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Mporpama HaB4Ya/AbHOI AUCLUN/IIHU

1. Onwuc HaBYanbHOI AUCUUNAIHKN, META, NpeaMeT BUBYAHHA Ta pe3y/bTaTu HaBYaHHA

CyvacHi 6iomexHo/02i4YHI ma 6iogpapmayesmu4Hi 8UpPO6HUYMBA NOEJHyoMb |
3acmoco8yroms 00CA2HEHHS PI3HUX HANpsAMI8 HayKu I mexHiKu. L]inboeor npodyKyieto € npenapamu
AIKY8a/NbHO-NPpOPINIAKMUYHO20,  KOCMEMUYHO20,  8emepUuHapHO20,  CIAbCbK020CN00apCcbKoz2o,
Xap4o08020 Mouwjo NPU3HA4E€HHS: 6I1K0B0-8IMAMIHHI KOHYeHmpamu, amiHOKUcA0mu, 8imamiHu,
¢epmeHmHi npenapamu, aHmubiomuku, 6akmepiiiHi i 8ipycHi npenapamu 045 3axucmy pOC/UH,
6akmepiiiHi dobpuea, npodykmu KOMN/AEKCHOI nepepobKu pOoCAUHHOI cuposuHu mowo. Li
8UPOOHUYMBA € 8ANCAUBUM CE2MEHMOM HAYIOHA/NIBbHO20 PUHKY [ BU3HA4AIOMb HAYIOHA/bHY |
060pOHHY 6e3neKy KpaiHu.

HasuyasnvHa OducyunaiHa «HopmamueHe 3ab6e3neyeHHs1 6I0MEXHO/02IYHUX BUPOOHUYME»
Hasexcums 00 0O0Hiei 3 HeobxiOHUX 049 nideomosKu 6aka.naspie-6iomexHoa102i8 HOPMAMUBHUX
ducyunsii OCKIIbKU KOMNnemeHyii wo ompumyroms cmydeHmu € HeobXiOHUMu Ha 8ciX emanax
HCUMMEBO20 YUKAY 6iomexHos02IYHOI ma 6iogpapmayesmuuHoi npodykyii, noyuHaru4u 8id
HAyKoB8020 NOWYKY, pO03pobKu npodykmy ma mexHO/102ii 1020 OMPUMAHHS, NPOEKMYBAHHS
8UpObHUYMBa 1 3aKIHYyKw4u 6e3ne4Hor 0451 008KiAAs1 ma 300po8’si J0UHU ymu/ai3ayien,
8K/1I04AI0YU KOHMPOJ1b AKOCMI HA 8CIX 8UWe32a0aHUX emanax.

BusueHHs ducyunaiHu “HopmamueHe 3a6e3neyeHHs 6iomexHO.102IYHUX upobHuyms”

do3goaums  MallbymHiM cneyianicmam npogpecitiHo opieHmyeamucss 8 YUHHUX O0epHCasHUx
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cmandapmax ma I[HWUX HOPMAMUBHUX OKMAX, a MAKOXC ONAHysamu 3ad2a/bHi NpUHyunu
YNpas/AiHHA SIKICMH, NPUHYUNU i Npasuia HA/eMcHoi 8UPOOGHUYOI Npakmuku JAiKapcbKux 3aco6is.
OmpumaHi 3HAHHA HeobOXiOHI 048 ycniwHOi npakmu4Hoi OdisibHOocmi MalbymHix ¢axisyie Ha
nidnpuemcmeax 6iomexHo102iYHOI ma ¢papmayesmu4HOi npoMuc1080Ccmi.

Memoto HasuasnbHOi ducyuniiHu € gopmysaHHs y cmydeHmie kKomnemeHmuocmet ujodo
3aCmMOCYy8AHHSI YUHHO20 3AKOHO0a8CcmMea I 8UM02 HOPMAMUBHO MEXHIYHOI dOKymeHmayii 8 2asysi
biomexHono02ii ma 6iogpapmayii npu npoekmysaHHi ma PYHKYIOHy8aHHI 6IOMEXHON02IYHUX ma
6ioghapmayesmuuHux nionpuemcms.

IIpedomemom € npuHyunu po3pobKu ma BUKOPUCMAHHA HOPMAMUBHO-MEXHIYHUX
JdoKymMeHmis, wo peanameHmMyrwmbs nopsidok opzaHidayii eupobHuymea 6iomexHo.102I4YHOI ma
¢apmayesmu1HOi npodyKyii.

HAucyunaina “HopmamueHe 3ab6e3neyeHHs 6iomexHO02[YHUX 6UpobHUYyms”  ¢opmye y
cmydeHmie HacmynHi KOMnemeHmMHocmi:

3K 01 - 3damuicmb 3acmoco8yeamu 3HAHHS Y NPAKMUYHUX CUMYayisix

3K 05 - 30amHicmb 8uumucs i 08os100i6amu cy4acHUMU 3HAHHAMU

DK 03 - 3damHicmb 30ilicHroeamu aHaiz HOpmamueHoi doKymeHmayii, HeobxioHoi 0.5
3a6e3neyeHHs1 IHx#ceHepHOI dislibHOCMI 8 2a.y3i 6iomexHoA02iT

DK 07 - BpaxysaHHs1 KOMepyillHO20 ma eKOHOMIYHO020 KOHMEKCMy npu NpoeKmyeaHHI
8UpO6GHUYMB 6lomexHOo/1021YHUX (npomucaosozo, Xap4080eo, ¢apmayesmuyHo20,
Ci/IbCbK020CcN00apCcbk020 Moujo)

PK 08- 3damHicmb eukopucmogysamu Memodos02ii NpoeKmysaHHsi BUPOOHUYMSB
6i0mexHo1021YHUX NPOAYKMI8 Pi3HO20 NPU3HAYEHHS.

®PK 11- 3damuicmb ckaadamu anapamypHi cxemu 8upobHUyme 6i0mexHo/N02IYHUX
npodyKkmie pi3Ho20 NpU3HaAYEeHHs

@K 15 - 3damHicmb dompumysamucsi 8umoz 6iobesneku, b6iozaxucmy ma 6ioemuku

@K 17- 3damuicmb aHa.aidysamu ma npoekmysamu 6upobHuymea 6iomexHo/102i4HOl
npodykyii xap4oeozo, papmayesmu4Hozo, napa@dapmMayesmuyHo20 ma npupodooxXopOHHO20
Xapakmepy Ha 0CHO8I npoyecie Mikpo6H020 CUHME3Y

Ilicas 3aceoenHs ducyunaivu “HopmamueHe 3a6e3neveHHs 6i0mexHo102IYHUX 8UpobHUYmMe”
cmydeHmu Marms Npo0eMoOHCMpy8amu maki pe3yismamu HA8YAaHHS:

IIPH 04- Bwmimu 3acmocogysamu NOJ/0XCEHHS HOPMAMUBHUX JOKYMeHmIs, wo
pe2/1amMeHmyroms nopsidok npogedeHHs cepmugpikayii npodykyii, amecmayii supobHuymea, sumoau
do opeaHizayii cucmem ynpasaiHHs sIKicmilo Ha hidnpuemcmeax, npasuaa o@opmaeHHsT MexXHIYHOI
doKyMeHmayii ma eedeHHs1 MexHO/102[YH020 npoyecy, 6a3yHYucb HA 3HAHHSX, 00epHaHux nid 4yac
npakmu4Hoi nid2omosKu.

IIPH 05- Bmimu aHaxaidygamu HopmamueHi dokymeHmu (depxycasHi ma easysesi
cmaHdapmu, MexHiYHI yMO08U, HACMAHO8U MoOw0), ckiadamu okpemi po30ijau mexHo/102iYHOI ma
aHaaimuyHoi dokymenmayii Ha 6iomexHo/102iYHI NpodyKmMu pi3HO20 NPU3HAYEHHS; aHa.aizysamu
mexHo/102iYHI cumyayii, obupamu payioHa/abHi MexH0102I4HI pIWEeHHS

IIPH 11- Bmimu 3dilicHoeamu 6a308i 2eHemuyvHi ma yumoJo2iuHi 00CAi0HCeHHs 3
800CKOHA/IeHHS | nidguweHHs1 6iocuHmemuy4Hoi 30amHocmi 6i0/102iYHUX a2eHmMi8 3 ypaxy8aHHAM
npuHyunis 6iobesneku, 6iozaxucmy ma 6ioemuku (IHOyKog8aHull MymazeHe3 3 SUKOPUCMAHHAM
@i3udHUX [ XIMIYHUX Mymaz2eHHUX ¢akmopis, 8id6ip ma HaKONUYeHHs1 aykcompo@dHUX MymaHmis,
nepeHeceHHsl 2eHemu4Hoi iHgpopmayii mowo).

IIPH 25 - Bmimu anasnizygamu ma npoekmysamu cneyia/ibHi 6iomexHo/102I1YHI 8UpOOGHUYM8Ea
i3 8BU20MO8/1eHHS NPOAJYKYii pi3HO20 BYHKYIOHAIbHO20 Ma 2a.1y3e8020 NPU3HAYEHHS



2. MNpepekBi3nTK Ta NOCTPEKBI3UTU AUCUMNAIHK (MicLe B CTPYKTYPHO-N0riYHiiA cxemi HaBYaHHA 3a
BiANOBiI4HOIO OCBITHLOK NPOrpamoto)

”

3a ceoim 3micmom ducyunaina “HopmamueHe 3a6e3neveHHs1 6i0mMexHO102IYHUX BUPOOHUYME
6asyemuvcsi Ha 0oceidi I 3HAHHAX cmydeHmis, 3006ymuXx npu 3Ac80€HHI ducyunJiv ,3a2a/1bHa
Mikpobiosozia ma sipycosaozia”, ,3azanbHa 6iomexHonozisa”, ,['enemuka”, «[lpomucaosa ekoso2is»
mouwjo.

