102iYHUX pilleHb, AKi Marome 8i0rnosioHe nNpPakmu4yHe 3aCmocy8aHHA HA 0ito4ux 8UPOBHUUMEBAX.

CamocmiliHa poboma nepedbayae nidecomosky 00 seKyili ma npPaKMuYHUX 3aHAMS,
CaAMOKOHMPOAb HAbYyMuX 3HOHb, ONPAUIOBAHHA OXcepen i3 CIUCKY Aimepamypu, BUKOHOHHA 3080aHb 0414
MPAKMUYHUX 3aHAMb, ni02omoska 00 MoOysbHOI KOHMposasbHoi pobomu (MKP), nidcomoska 0o
CKNAaOaHHA 3asiKy, mouwjo.

MoniTnKa Ta KOHTPOIb
7. MoniTuKa HaBYanbHOI AUCLUNNIHK (OCBITHBOrO KOMMOHEHTA)

BidsidyeaHHsA 3aHsAsmMb. Bidcymuicmb Ha sekyiliHOMYy ma/abo npakmuvyHOMY 3aHSAMmI He
nepedbavae Hapaxy8aHHs wmpagHux 6a.ie, oCKiabku PiHaabHUll pelimuHeosull 6an cmydeHma
PopMyeEMbCA BUKAIOYHO HA OCHOBI OYIHWBAHHS pe3y/abmamis Has4aHHs. Pazom 3 mum, npomsizom
KodicHOI s1iekyii (3a 6ydb sikoi popmu nposedeHHs 3aHAMb — OYHA, OUCMAHYIHA, 3miwaHa), 045
KOHMPOJKBAHHS Y8ANCHOCMI Ma akmueHocmi cmydeHmis, a makoxc 0151 8U3HAYEHHS CKAAOHIWUX
mem ma ix Kpawjo2o0 oNaHy8aHHs, BUKAAAY CMasumbs psid NUMAaHb, Wo CMoCcyrmscsi NOMOYHOI memu,
Ha SIKI KojceH npucymHiii cmydeHm Hadae kopomky gidnogidb 6 uam (Meet kaac-pymy, Zoom, BBB,
Telegram abowo). Taka akmueHicmb oyiHwembcsl y gidnogionocmi do PCO. Ha npakmuvHux
3aHAMMSIX BUKOHYHOMbCS IHOUBIJYa/bHI 3a80aHHS, sik 6e3nocepedHbo HA napi, Mak i 3 nonepedHboH0
nideomosgkor (iHougidyasbHi 3a80aHHS, npe3eHmayis, y4acms y 062080pPEHHSIX, 3AHOMOBY8AHHS
moujo) sIKI makoxc oyiHrrwmucs y gidnosionocmi 3 PCO.

3anssmmsi, nponyujeHi cmydeHmoM 6e3 no8axcHoi, niomeepoxceHoi dOKyMeHmMaabHo, NPUYUHU
He gidnpaybogyrombcsi I 6aau 3a pobomu, Wo HA HUX BUKOHY8A/IUCL 8Mpavaromscs. 3a yMosu
nponycky 3 NOBAXCHUX NPUYUH, CMydeHm Mae€ npaso (ase He 0608°13K080) sukoHamu eionogidHe
nucomoge npakmuyHe 3a80aHHSI HA KOHCyabmayii (3a po3kaadom KoHcysabmayil, O4HO abo
ducmaHyitiHo) ma ompumamu 3a Hb020 8i0nosidHi 6aau. Taki 8I0npay8aHHA BUKOHYIOMbCS
cmydeHmom 3a 11020 6aicaHHAM, aje He nizHiwe damu nposedennss MKP, vacmuHa 2.

Ilonimuka dedaaiiHie ma nepeckaadaHb. KonmposvHi 3axodu (MKP) ma 3aedaHHs Ha
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NPAKMUYHUX 3AHAMMSX BUKOHYIOMbCS CMydeHmamu miibkKu 3a po3KAadoM, y 8CMaHo8/1eHUll 015
2pynu yac, (BUK/A04eHHsl — 3 NOnepeoNceHHAM sukaada4a ma oPiyitiHuM niomeepoiceHHAM NPUYUHU
gidcymHocmi cmydeHma Ha HANUCAHHI pa3oMm 3 2pynor) i He nepenucyromucsi.

Bci 3a80aHHSA, W0 BUKOHYHOMbCA HA NPAKMUYHUX 3aHAmMmsAX (I OYHUX [ WO npuliMaromuscs Ha
nepesipKy 8 ay2/1-KAaci 4u melom abowjo) 30aromucs [ 8paxo8yromucsl 8 cemecmpogull pelimuHz He
nizHiwe damu HanucaHHs 11 yacmunu MKP. kw0 3a80aHHs BUKOHYEMbCSl 8 pAMKAX napu, mo 1io2o
gidnpayro8aHHs 30ilICHEMbBCS 3d PO3KAAAOM KOHCY1bmayitl.

