gu HauioHanbHMI TeXHIUHMI yHiBEpCcUTET YKpaiHu
ag «KUIBCbKUW NONITEXHIYHUM IHCTUTYT

imeHi ITOPA CIKOPCbKOTO»

Kadepgpa npomucnosoi
6ioTexHonorii Ta 6iopapmauiii

HOPMATUBHE 3ABE3MNEYEHHA

BIOTEXHONOMN4YHUX BUPOBHULTB
POBOYA MPOrPAMA HABYA/IbHOI AUCLIUNJIIHU (CUNABYC)

PiBeHb BULL,0i OCBITK
Fany3b 3HaHb
CneuianbHictb

OcBiTHA nporpama
Cratyc gucumnnninm
®dopma HaBYaHHA

Pik nigroroBKku, cemectp
O6car gucumnnninm

CemecTpoBuii KOHTpONb/
KOHTPOJIbHI 3axo4um

Po3knag 3aHATb

MoBa BuKnagaHHA
IHpopmaLia npo
KepiBHMKa aucumnnninm /
BMKNagadiB

Po3smilLeHHA gucumunniiu

PeKBi3UTU HaBYaNbHOI AUCLUNJIIHU

Mepwuii (6akanaspcbKuli)

16 — XimivyHa iH3#eHepia ma 6ioiHxeHepia

162 — biomexHonoeii ma 6ioiHxeHepis

biomexHonoeaii

HopmamueHa

0YHa(0eHHa)

3 Kypc, secHAHUU cemecmp

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

http://roz.kpi.ua /lekyii — 1 napa (2 200uHU) Ha MuUXcOeHb; NPaKkmuyHi — 1 napa
(2 200uUHU) pa3 Ha 08a MUMCHI

YKpaiHcbka

Jlekmop: K.6.H, doueHm kaghedpu MNbb®, J/liHosuybKka Bima MuxalinigHa,
linovytska.vita@lIll.kpi.ua

lMpakmu4Hi: K.6.H, 0oyeHm Kagpeopu ME6®, JliHosuybka Bima MuxalinieHa,
linovytska.vita@Ill.kpi.ua

Maamgopma oucmaHyiliHo2o Has4aHHA « CikopcoKuli»

EnekmpoHHuli Kamnyc KIl im. lzopsa CikopcbKoz20
Mporpama HaBYaNbHOI AUCLUNIHU

1. Onwuc HaBYaNbHOI ,D,MCUMHI'IiHM, MmeTa, npeameT BUBYAHHA Ta Pe3y/ibTaTU HaB4aHHA

CyuacHi 6iomexHo102iYHI ma 6ioapmayesmuyHi BUpo6HUYMBA NOEHYIOMb [ 3aCMOCO8YHMb
docsicHeHHs1 pI3HUX HanpsMie Hayku I mexHiku. l]inboeorw npodykyierw € npenapamu JAiKy8a/abHO-
npo@inakmuyHo20, KOCMEMU4YHO20, 8eMEePUHAPHO20, CilbCbKO20CN0AAPCbKO20, XAP408020 MOUj0
NPU3HAYEHHA:  6IIKOBO-8IMAMIHHI ~ KOHYeHmpamu, aMmiHoKuciomu, 8imamiHu, @pepMeHmHI
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 3ab6e3neveHHs1 6i0MeEXHO/102IYHUX BUPOOGHUYMB»
Hasexcums 00 O0O0HIEl 3 HeobXIOHUX 0.1 nid2omosKku 6aKa/aspis-610mexH0/102i8 HOPMAMUBHUX
ducyunsii OCKIIbKU KOMNnemeHyii wo ompumyioms cmydeHmu € Heo6XiOHUMU HA 6Cix emanax
JHCUMMEBO20 YUKAY 6iomexHo/102IYHOI ma 6iopapmayesmuyHoi npodykyii, nouuHawvu 8id
HAyKo8020 NOWYKy, po3pobku npodykmy ma mexHoa02ii 1020 OMpPUMAHHS, NPOEKMYBAHHS
8UpobHUymea I 3akiH4y4u 6e3ne4yHorw 041 008Kiaaa ma 300pos’ss HJUHU ymuai3ayiero,

BK/IYAKHYU KOHMPOJib SKOCMI HA 8CIx euu4e32aaaHux emanax.


http://roz.kpi.ua/
mailto:linovytska.vita@lll.kpi.ua
mailto:linovytska.vita@lll.kpi.ua

”

Bueuenns ducyunaiHu “HopmamueHe 3a6e3nevyeHHss 0I0MexXHO/N02IYHUX 8UpPObHUYMS
do3gosumsb MatilbymHim cheyiasaicmam npogpeciliHo opieHmysamucsi 6 YUHHUX OepiHcasHUXx
cmaHdapmax ma iHWUX HOpMAMUBHUX AKmMax, ad MakoX¢ OnaHysamu 3a2a/abHi NPUHYUNU ynpasaiHHs
AKICMIo, NnpuHyunu i npasuaa HAa/AeXCHOi 8UPOOGHUYOI NpakmuKu JjaikapcbKux 3acobis. Ompumari
3HAHHA HEOOXIOHI 015 ychiwHOI npakmuy4Hoi disabHOoCmI MallbymHix ¢axisyie Ha nidnpuemcmeax
biomexHo1021YHOI ma papmayesmu4Hoi npomuca080cmi.

Memoto HasuasibHOi ducyuniiHu € opmyeaHHs y cmydeHmie KomnemeHmHocmel wodo
3aCmMOCYy8AHHSI YUHHO20 3AKOHOOABCMBA I 8UMO2 HOPMAMUBHO MeEXHIYHOI doKymenmayii 6 z2asay3i
6iomexHos02ii ma 6iogpapmayii npu npoekmyeaHHi ma @HYHKYIOHYB8AHHI 6i0MeEXHO/102IYHUX ma
6ioghapmayesmuyHux nionpuemcms.

IIpedmemom € npuHyunu po3pobkKu ma 8UKOPUCMAHHA HOPMAMUBHO-MEXHIYHUX OKyMeHmIs,
Wo peaaameHmyoms nopsidok opeaHizayii supobHuymea 6iomexHo/102i4YHOI ma gapmayesmuyHoi
npooyKuii.

HAucyunaina “IlpoekmysaHHss 6iomexHo102i4HUX 8upobHuyme. Yacmuua 1. HopmamueHe
3ab6e3neyeHHs1 6iomexHO102IYHUX BUPO6HUYME” hopmyey cmydeHmie HACMynHIi KOMNemeHmMHocmi:

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

3K 05 - 3damuicmb 8uumucs i o8os10disamu cy4acHUMU 3HAHHAMU

@K 03 - 3damuicmb 30ilicHlO8amMu aHA/AI3 HOpMamueHoi dokymeHmayii, Heob6xidHoi 0.5
3a6e3neyeHHs1 IH#ceHepHoI dislibHOCMI 8 2a.y3i 6iomexHo02iT

PK 08- 3damHicmb eukopucmogysamu Memodo102ii Npoekmy8aHHs1 BUPO6HUYME
6i0mexHo10214YHUX NPOAYKMI8 Pi3HO20 NPU3HAYEHHS.

@PK 15 - 3damHicmb dompumysamucst sumoz 6iobe3neku, 6iozaxucmy ma 6ioemuku

@K 17- 3damuicmb aHasidysamu ma npoekmysamu 6upOOHUYMea 6iomexHo/N102I1YHOI
npodykyii xap4ogozo, papmayesmuyHo20, napagpapmayesmuyHozo ma npupodooxopoHHO20
Xapakmepy Ha 0CHO8I npoyecie Mikpo6HO20 cuHmMe3y

Ilicas 3aceoenHs ducyunaivu “HopmamueHe 3a6e3neyeHHs1 6i0mexHOoA02IYHUX 8UPO6HUYM8”
cmydeHmu Marms NpodeMOHCMpysamu maki pe3y1bmamu HA84aHHA:

IIPH 04- Bmimu 3acmocogysamu NO/0XCEHHS HOPpMAMuBHUX J0OKyMeHmMIis, WO
pe2/1amMeHmyroms nopsidok npogedeHHss cepmugikayii npodykyii, amecmayii supobHuymaea, sumozau
do opzaHizayii cucmem ynpasaiHHA SIKICMW Ha nidnpuemcmeax, npasuaa o@opMmaeHHsI MeXHIYHOI
dokymeHmayii ma éedeHHs MeXHO/102iYHO20 npoyecy, 6a3yH4UCL HA 3HAHHSX, 00epxcaHuXx nid vac
npakmuyvHoi nid2omoskKu.

IIPH 05 - Bmimu aHasaizyeamu HopmamugHi dokymeHmu (depicasHi ma 2asysesi cmaHdapmu,
MexHIYHI yMO8U, HACMAHO8U MOowj0), ckaadamu OKpemi po30iau MexHO/102[YHOI ma aHaaimu4Hoi
dokymeHmayii Ha 6iomexHO/102iYHI NPodyKmu pi3HO20 NPU3HAYEHHS; AHAAI3Y8AMU MEXHO/102i4Hi
cumyayii, obupamu payioHa1bHi MexHOA02i1YHI piuleHHs

IIPH 11- Bmimu 3dilicHoeamu 6a308i 2eHemu4Hi ma YumoJoeciyHi 00CAI0HCeHHS 3
800CKOHA/IEHHS | nidguweHHss 6iocuHmemuyHoi 30amHocmi 6ios02iYHUX azeHmi8 3 Yypaxy8aHHIM
npuHyunie 6iobesneku, 6iozaxucmy ma 6ioemuku (IHOYKo8aHull MymazeHe3 3 SUKOPUCMAHHAM
@i3uuHuUX [ XiMIYHUX MymazeHHUX ¢pakmopis, 8i06ip ma HAKONUYEHHS aAyKCOMpOPHUX MymaHmis,
nepeHeceHHs 2eHemu4Hoi iHgpopmayii mowo).



2. MNpepekBi3uTK Ta NOCTPEKBI3UTU AUCLMNAIHM (MicLe B CTPYKTYPHO-/10riYHiA cxeMi HaBYaHHA 3a
BiANOBiIAHOIO OCBITHLOIO NPOrpamoto)

4

3a ceoim 3amicmom ducyunaina “HopmamueHe 3a6e3neyeHHs1 6i0mexHoA02i4YHUX 8UPO6HUYME’
6asyemuvcsi Ha 0ocgidi I 3HAHHSAX cmydeHmis, 3006ymux npu 3Ac80€HHI Oucyun/iH ,3a2a/1bHa
Mikpobiosozia ma eipycosaoeia”, ,3azanvHa 6iomexHonozisa”, ,['eHemuka”, «I[Ipomucsosa ekon02isi»
mouwjo.

KomnemeHnyii, 3HaHHs1 ma 8MIHHS, W0 cmydeHmu OmpuMyms 8 pe3y1bmami Ha84aHHS 3 0AHOI
ducyunaiHu Heob6XiOHI 051 BUB4YEHHA HAcmynHux OducyunjiH: «EkKoHoMika 1 opzaHizayis
gupobHuymea», «0OxopoHa npayi ma yusinbHUl 3axucmy», «KoHmpoab ma KepyeaHHs
6iomexHo/102IYHUMU npoyecamu». | 20108He, OMPUMAHHA KOMNEMeHYill 3 Ha84Aa/AbHOI ducyunaiHu
“HopmamueHe 3a6e3neyeHHs1 6i0MexHO/102IYHUX 8upobHuUyme” € HeobXi0HOW CK/a1a008010 045
NPOX00}CEHHS NPAKMUKU, BUKOHAHHS OUN/AOMHO20 NPOEKMY ma YCniwHo20 3axucmy Junjiomy
6akasaspa.