Komnemenyii, 3HaHHA ma 8MIHHS, WO cmydeHmMu ompumyioms 8 pe3yabmami HA84YAHHS 3
daHoi ducyunaiHu HeoOXiOHI 0451 8uB4YeHHs HacmynHux ducyunsiiv: «ExoHomika 1 opeaHizayis
gupobHuymea», «OxopoHa npayi ma yusiabHull 3axucm», «Konmpoas ma kepysanHs
6iomexHo/102IYHUMU npoyecamuy. | 204108HE, OMPUMAHHA KOMNnemeHYyill 3 Hag4a/1bHOI ducyunaiHu
IIpoekmyeaHHs1 6i0mMexHO/02IYHUX B8UPOOHUYMB” € HeobXiOHOK CK/Aad080H 051 NPOXOOHCEeHHS
NPAKMuUKU, BUKOHAHHS OUNJIOMHO20 NPOEKMY ma yCniwHo20 3axucmy ounjiomy 6akaaaspa.

3. 3MicT HaBYaNbHOI AUCUUNAIHN

Po3din 1. Cmandapmu3sayis. Budu HopmamugHux 0oKymeHmis, ix ocobausocmi ma aumoau 00 ix
3micmy, 0poOpMAEHHS MA 8UKOPUCMAHHS
Tema 1.1. 3azaabHi gidomocmi npo cmaHdapmu3sayiio
Tema 1.2. Budu HopmamugHux doKyMeHmMIie ma ix ocobaugocmi
Tema 1.3. Opeanu cmandapmu3sayii 8 YkpaiHi piaHux pigHie
Tema 1.4 Bumozu do po3pob1eHHS, BNp08AODHCEHHS MA 8UKOPUCMAHHA cmaHdapmie pi3HUX
pieHie 6 YKkpaiHu
Po3din 2. HopmamueHa dokymeHmayisi Wjodo cucmem ynpasaiHHs SKicmio
Tema 2.1. TepmiHonozis wjodo cucmem sikocmi
Tema 2.2. MiscHapooHi cmandapmu 1SO ma OHSAS
Po3din 3. 3akoHodasua ma HopmamusHa 6a3a w000 CM8opPEHHS Ma 8UPO6HUYMBAa 6i0mexHO02IYHOT
ma ¢papmayesmuuHoi npodykyii
Tema 3.1 MixcHapooHa HopmamusHa 6a3a ujodo ynpasaiHHA IKIcmio 8 2a1y3i
6iomexHos02Ii 1 papmayii
Tema 3.2 OcHOB0N0102CHI HOpMamMueHi JOKyMeHmU wodo 6iomexHo1021YHOI ma
¢papmayesmuuHoi npodykyii 8 YkpaiHi
Tema 3.3 HopmamueHi 0OKyMeHMuU cmoco8HO Npo8edeHHs JOKAITHIYHUX J0CAI0HCEeHb
Tema 3.4 HopmamugHi 00OKyMeHmu cmoco8HO Npo8edeHHs KAIHIYMHUX 8UNPO6Y8AHb
Tema 3.5 [lepacasHa peecmpayis nikapcbkozo 3acoby ma nicaspeecmpayiliiHuli Ha2a50 8
Ykpaiui
Tema 3.6 [lepaycasHa papmakonest YkpaiHu ma iHwi HOpmMamugHi JOKyMeHmMU, Wo
pe2aamMeHmyrms KOHMPO/1b IKOCMI AiKapcbKux 3acobie
Tema 3.7 HopmamugHi dokymeHmu wj0do 8upobHuUymea 6iomexHo102i41Hoi ma
¢papmayesmuuHoi npodykyii 6 Ykpaini ma ceimi
Po30in 4. Cepmugbikayiss 6iomexHosno2iyHOi ma papmayesmuyHoi npodykyii ma akpedumayis
Tema 4.1. Cucmema cepmudgpikayii
Tema 4.2 Akpedumayis

4. HasuyanbHi matepianu Ta pecypcum

Bba3zosi iHdhopmayiliHi pecypcu



1. JACTY 1.5:2015 «HayioHaavbHa cmaHdapmu3ayis. Ilpasusaa po3pobaeHHS, BUK/AAOAHHS ma
0popMAEeHHS HAYIOHA/IbHUX HOPMAMUBHUX OOKYMEHMIB»

3akoH Ykpainu «IIpo aikapcoki 3acobu»

Hacmawoea CT-H MO3Y 42-01:2003 «/likapcbki 3acobu. TexHo02iuHull npoyec. [JokyMeHmayis»
Hacmanosa CT-H MO3Y 42-4.0:2020 «/likapcoki 3acobu. HasexcHa supobHU4a npakmuka»
CapaHua I''A. Mempousozisa, cmaHdapmu3ayisi, 8idnogidHicmb, akpedumayiss ma ynpaeaiHHs
saxicmio: [liopyuHuk. - K.: [Jlenmp Has4yanbHoi aAimepamypu, 2006. - 672 c.

SN

Jodamkosi ingpopmayiliHi pecypcu

1. JlepxcasHa cayxc6a YKpaiHu 3 JAIKAPCbKUX 3aco6i68 ma KOHMpO/K 30 HAPKOMUKAMU -
http://dls.gov.ua/

2. [Jepyxcasna ®apmakones YkpaiHu (YuHHe 8UOAHHS)

3. /JepicasHnutl ekcnepmuuii yenmp MO3 Ykpainu - www.dec.gov.ua

4. JCTY ISO 22000:2019 «Cucmemu ynpasaiHHs1 6e3neyHicmio xap4osux npodykmie. Bumozu do
6y0b-s1KUX 0p2aHi3ayili Xxap4o08020 AAHY02a»

5 JACTY ISO 9000:2015 «Cucmemu ynpagaiHHsi sikicmio. OCHOBHI NOJ/0XMCEHHS Mda C/A08HUK
mepMmiHie»

6. ACTYISO 9001:2015 «Cucmema ynpasaiHHs ssKicmio. Bumozu»

7. JCTY OHSAS 18001:2010 «Cucmemu ynpasaiHHs 2i2ieHO0 ma 6e3nekor npayi»

8. JICTY OHSAS 18002:2015 «Cucmemu ynpagniHHs Z2icieHOl0 ma 6e3nekor npayi. OcHOBHI
NpUHYUNuU 8UKOHAHHA sumoz OHSAS 18001:2007»

9. 3akoH Ykpainu «lIpo depicasHull KOHMpOAb 34 OOMPUMAHHAM 30KOHOOA8CMB8A NPO Xap4osi
npoodyKkmu, KopMmu, NO6IYHI NPOOYKMU MBAPUHHO20 NOXOO0NCEHHS, 8eMEPUHAPHY MeJUYUHY ma
6.1a020N0y4451 MBAPUH»

10. 3akoH YkpaiHu «IIpo depicasHull puHKo8ull Ha2/1510 I KOHMPO/Ab HEXAp4080i NPoAyKYiix»

11. 3akoHn Ykpainu «IIpo ocHO8HI npuHyunu ma eumoz2u 00 6e3nevyHocmi ma sIKocmi Xapyoeux
npodykmie»

12. 3akoH YKpaiHu «IIpo mexHiyHI pezaameHmu ma oyiHKy 8idnogioHocmi»

13. Hacmanosa CT-H MO3Y 42-6.0:2014 «/likapcbki 3acobu. JJokaiHiuHi docaidxiceHHs K nidrpyHmsi
KAIHIYHUX 8UNpo6y8aHsb 3a yyacmio A00UHU ma peecmpayii AIkapcbKux 3acobie»

14. Hacmanosa CT-H MO3Y 42-4.1:2011. «/likapcbki 3acobu. /locbe 8upobHU40i dinbHUYI»

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

16. Hacmanosa CT-H MO3Y 42-8.1:2013 «/likapcoki 3acobu. PapmayesmuyHa po3po6bKa
6iomexHo/1021YHUX Ma 6i010214HUX NPOdYKMie»

17. Ogiyiiinuii catim BepxosHoi Padu YkpaiHu / 3akoHodascmeo - zakon.rada.gov.ua

18. lIlpasuna  HasedxcHoi  8upobHU4YOI  npakmuku  eemepuHapHux  npenapamie  URL:
https://zakon.rada.gov.ua/laws/show/z0107-18#Text

HaB4yanbHUIA KOHTEHT
5. MeTtoguKa onaHyBaHHA HaBYa/IbHOI AUCUUN/IHU (OCBITHBOrO KOMMNOHEHTA)

I[Ipomszom eusueHHs ducyunjaiHu 3aNAAHOBAHO NPOBeJeHHS JAEKYIUHUX 1 NpaKkmu4yHux
3aHsiMb. Biabwicmb npakmu4HuUx 3aHAMb 6aXcaHo nposodumu NicAsi AeKYiliHuX 3aHsiMmb 3a 0AHOK
meMoHK, OCKI/IbKU 80HU YACMKOB0 I'PYHMYyKHMbCsl HA Mamepianax AeKyitl.

JlekyiliHi 3aHaMmMsA:

Ne Hazsa memu sekyii ma nepesik 0CHO8HUX NUMAHb l'oduHu

1. Po3dia 1. Cmandapmu3ayis. Budu HopmamugeHux doKymeHmie, ix 2
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Haszsa memu s1ekyii ma nepesik 0CHO8BHUX NUMAHb

T'oduHu

oco6.ueocmi ma eumozu 9o ix 3micmy, 0hopMaeHHSA ma 8UKOPUCMAHHSA
Tema 1.1. 3a2aavHi 8idomocmi npo cmaHdapmu3ayilo

Cmandapmusayis - BU3Ha4eHHs, npedmem cmaHoapmusayii, 06’ekmu
cmaHdapmusayii, cy6’ekmu cmandapmuszayii, egudu cmaHdapmusayii.