Iloanimuka wodo akademiuHoi dob6poyecHocmi. [lonimuka ma NpuHyunu akademivHol

dobpouecHocmi susHayveHi y po3dini 3 Kodekcy ywecmi HayioHa/nbH020 mexHIYHO20 yHigepcumemy
Ykpainu «Kuiecokull nosaimexHiuHuii iHcmumym imeHi leopsi Cikopcbkozo». [lemasvHiwe:
https://kpi.ua/code.

IIlpu 8UKOHAHHI NpaKMU4YHUX Ma [HWUX 3a80aHb HE0b6Xi0HO HagoduMuU CNUCOK NOCU/NAHb HA
gukopucmati dxcepenaa. Asne He MOXCHA BUKOPUCMOBY8AMU [ NOCUAAMUCS HA POCIlicbKi dxcepeaa ma
dicepesia pocilicbkor MO80HK.

Akwo y 30aHoMy cmydeHmMoOM 3a80aHHI B8UsI8/A€HI O03HAKU n/iaziamy, mo 3a80aHHS He
3apaxo8yemucsi i He nepepoba0EMbCS.

Y pa3i susiesneHHs1 akademiuHoi HedobpouecHocmi nid Yac BUKOHAHHS MOJY1bHOI KOHMPOJAbHOT
pobomu a6o npu HANUCAHHI 3a1iK080i pobomu (cnucy8aHHs 3 6y0b AKUX dxcepesa, KOHCYAbMYBAHHS )
6ydb sikux oci6 mowo), cmydeHm ycy8aemuvCcs 3 3axody, a pe3y/bmamu KOHMpPO/AbHO20 3aX0dy He
gpaxosyromucs. [loemopHe HanucaHHs1 MOAYAbHOI KOHMPOALHOI po6oMU He JONYCKAEMbCSL.

Hopmu emuuHoi nogediHku. Hopmu emuyuHoi nogediHku cmydeHmis [ npayieHUKI8 8U3HA4eH]
y po3diani 2 Kodekcy uecmi HayioHanbHo2o mexHiYHO20 yYHIigepcumemy Ykpainu «Kuiscokuil
nosnimexHivHuill incmumym imeHi leops Cikopcokozoy. [lemaavHiwe: https://kpi.ua/code.

8. BuAM KOHTPOAIO Ta PeMTUHIroBa CUCTEMA OLLiHIOBAHHA pe3yabTaTiB HaBYaHHA (PCO)

MomoyHuili KOHMPOAbL: Ha AeKyiliHUX 3aHAMMAX 30iUCHIEMbCA Y 8U2AA0i HAOAHHA 8UKAada4em
NUMAaHs, WO CMOCYHMbCsl NOMOYHOI meMu, HA SKI KOXceH NpucymHilti cmydeHm Hadae KOpomky
gidnosidv 8 wam (Meet kaac-pymy, Zoom, BBB, Telegram aboujo). Taka akmugHicms OYiHIOEMbCS Y
gidnogidHocmi 3 PCO. Ha npakmu4Hux 3aHAMmsx BUKOHYHMbCs I[HOUBidya/nbHi 3a8daHHSs, SK
6e3nocepedHbo HA napi, mak i 3 nonepedHbo Nid20mMo8KoK (npezeHmayis, y4acms y 062080PEHHSIX,
3aHOMO8BY8AHHS MOW0) SIKI makoxc oyiHrrmucs y gionosionocmi 3 PCO.

MooyneHa KoHMposabHa poboma nNposoouMbCA 3 MemoK MepesipKu AKOCMIi ChopmoBaHUX Y
cmyodeHmig yMiHb aHANI3y8amu HOPMAMUBHi OOKyMeHMU Pi3HUX pieHie ma npusHa4YeHHA ma 00cgidy
30cmocosy8aHHA 30KOHO0ABYO0I MA HOPMAMUBHO—MEXHIYHOI OOKymeHmauyii, Habymux 8rnpooosit
8UBYEHHA KpedumHo20 Modynto. ModyabHa KOHMPosabHA poboma nodineHa Ha 08i yacmuHi (no 1 200uUHi
KOX(HQ) i BUKOHYEMbCA 30 PI3HUM meopemuyHum mamepianom: nepwa — 3a 1 i 2 po3dinamu, Opyza
yacmuHa — 3a 3, 4 pozdinamu. KoxcHa yacmuHa MKP aense coboro mecm 3 numMads, AKi Hanexcams 00
pi3HUX murnig: subip npasusnbHUX/HenpasuneHux sidnosioeli (00uH abo OeKinbKa), 8rnucys8aHHA cs108a abo
KOPOMKO20 peyvyeHHA mouwo. Y pasi eusssneHHA aKademiyHoi HedobpoyecHocmi rid 4ac SUKOHAHHA
MOOYbHOI KOHMPOoAbHOI pobomu abo rnpu HAMUCAHHI 3asaiKoeoi pobomu, cmydeHm ycy8ademMoscs 3
3a0x00y, a pe3yaAbmamu KOHMPOsb6HO20 30X00y He 8PaxX08YHOMbCA.