3. 3micT HaBYaNbHOI AUCUMNNIHU

Po30in 1. Cmandapmu3sayis. Budu HopmamugHux doKymMeHmis, ix ocobiueocmi ma sumoau 0o ix
3micmy, 0hopM1eHHS Ma BUKOPUCMAHHS

Tema 1.1. 3azanvui gidomocmi npo cmaHdapmu3ayito

Tema 1.2. Budu HopmamugHux doKyMeHmie ma ix ocobausocmi

Tema 1.3. Opeanu cmaHdapmu3sayii 8 YkpaiHi pi3HuUx pigHis

Tema 1.4 Bumoeu do po3pob.1eHHs1, Bnp08AODHCEHHS MA 8UKOPUCMAHHA cmaHdapmie pi3HuUX
pisHie 8 YKpaiHu
Po3din 2. HopmamueHa doKyMeHmayist ujodo cucmem ynpasaiHHs SKicmmo
Tema 2.1. TepmiHono2isi wyodo cucmem sikocmi
Tema 2.2. MixcHapodHi cmandapmu ISO ma OHSAS
Po30in 3. 3akoHodasua ma HopmamueHa 6a3a ujodo cmeopeHHsl ma 8UPOOGHUYMBA 6i0MexXHOA02iYHOT
ma ¢papmayesmuuHoi npodyKkyii
Tema 3.1 MixcHapodHa HOpmamugeHa 6a3a uodo ynpasaiHHs sikicmio 8 2a.y3i
6iomexHos02ii I papmayii
Tema 3.2 OcH080N0.102CHI HOpMamugHi dOKyMeHmMU wjodo 6iomexHo/102iYHOI ma
¢apmayesmuuHoi npodykyii 8 YkpaiHi
Tema 3.3 HopmamueHi 00OKyMeHmMu cmoco8HO npo8edeHHs 0OKAIHIYHUX J0CAI0XHCeHb
Tema 3.4 HopmamugHi doOKyMeHmMuU Cmoco8HO NPo8edeHHs KAIHIYHUX 8UNPOOYBAHb
Tema 3.5 /lepacasHa peecmpayisi ikapcbko2o 3acoby ma nicasipeecmpayitiHutl Hazas0 8
Ykpaini
Tema 3.6 [lepacasHa papmakones: YkpaiHu ma iHwi HOpMamueHi dOKyMeHmMU, Wo
pe21amMeHmyms KOHMPO1b IKOCMI AIKapCbKUX 3acobie
Tema 3.7 HopmamugHi dokymeHmu ujodo supobHuUymea 6iomexHo102IYHOI ma
¢dapmayesmuyuHoi npodykyii 8 Ykpaini ma ceimi
Po30in 4. Cepmucpikayis 6iomexHos02i4yHOI ma papmayesmuuHoi npodyKyii ma akpedumayis
Tema 4.1. Cucmema cepmudpikayii
Tema 4.2 Akpedumayis

4. HasuanbHi maTepianu Ta pecypcum
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Bba3oei iHhopmauyiliHi pecypcu

JACTY 1.5:2015 «HayioHanbHa cmaHdapmu3ayisi. [Ipasuaa po3pobaeHHSs, BUKAAOAHHSA ma
0(OPMAEHHA HAYIOHA/IbHUX HOPMAMUBHUX JOKYMEHMI8»

3akon Ykpainu «IIpo aikapcobKi 3acobu»

Hacmanoea CT-H MO3Y 42-01:2003 «/likapcoki 3acobu. TexHoso2iunutl npoyec. JlokymeHmayis»
Hacmanosa CT-H MO3Y 42-4.0:2020 «/likapcbKi 3acobu. HanexcHa aupobHu4a npakmuka»
CapaHua I''A. Mempousozisa, cmaHdapmu3ayis, gidnogidHicms, akpedumayisi ma ynpasaiHHs
sakicmio: [liopyunuk. — K.: [Jenmp HasuasvbHoi aAimepamypu, 2006. - 672 c.

Jodamkoei iHghopmayiliHi pecypcu

Jepacasua cayxcoa Ykpainu 3 aikapcobkux 3acobis - www.diklz.gov.ua

Jepixcasna Papmakones Ykpainu (WuHHe 8UOAHHS)

Jepacasrutl ekcnepmuuli yeump MO3 Ykpainu - www.dec.gov.ua

JACTY ISO 22000:2019 «Cucmemu ynpasaiHHs 6e3neuyHicmio xapyosux npodykmis. Bumozu do
6y0b-s1KUX Op2aHi3ayili Xapuo8020 NAHYH2a»

JCTY ISO 9000:2015 «Cucmemu ynpasaiHHs skicmio. OCHOBHI N0/10}#CeHHS MA C/I08HUK MEPMIiHie»
JACTY ISO 9001:2015 «Cucmema ynpasaiHHA sikicmto. Bumozau»

JACTY OHSAS 18001:2010 «Cucmemu ynpasaiHHs 2icieHo0 ma 6e3nekoro npayi»

JACTY OHSAS 18002:2015 «Cucmemu ynpasiHHs 2icieHoro ma 6e3nekoro npayi. OCHO8HI npuHyunu
8ukoHaHHs sumoz OHSAS 18001:2007»

3akoH Ykpainu «Illpo depicasHull KOHMPOIb 3a AOMPUMAHHAM 3aKOHOJa8CcMea nNpo xap4osi
npodykmu, Kopmu, nobiuHi npodykmu meapuHHO020 NOXO0OMNCEHHS, 8eMepUuHapHy MeduyuHy ma
6.1020N04y4451 MBAPUH»

10. 3akoH Ykpainu «IIpo depicasHull puHkogull Ha2/50 I KOHMPO1b HeXap4o8oi NpodyKYii»

11. 3akoH Ykpainu «Ilpo ocHO8HI npuHyunu ma eumoz2u 00 6e3neyHocmi ma sSKoCmi xap4oeux

npodykmie»

12. 3akoH Ykpainu «[Ipo mexHiyHI peeaameHmu ma oyiHKy 8idnogidHocmix»
13. Hacmanosa CT-H M0O3Y 42-6.0:2014 «/likapcbki 3acobu. /JokAiHIYHI 00CAI0HCeHHS K NIOTpyHMS

KAIHIYHUX 8UNpo6y8aHs 3a yuacmioo AWJUHU ma peecmpayii AiIKapcbKux 3acobie»

14. Hacmanosa CT-H MO3Y 42-4.1:2011. «/likapcbki 3acobu. /Jocbe 8upobHUYOI dibHUYI»
15. Hacmanosa CT-H M0O3Y 42-7.0:2008 «/likapcbki 3acobu. HanexcHa KAIHIYHA npakmukax»
16. Hacmanosa CT-H MO3Y 42-8.1:2013 «/likapcbki 3acobu. PapmayesmuyHa po3pobka

6iomexHo1021YHUX Ma 61010214YHUX NPOAYKMI8»

17. Ogiyiiinuii catim BepxosHoi Padu Ykpainu / 3akoHodascmeo - zakon.rada.gov.ua
18. llpasusna  HasqexcHoi  B8UPObGHUYOI  nNpakKmuku  8emepuHApHUX  npenapamie URL:

https://zakon.rada.gov.ua/laws/show/z0107-18#Text

HaB4YyanbHUI KOHTEHT
5. MeTtoguMka onaHyBaHHA HaBYa/ibHOI AUCLUUNNIHU (OCBITHBOrO KOMMNOHEHTA)

IIpomszom sugyeHHs1 ducyuniHU 3anJIaHOBAHO MPOBEJIEHHSA JIEKLIMHUX 1 MPaKTUYHUX 3aHATh.
Bi/siblIicTh NPaKTUYHUX 3aHATH OaXKaHO MPOBOAUTH Mic/s JIEKIiHHUX 3aHATh 3a JIaHOI TEMOIO,
OCKIJIbKY BOHH YaCTKOBO I'PYHTYIOTbCS Ha MaTepiasiax JieKIiH.


http://www.diklz.gov.ua/
http://www.dec.gov.ua/

Jlekuilini 3aHamMma:

Hazea memu s1ekyii ma nepesiik 0CHOBHUX NUMAHb

Po30ia 1. Cmandapmu3ayisa. Budu HopmamueHux doKymeHmis, ix oco6ausocmi ma
eumoczu 9o ix 3micmy, oghopMaeHHSA Ma BUKOPUCMAHHS

Tema 1.1. 3azanvHi gidomocmi npo cmaHdapmu3ayilo

CmaHdapmusayis — 8U3HA4eHHs, npedmem cmaHdapmusayii, 06’ekmu cmandapmu3sayii,
cy6’ekmu cmaHdapmu3sayii, eudu cmaHdapmu3ayii.

Tema 1.2. Budu HOpmamugeHuUx doKymeHmia ma ix oco6.1ueocmi

OcHogHI 8UdU ma 0c06.1U80CMI HOpMAMUBHUX DOKYMeHMI8: HOPMAMUBHO-NPABO8I AKMu
(HITA), Koncmumyuyia Ykpainu, kodekcu, 3aKOHU, Ni03aKOHHI akmu (HaKasu,
pO3Nnops10#ceHH s, NOCMAHO8U MOW0), NOJA0MXCEeHHS, IHCMPYKYIi, pecaameHmu, npasua,
caHimapHi Hopmu, 6ydigesbHI HOPMU.

Tunu HopmamusHux dokymeHmis 8 3a1excHocmi 8id 06 'ekma cmaHdapmu3ayii, N0/10X4CEHb,
SAKI Micmumb doKymeHm, ma npoyedyp Ha0a8aHHs UOMy YUHHOCMI: cmaHdapmu, mexHiuHi
YMO8U, HACMAHOBU, NPABU.1A, pe2AaMeHMU, peecmpu, KAacugikamopu, kama/ao2u mowo.
Kaacugikayis cmandapmis 3aaedxcHo 8id 06'ekma cmandapmu3ayii, ckaady, 3micmy, cgpepu
dislIbHOCMI Ma NPU3HA4YEeHHS: 0epHcasHi, 2a.ay3esl, cmaHdapmu HayKo8o-mexHIYHUX ma
[H}#CeHepHUX mosapucma i cnizok YKpaiHu, mexHiyHi ymosu YKpaiHu, cmaHoapmu
nionpuemcms, kodekcu ycma/ieHoi npakmuku.

IIpo6Hi cmandapmu.

Cmandapmu 0608 '513k08020 | 006p08i/IbHO20 BUKOPUCMAHHSI.

[lo3HayeHHs1 HOpMamueHUX OKYMeHmis.

l'apmoHi308aHi HOpMamueHi 0OKYyMeHmMuU: 8U3HAYEHHS, MUNU 2apMOHI308aAHHOCMI.
[lopieHsiHHI cmaHdapmu.