Tema 1.3. OpeaHu cmaHdapmu3ayii 8 YKpaiHi pi3HuUx pieHie

OpzaHu deprcasHoi cmaHdapmusayii (pyHKYii ma ocHo8HI 3a80aHHS).
OpzaHu eanysesoi cmandapmu3sayii (¢pyHKYii ma 0CHOBHI 3a80AHHS): CAYHCOU
cmaHdapmu3ayii MiHicmepcms, 204108HI (6a308i) opeaHi3ayii 3
cmaHdapmus3sayii 8 nesHitl 2aaysi, cayxicba cmaHdapmu3sayii
nionpuemcmea/opzauisayii.

OpzaHu cmandapmusayii 8 2aay3i papmayesemuvHux ma 6i0mexHo1021YHUX
8upobHuUYyme ma ix ocHosHi yHkyii: MO3 Ykpainu, [lepacasHe nidnpuemcmeo
“flepacasHuti ekcnepmHuii yenmp Minicmepcmea oxopoHu 3dopos’st Ykpainu”,
Jepicasua cayxcba Ykpainu 3 nikapcbkux 3aco6is ma KOHMpoJHo 3a
Hapkomukamu, YkpaiHcbKull yeHmp Haykosoi medu4Hoi iHpopmayii ma
nameHmHo-AiyeH3itiHoi po6omu MO3 Ykpainu «YkpmednameHmiHpopm»
moujo.

Cayxc6a cmandapmu3sayii nionpuemcmea/opeaaHizayii: yHkyii, cmpykmypa.
HopmokoHmMposb, ik 00HA 3 YYHKYIU cayxcbu cmaHdapmu3ayii Ha
nionpuemcmei. [IlpusHavyeHHss ma 8udu HOPMOKOHMPOJH0.

Yuigikayis, sik odHe 3 3a80aHb cAyHcOU cmaHdapmu3ayii Ha nionpuemcmai.
Budu yHigikayii.

Tema 1.2. Budu HopmamueHux dOKyMeHmMie ma ix oco6.1usocmi

OcHogHI 8UdU ma 0cob6au80CMI HOPMAMUBHUX OOKYMEHMI8: HOPMAMUBHO-
npasosi akmu (HIIA), Koncmumyyisa Ykpainu, kodekcu, 3akoHU, nid3aKOHHI
aKkmu (Haka3u, po3nopsi0HCeHHs, NOCMAHO8U MOW0), NOA0XHCEHHS, IHCMPYKYII,
peziameHmu, npasuaa, cCaHimapHi Hopmu, 6ydigesabHi HOpMU.

Tunu HopmamueHux doKymeHmie 8 3a1excHocmi 8id 06'ekma cmandapmusayii,
Nno/10%ceHy, AKI Micmums doKyMeHm, ma npoyedyp Hadag8aHHs oMy YUHHOCMI:
cmaHdapmu, mexHiYHi yMO8U, HACMAHOB8U, NPABUAA, pe2AAMEHMU, PEECMPU,
kaacugikamopu, kamasio2u moujo.

Kaacudgikayis cmandapmie 3asedxcHo 8id 06'ekma cmaHdapmu3sayii, ckaady,
3micmy, cdhepu disiibHOCMI ma npusHaveHHs1: deprHcasHi, 2ay3esi, cmaHdapmu
HAYK080-MeXHIYHUX MA IHHCeHepHUX moeapucms i cniziok YKpaiHu, mexHiuHi
ymosu YkpaiHu, cmaHdapmu nionpuemcms, Ko0ekcu ycma/eHoi npakmuku.
IIpo6Hi cmaHdapmu.

CmaHdapmu 0608 '513k08020 i 006p08IIbHO20 BUKOPUCMAHHSL.

[lo3Ha4eHHs1 HopMamueHUX JOKyMeHmis.

I'apmoHi308aHi HOpmMamueHi dOKyMeHmu: 8U3HAYEHHS, Munu
2apMmoHizoeaHHocmi. [IopieHsAHHI cmaHdapmu.

Tema 1.4 Bumozu 0o po3po6./1eHHS, BNP0OBAIHCEHHS Ma 8UKOPUCMAHHS
cmaHdapmie pi3Hux pieHie 8 YKpaiHi

Ilopsidok po3pob.aeHHs | 3ameepdiceHHs 0epHcasHUX cmaHdapmis.

Ilopsidok po3pob.aeHHs, nobydosu, 8uk1ady ma 0opMaeHHs MEXHIYHUX YMO8.
Ocobausocmi po3po6.1eHHs, 3ameepOoNCeHHS ma 3acmocy8aHHs cmaHdapmis
nidnpuemcmsa.

Hepicasnull Ha2a50 3a 8Npo8aAOHCEHHAM I 000epHcaHHAM cmaHdapmis.

Po3din 2. HopmamueHa doKyMeHmayisi yyoodo cucmem ynpasaiHHs
AKicmio

Tema 2.1. TepmiHo02i wWyodo cucmem sikocmi

3azaavHi mepmiHu cmocosHo sskocmi (3a JJCTY 3230-95i JICTY I1SO
9000:2015): sikicmb, cucmema ynpas/iHHA AKICM10, noaimuka 8 2a/y3i skocmi,
YNpasAiHHA IKICM1o, Kepy8aHHs SIKIcCm1o, 3a6e3nevyeHHs IKocmi, HaCmaHosda 3
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sIKocmi, npoepama sikocmi, 8idnosioHicmu/HegidnosioHicmy,
npocmedicysaHicms, sepudikayisi.

[loHamms cucmemu sikocmi. [lemas askocmi.

Tema 2.2. MixicHapodHi cmandapmu ISO ma OHSAS

OpzaHxizayii MixcHapodHO20 pi8Hs W0 npayoms 8 2aay3i cmaHdapmu3ayii
(1SO, IEC, CEN, CENELEC). @yukyii ma cmpykmypa 1SO.

MixcHapodui cmandapmu 1SO. Cmandapmu 1SO cepiii 9000, 10000, 14000,
19000 - cgpepa 3acmocysaHHs, ocobaugocmi.

Cmandapmu ISO 8 Ykpaini. Cucmema cmaundapmis JCTY 1SO 9000.

Cucmema cmandapmis JJCTY I1SO 14000.

JACTY ISO 19011:2012 HacmaHosu ujodo 30ilicHeHHs1 aydumis cucmem
YNpasAiHHA: 3Micm, NPU3HAYEHHS.

Cepis mixcHapodHux cmandapmie OHSAS 18000: npusHauenHs. YuHHUU 8
Ykpaiuni cmandapm JJCTY OHSAS 18001:2010. Cucmemu ynpasaiHHA 2i2IEHOK0
ma 6e3nekor npayi: 3mMicm, NPU3HAYEHHS.

Po30din 3. 3akoHodasua ma HoOpMamueHa 6a3a wodo CMeopeHHs ma
8upo6GHUYmMea 6iomexHo.102iYHOi ma ghapmayeemuyHoi npodyKyii
Tema 3.1 MixcHapodHa HOpmamueHa 6a3a wjodo ynpaeaiHHA AKicmio 8
2a.ay3i 6iomexHo102ii i papmayii

Cy6’ekmu MidxcHapodHoi cucmemu 3a6e3neyeHHs SKocmi gpapmayesmuyHoi
npodykyii: WHO, EC, PIC, IFPMA, FDA.

OcHOBHI mepMIHU, WO 3aCMOCO8YIOMbCSl HA emanax CmeopeHHs, 8UPOOGHUYM8Ea
ma 3acmocy8aHHs papmayesmuyHoi npodykyii.

Kummesuii yuka JI3.

MixcHapodHi HacmaHosu (HasexcHi papmayesmuyHi npakmuku, GxP), wjo
CmMocyomuCcsi CMeopeHHsl, BUPOOGHUYMBA ma 3acmocy8aHHs papmayesmuyHoi
npodykyii (6udu ma npusHaveuus): GLP, GCP, GMP, GEP, GDP, GPP, GSP, GPvP,
GPEP, GRP.

Tema 3.2 OcHO80N0/102#CHI HOpMamMue8Hi dOKyMeHmMu ujodo
6iomexHo0.102iYHOI ma ghapmayesmuyHoi npodyKyii 8 YKpaiHi

3akoH Ykpainu (3Y) “Ilpo aikapcwKi 3acobu”: 3micm ma 0CHO8HI NO/I0HCEHHSI.
basoesi 3akoHodasui npuHYyunu ma 0CHOBU CMBOPEHHS, BUPO6HUYMBA ma
3acmocy8aHHs AIKapcbKux 3acobis, siki npedcmas.iei y au2as0i idnogioHux
cmameli 3akoHy Ykpainu “Ilpo saikapcuKi 3acobu”.

3Y IIpo ocHosHI npuHyunu ma eumoau do beaneyHocmi ma sKOCMI Xapuo8ux
npodykmie.

3Y IIpo oxopoHy HABKOAUWHBLO20 NPUPOJHO20 cepedosULA

3Y Ilpo depicasHulli KoOHMPOAb 3a AOMPUMAHHAM 3AKOHOAABCMBA NPO XAPUY08i
npodykmu, KopMu, no6iuHi npodykmu meapuHHO20 NOX00}CEeHHS, 300p0o8’ss ma
6.1a20N04y44s1 MBAPUH

3Y IIpo depicasHuli KoOHMpPOAb 3d OMPUMAHHAM 3AKOHODABCMEBA NPO XAP408i
npodykmu, KopMu, no6iuHi npodykmu meapuHHO20 NOX00}CEeHHS, 300p0o8’ss ma
6.1020n04y44s1 MBAPUH

3Y Ilpo 6e3neyHicmb ma 2izieHy Kopmie

Tema 3.3 HopmamugHi d0OKyMeHmMu cmoco8HO Npo8edeHHs1 00KAIHIYHUX
docaidiceHb

Hanexcna nabopamopHa npakmuka Good Laboratory Practice (GLP): ocHo8Hi
nosoxceHHA. Konyenyisas «mpoox R».