KaneHndapHuii KOHMponb: nposadumsca 08i4i HO cemecmp AK MOHIMOPUH2 MOMO4YHO20 CMAHY
BUKOHOHHA 8UMO2 cunabycy. AmecmosaHUMU B88aXAOMbCA cmydeHmu, AKi Habpanu HA MomeHm
KaneHOapHO020 KOHMpPOso He MeHwe Hixe 50 % 6asie 8i0 momoyHoz20 pelimuHay.

Cemecmposuli KOHMPOAbL: 3as1iK, AKUU NMpos8oouMmMsCa y hopmMi HANMUCAHHA Mecmosoi 3as1iKosoi
pobomu. Mepenik NUMaHs, W0 BUHOCAMbCA HA 3aaiK HagedeHul y lodamky A.

Tabauys sionogioHocmi pelimuHaosux 6anie OYiHKaM 3a yHieepcumemcbKo WKAOH:
Kinbkicmob b6anis ‘ OuiHka
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100-95 BiomiHHO
94-85 Lyxce 0obpe
84-75 Jobpe
74-65 3adosinbHo
64-60 LdocmamHbo
MeHwe 60 He3adosinbHo
He sukoHaHi ymosu 0onycky He donyweHo

Ymoasu 0onycky 00 cemecmposo20 KOHmMpono: cemecmposull pelimuHe pisHull abo binswe 40
6anis.
OUiHIOBAHHA piBHA 3HAHb 3 OucyunaiHu 078 cmyodeHmis npos8oouMsca 3a pelimuH2080t0
cucmemoro, yMo8U AKOI HaB800AMbCA 8 rosaoxceHHi rnpo PCO 3 ducyunniHu, HagedeHomy y flooamky b.

9. [OopartkoBa iHpopmauis 3 aucumnnniim (0CBiTHbOro KOMNOHEHTA)

B ymosax ducmanyitiHoi a6o 3miwaHoi oopmu nposedeHHs1 3aHIMb 0p2aHi3ayisi 0C8IMHBLO20
npoyecy 30iliCHHEMbCS 3 BUKOPUCMAHHAM MEXHO/02ill ducmaHyitiH020 HABYAHHSA: naam@opmu
ducmaHyitiHozo HasuaHHs «CikopcbKull», «EnekmpoHHull kamnyc». HasuaabHuli npoyec y makitl
¢popmi 30iticHIoeEMbCs 8I0N0B8IOHO 00 3ameepdieH020 po3Kaady HA84AAbHUX 3AHSAMb,

Pobouy nporpamy HasuyanbHOI gucumnnainm (cunabyc):

CKnapeHo:

AoLueHToM Kadeapu npomncaosoi biotexHosorii Ta 6iodapmauii,

K.6.H., BiToto MuxaiinisHoto JTiIHOBULbKOO

YxBaneHo kadeapoto npommncaosoi biotexHonorii Ta Giopapmauii (npotokon Ne 16 Big, 26.06.2025 p.)
NoropkeHo MeTtoanyHoto Komicieto BT (npoTtokon Ne 6 Big 30.06.2025 p.)
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Jdodamok A

lNepenik NUMaHb, AKi BUHOCAMbCA HA 30iK
Cmandapmusayis. Budu, npedmem, 06’ekmu cmandapmu3sayii.
Kamezopii HopmamusHux dokymeHnmie 3 cmaHdapmu3sayii.
Budu cmaudapmis
HayionasnbHi cmaHdapmu
T'apmoHizoeaHi HOpMmamueHi JOKYMeHMuU: U3HA4EHHS, mMunu 2apMoHizoeaHHocmi. [lopieHaHHI cmaHdapmu.
TexHiuHI ymo8U
Ilopsidok cmeopeHHs1 ma 8npo8adxiceHHs cmaHdapmis.
Hepacasnuli Haz2a50 3a enposadiceHHAM | dodeprcanHsamM cmaHdapmis.
Cucmemu cmaHdapmis.
OpaaHu depicasHoi ma eanysesoi cayxic6 cmanHdapmusayii.

. OpzaHu cmandapmusayii 8 2a.y3i papmayesmuyHux ma 610mexHo102iYHUX BUPOOHUYME Ma ix 0CHO8HI PYHKYIT

Cayxcba cmandapmusayii nionpuemcmaa/opeamizayii: pyHkyii, cmpykmypa

Hopmokonmposb, ik 00Ha 3 pyHKYIl cayxcbu cmandapmusayii Ha nidnpuemcmai. [IpusHaveHHss ma eudu
HOPMOKOHMPOIHO.

Yuipikayis, sik o0He 3 3a80aHb cayxnc6u cmaHdapmu3ayii Ha nionpuemcmei. Budu yHigikayii.

OcHOBHI mepMiHU cucmeMmu sikocmi

OpeaHizayii mixcHapodHozo pisHs wjo npayroroms 8 2anysi cmandapmusayii (1SO, IEC, CEN, CENELEC). ®yukyii ma
cmpykmypa ISO.