Tema 1.3. Op2anu cmandapmu3ayii 8 YKpaiHi pi3Hux pieHie

OpzaHu depicasHoi cmaHdapmu3sayii (PyHkyii ma ocHo8HI 3a80AHHS):
JepaccnoscusiHcnekyisa Ykpainu, YkpaiHcokull HaQyko8o-docaidHull iHcmumym
cmaHndapmu3ayii, cepmuikayii ma ingpopmamuxku, JepicasHe nionpuemcmeso "Haykogo-
docaidHull iHcmumym mempoJoz2ii auMipo8anbHuUX I ynpasasitouux cucmem”,
"BceykpaiHcbkull depicagHull HAQyKo8o-8upobHU4ull yeHmp cmandapmu3sayii, MempoJoelii,
cepmudgpikayii ma 3axucmy npas cnoxcusauis”, /lepycasHe nionpuemcmeso «YkpaiHcokuil
HayKo080-00CAi0HUll | HA84A/IbHULL YeHmp npobsiem cmaHdapmusayii, cepmugikayii ma
sKOCMi», mexHiuHI KoMimemu i3 cmaHdapmu3ayii.

OpzaHu eany3esoi cmandapmu3sayii (oyHKyii ma oCHOBHI 3a80AHHS): CAYHCOU
cmaHdapmu3ayii minicmepcms, 20.108Hi (6a3o8i) op2aHizayii 3 cmaHdapmu3ayii 8 nesHill
2anysi, cayxcba cmandapmusayii nionpuemcmea,/opeaHizayii.

OpzaHu cmandapmu3ayii 8 2aay3i papmayesmuvHux ma 6iomexHo102IYHUX BUPOOHUYME
ma ix ocHosHI pyHkyii: MO3 YkpaiHu, [lepiyicasHe nionpuemcmeao “/lepcasHutl ekcnepmHuii
yeHmp MiHnicmepcmaea oxopoHu 300po8’si Ykpainu”, [lepyicasHa cayxcoa YKpaiHu 3
AIKapcbKux 3acobie ma KOHMpo/K 3a HApKOMuKamu, YKpaiHcobKull yeHmp Haykogoi
MeduyHoi iHgpopmayii ma nameHmHo-aiyeH3itiHoi pobomu MO3 YkpaiHu
«YKkpmednameHmingopm» mowo.

Cayxc6a cmaHdapmu3sayii nidnpuemcmasa/opzatizayii: pyHKyii, cmpykmypa.
HopmokoHmposb, ik 00Ha 3 hyHKYIU cayxrc6u cmandapmusayii Ha nionpuemcmai.
[IpuzHavyeHHs1 ma 8udu HOPMOKOHMPOJIIO.

YHigikayis, sk 00He 3 3a80aHb cayxHcbu cmandapmusayii Ha nionpuemcmei. Buou

YVHigikayii.




Tema 1.4 Bumozu 00 po3po6/1eHHs, BNP08AJIHCEHHS Ma 8UKOPUCMAHHA cmaHdapmie
Pi3HUX pieHie 8 YKpaiHi

[lopsi0ok po3pob.entsi i 3ameepdiceHHs depicasHuUx cmaHdapmis.

Ilopsidok po3pobaeHHs, nobydosu, sukaady ma 0opMaAeHHs MEXHIYHUX YMO8.
Ocob6.ausocmi po3pob.1eHHsl, 3ameepdxHceHHs1 ma 3acmocy8aHHs cmaHdapmis
nidnpuemcmaa.

JepacasHull Haz/a50 3a 8NPoBAOHCEHHAM | 000epHCAHHAM cmaHdapmis.

Po30dia 2. HopmamueHa doKymeHmayis wjoado cucmem ynpasaiHHsA AKicmio

Tema 2.1. Tepminosozist yjodo cucmem sikocmi

3azanvHi mepmiHu cmocosHo sikocmi (3a JICTY 3230-95 i ICTY 1SO 9000:2015): sikicmy,
cucmema ynpaeaiHHA AKIiCm, N0AIMuKad 8 2a1y3i AKocmi, ynpaeAiHHA AKICMK, KepY8aHHS
sKicmio, 3a6e3neyeHHs SKocmi, HACMaHo8a 3 IKoCmi, npo2pama siKocmi,
8i0nogidHicmb/HegidnogidHicmb, npocmedxcysaHicms, sepudikayisi.

[lonamms cucmemu sikocmi. [lemas skocmi.

Tema 2.2. MisxchHapodHi cmaHdapmu ISO ma OHSAS

OpeaHizayii MixcHapodHo20 pieHs wo npayrms 6 2aaysi cmandapmu3sayii (IS0, IEC, CEN,
CENELEC). ®yukyii ma cmpykmypa ISO.

MixcHapodHi cmaHdapmu ISO. Cmandapmu ISO cepiii 9000, 10000, 14000, 19000 - cpepa
3acmocy8aHHs1, 0C06.1U80CMI.

Cmandapmu 1S0O 6 Ykpaiui. Cucmema cmandapmis JCTY I1SO 9000.

Cucmema cmaudapmis ZICTY 1SO 14000.

JACTY IS0 19011:2012 HacmaHo8u ujodo 30ilicHeHHs1 aydumie cucmem ynpas/aiHHs: 3Micm,
NPU3HAYEHHSI.

Cepisa mixcHapodHux cmaHdapmie OHSAS 18000: npu3HaveHHs. YuHHUl 8 YKkpaiHi
cmandapm JCTY OHSAS 18001:2010. Cucmemu ynpasaiHHA 2i2ieHO0 ma 6e3nekor npayi:
3Micm, NPU3HAYEHHAL.

Po3dia 3. 3akoHodasya ma HoOpMamueHa 6a3a Wodo CMeopeHHs ma 8Upo6HUYMeda
6iomexHo102iYHOI ma ghapmayesmu4HoOi npodyKyii

Tema 3.1 MixccHapodHa HOpmamueHa 6a3a wodo ynpasaiHHsA AKicmio 8 2any3i
6iomexHo02ii i papmayii

Cy6’ekmu mincHapodHoi cucmemu 3abe3neveHHs ikocmi papmayesmuyHoi npodykyii: WHO,
EC, PIC, IFPMA, FDA.

OcHOBHI mepMiHU, WO 3aCMOCOBYHIMbCS HA emanax CMeopeHHsl, BUpOOGHUYM8ea ma
3acmocysaHHs hapmayesmuyHoi npodyKuyii.

Kummesuii yuka JI3.

MixcHapodHi HacmaHosu (HazaedxcHi papmayesmuyuHi npakmuku, GxP), wjo cmocyromucsi
CMB0peHHSsl, BUPOOHUYMBA ma 3acmocy8aHHs hapmayesmuyHoi npodykyii (6udu ma
npusHaveHHs): GLP, GCP, GMP, GEP, GDP, GPP, GSP, GPvP, GPEP, GRP.

Tema 3.2 OcHOB80N0.1031CHI HOpMaMUEBHi AOKyMeHmMu wodo 6iomexHo102i4HOi ma
dapmayeemuyHoi npodykyii 8 YkpaiHi

3akoH Ykpainu (3Y) “Ilpo aikapcoki 3acobu”: 3micm ma ocHogHI nosoxcenHs. bazosi
3aKOH00ag4l NPUHYUNU Ma 0CHO8U CMBOPEHHS], BUPOOHUYMBA MA 3aCMOCY8AHHS
JNIKapcbKux 3acobis, siki npedcmassieHi y sueas0i idnogioHux cmameti 3akoHy YKpaiHu
“Ilpo aikapcwki 3acobu”,

3Y I[lpo ocHo8HI npuHYyunu ma sumoau do 6e3neyHocmi ma sikocmi xap4o8ux npodyKmise.
3Y IIpo 0xopoHy HABKOAUWHBO20 NPUPOJHO20 cepedosuuia

3Y I[Ipo depicasHull KOHMPOIb 3a OMPUMAHHAM 3AKOHOAABCMBA NPO Xap4o8i npodykmu,
KOpMU, N06IYHI npodyKmu meapuHHO20 N0X00XHCeHHs], 300p08°st ma 641a20n0/y44st M8APUH
3Y IIpo depixcasHull KOHMPO/Ab 3a AOMPUMAHHAM 3aKOHO0A8CM8a Npo xap4o8i npodykmu,
KOpMu, n06i4HI npodykmu meapuHHO20 NOX00XHCEHHS], 300p08°s ma 6.1a20N01y44si meapuH
3Y Ilpo 6e3nevHicmb ma 2icieHy Kopmia




Tema 3.3 HopmamuegHi dOKyMeHmMu CMoco8HO Npo8edeHHs1 AOKATHIYHUX 00CaAi0HCeHb
Hanexcna nabopamopHa npakmuka Good Laboratory Practice (GLP): 0cHO8HI N0/10}#CeHHS.
KoHnyenyisa «mpwbox R».

H/l wodo dokaiHiYHUX 00CAI0HCEHb, WO € YUHHUMU 8 YKPQAiHi:

3akoH Ykpainu «IIpo aikapcbKi 3acobu,

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

Haka3z MO3 Ykpainu Ne 944 I[Ipo 3ameepdcenHs [lopsidky npogedeHHs OKAIHIYHO20
8UBYEHHS IKAPCLKUX 3aC06i8 Ma ekcnepmu3su mMamepianie 0OKAIHIYHO20 BUBYEHHS
JAiKapcbkux 3acobie

Hacmanosa CT-H MO3Y 42-6.0:2014 Jlikapcoki 3acobu. [JokAIHIYHI docaioxceHHs 6e3neKu
SIK ni0rpyHms KAIHIYMHUX 8UNPO6Yy8aHb 3a y4acmi AHOUHU Ma peecmpayis AiKapcbKux
3acobis

JloKAIHIYHE 8UBYEHHS AIKAPCLKUX 3ac06i8: HANpsMuU, sudu, mecm-cucmemu, op2aHizayis ma
nposedeHHsl, dokymeHmayis. Cmpykmypa npomoko/1y ma 38imy.

Tema 3.4 HopmamuegHi dOKyMeHmMu CMoco8HO NP08edeHHs KAIHIYHUX 8UNPO6YBAHb
MixcHapodHi dokymenmu 3 emuku: HropHb6ep3vkull kodekc, ['eabciHcbKa dekaapayis,
Beavbmonmckuli 36im. OcHogHi nosoxceHHs I'eabciHcbkoi dekaapayii.

HanedcHa kainivHa npakmuka Good Clinical Practice (GCP): mema, 0CHO8HI npuHyunu.

H/l wjodo kaiHIYHUX 8UNPO6Y8AHb, WO € YUHHUMU 8 YKpPAiHi:

3akoH Ykpainu «IlIpo sikapcoki 3acobu»,

Haxa3 MO3 Ykpainu N21169 8id 26 eepecHs 2017 "Jlikapcbki 3acobu. HasnexcHa KaiHIYHA
npakmuka 42-7.0:2008"

Haka3 M0O3 Ykpainu N2690 gid 23 eepectsi 2009 "lIpo 3ameepdicerus [lopssdKy nposedeHHs
KAIHIYHUX 8UNpo6y8aHsb NiKapcbKux 3acobie ma ekcnepmusu Mamepianie KAIHIYHUX
8unpobysaHs i Tuno80o20 N010X4CEHHS PO KoMicii 3 numanb emuku” Ha 81 cmop. 3 39
dodamku 3 popmamu 64aHKI8, WO 0POPMAIOMbCAL.