H/] wodo dokaiHIYHUX 00CAI0XHCEHD, WO € YUHHUMU 8 YKPAIHI:

3akoH YkpaiHnu «Ilpo aikapcuKi 3acobu,

3akoH Ykpainu «IIpo 3axucm meapuH 810 #0pCMOK0O20 NOBOOHNCEHHSI»,

Hakas3 MO3 Ykpainu Ne 944 [Ipo 3ameepdceHHs [lopsidky npogedeHHs
JOKAIHIYHO20 BUBYEHHS AIKAPCLKUX 3AC06I8 Ma ekcnepmu3u mamepiaie
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JOKAIHIYHO20 BUBYEHHS NIKAPCLKUX 3aC006i8

Hacmanosa CT-H MO3Y 42-6.0:2014 Jlikapcbki 3acobu. /[oKATHIYHI
docaidxceHHs 6e3neKku sk niOrpyHms KAIHIYHUX 8UNPO6Y8AHb 3a Y4acmio
AKOUHU ma peecmpayis AIkapcbKux 3acobis

JlokaiHIYHe 8UBYEHHS AIKAPCLKUX 3ac06i8: HaNpsMuU, sudu, mecm-cucmemu,
opzaHizayiss ma npogedeHHs, doKkymeHmayis. Cmpykmypa npomokoy ma
38imy.

Tema 3.4 HopmamueHi d0OKyMeHmMu cmoco8HO npo8edeHHA KAIHIYHUX
8unpoGyeaHbs

MixcHapodHi dokymenmu 3 emuku: HopHbep3bkull kodekc, ['enbciHcbKa
dekaapayis, besabmoumckuti 38im. OCHO8HI n010JceHHs ['enbCiHCbKOoT
dekaapayii.

Hauxedxcua kainivna npakmuka Good Clinical Practice (GCP): mema, ocHO8HI
npuHyunu.

H/] wodo kaiHIYHUX 8UNPO6YBAHD, WO € YUHHUMU 8 YKPAiHI:

3akoH Ykpainu «Ilpo sikapcwKi 3acobu»,

Haka3z MO3 Ykpainu Ne1169 6id 26 eepecHs 2017 "Jlikapcobki 3acobu. HaaexcHa
KAlHIYHa npakmuka 42-7.0:2008"

Haxka3 MO3 Ykpainu N2690 6id 23 eepecHs 2009 "IIpo 3ameepdxceHHs [lopsaoKy
npogedeHHs KAIHIYHUX 8UNpo6y8aHb AIKAPCbKUX 3ac06i8 ma ekcnepmusu
mamepianie KAIHIYHUX 8UNpoby8aHs i Tuno8o20 N0a0X#eHHs NPO KOMICII 3
numaHb emuku"” Ha 81 cmop. 3 39 dodamku 3 hopmamu 6.1aHKI8, Ujo
0hopMAIOMBCSL.

Haka3u MO3 Ykpainu 3 dodamkamu, 8 sikux Hagodumbucsi nepeik KB, wo
00380111 0151 npo8edeHHs 8 YKpaiHi.

Kowmicist 3 numaHb emuku npu 3akaadi 0XopoHu 300po8’s: pyHKYii. Pazu ma
8udu KAIHIYHUX 8UNPO6Y8aHb. [JoKymeHmayis, Wo 0gopMAIOEMbCA HA BCiX
emanax KAIHIYHUX sunpo6ysaHb. KoHmpo.ib npogedeHHs KAIHIYHUX
sunpobysaHs (aydum, MOHIMOpUH2)

Tema 3.5 JlepacasHa peecmpayis Aikapcbko20 3aco6y ma
nicasapeecmpayitiHuii Ha2A50 8 YKpaiHi

Haka3z N2 426 gid 26.08.2005 IIpo 3ameepdicerHs [lopsidky nposedeHHs
ekcnepmu3su peecmpayitiHux Mamepianaie Ha AIKapcbKi 3acobu, Wo nodaromucs
Ha depoicasHy peecmpayiro (nepepeecmpayiro), a makoxic ekcnepmusu
Mamepiasie npo 8HeceHHs 3MIiH 00 peecmpayiliHux mamepiasie npomsizom Oii
peecmpayiliHo20 nocg8id4eHHs1: 0CHOBHI MepMiHU, Ha WO NOWUPHEMbBCS
Ilopsidok, kum nposodumucsi, 0CHOBHI emanu. PeecmpayitiHi mamepiaau
(peecmpayiiiHe docbe) - NpU3HAYEHHS, CMPYKmMypa.

JepacasHutll peecmp aikapcbKux 3acobie YkpaiHu

[Ticasipeecmpayitinuil Haza50 (papmakoHazA50): 8UBHAYEHHS, HANPSAMU
pobomu, dxcepesna nogidomsaeHb NPo no6IYHI peakyii Ha AikapcbKi 3acobu.
HopmamuegHi dokymeHmu, wo pe2y1101omb 0islAbHiCMb cucmemu
dapmakoHazas0y 8 YkpaiHi.

Tema 3.6 Jepitcasna ghapmakones YkpaiHu ma iHwi HOpMmamueHi
JdoKyMeHmMu, Wjo pe21amMeHnyms KOHMpO/1b AKOCMIi AIKapCcbKux
3acob6ie

Jepacasua papmakoness Ykpainu, Ik 0CHOBHUU HOpMAMUBHUU OOKYMeHmM, U0
peas1aMeHmy€e NUMAaHHs KOHMpPOJK KOCMI AiKapcbkux 3acobis. CmpykmypHa
opeaHizayisa [J®Y. Memodu papmakoneiinozo ananaizy. Cy6bcmanyii ma comosi
AIKapcovKi popmu.

AHanimuyHo-HopmamusHa doKymeHmayisi Ha gapmayesmuyHull npenapam:
OCHOBHI 8uMO2u 00 3micmy, no6ydosu, 8UKAAOeHHs, 0popmaeHHA. Ekcnepmua3a,
Y320024C€HHS.



http://www.dec.gov.ua/site/files/klinika/n95.doc
http://www.dec.gov.ua/site/files/klinika/n95.doc
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Tema 3.7 HopmamugHi doKyMeHmMu wj0do 8Upo6HUymea
6iomexHo.102iYuHOi ma hapmayeemuuHoi npodykyii 8 Ykpaini ma ceimi
OcHogHi mepminu. Baaidayia ma ii eudu, Keaxaigpikayis (o6aadnaHHs) ma it
sudu.

IIpasusa HanexcHoi supobHuyoi npakmuku (Good Manufacturing Practice).
Xapakmepucmuka ma npusHayeHHss GMP.

JliyeH3is Ha 8UpO6HUYMEBO ATKapCcbKUX 3acobis: Ilepesaik dokymenmis, sikuil
Hadaembcs cy6’ekmom 20cnodapr8aHHs HA 8UAAYy AIYeH3Iii Ha BUPOOGHUYMEB0
AlKkapcbkux 3acobis, JliyeHsitiHull peecmp 3 NPOMUC108020 8UpobHUYmMaBa J13.
Jlocbe 8upobHUYOI JibHUYI — BUBHAYEHHS ma 3Micm.

TexHos02ivHUT pecnameHm: Xapakmepucmuka, cpepa 3acmocy8aHHs, 3MIC.
TexHnono2iuni mumuacosi pezaamenmu (TTP), mexHo1021YHI npoMuUcA08i
peaaamenmu (TIIP) ma cgpepu ix 3acmocy8aHHA.

TexuiuHUll pecnamenm: xapakmepucmuka, chepa 3acmocy8aHHs1, 3Micm.
Hacmanosa CT-H MO3Y 42-4.0:2020 «/likapcwKi 3acobu. HasnexcHa supobHu4a
npakmuka». [IpusHaveHHs, 3micm.

PigHi 3Hauywocmi dokymenmayii papmnionpuemcms.

BupobHuua dokymenmayis: 8udu, npu3HaveHHs, 3Micm moujo.

- po3dinu peecmpayiiiHux docb€ HA KOHKPEMHI AIKAPCbKI 3acobU, 8 AKUX
ONUCAHO MexXHO102I4HI npoyecu ix BUpobHUYMEa;

- 8idnogidHI doKymeHmMu cucmemu sskocmi — memoouku CAH

- dokyMeHmayiro, 3a s1kor 30ilCHIOIOMb 8UPOOHUYME0 MA KOHMPO/1b
KOHKpemHoi npodykyii.

- cneyugikayii

- BUPOOHUYI peyenmypu ma mexHoA02i4HI iIHCmpyKyii,

- IHCMpYKUIi 3 NAKY8AHHH,

- memoduku (COIl, ananimuyHi)

npomoKo/u.

Po30din 4. Cepmudpikayia 6iomexHo102iyHOi ma hapmayeemuyHoi
npodykyii ma akpedumayis

Tema 4.1. Cucmema cepmudpikayii

Cepmudpikayis, cucmema cepmudpikayii, cxema cepmudbikayii, cepmugikam
gidnosidHocmi, 3Hak eidnogidHocmi.

Cucmema cepmudgbikayii: opeaHizayiliiHa cmpykmypa, npu3HavyeHHs, sudu
dislabHOCMI.

IIposedenHs cepmupikayii npodykuyii.

Ocobausocmi cepmuikysaHHs npodykyii papmayesmuuHoi,
6iomexHo/10214YHOI ma xap4o080i npomuc.a1080cmi.

Tema 4.2 Akpedumayis

Akpedumayisi: BU3SHAYEHHSI, NPUIHAYEHHS], 06’ EKmU.

3akoH Ykpainu “Ilpo akpedumayir opeaHie 3 oyiHku gionogioHocmi”
Opzanu akpedumayii 8 Ykpaiui (HayioHasnbHe azeHmcmaso 3 akpedumayii

Ykpainu). Akpedumayis opearie 3 cepmudikayii npodykyii 32idHo 3 JCTY 3411.