MixcHapodHi cmandapmu 1SO. Cmaudapmu ISO cepiii 9000, 10000, 14000, 19000 - cdhepa 3acmocy8aHHS,
ocobausocmi.

Cmaudapmu ISO e Ykpaiui. Cucmema cmandapmis /ICTY ISO

JCTY 1SO 9000:2015 «Cucmemu ynpaeninHs sikicmro. OCHO8HI NO/10XCeHHs. Ma C/I08HUK MepMiHie»: 3micm,
NPU3HAYeHHS, CIM NPUHYUNIB yNPAB8AIHHS AKICMIO.

JACTY ISO 9001:2009 CUCTEMA YIIPABJIIHHA AKICTHO. BUMOTH. (I1SO 9001:2008, IDT): 3micm, npu3HayeHHs1.
Cucmema cmandapmis /ICTY ISO 14000. [ICTY ISO 14001:2006 Cucmemu eko/102i4HO20 KepysaHHs. Bumozu ma
HacmaHosu ujodo 3acmocogysaHHus (1SO 14001:2004, IDT): 3micm, npusHayeHHsl.

JACTY IS0 19011:2012 Hacmawosu ujodo 3dilicHeHHs: aydumis cucmem ynpasaiHHs: 3micm, NpU3HaA4eHHsl.

Cepis mincHapodHux cmaHdapmie OHSAS 18000: npusHaueHHs. YuuHuli 8 Ykpaini cmandapm [CTY OHSAS
18001:2010. Cucmemu ynpasniHHs 2ieicHO0 ma 6e3nekoro npayi: 3micm, npusHaveHHs.

OcHOBHI mepMiHU, WO 3acmMocosylombvCsi HA emanax CMmeOpeHHs, BSUpPobHUYmMea ma 3acmocy8aHHs
dapmayesmuyHoi npodykyii (3a Hacmauosea CT-H MO3Y 42-4.0:2020 ma 3-H Ykpainu «IIpo JI13»)

MixcHapodHi HacmaHoeu (HasexcHi ¢dapmayesmuyHi npakmuku, GxP), wo cmocyromscs CMBOPeHHs,
8UPOGHUYMBA ma 3acmocye8aHHs papmayesmuyHoi npodykyii (6udu ma npusHaveHHs): GLP, GCP, GMP, GEP, GDP,
GPP, GSP, GPvP, GPEP, GRP.

3akoH Ykpainu (3Y) “Ilpo aikapceki 3acobu”: 3micm ma ocHo8Hi nos0xceHHs. bazoei 3akoHodasyui hpuHyuhu ma
OCHOBU CMBOPEHHS, BUPO6HUYMBA MaA 3ACMOCY8AHHS JAIKAPCbKUX 3acobis, ski npedcmaeaeHi y eueasadi
sidnogidHux cmameli 3akoHy Ykpainu “Ilpo sikapcuki 3acobu”.

3Y [Ipo ocHo8HI npuHyunu ma sumozu 0o 6eaneyHocmi ma sikocmi xap4osux npodykmis.

3Y I[Ipo oxopoHy HABKOAUWHBO20 NPUPOOHO20 cepedosuujd

3Y Ilpo depacasHuli KOHMPOIb 30 OMPUMAHHAM 3aKOHOJA8CMBA NPO Xapyoei Npodykmu, KopMuU, NOOTYHI
npodykmu meapuHHO20 NOX00XCeHH s, 300p08’st ma 6.1a20N0AyYYs MEAPUH

3Y Ilpo depacasHuli KOHMPOIb 3a JOMPUMAHHAM 3aKOHOJAscmea npo xap4osi npodykmu, Kopmu, NoGI4HI
npodykmu meapuHHO20 N0X00}CeHHS, 300p08°s1 ma 6.1a20Nn0.1y44si meapuH

3Y [Ipo 6e3neyHicmb ma 2icieHy kopMmis

HanesxcHa nab6opamopHa npakmuka Good Laboratory Practice (GLP): ocHosHi nosiosxcenHss. Konyenyis «mpbox Rx.
H/l wodo dokaiHiuHUX docaidiceHb, Wo € YUHHUMU 8 YKpaiHi:

3akoH Ykpainu «IIpo aikapcobki 3acobu»,

3akoH Ykpainu «IIpo 3axucm meapuH 8i0 H0pCmMoK0o20 N0BOOHCEHHSI»,

Hakas MO3 Ykpainu Ne 944 [Ipo 3ameepdiceHHs [1opsadky npoeedeHHs1 00KAIHIYHO20 8UB4EHHS NIKAPCbKUX 3aCc00i8
ma ekchepmu3su Mamepiasnie 0KAIHIYHO20 BUBYEHHS IKAPCLKUX 3AC00i8

Hacmanosa CT-H MO3Y 42-6.0:2014 Jlikapcbki3acobu. [JokaiHiuHi docaidxceHHs 6e3neku ik niorpyHms KAIHIYHUX
8UNPOBYBAHb 3a yHacmio AH0JUHU MaA peecmpayisi AIKApcbKUX 3acobis

/Jlok/iHIuHe 8UBYEHHS AIKAPCbKUX 3aco6ig: Hanpsmu, sudu, mecm-cucmemu, opeaHizayis ma nposedeHHs,
dokymenmayis. Cmpykmypa npomoko.y ma 38imy.