Haxa3zu MO3 Ykpainu 3 dodamkamu, 8 sikux Hagodumucsi nepesik KB, wjo do3eo.ieHi 045
nposedeHHs 8 YKpaiHi.

Kowmicisi 3 numaHb emuKu npu 3ak1a0i oxopoHu 300pog’s: pyukyii. ®azu ma eudu KAIHIYHUX
s8unpo6ysaHb. /JokymeHmayis, wo opopMAIEMbCS HA 8CIX emanax KAIHIYHUX 8UNPo6Y8aHb.
KoHmposb nposedeHHs KAIHIYHUX 8unpobyeaHb (aydum, MOHIMOpUH2)

10.

Tema 3.5 [lepacasHa peecmpayis aikapcbko2o 3aco6y ma nicasapeecmpayitiHuti
Haz2.a50 8 YKpaiHi

Haxaz N2 426 6id 26.08.2005 IIpo 3ameepdxceHHs [lopsadKy nposedeHHs1 ekchepmu3u
peecmpayiliHux mamepia.ie Ha AIKapcobKki 3acobu, ujo nodarmuCsl Ha 0epiHcasHy
peecmpayii (nepepeecmpayiro), a makoxic ekcnepmu3su mamepiasie npo 6HeceHHs 3MiH do
peecmpayiliHux mamepiasie npomsizom 0ii peecmpayitiHo2o noceidueHHs: 0CHOBHI
mepMmiHu, Ha ujo nowuproemuscs [lopsadok, kum nposodumbsbcsi, 0CHO8HI emanu. PeecmpayitiHi
Mmamepianu (peecmpayiiiHe 00CbE) - NpuU3HA4eHHs, CMpPYyKmMypa.

JepacasHutl peecmp sikapcobKux 3aco6bie YkpaiHu

[icaspeecmpayitinutl Hazas0 (¢papmakoHazas0): BUSHAYEeHHS], Hanpsimu pobomu, dxcepea
nogidom.enb npo nobiuHI peakyii Ha AiKapcbki 3acobu. HopmamusHi doKymeHmu, ujo
pezay/rnrmsb JdisibHicmb cucmemMu papmakoHazA8a0y 8 YKpaiHi.



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

11.

Tema 3.6 [lepstcasHa papmakoness YKpaiHu ma iHwi HOpMamueHi dOKymMeHmu, wo
pe2/1ameHmyrms KOHMpOoO/1b AKOCMi AiIKapcbKuXx 3aco6ie

HepicasHa papmakones Ykpainu, ik 0CHOBHUU HOpMamugHuii 0oOKyMeHm, ujo
peaaamMeHmy€e NUMaHHs1 KOHMPO.J110 IKocmi AlKapcbKux 3acobis. CmpykmypHa op2aHizayis
ADY. Memodu gpapmakonetiHozo aHanizy. Cy6cmaHyii ma 2omosi nikapcoki ghopmu.
AHanimu4yHo-HopmamugHa 0OKyMeHmayisi Ha hapmayesmuyHulli npenapam: 0OCHOBHI
gumozu 0o 3micmy, no6ydosu, 8UKAa0eHHs, ohopmaeHHs. Ekcnepmu3sa, y320024CEeHHS.

12.

Tema 3.7 HopmamueHi 00KymeHmMu ujodo supo6HuUymeda 6iomexHo/102ivHoi ma
PapmayeemuuHoi npodykyii 8 Ykpaini ma ceimi

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

13.

Tema 3.7 HopmamuegHi dOKyMeHmMu wjodo supo6HuUymeda 6iomexHo.102iYHoi ma
dapmayeemuuHoi npodykyii 8 Ykpaini ma ceimi

JliyeHsisa Ha 8upo6HUYMBO AIKapcbKux 3acobis: llepeaik doKymeHmis, sikull Hadaemucsi
cy6’eKmoM 20cnodapro8aHHs Ha sudavy AiyeH3ii Ha BUPO6HUYME0 ATKAPCbKUX 3aco0is,
Jliyen3itiHuti peecmp 3 npoMuc.108020 8upobHUYymaa J13.

Zlocbe 8UpobHUYOI JibHUYI — BU3HAYEHHS] ma 3micm.

TexHon02i4HUTl peenameHm: xapakmepucmuka, cpepa 3acmocy8aHHsi, amicm. TexHo102iuHI
mumuacosi pezaamenmu (TTP), mexHos02iuHi npomucaosi peenamenmu (TIIP) ma cgepu ix
3acmocy8aHHs.

TexHiyHUll peznameHm: xapakmepucmuka, cipepa 3acmocy8aHHsl, 3micm.

14.

Tema 3.7 HopmamueHi doKymeHmMu wjodo 8Upo6HUYymaea 6iomexHo.102iMHOi ma
¢gapmayeemuuHoi npodykyii 8 Ykpaini ma ceimi

Hacmanosa CT-H M0O3Y 42-4.0:2020 «/likapcbki 3acobu. HaaexcHa supobHUYa npakmuKa».
[IpusHaveHHs1, 3micm.

15.

Tema 3.7 HopmamueHi doKymeHmMu wjodo 8Upo6HUYymMaea 6iomexHo.102iMHOi ma
¢gapmayeemuuHoi npodykyii 8 Ykpaini ma ceimi

PigHi 3Hauywocmi dokymenmayii gapmnionpuemcms.

BupobHuua dokymenmayisi: udu, npudHavyeHHs1, 3Micm mouwjo.

1. posdinu peecmpayitiHux 00Cbe€ HA KOHKPeMHI NIKapCbKi 3aco6U, 8 AKUX ONUCAHO
MexHo/102IYHI npoyecu ix supobHUYmMea;

2. eidnosidHi dokymeHmu cucmemu sskocmi — memoduku CH

3. dokymenmayir, 3a 1Ko 30ilCHIOIOMb BUPOOHUYMBO MA KOHMPO.1b KOHKPEMHOI
npodykuyii.

- cneyudgikayii

- BUPO6HUYI peyenmypu ma mexHo102iYHI IHCmpyKyii,

- [HCmpyKyli 3 naKy8aHHs,

- memoduku (COIl, ananimuyHi)

- NpOMoKoU.

16.

Po30ia 4. Cepmudpikayin 6iomexHo102iyHOi ma hapmayesemuyHoi npodykyii ma
akpedumayis

Tema 4.1. Cucmema cepmudpikayii

Cepmugpikayis, cucmema cepmudpikayii, cxema cepmudpikayii, cepmugbikam gidnogidHocmi,
3Hak eidnogidHocmi.




Cucmema cepmudpikayii: opzauizayitina cmpykmypa, npu3HaveHHs, 8udu disiAbHOCMI.
IIposedenns cepmudbikayii npodykuyii.

Ocobausocmi cepmugbikysaHHs npodykyii papmayesmuuHoi, 6iomexHo102iYHOI ma
Xap4osoi npomucs1080cmi.

Tema 4.2 Akpedumayis

Akpedumayisi: BUBHA4€HHS, NPUIHAYEHHS], 06 EKMU.

3akoH Ykpainu “IIpo akpedumayiro op2aHis 3 oyiHku gionogioHocmi”

OpzaHu akpedumayii 8 Ykpaini (HayioHa1bHe azeHmcmaeo 3 akpedumayii Ykpaiuu).
Akpedumayis opeaHise 3 cepmudpikayii npodykyii 32idHo 3 JCTY 3411.

Aydumop: 8u3Ha4eHHs, BUMO2U.

Axkpedumayiiina komicisa Ykpainu (AKY) MOH Ykpainu: ¢pyHkyii, ckaao.

17.

HanucaHHa M0JY/1bHOI KOHMPO/ILHOI po6omu (YyacmuHa 2)

18.

IIpogedeHHA 3aIKY

MpakmuyHi 3aHAMM=A

Hazea memu npakmu4Hozo 3aHsamms ma nepe/liK OCHOBHUX NUMAHb

Budu HopmamugHUX doOKyMeHmie ma ix 0c06.1ug8ocmi. Bumoz2u do po3po6.1eHH4,
8npoeadiceHHs ma UKOPUCMAHHA cmaHdapmis pi3HUX pieHie 8 YkpaiHu

1. Knaacugikayis /JCTY 3a nowupeHHsM [ 2a/ay33100 3ACMOCY8AHHS: MIHCHAPOOHI,
MixcdepocasHi, pezioHa/nbHI, HAYioHa/abHI, 2ajayseel, cmaHdapmu  nidnpuemcms
(opeanizayiii)

2. Knacugpikayis  [ICTY 3anexcHo 8id cneyugiku o06°ekma: 0CHOBONO/N0MCHI
(opeaHizayiliHo-memoduyHi, 3a2a/AbHO MeXHIYHI, MepMIiHO/102i4Hi), cmaHdapmu Ha
npodykKyi, cmaHdapmu Ha npoyecu, cmaHdapmu Ha noc/ayzy, cmaHdapmu Ha mMemoodu

KOHMPOJ110, cmaHdapmu Ha CyMiCHicmb, cmaHdapmu 3a2a1bHUX MexXHIYHUX BUMO2
3. Ckaadosi vacmunu JICTY ma TY

Budu HOpmamugHuUX doKyMeHmie ma ix 0c06.1ug8ocmi. Bumoz2u do po3po6.1eHHs,
8NnpoesadiceHHs1 ma sUKOpUCMAaHHA cmaHdapmia pi3HuXx pigHie 8 YkpaiHu

OcHoBHUX XapakmepucmuKku ma ocobausocmi pisHux sudie H/J

HopmamueHi dokymeHmu ujodo 8upo6HUYymMed 6iomexHo.102i4Hoi ma
dapmayeemuynoi npodykuii 8 Ykpaini ma ceimi
Bupo6nuya HT/l. Budu, npagu.ia ogpopmaeHus. Po3pobka COIl, memoduku, po604oi
iHcmpykuyii mowo
Knacugikayis, chepu 3acmocyeaHHsl, npukaadu cheyugikayitl
Knacugikayis, chepu 3acmocyeaHHs1, npukiadu 8upobHUYUXx peyenmyp
Knacugikayis, cpepu 3acmocysaHHsi, npukaadu iHcmpyKuyiti
Kaacudgikayis, chepu 3acmocyeaHHs, npukaadu npomokoie
Kaacugikayis, cgpepu 3acmocysaHrHs, npukaadu memoouk
Ocobausocmi po3pobku cneyugikayitl

A W=

HanucaHHa Mody./16HOI KOHMPO/1bHOI po6omu (yacmuHa 1)

Budaua indusidyasbHux 3a6daHb cmocosHo H/l, wodo 6iomexHo.102iuHOI ma
6iogpapmayesmuyHoi npodykyii ma Hacmanosu CT-H MO3Y 42-4.0:2020 «/likapcbKi 3acobu.
HasedxcHa 8upobHU4a npakmuka»

HopmamueHi doKkyMeHmMu uj0do 8Upo6HUYMeda 6iomexHo.102iYHOi ma
dapmayeemuuHoi npodykuii 8 Ykpaini ma ceimi
Bupo6Huya HT/I. Budu, npagu.ia odhopmaeHus. Po3poéka COIl, memoduku, po604oi

iHcmpykuyii mowo
Hopmokonmposab. Ekcnepmu3a mexHo/102I4YHUX CXeM.