Aydumop: 8U3HaYeHHs, BUMO2U.
AkpedumayitiHa komicis Ykpainu (AKY) MOH Ykpainu: ¢pyukyii, ckaad.

4

Bcvozo

10

lMpakmuyHi 3aHAMMSA

Haszsa memu npakmu4Ho20 3aHAmms ma nepe/liK OCHOBHUX nUMAHb
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Budu HopmamueHux doKymeHmie ma ix oco6augocmi. Bumozu do
PO3pP06.1eHHS, 8NPOBAIHCEHHS MA BUKOPUCMAHHSA CMaHdapmie pi3HuUxX
pieHie 8 YKpaiHu

2
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1. Knacugikayis /JCTY 3a nowupeHHsM [ 2a/ay3310 3ACMOCYSAHHS:
MINCHAPOOHI, MIHCOepHCasHi, pe2ioHA/IbHI, HAYIOHA/bHI, 2a/1y3e8i, cmaHdapmu
nionpuemcme (opzaHizayiti)
2. Knacugikayis [JCTY 3anexcHo 8i0 cheyugpiku 06’ekma: 0CHOBONO10X4CHI
(opeaHizayiiino-memoduuHi, 302a/1bHO MexHIYHI, MepMIHOM021YHI),
cmaHdapmu Ha npodyKyir, cmaHdapmu Ha npoyecu, cmaHoapmu Ha nocayzy,
cmaHdapmu Ha Memodu KOHMpOJ/H, cmaHdapmu Ha CyMicHicmbs, cmaHdapmu
302a/1bHUX MEXHIYHUX 8UMO2
3. Ckaadosi vacmuHu JCTY ma TY
Budu HopmamueHux doKymMeHmie ma ix 0cob.1ugocmi. Bumozu do
pPO3p006/1eHHS, 8NPO8AIHCEHHA Md 8UKOPUCMAHHA CMAHAApmie pi3HuUxX
pieHie 8 YkpaiHu
Bumozu do ogpopmaenns JJCTY ma TY
OcHOBHUX Xapakmepucmuku ma ocobaugocmi pizHux sudie H/]

2. HopmamueHi dokymeHmu ui0do supo6HUymMaea 6iomexHo102ivHoi ma 2

dapmayeemuyHoi npodykuyii 8 Ykpaini ma ceimi

HopmamueHi  dokymeHmu, wo cmocylomscsi 6i0mMexXHOo/102IYHUX ma
¢dapmayesmu4HUX 8UPOOGHUYME

3. Bupo6nuya HT/I. Budu, npagu.ia ogpopmaeHus. Po3po6ka COII, 2

MemoduKu, po6040i iHcmpykyii moujo
Kaacudgikayis, chepu 3acmocysanus, npukaadu cneyugikayiii
Kaacudgikayis, chepu 3acmocysaHts, npukaadu 8UpoObHUYUX peyenmyp
Kaacudgikayis, chepu 3acmocy8aHHs, npukaadu iHcmpykyitl
Kaacugikayis, chepu 3acmocysaHHts, npukiadu npomokois
I(ﬂacugﬁmaulﬂ chepu 3acmocy8aHHs, Npukaadu Memoduk

BN =

4, Bupo6nuya HT/I. Budu, npasu.ia ogpopmaeHHA. Po3po6ka COII, 2

Memoduku, po6o4oi iHcmpykyii mowo
PeziameHmu 8upobHUYmM8Ea, mexHo102iYHA cxema

Bcvoeo 8

6. CamocrTiiiHa poboTa cTygeHTa

CamocmilinHa poboma cmydeHma CrnpAMOBAHA HA Kpawie OrnaHy8aHHA 3HAHb W/AAXOM
ocobucmozo nowyky 000amkKogoi iHopmauii, (hopMy8aHHA GKMUBHO20 iHMepecy 00 MBop40o20
nioxody y Has4anvHili pobomi. ¥ npouyeci camocmiliHoi pobomu 8 paMKax 0C8iIMHLO2O KOMMIOHEHMY
cmyodeHm nosuHeH Hagyamuca 2nUuboKo aHani3ysamu cy4acHi nioxoou 0o po3pobKU Ma 8rnposadHeHHs
HOBIMHIX MEXHO/02IYHUX piWeHb, AKi mMarome 8i0N08iOHE npPAKMuUYHe 30CMOCY8AHHA HA OioYux
8UpPObHUYMBaAXx.

CamocmiliHa poboma nepedbauae nidecomosky 00 Aekuyili ma nPAKMUYHUX 3AHAMS,
CAMOKOHMPosb6 Habymux 3HAHb, ONPAUOBAHHA OXMcepes i3 CIUCKY aimepamypu, BUKOHAHHA 30800Hb
0414 NPAKMUYHUX 30HAMb, BUKOHAHHA  MOOY/AbHOI KOHMposbHoi pobomu (MKP), nidecomosKka 0o
CKAOAHHA 3as1iKy, mowo.

MoniTnKa Ta KOHTPONb
7. MoniTMKa HaBYaNbHOI AUCUMNNIHU (OCBITHLOrO KOMNOHEHTA)

BidgidyeaHHs1 3aHAMb. Bidcymuicmb Ha snekyitiHoMy ma/abo npakmu4HOMy 3aHSMmIi He
nepedbavae HapaxyeaHHsi wmpag@Hux 6asis, ocKiibKu @iHaabHUl pelimuHzosull 6an cmydeHma
PopMyeEMbCS BUKAHOUHO HA OCHOBI OYIHIOBAHHS pe3y1bmamie HA8UAHHSI.



Ha npakmuuHux 3aHSIMmsx SUKOHylOmMuvCsl IHOUBIQya/nbHI 3a80aHHS, sIK 6e3nocepedHb0 Ha
napi, mak i 3 nonepedHbor nidzomoskor (iHdugsidya/bHi 3a80aHHS, npe3eHmMayis, yvyacmo y
062080pEHHSX, 3HOMOBYBAHHS MOW 0 )SAKI Makoxe oyiHoomuscs y gionogionocmi 3 PCO.

3ansamms, nponyujeHi cmydeHmom 6e3 nosaxcHoi, niomeepdiceHoi 00KyMEHMAIbHO, NPUYUHU
He gidnpaybogyrombcsl I 6aau 3a pobomu, W0 HA HUX BUKOHY8A/UCL 8mMpadarmuscs. 3a yMosu
nponycKy 3 NO8AX}CHUX NPU4UH, cmydeHm mae npaeo (asne He 0608°513k080) 8UKOHaMu 8i0nogioHe
nucomoge npakmu4He 3a80AHHA HA KOHcyAbmayii (3a po3kaadom KoHcyabmayill, 0O4HO a6o
ducmaHyitiHo) ma ompumamu 3a Hb020 8I0noe8idHi 6a.au. Taki 8i0npayt8aHHs BUKOHYHMbCS
cmydeHmoM 3a tio2o 6a*CaHHsAM, ase He ni3Hiwe damu 3a.iKy.

Ilonimuka OdedsaiiHie ma nepeckAadaHsv. 3a80aHHsS HA NPAKMUYHUX 3AHAMMSIX
BUKOHYHOMbCS cmydeHmamu miabKu 3a po3kaadoM, y 6CmaHo8/AeHUll 0151 2pynu 4ac, (BUKAHYEHHS —
nepeHeceHHsl HanUCaHHs 2pynor (abo okpemux cmydeHmis) 8 38’s13Ky 3 HE06XIOHUM QOMPUMAHHAM
6e3nekogux ymos abo 3 nonepediceHHAM suKkaadaya ma o@iyiliHUM nidmeepo*ceHHAM NPuUYUHU
gidcymHocmi cmydeHma pa3om 3 2pynor) i He nepenucyomscsi.

Bci 3a80aHHs, W0 8UKOHYHOMbCA HA NPAKMUYHUX 3aHAMMSAX (I O4HUX [ WO npulimMarmscs Ha
nepesipKy 8 2ya/a-kAaci 4u mMetg10M abowo) 30aromucsi I 8paxo8yomucs 8 cemecmposutl pelimuHe He
nisHiwe Hixc 3a do6y do damu nposedeHHs 3aiKy. AKujo 3a80aHHS BUKOHYEMbCS 8 pAMKAX napu, mo
liozo sidnpayto8aHHs 30iUICHIEMbCA 3a PO3KAAJOM KOHCYAbmayitl.

Iloaimuka wodo akademiuHoi do6poyecHocmi. [lonimuka ma npuHyunu akademivHoi
dobpoyecHocmi susHauveHi y po3dini 3 Kodekcy wecmi HayioHa/nbHO20 mexHIYHO20 yHigepcumemy
Ykpainu «Kuigecbkull nosaimexuivHuti iHcmumym imeHi leopsi  Cikopcbkozo». JlemasbHiwe:
https://kpi.ua/code.

[Ipu BUKOHAHHI NpAKMUYHUX MA [HWUX 3a80aHb HEO6XIOHO HAB0AUMU CNUCOK NOCU/AAHb
Ha sukopucmadi dicepena. Asne He MO}CHA 8uUKopucmogysamu i nocuaamucsi Ha pocilicbki
dicepesa ma dxicepesaa pociticbkor MOBOH.

Akwo y 30aHoMy cmydeHmMom 3a80aHHI 8UsI8/€HI 03HAKU nJiaziamy, mo 3a80aHHSI HE
3apaxo8yemuCsi i He nepepobaAEMbCS.