MixcHapooHi dokymeHmu 3 emuku: HropHbep3bkull kodekc, ['enbciHcbka dekaapayis, beabmoHmckuii 38im.
OcHosHi nosnoxceHHs eabciHcbkol dekaapayii.

HanesxcHa kainiuHa npakmuka Good Clinical Practice (GCP): mema, 0CHO8HI hpuHyunu.

H/l wjodo kaiHiuHUX 8unpobysaHbv, Wo € HUHHUMU 8 YKpaiHi

Haxasz MO3 Ykpainu N21169 gid 26 eepecus 2017 "Jlikapcvki 3acobu. HasexcHa KaiHiuHa npakmuka 42-7.0:2008"
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Hakaz MO3 Ykpainu Ne690 gid 23 eepecHs 2009 "lIpo 3ameepdicerHsi [lopsidky nposedeHHs KAIHIYHUX
8UNpo6ysaHs AIKApCbKUX 3aco6ie ma ekcnepmusu mamepianie KAiHIYHUX eunpobysaHs i Tunogozo no/a0iceHHs
npo Komicii 3 numavs emuku”,

Hakaszu MO3 Ykpainu 3 dodamkamu, 8 ikux Hagodumucsi nepesaik KB, wo do3eoseHi 0415 nposedeHHs 8 YKpaiHi.
Kowmicia 3 numaHb emuku npu 3akaadi oxopoHu 3dopos’si: ¢ynkyii. @asu ma eudu KaAiHiYHUX 8UNPO6YBAHb.
Jokymenmayis, wjo ogpopMaOEMbCA HA 8Cix emanax KAIHIYHUX sunpobysaHb. KoHmpoab npoeedeHHs KAIHIYHUX
sunpobysaHs (aydum, MoHImopuHe)

Jepacasna peecmpayisi saikapcbkoz2o 3acofy - NopsidoK, KUuM hposodumbvCs, OCHO8HI emanu. Peecmpayilini
Mmamepiaau (peecmpayiiiHe d0CbE) - NPU3HAYEHHS, CMPYKMYpa.

JepacasHull peecmp AikapcbKux 3aco6ie YkpaiHu

Micasipeecmpayitinuti Haeas0 (papmakoHazasnd): 8uHa4eHHs, HanpsiMu pobomu, dicepena nogidomseHb Npo
no6iuHi peakyii Ha sikapcbki 3acobu. HopmamueHi doKymeHmu, wo pezayawioms OJisiibHicmb cucmemu
¢apmakoHazasndy 8 YkpaiHi.

JepicasHa gapmakones: YkpaiHu, sk 0CHOBHUI HOpMAMUBHUL AOKYMEHM, WO pe2AaMeHMY€E NUMAHHS KOHMPO.J110
siKocmi Aikapcvkux 3acobie. CmpykmypHa opeanizayis [J@Y. Memodu gpapmakonetinozo avanizy. Cy6cmanyii ma
2omosi aikapcuki ghopmu.

AHasnimu4yHo-HOpMamueHa JoKyMmeHmMayiss Ha @apmayesmuyHull npenapam: OCHO8HI 8umozu do 3Micmy,
no6ydosu, sukaadeHHs, opopmaeHHs. Ekcnepmu3a, y32002ceHHs.

Xapakmepucmuka ma npusHaveHHs [Ipasua GMP.

Jocve supobHu4O0i dinbHUYI — BUBHAYEHHS ma 3Micm

Hacmanosa CT-H MO3Y 42-4.0:2016 «/likapcwbki 3acobu. HaaesxcHa aupobHu4ya npakmukay. [IpusHa1eHHs, amicm.
OcHoB8HI munu pezaameHmis.

TexHon02iYHUTl pezaameHm, iX Xxapakmepucmuku, 8I0MIHHOCMI, cihepu 3aCMOCy8aAHHSI.

TexHiyHUl peenameHm, ix xapakmepucmuku, 8idMiHHocmi, cghepu 3acmocy8aHHs.

Pigni 3Hauyujocmi dokymenmayii papmnionpuemcms.

Bupo6Huyua dokymenmayisi: udu, npusHa4eHHsl, 3Micm moujo.

3azanvHi no03ceHHs1 ma 0CHO8HI npuHyunu cepmu@ikayii.

Cmpykmypa cucmemu cepmuikayii.

OpaaHu 3 cepmudpikayii npodykyii Ykpainu ma ix opeanizayiiina cmpykmypa.

Cepmudgpikayis npodykyii 8 cucmenmi: cxemu cepmudpixayii, nopssidok cepmugbikayii npodykyii.

Cepmudgpikayis cucmem sskocmi.