HopmamugHi doKyMeHmu ujodo sUpo6HUUMaa 6iomexHo.102iYHoi ma

dapmaueemuuHoi npodykyii 8 YkpaiHi ma ceimi

Bupo6nuya HT/I. Budu, npasu.ia ogpopmsaeHHA. Po3po6ka COIl, MemoduKu, po6o4oi
iHcmpyKuyii mowo

Excnepmusa COIl




7. 3akoHodasya ma HopMamueHa 6a3a uW0do CMEOpPEeHHSI ma 8UPOOHUYMEA
6iomexHo102iYHOIi ma dhapmauesmu4yHoi npodykKyii 8 Ykpaini ma ceimi

1 Tunu H/I, wo 3acmoco8yrombcsi npu cmeopeHHi ma po3po6byi Hoeoi npodykyii
2. Tunu H/I, wo 3acmoco8yrombcsi npu 8upobHuymei npodykyii
8. 3akoHodae4a ma HOpMamueHda 6a3a u0do CmeopeHHs ma eupo6HUYMmMea
6iomexHo.102iYHOi ma dhapmayeemuyHoi npodykyii 8 Ykpaini ma ceimi
1. Tunu H/], wjo 3acmocogytombcsl npu peaizayii npodykyii
2. Tunu H/], wjo 3acmoco8ytombcsl npu 8UKOPUCMAHHI NpoAyKYii
9. 3aK0Hoaaeqa ma HoOpMAMUEHA 6aza uloao CmMeopeHHA ma euno6nuumea

Hacmanosa CT-H M0O3Y 42-4.0:2020 «/likapcbKi 3acobu. HasexcHa supobHU4a npakmuka.
[IpusHavyeHHs, 3micm.

6. CamocrTiiiHa poboTa cTyaeHTa

CamocmiliHa poboma cmydeHmMa CrnpAMOBAHA HA Kpauwje OnaHy8aHHA 3HAHb W/AAXOM
ocobucmoezo nowyky 000amko8goi iHghopmMauii, popMyB8aHHS AKMUBHO20 iHMepecy 00 Meop40o20 Mioxody
y HasyanbHili pobomi. Y npoueci camocmiliHoi pobomu 8 pamkax 0C8iMHbO20 KOMIOHEHMY CmyoeHm
MoBUHEH Has4amucs 2AuboKO aHaAni3yeamu cy4acHi nioxoou 0o po3pobKu ma 8rnposadHeHHa HO8IMHix
MeXxHOos102iYHUX pilleHb, AKi Marome 8i0rnosioHe nNpPakmu4yHe 3aCmocy8aHHA HA 0ito4ux 8UPOBHUUMEBAX.

CamocmiliHa poboma nepedbayae nidzcomosky 00 eKyili ma [pPaAKMUYHUX 3aHAMS,
CaOMOKOHMPOsAb HAbYymux 3HAHb, ONPAUOBAHHS 0Mcepesn i3 CrUcKy sAimepamypu, BUKOHAHHSA 30800Hb 0718
MPAKMUYHUX 3aHAMb, nidzomoska 00 MoOysbHOI KOHMposasHoi pobomu (MKP), nidcomoska 0o
CKNaOaHHA 3as1iKy, moujo.

MoniTnKa Ta KOHTPOIb
7. MoniTMKa HaBYaNbHOI AUCUUNNIHN (OCBITHBOrO KOMMNOHEHTA)

BidsidyeaHHsa 3aHsAmMb. BidcymHicmb Ha sekyiliHOMYy ma/abo npakmuyvyHoMy 3aHAmmi He
nepedbavae HapaxyeaHHs wmpagHux 6a.ie, oCKiabKku PiHaAbHUll pelimuHeosull 6an cmydeHma
PopMyeEMbCA BUKAIOYHO HA OCHOBI OYIHIBAHHS pe3y/bmamis HasyaHHs. Pazom 3 mum, npomsicom
KoJicHOI s1iekyii (3a 6ydb sikoi popmu npogedeHHs] 3aHAMb — OYHA, OUCMAHYIUHA, 3miwaHa), 015
KOHMPOJKBAHHS Y8ANCHOCMI Ma aKmueHocmi cmydeHmis, @ makoxc 04151 8U3HAYEHHS CKAAOHIWUX
meM ma ix Kpaujo2o onaHy8aHHs, 8UK1A0aY cmasums psid NUMAHb, WO CMOCyHmMbCs NOMO4YHOI memu,
Ha SIKI KojceH npucymHili cmydeHm Hadae kopomky gidnosiob 6 uam (Meet kaac-pymy, Zoom, BBB,
Telegram a6bowo). Taka akmueHicmb oyiHwembvbcsl y gidnogionocmi do PCO. Ha npakmuvHux
3aHAMMSIX BUKOHYtOmMbCsl iHOUBidyanbHI 3a80aHHS, sIK 6e3anocepedHbo HA napi, mak i 3 nonepedHbo
nidecomogkor (iHougidyanbHi 3a80aHHS, Nnpe3eHmayis, y4acms y 062080pPEHHSX, 3AHOMOBY8AHHS
moujo) Kl makoxc oyiHrwmucs y gidnosionocmi 3 PCO.

3aHsmmas, nponyujeHi cmydeHmoM 6e3 nosaxcHoi, niomeepdiceHoi OKyMeHMaabHO, NPUHUHU
He gidnpaybogyrombcsi I 6aau 3a pobomu, WO HA HUX BUKOHY8A/IUCL 8Mpavaromscs. 3a yMosu
nponycky 3 NOBAXMCHUX NPUYUH, cmydeHm Ma€ npaso (ase He 0608°513Kk080) sukoHamu gidnogidHe
nucomoge npakmuyHe 3a80aHHS HA KOHCyAbmayli (3a po3kaadom KoHcyabmayil, O4HO abo
ducmaHyitiHo) ma ompumamu 3a Hb020 8idnogidHi 6aau. Taki eidnpayto8aHHs BUKOHYHOMbCS
cmydeHmom 3a 11020 6a#CaHHAM, aje He nisHiwe damu nposedeHHss MKP, vacmuHa 2.

Ilonimuka dedsaiiHie ma nepeckaadaHb. Koumpoavhi 3axodu (MKP) ma 3aedanHsi Ha
NPAKMUYHUX 3AHAMMSX BUKOHYIOMbCS cmydeHmaMu Mmiabku 3a po3KkaadoM, y 8CMaHosaeHull 045
2pynu 4ac, (BUKAKOYEHHS — 3 NONEPEeOHCeHHAM suKkaadaya ma oPiyiliHum nidmeepoiceHHAM NPUHUHU
gidcymHocmi cmydeHma Ha HANUCAHHI pa3oM 3 2pynoro) I He nepenucyomucsi.



Bci 3a80aHHs, W0 8UKOHYHOMbCA HA NPAKMUYHUX 3aHAMmMsAX (I OYHUX [ WO npuliMaromuscs Ha
nepesipky 8 2yaa-kaaci uu metiiom abowo) 30aromucsi i 8paxo8yomMubCsi 8 cemecmposull pelimuHz He
nizHiwe damu HanucaHHs 11 yacmunu MKP. kw0 3a80aHHs BUKOHYEMbCSl 8 pAMKAX napu, mo 1io2o
8i0npayo8aHHs 301UCHHEMbCA 3a PO3KAAJOM KOHCYAbMayitl.

Ilonimuka wodo akademiuHoi do6podecHocmi. [lonimuka ma npuHyunu akademivuHoi
dobpouecHocmi susHayveHi y po3dini 3 Kodekcy ywecmi HayioHa/nbH020 mexHIYHO20 yHigepcumemy
Ykpainu «Kuiscokutll nosaimexHiunuii iHcmumym imeHi leopsi Cikopcbkozo». [lemasvHiwe:
https://kpi.ua/code.

[Ipu BUKOHAHHI NpAKMUYHUX MA [HWUX 3a80aHb HEO0bXIOHO Ha8odUMU CNUCOK NOCU/NAHb HA
8UKOpUCMAHI dxcepesa. Ane He MOXCHA 8UKOPUCMO8Y8amMuU [ NOCU1amucs Ha pocilicbKi dxicepesa ma
dicepesia pocilicbkor MO8OH.

Akwo y 30aHomy cmydeHmom 3a80aHHI 8USBJ/eHI O03HAKU nJjaziamy, mo 3a80aHHS He
3apaxosyemucsl [ He nepepobaEMbCAL.

Y pasi susiesnenHs1 akademivyHoi HedobpouecHocmi nid 4ac 8UKOHAHHA MOJY.1bHOI KOHMPOAbHOT
pobomu abo npu HANUCAHHI ek3ameHayiliHoi pobomu (cnucysauHsi 3 6ydb sKux Oddxceped,
KOHCY/lbmy8aHHs1 y 6y0b sikux oci6 mowo), cmydeHm ycysaemuvcsi 3 3axody, a pe3y/sbmamu
KOHMPO/bHO20 3ax00y He 8paxosyomucs. [loemopHe HanucavHs mMody/1bHOI KOHMpPOJAbHOI pobomu
He donycKaembcsl.

Hopmu emuyHoi nogediHku. Hopmu emuyHoi nogediHku cmydeHmis [ npayi8HUKI8 BU3HAYEHI
y po3diai 2 Kodekcy uecmi HayioHanbHo2o mexHIYHO20 yYHigepcumemy Ykpainu «Kuiscbkuil
nosimexHivHuill incmumym imeHi leops Cikopcokozoy. [lemaavHiwe: https://kpi.ua/code.

8. Buau KOHTPO/IO Ta PEATUHIOBa CUCTEMA OL,iHIOBAHHA pe3y/ibTaTiB HaBuyaHHA (PCO)

MomoyHuili KOHMPOAbL: Ha eKyiliHUX 3aHAMMSAX 30ilUCHIEMBLCA Y 8U2A40i HAOAHHA sUKAAda4eMm
NUMAaHs, WO CMOCYHMbCsl NOMOYHOI meMu, HA SKI KO}ceH Npucymili cmydeHm Hadae KOpomky
gidnosidv 8 wam (Meet kaac-pymy, Zoom, BBB, Telegram aboujo). Taka akmugHicmbs OYiHIOEMbCS Y
gidnogidHocmi 3 PCO. Ha npakmu4Hux 3aHAMmsX BUKOHYKWMbCS I[HOUBIJya/sbHI 3a80aHHS, SK
6e3nocepedHbo HA napi, mak i 3 nonepedHbo nidzomoskor (npezeHmayis, y4acms y 062080PEHHSIX,
3aHOMOBY8AHHS MOW0) SIKI makoxic oyiHlomucs y gionogionocmi 3 PCO.