Y pas3i eusieneHHs akademiyHoi HedobpouecHocmi nid 4ac BUKOHAHHS MOJY/AbHOI
KOHMpo/bHOI pobomu (naaziam mouwjo) abo npu HANUCAHHI 3aaik080i pobomu (cnucy8aHHs 3
6y0b sikux dxcepes, KOHCY1bmy8aHHs y 6ydb AKUX oci6 moujo), cmydeHm ycy8aembuwcs 3 3axody, a
pe3ysabmamu KOHMpO/bHO20 3ax0dy He epaxosyrmuvcs. [loemopHe 8UKOHAHHA MOJYAbHOI
KOHMpOo/bHOI po6omu donyckaemubcsi mifbKu y 8unadky HeobxioHocmi Habpamu 6aau 045
donycky do 3aiKy.

Hopmu emuuHoi nogediHkKu. Hopmu emuyHoi nosediHku cmydeHmie [ npayigHukie
gusHaveHi y po3dini 2 Kodekcy uecmi HayioHa/nbHO20 mexHiYHO20 YHigepcumemy YKpaiHu
«Kuiscvbkuil nosaimexuivyHutl incmumym imeHi leopsi Cikopcbkozox. [lemanvHiwe: https://kpi.ua/code.

8. BuAuM KOHTPOAIO Ta PEUTUHIOBA CUCTEMA OLIHIOBaHHA pe3y/bTaTiB HaBuaHHA (PCO)

MomoyHuli KoHmpons: Ha npakmuyHux 3aHAMMSAX 8UKOHYIOMbCs 1HOUBIJYa/1bHI 3080AHHS,
K 6e3nocepedHb0 Ha hapi, mak i 3 nonepedHbo) hid2omoeKkow (npezemmayis, yvyacmov Yy
062080pEHHSX, 3aHOMOBYBAHHS MOW0) K oyiHomuca y gionosionocmi 3 PCO.

ModynbHa KoHmMposasHa poboma nNpPos8oOUMbLCS 3 Memoto MNepesipKu AKOCMi ChopmMoBaHUX Y
cmyodeHmig yMiHb QHANI3y8amu HOPMAMUBHI OOKYMeHMU Pi3HUX pieHi8 ma rnpusHayeHHa ma 0ocsidy
30CcMocos8y8aHHA 3AKOHO0AB8YO0i Ma HOPMAMUBHO—MEXHIYHOI OoKymeHmayii, Habymux ernpooosi
BUBYEHHSA KPeOUMHO20 MOOYH0.

KaneHndapHuii KOHMponb: y cmyodeHmis 3a04HOI (hopMU HOBYAHHA He MPo8oouUMbCA.

Cemecmposuli KOHMPOAb: 3as1iK, AKUU NPOBOOUMbLCA Yy (POPMI HAMUCAHHA Mecmoesoi 3a1iKo8oi
pobomu. Mepenik NUMaHb, W0 BUHOCAMbLCA HA 3aiK HasedeHul y Jlodamky A.


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

Ymoeu donycKy 00 cemecmpoeo20 KOHMpon: cevecmposulli pelimuHa pisHuli abo binbwe 50
banis.

OUiHIOBAHHA PiBHA 3HAHbL 3 OuCUyunaiHU 044 cmyodeHmie npPosoouUMsCA 3a pelimuH2080H0
cucmemoro, yMo8U AKOI Ha800AMbCA 8 MosaoxceHHi npo PCO 3 ducyunaiHu.

Peiimune cmydenma 3 ducyun/iHu ckaadaemsbcs 3 6a/is, ujo 8iH ompumye 3a:
1) 8ukOHAHHS 3a80AHb HA NPAKMUYHUX 3AHAMMSIX MA CAMOCMIIHO
(ouHo ma/abo ducmaHyitiHo) 80 6anie
2) BUKOHAHHS MOOQY/bHOI KOHMPOJ/bHOI pobomu 20 6anis

Lonyckom 0o 3aniKy € cemecmposuli pelimuHz RC240.

CmyodeHmu, sKi marome 0onyck 00 3aniKy 30608'A3a0HI 8UKOHy8amMu 3asiKO8Y KOHMPOSbHY
pobomy.

CmyodeHmu, fAKki Habpaau npomszom cemecmpy pelimuHe meHwe 50 6anie 0o 3aniky He
donyckaromoecs. Buou pobim axki cmydeHm nosuHeH 30amu 018 ni0suUWeHHA pelimuHay y3200HyeMbCA 3
suKknadayem mio 4Yac cecii.

3a pe3ynbmamamu 3as1iKo80i KOHMPOAbHOI pobomu cmyodeHm ompumye 3as1iK.

MonoxeHHsa npo PCO 3 ducyunnaiHu 8 nosHomy obca3i Hasodumeca 8 Jooamky b.

9. [Oopartkosa iHpopmauin 3 gucumnaiHu (OCBiTHbOro KOMNOHEHTA)

B ymosax ducmaHyitiHoi a6o 3miwaHoi popmu npogedeHHs 3aHAMb 0p2aHi3ayisi 0c8IMHBLO20
npoyecy 30ilICHEMbCS 3 BUKOPUCMAHHAM MEXHO102il ducCmaHyiliHo20 HA84aHHS: naamgopmu
ducmaHyitiHozo HasuaHHs «Cikopcbkull», «EaekmpoHHull kamnyc». HasuaavHull npoyec y makit
¢opmi 30ilicHIOEMbCS 8I0N0BIOHO 00 3am8epdrHceH020 po3KAady HA8YANbHUX 3AHSIMb.

Po6ouy nporpamy HaB4YanbHOI gucumnaiim (cunabyc):
CKknapeHo:

AoueHTom Kadegpu npommncnosoi biotexHoaorii Ta biodapmauii,
K.06.H., BiToto MuxainiBHoto JTiIHOBULbKOO

YxBaneHo kadeapot npoMmmncaosoi biotexHonorii Ta 6iodpapmauii (npotokon Ne 16 Big 26.06.2025 p.)

NoropyxeHo MeTtoaunuHoto Komicieto BT (npoTtokon Ne 6 Big 30.06.2025 p.)
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Jdodamok A

lMepenik nUuMaHsb, AKi BUHOCAMbCA HA 301iK

Cmandapmu3sayis. Budu, npedmem, 06’ekmu cmandapmu3sayii.

Kamezopii HopmamueHux 0oKymeHmie 3 cmaHdapmusayii.

Budu cmandapmis

HayioHaabHi cmaHdapmu

T'apmonizosani HopmamueHi doKyMeHmMU: BUZHAYEHHS, MUNU 2apMoHizo8aHHocmi. [lopisHAHHI cmaHdapmu.
TexHiuHI yMo8U

Ilopsidok cmeopeHHs1 ma 8nposadiceHHss cmaHdapmie.

Jepacasnuti Haeas0 3a enpoeadiceHHAM [ dodepicaHHAM cmaHdapmis.

Cucmemu cmaudapmie.

OpzaHu depaicasHoi ma 2anysesoi cayxib cmaHdapmusayii.

. OpeaHu cmaxndapmusayii 8 2ay3i papmayesmuyHux ma 6i0mexHoA02IYHUX BUPO6HUYME Ma ix 0CHOB8HI PYHKYIT

Caysc6a cmandapmusayii nionpuemcmea/opzawizayii: pyHKyii, cmpykmypa

Hopmokonmpoab, sk 00Ha 3 ¢yHKYill cayxc6bu cmandapmusayii Ha nionpuemcmsi. I[IpusHaveHHss ma eudu
HOPMOKOHMPOIHO.

Yuigikayisi, sk 00He 3 3a80damb cayxc6u cmandapmusayii Ha nionpuemcmai. Budu yHigikayii.

OcHOB8HI mepMiHU cucmemu AKocmi

OpeaHizayii mixcHapodHo2o pisHa wjo npayrioms 8 eaaysi cmandapmusayii (1SO, IEC, CEN, CENELEC). @yukyii
ma cmpykmypa ISO.

Misxcnapooni cmandapmu ISO. Cmaundapmu ISO cepiii 9000, 10000, 14000, 19000 - cgepa 3acmocysaHHs,
ocobausocmi.

Cmaudapmu 1SO 6 Ykpaini. Cucmema cmandapmis JJCTY ISO

JACTY ISO 9000:2015 «Cucmemu ynpasaiHHA sikicmio. OCHOBHI NO/ONCEHHSI MA CA08HUK MepMIiHie»: 3micm,
NPU3HA4eHHSl, CIM NPUHYUNIB yNnpasAiHHA AKICMIO.

JACTY ISO 9001:2009 CUCTEMA YIIPABJ/IIHHA AKICTHO. BUMOTI' Y. (1SO 9001:2008, IDT): 3micm, npusHa4eHHs.
Cucmema cmandapmis [ICTY 1SO 14000. /JCTY ISO 14001:2006 Cucmemu eko.102i4H020 Kepy8aHHs. Bumozu ma
Hacmanosu wjodo 3acmocosgysaHrHs (1SO 14001:2004, IDT): 3micm, npu3Ha4eHHs1.

JCTY 1SO 19011:2012 HacmaHogu wodo 30ilicHenHs aydumis cucmem ynpasaiHHs: 3mMicm, Npu3HaveHHs1.

Cepis mixcHapooHux cmaudapmie OHSAS 18000: npusnauyeHHs. YuHHull 6 Ykpaini cmandapm /JCTY OHSAS
18001:2010. Cucmemu ynpasiHHs 2ieieHo0 ma 6e3nekoro npayi: 3amicm, npu3Ha4eHHs.

OcHosHI mepMiHU, WO 3aCcMOCOBYIOMbCST HA emanax CMEOPEeHHs, B8UPObHUYMea ma 3aCmoCy8aHHS
dapmayesmuyHoi npodykyii (3a Hacmanosa CT-H MO3Y 42-4.0:2020 ma 3-H Ykpainu «IIpo J13»)
MixcHapooHi HacmaHosu (HasaexcHi @apmayesmuuni npakmuku, GxP), wo cmocylomvcsi CMBOPEHHS,

8UpO6HUYMBA ma 3acmocysaHHs gapmayesmuuHoi npodykyii (eudu ma npusnauenHs): GLP, GCP, GMP, GEP,
GDP, GPP, GSP, GPvP, GPEP, GRP.