Axpedumayisi: 6u3Ha4eHHs, NPU3HAYEHHS], 06 EKMU.

3akoH Ykpainu “IIpo akpedumayir opeaHie 3 oyiHku gionogidHocmi”

OpeaHu akpedumayii e Ykpaini (HayioHasivHe azenHmcmeo 3 akpedumayii Ykpainu). Akpedumayis opzaHie 3
cepmudgbikayii npodykuyii 32idHo 3 JICTY 3411.

Aydumop: 6u3Ha4eHHs, 8UMO2U.
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Jlodamok b
IMOJIOKEHHA
PO PEUTUHIOBY CUCTEMY OL[iHKH YCHIIIIHOCTiI CTYAEHTIB

“HopmaTuBHe 3a6e3ne4YeHHS 6i0TEeXHOJIOTiYHUX BUPOOHULTB”

B YMOBAaX OYHOI'0/AUCTAaHL{iHHOIr0/3MilIaHOTO HABYaHHSA

OCBITHI! CTylliHb O6aKaJilaBp

cneniajJabHIiCTh 162 - 6ioTexHoJi0rii Ta GioiHKEeHepia

OCBiTHBO-nIpodeciiiHa nporpama bioTexHoJi0rii

dopmMa HaBYAHHA JEeHHa dakysbTeTy_bio

PelTUHT cTyieHTa 3 AUCLHUILIIHU CKJIAJA€EThCS 3 6aJIiB, 1110 BiH OTPUMYE 3a:
1) BUKOHAHHS 3aBJjJaHb HAa MPAKTUYHHUX 3aHATTSX Ta CAMOCTiIMHO (0O4YHO Ta UCTaHLiHO) 40 6asiB
2) HanMcaHHA MOZy/IbHOI KOHTpOoJbHOI po6oTu (MKP noginsersca
Ha 2 YaCTUHU TPUBAJIICTIO 10 45 XB) - AUCTAHLIHHO 60 6asiB
Cucmema peiimuHzogux (8azosux) 6a.1ie ma kpumepii oyiHIO8aAHHSA

L BUKOHAaHHA 3dBJIdHb HA MNPAKTUIHHUX 3AHATTAX TA V BI/II‘JIﬂgi CaMoOCTiMiHO1 QOGOTI/I

CTYJEHTIB - 0YHO Ta AUCTAHLINHO
BaroBuii 6aJ - 40.

3aB/JlaHHS BUKOHYIOTbCSI Ha MPAKTUYHUX 3aHATTAX (i OYHMX i 1[0 NPUUMAIOThCS Ha NMePEBIpKY B
TyIrJ-KJjaci Y4 MeljoM abolo) 37al0ThCs I BpaXxOBYIOThCS B CEMECTPOBHUM PEUTHUHI He Ni3Hille
Aatn HanucaHHA Il dactunu MKP. flkmo 3aBAaHHA BUKOHYETbCSA B paMKax [apu, TO HOro
BifnpaloBaHHS 3/1iCHIOETHCS 3a PO3KJIaZ,0M KOHCY/IbTal|iil.

3a yMOBM NPOMNYCKY 3 MOBaXXHUX NPUYMH, CTYAEHT Ma€ MpaBo (ajie He 060B’I3KOBO) BUKOHATHU
BiZiMOBi/lHE MHCbMOBEe NPAKTUYHE 3aB/aHHSA Ha KOHCYJbTAllil (3a po3K/IaJloM KOHCYJIbTAllili, OUHO
a60 IMCTAHIiHO) Ta OTPUMATH 3a HbOTO OaJIH.

CrcTteMa OLLiIHIOBAHHA:

PiBeHb 3aCBOEHHA bany, y KpuTepii oniHOBaHHA
HaBYaJIbHOTO BiicOTKax
Marepiaay
«BIAMIHHO» 95-100 | peTesbHe BUKOHAHHSA, aKypaTHe 0pOpMJIEHHS 3aBJaHHA Y

BiZIOBiAHOCTI 10 BKa3iBOK, IJIMOOKWUM aHaJi3 3
BHCHOBKAaMH, aKypaTHe Ta I0BHE3aHOTOBYBAaHHA

«ZlyKe 1oope» 85-94 € HeCYTT€EBI IOXUOKHY Y BUKOHAHHI po60TH, a60 0popMJIeHHSA
3po6JieHe 3 IEBHUMHU HeJl0/1iKaMU, aKypaTHE Ta IOBHE
3aHOTOBYBAaHHS

«J106pe» 75-84 € HECYTTEBI NOXUOKHU Y BUKOHAHHI po60TH, 0popMJIeHHS
3po6JieHe 3 IEBHUMHU HeJI0/iKaMU

«3aJ10BIJIBHO» 65-74 3aBJlaHHSI BUKOHAHO He ITOBHICTIO a00 € 3Ha4YHi MOXHOKHU B

TeKCTi Ta 0pOpMJIeHHI 3aHOTOBYBaHHS BUKOHAHO
He0as10, He TOBHICTIO

«JIOCTAaTHbO» 60-64 3aBJlaHHSI BUKOHAHO He IMOBHICTIO Ta € 3HaYHi TOXUOKH B
TeKCTi Ta 0pOpMJIeHHI 3aHOTOBYBaHHS BUKOHAHO
He0as10, He TOBHICTIO