MoOdyneHa KoHMposabHA poboma nMposoouUMbCA 3 MemoK MepesipKu AKOCMI ChopMOBAHUX Y
cmyoeHmi8 yMiHb aHAni3ysamu HOPMAMUBHIi OOKYMeHMU Pi3HUX pieHi8 ma rnpusHa4yeHHs ma 00cgidy
30CcMoco8y8aHHA 30KOHO0ABYO0I MA HOPMAMUBHO—MEXHIYHOI O0O0KymeHmauyii, Habymux 8rnpooosi
8UBYEHHA KpedumHo20 Modynto. ModyabHa KOHMPosabHA poboma nodineHa Ha 08i yacmuHi (no 1 200uUHi
KOXHQ) i BUKOHYEMbCA 30 PI3HUM meopemuyHumM mamepianom: nepwa — 3a 1 i 2 po3dinamu, Opyaa
yacmuHa — 3a 3, 4 pozdinamu. KoxcHa yacmuHa MKP aense coboo mecm 3 numads, AKi Hanexcams 00
pi3HUX murnig: subip npasusnbHUX/HenpasuneHux sidnosioeli (00uH abo OeKinbKa), 8rnucys8aHHA cs108a abo
KOPOMKO20 pevyeHHA mouwo. Y pasi eussreHHA akademiyHoi HedobpovecHocmi nid 4ac SUKOHAHHA
MOOYbHOI KOHMPOAbHOI pobomu abo npu HAMUCAHHI 3asaiKosoi pobomu, cmydeHm ycy8aemoscs 3
3a0x00y, a pe3yaAbmamu KOHMPOsb6HO20 30X00y He 8PaxX08YHOMbCA.

KanendapHuili KOHMponb: nposadumscs 08i4i HaO cemecmp AK MOHIMOPUHe MOMOYHO20 CMAHY
BUKOHAHHA 8UMO2 cunabycy. AmecmosaHUMU 88aMaOMbCA cmyodeHmu, AKi Habpaau HA MOMeHm
KaneHOapHO020 KOHMpPOso He MeHwe Hixe 50 % 6asie 8i0 momoyHoz20 pelimuHay.

Cemecmposuli KOHMpoAb: 3a:1iK, AKUlU NMPoO8OOUMbLCA Yy (POPMI HAMNUCAHHA Mecmosoi 3aaiKosoi
pobomu. Mepenik NUMaHe, W0 BUHOCAMbCA HA 3a7iK HagedeHul y Jodamky A.

Tabauys sionogioHocmi pelimuHaosux 6anie OYiHKaM 3a yHieepcumemcbKow WKAOH:

Kinbkicmb 6anis ‘ OuiHKa



https://kpi.ua/code
https://kpi.ua/code

100-95 BiomiHHO
94-85 Lyxce 0obpe
84-75 Llobpe
74-65 3adosinbHo
64-60 LocmamHbo
MeHwe 60 HeszadosinbHo
He sukoHaHi ymosu donycky He donyweHo

Ymoeu donycky 00 cemecmposo20 KOHMpOno: cemecmposull pelimuHe pisHuli abo binbwe 40
6anis.

OyiHI0BAHHA piBHA 3HAHb 3 OUCYUMAIHU 078 cmydeHmis nposodumscad 3a pelimuH2080H
cucmemoro, ymosu AKOI HaBo0AMbCA 8 nosoxeHHi npo PCO 3 ducyunaiHu.
PeiimuHe cmydenma 3 ducyunaiHu ckaadaemucs 3 6a.1i8, Wo 8IH OMpPUMYE 3a:
1) 8uKOHaHHA 3a80aHb HA NPAKMUYHUX 3AHAMMSX MA CAMOCMIUHO
(ouHo ma/a6o ducmaHyiiiHo) 40 6anie
2) HanucavHs ModyabHOi KoHMpoabHoi po6omu (MKP nodinssemubcs

Ha 2 yacmuHu mpusasicmio no 45 xe) - ducmaHyitiHo 60 6asis
CmyoeHmu, aKki Habpasau npomszom cemecmpy HeobxioHy Kinbkicms 6anie (RC260) ompumyrome

3as1iK 6e3 6yOb AKUX 8UNPobysaHb/pPobIM.

CmyoeHmu, fKi Habpaau rnipomsaeom cemecmpy HeobxiOHy Kinbkicme 6anie (RC260), ane He
30008071€Hi  pe3ysnbmamom, MOXYMmb BUKOHY8AMU 3as7iKO8Y KOHMPOsabHYy pobomy 3 Memor
nidsuwWeHHa OUiHKU, rpu ybomy nonepeoHil pelimuHe cmydeHma 3 OUCYUMAIHU CKAcoB8YyEMbCA i 8iH
OMPUMYE OUiHKY MinbKU 3a pe3yabmamamu 3aaiKo80i KOHMposasbHoi pobomu. Mogidomumu npo Hamip
nucamu 3asniKk HeobxiOHO He ni3Hiwe Hix 3a 00Hy 006y 00 damu 3asiKy. ¥ sunaoKy He ABKU HA 3a:iK
cmydeHmMy cmasumeca ompumaHull npomsazom cemecmpy 6an.

CmyodeHmu, AKi Habpanu rnpomsazom cemecmpy pelimuHz 40<RC<60 30608'a3aHi 8uKoHysamu
30/1iK08Yy KOHMPOs1bHY pobomy.

CmyoeHmu, fki Habpaau npomszom cemecmpy pelimuHe meHwe 40 6anie 00 3asniKy He
donycKkaromeca. Budu pobim axki cmydeHm nosuHeH 30amu 014 nidsuweHHA pelimuHay y3200Hyemocsa
3 8uknaoayem nio yac cecii. Mpu ybomy Ha | i Il nepe3zdayi oyiHka «asmomamom» He nepedbayeHa

3a pe3ynemamamu 3asa1iKo80i KOHMpPosabHOI pobomu cmydeHm ompumye 3asiK.

MonoxceHHs npo PCO 3 ducyunaiHu 8 nosHomy o0b6c¢A3i Hasodumeca 8 JJooamky b.

9. [OopaTtkoBa iHpopmauia 3 aucumnnniHm (0CBiITHbOro KOMNOHEHTA)

B ymosax ducmaHyitiHoi a6o 3miwaHoi gpopmu npogedeHHs1 3aHAMb Op2aHi3ayisi 0c8IMHL020
npoyecy 30iliICHIOEMbCS 3 BUKOPUCMAHHSAM MEXHO/102ill JUCMAaHYiliH0O20 HABYAHHSA: naam@opmu
ducmanyitiHozo HasuyaHHs «Cikopcobkully, «EnekmpouHull kamnycy. HasyaavHull npoyec y makitl
¢opmi 30ilicHIOEMbCs 8I0N08IOHO 0 3ameepdiceH020 po3KaAady HA84AAbHUX 3AHAMD.

Pobouy nporpamy HasuyanbHOI gucuunainm (cunabyc):

CKknageHo:

AoLueHTom Kadeapu npomncaosoi biotexHosorii Ta 6iopapmalii,

K.6.H., BiToto MuxannisHoto JliHOBULbKOIO

YxBaneHo Kadeapoto NnpomncaoBoi biotexHonorii Ta biopapmaliii (npoTokon Ne 16 sig 24.06.2024 p.)
NoroaxeHo MetoaunyHoto Komicieto PET (npoTokon Ne 19 Big 28.06.2024 p.)



0N N

14.
15.
16.

17.

18.
19.

20.
21

22.
23.

24.

25.

26.

27.
28.
29.

30.

31.
32.

33.
34.
35.
36.
37.
38.
39.

40.

Hodamok A

lNepenik NUMaAHb, AKi BUHOCAMbCA HA 30iK

Cmandapmusayis. Budu, npedmem, 06’ekmu cmandapmu3sayii.

Kamezopii HopmamusHux dokymenmis 3 cmaHdapmu3ayii.

Budu cmandapmis

HayioHanvHi cmandapmu

T'apmoHizoeaHi HopmamueHi JOKYMeHMuU: 8U3HAYEHHS, mMunu 2apMoHizoeaHHocmi. [lopieHaHHI cmaHdapmu.
TexHIYHI yMoB8U

Ilopsidok cmeopeHHs1 ma 8nposaddceHHs cmaHdapmie.

JepacasHull Haz/110 3a 8NPo8ADICEHHAM | odepicaHHAM cmaHdapmie.

Cucmemu cmaxndapmis.

OpaaHu depicasHoi ma eanysesoi cayxic6 cmanHdapmusayii.

. OpzaHu cmandapmusayii 8 2a.y3i papmayesmuyHux ma 610mexHo/102iYHUX BUPOOHUYME Ma ix 0CHO8HI PYHKYIT

Cayxcba cmandapmusayii nionpuemcmaa/opeamizayii: pyHkyii, cmpykmypa

HopMokoHmposb, ik 00Ha 3 hyHKYIll cayxcou cmandapmusayii Ha nionpuemcmai. [IpusHavyeHHss ma audu
HOPMOKOHMPOHK.

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

OcHo8HI mepMmiHU cucmemu sikocmi

OpeaHizayii mixcHapodHoeo pisHs wjo npayrroms 8 2aaysi cmaHdapmusayii (1SO, IEC, CEN, CENELEC). ®yukyii ma
cmpykmypa ISO.

MixcHapodHi cmandapmu ISO. Cmandapmu ISO cepiii 9000, 10000, 14000, 19000 - chepa 3acmocy8aHHs,
ocobusocmi.

Cmandapmu ISO 8 Ykpaini. Cucmema cmandapmis /ICTY ISO

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

JACTY ISO 9001:2009 CHCTEMA YIIPAB/IIHHA AKICTIO. BHMOT'H. (1SO 9001:2008, IDT): 3micm, npusHayeHHsl.
Cucmema cmandapmis /JCTY ISO 14000. [ICTY ISO 14001:2006 Cucmemu eko/102i4HO20 KepysaHHs. Bumozu ma
HacmaHosu ujodo 3acmocogysamusa (1SO 14001:2004, IDT): 3micm, npusHa4eHHs.

JACTY IS0 19011:2012 HacmaHosu w000 30itlicHeHHs aydumis cucmem ynpasAiHHs: 3Micm, Npu3Ha4eHHs.

Cepis mincHapodHux cmaHdapmie OHSAS 18000: npusHaueHHs. YuuHuli 8 Ykpaini cmandapm [ICTY OHSAS
18001:2010. Cucmemu ynpasiiHHS 2ieieHO ma 6e3nekor npayi: 3micm, NPpu3HaYeHHSI.

OcHOBHI mepMiHU, WO 3acmMocosylomvCsi HA emanax CMmeOopeHHs, BSUpPobHUYmMea ma 3acmocy8aHHs
dapmayesmuuHoi npodykyii (3a Hacmauoga CT-H MO3Y 42-4.0:2020 ma 3-H Ykpainu «[Ipo JI3»)
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) “llpo saikapcwki 3acobu”: 3micm ma ocHosHi nosaodceHHs. basosi 3akoHodas4i npuHyunu ma
OCHOBU CMBOPEHHS, BUPOOHUYMBAd Mma 3acmocy8aHHs JAIKAPCbKUX 3aco6is, siki npedcmasseHi y euaasidi
gidnosidnux cmameti 3akoHy Ykpainu “Ilpo aikapcwoki 3acobu”.

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

3Y [Ipo 0x0poHy HABKOAUWHBO20 NPUPOOHO20 cepedosuua

3Y Ilpo depacasHuli KOHMPOIb 3 OOMPUMAHHIM 3aKOHOJABCMBA NPO XApyo8i NpoAyKkmu, KOpMuU, NOOIYHI
npodyKmu meapuHHO20 NoxX00%ceHHsl, 300p08’st ma 6.1a20noay4yst meapuH

3Y Ilpo depcasHuli KOHMPOIb 3 OOMPUMAHHIM 3aKOHOJABCMBA NPO Xapyo8i NpoAyKkmu, KopMu, NOGIYHI
npodyKmu meapuHHO20 NoxX00JkceHHsl, 300p08’st ma 621a20N01y44si MeapuH

3Y [Ipo 6e3neyHicmb ma 2icieHy kopMmis

HanedxcHa nab6opamopHa npakmuka Good Laboratory Practice (GLP): ocHosHi nososcenHss. Konyenyis «mpbox R».