3akoH Ykpainu (3Y) “Ilpo aikapceki 3acobu”: 3micm ma ocHO8HI nosoxceHHs. basosi 3akoHodagui npuHyunu ma
OCHOBU CMBOpEeHHsl, 8UPOBGHUYMBA ma 3acmocy8aHHsl JIKAPCbKUX 3dcobis, siki npedcmasseHi y eueasdi
gidnogidHux cmameti 3akoHy Ykpainu “IIpo sikapcoki 3acobu”,

3Y IIpo ocHosHI npuHyunu ma sumozau do 6e3neyHocmi ma ssKocmi xap4o8ux npodyKmis.

3Y I[Ipo 0X0pOoHY HABKOAUWHBO20 NPUPOIHO20 cepedosuuyd

3Y Ilpo depixcasHuli KOHMPOb 3 OOMPUMAHHAM 3AKOHOJA8CMed npo Xap4yosi npodykmu, KOpMU, NOOGI4YHI
npodykmu meapuHHo20 N0X00iCeHHsl, 300p08°s ma 621a20N01y44st MmeapuH

3Y Ilpo depixcasHulli KOHMPOb 3 OOMPUMAHHAM 3AKOHOJA8CMeAd npo Xap4yogi npodykmu, KOpMU, NOOGI4YHI
npodykmu meapuHHO20 NOX00HCEHHS, 300p08°s ma 641a20N01y44s1 meapuH

3Y IIpo 6esneuHicmb ma 2icieHy kopmie

HanedxcHa nabopamopHa npakmuka Good Laboratory Practice (GLP): ocHosHi nososceHHs. KoHyenyis «mpbox

R».

H/l w000 dokaiHIuHUX A0CAI0NHCEHb, WO € YUHHUMU 8 YKpQaiHI:

3akoH Ykpainu «IIpo aikapcoki 3acobu,

3akoH Ykpainu «IIpo 3axucm meapuH 8i0 HopcmoK020 N0BOOHCEHHSI»,

Hakaz MO3 Ykpainu Ne 944 [Ipo 3ameepdxceHHs [lopsidky nposedeHHs1 OKAIHIYHO20 B8UBYEHHS JIKAPCbKUX
3acobis ma ekchepmu3su Mamepiasie 0OKAIHIYHO20 BUBYEHHS NIKAPCLKUX 3AC00i8

Hacmanoea CT-H MO3Y 42-6.0:2014 Jlikapcoki 3acobu. [lokaiHiuHi docaioxceHHss 6e3neku sik nidrpynmsi
KAIHIYHUX 8UNPOGYBAHb 3a yYacmio AI0OUHU Ma peecmpayisi AIkapcbKux 3acobis

Jlok/iHIuHe 8u84eHHs JAIKAPCbKUX 3aco6ig: Hanpsamu, eudu, mecm-cucmemu, Op2aHi3ayis ma nposedeHHS,
dokymenmayis. Cmpykmypa npomoko.Jiy ma 38imy.

MisxcHapodHi dokymenmu 3 emuku: HropHb6epsvkull kodekc, ['envciHcbka deknapayis, Bensmonmckuil 3sim.
OcHosHi nososcerHs eabciHcbKoi dekaapayii.
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HanesxcHa kainivHa npakmuka Good Clinical Practice (GCP): Mmema, 0CHO8HI npuHyunu.

H/l wo0do KaiHiYHUX 8Unpo6ye8aHs, Wo € YUHHUMU 8 YKpaiHi

Hakaz MO3 Ykpainu Ne1169 gid 26 sepechs 2017 "Jlikapcwoki 3acobu. HanesxcHa KainiuHa npakmuka 42-7.0:2008"
Haka3z MO3 Ykpainu Ne690 gid 23 eepecnsi 2009 "llpo 3ameepdicenus I[lopssdky nposedeHHS KAIHIYMHUX
8Unpo6ysaHs NIKapcbKux 3acobie ma ekcnepmusu mamepianie KAiHIYMHUX eunpobysams i Tunogozo no/0xiceHHs
npo Komicii 3 numaHb emuku”.

Hakaszu MO3 Ykpainu 3 dodamkamu, 8 AKux Hagodumaucs nepenixk KB, ujo 0o360.1eHi 0151 nposedeHHs 8 YKpaiHi.
Kowmicia 3 numaHb emuku npu 3akaadi oxXopoHu 30opog’s: ¢yHkyii. Paszu ma eudu KAIHIYHUX 8UNPOOYBAHD.
Jokymenmayis, wo ogpopmaoemocsl Ha 8CiXx emanax KAIHIYHUX sunpobysaHb. KoHmposab nposedeHHs KATHIYHUX
sunpobysaHs (aydum, MOHiMopuHz)

JepicasHa peecmpayisi Alkapcbko2o 3aco6y - Nopsidok, KuM nposodumbcs, OCHO8HI emanu. Peecmpayiiini
Mamepiaau (peecmpayiliHe 00Cb€) - NPU3HAYEHHS, CMPYKMypa.

JepacasHull peecmp /ikapcbKux 3acobie Ykpainu

Hicasspeecmpayitinuti Haeaa0 (papmakoHaeand): 8UHAUEHHS, HANPAMU pobomu, dxcepead nogidomaeHb npo
no6iyHi peakyii Ha aikapcoki 3acobu. HopmamueHi OdoKymeHmu, wo pez2yawomb OJiIbHICMb cucmemu
¢apmakoHazasdy 6 YkpaiHi.

JepicasHa ¢apmakones YKpaiHu, K OCHOBHUU HOPMAMUBHUU OOKYMEHM, WO pe2AamMeHmye NnumaHHs
KOHMpo/ sKocmi JikapcbkKux 3acobis. CmpykmypHa opeauizayis J®Y. Memodu cdapmakoneliHozo aHa.izy.
Cy6cmanyii ma eomosi aikapcbKi hopmu.

AHasimu4Ho-HOpMamueHa 0oKymeHmayis Ha ¢apmayesmuyHuli npenapam: OCHOBHI eumozu 0o 3micmy,
no6ydosu, sukaadeHHs, opopmaenHs. Exkcnepmusa, y32004ceHHS.

Xapakmepucmuka ma npusHaveHHs [Ipasua GMP.

Jlocbe supobHU4OI 0ibHUYI — BUSHAYEHHS ma 3Micm

Hacmawoea CT-H MO3Y 42-4.0:2016 «/likapcobki 3acobu. HaaexcHa supobHuya npakmukay. [IpusHaveHHs1, 3micm.
OcHOBHI munu peziameHmias.

TexHos02iuHUTl pezaameHm, ix Xapakmepucmuku, 8ioMiHHOCMI, chepu 3acmocy8aHHsl.

TexwniuHull pezaamenm, ix xapakmepucmuku, 8ioMiHHOCMI, chepu 3acmMoCy8aHHs.

Pigni 3Hauywjocmi dokymenmayii papmnionpuemcma.

Bupo6Huua dokymenmayisi: eudu, NpusHa4eHHs, 3micm mouo.

3azanvHi nos102ceHHs ma 0cHO8HI npuHyunu cepmudgikayii.

Cmpykmypa cucmemu cepmudgpikayii.

Opeanu 3 cepmugbixayii npodykyii Ykpainu ma ix opzawnizayiiina cmpykmypa.

Cepmudbikayist npodykyii @ cucmenmi: cxemu cepmudpikayii, nopsidok cepmugpixayii npodykyii.

Cepmudgpikayis cucmem sikocmi.

Axpedumayis: 8U3Ha4eHHs, NPU3HA4YEeHHs], 00’ EKMU.

3akoH Ykpainu “IIpo akpedumayito opeaHie 3 oyiHku gionogioHocmi”

OpeaHu akpedumayii 6 Ykpaini (HayioHanvHe azeHmcmeo 3 akpedumayii Ykpainu). Akpedumayis opeaHie 3
cepmudpikayii npodykyii 3eiono 3 [CTY 3411.

Aydumop: 8usHayeHHs, BUMO2U.


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

Jlodamok b
MMOJIOKEHHA
NMPO PEeUTHHIOBY CUCTEMY OLLiHKM YCHIITHOCTI CTYAEHTIB
«HopmamueHe 3a6e3ne4eHHs 610mexH01021YHUX 8UPOOHUYIME»
B YMOBAX O4YHOI'0/AMCTaHLiAHOr0/3MillIaHOr0 HABYaHHA

OCBITHI! CTyliHb 0aKaJlaBp

creniaJbHIiCTh 162 - 6ioTexHO0JI0Til Ta 6i0iHXKeHepid
OCBiTHBO-TIpO¢eciiiHa nporpama BioTexHoJ0rii
dopma HaBUYaHHA 3a04Ha

bakyabTeTy BioTexHo.Ji0rii i 6ioTexXHiKHK

PelTHUHT cTyJeHTa 3 AUCUUIJIIHU CKJIAJIa€ThCS 3 6asiB, 1110 BiH OTpUMYE 3a:

1) BUKOHAHHS 3aB/laHb HA NPAKTUYHUX 3aHATTSX Ta CAMOCTiIMHO (04HO Ta AUCTaHLiKHO) 80 6aiB

2) BUKOHAHHS MOJlyJIbHOI KOHTPOJIbHOI pO6OTH 20 6asiB
Cucmema pelimuHzo8ux (eazoeux) 6a.1ie ma kpumepii oyiHIO8aAHHA

1. BUKOHAHHSA 3aBJaHb HA NPAKTUYHMUX 3AHATTAX TA YV BUIJIsSA/i CAMOCTIMHOI pOGOTH

CTYJAEHTIB - 0YHO Ta JUCTAHIIKMHO
BaroBuii 6aJ - 80.