«He3a0BIJIbHO» <60 BiZICYyTHICTb 3HAaYHOI YaCTUHU POOOTH, JiyKe MOTaHe
BHKOHAHHS 3aBJaHHS, BAKOHAHUW HE CBiMBapiaHT

3aBJlaHH4, IHCTPYKILil 10 iX BUKOHAHHSA Ta JleTa/IbHI YMOBHU OLIIHIOBaHHSA HAaBOAATHCA B KJIacC-pyMi 3
OCBITHBOI'O KOMIIOHEHTY Ta JOBOAATHCA 10 CTYAEHTIB HAa NPAaKTUYHUX 3aHATTAX.

2. Moay/ibHUY KOHTPOJIb

Barosuii 6as - 60.

Moay/ibHi KOHTDPOJIbHI pO60TH NPOBOAATHCI OYHO ab0 AMCTAHLIWHO (B KJac-pyMi 3 OCBITHBOTO
KOMIIOHEHTY) i CKJIaZlaloThCsl 3 TECTOBUX 3aB/laHb.

MKP BHKOHVIOTBHCS CTYJEHTAMU TiJIbKU YV BCTAHOBJEHHUW JJIS TPYIU Yac 3 0OMEXKEHHUM TepPMiHOM
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BUKOHAHHdA, (BUKJ/IOYEHHS1 - 3 MONepe/PKeHHSM BUKJIaZaya Ta OQiUiHUM MiATBepAKEHHAM
NPUYUHU BiICyTHOCTI CTyZleHTa Ha HallMCaHHI pa3oM 3 rpyIol0) i He MepenucyThC.

Kpurepii oniHIOBaHHA Ta YMOBU NPOBeJEHHA JUCTAHUINHO JOBOJAATBLCA IO CTYy[EeHTIiB 3aBYacHO,
nepej, KO>KHUM KOHTPOJIbHUM 3axXo0/ioM. MakcuMaJibHa KiJIbKiCTh 6asiB opiBHIOE 30 6asiB X 2
yacTuHH = 60 6aJiB.

CrcTeMa OLIHIOBAHHA:

PiBeHb 3aCBOEHHA banu KpuTepii oniHOBaHHA
HaBYaJIbHOTO
Marepiajny

«BIIMIHHO» 29-30 | noBHi npaBuUJIbHI BiANOBIAI (He MeHlIe 95% BipHOI
iHpopmauii)

«JlyKe 1o6pe» 26-28 | pocTaTHBO MOBHI BiAnoBiAi (He MeH1ie 85% npaBUIbHOI
iHpopmMauii), abo BiiNOBi/i 3 HE3HAYHUMHU HETOYHOCTSMHU

«J1006pe» 22-25 | nepeBaxxHO MOBHI BifnoBiJi (He MeH11e 75% npaBuJIbHOI
iHpopmauii), ab6o yacTKOBO BiZANOBi/i 3 HE3HAYHUMHU
HETOYHOCTIMU

«3a/10BIJIBHO» 20-21 | nepeBaxHO NpaBUJIbHI BiinoBiAi (He MeH1Ie 65%
npaBu/bHOI iHpopMallii), abo yacTKOBO BiAOBIiA 3
He3HaYHUMHU HETOUYHOCTSIMU

«OCTaTHbO» 18-19 | nepeBakHO NpaBUJIbHI BifgnoBizi (He MeH1ie 60%
npaBu/bHOI iHpopMallii), 3HauHa YacTHHA HENTOBHUX a603
HETOYHOCTIMHU

«He3aJ0BiJIbHO» <18 | HenpaBuUJbHI BignoBizi 6isblie Hixk Ha 40% nuTaHb

Po3paxyHok wikaau (R) peiimuHay:
Taky¥M 4YHUHOM, CEMECTPOBHUM PEUTHUHT CKJIAJAE:
Rc=40+ 60 =100 6anxiB
JoaaTkoBi 6aim: 0,2 6asu - poboTa Ha JeKlisfx (OLiHIETbCS 3a AKTHUBHICTIO B 4aTi).
Bcboro makcumasibHo 17 nekuiit x 0,2 = 3,4 6asiu.

Bci 3aBaHHS, 1110 BUKOHYIOTbCS Ha NPAKTUYHUX 3aHATTAX (1 OYHHUX i 1[0 NpUHAMAOThCA Ha
nepeBipKy B TyIJI-KJaci Y4 MelsioM abo110) BpaXxOBYIOThCA B CeEMeCTPOBUM PENUTHHI He Ii3Hille
Jatu HanucaHHs Il yactuau MKP.