H/l wodo dokaiHiuHUX docaidHceHb, Wo € YUHHUMU 8 YKpaiHi:

3akoH Ykpainu «IIpo aikapcobki 3acobu,

3akoH Ykpainu «IIpo 3axucm meapuH 8i0 #0PCmMoK020 NOBOOHCEHHSI»,

Haxaz MO3 Ykpainu Ne 944 [Ipo 3ameepdsceHHs [IopsidKy hpogedeHHs1 QOKATHIYH020 8UBYEHHS AIKAPCLKUX 3AC0618
ma ekchepmu3su Mamepiasnie 0KAIHIYHO20 BUBYEHHS NIKAPCLKUX 3AC00i8

Hacmanosa CT-H MO3Y 42-6.0:2014 Jlikapcbki3acobu. [JokaiHiuHi docaidnceHHs 6e3neku ik niorpyHms KAIHIYHUX
8UNpPoBY8AHb 3a yHacmio AHOUHU Ma peecmpayisl AIKApcbKUX 3acobis

/Jlok/iHIuHe 8UBYEHHS AIKAPCbKUX 3aco6is: HanpsMu, eudu, mecm-cucmemu, opeaHizayis ma npogedeHHs,
dokymenmayis. Cmpykmypa npomokoay ma 38imy.

MixcHapooHi dokymeHmu 3 emuku: HropHbep3bkull kodekc, ['enbCiHcbka dekaapayis, beabmoHmckuii 38im.
OcHogHI noaoxceHHs 'enbciHcbKoi dekaapayii.

HanexcHa kainivHa npakmuka Good Clinical Practice (GCP): Mema, 0CHO8HI hpUuHyunu.
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H/l wodo KAiHIYHUX 8UNPOOY8AHb, WO € YUHHUMU 8 YKpaiHi

Haxasz MO3 Ykpainu N21169 gid 26 eepecus 2017 "Jlikapcvki 3acobu. HasexcHa KaiHiuHa npakmuka 42-7.0:2008"
Hakaz MO3 Ykpainu Ne690 gid 23 eepecHs 2009 "lIpo 3ameepdicerHs [lopsidky nposedeHHs1 KAIHIYHUX
8unpo6ysaHbs NIKapcbkux 3acobie ma ekcnepmu3su mamepianie KAiHiYHuUx aunpobysams i Tunogozo no/10xiceHHs
npo KoMicii 3 numavs emuxu”.

Hakaszu MO3 Ykpainu 3 dodamkamu, 8 ikux Hagodumucsi nepesaik KB, wo do3eoseHi 0415 nposedeHHs 8 YKpaiHi.
Kowmicis 3 numaHb emuku npu 3akaadi oxopoHu 3dopos’si: ¢ynkyii. @asu ma eudu KAIHIYHUX BUNPO6YBAHb.
Jokymenmayis, wjo ohopMAOEMbCS HA BCiX emanax KAIHIYHUX 8unpobysaHsb. KoHmpoab nposedeHHs KAIHIYHUX
sunpobysaHs (aydum, MoHImopuHe)

Jepacasna peecmpayis saikapcbkoz2o 3acofy - NopsidoK, KUM hposodumbvCsi, OCHO8HI emanu. Peecmpayilini
Mmamepianau (peecmpayiiiHe d0Cbe) - NPU3HAYEHHS, CMPYKMypa.

JepacasHutl peecmp sikapcbKux 3acobis Ykpainu

[icasipeecmpayitinuti Hazeas0 (papmakoHazasd): 8uHa4eHHs, HanpsmMu pobomu, dixcepead nogidoMaeHb npo
no6iyHi peakyii Ha sikapcvki 3acobu. HopmamusHi dokymenmu, wo pezynioombs OisAbHicmb cucmemu
¢apmakoHazasndy 8 YkpaiHi.

JepixcasHa gapmakones: YkpaiHu, sk 0CHOBHU HOpMAMUBHUU AOKYMEHM, WO pe2AaMeHMy€e NUMAHHS KOHMPO.J110
sKkocmi Aikapcbkux 3acobis. CmpykmypHa opzaauizayis @Y. Memodu ¢papmakonetiHozo aHaxaizy. Cy6cmaHyii ma
2omogi sikapcobki popmu.

AHanimu4Ho-HOpMamueHa JoKyMeHmayisa Ha @papmayesmu4Hull npenapam: OCHOBHI 8umoau 0o 3micmy,
no6ydosu, sukaadeHHs, opopmaeHHs. Ekcnepmus3a, y32002ceHHS.

Xapakmepucmuka ma npusHaveHHs [Ipasusa GMP.

Jocve supobHu4O0i dinbHUYI — BUBHAYEHHS ma 3Micm

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

TexHo02iuHUTl peznamenm, iX xapakmepucmuku, 8i0MiHHOcmI, chepu 3acmocy8aHHsl.

TexHiuHUll pecameHm, iX Xapakmepucmuku, 8idMiHHOCMI, chepu 3acmocy8aHHs.

Pieni 3Hauyujocmi dokymenmayii papmnionpuemcms.

BupobHuyua dokymeHmayisi: gudu, npu3Ha4eHHs, amicm mouwo.

3azanbHi N0102%CeHHS Ma 0CHO8HI npuHyunu cepmudgikayii.

Cmpyxkmypa cucmemu cepmudpikayii.

Opeanu 3 cepmudpikayii npodykyii Ykpainu ma ix opeanizayiiina cmpykmypa.

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

Cepmudbikayisi cucmem sikocmi.

Axpedumayis: 6u3Ha4eHHs, NPUSHAYEHHS, 06’ EKMU.

3akoH Ykpainu “IIpo akpedumayir opeaHie 3 oyiHku gionogidnocmi”

OpzaHu akpedumayii 6 Ykpaini (HayionanbHe azeHmcmso 3 akpedumayii Ykpainu). Akpedumayia opeaHis 3
cepmudpikayii npodykyii 3eiono 3 [CTY 3411.

Aydumop: 6u3Ha4eHHs, BUMO2U.


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

Jlodamok B
IMOJIOKEHHA
PO PEUTUHIOBY CUCTEMY OL[iHKH YCHIIIIHOCTiI CTYAEHTIB

“HopmaTuBHe 3a6€e3ne4Y€HHA 6i0TEXHOJIOTiYHUX BUPOOHULITB”

B YMOBAX OYHOI'0/AUCTAaHL{iHHOI0/3MilIaHOT0 HABYaHHA
OCBITHIi# cTyniHb 06akaJiaBp
cneniajJbHIiCTh 162 - 6ioTexHoJi0rii Ta GioiHKEeHepia
OCBiTHbO-TIpOdeciiiHa nporpama BioTexHoJ10ril
dopma HaBUYaHHA JeHHa
dbakysbTeTy. bioTexHoJ10rii i 6ioTeXHIKH
PelTUHT cTyieHTa 3 AUCLHUILIIHU CKJIAJA€EThCA 3 6aJIiB, 1110 BiH OTPUMYE 3a:
1) BUKOHAHHS 3aBJjJaHb HAa MPAKTUYHHUX 3aHATTSX Ta CAMOCTIMHO (0O4YHO Ta UCTaHLiHO) 40 6asiB
2) HanmMcaHHS MOJyJIbHOI KOHTpPOJIbHOI po6oTH (MKP noginserscs

60 6asiB

Ha 2 YaCTUHU TPUBAJICTIO 110 45 XB) - AUCTAHLIKHO
Cucmema peilimuHzo8ux (8az2o8ux) 6a.1ie ma Kpumepii oyiHIO8aAHHA

L BUKOHAaHHA 3dBJIdHb HA NPAKTUIHHUX 3AHATTAX TA V BI/II‘JIﬂgi CaMoOCTiliHO1 QOGOTI/I

CTYJEHTIB - 0YHO Ta AUCTAHLINHO

Barosuii 6asa - 40.

dopmar TeMa 3aB/laHHSA 6anu
Ha MPAaKTUYHOMY 3aHATTI 3arasibHi BUMOTH J|0 3MICTy, | aHaJIi3 2
(04HO 4M OH-JIalH) abo BUKJany, opopmienHsa [ACTY | inauBiayanbHOro
odd-naitH Ta TY JACTY
Ha MPAaKTUYHOMY 3aHATTI 3arajsibHi BUMOI'H |0 3MICTy, | JOMOBIJAb 3 1
(o4HO YU OH-JIaKH) ab0 BUKJaay, opopmienHsa [ACTY | npeseHTauiero (40
obd-akiH TaTY 5 xB) mona0
IIpOaHa/i30BaHOr 0
JACTY
HOTaTKHU 1110/10 2
OCHOBHHUX
XapaKTepUCTUK
ACTY
Ha NPAaKTUYHOMY 3aHATTI HopMoOKOHTpoOJIBb ekcneptusa TC 5
(0o4HO YU OH-J1aMH) abo
obd-naitH
Ha NPAaKTUYHOMY 3aHATTI Bupo6nuya HT/I. Buzy, po3po6ka COII 10
O4YHO ab0 OH-JIaMH 3 npasuJia 0QopMJIeHHSA
Jl00Npalll0OBaHHAM
CaMOCTIWHO
Ha MPAaKTUYHOMY 3aHSATTI Bupo6uuya HT/I. Buay, ekcrieptusa COII 5
O4YHO ab0 OH-JIalH npaBusia 0pOpMJIEHHSA
B ryrJ-kiaci (CPC 3 HopMaTuBHI JOKyMeHTH aHaJ1i3 YMHHOI B 10
KOHCYJIbTAllifIMHK) Ha 1110/10 BUPOOHHUIITBA Ykpaini HT/[ Ta
NpaKTUYHOMY 6ioTexHOIOTIUHOI Ta HaJlaHHA
3aHATTI 0O4HO0AbO0 OH- dbapmaneBTUYHOI nepeJiiky, 1110
JIaH NpoAyKuiiB YKpaiHi CTOCYETbCH
IIeBHOI'O
00’€EKTY




Ha NIpaKTUYHOMY 3aHATTI HopmaTuBHI JOKyMeHTHU JOIOBiAb 3

(04HO 4yM OH-J1alH) 260 111010 BUPDOOHHUIITBA npe3seHTaui€emw (0

odP-naitH 6ioTexHOIOTIUHOI Ta 3 XB) 070
dbapmaneBTUYHOI IIpOaHai30BaHOI0
NPOAYKILIIB YKpaiHi JACTY

Ha NIPAaKTUYHOMY 3aHATTI HopMaTuBHI JOKyMeHTH iHAUBifyaIbHE

(0o4HO YU OH-J1aKH) abo
odP-naitH

111010 BUPOOHHUIITBA
010TEXHOJIOTIYHOI Ta

3aBJlaHHA 100
a”asi3y HacraHoB

dbapmaneBTUYHOI CT-H MO3y

NPOAYKILIIB YKpaiHi

3a YMOBU NPOMNYCKY 3 MOBAXXHUX NPUYMH, CTyZEeHT Ma€ NpaBo (ajse He 000B’SI3KOBO) BUKOHATH
BiZiMOBi/lHE MHCbMOBEe NPAKTUYHE 3aBJaHHSA Ha KOHCYJbTAllil (3a po3K/IaJloM KOHCYJIbTAllili, OUHO
abo AUCTaHIIMHO) Ta OTPUMATH 3a HbOTO 6asu. Taki 3aBAaHHS, 1110 BUKOHYIOTbHCS Ha MPAKTUYHUX
3aHATTAX (I OYHUX I 1[0 IPUUMAIOTBCA Ha NepeBipKy B ryrJ-Kjaci Yu MeloM abo1io) 34a0ThCe |
BPaXOBYKTbLCA B CEMeCTPOBUM PEUTHUHI He mi3Hile aatu HanucaHHa Il wactuaum MKP. fxkuojo
3aB/laHHS BUKOHYETbCSl B paMKax MapH, TO MOTo BiANpaloBaHHSA 3/[iMCHIOETbCA 3a PO3KJIaJ0M
KOHCYJIbTAlil.