dopma TeMa 3aBJIaHHSA 6asu

Ha IPaKTUYHOMY 3arasibHi BUMOTH 10 aHausi3 inguBiayansHoro JACTY 10
3aHATTI OYHO abo 3MICTy, BUKJIALY,
OH-JIalH opopmsienHs ACTY ta TY
Ha IPaKTUYHOMY Bupo6nuya HT/I. Buzay, ekcrieptusa COII 10
3aHATTI OYHO 260 npasuJia 0popMJIeHHS
OH-JIAaWH
Ha NIPaKTUYHOMY Bupo6uuya HT/I. Buau, ckynaganHsa TC 10
3aHATTI OYHO 260 npaBuJia 0popMJIEHHS CKJIaJIlaHHS MaTepiaJbHOTO 10
OH-JIalH 6asiaHcy

omnuc cTafin 20
B I'yIJI-KJaci HopMaTuBHI OKyMeHTHU | IHAUBiZyaJbHe 3aBJaHHSA 100 10
(CPCs 110/10 BUPOOHUIITBA aHasiizy Hactanos CT-H MO3Y
KOHCYJIbTallisIMH) 6ioTexHOJIOTI4YHOI Ta
Ha NPaKTUYHOMY dbapmaleBTUUHOI JIOTIOBi/Ib 3 Ipe3eHTali€ (0 5 5
3aHATTI 04HO abo npoaykuii B Ykpaini XB): pe3yJIbTaTH aHali3y
OH-JIAaWH HactanoB CT-H MO3Y Ta nuTaHHsa 5

[IpakTH4Hi 3aHATTA Ta 3aBAaHHA CPC, nmponyiieHi cTyZeHTOM 6e3 MOBaXKHOI, MiJATBeEp/KeHO]
JIOKYMEHTaJIbHO, IPUYUHU He BiJNpalbOBYIOTbCA i 6asu 3a po6OTH, 110 HA HUX BUKOHYBaJIHUCh
BTPa4yaloThbCsA. 3a yMOBHU NPOMYCKY 3 MOBAXXHUX NPUYMH, CTYJleHT Ma€ NpaBo (ajie He 0600B’I3K0BO)
BUKOHATH BiANOBilHE MNHCbMOBe MpPAKTU4YHE 3aBJaHHS HA KOHCyJbTalii (3a po3k/JazoM
KOHCyJ/IbTalli, O4YHO ab0 [AWCTaHLiMHO) Ta OTpUMaTU 3a HbOro 6Oanu. Taki 3aBJaHHSA, L0
BUKOHYIOTbCSI Ha MPAaKTUYHUX 3aHATTAX (I OYHUX i [0 NPUMMAIOTbCSA Ha MepeBipKy B IyrJ-Kjaci
4y MeHJIoM abolo) 37alThCA i BPaxOBYHTbCA B CEMECTPOBUM PEUTHUHI He Mi3Hille [AaTH
CKJIaZJaHHA 3aiiky. fKuio 3aBJaHHA BHUKOHYETbCA B paMKax Mapd, TO HOro BiANpalOBaHHA
3/1iINCHIOETHCSA 32 PO3KJIaZ,0M KOHCY/IbTalliH.

CucreMa OLiHIOBAHHA:

PiBeHb 3aCBOEHHH
bany, y e
HaBYaJIbHOTO . KpuTepil onjiHtoBaHHS
. BiJICOTKax
MaTepiany
peTesibHe BUKOHAHHS, aKypaTHe 0pOpMJIeHHS 3aB/laHHSA Y
.. BiIMOBiJHOCTI 10 METOAMYHUX BKA3iBOK
«BiIMiHHO» 95-100 A AR A A ’
rJIMO0KUM aHasli3 3 BUCHOBKAMU, aKypaTHe Ta IIOBHE
3aHOTOBYBaHHS
€ HeCYTTEBI MOXUOKH Y BUKOHAHHI p060TH, a60 0popMJIeHHS
«JiyxKe foo6pe» 85-94 3po6JieHe 3 NeBHUMHU HeJ|0J1iKaMU, aKypaTHE Ta IIOBHE
3aHOTOBYBaHHS




€ HeCYTTEBI NOXUOKHK Y BUKOHAHHI p060TH, 0QOpMJIeHHS

«00pe» 75-84 .
3po6JieHe 3 NeBHUMHU Hel0JliKaMU

3aB/JlaHHA BUKOHAHO He MOBHICTIO a060 € 3Ha4YHI TOXHOKHU B
«3a/J0BIJIbHO» 65-74 TEKCTi Ta 0pOpMJIeHHI
3aHOTOBYBaHHsI BUKOHAHO He/0aJ10, He OBHICTIO

3aBJlaHHA BUKOHAHO He MOBHICTIO Ta € 3HaYHi NOXUOKU B
«LOCTaTHbO» 60-64 TEKCTi Ta 0pOpMJIeHHI
3aHOTOBYBaHHSI BHKOHAHO He/16aJ10, He MOBHICTIO

BiZICyTHICTb 3HAa4HOI YaCTHHU POOOTH,
«He3a/,0BIJIbHO» <60 Jly>Ke ITIoraHe BUKOHAHHS 3aBJlaHHSA, BAKOHAaHUU He CBIil
BapiaHT

3. Moay/IbHUH KOHTPOJIb
BaroBuii 6a - 20.

Moay/abHa KOHTPOJbHA POOOTA BUKOHYETHCA CTYAEHTOM CAMOCTiIMHO, aCHHXPOHHO,
KpuTepii OLiIHIOBAaHHA J0BOAATHCA A0 CTY[EHTIB 3aB4aCHO, IepeJ, KOXHUM KOHTPOJIBHUM
3axo0/ioM. MakcuMaJibHa KiJIbKiCTb 6astiB gopiBHIOE 20 6aJ1iB.

CucTeMa OLIiHIOBAHHS:

PiBeHb 3acBO€EHHA
bany, y e
HaBYaJIbHOT'O : KpuTepii o1jiHioBaHHS
. BiZicoTKax
MaTepiany
L NOBHI NpaBuWJIbHI BignoBizi (He meHe 95% BipHOI

«BiIMiHHO» 95-100 |. p A Al p
iHpopmauii)
JIOCTaTHbO MOBHI BiAnoBi/i (He MeH1Ie 85% npaBUJIbHOI

«Z1yKe nobpe» 85-94 indopmMaliii), abo BiiNMOBi/i 3 HE3HAYHUMU
HETOYHOCTSIMH
nepeBaKHO MOBHI BifnoBizi (He MeH1e 75% npaBu/ibHOI

«Jl06pe» 75-84 | inpopmMauii), a60 4aCTKOBO BiANOBI/i 3 HE3HAYHUMHU
HETOYHOCTSIMH
nepeBaKHO NMPaBUJIbHI BiAnoBiAi (He MeHIe 65%

«3a/J0BIJIbHO» 65-74 npaBuJbHOI iHpopMallii), a6o 4acTKOBO BiANOBIJI 3
HEe3HAYHUMU HETOYHOCTSIMU
nepeBaKHO NMpPaBUJIbHI BiAnoBiai (He MmeHle 60%

«OCTaTHbO» 60-64 npaBUJIbHOI iHPopMalii), 3HayHa YacTMHA HEMOBHUX ab0
3 HETOYHOCTSIMHU

«HEe3a0BiIJIbHO» <60 HelpaBWJIbHI Bignogizi 6isbiie HiXk Ha 40% nuTaHb

Po3paxyHok wikaau (R) peiimunzy:

Taky¥M YHUHOM, CEMECTPOBUM PEUTHUHT CKJIAJAE:
Rc =20+ 80 =100 6aJiB

JloAaTKOBUX 3aBJAaHb He epeA6adeHo.
CeMecTpOBOIO aTeCTALEN € 3aJiK, [0 IPOBOJUTUMETHCA B I'yIJI-KJIaCi. YMOBOIO JONYCKY 0 HbOTO
€ R¢ 50 6asiB i Builie.
CtypaeHTH, ki Habpald MNpPOTAroM CeMecTpy peWTHHr MeHiie 50 6aniB o 3aiiky He
JIONycKalThcs. Bugu pobIiT gKi CTyAeHT NOBUHEH 3JaTU /[Is MiJABUIIEHHS PEWUTUHTY
Y3ro/PKYETbCA 3 BUKJIaZlayeM I/ yac cecil.
3asiikoBa KOHTpPOJIbHA po60Ta MPOBOAWUTHUMETbCS B TyIJ-Kjaci i ckiafaeTrbcsd 3 50 TecToBUX
nuTaHb. BaroBui 6ajs KOXXHOro NUTAHHA — 2.
KpuTepii o1liHIOBaHHA:
MOBHA NPaBUJIbHA Bi/INOBiib 2 6asu
BiZiMOBi/Ib YaCTKOBO HeNMpaBUbHA ab0 HEMOBHA a60 BiACyTHSA 0 6an
MakcuMasibHa KiZibKicTb 6aJ1iB 3a 3a/1iKoBY po60TYy AopiBHIOE 2 6aiu x 50 nutanb = 100 6anis.
3a pe3ysbTaTaMU 3aJiKOBOI KOHTPOJIbHOI POOGOTU CTY[EeHT OTPUMYE 3aJiK y BiAmoBigHOCTI [0
HACTYNHUX KPUTEPIIB OLLiIHIOBAHHA:
| R sasnikosa poGoTa ‘ Tpa,z:muiﬁna Ol.liHKa |




95-100 BiMiHHO
85-94 JlyPKe lobpe
75-84 Jlobpe
65-74 3a/10BiJIbHO
60-65 OCTAaTHbO
<60 He3aJl0BiJIbHO

[Ipu oTpuMaHHi HE33/]0BIZIbHOI OLIiHKU CTYAEHT Ma€ Jiulie 2 cCnpo6u AJis nepe3/adi y
BinoBigHOCTI /10 rpadiky nepeck/jajaHHs 3a60proBaHOCTEH.