Kanenpapuuit kontposb (KK) cTtyzneHTiB Ha 9 Ta 15 THXKHSX ceMecTpy HNPOBOAUTHLCA 3a
3HaYeHHSM notoyHoro pedTuHry Ha 4ac KK. flkmio 3HayeHHs pelTuHry He MeHuie 50% Bij
MaKCHMMaJIbHOTO MOXKJIMBOTO Ha 4Yac aTecTalil CTyJeHT BBAXKA€TbCSA aTeCTOBAHUM.

CeMecTpoBOIO aTeCTALIEIO € 3aJ1IK, 110 TPOBOAUTHUMETbLCA B I'YIJI-KJacl. YMOBOIO JONYCKY [0
uboro € R¢ 40 6asiB i BuIILE.

CtyneHTH, fKi Habpasyd NPOTArOM CEMECTPY HEOOXiJHY /s 3a/liKy KiJbKicTb 6aJiiB
(RC=60) oTpuMytoTh 3aJ1iK 6€3 6y/ib IKUX BUIPOOYBaHb/pPOOIT.

CtypeHTH, siKi HaGpasiM MPOTATOM CeMeCcTpy HeobxifiHy KiibkicTb 6aniB (RC=60), ane He
3a/10BOJIEHI pe3yJIbTaTOM, MOXYTb BHUKOHYBaTH 3ajiKOBY KOHTpPOJIbHYy po60Ty 3 MeTOlo
MiIBUILEHHS OLIiHKH, IPU LbOMY MONEpPeAHIN PEUTUHT CTyJleHTa 3 JUCUUIIJIIHU CKAaCOBYEThCS 1 BiH
OTPUMYE OL[IHKY TiJIbKH 3a pe3yJibTaTaMH 3a/JiKOBOi KOHTPOJIbHOI po6oTu. [ToBifjoMUTH npo HaMip
NKCaTH 3aJliKk He0OXi/IHO He Mi3Hille HiXK 3a 0AHY 100y [0 AaTH 3aJiKy. Y BUIIaJIKy He IBKU Ha 3aJliK
CTYZIeHTY CTaBUTbCSI OTPUMAHHUU MPOTATOM CEMEeCTPY OaJl.

CtyneHTH, siki Habpasu npoTsAromM ceMectpy pedTuHr 40<RC<60 3060B'siI3aHi BUKOHYBaTH
3a/1iIKOBY KOHTPOJIbHY pOOOTY.

CTtyneHTH, sKi HabpaJu NPOTArOM CeMeCTPy peWTUHr MeHuie 40 6GaniB o 3ajiKy He
JIONyCKalThcs. Buau pobIiT dKi CTyJeHT TMOBHHEH 3J4aTH [Jsd MiABULIeHHS pPeUTUHTY
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Y3TrOoJpKY€EThCA 3 BUKJIaAa4deM MiJ 4ac cecil. [Ipu nbomy Ha I i Il nepe3szayi oljiHka «aBTOMaTOM» He
nepezbadyeHa

/Il OTpYMaHHA CTYAEHTOM BiJNOBIIHUX OLIIHOK MOr0 PeMTHUHIOBa OLjiHKA NepeBOAUTbCS
3rilHO 3 TabJIHIIEIO:

Rc OIliHKa
95-100 BiMiHHO
85-94 JlyKe nobpe
75-84 Jlobpe
65-74 3a/l0BiJIbHO
60-64 JOCTAaTHbO
R<60 He3a/l0BiJIbHO
R <40 He JI0NYIIEeHO

3aJiikoBa KOHTPOJIbHA po60Ta NPOBOAUTUMETLCS B IyTJI-KJaci i CkyaZaeTbcs 3 50 TeCTOBUX NMTaHb.
BaroBuii 6a/1 KO)KHOTO MUTAHHSA — 2.

KpuTepii oniHroBaHHA:

MOBHA [PaBUJIbHA BiANIOBIAb 2 6asu
BiZIMOBi/ib YaCTKOBO HeNpaBUJIbHA a00 HEMOBHA, ab0 BiACYyTHS 0 6aniB
MakcuMaJsibHa KiJIbKiCTb 6aJ1iB 3a 3a/1iKOBY po60Ty AopiBHIOE 2 6au X 50 nutadb = 100 6asiB.

3a pe3yJsibTaTaMU 3aJ1iKOBOI KOHTPOJIbHOI pOOOTH CTYZ€HT OTPUMYE 3aJliK y BiAOBIAHOCTI 10
HACTYNHUX KpUTEPIiB OLIHIOBAHHS:

R sanikosa po6oTa Tpa/:muiifma OuiHKa
95-100 BiMiHHO
85-94 Jly2Ke lobpe
75-84 Jlobpe
65-74 3a/10BiJIbHO
60-65 JIOCTaTHbO
<60 He3a/0BiJIbHO

[Ipu oTpr¥MaHHi He3a40BI/ILHOI OLIiIHKM CTYJIEHT MaE€ Jiulie 2 Cpo6u /s epe3iadi y
BiAAnoBiAHOCTI 10 rpadiky nepeck/afgaHHA 3a60proBaHOCTEMN.
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