CrcTteMa OLLIHIOBAHHA:

PiBeHb 3aCBOEHHSA KpuTepii oLjiHIOBaHHSA
HaBYaJILHOTO .Bajm' y
. BiZicOTKax
MaTepiany
«BIAMIHHO» 95-100 | peTesibHe BUKOHAHHS, aKypaTHe 0pOpPMJIeHHS 3aBJJaHHS Y

BiIMOBIZHOCTI 40 METOANUYHUX BKa3iBOK, IJIMOOKHUH
aHaJi3 3 BUCHOBKAaMH, aKypaTHe Ta IOBHE3aHOTOBYBaHHS

«IyKe fjo06pe» 85-94 € HECYTTEBI NOXUOKHK Y BUKOHAaHHI po60TH, a60 opopMJIeHHS
3po6JieHe 3 MEBHUMHU HeJl0/1iKaMU, aKypaTHE Ta IOBHe
3aHOTOBYBAaHHS

5 75_84 € HECYTTEBI MOXMOKHM Y BUKOHAHHI po60TH, 0pOopMJIeHHS
«/0Dpe» ] 3po6JieHe 3 IEBHUMHU HeJl0J1iKaMU1

«3aJI0BIJIBHO» 65-74 3aBJaHHA BUKOHAHO He MOBHICTIO 260 € 3Ha4YHi MOXHOKHU B
TeKCTi Ta 0pOpMJIeHHI 3aHOTOBYBaHHS BUKOHAHO
HeJ/10aJ10, He MOBHICTIO

«JIOCTAaTHbO» 60-64 3aBJlaHHSI BUKOHAHO He IMOBHICTIO Ta € 3HaYHi TOXUOKH B
TEeKCTi Ta 0QOpMJIEHHI 3aHOTOBYBaHHSI BUKOHAHO
He0a/10, He TOBHICTIO

«HEe3aJ0BIJIbHO» <60 BiZICYTHICTb 3HAYHOI YaCTHHU POOOTH, AyKe MOraHe

BHKOHAHHS 3aBJaHHS, BAKOHAHUW HE CBiMBapiaHT

2. Moay/ibHUH KOHTPOJIb
Barosuii 6aJ - 60.

Moay/ibHI KOHTPOJIbHI PO6OTHU NPOBOAATHCA 0YHO ab0 JAUMCTAHIINWHO (B I'VIJi-KJaci 3 KpeAUTHOIrO
MOJYJIK) i CKJIaJal0ThCA 3 TECTOBUX 3aB/laHb.

MKP BUKOHVIOThCA CTVJAEHTAMHU TIJIbKU YV BCTAHOBJEHUH /I IPVIIY Yac 3 0OMeXeHUM TepPMiHOM
BUKOHAHHdA, (BUKJIOYEHHSI - 3 MoNepePKeHHSAM BUKJIaAaya Ta OQiniHHUM miATBepAKEHHSIM
NPUYMHU BiJICYTHOCTI CTy/leHTa Ha HallMCaHHI pa30oM 3 rpyIol0) i He IePeNnUCy0ThCS.

KpuTepii ouiHIOBaHHA Ta YMOBU NPOBeJEHHS AWCTAHIIMHO JOBOJASATbLCA [0 CTYy[€HTIB 3aBYacHO,
nepej, KO>KHUM KOHTPOJIbHUM 3axXx0Jl0oM. MakcuMaJibHa KiJIbKiCTh OasiB AopiBHIOE 30 6asiB X 2
yacTUHHU = 60 6aiB.

CucreMa OIiHIOBAHHS:




PiBeHb 3aCBOEHHA
HaB4YaJIbHOTO banu Kpurepil oLiHioBaHHA
MaTepiany

«BiAMIHHO» 99-30 QOBHi Hpa]-?r.I/IHbHi BiAnoBizZi (He MeH1Ie 95% BipHOI
iHdpopmMarii)
JIOCTaTHbO MOBHI BignoBizi (He meH1Ie 85% npaBUIbHOL

«ayrxe pobpe» 26-28 iHpopmauii), abo BiNOBi/i 3 HE3HAYHUMHU HETOYHOCTAMHU
nepeBaXXHO MOBHI BiANOBiAi (He MeH1ue 75% npaBUIBHOI

«Zobpe» 22-25 | inpopmalii), a60 4aCTKOBO BiJOBi/li 3 HE3HAYHUMU
HETOYHOCTAMU
nepeBaXKHO MPaBUJIbHI BifioBiAi (He MeH1Ie 65%

«3a/10BIJIBHO» 20-21 | npaBuJsbHOI iHpopMaliii), a6o 4acTKOBO BiZIMOBiAi 3
He3HaYHUMU HETOYHOCTSAMU
nepeBaXXHO NpaBUJIbHI Bifnosizi (He meH1Ie 60%

«JlOCTaTHbO» 18-19 | npaBusibHOI iHpopMallii), 3HaUHA YaCTHHA HEITOBHUX a60
3 HETOYHOCTSIMU

«He3aJ0BiJIbHO» <18 | HenpaBuJbHI BifnoBiai 6inbiie Hixk Ha 40% nUTaHb

Po3paxyHok wikaau (R) pelimuHnay:
TakuM YMHOM, CEMEeCTPOBHUM PEUTHHT CKJIA/IAE:
Rc=40+ 60 =100 6axiB
JoaaTkoBi 6am: 0,2 6asu - poboTa Ha JeKLifxX (OLiHIOETbCS 3a AKTHUBHICTIO B 4aTi).
Bcboro makcuMasibHo 17 nekniud x 0,2 = 3,4 6au.

Bci 3aBaHHSA, 1110 BUKOHYIOTbCS Ha NPAKTUYHUX 3aHATTAX (1 OYHHUX i 110 NpUHAMAOThCA Ha
nepeBipKy B TyrJ-KJaci Y4 MelsioM abol10) BpaXOBYIOThCH B CeEMeCTPOBUM PEHUTHHT He Mi3Hille
natu HanucaHHs Il yactuau MKP.

Kanengapuuit koutposab (KK) ctysenTiB Ha 9 Ta 15 THXKHAX ceMecTpy MPOBOAUTBLCA 3a
3HaYeHHSM noto4yHoro peutuHry Ha vac KK. flkmio 3HayeHHs peuTHHry He MeHie 50% Bia
MaKCHMMaJIbHOTO MOXKJIMBOTO Ha 4Yac aTecTalil CTyJeHT BBAXKA€TbCSA aTeCTOBAHUM.

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

CTyneHTH, sKi Habpaad MNpPOTATOM CeMeCcTpy HeoOXiHy KinbkicTb 6aniB (RC=60)
OTPUMYIOTb 3aJliK 6€3 0y/1b IKMX BUIPOOYBaHb/POOIT.

CTyneHTH, Ki HabpaJu NMPOTATOM CEMeCTpPy HeobxifHy KinbkicTb 6asiB (RC=60), ane He
3a/10BOJIEHI pe3y/bTaToOM, MOXYTb BHKOHYBAaTH 3a/iKOBY KOHTPOJIbHY pO6GOTYy 3 METOI0
MiJIBULLIEHHA OLiHKH, IPU [JbOMY IONEpeHIN PEUTUHT CTyZleHTa 3 JUCLUIJIIHU CKaCOBYETHCSA 1 BiH
OTPUMYE OL[iIHKY TiJIbKHU 3a pe3yJibTaTaMH 3a7iKOBOi KOHTPOJIbHOI po60TH. [ToBifoMUTH po HaMip
NKCaTH 3aJliKk He0OXi/IHO He Mi3Hille HiXK 3a 0AHY 400y [0 JaTH 3aJ1iKy. Y BUllaJ|Ky He IBKU Ha 3aJlik
CTYZleHTY CTaBUTbhCSl OTPUMAHUU IPOTSTOM CEMECTPY OalJl.

CtypeHTH, siIKi Habpasu npoTarom cemectpy pedTHUHr 40<RC<60 3060B'sA3aHi BUKOHYBATH
3a/1iKOBY KOHTPOJIbHY POOOTY.

CtyaeHTH, sKi Habpaju NPOTACOM ceMeCTpy peHUTHHr MeHiue 40 6asniB 10 3aliky He
JIONYCKalThCcs. Buau pob6IiT sgKi CTyZeHT NOBHHEH 3JaTH /[AJs MiJABUIIEHHS pPEeUTUHTY
y3TroJpKY€EThCA 3 BUKJIaAadeM MiJ 4ac cecil. [Ipu nbomy Ha [ i Il nepe3szayvi oljiHKka «aBTOMaTOM» He
nepezsbayeHa

s OTpUMaHHA CTY[E€HTOM BiJIIOBIJHUX OLIIHOK MOT0 PEMTHUHIOBa OL[iHKA NepeBOAUTbCS
3rifiHO 3 TabJIUIEIO:

Rc OIliHKa
95-100 BiIMiHHO
85-94 ZlyKe nobpe
75-84 Jlobpe
65-74 3a/I0BiJIbHO




60-64 JOCTaTHbO
R <60 He3a/l0BiJIbHO
R <40 He JI0NYILeHO

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

KpuTepii oLiHIOBaHHA:

MOBHA [IPaBUJIbHA BiAIOBIAb 2 6asu
BiZIOBiib YaCTKOBO HeNpaBUJIbHA a60 HEMOBHA, a60 BiJICYyTHSA 0 6aJiB
MakcuMaJsibHa KiJIbKiCTb 6aJ1iB 3a 3a/1iKOBY po60Ty AopiBHIOE 2 6a/14 X 50 nutadb = 100 6asiB.

3a pe3y/JibTaTaMU 3aJ1iKOBOI KOHTPOJIbHOI pOOOTH CTYAE€HT OTPUMYE 3aJliK y BiZIIOBIAHOCTI /10
HACTYNMHUX KPUTEPIiB OLIHIOBAHHA:

R sanikosa poGoTta Tpaanuiifma Ol.liHKa
95-100 BiMiHHO
85-94 Jly>Ke lo6pe
75-84 Jlobpe
65-74 3a/10BiJIbHO
60-65 JIOCTaTHbO
<60 He3a/10BiJIbHO

[Ipu oTprMaHHi He3a40BiJILHOI OLIIHKHY CTYAEHT Mae€ Jiullie 2 Cpo6H JJis nepe3aadi y
BignoBigHOCTI 10 rpadiky nepeckiajjaHHs 3a60proBaHOCTEM.



